MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

11 kBiTHA 2023 pOKy Ne 683

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.



2

3. BHecTu 3MiHM [0 peecTpaLliiHUX MaTepiasiB Ta [lep)kKaBHOTO peeCcTpy

nmikapcbKux 3acobiB YKpaiHM Ha JliKapchKi 3acobu (MeauuHi iMyHOOiosoriuHi
TriperiapaTH) 3TiJ{HO 3 JOAATKOM 3.

4. dapmareBTHUHOMY yripaBiiHHIO (Onekcanzapy I'pitjeHKy) 3abe3meunTtu
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



3APEECTPOBAHUX JITIKAPCBKHMX 3ACOBIB (MEJNYHNX IMYHOBIOJIOTTYHUX ITPEITAPATIB), AKI

IIEPEJIIK

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

peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX

iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»

BiAg 11 kBiTHA 2023 poKy Ne 683

BHOCSATHCS 10 IEPXKABHOI'O PEECTPY JIIKAPCHKHNX 3ACOBIB YKPAIHU

2 6nictepu B
KapTOHHIN navuj

3aTBepXeHoro Hakasom MiHicTepcTBa
OXOPOHU 3[0POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuLi YKpaiHu 29 ciyna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340POB'A YKpaiHM Bif

Ha3ssa nikapcbko20 dopma sunycky 3assHuUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
Ne 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayiliHo2o
n/n ynakosKa) nocsio4YeHHs1
1. ArPINNA Kancysm Teepgi, no TOB «TeBa YkpaiHa Bankandapma- Bonrapis peeTpauis Ha 5 pokis 3a He UA/19985/01/01
75 wmr, no 10 kancyn Ykpaina» AynHuua AT MepioanyHiCTb NOAAHHSA PerynsipHo peyenmom nionsizae
TBEPAMX Y 6nicTepi, OHOBJ/1OBAHOTO 3BITY 3 6e3neky, BignoBigHO
no 1 6nictepy B 8o MNopsAaky 3aiicHeHHs hapmakoHarnsgy,
KapTOHHI KopooLi 3aTBEepIXEHOro Hakasom MiHicTepcTBa
OXOPOHW 3[10POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLji YkpaiHn 29 ciuHa 2007
poky 3a Ne 73/13340 (y pefakLii Haka3y
MiHicTepcTBa OXOpPOHM 3[40PO0B'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBWTL:
3rifiHO 3i CTPOKamu, 3a3HaveHMn y
nepiogMyYHOCTI NoAaHHSA PerynspHuX 3BiTiB 3
6e3neku.
2. AJEMETIOHIH 1,4- | nopoLuok AT "dapmak” Ykpaina LaHaoHr Kutaii peecTpauist Ha 5 pokis - He UA/19986/01/01
BYTAHOUCYNb®O | (cybeTaHuis) y [xnHyeHr Bio- nionsi2ae
HAT noAgiliHNX nakeTax 3 PapmacbioTikas
nonieTuneny Ko., 114,
HM3bKOT LWiNbHOCTI
ans
chapmaL,eBTUYHOro
3acTOCyBaHHs
3. BAPA/TIH® PO34UH NS iH'EKLN, ANNIEKC®APM | Cnony4eH CK bankaH Pecny6nika PeecTtpauist Ha 5 pokis 3a He UA/19987/01/01
no 2 mn aéo 5 mn B TMBX NTA, e dapmacboTikan MongoBa MepioAnYHICTb NOA4AHHS PErynsipHO peyernmom nionsieae
amnyni, no 5 amnyn KoponiscT cCPN OHOB/OBAHOTO 3BITYy 3 6e3neku, BignoBigHO
B 6nicTepi, no 1 abo BO o MNopsaky 3aiicHeHHs hapMakoHarnsay,




Ha3sBsa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
Ne 3acoby (nikapcbka chopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
n/n ynakoska) nocsi0O4YeHHs1
26 BepecHs 2016 poky Ne 996), cTaHOBWTL:
3rifHO 3i CTpOKamu, 3a3HaveHMn y
nepiogMuYHOCTI NoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
4, BIBPAUT Tabnetkun no 250 wmr, TOB Ykpaina TOB Ykpaina peecTpauist Ha 5 pokis 3a He UA/20002/01/01
no 10 TabneTok y "AcTpadapm" "Actpadpapm" MepioanyHICTb NOAAHHSA PErynsipHo peyenmom nionsi2ae
6nictepi, no 2 OHOB/IHOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO
6nictepun y Kopobui 3 o MNopsaky 3aiicHeHHs hapMakoHarisay,
KapTOHY 3aTBEpPAKEHOro Haka3om MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Big 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTsi tocTuLji YKpaiHu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 300P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTB:
3rifiHO 3i CTPOKamu, 3a3HavYeHMn y
nepioguYHOCTI NOAAHHSA PerynsipHUX 3BITIB 3
6e3neku.
5. BAJICAPTAH TabneTku, BKPUTI Makneopc IHAjA Makneogc IHAjA peecTpauist Ha 5 pokis 3a He UA/19988/01/01
160/M1APOX/TOPOT | nniBKOBOW PapmacboTHK dapmacbloTUKan MepioAnYHICTb NOAAHHS PeErynsipHO peuenmom nionsieae
1A314 12,5 060/10HKOI0 MO anc flimiteq ¢ Nimiteq, OHOB/IIOBAHOrO 3BITY 3 6e3neku, BignoBigHO
MAKNEOAC 160/12,5 mr, no 90 0 MNopsaky 3aiiicHeHHs hapMakoHarisgy,
Tabnetok y gonakoHi, 3aTBepXeHoro Hakasom MiHicTepcTea
no 1 dnakoHy B OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
KapTOHHI ynakoBsL, 2006 poky Ne 898, 3apeecTpoBaHoro B
no 10 TabneTtok y MiHicTepcTBi tocTuuil Ykpainm 29 ciuHsa 2007
6nictepi, no 3 a6o 9 poky 3a Ne 73/13340 (y pefakuii Hakasy
6nictepiB y MiHicTepcTBa OXOPOHM 3[0P0B'A YKpaiHu Bif,
KapTOHHI ynakoBL,i 26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMK, 3a3HaYeHMUN Y
nepiognYHOCTI NOAAHHS PErysIipHUX 3BITIB 3
6esneku.
6. BA/NICAPTAH TabneTkn, BKpUTI Makneopc IHgis Makneogc IHgis peecTpauist Ha 5 pokis 3a He UA/19988/01/02
160/M1IAPOX/TIOPOT | nniBKOBOW PapmacboTHK dapmacbloTUKa MepioAnYHICTb NOAAHHS PEryNAPHO peuyenmom niossieae
IA3UA 25 060/10HKOI0 MO anc flimiteq ¢ Nimiteq, OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiAHO
MAK/MEOAC 160/25 wr, no 90 0o MNopsaky 34ifcHeHHs hapmakoHarnsgy,
TabneToK y qo/1akoHi, 3aTBepxeHoro Hakasom MiHictepcTea
no 1 donakoHy B OXOPOHW 340POB’A YKpaiHu Bif, 27 rpyaHs
KapTOHHII ynakoBsLi, 2006 poky Ne 898, 3apeecTpoBaHOro B
no 10 TabneTok y MiHicTepcTBi tocTuuil Ykpainu 29 ciuHsa 2007
6nictepi, no 3 a6o 9 poky 3a Ne 73/13340 (y pefakuii Hakasy
6nictepiB y MiHicTepcTBa OXOpPOHM 3[40P0B'A YKpaiHu Big,
KapTOHHI ynakoBLi 26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKaMK, 3a3HaYEHMUN Y
NepioguYHOCTI NOAAHHST PEryNIiPHMX 3BITIB 3
6e3neku.
7. BAJ/ICAPTAH TabneTkn, BKpUTI Makneopc IHais Makneoac IHais peecTpauist Ha 5 pokis 3a He UA/19988/01/03
320/M1APOXNOPOT | nniBkoBOH PapmacbTHK dapmacbloTukan [MepioAnYHICTb NOAAHHS PEryIAPHO peyenmom nidnsieae




Ha3sBsa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
Ne 3acoby (nikapcbka chopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
n/n ynakoska) nocsi0O4YeHHs1
1A3UA4 12,5 060/10HKOH MO auic Nimiteq, c Nliviteq, OHOBJIHOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO
MAKNEOAC 320/12,5 mr, no 90 [0 MNopsaky 3aiicHeHHs hapMakoHarisay,
TabneTok y onakoHi, 3aTBEpAXEeHOro Haka3om MiHicTepcTea
no 1 donakoHy B OXOPOHU 340POB’A YKpaiHu Big 27 rpygHs
KapTOHHIA ynakosLi, 2006 poky Ne 898, 3apeecTpoBaHoro B
no 10 TabneTok y MiHicTepcTBi tocTuuil Ykpainm 29 ciuHsa 2007
6nictepi, no 3 a6o 9 poky 3a Ne 73/13340 (y pefakuii Hakasy
6nictepiB y MiHicTepcTBa OXOPOHU 300P0B'A YKpaiHu Big,
KapTOHHIlA ynakoBLi 26 BepecHs 2016 poky Ne 996), CTaHOBUTB:
3rifiHO 3i CTPOKamu, 3a3HavYeHMn y
nepioguYHOCTI NOAAHHS PeryssipHUX 3BITIB 3
6e3neku.
8. BANNICAPTAH TabneTku, BKPUTI Makneoac IHais Makneogc IHais peecTpauisi Ha 5 pokis 3a He UA/19988/01/04
320/rIAPOXNOPOT | nniskoBolO dapmacbloTHK dapmacbloTuKan MepioAnYHICTb NOAAHHSA PeErynsapHO peuenmom nionsieae
I1A31A 25 060/10HKOI0 MO anc flimiteq ¢ Nimiteq, OHOB/IIOBAHOrO 3BITY 3 6e3neku, BignoBigHO
MAKNEOAC 320/25 mr no 90 o0 MNopsaky 3aiiicHeHHs hapMakoHarnisgy,
Tabnetok y onakoHi, 3aTBepxeHoro Hakasom MiHicTepcTea
no 1 dnakoHy B OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
KapTOHHI ynakoBsL,i, 2006 poky Ne 898, 3apeecTpoBaHoro B
no 10 TabneTtok y MiHicTepcTBi tocTuuil Ykpainm 29 ciuHsa 2007
6nictepi, no 3 a6o 9 poky 3a Ne 73/13340 (y pefakuii Hakasy
6nictepiB y MiHicTepcTBa 0XOpOHU 340POB'A YKpaiHu Big,
KapTOHHIA ynakoBLi 26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMK, 3a3HaYEHMUN Y
nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
9. AAP®PEH® TabneTkun, BKPUTI MpAT YkpaiHa MpAT YkpaiHa PeecTpauis Ha 5 pokis 6e3 nionsizae UA/19989/01/01
o060n0HkKoto, no 200 "®GapmauesTn "®apmaueBTUyH MepioAnYHICTb NOAAHHSA PErynsapHO peyenma
Mr, N0 7 TabneTok y YyHa chipma a hipma OHOBJ/OBAHOTO 3BITY 3 6e3neku, BignoBigHO
6nictepi, no 1 abo "AapHuus" "NapHuus" o0 MopsAaky 3aiiicHeHHs dhapmakoHarnsgy,
no 2 6nictepu B 3aTBepxeHoro Hakasom MiHicTepcTea
nauui OXOPOHW 3[0POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainm 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakLii Haka3y
MiHicTepcTBa OXOpPOHM 300P0B'A YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKamu, 3a3HavYeHMn y
nepiogMyYHOCTI NoAaHHSA perynspHuX 3BiTiB 3
6e3neku.
10. AAP®PEH® TabneTkun, BKPUTI MpAT YkpaiHa MpAT YkpaiHa PeecTpauis Ha 5 pokis 6e3 nionsi2ae UA/19989/01/02
060/10HKOH0, Mo 400 "®apmaueBTun "®apmaueBTUYH MepioAnYHICTb MOAAHHS PEryspHO peyenma
Mr, no 7 TabneTok y YyHa chipma a hipma OHOB/IHOBAHOrO 3BITY 3 6e3Mneku, BignoBiAHO
6nictepi, no 1 abo "AapHuus" "MapHuua” [0 Mopsaaky 3ailicHeHHa dhapmakoHarnsgy,

no 2 6nictepu B
nauui

3aTBEpMXEHOro Hakasom MiHicTepcTea
OXOPOHW 3[10POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil Ykpainm 29 ciuHs 2007




Ha3sBsa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
Ne 3acoby (nikapcbka chopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
n/n ynakoska) nocsi0O4YeHHs1
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 300PO0B'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3rifiHO 3i CTPOKamu, 3a3HaveHMn y
nepioguYHOCTI NOAAHHS PeryssipHUX 3BITIB 3
6e3neku.
11. EYPO®EHAK TabneTku, BKPUTI PiBochapm CA | LUseiiuapi PiBochapm CA LLiBefiuapis peeTpauis Ha 5 pokis 3a He UA/19990/01/01
NNiBKOBOIO A MepioAnYHICTb NOAAHHSA PErynsapHO peuenmom niossieae
060/10HKOt0, Mo 100 OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBigHO
mr, no 10 TabneTok 0 MNopsaky 3aiiicHeHHs hapMakoHarisgy,
y 6nictepi, no 3 abo 3aTBepxeHoro Hakasom MiHictepcTea
no 10 6nictepiB y OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
KapTOHHI KopooLi 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpOHU 340POB'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMK, 3a3HaYEHMUN Y
nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
12. KETONI3NH rpaHyv ans BIFTA®APMA ITanisa NA.®A.PE. ITanisa PeecTpauis Ha 5 pokis 3a He UA/19991/01/01
OpPa/ILHOIO PO34NHY, C.P.N. C.P.N. MepioAnYHICTb NOAAHHSA PerynsapHO peyenmom niossieae
80 mr no 30 cawe B OHOB/OBAHOTO 3BITY 3 6e3neku, BignoBigHO
KapTOHHIM nayui o Mopsaaky 3aiiicHeHHs hapmakoHarnsgy,
3aTBepAXEHOro Hakasom MiHictepcTea
OXOPOHW 3[0POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainm 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Haka3y
MiHicTepcTBa OXOpPOHM 3[00P0B'A YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKamu, 3a3HavYeHMn y
nepioguyYHOCTI NoAaHHSA perynspHuX 3BiTiB 3
6e3neku.
13. KOPAIMPA3 TabneTkun, BKPUTI TOB «TeBa Ykpaina MMBA Xopsartis peeTpadis Ha 5 pokis 3a He UA/19992/01/02
NNiBKOBOIO YkpaiHa» XpBaTtcka 4.0.0. MepioAnYHICTb MOAAHHS PEryspHO peyenmom nidnsieae

060/10HKOI0, No 10
Mr, no 10 TabneTok
y 6nicTepi, no 3 abo
9 6nicTepiB y
KapTOHHiiA KOpooLi

OHOB/IHOBAHOrO 3BITY 3 6e3Mneku, BignoBiAHO
[0 Mopsaaky 3ailicHeHHa dhapmakoHarnsgy,
3aTBepKEHOro Hakasom MiHictepcTea
OXOPOHW 3[10POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil Ykpainm 29 ciuHs 2007
poky 3a Ne 73/13340 (y pefaxuii Haka3y
MiHicTepcTBa OXOpPOHW 34,0POB'SA YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMK, 3a3HaYeHMN y
nepiogMYHOCTi NoAaHHSA perynsipHux 3siTiB 3
6e3neku.




Ha3sBsa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
Ne 3acoby (nikapcbka chopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
n/n ynakoska) nocsi0O4YeHHs1
14. KOPAIMPA3 TabneTku, BKPUTI TOB «TeBa YkpaiHa MniBA XopBartis peeTpauis Ha 5 pokis 3a He UA/19992/01/01
NNiBKOBOIO YkpaiHa» XpBarcka 4.0.0. MepioAnYHICTb NOAAHHS PerynsapHO peyenmom nionsi2ae
060/10HKOI0, N0 5 Mr, OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBigHO
no 10 TabneTok y o0 MNopsgaky 3aiicHeHHs hapMakoHarisgy,
6nictepi, no 3 a6o 9 3aTBepxeHoro Hakasom MiHicTepcTea
6nictepis y OXOPOHW 340POB’A YKpaiHu Bif, 27 rpyaHs
KapTOHHI KOpoo6Li 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340POB'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMK, 3a3HaYEHNMUN Y
nepiogMYHOCTI MOAaHHSA PErynsipHuX 3BiTiB 3
6esneku.
15. KOUUTAD TabneTkun, BKPUTI M.BIOTEK Benuka MaiinaH IHAiA PeecTpauis Ha 5 pokis 3a He UA/19993/01/01
NAiBKOBOO NIMITEL, BpuTtaHis NabopaTtopis MepioanyHiCTb NOAAHHSA PerynsipHo peyenmom nionsizae
060/10HKO10, 1Mo 50 Nimiteq OHOBJ/1OBAHOTO 3BITY 3 6e3neky, BignoBigHO
mr/200 mr/25 mr, no o MNopsAaky 3aiicHeHHs hapmakoHarnsgy,
30 TabneTtok y 3aTBEepIXEHOro Hakasom MiHicTepcTBa
donakoHi 3 OXOPOHW 3[10POB’A YKpaiHu Bif 27 rpyaHs
ocyulysayem abo no 2006 poky Ne 898, 3apeecTpoBaHoro B
180 TabneTok y MiHicTepcTBi tocTuLi YkpaiHu 29 ciuHa 2007
donakoHi 3 poky 3a Ne 73/13340 (y pefakLii Haka3y
ocyuwysayem; no 1 MiHicTepcTBa OXOpPOHU 340POB'A YKpaiHu Big,
chnakoHy B 26 BepecHs 2016 poky Ne 996), cTaHOBWTL:
KapTOHHIA KOpooLi 3riHO 3i CTPOKaMu, 3a3HaYEHUMN Y
nepiogMyYHOCTI NoAaHHSA PerynspHuX 3BiTiB 3
6e3neku.
16. MOKCU®JTIOKCAL, | Tabnetku, BKpUTI TOB Ykpaina TOB Ykpaina PeecTpauisa Ha 5 poki 3a He UA/19995/01/01
NH 060/10HKot0, Mo 400 "ACTPA®APM "ACTPA®APM" MepioAnyHICTb NOAAHHSA PerynsipHo peyenmom nionsizae
Mmr, no 5 a6o 10 " OHOBJIHOBAHOrO 3BITY 3 6e3Mneku, BigNoBigHO
Tabnetok y 6nictepi; 0 MNopsaky 3aiicHeHHs hapMakoHarnsgy,
no 1 6nictepy B 3aTBEpPAKEHOro Haka3om MiHicTepcTBa
KOpOO6Lii 3 KapTOHY OXOPOHW 3[0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLji YKpaiHu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Haka3y
MiHicTepcTBa OXOPOHM 300P0B'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKamu, 3a3HaveHMn y
nepioguYHOCTI NOAAHHS PerynspHUX 3BITiB 3
6e3neku.
17. MOKCU®PJ/TIOKCAL, NOpPOLLOK TOB Ykpaina Tuan Xek Kutaii PeecTtpaujsa Ha 5 poki - He UA/19996/01/01
NHY (cybeTaHuin) y "ACTPA®APM YanmpkaH nionsieae
rigpoxnoprPuj, nakeTax nogBinHux " dapmacbloTukan
nosieTuNeHoBuX, Ko., 114,

BKNAfEHUX Y
¢ibpoBi 6bapabaHu




Ha3sBsa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
Ne 3acoby (nikapcbka chopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
n/n ynakoska) nocsi0O4YeHHs1
ans
chapmaLeBTUYHOro
3acTOCyBaHHs
18. NENTA NMOPOLLIOK ANS AT "®apmak” YkpaiHa Jemo CA pevis peecTpauisi Ha 5 pokis - He UA/19997/01/01
PO34MHY AN dapmacbloTikan MepioAnYHICTb NOAAHHSA PErynsapHO niosnsieae
iH'ekuii, 40 mr, in IHpgacTpi OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBigHO
bulk: no 150 0 MNopsaky 3aiicHeHHs hapMakoHarnisgy,
hnakoHiB y 3aTBepxeHoro Hakasom MiHictepcTea
TPaHCMOPTHIl OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
Kopoo6Li 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpOHU 340POB'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMK, 3a3HaYEHMUN Y
nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
19. NENTA NOPOLLOK A5 AT "dapmak” Ykpaina AT "dapmak”, Ykpaina peecTpauist Ha 5 pokis 3a He UA/19998/01/01
PO34nHY AN1A YkpaiHa MepiognyHICTb NOAAHHS PerynsipHo peyernmom nionszae
iH'ekuyjit, 40 mr, no 1 (BTOpUHHE OHOBJ/OBAHOTO 3BITY 3 6e3neku, BignoBigHO
hnakoHy B nauui nakyBaHHs, o0 MopsAaky 3aiiicHeHHs dhapmakoHarnsgy,
BUMYyCK cepii 3 3aTBepAXEHOro Hakasom MiHicTepcTea
npogykuii in bulk OXOPOHW 3[0POB’A YKpaiHu Big 27 rpyaHs
dipmu- 2006 poky Ne 898, 3apeecTpoBaHoro B
BMPOGHUKa MiHicTepcTBi tocTuLil Ykpainm 29 ciuHsa 2007
Jemo CA poky 3a Ne 73/13340 (y pefakLii Haka3y
dapmachbloTikan MiHicTepcTBa OXOpPOHU 340POB'A YKpaiHu Big,
IHoacTpi, 26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
Mpeuis) 3riHO 3i CTPOKaMu, 3a3HaYEeHUMN Y
nepioguyYHOCTI NoAaHHSA perynspHuX 3BiTiB 3
6e3neku.
20. CA/TbBYTAMONY KpucTaniyHuii TOB Ykpaina NTIO30OXIMIKA ITania peecTpauist Ha 5 pokis - He UA/19999/01/01
CYNb®AT NMOPOLLOK "dAPMACEN" C.N.A. nidnsieae
(cybcTaHuis) y
noABiNHNX
nonieTNeHoBux
nakeTtax gns
hapmaLeBTUYHOro
3aCTOCyBaHHSA
21. COPBO/OHI Kancynu no 0, 427, MpAT «EO® Ykpaina MpAT «EO® Ykpaina PeecTpauisa Ha 5 pokis 6e3 nions2ae UA/20000/01/01
AETOKC no 7 kancyny «KPEOMA- «KPEOMA- MepioanyHICTb NOAAHHSA PerynsipHo peyenma
6nictepi, no 1 abo DAPM» DAPM>» OHOB/IHOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO

no 2 6nictepu y
KOpOO6Lii 3 KApTOHY;
no 10 kancyny
6nictepi, no 1 a6o
no 2 6nictepun y
KOpo6Li 3 KAPTOHY

o Mopagky 3gilicHeHHa dhapmakoHarnsgy,
3aTBEpAXEHOro Haka3om MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLji YKpaiHu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy




Ha3sBsa nikapcbko2o ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
Ne 3acoby (nikapcbka chopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
n/n ynakoska) nocsi0O4YeHHs1
MiHicTepcTBa OXOpOHU 340POB'A YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKamu, 3a3HaYeHMK Yy
nepiogMYHOCTI MOAaHHS PErynsipHuX 3BiTiB 3
6e3neku
22. TIOKONXIKO3UA, KpuctanivyHui TOB YkpaiHa IHAia [nikons IHAiA peecTpauist Ha 5 pokis - He UA/20001/01/01
KPUCTANMI3OBAH MOPOLLIOK "®APMACEN" Nimiteq nionsizae
Wi 3 ETAHONY (cy6eTanuis) y
noABIliHMX
nonieTNeHoBUx
nakeTtax gns
hapMaLeBTUYHOTO
3aCcTOCyBaHHSA

B.o. HayasiIbHUKa

dapmaLeBTUYHOIO ynpaB/liHHA

OnekcaHgp NPILEHKO




ITEPEJIIK
INEPEPEECTPOBAHUX JITIKAPCBKUX 3ACOBIB (MEJUYHUX IMYHOBIOJ/IOI'TYHUX ITPEITAPATIB), AKI

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

Bijg

Ne

BHOCSATBCS 10 JEPXKABHOI'O PEECTPY JIIKAPCHKUNX 3ACOBIB YKPATHU

Hassa

®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
1. L-APTIHIHY L- KpucTanivyHmi MpAT Ykpaina dnemme C.n.A ITanisa MepepeecTpauis Ha HEOOMEXeHUIA TEPMIH - He UA/16973/01/01
ACMAPTAT NopOoLLOK "papmaue niosnsieae
(cybeTaHuis) y BTUYHA
nakeTax noABiNHUX ipma
nosnieTuIeHoBMxX "fapHuus”
ans
dhapmaL,eBTU4YHOro
3aCTOCYBaHHSA
2. BIMIKAH® EKO | kpanni 04Hi, po3uunH dapmaues Monbwa BapLuaBcbkuii Monbwa MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/16893/01/01
0,3 mMr/mn no 3 mn TUYHWIA hapmaLeBTUYHNIA OHOBNEHO iH(hopmaLito B IHCTPYKLIT An1s peuenmom niosnsieae
npenapary y 3aB0[ 3aBof Monbha AT MeZMNYHOro 3aCTOCYBaHHS NMiKapCbKOro 3acoby
chnakoHi- “MONMb®A y po3ginax: "Cnoci6 3actocyBaHHs Ta 4o3n",
KpanenbHuui, no 1 PMA” C.A. "Mo6ivHi peakui™ BignNoBigHO A0 iHhopmaLi
chnakoHy B LLIOAO0 MEANYHOrO 3aCTOCYBaHHS
KapTOHHIA Kopoo6Li pechepeHTHOro likapcbkoro 3acoby
(TYMITAH, Kkpansi 04Hi, pO34uH).
MepiognyHiCTb NOAAHHA PerynspHo
OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku, BiANoBIAHO A0
Mopsiaky 34ificHeHHs hapmakoHarnagy,
3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHW 300POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340p0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepiognYHOCTI NOAAHHS perynsapHuX 3BiTiB 3
6e3neku.
3. PEMOTIB TabneTku, BKPUTI Amakca Benuvka BUPOGHMLTBO 3a LLiBeiiuapis MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH. 6e3 nionsieae UA/16299/01/01
N/1iBKOBOIO nTa BputaHis NMOBHUM LMK/IOM: OHoBeHO iHopMaLiito B IHCTPYKLUii Ans peyenma
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YapyHKoBIl
ynakosLi, no 1

"Oco6nmBoCTi 3acTocyBaHHA", "MO6IuHI
peakuii” BignoBigHo Ao iHdopmau,i

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
060/10HKO0, Mo 500 Makc Liennep 3b0He MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro 3acoby
Mmr; no 10 TabneTok Ar, LLiseliuapis y po3sginax "®apmakosioriyHi BNacTuBocTi",
y 6nicTepi; no 3 abo nepBuHHe "MpoTrnokasaHHsA", "B3aeMogis 3 iHLNMK
6 6ricTepiB y nakyBaHHs nikapcbkMKM 3acobamu Ta iHWi B1uam
KapTOHHilA KopooLi (chbacyBaHHs), B3aemogiit", "Oco6/MBOCTi 3aCTOCyBaHHSA",
BTOPUHHE "3partHICTb BIAMBATY Ha LIBMAKICTL peakLil
nakyBaHHs, npy KepyBaHHi aBTOTPAHCNOPTOM ab0 iHWMMK
MapKyBaHHA: MexaHismamu", "3acTtocyBaHHs y nepiog,
Coro ®nopgic BariTHOCTi abo rogyBaHHA rpyaat”, "Cnocio
IHTepHeLwHN 3acTocyBaHHsa Ta gosu", "[itn" (pegarosaHo
CaiT3epneHp CA, TeKCT po3ainy), "Mob6iyHi peakuyii" BiANOBIAHO
LBeliuapis [0 iHdhopmaL,ii CTOCOBHO 6e3neku, sika
KOHTPO/Ib SKOCTI: 3a3HaveHa B MaTepianax peecTpauiiHoro
Na6op LonniHrep [OCbE.
AT, Weeliuapis MepiognyHiCTb NOAAHHA perynspHo
KOHTPO/Ib SKOCTI: OHOBJ/IHOBAHOrIO 3BIiTYy 3 6e3neku, BiANoOBIAHO A0
IHTepnab6op benn Mopsaaky 3aiicHeHHs chapmakoHarnagy,
Ar, LBeliuapis 3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHW 300POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepioguYHOCTI NOAAHHS perynsapHuX 3BiTiB 3
6e3neku.
4, CANIUUNOBA NopoLLOK TOB Ykpaina Xebeii LI3iHbe Kutaii MepepeecTpaLis Ha HEOBMEXEHUIA TEPMIH - He UA/17164/01/01
KUCNOTA (cybeTaHuis) y "NcTok- Megikan nionsizae
nonieTuIeHoBmX Mntoc" TexHonogxun Kopn.,
MiLkax ans NTA., Koactan Mopt
thapmaueBTUYHOro dapmacbloTikan
3aCTOCyBaHHSA BpaHy
5. CEBE/NIAMEPY NMOpPOLLOK TOB Ykpaina AMI IHAIA MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH - He UA/17155/01/01
raPOXNOPUL | (cy6eTaHuis) B "APTEPIY NAADGCAVIEHCE3 nionszae
nonieTuIeHoBMX M AaTah" MBT. NTA.
naketax gns
dhapmaLeBTU4YHOro
3aCTOCYBaHHSA
6. YNCENAH niocpinizat ans TOB Ykpaina Medap Inay CaH. TypeyunHa MepepeecTpauis Ha HEOOMEXEeHUIA TEPMIH 3a He UA/16671/01/01
po3uuHy Ans «YOPN[, AL OHoBeHO iHhopMaLlito B IHCTPYKLUT Ans peyenmom nionszae
iH ek, no 40 mr; 1 MEOMUMN MeAMYHOro 3acToCyBaHHS MiKapCbKoro 3acoby
h1aKOH Y KOHTYPHIit H» B po3ainax "MokasaHHA" (YTOUYHEHHS),
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
KOHTYPHIi pedhepeHTHOro nikapcbkoro 3acoby (Pantpas

YapyHKOBIli ynakoBLyi
B KAPTOHHIlA KOpOGL

40mg, powder for solution for injection, B
YkpaiHi 3apeectpoBaHuii sk KOHTPOJIOK,
MOPOLLIOK A1 PO3YMHY 4715 iH'eKUi no 40 wmr).
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, Bi4NOBIAHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHW 3[0pPOB’A YKpaiHu Bif, 27 rpygHa
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuuil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa 0XOpPOHM 340POB'A YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKaMW, 3a3HaYEHNMU Y
nepiognYHOCTI MOAaHHS perynsipHuX 3BiTIiB 3
6esneku.

B.0o. HaYaJIbHUKa
dPapmaLeBTUYHOro ynpaBniHHA

OnekcaHgp NPILEHKO




ITEPEJIIK
JIIKAPCBKMX 3ACOBIB (MEJUUYHMX IMYHOBIOJ/IOTTYHUX IMPEIMMAPATIB), II[O/0 AKX BYJIM BHECEHI
3MIHU /10 PEECTPAIIIMHNX MATEPIAJIIB, IKI BHOCATHCSI 10 TEP>KABHOTI'O PEECTPY JIIKAPCBKHNX
3ACOBIB YKPAIHU

Joparok 3
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy

peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX

iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»
Big 11 kBiTHA 2023 poky Ne 683

KapTOHHI Kopoobui

KOHTPO/Ib AKOCTI
cepili rotoBoro
npoaykty: bCI1
dapmacbtoTikan
3 C.MN.A,, Itanis;
Bupo6bHMuTBO
Hepo3dacoBaHo
T npoaykuji,
nepBUHHA
ynakoBka:
dapesa lMay 2,
PpaHuis;
BTOPUHHA
yrnakoBkKa,
[03BiN Ha
BWMNYCK Cepil:
Takepa ABCTpis
'M6X, ABCTpist

y3arasibHeHUX JaHuX Npo cUcTeMy
hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
BiANOBiAANbHOI 3a 34iliCHEHHS
thapmakoHarnsgy; KOHTakTHOi 0cobu 3
thapmakoHarnagy 3asBHuKa gns 34iiCHeHHA
hapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiIMiHHA Bif, YyNOBHOB&XeHOI 0cobu,
BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapMmakoHarnsgy
(BK/THOYAIOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-ghaiisia cuctemm
thapmakoHarnsgy) 3miHa ynoBHOBaXeHOi 0cobu
BignoBigasibHOI 3a hapMakoHarnsaga;:
[itoua pegaxuis: Simon Ashworth. MNMponoHosaHa
pepakuis: Cymit MyHxan /Sumit Munjal. 3miHa
KOHTaKTHUX JaHKX YNOBHOBaXEHOI 0Cobm
3asBHUKA, BiANOBIAAIbHOI 38 34iiCHEHHS
hapmakoHarnsgy. 3miHa KOHTakTHOI 0cobu
3asBHMKa, BiANOBIAA/IbHOT 3a hapmakoHarnsz B
YkpaiHi. fitova pegakuis: CamoHeHko MapuHa
BonognmupisHa. MponoHoBaHa pefakLis:
YperTiii Cepriit IBaHOBMY / Sergii Uretii. 3miHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0CO6M 3asiBHYKA,
BiANOBIAA/IbHOI 3a chapmakoHarifg B YkpaiHi.
3MiHa MicLie3HaxoMKeHHS MacTep-thaiina
cuctemu chapmakoHarnsgy. 3miHa micus
3[1iiCHEHHS OCHOBHOI Aisi/IbHOCTI 3

Ne HasBsa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy aHHs* peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
1. AAUETPUAC® | nopoLuok ans Takepa [anis Brpo6HMLUTBO ITanis/ BHECEHHS 3MiH O peecTpavjiiiHiX maTepianis: 3a - UA/13286/01/01
KOHUeHTpaTy ans dapma A/C Hepo3gacoBaHO PpaHuia/ 3MiHu | TMNY - 3MiHK Woao peuenmom
pO3unHy ANns iHdysil T npoAykuji, AscTpist 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
no 50 wmr; 1 chnakoH 3 nepBuHHA BeefieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
NOPOLLKOM Y ynakoBka, npo cucTemy dpapmakoHarnsgy (BBefeHHs
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Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

chapmakoHarnsay

A3ATITIH®
ACIHO

TabneTku, no 1 mr, no
10 TabneTok y
6nicTepi; no 3 abo no
10 6nictepiB y
KapTOHHIi nauyuj; no
15 TabneTok y
6nictepi, no 2
6nicTepy y KapTOHHIl
nauui

TOB
"ACIHO
YKPAIHA"

YKpaiHa

BUPOBHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b Ta
BWMYCK Cepii:
bxeHedhapm
CA, Ipeuis

peuis

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHM | TMny - 3MiHK 3 AKOCTi. FoTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHKiA 3aci6. 3MiHa
PO3Mipy YNakoBKy roToBOro fikapcbKoro 3acoby
(3MiHa KifIbKOCTi 0AMHWLE (Hanpuknag TabneTok,
amny/ TOLLO) B ynakoBLi:) - 3MiHa y gianasoHi
3aTBEPAXEHNX PO3MIpiB YNakoBku - BBegeHHA
popatkoBi ynakoBky Ne30 (15x2), wo
06YMOB/IEHO MAPKETUHIOBMM PiLLIEHHAM
3a8BHMKa 4151 YHUKHEHHS BigcyTHOCTI /13 Ha
PVIHKY YKpaiHu. BBeeHHS 3MiH NpoTArom 6-Tu
MicALB Nicna 3aTBepAKEHHS

3a
peyenmom

He
nionseae

UA/19767/01/01

A3APIrA®

Kpanni o4Hi; no 5 mn'y
dhnakoHi-kpanesbHUL
"[pon-TeitHep®"; no 1
onakoHy-KpanenbHuui
y KopobLi 3 KapTOHY

HosaprTic
dapma Al

LLisenuapi
a

AnKoH-KyBpbOp

Benbris

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis:
3MiHu Il TUNY - 3MiHK Woao0
6e3nekn/edpekTMBHOCTI Ta thapmakoHarnsay.
BHeceHHs abo 3miHa(1) A0 3060B'si3aHb Ta YMOB
BMAAui peecTpauiiHoro nocBigYeHHs,
BK/IOYalouM MnaH ynpasniHHA pusnkamu
(3acTocyBaHHs 3MiH(1), SKi(a) BUMararoTb(€)
noAasibLLIOro 06r'pyHTYBaHHS HOBUMU
[0[aTKOBUM A@aHMK, L0 MatoTb HagaBaTucs
KOMMETEHTHVM OpraHOM, OCKiflbku BUMaraeTbes
CyTTEBA OL|iHKa KOMNETEHTHUM OpraHoMm)
3asBHUKOM HafaHO OHOB/MEHWit MnaH
ynpasniHHA pusmkamu Bepcis 3.1. 3miHn
BHECEHO f10 YaCTWH:

Il «Cneumndikauis 3 6e3nekn» (mogyni Cl
«Enigemionoris nokasaHb 40 3aCTOCYyBaHHSA Ta
uinsosa(i) nonynsauis(i), CV
«MicnapeecTpaviiiHnii focBig»,

CVII «lgeHTudpikoBaHi Ta NOTEHLiHI pU3nKn»,
CVIII «Pe3stome npobnem 6e3neku»;

IIl «MnaH 3 dhapmakoHarnsgy»,
IV»MnaHu Wwoao nicnspeecTpauininx
[ocnimpkeHb e(PeKTUBHOCTI»;

V «3axoau 3 MiHiMi3aLii pu3nkiB»;

VI «Pe3iome nnaHy ynpasaiHHA pu3nikamu»;
VIl «opaTtkn», y 3B'A3KY 3 OHOBJIEHHAM
npo6nem 3 6e3nekn Ha nigcTasi aHanisy
nicnspeecTpauiiHoro gocnifpkeHHs 3 6e3neku,
Ta npuBeAeHHs MNnaHy ynpasniHHA pusukamu o
OHOBJIEHOI CTPYKTYpW, BiAMOBIAHO A0 BUMOT
EMA (Review II)

3a
peyerimom

UA/10400/01/01

A3SNUNH®

TabneTku, BKpUTI
06010HKOt0, N0 500
Mmr, o 3 TabneTkn y

MpAT
"®apmavesT
n4yHa goipma

YKpaiHa

MpAT
"dPapmaLieBTUUH
a thipma

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis:
3MiHu | TUNY - 3MiHK 3 AKocTi. FoToBUIA
NiKapcbkuii 3aci6. KOHTpob 4ONOMiXXHUX

3a
peuyenmom

UA/0137/02/01
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ynakosLi; no 1
KOHTYPHII1 YapyHKOBIlA
ynakoBLji B nauui

O0MNOMDKHOT peyYOBMHU (iHLLI 3MiHX Y MeToAax
BMNPOGYBaHHSA (BK/IHOYaoun 3amiHy abo
popasaHHs)) CynyTHS 3MiHa - 3MiHM 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KoHTposb
[OMNOMDKHMX peYoBVH. 3MiHa napameTpis
cneumdikauin Ta/abo AONyCTUMMX MEX 415
[0MNOMDKHOT PeYOBUHMU (iHLLI 3MiHW) BHECEHHS
3MiH Ha [0MOMIXHY peyoBrHY makporon 4000, a
came: 3a NnokasHMKom “"ETUNEeHOKCUA, i AiokcaH"
3anponoHOBaHO BBeAEHHS HOBOI in-house
MeToAMKM BUNpobysaHHs X (APY, 2.2.28), wo
€ a/IbTEPHATVBHOI METOAWML, 3a3Ha4YeHol B
MOHorpagii €@ «Macrogols»; BHeCeHHs
CTUNICTUYHUX Ta pefakLiiHix npaBok, 6e3 3mMiH
BCTaHOB/IEHNX KPUTEPIV NPUAHATHOCTI 3a faHuM
NOKa3HNKOM SIKOCTi. 3MiHM | TUNY - 3MiHK 3
akocTi. CepTtudikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBpoNeinchkiii
thapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
HeoOXIAHICTIO NpUBEAEHHS Y BIANOBIAHICTbL A0
MoHorpadii JPY abo €Bponeincbkoi
thapmakonei, abo iHLWOoT HauioHa/IbHOT
hapmakonei gepxasn €C (iHLWi 3MiHK)
npuBefeHHs cneuudikauii Ta MeToAIB KOHTPOSIO
SAKOCTi Ha AONOMDKHY peyvoBuHy Makporon 4000
[0 BUMOr fito4oi MoHorpadii «<Macrogols»
€Bponeiicbkoi ®apmakonei, BignoBsigHO A0 p.
3.2.P.4.1. Crneundikauii Ta 3.2.P.4.2. AHaITUYHI
METOANKN BHECEHO HACTYMHI 3MiHK: 4O n.
"laeHTudikauis”, "Mpo3sopicTb po3unHy",
"KonbopoBicTb po3unHy”, "KncnoTHicTb abo
nyxHicTe", "TgpokcunbHe uncno”, "Boga”,
"BigHoBntotoYi peyoBuHU” Ta "dopmanbaerig” -
aHaniTUYHI METOAMN KOHTPOJIIO 3a/MWNANCL 6e3
3MiH, BHECEHi peAakLiiiHi npaBku, Lo
ochopmeHi BIANOBIAHO A0 pekoMeHauin Ta
ctunictukm 4dY; n. "KiHemaTnyHa B'A3KiCTb",
"[nHamMiyHa B'A3KICTb" - aHaIITUUYHI METOAVKM
KOHTPO/IH0 3a/MLLEeHi 6e3 3MiH, BHECEHO
pefakuiiiHi NpaBku, BigNoBiAHO A0 Ajtoyoi
MoHorpadii "Macrogols" €Bponeicbkoi
dapmakonei BU3HaYeHHs NoKasHKIB
"KiHemaTnyHa B'a3kicTb" i "AnHamiyHa B'A3KICTb"
NpoBOAMTLCA B pamkax TecTy "B'AaskicTb". Takox
YTOUYHEHO 3HAYEHHS TYCTUHW, WO
BUKOPVCTOBYETLCA 415 PO3PaXyHKY AVHAMIUHOT

B'A3KOCTI; M. "PO34MHHICTBL" - BIANOBIAHO A0

Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
KOHTYPHIli YapyHKOBIi "NapHuusa” "NapHuus" peyoBuMH. 3MiHa y MeTodax BUNPOobyBaHHs
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3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTart
OLIiHKM 3BIiTYy 3 AOCAIMKEHb, MPOBEAEHNX

Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Bumor [dY 1.4. "MoHorpadii” gaHWin nokasHuk
Mae pekomeHAauiliHNX xapakTep, Ha Ljii
nigcTasi, BAMOrM A0 PO3YMHHOCTI CybCTaHu;ji
nepeHeceHo A0 3ara/lbHUX B1acTUBOCTEN;
nokasHvk "MikpobionoriyHa yucrora”
npvBeAeHwWii BifNoBigHO [0 BUMor € 2.6.12,
5.1.4. 3miHn | Tuny - 3MiHK 3 AKocTi. [oTOBWIA
nikapcbkuii 3aci6. KOHTPOIb AOMOMIXHMX
peyoBWH. 3MiHa NapameTpiB cneuudikawiii
Ta/abo foMyCTUMUX MeX A1 AOMOMIKHOT
peyoBuHM (BUYYEHHSA 3i cneumdikaui
HEe3Ha4yHOro nokasHvka (Hanpukiag 3actapifioro
noKasHWUKa)) BUyYeHHs 3i cneyndikauii Ha
[0MOMiXHY peqoBuHy Makporon 4000 nokasHuka
AKOCTI «Baxkki meTanu», BignoBigHO 40 BUMOT
ICH Q3D Guideline for Elemental Impurities.
5. ANEPAE3 TabneTtku, BKPUTI My6niuHe YkpaiHa My6niyHe Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 6e3 niosnsieae UA/14492/02/01
nNiBKOBOIO akuioHepHe akuioHepHe 3MiHu | TMNy - 3MiHK Woao peyenma
060/10HKOI0, N0 5 Mr, TOBapUCTBO TOBapUCTBO 6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
no 10 TabneTtok y "HaykoBo- "HaykoBo- 3MiHa Y KOpOTKiil XxapakTepucTuLj NikapcbKoro
6nicTepi; no 1 BMPOGHNYNIA BMPOGHUUNI 3ac06y, TEKCTI MapKyBaHHSA Ta iIHCTPYKLiT Ans
6nicTepy B naui LEeHTP LeHTp MeJMYHOro 3aCTOCYBaHHS Ha nifcrasi
"bopLuariscb "BopLyariscbKuii perynsipHoO OHOBJIKOBAHOTO 3BIiTY 3 6e3nekn
Knii XiMiko- XiMiKO- nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
hapmaueBT hapmaLeBTUYHN 3aCcTOCyBaHHS Nikapcbkoro 3acoby B
WNYHWI 1 3aBoa" nicnspeecTpauiiHnii nepiog, abo sk pesynbTar
3aBog" OLLiHKM 3BIiTYy 3 AOCAIKEHb, MPOBEAEHNX
BiANOBIAHO A0 MiaHy neiaTpUYHNX AOCHILKEHb
(PIP) (3MiHY y3rokeHo 3 KOMNEeTEeHTHUM
YMNOBHOB&XEHVNM OpraHom)
3MiHV BHECEHO B [HCTPYKLUiO 4151 MeANYHOro
3acToCcyBaHHA NiKapCcbKoro 3acoby [0 po3ainis
"Oco6nvmBocTi 3acTocyBaHHs", "Mo6iuHI peakwyii"
BiZANOBIAHO O OHOBNEHOT iHhopMaLii Wwoao
6e3nekn 3acTOCyBaHHS [il040T PEYOBUHN.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS
AM-ANITEP Tabnetku no 4 mr/10 ToBapucTBO YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3a He UA/17391/01/02
mr, no 10 TabneTok y 3 06MEXEHO 3MiHu | TMNYy - 3MiHK Woao peyernmom nionseae
6nicTepi; no 3 obmexeHo BignoBigasIbHICT 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay.
6nictepy y nauui 3 Bignosigans 10 HaykoBo- 3MiHa y KOpOTKiii xapakTepucTuLi NikapcbKoro
KapToHy HiCTIO BMPOGHMYA 3ac06y, TEKCTi MapKyBaHHSA Ta iHCTPYKLiT Ans
HaykoBo- thipma MeAMYHOro 3acToCyBaHHA Ha niacTasi
BUPOGHMYA "MIKPOXIM" perynsipHoO OHOBJ/IKOBAHOTO 3BIiTY 3 6e3nekn
hipma nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
"MIKPOXIM"
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nicnsipeecTpaviliHnii nepiog, abo sk pesynbtat
OL|iHKM 3BITY 3 JOC/iIKEHb, MPOBEAEHNX
Bi4NOBIAHO A0 NNaHy neaiaTtpudHNX AOCNIAKEHb
(PIP) (3MiHy y3rofXeHo 3 KOMMeTEeHTHUM
YMNOBHOB&XEHNM OpraHom)
3MiHM BHECEHO A0 IHCTPYKUii Ans MeguyHoro
3acTOCyBaHHS NMikapCcbkoro 3acoby A0 po3ainy
"Mo6iyHi peakuyii" W00 6e3nekn 3acTocyBaHHSA
Lit040i pevyoBMHY NEePUHAONPWA Bi4NOBIAHO A0
pekomeHgauin PRAC. BBeeHHs1 3MiH MPOTAromM

Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BIANOBIAHO A0 MiaHy neaiaTpUYHNX AOCHILKEHb
(PIP) (3MiHy y3rokeHo 3 KOMNeTEeHTHUM
YMNOBHOB&XEHVNM OpraHom)
3MiHM BHECEHO [0 IHCTPYKLii 415 MeanyHoro
3aCTOCYBaHHSA Nikapcbkoro 3acoby A0 po3ainy
"Mo6ivHI peakui™ WwWoa0 6e3nekn 3acToCcyBaHHSA
Ail040T peYOBVHM NEpPUHAONPUI BiAMNOBIAHO A0
pekomeHpauili PRAC. BBeieHHS 3MiH NpOTArom
6-TV MicsALIB NicNsA 3aTBEPKEHHS
7. AM-ANITEP Tabnetku no 8 mr/5 ToBapucTBo YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a He UA/17391/01/03
Mmr, no 10 TabneTok y 3 06MeXeHO 3MiHu | TMNY - 3MiHK Woao peuenmom nionsieae
6nicTepi; no 3 obmexeHor BiANOBIga/bHICT 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsagy.
6nicTepn y nauuj 3 BignoBigasib 0 HaykoBo- 3MiHa y KOpOTKiil XxapakTepucTuLi NikapcbKoro
KapToHy HiCTIO BMpO6GHMYa 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT Ana
HaykoBo- dipma Me[MYHOro 3aCTOCYBaHHSA Ha nigcrasi
BMPOGHMYA "MIKPOXIM" perynsipHoO OHOB/THOBAHOIO 3BiTYy 3 6e3neku
hipma nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
"MIKPOXIM" 3acToCyBaHHS NikapCbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo Ak pesynbTar
OL|iHKM 3BITY 3 JOC/iMKEHb, MPOBEAEHNX
BIANOBIAHO A0 NMnaHy nefiaTpUyHNX AOCAILKEHb
(PIP) (3mMiHy y3rofxeHo 3 KOMMeTEeHTHUM
YNOBHOB&XXEHVNM OPraHoMm)
3MiHM BHECEHO [0 IHCTPYKLii 415 MegnyHoro
3acToCyBaHHS NikapcbKoro 3acoby [0 po3ainy
"Mo6ivHi peakui™ Wwoao 6e3nekn 3acTocyBaHHSA
Ait040T peYOBVHM NEPUHAONPUI BiMNOBIAHO A0
pekomeHpauili PRAC. BBeeHHS 3MiH NpOTArom
6-TU MicsAUIB NicNs 3aTBEPKEHHS
8. AM-ANITEP Tabnetku no 8 mr/10 ToBapucTeBo YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a He UA/17391/01/04
mr, no 10 Tabnetok y 3 obmexeHo 3MiHu | TMNY - 3MiHK Woa0 peyenmom niosnsieae
6nictepi; no 3 06MEXEHO BignoBigasbHICT 6e3nekn/edpekTMBHOCTI Ta thapmakoHarnsay.
6nicTepn y nauuj 3 Bignosigasib 10 Haykoso- 3MiHa y KOpOTKiil XxapakTepucTuLj NikapCbkoro
KapToHy HiCTIO BMPOGHMYaA 3aco6y, TEKCTi MapKyBaHHSA Ta iHCTPYKUiT Ans
HaykoBo- ipma MeAMYHOro 3aCTOCyBaHHA Ha niacTasi
BMPOGHMYa "MIKPOXIM" perynsipHo OHOB/IIOBAHOrO 3BiTY 3 6e3neku
thipma nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
"MIKPOXIM" 3acToCyBaHHSA NikapcbKoro 3acoby B
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
6-T1 MicsUIB NicNs1 3aTBEPAKEHHS
9. AM-ANITEP Tabnetku no 4 mr/5 ToBapucTBO YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a He UA/17391/01/01
mr, no 10 TabneTok y 3 06MEXEHOI0 3MiHu | TMNy - 3MiHK Woao peyernmom nionseae
6nicTepi; no 3 obmexeHo BiANOBIga/bHICT 6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
6nictepy y nauui 3 Bignosigans 10 HaykoBo- 3MiHa Y KOpOTKiil XxapakTepucTuLj NikapCcbKoro
KapToHy HiCTIO BMPOGHMYA 3ac06y, TEKCTIi MapKyBaHHSA Ta iHCTPYKLiT Ans
HaykoBo- ipma MeJMYHOro 3aCTOCYBaHHS Ha nigcrasi
BUPOGHMYA "MIKPOXIM" perynsipHo OHOBJIKOBAHOTO 3BIiTY 3 6e3nekn
hipma nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
"MIKPOXIM" 3aCTOCyBaHHS NikapcbKoro 3acoby B
nicnsipeecTpauiiHnii nepiog, abo sk pesynbTar
OLLiHKM 3BIiTYy 3 AOCAIKEHb, MPOBEAEHNX
BiANOBIAHO A0 MiaHy neiaTpUYHNX AOCHILKEHb
(PIP) (3MiHY y3roeHo 3 KOMNeTEeHTHUM
YMNOBHOB&XEHVNM OpraHom)
3MiHM BHECEHO A0 IHCTPYKLii 41s MeanyHoro
3aCTOCYBaHHSA NMikapcbkoro 3acoby A0 po3ainy
"Mo6ivHI peakui” WoA0 6e3nekn 3acToCyBaHHS
Ail040T pevoBVHN NepUHAONPU BiAMNOBIAHO A0
pekomeHpauili PRAC. BBeieHHS! 3MiH NPOTAroMm
6-TV MicsLIB NicNs 3aTBEPKEHHS
10. AMBPOKCO/ | cupon, 15 mr/5 mn, no My6niyHe Ykpaina My6niyHe Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHix maTepianis: 6e3 - UA/0595/01/01
15 50 mn 'y chnakoHi akuioHepHe akuioHepHe TexHiuHa nomuska (3rigHo Hakasly MO3 Big, peuenma
nosiMmepHomy; no 1 TOBapUCTBO TOBapuUCTBO 23.07.2015 Ne 460) BunpaBneHo TeXHi4Hy
donakoHy pasom 3 "HaykoBo- "HaykoBo- noMmusky y n.6 IHLWE TekcTy mapkyBaHHS
NIOXKOIO ,03YBa/IbHOK | BUPOGHWUUIG BUPOGHNUNIA NepBUHHOT YNakoBKM NikapcbKkoro 3acoby, a
B nauuj; no 100 mny LEeHTp LEeHTP came BUy4YeHo pasy LLo[0 YMOB 36epiraHHs,
donakoHi nonimepHomy | “bBopuariscb "BopLyariBcbKuii 3a3HayeHy pocCiliCbKol MOBO. 3a3HaueHe
ab60 6aHUi nosniMepHiii; KWiA Ximiko- XiMiKO- BMNPaB/IeHHs BignoBigae marepianam
no 1 chnakoHy abo no hapmaueBT hapMaLeBTUYHN peecTpaLinHoOro AoCbe
1 6aHUj pa3om 3 VNYHUIA i 3aBOg"
NOXKOI [,03YBa/IbHOO 3asof”
B nauuj; no 100 mny
doNnakoHi CKIAHOMY; Mo
1 cbnakoHy pa3om 3
JIOXKOI [,03YBaSIbHOO
B nauuj; no 120 mny
donakoHi nonimepHomy
a60 6aHUi noniMepHiii;
no 1 donakoHy a6o no
1 6aHui pa3om 3
JIOXKOI [,03YBasIbHOO
B mauui
11. AMANINIH TabneTkun, BKPUTI TOB Ykpaina YOPNA TypeuunHa BHECEHHS 3MiH [0 peecTpaljiiiHux maTtepianis: 3a He UA/13455/01/01
NAiBKOBOIO «YOPN[, MEOMUMH 3MiHu | TMNYy - 3MiHK Woa0 peyenmom nionseae
o60noHkoto; no 10 MEANLH> INAY CAH. BE 6e3nekv/edekTMBHOCTI Ta hapMakoHarnagy.
Tabnetok y 6nictepi; TIOXK. A.LLL. 3MiHa y KOpOTKili XapakTepuCTuL| Nikapcbkoro

no 3 6nictepu B

3acoby, TeKCTi MapKyBaHHs Ta IHCTPYKUIT A5




n/n

Hassa

JliKapcbK0O20

dopma sunycky

3asBHUK

Kpaina

Bupo6HuK
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3acoby

(nikapcbka chopma,
ynakoska)
KapTOHHI KopoobLi

3asiBHUKa

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayiliHo2o

12.

AHTUTYCUH

Tabnetku; no 10

TOB

YKpaiHa

TOB

MEeZMYHOro 3aCTOCYBaHHS! Ha MifcTasBi
perynsipHo OHOBJ/IOBAHOTO 3BITY 3 Ge3neku

3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo Ak pesynbTar
OLLiHKVM 3BIiTYy 3 AOCAIKEHb, MPOBEAEHNX

(PIP) (3MiHY y3rokeHo 3 KOMNeTEeHTHUM
YMNOBHOB&XEHNM OpraHom)
3MiHU BHECEHO [0 IHCTPYKLUIT AN MEeANYHOro
3aCTOCYBaHHSA Nikapcbkoro 3acoby A0 po3ainy
"Mepeno3yBaHHA" BiAMNOBIAHO A0 OHOBMEHOI
iHchopMmawii 3 6e3nekn 3acToCyBaHHS Aito4ol
PEYOBUHM NiKapPCbKOro 3acoby. BBeeHHsA 3MiH
NpPOTArom 6-T1 MiCALIB MiC/IA 3aTBEPKEHHS.

nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku

BIANOBIAHO A0 MaHy neaiaTpUYHNX AOCHILKEHb

nocsio4YeHHs

13.

APUMNIKAL

TabneTtok y 6nictepax;
no 10 TabneTtok y
6nicTepi; no 2
6nictepn y nauyui

Tabnetku no 10 mr, no
10 TabneTok y

"TepHochap
e

Kagina

IHais

"TepHodhapm"

Kagina

YkpaiHa

IHais

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHu | TUnNy - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTponb roToBOro

nikapcbKkoro 3acoby. 3miHa napameTpis
cneumdikalii Ta/abo AONYCTUMKX MEX FTOTOBOI0

NiKapcbKoro 3acoby (iHWi 3MiHM) BHECEHHS 3MiH
B cneyudikauito WoA0 3MiHU PYTUHHOCTI
npoBeAeHHs aHanizy MiKpobionoriyHoro

KOHTpot0 /13, a came CKOPOYEHHSI KiflbKOCTi
KOHTPOJIO Cepili: «He PyTUHHUIA TEeCT:
[0MyCKaeTbCsA NPOBOAUTN KOHTPO/Ib NepLLoi Ta
KOXHOT N'ATOI HAacTynHoi cepii M3, ane He
pigwe Hix 1 cepii B pik». A TaKoX 3a3Ha4YeHHs

KOPEKTHOro MOCUNAaHHA Ha fitoye BugaHHa Y

B cneuudikauii Ta metogax KoHTponto MKA N3

(3aTBEpMKEHO DY, 1.4).

6e3
peyenma

UA/8984/01/01

6nicTepi; no 3 a6o 10
6nicTepiB y KAPTOHHiIl
Kopobui

PapmacbioT
nkan3
NimiTen

PapmacbioTukan
3 Nlimiteq

BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis:
3MiHu | TMNy - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
BBeieHHs1 a60 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy dpapmakoHarnsgy (BBefeHHs

y3arasibHeHUX JaHnx Npo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobw,
BiANOBIAANbHOI 3a 34i/iCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
thapmakoHarnsgy 3asBHvka AN 34jiACHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHa
BiIMiHHA BiJ YNOBHOBaXeHOI 0co6H,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI JaHi) Ta/abo 3miHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsay) 3MiHa KOHTaKTHOI 0cobum

3a
peyenmom

3asBHVKa, BifNoBiAabHOI 3a hapmakoHarnsg B

UA/19119/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

YkpaiHi.

[itova pegakuisn: Savchenko Dmytro
Sergiyovych. MponoHoBaHa pejakuis:
Onyshchuk Liudmyla Valeriivna. 3miHa

KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHNKA,
BiANOBIAa/bHOI 3a thapmakoHarnifg B Ykpaii.
3miHa HoMepa macTep-ghaiina cuctemm
chapmakoHarnsgy

14.

APUMNIKAL

Tabnetkun no 30 mr; nNo
10 TabneTok y
6nictepi; no 3 a6o 10
6nicTepiB y KAPTOHHIN
Kopobui

Kagina
dapmacbioT
nkans
Nimiten

IHais

Kagina
PapmacbloTuKan
3 Nlimiteq

IHgis

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis:
3MiHu | TURY - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta thapMakoHarnsgy.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX
npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX Npo cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAA/IbHOI 32 34iCHEHHS
dhapmakoHarnsgy; KoOHTakTHoi ocobu 3
hapmakoHarnisgy 3asaBHUka 415 34iNCHEHHs
thapmakoHarnsgy B YkpaiHi, K0 BOHa
BiMiHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A dapmakoHarnsagy
(BK/IIOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsigy) 3MiHa KOHTaKTHOI 0cobum
3asBHMKa, BiANOBiAabHOI 3a hapmakoHarnsg B
YKpaiHi.

[itoua pepakuin: Savchenko Dmytro
Sergiyovych. NponoHoBaHa pefakuis:
Onyshchuk Liudmyla Valeriivha. 3miHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0CO6M 3asiBHYKA,
BiANOBIAa/IbHOI 3a chapmakoHarifg B YkpaiHi.
3mMiHa HoMepa MacTep-ghaiina cuctemm
hapmakoHarnsgy

3a
peyerimom

UA/19119/01/02

15.

APTPOKON

PO34UH ON15 iH'EKLLN,
100 mr/2 mn; no 2 mn
B amnyni; no 5 amnyn
B KOHTYPHIl
YapyHKOBIli ynakoBLyj;
no 1 abo 2 KOHTYpHi
YapyHKOBi YNakoBK/ B
KapTOHHIl KopooLi

TOB
"YOP/IA
MEANLIAH"

YKpaiHa

K.O. Pomdrapm
Komnani C.P.J1.

PyMmyHis

BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis:
3MiHK | TNy - 3MiHK WoA0
6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKiil XapakTepucTuLji Nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT Ana
MEeAMYHOro 3aCTOCyBaHHSA Ha MiacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acToCyBaHHS MikapCbKoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo Ak pesynbTar
OL|iHKM 3BITY 3 AOC/iMKEHb, MPOBEAEHNX
BIANOBIAHO A0 NMiaHy nefiaTpUYHNX AOCAILKEHD
(PIP) (3MiHY y3ropkeHo 3 KOMNeTEeHTHUM
YNOBHOB&XXEHUM OpraHoMm) - 3MiHW BHECEHO B
IHCTPYKLil0 415 MeAMYHOro 3acTocyBaHHS

3a
peyenmom

He
nionsieae

UA/14707/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayiliHo2o

16.

nikapcbKoro 3acoby A0 po3ainy "3acTocyBaHHs
y nepioA BariTHOCTi abo rogyBaHHs rpyaa”
BIAMNOBIAHO 4O OHOBEHOT iHGhOpMAaLi LWoa0

6e3nekn 3acTocyBaHHS Ajt40i Pe4YOoBUHM 3TiAHO

3 pekomeHpauieto PRAC. TepMmiH BBefieHHS 3MiH
- NPOTArOM 6 MicALIB MiCNSA 3aTBEPLKEHHS

nocsio4YeHHs

17.

ADDUIA
nnoc

TabneTku, BKpUTI
N/1iBKOBOIO
o60s10HKot0, 200
mr/500 wmr; no 10
TabneTtok y 6ictepi, no
1 a6o 2 6nicTepu B
KapTOHHIA Kopoo6Li

JenbTta
Megiken
[MpomoyLH3
Al

LLiBeruapi
2

AJTKANOIA ALL
Ckon'e

MiBHiYHA
MakefioHis

BHECEHHS 3MiH 0 peecTpavljiiiHiX MmaTepianis:
3MiHu | TMNY - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsagy.
3MiHa y KOpOTKiil XxapakTepucTuLj Nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ana
MEeAMYHOro 3aCTOCYBaHHSA Ha MmiacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acToCyBaHHS NikapCbKoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 JOC/iMKEHb, MPOBEAEHNX
BIANOBIAHO A0 MiaHy nefiaTpUyHNX AOCAiLKEHb
(PIP) (3mMiHy y3rofxeHo 3 KOMMeTEeHTHUM
YNOBHOB&XXEHVNM OpraHom)
3MiHW BHECEHI A0 IHCTPYKLIT 4718 MeAnyHOro
3aCcTOCyBaHHS NiKapCcbKoro 3acoby y po3gainm
"B3aemogis 3 iHWMMM NiKapcbkumn 3acobammn Ta
iHWi BUAW B3aemogiin", "Ocob6nmnBoCTi
3acTocyBaHHS" BigMOBiAHO A0 OHOB/EHOT
iHcbopMmaLii 3 6e3nekun Ajloyoi pevoBUHN.
BBefeHHs 3MiH NpoTArom 6-T1 MicauiB nicns
3aTBep/AKeHHs. 3MiHK | Tuny - 3MiHW WoAo
6e3nekn/edeKTMBHOCTI Ta thapMakoHarnsgy.
3MiHa y KOpOTKiil xapakTepucTuLi NikapCbkoro
3aco6y, TEKCTi MapKyBaHHSA Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHA Ha NiacTasi
perynsipHoO OHOBJ/IHOBAHOTO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpaviiiHnii nepiog, abo Sk pesynbtat
OLLiHKVM 3BiTYy 3 AOCiMKEeHb, NPOBEAEHNX
BiANOBIAHO A0 NnaHy nejiatpudHNX AOCNiXKeHb
(PIP) (3MiHy y3rofXeHo 3 KOMMETEHTHUM
YMOBHOBaXeHVM opraHoM) 3MiHN BHECEHI A0
IHCTPYKLUT 418 MeAUYHOro 3acTOCYBaHHSA
nNikapcbKoro 3acoby y po3gin "3acTtocyBaHHs y
nepiog, BariTHOCTi abo rogyBaHHs rpyaat”
BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLii 3 6e3neku
Aito40T peyoBrHN. BBeAEHHS 3MiH NpOTArom 6-Tu
MicALB Mic/1a 3aTBepAKEHHS

6e3
peyenma

nionsieae

UA/19663/01/01

ADDUOA

nnxc

TabneTtkn, BKPUTI

NNiBKOBOK

Jensta
Megiken

LLseiiuapi
f2

ANKANOIA AL

Ckon'e

MiBHiYHa
MakefoHis

BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis:

TexHiyHa nomwska (3rigHo Hakasy MO3 Big

6e3

UA/19663/01/01

peyenma
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Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
ob6onoHkoto, 200 MpomoyLwH3 23.07.2015 Ne 460) — BunpaBneHHs TEXHIYHOI
mr/500 wr; no 10 Al NOMWJIKW, NOB’A3@HO 3 HEBIAMNOBIAHICTIO
Tabnetok y 6ictepi, no (pi3HOUMTaHHS) B MeXax OfHOro [AOKYMEHTa,
1 a6o 2 6nicTepu B [OMNYLLEHHS MOMUIKU NPY HanMCaHHI
KapTOHHilA KopooLi cneuugikauii Ha TepMiH NpUAAaTHOCTI, a came y
po3aini «JoMilwkn Ta NPoAyKTW posnagy
ioynpodheHy (BEPX)». 3a3HaueHe BUNpaB/ieHHsA
BiANOBigae MaTepianaMm peecTpauiiHoro 10ChbeE.
18. AUUMKNOBIP Tabnetku no 200 wr, CTALA HimeuumnH CTALA HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a - UA/3840/01/01
200 CTAOA® | no 25 Tabnetoky ApuHaimMiTT a ApuHaiimitTTens 3miHu | TUny - 3MiHK 3 akocTi. CepTudikar peyenmom
6nictepi; no 4 enb Al Al BignosigHocTi/IE-cepTudikar BignosigHocCTi
6nicTepn y KapTOHHIN €sponelicbkiin dhapmakonei/moHorpadii.
Kopo6ui; no 5 MoaaHHA HOBOro abo OHOBMEHOro cepTudikata
Tabnetok y 6nictepi; BiANOBIAHOCTI ab0 BU/TyYEHHS cepTudikata
no 5 6nictepis y BiANOBIAHOCTI E€Bponeiichbkili hapmakonei: ans
KapTOHHIA Kopoo6Li AQ®l; ans BuxigHoro
matepiany/peareHTy/npoMbKHOIo NPOAYKTY, L0
BMKOPWCTOBYIOTbCA Y BUPOOHULTBI ADl; ans
[OMOMDKHOT peyoBMHY (cepTudiikat
BiANOBIgHOCTI EBponeiickkili hapmakonei) -
OHoBNeHW cepTuddikaT Bif, y)xe 3aTBEPAXEHOr0
BMPOGHUKa - MNogaHHS OHOBIEHOTO cepTudiikaTy
BignosigHocTi €EP Ne R1-CEP 2003-218-Rev 05
(3atBeppxeHo Ne R1-CEP 2003-218-Rev 04) Ha
A®| AuMKNOBIp, Bif BXe 3aTBEPKEHOr0
BMpo6Huka Olon S.p.A., ITanis, y 3B’A3Ky 3
[ofaBaHHAM BUPOGHYVKa iHTepmegiaty
XINXIANG WEIDE CHEMICAL CO., LTD.,
China.
19. AUUMKNOBIP Tabnetku no 400 wr, CTALA HimeuuunH CTALA HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a - UA/3840/01/02
400 CTALA® no 5 TabneTtok y ApuHaiMiTT a ApuHaiimiTTens 3MiHu | TUnYy - 3MiHKn 3 AkocTi. CepTudikaT peyenmom
6nictepi; no 5 abo 7 enb Al Al

6nicTepiB y KAPTOHHIN
Kopoobui

BignosigHocTi/IE-cepTudikar BignosigHoCTi
€sponelicbkin dhapmakonei/moHorpadii.
MogaHHA HoBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BU/yUYEHHS cepTudikata
BiANOBIAHOCTI E€Bponeiichbkili hapmakonei: ans
A®I; ana BuxigHoro
mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, L0
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI AdDI; ans
[0NOMDKHOT peyoBrHU (cepTudpikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHoBREeHW cepTUdiKaT Bif yXe 3aTBEPAXEHOr0
BUPOGHMKa - MogaHHA OHOBMEHOTo cepTudikaTy
BignosigHocTi €EP Ne R1-CEP 2003-218-Rev 05
(3atBeppxeHo Ne R1-CEP 2003-218-Rev 04) Ha
A®| AuMKNOBIp, Bif BXe 3aTBEPA)KEHOrO
BMpo6Huka Olon S.p.A., ITanig, y 3B’A3Ky 3

[ofaBaHHAM BUPOGHYMKA iHTepmegiaty
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n/n

JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

20.

AUMKNOBIP

XINXIANG WEIDE CHEMICAL CO., LTD.,
China.

21.

800 CTAA®

ALUMKNOCTA

Tabnetku no 800 mr,
no 5 TabneTtok y
6nictepi; no 7
6nicTepiB y KAPTOHHIN
Kopobui

Kpem 5% no2ry

CTADA

ApuHaimMiTT a

enb Al

HimeyunH

CTAJA
ApuHaiimitTTens
Al

HimeyunHa

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis:
3miHu | TUny - 3MiHK 3 akocTi. CepTudikar
BignosigHocTi/IE-cepTudikar BignosigHoCTi
€sponelicbkiin dhapmakonei/moHorpadii.
MoaaHHA HOBOro abo OHOBMEHOro cepTudikata
BiANOBIAHOCTI ab0 BU/TyYEHHSA cepTudikata
BiANOBIAHOCTI E€Bponeiichbkili hapmakonei: ans
A®l; ans BuxigHoro
matepiany/peareHTy/nPoMbKHOIo NPOAYKTY, L0
BMKOPWCTOBYIOTbCA Y BUPOOHULTBI AdDl; ans
[OMOMDKHOT peyoBMHY (cepTudiikat
BiANOBIgHOCTI EBponeiickkili hapmakonei) -
OHoBReHn cepTuddikaT Bif, yxe 3aTBEPAXEHOr0
BMPOGHUKa - MNogaHHs OHOBIEHOTO cepTudiikaTy
BignosigHocTi €EP Ne R1-CEP 2003-218-Rev 05
(3atBeppxeHo Ne R1-CEP 2003-218-Rev 04) Ha
A®| AUMKNOBIp, Bif BXe 3aTBEPKEHOr0
BMpo6Huka Olon S.p.A., ITanis, y 3B’A3Ky 3
[ofaBaHHAM BUPOGHYVKa iHTepmegiaty
XINXIANG WEIDE CHEMICAL CO., LTD.,
China.

3a
peyerimom

UA/3840/01/03

22,

A®

BEM®OJIA

Ty6i; no 1 Ty6i B
KapTOHHIlA KopooLi

PO3YMH A8 iH el B

CTAOA
ApuHaimMiTT
ens Al

BAT

HimeyunH
a

CTAJA
ApuHaiimiTTens
Al

HimeyunHa

BHECEHHS 3MiH [0 peecTpaviiiHuX maTepianis:
3MiHu | TUnYy - 3MiHKn 3 akocTi. CepTudikaT
BignosigHocTi/IE-cepTudikar BignosigHocCTi
€sponelicbkiin dhapmakonei/moHorpadii.
MogaHHA HoBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BiANOBIAHOCTI E€Bponeiickbkili hapmakonei: ans
A®I; ana BuxigHoro
martepiany/peareHTy/NpoMbKHOIo NPOAYKTY, L0
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[0NOMDKHOT peyoBrHU (cepTudpikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHoBREeHW cepTUdiKaT Bif, yXe 3aTBEPAXEHOro
BUPOGHMKa - MogaHHA OHOBMEHOTO cepTudikaTy
BignosigHocTi €EP Ne R1-CEP 2003-218-Rev 05
(3atBeppxeHo Ne R1-CEP 2003-218-Rev 04) Ha
A®| AuMKNOBIp, Bif BXe 3aTBEPAKEHOr0
BMpo6Huka Olon S.p.A., ITanis, y 38’A3Ky 3
[ofaBaHHAM BUPOGHYVKa iHTepmegiaty
XINXIANG WEIDE CHEMICAL CO., LTD.,
China.

6e3
peyenma

UA/3806/01/01

nonepegHLo
HanoBHEHIN pyuLi No

75 MO (5,5 mkr)/0,125

"lefeoH
PixTep"

YropuwuHa

360pKa pyuku
Ons iH'eKUil,
BTOPVHHA

YynakoBKa,

YropwmHa/
PpaHuia/
Benuka
BpuTaHis

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis:
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edekTBHOCTI Ta thapmakoHarnsagy

3a
peyenmom

(iHLWi 3MiHW) 3MiHN BHECEHO B iHCTPYKLitO A5

He
nionsiecae

UA/17528/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
ms; no 0,125 mn [03BiN Ha MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro 3acoby
pO34nHYy ON5 iH'eEKUI B BUNYCK cepil: [0 po3gainy "Cnoci6 3actocyBaHHsA Ta fo3n"
nonepeaHs0 BAT "TeaeoH BIAMNOBIAHO 4O OHOBEHOT iHGhOpMAaLi LWoa0
HarnoBHeHiIN pyyLi B PixTep", 6e3nekn 3acTocyBaHHS Ajit040i PEHOBUHM.
CKNAHOMY KapTpuaxi, YroplumHa; BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3 r'YMOBOI NPOGKO0- BMPOGHMLITBO 3aTBEPIKEHHS.
NOpPLUHEM | TYMOBUM Hepo3dacosaHo
[ONCKOM 3 T npoaykui,
alOMIHIEBUM nepBrHHa
KOBMaYKoM, ynakoska
BMiLLLEHOMY Y pyuKy (kapTpuoxi);
NS BBefleHHs; no 1 KOHTPO/b SKOCTI
abo 5, a6o 10 3a HaCTyMHUMKN
nonepegHLo NOKa3HNKaMU:
HanoOBHEHUX PY4OK 3 Bacterial
0fIHOPa30BUMU endotoxins,
ronkamu (BignosigHo 1 Sterility; Visual
a6o 5 a6o 10) i Appearance;
cepBeTkamy, Visible Particles;
NpOCoYeHUMUN Sub-visible
cnupTom (BiANOBIAHO Particles:
1 a6o 5 abo 10) B Pecichapm MoH,
KapTOHHilA KopooLi dpaHLjs;
BMPOGHMLITBO
Hepo3dacoBaHo
T NpoayKuii;
nepBuHHA
ynakoska
(kapTpuoxi);

KOHTPO/Ib AKOCTI
3a HacTynHUMUK
NOKa3HNKaMU:
Bacterial
endotoxins;
Sterility; Visual
Appearance;
Visible Particles;
Sub-visible
Particles: CiMli
dapmacbioTikan
¢ Nimiten,
Benvka
Bputanis;
BMPOOHULITBO
Hepo3dacoBaHo
T npoaykuji,
nepBuHHA
ynakoBka




25

Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
(kapTpuaxi);
KOHTPO/b AKOCTI
3a BCiMa
nokasHuKamm
cneumaikaui,
okpim Biological
activity
(BionoriyHoi
aKTUBHOCTI) Ta
Sterility
(CtepunbHocrTi))
BAT "TeneoH
PixTep",
YropLumHa
23. BEM®O/A PO34MH ANA iH EKLiA B BAT YropuHa 360pKa pyuku YropuwuHa/ BHECEHHS 3MiH O peecTpaLjiiiHuX maTepianiB:  Ba peyernmom He UA/17528/01/02
nonepegHsL0 "l'epeoH ONs iH'eKuil, PpaHuia/ 3MiHu | TMNY - 3MiHK Woao niosnsieae
HarnoBHeHiIi pyyi no PixTep" BTOPVHHA Benvka 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy
150 MO (11 wmkr)/0,25 ynakoBka, BputaHis (iHWi 3MiHM) 3MiHN BHECEHO B IHCTPYKLilO ANA
mn; no 0,25 mn [03BiN Ha MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby
pO3unHy A5 iH'EKUIV B BWMNYCK Cepil: [0 po3sginy "Cnoci6 3actocyBaHHs Ta go3n"
nonepegHbL0 BAT "legeoH BiZANOBIAHO O OHOBNEHOT iHhopMaLii Wwoao
HarnoBHeHiIN pyuLi B PixTep", 6e3nekn 3aCToCyBaHHA fil040l PeYOBUHN.
CKISIHOMY KapTpuaxi, YropumHa; BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3 r'YMOBOIO NMPOBGKOI0- BUPOGHMLITBO 3aTBEPAKEHHS.
NOpPLUHEM i TYMOBUM Hepo3dacoBaHo
OVCKOM 3 T npoAykuji,
aNlOMiHIEBUM nepBUHHA
KOBMaYKoM, ynakoBka
BMILLEHOMY Y PYUKY (kapTpuaxi);

Ans BBefleHHs; no 1
a6o 5, a6o 10
nonepeaHL0
HarMoBHEHNX PYYOK 3
0/IHOPa30BUMM
ronkamu (BignosigHo 1
abo 5 abo 10) i
cepBeTKamu,
NpPoOCcCoYeHUMMN
cnupTom (BiANOBIAHO
1 a6o 5 a6o 10) B
KapTOHHI Kopoobui

KOHTPO/b AKOCTI
3a HacTynHUMK
roKasH1Kkamm:
Bacterial
endotoxins,
Sterility; Visual
Appearance;
Visible Particles;
Sub-visible
Particles:
Pecidhapm MoH,
PpaHuis;
BMPOGHMLTBO
Hepo3gacoBaHO
T npoAykKujii;
nepBuHHa
ynakoBka

(kapTpUmKi);
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

KOHTPO/Tb AKOCTI
3a HacTynHUMK
noKasH1Kkamu:
Bacterial
endotoxins;
Sterility; Visual
Appearance;
Visible Particles;
Sub-visible
Particles: CiMi
dapmacbioTikan
¢ Nimitepn,
Benvka
BpuTaHis;
BMPOGHMLITBO
Hepo3dacoBaHo
T npoaykui,
nepBuHHa
ynakoska
(kapTpuoxi);
KOHTPO/Ib AKOCTI
3a BCiMa
nokasHuKkamm
cneumdikauii,
okpim Biological
activity
(BionoriyHoi
aKTUBHOCTI) Ta
Sterility
(CtepunbHocrTi))

BAT "TeaeoH
PixTep",
YropuwmHa

24,

BEM®OJIA

PO34MH AN iH EKLiiA B
nonepeAHbL0
HarnoBHeHiI py4li no
225 MO (16,5
MKr)/0,375 mn; no
0,375 M po3unHy ans
iH'eKLi1 B nonepeaHbO
HarnoBHeHiIN pyyli B
CK/IAHOMY KapTpuaxi,
3 r'YMOBOIO NMPOGKOL0-
MOPLUHEM | TYyMOBUM
[ANCKOM 3
aOMIHIEBUM
KOBNAYKoM,

BAT
"TefeoH
PixTep"

YropuimHa

360pKa pyykm
ONs H'eKUin,
BTOPVHHA
ynakoBka,
[03BiN Ha
BWMYCK Cepii:
BAT "TeaeoH
PixTep",
YropwuHa;
BMPOOHULITBO
Hepo3dacoBaHo
T npoaykuji,
nepBuHHA
yrnakoBka

YropwmHa/
PpaHuis/
Benvka
BpuTaHis

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHu | TMNy - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy
(iHLi 3MiHW) 3MiHM BHECEHO B IHCTPYKLitO A/1A
Me[MYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby
[0 po3ainy "Cnoci6 3actocyBaHHs Ta go3n"
BiAMNOBIAHO 4O OHOBEHOT iHChopMaLi LWoa0
6e3nekn 3acTocyBaHHs Ajil040i PEYOBUHN.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEPAKEHHS.

3a
peyenmom

He
nionseae

UA/17528/01/03




27

Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BMILLEHOMY Y PYUKy (kapTpuaxi);
NS BBefeHHs; no 1 KOHTPO/b AKOCTI
a6o 5, a6o 10 3a HaCTYMHUMKN
nonepegHL0 NOKa3HNKaMMU:
HanoBHEHWUX PYYOK 3 Bacterial
04HOpa30BMMMU endotoxins,
ronkamu (BignosigHo 1 Sterility; Visual
a6o 5 a6o 10) i Appearance;
cepBeTkamu, Visible Particles;
NMPOCOYEHNMH Sub-visible
cnupTom (BignoBigHO Particles:
1 a6o 5 a6o 10) B Pecidhapm MoH,
KapTOHHI/ Kopoo6Li dpaHuis;
BMPOGHMLITBO
Hepo3dacoBaHo
T npoaykuji;
nepBuHHA
ynakoBka
(kapTpuaxi);

KOHTPO/b AKOCTI
3a HaCTYMHUMKN
NOKa3HNKaMMU:
Bacterial
endotoxins;
Sterility; Visual
Appearance;
Visible Particles;
Sub-visible
Particles: Cini
dapmacbloTikan
¢ Nimitepq,
Benuka
BpuTaHis;
BMPOGHMLTBO
Hepo3ghacoBaHO
T npoAykuji,
nepBuHHa
ynakoBka
(kapTpuaxi);
KOHTPO/Tb AKOCTI
3a BCiMa
nokKasHukamm
cneuudikauii,
okpim Biological
activity
(BionoriyHoi
aKTMBHOCTI) Ta
Sterility
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
(CtepunbHocTi))
BAT "l'eneoH
PixTep",
YropuimHa
25. BEM®O/A PO34MH AN5 iH KL B BAT YropLmHa 360pKa pyyku YropuHa/ BHECEHHS 3MiH [0 peecTpavliiHuX maTepianis: 3a He UA/17528/01/04
nonepegHbLO "l'epeoH ONStiH'EKUIN, PpaHuis/ 3MiHu | TURY - 3MiHK Woao peyenmom nionsieae
HamnoBHeHiIN py4li no PixTep" BTOPVHHA Benuka 6e3nekun/ehekTVBHOCTI Ta hapMakoHarniagy
300 MO (22 mkr)/0,5 yrnakoBkKa, BpuTtaHis (iHWi 3MiHM) 3MiHN BHECEHO B IHCTPYKL,ilO ANA
mi; no 0,5 Mn po3unHy [03BiN Ha MeAMYHOro 3acTOCYBaHHA /ikapCbKoro 3acoby
Ans iH'exuili B BUNYCK cepil: [0 po3gainy "Cnoci6 3actocyBaHHsa Ta fo3n"
nonepegHe0 BAT "TeaeoH BiAMOBIAHO 4O OHOBNEHOT iHGhOpMAaLi LWoa0
HarnoBHeHiI pyyLi B PixTep", 6e3nekn 3acTocyBaHHS Ajit040i PeHOBUHM.
CKNSAHOMY KapTpuaxi, YroplmHa; BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3 r'YMOBOI NMPOGKO0- BMPOGHMLITBO 3aTBEPIKEHHS.
NOpPLUHEM | TYMOBUM Hepo3acosBaHo
[ONCKOM 3 T npoaykuii,
aOMIHIEBUM nepBrHHa
KOBMaYKoM, ynakoBka
BMIiLLLEHOMY Y pyuKy (kapTpuoxi);
Ans BBefeHHs; no 1 KOHTPO/Ib AKOCTI
abo 5, a6o 10 3a HaCTYMHUMKN
nonepegHLo NOKa3HUKaMU:
HanoOBHEHUX PYYOK 3 Bacterial
0fIHOPa30BUMM endotoxins,
ronkamu (BignosigHo 1 Sterility; Visual
a6o 5 a6o 10) i Appearance;
cepBeTkamu, Visible Particles;
NpOCOYeHUMUN Sub-visible
cnupTom (BiANOBIAHO Particles:
1 a6o 5 abo 10) B Pecichapm MoH,
KapTOHHIlA KOpooLi PpaHuis;
BMPOGHMLITBO
Hepo3dacoBaHo
T npoaykKuii;
nepBuHHA
ynakoBka
(kapTpuoxi);

KOHTPO/Ib AKOCTI
3a HaCTyMHUMKN
NoKasHUKaMI:
Bacterial
endotoxins;
Sterility; Visual
Appearance;
Visible Particles;
Sub-visible
Particles: CiMi
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

dapmachboTikan
¢ Nimiten,
Benvka
Bputanis;
BMPOBHULITBO
Hepo3dacoBaHo
T npoaykuji,
nepBuHHA
ynakoBka
(kapTpuaxi);
KOHTPO/b AKOCTI
3a BCiMa
nokasHuKamm
cneumaikaui,
okpim Biological
activity
(BionoriyHoi
aKTUBHOCTI) Ta
Sterility
(CtepunbHocrTi))

BAT "TeneoH
PixTep",
YropLmHa

26.

BEM®O/A

PO34MH ANA iH EKLiA B
nonepegHLo
HarnoBHeHiI pyyi no
450 MO (33 mkr)/0,75
ms1; no 0,75 mn
pO3unHy A5 iH'EKUIV B
nonepegHL0
HarnoBHeHiIN pyuLi B
CKNISIHOMY KapTpuaxi,
3 r'YMOBOIO NMPOBGKOI0-
NOpPLUHEM i TYMOBUM
[OVCKOM 3
aTIOMIHIEBUM
KOBMaYKoM,
BMILLEHOMY Y PYYKY
Ans BBefleHHs; no 1
a6o 5, a6o 10
nonepeAHbL0
HarMoBHEHNX PYYOK 3
0/IHOPa30BUMM
ronkamu (BignosigHo 1
abo 5 abo 10) i
cepBeTKamu,
NpPOCOYEeHNUMMN

BAT
"TefeoH
PixTep"

YropuwmHa

360pKa pyuku
ANs iH'eKuin,
BTOPUHHA
yrnakoBkKa,
[03BiN Ha
BWMNYCK Cepil:
BAT "TefeoH
PixTep",
YropLmHa;
BMPOGHMLTBO
Hepo3gacoBaHO
T npoAykuji,
nepBuHHa
ynakoBka
(kapTpuaxi);
KOHTPO/b AKOCTI
3a HacTynHUMK
roKasH1Kkamm:
Bacterial
endotoxins,
Sterility; Visual
Appearance;
Visible Particles;
Sub-visible

YropuwuHa/
PpaHuia/
Benvka
BputaHis

BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis:
3MiHu | TMNY - 3MiHK Woao
6e3nekn/edhekTVBHOCTI Ta hapMakoHariagy
(iHWi 3MiHM) 3MiHN BHECEHO B IHCTPYKL,il0 N5
MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby
00 po3gainy "Cnoci6 3acTocyBaHHs Ta fo3n"
BiANOBIAHO O OHOBMEHOT iHhopMaLii Wwoao
6e3nekn 3aCTOCyBaHHA [il040T PEYOBUHN.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS.

3a
peyenmom

He
nionsieae

UA/17528/01/05
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

cnupTom (BiANOBIAHO
1 a6o 5 a6o 10) B
KapTOHHIlA KOpO6L

Particles:
Pecidapm MoH,
PpaHLis;
BMPOGHMLTBO
Hepo3ghacoBaHO
T npoAykKuji;
nepBuHHa
ynakoBka
(kapTpuaxi);
KOHTPO/Tb AKOCTI
3a HacTynHUMUK
noKasH1Kamu:
Bacterial
endotoxins;
Sterility; Visual
Appearance;
Visible Particles;
Sub-visible
Particles: CiMi
dapmacbioTikan
¢ Nimitepq,
Benvka
BpuTaHis;
BMPOGHMLITBO
Hepo3dacoBaHo
T npoaykui,
nepBuHHa
ynakoska
(kapTpuoxi);
KOHTPO/Ib AKOCTI
3a BCiMa
nokasHuKkamm
cneumdikaii,
okpim Biological
activity
(BionoriyHoi
aKTUBHOCTI) Ta
Sterility
(CtepunbHocrTi))

BAT "TeaeoH
PixTep",
YropuwmHa

27.

BEPOTEK®H

aepo30/1b 1030BaHW,
100 mkr/iHransauito; no
10 mn (200 iHransyii)
y MeTaneBomMy
6aIOHYMKY 3

BepiHrep
IHrenbxanmv
IHTEpHELLHN
6X

HimeyunH
a

BepiHrep
IHrenbxanmv
dapma M'vbX i
Ko. KI

HimeyunHa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHK | TNy - 3MiHK Woa0
6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy dpapmakoHarnsay (BBefeHHs

3a
peyenmom

UA/3123/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
[03YH0UMM K1anaHom; y3arasibHeHUX JaHux npo cuctemy
no 1 6anoHYnKy y thapmakoHarnsgy, 3miHa ynoBHOBaXXeHOI ocobu,
KapTOHHIlA KOpO6L BiZJNOBIAAbHOI 3@ 3AiICHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
dhapmakoHarnsgy 3asaBHUKa AN 34iCHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiIMiHHA BiJ, YNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapMmakoHarnsgy
(BKNHOYAIOUN KOHTaKTHI faHi) Ta/abo 3miHn y
pO3MilLEeHHI MacTep-gaiina cuctemm
hapmMakoHarnagy) - 3MiHa KOHTakTHOT 0cobu
3asBHVKa, BifNOBiAabHOI 3a thapmakoHarnsg, B
YkpaiHi. [itova pegakuis: MoniBuak OneHa
BikTopiBHa. MNponoHoBaHa pefakuis: Yymak
ApTem BonogumvpoBuy. 3miHa KOHTaKTHUX
[aHNX KOHTaKTHOT 0CO6M 3asBHMKA,
BignoBigasIbHOI 3a papmakoHarnsa B YKpaii
28. BIOBEH PO34nH ANs iHQYysii TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiHuX maTepianis: 3a - UA/14526/01/01
MOHO® 5%, no 25 mn, 50 mn "BIO®APMA "BIO®PAPMA 3MiHM | Tuny - 3MiHK 3 AkocTi. AdI. peyenmom
a60 100 mny MNA3MA" MNA3MA", Bupo6HMLTBO. 3MiHW BUNpobyBaHbL abo
thnakoHi; no 1 YkpaiHa [0NyCTUMUX MEX Y npoLeci BUpo6bHuuTea Adl,
chnakoHy y nauuj 3 (BUpOGHMLTBO, L0 BCTAHOB/EHI y cneuudikauisix (4ogaBaHHSA
KapToHy nepBuHHe Ta abo 3amiHa BUNPo6yBaHHA 3a pesynbTaTamu
BTOPUHHE JocnigpkeHb 3 6e3nekn abo AKoCTi) - 3aMiHa
nakyBaHHs, BMNPOBYBaHHA «3arasibHuii 6iNlok» Ha
BMNYCK Cepiit; BUNPO6YyBaHHSA «Po3nogin monekyn 3a
KOHTPO/1b po3mipom», y cneumdikaii NpoMixXHOro
SAKOCTI) npoaykTy «ocag dopakuii [1+111», 3 BignosigHum
KpuUTEepieM NPUAHATHOCTI. 3aTBEPAXEHO:
3aranbHuii 6inok: He meHwwe 15%.
3anponoHoBaHo: Po3nogin monekyn 3a
po3mipom: CymMa nsioL nikis MOHOMepy Ta
AVMepy Mae CTaHOBUTU He MeHLe 50% cymu
n/oLL YCiX NikiB
29. BIOBEH PO34uH ANs iHdy3iit TOB YkpaiHa TOB Ykpaina BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis: - - UA/14527/01/01
MOHO® 5%, in bulk: no 25 mn "BIO®PAPMA "BIO®PAPMA 3MiHK | TURy - 3MiHK 3 AKkocCTi. ADI.
y donakoHi; no 96 MAA3MA" MNAA3MA", Brpo6HMLTBO. 3MiHM BMNpoGyBaHb abo
(h/1aKOHIB y rpynoBiii YkpaiHa LOMYCTUMMX MeX Y npoLeci BUpobHuLTea Adl,
Tapi; in bulk: no 50 mn (BMpOGHMLTBO, LLI0 BCTAHOB/EHI y cneundikauisx (4ogaBaHHSA
y donakoHi; no 56 nepBuHHe Ta a6o 3amiHa BUNpobyBaHHA 3a pesynibTatamu
(h/1aKOHIB y rpynosiii BTOPVHHE pocnigpkeHb 3 6e3neky abo AKOCTi) - 3amiHa
Tapi nakyBaHHs, BMNPOBYBaHHA «3arasibHuii 6ioK» Ha
BUMYCK Cepili; BUNPOBYBaHHA «Po3nogin Monekyn 3a
KOHTPO/1b po3Mipom», y cneuudikaii NpoMiXHOro
AKOCTI) npoaykTy «ocag dopakuii [1+111», 3 BignosigHum

KpUTepieM NPUAHSATHOCTI. 3aTBEPAXXEHO:
3aranbHuii 6inok: He meHLwe 15%.
3anponoHoBaHo: Po3nogin monekyn sa
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

po3mipom: Cyma nsiowy, nikiB MOHOMepy Ta
OnMepy Ma€e CTaHOBUTU He MeHLe 50% cymun
nsoLL yCix nikiB

30.

BIOTEBAN

TabneTkn no 5 mr, no
30 TabneTtok y
6nictepi; no 1, 2 aéo 3
6nicTepy y KapTOHHIl
Kopobui

dapmaLesT

WNYHWIA 3aBOS

"MOJIb®AP
MA" C.A.

MonbLa

dapmaueBTUYHU
1 3aBof
"MOJNIb®APMA"
C.A.

MonbLa

BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis:
3MiHu | TUnYy - 3MiHKM 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignoBigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii.
MopaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BU/TyYEHHS cepTudikata
BiANOBIAHOCTI €Bponeiickbkili hapmakonei: ans
A®l; onsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
[0NOMDKHOT pevyoBrHU (cepTudpikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHOBNeHW cepTUdikaT Bif, y)Xe 3aTBEepAXEHOro
BMPOOHUKA - NOJaHHA OHOBJ/IEHOro cepTudikara
BiAnoBigHOCTI €Bponelicbkin hapmakonei R1-
CEP 2001-405-Rev 04 ans fito4oi pe4oBuHN
6I0TUH Big, yXXe 3aTBepKeHOro BUpo6HKa DSM
NUTRITIONAL PRODUCTS LTD.
3aTBepmkeHo: R1-CEP 2001-405-Rev 03.
3anponoHosaHo: R1-CEP 2001-405-Rev 04

6e3
peyenma

UA/18951/01/01

31.

BIOTEBA/

Tabnetku no 10 wmr, no
15 TabneTok y
6nictepi; no 2, 4 abo 6
6nicTepiB y KAPTOHHIN
Kopo6ui; no 20
Tabnetok y 6nictepi,
no 6 6nictepis y
KapTOHHIlA KopoobLi

PapmaLesT

NYHWIA 3aBO,

"TIOJIb®AP
MA" C.A.

MonbLa

PapmaueBTUYHN
i1 3aBOf
"MONb®APMA"
C.A.

Monbwa

BHECEHHS 3MiH [0 peecTpaviiiHuX maTepianis:
3MiHu | TUnYy - 3MiHKn 3 akocTi. CepTudikaT
BignosigHocTi/IE-cepTudikar BignosigHocCTi
€sponelicbkiin dhapmakonei/moHorpadii.
MogaHHA HoBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BiANOBIAHOCTI E€Bponeiickbkili hapmakonei: ans
A®I; ana BuxigHoro
martepiany/peareHTy/NpoMbKHOIo NPOAYKTY, L0
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[0NOMDKHOT peyoBrHU (cepTudpikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHoBREeHW cepTUdiKaT Bif, yXe 3aTBEPAXEHOro
BUPOGHMKA - NOAAHHA OHOBIEHOTO cepTudikara
BiAnoBiaHOCTI €Bponelickbkiit hapmakonei R1-
CEP 2001-405-Rev 04 ans fito4oi pe4yoBuHN
6iOTWH Bif yXe 3aTBepAxeHoro BupobHnka DSM
NUTRITIONAL PRODUCTS LTD.
3arBepaxeHo: R1-CEP 2001-405-Rev 03.
3anponoHoBaHo: R1-CEP 2001-405-Rev 04

6e3
peyenma

UA/18951/01/02

32.

BOM-BEHI'E
MA3b

Ma3b, No 251y
KOHTeliHepax
nnactmacosux; no 20
ryTtybax;no20ry
Ty6i; no 1 Ty6i y nayui

MpAT
dapmaLeBT
N4yHa
habpuka
"Biona"

YkpaiHa

MpAT
dapmaueBTMYHa
habpuka
"Biona"

Ykpaina

BHECEHHS 3MiH [0 peecTpaljiiiHux maTtepianis:
3MiHn | TMNy - 3MiHK 3 SIKOCTi. [OTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasbHKiA 3aci6. 3MiHa Yy
NepBUHHI YNaKoBL,i rOTOBOro MikapCbKoro

6e3
peyenma

nionsieae

UA/7622/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3 kapToHy; no 20 r abo 3aco6y (SKiCHWIA Ta KinbkicHUiA ckiag) - M'ski Ta
no25ra6ono30ry HecTepw/bHI pifki nikapcbki hopmn — BBEAEHHS
Ty6ax namiHaTHuX; no JofaTtkoBux ynakosok no 20 r,no 25rrano 30 r
20 rabo no 25 r abo y Tyb6ax namiHaTHux 3 6ywioHamu Tuny ABL y
no 30 ry Ty6i naJyui Ta 6e3 nayku, 3 BigNOBIAHUMU 3MiHAMU A0
namiHartHii, no 1 Ty6i p. «YnakoBKa». 3MiHW BHECEHI B PO3A4iN
y nauui "YnakoBka" B iHCTPYKLitO0 4719 MEANYHOIO
3aCTOCyBaHHSA Nikapcbkoro 3acoby y 3B'3Ky
BBEAEHHAM 6 [0AaTKOBUX YNaKOBOK, SK
HacnifloK - 3aTBEPAKEHHSA TEKCTY MapKyBaHHS
[08aTKOBUX YNakoBOK Nikapcbkoro 3acoby.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPMKEHHS. 3MiHW | TUNy - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHKiA 3aci6. 3miHa
PO3Mipy YNakoBKu roTOBOro /ikapcbKoro 3acoby
(3miHa Macun/06'eMy BMICTY KOHTelHepa
6aratof,030B0Oro slikapcbkoro 3acoby ans
HenapeHTepasIbHOro 3acTocyBaHHsA (abo
0HOA030BOr0, YaCTKOBOIO BUKOPUCTaHHS)) —
BBE/IEHHS 104aTKOBOro po3mMipy ynakoBku, a
came no 30 r y Tybax namiHaTHMX 3 GyLIoHamMu
Tuny ABL y nayui abo 6e3 navku, 3
BiANOBIAHMMM 3MiHaMK [0 p. «YnakoBka» MKA
N3. 3miHM BHeCeHi B po3ain "YnakoBka" B
IHCTPYKLUi0 ANS1 MeANYHOTO 3aCTOCYBaHHS
NiKapcbKoro 3acoby y 3B"S3Ky 3i 3MiHOO 06'emy
BMICTY KOHTeliHepa, SK Hac/igokK -
3aTBEPMKEHHS TEKCTY MapKyBaHHsA [0AaTKOBUX
PO3MipiB yNakoBKM NiKapCbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEPAKEHHS.

33. BPAYHOOWH | po3uvH HaLKipHWiA, B. BpayH HimeuunH B. BpayH LLseiuapis/ BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: 6e3 - UA/18496/01/01
7,5%, no 100 mny Menb3yHreH a Megikan AT, HimeuunHa 3MiHu | TURY - 3MiHK Woao peyenma
nosnieTuIeHoBMX Al LLiBeiiuapis 6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsay.
thnakoHax; no 250 mn (BPO6GHMLTBO BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX
y NoslieTUNEHOBNX "in bulk", npo cuctemy chapmakoHarnsgy (BBefeHHs
dhnakoHax 3i crnpeii- nepBuHHe Ta y3arasibHeHUX JaHnX Npo cucTemy
Hacocom, no 20 BTOPVHHE hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0cobu,
h/1aKOHIB y KapTOHHIi nakyBaHHs, BiANOBIAANbLHOI 3a 34i/iCHEHHSA
Kopobui KOHTPO/b cepi); hapMakoHarnsay; KOHTakTHoOI 0cobu 3

B. bpayH dhapmakoHarnagy 3asBHvKa Ans 34iiCHeHHA
Menb3yHreH Arl, thapmakoHarnsgy B YkpaiHi, K0 BOHa
HimeyunHa BiMiHHA Bif, YNOBHOBaXEHOI 0cobu,

(Bunyck cepii)

BiANOBIAA/IbHOI 3a 34iiCHEHH:A dapmakoHarnsagy
(BK/IIOYAKOUM KOHTAKTHI JaHi) Ta/abo 3MiHM y
pO3MiLLEHHI MacTep-ghaiina cuctemm
dpapmakoHarnsay) 3MiHa ynoBHOBaXXEHOI 0co6U
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3asBHWKa, BiANOBIAA/IbHOI 3a thapmakoHarnsag.
[itova pepgakuisa: Dr. Marco Junginger.
MponoHoBaHa pegakuis: Mavikn MapLunep /
Michael Marschler. 3MiHa KOHTaKTHUX AaHNX
YNOBHOBaXXEHOT 0CO6Y 3asiBHIKA,
BiANOBIAaU1bHOI 3a hapmakoHarnag. 3miHa
KOHTaKTHOI 0CO6U 3asiBHMKA, BiAnoBigasibHOI 3a
thapmakoHarnag B YkpaiHi. [jitoya pegakuis:
NebeanHeub €nm3aseta PomaHiBHa.
[MponoHoBaHa pegakuis: Muxaiiniok MapuHa
CraHicnasiBHa. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOI 0CO6U 3asiBHKKA, BifnoBigasibHOI 3a
dhapMakoHarnsa B YKpaiHi.
34. BPUMOHIAN NOpoLLOK (CybCTaHLis) AT YkpaiHa LleHTayp IHAis BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: - - UA/17928/01/01
HY TAPTPAT | B naketax noAsilHUX "®papmak” dapmaceyTikans 3MiHn Il Tuny - 3MiHn 3 akocTi. ADI. (iHLWi 3MiHN)
nonieTuIeHoBrx ANs Mpisart flimiteq oHoBJieHHs Bepcil AM® AD| BprMOHignHY
hapMaLeBTUYHOIO TapTpart, BupobHuuTBa Centaur Pharmaceuticals
3aCcTOCyBaHHA Private Limited, India 3 DMF EP AP April 2018
Ha DMF EP AP January 2021.
35. BPIOHIT® Kpani O4Hi, PO34¥H Mo AT YkpaiHa AT "®apmak” Ykpaina BHECEHHS 3MiH [0 peecTpayiiiHux maTepianis: 3a - UA/17935/01/01
5 mn y chnakoHi; no 1 "papmak” 3MiHu | TYny - 3MiHKW 3 AKocTi. FoToBUIA peyenmom

abo 3 chnakoHn y
nauui

nikapcbkuii 3aci6. KOHTPOsb roToBOro
nikapcbKoro 3acoby. 3miHa y meToaax
BMNPOGYBaHHA roTOBOrO /iKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEPKEHNX MeTOAaX
BMNPOGYBaHHS) 3MiHa Y 3aTBepKEHUX METOAaxX
BMNPOGYBaHHs 3a N. «CynpoBigHi 4OMILLIKK
Tumonony» (3MiHEHO NPUrOTYBaHHSA PO34NHY
nopiBHAHHA (b)y 3B'A3KY 3i 3MiHOIO cknagy
CTaHzapTHoro 3pasky (C3) Tumonony ans
npugatHocTi cuctemn EP CRS; gogaHo nopsagok
NPUroTYBaHHA PO34MHY NOpiBHAHHA (b) 3rigHO
3MiHEHVX CTaHAAPTHMX 3paskiB; 3MiHa NoB’A3aHa
e 3 YTOYHEHHAM NPUroTyBaHHA PO3UMHY
nopiBHsiHHSA (b), sIKUIA BUKOPUCTOBYETLCA ANA
OLliHKV NpuAaaTHOCTI XpoMatorpadiyHoi cnctemm,
XOLHMX 3MiH B YyMOBax XpomartorpadyBaHHs,
KOHLLEHTpaLiiX PO34MHIB, LLIO BUKOPUCTOBYOTLCA
07151 po3paxyHKy BMICTY AOMILLIOK, Ta
HOPMYBaHHIO BMICTY [OMILLIOK He Bifbynoch,
ofHaK 6yf10 BUyYEHO MOCKIaHHS Ha AKICTb
CTaHAAapPTHUX 3pas3kiB B MeToAax KoHTponto M3;
iH(bopMmaList Woao AKOCTi CTaHA4apTHUX 3paskis,
LLIO BUKOPUCTOBYIOTLCS NP aHanisi cyocTaHuii
HaBefeHa B po3gini 3.2.P.6 peecTpaujiiiHoro
nocbe). 3MiHm Il Tuny - 3miHn 3 AkocTi. AP, (iHLWwi
3MiHK) OHOoBNEHHS DMF A®| 6puMoHignHy
TapTparty (3 Bepcii EP AP, April 2018 Ha Bepcito
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky

(nikapcbka chopma,

ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

EP AP, January 2021) Bupo6Huka A®| «Centaur
Pharmaceuticals Private Limited, IHAis».

36.

BPOHXO
BEAA MN/OC

cupon no 100 mny
thnakoHax; no 1
oNakoHy 3 MipHUM
KOBMaYKoM y
KapTOHHIA KopoobLi

€8Bpo
Naiidokep
nrg

Benuvka
BputaHis

NAT
"Ximcpapmsasog
"UepBoHa 3ipKa"

Ykpaina

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis:
YTOUYHEHHA peecTpaLiiiHol npoueaypu B
Hakasi MO3 YkpaiHu Ne 387 Big 25.02.2023 -
3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu 3asBHUKa
(BnacHvika peecTpauiiiHoro NocBigYEHHs!) - 3MiHa
agpecy 3asBHuKa. 3MiHm | Tuny - 3miHn wopao
6e3nekun/echeKTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHK) - 3MiHU BHECEHO B TEeKCT
MapKyBaHHS NepPBUHHOI YNaKkoBKY, a came:
BUTyYeHHs iHopMaL,ii o0 3aABHUKA
(nyHKT 5) Ta BHECEHHS iHhopMaLil Wwoao
KOMNaHil, Wo 3A4ilICHIOE MAaPKETUHT (MYHKT 6).
3MiHM BHECEHO B TEKCT MapKyBaHHA BTOPUHHOT
ynakoBKK, a came: BUNy4YeHHs iHhopmMauii Wwoao
3aaBHVKa (NyHKT 11) Ta BHECEeHHSA iHdhopmauii
LLIOA0 KOMMaHii, WO 3AiACHI0E MapKETUHT (MYHKT
17). TepMiH BBEEHHS 3MiH NPOTAroM 6 MicALiB
nicns 3aTBepApkKeHHs.

6e3
peyenma

UA/5141/01/01

37.

BYAECOHI/,
ACTPA3EHE
KA

cycneHsis gns
po3nuneHHs, 0,25
Mr/Ma1 o 2 MmN B
KOHTeliHepi; no 5
KOHTEliHepiB Yy
KOHBepTi; no 4

KOHBEPTYU Y KapTOHHil

Kopobui

ACTPA3EH
EKA Ab

LBeujin

BMPOGHMLITBO,
KOHTPO/b AKOCTI
Ta BMNycK cepii:

AcTpa3eHeka

AB, LBeuis
KOHTPO/b AKOCTI:
AcTpa3eHeka
AB, LBeuis

LBeuis

BHECEHHS 3MiH [0 peecTpaLjiiiHix maTepianis:
3MiHu | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micud
NPOBaMKEHHA AiAIbHOCTI BUPOOHMKA
(BKIOYalOUM, 3a HEOBXIAHOCTI, MicLe
nNpoBeAEeHHS KOHTPOJI0 SKOCTI), abo BNacHuKa
macTep-haiina Ha A®l, abo noctavasbHuKa
Adl/BnxigHoro matepiany/peareHTy/npoMiXKHOro
NPOAYKTY, L0 3aCTOCOBYHTHLCA Y BUPOOGHULTBI
A®| (KW 3a3HAYEHO Y JOCLE Ha NiKapCbKuii
3acib) 3a BiACYTHOCTI cepTudikaTa Bi4nNoBILHOCTI
€Bponelicbkiin hapmakonei y 3aTBepakKeHoMy
[ocbe, abo BUPOOHMKA HOBOT AONOMIKHOT
PeyoBUHM (SIKLLO 3a3HAYEHO Y [OCLE)
AgfMiHicTpaTMBHa 3MiHa NOLITOBOrO iHAEKCy 6e3
3MiHU (PaKTUYHOro MiCLe3HaxXOMKeHHsA
BMPOOHUKa Ajitouoi pevoBuHU AcTpa3eHeka Ab
(Forskargatan 18) Ta Actpa3eHeka Ab
(Gartunavagen), y 3B'A3Ky 3acTocyBaHHA EMA
npaswna Banifauii gaHux, sike nepegbavae
BMKOPUCTaHHS reorpadliyHoro noLuToBoro
IHAEKCY.

3a
peyenmom

UA/19102/01/01

38.

BYAECOHIL
ACTPA3EHE
KA

cycneHsia ans
po3nuseHHs, 0,5
Mr/Mn Mo 2 M B
KOHTeliHepi; no 5
KOHTEHepiB y

ACTPA3EH
EKA Ab

Lseuis

BMPOGHULITBO,
KOHTPO/b AKOCTI
Ta BMNYCK cepil:

AcTtpa3eHeka

AB, LlBeuis

Lsewis

BHECEHHS 3MiH [0 peecTpaljiiiHux maTtepianis:
3MiHM | TUNYy - AgMIHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micus
NPOBaPKEHHA AiS/IbHOCTI BUPOOHUKA
(BK/IKOYAKOYM, 3@ HEOOXIAHOCTI, MicLe

3a
peyenmom

UA/19102/01/02
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
KOHBepTI; Nno 4 KOHTPO/b AKOCTI: NpoBefEeHHS KOHTPOJIH SKOCTI), abo BnacHuKa
KOHBEPTU Y KAPTOHHIi AcTpa3eHeka macTep-paiina Ha A®l, abo noctavasibHUKa
KopoobLi AB, LLiBewjs Adl/BuxigHoro matepiasy/peareHTy/npoMixHoro
MPOAYKTY, L0 3aCTOCOBYIOTLCA Y BUPOOHWLITBI
A®| (K0 3a3HAYEHO Y JOCLE Ha NiKapCbKuii
3acib) 3a BigCcyTHOCTI cepTudikaTa BifnoBiAHOCTI
€Bponelicbkii hapmakonei y 3aTBepaKeHoOMy
nocbe, abo BUPOOHUKA HOBOI AOMOMIXHOT
PEeYOBUHM (SKLLO 3a3HAYEHO Y [OCLE)
AfMiHiCTpaTMBHa 3MiHa NOLITOBOrO iHAEKCY 6e3
3MiHW (PaKTUYHOro MiCLe3HaXOKEHHSA
BMPOGHUKa fitoyoi peyoBnHU AcTpa3eHeka Ab
(Forskargatan 18) Ta Actpa3eHeka Ab
(Gartunavagen), y 3B'A3Ky 3acTocyBaHH EMA
npasuna sanigauii gaHux, ske nepeabavae
BUKOPWCTaHHA reorpadivyHoro noLwToBoro
IHOEKCY.
39. BA3AP A TabneTkun, BKpUTI TOB «TeBa YkpaiHa BankaHdapma- Bonrapis BHECEHHS 3MiH [0 peecTpavljiiHuX maTepianis: 3a - UA/16612/01/02
N1iBKOBOO YkpaiHa» Oynunus AT 3miHu | TUny - 3MiHK 3 akocTi. CepTudikar peyenmom
060/10HKOI0, M0 5 BignosigHocTi/IE-cepTudikar BignosigHoCTI
Mr/160 mr no 7 €sponelicbkin dhapmakonei/moHorpadii.
Tabnetok y 6nictepi; MoaaHHA HOBOro abo OHOBMIEHOro cepTudikaTa
no 2 a6o 4 6nictepu y BiANOBIAHOCTI ab0 BU/TyYEHHS cepTudikata
Kopo6ui; no 10 BiANOBIAHOCTI E€Bponeiichbkili hapmakonei: ans
Tabnetok y 6nictepi; A®I; onsa BUXigHOro
no 3 abo 9 6nictepis y matepiany/peareHTy/NPoMbKHOIo NPOAYKTY, L0
KopoobLi BMKOPWCTOBYIOTbCA Y BUPOOHULTBI AdDl; ans
[OMOMDKHOT peyoBMHY (cepTudiikat
BiANOBIgHOCTI EBponeiickkili hapmakonei) -
OHoBNeHW cepTuddikaT Bif, y)xe 3aTBEPAXEHOr0
BMPO6GHMKA - MOJaHHSA OHOBJ/IEHOTO cepTudikata
BiAgnoBigHOCTI EBponeiickbkilt hapmakonei Ne R1-
CEP 2015-140 - Rev 00 (3atBepmxeHo: RO-CEP
2015-140 - Rev 01) gns A®| amnoguniHy
6ecunnarty Bif BXe 3aTBEPKEHOI0 BUPOOHMKA
Cipla Limited, India.
40. BA3AP A TabneTku, BKpUTI TOB «TeBa Ykpaina BankaHndapma- Bonrapis BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a - UA/16612/01/03
nNiBKOBOIO YkpaiHa» OynHuus AT 3MiHu | TUny - 3MiHK 3 akocTi. CepTudikaT peyenmom

060/10HKOI0, MO 10
Mr/160 mr no 7
TabneTtok y 6nictepi;
no 2 abo 4 6nictepn y
Kopo6ui; no 10
TabneTtok y 6nictepi;
no 3 abo 9 6nictepis y
Kopoobui

BignosigHocTi/lE-cepTudikar BignoBigHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®l; onsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
[,0NOMDKHOT peyoBrHU (cepTudpikat
BiANOBIAHOCTI E€Bponeiickkili hapmakonei) -
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

OHOBReHW cepTUdikaT Bif, y)xe 3aTBEPAKEHOr0

BMPOOHUKA - NOJaHHA OHOBJIEHOro cepTudikara

BiNOBIAHOCTI E€Bponeiickkilt hapmakonei Ne R1-

CEP 2015-140 - Rev 00 (3atBepmxeHo: RO-CEP

2015-140 - Rev 01) ana A®Il amnoguniHy
6ecunary Bif, BXe 3aTBEPKEHOr0 BUPOOHMKa
Cipla Limited, India.

41. BA3AP A TabneTku, BKPUTI TOB «TeBa YkpaiHa BankaHdapma- Bonrapis BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a - UA/16612/01/01
NiBKOBOO YkpaiHa» OynHuus AT 3Mminn | TUny - 3MiHn 3 sKocTi. CepTudpikar peyenmom
060/10HKOI0, M0 5 BignosigHocTi/lE-cepTudikat BignoBigHOCTI
Mmr/80 mr no 7 €Bponelicbkiit hapmakonei/MmoHorpadii.

TabneTtok y 6nictepi; MopaHHA HOBOro abo OHOBIEHOTO cepTudikaTa
no 2 a6o 4 6nictepn y BiANOBIAHOCTI ab0 BUyYEHHs cepTudikata
Kopob6ui; no 10 BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
Tabnetok y 6nictepi; A®I; onsa BuxigHOro
no 3 a6o 9 6nictepiB y matepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
Kopobui BMKOPUCTOBYHOTbCS Y BUPO6HMLTBI API; Ans
[OMOMDKHOT peyoBMHU (cepTuddikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHOB/EHWI cepTUdikaT Bif, y)Xe 3aTBEPAXEHOr0
BMPOGHMKA - MOJaHHSA OHOB/IEHOIO cepTudikara
BiANoBigHOCTI EBponeiickbkiin hapmakonei Ne R1-
CEP 2015-140 - Rev 00 (3aTBepaxeHo: RO-CEP
2015-140 - Rev 01) gnsa A®| amnoguniHy
6ecunary Bif, BXe 3aTBEpXEHOro BUPOOHMKa
Cipla Limited, India.

42. BAPIBAKC MOPOLLIOK Ta Mepk Wapn LLsenuapi Brpo6HMLTBO, CLIA/ BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3a - UA/19665/01/01
BAKUVHA PO3YMHHUK AN i oym IOEA a nepBrHHe HigepnaHau 3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa peyenmom
ana cycneHsii ans iH'ekwujii 6X nakyBaHHs Ta HalilMeHyBaHHsi Ta/abo agpecu Micus
MNPODINTAKT 1 chf1akoH 3 NOPOLLKOM aHasliTMuHe NPOBa)KEHHS AiSIbHOCTI BUPOOHMKA
KN (1 po3a) B KOMMN/IEKTi 3 TecTyBaHHsA (BkNtOYaKOUK, 3a HEOOXiAHOCTI, Micue
BITPAHOI 1 cbnakoHoM 3 BakUWHU: npoBeAEeHHA KOHTPOJII0 SKOCTI), ab0 BNacHuka
BICMU XXUBA | po3uvHHMKOM (BOAa Mepk Wapn i macTep-haiina Ha A®l, abo noctavasibHuka
ATEHYWOBA | ans in'ekuiii) B Loym JINC, Adl/BnxigHoro matepiany/peareHTy/npomixkHOro
HA KapTOHHIlA KopooLi CWA NPOAYKTY, L0 3aCTOCOBYHOTHLCA Y BUPOGHULITBI

Mepk Wapn i A®| (SKWO 3a3HAYEHO Y [OCLE Ha NiKapCbKuii
Loym JINC, 3acib) 3a BigcyTHOCTI cepTudpikaTa BifgnoBiAHOCTI
CLA €Bponeiicbkiii hapmakonei y 3aTBepakeHoOMy
MapkyBaHHsA [ocbe, abo BUPOBHVKa HOBOT AOMOMKHOT
NepBMHHOIO PEYOBUHM (AKLLO 3a3Ha4YeHo Y f0Cbe) 3MiHa
nakyBaHHs, Ha3BW BUPOOHMYOT AiNAHKM BignoBiganbHOI 3a
BTOPVHHE BMPOGHMLTBO Ta KOHTPOb AKOCTI Ailoyol
nakyBaHHs Ta peyosuHu Varicella 3 Merck Sharp & Dohme
[03BiN Ha Corp., 770 Sumneytown Pike, West Point,
BUMYCK cepil Pennsylvania 19486, USA.Ha Merck Sharp &
BakKUMHN Ta Dohme LLC 6e3 3miHn agpecu. TepMiH
PO3YMHHYMKA: BBEJEHHS 3MiH NPOTAromM 6 micsAuiB nicns
Mepk Wapn i 3aTBEpMKEHHS. 3MiHuW | TMny - AgMiHicTpaTMBHI
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

Joym B.B.,
HigepnaHnamn

3MiHW. 3MiHa HalimeHyBaHHA Ta/abo agpecu
MicUS NPOBaMKEHHS [iiNIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /ikapcbkoro
3aco6y, BK/IH0YaKuM Ai/bHULL BUNYCKy cepii abo
MicLie MPOBEAEHHSA KOHTPOIIO AKOCTI.
(aisnbHiCTb, 3a AKy Bignosifae
BVMPOGHMK/IMNOPTEpP, He BK/THOYaK4M BUMYCK
cepiii) 3MiHa Ha3BM BUPOBHNYOT AiNSHKN
BiANOBIAa/IbHOI 3@ BUPOOHULITBO, NEPBUHHE
nakyBaHHS Ta TECTYBaHHSA rOTOBOTO /1iKaPCbKOro
3acoby BapiBakc. 3MiHN BHOCATLCA [0
PeecTpadiiiHoro noceigyeHHs Ta MKA. TepMiH
BBEAEHHSA 3MiH MPOTAroM 6 micauiB nicns
3aTBEPKEHHSA. 3MiHU | TUNY - AgMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
MiCLiAl MPOBAKEHHS AiS/IbHOCTI
BMpOoGHUKa/iMnopTepa roToBoro /ikapcbkoro
3aco6y, BK/IYaKUM OiNbHULL BUNYCKY cepii abo
MicLle MPOBEAEHHSA KOHTPOJIIO AKOCTI.
(misnbHICTb, 3a Ky Bignosigae
BMPOGHMK/IMNOPTEP, HE BK/IHOYAKOUN BUMYCK
cepiii) 3MiHa Ha3BM BUPOBHNYOT AiNSHKN
BignoBigasIbHOI 3a BUPOOGHULTBO, NEPBUHHE
nakyBaHHs Ta TeCTYBaHHS rOTOBOrO NikapCbKoro
3acoby BapiBakc. 3miHM BHOCATBCA 40
PeecTpauiiiHoro noceigueHHsi Ta MKA. TepmiH
BBEAEHHSA 3MiH NPOTAroM 6 Micauis nicns
3aTBEPAKEHHS.

BITAMIH C
500
ATME/IbCUHO
BUN

TabneTku XyBasibHi N0
500 wmr, no 10
Tabnetok y 6nictepi;
no 2 a6o no 10
6nicTepis y nayui 3
KapToHy; no 12
TabneTtok y 6nictepi;
no 2 6nictepun y nauui
3 KapPTOHY

MAT
"Ximchapmsa
BOA,
"YepBoHa
3ipka"

YKpaiHa

MAT
"Ximchapmsasog
"YepBoHa 3ipka"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
TexHiyHa nomwuska (3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460) BunpaBnieHO TEXHIYHY

NOMUJIKY Y TEKCTi MapKyBaHHS BTOPUHHOI
ynakoBku (nauka Ne24) nikapcbkoro 3acoby:
3artBepaxeHo: 4. IKAPCbKA ®OPMA TA
KINBKICTb OANHNLL B YMAKOBL 24
Tab1eToK XyBasibHMX. 3anponoHoBaHoO: 4.
NIKAPCbKA ®OPMA TA KIJIbKICTb OANHNLb
B YMAKOBLI| 24 Tabnetku xyBasibHi.
3a3HayeHe BuNpaBeHHN BignoBigae
MaTtepiasiaMm peecTpauiiHoro Aocbe

6e3
peyenma

UA/16251/01/01

FACTPUTON

Kpanni opasbHi, no 20
mn abo no 50 mn, abo
no 100 My doiakoHi 3
KpanenbHuLeto; no 1
pNakoHy y KapTOHHIN
Kopoobui

AsbneH
Papma
m6X

HimeyunH
a

[Op. l'yctas
KnsiiH T'm6X &

Ko. KI

HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis:
3miHa 3asBHuKa /13 (MIBIM) (BnacHuka
peecTpauiiHoro nocBig4eHHs) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460): 3mMiHM BHECEHI B
TEKCT MapKyBaHHS ynakoBKM NiKapCbKoro 3acoby
00 3MiHW 3asBHMKA (BNaCHUKa PeECTPaiHoro
nocBig4yeHHs). 3MiHun | Tuny - 3MiHK Woao
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.

6e3
peuyenma

UA/17807/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

BeeieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cucTemy dhapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHKX Npo cUCTEMyY
hapmakoHarnsgy, 3MmiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAANbHOI 3a 34ilicCHEHHSA
thapmakoHarnsgy; KOHTakTHOi ocobu 3
thapmakoHarnagy 3asBHuKa Ans 34iiCHEHHSA
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiIMiHHA Bif, YyNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapMmakoHarnsagy
(BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLEeHHI MacTep-haiina cucremm
thapmakoHarnsgy) 3miHa KOHTaKTHUX JaHuX
YNOBHOBaXXEHOT 0CO6Y 3asiBHIKA,
BiZJNOBIAANbHOI 3@ 3AiICHEHHS
hapmakoHarnsagy. 3miHa KOHTakTHOI 0ocobu
3asBHMKa, BigNOBIAa/IbHOT 3a hapmakoHarnsz B
YkpaiHi. [Jitoua pefakuis: BoiiTeHko AHTOH
leopriioBuy. MNponoHoBaHa peakuis: byask
OnekcaHgpa CepriiBHa. 3MiHa KOHTaKTHUX
[aHVX KOHTaKTHOI 0CO6M 3asBHNKa,
BiANOBIAa/IbHOI 3a hapMakoHar/iag B YKpaiHi.
3MiHa MicLA 34iiCHEHHS OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnagy. 3miHa MicLe3HaxomKeHHs
MacTep-aiina cuctemu hapmakoHarnsgy Ta
ioro Homepa.

45,

FEMUMTABIH
AKKOP/,

KOHLLeHTpaT ans
pO34nHy A5 iHdys3il,
100 Mr/mn; no 2 mn
(200 wr), 10 mn (1000
mr), 15 mn (1500 wmr),
20 mn (2000 mr) y
donakoHi; no 1
h1aKoHy Y KapTOHHIl
nauui

AkKopg,
Xenckea
Moncka Cn.
3.0.0.

MonbLa

Brpo6HMUTBO,
KOHTPO/b SIKOCTI,
nepBuHHe Ta
BTOPUHHE
nakyBaHHS:
IHTac
dapmacbtoTikan
c Nimitepn, IHAgis
Bupo6bHuuTBO,
KOHTPO/b SIKOCTI,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs:
IHTac
dapmacbioTikan
¢ Nimiteq, IHgisa
BTopuHHe
nakyBaHHS:
AKKOpA, Xernickea
NimiTen, Benvka
BpuTaHis
BignosiganbHuii

IHAis/
Benuka
BpuTtaHis/
YropwmHa/
ManbTa/
ITania

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis:
3MiHW | TUny - 3MiHK 3 AKOCTi. FoTOBMIA
nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa Yy
TepMiHax NpnaaTHOCTI abo ymoBax 36epiraHHs
rOTOBOrO JlikapCbKoro 3acoby (36iNbLUEHHS
TepMiHy NpuaaTHOCTI FOTOBOrO NiKapCbKoro
3acoby) - 5191 TOproBoi ynakoBku
(nigTBEPAXKYETLCA AaHMMUN peasibHOro vacy).
36iNbLUeHHA TepMiHy npuaaTHOCTI 13 3 2 pokiB
00 3 pokiB, L0 NiATBEPAKYETLCA AaHMU
peasibHOro Yacy. 3MiHN BHECEHI B iIHCTPYKLitO
[N MeAMYHOro 3acToCyBaHHA NikapCbKoro
3acoby y po3gin "TepmiH npugatHocTi”.
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB micns
3aTBEPAKEHHS.

3a
peyerimom

He
nionsieae

UA/17799/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BWMNYCK Cepii:
Akkopf Xenckea
Nimiten, Benvka
BputaHis
KOHTpOsb SIKOCTI
cepii:
Beccninr
XaHrepi K.,
YropmHa
KoHTponb skocTi
cepi:
ACTpOH Pe3bopuy
Nimiten, Benvka
BpuTaHis
KoHTponb akocTi
cepii:
dapmagokc
Xenckea N4,
ManbTa
KOHTpOsb SIKOCTI
cepii:
NABAHANIBIC
C.P.N, Itania
KoHTponb skocTi
cepii:
PAPMABATI,
nra.,
Mikpob6ionoriyHa
Na6opatopis,
YropLimHa
46. FEHTOC® Tabnetkn no 20 Pixapg ABCTpIst Pixapp, BiTTHep ABcTpist BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 6e3 - UA/10026/01/01
Tabnetok y 6nictepi; BiTTHep Al Al 3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA peuyenma
no 1, 2 abo 3 6nictepu nikapcbkuii 3aci6. 3mMiHM y BUPOGHULTBI. 3MiHa
Y KapTOHHIli kopobLi iMnopTepa/3aMiHu, L0 CTOCYTLCS BUMYCKY cepil
Ta KOHTPO/I0 AKOCTi FOTOBOrO NiKapCbKOro
3acoby (3amiHa abo gofasaHHsA finbHULI, Ha
AKili 34IACHIOETBCS KOHTPO/Tb/BUNPOOYBaHHS
cepir)
A0faBaHHA A0 maTepianis peecTpauiiHoro
nocbe, posginy 3.2.P.3.1. Bupo6HuK(1) AinbHuULI,
Ha SKii 34jACHI0ETLCA MIKPOBGIONOTiYHWIA
KOHTPONb/TECTYBAHHSA NapTili rOTOBOrO
nikapcbkoro 3acoby MPL Mikrobiologisches
Pruflabor GmbH, Grabenweg 68 6020
Innsbruck, Austria.
47. FEPBIOH® cupon, 7 Mr/mn, no KPKA, a.4., CnoseHis BMPOGHUK, CnoBeHis BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 6e3 niosnsieae UA/12176/01/01
cupon 150 mn cupony y HoBo mecTo BiANOBIga/IbHUIA 3MiHu | TMNY - 3MiHK Woao peuenma
NAKLWA donakoHi; no 1 3a BMPOGHULITBO 6e3nekn/eddekTVBHOCTI Ta hapMakoHarasgy
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
chakoHy pasom 3 "in bulk", (iHLWIi 3MiHM) 3MiHV BHECEHO B iHCTPYKLitO0 Ans
NNacTVKOBOKO MipHOO nepBuHHe MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby
NOXKOIO B KAPTOHHIl nakyBaHHA Ta [0 po3ginis "®apmakonoriyHi BnactmsocTi”
Kopobui BTOPUHHE (yTouHeHHs1), "MpoTrnokasaHHsa", "OcobamBocCTi
nakyBaHHs, 3acTocyBaHHA", "3acTocyBaHHA y nepios,
KOHTpONb cepii: BariTHoCTi abo rogysaHHs rpyaa” (6esneka),
KPKA, a.4a., "34aTHICTb BNAMBATY Ha LWBMAKICTb peakuii npu
Hoso mecTo, KepyBaHHi aBTOTPaHCNOPTOM ab0 iHWMMY
CnoBeHis MexaHismamu', "Cnocib 3actocyBaHHA Ta fo3mn"
BMPOGHUK, (6es3neka), "OiTn" (6esneka), "MNepeno3yBaHHs",
BiANOBIga/IbHUIA "Mo6ivHi peakui™ BigNOBIAHO O OHOB/IEHOT
3a KOHTPO/1b Ta iHbopmaLii 3 6e3nekun 3acTocyBaHHs Aitoyoi Ta
BWMNYCK Cepii: [LOMNOMDKHMX PEYOBUH NiKapCbKoro 3acoby. Ak
KPKA, a.4., HacnigoK, 3MiHW BHECEHI B TEKCT MapKyBaHHs
HoBo mecTo, BTOPWHHOI yNakoBKu B N.15 (YTOYHEHHSA
CnoBeHis CTOCOBHO 3aCTOCYBaHHS AiTAM). BBeAeHHS 3MiH
BUPOBHUK, NPOTArom 6-TW MICALIB NIiC/A 3aTBEPAXKEHHS.
BiANOBiAAIbHWIA 3MiHn | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
3a KOHTPO/Ib kogy ATX - 3MiHV BHECEHO A0 IHCTPYKLii 415
cepii: MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby
HN30X 00 po3ainy "®apmakoTepanesTuyHa rpyna. Kog
(HaujoHanbHi ATX" BigMoBIigHO 4O MiXXHAPOAHOTO
nabéopartopis 3a Knacudikatopa BOO3
34paB’e, OKOME (http://www.whocc.no/atc_ddd_index/):
iH XpaHo), 3arBepakeHo: 3acobm, Lo 3aCTOCOBYOTLCA NpK
CnoseHis Kawsi Ta 3acTyHUX 3aXBOPIOBAHHSAX.
BigxapkyBanbHuii 3aci6. Kog ATX RO5C A16.
3anponoHoBaHo: 3acobu, L0 3aCTOCOBYHOTLCA Y
pasi Kallso Ta 3acTyAHUX 3aXBOPIOBaHb.
BigxapkyBasibHi 3aC061, 38 BUHATKOM
KOMGIHOBaHUX MpenaparTis, WO MiCTATb
npoTUKaLLNbOoBi 3acobu. BigxapkyBasibHi 3aC00M.
Kog ATX RO5CA12. BeefieHHS 3MiH NpoTArom 6-
TV MiCALiB NicNs 3aTBEPMKEHHS. 3MiHM | Tuny -
3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsagy (iHwi 3mMiHn) 3mMiHW BHECEHO B
TEKCT MapKyBaHHA BTOPUHHOI Ta NePBUHHOI
ynakoBOK flikapcbKoro 3acoby B n.n. 8 Ta 4
BiANOBIAHO (YTOUYHEHHS 3a3HAYEHHSA TEPMIHY
nNpuAaTHOCTI Jlikapcbkoro 3acoby). BBeaeHHs
3MiH NPOTArom 6-Tu MicAuiB nicns
3aTBEPMKEHHS.

48. FIHINPAN PO34uH AN8 iH'eKLi, Takega ABCTpIst EWIKEC 'mb6X ABcTpist BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis: 3a - UA/2845/01/01
10 MKr/2 mn no 2 Mn B ABCTpist ANMEL, ABcTpis 3MiHK | TUNy - 3MiHK WoA0 peuenmom
amnyni; no 5 amnyny m6X (npoBeaeHHs 6e3nekn/edekTMBHOCTI Ta thapmakoHarisgy.

KapTOHHIA Kopoo6Li Tecty BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHNX

"CTepwbHICTb")

npo cucTeMy dpapmakoHarisiay (BBeAeHHs
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

; Takega
ABCTpist TM6X,
ABCTpis
(BMpPOGHMLTBO
3a NOBHUM
LIMKIOM)

y3arasibHeHUX JaHux npo cuctemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI 0cobu,
BiZJNOBIAAbHOI 3@ 3AiICHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
thapmakoHarnsgy 3asaBHvka AN 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiIMiHHA BiJ, YNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapMmakoHarnsgy
(BKNHOYAIOUN KOHTaKTHI faHi) Ta/abo 3miHn y
pO3MilLEeHHI MacTep-gaiina cuctemm
hapmMakoHarnsagy) - 3MiHa ynoBHOBaXeHoT
ocobu 3asBHKKa, BIANOBIAA/ILHOI 3a
hapmakoHarnag,. fitoua pegakuis: Johan
Hellmer. MponoHoBaHa pepakuisa: a-p Cymit
MyHmxan / Sumit Munjal. 3MiHa KOHTaKTHWX
[AaHnX YNoBHOBaXXEHOT 0CO6Y 3asBHNIKA,
BignoBiganbHOI 3a hapmakoHarnsg. 3miHa
KOHTaKTHOI 0CO6U 3asiBHKKA, BifnoBigasibHOI 3a
thapmakoHarnsg, B Ykpaini. [itoya pegakuis:
CamoHeHKo MapuHa BonoavmMupisHa.
MponoHoBaHa pepakuisa: Yperili Cepriii
IBaHOBUY / Sergii Uretii. 3MiHa KOHTAKTHUX AaHNX
KOHTaKTHOI 0CO6U 3asiBHWKa, BifnoBigasbHOI 3a
hapmakoHarnsag B YkpaiHi. 3miHa
MiCLie3Hax0MKeHHs1 macTep-daiina cuctemu
hapmakoHarnsgy. 3miHa micus 34iACHeHHS
OCHOBHOI isifIbHOCTI 3 chapmakoHarnsgy

49.

FIHINPAN

KOHLieHTpaT Ans
pO34uHy ONs iHy3il,
25 mkr/5 mn; no 5 mn B
amnyni; no 5 amnyny
KapTOHHIlA KOpooLi

Takepa
ABCTpist
m6X

ABCTpIst

Bupo6HMLTBO 3a
NOBHUM LMK/TOM:
Takepa ABCTpis
'm6X, ABCTpis;
lNposeneHHA
Tecty
"CTepubHICTb":
EixEc Tm6X,
ANMEL, AscTpis

ABcTpist

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHK | TUNy - 3MiHK WoA0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cuctemy dhapmakoHarnsgy (BBefeHHs
y3arasibHeHX AaHunx Npo cuctemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
BiANOBIAANbHOI 3a 34ilicCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobu 3
thapmakoHarnagy 3asBHuUKa ans 34iiCHeHHA
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiIMiHHA Bif, YNTOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iicCHEHH:A hapmakoHarnsagy
(BK/TIOYAIOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-ghaiisia cuctemm
hapmakoHarnsgy) - 3miHa ynoBHOBaXeHOT|
0cobu 3asiBHUKA, BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy.

[itoua pepakuis: MoxaH Xenwmep. NponoHoBaHa
pegakuis: a-p Cymit MyHmkan / Sumit Munjal.
3MiHa KOHTaKTHUX AaHWX YNOBHOBAXEHOI 0CO6U

3a
peyenmom

UA/2845/03/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3asBHUKA, BiANOBIAA/IbHOI 3a hapMakoHarnsg,
3MiHa KOHTaKTHOT 0CObU 3asiBHUKA,
BiANOBIAa/bHOI 3a thapmakoHarnifg B Ykpaii.
[itoua pepakuis: CamoHeHKo MapvHa
BonogvmupisHa. MponoHoBaHa pefakuis:
YperTiii Cepriii IBaHoBUWY / Sergii Uretii.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0cobm
3asBHMKa, BigNOBIAa/IbHOT 3a hapmakoHarnsz B
YKpaiHi.
3MiHa MicLe3HaxomKeHHs MacTep-haiina
cucteMu dhapmakoHarnsgy Ta moro Homepa.
3MiHa MicLs 3[iiCHEHHS OCHOBHOT AiANIbHOCTI 3
chapmakoHarnsgy
50. rnoagy HacToika ans AT YkpaiHa AT Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 6e3 - UA/7464/01/01
HACTOWKA nepopasibHoro "Nly6Hndap "Ny6Hnchapm" 3MiHn | TURY - 3MiHK Woao peyenma
3acTocyBaHHs; 1o 25 m" 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy
M1 abo no 100 mny (iHWi 3miHW) BBEAEHHA [,0AaTKOBOrO TEKCTY
thnakoHax MapKyBaHHs ynakosku (100 mn) nikapcbkoro
3ac00y 3 HAHECEHHAM JIOroTUNY 3aMOBHNKA.
51. FNHOKODAX | Tabnetku, BKpUTI Mepk CaHTe PpaHuis Mepk CaHTe, DdpaHuis/ BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3a He UA/3994/01/01
® nNiBKOBOO c.a.c. ®paHuis Icnanis 3MiHun Il TUnYy - 3MiHK WoA0 peyenmom nionseae
060n0Hkot0, No 500 Mr (BMpPOGHMLTBO 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
no 15 tabnertok y 3a NOBHUM 3MiHU Y KOPOTKiil XapakTepucTuLj NikapcbKoro
6nicTepi; no 2 abo no umknom); Mepk, 3ac06y, TEKCTi MapKyBaHHSA Ta iHCTPYKLiT Ans
4 6nictepn y C/l, Icnanis MeAMYHOro 3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMMU
KapTOHHIA Kopo6Li; no (BUPOBHMLTBO OaHnUMK 3 SKOCTI, AOKAIHIYHUMU, KNIHIYHUMUW
20 TabneTtok y 3a NMOBHUM JaHvMu Ta fjaHumy 3 hapmakoHarnsagy - 3miHu
6nicTepi; no 3 LMKIOM) BHECEHO [0 IHCTPYKLUIT 451 MeANYHOro
6nicTepy y KapTOHHIl 3aCTOCYBaHHSA Nikapcbkoro 3acoby A0 po3ainy
Kopobui "3acTocyBaHHA y nepiog BariTHOCTi abo
rofyBaHHs rpyaat”. BeegeHHsA 3MiH NpoTSArom
6-Tn micsaUiB nicnsa 3aTBepLKeHHNA. 3MiHu |l Trny
- 3MiHu Wopao 6esnekn/edhekTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTKiii
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT AN MeaNYHOro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMYW AaHUMK 3
AKOCTI, AOKTIHIYHUMM, KIHIYHUMUW AaHuMK Ta
JaHvmu 3 chapmakoHarnsgy -
3MiHV BHECEHO [0 iHCTPYKLIT 4151 MegnyHoro
3acToCyBaHHA NikapcbKoro 3acoby [0 po3ainis
"Ocob6nmBoCTi 3acTocyBaHHs", "MobiuHI peakwuji.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHS.
52. FNHOKODAX | Tabnetku, BKpUTI Mepk CaHTe dpaHuis Mepk CaHTe, dpaHuis/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a He UA/3994/01/02
® NNiBKOBOO c.a.c. PpaHuis Icnanis 3MiHu Il TUnY - 3MiHK Woa0 peuyenmom nionsieae
060/10HKO0, N0 850 (BPOGHMLTBO 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
Mmr, o 15 TabneTok y 3a MOBHUM 3MiHM Y KOPOTKIi XapakTepucTuLi Nikapcbkoro
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep

peecmpayiliHo2o

nocsio4YeHHs

53.

6nicTepi; no 2 abo no
4 6nictepn y
KapTOHHiiA KopobLj; no
20 TabneTtok y
6nictepi; no 3
6nicTepn y KapTOHHIl
Kopobui

umknom); Mepk,
Ch, IcnaHis
(BPOGHMLTBO
3a NOBHUM
LMKIOM)

3aco6y, TEKCTIi MapKyBaHHSA Ta iHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3 HOBUMMU
OaHUMM 3 SKOCTI, AOKAIHIYHUMU, KNIHIYHUMUW
JaHuMu Ta gaHumu 3 chapmakoHarnagy - 3miHmn
BHECEHO [0 iHCTPYKLIiT 415 MeAnMYHOro
3acTOCyBaHHS Nikapcbkoro 3acoby A0 po3ainy
"3acTocyBaHHs y nepiog BariTHoCTi abo
rofyBaHHs rpyaat”. BBefeHHS 3MiH NpoTSArom
6-Tv MmicALiB nicnsA 3aTBepKeHHs. 3MiHn || TUny
- 3miHu Woao 6e3nekn/edhekTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KOpoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOoro
3aCTOCYyBaHHSA Yy 3B'A3KY i3 HOBUMY AaHUMK 3
AKOCTI, AOKNIHIYHUMMU, KAIHIYHUMYN AaHVMU Ta
JaHuMu 3 chapmakoHarnsgy -
3MiHV BHECEHO [0 IHCTPYKLIT 4151 MegnyHOro
3aCTOCyBaHHA NikapcbKoro 3acoby A0 po3ainis
"Ocob6nmBoCTI 3acTocyBaHHS", "MobiuHI peakwyji.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS.

54.

FMIOKODAXK
®

TabneTku, BKpUTI
N/1iBKOBOIO
060s10HKO0, M0 1000
mr, no 15 tabnetok y
6nictepi; no 2 a6o no
4 6nictepn y
KapTOHHIA Kopoo6Li

Mepk CaHTe
c.a.c.

®paHuisa

Mepk CaHTe,
PpaHuis
(BPO6GHMLTBO
3a NOBHUM
uukiom); Mepk,
CHN, IcnaHis
(BMpPOGHMLTBO
3a NOBHUM
LK/IOM)

PpaHuis/
IcnaHis

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHu Il TUNY - 3MiHK Woa0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKIiil XapakTepucTuLj Nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ana
MeAMYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMMU
OaHUMN 3 IKOCTI, AOKAIHIYHUMU, KNiHIYHUMK
JaHuMu Ta gaHumu 3 chapmakoHarnagy - 3miHm
BHECEHO [0 IHCTPYKLi 415 MeAnyHOro
3acToCyBaHHSA NikapcbKoro 3acoby [0 po3ainy
"3acTocyBaHHA y nepiof BariTHOCTi abo
roflyBaHHs rpyaar”. BeefeHHs 3mMiH npoTarom
6-Tv MicALiB nicnsA 3aTBepKeHHs. 3MiHu || Tuny
- 3MiHM Wwoao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KOpoTkii
XapaKkTepuCcTmLi NikapCcbKoro 3acoby, TEeKCTi
MapKyBaHHS Ta iHCTPYKL,iT 415 MeANYHOoro
3aCTOCYBaHHSA Y 3B'AI3KY i3 HOBUMY AaHUMK 3
SIKOCTi, AOKMIHIYHMMM, KMiHIYHMMKW faHUMK Ta
JaHuMu 3 chapmakoHarnsgy -
3MiHU BHECEHO [0 IHCTPYKUiT AN MEeANYHOro
3acTocyBaHHS Nikapcbkoro 3acoby Ao po3ainis
"Oco6mBocCTi 3acTocyBaHHA", "MobivHI peakuii”.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS.

3a
peyenmom

He
nionsieae

UA/3994/01/03

rPUnounTP

OH XOT

NOPOLLOK ANs

0pa/IbHOTO PO3UKHY MO

ToBapucTeo

3

YKpaiHa

ToBapucTso 3
06MEXEHO

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis:
3MiHu | TMNY - 3MiHK Woao

6e3
peyenma

nionsieae

UA/10174/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

NMNMOH

4,0 1 NOPOLLKY Y
nakeTi; no 5 a6o no 10
NaKeTiB Y KAPTOHHIl
Kopobui

obmexeHor
Bignosigans
HiCTIO
"®apmauesT
nyHa
KoMMaHis
"3p0pos'a”

BignoBigasbHICT
10
"dapmaLeBTUUH
a KoMnaHist
"3p0poB'a”

6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKiil XxapakTepucTuLj NikapcbKoro
3aco6y, TEKCTI MapKyBaHHA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHA Ha NiacTasi
perynsipHo OHOB/IOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo Ak pesynbTar
OLLiHKVM 3BIiTYy 3 AOCAIKEHb, MPOBEAEHNX
BIANOBIAHO A0 MaHy neaiaTpUYHNX AOCHILKEHb
(PIP) (3MiHy y3rokeHo 3 KOMNeTEeHTHUM
YMNOBHOB&XEHVNM OpraHom)
3MiHN BHECEHO B iIHCTPYKL,iIO 415 MeANYHOro
3acTocyBaHHA NikapcbKoro 3acoby [0 po3ainis
"B3aemogis 3 iHWMMK flikapcbkumn 3acobamu Ta
iHWi BnAn B3aemogiin”, "Ocob6amBocCTi
3acTocyBaHHA" BigNoOBIAHO [0 OHOB/IEHOT
iHchopMmawii 3 6e3nekn 3acTocyBaHHA Aito4oi
peyoBUHM Nikapcbkoro 3acoby. BBegeHHsA 3MiH
NPOTArom 6-TW MICALIB NIiC/A 3aTBEPAXKEHHS.
CynyTHSA 3MiHa - 3MiHW Woa0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
BHeceHHA abo 3miHa(v) Ao 3060B'A3aHb Ta yMOB
BMAAYi peecTpauiliHoro noceigYeHHs,
BK/IOYa0uM MnaH ynpasniHHA pusvkamu
(3acTocyBaHHA TEKCTY, KW NOrOKEHNA 3
KOMMETEHTHUM opraHom) 3asBHUKOM HafaHo
OHOB/IEHUI [naH ynpaBniHHA pu3nkammn Bepcis
2.0 3MiHM BHeCeHOo [0 YacTuH: V «3axoau 3
MiHimi3auii pusmkie», VI «Pe3tome nnaHy
ynpaBniHHA pusnkamu», VIl «Jogatku».
MpencTasneHi 3MiHM B iHhopmaLii 3 6e3neku
LLIOA0 BHECEHHS 3MiH Ta AONOBHEHb 3rifHO 3
iHchopmauieto 3 6e3nekm BigNOBIAHO A0
peKoMeHAaLin CyBOPUX PeryaTOPHUX areHLii
(PRAC EMA) Ta [IELL MO3 Ykpaiuu wono
HEOoOXiAHOCTi BHECEHHS 3MiH.

55.

56.

rPyaHuiA
36IP Nel

36ip no 50 r y naykax 3
BHYTPILLHIM NakeTom;
no 1,5 ry cinbTp-
nakeTi; no 20 qinbTp-
nakeTiB y nayyi abo y
nayuj 3 BHYTPILLHIM
nakeTom

MpAT
"NikTpasn"

YKpaiHa

MpAT
"NikTpasn”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MmiHu | TYny - 3MiHK 3 AKocTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHWI 3aci6 (iHLWi 3MiHN)
BHECEHHS 3MiH 40 cneundikauii 3 KOHTPOIO
NepBUHHOrO NakyBasibHOro matepiasny (Manip
hiNbTpyBasibHWIA), a caMe [A0NOBHEHHS
nokasHuka «lgeHtudikalis (30BHiLLHI 03HaKN)»
BK/TIOYEHHAM [OAAaTKOBUX O3HAK A/1A
Bi3ya/IbHOr0 KOHTPO/I0 «6) Konip».

6e3
peuyenma

UA/5858/01/01

rPYagHUA

36ip o 50 r y maykax 3

MpAT

YKkpaiHa

MpAT

Ykpaina

BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis:

6e3

UA/5859/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3BIP Ne2 BHYTPILLHIM NakeToM; "NikTpasun" "MikTpasun" 3miHu | TYny - 3MiHKW 3 AKoCTi. FoTOBUIA peyenma
no 1,5 ry cinbTp- nikapcbkuii 3aci6. Cuctema
naketi; no 20 inbTp- KOHTelHep/3aKynopoBasibHWi 3aci6 (iHLLi 3MiHK)
nakeTiB y mauui abo y BHECEHHS 3MiH 40 creuudikaLii 3 KOHTPOsIo
naJui 3 BHYTPILLHIM NnepBMHHOrO NakyBasibHOro matepiasny (Manip
nakeTom hinbTpyBasbHMiA), a came [JONOBHEHHS
nokasHuka «lgeHTudikalis (30BHiLLHI 03HaKN)»
BK/TIOYEHHSIM [OAATKOBUX O3HAK A/1A
Bi3ya/IbHOr0 KOHTPO/o «6) Konip».
57. AAP®PEH® TabneTku, BKpUTI MpAT YkpaiHa PoHTic Xennac pewis BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 6e3 nionsizae UA/18537/01/01
NOHr nNiBKOBOIO "®papmaueBT Megikan eHpg, 3MiHK | TUny - 3MiHK 3 AKOCTi. FOTOBMIA peuyenma
060/10HKO0, 200 nyHa goipma dapmacbtoTikan nikapcbkuii 3aci6. CTabifibHICTb. 3MiHa Y
mr/500 wr; no 10 "NapHuusa” Mpopaktc C.A. TepMiHax npuaaTHocTi abo yMoBax 36epiraHHs
Tabnetok y 6nictepi; roTOBOrO NikapcbKoro 3acoby (36i/bLIeHHS
no 1 6nictepy B nauuj TEpPMiHy NpUAATHOCTI FOTOBOrO NiKapCbKoro
3acoby) - 115 TOproBoi ynakoBKu
(niaTBEPMKYETHCA AAHUMU PEasIbHOTO Yacy)
36ibLUEHHA TEPMiHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby. 3aTBepakeHo: 3 POKW.
3anponoHoBaHo: 4 poku. 3MiHN BHECEHI B
IHCTPYKL,il0 415 MeANYHOro 3acTocyBaHHS
nikapcbKoro 3acoby y po3gin "TepMiH
npuaatHocTi". BBeAeHHS 3MiH NpOoTSArom 6-1u
MicsILiB NicNs 3aTBEPAKEHHS
58. AEHIrMA® TabneTku, BKpUTI TOB Ykpaina KYCYM IHais/YkpaiHa BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis: 3a He UA/13254/01/02
060/10HKOI0 M0 10 Mmr; «TNEJ®AP XENTXKEP NMBT 3MiHK | TNy - 3MiHK WoA0 peyenmom nionsizae
no 14 tabnetok y M NTO» NTA, Hais; 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsgy.
6nicTepi; no 1 AnbTepHaTVBHU BunyueHHs (cuna gji) - 3 peectpauiiiHoro focbe
6nicTepy B KapTOHHiIl 1 BUPOBHUK, L0 BW/IyYEHO [03YBaHHS N0 5 Mr. 3MiHW BHECEHI [0
ynakosui; no 14 3[jicHI0E IHCTPYKLi 415 MEAMYHOr0 3aCTOCYBaHHS
Tabnetok y 6nictepi; BTOPVHHE nikapcbkoro 3acoby y po3gin "Cknag/fitoua
no 1 6nictepy B nakyBaHHs, peyoBUHA", K HAcNifoK - y po3ain "Cnocié

KapTOHHI/ ynakoBsLyi;
no 10 KapTOHHUX
YNaKkoBOK Y KapTOHHilA
Kopobui

KOHTPO/b SKOCTI
Ta BUNYCK cepil:
TOB "KYCYM
PAPM", YkpaiHa

3acTocyBaHHA Ta Ao3u", 3 BignoBigHMM
3MiHaMK [0 TEKCTY MapKyBaHHS YNakoBKu
nikapcbKoro 3acoby. BegeHHs 3MiH npoTsrom 6-
TN MiCALB NicNa 3aTBEPMKEHHS; 3MiHW | Tuny -
3MiHK 3 SKocTi. FoToBMIA Nnikapcbkuid 3aci6. Onuc
Ta cknaj,. 3MiHa abo AoJaBaHHs WTamnis,
NOTOBLLEHb @60 IHLWMX MapKyBaHb, YK/IKUaumn
3amiHy ab6o fofasaHHs hapb Ana MapKyBaHHS
niKapcbKoro 3acoby (3MiHa pucKy, NpU3HaYeHol
[ONA po3AiNeHHs TabneTkn Ha piBHI A03N) -
HaHeCeHHs pucku Ha TabneTky 3 Jo3yBaHHAM 10
M, MPU3HAYEHOI ANA PO3aiNeHHa TabneTku Ha
piBHi 403w, BIANOBIAHO A0 MiHIMaNbHOT
TepaneBTUYHOI 403K 5 Mr. 3MiHW BHECEHI 40
IHCTPYKLUT 418 MEAUYHOro 3aCTOCYBaHHSA
NiKapcbKoro 3acoby y po3ain "Jlikapcbka
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

thopma/OCcHOBHI i3MKO-XiMiYHI BAacTUBOCTI", K
Hacnigok - y po3ain "Cnoci6 3actocyBaHHs Ta
[o3n". BBefeHHsA 3MiH NpoTArom 6-Tn Micauis

nicns 3aTBepmKeHHst; 3MiHu | Tuny - 3miHu 3
sKocTi. FoToBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKkapCbKOro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHS roTOBOrO /liKapCbKoro 3acoby
(iHLWi 3MiHW) - 3MiHM NPOINO AOMILLIOK,

A0NyCTUMUX MEX Ta MeToaukn (Metogom MX) 3a
nokasHukoMm «CynpoBigHi AOMILLKW» y MeToAax
KOHTposto MN13. BBEAEHHS 3MiH MPOTAroM 6-Tu
MicALiB NicnsA 3aTBepAKEHHS; 3MiHU 3 SKOCTI.
[oTOBWIA Nikapcbknii 3aci6. KOHTPOb rOTOBOrO

nikapcbkoro 3aco6y. 3mMiHa napameTpis
cneumdikauiii Ta/abo foNYCTUMUX MEX FOTOBOrO
nikapcbKoro 3acoby (iHwi 3MiHK) - 3miHun | TNy -
3MiHu 3 aKocTi. CepTudikaT BignosigHoCTI/lE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
hapmakonei/moHorpadii. 3MiHW, NOB'A3aHi 3
HeOob6XiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii AdPY abo €BponeiicbKoi
thapmakonei, abo iHLWOoT HauioHa/IbHOT
thapmakonei gepxasu €C (iHLWi 3MiHW) —
crneungikaLito Ta MeToAM KOHTPOSIIO SKOCTI Ha
Ailo4y peyoBrHy MeMaHTaHy rigpoxaopuay
npvBeLeHo Y BignoBigHICTb A0 BUMOT
MoHorpadii «Memantine hydrochloride» USP;
3MiHu | TURY - 3MiHK 3 SKocTi. API.
Brpo6HMLUTBO. 3MiHa BUPOOHUKA
BUWXifHOro/NPOMKHOro NPoAyKTy/pearenTy, Lo
BUKOPVICTOBYIOTbCS Y BUPOOHNYOMY MPOLLECI
A®I, abo 3miHa BUpoOHYKKa (BKIOHYaKUK, ae

HeobXxifHO, MicLe NPOBEAEHHS KOHTPOIIO AKOCTI)
A®I (3a BigcyTHOCTI cepTudikaTa BiANOBIAHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaKeHoMy
[0Cbe)(3anponoHoBaHUli BUPOGHUK HAIEXUTb
[0 Tiei camoi BUPOOHNYOT rpynu NigNpueEMCTB,

LLIO 11 3aTBEPAXKEHNI) -BBEAEHO [04ATKOBY
AiNbHULIIO BUPOOHULITBA Ai04OT pEYOBUHN
MeMaHTUHY TigpoXI0pugy, aka HanexuTb 0
3aTBepxeHoro BupobHrka Megafine Pharma
(P) LTD, Ingis; 3MiHu | TUny - 3MiHM 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOrO
nikapcbkoro 3acoby (iHwi 3mMiHW) - meToau
KOHTPONIO siKOCTi /13 npeacTaBneHo
YKPaiHCbKOK MOBO. BBEAEHHS 3MiH NPOTArom
6-TN MicALIB Nicna 3aTBEPMKEHHS; 3MiHM | TNy -
3MiHu 3 sKocTi. A®l. KoHTposib A®l. 3miHa y
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

napameTpax cneuudikauii Ta/abo JONMyCTUMMX
MeX, BU3HaYeHuX y cneuudikauisx Ha AdPl, abo
BUXIZAHWUA/NPOMIXHUIA NPOAYKT/peareHT, Lo
BUKOPVCTOBYIOTBCS Y NpoLeci BUpobHuuTea Ad|
(4ONOBHEHHS cneumdikaLii HOBUM NOKa3HUKOM
AKOCTI Ta BifNoBigHMM METOA0M BUNPOOYBaHHS)
- Ao nokasHuka «ldentification» gogaHo metog,
XRD pgnsi KOHTPOso noniMopdoHOT dhopmu AitoHoi
PeyoBUHN MEMaHTUHY rigpoxiopuay; 3MiHu |
Tnny - 3MiHK 3 akocTi. A®I. KoHTposb AdL. 3miHa
y napameTpax cneuudikauin Ta/abo gonyctummx
MeX, BU3HaueHux y cneyudikauisx Ha A®l, abo
BVXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(aopaBaHHA abo 3aMiHa (3a BUHATKOM aKTUBHOT
peyvoBUHM 6I0NOrYHOro abo IMyHOOrYHOTO
NOXO/PKEHHSA) NapameTpa cneumdikauii 3
BIANOBIAHUM METOA0M BUNPOGYBaHHA 3a
pe3ynbTatamu gocnigkeHb 3 6e3neku abo
AKocTi) - [jo nokasHuka «Organic impurities»
MeTogom GC fo4aH0 BU3HAYEHHS AOMILLKM
MEM-II 3 gonyctrmoto mexeto NMT 0,10%;
3MiHu | TUnNy - 3MiHK 3 AKkocTi. A®IL. KOHTpob
A®l. 3miHa y napameTpax cneuudikauiin Ta/abo
[ONYCTUMMX MEX, BU3HaUYeHuX y cnevudikavisx
Ha A®I|, abo BUXigHWIA/NPOMIXHWIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCH Y
npoueci BupobHuutea A®| (nogasaHHs abo
3aMiHa (3a BUHATKOM aKTVBHOI peYOBUHU
6i0/10riYHOr0 abo iMyHOOMNYHOIO NOXOMAXXEHHS)
napameTpa cneuudikauii 3 BiZNoBigHUM
MEeTOA0M BUNPOGYBaHHA 3a pesynbTatamu
nocnigpxkeHs 3 6e3nekn abo akocTi) - [lo
nokasHuka «Residual solvents» metogom GC
HS pgogaHo BM3Ha4YeHHs izonponin xnopuay (3
ponyctumoto mexeto NMT 50 ppm ), eTun
aueTtarty (3 gonyctumoto mexeto NMT 500
ppm ), i3onponin aueTtarty (3 4OMyCTUMOIO
mexeto NMT 500 ppm) Ta 6eHsony (3
ponyctumoto Mexero NMT 2 ppm); 3minum |l Tuny
- 3MiHU 3 siKoCTi. [OTOBWMIA Nikapcbkuii 3aci6.
Onuc Ta cknag. 3miHa y cknagi (40noMiKHUX
peyoBMHaX) roTOBOrO Jlikapcbkoro 3acoby (iHLwi
[0MNOMDKHI peqyoBrHK) - FAKICHI 260 KiNbKiCHI
3MiHM LWOAO OJHIET a0 AeKiNbKOX AO0NOMiIXHUX
PEYOBUH, SiKi MOXYTb 3HAYHO BM/INHYTU Ha
6e3neky, AKicTb a60 epeKTUBHICTb FOTOBOro
NiKapCbKOro 3acoby — SIKICHI Ta KifIbKIiCHi 3MiHM




49

n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

[LOMNOMDKHMX PEYOBUH i K HACMiAOK 3MiHa
cepefHbOi Macu TabneTku. BeegeHHs 3MiH
NpoTArom 6-Tn MicALB NiCNs 3aTBEPAKEHHSA

CynyTHS 3miHa
- 3MiHU 3 siKoCTi. [OTOBWMIA Nikapcbkuii 3aci6.
Onuc Ta cknag,. 3miHa chopmn abo po3mipis
nikapcbkoi hopmMu (TabneTkn 3 HeranHum
BUBINIbHEHHAM, Kancyu, cyrnosuTopii Ta
necapii);
3MiHu |l Tuny - 3MiHM 3 AkocTi. [oToBWMiA
nikapcbkuii 3aci6. 3MiHN Y BUPOGHULTBI. 3MiHN Y
npoveci BUpOOHULTBA FOTOBOrO NiKapCbKOro
3aco6y, BK/OUaUY NPOMDKHUIA MPOAYKT, WO
3aCTOCOBYETHCS MPW BUPOGHULTBI FOTOBOrO
nikapcbKoro 3acoby (cyTTeBa 3miHa y NpoLeci
BMPOOHMLTBA, AKa MOXEe MaTu iCTOTHUIA BNIMB Ha
AKICTb, 6e3neKy Ta eheKTUBHICTb JlikapCbKOro
3acoby) — 3MiHu y npoueci BupobHuuTea M3
AN aganTauii TEeXHOMOrMNYHOro npoLecy y
3B’A3KY i3 3MIHOK [JONOMIXHUX PEYOBUH Y CKnagi
N3, a came:
- 3MiHa MeToAy BOJIOroi rpaHy isLii Ha MeToz,
NPSIMOro NpecyBaHHS;
- BUZaneHo psg nifrotoBumx TEXHOMOMYHNX
cTagiin;
- KOPerylTbCs NnapaMeTpu TeXHO/ONYHOro
npouecy Ha cTafisix 3MillyBaHHA, OnyptoBaHHS,
TabneTyBaHHs Ta NOKPUTTA 0OO/TOHKOIO.
FAK Hacnifok, BiAGYBaOTLCA 3MiHW Y
cneuudikauisx nig yac supodbHuuTea M13.
3MiHN BHECEHI A0 IHCTPYKLiT 4518 MeguyHoro
3acTocyBaHHS NikapcbKoro 3acoby y po3gin
"Cknag/[0onomikHI pe4yoBuHW", 3 BiANOBIAHUMM
3MiHaMK 0 TEKCTY MapKyBaHHS YNakoBKu
niKapcbKoro 3acoby. BBeeHHS 3MiH NPOTAroM
6-TV MicALIB NiCNsA 3aTBEPLYKEHHSN
CynyTHS 3miHa
- 3MiHu 3 siKoCTi. [OTOBWMIA Nikapcbkuii 3aci6.
3MiHn y BUPO6HMLTBI. 3MiHU BUNpobyBaHb abo
[OMYCTUMUX MEX, BCTAHOB/IEHNX Y
cneuudikayisix, nig yac BUPO6GHULTBA FOTOBOrO
nikapcbKoro 3acoby (iHLwi 3MiHW)

59.

AEHIFMA®

TabneTku, BKpUTI
060/10HKOt0 NO 10 Mr;
in bulk: Ne 14x200: no
14 TabneTok y
6nictepi; no 200
6nicTepiB y KAPTOHHIN

TOB
«FNEA®PAP
M NTO»

YkpaiHa

KYCYM
XENTXKEP NBT
NTA, IHpis;
AnbTepHaTUBHU
1 BUPOBHUK, L0
34jcHI0E

IHAis/YkpaiHa

BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis:
3MiHK | TUNy - 3MiHK WoA0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsagy.
BunyueHHs (cuna gji) - 3 peectpaviiiHoro focbe
BW/TyYEHO [03yBaHHsA No 5 Mr; 3MiHu | Tuny -
3MiHM 3 siKoCTi. [0TOBMIA NiKapcbkuii 3aci6. Onuc

He
nionsieae

UA/15791/01/02
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Kopobui BTOPUHHE Ta cknag,. 3MiHa abo AoJaBaHHs WTaMmiB,
nakyBaHHS, NOTOBLLEHb a60 IHLUNX MapKyBaHb, YK/H0UaKUM
3amiHy abo gogasaHHsA hapb AN MapKyBaHHSA

KOHTPO/Ib AKOCTI
Ta BUNyCK cepii:
TOB "KYCYM

®APM", YkpaiHa

nikapcbKoro 3acoby (3mMiHa pucku, NpUsHayeHol
015 po3fineHHa TabneTkn Ha piBHI fo3M) —
HaHeCceHHs1 pUCKu Ha TabneTky 3 fo3yBaHHAM 10
M, MPU3HAYEHOI A9 PO3AiNeHHA TabneTkv Ha
piBHI 03, BiANOBIAHO A0 MiHIMabHOI
TepaneBTUYHOI 4031 5 Mr; 3MiHW | Tuny - 3MiHK 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKkapcbKoro 3acoby. 3miHa y MeTofax
BMNPOGYBaHHA roTOBOrO /iKapCbKOro 3acoby
(IHLWi 3MiHM) — 3MiHW PO AOMILLOK,
[OMYyCTUMUX MeX Ta MeToaukn (MeTogom MX) 3a
nokasHukoMm «CynpoBifHi AOMILLKW» Yy MeTofax
KOHTposito [/13. BBEAEHHS 3MiH NpOTArom 6-tu
MiCALiB MicNna 3aTBepOXEHHS.
CynyTHSA 3miHa
- 3MiHM 3 sKoCTi. [0TOBWMIA Nikapcbkuii 3aci6.
KOHTpPO/Ib rOTOBOrO NiKapcbkoro 3acoby. 3MiHa
napameTpiB creuudikauii Ta/abo gonycTuMmx
MEeX roTOBOrO /iKapCbKOro 3acoby (iHLUi 3MiHK);
3MiHu | TUNy - 3MiHK 3 AkocTi. CepTudpikat
BignosigHocTi/lE-cepTudikar BignosBigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. 3miHu,
NnoB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii APY abo
€Bponelicbkoi hapmakonel, abo iHwoi
HauioHanbHOT hapmakonel gepxasun €C (iHLWi
3MiHW) - cneymdikalito Ta METOAW KOHTPOHO
AKOCTI Ha fjilo"y PeHOBUHY MEMaHTaHy
rigpoxnopuay npuBefeHo Yy BiANOBIAHICTb 40
BMMOr MoHorpadii «Memantine hydrochloride»
USP; 3MiHun | Tuny - 3miHu 3 sikocTi. AdI.
Brpo6HMUTBO. 3MiHa BUPOOHUKA
BWXifHOro/NPOMKHOro NPoAyKTy/pearenTy, Lo
BUKOPVCTOBYIOTbCS Y BUPOOHNYOMY MPOLLECI
A®l, abo 3miHa BUpoGHMKa (BKIOUatouu, ae
HeobXxifHO, MicLe NPOBEAEHHS KOHTPOIIO AKOCTI)
A®I (3a BigcyTHOCTI cepTuddikaTa BiANOBIAHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaXeHoMy
[0Cbe)(3anponoHoBaHUli BUPOGHUK HAIEXUTb
[0 Tiei camoi BUpOOHUYOT rpynu NigNpueEMCTB,
LU0 i 3aTBEPKEHNIA) -
BBE/IEHO [10aTKOBY AifIbHULII0 BUPOOHULITBA
Ai0Y0i PeYOBUHM MEMAHTUHY rigpoxnopuay, ska
HanexuTb A0 3aTBepAKEHOro BUPOo6HMKa

Megafine Pharma (P) LTD, IHgis; 3MiHu | Tuny -
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3MiHK 3 SKOCTi. F0TOBMIA NiKapCbkuid 3aci6.

KoHTposib roToBOro fikapcbkoro 3acoby (iHLwi
3MiHW) - METOAM KOHTPONO AkocTi 13
npeacTas/ieHo YKpaiHCLKOK MOBOWO. BBeieHHA
3MiH NPOTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS; 3MiHUM | TUNY - 3MiHN 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax
cneuudikayin Ta/abo gonycTMMmUX MeEX,
BM3HAYEHUX Y cneumdiikauisx Ha Adl, abo
BUXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(monoBHeHHSA cnevudikaLii HOBUM NOKa3HUKOM
AKOCTI Ta BifMoBigHMM METOA0M BUNPOOYBaHHS)
-00 nokasHuka «ldentification» gogaHo metof
XRD ansi KOHTPO/0 NOMiMOpdOHOI hopmMu AitoyoTi
PEYOBUHN MEeMaHTUHY rigpoxnopuay; 3MiHu |
TMny - 3MiHK 3 akocTi. A®l. KoHTposb A®L. 3miHa
y napameTpax cneuudikauin Ta/abo gonyctummx
MeX, BU3HaYeHuX y cneuudikauisx Ha AdPl, abo
BUXIZAHWUA/NPOMIXHUIA NPOAYKT/peareHT, Lo
BUKOPVCTOBYIOTBCS Y NpoLeci BUpobHuuTea Ad|
(mopaBaHHA abo 3aMiHa (3a BUHATKOM aKTUBHOT
peyoBUHM 6IOAOrYHOTO abo IMyHO/OMYHOro
NOXOMKEHHS) NapameTpa cneyudikauii 3
BiANOBIAHUM METOA0M BUNPOOYBaHHA 3a
pesynbTaTamu AocCnifKeHb 3 6e3nekn abo
AKOCTI) - -A0 nokasHuka «Organic impurities»
meTogom GC AoAaHo BU3HAYEHHS AOMILLKN
MEM-II 3 gonyctumoto mexeto NMT 0,10%;
3miHu | Tvny - 3miHK 3 AkocTi. APl. KoHTposb
A®I. 3miHa y napameTpax cneuudikauii Ta/abo
[ONYCTUMUX MEX, BU3HaUeHUX y cnevudikavisx
Ha A®|, abo BMXigHWI/MPOMIKHWIA
NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y
npoteci BupobHuutea A®| (qofasaHHs abo
3amiHa (3a BUHATKOM aKkTWBHOI PevOBUHN
6ion0riYHOro abo iMyHOI0MNYHOr0 NOXOKEHHS)
napameTpa cneuudikauii 3 Bi4nosigHUM
MEeTOA0M BUNPOGYBaHHA 3a pe3ynbTatamm
nocnimpkeHb 3 6e3neku abo AKoCTi) - 40
nokasHuka «Residual solvents» metogom GC
HS popaHo B13HaueHHs i3onponin xnopugy (3
ponyctumoto mexeto NMT 50 ppm ), eTun
auetaTy (3 gonyctumoto mexeto NMT 500
ppm ), i3onponin aueTary (3 4ONyCTUMOHO
mexeto NMT 500 ppm) Ta 6eHsony (3

gonyctumoto Mexero NMT 2 ppm); 3MmiHu |l Tuny
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep

peecmpayiliHo2o

nocsio4YeHHs

- 3MiHM 3 sKoCTi. [0TOBWMIA Nikapcbkuii 3aci6.
Onuc Ta cknag,. 3miHa 'y cknagi (40NoMiXHUX
pevoBUHaX) rOTOBOro NiKapCbKoro 3acoby (iHLi
[OMOMDKHI pe40BUHN) - FAKICHI @60 KinbKiCHi
3MiHM LWOA0 OAHIET a60 AeKiNIbKOX A0MOMIXHUX
PEYOBUH, SIKi MOXYTb 3HAYHO BM/IMHYTU Ha
6e3neky, AKiCTb a60 eeKTUBHICTb FOTOBOTO
nNikapcbKoro 3acoby — SAKICHI Ta KiNbKiCHi 3MiHK
[OMNOMDKHMUX PEYOBUH i K HACNifoK 3MiHa
cepefHbOi Macu Tabnetku. BBeeHHs 3MiH
NPOTArom 6-TW MICALIB NIiC/A 3aTBEPAXKEHHS;
CynyTHS 3miHa
- 3MiHM 3 sKoCTi. [0TOBWMIA Nikapcbkuii 3aci6.
Onuc Ta cknag. 3miHa chopmu abo po3mipis
nikapcbkoi oopmu (TabneTkn 3 HeraiHum
BUBISIbHEHHAM, Kancy, cynosunTopii Ta
necapii)- 3miHu Il Tuny - 3MiHK 3 siKoCTi. FoTOBMIA
NiKapCbKWii 3aci6. 3MiHW Y BUPOOHWLTBI. 3MiHN Y
npovueci BUPOOHULITBA FOTOBOrO NiKapCbKOro
3aco06y, BKIOYaUM NPOMDKHUI NPOAYKT, L0
3aCTOCOBYETLCA MNPV BUPOOHULITBI TOTOBOrO
nikapcbKoro 3acoby (cyTTeBa 3MiHa y Npoueci
BMPOOHWLITBA, AKa MOXe MaTu iCTOTHUIA BNIMB Ha
AKICTb, 6e3neky Ta eheKTUBHICTb /liKapCbKOro
3aco06y) - 3miHM y npoueci BUpobHuuTea M3
ONA aganTauii TeXHONOrYHOro npovecy y
3B'A3KY i3 3MiHOKO [LONMOMiXXHUX PEYOBWH Y CKNagi
N3, a cave:
- 3MiHa MeToAy BOJIOrOf rpaHynaLii Ha MeTog
NPsSIMOro NpecyBaHHS;
- BUAANEHO PAS MiAroTOBYMX TEXHOMOMIYHNX
cTagin;
- KOPEerylTbCs NapaMeTpu TEXHO/ONYHOro
npouecy Ha CTafisix 3MillyBaHHS, ONyAploBaHHs,
TabneTyBaHHs Ta NOKPUTTA 060TOHKOIO.

FAK Hacnifok, BiAGyBaOTLCA 3MIHN Y
cneumdikauisix nig yac BupobHuuTtea M13;
CynyTHS 3MiHa
- 3MiHU 3 siKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.
3MiHU y BUPO6HMLTBI. 3MiHU BUNpobyBaHb abo
[OMYCTUMUX MEX, BCTAHOB/EHNX Y
cneumdikavisx, nig yac BUPOOHULTBA FOTOBOrO
NiKapcbKoro 3acoby (iHwi 3MiHKW)

60.

LOENPUBOKC
®

TabneTku, BKPUTI
N1iBKOBOK 060/IOHKOO
no 50 mr no 10
Tabnetok y 6nictepi;
no 2 a6o 5, a6o 10

CTAOA
ApuHaimiTT
enb Al

HimeyunH
a

Bunyck cepiii:
CTAOA
ApuHaiimitTTens
Arl, HimeyunHa
Brpo6HMLUTBO

HimeyunHa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHu | TMNy - 3MiHK Woao
6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy dpapmakoHarnsay (BBefeHHs

3a
peyenmom

UA/3091/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
6nicTepiB y KAPTOHHIN Hepo3dacoBaHo y3arasibHeHVX AaHUX Npo cucTemy
KopooLi ro NPOAYyKTY, thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI 0cobu,
KOHTPO/b Cepili: BiZJNOBIAAbHOI 3@ 3AiICHEHHS
PotTeHgopd thapmakoHarnsgy; KOHTakTHOi 0cobu 3
dapma 'mbX, thapmakoHarnagy 3asBHuka ansi 34ilicCHeHHA
HimeuunHa thapmakoHarnsgy B YKpaiHi, K0 BOHa
MepBuHHE Ta BiIMiHHA BiJ, YNOBHOB&XeHOI 0cobu,
BTOPVHHE BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapMmakoHarnsgy
nakyBaHHs, (BKNHOYAIOUN KOHTaKTHI faHi) Ta/abo 3miHn y
KOHTPO/b Cepiit: pO3MilLEeHHI MacTep-gaiina cuctemm
PotTeHgopd hapmakoHarnsgy) 3MiHa ynoBHOBaXXeHO! 0cobu
®apma 'méX, 3a8BHWMKa, BiANOBIAabHOI 3a thapmakoHarnsag;:
HimeuunHa [itoua pepakuin: -p ®peaepika Knsiin.
KoHTponb cepiii: MponoHoBaHa pepakuis: A-p AHapeac |IBaHOBUY.
Na6op NC CE i 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0cobu,
Ko. KT, BiAMOBIAa/IbHOI 3a hapMakoHarsg. 3miHa
HimeyunHa KOHTaKTHOI 0CO6U 3asiBHWKa, BifnoBigasibHOI 3a
thapmakoHarnag B Ykpaii.
[itoua pepakuis: MNpycbkuii CTaHicnas
Bonogumnposuy. NponoHoBaHa pefakLis: oy,
TeTaHa tOpiiBHa. 3MiHa KOHTaKTHUX JaHUX
KOHTaKTHOI 0CO6U 3asiBHMKA, BiAnoBigasibHOI 3a
hapMakoHarnsag B YkpaiHi.
61. AEMPUBOKC | TabneTtku, BKpUTI CTAOA HimeuunH Bunyck cepiii: Himeuunna BHECEHHS 3MiH [0 peecTpavliiHuX maTepianis: 3a - UA/3091/01/02
® MN/1iBKOBOK 0BOMIOHKOK | ApUHaNMITT a CTALA 3MiHu | TURY - 3MiHK Woao peyenmom
no 100 mr no 10 enb Al ApuHaiimiTTens 6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsay.

TabneTtok y 6nictepi;
no 2 a6o 5, a6o 10
6nicTepiB y KAPTOHHIl
Kopobui

Al', HimeyunHa
Brpo6HMLUTBO
Hepo3gacoBaHO
ro NPoAyKTY,
KOHTPO/b cepili:
PotTeHzopd
dapma M'm6X,
HimeyunHa
MNepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b cepiit:
PotTeHgopd
dapma 'méX,
HimeyunHa
KoHTponb cepiii:
Na6op NIC CE i
Ko. KT,
HimeuunHa

BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX
npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnX Npo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAA/IbHOT 3@ 34iICHEHHS
dhapmakoHarnsgy; KoHTakTHoi ocobu 3
hapmakoHarnsgy 3asBHuKa 415 34iCHEeHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHa
BiMiHHA Bif, YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A ddapmakoHarnsagy
(BK/IIOYAKOUM KOHTAKTHI JaHi) Ta/abo 3MiHM y
pO3MiLLEHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy) 3MiHa yrnoBHOBaXXeHOT 0co6U
3a8BHWMKa, BiANOBIAA/IbLHOI 3a hapmakoHarnsag;:
Litoua pepakuin: -p ®peaepika Knsiin.
MponoHoBaHa pepakuis: [1-p AHgpeac IBaHOBKY.
3MiHa KOHTaKTHMX JaHuX YNOBHOBaXXEHOT 0cobu,
BignoBiganbHOI 3a hapmakoHarnsg. 3miHa
KOHTaKTHOI 0CO6U 3asiBHMKA, BifnoBigasibHOI 3a
hapmakoHarnsg, B Ykpaii.

[itoua pepakuisi: Mpycbkuii CTaHicnas
Bonogumuposwny. MponoHoBaHa pegakis: owy
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep

peecmpayiliHo2o

nocsio4YeHHs

TeTsHa tOpiiBHa. 3MiHa KOHTaKTHUX JaHUX
KOHTaKTHOI 0CO6U 3asBHWKa, BifnoBigasbHOI 3a
thapmakoHarnsg B YKpaii.

62.

JVCMOPT®

MOPOLLOK A1 PO3UUHY
Ans iH'ekuii no 500
O[; 1 cdonakoH 3
MOPOLUKOM Y
KapTOHHIlA KOpooLi

INCEH
DAPMA

®paHuisa

INCEH
BIO®APM
NIMITEL,

Benuka
BpuTaHis

BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis:
3MiHu | TMNY - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cuctemy dhapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX Npo cUcTeMy
hapmakoHarnsgy, 3MiHa ynoBHOBaXeHO0i 0cobu,
BiANOBiAANbHOI 3a 34iliCHEHHS
thapmakoHarnsgy; KOHTakTHOi 0cobu 3
thapmakoHarnagy 3asBHuKa Ans 34iiCHeHHSA
thapMakoHarnagy B YkpaiHi, KLU0 BOHA
BiIMiHHA Bif, YyNOBHOB&XeHOI 0cobu,
BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapmakoHarnsagy
(BK/TIOYAIOYM KOHTaKTHI AaHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-ghaiisia cuctemm
thapmakoHarnsgy) 3miHa KOHTaKTHOI 0co6u
3asBHMKa, BiANOBIAA/IbHOT 3a hapmakoHarnsz B
YKpaiHi.

[itoua pepakuis: Mony6HUYmMin OnekcaHgp
CeprilioBuy. MponoHoBaHa pefakLis:
MpokoneHko IpnHa MukonaisHa. 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHNIKA,
BignoBifasIbHOI 3a dpapmMakoHarnsa B Ykpaii

3a
peyenmom

UA/13719/01/01

63.

JVCMOPT®

NOPOLLOK A/15 PO3UUHY
ONns iv'ekuin no 300
Of; 1 cdonakoH 3
NOPOLLKOM Y
KapTOHHIlA KopoobLi

INCEH
DAPMA

®paHuisa

INCEH
BIO®APM
NIMITEL

Benvka
BpuTaHis

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis:
3MiHu | TMNY - 3MiHK Woa0
6e3nekn/edpekTMBHOCTI Ta thapmakoHarnsay.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX
npo cucTemy thapmakoHarnsagy (sBefieHHs
y3ara/ibHeHUX AaHunx npo cuctemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAA/IbHOT 32 3AiCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobu 3
hapmakoHarnsgy 3asaBHUKa 415 34iNCHEHH:
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiMiHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsgy
(BKHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHN y
PO3MiLLEHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy) 3MiHa KOHTaKTHOI 0cobu
3asBHMKa, BiANOBIAa/IbHOT 3a hapmakoHarnsz B
YKpaiHi.

[itoya pepakuis: Mony6HWYmMin OnekcaHap
CeprilioBuy. MponoHoBaHa pefakuis:
MpokoneHko IpnHa MukonaisHa. 3miHa
KOHTaKTHUX AAaHWX KOHTAKTHOI 0CO6M 3asiBHYMKA,

3a
peyerimom

UA/13719/01/02
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BignoBiga/IbHOI 3a dhapMakoHarnsa B YKpaiHi
64. AN®EPENIH NopoLUoK no 22,5 mr INCEH PpaHuin Bupo6bHuuTBO, LLeiiuapisi/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a - UA/9454/01/02
® Ta PO3YMHHUK AN PAPMA nepBuHHE PpaHuis/ 3MiHn | TURY - 3MiHK Woao peyenmom
cycneHsii Ans iH'ekuin nakyBaHHs, HimeuunHa 6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
3 MPOSIOHTOBaHUM KOHTPO/b AKOCTI BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
BMBI/TbHEHHAM; 1 Ta npo cuctemy thapmakoHarnsgy (BBefeHHs
dp1akoH 3 NOPOLLKOM Y BUNPOOYBaHHSA y3arasibHeHUX JaHux npo cuctemy
KOMNeKTi 3 Ha CTabiNbHICTb: thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0ocobw,
PO34YMHHMKOM (BOAA MOPOLLIOK: BiANOBIAANbHOI 3a 34i/iCHEHHSA
ONs iH 'ekyin) no 2 mn [Leb6iochapm thapmakoHarnsay; KOHTakTHOi 0cobu 3
B amnyni Ne 1, 1 Picepu eHp, thapmakoHarnaay 3asBHuKa ansi 34iliCHeHHSA
6nicTepom, wo MaHythakuypuHr thapmakoHarnsagy B YKpaiHi, K0 BOHa
MicTuTb 1 wnpuy ans C.A, BiAMiHHA BiJ, YNOBHOB&XeHOI 0cobu,
iH'EKL Ta 2 iH'eKUiliHI LLBeiiuapis; BiANOBIAA/IbHOI 3a 34iliCHEHHA hapmakoHarnsgy
TONIKN Y KAPTOHHIN Brpo6HMUTBO, (BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
Kopobui nepBuHHe pO3MilLEeHHI MacTep-ghaiina cuctemm
nakyBaHHs Ta thapmakoHarnsgy) 3MiHa KOHTakTHOI 0cobu
KOHTPO/b AKOCTI: 3asBHVKa, BifNOBiAaIbHOI 3a thapmakoHarnsg, s
PO3UNHHUK: YkpaiHi.
CEHEKCI, [itoua pepakuis: Fony6HUYmMiA OnekcaHap
PpaHuis; CeprilioBny. MponoHoBaHa pefakuis:
3IrepPia MpokoneHko IpuHa MukonaisHa. 3MiHa
XAME/IbH KOHTaKTHUX JaHWUX KOHTaKTHOI 0CO6u 3as1BHYKA,
v6X, BiANOBIAaUIbHOI 3a hapmakoHariag B YKpaii
HimeuunHa;
BTopuHHe
nakyBaHHs Ta
BWMYCK Cepii:
INCEH ®APMA
BIOTEK,
PpaHuis
65. AN®PEPENIH nopotuok no 0,1 mr Ta INCEH PpaHuis MopoLuok: PpaHuis BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis: 3a - UA/0695/02/01
® PO3YMHHUK ANA PAPMA Brpo6HMLTBO, 3MiHu | TURY - 3MiHK WoAao peyenmom
PO34MHY A5 iH'EKUIN, TeCTyBaHHs, 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
no 7 chnakoHiB 3 nakyBaHHs, BBeneHHs ab0 3MiHM [0 y3arasibHeHUX AaHNX
MOPOLLKOM Ta 7 amny/ BWMNYCK Cepil: npo cuctemy chapmakoHarnsgy (BBefeHHs
3 1 MA1 pO3YMHHUKa INMCEH ®APMA y3arasibHeHnX AaHux Npo cuctemy
(PO34unH HaTpilo BIOTEK, hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobw,
xnopugy 0,9 %) y ®paHLis; BiANOBIAANbHOI 3a 34i/iCHEHHSA
KapTOHHI KOpO6L PO34MHHWK: dhapmakoHarnsgy; KOHTakTHoi ocobu 3
Bnpo6bHuLUTBO, chapmakoHarnsgy 3asBHUKa AN 34iCHEHHS
nepBuHHe hapMakoHarnsgy B YKpaiHi, SKLL0 BOHA

nakyBaHHA Ta

KOHTPO/1b SAKOCTI:

CEHEKCI,
PpaHuis;
BTopuHHe

nakyBaHHs,

BiIMiHHA BiJ YNOBHOBaXeHOI 0co6H,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI JaHi) Ta/abo 3miHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsay) 3MiHa KOHTaKTHOI 0cobum
3asBHVKa, BifNoBiAabHOI 3a hapmakoHarnsg B
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BWMNYCK Cepii: YkpaiHi.
INMCEH ®APMA [itoua pepakuis: Fony6HUYmMin OnekcaHap
BIOTEK, CepriiioBny. MNMponoHoBaHa peaakLis:
®paHuia MpokoneHko IpuHa MukonaisHa. 3MiHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHNKA,
BiANOBIga/IbHOI 3a hapmMakoHaring B YKpaiHi
66. AN®EPENIH nopoLuok no 3,75 mr INCEH ®paHuisa MopoLuok: PpaHuis/ BHECEHHS 3MiH 0 peecTpavljiiiHiX MmaTepianis: 3a - UA/0695/01/02
® Ta PO3YMHHUK Ans PAPMA Bupo6HMLTBO Ta ITania/ 3MiHK | TNy - 3MiHK WoA0 peuenmom
cycnensii Ans iH'ekuin nakyBaHHs: Benbris 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsagy.
NPOJIOHIOBaHOro IMCEH ®APMA BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX
BUBINbHEHHS; 1 BIOTEK, npo cuctemMy hapmakoHarnsgy (BBefeHHs
h/1aKOH 3 NOPOLLKOM Y PpaHuis; y3arasibHeHUX AaHunx Nnpo cuctemy
KOMMEKTI 3 Mamma- hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
PO3YMHHMKOM MO 2 M/ BUNPOMIiHIOBaHH BiANOBiAANbHOI 3a 34iliCHEHHS
(maHiT (E 421), BOga A thapmakoHarnsgy; KOHTakTHOi ocobu 3
Ans iH'ekuiin) B amnyni, INCEH ®APMA thapmakoHarnagy 3asBHuKa ans 34iiCHeHHSA
Lnpuuom ansa BIOTEK, hapmakoHarnagy B YkpaiHi, KLU0 BOHA
0/}HOPa3o0BOoro ®paHuisa BiIMiHHA Bif, YyNTOBHOB&XeHOI 0cobu,
BMKOPUCTaHHA Ta abo BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapMmakoHarnsagy
ABoma ronkamu (y CTEPIOXEHIK (BK/THOYAIOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
6nicTepHili ynakoBL,i) y CITANA pO3MiLLEeHHI MacTep-goaiisia cuctemu
KapTOHHIA KopoobLi C.M.A., Itanisa hapmakoHarnsgy) - 3MiHa KOHTaKkTHOT 0cobu
a6o 3asBHMKa, BiANOBIAA/IbHOT 3a hapmakoHarnsz B
CTEPIOXEHIK YkpaiHi. [itova pegakuis: FonyoHnuwmi
C BEJbIIA CA OnekcaHpgp CepriiioBuy. MponoHoBaHa
(Pnepyc), pefaxuis: MpokoneHko IpyHa MukonaisHa.
Benbris; 3MiHa KOHTaKTHMX AaHWUX KOHTaKTHOI 0Co6U
BTopuHHe 3asBHUKa, BiANOBIAa/IbHOI 3a (hapMakoHarnsg, B
nakyBaHHs, YkpaiHi
KOHTPO/Ib AKOCTI
Ta BUMyCK

nNiKapcbkoro
3acoby: INCEH
PAPMA
BIOTEK,
PpaHuis;
PO34YNHHUK:
Bupo6bHuuTBO,
nepBuHHe
nakyBaHHA Ta
KOHTPO/b SIKOCTI:
CEHEKCI,
dpaHLis;
BTopuHHe
nakyBaHHs Ta
BWMYCK Cepii:
INCEH ®APMA
BIOTEK,
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
dpaHuis
67. AIOKOP 160 TabneTtku, BKPUTI TOB YkpaiHa TOB "®apma Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a - UA/8318/01/01
nNiBKOBOIO "ACIHO Crapt" 3MiHu | TRy - 3MiHK 3 SIKOCTi. FOTOBMN peyernmom
060n0HkKot0, No 160 YKPAIHA" nikapcbkuii 3aci6. 3MiHW Y BUPOGHMLTBI (iHLWi
mr/12,5 wr; no 10 3MiHM) 3MiHM [0 peecTpauiiHux MaTepianis y
TabneTok B 6aicTepi; po3ginax 3.2.P.3.3, 3.2.P.3.41a3.2.P.35,a
no 1, no 3, no 4 abo came akTyanisaujis Ha3B, OAMHULb BUMIpY Ta
no 9 6nictepis y navui [ianasoHiB AeskuMx napameTpis npolecy
3 KapTOHY HaHeCeHHs MOKPUTTA TabneTok, y 3B'A3Ky 3
MOAEPHi3aLli€to yCTaHOBKW A1 HAHECEHHS
MOKPUTTS, a Came OHOBJ/IEHHS anapaTHoro Ta
nporpamMHoro 3a6esneyeHHsl. HasegeHa
Tabsmusa kopensuii napameTpiB yCTaHOBKM A5
HaHeCEeHHS NOKPUTTA Nicns MoAepHisaLi.
3BaXxaroum Ha eKBiBa/IEHTHICTb 3HA4YeHb BMN/IMB
Ha TeXHOJIOTNYHWUIA NPoLEC BiACYTHIl.
68. AIOKOP 80 TabneTtku, BKPUTI TOB YkpaiHa TOB "®apma Ykpaina BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis: 3a - UA/8318/01/02
nNiBKOBOO "ACIHO Crapt" 3MiHK | TRy - 3MiHK 3 SIKOCTi. FOTOBMIA peyenmom
o6onoHkoto, no 80 YKPAIHA" nikapcbkuii 3aci6. 3MiHU Y BUPOGHMLTBI (iHLWi
mr/12,5 wr; no 10 3MiHM) 3MiHM [0 peecTpauiiHnx MaTepianis y
TabneTtok B 6icTepi; posginax 3.2.P.3.3, 3.2.P.3.41a3.2.P.35,a
no 1, no 3, no 4 abo came akTyasiszauis Ha3B, O4VHUL BUMIpY Ta
no 9 6nicTepis y navuj [ianasoHiB AeskMx napameTpis npouecy
3 KapTOHY HaHeCeHHs MOKPUTTA TabneTok, y 3B'A3Ky 3
MOAEPHi3aLli€lo yCTaHOBKY A1 HAHECEHHS
MOKPUTTS, & Came OHOBJ/IEHHS anapaTHoro Ta
nporpamMHoro 3a6esneyeHHsl. HaBegeHa
Tabnvus kopensuii napameTpiB yCTaHOBKY A1
HaHeCEeHHS MOKPUTTA NicNs MoAepHi3aLii.
3BaXxaroun Ha eKBiBaIEHTHICTb 3HAa4YeHb BMN/IMB
Ha TeXHOJIOTNYHUIA NPoLEeC BiACYTHIl.
69. AOBYTAMIH PO34nH ANs iHdysild, Aomvepa HimeuunH Contothapm Himeuunna BHECEHHS 3MiH [0 peecTpayjiiiHux maTepianis: 3a He UA/5714/01/01
AOMEOA 250 mr/50 mn; no 50 ApuHaiimiTT a dapmauoiiTiwe 3MiHn | TMNy - 3MiHK 3 SIKOCTi. [OTOBMIA peyenmom nionsieae
mn (250 mr) y enb M'v6X EpuolirHicce nikapcbkuii 3aci6. CtabinbHiCTb. 3miHa Yy
thnakoHi; no 1 M6X TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
(pNakoHy B KAPTOHHIl rOTOBOTO JIiKAPCbKOro 3acoby (3MEHLLEHHS
Kopo6ui; no 50 mn TepMiHy NpuaaTHOCTI FOTOBOro NiKapCbKoro
(250 mr) y donakoHi; no 3ac06y) - 15 TOprosoi YNakoBKY - 3MEHLLEHHS
1 cbnakoHy B TEepMiHy NPUAATHOCTI FOTOBOrO NiKapCbKoro
KapTOHHIA KopobLii; no 3aco6y 3 3 pokiB Ha 18 micsiLiB 06ymMoBeHO
5 KapTOHHMX KOPOBOK pesynbTatamu JoCnifKeHHs CTabiNbHOCTI.
y naiBuj 3MiHM BHeceHi B po3ain "TepMiH npuaaTHoOCTI" B
nonieTueHoBil IHCTPYKLi0 ANA MeAUYHOro 3aCTOCyBaHHA
nikapcbKoro 3acoby
70. EKBOPAN® Kancysm m'siki no 25 TOB «TeBa YkpaiHa Tesa Yex Yecbka BHECEHHS 3MiH [0 peecTpavljiiiHiX MmaTepianis: 3a - UA/7471/02/01
Mmr; no 10 kancyny YkpaiHa» IHoacTpi3 c.p.o. Pecny6nika 3MiHM | TUNY - 3MiHK 3 AKOCTi. FOTOBWMIA peyenmom

6nictepi; no 5
6icTepiB y kKopobui

nikapcbkuii 3aci6. KOHTPOnb AOMOMiIXHUX
peyoBUH. 3MiHa NapamMeTpiB cneumdikawlin
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

Ta/abo foMyCTUMUX MeX A1 AOMOMiKHOT
peyoBUHM (BUYYEHHSA 3i cneumdikaui
HEe3Ha4yHOro nokasHvka (Hanpukiag 3actapifioro
nokasHuka))

BU/TYYEHHS 3aCTapifioro nokasHuka «Baxkki
mMeTanm» 3i cneumdikauii 4ONOMiIXHOI pevyoBUHN
nonirniuepon-3 moHooneary. A TakoX BHECEHHS
pejakuiiiHux npaBok ansi napameTpis «lodine
value» Ta «Peroxide value» ana npueegeHHsa [0
cneumdikauii JOMOMDKHOI pe4YOoBUHN
nonirniueposn-3 MoHooseary

71.

EKBOPAN®

Kancysm m'siki no 50
mr, no 10 kancyny
6nictepi; no 5
6nicTepis y KopoobLi

TOB «TeBa
YkpaiHa»

Ykpaina

Tea Yex

IHAacTpi3 c.p.o.

Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis:
3MiHW | TUny - 3MiHK 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. KOHTPOIb AOMOMIXHUX
peyoBuH. 3MiHa napameTpis cneuudikauii
Ta/abo foMyCTUMUX MeX A1 AOMOMiKHOT
peyoBUHM (BUAYYEHHS 3i cneumdikaui
HEe3HaYHOro NokasHvka (Hanpukiag 3actapifioro
noKasHuka))

BU/TYYEHHS 3aCTapifioro nokasHuka «Baxki
mMeTanm» 3i cneumdikadii 4ONOMiIXHOI pevyoBUHN
nonirniuepon-3 moHooneary. A TakoX BHECEHHS
pejakuiiiHux npaBok ansi napameTpis «lodine
value» Ta «Peroxide value» gns npusefeHHs Ao
cneumdikauii 4OMOMDKHOI pe4yoBUHN
nonirniueposn-3 MoHooseary

3a
peyerimom

UA/7471/02/02

72.

EKBOPAN®

Kancysm m'siki no 100
Mmr, no 10 kancyny
6nictepi; no 5
6nicTepis y Kopobui

TOB «TeBa
YKpaiHa»

Ykpaina

TeBa Yex

IHoacTpi3 c.p.o.

Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis:
3MiHM | TUny - 3MiHK 3 AKOCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTPOIb AOMNOMIXHMX
peyoBuH. 3MiHa NnapameTpisB cneuudikauii
Ta/abo fonyCTUMUX MEX A58 AONOMKHOT
peyoBuHM (BUAYYEHHS 3i cneumdikaui
HEe3Ha4YHOro NokasHuka (Hanpukiag 3actapifioro
noKasHuka))

BU/TYYEHHS 3aCTapifioro nokasHuka «Baxkki
MeTanm» 3i cneumdikaii 4ONOMiIXHOT peyoBUHN
nonirniuepos-3 MoHoosneary. A TakoX BHECEHHS
pejakuiiHux npaBok a5t napameTpis «lodine
value» Ta «Peroxide value» ans npuBefeHHs Ao
cneumaqikaLii 4OMOMDKHOI pe4oBUHM
nonirniueposn-3 MoHooseary

3a
peyerimom

UA/7471/02/03

73.

ENI3IYM

PO34MH opanbHuii 0,5
mr/mn; no 60 mn abo
120 mn y KoHTeliHepi
i3
nonieTuneHTepedTan
aTy abo no 120 mn y
KOHTelHepi 3i ckna,

CninbHe
YKpaiHCbKO-
icnaHcbke
nignpuemMcTs
0 "Cnepko
YkpaiHa"

YkpaiHa

CninbHe
YKpaiHCbKO-
icnaHcbke
nignpueMcTBo
"Cnepko
YkpaiHa"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis:
3MiHu | TMNY - 3MiHK Woao
6e3nekn/edekTBHOCTI Ta hapmakoHarnsagy
(iHWi 3MiHM) 3MiHN BHECEHO [0 iHCTPYKLIT ANns
Me[MYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby
[0 posginy "Mo6iyHi peakuii™ wopao
NoOBIJOM/IEHHS NPO NigO3pIOBaHi MO6IYHI peakLil.

6e3
peyenma

nionsieae

UA/18400/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3aKPUTOMY KPULLKOHO 3 TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
KOHTpONeM nepLuoro 3aTBepMAXEHHS. 3MiHK | Tvny - 3MiHW WoA0
BIAKPUTTSA 3 4,03YOUOLD 6e3nekn/edeKTMBHOCTI Ta thapmakoHarisgy.
JIOXKOI Ta A03YHUnM 3MiHa y KOpOTKiil XxapakTepucTuLi NikapCbKoro
LINPULOM Y nayui 3aco0y, TeKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MEeAMYHOro 3aCTOCyBaHHA Ha nmiacTasi
perynisipHoO OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKkoro 3acoby, abo AocnimKeHb 3 6e3nekn
3acToCyBaHHSA NikapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo Ak pesynbTar
OL|iHKM 3BITY 3 JOC/iMKeHb, MPOBEAEHNX
BIANOBIAHO A0 NnaHy nefiaTpUYHNX JOCAiLKEHb
(PIP) (3MiHy y3rofxeHo 3 KOMMeTEHTHUM
YNOBHOB&XXEHUM OpraHoM) 3MiHW BHECEHO [0
IHCTPYKLi 415 MeAMYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3giny "MobivHi peakuii”
BiNOBIAHO OHOBJ/IEHOI iHhopMaLii 3 6e3neku
Ait04OT peyvoBVHN fesnopataiuHy 3rigHo
pekomeHpauii PRAC. TepMiH BBEAEHHS 3MiH
NpoTArom 6 MicsLiB nicns 3aTBepapKeHHs
74. EHBPEN® PO3YNH A5 iH'EKLIN, Mdpainzep CLUA KOHTPO/Ib AKOCTI Ipnangis/ BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis: 3a He UA/16786/01/01
50 mr/mn; 4 Eiiy.Ci.Mi. nikapcbkoro Benebris 3MiHM | TUNY - AAMIHICTPaTVBHI 3MiHW. 3MiHa peyenmom nionsizae
nonepegHsL0 Kopnopeiiw 3acoby B HalilMeHyBaHHs Ta/abo agpecu Micus
HanoOBHEHI LWINPULM NO H nonepeaHe0 NPOBaKEHHSA AiSIbHOCTI BUpOo6HMKa/imnopTepa
0,5 mn (25 wmr) abo no HarnoBHEHNX rOTOBOrO JliKapCcbKoro 3acoby, BK/Ya4m
1 mn (50 mr), a6o 4 wnpuuax: OinbHULI BUNYCKY cepii abo MicLe npoBeAeHHs
nonepegHe0 Mdpaiizep KOHTPO/IO SIKOCTI. (QiS/IbHICTb, 3a 5Ky BignoBigae
HamnoBHeHi pyyku no 1 IpneHg, BMPOGHMK/IMNOpPTEp, BK/OYaoUM BUMYCK Cepiid) -
M (50 mr), 4 TaMnoHn dapmaceyTukan AZMiHICTpaTVBHa 3MiHa agpecu 3aTBepKeHoT
3i cnMpToMm y ¢, Ipnangis BMPOGHMYOT AinbHuui 13 Mdpaiizep
nnacTyKoBoMy BUPOGHMLITBO MeHtodhbekuypuHr Benbris HB ansa npreeaeHHs y
KOHTEliHepi; nNiKapcbkoro BiANOBIAHICTb 40 aApecy 3a3HaYeHOI Ha caiiTi
NIacTUKOBUIA 3acoby B EudraGMDP. He 6yno »ogHnX 3MiH y Ha3Bi
KOHTEliHep y nonepegHbLO BVMPOGHWYOT AibHNL, (i3UYHOMY pO3TaLlyBaHHI
KapTOHHIlA KOpooLi HanoBHEHUX [OiNbHUL, Npoueci Ta KOHTPO/Ii, NOB’A3aHOMY 3
Lnpuuax, BMPOOGHULITBOM MiKapCbKOro 3acoby. 3MiHn

KOHTPO/b AKOCTI
nNiKapcbkoro
3acoby B
nonepegHL0
HanoBHEHWX
Lwnpuuax, Kpim
TecTy "BioaHanis
anonrosy";
cKagaHHs i
TecTyBaHHSA
nonepegHLo
HarnoBHEHWX

BHECEHO B iHCTPYKL,t0 415 MEAUYHOrO
3acTocyBaHHA NiKapcbKoro 3acoby y po3ain
«MicLe3HaxomKeHHs BMPOOHUKa Ta agpeca

MiCLiAl MPOBaXEHHS Or0 AiS/IbHOCTI» 3
BiANOBIAHMMM 3MIHAMU Y TEKCTI MapKyBaHHS
ynakoBKM MikapcbKoro 3acoby. BBeAeHHs 3MiH
npoTArom 6-Tu MicALiB Nicns 3aTBepMAKEeHHS
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
pYYOK;
MapKyBaHHS,
BTOPWHHE
nakyBaHHs,
BUNYyCK cepil
roToBOro
nikapcbkoro
3acoby:
Mdpaiizep
MeHtodekuypnH
r benbris HB,
Benebris
75. EHCMPIHI® PO34MH A8 iH'EKLN, TOB «Pouw YkpaiHa BTOPUHHE LLseriuapis/ BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a - UA/18885/01/01
no 120 mr; no 1 YKpaiHa» nakyBaHHs, AnoHis 3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA peyenmom
nonepegHL0 BWMNYCK Cepil: NikapcbKnit 3aci6. 3MiHN Y BUPOOHULTBI. 3MiHN Y
HarnoBHEHOMY LUNPULY ®.XodhdpmaHH- npovueci BUpO6GHULITBA FOTOBOrO NiKapCbKoro
Y KapTOHHIli kopobLi Na Pow Ntpg, 3aco0y, BK/0HAKUM NPOMKHUIA NPOAYKT, WO
LLiBeiLapis 3aCTOCOBYETLCA MNPV BUPOOHULTBI TOTOBOrO
BMNPOGYBaHHSA nikapcbKoro 3acoby (He3HayHa 3MiHa y npoueci
KOHTpPO/0 BMPOGHMLITBA) BBEAEHHA OAHOPA30BOro
SAKOCTI: nonepeaHbo 3i6paHoro CTepusIbLHOTO AINLTPY Ha
Uyraii dapma eTani cTepunisyroyoi inbTpawii 3amicTb
MaHyheKkTypuHr 6araTopasoBoro, L0 3aCTOCOBYETLCA Nicns
Ko, 1T, AnoHwis aBTOKMaByBaHHA. HoBUWiA inbTp Mae Toin camuii
BMPOGHMLTBO po3mip nop membpaHu Ta matepian (PVDF).
Hepo3gacoBaHO BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
ro NlikapcbKoro 3aTBEePMKEHHS. 3MiHM | TUNY - 3MiHW 3 AKOCTI.
3acoby, [oTOBWIA Nikapcbkuii 3aci6. 3miHn y
nepBuHHe BUPOGHMLTBI. 3MiHM BUNPO6yBaHb abo
nakyBaHHS, [OMYyCTUMUX MEX, BCTAHOB/IEHNX Y
BMNPOGYBaHHSA cneuudikauisix, nig yac BUPOOHULTBA FOTOBOrO
KOHTpPO/I0 nikapcbKoro 3acoby (BW1y4YeHHsI HeCYyTTEBOTO
AKOCTI: BMNPOGYyBaHHA B NPOLeCi BUPOGHNLTBA)
Uyraii dapma BupaneHHs nepesipku LinicTHOCTI doinbTpa
MaHydheKkTypuHr nepeg, hinbTpyBaHHAM Y CTEPW/IbHIN (oinbTpauii

Ko, T, AnoHis

(IPC), ockinbkv nepesipka NpoBOAUTLCSA
BMPOOHVKOM OIHOPa30BOro nonepeaHLo
3i6paHoro cTepuibHOro QinibTpa. OHOBNEHHS
po3ainis 3.2.P. roToBwui nikapcbKunii 3aci6é
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB micns
3aTBEPAKEHHS.
3MmiHu | TMny - 3MiHKn 3 AKocTi. FoToBUIA
nikapcbknii 3aci6. 3MiHN Y BUPOOHULTBI. 3MiHN Y
npoueci BUPOGHULITBA FOTOBOIO NiKapCbKoro
3aco6y, BKNOYaUy NPOMKHWIA MPOAYKT, WO
3aCTOCOBYETHCS MPU BUPOOGHULTBI FOTOBOTO
nikapcbKoro 3acoby (He3HayHa 3MmiHa y npoueci
BMPO6HMLTBA) 3MiHA CUCTEMY OHOPA30BUX
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
nakeTiB A5 3MillyBaHHA Ha eTani 06'egHaHHSA
Ta 3milwyBaHHsA. MakeT mMae Tol xe cknag,
(LDPE). Ane iHwwuiA 06'em 100 n, 3aMicTb
25/50n. BBefeHHs 3MiH MPOTSArom 6-Tv MicsLiB
nicns 3aTBepKeHHS.
76. EPIAOH® pO34nH opasibHUiA, 1 TOB YkpaiHa BMPOGHMLTBO, Woppanis/ BHECEHHS 3MiH [0 peecTpavliiHuX maTepianis: 3a He UA/16894/01/01
mr/mn no 30 My "ACIHO nakyBaHHS Ta IpnaHgis 3MiHu | TMRY - 3MiHK 3 SKOCTi. MeauuHi npucTpoi | peyenmom nionsizae
donakoHi; no 1 YKPAIHA" KOHTPO/Ib AKOCTI (iHWi 3mMiHM) — BHECEHHSA 3MiH 40 MaTepianis
doNakoHy y KOMNAeKTi niKapcbkoro PeECTpaLinHOro AOCbE NiKapCbKoro 3acoby
3 403YI0YOL0 MINEeTKO 3acoby: fap EpifioH, po3unH opasibHuiA, 1 mr/Mn, a cave B
B KapTOHHIA navui Anb aBa po3aini 3.2.P.7. Cuctema
[eBenonveHt KOHTeliHep/3akynoptoBasibHWIA 3aci6 -
eHf, IHBecTMeHT BUA/IEHHA 3aXMCHOro oyTasApa Ansa [0o3y4oi
Ko. nTg,, nineTkn 3 BHECEHHAM BIiAMNOBIAHOT 3MIHOT A0
VoppaHis; crneungikauii 403yo4oro NpucTpoto (4o3ytouoi
KOHTPO/Ib SKOCTI nineTkv) 3MiHN BHECEHO B iHCTPYKL,it0 ANA
Ta BUMYyCK cepil: MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby
LaHenb 00 po3gainy "Cnoci6 3actocyBaHHs Ta fo3n"
Megikan BiANOBIAHO [0 MaTepianiB peecTpavuiiHoro
AHnimiTep [0cCbe (B 3B'A3KY 3 BUAA/IEHHAM 3aXUCHOI0
Komnani, dyTnapa gna fo3yroyoi ninetky). BeeaeHHs
IpnaHgjs; 3MiH NpoTArom 6-Tn MicauiB nicns
KOHTPO/b AKOCTI 3aTBEPAKEHHS
(mikpobionoriuH
WiA KOHTPOSb):
Komnnit
Nab6opaTtopi
ConyLHs,
Ipnangis
77. ECUNTAM 10 | Ttabnetku, BKpUTI TOB YkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis: 3a He UA/13228/01/01
NNiBKOBOO "ACIHO Crapt", YkpaiHa 3MiHK | TNy - 3MiHK WoA0 peyenmom niosnsieae
060/10HKO10, M0 10 Mmr, YKPAIHA" (tbacyBaHHsa Ta 6e3nekn/edpekTMBHOCTI Ta thapmakoHarnsay.

no 10 TabneTtok y
6nicTepi; no 3 abo no
6 6nicTepiB y
KapTOHHIW nayu,i

nakyBaHHs 3
dhopmu in bulk
pipmu CiHTOH
Xicnanis, C.J1.,

IcnaHis)

3MiHN Y KOPOTKiil XapakTepucTuLj NikapCbkoro
3aco6y, TEKCTi MapKyBaHHSA Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHSA
reHepuyYHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
3aco06iB nica BHECEHHSA TiEl caMoi 3MiHM Ha
pethepeHTHWi1 Npenapat (3MiHa He noTpebye
HaZjaHHS XXOAHNX HOBUX [OAATKOBUX JaHWX).
3MiHV BHECEHO [0 iHCTPYKLIT 4151 MegnyHoro
3aCTOCYBaHHSA NMikapcbkoro 3acoby y po3ainu:
"papmakoTepanesTuyHa rpyna. Kog ATX"
(yTouHeHHs iHchopmavi 6e3 3miHn kogy ATX),
"®apmakonoriyHi BnactusocTi”, "B3aemogis 3
HLUIMMK NiKapCbKMKM 3aco6amMm Ta iHLWi BUam
B3aemogiit", "OcobamMBOCTi 3acToCyBaHHS",
"3acTocyBaHHA y nepio BariTHOCTi abo
rofyBaHHs rpyaat”, "Cnocib 3actocyBaHHA Ta
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n/n

JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayiliHo2o

78.

nosn", "Aitn", "MepenosyBaHHs", "Mo6GiyHi
peakui’™ BignosigHo Ao iHhopmMal,i Wwoao
MeZMYHOro 3acToCyBaHHA pethepeHTHOro
nikapcbkoro 3acoby (LMPANEKC, TabneTtku,
BKPWTI NNiBKOBOIO 060/10HKOID). BBEAEHHA 3MiHN
npoTArom 6-Tn MicALiB Nicns 3aTBepAKEeHHS

nocsio4YeHHs

ECLUTAM 20

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKO10, Nno 20 wmr,
no 10 Tabnetok y
6nictepi; no 3 a6o no
6 6nicTepiB y
KapTOHHI navu,i

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma
Crapt", YkpaiHa
(dbacyBaHHA Ta

nakyBaHHs 3
dhopmu in bulk

dhipmu CiHTOH
Xicnanis, C.J1.,

IcnaHis)

YkpaiHa

BHECEHHS 3MiH 0 peecTpavljiiiHiX MmaTepianis:
3MiHK | TNy - 3MiHK WoA0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsagy.
3MiHU Y KOPOTKiil XapakTepucTuLi NikapCcbkoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ana
Me[MYHOro 3aCTOCYBaHHS
reHepuyYHUX/ri6puaHMX/6ionoaibHMX NiKapCbKUX
3ac06iB nicns BHECEHHs TiET caMoi 3MiHM Ha
pedepeHTHUIA npenapart (3MiHa He noTpebye
HafaHHSA XOAHVX HOBMX AOAATKOBUX AAHNX).
3MiHV BHECEHO [0 IHCTPYKLIT 4151 MeAnyYHOro
3aCTOCYBaHHSA NiKapCbKOro 3acoby y po3ainu:
"@apmakoTepanesTnyHa rpyna. Kog ATX"
(yTouHeHHs iHdhopMaLii 6e3 3miHu Kogy ATX),
"®apmakonoriyHi BnactusocTi”, "B3aemogis 3
HLWIMMK NiKapCbKMKM 3acobamMm Ta iHLWi BUam
B3aemogiit", "OcobMBOCTI 3acTOCyBaHHS",
"3acTocyBaHHs y nepiog BariTHoCTi abo
rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHs Ta
nosun", "Oitn", "Mepeno3sysaHHs", "Mo6IYHI
peakuii" BignoBsigHo A0 iHchopmauii woao
MeAMYHOro 3acTOCYBaHHS ped)epeHTHOro
nikapcbkoro 3acoby (LWMPANEKC, TabneTtku,
BKPWTi NNiBKOBOO 060/10HKOKD). BBEAEHHS 3MiHM
NpOTSArom 6-Ty MicsILiB MicNsi 3aTBEPAKEHHS

3a
peyenmom

He
nionsieae

UA/13228/01/02

79.

ECUMTAM®
ACIHO

TabneTtkn, BKPUTI
NiBKOBOO
060/10HKO0, M0 10 Mr
no 10 TabneTtok y
6nictepi; no 1, 3 abo 6
6nicTepiB y KAPTOHHIl
nauui

TOB
"ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma
Crapt”

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis:
3MiHu | TMNy - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
3MiHU Y KOPOTKill XapakTepucTuLji NikapcbKoro
3aco6y, TEKCTi MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA
reHepuyHNX/ribpuaHNX/6ionodibHMX NikapCbKUX
3ac06iB nicns BHECEHHS TiEl caMoi 3MiHM Ha
pedhepeHTHW Npenapart (3MiHa He noTpebye
Ha/jaHHS XXOAHUX HOBUX AOAATKOBUX AaHUX)
3MiHU BHECEHO [0 IHCTPYKUiT AN MeANYHOro
3acTocyBaHHS Nikapcbkoro 3acoby y po3ainu:
"®apmakonoriyHi BnactusocTi”, "B3aemogis 3
HLUIMMK NiKapCbKMKM 3aco6amMm Ta iHLWi BUam
B3aemogiit", "OcobamMBOCTi 3acToCyBaHHS",
"3acTocyBaHHA y nepio BariTHOCTi abo
rofyBaHHs rpyaat”, "Cnocib 3actocyBaHHA Ta

3a
peyenmom

He
nionseae

UA/15764/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep

peecmpayiliHo2o

nocsio4YeHHs

nosn", "Aitn", "MepenosyBaHHs", "Mo6GiyHi
peakui’™ BignosigHo Ao iHhopmMal,i Wwoao
MeZMYHOro 3acToCyBaHHA pethepeHTHOro
nikapcbkoro 3acoby (LMPANEKC, TabneTtku,
BKPWTi NNiBKOBOIO 060J/10HKO0). BBEjeHHA 3MiH
npoTArom 6-Tn MicALiB Nicns 3aTBepAKEeHHS

80.

ECLUTAM®
ACIHO

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKO0, 10 20 Mr
no 10 Tabnetok y
6nictepi; no 1,3 abo 6
6nicTepiB y KAPTOHHIN
nauui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma
Crapt"

YkpaiHa

BHECEHHS 3MiH 0 peecTpavljiiiHiX MmaTepianis:
3MiHu | TMNY - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsagy.
3MiHU Y KOPOTKiil XapakTepucTuLi NikapCcbkoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ana
MeAMYHOr0 3aCTOCYBaHHS
reHepuyYHUX/ri6puaHMX/6ionoaibHMX NiKapCbKUX
3ac06iB nicns BHECEHHs TiET caMoi 3MiHM Ha
pedepeHTHUIA npenapart (3MiHa He noTpebye
HajaHHS XXOAHUX HOBUX AOAATKOBUX AaHUX)
3MiHV BHECEHO [0 IHCTPYKLIT 4151 MeAnyYHOro
3aCTOCYBaHHSA NiKapCbKOro 3acoby y po3ainu:
"®apmakonoriyHi BactuBocTi", "B3aemogis 3
HLWMMK NiKapCcbKMMK 3acob6amu Ta iHWi BUAn
B3aemogiin", "OcobamMBOCTI 3acTOCyBaHHS",
"3acTocyBaHHs y nepiog BariTHoCTi abo
rofyBaHHs rpyaat”, "Cnocié 3actocyBaHHA Ta
nosn", "Aitn", "MepenosysanHs", "Mo6iyHi
peakuii” BignoBsigHo Ao iHchopmauii woao
MeAMYHOro 3acTOCYBaHHS peddepeHTHOro
nikapcbKoro 3acoby (LMMPANEKC, TabneTtku,
BKpPUTI NNiBKOBOIO 060/10HKOI0). BBEAEHHS 3MiH
NpOTSArom 6-Tv MicsILiB MicNs 3aTBEPKEHHS

3a
peyenmom

He
nionsieae

UA/15764/01/02

81.

E®MEPUH

MOPOLLIOK AJ151 PO3UMHY
onsivekyimnolr, 1
(h/1aKoH 3 NOPOLLKOM B
Kopobui

AHaHTa
Megikeap
nra.

Benuvka
BpuTaHis

"BeHyc Pemegic
Nimiten", IHAjiA
AHaHTa
Megikeap
Nimiteg, IHAja

IHgis

BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis:
3MiHuM | TUNY - AOMiIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu Micus
NpPOBaXeHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /1iKapCbKOro 3acoby, BK/Io4atoun
OinbHULI BUNYCKY cepii abo micLe npoBeAeHHs
KOHTPOSIO SIKOCTI. (AiS/IbHICTb, 3a 5Ky BignoBigae
BMPOGHMK/IMNOpTEp, BK/OYaoUM BUMYCK Cepiid) -
MpuBeaeHHsA agpecy BUpobHuka N3 AHaHTa
Megikeap flimiTea, y BiANOBIAHICTb A0
CepTudpikaTy BignoBigHOCTI yMOB BUPOGHMLTBA
N3 Bumoram HBI, BugaHoro depxnikcnyx6oto
YKpaiHu, a came BUMPaBAEHO aHNiNCbKUIA
BapiaHT agpecu. BupobHuya AinbHuus Ta yci
BUPOGHMYI onepaLil 3a/IMWalTbC HE3MIHHUMU

3a
peyerimom

UA/16125/01/01

82.

E®PMEPUH

MOPOLUOK A1 PO3UNHY
ans iHekuinno 2r, 1
h/1aKOH 3 NOPOLLUKOM B
Kopobui

AHaHTa
Megikeap
nra.

Benuka
BpuTaHis

"BeHyc Pemegic
Nimiten", IHAis
AHaHTa
Megikeap

IHgis

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis:
3MiHuM | TUNY - AOMIHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo afpecy micus
NPOBaPKEHHS Ais/IbHOCTI BUpo6HMKa/iMnopTepa

3a
peyenmom

UA/16125/01/02
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Nimitea, IHaisa rOTOBOrO J1iKapCbKOro 3acoby, BK/IYa4m
AiNbHULI BUNYyCKy cepii abo MicLie NpoBeAeHHS
KOHTPOIO SIKOCTI. (AiSNIbHICTb, 3a SKy BignoBigae
BMPOGHMK/IMNOpPTEp, BK/IOYAOUM BUMYCK CEpiid) -
MpuBeaeHHs agpecu BUpobHuka 13 AHaHTa
Megikeap flimiTea, y BiANOBIAHICTb A0
CepTudpikaTy BignoBigHOCTI yMOB BUPOGHMLTBA
N3 Bumoram HBIM, BugaHoro depxnikcnyxo6oto
YkpaiHu, a came BUNpaBieHo aHiicbkuii
BapiaHT agpecu. BupobHuua finbHuus Ta yci
BMPOGHMYI onepaLii 3a/1MWaTbCs HE3MIHHUMU
83. EBPO®ACT Kancynm m'ski, no 400 €Bpo IHAain Onis Xenckep IHAis BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: 6e3 nionsizae UA/19861/01/02
CO®DTKAMNC mr, no 10 kancyn y Naiidokep 3MiHM | TUNY - AAMIHICTPaTVBHI 3MiHW. 3MiHa peyenma
6nictepi; no 1 a6o no MpaiiBiT Ha3BW JIIKapCbKOro 3acoby - 3mMiHa Ha3Bu
2 6nictepu B Nimiten niKkapcbKoro 3acoby: 3arsepgxeHo: IBYCOPT
KapTOHHIA Kopoo6Li IBUSOFT 3anponoHoBaHo: EBPODACT
CO®TKAMC EUROFAST SOFTCAPS
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS
84. EBPODACT Kancynu m'ski, no 200 €8Bpo IHais Onis Xenckep IHais BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 6e3 nionsieae UA/19861/01/01
CODTKANC mr, no 10 kancyny Naiidokep 3MiHM | TUNY - AAMIHICTPaTWBHI 3MiHW. 3MiHa peyenma
6nicTepi; no 1 abo no MpaiBiT Has3BW NikapcbKoro 3acoby - 3MiHa Ha3Bu
2 6nictepu B NimiTen nikapcbKoro 3acoby: 3atsepapxkeHo: IBYCOPT
KapTOHHI KopoobLi IBUSOFT 3anponoHosaHo: EBPOPACT
CO®TKAMNC EUROFAST SOFTCAPS
BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHS
85. 3BIPOBOHO TpaBa no 60 rabo 75T MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 6e3 - UA/5675/01/01
TPABA y naykax 3 BHYTPILLHIM "NikTpasn" "NikTpasn” 3MiHu | TUNY - 3MiHK 3 AKocTi. FoToBUIA peyenma
naketom; no 1,5ry nikapcbkuii 3aci6. Cuctema
inbTp-nakeTi; no 20 KOHTeliHep/3aKkynoptoBasibHWi 3aci6 (iHLWi 3MiHN)
pinbTp-nakeTiB y — BHECEHHS 3MiH 40 cneuudikauii 3 KOHTPOo
nauyui; no1,5ry NepBMHHOIO NakyBasibHOro Matepiasty (Manip
inbTp-nakeTi; no 20 hiNbTpyBasibHWIA), a caMe AONOBHEHHS
hiNbTp-nakeTiB y nokasHuka «laeHTudikalis (30BHiLLHI 03HaKN)»
nayui 3 BHYTPILLHIM BK/TIOYEHHAM [OAATKOBUX O3HAK A/1A
nakeTom Bi3ya/IbHOr0 KOHTPOH0 «6) Konip»
86. SNPOMWUH TabneTkun, BKPUTI TOB YkpaiHa YOPNA TypeyunHa BHECEHHS 3MiH 10 peecTpayjiiiHux maTepianis: 3a He UA/12748/01/01
NNiBKOBOIO «YOPN[, MEOMUMH 3miHa 3asBHMKa (B/1aCHUKA peecTpaviiHoro peyenmom nionsieae
060/10HKOo0, Mo 500 mr | MEANLINH» INAY CAH. BE nocsigyeHHsn) (3rigHo Hakasy MO3 Big,
no 3 Tabnetkm y TIOK. A.LL. 23.07.2015 Ne460) TepmiH BBEAEHHSA 3MiH

6nicTepi, no 1
6nicTepy B KapTOHHiIl
KopoobLi

NpoTArom 6 micsLiB Nicns 3aTBEPAXKEHHS. 3MiHU
| TMny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn go
y3araslbHeHUX JaHux npo cuctemy
dhapmakoHarnsgy (BBefeHHs y3arasibHeHNX
JaHnx npo cuctemy dhapmakoHarnsagy, smiHa
YNOBHOB&XEHOT 0CO6M, BiANOBiAa/IbHOI 32
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Ymosu

Homep

n/n

Hassa
JliKapcbK0O20

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

Peknamys
aHHs*

peecmpayiliHo2o
nocsio4eHHs

3acoby

3[iICHEHHS hapMakoHarIsay; KOHTakTHOI 0cobu
3 (hapmMakoHarnsgy 3asBHvKa A5 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa
BiIMiHHA BiJ, YNOBHOB&XeHOI 0cobu,
BiANOBIAa/IbHOI 3a 34ilicCHEHHSA hapMmakoHarnsgy
(BKNHOYAIOUN KOHTaKTHI faHi) Ta/abo 3miHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsagy)
3MiHa YNOoBHOBaXXeHOI 0C0bM 3asBHUKA,
BiANOBIAa/IbHOI 3a chapmakoHarnifg. [iroya
pepakuis: Mescim Inbkbaxap AiHyens / Mrs.
Mevsim llkbahar Dincel. NMponoHoBaHa
pegakuisi: Myano MNaHHa CraHicnasiBHa. 3miHa
KOHTaKTHUX JaHVX YNOBHOBaXEHOI 0Cobm
3asBHUKA, BIANOBIAA/ILHOI 3a thapmakoHarnsg,
3MiHa MicUs 34iiCHEHHS OCHOBHOI Aisi/IbHOCTI 3
thapmMakoHarnagy. 3miHa Micue3HaxoKeHHs
mMacTep-chaiina cuctemmn hapMakoHarnsgy.
3MmiHu | TUNY - AGMIHICTPaTUBHI 3MiHW.
BunyuyeHHs BUPOOGHMYOT AiNTbHULI (BKTHOYAOUM
AinbHuui ana A®l, npomikHOro npoaykTy abo
roTOBOrO JIiKapCbkoro 3acoby, AinbHWL 41
npoBefeHHA NakyBaHHs, BUPOOHUKA,
BiANOBIAa/IbHOrO 3a BUNYCK Cepiid, MicLe
NpOBeAEHHSI KOHTPO/IIO cepii) abo
noctavasibH1Ka BUXiLHOTO MaTepiasy, peareHTy
a60 fONOMIXHOI PeYOBUHM (SKLLO 3a3HAYEHO Y
[0cbe) AgMiHICTpaTnBHA 3MiHa Y 3B'A3KY 3
BU/TYYEHHAM 3aTBepKeHOro B1upobHuka M3
Biodhapma Inau Can. Be Tigxk. A.LL., TypeuunHa/
Biofarma llac San. ve Tic. A.S., Turkey,
BiANOBIAA/ILHOTO 3a BUPOGHULTBO, BUMYCK CEpil,
NPOBEEHHS KOHTPOJIKO SIKOCTi CEPiid, NepBUHHE
Ta BTOPVHHE NakyBaHHA. 3annwaertcs
anbTepHaTUBHUI BUPOOHUK, KOTPUA BUKOHYE BCi
doyHKuUii, Wo ¥ Bunyyennii (YOPL MEOUNLIH
INAY CAH. BE TIAK. A.LU., TypeuunHa/
WORLD MEDICINE ILAC SAN. VE TIC. A.S.,
Turkey). TepMiH BBei€HHA 3MiH NPOTATroM 6
MicsILiB Mic/1s 3aTBepAKEHHS.

3a

UA/16730/01/01

87.

S0/IEAPOHO
BA KNC/TIOTA

KOHLleHTpaT Ans
pO3unHy ANns iHdysil,
0,8 mr/Mnno 5 mn B
amnyni, no 1 amnyni B
6nictepi, no 1
6nicTepy B nauui, no 5
amnyn B 6nictepi, no 1

abo no 2 6nictepu B

MpuBatHe
aKuioHepHe
TOBapuCTBO

"Nlekxim-
Xapkis"

YKpaiHa

MNpuBaTtHe
akuioHepHe
TOBapuCTBO

"JlekxiM-Xapkis"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3Mminn | TUnYy - 3MiHn 3 skocTi. CepTudpikar
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponelicbkiit hapmakonei/MoHorpadii. 3miHu,
MOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MOHorpadii APY a6o
€Bponeiicbkoi hapmakonel, abo iHwoi

HaujioHas1bHOI dhapmakonei aepxasun €C (iHwWi

peyenmom
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n/n

JliKapcbK0O20

Hassa

3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

nauui

3MiHM) CynyTHS 3MiHa - 3MiHU 3 SIKOCTi.
CepTudpikat BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI E€BpONENCHKilt
hapmakonei/moHorpadii. 3MiHW, NOB'A3aHi 3
HEOoO6XiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii AdPY abo €BponeiicbKoi
thapmakonei, abo iHLWOoT HauioHa/IbHOT
thapmakonei gepxasu €C (iHLi 3MiHK)
MpuBeaeHHs cneumdikayii Ta meTogis
KOHTPOJIO fjit040i peyoBrHy 30n1epoHoBa
KMcnoTa MoHorigpar, y BignosigHICTb 40 BUMOT
airouoi MoHorpadii EP Ta BUyYeHHsi nokasHuka
«Baxki MmeTasn».

88.

30/IEAPOHO
BA KNC/TIOTA

MOHOTrIAPA

T

NOPOLLIOK
KpucTaniyHmi
(cybcTaHuis) y
noaBiliHMX
nonieTnIeHoBmX
nakeTtax Ans
chapmaLeBTU4HOro
3acTocyBaHHS

MpuBartHe
aKuioHepHe
TOBapuCTBO

"Jlekxim -

Xapkis"

YKpaiHa

Manpimeg C.A.

ApreHTnHa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3Mminn | TUnYy - 3MiHn 3 sKocTi. CepTudikar
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponelicbkii hapmakonei/MoHorpadii. 3miHu,
NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MOHorpadii APY a6o
€Bponeiicbkoi hapmakonel, abo iHwoi
HaujoHabHOI hapmakonei gepxasu €C (3miHa
y cneyudikauisix, NoB'A3aHa 3i 3miHamu B JOY,
abo €sponelicbkiin hapmakonei, abo iHLUii
HaujioHasbHIli hapmakonei gepxasu €C)
CynyTHS 3miHa - 3MiHu 3 AkocTi. CepTudikart
BignosigHocTi/IE-cepTudikar BignosigHocCTi
€Bponelicbkili chapmakonei/moHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii AdY abo
€sponelicbkoi hapmakonei, abo iHwoi
HaujioHa/TbHOI thapmakonei Aepxasu EC (iHwWi
3MiHW)
npuBefeHHs cneuudikauii 4ito4oi peyoBuHN
30/1e4POHOBOIT KMC/IOTW A0 BUMOT MOHorpadii
Zoledronic acid monohydrate Ph Eur, gitoue
BWAAHHSA Ta, K HACNiAOK, 3MiHW B BiANOBIAHNX
MeToAax KOHTPOS. Takox, y 3B'A3Ky i3
BHECEHHAM 3MiH 0 cneyndikauii APl 3a
nokasHukomM «KinbkicHe BU3Ha4YeHHs», BHECEHO
BiANOBIAHI 3MiHM B po3ain «Cknagy» B NPOeKTu
3MiH 0 MKA Ha ADI.

UA/16731/01/01

89.

30/10TOTUC
AYHNKA
TPABA

TpaBano 75ry
naykax 3 BHYTPILIHIM
naketom; no 1,5ry
hinbTp-nakeTi; no 20
iNbTP-NakeTiB y
nadui 3 BHYTPILLHIM
naketom; no 1,5ry

MpAT
"NikTpasun"

Ykpaina

MpAT
"NikTpasun*

Ykpaina

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis:
3MmiHu | TYny - 3MiHKW 3 AKOCTi. FoTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3aci6 (iHLWi 3MiHK)
- BHECEHHS 3MiH A0 cneumdikauii 3 KOHTPOsI0
NnepBMHHOrO NakyBasibHOro matepiasny (Manip
iNbTpyBaNbHWIA), a8 caMe AONOBHEHHS

6e3
peyenma

UA/8472/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
hinbTp-nakeTi; o 20 nokasHuka «lgeHTudikalis (30BHiLLHI 03HaKN)»
inbTp-nakeTiB y BK/TIOYEHHSIM [OAAaTKOBUX O3HaK A/1A
nauuj Bi3ya/IbHOr0 KOHTPO/0 «6) Konip»
90. IBYNMPO®EH kancynv no 400 mr, no | ToBapucTBO YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis: 6e3 nionsizae UA/16147/01/02
10 kancyn y 6nictepi, 3 06MeXeHO 3MiHu | TMNY - 3MiHK Woao peuyenma
no 1 a6o 2 6nictepny | OB6MeEXEHO BiANOBIga/bHICT 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
KOpOO6Lii 3 KapTOHY BignoBigasib 10 3MiHa y KOpOTKiil XxapakTepucTuLj Nikapcbkoro
HiCTIO "bapmaueBTUYH 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ana
"hapmaueBT a thipma MEeAMYHOro 3aCTOCYBaHHSA Ha MmiacTasi
nyHa chipma "BepTekc”, perynsipHoO OHOB/THOBAHOrO 3BiTYy 3 6e3neku
"BepTekc" YkpaiHa nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
(BMPOGHMLTBO 3 3aCTOCYBaHHS Nikapcbkoro 3acoby B
npoaykuii in bulk nicnspeecTpauiiHnii nepiog, abo Sk pesynbTar
ToBapwucTBa 3 OLiHKW 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
obmexeHor BIANOBIAHO A0 NMiaHy nefiaTpUyHNX AOCAiLKEHb
BiANOBIga/bHICT (PIP) (3mMiHy y3rofxeHo 3 KOMMeTEeHTHUM
10 YNOBHOB&XXEHVM OpraHom)
«PapmMaueBTUUH 3MiHWN BHECEHO B IHCTPYKLIO 4719 MEANYHOIO
a KoMnaHist 3acToCyBaHHSA NikapcbKoro 3acoby [0 po3ainy
«3[10pOB’A», "3acTocyBaHHA y nepiof BariTHOCTi abo
YkpaiHa) rogyBaHHs rpyaar0" BiAnoBiAHO [0 OHOBEHOT
iHhopMauii LWoao 6e3mnekn 3acTocyBaHHS Ajtoyoi
peyoBUHM 3rigHO 3 pekomeHzauieo PRAC.
CynyTHSA 3miHa - 3MiHW Woa0
6e3nekn/echeKTUBHOCTI Ta hapmMakoHarnsgy.
BHeceHHs abo 3miHa(v) Ao 3060B'A3aHb Ta yMOB
BMAAYi peecTpauiiiHoro noceig4eHHs,
BK/IOYaoum MnaH ynpasniHHA pusvkamu
(3acTocyBaHHA TEKCTY, KW NOrOKEHNA 3
KOMMETEHTHUM opraHom) 3asBHUKOM HafaHo
OHOB/IEHUIA MnaH ynpaBniHHA pu3nkamun Bepcis
3.0. 3miHM BHeceHo A0 YacTuH: Il "Cneyudikauis
3 6e3nekn”, V " 3axoam 3 MiHimizawii pusukis”, VI
"Pestome nnaHy ynpasniHHa pusmkamu', VII
"[oaaTtkn" Ha OCHOBI OHOBJIEHOT iHdhopmaLlii 3
6e3neku LWoA0 BHECEHHS 3MiH Ta [JONOBHEHb HAa
nigcTasi pekomeHaauii PRAC.
91. IBYNPO®EH Kancynu no 200 mr, no | ToBapucTBO YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 6e3 nionsieae UA/16147/01/01
10 kancyn y 6nictepi, 3 06MEXEHO 3MiHu | TMNYy - 3MiHK Woao peuyenma
no 1 a6o 2 6nictepn y obmexeHo BignoBigasIbHICT 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay.
Kopo6Li 3 KapTOHY Bignosigans 10 3MiHa y KOpOTKiii xapakTepucTuLi NikapcbKoro
HiCTIO "®apmaueBTUUH 3ac06y, TEKCTi MapKyBaHHSA Ta iHCTPYKLiT Ans
"®apmaueBT a thipma MeAMYHOro 3acToCyBaHHA Ha niacTasi
nyHa pipma "BepTekc", perynsipHoO OHOBJ/IKOBAHOTO 3BIiTY 3 6e3nekn
"BepTekc" YkpaiHa nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku

(BpPOGHMLTBO 3
npoaykuii in bulk
ToBapucTsa 3

3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTart
OLIiHKM 3BIiTYy 3 AOCAIMKEHb, MPOBEAEHNX
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

06MeXeHO
BignosigasnbHiCT
10
«®dapmaLeBTUYH
a KoMnaHist
«3[10pOB’A»,
YkpaiHa)

BIANOBIAHO A0 MiaHy neaiaTpUYHNX AOCHILKEHb
(PIP) (3MiHy y3rokeHo 3 KOMNeTEeHTHUM
YMNOBHOB&XEHVNM OpraHom)
3MiHV BHECEHO B [HCTPYKLUiO 4151 MeANYHOro
3aCTOCYBaHHSA Nikapcbkoro 3acoby A0 po3ainy
"3acTocyBaHHs y nepiog BariTHOCTi abo
rofyBaHHs rpyaar” BiANOBIAHO [0 OHOBMEHOT
iHhopMawLii oA 6e3Mnekn 3acTocyBaHHS Ajkoyoi
peyoBuHM 3rigHO 3 pekomeHpauieto PRAC.
CynyTHS 3MiHa - 3MiHW Woa0
6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy.
BHeceHHs abo 3miHa(v) Ao 3060B'3aHb Ta yMOB
BMAAYi peecTpauiiiHoro nocBigYeHHs,
BK/IOYatoum MnaH ynpasniHHA pusnkammy
(3acTOCyBaHHS TEKCTY, KW NOrOKEHNIA 3
KOMNETEHTHUM opraHoM) 3asBHUKOM HafaHo
OHOB/MEeHUI MNaH ynpasniHHSA pusukamu Bepcis
3.0. 3miHn BHeceHo Ao yacTuH: Il "Cneumndikavisn
3 6e3nekn”, V " 3axoam 3 MiHimizawii pusukis”, VI
"Pestome nnaHy ynpasniHHA pusnkamu', VII
"flopatkn" Ha OCHOBI OHOBJ/EHOI iHthopmaLii 3
6e3neku WoA0 BHECEHHS 3MiH Ta JONOBHEHb Ha
nigcrasi pekomeHgauii PRAC.

92.

IBY®EH® _
NS AITER
MA/UHA

CyCneHsisi opasibHa,
100 mr/5 mn; no 100
My NNacTMKOBOMY
(NET) chnakoHi 3
nonieTnIeHoBNM
agjantepom; no 1
donakoHy pasom 3
LUMPULLEM-[03aTOPOM
B KapTOHHIA navui

dapmaLesT

NYHWIA 3aBO,

"TIOJIb®AP
MA" C.A.

MonbLa

PapmaueBTUYHN
1 3aBOf
"MONb®APMA"
C.A. Biggin
MepaHa B
Cepapgsi

Monblwa

BHECEHHS 3MiH [0 peecTpavliiHuX maTepianis:
3miHu | TUny - 3MiHK 3 akocTi. CepTudikar
BignosigHocTi/IE-cepTudikar BignosigHocCTi
€sponelicbkiin hapmakonei/moHorpadii.
MoaaHHA HOBOro abo OHOBMEHOro cepTudikata
BiANOBIAHOCTI ab0 BU/TyYEHHS cepTudikata
BiANOBIAHOCTI E€Bponeiichbkili hapmakonei: ans
AQ®l; ans BuxigHoro
matepiany/peareHTy/NPoMbKHOIo NPOAYKTY, L0
BMKOPWCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBMHY (cepTudiikat
BiANOBIgHOCTI EBponeiickkili hapmakonei) -
OHoBReHn cepTuddikaT Bif, y)XXe 3aTBEPIXEHOr0
BMPO6GHMKA - MOJaHHSA OHOBJ/IEHOIO cepTudikara
BiAnoBigHOCTI EBponeiickbkilt hapmakonei Ne R1-
CEP 2002-099-Rev 07 (3aTBepgkeHo: R1-CEP
2002-099-Rev 05) ans Aito4oi peyoBUHU
Ibuprofen Big BXe 3aTBEpAXEHOr0 BUPOGHYKA,
AKWIA 3MiHMB Ha3By 3 HUBEI GRANULES -
BIOCAUSE PHARMACEUTICAL CO., LTD. Ha
HUBEI BIOCAUSE HEILEN
PHARMACEUTICAL CO., LTD

6e3
peyenma

UA/9215/01/01

93.

IBY®EH®
DOPTE

CyCneHsisi opasibHa 3
Ma/IMHOBUM
apomartom, no 200

dapmaLesT
WNYHWIA 3aBOS
"MOJIb®AP

MonbLa

dapmaueBTUYHU
1 3aBof
"MOJIb®APMA"

Monba

BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis:
3MiHu | TUny - 3MiHK 3 akocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignoBigHOCTI

6e3
peyenma

UA/14437/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
mr/5 mn, no 40 mn a6o MA" C.A. C.A. Biggin €Bponelicbkin dhapmakonei/moHorpadii.
no 100 My dpiakoHi; MepaHa B MoaaHHA HOBOro abo OHOBMIEHOrO cepTudikaTa
no 1 conakoHy 3i Cepaggsi BIANOBIAHOCTI ab0 BU/TyUYEHHS cepTudikaTa
LUNPULLOM-[,03aTOPOM BiANOBIAHOCTI €Bponeiickbkili hapmakonei: gns
Y KapTOHHili kopobLi A®I; onsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPWCTOBYIOTLCS Y BUPOOHNLTBI ADI; ans
[0NOMDKHOT peyoBrHU (cepTudikat
BifnoBigHOCTI €Bponelickkili hapmakonei) -
OHOBReHW cepTUdiKaT Bif, y)Xe 3aTBEpAXEHOr0
BMPOOHUKA - NOJaHHA OHOBJ/IEHOro cepTudikara
BiNOBIAHOCTI E€Bponelickkiit thapmakonei Ne R1-
CEP 2002-099-Rev 07 (3aTBepgkeHo: R1-CEP
2002-099-Rev 05) ons Aito4oi peyoBUHU
Ibuprofen Bif BXe 3aTBEpAXEHOr0 BUPOOHNIKA,
AKWIA 3MiHMB Ha3By 3 HUBEI GRANULES -
BIOCAUSE PHARMACEUTICAL CO., LTD. Ha
HUBEI BIOCAUSE HEILEN
PHARMACEUTICAL CO., LTD
94. IBY®EH® CyCrneHsisi opasibHa 3 dapmaLesT Monbwa $hapmaueBTUYHN Monbwa BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 6e3 - UA/12829/02/01
DPOPTE NOSTYHUYHUM WNYHW 3aB0[ 1 3aBof 3Mminn | TUnYy - 3MiHn 3 skocTi. CepTudikar peyenma
apomarom, no 200 "MONb®AP "MONIb®GAPMA" BignosigHocTi/lE-cepTudikat BignoBigHOCTI
Mr/5 M, no 40 mn a6o MA" C.A. C.A. Bigain €Bponelicbkiit hapmakonei/MmoHorpadii.
no 100 My dhnakoHi; MegaHa B MopaHHA HOBOro abo OHOBEHOTO cepTudikaTa
no 1 donakoHy 3i Cepagasi BiANOBIAHOCTI ab0 BUyYeHHs cepTudikata
LLINPULOM-[03aTOPOM BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
Y KapTOHHIl kopoobLi A®I; onsa BuxigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPO6HMLTBI API; Ans
[OMOMDKHOT peyoBmHUM (cepTuddikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHOB/EHWI cepTUdikaT Bif, y)Xe 3aTBEPAXEHOr0
BMPOOHMKA - MOJaHHSA OHOB/IEHOTO cepTudikarta
BiAgNoBigHOCTI EBponeiicbkiin hapmakonei Ne R1-
CEP 2002-099-Rev 07 (3aTBEepaxeHo: R1-CEP
2002-099-Rev 05) ons 4ito40i peyoBUHU
Ibuprofen Bif Bxe 3aTBepAXeHOro BUPOOHNKa,
SIKWIA 3MiHMB Ha3By 3 HUBEI GRANULES -
BIOCAUSE PHARMACEUTICAL CO., LTD. Ha
HUBEI BIOCAUSE HEILEN
PHARMACEUTICAL CO., LTD
95. IBY®EH® Kancynm m'siki no 200 dapmaLesT Monbwa PapmaueBTUYHN Monba BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 6e3 - UA/12829/01/01
FOHIOP Mmr; no 10 kancyny WNYHWI 3aBOJ 1 3aBof 3MiHu | TUnYy - 3MiHKn 3 akocTi. CepTudikaT peyenma
6nictepi; no 1 a6o 2 "MONb®AP "MONIb®APMA" BignosigHocTi/IE-cepTudikar BignosigHocCTi
6nicTepy y KapTOHHIl MA" C.A. C.A. Biggin €sponelicbkiin hapmakonei/moHorpadii.
KOpo6Li MegpaHa B MogaHHA HoBOro abo OHOB/IEHOTO cepTudikaTa
Cepapgsi BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata

BiANOBIAHOCTI E€Bponeiicbkili hapmakonei: ans
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Homep

n/n

Hassa
JliKapcbK0O20

dopma sunycky
(nikapcbka chopma,

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

peecmpayiliHo2o
nocsio4eHHs

3acoby

ynakoska)

A®l; ansa BuxigHoro
matepiany/peareHTy/NPoOMKHOIo NPOAYKTY, WO
BMKOPWCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBMHY (cepTudiikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHOBNEHWIA cepTUddikar Bif yxe 3aTBepaKeHoro
BMPO6GHMKA - MOJaHHSA OHOBJ/IEHOTO cepTudikara
BiANoBigHOCTI EBponeiickbkilt hapmakonei Ne R1-
CEP 2002-099-Rev 07 (3aTBepgkeHo: R1-CEP
2002-099-Rev 05) ans Aito4oi peyoBuHU
Ibuprofen Big BXe 3aTBEpAXEHOr0 BUPOGHYKA,
AKUiA 3MiHMB Ha3By 3 HUBEI GRANULES -
BIOCAUSE PHARMACEUTICAL CO., LTD. Ha
HUBEI BIOCAUSE HEILEN
PHARMACEUTICAL CO., LTD

UA/11881/01/01

96.

IBY®EH®A
A AITEN
NonyHUUsA

CyCneHsis opasibHa,
100 mr/5 mn no 100
abo no 120 mny
nnacTyKoBoMy
donakoHi; no 1
h/1aKoHy 3i LWNpULOM-
[03aTopoM y
KapTOHHI nauwi

®dapmaLesT

WNYHWIA 3aBOf

«MONb®AP
MA» C.A.

MonbLa

dapmaueBTUYHU
1 3aBof
"MOJNIb®GAPMA"
C.A. Biggin
MepaHa B
Cepaggsi

MonbLa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHu | TUnYy - 3MiHKM 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignoBigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii.
MopaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BU/TyUYEHHS cepTudikata
BiANOBIAHOCTI E€Bponeiickkili hapmakonei: gns
A®I; onsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
[,0NOMDKHOT pevyoBrHU (cepTudpikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHOBNeHWi cepTUdikaT Bif, yxe 3aTBEepAXEHOro
BMPOOHUKA - NOJaHHA OHOBJIEHOro cepTudikara
BiANOBIAHOCTI E€Bponeiicbkiin thapmakonei Ne R1-
CEP 2002-099-Rev 07 (3aTBepgkeHo: R1-CEP
2002-099-Rev 05) ons Aito4oi peyoBUHU
Ibuprofen Big BXxe 3aTBEpAXEHOr0 BUPOOHNKA,
AKWIA 3MiHMB Ha3By 3 HUBEI GRANULES -
BIOCAUSE PHARMACEUTICAL CO., LTD. Ha
HUBEI BIOCAUSE HEILEN
PHARMACEUTICAL CO., LTD

6e3
peyenma

nionsieae

UA/9831/01/01

97.

IMOAIYM®

Kancynu no 2 mr, no 6
a6o 20 kancyny
6nicTepi; no 1
6nicTepy B KApTOHHiIl
nauuj

MakHin
Mpopaktc
Nimiteq

AHrnis

[DKHTA
KoHcbtomep
Xenc (PpaHc)
CAC

PpaHuis

BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis:
3MiHM | TUNY - AAMIHICTpPaTWBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micud
NPoBa/PKEeHHA AiSNbHOCTI BUpobHUKa/imnopTepa
roTOBOrO MiKapCbKOro 3acoby, BK/Yaun
AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
KOHTPOJIO SIKOCTI. (AiSNIbHICTb, 3a SKy BignoBigae
BMPOGHMK/IMNOpPTEpP, BKIOYAOUM BUMYCK CEpild) -

AfMiHiCTpaTuMBHa 3MiHa Ha3BW BUPOOHUKA,
BiANOBIAa/IbHOIO 3a BTOPUHHY YNakoBKy, 403BiN

Ha BMNycK cepii. BupobHuya ginbHuUs, agpeca

6e3
peuyenma
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Ta yci BUpo6HMYI onepawji 3anwarTbes
He3MiHHUMUK. 3aTBepmxeHo: AHCCEH-CINAT,
®paHuia JANSSEN-CILAG, France
3anponoHoBaHo: [KHT/1 KoHCcbiomep Xeric
(®paHc) CAC, dpaHuisa INTL Consumer Health
(France) SAS, France 3MiHV BHECEHO B
IHCTPYKLUiIO AN151 MeANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain «BUpobHuK» 3
BIANOBIAHUMY 3MiHAMW Y TEKCTI MapKyBaHHS
yMakoBKM MikapcbKoro 3acoby. BBeAeHHs 3MiH
NpOTSArom 6-Tv MicsILiB MicNs 3aTBEpPYKEHHS
98. IMOAIYM® TabneTtku, Wwo MakHin AHrnis KataneHT HOK Benvka BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 nionseae UA/9831/02/01
EKCMNPEC [AVCnepryoTbes B Mpopaktc CaiHAoH 3ugic BputaHia/ 3MiHM | TUNY - AAMIHICTPaTVBHI 3MiHW. 3MiHa peyenma
POTOBI NOPOXHWHI, NO NimiTeq NimiTen, Benvka PpaHuin HalilMeHyBaHHs1 Ta/abo agpecu Micus
2 wr, no 6 TabneTok y BputaHis NpOBaKEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
6nicTepi; no 1 BTopuHHa rOTOBOrO JliKapCcbKoro 3acoby, BK/I4Ya4um
6nicTepy B KapTOHHiIl yrnakoBka, OinbHUL BUNYCKY cepii abo MicLe npoBefeHHs
ynakoBLi [03BiN Ha KOHTPOJIO AKOCTI. (fisANbHICTb, 3a Ky BiAnoBigae
BWMYCK Cepii: BMPOGHMK/IMNOpPTEp, BK/OYaUM BUMYCK Cepiid) -
LOKHTN AJMiHICTpaTVBHa 3MiHa Ha3BU BUPOGHMKa,
KoHcbomep BiANOBIAA/IbHOIO 3a BTOPUHHY YNakoBKy, A03BiN
Xenc (PpaHc) Ha BUMycK cepii. BupobHuya ainbHuus, agpeca
CAC, ®paHuis Ta yci BUpO6HMYi onepauii 3a/mwaiTbes
He3MiHHUMK. 3aTBepaxeHo: AHCCEH-CINAT,
®paHuis JANSSEN-CILAG, France
3anponoHoBaHo: [XHT/1 KOHCbomep Xersc
(PpaHc) CAC, dpaHuis INTL Consumer Health
(France) SAS, France 3MiHy BHECEHO B
IHCTPYKLUi0 ANS1 MeANYHOrO 3aCTOCYBaHHS
nNikapcbKoro 3acoby y po3gin «BupobHuk» 3
BiANOBIAHUMYW 3MiHAMW Y TEKCTi MapKyBaHHS
ynakoBKK NikapcbKoro 3acoby. BeeAeHHs 3MiH
npoTArom 6-Tn MicALiB Nicns 3aTBEpPAKEHHS
99. IHOONPEC TabneTku, BKpUTI My6niyHe Ykpaina My6niyHe Ykpaina BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis: 3a - UA/2153/01/01
nNiBKOBOIO akuioHepHe akuioHepHe 3MiHu | TMNY - 3MiHK Woao peuenmom
060/10HKOI0, N0 2,5 Mr, | TOBapMCTBO TOBapuCTBO 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
no 10 Tabnetok y "HaykoBo- "HaykoBo- (iHWi 3MiHW) OHOBNEHHSA TEKCTY MapKyBaHHs
6nictepi; no 3 BMPOGHUYNIA BMPOGHUYNIA YNakoBKW Y 3B'A3KY 3 BUyYeHHAM iHhopmauii
6nictepy B nayi LeHTp LeHTp sika HAHOCUTBCS POCIVICLKOK0 MOBOIO Ta
"bopLuariscb "BopLyariBcbKuii BHECEHHA KOPEKTOPCLKMX MPaBoK Mo TEKCTY.
KWiA Ximiko- XiMiKO- YTOUYHEHHA BUKNaZAeHHsA po3ainis JoaaTkoBa
thapmauesT hapmaueBTUYHN iHchopmauis (A1) «[4l-1. YnakoBka» Ta «[l-2.
VNYHUIA i 3aBOg" MapkyBaHHsi» MKA /13. Po3gin JoaaTkoBa
3asof”

indhopmauis (4l).
3atBepmkeHo: [l-1. Ynakoska. Mo 10 Tabnetok
y 6nicTepi i3 NNiBKM NOAIBIHINXNOPUAHOT i
¢0/1brM aNtOMiIHIEBOT 3 OLHOCTOPOHHIM
NOKPUTTSIM TEPMOJIAKOM i APYKOM 3 Apyroi




72

n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep

peecmpayiliHo2o

nocsio4YeHHs

cTopoHu. Mo 3 6aicTepm 3 IHCTPYKLiE ANA
MeAMYHOro 3aCTOCYBaHHSA MOMILLAI0Tb Y Mayky 3
KapTOHY, 3 MapKyBaHHAM YKPaiHCLKO Ta
POCIliCbKOI0 MOBamy Ta MapKyBaHHAM LLIPUATOM
Bpaiins ykpaiHcbkoo MoBoto. [I-2. MapkyBaHHs.
BignosigHo A0 3aTBEpAXKEHOro TekcTy
MapkKyBaHHs1. [MpumiTka. MapKyBaHHs
nikapcbKoro 3acoby, 1ioro Av3aiH noaarnTbes
YKPaiHCbKOIO Ta POCiiiCbKOo MOBaMM .....
3anponoHosaHo: [il-1. Ynakoska. Mo 10
Tabnetok y 6nictepi i3 nnisku
NONIBIHIXTOPUAHOI | PONLIY aTOMIHIEBOI 3
OZIHOCTOPOHHIM NOKPUTTAM TEPMONAKOM i
OPYKOM 3 Apyroi cTopoHu. Mo, 3 6nictepu 3
IHCTPYKLi€E 419 MeAMYHOro 3aCTOCYBaHHSA
nomiLLalTb Y Navuky 3 kapToHy [l-2.
MapkyBaHHs. BignosigHo A0 3aTBEPAXEHOrO
TeKCTy MapKyBaHHS.

OHOBJIEHHS TEKCTY MapKyBaHHSI NePBUHHOT Ta
BTOPWHHOT yNakoBKW NikapcbKoro 3acoby, a came
BUTyYEHHS iH(POpMaLii, 3a3HaYeHOT POCiiCbKO0

MOBO. BBeieHHSA 3MiH NpPOTAroM 6-Tu MicsuiB

nicnsa 3aTBepikeHHs. 3MiHu | Tuny - 3MiHK 3
AKoCTi. FoToBUIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHWi 3aci6. 3MiHa

nocravasibHVKa nakyBasibHUX MaTepianis abo
KOMM/IEKTYOUMX (SIKLLO 3a3HAYEHO B [OCHE)

(BVNyYeHHs1 nocTavYasibHUKa) — OHOB/IEHHSA .

3.2.P.7. Cuctema KoHTeliHep/ 3aKynoproBasibHUIA
3acib, a came BU/TyYEHHS HaliMeHyBaHHS
nocTayasibHVKIB MakyBa/lbHVUX MaTtepianis 3
peecTpauiiHoro Aocbe

100.

IHOAHPUKC
FEKCA™/INF
ANRIX
HEXA™
KOMBIHOBA
HA
BAKLUWHA
ansa
MPO®INAKT
VKN
ANODTEPII,
NPABLS,
KALLFOKY
(ALENMONAP
HWiA
KOMMNOHEHT

cycnensia (DTPa-
HBV-IPV) gns iH'exuiii
no 0,5 mn (1 gosa) Ta
niocpinizat (Hib); 1
nonepegHL0
HanoBHeHW
O/iHOPA30BUiA LLINPULY
(no 0,5 mn (1 po3a)) y
KOMNNEeKTi 3 ABOMa
rofikamv Ta oNakoH 3
niocpinizatom (Hib)
ona 1 nosu, wo
3MILLYHOTBCA Nepeq,
BUKOPVCTaHHAM
(wnpwy, 3 ronkamu
3aKpuTi 'yMOBUMM

nakcoCmit
Knaix
EkcnopTt
Nimiten

Benuvka
BputaHis

nakcoCwmitKns
1H Bionogxikans
C.A.

Benbris

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis:
3MmiHu | TYny - 3MiHKW 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTPOb roTOBOro
nikapcbkoro 3acoby. 3miHa napameTpis

cneumdikauii Ta/abo AONYCTUMYKX MEX FOTOBOr0
NiKapcbKoro 3acoby (3BYXXEHHS A0MYyCTUMUX
MeX) 3BY)XEHHSI KpUTepiiB NPUAHATHOCTI B
cneundikauii M3 gns BU3HAYEHHS BMICTY
€HA0TOKCUHIB XPOMOT€HHNUM KIHETUHHUM
METOA0M.
3aTBepaKeHo:
MeHuwe Hix 25,00 EO/mn
3anponoHoBaHo:
MeHLwwe Hix 25,00 EO Ha mn
PepakuiiiHi npaBku nokasHuka OnNMc KOMMOHEHTY
DTPa-IPV.

3a
peyerimom

UA/16235/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
), TENATUTY | koBmaykamw); ABi 3arBepmkeHo:
B, ronku (ogHoro MyTHa piguHa, 6inuii ocag,. besbapBHuii
noniomien po3mipy), LWnpuy, Ta cynepHaTaHT.
TYTA h/1akoH repMeTnyHO 3anponoHoBaHo:
3AXBOPHOB 3anakoBaHi y MyTHa pianHa nicnsa ctpywyBaHHs. binuii ocag, i
AHb, nnacTukoBuii 6e36apBHWI cynepHaTaHT NicNs 0CaKEHHS.
3BYAHUKOM | koHTeliHep; no 1 abo 3miHu | Tvny - 3miHK 3 AkocTi. APl. KoHTposb
AKNX € no 10 nnacTMKoBux A®l. 3miHa y meTofax BUNpobyBaHHs AdD| abo
HAEMOPHIL KOHTEHepIB Yy BUXiAHOrO MaTepiany/npoMixXHOro
us KapTOHHI KopobLi 3 npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCSH Y
INFLUENZAE | mapkyBaHHAM npoueci BUpobHULUTBa APl (HE3HAUHI 3MIHU Y
TANY B YKpaiHCbKO MOBOIO; 1 3aTBEPMKEHNX MeToAax BUNPOOYBaHHS)
nonepegHL0 BvinpaBneHHs B onuci TecTy Ans igeHTudikawi
HanoBHeHN B. pertussis Ha Bordet-Gengou nnacTuHkax B
0/iHOpa30BUiA WNpUL, npoueci hepmeHTauii npyu BUPOOHULITBI
(no 0,5 mn (1 po3a)) y KOMMOHEHTY Kawsoky. 3miHu Il Tuny - 3miHu 3
KOMMNEKTi 3 ABOMa AKOCTi. A®I. KoHTponb A®I. 3MiHa y meTogax
ronkamu Ta do1akoH 3 BuNpobysaHHA APl abo BuxigHoro
niodgpinizatom (Hib) marepiany/npomiKHOro NPoayKTy/peareHTy, LWwo
ana 1 nosu, wo BVKOPWCTOBYETbLCS Y NPOLIECi BUPOGHMLTBA ADI
3MILLYHOTLCA Nepes, (cyTTeBa 3miHa y
BMKOPUCTaHHSAM 6ionoriyHoMy/iMyHOMOTiYHOMY/iMYHOXIMIYHOMY
(wnpwuy 3 ronkamu MeToZi BUNpobyBaHHA abo MeTogi, Y KoMy
3aKpuTi FyMOBUMMN BUKOPVCTOBYETLCA Gi0NOriYHUI peareHT ans
KoBnavkamu); aBi 6ionoriyHoro A®l, a6o iioro 3amiHa)
rofiku (04Horo OnTtumizauis metoay ELISA, wo
po3mipy), Lwnpuy, Ta BMKOPVCTOBYETLCA A1 BU3HAYEHHS BMICTY Ta
h/1aKoH repMeTnyHO ineHTndikauii PRN aHTUreHy npu BUpoGHMLTBI
3anakoBaHi y MPOMIDXHOrO NPOAYKTY Ta Ha eTani KOHTPOso
nnacTukoBuii AKOCTI KiHLeBOro NpoAyKTy 6e3 3MiHW KpuTepiiB
KOHTeliHep; no 1 abo NPUAHATHOCTI.
no 10 nnacTukoBmnx
KOHTelHepiB y
KapTOHHI KopobLi 3
MapKyBaHHAM
aHrNiCbKOK0 MOBOIO 3i
CTVIKepOM
YKpPaiHCLKOH MOBOK
101. | IHOAHPUKC cycneHsis gns nakcoCwmit Benvka nakcoCwmitKns Benbris BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a - UA/13939/01/01
™ InB iH'ekuiin; no 0,5 mny KnsaiiH BputaHia | IiH bBionomxkikan3 3MmiHu | TMny - 3MiHKW 3 AKOCTi. FoTOBUIA peyenmom
KOMBIHOBA nonepegHL0 EkcnopTt C.A. nikapcbkuii 3aci6. KOHTPOb roTOBOro
HA 3anoBHEHOMY Niviten nikapcbkoro 3acoby. 3miHa napameTpis
BAKUWHA 0HOpPa30BOMY cneumdikauii Ta/abo AONYCTUMKX MEX FOTOBOr0
ana LUINPWLi Y KOMNAEKTI 3 NiKapcbKoro 3acoby (3BYXXEHHS A0MYyCTUMUX
MPODINTAKT rosikoto; no 1 a6o 10 MeX) 3BY)XXEHHSI KpUTEPIiB NPUAHATHOCTI B
KN nonepegHbL0 cneundikauii M3 gns BU3HAYEHHS BMICTY
OVNOTEPII, 3anoBHEHNX €HO0TOKCUHIB XPOMOTreHHUM KIHETUYHUM

NPABLIS,

0/|HOPa30BMX LUMPUL,iB

METO/OM.
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep

peecmpayiliHo2o

nocsio4YeHHs

KALLJTIOKA
(ALENONAP
HUN
KOMMOHEHT
)TA
noniomien!
TY

y NNacTUKoOBOMY
KOHTeliHepi; no 1
KOHTelHepy B
KapTOHHI KopoobLi

3aTBepaKeHo:
MeHwe 25,00 EO/mn
3anponoHoBaHo:
MeHLwwe Hix 25,00 EO Ha mn
PepakuiiiHi npaBkn nokasHuka OnNMc KOMMOHEHTY
DTPa-IPV.
3aTBepaKeHo:
MyTHa piguHa, 6inuii ocag,. besbapBHuii
cynepHaTtaHT.
3anponoHoBaHo:

MyTHa pianHa nicnsa ctpywyBaHHs. binuii ocag, i
6e36apBHUIi CynepHaTaHT NiCNs 0CaKEHHS.
3miHu | Tvny - 3miHK 3 AkocTi. APl. KoHTposb

A®l. 3miHa y meTogax BUnpobyBaHHs AdD| abo
BVXifHOro Marepiany/npoMiXHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BUpobHULUTBa APl (HE3HAUHI 3MIHU Y
3aTBEPMKEHNX MeToAax BUNPOOYBaHHS)
BvinpaBneHHs B onuci TecTy Ans igeHTudikaw,i
B. pertussis Ha Bordet-Gengou nnacTuHkax B
npoueci hepmeHTauii npyu BUPOOHULITBI
KOMMOHEHTY KaLustoky. 3MiHu Il Tuny - 3MiHn 3
AKOCTi. A®I. KoHTponb A®I. 3MiHa y meTogax
BuNpobyBaHHA APl abo BuxigHOro
marepiany/npomikHOro NPoayKTy/peareHTy, Lo

BVKOPWCTOBYETbLCS Y NPOLIECi BUPOGHMLTBA ADI

(cyTTeBa 3MiHa y
6ionoriyHoMy/iMyHOMOTiYHOMY/iMYHOXIMIYHOMY
MeToZi BUNpobyBaHHA abo MeTogi, Y KoMy
BUKOPVCTOBYETLCA Gi0NOriYHUI peareHT ans
6ionoriyHoro A®l, a6o iioro 3amiHa)
OnTtumizauis meToay ELISA, wo
BMKOPVCTOBYETLCA A7 BU3HAYEHHS BMICTY Ta
ineHTndikauii PRN aHTUreHy npu BUpoGHMLTBI
MPOMIDXHOTO NPOAYKTY Ta Ha eTani KOHTPOso
AKOCTI KiHLeBOro NpoAyKTy 6e3 3miHW KpuTepiiB
NPUAHATHOCTI

102.

KANEHAYNN
KBITKA

KBiTku no 30 r abo no
50 r y naukax 3
BHYTPILLHIM NakeToM;
no 1,5 ry cinbtp-
nakeTi; no 20 inbTp-
nakeTiB y nauui abo y
naJui 3 BHYTPILLHIM
naketom; no 1,5ry
hinbTp-nakeTi B
iHAuBiAYyaibHOMY

nakeTuky; no 20

MpAT
"NikTpasn"

YKpaiHa

MpAT
"NikTpasn”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MmiHu | TYny - 3MiHK 3 AKocTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHWI 3aci6 (iHLWi 3MiHN)
- BHECEHHSA 3MiH A0 crneumdikavii 3 KOHTPOsIHo
NepBUHHOrO NakyBasibHOro matepiasny (Manip
hiNbTpyBasibHWIA), a caMe [A0NOBHEHHS
nokasHuka «lgeHtudikalis (30BHiLLHI 03HaKN)»
BK/TIOYEHHAM [OAAaTKOBUX O3HAK A/1A
Bi3yasIbHOro KOHTPOSO «6) Konip»

6e3
peuyenma

UA/6047/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
hinbTp-nakeTiB y
nayui
103. | KANEHAYNN HacToiika no 40 mny MPAT YkpaiHa BiANOBIAa/IbHUI YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: 6e3 - UA/8039/02/01
HACTOWKA chiakoHax CKISHUX "®ITOPAPM 3a 3MiHM | TUny - 3MiHK 3 AKOCTi. FOTOBMIA peyenma
a60 nonimepHUx " BUPOBHULTBO, nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa
nepBuHHE ab0 BBefeHHA A0AATKOBOT AifIbHUL
nakyBaHHs, BMPOOHMLTBA 151 YACTUHM ab0 BCbOro

KOHTPO/b AKOCTI
Ta BUNycK cepii:
MNPAT
"®OITOPAPM",
YkpaiHa
BignoBiganbHMA
3a
BMPOGHMLITBO,
nepBuHHe
nakyBaHHs,

KOHTPO/b AKOCTI:

AT
"Jly6HMapm”,
YkpaiHa

BMPOGHNYOro NpoLecy roToBoro Nikapcbkoro
3ac06y (AinbHMLA, Ha K NpoBOAATLCA Oy ab-
AKi BUPOGHWYI CcTagii, 3a BUHATKOM BUMYCKY
cepiil, KOHTPOIHO AKOCTi, NePBUHHOTO Ta
BTOPWHHOTO MakKyBaHHS, /1 HECTEPUTbHUX
nikapcbKnx 3aco6iB) - BBEAEHHS A04aTKOBOI
BUPOGHMYOT AinbHuULi AT "Jly6HUdapMm",
YkpaiHa, Ha SKili BiabyBaeTbCs BUPOOHULITBO Ta
nepBUHHE MakKyBaHHS NiKapcbKoro 3acooy.
CynyTHS 3MiHa
- 3MiHM 3 IKOCTi. [OTOBWMIA Nikapcbkuii 3aci6.
3MiHU y BUpO6HMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI Ai/IbHULi BUPOBHULTBA ANS YACTUHU
ab0 BCbOro BUPOGHMYOro npoLecy rotoBoro
nikapcbKoro 3acoby (AinbHWUSA 415 NEPBUHHOMO
nakyBaHHs);
3MiHM | TMny - 3MiHK 3 AKOCTi. FoTOBMIA
nikapcbkuid 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYTLCS BUNYCKY cepil
Ta KOHTPOJII0 AKOCTi FOTOBOTO /NiKapCbKOro
3acoby (3amiHa abo JofaBaHHs AinbHULI, Ha
AKilA 3AIACHIOETLCSA KOHTPO/Tb/BUNPOBYBaHHS
cepii) - BBEAEHHSA [,04aTKOBOI BUPOOHNYOT
ainaHkmn AT "/ly6Hudpapm”, YkpaiHa Ha skii
Bi6YyBaETLCA KOHTPO/Ib AKOCTI; 3MiHM | Tvny -
3MiHM 3 AKOCTi. F0TOBWMIA NiKapCbKuii 3acib.
KOHTposb roToBOro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNPo6YBaHHSA rOTOBOrO /iKapCbKOro
3ac06y (He3HayHa 3MiHa y 3aTBEpAKEHNX
mMeTogax BUNpobyBaHHs) - MeTOAN KOHTPOSIO
AKOCTi J13 npuBeeHo 4,0 BUMOT MOHOrpadil
[dY Harigok HacTolika N, a came: BunpasfieHo
NoCWNaHHA Ha MeTOAM NPOBeAeHHS
BMNPO6YBaHb 3a nokasHukamu "'laeHTundikauisa",
"Arnica montana", "Cyxui1 3a/MLwoK";
BMMpaB/IEHO TEXHIYHY MOMUJIKY LLOAO0 KisTbKOCTi
HaTpito cynbhaty 6e3soaHoro P, sikuii
BWKOPWUCTOBYETHCS MPU NPOBEAEHHI
BMNpPo6yBaHb 3a Noka3HWKoM "KisibkicHe
BMU3HAYEHHS"; OKpiM Toro 6yno akTyanizoBaHo
KpUTEpii NPUAHATHOCTI 3a NOKa3HUKOM
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

"MikpobionoriyHa uncToTa" 3rifHO 3 BUMOramu
LY no nikapcbkux 3aco6iB A4/151 30BHILLUHLOIO
3acTocyBaHHsA. FAK HacnifoK BignoBigHI NpaBku
BigobpaxeHi y Cneuudikauii; posgin "Onuc"
npviBefeHo [0 GifbLl KOPEKTHOTO TPaKTyBaHHS;
3MiHn | TURY - 3MiHK 3 SKocTi. API.
Brpo6HMLUTBO. 3MiHM B npoueci BUpoGHNLTBa
A®| (He3HauHa 3MiHa y npoueci BUpobHULTBa
A®I) - He3HayHa 3MiHa y npovleci BUpobHULTBA
A®| HaCTOVKM KBITOK KasleHAY N Y 3B’A3KY i3
BBEEHHAM [04aTKOBOI KOHTPaKTHOI AiNbHUL
AT "JTly6HMUdapM" 3 iHLLOK KiNbKICTIO OAUHULIb
o6nagHaHHsA; 3MiHy Il Tuny - 3MiHM 3 AKOCTI.
A®I. BUpo6HMLTBO. 3MiHa BUPOGHMKA
BUWXifHOro/NPOMKHOro NPoAyKTy/pearenTy, Lo
BUKOPVICTOBYIOTbCS Y BUPOOHNYOMY MPOLLECI
A®I, abo 3miHa BUpOOHYKKa (BKIOHaKUN, ae
HeoObXxifHO, MicLe NPOBEAEHHS KOHTPO/IO AKOCTI)
A®I (3a BigcyTHOCTI cepTuddikaTa BiANOBIAHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaXeHoOMy
Locbe)(BBEAEHHS HOBOro BUPOGHNKa AdI 3
HagaHHAM macTep-ghaiina Ha A®l) - BBeAeHHS
[04aTKOBOro BUPo6HUKa APl HaCcToliKK KBITIB
kaneHaynu (Calendulae flores)(1:10)(ekcTpareHt
- eTaHon - 70 %) - AT "Jly6Huchapm”, YkpaiHa

104.

KAMNOTIA3NA
®

Tabnetku no 10
Tabnetok y 6nictepi,
no 2 6nictepm y naui

MAT
"Kuismegnp
enapar”

YKpaiHa

MAT
"Knismegnpenap
ar"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHu | TMNy - 3MiHK Woao
6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsay.
3MiHa Y KOpOTKiil XxapakTepucTuLj NikapCcbKoro
3ac06y, TEKCTI MapKyBaHHSA Ta iIHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA Ha NiacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekun
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk pesynbTar
OLLiHKM 3BIiTYy 3 AOCAIKEHb, MPOBEAEHNX
BiANOBIAHO A0 MiaHy neiaTpUYHNX AOCHILKEHb
(PIP) (3MiHY y3rokeHo 3 KOMNEeTEeHTHUM
YMNOBHOB&XEHVM OpraHom) 3MiHV BHECEHO B
IHCTPYKLUi0 AN151 MeANYHOTO 3aCTOCYBaHHS
niKkapcbKoro 3acoby A0 po3ainis "OcobnnBoCTi
3actocyBaHHsa" Ta "lMob6iyHi peakuii” BiANOBIAHO
[10 OHOB/EHOT iHhopMaLii Wwoao 6e3nekn
3acTOCyBaHHS fjt040i pevyoBUHY 3rigHO 3
pekomeHpauieto PRAC. TepMmiH BBe4EHHS 3MiH
npoTsirom 6 MicsiliB micns 3aTBepApKEHHs!

3a
peyenmom

He
nionseae

UA/5474/01/01

105.

KANTONPUN

Tabnetkn no 0,025,
no 10 TabneTtok y

TOB
"TepHochap

YKpaiHa

TOB
"TepHodhapm"

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis:
3MiHu | TMny - 3MiHK 3 AKocTi. FoToBUIA

3a
peyenmom

UA/8912/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep

peecmpayiliHo2o

nocsio4YeHHs

6nicTepi, no 2
6nictepu B navuj

nikapcbkuii 3aci6. KOHTpoib roToBOro
nikapcbkoro 3aco6y. 3mMiHa napameTpis
cneumdikauiii Ta/abo [ONYCTUMUX MEX FOTOBOrO
NiKapcbKoro 3acoby (iHLWi 3MiHN) BHECEHHS 3MiH
B creuudikaLito Woao 3MiHU PYTUHHOCTI
npoBefeHHs aHai3y MikpobionoriyHoro
KOHTponto /13, a came CKOPOYEHHS Ki/TbKOCTI
KOHTPOJO Cepili: «He PYTUHHUIA TEeCT:
[0MNyCKaeTLCA NPOBOAUTY KOHTPO/Ib NEPLLOT Ta
KOXHOT N'ATOI HAacTynHoi cepii N3, ane He
pigwe Hix 1 cepii B pik». A TaKOX 3a3Ha4YeHHS
KOPEKTHOro NocunaHHA Ha fjtove BugaHHa by
B cneuudikauii Ta Metogax koHTponio MKA N3
(3aTBEepmkeHo AdY, 1.4)

106.

KAPBOMNAT
NH

PO3YNH A5 iH'EKLIN,
10 mr/mn; no 5 mn a6o
no 45 mMn 'y goNakoHi;
no 1 donakoHy B
KapTOHHIA Kopoo6Li

Mini
Xerckepe
NimiTen

Benuvka
BputaHis

BeHnyc Pemegic
NimiTen

IHgis

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis:
3MiHY | Tuny - 3MiHN WoAo
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKiil xapakTepucTuLi NikapCbkoro
3aco6y, TEKCTi MapKyBaHHSA Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHA Ha NiacTasi
perynsipHoO OHOBJ/IHOBAHOTO 3BIiTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpaviiiHnii nepiog, abo Sk pesynbtat
OLLiHKVM 3BIiTYy 3 AOCiMKEeHb, NPOBEAEHNX
Bi4NOBIAHO A0 NnaHy nejiatpudHNX AOCNiAXeHb
(PIP) (3MiHy y3rofXeHo 3 KOMMETEHTHUM
YNOBHOB&XEHUM OpraHoMm) - 3MiHW BHECEHO B
IHCTPYKLUi0 ANS1 MeANYHOrO 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao po3sainis "OcobanBocCTi
3acTocyBaHHs" Ta "lNob6iuHi peakuii” BiANOBIAHO
[0 OHOBJEHOI iH(hopMaLT LLoao 6e3neku
3aCTOCYBaHHA Ajil0401 PeYOBUHU 3rigHO 3
pekomeHgauieto PRAC. TepMiH BBEAEHHS 3MiH -
npoTsarom 3 MicaLiB nicns 3aTBepapKeHHs

3a
peyerimom

He
nionsieae

UA/9294/01/01

107.

KBETUKCON
XR

TabneTkun, BKpUTI
NNiBKOBOO
060/10HKOI0,
NPOMIOHIOBaHOI Aji, N0
150 mr no 10
TabneTtok y 6nictepi;
no 3 6nictepu B
KapTOHHI navwi

3AT
«Papmnira»

JNlutoBCbKa
Pecny6nik
a

KOHTPO/b SIKOCTI,

nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
BUNYCK cepil:
Mepkne 'vbX,
HimeuunHa
BMPOGHMLTBO

Hepo3g)acoBaHO

T npoAykKujii:
Mepkne 'm6X,
HimeyunHa

HimeyunHa

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis:
3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy 3asaBHUKaA
(BnacHuKa peecTpauiiniHoro NocBigYeHHs) 3MiHa
afpecu 3asBHUKa (B/1acHVKa peecTpaviiHoro
NOCBIAYEHHS)
3MiHU BHECEHI Y TEKCT MapKyBaHHS ynaKkoBKu
NikapCcbKoro 3acoby LoA0 3MiHW agpech
3asBHUKa (BacHVKa peecTpaviiHoro
noceigyeHHs). BBeAeHHs 3MiH NpoTAarom 6-1n
MiCALiB Nicna 3aTBepKeHHsA

3a
peyerimom

UA/19569/01/02

108.

KBETUKCO/

TabNeTkn, BKpUTI

3AT

JInToBCbKa

KOHTPOJ1b SKOCTI,

HimeyunHa

BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis:

3a

UA/19569/01/03
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
XR N/1iBKOBOO «®apmnira» | Pecnybnik nepBuHHE Ta 3MmiHu | TURY - AgMiIHICTpaTUBHI 3MiHW. 3MiHa peyenmom
060/10HKOI0, a BTOPWHHE HalimeHyBaHHs Ta/abo agpecu 3asaBHUKa
MPOJIOHroBaHoI Aji, No nakyBaHHs, (BnacHvKa peecTpauiiiHoro noceigyeHHs) 3mMiHa
200 wmr no 10 BWMNYCK Cepii: afpecy 3asBHKKa (BNacHvKa peecTpauiiHoro
Tabnetok y 6nictepi; Mepkne 'vbX, NoCBIAYEHHS)
no 3 6nictepu B HimeuunHa 3MiHN BHECEHI Y TEKCT MapKyBaHHS ynakoBKW
KapTOHHIM navu,i BMPOGHMLTBO NiKapcbKoro 3acoby Wwoa0 3MiHM agpecu
Hepo3dacoBaHo 3asBHUKa (B1acHVKa peecTpaliiHoro
T npoAykuji: noceifyeHHs). BBeAeHHSA 3MiH NPOTArom 6-1n
Mepkne 'v6X, MicSILiB MiCNS 3aTBEPAYKEHHS
HimeyunHa
109. | KBETUKCON TabneTkn, BKPUTI 3AT JInToBCbKa | KOHTPO/b SKOCTI, HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a - UA/19569/01/04
XR N1iBKOBOIO «®apmnira» | Pecnybnik nepBuHHE Ta 3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom
060/10HKOI0, a BTOPWHHE HaliMeHyBaHHs Ta/abo agpecu 3asaBHUKa
MPOJIOHroBaHoI Aji, No nakyBaHHs, (BnacHviKa peecTpauiiHoro noceig4eHHs) 3miHa
300 wmr no 10 BWMYCK Cepii: afpecy 3asBHVKa (BNacHvKa peecTpauiiHoro
TabneTtok y 6nictepi; Mepkne 'vbX, NOCBIAYEHHS)
no 3 6nictepu B HimeuunHa 3MiHN BHECEHI Y TEKCT MapKyBaHHS yNaKkoBKM
KapTOHHI navu,i BMPOGHMLITBO nikapcbKoro 3acoby Wwoa0 3MiHM agpecu
Hepo3dacoBaHo 3asBHUKa (B1acHVKa peecTpaLiiHoro
T npoAykuji: noceigyeHHs). BBeAeHHSA 3MiH NpOTArom 6-1n
Mepkne 'M6X, MicSLIB MiCNs 3aTBEPAYKEHHS
HimeyunHa
110. | KBETUKCON TabneTkn, BKPUTI 3AT JInToBCbKa | KOHTPOb SKOCTI, HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a - UA/19569/01/05
XR NNiBKOBOIO «®apmnira» | Pecnybnik nepBuHHE Ta 3MiHu | TUNY - AgMiHICTPAaTUBHI 3MiHW. 3MiHa peyenmom
060/10HKOI0, a BTOPVHHE HaliMeHyBaHHs Ta/abo agpecu 3asaBHUKa
NPOMIOHIOBaHOI Aji, N0 nakyBaHHs, (BnacHuKa peecTpauiinHoro NocBigYeHHs) 3MiHa
400 wmr no 10 BUNYCK cepil: agpecy 3asBHVKa (BNacHvKa peecTpauiiHoro
TabneTtok y 6nictepi; Mepkne 'vbX, NOCBIAYEHHS)
no 3 6nictepu B HimeuunHa 3MiHU BHECEHI Y TEKCT MapKyBaHHS yNaKkoBKW
KapTOHHI navw,i BMPOGHMLITBO nikapcbKoro 3acoby Wwoa0 3MiHW agpecu
Hepo3dacoBaHo 3asBHUKa (B1acHVKa peecTpaviiHoro
T npoAykKujii: noceifyeHHs). BBeAeHHs 3MiH NpoTArom 6-1n
Mepkne 'M6X, MiCALiB Nicna 3aTBepKeHHsA
HimeyunHa
111. | KBETUKCON TabneTkn, BKPUTI 3AT JInTOBCbKA | KOHTPO/b SAKOCTI, HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a - UA/19569/01/01
XR NNiBKOBOO «®apmnira» | Pecny6nik nepBuHHE Ta 3MiHW | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa peyenmom
060/10HKOIO, a BTOPWHHE HaliMeHyBaHHs Ta/abo agpecu 3asBHUKa
NPOIOHIOBaHOI Aji, No nakyBaHHs1, (BnacHvKa peecTpauiiniHoro NocBigYeHHs) 3MiHa
50 mr no 10 TabneTok BUNYCK cepil: afpecy 3asBHKKa (BNacHvKa peecTpauiiHoro
y 6nicTepi; no 3 Mepkne T'mM6X, noceigYeHHs)
61icTepy B KApTOHHIl HimeuunHa 3MiHV BHECEHI y TEKCT MapKyBaHHS yNakoBKW
nauui BUPOGHMLITBO nikapcbKoro 3acoby LoA0 3MiHW agpech
Hepo3g)acoBaHO 3asBHMKa (BNacHvKa peecTpauiiHoro
T npoaykKuii: nocBigYeHHs1). BBeAeHHS 3MiH NPOTAroM 6-Tn
Mepkne 'M6X, MiCALiB Nicnsa 3aTBepAKeHHs
HimeyunHa
112. | KBETUPOH® | Tabnetku TOB YKpaiHa PAPMATEH peuist BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis: 3a - UA/18040/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

XR ACIHO

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

MPOJIOHroBaHoI Aji, Mo
50 mr, no 10 TabneTok
y 6nicTepi; no 3 abo
no 6 6nicTtepis B
KapTOHHI navwi

"ACIHO
YKPAIHA"

IHTEPHELUHN
CA, Ipeuis
(BMpOGHULTBO,
nakyBaHHs,
KOHTPO/b AKOCTI
Ta BuUnyck cepii);
SAPMATEH
C.A,, lpeuis
(nakyBaHHs,
KOHTPO/Tb AKOCTI
Ta BUNycCK cepil)

3MiHu | Tuny - 3miHK 3 akocTi. CepTuddikat
BignosigHocTi/lE-cepTudikar BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii.
MoaaHHA HOBOro abo OHOBMIEHOroO cepTudikaTa
BiANOBIAHOCTI ab0 BU/TyYEHHSA cepTudikata
BifNoBigHOCTI E€Bponelickkili hapmakonei: ans
A®l; ansa BuxigHoro
matepiany/peareHTy/nPoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBMHY (cepTudiikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
HoBwi1 cepTudikat Big BXe 3aTBEPIAKEHOTO
BMpO6HUKa. MNogaHHa HoBoro CepTudikarty
BiAnoBiaHOCTI €Bponelicbkiin hapmakonei RO-
CEP 2018-277 - Rev 01 gnsa A®l keeTianiHy
hymapaTy Big, 3aTBEpPAKEHOT0 BUPOGHUKA
Moehs Cantabra, S.L., IcnaHis, wo
BVIKOPVCTOBYETLCS Y BUrOTOBJIEHI NiKAPCHKOro
3acoby KeeTnpoH® XR AciHo
3MiHu | TUNY - 3MiHKM 3 akocTi. CepTudikaT
BignosigHocTi/IE-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii.
MopaHHA HoBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUYyYEHHNA cepTudikata
BiANOBIAHOCTI €Bponeiickbkili hapmakonei: gns
A®I; onsa BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
BUKOPWCTOBYIOTLCS Y BUPOOHNLTBI ADI; ans
[0NOMDKHOT peyoBrHU (cepTudpikat
BifnoBigHoOCTI €Bponelickkili hapmakonel) -
OHOBReHW cepTUdiKaT Bif, y)Xe 3aTBEPAKEHOr0
BMpOOHUKa. MNMoaaHHs oHoBieHoro CepTudikaTy
BiANOBIAHOCTI €Bponeichbkiin thapmakonei R1-
CEP 2014-287 - Rev 00 gna Adl keTianiHy
dymapaTy Bif, 3aTBEPKEHOr0 BUPOGHMKA
Moehs Cantabra, S.L., IcnaHis, wo
BUKOPWCTOBYETLCS Y BUTOTOBJIEHI NiKAPCHKOTO
3aco6y KeeTupoH® XR AciHo. [itoua pefakuis:
RO-CEP 2014-287 - Rev 00. NponoHoBaHa
pegakuisi: R1-CEP 2014-287 - Rev 00

peyerimom

113.

KBETUPOH®
XR ACIHO

Tabnetku
NPOMIOHIOBaHOI Aji, N0
150 wmr, no 10
Tabnetok y 6nictepi;
no 3 a6o no 6
6nicTepiB B KAPTOHHIA
nauui

TOB
"ACIHO
YKPAIHA"

YKpaiHa

®APMATEH
IHTEPHELUHN

CA, Ipeuist
(BUPOGHMLTBO,

nakyBaHHs,
KOHTPO/b AKOCTI
Ta BMNyck cepir);

PAPMATEH

peuis

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3MiHM | Tuny - 3miHK 3 sakocTi. CepTuddikat
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponelicbkiit hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOBEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; nnsa BUXigHOrO

3a
peyenmom

UA/18040/01/02




Hassa

80

n/n

JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayiliHo2o

114.

KBETUPOH®

TabneTtku

C.A., I'peuis
(nakyBaHHs,
KOHTPO/Ib AKOCTI
Ta BUNycK cepii)

marepiany/peareHTy/npomMibKHOro NPOAYKTY, WO
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[OMNOMDKHOT peyoBMHU (cepTuddikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
HoBwuii cepTudpikat Bif BXe 3aTBEpPAXEHOr0
BMpo6HUKa. MogaHHsA HoBoro CepTudiikaTy
BiANoOBigHOCTI EBponelicbkin hapmakonei RO-
CEP 2018-277 - Rev 01 ana A®| kseTianiHy
hymapaTy Bif, 3aTBEPAKEHOT0 BUPOOHUKA
Moehs Cantabra, S.L., IcnaHis, wo
BWKOPWUCTOBYETHCSA Y BUTOTOBJIEHI NiKAPCLKOrO
3aco6y KeeTnpoH® XR AciHo
3miHu | TUny - 3MiHn 3 akocTi. CepTudikar
BignosigHocTi/I E-cepTudikar BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii.
MoaaHHA HOBOro abo OHOBMIEHOroO cepTudikata
BiANOBIAHOCTI ab0 BU/TyYEHHSA cepTudikata
BifNOBigHOCTI E€Bponelickkili hapmakonei: ans
A®l; ansa BuxigHoro
matepiany/peareHTy/NPoOMKHOIo NPOAYKTY, WO
BMKOPWCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBMHY (cepTudiikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHOBNEHWIA cepTUddikar Bif yxe 3aTBepaKeHoro
BMPO6HUKa. [NogaHHa oHoBneHoro CepTtudikaTy
BiAnoBigHOCTI €Bponelicbkiin hapmakonei R1-
CEP 2014-287 - Rev 00 gnsa A®l kseTianiHy
hymapaTy Big, 3aTBEpPAKEHOT0 BUPO6HUKA
Moehs Cantabra, S.L., IcnaHis, wo
BVIKOPVCTOBYETLCS Y BUrOTOBJIEHI NiKAPCHKOro
3aco6y KeetTnpoH® XR AciHo. [litova pefakuis:
RO-CEP 2014-287 - Rev 00. NponoHoBaHa
pegakuisi: R1-CEP 2014-287 - Rev 00

nocsio4YeHHs

XR ACIHO

NPOIOHIoBaHoI Aji, No
300 wmr, no 10
Tabnetok y 6nictepi;
no 3 abo no 6
6nicTepiB B KAPTOHHIN
nauui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

OAPMATEH
IHTEPHELLUHN
CA, Ipeuis
(BMpOGHMLTBO,
nakyBaHHs,
KOHTPO/Ib AKOCTI
Ta BUNyck cepii);

PAPMATEH
C.A., I'pevis
(nakyBaHHs,
KOHTPO/b AKOCTI
Ta BUNycK cepii)

pewis

BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis:
3MiHu | TUny - 3MiHK 3 AkocTi. CepTudikat
BignosigHocTi/lE-cepTudikar BignoBigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii.
MopaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BU/TyUYEHHS cepTudikata
BiANOBIAHOCTI E€Bponeiickbkili hapmakonei: ans
A®I; onsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPObHUUTBI ADI; ans

[,0NOMDKHOT pevyoBrHU (cepTudpikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
HoBwuii cepTudpikat Bif BXe 3aTBEpPAKEHOr0
BMpo6HUKa. MogaHHA HoBoro CepTudiikaTy

BiANoBigHOCTI €Bponelicbkiin hapmakonei RO-

3a
peyenmom

UA/18040/01/03
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

CEP 2018-277 - Rev 01 gnsa Adl keeTianiHy
doymapaTy Bif, 3aTBEPLKEHOr0 BUPOGHMKA
Moehs Cantabra, S.L., IcnaHis, wo
BUKOPWCTOBYETHCS Y BUTOTOBJIEHI NiKAPCHKOTO
3acoby KBeTupoH® XR AciHO
3Minn | TUnYy - 3MiHn 3 axkocTi. CepTudpikar
BignosigHocTi/lE-cepTudikat BigNoBiAHOCTI
€Bponelicbkiii hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYEHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onqa BuxigHoOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[OMOMDKHOT peyoBMHU (cepTuddikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHOBNEeHWi cepTUdikaT Bif, y)Xe 3aTBEpAXEHOro
BMpO6HUKa. MogaHHs oHoBeHoro CepTudikaTy
BiANoOBigHOCTI EBponelickbkin hapmakonei R1-
CEP 2014-287 - Rev 00 ana A®| kseTianiHy
hymapaTy Bif, 3aTBEPAKEHOT0 BUPOOHUKA
Moehs Cantabra, S.L., IcnaHis, wo
BMKOPWUCTOBYETHCSA Y BUTOTOBJIEHI NiKAPCbKOrO
3aco6y KeeTnpoH® XR AciHo. [litova pefakuis:
RO-CEP 2014-287 - Rev 00. NponoHoBaHa
pepakuis: R1-CEP 2014-287 - Rev 00

115.

KPEA3M
10000

Kancynu Teepai,
KMLUKOBOPO3YMHHI NO
10 kancyn y 6nicTepi;
no 2 6nictepun y nauui
i3 KapTOHY

MpAT
"TexHosnor"

YkpaiHa

MpAT
"TexHonor"

Ykpaina

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis:
3miHu | TUny - 3MiHK 3 akocTi. CepTudikar
BignosigHocTi/IE-cepTudikar BignosigHoCTI
€sponelicbkin dhapmakonei/moHorpadii.
MoaaHHA HOBOro abo OHOBMEHOro cepTudikata
BiANOBIAHOCTI ab0 BU/TyYEHHS cepTudikata
BiANOBIAHOCTI E€Bponeiichbkili hapmakonei: ans
A®l; ans BuxigHoro
matepiany/peareHTy/NPoMbKHOIo NPOAYKTY, L0
BMKOPWCTOBYIOTbCA Y BUPOOHULTBI ADl; ans
[OMOMDKHOT peyoBMHY (cepTudiikat
BiANOBIgHOCTI EBponeiickkili hapmakonei) -
OHoBReHn cepTuddikaT Bif, yxe 3aTBEPAXEHOr0
BMPO6HMKa - MNogaHHs OHOBIEHOTO cepTuddikata
BiANOBIAHOCTI EBpoNeiickkili hapmakonei ans
A®I MaHkpeatnH No. R1-CEP 2001-280-Rev 03
Big 01.04.2021 p. (nonepegHs Bepcisa No. R1-
CEP 2001-280-Rev 02 Big 05.09.2011 p.) Big
BXE 3aTBepKeHOro BupobHnka Hopamapk
®apma M'v6X [Nordmark Pharma GmbH],
HimeuunHa, y 3B’'A3Ky 3i 3MIHOI Ha3BU
Bupo6Huka 3 Nordmark Arzneimittel GmbH &

6e3
peyenma

UA/2822/01/01




82

Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Co. KG, Germany Ha Nordmark Pharma GmbH,
Germany
116. | KPEA3UM Kancynv Teepai, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: 6e3 - UA/2822/01/02
20000 KVLLKOBOPO3YMHHI N0 "TexHonor" "TexHonor" 3miHu | TUny - 3MiHK 3 akocTi. CepTudikar peyenma
10 kancyn y 6nicTepi; BignosigHocTi/IE-cepTudikar BignosigHoCTi
no 2 6nictepun y nauui €sponelicbkiin dhapmakonei/moHorpadii.
i3 KapTOHY MoaaHHA HOBOro abo OHOBMEHOro cepTudikata
BiANOBIAHOCTI ab0 BU/TyYEHHSA cepTudikata
BiANOBIAHOCTI E€Bponeiichbkili hapmakonei: ans
A®l; ans BuxigHoro
matepiany/peareHTy/nPoMbKHOIo NPOAYKTY, L0
BMKOPWCTOBYIOTbCA Y BUPOOHULTBI AdDl; ans
[OMOMDKHOT peyoBMHY (cepTudiikat
BiANOBIgHOCTI EBponeiickkili hapmakonei) -
OHoBReHn cepTuddikaT Bif, yxe 3aTBEPAXEHOr0
BMPO6HMKa - MNogaHHs OHOBIEHOTO cepTuddikaTa
BiANOBIAHOCTI EBpoNeiickkili hapmakonei ans
A®I MaHkpeatnH No. R1-CEP 2001-280-Rev 03
Big 01.04.2021 p. (nonepegHs Bepcia No. R1-
CEP 2001-280-Rev 02 Big 05.09.2011 p.) BiA
BXE 3aTBepKeHOoro BupobHnka Hopamapk
®apma M'v6X [Nordmark Pharma GmbH],
HimeuunHa, y 3B’'A3KYy 3i 3MIHOI0 Ha3BU
Bupo6Huka 3 Nordmark Arzneimittel GmbH &
Co. KG, Germany Ha Nordmark Pharma GmbH,
Germany
117. | KCIrgyo TabneTkun, BKpUTI ACTPA3EH Lseuis BMPOGHMLTBO in- CLWA BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3a He UA/15984/01/01
MNPOJTIOHI NNiBKOBOO EKA Ab bulk, kKoHTpoNb 3MiHK | TNy - 3MiHK WoA0 peyenmom niosnsieae
060/10HKOI0, SAKOCTI, 6e3nekun/edhekTVBHOCTI Ta hapMakoHarnagy
MPOJIOHroBaHoI Aji No nepBuHHE Ta (iHLWi 3MiHW). 3MiHWM BHECEHO A0 IHCTPYKLIT ANns
5/1000 mr; no 7 BTOPVHHE MeJMYHOro 3aCTOCYBaHHS /likapcbKoro 3acoby
TabneTtok y 6nictepi; nakyBaHHs, [0 po3ainis"®apmakonoriyHi BnactusocTi”,
no 4 6nictepu y BWMNYCK Cepil: "B3aemogis 3 iHWMMK flikapcbkumn 3acobamu Ta
KapTOHHI KopoobLi AcTpa3eHeka iHWi BUAW B3aemogiin", "OcobnmnBocTi
PapmacbioTuKan 3acTocyBaHHA" Bi4NOBIAHO O OHOB/EHOT
c /N, CLWA; iHchopmawii 3 6e3nekn 3acTocyBaHHs
BMPOBHMLTBO in- NikapcbKoro 3acoby.
bulk: Bpicton- BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nicas
Maiiepc Cksi66 3aTBEPKEHHS.
MaHydakTypiHr
KomnaHi, CLUA
118. | KCIrgyo TabneTkn, BKPUTI ACTPA3EH LBeuis BUPOGHMLTBO in- CLWA BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a He UA/15985/01/01
MNPOJNTIOHI NNiBKOBOO EKA Ab bulk, koHTpoONb 3MiHK | TUNy - 3MiHK WoA0 peuyenmom nionsieae
060/10HKOIO, AKOCTI, 6e3nekn/edekTBHOCTI Ta hapmakoHarnsagy
MPOIOHTOBaHOI Aji No nepBuHHE Ta (iHWi 3MiHW). 3MiHM BHECEHO [0 IHCTPYKLUiT A5
10/500 mr no 7 BTOPUHHE Me[MYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby
Tabnetok y 6nictepi; nakyBaHHs, [0 po3ginis"®apmakonoriyHi BnactueocTi”,
no 4 6nictepn y BMNYCK cepil: "B3aemogis 3 iHWMMM NikapCbKkUMM 3acobamm 1a
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
KapTOHHI KopoobLi AcTpa3eHeka iHWi BUAW B3aemogiin", "Oco6nmnBoCTi
PapmacbioTuKan 3acTocyBaHHA" Bi4NOBIAHO [0 OHOB/IEHOT
c /N, CLWA; iHchopmawii 3 6e3nekn 3acTocyBaHHSA
BMPOGHMLTBO in- nikapcbKoro 3acooby.
bulk: Bpicton- BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
Maliepc CkBi66 3aTBEPIKEHHS.
MaHythakTypiHr
KomnaHi, CLUA
119. | KCIrgyo TabneTkun, BKpUTI ACTPA3EH Lseuis BMPOGHMLTBO in- CLWA BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: 3a He UA/15983/01/01
MNPOTIOHI N1iBKOBOIO EKA Ab bulk, KoHTposb 3MiHY | TUny - 3MiHN WoAo peyenmom nionsizae
060/10HKOI0, SAKOCTI, 6e3nekun/ethekTVBHOCTI Ta hapMakoHarnagy
MPOJIOHroBaHoI Aji No nepBuHHE Ta (iHLWi 3MiHW). 3MiHWM BHECEHO A0 IHCTPYKLIi ANns
10/1000 wmr, no 7 BTOPVHHE Me[MYHOro 3aCTOCYBaHHS NlikapcbKoro 3acoby
Tabnetok y 6nictepi; nakyBaHHs, [0 po3ainis"®apmakonoriyHi BnactusocTi”,
no 4 6nictepun y BWMNYCK Cepil: "B3aemogis 3 iHWMMK flikapcbkumn 3acobamu Ta
KapTOHHIA Kopoo6Li AcTpa3eHeka iHWi BUAW B3aemogiin", "Oco6nmnBocCTi
PapmacbioTuKan 3acTocyBaHHA" Bi4NOBIAHO [0 OHOB/IEHOT
c /N, CLWA; iHchopmawii 3 6e3nekn 3acTocyBaHHS
BMPOGHMLTBO in- nikapcbKoro 3acooby.
bulk: Bpicton- BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
Maiiepc Ckgi66 3aTBEPKEHHS.
MaHyhakTypiHr
KomnaHi, CLUA
120. | NASOPUH® cnpeli HazaNbHUiA, TOB YkpaiHa IcTiTyTO AE ITanis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 - UA/3590/01/01
1,18 mr/mn; no 10 mn "Onenna Arxeni C.p.n. TexHiyHa nomusika (3rigHo Hakazy MO3 Bif, peyenma
y CKNAHOMY Xerckea 23.07.2015 Ne 460) BunpaBneHo TeXHi4Hy
6asIoHuVKy 3 YkpaiHa" MOMW/IKY B IHCTPYKUIT 4719 MeANYHOro
[103YH0UUM NPUCTPOEM; 3acToCyBaHHS Nikapcbkoro 3acoby y po3gini
no 1 6anoHYnKy B «Micue3HaxopKeHHs BUPOGHUMKA Ta iioro agpeca
KapTOHHI KopoobLi MiCLii MPOBaKEHHS AISNIbHOCTI».
3a3HavyeHe BUMPaB/IeHHS TEXHIYHOT NOMU/IKMN
BiANOBIAAE BipHOMY 3a3HaYEHHIO0 afpecy Micus
NPOBaKEHHS AiSNIbHOCTI BUPO6HUKA, sike Byno
3aTBepmxeHe Hakazom MO3 Ykpainu Ne 2143
Big 21.09.2020 p. (npouepypa —
nepepeecTpauis). 3asHaueHe BUNpaB/IEHHS
Bignosigae apxiBHUM MaTepianam
peecTpaLiiHoro A0cCheE.
121. | NAMOTPUA NMOpPOLLOK (CybCcTaHList) AT YkpaiHa KoraHc IHgis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: - - UA/5770/01/01
XXUH y nakeTax noAgiiHux "papmak” NaiidpcaeHcns 3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
nonieTuneHosux ans Niviten HaliMeHyBaHHs Ta/abo afpecu 3asBHUKa

BMPOGHMLTBA
HecTepuIbHNX
Nikapcbknx hopm

(BnacHvKa peecTpauiiniHoro NocBigYeHHs) 3mMiHa
Ha3BU Ta agpecy 3asiBHMKa
3areepaxeHo: MNAT «®apmak» YkpaiHa, 04080,
M. KuiB, Byn. dpyH3e, 63 3anponoHosaHo: AT
«Papmak» YkpaiHa, 04080, M. Kuis, By.
Kunpuniscbka, 63 3MiHu | TUnNy - 3MiHKU 3 SKOCTI.
CepTudikat BignosigHocTi/l E-cepTudikar
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

BiANOBIAHOCTI EBpONechbkili
hapmakonei/moHorpadii. NMogaHHA HoBoro abo
OHOBJ/IEHOrO cepTudikara BiAnosigHOCTi abo
BW/yYEHHS cepTudikaTta BifnoBigHOCTI
€Bponeiickkili hapmakonei: gns Adl; ons
BUXiQHOTO MaTepiany/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; oA fonoMiXHOT pevyoBuHY (cepTudpikat
BifnoBigHOCTI €Bponelickkili hapmakonei) -
OHOBReHW cepTUdiKaT Bif, y)Xe 3aTBEpAXEHOr0
BMPOGHMKa - NofaHHA oHoBeHoro CepTtudikary
BiANOBIAHOCTI €Bponeichbkiin thapmakonei R1-
CEP 2008-261-Rev 02 (nonepeaHs Bepcis R1-
CEP 2008-261-Rev 01) gns cybcTaHuji
namoTpukuny. B girovomy P Ha
JNlamoTpuaknH, NOPOLLIOK (Cy6CTaHLis),
3aTBepKeHO Ha3By BMPOOHMka RA Chem
Pharma Limited, India. laHoto 3miHoO0,
BiANOBIAHO f0 OHOBNeHoi Bepcii CEP Ta nncta
BMPOOHNKA, BHOCUTLCS HOBA Ha3Ba BUPOOHUKA
cybcTaHLuii — Cohance Lifesciences Limited,
India, a TakoX He3HauHi 3MiHW y agpeci
BMPOBaXEHHA AisANbHOCTI. 3aTBepaxeHo: R1-
CEP 2008-261-Rev 01 PA Xem ®apma JliviTes,
IHgis P.C. Ne 50/1. MykTecBapanypam,
Dxaraiinet MaHgan, Kpiwha (dict), A.MN. 521
175, IHais RA Chem Pharma Limited, India R.S.
No. 50/1, Mukteswarapuram, Jaggaiahpet
Mandal, Krishna (Dist), A.P. 521 175, India
3anponoHosaHo: R1-CEP 2008-261-Rev 02
KoraHc NaiidbcaeHcus flimiteq, IHAis AinbHuus
A®I-I P.C. Ne 50/1, MykTecBapanypam Binnax
HTP LicTpikT IHgin-521 457 Oxaraiinet Mangan,
Angrpa Mpagew Cohance Lifesciences Limited,
India API Unit-l R.S. No. 50/1,
Mukteswarapuram Village NTR District India-521
457 Jaggaiahpet Mandal, Andhra Pradesh

122.

NEBEPET
MIHI

TabneTtku, BKPUTI
NNiBKOBOKO
060/10HKO10, 0,10
mr/0,02 mr; no 21
Tabnetui B 6nictepi;
nol,3a6ono6
6nicTepiB B KAPTOHHIA
Kopobui

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

KOHTPO/b SIKOCTI,
BMPOGHMLITBO
roToBOro
NpOAYKTY,
nakyBaHHs,
BWMYCK Cepii:
Nabopatopioc
NleoH ®apma,
C.A., Icnanis;
MiKpOGionorivuHm
1 KOHTPO/Ib:

IcnaHis

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHY | TUny - 3MiHK WoAo
6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
3MiHa Y KOpOTKiil XxapakTepucTuLj NikapCcbKoro
3ac06y, TEKCTI MapKyBaHHSA Ta iIHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA Ha NiacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYyBaHHS Nikapcbkoro 3acoby B
nicnspeecTpauiliHnii nepiog, abo sk pesynbTart
OLIiHKM 3BIiTYy 3 AOCAIKEHb, MPOBEAEHNX

3a
peyenmom

He
nionseae

UA/15001/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
NNABOPATOPIO BIANOBIAHO A0 MiaHy neaiaTpUYHNX AOCHILKEHb
EUABAPHE, (PIP) (3MiHy y3rokeHo 3 KOMNeTEeHTHUM
C.A., IcnaHis; YNOBHOB&XEHVNM OpraHom).
aflbTepHaTMBHa 3MiHM BHECEHO [0 IHCTPYKLIT 415 MeANYHOro
ainsHka 3aCTOCYBaHHSA NMikapcbkoro 3acoby y po3ainu:
BTOPUHHOTIO "MpoTnnokasaHHs", "OcobamBOCTi
napKyBaHHS: 3actocyBaHHs", "lNob6iuHi peakuii” BignoBigHO 40
TOB MaHaHTian OHOB/EHOI iHhopMaLii 3 6e3nekun Aito4yol
IHTerpa, Icnaxis peyoBuHW. BBEAEHHA 3MiH NPOTATOM 6-TW
MicsILiB Mic/1s 3aTBepAKEHHS.
123. | NIAA3A- NOPOLUOK 4191 PO3UNHY TOB "$3 YkpaiHa TOB "®3 Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a - UA/5773/01/01
BIO®PAPMA Ans iH'ekuiii no 64 Of; "BIOPAPMA" 3MmiHu | TYny - 3MiHKW 3 AKoCTi. FoToBUIA peyenmom

5 chnakoHis 3
NOPOLLKOM Y 6nicTepi;
no 2 6nictepun y nauui
3 KapTOHY

"BIO®PAPMA

nikapcbknii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasbHKi 3aci6. 3MiHa Yy
MeToAax BUNPO6YyBaHHSA NEPBUHHOT yNakoBKn
rOTOBOrO JliKkapCbKoro 3acoby (He3HauHi 3MiHU Y
3aTBePMKEHNX MeTofax BUNPOOYBaHb)
BHeceHHs 3MmiH fo p.3.2.P.7 Cuctema
KOHTelHep/3aKynoptoBasibHWiA 3aci6 y
cneuudikaLito BXigHOro koHTposo Cn. 5.14-01-
319 «[Mpobku rymoBi Ansa NioinbHOI CyLLKM», a
came -BUNpaB/IeHHA NOMWU/IKN B METOgi
KOHTPO/I0 «MPO30pICTb PO3UNHY» Ta
NpUBELEHHS Y BiANOBIAHICTb A0 MOHOrpadil
[®Y. 3atBepmxeHo 4.MNpo30piCTb PO3UMHY.
P3uunH S 3a cTyneHem onasnecueHLii He mae
nepesuLLyBaTh eTasioH |l. BunpobyBaHHs
npoBogATb 3rigHo APY, 2.2.1. BUkoHaHHS
KOHTPO/H0. 40-MM LI@p PO34MHy S NOPIBHIOKTHL 3
40-MM Wapom BoAn P, BUKOPUCTOBYOUN
0fHaKoBi Npobipkn 3 6e36apBHOrO NPO30POro
HelTpanbHOro ckna 3 NI0CKUM AHOM, SKi MaloTb
BHYTPILLHI giameTp Big 15 MM A0 25 mm.
MopiBHAHHA NPO30POCTi NPOBOAATL Y
PO3CISSHOMY AEHHOMY CBITNi, Nnepernsgatyu
3pasku B340BX BEPTUKA/ILHOI OCi NPOBIPOK Ha
6inomy dhoHi. 3anponoHoBaHo 4.MNpo3opicTb
pO34MHy. P34rH S 3a cTyneHeM onanecueHuii He
Mae nepesuLLyBaTh eTasioH |l. BunpobyBaHHs
npoBoaATb 3rigHo APY, 2.2.1. BukoHaHHS
KOHTPON0. 40 MM LLap PO34MHY S MOPIBHIOWTL 3
40 MM L1apoMm eTauloHy |l, BUKOPUCTOBYOUU
0fHaKoBi Npobipkn 3 6e36apBHOrO NPO30pPOro
HelTpanbHOro ckna 3 NI0CKUM AHOM, SKi MaloTb
BHYTPILLHI giameTp Big 15 MM A0 25 mm.
MopiBHAHHA NPO30POCTi NPOBOAATL Y
PO3CISSHOMY AEHHOMY CBITNi, Nnepernsgatym
3pasku B340BX BEPTUKA/ILHOI OCi NPOBIPOK Ha
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

YyopHOMY GOOHi. 3MiHM | TURY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBasibHKiA 3aci6. 3MiHa Yy
MeTogax BUNpobyBaHHSA NEPBUHHOI yNakoBKW
roTOBOro NikapcbKoro 3acoby (He3HauHi 3MiHW y
3aTBEPKEHNX MeToAax BUNpobyBaHb)
BHeceHHs 3miH go p.3.2.P.7 Cuctema
KOHTelHep/3aKynoptoBasibHuii 3aci6 y
cneungikauito BXigHOro koHTposto Cn. 5.14-01-
319 «[Mpobku rymoBi A5 NiohinbHOI CyLLKM», a
came - fo4aHo iHhopmMauito Woao metoay
KOHTPOIO «LIMHK, LLO ekcTparyeTbesa»:
[eTani3oBaHo NPUroTyBaHHA eTasIOHHNX
PO34MHIB, HaBeEHO Po3paxyHKoBy chopmyny.

124.

MAKCIITPA

TabneTkn, BKPUTI
N1iBKOBOO
060/10HKO10, N0 100
mr, no 1 a6o no 4
Tabnetkn y 6nictepi;
no 1 6nictepy y
KapTOHHI Kopobui

dapmaLesT

NYHWIA 3aBO,

"TIOJIb®AP
MA" C.A.

MonbLa

PapmaueBTUYHN
1 3aBOg
"MONb®APMA"
C.A.

Monblwa

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis:
3miHu | TUny - 3MiHK 3 akocTi. CepTudikar
BignosigHocTi/IE-cepTudikar BignosigHoCTI
€sponelicbkiin dhapmakonei/moHorpadii.
MoaaHHA HOBOro abo OHOBMEHOro cepTudikata
BiANOBIAHOCTI ab0 BU/TyYEHHS cepTudikata
BiANOBIAHOCTI E€Bponeiichbkili hapmakonei: ans
AQ®l; ans BuxigHoro
matepiany/peareHTy/NPoMbKHOIo NPOAYKTY, L0
BMKOPWCTOBYIOTbCA Y BUPOOHULTBI ADl; ans
[OMOMDKHOT peyoBMHY (cepTudiikat
BiANOBIgHOCTI EBponeiickkili hapmakonei) -
OHoBReHW cepTuddikaT Bif, yxe 3aTBEPAXEHOr0
BMPOGHMKA - MOAaHHSA OHOB/IEHOrO cepTudikaTy
BiAnoBiaHOCTI €Bponelickbkiit hapmakonei R1-
CEP 2013-072-Rev 02 Big, BXe 3aTBEpAKEHOr0
BMpo6HuKa Pharmaceutical Works Polpharma
S.A. [ito40i peyoBUHU cungeHadin B 38'A3Ky 3i
3MIHOI Ha3BM BUPOOHWMKa iHTepmMesiaTis
(3aTBepaxeHo: R1-CEP 2013-072-Rev 01
Manufacture of intermediates: Athulitha
Laboratories PVT ltd.; Topharman Shandong
Co., Ltd.; GVK Biosciences Private Limited,;
Manufacture of Sildenafil citrate: Pharmaceutical
Works Polpharma S.A.; 3anponoHosaHo: R1-
CEP 2013-072-Rev 02 Manufacture of
intermediates: Athulitha Laboratories PVT Itd.;
Topharman Shandong Co., Ltd.; ARAGEN LIFE
SCIECES PRIVATE LIMITED; Manufacture of
Sildenafil citrate: Pharmaceutical Works
Polpharma S.A)).

3a
peyerimom

UA/14262/01/02

125.

MAKCIIPA

TabneTku, BKpUTI
nNiBKOBOK
060/10HKO, M0 50 Mr,

dapmaLesT
WNYHWIA 3aBOS
"MOJIb®AP

MonbLa

dapmaueBTUYHU
1 3aBof
"MOJIb®APMA"

Monba

BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis:
3MiHu | TUny - 3MiHK 3 akocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignoBigHOCTI

3a
peyenmom

UA/14262/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

no 1 a6o no 4
Tabnetkn y 6nicrepi;
no 1 6nictepy y
KapTOHHI KopoobLi

MA" C.A.

C.A.

€Bponelicbkin dhapmakonei/moHorpadii.
MogaHHA HoBOro abo OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI ab0 BUYyYEHHNA cepTudikata
BiANOBIAHOCTI €Bponeiickbkili hapmakonei: gns
A®I; onsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPWCTOBYIOTLCS Y BUPOOHNLTBI ADI; ans
[0NOMDKHOT peyoBrHU (cepTudikat
BifnoBigHOCTI €Bponelickkili hapmakonei) -
OHOBReHW cepTUdiKaT Bif, y)Xe 3aTBEpAXEHOr0
BMpPOBHUKA - NOJaHHA OHOBJIEHOro cepTuddikaty
BiANOBIAHOCTI €Bponeichbkiin thapmakonei R1-
CEP 2013-072-Rev 02 Bif, BXe 3aTBEp)KEHOrO
BMpo6HUMKa Pharmaceutical Works Polpharma
S.A. fjitoyoi pevoBnHU cungeHadin B 38'a3ky 3i
3MiHOI Ha3BM BUPOOHNMKA iHTepMesiaTis
(3aTBEpAXeHO: R1-CEP 2013-072-Rev 01
Manufacture of intermediates: Athulitha
Laboratories PVT ltd.; Topharman Shandong
Co., Ltd.; GVK Biosciences Private Limited;
Manufacture of Sildenafil citrate: Pharmaceutical
Works Polpharma S.A.; 3anponoHoBaHo: R1-
CEP 2013-072-Rev 02 Manufacture of
intermediates: Athulitha Laboratories PVT lItd.;
Topharman Shandong Co., Ltd.; ARAGEN LIFE
SCIECES PRIVATE LIMITED; Manufacture of
Sildenafil citrate: Pharmaceutical Works
Polpharma S.A)).

126.

MAKCILUH®

KOHLleHTpaT Ans
po3unHy ANns iHdysil,
400 mr/20 mn, mo 20
M1y cpnakoHi; no 1
donakoHy B nauui 3
KapTOHY

TOB "tOpis-
Papm"”

YKpaiHa

TOB "tOpisi-
Papm"”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
TexHiyHa nomwuska (3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460) BunpaBrieHHsI TEXHIYHKX
NOMWNOK, 3rigHo n.2.4.4 po3ainy VI Hakasy MO3
Ykpainu Big 26.08.2005p. Ne 426 (y pegakuii
Haka3zy MO3 Ykpainu Big 23.07.2015 p Ne 460):
BUMPAaB/IEHHS TEXHIYHMX MOMWUIIOK, JONYLLEHNX
npu NpoBeAeHHi npoueaypi peectpawii, aka
3aTBepmkeHa Hakazom MO3 YkpaiHu Big
23.04.2021 Ne 817 noMW/IKN Yy MeToAax
KOHTPO/H0, 30Kpema BifCYTHIli ONnc MeTOAVKN
BU3HAYEHHA 6akTepiasibHUX eHO0TOKCUHIB.
3a3HaueHe BUMpaB/IeHHs BigNoBiAae
marepiasiaMm peecTpaLjiiHoro AoCkE, SKi
npeacTaB/ieHi B apXiBHUX MaTepiasiax
peecTpauiiHoro Aocbe

3a
peyenmom

UA/18718/01/01

127.

MANbTO®EP
®

Kpanni opasibHi, 50
mr/mn, no 10 mn a6o
30 mn y donakoHi abo
KOHTeliHepi (Ty6i) 3

Bichop
(IHTEepHeLWwH
n) IHK.

LLisenuapi
a

Brpo6HMLUTBO
Hepo3gacoBaHO
T npoaykuii,
KOHTPO/b SKOCTI,

LLiBeliyapisi/
MopTyranis

BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis:
3MmiHu | TYny - 3MiHKW 3 AKOCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3amiHa
ab0 BBefileHHs A0AATKOBOI AifIbHUL

3a
peyerimom

UA/5869/03/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BMPOGBHMLTBA A/1 YACTUHM @60 BCbOro

KpanenbHuLeto; no 1
dhnakoHy a6o
KOHTeliHepy (Ty6i) B
KapTOHHI KopoobLi

nepBuHHA Ta
BTOPVHHA
ynakoBka:
Bichop C.A.,
LLiBeiiuapis
Brpo6HuLTBO
Hepo3dacoBaHo
T npoaykui,
KOHTPO/b SKOCTI,
nepBuHHA Ta
BTOPVHHA
ynakoBka:
|16epchap
IHoyCTpIsA
dapmaveyTika
C.A.,
Moptyranis
KoHTpo/ib
SIKOCTi, [O3BIN
Ha BUMyCK cepii:
Bichop
(IHTepHeLwHn)
IHK., LWBeiiLapis

BMPOGHNYOro NpoLecy roToBoro Nikapcbkoro
3aco6y (finbHMLA AN BTOPUHHOTO NakyBaHHS)
[0AaBaHHA a/lbTEPHATUBHOIO BUPOOHNIKA,
BiZJNOBIAAbHOTO 32 BTOPVMHHE NakyBaHHA J13:
16epdhap IHaycTpia dapmaveyTika C.A.,
MopTyranis (Iberfar Industria Farmaceutica,
S.A., Portugal). 3miHn | T1ny - 3MiHW 3 SKOCTI.
[OTOBWIA nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AaTKOBOI
LiNbHUL BUPOBHULTBA [/19 YACTUHN ab0o BCbOro
BMPOGHMYOTrO NpoLecy roToBOro NikapcbKoro
3ac00y (AiNbHYLA AN NEePBUHHOTO NaKyBaHHS)
[oAaBaHHA aflbTePHATUBHOIO BUPOBHNKa,
BIZANOBIA&/IbHOIO 3a NepBUHHE NakyBaHHA /13:
|16epdhbap IHaycTpia PapmaueyTika C.A.,
Moptyranis (Iberfar Industria Farmaceutica,
S.A., Portugal). 3miHu | Tuny - 3MiHK 3 AKOCTI.
["oTOBWIA Nikapcbkuii 3aci6. 3miHN y
BMPOGHUUTBI. 3amiHa abo BBeAeHHSA A04aTKOBOT
AiNbHUL BUPOOHULTBA 19 YacTUHM abo BCbOro
BMPOGHNYOro NpoLecy roToBOro NikapCbKoro
3aco6y (AinbHMLA, Ha Skl NpoBOAATLCA BYb-
AKi BUPOGHWYI CTagii, 3a BUHATKOM BUMYCKY
cepiiA, KOHTPOJIIO SKOCTi, MEPBMHHOTO Ta
BTOPWHHOTO MakKyBaHHS, A719 HECTEPUTbHNX
nikapcbkyx 3acobiB) gofaBaHHsA
a/lbTePHaATMBHOIO BUPOOHNKA, BiANOBIfa/IbHOTO
3a BUPOGHULITBO Hepo3dhacoBaHOT NPOAYKLi:
16epdhap IHaycTpia dapmaveyTika C.A.,
MopTyranis (Iberfar Industria Farmaceutica,
S.A., Portugal). 3miHu | T1ny - 3MiHW 3 SKOCTI.
[OTOBWIA nikapcbkuii 3aci6. 3MiHN Y
BMPOOHULTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYITbCA BUMYCKY Cepii Ta KOHTPOO AKOCTI
roTOBOro Nikapcbkoro 3acoby (3amiHa abo
[0JaBaHHs AiNTbHULI, Ha SKil 34IACHIOETBCA
KOHTPO/b/BUNPOBYBaHHSA cepil) AofaBaHHSA
anbTepHaTUBHOIO BUPOGHMKA, BifNoBigasIbHOTO
3a KOHTposb skocTi /13: |6epdhap IHAycTpis
dapmaueyTika C.A., MopTtyrania (Iberfar
Industria Farmaceutica, S.A., Portugal). 3minu |
TMny - 3MiHK 3 SKOCTi. [O0TOBWIA NikapCbKnii
3aci6. 3MiHM Yy BUPOOGHULTBI. 3MiHM Y NpoLeci
BMPOGHULITBA rOTOBOTO J1iKapCbKOro 3acoby,
BK/10UAK0UY MPOMIKHUI MPOAYKT, WO
3aCTOCOBYETHCS MPW BUPOGHULTBI FOTOBOrO
niKapcbKoro 3acoby (He3HayHa 3miHa y npoueci




89

Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

BMPOGHMLITBA) 3MiHM Y NPOLIECi BUPOGHMLTBA
nikapcbKoro 3acoby, Lo NonaratTb Y He3HauHIl
afanTauii BUpo6HMYOro npouecy, BHacnifAokK
[0AaBaHHA aslbTEPHATUBHOIO BMPOGHMKa J13
16epdhap IHaycTpia PapmaveyTika C.A.,
Moptyrania (Iberfar Industria Farmaceutica,
S.A., Portugal). 3miHu | Tuny - 3MiHK 3 AKOCTI.
[OTOBWIA Nlikapcbkuii 3aci6. 3miHK y
BMPOGHMLTBI. 3MiHa po3mipy cepii (BK/IOHaoun
Jiana3oH po3Mipy cepii) roTOBOro JlikapCbKoro
3aco0by (36inbLueHHs 0o 10 pasiB NOPIBHAHO i3
3aTBEPAKEHUM PO3MIPOM)
36inbLUEHHS po3Mipy cepii /13 3 1000 n go 3000
N Ans 3arsepmkeHoro BupobHuka Vifor S.A.,
Switzerland; go n. 3.2.P.3.2. Cknag Ha cepito
[opaeTbes iHdopMaLisi Npo ckag, Ha cepito
(2700 n) ans HoBoro BUpO6HYUKa f13 16epdap
IHgycTpia ®apmaueyTika C.A., MopTyranis
(Iberfar Industria Farmaceutica, S.A., Portugal).
3MiHu | TNy - 3MiHKW 3 AKOCTi. FoTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBanbHuii 3aci6. 3MiHa y
NepPBUHHIlA yNaKoBLji rOTOBOTO JliKapCbKOro
3acoby (sKicHui Ta KinbkicHuiA cknag) - M'siki Ta
HeCTepWsbHI piaki nikapcbki )OpMu - foAaBaHHSA
HOBOI NEPBMHHOI YNakoBKW, a came o1akoHy Ta
KPWLLIKK, LLIO 3arBUHYYETHLCS, 3 KpanesbHULED
[ANns HOBOro B1po6Huka /13 16epchap IHaycTpis
dapmaueyTika C.A., MopTtyrania (Iberfar
Industria Farmaceutica, S.A., Portugal). 3minu |
Tuny - 3MiHM 3 akocTi. A®l. Cuctema
KOHTeliHep/3aKynoptoBasbHuii 3aci6. 3MiHa y
6e3nocepeHili ynakosui A®I (skicHi Ta/abo
KiNIbKiCHI 3MiHM Cckagy) AodaBaHHS
nonieTuneHoBoi oosnbru (Ty6u) B SIKOCTI
a/lbTEPHATUBHOT NEPBUHHOI YNaKoBKW Ait04Oi
peyoBuHW. 3MiHK | TMNY - 3MiHK 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. KOHTPOb roTOBOr0
NiKapcbKoro 3acoby (iHLi 3MiHW) BUKNaAEeHHsA
MK$ 13 3 pociiicbkoi Ha yKpaiHCbKy MOBY.
3MiHu 1l TUnNy - 3MiHK 3 AKOCTi. ADI. (iHLWi 3MiHW)
3MiHWY, WO NonsAratTb B iMNIeMeHTauii BUMor
kepiBHMyTBa ICH Q3D W00 eeMeHTHMX
[OOMILLOK, Ta 3ara/ilbHOMy OHOB/IEHHI Ta
rapmoHisauii BignosigHux po3ginis Moayns 3:
3MiHM Y HACTYNHUX Migpo34inax peecTpauitHoro
nocbe: n. 3.2.S.2.3. KoHTponb MaTepianis;
3.2.5.3.2. flomiwiku, 3.2.S.4.1. Cneumdpikauis,
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

3.2.S.4.2. AHaniTnyHi metoguku, 3.2.5.4.3.
Banigauis aHanitTnyHnx metoauk, 3.2.S.4.4.
AHanis cepiit, 3.2.5.4.5. O6rpyHTYBaHHSA
cneuudikayii, 3.2.S.7. CtabinbHicTb. 3miHn 11
TUMy - 3MiHM 3 AKOCTi. 3MiHW 0 peecTpaLiitHoro
nocBifgYeHHS BHACAIAOK IHLLNX PErynsaTOpHUX
npoueayp (iHLWi 3MiHW) 3MiHK, L0 NONSAralTb B
iMnnemeHTauii Bumor kepisHuutea ICH Q3D
{00 e/TeMEHTHUX AOMILLOK [/19 FTOTOBOro
nNikapcbKoro 3acoby, a TakoX rapmoHizawii
cneuudikauiin 13 Ta OHOBNEHHI aHANITUYHUX
MEeTOAMK BiANOBIAHO [0 Cy4yaCHUX BUMOT,
0HOB/IeHHS N. 3.2.P.4.1. Cneumndikauii,
3.2.P.5.1. Cneuundikauia(-1) N3, 3.2.P.5.2.
AnanituuHi metoguku, 3.2.P.5.3. Banigauis
aHaniTM4yHNX metoauk, 3.2.P.5.4. AHani3 cepii,
3.2.P.5.5. XapakTepucTtuka gomilok, 3.2.P.5.6.
O6rpyHTYBaHHSA cneundikauii. B pesynbrari
OHOBJIEHHS p. 3.2.P.5.1. Cneumndikauia(-i) MN3,
3.2.P.5.2. AHaniTnyHi METoAMKM BigdyBatTbCA
HacTynHi 3MmiHu: n. «ycTuHa (20°C)», «[jo3a Ta
O[HOPIAHICTb A03yBaHHA», «laeHTUdikauis
3a1i3a» 3anporoHOBaHO He NPOBOANTY
KOHTPO/Ib 3@ AaHUMMW NOKa3HVKaMN NPOTAroM
cTabinbHOCTI; AN igeHTUdikauii 3amicTb
BMNPO6YBaHHsA «KD 3Ha4yeHHs 3ai3a rigpokcug
noniMasnbTo3aT» BBEAEHO BUNPOOYBaHHSA
«MonekynapHa maca, Mw, Mn, P= Mw/ Mn» i3
BiANOBIAHO METOAMUKOI BUNPOBYBaHHS; 3a .
«Bu3HaYeHHS IOHIB 3ai3a» - 3MIHIOETLCA METOoS,
BMMPOOYBaHHA 3 rPaHNYHOrO TECTY 3a
[0MOMOrot0 KoJibOpoBOT peakLii (3 BUMOror
cneundikauii <1500 w/v) Ha KiflbkicHe
BU3HAYeHHA MeTogoM Y®-Buga. cnektpockonis (3
BMMOroK0 cnevudikauii <1500 mr/n) nig vac
TepMiHy npugaTHocTi; 3a n. «KinbkicHe
BU3HAYEHHA. 3as1i30» - 3anpornoHoOBaHo
PO3LLUMPUTU MeXi MPUAHATHOCTI NPU BUMNYCKY Ta
015 TepMiHy npuaaTtHocTi 3 «4,8-5,2% m/V» go
«4,75-5,25 % (m/v), wo Bignosigae 95-105% Big,
3a5B/IEHOI0 BMICTY».

128.

MEAOIPE/b

TabneTkn, BKPUTI
N1iBKOBOIO
060/10HKOI0, MO 75 Mr:
no 10 TabneTtok y
6nicTepi 3
nonisiHinxopuay Ta
aNOMiHIEBOT (DONbIN;

Mepokemi
nTa

Kinp

BMPOGHMLITBO
Hepo3dacoBaHo
ro NpoaykKTy,
KOHTPO/b SIKOCTI,
[003BiN Ha
BUNYCK cepil:
Megokemi 1TA

Kinp/ManbTa

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis:
3MiHu | TURY - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy.
3MiHN Y KOPOTKIiil XapakTepucTuLj NikapCbkoro
3aco6y, TEKCTi MapKyBaHHSA Ta iHCTPYKUiT Ans
MeAMYHOro 3acToCyBaHHSA
reHepuyHUX/ribpuaHMXx/6ionodibHMX NiKapCbKUX

3a
peyerimom

He
nionsieae

UA/12149/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
no 3 6nictepu B (UeHTpanbHuii 3ac006iB Nicnsi BHECEHHS TiEl caMoi 3MiHM Ha
KapTOHHIA KopobLi; no 3aBop), Kinp pethepeHTHW Npenapat (3MiHa He noTpebye
10 TabneTok y nepBuHHE Ta HafaHHS XXOLHNX HOBMX A0AATKOBUX AaHNX)
anoMiHieBOMY BTOPUHHE 3MiHV BHECEHI A0 IHCTPYKLiT 4518 MeguyHOro
6nictepi, no 3 nakyBaHHs: 3aCTOCYBaHHSA NMikapcbkoro 3acoby y po3ainu:
6nicTepy B KAPTOHHIiA Mepokemi T4 "®GapmakoTepaneBTuyHa rpyna. Kog ATX "
Kopobui (3aBog AZ), (yTouHeHHs iHcbopmav,i 6e3 3miHn kogy ATX),
Kinp "apmakosnoriyHi BnactusocTi", "lMokasaHHSA"
AxTtasic NTA, (peparyBaHHs), "MpoTunokasaHHs", "Blaemogis
ManbTa 3 iHWVMK NTiKapcbKMMK 3aco6amMu Ta iHLWi BUan
B3aemogiit", "OcobMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHs Ta
nosun”, "Oitn" (yTouHeHHs ), "Mo6iyuHi peakuii”
3ri4HO 3 iHchopMaLielo WoA0 MeaUuyHOro
3aCTOCyBaHHA pethepeHTHOro Nikapcbkoro
3aco6y (MNABIKC, TabneTtku, BKpUTI
060/10HKOI0, N0 75 Mr). BBEAEHHS 3MiH NPOTATOM
3-x MicsiUiB nicnsl 3aTBEPAKEHHS
129. | MEPANIC® cnpeii HasaslbHUiA, AnpaH- Xopsartis Anpan- Xopsaris BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 6e3 nionsieae UA/17378/01/01
IHTEHC/B po34uH no 10 mny [aneHcbkni [aneHcbknin 3MiHu | TMNy - 3MiHK Woao peyenma
chnakoHi 3 403yUnM Na6opaTopi NabopaTopiii 6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
npucTpoem; no 1 na.n. a.a. 3MiHa Y KOpOTKiil XxapakTepucTuLj NikapCcbKoro

pNakoHy y KapTOHHIN
Kopobui

3ac06y, TEKCTIi MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA Ha NiacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYyBaHHS Nikapcbkoro 3acoby B
nicnspeecTpauiliHnii nepiog, abo sk pesynbTart
OLLiHKM 3BIiTYy 3 AOCAIKEHb, MPOBEAEHNX
BiANOBIAHO A0 MiaHy neiaTpUYHNX AOCHILKEHb
(PIP) (3MiHY y3rokeHo 3 KOMNEeTEeHTHUM
YMNOBHOB&XEHVNM OpraHom)
3MiHN BHECEHI A0 IHCTPYKLiT 4518 MeguyHOro
3acToCcyBaHHSA y po3ainu: "MpoTunokasaHHA",
"B3aemogis 3 iHWMMK flikapcbkumn 3acobamu Ta
iHWi BnAn B3aemogiit”, "OcobnmBocCTi
3acTocyBaHHSA", "3acTocyBaHHA y nepios,
BariTHocTi abo rogysaHHs rpyaat”, "MobiyHi
peakuii” wopao 6e3nekn 3acTocyBaHHS
niKapcbKoro 3acoby. BBeeHHs 3MiH NPOTAroM
3-x micsyiB nicnsa 3aTBepAKEHHS. 3MiHn | Tuny -
3MmiHu Wwoao 6esnekn/edheKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3miHn) 3MiHWM BHECEH [0
IHCTPYKLi 415 MEAMYHOr0 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao posginy "OcobnnBocTi
3acTocyBaHHA" LWOA0 6e3nekn AitoHoi pevoBUHN.
BBefieHHs1 3MiH NpoTsArom 3-x MicsauiB nicns
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3aTBEPAKEHHS
130. | METEOKCAH | kancynu, no 15 kancyn | Anbgacirma PpaHuin Anbchacirma ITania BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 6e3 - UA/11345/01/01
y 6nicTepi; no 1 a6o 2 PpaHc C.n.A. TexHiyHa nomwuska (3rigHo Hakasy MO3 Big, peyenma
abo 4 6nictepu B 23.07.2015 Ne 460) BunpaBreHHsI TEXHIYHOT
KapTOHHIlA KOpooLi NMOMU/IKM B HaMUCcaHHi Ha3Bu J13 naTvHuULElo B
MKS$, iHCTpYKUii Ans MeAnYHOro 3acTocyBaHHS
nikapcbKoro 3acoby Ta B TEKCTi MapKyBaHHS
ynakoBoOK (3aTBepapxeHo: METEOXAN;
3anponoHosaHo: METEOXANE). BunpasneHo
TeXHIYHY MOMWJ/IKY B Ha3Bi JTikapcbKoro 3acoby
NaTUHULEIO B IHCTPYKLIT 415 MeANYHOro
3aCTOCYBaHHA Ta 'y TEKCTI MapKyBaHHS yMakoBKM
nikapcbkoro 3acoby. 3ATBEP)KEHO:
METEOKCAH METEOXAN
3AMPOMNOHOBAHO:
METEOKCAH METEOXANE 3a3HaueHe
BUNpPaB/IEHHS BigNoBigae apxiBHUM MaTepianam
PEeECTPALINHOIO AOCbE
131. | METPOBION refib ons ssceH no 20 r MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 6e3 niosnsieae UA/11820/01/01
OEHTA y Ty6ax antoMiHiEBUX; dapmaLesT $apmaueBTUYHA 3MiHu | TMNy - 3MiHKW 3 AKOCTi. FOTOBMIA peuenma
no20ry nyHa thabpvka nikapcbkuii 3aci6. Cuctema
Ty6GiantomiHiesili ; no 1 thabpuka "Biona" KOHTeliHep/3aKynopioBanbHuii 3aci6. 3MiHa y
Ty6i y nauuyi 3 kKapToHY; "Biona" NepPBUHHIlA YNakoBLji rOTOBOTO JliKapCbKOro
no 20 r y Ty6ax 3aco6y (AKicHWIA Ta KinbkicHuiA cknaa) - M'ski Ta
namMmiHaHTHuX; no 20 r HecTepw/bHI PifkKi Nikapcbki opmn — BBEAEHHS
y Ty6i NaMiHaHTHii, no [04aTKOBMX ynakoBok no 20 r y Ty6ax
1 Ty6i y nayui 3 namiHatHux Tvny ABL 3 6yluoHamu y nauui Ta
KapToHy 6e3 nauku, 3 BiANOBIAHUMY 3MiHAMKM [0 p.
«YnakoBka». 3MiHW BHECEHI B po34in "YnakoBka"
B IHCTPYKL,iO 4719 MeANYHOro 3acToCyBaHHs
NiKapCbKoro 3acoby Yy 3B'3Ky BBELEHHAM 2
[04aTKOBMX YNaKoBOK, SK HACNiAOK -
3aTBEPKEHHS TEKCTY MapKyBaHHS 404aTKOBUX
yNaKkoBOK JliKapCbKoro 3acoby. BeefeHHsA 3MiH
NpoTSArom 6-Tv MicsILiB NicNs 3aTBEPKEHHS
132. | MUPLEPA® PO3YMH ONs iH ekl TOB "Pow YkpaiHa Bupo6bHMuTBO HimeuuunHa/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a - UA/16434/01/02
no 50 mkr/0,3 mn, 1 YkpaiHa" Hepo3gacoBaHO LLiBeiuapis 3MmiHu | TNy - 3MiHKW 3 AKOCTi. FoTOBMIA peuyenmom
nonepeaHL0 T npoAyKuji, nikapcbkuii 3aci6. KOHTposb rotoBoro
HaNOBHEHWUIA LINPUL, nepBuHHE NiKapcbKoro 3acoby. 3miHa y MeTogax
pa3om 3 rosikot As1s nakyBaHHS, BUNPOOYBaHHA rOTOBOTO NiKapCbKOro 3acoby
iH'EKLLI/ Y KAPTOHHIi BTOPUHHE (He3HauyHa 3MiHa y 3aTBEepIKEHNX MeToAax
yNakoBLi nakyBaHHs1, BMNPOOGYBaHHS) HE3HAYHI 3MiHN B
BUNPOOYBaHHSA 3aTBepAXeHoOMy MeTogi BunpobysaHHsa 13 3a

KOHTPO/O AKOCTI
(3a BUHSITKOM
BMNPOGYBaHHSA
MEeTOA0M
6ios10rivYHOrO

nokKasHNkom «4Yucrtota» (obepHeHo-ha3oBa
BEPX), a came Buy4eHHs koeqilieHTy cumeTpil
niky (T) 3 napameTpiB NpUAATHOCTI
XpomatorpacdiyHoi cuctemu. logatkoso,
pefakuiiiHi npaBkn B MeTogax «4YuctoTa»
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

aHanisy
"AKTUBHICTb in
Vivo, Ha
HOPMOUMTEMIYHI
A Muwi" ansa
LOCAIMKEHHS
cTabinbHoCTI),
BUNYCK cepil:
Pow
[LiarHocTnkc
vm6éX,
HimeuumnHa,;
BunpobyBaHHs
KOHTPO/O AKOCTI
aKTUBHOCTI AnA
BU3HAYEHHS
(Tinbkn
BMNPOGYBaHHSA
MeToA0M
6ionoriyHoro
aHanisy
"AKTVUBHICTb in
Vivo, Ha
HOPMOUMTEMIYHI
A mywi* ans
LOCNIMKEHHSA
cTabinbHoCTI):
Bioecceii-/labop
dotop Gionoriwe
AHaniTik TM6X,
HimeyumnHa;
Bupo6HMuTBO
Hepo3sdhacoBaaH
oi npoAykuji,
nepBuHHe
nakyBaHHS,
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(3a BUHATKOM
BMNPOGYBaHHSA
MeToA0M
6ionoriyHoro
aHanisy
"AKTUBHICTb in
Vivo, Ha
HOPMOUMTEMIYHI
A Muwi" ansa
LOCAIMKEHHS

(excknto3nBHa xpomaTorpadis) Ta «BmicT 6inka»
(Y®-cnekTpodoToMeTpIA) - TibKK 415
[o3yBaHHs 50 Mkr/0,3 Mn. BBeAeHHS 3MiH
npoTArom 6-Tu MiCALB NicNs 3aTBEpPMAKEHHS
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
CTabiNbHOCTI:
. XodhdpmaHH-
Na Pouw JlTg,
LLIBeriLapist
133. | MUPLUEPA® PO34MH A151 iH'EKLiA No TOB "Powu YkpaiHa Bupo6bHMuTBO HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a - UA/16434/01/01
75 mkr/0,3 mn; 1 YkpaiHa" Hepo3dacoBaHo LLseiuapis 3MmiHu | Tvny - 3MiHKn 3 AKocTi. FoToBUIA peyenmom
nonepegHbLO T npoaykuji, nikapcbkuii 3aci6. KOHTponb roToBoro
HamoBHEHWI WnpuL, nepBuHHE nikapcbkoro 3acoby. 3miHa y meTogax
pa3oM 3 rosikow Ans nakyBaHHs, BMNPOGYBaHHA roTOBOrO /IiKapCbKOro 3acoby
iH'EKLIN Y KAPTOHHIi BTOPUHHE (He3HayHa 3MiHa y 3aTBepIpKeHMX MeToax
ynakoBLij nakyBaHHs, BUNPOGYBaAHHSA) HE3HAYHI 3MiHV B
BMNPOOYBaHHA 3aTBEpPAKEHOMY MeToZi BunpobyBaHHs /13 3a

KOHTPO/0 AKOCTI
(3a BUHATKOM
BMNPOGYBaHHSA
MeToA0M
6ionorivyHoro
aHanisy
"AKTUBHICTb in
Vivo, Ha
HOPMOUMTEMIYHI
A mywi* ans
LOCNIMKEHHS
cTabinbHocTi),
BWMYCK Cepii:
Powu
[LiarHocTrke
v6X,
HimeuuunHa;
BunpobyBaHHs
KOHTPO/0 AKOCTI
aKTUBHOCTI oNns
BM3HAYEHHS
(Tinbkn
BMNPO6YBaHHA
MeToAoM
6ionoriyHoro
aHanisy
"AKTUBHICTb in
Vivo, Ha
HOPMOLUTEMIYHI
A mywi* ana
LOCAiMKEHHS
cTabinbHocTi):
Bioecceii-Nlabop
chrop Gionoriwe
AHaniTik FM6X,
HimeuunHa,;

nokasHukom «YumcTtoTta» (06epHeHo-thasoBa
BEPX), a came Buny4eHHs koeqilieHTy cumeTpil
niky (T) 3 napameTpiB NpUAATHOCTI
XpomaTtorpadiuHoi cuctemn. jogatkoso,
peakLiiiHi npaBkn B MeTogax «YnuctoTa»
(exkcknto3nBHa xpomaTtorpacis) Ta «BmicT 6inka»
(Y®-cnekTpochoTOMETpISA) - TiNbkv ANs
[o3yBaHHs 50 Mkr/0,3 M. BBefeHHS 3MiH
NpoTArom 6-Tn MiCALB NiCNs 3aTBEPAKEHHS
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Brpo6HMUTBO
Hepo3ghacoBaHO
T npoAykuji,
nepBuHHe
nakyBaHHS,
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(3a BUHATKOM
BMNPOGYBaHHSA
MeToA0M
6ionoriyHoro
aHanisy
"AKTVBHICTb in
Vivo, Ha
HOPMOUMTEMIYHI
A mywi* ans
LOCNIMKEHHS
CTabiNbHOCTI:
®.XothdpmaHH-
Na Pow T4,
LLiBeliLapis
134. | MOHTENYKA | TabneTtku, BKpUTI TOB "TeBa YkpaiHa TOB TeBa Monbwa BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a He UA/12439/02/01
CT-TEBA nNiBKOBOIO YkpaiHa" OnepeiiwH3 3MiHK | TUNy - 3MiHK WoA0 peuenmom nionsieae
060n0HKot0, No 10 wmr; Monaxg 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
no 7 TabneTtok y 3MiHU Y KOPOTKIiil XapakTepucTuLj Nikapcbkoro
6nictepi, no 4 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ansa
6nicTepy B KAPTOHHIi MeANYHOro 3aCTOCYBaHHSA
Kopobui reHepuyYHUX/ribpuaHMX/6ionoai6HMX NiKapCbKUX
3aco06iB nicns BHECEHHs TiET caMoi 3MiHM Ha
pedepeHTHUIA npenapart (3MiHa He noTpebye
HafaHHSA XOAHVX HOBMX AOAATKOBUX AAHNX).
3MiHM BHECEHI [0 IHCTPYKLIT A1 MeguyHoro
3aCTOCYBaHHSA NiKapCbKOro 3acoby y po3ainu:
"@apmakoTepanesTuyHa rpyna. Kog ATX"
(OHOBNEHO TEKCTOBY YaCTUHY), "®apMakonoriyHi
BrnactmsocTi", "lMokasaHHs", "B3aemogis 3
HLWIMMK NiKapCbKMKM 3acobamMu Ta iHLWi BUuam
B3aemogiit", "OcobMBOCTi 3aCTOCyBaHHS",
"Cnoci6 3acTocyBaHHs Ta go3un", "Oitn", "MoobivHi
peakuii* 3rigHoO 3 iHhopMaLji€elo Woa0 MeanyHOro
3acToCcyBaHHA pehepeHTHOro Nikapcbkoro
3aco6y (CuHrynsap tTabnetku, BKpUTI NNIBKOBOKO
06010HKot0 No 10 Mr). BBeAeHHS 3MiH NPOTArom
6-TU MicsAUIB NicNs 3aTBEPKEHHS
135. | MOHTENYKA | TabneTtku XyBasibHi MO TOB «TeBa YkpaiHa TOB TeBa Monbwa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a He UA/12439/01/01
CT-TEBA 4 mr, no 7 TabneTok y YkpaiHa» OnepeiiwH3 3MiHK | TNy - 3MiHK WoA0 peyenmom nionszae
6nictepi; no 4 Monaxg 6e3nekn/edpekTMBHOCTI Ta thapmakoHarnsay.

6nicTepy B KAPTOHHIi

3MiHN Y KOPOTKIil XapakTepucTuLi Nikapcbkoro
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

Kopobui

3aco6y, TEKCTIi MapKyBaHHSA Ta iHCTPYKUiT Ans
MeAMYHOro 3acToCyBaHHA
reHepuyHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
3aco06iB Nic/1A BHECEHHSA TiET caMoi 3MiHM Ha
pethepeHTHW Npenapat (3MiHa He noTpebye
HaaHHSA XOAHMX HOBMX A0AATKOBUX AAHNX).
3MiHN BHECEHI A0 IHCTPYKLiT 4518 MegnyHoro
3aCTOCYBaHHSA NMikapcbkoro 3acoby y po3ainu:
"papmakoTepanesTuyHa rpyna. Kog ATX"
(OHOB/IEHO TEKCTOBY YacCTVHY), "®apmMakosIoriyHi
BnactueocTi", "lNMoka3aHHsa", "B3aemogis 3
HLUIMMK NiKapCbKMMKM 3aco6amMu Ta iHLWi BUam
B3aemogiin", "OcobamMBOCTI 3acTOCyBaHHS",
"Cnoci6 3acTocyBaHHs Ta fo3u", "Mo6iuHi
peakuii" 3rigHo 3 iHhopmaLielo Woh0 MeguyHoro
3aCTOCyBaHHA pethepeHTHOro Nikapcbkoro
3acoby (CuHrynsp Tabnetku xyBasibHi No 4wmr;
no 5 mr). BBeeHHA 3MiH NpoTArom 6-Tv micsuis
nicns 3aTBepKeHHs

136.

MOHTE/TYKA
CT-TEBA

TabneTku XyBasibHi N0
5 mr; no 7 TabneTok y
6nicTepi; no 4
6nicTepy B KAPTOHHIi
Kopobui

TOB «TeBa
YkpaiHa»

YKpaiHa

TOB TeBa
OnepeiiH3
MonaHg

MonbLa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHY | TUny - 3MiHK WoAo
6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
3MiHU Y KOPOTKill XapakTepucTuLj NikapcbKoro
3ac06y, TEKCTIi MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHS
reHepuYHUX/ribpuaHNX/6ionoAi6HMX NiKapCbKUX
3ac06iB nicns BHECEHHS TiEl camMoi 3MiHM Ha
pedhepeHTHW Npenapart (3MiHa He noTpebye
HafaHHA XOAHMX HOBMX A0AATKOBUX AaHNX).
3MiHW BHECEHI A0 IHCTPYKLIT 4718 MeAnyHOro
3aCTOCyBaHHS NiKapCbKOro 3acoby y po3ainu:
"@apmakoTepanesTnyHa rpyna. Kog ATX"
(OHOB/NIEHO TEKCTOBY YacCTUHY), "®apmakonoriyHi
BnacTueocTi", "lMoka3aHHs", "B3aemogis 3
HLWIMMK NiKapCbKMMK 3acob6amu Ta iHWi BUAK
B3aemogiin", "OcobamBOCTI 3acTOCyBaHHS",
"Cnoci6 3actocyBaHHs Ta go3n", "IMobiuHi
peaxuii” 3rigHo 3 iHhopMaLi€elo WoA0 MeANYHOr0
3aCTOCYBaHHSA pethepeHTHOro NikapcbKoro
3aco6y (CuHrynsap Tabnetkv xyBasibHi No 4wmr;
no 5 mr). BBeAeHHs 3MiH NpOTArom 6-Tn MicsiLiB
nicns 3aTBepAkKeHHs

3a
peyenmom

He
nionseae

UA/12439/01/02

137.

MYYHNLI
nncTa

nmeta
no 50 ra6ono 100 ry
nauykax 3 BHyTPILIHIM
nakeTom;

no 2,0 ry cinbTp-
naketi; no 20 inbTp-

MpAT
"NikTpasun"

YKpaiHa

MpAT
"NikTpasun"

YkpaiHa

BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis:
3MiHu | TMNy - 3MiHKW 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHWi 3aci6 (iHLWi 3MiHN)
- BHECEHHS 3MiH A0 cneumdikayii 3 KOHTPOsIo
nepBMHHOIO NakyBasibHoro matepiany (Manip

6e3
peyenma

UA/6242/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
nakeTiB y mauui abo y hiNbTpyBabHWIA), a caMe JONOBHEHHS
naJui 3 BHYTPILLHIM nokasHuka «laeHTudikauis (30BHILLHI 03HaKN)»
nakeTom; BK/IIOYEHHAM [04aTKOBUX O3HaK A5
no 2,0 ry cinbTp- Bi3yasIbHOr0 KOHTPOSI0 «6) Konip».
naketi B
iHavBigyanbHOMY
nakeTtuky; no 20
inbTp-nakeTiB y
nauuj
138. | M'ATUN nveta, no50ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 6e3 - UA/5979/01/01
NEPLEBOI naykax 3 BHYTPILLHIM "NikTpasun" "NikTpasun" 3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA peuyenma
nncTqa naketom; no 1,5ry nikapcbkuii 3aci6. Cuctema
hinbTp-nakeTi; no 20 KOHTeliHep/3aKkynopoBasibHWI 3aci6 (iHLWi 3MiHN)
inbTp-nakeTiB y BHECEHHS 3MiH 10 cneundikaLii 3 KOHTPOIO
nauui abo y nauui 3 NepBMHHOIO NakyBasibHOro matepiasny (Manip
BHYTPILLHIM NaKkeToM hiNbTpyBasbHWiA), a caMe JONOBHEHHS
nokasHuka «laeHTudikauis (30BHILLHI 03HaKN)»
BK/IIOYEHHAM [404aTKOBMX O3HaK A5
Bi3ya/IbHOTO KOHTPO/IH «6) Kosip».
139. | HABIPEN KOHLeHTpaT ans Megak HimeuunH Brpo6HMLTBO Yecbka BHECEHHS 3MiH [0 peecTpayiiiHux maTepianis: 3a - UA/4711/01/01
NPUroTyBaHHA lesenbwad a "in bulk", Pecny6nika/ 3MiHY | TNy - AOMIHICTPaTMBHI 3MiHU. peyenmom
pO34nHy A5 iHdy3il, T dhrop KOHTPO/b Ccepili: HimeuuunHa BunyyeHHs: BUPOGHMYOT AinbHUL (BKIHOYaKUM
10 mr/mn; no 1 mn (10 KNiHiwe OHKOMeE[, AinbHuui ansa A®l, npoMixHoOro Nnpoaykty abo
mr) aéo 5 mn (50 mr)y | Lneujansnp MeHblohekyepiH roTOBOrO /liKapCbkoro 3acoby, AinbHWLi 415
donakoHi; no 1 enapare ra.c., Yecbka NpoBefeHHA NakyBaHHs, BUPOOHUKa,
(h/1aKOHY B KapTOHHiiA M6X Pecnyb6nika; BiZANOBIAA/IbHOIO 3a BUNYCK Cepiit, MicLe
Kopobui MakyBaHHS, NpoBeAEeHHS KOHTPO/IO cepil) abo
MapKyBaHHS Ta noctavasibH1Ka BUXILHOTO MaTepiasty, peareHTy
BUNYCK cepil: ab0 AONOMDKHOT PEUYOBMHU (SIKLLLO 3a3HAYEHO Y
Megak [0CbE) - BunyyeHHs BUPOOHUYOI AinbHUL
lesenbladpt Synbias Pharma Ltd, Ukraine ans A®l
dotop KAiHiwe BiHOpenb6iHy TapTparty; 3MiHu | Tuny - 3MiHn 3
LLineujanbnpena akocTi. CepTtudikaT BignosigHocTI/lE-
paTte M6X, cepTudikaT BignoBigHOCTI EBponeichkiii
HimeyunHa hapmakonei/moHorpadii. NMogaHHa HoBoro abo

OHOBJ/IEHOrO cepTudikarta BifnoBigHOCTIi abo
BWIyYeHHS cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkili hapmakonei: gns A®l; ons
BUXiAHOTO MaTepiany/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; o fonoMiKHOT pevyoBuHY (cepTudpikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
HoBuii cepTudpikat Ha HecTepunbHuilt A®I, akuii
6yfie BUKOPUCTOBYBATUCS A4/191 BUPOGHMLTBA
CTEPWUIBHOrO NiKapCcbKoro 3acoby, SKLWo Boda
BMKOPWCTOBYETHCA HA OCTAHHIX eTanax CUHTe3y
Ta mMaTepiasn He BiflbHUIA Bif GakTepiasibHUX
E€HJOTOKCUHIB - [ogaHHsA HoBOro cepTudikara
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BiANoOBIAHOCTI EBponeiicbkin hapmakonei Ne RO-
CEP 2017-075 - Rev 01 gnsa A®l BiHopen6iHy
TapTparty Bif HoBoro Jiangsu Hansoh
Pharmaceutical Group Co., Ltd
140. | HAKNO®EH Kancynu no 75 mr, no KPKA, a.4., CnoseHis KPKA, a.4., CnoBeHis BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a He UA/3480/06/01
Ayo 10 kancyn y 6nictepi; HoBo mecTo HoBo mecTo 3MiHu | TMNy - 3MiHK Woao peyenmom nionseae
no 2 6nictepu y 6e3nekn/echeKTUBHOCTI Ta hapmMakoHarnsgy.
KapTOHHIlA KOpooLi 3MiHa Y KOpOTKiil XxapakTepucTuLj NikapCcbKoro
3ac06y, TEKCTIi MapKyBaHHSA Ta iIHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA Ha NiacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiHnii nepiog, abo sk pesynbTar
OLLiHKM 3BIiTYy 3 AOCAIKEHb, MPOBEAEHNX
BiANOBIAHO A0 MiaHy neiaTpUYHNX AOCHILKEHb
(PIP) (iHWi 3MiHM) 3MiHM BHECeHO [0 IHCTpyKLii
[ONA MeANYHOro 3acToCyBaHHS NikapCbkoro
3acoby [0 po3giniy "3acTocyBaHHs y nepiof
BariTHOCTi abo rofyBaHHA rpyaa” Wwoao
6e3nekn 3acTocyBaHHs Ajil040i PeHOBUHM
AviknodheHak BifgNoBiAHO A0 pekoMeHaaLii
PRAC. BBefieHHs 3MiH NPOTArom 6-Tv MicsiLis
nicns 3aTBepAkKeHHs
141. | HATPIKO pO34uH Ans iHgysili, 9 MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis: 3a He UA/13841/01/01
xnoeua- mr/mn, no 100 mn abo "®apmaueBT "bapmaueBTUYH 3MiHu | TMNY - 3MiHK Woao peuenmom nionseae
AAPHMNLA no 200 mn a6o no 250 nyHa goipma a thipma 6e3nekn/edhekTUBHOCTI Ta hapMakoHarisagy
M1, abo no 400 mn, "AapHnus” "NapHuus” (iHWi 3MiHW) 3MiHW BHECeHO [0 IHCTpYKLUii Ana
a6o no 500 mny MeAMYHOro 3aCTOCyBaHHA NikapCbKoro 3acoby
thnakoHax; no 100 mn [0 po3sginiy "Cnocib 3actocyBaHHs Ta fo3mn"
y dhnakoHax; no 40 o0 6e3neku 3acToCyBaHHS NikapCbKoro
hnakoHiB y Kopobkax; 3acoby. BBefieHHs 3MiH NPOTArom 6-Tv MicsiLiB
no 200 mn a6o no 250 nicns 3aTBepAkKeHHs.
mn, a6o no 400 mn,
a6o no 500 mny
hnakoHax; no 20
(0N1aKoHIB y KOpobKax
142. | HEBIBONOJ- | Ta6bnetku no 5 mr no TOB «TeBa YKpaiHa Bupo6HMLTBO 3a ManbTa/ BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis: 3a - UA/14877/01/01
TEBA 10 TabneTok y YkpaiHa» NOBHMM LUK/TOM: Bonrapis 3MiHM | TUny - 3MiHK 3 AKkocTi. CepTudiikaT peyenmom

6nicTepi; no 2 abo no
3 6nictepu B
KapTOHHI KopobLi; no
14 TabneTok y
6nictepi; no 2
6/1icTepy B KApTOHHIl
KopoobLi

AkTasic 1T,
ManbTa
Bupo6HMLTBO 3a
NMOBHUM LMK/IOM:
BankaHndapma-
AdynHuusa AT,
Bonrapis

BignosigHocTi/I E-cepTudikar BignosigHoCTi
€Bponelicbkiit hapmakonei/MoHorpadii. 3miHu,
noB'si3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
BiANOBIAHICTb A0 MOHorpadii AdY abo
€Bponeiicbkoi thapmakonei, abo iHLWoi
HauioHasIbHOI chapmakonei gepxasu EC (3miHa
y cneyudikauii HedpapmakoneiHoro Adl ans
npusBefeHHs y BiANOBIAHICTL A0 BUMOr dY abo
€Bponelicbkoi hapmakonei, abo iHWoi
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

HaujioHanbHOI chapmakonei aepxasu €C) - Ad| -
Cneuudpikauisi Ta METOAMKN aHani3y BXigHOro
KOHTponto A®| Hebisonony rigpoxnopuay
BMPOGHMKOM /13 NpMBOAATLCSA Y BiAMOBIAHICTb 3
HOBO MOHorpadieto EP, npu Lbomy
3a/mwarTbes AoaaTkosi BUnpobysaHHs DMF
BMPOGHMKA Ha BMICT X/IOpUAiB, BMICT nanagito,
iHTepBaU1 NN1aBMEHHS, BMICT MOHOMETUNAMIHY,
BMICT 3a/1MLLKOBMX PO3UYUHHWKIB, PO3MIp
4yacTMHOK. TecT Ha CMiBBiAHOLLIEHHS i30MepiB
SRRR (d-Heb6iBonon) Ta RSSS (I-He6iBoM0/T)
BMAAIEHO 3i cneyudikauii Ha Aitovy peqyoBuHy
BiANOBIAHO A0 MOHorpadii EP, a Takox,
I'PYHTYHOUMNCh HA OHOBMIEHUX AAHWX BUPOGHMKa
A - pe3ynbTaTn 3HaxXo4ATLCA /IMLLE B MeXax
3a3HayeHoro dianasoHy. BeegeHHs 3miH
NPOTArom 6-TW MICALIB NIiC/A 3aTBEPAXKEHHS.
3MiHn | TUnYy - 3MiHn 3 axkocTi. CepTudikar
BignosigHocTi/lE-cepTudikar BignoBigHOCTI
€Bponelicbkiit hapmakonei/MmoHorpadii. 3miHu,
MOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHA Y
BiANOBIAHICTb A0 MOHorpadii APY a6o
€Bponelicbkoi hapmakonel, abo iHwoi
HaujoHabHOI thapmakonei gepxasun €C (3miHa
y cneuudikauii HechbapmakoneiiHoro Ad| ans
npuBeLeHHN y BiANOBIAHICTb A0 BUMOr AdPY abo
€Bponeiicbkoi thapmakonei, abo iHLWOoi
HaujioHanbHOI chapmakonei aepxasu €C) - Ad| -
OHOBNEHHSA BigKpuTOi YacTnHu ASMF version
NBH-FH-01, February 2022 Bnpo6Huka AdI
He6iBonony — Hetero Drugs Limited, IHgjs 3
MeTOI0 Y3rofpkeHHsi 3 MoHorpadieto EP gns
Heb6isonony. BeefeHHSA 3MiH NPOTArom 6-Tn
MiCALIB MiC/A 3aTBEpKEHHS. 3MiHu | Tuny -
3MiHu 3 skocTi. A®l. KoHTponb A®I. 3miHa y
mMeTofax BunpobysaHHs APl abo BUXigHOro
marepiany/npomikHOro NpoayKTy/peareHTy, LWwo
BVKOPWCTOBYETbLCS Y NPOLIECi BUPOGHMLTBA ADI
(He3HayHi 3MiHN y 3aTBEPKEHUX MeToAax
BMNPOGYyBaHHS) BHECEHHS HE3HAYHVX 3MIH Y
3aTBEPMAKEHNX METOAaX BUNPOGYBaHHS: -
laeHTudbikalis metogom nasepHoi andppakuii —
He BHECEHO XOAHMX 3MiH A0 cneumdikauii.
Mopanbluy cTaHAapTHY MigroToBKy
NPONOHYETHLCS BKIIOYNTIN A/151 KPALLOro
KOHTPO/I0 NpoLeAypy BUNPO6OBYBaHHS. -
CynbhaTtHa 30n1a — He BHECEHO XXOAHWX 3MiH A0
cneumdikauii. Moganblinii Yac 3anastoBaHHs
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BKa3aHo K 3 roAnHW AN15 KpaLoi AICHOCTI
npoueaypy BUNPO6yBaHHS.
143. | HEKCAMAAP | po3uuH gns iH'ekuii, AAP dapma | O6'egHaHi MaHkaiHg, IHAis BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: - He UA/18867/01/01
500 100 mr/mn in bulk: no ®3-171C Apabebki dapwma flimiteq, 3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa nionsizae
5 mn B amnyni; no 4 Emipatun Ha3BW JIiKapCbKOro 3acoby -
amnynu y 6nictepi; no 3MiHM BHECEHI 040 Ha3BW JlikapCbKOro 3acoby.
20 a6o no 40 3aTtBeppxeHo: HEKCAAP (NEXAAR)
6nicTepiB B KAPTOHHIA 3anponoHoBaHo: HEKCAMAAP 500
Kopoobui (NEXAMAAR 500) BBefeHHS 3MiH NpOTArom 6-
TW MicALIB Nic/1a 3aTBEPAKEHHS
144. | HEKCAMAAP | po3uuH ans iH'ekuii, AAP dapma | O6'egHaHi MaHkaliHg, IHais BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3a He UA/18866/01/01
500 100 mr/mano 5 mn B P3-11/1C Apabebki dapwma flimiteq, 3MiHu | TURY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom nionsizae
amnyi; no 4 amnynn 'y Ewmipatn Ha3Bu NikapcbKoro 3acoby -
6nictepi; no 1 3MiHM BHECEHI 040 Ha3BM NiKapCbKOro 3acoby.
6nicTepy B KapTOHHIl 3aTtBeppxeHo: HEKCAAP (NEXAAR)
Kopoobui 3anponoHoBaHo: HEKCAMAAP 500
(NEXAMAAR 500) BBefieHHs 3MiH NpOTArom 6-
U MicALIB NicNa 3aTBEPAKEHHS
145. | HEKCIYM nopoLlok ans pos3yunHy | ACTPA3EH Benuvka BMPOGHMLTBO, Lseuis BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3a He UA/2534/01/01
ANs iH'eKUin Ta iHdysiit EKA OK BputaHis BUNPOGYBaHHS, 3MiHV | TUNY - AAMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom nionszae
no 40 mr; 10 chnakoHiB NIMITEL nepBuHHE HaliMeHyBaHHA Ta/abo agpecu micus
3 MOPOLLKOM Y nakyBaHHs, NpoBaKEHHS [isbHOCTI BUPOGHMKa/imnopTepa
KapTOHHIlA KOpooLi BMNYCK roTOBOro NikapcbKoro 3acoby, BkYaun
Hepo3giacoBaHO OiNbHULI BUNYCKY cepii abo MicLe NpoBeAeHHs
ro nikapcbkoro KOHTPOJIO SIKOCTI. (Ais/IbHICTb, 3a SKy Bignosigae
3acoby, BMPOGHMK/iMNOPTEp, BKIOYAKOUN BUMYCK Cepild) -
BTOPWHHE 3MiHa NOLITOBOro iHAEKCY Ta 3a3HaYeHHs
nakyBaHHs Ta BMPOGHUYMX (PYHKLi BUpo6HUKa B MKA N13.
BUWMYCK rOTOBOrO 3MiHN BHECEHO B IHCTPYKL,iIO 415 MeANYHOro
NiKapcbkoro 3aCcToCyBaHHS NiKapcbKoro 3acoby y po3aisn
3acoby: «MicLe3HaxofKeHHs1 BUpOGHUKa Ta agpeca
AcTpa3eHeka MiCLSt NPOBaPKEHHSA 10ro Ais/IbHOCTi» 3
AB, LUBewis Bi4MOBIAHMMM 3MiHAMW Y TEKCTI MapKyBaHHS
yNakoBKM NikapcbKoro 3acoby. BeegeHHsA 3MiH
NPOTArom 6-T1 MIiCALLB MiCNA 3aTBEPKEHHS;
3MiHu | TMNYy - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta (hapmakoHarnsgy
(iHWi 3MiHW) - OHOB/IEHHSI TEKCTY MapKyBaHHS
NepBMHHOT Ta BTOPMHHOI YNaKOBOK JTiKapCbKOro
3aco6y. TepMiH BBE€AEHHS 3MiH - NPOTArom 6
MicsILiB Nicns 3aTBEPAYKEHHS
146. | HEOTAKCEN KOHLeHTpaT Ans Mini Benvka BeHnyc Pemegic IHgis BHECEHHS 3MiH [0 peecTpavjiiiHiX MmaTepianis: 3a He UA/0926/01/01
pO34uHy ONs iHdy3il, Xenckepe BpuTaHis NimiTen 3MiHu | TMNY - 3MiHK Woao peuyenmom niosnsieae
6 mr/mnno 5 mn (30 Niviten 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsagy.

Mr), abo no 16,67 mn
(100 wmr), a6o no 25
mn (150 mr), abo no
35 mn (210 wmr), abo

3MiHa y KOpOTKiil XxapakTepucTuLi NikapCbKoro
3aco0y, TeKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MEeAMYHOro 3aCTOCyBaHHSA Ha niacTasi
perynisipHO OHOB/IHOBAHOTO 3BITY 3 6e3nekn
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
no 41,7 mn (250 mr) y nikapcbKoro 3acoby, abo gocnimkeHb 3 6esnekn
dhnakoHi; no 1 3acToCyBaHHSA Nikapcbkoro 3acoby B
dhakoHy B KapTOHHiiA nicnspeecTpawiiinii nepiog, abo sk pesynbTar
Kopobui OLLiHKVM 3BiTYy 3 AOC/iAKEHb, NPOBEAEHNX
Bi4NOBIAHO A0 NnaHy nejiaTtpudHNX AOCNiAXeHb
(PIP) (3MiHy y3rof)XeHo 3 KOMMNETEHTHUM
YNOBHOB&)XXEHVM OPraHom)
3MiHV BHECEHO [0 iHCTPYKLIT 4151 MeanyHOro
3aCcTOCyBaHHS NikapCcbkoro 3acoby A0 po3ainy
"Mo6iyHi peakuii" BiANOBIAHO 4O OHOBEHOI
iHhopmaLii 3 6e3nekun 3acTocyBaHHA Ajito4ol
pPeyoBMHM NiKapCbKoro 3acoby. TepmiH
BBEAEHHSA 3MiH MPOTAroM 3 MicAuiB nicns
3aTBEPAKEHHS.
147. | HEOTPAHEK PO3YNH A5 iH'EKLIN, BioingacTpia ITanis BioiHpgacTpia ITanisa BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: 3a - UA/14214/01/01
C 500 mr/'5 Mmnno5mnB | Jlaboparopi NabopaTtopio 3miHu | TUny - 3MiHK 3 akocTi. CepTudikar peyenmom
amnyni; no 5 amnyn y o ITaniaHo ITaniaHo BignosigHocTi/IE-cepTudikar BignosigHoCTI
KOHTYPHII ynakosLi; Megiuinani MegaiuiHani €sponelicbkiin dhapmakonei/moHorpadii.
no 1 KOHTYpHIl C.M.A. C.NA. MoaaHHA HOBOro abo OHOBMEHOro cepTudikata

yNaKoBLi B KAPTOHHiIl
Kopobui

BiANOBIAHOCTI ab0 BU/TyYEHHS cepTudikata
BiANOBIAHOCTI E€Bponeiichbkili hapmakonei: ans
AQ®l; ans BuxigHoro
matepiany/peareHTy/NPoMbKHOIo NPOAYKTY, L0
BMKOPWCTOBYIOTbCA Y BUPOOHULTBI ADl; ans
[OMOMDKHOT peyoBMHY (cepTudiikat
BiANOBIgHOCTI EBponeiickkili hapmakonei) -
HoBuit cepTucpikat Ha HecTepunbHuii A®I, sakui
6yfe BYKOPUCTOBYBATUCS A/19 BUPOBHMLTBA
CTepuIbHOrO Nikapcbkoro 3acoby, AKLL0 BoAa
BVIKOPVCTOBYETLCS HA OCTaHHIX eTanax CuHTe3y
Ta mMaTepiasn He BifbHWIA Bif 6akTepiasibHNX
€HOO0TOKCUHIB - NOAaHHSA HOBOrO cepTudikaTa
BiANOBIAHOCTI E€Bponeiicbkiin thapmakonei Ne R1-
CEP 2012-271-Rev 01 (3aTBepgkeHo: R1-CEP
2012-271-Rev 00) ons Aito4oi peyoBUHU
Tranexamic acid Big, 3aTBEpPAXEHOr0 BUPOOHUKA
Kyowa Pharma Chemical Co., Ltd. 3miHu | Tuny
- 3MiHM 3 skocTi. CepTudikat BignosigHocTI/TE-
cepTugikaT BiANOBIAHOCTI EBpONEnchbKil
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI a60
BWYYEHHS cepTudikarta BifnoBigHOCTI
€Bponeiicbkili hapmakonei: gnsa A®l; ons
BUXIQHOrO MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBGHULTBI
A®I; ona 4ONOMIXKHOT pevyoBuHU (cepTudikar
BiANOBIgHOCTI EBponeiickkili hapmakonei) -
HoBuii ceptudpikat Ha HecTepunsHuii A®I, akui
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

6yfe BYKOPUCTOBYBATUCS A/19 BUPOBHMLTBA
CTepu/IbHOrO Nikapcbkoro 3acoby, AKL0 BoAa
BVIKOPVCTOBYETLCS HA OCTaHHIX eTanax CUHTe3y
Ta mMaTepias He BiflbHWIA Bif 6akTepiasibHNX
€HOO0TOKCUHIB - NOAAaHHA HOBOTO cepTuadikaTa
BiiNOBIAHOCTI E€Bponelickkiit hapmakonei Ne R1-
CEP 2008-186-Rev 01 (3aTBepgkeHo: R1-CEP
2008-186-Rev 00) ons Aito4oi peyoBUHU
Tranexamic acid Bif, 3aTBepPAXEHOr0 BUPOOHUKA
Asahi Kasei Finechem Co., Ltd.

148.

HOBOMNAPWVH
®

PO34UH O151 iH'EKLLNA,
300 wr (30 000 aHTu-
thakTop Xa MO)/3 mn,
no 1 a6o5
6arato030BMX
chnakoHiB Mo 3 Mn B
KapTOHHIlA KOpooLi

[bxeHodhapm
nrtp,

Benvka
BputaHis

WeHaxeH
Tekpoy
PapmacbloTuKan
Ko., Nta

Kutaii

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHW, WO NoTpebyoTb HOBOI peecTpauii (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460) nogaBaHHs
HoBoi cunu aii 300 mr (30 000 aHTU-hakTop Xa

MO)/3 mn

MepiogUyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBigHO [0
Mopsaaky 34iicHeHHs chapmakoHarnagy,
3aTBEPAKEHOrO Haka3oM MiHicTepcTBa OXOPOHM
300pOB’A YkpaiHu Bif 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
Ykpainum 29 ciuHs 2007 poky 3a Ne 73/13340 (y
peaakuii Hakaly MiHicTepcTBa OXOPOHU
300pOB'a YKpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMU,
3a3HayYeHMMN y NepiogMYHOCTI NoAaHHS
perynsipHmx 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionseae

UA/9061/01/02

149.

HOBOMNAPWVH
®

PO34UH AJ151 iH'EKLLNA,
500 mr (50 000 aHTu-
thakTop Xa MO)/5 mn,
no 1l a6o5
6araTto030BMX
donakoHiB No 5 mn B
KapTOHHIlA KopooLi

[bxeHodhapm
nrp,

Benvka
BputaHis

WeHaxeH
Tekpoy
dapmacboTuKan
Ko., 14

Kutaii

BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis:
3MiHW, WO NoTpebyoTb HOBOI peecTpaii (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460) goaaBaHHsA
HoBoi cunu aii 500 mr (50 000 aHTU-hakTop Xa

MO)/5 mn

MepiognyHiCTb NOAAHHA PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiAHO [0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEPKEHOr0 Haka3om MiHicTepcTBa OXOPOHM
30,0pOB’A YKpaiHu Bif 27 rpygHs 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCTULi
Ykpainum 29 ciuHs 2007 poky 3a Ne 73/13340 (y
peaakuii Hakasy MiHicTepcTBa OXOPOHU
3[10pOB's YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMU,
3a3HayYeHVMN y NepiogMyYHOCTI NoAaHHS
perynsipHmx 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionseae

UA/9061/01/03

150.

HOBOMNAPUH
®

PO3YMH ANA iH'EKLN,
300 mr (30 000 aHTK-

[xeHnochapm
14

Benuka
BpuTaHis

LeHmxeH
Tekgoy

KuTtaii

BHECEHHS 3MiH 0 peecTpayjiiiHux maTepianis:
3MiHK, W0 NoTpebyTb HOBOI peecTpauii (3rigHo

He
nionsieae

UA/18243/01/02
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
thakTop Xa MO)/3 mn, dapmacboTrKan Haka3y MO3 Big 23.07.2015 Ne 460) nogaBaHHs
in bulk: 25 Ko., N14 HoBoi cunu aii 300 mr (30 000 aHTU-hakTop Xa
6araTtof030BKX MO)/3 mn
chnakoHiB Mo 3 MmN B
KapTOHHilA KopooLi MepiognyHICTb NOAAHHA PerynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, Bi4NOBIAHO A0
Mopsaaky 34iicHeHHs chapmakoHarnagy,
3aTBEPAKEHOrO Haka3oM MiHicTepcTBa OXOPOHM
30,0pOB’A YKpaiHu Bif 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU
340pOoB'a YkpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMU,
3a3HavYeHMMN y NepiogMUHOCTI NoAaHHS
perynsipHmx 3BiTiB 3 6e3neku.
151. | HOBOMNAPWH | po3uuH ans iH'ekuii, [bxeHodhapm Benvka LWeHmxeH Kutaii BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: - He UA/18243/01/03
® 500 wmr (50 000 aHTm- nrtp, BputaHis Tekpoy 3MiHW, WO NoTpebyoTb HOBOI peecTpauii (3rigHo nionsizae
thakTop Xa MO)/5 mn, dapmacboTrKan Haka3y MO3 Big 23.07.2015 Ne 460) nogaBaHHs
in bulk: 25 Ko., N14 HoBoI cunu aii 500 mr (50 000 aHTU-hakTop Xa
6aratof030BuX MO)/5 mn
chnakoHiB Mo 5 mn B
KapTOHHIlA KOpooLi MepioAnyHICTb NOAAHHA PerynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiAHO [0
Mopsaaky 34iicHeHHs chapmakoHarnagy,
3aTBEPAKEHOrO Haka3oM MiHicTepcTBa OXOPOHM
300pOB’A YkpaiHu Bif 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
peaakuii Hakasy MiHicTepcTBa OXOPOHU
300pOB'a YKpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMU,
3a3Ha4YeHMMN y NepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
152. | HOTTA® Tabnetku no 12 Pixapa ABCTpist Pixapg BitTHep ABCTpis BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis: 6e3 - UA/10043/01/01
Tabnetok y 6nictepi; BiTTHep Al Al 3MiHu | TMny - 3MiHKW 3 AKoCTi. FoTOBUIA peyenma

nol,2,3a6o4
6nicTepy y KapTOHHIl
Kopobui

nikapcbkuid 3aci6. 3mMiHM y BUPOBGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYTLCS BUNYCKY cepil
Ta KOHTPOJII0 SAKOCTi FOTOBOTO /iKapCbKOro
3acoby (3amiHa abo JofaBaHHA AinbHULI, Ha
AKilA 34IACHIOETLCSA KOHTPO/Tb/BUNPOBYBaHHS
cepii) -

[0faBaHHA [0 MaTepianiB peecTpauiiHoro
nocbe, po3giny 3.2.P.3.1. Bupo6bHuk(n) ginbHuuj,
Ha SAKii 34iICHI0ETLCA MIKPOBIONOTIUHWIA
KOHTPO/b/TeCTyBaHHSA NapTiil rOTOBOrO
nikapcbkoro 3acoby MPL Mikrobiologisches
Pruflabor GmbH, Grabenweg 68 6020
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Innsbruck, Austria.
153. | HYTPUDNEK | emynbcia ans iHdysii; B. BpayH HimeuuunH Bupo6bHuuTBO, HimeuuunHa BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a - UA/13231/01/01
C OMETrA no 1250 mn, 1875 mn Menb3yHreH a nepsuHHa Ta 3MiHK | TNy - 3MiHK WoA0 peyenmom
CNELUJANBbH Y MiLLKy Al BTOPUHHA 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy
nin naacTUKOBOMY yrnakoBka, (iHWi 3MiHW) - 3MiHM BHECEHI B TEKCT
TpukamepHomy; rno 1 BUMNYCK cepii: B. MapKyBaHHS BTOPUHHOI YNakoBKW NiKapCbKOro
MIiLLIKY N1acTUKOBOMY BpayH 3aco6y y n.8. AATA 3AKIHYEHHA TEPMIHY
TpKamepHoMy B Menb3yHreH AT, MPUOATHOCTI. TepmiH BBeAEHHS 3MiH
3aXMCHOMY MILLIKY; MO HimeuumnHa; npoTArom 6 micAuiB nicns 3aTBepkKeHHs
5 3aXMCHUX MILLKIB Y KoHTpornb cepii:
KapTOHHIlA KOpooLi B. BpayH
Menb3yHreH Arl',
HimeyunHa
154. | OKCUKOAOH | po3uuH ans iH'ekuii, AT Nartsis AT "I'piHaekc", Natsis/ BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis: 3a - UA/18551/01/02
KAJNLUEKC 50 mr/Mnno 1 mn B "Kasuekc" Nartsis CnosayyvHa 3MiHu | TMNy - 3MiHK Woao peyernmom
amnyni; no 5 amnyn y (BUPOGHYK, AKNI 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
KOHTYPHIli YapyHKOBIi Bignosigae 3a 3MiHa YacToTn Ta/abo TepMiHiB NogaHHsA
ynakosLi; no 1 a6o 2 KOHTPO/1b perynspHO OHOB/IOBaHMX 3BITIB 3 6e3neku
KOHTYPHUX cepii/sunpobysa nNiKapCcbKNx 3aco6iB - 3MiHa 4acToTV Ta TePMiHY
YapyHKOBUX YNaKkoBOK HHS1); AT nofiaHHA perynsapHoO OHOBJ/IOBAHOTO 3BITY 3
B Nauuj 3 KApTOHY "Kanuekc", 6e3nekmn Nikapcbkoro 3acooy:
Nartsia [itova pegakuis:
(BUPOGHUK, AKNIA YacToTta nogaHHa PO3b - 3 poku;
BignoBsigac 3a KiHueBa gata ans BK/oUeHHs gaHux go PO36 -
BUNyCK cepi'); 12.04.2024 p.;
XBM ®apma [ara nogaHHa - 11.07.2024 p.
c.p.o., MponoHoBaHa pefakuis:
CnosayunHa YactoTa nogaHHsa PO3b - 1 pik;
(Bci cTagji KiHueBa gaTta Ansa BKIOUYEHHS gaHux fo PO36 -
BMPO6GHMYOro 12.04.2023 p.;
npouecy, Kpim [Jata nogaHHs - 21.06.2023 p.
BUNYCKY cepii) PekomeHa0BaHO 40 3aTBEPAXEHHA BiAMNOBIAHO
[0 NepioAnYHOCTI NOAAHHS PerynspHo
OHOB/THOBAHUX 3BITiB 3 6@3MeKN STiKapCbKnx
3aco6iB y €BponelicbkoMy Cotosi.
155. | OKCUKOAOH | po3uunH g5 iH'eKuii, AT Narteis AT "T'piHgekc", Natsis/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a - UA/18551/01/01
KANUEKC 10 mr/mn, no 1 mn a6o "Kanuekc" Narsis CnoBay4mHa 3MiHu | TUNYy - 3MiHK Woao peuyenmom

2 mn B amnyni; no 5
amnyn y KOHTYpHIN
YapyHKOBIli ynakoBLyj;
no 1 abo 2 KOHTYPHUX
YapyHKOBUX YNakoBOK
B MauLii 3 KapTOHY

(BMPOBHWK, SKWIA
BignoBigac 3a
KOHTPO/b
cepii/sunpobysa
HHA); AT
"Kausiuekc",
Natsis
(BUPOGHWIK, sIKMIA
Bignosigae 3a
BUMNYCK cepii);
XEM dapma

6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHa YacToTy Ta/abo TepMiHiB NogaHHs
perynsipHo OHOB/IIOBAHVX 3BITiB 3 6e3nekn
NiKapCcbKunx 3aco6iB - 3MiHa 4acToTh Ta TEPMiHY
nofaHHA perynsapHoO OHOB/OBAHOIO 3BIiTY 3
6e3nekun nikapcbkoro 3acoby:
[itova pepakuis:

YacToTta nogaHHs PO3b - 3 poku;
KiHueBa gaTa 4519 BKIOYEHHA faHux go PO36 -
12.04.2024 p.;

Jarta nogaHHs - 11.07.2024 p.




105

Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
c.p.o., MponoHoBaHa pefakuis:
CnosavuyvHa YactoTa nogaHHsa PO3b6 - 1 pik;
(Bci cTagji KiHueBa gaTta Ans BKIOUYEHHS gaHux go PO36 -
BMPOGHMYOro 12.04.2023 p.;
npouecy, Kpim [ara nogaHHa - 21.06.2023 p.
BUMNYCKy cepiT) PekomeHg0BaHO [0 3aTBEPKEHHS BifNOBIAHO
[0 NepioANYHOCTI NOAAaHHA PerynspHo
OHOBJTHOBAHUX 3BITiB 3 6E3MEKU JTiKaPChKMX
3aco6iB y €BponelicbkoMy Cotosi.
156. | NAKCMOBIA | | TabneTtku, BKpUTI Mdpaiizep CLIA Mdpaiizep Himeuunna/ BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a - UA/19223/01/01
PAXLOVID® nNiBKOBOIO EiAy.Ci.Mi. MeHtohekuypuH ITanis 3MiHu Il TUny - 3MiHK 3 AKoCTi. FoTOBWMIA peuenmom
060n0Hkot0, No 150 mr | Kopnopeiiw r Joiuneng, nikapcbkuii 3aci6. CtabinbHICTb. 3miHa Yy
Ta TabneTku, BKpUTI H v6X, TepMiHax npuaaTHocTi abo yMoBax 36epiraHHs
nNiBKOBOIO HimeuuunHa; roTOBOrO NikapcbKoro 3acoby (36i/bLIeHHS
06010HKOt0, N0 100 Mdpanzep ITanisa TEePMiHy NMPUAATHOCTI FOTOBOTO J1iKapCbKOro
Mr; No 4 TabneTku, C.p.n., Itanisa 3aco6y) - 36inbLUeHHS TepMiHY NPUAATHOCTI Ha
BKPWTi NNiBKOBOIO OCHOBI ekcTpanonsauji pesybTaTis AOC/iLKEeHb
06010HKot0 no 150 mr cTabinbHOCTI, NPOBEAEHNX HE Y BiAMOBIAHOCTI 3
Ta no 2 rabnetku, Bumoramn CT-H MO3Y 42-3.3:2004 a6o
BKPWTi NNiBKOBOIO KepiBHUX npvHUumniB EMA 040 AOCNIHKEHHS
06010HKO0, N0 100 Mr CTabiNIbHOCTI NiKapCbknx 3aco6iB. 36iNbLUEHHS
y 6nicTepi, no 5 TEepMiHy NMpPUAATHOCTI FOTOBOTO JliKapCbKOro
6nicTepiB B KAPTOHHIA 3acoby. 3aTBepoKeHO: TepMiH npuaaTHoCT 18
ynakoBLi MicsLiB; 3anponoHOBaHO: TEPMIH NPUAATHOCTI 2
poku. BHeceHo oHOBMEHy iHdhOpMaLLito B KOPOTKY
XapaKTepuUCTUKY NikapcbKoro 3acoby (BUKageHy
MOBOIO OpuriHany Ta A0 nepeknagy) y po3gin
«TepMiH NpMAaTHOCTI». BBeAEeHHS 3MiH
NpOTSArom 6-Tv MicsILiB MicNs 3aTBEPKEHHS
157. | NAHKPEATU rpaHymn MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis: - - UA/14646/01/01
H KMLLKOBOPO3YMHHI "TexHonor" "TexHonor" 3MiHu | TUnYy - 3MiHKn 3 AkocTi. CepTudikaT
(cy6eTaHuin) y BignosigHocTi/IE-cepTudikar BignosigHoCTi

nakeTax i3 niBku
nonieTnneHoBoi ans
hapMaLeBTUYHOIO
3acToCyBaHHs

€sponelicbkin dhapmakonei/moHorpadii.
MogaHHA HoBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BU/yUYEHHS cepTudikata
BiANOBIAHOCTI E€Bponeiichbkili hapmakonei: ans
A®I; ana BuxigHoro
mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, L0
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI AdDI; ans
[0NOMDKHOT peyoBrHU (cepTudpikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHoBREeHW cepTUdiKaT Bif yXe 3aTBEPAXEHOr0
BUPOGHMKA - NOAAHHA OHOB/IEHOTO cepTudikara
BiAgnoBigHOCTI EBponeiicbkiit hapmakonei Ne R1-
CEP 2001-280-Rev 03 (3aTBepmkeHo: R1-CEP
2001-280-Rev 02). AK Hacnifok npuBefeHHs
Ha3BW BUPOBHMKaA Y BignosigHicTb o CEP
(cTtano: komnaHis Hopamapk ®apma 'm6X
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayiliHo2o

158.

(Nordmark Pharma GmbH), HimeyuunHa)

nocsio4YeHHs

159.

NENAPIOHII
KOPEHIB
EKCTPAKT
PIOKNIA

eKCTpaKT piakuii
(cybeTaHuisn) B 6oukax
nonimepHux gns
BUpOBGHULTBA
HecTepuIbHNUX
nNikapcbknx hopm

NAT
"Tannudap
o

YKpaiHa

MAT
"Tannudgapm"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3minu | TUny - 3miHn 3 AkocTi. APl. KoHTposb
A®l. 3miHa y napameTpax cneuudikauiii Ta/abo
LONyCTUMUX MeX, BU3HAYeHMX Y cneumdikalisx
Ha A®|, abo BUXigHWIA/MPOMIKHWIA
NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y
npoueci BupobHuuTBa AP (iHLWi 3MiHK)

— BHECEHHS 3MiH [0 MaTepiasiB peecTpauiinHoro
focbe MENAPTOHIT KOPEHIB EKCTPAKT
PIIKWW, ekcTpakT pigkuii (cy6eTanuis), a came
BHECEHHS 3MiH A0 po3giny 3.2.S.2.3. KoHTpob
marepianis NoB’s3aHe 3 HEOOXiAHICTIO
BW/TyYEHHS iHhopmaLii Woa0 NpoBeAeHHs
BMNPOBYBaHHA 4115 iAeHTUIKaL,T KOXXHOro
TapHoro micusa ans cyoctaHuii ETAHO/N (96%).
loeHTUdikauito TapHUX MicLlb Npy BXigHOMY
KOHTPONi cybCTaHLii Nn1aHyeTbCA NPOBOANTY i3
3aCTOCyBaHHSAM pamaH-cnektpomeTpa. [aHe
06naaHaHHs 3a6e3neyvye TOUHUIA Ta SKICHWI
aHani3 Ha MONeKyNSAPHOMY PiBHi | MOXe
BUKOPVCTOBYBATUCh [/151 MPOBEAEHHSA aHaUTi3iB
3a NoKa3HWKOM «laeHTudikauis» 6€e3KOHTaKTHUM
MeToAoM 3rigHo AdY, 2.2.48. 3minu | Tvny -
3MmiHu 3 gKkocTi. A®l. BUpo6HULTBO. 3MiHM B
npoueci BupobHuuTBa APl (He3Ha4YHa 3miHa Y
npoueci BupobHuuTea A®PI) — BHECEHHS 3MiH [0
marepianiB peecTpauiiiHoro AockE, a came,
BUKNAEHHS TEKCTY KOPOTKOro onucy
TEXHOJI0MYHOr0 NPoLEecy Ta TEXHOMNONYHOT
CXeMM BYPOBHNLTBA rOTOBOTIO NiKaPCbKOro
3acoby B HOBIll pefakLii Ta nos'sA3aHa i3
npoBefeHHsAM MaclTabyBaHHA TEXHOMOTNYHOro
npouecy Bupo6HuUTBa /13 MEIAPIOHIT
KOPEHIB EKCTPAKT PIJKWW, ekcTpakT pigkuii,
cy6cTaHuis. CnissigHoweHHss DER (cuposuHa:
rOTOBWI NPOAYKT) HE 3MiHIOETLCA. 3MiHM | TUny -
3MiHu 3 sKocTi. A®l. BUpo6HULTBO. 3MiHa
po3Mipy cepii (Bknoyatoun gianasonun) APl abo
MPOMIXHOIO NPOAYKTY, KNI 3aCTOCOBYETLCA Y
npoueci BupobHuuTBa APl (36inbLieHHs go 10
pasiB NOPIBHAHO i3 3aTBEPAXEHUM PO3MIPOM) -
36iMbLUeHHs po3mipy cepii APl MENAPIOHIT
KOPEHIB EKCTPAKT PIJKWW, ekcTpakT pigkunii,
cybcTaHuis 3aTBepaxeHo: Po3mip cepii 340 n;
3anponoHoBaHo: Big 520,0 kr o 650,0 kr.

UA/13776/01/01

NMEHTAKCM

® BAKUMHA

nopowuok Haemophilus

influenzae Tuny b Ta

CaHodpi
MNactep

PpaHuis

NOBHUIA LMK
BMPOGHMLITBA,

dpaHuia/
YropLymHa

BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis:

3MiHuM | TMny - 3MiHK 3 AKOCTi. FoToBMIA

3a
peyenmom

UA/13010/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Aana CycneHsis ans iH'ekujn 3anoBHEHHSA Ta nikapcbkuii 3aci6. KOHTPOIb AOMOMIXKHMX
MPO®DINAKT (0,5mn); o 1 niocpinisayis peyoBUH. 3MiHa NnapameTpiB cneuudikaiii
KN h/1akoHy 3 NOPOLLKOM (dbnaxoHw), Ta/abo fonNyCTUMUX MeX A1 AOMNOMIKHOT
OVNDTEPII, Ta 1 nonepegHbO BTOPUHHE peyoBUHM (iHLWI 3MiHK) - BBEeAEHHS [0AaTKOBUX
NPABLUA, 3anoBHeHOMY LWnpuLy nakyBaHHs, KpUTEpIiB NPUIAHATHOCTI, @ camMe BU3HAUYEHHS
KALLUTIOKY (0,5mn) 3 KOHTPO/b SKOCTI, 3ara/ibHOro0 aepo6HOro MiKpO6HOro uncna
(AUENKONAP | nNpuKpin/eHO roskot BWMNYCK Cepil: (TAMC) i TecTy Ha BMICT 6akTepiasibHVX
HWUA (abo 2 okpemvMun CaHocdpi MNactep, €HZL0TOKCUHIB 0 cneumdikaliii JONOMiKHINX
KOMMOHEHT | ronkamu), Lo MiCTUTb PpaHuis; PEYOBUH, AKi BUKOPUCTOBYHOTLCSA Y BUPOBHULTBI
)s cycneHsito ans BTOPUHHE rOTOBOrO JlikapcbKoro 3acoby, BiANOBIAHO A0
noniomieni iH'EKLLI, B KAPTOHHIM nakyBaHHs, BuMor Ph. Eur. MoHorpadist 2034 «Cy6cTaHuii
TY Kopo6ui; no 1 BUMNYCK Cepil: Ansa dhapmaueBTUYHOro 3aCTOCYBaHHA»
IHAKTUBOBA | chbnakoHy 3 NopoLLKOM CaHodi-ABeHTIC
HATA Ta 1 nonepegHsL0 MpaiiBiT Ko.
BAKUWHA 3arnoBHEHOMY LLNPULLY nra.,
ansa (0,5mn) 3 Mnartdpopma
MPO®INTAKT NPUKPINIEHOI0 rONKO NOTiCTUKM Ta
KN (abo 2 okpemumu AVCTpUoyLi y M.
IHOEKLLIIA, ronkamu), Lo mMicTUTb Bypanewr,
COPUYUNHEH | cycneHsito gns YropLmHa
nx iH'eKLin, y
HAEMOPHIL cTaHAapTHO-
us Tuny B €KCMOPTHI ynakoBLi,
KOH’IOFOBA | sKa mMicTUTbCA Y
HA, KapTOHHI Kopobui (3
AACOPBOBA | iHCTpyKLuieto aAns
HA MeAn4Horo
3aCTOCyBaHHs).
MapkyBaHHAM
YKpaiHCLKOK MOBOIO
abo 3i cTikepom
YKpPaiHCLKOH MOBOK
160. | NOAOPOXH nmcTa (cybctaHuis) y MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: - - UA/5481/01/01
NKA MilLKax, ToKax ans "NikTpasun" "MikTpasun” 3miHu | Tvny - 3miHK 3 AkocTi. APl KoHTposnb
BE/IMKOIro BUpOBGHULTBA A®|. 3miHa y meToax BunpobysaHHsA APl abo
nncTA HecTepuIbHUX BUXiAHOTO MaTepiany/npoMixXHOro

nNikapcbknx hopm

NpoAayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci Bupo6HuLUTBa A®I (iHLWi 3MiHK Y
MeTo4ax BUNPOOyBaHHS (BKIOUAKYMN 3aMiHy
abo gonoBHeHHs) A®| abo
BUXIAHOTO/NPOMIXHOTO NPOAYKTY) - - BHECEHHS
3MiH 10 METOAiB KOHTPOJIIO SKOCTI, a came
OHOBJIEHHS M. «laeHTundikauis A»,
«lpeHTudpikauis C» Ta yTOYHEHHS 10 po34iny
Bunpo6yBaHHs (n. «BTparta B maci nig 4yac
BUCYLLYBaHHSA», «KinbkiCHe BU3HaYeHHS
(Monicaxapugn, Cyma noxigHux o-
[OVTiAPOKCMKOPUYHOT KMC0TW)») BiANOBIAHO A0
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep

peecmpayiliHo2o

nocsio4YeHHs

MoHorpadii PY "IMofopoxHrKa BeNMKoro
nnera”.

161.

MPErABANIH
KCAHTIC

Kancynu TBepai no 75
Mr; No 7 kancyny
6nictepi; no 2, abo no
4, abo no 8 bnicTtepis
Y KapTOHHII nayui

"KcaHTic
Papma
Nimiten"

Kinp

CaHeka
dapmachboTikan
3AT

CnoBatbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis:
3MiHY | Tuny - 3MiHN WoAao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsay.
3MiHa y KOpOTKiil xapakTepucTuLj NikapCbkoro
3aco6y, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA Ha NiacTasi
perynsipHoO OHOBJ/IHOBAHOTO 3BIiTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpaviiiHnii nepiog, abo Sk pesynbtat
OLLiHKVM 3BIiTYy 3 AOCiMKEeHb, NPOBEAEHNX
BiANOBIAHO A0 NnaHy nejiatpudHNX AOCNiAXeHb
(PIP) (3MiHy y3rofXeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OPraHom).
3MiHM BHECEHI 10 IHCTPYKLIT o1 MeguyHoro
3aCTOCyBaHHA NikapcbKoro 3acoby y po3gin
"Mo6iyHi peakuii” BiANOBIAHO 4O OHOBMEHOI
iHcbopMmaLii 3 6e3nekun Ajlo4oi pevyoBUHN.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBep/MKeHHs. 3MiHK | Tuny - 3MiHW WoAo
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsay.
3MiHa y KOpOTKiil xapakTepucTuLj NikapCbkoro
3aco6y, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynsipHoO OHOBJ/IHOBAHOTO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpaviiiHnii nepiog, abo Sk pesynbtat
OLLiHKVM 3BIiTYy 3 AOCiMKEeHb, NPOBEAEHNX
BiANOBIAHO A0 NnaHy nejiaTtpudHNX AOCNiAXKeHb
(PIP) (3MiHy y3rofXeHo 3 KOMMETEHTHUM
YNOBHOB&XEHNM OpraHoM). 3MiHV BHECEHI [0
IHCTPYKLUT 418 MeAUYHOro 3acTOCYBaHHSA
niKkapcbKoro 3acoby y po3gisin "OcobamnBocCTi
3acTocyBaHHs", "lMob6iyHI peakuii" BignoBigHO 40
OHOB/EHOI iHGhopMaLii 3 6e3nekun aito4yol
peyoBuHW. BBEAEHHSA 3MiH MPOTAroM 6-Tn
MicsLiB Mic/s 3aTBepAKEHHS.

3a
peyerimom

He
nionsieae

UA/17511/01/01

162.

MPErABANIH
KCAHTIC

Kancynu TBepai no
150 wmr; no 7 kancyny
6nicTepi; no 2, abo no
4, abo no 8 6nictepis
Y KapTOHHIi nauui

"KcaHTic
Papma
Nimiten"

Kinp

CaHeka
dapmacbtoTikan
3AT

Cnosaubka
Pecny6nika

BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis:
3MiHY | TUny - 3MiHK WoAo
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
3MiHa y KOpOTKiii xapakTepucTuLi NikapcbKoro
3ac06y, TEKCTi MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHA Ha niacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6esneku

3a
peyenmom

He
nionseae

UA/17511/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo Ak pesynbTar
OLLiHKVM 3BIiTYy 3 AOCAIKEHb, MPOBEAEHNX
BIANOBIAHO A0 MiaHy nejiaTpUYHNX AOCMILKEHb
(PIP) (3MiHY y3rokeHo 3 KOMNeTEeHTHUM
YNOBHOB&XEHVNM OpraHom).
3MiHN BHECEHI A0 IHCTPYKLiT 4518 MegnyHoro
3acTocyBaHHS NikapcbKoro 3acoby y po3gin
"Mo6iyHi peakuii" BiANOBIAHO A0 OHOBAEHOI
iHchopmawuii 3 6e3nekn Ajro40i peyoBUHN.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBepMKEHHS. 3MiHK | Tuny - 3MiHK Wwoao
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
3MiHa y KOpOTKiil XapakTepucTuLj NikapcbKoro
3aco6y, TEKCTI MapKyBaHHA Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHA Ha niacTasi
perynsipHo OHOB/IOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo Ak pesynbTar
OLLiHKVM 3BIiTYy 3 AOCAIKEHb, MPOBEAEHNX
BIANOBIAHO A0 MiaHy nefiaTpUYHNX AOCHILKEHb
(PIP) (3MiHY y3rokeHo 3 KOMNeTEeHTHUM
YNOBHOB&XEHWM OpraHom). 3MiHW BHECEHI 0
IHCTPYKUT 4719 MEANYHOro 3acTOCYBaHHSA
nikapcbKoro 3acoby y po3ainu "OcobnunBocTi
3actocyBaHHs", "Mob6iyHi peakuii” BigNoBsigHO A0
OHOBJIEHOI iHhopMaLii 3 6e3neku Ajtoyoi
peyoBVHW. BBEAEHHSA 3MiH MPOTAroM 6-Tu
MicsLIB MiCNsA 3aTBEPAKEHHS.

163.

MPErABANIH
KCAHTIC

Kancynu TBepgi no
300 mr; no 7 kancyny
6nictepi; no 2, abo no
4 6nictepn y
KapTOHHI nauwi

"KcaHTic
dPapma
Nimiten"

Kinp

CaHeka
dapmacbioTikan
3AT

CnoBaubka
Pecny6nika

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHK | TUNy - 3MiHK WoA0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKiil XxapakTepucTuLj Nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ana
MEeAMYHOro 3aCTOCYBaHHSA Ha MiacTasi
perynsipHO OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acToCyBaHHS NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesysbTar
OL|iHKM 3BITY 3 JOC/iMKEHb, MPOBEAEHNX
BIANOBIAHO A0 NMiaHy nefiaTpUyHNX AOCAiLKEHb
(PIP) (3mMiHy y3rofxeHo 3 KOMMEeTEeHTHUM
YNOBHOB&XXEHUM OpraHom).
3MiHN BHECEHI A0 IHCTPYKLIT 4518 MeAuyHOro
3acToCyBaHHS NiKapcbKOro 3acoby y po3gin
"Mo6ivHi peakui™ BigNOBIAHO O OHOB/EHOT
iHpopmauii 3 6e3neku Air4oi pevyoBUHN.

3a
peyenmom

He
nionsieae

UA/17511/01/03
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEpPKEHHSA. 3MiHY | TUny - 3MiHKW WoA0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsagy.
3MiHa y KOpOTKiil XxapakTepucTuLi NikapCbKoro
3aco0y, TeKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MEeAMYHOro 3aCTOCyBaHHA Ha nmiacTasi
perynisipHoO OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKkoro 3acoby, abo AocnimKeHb 3 6e3nekn
3acToCyBaHHSA NikapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo Ak pesynbTar
OL|iHKM 3BITY 3 JOC/iMKeHb, MPOBEAEHNX
BIANOBIAHO A0 NnaHy nefiaTpUYHNX JOCAiLKEHb
(PIP) (3MiHy y3rofxeHo 3 KOMMeTEHTHUM
YNOBHOB&XXEHUM OpraHom). 3MiHW BHECEHI [0
IHCTPYKLi 415 MeAMYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ainu "OcobnnBocTi
3acTocyBaHHs", "Mo6iuHI peakuii” BignoBigHO 40
OHOBJIEHOI iHdhopMaLiii 3 6e3neku ajtoyoi
peyoBVHW. BBELEHHSA 3MiH MPOTArOM 6-Tn
MicALiB Nic/a 3aTBePAKEHHS.
164. | NPOCMNAH® cupon, no 100 mn, 200 | EHrensrappg HimeuunH Brpo6HMUTBO, Himeuunna BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis: 6e3 - UA/0672/02/01
cupPon BIA, My chnakoHi; no 1 ApuHaimiTT a nakyBaHHs, 3MmiHu | TUNY - AGMIHICTPaTUBHI 3MiHN. peyenma
KALUIHO pNakoHy B KOMMJ/IEKTI enb 'M6X & KOHTPO/b SKOCTI, BunyuyeHHs1 BUPOOGHMYOT AiNTbHULI (BKTHOYAOUM
3 MipHOHO YaLLKOK B Ko.KI BUMYCK cepi: AinbHuui ansa A®l, npomixxHoro Nnpoaykty abo
KapTOHHIA KopoobLi EHrensrappg, roTOBOrO JlikapCcbkoro 3acoby, AinbHULi 41
ApuHaiimiTTenb npoBefeHHs NakyBaHHs, BUPOOHUKA,
'm6X & Ko. KT, Bi4NOBi4a/IbHOIO 3a BUMYCK Cepiii, Micue
HimeuunHa NpoBefEeHHSI KOHTPOsI0 cepii) abo
MepBuHHE noctavasibH1Ka BUXiLHOTO MaTepiasny, peareHTy
nakyBaHHs, ab0 AONOMDKHOT PEUYOBMHU (SIKLLLO 3a3HAYEHO Y
BTOPUHHE [0CbE) BUTy4YeHHSs BUpo6Huka 13 Mepu, ®apma
nakyBaHHs: 'm6X i Ko. KlMaA, HimeuunHa, BignosigansHoro
NixTenxenbAt 3a NepBUHHE NaKyBaHHS, BTOPUHHE NaKyBaHHS.
M6X 3MmiHu | TYny - 3MiHKW 3 AKOCTi. FoTOBUIA
$apmaueBTUYHA nikapcbkuii 3aci6. 3MiHN Y BUPOGHULTBI. 3MiHN Y
habpuka, npoueci BUPOGHULITBA FOTOBOrO MiKapCbKOro
HimeuunHa 3aco6y, BK/0YaUy NPOMDKHUIA MPOAYKT, WO

3aCTOCOBYETHCS MPW BUPOGHULTBI FOTOBOTO
niKkapcbKkoro 3acoby (He3HayHa 3miHa y npoueci
BMPOGHMLTBA) HE3HAYHI 3MiHU Y BUPOGHUYOMY
npoueci B pesynbTaTi nepeHeceHHs BUPO6HNYOI
[OiNbHULI 3 OfHIET By AiBNA B iHWY Ha TOMY
camoMy aBTOPM30BaHOMY MicLi. 3MiHEHO KpPOK
BMpo6HULUTBa Ans napTii 10000 n. BHeceHi
pefakLiiHi 3MiHM B ONuci BUPOBGHMYOTO npoLecy,
BK/THOHAK0UMN NIHIBICTUYHI BUNPaB/IEHHA Ta
BUJANEHHS HECYTTEBOI iHGpOpMaLil.

Brpo6HM4mii npouec 3annwaeTbes 6e3 3MiH.
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

165.

NPOTIOHAMI
i}

MOPOLLIOK
KpucTanivyHmi
(cybeTaHuis) B
NoABiHMX NakeTax 3
nniBku
nonieTuaeHoBoi Ans
thapmaLeBTUYHOro
3acTocyBaHHSA

MEH TCAO
KEMIKA
EHS
®APMACb
tOTIKAN
IHOACTPI
KOMMAHI
NIMITEL,

Kutaii

MEH TCAO
KEMIKAN EHJ,
®APMACHIOTIK
AJT IHOACTPI
KO., NTA.

Kutaii

BHECEHHS 3MiH [0 peecTpaLjiiiHiX MmaTepianis:
3MiHu | TUNy - 3MiHK 3 AKkocTi. A®Il. KOHTposb
A®l. 3miHa y napameTpax cneuudikauiin Ta/abo
[ONYCTUMMX MEX, BU3HauYeHuX y cnewudikavisx
Ha A®I, abo BUXigHWIA/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoueci BupobHuutea APl (BuyyYeHHs
He3Ha4yHOro NokKasHuKa IKOCTi (Hanpukiag,
BU/TYYEHHS 3aCTapifioro NokasHuka)) BUNyYeHHs
NokasHMKa SKOCTI «3aNLLKOBI Ki/TbKOCTI
OpraHiyHMX PO34MHHUKIB. ETaHON». 3MiHKM | TUny
- 3MiHu 3 sKocTi. A®l. CTabinbHiCTb. 3MiHa
nepiofy NOBTOpPHUX BUMPOGyBaHb/nepiogy
36epiraHHa abo ymoB 36epiraHHa Ad| (3a
BiCYTHOCTI Y 3aTBEP)KEHOMY [,0CLE
cepTudpikaTa BignNoBiAHOCTI EBPONECHKIi
chapmakonei, LWo BKIYaE nepiog NoBTOPHOrO
BMNpoGyBaHHS) (Nepiog NOBTOPHOTO
BMNpobyBaHHsA/nepios 36epiraHHs) -
36inbLIeHHs abo BBeEHHSA nepiody NOBTOPHOrO
BunNpobyBaHHA/nepiody 36epiraHHa Ha OCHOBI
pe3ynbTaTiB AOC/ifKEHb Y peaslbHOMY Yaci
36iNbLUEHHSI NepioAy NOBTOPHOrO BUNPOGYBaHHSA
A®| (6yno: TepmiH NEPEKOHTPONIO — 3 POKY;
cTano: TepmiH NepekoHTposio — 48 micsyis).
3MiHu | TUnNy - 3MiHK 3 AKkocTi. A®IL. KOHTpob
A®l. 3miHa y napameTpax cneuudikauiin Ta/abo
[ONYCTUMMX MEX, BU3HaUYeHuX y cnewudikavisx
Ha A®I|, abo BUXigHWIA/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoueci BupobHuutea APl (BuyyYeHHs
He3Ha4yHOro NokKasHuKa sIKOCTi (Hanpukiag,
BU/TYYEHHS 3aCTapifioro NokasHuka)) BUNyYeHHs
NoKasHUKa AKOCTi «Baxki MeTasn».

UA/14159/01/01

166.

NMYMNAH®

Tabnetkn no 12
TabneTtok y 6nictepi;
nol, 2 3a6o4
6nicTepy y KapTOHHIl
Kopobui

Pixapa
BiTTHep Al

ABCTpIst

Pixapg BiTTHep
Al

ABCTpist

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MmiHu | TMny - 3MiHKn 3 AKocTi. FoToBUIA
nikapcbkuid 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYOTLCS BUNYCKY cepil
Ta KOHTPOJI0 AKOCTi FOTOBOTO /iKapCbKOro
3acoby (3amiHa abo JofaBaHHs AinbHULI, Ha
AKilA 3AiACHIOETLCSA KOHTPO/Tb/BUNPOBYBaHHS
cepii)

[0faBaHHA [0 MaTepianiB peecTpauiiHoro
nocbe, po3giny 3.2.P.3.1. Bupo6bHuk(n) ginbHuuj,
Ha SAKii 34iICHI0ETLCA MIKPOBGIONOTUHNIA
KOHTPO/b/TECTyBaHHS NapTiii FOTOBOr0
nikapcbkoro 3acoby MPL Mikrobiologisches
Pruflabor GmbH, Grabenweg 68 6020

6e3
peyenma

UA/10049/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Innsbruck, Austria
167. | PANIHEPO/ TabneTtku, BKPUTI BIOCA/HC | Cnonyuen AKTABIC NTA. ManbTa BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a - UA/14506/01/01
® NiBKOBOO nTAa. e 3MiHn | TURY - 3MiHK Woao peyenmom
060n10HKo0, No 1 Mr, KoponiscTt 6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
no 10 TabneTtok y BO BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
6nicTepi; no 3 Benunkobp npo cuctemy thapmakoHarnsgy (BBefeHHs
6nicTepy y KapTOHHIl UTaHii i y3arasibHeHVX AaHuX Npo cucTemy
nauui MiBHiYHOT thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0ocobw,
IpnaHgi BiANOBIAANbHOI 3a 34i/iCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
thapmakoHarnsgy 3asBHuKa Ans 34iACHEHHS
thapmakoHarnsagy B YKpaiHi, K0 BOHa
BiAMiHHA BiJ, YNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHA hapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) 3MmiHa yrnoBHOBaXXeHOT 0cobu
3asBHWVKa, BiANOBIAabHOI 3a thapmakoHarnsag,.
[Oitoua pepakuis: WWnronesa MapiaHHa
BikTopiBHa. MNponoHoBaHa peakuis: LWynbl,
Onbra CepriiBHa
168. | PANIHEPON TabneTku, BKpUTI BIOCA/HC | Cnonyuen AKTABIC NTA. ManbTa BHECEHHS 3MiH [0 peecTpaLjiiiHix maTepianis: 3a - UA/14506/01/02
® nNiBKOBOIO nTAa. e 3MiHu | TMNY - 3MiHK Woao peuenmom
060/10HKOI0, MO 2 MF, KoponiscTt 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
no 10 TabneTtok y BO BBeieHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
6nictepi; no 3 Benvkobp npo cuctemMy hapmakoHarnsay (BBefeHHs
6nicTepy y KapTOHHIl nTaHii i y3araJisHeHNx AaHux npo cuctemy
nauui MiBHiYHOT hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOoi 0cobu,
Ipnangii BiANOBiAANbHOI 3a 34ilicCHEHHS
thapmakoHarnsgy; KOHTakTHOi 0cobu 3
dhapmakoHarnsgy 3asaBHUKa g1 34iRCHEHHS
hapmakoHarnsgy B YkpaiHi, SKLLO0 BOHA
BiIMiHHa BifJ, YNTOBHOB&XeHOI 0co6u,
BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapMmakoHarnsagy
(BKIHOYAIOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-goaiisia cuctemu
thapmakoHarnsgy) 3miHa ynoBHOBaXeHOi 0cobu
3asBHVKa, BigNoBigasibHOI 3a hapMakoHarnsg.
[itoua pepakuis: LWnronesa MapiaHHa
BikTopiBHa. MNponoHoBaHa peakuis: LWynbL,
Onbra CepriiBHa
169. | PENNATAN KOHLEHTpaT ans Takega IpnaHgis BignoBiganbHMIA Ipnangis/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a - UA/15890/01/01
pO34uHy A5 iHdy3il, dPapmacbHoTi 3a BMNyCK cepil: HimeuuunHa/ 3MiHu | TMNY - 3MiHK Woao peuyenmom
1 mr/mn no 3,5 mn Kan3 Laliep cuwa/ 6e3nekn/edekTMBHOCTI Ta thapMakoHarnsay.
KOHLieHTpaty y IHTepHeLuHN dapmacbloTikan CnonyyeHe BeefieHHs1 ab0 3MiHV [0 y3arasibHeHUX JaHnX
dhnakoHi; no 1 Al IpnaHgis 3 lpnaHgis KoponiscTBo/ npo cuctemMy papmakoHarnsgy (BBefieHHs
dhnakoHy B KapTOHHiiA BpeHy Nimites, Hinepnangm y3ara/isHeHUxX AaHux npo cuctemy
Kopobui Ipnangis dhapmakoHarasgy, 3MiHa YNnoBHOBaXXEHOI 0cobu,
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BMPOGHMLTBO BiANOBIAA/IbHOT 32 34iCHEHHS
nikapcbKoro thapmakoHarnszy; KOHTaKkTHoi ocobu 3
3acoby, thapmMakoHarnsgy 3asBHvka AN 34iACHEHHS

KOHTPO/Tb AKOCTI
cepil, BisyasibHa
iHCnekuis:
BetTtep ®apma-
®epTirtoHr MNM6X
EHA Ko. KT,
Himeyunna
BMPOBOHULITBO
nNiKapcbkoro
3acoby,
KOHTPO/b AKOCTI
FN3:
KeHmKiH
Baiio®apwma,
NTA (n6a
EmeppxeHT
BaiioConyLiiHz
(CiBiAi4), CLLA
KOHTPO/Tb AKOCTI
cepil, BisyasibHa
iHCnekuis:
BetTtep ®apma-
®epTirtoHr MNM6X
EHA Ko. KT,
Himeyunna
BeTtTep ®apma-
PepTirtoHr MM6X
EHg Ko. KT,
HimeuyunHa
BisyasibHa
iHCneKuis:
BeTTep ®apma-
PepTirtoHr MM6X
EHg Ko. KT,
HimeuyunHa
KOHTPO/Ib AKOCTI
rn3:
LLlaiiep XbtoMeH
[hxeHeTik
Tepanic, CLUA
KOHTPO/b AKOCTI
cepii:
Yapnb3 Pisep
Nab6opaTtopi3
Aiineng N1p,

thapmakoHarnsgy B YkpaiHi, K0 BOHa
BiIMiHHA BiJ, YyNOBHOBaXeHOI 0co6M,
BiiNOBIAANbHOI 3a 3iiCHEHHS hapmakoHarnsgy
(BKIOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHM y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) 3MiHa KOHTaKTHOI 0cobu
3asBHMKa, BiANOBiAaIbHOI 3a hapmakoHarnsag, B
YKpaiHi.
[itoya pepakuis: Berrep /liogmnna
AnartoniisHa / Venher Liudmyla. MNponoHoBaHa
pepakuisi: Ypertiin Cepriii IBaHoBUY / Uretii Sergii.

3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0cobum
3asBHMKa, BigNOBIAa/IbHOT 3a hapmakoHarnsz B
YKpaiHi.
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Homep

n/n

Hassa
JliKapcbK0O20

dopma sunycky
(nikapcbka chopma,

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

peecmpayiliHo2o
nocsio4eHHs

3acoby

ynakoska)

IpnaHgjs
KoBaHc
NabopaTtopi3
NiviTeg,
CnonyyeHe
KoponiscTBO
MapKyBaHHs Ta
nakyBaHHS,
AvcTpnbyuis
roTOBOrO
nNiKapcbkoro
3acoby:
EmiHeHT
Cepsices
Kopnope#LuH,
CWA
LiERYERN
Cannnaii Yelin,
HigepnaHvgu
LiERYERN
Cannnaii Yelin,
Higepnanamn

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:

6e3

nionsieae

UA/1751/01/02

170.

PIHASAN®

Kpanni HasasibHi,
po3uuH 1 mr/mn, no 10
My chakoHi 3
KpanenbHuLeto; no 1
donakoHy B nauuj

MpAT
"®apmaueBT
nyHa chipma
"fapHuua”

YKpaiHa

MpAT
"dapmaLeBTUYH
a hipma
"fapHuus”

YkpaiHa

3MiHn | TURy: 3miHK 3 AkocTi. CepTudikart
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponelicbkiit hapmakonei/MoHorpadii. 3miHu,
MOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MOHorpadii APY a6o
€Bponeiicbkoi hapmakonel, abo iHwoi
HaujioHas1bHOI thapmakonei aepxasun €C (iHwi
3MiHM) NpuBeAeHHs cneuudikalii Ta MeToaiB
KOHTposito AdDI AuHaTpito chocdhat foaekarigpar
y BignoBigHicTb A0 MoHorpadii €® «Disodium
Phosphate Dodecahydrate» Ta y3rogxeHHs y
peecTpauiiiHux MaTepiasiax, a came: -3MiHa
Ha3BW JOMOMDKHOI peyoBuHM "HaTpito
rigpocpochar gogekarigpat” Ha "[AuHaTpito
occhat pofekarigpat” (6€3 3mMiHU LONOMIKHOT
peyoBuHu). -y cneundikauii A®| BHeceHO
peakuiiiHi npaBku Ao posginis: "laeHTudikayia”,
"Hatpito gurigpochoccpatr”, "Xnopmamn",
"Cynbgatun", "3aniso", "Brpara B Mmaci npu
BUCYyLLYBaHHI", "KiflbkicHe BU3Ha4YeHHs"; - A0
METO/iB KOHTPOJI0 BHECEHO 3MiHU Ta pefaKLiiiHi
YTOUHEHHSA [0 po3ainis: "laeHTndikauis",
"Mpo3opicTb po3ynHy"”, "BifHOBHI pe4yoBuHK",
"Hatpito gurigpochoccpatr”, "Xnopmamn",

"CynbgaTn", "3aniso", "Brpara B Mmaci npu

peyenma
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

BuCyLyBaHHi", "KinbkicHe BU3HauyeHHs". 3MiHu
BHeceHi y po3gain "Cknag" (4onomikHi peyoBrHN)
B IHCTPYKL,iO 4715 MEeAMYHOro 3aCTOCYyBaHHSA Ta
AK HACNIAOK - Y TEKCT MapKyBaHHS YNakoBKuM
niKapcbkoro 3acoby. BBeeHHS 3MiH NPOTAroM
6-TV1 MiCALIB MiCNA 3aTBEPMKEHHS . 3MiHU | TUNy:
3MiHK 3 SKOCTi. F0TOBWMIA NiKapCbKuid 3aci6.
KOHTpO/b fONOMIDKHUX PEHOBUH. 3MiHa
napameTpiB creuudikauii Ta/abo gonycTuMmx
MeX 4151 AONOMiKXHOT peqyoBUHU (iHLWi 3MiHN)
CynyTHs 3miHa: 3MiHK 3 sikocTi. FoToBWMIA
nikapcbkuii 3aci6. KOHTPOb AOMOMiIXHUX
peyoByvH. 3MiHa y MeToAax BUNpo6yBaHHSA
[OMOMDKHOT PEYOBUMHU (HE3HAUHI 3MiHW Y
3aTBEPKEHNX MeToAax BUNPoByBaHb).
MprBeaeHHA cneumndikavii Ta MeToauk
KOHTPOJIO0 AKOCTi Ha AONOMiXXHY PEYOBUHY
[uHaTpito chocchat gopekarigpar y
BiANOBIAHICTb 4O BMMOr €BponencbKol
dapmakonel, 3 BpaxyBaHHaM Bumor 4dY. Y
3B’A3KY 3 LM, BHECEHO 3MiHWN [0 po3ainy
"PO34MHHICTB", @ came: OCKiNbK/ BignoBigHa
iHcbopMmaLisi HOCUTb pekoMeHAaLinHIA
XapakTep, AaHi BHeCEHO A0 po3ainy "3arasibHi
BnacTvBoCTi". BBeileHHS 3MiH NpOTArom 6-Tn
MicaLiB nicns 3aTBepKEHHS . 3MiHu | Tuny:
3MiHK 3 siKoCTi. FoTOBUIA NiKapcbkuii 3aci6.
KOHTPO/b fONOMIDKHUX PeHOBUH. 3MiHa
napameTpiB cneuudikalii Ta/abo AonycTUMMX
MeX 4151 AONOMDKHOT pEYOBUHU (BUTYUYEHHS 3i
cneumdikauii He3Ha4YHOro NokKasHuka
(Hanpuknag, 3actapinoro NokasHvka)) 3MiHu 4o
cneundikaLii Ta METOZAIB KOHTPO/IIO A5
[OMOMDKHOT pevoBuHK JuHatpito dhocdpat
Jopekariapar y 38’A3KY i3 BUNYyYEHHSAM
NoKa3HUKIB «ApceH» Ta «Baxki meTanun»
BiANOBIAHO A0 MaTepiasniB BUpobHUKa (aHari3
pu3vikis 3rigHo ICH Guideline «Q3D Elemental
impurities ) Ta Bumor fgito4oi MoHorpadii €
«Disodium Phosphate Dodecahydrate».
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHS. 3MiHN | TMny: 3MiHK 3 AKOCTI.
oToBMIA Nikapcbkuii 3aci6. KoHTponb
[ONOMDKHUX peyoBUH (iHLWi 3MiHW) BHOCATLCA
3MiHW [0 po3Ainy «YMOBU 36epiraHHA» A5
[OMOMDKHOT peqoBrHK JuHatpito dhocdpat
popekarigpat (3atBepakeHo: B nnoTHO
YKYMOPEHHO Tape npu TemnepaType He Bbllle
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

250C; 3anponoHoBaHo: BignosigHo fo
HOpPMaTMBHOI AOKYMeHTauii (ipMn-BUPOGHKKA).
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS .

171.

172.

PO3APT

PO3APT

TabneTku, BKPUTI
NiBKOBOO
060/10HKOI0, N0 5 Mr,
no 10 TabneTtok y
6nicTepi; no 3 a6o 9
6nicTepiB y Kopobui

TOB «TeBa
YkpaiHa»

YKpaiHa

AxTaBic NT[

ManbTa

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3Mminn | TUnYy - 3MiHn 3 skocTi. CepTudikar
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponelicbkiit hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOBEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYEHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onsa BuxigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPO6HMLTBI API; Ans
[OMOMDKHOT peyoBmHM (cepTuddikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
HoBwuii cepTuchikat Bif BXe 3aTBEpPAXEHOr0
BMPOGHMKA - MNMogaHHA HOBOrO cepTudikaty
BignosigHocTi CEP Ne R1-2015-188-Rev 01 ans
A®| PosyBacTaTuHy KasibLito Bif, BXe
3aTBEpAKeHoro Bupo6Hrka MSN Laboratories
Limited, India Ha 3amiHy DMF (Version
RV/AP/08/06-15) 3MiHu | TUny - 3MiHW 3 AKOCTI.
A®I. CtabinbHicTb. 3miHa nepiogy NOBTOPHUX
BMNpo6yBaHb/nepioay 36epiraHHs abo yMoB
36epiraHHa A®I (3a BigcyTHOCTI y
3aTBEPKEHOMY [OCbE cepTudikara
BiANoBiAHOCTI EBponelickbkil hapmakonei, wo
BK/1IOYAE Nepios, MOBTOPHOTO BUNPOGYBaHHS)
(nepiog, NoBTOPHOro BUNPObyBaHHA/Nepios
36epiraHHs) - 36iNbLIEHHA ab0 BBEAEHHSA
nepiogy NOBTOpPHOro BuUnpobysaHHsA/nepiogy
36epiraHHa Ha OCHOBI pe3ynbTaTiB AOC/IIKEHDb Y
peanbHOMY Yaci - 3a3HaueHHs nepiogy
NoBTOPHOro BunpobysaHHsA AP| PosyBacTaTuHy
KanbLjito 60 MicALIB HA OCHOBI pe3ynbTarTis
[ocnimpKeHb CTabiNbHOCTI y peasibHOMY Yaci.

3a
peyenmom

UA/11647/01/01

TabneTtkn, BKPUTI
NiBKOBOO
o060n0oHkoto, no 10 wmr,
no 10 TabneTtok y
6nicTepi; no 3 abo 9
6nicTepiB y KopobLi

TOB «TeBa
YkpaiHa»

YKpaiHa

AxTaBic NT[

ManbTa

BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis:
3MmiHu | TUnYy - 3MiHn 3 axkocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkiii hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOBIEHOTO cepTudikaTa
BiANOBIAHOCTI ab60 BUyYEHHA cepTudikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onsa BuxigHOro
marepiany/peareHTy/nPoMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTLCA Y BUPOOHMLTBI APIl; Ans
[0MOMDKHOT peyoBMHU (cepTudiikat

3a
peyenmom

UA/11647/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
HoBwuii cepTudpikat Bif BXe 3aTBEpPAXEHOr0
BMPOGHUMKA - MoJaHHA HOBOrO cepTudikaty
BignosigHocTi CEP Ne R1-2015-188-Rev 01 ans
A®| PosyBacTaTuHy KauibLito Bif, BXe
3aTBepAXeHoro Bupo6Hrka MSN Laboratories
Limited, India Ha 3amiHy DMF (Version
RV/AP/08/06-15) 3MiHu | TUny - 3MiHX 3 AKOCTI.
A®I. CtabinbHicTb. 3miHa nepiogy NOBTOPHUX
BMNpo6yBaHb/nepioay 36epiraHHs abo ymMoB
36epiraHHa A®I (3a BigCcyTHOCTI y
3aTBEpPAKEHOMY [O0CbE cepTudiikara
BiANOBIAHOCTI EBponelickbki hapmakonei, wo
BK/1IOYAE Nepios, MOBTOPHOTO BUNPOGYBaHHS)
(nepiog, NOBTOPHOrO BUNPOBYBaHHA/Nepios
36epiraHHs) - 36iNbLUEHHS ab0 BBEAEHHSA
nepiofly NOBTOpPHOro BUNpobyBaHHsA/nepioay
36epiraHHa Ha OCHOBI pe3y/bTaTiB JOCAIAKEHD Y
peanbHOMY yaci - 3a3HaueHHs nepiogy
NOBTOPHOro BUNpobyBaHHA A®| PosyBacTaTuHy
KanbLjto 60 MicALIB HA OCHOBI pe3ynbTartis
[ocnimpKeHb CTabiNbHOCTI y peasibHOMY Yaci.

173.

PO3APT

TabneTku, BKPUTI
NiBKOBOO
o060n0Hkot0, no 20 wr,
no 10 TabneTtok y
6nictepi; no 3 abo 9
6nicTepiB y Kopobui

TOB «TeBa
YkpaiHa»

YKpaiHa

AxTaBic NT[

ManbTa

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3Mminn | TUnYy - 3MiHn 3 skocTi. CepTudikar
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponelicbkiit hapmakonei/MmoHorpadii.
MopaHHA HOBOrO abo OHOBIEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYEHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onsa BuxigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPO6HMLTBI API; Ans
[OMOMDKHOT peyoBmHM (cepTuddikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
HoBwuii cepTuchikat Bif BXe 3aTBEpPAXEHOr0
BMPOGHMKA - MNMogaHHA HOBOrO cepTudikaty
BignosigHocTi CEP Ne R1-2015-188-Rev 01 ans
A®| PosyBacTaTuHy KasibLito Bif, BXe
3aTBEpAKeHoro Bupo6Hrka MSN Laboratories
Limited, India Ha 3amiHy DMF (Version
RV/AP/08/06-15) 3MiHu | TUny - 3MiHW 3 AKOCTI.
A®I. CtabinbHicTb. 3miHa nepiogy NOBTOPHUX
BMNpo6yBaHb/nepioay 36epiraHHs abo yMoB
36epiraHHa A®I (3a BigcyTHOCTI y
3aTBEPKEHOMY [OCbE cepTudikara
BiANoBiAHOCTI EBponelickbkil hapmakonei, wo
BK/1IOYAE Nepios, MOBTOPHOTO BUNPOGYBaHHS)
(nepiof, NOBTOPHOro BUNPobyBaHHsA/nepios,

3a
peyenmom

UA/11647/01/03
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

36epiraHHs) - 36iNbLUEHHS ab0 BBEAEHHSA
nepiofly NOBTOpPHOro BUNpobyBaHHsA/nepioay
36epiraHHa Ha OCHOBI pe3y/bTaTiB JOCAIAKEHb Y
peanbHOMY yaci - 3a3HaueHHs nepiogy
NOBTOPHOro BMUNpobyBaHHA A®I Po3yBacTaTuHy
KanbLjito 60 MicALIB HA OCHOBI pe3ynbTarTis
[ocnimpKeHb CTabiNbHOCTI y peasibHOMY Yaci.

174.

PO3APT

TabneTku, BKPUTI
NiBKOBOO
060n10HkKot0, No 40 wr,
no 10 TabneTtok y
6nicTepi; no 3 abo 9
6nicTepiB y Kopobui

TOB «TeBa
YkpaiHa»

YKpaiHa

AxTaBic NT[

ManbTa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3Mminn | TUny - 3MiHn 3 sKocTi. CepTudpikar
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponelicbkiit hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOBIEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYEHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onsa BuxigHOro
matepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y BUPO6HMLTBI API; Ans
[OMOMDKHOT peyoBMHU (cepTuddikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
HoBwuii cepTuchikat Bif BXe 3aTBEpPAXEHOr0
BMPOGHMKA - MNMogaHHA HOBOrO cepTudikaty
BignosigHocTi CEP Ne R1-2015-188-Rev 01 ans
A®| PosyBacTaTuHy KauibLito Bif, BXe
3aTBEpAKeHoro Bupo6Hrka MSN Laboratories
Limited, India Ha 3amiHy DMF (Version
RV/AP/08/06-15) 3MiHu | TUny - 3MiHX 3 AKOCTI.
A®I. CtabinbHicTb. 3miHa nepiogy NOBTOPHUX
BMNpobyBaHb/nepioay 36epiraHHs abo yMoB
36epiraHHa A®I (3a BigcyTHOCTI y
3aTBEPKEHOMY [OCbE cepTudikara
BiANoBiAHOCTI EBponelickbkil hapmakonei, wo
BK/1IOYA€E Nepios, MOBTOPHOTO BUNPOGYBaHHS)
(nepiog, NOBTOPHOro BUNPObyBaHHA/Nepios
36epiraHHs) - 36iNbLIEHHA ab0 BBEAEHHS
nepiogy NoBTOpHOro BuUnpobysaHHsA/nepiogy
36epiraHHa Ha OCHOBI pe3ynbTaTiB AOC/IIKEHD Y
peanbHOMY yaci - 3a3HaueHHs nepiogy
NOBTOPHOro BunpobysaHHsA APl PosyBacTaTuHy
KanbLjto 60 MicALIB HA OCHOBI pe3ynbTarTis
[ocnimKeHb CTabiNbHOCTI y peasibHOMY Yaci.

3a
peyenmom

UA/11647/01/04

175.

POKCEPA®
nnoc

TabneTtkn, BKPUTI
NNiBKOBOKO
060/10HKOH0, Mo 10
mr/10 mr; no 10
TabneTtok y 6nictepi;
no 3 abono 9
6nicTepiB y KAPTOHHiIl
Kopobui

KPKA, a.4.,
HoBo mecTo

CnoBeHis

BUPOGHMLTBO "in
bulk", nepBuHHe
Ta BTOPVHHE
nakyBaHHS,
KOHTPO/b Ta
BUNYCK cepil:
KPKA, a.4.,
Hoso mecTo,

CnoBeHis

BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis:
3MiHu | TMNy - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
3MiHa y KOpOTKiii xapakTepucTuLi NikapcbKoro
3ac06y, TEKCTi MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHA Ha niacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6esneku

3a
peyenmom

He
nionseae

UA/18324/01/02
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
CroBeHis; 3aCTOCyBaHHS Nikapcbkoro 3acoby B
KOHTPO/Ib cepil nicnspeecTpauiiinii nepiog, abo Ak pesynbTar
(chiznuHi Ta OLLiHKVM 3BIiTYy 3 AOCAIKEHb, MPOBEAEHNX
XiMiuHi MmeToaN BIANOBIAHO A0 MiaHy nejiaTpUYHNX AOCMILKEHb
KOHTPOSIO: (PIP) (iHLWi 3MiHW1) 3MiHX BHECEHO B iHCTPYKLLiO
KPKA, a.4., [ONA MeNYHOro 3acToCcyBaHHS NikapCbKoro
HoBo mecTo, 3acoby go posginis "OcobmsocTi
CnoBeHis; 3acTocyBaHHs", "Mob6iuHI peakuii” BignoBigHoO 40
HN30X OHOB/1EHOI IHhopMaLiii 3 6e3nekn 3acToCyBaHHS
(HaujoHanbHi Ailo4nx pevoBuH. BBegeHHS 3MiH MpOTAroM 6-Tu
naéopartopis 3a MicsLiB nicns 3aTBepoKeHHs. 3MiHun | Tuny -
34pas’e, OKONE 3MiHu Woao 6esnekn/edhekTMBHOCTI Ta
iH XpaHo), hapmakoHarnsgy. 3miHa y KopoTkili
CnoBeHis; XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
Kewmilicbki MapKyBaHHS Ta IHCTPYKUiT AN MeANYHOro
iHCTUTYT, LleHTp 3aCTOCYBaHHA Ha MifcTasi perynspHo
3a Basligauiicke OHOBJ/IOBAHOTO 3BITY 3 6e3MneKu NikapcbKoro
TEXHONOTIE iH 3acoby, abo gocnimxeHs 3 6esneku
aHaniTiko 3aCTOCyBaHHS Nikapcbkoro 3acoby B
(UBTA), nicnspeecTpauiiinii nepiog, abo Ak pesynbTar
CnoseHis; OLLiHKVM 3BIiTYy 3 AOCAIKEHb, MPOBEAEHNX
labeHa p.0.0., BIANOBIAHO A0 MiaHy nefiaTpUYHNX AOCHILKEHb
CnoseHis (PIP) (iHLWi 3MiHW1) 3MiHX BHECEHO B iHCTPYKLLiO
[ONA MeNYHOro 3acToCcyBaHHS NikapCbKoro
3acoby Ao posginy "B3aemogis 3 iHWmMn
nikapcbknuMK 3acobamu Ta iHWi BUAW B3aeMogiid"
BiAANOBIAHO [0 OHOBMEHOT iHGhopMaL,i 3 6e3nekn
3aCTOCYBaHHSA fil0UMX peYoBUH. BBEAEHHNA 3MiH
NPOTArom 6-TW MICALIB NIiC/A 3aTBEPAXKEHHS.
3Minn |l Tuny - 3MiHn Wwopo
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
3MiHU Y KOPOTKill XapakTepucTuLj NikapcbKoro
3aco6y, TEKCTI MapKyBaHHA Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3 HOBUMMU
OaHUMK 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHUMUW
JaHnMK Ta fjaHumu 3 chapmakoHarnagy. 3MiHu
BHECEHO B iHCTPYKLtO A4/15 MELUYHOIO
3acTocyBaHHA NikapcbKoro 3acoby [0 po3ainis
"MpoTunokasaHHa", "B3aemogis 3 iHWMMu
nikapcbknMmn 3acobamu Ta iHWi BUuam
B3aemogiin", "MobivHi peakuii". BBegeHHA 3MiH
npoTArom 6-Tn MicALiB Nicns 3aTBepAKeHHS
176. | POKCEPA® TabneTku, BKpUTI KPKA, o.4., CnoBeHia | BMPOBHULTBO "in CnoBeHis BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis: 3a He UA/18324/01/03
nntoc NNiBKOBOIO HoBo mecTo bulk", nepsuHHe 3MiHu | TUNY - 3MiHK Woao peuenmom nionsieae

060/10HKO0, MO 15
mr/10 mr; no 10
Tabnetok y 6nictepi;
no 3 abono 9

Ta BTOPVHHE
nakyBaHHs,

KOHTpO/b Ta

BWMNYCK Cepil:

6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsagy.

3MiHa y KOpOTKiil XxapakTepucTuLj Nikapcbkoro

3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ana
Me[IMYHOr0 3aCTOCYBaHHS Ha nigcrasi
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
6nicTepiB y KAPTOHHIN KPKA, a.4., perynsipHoO OHOB/THOBAHOIO 3BiTYy 3 6e3neku
KopooLi Hoso mecTo, nikapcbKkoro 3acoby, abo AocnimKeHb 3 6e3nekn
CnoseHis; 3aCcTOCyBaHHS Nikapcbkoro 3acoby B
KOHTPO/b cepii nicnsapeecTpauiiinii nepiog, abo sk pesynbTar
(dhisnuHi Ta OL|iHKM 3BIiTY 3 JOC/iMKeHb, MPOBEAEHNX
XiMiYHI MmeToan Bi4MNOBIAHO A0 NMaHy negiaTtpudHNX AOCMIAKEHb
KOHTPO/HO: (PIP) (iHwi 3MiHX) 3MiHW BHECEHO B iHCTPYKLiitO
KPKA, a.4., 0151 MeANYHOro 3acToCyBaHHSA NikapcbKoro
HoBo mecTo, 3acoby A0 po3ginis "Oco6mMBOCTi
CnoBeHis; 3actocyBaHHs", "lNob6iuHI peakuii” BignoBigHO 40
HN30X OHOBJIEHOI iHGpopMaLil 3 6e3nekn 3aCTOCyBaHHS
(HaujoHanbHi Ailo4nx pevoBuH. BBeeHHa 3MiH NpoTAaroM 6-Tu
naboparopis 3a MiCALIB MiC/A 3aTBepKEHHS. 3MiHu | Tuny -
34paB’e, OKOMeE 3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta
iH XpaHo), thapmakoHarnsgy. 3MiHa y KopoTkili
CroBeHis; XapaKTepucTmLi NikapCcbkoro 3acoby, TeKCTi
Kemilicbki MapKyBaHHA Ta IHCTPYKLii Ana MeAnu4Horo
iHCTUTYT, LleHTp 3acTocyBaHHs Ha MigcTasi perynspHo
3a Bastigauiicke OHOBJ/IOBAHOTIO 3BiTYy 3 6e3neky NikapcbKoro
TEeXHOsOri€ iH 3acoby, abo focnimxeHb 3 6e3neku
aHaniTiko 3acToCyBaHHSA NikapcbKoro 3acoby B
(UBTA), nicnsapeecTpauiiinii nepiog, abo sk pesynbTar
CnoBeHis; OL|iHKM 3BIiTY 3 JOC/iMKeHb, MPOBEAEHNX
NabeHa p.0.0., BIANOBIAHO A0 NnaHy neiaTpUYHNX JOCAiLKEHb
CnoBeHis (PIP) (iHwi 3MiHX) 3MiHW BHECEHO B iHCTPYKLiitO
AN MeAMYHOro 3acToCyBaHHA NMikapCbKoro
3acoby A0 po3ainy "B3aemogis 3 iHWyMmn
nikapcbknMmn 3acobamu Ta iHWi BUAW B3aeMogiii"
BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLii 3 6e3neku
3aCTOCyBaHHSA fjiloynX pevyoBUH. BBefeHHs 3MiH
NPOTArom 6-T1 MiCALIB MiC/IA 3aTBEPAKEHHS.
3MiHu 1l TUNY - 3MiHK Woa0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsagy.
3MiHN Y KOPOTKIiil XapakTepucTuLi NikapCbKoro
3aco0y, TeKCTi MapKyBaHHS Ta iHCTpYKLi ans
MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3 HOBUMMU
OaHUMN 3 IKOCTI, AOKAIHIYHUMU, KNiHIYHMMW
JaHuMu Ta AaHumu 3 hapmakoHarnagy. 3miHu
BHECEHO B iHCTPYKL,iO0 4719 MeANYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"MpoTunokasaHHa", "B3aemogia 3 iHWKUMKN
nikapcbknMmn 3acobamu Ta iHWi BUam
B3aemogiin”, "MobivHi peakuii”. BBegeHHs 3MiH
NpOTSArom 6-Tv MicsILiB MicNs 3aTBEpPYKEHHS
177. | POKCEPA® TabneTkun, BKpUTI KPKA, a.4., CnoBseHia | BMPOOHULTBO "in CnoseHis BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: 3a He UA/18324/01/04
nnc N1iBKOBOIO HoBo mecTo bulk", nepBuHHe 3MiHu | TURY - 3MiHK Woao peyenmom nionsizae

060/10HKO10, No 20
mr/10 mr; no 10

Ta BTOPUHHE
nakyBaHHSA,

6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKiil XapakTepucTuLi NikapCbkoro
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n/n

Hassa
JliKapcbK0O20

dopma sunycky
(nikapcbka chopma,

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

3acoby

ynakoska)
Tabnetok y 6nictepi;
no 3 abo no 9
6nicTepiB Y KAPTOHHIl
Kopobui

KOHTpO/b Ta
BUNYCK cepil:
KPKA, a.4.,
HoBo mecTo,
CnoBeHis;
KOHTPO/b cepii
(chiznyHi Ta
XiMiYHi MeToan
KOHTPO/IO:
KPKA, 4.4.,
HoBo mecTo,
CnoBeHis;
HN30X
(HauioHanbHi
nab6opartopis 3a
3[paB’e, OKONE
iH XpaHo),
CnoBeHis;
Kemilicbki
iHCTUTYT, LleHTp
3a Basligaujicke
TEXHOSOTIE iH
aHaniTiko
(UBTA),
CroBeHis;
NabeHa p.0.0.,
CnoBeHis

3aco6y, TEKCTIi MapKyBaHHSA Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOoCyBaHHA Ha niacTasi
perynsipHo OHOBJ/IOBAHOTO 3BIiTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesysbTart
OLLiHKVM 3BiTYy 3 AOC/iAKEeHb, NPOBEAEHNX
Bi4NOBIAHO A0 NnaHy nejiaTtpudHNX AOCNiAXeHb
(PIP) (iHwi 3MiH1) 3MiHW BHECEHO B IHCTPYKLIitO
[N MeANYHOro 3aCTOCYBaHHSA NiKapCbKOro
3acoby o po3ginis "Oco6/mMBOCTi
3actocyBaHHs", "Mob6iyHI peakuii" BigNoBigHO A0
OHOBJIEHOI iHpopMaLii 3 6e3nekn 3acTOCyBaHHS
Aitounx pevoBuH. BBeeHHA 3MiH NpoTArom 6-Tu
MiCALIB MicNA 3aTBEPKEHHSA. 3MiHu | TNy -
3MmiHu Wwoao 6esnekn/edhekTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOoro
3aCTOCYBaHHA Ha MifcTaBi perynspHo
OHOBJIHOBAHOrO 3BiTY 3 6€3neKun NiKapcbkoro
3acoby, abo gocnimxeHb 3 6esnekn
3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesysbTart
OLLiHKVM 3BiTYy 3 AOC/iAKEeHb, NPOBEAEHNX
Bi4NOBIAHO A0 NnaHy nejiaTtpudHNX AOCNiAXeHb
(PIP) (iHWwi 3MiH1) 3MiHW BHECEHO B IHCTPYKLIitO
[N MeANYHOTo 3aCTOCYBaHHSA NiKapCbKOro
3acoby Ao po3giny "B3aemogis 3 iHWMK
NikapcbKMMKU 3aco6amMu Ta iHLi BUAW B3aemogiii"
BiANOBIAHO [0 OHOBMEHOI iHGhOpMaL,i 3 6e3nekn
3aCTOCYBaHHSA AiH04MX peyoBUH. BBEAEHHS 3MiH
NPOTArom 6-T1 MIiCALIB MiCNA 3aTBEPKEHHS.
3miHu |l Tuny - 3MiHn Wopao
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy.
3MiHW y KOPOTKili XapakTepuCTuL Nikapcbkoro
3aco6y, TEKCTIi MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3 HOBUMMU
OaHUMM 3 SKOCTI, AOKAIHIYHUMU, KNIHIYHMUW
JaHnuMu Ta AaHumu 3 hapmakoHarnagy. 3miHu
BHECEHO B iHCTPYKL;t0 415 MEAUYHOrOo
3aCTOCyBaHHA NikapcbKoro 3acoby A0 po3ainis
"MpoTunokasaHHsa", "B3aemogis 3 iHWmMun
nikapcbkumu 3acobamu Ta iHLWi BUAK
B3aeMogji", "MobivHi peakuii". BBeAEHHSA 3MiH
NpOTSArom 6-T MiCcsILB MicNsi 3aTBEPAKEHHS

3a

He

UA/18324/01/05

178.

POKCEPA®

TabneTtku, BKPUTI
n/1iBKOBOO

3assBHUK Kpaina
3asaBHUKa
KPKA, a.4., CnoseHis
HoBo mecTo

BUPOGHMLTBO "in

bulk", nepsuHHe

CnoBseHis

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHu | TMNY - 3MiHK Woao

peyenmom

niosnsieae

nnc
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

060/10HKOHD, MO0 40
mr/10 mr; no 10
TabneTtok y 6nictepi;
no 3abono9
6nicTepiB y KAPTOHHIl
KopooLi

Ta BTOPVHHE
nakyBaHHS,
KOHTpO/b Ta
BWMNYCK Cepii:
KPKA, a.4.,
HoBo mecTo,

CroBeHis;
KOHTPO/Ib cepil
(chiznuHi Ta

XiMiuHi MmeToaN
KOHTPO/HO:
KPKA, a.4.,
HoBo mecTo,

CnoBeHis;
HN30X
(HaujoHanbHi
nabéopartopis 3a
3[paB’e, OKoNe
iH XpaHo),
CnoBeHis;
Kemilicbki
iHCTUTYT, LleHTp
3a Basligauiicke
TEXHONOTIE iH
aHaniTiko
(UBTA),
CnoBeHis;
labeHa p.0.0.,
CnoseHis

6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKiil XxapakTepucTuLj NikapcbKoro
3aco6y, TEKCTI MapKyBaHHA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHA Ha NiacTasi
perynsipHo OHOB/IOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo Ak pesynbTar
OLLiHKVM 3BIiTYy 3 AOCAIKEHb, MPOBEAEHNX
BIANOBIAHO A0 MaHy neaiaTpUYHNX AOCHILKEHb
(PIP) (iHLWi 3MiHW1) 3MiHX BHECEHO B iHCTPYKLLiO
[ONA MeNYHOro 3acToCcyBaHHS NikapCbKoro
3acoby go posginis "OcobmsocTi
3acTocyBaHHs", "Mob6iuHI peakuii” BignoBigHO 40
OHOB/EHOI iHGhopMaLii 3 6e3Mekn 3acTOCyBaHHS
Ailounx peyoBuH. BBeleHHA 3MiH NPOTArom 6-Tu
MicsLiB nicns 3aTBepmKeHHs. 3MiHun | Tuny -
3MiHu Woao 6esnekn/edhekTMBHOCTI Ta
hapmakoHarnsagy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT AN MeANYHOro
3aCTOCYBaHHA Ha MifcTasi perynspHo
OHOBJIIOBAHOTO 3BITY 3 6€3Mekn NikapcbKoro
3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo Ak pesynbTar
OLLiHKVM 3BIiTYy 3 AOCAIKEHb, MPOBEAEHNX
BIANOBIAHO A0 MaHy neaiaTpUYHNX AOCHILKEHb
(PIP) (iHLWi 3MiHW1) 3MiHX BHECEHO B iHCTPYKLLiO
[ONA MeNYHOro 3acToCcyBaHHS NikapCbKoro
3acoby fo posginy "B3aemogis 3 iHWmmn
nikapcbknMK 3acobamu Ta iHWi BUAW B3aeMogiii"
BiAANOBIAHO [0 OHOBMEHOI iHGhopMaL,i 3 6e3nekn
3aCTOCYBaHHSA fil0UMX peYoBUH. BBEEHHSA 3MiH
NPOTArom 6-Tu MICALIB NIiC/A 3aTBEPOAXKEHHS.
3Minu |l TUny - 3MiHn Wwopo
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
3MiHU Y KOPOTKill XapakTepucTuLj NikapcbKoro
3aco6y, TEKCTI MapKyBaHHA Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3 HOBUMMU
OaHUMK 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHUMUW
JaHMK Ta fjaHumu 3 chapmakoHarnagy. 3MiHu
BHECEHO B iHCTPYKL,tO A1 MELUYHOIO
3acTocyBaHHA NikapcbKoro 3acoby [0 po3ainis
"MpoTunokasaHHa", "B3aemogis 3 iHWMMu
nikapcbkMmn 3acobamu Ta iHWi B1uam
B3aemogiin", "MobivHi peakuii". BBegeHHS 3MiH
npoTArom 6-Tn MicALiB Nicns 3aTBepAKeHHS
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
179. | POKCEPA® TabneTku, BKpUTI KPKA, o.4., CnoBeHia | BMPOBHULTBO "in CnoBeHis BHECEHHS 3MiH [0 peecTpaLjiiiHiX MmaTepianis: 3a He UA/18324/01/01
nntoc nNiBKOBOIO HoBo mecTo bulk", nepsuHHe 3MiHu | TUNY - 3MiHK Woao peuyenmom niosnsieae

0060/10HKOI0, N0 5
mr/10 mr; no 10
Tabnetok y 6nictepi;
no 3 a6o no 9
6nicTepiB y KAPTOHHIN
Kopo6ui

Ta BTOPUHHE
nakyBaHHs,
KOHTpO/b Ta
BUMNYCK Cepil:
KPKA, 4.4.,
HoBo mecTo,
CnoBeHis;
KOHTpPO/b cepii
(dhisnuHi Ta
XiMiYHi MmeToam
KOHTPO/HO:
KPKA, a.4.,
HoBo mecTo,
CroBeHis;
HN30X
(HauioHanbHi
naboparopis 3a
3[paB’e, OKONE
iH XpaHo),
CroBeHis;
Kemilicbki
iHCTUTYT, LleHTp
3a Banigauiicke
TEeXHOsOri€ iH
aHaniTiko
(UBTA),
CnoBeHis;
NabeHa p.0.0.,
CnoBeHis

6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsagy.
3MiHa y KOpOTKiil XxapakTepucTuLi NikapCbKoro
3aco0y, TeKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MEeAMYHOro 3aCTOCyBaHHA Ha nmiacTasi
perynisipHoO OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acToCyBaHHSA NikapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo Ak pesynbTar
OL|iHKM 3BITY 3 JOC/iMKeHb, MPOBEAEHNX
BIANOBIAHO A0 NnaHy nefiaTpUYHNX JOCAiLKEHb
(PIP) (iHwi 3MiHX) 3MiHW BHECEHO B iHCTPYKLiitO
AN MeAMYHOro 3acToCyBaHHA NMikapCbKoro
3acoby A0 po3ginis "Oco6/mMBOCTi
3actocyBaHHs", "lNMob6iyHI peakuii” BignoBigHO A0
OHOBJIEHOI iHGpopMaLil 3 6e3nekn 3aCTOCyBaHHS
Ailo4nx pevoBuH. BBeeHHA 3MiH NpoTArom 6-Tu
MiCALIB MiC/1A 3aTBEpMKEHHS. 3MiHu | Tuny -
3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsigy. 3miHa y KopoTkili
XapaKkTepucTmLi NikapCcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKL,iT 415 MeANYHOro
3acTocyBaHHs Ha MifgcTasi perynspHo
OHOBJ/IIOBAHOTO 3BITY 3 6e3MeKn NiKapCbKoro
3acoby, abo focnimxeHb 3 6e3neku
3acToCyBaHHSA NikapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo Ak pesynbTar
OL|iHKM 3BITY 3 JOC/iMKeHb, MPOBEAEHNX
BIANOBIAHO A0 NnaHy neiaTpUYHNX JOCAiLKEHb
(PIP) (iHwi 3MiHX) 3MiHW BHECEHO B iHCTPYKLiitO
AN MeAMYHOro 3acToCyBaHHA NikapCbKoro
3acoby A0 po3ainy "B3aemogisa 3 iHWyMmn
nikapcbknMmn 3acobamu Ta iHWi BUAW B3aeMogiii"
BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLii 3 6e3neku
3aCTOCyBaHHSA fjiloynX PevyoBUH. BBefeHHs 3MiH
NPOTArom 6-T1 MiCALIB MiC/IA 3aTBEPAKEHHS.
3MiHu 1l TUNY - 3MiHK Woa0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsagy.
3MiHN Y KOPOTKiil XapakTepucTuLi NikapCbKoro
3aco0y, TeKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3 HOBUMMU
OaHUMM 3 IKOCTI, AOKAIHIYHUMU, KNiHIYHMUW
JaHuMu Ta AaHumu 3 hapmakoHarnagy. 3miHu
BHECEHO B iHCTPYKLO0 4718 MeANYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"MpoTunokasaHHA", "B3aemogisa 3 iHWKUMKN
nikapcbknMmn 3acobamu Ta iHWi B1uam
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
B3aemogiin”, "MobivHi peakuii”. BBegeHHs 3MiH
NpOTSArom 6-Tv MicsILiB MicNs 3aTBEpPYKEHHS
180. | POTANI®EH PO34MH ANA iH KL, TOB Ykpaina K.O. Pomcbapm PymyHis BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: 3a He UA/15527/01/01
50 mr/2 mn, no 2 mn B "YOPN[, Komnani C.P.J1. 3MiHu | TURY - 3MiHK WoAao peyenmom nionsieae
amnyni; no 5 amnyn B MEONLUNH" 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsay.
KOHTYPHIli YapyHKOBIl 3MiHa y KOpOTKiil xapakTepucTuLi Nikapcbkoro
ynakosLi; no 1 a6o 2 3aco6y, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
KOHTYPHI YapyHKOBI MeAMYHOro 3aCTOCyBaHHSA Ha niacTasi
YMakoBKU B KAPTOHHIN perynsipHO OHOB/IHOBAHOrO 3BiTYy 3 6e3neku
Kopobui nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpaviiiHnii nepiog, abo Sk pesynbtat
OLLiHKVM 3BIiTYy 3 AOCiMKEeHb, NPOBEAEHNX
BiANOBIAHO A0 NnaHy nejiatpudHNX AOCNiAXeHb
(PIP) (3MiHy y3rofXeHo 3 KOMMETEHTHUM
YNOBHOB&)XXEHVNM OPraHom)
3MiHM BHECEHO A0 IHCTPYKUiT ANns MeguyHoro
3aCcTOCyBaHHS NikapCcbkoro 3acoby A0 po3ainy
"3acTocyBaHHs y nepiog BariTHoCTi abo
roflyBaHHs rpyaaro” BignosigHoO A0 pekomeHaaui
PRAC EMA. TepMmiH BBELEHHS 3MiH NPOTAroMm 6
MicsILiB Mic/1s 3aTBepAKEHHS.
181. | CE/IbTABIP Kancynu Teepai no 45 Maxkneopc IHais Maxkneopc IHais BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis: 3a - UA/17704/01/02
mr, no 10 kancyn y PapmacbioT PapmacbioTuKan 3MiHK | TNy - 3MiHK WoA0 peyenmom
6nicTepi; no 1 nKasic c Nlimiteq 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy
6nicTepy B KapTOHHiIl NimiTen (iHWi 3MiHW). 3MiHV BHECEHI B TEKCT MapKyBaHHS
ynakoBLi Ha BTOPWHHI ynakoBLji Nikapcbkoro 3acoby y n.8
[lata 3aKiH4eHHs1 TepMiHy NpUAAaTHOCTI.
BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHS
182. | CENbTABIP Kancynu Teepai no 75 Maxkneopc IHais Maxkneopc IHais BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3a - UA/17704/01/03
mr, no 10 kancyn y PapmacbioT PapmacbioTuKan 3MiHK | TUny - 3MiHK WoA0 peyenmom
6nictepi; mo 1 nKauic c Nliviteq, 6e3nekn/edhekTBHOCTI Ta hapMakoHarisagy
6nicTepy B KapTOHHiIl NimiTen (iHWi 3miHW). 3MiHV BHECEeHi B TEKCT MapKyBaHHS
ynakoBLji Ha BTOPWHHIIA yNakoBL,i nikapcbkoro 3acoby y n.8
[lata 3aKkiH4eHHs1 TepMiHy NpUAAaTHOCTI.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHSA
183. | CENbTABIP kancynv TBepgi no 30 Makneoac IHais Makneoac IHgis BHECEHHS 3MiH [0 peecTpaLjiiiHiX MmaTepianis: 3a - UA/17704/01/01
mr, no 10 kancyn y dPapmacbioT PapmacbioTuKan 3MiHK | TUNY - 3MiHK WoA0 peyenmom
6nicTepi; no 1 nkanc ¢ Nimiteq 6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsagy
6nicTepy B KapTOHHIl Niviten (iHLWi 3MiHW). 3MiHM BHECEHI B TEKCT MapKyBaHHS
ynakoBLiji Ha BTOPWHHIIA ynakoBL,i nikapcbkoro 3acoby y n.8
[laTa 3aKiH4eHHs TepMiHy NpUAATHOCTI.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEPAKEHHS
184. | CEPTO®EH TabneTkun, BKpUTI TOB Ykpaina YOPNA TypeuunHa BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: 3a He UA/17608/01/01
NNiBKOBOIO «YOPNL, MEOMUMH 3MiHa 3asBHUKA (BNacHMKa peecTpauiiHoro peyenmom nionsicae
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Ymosu

Peknamys

Homep

n/n

Hassa
JliKapcbK0O20

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

aHHsT*

peecmpayiliHo2o

nocsio4YeHHs

3acoby

060/10HKO0, M0 25 Mr;
no 10 TabneTtok y
6nictepi; no 1 a6o 2
6nicTepy B KAPTOHHIi
KopooLi

MEOVLH>

INAY CAH. BE
TIAK. A.LLL

nocsigyeHHs) (3rigHo Hakaly MO3 Big,
23.07.2015 Ne460). TepMiH BBEEHHS 3MiH
npoTArom 6 micsliB nicns 3aTBepAkKeHHs; 3MiHMN
| Tuny - 3miHK Wwoao 6e3nekn/edpekTBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MmiHn fo
y3arasibHeHUX AaHunx Npo cuctemy
dhapmakoHarnsgy (BBefieHHs y3arasibHeHnx
[JaHux Npo cucTemy dhapmakoHarnsgy, 3mMiHa
YNOBHOBaXEHOT 0CO6M, BigNoBigansLHOI 3a
3[iICHEHHS hapMakoHarIsay; KOHTakTHOI 0cobu
3 (hapmakoHarnsgy 3asBHvKa A5 34iACHEHHS
hapmakoHarnsagy B YKpaiHi, K0 BOHa
BiIMiHHA BiJ, YNOBHOB&XeHOI 0cobu,
BiANOBIAaA/IbHOI 3a 34ilicHEHHA hapMmakoHarnsgy
(BKNHOYAIOUM KOHTaKTHI faHi) Ta/abo 3miHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
hapmMakoHarnsagy) - 3MiHa ynoBHOBaXeHoT
ocobu 3asBHKKa, BIANOBIAA/ILHOI 3a
hapmakoHarnag,. fditoua pegakuis: Mescim
Inbkbaxap AiHyens / Mrs. Mevsim llkbahar
Dincel. NponoHoBaHa pepgakuis: Myano MaHxa
CraHicnagBiBHa. 3MiHa KOHTAKTHUX AaHNX
YNOBHOBaXXEHOT 0CO6Y 3asiBHIKA,
BiANOBIAaUIbHOI 3a hapmakoHarnag. 3miHa
MicUst 34iICHEHHSI OCHOBHOI AisS/TbHOCTI 3
thapmMakoHarnagy. 3miHa Micue3HaxoKeHHs
mMacTep-goaiina cuctemn papmakoHarnsgy

6e3

nionsieae

UA/5260/01/01

185.

CWHEKOA,

cupon, 1,5 mr/mn; no
100 mn a6o 200 mn y
h/1aKOHI 3 KPULLKOKO Ta
MiPHOIO CK/ISIHKOIO; MO
1 chnakoHy y
KapTOHHI Kopoobui

FCK
KoHcbromep
Xerickep
CAP/1

LLiBeruapi
2

'CK KoHcblomep
Xenckep CAPJ

LLiBefiuapis

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
YTOYHEHHSA pek/laMyBaHHA B Hakasi MO3
Ykpainu Ne 428 Big 03.03.2023 B npoueci
BHECEHHA 3MiH (3MiHu | Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsay.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX

npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX Npo cucTemy
hapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAA/IbHOT 3@ 34iICHEHHS
dhapmakoHarnsgy; KoOHTakTHoi ocobu 3
hapmakoHarnsgy 3asBHuKa 415 34iNCHEeHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHa
BiMiHHA Bif, YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A ddapmakoHarnsagy
(BKIIOYAKOUM KOHTAKTHI JaHi) Ta/abo 3MiHu y
pO3MiLLEHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy). 3MiHa ynoBHOBaXKEHOT 0Co6U
3asBHUKA, BiANOBIAA/ILHOI 3a hapMakoHarnsg,
[Oitova pegaxkuis: Dr. Jens-Ulrich Stegmann, MD.

MponoHoBaHa pegakuis: John Poustie. 3miHa

peyenma
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep

peecmpayiliHo2o

nocsio4YeHHs

KOHTaKTHUX JaHVX YNOBHOBaXKEHOI 0CO6M
3asBHVIKa, BignoBiganbHOI 3a hapmakoHarnsg.
3MiHa KOHTaKTHOT 0Cobu 3anBHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnifg B YkpaiHi.
[itouva pepakuis: flanunHcbka IHHa IropiBHa.
MponoHoBaHa pepakuis: Kupunisa MNannHa
[eopriiBHa. 3MiHa KOHTaKTHMX AAHNX KOHTaKTHOT
0co6M 3asBHMKA, BignoBigaibHOI 3a
hapmakoHarnsag B YkpaiHi. 3miHa
MiCL,e3HaxoMKeHHs1 macTep-daiina cuctemu
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[jlACHEHHSI OCHOBHOI fis/IbHOCTi 3
thapmakoHarnagy). Pegakuis B Hakasi - He
nignsrae. BipHa pegakuisa - "nignarae”.

186.

CONOATOPE
H

Kpanni opasibHi, no 20
mn, a6o no 50 mn, abo
no 100 mn y dpnakoHi 3
KpanensHuueto; no 1
chnakoHy B KOpo6ui 3
KapToOHyY

AnbneH
Papma
m6X

HimeyunH
a

Ap. l'yctas
KnsitH Tm6X &
Ko. KI

HimeyunHa

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis:
3miHa 3asBHuKa /13 (MIBIM) (BnacHuka
peecTpaLiiiHoro nNocBig4eHHs1) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460): 3miHM BHECEHI B
TEKCT MapKyBaHHS yNakoBKW NikapCbKoro 3acoby
00 3as1BHMKA (BNacHVKa peecTpaiiHoro
noceigyeHHs). 3Minu | Tuny - 3MiHn Woao
6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy dhapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHux npo cuctemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0ocobw,
BiANOBIA&NbHOI 3a 34iiCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
thapmMakoHarnsgy 3asBHuKa A5 34iACHEHHS
thapmakoHarnsagy B YKpaiHi, K0 BOHa
BiAMiHHA BiJ, YNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsagy) 3MiHa KOHTakTHUX AaHuX
yMOBHOBaXEHOT 0CO6Y 3asBHMKa,
BiANOBIAA/IbHOT 3@ 34iICHEHHS
thapmMakoHarnagy. 3miHa KOHTakTHOT 0cobun
3asBHVKa, BifNOBiAaIbHOI 3a thapmakoHarnsg, B
YkpaiHi. [itova pegakuis: BoiiTeHko AHTOH
leopriiioBuy. MNMponoHoBaHa pefakuis: byask
OnekcaHgpa CepriiBHa. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOT 0CO6M 3asBHMKA,
BiANoBiAaNbHOI 3a hapmakoHarnsg B YkpaiHi.
3MiHa MicuA 3[iICHEHHS OCHOBHOI AisNIbHOCTI 3
thapmakoHarnsgy. 3MiHa MicLle3Hax0oMKeHHS
mMacTep-haiina cuctemmn chapmakoHarnsgy ta
ioro Homepa.

6e3
peyenma

UA/13795/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
187. | COMATYNIH PO34MH A8 iH'eKLji INCEH ®paHuisa INCEH ®APMA ®paHuis BHECEHHS 3MiH [0 peecTpaLjiiiHiX MmaTepianis: 3a - UA/13432/01/01
AYTOXE/b NPOJIOHIOBaHoro SAPMA BIOTEK 3MiHu | TUNY - 3MiHK Woao peyenmom
120 MI’ BMBINTIbHEHHSR, 120 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsagy.
mr /wnpud, no 1 BeeieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
nonepegHL0 npo cucTemy dhapmakoHarnsgy (BBefeHHs
HarnoBHEHOMY LUNPULLY y3arasibHeHUX AaHunx Npo cuctemy
[N 0fHOPa30BOro thapmakoHarnsgy, 3miHa yrnoBHOBaXKeHOi 0cobu,
BUKOPUCTaHHA BiANOBiAaANbHOI 3a 34ilicCHEHHSA
MicTkicTio 0,5 mn 3 hapMakoHarnsay; KOHTakTHOI 0cobu 3
aBTOMaTNYHO dhapmakoHarnsgy 3asaBHUKa A1 3A4iCHEHHS
3aXMCHOI CUCTEMOIO, chapmakoHarnsgy B YkpaiHi, AKLL0 BOHA
1 ronkoto (1,2x20 mm) BiAMiHHA Bif, YNOBHOBaXEHOI 0CcO6H,
B 3aXMCHOMY KOBMauKy BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapmakoHarnsagy
y 6aratoLiapoBomMy (BK/THOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
NakeTuKy B KApTOHHIiA po3MilLEeHHI MacTep-halina cucremm
Kopobui thapmakoHarnsgy) 3miHa KOHTaKTHOI 0co6u
3asBHMKa, BigNOBIAa/IbHOT 3a hapmakoHarnsz B
YKpaiHi.
[itoua pepakuis: Mony6HWYmin OnekcaHgp
CeprilioBuy. MponoHoBaHa pefakLis:
MpokoneHko IpnHa MukonaisHa. 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHNKA,
BignoBigasIbHOI 3a papmMakoHarnsa B YKpaiHi
188. | COMATYNIH PO34nH N8 iH'eKLjin INCEH ®paHuisa INMCEH ®APMA PpaHuis BHECEHHS 3MiH [0 peecTpavliiHuX maTepianis: 3a - UA/13432/01/02
AYTOXE/Nb NPOSIOHroOBaHOro PAPMA BIOTEK 3MiHu | TURY - 3MiHK Woao peyenmom
60 MI BUBINbHEHHS, 60 Mr 6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsay.
/wnpuu, no 1 BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX
nonepegHL0 npo cucTemy dpapmakoHarnsgy (BBefeHHs
HanoBHEHOMY LINPULY y3arasibHeHUX JaHnX Npo cucTemy
0151 04HOPa30BOro hapmakoHarnagy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BMKOPUCTaHHS BiANOBIAA/IbHOT 3@ 34iICHEHHS
MicTkicTio 0,5 mn 3 hapMakoHarnsay; KOHTakTHoOI 0cobu 3
aBTOMaTUYHOIO dhapmakoHarnagy 3asBHvKa Ans 34iiCHeHHA
3aXMCHOK CUCTEMOIO, chapmakoHarnsgy B YkpaiHi, AKLLO BOHA
1 ronkoto (1,2x20 mm) BiMiHHA Bif, YNOBHOBaXEHOI 0cobu,
B 3aXMCHOMY KOBMauKy BiANOBIAA/IbHOI 3a 34iiCHEHH:A ddapmakoHarnsagy
y baraTowiapoBomy (BK/IIOYAKOUM KOHTAKTHI JaHi) Ta/abo 3MiHM y
NaKeTWKy B KAPTOHHIi pO3MiLLEHHI MacTep-ghaiina cuctemm
Kopobui hapmakoHarnsigy) 3MiHa KOHTaKTHOI 0cobu
3asBHMKa, BiANOBiAaNbHOI 3a hapMakoHarnsg B
YKpaiHi.
[itoya pepakuis: Mony6HWYmMin Onekcargp
CeprilioBny. MponoHoBaHa pefakuis:
MpokoneHko IpnHa MukonaisHa. 3miHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0CO6M 3asiBHYKa,
BignoBigabHOI 3a dpapmakoHarnsa B YKpaiHi
189. | COMATYNIH PO34UH A5 iH'eKL;iA INCEH PpaHuis INMCEH ®APMA PpaHuis BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3a - UA/13432/01/03
AYTOXE/b NpPOJIOHIOBaHOro PAPMA BIOTEK 3MiHu | TMNY - 3MiHK Woao peyernmom
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
90 MI BMBI/TbHEHHS, 90 Mr 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
/wnpwuy; no 1 BBeeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
nonepeaHL0 npo cuctemy chapmakoHarnsgy (BBefeHHs
HarnoBHEHOMY LWINpULY y3arasibHeHUX JaHux npo cuctemy
[N 04HOPa30BOro thapmakoHarnsgy, 3miHa ynoBHOBaXXeHoi ocobu,
BUKOPUCTaHHA BiZJNOBIAAbHOI 3@ 3AiICHEHHS
micTkicTio 0,5 mn 3 thapmakoHarnsgy; KOHTakTHOi 0cobu 3
aBTOMaTNYHO thapmakoHarnsgy 3asaBHuka Ans 34iACHEHHS
3aXM1CHOI CUCTEMOIO, hapmakoHarnsagy B YKpaiHi, K0 BOHa
1 ronkoto (1,2x20 mMm) BiIMiHHA BiJ, YNOBHOB&XeHOI 0cobu,
B 3aXMCHOMY KOBMauky BiANOBIAA/IbHOI 3a 34ilicCHEHH:A hapMmakoHarnsgy
y baraToLiaposomy (BKNHOYAIOUM KOHTaKTHI faHi) Ta/abo 3miHn y
naKkeTVKy B KApTOHHIi pO3MilLEeHHI MacTep-ghaiina cuctemm
KopoobLi thapmakoHarnsgy) 3MiHa KOHTakTHOI ocobu
3asBHVKa, BifNOBiAaIbHOI 3a thapmakoHarnsg, B
YkpaiHi.
[itoua pepakuis: Fony6HUYMiA OnekcaHap
CepriiioBny. MNMponoHoBaHa peaakuis:
MpokoneHko IpuHa MukonaisHa. 3MiHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHNKA,
BiANOBIga/IbHOI 3a hapmakoHaring B YKpaiHi
190. | CNIONTO® pO34uH A8 iHranauin BepiHrep HimeuunH BMPOGHMLTBO, HimeuunHa BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a - UA/15523/01/01
PECMNIMAT® no 2,5 Mkr/2,5 Mkr; no IHrenbxanmv a nakyBaHHs, 3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA peyernmom
4 MmNy KapTpugxi (60 IHTepHeLwHN MapKyBaHHS, nikapcbkuii 3aci6. KOHTpoNb 4ONOMiIXXHUX
iHranaujn); no 1 6X KOHTPO/Ib SKOCTI peyoBuH. 3MiHa NnapameTpiB cneuyudikauiii

KapTpuaXy B
KommnnekTi 3 1
iHransTopom
Pecnimat® y
KapTOHHI Kopobui

Ta BUNYCK cepiit
nNiKapcbkoro
3acoby:
BepiHrep
IHrenbxanm
dapma M'vbX i
Ko. KT,
HimeuunHa
KOHTPO/b AKOCTI
3a NOKa3HMKOM
"Mikpob6ionoriuH
a uucrorta™
CI'C IHcTUTYT
dpe3seHiyc
v6X,
HimeyunHa
KOHTPO/b AKOCTI
3a NOKa3HNMKOM
"Mikpo6ionoriyH
a uucrorta™
Na6op NIC CE &
Ko.KT,
HimeyunHa

Ta/abo fonyCTUMUX MEX 4718 AONOMDKHOT
PeyoBUHM (BMUNYYEHHS 3i cneuudikawii
He3Ha4yHOro nokasHuka (Hanpuknag, 3actapinoro
noKasHvka))

BunyueHHst TecTy «Baxkki MeTanim» i3
cneuudikaLii JONOMKHOI peYOBMHM FOTOBOTO
nikapcbkoro 3acoby 1M consHa kucnota.
TakoX BHECEHO pefakLiiiHi npasku 3a
MOKa3HNKOM «3a/TULLKOBI PO3UYVHHUKNY B
cneuumgikaLito 4ONOMKHOT peyoBuHU 1M
COfsiHa KMcnoTa - agantauis nocunaHHsa Ha €.
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
KOHTPO/Tb AKOCTI
3a
BVIK/TIOYEHHAM
nokasHuka
"Mikpob6ionoriuH
ayacrorta™
Kyaccap 'mbx,
HimeyunHa
191. | CTPENCIIC® | nboAasiHMku, no 12 PekkiTT Benvka PekkiTT Benvka BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 - UA/7436/01/01
3 NbOASAHUKIB Y 6icTepi; BeHkizep BputaHis BeHkizep BputaHis 3MiHu | TURY - 3MiHK Woao peyenma
BITAMIHOM no 2 6nictepu B Xenckep Xenckep 6e3nekn/edekTMBHOCTI Ta thapMakoHarnsgy.
C3l KapTOHHI Kopoobui IHTepHeLuHN IHTEepHeLWwHN BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX
CMAKOM Niviten Nimiteq npo cuctemy chapmakoHarnsgy (BBefeHHs
AMENbCUHA y3arasibHeHuX AaHux Npo cuctemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAA/IbHOI 32 34iCHEHHS
dhapmakoHarnsgy; KoOHTakTHoi ocobu 3
hapmakoHarnisgy 3asaBHUka 415 34iNCHEHHs
thapmakoHarnsgy B YkpaiHi, K0 BOHa
BiMiHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A dapmakoHarnsagy
(BK/IIOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy) 3miHa yrnoBHOBaXXeHOT 0co6u
3a8BHKa, BiANOBIAA/IbLHOI 3a hapmakoHarnsag,.
[Oitova pepakuisa: Ap. XenbmyT Meik BexpeHc /
Dr. Helmut Meik Behrens. NponoHoBaHa
pepakuis: Ap. Ynbpike Pomep / Dr. Ulrike
Roemer.
3MiHa KOHTaKTHUX AaHuX YNOBHOBAXEHOI 0CO6U
3asBHUKa, BiANOBIAA/ILHOI 3a (hapMakoHarnsg,
3MiHa KOHTaKTHUX faHUX KOHTaKTHOI 0co6u
3asBHVKa, BigNOBiAaIbHOI 3a thapmakoHarnsg, B
YKpaiHi.
192. | CTPENCIIC® | nboAsiHUKK; No 12 PekkiTT Benvka PekkiTT Benuka BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis: 6e3 - UA/6479/01/01
OPUFIHANDBbH | nboasHukiB y 6nicTepi, BeHkizep BputaHis BeHkizep BpuTtaHis 3MiHu | TURY - 3MiHK WoAao peyenma
nin no 2 6nictepu B Xenckep Xenckep 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
KapTOHHIl KopooLi IHTepHeLLHN IHTEpHELUHN BBeneHHs ab0 3MiHM [0 y3arasibHeHUX AaHNX
Niviten Nimiteq npo cuctemy chapmakoHarnsgy (BBefeHHs

y3arasibHeHUX JaHnx npo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0ocobw,
BiANOBIAANbHOI 3a 34iliCHEHHSA
dhapmakoHarnsgy; KoOHTaKkTHoi ocobu 3
thapmakoHarnsgy 3asBHvka AN 34jiACHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHa
BiIMiHHA BiJ YNOBHOBaXeHOI 0co6u,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy
(BKNHOYAKOYM KOHTAKTHI faHi) Ta/abo 3miHu y
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep

peecmpayiliHo2o

nocsio4YeHHs

pO3MilLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy) 3MiHa ynoBHOBaXXeHO! 0cobu
3asBHUKA, BIANOBIAA/ILHOI 3a thapmakoHarnsg,
[itoua pepakuis: Ap. XenbmyT Meik BexpeHc /
Dr. Helmut Meik Behrens. NponoHoBaHa
pegakuis: Ap. Ynepike Pomep / Dr. Ulrike
Roemer.
3MiHa KOHTaKTHMX AaHUX YNOBHOBAXEHOI 0Co6u
3asBHUKA, BIANOBIAA/ILHOI 3a thapmakoHarnsg,
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0cobm
3asBHMKa, BigNOBIAa/IbHOT 3a hapmakoHarnsz B
YKpaiHi.

193.

CTPENCINC®
nnroc

NbOASAHUKM, NO 8
NbOASHUKIB y 6nicTepi;
no 2 6nictepu B
KapTOHHIA Kopoo6Li

PekkiTT
BeHkizep
Xerickep

IHTEpHEeLLHN

NimiTen

Benuka
BpuTaHis

PekkiTT
BeHkizep
Xerickep

IHTepHeLwHN

NimiTen

Benuka
BpuTaHis

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHK | TNy - 3MiHK WoA0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 ab0 3MiHV A0 y3arasibHeHUX JaHnX
npo cuctemy dhapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHKX Npo cUcTeMy
hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
BiANOBIAANbHOI 3a 34iliCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobu 3
thapmakoHarnagy 3asBHuKa Ans 34iiCHeHHA
hapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiIMiHHA BifJ, YyNOBHOB&XeHOI 0cobu,
BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapMmakoHarnsgy
(BK/THOYAIOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-goaiisia cuctemm
hapmakoHarnsgy) - 3miHa ynoBHOBaXeHOTi
0co6u 3as1BHMKA, BiAnoBigabHOI 3a
thapmakoHarnsg. [itoya pegakuis:

[p. XenbmyT Meik BexpeHc / Dr. Helmut Meik
Behrens. MponoHoBaHa pepakuin: Ap. Ynbpike
Powmep / Dr. Ulrike Roemer. 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6W 3asBHNIKA,
BignoBiganbHOI 3a hapmakoHarnsg. 3miHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0CO6M 3asiBHYKa,
BignoBigabHOI 3a dpapmakoHarnsa B YKpaiHi

6e3
peyenma

UA/3915/01/01

194.

CYNb®AHIN
AMIJ,

KpucTtanu abo
MOPOLLIOK
(cybcTaHuis); y
nakeTax noABiiHMX 3
nniBkn
nonieTnneHoBoi ans
hapMaLeBTUYHOIO
3acTocyBaHHs

ToBapucTeo
3
06MeXeHOI
Bignosigans
HicTio "®K
ANbAHC
reyn"

YKpaiHa

BYIrAH

®APMACLIOTIK
AJIC (CYUXKOY)

KO., NTA.

Kutaii

BHECEHHS 3MiH [J0 peecTpaLiinHmx
mMarepianis:3MiHn | TUNy - AgMiHICTpaTUBHI
3MiHW. 3MiHa HalimeHyBaHHA Ta/abo agpecu
MiCLSi NPOBAMKEHHS AiSiNIbHOCTI BUPOGHMKA
(BK/THOYAKOUM, 32 HEOBXIAHOCTI, MicLe
NpoBeAeHHS KOHTPOJH0 SIKOCTI), ab0o BracHuKa
macTep-paiina Ha A®l, abo noctavasibHUKa
Adl/BuxigHoro matepiasy/peareHTy/MpoMixXHOro
NPOAYKTY, L0 3aCTOCOBYOTHCA Y BUPOOHWLTBI
A®| (KO0 3a3HAYEHO Y [JOCLE Ha NiKapCbKuii
3acib) 3a BigCyTHOCTI cepTudikaTa BifgnoBiAHOCTI

UA/18261/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

€Bponelicbkii hapmakonei y 3aTBepaKeHoOMy
nocbe, abo BUPOOHUKA HOBOI AOMOMIXHOT
PEeYoBUHM (SKLLO 3a3HAYEHO Y [OCLE)
BunyyeHHs1 HagNMLWKOBOT iHGhopMaLii 3 Ha3BK
BMPOOHMKa, 3 METOIO NPUBEAEHHS Ha3BW
BMpO6HKKa A®| o0 Ha3BK, L0 3a3HayeHa B 1oro
afMiHICTPaTMBHMX JOKyMeHTax. Agpeca
3anuwaeTbes 6e3 3MiH. [itova pegakuin: BYTAH
®APMACBIOTIKANC (CYUXOY) KO., NTA,,
Kutaii EKCKNMO3VBHO A14 Bopnasaiig,
TpeiiguHr Mpron OO, EcToHis WUGAN
PHARMACEUTICAL (SUZHOU) CO., LTD.,
China EXCLUSIVELY FOR Worldwide Trading
Grupp OU, Estonia NMponoHoBaHa pegaku,is:
BYIF'AH ®APMACBIOTIKAJIC (CYYXKOY) KO.,
NTA., Kutaii WUGAN PHARMACEUTICAL
(SUZHOU) CO., LTD., China

195.

TBIHPUKC™
BAKLVHA
ans
NPO®INAKT
VKN
FEMATUTIB A
(IHAKTVUBOB
AHA) I B
(ALICOPEOB
AHA)

cycneHsis ans
iH'ekuiin; no 1 posi (1
Mn/gosy) y
nonepeAHbL0
HarnoBHEHOMY LNpuL
Ne 1y kOMMekTi 3
TONKOI0 3
MapKyBaHHSAM
YKpaiHCLKOH MOBOKO
abo 3i cTukepom
YKpaiHCbKOH MOBOO

nakcoCwmit
Knaix
EkcnopTt
Nimiten

Benuvka
BputaHis

nakcoCwmitKns
1H Bionogxikans
C.A.

Benbris

BHECEHHS 3MiH [0 peecTpavljiiHuX maTepianis:
3miHu | TUny - 3MiHK 3 akocTi. CepTudikar
BignosigHocTi/IE-cepTudikar BignosigHoCTI
€sponelicbkin dhapmakonei/moHorpadii.
MoaaHHA HOBOro abo OHOBMIEHOro cepTudikaTa
BiANOBIAHOCTI ab0 BU/TyYEHHS cepTudikata
BiANOBIAHOCTI E€Bponeiichbkili hapmakonei: ans
A®l; ans BuxigHoro
matepiany/peareHTy/NPoMbKHOIo NPOAYKTY, L0
BMKOPWCTOBYIOTbCA Y BUPOOHULTBI AdDl; ans
ponomixHoi pevosuHu (FE-cepTudikat
BiANOBIAHOCTI EBpoNeiickkili hapmakonei ans
Adl/BuxigHoro matepiasy/peareHTy/npoMixXHOro
npoaykTy abo AONOMKHOT peYOBMHN) -
OHoB/EHMIA cepTUQIKaT Bif BXe 3aTBEPIKEHOIO
BMpPO6HUKaA - OHOBNEHHS cepTudikaTy
BiAnoBigHOCTI EBponelicbkoi Papmakonei Wwoao
rybuatoi eHuedanonaTii Ha heTasibHy Guyady
cuposatky (FBS) 3 R1-CEP 2000-211 Rev02 Ha
R1-CEP 2000-211 Rev03 y 3B’A3Ky 3i 3MiHOIO
Ha3BW noctavyasibHuka 3 GE Healthcare LTD Ha
Cytiva, Hoea 3enaHgis 6e3 3miHn agpecu
noctaya/ibHuUKa.

3a
peyerimom

UA/13056/01/01

196.

TEPBIHOPM

cnpeii HaLKipHWIA,
po3uuH, 10 mr/r; no 20
M1y thrakoHi 3
po3nunBayem Ta
3aXMCHMM KOBMAYKoOM,
no 1 cpnakoHy B
KapTOHHIl KopooLi

YOPA[,
MEALIH
T

Ipysia

YOPA[,
MEOMLIH
INIAY CAH. BE
TIAK. A.LLL

TypeuyunHa

BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis:
3MiHu | TMny - 3MiHKW 3 AKoCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTPOsb roToBOro
nikapcbKoro 3acoby. 3miHa y meTofax

BMNPOGYBaHHSA roTOBOrO /iKapcbKoro 3acoby
(He3Ha4Ha 3MiHa y 3aTBEPMKEHNX METOAaX
BMNPOGYBaHHSA) HE3HAYHA 3MiHa B METOAI
KOHTpont M3 «ETaHon 96%» (GC,

6e3
peuyenma

UA/18389/01/01




Hassa

132

n/n

JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayiliHo2o

197.

TET 36.6® 3

Ph.Eur.2.2.28), a came yTOUYHEHHS LLOA0
nokKasHuka npuaaTHoOCTi xpomatorpadivyHoi
cucTeMu — koedoilieHTa acumeTpit
(3aTBEPMKEHO: MiH. 2,0; 3aNpONoOHOBAHO: Makc.
2,0) a TakoX pefakuiiHa npaBka B Ha3Bi
nokasHuka «KifibkicHe BU3HAYEHHS».

nocsio4YeHHs

198.

APOMATOM
AKALLIT

TET 36.6® 3

NOPOLLIOK A/1A
OpasIbHOTO PO3YMHY,
no 13,1 ry cawe-
naketi, no 5 a6o 10
callle-nakeTiB y naui

nopowok Aansa

MpuBatHe
akuioHepHe
TOBapUCTBO

"Nlekxim-
Xapkis"

MpuBartHe

YkpaiHa

MNpuBatHe
akuioHepHe
TOBapUCTBO

"Mlekxim-Xapkis"

YkpaiHa

BHECEHHS 3MiH 0 peecTpavljiiiHiX MmaTepianis:
3MiHu | TMNY - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsagy.
3MiHa y KOpOTKiil XxapakTepucTuLj Nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ana
MEeAMYHOro 3aCTOCYBaHHSA Ha MmiacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acToCyBaHHS NikapCbKoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 JOC/iMKEHb, MPOBEAEHNX
BIANOBIAHO A0 MiaHy nefiaTpUyHNX AOCAiLKEHb
(PIP) (3mMiHy y3rofxeHo 3 KOMMeTEeHTHUM
YNOBHOB&XXEHVNM OpraHom)
3MiHM BHECEHO [0 IHCTPYKLii 415 MegnyHoro
3aCTOCYBaHHS NikapcbKoro 3acoby A0 po3Ainis:
"B3aemogis 3 iHWMMM NiKapcbkumn 3acobammn Ta
iHWi BUAW B3aemogiin", "Ocob6nmnBoCTi
3acTocyBaHHA" WOA0 6e3nekn 3acTocyBaHHsA
Aito4oi pevoBUHY NapaueTamon BignoBigHo A0
pekomeHgauin PRAC.

6e3
peyenma

nionsieae

UA/17419/01/01

APOMATOM
NNMOHY

OpasIbHOTO PO34MHY,
no 13,1 ry cawe-
naketi; no 5 a6o 10
calle-nakeTiB y naui

akuioHepHe

TOBapUCTBO
"flekxim-
Xapkis"

YKpaiHa

MNpuBartHe
akuioHepHe
TOBapUCTBO

"JlekxiM-Xapkis"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis:
3MiHu | TMNY - 3MiHK Woao
6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKiil XxapakTepucTuLji Nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT Ana
MEeAMYHOro 3aCTOCYBaHHSA Ha MiacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acToCyBaHHS MikapCbKoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo Ak pesynbTar
OL|iHKM 3BITY 3 AOC/iMKEHb, MPOBEAEHNX
BIANOBIAHO A0 NMiaHy nefiaTpUYHNX AOCAILKEHD
(PIP) (3MiHY y3rofpkeHo 3 KOMNeTEeHTHUM
YNOBHOB&XXEHVNM OPraHoMm)
3MiHM BHECEHO [0 IHCTPYKLii 418 MeanyHoro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3Ainis:
"B3aemopis 3 iHWMMM Nikapcbkumn 3acobamm Ta
iHWi BUAW B3aemogiin", "Ocob6nmnBoCTi
3acTocyBaHHA" WOA0 6e3nekn 3acTocyBaHHsA
Aitoyoi pevoBUHY NapateTamon BignoBigHo A0

pekomeHgauin PRAC.

6e3
peyenma

niosnsicae

UA/17816/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep

peecmpayiliHo2o

nocsio4YeHHs

199.

TET 36.6®
MAKCI 3
APOMATOM
NNMOHY

MOPOLLIOK AN
OpasIbHOrO PO3UUHY,
no 23 r y calle-nakeTi,
no 5 a6o 10 cawe-
nakeTiB y navuj

MpuBartHe
akuioHepHe
TOBapUCTBO

"Nlekxim-
Xapkis"

YkpaiHa

MNpuBatHe
akuioHepHe
TOBapUCTBO

"Mlekxim-Xapkis"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHiX MmaTepianis:
3MiHu | TUNY - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsagy.
3MiHa y KOpOTKiil XxapakTepucTuLi NikapCbKoro
3aco0y, TeKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MEeAMYHOro 3aCTOCyBaHHA Ha nmiacTasi
perynisipHoO OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKkoro 3acoby, abo AocnimKeHb 3 6e3nekn
3acToCyBaHHSA NikapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo Ak pesynbTar
OL|iHKM 3BITY 3 JOC/iMKeHb, MPOBEAEHNX
BIANOBIAHO A0 NnaHy nefiaTpUYHNX JOCAiLKEHb
(PIP) (3MiHy y3rofxeHo 3 KOMMeTEHTHUM
YNOBHOB&XXEHVNM OpraHom)
3MiHU BHECEHO [0 IHCTPYKLii 418 MegnyHoro
3aCTOCYBaHHS NiKapcbKoro 3acoby A0 po3Ainis:
"B3aemogis 3 iHWMMU SlikapcbkuMn 3acobamu Ta
iHWi BMAW B3aemogiii", "OcobnmBoCTi
3acTocyBaHHA" WOA0 6e3nekn 3acToCcyBaHHSA
[ito4oi pevoBUHY NapaueTamon BignoBigHo A0
pekomeHgauiit PRAC.

6e3
peyenma

nionsieae

UA/17386/01/01

200.

TET 36.6®
MAKCI 3
APOMATOM
MAJTMHA

MOPOLLIOK ANt
OpasIbHOr0 PO3UUHY,
no 23 r y calle-nakeTi;
no 5 a6o 10 cauwe-
nakeTiB y nayui

MpusartHe
akuioHepHe
TOBapUCTBO

"Nlekxim-
Xapkis"

YkpaiHa

MNpuBatHe
akuioHepHe
TOBapUCTBO

"Mlekxim-Xapkis"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHu | TMNY - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKiil XxapakTepucTuLj Nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ana
MEeAMYHOro 3aCTOCYBaHHSA Ha MmiacTasi
perynsipHO OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acToCyBaHHS NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesysbTar
OL|iHKM 3BITY 3 JOC/iMKEHb, MPOBEAEHNX
BIANOBIAHO A0 NMiaHy nefiaTpUyHNX AOCAiLKEHb
(PIP) (3mMiHy y3rofxeHo 3 KOMMEeTEeHTHUM
YNOBHOB&XXEHUM OpraHoM) 3MiHW BHECEHO [0
IHCTPYKUIT AN MEAMNYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3ginis: "B3aemogis 3
HLWMMK NiKapCcbKMMK 3acob6amu Ta iHWi BUAn
B3aemMogiin", "OcobMBOCTi 3aCTOCyBaHHA" LWOA0
6e3neky 3acTocyBaHHA Ai040i peYoBUHN
napaueTamon BifnoBifAHO 40 pekoMeHaaLil
PRAC

6e3
peyenma

nionsieae

UA/17861/01/01

201.

TET 36.6®
PANIA 3
APOMATOM
AKALLIT

MOPOLLIOK A5t
OpasIbHOTO PO3UUHY,
no 23 r B calle-nakerTi,
no 5 a6o 10 caule-
nakeTiB y navui

MpuBartHe
akuioHepHe
TOBapUCTBO

"flekxim-
Xapkis"

YKpaiHa

MNpuBartHe
akuioHepHe
TOBapUCTBO

"JlekxiM-Xapkis"

YkpaiHa

BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis:
3MiHu | TMNY - 3MiHK Woao
6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKiil XapakTepucTuLji Nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT Ana
MEeAMYHOrO 3aCTOCYBaHHS Ha MmiacTasi

6e3
peyenma

nionsicae

UA/17387/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
perynisipHO OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKkoro 3acoby, abo AocnimKeHb 3 6e3nekn
3acToCyBaHHSA NikapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BIiTY 3 JOC/iMKeHb, MPOBEAEHNX
BIANOBIAHO A0 NnaHy neiaTpUYHNX JOCAiLKEHb
(PIP) (3mMiHy y3rofXeHo 3 KOMMEeTEHTHUM
YNOBHOB&XXEHVNM OpraHom)
3MiHU BHECEHO [0 IHCTPYKLii 418 MegnyHoro
3aCTOCYBaHHS NikapcbKoro 3acoby A0 po3Ainis:
"B3aemogis 3 iHWMMU SlikapcbkuMn 3acobamu Ta
iHWi BMAW B3aemogiii", "OcobnmBoCTi
3acTocyBaHHA" WOA0 6e3nekn 3acTocyBaHHsA
[ito4oi pevoBUHY NapaueTamon BignoBigHo A0
pekomeHgauiit PRAC.

202. | TET 36.6® MOPOLLIOK ANt MpuBaTHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 6e3 nionsizae UA/17420/01/01
PAMNIA 3 OpasibHOro Po3ynHy, akuioHepHe akuioHepHe 3MiHu | TMNY - 3MiHK Woao peyenma
APOMATOM no 23 r y calle-nakeTi; TOBapUCTBO TOBapuCTBO 6e3nekn/edekTMBHOCTI Ta thapmakoHarisgy.

NMNMOHY no 5 a6o 10 cawe- "Nlekxim- "Mlekxim-Xapkis" 3MiHa y KOpOTKiil XxapakTepucTuLj Nikapcbkoro
nakeTiB y navui Xapkis" 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ana
MEeAMYHOro 3aCTOCYBaHHSA Ha MiacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acToCyBaHHS NikapCbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 JOC/iMKEHb, MPOBEAEHNX
BIANOBIAHO A0 MiaHy nefiaTpUyHNX AOCAILKEHb
(PIP) (3mMiHy y3rofxeHo 3 KOMMeTEeHTHUM
YNOBHOB&XXEHUM OpraHoM) 3MiHW BHECEHO [0
IHCTPYKUIT AN MEAMNYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3ginis: "B3aemogis 3
HLWIMMK NiKapCbKMMK 3acob6amu Ta iHWi BUAK
B3aemMogiin", "OcobMBOCTi 3aCTOCyBaHHA" LWOA0
6e3neky 3acTocyBaHHA Ail040i peYoBUHN
napaueTamon BifnoBifHO A0 pekoMeHaaLil
PRAC

203. | TETPAKCM cycneHsis ons iH'ekujn CaHodi PpaHuis NOBHUIA LMK PpaHuia/ BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a - UA/13069/01/01
®ITETRAXIM no 0,5 mn (1 gosa); no MacTep BMPOGHULITBA, YroplwuHa 3MiHM | TUNYy - 3MiHK 3 AKOCTi. FOTOBMIA peuenmom
BAKUWHA 1 nonepefHbLO KOHTPO/b SKOCTI, nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX
ana 3arnoBHeHOMY LUNpuLy BTOPVHHE peyvoBUH. 3MiHa NnapameTpiB cneuudikauiii
MPO®DINAKT no 0,5 mn (1 posa) 3 nakyBaHHs, Ta/abo fonyCTUMUX MEeX 4718 AONOMDKHOT
KN MPUKPINIEHOI0 FO/KO0 BWMNYCK Cepil: pPeyoBUHM (iHLLI 3MiHK) - BBEeAEeHHS [0AaTKOBUX
OVDTEPII, (abo 2-ma okpeMummn CaHodpi MNactep, KpUTEepIiB NPUIHATHOCTI, @ camMe BU3HAYeHHS
NMPABLUSA, rofikamu), Lo MiCcTuTb PpaHuis; 3ara/ibHOro aepo6HOro MiKpo6bHOro uncna
KALUJTHOKY cycnexsito gns BTOPVHHE (TAMC) i TecTy Ha BMICT 6akTepianbHuX
(AUENONAP | iH'eKUild, B KAPTOHHIl nakyBaHHs, ©HJ0TOKCUHIB 0 cneumdikaliii JONOMKHNX
HWiA Kopobui 3 BUNYCK cepil: PEYOBUH, SIKi BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
KOMMOHEHT | mapkyBaHHAM

CaHodi-ABeHTIC

roToOBOro fikapcbKoro 3acoby, BignoBigHoO A0
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
)TA yKpaiHCbkoo abo MpaisiT Ko. Bumor Ph. Eur. MoHorpadisi 2034 «Cy6cTaHu,i
noniomieni aHrnincbkot, abo nra., ans hapmaLeBTUYHOro 3aCTOCYBaHHSA»
TY iHLIMMK IHO3EMHUMKN Mnatcopma
AACOPBOBA | moBamy; NOTICTUKM Ta
HA, no 1 nonepeaHbo OncTpubyuii y m.
IHAKTUBOBA | 3anoBHeHOMY LUNpULY Bypanewr,
HA, PIOKA no 0,5 mn (1 go3a) 3 YropwuHa
NPYIKPINIEHOIO FONKOK0
(abo 2-ma okpeMmmu
ronkamu), Lo mMicTUTb
CyCneHsito oNns iH'ekyjn
B KapPTOHHIli kopo6Li, B
AKIA MiCTUTBCA
CcTaHfapTHO-
eKCrnopTHa ynakoska
Ta iHCTpyKUis ons
MeAMYHOro
3aCTOCyBaHHA 3
MapKyBaHHSAM
YKpaiHCbKo abo
aHrnicobkoto, abo
iHLUMMW IHO3EMHUMW
MoBamMm
204. | TETPACMNAH pO3unH ANs iHQysild; B. bpayH HimeuunH MoHuiA uykn LLseiuapis BHECEHHS 3MiH [0 peecTpavliiHuX maTepianis: 3a - UA/9875/01/02
6% no 500 mny Menb3yHreH a BMpOGHMLTBA: B. 3MiHu | TURY - 3MiHK Woao peyenmom
KOHTeliHepi; no 10 Al BpayH Megukan 6e3nekun/ethekTVBHOCTI Ta hapMakoHariagy
KOHTEliHepiB y CA (iHLWi 3MiHM) 3MiHWM BHECEHI B TEKCT MapKyBaHHS
KapTOHHI Kopo6Lij; Mo BTOPUHHOI yNakoBKM NikapcbKoro 3acoby y n.8.
250 mn, 500 mny OATA 3AKIHYEHHA TEPMIHY MPUAOATHOCTI.
MiLLKyY; N0 20 MiLKIiB y TepMiH BBEAEHHS 3MiH NPOTArom 6 micsuiB nicns
KapPTOHHIi KOpooLii 3aTBEepMAKEHHSA
205. | TIOKTOH PO34UH AJ151 iH'EKLLNA, TOB YkpaiHa K.T. POM®APM PymyHis BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis: 3a - UA/17881/01/01
600 mr/24 mn; no 24 "®OPC- KOMMAHI 3MiHu | TMny - 3MiHKW 3 AKoCTi. FoTOBUIA peyenmom
My dpnakoHi, no 5 PAPMA C.P.J1., PymyHia nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa
(h/1aKOHIB Y KapTOHHIl ANCTPUB (BUPOBHMLTBO ab0 BBeleHHA A0A4ATKOBOI AiNbHULLI
nauui HOLWH" Ta nepBuHHe BMPOBHMLTBA A/151 YacT!HU abo BCbOro
nakyBaHHs BMPOGHNYOro NpoLecy roToBoro Nikapcbkoro
nNiKapcbkoro 3aco0by (iHLWi 3MiHK)
3acoby; 3a3HayYeHHs BUPOGHMKA, BiANOBILA/ILHOIO 3a
BTOPUHHE BMPOOHULITBO Ta NepBMHHE NakyBaHHsA 13 K.T.
nakyBaHHs, POM®APM KOMMAHI C.P.J1., PymyHis (Byn.
KOHTPO/1b [Opymyn Cepiin OtoneHb Ne 52, M. OToneHb,
KiHLLeBOro 075100, okpyr Incos, PymyHist), a Takox
NpoAyKTy Ta YTOUYHEHHSI BUPOGHNYMX (DYHKLLii BUPOBHUKIB
BWMNYCK cepil) rna3
206. | TPABOHEKC | kpanni 04Hi, po3yuH, Hekctchapm | Pecny6nik PA®APM CA Ipevyis BHECEHHS 3MiH 0 peecTpayjiiiHux maTepianis: 3a - UA/17649/01/01
T 40 mkr/ma, no 2,5 mny m6X a ABCTpist 3MiHu | TMNy - AAMIHICTpaTVBHI 3MiHK. 3MiHa peyenmom
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
chakoHi-kpanesbHuL,; HalilMeHyBaHHs Ta/abo agpecu 3asBHUKa
no 1 cpnakoHy- (BNacHuKa peecTpauiiiHoro nNocBig4YeHHs) -
KpanenbHuui y 3mMiHa agpecy 3asBHVKa (BnacHuKa
KapTOHHI KopoobLi peecTpaLiiHOro NocBigYEHHS) Y 3B'A3KY 3i
3MIiHOI Micusl po3TallyBaHHsA odpicy. BBeeHHs
3MiHV NPOTAroM 6-Tv MicALiB nicns
3aTBepMKeHHS; 3MiHK | Tuny - 3MiHW WoAo
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy.
BBefieHHs1 ab0 3MiHW [0 y3araslbHEHUX AaHuX
npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX Npo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobw,
BiANOBIAA/IbHOT 32 34iCHEHHS
dhapmakoHarnsgy; KoHTakTHoi ocobu 3
hapmakoHarnsigy 3asiBHUKa 415 34iNCHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHa
BiIMiHHA BiJ, YyNOBHOBaXEHOI 0Co6M,
BiiNOBIfANbHOI 3a 3iiCHEHHS hapmakoHarnsgy
(BKIOYAKOUM KOHTAKTHI JaHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy) - 3MiHa KOHTakTHOI 0cobu
3asBHWMKa, BiANOBiAabHOI 3a hapMakoHarnsg, B
YKpaii.
[itoua pepakuis: WWnronesa MapiaHHa
BikTopiBHa. MponoHoBaHa pegakuis: Lynby,
Onbra CepriiBHa.
3MiHa KOHTaKTHUX [aHnX KOHTaKTHOI 0cobu
3asBHMKa, BiANOBiAaIbHOI 3a hapmakoHarnsag, B
YKpaiHi
207. | TPMUMCNA TabneTkun, BKpUTI Makneogc IHAain Makneogc IHAis BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis: 3a - UA/8739/01/01
200 N1iBKOBOIO dapmacbioT PapmacbloTukan 3MiHu | TURY - 3MiHK Woao peyenmom
060/10HKO10, N0 200 nKasnc c Nlimiteq 6e3nekun/edhekTVBHOCTI Ta hapMakoHarnagy
Mr, no 6 TabneTok y Niviten (iHLWi 3MiHM) 3MiHWN BHECEHI Yy TEKCT MapKyBaHHS
cTpuni, no 1 a6o no 5 NepBuHHOT (N.4) Ta BTOPUHHOT (M. 8) ynakoBKu
CTPUNIB Yy KAPTOHHIl NiKapcbkoro 3acoby o0 3a3HaYeHHs fatu
ynakoBui; no 15 3aKiHYEHHs1 TepMiHY NPUAATHOCTI NiKapcbkoro
TabneTok y cTpumi; no 3aco6y. BBegeHHs 3MiH MpPOTAromM 6-Tu MicsiuiB
1 a6o no 2 ctpunn'y nicnsa 3aTBepaKeHHs
KapTOHHI ynakosL,i
208. | YPEOTOMN® ma3b 12 % no 50 r abo | TOB «MIBE Ykpaina mi6e Mm6X HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 6e3 nionszae UA/11751/01/01
no 100 r y Ty6i; no 1 YKPATHA» ApuHaiimitTTens 3MiHu | TMNy - 3MiHKW 3 AKOCTi. FOTOBMIA peyenma

Ty6i B KQPTOHHI
Kopoobui

nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa y
cknagi (4oNoMiXHUX peyoBUHax) roToBOro
niKkapcbKoro 3acoby (iHLi AONOMDKHI pevyoBUHN) -
Byab-sika He3HayHa 3MiHa KinlbKiCHOro cknagy
[OMOMiKHUX PEYOBVH Y TOTOBOMY JTiKapCbKOMY
3aco06i - BHeceHHs 3miH 1o p.3.2.P.1 Onuc i
cknag /13, a came- 3a3HaveHHs cTabinisaTopa
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

all-rac-a-tocopherol, sikuii MicTUTbCS Y
[OMOMDKHI/i PeUOBUHI, L0 BUKOPUCTOBYETLCS
BMPOGHMKOM slikapcbKoro 3acoby paraffin, white
soft. All-rac-a-tocopherol Bxoguno go cknagy
[OMOMiXXHOT PeYOBVHU, LLIO BUKOPUCTOBYBaI0CA
paHille, ane paHiwe He 6yB 3a3Ha4YeHWit Hi B
[0CbE, Hi B iH(hopmaLii Mpo NpoaykT. BHeceHHs
pefakuiiiHux 3miH go p.3.2.P.1 Onuc i cknag N13.
3MiHN BHECEHO B IHCTPYKL,iIO 415 MeANYHOro
3acTOCyBaHHS NiKapCcbKOro 3acoby y po3ain
"Cknaf" (4ONOMiKHI pevyoBUHW), Ta SIK HAC/iJoK -
y BignoBigHi po3ginu "MpotunokasaHHs" Ta
"Oco61MBOCTI 3acTocyBaHHS" . BignoBigHi 3MiHu
BHECEHO Y TEKCT MapKyBaHHS ynakoBK/
nikapcbkoro 3acoby. BBefeHHA 3MiH NPOTAroM
6-TV MicALIB Mic/1A 3aTBepMKEHHS. 3MiHu | Tuny -
3MiHK 3 SKoCTi. FoTOBMIA Nikapcbkuid 3aci6. Onuc
Ta cknag,. 3miHa y cknagi (40noMiKHUX
peyoBMHaXx) roTOBOrO Jlikapcbkoro 3acoby (iHLwi
[O0NOMDKHI peqyoBuHN) - Byab-sika He3HaYHa
3MiHa KifIbKiCHOro ckafy AONOMDKHUX PEYOBUH
y FOTOBOMY JlikapCbKOMy 3aco6i - BHeCeHHs 3MiH
0o p.3.2.P.1 Onuc i cknapg 13, a came-
3a3HavyeHHs ctabinisaropa all-rac-o-tocopherol,
AKUIA MICTUTBCA Y AOMNOMIXKHIA PEYOBYHI, IO
BUKOPVCTOBYETLCA BUPOOHUKOM MiKapCbKOro
3acoby Vitamin-A-palmitate concentrate (oily
form). All-rac-a-tocopherol Bxogwnio fo cknagy
[OMOMiXXHOT PeYOBVHU, LLIO BUKOPUCTOBYBa10CA
paHille, ane paHiwe He 6yB 3a3Ha4YeHWit Hi B
[0CbE, Hi B iH(hopMaLii Mpo NpoaykT. BHeceHHs
pefakuiiiHux 3miH go p.3.2.P.1 Onuc i cknag N13.
3MiHN BHECEHO B IHCTPYKLiIO 415 MeANYHOro
3acToCyBaHHS NiKapCcbKoro 3acoby y po3ain
"Cknaf" (4ONOMiKHI pevyoBUHW), Ta SIK HAC/iJoK -
y BignoBigHi po3ginu "MpotunokasaxHHs" Ta
"Oco6nMBOCTI 3acTocyBaHHA". BignosigHi 3miHK
BHECEHO Y TEKCT MapKyBaHHS ynakoBK/
nikapcbkoro 3acoby. BBefeHHA 3MiH NPOTAroM
6-TV MicALIB MiC/1A 3aTBepMKEHHSA. 3MiHu | Tuny -
3MiHK 3 SKocTi. FoTOBMIA Nikapcbkuid 3aci6. Onuc
Ta cknag,. 3miHa y cknagi (40noMiKHUX
peyoBMHaX) roTOBOrO Jlikapcbkoro 3acoby (iHLwi
[O0NOMDKHI peqyoBuHN) - Byab-sika He3HaYHa
3MiHa KifIbKiCHOro ckafy AONOMDKHUX PEYOBUH
y FOTOBOMY JlikapCbKOMy 3aco6i - BHeCeHHs 3MiH
0o p.3.2.P.1 Onuc i cknapg N3, a came-
3a3HayeHHs crtabinisatopa peanut oil, skuii
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

MICTUTBCS Y AOMOMIXHIA peYOoBUHI, LLIO
BUKOPVCTOBYETLCA BUPOOHUKOM MiKapCbKOro
3acoby Vitamin-A-palmitate concentrate (oily

form). Peanut oil Bxognno go cknagy

[OMOMiXXHOT PeYOBVHU, LLIO BUKOPUCTOBYBaI0CA
paHille, ane paHiwe He 6yB 3a3Ha4YeHWit Hi B
[0CbE, Hi B iH(hopMaLii Mpo NpoayKT. 3MiHW
BHECEHO B iHCTPYKL;l0 415 MEAUYHOrO
3aCTOCyBaHHS NiKapCbKOro 3acoby y po3ain
"Cknag" (LOMOMKHI pe4yoBUHM), Ta K HAC/ILOK -
y BigNoBigHI po3ainu "MpoTunokasaHHA" Ta
"Oco6n1BOCTI 3acTocyBaHHS" . BignosigHi 3MiHK
BHECEHO Y TEKCT MapKyBaHHS yMakoBK/
niKapcbkoro 3acoby. BBeeHHS 3MiH NPOTAroM
6-TV MicALIB MiCNS 3aTBEPLKEHHS.

209.

YPCOCAH®

Kancynu no 250 mr, no
10 kancyn y 6nicTepi;
no 1 a6o 5, a6o 10
6nicTepiB y KAPTOHHIl
Kopobui

NPO.MEA.L,
C Mpara a.c.

Yecbka
Pecny6nik
a

BCi cTagii
BUPOGHMLTBA,
KOHTPO/b AKOCTI
Ta BUNyCK cepii:
MPO.MEA.LIC
Mpara a.c.,
Yecbka
Pecny6nika
nepBUHHE i
BTOPUHHE
naKkyBaHHs:
CBYC dapma
a.c., Yecbka
Pecny6nika
nepBUHHE i
BTOPUHHE
naKkyBaHHs:
KOO®PAPMA
C.p.0., Yecbka
Pecny6nika
KOHTPO/b AKOCTI:
AJIC Yecbka
Pecnyb6nika,
c.p.o., Yecbka
Pecny6bnika
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
BUPOGHMLTBO "in
bulk", kOHTpPONb

Yecbka
Pecny6nika/
CnoBaubka
Pecny6nika

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHu | TUnNy - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa
abo BBeEeHHS 40A4AaTKOBOI AiNbHULL
BMPOGHMLTBA 4151 HACTUHM abo BCbOro
BMPOGHNYOro MPOLECY roTOBOrO NiKapCbKOro
3acoby (ginbHMLA AN BTOPUHHOTO NakyBaHHS)
nopasaHHA CaHeka ®apmacbloTukans a.c.,
CnoBaubka Pecny6nika B SiIKOCTi BUPOBHMKa
BifJNOBIAA/IbHOTO 38 BTOPVMHHE NakyBaHHA J13.
3MiHu | TUNYy - 3MiHK 3 siKocTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa
abo BBeEeHHS 404AaTKOBOI AiNbHULL
BMPOGHMLTBA 4151 HACTUHM abo BCbOro
BMPOGHNYOro MPOLECY roTOBOrO NiKapCbKOro
3aco0y (AiNnbHWLA AN NEePBUHHOTO NaKyBaHHS)
nopasaHHA CaHeka ®apmacbloTukans a.c.,
CnoBaubka Pecny6nika B iIKOCTi BUPOBHMKA
BifJNOBIAa/1bHOrO 3a NepBMHHE NakyBaHHsA J13.
3MiHu | TUNYy - 3MiHK 3 siKocTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa
abo BBeEeHHS 404AaTKOBOI AiNbHULL
BMPOGHMLTBA 4151 HACTUHM abo BCbOro
BMPOGHNYOro MPOLECY roTOBOrO NiKapPCbKOro
3aco6y (AinbHMLSA, Ha ki NpoBOAATLCA by ab-
AKi BUPOGHMYI CTagil, 3a BUHATKOM BUMYCKY
cepiii, KOHTPOSO SKOCTi, NEPBUHHOTO Ta
BTOPWHHOTO MaKyBaHHS, A/ HECTEPUTbHNX
nikapcbknx 3acobiB) BBeAEHHA A0AaTKOBOI
AiNbHWLI BigNoBigaNbHOT 3a BUPOGHMLTBO "in

cepii: bulk" - CaHeka ®apmacbloTukans a.c.,
CaHeka CnoBaubka Pecny6nika. 3MiHun | Tuny - 3miHn 3
PapmacbloTukan AKOCTi. [0TOBWIN Nikapcbkumii 3aci6. 3MiHW Y

3a
peyenmom

UA/3636/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3a.c., BMPOOHULTBI. 3MiHa iMnopTepa/3MiHu, Lo
CnoBaLbka CTOCYITbCA BUMYCKY Cepii Ta KOHTPOO AKOCTI
Pecny6nika roTOBOro Nikapcbkoro 3acoby (3amiHa abo
[0JaBaHHs AiNTbHULI, Ha SKil 34IACHIOETLCA
KOHTPO/b/BUNPOBYBaHHSA cepil) AofaBaHHSA
CaHeka ®apmacbloTvkans a.c., Cnosatbka
Pecny6nika B sikoCTi BUpOGHMKa
BiANoBiAa/IbHOIO 3a KOHTPO/Ib cepii J13.
210. | ®APUHIOCE | nboAsiHMKM NpecoBaHi CaH IHAain Tepania AT PymyHis BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: 6e3 nionsizae UA/6511/01/01
nT no 10 wr, no 10 dapmacbioT 3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenma
NbOASHUKIB y 6nicTepi, nKan HalilMeHyBaHHs Ta/abo agpecu Micus
no 2 6nictepu y IHoacTpi3 NpOBaKEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
KapTOHHIA Kopoo6Li Niviten rOTOBOrO JliKapCcbKoro 3acoby, BK/IYa4um
OinbHUL BUNYCKY cepii abo MicLe npoBeAeHHs
KOHTPO/IO SIKOCTI. (QiS/IbHICTb, 3a 5Ky BignoBigae
BMPOGHMK/IMNOpTEp, BK/IOYAUM BUMYCK Cepiid)
MpuBeneHHs Ha3BW BUPOBHKMKA, Y BIANOBIAHICTb
[0 Ha3BW KOMNaHii, 3apeecTpoBaHili B KpaiHi
noxomxeHHs (MigTBepaKeHHs iHopmauii npo
KOMNaHito).
211. | ®APUHIOCE | nboAsiHMKM NpecoBaHi, CaH IHAaia Tepania AT PymyHis BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis: 6e3 nionsizae UA/17752/01/01
AT 3i no 10 mr; no 10 dapmacbioT 3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa peyenma
CMAKOM NbOASHUKIB y 6nicTepi; nKan HaliMeHyBaHHs1 Ta/abo agpecu Micus
KoPUL| no 2 6nictepn y IHAacTpi3 NPOBaKEeHHS AiSIbHOCTI BUpo6HMKa/imnopTepa
KapTOHHI KopoobLi NimiTen rOTOBOrO JliKapcbKoro 3acoby, BK/4Ya4mn
OinbHULI BUNYCKY cepii abo micLe npoBeAeHHs
KOHTPOJIO SIKOCTI. (AiS/IbHICTb, 3a 5Ky BignoBigae
BMPOGHMK/IMNOpTEp, BK/IOYAOUM BUMYCK Cepiid)
MpuBeneHHs Ha3BW BUPOBHKMKA, Y BiANOBIAHICTb
[0 Ha3BW KoMNaHii, 3apeecTpoBaHili B KpaiHi
noxogxeHHs (MigrsepoXeHHs iHdopmadii npo
KOMNaHito).
212. | ®APUHIOCE | NbOAsHUKM NpecoBaHi CaH IHais Tepanis AT PymyHist BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 nionsieae UA/0019/01/01
AT 3i no 10 mr, no 10 dapmacbioT 3MiHu | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa peyenma
CMAKOM NbOASAHUKIB Y BAicTepi, nKau HaliMeHyBaHHS Ta/abo afpecy micus
NMMOHA no 2 6nictepn 'y IHAacTpi3 NPOBaPKEHHS AiSIbHOCTI BUpo6HMKa/imnopTepa
KapTOHHIlA KopooLi NimiTen rOTOBOrO JliKapCcbKoro 3acoby, BK/4Yaumn
AiNbHUL BUNYCKY cepii abo MicLie NpoBefeHHs
KOHTPOJIO SIKOCTI. (QiS/IbHICTb, 3a 5Ky BignoBigae
BMPOGHMK/IMNOPTEp, BK/IOYaUM BUMYCK Cepiid)
MpvBeaeHHA Ha3BK BUPOOHMKA, Y BIANOBIAHICTL
[0 Ha3BW KOMMaHii, 3apeecTpoBaHili B kpaiHi
noxomxkeHHs (MigrsepokeHHs iHdopmadii npo
KOMMaHilo).
213. | ®APUHIOCE | nboAsiHUKM NpecoBaHi, CaH IHAaisa Tepania AT PymyHis BHECEHHS 3MiH [0 peecTpavljiiiHiX MmaTepianis: 6e3 nionsizae UA/17721/01/01
AT 3i no 10 mr, no 10 dapmacbioT 3MiHW | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peuyenma
CMAKOM NbOASAHUKIB Y BnicTepi, nKau HaliMeHyBaHHS Ta/abo afpecy micus
M'ATU no 2 6nictepn y IHAacTpi3 NPoBaPKEeHHS Ais/IbHOCTI BUpO6HMKa/iMnopTepa
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
KapTOHHI KopoobLi Nimiten rOTOBOrO J1iKapCbKOro 3acoby, BK/IYa4m
AiNbHULI BUNYyCKy cepii abo MicLie NpoBeAeHHS
KOHTPOIO SIKOCTI. (AiSNIbHICTb, 3a SKy BignoBigae
BMPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK Cepiid)
MprBeAEHHA Ha3BY BUPOGHMKA, Y BiANOBIAHICTL
[10 Ha3BW KOMNaHii, 3apeecTpoBaHiii B KpaiHi
noxomxeHHs (MigTBepakeHHs iHdopmauii npo
KOMNaHito).
214. | ®APUHIOCE | nboAsiHMKM NpecoBaHi, CaH IHAain Tepania AT PymyHis BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: 6e3 nionsizae UA/17771/01/01
aT 31 no 10 wr; no 10 dapmacbioT 3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenma
CMAKOM NbOASHUKIB y 6nicTepi; nKan HalilMeHyBaHHs Ta/abo agpecu Micus
POMY no 2 6nictepn y IHAacTpi3 NPOBaKEeHHSA AiSIbHOCTI BUpOobHMKa/imnopTepa
KapTOHHIA Kopoo6Li Niviten rOTOBOrO JliKapCcbKoro 3acoby, BK/IYa4um
OinbHUL BUNYCKY cepii abo MicLe npoBeAeHHs
KOHTPO/IO SIKOCTI. (QiS/IbHICTb, 3a 5Ky BignoBigae
BMPOGHMK/IMNOpTEp, BK/IOYAUM BUMYCK Cepiid)
MpuBeneHHs Ha3BW BUPOBHKMKA, Y BIANOBIAHICTb
[0 Ha3BW KOMNaHii, 3apeecTpoBaHili B KpaiHi
noxomxeHHs (MigTBepaKeHHs iHopmauii npo
KOMNaHito).
215. | ®APUCIN Tabnetkn ans CninbHe YkpaiHa CaHeka CnoBaubka BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 - UA/12843/01/01
PO3CMOKTYBaHHS 3i YKpaiHCbKO- dapmachbioTikasn Pecny6nika/ 3MiHu | TUnYy - 3MiHKn 3 AkocTi. CepTudikaT peyenma
CMakoM anesibCuHy, icnaHcbke 3a.c., IcnaHis BignosigHocTi/IE-cepTudikar BignosigHoCTi
no 10 Tabnetok y nignpvemMcTs Cnosaubka €sponelicbkin dhapmakonei/moHorpadii.
6nicTepi; no 2 o "CIMNEPKO Pecny6nika; MoaaHHA HOBOro abo OHOBMIEHOrO cepTudikaTa
6nictepu B nauuj 3 YKPAIHA" NNABOPATOPIO BiANOBIAHOCTI ab0 BU/TyYEHHS cepTudikata
KapToHYy C ANIKANA BiANOBIAHOCTI E€Bponeiickbkili hapmakonei: ans
DAPMA, C.1., A®I; ana BuxigHoro
IcnaHis mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, L0
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[0NOMDKHOT peyoBrHU (cepTudpikat
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHoBREeHW cepTUdiKaT Bif yXe 3aTBEPAXEHOr0
BUPOGHMKA - NOAAHHA OHOB/IEHOTO cepTudikara
BiAgnoBigHOCTI EBponeiicbkiit hapmakonei Ne RO-
CEP 2018-081 - Rev 01 (3atBepmxeHo: RO-CEP
2018-081 - Rev 00) ans A®I xnoprekcnamHy
Ouriapoxnopuay Big 4it04oro BUpobHUKa
Medichem, S.A., IcnaHis.
216. | ®APUCIN Tabnetku ons CninbHe Ykpaina CaHeka CnoBaubka BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 6e3 - UA/12844/01/01
PO3CMOKTYBaHHS 3i YKparHCbKO- dapmacbloTikan Pecny6nika/ 3MiHu | TUNY - 3MiHK 3 sKocTi. CepTudikar peyenma
CMakoM JIMMOHY no 10 icnaHcbke 3a.c., IcnaHis BignoBigHocTi/lE-cepTudikart BignosigHocTi
Tabnetok y 6nictepi; nignNpuemMcTs CnoBaubka €Bponelicbkiit hapmakonei/MmoHorpadii.
no 2 6nictepu B navui 0 "CMNEPKO Pecnyb6nika; MopaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
3 KapTOHY YKPAIHA" JIABOPATOPIO BiAMOBIAHOCTI ab0 BU/TyUYEHHS cepTudikata
C AIKANA BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
PAPMA, C.J1., A®I; ona BuxigHoro
Icnanis mMartepiany/peareHTy/NpoMiKHOTO NPOAYKTY, WO
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BUKOPWCTOBYIOTLCS y BUPOOHNLTBI ADI; ans
[0NOMDKHOT peyoBrHU (cepTudpikat
BifnoBigHoOCTI €Bponelickkili hapmakonel) -
OHOBReHW cepTUddikaT Bif, y)xe 3aTBEpAXEHOro
BUPOGHMKA - NOAAHHA OHOBNEHOTO cepTudikara
BiNOBIAHOCTI E€Bponelickkilt hapmakonei Ne RO-
CEP 2018-081 - Rev 01 (3atBepmxeHo: RO-CEP
2018-081 - Rev 00) ans A®I xnoprekcnamHy
avrigpoxnopuay Bif 4ito4oro BUpobHuKa
Medichem, S.A., IcnaHis.
217. | ®EBYMAKC TabneTku, BKPUTI Maxkneopc IHais Maxkneopc IHAis BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a - UA/19034/01/01
nniBkoBOK 060/10HKO | PapmacbioT dapmacboTukan 3MiHK | TNy - 3MiHK WoA[0 peyenmom
no 80 wr, no 14 nkanc c Nimiteq 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy
Tabnetok y 6nictepi; NimiTen (iHWi 3miHW). 3MiHV BHECEHI B TEKCT MapKyBaHHS
no 2 6nictepu B Ha BTOPWHHIM ynakoBL,i NikapCbKoro 3acoby y m.
KapTOHHIA ynakoBL,i 8 [laTa 3aKkiH4eHHS TepMiHy NpUAATHOCTI.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS.
218. | PEBYMAKC TabneTku, BKpUTI Makneopc IHAjA Makneopc IHAjsA BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a - UA/19034/01/02
NNiBKOBOK 060/10HKOKD | PapmMacbioT dapmacbloTukan 3MiHK | TNy - 3MiHK Woao peyernmom
no 120 wmr, no 14 nkanc c Nliviteq 6e3nekn/edhekTUBHOCTI Ta hapMakoHarisgy
Tabnetok y 6nictepi; NimiTen (iHWi 3miHW). 3MiHV BHECeHi B TEKCT MapKyBaHHS
no 2 6nictepu B Ha BTOPUHHIA ynakoBL,i flikapcbKoro 3acoby y .
KapTOHHI ynakosL,i 8 [laTa 3aKiH4eHHS TepMiHY NpUAATHOCTI.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHS.
219. | ®ENOAMN TabneTtkn 3 TOB «TeBa YkpaiHa BMPOBGHULITBO HimeuuunHa/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a - UA/4378/01/01
MoAandpikoBaHUM YkpaiHa» Hepo3gacoBaHO Yecbka 3MmiHu | TNy - 3MiHKW 3 AKOCTi. FoTOBMIA peyenmom
BWBI/TbHEHHAM MO 2,5 T npoAyKujii: Pecny6nika nikapcbkuii 3aci6. 3MiHM y BUPOOHULTBI. 3MiHM
mr, no 10 tabneTok y Knoke ®apma- BUNpobyBaHb abo AONYCTUMUX MEX,
6nicTepi; no 3 abo no Cepgic 'mM6X, BCTaHOB/EHMX Y cnevumdikauisx, nig yac
10 6nicTepiB y kopobLi HimeuunHa BMPOGHMLTBA rOTOBOTO J1iKapCbKOro 3acoby
nepBuHHa Ta (BVNYyYEHHS HECYTTEBOTO BUNPOBYBaHHS B
BTOPVHHA npoLeci BUPOGHULITBA) BHECEHHS 3MiH 40 p.
ynakoBKa, 3.2.P.3.3 Onuc BUpOGHMYOro npotiecy Ta
KOHTPO/Ib Cepii: KOHTPO/II0 npouecy (Step 8), a came BUyYeHHS
Mepkne M'm6X, KOHTPO/IO0 HE3HAYHMX MOKa3HWKIB B NPOLLECI
HimeuunHa BMPOGHULTBA, a came napameTpis Apparent
[03BiN Ha volume (Ph. Eur. 2.9.15): Poured volume,
BUNYCK cepil: Tapped volume
Mepkne I'vbX,
HimeyunHa
KOHTPO/Ib cepil
Ta [,03BiN Ha
BUNYCK cepil:
TeBa Yex

IHpacTpis c.p.o.,
Yecbka
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Pecny6nika
220. | ®ENOAMN Tabnetkn 3 TOB «TeBa YkpaiHa BMPOOHULITBO HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a - UA/4378/01/02
MogucpikoBaHUM YkpaiHa» Hepo3dacoBaHo Yecbka 3MmiHu | Tvny - 3MiHKn 3 AKocTi. FoToBUIA peyenmom
BMBI/TbHEHHAM M0 5 T npoAykuji: Pecny6nika nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3MiHK
Mmr, no 10 TabneTok y Knoke ®apma- BMNPO6YBaHb ab0 A0NYCTUMUX MEX,
6nictepi; no 3 abo no Cepsic 'mbX, BCTaHOB/EHMX Yy cneymdikayisx, nig yac
10 6nicTepiB y kopobui HimeuunHa BMPOGHMLTBA rOTOBOTO J1iKapCbKOro 3acoby
nepBuHHa Ta (BMNYYEHHSI HECYTTEBOIO BUNPOGYBaHHSA B
BTOPVHHA npoeci BUPO6HMLITBA) BHECEHHS 3MiH [0 p.
ynakoBka, 3.2.P.3.3 Onuc BMpobHUYoro npotiecy Ta
KOHTPONb cepii: KOHTpO/It0 npouecy (Step 8), a came BUTy4eHHS
Mepkne T'mM6X, KOHTPOJI0 HE3HAYHWX NOKa3HMKIB B MPOLECi
HimeuunHa BMPOGHMLTBA, a came napameTpiB Apparent
[03BiN Ha volume (Ph. Eur. 2.9.15): Poured volume,
BWMNYCK Cepil: Tapped volume
Mepkne 'mM6X,
HimeyunHa
KOHTPO/b cepii
Ta [03BiN Ha
BUNYCK cepil:
Tea Yex
IHpacTpis c.p.o.,
Yecbka
Pecny6nika
221. | ®ENOAMN Tabnetkn 3 TOB «TeBa Ykpaina BMPOGHMLTBO HimeuuunHa/ BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis: 3a - UA/4378/01/03
MoAandikoBaHUM YkpaiHa» Hepo3g)acoBaHO Yecbka 3MiHu | TMNy - 3MiHKW 3 AKOCTi. FOTOBMIA peyenmom
BMBITbHEHHAM Mo 10 T npoAykKujii: Pecny6nika nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3MiHK
mr, no 10 TabneTok y Knoke ®apma- BUMNpobyBaHb abo AONYCTUMUX MEX,
6nictepi; no 3 abo no Cepsic 'vbX, BCTaHOB/EHMX Y cnevudikavisx, nig yac
10 6nicTepiB y kopobui HimeuunHa BMPOGHMLTBA rOTOBOTO /1iKapCbKOro 3acoby
nepBuHHa Ta (BMNYYEHHS HECYTTEBOTO BUNPOGYBaHHS B
BTOPVHHA npoueci BUpOOHULITBA) BHECEHHS 3MiH 40 p.
ynakoBka, 3.2.P.3.3 Onuc BMpOGHMYOro npoecy Ta
KOHTPO/b cepil: KOHTPO/II0 npouecy (Step 8), a came BUSTyYEHHSA
Mepkne M'm6X, KOHTPO/I0 He3HAYHMX MOKa3HWKIB B NPOLLECI
HimeuunHa BMPOGHULTBA, a came napameTpis Apparent
[003BiN Ha volume (Ph. Eur. 2.9.15): Poured volume,
BUNYCK cepil: Tapped volume
Mepkne 'mM6X,
HimeuunHa
KOHTPO/Ib cepil
Ta [,03BiN Ha
BUNYCK cepil:
Tea Yex
IHpacTpi3 c.p.o.,
Yecbka
Pecny6nika
222. | ®EPBEKC NOpOLIOK ANnst YIMNCA CAC PpaHujis YMNCA CAC PpaHujis BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis: 6e3 nionsieae UA/5441/01/01
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KapTOHHI KopoobLi

apomMmaTtmn3aTtopy aHTU/IbCbKOro Ha apomMaTtmnsatop

6apBHUKN) - [logaBaHHs, BUNyYeHHsi abo 3amiHa

3MiHa fJOMOMDKHOI Pe4OBMHM, a came

NIMMOHHWIA y cknagi M3, [loaaTkoBo, pefaKLiiiHi
3MiHm B n.3.2.P.1.0nuc i cknag N3,
n.3.2.P.3.2.Cknag Ha cepito, n.3.2.P.3.3.0nuc
BMPOGHMYOrO npouecy. 3MiH/ BHECEHO 0
IHCTPYKUIT AN MEANYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao posginis "Cknag”, sk
Hacnigok, fo posainy "OcobnmnsocTi
3acToCyBaHHS", LWOAO 3MiHW AOMOMIKHOT
peyoBUHM B cKNagi Nikapcbkoro 3acoby.
BianoBigHi 3MiHV TakoX BHECEHI 0 TEKCTY
MapKyBaHHS YNakoBKW NiKapcbkoro 3acooy.
3MiHu | TUNY: 3MiHK 3 AKocTi. FoTOBWMIA
nikapcbkuii 3aci6. KOHTposb roToBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauii Ta/abo AONYCTUMUX MEX FOTOBOr0
nikapcbKoro 3acoby (iHwi 3MiHM) 3MiHa
OONyCTUMUX MEX crneuundikauii 3a NokasHUKOM
«OpraHoNenTUYHI XapakTepPUCTUKN,
06yMOB/IEHI 3MIHOIO B Cknagi f0MOMDKHOI
peyoBUHW. 3MiHU BHECEHO [0 IHCTpyKLjii Ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby
00 po3sgainy "Nikapcbka hopma. OCHOBHI hisnko-
XiMiYHi BNacTMBOCTI" LLOA0 3MiHM onucy
MOPOLLKY NiKapCbKoro 3acoby. 3miHu | Tuny:
3MiHK 3 siKoCTi. FoTOBUIA NiKapcbkuii 3aci6.
KoHTposb roToBOro fikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikalii Ta/abo JonycTUMUX
MEX roTOBOrO /iKapCbKoro 3acoby (iHLLi 3MiHW)
3mMiHa gonycTuMmnx mex cnevudikauii ons
napameTpy «5% po3unH (Maca/ob’em),
06ymoB/ieHa 3MiHOIO B CKnagi A0MOMKHOT
peyoBuHW. 3MiHu | TUNy: 3MiHK 3 SKOCTI.
['oTOBWIA Nnikapcbkuii 3aci6. KOHTPOb roTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo AONYCTUMKX MEX FOTOBOr0
niKapcbkoro 3acoby (40NOBHeHHS abo 3amiHa
nokasHuka cneuudikauii 3a pesynbratamu
JocnipkeHb 3 6e3nekn abo AKOCTi (3a BUHATKOM
nikapcbKnx 3aco6iB 6io10rivYHOro/iMyHOM0riYHOro

noxofpkeHHs)) lonoBHeHHs cneumdikauii Ha

Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
ansa OpasibHOrO PO3UUHY; 3MiHu | TUNY: 3miHK 3 AKkocTi. [oToBWMIA peyenma
AOoPOCNX no 8 cawe 3 nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa y
BE3 LLYKPY NOPOLUKOM Y cknagi (A0NOMiXXHUX peyoBrHax) roTOBOro
nikapcbKoro 3acoby (cmakosi Jo6aBku abo
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

BUMYCK Ta TEPMiH npuAgaTHocTi /13 noka3H1Kom
«TecT Ha YACTOTY: MPOAYKTN po3nagy
peHipamiHy» (BEPX). 3miHa nos’'sisaHa 3
NOCW/IEHHAM KOHTpOIO /13 y 3B’A3Ky 3
OHOBJIEHHAM cknagy N3.
3MiHu | TUNY: 3MiHK 3 SIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KOHTpoib roTOBOro
nikapcbkoro 3aco6y. 3mMiHa napameTpis
cneumdikauii Ta/abo fONYCTUMUX MEX FOTOBOrO
nNikapcbKoro 3acoby (iHwi 3MiHM) 3MiHa 4acToTu
KOHTPO/I0 33 MOKa3HUKOM «TeCT Ha YUCTOTY»
npu Bunycky MN3, i3 «Mpu BUNYCKY KOHTPO/b
TECTOBOro napameTpy NPOBOAUTLCH He
PYTUHHO» Ha «PyTWHHE BUNPOGYBaHHS». 3MiHN |
TUNy: 3MiHW 3 SIKOCTi. TOTOBWIA Nikapcbkuii 3acib.
KoHTposb roToBOro fikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikalii Ta/abo AonycTUMUX
MEX roTOBOr0 /iKapCbKOro 3acoby (J0MNOBHEHHSA
cneuudikauii HOBUM NMOKa3HWKOM 3 BifNoBiAHUM
MeToZ0M BUNPO6yBaHHA) 3MiHa napameTpis
cneundikavii M/13 3a Noka3HMKOM «TecT Ha
YMCTOTY: NPOAYKTM pO3nafy napauetaMmosy» Ha
BUMYCK Ta TEPMiH NpUAATHOCTI, a came
BBE/IEHHS HOBWX NapameTpiB creumdikawi
(KOXHWI HecnewuudikoBaHW NPOAYKT po3nagy 3
HopMyBaHHAM <0,1% i cyma npoAykTiB po3naay
3 HopMyBaHHAM <0,1%). 3MiHu | TUNY: 3MiHK 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauiii Ta/abo [ONYCTUMUX MEX FOTOBOrO
NiKapCbKOro 3acoby (3BY)XEHHS A0MYyCTUMMUX
MeXx)
3BYXeHHs Mex cneuudikauii N3 3a
MOKa3HMKOM «TeCT Ha YNCTOTY: NPOAYKTU
po3nagy ackop6iHOBOT KUCNIOTW» Ha TEPMIH
npugatHocTi 13, a came LWaBeBoi KUCNOTH 3
<0,2% po <0,1%. 3miHu | Trny: 3MiHN 3 SKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. KOHTPOb roTOBOr0
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo AONYCTUMKX MEX FOTOBOr0
nNiKapcbkoro 3acoby (40NOBHEHHSA cneuudikawi
HOBMM MOKA3HWKOM 3 BiANOBIAHUM METOA0M
BMNpobyBaHHA) 3MiHa napameTpis crnevumdikawi
113 3a NOKa3HUKOM «TeCT Ha YACTOTY: MPOAYKTH
po3nagy ackop6iHOBOI KNCNOTU» Ha BUMYCK Ta
TepMiH NPUAATHOCTI, & came BBELEHHSA HOBUX
napameTpiB cneuugikauii (KoXHMIA

HecneuudlikoBaHUiA NPoAYyKT po3nagy 3
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

HopMyBaHHAM <0,2% i cyma npoAyKTiB po3nagy
3 HopMyBaHHAM <0,2%).
3MiHu | TUNY: 3MiHK 3 sIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KOHTpoib roToBOro
nikapcbkoro 3aco6y. 3mMiHa napameTpis
cneumdikauii Ta/abo fONYyCTUMUX MEX FOTOBOrO
nikapcbkoro 3acoby (BHECEHHS 3MiH Y AOCbE ANA
npuBeAeHHN y BiANOBIAHICTb A0 3ara/ibHOT CTaTTi
2.9.40 «OfHOPIAHICTb A030BAHNX OAVNHULE»
[dY/EBponelicbkoi hapmakonei 3amicTb
3aTBEPXEHUX 3arajibHuX cTaTein 2.9.5
«OAHOopigHICTb Macu» Ta/abo 2.9.6
«OfHOpIgHICTb [031»)3MiHa NapameTpiB
cneundikauii «OfHOPIgHICTb
macu»( Ph.Eur.2.9.5.) Ta «OfHOpIgHICTb BMICTY
theHipamiHy maneaty»(Ph.Eur.2.9.6.) Ha
NoKasHWK «OAHOPIAHICTb [030BaHNX
oavHnLb»( Ph.Eur.2.9.40) Ha Bunyck M13.
MapameTp «OAHOPIAHICTb A030BAHNX OAVHNLB
ANA napaueTtaMmorsny, ackopbiHOBOT KucnoTu Ta
deHipamiHy maneaTy» 6yae KOHTponBaTucs
HoBMM MeTogoM BEPX. 3Mminu | Tuny: 3miHn 3
sKocTi. FoToBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKkapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo AONYCTUMKX MEX FOTOBOr0
nikapcbKoro 3acoby (iHwi 3MiHM) 3MiHa
napametpa sikocTi «CepefiHAa Maca» Ha
napameTp «BTpara B Maci npn BUCYLLYBaHHI» Y
crneundikavii 13 Ha TepMiH NpUAaTHOCTI 3
HopMmyBaHHAM <0,8% Ta BifnoBifH/M METOLOM
KOHTPO/0. 3MiHM | TuMy: 3MiHM 3 AKOCTI.
['oTOBWIA Nnikapcbkuii 3aci6. KOHTPOb roTOBOrO
nikapcbkoro 3acoby. 3miHa y metofax
BMNPOGYBaHHS roTOBOrO /liKapCbKoro 3acoby
(iHWi 3mMiHM y MeTogax BUNpobyBaHb
(BKtOYAOUM 3aMiHy ab0 [ONOBHEHHS)) 3MiHA
3aTBEPKEHOI0 MeTOAy BMNPOOYBaHHSA 3a
nokasHukoM «KinbkicHe BU3HaYeHHs Ta
ineHTndikauis» (anbTepHaTUBHUI MeTos,
BEPX)» Ha iHWwwiA meTog BEPX 3 meToto
noKpalLLeHHss cumeTpii Niky doeHipaminy. 3miHn |
TUNy: 3MiHW 3 SIKOCTi. TOTOBWIA Nikapcbkuii 3acib.
KOHTposb roToBOro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNPo6YyBaHHSA rOTOBOrO /1iKapCbKoro
3ac06y (He3HayHa 3MiHa Y 3aTBEpAKEHNX
MeToAax BUNPOGyBaHHS) 3MiHU Y
3aTBEPAKEHOMY MeToAji BUnpobysaHHs /13

«TecT Ha YACTOTY: NPOAYKTU po3nagy
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

napauetamosny» - BU3Ha4YeHHs BMICTY 4-
amiHocpeHony (BEPX), a came 3miHa Tuny C3,
[0AaBaHHA [,04aTKOBOTO Cnocoby NpuroTyBaHHs
6ychepy, 3MiHa B po3paxyHKOBiii oopmyi,
nepecopMyIt0BaHHA OMUCY NPUrOTyBaHHSA
PO34mHiB. 3MiHU | TUNy: 3MiHK 3 AKOCTi. FOTOBUIA
nikapcbkuii 3aci6. KOHTpoib roTOBOro
nikapcbkoro 3acoby. 3miHa y meToaax
BMNPOGYBaHHA roTOBOrO /iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMKEHNX METOAAX
BUNPOGYBaHHA) BunyyeHHs metogy
BMNPOBYBaHHSA KiNbKICHOTO BU3HAYEHHS [il0umnx
peyoBuH «CTaHAapTHWI METOZ, Ki/IbKiCHOro
BM3HAYEHHA nNapateTamosny Ta ackopbiHOBOT
KNCNOTW», OCKiNTbKN faHuii MeTog, GinbLue He
BMKOPWUCTOBYETLCA. IHLWINIA METOA 3aNLLIaETbCA
6e3 3MiH. 3MiHu | Trny: 3MiHK 3 siKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. KOHTposb roToBoro
nikapcbKkoro 3acoby. 3miHa y meTogax
BUNPOOYBaHHA rOTOBOTO NiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEPIKEHNX METOAAX
BMNPOGYBaHHS) BunyyeHHs metogy
BUNPO6YBaHHS KiNlbKICHOTO BU3HAYEHHS [il0unx
peyoBuH «CTaHAapTHUIA MEeTOA, KifIbKiCHOrO
BM3HA4YEHHS ddeHipamiHy ManeaTty», OCKifIbKM
JaHuii meTop Ginblue He BUKOPUCTOBYETHCS.
IHWHKI MeTog 3annwaeTbes 6e3 3MiH. 3MiHu |
TMNy: 3MiHM 3 AKOCTIi. [0TOBWIA NiKapcbkuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHU BUNpobyBaHb abo
[OMYCTUMUX MEX, BCTAHOB/IEHNX Y
cneuudikauisix, nig yac BUPOOGHULTBA FOTOBOrO
niKapcbkoro 3acoby (iHwWi 3mMiHW) BunydyeHHs
mMeToay BMNpobyBaHHA y NpoLeci BUpobHuLTBa
(n.3.2.P.3.3.0nu1c BMpOo6HUYOro npoLecy Ta ioro
KOHTPO/0) 3a NoKa3HWKOM «BTpata B maci npu
BUCYLLYBaHHi», L0 BUKOHYETLCS Ha
rasloreHOBOMY aHasi3aTopi BOMOru. IHWwi
3aTBEPMAXEHNIN MeTog, BUNPOGYBaHHSA Ha
iH(bpauepBOHOMY aHasli3aTopi BO/IOTM
3a/mwaeTbes 6e3 3MiH. 3MiHy | Tuny: 3miHum 3
skocTi. FoToBWiA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBasibHKiA 3aci6. 3MiHa Yy
NepBWHHI yNakoBLji rOTOBOrO JlikapCbKOro
3acoby (Tvn KoHTelHepa abo foAaBaHHS HOBOTO
KOHTelHepa) - BuiyyeHHsi NepBUHHOI yNakoBKy,
LLIO He MPW3BOAWTbL [0 NOBHOMO BU/TyYEHHS
NiKapcbKoro 3acoby 3 NeBHO CUok il abo y
neBHili nikapcbkiii opmi - BunyyeHHs 0iHOTO 3
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep

peecmpayiliHo2o

nocsio4YeHHs

[IBOX 3aTBEPAXEHNX BULiIB NEPBNHHOIO
nakyBaHHS, OCKi/IbKU BiH GifnbLue He
BMKOPUCTOBYETLCA. 3MiHN | TUMY: 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTpOb rOTOBOrO
nikapcbkoro 3acoby. 3miHa y meToaax
BMNPOGYBaHHA roTOBOrO /iKapCbKOro 3acoby
(iHWi 3miHM y MeTogax B1unpobyBaHb
(BKNKOYAOUM 3aMiHy ab0 [OMNOBHEHHS)) 3MiHa
3aTBEPXEHOr0 MeToAy BUNPoByBaHHA «TecT
Ha YMCTOTY: NPOAYKTU po3nagy ackopbiHOBOT
kncnotu» (BEPX) Ha iHWni meTog,
BunpobyBaHHA (BEPX). MponoHoBaHuii meToz
[,03BOJISIE OKPIM BU3HAYEHHS LLaB/1eBO| KNCNO0TW
BUSIBUTU KOXEH HecneuudikoBaHuii npoayKT
posnagy i cymy NpofyKTis po3nagy. 3minu |
Tuny: 3MiHn Wwoao 6esnekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOoro
3aCTOCYBaHHA Ha MifcTaBi perynspHo
OHOBJIHOBAHOrO 3BiTY 3 6€3neKun NiKapcbkoro
3acoby, abo gocnimxeHb 3 6esnekn
3aCTOCYyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesysbTart
OLLiHKVM 3BiTYy 3 AOC/iAKEeHb, NPOBEAEHNX
Bi4NOBIAHO A0 NnaHy nejiaTtpudHNX AOCNiAXeHb
(PIP) (3MiHy y3rofXeHo 3 KOMMETEHTHUM
YNOBHOB&XEHUM OpraHoM) 3MiHW BHECEHO [0
IHCTPYKLUIT AN1A MEeANYHOr0o 3aCTOCYBaHHS
nNiKkapcbKoro 3acoby A0 po3ainis "B3aemogis 3
HWMMK NiKapCbKMKM 3aco6amMm Ta iHLWi BUam
B3aemogiit”, "OcobmBoCTi 3acTocyBaHHS"
BiAgNoBigHO Ao pekomeHaauii PRAC EMA.

223.

®IOPA3IA,

MOPOLLOK A1 PO3UUHY
ansiHekuinno 2r, 1
h/1aKOH 3 MOPOLLKOM Y
Kopobui

AHaHTa
Megikeap
nra.

Benuka
BpuTaHis

Csicc
MepeHTepasic
nra., IHgis
AHaHTa
Mepikeap
Nimitea, IHajsa

IHgis

BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis:
3MiHuM | TUNY - AAMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micud
NPOBaXEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO /1iKapCbKOro 3acoby, BkIo4aun
AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
KOHTPOJI0 SIKOCTI. (LisNbHICTb, 3a Ky BiAnoBigae
BMPOGHMK/IMNOpPTEp, BK/OYaUM BUMYCK CEpiid) -
MpuBegeHHs agpecu BupobHuka M3 AHaHTa
Megikeap flimiTea, y BiANoBigHICTb A0
CepTudpikaty BignoBigHOCTI yMOB BUPOGHMLTBA
N3 Bumoram HBIM, BugaHoro depxnikcnyxo6oto
YKpaiHu, a came BUMPaBEHO aHNiNCbKUiA
BapiaHT agpecu. BupobHuya ginbHuus Ta yci
BMPOGHMYI onepauii 3a/1MLwaTbC HE3MIHHUMM

3a
peyenmom

UA/17125/01/02
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
224. | ®JIOPA3IA MOPOLLIOK A1 PO3UMHY AHaHTa Benuka Csicc IHAjs BHECEHHS 3MiH [0 peecTpaLjiiiHiX MmaTepianis: 3a - UA/17125/01/01
ansiHekuimnolr, 1 Megikeap BpuTaHis MepeHTepanc 3MiHuM | TUNY - AOMIHICTpaTUBHI 3MiHW. 3MiHa peuyenmom
h/1aKOH 3 NOPOLLKOM Y nra. nra., IHgis HaliMeHyBaHHS Ta/abo afpecy micus
Kopobui AHaHTa NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
Megikeap roTOBOrO /1iKapCbKOro 3acoby, Bko4aum
Nimvite, IHaia AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHSN
KOHTPOJI0 SIKOCTI. (ZisNbHICTb, 3a Ky BiAnoBigae
BMPOGHUWK/IMNOpPTEp, BK/OUaUM BUMYCK Cepiid) -
MpuBefeHHs agpecu BupobHuka M3 AHaHTa
Megikeap flimiTea, y BiANoBigHICTb A0
CepTudpikaty BignoBigHOCTI yMOB BUPOGHMLTBA
N3 Bumoram HBIM, BugaHoro depxnikcnyxo6oto
YKpaiHu, a came BUMPaB/IEHO aHNiNCbKUIA
BapiaHT agpecu. BupobHuya AinbHuus Ta yci
BMPOGHMYI onepauii 3a/IMLWaTbCs HE3MIHHUMM
225. | ®IIOKONA® | Tabnetku; no 4 Ha6poc IHAaia Habpoc ®apma IHAjs BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a He UA/7204/01/01
Tabnetkn y cTpuni; no dapwma MBT. MeT. N14. 3MiHK | TUNy - 3MiHK WoA0 peuenmom niosnsieae
1 ctpuny B nra. 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
nanepoBOMY KOHBEpTI; 3MiHa y KOpOTKiil XxapakTepucTuLj Nikapcbkoro
no 4 Tabnetkn y 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ana
cTpuni, no 3 cTpunu y Me[MYHOro 3aCTOCYBaHHSA Ha nigcrasi
KapTOHHI Kopo6Lij; Mo perynsipHoO OHOB/THOBAHOrO 3BiTYy 3 6e3neku
4 TabneTkn y cTpmni; nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
no 1 ctpuny B 3aCTOCYBaHHS Nikapcbkoro 3acoby B
nanepoBOMY KOHBEpTI; nicnspeecTpauiiinii nepiog, abo sk pesynbTar
no 50 koHBepTIB Y OL|iHKM 3BITY 3 JOC/iMKEHb, MPOBEAEHNX
KapTOHHI Kopoobui BIANOBIAHO A0 MiaHy nefiaTpUyHNX AOCAILKEHb
(PIP) (3mMiHy y3rofxeHo 3 KOMMeTEeHTHUM
YNOBHOB&XXEHUM OpraHoMm) - 3MiHW BHECEHO [0
IHCTPYKUIT AN MEAMNYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3zainis "Bsaemogis 3
HLWIMMK NiKapCbKMMK 3acob6amu Ta iHWi BUAK
B3aemogiin" Ta "OcobamMBOCTi 3acTocyBaHHA"
Bi4NoBiAHO A0 pekomeHaauili PRAC
226. | XABPUKC™ cycneHsisi gns iH'ekwjii nakcoCmit Benvka nakcoCmitKns Benbris BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis: 3a - UA/16497/01/02
1440 1440 Ol ELISA; no 1 Knsaiin BputaHis H Bionomxikans 3Mminu | TUny - 3MiHn 3 aKkocTi. CepTudikar peyenmom
BAKUVHA M (1 gosa ans Ekcnopt C.A. BignosigHocTi/I E-cepTudikar BignosigHoCTI
ana nopocnnx) y donakoHi; NimiTen €Bponelicbkiit hapmakonei/MmoHorpadii.
MPODINAKT no 1 chnakoHy B MopaHHA HOBOrO abo OHOBIEHOTO cepTudikaTa
KN KapTOHHIA Kopobui 3 BiANOBIAHOCTI ab0 BUYyYEHHNA cepTudikaTa
FENATUTY A | mMapKyBaHHAM BiANOBIAHOCTI EBponeiickkili hapmakonei: gns

YKpaiHCbKOH MOBOIO;
no 1 mn (1 posa ansa
nopocnux)) B
nonepeaHbL0
HaroBHEHOMY LLMNPUL
Y KOMMNJIEKTI 3 ro/IKOI0;
no 1 wnpuuy B

A®I; onsa BuxigHOro
marepiany/peareHTy/nPoMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTLCA Y BUPO6HMLTBI APIl; ans
AonomikHoi pevosuHy (FE-cepTudikat
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BnxigHoro matepiany/peareHTy/npoMiXKHOro
npoayKTy abo AONOMIKHOI peYOBUHN) -
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
KapTOHHI Kopobui 3 OHoBeHWi cepTUdikaT Bif BXe 3aTBepAKEHOro
MapKyBaHHAM BMpOOHUKaA - OHOBNEHHS cepTudikaTy
YKpPaiHCbKOH MOBOIO; BignoBiaHOCTI EBponelicbkoi dapmakonel Wwoao
no 1 mn (1 gosa ans rybuaroi eHuedanonarii Ha heTanbHy 6rnyady
aopocnnx) y donakoHi; cuposartky (FBS) 3 R1-CEP 2000-211 Rev02 Ha
no 1 donakoHy B R1-CEP 2000-211 Rev03 y 3B’A3Ky 3i 3MiHOIO
KapTOHHI KopobLi 3 Ha3BW noctavyasibHuka 3 GE Healthcare LTD Ha
MapKyBaHHAM Cytiva, HoBa 3enaHgis 6e3 3miHu agpecu
iHO3eMH1MU MOBamu nocTavyanbHuika.
3i CTMKepoMm
YKpaiHCLKOK MOBOIO;
no 1 mn (1 gosa ans
[opocnux) B
nonepegHLo
HarnoBHEHOMY LUNPUL
Y KOMMIEKTi 3 FO/IKOI0;
no 1 wnpuuy B
KapTOHHIlA Kopo6Lii 3
MapKyBaHHSAM
iHO3eMH1MU MOBamu
3i CTMKepOM
YKPaIHCbKOK MOBOH
227. | XABPUKC™ cycneHsist ans iH'ekwjin nakcoCmit Benvka nakcoCmitKns Benbris BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a - UA/16497/01/01
720 720 OJ, ELISA; no 0,5 Knsaiin BputaHis H Bionomxikans 3Mminn | TUnYy - 3MiHn 3 skocTi. CepTudikar peyenmom
BAKUWHA mn (1 gosa ans giteid) EkcnopT C.A. BignosigHocTi/lE-cepTudikat BignoBigHOCTI
ana y thnakoHi; no 1 NimiTen €Bponelicbkiit hapmakonei/MmoHorpadii.
MPO®INTAKT h/1aKOHY B KapTOHHii MoaaHHA HOBOro abo OHOBMIEHOrO cepTudikaTa
KN Kopobui 3 BiANOBIAHOCTI ab0 BUyYEHHs cepTudikata
FENATUTY A | mMapKyBaHHAM BiANOBIAHOCTI EBponeiickkili hapmakonei: gns

YKpaiHCbKOK MOBOIO;
no 0,5 mn (1 po3a gns
[iTeid) B nonepesHbL0
HanoOBHEHOMY LUNPULi
Y KOMMJIEKTi 3 FO/IKOI0;
no 1 wnpuuy B
KapTOHHI Kopo6Li 3
MapKyBaHHSAM
YKpaiHCLKOH MOBOIO;
no 0,5 mn (1 po3a gns
aiteid) y donakoHi; no 1
(h/1aKOHY B KapPTOHHii
Kopobu,i 3
MapKyBaHHSAM
iHO3EMHVMMN MOBamWu
3i CTMKepOMm
YKpaiHCLKOK MOBOIO;
no 0,5 mn (1 go3sa gns
AiTeid) B nonepefiHbo

A®I; onsa BuxigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPO6HMLTBI API; Ans
AonomikHoi pevosuHu (FE-cepTudikat
BiANOBIAHOCTI EBponeiickkili hapmakonei ans
Adl/BnxigHoro matepiany/peareHTy/npomMixKHOro
npoaykTy abo AONOMDKHOT pEYOBWHN) -
OHoBeHWiA cepTUdikaT Bif BXe 3aTBepAKEHOr0
BMpOOHUKa - OHOBNEHHS cepTudikaTy
BiANOBiAHOCTI €Bponelicbkoi Papmakonei Wwoao
rybuaroi eHuedhanonarii Ha heTasnibHy 6ryady
cupoBartky (FBS) 3 R1-CEP 2000-211 Rev02 Ha
R1-CEP 2000-211 Rev03 y 3B’A3Ky 3i 3MiHOO
Ha3Bu noctavasibHyKa 3 GE Healthcare LTD Ha
Cytiva, HoBa 3enaHgis 6e3 3miHu agpecu
nocTavyanbHuika.
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

HarnoBHEHOMY LINpUL
Y KOMMEKTi 3 FO/IKOI0;
no 1 wnpuuy B
KapTOHHI Kopobui 3
MapKyBaHHAM
iHO3EMHVMMN MOBamWu
3i CTMKepoMm
YKpPaiHCLKOH MOBOK

228.

XANOBAT

Kpem 0,05 %, no 30 ry
Ty6i; mo 1 Ty6i B
KapTOHHIlA KOpooLi

neHmapk
dapmacbioT
vkans Jita.

IHais

"neHmapk
PapmacbloTuKan
3 Nlimiteq

IHgis

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis:
3MiHu | TURY - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta thapMakoHarnsgy.
3MiHa y KOpOTKiil xapakTepucTuLi NikapCbkoro
3aco6y, TEKCTi MapKyBaHHSA Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynsipHoO OHOBJ/IHOBAHOTO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpaviiiHnii nepiog, abo Sk pesynbtat
OLLiHKVM 3BIiTYy 3 AOCiAKEeHb, NPOBEAEHNX
BiANOBIAHO A0 NnaHy nejiatpudHNX AOCNiXKeHb
(PIP) (iHwi 3MiH1) 3MiHWN BHECEHO B iHCTPYKLIitO
[N MeANYHOro 3aCTOCYBaHHSA NiKapCbKOro
3acoby [0 po3ainy "B3aemogis 3 iHWMMK
nikapcbknMmn 3acobamu Ta iHWi BUaW B3aeMogiii"
BiANOBIAHO [0 OHOBEHOT iHGhopMaL,i 3 6e3nekn
3aCTOCyBaHHS Ajito40i Pe4OBMHMW NiKapCbKOro
3aco6y. BBegeHHs 3MiH MPOTAroM 6-Tu Micsiuis
nicns 3aTBepgXeHHsA. 3MiHn | Tuny - 3MiHK LWoAo
6e3nekn/edeKTMBHOCTI Ta thapMakoHarnsgy.
3MiHa y KOpOTKiil xapakTepucTuLi NikapCbkoro
3aco6y, TEKCTi MapKyBaHHSA Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHA Ha NiacTasi
perynsipHoO OHOBJ/IHOBAHOTO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpaviiiHnii nepiog, abo Sk pesynbtat
OLLiHKVM 3BiTYy 3 AOCiMKEeHb, NPOBEAEHNX
BiANOBIAHO A0 NnaHy nejiatpudHNX AOCNiXKeHb
(PIP) (3MiHy y3rofXeHo 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHoM) 3MiHV BHECEHO B
IHCTPYKLUi0 ANS1 MeANYHOrO 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao po3sainis "OcobanBocCTi
3acTocyBaHHs", "lNMob6iyHI peakuii" BignoBigHO 40
OHOBJEHOI iHGhopMaLii 3 6e3Mekn 3aCTOCyBaHHS
L0401 PEYOBVHM JiKapCbKOro 3acoby.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEPAKEHHS.

3a
peyerimom

He
nionsieae

UA/13588/01/01

229.

XEBEPT®

Tabnetkn no 10

XeBepT

HimeyunH

Xesept

HimeyunHa

BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis:

6e3

UA/13239/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
CUHYCITIC Tabnetok y 6nictepi; 4 | ApuHaimitT a ApuHaiimitTTens 3miHu | TYny - 3MiHKW 3 AKoCTi. FoTOBUIA peyenma
6nicTepy B KAPTOHHIi enb NM6X & 'M6X & Ko. KI nikapcbkuii 3aci6. Onuc Ta ckiag. 3miHa hopmMu
KopoobLi Ko. KI

ab60 po3mipiB slikapcbkoi hopmu (TabneTtkn 3
HerariHMM BUBISTbHEHHSAM, Karcysum, cyno3uTtopii
Ta necapii) — 3MiHa po3mipy roToBoro
nikapcbKoro 3acoby, y 3B'A3Ky i3 onNTUMisaLjieto
BMPOGHMLTBA Ta BUKOPUCTaHHS rOTOBOI CyMiLlli
[LOMOMDKHUX PEYOBUH, LLIO CKNadaeTbes i3 85%
NakTo3un MoHorigpaty Ta 15% KykypyA3sHOro
Kpoxmany - StarLac®, Lo 36i1bwmnno macy
TabneTku, BigNoOBIgHO PO3MipU rOTOBOr0
nikapcbKoro 3acoby. flitoua pefakuis: po3mipn
Tabnetku: Bucota: 3,5 — 3,9 mm; giameTp: 9,1 —
9,3 MM; cepegHa maca: 253,5 mr +5%.
MponoHoBaHa pefakuis: po3mipy TabneTku:
Bucota: 4,2 — 4,6 mm; giametp: 9,1 — 9,3 MMm;
cepefHsa maca: 315,0 mr £5%. BBefieHHS 3MiH
NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPKEHHS.
3miHu | TYny - 3MiHKW 3 AKoCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHN Y BUPOGHULTBI. 3MiHN Y
npoveci BUpOOHULTBA FOTOBOrO NiKapCbKOro
3aco6y, BK/OYaUY NPOMDKHUIA MPOAYKT, WO
3aCTOCOBYETHCS MPW BUPOGHULTBI FOTOBOrO
niKkapcbKkoro 3acoby (He3HayHa 3miHa y npoueci
BMPOGHULITBA) - 3MiHW BHOCATbLCS [0 Mpouecy
BMPO6HMLTBA /13, 3anponoHOBaHO BUrOTOBNATU
13 meTOOM NPAMOro npecyBaHHA 3
BVIKOPVCTAHHAM CYMiLli JOMOMDKHUX PEYOBVH
StarLac®, 3aMiCTb BO/IOroro rpaHyitoBaHHs
aKTUBHWX iHFPEeAJEHTIB 3 KyKYPYA3SAHUM
KPOXMasIbHUM K/1e/iCTepOM | eTaHOIOM 3
noAasnbLUMM BUCYLLYBAHHAM i NPOCilOBAHHAM.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPMKEHHS. 3MiHM | TUNy - 3MiHW 3 AKOCTI.
[oTOBMIA NikapcbkuMii 3aci6. Onuc Ta cknag,.
3miHa y cknagi (4oNOMiIXHUX peyoBuHaXx)
rOTOBOrO Jlikapcbkoro 3acoby (iHLWi JOMOMKHi
peyoBuHK) - Byab-Aka He3HauHa 3MiHa
KiNIbKICHOTO cKnagy AONOMDKHUX PEYOBUH Y
rOTOBOMY NliKapCbKOMY 3ac06i - 3MiHN BHOCATbCSA
[0 cknafy roToBoro nikapcbkoro 3acoby, y
3B'A3KY i3 ONTMMI3aLielo BUpOOHMLTBA Ta
BMKOPWCTaHHS rOTOBOI CYMiLLi JOMOMDKHNX
peyoBuH i3 85% nakTo3u MoHorigpaty Ta 15%
KyKYpYyZA3AHOro Kpoxmasto - StarLac®. BeefeHHsA
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEepMKEHHS. 3MiHN | TUMY - 3MiHW 3 SKOCTI.
oTOBWI1 NNiKapCbKKMii 3aci6. KOHTpob roToBOrO
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
nikapcbKkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo AONYCTUMUX MEX FTOTOBOrO
NiKapcbKoro 3acoby (iHLi 3MiHN) — NpuBeEHHS
BMMOr crneumdikauii /13 3a nokasHWKOM
«Mikpob6iofioriyHa YncToTa» Yy BifgnoBigHICTb A0
Bumor €9 5.1.4, 2.6.12, 2.6.13. BBee€HHS 3MiH
NpPOTSArom 6-TM MicsALiB NiC/1A 3aTBEPAKEHHS.
230. | XENMNEKC® Tabnetku, no 4 Mogi Xenc LLseiiuapi Megiton YropwmHa/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 6e3 - UA/9824/01/01
AHTUKONA Tabnetkn y 6nictepi; 6X A dapmacboTikan IHAis 3miHu | TUny - 3miHn 3 AkocTi. APl. KoHTposb peyenma

no 1 6nictepy B
KapTOHHI nauw;

no 4 Tabnetkn y
6nicTepi; no 1
6nicTepy B KapTOHHiIl
nauuj; no 10 nayok y
rpynoBili KapTOHHI
ynakoBL;

no 4 Tabnetkn y
6nicTepi; no 1
6nicTepy B KapTOHHiIl
nauuj; no 20 nayok y
rpynoBili KapTOHHIA
ynakoBLi;

no 10 TabneTtok y
6nicTepi; no 1
6nicTepy B KapTOHHiIl
nauuy;

no 10 Tabnetok y
6nictepi; no 1
6icTepy B KapTOHHIl
nauui; no 10 nayok y
rpynoBili KapTOHHI
ynakoBLi

1A, YropuwmHa,
CaBa Xersickea
Nta, IHais

A®l. 3miHa y napameTpax cneuudikauii Ta/abo
[ONyCTUMUX MeX, BU3HAYeHMX Y cneumdikalisx
Ha A®|, abo BUXigHWIA/MPOMIKHWIA
NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y
npoueci BupobHuuTBa AP (iHLWi 3MiHK)
OHOBJ/IEHHSA crnevuymdikauii BXIAHOro KOHTPOO
BMpOGHMKa J13 Ha AD| xnopdeHipamiHy maneat
- BUNYYEHHs NoKasHWUKa «Baxki meTanu(Heavy
metals: Maximum 20 ppm). 3minu Il Tuny - 3MiHn
3 aKocTi. A®l. Bupo6HMLTBO. 3MiHa BUPO6HUKaA
BUXIAHOIrO/NPOMIXHOrO NPOAYKTY/peareHTy, Lo
BMKOPVCTOBYHOTbCS Y BUPOOHNYOMY NpoLEeCi
A®I, abo 3miHa BUpoGHKKa (BKOYaun, ae
Heo6XifHO, MicLe NPOBeAEeHHS KOHTPOSIIO AKOCTI)
A®I (3a BigcyTHOCTI cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkiil hapmakonei y 3aTBepakeHoMy
[ocbe)(BBEAEHHS HOBOro BUPO6GHNKa AdI 3
HaJaHHAM macTep-haiina Ha A®l) BBeAeHHs
HOBOTO aslbTepHaTUBHOIO BMPO6HMKa AdI
Kodpeiny - Kores (India) Limited(Pharmaceuticals
& Chemicals Division), India. 3minu Il Tuny -
3MiHu 3 sKocTi. A®l. Bupo6bHMLTBO. 3MiHa
BUPOBHMKA BMXIAHOrO/NPOMIXHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMYOMY npotieci A®l, abo 3miHa
BUPOGHMKa (BKIKOYaKouK, e HeobXifHo, Micue
npoBefeHHs KOHTPosIo skocTi) APl (3a
BiACYTHOCTI cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepakeHoMy
Locbe)(BBEAEHHS HOBOro BUPOGHNKa AdI 3
HagaHHAM macTep-ghaiina Ha A®l) BBedeHHS
HOBOr0 a/ibTePHATUBHOIO BUPOOHUKa ADI
theHinedpury rigpoxnopug - Malladi Drugs &
Pharmaceuticals Limited, Unit-3, India. 3miHu I
TMny - 3MiHK 3 AKkocTi. APL. BupobHuuTBO. 3MiHa
BMPOGHMKA BUXIAHOro/NPOMIKHOTO
NpoAyKTy/peareHTy, WO BUKOPUCTOBYOTLCA Y
BUpo6HMYOMY npoueci ADI, abo 3miHa
BMPO6HMKa (BKIKOYAKYM, e HEOBXigHO, Micue
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
npoBefeHHs KOHTposIo skocTi) APl (3a
BiiCYTHOCTI cepTudikaTa BignosigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaXeHOMY
[0Cbe)(BBEAEHHS HOBOrO BUPObOHUKa Ad®I 3
HaZaHHAM mMacTep-chaiina Ha AdI)
BBE/IeHHS1 HOBOTO a/lbTEPHATVBHOIO BUPOGHUKA
A®| xnopdeHipamiHy manear - Malladi Drugs &
Pharmaceuticals Limited, Unit-5, India.
231. | XENMEKC® Tabnetku, in bulk: no Mosi Xenc LLsenuapi Megiton YropuHa/ BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: - - UA/9664/01/01
AHTUKONA, 5000 TabneTok y 6X a dapmachboTikan IHAjs 3miHu | TNy - 3miHK 3 AkocTi. A®l. KoHTposnb

noagiliHomy
nonieTuieHoBoMy
nakeTi B KOHTelHepi

14, YropuwmHa;
CaBa Xenckea
Nta, IHAis

A®l. 3miHa y napameTpax cneuudpikauii Ta/abo
[ONYCTUMMX MEX, BU3HaUeHuX y cnevudikavisx
Ha A®|, abo BUXigHWI/MPOMIXKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoueci BupobHuuTea AP (iHLwi 3MiHN)
OHOBJ/IEHHS crnevuydikauii BXIAHOro KOHTPOs0
BUpo6HMKa /13 Ha A®I xnopdeHipamiHy manear
- BUNyYEHHS nokasHuka «Baxkki meTanm(Heavy
metals: Maximum 20 ppm). 3minu Il TUny - 3MiHK
3 AkocTi. A®l. Bupo6bHuLTBO. 3MiHa BUpOOHUKA
BWXifHOro/MpOMKHOro NpoAyKTy/pearenTy, Lo
BUKOPVICTOBYIOTbCS Y BUPOOHNYOMY MPOLIECi
A®l, abo 3miHa BUpo6HMKa (BKIOUatouu, ae
HeobXxiAHO, MicLe NPOBEAEHHS KOHTPO/IO AKOCTI)
A®I (3a BigcyTHOCTI cepTudikaTa BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaXeHoOMy
Locbe)(BBEAEHHS HOBOro BUPOGHNKa AdI 3
HagaHHAM macTep-ghaiina Ha A®l) BBedeHHS
HOBOr0 asfibTEPHATUBHOIO BUPOOHUKa ADI
Kocpeiny - Kores (India) Limited(Pharmaceuticals
& Chemicals Division), India. 3miHu Il Tuny -
3MiHu 3 sKocTi. A®l. BUpo6HULTBO. 3MiHa
BMPOGHMKA BUXIAHOro/NPOMIKHOTO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BUpo6HMYOMY npoueci ADI, abo 3miHa
BUPOGHMKa (BKIOYAKUM, e HEOOXiAHO, Micue
npoBefeHHs KOHTposIo skocTi) AdI (3a
BiiCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponelicbkiin hapmakonei y 3aTBepaKeHoOMy
[0Cbe)(BBEAEHHS HOBOrO BUpOo6bHUKa Ad®I 3
HaZjaHHAM MacTep-ghaiina Ha A®l) BBeAeHHS
HOBOTO a/IbTEPHATUBHOIO BMPO6HMKa API
theHinedpuHy rigpoxnopug - Malladi Drugs &
Pharmaceuticals Limited, Unit-3, India. 3minu Il
Tuny - 3MiHn 3 akocTi. A®l. BupobHuuTeo. 3miHa
BMPOGHMKA BUXiAHOro/NpoOMiKHOTO
NpoAYyKTYy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPO6HMYOMY npoueci A®I, abo 3miHa




154

Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BMPOGHVKa (BK/OYaKun, e HeobxigHo, Micue
npoBefeHHA KOHTPoso AkocTi) Al (3a
BIAICYTHOCTI cepTudikara BifnoBigHOCTI
€Bponelicbkii hapmakonei y 3aTBepaKeHoOMy
[0Cbe)(BBEAEHHSI HOBOrO BUPO6HUKa A®I 3
HaflaHHAM MacTep-chaiina Ha Adl)
BBE/IeHHS1 HOBOIO a/lbTEPHATVBHOIO BUPOGHUKA
A®I xnopcheHipamiHy manear - Malladi Drugs &
Pharmaceuticals Limited, Unit-5, India.
232. | XENMEKC® Tabnetku no 4 Mosi Xenc LLiBeruapi Megaiton YropuwHa/ BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 6e3 - UA/9825/01/01
AHTUKONA Tabnetkn y 6nictepi; m6X A dapmacbioTikan IHAis 3MiHu | TUNy - 3MiHKU 3 AKoCTi. A®IL. KOHTpO/b peuyenma
DX no 1 6nictepy B NTta4., YropwuHa,; A®l. 3miHa y napameTpax cneumdikadin Ta/abo

KapTOHHI nayui; no 4
Tabnetkn y 6nictepi;
no 1 6nictepy B
KapTOHHI/ nayuj; no
10 nayokK y rpynosii
KapTOHHI/ ynakosLi;
no 4 TabneTtkm y
6nictepi; no 1
6icTepy B KapTOHHIl
nauuj; no 20 nayok y
rpynoBili KapTOHHI
ynakosui; no 10
Tabnetok y 6nictepi;
no 1 6nictepy B
KapTOHHIM nauyuj; no
10 TabneTok y
6nictepi; no 1
6icTepy B KapTOHHIl
nauui; no 10 nayok y
rpynoBili KapTOHHI
ynakoBLi

CaBa Xenckea
Nta, IHAis

[ONYCTUMMX MEX, BU3HAUYeHMX y cnewudikavisx
Ha A®I, abo BUXigHWUIA/MPOMIXHWIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
npoueci Bupo6HuuTBa AP (iHLWi 3MiHN)
OHoBNEeHHSA creundikaLii BXigHOro KOHTPO/0
BUpo6HMKa /13 Ha A®I xnopdheHipamivy maneat
- BUNYYeHHs nokasHuka «Baxki meTanu(Heavy
metals: Maximum 20 ppm). 3miHu Il TUny - 3MiHn
3 aKocTi. A®l. Bupo6bHMLTBO. 3MiHa BUPOGHUKA
BVXifHOro/MPOMKHOro NpoAyKTy/peareHTy, Lo
BUKOPVCTOBYIOTbCS Y BUPOOHNYOMY NPOLLECi
Adl, ab0 3miHa BUpobHMKa (BKIOUatoum, ae
HeobXxigHO, MicLe NPoBeAEeHHS KOHTPOJIH0 SKOCTI)
A®I (3a BigcyTHOCTI cepTucbikata BianoBiAHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepakeHoOMy
[0CbE)(BBEAEHHS HOBOTO BUpObHUKa Ad®I 3
HafaHHAM mMacTep-ghaiina Ha A®l) BeeaeHHs
HOBOTO a/IbTEPHATUBHOIO BMPO6HMKa API
kocpeiny - Kores (India) Limited(Pharmaceuticals
& Chemicals Division), India. 3minu Il Tuny -
3MiHn 3 sKocTi. A®l. BupobHuLTBO. 3MiHa
BMPOGHMWKA BUXiAHOro/NpoOMiKHOTO
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPO6HMYOMY npouieci A®I, abo 3miHa
BMPOGHKKa (BKOYaoun, ae HeobxigHo, Micue
npoBeAeHHs KOHTPOso sikocTi) AdI (3a
BiACYTHOCTI cepTudikara BifgnoBigHOCTI
€Bponelicbkiil hapmakonei y 3aTBepakeHoMy
[ocbe)(BBEAEHHS HOBOro BUPOGHNKa AdI 3
HafJaHHAM macTep-chaiina Ha A®l) BeeaeHHs
HOBOTO aslbTepHaTUBHOIO BMPOo6HMKa AdI
heHinedpuHy rigpoxnopug, - Malladi Drugs &
Pharmaceuticals Limited, Unit-3, India. 3miHu Il
Tuny - 3MiHM 3 akocTi. A®Il. Bupo6HuuTBO. 3MiHa
BUPOBHMKA BMXIAHOrO/NPOMIXHOro
NpoayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
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n/n

JliKapcbK0O20

Hassa

3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

BMPOGHMYOMY npotieci A®I, abo 3miHa
BUPOGHMKa (BKIKOYaKouK, ae HeobXxigHo, micue
npoBefeHHs KOHTPosto sakocTi) APl (3a
BiACYTHOCTI cepTudikaTta BifgnoBigHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaXeHoMy
Locbe)(BBEAEHHS HOBOroO BUPOGHNKa AdI 3
HagaHHAM macTep-gaiina Ha A®l) BeegeHHs
HOBOrO asibTepHATUBHOrO BUPOOHUKa AD|
xnopceHipamiHy maneart - Malladi Drugs &
Pharmaceuticals Limited, Unit-5, India.
3MiHu 1l TUNY - 3MiHK 3 AKocTi. AdDL.
Brpo6HMLUTBO. 3MiHa BUPOOHMKA
BVXifHOrO/MPOMDKHOro NpPoAyKTy/peareHTy, Lo
BUKOPVCTOBYIOTHCS Y BUPOOHNYOMY NPOLLECi
Adl, ab0 3miHa BUpo6HMKa (BKIOUatoum, ae
HeobXxigHO, MicLe NPOBEAEHHS KOHTPOJIH0 AKOCTI)
A®I (3a BigcyTHOCTI cepTudcbikata BianoBiAHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaKeHOMY
[0Cbe)(BBEAEHHS HOBOrO BUPOOHUKa AdI 3
HafaHHAM macTep-ghaiina Ha A®l) BeegeHHs
HOBOTO a/IbTEPHATUBHOIO BUPOGHMKa AP]
JekcTpomeTopdaHy rigpobpomigy - Exemed
Pharmaceuticals, India.

233.

XENMNEKC®
AHTUKONA

DX

Tabnetku in bulk: no
5000 TabneTok y
noagiliHomy
nonieTuieHoBomMy
nakeTi B KOHTelHepi

Mosi Xenc
m6X

LLsenuapi
a

Megiton
dapmachboTikan
14, YropuwmHa;

CaBa Xesckea
Nta, IHAis

YropwmHa/
IHgis

BHECEHHS 3MiH [0 peecTpavliiHuX maTepianis:
3miHu | Tvny - 3miHK 3 AkocTi. APl KoHTposnb
A®l. 3miHa y napameTpax cneuudikauii Ta/abo
[ONYCTUMMX MEX, BU3HaUeHuX y cnevudikavisx
Ha A®|, abo BUXigHWI/MPOMIXKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y
npoueci BupobHuuTea AP (iHLWi 3MiHN)
OHoBeHHs cneuyndikauii BXiZHOro KOHTPOsIO
BUpo6HMKa /13 Ha A®I xnopdeHipamiHy manear
- BUNyYEHHs nokasHuka «Baxkki meTanm(Heavy
metals: Maximum 20 ppm). 3minu Il TUny - 3MiHK
3 AkocTi. A®l. Bupo6bHuLTBO. 3MiHa BUpOOHUKA
BMWXifHOro/MpOMKHOro NpoAyKTy/pearenTy, Lo
BUKOPVCTOBYIOTbCS Y BUPOOHNYOMY MPOLIECi
Adl, abo 3miHa BUpo6HMKa (BKIOUatouu, ae
HeoObXxiAHO, MicLe NPOBEAEHHS KOHTPO/IIO AKOCTI)
A®I (3a BigcyTHOCTI cepTudikaTa BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepakeHoMy
[ocbe)(BBEAEHHS HOBOroO BUPOGHNKa AdI 3
HagaHHAM macTep-ghaiina Ha A®l) BeegeHHs
HOBOr0 a/ibTePHATUBHOIO BUPOOHUKa ADI
Kocpeiny - Kores (India) Limited(Pharmaceuticals
& Chemicals Division), India. 3miHu Il Tuny -
3MiHu 3 sKocTi. A®l. BUpo6HULTBO. 3MiHa
BMPOGHMKA BUXiAHOro/NpOMIKHOTO

UA/9722/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

NpoAyKTy/peareHTy, WO BUKOPUCTOBYOTLCA Y
BUpo6HMYOMY npoueci A®|, abo 3miHa
BUPOGHMKa (BKOYAKOUM, e HEOBXiAHO, Micue
npoBefeHHs KOHTPosIo skocTi) APl (3a
BiiCYTHOCTI cepTudikaTa BignosigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaKeHOMY
[0Cbe)(BBEAEHHS HOBOTO BUPOOHUKa AdI 3
HafaHHAM macTep-ghaiina Ha A®l) BeeaeHHs
HOBOTO a/IbTEPHATUBHOIO BUPOGHMKa AP]
theHinedpuny rigpoxnopug - Malladi Drugs &
Pharmaceuticals Limited, Unit-3, India. 3minu Il
TUny - 3MiHu 3 akocTi. A®l. BupobHuuTeo. 3miHa
BMPOGHMKA BUXiAHOro/NpoOMiKHOTO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npotieci A®I, abo 3miHa
BMPOGHVKa (BK/OYaKun, e HeobxigHo, Micue
npoBefeHHsA KOHTPosto AkocTi) Al (3a
BIAICYTHOCTI cepTudikarta BifnoBigHOCTI
€Bponelicbkii hapmakonei y 3aTBepaKeHoMy
[0Cbe)(BBEAEHHSI HOBOrO BUPO6GHUKa Ad®I 3
HafaHHAM macTep-thaiina Ha Adl) BeeaeHHst
HOBOrO a/IbTEPHATUBHOIO BUPOOHMKa AdD|
xnopdgeHipamiHy masnear - Malladi Drugs &
Pharmaceuticals Limited, Unit-5, India.
3miHu |l Tuny - 3miHn 3 axkocTi. AL,
Brpo6HMUTBO. 3MiHa BUPOOHUKA
BWXifHOrO/NPOMDKHOro NPoAyKTy/pearenTy, Lo
BUKOPVCTOBYIOTbCS Y BUPOOHNYOMY MPOLLECI
A®I, abo 3miHa BUpOOHYMKa (BKIOHaKUN, ae
HeoObXxifHO, MicLe NPOBEAEHHS KOHTPOIIO AKOCTI)
A®I (3a BigcyTHOCTI cepTuddikaTa BiANOBIAHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaXeHoMy
Locbe)(BBEAEHHS HOBOroO BUPOGHNKa AdI 3
HagaHHAM macTep-gaiina Ha A®l) BeegeHHs
HOBOrO asibTePHATUBHOrO BUPOOHUKa AD|
nekctpomeTopchaHy rigpobpomigy - Exemed
Pharmaceuticals, India.

234.

XIMOTPUIC
VH
KPUCTAMIYH
nin

niocpinizat ana
PO3UnNHYy A5 iH'EKUIA
no 0,01 r; 5 chnakoHiB
3 niogpinizatom y
6nictepi; no 2
6nicTepn y nauuj 3
KapToHy

TOB "®3
"BIO®PAPMA

YKpaiHa

TOB "®3
"BIOGPAPMA"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHM | TMny - 3MiHK 3 AKOCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTPOb AOMOMIXHMX
peyoBUH. 3MiHa NnapameTpiB cneuudikaiii
Ta/abo foMyCTUMUX MEX A1 AOMNOMIKHOT
PeYoBUHM (BUIYYEHHS 3i cneuudikawii
He3Ha4yHOro nokasHuka (Hanpukiag, 3actapinoro
nokasHuka)) - BunyyeHHs n. «Baxki metanu» 3i
cneuudikaLii 4onomiHOT peyoBuHK Cn. 5.14-
01-164 «JIMMOHHa K1cnoTa MoHorigpaT», y
3B'A3KY 3 NpYBEAEHHSAM A0 MOHorpadii

3a
peyenmom

UA/2347/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
[L0MNOMIXHOT peqoBMHU «J/IMMOHHA KucnoTa
MoHorigpat», 01/2017:0456
235. | XONOCAC - cupon, no 130 r abo TOB YkpaiHa TOB Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 - UA/15909/01/01
TEPHO®APM | no 250 r y chnakoHi; no | "TepHodhap "TepHodhapm" 3MmiHu | TYny - 3MiHKW 3 AKOCTi. FoTOBUIA peyenma
1 chnakoHy 3 MipHOKO M" nikapcbkuii 3aci6. KOHTPOb roTOBOro
JIOXKKOI Y MmauLj 3 nikapcbkoro 3acoby. 3miHa napameTpis
KapToHy cneumdikauii Ta/abo AONYCTUMKX MEX FOTOBOr0
NiKapcbKoro 3acoby (iHWi 3MiHWM) BHECEHHSA 3MiH
B cneuudikawito WoA0 3MiHN PYTUHHOCTI
NpoBeAEeHHS aHasi3y MikpobionoriyHoro
KOHTpoto /13, @ came CKOPOYEHHS KiNlbKOCTI
KOHTPO/IO Cepili: «HE PYTUHHWIA TECT:
[0MyCKaeTbCsA NPOBOANTU KOHTPO/Ib NepLUoi Ta
KOXHOI flecATol HacTynHoi cepii ['N13, ane He
pigLie Hix 1 cepii B pik»
236. | LE®A3OMIH NMOPOLLOK A/19 PO3UYUHY MpuBaTHe Ykpaina BMPOGHULITBO Ta Ykpaina/ BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis: 3a He UA/18375/01/01
KOMBI ans iH'ekuii no 0,5, akuioHepHe nepBuHHe KuTalicbka 3MiHu | TMNY - 3MiHK Woao peuenmom nionseae
no 1 a6o 10, a6o 50 TOBapuCTBO nakyBaHHs HapogHa 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsgy.
donakoHiB y nayui, 1 "JIeKxim - PO3UYUNHHNKIB, Pecny6nika 3MiHa y KOpOTKiil XxapakTepucTuLj Nikapcbkoro
pN1aKkoH 3 MOPOLLKOM Xapkis" BTOPVHHE 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT Ana
Ta 1 amnyna 3 nakyBaHHs, Me[MYHOro 3aCTOCYBaHHS Ha nigcrasi
PO34MHHMKOM (BOAA KOHTpO/b Ta perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
Ans iH'ekuii no 5 mn B BMNYyCK cepii nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
amnyni) B 6nictepi, 1 roTOBOrO 3aCTOCYBaHHS Nikapcbkoro 3acoby B
6nicTep y nauui; abo nikapcbkoro nicnspeecTpauiiHnii nepiog, abo Ak pesynbTar
no 1 chnakoHy B 3acoby: OL|iHKM 3BITY 3 AOC/iMKEHb, MPOBEAEHNX
6nicTepi, no 1 MpuBaTHe BIANOBIAHO A0 MiaHy nefiaTpUYHNX AOCAILKEHD
6nicTepy y navui 3 akuioHepHe (PIP) (3MiHY y3ropkeHo 3 KOMNeTEeHTHUM
KapToHy a6o no 5 TOBapMCTBO YNOBHOB&XXEHVNM OPraHoMm)
chnakoHiB y 6nicTepi, "Nekxim - 3MiHM BHECEHO [0 IHCTPYKLii 415 MeanyHoro

no 2 6nictepum y naui
3 KapPTOHY

Xapkis", YkpaiHa
BMPOBHMLTBO Ta
nepBuHHe
nakyBaHHs
MOPOLLIKY:
PetoHr
dPapmacbloTuKan
Ko., Nita.,
Kutavicbka
HapogHa
Pecny6nika
BTOPUHHE
naKkyBaHHs,
KOHTPOb Ta
BUMYCK cepil
roToBOro
nNiKapcbkoro
3acoby:

3acTocyBaHHS Nikapcbkoro 3acoby A0 po3ainy
"B3aemopis 3 iHLWMMM Nikapcbkumn 3acobammn Ta
iHWi BUAW B3aemogiin", "Ocob6nmnBoCTi
3acToCyBaHHA", "3acTocyBaHHA y nepios,
BariTHOCTi abo rogysaHHsa rpyaar”, "MobiyHi
peakuii" BiAnoBigHO A0 OHOBMEHOI iHchopMaL,i 3
6e3nekn 3acToCyBaHHA NiKapCbKoro 3acooy.
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
TOB "/lekxim-
O6yxis",
YKpaiHa
237. | UE®A3O0NIH MOPOLLIOK A1 PO3UMHY MpuBaTHe YkpaiHa BMPOGHULITBO Ta YkpaiHa/ BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis: 3a He UA/18375/01/02
KOMBI Ans iH'ekuii no 1 r, no akuioHepHe nepBuHHe KuTalicbka 3MiHu | TMNY - 3MiHK Woao peuenmom nionsieae
1 a6o 5, a6o 50 TOBapuCcTBO nakyBaHHs HapogHa 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
chnakoHiB y nauui, 1 "Jlekxim - PO3UYNHHVIKIB, Pecny6nika 3MiHa y KOpOTKiil XxapakTepucTuLj Nikapcbkoro
p1aKoH 3 MOPOLLKOM Xapkis" BTOPVHHE 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ana
Ta 1 amnyna 3 nakyBaHHs, Me[MYHOro 3aCTOCYBaHHSA Ha nigcrasi
PO34MHHMKOM (BOAA KOHTpO/b Ta perynsipHO OHOB/IIOBAHOTO 3BITY 3 6e3neku
Ans iH'ekuii no 10 mn BMNYyCK cepii nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
B amnyni) B 6nictepi, 1 roTOBOro 3aCTOCYBaHHS Nikapcbkoro 3acoby B
6nictep y nauui; abo nikapcbkoro nicnspeecTpauiiHnii nepiog, abo Sk pesynbTar
no 1 aéo 5 donakoHis y 3acoby: OL|iHKM 3BITY 3 AOC/iMKEHb, MPOBEAEHNX
6nicTepi, no 1 MpusaTHe BIANOBIAHO A0 NMiaHy nefiaTpUyHNX AOCAiLKEHb
6nicTepy y navui 3 akujioHepHe (PIP) (3mMiHy y3rofxeHo 3 KOMMeTEeHTHUM
KapToOHyY TOBapMCTBO YNOBHOB&XXEHVM OpraHom)
"Nekxim - 3MiHM BHECEHO [0 IHCTPYKLii 418 MegnyHoro
XapkiB", YkpaiHa 3acToCyBaHHSA NikapcbKoro 3acoby [0 po3ainy
BMPOBHUUTBO Ta "B3aemogisa 3 iHWMMKM NniKapcbkumn 3acobammn Ta
nepBuHHE iHWi BUAW B3aemogiin", "Ocob6nmnBoCTi
nakyBaHHs 3acTocyBaHHs", "3acTocyBaHHS y nepiof
NOPOLLIKY: BariTHOCTi abo rogyBaHHs rpyaar”, "MobidHi
PetoHr peakuii" BignoBigHO A0 OHOBNEHOI iHthopMmaL,i 3
dapmacbloTUKas 6e3nekn 3acToCyBaHHS NiKapCbKoro 3acooy.
Ko., Nita.,
Kutavicbka
HapogHa
Pecny6nika
BTOPUHHE
nakyBaHHs,
KOHTpO/b Ta
BUMYCK cepil
roToBOro
nNiKapcbkoro
3acoby:
TOB "/lekxim-
O6yxis",
YKpaiHa
238. | LE®PMA TabneTku, BKpUTI CaHpo3 CnoseHis CaHpo3 M'mbX- ABCTpif BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a - UA/14864/01/02
nNiBKOBOIO dapmacbHoTi Bupo6Hmnya 3MiHM | TUNYy - 3MiHK 3 AKOCTi. FOTOBMIA peuenmom
060/10HKO10, Mo 200 Kans a.4. AinbHUUs nikapcbkuii 3aci6. KOHTponb roToBOro
Mr; no 10 Tabnetok y AHTWIHGEKUIAHI nikapcbKoro 3acoby. 3miHa y meTogax
6nictepi; no 1 a6o 2 N3 Ta XimiyHi BMNPOBYBaHHSA roTOBOTO JliKapCbKOro 3acoby
6nicTepy y KapTOHHIl Onepadji (He3HauHa 3MiHa y 3aTBeppKeHNX MeTofax

Kopoobui

KyHanb (AIXO
'N3 KyHanb),
ABcTpist

BMNPOoOYBaHHSA) 3MiHN B METOZji BUNPOOYBaHHS
3a NOoKa3HWUKOM «CynyTHi AOMILLKM» (MeTog 1,
BMCOKOoedheKTMBHA pignHHa xpomartorpadisi), a
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

came OHOBJIEHHS iIHhOpMAaTVBHOI TabnLi NikiB
00 AOMILLIOK, Yacy YTPUMYBaHHA Ta
BiJHOCHOTO Yacy yTpyMyBaHHS NikiB, pefaKLiiHi
3MiHM Ha3Bu gomiwok. Cneyudikauis MN3 Ta
MeTOoZ, BUNPO6YBaHHSA HEe 3MIHUANCA. 3MiHN |
TUNy - 3MiHK 3 SIKOCTi. FOTOBWIA NiKapcbKuii
3aci6. KOHTposib rOTOBOTO NiKapCbKoro 3acoby.
3MiHa y MeTogax BunpobyBaHHA rOTOBOroO
niKkapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHNX MeToAax BUNPOBYyBaHHS) 3MiHW B
MeTOoAi BUNpoOyBaHHSA 3a NOKa3HUKOM «CynyTHI
[OMILLKM» (MeTog, 2, yNbTpaBucokoedekTuBHa
pignHHa Xxpomarorpadis), a came OHOBJ/IEHHS
iHchopMmaLiiHOT TabuMLi NiKiB LLOAO AOMILLIOK,
yacy yTpyMyBaHHS Ta BifHOCHOIO Yacy
YTPVYMYyBaHHS NikiB, pefakLiiiHi 3MiHVN Ha3BK
[OMILLOK Ta OHOBJ/IEHO TUNOBY XpoMartorpamy
BMNPO60BYBAHOr0 po3unHy. Cneyudikadis M3
Ta MeTog, BUNPobyBaHHA HEe 3MIHWUNCS.
3MiHu | TUnNYy - 3MiHK 3 aKocTi. AdI.
CrabinbHicTb. 3miHa nepiogy NOBTOPHUX
BMNpo6yBaHb/nepiogy 36epiraHHs abo ymMoB
36epiraHHa A®I (3a BigCcyTHOCTI Y
3aTBEpPAKEHOMY [OCLE cepTudiikara
BiANOBIAHOCTI EBponelickbki hapmakonel, wo
BKJ/1IOYAE Nepios, MOBTOPHOTO BUNPOGYBaHHS)
(nepiog, NOBTOPHOroO BUNPObyBaHHA/Mepios
36epiraHHs) - 36iNbLIEHHS ab0 BBEAEHHSA
nepiofly NOBTOpPHOro BUNpobyBaHHsA/nepioay
36epiraHHa Ha OCHOBI pe3y/bTaTiB JOCAIAKEHb Y
peasibHOMY 4aci. 3MiHa nepiogy NOBTOPHUX
BunNpobyBaHb A®I Liedhnogokcmy npokceTuny
HOBOro BMpo6Huka Qilu Antibiotics
Pharmaceutical Co., Ltd, Kutaii. Mepiog,
NOBTOPHOrO BUNPOGYBaHHA CTaHOBUTL 12
MicsauiB. 3MiHu | TURNY - 3MiHKX 3 AKOCTI.
CepTtudikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiichbkili
thapmakonei/mMmoHorpadii. NMogaHHs HOBOro abo
OHOBJ/IEHOrO cepTudikaTa BignoBigHOCTI abo
BWYYEHHS cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana
BVXiHOrO Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y BUPOOHULTBI
A®I; ona AONOMIKHOT peqoBuHU (cepTudikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
HoBwuii cepTuchikat Bi HOBOro BUPOGHMKaA
(3amiHa abo [ONOBHEHHS) NOJAaHHS HOBOTO
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

cepTudiikaTy BignoBigHOCTI €BpoNenchbkili
thapmaxonei CEP Ne RO-CEP 2020-399-Rev 00
Bifl HOBOro BUpO6HMKa AP| Lieconogokcumy
npokcetuny Qilu Antibiotics Pharmaceutical Co.,
Ltd, Kutaii. ¥ pesynbtaTi 3asiB/1eH0i npoueaypv
3MiHn 6yae BHeceHo Ao MKHA.

239.

LE®OTPUH

MOPOLLOK A1 PO3UUHY
ansivekyiinolr; 1
h/1aKOH 3 NOPOLLKOM B
KapTOHHIA Kopoo6Li

AHaHTa
Megikeap
nra.

Benuka
BpuTaHis

"BeHyc Pemegic
Nimiten", IHAis
AHaHTa
Megikeap
Nimiten, IHAiA

IHgis

BHECEHHS 3MiH 0 peecTpavljiiiHiX MmaTepianis:
3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micud
NPOBaXEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO /liKapCbKOro 3acoby, BkIo4aun
AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
KOHTPOJI0 SIKOCTI. (LisNbHICTb, 3a Ky BiAnoBigae
BMPOGHMK/IMNOpPTEp, BK/OUaUM BUMYCK Cepiid) -
MpuBegeHHs agpecu BupobHuka M3 AHaHTa
Megikeap flimiTea, y BiANoBigHICTb A0
CepTudpikaty BignoBigHOCTI yMOB BUPOGHMLTBA
N3 Bumoram HBIM, BugaHoro depxnikcnyxo6oto
YKpaiHu, a came BUMPaB/EHO aHNiNCbKUiA
BapiaHT agpecu. BupobHuya ginbHuus Ta yci
BMPO6HMYI onepauii 3a/IMWaTbCs HE3MIHHMMMU.

3a
peyenmom

UA/12006/01/01

240.

LMOCTA30
N CTAJA®

Tabnetku no 100 mr,
no 14 tabneTtok y
6nicTepi; no 4
6nicTepy y KapTOHHIl
Kopobui

CTAIA
ApuHaiAMITT
ens Al

HimeyunH
a

BMNYCK Cepiii:
CTALA
ApuHarimitTens
Ar, HimeuuunHa,;
BMPOBOHULITBO
Hepo3dacoBaHo
ro NpoAykKTy,
nepBuHHe Ta
BTOPVHHE
nakyBaHHS,
KOHTPO/b Cepili:
Apamven ®apma
C.A., Monbua

HimeuunHa/
MonbLa

BHECEHHS 3MiH [0 peecTpaLjiiiHix maTepianis:
3MiHK | TNy - 3MiHK WoA0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
BBeieHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy thapmakoHarnsgy (sBefieHHs
y3arasibHeHVUX AaHux Npo cuctemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoi ocobu,
BiANOBiAANbHOI 3a 34ilicCHEHHS
thapmakoHarnsgy; KOHTakTHOi 0cobu 3
dhapmakoHarnsgy 3asaBHUKa g1 34iRCHEHHS
hapmakoHarnsgy B YkpaiHi, SKLLO0 BOHA
BiIMiHHa BifJ, YNTOBHOB&XeHOI 0co6u,
BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapMmakoHarnsagy
(BKIHOYAIOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-goaiisia cuctemu
hapmakoHarnsagy) - 3MiHa ynoBHOBaXeHoT
0co6u 3asBHMKA, BignoBigabHOI 3a
thapmakoHarnag;: fitoua pegakuis: O-p
®dpepepika KnaiiH. MNponoHoBaHa pegakuyis: J-p
AHppeac IBaHOBUY. 3MiHA KOHTAKTHUX AaHUX
YNOBHOBaXXEHOT 0CO6MU, BigNoBigabHOI 3a
thapmakoHarnsg. 3MiHa KOHTakTHOI 0cobu
3a5BHMKa, BiANOBIAA/IbHOT 32 hapmakoHarnsz B
YkpaiHi. [itoua pegakuis: Mpycbkniti CtaHicnas
Bonognmmnposuy.

MponoHoBaHa pepfakuis: Moy TeTaHa HOpiiBHa.
3MiHa KOHTaKTHUX AaHWNX KOHTaKkTHOI ocobu

3a
peyenmom

UA/16267/01/01
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KOHTPO/Ib AKOCTI
Ta TecTyBaHHA
cTabinbHoCTI
nNiKapcbkoro
3acoby:
IMKnoH Cucrems
nNnc, CWA
KOHTPO/b AKOCTI
nNiKapcbkoro
3acoby:

Eni Ninni
KiHceiin NimiTes,
IpnaHgjs
KOHTPO/b AKOCTI
nNiKapcbkoro
3acoby:
KoBaHC
Nab6opaTtopi3
Nimiten, Benvka

BputaHis
KOHTPO/b AKOCTI
nNiKapcbkoro
3acoby:

Yapnb3 Pisep

JlabopaTtopi3

3aCcTOCyBaHHS NMikapcbkoro 3acoby A0 po3ainy
"@apmakoTepanesTuyHa rpyna. Kog ATX"
Bi4NOBIAHO A0 MibXKHApOAHOro KnacudikaTopa
BOO3 (http://www.whocc.no/atc_ddd_index/):
3aTBEPAKEHO — AHTMHEONIaCcTUYHI 3acobm,
MOHOK/IOHasbHI aHTUTiNa. Kog ATX LO1X C21,
3anponoHOBaHO — MOHOK/TOHa/TbHI aHTUTINA Ta
KOH'loraTu aHTuTiNa 3 NiKapCbKUM 3ac060M.
IHri6iTopn VEGF/VEGFR (chakTopu pocTy
eHgoTenito cyguH). Kog ATX LO1F GO2. 3miHum Il
TUny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnsigy. 3mMiHu y KopoTKili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMYW AaHUMK 3
AKOCTI, AOKNIHIYHUMMU, KIHIYHUMN AaHVMU Ta
AaHumu 3 chapmakoHarnagy. 3MiHu BHECEHO B
IHCTPYKLUi0 ANS1 MeANYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao posginis " "Oco6nBOCTi
3acTocyBaHHsA" Ta "lMob6iyHi peakuii”.

Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3asBHWMKa, BiANOBiAabHOI 3a hapMakoHarnsg B
YKpaiHi
241. | UMPAM3A KOHLeHTpaT Ans Eni Ninni Higepnan BMPOGHMLITBO CLuA/ BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: 3a He UA/16889/01/01
pO34nHy A5 iHdysil, HenepneHg an nikapcbkoro Icnanis/ 3MiHY | Tuny - 3MiHN WoAao peyenmom nionsizae
10 mr/mn; no 10 mn Ta B.B. 3acoby, Ipnangis/ 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsay.
50 mn y donakoHax, no nepBuMHHa Benuka 3MiHa y KOpOTKiil xapakTepucTuLi Nikapcbkoro
1 donakoHy B ynakoBka, BputaHis/ 3aco6y, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
KapTOHHIiA ynakoBL,i KOHTPO/b Ta ITania/ MeAMYHOro 3aCTOCyBaHHSA Ha niacTasi
TecTyBaHHs dpaHuis perynsipHoO OHOBJ/IHOBAHOTO 3BIiTy 3 6e3nekn
cTabinbHoCTI nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
nikapcbKoro 3aCTOCyBaHHSA Nikapcbkoro 3acoby B
3acoby: nicnsipeecTpaviiiHnii nepiog, abo Sk pesynbtat
Eni Ninni eHg OLLiHKVM 3BIiTYy 3 AOC/iKEHb, MPOBEAEHNX
Komnani, CLUA BiANOBIAHO A0 NnaHy nejiatpudHNX AOCNiAXeHb
BTOPVHHA (PIP) (iHwi 3MiHN).
yrnakoBkKa, 3MiHM BHECEHO B iHCTPYKLiO 41151 MeANYHOro
MapKyBaHHS, 3acToCyBaHHA NiKapcbKoro 3acoby [0 po3ainis
KOHTPO/b, "®apmakonoriyni BnactusocTi”, "Oitn"
BUMYCK cepil (yTouHeHHs iHcpopmauii) Ta "MobiuHi peakwyi
nNiKapcbkoro BIAMNOBIAHO 4O OHOBEHOT iHGhopMaLi Woa0
3acoby: 6e3nekn 3acTocyBaHHS [il040i PEYOBUHW. 3MiHK
Ninni C.A., | Tuny - AgmiHicTpaTvBHI 3MiHu. 3MiHa kogy ATX.
IcnaHis 3MiHV BHECEHO B IHCTPYKLi0 4151 MEAUYHOTO




162

Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Alipneng
NimiTen,
Ipnangis
KOHTPO/Tb AKOCTI
NiKapcbkoro
3acoby:
Eni Ninni Itanisa
C.M.A., Itanisa
BMPOGHULITBO 3a
MOBHUM LIK/TOM:
Ninni ®paHc,
®paHuis
242. | UACNNATWH | koHueHTparT Ans Akkopg, Monbwa Brpo6HMLUTBO IHgis/ BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a - UA/15240/01/01
A AKKOPL pO34uHy A5 iHy3il, Xenckea N3, nepBrHHE Benuka 3MiHK | TUny - 3MiHK 3 AKOCTi. FOTOBMIA peuenmom
1 mr/mn; no 10 mn, no MNoncka Cn. Ta BTOPUHHE BpuTanisa/ NiKapcbKuii 3aci6. 3MiHN y BUPOOHULTBI. 3MiHa
25 mn, no 50 mn, no 3.0.0. nakyBaHHs, ManbTa/ po3mipy cepii (BknoUaroun gianasoH po3mipy
100 mn 'y cpnakoHi; no KOHTPO/Ib AKOCTI YropwmHa cepil) rotToBoro nikapcbkoro 3acoby (iHLUi 3MiHK)
1 cbnakoHy y cepii: IHTac BBEJEHHS 404AaTKOBOro po3mipy cepii /13 380,0

KapTOHHIA Kopoo6Li

dapmachboTikan
3 NlimiTes, IHAis;
(anbTepHaTMBHM
1 BUPOGHNK):
IHTac
dapmacbtoTikan
3 JlimiTeq, IHAjs;
BTopuHHe
nakyBaHHs:
Akkopf Xesnckea
Nimiten, Benvka
BpuTaHis;
BignosigansHuii
3a BMNyCK cepil:
AKKOpA, Xesnickea
NimiTen, Benvka
BpuTaHis;
KOHTPO/b AKOCTI
cepiii: ACTpoH
Pe3bopuy
Nimiten, Benvka
Bputanis;
KOHTPO/b AKOCTI
cepiii:
dapmagokc
Xenckea NT4,,
ManbTa;
KOHTPO/b AKOCTI
cepiii:
Papmasanig

n (35849 chnakoHiB) gnsi 06’emy 10 mn
(3aTBepmxeHo 100,0 ). 3MiHK | Tuny - 3MiHK 3
AKOCTI. [OTOBWI Nikapcbkumii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa po3mipy cepii (Bk/It4Yakum
JianasoH po3mipy cepii) roToBOro Nikapcbkoro
3ac006y (iHLWi 3MiHK) BBEAEHHSA 40AATKOBOro
po3mipy cepii 13 600,0 n (11650 dhakoHiB)
ons o6’emy 50 mn (3atBepakeHo 100,0 i1, 1200
n). 3minn |l Tuny - 3MiHK 3 aKkocTi. FoToBMI
nikapcbkuid 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
po3Mipy cepii (Bk/toYatoun AianaszoH po3mipy
cepii) rotToBOro nikapcbkoro 3acoby (3miHa
CTOCYETbCS BCiX iHLUMX liKapCbKX hopm
CYKYNHOro (KOMMJ1IEKCHOr0) BUPOGHNYOro
npotiecy) BBefleHHs 404aTKOBOro po3mipy cepii
'N3 400,0 n (7766 cnakoHiB) ans 06'emy 50 mn
(3aTBepmxeHo 100,0 n, 1200,0 n) Ta 600,0 n
(5825 chnakoHiB) ans 06’emy 100 mn
(3aTtBepmxeHo 100,0 i1, 1200,0 n)
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
nro.
Mikpob6ionoriyHa
nab6opaTopis,
YropuwmHa
243. | ULUTOKOH® PO34UH O151 iH'EKLLNA, TOB "Opis- YkpaiHa TOB "tOpis- Ykpaina BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a - UA/13685/01/02
250 mr/mn, no 4 mn B Papm” Papm"” TexHiyHa nomwuska (3rigHo Hakasy MO3 Big, peyenmom
amnyni, 5 amnyn'y 23.07.2015 Ne 460) BunpaBneHO TEXHIYHY
KOHTYPHIli YapyHKOBIi NOMWJIKY B €/1EKTPOHHI Bepcil iIHCTPYKUIiT Ans
ynakosLi; no 1 MeMYHOro 3aCTOCyBaHHA Ta KOPOTKOI
KOHTYPHIli YapyHKOBIi XapaKTepuUCTMKM NiKapCbKoro 3acoby Wwoao
ynakoBLji B nayi 3 3a3HayvYeHHs 4OMOMDKHOT peYOBUHM (Zitoya
KapToHy pefakuis: Kncnota Xx/10pMcToBoAHEBA
KOHLIEHTpOBaHa; NPoMoHOBaHa peaakuis:
X/TOPUCTOBOAHEBA KVCNOTa KOHLIEHTPOBaHa).
3a3HayeHe B/NpaBeHHN Bignosigae
MaTtepiasiaMm peecTpauiiHoro Aocbe
244. | ULNTOKOH® PO34UH AJ151 iH'EKLLNA, TOB "HOpis- YkpaiHa TOB "HOpis- Ykpaina BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis: 3a - UA/13685/01/01
125 mr/mn, no 4 mn B Papm"” Papm" TexHiyHa nomusika (3rigHo Hakaly MO3 Big, peyenmom
amnyni, 5 amnyn y 23.07.2015 Ne 460) BunpaBneHo TexHi4Hy
KOHTYPHIli YapyHKOBIi NOMWJIKY B €/IEKTPOHHI Bepcil iIHCTPYKUIiT ans
ynakosLi; no 1 MeANYHOro 3aCTOCyBaHHA Ta KOPOTKOI
KOHTYPHIl YapyHKOBIl XapakTepucTuky NikapcbKoro 3acoby LWwoao
ynakoBLji B naui 3 3a3HayvYeHHs AOMOMDKHOI peyoBUHM (Zitoua
KapToHy pefakLis: Kncnota Xx/10pMcToBoAHEBa
KOHLIEHTPOBaHa; NPoMoHOBaHa pefakuis:
X/TOPUCTOBOAHEBA KVCMOTa KOHLLEHTPOBaHa).
3a3HayeHe B/NpaBneHHN Bignosigae
MaTtepiasiaM peecTpaLiiHoro Aocbe
245. | UUTPAMOH Tabnetku, no 10 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpayjiiiHux maTepianis: 6e3 - UA/17370/01/01
MAKCI® TabNeToK y KOHTYPHIl "®hapmaueBT "dapmaueBTUUH 3MiHun Il TUnYy - 3MiHK 3 AKocTi. ADI. peuyenma
YapyHKOBIli ynakoBLyj; nyHa hipma a thipma Brpo6HMUTBO. 3MiHa BUPOBHUKA
no 1, no 2 abono 5 "AapHnus” "fapHuus” BUWXifHOro/NPOMKHOro NpoAyKTy/peareHTy, Lo

KOHTYPHUX
YapyHKOBUX YNaKkoBOK
y nauui

BUKOPVCTOBYIOTLCS Y BUPOOHNYOMY MPOLLECI
A®I, abo 3miHa BUpoGHKKa (BKIOHaKUN, ae
HeobXxifHO, MicLie NPOBEAEHHS KOHTPO/IIO AKOCTI)
AdI (3a BigcyTHOCTI cepTuchikata BignoBigHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaKeHoMy
[ocbe)(BBeAEHHS HOBOro BUPOGHNKa AdI 3
HafJaHHAM MacTep-oaiina Ha A®Il) BBeAeHHs
anbTepHaTMBHOIO BUPOGHKKa AdI
Mapavuetamony chipmm Farmson Pharmaceutical
Guijarat Pvt. Ltd. (Unit-), India y 38'A3ky 3
BMPOGHNYOK HEOOXIAHICTIO. AK HACifOoK
BHECEHHSA 3MiH 10 po3giny «Cknag» tay
crneundikauito BXigHOr0 KOHTPOJIKO Ha gitouy
peuosuHy MapaueTtamon Ao po3ainy «Mepiog
36epiraHHsA», a came ONOBHEHO TEPMiHOM
NPWAATHOCTI AN1S 3anpPONOHOBAHOI0 BUPOGHMKA
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
(3aTBEpMXEHO: 4 POKM AN1A BUPOGHMKa Angiu
Lu*an Pharmaceutical Co., Ltd., China,
3anpornoHoBaHo: 4 pokn A5 BUPoOHUKa Andiu
Lu'an Pharmaceutical Co., Ltd., China; 5 pokis
ans BupobHuka Farmson Pharmaceutical
Gujarat Pvt.Ltd. (Unit-1l), India. )
246. | AHYMET TabneTku, BKpUTI Mepk Wapn LLiBeruapi MepBrHHA Ta Higepnangn/ BHECEHHS 3MiH 0 peecTpavljiiiHiX MmaTepianis: 3a - UA/11003/01/01
nNiBKOBOIO i oym IOEA A BTOPVHHA cuwA/ 3MiHu | TUNYy - 3MiHK 3 siKocTi. FoTOBMIA peuenmom
060n0Hkoto0, no 50 v6X ynakoBka, Cinranyp/ nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa
mr/500 wr; no 14 [003BiN Ha IcnaHis abo BBeEeHHS 404AaTKOBOI AiNbHULL
Tabnetok y 6nictepi; BUNYCK cepil: BMPOGHMLTBA 415 YacT1HU abo BCbOro
no 4 6nictepu B Mepk Wapn i BMPOGHNYOro MPOLECY roTOBOrO NiKapPCbKOro
KapTOHHIA Kopoo6Li Joym B.B., 3aco6y ([inbHMLA, Ha ki NpoBOAATLCA By ab-
HigepnaHamn AKi BUPOGHMYI CTagil, 3a BUHATKOM BUMYCKY
Brpo6HMUTBO cepiii, KOHTPOSO SKOCTi, NEPBUHHOTO Ta
Hepo3acosBaHo BTOPWHHOTO MaKyBaHHS, A/ HECTEPUTbHNX
T npoaykuii, nikapcbknx 3acobis) JlogaBaHHA HOBOIO
aHasliTM4He BMpo6HMKa MSD International GmbH (Singapore
TeCcTyBaHHs npun Branch), wo BignoBigasbHUiA 32 BUPOOGHMLITBO
BUMYCKY: Hepo3hacoBaHoI NPoAyKLii. BBeAeHHS 3MiH

Ecika KBiH60pO
NimiTen, Benvka
BpuTaHis
MareoH MyepTo
Piko, IHK.,
MyepTo Piko,
CLIA
MCA
IHTEepHeLwHN
"M6X (chinis
CiHranyp),
CiHranyp
MepBuHHA Ta
BTOPVHHA
ynakoBka:
Posi ®apma
IHpacTpian
Cepsicec, C.A.,
Icnanis

NpPoTAroM 3-x MICALIB NiC/SA 3aTBEPLKEHHS.
3miHu | TYny - 3MiHKW 3 AKOCTi. FoTOBUIA
nikapcbkuid 3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTbCS BUMYCKY Cepil
Ta KOHTPO/I0 AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo foAaBaHHSA AifbHUL, Ha
AKIl 34IiICHIOETLCS KOHTPO/1b/BUNPOBYBaHHSA
cepii) JogasaHHsa HOBOro BUpobHnka MSD
International GmbH (Singapore Branch), Lo
BMKOHYE aHaniT4yHe TeCTyBaHHS Npu BUNYCKY.
[lopatkoBo, NPOMNOHYETLCA BUHECEHHS (DYHKLT B
MKSA M3 «aHanitTuuHe TecTyBaHHA Npu
BUMYCKY» A/151 BXE 3aTBEPAKEHNX BUPOOHMKIB
Ecika KBiH6opo NlimiTea, Benuka BputaHis Ta
MaTeoH MyepTo Piko, IHk., MyepTo Piko CLUA, 3
METOI NPVBEAEHHS Y BiANOBIAHICTb A0
3aTBEpMKEHNX MaTepiasiB peecTpauiiHoro
pocbe, a came: 3.2.P.3.1. BUPOGHUK(-1).
BBefeHHst 3MiH NpoTArom 3-x MicsAuiB nicns
3aTBEPMKEHHS. 3MiHW | TUNy - 3MiHW 3 AKOCTI.
[OTOBWIA NikapcbkuWii 3aci6. 3miHK y
BMPOGHMLTBI. 3MiHa po3mipy cepii (BK/IUaun
[Jiana3oH po3Mipy cepii) roTOBOro JlikapCbKoro
3aco6y (3mMeHLweHHsA 0 10 pasiB) 3MeHLLEHHS
po3mipy cepii nikapcbKkoro 3acoby,
BMIOTOB/IEHOTO Ha HOBIlA AiNbHULI BUPO6HULTBA
MSD International GmbH (Singapore Branch) 3
1200 kr Ta 1500 kr go 500 kr 41 1000 Kr.
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BBefeHHs1 3MiH NpoTArom 3-x MicAuiB micns
3aTBEepMKEHHS. 3MiHN | TUMY - 3MiHW 3 SKOCTI.
[OTOBWIA nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHM Y NpoLeci BUpobHuLTBa
roTOBOrO /1iKapCbKOro 3acoby, Bko4aum
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCS NpY
BMPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y npoLeci BUPO6HULTBA)
HesHauHi 3MiHU y BUPOGHMYOMY NPOLIEC,
noB'A3aHi 3 0611a4HaHHAM Ha NPOMNOHOBaHIN
ginbHuui MSD International GmbH (Singapore).
BBefeHHs1 3MiH NpoTArom 3-x MicsAuiB nicns
3aTBEPMKEHHS.
247. | AHYMET TabneTku, BKPUTI Mepk LWapn LLBeiiuapi MepBuHHA Ta Higepnangu/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a - UA/11003/01/02
NiBKOBOO i Aoym IAEA A BTOPVHHA CLuA/ 3MmiHu | TMny - 3MiHKn 3 AKocTi. FoToBUIA peyenmom
ob6onoHkoto, no 50 M6X ynakoBka, Cinranyp/ nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa
Mmr/850 wmr; no 14 [03BiN Ha IcnaHis ab0 BBeleHHA A0A4AaTKOBOI AiNbHULLI
Tabnetok y 6nictepi; BWMNYCK Cepil: BMPOGHMLTBA A1 YaCTUHM abo BCbOro
no 4 6nictepu B Mepk Wapn i BMPOGHMYOro MpOLecy roToBOro /ikapcbKoro
KapTOHHIlA KOpooLi Ooym B.B., 3acoby (AinbHMLSA, Ha Sk NpoBOAATLCSA BY/b-
HigepnaHgm AKi BUPOGHWYI CTagii, 3a BUHATKOM BUMYCKY
Brpo6HMLUTBO cepiiA, KOHTPOJIIO AKOCTi, NEPBMHHOTO Ta
Hepo3dacoBaHo BTOPWHHOTO MakKyBaHHS, A7 HECTEPUTbHNX
T npoAykuji, nikapcbknx 3acobis) [jogasaHHS HOBOTO
aHanitnyHe BMpo6HMKa MSD International GmbH (Singapore
TeCTyBaHHs npu Branch), wo BignoBiganbHUiA 3a BUPOGHULITBO
BUMYCKY: Hepo3sdacoBaHOi NpoAayKLii. BBeAeHHsA 3MiH

Ecika KBiH60pOo
Nimiten, Benvka
BpuTtaHis
MarteoH MNyepTo
Piko, IHK.,
MyepTo Piko,
CLA
MCA
IHTEepHeLWwHN
v6X (chinis
CiHranyp),
Cinranyp
MNepBuHHa Ta
BTOPVHHA
ynakoBka:
PoBi ®apma
IHoacTpian
Cepsicec, C.A.,
Icnanis

NPOTAroM 3-x MICALIB MiC/1A 3aTBEPKEHHS.
3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. 3mMiHM y BUPOGHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTLCS BUMYCKY cepil
Ta KOHTPO/I0 AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo gofasaHHsA f4inbHUL, Ha
AKili 34IACHIOETBCS KOHTPO/Tb/BUNPOOYBaHHS
cepii) JlopasaHHA HOBOro BUpo6HMKa MSD
International GmbH (Singapore Branch), o
BUKOHY€E aHauTiTUYHe TeCTyBaHHS NPU BUMYCKY.
[ofaTkoBO, NPOMOHYETLCA BUHECEHHS (DYHKLT B
MK$A TN3 «aHanitnyHe TecTyBaHHA nNpu
BUNYCKY» AN1A BXe 3aTBepKeHNX BUPOOHNKIB
Ecika KsiH60po NimiTes, Benuka Bputania ta
MateoH MyepTo Piko, IHk., MyepTo Piko CLUA, 3
MEeTOI NPUBEAEHHS Y BiAMNOBIAHICTb A0
3aTBEPAKEHMX MaTepianiB peecTpauiiHoro
pocbe, a came: 3.2.P.3.1. BUpOGHUK(-1).
BBefeHHs1 3MiH NpoTArom 3-x MicsAuiB micns

3aTBEepMKEHHS. 3MiHN | TUNY - 3MiHW 3 SIKOCTI.

"0TOBWIA NTiKapCbkunii 3aci6. 3MiHK Yy




166

Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BMPOGHMLTBI. 3MiHa po3mipy cepii (BkIK4aun
JianasoH po3mipy cepii) roToBOro Nikapcbkoro
3aco6y (3mMeHLwWeHHA 0 10 pasiB) 3MEeHLLEHHS
po3mipy cepii fikapcbkoro 3acoby,
BUIOTOB/IEHOTO Ha HOBIlA AiNbHULI BUPO6GHULITBA
MSD International GmbH (Singapore Branch) 3
1200 kr Ta 1500 kr go 500 kr 4ym 1000 «r.
BBeneHHs 3MiH NpoTarom 3-x micauis nicns
3aTBEPMAKEHHS. 3MiHN | TUNy - 3MiHM 3 SKOCTI.
["oTOBWIA Nikapcbkunii 3aci6. 3miHN y
BMPOOHULTBI. 3MiHM Y npoLeci BUpo6HMLTBa
roTOBOro NikapCbKOro 3acoby, BKIYaUN
MPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCA NP
BUPOBHMLTBI rOTOBOrO NikapCcbKoro 3acoby
(He3HayHa 3MmiHa y npoueci BUpobHULTBa)
He3HauHi 3MiHU y BUPOGHMYOMY NPOLIEC,
noB'A3aHi 3 06/1ajHaHHAM Ha NPOMNOHOBaHiN
ginbHuui MSD International GmbH (Singapore).
BBefeHHs1 3MiH NpoTArom 3-x MicAuiB micns
3aTBEPAKEHHS.
248. | AHYMET TabneTkun, BKpUTI Mepk Wapn LLsenuapi MepBrHHa Ta Higepnangn/ BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis: 3a - UA/11003/01/03
N1iBKOBOIO i Joym IAEA a BTOPUHHA CLUA/ 3miHu | TYny - 3MiHKW 3 AKOCTi. FoTOBUIA peyenmom
060/10HKO10, M0 50 meX yrnakoBka, Cinranyp/ nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa
mr/1000 mr; no 14 [03BiN Ha Icnanis ab0 BBefeHHA A0AATKOBOT AifIbHUL
Tabnetok y 6nictepi; BWMYCK Cepii: BMPOGHMLTBA A1 YACTUHM abo BCbOro
no 4 6nictepu B Mepk Wapn i BMPOBHMYOro NPoLEecy roToBOro JliKapCbKOro
KapTOHHI Kopoobui Joym B.B., 3ac06y (AinbHYLA, Ha K NpoBOAATLCA Oy ab-
HigepnaHvgu AKi BUPOGHWYI CcTagii, 3a BUHATKOM BUMYCKY
Bupo6bHMuTBO cepiid, KOHTPOJO AKOCTi, NEPBUHHOTO Ta
Hepo3acosBaHo BTOPWHHOTO MakKyBaHHS, 71 HECTEPUTbHUX
T npoaykuji, nikapcbkrx 3acobis) JogaBaHHS HOBOTO
aHaniTMyHe BMpo6bHUKa MSD International GmbH (Singapore
TEeCTyBaHHA npu Branch), wo BignosigasibHuiA 3a BUPO6HMLITBO
BUMYCKY: Hepo3dacoBaHoi NpoAyKLii. BBegeHHs 3MiH

Ecika KBiH60pO
Nimiten, Benvka

NpoTAroM 3-x MicsiLiB NiCNs 3aTBEPKEHHS.
3MmiHu | TMny - 3MiHKn 3 AKocTi. FoToBUIA

Bputanis nikapcbkuid 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
MateoH MyepTto iMnopTepa/3miHu, L0 CTOCYOTLCS BUNYCKY cepil
Piko, IHk., Ta KOHTPO/IO SIKOCTi FOTOBOTO /1iKapCbKOro
MyepTo Piko, 3acoby (3amiHa abo JofaBaHHs AinbHULI, Ha
CWA AKilA 3AiACHIOETLCSA KOHTPO/Tb/BUNPOBYBaHHS
MC/[, cepii) logasaHHa HoBOro BUpobHka MSD
IHTepHeLwwH International GmbH (Singapore Branch), wo
m6X (chinis BMKOHYE aHa/liTU4HE TeCTyBaHHSA Npu BUMYCKY.
Cinranyp), [lopatkoBo, NPONOHYETLCA BUHECEHHS (DYHKLT B
Cinranyp MK$A TN3 «aHaniTmyHe TecTyBaHHSA Npu
MepBuHHa Ta BUNYCKy» AN BXe 3aTBep)KeHNX BUPOOHNKIB
BTOPUHHA Ecika KBiH60po JlimiTe, Benuka Bputania 1a
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHsT* peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
ynakoBka: MateoH MyepTo Piko, IHk., MyepTo Piko CLUA, 3
Posi ®apma METOI0 MPUBEAEHHS Y BiANOBIAHICTb A0
IHoacTpian 3aTBEPAKEHNX MaTepiasniB peecTpauiliHoro
Cepsicec, C.A., pocbe, a came: 3.2.P.3.1. BUpoOHUK(-1).
Icnanis

BBeneHHs 3MiH NpoTarom 3-x micauis nicns
3aTBEPMAKEHHS. 3MiHN | TUNy - 3MiHM 3 SKOCTI.
["oTOBWIA Nikapcbkuii 3aci6. 3miHN y
BUPOGHMUTBI. 3MiHa po3Mmipy cepii (Bkvarun
AianasoH po3mipy cepii) roTOBOro Nikapcbkoro
3aco6y (3mMeHLweHHs f0 10 pasiB) 3MeHLLEHHS
po3mipy cepii nikapcbkoro 3acoby,
BUrOTOB/IEHOrO Ha HOBIM AiNIbHUL BUPOGHMLITBA
MSD International GmbH (Singapore Branch) 3
1200 kr Ta 1500 kr go 500 kr ym 1000 Kr.
BBefieHHs1 3MiH NpoTArom 3-x MicsAuiB nicns
3aTBEPMKEHHS. 3MiHW | TUNy - 3MiHW 3 AKOCTI.
[OTOBWIA Nlikapcbkuii 3aci6. 3miHK y
BMPOGHMLTBI. 3MiHW Y NpoLeci BUpo6HULTBA
roTOBOIO /1iKapCbKOro 3acoby, BK/I0Yaoun
MPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCA NpY
BMPOGHWLITBI FOTOBOTO NiKapCbKOro 3acoby
(He3HauHa 3miHa y mpoueci BUpobHMLTBa)
HesHauHi 3MiHV Yy BUpOGHMYOMY NpoLEeci,
noB'sA3aHi 3 06/1aiHAHHAM Ha NPONOHOBaHIl
AinbHuui MSD International GmbH (Singapore).
BBeneHHs 3MiH NpoTarom 3-x micauis nicns
3aTBEPKEHHS.

*y pa3zi éHeceHHs 3MiH 00 iIHCMpYKyii Npo MeduyHe 3acCMOCy8aHHsA

B.0o. HayasiIbHUKa

dPapmaLeBTUYHOro ynpaBniHHA OnekcaHpp NPILEHKO
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