MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

05 tpaBHs 2022 poky Ne 753

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

BignosigHo go crarti 9 3akoHy Ykpainu «IIpo jslikapchbKi 3acobu», MyHKTIB 5,
7, 9, 10 Tlopsigky [mep)kaBHOI peecTpaillii (mepepeecTpailii) TiKapcbKux 3acobiB,
3aTBep/KeHOro roctaHoBoto Kabinety MinicTpiB Ykpainu Bifg 26 TpaBHsa 2005 poky
Ne 376, ab3ary aABajIiTh CbOMOTO IMANMYHKTY 12 nyHKTy 4 IlonokeHHS TIpO
MiHicTepcTBO OXOpOHM 3/]0POB’sl YKpaiHU, 3aTBep/KeHOoro moctaHoBorw KabiHety
Minictpie Ykpainu Bix 25 6Gepe3ns 2015 poky Ne 267 (B pefakiii mocTaHOBU
Kabinery MinictpiB Ykpainu Big 24 ciuas 2020 poky Ne 90), Ha migctaBi
pe3y/bTaTiB eKCIIePTU3M PeecTpalliiHUuX MaTrepiaiiB TiKapchKUX 3aco0iB (MeauUHMX
iMyHoOionoriuHMX  TpemapartiB), 1[0 TMOJaHi Ha Jep)XaBHy peEeCTparlifo
(mepepeecTpallirt0) Ta BHECEHHS 3MiH [0 peeCcTpaLiiHUX MaTepiajiB, TPOBeJeHUX
[ep>kaBHUM TiANPUEMCTBOM  «Jlep)KaBHUM eKCepTHUW LieHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’Sl YKpaiHW», BHUCHOBKIB II0Z0 eheKTHMBHOCTi, Oe3rmeuyHoCTi Ta
AKOCTi, I[OA0 eKCIepPTHOI OL{IHKY CITiBBiJHOIIEHHS KOPUCTL/PU3UK JIIKAPCHKOTO
3acoby, IO TIPOTIOHYEThCS A0 Jep)KaBHOI peectparlifii (mepepeectpariii), 1070
BHECEHHsI 3MiH [0 PeeCTpaLliiHUX MaTepialiB Ta peKoMeH/allii Moro /10 [epKaBHOI
peectpatiii (repepeectpaiiii) abo BHeCeHHsI 3MiH /10 peecTpal[iiHUX MaTepiasiB

HAKA3Y1O:

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

2. [lepepeecTpyBaTH Ta BHECTH /10 Jlep>kKaBHOT'O PeECTPY JTiKapChbKUX 3aco0iB
Ykpainu fikapcbki 3acobu (MeauuHi imyHoOiosioriuHi TperapaTHl) 3TifHO 3
riepesikoM (oAaToK 2).
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3. BHecTu 3MiHM [0 peecTpaLliiHUX MaTepiasiB Ta [lep)kKaBHOTO peeCcTpy

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

4. BigMOBUTH Yy [ep>KaBHiM peecTpaliii/riepepeecTpallii Ta BHECEHHI 3MiH [0
peecTpariiHuX MartepiajiB Ta [Iep)KaBHOIO peecTpy JIiKapChbKHX 3aco0iB YKpaiHu

MKapChbKHUX 3aCcO0iB 3TiIHO 3 TIeperikoM (401aToK 4).

5. KoHTpOJIb 3a BUKOHAHHSIM LIbOT0 HaKa3y MOK/IaCTH Ha MepIIoro 3acTyIHUKA
Minictpa Komapiay O.O.

MinicTp BikTop JISALIKO



Hoparox 1

Ao Haka3y MiHicTepcTBa 0X0poHHU
30poB’s Ykpainu «IIpo gepxxaBHy
peecTpanii (mepepeecTparnii) JiKapCbKHX
3aco0iB (MegHYHNX iIMyHOOi0/TOriUHHX

MEPENIK
3APEECTPOBAHNX NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIO/TIOMNYHUX MPENAPATIB), AKI BHOCATLCA A0
AEP)XXABHOI'O PEECTPY JIIKAPCbKNX SACOBIB YKPAIHA

npenapariB) Ta BHeCeHHs 3MiH /10
peecTpaniiHIX MaTepiantiB»
Big 05 TpaBHs 2022 poky Ne 753

Ne Hassa dopma sUMyCcKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs peecmpayjitiHo2o
3acoby yrnakoska) nocBi04YeHHs
1. BOPHA nopowok, no 30 ry AT YkpaiHa AT "BITAMIHWN" YkpaiHa peecTpaduis Ha 5 pokiB 6e3 niosnsieae UA/19352/01/01
KUCNOTA KOHTeliHepi "BITAMIHWN" MepioAnyHICTL NOAAHHS PErynsapHo peyenma
OHOBJIIOBAHOTO 3BITY 3 6e3MNeKn, BigNOBIAHO 40
Mopsaky 34iicHeHHs hapmakoHarnaay,
3aTBEepAKeHOro Hakasom MiHicTepcTBa
OXOPOHW 340POB’S YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOPOHM 340P0B'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:!
3riHO 3i CTpOKamu, 3a3HavYeHMn y
nepioguYHOCTI NOAAHHS PErysIipHUX 3BITIB 3
6esneku.
2, BYAECOHIA KpucTaniyHmi AT «dapmak» YkpaiHa Cikop ge Mexiko, Mekcuka PeecTpauis Ha 5 pokis - He UA/19353/01/01
NOpPOLLIOK C.A. ne K.B. nionsieae
(cybeTaHuis) B
NoABINHMX
nonieTMneHoBux
naketax gns
chapmaLeBTUYHOro
3acTocyBaHHs
3. SINENOP® cnpeli OpOMYKO3HWUIA, AT "dapmak” YkpaiHa AT "dapmak” Ykpaina peecTpauis Ha 5 pokis 6e3 nionseae UA/19354/01/01
nntoc po3uuH 1,5 mr/mn + MepioanyHICTb NOAAHHSA PerynspHo peyenma
5,0 mr/mn; no 30 mn OHOBJ/OBAHOIO 3BITY 3 6€3neku, BigNoBIAHO A0
y dhnakoHi; no 1 Mopsaaky 34iicHeHHs dhapmakoHarisay,
ch1akoHy y nauui 3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHW 30POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'S YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:!
3rifHO 3i CTpOKamu, 3a3HavYeHMK Yy
nepiogMYHOCTI NoAaHHSA PerynspHuX 3BiTiB 3
6e3neku.
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Mr/MA, Mo 2 MA B
0fiHOA,030BOMY
KOHTeliHepi, no 5
KOHTelHepiB y
nakeTi, N0 4 naketun

OHOBJIHOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
Mopsigky 34iicHeHHs chapmakoHarnasgy,
3aTBEepKEHOro Hakasom MiHicTepcTBa

OXOPOHW 300POB'A YKpaiHu Bif, 27 rpyaHa
2006 poky Ne 898, 3apeecTpoBaHoro B

Ne Hassa Popma surnycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Pexknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
3acoby ynakosKa) nocBi04YeHHs
4, NINCTEP® MIHT Kpem 5% no5ry AT "dapmak" YkpaiHa AT "dapmak" YkpaiHa peecTpauist Ha 5 pokis 6e3 nionszae UA/19355/01/01
Ty6i; no 1 Ty6i y MepiognyHICTb NOAAHHSA PErynsipHo peyenma
nauui OHOBJIOBAHOIO 3BiTYy 3 6e3neku, BiANOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnaay,
3aTBEPAKEHOro Hakasom MiHicTepcTea
OXOPOHW 30POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHW 340POB'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:!
3rifHO 3i CTpOKamu, 3a3HavYeHMn y
nepiogMYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
5. HEBY/IOMAKC cycneHsisa gns AT "dapmak" YkpaiHa AT "dapmak” YkpaiHa PeecTtpauis Ha 5 pokis 3a He UA/19356/01/03
posnuneHHs, 0,5 MepiognyHICTb NOAAHHSA PerynspHo peyenmom nionsizae
Mmr/mn, no 2 Mn B OHOBJ/IHOBAHOTO 3BIiTYy 3 6e3nekw, BiANOBIAHO A0
0fIHOA,030BOMY Mopsaky 34iicHeHHs hapmakoHarnaay,
KOHTeliHepi, no 5 3aTBEpPAKEHOro Haka3oM MiHicTepcTBa
KOHTEliHepiB Yy OXOPOHW 304,0POB’A YKpaiHu Bif, 27 rpyaHs
nakeTi, No 4 nakeTtu 2006 poky Ne 898, 3apeecTpoBaHoro B
y nauui MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOPOHM 340P0B'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTpOKamu, 3a3HavYeHMn y
nepioguYHOCTI NOAAHHSA PerynsipHUX 3BITIB 3
6e3neku.
6. HEBY/TOMAKC cycneHsis gns AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa PeecTtpauisa Ha 5 pokis 3a He UA/19356/01/02
po3snunexHs, 0,25 MepioAnYHICTb NOAAHHS PErynsapHo peyenmom nionsieae
Mmr/mn, no 2 Mn B OHOBJ1HOBAHOrO 3BiTY 3 6€3neku, BiANOBIAHO A0
0fiHOA,030BOMY Mopsaky 34iicHeHHs hapmakoHarnaay,
KOHTeliHepi, no 5 3aTBEPAKEHOr0 HakasoM MiHicTepcTea
KOHTeliHepiB Yy OXOPOHW 340POB’A YKpaiHu Bif, 27 rpygHs
nakeTi, No 4 naketu 2006 poky Ne 898, 3apeecTpoBaHoro B
y nauuj MiHicTepcTsi tocTuuii Ykpainm 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOPOHM 3[0P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTPOKaMK, 3a3HaYeHMUN y
nepiognYHOCTI NOAAHHSA PEryIAPHUX 3BITIB 3
6e3neku.
7. HEBY/IOMAKC cycneHsis gns AT "dapmak” YkpaiHa AT "dapmak” YKpaina PeecTtpauist Ha 5 pokis 3a He UA/19356/01/01
po3snuneHHs, 0,125 MepioAnYHICTb NOAAHHS PEryNAPHO peyenmom niosnsieae




Ne Hassa Popma surnycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Pexknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
3acoby ynakosKa) nocsio4YeHHs1
y nauui MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pegaku,ii Hakasy
MiHicTepcTBa OXOPOHM 340P0B'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTpOKamu, 3a3Ha4YeHMn y
nepioguYHOCTI NOAAHHS PeryssipHUX 3BITIB 3
6esneku.
8. OKTPEOTUAY MOPOLLIOK AT "dapmak" YkpaiHa Baxem Enxi LLiBefiuapis peecTpauisi Ha 5 pokis - He UA/19357/01/01
AUETAT (cybeTaHuis) y niosnsieae
nakeTax
nonieTMNeHoBUx
ans
hapMaLeBTUYHOTO
3acTOCyBaHHSA
9. OKTPEOTUAY NOpPOLLOK AT "dapmaxk" YkpaiHa MoniMenTig IHais peecTpadis Ha 5 pokis - He UA/19358/01/01
AUETAT (cybeTaHuin) y Na6opaTtopis MBT nionseae
chnakoHax CKASHUX nTa
ans
hapMaLeBTUYHOTO
3acTOCyBaHHSA
10. PANIPA® TabneTku Wwunydi no AT "®apmak” YkpaiHa E-®dapma TpeHTO ITanisa peecTpadist Ha 5 pokis 6e3 nionsizae UA/19359/01/01
E®PEPTAB 600 600 mr, no 10 C.MN.A. MepioAnYHICTb MOAAHHST PErYNIAPHO peyenma
Tabnetok y Ty6i, no OHOBJIOBAHOIO 3BIiTYy 3 6e3neku, BiANOBIAHO A0
1 Ty6i B nauui Mopsiaky 34iicHeHHs hapmakoHarnaay,
3aTBEppKEHOro Hakasom MiHicTepcTea
OXOPOHW 30POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainm 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHW 340POB'SA YKpaiHu Big,
26 BepecHsl 2016 poky Ne 996), CTaHOBUTL:
3rifHO 3i CTpOKamu, 3a3HaveHMn y
nepiogMYHOCTI NoAaHHSA PerynsipHuX 3siTiB 3
6e3neku.
11. TETAHYC PO3YUH ON1S1 iH'EKLLNA, KEAPIOH ITanis KEAPIOH C.IM.A. ITanis peecTpaduis Ha 5 poki 3a He UA/19360/01/02
rTAMMA 500 MO/2 mn, no 2 C.M.A. MepioAnYHICTb NOAAHHS PErynsapHO peyernmom nionsieae
M1y nonepegHbo OHOBJ/IKOBAHOTO 3BiTYy 3 6e3neku, BiANOBIAHO A0
HarnoBHEHOMY Mopsaky 34iicHeHHs hapmakoHarnaay,
LUNPWLi 3 FTONKOK 3aTBEpAKEHOro Hakasom MiHicTepcTBa
[ONA BBEAEHHA, no 1 OXOPOHW 34,0POB’A YKpaiHu Bif, 27 rpyaHs
LUNPULLY B KAPTOHHIi 2006 poky Ne 898, 3apeecTpoBaHoro B
Kopoo6ui MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pegaku,ii Hakasy
MiHicTepcTBa OXOPOHM 340P0B'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:!
3rifHO 3i CTpOKamu, 3a3Ha4YeHMn y
nepioguYHOCTI NOAAHHS PeryssipHUX 3BITIB 3
6e3neku.
12. TETAHYC PO34YMH ANS iH'EKLIN, KEAPIOH ITanis KEAPIOH C.IM.A. ITanis peecTpadis Ha 5 pokiB 3a He UA/19360/01/01




Ne Hassa Popma surnycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Pexknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
3acoby ynakosKa) nocBi04YeHHs
rTAMMA 250 MO/1 mn, no 1 C.M.A. MepioAnYHICTb NOAAHHS PEryNsapHO peyernmom nionseae
M1y nonepeaHbo OHOB/IIOBAHOrO 3BITY 3 6e3neku, BigNoBiAHO A0
HarnoBHEHOMY Mopsaky 3AiicHeHHs hapmakoHarnaay,
LUNPWLi 3 TONKOK 3aTBEpAKEHOro Hakasom MiHicTepcTBa
[ONA BBEAEHHA, no 1 OXOPOHW 34,0POB’A YKpaiHu Bif, 27 rpyaHs
LUNpULLY B KAPTOHHIi 2006 poky Ne 898, 3apeecTpoBaHoro B
Kopoo6ui MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pegaku,ii Hakasy
MiHicTepcTBa OXOPOHM 340P0B'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKamu, 3a3HavYeHMn y
nepioguYHOCTI NOAAHHS PeryssipHUX 3BITIB 3
6esneku.
13. LETUNNIPUOUHI | nopowok AT "dapmak" YkpaiHa tOHinab Kemikans | IHgis peecTpauisi Ha 5 pokiB - He UA/19361/01/01
O XnorPuna (cybeTaHuis) y eHg, nionsieae

noslieTUIEHOBMX dapmaueBTikani3
naketax ans MNBT. Nl1g,
chapmaLeBTUYHOro
3acTOCyBaHHs

B.o. l'eHepanbHOro gupekropa Ainpekropary

chapmaueBTUUHOrO 3a0e3nevyeHHsA

IBaH SAAABOPHUX




NMEPEPEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEAUNYHUX IMYHOBIOTOINYHNX NMPEMAPATIB), AKI BHOCATbLCHA

NMEPENIK

JoaaTok 2

J0 Haka3zy MiHicTepcTBa 0X0poHHU
30poB’st YKpainu «IIpo fep)xaBHY
peecTpaniio (mepepeecTpanii) JiKapCbKUX

3aco0iB (MegUYHNX iMYHOOi0/TOriYHHUX

npenapariB) Ta BHeCeHHs 3MiH /10

peecTpaniHNX MaTepiatiB»

Big 05 TpaBHA 2022 poky Ne 753

A0 AEPXXABHOI'O PEECTPY NIIKAPCbKMX 3ACOBEIB YKPAIHU

Ne Hassa dopma sUMyCKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JNliKapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHsA | peecmpayiliHo
3acoby yrnakoska) nocBi0O4Y€eHHs
1. FNHOMAKC cynosuTopii 3eHTiBa, K.C. Yecbka Ekcenrtic lnay CaHai TypeyunHa MepepeecTpavis Ha HEOBMEXEHUI TEPMIH. 3a He UA/15953/01/0
BariHasbHi, 100 Pecny6nika Be TimkapeT AHOHIM OHoOBEHO iH(hopmaLito B IHCTPYKLUIT Ans peyenmom nionsea
mr/150 mr no 7 LWipkeTi MeAMYHOro 3aCTOCYBaHHS NiKapCbKOro 3acoby y €
CynosuTopiiB y po3ginax "®apmakoTepaneBTuyHa rpyna”
CTpUNax B KAPTOHHiIlA (peparoBaHo TekcT 6e3 hakTUYHOI 3MiHU Kogy
Kopobu,i ATX), "Oco6nnBOCTI 3aCTOCyBaHHA",
"Mepepno3yBaHHs", "Mo6iYHI peakwii” BigNoBigHO
A0 iHdhopmaL,ii CTOCOBHO 6e3neku, ska 3a3HaveHa
B MaTepianiax peecTpauiiHoro 4OCbe.
MepiognyHICTb NOAAHHS PerynspHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku, BignoBigHO 40
Mopsiaky 34ificHeHHs hapmakoHarnsagy,
3aTBEPKEHOr0 Haka3oM MiHiCTepcTBa OXOPOHM
300poB’A YKpaiuu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi loCTuLji
YkpaiHnu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHU 340POB'A
Ykpainu Big 26 BepecHs1 2016 poky Ne 996),
CTaHOBUTb: 3TiAHO 3i CTPOKaMW, 3a3Ha4YeHMN Y
nepiognyYHOCTi NoAaHHSA perynsipHux 3siTis 3
6esneku.
2. AIANIPNA® TabneTky no 2 mr; AT YkpaiHa AT "®dapmak” YkpaiHa MepepeecTpaLisi Ha HEOBMEXEHWNIA TEPMIH 3a He UA/16360/01/0
no 10 TabneTtok y "®apmak” OHOB/EHO iH(hopMaLito B IHCTPYKLUIT Ansa peyenmom nionsea
6nicTepi, no 3 abo 6 MeJ[MYHOr0 3aCTOCYBaHHS NiKapCbKOro 3acoby y [

6nictepiB y nauui

po3ginax "3acTtocyBaHHSA y nepiog BariTHOCTi a6o
roflyBaHHs rpygaro”, "Cnocié 3actocyBaHHs Ta
po3n" (pegarosaHo TekcT), "AiTn" (pegarosaHo
TekcT), "MobiyHI peakuii™ BigNoBigHO iHhopMmauiT
oo 6e3nekun Aito4oi peyoBMHM NiKapCbKOro
3acoby.

MepiognyHICTbL NOAAHHS perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku, BignoBigHO 40
Mopsagaky 3aiicHeHHs chapmakoHarnsgy,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM




n/n

Ha3ssa
JliKapcbKO20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo
nocsi04Y€eHHs1

300poB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCTuL,i
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 340POB's
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3i CTPOKaMW, 3a3Ha4YEHMN Y
nepiognyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.

DIANIPUI®

TabneTtku no 3 mr;
no 10 TabneTtok y
6nicTepi, no 3 abo 6
6nictepiB y nauui

AT
"®apmak”

YKpaiHa

AT "dapmak”

YKpaiHa

MepepeecTpaLisi Ha HEOBMEXEHMIA TEPMIH
OHoB/EHO iHhopMaLito B IHCTPYKUIT Ans
MeAMYHOr0 3acCTOCYBaHHS NikapCbKoro 3acoby y
po3ginax "3acTtocyBaHHSA y nepiog BariTHOCTi a6o
rofyBaHHs rpygar”, "Cnocié 3actocyBaHHs Ta
po3n" (pegaroeaHo TekcT), "AiTn" (pegaroBaHo
TekcT), "MobiyHI peakuii™ BigNOBIgHO iHhopMaLT
LoAo 6e3nekun Aito4oi peyoBMHM NiKapCbKOro
3acoby.

MepiognyHICTbL NOAAHHS PerynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO 40
Mopsaaky 34ilicHeHHsA thapmakoHarnsgy,
3aTBEPAXEHOr0 Hakas3oM MiHiCTepcTBa OXOPOHM
300poB’A Ykpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCTuL,i
YkpaiHu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 340POB's
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3TifHO 3i CTPOKaMW, 3a3HaYEHVMN Y
nepiognyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsea
€

UA/16360/01/0

DIANIPUA®

Tabnetku no 4 wmr;
no 10 TabneTtok y
6nicTepi, no 3 abo 6
6nictepiB y naui

AT
"®apmak”

YKpaiHa

AT "dapmak”

YKpaiHa

MepepeecTpaLisi Ha HEOBMEXEHMNIA TEPMIH
OHoB/EHO iHhopMaLiito B IHCTPYKUIT Ans
MeAMYHOr0o 3aCTOCYBaHHS NikapCbKoro 3acoby y
po3ginax "3acTtocyBaHHSA y nepiog, BariTHOCTi abo
rofyBaHHs rpygar”, "Cnocié 3actocyBaHHs Ta
no3un" (pegarosaHo TekcT), "Aitn" (pegarosaHo
TekcT), "MobiyHI peakuii™ BigNoBigHO iHchopMmaLiT
LoAo 6e3neku Aito4oi peyoBMHM NiKapCbKoro
3acoby.

MepioanyHICTb NOAAHHS perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku, BignoBigHO 40
Mopsaky 3ajificHeHHs hapmakoHarnsgy,
3aTBEPXEHOr0 Hakas3oM MiHicTepcTBa OXOPOHM
300pOoB’A YKpainu Big, 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTUL;ji
YKkpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 340POB'S
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3TifHO 3i CTPOKaMW, 3a3HaYEHMN Y
nepiognyYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3

3a
peyenmom

He
nionsea
€

UA/16360/01/0




mr/mn, no 100 mn y

MeZMYHOI0 3aCTOCYBaHHs! NikapcbKoro 3acoby y

Ne Hassa Popma surnycky 3assHuUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHO
3acoby ynakosKa) nocsi04Y€eHHs1
6e3neku.
5. EKNIPA® MOPOLLIOK ANs BEP/IIH- HimeuunHa IHpacTpiac IcnaHis MepepeecTpauisi TepMiHOM Ha 5 pokiB. 3a He UA/15563/01/0
DKEHYEWP® | iHransuii, 322 XEMI Al dapmaceyTikac OHOB/EHO iH(hopMaLLito B IHCTPYKLUIT Ans peyenmom niosnsea
MKr/go3y; no 30 go3 Anwmipan C.A. MeAUYHOro 3aCTOCyBaHHA NiKapCbKoro 3acoby y [5
NOpPOLLKY B po3ginax "®apmakoTepaneBT1yHa rpyna”
iHranaTopi; no 1 (peparoBaHo TeKCT 6e3 PaKkTUYHOT 3MiHW KoAy
iHransaTopy B ATX), "dapmakonoriyHi BnactmsocTi",
n1acTMKOBOMY "Moka3aHHs" (BHECEHO HE3HAYHI pefaKLiiiHi
nakeTi B KOpo6L;i 3 npasku), "MpoTnnokasaHHa", "B3aemogis 3
KapToHY; no 60 fo3 iHLWIMMK NiKapcbkMK 3acobamu Ta iHLWi BUAK
MOPOLLKY B B3aemogiin”, "OcobmMBOCTi 3acTOCyBaHHS",
iHranaTopi; no 1 a6o "3[4aTHICTb BNAMBATMN Ha LWBWUAKICTb peakuii npu
3 iHranatopu B KepyBaHHI aBTOTpaHCMopToM abo iHWnMK
naacTuKkoBomy MexaHismamu', "3acTocyBaHHs y nepios
nakeTi KOXeH y BariTHOCTi abo rogysBaHHA rpyaar”, "Cnocio
KOpOO6Li 3 KaPTOHY 3acTocyBaHHs Ta go3u", "MobiuHi peakwyii"
BiAMOBIAHO A0 iHhopMaL,ii CTOCOBHO 6e3neku,
Aka 3a3HayeHa B MaTepiasiax peectpaLiiHoro
[10CbE.
MepiognyHICTb NOAAHHS PerynspHo
OHOB/OBAHOIO 3BITY 3 6e3neku, BigNoBigHO A0
Mopaaky 3aiicHeHHs chapmakoHarnsgy,
3aTBEPAKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
304,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCTuL,i
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefaxuii Hakaly MiHicTepcTBa OXOPOHU 30POB'A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKaMW, 3a3Ha4YeHMI Y
nepiognYHOCTI NOAAHHSA PerynspHUX 3BiTiB 3
6e3nekun
6. EKCTPAKT €KCTpaKT piaknii AT YkpaiHa AT "dapmak” YkpaiHa nepepeecTpaList Ha He0OMEeXeHW TepMiH - He UA/16315/01/0
PIOKWIA 3 (cy6eTaHuin) B "®Papmak” nionsiea
KOPEHIB 60ukax €
NENAPIOHII | nonieTuneHosux
ans
thapmavLeBTUYHOro
3aCTOCYBaHHSA
7. ETUNIMETUN | kpucTaniyHuii TosapucTBo YkpaiHa ToBapucTBo 3 YkpaiHa nepepeecTpavjis Ha HeobMeXeHW TepMiH - He UA/16514/01/0
rigrPoKcuni MOPOLLOK 3 06MEeXEHO nionsea
PUOVHY (cybeTaHuis) y 06MexeHoH BiANOBifa/IbHICTIO €
CYKUMHAT MiLLIKaX Bignosigaib "PAPMXIM"
nonieTMIeHoBNUX HICTIO
ans "®APMXIM"
hapmavLeBTU4HOro
3aCTOCYBaHHSA
8. 3INENOP® PO34KH AN POTOBOI AT YkpaiHa AT "®dapmak” YkpaiHa MepepeecTpavis Ha HEOOMEXEHUI TEPMIH. 6e3 niosnsea UA/16107/02/0
NMOPOXHUHY, 1,5 "®apmak” OHoBEHO iHhopMaLito B IHCTPYKUIT Ans peyenma €
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Ne Hassa Popma surnycky 3assHuUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHO
3acoby ynakosKa) nocsi04Y€eHHs1
dhnakoHi; no 1 po3ginax "Ocob6aMBOCTI 3aCTOCyBaHHSA",
thnakoHy B navi "Mepepo3yBaHHS" BigNoBIgHO A0 iHchopmaui
pedrepeHTHOro slikapcbkoro 3acoby TAHTYM
BEPE®(po3unH o151 poTOBOI NOPOXHUHM, 1,5
Mr/M).
MepiognyHICTbL NOAAHHS perynspHo
OHOBJIIOBAHOrO 3BITY 3 6e3neku, BignoBigHO 40
Mopsagaky 3ailicHeHHs chapmakoHarnsgy,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
300poB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCTuL,i
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefaxuii Hakaly MiHicTepcTBa OXOPOHU 340POB's
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKaMW, 3a3Ha4YeHMN Y
nepiognyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.
9. 3INENOP® cnpeii ans poToBO| AT YkpaiHa AT «Dapmak» YkpaiHa MepepeecTpavis Ha HEOOMEXEHUI TEPMIH. 6e3 nionsiea UA/16107/01/0
NMOPOXHUHY, 1,5 «Papmar» OHOoB/EHO iHhopMaLLito B IHCTPYKUIT Ans peyenma [53
mr/mn no 15 mn abo MeJMYHOro 3acTOCyBaHHSA NiKapCbKoro 3acoby y
30 mMn 'y donakoHi; no po3ainax "Oco6MBOCTi 3acTocyBaHHS", "Cnoci6
1 chnakoHy B nauui 3acTocyBaHHA Ta go3n”, "MepenosysaHHA"
BiAMNOBIAHO A0 iHhopMmaL,ii pedhepeHTHOro
nikapcbkoro 3acoby TAHTYM BEPZE® (cnpeli
[ON151 pOTOBOI NOPOXHWHK, 1,5 Mr/mn).
MepiognyHICTb NOAAHHS PerynspHo
OHOBJ/OBAHOIO 3BITY 3 6e3neku, BigNoBigHO A0
Mopaaky 3aiicHeHHs thapmakoHarnsgy,
3aTBEPAXEHOro Haka3oM MiHiCTepcTBa OXOPOHM
304,0p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCTuL,i
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefaxuii Hakaly MiHicTepcTBa OXOPOHU 340POB'A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKaMW, 3a3Ha4YeHVMN Y
nepiognYHOCTI NOAAHHSA perynsipHUX 3BiTiB 3
6e3neku.
10. NIHE3O0NI4 KpucTaniyHmi Calimep, IHais Calimep, J1a63 IHais nepepeecTpaList Ha He0OMeXeHW TepMiH - He UA/16006/01/0
(POPMA II) NOpPOLLOK Na63 Nimiten nionsiea
(cybeTaHuis) y Nimiteq €
NoABINHMX
nonieTnaeHoBuUx
naketax ans
dhapmaL,eBTU4YHOro
3aCTOCYyBaHHSA
11. MEAOACENT po3unH 96 % no 100 [LouipHe YkpaiHa [LouipHe YkpaiHa MepepeecTpavis Ha HEOOMEXEHUNIA TEPMIH 3a He UA/16048/01/0
96 My hrakoHi nignpuemMcTs nigNpPUEMCTBO MepioAnYHICTb NOAAHHS pPerynsapHO peyenmom niosnsiea
o] "MexupiLbkuii OHOBJIIOBAHOrO 3BITY 3 6e3neku, BignoBigHO 40 €
"MexupiLbk BiTaMiHHWIA 3aBog” Mopsaky 34ilCHEHHs hapmakoHarnsgy,
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Ne Hassa Popma surnycky 3assHuUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHO
3acoby ynakosKa) nocsi04Y€eHHs1
niA My6niuHoro 3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHU
BiTaAMiHHWI aKujioHepHoro 300poB’A YkpaiHu Big 27 rpyaHsa 2006 poky Ne
3asopg" TOBapucTea 898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULji
My6niyHoro "YKkpmegnpom" Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
aKuioHepHor pepakuii Hakasy MiHicTepcTBa OXOPOHW 340P0B'S
0 Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
ToBapucTBa CTaHOBUTbL: 3riHO 3i CTPOKaMU, 3a3Ha4YeHUMN Y
"Yxpmegnpo nepioguYHOCTI MoAaHHS perynsipHuX 3BiTiB 3
m" 6e3nekn
12. HOPAJOPEHA | koHueHTparT gns NabopaTopi ®paHuis NabopaTopis AreTaH ®paHuisa MepepeecTpavis Ha HEO6MeXeHU TEPMIH. 3a He UA/4671/01/0
NiHY PO34nHy Ans A AretaH OHOB/EHO iH(hopMaLLito B IHCTPYKLUIT Ans peyenmom niosnsea
TAPTPAT iHQpy3in, 2 mr/mMa no MeAUYHOro 3aCTOCyBaHHSA NiKapCbKoro 3acoby y [5
AFETAH 2 4 mn abo 8 mny po3ginax "dapmakoTepaneBT1yHa rpyna”
MriMmn (be3 amnyni 3 (peparoBaHo TeKCT 6e3 PaKTUYHOT 3MiHN KoAay
CYNb®ITIB) MapKyBaHHAM ATX), "Oitn" (BHECEHO pefaKLiiiHi YyTOUHEHHS)
YKPaiHCbKOI BiANOBIAHO A0 MaTepianiB peecTpauiiHoro JocChe.
MOBOIO; N0 5 amnyn MepiognyHICTbL NOAAHHS PerynspHo
y 6nicTepi; no 2 OHOB/IIOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO 40
6nictepu y Mopsaaky 34ilicHeHHsA thapmakoHarnsgy,
KapTOHHIlA KopooLi 3aTBepKEeHOro Haka3oMm MiHicTepcTBa OXOPOHU
300poB’A Ykpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCTuL,i
YkpaiHu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 340POB's
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3TifHO 3i CTPOKaMW, 3a3HaYEHVMN Y
nepiognyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.
13. CEPTAKOHA | necapii no 300 mr no MAT YkpaiHa MAT "MoHapm" YkpaiHa MepepeecTpalisi Ha HEOBMEXEHWI TEPMIH 3a He UA/16173/01/0
30n 1 necapito y cTpuni; "MoHcpapm" OHoB/EHO iHchopmauito B IHCTpYKLi ans peyenmom nionsea
no 1 ctpuny y nauui MeAMYHOr0o 3aCTOCYBaHHS NikapCbKoro 3acoby y €

3 KapPTOHY

po3ginax "MpotunokasaHHs", "Oco6/MBOCTI
3acTocyBaHHs", "Cnoci6b 3acTocyBaHHS Ta 4o3un"
(yTo4YHeHHs iHcpopmalii), "Mo6iyHi peakwii™
BifNoBigHO A0 iHhopmavii pedyepeHTHOro
nikapcbkoro 3acoby (3anaiH oByni, necapii).
MepiognyHICTbL NOAAHHS PerynspHo
OHOB/OBAHOIO 3BITY 3 6e3neku, BigNoBIgHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnsgy,
3aTBEPAKEHOro Haka3oM MiHICTepcTBa OXOPOHM
304,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCTuL,i
YKkpainun 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefaxuii Hakaly MiHicTepcTBa OXOPOHU 340POB'S
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3TifHO 3i CTPOKaMW, 3a3Ha4YeHMN Y
nepiogNYHOCTI NOAAHHSA pPerynsipHuX 3BiTiB 3
6e3nekun




12

Ne Hassa Popma surnycky 3assHuUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHO
3acoby ynakosKa) nocsi04Y€eHHs1
14. TENMNPEC Tabnetku no 20 wmr, "KCAHTIC Kinp MoBHWIA UMK IcnaHis MepepeecTpauis Ha HEOOMEXEHUI TEPMIH. 3a He UA/15893/01/0
no 14 tabnetok y PAPMA BMPOGHMLITBA, OHoB/EHO iHhopMaLito B IHCTPYKUIT Ans peyenmom nionsiza
6nicTepi, no 2 abo NIMITEL" BMNYCK cepil: MeJMYHOro 3aCTOCyBaHHS NiKapCbKoro 3acoby y e
no 7 6nictepis y NNTABOPATOPIOC posginax: "®apmakonoriyHi BnactueocTi",
KapTOHHI/ navu NIKOHCA, C.A,, "MpoTrnokasaHHsa", "B3aeMogisi 3 iHLLIMMK
IcnaHis; KoHTponb nikapcbkrMKM 3acobamMu Ta iHLWi BUAW B3aeMoSiid",
AKOCTI: "Ocob6nvBocTi 3acTocyBaHHs", "[iTn" (YTOUYHEHHSA
NABOPATOPIO [P. iHchbopmawii), "MepenosysaHHs", "lMNo6GiyHI peakuii”
®. EYHEBAPHE, BiANoBiAHO A0 iHhopMauii Woa0 MeguyHoro
AHATJICIC, C.A., 3acTOoCyBaHHA pethepeHTHOro nikapcbkoro
Icnanis 3acoby (MIKAPAWNC, TabneTtkn).
MepiognyHICTbL NOAAHHS perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku, BignoBigHO 40
Mopsaaky 3ailicHeHHs chapmakoHarnsgy,
3aTBEPAKEHOr0 Haka3oM MiHiCTepcTBa OXOPOHM
370poB’A YKpaiuu Big, 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCTuL,i
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefaxuii Hakaly MiHicTepcTBa OXOPOHU 340POB's
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3TifHO 3i CTPOKaMW, 3a3Ha4YEHMN Y
nepiognyYHOCTI NoAaHHSA perynsipHux 3siTiB 3
6e3neku.
15. TENMNPEC Tabnetku no 40 mr, "KCAHTIC Kinp MoBHWIA UMK IcnaHis MepepeecTpavis Ha HEOOMEXEeHUI TEPMIH. 3a He UA/15893/01/0
no 14 TabneTtok y PAPMA BMPO6GHMLTBA, OHOBEHO iH(hopMmaLito B IHCTPYKUIT Ans peyenmom nionsea
6nicTepi, o 2 abo nMITEL" BWMYCK Cepii: MeJMYHOro 3aCTOCyBaHHSA NiKapCbKoro 3acoby y e
no 7 6nictepis y NABOPATOPIOC po3ginax: "®apmakonoriyHi BiacTueocTi”,
KapTOHHIW nayv, NIKOHCA, C.A,, "MpoTrnokasaHHs", "B3aeMogis 3 iHLUMK
Icnanis; KoHTponb nikapcbknMun 3acobamMu Ta iHWi BUAn B3aeMogiii",
AKOCTI: "Oco6mBoCTi 3acTocyBaHHS", "[iTn" (YTOYHEHHS
NABOPATOPIO AP. iHchbopmawii), "MepenosysaHHs", "Mob6iyHI peakui™
®. EYEBAPHE, BiANOBIAHO A0 iH(hOpMaLii Woa0 MeanyHoro
AHANICIC, C.A., 3acTocyBaHHA pedepeHTHOro Nikapcbkoro
Icnanis 3acoby (MIKAPAWNC, TabneTkn).
MepiognyHICTb NOAAHHS PerynspHo
OHOBJ/OBAHOIO 3BITY 3 6e3neku, BigNoBIgHO A0
Mopaaky 3aiicHeHHs thapmakoHarnsgy,
3aTBEPAXEHOro Haka3oM MiHiCTepcTBa OXOPOHM
304,0p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCTuL,i
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefaxuii Hakaly MiHicTepcTBa OXOPOHU 340POB'A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKaMW, 3a3Ha4YeHVMN Y
nepiognYHOCTI NOAAHHSA perynsipHUX 3BiTiB 3
6e3neku.
16. TENMNPEC Tabnetkv no 80 wr, "KCAHTIC Kinp MoBHWIA UMK IcnaHis MepepeecTpavis Ha HEOOMEXeHUI TEPMIH. 3a He UA/15893/01/0
no 14 tabneTtok y PAPMA BMpPOBGHULTBA, OHOB/EHO iH(hopMmaLLito B IHCTPYKLUIT Ans peyenmom nionsiea
6nicTepi, no 2 abo JNIMITEL" BMNYCK cepil: MeAMYHOro 3aCToCyBaHHA NiKapCbKoro 3acoby y €
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Ne Hassa Popma surnycky 3assHuUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHO
3acoby ynakosKa) nocsi04Y€eHHs1
no 7 6nictepis y NNTABOPATOPIOC po3sginax: "®apmakonoriyHi BnactueocTi",
KapTOHHI/ nayu,i NIKOHCA, C.A,, "MpoTrnokasaHHsa", "B3aeMogis 3 iHLLIMMK
IcnaHis; KoHTpob nikapcbkrMKM 3acobamMu Ta iHLWi BUAW B3aeMoSiid",
AKOCTI: "Ocob6nuBocTi 3acTocyBaHHs", "[iTn" (YTOUYHEHHSA
NABOPATOPIO [P. iHchbopmawii), "MepenosysaHHs", "lMNo6GiyHI peakuii”
®. EYHEBAPHE, BiANoBiAHO A0 iHhopMauii Woa0 MeguyHoro
AHAJICIC, C.A., 3acTOCyBaHHSA pehepeHTHOro nikapcbKoro
Icnanis 3acoby (MIKAPAWNC, TabneTtkn).
MepiognyHICTbL NOAAHHS perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku, BignoBigHO 40
Mopsagaky 3ailicHeHHs chapmakoHarnsgy,
3aTBEPAKEHOr0 Haka3oM MiHiCTepcTBa OXOPOHM
300poB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCTuL,i
YKkpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 340POB's
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN Y
nepiognyYHOCTI NoAaHHSA perynsipHux 3siTiB 3
6e3neku.
17. TENMNPEC Tabnetku no 40 "KCAHTIC Kinp MoBHWIA UMK IcnaHis MepepeecTpavis Ha HEOOMEXEeHUI TEPMIH. 3a He UA/15949/01/0
nnc mr/12,5 mr; no 14 PAPMA BMPO6GHMLTBA, OHOBEHO iH(hopMmaLito B IHCTPYKUIT Ans peyenmom nionsea
Tabnetok y 6nictepi; nMITEL" BWMYCK Cepii: MeJMYHOro 3aCTOCyBaHHSA NiKapCbKoro 3acoby y e
no 2 aéo no 7 NABOPATOPIOC po3ainax: "Oco6/MBOCTi 3aCTOCYBaHHSA",
6nicTtepiB y NNIKOHCA, C.A,, "3aaTHICTb BNANBATY Ha LUBMAKICTb peakuii npu
KapTOHHI/ navu,i Icnanis; KoHTponb KepyBaHHi aBTOTPaHCMoOpTOM abo iHWMMHK
AKOCTI: MexaHizmamu", "lMo6ivHi peakuii” BignosigHO A0
NNABOPATOPIO AP. iHchopmawii LWoA0 MeaMYHOro 3aCTOCyBaHHS
®. EUEBAPHE, pedhepeHTHOro fikapCcbKoro 3acoby
AHANICIC, C.A., (MIKAPAVNCNNKOC, Tabnetku).
Icnanis MepioAnYHICTb NOAAHHS PErysipHO
OHOBJIHOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO 40
Mopsaky 34jiicHeHHs hapmakoHarnsgy,
3aTBEPAKEHOr0 Haka3om MiHiCTepcTBa OXOPOHM
300pOoB’A YkpaiHnu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi loCTULji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHW 340P0B'SA
YKkpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTbL: 3riHO 3i CTPOKaMU, 3a3Ha4YeHUMN Y
nepioguYHOCTI MoAaHHS perynsipHuX 3BiTiB 3
6e3neku.
18. TENMNPEC Tabnetku no 80 "KCAHTIC Kinp MoBHWI LMKN Icnanis MepepeecTpayis Ha HEOOMEXEHUA TEPMIH. 3a He UA/15949/01/0
nntoc Mmr/25 wmr; no 14 PAPMA BMPOGHMLITBA, OHOB/EHO iHhopmaLito B IHCTPYKUIT Ans peyenmom niosnsea
Tabnetok y 6nictepi; NIMITEL" BMNYCK cepil: Me[UYHOro 3aCToCyBaHHA NiKapcbKoro 3acoby y [55
no 2 abo no 7 NABOPATOPIOC po3sginax: "OcobmBOCTi 3aCTOCYBaHHA",
6nicTepiB y JNNIKOHCA, C.A., "3paTHICTb BNAMBATY Ha LWBUAKICTb peakuii npu
KapTOHHI nayw,i IcnaHis; KoHTponb KepyBaHHi aBTOTPaHCNOPTOM ab0 iHWMK
AKOCTI: MexaHismamu", "Mo6iyHi peakuii” BignoBsigHO A0
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n/n

Ha3ssa
JliKapcbKO20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo
nocsi04Y€eHHs1

NTABOPATOPIO AP.
®. EYEBAPHE,
AHATICIC, C.A.,
IcnaHis

iHhopMmaLii w040 MeguyHOro 3acTocyBaHHs
pedhepeHTHOro fikapcbKoro 3acoby
(MIKAPANCMNKOC, Tabnetkun).
MepioAnYHICTb NOAAHHSA perynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO 40
Mopsaky 3ajiicHeHHs hapmakoHarnsgy,
3aTBEPKEHOr0 Haka3om MiHiCTepcTBa OXOPOHM
300pOoB’A Ykpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa OXOPOHW 340P0B'S
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTbL: 3rifHO 3i CTPOKaMU, 3a3Ha4eHUMN y
nepioguYHOCTI MoAaHHS perynsipHuX 3BiTiB 3
6e3neku.

19.

TENMNPEC
nntoc

Tabnetkv no 80
mr/12,5 wr; no 14
Tabnetok y 6nictepi;
no 2 abo no 7
6nicTtepiB y
KapTOHHI naywi

"KCAHTIC
PAPMA
NIMITER"

Kinp

MoBHWI LMKN
BMPOGHMLITBA,
BMNYCK cepil:
NABOPATOPIOC
JNNIKOHCA, C.A.,
IcnaHis; KoHTponb
AKOCTI:
NABOPATOPIO [P.
®. EMEBAPHE,
AHANICIC, C.A,,
IcnaHis

IcnaHis

MepepeecTpayis Ha HEOOMEXEHUIA TEPMIH.
OHoB/EHO iHhopMaLito B IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby y
po3ginax: "Oco6/MBOCTi 3aCTOCYBaHHS",
"3[aTHiCTb BNMBATY Ha LUBMAKICTb peakuil npu
KepyBaHHi aBTOTPaHCNoOPTOM abo iHWKMK
mexaHismamu", "Mo6iuHi peakuii” BignoBsigHO A0
iHchopmawii LWoA0 MeAMYHOro 3aCTOCYBaHHS
pediepeHTHOro /likapcbKoro 3acoby
(MIKAPANCINNIOC, TabneTku).
MepiognyHICTb NOAAHHS PerynspHo
OHOBJ/OBAHOIO 3BITY 3 6e3neku, BigNoBigHO A0
Mopaaky 3aiicHeHHs thapmakoHarnsgy,
3aTBEPAXEHOro Haka3oM MiHiCTepcTBa OXOPOHM
304,0p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCTuL,i
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefaxuii Hakaly MiHicTepcTBa OXOPOHU 340POB'A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKaMW, 3a3Ha4YeHVMN Y
nepiognYHOCTI NOAAHHSA perynsipHUX 3BiTiB 3
6e3neku.

3a
peyermom

He
nionsiea
€

UA/15949/01/0:

20.

DEMIPYLUNH

necapii no 100 mr,
no 3 necapii y
cTpwuni; no 1 a6o 2
CTPUNY Y KapPTOHHIi
nauui

NAT
"MoHcpapm"

Ykpaina

MAT "MoHchapm”

YKpaiHa

MepepeecTpalis Ha HEOBMEXEHWA TEPMIH.
OHOB/EHO iH(hopmaLito B IHCTPYKLUIT Ans
MeAUYHOro 3aCTOCyBaHHS NiKapCbKoro 3acoby y
po3ainax "®apmakosioriyHi BNacTuBocCTi",
"Oco611BoCTi 3acTocyBaHHA", "MNepeno3yBaHHA",
"Mo6iuHi peakuii" BignosigHO iHhopmav,i
pedhepeHTHOro fikapcbkoro 3acoby lMimadyumnH®,
cynosuTopii BariHanbHi no 100 mr.
MepioAnyHICTb NOAAHHSA perynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO 40
Mopsaky 34iiicHeHHs hapmakoHarnsgy,
3aTBEpPKEHOro Haka3om MiHICTepcTBa OXOPOHM

6e3
peuyenma

nionsiea
€

UA/16372/01/0
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MKr/go3y; no 120
003 y KOHTeHepi;
no 1 a6o 2
KOHTEliHepy 3
[103yH0UMM
K1anaHom i
PO3NWIOKOYOI0
Hacajkow Ta
3aXUCHUM
KOBMaYKoM y
KapTOHHI Kopoo6L;
no 180 go3y
KOHTeliHepi; no 1
KOHTeliHepy 3
[03yH0UnMm
KnanaHom i
PO3NWIOKYOID
Hacafkolo Ta
3aXUCHUM
KOBMaYKoM y
KapPTOHHI KOpOOLii

KOHTEeWHepiB Ta
nakyBaHHs: K'e3i
dapmaueyTuui
C.n.A,, ltanis;
36ip HaNoOBHEHNX
KOHTeliHepiB Ta
nakyBaHHs: .J1.
dapma N'vbX,
ABCTPist; BUNYCK
cepii: K'esi
dapmac'ioTikens
M6X, ABCTpis;
KOHTPO/b cepii:
YIMAH C.P.N1.,
ITania

po3aini "OcobnmnBocCTi 3acToCyBaHHA" BigNoBigHO
[0 iHdopmaL,ii CTOCOBHO 6e3neku, sika 3a3HaveHa
B MaTepianax peecTpaujiiiHoro AOCbE.
MepiognyHICTbL NOAAHHS perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO 40
Mopsagaky 34ilicHeHHsA thapmakoHarnsgy,
3aTBEPAKEHOr0 Hakas3oM MiHiCTepcTBa OXOPOHM
300poB’A Ykpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCTuL,i
YkpaiHu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 340POB's
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3i CTPOKaMW, 3a3Ha4YEHMN Y
nepiognYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.

Ne Hassa Popma surnycky 3assHuUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHO
3acoby ynakosKa) nocsi04Y€eHHs1
300poB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCTuL,i
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 340POB's
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3i CTPOKaMW, 3a3Ha4YEHMN Y
nepiognyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.
21. ®POCTEP aepo30/1b ANns K'esi ABCTpist BMPOBHULTBO, ITania/ MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/16438/01/0
iHransuin, dapmac'toTik KOHTPO/b, 36ip ABCTpist OHOBEHO iH(hopMmaLito B IHCTPYKUIT Ans peyenmom nionsea
[030BaHWin, 100+6 en3 Mméex HanoBHEHNX MeAMYHOr0 3acCTOCYBaHHS NikapCbKoro 3acoby y €

B.o. l'eHepanbHOro gupekropa Aimpekropary

hapmMmaLeBTUUHOIO 3a6€e3neYeHHs

IBaH SAABOPHUX



MEPENIK
NIKAPCBbKUX 3ACOBIB (MEANYHUX IMYHOBIOIOTNYHUX MPEMAPATIB), LLLOAO AKUX BY/IN BHECEHI 3MIHU 1O
PEECTPALINHNX MATEPIANIB, AKI BHOCATLCA A0 AEPXXABHOIO PEECTPY JIIKAPCbK/X 3ACOBIB YKPAIHU

Joparok 3

J0 Haka3zy MiHicTepcTBa 0X0poHHU
30poB’st YKpainu «IIpo fep)xaBHY
peecTpaniio (mepepeecTpanii) JiKapCbKUX
3aco0iB (MegUYHNX iMYHOOi0/TOriYHHUX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpaniHNX MaTepiatiB»
Bif, 05 TpaBHA 2022 poky Ne 753

Kopobui

KOHTPO/Ib SIKOCTI);
PotteHgopd

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsioYyeHHs1
1. 3-OIHIP MOPOLLIOK AN TOB YkpaiHa CeHc labopatopic IHAjs BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/17849/01/01
OopasibHOT cycneHsii "APTEPIYM MeT. N14. 3MiHu 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHN y peuenmom
250 mr/5 mn; no 1 nTta" BUPOGHMUTBI. 3MiHa po3mipy cepii (BKoUaum gianasoH
ch/1aKoHy 3 MOPOLLKOM pO3Mmipy cepii) FoTOBOro NikapcbKoro 3acoby (iHLwi 3MiHu) -
ONA NpurotysaHHsA 60 BBeneHHs1 O04aTKOBOro po3mipy cepii roTOBOro NiKapcbkoro
M cycnensii y 3acoby 3aTBepmxeHo: 1200 dhnakoHiB 3anponoHoBaHo:1200
KOMM/IEKTI 3i LLINPULIOM thnakoHiB; 5250 chnakoHiB
-[03aTOpPOM Y
KapTOHHIiA ynakoBLi
2. L-LET® cvpon, 2,5 mr/5 mn no TOB YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianiB: 3mMiHa 3asBHUKaA 6e3 UA/8612/02/01
60 mn a6o no 100 mn "TNEQDAP DPAPM" (BnacHvika peecTpadiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peuyenma
y dhnakoHax i3 M AaTa" Bif 23.07.2015 Ne 460): BeeAeHHS 3MiH NPOTArom 6-Tu MicAuiB
nonietTuneHy abo nicns 3atBepgkKeHHs. 3MiHu | Tuny - 3MiHN LWoAo
ckna, no 1 donakoHy 3 6e3nekn/edpekTBHOCTI Ta thapMakoHarnsgy. BeegeHHs abo
MipHOIO JTOXKOH Y 3MiHW A0 y3arasibHEHUX AaHuX Npo cuctemy hapmakoHarnsgy
KapTOHHIA ynakoBsL,i (BBEAEHHS Y3arasIbHEHUX AaHWX MPO cUcTemy
hapmMakoHarnagy, 3mMiHa yrnoBHOBaXeHOT 0cobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA hapmakoHarnsagy; KOHTakTHOT
ocobu 3 hapmakoHarnsay 3asBHVKa ANs 34iCHEHHS
hapmMakoHarnagy B YkpaiHi, KO BOHa BifMiHHA Bif,
YNOBHOBaXEHOT 0C06U, BigNOBIAaIbHOI 38 34iCHEHHS
hapmakoHarnsgy (Bkovalouy KOHTaKTHI AaHi) Ta/abo 3miHu y
PO3MiLLEHHI MacTep-ghaiina cucteMun papmakoHarnsgy) 3miHa
KOHTaKTHUX SaHMX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BiANOBiAaNbLHOI 3a 34ilicCHeHHS hapmakoHarniagy.
3MiHa MicLA 34iiCHEHHA OCHOBHOI AisifIbHOCTI 3
thapmakoHarnsgy. 3miHa MicLe3HaxomkeHHss macTep-arina
cucteMmn dhapmakoHarnsgy Ta hnoro Homepa
3. ABIKCA TabneTtku, BKPUTI NyHp6ek [aHis Mepu, dapma HimeuuunHa/ BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/4760/01/01
NAiBKOBOIO Ekcnopt A/C 'mM6X i Ko. KlraA, [Oanis 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta chapmakoHarnsgy (iHwi peyenmom
060/10HKOH0, M0 10 Mmr; HimeuyunHa 3MiHM) 3MiHW BHECEHO A0 IHCTPYKUii AN MegnyHoro
no 14 tabneTtok y (nepBuHHe Ta 3acTOoCyBaHHSA NikapcbKoro 3acoby Ao po3zainy "OcobnmeocTi
6nicTepi; no 2 BTPUHHE 3acTocyBaHHsA" BiANOBIAHO A0 iHchopMmauii 3 6e3nekn
6nicTepn y KapTOHHIl nakyBaHHs, [OMOMKHUX PEYOBWH.
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ckna; no 1 donakoHy 3
MiPHOIO CK/IAHOYKOIO B
KapTOHHIA ynakoBL,i

40020, YkpaiHa, Cymcbka o6nactb, M. Cymu, Byn. CKkpsibiHa,
54
3anponoHosaHo: TOB «IMJIEAPAPM NTO» YkpaiHa, 02092, m.
Kwui, Bynnus AnMa-ATUHCbKa, 6yAVHOK 58. BBEAEHHS 3MiH
NPOTArom 6-Tu MiCALIB Micna 3aTBepKEHHs. 3MiHu | Tuny -
3MiHuM Wwopao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsmy.
BeeaeHHs abo 3MiHU [0 y3arasibHeHWX AaHuX Npo cucTemy
hapmakoHarnagy (BBeAeHHs y3arasibHeHUX AaHuX npo
cucTemy hapmakoHarnsgy, 3MiHa ynosHOBaXXeHoi ocobu,
BIANOBIAANbHOI 3a 34iiCHEHHA hapmakoHarnsagy; KOHTakTHOT
0cobu 3 hapmakoHarnsay 3asBHUka AN 34IMCHEHHN
hapmMakoHarnagy B YkpaiHi, KO BOHa BigMiHHA Bif,
YMOBHOBaXEHOT 0c06u, BigNOBiAaIbHOI 38 3[iCHEHHS

Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
dapma N'vbX,
Himeuunna
(BUPOBHMLTBO
Hepo3cacosaHoro
npoaykTy); X.
Nynnbek A/C,
[JaHis (nepBuHHe
Ta BTOPVHHE
nakyBaHHS, 403BiN
Ha BMNyCK cepiit)
4. ABPON® pO34uH AN8 iHranauin TOB YkpaiHa TOB «KYCYM YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianiB: 3mMiHa 3asBHUKA 6e3 UA/9928/04/01
Ta nepopasibHoro "TNEQDAP DAPM» (BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peyenma
3acTocyBaHHs, 15 mr/2 MATh" Bia 23.07.2015 Ne 460): 3atsepmxeHo: TOB «KYCYM ®APM»
mn no 100 mny 40020, YkpaiHa, Cymcbka o6n1actb, M. Cymu, Byn. CKpsibiHa,
CKNSAHOMY (pr1akoHi 3 54. 3anponoHoBaHo: TOB «NIEA®PAPM NTA» YKpaiHa,
KPWULLIKOKO 3 KOHTPOJIEM 02092, m. Kuis, Bynunua Anma-ATuUHCbKa, 6yanHOK 58.
nepLioro BiAKpUTTS; BBefeHHS 3MiH NpoTArom 6-Tu MiCALIB MicNs 3aTBEPMAKEHHS.
KOXEH DNakoH y 3MiHu | TUNYy - 3MiHK Wopno 6e3nekn/edekTUBHOCTI Ta
KapTOHHI/ ynakosL,i thapmakoHarnagy. BeegeHHs abo 3miHn [0 y3aranbHeHuX
pasom 3i WNpuLom- AaHux Npo cuctemy chapmakoHarnsgy (BBefeHHs
[fo3atopom o6’emom 5 y3arasisHeHUX JaHux Npo cucTemy dhapmakoHarnsgy, 3amiHa
MJ/1 Ta aganTepom Ans YMOBHOBaXEHOT 0C06U, BigNOBIAaIbHOI 38 34iCHEHHS
wnpuvua; no 100 mny dhapmakoHarnsgy; KOHTakTHOi 0cobu 3 chapmakoHarnagy
CKNAAHOMY (pr1akoHi 3 3asBHUKA 151 34iiCHEHHA dapmakoHarnsgy B YkpaiHi, Ko
KPULLIKOIO, BOHa BiIMiHHa BiJ, yNTOBHOB&XXEHOI 0CO6W, BiANOBIAA/IbHOI 3a
HeAoCTyMNHOW AN 3[iiCHeHHs hapMakoHarisay (BK/IUYatoun KOHTaKTHI AaHi)
BIAKPUTTA AITbMU; Ta/abo 3MiHM y po3MiLLEeHHI MacTep-haiina cucremu
KOXeH dN1akoH y hapmakoHarnsgy) - 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI
KapTOHHIA ynakoBL,i 0Cco6u 3as1BHMKA, BiANOBIAA/IbHOT 32 34iICHEHHS
pasom 3i LWnpuLoM- hapmakoHarnsgy. 3miHa Micus 37iiiCHEHHSI OCHOBHOT
posatopom o6’emom 5 OISNbHOCTI 3 hapmakoHarnsgy. 3MiHa MiCLEE3HaXOAKEHHS
MA Ta agantepom Ans macTep-haiina cuctemun chapmakoHarnsgy Ta noro Homepa
wnpuua
5. ABPO/I® cupon, 15 mr/5 ma no TOB YKpaina TOB "KYCYM Ykpaina BHECEHHS 3MiH 40 peecTpaLiiHnx maTtepiasiB: 3MiHa 3asiBHMKa 6e3 UA/9928/02/01
100 mn y dprnakoHi 3 "TNEQ®AP DPAPM" (BnacHvika peecTpauiiHoro noceigyeHHs) (3rigHo Hakazy MO3 peyenma
nonietTuneny a6o M NTa" Big 23.07.2015 Ne 460): 3atBepaxeHo: TOB «KYCYM PAPM»
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3assHuK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

hapmakoHarnsagy (Bkaovaouy KOHTaKTHI gaHi) Ta/abo 3MiHn y
po3MilLeHHi MacTep-ghaiina cuctemun dhapmakoHarnsagy) -
3MiHa KOHTaKTHMX AaHUX YNOBHOBaXXEHOT 0CO6Y 3asBHYKA,
BiNOBIfabHOT 3a 34iICHEHHS hapmakoHarnsgy. 3miHa Micus
3[iICHEHHSI OCHOBHOT AiANbHOCTI 3 hapMakoHarisgy. 3miHa
MicLie3HaxoKeHHs1 macTep-haiina cuctemu dpapmakoHarnsgy
Ta /ioro Homepa

ABPON®

Tabnetkn no 30 wmr, no
10 TabneTok y
6nictepi; no 2
6nicTepy y KapTOHHIl
ynakoBLiji

TOB
"TNELAP
M TA"

Ykpaina

TOB "KYCYM
DPAPM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3mMiHa 3asBHUKa
(BnacHvika peecTpadiiiHoro noceigyeHHs) (3rigHo Hakasy MO3
Bif 23.07.2015 Ne 460): BeeAeHHS 3MiH NPOTArom 6-Tu MicAuiB
nicns 3atBepgkKeHHs. 3MiHu | Tuny - 3MiHN LWoAo
6e3nekn/edpekTBHOCTI Ta thapMakoHarnsgy. BeegeHHs abo
3MiHW A0 y3arasibHEHUX AaHuX Npo cuctemy hapmakoHarnsgy
(BBEAEHHS Yy3arasIbHEHNX AaHUX NPo cUcTemy
hapMakoHarnagy, 3mMiHa yrnoBHOBaXeHO! 0cobum,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA hapmakoHarnsagy; KOHTakTHOT
ocobu 3 hapmakoHarnsay 3asBHVKa ANs 34iCHEHHS
hapmMakoHarnagy B YkpaiHi, KO BOHa BifMiHHA Bif,
YMOBHOBaXEHOT 0C06U, BigNOBIAaIbHOI 38 34iCHEHHSA
hapmakoHarnsgy (Bkovalouy KOHTaKTHI AaHi) Ta/abo 3miHn y
PO3MiLLEHHI MacTep-ghaiina cucteMun papmakoHarnsgy) 3miHa
KOHTaKTHUX SaHMX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BiAMOBIAA/IbHOI 3a 34iiCHEHHS hapmakoHarnsgy.
3MiHa MicLA 34iiCHEHHA OCHOBHOI AisifIbHOCTI 3
thapmakoHarnagy. 3mMiHa MicLe3HaxomkeHHs macTep-harina
cucteMmn dhapmakoHarnsgy Ta hnoro Homepa

6e3
peyenma

UA/9928/01/01

ABPO/N®

cupon, 30 Mr/5 ma no
100 mn 'y chnakoHi 3
nonietTuneHy abo
ckna; no 1 donakoHy 3
MipPHOI CK/IIHOYKOIO B
KapTOHHIA ynakoBL,i

TOB
"TNELDAP
M ATA"

YkpaiHa

TOB "KYCYM
PAPM"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3mMiHa 3asiBHUKa
(BnacHvKa peecTpauiinHoro noceig4veHHs) (3rigHo Hakasy MO3
Bifg 23.07.2015 Ne 460): 3artBepmxeHo: TOB «KYCYM ®APM»
40020, YkpaiHa, Cymcbka o6nactb, M. Cymu, Byn. CkpsibiHa,
54
3anponoHoBaHo: TOB «MMEAPAPM NTO» Ykpaina, 02092, m.
KuiB, Bynuusa AniMa-ATUHCBKa, 6yanHOK 58. BBefeHHS 3MiH
NPOTArom 6-T1 MiCALIB MiCNA 3aTBEPMXEHHSA. 3MiHK | TNy -
3MiHu Woao 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
BeefeHHs abo 3MiHU [0 y3araslbHeHNX [aHnX Npo cucTemy
thapmakoHarnagy (BBefeHHs y3arasibHeHVUX AaHuX npo
cuctemy hapMakoHarnagy, 3miHa ynoBHoBaxeHoT ocobu,
BiANOBIAA/ILHOI 3a 34iiCHEHHSA (dapMakoHarnsgy; KOHTakTHOT
0Cco6u 3 hapmakoHarnsay 3asiBHVKa 405 34iINCHEeHHS
hapmakoHarnagy B YkpaiHi, AKLO BOHA BigMiHHA Bif,
YNOBHOBaXXEHOT 0CO6U, BiANOBIAAILHOI 32 34iiCHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTakKTHI AaHi) Ta/abo 3MiHn y
po3MilLeHHi MacTep-ghaiina cucteMmun hapmakoHarnsagy) -
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0CO6U 3asBHIKa,
BiANOBIAa/IbHOI 3a 34ilicHeHH:A dhapmakoHarnsagy. 3miHa micus
3[iiCHEHHS1 OCHOBHOT AiSNbHOCTI 3 hapMakoHarisgy. 3miHa
MiCLie3HaxopKeHHs1 MacTep-haiina cuctemu dpapmakoHarnsgy
Ta ioro Homepa

6e3
peuyenma

UA/9928/02/02
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
8. ABPO/N® cupon, 15 mr/5 ma no TOB Ykpaina TOB "KYCYM YkpaiHa BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 6e3 UA/9928/02/01
100 mn 'y chnakoHi 3 "KYCYM PAPM" 3MiHu 3 sKocTi. [0TOBWMIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOrO peyenma
nonietTuneHy a6o DPAPM" nikapcbKoro 3acoby. 3MiHa y MeToAax BUNpo6yBaHHS
ckna; no 1 cpnakoHy 3 roTOBOrO NliKapCbKOro 3acoby (iHLWi 3MiHW y MeTogax
MipHOI CK/IIHOYKOIO B BMNpOoOGYBaHb (BK/IOYaoUM 3amiHy abo AONOBHEHHS)) - 3MiHN Y
KapTOHHIiA ynakoBL,i MeToAax BUNpoGyBaHHs Ao TecTy "CynpoBiaHi goMiwkn", a
came 3amMiHa pPo34MHHKKA Ta NPUroTyBaHHA BifMNOBIgHMX
PO34VHIB
9. ABPO/N® cupon, 30 Mr/5 ma no TOB YkpaiHa TOB "KYCYM Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 6e3 UA/9928/02/02
100 mn 'y chnakoHi 3 "KYCYM DPAPM" 3MiHM 3 SIKOCTi. [O0TOBMIA Nikapcbknii 3aci6. KOHTPObL rOTOBOrO peyenma
nonietTuneHy abo PAPM" nikapcbkoro 3acoby. 3miHa y MeToAax BUNpoGyBaHHS
ckna; no 1 donakoHy 3 roTOBOro NikapcbKoro 3acoby (iHLWi 3MiHM y MeToAax
MipPHOI CK/IIHOYKOIO B BMNpOoOGYBaHb (BK/IOYaUM 3amiHy abo AONOBHEHHS)) - 3MiHN Y
KapTOHHIA ynakoBL,i MeToJax BUNpobyBaHHS Ao TecTy "CynpoBiaHi goMiwkn", a
came 3aMiHa pPo34MHHUKA Ta NPUroTYBaHHA BiAMOBIAHNX
pO34MHiB
10. ABPO/I® SR Kancynm 3 TOB YkpaiHa TOB «KYCYM Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3MiHa 3asiBHUKa 6e3 UA/9928/05/01
NPOSIOHIOBAHOIO JjEl0, "TNEQPAP DAPM» (BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peyenma
no 75 mr no 10 kancyn MATh" Bif 23.07.2015 Ne 460): BeBeAeHHS 3MiH NPpOTArom 6-Tu MicauiB
y 6nicTepi, no 1 a6o 2 nicnsa 3aTBepmxeHHs. 3MiHu | Tuny - 3MiHW Woa0
6nicTepy y KapTOHHiIl 6e3nekn/edpekTBHOCTI Ta hapMakoHarnsgy. BeegeHHs abo
ynakoBLi 3MiHW A0 y3arasibHEHUX AaHuX Npo cuctemy hapmakoHarnsgy
(BBEAEHHS Yy3arasibHEHNX AaHUX NPo cucTemy
hapmMakoHarnagy, 3mMiHa yrnoBHOBaXeHO! 0cobu,
BIANOBIAANbHOI 3a 34iiCHEHHA dapmakoHarnsaay; KOHTakTHOT
0cobu 3 hapmakoHarnsay 3asBHUka AN 34IACHEHHN
hapmMakoHarnagy B YkpaiHi, KO BOHa BigMiHHA Bif,
YMOBHOBaXEHOT 0c06U, BigNOBiAaIbHOT 3a 34iCHEHHS
hapmakoHarnsgy (Bkovakouy KOHTaKTHI AaHi) Ta/abo 3MiHu y
PO3MiLLEHHI MacTep-ghaiina cucteMun papmakoHarnsgy) 3MiHa
KOHTaKTHUX SAaHMX YNOBHOBaXXEHOI 0COOM 3asBHUKA,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy.
3MiHa Micus 3[iiCHEHHST OCHOBHOT Aisi/IbHOCTI 3
thapmakoHarnsgy. 3mMiHa MicLe3HaxomkeHHss MmacTep-charina
cucteMmn dhapmakoHarnsgy Ta noro Homepa
11. ABPOJ/I®SR TabneTtku TOB YkpaiHa TOB "KYCYM Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3mMiHa 3asiBHUKa 6e3 UA/9928/03/01
MPOIOHTOBaHOI Aji No "TNEQDAP DAPM" (BnacHvKa peecTpauiintHoro Noceig4veHHs) (3rigHo Hakasy MO3 peyenma
75 mr, no 10 TabneTok MnaTa" Big, 23.07.2015 Ne 460): BBeieHHs1 3MiH NPOTAroM 6-Tn MicAuUiB

y 6nicTepi; no 1 abo 2
61icTepy B KApTOHHIl
ynakoBLij

nicns sarBepkeHHs. 3MiHu | Tuny - 3MiHK LWoAo
6e3nekn/edpeKkTNBHOCTI Ta hapMakoHarisgy. BeeaeHHst abo
3MiHM A0 y3ara/ibHEHUX AaHKX Npo cuctemy hapmakoHarnsgy
(BBEAEHHS y3arasibHEHMX AaHUX NPO cUcTeMy
hapMakoHarnisay, 3mMiHa yrnoBHOBaXXeHOT 0cobum,
BiANOBIAA/ILHOI 32 34iiCHEHHA (dapMakoHarnsay; KOHTakTHOT
0ocobu 3 hapmMakoHarnsay 3asBHuUKa ans 34iliCHEHHS
hapMakoHarsisagy B YKpaiHi, SKLLO BOHa BigMiHHA Big,
YNOBHOBaXEHOT 0c06U, BiANOBIAANLHOI 3a 34iiCHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTakKTHI gaHi) Ta/abo 3MiHn y
pO3MilEeHHI MacTep-dhariia cucteMmu papmakoHarnsgy) 3miHa
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
KOHTaKTHUX SaHMX YNOBHOBaXXEHOI 0COOM 3asBHUKA,
BiAMOBIA&/IbHOI 3a 34iiCHEHH:A dhapmakoHarnsagy.
3MiHa Micus 3[iiCHEHHST OCHOBHOT Aisi/IbHOCTI 3
thapmakoHarnsgy. 3MiHa MicLe3HaxoxeHHa MacTep-taiina
cucteMmn dhapmakoHarnsgy Ta noro Homepa
12. ALEHI3-TPIO | TabneTku, BKpUTI TOB HB® YkpaiHa TOB HB® Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux MaTepiasis: 3MiHu | Tuny - 3a UA/18176/01/01
nNiBKOBOIO "MIKPOXIM" "MIKPOXIM" 3MiHM Woao 6e3nekn/edekTMBHOCTI Ta chapMakoHarnsay. peyenmom
060n0HkKot0, No 160 3MiHU Y KOPOTKili XapakTepucTuLj NiKapCbKoro 3acoby, TeKCTi
mr/5 mr/12,5 mr; no 10 MapKyBaHHS Ta IHCTPYKLii 4719 MeANYHOro 3aCTOCYBaHHS
Tabnetok y 6nictepi; reHepuyHUX/ribpuaHMx/6ionogibHNX Nikapcbkux 3aco6is nicns
no 3 6nictepm y naudi BHECEHHS Ti€l caMoi 3MiHM Ha pedhepeHTHMIA npenapart (3mMiHa
3 KapToHy; no 30 He noTpebye HafaHHA XOAHWX HOBUX AOAATKOBUX JaHUX) -
Tabnetok y 6aHui; no 3MiHV BHECEHI [0 IHCTPYKUIT AN18 MEANYHOrO 3aCTOCYBaHHS
1 6aHuj y mauui 3 nikapcbKoro 3acoby y po3aiv "®apmakonoriyHi BnacTmBocTi”,
KapToHy "B3aemogia 3 iHWKMKM NiKapcbkumy 3acobamu Ta iHLWi BUan
B3aemogiin”, "MobiyHi peakuii" 3rigHO 3 iHhopMauieto LLoAo
MeAMYHOro 3acTOCYBaHHS pehepeHTHOro MiKapcbKkoro 3acoby
(EKC®OPX H, TabneTtku, BKpUTI NN1iBKOBOK 060/10HKOI N0 5
Mr/160 mr/25 mr, no 10 mr/160 mr/25 mr, no 5 mr/160 mr/12,5
Mr, no 10 mr/160 mr/12,5 mr ). BBeAeHHS 3MiH NpoTArom 6-Tu
MicsILiB Micns 3aTBepAKEHHS
13. ALEHI3-TPIO | TabneTku, BKpUTI TOB HB® Ykpaina TOB HB® Ykpaina BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/18176/01/02
NNiBKOBOIO "MIKPOXIM" "MIKPOXIM" 3MiHu Woao 6e3nekn/edheKTMBHOCTI Ta hapMakoHarnsgy. peyenmom
060/10HKOI0, N0 160 3MiHU Y KOPOTKili XapakTepucTuLi NikapCbKoro 3acoby, TeKCTi
Mmr/10 mr/12,5 mr; no MapKyBaHHS Ta IHCTPYKLii A/19 MeAMYHOr0 3aCTOCYBaHHS
10 TabneTok y reHepuyHUX/ribpuaHMXx/6ionoaibHKX NnikapcbkUx 3acobiB nicns
6nictepi; no 3 BHECEHHS Ti€l caMoi 3MiHM Ha pedbepeHTHMIA npenapart (3MiHa
6nicTepn y nauuj 3 He noTpebye HagaHHS XO4HUX HOBUX A0AATKOBUX AAHUX) -
KapToHy; no 30 3MiHW BHECEHI A0 iHCTPYKUIT 415 MeAWYHOro 3aCTOCYBaHHSA
TabneTtok y 6aHui; no NiKapcbkoro 3acoby y po3ainm "dapmakonoriyHi BnacTmeocTi",
1 6aHuj y nauuji 3 "B3aemogis 3 iHWVMK ikapcbkuMK 3acobamu Ta iHLWi BUAn
KapToHy B3aemogiin”, "MobivHi peakuii” 3rigHo 3 iHhopMauieto LWoao
MeAMYHOro 3acTOCyBaHHs pehepeHTHOro Nikapcbkoro 3acoby
(EKCPOPXK H, TabneTku, BKpUTI NNiBKOBOK 060/10HKOIO No 5
Mr/160 mr/25 mr, no 10 mr/160 mr/25 wmr, no 5 mr/160 mr/12,5
Mmr, no 10 mr/160 mr/12,5 mr ). BBeAeHHS 3MiH NPOTAroM 6-Tu
MiCALIB Mic/1a 3aTBEPKEHHS
14. AKBABIT-43 pO34uH opasibHUiA, 375 MpAT YkpaiHa MpAT "TexHonor" Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/13453/01/01
MKkr/mn (15000 "TexHonor" 3MiHuM Wopao 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsay. peyenmom

MO/mn) no 10 mny
dhnakoHi, no 1
hnakoHy 3 NpobKoto-
KpanesnbHULe y
nadi 3 KapToHy

3MiHa y KOpPOTKili XapaKTepucTuL,i NikapCbKoro 3acoby, TEKCTI
MapKyBaHHs! Ta iHCTPYKUIiT /18 MEANYHOrO 3aCTOCYBaHHS Ha
nigcTasi peryaspHo OHOB/IIOBAHOIO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B nicnsipeecTpaviliHvii nepioa, abo sk

pesynbTaT OUiHKV 3BITY 3 AOC/iKEHb, MPOBEAEHNX BiAMNOBIAHO
00 nnaHy negiatpnyHnx gocnigkerb (PIP) (3MiHy y3rogkeHo 3
KOMMETEHTHVM YNOBHOBaXEHNM OpraHoM) 3MiHU BHECEHO [10
IHCTPYKLUT ANS MeAMYHOro 3aCTOCYBaHHSA NiKapCbKoro 3acoby y
po3ain "MobiyHi peakuii” BigNoBigHO [0 OHOB/IEHOI iHhopmauii
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
3 6e3neku [iyoi peyoBmHW. BBefeHHs 3MiH NpoTsarom 6-Tu
MiCsILiB Micnsi 3aTBEPAKEHHS
15. AKKYNPO® TabneTtku, BKPUTI MOAN3EP CWA Mdpaiizep HimeuuunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/1570/01/01
nNiBKOBOIO IHK. MeHtodekUypuHr 3MiHM Woao 6e3nekn/edekTMBHOCTI Ta chapMakoHarnsay. peyenmom
060/10HKOI0, N0 5 Mr; [onuneng MmoX 3MiHa y KOpOTKili XapakTepucTHuL, NiKapCbKoro 3acoby, TeKCTi
no 10 TabneTtok y MapKyBaHHS Ta iHCTPYKLT AN MeAUYHOro 3acToCyBaHHA Ha
6nicTepi; no 3 nigcTasi perysispHO OHOB/IIOBAHOIO 3BITY 3 6e3neku
6nicTepy y KapTOHHIl nikapcbkoro 3acoby, abo focnimxeHb 3 6e3neky 3acTOCyBaHHS
Kopobui nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios, abo sk
pe3ynbTaT OUiHKV 3BITY 3 AOC/iHKEHb, MPOBEAEHNX BiAMNOBIAHO
[0 nnaHy negiatpuyHux gocnigkersb (PIP) (3MiHy y3rogkeHo 3
KOMNETEHTHUM YNOBHOBaXXEHVM OpraHom) 3MiH1 BHECEHO A0
IHCTPYKLi 415 MeaUyYHOro 3acTocyBaHHS NiKapCbKoro 3acoby
[0 posginis "MpoTunokasaHHs", "B3aemogis 3 iHWMn
nikapcbk1UMK 3acobamu Ta iHLWi BUAW B3aEMOoSiid",
"Oco6nMBOCTI 3aCTOCYBaHHA", @ came A0NOBHEHO iHdopMaLLito
LoAo 6e3nekun Aito4oi pevoBrHN "KBiHaNpW" BigNoBigHO A0
pekomeHpauili PRAC.
BBefieHHs1 3MiH NpoTArom 3-x MicsLiB NiCNSA 3aTBEPAKEHHS.
16. AKKYNPO® TabneTku, BKpUTI MNOAN3EP CWA Mdpaiizep HimeuuunHa BHECEHHS 3MiH [JO peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/1570/01/02
nNiBKOBOIO IHK. MeHtodekuypuHr 3MiHuM Wwoao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsmy. peuenmom
06010HKot0, No 10 wmr; [onuneng MmoX 3MiHa y KOpOTKili XapakTepucTuL,i NiKapCbKoro 3acoby, TeKCTi
no 10 TabneTtok y MapKyBaHHS Ta iHCTPYKLT AN MeAUYHOro 3acToCyBaHHA Ha
6nictepi; no 3 nigcTasi perysisipHO OHOBJ/IOBAHOTO 3BITY 3 6e3neku
6nicTepy y KapTOHHIl nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neky 3acToCyBaHHSA
Kopoobui nikapcbKoro 3acoby B micnspeecTpaviliHvin nepioa, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHb, NPOBEAEHNX BiANOBIAHO
[0 nnaHy negiatpuyHux gocnigkerb (PIP) (3MiHy y3rogkeHo 3
KOMNETEHTHUM YNOBHOBaXXEHVM OpraHom) 3MiH1 BHECEHO A0
IHCTPYKUT N8 MeAMYHOro 3aCTOCyBaHHA NiKapcbKoro 3acoby
[0 posginis "MpoTunokasaHHs", "B3aemogis 3 iHWMn
nikapcbk1UMK 3acobamu Ta iHLWi BUAW B3aEMogiii",
"Oco6nMBOCTI 3aCTOCyBaHHA", a came LONOBHEHO iHhopmaLlito
LLoAo 6e3nekmn Aito4oi pevoBrHM "KBiHaNpWA" BigNoBigHO A0
pekomeHgauiii PRAC.
BBefeHHs 3MiH NpoTAroM 3-xX MicsLiB NicNs 3aTBEPKEHHS.
17. AKKYNPO® TabneTkn, BKPUTI MOAN3EP CLWA Mcpaiizep HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | Tuny - 3a UA/1570/01/03
nNiBKOBOO IHK. MeHtodhekuypuHr 3MiHu Woao0 6e3nekn/echekTUBHOCTI Ta hapMakoHarnsgy. peuenmom

060/10HKOt0, N0 20 Mr;
no 10 TabneTtok y
6nicTepi; no 3
6nicTepn y KapTOHHIl
Kopo6u,i

[Loiiuneng MoX

3MiHa y KOpOTKili XxapakTepucTuL nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLT A1 MeAnYHOro 3acToCyBaHHA Ha
nigcTasi perynsipHo OHOB/IHOBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3nekn 3acTocyBaHHS
nNikapcbKoro 3acoby B nicaspeecTpauiiHnin nepiod, abo sik
pesynbTaT OLiHKM 3BITY 3 AOCNIMKEHb, NPOBEAEHNX BiANOBIAHO
[0 nnaHy negiatpuyHux gocnigxers (PIP) (3MiHy y3rogkeHo 3
KOMNETEHTHUM YNOBHOBaXXEHVM OpraHom) 3MiH1 BHECEHO 0
IHCTPYKLUT ANA MEANYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby
A0 posginis "MpoTunokasaHHa", "B3aemogisa 3 iHWMMK
NiKapcbkumm 3acobamu Ta iHLWi BUAM B3aEMOgiin",
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
"Oco6nMBOCTI 3aCTOCYBaHHA", @ came [0NOBHEHO iHdopMaLlito
LLoAo 6e3nekun Aito4oi pevoBrHN "KBiHANpW" BigNOBIgHO A0
pekomeHpauiii PRAC.
BBefieHHs1 3MiH NpoTArom 3-x MicsLiB NiCNsA 3aTBEPAXKEHHS.
18. ANTE3NKAM PO34MH A8 iH'EKLN, MpuBaTHe YkpaiHa MpuBaTtHe YkpaiHa 3MiHn | TUny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTI/l E- 3a UA/16968/01/01
® 10 mr/mn, no 1,5 mn B akuioHepHe akuioHepHe cepTudikaT BignoBigHOCTI EBponeichkiii peuenmom
amnyni, no 5 amnyny TOBapuCTBO TOBapuUCTBO thapmakonei/MoHorpadii. NMogaHHs HOBOro a6o OHOBIEHOTO
6nicTepi, no 1 "Nlekxim- "Mlekxim-Xapkis" cepTudikaTa BiANOBIAHOCTI abo BUyYeHHs cepTudikata
6nictepy B nauui Xapkis" BiANOBIAHOCTI EBponeiickkili hapmakonei: gns A®I; ans
BMXifHOrO Matepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; Ans AONOMIXHOT
peyoBUHM (CepTudikaTt BiANOBIAHOCTI EBpONechbkili
dhapmakonei) - Hosuii cepTudikar Bif HOBOro BUPOGHMKA
(3amiHa abo foMoBHeHHS) MNofgaHHS HOBOTO cepTudikaTty
BignosigHocTi €E® RO-CEP 2014-261-Rev 03 Big HOBOro
BMpo6Huka APl Menokcukam - Swati Spentose PVT. LTD.,
India.
19. ANNYHA TabneTtku, BKPUTI Amakca NT[ Benuka BMPOBHMLTBO 3a LLiBeiiuapis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/11711/01/01
NiBKOBOO BputaHis NOBHUM LMK/TOM: AAMiHICTpaTUBHI 3MiHW. 3MiHa kogy ATX - 3MiH/ BHECEHO A0 peyenma
o6onoHkoto, no 10 Makc Lennep IHCTPYKUIT AN MEANYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby
TabneTtok y 6nictepi; 3boHe AT, 0o po3ainy "®apmakotepanesTuyHa rpyna. Kog ATX". o
no 1 a6o 3 6nictepu B LLIseliapis; 3aTBEPAKEHHS PeKOMEHAYETbCS HCTPYKLiA 415 MeANYHOTO
KapTOHHI KOpO6L nepBuHHE 3aCTOCYBaHHS /iKapcbKoro 3acoby i3 kogom ATX, SKuii
nakyBaHHs BignoBigae MxHapoAHOMY Knacudikatopy BOO3
(thbacyBaHHs), (http://www.whocc.no/atc_ddd_index/): 3atBepgkeHo — NO5C
BTOPVHHE M09, 3anponoHoBaHo — NO5C M. BBeeHHs 3MiH npoTarom 6
nakyBaHHs, MicsILiB nicns 3aTBepoKEHHS
MapKyBaHHs: Coro
dnopgaic
IHTepHeLwHN
Cgait3epneHg CA,
LLiBeiiuapis;
KOHTPO/b SIKOCTI:
Nab6op LonniHrep
Ar, LLBeliuapis;
KOHTPO/b SIKOCTI:
IHTepnabop benn
Ar, LLiBeliuapis
20. AJICOKAM PO34MH ONA iH EKLi, MpusaTHe YkpaiHa MpuBaTHe Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/18067/01/01
10 mr/mn, no 1,5 mn B akujioHepHe akuioHepHe 3MiHn 3 aKocTi. CepTudikat BignosigHocTi/l E-cepTudikar peuyenmom
amnyni; no 5 amnyn y TOBapuCTBO TOBapuCTBO BiAMOBIAHOCTI E€Bponeiicbkili hapmakonei/MoHorpadii.
6nicTepi; no 1 "JIekxim - "JlekxiM-Xapkis" MopaHHA HoBOro abo oHOBEHOTO cepTudikaTa BiANOBIAHOCTI
6nicTepy B naui Xapkis" abo BUNyyYeHHs cepTudikarta BifnoBigHOCTI €Bponeiickkili

hapmakonei: gns A®l; ons BUXigHOro
MaTepiany/peareHTy/npoMiKHOro NpoaykTy, Lo
BVIKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; ANs AONOMIKHOT
peyoBUHM (cepTudikaT BiANOBIAHOCTI EBPONENChKil
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
thapmakonei) - Houii cepTudpikaT Bif, HOBOro BUPOBGHMKa
(3amiHa abo fOMOBHeHHS) MNofgaHHSA HOBOTO cepTudikaTty
BignosigHocTi €E® RO-CEP 2014-261-Rev 03 Big HOBOro
BMpo6Huka APl Menokcukam - Swati Spentose PVT. LTD.,
India.
21. ANNbBENA® Tabnetku no 400 wr; TOB YkpaiHa TOB «KYCYM Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHa 3asiBHUKa 3a UA/14958/01/01
no 1 Tabnetuiy "TNEQDPAP OAPM» (BnacHvika peecTpauiiHoro noceigveHHs) (3rigHo Hakasy MO3 peyenmom
6nicTepi; no 1 abo no M AaTh" Big 23.07.2015 Ne 460): BBeAeHHS 3MiH NPOTArom 6-Tu MicauiB
3 6nictepu y nicnsa 3aTBepAXeHHs. 3MiHu | Tuny - 3MiHW Woa0
KapTOHHIi ynakoBL; 6e3nekn/edpeKTBHOCTI Ta hapMakoHarisgy. BeegeHHs abo
no 3 TabneTkn y 3MiHU [0 y3araslbHeHVX AaHnX Npo cuctemy hapMakoHarnagy
6nictepi; no 1 (BBEAEHHSA y3araslbHEHUX AaHUX NPO CUCTEMY
6nicTepy y KapTOHHiIl hapmakoHarnsgy, 3MiHa yrnoBHOBaXXEHOT 0cobum,
ynakoBLi BiANOBIAA/IbLHOI 32 34iiCHEHHA hapmakoHarnsay; KOHTakTHOT
0ocobu 3 hapmakoHarnsay 3asBHuKa Ans 34iiCHEHHS
hapmakoHarnsgy B YKpaiHi, Ko BOHa BiAMiHHA Bif,
YMOBHOBaXEHOT 0co6u, BiANOBIAAILHOI 3a 34iiCHEHHS
thapmakoHarnagy (BKI4vatoUun KOHTaKTHI AaHi) Ta/abo 3MiHu y
pO3MilLEeHHI MacTep-ghaiina cuctemun papmakoHarnsagy) 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI 0COOM 3asBHUKA,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy.
3MiHa Micus 34jiICHEHHST OCHOBHOT AiSNIbHOCTI 3
thapmakoHarnsgy. 3mMiHa MicLe3HaxomkeHHss MacTep-haiina
cucTeMmn dhapmakoHarnsay Ta ioro Homepa
22. AMBPOKCO/ | cupon, 15 mr/5 ma no NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu | Tuny - 6e3 UA/17014/01/01
100 mny 6aHLi "Ximdhapmsa "Ximthapm3sasop 3MiHu 3 sKoCTi. FOoTOBWMIA Nikapcbkuii 3aci6. 3MiHM y peyenma
nonimepHiii; no 1 BO/, "UepsoHa 3ipka" BUPOGHMLTBI. 3amiHa abo BBeAEHHS A0AATKOBOI AiNbHULL
6aHLUi y nayui pasom 3i "YepBoHa BMPOBGHMLTBA 4715 YacTMHU abo BCbOro BUPOGHNYOro npoLecy
CTakaHOM MipHUM abo 3ipKa” roTOBOrO NliKapcbKoro 3acoby (AiNbHULSA, Ha AKili TPOBOASATHLCSA
NIOXKO MipHOIO; Mo 6yab-Ki BUPOOHUYI CTagjl, 3a BUHSITKOM BUNYCKY Cepiid,
100 mny 6aHLi KOHTPO/I0 SIKOCTI, NEPBUHHOIO Ta BTOPUHHOTO NakyBaHHs, 415
CKNSHI; Mo 1 6aHui y HecTepwWIbHUX Jlikapcbkux 3acobiB) BBEAEHHSA A0 MaTepianis
naJui pasom 3i peecTpauiiHoro focke, AOAATKOBO A0 iCHY4OT AinbHuui (Nel
CTakaHOM [103YHUnM a60 Ne2 uexy Nel) Bupo6HMLTBA, HOBOI AinbHMLI (Nel uexy
ab0 NOXKOI MipHOH0 Ne3) BMpOGHMLTBA rOTOBOrO JlikapcbKoro 3acoby, Ha
iCHyt0O4OMY BUPOBGHUYOMY MalifaHuuky, 6e3 3miHM agpecu
MiCLiAl NPOBaKEHHS AisS/IbHOCTI.
23. AMILUN® niodpinizar ana MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/1036/01/04
PO34MHY ANS iH'eKUili "Kuismegnp "Kuismegnpenapa 3MiHM 3 IKOCTi. FOTOBMIA Nnikapcbkuii 3aci6. 3MiHN y peuyenmom
no 1,0 r; chnakoHn 3 enapar” T BMPOGHMUTBI. 3MiHa po3mipy cepii (Bk/oUaroum gianasoH
niocpinizatom po3Mmipy cepii) roToBOro Nikapcbkoro 3acoby (36inbLIeHHs 40
10 pasiB NOPIBHSAHO i3 3aTBEPKEHNM PO3MIPOM) - BBEAEHHSA
[04aTKOBOro TEOPeTUYHOro po3mipy cepii 3105 - 38 750
hf1aKoHiB
24. AMNOCTAT® | TabneTku, BKpUTI TOB YkpaiHa TOB "KYCYM Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3mMiHa 3asiBHUKa 3a UA/11500/01/01
o6onoHkoto, no 14 "TNEQPAP PAPM" (BnacHvika peecTpauiiiHoro noceig4eHHs) (3rigHo Hakasy MO3 peyenmom
Tabnetok y 6nictepi, MnaTg" Bifg 23.07.2015 Ne 460): BBefeHHS 3MiH NPOTAroM 6-Tn MicsauiB

no 1 a6o 2, a6o no 4,
ab60 no 6 6nicTepiB y

nicns sarBepkKeHHs. 3MiHu | Tuny - 3MiHK LWoAo
6e3nekn/edpeKTNBHOCTI Ta hapMakoHarsay. BeeaeHHsi abo
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
KapTOHHIiA ynakoBL,i 3MiHW [0 y3arasibHEHUX AaHuX Npo cuctemy apmakoHarnsgy
(BBEAEHHS Yy3arasibHEHNX AaHUX NPO cUcTemy
thapmMakoHarnagy, 3amMiHa yrnoBHOBaXeHO! 0cobum,
BiNOBIAANbHOI 3a 3MjICHEHHS hapMmakoHarnsaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsay 3asBHuKa AN 34iICHEHHS
hapmMakoHarnagy B YkpaiHi, AKLO BOHa BifMiHHA Bif,
YNOBHOBaXKeHOI 0c0obM, BifNOBIfa/IbHOT 3a 34iCHEHHS
hapmakoHarnsgy (Bkovaouy KOHTaKTHI AaHi) Ta/abo 3miHu y
pO3MilLEeHHI MacTep-ghaiina cucteMun papmakoHarnsagy) 3MiHa
KOHTaKTHUX SaHMX YNOBHOBaXXEHOT 0COOM 3asiBHUKA,
BiAMOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsagy.
3MiHa Micus 3[iACHEHHSI OCHOBHOT Aisi/IbHOCTI 3
thapmakoHarnsgy. 3MiHa MicLe3HaxoxeHHA MacTep-taiina
cucteMmn dhapmakoHarnsgy Ta noro Homepa
25. AMMOINAKOC NOPOLLOK A/19 PO3UUNHY AHTUBIOT PymyHis nepBuHHE Ta PymyHis/ BHECEHHS 3MiH [j0 peecTpaLiiiHux MaTepiasis: 3MiHu | Tuny - 3a UA/19040/01/01
ONs iH'exUii abo VKW CA BTOPUHHE IHgis/ 3MiHM Woao 6e3nekn/edekTUBHOCTI Ta chapMakoHarnsay. peyenmom
iHcpysin no 1,5 r (1000 nakyBaHHs, Kutaii BBeaeHHs ab0 3MiHU [0 y3arasibHeHVX AaHuX Npo cucTemy
Mr/500 mr); no 1 a6o KOHTPO/b SKOCTI, thapmakoHarnsgy (BBeeHHs y3arasibHeHUX faHux npo
no 10, a6o no 25 BMNYCK cepil: cuctemy thapmakoHarnisgy, 3miHa ynoBHOBaXKeHOI 0cobu,
(h/1aKOHIB Y KapTOHHIi AHTUBIOTUKN BiANOBIAA/ILHOI 32 34iiCHEHHA dapMakoHarnsagy; KOHTakTHOT
nauui CA, PymyHis; 0ocobu 3 hapmakoHarnsay 3asBHuUKa Ans 34iiCHEHHS
BVMPOGHMKM hapmakoHarnsgy B YKpaiHi, K0 BOHa BiAMiHHA Bif,
CTEPUIBHOT CyMiLi YMOBHOBaXEHOT 0co6u, BiANOBiAAILHOI 3a 34iiCHEHHS
cynbbakTamy thapmakoHarnagy (BKIovaoun KOHTaKTHI AaHi) Ta/abo 3MiHu Y
HaTpito Ta po3MiLLeHHI MacTep-haiina cucteMu hapmakoHarisgy)- 3miHa
amniyunivy KOHTaKTHOI 0CO6U 3asiBHKKA, BiAnoBigasibHOI 3a
HaTpito: hapmakoHarnag B YkpaiHi. [itova pegakuisn: XXuxap lsaH
AypobiHgo dapma KOCTSAHTMHOBWMY.
Nimiten, Hais; MponoHoBaHa pepakuis: Kupunisa ManvHa MeopriisHa. 3miHa
BUPOBHVKM KOHTaKTHUX AaHWX KOHTaKTHOT 0CO6Y 3asiBHNKA,
CTEPU/IBHOIT CyMiLi BIANOBIAA/IbHOI 3a 34iiCHEHHS thapMakoHarnagy B Ykpaii
cynbbakTamy
HaTpito Ta
amniyunnivy
HaTpito: XKyxaii
lOHaiiTen
Nab6opaTtopic Ko.,
Nta., Kutan
26. AHANPUNIH- | TabneTtkn no 10 mr, no | ToBapucTBO YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/4715/01/01
340POB'A 10 TabneTok y 3 06MexeHo 3MiHn 3 skocTi. CepTudpikat BignosigHocTi/l E-cepTudikar peyenmom
6nicTepi; no 5 06MexeHot BiAMNOBIAA/IbHICTIO BiANOBiAHOCTI EBponelichbkiin hapmakonei/MoHorpadii.
6nicTepiB y KAPTOHHiIl Bignosiganb "®apmMaueBTUYHA MopaHHA HOBOro abo OHOBMEHOTO cepTudikaTa BigNOBIAHOCTI
Kopo6ui; no 50 HiCTIO KOMMaHis abo BMNyYeHHs cepTudikarta BifgnoBigHOCTI €EBponeichkiii
Tabnetok y 6nictepi; "bapmaueBT "3nopoB " thapmakonei: gns A®l; ans BUXigHOro
no 1 6nictepy B nyHa MaTepiany/peareHTy/NpoOMIKHOro NPoAyKTY, L0
KapTOHHI Kopo6Li; no KOMMaHis BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 AONOMIKHOT
50 TabneTtok y "3popoB’s" peyoBUHM (CepTudikaTt BiANOBIAHOCTI EBpONechbkili

KOHTEliHepi
njacTtMacosomy; no 1

hapmakonei) - OHOB/EHWIA cepTudikaT Bif yxe
3aTBEPAKEHOr0 BUPOBHUKA -
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
KOHTelHepy B MoaaHHA OHOB/IEHOTO cepTudikaty BignosigHocTi €EP Ne R1-
KapTOHHI/ KopoobLi CEP 2002-026-Rev 03 (3aTBepgxeHo Ne R1-CEP 2002-026-
Rev 02) gns A®I MNponpaHonony rigpoxnopug, Big Bxe
3aTBEpAxeHoro Bupo6Huka IPCA Laboratories Limited, India
Ta, SIK HacNifoK, yTOUHEHHs Ha3BuW BUPOOHKKa AP Ta
BHECEHHS [04aTKOBOI AiNbHULI BUpobHuyTBa APl RAMDEV
CHEMICAL PVT. LTD., India (nigpo3ain suLie3asHaveHoi
chipmu, BignoBigHo o npeactasneHoro CEP). MNpouec
BMPOOHULTBA, CXeMa CUHTe3Y, cneumgikalis i metoam
KOHTPO/IH0 SIKOCTi AP| 3a/1MLWIA0TLCSA HE3MIHHUMU.
27. AHAMNPWUNIH- | Tabnetkn no 40 mr, no | ToBapucTBO YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/4715/01/02
340POB'A 10 TabneTok y 3 06MeXeHo 3MmiHu 3 aKocTi. CepTudikat BignosigHocTi/lE-cepTudikat peuenmom
6nicTepi; no 5 06MexeHo BiANOBIAA/LHICTIO BiANOBIAHOCTI €Bponelichbkin hapmakonei/MoHorpadii.
6nicTepiB y KAPTOHHIl BignoBigab "®apmavueBTUYHa MopaHHA HoBOro abo oHOBMEHOTO cepTuddikaTa BiANOBIAHOCTI
Kopobui; no 50 HICTIO KOMnNaHis ab0o BUNyYEHHs cepTudikaTa BignoBigHOCTI EBponeichkiii
TabneTtok y 6nictepi; "®dapmaueBT "3popos A" thapmakonei: gnsa A®l; ons BUXigHOrO
no 1 6nictepy B nyHa Marepiany/peareHTy/NpOMIXXKHOTO MPOAYKTY, L0
KapTOHHIA KopobLii; no KOMnNaHis BUKOPUCTOBYHOTLCA Y BUPOOHULTBI API; 4151 LONOMIKHOT
50 TabneTtok y "3popos’a" peyoBuHM (cepTudikat BiANOBIGHOCTI EBPONENChKili
KOHTEliHepi hapmakonei) - OHoOBMeHUIA cepTudikaT Bif yxe
nnactmacosomy; rno 1 3aTBEPAKEHOrO BUPOOHMKA -
KOHTEliHepy B MoaaHHA OHOB/IEHOTO cepTudikaty BignosigHocTi €EP Ne R1-
KapTOHHIA KopoobLi CEP 2002-026-Rev 03 (3aTBepgxeHo Ne R1-CEP 2002-026-
Rev 02) gns A®I MNponpaHonony rigpoxnopug, Big Bxe
3aTBEpAKeHoro Bupo6Huka IPCA Laboratories Limited, India
Ta, SK HacnifokK, yTOUHEHHS Ha3BK BMPOGHMKa Ad| Ta
BHECEHHS [04aTKOBOI AinbHULI BUpobHuuTBa APl RAMDEV
CHEMICAL PVT. LTD., India (nigpo3ain suLie3asHaveHoi
chipmu, BignoBigHo Ao npeactasneHoro CEP). Mpouec
BMPOOHULITBA, CXeMa CUHTE3Y, cneumdikais i metoam
KOHTPO/IH0 SIKOCTi A®| 3a/1MLWIA0TLCSA HE3MIHHUMU.
28. AHAMNPWUNIH- | Tabnetkn no 40 mr, in ToBapucTBo YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | Tuny - - UA/17476/01/01
340POB'A bulk: no 1000 3 06MmexXeHo 3MmiHu 3 sKocTi. CepTudikat BignosigHocTi/lE-cepTudikat
TabneTok y nakeri 06MexeHo BiANOBIAA/LHICTIO BiANOBIAHOCTI EBponelichbkiin hapmakonei/MoHorpadii.
nosieTuIeHoBoMy y Bignosigans "®apmMaueBTNYHa MopaHHA HoBOro abo oHOBMEHOTO cepTudikaTa BiANOBIAHOCTI
KOHTEliHepi HICTIO KOoMnaHis abo BUNyYEHHs cepTudikaTa BignoBigHOCTI EBponeichkiii
naacTMacoBomy "®bapmaueBT "3g0opos " thapmakonei: gna A®l; ans BuxigHoro
nyHa MaTepiany/peareHTy/NpoMiKHOro NpPoayKTy, Lo
KOMnNaHis BUKOPUCTOBYHOTLCS Y BUPOOHULTBI API; 4151 AONOMIKHOT
"3popoB’sa" peyoBuHM (cepTudikaTt BiANOBIAHOCTI EBpONENChbkili

hapmakonei) - OHOBeHUIA cepTudikat Bif yxe
3aTBEPKEHOr0 BUPOOHUKA -

MoaaHHA OHOB/IEHOTO cepTudikaty BignosigHocTi €EP Ne R1-
CEP 2002-026-Rev 03 (3aTBepmxeHo Ne R1-CEP 2002-026-
Rev 02) gns A®I MNponpaHonony rigpoxnopug, Big Bxe
3aTBEpAKeHoro BMpo6Huka IPCA Laboratories Limited, India
Ta, SK HacnifgokK, yTOUHEHHS Ha3BK BMPOGHMKa Ad| Ta
BHECEHHS [04aTKOBOI AiNbHULI BUpobHuuTBa APl RAMDEV
CHEMICAL PVT. LTD., India (nigpo3ain BuLie3asHaveHoi
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
chipmu, BigNoBigHO Ao npefctasneHoro CEP). Mpouec
BMPOGHMLITBA, CXEMa CMHTE3Y, crneumndikalis i metoau
KOHTPO/IH0 SIKOCTi AP| 3a/1MLIA0TLCA HE3MIHHUMU.
29. APIINAN® pO3unH N8 iHQys3il, TOB YkpaiHa MNAT "Tannucapm” Ykpaina BHECEHHS 3MiH 40 peecTpaliitHux maTepiasis: 3MiHu | Tuny - 3a UA/17348/01/01
42 mr/mn, no 100 mny | "APTEPIYM 3MiHK 3 fKocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema peyenmom
nnawLyi abo y nTar KOHTeliHep/3aKynoptoBa/ibHWIA 3aci6. 3MiHa napameTpis
chnakoHi, no 1 naswwui cneundikauin Ta/abo AONYCTUMUX MEX NEPBUHHOT YNakoBKU
abo chnakoHy B nauui rOTOBOrO Jlikapcbkoro 3acoby (iHLWi 3MiHW) - BHECEHHS 3MiH 0
marepianiB peecTpadiiHoro focke, a came y p. 3.2.P.7.
Cunctema KoHTeliHep/ 3aKynoproBasibHUIA 3aCi6 BHECEHI 3MiHU
00 cneuydikadii Ta METOAIB KOHTPOSIO A5 M/IALWOK
(chnakoHiB) CKNSIHMX: 3a N. «APCEH» - METOAMNKY A5
NpoBefEeHHSA KOHTPOJTI0 apCceHy afanToBaHO A0 HasiBHOMO Ha
NiANPVMEMCTBI aTOMHO-EMICIAHOTO cnekTpoMeTpa 3 iHAYKUilAHO-
3B'A3aHOt0 nasmoro AEC-I3MM (nokasHUK KOHTPONoBaBCs
hipMOI0 BUPOGHMKOM); 3a M. «TOBLUMHA CTiHKM Ta TOBLUMHA
OHa» Ha NiANPUEMCTBI 3aKymnsiieHo TOBLUMHOMIp, Bi4NOBigHO
BMHMKNA HEOBXIAHICTb BHECTM 3MiHY B crieuudikaLiio Ta
MEeTOAM KOHTPOSIO, LLO0A0 BUKOHAHHS KOHTPOIO (Ha faHuii yac
KOHTPO/Ib NPOBOANTL (DipMa-BUPOGHNIK); - MPUBEAEHHS M.
«ligponiTuyHa cTilikicTb» A0 BuMor AdY.
CynyTHS 3miHa
- 3MiHK 3 AKoCTi. F0TOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWi 3aci6. 3MiHa y MeTofax
BMNPOOYBaHHA NEPBUHHOI YNaKOBKM rOTOBOTO J1iKapCbKOro
3aco6y (iHWi 3MiHM y MeToAax BUNpPoGyBaHb (BKIKYaoUM
3amiHy abo goaaBaHHs))
30. ATOBAKC® TabneTkn, BKPUTI TOB Ykpaina TOB "KYCYM Ykpaina BHECEHHS 3MiH 40 peecTpaLiiHnx maTtepiasiB: 3MiHa 3asiBHMKa 3a UA/18049/01/01
NNiBKOBOO "TNEQ®AP DPAPM" (BnacHvika peecTpauiiHoro noceigyeHHs) (3rigHo Hakazy MO3 peyenmom
060/10HKO10, Mo 400 M NTa" Bifg 23.07.2015 Ne 460): BBeeHHSI 3MiH NPOTAroM 6-Tu MicsLUiB
Mr; no 5 TabneTtok y nicns satBepkeHHs. 3MiHu | Tuny - 3MiHN LWoAo
6nicTepi; no 1 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsaay. BeegeHHs abo
6nicTepy y KapTOHHii 3MiHM [0 y3arasibHeHUX AaHuX Npo cucTemy hapmakoHarnagy
ynakosLi; no 7 (BBEAEHHSA Y3arasibHEHUX AaHWX MPO cucTemy
Tabnetok y 6nictepi; hapmakoHarnsgy, 3MmiHa ynoBHOBaXKeHOi 0cobu,
no 1 6nictepy y BiANOBIAA/ILHOI 3a 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
KapTOHHI/ ynakoBsLi; ocobu 3 hapmakoHarnsgy 3asBHVKa ANs 34iIMCHEHHSA
no 10 Tabnetok y thapmakoHarnagy B YkpaiHi, AKLO BOHA BigMiHHA Bif,
6nictepi; no 1 a6o no YNOBHOBaXXEHOT 0CO6U, BiANOBIAAILHOI 32 34iiCHEHHS
10 6nicTepiB y hapmakoHarnsagy (Bkaovaouy KOHTakKTHI AaHi) Ta/abo 3MiHu y
KapTOHHIA ynakoBL,i pO3MilLEeHHI MacTep-ghaiina cucteMun papmakoHarnsagy) 3miHa
KOHTaKTHUX AaHKX YNOBHOBaXKEHOI 0COOM 3asBHUKA,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapmakoHarnsagy.
3MiHa Micus 34jACHEHHS OCHOBHOI Ais/IbHOCTI 3
thapmakoHarnsgy. 3MiHa MicLie3HaxomkeHHs1 MacTep-haiina
cucTeMu dhapmakoHarnsgy Ta ioro Homepa
31. ATOPBACTA | Tabnetku, BKpUTI MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/15437/01/01
TUH- 060/10HKOt0, NO 10 Mr; "®bapmaLeBT "®apmMaleBTnYHa AAMIHICTpaTUBHI 3MiHWN. 3MiHa Ha3BW SlikapcbKoro 3acoby - peuyenmom
AAPHUUSA no 10 TabneTtok y MNyHa doipma dipma "JapHuus” 3MiHM BHECEHI 040 Ha3BW fikapCcbKoro 3acoby.
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
KOHTYPHIIn YapyHKOBIlA "AapHuus” 3arBepmkeHo: BASOKNIH-JAPHUNLA (VASOCLEAN-
ynakosLi; no 3 DARNITSA)
KOHTYPHI YapyHKOBI 3anponoHosaHo: ATOPBACTATUH-JAPHNLA
ynakoBKM y nadui; no (ATORVASTATIN-DARNITSA) BeefeHHsi 3MiH NpoTArom 6-tu
14 TabneTok y MICALIB MiC/1SA 3aTBEPLKEHHS
KOHTYPHili YapyHKOBIi
ynakosLi; no 2
KOHTYPHI YapyHKOBI
YNakoBKM y nauui
32. ATOPBACTA | Tabnetku, BKpUTI MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/15437/01/02
TUH- o060n0Hkoto, no 20 wr; "®apmaueBT "®apmavueBTUYHa AAMiHICTpaTUBHI 3MiHN. 3MiHa Ha3BU JlikapcbKoro 3acoby - peyenmom
AAPHULSA no 10 TabneTtok y nyHa hipma hipma "OapHuus” 3MiHM BHECEHI L1010 Ha3BW JIiKapCbKOro 3acoby.
KOHTYPHIli YapyHKOBIi "AapHnus” 3arBepmkeHo: BA3SOK/NIH-JAPHUNLA (VASOCLEAN-
ynakosLi; no 3 DARNITSA)
KOHTYPHI YapyHKOBI 3anponoHosaHo: ATOPBACTATUH-OJAPHNLUA
yMakoBKM y nadui; no (ATORVASTATIN-DARNITSA) BeefeHHsi 3MiH NpoTArom 6-tu
14 TabneTok y MiCALIB MiC/1A 3aTBEPLKEHHS
KOHTYPHIli YapyHKOBIi
ynakosLij; no 2
KOHTYPHI YapyHKOBI
YNakoBKM y nauui
33. AYKCWUNEH® | po3uunH Nns iH'ekuii, AT NaTBis BCi cTagii CnosayunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/17119/01/01
50 mr/2 mn no 2 mn B "Kanuekc" BMPOGHMYOrO / NaTBin 3MiHu 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. CTabiNbHICTb. peyenmom
amnyni; no 5 amnyn B npowecy, Kpim 3MiHa y TepMiHax npuaaTHoCTi abo ymoBax 36epiraHHs
KOHTYPHIli YapyHKOBIi BUMYCKY Cepii: rOTOBOrO /1iKapCbKOro 3acoby (36iNbLUEHHS TEPMIHY
ynakosLi (NiggoHi); no XBM dapma npuaaTHOCTI FOTOBOrO Jlikapcbkoro 3acoby) - [na Toprosoi
1 KOHTYPpHil c.p.o., ynakoBKku (NiATBEPAXKYETLCS AaHVMUN PeasibHOro vacy)
YapyHKOBIli ynakoBLyi CnosayuvHa; 36iNblUEHHs TepMiHy npugaTHocTi 3 3 Ao 5 pokis,
(nipooHy) B navui 3 BMPOGHUK, KNI niATBEpXEHUMMN AaHMMU CTabiNbHOCTI peasibHOro Yacy.
KapToHy BignoBsigae 3a 3MiHV BHECEHI B IHCTPYKLi0 ANS1 MEAVYHOIO 3aCTOCYBaHHSA
KOHTPOSb NiKapcbKoro 3acoby y po3gin "TepMiH npugaTHocTi". BBeAeHHS
cepii/sunpobyBaH 3MiH NPOTArOM 6-TW MICALIB NIiC/1A 3aTBEPAXEHHS.
Hs: AT "I'piHgekc”,
NatBisi; BUPOOHUK,
SIKWiA BignoBigae
3a BUNYCK cepil:
AT "Kanuekc",
Nartsia
34. AUUNK® Tabnetku no 200 wmr, CaHpo3 CnoseHis Canotac ®apmva HimeuuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/14584/01/01
no 5 TabneTtok y PapmacbioTi M6X 3MiHu 3 SIKOCTi. TOTOBWIA Nikapcbkuii 3aci6. KOHTPOb roToBoro peuyenmom
6nictepi; no 5 Kan3 g.4a. NiKapcbKoro 3acoby. 3miHa y MeToAax BUNpobyBaHHS

6nicTepiB y KApTOHHIl
KopooLi

roTOBOrO JlikapcbKoro 3acoby (He3HavHa 3miHa y
3aTBEPKEHNX MeTofax BUNPOOYBaHHS) - HE3HAYHI 3MiHW Y
MEeTOZi KiJIbKICHOTO BU3HAUYEHHST Ailo40i PeYOBVHU Y FOTOBOMY
nikapcbkomy 3acobi, a came B ONWCy pefakuiiHo afanToBaHo
Ha3BW peareHTiB BifNOBIAHO [0 (hOPMY/OBaHb, BUKOPUCTaHUX
y €Bp. ® (6€3 3MiH Y BUKOPUCTaHMX PeakTMBIB); A0 ONUCY
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3assHuK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

[oJaHo nponyLeHy iHhopMaLito Npo Te, WO Npyu NPUroTyBaHHI
PyxoMoi ¢hasn Ha oCTaHHBLOMY eTani NPOBOAUTLCS
yNbTpasByKoBa 06po6ka po3unHy; ONMC NPUroTyBaHHA
PO34MHY MOPIBHAHHSA YTOYHEHO LLOA0 PO3UMHHYKA, KU
BMKOPUCTOBYETLCA (20,5% KMcnoTa ouToBa); onmc
NPUroTyBaHHs BUNPOBYBaHOro PO34MHYy YTOYUHEHO — [0f4aHO
eTan dinbTpauii, SKniA 3aBXan NpoBoAMBCA B labopaTopii;
3MiHM | TUNYy - 3MiHK 3 AKOCTi. [OTOBWIA NiKapCbkuii 3aci6.
KOHTpOb roToBOro nikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOBYBaHHA rOTOBOTO JIiKAPCLKOro 3acoby (He3HayHa 3MiHa
y 3aTBEPXEHUX MeToAax BUNPoOYyBaHHS) - HE3HAYHI 3MiHW Y
MeTOZAj BU3HAYEHHS CYyNPOBIAHUX AOMILLOK Y FOTOBOMY
nikapcbkoMy 3acobi, a came B ONUC BK/IIOYEHO HA3BMW
peareHTiB, L0 BUKOPUCTOBYHOTLCA B @aHa/TITUYHIA npoueaypi
(BignoBigHoO fo €Bp.P); AeTa/IbHO ONUCAHO NPUTOTYBaHHA
po3unHis (0,1 M po3unHy HaTpIto rigPOKCUAY, PO3UMHHUKA
(20,5% kncnoTy oUTOBOI) Ta pyxoMoi hasu); onuc
NPUroTyBaHHS PO34MHY MOPIBHAHHA 1 AN auukiIoBipy
YTOYHEHO LL{O/I0 PO3UNHHMKA, SIKWUIA BUKOPUCTOBYETLCS (20,5%
KMCnoTa ouToBa); 3MiHu | Tuny - 3MiHM 3 AKkocTi. [oToBWMiA
nikapcbkuii 3aci6. KOHTPOb rOTOBOrO /iKapCbKOro 3acoby.
3mMiHa y MeTofax BUNpobyBaHHS roTOBOrO JlikapCbKOro 3acoby
(He3HauyHa 3miHa y 3aTBEpKEHUX MeToAax BUNpoOyBaHHS) -
He3HauHi 3MiHW Y MeTO/i PO3UYMHEHHS [it0UOT PEYOBUHW Y
roToBOMY JlikapCbKOMY 3ac06i, a came NpuUroTyBaHHs
a/IbTEPHATMBHOIO CepefjoByLLA PO3UVMHEHHS, Sike
BMKOPVCTOBYETLCA Y MOBHICTIO aBTOMATN30BaHOMY anapari
0151 pOo34MHEHHS (OCKI/IbKM KOHLEHTpaLis cepefoBua
PO3YMHEHHS He 3MIHIOETLCS, 3aTBEPMKEHa BasTifalis metogy
3a/MWAETLCA AiICHOI0); B ONWCY pefakuiliHo aganToBaHo
Ha3BW peareHTiB BigNOBIAHO [0 YOPMY OBaHb, BUKOPUCTAHWUX
y €Bp.®. (6e3 3MiH Yy BUKOPUCTaHVX peakTnBax); 4O onucy
BK/TOYEHO NPUrOTYBaHHSA aflbTEPHATUBHOIO CepefoBuLLa
PO3UYMHEHHS, SIKe BUKOPUCTOBYETLCS Y MOBHICTIO
aBTOMAaTM30BaHOMY anapari A/19 PO3YNHEHHS

35.

ALVIK®

Tabnetku no 400 wr;
no 5 Tabnetok y
6nicTepi; no 7
6nicTepiB y KAPTOHHIl
Kopobui

CaHpos
dapmacbioTi
Kans g.4.

CnoBeHisi

Cantotac dapma
6X

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny -
3MiHM 3 aKocTi. [oTOBWMIA Nikapcbkuii 3aci6. KOHTPOb roTOBOrO
nikapcbkoro 3acoby. 3miHa y MeToAax BUNpoGyBaHHS
roToOBOro NikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHUX MeTOoAax BUNPOOYBaHHS) - HE3HAYHI 3MiHW Y
MEeTOZi Ki/IbKICHOTO BU3HAYEHHS [ito4ol peyoBUHM Y FOTOBOMY
nikapcbkoMy 3acobi, a came B onucy pefakuiliHo afganToBaHo
Ha3BW peareHTiB BigNOBIAHO [0 (YOPMY IOBaHb, BUKOPUCTAHNX
y €Bp. ® (6e3 3MiH Yy BUKOPUCTaHNX peakTuBIB); 4O onucy
[ofaHo nponyLeHy iHhopMauito Npo Te, WO Npy NPUroTyBaHHI
pyxomoi ha3n Ha OCTaHHbOMY eTani NPOBOAUTLCSA
yNbTpasByKoBa 06po6ka po3ynHy; ONMC NPUroTyBaHHSA
PO34MHY MOPIBHAHHA YTOYHEHO LLOA0 PO3UMHHNKA, KU
BMKOpUcToByeTbCA (20,5% KncnoTa ouToBa); onnc
NpUroTyBaHHs BUNPOOYBaHOro PO34MHYy YTOYHEHO — [0faHO

3a
peyenmom

UA/14584/01/02
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3assHuK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

eTan dinbTpauii, SKniA 3aBXaM NpoBoAMBCA B labopaTopii;
3MiHM | TUNY - 3MiHK 3 AKOCTi. [OTOBWIA NiKapCbkuMii 3aci6.
KOHTpOb roToBOro nikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOBYBaHHA rOTOBOTO JIiKAPCLKOro 3acoby (He3HauHa 3MiHa
y 3aTBEPXEHUX MeToAax BUNPoOyBaHHS) - HE3HAYHI 3MiHW Y
MeTOZAji BU3HAYEHHS CYyNPOBIAHUX AOMILLOK Y FOTOBOMY
nikapcbkoMy 3acobi, a came B ONUC BK/IIOYEHO HA3BMW
peareHTiB, L0 BUKOPUCTOBYHOTLCA B aHa/TITUYHIA npoueaypi
(BignoBigHoO Ao €Bp.P); AeTas/IbHO ONUCAHO NPUTOTYBaHHA
po3unHis (0,1 M po3unHy HaTpIto rigPOKCHAY, PO3UNHHMKA
(20,5% kncnoTy oUTOBOI) Ta pyxoMoi hasu); onuc
NPUroTyBaHHS PO34MHY MOPIBHAHHA 1 AN auukiIoBipy
YTOYHEHO {00 PO3UNHHMKA, SIKWUIA BUKOPUCTOBYETLCS (20,5%
KMCnoTa ouToBa); 3MiHu | Tuny - 3MiHM 3 AKkocTi. [oToBWMiA
nikapcbkuii 3aci6. KOHTPOb rOTOBOrO /iKapCbKOro 3acoby.
3mMiHa y MeTofax BUNpobyBaHHS roTOBOrO JlikapCbKoro 3acoby
(He3HayHa 3miHa y 3aTBEpMXEHUX MeToAax BUNpobyBaHHS) -
He3HauHi 3MiHW Y MeTO/i PO3UYMHEHHS [it0HOT PEYOBUHW Y
roToBOMY JlikapCbKOMY 3ac06i, a came NpuUroTyBaHHs
a/IbTEPHATMBHOIO CepefoByLLA PO3UMHEHHS, Sike
BMKOPVCTOBYETLCA Y MOBHICTIO aBTOMAaTN30BaHOMY anapari
0151 pO34MHEHHS (OCKI/IbKM KOHLEHTpaLis cepefoBua
PO3YMHEHHSA He 3MIHIOETLCS, 3aTBEPMKEHa BaTifalis meToay
3a/MWAETLCA AiICHOI0); B ONWCY pefakuiliHo afanToBaHo
Ha3BW peareHTiB BigNoBIAHO [0 HOPMY OBaHb, BUKOPUCTAHMUX
y €Bp.®. (6e3 3MiH Yy BUKOPUCTaHVX peakTnBax); 4O onucy
BK/TOYEHO NPUrOTYBaHHSA aflbTEPHATUBHOIO CepeaoBuLLa
PO3YMHEHHS, SIKe BUKOPUCTOBYETLCS Y MOBHICTIO
aBTOMAaTM30BaHOMY anapari A/19 PO3YNHEHHS

36.

BAPATOH®

TabneTkn no 5 Mr no
14 TabneTok y
6nicTepi, no 2 abo 6
6nicTepiB y KAPTOHHIl
ynakoBLi

TOB
"TNELDAP
M ATA"

YkpaiHa

TOB «KYCYM
DAPM»

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3mMiHa 3asiBHUKa
(BnacHvKa peecTpauiinHoro noceig4veHHs) (3rigHo Hakasy MO3
Big 23.07.2015 Ne 460): BBeAeHHS 3MiH NPOTArom 6-Tu MicauiB
nicnsa 3aTBepAXeHHs. 3MiHu | Tuny - 3MiHW Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3araslbHeHVX AaHnX Npo cuctemy hapMakoHarnagy
(BBEAEHHSA Y3arasibHEHNX AaHNX NPO CUCTEMY
hapmakoHarniagy, 3mMiHa yrnoBHOBaXXEHOT 0cobum,
BiANOBIAA/ILHOI 32 34iiCHEHHA hapMakoHarnsay; KOHTakTHOT
0ocobu 3 hapmakoHarnsay 3asBHuUKa Ans 34iiCHEHHS
hapmakoHarnsgy B YKpaiHi, SKLWO BOHa BiAMiHHA Bif,
YMOBHOBaXEHOT 0co6u, BiANOBiAAILHOI 3a 34iiCHEHHS
thapmakoHarnagy (BkIvaoun KOHTaKTHI AaHi) Ta/abo 3miHu y
pO3MilLEeHHI MacTep-ghaiina cuctemmn papmakoHarnsagy) 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI 0COOM 3asBHUKA,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy.
3MiHa Micus 34jiICHEHHST OCHOBHOT AiS/IbHOCTI 3
thapmakoHarnsgy. 3miHa MicLe3HaxomkeHHss MacTep-haiina
cucTeMmn dhapmakoHarnsay Ta ioro Homepa

3a
peyenmom

UA/18781/01/01

37.

BAPATOH®

Tabnetkn no 10 Mr no

TOB

YKpaina

TOB «KYCYM

Ykpaina

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTtepianis: 3miHa 3asBHUKa

3a

UA/18781/01/02
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3assHuK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

14 TabneTok y
6nicTepi, no 2 abo 6
6nicTepiB y KAPTOHHIl
ynakosLi

"TNELGAP
M ATA"

DAPM»

(BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3
Big 23.07.2015 Ne 460): BBeAeHHS 3MiH NpOTArom 6-Tu MicauiB
nicnsa 3aTBepmxeHHs. 3MiHu | Tuny - 3MiHW Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3araslbHeHVX AaHnX Npo cuctemy hapMakoHariagy
(BBEAEHHSA Y3arasibHEHNX AaHNX NPO cucTeMy
hapmMakoHarnagy, 3mMiHa yrnoBHOBaXeHOT 0cobum,
BIANOBIAA/bHOI 32 34iiCHEHHA dapMakoHarnsaay; KOHTakTHOT
0cobu 3 hapmakoHarnsay 3asBHUKa AN 34ICHEHHN
hapmakoHarnsgy B YKpaiHi, Ko BOHa BiAMiHHA Bif,
YMOBHOBaXEHOT 0c06u, BiANOBIAAIbHOT 3a 34iiCHEHHS
thapmMakoHarnagy (BkIovaoun KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MilLEeHHI MacTep-haiina cuctemu thapmakoHarnagy) 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHOI 0COOM 3asBHUKa,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy.
3MiHa MicLA 34iNCHEHHA OCHOBHOT AiANIbHOCTI 3
thapmakoHarnsgy. 3miHa MicLe3HaxomkeHHss MacTep-chaiina
cucTeMmn dhapmakoHarnsay Ta inoro Homepa

peyenmom

38.

BEH®OTIAMI
H

NMOPOLLOK (CybCTaHList)
y nakeTax noAagiiHux
NonieTUIEHOBUX AN1s
thapmaueBTUYHOro
3aCTOCYBaHHS

AT
"®apmak”

YkpaiHa

XAMAPI
MEQECTI, N4,

AnoHin

BHECEHHS 3MiH 0 peecTpaliitHux maTepiasis: 3MiHu | Tuny -
AaMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MicLs NpOBaMKEHHS AiANbHOCTI BUPOGHMKA (BK/IOUAtOUM, 3a
HeoOXiJHOCTI, MicLie MPOBEeAEHHS KOHTPOSO AKOCTI), abo
B/lacHMKa macTep-ghaiina Ha A®l, abo noctavasnbHUKa
Adl/BnxigHOro Matepiasny/peareHTy/npoMiXXHOro NPOAYKTY, L0
3aCTOCOBYHOTbCA Y BUPOOHULTBI AD| (AKLLO 3a3HAYEHO Y AOCHE
Ha nikapcbkuii 3acib) 3a BigcyTHOCTI cepTudikata
BiANOBIAHOCTI EBpoNeiickkili hapmakonei y 3aTBepakeHoMy
[ocbe, abo BUPOGHKKA HOBOT AOMOMDKHOI PEYOBUHM (SIKLLO
3a3HayeHo y f0Ccbe) - 3MiHa Ha3BM Ta agpecy BUpo6bHuka AdI

UA/10784/01/01

39.

BETAQNH®

cyno3uTopii BariHanbHi
no 200 mr no 7
cynosuTopiie y
6nictepi; no 1 a6o 2
6nicTepy y KapTOHHIl
nauui

3AT
dapmaueBT
WNYHUIA 3aBOA,

Eric

YropLmHa

3AT

dapmaueBTUYHN

3aBog ElC

YropLmHa

BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3MiHu | Tuny -
3MiHu 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. CTabiNbHICTb.
3miHa y TepmiHax npugaTtHocTi abo ymoBax 36epiraHHs
roTOBOrO NikapCbKOro 3acoby (3MEHLUEHHS TEPMiHY
NPUAATHOCTI TOTOBOIO NiKapCbKOro 3acoby) - [11s Toproeoi
YNaKoBKM - 3MEHLLEHHSA TePMiHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby 3aTtBepkeHo: TepMiH npuaaTHoCTI: 5
pokiB. 3anponoHoBaHo: TepMiH NpuaaTHOCTI: 3 PoKn
BBefeHHA 3MiH NPOTAToM 6-TW MICALIB NIC/1A 3aTBEPAXEHHS;
3MiHK | TUny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHN) - 3MiHM BHECEHO B iHCTPYKLitO
AN19 MeAUYHOr0 3aCTOCYBaHHS NiKkapCcbKoro 3acoby y po3gin
"Cnoci6 3acTocyBaHHA Ta A031" WoA0 AoAaBaHHSA rpadiyHoro
300paXXEHHs1 pO3KpUTTA BicTepy A5 Cyno3unTopiis

6e3
peuyenma

UA/6807/02/01

40.

BNNIEOHKO

niodcpinizat ana
PO34MHY ANS iH'eKUili
no 15 OJ, 1 conakoH 3
niocpinizatom y
KapTOHHi KOpO6L

Mini
Xerckepe
Nimiteq

Benuka
BputaHis

BeHyc Pemegic
Nimiteq

IHais

BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasnis: BUNpaB/ieHo
TEXHIYHY MOMW/IKY B IHCTPYKUIT A1 MEAUYHOTO 3aCTOCYBaHHSA
NikapcbKoro 3acoby Ta TeKCTi MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby, fka Noe'a3aHa 3 3a3HayeHHsAM [03YBaHHSA
y ognHUuAxX aii «MO» 3aMicTb HeobxigHnx «Ofl». fioya
pegakuisi: 15 MO lNMponoHoBaHa pegakuisn: 15 Of

3a
peuyenmom

UA/0890/01/01
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
41. BNOKNENH PO34MH ANA iH'EKLN, MpuBaTtHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiH1x maTepianis: 3MiHu | Tuny - 3a UA/18960/01/01
30 mr/mn, no 1 mn B akuioHepHe akujioHepHe AAMIHICTpaTUBHI 3MiHN. 3MiHa Ha3BU JlikapcbKoro 3acoby - peyenmom
amnyni; no 5 amnyny TOBapUCTBO TOBap1CTBO 3MiHM BHECEHI W00 Ha3BM Nikapcbkoro 3acoby 3aTBepmeHo:
6nicTepi; no 1 abo no "Nekxim- "Jlekxim-Xapkis" KETOPOJIAK (KETOROLAC) 3anponoHosaHo: B/IOKIMENH
2 6nicTepu B nauui; no XapkiB" (BLOCKPAIN) BBefeHHsi 3MiH NpoTArom 3-x MicsuiB micns
1 mn B amnyni no 100 3aTBEPAXKEHHSA
amnyn B nauli
42. BOM-BEHIE masb no 30 ry Tybax, MNPAT YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 6e3 UA/8240/01/01
no 30 ry Ty6axy "PITOPAPM "®ITOPAPM" 3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. Cuctema peuyenma
nauui 3 KapToHy, no 25 " KOHTeWHep/3aKynoptoBasibHWI 3aci6 (iHWi 3MiHN) BBEAEHHS
ry 6aHkax BTOPUHHOT yNakoBKKM, a came Maykn KapToHHOT Ans Ty6u 30 mn
(3aTBEpmXEHO Ty6M No 30 M 6e3 Nayku; 3anponoHOBaHO:
Ty6u no 30 My naukax Ta 6e3 nayok), 3 BignoBigHUMMN
3MiHaMK y p. «YNakoBka»; NOMWUIKOBO 334BOEHY dpasy «Tyou
a/IIOMIHIEBI 3 MEMOPAHOI0 /11 MEANYHIX Lineli» BUMYYEHO B
3anponoHoBaHili peaekLii p. «YnakoBka».
BBefeHHS 3MiH NpoTArom 6-Tu MiCALIB MicNs 3aTBEPMAKEHHS.
3MiHu | TUNY - 3MiHK 3 siKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
Cuctema KoHTelHep/3aKynoproBasibHWiA 3aci6. 3miHa hopmm
ab0 po3mipy KoHTelHepa Yv 3aKynoploBasIbHOro 3acoby
(NepBUHHOI yNakoBKu) (HeCTepusbHi Nikapcbki 3aco6u) 3miHa
¢hopmMm 3akynoptoBasibHOro 3acoby (6ywwoH (HDPE)) gns Ty6u
30 r. BigcyTHi AKiCHi Ta KiNlbKiCHI 3MiHW Cknagy nakyBaslbHOro
MaTepiany. BBegeHHs1 3MiH NpoTAroM 6-Tu MicAUiB nicns
3aTBEPKEHHS
43. BPIOHIT® Kpansi O4Hi, pO34nH, AT YkpaiHa AT "dapmak” Ykpaina BHECEHHS 3MiH [JO peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/17935/01/01
no 5 mn y donakoHi; no "®Papmak” 3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. KOHTPOb TOTOBOrO peuenmom
1 a6o 3 chnakoHn y nikapcbkoro 3acoby. 3miHa y MeToAax BUNpoGyBaHHS
nauui roTOBOrO NlikapcbKoro 3acoby (iHLWi 3MiHM y MeTogax
BMNPOGYBaHb (BKIOUYAOUM 3aMiHy ab0 AONOBHEHHS))
BHECEHHS 3MiH B aHaNiTUYHY METOAMUKY 3a NMOKa3H1KOM
«KinbkicHe BU3HaueHHs. BeH3askoHito xnopug» (4®Y/Ph. Eur,
2.2.29, 2.2.46). KpuTepili NpUiAHATHOCTI HE 3MiHUBCS.
44, BYCTPUKC™ | cycneHsia ans nakcoCwmit Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 40 peecTpauiiHnx MmaTepiasis: 3miHu Il Tuny - 3a UA/14955/01/01
KOMBIHOBA iH'ekujin, 0,5 mn/po3sy; KnsinH BpuTaHis Bionogxikan3 C.A. 3MiHu Woao0 6e3nekn/edheKTMBHOCTI Ta hapMakoHarnsgy. peuenmom
HA no 1 gosiy Ekcnopt 3MiHM y KOPOTKili XapaKTepuCTuLL NikapcbKoro 3acoby, TeKcTi
BAKUNHA nonepegHLo Nimiteq MapKyBaHHS Ta iHCTPYKL,ii A/19 MEAMYHOro 3aCTOCYBaHHS Y
ana HanoBHEHOMY LUNPUL; 3B'A3KY i3 HOBUMUW AA@HUMW 3 AKOCTI, AOKNIHIYHUMU, KITIHIYHUMUN
NMPO®INAKT no 1 nonepegHLo OaHumn Ta gaHumu 3 hapmakoHarnsgy - 3mMiH1 BHECEHO 0
NKN HarnoBHEHOMY LINpULY IHCTPYKLUT ANA MEAUYHOro 3acTOCYBaHHS NikapCbKoro 3acoby
OUDTEPII, y KOMMNAEKTi 3 ABOMa 00 po3ainis "IMyHONOrivHi i 6ionoriyHi BnacTneocTi”, nigpo3gin”
NnPABLA, rofikamvi B PapmakoguHamika"(pefakuiriHi npasky), "B3aemogis 3 iHLWMMK
KALLUTIOKY naacTMKOBOMY nikapcbknmy 3acobamu Ta iHWi B1AKW B3aemogii”, "Cnoci6
(ALUENMONAP | koHTeliHepi; no 1 3acTOCyBaHHs Ta A03u" (pefakLiiHi npasku). TepMmiH
HUIA KOHTelHepy Yy BBEEHHSA 3MiH - MPOTAroM 6 MiCALIB NiCNA 3aTBEPIAKEHHS.
KOMMOHEHT | KapTOHHIli kopobui
)
(AACOPBOB

AHA, 3I
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
SMEHLLEHU
M BMICTOM
AHTUIEHIB)
45, BA/IMICAP TabneTtkn, BKPUTI Makneosc IHais Makneozc IHgis BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | Tuny - 3a UA/16186/01/03
160 N1iBKOBOIO dapmacboT dapmacboTrKanc AaMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
060/10HKOI0, N0 160 nkanc NimiTen MiCLSi NPOBaMKEHHS AiiNIbHOCTI BUPOBHMKa/imnopTepa
mr, no 30 TabneTok y Nimiteq rOTOBOrO NiKapCbKOro 3acoby, BKIKYAOUN AiNbHNL BUMYCKY
thnakoHi; no 1 cepil abo micue NpoBeAeHHSI KOHTPOSIIO SKOCTI. (AisfbHICTb, 3a
(h/1aKOHY B KapTOHHiiA SIKy BiANoOBigae BUPOGHMK/IMNopTep, BK/OUaUM BUMYCK Cepiid)
Kopo6ui; no 90 3miHa agpecu BupobHuka 13 Makneoac dapmacbioTukasic
TabneTok y priakoHi; Nimiten, IHaisa/Macleods Pharmaceuticals Limited, India, 6e3
no 1 cpnakoHy B 3MiHM MicLA BUPO6HULTBA: BBEAEHHS 3MiH NPOTAroM 6-Ti
KapTOHHI Kopo6Li; no MiCALIB MiCNSA 3aTBEPL)KEHHS
10 TabneTtok y
6nictepi; no 1 a6o 3
6nicTepy y KapTOHHIN
Kopobui
46. BAJ/IMICAP TabneTtku, BKPUTI Makneopc IHAis Makneoac IHais BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/16186/01/04
320 nNiBKOBOO dPapmacbioT PapmacboTHKanc AZMiHICTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
o60onoHkoto, no 320 nkanc Nimiten MiCLiAl MPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
mr, no 30 TabneTok y Nimiten roTOBOrO NikapCbkoro 3acoby, BKIYaUN AiNbHUL BUMYCKY
thnakoHi; no 1 cepii abo micue NpoBeAeHHs KOHTPOSIIO SKOCTI. (AisIbHICTb, 3a
h/1aKOHY B KapTOHHii AKy BiANOBigae BUpPOGHMK/IMNopTep, BK/OUaUM BUMYCK Cepiid)
Kopob6ui; no 90 3MiHa agpecu BUpobHuka 'N13 Makneoac ®apmacbioTUKasc
TabneTok y oNakoHi; Nimitea, IHgis/Macleods Pharmaceuticals Limited, India, 6e3
no 1 cpnakoHy B 3MiHV Micus BUpO6HMLTBA: BBEAEHHS 3MiH MPOTAroM 6-Tn
KapTOHHIA KopobLi; no MicsILiB nicns 3aTBepoKEHHS
10 TabneTok y
6nicTepi; no 1 a6o 3
6nicTepy y KapTOHHiIl
Kopobui
47. BA/IMICAP TabneTku, BKpUTI Makneopc IHAis Makneoac IHais BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/16186/01/01
40 NiBKOBOO PapmacbioT PapmacbloTukanc ApMiHiCTpaTBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo aapecu peyenmom
060/10HKOH0, M0 40 Mmr, nkanc NimiTeq MiCUsi MPOBaKEHHS Lisi/TIbHOCTI BUPOGHMKa/imnopTepa
no 30 TabneTok y NimiTen roTOBOrO JlikapCbKOro 3acoby, BK/IYakoun AiNlbHULL BUMYCKY
thnakoHi, no 1 cepii abo micLe NpoBefeHHs KOHTPOO AKOCTI. (AisIbHICTb, 3a
pNakoHy Y KapTOHHiN SIKy BiZNoBigaEe BUPOOHMK/IMIOPTEP, BK/IOUAKOYM BUMYCK Cepiii)
ynakosLi; no 10 3MiHa agpecu BupobHuka 13 Makneoac ®apmachioTukasc
TabneTtok y 6nictepi, Nimites, IHgis/Macleods Pharmaceuticals Limited, India, 6e3
no 1 a6o 3 6nictepn y 3MiHM MicLA BUPOOHMLTBA: BBEAEHHST 3MiH MPOTAroM 6-Tn
KapPTOHHIi KOpoOLi MicsLiB MicNsa 3aTBepAXXEHHS
48. BAJ/IMICAP TabneTkun, BKPUTI Makneoac IHAis Makneoac IHAis BHECEHHSA 3MiH [0 peecTpavuiiiHux maTtepianis: 3MiHu | Tuny - 3a UA/16186/01/02
80 N/1iBKOBOO dapmacboT dapmacboTrKanc AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
060/10HKO10, M0 80 Mr, nkanc NimiTen MiCLiAl NMPOBaKEHHS AiS/IbHOCTI BUPOOHMKa/iMnopTepa
no 30 TabneTok y Nimiten rOTOBOrO /iKapCbKOro 3acoby, BKIYaoun AiflbHUL BUMYCKY

chnakoHi; no 1
(h/1aKOHY B KapTOHHii
Kopo6ui; no 90
TabneTokK y oNaKoHi;

cepii abo micue NpoBeAeHHS KOHTPOSIIO SKOCTI. (AisifbHICTb, 3a

SIKy BiANOBiAae BUPOGHMK/IMNOpTep, BKIOUaUM BUMYCK Cepiid)
3MmiHa agpecu BupobHuka 13 Makneoac ®apmacbioTukasc
NimiTea, IHgis/Macleods Pharmaceuticals Limited, India, 6e3
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
no 1 donakoHy B 3MiHV Micus BUPO6HMLTBA: BBEAEHHSA 3MiH NPOTATOM 6-Tn
KapTOHHI Kopo6Li; Mo MICALIB MiC/1A 3aTBEPLKEHHS
10 TabneTok y
6nictepi; no 1 a6o 3
6nicTepy y KapTOHHIl
Kopobui
49, BAJIMICAP H | Tabnetku, BKpuUTI Makneogc IHAjs Makneogc IHAis BHECEHHS 3MiH 0 peecTpaliiiHux maTepiasis: ® 3miHun | Tuny - 3a UA/17127/01/02
N1iBKOBOIO dapmacboT dapmacboTrKanc AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
060/10HKOI0, MO nkanc NimiTen MiCLSi NPOBaMKEHHS AiSNIbHOCTI BUPOBHMKa/imnopTepa
160/12,5 mr; no 90 Nimiteq rOTOBOrO NiKapCbKOro 3acoby, BKIYAUN AiNbHUL BUMYCKY
TabneTok y priakoHi, cepil abo micue NpoBeAeHHSI KOHTPOSTIO SKOCTI. (AisfbHICTb, 3a
no 1 cpnakoHy B SIKy BiANOBigae BUPOGHMK/IMNOpTep, BK/OUaUM BUMYCK Cepiid)
KapTOHHI kopobLi; no Makneogc ®apmacstotukanc fMimites, IHgis/Macleods
10 TabneTtok y Pharmaceuticals Limited, India, 6e3 3miHV micus BUpobHULTBA:
6nictepi; no 3 a6o 9 3MiHM BHECEHO B iIHCTPYKLiO 4151 MeANYHOro 3acTOCyBaHHS
6nicTepiB y KAPTOHHIN nikapcbKoro 3acoby y po3ain «Micue3HaxomKeHHs BUPOOH/Ka
Kopobui Ta agpeca MicLsa NpoBaXeHHS MOro AjisnbHOCTI» 3
Bi4NOBIAHMMM 3MiHAMM Yy TEKCTI MapKyBaHHS yrNakoBKU
nikapcbKkoro 3acoby.
BBefeHHs 3MiH NPOTArom 6-TW MiICALB Nic/1A 3aTBEPAKEHHS.
50. BAJIMICAP H | Tabnetku, BKpUTI Makneopc IHais Makneoac IHais BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:  3miHu | TUny - 3a UA/17127/01/03
nNiBKOBOO dapmacboT PapmacboTHKanc AZMiHICTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
o6onoHkoto, no 160/25 nkanc Nimiten MiCLiAl MPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
mr; no 90 TabneTok y Nimiten roTOBOrO NikapCbKoro 3acoby, BKIYaUN AiNbHUL BUMYCKY
chnakoHi, no 1 cepii abo micue NnpoBeAeHHs KOHTPOSIIO SKOCTI. (AisfIbHICTb, 3a
h/1aKOHY B KapTOHHii AKy BiANOBigae BUpPOGHMK/IMNopTep, BK/OUaoUM BUMYCK Cepiid)
Kopob6ui; no 10 Makneopac ®apmacsiotukanc fMimites, IHgis/Macleods
Tabnetok y 6nictepi; Pharmaceuticals Limited, India, 6e3 3MiHW micus BUpO6HULTBA:
no 3 a6o 9 6nicTepiB y 3MiHV BHECEHO B IHCTPYKLiIO /19 MeMYHOro 3aCTOCYBaHHsA
KapTOHHIlA KopooLi nikapcbKoro 3acoby y po3gin «MicLue3HaxomKeHHs1 BUPOOHMKa
Ta agpeca MicLsa NpoBafXeHHS MOro AjisnbHOCTI» 3
BiNOBIAHVMMN 3MiHAMMN Y TEKCTi MapKyBaHHS yrNaKkoBKu
NiKapcbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-T1 MiCALB Micas 3aTBEPMAKEHHS.
51. BAJIMICAP H | Tabnetku, BKpuTI Makneopc IHais Makneoac IHais BHECEHHS 3MiH 10 peecTpavjiiiHux matepianis: - 3MiHu | Tuny - 3a UA/17127/01/04
nNiBKOBOIO PapmacboT PapmacboTUKanc AZMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo aapecu peyenmom
060/10HKOI0, MO nkanc NimiTeq MicUsi MPOBaKEHHS Lisi/TIbHOCTI BUPOGHMKa/imnopTepa
320/12,5 wmr; no 90 Nimiten roTOBOrO JlikapCcbKoro 3acoby, BK/IYakoun AiNlbHULL BUMYCKY

TabneTok y priakoHi,
no 1 chrakoHy B
KapTOHHIA Kopo6Li; no
10 TabneTok y
6nicTepi; no 3 abo 9
6nicTepiB y KApTOHHIl
KopooLi

cepii abo micue NpoBefeHHs KOHTPOIO AKOCTI. (AisIbHICTb, 3a
SIKy BiANoBigaEe BUPOOHMK/IMIOPTEP, BK/IOUAKOYM BUMYCK Cepiii)
Makneopc ®apmacsioTukanc fMimites, IHgis/Macleods
Pharmaceuticals Limited, India, 6e3 3MiHW MicLs BUPOOHULITBA:
3MiHV BHECEHO B IHCTPYKLItO /19 MeANYHOIo 3aCTOCYBaHHs
nikapcbKoro 3acoby y po3ain «Micue3HaxomKeHHs BUPOOHMKa
Ta agpeca Micus NPOBaKEeHHA 0ro AisbHOCTI» 3
Bi4MNOBIAHVMMM 3MiHAMM Yy TEKCTI MapKyBaHHS YNaKOBKU
NikapcbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-Tu MIiCALB NiCNA 3aTBEPMKEHHS.
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
52. BAJIMICAP H | Tabnetku, BKpuUTI Makneogc IHAjs Makneoac IHAis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis:  3MiHu | Tuny - 3a UA/17127/01/05
N/1iBKOBOO dapmacboT dapmacboTrKanc AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
060/10HKO10, Mo 320/25 nkanc NimiTen MiCLiAl NMPOBaXEHHS AiS/IbHOCTI BUPOOHMKa/iMnopTepa
mr, no 90 TabneTok y Nimiteq roTOBOrO NikapCbKOro 3acoby, BKIKYaUN AiNbHUL BUMYCKY
chnakoHi, no 1 cepil abo micue NpoBeAeHHS KOHTPOSIIO SKOCTI. (AisifIbHICTb, 3a
h/1aKOHY B KapTOHHii SIKy BiANOBigae BUPOGHMK/IMNopTep, BKIOUaUM BUMYCK Cepiid)
Kopobui; no 10 Makneogac ®apmacsiotukanc fMimites, IHgis/Macleods
Tabnetok y 6nictepi; Pharmaceuticals Limited, India, 6e3 3miHV micus BUpobHULTBA:
no 3 abo 9 bnictepis y 3MiHV BHECEHO B IHCTPYKLiIO A4/19 MeMYHOro 3aCTOCYBaHHsA
KapTOHHIli KopooLi nikapcbKoro 3acoby y po3gin «MicLe3HaxomKeHHs1 BUPO6HMKa
Ta agpeca MicLsa NpoBaXeHHS MOro AjisnbHOCTI» 3
BiNOBIAHMMM 3MiHAMM Yy TEKCTI MapKyBaHHS yrNakoBKu
nikapcbKoro 3acoby.
BBefeHHs1 3MiH NPOTArom 6-Tu MiICALIB NiC/1A 3aTBEPAKEHHS.
53. BAJIMICAP H | Tabnetku, BKpUTI Makneoac IHais Makneoac IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/17127/01/01
nNiBKOBOIO dPapmacbioT PapmacboTHKaNc AOMiHICTpaTVBHI 3MiHW. 3MiHa HallMeHyBaHHsA Ta/abo agpecu peyenmom
060/10HKOI0, N0 ukasnc Nimiteq MiCLiAl MPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
80/12,5 wr; no 90 Nimiten roTOBOrO NikapCbKoro 3acoby, BKIYaUM AiNbHUL BUMYCKY
TabneTok y oNakoHi, cepii abo MicLie NpoBeAEHHS KOHTPOJIHO AKOCTI. (BiSNbHICTL, 3a
no 1 dpnakoHy B AKy BiANOBiAae BUPOGHMK/IMNOpTep, BKOUaoUM BUMYCK Cepiid)
KapTOHHIA KopobLi; no Makneopac ®apmacbsioTukanc fMimites, IHais/Macleods
10 TabneTok y Pharmaceuticals Limited, India, 6e3 3MiHW micus BUpO6HULTBA:
6nicTepi; no 3 abo 9 3MiHM BHECEHO B IHCTPYKLil0 415 MeAUYHOT0 3aCTOCYBaHHS
6nicTepiB y KAPTOHHIl nikapcbKoro 3acoby y po3gin «Micue3HaxomKeHHs1 BUPOOHMKa
Kopobui Ta agpeca Micus NPOBaXeHHS NOro Ais/IbHOCTI» 3
BiAMOBIAHMMW 3MiHAMW Y TEKCTi MapKyBaHHS yNakoBKU
NiKapcbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-T1 MiCALIB Micas 3aTBEPMAKEHHS.
54. BA/NbCAPIA TabneTku, BKpUTI CaHpo3 CnoBeHis Nex CnoseHis/ BHECEHHS 3MiH [JO peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/15620/01/02
H nNiBKOBOIO dapmachboTi $apmaueBTUYHA ITania/ 3MmiHu 3 sKocTi. CepTudikat BignosigHocTi/lE-cepTudikat peuenmom
06010HKOt0, N0 160 Kans g.4. KoMMaHia 4.4., PymyHis BiANoOBigHOCTI EBponelickbkiin hapmakonei/MmoHorpadii. 3miHu,

mr/25 mr no 14
TabneTtok y 6nictepi;
no 1 a6o 2 6nictepn y
KapTOHHIA KopoobLi

CnoBeHis (BuNycK
cepii,
TeCTyBaHHS);
HosapTic ®apma
C.n.A,, ltanis
(BUpPOGHMLTBO "in
bulk", nakyBaHHs);
C.K. CaHpo3
C.P.J1., PymyHis
(Bunyck cepii,
TecTyBaHHs)

NoB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y BIANOBIAHICTb A0
MoHorpadii 4PY abo Esponeiicbkoi thapmakonei, abo iHwoT
HaLjioHanbHOI chapmakonei aepxasu EC (iHWi 3MiHK) 3MiHa
BHOCUTLCSA Y 3B’A3KY i3 OHOBMIEHHSAM MOHOrpaaqii
BUNPOBYBaHHA A58 6a30BOro Npemikcy A/ NoKPUTTS XOBTOro
KO/IbOPY, 4151 BifOOPaKEHHS Ail04Oro NOCUAaHHA Ha
[JvpexTuBy Komicii wopao xapyoBux gobasok, €EC 231/2012,
sAKa 3miHuna Aupektry Komicii 2008/128 EC. 3MmiHu | Tuny -
3MiHn 3 skocTi. CepTudpikat BignosigHocTi/l E-cepTudikar
BiAnoBigHOCTI EBponelickkiit hapmakonei/MmoHorpadii. 3miHu,
noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BIANOBIAHICTL A0
MoHorpadii oY abo €sponelicbkoi hapmakonei, abo iHLWoT
HauioHas1bHOT hapmakonei gepxasun €C (iHLWi 3MiHK) 3MiHa
BHOCUTLCSA Y 3B’A3KY i3 OHOBNEHHSAIM MOHOrpadqii
BMNPOBYBaHHA 4715 6a30BOro NPeMmikcy A8 NOKPUTTSA YOPHOro
KONbOpY, ANA Bif06PaXKeHHs Ail0HOro NOCUNaHHS Ha
[npekTuBy Komicii wono xapyosux gobasok, €C 231/2012,
sika 3miHnna [inpektusy Kowmicii 2008/128 EC. 3miHu | Tuny -
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3assHuK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

3MiHn 3 aKocTi. CepTudikat BignosigHocTi/l E-cepTudikar
BiANoOBiAHOCTI EBponelickbkiin hapmakonei/MmoHorpadii. 3miHu,
noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BIANOBIAHICTL A0
MoHorpadii PY abo EBponeiicbkoi thapmakonei, abo iHwoT
HaujioHanbHOI chapmakonei gepxasu EC (iHWi 3MiHK) 3MiHa
BHOCUTLCSA Y 3B’A3KY i3 OHOBNEHHSAM MOHOrpadii
BUNPoOGYBaHHA [/19 6a30BOro NPemikcy AN NoKpUTTS
4epBOHOrO KOMbOPY, A/ Bif0OPaXKeHHs Ail04Oro NocunaHHN
Ha AnpekTuBy Komicii woao xapyoBumx gobasok, €EC 231/2012,
Aka 3miHnna upektusy Komicii 2008/128 EC. 3miHu | Tuny -
3MiHu 3 skocTi. CepTudikaT BignosigHocTi/l E-cepTudikar
BiAnoBiaHOCTI EBponelickkiit hapmakonei/MoHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BIANOBIAHICTb A0
MoHorpadii JdY abo Esponeiicbkoi thapmakonei, abo iHwoi
HauioHasbHOT hapmakonel gepxasun €C (iHLWi 3MiHK) 3MiHa
BHOCUTbCS Y 3B’'A3KY i3 OHOBIEHHAM MOHOrpadii
BMNPOGYBaHHSA A1 6a30BOro Npemikcy A8 NoKpUTTS 6inoro
KO/TbOPY, AN BifoOpaXKeHHs Ailo4oro nocunaHHa Ha
[npekTuBy Komicii wono xapyosux gobasok, €C 231/2012,
sika 3miHnna AupektuBy Komicii 2008/128 EC.

55.

BEPOPAB® |
VERORAB
BAKUVHA
AHTUPABIYH
A
IHAKTUBOBA
HA CYXA

NOPOLLIOK Ta
PO3YMHHWK AN
NPUroTyBaHHs
cycneHsii ans iH'ekyjin,
He MeHwe 2,5
MO/go3a; no 1
dhakoHy 3 NOPOLLIKOM
(1 po3a)Tal
nonepegHL0
3anN0OBHEHOMY LUNPULY
(0,5 mn), Wwo micTnTL
po3unHHKK (0,4 %
PO34MH HaTpito
X/10p1AY), B KAPTOHHIN
ynakosui; no 1
dhakoHy 3 NOPOLLKOM
(1 po3a)Tal
nonepegHL0
3anN0OBHEHOMY LUNPULY
(0,5 mn), Wwo micTnTL
PO3YMHHVK, B
CcTaHfapTHO-
€KCMOPTHI ynakosL,
AKa MiCTUTbCS Y
KapTOHHI KopoobLi 3
IHCTpYKLUji€et0 Ansa
MeAMYHOro
3aCTOCyBaHHs; No 5
(h/1aKOHIB 3 MOPOLLKOM
(1 po3a) y KOMNAekTi 3

CaHodi
Mactep

PpaHuis

CaHodpi MNactep,
®paHuis (NoOBHWUIA
LMK
BUPOGHULTBA,
KOHTPO/b SKOCTI,
BTOPUHHE
nakyBaHHs1, BUNYCK
cepii; NoBHUI
LMK
BUPOGHMLTBA,
KOHTPO/b SIKOCTI,
BTOPUHHE
nakyBaHHs1, BUNYCK
cepii); BTOPUHHE
nakyBaHHS, BUNYCK
cepii: CaHoi-
AseHTic MpavisiT
Ko. Nita.,
Mnatchopma
NOTiCTVKN Ta
AncTpubyuii y m.
Bypanewr,
YropumHa;
NOBHWIA LMK
BUPOOHMLTBA,
KOHTPO/Ib AKOCTI
PO34MHHVKA B
Lnpuruax:
CAHO®I
BIHTPOIN

PpaHuia/
YropmHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | Tuny -
3MiHM Woao 6e3nekn/edekTMBHOCTI Ta chapMakoHarnsay.
BBegeHHs abo 3MiHM [0 y3arasibHeHNX AaHUX Npo cuctemy

chapmakoHarnsgy (BBeeHHS y3araslbHEHNX AaHWX Npo
cuctemy thapmakoHarnisgy, 3miHa ynoBHOBaXKeHOi ocobu,

BiANOBIAA/ILHOI 32 34iiCHEHHA hapMakoHarnsaay; KOHTakTHOT

0cobu 3 hapmakoHarnsay 3asBHuKa ans 34iiCHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHa BiAMiHHA Bif,
YMOBHOBaXEHOT 0co6y, BiANOBIAaILHOT 3a 34iiCHEHHS
thapmakoHarnagy (BKIovaoun KOHTaKTHI AaHi) Ta/abo 3miHu Y
pO3MiLLEeHHI MacTep-haiina cucteMn hapmakoHarnsgy) -
3MiHa yNoBHOBaXKeHOT 0c06M 3aBHUKA, BiAMOBIfa/IbHOT 3a
hapmakoHarnsg.

[Litoua pepakuis: Epik Teo, goktop megnumin / Eric Teo, MD.
MponoHoBaHa pepfakuis: Xaike LLonnep, foKTop MeanUmMHN /
Heike Schoepper, MD. 3MiHa KOHTaKTHUX AaHUX
YNOBHOBaXXEHOT 0COOM 3as1BHMKA, BignoBigasibHOI 3a
3[iiCHEeHHS hapMakoHaraay.
3MiHa MicLA 34iiCHEHHA OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnsgy. 3miHa MicLe3HaxomkeHHs macTep-harina
cuctemun dhapmakoHarnsgy.

3a
peyenmom

UA/13038/01/01
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3assHuK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

po3unHHuKom (0,4 %
PO34MH HaTpito
Xnopugy) B amnynax
no0,5mnNe58
KapTOHHI/ ynakoBsLi;
no 5 cpnakoHiB 3
nopotukom (1 gosa) y
KOMMN/IEKTi 3
po34ymHHMKoM (0,4 %
pO34MH HaTpilo
x/i0pugy) B amnynax
no0,5mnNe5B
CTaHfapTHO-
€KCMOPTHI ynakoBLi,
fAKa MiICTUTbCA Y
KapTOHHilA Kopo6Lii 3
iHCTpyKUi€eto Ans
MeAMYHOro
3acTocyBaHHs; no 10
(h/1aKOHIB 3 MOPOLLKOM
Ta no 10 nonepefHLO
3anOBHEHUX LUMPUL,iB
(0,5 mn), Wo micTATb
po34nHHKK (0,4 %
pO34MH HaTpilo
X/10p1AY), B KAPTOHHIl
ynakosLi; no 10
(h/1aKOHIB 3 MOPOLLKOM
Ta no 10 nonepeaHL0
3aMNOBHEHMX LWINPULLB
(0,5 mn), WO MicTATb
po3unHHKK (0,4 %
PO34MH HaTpito
xnopvay), B
CTaHfapTHO-
€KCMOPTHi ynakoBLi,
AKa MiCTUTbCS Yy
KapTOHHI KopobLi 3
iHCTpYKUieo ans
MeAMUHOro
3acToCyBaHHSA

IHOACTPIA,
®paHLis; NOBHWUIA
LMK
BMPOGHULITBA,
KOHTPO/Tb AKOCTI
PO34MHHVKA B
amnynax: FAYOT
SAPMA NIIBPOH,
PpaHuis

56.

BIPOMIN

TabneTtku, BKPUTI
nNiBKOBOIO
obonoHkoto, no 50
Mr/300 mr/300 mr; no
30, 90 a6o 180
Tabnetoky
n1acTMKOBOMY
h1aKoHi, Lo MICTUTb
KOHTeliHep 3

Emkyp
dapmacbioTi
kanc Nitg,

IHAis

Emkyp
dapmacbtoTikanc
nTa

IHais

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | Tuny -
3MiHuM 3 AKOCTi. [0ToBUIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBanbHuii 3aci6 (iHWwi 3MiHM) BBeaeHHA
nofaTkoBux ynakoBok /13 no 90 a6o 180 Tabnetok y
nnacTMKoBoMy O1akoHi y KapTOHHIN ynakosui; no 30, 90 abo
180 Tabn1eToK y N/1acTMKOBOMY do/1akoHi, 3 BiAMoBigHMU
3MiHaMU B p. «YNakoBka». 3MiHW BHECEHO B iHCTPYKLiO AN
MEeAMYHOro 3aCTOCYBaHHS MiKapCbKOro 3acoby y po3ain
«YnakoBKa» 3 BiAMOBIAHUMWN 3MiHAMW Y TEKCTi MapKyBaHHSI

3a
peyenmom

UA/18178/01/01
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
cunikarenem; no 30, yNakoBKM MiKapCbKOro 3acoby (40AaBaHHsA yNnakoBOK)
90 a6o 180 TabneTtok
y NNacTKoBOMYy
hakKoHi, Lo MICTUTb
KOHTEliHep 3
cunikarenem; no 1
n1acTMKOBOMY
h/1aKoHy Y KapTOHHIl
KopoobLi
57. BIPOPIB® kancynu no 200 wmr, no TOB YkpaiHa TOB "KYCYM Ykpaina BHECEHHS 3MiH 40 peecTpaLiiHnx maTtepiasi: 3MiHa 3asBHMKa 3a UA/9527/01/01
10 kancyn y 6nictepi; "TNEOPAP PAPM" (BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakazy MO3 peyenmom
no 10 6nictepiB y MNTa" Big 23.07.2015 Ne 460): BBeeHHsI 3MiH NPOTAroM 6-Tu MicsLUiB
KapTOHHIi ynakoBL; nicnsa 3aTBepMKeHHSA. 3MiHM | Tuny - 3MiHW Wo[0
no 10 kancyny cTpuni; 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
no 10 cTpuniB y 3MiHU [0 y3ara/lbHeHVX AaHnX Npo cuctTeMy hapMakoHarnagy
KapTOHHI/ ynakosL,i (BBEAEHHSA y3araslbHEHNX AaHuX NpPo cucTemy
hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
BiANOBIAA/ILHOI 3a 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
0cobu 3 hapmakoHarnsay 3asiBHvKa 405 34iINCHEeHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHa BiAMiHHA Big,
YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 32 34iiCHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cucteMmun papmakoHarnsagy) 3miHa
KOHTaKTHUX AaHMX YNOBHOBaXKEeHOi 0COOM 3asBHUKA,
BiANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnsagy.
3MiHa Micus 34jiCHEHHs1 OCHOBHOI Ais/IbHOCTI 3
thapmakoHarnsgy. 3miHa MicLie3HaxomKeHHs1 MacTep-haiina
cmcTeMu hapmakoHarnsy Ta ioro Homepa
58. BOKCUA® Tabnetku no 0,2 Mr no TOB YkpaiHa TOB "KYCYM Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3MiHa 3asiBHUKa 3a UA/13543/01/01
10 TabneTok y "TNEQPAP DPAPM" (BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peuenmom
6nicTepi, no 3 a6o 10 M AaTa" Bif 23.07.2015 Ne 460): BeBeAeHHS 3MiH NPpOTArom 6-Tu MicauiB
6nicTepiB y KAPTOHHIl nicna 3aTBepmxeHHs. 3MiHu | Tuny - 3MiHW Woa0
ynakoBLi 6e3nekn/edpekTBHOCTI Ta hapMakoHarnsgy. BeegeHHs abo
3MiHW A0 y3arasibHEHUX AaHuX Npo cuctemy hapmakoHarnsgy
(BBEAEHHS Yy3araslbHEHNX AaHUX NPo cucTemy
hapmMakoHarnagy, 3mMiHa yrnoBHOBaXeHOT 0cobum,
BIANOBIAANbHOI 3a 34iiCHEHHA hapmakoHarnsagy; KOHTakTHOT
0cobu 3 hapmakoHarnsay 3asBHUKa AN 34IACHEHHN
hapmMakoHarnagy B YkpaiHi, KO BOHa BigMiHHA Bif,
YMOBHOB&XEHOT 0c06U, BigNOBIAaIbHOT 3a 34iCHEHHS
hapmakoHarnsgy (Bkovakouy KOHTaKTHI AaHi) Ta/abo 3miHu y
PO3MiLLEHHI MacTep-ghaiina cucteMun papmakoHarnsgy) 3MiHa
KOHTaKTHUX SaHMX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy.
3MiHa Micusa 3[iiCHEHHST OCHOBHOT Aisi/IbHOCTI 3
thapmakoHarnsgy. 3miHa MicLe3HaxomkeHHss macTep-charina
cucteMmn dhapmakoHarnsgy Ta noro Homepa
59. BOKCNA® Tabnetku no 0,3 Mr no TOB YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3mMiHa 3asiBHUKa 3a UA/13543/01/02
10 TabneTok y "TNEJDAP DPAPM" (BNacHvKa peecTpauiintHoro noceigyeHHs ) (3rigHo Hakasy MO3 peyenmom
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3assHuK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

6nictepi, no 3 a6o 10
6nicTepiB y KAPTOHHIN
ynakoBLiji

MATa"
Ykp

Bif 23.07.2015 Ne 460): BeeAeHHS 3MiH NPpOTArom 6-Tn MicaLiB
nicns 3atBepkKeHHs. 3MiHu | Tuny - 3MiHN LWoAo
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHEHUX AaHuX Npo cuctemy apmakoHarnsgy
(BBEAEHHS Yy3arasIbHEHNX AaHUX NPO cUcTemy
thapmMakoHarnagy, 3mMiHa yrnoBHOBaXeHO! 0cobu,
BiANOBIAANbLHOI 3a 3MjICHEHHS hapmakoHarnsaay; KOHTaKTHOI
ocobu 3 hapmakoHarnisay 3asBHVKa AN 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, AKLWO BOHa BifMiHHA Bif,
YNOBHOBaXXeHOI 0c0obK, BifANOBIfa/IbHOT 3a 34iCHEHHS
hapmakoHarnsgy (Bkovaouy KOHTaKTHI gaHi) Ta/abo 3miHu y
pO3MilLEeHHI MacTep-ghaiina cucteMun papmakoHarnsgy) 3MiHa
KOHTaKTHUX SaHMX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BiAMOBIA&/IbHOI 3a 34iiCHEHH:A hapmakoHarnsagy.
3MiHa Micus 3[iiCHEHHST OCHOBHOT Aisi/IbHOCTI 3
thapmakoHarnsgy. 3MiHa MicLe3HaxoxeHHA MacTep-taiina
cucteMmn dhapmakoHarasgy Ta noro Homepa

60.

BOJ/IbTAPEH
EMYNbrenb

emynbrenb ons
30BHILUHLOTO
3actocyBaHHs 1 %; no
20, abo no 50 r, abo
no75r,abono 100 ry
Ty6i, mo 1 Ty6i B
KapTOHHIlA KOpooLi

FCK
KoHcbomep
Xenckep
CAP/1

LLBeiiuapi
2

'CK KoHcblomep
Xernckep CAP/

LLiBeiiuapis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | Tuny -
AfMiHiCTpaTMBHI 3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHvKa peecTpauiiHoro noceigvyeHHs) 3miHa
Ha3BuW Ta agpecy 3asBHUKa: BBeeHHA 3MiH NpoTArom 6-Tn
MiCALIB Micnsa 3aTBepKeHHs. 3MiHK | Tuny - AgMiHICTpaTuBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
NpoBapPKEHHS AiNIbHOCTI BUPOBGHMKa/imnopTepa rotoBoro
NikapcbKoro 3acoby, BKIOUauM AibHULI BUNYCKY cepii abo
MicLie NpoBeAeHHS KOHTPOJIH0 SKOCTI. (AISNbHICTb, 3a AKy
BiANOBiAA€e BMPOGHMK/IMNOPTEpP, BK/IOUAOUM BUMYCK Cepild)
3MiHa Ha3BW Ta agpecy BUpobHuka 13, 6e3 3MiHn micuA
BMPOGHMLTBA: 3MiHM BHECEHO B iHCTPYKLIiO A1 MEAUYHOT0
3aCTOCYBaHHS LLOAO HaliMEeHYBaHHA Ta MiCLLe3HAXOLKEHHS
BMPOGHMKA 3 BIANOBIAHUMY 3MiHAMU Y TEKCTI MapKyBaHHS
ynakoBKM MlikapCbKoro 3acoby. BeefeHHA 3MiH NpoTarom 6-Tm
MicALiB nicna 3aTBepmKeHHs. 3MiHu | Tuny - 3MiHK Wwoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi 3miHun)
3MiHM BHECEHO B TEKCT MapKyBaHHS BTOPMHHOI YNaKkoBKu
nNiKapcbkoro 3acoby (BUKMHOUYEHHS iHGhopMaLil LWoao aatu
BMPOGHMLTBA). BBEAEHHSA 3MiH NPOTArOM 6-T1 MiCALB Micns
3aTBEPAKEHHS

6e3
peyenma

UA/1811/01/01

61.

BOJ/IbTAPEH
DOPTE

emynbrenb ans
30BHILUHLOTO
3acTocyBaHHA 2,32 %);
no 50 r a6o 100 r B
Ty6i; no 1 Ty6i y
KapTOHHIA KopoobLi

FCK
KoHcbtomep
Xenckep

CAP/1

LLBeiiuapi
a

'CK KoHcblomep
Xernckep CAP/

LLiBeiiuapis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
3asBHMKa (BNacHvKa peecTpauiiiHoro noceigyeHHs) 3miHa
Ha3BuW Ta afpecy 3asBHUKa: BBeeHHA 3MiH NPOTAroM 6-Tn
MicALIB Micnsa 3aTBepKeHHs. 3MiHu | Tuny - AgMiHICTpaTuBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
NpoBaPKEHHS AiSNIbHOCTI BUPOBGHMKa/imnopTepa roToBoro
nNikapcbKoro 3acoby, BKIOUakuM AinbHULI BUNYCKY cepii abo
MicLie NPoBeAEHHA KOHTPOJSIKO AKOCTI. (LiANbHICTb, 3a AKY
BiANOBiAa€e BMPOGHMK/IMNOPTEpP, BK/OYAOUM BUMYCK Cepild)
3MiHa Ha3BW Ta agpecy BUpobHuka /13, 6e3 3MiHn micus

6e3
peuyenma

UA/1811/01/02
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
BUPO6GHMUTBA: 3MiHVM BHECEHO B IHCTPYKLiIO 418 MegUYHoro
3aCTOCYBaHHS LLOAO HaliMEHYBaHHA Ta MIiCLLe3HAXOKEHHS
BMPOGHMKA 3 BiANOBIAHUMY 3MiHAMW Y TEKCTI MapKyBaHHS
yMakoBKM NMikapcbKoro 3acoby. BeeAeHHS 3MiH NpoTArom 6-tu
MicsALIB MicnsA 3aTBepKeHHS. 3MiHu | Trny - 3MiHn WwWoao
6e3nekn/edeKTUBHOCTI Ta papmakoHarnsagy (iHwi 3miHun)
3MiHM BHECEHO B TEKCT MapKyBaHHS BTOPUHHOT yNakoBKM
nikapcbKoro 3acoby (BMK/IHYEHHS iHGhopMaLii Wwoao aatu
BMPOGHMLTBA). BBEAEHHS 3MiH NPOTAroM 6-TU MicALB Micns
3aTBEPKEHHS
62. FA30OCIMA3A | Tabnetku, BKpUTI TOB YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianiB: 3mMiHa 3asBHUKA 6e3 UA/10661/01/01
M® 060/10HKOI0, M0 7 "TNEQDAP DPAPM" (BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peyenma
Tabnetok y 6nictepi; M AaTa" Bia 23.07.2015 Ne 460): 3atsepmxeHo: TOB «KYCYM ®APM»
no 2 6nictepu y 40020, YkpaiHa, Cymcbka o6nactb, M. Cymu, Byn. CkpsbiHa,
KapTOHHIA ynakoBLi; 54.
no 15 tabnetok y 3anponoHoBaHo: TOB «MNMEAPAPM NTA» Ykpaina, 02092, m.
6nicTepi; no 1, abo 2, KwuiB, Bynnus AnMa-ATUHCbKa, 6yavHOK 58. BBeAEHHS 3MiH
abo 4 6nictepn y NPOTArom 6-Tu MicALIB Nicna 3aTBepMKeHHs. 3MiHu | Tuny -
KapTOHHI/ ynakosL,i 3MiHu Wwoao 6esnekn/edhekTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM [0 y3arasibHeHNX AaHUX Npo cuctemy
chapmakoHarnsgy (BBeeHHS y3araslbHEHNX AaHnX Npo
cuctemy thapmakoHarnisgy, 3miHa ynoBHOBaXKeHOI 0cobu,
BiANOBIAA/IbLHOI 32 34iiCHEHHA hapmakoHarnsay; KOHTakTHOT
0ocobu 3 hapmakoHarnsay 3asBHuUKa Ans 34iCHEHHS
hapmakoHarnsgy B YKpaiHi, SKLW0 BOHa BiAMiHHA Bif,
YMOBHOBaXEHOT 0co6y, BiANOBIAaIbHOT 3a 34iiCHEHHS
thapmakoHarnagy (BKIvaoun KOHTaKTHI AaHi) Ta/abo 3MiHu y
pO3MiLLEeHHI MacTep-haiina cuctemn hapmakoHarnsgy) -
3MiHa KOHTaKTHMX AaHuX YNOBHOBaXXEHOT 0CO6Y 3asBHIKA,
BiANOBIAa/IbHOI 3a 34ilicHeHH:A hapmakoHarnsgy. 3miHa micus
3[iACHEHHS OCHOBHOI AiANbHOCTI 3 hapmakoHarnsgy. 3miHa
MicLe3HaxoMKeHHsA MacTep-haiina cuctemu dpapmakoHarnsagy
Ta ioro Homepa
63. FEHCYNIH cycneHsis gns BIOTOH Monbwa BUPOBHUK, Monbwa BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu | Tuny - - UA/9809/01/01
M30 iH'ekuiin, 100 O4/mn; C.A. BiANOBiAa/IbHWIA 3a 3MiHu 3 sKocTi. FoToBMIA Nnikapcbkuii 3aci6. CTabinbHICTb.
in bulk: no 10 mny BUPOBHMLTBO, 3MiHa y TepMiHax npuaaTHoOCTi abo ymoBax 36epiraHHs
CKNsiHOMY hNakoHi; no NepBUHHE i rOTOBOrO JliKapCbKoro 3acoby (3mMiHa y 3aTBepakeHoMy
150 dpnakoHis y BTOPVHHE npoToKoni cTabinbHOCTI) MNPONOHYHTLCS OHOBIEHWIA
NNacTrKoBIlA KaceTi; no nakyBaHHs, NPOTOKOA, BifNOBIAHO A0 SIKOT0, BUBYEHHSA CTabiNIbHOCTI
1 kaceTi y kopobui; KOHTPO/b Ta NOAOBXYETLCA A0 3 POKIB, LU0 BiAMOBIAAE BXe 3aTBEP)KEHOTO
in bulk: no 3 mn B BUNYCK cepil: TepmiHy npugartHocTi /13 B 3 poku
KapTpuaxi; no 600 BIOTOH C.A,,
KapTpuaxis y Monbua;
N1acTVKOoBIlA KaceTi; Mo BMPOGHUK,

1 kaceTi y KopoobLii

BiAnoBiganbHUIA 3a

KOHTpOnb cepii:
IHCTUTYT

BioTexHonorii Ta

AHTNGIOTUKIB,
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
MNonblua
64. FEHCYNIH cycneHsis ans BIOTOH Monbwa BMPOGHUK, Monbwa BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/1978/01/01
M30 iH'ekuiin, 100 O4/mn; C.A. BiAnoBiganbHUIA 3a 3MiHu 3 siKocTi. FoToBMIA Nnikapcbkuii 3aci6. CTabiNbHICTb. peuenmom
no 10 mMn y cknstHomy BMPOGHMLTBO, 3miHa y TepmiHax npugaTtHocTi abo ymoBax 36epiraHHs
chnakoHi; no 1 NepBUHHE i roTOBOrO JlikapcbKoro 3acoby (3MiHa y 3aTBepakeHoMy
(h/1aKOHY B KapTOHHIii BTOPVHHE NpoTOKONi cTabiNbHOCTI) MPONOHYHTLCS OHOBJIEHNA
nauuy; nakyBaHHs, NPOTOKO/, BiANOBIAHO A0 SIKOTO, BUBYEHHS CTabiNbHOCTI
no 3 M1 B KapTPUAXI; KOHTpO/b Ta NoAOBXY€ETbCA A0 3 POKIB, L0 BiANOBIAAE BXE 3aTBEPAXEHOIO
no 5 kaptpuaxis y BUNYCK cepil: TepmiHy npugartHocTi /13 B 3 poku
6nictepi; no 1 BIOTOH C.A.,
6nicTepy B KapTOHHIl MonbLya;
nauui BUPOBHUK,
BiANOBiAa/IbHNI 3a
KOHTpO~b cepii:
IHCTUTYT
BiotexHonorii Ta
AHTNBIOTHKIB,
MNonblua
65. FEHCYNIH cycneHsis gns BIOTOH Monbwa BUPOBHUK, Monbwa BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu | Tuny - 3a UA/1978/01/01
M30 iH'ekuiin, 100 O4/mn; C.A. BiANOBiAA/IbHWIA 3a 3MiHM 3 sKocTi. [oToBWIA Nikapcbkuii 3aci6. (iHLWi 3MiHK) peyenmom
no 10 mn y cknsHomy BUPOGHMLITBO, BBefeHHs1 po3paxyHKOBOro MeToAy 3a A0NoMOro
thnakoHi; no 1 NepBUHHE i hikcoBaHOro koedqilieHTa AN OTPMMaHHS i30haHiHCyliHa
h/1aKOHY B KapTOHHii BTOPVHHE 3aMicTb MeToAy eMMipuyHOoro nigbopy koedilieHTa
nauui; nakyBaHHs, CniBBiAHOLLEHHSA NpOTamiHCyNbaty Ta iHCYNiHy Ans
no 3 M B KapTpuaxi; KOHTPO/b Ta OTPMMaHHSA CyCcneHsii KpUcTasiiB i3odpaHiHcyniHa
no 5 kaptTpuaxise y BUNYCK cepil:
6nictepi; no 1 BIOTOH C.A,,
6icTepy B KapTOHHIl MonbLa;
nauuj BMPOGHUK,
BiAnoBiganbHUIA 3a
KOHTpOnb cepii:
IHCTUTYT
BioTexHonorii Ta
AHTNGIOTUKIB,
MNonbLia
66. FEHCYNIH cycneHsisa gns BIOTOH MonbLa BUPOBHUK, MonbLa BHECEHHS 3MiH 0 peecTpaviiiHux MmaTepiasis: 3MiHu | Tuny - - UA/9809/01/01
M30 iH'ekuin, 100 O4/mn; in C.A. BiANOBIAA/IbHWIA 32 3MiHM 3 SIKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. KOHTPOb FOTOBOTO
bulk: no 10 mny BMPOGHULITBO, nikapcbKkoro 3acoby. 3MiHa y MeToAax BUNpoGyBaHHS
CKNsAHOMY hN1aKoHi; no nepBUHHE i roTOBOrO NiKapCbKoro 3acoby (iHLUi 3MiHK) - MprBeaeHHN
150 dhnakoHiB y BTOPVIHHE MiKpPOGIOMIONYHNX METOAIB aHaui3y, Ski NpeacTaBeHi B
NNacTVKoBIli KaceTi; No nakyBaHHs, po3ginax 3.2.P.3.4., 3.2.P.3.2, fo BMMOro fito4oi hapmakonei
1 kaceTi y kopobLij; in KOHTpPO/b Ta 6e3 3MiH camux MeToziB
bulk: no 3mn B BUNYCK cepil:
KapTpuaxi; no 600 BIOTOH C.A,,
KapTpuaxis y MonbLa;
NAacTUKOBIN KaceTi; No BUPOBHUK,

1 kaceTi y KopobLi

BiANOBigabHUIA 32
KOHTpONb cepii:
IHCTUTYT
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
BiotexHonorii Ta
AHTUGIOTUKIB,
MNonblua
67. FEHCYNIH cycneHsis gns BIOTOH Monbwa BUPOBHUK, Monblwa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | Tuny - 3a UA/1978/01/01
M30 iH'ekuiin, 100 O4/mn; C.A. BiANOBiAA/IbHWIA 32 3MiHu 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6. KOHTPOb roTOBOro peyenmom
no 10 mMn y cknstHomy BUPOBHULTBO, niKkapcbKoro 3acoby. 3MiHa y MeToAax BUNpobyBaHHS
thnakoHi; no 1 NepBUHHE i rOTOBOrO /iKapCbKoro 3acoby (iHwi 3miHn) MprBegeHH:
h/1aKoHY B KapTOHHii BTOpPUHHE MiKpOG6iOIoriYHUX METOAIB aHanisy, ski npeAcTaBeHi B
nauui; nakyBaHHs, po3ginax 3.2.P.3.4., 3.2.P.3.2, no BMMoro gitovoi papmakonei
no 3 M B KapTpuaxi; KOHTPO/b Ta 6e3 3MiH camux MeTogiB
no 5 kapTpuaxis y BWMYCK Cepii:
6nictepi; no 1 BIOTOH C.A,,
6icTepy B KapTOHHIl MonbLa;
nauuj BMPOGHUK,
BiAnoBiganbHUIA 3a
KOHTpPOb cepii:
IHCTUTYT
BiotexHonorii Ta
AHTNGIOTUKIB,
MNonbLia
68. FEHCYNIH cycneHsis gns BIOTOH Monbua BUPOBHUK, Monba BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/1978/01/01
M30 iH'ekuiin, 100 O4/mn; C.A. BiANoBigaIbHNIA 3a 3MiHu 3 sKoCTi. FoTOBMIA NiKapCbkuii 3aci6. 3MiHN y peyenmom
no 10 mMn y cknstHomy BMPOGHMLTBO, BMPOGHMLTBI (iHWi 3MiHK) MPOMNOHYETLCSA BUKOPUCTAHHS
donakoHi; no 1 nepBuHHE i CKNSAHMX KY/IbOK 11 KAPTPUKIB BXE MOBHICTHO MiArOTOBIEHUX
h/1aKOHY B KapTOHHIi BTOPVHHE (MnTnX) go cTepunisadii. MonepeAHili TeEXHOMOrYHUIA NpoLec
nauui; nakyBaHHs, nepegbayas NiAroToBKy (MUTTS) CKNSHUX Ky/IbOK Ha
no 3 M B KapTpuaxi; KOHTPO/b Ta BUPOGHULTBI
no 5 kapTpuaxis y BWMNYCK Cepil:
6nicTepi; no 1 BIOTOH C.A.,
6nicTepy B KapTOHHiIl Monbuwa;
nauuj BMPOGHUK,
BiANOBiAa/IbHWIA 3a
KOHTPONb cepii:
IHCTUTYT
BiotexHonorii Ta
AHTNGIOTHKIB,
MNonblua
69. FEHCYNIH cycneHsis gns BIOTOH Monbwa BMPOGHUK, Monbwa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - - UA/9809/01/01
M30 iH'ekuili, 100 O4/mn; C.A. BiNOBIAaNbHUIA 3a 3MiHM 3 IKOCTi. FOTOBMIA Nnikapcbkuii 3aci6. 3MiHN y
in bulk: no 10 mny BUPOBHMLTBO, BMPOGHULTBI (iHLWi 3MiHW) [PONOHYETLCS BUKOPUCTAHHS
CKNAAHOMY (pr1akoHi; no nepBuHHE i CKNAHUX KY/IbOK /11 KAPTPUDKIB BXE MOBHICTHO MiArOTOBIEHNX
150 donakoHis y BTOPVHHE (MuTKX) po cTepunisauii. MonepeaHili TeXHOMOriYHKIA Npouec
NAacTUKOBIN KaceTi; No nakyBaHHs1, nepegbayas MigrotoBky (MUTTS) CKISIHMX KY/IbOK Ha
1 kaceTi y Kopo6Li; KOHTPO/b Ta BMPOGHMLTBI
in bulk: no 3 mn B BUMNYCK cepil:
KapTpuaxi; no 600 BIOTOH C.A,,
KapTpUaXiB y MonbLya;
NNacTVKOBIl KaceTi; no BUPOGHUK,

1 kaceTi y KopobLii

Bi4NOBiAa/IbHWIA 32
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
KOHTpONb cepii:
IHCTUTYT
BiotexHonorii Ta
AHTNGIOTUKIB,
MNonbLia
70. FEHCYNIH cycneHsisa gns BIOTOH Monba BUPOBHUK, Monbwa 3MiHu | TUNY - 3MiHK 3 iKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. (iHLWi - UA/9809/01/01
M30 iH'ekuin, 100 O4/mn; C.A. BiANOBIAA/IbHWIA 32 3MiHN) BBeAEHHS po3paxyHKOBOro MeToAy 3a 4OMOMOrot
in bulk: no 10 mny BMPOGHMLTBO, dhikcoBaHOro koeqilieHTa AN OTPMMaHHS i30chaHiHCyliHa
CKNSAHOMY (p1akoHi; no nepBuHHE i 3aMiCTb MeToAy eMMipUYHOro Nigdopy koedilieHTa
150 donakoHiB y BTOPVHHE CniBBiAHOLEHHSA NpoTamiHcynbary Ta iHCyniHy Ans
N1acTVKOoBIli KaceTi; Mo nakyBaHHs, OTPUMaHHS CcycneHsil KpucTanis i3ogaHiHcyniHa
1 kaceTi y kopooLi; KOHTPO/b Ta
in bulk: no 3 mn B BWMNYCK Cepil:
KapTpuaxi; no 600 BIOTOH C.A.,
KapTpuaXiB y MonbLya;
NNacTUKOBIl KaceTi; No BUPOBHUK,
1 kaceTi y Kopo6ui BiANOBiAA/IbHWIA 32
KOHTPONb cepii:
IHCTUTYT
BioTexHonorii Ta
AHTNGIOTHKIB,
MNonblua
71. FEHCYNIH P PO34UH A5 iH'EKLLN, BIOTOH Monbwa BMPOGHUK, Monbwa BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/1613/01/01
100 O4/mn; no 10 mn C.A. BiAnoBiganbHUIA 3a 3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. KOHTPOb FOTOBOrO peuenmom
y CKNsiHOMY hNaKoHi; BMPOGHMLTBO, nikapcbkoro 3acoby. 3miHa y MeToAax BUNpoGyBaHHS
no 1 cpnakoHy B nepBuHHE i roTOBOrO Jlikapcbkoro 3acoby (iHLWi 3MiHM) 3anponoHoBaHWi
KapTOHHI nayyi; no 3 BTOPVIHHE BapiaHT 3MiH Mae Ha MeTi aganTyBaTy MiKpO6IiONOorivHi
M1 B KapTpuaXi; no 5 nakyBaHHs, MeToAM, TOBTO TECTYBaHHS Ha MIKPOBIONOriYHy YACTOTY,
KapTpugxis y 6nictepi; KOHTpO/b Ta TecTyBaHHA Ha 6akTepiasibHi eHA0TOKCHHW, TECTYBaHHSA Ha
no 1 6nictepy B BUNYCK cepil: CTEePW/IbHICTb, L0 BUKOPUCTOBYHOTLCS B KOHTPOI SIKOCTI
KapTOHHIW nayu,i BIOTOH C.A,, rOTOBWX NPOAYKTIB MeHCYNiH, [0 BUMOT fil040i EBPONEriCbKOi
MonbLua; dapmakonei. Onvcy MeToay NepeBipkM CTEPUIIBLHOCTI, a TakoX
BUPOBHUK, 6akTepiasibHUX eHAO0TOKCUHIB (3.2.P.5.2) Takox 6y 3MiHeHi
BiANoBigaIbHNIA 3a [N CYMICHOCTi 3 MOTOYHOO BEPCied EBPONECHKOI
KOHTPO/b cepil: thapmakonei. 3anpornoHoBaHi He3HauHi 3MiHU 40
IHCTUTYT MIKpOGIO/IONYHNX METO/AIB HE 3MIHIOIOTbL CaMUX METOLIB
BiotexHonorii Ta
AHTUGIOTUKIB,
MNonblua
72. FEHCYNIH P PO34MH ONs iH'EKUIN, BIOTOH Monbwa BIOTOH C.A,, Monbwa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | Tuny - - UA/9810/01/01
100 O4/mn; in bulk: no C.A. Monbwa 3MiHu 3 siKocTi. [oTOBWMIA Nikapcbkuii 3aci6. KOHTpOb roTOBOro
10 mn y cknstHomy (BUPOBHUK, nikapcbkoro 3acoby. 3MiHa y MeTofax BUNpobyBaHHs
donakoHi; no 150 BiANOBIAA/IbHWIA 32 roTOBOrO MiKapCbKoro 3acoby (iHWi 3MiHK) 3anponoHOBaHWA
hnakoHiB y BMPOGHULITBO, BapiaHT 3MiH Mae Ha MeTi afanTyBaTy MiKpo6ionorivHi
NNacTVKOBIl KaceTi; no nepBUHHE i MeToAuN, TO6TO TECTYBAHHSA Ha MiKPOBIOMOriYHY YMCTOTY,
1 kaceTi y kopo6uij; in BTOPVIHHE TeCTyBaHHs1 Ha GaKTepiasibHi eHA0TOKCMHN, TECTYBaHHA Ha
bulk: no 3 mn B nakyBaHHs, CTEePW/IbHICTb, L0 BUKOPUCTOBYHOTHLCS B KOHTPO IKOCTI

KapTpuaxi; no 600
KapTpuaXiB y

KOHTPO/b Ta
BMNYCK cepii);

roTOBUX NPOAYKTIB MTEHCYNiH, A0 BUMOT fjto4oi €BponeiicbKol
dapmakonei. Onncu MeToy NepPeBIPKN CTEPUNIBLHOCTI, @ TaKoX
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
NNacTVKOBIN KaceTi; No IHCTUTYT 6akTepiasibHNX eHAO0TOKCUHIB (3.2.P.5.2) Takox 6ynn 3MiHeHi
1 kaceTi y Kopo6uji BiotexHonorii Ta N5 CYyMICHOCTi 3 MOTOYHOIO BEpCied EBPONERCHKOI
AHTUNBIOTUKIB, thapmakonei. 3anpornoHoBaHi He3HauHi 3MiHU 10
Monbwa MiKpOBIO/IOrYHMX METOAIB HE 3MIHIOIOTb CAMUX METO/iB
(BMPOGHKK,
BiANOBigabHNIA 32
KOHTPO/b cepii)
73. FEHCYNIH P PO34MH A8 iH'EKLN, BIOTOH Monbwa BMPOGHUK, Monbwa BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/1613/01/01
100 O4/mn; no 10 mn C.A. BiAnoBiganbHUIA 3a 3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. Cuctema peuenmom
y CKNsiHOMY hNaKoHi; BMPOGHMLTBO, KOHTeliHep/3akynopoBasibHWii 3aci6. 3MiHa y meTogax
no 1 dpnakoHy B nepBuHHE i BUNPOBYBaHHA NEPBUHHOI YNaKOBKV rOTOBOTO /iKapCbKOro
KapTOHHIA nayyi; no 3 BTOPVHHE 3aco06y (iHWi 3MiHK y MeToAax BUNpobyBaHb (BKIOYatouu
M1 B KapTpuaXi; no 5 nakyBaHHs, 3amiHy abo goaaBaHHs)) 3anponoHOBaHUI BapiaHT € 3aMiHO
KapTpuaxiB y 6nictepi; KOHTpO/b Ta icHytouoro metoay (ISO 13926-2) BunpobyBaHHs
no 1 6nictepy B BUNYCK cepil: hparmeHTaLii rymMOBOro Aucka Ha eksiBaneHT metogy EP
KapTOHHIW nayu,i BIOTOH C.A,, MoHorpadis 3.2.9 «yMOBi KpULLKM /15 KOHTEHepIB A1
MonbLya; BOAHWX NapeHTepasIbHVX Npenaparis, 4719 NOPOLUKIB Ta 415
BUPOBHUK, niogpinizoBaHyx NOpPOLLKIB» Y naparpadi «PparmeHTauis».
BiANOBIAA/IbHWIA 32 BunpobyBaHHA Ha repMeTUYHICTb T'YMOBOTO AMCKa, NpoBeAeHe
KOHTpO~b cepii: 3rigHo 3 1ISO 13926-2 floaaTtok B, 6yn0 BUnyyeHo 3i
IHCTUTYT cneuudikayii ik He3HauyLLMiA TeCcT. TeCT Ha repMETUYHICTb
BioTexHonorii Ta NPOBOAUTLCS BXE HA rOTOBOMY JlikapCbKoMy 3aco6i
AHTUGIOTUKIB,
MNonblua
74. FEHCYNIH P PO34MH ONs iH'EKUINR, BIOTOH Monbwa BIOTOH C.A., Monbla BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu | Tuny - - UA/9810/01/01
100 O4/mn; in bulk: no C.A. MonbLa 3MiHM 3 siKocTi. [oToBWMIA Nikapcbkuii 3aci6. Cuctema
10 mn y cknstHomy (BUPOGHUK, KOHTeliHep/3akynopoBasibHWi 3aci6. 3MiHa y MeTofax
chnakoHi; no 150 BiANoOBiAaIbHNIA 3a BMNPOOYBaHHA NEPBUHHOI YNaKOBKM rOTOBOTO JliKapCbKOro
hnakoHiB y BMPOGHMLTBO, 3aco6y (iHWi 3MiHM y MeToAax BUNpoGyBaHb (BKIHYakouM
NNacTrKoBIlA KaceTi; no nepBuHHE i 3aMiHy abo fofaBaHHs)) 3anponoHOBaHWi BapiaHT € 3aMiHO
1 kaceTi y Kopob6ui; in BTOPVHHE icHytoyoro metogy (ISO 13926-2) BunpobyBaHHs
bulk: no 3 mn B nakyBaHHs, hparmeHTauii rymoBOro avcka Ha eksiBaneHT metogy EP
KapTpuaxi; no 600 KOHTPO/b Ta MoHorpadisi 3.2.9 «yMOBi KpULLKM A/151 KOHTElHepIB aNns
KapTpuaxis y BUMYCK cepii); BOAHWX MapeHTepasibHUX NpenaparTis, A4/15 NOPOLUKIB Ta 415
N1acTVKOoBIlA KaceTi; Mo IHCTUTYT niodhinizoBaHyx NOPOLLKIB» Y naparpadi «PparmeHTauis».
1 kaceTi y KopoobLii BioTexHonorii Ta BunpobyBaHHA Ha repMeTUYHICTb T'YMOBOrO AuCKa, NpoBeaeHe
AHTUNGIOTUKIB, 3rigHo 3 1ISO 13926-2 [logaTtok B, 6yn0 BUIyYeHo 3i
MonbLa cneuudikaLii SK He3HauyLLMiA TecT. TecT Ha repMETUYHICTb
(BUPOGHUK, NPOBOAUTLCSA BXE Ha rOTOBOMY NlikapCbKoMy 3acobi
BiANoBigaIbHNIA 3a
KOHTPO/b cepil)
75. FEHCYNIH P PO3YMH ANA iH'EKLN, BIOTOH MonbLa BUPOGHUK, Monbua BHECEHHSA 3MiH [0 peecTpavyiitHux maTtepianis: 3MiHu | Tuny - 3a UA/1613/01/01
100 O4/mn; no 10 mn C.A. BiANOBIAA/IbHWIA 32 3MiHu 3 sikocTi. CepTudikat BignosigHocTi/l E-cepTudikat peyenmom
Y CKISAHOMY Ch/1aKOHi; BMPOGHULITBO, BiAnoBiaHOCTI EBponelickkiit hapmakonei/MmoHorpadii. 3miHu,
no 1 donakoHy B nepBUHHE i NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BIANOBIAHICTL A0
KapTOHHIN nayyj; no 3 BTOPVIHHE MOHorpadii oY abo €sponelicbkol hapmakonei, abo iHLWoT
M1 B KapTpuaxi; no 5 nakyBaHHs, HauioHas1bHOT hapmakonei gepxasu €C (iHWi 3miHW) BioToH
KapTpuaxis y énictepi; KOHTpPO/b Ta C.A. NpONOHy€e 3aMiHUTL ONMCaHi BUMOTA 3 AKOCTi AOMNOMDKHUX
no 1 6nictepy B BMNYCK cepil: PEYOBUH, 5IKi 3a3Ha4YeHo y po3gini 3.2.P.4.1 Ha nocunaHHs
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
KapTOHHIA navui BIOTOH C.A., YMHHMX BUAAHb BiANoBigHWX MoHorpadili €EBponeincbKoi
MonbLya; dapmakonei. 3anponoHoBaHa 3miHa He nepegbadae XoaHUX
BUPOBHUK, 3MiH Y AKOCTI
BiiNOBIAaNbHUIA 3a
KOHTpO/b cepii:
IHCTUTYT
BiotexHonorii Ta
AHTUGIOTUKIB,
MNonblua
76. FEHCYNIH P PO3YNH A5 iH'EKLIN, BIOTOH Monba BMPOGHUK, Monba BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/1613/01/01
100 O4/mn; no 10 mn C.A. BiANOBiAA/IbHWIA 3a 3MiHu 3 sKocTi. CepTudikaT BignosigHocTi/l E-cepTudikar peyenmom
Y CKISAHOMY Ch/1aKOHi; BUPOBHULTBO, BiAnoBiaHOCTI EBponelickbkit hapmakonei/MoHorpadii. 3miHu,
no 1 donakoHy B nepBUHHE i MoB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y BIANOBIAHICTb A0
KapTOHHI nayui; no 3 BTOpPUHHE MoHorpadii JdY abo Esponeiicbkoi thapmakonei, abo iHwoi
M1 B KapTpuaxi; no 5 nakyBaHHs, HauioHasbHOT hapmakonel gepxasun €C (3miHa y
KapTpuaxis y 6nictepi; KOHTPO/b Ta cneumdikauisx, nos'asaHa 3i 3miHamv B dY, abo
no 1 6nictepy B BWMYCK Cepii: €Bponelicbkiin hapmakonei, abo iHLUIA HaLioHaNbHIl
KapTOHHI nauui BIOTOH C.A,, hapmakonei aepxasu €C) 3anponoHoBaHWi BapiaHT 3MiH Mae
MonbLa; Ha MeTi aganTyBaTy MiKpOGionorivyHi MeTogu, To6To
BMPOGHUK, TeCTyBaHHS Ha MiKpObiO/IoriYHy YMCTOTY, TECTYBaHHS Ha
BiAnoBiganbHUIA 3a 6akTepiasibHi eHAOTOKCUHN, TECTYBaHHSA Ha CTEPUSBHICTb, LLO
KOHTpPONb cepii: BMKOPVCTOBYHOTbCS B KOHTPOI AKOCTi PEKOMBIHAHTHOTO
IHCTUTYT iHCYniHY NI0AMHW, [0 BUMOT Aito4oi EBponeiicbKoi
BioTexHonorii Ta dapmakonei. Lis 3miHa Takox cnpsiMoBaHa Ha BUAANEHHS
AHTNGIOTHKIB, HenoTpibHMX OnuCiB METOAIB, pe3y/ibTaTiB Nepesipky,
Monbuwa YHigpikauito 3annciB y pi3HUX MOAYNSX Ta 3MiHY eTa/IOHHUX
cTaHaapTiB Ha BUMOry €Bponelicbkoi ®apmakonei. MeToauka
TecTy MiKpOobIO/IOriYHOT YACTOTU fil040i PEYOBMHM Ta KiHLLEBMX
NpoAyKTiB NepeBipeHa HaBiANOBIAHICTb YMHHIM peaakuil
€Bponelicbkoi ®apmakonei Ta OHOB/IEHA y MOAYNSX, Lo
CTOCYHTbCS Lboro metogy, 3.2.5.4.1, 3.2.5.4.2, 3.2.5.4.3,
3.2.5.4.4. TecT Ha MiKpO6ioNoriyHy YACTOTYy 6YB MOBHICTIO
afanToBaHuiA y BiANOBIAHOCTI A0 €. Y MeToAnKYy Gynu
BHECEHI 3MiHW: BuMoru o mMikpo6ionoriyHoi unctoTm —
KpuTepii npuiimaHHa fitoya pegakuis: Total number of bacteria
- Not more than 100 cfu/g Total number of yeasts and moulds -
Not more than 10 cfu/g NponoHoBaHa pegaxuisi: TAMC - Not
more than 100 cfu/g TYMC - Not more than 10 cfu/g.
3anponoHoBaHi He3HauHi 3MiHX 0 MiKPOGIONOrYHNX MeTOoAIB
He 3MiHIOTb CaMnX METOZB — OCHOBHI YMOBUW TECTYyBaHHS
36epiraloTbes, a 06cAr KOHTPO/I0 NPOAYKTIB 'eHcyiH
3aMAETbCA HE3MIHHUM. KOHTPO/Ib BUrOTOBEHOI NPOAYKLT
npoAoBXyBaTMMe 3[iiCHIOBATUCS BifNOBIAHO [0 HAVBULLMX
cTaHaapTiB
77. FEHCYNIH P PO34UH A151 iH'EKLLNA, BIOTOH Monba BIOTOH C.A,, Monba BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | Tuny - - UA/9810/01/01
100 OA/mn; in bulk: no C.A. Monbua 3MiHn 3 sikocTi. CepTudpikaT BignosigHocTi/l E-cepTudiikar
10 mMny cknstHomy (BUPOGHUK, BiAnoBigHOCTI EBponelickkiit hapmakonei/MmoHorpadii. 3miHu,
onakoHi; no 150 BiAnoBiganbHUIA 3a noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BIANOBIAHICTL A0
dhNakoHIB y BUPOBHMLTBO, MoHorpadii dY abo €Bponelicbkoi hapmakonei, abo iHLwoi
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
NNacTVKOBIN KaceTi; No nepBUHHE i HaujioHasbHOI thapmakonei gepxasun E€C (3miHa 'y
1 kaceTi y KOpob6ui; in BTOpPUHHE cneuudikayisix, noB'A3aHa 3i 3miHamu B 4dY, abo
bulk: no 3mn B nakyBaHHS, €Bponelicbkiin hapmakonel, abo iHLUIA HaLioHaNbHIl
KapTpuaxi; no 600 KOHTPO/b Ta hapmakonei aepxasun €C) 3anpornoHoBaHWit BapiaHT 3MiH Mae
KapTpuaXiB y BUMYCK cepii); Ha MeTi aganTyBaTh MiKpo6ionoriyHi metoam, To6To
N1acTVKoBIlA KaceTi; No IHCTUTYT TeCTyBaHHS Ha MiKpO6iONOrivYHy YNCTOTY, TECTYBAHHA Ha
1 kaceTi y KopobLi BioTexHonorii Ta 6akTepiasibHi eHAOTOKCUMHN, TECTYBAHHS HA CTEPUSIBHICTb, LLO
AHTNGIOTHKIB, BMKOPVCTOBYHOTbCS B KOHTPO/i AKOCTi PeKOMBIHAHTHOTO
MonbLua iHCYniHY NOAMHKW, [0 BUMOT fitovoi €BponeiicbKoi
(BUPOGHUK, dapmakonei. LA 3miHa Takox cnpsMoBaHa Ha BUAaIeHHs
BiANOBiga/IbHNIA 32 HenoTpibHNX OnMuCiB MeTOAIB, pe3y/ibTaTiB NepeBipky,
KOHTPONb cepif) YHicpikauito 3anunciB y pisHUX MOAYNAX Ta 3MiHY €TaNIOHHNX
CTaHZapTiB Ha BUMOrM E€Bponeiicbkoi ®apmakonei. MeToauka
TecTy MiKpobiO/IoriYHOT YACTOTU il040i PEYOBMHM Ta KiHLLEBMX
NpoAyKTiB NepeBipeHa HaBiAMNOBIAHICTb YMHHIM peaakLuil
€Bponeiicbkoi Papmakonei Ta OHOB/IEHA Y MOAYNSAX, L0
CTOCYHOTbCA LbOro metogy, 3.2.5.4.1, 3.2.5.4.2, 3.2.5.4.3,
3.2.5.4.4. TecT Ha MiKp0o6ioNoriyHy YACTOTy 6YB MOBHICTHO
aflanToBaHuii y BiANOBIgHOCTI A0 E®. Y meToanky 6ynn
BHECEHI 3MiHW: BMoru o Mikpo6ionoriyHoi ynctotm —
KpuTepii npuiimaHHa Litoua pepakuis: Total number of bacteria
- Not more than 100 cfu/g Total number of yeasts and moulds -
Not more than 10 cfu/g NponoHoBaHa pegakuis: TAMC - Not
more than 100 cfu/g TYMC - Not more than 10 cfu/g.
3anponoHoBaHi He3HauHi 3MiHM A0 MIKPO6IoNoriYHNX MeToAB
He 3MIHIOTb CAMUX METOZIB — OCHOBHI YMOBYW TECTYBaHHS
36epirarnTbecs, a 06cAr KOHTPOIK NPOAYKTIB MeHcyiH
3a/IMLIAETLCA HE3MIHHVMM. KOHTPO/Ib BUTOTOBIEHOT MPOAYKLi
npoJoBXyBaTMMe 34iiCHIOBATUCS BifNOBIAHO 40 HAWBULLMX
CcTaHAapTiB.
78. FEHCYNIH P PO34MH ONs iH'EKUIN, BIOTOH Monbwa BIOTOH C.A., Monblwa BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu | Tuny - - UA/9810/01/01
100 O4/mn; in bulk: no C.A. Monbwa 3MmiHu 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. CTabiNbHICTb.
10 MmN y cknstHomy (BUPOBHUK, 3MiHa y TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
thnakoHi; no 150 BiANOBiAa/IbHNIA 3a roTOBOrO JliKapCbKoro 3acoby (3miHa y 3aTBepakeHomy
ch1akoHiB y BMPOGHMLTBO, NpoToKoNi cTabinbHOCTI) MNPONOHYTLCS OHOBMEHWIA
NNacTuKOoBIlA KaceTi; No nepBuHHE i NPOTOKO, BiANOBIAHO [0 SIKOTr0, BUBYEHHSA CTabifIbHOCTI
1 kaceTi y kopobuij; in BTOPUHHE NOAOBXYETLCA A0 3 POKIB, LLO BiAMOBIAAE BXe 3aTBEPLKEHOTO
bulk: no 3 mn B nakyBaHHs, TepMiHy npugatHocTi /13 B 3 poku. KoHTponb napameTpis
KapTpuaxi; no 600 KOHTPO/b Ta CTepWIbLHOCTI Ta 6akTepia/ibHUX eHAO0TOKCUHIB A/1S
KapTpuaxis y BUMYCK cepii); CTEPWUIbHUX NiKapCbKMX 3aco6iB cif NPOBOAUNTY B KiHLi
N1acTVKOoBIlA kKaceTi; Mo IHCTUTYT TepMiHy npuaaTHocTi (36 MicAuiB).
1 kaceTi y KopoobLi BioTexHonorii Ta
AHTNGIOTUKIB,
MonbLa
(BUPOBHUK,
BiANOBiAa/IbHNIA 3a
KOHTPO/b cepii)
79. FEHCYNIH P PO34UH A151 iH'EKLLNA, BIOTOH Monba BUPOBHUK, Monba 3MiHn | TUNY - 3MiHK 3 siKoCTi. FOTOBWIA Nikapcbkuii 3aci6. 3a UA/1613/01/01
100 Of/mn; no 10 mn C.A. BiANoBiAa/IbHNIA 3a CrabinbHicTb. 3MiHa y TepMiHax NnpuaaTHOCTi abo ymoBax peyenmom
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
Y CKISAHOMY (D/1aKOHi; BUPOBHMLTBO, 36epiraHHs roTOBOrO /iKapCbKOro 3acoby (3MiHa y
no 1 dpiakoHy B NepBUHHE i 3aTBEPKEHOMY NPOTOKOAI CTabinbHOCTI) MNPONoHYTLCS
KapTOHHI/ nayui; no 3 BTOPWHHE OHOBJIEHUIA NPOTOKOS, BiAMOBIAHO A0 SKOrO, BUBYEHHS
MJ/1 B KapTpuaxi; no 5 nakyBaHHs, CTabiNIbHOCTI NOAOBXYETLCA 40 3 POKIB, LU0 BiAMnoBigae Bxe
KapTpuaxiB y 6nictepi; KOHTpO/b Ta 3aTBEPMKEHOro TepMiHy npugatHocTi /13 B 3 poku. KoHTponb
no 1 6nictepy B BUNYCK cepil: napameTpiB CTEPU/ILHOCTI Ta GakTepia/lbHNX EHA0TOKCUHIB
KapTOHHIA navui BIOTOH C.A,, 015 CTepUNbHUX NiKapCbK1X 3ac06iB CNig MPOBOANUTU B KiHL
MonbLa; TepMiHy npuaaTHocTi (36 MicsAuiB).
BUPOBHUK,
BiiNOBIAaNbHMIA 3a
KOHTpO/b cepii:
IHCTUTYT
BiotexHonorii Ta
AHTUGIOTUKIB,
MNonblua
80. FEHCYNIH P PO34NH A5 iH'EKLINA, BIOTOH Monba BIOTOH C.A,, 3MiHn | TURY - 3MiHn 3 axkocTi. CepTudikaT BignosigHoCTI/lE- - UA/9810/01/01
100 O4/mn; in bulk: no C.A. Monbwa cepTudiikaT BignoBigHOCTI EBponenchkiii
10 MmN y cknstHomy (BUPOBHUK, hapmakonei/moHorpadii. 3mMiHK, NOB'A3aHi 3 HEOOXIAHICTIO
thnakoHi; no 150 BiANOBiAa/IbHNIA 3a npuBeaeHHs y BiANOBIAHICTb A0 MoHorpadii APY abo
ch1akoHiB y BMPOGHMLTBO, €Bponelicbkoi hapmakonel, abo iHWOoT HaLioHaTbHOI
NNacTuKOoBIlA KaceTi; No nepBuHHE i hapmakonei gepxasu €C (iHwWi 3MiHK) BioToH C.A. nponoHye
1 kaceTi y Kopob6ui; in BTOPVHHE 3aMiHUTK onucaHi BUMOTM 3 SKOCTi AOMOMIKHUX PEYOBUH, SAKi
bulk: no 3 mn B nakyBaHHs, 3a3HayeHo y po3gini 3.2.P.4.1 Ha nocunaHHs YMHHUX BULAHb
KapTpuaxi; no 600 KOHTPO/b Ta BiAnoBigHMX MoHorpadiii €sponelicbkoi ®apmakoner.
KapTpuaxis y BUMYCK cepii); 3anponoHoBaHa 3miHa He nepeabayae XOAHUX 3MiH Y SKOCTi
N1acTVKOoBIli KaceTi; Mo IHCTUTYT
1 kaceTi y KopoobLi BioTexHonorii Ta
AHTNGIOTUKIB,
MonbLa
(BUPOBHUK,
BiANOBiAa/IbHNI 3a
KOHTPO/b cepii)
81. roTPN®® TabneTtku, BKPUTI BepiHrep HimeuuunH BUPOBHMLTBO, HimeuunHa BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/15816/01/01
N1iBKOBOK OBGOMIOHKOK | IHrenbxaim a nepBuHHE Ta 3MiHK Wwoao 6esnekn/edhekTMBHOCTI Ta hapmakoHarnsgy. peyenmom
no 20 mr; no 7 IHTepHeLUHN BTOPUHHE BBegeHHs abo 3MiHM [0 y3arasibHeHNX AaHUX Npo cuctemy
TabneTok y TM6X nakyBaHHS, thapmakoHarnsgy (BBeEHHS y3araslbHEHNX AaHWX Npo
nepcopoBaHomy KOHTPO/Ib SAKOCTi cuctemy thapmakoHarfisgy, 3miHa ynoBHOBaXKeHOI 0cobu,
6nicTepi; no 1 Ta BUNYCK cepil: BiANOBIAA/ILHOI 32 34iiCHEHHA dapMakoHarnsaay; KOHTakTHOT
6nictepy B BepiHrep 0cobu 3 hapmMakoHarnsay 3asBHuKa ansl 34iliCHEHHS
namiHoBaHoMy IHrenbxainm hapmakoHarnsgy B YKpaiHi, KW BOHa BiAMiHHA Bif,

aloMiHiEBOMY calle 3
NakeToM JecuKaHTy;
no 4 anomiHieBUX
calle y KapTOHHIiA
Kopobui

dapma 'm6X i Ko.
K, HimeuuunHa;
anbTepHaTUBHA
nab6oparopis gns
npoBefeHHs
KOHTPO/O SIKOCTI
3a NOKa3HNKOM
Mikpo6ionoriyHa
yucrtota: CIrc

YMOBHOBaXEHOT 0co6U, BiANOBIAAILHOT 3a 34iACHEHHS
hapmakoHarnagy (BKIYaoun KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MilLEeHHI MacTep-ghaiina cuctemun papmakoHarnsagy) 3miHa

YMOBHOBaXeHOT 0cobM 3as1BHUKA, BiAMoBigabHOI 3a
hapmakoHarnsg.
[itoua pepakuis: Sabine Jeck- Thole. MNponoHoBaHa pefaxuis:
Sven Kohler. 3MiHa KOHTaKTHUX AaHMX YNMOBHOBaXKEHOI 0coby,
BiANOBIAA/ILHOT 3a hapmakoHarnsaz,. 3MiHa KOHTaKTHOI 0cobu
3asBHMKA, BiANOBIAA/IbHOI 3a hapmakoHarnsag B YKpaiHi.
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n/n

Hassa
JliKapcbKo20

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3assHuK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

3acoby

IHCTUTYT
®peseHiyc Mm6X,
HimeuuunHa; Nabop
NIC CE eHg Ko. KT,

HimeyunHa;
anbTepHaTuBHa
AinbHUUA Ans
KOHTPO/O AKOCTI
roToBOro
niKapcbKoro
3acoby Ta 3a
NOKa3HUKOM
"Po3knagaHHsA
aimetnnaminy":
€spodpiHc PACT
m6X, HimeuunHa;
aslbTepHaTUBHA
OinbHUUA ons
MapKyBaHHs Ta
BTOPVHHOIO
nakyBaHHS:
®apm/lor dapma
NopxicTik Tm6X,
HimeuunHa,

LLiteremaHH
JTboHdbepnakyHreH

yHA NoricTiwep
Cepsic e. K.,
HimeyumnHa;
anbTepHaTuBHa
AinbHUUA Ans
KOHTPO/O AKOCTI
roToBOro
niKapcbKoro
3acoby Ta 3a

NOKa3HUKOM

"Po3knagaHHsA
aimetnnaminy": A
eHp Em Lta6Tect

NaGop cyp

AHamITUK yHA,
Crab6initarcnpydy
HreH MmeX,
Himeuunna

[itoua pegakuisn: Moy, TeTaHa HOpiiBHa. MponoHoBaHa
pepakuisi: Monisuak OneHa BikTopiBHa. 3MiHa KOHTaKTHUX
[aHUX KOHTaKTHOI 0co6u 3asiBHUKa, BIANOBIAA/IbHOT 38
hapmakoHarnag B Ykpaii.

UA/15816/01/02

82.

FIOTPND®

TabneTkn, BKPUTI
NNiBKOBOK 060/TI0HKOI0
no 30 mr; no 7
Tabnetok y

Bepinrep
IHrenbxainm
IHTepHeLLHN

6X

HimeuunH
a

BMPOGHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,

HimeyunHa

KOHTPOJ1b AKOCTI

BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny -
3MmiHu Wwoao 6e3nekn/edheKTMBHOCTI Ta hapmMakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHMX AaHUX Npo cucTemy

thapmakoHarnsay (BBeAeHHS y3arasibHeHUX faHuX npo
cuctemMy hapMakoHarisgy, 3miHa ynoBHOBaXKeHOI ocobu,

3a
peyerimom

nepcgopoBaHomy
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
6nicTepi; no 1 Ta BUNycK cepii: BiANOBIAANbLHOI 3a 3MjiCHEHHS hapmakoHarnsaay; KOHTaKTHOI
6nictepy B Bepinrep 0ocobu 3 hapmakoHarnisgy 3asBHVKa AN 34iICHEHHS
namiHoBaHoOMy IHrenbxainm

a/1IOMIHIEBOMY calue 3
nakeTom AeCUKaHTy;
no 4 astoMiHieBUX
calle y KapTOHHiiA
Kopobui

dapma 'm6X i Ko.
Kr, HimewunHa;
anbTepHaTuBHa
nab6oparopia ans
npoBefeHHs
KOHTPO/O AKOCTI
3a NOKa3HNKOM
MikpobiosoriyHa
ynctorta: CIrc
IHCTUTYT
®peseHiyc Mm6X,
HimeuuunHa; Nabop
NIC CE eHg Ko. KT,
HimeuumnHa;
anbTepHaTuBHa
AinbHUUA Ans
KOHTPO/O AKOCTI
roToBOro
niKapcbKoro
3acoby Ta 3a
NOKa3HUKOM
"Po3knagaHHsA
aimetnnaminy":
€spodpiHc PACT
m6X, HimeuunHa;
aflbTepHaTUBHa
OinbHUUA ons
MapKyBaHHs Ta
BTOPVHHOIO
nakyBaHHS:
®apm/lor dapma
NopxicTik TM6X,
HimeuunHa;
LLiteremaHH
JTboHdbepnakyHreH
yHA NoricTiwep
Cepsic e. K.,
HimeuumnHa;
anbTepHaTuBHa
AinbHUUA Ans
KOHTPO/O AKOCTI
roToBOro
niKapcbKoro
3acoby Ta 3a
NOKa3HUKOM
"Po3knagaHHsA
aimetuiamiHy™: A

thapmMakoHarnagy B YkpaiHi, AKLO BOHa BifMiHHA Bif,
YNOBHOBaXKeHOI 0c0obK, BifNOBIfa/IbHOT 3a 34iCHEHHS
hapmakoHarnsgy (Bkovaouy KOHTaKTHI AaHi) Ta/abo 3miHu y
pO3MilLEHHI MacTep-ghaiina cucteMun papmakoHarnsgy) 3MiHa
YNOBHOBaXXEHOT 0CO6M 3as1BHMKA, BifnoBigasibHOI 3a
thapmakoHarnag.
[Litova pepakuisn: Sabine Jeck- Thole. MponoHoBaHa pefakuis:
Sven Kohler. 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXKEHOI 0cobu,
BiANOBIAabHOI 3a thapmakoHarifg. 3MiHa KOHTaKTHOI 0co6M
3asBHVIKa, BigNoBiga/IbHOI 3a hapMakoHarnsag, B YkpaiHi.
[itoua pegakuisn: Moy, TeTaHa KOpiiBHa. MponoHoBaHa
pepakuisi: Monisyak OneHa BikTopiBHa. 3MiHa KOHTaKTHUX
[aHUX KOHTaKTHOI 0cobu 3asiBHUKa, BIAMNOBIAA/IbHOT 38
thapmakoHarnag B Ykpaii.
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
eHg Em Lta6Tect
Na6op dyp
AHaNITUK yHA,
Crabinitatcnpydy
HreH Mv6X,
HimeuyunHa
83. FIOTPUND® TabneTku, BKpUTI Bepinrep HimeuunH BMPOGHMLTBO, HimeuunHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/15816/01/03
N1iBKOBOK 0G0/IOHKOK | IHrenbxaim a nepBuHHE Ta 3MiHuM Wopao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsmy. peuenmom
no 40 mr; no 7 IHTEepHeLwHN BTOPUHHE BBefeHHS abo 3MiHM [0 y3arasibHeHNX JaHWX NPo cucTemy
TabneTok y M6X nakyBaHHs, dhapmakoHarnsgy (BBefieHHs y3araslbHEHUX AaHnX Npo
nepchopoBaHomy KOHTPO/b AKOCTI cuctemMy hapMakoHarnsgy, amiHa ynoBHoBaxeHoi ocobu,
6nicTepi; no 1 Ta BUNycK cepil: BIANOBIAA/IbHOI 3@ 34iiCHEHHSA hapmakoHarnsgy; KOHTakTHOT
6nictepy B BepiHrep ocobu 3 hapmakoHarnsay 3asBHVKa ANs 34iICHEHHS
namiHoBaHoOMy IHrenbxainm

IOMIHIEBOMY calue 3
nakeTom AeCuKaHTy;
no 4 anoMiHieBUX
calle y KapTOHHI
Kopobui

dapma 'm6X i Ko.
Kr, HimeuunHa;
anbTepHaTuBHa
nab6oparopis ans
npoBefeHHs
KOHTPO/O AKOCTI
3a NOKa3HMKOM
MikpobiosoriyHa
yncrorta: Clrc
IHCTUTYT
®peseHiyc Mm6X,
HimeuuuHa; labop
NIC CE eHg Ko. KT,
HimeuumnHa;
anbTepHaTuBHa
AinbHUUA Ans
KOHTPO/0 AKOCTI
roToBOro
niKapcbKoro
3acoby Ta 3a
NOKa3HUKOM
"Po3knagaHHsA
aimetnnaminy":
€spodoiHc PACT
m6X, HimeuunHa;
aflbTepHaTUBHaA
OinbHUUA ons
MapKyBaHHs Ta
BTOPVHHOIO
nakyBaHHS:
®apm/lor dapma
NopxicTik TM6X,
HimeuuunHa;
LLiteremaHH
JIbOHg)EpNakyHreH

hapmMakoHarnagy B YkpaiHi, KO BOHa BifMiHHA Bif,
YMOBHOBaXEHOT 0C06U, BigNOBIAaIbHOI 38 34iCHEHHS
hapmakoHarnsgy (Bkovalouy KOHTaKTHI AaHi) Ta/abo 3miHn y
PO3MilLEHHI MacTep-ghaiina cucteMun papmakoHarnsgy) 3miHa
YNOBHOBAXXEHOT 0COOM 3as1BHMKA, BignoBigasibHOI 3a
thapmakoHarnsag.
[Litova pepakuisn: Sabine Jeck- Thole. MponoHoBaHa pefakuis:
Sven Kohler. 3MiHa KOHTaKTHUX AaHWX YNMOBHOBaXKEHOI 0coby,
BiANOBiAabHOI 3a hapMakoHarnisg. 3MiHa KOHTaKTHOI 0co6u
3asBHVIKa, BigNOBiAa/IbHOI 3a hapMakoHarnsaz, B YkpaiHi.
[itoua pegakuisn: Moy, TeTaHa OpiiBHa. MponoHoBaHa
pepakuisi: Monisyak OneHa BikTopiBHa. 3MiHa KOHTaKTHUX
[aHUX KOHTaKTHOI 0Cco6u 3asiBHUKA, BIANOBIAA/ILHOT 38
thapmakoHarnag B Ykpaii.
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3assHuK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

yHA, NoricTiwep
Cepsic e. K.,
HimeuunHa;
anbTepHaTUBHa
OinbHUUs gns
KOHTPO/O AKOCTI
roTOBOrO
nikapcbkoro
3acoby Ta 3a
MOKa3HNKOM
"Po3knagaHHs
aimetunaminy™: A
eHg Em Ltab6Tect
NaGop dyp
AHaNITUK yHA,
Crabinitatcnpydy
HreH M'v6X,
HimeyunHa

84.

FIOTPND®

TabneTku, BKpUTI
NNiBKOBOK 060/I0HKOI0
no 50 mr; no 7
Tabnetoky
nepcoposaHomy
6nictepi; no 1
6nictepy B
namiHoBaHoOMy
aIOMIHIEBOMY calue 3
nakeToM AecuKaHTy;
no 4 anoMiHieBUX
calle y KapTOHHIl
Kopobui

Bepinrep
IHrenbxaim
IHTepHeLuHN

M6X

HimeuumnH
a

BMPOGHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b AKOCTI
Ta BUNycK cepil:
BepiHrep
IHrenbxaim
dapma 'm6X i Ko.
Kr, HimeuunHa;
anbTepHaTuBHa
naboparopis ans
npoBefeHHs
KOHTPO/O AKOCTI
3a NOKa3HMKOM
MikpobiosoriyHa
yncrorta: Clrc
IHCTUTYT
®peseHiyc Mm6X,
HimeuuuHa; labop
NIC CE eHg Ko. KT,
HimeuumnHa;
anbTepHaTuBHa
AinbHUUA Ans
KOHTPO/0 AKOCTI
roToBOro
niKapcbKkoro
3acoby Ta 3a
NOKa3HUKOM
"Po3knagaHHs
gimeTuiaminy":

HimeuunHa

BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny -
3MiHuM Wopao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsmy.
BeeaeHHs ab0 3MiHU [0 y3arasibHEHNX AaHuX Npo cucTemy
dhapmakoHarnsgy (BBefileHHs y3araslbHEHUX AaHnX Npo
cuctemy hapMakoHarnsgy, 3miHa ynoBHoBaxeHol ocobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHA hapmakoHarnsagy; KOHTakTHOT
ocobu 3 hapmakoHarnsay 3asBHVKa ANs 34iCHEHHS
hapMakoHarnagy B YkpaiHi, KO BOHa BifMiHHA Bif,
YNOBHOBaXEHOT 0C06U, BigNOBIAaIbHOI 38 34iCHEHHS
hapmakoHarnsgy (Bkovalouy KOHTaKTHI AaHi) Ta/abo 3miHu y
PO3MiLLEHHI MacTep-ghaiina cucteMun papmakoHarnsgy) 3miHa
YNOBHOBAXXEHOT 0COOM 3as1BHMKA, BignoBigasibHOI 3a
thapmakoHarnsag.

[Litova pepakuisn: Sabine Jeck- Thole. MponoHoBaHa pefakuis:
Sven Kohler. 3MiHa KOHTaKTHUX AaHWX YNMOBHOBaXKEHOI 0coby,
BiANOBIAabHOI 3a hapmakoHarnsg. 3MiHa KOHTaKTHOI 0co6u
3asBHVIKa, BigNOBiAa/IbHOI 3a hapMakoHarnsag B YkpaiHi.
[itoua pegakuisn: Moy, TeTaHa HOpiiBHa. MponoHoBaHa
pepakuisi: Monisyak OneHa BikTopiBHa. 3MiHa KOHTaKTHUX
[aHUX KOHTaKTHOI 0Ccobu 3asiBHUKA, BIANOBIAA/ILHOT 38
thapmakoHarnag B Ykpaii.

3a
peyenmom

UA/15816/01/04
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3assHuK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

€spochiHc PACT
vM6X, HimeuunHa;
anbTepHaTuBHa
AinbHUUA Ans
MapKyBaHHS Ta
BTOPWHHOIO
nakyBaHHs:
dapm/lor Papma
NopxicTik TM6X,
HimeuumnHa,;
LUteremaHH
JTboHbepnakyHreH
yHA, NoricTiwep
Cepsic e. K.,
HimeuunHa;
anbTepHaTUBHa
OinbHUUs gns
KOHTPO/O AKOCTI
roTOBOro
nikapcbkoro
3acoby Ta 3a
MOKa3HNKOM
"Po3knagaHHs
aimetunaminy™: A
eHg Em LtabTect
Na6op dyp
AHaNITUK yHA,
Crabinitatcnpydy
HreH M'v6X,
HimeyunHa

85.

TMATUPAME
PY ALIETAT-
BICTA

PO34MH A1 iH EKLi,
20 mr/mn no 1 mn
npenapary y
nonepegHbL0
HarnoBHEHOMY LUNPUL,
no 1 nonepegHb0
HarnoBHEHOMY LUNPULY
B 6nicTepi, no 28, 30
Ta 90 (3x30) 6nicTepi
B KapTOHHI kKopo6ui

MicTpan
Kenitan
MeHemxmeH
T NimiTepq,

AHrnisA

EypodpiHc BakTimm
B.B., Higepnanaun
(KOHTpO/b AKOCTI
(MikpobionoriyHwin)
); Posi ®apma
IHpacTpian
Cepgices, C.A.,
Icnanis
(B1pOGHMLTBO,
nakyBaHHs,
KOHTPO/1b SIKOCTI);
CiHTOH BB,
HigepnaHgu
(BignoBsigansHwWii
3a BUNyckK cepii);
CiHTOH XicnaHis,
C.N1., IcnaHis
(BignosiganbHuin
3a BUNycK cepil);

Higepnangm
/

Icnanis/
Unni

BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny -
3MiHuM Wopao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsmy.
3MiHa y KOpOTKiil XxapakTepucTuLi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKLT AN MeAUYHOro 3acToCyBaHHA Ha
nigcTasi perysisipHO OHOBJ/TKOBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3nekn 3acToCcyBaHHS
nikapcbKoro 3acoby B micnsipeecTpaviiiHvin nepios, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHb, NPOBEAEHNX BiANOBIAHO
[0 nnaHy negiatpuyHunx gochigxkersb (PIP) (3MiHy y3rogkeHo 3
KOMNETEHTHUM YNOBHOBAXEHVM OpraHom) 3MiH1 BHECEHi A0
IHCTPYKUT ANA Me4MYHOro 3aCTOCyBaHHSA NiKapcbKoro 3acoby y
po3ainu "Oco6MBOCTI 3acTocyBaHHS", "Io6IYHI peakwji”
BiANOBIAHO [0 OHOBMEHOT iHGhopMaLlii 3 6e3neku ailyoi
PEYOoBUHM.

3a
peyenmom

UA/16792/01/01
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
CiHTOH Yuni
Ntga., Yuni
(BUpOGHMLTBO,
nakyBaHHs)
86. FAATUPAME | po3uvH ANs iH eKUji, Mictpan AHrnis EypodpiHc BakTimm | HigepnaHan BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/16792/01/02
PY ALETAT- 40 mr/mn, no 1 mny Kenitan B.B., Higepnanaun / 3MiHuM Wopao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsmy. peuenmom
BICTA nonepeaHL0 MeHexmeH (KOHTpO/b AKOCTI Icnanis/ 3MiHa y KOpOTKiil XapakTepucTuLi NikapcbKoro 3acoby, TEKCTi
HaroBHEHOMY LUNPULL; T NlimiTeq, (MikpobionoriyHwin) Yuni MapKyBaHHS Ta iHCTPYKUIT 4518 MEANYHOrO 3aCTOCYBaHHSA Ha
no 1 wnpuuy B ); Posi ®apma nigcTasi perysisipHO OHOBJ/IOBAHOTO 3BITY 3 6e3neku
6nictepi; no 12 IHgacTpian nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3nekn 3acToCcyBaHHS
6nicTepiB y KAPTOHHIl Cepgices, C.A., nikapcbKoro 3acoby B micnsipeecTpaviiiHvin nepios, abo sk
Kopobui IcnaHis pesynbTaT OLiHKM 3BITY 3 AOCAIMKEHb, NPOBEAEHNX BiANOBIAHO
(B1pOGHMLTBO, [0 nnaHy negiatpuyHunx gochigxkersb (PIP) (3MiHy y3rogkeHo 3
nakyBaHHs, KOMNETEHTHUM YNOBHOBAXEHVM OpraHom) 3MiH1 BHECEHi A0
KOHTPO/1b SIKOCTI); IHCTPYKUT ANA Me4MYHOro 3aCTOCyBaHHSA NiKapcbKoro 3acoby y
Posi ®apma po3ainu "Oco6MBOCTI 3acTocyBaHHS", "Io6IYHI peakwi”
IHpacTpian BiANOBIAHO [0 OHOBMEHOT iHGhopMaLlii 3 6e3neku ailyoi
Cepsices, C.A,, peyvoBuHU.
Icnanis (BTOpUHHE
nakyBaHHs);
CiHTOH BB,
HigepnaHgm
(BignoBigansHwWii
3a BUNyck cepii);
CiHTOH XicnaHis,
C.J1., IcnaHis
(BignoBigansHwWit
3a BUNyckK cepii);
CiHTOH Yuni
Ntpa., Yuni
(B1pOGHMLTBO,
nakyBaHHs)
87. FMAMAKC® Tabnetku no 2 mr, no TOB YkpaiHa TOB "KYCYM Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3mMiHa 3asiBHUKa 3a UA/11974/01/01
10 TabneTok y "TNEADAP DPAPM" (BnacHvKa peecTpauiinHoro noceigveHHs) (3rigHo Hakasy MO3 peyenmom
6nicTepi; no 3, abo no M ATA" Big, 23.07.2015 Ne 460): BBeeHHs1 3MiH NPOTAroM 6-Tn MicAuiB

6, abo no 10 6nicTepis
Y KapPTOHHIi ynakoBLi

nicnsa 3aTBepAXeHHs. 3MiHu | Tuny - 3MiHW Woa0
6e3nekn/edekTUBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3ara/lbHeHVX AaHnX Npo cuctemy hapMakoHarnagy
(BBEAEHHSA Y3arasibHEHNX AaHNX NP0 CUCTEMY
hapMakoHarnisgy, 3mMiHa yrnoBHOBaXXEHOT 0cobum,
BiANOBIAA/ILHOI 32 34iiCHEHHA dapMakoHarnsay; KOHTakTHOT
0cobu 3 hapmakoHarnsay 3asBHuKa ansl 34iliCHEHHs
hapmakoHarnsgy B YKpaiHi, SKLW0 BOHa BiAMiHHA Bif,
YMOBHOBaXeHOT 0co6u, BiANOBIAAILHOT 3a 34iiCHEHHS
hapmakoHarnagy (BKIYaoun KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MilLEeHHI MacTep-ghaiina cuctemun papmakoHarnsagy) 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHOi 0COOM 3asBHUKA,
BiANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy.
3MiHa Micus 34iCHEHHST OCHOBHOT AiS/IbHOCTI 3
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n/n

Hassa

JliKapcbKo20

3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3assHuK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

thapmakoHarnsgy. 3MiHa MicLe3HaxoKeHHA MacTep-taiina
cucteMmn dhapmakoHarasgy Ta noro Homepa

88.

FMAMAKC®

TabneTkn no 3 mr, no
10 TabneTok y
6nicTepi; no 3, abo no
6, abo no 10 6nicTepis
Y KapTOHHI ynakosLi

TOB
"TNELDAP
M ATA"

YkpaiHa

TOB "KYCYM
PAPM"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3mMiHa 3asiBHUKa
(BnacHvKa peecTpauiinHoro noceigveHHs) (3rigHo Hakasy MO3
Big 23.07.2015 Ne 460): BBeAeHHS 3MiH NPOTArom 6-Tu MicauiB
nicnsa 3aTBepAXeHHs. 3MiHu | Tuny - 3MiHW Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3araslbHeHVX AaHnX Npo cuctemy hapMakoHarnagy
(BBEAEHHSA Y3arasibHEHNX AaHNX NPO cCUcTeEMyY
hapmakoHarniagy, 3mMiHa yrnoBHOBaXXEHOT 0cobum,
BiANOBIAA/ILHOI 32 34iiCHEHHA hapMakoHarnsaay; KOHTakTHOT
0ocobu 3 hapmakoHarnsay 3asBHuKa Ansl 34iiCHEHHS
hapmakoHarnsgy B YKpaiHi, SKLW0 BOHa BiAMiHHA Bif,
YMOBHOBaXEHOT 0co6y, BiANOBIAaILHOT 3a 34iiCHEHHS
thapmakoHarnagy (BkIvaoun KOHTaKTHI AaHi) Ta/abo 3miHu y
pO3MilLEeHHI MacTep-ghaiina cuctemun papmakoHarnsagy) 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI 0COOM 3asBHUKA,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy.
3MiHa Micus 34jiICHEHHST OCHOBHOT AiSNIbHOCTI 3
thapmakoHarnsgy. 3miHa MicLe3HaxomkeHHss MacTep-haiina
cucTeMun dhapmakoHarnsay Ta inoro Homepa

3a
peyenmom

UA/11974/01/02

89.

FMNMAKC®

TabneTkn no 4 mr, no
10 TabneTok y
6nictepi; no 3, abo no
6, abo no 10 6nicTepis
Y KapTOHHII ynakoBLi

TOB
"TNELGAP
M NTO"

YkpaiHa

TOB "KYCYM
PAPM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3mMiHa 3asBHUKA
(BnacHvika peecTpauiiHoro noceigyeHHs) (3rigHo Hakazy MO3
Bifg 23.07.2015 Ne 460): BBeeHHS 3MiH NPOTAroM 6-Tu MicsLUIiB
nicns satBepkeHHs. 3MiHu | Tuny - 3MiHN LWoAo
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo cucteMy hapMakoHarnagy
(BBEAEHHSA Y3araslbHEHUX JaHWX MPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXeHoT ocobu,
BiANOBIAA/ILHOI 3a 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
0Cco6u 3 hapmakoHarnsay 3asiBHVKa 405 34iINCHEeHHS
hapmakoHarnagy B YkpaiHi, AKLO BOHA BigMiHHA Bif,
YNOBHOBaXXEHOT 0CO6U, BiANOBIAAILHOI 32 34iiCHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTakKTHI AaHi) Ta/abo 3miHu y
pO3MilLEeHHI MacTep-ghaiina cucteMun papmakoHarnsagy) 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXXEHOI 0COOM 3asBHUKA,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapmakoHarnsagy.
3MiHa Micus 34jACHeHHS OCHOBHOI Ais/IbHOCTI 3
thapmakoHarnsgy. 3MiHa MicLie3HaxomkeHHs1 MacTep-chaiina
cucTeMu dhapmakoHarnsgy Ta ioro Homepa

3a
peyerimom

UA/11974/01/03

90.

FNIBEHKNAM

14

TabneTkn no 5 mr, no
10 TabneTok y
6nictepi; no 5 abo no
10 6nicTepiB y nauui 3
KapToHyY

AT
"dapmak”

Ykpaina

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH [JO peecTpaujiiiHux maTepianis: 3miHu | Tuny:
3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3MiHa y napameTpax
crneungikauii Ta/abo AONYCTUMUX MEX, BUSHAYEHMUX Y
cneumdikauisix Ha A®l, abo BMXigHWIA/NPOMKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLEC
BUPOGHMLTBA AD| (BUSTyYEHHA HE3HAYHOIO NOKa3HUKa AKOCTI
(Hanpuknag, BUyYeHHs 3acTapifioro nokasHvka)) BHECEHHS
3MiH fo Cneumndikauii A®| 3a NoKasHUKOM "PO3UYMHHICTL"-
NoKasHWK BUy4YeHo (MokasHVK Mae iHopMaTUBHUI

3a
peuyenmom

UA/6631/01/01
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3assHuK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

xapaktep). 3MiHu | Tuny: 3miHu 3 akocTi. CepTudikar
BignosigHocTi/ E-cepTudikat BignoBiAHOCTI EBpONENCHKIi
thapmakonei/MoHorpadii. NMogaHHSA HOBOro abo OHOBIEHOTO
cepTtudikaTa BiANOBIAHOCTI ab60 BUYyYEHHA cepTudikara
BiANOBIAHOCTI €Bponeiickbkili hapmakonei: gns A®l; ons
BUXiQHOrO MaTepiany/peareHTy/npoMiKHOro NPoAyKTY, L0
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; A5 AONOMIKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI EBpONechbkili
thapmakonei) - HoBuii cepTudpikat Bif Bxe 3aTBEpXEHOro
BMPOGHMKA - MOAaHHS HOBOro cepTudiikata BifnoBiAHOCTI
€Bponevicbkinn hapmakonei Ne R1-CEP 2000-289-Rev 07 ans
niroyoi pevosuHY Glibenclamid Big, Bxe 3aTBepapKeHoro
Bnpo6Huka SRI KRISHNA PHARMACEUTICALS LIMITED,
India (3amiHa Drug Master File GBC (E)/OP/01-15/00/U4
January-2015). Ak Hacnigok, 3miHa y cneumdikauii APl 3a
nokKasHukamm: «3asIMLLKOBI Ki/IbKOCTi OpraHiyHUX PO3UNHHUKIB»
- NpvBeAeHo HopmyBaHHsS Ao CEP (meTaHon He 6inblwe 3000
ppm); BUNYYEHO i3 crneundikaii Ta MeToaiB KOHTPOI0
NoKasHUK «Baxki MmeTanu» - oLiHKa pu3nKy NpeAcTaB/ieHa B
CEP 3rigHo Bumor ICH Q3D guideline for elements impuirities.
3MiHu | TUNy: 3miHn 3 AkocTi. APl KoHTponb A®I. 3miHa y
napameTpax cneuugikauii Ta/abo AoNyCTUMMX MEX,
BM3HAYeHUX y cneundikauisix Ha Adl, abo
BUXiAHWIA/NPOMIDKHWIA NPOAYKT/peareHT, L0 BUKOPUCTOBYIOTHLCSA
y npoueci BupobHuuTBa A®| (iHLWi 3mMiHK) 3MiHa Y cneuudikawii
Ta meToauui BunNpobysaHHA /13 3a NokasHMKOM
«MikpobionoriyHa yncToTa», a came BUTy4YEHO OMNnC
npoBefeHHA METOAVKM, OCKINIbKM METOAMKA KOHTPO/IIO 3a
AaHUM NOKa3HUKOM NPOBOAMTLCA BiANOBIAHO f0 BUMOT EP,
[OMOBHEHO NMOCUNAHHAM Ha AdY* (*- gitoye BUAAHHS);
KpUTepii NPUAHATHOCTI 3annLeHi 6e3 3MiH. 3MiHu | Tuny: 3MiHK
3 aKocTi. A®Il. KoHTponb A®l. 3miHa y meTogax BUNPOOyBaHHS
A®I abo BuxigHOro matepiany/npomMixHoro
NpoayKTy/peareHTy, WO BUKOPUCTOBYETLCSA Y NPOLIECI
BMPOGHMLTBA ADI (iHLWI 3MiHM Y MeToAax BUNPOGYBaHHSA
(BKOYatoum 3aMiHy abo fonoBHeHHs) APl abo
BWXiHOr0/MPOMIXXHOro NPOAYKTY), BHECEHHS 3MiH A0
MeTOoAVKM BUNPOOYBaHHA AD| 3a NOKa3HMKOM «3asIMLLKOBI
KINbKOCTi OpraHiYHnX PO34YMHHMKIB». BU3HaYeHHs1 NpoBOAATL
MeTof0M ra3oBoi xpomatorpadii (4PY*, 2.2.28).

91.

rNIKNA3NA-
340POB'A

TabneTku no 80 mr, no
10 TabneTok y
6nictepi, no 3
6nicTepy B KAPTOHHIi
Kopobui; no 30
TabneTtok y 6nictepi,
no 1 6nictepy B
KapTOHHIlA KOpooLi

ToBapucTBo
3
06MexeHo
BignoBigasb
HICTIO
"®apmauesT
nyHa
KOMnNaHis
"3popos'a”

YkpaiHa

BCi cTagii
BUPOGHMLTBA,
KOHTPO/b SIKOCTI,
BWMYCK Cepii:
ToBapucTso 3
06MexeHo
BiANOBIAA/IbHICTIO
"®apmaueBTnyHa
KOMMNaHis
"3popos's",

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny -
3MiHu 3 siKocTi. FoToBMIA Nikapcbkuii 3aci6. CTabiNbHICTb.
3MiHa y TepMiHax npugaTtHocTi abo ymoBax 36epiraHHs
rOTOBOrO J1iKapCbKOro 3acoby (36iNbLUEHHS TEPMiHY
NPUAATHOCTI FOTOBOrO NiKapCbKOro 3acoby) - [ns Toprosoi
ynakoBKku (NiATBEPAKYETLCA fAHNMUN PeasibHOro Yacy)
36iNbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOTO JTiKAPCbKOro
3ac00y Ha OCHOBI NO3WUTVBHYKX Pe3y/bTaTiB JOBrOCTPOKOBUX
pocnigpkeHb cTabiNbHOCTI Y peasibHOMY Yaci: 3aTBepAKeHo:
TEPMIH NPUAATHOCTI 2 pokun 3anponoHosaHo: TEPMIH

3a
peyenmom

UA/7826/01/01
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
YkpaiHa; BCi cTagji MPUNOATHOCTI 3 pokun BeefeHHs 3MiH NPOTAroM 6-Tu micsuis
BMPOGHMLITBA, nicns 3aTBepKeHHs
KOHTPO/b SIKOCTI:
ToBapucTso 3
0bMexeHoto
BiANOBIAA/ILHICTIO
"®APMEKC
FPYT", YkpaiHa
92. rniynH- TabneTtkn ToBapucTeo Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu | Tuny - 6e3 UA/15153/01/01
340POB'A cy6niHreasnbHi no 100 3 0bMexeHot 3MmiHu 3 sKocTi. FoToBMIA Nnikapcbkuii 3aci6. CTabinbHICTb. peyenma
Mmr, no 10 TabneTok y 06MeXeHo BiANOBIAA/ILHICTIO 3MiHa y TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
6nicTepi; no 5 Bignosigab "®apmMaueBTNYHa rOTOBOrO /1iKapCbKOro 3acoby (36iNbLUEHHS TEPMIHY
6nicTepiB y kopobui 3 HiCTIO KOMMaHis npuaaTHOCTI FOTOBOTO Jlikapcbkoro 3acoby) - [na Toprosoi
KapToHy; no 30 "®apmauesT "3popos'a” ynakoBKku (NiATBEPLKYETLCA AaHVMU PeasibHOro vacy)
TabneTtok y 6nictepi; NyHa 36i/IbLUEHHST TEPMiHY NPUAATHOCTI TOTOBOTO J1iKapCbKOro
no 1 6nictepy y KOMMaHis 3aco6y Ha OCHOBI MO3UTUBHYX pe3yNbTaTiB AOBrOCTPOKOBMX
KopoOLi 3 KapTOHY "3popoB'a” pocnimpkeHb cTabinbHOCTI Y peasibHOMY Yaci: 3aTBepAKeHo:
TEPMIH MPUJATHOCTI 2 pokn 3anponoHosaHo: TEPMIH
MPNOATHOCTI 3 poku BBegeHHs 3MiH NPOTAroM 6-Tu MicsLiB
nicns 3aTBepKeHHs.
93. FNOTA30H® | Tabnetku no 15 mr, no TOB Ykpaina TOB "KYCYM Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3mMiHa 3asBHUKA 3a UA/11871/01/01
14 TabneTok y "TNEQ®AP DPAPM" (BnacHvika peecTpauiiHoro noceigyeHHs) (3rigHo Hakazy MO3 peyenmom
6nictepi; no 2 M NTa" Bifg 23.07.2015 Ne 460): BBeeHHS 3MiH NPOTAroM 6-Tu MicsLUIiB
6nicTepy B KAPTOHHIi nicns satBepkeHHs. 3MiHu | Tuny - 3MiHN LWoAo
ynakosui; no 10 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
Tabnetok y 6nictepi; 3MiHM [0 y3arasibHeHUX AaHuX Npo cucTemy hapmakoHarnagy
no 3 6nictepu B (BBEAEHHSA Y3araslbHEHUX JaHWX MPO cucTemy
KapTOHHIA ynakoBL,i hapmakoHarnsgy, 3MmiHa ynoBHOBaXKeHoi 0cobu,
BiANOBIAA/ILHOI 3a 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
0Cco6u 3 hapmakoHarnsay 3asiBHVKa 405 34iINCHEeHHS
hapmakoHarnagy B YkpaiHi, AKLO BOHA BigMiHHA Bif,
YNOBHOBaXXEHOT 0CO6U, BiANOBIAAILHOI 32 34iiCHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTakKTHI AaHi) Ta/abo 3miHu y
pO3MilLEeHHI MacTep-ghaiina cucteMun papmakoHarnsagy) 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXXEHOI 0COOM 3asBHUKA,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapmakoHarnsagy.
3MiHa Micus 34jACHeHHS OCHOBHOI Ais/IbHOCTI 3
thapmakoHarnsgy. 3MiHa MicLie3HaxomkeHHs1 MacTep-chaiina
cucTeMu dhapmakoHarnsgy Ta ioro Homepa
94. FNKOTA30H® | Tabnetku no 30 mr, No TOB YkpaiHa TOB "KYCYM Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHa 3asiBHUKa 3a UA/11871/01/02
14 TabneTok y "TNEQPAP DPAPM" (BnacHvKa peecTpauiiiHoro noceig4eHHs) (3rigHo Hakasy MO3 peuyenmom
6nictepi; no 2 M ATL" Big 23.07.2015 Ne 460): BBeeHHSI 3MiH MPOTArOM 6-Tn MicsUiB

6nicTepy B KAPTOHHii
ynakosLi; no 10
TabneTtok y 6nictepi;
no 3 6nictepu B
KapTOHHIiA ynakoBL,i

nicnsa 3aTBepAxeHHs. 3MiHu | Tuny - 3MiHW Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
3MiHM A0 y3arasibHEHUX AaHVX Npo cuctemy hapmakoHarnsgy
(BBEAEHHS Y3ara/IbHEHUX AaHUX MPO cUcTemy
hapMakoHarnagy, 3MiHa yrnoBHOBaXeHO! 0cobum,
BiNOBIAA/IbHOI 32 3AiICHEHHA hapMakoHarasa4y; KOHTakTHoOl
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3assHuK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

0cobu 3 hapmakoHarnsay 3asaBHUKa AN 34iIRCHEHHSN
thapmakoHarnsgy B YkpaiHi, K0 BOHa BiAMiHHA Bif,
YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 3a 34iiCHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTakKTHI gaHi) Ta/abo 3MiHn y
pO3MilLEHHI MacTep-ghaiina cuctemun papmakoHarnsagy) 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKeHOi 0COOM 3asBHUKA,
BiANOBiAa/IbHOT 3a 34iiCHEHHA hapmakoHarnsgy.
3MiHa Micus 34iACHEHHS1 OCHOBHOI AisS/TbHOCTI 3
thapmakoHarnsgy. 3MiHa MicLie3HaxomKeHHs1 MacTep-aiina
cucTeMmn dhapmakoHarasay Ta ioro Homepa

95.

FNIOTA3OH®

TabneTkun no 45 mr, no
14 TabneTok y
6nictepi; no 2
6nicTepy B KAPTOHHii
ynakosLi; no 10
TabneTtok y 6nictepi;
no 3 6nictepu B
KapTOHHIiA ynakoBL,i

TOB
"TNELAP
M TA"

Ykpaina

TOB "KYCYM
DPAPM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianiB: 3mMiHa 3asBHUKA
(BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3
Bif 23.07.2015 Ne 460): BBeAeHHS 3MiH NPOTArom 6-Tu MicaLiB
nicns 3atBepgkKeHHs. 3MiHu | Tuny - 3MiHN LWoAo
6e3nekn/edpekTBHOCTI Ta thapMakoHarnsgy. BeegeHHs abo
3MiHW A0 y3arasibHEHUX AaHuX Npo cuctemy hapmakoHarnsgy
(BBEAEHHS Yy3arasibHEHNX AaHUX NPo cucTemy
hapMakoHarnagy, 3mMiHa yrnoBHOBaXeHO! 0cobum,
BIANOBIAA/IbHOI 3@ 34iiCHEHHA hapmakoHarnsay; KOHTakTHOT
ocobu 3 hapmakoHarnisay 3asBHVKa ANs 34iICHEHHS
hapMakoHarnagy B YkpaiHi, KO BOHa BifMiHHA Bif,
YMOBHOBaXEHOT 0C06U, BigNOBIAaIbHOI 38 34iCHEHHS
hapmakoHarnsgy (Bkovaouy KOHTakKTHI AaHi) Ta/abo 3miHu y
PO3MiLLEHHI MacTep-ghaiina cucteMun papmakoHarnsgy) 3miHa
KOHTaKTHUX SaHMX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BiAMOBIAA/IbHOI 3a 34iiCHEHHS dhapmakoHarnsagy.
3MiHa MicLA 34iliCHEHHA OCHOBHOI AisifIbHOCTI 3
thapmakoHarnsgy. 3miHa MicLe3HaxomkeHHss macTep-charina
cucteMmn dhapmakoHarnsgy Ta noro Homepa

3a
peyenmom

UA/11871/01/03

96.

rPUNoOUnNTP
OH ®ITO

Tabnetku no 25 mr, no
10 TabneTok y
6nicTepi, no 2
6nictepn y nauui 3
KapToHy; no 20
Tabnetok y 6nictepi,
no 1 6nictepy y nauui
3 KapTOHY

ToBapucTeo
3
0bMexeHoto
Bignosiganb
HiCTIO
"®GapmauesT
nyHa
KOMMaHis
"3p0poB’sa"

YkpaiHa

BCi cTagii
BMPOGHMLITBA,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
ToBapucTso 3
06MeXeHoto
BiANOBIAAILHICTIO
"[locnigHwin 3aBog,
"rHunC,
YkpaiHa; Bci ctagji
BMPOGHMLITBA,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
ToBapucTso 3
06MeXeHoto
BiANOBIAAILHICTIO
"PapmaueBTnyHa
KOMMaHis
"3popos'sa",
YKpaiHa

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3mMiHa 3asiBHUKa
(BnacHvKa peecTpauiintHoro noceigveHHs) (3rigHo Hakasy MO3
Big, 23.07.2015 Ne 460): BBefeHHs1 3MiH NPOTAroM 6-Tn MicAuiB
nicnsa 3aTBepAXeHHs. 3MiHu | Tuny - 3MiHW Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3araJlbHeHVX AaHnX Npo cuctemy hapMakoHarnagy
(BBEAEHHS y3arasibHEHMX AaHUX NPO cUcTemy
hapMakoHarnisgy, 3mMiHa yrnoBHOBaXXEHOT 0cobum,
BiANOBIAA/ILHOI 32 34iiCHEHHA dapMakoHarnsaay; KOHTakTHOT
0cobu 3 hapmMakoHarnsay 3asBHuKa ansl 34iliCHEHHS
hapmakoHarnsgy B YKpaiHi, KW BOHa BiAMiHHA Bif,
YMOBHOBaXEHOT 0co6U, BiANOBIAAILHOT 3a 34iACHEHHS
hapmakoHarnagy (BKIYaoun KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MilLEeHHI MacTep-ghaiina cuctemun papmakoHarnsagy) 3miHa
YMOBHOBaXeHOT 0cobM 3as1BHUKA, BiAMoBigabHOI 3a
thapmakoHarnsag. fitoya pegakuis: MNnakciHa OneHa
BonogmmupisHa. MponoHoBaHa pegakuis: LLiesueHko OneHa
IropiBHa. 3MiHa KOHTaKTHUX AaHNX YNOBHOBaXXEHOT 0CO6U
3as1BHUKA, BiANOBIAA/IbHOI 3a 34iicCHEHHSA dapmakoHarnsgy

6e3
peuyenma

UA/13193/01/02
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
97. FPUNOLUNTP | Tabnetku no 12,5 wr, ToBapuncTBO YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3mMiHa 3asBHUKA 6e3 UA/13193/01/01
OH ®ITO no 10 TabneTtok y 3 BUPOGHMLTBA, (BnacHvika peecTpadiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peuyenma
6nicTepi, no 2 06MexeHo KOHTPO/b AKOCTI, Bif 23.07.2015 Ne 460): BeeAeHHS 3MiH NPOTArom 6-Tu MicAuiB
6nicTepn y nauuj 3 BignoBigab BWMYCK Cepii: nicns 3atBepgkKeHHs. 3MiHu | Tuny - 3MiHK LWoAo
KapToHy; no 20 HICTIO ToBapucTBO 3 6e3nekn/edekTBHOCTI Ta thapMakoHarnsgy. BeegeHHs abo
Tabnetok y 6nictepi, "dapmauesT 06MexeHo 3MiHW A0 y3arasibHEHUX AaHuX Npo cuctemy hapmakoHarnsgy
no 1 6nictepy y naui nyHa BiANOBIAA/LHICTIO (BBEAEHHS Y3arasIbHEHUX AaHWX MPO cUcTemy
3 KapTOHY KOMnNaHis "[locnigHwii 3aBog, hapmMakoHarnagy, 3mMiHa yrnoBHOBaXeHOT 0cobum,
"3popoB A" "rTHUNC", BiANOBIAA/IbHOT 32 34iICHEHHS hapmakoHarnsay; KOHTakTHOT
YkpaiHa; BCi cTagji ocobu 3 hapmakoHarnisay 3asBHVKa ANs 34iCHEHHS
BUPOGHULTBA, hapMakoHarnagy B YkpaiHi, KO BOHa BifMiHHA Bif,
KOHTPO/b AKOCTI, YMOBHOBaXEHOT 0C06U, BigNOBIAaIbHOI 38 34iCHEHHS
BWMYCK Cepii: hapmakoHarnsgy (Bkovalouy KOHTakKTHI AaHi) Ta/abo 3miHu y
ToBapucTBO 3 PO3MiLLEHHI MacTep-ghaiina cucteMun papmakoHarnsgy) 3miHa
06MeXeHo YNOBHOBaXXEHOT 0COOM 3as1BHMKA, BigMnoBigasibHOI 3a
BiANOBIAA/IbHICTIO thapmakoHarnag. fitoua pegakuis: MnakciHa OneHa
"®apmaueBTnyHa BonogumupisHa. MNponoHoBaHa pefakuis: LLesyeHko OneHa
KOMMNaHis IropiBHa. 3MiHa KOHTaKTHVX AaHWNX YNIOBHOBAXEHOI 0CO6M
"3popos's”, 3asBHUKA, BiANOBIAA/ILHOI 32 34iiCHEHHA dapmakoHarnsagy
YKpaiHa
98. AEKCA- PO34MH ON1 iH e, ToBapucTBo YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/15314/01/01
340POB'A 25 mr/mn no 2 mn B 3 06MmexXeHo 3MiHK 3 siKocTi. FoToBMIA Nnikapcbkuii 3aci6. CTabiNbHICTb. peuenmom
amnyni; no 5 a6o 10 06MexeHo BiANOBIAA/LHICTIO 3miHa y TepmiHax npugaTtHocTi abo ymoBax 36epiraHHs
amnyn y KapTOHHIl Bignosigasb "®apmMaueBTNYHa rOTOBOrO J1ikapCbKOro 3acoby (36iNbLUEHHSI TEPMiHY
Kopobui 3 HICTIO KOMnaHis NPUAATHOCTI FOTOBOIO NiKapCbKoro 3acoby) - [ns Toprosoi
neperopogkamu; no 2 "®bapmaueBT "3g0opos " ynakoBKku (NiATBEPAKYETLCA AAHUMUN PeasibHOro Yacy)
M1 B amnyni; no 10 nyHa 36iNbLUEHHSI TEPMiHY NPUAATHOCTI FOTOBOTO JTiKAPCbKOro
amnyn y 6nictepi; no 1 KOMnNaHis 3aco6y Ha OCHOBI MO3UTUBHUX pe3ybTaTiB 4OBrOCTPOKOBMUX
6nicTepy y KapTOHHii "3popoB’sa" pocnigpkeHb cTabiNbHOCTI Y peasibHOMY Yaci: 3aTBepaKeHo:
Kopo6Li; no 2 mn B TEPMIH NPUOATHOCTI 2 pokun 3anponoHoBaHo: TEPMIH
amnyni; no 5 amnyny MPUOATHOCTI 3 pokv BBefeHHs 3MiH NpOTArom 6-Tv Micauis
6nicTepi; no 1 abo 2 nicns 3aTBepmkeHHs
6nicTepy y KapTOHHIl
Kopobui
99. AENAKIH® cupon, 57,64 mr/mn; TOB Ykpaina KOHiTep JikBig dpaHuin BHECEHHS 3MiH 40 peecTpauiiHnx maTtepiasis: 3miHu Il Tuny - 3a UA/3817/01/01
Ne 1: no 150 mny "CaHodi- MaHydekuypiHr 3MiHu Woao0 6e3nekn/echekTUBHOCTI Ta hapMakoHarnsgy. peuenmom
thnakoHi; no 1 ABeHTiC 3MiHM y KOPOTKili XapaKTepuCTuLL NikapcbKoro 3acoby, TeKcTi
oNnakoHy 3 fO3yHuUMM YkpaiHa" MapKyBaHHS Ta iHCTPYKL,ii A/19 MEAMYHOro 3aCTOCYBaHHS Y

NPUCTPOEM 3
npo6koo-afanTopom B
KapTOHHI KOpoOLyi

3B'A3KY i3 HOBUMUW AA@HUMW 3 SAKOCTI, AOKNIHIYHUMU, KITIHIYHUMUN
JaHVMK Ta fjaHumy 3 chapmakoHarnsgy - 3MiHM BHeCeHO [0
IHCTPYKUi AN151 MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro 3acoby
[0 po3ainis "®apmakonoriyHi BnacTnsocTi”, "3acTocyBaHHA y
nepiog, BariTHOCTi abo roflysaHHs rpyaar”, "MepeosysaHHA".
BBefeHHS 3MiH NPOTAroM 6-TW MICALIB NIC/1A 3aTBEPAKEHHS.
3miHu |l TUNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
chapmakoHarnsgy. 3MiHW y KOpoTKili xapakTepucTui
NiKapCcbKOro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUIT Ans
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3assHuK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

MeAMYHOro 3aCTOCYBaHHSA Yy 3B'A3KY i3 HOBUMU AaHUMU 3
SIKOCTi, AOK/IHIYHUMMU, KNIHIYHUMW JaHUMK Ta AaHUMK 3
thapmakoHarnagy - 3MiHW BHECEHO [0 IHCTPYKLUIT Ans
MeJMNYHOro 3aCTOCyBaHHA NikapcbKoro 3acoby [0 po3Ainis
"Oco6nmBoCTi 3acTocyBaHHsA", "MobiuHi peakuii”. BBegeHHs
3MiH NPOTArom 6-Tu MicALIB Mic/a 3aTBEPAKEHHS

100.

LEPMA30N

Cyno3uTopii BariHasibHi
no 400 mr; no 5
CYNo3uUTOpIiB y CTpUNi;
no 1 a6o no 2 ctpunu
Y KapTOHHIi1 ynakoBLi

TOB
"TNELGAP
M NTO"

Ykpaina

KYCYM
XENTXKEP MNBT
nTa

IHgis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3mMiHa 3asBHUKA
(BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3
Big 23.07.2015 Ne 460): BBeieHHS1 3MiH NPOTAroM 6-Tu MicsLUIiB
nicns sarBepkeHHs. 3MiHu | Tuny - 3MiHN LWoAo
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3ara/lbHeHVX AaHnX Npo cucteMy hapMakoHarnagy
(BBEAEHHSA y3araslbHEHNX AAHNX NPO CUCTEMY
hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0coou,
BiANOBIAA/ILHOI 3a 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
0cobu 3 hapmakoHarnsay 3asiBHvKa 405 34iINCHEeHHS
hapmakoHarnsgy B YkpaiHi, SKL0 BOHa BiAMiHHA Bif,
YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 32 34iiCHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTakKTHI gaHi) Ta/abo 3miHn y
pO3MilLEeHHI MacTep-ghaiina cucteMun papmakoHarnsagy) 3miHa
YNOBHOBA&XEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
3pilicHeHHs1 papMakoHarnsgy. ditova pegakuisi: Dr. Sanjay
Kumar Mishra. MNponoHoBaHa pegakuisi: MNpuavMupcbka
Tamapa BonogymupiHa. 3MiHa KOHTAKTHUX JaHUX
YNOBHOBaXXEHOT 0COOM 3as1BHMKA, BignoBigasibHOI 3a
3[jiCHeHHs1 hapmakoHariagy. 3MiHa Micus 34iiCHEHHS
OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsgy.
3MiHa MicLe3HaxoMmKeHHs1 macTep-aiina cucremu
hapMakoHarnsay Ta moro Homepa.

6e3
peuyenma

UA/16144/01/01

101.

AEPMA30/®

Kpem, 20 mr/rno 15 r
a60 301y Ty6i; no 1
Ty6i B KQPTOHHIA
ynakoBLi

KYCYM
XENTXKEP
nBT NTA

IHAis

KYCYM
XEMTXKEP MBT
nTp

IHais

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | Tuny -
3MiHu 3 sKocTi. FoTOBWMIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOrO
nikapcbkoro 3acoby. 3MiHa y MeToAax BUNpoGyBaHHS
roTOBOro NikapcbKoro 3acoby (iHLWi 3MiHM y MeTogax
BMNpobyBaHb (BK/OYaoUM 3amiHy abo AonoBHEHHs)) CynyTHA
3MiHa
- 3MiHK 3 siKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKkapCcbKoro 3acoby. 3miHa napameTpis
cneundikauii Ta/abo JONYCTUMMX MEX FOTOBOTO NiKapCbKOro
3aco6y (iHwi 3miHn) (B.1.r.1. (x) 16) MpuBeaeHHs po3ainis
«CynpoBigHi AOMiLKN», «KifibKiCHE BU3HAYEHHSI» 0
MoHorpadii BP «Ketoconazole cream», fjito4oro sugaHHs:
Cneuudpikauis: MeToan KOHTPOSIO: METOAM KOHTPO/IIO 3a
nokasHukammn «CynpoBigHi 4OMILWKN» Ta «KinbkicHe
BU3HAYEHHS» NpuBeeHi A0 Aitovoi MoHorpadii BP. 3MiHu |
TUny - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. KoHTpob
roTOBOrO NikapcbKoro 3acoby (iHwi 3miHM) (OHoBNeHHA MK4A, a
came BVKafeHHsA TEKCTY YKPaiHCbKOI MOBOIO, 3TifHO
Cy4acHuX BUMOr)

6e3
peuyenma

UA/6725/02/01

102.

IEPMA30/N®

Kpem, 20 mr/r in bulk

KYCYM

IHAis

KYCYM

IHgis

BHECEHHS 3MiH A0 peecTpauiiHux martepianis: 3MiHu | Tuny -

UA/12479/02/01
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
Ne 504: no 15 r y Ty6i; XEJTXKEP XENTXKEP MNBT 3MiHK 3 siKoCTi. TOTOBWIA Nnikapcbkuii 3aci6. KOHTPOb roToBoOro
no 504 Ty6u B MNBT NTA, nTa nikapcbkoro 3acoby. 3miHa y MeToAax BUNpoGyBaHHS
KapTOHHIA ynakoBLj; in roToOBOro NikapcbKoro 3acoby (iHLWi 3MiHW y MeTogax
bulk Ne 320: no 30 ry BMNpobyBaHb (BK/OYaouM 3amiHy abo gonoBHeHHs)) CynyTHA
Ty6i; no 320 Ty6 B 3MiHa
KapTOHHIiA ynakoBL,i - 3MiHK 3 sKOCTi. FOoTOBUIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapCbKOro 3acoby. 3miHa napameTpis
cneundikauii Ta/abo AONYCTUMMX MEX FOTOBOTO NiKapCbKOro
3aco0y (iHwi 3miHn) (B.1.r.1. (x) 1B) MpuBeaeHHs po3ainis
«CynpoBigHi fOMiLKu», «KifbKiCHE BU3HAYEHHS» 0
MoHorpadii BP «Ketoconazole creams, Aito4oro BugaHHs:
Cneuudikauis: MeToan KOHTPOSIO: METOAM KOHTPO/IO 3a
nokasHukamm «CynposigHi 4OMILKW» Ta «KinbkicHe
BM3HAYEHHS» NpuBeaeHi A0 Aito4oi MoHorpaddii BP. 3miHu |
Tuny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO NlikapcbKoro 3acoby (iHwi 3miHM) (OHoBNeHHA MK4A, a
came BUKafeHHs TEKCTY YKPaiHCbKOK MOBOIO, 3TifHO
Cy4acHuX BUMOr)

103. | MKANAEC® BHYTpIiLLUHbOMATKOBA Baiiep Oy PiHNAHAIA Baitep Oy PiHNAHAIA BHECEHHS 3MiH 0 peecTpaviiHux matepianis: 3MiHu |l Tuny - 3a UA/13283/01/01
cucTtema 3 3MmiHu Wwoao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsgy. peyenmom
NleBOHOPrecTpesiom no 3MiHU Y KOPOTKili XapakTepucTuLji NikapCbKoro 3acoby, TeKCTi
13,5 mr; MapKyBaHHS! Ta IHCTPYKUii A1 MeANYHOr0 3aCTOCYBaHHA Y
BHYTpIiLLUHbOMATKOBA 3B'AA3KY i3 HOBVMM AaHWMU 3 SKOCTi, AOKMIHIYHUMMU, KTIHIYHUMUN
cuctema, JaHuMun Ta gaHumu 3 hapmakoHarnsgy - 3MiHM BHECEHO [0
BCTaHOB/IEHA Ha IHCTPYKUi AN MeAMYHOro 3aCTOCyBaHHS NiKapCbKoro 3acoby
BEPXHiil YacTuHi 00 po3ainy "OcobnnBocCTi 3acTocyBaHHS". BBeAeHHS 3MiH
npucTpoto ons nNpoTArom 3-X MicsLUiB Nicnia 3aTBepAXeHHs. 3MiHu Il Tuny -

BBE/leHHH, 3anasHa B 3MiHM Wwoao 6e3nekn/edekTMBHOCTI Ta chapMakoHarnsay.
okpemMomy 6nicTepi; no 3MiHU Y KOPOTKili XapakTepucTuLj NiKapCbKoro 3acoby, TeKCTi
1 6nicTepy B MapKyBaHHS Ta iHCTPYKL,iT 4715 MeANYHOro 3aCTOCyBaHHSA Y
KapTOHHIW nayu,i 3B'AA3KY i3 HOBVMM AaHUMW 3 SKOCTI, AOKNIHIYHUMMW, KTIHIYHUMYN
JaHuMun Ta gaHumu 3 hapmakoHarnsgy - 3MiHW BHECEHO [0
IHCTPYKUT ANA Me4MYHOro 3aCTOCyBaHHA NiKapcbKoro 3acoby
00 po3giniB "Ocob/MBOCTI 3aCTOCYBaHHS", "3acToCcyBaHHA y
nepiog, BaritHocTi abo rogyBaHHs rpyaato”, "Cnocié
3acTOCyBaHHSA Ta 403u". BBefeHHS 3MiH NpoTArom 3-x micsuis
nicns 3aTBepmKeHHs
104. | AIA30NIH rpaHynun ans opanbHoi | ToBapucTBO YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3MiHa 3asiBHUKa 6e3 UA/7633/01/01
ANa JITEN cycneHsii, 0,6 /100 3 BUPOGHMLTBA, (BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peyenma
MJ1, M0 9 1y do1aKoHi; 06MeXeHOo KOHTPO/b SIKOCTI, Big 23.07.2015 Ne 460): 3aTBepaxeHo: ToBapncTBO 3
no 1 cpnakoHy 3i Bignosigans BUNYCK cepil: 0o6MexXeHoto BignosiganbHicTo “AocnigHuii 3aBog "THLUC",
cTakaH4nMkom ans HICTIO ToBapucTso 3 YkpaiHa. 3anponoHoBaHo: TOBapuCTBO 3 0OMEXEHOID
npuiiomy nikiB y naui "®bapmaueBT 06MexeHo BiANoOBiAaNbHICTIO "®apmaveBTnyHa koMnaHis "340pos's”,
3 KapTOHY nyHa BiAMNOBIAA/IbHICTIO YKpaiHa. 3MiH1 BHECeHi B IHCTPYKLi0 A1 MegUyYHOro
KOMnNaHis "[locnigHwnii 3aBof, 3aCTOCYBaHHSA NiKapcbKoro 3acoby o0 BUYyHYEeHHS po3ainy
"3p0pos'a” "rHUCY, 3asBHMKa Ta MOro MicLLe3HaxXoKeHHS 3 BiAMOBIgHMMN 3MiHaMM
YkpaiHa; BCi cTagji B TEKCTi MapKyBaHHs yNakoBOK. BBeeHHS 3MiH NpoTAroM 6-Tu
BMPOGHMLTBA, MicALiB nicna 3aTBepaKeHHs. 3MiHu | Tuny - 3MiHN Wwoao
KOHTPO/b SKOCTI, 6e3nekn/edpeKTNBHOCTI Ta hapMakoHarisgy. BeegeHHs abo
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3assHuK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

BUMNYCK Cepil:
ToBapucTso 3
06MexeHot
BIANOBIAA/LHICTIO
"®apmMaueBTNYHa
KOMMaHis
"3p0pos'a”,
Ykpaina

3MiHW [0 y3arasibHEHUX AaHuX Npo cuctemy apmakoHarnsgy
(BBEAEHHS Yy3arasibHEHNX AaHUX NPO cUcTemy
thapmMakoHarnagy, 3amMiHa yrnoBHOBaXeHO! 0cobum,
BiNOBIAANbHOI 3a 3MjICHEHHS hapMmakoHarnsaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsay 3asBHuKa AN 34iICHEHHS
hapmMakoHarnagy B YkpaiHi, AKLO BOHa BifMiHHA Bif,
YNOBHOBaXKeHOI 0c0obM, BifNOBIfa/IbHOT 3a 34iCHEHHS
hapmakoHarnsgy (Bkovaouy KOHTaKTHI AaHi) Ta/abo 3miHu y
pO3MilLeHHi MacTep-dhaiina cucteMmu hapmakoHarnsgy) -
3MiHa yNnoBHOBaXKEHOI 0CcO6M 3asiBHMKA, BIANOBIAA/ILHOT 32
thapmakoHarnag. fitoua pegakuis: MnakciHa OneHa
BonogumupisHa. NponoHoBaHa pefakuis: LLieByeHko OneHa
IropiBHa. 3MiHa KOHTaKTHVX AaHnX YNOBHOBAXEHOI 0CO6M
3as1BHMKA, BignoBiga/IbHOI 3a 34iiICHEHHST chapMakoHarnsay.

105.

AIAKOBAN

TabneTtku, BKPUTI
NiBKOBOO
060/10HKO0, N0 500
MKr, no 10 TabneTtok y
6nictepi; no 3 abo no
10 6nicTepiB y
KapTOHHIA ynakoBL,i

TOB
"TNENDAP
M ATA"

YkpaiHa

TOB "KYCYM
DAPM"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHa 3asiBHUKa
(BnacHvKa peecTpauiinHoro noceig4veHHs) (3rigHo Hakasy MO3
Big 23.07.2015 Ne 460): BBeAeHHS 3MiH NPOTArom 6-Tu MicauiB
nicnsa 3aTBepAXeHHs. 3MiHu | Tuny - 3MiHW Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3araslbHeHVX AaHNX Npo cuctemy hapMakoHarnagy
(BBEAEHHS y3arasibHEHMX AaHUX NPO cucTemy
hapMakoHarnisgy, 3mMiHa yrnoBHOBaXXEHOT 0cobum,
BiANOBIAA/IbLHOI 32 34iiCHEHHA hapmakoHarnsay; KOHTakTHOT
0ocobu 3 hapmakoHarnsay 3asBHuUKa Ans 34iCHEHHS
hapmakoHarnsgy B YKpaiHi, SKLW0 BOHa BiAMiHHA Bif,
YMOBHOBaXEHOT 0co6y, BiANOBIAaIbHOT 3a 34iiCHEHHS
thapmakoHarnagy (BKIvaoun KOHTaKTHI AaHi) Ta/abo 3MiHu y
pO3MilLEeHHI MacTep-ghaiina cuctemmn papmakoHarnsagy) 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI 0COOM 3asBHUKA,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy.
3MiHa Micus 34jiCHEHHST OCHOBHOT AiSNIbHOCTI 3
thapmakoHarnsgy. 3mMiHa MicLe3HaxomkeHHss MacTep-haiina
cucTeMmn dhapmakoHarnsay Ta ioro Homepa

3a
peyenmom

UA/16294/01/01

106.

AIANINOH®

pO3unH ANns iHgysili 3
% no 10 mn a6o no 20
M1 B amnyni; no 5 abo
no 10 amnyn y navui 3
KapToHy; no 10 mn
abo no 20 mn B
amnyni; no 5 amnyn'y
6nicTepi; no 1 abo no
2 6nictepun y nayui 3
KapToHy

AT
"®apmak”

Ykpaina

AT "®apmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny -
3MiHM 3 siKocTi. [oToBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWIA 3aci6. 3MiHa nocTavasibHUKa
nakyBasilbHUX MaTepianis abo KOMMIEKTYHUMX (AKLLLO
3a3Ha4YeHo B A0CbE) (3aMiHa abo fofaBaHHsA NMocTavyasibHUKa) -
[oaBaHHA afbTEPHATVBHOIO NocTadYaibHUKa NakyBaslbHUX
marepianis, a came BHECEHHS a/lbTEPHATMBHOIO BYPOGHMKa
NepBUHHOTO NakyBaHHS — aMnyn BUpo6HuuTBa Cangzhou four
stars Glass Co. LTD, Kutaii, 6e3 3MiH/1 maTepiasly nepBUHHOIO
nakyBaHHS: amnynn 3 6pyHaTHOro ckna 3 KisibLem 3namy (abo
TOYKOHO Bif/10MY), NMEPLLOro rigpoiTUYHOTo Knacy, EMHICTIo 10
abo 20 M.

3a
peyerimom

UA/0794/01/01

107.

AIANMEHEM
1000

MOPOLUOK A/ PO3UNHY
Ans iH'ekuii no 1000
mr; 1 donakoH 3
MOPOLUKOM Y

Ckaii dapma
B3-TOB

O6'efHaHi
Apabcbki
Emipatu

Bpykc
Na6opaTtopic
Nimiteq

IHgis

BHECEHHS 3MiH 40 pPeeCcTpaLiiHNX MaTepiasliB: 3MiHa 3asiBHUKa
(BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakazy MO3
Bifg 23.07.2015 Ne 460); 3miHu | TUNY - 3MiHK LLOA0
6e3nekn/edpeKTMBHOCTI Ta hapMakoHarisgy. BeegeHHs abo

3a
peyenmom

UA/18862/01/01
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3assHuK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

KapTOHHiA KOpO6Li

3MiHW [0 y3arasibHEHUX AaHuX Npo cuctemy apmakoHarnsgy
(BBEAEHHS Yy3arasibHEHNX AaHUX NPO cUcTemy
thapmMakoHarnagy, 3amMiHa yrnoBHOBaXeHO! 0cobum,
BiNOBIAANbHOI 3a 3MjICHEHHS hapMmakoHarnsaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsay 3asBHuKa AN 34iICHEHHS
hapmMakoHarnagy B YkpaiHi, AKLO BOHa BifMiHHA Bif,
YNOBHOBaXKeHOI 0c0obM, BifNOBIfa/IbHOT 3a 34iCHEHHS
hapmakoHarnsgy (Bkovaouy KOHTaKTHI AaHi) Ta/abo 3miHu y
pO3MilLeHHi MacTep-dhaiina cucteMmu hapmakoHarnsgy) -
3MiHa yNnoBHOBaXKEHOI 0CcO6M 3asiBHMKA, BIANOBIAA/ILHOT 32
hapmakoHarnag. Aitoua pegakuis: Meten KipeH Bxeid T.
[MponoHoBaHa pefakuis: €peMeHko BaneHTuHa BikTopiBHa.
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0CO6U 3asBHNMKa,
BiANOBIAaUIbHOI 3a hapMakoHarifg. 3miHa Micus 34iiCHEHHS
OCHOBHOI AifsNbHOCTI 3 hapmakoHarnsgy. 3miHa
MiCLie3HaxopKeHHs1 MacTep-haiina cuctemu dhapmakoHarnsgy
Ta ioro Homep; 3MiHW | Tuny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta papmakoHarnsagy (iHwi 3miHu) -
3MiHN BHECEHO B TEKCT MapKyBaHHS YNakoBKU NiKapCbKoro
3aco0y WoA0 AoAaBaHHs iHdopMaLlii CTOCOBHO
HaliMeHyBaHHA Ta MiCLie3HaX0MKeHHs 3asaBHUKa. TepmiH
BBE/IEHHS 3MiH NPOTAroM 6 MicauiB nicns 3aTBepApkKeHHs

108.

LIOKCU30N
b®-
JAPHULA

po3ynH no 50 r abo no
100 r y chnakoHax a6o
6aHkax, no 1 conakoHy
abo 6aHui y nauui; no
200 rabo no 500 ry
onakoHax abo GaHkax

MpAT
"®GapmauesT
nyHa chipma

"fapHuus”

YkpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny -
3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBasibHWI 3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO JlikapCcbkoro 3acoby (3miHa macu/o6'emy BMICTY
KOHTeliHepa 6araTo030BOro Nikapcbkoro 3acoby Ans
HenapeHTepasibHOro 3acTocyBaHHs (abo 04HOL030B0Or0,
4acTKOBOrO BYKOPUCTaHHS)) - BBEAEHHS 40 MaTepiasis
peecTpaLiiHoro AOCbE anbTepHaTUBHMX YNakoBoK, a came: Nno
200 r Ta no 500 r y donakoHax abo 6aHkax, 3 BiAMoBigHUMMN
3MiHaMu 4o p. "YnakoBka". 3MiHVM BHECEHO B iHCTPYKLit0 An1s
MeAMYHOro 3acTOCyBaHHA /likapCbKoro 3acoby y po3gin
«YnakoBka» 3 BiAMOBIAHUMW 3MiHAMW Y TEKCTI MapKyBaHHS
yMakoBKM NikapcbKoro 3acoby. 3MiHu | Tuny - 3MiHN 3 SKOCTI.
[oTOBWIA NNikapcbkuMii 3aci6. KOHTPO/Ib rOTOBOrO NikapcbKoro
3acoby. 3miHa napameTpis cneuudikavin Ta/abo gonycTummnx
MEX rOTOBOrO Jlikapcbkoro 3acoby (iHwwi 3miHM). CynyTHSA 3MiHa
- 3MiHK 3 siKOCTi. FOTOBUIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapcbkoro 3acoby. 3miHa y meTogax
BMMPOGYBaHHS rOTOBOTO Jlikapcbkoro 3acoby (He3HauHa 3miHa
y 3aTBEPAXEHNX MeToAax BUNPoGyBaHHS) - Y 3B’A3KY 3
BBEEHHAIM a/lbTEPHATUBHOrO BUAY YNaKoBKU A5t
rocnitTanbHMX NOTpeo, SK HACMiAoK 3a3HaB 3MiH po3ain «Maca
BMICTY yNaKoBK1»

3a
peyenmom

UA/8021/01/01

109.

AOMPUA®

cycneHsis opasibHa, 1
mr/mn, no 60 mn abo
100 mn 'y chnakoHi, no
1 chnakoHy 3 MipHOK

TOB
"TNELGAP
M NTO"

Ykpaina

TOB "KYCYM
PAPM"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3mMiHa 3asBHUKA

(BnacHvika peecTpauiiHoro noceigyeHHs) (3rigHo Hakazy MO3

Big 23.07.2015 Ne 460): BBeeHHS 3MiH NPOTAroM 6-Tu MicsLiB
nicns 3aTBepmkeHHs. 3MiHu | Tuny - 3MiHu Wwoao

3a
peyerimom

UA/8976/02/01
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3assHuK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

NOXKOIO Y KAPTOHHIli
ynakoBLi

6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3araslbHeHVX AaHnX Npo cuctemy hapMakoHarnagy
(BBEAEHHS Yy3arasibHEHMX AaHUX NPO cucTemy
hapMakoHarnagy, 3MiHa yrnoBHOBaXXeHOT 0cobum,
BIANOBIAA/bHOI 32 34iiCHEHHSA dapMakoHarnsagy; KOHTakTHOT
0cobu 3 hapmakoHarnsay 3asBHUKa AN 34ICHEHHN
hapmakoHarnsagy B YKpaiHi, Ko BOHa BiAMiHHA Bif,
YMOBHOBaXEHOT 0c06U, BiANOBIAAIbHOT 3a 34iiCHEHHS
thapmMakoHarnagy (BKIovaroun KOHTaKTHI AaHi) Ta/abo 3miHW y
po3MilLeHHI MacTep-haiina cuctemu hapmakoHarnagy) 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI 0COOM 3asBHUKA,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy.
3MiHa MicLA 34iMCHEHHA OCHOBHOT AiANIbHOCTI 3
thapmakoHarnsgy. 3miHa MicLe3HaxomkeHHss MacTep-chaiina
cucTeMmn dhapmakoHarnsay Ta inoro Homepa

110.

AOMPUNA®

TabneTkn, BKPUTI
o6onoHkoto, no 10 wr,
no 10 TabneTtok y
6nictepi; no 1 abo no
3 6nictepu B
KapTOHHIA ynakoBL,i

TOB
"TNELGAP
M NTO"

YkpaiHa

TOB "KYCYM
PAPM"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3mMiHa 3asBHUKA
(BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3
Big 23.07.2015 Ne 460): BBeieHHSI 3MiH NPOTAroM 6-Tu MicsLUiB
nicns sarBepkKeHHs. 3MiHu | Tuny - 3MiHK LWoAo
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHVX AaHNX Npo cucteMy hapMakoHarnagy
(BBEAEHHS y3arasibHEHMX AaHUX NPO cUcTeMy
chapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0cobu,
BiANOBIAA/ILHOI 3a 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
0cobu 3 hapmakoHarnsay 3asiBHvKa 405 34iINCHEeHHS
hapmakoHarnsgy B YkpaiHi, SKL0 BOHa BiAMiHHA Big,
YNOBHOBaXEHOT 0CO6U, BiANOBIAAILHOI 32 34iiCHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTakKTHI gaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cucteMun papmakoHarnsagy) 3miHa
KOHTaKTHUX AaHMX YNOBHOBaXeHOi 0COOM 3asBHUKA,
BiANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnsagy.
3MiHa Micus 34jACHEHHS OCHOBHOI AisS/IbHOCTI 3
thapmakoHarnsgy. 3miHa MicLie3HaxomkKeHHs1 MacTep-haiina
cucTeMmn dhapmakoHarasiay Ta ioro Homepa

6e3
peuenma

UA/8976/01/01

111.

IOMPUA®SR

TabneTky,
NPOIOHIOBaHOT Aji No
30 wr, no 10 TabneTok
y 6nicTepi; no 1 abo
no 3 6nictepu B
KapTOHHI ynakosL,i

TOB
"TNELAP
M ITA"

YkpaiHa

TOB "KYCYM
DPAPM"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3MiHa 3asiBHUKa
(BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3
Bif 23.07.2015 Ne 460): BeeAeHHS 3MiH NpOTArom 6-Tu MicaLiB
nicnsa 3aTBepmxeHHs. 3MiHu | Tuny - 3MiHW Woa0
6e3nekn/edpekTBHOCTI Ta hapMakoHarnsgy. BeegeHHs abo
3MiHW A0 y3arasibHEHUX AaHuX Npo cuctemy hapmakoHarnsgy
(BBEfEHHSA Y3arasIbHEHUX JaHWX MPo cucTemy
hapmMakoHarnsgy, 3mMiHa yrnoBHOBaXeHOT 0cobu,
BIANOBIAANbHOI 3a 34iiCHEHHSA ddapmakoHarnsaay; KOHTakTHOT
0cobu 3 hapmakoHarnsay 3asBHUka AN 34IACHEHHN
hapmMakoHarnagy B YkpaiHi, KO BOHa BigMiHHA Bif,
YMOBHOBaXEHOT 0c06U, BigNOBiAaIbHOT 3a 34iCHEHHS
hapmakoHarnsgy (Bkovakouy KOHTaKTHI AaHi) Ta/abo 3miHu y
PO3MiLLEHHI MacTep-ghaiina cucteMun papmakoHarnsgy) 3MiHa
KOHTaKTHMX AAHMX YNOBHOBaXXEHOI 0CO6M 3asiBHUKA,

3a
peyenmom

UA/8976/03/01
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3assHuK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

BiANOBiAa/IbHOT 3a 34iiCHEHHSA hapmakoHarnsgy.
3MiHa Micus 34iICHEHHS1 OCHOBHOI AisS/TbHOCTI 3
thapmakoHarnsgy. 3MiHa MicLie3HaxomKeHHs1 MacTep-chaiina
cucTeMmn dhapmakoHarasay Ta ioro Homepa

112.

[IOP3AME],

Kpanni oO4Hi, po34nH 2
% no 5 My priakoHi-
KpanenbHuui; no 1
chnakoHy-kpanenbHuLj
B KapTOHHIi Kopo6Lyi

TOB
«YOPN[,
MEANLINH>

YkpaiHa

K.O. "POM®APM

KOMMAHI C.P.J1."

PymyHis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianiB: 3mMiHa 3asBHUKA
(BnacHvika peecTpadiiiHoro noceigyeHHs) (3rigHo Hakasy MO3
Bif 23.07.2015 Ne 460). 3aTBepaxeHo: YOPNA MEAVNLNH
NTA, Mpysia / WORLD MEDICINE LTD, Georgia.
3anponoHoBaHo: TOB «YOP/A MEANLINH», YkpaiHa /
WORLD MEDICINE, LLC, Ukraine. 3MiHu | Tuny - 3miHn woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3ara/lbHeHVX AaHnX Npo cucteMy hapMakoHarnagy
(BBEAEHHS y3arasibHEHMX AaHUX NPO cUcTeMy
hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0coou,
BiANOBIAA/ILHOI 3a 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
0cobu 3 hapmakoHarnsay 3asiBHvKa 405 34iINCHEeHHS
hapmakoHarnsgy B YkpaiHi, SKL0 BOHa BiAMiHHA Bif,
YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 32 34iiCHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTakKTHI gaHi) Ta/abo 3miHn y
po3MilLeHHi MacTep-ghaiina cucteMmun hapmakoHarnsagy) -
3MiHa YNOBHOBaXXeHOT 0CO6M 3asiBHUKA, BiANOBiLaIbHOI 3a
hapmakoHarnag. fivoua pegakuis: PycyaaHd Ecakis / Rusudan
Esakia. MNponoHoBaHa pegakuis: Myano NaHHa CTaHicnasiBHa.
3MiHa KOHTaKTHMX AaHUX YNOBHOBAXEHOT 0CO6W 3asiBHYMKA,
BiANOBIAaUIbHOI 3a hapmakoHarnag. 3miHa Micus 34iiCHEHHSA
OCHOBHOI AisiNIbHOCTi 3 hapmakoHarnsagy. 3miHa
MicLie3HaxopKeHHs1 macTep-haiina cuctemu
thapmakoHarnagy. 3MiHu | Tuny - 3MiHn LWoAao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu) -
OHOB/IEHHS TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro 3acoby
3 BHECEHHAM iHdhopmaLii WoA0 3a3HaYeHHs OANHULLb
BMMIpIOBaHHS y cuctemi Sl. BHeceHHst 3mMiH fo po3giny
«MapkyBaHHa» MKA N13. 3atBepaxeHo: MAPKYBAHHA.
TeKCT MapKyBaHHA NepBUHHOT YNakoBKu
TekcT MapkKyBaHHS BTOPVMHHOI yNakoBkn 3anponoHOBaHo:
MAPKYBAHHSA. 3rifHO 3aTBEPAXEHOr0 TEKCTY MapKyBaHHSI.
TepMmiH BBELlEHHS 3MiH NpOTArom 6 micauis nicns
3aTBEPAKEHHS.

3a
peyenmom

UA/12079/01/01

113.

APOMNJIEKC

Kpanni ByLUHi, PO34uH;
nolswmny
nosiMepHuX
hnakoHax-
KpanesibHuusax; no 1
donakoHy-KpanenbHuLi
B KapTOHHIi Kopo6Lyi

TOB
"YOPA[,
MEANLAH"

YkpaiHa

K.O. «Pomdpapm
KomnaHi C.P.J1.»

PymyHis

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3mMiHa 3asiBHUKa
(BnacHvKa peecTpauiinHoro noceigveHHs) (3rigHo Hakasy MO3
Big 23.07.2015 Ne 460): 3MiHN BHECEHI B IHCTPYKLiO A/1A
MeAMYHOro 3acTOCyBaHHA /likapCbKoro 3acoby y po3ain
"3asBHVK" 3 BiANOBIAHMMN 3MiHAMU B TEKCTi MapKyBaHHS
ynakoBOK. BBefleHHsA 3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHS. 3MiHM | TUNY - 3MiHK Woa0
6e3nekn/edekTUBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3araJlbHeHVX AaHnX Npo cuctemy hapMakoHarnagy
(BBEAEHHS y3arasibHEHMX AaHUX NPO cUcTemy
dhapMakoHarnisgy, 3MiHa ynoBHOBaXEHOT 0cobu,

6e3
peuyenma

UA/12428/01/01
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3assHuK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

BiANOBIAANbLHOI 3a 3MjiCHEHHS hapmakoHarnsaay; KOHTaKTHOI
0ocobu 3 hapmakoHarnisgy 3asBHVKa AN 34iICHEHHS
thapmMakoHarnagy B YkpaiHi, AKLO BOHa BifMiHHA Bif,

YNOBHOBaXKeHOI 0c0obK, BifNOBIfa/IbHOT 3a 34iCHEHHS
hapmakoHarnsgy (Bkovaouy KOHTaKTHI AaHi) Ta/abo 3miHu y
pO3MilLEHHI MacTep-ghaiina cucteMun papmakoHarnsgy) 3MiHa

YNOBHOBaXXEHOT 0CO6M 3as1BHMKA, BifnoBigasibHOI 3a
chapmakoHarnsag,.

[Oitova pepakuis: PycynaH Ecakis / Rusudan Esakia.
MponoHoBaHa pepakuis: Myano MaxHa CtaHicnasiBHa. 3MiHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI 0COOM 3asBHUKA,
BiANOBIAa/IbHOI 3a hapMakoHaraa. 3MiHa Micus 34iicHEHHSA
OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsagy. 3miHa
MicL,e3HaxoMKeHHs macTep-dhaiina cuctemm
thapmakoHarnsagy. 3miHu | Tuny - 3MiHu Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnagy (iHLwi 3mMiHun)
BHECEHHS 3MiH 0 po3ainy «MapkyBaHHsA» MKA N13
3arBepaKeHo:

MAPKYBAHHA flogaeTbca 3anponoHosaHo: MAPKYBAHHA
3riAHO 3aTBEPLPKEHOr0 TEKCTY MapKyBaHHsi OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby 3 BHECEHHSM
iHchopmauii LLoA0 3a3HAYEHHS O4MHULb BUMIPIOBAHHS Y
cuctemi Sl.

BBefieHHA 3MiH NPOTAroM 6-TW MICALIB NiC/1A 3aTBEPAXEHHS.

114.

AYTNNMAKC
®

Tabnetkn, 500 mr/1 mr
no 15 tabnetok y
6nictepi; no 2 abo no
4 6nictepu y Kopobui

TOB
"TNELGAP
M NTO"

YkpaiHa

TOB "KYCYM
PAPM"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuxX maTtepianis: 3mMiHa 3asBHUKA
(BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3
Bifg 23.07.2015 Ne 460): BBeieHHS1 3MiH NPOTAroM 6-Tu MicsLUIiB
nicns sarBepkeHHs. 3MiHu | Tuny - 3MiHN LWoAo
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHVX AaHNX Npo cucteMy hapMakoHarnagy
(BBEAEHHSA y3araslbHEHNX AAHNX NPO CUCTEMY
chapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0cobu,
BiANOBIAA/ILHOI 3a 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
0cobu 3 hapmakoHarnsay 3asiBHvKa 405 34iINCHEeHHS
hapmakoHarnsgy B YkpaiHi, SKL0 BOHa BiAMiHHA Big,
YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 32 34iiCHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTakKTHI gaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cucteMun papmakoHarnsagy) 3miHa
KOHTaKTHUX AaHMX YNOBHOBaXeHOi 0COOM 3asBHUKA,
BiANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnsagy.
3MiHa Micus 34jACHEHHS OCHOBHOI AisS/IbHOCTI 3
thapmakoHarnsgy. 3miHa MicLie3HaxomkKeHHs1 MacTep-haiina
cucTeMmn dhapmakoHarasiay Ta ioro Homepa

3a
peyerimom

UA/12474/01/01

115.

AYTNNMAKC
®

Tabnetkn, 500 Mr/2 mr
no 15 tabnertok y
6nicTepi; no 2 abo no
4 6nictepmn y kopobui

TOB
"TNELAP
M ITA"

YkpaiHa

TOB "KYCYM
DPAPM"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3MiHa 3asiBHUKa
(BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3
Bif 23.07.2015 Ne 460): BeeAeHHS 3MiH NpOTArom 6-Tu MicaLiB
nicnsa 3aTBepxeHHs. 3MiHu | Tuny - 3MiHW Woa0
6e3nekn/edpekTBHOCTI Ta hapMakoHarnsgy. BeegeHHs abo
3MiHW A0 y3arasibHEHUX AaHWX Npo cucTemy hapmakoHarnsgy

3a
peyenmom

UA/12474/01/02
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
(BBEAEHHSA y3arasIbHEHUX AaHuX Npo cucTemy
hapmakoHarnsgy, 3MmiHa ynoBHOBaXKeHoi 0cobu,
BiANOBIAA/ILHOI 3a 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
0co6u 3 hapmakoHarnsay 3asaBHUKa AN 34iIACHEHHSN
thapmakoHarnsgy B YKpaiHi, K0 BOHa BiAMiHHA Bif,
YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 32 34iiCHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTakKTHI gaHi) Ta/abo 3MiHn y
pO3MilLEHHI MacTep-ghaiina cuctemun papmakoHarnsagy) 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEeHOi 0COOM 3asBHUKA,
BiNOBiAa/1bHOT 3a 34iiCHEHHA hapmakoHarnsgy.
3MiHa Micus 34iCHEHHS1 OCHOBHOI AisS/TbHOCTI 3
thapmakoHarnagy. 3MiHa MicLie3HaxomkKeHHss MacTep-haiina
cucTeMmn dhapmakoHarnsay Ta ioro Homepa
116. | EBKABAN® emynbcis, 31/10 1 B Ecnapma HimeuunH BWMYCK Cepii: HimeuunHa BHECEHHS 3MiH 40 peecTpauliiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/5753/01/01
BA/Ib3AM 100 r no 25 mn, abo eX a Ecnapma Mv6X, 3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOrO peyenma
no 40 mn, a6o no 100 HimeuunHa; nikapcbKoro 3acoby. 3miHa napameTpis cneuudikauii Ta/abo
M B Ty6i, Mo 1 Ty6i B BMPOGHMLTBO L0NyCTUMKX MEX rOTOBOTO JliKapCbKoro 3acoby (BUy4eHHs
KapTOHHIlA KOpooLi Hepo3hacoBaHOro He3Ha4yHOro nokasHuka (Hanpukiag, 3actapifioro nokasHvika,
NPOAYKTY, TaKoro Sk 3anax Ta cMak, abo igeHTudikauis 6apBHUKIB un
nepBuHHE CMaKoBUX 406aBOK)) - BUyYEHHS HE3HAYHOrO NOKa3HMKa
nakyBaHHs, «nHamiyHa B'a3kicTb» (Ph. Eur. 2.2.8) 3i cneyndpikauii 13
BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI:
NixtenxenbAt
M6X
dPapmaueBTMyHa
habpuka,
Himeuynna
117. | EK30/IK PO34MH HaLLKipHWiA 1 MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 6e3 UA/16629/01/01
%, no 10 mn a6o no "Ximcpapmsa "Ximcpapmsasog 3MiHu 3 sKocTi. FoTOBWMIA NikapCbkuii 3aci6. 3MiHN y peyenma
20 mn y donakoHi; no 1 BO4 "UepBoHa 3ipKa" BMPOGHMLTBI. 3amiHa abo BBeAEHHS AOAATKOBOI Ai/TbHUL
dhnakoHy B nauuj "UepBoHa BMPOOHULTBA 4715 YACTMHU abo BCbOro BUPOGHNYOro npoLiecy
3ipka" roTOBOrO NiKkapcbKoro 3acoby (AiNbHULSA, Ha SKili TPOBOASATHLCSA
6yab-AKi BUPO6HUYI CTagAji, 3a BUHATKOM BUNYCKY CepiiA,
KOHTPOJIH0 AKOCTi, NEPBMHHOIO Ta BTOPUHHOTO NakyBaHHSA, A1
HecTepwIbHUX Nikapcbknx 3acobiB) BBEAEHHS A0 maTepianis
peecTpavuiiiHoro AoCbe A,0AaTKOBO A0 iCHYHUOI AinbHML (Nel
a60 Ne2 uexy Nel) Bupo6HULTBA, HOBOI AinbHuMLi (Nel uexy
Ne3) BMpPOGHMLTBA rOTOBOrO JliKapcbkoro 3acoby, Ha
iCHYt04OMY BMPOGHUYOMY MaidaHuuky, 6e3 3miHu agpecu
MiCLSi NPOBaMKEHHS AiSiNIbHOCTI.
118. | EK/MIPA® NMopOoLIOK ANs BEP/IH- HimeuumnH IHgacTpiac IcnaHis BHECEHHS 3MiH 40 peecTpauiiHnx MmaTepiasis: 3miHu Il Tuny - 3a UA/15563/01/01
DKEHYEWP® | inransuiii, 322 XEMI Al a dapmaceyTikac 3MiHu Woao0 6e3nekn/edheKTMBHOCTI Ta hapMakoHarnsgy. peuenmom
MKr/go3y, no 30 o3 Anwmipan C.A. 3MiHU Y KOPOTKili XapakTepucTuLi NikapCbKoro 3acoby, TeKCTi
MOPOLLKY B iHras1ATOpI; MapKyBaHHS Ta IHCTPYKLT 4115 MeMYHOro 3aCTOCyBaHHSA Y
no 1 iHransAtopy B 3B'A3KY i3 HOBUMUW AA@HUMW 3 SAKOCTI, AOKNIHIYHUMU, KITIHIYHUMUN
N1acTMKOBOMY NakeTi JaHVMK Ta fjaHumy 3 chapmakoHarnsgy - 3MiHM BHeCeHO [0
B KOPOOLLi 3 KAPTOHY; IHCTPYKUIi AN MeAMYHOro 3aCTOCyBaHHS NiKapCbKoro 3acoby
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3assHuK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

no 60 [03 NOPOLLKY B
iHransTopi; no 1 a6o 3
iHranaTopu B
N1acTMKOBOMY NakeTi
KOXeH y KopobLi 3
KapTOHY

00 po3ginis "®apmakonoriyHi BnactusocTi”
("®apmakokiHeTmka"), "MobiuHi peakyii” ("AokNiHiYHI AaHi 3
6e3nekn"). 3miHu Il TUNY - 3MiHK WOA0 6e3nekn/echeKTUBHOCTI
Ta hapmakoHarnsgy. 3mMiHU y KOpOTKili xapakTepucTu
NikapcbKoro 3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKLiT A4S
MeAMYHOro 3acTOCYBaHHA Yy 3B'A3KY i3 HOBUMU AaHVMU 3
AKOCTI, AOKNIHIYHUMU, KIHIYHUMUN JaHUMW Ta JaHUMK 3
hapmakoHarnsgy - 3mMiHv BHECEHO A0 iHCTPYKLii 4N
MeAMYHOro 3acToCyBaHHA MikapCbKoro 3acoby Ao po3giny
"MpoTunokasaHHA".
3miHu |l Tuny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOpPOTKili XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKLIT Ans
MeAMYHOro 3acTOCYBaHHA y 3B'A3KY i3 HOBUMW AaHMU 3
AKOCTI, AOKMIHIYHUMU, KNIHIYHUMW JaHUMU Ta AaHUMK 3
hapmakoHarnsagy - 3mMiHM BHECEHO A0 iHCTPYKUiT A1
MeJMNYHOro 3aCTOCYBaHHS MikapCbKoro 3acoby [0 po3ainis
"®apmakonoriyHi BnactusocTi” ("®apmakogmHamika"),
"Ocob6nuBocTi 3acTocyBaHHA ", "Mob6iuHi peakuii”. 3miHu Il Tnny
- 3MiHM Wwopao 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay.
3MiHU Y KOPOTKili XapakTepucTuL,j NikapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 4115 MeAMYHOro 3aCTOCYBaHHSA Y
3B'AA3KY i3 HOBVMM AaHWMU 3 SKOCTi, AOKMIHIYHUMMU, KITIHIYHUMYN
JaHuMun Ta gaHumu 3 hapmakoHarnsgy - 3MiHM BHECEHO [0
IHCTPYKLi 415 MeguyYHOro 3acTocyBaHHS NikapCbKoro 3acoby
00 po3giny "Cnocib 3acTocyBaHHs Ta fo3n"”

119.

EKNIPA®
MKEHYENP®

NOPOLLIOK A”A
iHranauin, 322
Mkr/go3y, no 30 go3
NOPOLLKY B iHransATopi;
no 1 iHransTopy B
NNacTVKOBOMY MakeTi
B KOPOOLL 3 KAPTOHY;
no 60 03 NOPOLLKY B
iHransTopi; no 1 a6o 3
iHranaTopu B
N1acTMKOBOMY NakeTi
KOXeH y KopobLi 3
KapTOHY

BEP/IH-
XEMI Al

HimeuunH
a

IHpacTpiac
dapmaceyTikac
Anwmipan C.A.

IcnaHis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu Il Tuny -
3MiHM Wwoao 6e3nekn/edekTMBHOCTI Ta chapMakoHarnsay.
3MiHU Y KOPOTKili XapakTepucTuLj NiKapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKL,iT 4715 MeANYHOro 3aCTOCyBaHHSA Y
3B'AA3KY i3 HOBVMM AaHUMW 3 SKOCTI, AOKNIHIYHUMMW, KTIHIYHUMYN
AaHUMKN Ta AaHvmy 3 hapmakoHarnsgy - 3MiH1M BHECEHO A0
IHCTPYKUT ANA Me4MYHOro 3aCTOCyBaHHA NiKapcbKoro 3acoby
[0 po3ginis "®apmakonoriyHi BnactusocTi”
("®apmakokiHeTnka"), "MobiuHi peakyii” ("AoKNiHIYHI AaHi 3
6e3nekun”); 3minm Il Tuny - 3mMiHK Woao 6e3nekn/eddeKTUBHOCTI
Ta papmakoHarnsagy. 3mMiHu y KOpoTKili XxapakTepucTuui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHA Yy 3B'A3KY i3 HOBUMU AaHVMU 3
AKOCTI, AOKNIHIYHUMW, KTIHIYHMUN JaHUMW Ta JaHUMK 3
hapmakoHarnsgy - 3mMiHM BHECEHO A0 iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby Ao po3giny
"MpoTunokasaHHa"; 3miHu |l Tuny - 3MiHN LWoAao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. 3miHv y KOpoTKil
XapakTepucTuLli Nikapcbkoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLi 415 MeAUYHOrO 3aCTOCYBaHHS Y 3B'A3KY i3 HOBUMU
LaHUMM 3 SIKOCTi, AOKNIHIYHUMW, KNIHIYHUMW faHUMKU Ta
OaHumn 3 hapmakoHarnsgy - 3MiH1 BHECEHO [0 iHCTPYKUT
ANa MeAnYHOro 3acTOCyBaHHS NikapCbkoro 3acoby A0 po3ainis
"apmakonoriyHi BnactmeocTi” ("®apmakogmHamika®),

3a
peyenmom

UA/15563/01/01
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3assHuK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

"Oco6nmBocTi 3acTocyBaHHA ", "Mo6iuHi peakyii”; 3miHu Il Tuny
- 3MiHM Wwopao 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay.
3MiHU Y KOPOTKili XapakTepucTuL,j NikapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 4115 MeAMYHOro 3aCTOCYBaHHSA Y
3B'AA3KY i3 HOBVMM AaHWMU 3 SKOCTi, AOKMIHIYHUMMU, KITIHIYHUMYN
JaHuMun Ta gaHumu 3 hapmakoHarnsgy - 3MiHM BHECEHO [0
IHCTPYKLi 415 MegUyYHOro 3acTocyBaHHS NiKapCbKoro 3acoby
00 po3giny "Cnocib 3acTocyBaHHs Ta fo3n"”

120.

EPYMHIN

TabneTkn no 2 Mr; no
10 TabneTok y
6nicTepi; no 3
6nicTepy B KAPTOHHii
Kopobui

neHmapk
dPapmacbioT
vikans Ji1a,.

IHAis

neHmapk
PapmacboTrKan3
nro.

IHAis

BHECEHHS 3MiH [j0 peecTpaLiiiHux MaTepiasis: 3MiHu | Tuny -
3MiHM Wwoao 6e3nekn/edekTMBHOCTI Ta chapMakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuL, NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLT AN MeAUYHOro 3acToCyBaHHA Ha
nigcTasi perysispHO OHOB/IIOBAHOIO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo focnimxeHb 3 6e3neky 3acTOCyBaHHSA
nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios, abo sk
pe3ynbTaT OUiHK/ 3BITY 3 AOC/iMKEHb, MPOBEAEHNX BiAMNOBIAHO
[0 nnaHy negiatpuyHux gocnigkersb (PIP) (3MiHy y3rogkeHo 3
KOMNETEHTHUM YNOBHOBAXKEHVM OPraHoM) - 3MiHW BHECEeHi 10
IHCTPYKL|i 415 MeAUUYHOro 3acTOCyBaHHS JlikapCbKoro 3acoby y
po3ain "Mo6iyHi peakwyii” BigNoBIgAHO A0 OHOBMEHOI iHChopMaL,i
3 6e3neku Ajloyoi peyoBUHW. BBEAEHHS 3MiH NPOTAroM 6-Tn
MiCALIB MiC/1A 3aTBEPKEHHS

3a
peyenmom

UA/14981/01/01

121.

EPYMHIN

TabneTkn no 4 mr; no
10 TabneTok y
6nictepi; no 3
6nicTepy B KAPTOHHii
Kopobui

neHmapk
PapmacboT
vkan3 Jita,.

IHAjA

nenmapk
PapmacboTrKan3
nra.

IHAjsA

BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny -
3MiHuM Wopao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsmy.
3MiHa y KOpOTKili XapakTepucTyL,i NiKapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLT AN MeAnYHOro 3acToCcyBaHHA Ha
nigcTasi perysisipHO OHOBJ/IOBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbkoro 3acoby B nmicnspeecTpaviliHvin nepioa, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHb, NPOBEAEHMX BiANOBIAHO
[0 nnaHy negiatpuyHux gochigkerb (PIP) (3MiHy y3rogkeHo 3
KOMNETEHTHUM YNOBHOBEXKEHVIM OPraHoM) - 3MiHW BHECeHi [j0
IHCTPYKLT ANA MegMYHOro 3aCTOCyBaHHS NiKapcbKoro 3acoby y
po3gain "Mo6iuHi peakuii” BigNOBIgHO A0 OHOBAEHOI iHChopMmaL,i
3 6e3neku fjiloyoi peyoBVHW. BBEAEHHS 3MiH NPOTArOM 6-Tn
MicsILiB Micns 3aTBepAKEHHS

3a
peyenmom

UA/14981/01/02

122,

EPYIMHIN

TabneTk no 8 mr; no
10 TabneTok y
6nictepi; no 3
61icTepy B KApTOHHIl
KopoobLi

FneHmapk
dapmacboT
vkan3s Jita,.

IHais

neHmapk
dapmacboTrKan3
nra.

IHgis

BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasliB: 3MiHW | Tuny -
3MiHu Woao0 6e3nekn/echekTUBHOCTI Ta hapMakoHarnsgy.
3MiHa y KOpOTKili XxapakTepucTuL nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLT A1 MeAnYHOro 3acToCyBaHHA Ha
nigcTasi perynsipHo OHOB/IHOBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3nekn 3acTocyBaHHS
nNikapcbKoro 3acoby B nicaspeecTpauiiHnin nepiod, abo sik
pesynbTaT OLiHKM 3BITY 3 AOCNIMKEHb, NPOBEAEHNX BiANOBIAHO
[0 nnaHy negiatpuyHux gocnigxers (PIP) (3MiHy y3rogkeHo 3
KOMMNETEHTHUM YNOBHOBaXKEHVIM OPraHoM) - 3MiHW BHECEeHi [j0
IHCTPYKLUT 419 MeANYHOro 3acTOCyBaHHA NikapCbKoro 3acoby y
po3gain "Mo6iyHi peakuii” BiANOBIAHO A0 OHOBAEHO! iHChopMaLii
3 6e3neku Ailoyoi pe4yoBUHN. BBEAEHHS 3MiH NPOTAroM 6-Tn

3a
peyenmom

UA/14981/01/03
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
MicALIB M/ 3aTBEP)KEHHS
123. | EPYMHIN Tabnetku no 2 neHmMapk IHgis neHmapk IHAjs BHECEHHS 3MiH 40 peecTpauliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/14985/01/01
nntoc mr/0,625 mr; no 30 dapmacboT dapmacboTukans 3MiHuM Wopao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsmy. peuenmom
Tabnetok B 6nicTepi; vkans /174, nra. 3MiHa y KOpPOTKiil XapakTepucTuLi NikapcbKoro 3acoby, TEKCTi
no 1 6nictepy B MapKyBaHHS Ta IHCTPYKLT AN MeAUYHOro 3acToCyBaHHA Ha
namMiHOBaHOMY nakeTi; nigcTasi perysisipHO OHOBJ/IOBAHOTO 3BITY 3 6e3neku
no 1 nakety B nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3nekn 3acToCcyBaHHS
KapTOHHIA Kopoo6Li nikapcbKoro 3acoby B micnsipeecTpaviiiHvin nepios, abo sk
pesynbTaT OLiHKM 3BITY 3 AOCAIMKEHb, NPOBEAEHNX BiANOBIAHO
[0 nnaHy negiatpuyHunx gochigxkersb (PIP) (3MiHy y3rogkeHo 3
KOMNETEHTHUM YNOBHOBAXEHUM OpraHom) - 3MiHV BHECEHi [0
IHCTPYKUI ANA Me4MYHOro 3aCTOCyBaHHA NiKapcbKoro 3acoby y
po3gain "Mo6iuHi peakuyii” BigNOBIgHO 4O OHOBNEHOI iHChopMaL,i
3 6e3neku fjroyoi peyoBuHY. BBeAeHHS 3MiH NpoTAarom 6-Tn
MicsILiB Micns 3aTBepAKEHHS
124. | EPYMNHIN Tabnetku no 4 mr/1,25 neHmapk IHAis "neHmapk IHAiA BHECEHHS 3MiH 40 peecTpaliintHux maTepiasis: 3MiHu | Tuny - 3a UA/14985/01/02
nntoc mr; no 30 TabneTok B dapmacbioT PapmacboTnkan3 3MiHu Woao 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay. peyenmom
6nictepi; no 1 vkans Jita,. nra. 3MiHa Y KOpPOTKiil XapakTepuCTuLi NikapCbKoro 3acoby, TEKCTI
6nictepy B MapKyBaHHS Ta iHCTPYKUIT A/19 MEeANYHOro 3aCTOCYBaHHA Ha
naMiHoOBaHOMY nakeTi; nigcTaBi peryaisipHo OHOBJ/THOBAHOIO 3BiTYy 3 6e3neku
no 1 nakety B nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3nekn 3acToCcyBaHHS
KapTOHHI KopoobLi nikapcbkoro 3acoby B micnspeecTpaviliHvin nepiod, abo sk
pesynbTaT OLiHKM 3BITY 3 AOCNIMKEHb, NPOBEAEHNX BiAMNoBigHO
00 nnaHy negiatpuyHux gocnigpkers (PIP) (3MiHY y3rompkeHo 3
KOMMETEHTHUM YNOBHOBaXXEHNM OpraHoM) - 3MiHU BHECEHi A0
IHCTPYKLUT 4119 MeANYHOro 3acTOCyBaHHA /ikapCbKoro 3acoby y
po3ain "Mo6iyHi peakuii™ BigNOBIAHO L0 OHOB/EHOT iHhopmaLii
3 6e3neku Aiyoi peyoBmHW. BBegeHHs 3MiH NpoTsarom 6-tu
MicsLiB MicNsa 3aTBEPAKEHHSA
125. | ECOATUN rens, no 40 ry Ty6i; AT YkpaiHa AT "Nly6Huapm" Ykpaina BHECEHHSA 3MiH [0 peecTpayiiiHux maTtepianis: 3MiHu | Tuny - 6e3 UA/2105/01/01
no 1 Ty6i B nauyi 3 "Nly6Hndhap 3MiHuM 3 SIKOCTi. [OTOBMIA Nikapcbkuii 3aci6. KOHTPOb FOTOBOTO peyenma
KapTOHy m" nikapcbkoro 3acoby. 3miHa y meToAax B1UnNpobyBaHHS
roTOBOrO NliKapcbKoro 3acoby (iHLWi 3MiHM y MeTogax
BMNPOGYBaHb (BKOYAOUM 3aMiHy ab0 AOMNOBHEHHS))
MpuBeaeHHA METOAMK KOHTPO/II0 FOTOBOTO /liKapCbKOro 3acoby
n. «lpeHTundpikauis» Ta «KinbkicHe BU3HAYEHHS» renapuHy
HaTpilo 40 BUMOT 3arasibHoi cTatTi (6ionoriyHuii meTtoa) AdY*
2.7.5.
126. | ECUMTANON | nopoLuok XKeiizsH KnTaii XKeiizsiH Xyaxaii KuTaii BHECEHHS 3MiH 10 peecTpaLiiHnx maTepianis: 3MiHu | Tuny - - UA/16165/01/01
PAMY KpucTaniyHmi Xyaxaii dapmacboTikan 3MiHu 3 sKocTi. CepTudpikaT BignosigHocTi/l E-cepTudikar
OKCANAT (cybeTaHuis) y dapmachboTi Ko., NTg. BiANoBigHOCTI €Bponelichbkiin hapmakonei/MoHorpadii.
nonieTnIeHoBmX Kan Ko., MopaHHA HoBOro abo oHoBEHOro cepTuddikaTa BiANOBIAHOCTI
naketax gns nrp. ab0o BUNyYeHHs cepTudikaTta BignoBigHOCTI EBponeichkiii
hapMaLeBTUYHOTO thapmakonei: gns A®l; ans BUXiAHOro
3acTOoCyBaHHA marepiany/peareHTy/NpOMIKHOTO NPOAYKTY, L0

BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; A5 AONOMIKHOT
peyoBUHM (CepTudikaTt BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBNEHWI cepTudikarT Bif, yxe
3aTBEPAKEHOIO BUPOOHMKA - NOAAHHSI OHOB/IEHOTO
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3assHuK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

cepTundikaTy BignoBigHOCTI EBponelickkiit thapmakonei Ne RO-
CEP 2016-178-Rev 02 (3aTBepgxeHo: RO-CEP 2016-178-Rev
01) ana gitoyoi pevoBuHU Escitalopram oxalate Big,
3aTBepAXeHoro Bupo6Huka Zhejiang Huahai Pharmaceutical
Co., Ltd., KuTait; 3miHu | Tuny - 3miHu 3 sikocTi. Adl. KoHTponb
A®| (iHLWi 3MiHW) - OHOB/IEHHSA BXe 3aTBepPKEHNX METOAiB
KOHTPOIO SIKOCTi cybCTaHLil, a came BUKNaAEHHS TEKCTY
[epXXaBHOK MOBOIO 3TifJHO Cy4acHWX BUMOT

127.

ETCET®

TabneTku, BKPUTI
060/10HKO10, Nno 10 wmr,
no 14 tabnetok y
6nictepi; no 2, abo no
4, abo no 6 bnictepis
Y KapTOHHIi1 ynakoBLi

TOB
"TNELDAP
M ATA"

YkpaiHa

TOB "KYCYM
PAPM"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3mMiHa 3asiBHUKa
(BnacHvKa peecTpauiinHoro noceig4veHHs) (3rigHo Hakasy MO3
Big 23.07.2015 Ne 460): BBeAeHHS 3MiH NPOTArom 6-Tu MicauiB
nicnsa 3aTBepAXeHHs. 3MiHu | Tuny - 3MiHW Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3araslbHeHVX AaHnX Npo cuctemy hapMakoHarnagy
(BBEAEHHSA Y3arasibHEHNX AaHNX NP0 CUCTEMY
hapmakoHarnsgy, 3mMiHa yrnoBHOBaXXEHOT 0cobum,
BiANOBIAA/IbLHOI 32 34iiCHEHHA hapmakoHarnsay; KOHTakTHOT
0ocobu 3 hapmakoHarnsay 3asBHuKa ans 34iiCHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHa BiAMiHHA Bif,
YMOBHOBaXEHOT 0co6U, BiANOBIAAILHOT 3a 34iiCHEHHS
thapmakoHarnagy (BKIovaoun KOHTaKTHI AaHi) Ta/abo 3miHu Y
pO3MilLEeHHI MacTep-ghaiina cuctemun papmakoHarnsagy) 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI 0COOM 3asBHUKA,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy.
3MiHa Micus 34jiCHEHHST OCHOBHOT AiSNIbHOCTI 3
thapmakoHarnsgy. 3miHa MicLe3HaxomkeHHss MacTep-haiina
cucTeMmn dhapmakoHarnsay Ta inoro Homepa

3a
peyenmom

UA/9658/01/01

128.

ETCET®

TabneTkn, BKPUTI
o060n0Hkoto, no 20 wr,
no 14 tabneTtok y
6nicTepi; no 2, abo no
4, abo no 6 6nicTtepis
Y KapTOHHIl1 ynakoBLi

TOB
"TNELGAP
MNTO"

Ykpaina

TOB "KYCYM
PAPM"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3mMiHa 3asBHUKA
(BnacHvika peecTpauiiHoro noceigyeHHs) (3rigHo Hakazy MO3
Bifg 23.07.2015 Ne 460): BBeeHHSI 3MiH NPOTAroM 6-Tu MicsLUiB
nicns satBepkeHHs. 3MiHu | Tuny - 3MiHN LWoAo
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsaay. BeegeHHs abo
3MiHU [0 y3ara/lbHEHVX AaHnX Npo cuctTeMy hapMakoHarnagy
(BBEAEHHSA Y3arasibHEHUX AaHWX MPO cucTemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXeHoT ocobu,
BiANOBIAA/ILHOI 3a 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
0co6u 3 hapmakoHarnsay 3asiBHVKa 405 34iINCHEeHHS
thapmakoHarnagy B YkpaiHi, AKLO BOHA BigMiHHA Bif,
YNOBHOBaXXEHOT 0CO6U, BiANOBIAAILHOI 32 34iiCHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTakKTHI AaHi) Ta/abo 3MiHu y
pO3MilLEeHHI MacTep-ghaiina cucteMun papmakoHarnsagy) 3miHa
KOHTaKTHUX AaHKX YNOBHOBaXKEHOI 0COOM 3asBHUKA,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapmakoHarnsagy.
3MiHa Micus 34jACHEHHS OCHOBHOI Ais/IbHOCTI 3
thapmakoHarnsgy. 3MiHa MicLie3HaxomkeHHs1 MacTep-haiina
cucTeMu dhapmakoHarnsgy Ta ioro Homepa

3a
peyerimom

UA/9658/01/02

129.

ETCET®

TabneTku, BKpUTI
060/10HKO0, MO 40 Mr,
no 14 TabneTtok y

TOB
"TNELDAP
M ATA"

Ykpaina

TOB "KYCYM
PAPM"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3MiHa 3asiBHUKa
(BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3
Big 23.07.2015 Ne 460): BBeAEHHSI 3MiH MPOTATOM 6-TU MicsLIB

3a
peuyenmom

UA/9658/01/03
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3assHuK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

6nictepi; no 2, abo no
4, abo no 6 bnictepis
Y KapTOHHIl1 ynakoBLi

nicns sarBepkeHHs. 3MiHu | Tuny - 3MiHK LWoAo
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3araslbHeHVX AaHnX Npo cucteMy hapMakoHarnagy
(BBEAEHHSA Y3araslbHEHNX AaHNX NPO CUCTEMY
chapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
BiANOBIAA/ILHOI 3a 34iicCHEHHA (dapMakoHarnsay; KOHTakTHOT
0co6u 3 hapmakoHarnsay 3asBHUKa AN 34IACHEHHSN
hapmakoHarnsgy B YkpaiHi, K0 BOHa BiAMiHHA Bif,
YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 3a 34iiCHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTakKTHI AaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemmn papmakoHarnsagy) 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEeHOi 0COOM 3asBHUKA,
BiNOBiAa/IbHOT 3a 34iiCHEHHA hapmakoHarnsgy.
3MiHa Micus 34iICHEHHS1 OCHOBHOI AisS/TbHOCTI 3
thapmakoHarnsgy. 3MiHa MicLie3HaxomKeHHs1 MacTep-haiina
cucTeMmn chapmakoHarasay Ta ioro Homepa

130.

ETCET®

TabneTku, BKpUTI
060/10HKO0, Mo 80 Mr,
no 14 TabneTtok y
6nicTepi; no 2, abo no
4, abo no 6 6nictepis
Y KapTOHHI ynakosLi

TOB
"TNELOAP
M TA"

Ykpaina

TOB "KYCYM
DAPM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianiB: 3mMiHa 3asBHUKaA
(BnacHvika peecTpadiiiHoro noceigyeHHs) (3rigHo Hakasy MO3
Bif 23.07.2015 Ne 460): BeeAeHHS 3MiH NPOTArom 6-Tn MicAuiB
nicns 3atBepgkKeHHs. 3MiHu | Tuny - 3MiHN LWoAo
6e3nekn/edpekTBHOCTI Ta thapMakoHarnsgy. BeegeHHs abo
3MiHW A0 y3arasibHEHUX AaHuX Npo cuctemy hapmakoHarnsgy
(BBEAEHHS y3arasibHEHMX AaHUX NPo cucTemy
hapmMakoHarnagy, 3mMiHa yrnoBHOBaXeHOT 0cobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHA hapmakoHarnsagy; KOHTakTHOT
ocobu 3 hapmakoHarnsay 3asBHVKa ANs 34iCHEHHS
hapMakoHarnagy B YkpaiHi, KO BOHa BifMiHHA Bif,
YNOBHOBaXEHOT 0C06U, BigNOBIAaIbHOI 38 34iCHEHHS
hapmakoHarnsgy (Bkovalouy KOHTaKTHI AaHi) Ta/abo 3miHu y
PO3MiLLEHHI MacTep-ghaiina cucteMun papmakoHarnsgy) 3miHa
KOHTaKTHUX SaHMX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BiAMOBIAA/IbHOI 3a 34iiCHEHHS hapmakoHarnsgy.
3MiHa MicLA 34iiCHEHHA OCHOBHOI AisifIbHOCTI 3
thapmakoHarnsgy. 3miHa MicLe3HaxomkeHHss macTep-arina
cucteMmn dhapmakoHarnsgy Ta hnoro Homepa

3a
peyenmom

UA/9658/01/04

131.

3A®IPOH

Kancynu, Lo MicTaTb
NOPOLLIOK A/1A
iHranauji, no 12 mxr
no 10 kancyny
6nicTepi; no 6 abo no
12 6nicTepis pa3om 3
iHranaTopom y
KapTOHHI KopoobLi

AT "Apamep,
Papma”

Monbla

AT "Apamep,
dapma", MonbLa
(BMPOGHYMK
NepBUHHOTO Ta
BTOPUHHOTO
nakysaHHs); AT
"Apfamves dapma”,
Monbla
(BUPOGHUK,
BiAnoBiganbHUIA 3a
BUMYCK cepii);
Na6opaTopioc
NikoHca, C.A.,
IcnaHis (BUpO6HUK

Monba/
Icnanis

BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | Tuny -
3MmiHu Wwopao 6esnekn/edhekTUBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHM) 3MiHM BHECEHI B TEKCT MapKyBaHHs, a came, JOAaHHS B

NYHKT 17 BTOPVUHHOT yNakoBKM iHhopmaL,ii LWoa0 HasaBHOCTI
LUTPUX-KOAY Ta norotuny

3a
peyenmom

UA/3759/01/01
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
"in bulk" Ta
KOHTPO/b cepii)
132. | 3ENTON Tabnetku no 200 wr; CaH IHais CaH IHais BHECEHHS 3MiH [0 peecTpaLiiiHux MaTepiasis: 3MiHu | Tuny - 3a UA/4870/01/01
no 10 TabneTok y PapmacboT PapmacboTnKaU 3MmiHu Wwoao 6esnekn/edhekTMBHOCTI Ta hapmakoHarnsgy. peyenmom
cTpwni; no 10 cTpunis nkan IHpacTpis /lTg 3MiHa y KOpOTKili XapakTepucTHuL, NiKapCbKoro 3acoby, TeKCTi
Y KapTOHHI ynakoBLi IHaacTpi3 MapKyBaHHS Ta iHCTPYKLT AN MeAUYHOro 3acToCyBaHHA Ha
Nimiten nigcTasi perysispHO OHOB/IIOBAHOIO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo focnimxeHb 3 6e3neky 3acTOCyBaHHS
nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios, abo sk
pe3ynbTaT OUiHKV 3BITY 3 AOC/iHKEHb, MPOBEAEHNX BiAMNOBIAHO
[0 nnaHy negiatpuyHux gocnigkersb (PIP) (3MiHy y3rogkeHo 3
KOMNETEHTHUM YNOBHOBAXEHVM OPraHom) - 3MiH1 BHECEHO A0
IHCTPYKLi 415 MeaUyYHOro 3acTocyBaHHS NiKapCbKoro 3acoby
00 po3ainiB "B3aemogis 3 iHLWIMMK NikapcbkuMu 3acobamu Ta
iHWi BMAW B3aemogii”, "Ocob/IMBOCTi 3aCTOCYBaHHA",
"3acTocyBaHHS y nepiog BariTHOCTi abo rogyBaHHs rpyaar”,
"Mo6iuHi peakwyji" WwWoao 6e3neky 3acTocyBaHHSA Aitoyoil
peyYoBUHM NiKapCbKOro 3acoby BifnoBifHO A0 pekoMeHAaaLili
PRAC
133. | SUHEPUT® NnopoLIoK AN YEMNNADPAP HimeyuunH Actennac ®apma | HigepnaHan | BHeCeHHs 3MiH [0 peecTpauiliHix MaTepianis: 3MiHa 3asiBHUKA 6e3 UA/4359/01/01
NPUroTyBaHHSA M a Opon B.B., / DaHis (BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peyenma
PO3YuHy Ans ApuHaimiTT Higepnangu; NEO Bif 23.07.2015 Ne 460) BBegeHHs 3MiH MPOTAroM 6-Tu MicsL,iB
30BHILUHLOTO enb MmeX dapma A/C, laHis nicnsa 3aTBepkKeHHs; 3MiHn | Tuny - 3MiHn Wwoao
3acTocyBaHHs; 1 6e3nekn/edpekTBHOCTI Ta hapMakoHarnsgy. BeegeHHs abo
NAacTMKOBMWIA chnakoH 3MiHW A0 y3arasibHEHUX AaHuX Npo cuctemy hapmakoHarnsgy
"A" 3 MOPOLLKOM (BBEAEHHSA y3ara/ibHEHNX AaHWUX Mpo cuctemy
(eputpomiuunHy 1,2 1 hapmMakoHarnagy, 3MiHa yrnoBHOBaXeHOT 0cobu,
Ta UMHKy auerary, BiANOBIAA/IbHOT 32 34iICHEHHS hapMakoHarnsay; KOHTakTHOT
avrigpary, 0cobu 3 hapmakoHarnsay 3asBHUKa AN 34IACHEHHN
MikpOHi3oBaHoro 0,36 hapmMakoHarnagy B YkpaiHi, KO BOHa BigMiHHA Bif,
r) 415 NpUroTyBaHHA YMOBHOB&XEHOT 0c06U, BigNOBIAaIbHOT 3a 34iCHEHHS
pO34uHy aons hapmakoHarnsgy (Bkovakouy KOHTaKTHI AaHi) Ta/abo 3miHu y
30BHILUHLOIO pO3MiLLeHHi MacTep-haiina cuctemun hapmakoHarnsgy) -
3acTocyBaHHs, 1 3MiHa YyNoBHOBaXKeHOT 0c0bM 3a8BHUKA, BiANOBIiAa/IbHOT 3a
N1acTKOBUWIA ch1akoH thapmakoHarnsag. fitova pegakuis: Berit Nautrup Andersen.
"B" 3 pPO34YMHHUKOM MponoHoBaHa pepakuis: Dr. Juliane Niessen- Erkel. 3miHa
(awisonponin ce6akar, KOHTaKTHUX AaHMX YNOBHOBaXXEHOT 0CO6U, BigNOBigaIbHOI 3a
eTaHon 6e3BofHMIA) hapmakoHarnsg. 3mMiHa KOHTaKTHOT 0coby 3asBHUKA,
no 30 mn Ta annikaTop BifgNoBigasnibHOI 3a hapMakoHarnag B YkpaiHi. [irova
(kpywka ans pegakuisi: BeHrep Jllogmuna AHaToniiBHa. MponoHoBaHa
NPUroTYBaHHSA pepakuis: BiTkoBcbka TeTsiHa BitaniiBHa. 3MiHa KOHTaKTHUX
nikapcbKoi hopmn Ta [aHnX KOHTaKTHOI 0Ccobu 3asiBHMKA, BIANOBIAA/ILHOT 38
[03yBaHHsA hapmakoHarnag B YkpaiHi. 3miHa Micus 34iACHEHHSI OCHOBHOT
OflePXXaHOro po34ynHy) LisNbHOCTI 3 chapmakoHarnagy. 3MiHa MicLe3Haxo4KeHHs
Y KapTOHHIli kopobLi MacTep-chaiina cuctemu dhapmakoHarnisy Ta lioro Homepa
134. | SUOMIUMH® | TabneTkn, BKPUTI KYCYM IHgis KYCYM IHgis/ BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3miHu Il Tuny - 3a UA/10672/01/01
060n0HkKot0, No 250 XENNTXKEP XENTXKEP MNMBT YkpaiHa 3MiHu 3 siKocTi. A®I. Bupo6bHMLTBO. 3MiHa BUPO6HUKaA peyenmom
Mr; no 6 a6o no 21 MBT NTA NTA, IHgia; TOB BMXiHOro/MPOMXHOro NPoAyKTy/peareHTy, Lo

Tabnetui y bnicrepi;

"KYCYM ®APM",

BMKOPUCTOBYHOTLCS Y BUPO6HMYOMY npoueci A®I, abo 3miHa
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
no 1 6nictepy y YkpaiHa BMPOGHUKA (BKKOYaAtOUK, fe HeobXigHo, MicLie NpoBefeHHS
KapTOHHI ynakoBsL,i KOHTpOsto sikocTi) A®I (3a BigCyTHOCTI cepTuddikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepakeHoMy
[0Cbe)(BBELEHHS HOBOTO BUPO6HUKa APl 3 HafaHHAM MacTep-
thaiina Ha A®I) - BBeAEHHA A0AATKOBOrO BMpobHuka A®I Anuh
Pharma Ltd., India, (3aTBepgxeHo: Mehta API Pvt.Ltd., India;
3anponoHoBaHo: Mehta API Pvt.Ltd., India; Anuh Pharma Ltd.,
India)
135. | SUOMIUMH® | TabneTku, BKPUTI KYCYM IHAis KYCYM IHais/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu Il Tuny - 3a UA/10672/01/02
060n0HKot0, No 500 XEJITXKEP XENTXKEP MNBT Ykpaina 3MiHn 3 axkocTi. A®l. Bupo6bHMLUTBO. 3MiHa BUPOOHUKA peyenmom
Mr; no 3 TabneTkn y MNBT NTA, NTA, IHgis; TOB BWXi4HOro/MpoMiKHOro NpoAyKTy/peareHTy, Lo
6nictepi; no 1 "KYCYM ®APM", BMKOPUCTOBYHOTLCS Y BUPO6HMYOMY npoueci A®I, a6o 3miHa
6nicTepy y KapTOHHii YkpaiHa BMPOGHMKA (BKIKOYaAOUM, Ae HeobXigHO, MicLie NPOBeAEHHS
ynakoBLi KOHTposto sikocTi) A®I (3a BigcyTHOCTI cepTuddikata
BiANOBIAHOCTI EBpoNeiickkili hapmakonei y 3aTBepakeHoMy
[0Cbe)(BBEAEHHS HOBOTO BUPO6HUKa APl 3 HagaHHAM MacTep-
thaiina Ha A®I) - BBeaeHHA A0AATKOBOro BMpobHuka A®I Anuh
Pharma Ltd., India, (3aTBepgxeHo: Mehta API Pvt.Ltd., India;
3anponoHoBaHo: Mehta API Pvt.Ltd., India; Anuh Pharma Ltd.,
India)
136. | 30JIOMEHT® | TabneTtku, BKPUTI TOB YkpaiHa TOB "KYCYM Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3mMiHa 3asiBHUKa 3a UA/9814/01/02
060/10HKOI0, "TNEQDAP PAPM" (BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peyenmom
KMLLKOBOPO34YUHHI N0 M ATA" Big, 23.07.2015 Ne 460): BBefeHHs1 3MiH NPOTAroM 6-Tn MicAuiB
20 mr no 14 tTabnetok nicnsa 3aTBepAXeHHs. 3MiHu | Tuny - 3MiHW Woa0
y 6nicTepi; no 1 6e3nekn/edpekTBHOCTI Ta hapMakoHarisgy. BeegeHHs abo
6nictepy y KapTOHHiiA 3MiHU [0 y3araJlbHeHVX AaHnX Npo cuctemy hapMakoHarnagy
ynakoBLi (BBEAEHHSA Y3arasibHEHNX AaHNX NPO CUCTEMY
hapMakoHarnisgy, 3mMiHa yrnoBHOBaXXEHOT 0cobum,
BiANOBIAA/ILHOI 32 34iiCHEHHA dapMakoHarnsaay; KOHTakTHOT
0cobu 3 hapmMakoHarnsay 3asBHuKa ansl 34iliCHEHHS
hapmakoHarnsgy B YKpaiHi, KW BOHa BiAMiHHA Bif,
YMOBHOBaXEHOT 0co6U, BiANOBIAAILHOT 3a 34iACHEHHS
hapmakoHarnagy (BKIYaumn KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MilLEeHHI MacTep-ghaiina cuctemmn papmakoHarnsagy) 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHOI 0COOM 3asBHUKA,
BiANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy.
3MiHa Micus 3A4jiICHEHHST OCHOBHOT AiS/IbHOCTI 3
thapmakoHarnsgy. 3MiHa MicLie3HaxomkKeHHs1 MacTep-caiina
cucTeMmn chapmakoHarnsay Ta ioro Homepa
137. | S3O/IONEHT® | TabneTku, BKPUTI TOB Ykpaina TOB "KYCYM YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHnx maTtepiasiB: 3MiHa 3asiBHMKa 3a UA/9814/01/01
060/10HKOI0, "TNEQ®AP PAPM" (BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peuenmom
KMLLKOBOPO3YMHHI NO MATa" Bif 23.07.2015 Ne 460): BeeeHHS 3MiH NPOTArom 6-Tn MicALiB

40 wr no 14 TabneTok
y 6nicTepi; no 1
6nicTepy y KapTOHHiii
ynakoBui; no 10
Tabnetok y 6nictepi;
no 3 6nictepu y
KapPTOHHI ynakoBLi

nicna 3aTBepmMKeHHs. 3MiHu | Tuny - 3MiHW WoA[0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHEHUX AaHuX Npo cuctemy hapmakoHarnsagy
(BBEAEHHS Yy3arasIbHEHNX AaHUX NPO cUcTemy
chapmakoHarnsgy, 3miHa yrnoBHOBaeHoT ocobu,
BiNOBIAANbHOI 3a 3MjiCHEHHS hapMmakoHarnsaay; KOHTaKTHOI
0Cco6u 3 dhapmakoHarnsay 3asiBHVKa 415 34iINCHEeHHS




73

Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
hapmakoHarnsagy B YKpaiHi, Ko BOHa BiAMiHHA Bif,
YMOBHOBaXEHOT 0c06U, BiANOBIAAIbHOT 3a 34iiCHEHHS
thapmMakoHarnagy (BkIovaroun KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MilLEeHHI MacTep-haiina cuctemu chapmakoHarnagy) 3miHa
KOHTaKTHUX AaHVX YyNOBHOBaXKEHOI 0COOM 3asBHUKa,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy.
3MiHa MicLA 34iNCHEHHA OCHOBHOT AiANIbHOCTI 3
thapmakoHarnsgy. 3miHa MicLe3HaxomkeHHss MacTep-chaiina
cucteMun dhapmakoHarnsay Ta inoro Homepa
138. | 3OHIK Kancynv Teepgi no TOB YkpaiHa Kycym Xentxkep IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHuxX maTtepianis: 3mMiHa 3asBHUKA 3a UA/16350/01/01
150 wr; no 14 xancyn "TNEOPAP Net N1g (BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakazy MO3 peyenmom
y 6nictepi; no 1 abo MNTa" Big 23.07.2015 Ne 460): BBeeHHsI 3MiH NPOTAroM 6-Tu MicsLUiB
no 2, abo no 4, abo no nicns sarBepkeHHs. 3MiHu | Tuny - 3MiHK LWoAo
6 6nicTepiB y 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
KapTOHHIiA ynakoBL,i 3MiHU [0 y3ara/lbHeHVX AaHnX Npo cuctTeMy hapMakoHarnagy
(BBEAEHHSA Y3araslbHEHUX JaHWX MPO cUcTemy
hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
BiANOBIAA/ILHOI 3a 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
0cobu 3 hapmakoHarnsay 3asiBHvKa 405 34iINCHEeHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHa BiAMiHHA Big,
YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 32 34iiCHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cucteMmun papmakoHarnsagy) 3miHa
YNOBHOBA&XEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
3pilicHeHHs1 papMakoHarnsgy. ditova pegakuist: Dr. Sanjay
Kumar Mishra. MNponoHoBaHa peaakuisi: MNpuavMupcbka
Tamapa BonogymupiHa. 3MiHa KOHTAKTHUX JaHUX
YNOBHOBaXXEHOT 0COOM 3as1BHMKA, BignoBigasibHOI 3a
3[jiCHeHHs1 hapmakoHaragy. 3MiHa Micus 34iiCHEHHS
OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsgy.
3MiHa MicLe3HaxoMKeHHs1 macTep-aiina cucremu
hapMakoHarnsay Ta moro Homepa.
139. | IMOBAKC CyCneHsia Ans iH'eKuili CaHodpi ®paHuis MoBHUIA LMKN PpaHuis/ BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/14266/01/01
nonio® no 0,5 mn (1 posa) y Mactep BMPOGHMLITBA, YropumHa 3MiHK Wwoao 6esnekn/edhekTMBHOCTI Ta hapmakoHarnsgy. peyenmom
BAKUUHA nornepeaHL0 BUNYCK cepil: BBeaeHHs1 ab0 3MiHU [0 y3arasibHeHUX AaHWX Npo cucTemy
ana 3anoBHEHOMY LUMPUL CaHodi MacTep, thapmakoHarnsgy (BBeEHHS y3araslbHEHNX AaHWX Npo
NMPO®INAKT 3 MPUKPINJEHO0 dpaHuis; cuctemy thapmakoHarfisgy, 3miHa ynoBHOBaXKeHOI 0cobu,
KU ronkoto (abo 2-ma BTopuHHe BiANOBIAA/ILHOI 32 34iiCHEHHA dapMakoHarnsaay; KOHTakTHOT
noniomMien OKpemMnmMu rofikamu); nakyBaHHs1, BUMYCK 0cobu 3 hapmMakoHarnsay 3asBHuKa ansl 34iliCHEHHS
TY no 1 wnpuuy B cepii: CaHodi- hapmakoHarnsgy B YKpaiHi, KW BOHa BiAMiHHA Bif,
IHAKTUBOBA | kapTOHHili kKopobui; no ABeHTic MpaiiBiT YMOBHOBaXEHOT 0co6U, BiANOBIAAILHOT 3a 34iACHEHHS
HA PIOKA 0,5wmn (1 po3a) y Ko. NTg,, hapmakoHarnagy (BKIYaoun KOHTaKTHI AaHi) Ta/abo 3miHu y
nonepeAHbL0 Mnartdpopma po3MmilLeHHi MacTep-ghaiina cuctemun hapmakoHarnsagy) -

3aMN0BHEHOMY LLMPUL
3 NPUKPINIEHO

NOricTuKM Ta
anctpnbyuii y m.

3MiHa yNoBHOBaXKeHOT 0c06M 3aBHUKA, BiAMNoBifaIbHOT 3a
hapmakoHarnsag.

ronkoto (abo 2-ma Bypanewr, [itoua pepakuis: Epik Teo, goktop meanumnu / Eric Teo, MD.
OKPeM1UMK rofikamun) B YropuuHa; MponoHoBaHa pefakuin: Xaike LLonnep, foKTOp MeAnLMHN /
cTaHAapTHO- 3anoBHEHHs Heike Schoepper, MD. 3MiHa KOHTaKTHUX AaHWUX
€KCMOPTHI ynakosLi, Lnpuuis, YNOBHOB&XEHOT 0c06M 3asBHUKA, BiANOBiga/IbHOI 3a
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3assHuK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

AKa MiCTUTbCS Yy
KapTOHHI KopoobLi 3
iHCTpYKUieo ans
MeAMUYHOro
3aCTOCyBaHHS;

no 5 mn (10 po3s) y
oNaKoHi 3 3aXMCHUM
koBnaykom; no 1 a6o
10 donakoHis B
KapTOHHiiA KopobLj; no
5wmn (10 po3) y
hNaKoHi 3 3aXUCHUM
KoBnaykom; no 1 a6o
10 dpnakoHis B
cTaHfapTHO-
€KCMOPTHIlA ynakoBsL,,
AKa MiCTUTbCS Y
KapTOHHIA KopobLi 3
iHCTpyKLUi€eto Ans
MeAMYHOro
3aCTOCYBaHHSA

KOHTPO/Ib AKOCTI
(cTepunbHicTb):
CAHO®I
BIHTPOM
IHOACTPIA,
PpaHuis

3pjiicCHeHHs hapmakoHarnagy. 3MiHa micus 34iiCHeHH:
OCHOBHOI AisiNIbHOCTi 3 hapmakoHarnsagy. 3miHa
MicLLe3HaxXOMKEHHSI MacTep-haiina cuctemu
hapmakoHarnsgy.

140.

IHBEK

TabneTtkn, BKPUTI
NNiBKOBOIO
060n0Hkot0, 600 Mr/50
mr/300 mr no 30
Tabnetok abo 90
Tabnetok y
nnacTykoBoMy
chnakKoHi, Lo MiCTUTb
KOHTEliHep 3
cunikarenem, no 30
abo 90 TabneTok y
nnacTykoBoMy
h/1aKoHI Lo MICTUTb
KOHTEliHep 3
cunikorenem; no 1
nnacTykoBoMy
h1aKoHy Y KapTOHHIl
ynakoBLii

Emkyp
dapmacbHoTi
Kanc J11q,

IHais

Emkyp
dapmacbloTikanc
nTg

IHgis

BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny -
3MiHK 3 fKocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHWA 3aci6 (iHWi 3MiHN) BBEAEHHS
[ofaTkoBMx ynakoBok /13 no 90 TabneTok y nnacTukoBomy
chnakoHi y KapToHHI ynakosLi; no 30 abo 90 TabneTok y
NAacTUKOBOMY (h/1aKOHi, 3 BiANOBIAHUMW 3MiHAMU B p.
«YnakoBka». 3MiHW BHECEHI B IHCTPYKLiIO 415 MeAnyHOro
3aCTOCyBaHHS NiKapcbKoro 3acoby y po3gain "Ynakoska", sik
BBE/IeHHS 0AATKOBOrO NaKyBaHHS.

3a
peyerimom

UA/18102/01/01

141.

IHCTIPA

TabneTkn, BKPUTI
N1iBKOBOK 060/TI0HKOO
no 50 mr no 30, 90
a60 180 TabneTok y
n1acTMKoBOMY
KOHTeliHepi, no 30, 90
a60 180 TabneTok y
n1acTMKoBOMY
KOHTeliHepi, no 1
naacTyKoBoOMy

Emkyp
dapmachboTi
Kanc J11q,

IHais

Emkyp
PapmacboTikasic
nTg

IHgis

BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny -
3MiHM 3 siKocTi. FoToBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHWA 3aci6 (iHWi 3MiHN) BBEAEHHS
nofaTtkoBmx ynakoBok /13 no 90 a6o 180 TabneTok y
N1acTMKOBOMY KOHTEHEpI Y KapTOHHIl ynakoBuij; no 30, 90
a60 180 TabneToK y NnacTMKOBOMY KOHTEWHepI, 3
BiANOBIAHUMY 3MiHaMW B P. «YNakoBKa»
3MiHV BHECeHI B iIHCTPYKL,i0 415 MEeANYHOIO 3aCTOCYBaHHSA
nNiKapcbKoro 3acoby y po3ain "YnakoBka', ik Hacnifok
BBE/lEHHS 404AaTKOBOIO NakKyBaHHS.

3a
peyerimom

UA/16990/01/01
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
KOHTelHepy Yy
KapPTOHHI ynakoBUi
142. | IHONAMIH PO34MH ON8 iH KL, MpusaTHe YkpaiHa MpuBaTHe Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/16007/01/01
10 mr/mn, no 1,5 mn B akuioHepHe akuioHepHe 3MmiHu 3 sikocTi. CepTudikat BignosigHocTi/l E-cepTudikat peyenmom
amnyni, no 100 amnyn TOBapUCTBO TOBapuUCTBO BiANOBiAHOCTI EBponelichbkiin hapmakonei/MoHorpadii.
y nayyi; no 1,5 mn B "Jlekxim - "Jlekxim - Xapki" MopaHHA HOBOro abo OHOBEHOTO cepTudikaTa BigNoBIgHOCTI
amnyni; no 5 amnyn'y Xapkis" abo BMNy4YeHHs cepTudikara BifgnoBigHOCTI €EBponeicbkiii
nadui; no 1,5 mn B thapmakonei: gns A®l; ans BUxigHoro
amnyni; no 5 amnyn y MaTepiany/peareHTy/npoMiKHOro NPoAyKTy, Lo
6nicTepi; no 1 BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; A5 AONOMIDKHOT
6nicTepy B maui peyoBuHM (CepTudikaTt BiANOBIAHOCTI EBpONechbkili
thapmakonei) - HoBuii cepTudikat Bif, HOBOro BUPOGHUKA
(3amiHa abo foMNoBHeHHS) MNogaHHSA HOBOrO cepTudikarty
BignosigHocTi €E® RO-CEP 2014-261-Rev 03 Big HoBOro
BMpobHuKa A®l Menokcukam - Swati Spentose PVT. LTD.,
India.
143. | KANETA30OH | Tabnetku, BKpUTI M.BioTek Benuka PEJIAVIHC NIAVI® IHais BHECEHHS 3MiH [JO peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/18028/01/01
nNiBKOBOIO Nimiten BpuTaHis CAMNHCEC 3MiHuM Wwopao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsmy. peuenmom
0600HKot0, Mo 150 MPABIT 3MiHa y KOpOTKili XapakTepucTyL, NiKapCbKoro 3acoby, TeKCTi
mr, no 10 Tabnetok y NIMITEL (MNAHT MapKyBaHHS Ta iHCTPYKLUIT 419 MeANYHOro 3aCTOCYBaHHA Ha
6nictepi, no 6 6) nigcTasi peryssipHO OHOBJ/IOBAHOTO 3BITY 3 6e3neku
6nicTepiB y KAPTOHHIN nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neky 3acTOCyBaHHS
Kopoobui nikapcbKoro 3acoby B nmicnspeecTpaviiiHvin nepioa, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHb, NPOBEAEHNX BiANOBIAHO
[0 nnaHy negiatpuyHunx gocnigkersb (PIP) (3MiHy y3rogkeHo 3
KOMMNETEHTHUM YNOBHOBa&XXEHUM OpraHom) 3MiHW BHECeHi [0
IHCTPYKUT ANA MegMYHOro 3aCTOCyBaHHS NiKapcbKoro 3acoby y
po3gain "Mo6iuHi peakuii” BigNOBIAHO A0 OHOBAEHOI iHChopMaL,i
3 6e3neku Aitoyoi pevoBUHM
144. | KANETA3OH | Tabnetku, BKpUTI M.BioTek Benuka PENAVIHC NAN® IHAis BHECEHHSA 3MiH [0 peecTpayiiiHux maTtepianis: 3MiHu | Tuny - 3a UA/18028/01/02
NAiBKOBOIO Nimiteq BpuTaHis CANHCEC 3MiHM Wwoao 6e3nekn/edhekTMBHOCTI Ta hapMakoHarnsay. peyenmom
o060n0Hkoto, no 500 MPAVBIT 3MiHa y KOpPOTKiil XapakTepuCTuLj NikapCcbKoro 3acoby, TEKCTI
mr, no 10 Tabnetok y NIMITEL (MNAHT MapKyBaHHA Ta IHCTPYKUIT 4719 MEeANYHOro 3aCTOCYBaHHA Ha
6nictepi, no 12 6) nigcTaBi perysisipHO OHOBJ/TOBAHOTO 3BITY 3 6e3neku
6nicTepiB y KApTOHHIl nikapcbkoro 3acoby, abo focnimxeHb 3 6e3neky 3acTOCyBaHHS
KopooLi nikapcbkoro 3acoby B nicnsapeecTpaviiiHuii nepios, abo sk
pe3ynbTaT OLiHKM 3BITYy 3 AOCiILKEHb, NPOBEAEHMX BiANOBIAHO
[0 nnaHy negiatpuyHux gocnigpkeHsb (PIP) (3MiHY y3rogkeHo 3
KOMMETEHTHVUM YNOBHOBaXXEHNM OpraHoM) 3MiHN BHECEHI A0
IHCTPYKUi AN18 Me4MYHOro 3aCTOCyBaHHS NiKapcbKoro 3acoby y
po3gain "Mo6iyHi peakuii” BigNOBIAHO 4O OHOBMEHOI iHChopMaLi
3 6e3neku [ito4oi peyoBuHU
145. | KANEUUTABI | Tabnetku, BKpUTI LWvnna IHgis Lnnna Megikea IHgis BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3miHu | Tuny - 3a UA/18104/01/01
H WWNNA nNiBKOBOO Mepgikea NimiTen 3MiHuM Wopo 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsamy. peuenmom
06010HKOt0, N0 150 Mr Nimiten 3MiHa y KOpOTKili XxapakTepucTuL Nnikapcbkoro 3acoby, TEKCTi

no 10 Tabnetok y
6nictepi, no 6
6nicTepiB Y KAPTOHHIl
Kopob6ui, no 60

MapKyBaHHS Ta iHCTPYKLT AN MeAUYHOro 3acTOCYBaHHS Ha
nigcTasi perynsipHoO OHOB/IHOBAHOrO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3nekn 3acToCcyBaHHS
NiKapcbKoro 3acoby B nicaspeecTpauiiHuii nepiod, abo sk
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
TabneTok y prakoHi, pe3ynbTaT OUiHK/ 3BITY 3 AOC/iMKEHb, MPOBEAEHNX BiAMNOBIAHO
no 1 donakoHy y [0 nnaHy negiatpuyHux gocnigkerb (PIP) (3MiHy y3rogkeHo 3
KapTOHHIlA KopooLi KOMMETEHTHUM YNOBHOBaXEHUM opraHom) 3MiHV BHECEHO [0
IHCTPYKLi 4159 MeAUUYHOro 3acTOCyBaHHS JlikapCbKoro 3acoby y
po3gain "Mo6iyHi peakwyii” BigNOBIgAHO [0 OHOBEHOI iHChopMaL,i
3 6e3nekun Aityoi pevyoBUHN.
146. | KANEUUTABI | Tabnetkun, BKpUTI LWvnna IHAjs Lnnna Megikea IHAis BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/18104/01/02
H WWANA NNiBKOBOIO Megikea NimiTen 3MmiHu Wwoao 6e3nekn/edheKTMBHOCTI Ta hapMakoHarnsgy. peyenmom
060/10HKO10, 10 500 Mr Nimiten 3MiHa Y KOpPOTKiil XapakTepuCTuLi NikapCbKoro 3acoby, TEKCTI
no 10 TabneTtok y MapKyBaHHS Ta IHCTPYKLUIT 415 MeANYHOrO 3aCTOCYBaHHSA Ha
6nicTepi, no 12 nigcTaBi peryaisipHoO OHOBJ/THOBAHOIO 3BIiTYy 3 6e3neku
6nicTepiB y KAPTOHHIl nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3nekn 3acToCcyBaHHS
Kopobui, no 120 nikapcbKoro 3acoby B micnspeecTpaviliHvin nepiod, abo sk
TabneTok y priakoHi, pe3ynbTaT OLiHK/ 3BITy 3 AOC/iHKEHb, MPOBEAEHNX BiAMOBIgHO
no 1 cpnakony y 00 nnaHy negiatpuyHux gocnigpxkeHs (PIP) (3MiHY y3rompkeHo 3
KapTOHHI KOpoobLyi KOMMNETEHTHUM YNOBHOBaXXEHUM OpraHoM) 3MiHV BHECEHO A0
IHCTPYKLi 415 MeAUYHOro 3aCTOCYBaHHS Jlikapcbkoro 3acoby y
po3ain "Mo6iyHi peakuii™ BigNOBIAHO [0 OHOB/EHOT iHhopmaLii
3 6e3neku Ail4oi peHOBUHW.
147. | KAPBO KOHUeHTpaT ans PP IHais Cn Akyp Na6c IHais BHECEHHS 3MiH [JO peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/18252/01/02
CINARN 450 PO34UHYy ANs iHgy3il, dapmachboTi MeT. N14. 3MiHuM Wwoao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsmy. peuenmom
10 mr/mn, no 15 mn; Kan3 3MiHU Y KOPOTKili XapakTepucTuLj NiKapCbKoro 3acoby, TeKCTi
no 45 mMn y donakoHi, MpaiiBeT MapKyBaHHS Ta IHCTPYKLIi 4719 MeANYHOro 3aCTOCYBaHHSA
no 1 chnakoHy B Nimiten reHepuyHUX/ribpuaHnx/6ionoibHMX Nikapcbknx 3aco6iB nicns
Kopoobui BHECEHHS Ti€l caMoi 3MiHM Ha pedhepeHTHUIA npenapart (3MiHa
He noTpebye HafaHHA XO4HVX HOBMX A0AATKOBUX AaHWX)
3MiHM BHECEHO [0 IHCTPYKLi 418 MEANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu: "MpoTtnnokasaHHs", "Ocobnumsi
3axoau 6esnekn”, "Oco6AMBOCTI 3aCTOCyBaHHS",
"3acTocyBaHHS y nepiof BariTHOCTi abo rogyBaHHsA rpyaar”,
"Cnoci6b 3acTocyBaHHA Ta go3un", "MobivHi peakuir”,
"HecyMiCHICTb" 3rigHO 3 iH(hopMaLji€lo WoA0 MeANYHOIO
3acTocyBaHHA pehepeHTHOro Nikapcbkoro 3acoby
(KAPBOMNATUH «EBEBE», KOHLUEHTpaT ANns PO34nHy A5
iHdpy3iin). BBegeHHA 3MiH NpoTarom 6-Tu micsuiB nicns
3aTBEPAKEHHS.
148. | KAPAOIOOAP PO34MH NS iH'EKUIN, ToBapucTBO Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | Tuny - 3a UA/1713/01/01
OH- 50 mr/mn no 3 mn B 3 06MexeHo 3MmiHu 3 sKocTi. CepTudikat BignosigHocTi/lE-cepTudikar peuenmom
340POB'A amnyni; no 10 amnyny | obmMexeHow BiANOBIAA/LHICTIO BiANOBIAHOCTI €Bponeiichbkiit thapmakonei/MoHorpadii.
KapTOHHI KopobLi; no BignoBigasib "hapMaueBTUYHA MopaHHsA HOBOrO abo OHOB/IEHOTO cepTudlikaTa BifgnoBigHOCTI
3 mn B amnyni; no 5 HICTIO KOMnaHis abo BUNy4YeHHs cepTudikaTta BignoBigHOCTI EBponeichkiii
amnyn y 6nictepi; no 1 | "®apmaueBT "3popos'a” thapmakonei: gns A®l; ans BUXiAHOrO
abo 2 6nictepn y NyHa MaTepiany/peareHTy/MpoMiKHOrO MPOAYKTY, L0
KapTOHHIlA KopooLi KOMnaHis BVKOPVCTOBYOTLCS Y BUPOOHULTBI ADI; Ans AONOMIXHOT
"3p0pos'a” peyoBuHM (cepTudikat BigMNoBiAHOCTI EBpONeNchKiii

thapmakonei) - OHOBNEHUI cepTudiKaT Bif yxe
3aTBEPAKEHOr0 BUPOBHUKA -
MoAaHHA OHOBMEHOTO cepTudikaTa BignosigHocTi € Ne R1-
CEP 2003-072-Rev 05 (3atBepmxeHo Ne R1-CEP 2003-072-
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
Rev 04) pns A®| AmiofapoHy rigpoxnopug Big
3arBepgxeHoro BupobHnka OLON S.P.A., ltaly y 3B'A3ky 3i
3MiHOO NOLUTOBOrO iHAEKCY B agpeci BUpo6bHuka AdI i3
«20090» Ha «20054»
149. | KBITIB eKCTpaKT piakunii MNAT YkpaiHa MNAT "Tannucapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - - UA/12458/01/01
POMALLKWN (cyb6eTaHuisn) B 6o4ukax "Tanuudap 3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3MiHa y napameTpax
EKCTPAKT nonimepHux 3 M" cneuudikaLin Ta/abo fonyCTUMUX MEX, BUSHAYEHNX Y
PIAKNIA Kpuywkamu ons cneundikauisix Ha A®l, abo BMXigHWIA/NPOMKHWIA
BMPOGHMLTBA NPOAYKT/peareHT, Lo BUKOPUCTOBYTLCA Y NPOLECI
HecTepu/ibHNX BMPOGHMLUTBA AD| (iHLLI 3MiHW)
nNikapcbknx hopm CynyTHS 3MiHa - 3MiHuK 3 skocTi. ADl. KoHTponb A®I. 3miHa y
MeTofax BunpobysaHHa APl abo BUXigHOIO
mMarepiany/npoMiXHOro NpoAaykTy/peareHTy, Lo
BMKOPUCTOBYETbLCA y NpoLieci BUpo6HuuTBa AP (iHWi 3MiHN Y
MeTofax BUNpobyBaHHA (BK/IOYaoumn 3amMiHy abo
[0NoBHEHH:) AD| abo BYXiAHOro/NPOMIKHOrO NMPOAYKTY)
BHECEHHS 3MiHW Yy peecTpaviiiHi MaTepiasin gocke KBiTiB
poMalLLlKi eKCTPaKT piakuii, a came B crneumdikalito Ta metoau
KOHTPOO NiKapCbKOi POCIMHHOI CUMPOBMHN POMaLLK/ KBITU
BHECEHHS TaknX NoKasHWKIB
150. | KETOTU®EH | Tabnetku no 1 mr, no ToBapucTBo YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3mMiHa 3asiBHUKa 3a UA/1942/02/01
10 TabneTok y 3 BMPOGHMLITBA, (BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peyenmom
6nicTepi; no 3 06MexeHot KOHTPO/b SKOCTI, Big, 23.07.2015 Ne 460): BBefeHHs1 3MiH NPOTAroM 6-Tn MicAuiB
6nictepn y nauui 3 Bignosiganb BUNYCK cepil: nicnsa 3aTBepAXeHHs. 3MiHu | Tuny - 3MiHW Woa0
KapToHy; no 30 HICTIO ToBapucTso 3 6e3nekn/edpekTBHOCTI Ta hapMakoHarisgy. BeegeHHs abo
TabneTok y "dapmaveBT 06MeXeHoto 3MiHU [0 y3araJlbHeHVX AaHnX Npo cuctemy hapMakoHarnagy
KOHTeliHepax nyHa BiiNOBIAaNbHICTIO (BBEAEHHSA Y3arasibHEHNX AaHNX NPO CUCTEMY
KOMnNaHis "NocnigHnii 3aBog hapMakoHarnisgy, 3mMiHa yrnoBHOBaXXEHOT 0cobum,
"3p0poB'a” "rTHUNC", BiANOBIAA/ILHOI 32 34iiCHEHHA dapMakoHarnsaay; KOHTakTHOT
YkpaiHa; Bci ctagji 0cobu 3 hapmMakoHarnsay 3asBHuKa ansl 34iliCHEHHS
BMPOGHMLITBA, hapmakoHarnsgy B YKpaiHi, KW BOHa BiAMiHHA Bif,
KOHTPO/b SKOCTI, YMOBHOBaXEHOT 0co6U, BiANOBIAAILHOT 3a 34iACHEHHS
BUNYCK cepil: hapmakoHarnagy (BKIYaumn KOHTaKTHI AaHi) Ta/abo 3miHu y
ToBapucTso 3 po3MileHHI MacTep-haiina cuctemu papmakoHarnsgy) 3miHa
06MeXeHo YMOBHOBaXeHOT 0cobM 3as1BHUKA, BiAMoBigabHOI 3a
BiANOBIAAILHICTIO thapmakoHarnsag. fitoya pegakuis: MNnakciHa OneHa
"®apmMaueBTnYHa BonogmmupisHa. MponoHoBaHa pegakuis: LLiesueHko OneHa
KOMnaHis IropiBHa. 3MiHa KOHTaKTHMX AaHNX YNIOBHOBAXEHOI 0CO6M
"3p0poB'a”, 3asBHMKA, BiANOBiAaIbHOI 3a 34iiCHEHHS chapMakoHarnaay.
YkpaiHa; BCi cTagji
BMPOGHMLITBA,
KOHTPO/b SIKOCTI,
BWMNYCK Cepil:
ToBapucTso 3
06MexeHo
BiANOBIAA/LHICTIO
"®APMEKC

FPYI", YkpaiHa
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
151. | KNAPUTPOMI | TabneTku, BKpUTI TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 40 peecTpauliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/14154/01/01
LUWH- 060/10HKO10, N0 250 "ACTPA®A "ACTPAGAPM" 3MiHuM Wopao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsmy. peuenmom
ACTPA®APM | mr; no 7 TabneTok y PM" 3MiHa y KOPOTKiil XapakTepucTULLi NikapcbKoro 3acoby, TekcTi
6nicTepi; no 1 abo no MapKyBaHHS Ta iHCTPYKUIiT 4518 MEeANYHOrO 3aCTOCYyBaHHSA Ha
2 6nicTepu B KOpooOLi 3 nigcTasi perysisipHO OHOBJ/IOBAHOTO 3BITY 3 6e3neku
KapTOHy nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3nekn 3acToCcyBaHHS
nikapcbKoro 3acoby B micnsipeecTpaviiiHvin nepios, abo sk
pesynbTaT OLiHKM 3BITY 3 AOCAIMKEHb, NPOBEAEHNX BiANOBIAHO
[0 nnaHy negiatpuyHunx gochigxkersb (PIP) (3MiHy y3rogkeHo 3
KOMNETEHTHUM YNOBHOBAXEHUM OpraHom) - 3MiHV BHECEHi [0
IHCTPYKUI ANA Me4MYHOro 3aCTOCyBaHHA NiKapcbKoro 3acoby y
po3ainu "MpoTunokasaHHs", "B3aemogis 3 iHWnMmn
nikapcbknMmK 3acobamu Ta iHWi BUAW B3aeMogiii",
"Oco6nMBOCTI 3acTOCyBaHHA", "3acTocyBaHHS Y nepiog,
BariTHOCTi abo rogyBaHHs rpyAA0" BignoBiAHO [0 OHOBEHOT
iHhopmalii 3 6e3neku AitoHoi pevoBUHM
152. | KNAPUTPOMI | TabneTku, BKpUTI TOB YkpaiHa TOB Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/14154/01/02
LINH- 060/10HKO10, Mo 500 "ACTPADA "ACTPAPAPM" 3MiHM Woao 6e3nekn/edhekTUBHOCTI Ta hapMakoHarnsay. peyenmom
ACTPA®APM | wmr; no 7 Tabnetok y PM" 3MiHa y KOpOTKiil XapaKTepuCTuLj NikapCcbKoro 3acoby, TEKCTI
6nictepi; no 1 a6o no MapKyBaHHS Ta IHCTPYKLUIT ANS MeANYHOro 3aCTOCYBaHHA Ha
2 6nictepu B kopobu, 3 nigcTasi perysispHo OHOB/IHOBAHOIO 3BITY 3 6e3neku
KapToOHy nikapcbkoro 3acoby, abo focnigpkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepioa, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iHKEHb, MPOBEAEHNX BiAMNOBIgHO
00 nnaHy negiatpuyHux gocnigpkeHs (PIP) (3MiHY y3rogkeHo 3
KOMNETEHTHUM YNOBHOBAXEHWM OpraHoMm) - 3MiHV BHECEHi 10
IHCTPYKLi 415 MeAUUYHOro 3acToCyBaHHS JlikapCbKoro 3acoby y
po3ainu "MNpoTtunokasaHHA", "B3aemogis 3 iHW1Mun
nikapcbk1UMK 3acobamu Ta iHWi BUAW B3aEMOSiii",
"Oco6nMBOCTI 3acTOCyBaHHA", "3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs rpyAA0” BignoBiAHO 0 OHOBIEHOT
iHpopmalii 3 6e3neku Aito4Hoi pevoBUHU
153. | KIOCAPT® TabneTkn, BKPUTI TOB Ykpaina TOB "KYCYM YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHnx maTtepiasiB: 3MiHa 3asiBHMKa 3a UA/8765/01/01
NNiBKOBOO "TNEQ®AP DPAPM" (BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peuenmom
060/10HKO0, NO 25 Mr; MATa" Bif 23.07.2015 Ne 460): BeefeHHS 3MiH NPOTArom 6-Tn MicALiB

no 14 TabneTtok y
6nicTepi; no 1, 2 abo 6
6nicTepiB B KAPTOHHIl
yNakoBLi

nicna 3aTBepmMKeHHs. 3MiHu | Tuny - 3MiHW WoA[0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHEHUX AaHuX Npo cuctemy hapmakoHarnsgy
(BBEAEHHS Yy3arasIbHEHNX AaHUX NPO cUcTemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXeHoT ocobu,
BiNOBIAANbHOI 32 3MjiCHEHHS hapMmakoHarnsaay; KOHTaKTHOI
0Cco6u 3 hapmakoHarnsay 3asiBHVKa 415 34iCHEeHHS
thapmMakoHarnagy B YkpaiHi, AKLWO BOHA BifMiHHA Bif,
YNOBHOBaXXeHOi 0c0obK, BifANOBIfa/ILHOT 3a 34iICHEHHS
thapmakoHarniagy (BKIYaUn KOHTaKTHI AaHi) Ta/abo 3MiHN Y
pO3MilLeHHI MacTep-ghaiina cucteMun papmakoHarnsagy) 3miHa
KOHTaKTHUX faHuX YNOBHOBaXKEHOI 0CO6Y 3asBHMKA,
BifNoBiga/IbHOI 3a 34iiCHEHHST chapMakoHarnsay.
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
3MiHa MicLA 34iNCHEHHA OCHOBHOT AiANIbHOCTI 3
thapmakoHarnsgy. 3miHa MicLe3HaxomkeHHss MacTep-chaiina
cucTeMmn chapmakoHarnsay Ta inoro Homepa
154. | KNNOCAPT® TabneTtkn, BKPUTI TOB YkpaiHa TOB "KYCYM Ykpaina BHECEHHS 3MiH 40 peecTpaLiiHnx maTtepiasiB: 3MiHa 3asiBHMKa 3a UA/8765/01/02
N1iBKOBOIO "TNEOPAP PAPM" (BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peyenmom
060/10HKO10, M0 50 Mr; MNTa" Big 23.07.2015 Ne 460): BBeieHHS1 3MiH NPOTAroM 6-Tu MicsLUiB
no 14 tabnetok y nicns sarBeppkKeHHs. 3MiHu | Tuny - 3MiHN LWoAo
6nicTepi; no 1, 2 abo 6 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
6nicTepiB B KAPTOHHIA 3MiHM [0 y3arasibHeHUX AaHuX Npo cucTemy hapmakoHarnagy
ynakoBLi (BBEAEHHSA Y3araslbHEHUX JaHWX MPO cucTemy
hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0coou,
BiANOBIAA/ILHOI 3a 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
0cobu 3 hapmakoHarnsay 3asiBHvKa 405 34iNCHEeHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHa BiAMiHHA Bif,
YNOBHOBaXEHOT 0CO6U, BiANOBIAAILHOI 32 34iiCHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTaKTHI AaHi) Ta/abo 3miHn y
pO3MilLEeHHI MacTep-ghaiina cucteMmun papmakoHarnsagy) 3miHa
KOHTaKTHUX AaHMX YNOBHOBaXXeHOi 0COOM 3asBHUKA,
BiANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnsagy.
3MiHa Micus 34jACHEHHS1 OCHOBHOI Ais/IbHOCTI 3
thapmakoHarnsgy. 3miHa MicLie3HaxomkKeHHs1 MacTep-haiina
cucTeMu hapmakoHarnsy Ta ioro Homepa
155. | KIOCAPT® TabneTku, BKpUTI TOB YkpaiHa TOB "KYCYM Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3MiHa 3asiBHUKa 3a UA/8765/01/03
nNiBKOBOIO "TNEQPAP DPAPM" (BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peuenmom
060n0HKot0, No 100 MATh" Bif 23.07.2015 Ne 460): BeBeAeHHS 3MiH NpOTArom 6-Tu MicaLiB
Mr, no 14 tTabnetok y nicnsa 3aTBepmxeHHs. 3MiHu | Tuny - 3MiHn Woa0
6nictepi, no 1, 2 abo 6 6e3nekn/edpekTBHOCTI Ta hapMakoHarnsgy. BeegeHHs abo
6nicTepiB B KAPTOHHI 3MiHW A0 y3arasibHEHUX AaHuX Npo cuctemy hapmakoHarnsgy
ynakosLi; no 10 (BBEAEHHS Yy3araslbHEHNX AaHUX NPo cucTemy
TabneTtok y 6nictepi; hapmMakoHarnagy, 3mMiHa yrnoBHOBaXeHOT 0cobu,
no 3, 9 a6o 10 BIANOBIAANbHOI 3a 34iiCHEHHA hapmakoHarnsaay; KOHTakTHOT
6nicTepiB B KAPTOHHIA 0ocobu 3 hapmakoHarnsay 3asBHvKa Ans 34iCHEHHS
ynakoBLi hapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHA Bif,
YMOBHOB&XEHOT 0c06U, BigNOBIAaIbHOT 3a 34iCHEHHS
hapmakoHarnsgy (Bkovakuy KOHTaKTHI AaHi) Ta/abo 3miHu y
PO3MiLLEHHI MacTep-ghaiina cucteMun papmakoHarnsgy) 3MiHa
KOHTaKTHUX SaHMX YNOBHOBaXXEHOI 0COOM 3asBHUKA,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsgy.
3MiHa Micus 3[iACHEHHSI OCHOBHOT Aisi/IbHOCTI 3
thapmakoHarnsgy. 3miHa MicLe3HaxomkeHHss macTep-charina
cucteMmn dhapmakoHarnsgy Ta noro Homepa
156. | KO-BANOAIN | Tabnetku, BKPUTI KPKA, a.4., CnoseHis BMPOGHULITBO in CnoseHis BHECEHHS 3MiH 10 peecTpaLiiHnx maTepianis: 3mMiHu | Tuny - 3a UA/17875/01/01
NAiBKOBOIO HoBo mecTo bulk, nepBuHHe Ta 3MiHM 3 IKOCTi. [OTOBMIA Nikapcbkuii 3aci6. CTabifbHICTb. peyenmom

060n10HKo0, N0 5
Mr/160 mr/12,5 mr, no
10 TabneTok y
6nicTepi, no 3 abo no
9 6nicTepiB y
KapPTOHHI KOpooOLii

BTOPUHHE
nakyBaHHs,
KOHTPO/b Ta
BUNYCK cepil:

KPKA, a.4., Hoso
mecTo, C/10BeHis;

3mMiHa y TepMmiHax npugaTtHocTi abo ymoBax 36epiraHHs
rOTOBOrO /1iKapCbKOro 3acoby (36iNbLUEHHS TEPMIHY
NPUAATHOCTI TOTOBOIO /iKapCbKOro 3acoby) - [1s Toproeoi
ynakoBku (MiATBEPLKYETLCA AaHUMM peasibHOro vacy) -
36inblUeHHs TepMiHy npugaTHocTi 13 ans Toprosoi ynakoBku
3 2 POKIB Ha 3 poKM, Ha NigcTaBi NiATBEPMKEHNX JaHUX Y




80

n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3assHuK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs1

KOHTpPO/b cepii
(Tinbkn dpisnyHi Ta
XiMiYHi MeToaN
KOHTpont0): KPKA,
n0.4a., Hoeo mecto,
CroseHis;
KOHTPO/b cepii
(Tinbkn dpisnyHi Ta
XiMiYHi MeToaN
KOHTPO/H0):
HN30X
(HauioHanbHi
nab6opaTtopis 3a
34paB’e, OKOJIE iH
XpaHo), CroBeHis;
KOHTPO/b cepii
(Tinbkn dpisnyHi Ta
XiMiYHi MeToaN
KOHTPO/H0):
Kewmiviceki
iHCTUTYT, LleHTp
3a Basligaujicke
TEXHONOrI€E iH
aHanitiko (LIBTA),
CnoBeHisi;
KOHTPO/b cepii
(TiNbKM isnyHi Ta
XiMiuHi MmeTogM
KOHTPO/H0):
NabeHa p.0.0.,
CnoBeHis

peasibHOMY yaci. BBeieHHS 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS

157.

KO-BANoAIN

TabneTkn, BKPUTI
N1iBKOBOIO
060/10HKO10, M0 10
Mr/160 mr/12,5 mr, no
10 TabneTok y
6nictepi, no 3 a6o no
9 6nictepiB y
KapTOHHIA KopoobLi

KPKA, a.4.,
HoBo mecTto

CnoBeHis

BMPOGHULITBO in
bulk, nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTpO/b Ta
BUNYCK cepil:
KPKA, 4.4., Hoso
mecTo, CroBeHis;
KOHTPO/Ib cepil
(Tinbkn oisnuHi Ta
XiMiYHi meToaN
KOHTpOst0): KPKA,
n0.40., HoBo mecTo,
CnoseHis;
KOHTPO/Ib cepil
(Tinbkn oisnuHi Ta
XiMiYHi MmeToaN

CnoBeHis

BHECEHHS 3MiH 40 peecTpaliinHux maTepiasis: 3MiHu | Tuny -
3MmiHu 3 sKocTi. FoToBMIA Nnikapcbkuii 3aci6. CTabinbHICTb.
3MiHa y TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
rOTOBOrO /1iKapCbKOro 3acoby (36iNbLUEHHS TEPMIHY
npuaaTHOCTI FOTOBOrO Jlikapcbkoro 3acoby) - [na Toprosoi
ynakoBku (MiATBEPLKYETLCA AaHUMM peasibHOro vacy) -
36inblUeHHs TepMiHy npugaTHocTi /13 gns Toprosoi ynakoBku
3 2 pokiB Ha 3 poku, Ha MigcTaBi NigTBEPIKEHNX AAHUX Y
peasibHOMY Yaci. BBefieHHs 3MiH NpOTArom 6-Tv MicsLiB nicns
3aTBEPAXKEHHS

3a
peyerimom

UA/17875/01/02
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3assHuK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

KOHTPO/H0):
HN30X
(HauioHanbHi
nab6opaTtopis 3a
34paB’e, OKOJIE iH
XpaHo), CroBeHis;
KOHTPO/b cepii
(Tinbkn dpisnyHi Ta
XiMiYHi MeToaN
KOHTPO/H0):
Kewmiviceki
iHCTUTYT, LleHTp
3a Basligaujicke
TEXHONOrI€E iH
aHanitiko (LIBTA),
CnoBeHisi;
KOHTPO/b cepii
(TiNbKM isnyHi Ta
XiMiuHi meTogm
KOHTPO/H0):
NabeHa p.0.0.,
CnoBeHis

158.

KO-BANoAINn

TabneTku, BKpUTI
nNiBKOBOIO
060/10HKOI0, MO 10
Mr/160 mr/25 mr no 10
Tabnetok y 6nictepi,
no 3 a6o no 9
6nicTepiB y KAPTOHHIl
Kopobui

KPKA, 4.4.,
HoBo mecTto

CnoBeHisi

BMPOGHULITBO in
bulk, nepsuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTpO/b Ta
BWMNYCK Cepil:
KPKA, a.4a., Hoso
mecTo, CroBeHis;
KOHTPO/b cepii
(Tinbkn dpiznyHi Ta
XiMiYHi meToaU
KOHTpont0): KPKA,
n0.4a., Hoeo mecto,
CnoseHis;
KOHTPO/b cepii
(Tinbkn dpiznyHi Ta
XiMiYHi meToaU
KOHTPO/H0):
HN30X
(HauioHanbHi
nabopaTtopis 3a
34paB’e, OKOJIE iH
XpaHo), CroBeHis;
KOHTPO/b cepii
(Tinbkn dpiznyHi Ta
XiMiYHi meToaU
KOHTPO/H0):
Kemilicbki

CnoBeHis

BHECEHHS 3MiH 40 peecTpauliiiHux maTepiasis: 3MiHu | Tuny -
3MiHu 3 siKocTi. FoToBMIA Nnikapcbkuii 3aci6. CTabiNbHICTb.
3MiHa y TepMiHax npugaTtHocTi abo ymoBax 36epiraHHst
rOTOBOrO J1iKapCbKOro 3acoby (36iNbLUEHHS TEPMiHY
NPUAATHOCTI FOTOBOrO NiKAPCbKOro 3acoby) - [ns Toprosoi
yNakoBku (NiATBEPMAKYETbCA AAHUMMN PEASIbHOIO Yacy) -
36inblUeHHs TepMiHy npugaTHocTi 13 ans TOproBoi ynakoBku
3 2 poKiB Ha 3 poku, Ha NiacTasi NiATBEPAKEHNX JaHUX Y
peasibHOMy yaci. BBeeHHS 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS

3a
peyenmom

UA/17875/01/03
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
iHCTUTYT, LleHTp
3a Banigauiicke
TEXHONOTIE iH
aHaniTiko (LIBTA),
CnoseHis;
KOHTPO/Ib cepil
(Tinbkn isnyHi Ta
XiMiYHi meToaN
KOHTPO/0):
Na6eHa p.0.0.,
CnoseHis
159. | KONIKIA® TabneTku, BKPUTI TOB YkpaiHa TOB "KYCYM Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3mMiHa 3asiBHUKa 6e3 UA/10461/01/01
06010HKOt0, N0 125 "TNEQDPAP DPAPM" (BnacHvika peecTpauiiHoro noceigveHHs) (3rigHo Hakasy MO3 peyenma
Mr; no 7 TabneTok y M AaTh" Big 23.07.2015 Ne 460): BBeAeHHS 3MiH NpOTArom 6-Tu MicauiB
6nictepi; no 2 nicnsa 3aTBepAXeHHs. 3MiHu | Tuny - 3MiHW Woa0
61icTepy y KapTOHHIN 6e3nekn/edpeKTBHOCTI Ta hapMakoHarisgy. BeegeHHs abo
ynakosLi; no 15 3MiHU [0 y3araslbHeHVX AaHnX Npo cuctemy hapMakoHarnagy
Tabnetok y 6nictepi; (BBEAEHHSA y3araslbHEHUX AaHUX NPO CUCTEMY
no 1, 2 a6o 4 6nictepu hapmakoHarnisgy, 3MiHa yrnoBHOBaXXEHOT 0cobum,
Y KapTOHHII1 ynakoBLi BiANOBIAA/ILHOI 32 34iiCHEHHA dapMakoHarnsagy; KOHTakTHOT
0ocobu 3 hapmakoHarnsay 3asBHuUKa Ans 34iiCHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHa BiAMiHHA Bif,
YMOBHOBaXEHOT 0co6u, BiANOBiAAILHOI 3a 34iiCHEHHS
thapmakoHarnagy (BKIovaoun KOHTaKTHI AaHi) Ta/abo 3MiHu Y
po3MilLEeHHI MacTep-ghaiina cuctemun papmakoHarnsagy) 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI 0COOM 3asBHUKA,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy.
3MiHa Micus 34jiICHEHHST OCHOBHOT AiS/IbHOCTI 3
thapmakoHarnsgy. 3miHa MicLe3HaxomkeHHss MacTep-haiina
cucTeMun dhapmakoHarnsay Ta inoro Homepa
160. | KONIKIA® CyCneHsis opasibHa, TOB Ykpaina TOB "KYCYM Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3mMiHa 3asBHUKA 6e3 UA/10461/02/01
40 mr/mn; no 30 Mny "TNEQ®AP DPAPM" (BnacHvika peecTpauiiHoro noceigyeHHs) (3rigHo Hakazy MO3 peyenma
6aHLUi; no 1 6aHLi M NTa" Big 23.07.2015 Ne 460): BBeeHHS 3MiH NPOTAroM 6-Tu MicsLUiB

pasom 3 MipHO
NIOXKOIO B KAPTOHHIVi
ynakoBLi

nicns satBepkeHHs. 3MiHu | Tuny - 3MiHK LWoAo
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo cucTeMy hapMakoHarnagy
(BBEAEHHSA Y3araslbHEHUX JaHWX MPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXeHoT ocobu,
BiANOBIAA/ILHOI 3a 34iiCHEHHSA (dapMakoHarnsgy; KOHTakTHOT
0Cco6u 3 hapmakoHarnsay 3asiBHVKa 405 34iINCHEeHHS
hapmakoHarnagy B YkpaiHi, AKLO BOHA BigMiHHA Bif,
YNOBHOBaXXEHOT 0CO6U, BiANOBIAAILHOI 32 34iiCHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTakKTHI AaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cucteMun papmakoHarnsagy) 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXXEHOI 0COOM 3asBHUKA,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapmakoHarnsagy.
3MiHa Micus 34jACHEHHS OCHOBHOI Ais/IbHOCTI 3
thapmakoHarnsgy. 3MiHa MicLie3HaxomkeHHs1 MacTep-chaiina
cucTeMu dhapmakoHarnsgy Ta ioro Homepa
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
161. | KCAPENTO® | Tabnetku, BKPUTI Baviep Al HimeuunH [0/151 BCbOro HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLiiiH1x maTepianis: 3MiHu | Tuny - 3a UA/9201/01/04
N/1iBKOBOO a BMPOGHMYOTO ITanisa 3MiHu 3 skocTi. CepTudpikaT BignosigHocTi/l E-cepTudikar peyenmom
060/10HKOI0, M0 2,5 M, npouecy: baiiep BiAnoBiaHOCTI EBponelickkiit hapmakonei/MoHorpadii. 3miHu,
no 14 tabnetok y A, HimeuuunHa; NoB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y BIANOBIAHICTb A0
6nicTepi; no 1 a6o 4 Baiiep Xenckep MoHorpadii JdY abo Esponeiicbkoi thapmakonei, abo iHwoi
6nicTepy B KAPTOHHii MaHyakTypiHr HauioHas1bHOT hapmakonel gepxasun €C (3MiHa y cnevudikauii
nauuj C.P.N1., Itanig; ana HethapmakoneiiHoro A®| 45 NpuBeAeHHS Y BiANOBIAHICTL [0
BTOPUHHOTO Bumor [dY abo €sponelicbkoi hapmakonei, abo iHLwoi
nakyBaHHs: HauioHanbHOT hapmakonel gepxasun €C) - JonomikHa
LLiteremaHH peyoBWHa/BMXigHUIA MaTepian ans BupobHnuTa A®I - 3MiHK B
JoHhepnakyHr & cneuudikaLii Ta aHaniTMYHUX MeToAax ANs BUXigHOTO
NoricTiwep Cepsic matepiany Kncnota xnopuctosogHeBa ans cybcTaHuii
e.K., Himeuunna pvBapokcabaHry Ans npueefeHHs Ao sumor € «Hydrochloric
acid, concentrated»
162. | KCAPENITO® | TabneTku, BKPUTI Baiiep Al HimeuuunH Baitep Al HimeuuunHa BHECEHHS 3MiH [j0 peecTpaLiiiHux MaTepiasis: 3MiHu | Tuny - 3a UA/9201/01/02
nNiBKOBOIO a 3miHu 3 sikocTi. CepTudikat BignosigHocTi/l E-cepTudikat peyenmom
060n0Hkoto, no 15 wr; BiAnoBigHOCTI EBponelickkiin hapmakonei/MmoHorpadii. 3miHu,
Ne 14 (14x1); Ne 42 noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BIANOBIAHICTL A0
(14x3): no 14 MOHorpadii oY abo €sponelicbkoi hapmakonei, abo iHLWoT
Tabnetok y 6nictepi, HaujioHanbHOT dhapmakonei gepxasun €C (3miHa y cneuudikauii
no 1, a6ono 3 HechapmakoneiiHoro A®| ans npuBeAeHHs y BiANOBIAHICTb A0
6nicTepy B KAPTOHHIi Bumor [1®Y a6o €sponelicbkoi hapmakonei, abo iHLwoi
nauuj HaujioHanbHOI thapmakonei gepxasu €C) - lonomixHa
peyoBuHa/BUXiAHUI MaTepian A8 BUpo6bHuLTBa A®| - 3MiHM B
cneuudikaLii Ta aHaniTMYHUX MeTogax Ans BUXigHOro
maTepiasnly Knucnota xnopuctoBogHeBa Ansa cyoctaHui
puBapokcabaHy 15 npusefeHHs Ao sumor €9 «Hydrochloric
acid, concentrated»
163. | KCAPENTO® | TabneTku, BKpUTI Baiiep Al HimeyuunH Baiiep Al HimeuunHa BHECEHHS 3MiH 0 peecTpaviiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/9201/01/03
nNiBKOBOIO a 3MmiHu 3 sKocTi. CepTudikat BignosigHocTi/lE-cepTudikat peuenmom
060/10HKOt0, MO 20 Mr; BiANoOBigHOCTI EBponelickbkiin hapmakonei/MmoHorpadii. 3miHu,
Ne 28 (14x2); Ne 100 NoB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y BIANOBIAHICTb A0
(10x10): no 10, a6o no MoHorpadii 4PY abo Esponeiicbkoi thapmakonei, abo iHwoT
14 TabneTok y HaujioHanbHOT dhapmakonei gepxasun €C (3miHa y cneuudikawii
6nicTepi; no 2, abo 10 HechapmakoneiiHoro A®| ana npuBeAeHHs y BiANOBIAHICTb A0
6nicTepiB y KAPTOHHiIl Bumor AdY a6o €sponelicbkoi hapmakonei, abo iHLWoi
nauuj HaujioHanbHOI thapmakonei aepxasu €C) - [lonomixHa
peyoBuHa/BUXIAHUIA MaTepian A8 BUpo6bHuuTBa A®I - 3MiHM B
crneundikaii Ta aHaniTMYHUX MeTogax AN1s BUXIAHOTO
matepiany Kncnota xnopuctosogHeBa ans cybctaHuii
pvBapokcabaHy A/1s npuBefeHHs Ao Bumor € «Hydrochloric
acid, concentrated»
164. | KCE®OKAM® | TabneTku, BKpUTI AciHO LLIseliapi Takega M'v6X, HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | Tuny - 3a UA/10245/01/02
NNiBKOBOO dapma Al A Mmicue AnMiHiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peuenmom
060/10HKO0, MO 8 Mr, BMPOGHULTBA MiCLil NPOBaKEHHA AiS/IbHOCTI BUPOOHMKA (BKIKOYatoun, 3a
no 10 TabneTtok y OpaHieHbypr HeOobXifHOCTI, MicLie NPOBEeAEHHS KOHTPOJIIO SIKOCTI), 260

6nicTepi; no 1
6nicTepy B KAPTOHHiIl
Kopobu,i

BflacHMKa macTep-ghaiina Ha A®l, abo noctavyanbHUKa
Adl/BuxigHoro matepiasy/peareHTy/nPOMiXXHOIO NPOAYKTY, LLIO
3aCTOCOBYIOTLCA Y BUPO6HULTBI API (SKLLO 3a3HAYEHO Y OCHE
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3assHuK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

Ha nikapcbKuii 3acib) 3a BifgcyTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiickbkili hapmakonei y 3aTBepakeHoMy
[ocbe, abo BUPOOHKKA HOBOT LONOMIDKHOI PEUYOBUHM (SIKLLO
3a3HayvyeHo y 10CbE) 3MiHa Ha3BY KOHTPaKTHOI labopaTtopii Ha
Synlab Analytics & Services Austria GmbH, ABcTpis Ha
Eurofins Analytics & Services Austria GmbH, AscTpis, 6e3
3MiHM Micus BUPOGHUUTBA. 3MiHK | TUNy - AgMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
NpoBapPKeHHSA Aii/IbHOCTI BUPOOHUKA (BK/IHoOYaouun, 3a
HeoOXifHOCTI, MicLie NPOBEAEHHS KOHTPOO AKOCTI), abo
B/lacHMKa macTtep-ghaiina Ha A®Il, abo noctavasnbHUKa
Adl/BnxigHoOro matepiasny/peareHTy/NnpoMiXXHOro NPOAYKTY, L0
3aCTOCOBYOTbCA Y BUPOOHULTBI AD| (AKLLIO 3a3HAYEHO Y AOChE
Ha nikapcbkuii 3acib) 3a BifgCyTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepakeHoMy
[ocbe, abo BUPOBHKKa HOBOT AOMOMDKHOI PEYOBUHM (SIKLLO
3a3HayeHo y [OCbE) 3MiHa Ha3ByW Ta agpecun BupobHuka Ad|
nopHokcukamy 3 Zydus Nycomed Healthcare Private, IHgis Ha
Zydus Takeda Healthcare Pvt. Ltd., IHgia, 6€3 3miHu micus
BMPOGHMLTBA. 3MiHM | TMNy - AOMIHICTPaTUBHI 3MiHN.
BunyyeHHst BAPOOHMYOI AiNbHUL (BKIOYAOUN AiNbHULI oNs
A®I|, NpOMIXHOrO NPOAYKTY abo roToBOro fikapcbKoro 3acooby,
AiNbHULI A58 NpoBeAeHHS NakyBaHHS, BUPOOHNMKa,
BiZANOBIAA/IbLHOrO 3a BUNYCK CEpiii, MicLie NpOBeAEHHS
KOHTPO/O cepii) abo noctayanbHVKa BUXIAHOTO Matepiasny,
peareHTy abo A0NOMiIXHOI PEUYOBMHY (SIKLLO 3a3HAYEHO Y
[OCbE) 3MiHU [0 BUPOGHMUMX (DYHKLUIi BUpoGHUMKa AdDI
nopHokcukamy Takeda Austria GmbH, ABCTpis. A Takox
BU/TyYEHHS KOHTPaKTHOI AinbHuui Mikronisierungs-Kontor-
Oberrot GmbH, HimeuuunHa, Lo Bignosigae 3a cragio
MiKpOHi3aLii, ynakoBKy Ta eTukeTky. 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MiCLil NPOBaKEHHS AisS/IbHOCTI BUPOOHMKa (BK/THOYatoum, 3a
HeoOXifHOCTI, MicLie NPOBEAEHHS KOHTPOO AKOCTI), abo
B/lacHVKa macTtep-ghaiina Ha A®l, abo noctavasnbHUKa
Adl/BnxigHoOro matepiasny/peareHTy/npoMiXXHOro NPOAYKTY, L0
3aCTOCOBYHOTLCA Y BUPOOHULTBI AD| (AKLLIO 3a3HAYEHO Y OCbE
Ha nikapcbkuii 3acib) 3a BiAgCyTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepakeHoMy
[ocbe, abo BUPOOHKKa HOBOT AOMOMKHOI PEYOBUHM (SIKLLO
3a3HayeHo y [0CbE) 3MiHa Ha3BM KOHTPaKTHOI labopaTtopii
Synlab Umweltinstitut GmbH, AscTpis Ha SYNLAB Analytics &
Services Austria GmbH, AscTpis, 6e3 3MiHN MicuA
BMPOGHULITBA

165.

KCE®OKAM®

TabneTtku, BKPUTI
nNiBKOBOIO
060/10HKOI0, MO 4 Mr,
no 10 TabneTtok y
6nictepi; no 1
6/1icTepy B KapTOHHil

AciHo
Papma Al

LLBeiiuapi
2

Takepa M'm6X,
Mmicue
BMPOGHMLTBA
OpaHieHbypr

HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | Tuny -
AfMiHicTpaTMBHI 3MiHW. 3MiHa HalilmeHyBaHHs Ta/abo agpecu
MiCLii NPOBaKEHHS AiS/IbHOCTI BUPOOHMKA (BK/THOYatoum, 3a
Heo6XifHOCTI, MicLe NPOBeLeHHA KOHTPOJIO SKOCTI), a60o
BNacHuKa mactep-gpaiina Ha A®l, abo noctavanibHUKa
AdI/BMXigHOro MaTepiany/peareHTy/npoMixXHOro NpoAyKTy, Lo

3a
peyenmom

UA/10245/01/01
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Homep

n/n

Hassa
JliKapcbKo20

dopma surnycky
(nikapcbka ¢hopma,

3assHuK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

peecmpayiliHo2o

nocsio4YeHHs1

3acoby

KopoobLi

ynakoska)

3aCTOCOBYHOTbCA Y BUPOOHULTBI AD| (AKLLIO 3a3HAYEHO Y OCbE
Ha nikapcbkuii 3acib) 3a BifgCcyTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepakeHoMy
[ocbe, abo BUPOOHKKaA HOBOT AOMOMKHOI PEYOBUHM (SIKLLO
3a3HayeHo y [0CbE) 3MiHA Ha3BU KOHTPaKTHOI labopatopii Ha
Synlab Analytics & Services Austria GmbH, ABcTpis Ha
Eurofins Analytics & Services Austria GmbH, AscTpis, 6e3
3MiHM Micus BUpo6HUUTBA. 3MiHK | TNy - AgMiHICTpaTuBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo afpecu micus
NPOBaPKEHHA AISNbHOCTI BUPOOHUKA (BK/THOYatoun, 3a
HeoOXiJHOCTI, MicLie MPOBEeAEHHS KOHTPOSIO AKOCTI), abo
B/lacHMKa MacTep-ghaiina Ha A®l, abo noctavasnbHUKa
Adl/BuxigHoro matepiasy/peareHTy/NPOMiIXXHOTO NPOAYKTY, LLO
3aCTOCOBYHOTLCA Y BUPOOHULTBI ADI (AKLWO 3a3HAYEHO Y JOChE
Ha nikapcbkuii 3acib) 3a BigcyTHOCTI cepTudikata
BiNOBIAHOCTI €Bponeickkill thapmakonei y 3aTBepaKeHoMy
[ocbe, abo BUPOGHKKA HOBOT JOMOMDKHOI PEUYOBUHM (SIKLLO
3a3HayeHo y [0CbE) 3MiHa Ha3ByW Ta agpecun BUpobHuKa Ad|
nopHokcukamy 3 Zydus Nycomed Healthcare Private, IHgia Ha
Zydus Takeda Healthcare Pvt. Ltd., IHgis, 6€3 3miHu micus
BUPOGHMUTBA. 3MiHM | TUNY - AOMIHICTPATUBHI 3MiHU.
BunyyeHHs BUPOOHMYOI AinbHUL (BKNOYAOUN AiNbHULI 415
A®I, npomiXXHOro NpoAyKTy abo roToBOro Jlikapcbkoro 3acoby,
AiNbHUL AN NpOBefEeHHA NakyBaHHS, BUPOOHMKA,
BifiNOBIAabLHOTO 3a BUMYCK Cepild, MicLie NpoBefeHHs
KOHTPO/I0 cepil) abo nocTayanbHyKa BUXIGHOTO Matepiany,
peareHTy abo A0NOMiXHOI PeYOBMHY (SIKLLO 3a3HaYeHO y
[10Cb€) 3MiHM 1O BUPOBHUYMX OYHKUili BUpOGHUKa API
nopHokcukamy Takeda Austria GmbH, ABcTpisi. A Takox
BWJTyYEHHS1 KOHTPaKTHOI AinbHuLi Mikronisierungs-Kontor-
Oberrot GmbH, HimeuuunHa, Lo Bignosigae 3a ctagio
MiKpOHi3auii, ynakoBKy Ta eTukeTky. 3miHu | Tuny -
AfMiHiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
MiCLil NPOBaKEHHSA AiS/IbHOCTI BUPO6HMKA (BKIOYatoun, 3a
HeoOXiJHOCTI, MicLie MPOBEeAEHHS KOHTPOSIIO AKOCTI), abo
B/lacHMKa mMacTep-ghaiina Ha A®Il, abo noctavasbHUKa
Adl/BuxigHoro matepiasy/peareHTy/NPOMiIXXHOTO NPOAYKTY, LLO
3aCTOCOBYHOTLCA Y BUPOOGHULTBI A®D| (AKLWO 3a3HAYEHO Y JOCbE
Ha nikapcbKuii 3acib) 3a BigCcyTHOCTI cepTudikata
BiNOBIAHOCTI €Bponelickkilt thapmakonei y 3aTBepaKeHoMy
[ocbe, abo BUPOGHKKA HOBOT JOMOMDKHOI PEUYOBUHM (SIKLLO
3a3HayeHo y [0CbE) 3MiHa Ha3BMW KOHTPaKTHOI labopaTtopii
Synlab Umweltinstitut GmbH, AscTpis Ha SYNLAB Analytics &
Services Austria GmbH, ABcTpis, 6e3 3MiH1 MicLA
BMPO6GHULTBA

3a

UA/13346/01/01

166.

NEBOLIEN

po3unH aNns iHdysii, 5
mr/mn, no 100 mn 'y
nakeTi; no 1 nakeTy y
6nicTepi

NMPO®APM
A
IHTepHeLLHN

TperguHr

ManbTa

Nimitea,

Nab6opaTopioc
HopmoH C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3miHu | Tuny -
3MmiHu Wwoao 6e3nekn/edheKTMBHOCTI Ta hapmMakoHarnsgy.
3MiHa Y KOpPOTKiil XapakTepuCTuLi NikapCbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKUIT 4719 MEANYHOIO 3aCTOCYBaHHA Ha

nigcTaBi peryssipHO OHOBJ/TOBAHOTO 3BITY 3 6e3neku

peyerimom
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3assHuK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

ManbTa

nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3nekn 3acToCcyBaHHS
nikapcbKoro 3acoby B MicnsipeecTpaviiiHvin nepios, abo sk
pesynbTaT OLiHKM 3BITY 3 AOCNIMKEHb, NPOBEAEHNX BiANOBIAHO
[0 nnany negiatpuyHnx gocnimxkers (PIP) (3MiHy y3rogkeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVM OpraHom) 3MiHu BHECEHi A0
IHCTPYKUi ANA MegMYHOro 3aCTOCyBaHHS NiKapcbKoro 3acoby y
po3ainu "OcobMBOCTI 3acTocyBaHHS", "Io6IYHI peakwi”
BiANOBIAHO A0 OHOBEHOT iHGhOpMaL,i Woao 6e3nekn gitoyoi
peyoBUHU. BBEEHHS 3MiH NPOTArOM 6-TW MicALIB nicns
3atBepkeHHs CynyTHA 3MiHa - 3MiHU Woa0
6e3nekn/edeKTBHOCTI Ta hapmakoHarnsagy. BHeceHHst abo
3MiHa(1) [0 3060B'A3aHb Ta YMOB Buadi peecTpauiiHoro
nocBifyeHHs, Bkovatoun Mnax ynpasniHHA pyuvkamn
(3acTocyBaHHA TEKCTY, AKWIA NOTOMKEHNI 3 KOMNETEHTHAM
opraHoM) OHoB/leHo MNnaH ynpasniHHA pusvkamu, Bepcisa 0.2
Ha nikapcbkuii 3aci6 JieBouen, po3ynH 4ns iHdysiin 5 mr/mn,
no 100 mn y nakeTi; no 1 nakeTy y 6nictepi.3MiHN BHeCEHO 10
cneundikauii 3 6e3neky Ta 3axo4iB 3 MiHiMi3aL,i pu3nkiB y
3B'I3KY 3 ypaxyBaHHSIM OHOB/EHOT iHChopmaLlii 3 6e3neku
3rigHo pekomeHgauii PRAC. Peslome nnaHy ynpas/iHHSA
pusmkamm Bepcisa 0.2 gofaeTbcs. BBeAeHHs 3MiH NpoTarom 6-
TV MicsiLiB Nicns 3aTBEPAKEHHS.

167.

NEMTPALA

KOHLieHTpaT Ans
pO34uHy ONs iHgy3il
no 12 mr/1,2 mn Ne 1:
no 1,2 mn y cpnakoHi,
no 1 cpnakony y
KapTOHHI Kopoobui

TOB
"CaHodi-
ABeHTiC
Ykpaina"

YkpaiHa

BepiHrep
IHrenbxainm
dapma 'm6X i Ko.
Kr, HimeuwunHa
(Bupo6HULTBO (fill-
finish/nepBuHHe
nakyBaHHs1)
KOHTPOb AKOCTI (B
npoueci
BMPOGHMLITBA,
KOHTPO/b AKOCTI
N3, BkNoYaoun
TecTyBaHHA Ans
OLLiHKM
CTepW/IbLHOCTI i
BMICTY
MiKpOOpraHi3miB),
TECTn Ha
CTabiNbHICTb);
[bxeH3aiim lpnaHg
Nimiten, lpnaxgis
(BTOPUHHE
nakyBaHHs,
MapKyBaHHS,
36epiraHHa M3 Ta
BUNycCK cepi');
[xeHsaiim
JlimiTeq, Benvka

Himeuunna/
Ipnangis/
Benvka
Bputanis

BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny -
3MiHM Woao 6e3nekn/edpekTUBHOCTI Ta chapmakoHarnsgy (iHwi
3MiHM) 3MiHN BHECEHO [0 IHCTPYKLii AN MEAUYHOTO
3acTocyBaHHSA NikapcbKoro 3acoby Ao po3zinis "OcobnmneocTi
3acTocyBaHHA", "lMo6ivHi peakuii" ", a came AONOBHEHO
iHhopmalito Wwoao 6e3nekn AitoHoi pevoBuHK "anemTy3ymat"
BiAMOBIAHO A0 pekomeHAauin PRAC. BBefieHHSI 3MiH NPoTArom
6-T1 MicsALIB nicnsA 3aTBepKeHHSA. 3MiHW Il TUny - 3MiHK Woao
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy. 3miHn y KopoTkil
XapakTepucTumLi NikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKLUT A8 MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3 HOBUMMU
OaHVIMU 3 SKOCTi, AOK/IHIYHAMU, KNIHIYHUMW AaHnMKn Ta
AaHyMu 3 chapmakoHarnsay - 3MiHM BHECEHO A0 iHCTPYKL,i
0151 MeUUYHOro 3aCTOCyBaHHSA NikapcbKoro 3acoby Ao po3ainis
"Oco6nmBocTi 3acTocyBaHHA", "MobiuHI peakuii”. OHOBNEHHS
Mnaxy ynpaBniHHS pu3vikamu 1o Bepcii 8.1 BBefeHHS 3MiH
NPOTArom 6-Tv MiCAILB MiCNs 3aTBEPIKEHHS

3a
peyenmom

UA/17376/01/01
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
BputaHis
(BTOPUHHE
nakyBaHHS,
MapKyBaHHS,
36epiraHHa M3 Ta
BUnyck cepii); Ec
[xi Ec IHCTuTyT
®peseHiyc Mm6X,
HimeuyunHa
(TecTyBaHHA ons
OLJiHKM
CTepW/IbLHOCTI i
BMICTY
MiKpOOpraHiaMiB
(anbTepHaTnBHA
naboparopisi))
168. | NEPKAHIOWM | TabneTkun, BKpUTI TOB "TeBa YkpaiHa TeBa I13painb BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/16781/01/01
IH-TEBA nNiBKOBOIO YkpaiHa" dapmaueBTikan AnMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo aapecu peuenmom
060/10HKOI0, N0 10 Mr IHgacTpi3 74, MiCLil NPOBaKEHHS AiS/IbHOCTI BUPO6HMKA (BKIOYatoun, 3a
no 14 tabnetok y HeoObXiZHOCTI, MicLie MPOBEeAEHHS KOHTPOSIIO AKOCTI), abo
6nictepi; no 2 abo no B/lacHMKa MacTep-haiina Ha A®l, abo noctavyasibHUKa
4 6nictepun B KOpoOLi Adl/BuxigHoro matepiasy/peareHTy/NPOMiIXXHOIO NPOAYKTY, L0
3aCTOCOBYHOTbCA Y BUPOOHULTBI A®D| (AKLWO 3a3HAYEHO Y JOChE
Ha nikapcbkuii 3acib) 3a BigCcyTHOCTI cepTudikata
BIANOBIAHOCTI EBpONeiichbkili hapmakonei y 3aTBepapkeHomy
[ocbe, abo BUPOGHKKA HOBOT AOMOMDKHOI PEUYOBUHM (SIKLLO
3a3HayveHo y A0CbE) 3MiHa Ha3Bu BUPOOHUKa ADI
NepkaHiguniny rigpoxnopuay 3 Glenmark Pharmaceuticals
Limited (India) Ha Glenmark Life Sciences Limited (India).
BBefeHHA 3MiH NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAXKEHHS.
3MiHn | TURY - 3MiHn 3 axkocTi. A®l. BupobHmuTBO. 3MiHa
po3mipy cepii (Bktoyatoum gianasoHu) A®l abo npomMixHoro
NPOAYKTY, KN4 3aCTOCOBYETLCA Y NpoLieci BUpoGHMLTBa ADI
(36inbLueHHs go 10 pasiB NOPIBHAHO i3 3aTBEPMKEHUM
po3mipom) BBeAEHHS po3mipy cepii AD| JlepkaHiguniHy
rigpoxnopug, - 105,00 kr. BBeAeHHSA 3MiH NpOTAroM 6-Tn
MicALIB MicnsA 3aTBepKEHHS. 3MiHU | TUNY - 3MiHX 3 SKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax cneuudikauiii
Ta/abo foNyCTUMUX MEX, BU3HAYEHUX y cneuudikauisx Ha
A®I, ab0 BUXigHWIA/NPOMDKHUIA NPOAYKT/peareHT, Wwo
BUKOPVCTOBYIOTbCSA Y Npoueci BUpobHMLUTBa AD| (BUTYUYEHHSN
He3Ha4yHOro MokKasHukKa SKOCTi (HanpyKknag BUIyYeHHs
3acTapisioro NokasHMKa)) BUIYyYEeHHSI KOHTPO/IHO 3a MOKA3HMKOM
"Baxki meTanu" 3i cneundikauii A®I NlepkaHigmnivy
rigpoxnopug Big BupobHuka Glenmark Life Sciences Limited
(India) Ta 3i cneumndikavyii BupobHuka rM3.
BBefeHHs 3MiH NPOTArom 6-TW MiICALB Nic/1A 3aTBEPAKEHHS.
169. | NEPKAHIAUNM | TabneTku, BKPUTI TOB "TeBa YkpaiHa TeBa 13painb BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/16781/01/02
IH-TEBA nAiBKOBOO YKpaina" dapmaueBTikan AZMiHiCTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3assHuK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

060/10HKO0, N0 20 Mr
no 14 tabnetok y

6nicTepi; no 2 abo no
4 6nictepun B KOPOOLi

IHoacTpi3 /174.

MiCLil NPOBaKEHHSA AiS/IbHOCTI BUPO6HMKA (BKIKOYatoun, 3a
HeoOXiZHOCTI, MicLie MPOBEeAEHHS KOHTPOSIIO AKOCTI), abo
B/lacHMKa MacTep-gaiina Ha A®l, abo noctavyasrbHUKa
Adl/BuxigHoro matepiasy/peareHTy/NPOMiIXXHOTO NPOAYKTY, LLIO
3aCTOCOBYHOTLCA Y BUPOOHULTBI A®DI (AKLWO 3a3HAYEHO Y JOChE
Ha nikapcbKuii 3acib) 3a BigCcyTHOCTI cepTudikata
BiNOBIAHOCTI €BpoONelichkill thapmakonei y 3aTBepaKeHoMy
[ocbe, abo BUPOGHKKA HOBOT JOMOMDKHOI PEUYOBUHM (SIKLLO
3a3HayeHo y 10Cbe) 3MiHa Ha3BY BUPOGHMKa AdI
NepkaHiguniny rigpoxnopuay 3 Glenmark Pharmaceuticals
Limited (India) Ha Glenmark Life Sciences Limited (India).
BBefeHHA 3MiH NPOTAroM 6-TW MICALIB NIC/1A 3aTBEPAXEHHS.
3MiHn | TURY - 3MiHK 3 axkocTi. A®l. BupobHmuTBO. 3MiHa
po3mipy cepii (Bktoyatroun gianasoHu) A®l abo npomMixHOro
NPOAYKTY, SIKNIA 3aCTOCOBYETLCA Y NpoLieci BUPOGHMLTBa ADI
(36inbLueHHs go 10 pasiB NOPIBHAHO i3 3aTBEPMKEHUM
po3mipom) BBeAEHHS po3mipy cepii AD| JlepkaHiguniHy
rigpoxnopug - 105,00 kr. BBeeHHA 3MiH NpOTAroM 6-Tn
MicALIB MicnsA 3aTBepKEHHSA. 3MiHU | TUNY - 3MiHU 3 AKOCTI.
A®I. KoHTponb A®Il. 3miHa y napameTpax cneuudikauiii
Ta/abo foMyCTUMUX MeX, BUSHAYEHUX Y creundikalisx Ha
A®l, ab0 BUXiZHWA/NPOMIKHUIA NPOAYKT/peareHT, Lo
BUKOPVCTOBYIOTBCS Y Npoueci BUpoOHMLTBa AD| (BUTYUYEHHS
He3Ha4yHOro MokasHuka SKOCTi (HanpyKknag BUIyYeHHs
3acTapisioro NokasHMka)) BUIYy4YEeHHS KOHTPO/IKO 3a NOKA3HUKOM
"Baxki meTanu" 3i cneundikauii A®I NlepkaHigmniHy
rigpoxnopug Bif Bupo6Huka Glenmark Life Sciences Limited
(India) Ta 3i cneumndikavii BUpobHuka M3.
BBefeHHs1 3MiH NPOTArom 6-TW MICALB NiC/1A 3aTBEPAKEHHS.

nocsio4YeHHs1

170.

171.

NIHIMEHT
BAJIb3AMIY
HWIA (3A O.B.
BULUHEBCbK
1Mm)

nNiHimeHT N0 401y
Ty6ax; no 40 r y Ty6ax
y nauuii 3 KapToHy

MPAT
"®ITOPAPM

YkpaiHa

MPAT
"OITOPAPM"

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | Tuny -
3MiHuM 3 AKOCTi. [0ToBUIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBa/ibHWiA 3aci6. 3miHa dhopMu abo
pO3Mipy KOHTeHepa 4un 3aKynoproBasibHOro 3acoby
(nepBUHHOI ynakoBku) (HeCTepubHI Nikapcbki 3aCo6M) - 3MiHa
dhopmu 3aKynopioBasibHOro 3acoby (6ywoH (HDPE)) ans Ty6u
40 r. BifCyTHi SIKICHI Ta Ki/IbKICHI 3MiHU Ckagy nakyBaslbHOro
MaTepiany. BBegeHHs1 3MiH NpoTArom 6-T1 micAuiB nicns
3aTBEpMKEHHS. 3MiHW | TMNy - 3MiHW 3 AKOCTIi. FOTOBMIA
nikapcbkuii 3aci6. CucTeMa KoHTelHep/3aKynopoBasibHU
3aci6 (iHWi 3MiHW) — BBEAEHHS BTOPMHHOI YNakoBku (nayku), a
came nayku kapToHHOT Ans Ty6u 40 r (3aTBepakeHo Ty6um no
40 r 6e3 nayku; 3anponoHoBaHo: Ty6u no 40 r y naykax Ta 6e3
navok), 3 BiAMOBIAHMMN 3MiHAMW Y P. «YNaKoBKa». 3MiHN
BHECEHi B po34in "YnakoBka" B iIHCTPYKLit0 AN MEANYHOTO
3acTocyBaHHS Nikapcbkoro 3acoby y 3B'A3Ky 3 BBEAEHHAM
BTOPUHHOI YNakoBKKM (Nayku), K HacnifgokK - 3aTBepakKeHHs
TEKCTYy MapKyBaHHA BTOPUHHOI YNakoBKYW Nikapcbkoro 3acooy.
BBefileHHS 3MiH NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAKEHHS.

6e3
peyenma

UA/0228/01/01

NICOBAKT

cnpeli OpOMYKO3HWIA,

BocHanek

BocHis i

BocHanek a.4.

BocHis i

BHECEHHS 3MiH 10 peecTpaLiiiHux MmaTepiasis: TexHiuHa

6e3

UA/18997/01/01
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3assHuK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs1

AYO®
CMNPEN 3
APOMATOM
M'ATU
MNEPLEBOI

po34uH no 30 mny
ch/1aKkoHi 3 TEMHOro
CK/a 3 HacoCoM-
posnuioBavemM Ta
ansikatopom, no 1
h/1aKOHY Y KapTOHHilA
KopoobLi

a.o.

l'epuerosun
Ha

epuerosuH
a

nomuska (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460),
BunpaBneHHsa TexHiYHOi noMusky, 3rigHo nn.3 n.2.4. po3giny
VI Haka3zy MO3 YkpaiHu Big 26.08.2005p. Ne 426 (y pepaxuii
Haka3y MO3 Ykpainuu Bif 23.07.2015 p Ne 460) — noMWnKn y

MK$A /13 Ta TekCTi MapKyBaHHS, MOB'A3aHi 3 HA3BOO
nikapcbKoro 3acoby, a came B Ha3si /13 NOMUNKOBO 6y/10
HarnmcaHo C/I0BO «CMnpeli» Ta «spray» 3 MasleHbKol nitepu,

3amicTb «Cnpeli» Ta «Spray» BifgnoBigHO. TEXHIYHY MOMUKY
BUMNpaBNEHO B IHCTPYKLi A1 MEAUYHOTO 3aCTOCYBaHHA Ta 'y

TEKCTi MapKyBaHHS nikapCcbKoro 3acoby, a came B Ha3Bi

npenapary NoMUIKOBO 6y/10 HanMcaHo CoBo "cnpei”

Ta"spray" 3 MasieHbKoi 6yKBU. BunpaBneHHs He3HauYHuX

NMOMW/IOK B TEKCTI MapKyBaHHA. 3a3HayeHe BUNpaB/eHHs
BiNOBiga€ MaTepiasiam peecTpauiiHoro 4ochbe

peyenma

172.

nokoig
KPENO

eMy/bCisl HallkipHa, 1
mr/r; no 30ry
thnakoHi; no 1
(h/1aKOHY B KapPTOHHii
nauuj

YEMNAPAP
M
ApuHaiimiTT
enb MM6X

HimeuunH
a

Temmnep Itania
C.p.n.

ITanisa

BHECEHHS 3MiH [J0 peecTpaLiiiHMX MmaTepianis: 3MiHa 3asiBHMKA
(BnacHvKa peecTpauiinHoro noceig4veHHs) (3rigHo Hakasy MO3
Bif 23.07.2015 Ne 460) BBegeHHs 3MiH MPOTAroM 6-TW MicsiLiB
nicnsa 3aTBepKeHHs; 3MiHKM | Tuny - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3araslbHeHVX AaHNX Npo cuctemy hapMakoHarnagy
(BBEAEHHS y3arasibHEHMX AaHUX NPO cucTemy
hapMakoHarnisgy, 3mMiHa yrnoBHOBaXXEHOT 0cobum,
BiANOBIAA/IbLHOI 32 34iiCHEHHA hapmakoHarnsay; KOHTakTHOT
0ocobu 3 hapmakoHarnsay 3asBHuUKa Ans 34iCHEHHS
hapmakoHarnsgy B YKpaiHi, SKLW0 BOHa BiAMiHHA Bif,
YMOBHOBaXEHOT 0co6y, BiANOBIAaIbHOT 3a 34iiCHEHHS
thapmakoHarnagy (BKIvaoun KOHTaKTHI AaHi) Ta/abo 3MiHu y
pO3MiLLEeHHI MacTep-haiina cuctemn hapmakoHarnsgy) -
3MiHa yNoBHOBaXKeHOT 0c06M 3aBHUKA, BiAMOBIfa/IbHOT 3a
thapmakoHarnsag. Aitova pegakuis: Berit Nautrup Andersen.
MponoHoBaHa pegakuis: Dr. Juliane Niessen- Erkel. 3miHa
KOHTaKTHUX JaHWX yMOBHOBaXEHOI 0cobu, BiANoOBiAaIbHOI 3a
hapMakoHarnag. 3mMiHa KOHTaKTHOT 0COBM 3asBHUKA,
BiANOBIAaUIbHOI 3a hapmakoHarnag B Ykpaini. Jitoua
pepakuis: BeHrep /llogmnna AHatoniiBHa. MponoHoBaHa
pepakuis: BiTkoBcbka TeTsiHa BiTaniiBHa. 3MiHa KOHTaKTHUX
LaHNX KOHTaKTHOI 0Ccobu 3asiBHMKA, BiAMNOBIAA/IbHOT 32
thapmakoHarnag B YkpaiHi. 3miHa Micus 34iiCHEHHSI OCHOBHOT
AisNbHOCTI 3 chapmakoHarnagy. 3MiHa MicLe3Haxo4KeHHs
MacTep-haiia cuctemu papmakoHarnsgy Ta ioro Homepa

3a
peyenmom

UA/4471/03/01

173.

NOCNNPUH®

TabneTku, BKpUTI
KMLUKOBOPO34MHHOIO
060/10HKO0, M0 75 Mr
no 10 Tabnetok y
cTpuni, no 3, no 8 abo
no 10 cTtpunis y
KapTOHHIA ynakoBLi;
no 30 TabneTok y
cTpuni, no 1, a6o no 2,

TOB
"TNELAP
M ITA"

Ykpaina

TOB "KYCYM
DPAPM"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3MiHa 3asiBHUKa
(BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3
Bif 23.07.2015 Ne 460): BeeAeHHS 3MiH NpOTArom 6-Tu MicaLiB
nicnsa 3aTBepmxeHHs. 3MiHu | Tuny - 3MiHn Woa0
6e3nekn/edpekTBHOCTI Ta hapMakoHarnsgy. BeegeHHs abo
3MiHW A0 y3arasibHEHUX AaHuX Npo cuctemy hapmakoHarnsgy
(BBEAEHHS Yy3arasibHEHNX AaHUX NPo cucTemy
hapmakoHarnagy, 3mMiHa yrnoBHOBaXeHO! 0cobum,
BiANOBIAA/IbHOI 3@ 3AiiCHEHHSA ddapMakoHarnsgy; KOHTakTHol

6e3
peyenma

UA/9202/01/01
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
abo no 3, abo no 4 0cobu 3 hapmakoHarnsay 3asaBHUKa AN 34iIRCHEHHSN
CTPVNW B KAPTOHHIA thapmakoHarnsgy B YkpaiHi, K0 BOHa BiAMiHHA Bif,
ynakoBLiji YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 3a 34iiCHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTakKTHI gaHi) Ta/abo 3MiHn y
pO3MilLEHHI MacTep-ghaiina cuctemun papmakoHarnsagy) 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKeHOi 0COOM 3asBHUKA,
BiANOBiAa/IbHOT 3a 34iiCHEHHA hapmakoHarnsgy.
3MiHa Micus 34iACHEHHS1 OCHOBHOI AisS/TbHOCTI 3
thapmakoHarnsgy. 3MiHa MicLie3HaxomKeHHs1 MacTep-aiina
cucTeMmn dhapmakoHarasay Ta ioro Homepa
174. | MATHIIO PO34MH A5 iH'EKLN, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/6095/01/02
CYNb®AT - 250 mr/mn, no 5 mn B "®bapmaueBT "®apMaueBTUYHA AOMIHICTPaTUBHI 3MiHW. BunyyeHHs1 BUPOOHWYOT AiNbHUL peuenmom
AAPHULUA amnyni; no 5 amnyn'y nyHa chipma ipma "AapHuug" (Brrovatoum dinbHuui 4ns A®l, npoMixXHOro NpoaykTy abo
KOHTYPHIli YapyHKOBIi "NapHuus" roTOBOrO J1iKapCbKOro 3acoby, AiNbHULI 415 MPOBEAEHHS

ynakosLi; no 2
KOHTYPHI YapyHKOBI
ynakoBKM B naulj; no
10 mn B amnyni; no 5
amnyn y KOHTYpPHIi
YapyHKOBIli ynakoBLyj;
Mo 2 KOHTYpHI
YapyHKOBI yNaKOBKMN B
nauui

nakyBaHHS, BUPOOHWKa, BigNoBifaIbHOTO 3a BUMYCK Cepil,
MiCLie NpoBEAEHHSA KOHTPO/IIO cepii) abo noctayasibHuKa
BMXiQHOrO Martepiany, peareHTy abo A0NOMiXHOT peYOBUHN
(AKLL0 3a3HAYEHO Y [1OCbE) BU/TYYEHHS PipMU-BUPOGHMKA
Aito4oi peyoBrHM MarHito cynbdar AT «XiMiuHWA 3aBO, iM.
.. KapnoBa», Pocilicbkoi ®egepadji. 3miHun | Tuny - 3miHu 3
AKocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneuudikaLin Ta/abo fonyCTUMNX MEX, BUSHAYEHNX Y
cneumdikauisix Ha A®l, abo BMXigHWIA/NPOMKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y NPOLECI
BMPOGHUMLTBA AD| (BUIYYEHHS HE3HAYHOTO MOKA3HMKa AKOCTI
(Hanpviknag BUTyYeHHS 3acTapisioro NokasHuka)) 3amMiHa y
napameTpax cneuudikauii A®l, a came BUTlyYEHHS PO34iniB
«Baxkki MeTasin» Ta «ApceH». 3MiHU | Tuny - 3MiHM 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y meTodax BunpobyBaHHs A®| abo
BUXiAHOro MaTepiany/npoMiXXHOro NpoayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea AdP| (He3HauHI
3MiHW Y 3aTBeppKeHNX MeTofax BUnpobyBaHHs)) CynyTHS
3MiHa
- 3MiHM 3 skocTi. AL, KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo foNyCTUMNX MEX, BUSHAYEHUX Y
cneumdgikauisix Ha A®I, abo BUXigHWIA/NPOMKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYOTLCA Y NPOLEC
BMpOG6HMLTBa ADI (iHWi 3MiHKM) 3MiHM A0 cneyudikauii Ta
MeToAiB KOHTposo AP 3a nokasHuKamu: «MikpobiosoriyHa
ynctoTa» Ta «KinbkicHe BU3HAYEHHSI»- BHOCATLCA peaakLiiHi
npaBku Ta yTOYHEHHSA. 3MiHu | Tuny - 3MiHK 3 aKkocTi. AdI.
CT1abinbHiCTb. 3MiHa nepiogy NOBTOPHMX
BMNpo6yBaHb/nepiody 36epiraHHa abo ymoB 36epiraHHs Ad|
(3a BigCyTHOCTI y 3aTBEpKEHOMY A0ChE cepTudiikata
BiANOBIAHOCTI EBponeiickkili hapmakonei, Lo BKIoYaE nepiog,
NOBTOPHOrO BUNPOBYBaHHSA) (iHLUI 3MiHW) TEPMIH
NepeKoHTPOSI0 Ailo4oi peyoBMHM MarHito cynbgaT renTarigpat
BMpobHULUTBa Macco Organiques, s.r.0., Czech Republic
3a/IMLLEHO 6e3 3MiH, 3MIHEHO Ha3BY PO34iny «TepMiH
NpMAATHOCTI» Ha «TepMiH NepekoHTPO/I». 3MiHM | Tuny -
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1

3MiHK 3 sikocTi. FOTOBMIA Nnikapcbkuii 3aci6. Onuc Ta cknag,
3miHa y cknagi ([ONOMiXHMX pevyoBMHAaX) rOTOBOTO JliKapCbKoro
3aco06y (iHLWi 3MiHK) BHECEHHS 3MiH [0 po3ainy «Cknag», a
came [0 cknagy AO0NOMDKHUX PEYOBUH BHECEHO [OMOMDKHY
PEYOBWHY KNCIOTU X/TOPUCTOBOAHEBA, SIKa BUKOPUCTOBYETLCA
y BUPOGHWLTBI, K perynaTop pH Ta 3a3HavyaeTbes
6e3nocepesiHb0 B TEXHOMOTIYHIM AOKYMEHTAL,T 3 BUPOGHMLITBA
nikapcbkoro 3acoby. 3MiHM BHECEHO B IHCTPYKLi0 A1
MeAMYHOro 3acTOCyBaHHA /likapCbKoro 3acoby y po3gin
«Cknag» (AONOMKHI pe4OoBMHW) 3 BiAMOBIAHAMN 3MiHAMU Y
TEKCTi MapKyBaHHS YNakoBK/ Nikapcbkoro 3acoby. BeefeHHA
3MiH NPOTArom 6-Tu MiCALIB Nicna 3aTBepKeHHs. 3MiHn | Tuny
- 3MiHK 3 sIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHN Y NpoLeci BUPO6HULITBA FOTOBOTO
NiKapCbKoro 3acoby, BKIHOHaOUM NPOMiIXXHUIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULTBI TOTOBOrO NikKapCbKoro
3aco6y (iHwWwi 3mMiHK) 3MiHM [0 BUpOGHMYOro npouecy M3, a
came Ctagis 3 CTepunisauisi po3unHy B amnynax ta Ctagis 4
KOHTpO/b po3unHy B amnynax Ha BiACYTHICTb MeXaHi4yHuX
BK/THOYEHb | KOHTPO b aMMy/1 Ha FTeEPMETUYHICTb [OMNOBHEHI
[0AAaTKOBMM BapiaHTOM KOHTPOSIIO, KU € B3aEMO3aMiHHUM
3aTBEPAKEHOMY BapiaHTy, 3 NOC/iLOBHO PO3NMCaHNMMN
CXemMamu NpoBeAEeHHS KOHTPO/TI0 TEXHOOMNYHUX OnepaLlii.
Takox AeTanizoBaHO 0ONMC Ta CXeMy TEXHOOTNYHOro npoLecy
Ta KOHTPOJII0 MpoLecy Ha BCiX CTafisix BUPOOHULTBA, 3
BHECEHHAM pefaKLiiiHiX NpaBoK Ta yTOuHeHb. BBeAeHHsA 3MiH
NPOTArom 6-Tu MicALIB Nicna 3aTBepMKEHHs. 3MiHu | Tuny -
3MiHM 3 IKOCTi. FOTOBMIA Nnikapcbkuii 3aci6. 3MiHN y
BMPO6HMLTBI. 3MiHN BUNpobyBaHb abo AOMYCTUMUX MEX,
BCTaAHOB/IEHUX Y cneuudpikauisx, nig yac BUpobHULTBA
rOTOBOrO /iKapCbkoro 3acoby (iHLLi 3MiHK)

AnA 3a6e3neyeHHs AKOCTi FOTOBOTO NiKapCbKoro 3acoby
NPOTAroM TEPMiHY NPUAATHOCTI, 3aNPONOHOBAHO Y
cneumdikauii NPOMKHOI NPOAYKLiT 3MIHATU BUMOTU A0 «pH»
Ha «Big 5,5 10 6,5». BBeAEHHA 3MiH NPOTArom 6-Tu MicsuiB
nicnsa 3aTBepKeHHNA. 3MiHW | TUNYy - AAMIHICTPATUBHI 3MiHN.
3miHa Ha3Bm APl abo [ONOMIKHOI peqyoBuHM - Hassy Ajtoyoi
PEYOoBMHM, LLIO BXOANTb A0 CKIay roTOBOrO iKapCbKoro
3aco0by, NpvBeAeHO Y BiANOBIAHICTL A0 MaTepiasiiB BUPOOHUKA
Ta MoHorpadii «Magnesium sulfate heptahydrate»
€Bponelicbkoi Papmakonei. 3MiHM BHECEHO B IHCTPYKLi0 415
MeAMYHOro 3acTOCyBaHHA /ikapCbKoro 3acoby y po3gin
«Cknag» (gitoya pevoBrHa) 3 BifNOBIAHUMY 3MIHAMMW Y TEKCTI
MapKyBaHHS YNakoBKv NikapcbKoro 3acoby. BeefeHHsA 3MiH
NPOTArom 6-Tu MicALiB Nicna 3aTBepMKeHHs. 3MiHu | Tuny -
3MiHn Wwopao 6esnekn/edhekTMBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHN) 3MiHV BHECEHO B TEKCT MapKyBaHHS yNakoBKu
NiKapcbKoro 3acoby o0 BUKNaAeHHSs iHhopMalii nue
YKPaiHCbKOK MOBOI0. BBEAEHHS 3MiH NpOTArom 6-Tu MicauliB
nicns 3aTBepKeHHs
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npoaykTy in bulk:
KaTaneHT ITani
C.n.A,, ITanis

akocTi. A®l. BupobHMUTBO. 3MiHa BUPOOHUKaA
BUXIZAHOrO/NPOMIXHOTO NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHUYOMY npoLeci APl abo 3miHa
BMPO6HMKa (BK/IKOYaOUM, e HeOOXiaHO, MicLie MPOBeAEeHHS
KOHTPO/H0 SIKOCTi) ADI (3a BiACYTHOCTI cepTudpikarta
BiNOBIAHOCTI €Bponelickkilt thapmakonei y 3aTBepaKeHoMy
[0cbe)(iHWi 3MiHW)- AodaBaHHS BUpPo6HUka Shandong
Fangxing Technology Development Co., Ltd BuxigHoro
maTepiany 5-NITROFURALDEHYDE DIACETATE, wwo He
HanexuTb 40 TiEi camoi BUPOBHNYOT rpynu NignpuemMcTB, LLO
3aTBEpMKEHWNIA; 3MiHU | TUny: 3MiHK 3 skocTi. A®l. KoHTponb
A®I. 3miHa y napameTpax cneumdikauiii Ta/abo fonycTMMmux
MeX, BU3HaueHux y crneumndikayisax Ha Ad®l, abo
BMXiAHWIA/NPOMIDKHWIA NPOAYKT/peareHT, L0 BUKOPUCTOBYIOTHLCSA
y npoueci BupobHuuTBa A®| (BUNYYEHHS HE3HAYHOTO
nokasHuka SKOCTi (Hanpuknag BUyYeHHs 3acTapifioro
MOKa3HMKa)) - BUTyYEHHS HE3HAYHOTO MOKa3HMKa SKOCTI:
“Related substance by GH: Acetic acid” 3i cnevyudikayii
BuXigHoro matepiany ans 5-NITROFURALDEHYDE
DIACETATE; 3miHu | Trny: 3MiHu 3 AkocTi. A®L. KoHTposnb AdI.
3MmiHa y napameTpax crneumdikaliin Ta/abo fonycTUMUX MeX,
BM3HAYeHUX y cneundikauisix Ha Adl, abo
BMXiAHWIA/NPOMIDKHWIA NPOAYKT/peareHT, L0 BUKOPUCTOBYIOTHLCSA
y npoueci BupobHuuTBa A®| (BUNYYEHHS HE3HAYHOTO
nokasHuka SKOCTi (Hanpuknag BUyYeHHs 3acTapifioro
NMOKa3HMKa)) - BUTyYEHHS HE3HAYHOTO MOKa3HMKa SKOCTI:
“Related substance by GH: 5-Nitrofuraldehyde” 3i
cneuudikauii BUxigHoro matepiany ans 5-
NITROFURALDEHYDE DIACETATE; 3miHu | Tvny: 3MiHu 3
AKocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo foNyCTUMNX MEX, BUSHAYEHUX Y
cneumgikauisix Ha A®I, abo BMXigHWIA/NPOMKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLEC

BMPOGHMUTBA AD| (BUIYYEHHSI HE3HAYHOTO NMOKAa3HMKA SKOCTi

Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
175. | MAKMIPOP Kancynu BariHasibHi Monikem ITanisa BiiNOBIAaNbHUIA 3a ITanisa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3MiHW | TUNY: 3a UA/3934/02/01
KOMMJIEKC® | m'ski, no 8 kancyny C.p.n. nepBUHHE, 3MmiHu 3 sKocTi. A®l. BUpo6HMLTBO. 3MiHM B NPOLECI peyenmom
6nictepi; no 1 BTOPVHHE BMPOGHMLTBA AD| (He3HAYHA 3MiHA Y 3aKpUTIli YacTuHI
6nicTepy B naui nakyBaHHs, macTep-haiina Ha A®l) - 3mMiHu B npoueci BUpo6HuLTBa AdI, a
KapTOHHIi KOHTpO/b Ta came BUAaIEHHS eTany CyLUKX BOSIOrOi HEOUWLLEHOT
BUNYCK cepil: cybcTaHLUii HidpypaTento y 3akpuTiil YacTuHi MacTep-chaiina Ha
[Jonnens A®I; 3miHM | TMNy: 3MiHK 3 aKocTi. A®l. BupobHuLTBO. 3MiHa
dapmaueyTiui BMPOGHMKA BUXiAHOro/NPOMIKHOTO NMPOAYKTY/peareHTy, Lo
C.p.n., Itanis; BYKOPUCTOBYHOTbCS Y BUPO6HMYOMY npoueci A®I, a6o 3miHa
BiiNOBIAaNbHMIA 3a BMPOGHUKA (BKKOYaAtOUM, e HeobXigHOo, MicLie NpoBeAEeHHS
NOBHUIA LMK KOHTpOsto sikocTi) A®I (3a BigcyTHOCTI cepTuddikata
BUpOGHULTBA: BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepakeHoMy
[Jonnens pocke)(iHWi 3MiHN) - AogasaHHA BUPobHKKa Sichuan Mol
dapmaueyTiui Biopharma BuxigHoro matepiany 1-hydrazino-3-methylthio-2-
C.p.n., Itanis; propanol, 10 He HanexuTb A0 TiEl caMoi BUPOGHMYOT rpynu
BMPOBHUK NiANPUEMCTB, LLO 1 3aTBEPLKEHWIA; 3MiHM | TUNY: 3MiHK 3
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(Hanpvknag BUYYEHHs 3aCTapinoro NokasHuka)) - BUNyYeHHs
He3Ha4yHWX nokasHukiB AkocTi: “Related substance by GH:
Unknown impurities” 3i cneuudikavii BuxigHoro matepiany ans
5-NITROFURALDEHYDE DIACETATE; 3minu | Tvny: 3MiHn 3
akocTi. A®l. KoHTponb A®l. 3miHa y napameTpax
cneyudikaLin Ta/abo foNyCTUMUX MEX, BUSHAYEHUX Y
cneundgikauisix Ha A®l, abo BUXigHWIA/NPOMKHWIA
NPOAYKT/peareHT, W0 BUKOPUCTOBYOTLCA Y NPOLECI
BMPOGHMLTBA AD| (3BY)XEHHSA AONYCTUMUX MEX, BUSHAUEHNX Y
cneuudikaLii) - 3BY>KEHHS [OMYCTUMUX MEX, BUSHAYEHUX Y
cneupndikauii BuxigHoro matepiany 1-HYDRAZINO-3-
METHYLTHIO-2-PROPANOL, ansa nokasHuka “Assay by GC”;
3MiHM | Tuny: 3MiHn 3 AkocTi. APl. KoHTponb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo JoNyCTUMMX MEX,
BU3Ha4YeHUX y cneumdpikauisx Ha Adl, abo
BUXiZAHWIA/NPOMiXHWIA NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA
y npoueci BUpo6HMLTBa AD| (3BY>XKEHHS AOMYCTUMMX MEX,
BU3HAYEHUX Y cneuudikauir) - 3By)XXeHHS AONYCTUMUX MEX,
BM3Ha4YeHuX y cneuudikauii peareHty SULPHURIC ACID
96%, Ans nokasHuka “Acidimetric titration”

176.

MAKMIPOP
KOMMJIEKC®

Kpem BariHanbHWiA, No
30 ry Ty6i; no 1 Ty6i B
KOMMNIEeKTi 3
rpagyiioBaHum
LUNPULIOM Y KapPTOHHIi
nauui

Monikem
C.p.n.

ITanisa

[Jonnenb
dapmaueyTiui
C.p.n.

ITanisa

BHECEHHS 3MiH [0 peecTpaLiiiHux MaTepiasis: 3MiHu | Tuny -
3MiHu 3 sKocTi. A®l. Bupo6bHMLTBO. 3MiHM B NpoLEeCi
BMPOGHMLTBA AD| (HE3HAYHA 3MiHA Y 3aKpUTIlA YacTuHI
macTep-gaiina Ha A®l) - 3miHu B npoueci BupobHuyTBa Adl, a
came BUAASIEHHS eTary CyLLUK/ BOJIOTOi HEOUMLLLEHOT
cybcTaHUii HidypaTento y 3akpuTiil YyacTvHi MacTep-dhaiina Ha
A®I; 3MiHM | TUNY - 3MiHK 3 AKOCTI. API. BupobHMUTBO. 3MiHa
BMPOGHMKA BUXIAHOro/NPOMKHOTO NPOAYKTY/peareHTy, Lo
BMKOPVCTOBYIOTLCA Y BUPOBHUYOMY npoLeci A®l, abo 3miHa
BMpo6HUKa (BK/IOYaKUK, e HeobXiaHO, MicLe NpoBeAeHHs
KOHTpOsto sikocTi) AP (3a BigcyTHOCTI cepTuddikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepakeHoMy
[ocbe)(iHLWi 3miHN) - foAaBaHHA BUpo6bHMKa Sichuan Mol
Biopharma suxigHoro matepiany 1-hydrazino-3-methylthio-2-
propanol, Lo He HanexuTb A0 TiEl caMoi BUPOGHMYOT rpynu
NiANPUEMCTB, LU0 11 3aTBEPLKEHUIA; 3MiHU | TUNY - 3MiHU 3
akocTi. A®l. BupobHuuTBO. 3MiHa BUPOOHUKA
BWXi4HOro/MpoMiKHOro NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYHOTLCS Y BUPO6HMYOMY npoueci A®I, a6o 3miHa
BMPOGHMKA (BKIKOYaAOUM, Ae HeobXigHO, MicLie NPOBeAEHHS
KOHTposto sikocTi) A®I (3a BigcyTHOCTI cepTuddikata
BiANOBIAHOCTI EBpoNeiickkili hapmakonei y 3aTBepakeHoMy
pocbe)(iHWwi 3MiHN) - AogasaHHsA BUpobHKKa Shandong
Fangxing Technology Development Co., Ltd BuxigHoro
matepiany 5-NITROFURALDEHYDE DIACETATE, o He
HaNexuTb 40 Tiei camoi BUPOBHNYOT rpynu NignpuemcTs, Lo i
3aTBEPMKEHWIA; 3MiHM | Tuny - 3MiHKM 3 AkocTi. A®I. KoHTponb
A®I. 3miHa y napameTpax cneuudgikauii Ta/abo AonycTUMmX
MeX, BU3Ha4YeHuX y crneumndikavisax Ha Ad®l, abo
BUXiAHWIA/MPOMiXKHWIA MPOAYKT/peareHT, Wo BUKOPUCTOBYHTLCS

3a
peyenmom

UA/3934/01/01
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y npoueci Bupo6bHMuTBa A®| (BUNYYEHHS HE3HAYHOTO
nokasHuka SKOCTi (Hanpuknag BUyYeHHs 3acTapifioro
MOKa3HMKa)) - BUTyYEHHS HE3HAYHOTO MOKa3HMKa SKOCTI:
“Related substance by GH: Acetic acid” 3i cnevyudikayii
BuXigHoro matepiany ans 5-NITROFURALDEHYDE
DIACETATE; 3miHu | TMny - 3MiHun 3 akocTi. A®l. KOHTposb
A®I. 3miHa y napameTpax cneuudikauiii Ta/abo fonycTMMmux
MeX, BU3Ha4YeHux y crneumndikayisx Ha Ad®l, abo
BMXiAHWA/NPOMIDKHWIA NPOAYKT/peareHT, L0 BUKOPUCTOBYHOTHCSA
y npoueci Bupo6bHuuTBa A®| (BUNYYEHHS HE3HAYHOTO
nokasHuka SKOCTi (Hanpuknag BUyYeHHs 3acTapifioro
MOKa3HMKa)) - BUTyYEHHS HE3HAYHOTO MOKa3HMKa SKOCTI:
“Related substance by GH: 5-Nitrofuraldehyde” 3i
cneuudikauii BUxigHoro matepiany ans 5-
NITROFURALDEHYDE DIACETATE; 3MiHu | TUny - 3MiHn 3
aKocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo fonyCTUMNX MEX, BUSHAYEHNX Y
cneumgikauisix Ha A®l, abo BMXigHWIA/NPOMKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLEC
BUPOGHMLTBA AD| (BUTyUYEHHSA HE3HAYHOIO NOKa3HUKa AKOCTI
(Hanpuknag, BUTyYEeHHs 3acTapifioro nokasHuka)) - BUIyYeHHs
He3HauyHWX nokasHukiB AKocTi: “Related substance by GH:
Unknown impurities” 3i cneumdikavii BuxigHoro matepiany ans
5-NITROFURALDEHYDE DIACETATE; 3MiHu | Tuny - 3miHu 3
AKocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo foNyCTUMNX MEX, BUSHAYEHNX Y
cneumdgikauisix Ha A®l, abo BMXigHWIA/NPOMKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLEC
BMPOOHMLTBA AD| (3BYXXEHHSA AONYCTUMUX MEX, BUSHAUEHNX Y
cneuunaikauii) - , 3ByXXEHHS JOMYCTUMUX MEX, BUSHAUEHUX Y
cneuudikauii BuxigHoro matepiany 1-HYDRAZINO-3-
METHYLTHIO-2-PROPANOL, ans noka3sHuka “Assay by GC”;
3MiHu | TUny - 3MiHK 3 AkocTi. APl KoHTponb A®I. 3miHa y
napameTpax cneuugikauii Ta/abo AoNyCTUMMX MEX,
BM3HAYeHUX y cneundikauisix Ha Adl, abo
BMXiAHWIA/NPOMIDKHWIA NPOAYKT/peareHT, L0 BUKOPUCTOBYHOTHLCS
y npoueci BupobHuuTBa A®| (3BYXKEHHA AOMYCTUMUX MEX,
BM3HAYEHUX Y cneundikauii) - 3By)KeHHS fONYyCTUMUX MEX,
BU3HauYeHux y cneuudpikauii peareHty SULPHURIC ACID
96%, Ans nokasHuka “Acidimetric titration”

177.

MAKCIFPA
[IPAB

TabneTku, BKpUTI
N/1iBKOBOK 060/I0HKOIO
no 2,5 mr, no 14
Tabnetok y 6nictepi,
no 2 6nictepu B
KapTOHHI/ Kopobui

dapmaueBT

WNYHWIA 3aBO,

“MOJNIb®AP
MA” C.A.

Monba

dapmaleBTUYHNI

3aBog,
«Monbthapmar»
C.A.

Monba

BHECEHHS 3MiH 40 peecTpauliiiHux maTepiasis: 3MiHu | Tuny -
AZMIHICTpaTVBHI 3MiHW. 3MiHA Ha3BW NikapcbKoro 3acoby -
3MiHa Ha3BM NiKapCbKOro 3acoby 3anpornoHoBaHa 3
MapKeTMHIOBUX MPUYMH TiNIbKM Ha TepuTopii YkpaiHu
3ateepmkeHo: EPJIC 3anponoHosaHo: MAKCITPA [PAB
BBefieHHs1 3MiH NPOTArom 6-Tv MiCALIB MIiC/1A 3aTBEPKEHHS

3a
peyenmom

UA/18415/01/01

178.

MAKCIFPA
LIPANB

TabneTku, BKpUTI
NNiBKOBOK 060/I0HKO
no 5 wmr, no 14

dapmaueBT
WNYHWIA 3aBO,
“MOJIb®AP

MonbLa

dapmaleBTUYHNI

3aBof,
«MNonbhapmar»

Monba

BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny -
AAMIHICTpaTVBHI 3MiHW. 3MiHa Ha3BW NikapcbKoro 3acoby -
3MiHa Ha3BM NiKapCbKOro 3acoby 3anpornoHoBaHa 3

3a
peyenmom

UA/18415/01/02
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
Tabnetok y 6nictepi, MA”" C.A. C.A. MapKEeTUHrOBUX NPUYMNH TiNIbKN Ha TepuTopii YkpaiHu
no 2 6nictepu B 3aTBepaxeHo: EPJ1IC 3anponoHosaHo: MAKCITPA [1IPAAB
KapTOHHI Kopoo6Li BBefeHHs 3MiH NPOTAroM 6-TW MiIcALIB Nic/1A 3aTBEPAXKEHHS
179. | MAKCIITPA TabneTkun, BKpUTI PapmavueBT Monba dapmaueBTUYHNI Monba BHECEHHS 3MiH 40 peecTpaliitHux maTepiasis: 3MiHu | Tuny - 3a UA/18415/01/03
DPAIB NNiBKOBOK 060/IOHKOK | MYHWIA 3aBOA, 3aB0Oj, AAMiHICTpaTUBHI 3MiHWN. 3MiHa Ha3BU JlikapcbKoro 3acoby - peyenmom
no 10 mr no 1 a6o no “MONbOAP «Monbhapma» 3MiHa Ha3BM NiKapCbKoro 3acoby 3anpornoHoBaHa 3
2 Tabnetkn y 6nictepi; MA” C.A. C.A. MapKETUHIOBUX NPUYUH TiNIbKN Ha TepuUTOpIi YkpaiHu
no 1 6nictepy B 3aTBepaxeHo: EPJ1IC 3anponoHosaHo: MAKCITPA [1IPAAB
KapTOHHI/ KOopooLi BBefeHHs 3MiH NPOTAroM 6-TW MicALIB Nic/1a 3aTBEPAKEHHS
180. | MAKCIITPA TabneTkun, BKpUTI dapmaueBT MonbLa dapmaueBTUYHNI Monba BHECEHHS 3MiH 40 peecTpaLiitHux maTepiasis: 3MiHu | Tuny - 3a UA/18415/01/04
DPAIB NNiBKOBOK 060/IOHKOK | MYHWIA 3aBOA, 3aBof, AAMiHICTpaTUBHI 3MiHWN. 3MiHa Ha3BU JlikapcbKoro 3acoby - peyenmom
no 20 mr no 1 a6éo no ‘“MONb®AP «Monbhapma» 3MiHa Ha3BM NiKapCbKoro 3acoby 3anpornoHoBaHa 3
2 Tabnetkn y 6aictepi, MA” C.A. C.A. MapKEeTUHIOBUX MPUYMNH TiNIbKN Ha TepuTopii YkpaiHu
no 1 6nictepy B 3ateepmkeHo: EPJIC 3anponoHosaHo: MAKCITPA [PAINB
KapTOHHIA KopobLi, no BBefeHHs 3MiH NPOTAroM 6-Tu MiICALIB Nic/A 3aTBEPAXKEHHS
4 TabneTkn y 6nictepi,
no 1 a6o no 2, abo no
3 6nictepu B
KapTOHHI/ Kopobui
181. | MEBIigrPoni KpucTaniyHmi AT YkpaiHa cTajis OunCTKU Ykpaina/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - - UA/16380/01/01
H MOPOLLIOK (Cy6CTaHLis) "dapmak” cy6cTaHuii: AT KuTaii ApMiHiCTpaTBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
Y MilLKax noABiiHNX "dapmak”, 3as1BHMKa (B/1aCHMKA PEECTPAL,iiHOr0 NOCBIAYEHHS) - 3MiHa
nonieTMIeHoBuUx ans YkpaiHa,; HaliMeHyBaHHs Ta afpecu 3asBHUKa (BnacHuka
thapmaLeBTU4HOro BMPOBHUK peecTpauiiHoro NocBiAYeHHs); 3MiHW | TUNYy - AgMIHICTPaTUBHI
3acTOCyBaHHS cupoBuHK: TOB 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecu Micust
"Li3iaHbCbka NpPOBa/PKEHHS AiSNIbHOCTI BUPO6HUKA (BK/THOYaoun, 3a
MeaMKOo-XiMivuHa HeobXifHOCTI, MicL,e NPOBEeLEHHS KOHTPO/IIO SKOCTI), abo
KOMMaHisi BNacHMKa mactep-goaiina Ha A®l, abo noctavasibHUKa
Xaiiuxoy", Kutaii Adl/BnxigHoro matepiasny/peareHTy/npoMiXXHOro NPoAyKTY, L0
3aCTOCOBYIOTbCA Y BUPOOHULTBI AD| (AKLLIO 3a3HAYEHO Y OChE
Ha nikapcbkuii 3acib) 3a BigCyTHOCTI cepTudiikaTa
BiANOBIAHOCTI EBponeiickbkili hapmakonei y 3aTBepakeHoMy
[ocbe, abo BUPOBHKKa HOBOT OMOMKHOI PEYOBUHM (SIKLLO
3a3HayYeHo Y JOCLE) - 3MiHA HaiMeHyBaHHSA BUPOGHMKa
cybcTaHuii (M. LocTka), BiANOBIga bHOro 3a CTafilo OYUCTKM
cybcTaHuii, 6e3 3MiHu Micusa BUpo6HuLTBa Kpim Toro,
Bif}6y/10Cb BHECEHHS YTOUHEHHS B a8pecy BMPOOHMKa
182. | MEKIHICT TabneTku, BKPUTI Hosapric LLBeiiuapi "nakco Bennkom Icnanis/ BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianiB: yTOUHEHHSA 3a UA/16836/01/01
nNiBKOBOLO Papma Al a C.A., IcnaHis ITanis HanucaHHA fo3yBaHHA B Hakasi MO3 YkpaiHu Ne 673 Big peyenmom
o6onoHkoto no 0,5 (nepBuHHe Ta 22.04.2022 B npoueci BHECEHHSA 3MiH (3MiHN |l Tuny - 3miHK
mr, no 30 TabneTok y BTOPVHHE wopo 6e3snekv/ethekTMBHOCTI Ta hapmakoHarnsgy. BHeceHHs
thnakoHi, no 1 nakyBaHHs, BUMYCK abo 3miHa(v) A0 3060B'A3aHb Ta YMOB BUAaui peecTpaviiiHoro
h/1aKOHY B KapTOHHii cepii); NoCBiJYEHHS, BKIoYatoum MNiaH ynpaBaiHHA py3vkamu
Kopo6ui nakcoCmiTKnsiiH (3acTocyBaHHA 3MiH(M), SiKi(a) BUMaratoTb(€) NOA4a/bLLOro
MaHyhakTypuHr 06I'PYHTYBaAHHA HOBUMMW AOAATKOBUM AaHUMMU, LLIO MaloTb
C.n.A,, Itanis HafaBaTNCA KOMMNETEHTHUM OpraHoOM, OCKI/IbKM BUMaraeTbCcs
(BUPOBHWK CYTTEBA OLjiHKA KOMMNETEHTHUM OpraHoM) 3asiBHUKOM HaAaHo
Hepo3chacosaHol OHOB/eHUIA MnaH ynpasniHHA pusnkamu Bepcis 17.0. 3MiHn
npoaykuii Ta BHECEHO A0 4YacTuH: | «3aranbHa iHdopmauis», |l
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KOHTPO/1b SIKOCTI)

«Cneuudpikauisi 3 6e3nekn» ( CVII «lgeHTudikoBaHi Ta
noTeHUiliHi pusnkn», CVIII «Pe3tome npobnem 6e3neku»), Il
«[lnaH 3 hapmakoHarnsagy», IV»rnauu wopao
nicnApeecTpayiniHnx gocnigkeHb epekTUBHOCTI», V «3axoam 3
MiHimi3aLii pusukiB», VI «Pe3lome nnaHy ynpasniHHA
pusukamu», VIl «JlogaTtkn» y 38’A3Ky 3 OHOB/IEHHUM
XapaKkTepucTUKM pU3nKy Kapgiomionartii Ta il Hacnigkis,
BK/1OUAK0UY OLLiHKY 6e3mekn Monynsuiin nauieHTiB 3 BUCOKUM
PU3MKOM PO3BUTKY TOKCUYHOCTI Ha NigcTaBi 3BIiTY NPO KAiHIYHE
pocnigpkeHHsa 201711, wo BblgHOCKOCH A0 KaTeropii 3).
Pepakuis B Hakasi: no 0,5 mr, no 2 mr, no 30 Tabnetok y
onakoHi, no 1 dpakoHy B KapTOHHI kopobui. BipHa
peaakuin: no 0,5 mr, no 30 Ta6netok y ¢pnakoHi, no 1
thnakoHy B KQPTOHHI KOpoo6Uui

183.

METAMIH®

TabneTtku, BKPUTI
060/10HKO0, N0 500
mr, no 10 Tabnetok y
6nictepi 3
MapKyBaHHSM
YKpaiHCLKOK MOBOIO;
no 3, no 6 aéo no 10
6nicTepiB y KAPTOHHIN
ynakoBLi

TOB
"TNENDAP
M ATA"

YkpaiHa

TOB "KYCYM
DAPM"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHa 3asiBHUKa
(BnacHvKa peecTpauiinHoro noceig4veHHs) (3rigHo Hakasy MO3
Big 23.07.2015 Ne 460): BBeAeHHS 3MiH NPOTArom 6-Tu MicauiB
nicnsa 3aTBepAXeHHs. 3MiHu | Tuny - 3MiHW Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3araslbHeHVX AaHNX Npo cuctemy hapMakoHarnagy
(BBEAEHHS y3arasibHEHMX AaHUX NPO cucTemy
hapMakoHarnisgy, 3mMiHa yrnoBHOBaXXEHOT 0cobum,
BiANOBIAA/IbLHOI 32 34iiCHEHHA hapmakoHarnsay; KOHTakTHOT
0ocobu 3 hapmakoHarnsay 3asBHuUKa Ans 34iCHEHHS
hapmakoHarnsgy B YKpaiHi, SKLW0 BOHa BiAMiHHA Bif,
YMOBHOBaXEHOT 0co6y, BiANOBIAaIbHOT 3a 34iiCHEHHS
thapmakoHarnagy (BKIvaoun KOHTaKTHI AaHi) Ta/abo 3MiHu y
pO3MilLEeHHI MacTep-ghaiina cuctemmn papmakoHarnsagy) 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI 0COOM 3asBHUKA,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy.
3MiHa Micus 34jiCHEHHST OCHOBHOT AiSNIbHOCTI 3
thapmakoHarnsgy. 3mMiHa MicLe3HaxomkeHHss MacTep-haiina
cucTeMmn dhapmakoHarnsay Ta ioro Homepa

3a
peyenmom

UA/11506/02/01

184.

METAMIH®

TabneTkn, BKPUTI
060/10HKO0, MO 850
Mmr, no 10 TabneTok y
6nictepi 3
MapKyBaHHAM
YKpPaiHCLKOH MOBOIO;
no 3, no 6 a6o no 10
6nicTepiB y KAPTOHHIl
ynakoBLji

TOB
"TNELGAP
M NTO"
y

Ykpaina

TOB "KYCYM
PAPM"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3mMiHa 3asBHUKaA
(BnacHvika peecTpauiiHoro noceigyeHHs) (3rigHo Hakazy MO3
Bifg 23.07.2015 Ne 460): BBefeHHsSI 3MiH NPOTAroM 6-Tn MicsLUiB
nicns satBepkeHHs. 3MiHu | Tuny - 3MiHK LWoAo
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo cucteMy hapMakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHOT ocobu,
BiANOBIAA/ILHOI 3a 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
0Cco6u 3 hapmakoHarnsay 3asiBHVKa 405 34iINCHEeHHS
chapmakoHarnagy B YkpaiHi, AKLO BOHA BigMiHHA Bif,
YNOBHOBaXXEHOT 0CO6U, BiANOBIAAILHOI 32 34iiCHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTakKTHI AaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cucteMun papmakoHarnsagy) 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXXEHOI 0COOM 3asBHUKA,
BiANOBIAa/IbHOI 3a 3AiiCHEHHA ddapmakoHarnsagy.

3a
peyerimom

UA/11506/02/02
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
3MiHa MicLA 34iNCHEHHA OCHOBHOT AiANIbHOCTI 3
thapmakoHarnsgy. 3miHa MicLe3HaxomkeHHss MacTep-chaiina
cucTeMmn chapmakoHarnsay Ta inoro Homepa
185. | METAMIH® TabneTtkn, BKPUTI TOB YkpaiHa TOB "KYCYM Ykpaina BHECEHHS 3MiH 40 peecTpaLiiHnx maTtepiasiB: 3MiHa 3asiBHMKa 3a UA/11506/02/03
o060s10HKot0, No 1000 "TNEOPAP PAPM" (BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peyenmom
Mr: no 15 TabneTok y MNTa" Big 23.07.2015 Ne 460): BBeieHHS1 3MiH NPOTAroM 6-Tu MicsLUiB
6nicTepi 3 nicns sarBeppkKeHHs. 3MiHu | Tuny - 3MiHN LWoAo
MapKyBaHHSM 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
YKPaiHCbKOI MOBOIO; 3MiHU [0 y3ara/lbHEHVX AaHNX NPo cuctTeMy hapMakoHarnagy
no 2, no 4 a6o no 6 (BBEAEHHSA y3ara/ibHEHNX AaHUX MPO CUcTemy
6nicTepiB y KAPTOHHIl hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0coou,
ynakoBLiji BiANOBIAA/ILHOI 3a 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
0cobu 3 hapmakoHarnsay 3asiBHvKa 405 34iNCHEeHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHa BiAMiHHA Bif,
YNOBHOBaXEHOT 0CO6U, BiANOBIAAILHOI 32 34iiCHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTaKTHI AaHi) Ta/abo 3miHn y
pO3MilLEeHHI MacTep-ghaiina cucteMmun papmakoHarnsagy) 3miHa
KOHTaKTHUX AaHMX YNOBHOBaXXeHOi 0COOM 3asBHUKA,
BiANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnsagy.
3MiHa Micus 34jACHEHHS1 OCHOBHOI Ais/IbHOCTI 3
thapmakoHarnsgy. 3miHa MicLie3HaxomkKeHHs1 MacTep-haiina
cucTeMu hapmakoHarnsy Ta ioro Homepa
186. | METAMIH®S Tabnetku TOB YkpaiHa TOB "KYCYM Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3MiHa 3asiBHUKa 3a UA/11506/01/01
R NPOIOHIOBaHOT Aji No "TNEQPAP DPAPM" (BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peuenmom
500 mr no 7 TabneTok MATh" Bif 23.07.2015 Ne 460): BeBeAeHHS 3MiH NpOTArom 6-Tu MicaLiB
y 6nicTepi, no 4 nicnsa 3aTBepmxeHHs. 3MiHu | Tuny - 3MiHn Woa0
6nicTepy B KAPTOHHii 6e3nekn/edpekTBHOCTI Ta hapMakoHarnsgy. BeegeHHs abo
ynakosui; no 15 3MiHW A0 y3arasibHEHUX AaHuX Npo cuctemy hapmakoHarnsgy
TabneTok y 6nictepi, (BBEAEHHS Yy3araslbHEHNX AaHUX NPo cucTemy
no 2 abo 6 6nictepis y hapmMakoHarnagy, 3mMiHa yrnoBHOBaXeHOT 0cobu,
KapTOHHI ynakosL,i BIANOBIAANbHOI 3a 34iiCHEHHA hapmakoHarnsaay; KOHTakTHOT
ocobu 3 hapmakoHarnsay 3asBHUka AN 34IMCHEHHN
hapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHA Bif,
YMOBHOB&XEHOT 0c06U, BigNOBIAaIbHOT 3a 34iCHEHHS
hapmakoHarnsgy (Bkovakuy KOHTaKTHI AaHi) Ta/abo 3miHu y
PO3MiLLEHHI MacTep-ghaiina cucteMun papmakoHarnsgy) 3MiHa
KOHTaKTHUX SaHMX YNOBHOBaXXEHOI 0COOM 3asBHUKA,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsgy.
3MiHa Micus 3[iACHEHHSI OCHOBHOT Aisi/IbHOCTI 3
thapmakoHarnsgy. 3miHa MicLe3HaxomkeHHss macTep-charina
cucteMmn dhapmakoHarnsgy Ta noro Homepa
187. | MIOPUKC® Kancynm TOB YkpaiHa nepBuHHa Ta MonbLa/ BHECEHHS 3MiH [J0 peecTpaLiiiHMx MaTepiasniB: BUNPaB/EHHS 3a UA/14641/01/01
NPOIOHTOBaHOI Aji "ACIHO BTOPUHHA CLWA TEXHIYHOT MOMWSIKK, 3rigHO Nn.4 n.2.4. po3giny VI Hakasy MO3 peyenmom
TBepAi no 15 wmr; no 14 YKPAIHA" ynakoBka, [03BiN Ykpaiuu Big 26.08.2005p. Ne 426 (y pegakuii Hakasy MO3

Kancyn y 6nictepi; no
1 6nictepy y
KapTOHHIlA KopooLi

Ha BUMYCK cepii:
Takepa ®apma
Cn.30.0.,
MonbLa;
BUPOBHMUTBO

Ykpainu Big 23.07.2015 p Ne 460) — nomunkm y MKA, nos'sasaHi
3 nepeknagom, a came B cneyndpikauii 13 («npu BUNYyCKy» Ta
«B KiHLji TepMiHYy NPUAATHOCTI») 3a NMOKa3HUKOM
«Mikpo6ionoriyHa YMcToTa» HEKOPEKTHO 3a3HaueHi BUMOTn
«TAMC — He 6inblue 103 KOE/r» Ta «TYMC — He 6inble 102
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
Hepo3dghacoBaHOl KOE/r» 3amicTb « TAMC — He 6inble 103 KYO/r» Ta «TYMC —
npoAykKujii: He 6inblue 102 KYO/r»
Apape
dapmacbtoTikans,
IHk., CLUA
188. | MIOPUKC® Kancynm TOB YkpaiHa nepBuHHa Ta Monbwa/ BHECEHHS 3MiH [J0 peECTpaLiiiHMX MaTepiasiB: BUNPaB/IEHHS 3a UA/14641/01/02
MPOJIOHroBaHoOI fji "ACIHO BTOPVHHA CWA TEeXHIYHOT NOMUAKK, 3rigHo nNn.4 n.2.4. po3giny VI Hakasy MO3 peyenmom
TBepai no 30 mr; no 14 YKPAIHA" ynakoBka, [03BiN YkpaiHu Big 26.08.2005p. Ne 426 (y pepakuii Hakasy MO3
Kancyn y 6nictepi; no Ha BUMyCK cepii: Ykpainu Big 23.07.2015 p Ne 460) — nomunkm y MKA, nos'a3aHi
1 6nictepy y Takega ®apma 3 nepeknagom, a came B cneuyndpikauii 13 («npu BUNycKy» 1a
KapTOHHIA Kopoo6Li Cn. 30.0., «B KiHLj TepMiHy NpnAaTHOCTI») 3a NMOKa3HUKOM
Monbwa; «Mikpo6ionoriyHa YMcToTa» HEKOPEKTHO 3a3HaueHi BUMOru
BVMPOGHMLTBO «TAMC — He 6inbLue 103 KOE/r» Ta «TYMC — He 6inblie 102
Hepo3dacoBaHoi KOE/r» 3amictb «TAMC — He 6inbwe 103 KYO/r» Ta «TYMC —
NPOAYKLUT: He 6inbLue 102 KYO/r»
Apape
dapmacbloTikans,
IHK., CLUA
189. | MIPAMICTUH | ma3b, 5mr/rno 151 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepiasis: 3miHu | Tuny: 6e3 UA/1804/01/01
®-4APHULUA a6bo no 30 r y Ty6i; no "®bapmauesT "®apmMaueBTNYHa 3MiHu 3 akocTi. A®l. KoHTponb A®I. 3miHa y napameTpax peyenma
1 1y6i y nauuj; no nyHa pipma hipma "JapHuus” cneuudikaLin Ta/abo fonyCTUMUX MEX, BU3HAYEHUX Y
1000 r y 6aHkax "AapHnus” cneumdikauisix Ha A®l, abo BMXigHWIA/NPOMDKHWIA

NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NMPOLEC
BMPO6HULTBA AD| (BUYYEHHA HE3HAYHOIO MOKA3HMKa AKOCTI
(Hanpwvknag BUIYYEeHHS 3acTapisioro NokasHuka)) - 3MmiHa y
napameTtpax cneuudikaLiii, a came BUYYEHHA NoKasHMKa
«Baxki MeTanim» BiANOBIAHO A0 MaTepianis BUPO6HMKa Ta
sumor ICH Q3D Guideline for Elemental Impurities; 3miHu |
Tuny: 3MiHK 3 aKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuugikauii Ta/abo AONyCTUMMX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BWXiAHWA/NPOMIDKHWIA NPOAYKT/peareHT, L0 BUKOPUCTOBYIOTHLCSA
y npoueci Bupo6HuLTBa A®I (iHWi 3MiHM)

CynyTHs 3miHa: 3MiHu 3 sKocTi. APl. KoHTponb A®I. 3miHa y
MeTofax BUNpobyBaHHs AD| abo BMXigHOro
MaTepiany/npomMiKHOro NpoAayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTBa AD| (He3HauHI
3MiHU Y 3aTBEPAKEHUX MeToAax BUMPOOYBaHHS) - 3MiHW [0
cneumaikaLii Ta meToaiB KOHTpoto AP| 3a NoKasHNKamu:
-«pH po3unHy» Ta «KinbkiCHe BU3HAYEHHS» HOPMYBaHHS
3asmileHo 6e3 3miH. BHeceHi pefakuiliHi npaBku, Sk
ochopMmeHi BiANOBIAHO A0 pekoMeHAaLi Ta cTunicTukn Y.
-TecT «Po3unHHICTb» BignosigHo fo Bumor oY 1.4
«MoHorpadii» Mae pekoMmeHgauUiiHNiA XxapakTep, Ha niacTasi
4Oro 3anponoHOBAHO BUKOHYBATW TECT Tiflbkn A5
PO34MHHKKIB Boga P Ta eTaHon (96 %) P, Wo He cynepeunTb
BuMoram oy.

-HOPMYBaHHSA TecTy «MikpobionoriyHa YncToTa» NpMBeLEHo y
BiANOBIAHICTb A0 BUMOr €, 2.6.12, 5.1.4;
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3assHuK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

3MiHM | Tuny: 3MiHn 3 AakocTi. APl. KoHTponb A®I. 3miHa y
mMeTofax BUNpobyBaHHs AD| abo BMXigHOro
MaTepiany/npoMiKHOro NpoAayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea AP| (He3HauHI
3MiHM y 3aTBEPMKEHUX MEeToAax BUNpobyBaHHs) - 3MiHN y
MeTogax BunpobyBaHHA AP| 3a nokasHUKamu:
«lpgeHTudikauis», «Mpo3opicTb po3unHy», «KonbopoBiCTb
po3unHy», «Bofa» HopMyBaHHA 3a/IMLeHo 6e3 3miH. BHeceHo
pefakuiiiHi npaBku, siki ochopmeHi BifNoBiaAHO A0
pekomeHgauili Ta cTuaictukm AdY; 3miHm | Tuny: 3MiHn 3
akocTi. A®l. CTabinbHiCTb. 3MiHa Nepiogy NOBTOPHMX
BMNpo6yBaHb/nepiody 36epiraHHa abo yMoB 36epiraHHs AdI
(3a BiACYTHOCTI y 3aTBEpPAKEHOMY A0ChE cepTucpikara
BiANOBIAHOCTI EBponeiichbkili hapmakonei, Lo BKIoYaE nepiog,
NOBTOPHOrO BUNPo6yBaHHS) (Nepios NOBTOPHOrO
BuNpobyBaHHA/nepios 36epiraHHsA) - 3miHa yMOB 36epiraHHs
A®I- YMoBU 36€epiraHHs 4518 cy6CcTaHLii BCTaHOBMEHO
BiANOBIAHO A0 aKTyaslbHUX MaTepianis BUPO6HMKA; 3MiHN |
Tuny: 3miHun 3 AkocTi. A®l. KoHTpons A®I. 3miHa y
napameTpax cneuudikauii Ta/abo JoNyCTUMMX MEX,
BM3Ha4YeHUX y cneumdpikauisx Ha Adl, abo
BUXiZAHWIA/NPOMiXHWIA NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA
y npouieci Bupo6HmuTBa A®| (iHWi 3miHn) - CynyTHS 3MiHa:
3MiHu 3 aKocTi. A®l. KoHTponb A®I. 3MiHa y meTogax
BunpobysaHHA APl abo BMXiAHOrO MaTepiany/npomMiKHOro
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLEC
BMPOGHMLTBA ADI (iHLWIi 3MiHM Y MeToAax BUNPOGYyBaHHS
(BKNtOYatouM 3aMiHy abo [onoBHeHHS) APl abo
BMXigHoro/npomixHoro npoaykty)(b.1.6.2. (r'),IB), 3MiHa y
napameTpax cneuudikauin A®I 3a nokasHnkoM «CynpoBigHi
OOMILLKM»; 3MiHM | TUny: 3MiHKn 3 sKocTi. APl. KoHTponb AdPI.
3miHa y MeToAax BunpobyeaHHA A®l abo BuxigHoro
MaTepiany/npoMiKHOro NpoAayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BupobHuuTea AP (iHWi 3MiHK Y
MeToAax BUMPOOyBaHHS (BKOYaUm 3aMiHy abo
[OMNOBHEHHS) A®| ab0 BUXiAHOro/NMPOMIXXKHOIO NPOAYKTY) -
3MiHa y MeTogax BunpobysaHHA APl 3a NOKa3HUKOM
«3a/IMLLKOBI KifIbKOCTi OpPraHiyHMX PO3YMHHUKIB», @ came
YTOUYHEHO TEPMiH NPUAATHOCTI PO3YMHY NOPIBHAHHS; 40 YMOB
XpomatorpadyBaHHs BHECEHO [0aTKOBI napameTpu
napoda3Hoi NpucTaskn Ta TemnepaTypHi napameTpu,
YTOYHEHO BUMOTU 0 XpOMaTorpadiyHoi KOJTOHKN; OHOB/IEHO
OAVH 3 NapameTpiB NpUAAaTHOCTI XpomatorpadiuHol cuctemu,
a came: CTyneHb po3fi/ieHHs — He MeHwe 1,5)

190.

MOBEKC®
AKTNB

TabneTtku, BKPUTI
060s10HKOI0 110 30 a60o
60 TabneTok y nasLwLj;
no 1 naswui B
KapTOHHI/ ynakosL,i

Mogi Xenc
M6X

LLBeiiuapi
2

CaBa Xesckea
Nra, IHais;
Megiton
dapmacbioTikan
Nta., YropwyHa

IHais/
YropmHa

BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny -
3MiHM Woao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
BBeaeHHs abo 3MiHU [0 y3arasibHeHVX AaHuX Npo cucTemy
thapmakoHarnaay (BBeAeHHs y3arasibHeHUX AaHNX Npo
cuctemy thapmakoHarnisgy, 3miHa ynoBHOBaXKeHoi ocobu,
BiANOBiAA/IbHOI 32 3AiICHEHHA hapMakoHarnsay; KOHTakTHol

3a
peyenmom

UA/10205/01/01
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
0cobu 3 hapmakoHarnsay 3asaBHUKa AN 34iIRCHEHHSN
thapmakoHarnsgy B YkpaiHi, K0 BOHa BiAMiHHA Bif,
YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 3a 34iiCHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTakKTHI gaHi) Ta/abo 3MiHn y
po3MilLeHHi MacTep-ghaiina cuctemun hapmakoHarnsagy) -
3MiHa KOHTaKTHUX JaHUX YNMOBHOBaXXEHOT 0CO6M 3asiBHUKA,
BiNOBIfabHOT 3a 34iiCHEHHS hapmakoHarnsgy. 3miHa Micus
3[iiCHEHHSI OCHOBHOT AiANbHOCTI 3 hapMakoHarisgy. 3miHa
MicLie3HaxopKeHHsi macTep- dhaiina cuctemu
dhapmakoHarnsay
191. | MOBEKC® TabneTku, BKpUTI Mosi Xenc LLiBeruapi CaBa Xenckea IHpia/ BHECEHHS 3MiH 40 peecTpauliiiHux maTepiasis: 3MiHu | Tuny - - UA/10206/01/01
AKTVB 060710HKo10 in bulk: no veX A Nta, IHais; YropwmHa 3MiHuM Wopao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsmy.
1000 Tabnetok y Megiton BeeaeHHs ab0 3MiHU [0 y3araslbHEHNX AaHuX Npo cucTemy
noAgiliHomy dapmachboTikan thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX AaHnX npo
nonieTnaeHoBoMy N1p., YropwyHa cuctemy hapMakoHarnsgy, 3miHa ynoBHoBaxeHoi ocobu,
nakeTi y 6aHuj; no 1 BIANOBIAA/IbHOI 3@ 34iiCHEHHSA hapmakoHarnsagy; KOHTakTHOT
6GaHLj B KAPTOHHIl ocobu 3 hapmakoHarnsay 3asBHVKa ANs 34iCHEHHS
Kopobui hapmMakoHarnagy B YkpaiHi, KO BOHa BifMiHHA Bif,
YMOBHOBaXEHOT 0C06U, BigNOBIAaIbHOI 38 34iCHEHHSA
hapmakoHarnsgy (Bkovalouy KOHTaKTHI AaHi) Ta/abo 3miHn y
pO3MilLeHHi MacTep-haiina cucteMmu hapmakoHarnsgy) -
3MiHa KOHTaKTHMUX AaHNX YNOBHOBaXKEHOI 0CO6M 3asiBHMKA,
BiANOBIAa/IbHOI 3a 34ilicCHeHH:A dhapmakoHarnsagy. 3miHa micus
3[iACHEHHS1 OCHOBHOT AisiNIbHOCTI 3 hapMakoHarnsay. 3MmiHa
MiCLE3HaXOMKEHHSI MacTep- haiina cuctemm
dapmakoHarnsgy
192. | MOBEKC® TabneTtku, BKPUTI Mosi Xenc LLseiiuapi Megaiton IHais/ BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | Tuny - - UA/9818/01/01
KOM®OPT 060710HKOH in bulk: no X a dapmacbtoTikan YropmHa 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapMakoHarnsay.
1000 TabneTok y N14., YropwyHa; BBegeHHs abo 3MiHM [0 y3arasibHeHNX AaHUX Npo cuctemy
noABiHMX CaBa Xenckea thapmakoHarnsgy (BBeEHHS y3araslbHEHNX AaHWX Npo
noslieTuIEeHoBMX Ntp, HAis cuctemy thapmakoHarfisgy, 3miHa ynoBHOBaXKeHOI 0cobu,
nakeTax BiNOBIAaANbHOI 3a 3[jICHEHHS hapmakoHarnsaay; KOHTakTHOI
0cobu 3 hapmakoHarnsay 3asBHuKa ansl 34iliCHEHHS
hapmakoHarnsgy B YKpaiHi, SKW0 BOHa BiAMiHHA Bif,
YMOBHOBaXeHOT 0co6u, BiANOBIAAILHOT 3a 34iiCHEHHS
hapmakoHarnagy (BKIYaoun KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MilLEeHHI MacTep-ghaiina cuctemun papmakoHarnsagy) 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXEHOI 0COOM 3asBHUKa,
BiANOBIAa/IbHOI 3a 34ilicHeHH:A hapmakoHarnsgy. 3miHa micus
3[iACHEHHS1 OCHOBHOT AiANbHOCTI 3 hapMakoHarnsgy. 3miHa
MicLle3HaxopKeHHs1 macTep- dhaiina cuctemm
thapmakoHarnsgy.
193. | MOBEKC® TabneTkn, BKPUTI Mosi Xenc LLIseliapi CaBa Xenckea IHgis/ BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | Tuny - 6e3 UA/9817/01/01
KOM®OPT o60n0Hkoto no 30 M6X A Nrta, IHais; YropwmHa 3MiHu Woao0 6e3nekn/edheKTMBHOCTI Ta hapMakoHarnsgy. peyenma
TabneTok y NAsALLi; no Megiton BeefeHHs abo 3MiHU [0 y3araslbHEHUX AaHuX Npo cucTemy

1 AW y KapTOHHIN
ynakosLi; no 60
TabneTok y NAsALWLi; no
1 a60 no 2 NAsLWKN B

dapmacbtoTikan
nrta., YropwmHa

dhapmakoHarnsgy (BBefileHHs y3araslbHeHUX AaHnx npo
cuctemy hapMmakoHarnagy, 3miHa ynoBHoBaxeHoT ocobu,
BiNOBIAANbHOI 3a 3MjiCHEHHS hapMmakoHarnsaay; KOHTaKTHOI
0Cco6u 3 dhapmakoHarnsay 3asiBHVKa 415 34iINCHEeHHS
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
KapTOHHIl ynakoBsLyj; hapmakoHarnsagy B YKpaiHi, Ko BOHa BiAMiHHA Bif,
no 120 TabneTtok y YMOBHOBaXEHOT 0c06U, BiANOBIAAIbHOT 3a 34iiCHEHHS
naswyi; no 1 nnawwi B thapmMakoHarnagy (BkIovaroun KOHTaKTHI AaHi) Ta/abo 3miHu y
KapTOHHIiA ynakoBL,i po3MilLEeHHI MacTep-haiina cuctemu chapmakoHarnagy) 3miHa
KOHTaKTHUX AaHVX YyNOBHOBaXKEHOI 0COOM 3asBHUKa,
BiANOBIAa/IbHOI 3a 34ilicCHEHHA hapmakoHarnsagy. 3miHa micus
3[iACHEHHSI OCHOBHOI AisSiNIbHOCTI 3 hapMakoHarnsgy. 3MiHa
MiCL,e3HaxX0MKEHHSI MacTep- haiina cuctemm
chapmakoHarnsgy.
194. | MOBIHA3A®- | TabneTku, BKpUTI Mosi Xenc LLsenuapi CaBa Xenckea IHAis/ BHECEHHS 3MiH 40 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/11619/01/01
10 MIr 0060/10HKOH, meX a N, IHais; YropumHa 3MiHu Wwoao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsgy. peyenmom
KMLUKOBOPO34MHHI N0 Megiton BBegeHHs abo 3MiHM A0 y3arasibHeHNX AaHUX Npo cucTemy
10 wr; no 10 TabneTok dapmacbtoTikan thapmakoHarnsigy (BBeAeHHs y3arasibHeHUX faHuX Npo
y 6nicTepi; no 1 a6o 3 NTa., YropwuHa cucTemy hapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOi ocobu,
6nicTepy B KApTOHHii BiANOBIAA/ILHOI 3a 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
Kopoobui ocobu 3 hapmakoHarnagy 3asBHvKa Ans 34iICHEHHSA
hapmakoHarnsgy B YkpaiHi, SKL0 BOHa BiAMiHHA Bif,
YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 32 34iiCHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTakKTHI gaHi) Ta/abo 3miHn y
po3MilLeHHi MacTep-ghaiina cucteMmun hapmakoHarnsagy) -
3MiHa KOHTaKTHMX AaHUX YNOBHOBAXEHOT 0CO6Y 3asBHYMKA,
BiANOBIAa/IbHOI 3a 34iicCHEeHH:A dhapmakoHarnsagy. 3miHa micus
3[iiCHEHHSI OCHOBHOT AiANbHOCTI 3 hapMakoHarsgy. 3miHa
MicLle3HaxopKeHHst macTep- dhaiina cuctemm
thapmakoHarnagy
195. | MOBIHA3A®- | TabneTku, BKpUTI Mosi Xenc LLiBeruapi CaBa Xenckea IHais/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/11619/01/02
20 MI 060/10HKOI0, 6X a Nta, IHais; YropwuHa 3MiHuM Wopao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsgy. peuenmom
KMLLKOBOPO3YMHHI N0 Megiton BBefeHHS abo 3MiHM [0 y3arasibHEHNX JaHWX NPO CUcTeMy
20 mr; no 10 TabneTok PapmachbioTikas hapmakoHarnsgy (BBeeHHs y3araslbHeHUX gaHux npo
y 6nicTepi; no 1 abo 3 Nta., YropwyHa cuctemy hapmakoHarnsgy, 3miHa ynoBHoBaXKeHoi ocobu,
6nicTepy B KAPTOHHIi BIANOBIAANbHOI 3a 34iiCHEHHA hapmakoHarnsaay; KOHTakTHOT
Kopoo6Li ocobu 3 hapmakoHarnsay 3asBHUka AN 34IMCHEHHN
hapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHA Bif,
YMOBHOB&XEHOT 0c06U, BigNOBIAaIbHOT 3a 34iCHEHHS
hapmakoHarnsgy (Bkovakuy KOHTaKTHI AaHi) Ta/abo 3miHu y
pO3MilLeHHi MacTep-haiina cuctemun hapmakoHarnsgy) -
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0COOM 3as1BHYMKA,
BiANOBIAa/IbHOI 3a 34ilicHeHHA hapmakoHarnsagy. 3miHa micus
3[iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3 hapMakoHarnsgy. 3MiHa
MiCLie3HaxX0MKEHHS1 MacTep- haitna cuctemm
dhapmakoHarnsgy
196. | MOKCUD/OK | TabneTku, BKpUTI CaHpo3 CnoBeHis C.K. CaHpo3 PymyHis BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/16489/01/01
CALUVH NAiBKOBOIO dapmachboTi C.P.N. 3MiHM 3 IKoCTi. [0TOBWIA Nikapcbkuii 3acib. Cuctema peyenmom
CAHAO3® 060n0HkKot0, No 400 Mr Kans g.a. KOHTeliHep/3aKkynoptoBasibHKi 3aci6. 3MiHa 6yab-AKOT YacTUHN

no 5 tabnetok y
6nictepi, no 2
6nicTepy B KAPTOHHii
Kopobui, no 7
TabneTok y brictepi,

maTepiasly NepBMHHOT YNakoBKK, LLIO HE KOHTaKTY€e 3 FOTOBUM
NiKapcbknm 3aco60oM (Hanpukiag, Kosip KpULLIEYOoK 3
KOHTPO/IEM NEPLLOro BiAKPUTTSA, KOJIP KOJOBMX Kineub Ha
amnynax, KoHTeliHepa AN ronok (pisHi BuAY nnactmacu)
(3miHa, fiKa He BN/MBAE Ha KOPOTKY XapakTepucTuKy
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
no 1 6nictepy B nikapcbkoro 3acoby) MokpuTTa Ansa HaHeceHHs apyky (Patz
KapTOHHI/ KopoobLi 38/ ALU-H 20 mat) Ha OCHOBI HiTpoLenono3u 6yo 3MiHEHO
Ha PATZ 42190/ALU-H 20 dull-unprinted, siknit Ha OCHOBI
noniecrepy.
197. | MOKCU®DNOK | kpanni oyHi, 5 mr/mn, TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/16662/02/01
CALWVH- no 5 mn y dpnakoHi, no "®APMEKC reyn 3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3MiHa y napameTpax peuenmom
DPAPMEKC 1 donakoHy pasom 3 reyn" cneuudikaLin Ta/abo fonyCTUMUX MEX, BUSHAYEHNX Y
KpULLIKOHO- cneundikauisix Ha A®l, abo BMXigHWIA/NPOMKHWIA
KpanenbHULE y NPOAYKT/peareHT, Lo BUKOPUCTOBYTLCA Y NPOLECI
nauuj 3 KapToHy BMpO6HULTBa AP| ([ONOBHEHHS cneuvdikauii HOBUM
MOKa3HWKOM SIKOCTi Ta BiANOBIAHUM MEeTOA0M BMNPO6YBaHHS)
[ONOBHEHHSA cnevmdikayii BXigHOro KoOHTposiio Ad|
MOKa3HNKOM aHani3y «3a/IMLLIKOBI KifIbKOCTi OpraHiyHnx
PO3YMHHVKIB» /19 HOBOrO BUPOOHYKA Ait040i peYOBUHN
MOKCUdhIoKcauumHy rigpoxnopuay komnaHii CHROMO
LABORATORIES INDIA PRIVATE LIMITED, IHgin 3
BiANOBIAHUM METOAOM aHasli3y.
3MiHu | TUNYy - 3MiHK 3 AkocTi. CepTudikaT BignosigHoCTI/ME-
cepTudikaT BiAMNOBIAHOCTI €EBpPONENChKin
hapmakonei/moHorpadii. NMogaHHA HOBOro a6o OHOBIEHOTO
cepTudikaTa Bi4NoBIiAHOCTI abo BUyYeHHs cepTudiikara
BiANOBIAHOCTI €Bponeiickbkili hapmakonei: gns A®l; ona
BVXifHOrO Matepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BUKOPUCTOBYHOTLCS Y BUPOOHULTBI API; 4151 4ONOMIKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBPONENChKIl
thapmakonei) - HoBuii cepTudikar Bif, HOBOrO BUPOGHUKA
(3amiHa abo [OMOBHEHHS) HOBUIA cepTuchikaT Bif HOBOrO
BMpo6H1Ka CHROMO LABORATORIES INDIA PRIVATE
LIMITED, Ingis (RO-CEP 2016-327-Rev 02)
198. | MOKCUD/OK | TabneTku, BKpUTI TOB YkpaiHa TOB "®APMEKC Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/16662/01/01
CALUWUH- 060n0HkKot0, No 400 "®APMEKC reyn 3miHu 3 sKocTi. APl. KoHTponb A®l. 3miHa y napameTpax peyenmom
DPAPMEKC Mr, no 5 TabneTok y reyn cneuudikaLin Ta/abo foNyCTUMNX MEX, BUSHAYEHNX Y

6nictepi, no 1 a6o no
2 6nictepu B
KapTOHHIA Kopo6Li; Mo
10 TabneTok y
6nictepi, mo 1
6nicTepy B KapTOHHiIl
Kopobui

cneundgikauisix Ha A®l, abo BUXigHWIA/NPOMKXHWIA
NpoayKT/peareHT, WO BUKOPUCTOBYOTLCA Y MPOLEC
BMpo6HMLTBa AP| (4ONOBHEHHS cnevuyvdikalii HOBUM
NOKa3HWKOM SIKOCTi Ta BiANOBIAHUM METOA0M BUMNPOOYBaHHS)
[OMNOBHEHHA cneumdikauii BXigHoro KoHTposiio Adl
NMOKa3HWKOM aHanidy «3a/ILLKOBI KifIbKOCTi OpraHiyHnx
PO3UMHHWKIB» A/19 HOBOrO BUPOBHYKA Ait040i peYoBUHN
MokcudpnokcauuHy rigpoxnopuagy komnanii CHROMO
LABORATORIES INDIA PRIVATE LIMITED, IHgia 3
BIAMNOBIAHUM METOA0M aHanisy.
3MiHn | TURY - 3MiHn 3 axkocTi. CepTudikaT BignosigHocCTI/lE-
cepTudpikaT BignoBigHOCTI EBponenchkiii
thapmakonei/MoHorpadii. NMogaHHsA HOBOro abo OHOBEHOTO
cepTuguikaTa BignoBigHOCTI abo BUyYeHHs cepTudiikara
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns A®I; ans
BUXiQHOrO MaTepiany/peareHTy/npoMiKHOro NPOAYyKTY, L0
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 AONOMIKHOT
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3assHuK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

peyoBUHM (CepTUgikaT BiANOBIAHOCTI EBpONechbkili
thapmakonei) - HoBuii cepTudikar Bif, HOBOrO BUPO6HUKa
(3amiHa abo [OMOBHEHHS) HOBUIA cepTudpikaT Bif HOBOrO
Bnpo6bHMKa CHROMO LABORATORIES INDIA PRIVATE
LIMITED, IHgis (RO-CEP 2016-327-Rev 02)

199.

MOJIECKIH®
Cc

Mas3b, Mo 15 ry Ty6i,
no 1 Ty6i y nauuy,j 3
KapTOHY

AT
"dapmak”

YkpaiHa

AT «dapmak»

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux MaTepiasis: 3MiHu | Tuny -
3MiHu 3 sKocTi. A®Il. KoHTposb AdI. 3miHa y meTogax
BuNpobyBaHHA APl abo BMXigHOTO MaTepiany/npomMiKHOro
NpoAYyKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MIHM Y 3aTBEPAKEHNX METoax
BMNPOOYBaHHS) - 3MiHU B aHanNiTN4Hili meToguui AT "dapmak”
NpU BU3HAYEHHI NOKa3HMKa «3aIMLLIKOBI Ki/IbKOCTI OpraHiuHmx
PO3unHHYKIB» Ana APl MomeTa3oHy thypoarty BUPOOHMKIB
Symbiotec PharmalabPvt. Ltd., IHais Ta Aurisco
Pharmaceutical Co., Ltd, Kutaii, a came BUNpaBUTHN 3HAYEHHSI
Temnepatypu netni 3 125 ?C Ha 150 ?C; Temnepatypw AiHii
nepexocy 3 140 ?C Ha 160 ?C; BUNy4MTU NPUrOTYBaHHSA
pO34nHy ANA f06aBKY, Tak AK el PO34nH He
BMKOPUCTOBYETBLCA /19 PYyTUHHOIO KOHTPOIIO; 3MiHW | Tuny -
3MiHu 3 sKocTi. CepTudikat BignosigHocTi/l E-cepTudikar
BiAnoBiaHOCTI EBponelickbkit hapmakonei/MoHorpadii. 3miHu,
MoB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y BIANOBIAHICTb A0
MoHorpadii JdY abo Esponeiicbkoi thapmakonei, abo iHwoi
HauioHanbHOI hapmakonel gepxasun €C (iHLWWi 3MiHK) - B
po3aini «KinbkicHe BU3HAYEHHS» Ha3BY CTaHAAPTHOrO 3pasky
MOMEeHTa30Hy diyopaTy npuBeAeHo A0 BUMOr MoHorpadii EP -
MOMEHTa30Hy dyopaty MoHorigpart

3a
peyenmom

UA/13153/01/01

200.

MYLIUTYC

Kancynu no 150 wmr; no
6 Kancyn y cTpuni; no
2 abo no 5 ctpunis y
KapTOHHI ynakosL,i

Makneogc
dapmacboT
nkasnc
Nimiten

IHgis

Makneozc
dapmacbloTHKanc
Nimiten

IHgis

BHECEHHS 3MiH [0 peecTpaliiiHuX maTtepiasis: yTOYHEHHSA
[03yBaHHS Ta peecTpauiliiHoro Homepa B Hakasi MO3
YKpaiHu
Ne 510 Big 22.03.2022 B npoveci BHECEHHS 3MiH (3MiHK | Tuny
- AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MiCLSi NPOBaMKEHHS AiSiNIbHOCTI BUPOBHMKa/imnopTepa
rOTOBOrO /iKapCbkoro 3acoby, BKIYaoun AiNlbHUL BUMYCKY
cepil abo micue NpoBeAeHHS KOHTPOSTIO SKOCTI. (AisbHICTb, 3a
AIKY BiAnoBigae BUPOOHUK/iIMNoOpTep, BKIKOYAOUN BUMYCK
cepiit). 3miHa agpecy BUpobHuka N3 Makneoac
dapmacbioTukanc Jlivites, IHAis, 6e3 3MiHn micus
BUPOGHMLTBA. 3MiHVM BHECEHO B IHCTPYKLiIO A1 MeAUYHOro
3acTocyBaHHs y po3gin «MicLe3HaxoMKeHHss BUPObHMKa Ta
agpeca MicLs NPoBaKEHHS MOro Ais/IbHOCTI» 3 BiANOBIAHUMY
3MiHaMK y TEKCTi MapKyBaHHS YNakoBKu NikapCbKoro 3acooby.
TepMmiH BBeLeHHS 3MiH NpoTArom 6 micauis nicns
3aTBepaXeHHs). Pepakuist B Hakasi: kancynv no 150 mr a6o no
300 mr; no 6 kancyn y cTpuni; no 2 aéo no 5 ctpunis y
KapTOHHI ynakosL,. Homep peecTpauiliHoro noceigYeHHs:
UA/5589/01/02. BipHa pegakuis: kancynu no 150 mr; no 6
Kancyn y cTpuni; no 2 abo no 5 cTpuniB y KAPTOHHIl yNakoBLj.
Howmep peecTpauiiiHoro nocsigyeHHs: UA/5589/01/01.

6e3
peuenma

UA/5589/01/01




104

Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
201. | MYUuTYC kancynu no 300 wmr; no Makneogc IHAjs Makneogc IHAis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianiB: yTOUHEHHSs 6e3 UA/5589/01/02
6 kancyn y cTpuni; no dapmacbioT dapmacboTUKasIC [03yBaHHA Ta peecTpaLiiiHoro Homepa B Hakasi MO3 peyenma
2 abo no 5 ctpunis y nkanc NimiTen YKpaiHu
KapTOHHIiA ynakoBL,i Nimiten Ne 510 Bif 22.03.2022 B npoueci BHECEHHSA 3MiH (3MiHK | Tuny
- AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MiCLiAl NMPOBaXEHHS AiS/IbHOCTI BUPOOHMKa/iMnopTepa
rOTOBOrO /iKapCbKOro 3acoby, BKIYaoumn AiflbHUL BUMYCKY
cepii abo micue NpoBefeHHST KOHTPOSTIO SKOCTI. (AisfbHICTb, 3a
AKY BiAnoBigae BUPoOHUK/IMNoOpTep, BKIOYAOUN BUMYCK
cepiii). 3miHa agpecn BUpo6HUKa M13 Makneogc
dapmacbioTvkanc Jlivites, IHAiS, 6e3 3MiHn micus
BUPOGHMLUTBA. 3MiHVM BHECEHO B IHCTPYKLiIO 418 MegUy4HOro
3acTocyBaHHsA y po3gin «Micue3HaxomKeHHs BUPOOHUKa Ta
agpeca MicLs NPOBaKEHHS MOro Ais/IbHOCTI» 3 BiAMNOBIAHUMM
3MiHaMK y TEKCTi MapKyBaHHS YNakoBKu NikapCbKoro 3acooby.
TepMmiH BBefleHHS 3MiH NpoTArom 6 micauis nicns
3aTBepMxeHHs). Pepakuis B Hakasi: kancynv no 150 mr a6o no
300 wmr; no 6 kancyn y ctpuni; no 2 aéo no 5 ctpunis y
KapTOHHIiA ynakoBL,i. Homep peecTpauiiiHoro noceig4eHHs:
UA/5589/01/02. BipHa pegakuis: kancynm no 300 mr; no 6
Kancyn y cTpuni; no 2 abo no 5 cTpuniB y KapTOHHIlA ynakoBLj.
Homep peecTtpauiliiHoro nocsigyeHHs: UA/5589/01/02.
202. | MyUMTYC kancysv no 300 wmr, no Makneoac IHgis Makneoac IHgis BHECEHHS 3MiH 10 peecTpaviiiHiX MaTepianiB: yTOYHEHHS 3a UA/5589/01/02
6 Kancyn y ctpuni; no dapmacboT PapmacboTrKanc peecTpauiiiHoi npoueaypu B Hakasi Ne 153 Big 25.01.2022 B peyernmom
2 abo no 5 ctpunis y nkanc Nimiteq npoLeci BHECEHHS 3MiH - 3MiHM | TUMY - 3MiHK 3 SKOCTI.
KapTOHHIA ynakoBsL,i Nimiten [oTOBWIA NNikapcbknii 3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
po3Mipy cepil (BkOYatoun dianasoH po3Mipy cepii) roToBoro
nikapcbkoro 3acoby (36inbweHHsA A0 10 pasis NOPIBHAHO i3
3aTBEPAKEHVIM PO3MIPOM) - BBEAEHHS A0AATKOBOrO PO3MIpy
cepii MN3. 3aTBepmxeHo: 150.000 kancy. 3anpornoHOBaHO:
150.000 kancyn; 750.000 kancyn.
203. | HA3O- cnpeii HasanbHWiA, 0,5 ToBapucTBo YkpaiHa KOHTPO/b SKOCTI, Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHMX maTepiasiB: 3MiHa 3asBHMKa 6e3 UA/9393/01/01
CMPEN mr/mn; no 15 mny 3 BUNYCK cepil: (BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peyenma
KOHTEliHepi 3 06MexeHo ToBapucTBO 3 Bif 23.07.2015 Ne 460) BeBefeHHs 3MiH MPOTAroM 6-Tu MicsLiB
posnuaoBayem, no 1 Bignosigans 06MeXeHo nicnsa 3aTBepKeHHs; 3MiHK | Tuny - 3MiHu Wwoao
KOHTeliHepy 3 HICTIO BiANOBIAAILHICTIO 6e3nekn/edpekTBHOCTI Ta hapMakoHarnsgy. BeegeHHs abo
posnuaoBayemM B "®bapmaueBT "[locnigHwin 3aBog, 3MiHW A0 y3arasibHEHUX AaHuX Npo cuctemy hapmakoHarnsgy
naJui 3 KapToHy nyHa "rTHUICY, (BBEAEHHSA y3ara/ibHEHNX AaHWUX Mpo cuctemy
KOMnNaHis YkpaiHa; Bci ctagji hapmMakoHarnagy, 3mMiHa yrnoBHOBaXeHOT 0cobu,
"3p0pos'a” BMPOGHMLITBA, BIANOBIAANbHOI 3a 34iiCHEHHA hapmakoHarnsaay; KOHTakTHOT
KOHTPO/b SIKOCTI, ocobu 3 hapmakoHarnsay 3asBHUKa AN 34ICHEHHN
BUNYCK cepil: hapMakoHarnagy B YkpaiHi, KO BOHa BigMiHHA Bif,
ToBapucTso 3 YMOBHOBaXEHOT 0co6u, BigNOBiAaIbHOT 3a 34iCHEHHS
0bMexeHo hapmakoHarnsgy (Bkovakuy KOHTaKTHI AaHi) Ta/abo 3miHu y
BiANOBIAAILHICTIO pO3MilLeHHi MacTep-haiina cuctemun hapmakoHarnsgy) -
"®apmMaueBTnYHa 3MiHa YNOBHOB&XXEHOI 0C06M 3asBHWKa, BignoBiganbHOI 3a
KOMNaHis hapmakoHarnsag. fitoya pegakuis: MNnakciHa OneHa
"3popos'sa", BonogumupisHa. NponoHoBaHa pefakuis: LLiesyeHko OneHa
YKpaiHa IropiBHa. 3MiHa KOHTaKTHMX AaH1X YNOBHOBAXEHOI 0co6M
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
3as1BHUKA, BiANOBIAA/IbHOI 3a 34iiCHEHHSA ddapmakoHarnsgy
204. | HANBY®IH- PO34MH A5 iH'EKLN, TOB YkpaiHa BCi cTagii, YkpaiHa BHECEHHS 3MiH A0 peecTpauiiiHux matepiasnis: 3MiHu |l Tuny - 3a UA/11606/01/01
DPAPMEKC 10 mr/mn, no 1 a6o no "®APMEKC BK/tOHA0UN 3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. Cuctema peuenmom
2 MNn 'y nonepeaHsLo reyn" BWMNYCK Cepil: KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa y NepBUHHIN
HaroBHEHOMY LUNPULL; TOB "®APMEKC yMakoBLii FOTOBOro MikapCbKoro 3acoby (Tvn KoHTelHepa abo
no1la6o5 reymn:, [lofaBaHHsA HOBOrO KOHTelHepa) - CTepusbHi Nikapcbki 3aco6u
nonepeaHL0 YkpaiHa; Ta nikapcbki 3ac06M 6i0N0riYHOro/iMyHOOMNYHOTO MOXOKEHHS
HamMoBHEHMX LUMPULIB BCi cTagii, oKpim - f0faBaHHS HOBKX YMakoBOK, a came No 1 matano 2 Mmny
Y KOMMNEKTi 3 rofikamu BUMYCKy cepil: dhnakoHax cknsHUX 3 6e36apBHOrO ckNa, 3aKynopeHmx
Y KOHTYpHIiA TOB "X®rI NPO6KOI r'YMOBOK Ta a/ItOMIHIEBMM KOBMAYKOM KOMOIHOBaHNM
YapyHKOBIli ynakoBLj "3p0poB's NAacTVMKOBOI KPULLKOKO, MO 5 hNakoHiB B KOHTYPHIi
abo 6nictepi; no 1 Hapoay", YapyHKOBIli ynakoBLji abo B 6/1icTepi; No 1 abo 2 KOHTYpHiii
KOHTYPHIli YapyHKOBIi YkpaiHa; YapyHKOBIli ynakoBLji abo 6nictepy, no 10 pnakoHis B
ynakoBLi abo 6nictepy BCi cTagii, KOHTYPHIil YapyHKOBIli ynakoBLi abo B 61icTepi; No 1 KOHTYpHil
y nauyui; no 1 mn abo BK/ItOHaA0UN YapyHKOBIli ynakoBLji abo 6/icTepy B naulli 3 KapTOHY.
no 2 mn B amnyni; no 5 BTOPUHHE (3aTBepmxeHo: no 1 abo no 2 mn y nonepeiHbO HANOBHEHOMY
amnyn y 6nictepi; mo 1 nakyBaHHS Ta wnpuui; no 1 a6o 5 nonepegHbLO HANMOBHEHWX LUMPULIB Y
abo 2 6nictepun y KOHTPO/b SKOCTI, KOMMJIEKTI 3 TO/IKaMU Y KOHTYPHIlA YapyHKOBIl1 ynakoBLi abo
nauuj; no 10 amnyn y 3a BUHATKOM 6nicTepi; No 1 KOHTYpPHI YapyHKOBIli ynakoBLji abo 6nictepy y
6nicTepi; no 1 BUWMYCKy Cepii: nauuj; mo 1 mn abo no 2 mn B amnysii; no 5 amnyn y 6nictepi;
6nictepy y nayui; no 1 ToBapucTBO 3 no 1 abo 2 6nictepu y nayui; no 1 ma abo no 2 mn B amnyni;
mn abo no 2 mny 06MexeHo no 10 amnyn y 6nictepi; no 1 6nictepy y nayui). 3MiHN BHECeHi
chnakoHax CKISHUX, BiANOBIAA/LHICTIO B IHCTPYKL,O A5 MeAWYHOro 3acTOCyBaHHS NiKapCbKoro
no 5 cpnakoHis B "®apmaueBTnyHa 3acoby y po3in "YnakoBka", ik HacNi4oK NosiBa A0AaTKOBOro
KOHTYPHIli YapyHKOBIi KOMMNaHis nakyBaHHs.
ynakosLji abo B "3popos's”,
6nictepi; no 1 a6o 2 YkpaiHa
KOHTYPHIli YapyHKOBIi
ynakoBLi abo 6nictepy
y nauui, no 10
h/1aKOHIB B KOHTYPHIl
YapyHKOBIli ynakoBLj
abo B 6nicTepi, no 1
KOHTYPHIli YapyHKOBIi
ynakoBLji abo 6nictepy
y naduj
205. | HANPOKCEH | Tabnetku, BKpUTI ToBapucTeo YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | Tuny - 3a UA/17414/01/01
-340POB'A NiBKOBOO 3 0bMexeHot 3MiHu 3 sKocTi. FoToBMIA Nnikapcbkuii 3aci6. CTabinbHICTb. peyenmom
060/10HKO10, N0 550 06MeXeHo BiANOBIAAILHICTIO 3MiHa y TepMiHax npuaaTHoCTi abo ymoBax 36epiraHHs
mr, no 10 TabneTok y BignoBigasb "PapmaueBTnyHa rOTOBOrO NiKApCbKOro 3acoby (36iNbLUEeHHS TePMIHY
6nicTepi; no 1 abo 2 HiCTIO KOMnaHis npuaaTHOCTI FOTOBOrO Jlikapcbkoro 3acoby) - [na Toprosoi
6nictepu y kopobui 3 "®bapmaueBT "3popos'a” ynakoBku (NiATBEPLXKYETLCS AaHVMUW PeasibHOro vacy)
KapToHY nyHa 36i/IbLUEHHST TEPMiHY NPUAATHOCTI TOTOBOTO J1iKapCbKOro
KomnaHis 3ac00y Ha OCHOBI NO3WUTUBHYWX Pe3y/bTaTiB 4OBrOCTPOKOBUX
"3popoB'a” pocnigpkeHb cTabinbHOCTI Y peasibHOMY Yaci: 3aTBepAXeHo:
TEPMIH MPNAATHOCTI 2 poku 3anponoHoBaHo: TEPMIH
MPUOATHOCTI 3 pokv BBefeHHS 3MiH NPOTArom 6-Tv MicsLiB
nicns 3aTBepKeHHs.
206. | HATPIKO PO34MH A8 iHdysild, 9 MAT YKpaiHa MAT "lrannudpapm” YKpaiHa BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHuM | Tuny - 3a UA/4131/01/01
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n/n

Hassa
JliKapcbKo20

dopma surnycky
(nikapcbka ¢hopma,

3assHuK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs1

3acoby
XNoPuA

ynakoska)
mr/mn no 100 mn, 200
M a6o 400 mn B
NASILLKAX CKASHMX

"Tanuudap
"

3MiHu 3 sikocTi. FoToBwMIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHWIA 3aci6. 3MiHa napameTpis
cneumdikauin Ta/abo AONYCTUMUX MEX NEPBUHHOT YNaKoBKU
rOTOBOrO /iKapCbKoro 3acoby (iHLLi 3MiHW) - BHECEHHS 3MiH O
marepianiB peecTpauiiHoro gocke, a came y p. 3.2.P.7.
CucTema KoHTeliHep/ 3aKynopoBasibHWi 3aci6 BHECEHI 3MiHM
00 cneumdikauii Ta METOZAIB KOHTPOJIIO 415 M/IALLOK CKASHUX:
3a M. «<ApceH» - MeTOANKY A/19 NPOBEAEHHS KOHTPOJII0 apCeHy
afanToBaHo [10 HasiBHOTO Ha NiANpPUEMCTBI aTOMHO-EMICiiiHOro
cnekTpomMeTpa 3 iHAyKUiliHo-3B’s13aHot0 nnasmoto AEC-I3M
(noka3HMK KOHTpOostoBaBCcs hipMO0 BUPOOHMKOM); 3a M.
«TOBLUMHA CTiHKX Ta TOBLUMHA [Ha» Ha NigNPUEMCTBI
3aKyn/1eHOo TOBLLMHOMIP, BIANOBIAHO BUHUKNA HEOOXIAHICTb
BHECTU 3MiHM B cneuudikalito Ta MeTOAM KOHTPOIO, Wo40
BWKOHAHHS KOHTPO/H0 (Ha AaHuii Yac KOHTPO/b NPOBOAUTL
thipma-BMPOBHWK); - NnpuBeaAeHHs N. «FigponiTuyHa CTiKICTb»
0o sumor Y.
CynyTHA 3MiHa
- 3MiHK 3 sIKOCTi. FOTOBUIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBa/ibHWii 3aci6. 3MiHa y meTogax
BUNPO6YBaHHS NEPBUHHOI YNakoBKV rOTOBOTO NiKapCbKoro
3aco6y (iHWi 3MiHK y MeToAax BUNPoGyBaHb (BKIKOYAOUM
3amiHy ab0 goaaBaHHs))

peyenmom

3a

UA/12049/01/01

207.

HATPIIO
XNoPuay
PO34YUNH
0,9%

PO34uH ONs iHy3ii
0,9 %, no 100, a6o no
200, a6o no 250, abo
no 400, a6o no 500 mn
y NAsilKax

MpusatHe
akujioHepHe
TOBapuCTBO

"IHcpy3isn”

YkpaiHa

MNpuBaTtHe
akuioHepHe
TOBapuCTBO

"IHgpy3isn”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux MaTepiasis: 3MiHu | Tuny -
AOMIHICTPaTMBHI 3MiHU. BuyyeHHss BUPOGHNYOI AinbHNL
(Brrovatoum dinbHuui ana A®l, npoMixXHOro NpoaykTy abo
roTOBOrO NikapCcbKoro 3acoby, AiNbHULI 4715 NPOBEAEHHS
nakyBaHHs, BUPOOHWKa, BigNoBifaIbHOTO 3a BUMYCK Cepil,

MicLie NpoBeAeHHS KOHTPO/IIO cepil) abo nocTayasibHrKa
BUXIAHOIO MaTepiany, peareHTy abo AOMNOMDKHOI pe4OBUHM
(AKLLLO 3a3HAYEHO Y A0CHE) - BunyyeHHss BUPOGHMYOI AinbHNL
N3, AinbHULUI 419 NpoBeAeHHS NakyBaHHS, BUPOGHIKa,
BiANOBIAA/ILHOIO 3a BUMYCK cepii, MicLie NpoBeAeHHs

KOHTPOIO cepii 3a agpecoro YkpaiHa, 21034, M. BiHHMLSA, By.
BonouwkoBa, 6. 55). BBeAeHHS 3MiH NpOTArom 6-Tn MicAuiB

nicns 3aTBepmXeHHst; 3MiHu |l Tuny - 3MiHK 3 AiKoCTi. FoTOBWMIA

nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI. 3MiHM Y NpoLieci
BMPOGHMLITBA FOTOBOTO JTiKAPCLKOro 3acoby, BKIHOHa0UM
NPOMIKHUIA NPOAYKT, L0 3aCTOCOBYETLCA NPY BUPOBHULITBI
rOTOBOrO /1iKapCbKOro 3acoby (iHLWi 3MiHW) - BBEAEHHSA
[0[aTKOBOro 06/1aiHaHHsA, a came iHii 4o3yBaHHS,
3aKynoproBaHHs Ta repmeTnsauii — FARMOMAC; 3amiHa
inbTpoenemMeHTy a5 nonepeaHboi inbTpaii 3 po3Mipom
nop 0,45 MKM Ha NoCnigoBHO 3'eAHaHI KapTpigXi 3 po3Mipom
nop 1,2 mkm Ta He 6inbLie 0,22 MKM; 3a3Ha4eHO napameTpu
cTepunizauii M3 y naswkax - npy Temnepartypi 121 ?C,
npoTArom 15 XBUAUH

peyenmom

UA/15011/01/01

208.

HEIH®EKLIN
HI

PO34UH A151 iH'EKLLNA,

no 5 mn aneprexy y

TOB
"IMmyHosor"

YkpaiHa

TOB "ImyHonor"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny -

3MiHM 3 siKocTi. [oToBWMIA Nikapcbkuii 3aci6. KOHTPOib rOTOBOTO

3a
peyenmom
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
ANEPrEHU onakoHax CKASHUX y nikapcbKoro 3acoby. 3MiHa napameTpiB cneuudikauii Ta/abo
reynnm BUIAAI KOMNIEKTY Y [ONYCTUMMX MEX FOTOBOTO NiKapCbKOro 3acoby (BUyYEHHs
nnnKy KapTOHHI KopobLi, Wwo He3Ha4yHOro rnokasHvka (Hanpukiag, 3actapifioro nokasHvka,
POC/IVH MicTUTb 1 donakoH TakKoro Sk 3anax Ta cMak, abo igeHTudikaLis 6apBHUKIB un
anepreHy - 5 mn (10 CMakoBUx f06aBokK)) - BunyueHHs 3i cneyudikalii rotoBoro
000 PNU/mn), 1 nikapcbKoro 3acoby nokasHvka "AHOMasibHa TOKCUYHICTb"
KpULLIKY-KpaneibHULL0
CTepUIbHY
209. | HEIHOEKLIN | po3uuH Ans iH'ekuiii no TOB YkpaiHa TOB "ImyHonor" Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux MaTepiasis: 3MiHu | Tuny - 3a UA/15010/01/01
HI 5 M aneprexy y "ImyHosor" 3MiHM 3 aKocTi. [oTOBWMIA Nikapcbkuii 3aci6. KOHTPOb roTOBOrO peyenmom
ANEPrEHMN chnakoHax CKSHUX Y nikapcbKoro 3acoby. 3MiHa napameTpiB cneundikauii Ta/abo
NnoBYTOBOI BUINSAAI KOMIIEKTY Y [ONYyCTUMUX MEX FOTOBOrO /iKapCbKoro 3acoby (BUyYeHHS
rPynn KapTOHHI# Kopoo6ui, Wwo He3HayHOro nokasHuka (Hanpvknag 3acTapifioro nokasHuka,
MicTWTb: 1 dpriakoH TaKoro Sk 3anax Ta cMak, abo igeHTudikauis 6apBHUKIB 4n
anepreHy - 5 mn (10 CMakoBux [06aB0K)) - BunyueHHs 3i cneuudikadii rotoBoro
000 PNU/mn), 1 NiKapcbKoro 3acoby nokasHuka "AHOMasibHa TOKCUYHICTL"
KPVILLKY-KpanenbHULI0
CTepubHY
210. | HEMPOMAKC | Tabnetku, BKpUTI ToBapucTBo Ykpaina ToBapucTBo 3 Ykpaina BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasiB: 3MiHW | Tuny - 6e3 UA/14386/01/01
NNiBKOBOIO 3 0bMexeHo AfMiHIiCTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo agpecu peyenma
060/10HKO10, M0 10 06MeXeHo BiANOBIAAILHICTIO MicLA NPOBaMKEHHS AiANbHOCTI BUPOGHMKA (BK/OUAtouK, 3a
Tabnetok y 6nictepi; Bignosigab "®apmMaueBTNYHa HeoOXiJHOCTI, MicLie MPOBEeAEHHS KOHTPOO AKOCTI), abo
no 3 a6o 6 6nictepis y HiCTIO KOMnaHis BflacHMKa macTep-gaiina Ha A®l, abo noctavanbHUKa
KapTOHHIlA KopooLi "®bapmaueBT "3popos'a" Adl/BnxigHoOro matepiasny/peareHTy/npoMiXXHOrO NPOAYKTY, L0
NyHa 3aCTOCOBYOTLCS Y BUPOOHULTBI AD| (SKLLO 3a3HAYEHO Y JOChE
KOMnNaHis Ha nikapcbKuii 3acib) 3a BigCcyTHOCTI cepTudikata
"3popos'a” BiANOBiAHOCTI EBponeiichkili hapmakonei y 3aTBepakeHoMy
[ocbe, abo BUPOGHKKa HOBOT JOMOMDKHOI PEYOBUHM (SIKLLO
3a3HavYeHo y Aocke) - 3MiHa Ha3BM BUPOobHUKa AdI
BeHdoTiamiH HAMARI PFST, LTD., Japan Ta yTOYHEHHS
afpecy BUPO6HMLTBA
211. | HEOTPNU30/ | TabneTtku BariHa/bHi, OPIrAHOCU OAE EBepTomxeH IHais BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/10674/01/01
® no 4 TabneTtkn y H Nalicp CaeHems AIOMIHICTPaTUBHI 3MiHU. BUyyeHHs1 BUPOGHNYOI AinbHUL peyenmom
CTpuni; No 2 cTpunu B NAN®CAEH NimiTeq (BKNtOYauM AinbHuyi gns APl IPOMKHOTO NPOAYKTY abo
KapTOHHIA Kopobui, y Ch3 (E® rOTOBOrO J1iKapCbKOro 3acoby, AiNbHULi 4151 TPOBEAEHHS
KOMMNEKTi 3 3ET ) nakyBaHHs, BUPOGHUKA, BifNOBIAANBHOMO 3a BUMYCK Cepil,

ansnikatopom; no 8
Tabnetok y 6nictepi;
no 1 6nictepy B
KapTOHHIi kopobui, y
KOMMNEKTi 3
annikatopom

MicLie NpoBeAEeHHS KOHTPO/IO cepil) abo nocTavyasibHUKa
BMXifHOro matepiany, peareHTy abo AONOMiXHOI pe4OBUHN
(AKLLLO 3a3HAYEHO Y [JOCbE) - BUNYYEHHS BUPOOHUKa AD|
opHigason - Suyash Laboratories Limited, India; 3MiHu | Tuny -
3MiHu 3 siKocTi. [oTOBWMIA Nikapcbkuii 3aci6. KOHTpOb roTOBOro
nikapcbkoro 3acoby. 3MiHa y MeTofax BUNpobyBaHHs
roTOBOrO /iKapCbKOro 3acoby (He3HayHa 3miHa y
3aTBEpAXEHUX MeToaax BUNpobyBaHHs)

CynyTHSA 3MmiHa
- 3MiHM 3 IKoCTi. FOTOBWMIT NiKapcbkuii 3acio. KOHTponb
roTOBOrO JlikapCcbKoro 3acoby. 3miHa napameTpiB
cneumdikauiii Ta/abo fONYCTUMUX MEX FOTOBOTO NiKapCbKOro
3aco6y (iHwi 3miHn) (B.IL.r.1. (x) 1A), HE3HaYHi 3MiHK B METOAAX
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1

KOHTPO/IH0 32 NOKa3HWKOM «laeHTudpikawis», K HacigoK
BHECEHHS YTOUYHEHb A0 NocunaHb B po3dini «Cneundikauis»
Ha BifNOBIAHI METOAMN KOHTPO/IIO;
3MiHu | TNy - 3MiHK 3 SIKOCTi. TOTOBWIA Nikapcbkunii 3acib.
KOHTpO/b roToBOro nikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHS rOTOBOTO JliKapcbKoro 3acoby (He3HauHa 3MmiHa
y 3aTBEPKEHUX MEeTOAax BUNPOOYBaHHS)

CynyTHS 3MiHa
- 3MiHK 3 sKOCTi. FOoTOBUIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapCbKoro 3acoby. 3miHa napameTpis
cneundikauii Ta/abo AONYCTUMMX MEX FOTOBOTO NiKApCbKOro
3aco06y (iHLi 3MiHW) - HE3HAYHI 3MiHM B MeToax KOHTPO/IIO 3a
nokasHukamun «CepegHa maca» Ta «OfHOPIAHICTb Macu» -
YTOUYHEHHS B MOCU/IaHHI Ha 3arasibHy cTartTio BP, sik Hacnigok
BHECEHHS YTOYHEHb [0 NocunaHb B po3aini «Cneundikais»
Ha BIANOBIAHI METOAN KOHTPONIO;
3MiHM | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuMii 3aci6.
KOHTpOb roToBoro nikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOBYBaHHA rOTOBOTO JliKAPCLKOro 3acoby (He3HauyHa 3MiHa
y 3aTBEPKEHVX MeToAax BUNPO6yBaHHS)

CynyTHSA 3MiHa
- 3MiHK 3 siKOCTi. FOTOBMIA Nnikapcbkuii 3aci6. KoHTposb
roTOBOrO JlikapCcbkoro 3acoby. 3miHa napameTpiB
cneundgikauii Ta/abo AONYCTUMMX MEX FOTOBOTO NiKApCbKOro
3aco6y (iHwi 3miHn) (B.11.r.1. (x) IA), He3HauHi 3MiHWM B MeTofax
KOHTPO/0 38 NOKa3HNKOM «OfHOPIAHICTb A030BaHNX
OfVHULb» - YTOYHEHHS B MOCUAHHI Ha 3arasibHy cTaTTio BP,
3a3Ha4YeHHs1 BUMOTr OfHOPIAHOCTI Y BiAMNOBIAHOCTI 40 BUMOT
chapmakonei, ik HacNioK BHECEHHS YTOUYHEHb [0 NOCWUaHb B
po3aini «Cneundikavis» Ha BiANOBIAHI MeToAM KOHTpo. s
METOAMKN BU3HAYEHHS OAHOPIAHOCTI 4030BaHNX OAVHULL ANS
A®| MNpeaHi3010H, NepedavyacTbCs 3a3HAUNTN PeakTUBY,
06/1aaHaHHS Ta MipHUIA NocyA, NOC/ifOBHICTb
XpomaTtorpadysaHHs, yMOBW NpUAATHOCTI XpoMaTtorpadiyHoi
cuctemu, hopmyny A8 po3paxyHKy, BHECEHHSI YTOUHEHHS B
NpUroTyBaHHS BUNPOBGYBAHOTO PO3UMHY; 3MiHW | TUNY - 3MiHK 3
AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. KOHTpOnb roToBoro
nikapcbkoro 3acoby. 3miHa y MeToAax BUNpoGyBaHHS
roToBOro NikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHUX MeToAax BUNPoOYyBaHHS) -

He3HayHi 3MiHWM B METofax KOHTPO/IIO 3a NMOKa3HUKOM
«CynpoBiJHi AOMILLIKW» - 3a3HAYEHHS peakTuBIB, 061agHaHH:A
Ta MipHWiA nocy, NPUroTyBaHHA PO34MHIB, MOCANIAOBHICTb
XpomaTtorpadyBaHHs, BiJHOCHI Yacy YTPMMaHHS NikiB,
BHECEHHS fONOBHEHHA B YMOBW XpomartorpadyBaHHs,
dhopmynn N5 po3paxyHkis; 3MiHW | Tuny - 3MiHW 3 AKOCTI.
[oTOBWIA NTikapcbkmii 3aci6. KOHTPOb rOTOBOrO NikapCbKoro
3aco6y. 3MiHa y MeTodax BUNPOBYBaHHS rOTOBOrO
NikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBepKeHnX
MeTofax BUNPOOYyBaHHS) -
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3assHuK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

He3HauHi 3MiHN B MeTOAax KOHTPO/IHO 3a NOKa3HUKOM
«KinbkicHe B13HaueHHsi. OpHigasorsn, MikoHa30y HiTpaT Ta
npeaHi30M0H» - 3a3HaYeHHs peakTuBiB, 06/1a4HaHHSA Ta
MipHWIA nocya, NPUroTyBaHHS PO34UHIB, MOC/IAOBHICTb
XpomaTorpadyBaHHsi, BHECEHHSA [JOMOBHEHHS B YMOBM
XpomatorpadgyyBaHHs, (hopMynu 4518 PO3paxyHKiB; 3MiHU | Tuny
- 3MiHK 3 iKOCTi. FOTOBMIA Nnikapcbkuii 3aci6. KoHTposb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpiB
cneundgikauii Ta/abo AONYCTUMMX MEX FOTOBOTO NiKApCbKOro
3aco6y (BHECEHHS 3MiH 40 AOCbE MiCNS OHOB/IEHHS 3arasibHOI
CTaTTi Ha roTOBY Nikapcbky hopmy y AdY/EBponeiichkii
thapmakonei)

CynyTHS 3MmiHa
- 3MiHu 3 SKocTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTposb
roTOBOro /likapcbKoro 3acoby. 3miHa y metogax
BMNPOGYBaHHS FOTOBOMO NiKApPCbKOro 3acoby (OHOBMEHHS
npoueaypu BUNPO6yBaHHS A5 MPUBEAEHHS Y BigMOBIAHICTb 3i
3MiHEHOH0 3arasibHok cTatTero AdY abo EBponeincekoi
thapmakonei) - BHeCeHHs1 3MiH B cneuudikallito Ta MeToam
KOHTPO/10 3a nokasHukom "MikpobionoriyHa uncrora” -
npuBeAeHHs y BiANOBIAHICTb 40 Ajtounx BUMOr EP.; 3MiHn |
TNy - 3MiHW 3 AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. (iHLWi 3MiHW) -
nepeknag BignosigHnx po3ginis MKA /13 3 pociiicbkoi MoBM Ha
yKpaiHCbKy MOBY, 3riHO BMMOram fito4oro ykpaiHCbKoro
3aKoHOfjaBCcTBa

212.

HIBOPAN®

wamnyHb, 20 mr/r; no
25 mn abo no 60 mny
naswui; no 1 naswui 8
KapTOHHIA Kopoo6Li

CTAIA
ApuHaimitt
ens Al

HimeuumnH
a

BMPOGHMLTBO,
nepBuHHE
nakyBaHHS,
BTOPUHHE
nakyBaHHs,
KOHTPO/Ib AKOCTI
nikapcbkoro
3acoby, BunycK
cepii: AHcceH
dapmaueBTuKa
HB, benbris;
BTOPWUHHE
nakyBaHHs,
KOHTPO/b AKOCTI
niKapcbKoro
3acoby, Bunyck
cepii: CTALA
ApuHarimitTTens
AT, Himeuunna

Benbris/
HimeyunHa

BHECEHHS 3MiH [0 peecTpaviiiHuX maTepiasis: 3MiHa 3asBHMKa
(BnacHvika peecTpadiiiHoro noceigyeHHs) (3rigHo Hakasy MO3
Bif 23.07.2015 Ne 460) BeefeHHsA 3MiH MPOTAroM 6-Tu MicsLiB
nicns 3aTBepmpKeHHs; 3MiHu | Tuny - 3MiHW 3 AKoCTi. F0TOBWIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHn, LLI0 CTOCYIOTLCSA BUMNYCKY Cepii Ta KOHTPOSI0
AKOCTI FOTOBOrO NiKapCbKoro 3acoby (3amiHa abo foAaBaHHSA
BMpO6HUKa, LLO BiANOBIAAE 3a BBE3EHHS Ta/abo BUNYycK cepii) -
Bkntoyaroun KOHTposib/BUNpobyBaHHA cepii - BBEAEHHSA
[04aTKOBOr0 BUPO6HUKA, BiAMOBIAA/ILHOTO 38 KOHTPO/Ib SKOCTI
nikapcbkoro 3acoby, Bunyck cepii [13 CTALA ApuHaiimiTTeNb
Al', HimeuunHa / STADA Arzneimittel AG, Germany 3a
appecoto CtagawTpacce 2-18, bag ®inbbens, NecceH, 61118,
HimeuunHa / Stadastrasse 2-18, Bad Vilbel, Hessen, 61118,
Germany. 3MiHVW BHECEHO B iHCTPYKLIitO AN MEANYHOTO
3aCTOCYBaHHS LLOAO HaliMEeHYBaHHA Ta MiCLLe3HaXOKEHHS
BMPOGHMKA 3 BiANOBIAHUMY 3MiHAMU Y TEKCTI MapKyBaHHs
yMakoBKM NiKapCbKOro 3acoby (404aTKOBWIA BUPOGHNK).
BBefeHHS 3MiH NpOTArom 6-Tu MIiCALIB MiCNs 3aTBEPMAKEHHS;
3MiHM | TUNY - 3MiHK 3 AKOCTi. FOTOBMIA NikapCcbKuMii 3aci6.
3MiHM y BUpO6HMLTBI. 3amiHa abo BBeAEHHSA J40A4ATKOBOI
OiNbHWLI BUPOOHULTBA 418 YacTUHN abo BCbOro BUPO6HUYOro
npouecy roToBoro Mikapcbkoro 3acoby (AinbHUUS ons
BTOPWHHOIO NakyBaHHS) - BBEAEHHS A04ATKOBOI AiNIbHULI ANA
BTOPWMHHOro nakyBaHHsl 13 CTAOA ApuHavimittens Arl,

6e3
peuyenma

UA/2753/02/01
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n/n

Hassa
JliKapcbKo20

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3assHuK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs1

3acoby

HimeuunHa / STADA Arzneimittel AG, Germany 3a agpecot
CrapgawTpacce 2-18, bag ®inb6ensb, lecceH, 61118,
HimeuunHa / Stadastrasse 2-18, Bad Vilbel, Hessen, 61118,
Germany BefieHHs 3MiH NpOTArom 6-T1 MicAuiB nicns
3aTBEPKEHHS. 3a3HaYeHHs BUPOOHUUMNX OYHKLIiA ANs BXe
3aTBepxeHoro BupobHvka M3 AHcceH PapmanesTuka HB,
Benbris: BAPOGHULTBO, NEPBUHHE NaKyBaHHS, BTOPUHHE
naKyBaHHs, KOHTPO/Ib SIKOCTi JliKapCbKOro 3acoby, BUMyCK cepii;
3MiHu | TUNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHuM f0 y3arasibHEHUX
AaHux nNpo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHNX JaHux Npo cucTemy dapmakoHarnsgy, 3amiHa
YNOBHOBaXXeHOI 0c0o6M, BifANOBIfa/IbHOT 3a 34iCHEHHS
dhapmakoHarnsgy; KOHTakTHOi 0cobu 3 chapmakoHarnagy
3aABHUKa 419 34iiCHeHHA dapMakoHarnagy B YkpaiHi, Ko
BOHa BifIMiHHa BiJ, yNTOBHOB&)XeHOI 0C06W, BiANOBIAA/IbHOI 3a
3[iiCHEeHHs1 hapMakoHarisay (BK/IUYatoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-haiina cucremu
hapmakoHarnagy) - 3MiHa ynoBHOBaXXeHOI 0CcObM 3asBHUKA,
BiANOBIgasIbHOI 3a hapmakoHarniag. [itova pegakuis: Dr.
Maria Spyt. NMponoHoBaHa pefakuis: Joktop AHapeac
IBaHoBMY / Dr. Andreas lwanowitsch. 3MiHa KOHTaKTHUX AaHuX
yNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a chapmakoHarnsg,.
3MiHa MicLe3HaxoMKeHHs1 MacTep-aiina cucremu
thapmakoHarnagy Ta lioro Homepa. 3miHa Micus 34iiCHEHHS!
OCHOBHOI Aisi/IbHOCTI 3 dhapmakoHarnagy; 3miHu | tuny - 3miHu
Loao 6e3nekn/edpeKTUBHOCTI Ta (hapmakoHarnsgy (iHwi 3mMiHn)
- 3MiHM BHECEHO B iHCTPYKLIitO0 AN151 MEANYHOIO 3aCTOCYBaHHS
NiKapcbKoro 3acoby Woa0 BUTyUYeHHS po3ainis "3asaBHuK",
"Micue3HaxomkeHHs 3asBHMKA", "MNpeACcTaBHUK 3asaBHUKA" Ta
"Micue3HaxomkeHHs npeAcTaBHVKa 3asBHUKA". BBeeHHS
3MiH NPOTArom 6-Tu MiCALIB NiCNA 3aTBEPMKEHHS; 3MiHU | TUnYy
- 3MiHV Wwoao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsaay.
BeefeHHs abo 3MiHU [0 y3araslbHeHUX AaHuX Npo cuctemy
dhapmakoHarnsgy (BBefileHHs y3araslbHEHUX AaHnX Npo
cuctemy hapmakoHarnagy, amiHa ynoBHoBaxeHoi ocobu,
BiNOBIAANbLHOI 3a 3MjiCHEHHS hapmakoHarnsaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsay 3asBHVKa ANs 34iICHEHHS
thapmMakoHarnagy B YkpaiHi, AKLO BOHa BifMiHHA Bif,
YNOBHOBaXXeHOI 0c0o6M, BifANOBIfa/IbHOT 3a 34iCHEHHS
hapmakoHarnsgy (Bkovaouy KOHTaKTHI AaHi) Ta/abo 3miHu y
pO3MilLeHHi MacTep-dhaiina cucteMmun hapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0CO6U 3asBHMKA, BigNOBIAaIbHOI 3a
hapmakoHarnag B Ykpaini. [itoua pegakuis: ApHaytosa tOnis
NeoHigisHa. NMponoHoBaHa peakuis: Moy TeTsaHa HOpiiBHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0CO6u 3asiBHYKA,
BignoBiga/IbHOI 3a hapmakoHarnsa B YkpaiHi

213.

HIKOTUHOB
A KNCNOTA

KpucTanivyHmi
MOPOLLIOK (Cy6CTaHLis)
y nakeTax noAgifiHnx

MpAT
"®apmauesT

YkpaiHa

M4yHa doipma

AMCAJ1 XEM
MBT. NTA.

IHAIA

BHECEHHS 3MiH [0 peecTpaLiiiHux MaTepiasis: 3MiHu | Tuny -
3MiHn 3 sikocTi. A®I. KoHTponb A®I. 3miHa y napameTpax

crneundikauii Ta/abo AoNYCTUMUX MEX, BUSHAYEHUX Y

UA/16151/01/01
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
nonieTuneHoBux ans "AapHuus” cneumdikauisax Ha A®Il, abo BUXiAHWA/NPOMIKXHUI
dhapmaL,eBTU4YHOro NPOAyKT/peareHT, W0 BUKOPUCTOBYOTLCA Y NPOLECI
3aCTOCYyBaHHSA BUPOGHMLTBA AD| (BUTyYEHHA HE3HAYHOIO NOKa3HUKa AKOCTI
(Hanpvknag BUYYEHHs 3aCTapinoro NokasHuka)) - BUINyYeHHs
nokasHuka «Baxki MeTanu» BignoBigHO 40 aKkTyanbHKX
matepianis BupobHuka A®I ta ICH guideline Q3D on
elemental impurities
214. | HIKOTUHOB PO34MH A8 iH'EKLN, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/3224/01/01
A KNCNOTA- 10 mr/mn; no 1 mn B "®GapmauesT "®apmaueBTnyHa 3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3MiHa y napameTpax peyernmom
AAPHULUA amnyni; no 5 amnyn'y nyHa chipma ipma "AapHuug" cneuudikaLin Ta/abo fonycTUMUX MEX, BUSHAYEHNX Y
KOHTYPHIli YapyHKOBIi "NapHuus" cneundikauisix Ha A®l, abo BMXigHWIA/NPOMKHWIA
ynakoBLi; no 2 NPOAYKT/peareHT, W0 BUKOPUCTOBYTLCA Y NPOLECI
KOHTYPHI YapyHKOBI BMPOGHMLTBA AD| (BUIYYEHHS HE3HAYHOTO MOKA3HMKa AKOCTI
yMakoBKU B MayLi (Hanpviknag, BUTyYeHHs 3acTapisioro NokasHuka)) - BunyueHHs
nokasHuka «Baxki MmeTanu» BiANOBIAHO 40 BUMOI MOHOrpadii
«Nicotinic acid» Ta ICH guideline Q3D on elemental impurities
215. | HOBAIPA TabneTku, BKpUTI €Bpo IHais dAC NimviTep, IHais BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny - 3a UA/6701/01/01
HEO nNiBKOBOIO Navichkep 3MiHuM Wwopao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsmy. peuenmom
06010HKOt0, N0 50 Mr MpaisiT 3MiHU Y KOPOTKili XapakTepucTuLj NikapCbKoro 3acoby, TeKCTi
no 1 a6o no 2 Nimiten MapKyBaHHS Ta IHCTPYKLIi 4719 MeANYHOro 3aCTOCYBaHHSA
Tabnetkn y 6nictepi; reHepuyHNX/ribpuaHnx/6ionoibHMX NikapcbkMx 3aco6iB nicns
no 1 6nictepy B BHECEHHS Tiel caMoi 3MiHM Ha peddepeHTHUI npenapar (3miHa
KapTOHHIiA KopobLyj; no He noTpebye HafaHHA XOAHWX HOBUX AOAATKOBUX JaHUX) -
4 TabneTkn y 6nictepi; 3MiHV BHECEHO A0 IHCTPYKLUIT ANS MEeAWYHOrO 3aCTOCYBaHHS
no 1 aéo no 2 nikapcbKoro 3acoby y po3ginu: "OcobanBocTi 3aCToCyBaHHA",
6nicTepy B KAPTOHHii "3acTocyBaHHs y nepiof BariTHOCTi abo roflyBaHHs rpyaar”,
Kopobui "Cnoci6 3acTocyBaHHA Ta f031" (YTOUHEHHS iHchopmaLii)
3rigHO 3 iHhopMaLi€eto LWOA0 MEANYHOTO 3aCTOCYBaHHS
pedhepeHTHOro nikapcbkoro 3acoby (BIAFPA, TabneTku, BKpUTI
NNiBKOBOK 060/10HKOID). BBEAEHHS 3MiH NPOTATrOM 6-TU
MicsLIB 3 ATV 3aTBEPKEHHS
216. | HOBAIPA TabneTku, BKpUTI €Bpo IHais dAC Nimvitep, IHais BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/6701/01/02
HEO nNiBKOBOIO Navichkep 3MiHu Woao 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsmy. peyenmom
060/10HKO0, M0 100 mr MpaiiBiT 3MiHM Y KOPOTKIll XapaKTepuCTUL NikapCbKoro 3acoby, TEKCTI
no 1 Tabnetuiy NimiTen MapKyBaHHS Ta IHCTPYKLIi 4719 MeANYHOro 3aCTOCYBaHHS
6nicTepi; no 1 reHepuyHUX/ribpuaHMX/6ionoaibHNX Nikapcbknx 3acobis nicns
61icTepy B KapTOHHIl BHECEHHS Tiel caMoi 3MiHM Ha peddepeHTHUIA npenapar (3mMiHa
kopob6ui, no 4 He noTpebye HafaHHA XOAHWX HOBMX AOAATKOBUX JaHUX) -
Tabnetkn y 6nictepi; 3MiHN BHECEHO [0 IHCTPYKLUIT A1 MEeAMYHOro 3aCTOCYBaHHSA
no 1 a6o no 2 nikapcbKoro 3acoby y po3ginu: "OcobamnBoCTi 3aCTOCyBaHHA",
6nicTepy B KAPTOHHii "3acTocyBaHHs y nepios BariTHOCTi abo roflyBaHHs rpyaar”,
KopooLi "Cnoci6 3acTocyBaHHs Ta 031" (YTOUHEHHS iHchopmadii)
3rigHO 3 iHhopmavieto WoA0 MeanyHOro 3acTocyBaHHS
pedhepeHTHOro nikapcbkoro 3acoby (BIAFPA, TabneTku, BKpUTI
NNiBKOBOK 0O0/I0HKOID). BBEAEHHS 3MiH NPOTAroMm 6-Tn
MiCSILiB 3 ATV 3aTBEPAKEHHS
217. | HOP®J/IOKCA | kpanni o4Hi Ta BYLLUHI, ToBapucTBO YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHa 3asiBHUKa 3a UA/4901/01/01
LUMH 3mr/Ma, no5mny 3 BUPOBHMLTBA, (BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peyenmom
donakoHi; no 1 06MEXEHOK KOHTPO/b SKOCTI, Big 23.07.2015 Ne 460): BBeA€HHSI 3MiH MPOTArOM 6-T1 MicsLIB
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
h/1aKOHY Y KOMMNEKTI BiAgnosigasb BUMNYCK Cepil: nicns sarBepkeHHs. 3MiHu | Tuny - 3MiHK LWoAo
3 KPULLIKOIO- HiCTIO ToBapucTBO 3 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
KpanensHuuetlo B "®APMEKC 06MeXeHo 3MiHM [0 y3arasibHeHUX AaHuX Npo cuctemy hapmakoHarnagy
KopoobLi reyn BIANOBIAA/LHICTIO (BBEAEHHSA Y3araslbHEHUX JaHWX NMPO cucTemy
«[locnigHnii 3aBog, chapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
«HLIC», BiANOBIAA/ILHOI 3a 34iicCHEHHA (dapMakoHarnsay; KOHTakTHOT
YkpaiHa; BCi cTagji 0co6u 3 hapmakoHarnsay 3asBHUKa AN 34IACHEHHSN
BMPOGHMLITBA, hapmakoHarnsgy B YkpaiHi, K0 BOHa BiAMiHHA Bif,
KOHTPO/b AKOCTI, YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 3a 34iiCHEHHS
BUMNYCK Cepii: hapmakoHarnsagy (Bkaovaouy KOHTakKTHI AaHi) Ta/abo 3MiHn y
ToBapucTBO 3 pO3MilLEeHHI MacTep-ghaiina cuctemmn papmakoHarnsagy) 3miHa
06MeXeHo YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigaibHOI 3a
BiANOBIAA/ILHICTIO thapmakoHarnsag. fitoya pegakuis: MnakciHa OneHa
«®APMEKC BonogumupisHa. MponoHoBaHa pefakyis: TonokeBuy
I'PYTM», YkpaiHa Bonoammup KOpiioBuY. 3MiHa KOHTaKTHUX AaHNX
YNOBHOBAXXEHOT 0CO6U 3as1BHMKA, BifnoBigasibHOI 3a
thapmakoHarnag. 3miHa MicLs 34iACHEHHSI OCHOBHOT
AisNbHOCTI 3 chapmakoHarnagy. 3MiHa MicLe3Haxo4KeHHs
macTep- gaiina cuctemu papmakoHarnaay.
218. | O3AJ/IEKC® TabneTku, BKpUTI TOB YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianiB: 3mMiHa 3asBHUKaA 3a UA/16949/01/01
nNiBKOBOIO "TNEQDAP PAPM" (BnacHvika peecTpadiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peuenmom
06010HKOt0, No 10 wmr; MATh" Bif 23.07.2015 Ne 460): BeeAeHHS 3MiH NPOTArom 6-Tu MicAuiB
no 14 tabnetok y nicns 3atBepgkKeHHs. 3MiHu | Tuny - 3MiHK LWoAo
6nictepi, no 2 6e3nekn/edekTBHOCTI Ta thapMakoHarnsgy. BeegeHHs abo
6nicTepn y KapTOHHIN 3MiHW A0 y3arasibHEHUX AaHuX Npo cuctemy hapmakoHarnsgy
ynakosui, Ne84 (14x6): (BBEAEHHS Y3arasIbHEHUX AaHWX MPO cUcTemy
no 14 tabneTtok y hapmMakoHarnagy, 3mMiHa yrnoBHOBaXeHO! 0cobum,
6nicTepi, no 6 BIANOBIAA/IbHOI 3@ 34iiCHEHHSA hapmakoHarnsay; KOHTakTHOT
6nicTepiB y KAPTOHHIl ocobu 3 hapmakoHarnisay 3asBHVKa ANs 34iCHEHHS
ynakoBLi hapMakoHarnagy B YkpaiHi, KO BOHa BifMiHHA Bif,
YMOBHOBaXEHOT 0C06U, BigNOBIAaIbHOI 38 34iCHEHHS
hapmakoHarnsgy (Bkovaouy KOHTakKTHI AaHi) Ta/abo 3miHu y
PO3MiLLEHHI MacTep-ghaiina cucteMun papmakoHarnsgy) 3miHa
KOHTaKTHUX SaHMX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BiAMOBIAA/IbHOI 3a 34iiCHEHHS dhapmakoHarnsagy.
3MiHa MicLA 34iiCHEHHA OCHOBHOI AisifIbHOCTI 3
thapmakoHarnsgy. 3miHa MicLe3HaxomkeHHss macTep-charina
cucteMmn dhapmakoHarnsgy Ta noro Homepa
219. | O3AJIEKC® TabneTtku, BKPUTI TOB YkpaiHa TOB "KYCYM Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3mMiHa 3asiBHUKa 3a UA/16949/01/02
NAiBKOBOIO "TNEADAP PAPM" (BnacHvKa peecTpauiinHoro noceigveHHs) (3rigHo Hakasy MO3 peyenmom
060/10HKOH0, M0 20 Mr M ATA" Big, 23.07.2015 Ne 460): BBefeHHs1 3MiH NPOTAroM 6-Tn MicAuiB

Ne28 (14x2): no 14
TabneTtok y 6nictepi,
no 2 6nictepu y
KapTOHHIA ynakoBL,i

nicnsa 3aTBepAXeHHs. 3MiHu | Tuny - 3MiHW Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3araJlbHeHVX AaHnX Npo cuctemy hapMakoHarnagy
(BBEAEHHS y3arasibHEHMX AaHUX NPO cUcTemy
hapMakoHarnisgy, 3mMiHa yrnoBHOBaXXEHOT 0cobum,
BiANOBIAA/ILHOI 32 34iiCHEHHA dapMakoHarnsgy; KOHTakTHOT
0ocobu 3 hapmakoHarnsay 3asBHuKa ansl 34iliCHEHHs
hapmakoHarnsgy B YKpaiHi, SKWo BOHa BiAMiHHA Bif,
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
YNOBHOBaXXeHOI 0c0obM, BiANOBIfaIbHOT 3a 34iCHEHHS
hapmakoHarnsgy (Bkovaouy KOHTaKTHI AaHi) Ta/abo 3miHn y
pO3MilLEeHHI MacTep-ghaiina cucteMun papmakoHarnsgy) 3miHa
KOHTaKTHUX SaHMX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BiAMOBIA&/IbHOI 3a 34iiCHEHH: hapmakoHarnsagy.
3MiHa Micus 3[iiCHEHHST OCHOBHOT Aisi/IbHOCTI 3
chapmakoHarnsgy. 3MiHa MicLe3HaxoxeHHA MacTep-taiina
cucteMmn dhapmakoHarnsgy Ta noro Homepa
220. | O3AJIEKC® TabneTku, BKPUTI TOB YkpaiHa TOB "KYCYM Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3mMiHa 3asiBHUKa 3a UA/16949/01/03
nNiBKOBOIO "TNEADAP PAPM" (BnacHvKa peecTpauiinHoro noceig4veHHs) (3rigHo Hakasy MO3 peyenmom
060/10HKOH0, M0 40 Mr: M AaTh" Big 23.07.2015 Ne 460): BBeAeHHS 3MiH NPOTArom 6-Tu MicauiB
Ne28 (14x2): no 14 nicnsa 3aTBepAXeHHs. 3MiHu | Tuny - 3MiHW Woa0
TabneTtok y 6nictepi, 6e3nekn/edpeKkTBHOCTI Ta hapMakoHarisgy. BeegeHHs abo
no 2 6nictepun y 3MiHU [0 y3araslbHeHVX AaHnX Npo cuctemy hapMakoHarnagy
KapTOHHIiA ynakoBL,i (BBEAEHHSA Y3arasibHEHNX AaHNX NP0 CUCTEMY
hapmakoHarnsgy, 3mMiHa yrnoBHOBaXXEHOT 0cobum,
BiANOBIAA/IbLHOI 32 34iiCHEHHA hapmakoHarnsay; KOHTakTHOT
0ocobu 3 hapmakoHarnsay 3asBHuKa ans 34iiCHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHa BiAMiHHA Bif,
YMOBHOBaXEHOT 0co6U, BiANOBIAAILHOT 3a 34iiCHEHHS
thapmakoHarnagy (BKIovaoun KOHTaKTHI AaHi) Ta/abo 3miHu Y
pO3MilLEeHHI MacTep-ghaiina cuctemun papmakoHarnsagy) 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI 0COOM 3asBHUKA,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy.
3MiHa Micus 34jiCHEHHST OCHOBHOT AiSNIbHOCTI 3
thapmakoHarnsgy. 3miHa MicLe3HaxomkeHHss MacTep-haiina
cucTeMmn dhapmakoHarnsay Ta inoro Homepa
221. | OKTPA® PO34NH A5 iH'EKLIN, AT Ykpaina AT "®dapmak” Ykpaina BHECEHHS 3MiH 40 peecTpaviiiHux matepianis: 3MiHu |l Tuny - 3a UA/11626/01/01
0,1 mr/mn, no 1 mn B "Papmak” 3MiHu 3 akocTi. A®I. (iHwWi 3MiHK) oHoBNeHa Bepci DMF peyenmom
amnyni, no 5 amnyn y BUpo6HuKa PolyPeptide Laboratories, CLUA (3aTBepXEHO:
nauuj; no 1 mn B H/octreotide/AP/20060820; 3anponoHoBaHo:
amnyni, no 5 amnyn y H/octreotide/AP/20210820), a came: -3MiHuW, NOB’A3aHi 3i
6nictepi, no 1 3MiHOIO MiCUSi NPOBaKEHHS AiS/IbHOCTI (NepeHeceHo
6nicTepy B naui BMPO6HUYY ginbHMUto 3 CLUA fo IHAiT) 3aTBepaXeHo:
PolyPeptide Laboratories, Inc, USA, 3anponoHoBaHo:
PolyPeptide Laboratories, Pvt. Ltd., India; -He3HauHi 3MiH1 B
TEXHOMOrYHOMY MPOLIECH; -3MiHU, LLIO CTOCYHOTHCSA
cneymdiikauii Ta MeTOAIB KOHTPOSH.
222. | OJIONATAAWN | kpanni o4Hi, po3umnH 1 ToBapucTtso YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHix MmaTepianis: 3mMiHa 3asBHMKa 3a UA/17141/01/01
H mr/mn no 5 mny 3 06MeXeHOo (BnacHvKa peecTpauiintHoro nNoceig4veHHs) (3rigHo Hakasy MO3 peyenmom
dhnakoHi; no 1 06MexeHo BiANOBIAA/TLHICTIO Bif, 23.07.2015 Ne 460) BBefeHHS 3MiH NPOTArom 6-Tu MicALiB
thnakoHy pasom 3 BiAgnosigasb "®APMEKC nicnsa 3aTBepmkeHHs; 3MiHu | Tuny - 3MiHu Wwoao
KPULLIKOHO- HICTIO reyn" 6e3nekn/edpeKkTBHOCTI Ta hapMakoHarisgy. BeeaeHHst abo
KpanensHuuetlo y "®APMEKC 3MiHM [0 y3ara/ibHeHUX JaHuX Npo cuctemy hapmakoHarisagy
KOpPOG6Lii 3 KapTOHY reymn" (BBEAEHHSA y3araslbHEHUX AaHuX Npo cucTemy

hapMakoHarnisgy, 3MiHa yrnoBHOBaXXeHOT 0cobwm,
BiANOBIAA/IbHOI 32 34iiCHEHHA (dapMakoHarnsaay; KOHTakTHOT
0ocobu 3 hapmMakoHarnsay 3asBHuKa ANl 34iliCHEHHS
dhapMakoHarsisgy B YKpaiHi, KO BOHA BigMiHHA Big,
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
YNOBHOBaXXeHOI 0c0obM, BiANOBIfaIbHOT 3a 34iCHEHHS
hapmakoHarnsgy (Bkovaouy KOHTaKTHI AaHi) Ta/abo 3miHn y
pO3MilLeHHi MacTep-dhaiina cucteMmu hapmakoHarnsgy) -
3MiHa yNnoBHOBaXXKeHOI 0Cc0o6UM 3asiBHMKA, BIAMNOBIAA/ILHOT 32
thapmakoHarnag. fitoua pegakuis: MnakciHa OneHa
BonogumunpisHa. MponoHoBaHa pefakuis: Tonokesny
Bonogmmup HOpiiioBuY. 3MiHa KOHTaKTHUX AaHNX
YMOBHOB&XeHOT 0c06M 3a8BHUKA, BiAMoBiga/IbHOI 3a
thapmakoHarnsag. 3MiHa MicLsa 3AilACHEHHSI OCHOBHOT
AiSNbHOCTI 3 hapmakoHarnagy. 3MiHa MiCLLEe3HaXOMKEHHS
MacTep- doaiina cucteMm chapmakoHarasgy
223. | OPBIKC TabneTku, BKPUTI OPIrAHOCU OAE AnoTekc IHK. KaHnapa BHECEHHS 3MiH [0 peecTpaLiiiHux MaTepiasis: 3MiHu | Tuny - 3a UA/14168/01/01
nNiBKOBOIO H 3MiHM Wwoao 6e3nekn/edekTUBHOCTI Ta hapMakoHarnsay. peyenmom
o6onoHkoto, no 500 NANOCAEH 3MiHa y KOpOTKili XapakTepucTuL,i NiKapCbKoro 3acoby, TeKCTi
Mr: o 8 TabneTok y Ch3 (E® MapKyBaHHS Ta IHCTPYKLUIT 418 MeANYHOro 3aCTOCYBaHHS Ha
6nicTepi; no 1 3ET ) nigcTasi perysispHO OHOB/IIOBAHOIO 3BITY 3 6e3neku
6nicTepy B KapTOHHIl nikapcbkoro 3acoby, abo focnimxeHb 3 6e3neky 3acTOCyBaHHS
Kopobui nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios, abo sk
pe3ynbTaT OUiHKV 3BITY 3 AOC/iMKEHb, MPOBEAEHNX BiAMNOBIAHO
00 nnaHy negiatpnyHux gocnimkenb (PIP) (iHWi 3MiHW) - 3MiHK
BHeCeHi 10 IHCTPYKLIT 415 MEeAUYHOro 3aCTOCYBaHHS
niKkapcbKoro 3acoby y po3ginu "B3aemogis 3 iHWMmn
nikapcbk1Mn 3acobamu Ta iHWi BUAW B3aEMogiii",
"Oco6umBocTi 3acTocyBaHHA", "Mo6ivHi peakuii” BigNoBIAHO A0
OHOB/IEHOT iHdopMaLiii 3 6e3neku gitouoi peyosuHW. BBegeHHs
3MiH NpOTArom 6-TM MicsILiB 3 AaTW 3aTBEPAKEHHS
224. | OPBIKC TabneTtku, BKPUTI OPIrAHOCU OAE AnoTekc IHK. KaHnapa BHECEHHS 3MiH [0 peecTpaLiitHux MmaTepiasis: 3MiHu | Tuny - 3a UA/14168/01/02
NAiBKOBOIO H 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapMakoHarnsay. peyenmom
060n10HKot0, No 1000 NAN®GCAEH 3MiHa y KOpPOTKiil XapaKTepuCTuLj NikapCbKoro 3acoby, TEKCTI
Mmr: no 3 TabneTkn B Ch3 (E® MapKyBaHHS Ta IHCTPYKLUIT ANS MeANYHOro 3aCTOCYBaHHA Ha
6nicTepi; no 7 3ET ) nigcTasi perysispHO OHOB/IHOBAHOIO 3BITY 3 6e3neku
6nicTepiB y KAPTOHHIl nikapcbkoro 3acoby, abo AocnimxeHb 3 6e3neky 3acTOCyBaHHS
Kopobui nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepioa, abo sk
pe3ynbTaT OLiHK/ 3BITY 3 AOC/iHKEHb, MPOBEAEHNX BiAMNOBIgHO
[0 nnaHy negiatpuyHux gocnigxeHs (PIP) (iHWwi 3MiHW) - 3MiHW
BHeCeHi 10 IHCTPYKLUIT 415 MEeAUYHOro 3aCTOCYBaHHS
niKapcbKoro 3acoby y po3ginun "B3aemogis 3 iHWMun
nikapcbk1UMK 3acobamu Ta iHLWi BUAW B3aeMogiii",
"Oco6umBocTi 3acTocyBaHHA", "Mo6ivHi peakuii" BigNoBiAHO A0
OHOBJIEHOI iH(hopMaLii 3 6e3neku Ajtoyoi peyoBuHU. BBeaeHHSA
3MiH MPOTAroM 6-Tv MiCALIB 3 AATW 3aTBEPAKEHHS
225. | ODEB® Kancynm m'siki no 100 Bepinrep HimeuunH MepBuHHE Himeuunna BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 3a UA/16115/01/01
mr, Mr no 10 kancyny IHrenbxanm a (6nictepn) Ta 3MiHM Wwoao 6e3nekn/edhekTMBHOCTI Ta hapMakoHarnsay. peyenmom
6nicTepi, no 6 IHTepHeLwHN BTOPVHHE 3MiHa y KOpPOTKiil XapakTepuCTuLj NikapCbKoro 3acoby, TEKCTI
6nicTepiB y KAPTOHHIl M6X nakyBaHHs, MapKyBaHHA Ta IHCTPYKUIT 4719 MEeANYHOro 3aCTOCYBaHHA Ha
yNaKoBLii MapKyBaHHS1, nigcTaBi perysisipHO OHOBJ/TOBAHOTO 3BITY 3 6e3nekn

KOHTPO/1b SAKOCTI,
KOHTPO/1b AKOCTI
3a NOKa3HUKOM

nikapcbkoro 3aco6y, abo AocnigkeHb 3 6e3nekn 3acTocyBaHHsA
nikapcbkoro 3acoby B nicnsapeecTpaviiiHuii nepios, abo sk
pes3ysbTaT OLiHKM 3BITY 3 AOCAiMKEHb, NPOBEAEHMX BifgnoBigHO
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1

MiKpobionoriyHa
yucToTa Ta BUNycK
cepiii nikapcbkoro
3acoby: bepiHrep

IHrenbxainm
dapma 'M6X i
Ko.Kl, HimeuunHa;
Brpo6HMUTBO,
ynakoBka Ta

KOHTPO/Ib AKOCTI
(3a BUK/THOYEHHAM

MiKpO6ionoriyHol

4YNCTOTK) Kancyn

bulk (e
po3dacoBaHoi
npoayKuii):
KaTtaneHt
HimeyunHa
E6epbax Mmo6X,
HimeuumnHa;
AnbTepHaTUBHI
AiNbHUUI AnA
BTOPVHHOIO
nakyBaHHA Ta
MapKyBaHHs:
LUteremaHH
JTboHbepnakyHreH
yHA, NoricTiwep
Cepsic e. K.,
HimeuunHa;
®apm/lor dapma
NopxicTik Tm6X,
HimeuuunHa,;

AnbTepHaTUBHI

na6opartopii gns

npoBefeHHs

KOHTPOSO SIKOCTI
(3a BUK/THOYEHHAM

Mikpob6ionoriyHoi

4YNCTOTH): A eHf,

Ewm LTa6Tect
Mv6X, HimeuunHa,;
HysicaH 62X,
HimeuumnHa;

AnbTepHaTuBHa
nab6oparopia ans

npoBefeHHs

KOHTPO/O AKOCTI

MikpobionoriuHoi

yuctotu: Crc

[0 nnany negiatpuyHnx gocnimxkers (PIP) (3MiHy y3rogkeHo 3
KOMMNETEHTHUM YNOBHOBAXXEHVIM OPraHom) - 3MiH1 BHECEHO 0
IHCTPYKUIT ANA MeAUYHOro 3aCTOCyBaHHSA NiKapcbKoro 3acoby
[0 po3ainy "OcobnnBoCTi 3aCTOCyBaHHA" Ta 40 KOPOTKOI
XapaKTepUCTMKM NikapcbKoro 3acoby Ao po3ginis "4.4
Oco6/1mBI 3acTepeXeHHs Ta 0CO6IMBOCTI 3aCTOCYBaHHA"
BiNOBIAHO [0 MaTepianiB peecTpauiiHoro Aocbe. BBeaeHHS
3MiH NPOTAroM 6-TW MiCALB NicNs 3aTBepAKeHHS; 3MiHu ||
TMNy - 3MiHK WoA0 6e3nekn/eddekTUBHOCTI Ta
chapmakoHarnsgy. 3MiHW y KOpoTKili xapakTepucTui
NikapcbKoro 3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHA Yy 3B'A3KY i3 HOBUMU AaHVMU 3
AKOCTI, AOKNIHIYHUMW, KIHIYHUMUN JaHUMW Ta JaHUMK 3
hapmakoHarnsgy - 3mMiHv BHECEHO A0 iHCTPYKLii Ans
MeAMYHOro 3acTOCyBaHHA MikapCbKoro 3acoby Ao po3giny
"Cnocib 3acTocyBaHHsA Ta 4031" Ta A0 KOPOTKOT
XapaKTepUCTMKM NikapCbKoro 3acoby A0 po3ginis "4.2 [lo3n Ta
cnoci6 3acTocyBaHHA" Ta "6.6 Oco6MBOCTI yTuni3au;i
npenapary Ta iHLLIOro NOBOAKEHHN" BIANOBIAHO A0 MaTepianis
peecTpauiiHoro gocke. BBeeHHS 3MiH NpOTArom 6-T MicsALiB
nicnsa 3aTBepKeHHs; 3MiHu |l Tuny - 3miHK Wwoao
6e3nekn/edheKTMBHOCTI Ta hapMakoHarnisgy. 3MiHu y KOpoTkil
XapakTepucTu1Li NikapCcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLUT 4119 MEAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3 HOBUMMU
OaHVIMU 3 SKOCTi, OKIHIYHUMU, KNIHIYHUMY AaHMK Ta
AaHvMu 3 chapmakoHarnsay - 3MiHM BHECEHO A0 iHCTPYKL,i
ONs MeAVYHOrO 3aCTOCYBaHHSA NikapcbKoro 3acoby [0 po3ainis
"®apmakonoriyi BnactusocTi” ("dPapmakognHamika"),
"Ocob6nmBoCTi 3acTocyBaHHS", "MobiuHi peakwii” Ta 4o
KOPOTKOI XapakTepucTuKn Nikapcbkoro 3acoby o po3ainis "4.4
Oco6uBi 3acTepexeHHs1 Ta 0CO6MBOCTI 3acTocyBaHHs", "4.8
MobiuHi peakyii” Ta "5.1 dapmakogmHamika" BignoBigHO A0
Marepianis peecTpaujiiiHoro Aocbe. BBeAEHHS 3MiH NPOTAroM
6-TV MicALiB NicnsA 3aTBEPAKEHHS; 3MiHM Il Tuny - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsaay. 3miHv y KOpoTKil
XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTI MapkyBaHHA Ta
IHCTPYKLi AN19 MeAUYHOro 3aCTOCYBaHHS Y 3B’'AA3KY i3 HOBUMM
LAaHUMM 3 SIKOCTi, AOKANIHIYHUMW, KNIHIYHAMW aHUMK Ta
OaHumn 3 hapmakoHarnsagy - 3MiH1 BHECEHO [10 iHCTPYKUT
ONsi MEAVYHOTO 3aCTOCYBaHHSA NikapCbKoro 3acoby A0 po3ainis
"®apmakonoriyHi BractusocTi" ("dapmMakokiHeTuka"),
"3acTocyBaHHSA y nepiog, BariTHOCTi abo rogyBaHHs rpyaa”
(BHECEHHA AOAATKOBMX 3acTepexeHb), "B3aeMogis 3 iHLWnMMu
nikapcbknMun 3acobamu Ta iHWi BUan B3aemogiii" Ta o
KOPOTKOI XapakTepucTukn nikapcbkoro 3acoby Ao po3ginis "4.5
B3aemogis 3 iHWKMKU NikapcbkuMK 3acob6amu Ta iHLWi BUan
B3aemogijit", "5.2 ®apmakonoriyHi B1acTmBocTi"
("PapmakokiHeTuKa") Ta "4.6 PepTUNLHICTb, BariTHICTb Ta
rogyBaHHs rpyaai0" (BHECEHHS [0AATKOBUX 3aCTEPEXEHD)
Bi4MNoBiAHO A0 MaTepiasliB peecTpauiiHoro Aocbe. BBeaeHHs
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3assHuK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

IHCTUTYT
®peseHiyc Mm6X,
HimeuuunHa; Nabop

N+C AT,

Himeuunna

3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBepAKEeHHS; 3MiHN |
Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOpPOTKili XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKLIT Ans
MeAMYHOro 3acTOCYBaHHA y 3B'A3KY i3 HOBUMU AaHMU 3
AKOCTI, AOKMIHIYHUMU, KNIHIYHUMW JaHUMU Ta AaHUMK 3
hapmakoHarnsagy - 3miHM BHECEHO A0 iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHA /liKapCbKOro 3acoby Ao po3giny
"®apmakonoriyHi BnactusocTi” ("®apmakogmHamika") Ta 4o
KOPOTKOI XapakTepucTUKu nikapcbkoro 3acoby Ao posginis "5.1
dapmakoguHamika") BignoBigHO A0 MaTepianis
peecTpauiiiHoro gocke. BBeieHHs1 3MiH NpOTArom 6-T MicsALUiB
nicns 3aTBepmkeHHs; 3miHu Il Tuny - 3MiHn Wwopao
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsaay. 3miHn y KOpoTKil
XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTI MapkyBaHHA Ta
IHCTPYKLi 419 MeAUYHOro 3aCTOCYBaHHS Y 3B’AA3KY i3 HOBUMM
LaHUMM 3 SIKOCTi, AOKNIHIYHUMW, KNIHIYHUMW aHUMK Ta
OaHumn 3 hapmakoHarnsgy - 3MiH1 BHECEHO [10 iHCTPYKUT
0151 MEANYHOTO 3aCTOCYBaHHSA MikapCbKoro 3acoby Ao po3giny
"®apmakonoriyHi BnactmsocTi" ("dapmakogmHamika") Ta oo
KOPOTKOI XapakTepucTukn nikapcbkoro 3acoby Ao po3sginis 5.1
dapmakoguHamika" BignoBigHO A0 MaTepianiB peecTpauiiiHoro
[ocbe. BBeeHHs 3MiH NpoTArom 6-Tm MicaUiB micas
3aTBEPAKEHHS

226.

ODEB®

Kancynm m'siki no 150
mr no 10 kancyn y
6nictepi, no 6
6nicTepiB y KAPTOHHIN
ynakoBLi

Bepinrep
IHrenbxainm
IHTepHeLLHN

6X

HimeyunH
a

MepBuHHE
(6nictepn) Ta
BTOPUHHE
nakyBaHHS,
MapKyBaHHS,
KOHTPO/b SIKOCTI,
KOHTPO/Ib AKOCTI
3a NOKa3HNMKOM
Mikpo6iosnoriyHa
yucToTa Ta BUNycK
cepiii nikapcbkoro
3acoby: bepiHrep
IHrenbxainm
dapma 'vbX i
Ko.KT", HimeuuunHa;
Brpo6HMUTBO,
ynakoska Ta
KOHTPO/b AKOCTI
(3a BMK/IOUYEHHAM
Mikpo6ionoriyHoi
4yncTOTH) Kancyn
bulk (e
po3dhacoBaHoi
npoaykuii):
KatasneHT
HimeuynHa

HimeyunHa

BHECEHHS 3MiH 40 peecTpavliitHux maTepiasis: 3MiHu | Tuny -
3MmiHu Wwoao 6e3nekn/edheKTMBHOCTI Ta hapMakoHarnsgy.
3MiHa Y KOpPOTKiil XapakTepuCTuLi NikapCbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKUIT 4719 MEANYHOIO 3aCTOCYBaHHSA Ha
nigcTaBi peryaisipHoO OHOBJ/THOBAHOIO 3BIiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B micnspeecTpaviliHvin nepiod, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iDHKEHb, MPOBEAEHNX BiAMOBIgHO
00 nnaHy negiatpuyHux gocnimpkeHs (PIP) (3MiHY y3rogpkeHo 3
KOMMETEHTHVM YNOBHOB&XXEHNM OpraHoM) - 3MiHU BHECEHO [0
IHCTPYKL|i 415 MeAUYHOro 3acTocyBaHHS NiKapCcbKoro 3acoby
[0 po3gainy "OcobnnBocCTi 3aCTOCyBaHHA" Ta 40 KOPOTKOI
XapaKTepUCTMKM NikapcbKoro 3acoby Ao posginis "4.4
Oco6/u1BI 3aCTEpPEXEHHS Ta 0CO6IMBOCTI 3aCTOCYBaHHS"
BiANOBIAHO A0 MaTepianiB peecTpauiiHoro focke. BBeageHHs
3MiH NPOTAroM 6-Tn MiCALB NicNs 3aTBEpPAKEHHS; 3MiHU ||
Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili xapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHA y 3B'A3KY i3 HOBUMU AaHVMU 3
AKOCTI, AOKMIHIYHUMU, KNIHIYHUMW JaHUMY Ta AaHUMKU 3
hapmakoHarnsagy - 3mMiHM BHECEHO A0 iHCTPYKLii An1s
MeAMYHOro 3aCTOCYBaHHA NliKkapCbKOro 3acoby Ao po3giny
"Cnoci6 3acTocyBaHHsA Ta f031" Ta 0 KOPOTKOT
XapakTepUCTUKN NiKapCbKoro 3acoby Ao po3sginis "4.2 [os3m 1a
cnoci6 3acTocyBaHHA" Ta "6.6 OcobAMBOCTI yTuAisauji

3a
peyerimom

UA/16115/01/02
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1

E6epbax Mmo6X,
HimeuumnHa;
AnbTepHaTUBHI
AiNbHUUI AnA
BTOPVHHOIO
nakyBaHHA Ta
MapKyBaHHS:
LUteremaHH
JTboHbepnakyHreH
yHA, NoricTiwep
Cepsic e. K.,
HimeuunHa;
®apm/lor dapma
NopxicTik TM6X,
HimeuunHa;
AnbTepHaTUBHI
na6opartopii gns
npoBefeHHs
KOHTPO/O SIKOCTI
(32 BUKJTHOYEHHAM
Mikpob6ionoriyHoi
4YNCTOTH): A eHf,
Ewm LTa6Tect
M'm6X, HimeuunHa,
HysicaH 62X,
HimeuumnHa;
AnbTepHaTuBHa
nab6oparopia ans
npoBefeHHs
KOHTPO/O AKOCTI
MikpobionoriuHoi
yuctotu: Crc
IHCTUTYT
PpeseHiyc Mm6X,
HimeuumnHa; Nabop
N+C AT,
HimeuunHa

npenapary Ta iHLLIOro NOBOAKEHHN" BIANOBIAHO A0 MaTepianis
peecTpauiiHoro gocke. BBeeHHS 3MiH NpOTArom 6-T MicsALiB
nicnsa 3aTBepKeHHs; 3MiHu |l Tuny - 3miHn Wwoao
6e3nekn/edheKTMBHOCTI Ta hapMakoHarnisgy. 3MiHu y KOpoTkil
XapakTepucTu1Li NikapCcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLUT 4119 MEAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3 HOBUMMU
OaHVIMU 3 SIKOCTi, OK/IHIYHUMU, KNIHIYHUMY AaHMKn Ta
AaHvMu 3 chapmakoHarnsay - 3MiHM BHECEHO A0 iHCTPYKL,i
ONs MeAVYHOrO 3aCTOCYBaHHSA NikapcbKoro 3acoby [0 po3ainis
"®apmakonoriyi BnactusocTi” ("dPapmakognHamika"),
"Ocob6nmBoCTi 3acTocyBaHHS", "MobiuHi peakwii” Ta 4o
KOPOTKOI XapakTepucTuKn Nikapcbkoro 3acoby o po3ainis "4.4
Oco6uBi 3acTepexeHHs1 Ta 0CO6MBOCTI 3acTocyBaHHs", "4.8
MobiuHi peakyii” Ta "5.1 dapmakogmHamika" BignoBigHO A0
MarepianiB peecTpaujiiiHoro Aocbe. BBeA€HHSA 3MiH NPOTAroM
6-TV MicALiB NicnsA 3aTBEPAKEHHS; 3MiHM Il TUny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. 3miHn y KOpoTkil
XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTI MapkyBaHHA Ta
IHCTPYKLi A9 MeAUYHOro 3aCTOCYBaHHS Y 3B’'AA3KY i3 HOBUMM
LAHUMM 3 SIKOCTi, AOKNIHIYHUMW, KNIHIYHUMW aHUMK Ta
OaHumn 3 hapmakoHarnsagy - 3MiH1 BHECEHO [10 iHCTPYKUT
ONsi MEAVYHOTO 3aCTOCYBaHHSA NikapCbKoro 3acoby A0 po3ainis
"®apmakonoriyHi BractusocTi" ("®apmMakokiHeTuka"),
"3acTocyBaHHSA y nepiog, BariTHOCTi abo rogyBaHHs rpyaa”
(BHECEHHA AOAATKOBMX 3acTepexeHb), "B3aeMogis 3 iHLWMMK
nikapcbknMun 3acobamu Ta iHWi BUan B3aemogiii" Ta o
KOPOTKOI XapakTepucTukn nikapcbkoro 3acoby Ao po3ginis "4.5
B3aemogis 3 iHWKMKU NikapcbkuMK 3acob6amu Ta iHLWi BUan
B3aemogijit", "5.2 ®apmakonoriyHi B1acTmeBocTi"
("PapmakokiHeTuka") Ta "4.6 PepTUNLHICTL, BariTHICTb Ta
rogyBaHHs rpyaai0" (BHECEHHS [0AATKOBUX 3aCTEPEXEHD)
BiANOBIAHO A0 MaTepianiB peecTpauiiHoro gocke. BeegeHHs
3MiH NPOTAroM 6-Tu MICALB NiCNA 3aTBEPAKEHHS; 3MiHM I
TUny - 3MiHu Wwoao 6e3nekn/ethekTUBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKili XapakTepucTuui
nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHSA Yy 3B'A3KY i3 HOBUMU AaHMU 3
SIKOCTi, AOK/IHIYHMMMU, KNIHIYHUMW JaHUMK Ta AaHUMK 3
thapmakoHarnagy - 3MiHW BHECEHO [0 IHCTPYKLUIT Ans
MeAMYHOro 3aCTOCyBaHHS NikapCbKOoro 3acoby A0 po3ainy
"®apmakonoriyHi BnactmsocTi" ("dapMakogmHamika") Ta oo
KOPOTKOI XapakTepucTukn nikapcbKkoro 3acoby Ao po3ginis 5.1
PapmakognHamika") BignoBsigHO A0 MaTepianis
peecTpauiiHoro gocke. BBeeHHS 3MiH NpOTArom 6-T MicsALiB
nicnsa 3aTBepKeHHs; 3MiHu |l Tuny - 3miHn Wwoao
6e3nekn/edheKTMBHOCTI Ta hapMakoHarnisgy. 3MiHu y KOpoTkil
XapakTepucTumLi NikapCcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLUT A8 MEAMYHOro 3acTOCYBaHHA y 3B'A3KY i3 HOBUMMU
OaHVIMU 3 SKOCTi, JOK/IHIYHUMU, KNIHIYHUMY AaHMKn Ta
OaHUMK 3 dhapmakoHarnsay - 3MiHM BHECEHO A0 iHCTPYKLT
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
0151 MEANYHOTO 3aCTOCYBaHHSA MikapCbKoro 3acoby Ao po3giny
"®apmakonoriyHi BnactmsocTi" ("dapMakogmHamika") Ta oo
KOPOTKOI XapakTepucTukn nikapcbkoro 3acoby Ao po3sginis 5.1
dapmakoguHamika" BignoBigHO A0 MaTepianiB peecTpauiiiHoro
[ocbe. BBeeHHs1 3MiH NpoTArom 6-Tv MicaUiB micns
3aTBEPAKEHHSA
227. | OPTATE/NNb® | renb oyHwuid, 2,5 mr'r; CaHTeH AT PiHNAHAIA CaHTeH AT, PiHnaHgia/ BHECEHHS 3MiH 0 peecTpaviiHux matepianis: 3MiHu |l Tuny - 6e3 UA/6605/01/01
no 10 r y cpsiakoHi, no DiHNAHAiA HimeuunHa | 3MmiHu 3 AkocTi. A®I. (iHwi 3miHM) OHoBReHHss Mogynio 3: 3.2.S peyenma
1 chnakoHy B (BUPOGHUK, [itova peyoBurHa ansa 3aTBepikeHoro BupobHuka Adl
KapTOHHI Kopoobui BiANOBiAa/IbHNIA 3a Kap6omepy 974P
BUMYCK cepii);
YPCA®APM
ApuHarimitTTens
mM6X, HimeuwunHa
(BUPOBHUK,
BiANOBiAa/IbHNIA 3a
BMPOGHMLTBO in-
bulk, nepsuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/1b SIKOCTI)
228. | OPTAb Kpanni O4Hi, po3yvH ToBapucTBO YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3mMiHa 3asBHUKA 6e3 UA/13675/01/01
0,5 mr/mn, no 5 mn 3 BMPOGHMLITBA, (BnacHvika peecTpauiiHoro noceigyeHHs) (3rigHo Hakazy MO3 peyenma
abono 10 mny 06MeXeHo KOHTPO/b SKOCTI, Bifg 23.07.2015 Ne 460): BBeeHHS 3MiH NPOTAroM 6-Tu MicsLUIiB
thnakoHi; no 1 BiAgnoBigab BWMNYCK Cepil: nicns satBepkeHHs. 3MiHu | Tuny - 3MiHN LWoAo
doNnakoHy 'y KOMMNAEKTi HiCTIO ToBapucTBo 3 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
3 KPULLIKOKO- "®APMEKC 06MeXeHo 3MiHM [0 y3arasibHeHUX AaHuX Npo cucTemy hapmakoHarnagy
KpanenbHULe B reyn" BiAMNOBIAA/IbHICTIO (BBEAEHHSA y3ara/lbHEHNX AaHUX MPO cucTemy
naJui 3 KapToHy "[locnigHwii 3aBog, hapmakoHarnsgy, 3MmiHa ynoBHOBaXKeHoi 0cobu,
"THLICY, BiANOBIAA/ILHOI 3a 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
YkpaiHa; BCi cTagji ocobu 3 hapmakoHarnsgy 3asBHvKa Ans 34iIMCHEHHSA
BMPOGHMLITBA, hapmakoHarnagy B YkpaiHi, AKLO BOHA BigMiHHA Bif,
KOHTPO/b SKOCTI, YNOBHOBaXXEHOT 0CO6U, BiANOBIAAILHOI 32 34iiCHEHHS
BWMNYCK Cepil: hapmakoHarnsagy (Bkaovaouy KOHTakKTHI AaHi) Ta/abo 3miHu y
ToBapucTBo 3 pO3MilLEeHHI MacTep-ghaiina cucteMun papmakoHarnsagy) 3miHa
06MmexXeHo YNOBHOBA&XEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
BiAMNOBIAA/IbHICTIO hapmakoHarnsg. [itova pegakuis: MnakciHa OneHa
"®APMEKC BonogumunpisHa. MponoHoBaHa pegakuis: Tonokesny
FPYI", YkpaiHa Bonogmmup HOpiiioBuY. 3MiHa KOHTaKTHUX AaHNX
YNOBHOBAXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
thapmakoHarnsg. 3miHa MicLs 34iACHEHHSI OCHOBHOT
AisNbHOCTI 3 hapmakoHarnagy. 3MiHa MicLe3Haxo4KeHHs
MacTep-caiina cuctemv dpapmakoHariagy.
229. | ODPTA/IbMO Kpanni ouHi, 0,2 mr/mn ToBapucTBo YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHMX maTepianis: 3MiHa 3asiBHMKa 3a UA/10150/01/01
AEK no 5 mn a6o no 10 mn 3 BUPOOHMLTBA, (BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peyenmom
y thnakoHi; o 1 06MeXeHo KOHTPO/b SKOCTI, Big 23.07.2015 Ne 460) BBefeHHs 3MiH NPOTSArom 6-Tu MicsiLiB
NakoHy y KOMNNEKTi Bignosigasnb BUNYCK cepil: nicnsa 3aTBepkKeHHs; 3MiHKn | Tuny - 3MiHn Wwoa0
3 KPULLIKOHO- HICTIO ToBapucTso 3 6e3nekn/edpekTBHOCTI Ta hapMakoHarnsgy. BeegeHHs abo
KpanenbHuLEe B "®PAPMEKC 06MEXEHOK 3MiHM [0 y3arasibHeHVX AaHWNX NPo cucTemy hapmakoHarasgy
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
naJui 3 KapToHy reyn" BiANOBIAA/ILHICTIO (BBEAEHHSA y3araslbHEHUX AAHUX NP0 cUCTEMY
"[locnigHwii 3aBog, hapmakoHarnsgy, 3MmiHa ynoBHOBaXKeHoi 0cobu,
"rTHUICY, BiANOBIAA/ILHOI 3a 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
YkpaiHa; BCi cTagji 0co6u 3 hapmakoHarnsay 3asaBHUKa AN 34iIACHEHHSN
BMPOGHMLITBA, thapmakoHarnsgy B YKpaiHi, K0 BOHa BiAMiHHA Bif,
KOHTPO/b AKOCTI, YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 32 34iiCHEHHS
BUMNYCK Cepii: hapmakoHarnsagy (Bkaovaouy KOHTakKTHI gaHi) Ta/abo 3MiHn y
ToBapucTBO 3 po3MilLeHHi MacTep-ghaiina cuctemun hapmakoHarnsagy) -
06MeXeHo 3MiHa yNoBHOBaXKEHOT 0C06M 3asiBHUKA, BiAMNoBifa/IbHOT 3a
BiANOBIAA/ILHICTIO thapmakoHarnsag. Aitoya pegakuis: MNnakciHa OneHa
"®APMEKC BonogvmupisHa.
FPYT", YkpaiHa MponoHoBaHa pepakuisi: Tonokesuy Bonogumump HOpilioBuy.
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0CO6U 3asBHNMKa,
BiANOBIAaUIbHOI 3a hapMakoHarifg. 3miHa Micus 34iiCHEHHS
OCHOBHOI AifsNbHOCTI 3 hapmakoHarnsgy. 3miHa
MicLle3HaxopKeHHsi MacTep- chaiina cuctemm
dhapmakoHarnsgy
230. | NAKNIMELAK | koHUeHTpat ans Mepak HimeuuunH AkBiga 'm6X, HimeuuunHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/12530/01/01
pO3unHy ANns iHdysil, lesenbwad a HimeuunHa Kopes 3MiHu Wwoao 6esnekn/edhekTMBHOCTI Ta hapmakoHarnsgy. peyenmom
6 mr/mn; T chrop (BMpPOGHVIK, LLIO 3MiHa y KOpOTKili XapakTepucTuL, NiKapCbKoro 3acoby, TeKCTi
no 5 mn (30 mr) abo KNiHiwe Bignosigae 3a MapKyBaHHS Ta IHCTPYKLUIT 418 MeANYHOro 3aCTOCyBaHHS Ha
16,7 mn (100 mr), abo LWneujansnp KOHTpO/b/ nigcTasi perysispHO OHOB/IIOBAHOIO 3BITY 3 6e3neku
50 mn (300 mr) y enapare BMNPOGYBaHHSA nikapcbkoro 3acoby, abo focnimxeHb 3 6e3neky 3acTOCyBaHHSA
CKNAAHOMY (p1akoHi; no M6X cepii ); nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios, abo sk
1 donakoHy B Kopob6ui 3 Komnacl'm6X, pe3ynbTaT OUiHKV 3BITY 3 AOC/iHKEHb, MPOBEAEHNX BiAMNOBIAHO
HimeuyunHa 00 nnaHy negiatpuyHux gocnimkerb (PIP) (iHwi 3mMiHW) 3MiHM

KapToHy

(BUPOBHVIK, L0
Bignosigae 3a
BTOPUHHE
nakyBaHHs);
Mepak
le3enbliadT drop
KNiHiWwe
LLineuianbnpenapa
Te M6X,
HimeyunHa
(BMPOGHUYIK, LLIO
BignoBigae 3a
BTOPUHHE
nakyBaHHS,
MapKyBaHHS,
HaHeCeHHs
3aXMCHOI MiBKN
(onujoHanbHO),
KOHTPONb/BUNPOBY
BaHHSA cepii i 3a
BUMYCK cepii);
Meg-IKC-Tpecc
'm6X, HimeuunHa
(BUPOGHKK, WO

BHECEHO [10 IHCTPYKLIT 47151 MeIMYHOTO 3aCTOCYBaHHSI
nikapcbKoro 3acoby y po3gin "MobiuHi peakuii” BignosigHoO Ao
OHOBJIEHOI iHhopMaLii 3 6e3nekn Ailo4oi peyoBUHM.




120

Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep

n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o

3acoby ynakoska) nocsio4YeHHs1
Bignosigae 3a
BTOPUHHE
nakyBaHHS,
MapKyBaHHs,
HaHeCeHHs
3aXMCHOT MNiBKK
(onuioHanbHo));
OHkoTek dapma
MpopgakwH MéX,
HimeuunHa
(BMPOGHWIK, LLIO
Bignosigae 3a
BMNyck dhopmu in
bulk, nepBunHHe Ta
BTOPWHHE
nakyBaHHS,
MapKyBaHHS,
KOHTPONb/BUNPOBY
BaHHSA cepii );
CamsHr
BiochapmaueyTika
nc KopnopeliwH,
Kopes (BMPOGHWK,
Lo Bignosigae 3a
BMnyck dhopmu in
bulk,
KOHTPONb/BUNPOBY
BaHHs cepii)

231. | NAPABEPIH® | Tabnetku, no 10 TOB YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianiB: 3mMiHa 3asBHUKA 6e3 UA/12092/01/01
Tabnetok y 6nictepi; "TNEQDAP DPAPM" (BnacHvika peecTpadiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peyenma
no 1 a6o 3, a6o 9 M AaTa" Bif 23.07.2015 Ne 460): BBeAeHHS 3MiH NPOTArom 6-Tu MicaLiB
6nicTepiB y KAPTOHHIl nicns 3atBepgkKeHHs. 3MiHu | Tuny - 3MiHK LWoAo
ynakoBLij 6e3nekn/edekTBHOCTI Ta thapMakoHarnsgy. BeegeHHs abo

3MiHW A0 y3arasibHEHUX AaHuX Npo cuctemy hapmakoHarnsgy
(BBEAEHHA Y3ara/lbHEHNX AaHNX NPo cucTemy
hapMakoHarnagy, 3mMiHa yrnoBHOBaXeHO! 0cobum,
BIANOBIAA/IbHOI 3@ 34iiCHEHHA hapmakoHarnsagy; KOHTakTHOT
ocobu 3 hapmakoHarnisay 3asBHVKa ANs 34iCHEHHS
hapMakoHarnagy B YkpaiHi, KO BOHa BifMiHHA Bif,
YMOBHOBaXEHOT 0C06U, BigNOBIAaIbHOI 38 34iCHEHHS
hapmakoHarnsgy (Bkovaouy KOHTakKTHI AaHi) Ta/abo 3miHu y
PO3MiLLEHHI MacTep-ghaiina cucteMun papmakoHarnsgy) 3miHa
KOHTaKTHUX SaHMX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BiAMOBIAA/IbHOI 3a 34iiCHEHHS dhapmakoHarnsagy.
3MiHa MicLA 34iiCHEHHA OCHOBHOI AisifIbHOCTI 3
thapmakoHarnsgy. 3miHa MicLe3HaxomkeHHss macTep-charina
cucteMmn dhapmakoHarnsgy Ta noro Homepa

232. | NMIAPOH CyCneHsis opasibHa, TOB YkpaiHa TOB «KYCYM Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3mMiHa 3asiBHUKa 6e3 UA/9270/02/01

120 mr/5 ma no 100 "TNEADAP DAPM» (BNacHvKa peecTpauiinHoro noceigyeHHs) (3rigHo Hakasy MO3 peyenma




121

n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3assHuK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

M1y chnakoHi: no 1
th1akoHy 3 MipHOIO
CK/ISIHOUKOIO Y

KapTOHHIiA ynakoBL,i

M TA"

Bif 23.07.2015 Ne 460): 3atBepmkeHo: TOB «KYCYM ®APM»
40020, YkpaiHa, Cymcbka o6nactb, M. Cymu, Byn. CKpsibiHa,
54. 3anponoHoBaHo: TOB «MIEA®PAPM NTA» YKpaiHa,
02092, m. Kuis, Bynuusa Anva-ATUHCbka, 6yanHOK 58.
BBeaeHHS 3MiH NpOTArom 6-Tu MIiCALIB MiCAA 3aTBEPMAKEHHS.
3MiHu | TUNYy - 3MiHK Wopno 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHM f0 y3arasibHEHUX
AaHux Npo cuctemy chapmakoHarnsgy (BBefeHHs
y3ara/isHeHUX JaHux Npo cucTemy dhapmakoHarnsgy, 3amiHa
YNOBHOBaXXeHOI 0c0obK, BifANOBIfa/IbHOT 3a 34iCHEHHS
dhapmakoHarnsgy; KOHTakTHOI 0cobu 3 hapmakoHarnagy
3asBHUKa 419 34iiCHeHHA hapMakoHarnagy B YkpaiHi, Ko
BOHa BifIMiHHa BiJ, yNOBHOB&XXeHOI 0C06W, BiANOBIAA/IbHOI 3a
3[iiCHEeHHsT hapMakoHarisay (BK/IUYatoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-haiina cucremu
hapmakoHarnagy) - 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHO!
0Cco6u 3as1BHMKA, BiANOBIAA/IbHOT 32 34iICHEHHS
hapmakoHarnsgy. 3miHa Micus 3iliCHEHHSI OCHOBHOT
AiSNbHOCTI 3 hapmakoHarnagy. 3MiHa MiCLLEe3HaXOMKEHHS
MacTep-chaiiia cucteMu papmakoHarisgay Ta ioro Homepa

233.

MIAPOH

TabneTtku, BKPUTI
060/10HKO0, N0 500
mr; no 10 TabneTok y
6nictepi, no 1 a6o no
2 6nictepu B
KapTOHHIA ynakoBsL,i

TOB
"TNELDAP
M ATA"

YkpaiHa

TOB "KYCYM
PAPM"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3mMiHa 3asiBHUKa
(BnacHvKa peecTpauiinHoro noceigveHHs) (3rigHo Hakasy MO3
Bia 23.07.2015 Ne 460): 3atBepmxeHo: TOB «KYCYM ®APM»
40020, YkpaiHa, Cymcbka 06nactb, M. Cymu, Byn. CKkpsibiHa,
54.
3anponoHoBaHo: TOB «MMEAPAPM NTA» Ykpaina, 02092, m.
KuiB, Bynvusa AniMa-ATUHCLKa, 6yanHOK 58. BBeeHHSA 3MiH
NPOTArom 6-T1 MiCALIB MiCNA 3aTBEPMAKEHHSA. 3MiHu | TNy -
3MiHu Wwoao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX AaHUX Npo cuctemy
thapmakoHarnagy (BBefeHHs y3arasibHeHUX AaHnX npo
cuctemy hapmakoHarnsgy, 3miHa ynoBHOBaxKeHOT ocobu,
BiANOBIAA/ILHOI 3a 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
0cobu 3 hapmakoHarnsay 3asiBHvKa 405 34iINCHEeHHS
hapmakoHarnsgy B YkpaiHi, SKL0 BOHa BiAMiHHA Big,
YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 32 34iiCHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTakKTHI gaHi) Ta/abo 3MiHn y
po3MmilLeHHi MacTep-ghaiina cucteMmu hapmakoHarnsagy) -
3MiHa KOHTaKTHMX AaHUX YNOBHOBAXEHOT 0CO6Y 3asBHYMKA,
BiANOBIAa/IbHOI 3a 34iicCHEeHHA dhapmakoHarnsagy. 3miHa micus
3[iiCHEHHSI OCHOBHOT AiANbHOCTI 3 hapMakoHarsgy. 3miHa
MicLie3HaxopKeHHs1 macTep-haiina cuctemu dpapmakoHarnsgy
Ta ioro Homepa

6e3
peyenma

UA/9270/01/01

234.

MIPAHTEN

CycneHsis opasibHa,
250 mr/5 mn no 15 mn
npenapary y ¢onakoHi
ab6o 6aHui; no 1
hnakoHy a6o 6aHLi 3
MipHOIO JTOXKOH Y

TOB
"TNELAP
M ITA"

YkpaiHa

TOB "KYCYM
DPAPM"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3MiHa 3asiBHUKa
(BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3
Bia 23.07.2015 Ne 460): 3atBepmxeHo: TOB «KYCYM ®APM»
40020, YkpaiHa, Cymcbka 06n1actb, M. Cymu, Byn. CKpsibiHa,
54. 3anponoHoBaHo: TOB «NIEA®PAPM NTA» YkpaiHa,
02092, m. Kuis, Bynmusa Anva-ATuHCbka, 6yamnHok 58.

6e3
peyenma
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3assHuK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

KapTOHHIiA ynakoBL,i

BBefeHHs 3MiH NpoTArom 6-Tu MIiCALB NiCNA 3aTBEPMKEHHS.
3MiHu | TURY - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta
dhapmakoHarnsgy. BeegeHHsa abo 3mMiHu 4o y3arasbHeHNX
[AaHux nNpo cuctemy chapmakoHarnsgy (BBefeHHs
y3ara/ibHeHNX JaHnx Npo cuctemy dhapmakoHarnsgy, 3amiHa
YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 32 34iiCHEHHS
thapmakoHarnagy; KOHTakTHOi ocobu 3 hapmakoHarnagy
3asBHMKa 415 34iiCHEHH:A ddapmakoHarnsagy B YkpaiHi, SKwo
BOHa BifIMiHHa BiJ, yNOBHOBaXXEHOI 0CO6W, BiANOBIAA/IbHOI 3a
3pjiicCHeHHs hapMakoHarnaay (BKUYaKUM KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-aiina cucremn
chapmakoHarnsgy) - 3mMiHa KOHTaKTHUX AaHVX YNOBHOBaXKEHOI
0C06M 3asiBHUKA, BiANOBIAABHOI 3@ 34jACHEHHS
thapmakoHarnsgy. 3miHa Micus 34jiACHEHHSI OCHOBHOT
AisNbHOCTI 3 chapmakoHarnagy. 3MiHa MicLe3Haxo4KeHHs
MacTtep-chaiina cuctemu dhapmakoHarisgy Ta lioro Homepa

235.

MIPALUETAM

TabneTku, BKpUTI
060/10HKOt0, N0 200 Mr
no 10 TabneTtok y
6nicTepi; no 3 abo 6
6nictepiB y nauui

NAT
"Tanuudap
"

Ykpaina

MNAT "Tannucapm”

YkpaiHa

BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasis: 3MiHu | Tuny -
3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOro
nikapcbkoro 3acoby. 3miHa y MeToAax BUMnNpobyBaHHS
roTOBOrO JlikapcbKoro 3acoby (HesHauyHa 3miHa y
3aTBEPMKEHNX METOAaX BUNPOOYBaHHS) - BHECEHHS
HEe3Ha4YHMX 3MiH 4O MEeTOoAIB KOHTPOH SKOCTIl/13 3a .
«P0o34nHEHHNA», a came- hapMakonenHuin cTaHgapTHUIA
3pa3ok (PC3), LU0 BUKOPUCTOBYETLCA A1 NPUrOTYBaHHS
PO34MHIB NOPIBHAHHSA, NPOMOHYETLCSA 3MIHUTK Ha CTaHAaPTHUI
3pasok (C3), Wo Bignosigae 3arabHiii MoHorpadii AdY 5.12
CraHfapTHi 3pasku

3a
peyenmom

UA/0901/02/01

236.

MIPALETAM

TabneTkun, BKpUTI
060/10HKOI0, M0 200 Mr
in bulk: no 15 kry
noABINHNX
nonieTnIeHoBUX
MiLLKax; M0 2 MilUKN y
N1acTVKOBIli EMKOCTI

NAT
"Tanuudpap
"

Ykpaina

AT "Tanuacpapm”

Ykpaina

BHECEHHS 3MiH 40 peecTpaLiitHux maTepiasis: 3MiHu | Tuny -
3MiHu 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOro
niKkapcbKoro 3acoby. 3MiHa y MeToAax BUNpobyBaHHS
roTOBOro MiKapCbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX METOAaX BUNPOOYBaHHS) - BHECEHHS
HEe3HauYHWX 3MiH 4O MeTOoAIB KOHTPONO AKOCTI/13 3a n.
«P0o3unHeHHA», a came- hapmakonenHuin ctaHgapTHAIA
3pa3ok (PC3), Wo BUKOPUCTOBYETLCSA A1 NPUrOTYBaHHSA
PO34MHIB NOPIBHAHHSA, NPONOHYETLCA 3MIHUTU Ha CTaHAaPTHWIA
3pasok (C3), Wwo Bignosigae 3arasbHii MoHorpadii 4Py 5.12
CTaHapTHi 3paskun

UA/9520/01/01

237.

NNATOIPIN®

TabneTkun, BKPUTI
060/10HKOI0, MO 75 Mr,
no 14 tabnetok y
6nictepi; no 2 abo no
4 a6o no 6 6nictepiB y
KapTOHHIA ynakoBL,i

TOB
"TNEA®AP
MAaTa"

YkpaiHa

TOB "KYCYM
PAPM"

Ykpaina

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHa 3as8BHMKa
(BnacHvKa peecTpauiintHoro nNoceig4veHHs) (3rigHo Hakasy MO3
Big 23.07.2015 Ne 460): 3artBepmxeHo: TOB «KYCYM ®APM»
40020, YkpaiHa, Cymcbka o6nactb, M. Cymu, Byn. CKkpsibiHa,
54. 3anponoHoBaHo: TOB «MIEA®PAPM NTA» YkpaiHa,
02092, m. Kuis, Bynuus Anva-ATuHcbka, 6yamnHok 58.
BBefeHHs 3MiH NpoTArom 6-Tu MiCALB NiCNA 3aTBEPMKEHHS.
3MiHu | TMNy - 3MiHKn Wopo 6e3nekn/edeKTUBHOCTI Ta
dhapmakoHarnsgy. BeegeHHsa abo 3mMiHM 40 y3arasibHeHNX
AaHux nNpo cuctemy thapmakoHarnsgy (sBefeHHs
y3ara/ibHeHNX JaHnX Npo cucTemy dpapmakoHarnsgy, 3mMiHa

3a
peyenmom

UA/11433/01/01
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
YNOBHOBaXXeHOI 0c0obM, BiANOBIfaIbHOT 3a 34iCHEHHS
dhapmakoHarnsgy; KOHTakTHOi 0cobu 3 chapmakoHarnagy
3asBHUKa 419 34iiCHeHHA hapMakoHarnagy B YkpaiHi, Ko
BOHa BifIMiHHa BiJ, yNTOBHOB&XXeHOI 0C06W, BiANOBIAA/IbHOI 3a
3[iiCHEeHHsT hapMakoHarisay (BK/IUYatoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-haiina cucremu
hapmakoHarnagy) - 3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXEHO!
0Cco6u 3as1BHMKA, BiANOBIAA/IbHOI 32 34iICHEHHS
hapmakoHarnsgy. 3miHa Micus 37iiCHEHHSI OCHOBHOT
AiSNbHOCTI 3 hapmakoHarnagy. 3MiHa MiCLLEe3HaXOMKEHHS
MacTep-chaiiia cucteMu papmakoHarisay Ta ioro Homepa
238. | NPOrECTEP PO34UH A5 iH'EKLLA TOB "$3 YkpaiHa TOB "3 Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/3556/01/01
OH oniriHniA 1 %; no 1 mn "BIOPAPMA "BIOPAPMA" 3MiHM 3 SIKOCTi. [OTOBMIA Nikapcbkuii 3aci6. 3MiHK y peyenmom
B amnyni; no 5 amnyn " BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYHOTLCA
y 6nicTepi; no 2 BUNYCKY cepii Ta KOHTPOJII0 AKOCTi FOTOBOrO NiKapCbKoro
6nicTepy B nayyi 3 3acoby (3amiHa abo AoAaBaHHA AibHULI, Ha SKiR
KapToHY 3[iICHIOETBLCS KOHTPOL/BUNPOGYBaHHS cepii) 3MiHa
BHOCUTBLCS Y 3B'A3KY i3 NPUNUHEHHAM [ii/IbHOCTI
BMNpOoGYBanbHOI naboparopii Biaginy KOHTponio skocti TOB
«BIO®PAPMA-IHBECT» Ta aTecTauji€to BUNpobyBasibHOI
na6opartopii Bigainy koHTposto skocti TOB «$3
«BIOPAPMAY.
239. | NPOreECTEP PO34UH A5 iH'EKLNA TOB "$3 YkpaiHa TOB "®3 Ykpaina BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/3556/01/02
OH oninHuiA 2,5 %; no 1 "BIO®PAPMA "BIOGAPMA" 3MiHu 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHM y peyenmom
M B amnysi; no 5 " BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, L0 CTOCYHTLCA
amnyn y 6nictepi; no 2 BUNYCKY Cepii Ta KOHTPOJII0 AKOCTi FOTOBOr0o NiKapCbKoro
6nictepu B nauuj 3 3aco6y (3amiHa abo AofaBaHHA AiNbHUL, Ha SKi
KapToHY 3[jACHIOETLCS KOHTPONL/BUNPOGYBaHHS cepil) 3miHa
BHOCUTBLCA Y 3B'A3KY i3 NPUNUHEHHAM Li/IbHOCTI
BMNPO6YBasIbHOT Nabopatopii Bigainy koHTponto ssikocti TOB
«BIO®PAPMA-IHBECT» Ta aTecTauji€eto BUNpobyBasibHOT
nab6opartopii Biaainy KoHTponto skocTi TOB «®3
«BIOPAPMA».
240. | NPOTAMPAH® | cycneHsisa gns A/T HoBo [aHis Bnpo6Huk [Lanisa/ BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | Tuny - 3a UA/17174/01/01
HM iH'ekuiin, 100 MO/mn; Hopgaick Hepo3hacoBaHOro PpaHuia/ 3MmiHu Wwoao 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy (iHLi peuenmom
®NIEKCMNEH® | no 3 mny kapTpuaxi; NpoAYyKTY, Bpasunis 3MiHV) 3MiHN BHECEHO [0 IHCTPYKUiT AN MeAUYHOro
no 1 kapTpuaxy y nepBuHHE 3acTOoCyBaHHS Mikapcbkoro 3acoby Ao po3ginis "Ocob/mBoCTi
6araTroo30Biii nakyBaHHs; 3acTocyBaHHs", "Cnocib 3acTtocyBaHHs Ta go3n" 1a "MobiuHi
0/IHOPa30Biit LWNpuL- KOHTPO/Ib AKOCTI peakuii” 3rigHo 3 pekomeHgauismm PRAC. BeefieHHs 3MiH
pyuyui; no 1 a6o 5 NPOAYKTY B NPOTAroM 6-TW MICALB NIiC/1A 3aTBEPAKEHHS.
LUMPULL-PYYOK Y nepBUHHOMY
KapTOHHIlA KopooLi nakyBaHHi
(kapTpuaxi
MeHpin®) Ta
BiNOBIAaNbHUIA 3a
BMNyCK cepii

roTOBOro NPOAYKTY
(PnekclNen®): A/IT
HoBo Hopgaick,




n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3assHuK

KpaiHa

Bupo6Huk
3asiBHUKa

124
KpaiHa
BUPOOGHUKa

PeecmpayitiHa npoyedypa

[NaHis; BUpo6HMK
BiANOBiAA/IbHWIA 32
36UpaHHs,

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

MapKyBaHHS Ta
BTOPUHHE
nakyBaHHs
roTOBOro NPOAYKTY
(PnekcleH®);
KOHTPO/b AKOCTI
roTOBOro NPOAYKTY
(Pnekclex®): AIT
Hoso Hopgaick,
[Janis;
MapkyBaHHsa Ta
BTOPWHHE
naxkyBaHHs
roTOBOro NPOAYKTY
(PnekcleH®): AIT
Hoso Hopagick,
[aHis; BUpo6HmK
npoayKuii 3a
NOBHUM LKIOM:
Hoso Hopgick
IpoaoKCLOH
CAC, ®paHuis;
Brpo6HMK
Hepo3gacoBaHOro
NpOAYKTY,
nepBuHHE
nakyBaHHS;
KOHTPO/Ib AKOCTI
NpoAYyKTY B
nepBMHHOMY
nakyBaHHi
(kapTpuaxi
MeHpin®);
36UpaHHs,
MapKyBaHHS Ta
BTOPWHHE
naxkyBaHHs
roTOBOro NPOAYKTY
(PnekcleH®);
KOHTPO/Ib AKOCTI
roTOBOro NPOAYKTY
(PnekcleH®):
Hoso Hopgick
Mpoaykao
$apmaceyTika fo
Bpasinb NTaa.,
Bpasunis
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
241. | NPOTE®NA3 | pigkvii ekcTpakT ToBapuncTBO YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu Il Tumny - - UA/16415/01/01
14, (cyb6eTaHuin) B 3 06MeXeHo 3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3MiHa y napameTpax
€MHOCTSAX abo 06MexeHo BiANOBIAA/LHICTIO cneuudikaLin Ta/abo fonyCTUMNX MEX, BUSHAYEHNX Y
KaHicTpax ans BignoBigasb "HaykoBo- cneumdikauisix Ha A®l, abo BMXigHWIA/NPOMDKHWIA
chapmaLeBTUYHOro HicTIO BUPOGHMYA NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y NPOLECI
3acTOCyBaHHA "HaykoBo- KOMMNaHis BMPOGHMLUTBA AD| (3MiHA NO3a Mexamn 3aTBEPKEHOr0
BMPOGHMYA "Ekochapm” AianasoHy y cneumdikauii Ha A®l) - BHECEHHS 3MiH [0
KOMnNaHis Cneuundikauii / MeTogaiB Bunpo6yBaHHsa A®I 3a Noka3HUKOM
"Ekochapm” "loeHTudikauis dpnasoHoiIgiB", a came: B MeTofi
cnekTpodhoTOMETPIT fianasoH JOBXUHU XBU/b NPUBEAEHO Y
BignoBigHicTb Ao Crneundikauii / MeTtogis BunpobysaHHs JIPC
BiiHnka HazemHoro Ta LLlyykn gepHuctoi
242. | PAHITUANH TabneTku, BKpUTI TOB YkpaiHa TOB «KYCYM Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3mMiHa 3asiBHUKa 3a UA/9934/01/01
060/10HKO10, Mo 150 "TNEQPAP DAPM» (BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peuyenmom
mr, no 10 TabneTok y MATh" Bia 23.07.2015 Ne 460): 3atBepmxeHo: TOB «KYCYM ®APM»
cTpuni, no 2 a6o 10 40020, YkpaiHa, Cymcbka 06nactb, M. Cymu, Byn. CKpsibiHa,
CTPUNIB Y KAPTOHHIl 54.
ynakoBLi 3anponoHoBaHo: TOB «MMEAPAPM NTA» Ykpaina, 02092, m.
KwuiB, Bynnus AnMa-ATUHCbKa, 6yavHOK 58. BBeAeHHS 3MiH
NPOTArom 6-Tv MiCALIB Nicna 3aTBepMKEHHS. 3MiHu | Tuny -
3MiHM Wwoao 6e3nekn/edhekTMBHOCTI Ta hapMakoHarnsay.
BBegeHHs abo 3MiHM [0 y3arasibHeHNX AaHUX Npo cuctemy
chapmakoHarnsgy (BBeEHHS y3araslbHEHNX AaHWX Npo
cucTemy thapmakoHarfisgy, 3miHa ynoBHOBaXKeHOI 0cobu,
BiANOBIAA/ILHOI 32 34iiCHEHHA dapMakoHarnsay; KOHTakTHOT
0cobu 3 hapmMakoHarnsay 3asBHuKa ansl 34iliCHEHHs
hapmakoHarnsgy B YKpaiHi, SKLWo BOHa BiAMiHHA Bif,
YMOBHOBaXeHOT 0co6U, BiANOBIAAILHOT 3a 34iACHEHHS
hapmakoHarnagy (BKI4Yaoun KOHTaKTHI AaHi) Ta/abo 3miHn y
pO3MiLLEHHI MacTep-haiina cucteMn hapmakoHarnsgy) -
3MiHa KOHTaKTHMX AaHuX YNOBHOBaXXEHOT 0CO6Y 3asBHYMKA,
BiANOBIAa/IbHOI 3a 34ilicHeHH:A hapmakoHarnsgy. 3miHa micus
3[iACHEHHS1 OCHOBHOI AiANbHOCTI 3 hapmMakoHarnsgy. 3miHa
MiCLle3HaxopKeHHs1 macTep-haiina cuctemu dpapmakoHarnsgy
Ta iioro Homepa
243. | PE-CO/b NMopOoLIOK ANs ToBapucTBO Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasliB: 3MiHW | Tuny - 6e3 UA/15043/01/01
OPa/IbHOTO PO3YMHY, 3 06MexeHo 3MiHu 3 siKocCTi. FoToBMIA Nnikapcbkuii 3aci6. CTabiNbHICTb. peyenma
no 18,9 r nopoLuky y 06MexeHo BiANOBIAA/LHICTIO 3MiHa y TepmiHax npugaTHocTi abo ymoBax 36epiraHHs
nakeTi; no 10 a6o 20 BignoBigasib "hapMaueBTUYHA rOTOBOrO NiKAPCbKOro 3acoby (36iNbLUEeHHS TePMIHY
nakeTiB y kopobu,i HICTIO KOMnaHis npuaaTHOCTI TOTOBOTO Jlikapcbkoro 3acoby) - [na Toprosoi
"®hapmareBT "3g0pos'a” ynakoBku (NiATBEPMKYETHCA AAHUMUN PeasibHOro Yacy) -
NyHa 30i/IbLUEHHST TEPMiHY NPUAATHOCTI TOTOBOTO J1iKapCbKOr0
KoMnaHis 3ac00y Ha OCHOBI NO3WTVBHYKX Pe3y/bTaTiB JOBrOCTPOKOBUX
"3p0pos " focnigpkeHb cTabiNbHOCTI Y peasibHOMY Yaci: 3aTBepKeHo:
TEPMIH NPUAOATHOCTI 2 pokn 3anponoHosaHo: TEPMIH
MPUOATHOCTI 3 pokv BBefieHHS 3MiH NPOTArom 6-Tu MicsLiB
nicns 3aTBepikeHHs
244. | PECIMUKC® PO34MH opanbHuiA, 10 OPIrAHOCH OAE Al Ti Ci ®apma ITanis BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | Tuny - 6e3 UA/12305/01/01
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
CMNPEN mr/0,2 mn, no 13 mn H C.p.n. AIOMIHICTPaTMBHI 3MiHU. BUyuyeHHs1 BUPOGHNYOI AinbHUL peyenma
pO34nHy y hNakoHi 3 NAVOCAEH (BrIrovaroum dinbHuui ana A®l, npoMixXHOro NpoaykTy abo
[,03YH04UM NPUCTPOEM; Ch3 (E® rOTOBOrO J1iKapCbKOro 3acoby, AiNbHULi 415 TPOBEAEHHS
no 1 donakoHy B 3ET ) nakyBaHHs, BUPOGHUKA, BiANOBIAANBHOMO 3a BUMYCK cepild,
KapTOHHI Kopoo6Li MiCLie NpoBEeAEHHS KOHTPOJIIO cepil) abo nocTayasibHrKa
BUXIAHOrO MaTepiany, peareHTy abo fOMNOMDKHOI pe4oBUHU
(AKLLLO 3a3HAYEHO Y A0CHE) BUYYEHHA BUPOOHNYOT AiNbHUL -
®paHuia apmacstoTivi IHgycTpia ®apmako bionogxika C.p.n.,
ITanis 4Ns rotoBoro fikapcbKoro 3acoby. 3MiHW BHECEHO B
IHCTPYKLilO ANS MeANYHOro 3acTOCyBaHHS NiKapCbKoro 3acoby
y po3ginn «BrupobHuk» Ta «MicLe3HaxomKeHHs1 BUPOOHMKa Ta
afpeca Micua NPoBaKeHHA oro AisnbHOCTI» (BUTYYEHHS
BMPOGHMYOT AinbHUL). BBEAEHHA 3MiH NPOTArOM 6-TW MicsLiB
nicns 3aTBepKeHHs
245. | PUB'IYNIA Kancynu no 500 mr no TOB «TeBa YkpaiHa AT YropwmHa BHECEHHS 3MiH [j0 peecTpaLiiiHux MaTepiasis: 3MiHu | Tuny - 6e3 UA/6681/01/01
XXUP-TEBA 10 kancyn y 6nictepi; YKpaiHa» dapmaueBTUYHNI AfMiHicTpaTMBHI 3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peyenma
no 7 a6o 9 6nictepis y 3aBof TeBa MiCLiAl MPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
KapTOHHIlA KOpooLi roTOBOrO NikapCbKoro 3acoby, BKIYaUM AiNbHUL BUMYCKY
cepii abo micue NpoBefeHHs KOHTPOSIIO SKOCTI. (AisIbHICTb, 3a
AKy BiANOBiAae BUPOGHMK/IMNOpTep, BKOUaoUM BUMYCK Cepiid)
- 3MiHa Ha3BuW BUpoOHUKa M3, 6e3 3miHW1 Micust BUpOOHULTBA.
TepmiH BBELEHHS 3MiH NpOTArom 6 micauis nicns
3aTBEPAKEHHS
246. | PUOAMMOILUN | Tabnetkn Makneopc IHAis Makneoac IHAi BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianiB: yTOUHEHHs 3a UA/16648/01/01
H75 Ml TA aucneproBaHi no 75 dPapmacbioT PapmacboTrKanc peecTpauiiiHoro Homepa B Hakasi MO3 YkpaiHu Ne 673 Bipg, peyenmom
IBOHIA3UA, mr/50 mr no 10 nkanc Nimiten 22.04.2022 B npoLieci BHECEHHS 3MiH (3MiHu | Tuny -
50 MI TabneTok y cTpumi, no Nimiten AZMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
10 cTpunis y MiCLiA NMPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
KapTOHHI ynakoBLi; roTOBOrO JlikapCbKoro 3acoby, BK/IYakoumn AiNlbHULL BUMYCKY
no 28 TabneTtok y cepii abo MicLie NpoBeAeHHS KOHTPOIO AKOCTI. (BiSNbHICTb, 3a
CTpuni; no 3 cTpunu y AKY BiANoOBigae BMPOGHMK/IMNOpTep, BKIOYAUM BUMYCK Cepiid)
KapTOHHI ynakoBLi; 3MmiHa agpecu BupobHuka 13 Makneoac ®apmachioTukasc
no 100 TabneTok B Nimites, 1HAisA, 6e3 3MiHK Micus BUpobHMUTBaA. BBEAEHHS 3MiH
nonieTnieHoBomMy NpoTArom 6-T1 MicALIB Micnsa 3aTBepMAXeHHs). Pepakuis B
nakeTi, BK/1ageHoMY Y Hakasi: UA/17008/01/01. BipHa pegakuif: UA/16648/01/01.
namiHoBaHe calue; no
1 cawe B
nnacTyKoBoMy
KOHTEliHepi
247. | PIBOOAPOH Tabnetku no 200 mr PiBothapm LLIseliapi PiBodhapm CA LLIseliyapis BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | Tuny - 3a UA/17330/01/01
no 10 Tabnetok y CA A 3MmiHu 3 sKocTi. CepTudikat BignosigHocTi/lE-cepTudikar peuenmom

6nictepi; no 3
6/1icTepy B KApTOHHIl
nauui

BiANOBIAHOCTI €Bponelichbkiit thapmakonei/MoHorpadii.
MopaHHsA HOBOrO abo OHOB/IEHOTO cepTudlikaTa BifgnoBigHOCTI
abo BUNy4YeHHs cepTudikaTta BignoBigHOCTI EBponeichkiii
hapmakonei: gns A®l; ana suxigHoro
MaTepiany/peareHTy/MpoMIXKHOrO MPOAYKTY, L0
BVKOPVCTOBYOTLCS Y BUPOOHULTBI ADI; Ans AONOMIXHOT
peyoBUHM (CepTuUgikaT BiANOBIAHOCTI EBpONechbkili
hapmakonei) - OHOBNEHUI cepTUQIIKaT Bif yxe
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3assHuK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

3aTBEPAKEHOro BUPOBHYKA -

MoaaHHA OHOBIEHOTO cepTudikaTa BifMnoBigHOCTI
€Bponelicbkin hapmakonei Ne R1-CEP 2003-216-Rev 08
(3aTBEpmxeHnit R1-CEP 2003-216-Rev 07) ans gitoyol
peyoBuHn Amiodarone hydrochloride Bif Bxe 3aTBEpAXEHOr0
BMpo6HUKa Glenmark Life Sciences Limited, India

248.

PIHFTEPA
PO34MH

pO3unH Ns iHQysil,
no 200 mn a6o no 400
My NAsiLKax

MpusatHe
akuioHepHe
TOBapUCTBO

"Indpysia”

Ykpaina

MpusaTHe
akujioHepHe
TOBapMCTBO

"Indpysia”

YkpaiHa

BHECEHHS 3MiH 0 peecTpavliinHux maTepiasis: 3MiHu | Tuny -
AAMiIHICTpaTUBHI 3MiHW. BunyyeHHs BUPOGHNYOT AinbHUL
(BKNtOYAOUM AinbHULI ana APl NPOMIKHOIO NPOAyKTY abo
roTOBOrO /IiKaPCbKOro 3acoby, AiNbHUL 415 MPOBEAEHHS
nakyBaHHs, BUPOOHWKa, BigNoBifasibHOr0 3a BUMYCK Cepil,

MicLle NpoBefEeHHS KOHTPOIO cepil) abo noctavyanbHUKa
BMXi4HOro martepiany, peareHTy abo A0NOMiIKHOT pEYOBUHN
(AKLLLO 3a3HAYEHO Y AOCHE) - BunyyeHHss BUPOGHMYOT AibHNL
N3, AinbHWLi ANA NPOBEeAEeHHA NakyBaHHS, BUPOOHMKA,
BIANOBIAA/IbHOrO 3a BMNYCK Cepii, MiCLie NPOBeAEHHS
KOHTPO/IO cepii 3a agpecoto YkpaiHi, 21034, m. BiHHUUSA, By1.
Bonowkosa, 6. 55). BBefieHHs 3MiH NPOTArom 6-Tv MicsiLiB
nicns 3aTBepmxeHHst; 3MiHu |l Tuny - 3MiHK 3 akocTi. FoToBwMiA
nikapcbkuii 3aci6. 3MiHW Y BUPOGHMLTBI. 3MiHM Y NpoLeci
BMPOGHMLITBA FOTOBOTO JTiKaPCbKOro 3acoby, BK/IHOYa4M

NPOMiXHWUIA NPOAYKT, L0 3aCTOCOBYETLCS NPV BUPOOHMLTBI

roTOBOrO Jlikapcbkoro 3acoby (iHwWi 3miHW) - (BBeAEHHS
[04aTKOBOro o6nafHaHHA, a came NiHii 403yBaHHS,
3aKynoptoBaHHs Ta repmeTusadii — FARMOMAC; 3amiHa
inbTpoenemMeHTy a5 nonepeaHboi goinbTpaii 3 po3MipoM
nop 0,45 MKM Ha NocnifoBHO 3'€HaHI KapTPILKi 3 PO3MIPOM
nop 1,2 mkm Ta He 6inblwe 0,22 MKM; 3a3Ha4eHo napameTpu
cTepunizauii M3 y naswkax - npy Temnepatypi 121 ?C,
npoTsirom 15 XBW/InH)

3a
peyerimom

UA/5121/01/01

249,

PIHFTEPA
PO34MH

pO3unH ANs iHQysild;
no 200 mn Ta no 400
MY NAALKaX
CKNsHMX abo y
donakoHax

TOB
"APTEPIYM
nTar

Ykpaina

MNAT "Tannucapm”

Ykpaina

BHECEHHS 3MiH 40 peecTpavliitHux maTepiasis: 3MiHu | Tuny -
3MiHM 3 siKocTi. FoToBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHUIA 3aci6. 3MiHa napameTpiB
cneundikauin Ta/abo AONYCTUMUX MEX NEPBUHHOT YNakKoBKU
rOTOBOrO Jlikapcbkoro 3acoby (iHLWi 3MiHW) - BHECEHHS 3MiH 10
marepianis peecTpadiiHoro focke, a came y p. 3.2.P.7.
Cunctema KoHTeliHep/ 3aKynoproBasibHUIA 3aCi6 BHECEHI 3MiHU
[0 crneundikaLii Ta MeTofiB KOHTPOO A5 NAALLIOK
(chnakoHiB) CKNSIHMX: 3a N. «APCEH» - METOAMNKY A5t
npoBefeHHS KOHTPOJTI0 apCceHy aAanToBaHO A0 HasiBHOMO Ha
NiANPUEMCTBI aTOMHO-EMICIAHOro cnekTpomMeTpa 3 iHAYKLiHO
3B'A3aHO0 niasmoro AEC-I3IM (nokasHUK KOHTPONoBaBCs
chipMOI0 BUPOGHUKOM); - MpUBEAEHHS N. «liaponiTuuHa
CTiliKicTb» A0 BUMOT AdY.

CynyTHA 3MiHa
- 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBanbHWii 3aci6. 3MiHa y MmeTofax
BMNPOBYBaHHS NEPBUHHOI YNaKOBKV rOTOBOTO NiKapCbKoro
3aco6y (iHWi 3MiHK y MeToAax BUnpobyBaHb (BKAKOYaun

3a
peyerimom

UA/18010/01/01
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
3amiHy abo fofasaHHs))
250. | CAHAKOM PO34MH A1 iH EKLiA, MpuBaTHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/18792/01/01
10 mr/mn, no 1,5 mn B akuioHepHe akuioHepHe 3MmiHu 3 aKocTi. CepTudikat BignosigHocTi/lE-cepTudikat peuenmom
amnyni, no 5 amnyn'y TOBapuCTBO TOBapuCTBO BiANOBIAHOCTI €Bponelichbkin dhapmakonei/MoHorpadii.
6nicTepi, no 1 “Nekxim — “Nekxim — Xapkis” MopaHHA HoBOro abo oHOBMEHOTO cepTudikaTa BiANOBIAHOCTI
6nictepy B nauui Xapkis” abo BUNyYEHHs cepTudpikaTa BignoBigHOCTI EBponeichkiii
thapmakonei: gna Ad®l; ans suxigHoro
Marepiany/peareHTy/NpOMIXXHOTO MPOAYKTY, L0
BUKOPUCTOBYHOTLCS Y BUPOOHULTBI API; 4151 4ONOMIKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBPONENChKIl
thapmakonei) - HoBuii cepTudikar Bif, HOBOrO BUPOGHUKa
(3amiHa abo AoNOBHEHHS) MNoAaHHs HOBOro cepTudikarty
BignosigHocTi E® RO-CEP 2014-261-Rev 03 Big HOBOro
BMpo6Huka APl Menokcukam - Swati Spentose PVT. LTD.,
India.
251. | CAHAIMYH KOHUeHTpaT Ans HosaprTic LLsenuapi HoapTic ®apma LLiBeiuapis BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/3165/02/01
pO34nHy A5 iHdys3il, dPapma Al A LWTeiiH Al 3MiHu 3 akocTi. A®l. KoHTponb A®I. 3miHa y napameTpax peyenmom
50 mr/mn; no 1 mn B cneuudikaLin Ta/abo fonyCTUMUX MEX, BU3HAYEHUX Y
amnyni; no 10 amnyn B cneumdikauisix Ha A®l, abo BMXigHWIA/NPOMKHWIA
KapTOHHI KopoobLi npoayKT/peareHT, WO BUKOPUCTOBYOTLCA Y NPOLIEC
BUpPOGHMUTBA AP (IHLWi 3MiHW)
3miHa y napameTpax cneuudikauii Ha BUXigHWUIA NPOAYKT, WO
BMKOPWCTOBYETLCA y Npoueci BUpobHuuTBa Adl, a came
"laeHTundikaLis amoHilo 3a BUAINEHHAM 3anaxy” Ha
"laeHTudbikavis amoHito 3a pH napis" Ans BUXigHOro marepiany
aMoHito gurigpodocdpaty. 3miHu | Tuny - 3MiHK 3 AkocTi. ADI.
KoHTponb A®L. 3miHa y napameTpax crneumdikauiii Ta/abo
[OMNyCTUMMX MEX, BU3HaueHux y cneyudikauisx Ha A®l, abo
BWXiAHWA/NPOMDKHWIA NPOAYKT/peareHT, L0 BUKOPUCTOBYIOTHCSA
y npoueci Bupo6HuLTBa A®I (iHWwi 3miHn) MeTog iaeHTudikaui
amoHito B cneuudikaLii Ha BUXigHUI MPOAYKT cynbdhat amoHito
6yB 3MiHEeHUIi 3 MeToAy BUAINEHHA 3anaxy Ha MeTog,
BW3HayeHHs pH napis
252. | CEBIKAP TabneTkn, BKPUTI 3eHTiBa, K.C. Yecbka [Laiui CaHkio HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | Tuny - 3a UA/17662/01/01
HCT NNiBKOBOO Pecny6nik tOpoyn Mm6X 3MmiHu Wwoao 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy (iHLi peuenmom
060n0HKot0, 20 Mr/5 a 3MiHM) 3MiHU BHECEHO [0 [HCTPYKLi 415 MegnyHoro
mr/12,5 wr; no 14 3acTOoCyBaHHS Mikapcbkoro 3acoby Ao po3ginis "Ocob/mBoCTi
Tabnetok y 6nictepi; 3acTocyBaHHs", "lNo6iyHI peakuii” BiaNOBIgHO A0 pekomeHaaLii
no 2 6nictepa y PRAC EMA wopo iHdopmaLii 3 6e3nekn 3acTocyBaHHs fjitoyoi
KapTOHHIM nauui PEYOBUHM TigPOXI0poTia3ng. BeeaeHHs 3MiH NpOTArom 6-Tu
MicsLiB MicNsa 3aTBepAXXEHHS
253. | CEBIKAP TabneTkun, BKPUTI 3eHTiBa, K.C. Yecbka [Jaiui CaHkio Himeuunna BHECEHHSA 3MiH [0 peecTpavuiiiHux maTtepianis: 3MiHu | Tuny - 3a UA/17662/01/02
HCT N/1iBKOBOO Pecny6nik tOpoyn Mm6X 3miHu Wwopao 6esnekn/edhekTUBHOCTI Ta hapmakoHarnsagy (iHLwi peyenmom
060/10HKO10, 40 Mr/5 a 3MiHM) 3MiHW BHECEHO A0 IHCTPYKUii AN MegnyHoro

mr/12,5 wmr; no 14
Tabnetok y 6nictepi;
no 2 6nictepa y
KapTOHHIA navui

3acTOoCyBaHHSA Nikapcbkoro 3acoby Ao po3ainis "Oco6/mMBOCTi
3acTocyBaHHs", "lNob6iyHI peakuii” BiANOBIAHO A0 pekomeHAaLi
PRAC EMA wogo iHhopmadii 3 6e3neku 3acTocyBaHHA AitoHoi
peyoBuHM rigpoxnopoTiasung. BeefeHHs 3MiH NpoTArom 6-Tu
MicsILiB Micnsi 3aTBEPAKEHHS
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
254. | CEBIKAP TabneTkun, BKPUTI 3eHTiBa, K.C. Yecbka [Jaiui CaHkio Himeuunna BHECEHHSA 3MiH [0 peecTpavuiiiHux maTtepianis: 3MiHu | Tuny - 3a UA/17662/01/03
HCT N/1iBKOBOO Pecny6nik tOpoyn Mm6X 3miHu Wwopao 6esnekn/edhekTUBHOCTI Ta hapmakoHarnsagy (iHLwi peyenmom
060/10HKO10, 40 Mr/5 a 3MiHM) 3MiHW BHECEHO A0 IHCTPYKUii AN MegnyHoro
mr/25 mr; no 14 3acTOoCyBaHHS Nikapcbkoro 3acoby Ao po3ainis "Oco6/mMBOCTi
Tabnetok y 6nictepi; 3acTocyBaHHs", "lNo6iyHI peakuii” BiANOBIAHO A0 pekomeHAaLji
no 2 6nictepa y PRAC EMA wogo iHhopmadii 3 6e3neku 3acTocyBaHHA AitoHoi
KapTOHHIA navui peyoBuHM rigpoxnopoTiasung. BeefeHHs 3MiH NpoTArom 6-tu
MicsILiB Micnsi 3aTBEPAKEHHS
255. | CEBIKAP TabneTku, BKPUTI 3eHTiBa, K.C. Yecbka [Jaivi CaHkio HimeuuunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/17662/01/04
HCT NiBKOBOO Pecny6nik tOpoyn Mm6X 3MmiHn Wwopao 6esnekn/edhekTMBHOCTI Ta hapmakoHarnsagy (iHLwi peyenmom
060/10HKO0, 40 Mr/10 a 3MiHM) 3MiHU BHECEHO [0 IHCTPYKLi 415 MeauyHoro
mr/12,5 wr; no 14 3acTOCyBaHHSA Nikapcbkoro 3acoby Ao po3ainis "Oco6/mMBOCTi
Tabnetok y 6nictepi; 3actocyBaHHs", "Mob6iyHi peakuii” BiANOBIAHO A0 pekomeHAaLi
no 2 6nictepa y PRAC EMA wopo iHdhopmaLii 3 6e3nekn 3acTocyBaHHs AitoHoi
KapTOHHI nauui pevYoBUHM rigpoxnopoTiasung. BeefeHHs 3MiH NPOTArom 6-Tu
MiCALIB MiC/1A 3aTBEPKEHHS
256. | CEBIKAP TabneTku, BKpUTI 3eHTiBa, Yecbka [Jaivi CaHkio HimeuunHa BHECEHHS 3MiH [JO peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/17662/01/05
HCT nNiBKOBOIO K.C., Pecny6nik HOpoyn MM6X 3MiHM Woao 6e3nekn/edekTUBHOCTI Ta chapmakoHarnsgy (iHwi peuenmom
o060n0oHkoto, 40 mr/10 a 3MiHM) 3MiHU BHECEHO [0 IHCTPYKLi 415 MeguyHoro
Mmr/25 mr; no 14 3acTocyBaHHSA NikapcbKoro 3acoby Ao po3zinis "OcobnusocTi
TabneTtok y 6nictepi; 3acTocyBaHHs", "Mo6iuHI peakuii” BigNoOBIgHO A0 pekoMeHaaL,i
no 2 6nictepa y PRAC EMA wopgo iHdopmaLii 3 6e3nekn 3actocyBaHHs Aitoyoi
KapTOHHIi navui pPeyoBUHM rigpoxnopoTiasung. BeeaeHHa 3MiH NpOTArom 6-Tu
MicsILiB Micns 3aTBepAKEHHS
257. | CEM/IOMNIH® | Tabnetku no 2,5 Mr no TOB Ykpaina TOB "KYCYM YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHnx maTtepiasiB: 3MiHa 3asiBHMKa 3a UA/9382/01/01
14 TabneTok y "TNEQ®AP DPAPM" (BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peuenmom
6nicTepi, no 2, 4 abo 6 M AaTa" Bif 23.07.2015 Ne 460): 3ateepmkeHo: TOB «KYCYM ®APM»
6n1icTepiB y KAPTOHHIN 40020, YkpaiHa, Cymcbka ob6nactb, M. Cymu, Byn. CKkpsibiHa,
ynakoBLiji 54. 3anponoHoBaHo: TOB «MIEA®APM NTA» YKpaiHa,
02092, m. Kuis, Bynuusa Anva-ATUHCbKa, 6yanHOK 58.
BBefeHHS 3MiH MPOTAroM 6-TW MICALIB NIC/1A 3aTBEPAKEHHS.
3MiHu | TUNY - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnagy. BeefeHHs abo 3mMiHM [0 y3arasibHeHuX
[aHux nNpo cuctemy chapmakoHarnsgy (BBefieHHs
y3arasibHeHUX faHux Npo cuctemy dapmakoHarnsgy, 3amiHa
YNOBHOBaXXeHOi 0c0obK, BifANOBIfa/ILHOT 3a 34iICHEHHS
dhapmakoHarnsgy; KOHTakTHOI 0cobu 3 thapmakoHarnagy
3aABHUKa 419 34iiCHeHHA hapMakoHarnagy B YkpaiHi, Ko
BOHa BifIMiHHa BiJ, yNOBHOBa)XeHOI 0CO6W, BiANOBIAA/ILHOI 3a
3iicHeHHSs dpapMakoHarnisaay (BKIYaoUM KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-haiina cucremu
hapmakoHarnsgy) - 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI
0Cco6u 3asiBHMKA, BIAMOBIAA/IbHOT 32 34iICHEHHS
hapmakoHarnsgy. 3miHa Micus 3iiCHEHHSI OCHOBHOT
AiSNbHOCTI 3 hapmakoHarnagy. 3MiHa MiCLEe3HaXoMKEHHS
MacTep-garisia cucteMu papmakoHarasigy Ta horo Homepa.
258. | CEM/MONIH® | Tabnetku no 5 Mr no TOB YkpaiHa TOB "KYCYM Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHa 3asiBHUKa 3a UA/9382/01/02
14 TabneTok y "TNEQDPAP DPAPM" (BnacHvKa peecTpaviiiHoro noceig4eHHs) (3rigHo Hakasy MO3 peyenmom
6nictepi, no 2, 4 abo 6 MATa" Big 23.07.2015 Ne 460): 3atBepmkeHo: TOB «KYCYM ®APM»
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
6nicTepiB Y KAPTOHHIl 40020, YkpaiHa, Cymcbka obnactb, M. Cymu, Byn. CkpsbiHa,
ynakoBLi 54. 3anponoHoBaHo: TOB «MMEA®APM JITA» YkpaiHa,
02092, m. Kuis, Bynnusa Anva-ATuHcbka, 6yamnHoK 58.
BBefeHHs 3MiH NpoTArom 6-Tu MiCALB NiCNA 3aTBEPMKEHHS.
3MiHu | TURY - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta
dhapmakoHarnsgy. BeegeHHsa abo 3mMiHM 4o y3arasbHeHNX
[AaHvx nNpo cuctemy thapmakoHarnsgy (BBefeHHs
y3ara/ibHeHNX JaHnx Npo cuctemy dhapmakoHarnsgy, amMiHa
YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 3a 34iiCHEHHS
hapmakoHarnagy; KOHTakTHOi ocobu 3 dhapmakoHarnagy
3asBHMKa 415 34iiCHEHH:A ddapmakoHarnsagy B YkpaiHi, SKwo
BOHa BifIMiHHa BiJ, yNOBHOBa)XEHOI 0CO6W, BiANOBIAA/IbHOI 3a
3AjiicCHeHHs hapMakoHarnaay (BKUYaUM KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MiLLeHHI MacTep-aiina cucremun
chapmakoHarnsgy) - 3miHa KOHTaKTHUX AaHVX YNOBHOBaXKEHOI
0C06M 3asiBHUKA, BiANOBIAABHOI 3@ 34jiACHEHHS
thapmakoHarnsgy. 3miHa Micus 3jiACHEHHST OCHOBHOT
AisNbHOCTI 3 chapmakoHarnagy. 3MiHa MicLe3Haxo4KeHHs
mMacTep-goaiinia cuctemn papmakoHarasay Ta ioro Homepa.
259. | CEPMIOH® niodpinizat gns AngxoH tHOC CLA Brpo6HMUTBO, Icnanis/ BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/5183/02/01
PO34UHY ON15 iH'EKUIA 1nc KOHTPO/b SKOCTI, Benbris 3MiHM Woao 6e3nekn/edekTUBHOCTI Ta chapmakoHarnsgy (iHwi peuenmom
no 4 mr; 2 donakoHu 3 nepBuHHE 3MiHM) 3MiHN BHECEHO [0 IHCTPYKLiT AN MEAUYHOTO
MOPOLLKOM Ta no 2 nakyBaHHS1, BUNYCK 3aCTOCyBaHHSA Nikapcbkoro 3acoby Ao po3ainy "OcobnmBocTi
amnynu 3 cepii gns 3acTocyBaHHA" W00 OHOBJIEHHS iHChopMaLii 3 6e3neku
PO3YMHHUKOM MO 4 M/ NopoLuKy: Baer [OMOMDKHMX PEYOBUH. BBEAEHHS 3MiH NPOTArOM 6-TW MicsLiB
(HaTpito xnopug, dapma, C.A., nicns 3aTBepAKeHHs.
6eH3aKOoHiIl xnopua, IcnaHis;
BOAA ANS iH'EKUiN) ¥ Brpo6HMUTBO,
YapyHKOBIli ynakoBLyj; KOHTPO/b AKOCTI,
no 2 YapyHKOBI nepBuHHE
YMakoBKU B KAPTOHHIN nakyBaHHs, BUMYCK
Kopobui; 1 donakoH 3 cepii gns
NOPOLLKOM Ta no 1 PO3YMHHYIK],;
amny”ni 3 PO34YNHHUKOM BTOPUHHE
(HaTpito xnopug, nakyBaHHS Ta
6eH3aKOoHiI xnopua, BMNyCK cepii gns
BOAA ANs iH'EKLiN) B KiHL,EBOrO
KapTOHHI Kopo6Lij; Mo NpoAyKTy:
4 KapTOHHI KOpObKH, Mdpaiizep
yrnakoBaHi pa3om B MeHtocbekuypuHr
KapTOHHY KOpPOOKy Benbria HB,
Benbris
260. | CEPTAKOHA | necapii no 300 mr no 1 MAT YkpaiHa MAT "MoHdapm” Ykpaina BHECEHHS 3MiH [JO peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/16173/01/01
30n necapito y ctpuni; no1 | "MoHdapm" 3MiHuM Wwopao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsmy. peuenmom

CTpuny y nauui 3
KapToOHy

BeeaeHHs abo 3MiHU [0 y3arasibHeHWX AaHuX Npo cucTemy
dhapmakoHarnsgy (BBeeHHs y3araslbHEHUX AaHnX Npo
cuctemy hapmakoHarnsgy, 3miHa ynoBHoBaxeHol ocobu,
BiANOBIAA/IbHOI 3@ 3AiiCHEHHSA ddapMakoHarnsgy; KOHTakTHol
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
0cobu 3 hapmakoHarnsay 3asaBHUKa AN 34iIRCHEHHSN
thapmakoHarnsgy B YkpaiHi, K0 BOHa BiAMiHHA Bif,
YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 3a 34iiCHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTakKTHI gaHi) Ta/abo 3MiHn y
pO3MilLEHHI MacTep-ghaiina cuctemun papmakoHarnsagy) 3miHa
YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
thapmakoHarnag. fitova pegakuis: lwyk Hatanka MetpiBHa.
MponoHoBaHa pepgakuis: Cosrupa Ceprili CepriioBud. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEeHOi 0COOM 3asBHUKA,
BiANOBiAa/IbHOI 3a thapmakoHarnsg,.
261. | CUHIIOH® TabneTku, BKpUTI BAT YropwwmHa | Bunyck cepii: BAT YropuwuHa/ BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/10511/01/01
nNiBKOBOIO "l'epeoH "'epeoH PixTep", Monbwa 3MiHuM Wopao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsmy. peuenmom
060/10HKOH0, M0 10 Mmr; PixTep" YropumHa; 3MiHM Y KOPOTKIili XapaKTepucTULi NikapcbKoro 3acoby, TEKCTI
no 7 TabneTok y KOHTPO/b SIKOCTI, MapKyBaHHS Ta iHCTPYKLiT 4115 MeANYHOro 3aCTOCyBaHHS
6nictepi; no 2, 4 abo 8 [03BiN Ha BUMNYCK reHepuyHUX/riopuaHnx/6ionodibHMX NikapcbkMx 3aco6iB nicns
6nicTepiB y KAPTOHHIN cepii; BHECEHHS Ti€l caMoi 3MiHW Ha pedhepeHTHUIA npenapart (3MiHa
ynakoBLi BMPOOHNLTBO He noTpebye HafaHHA XO4HVX HOBVX A0AATKOBUX AAHNX)
Hepo3ghacoBaHOro 3MiHM BHECEHO [0 IHCTPYKLi 418 MEAUYHOTO 3aCTOCYBaHHS
nNpoayKTY, nikapcbkoro 3acoby y po3ginu: "MokasaHHsA", "Oco6/MBOCTI
nepBuHHA 3acTocyBaHHs", "3acTocyBaHHs y nepiod BaritTHocTi abo
yrnakoBka, roflyBaHHs rpyaato”, "Mo6ivHi peakuii” 3rigHo 3 iHhopMaLiieto
BTOPUHHA {00 MEANYHOTO 3aCTOCYBaHHSA peddepeHTHOro NikapcbKoro
ynakoska: TOB 3acoby (CUHIYNAP, TabneTtky, BKpUTI NAIBKOBOK 0O0I0HKO
"l'epeoH Pixtep no 10 wr).
Monbwa”, BBefeHHs 3MiH NpoTArom 3-x MIiCALIB MiCNsA 3aTBEPAKEHHS
MonbLa
262. | CAHINMOH® TabneTku XyBasbHi, BAT YropwwmHa | Bunyck cepii: BAT YropuHa/ BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/10511/02/02
no5wr;no7 "TeneoH "l'epeoH Pixtep”, Monblwa 3MiHu Woao 6e3nekn/edheKTMBHOCTI Ta hapMakoHarnsgy. peyenmom
TabneTtok y 6nictepi; PixTep" YropLmHa; 3MiHU Y KOPOTKili XapakTepucTuLi NikapCbKoro 3acoby, TeKCTi
no 2, abo no 4, abo no KOHTPO/b AKOCTI, MapKyBaHHS! Ta IHCTPYKUii A1 MeANYHOr0 3aCTOCYBaHHS
8 6nicTepiB y [03BiNT Ha BUMYCK reHepuyHUX/ribpuaHMXx/6ionoaibHKX NikapcbkUx 3acobiB nicns
KapTOHHIiA ynakoBL,i cepir; BHECEHHS Ti€l caMoi 3MiHM Ha pedbepeHTHMIA npenapart (3MiHa
BVMPOGHMLTBO He noTpebye HaJaHHS XOAHUX HOBUX A0AATKOBMX AaHNX)
Hepo3chacoBaHoro 3MiHV BHECEHO [0 IHCTPYKUIT 415 MeAWYHOro 3aCTOCYBaHHSA
nNpoayKTY, nikapcbKoro 3acoby y po3ginu: "MokasaHHsA", "Oco6/MBOCTI
nepBrHHA 3acTocyBaHHSA", "3acTocyBaHHS Y Nepiog, BariTHOCTi abo
ynakoBka, rogyBaHHs rpyaa”, "MobivHi peakwyii” 3rigHo 3 iHhopmavieto
BTOPWHHA LLLOZI0 MEAUYHOTO 3aCTOCYBaHHS peddepeHTHOro JlikapCbKoro
ynakoska: TOB 3acoby (CUHIYNAP, TabneTtky xyBasibHi no 4 mr abo no 5
"l'epeoH Pixtep Mr).
Monbwa”, BBefeHHA 3MiH NpOTArom 3-X MicsUIB Nicns 3aTBEPAKEHHS
MNonblua
263. | CUHINOH® TabneTku XxyBasbHi, BAT YropwuHa | Bunyck cepii: BAT YropwmHa/ BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/10511/02/01
no 4 wmr;no7 "TefeoH "l'epeoH PixTep", MonbLa 3MiHuM Wopao 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsay. peyenmom
TabneTtok y 6nictepi; PixTep" YropLmHa; 3MiHM Y KOPOTKIill XapaKTepuCTULi NikapCcbKoro 3acoby, TEKCTI

no 2, abo no 4, abo no
8 6nictepiB y
KapPTOHHI ynakoBLi

KOHTPO/Ib SIKOCTI,
[03BiN Ha BUMYCK
cepii;

MapKyBaHHS Ta IHCTPYKLU|ii A1 MEANYHOro 3aCTOCYBaHHS
reHepuyHnX/ribpuaHnx/6ionodibHMX NikapcbknMx 3aco6iB nicns
BHECEHHS Ti€i caMoi 3MiHM Ha peddepeHTHUI npenapar (3miHa
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
BMPOGHMLTBO He noTpebye HaJaHHA XO4HUX HOBUX A0AATKOBUX AaHNX)
Hepo3dacoBaHOro 3MiHM BHECEHO [0 IHCTPYKLUIi A/19 MEANYHOIO 3aCTOCYBaHHS
nNpoayKTY, nikapcbKoro 3acoby y po3ginu: "MokasaHHaA", "Oco6/MBOCTI
nepBuHHA 3acTocyBaHHSA", "3acTocyBaHHs Y Nnepiog, BariTHOCTI abo
ynakoBka, rogyBaHHs rpyaa”, "MobivHi peakwyii” 3rigHo 3 iHhopmavieto
BTOPWHHA LLLOA0 MEAUYHOTO 3aCTOCYBaHHS peddepeHTHOro JliKapCbKoro
ynakoska: TOB 3acoby (CUHIYNAP, TabneTky xyBasibHi No 4 mr a6o no 5
"l'epeoH Pixtep Mr).
Monbwa”, BBefeHHA 3MiH NPOTAroM 3-x MicsUiB Nicns 3aTBepKEeHHS
MNonblua
264. | CKA®O MOPOLLIOK A1 PO3UMHY HoBaprTic LLiBeruapi BMPOGHMLTBO, LLseriuapis/ BHECEHHS 3MiH 40 peecTpauiiiHux matepiasnis: 3MiHu |l Tuny - 3a UA/18625/01/01
Ans iH'ekuiid, no 150 OBepci3 A nepBuHHE PpaHuia/ 3MiHuM Wopao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsmy. peuenmom
Mr; no 1 donakoHy 3 IHBECTMEHTC nakyBaHHs, HimeuunHa/ BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta yMOB BMAAd
MOPOLLKOM B KOpobLi 3 Al KOHTPO/Ib SKOCTI ITania peecTpauiiHoro NoCBigYeHHs, BKIoYatoum MnaH ynpaeniHHA
KapTOHY NakyBa/lbHOro OKpIM KifibKiCHOro pusmKamm (3acTocyBaHHs 3MiH(1), siki(a) BUMaratoTb(€)
BM3HAYEHHS, NoA&asTbLIOr0 06rpYHTYBaHHSA HOBMMU [0AATKOBUM JaHUMU,
BTOPUHHE L0 MalTb HaJaBaTNCA KOMNETEHTHUM OpraHOM, OCKI/TbKY
nakyBaHHS: BMMaraeTbCs CyTTEBA OLLIHKA KOMMETEHTHUM OpraHoMm)
HoapTic ®apma 3as8BHUKOM HafaHO OHOBMIEHWI 3riAHO 3 BUMOraMm Ao
LLTeiH AT, CraHpapTuoBaHoro copmaty MYP (EMA/PRAC/613102/2015
LLBeiiuapis; Rev.2 accompanying GVP , Module V Rev.2, Human
KOHTPO/Ib AKOCTI Medicines Evaluation Guidance on the format of the risk
(kinbKicHe management plan (RMP) in the EU — in integrated format)
BU3HAYEHHS): nnaH ynpasniHHA pusmkamu. Pestome MYP Bepcisa 8.3
HosapTic ®apma [ofaeTbes.
Ar, LLiseliuapis;
anbTepHaTuBHe
BTOPWUHHE
nakyBaHHS:
Jendhapm XioHiHT
CAC, ®paHuis;
anbTepHaTUBHE
BTOPUHHE
nakyBaHHS:
dapm/lor dapma
Nopxuctik F'm6X,
HimeuunHa,;
anbTepHaTuBHe
BTOPUHHE
nakysaHHs: FOMNC
Xenckep Itanis
C.P.JN., Itanis;
BWMNYCK Cepiii:
HoapTic ®apma
M6X, HimeuunHa
265. | CTATOPEM® | Tabnetku no 10 TOB YkpaiHa TOB «KYCYM Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3MiHa 3asiBHUKa 3a UA/19192/01/01
-H Mr/12,5 mr, Ne28 "TNEQPAP DAPM» (BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peuyenmom
(14x2): no 14 MATA" Bia 23.07.2015 Ne 460): 3atBepmxeHo: TOB «KYCYM ®APM»
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
Tabnetok y 6nictepi, 40020, YkpaiHa, Cymcbka obnactb, M. Cymu, Byn. CkpsibiHa,
no 2 6nictepu y 54. 3anponoHoBaHo: TOB «MMEA®APM JITA» YkpaiHa,
KapTOHHIA ynakoBL,i; 02092, m. Kuis, Bynnusa Anva-ATuHcbka, 6yamnHoK 58.
Ne84 (14x6): no 14 BBefeHHs 3MiH NpoTArom 6-Tu MiCALB NiCNA 3aTBEPMKEHHS.
Tabnetok y 6nictepi, 3MiHu | TURY - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta
no 6 6nictepiB y thapmakoHarnsgy. BeefeHHs abo 3miHu [0 y3arasibHeHUX
KapTOHHIlA ynakoBsLyj; [AaHvx nNpo cuctemy thapmakoHarnsgy (BBefeHHs
Ne30 (10x3): mo 10 y3arasibHeHNX faHux Npo cuctemMy papMakoHarnisay, 3mMiHa
Tabnetok y 6nictepi, YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 3a 34iiCHEHHS
no 3 6nictepu y hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapMakoHariagy
KapTOHHI ynakoBL,i; 3asBHMKa 415 34iiCHEHH:A ddapmakoHarnsagy B YkpaiHi, SKwo
Ne60 (10x6): no 10 BOHa BifIMiHHa Bif, yNOBHOBaXeHOI 0cobu, BiANOBIAa/IbHOT 3a
Tabnetok y 6nictepi, 3AjiicCHeHHs hapMakoHarnaay (BKUYaUM KOHTaKTHi AaHi)
no 6 6nicTtepiB y Ta/abo 3MiHM y po3MiLLeHHI MacTep-aiina cucremun
KapTOHHIA ynakoBLi thapmakoHarnagy) - 3MiHa KOHTaKTHUX faHWUX YNOBHOBAXEHOT
0C06M 3asiBHUKA, BiANOBIAABHOI 3@ 34jiACHEHHS
thapmakoHarnsgy. 3miHa Micus 3jiACHEHHST OCHOBHOT
AisNbHOCTI 3 chapmakoHarnagy. 3MiHa MicLe3Haxo4KeHHs
mMacTep-goaiinia cuctemn papmakoHarasay Ta ioro Homepa.
266. | CTATOPEM® | Tabnetku, no 20/12,5 TOB YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianiB: 3mMiHa 3asBHUKaA 3a UA/18211/01/01
-H mr, Ne30 (10x3): no 10 "TNEQDAP DPAPM" (BnacHvika peecTpadiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peuenmom
Tabnetok y 6nictepi, M AaTa" Bi 23.07.2015 Ne 460): 3atBepmxeHo: TOB «KYCYM ®APM»
no 3 6nictepn y 40020, YkpaiHa, Cymcbka 06nactb, M. Cymu, Byn. CKpsibiHa,
KapTOHHIA ynakoBL,, 54. 3anponoHoBaHo: TOB «NIEA®PAPM NTA» YKpaiHa,
Ne60 (10x6): no 10 02092, m. KuiB, Bynunua Anma-ATuUHCbKa, 6yanHOK 58.
Tabnetok y 6nictepi, BBefeHHS 3MiH NpOTArom 6-Tu MiCALIB MiCNs 3aTBEPMAKEHHS.
no 6 6nictepis y 3MiHu | TUNYy - 3MiHK Wopao 6e3nekn/edekTUBHOCTI Ta
KapTOHHI/ ynakosLi; thapmakoHarnagy. BeegeHHs abo 3miHn [0 y3aranbHeHuX
Ne28 (14x2): no 14 [AaHyx npo cuctemy chapmakoHarnsgy (BBeAeHHs
Tabnetok y 6nictepi, y3arasibHeHUX faHux Npo cuctemy dpapmakoHarnsgy, aMmiHa
no 2 6nictepu y YMOBHOBaXEHOT 0C06U, BigNOBIAaIbHOI 38 34iCHEHHS
KapTOHHI ynakoBL,i; thapmakoHarnsay; KOHTaKTHOI 0cobu 3 dhapmakoHarnagy
Ne84 (14x6): no 14 3asBHUKA 151 34iiCHEHHA dapmakoHarnsgy B YkpaiHi, Ko
Tabnetok y 6nictepi, BOHa BiIMiHHa BiJ, yNTOBHOB&XXeHOI 0C06W, BiANOBIAA/IbHOI 3a
no 6 6nicTtepiB y 3[iiCHeHHs hapMakoHarisay (BK/IUYatoun KOHTaKTHI AaHi)
KapTOHHIiA ynakoBL,i Ta/abo 3MiHM y po3MiLLEeHHI MacTep-haiina cucremu
hapmakoHarniagy) - 3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXXEHO!
0Cco6u 3as1BHMKA, BiANOBIAA/IbHOT 32 34iICHEHHS
hapmakoHarnsgy. 3miHa Micus 37iiiCHEHHSI OCHOBHOT
OISNbHOCTI 3 hapmakoHarnsgy. 3MiHa MiCLEE3HaXOAKEHHS
MacTep-haiisia cucteMu papmakoHarasgy Ta horo Homepa.
267. | CTATOPEM® | Tabnetku no 20 mr/25 TOB YkpaiHa TOB «KYCYM Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3mMiHa 3asiBHUKa 3a UA/19192/01/02
-H mr, Ne30 (10x3): no 10 "TNEQDAP DAPM» (BnacHvika peecTpauiiiHoro noceig4veHHs) (3rigHo Hakasy MO3 peyenmom
Tabnetok y 6nictepi, MnaTg" Bifg 23.07.2015 Ne 460): 3artBepxeHo: TOB «KYCYM ®APM»

no 3 6nictepu y
KapTOHHI/ ynakoBsLi;
Ne60 (10x6): no 10
Tabnetok y 6nictepi,
no 6 6aictepis y

40020, YkpaiHa, Cymcbka 06nactb, M. Cymu, Byn. CkpsibiHa,
54. 3anponoHoBaHo: TOB «MMEAGAPM NITA» YkpaiHa,
02092, m. Kuis, Bynmusa Anva-ATuHCbka, 6yamnHoK 58.
BBefeHHSA 3MiH NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAKEHHS.
3MiHu | TMNY - 3MiHK Woao 6esnekn/eddekTMBHOCTI Ta
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3assHuK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

KapTOHHIiA ynakoBL,i

thapmakoHarnsgy. BeefeHHs abo 3miHuM f0 y3arasibHeHUX
JaHux Npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHux Npo cuctemy dapmakoHarnsgy, 3amiHa
YNOBHOBaXKeHOI 0c0obK, BifNOBIfa/IbHOT 3a 34iCHEHHS
dhapmakoHarnsgy; KOHTakTHOI 0cobu 3 hapmakoHarnagy
3asBHUKa AN19 34iiCHeHHA hapMakoHarnagy B YkpaiHi, Ko
BOHa BifIMiHHa BiJ, yNTOBHOB&)XeHOI 0C06W, BiANOBIAA/IbHOI 3a
3[iiCHEeHHsT hapMakoHarisay (BK/IUYatoUM KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-haiina cucremu
hapmakoHarniagy) - 3MiHa KOHTaKTHUX AaHMUX YNOBHOBaXEHO!
0Cco6u 3as1BHMKA, BiAMNOBIAA/IbHOT 32 34iICHEHHS
hapmakoHarnsgy. 3miHa Micus 3iiCHEHHSI OCHOBHOT
AiSNbHOCTI 3 hapmakoHarnagy. 3MiHa MiCLLEe3HaXOMKEHHS
MacTep-haiisia cucteMun papmakoHarasigy Ta ihoro Homepa.

268.

CYCMNPIH®

po3uuH Ans
opasibHOro
3actocyBaHHs, 4 Mr/5
M, no 50 mny
donakoHi; no 1
chakoHy pasom 3
MipHUM CTaKaH4YMKOM
B KapTOHHI ynakosLi

TOB
"TNENDAP
M ATA"

YkpaiHa

TOB "KYCYM
DAPM"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHa 3asiBHUKa
(BnacHvKa peecTpauiinHoro noceig4veHHs) (3rigHo Hakasy MO3
Bia 23.07.2015 Ne 460): 3atBepmxeHo: TOB «KYCYM ®APM»
40020, YkpaiHa, Cymcbka 06nactb, M. Cymu, Byn. CKkpsibiHa,
54. 3anponoHoBaHo: TOB «MMEA®APM NITA» YkpaiHa,
02092, m. Kuis, Bynmusa Anva-ATuHCbka, 6yamnHoK 58.
BBefeHHA 3MiH NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAXKEHHS.
3MiHn | TURY - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta
dhapmakoHarnsgy. BeegeHHsa abo 3mMiHn 4o y3arasibHeHNX
[JaHux npo cuctemy chapmakoHarnsgy (BBefeHHs
y3araslbHeHVX AaHnX Npo cuctemy hapmakoHarnisay, 3miHa
YMOBHOBaXEHOT 0co6y, BiANOBIAaIbHOT 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobu 3 hapmakoHarnagy
3asBHMKa AN 34ICHEHHA ddapmakoHarnsagy B YKpaiHi, SKwo
BOHa BiAMiHHa BiJ, yNOBHOBaXXEHOI 0CO6M, BiANOBIAA/ILHOI 32
3[iiCHEHHs1 hapMakoHarsay (BK/IUYaUM KOHTaKTHI AaHi)
Ta/ab0 3MiHM y po3MiLLeHHI MacTep-haiina cuctemm
chapmakoHarnsgy) - 3miHa KOHTakTHUX AaHVX YNOBHOBaXKEHOI
0co6u 3as1BHKKA, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarniagy. 3miHa Micus 34iCHEHHs1 OCHOBHOT
[iSNbHOCTI 3 hapMakoHarisgy. 3MiHa MiCLLe3HaxX0AKEeHHS
macTep-haiina cuctemun dpapmakoHarnsgy Ta ioro Homepa.

3a
peyenmom

UA/18325/01/01

269.

TAUTELUKAI
H-BICTA

niogpinizat gns
pO34nHy A8 iHdys3il
no 50 mr; no 10
h/1aKOHIB 3 MOPOLLKOM
Y KapTOHHiIli kopobui

MicTpan
Kenitan
MeHeKkmeH
T NimiTepq,

AHrnis

BEM Inauy CaH. Be

Tik. A.C.

TypeyunHa

BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny -
3MiHu 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOro
niKkapcbKoro 3acoby. 3MiHa y MeToAax BUNpobyBaHHS
roTOBOrO NiKapCbKoro 3acoby (iHLWi 3MiHM y MeTogax
BMNpo6yBaHb (BK/OYaoUM 3aMiHy abo AONOBHEHHS)) 3MiHW Y
mMeToAax BUNPOGYBaHHSA rOTOBOrO /ikapCbKoro 3acoby T.
KinbkicHe BU3Ha4yeHHs BiANOBIAHO A0 OHOB/IEHOT Banigauii
aHaniTM4YHOI METOAMKM, a caMe 3MiHM Y Npo6omiAroToBLi
NPUrOTYBaHHA PO3YMHIB. 3MiHU | TUNY - 3MiHW 3 AKOCTI.
[oTOBUIA Nikapcbkumii 3aci6. KOHTPO/Ib FOTOBOrO /iKaPCbKOro
3aco6y. 3MiHa y MeTofax BUNPOBYBaHHS rOTOBOrO
nikapcbKoro 3acoby (iHLWi 3MiHW y MeToAax BUnpobyBaHb
(BK/IKOYAKOYM 3aMiHY ab0 [OMOBHEHHS)) 3MiHM Y MeTogax

3a
peyerimom

UA/18387/01/01
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
BMNPOGYBaHHS rOTOBOrO NikapCbKoro 3acoby 3a T. CynpoBigHi
[OOMILLKM BiANOBIAHO A0 OHOBEHOT Banigauii aHaniTMyYHoOT
MeTOAMKM, a caMe 3MiHV Y Npo6oniAroToBLi NPUroTyBaHHsA
pO34umHIB. 3MiHW Il TNy - 3MiHK 3 SIKOCTi. FOTOBWIA NiKapCbKMii
3aci6. 3MiHM y BUPO6bHULTBI. 3MiHa po3mipy cepii (BkoYarun
Jjiana3oH po3mipy cepii) roToBOro likapcbKoro 3acoby (3miHa
CTOCYETLCA BCIX iHLWMX NiKApPCbKUX (OPM CYKYMHOro
(komnnekcHoro) BUpo6HUYOro npouecy) 3MiHu po3mipy cepii 'y
3B'513KY 3i 36i/IbLLEHHAM 06’EMIB BUPOGHMLTBA A5t
3a6e3neyeHHst NOTpeb Ha PUHKY JliKapcbKoro 3acoby,
(3aTBepmxeHo: 65 n (30233 vials), 3anponoHoBaHo; 180 1
(83722 vials))

270. | TAPLEBA® TabneTkun, BKpUTI ®.XotbcpmaH | Lsenuapi Brpo6HMUTBO ITanis/ BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/5372/01/02
N1iBKOBOO H-J15 Powwu a Hepo3dacoBaHoi LLiBefuapis AaMiHICTpaTuBHI 3MiHW. 3miHa kogy ATX 3MiHU BHECEHO [0 peyenmom
060/10HKO10, N0 100 nTg NpoAYyKLUiT, IHCTPYKLUIT ANA MeAMYHOro 3aCTOCYBaHHS JiKapCbKOro 3acoby
mr; no 10 TabneTok y nakyBaHHs, 00 posainy "®apmakoTrepanestuyHa rpyna. Kog ATX."
6nicTepi; no 3 BMNPOGYBaHHSA BiAMNOBIAHO A0 MiXHapoAHoro knacudikatopa BOO3
6nicTepy B KAPTOHHii KOHTPOJIO SIKOCTI: (http://www.whocc.no/atc_ddd_index/): 3aTBepaKeHo —

Kopobui Lenbchapm "AHTUHEONIACTNYHI 3aC06W. IHFiGITOPN NPOTETHKIHA3M.
Minano, C.P.J1., EpnoTtuHi6. Kog ATX LO1X EO3.", 3anponoHoBaHo —
ITanis; "MpoTMNYXNUHHI 3ac06W. IHriGiTOpK NPOTEIHKIHA3W. IHriGiTopK
BunpobyBaHHSA TMPO3UHKIHA3M peLenTopa enigepmasibHoOro thakropa pocty
KOHTPO/I0 SIKOCTI, (EGFR). EpnoTuHi6. Kog ATX LO1E B02." BBeeHHS 3MiH
nakyBaHHs1, BUNYCK NPOTAroM 6-TW MicALIB NicNsa 3aTBepLKEHHS
cepii:
®.XochdmaHH-/15
Pow NTp4,
LLseiuapis;
Brpo6HMLUTBO
Hepo3dgacoBaHOl
npoayKuii,
BMNPOGYBaHHSA
KOHTPO/IO SKOCTI:
®.XothbdmaHH-/15
Pow 114,
LLiBeiiuapis;
Bunyck cepii:
®.XochdmaHH-/15
Pow NTp4,
LLiseiuapis

271. | TAPLEBA® TabneTtkn, BKPUTI ®.XothcpmaH | Lseiiuapi Bupo6bHMuTBO ITania/ BHECEHHS 3MiH [JO peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/5372/01/03
NiBKOBOO H-J17 Powu A Hepo3chacoBaHoi LLiBeiuapis AAMiHICTpaTuBHI 3MiHW. 3miHa kogy ATX 3MiHM BHECEHO [0 peyenmom
o060n0Hkoto, No 150 nTg NPOAYKLUiT, IHCTPYKUIT AN MEeANYHOro 3aCTOCYBaHHS NlikapcbKoro 3acoby
Mmr; no 10 TabneTok y nakyBaHHs, 0o posainy "®apmakotepanesTuyHa rpyna. Kog ATX."
6nictepi; no 3 BMNPOOYBaHHSA Bi4MNOBIgHO A0 MibXKHapoAHoro knacudikatopa BOO3
6nicTepy B KAPTOHHii KOHTPOJIO SAKOCTI: (http://www.whocc.no/atc_ddd_index/): 3aTBepaXeHo —

Kopobui Oenbchapm "AHTUHEONACTUYHI 3aC06W. IHFiGITOpKN NpPOTETHKIHA3W.
Minano, C.P.J1., EpnoTtuHi6. Kog ATX LO1X E03.", 3anponoHoBaHo —
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
ITanis; "MpoTUNyXNnHHI 3aco6u. IHriGiTopy NpoTeiHkiHasw. IHribiTopu
BunpobysaHHs TUPO3VHKIHa3M peuenTopa enigepMasibHOro akropa pocTty
KOHTPOJIO SIKOCTI, (EGFR). EpnoTuHi6. Kog ATX LO1E B02." BBegeHHS 3MiH
nakyBaHHs, BUMYCK NpoTArom 6-Tn MiCALIB NiCNA 3aTBEPMKEHHS
cepii:
. XodhdpmaHH-/15
Pow fltg;
Brpo6HMUTBO
Hepo3dacoBaHOl
npoaykuii,
BMNPOGYBaHHSA
KOHTPO/IO AKOCTI:
@ . XothbdmaHH-N15
Pow 1A,
LLBeiiuapis;
Bunyck cepii:
®.XochbdmaHH-/15
Pow NTpA,
LLBeliLapis
272. | TETPAKCM cycneHsist ans iH'ekwjin CaHodi PpaHuis NOBHUIA LMKN PpaHuia/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/13069/01/01
®ITETRAXIM no 0,5 mn (1 gosa); no Mactep BMPOGHMLTBA, YropmHa 3MiHM Woao 6e3nekn/edekTMBHOCTI Ta chapMakoHarnsay. peyenmom
BAKUUHA 1 nonepeAHbLO KOHTPO/b AKOCTI, BBeaeHHs abo 3MiHU [0 y3arasibHeHVX AaHuX Npo cucTemy
ana 3aMN0BHEHOMY LUNPULY BTOPUHHE chapmakoHarnsgy (BBeeHHS y3araslbHEHNX AaHWX Npo
NMPO®INTAKT no 0,5 mn (1 gosa) 3 nakyBaHHs, BUMYCK cuctemy thapmakoHarnisgy, 3miHa ynoBHOBaXKeHOi ocobu,
KN MPUKPIN/IEHOIO FO/KOO cepii: CaHodi BiANOBIAA/ILHOI 32 34iiCHEHHA hapMakoHarnsaay; KOHTakTHOT
DUDTEPII, (abo 2-ma okpemumu MacTep, ®paHuis; 0cobu 3 hapmakoHarnsay 3asBHuKa ans 34iiCHEHHS
NPABLA, ronkamu), Lo mMicTuTb BTOPVHHE hapmakoHarnsgy B YKpaiHi, K0 BOHa BiAMiHHA Bif,
KALLUMOKY cycnexsito ans nakyBaHHs, BUNYyCK YMOBHOBaXEHOT 0co6y, BiANOBIAaILHOT 3a 34iiCHEHHS
(ALENMKONAP | iH'eKujii, B KAPTOHHIi cepii: CaHoi- thapmakoHarnagy (BKIovaoun KOHTaKTHI AaHi) Ta/abo 3miHu Y
HUIA Kopobui 3 AseHTic MpavisiT po3MmilLeHHi MacTep-gdaiina cuctemmn hapmakoHarnsgy) -
KOMMOHEHT | mapkyBaHHAM Ko. Nl14., 3MiHa yNoBHOBaXKeHOT 0c06M 3aBHUKA, BiAMOBIfa/IbHOT 3a
)TA yKpaiHCbKo abo Mnatchopma hapmakoHarnsag.
noniomieni aHrnincobkot, abo NOTiCTVKN Ta [itoua pepakuis: Epik Teo, goktop meanumnn / Eric Teo, MD.
TY iHLIMMKW IHO3EMHVMU AncTpubyuii y m. MponoHoBaHa pepakuis: Xaiike LWonnep, gokTop meanumHu /
AACOPBOBA | moBamu; no 1 Bypanewr, Heike Schoepper, MD. 3MiHa KOHTaKTHUX AaHUX
HA, nonepegHL0 YroplmHa YNOBHOB&XeHOT 0CO6M 3aABHUKA, BiAMNOBIiAa/IbHOI 3a
IHAKTUBOBA | 3anoBHEHOMY LLNpULY 3[jiCHeHHs1 hapmakoHaragy. 3MiHa Micus 34iiCHEHHS
HA, PIOKA no 0,5 mn (1 posa) 3 OCHOBHOI AisNIbHOCTI 3 hapmakoHarnsgy. 3miHa

MPUKPINIEHOIO FOIKO0
(abo 2-ma okpemummn
rofikamu), Lo MiCTUTb
CyCneHsito ANns iH'ekuin
B KapTOHHIi kopo6uj, B
AKIA MiCTUTbCA
CTaHfapTHO-
eKCropTHa ynakoBka
Ta IHCTPYKUia Ans
MeAMYHOro
3aCTOCYBaHHS

MicL,e3HaxoMKeHHs macTep-dhaiina cuctemm
chapmakoHarnagy.
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
273. | TNYPEKC® Tabnetku, no 25 wr, TOB YkpaiHa TOB "KYCYM Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHa 3asiBHUKa 3a UA/18487/01/02
Ne30 (10x3): mo 10 "TNEAPAP PAPM" (BnacHvika peecTpauiiiHoro noceig4eHHs) (3rigHo Hakasy MO3 peyenmom
Tabnetok y 6nictepi, MnaTg" Big 23.07.2015 Ne 460): 3atBepxeHo: TOB «KYCYM ®APM»
no 3 6nictepn y 40020, YkpaiHa, Cymcbka obnactb, M. Cymu, Byn. CkpsibiHa,
KapTOHHI ynakoBsL,, 54.
Ne60 (10x6): no 10 3anponoHosaHo: TOB «IMIEAPAPM NTO» YkpaiHa, 02092, m.
Tabnetok y 6nictepi, Kwui, Bynnua Anma-ATUHCbKa, 6yAVHOK 58. BBEAEHHS 3MiH
no 6 6nictepiB y NPOTArom 6-T1 MiCALIB MiC/IA 3aTBEPMKEHHSA. 3MiHu | TNy -
KapTOHHIlA ynakoBsL,, 3MiHuM Wopo 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsamy.
Ne90 (10x9): no 10 BBefeHHSA abo 3MiHM [0 y3arasibHeHUX JaHuX Npo cucTemy
Tabnetok y 6nictepi, thapmakoHarnagy (BBeAeHHS y3arasibHeHVUX AaHnX Npo
no 9 6nictepiB y cucTemy hapmakoHarnsgy, 3miHa ynoBHOBaXXeHoi ocobu,
KapTOHHIiA ynakoBL,i BiNOBIAANbHOI 3a 3[jiCHEHHS hapmakoHarnsaay; KOHTaKTHOI
0ocobu 3 hapmakoHarnisay 3asBHVKa ANs 34iICHEHHS
thapmMakoHarnagy B YkpaiHi, AKLWO BOHa BifMiHHA Bif,
YNOBHOBaXXeHOI 0c0o6K, BifANOBIfa/IbHOT 3a 34iCHEHHS
hapmakoHarnsgy (Bkovaouy KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLeHHi MacTep-dhaiina cucteMmu hapmakoHarnsgy) -
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0CO6U 3asBHYMKa,
BiANOBIAa/IbHOI 3a 34iicCHEHH:A ddapmakoHarnsagy. 3miHa micus
3[iiCHEHHS1 OCHOBHOT AiSiNIbHOCTI 3 hapMakoHarsgy. 3MmiHa
MiCLle3HaxopKeHHs1 MacTep-haiina cuctemu dapmakoHarnsgy
Ta iloro Homepa.
274. | TUYPEKC® Tabnetkn, no 12,5 mr TOB YkpaiHa TOB "KYCYM Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHa 3asiBHUKa 3a UA/18487/01/01
no Ne30 (10x3): no 10 "TNEQDPAP DPAPM" (BnacHvika peecTpauiiHoro noceigveHHs) (3rigHo Hakasy MO3 peyenmom
Tabnetok y 6nictepi, M AaTa” Bia 23.07.2015 Ne 460): 3atBepmxeHo: TOB «KYCYM ®APM»
no 3 6nictepu y 40020, YkpaiHa, Cymcbka o6nactb, M. Cymu, Byn. CKkpsibiHa,
KapTOHHI/ ynakosL,, 54. 3anponoHosaHo: TOB «MMEADPAPM JTIT» YKpaiHa,
Ne60 (10x6): mo 10 02092, m. Kuis, Bynmusa Anva-ATuHcbka, 6yamnHoK 58.
Tabnetok y 6nictepi, BBefeHHA 3MiH NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAXKEHHS.
no 6 6nictepis y 3MiHu | TMNy - 3MiHKM Wopo 6e3nekn/edeKTUBHOCTI Ta
KapTOHHI ynakoBL,, thapmakoHarnagy. BeegeHHs abo 3mMiHM [0 y3arasibHeHuX
Ne90 (10x9): no 10 [aHux Npo cuctemy dhapmakoHarnsgy (BBefeHHs
TabneTtok y 6nictepi, y3araJibHEHUX gaHux Npo cuctemy dhapmakoHarnsgy, aMmiHa
no 9 6nictepiB y YMOBHOBaXEHOT 0co6y, BiANOBIAaIbHOT 3a 34iiCHEHHS
KapTOHHIiA ynakoBL,i hapMakoHarnsgy; KOHTakTHOI 0cobu 3 hapMakoHarnagy
3asBHMKa AN 34ICHEHHA ddapmakoHarnsagy B YKpaiHi, SKwo
BOHa BiAMiHHa BiJ, yNOBHOBaXEHOI 0C06M, BiANOBIAA/IbHOI 32
3[iiCHEHHs1 hapMakoHarsay (BK/IUYaUM KOHTaKTHI AaHi)
Ta/ab0 3MiHM y po3MiLLeHHI MacTep-haiina cuctemm
chapmakoHarnsgy) - 3miHa KOHTakTHUX AaHVX YNOBHOBaXKEHOI
0co6u 3as1BHIKA, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarniagy. 3miHa Micusi 34iCHEHHS1 OCHOBHOT
[iSNbHOCTI 3 hapMakoHarisgy. 3MiHa MiCLLe3HaxX0AKEeHHS
macTep-haiina cuctemun dpapmakoHarnsgy Ta ioro Homepa.
275. | TNYPEKC® Tabnetkn, no 50 mr no TOB Ykpaina TOB "KYCYM Ykpaina BHECEHHS 3MiH 40 peecTpaLiiHnx maTtepiasiB: 3MiHa 3asiBHMKa 3a UA/18487/01/03
Ne30 (10x3): no 10 "TNEQ®AP DPAPM" (BnacHvika peecTpauiiHoro noceigyeHHs) (3rigHo Hakazy MO3 peyenmom
Tabnetok y 6nictepi, M NTa" Big 23.07.2015 Ne 460): 3atBepaxeHo: TOB «KYCYM PAPM»

no 3 6nictepun y

40020, YkpaiHa, Cymcbka o6nactb, M. Cymu, Byn. CkpsibiHa,
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
KapTOHHIlA ynakoBLj, 54. 3anponoHosaHo: TOB «MNMEAPAPM JTIT» YKpaiHa,
Ne60 (10x6): mo 10 02092, m. Kuis, Bynmusa Anva-ATuHCbka, 6yamnHoK 58.
Tabnetok y 6nictepi, BBefieHHSA 3MiH NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAXEHHS.
no 6 6nictepis y 3MiHu | TUNYy - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta
KapTOHHI ynakoBsL,, thapmakoHarnagy. BeegeHHs abo 3mMiHM [0 y3arasibHeHVX
Ne90 (10x9): no 10 [aHux nNpo cuctemy dpapmakoHarnsgy (BBefeHHs
Tabnetok y 6nictepi, y3araslbHeHVX gaHnx Npo cuctemy apmakoHarnsay, 3miHa
no 9 6nictepiB y YMOBHOBaXEHOT 0c06U, BiANOBIAAIbHOT 3a 34iiCHEHHS
KapTOHHIiA ynakoBL,i hapmMakoHarnsgy; KOHTakTHOI 0cobu 3 chapMakoHarnagy
3asBHUKA AN19 34iiCHEHHA hapMakoHarniagy B YkpaiHi, Ko
BOHa BiAMiHHa BiJ, yNTOBHOB&XEHOI 0C06W, BiANOBIAA/IbHOI 3a
3[iiCHEHHS1 hapMakoHaraay (BK/IUYaUM KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-haiina cucremu
chapmakoHarnsgy) - 3miHa KOHTaKTHUX AaHVX YNOBHOBaXKEHOI
0co6u 3asBHIKA, BiANOBIAALHOI 32 34iiCHEHHS
hapmakoHarnsgy. 3miHa micus 34iiiCHEHHs1 OCHOBHOT
AiSNbHOCTI 3 hapMakoHarisgy. 3MiHa MiCLLEe3HaX0MKEHHS
macTep-gaiina cuctemun dpapmakoHarnsgy Ta ioro Homepa.
276. | TIOTPUA30ON | kpanni ouHi, 10 mr/mn ToBapucTtso YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH [0 peecTpauliinHMx maTepiasis: 3MiHa 3asBHMKa 3a UA/8446/01/01
IH no 5 mMn y dpnakoHi; no 3 BMPOGHMLITBA, (BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peyenmom
1 chnakoHy y 06MeXeHo KOHTPO/b SKOCTI, Bifg, 23.07.2015 Ne 460) BBefeHHS 3MiH NPOTArom 6-Tu MicALiB
KOMMEKTI 3 KpULWKOKO- | Bignosigasb BWMNYCK Cepil: nicns 3aTBepmMkeHHs; 3MiHu | Tuny - 3MiHu Wwoao
KpanesnbHULEe B HiCTIO ToBapucTBO 3 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
nauui "®APMEKC 06MeXeHo 3MiHM [0 y3arasibHeHUX AaHuX Npo cucTemy hapmakoHarnagy
reyn" BiANOBIAA/LHICTIO (BBEAEHHSA Y3araslbHEHUX JaHWX MPO cucTemy
"[locnigHwii 3aBog, chapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0coou,
"rTHUICY, BiANOBIAA/ILHOI 32 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
YkpaiHa; BCi cTagji ocobu 3 hapmakoHarnagy 3asBHvKa ANs 34iIMCHEHHSA
BMPOGHMLITBA, hapmakoHarnsgy B YkpaiHi, SKL0 BOHa BiAMiHHA Big,
KOHTPO/b SKOCTI, YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 32 34iiCHEHHS
BWMNYCK Cepil: hapmakoHarnsagy (Bkaovaouy KOHTaKTHI gaHi) Ta/abo 3miHn y
ToBapucTBO 3 po3MmilLeHHi MacTep-ghaiina cuctemun hapmakoHarnsagy) -
06MeXeHo 3MiHa YNoBHOBaXXeHOT 0CO6M 3asiBHUKA, BiANOBiLaIbHOI 3a
BiANOBIAA/IbHICTIO thapmakoHarnsg. Jitoya pegakuis: MnakciHa OneHa
"®APMEKC BonogumupisHa. MponoHoBaHa pefakyis: TonokeBuy
FPYI", YkpaiHa Bonoammup KOpiiioBuY. 3MiHa KOHTaKTHUX AaHNX
YNOBHOBaXXEHOT 0COOM 3as1BHMKA, BignoBigasibHOI 3a
thapmakoHarnsg. 3miHa MicLs 34iACHEHHSI OCHOBHOT
AisNbHOCTI 3 chapmakoHarnagy. 3MiHa MicLe3Haxo4KeHHs
MacTep- dpaiina cuctemm chapmakoHarnsgy
277. | TI®IM BI ®/ PO34MH A5 iH'EKLA no CaHodi PpaHuis MoBHWI UMK PpaHuia/ BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/13057/01/01
TYPHIM VI 25 mkr/po3a; no 0,5 Mactep BMPOBHMLTBA, YropwumHa 3MiHuM Wwopao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsmy. peuenmom
BAKUVHA mn (1 gosa) y KOHTPO/b AKOCTI, BeeaeHHs abo 3MiHU [0 y3arasibHeHWX AaHuX Npo cucTemy
ana nonepegHL0 3arnoBHEHHS, dhapmakoHarnsagy (BBeieHHs y3araslbHEHUX AaHnX Npo
NMPO®INTAKT 3arnoBHEHOMY LUMpuLi BTOPUHHE cuctemy hapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi ocobu,
KN 3 MpYIKpinaeHo nakyBaHHs, BUMYCK BIANOBIAANbHOI 3a 34iiCHEHHA hapmakoHarnsagy; KOHTakTHOT
YEPEBHOIO | rosnikoto Ne 1 B cepii: CaHodi ocobu 3 hapmakoHarnsay 3asBHVKa Ans 34iCHEHHS
TUDY KapTOHHIA KopobLi 3 MacTep, ®paHLuis; hapmMakoHarnagy B YkpaiHi, KO BOHa BigMiHHA Bif,
MONICAXAP MapKyBaHHAM BTopuHHe YMOBHOBaXEHOT 0c06u, BigNOBiAaIbHOI 38 3[iCHEHHS
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
NAHA PIOKA yKpaiHCbKkoo abo nakyBaHHs, BUMYCK hapmakoHarnsagy (Bkaovaouy KOHTaKTHI gaHi) Ta/abo 3MiHn y
aHrNincoLKo MoBamu, cepii: CaHodi po3MilLeHHi MacTep-ghaiina cuctemun dhapmakoHarnsagy) -
a60 iHWKMK MacTep, ®paHuis; 3MiHa yNoBHOBaXKeHOT 0C06M 3asiBHUKA, BiAMoBifa/IbHOT 3a
iHO3EMHVMMUN MOBamW; BTopuHHe thapmakoHarnag,.
no 0,5 mn (1 gosa) y nakyBaHHs, BUMYyCK [itoua pepakuis: Epik Teo, goktop meanuunu / Eric Teo, MD.
nonepegHL0 cepii: CaHoi- MponoHoBaHa pefakuis: Xaiike LWonnep, gokTop MmeanumHy /
3anoBHEHOMY LUMPUL ABeHTiC MpaiiBiT Heike Schoepper, MD. 3MiHa KOHTaKTHUX AaHuX
3 MpVIKpiNJIeHo Ko. /l14., YMOBHOB&XeHOT 0c06M 3a8BHUKA, BiAMoBiga/IbHOI 3a
ronkoto Ne 1 B Mnatchopma 3[jiCHEeHHs1 hapmakoHarnagy. 3MiHa Micus 34iiCHEHHS
cTaHAapTHO- NOTiCTVKN Ta OCHOBHOI AisifIbHOCTI 3 dhapmakoHarnsagy. 3miHa
€KCMOPTHI ynakoBLi, AncTpubyuii y m. MicL,e3HaxoMKeHHs macTep-dhaiina cuctemm
AKka MICTUTbCA Y Bypanewr, thapmakoHarnsgy.
KapTOHHIA KopobLi 3 YropLimHa;
iHCTpyKUi€eto Ans Crepunisytoua
MeaNYHOro inbTpavis,
3acToCyBaHHsA 3anoBHEHHSA
Lnpuuis,
KOHTPO/b AKOCTI
(cTepunbHICTb):
CAHO®I
BIHTPOM
IHOACTPIA,
dpaHuis
278. | TOH3WU/EKC cnpeii aAns poToBoi MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 6e3 UA/16727/01/01
NOPOXHWHM Nno 50 mn "Ximchapmsa "Ximchapmsasog 3MiHu 3 sKocTi. FoTOBMIA NiKapCbkuii 3aci6. 3MiHN y peyenma
y donakoHi 3i cnpeii- BOA, "YepBoHa 3ipka" BMPOGHMLTBI. 3amiHa abo BBeAEHHS AOAATKOBOI Ai/TbHUL,
HacocoMm Ta HacafKoto "YepBoHa BMPOGHMLITBA /15 YACTMHM abo BCbOro BUPOGHMYOro npoLiecy
rop/s108010; No 1 3ipka" roTOBOrO NiKapCbKOro 3acoby (AiNbHULSA, Ha AKili TPOBOASATHLCSA
chnakoHy y nauuj 3 6yab-AKi BUPO6HUYI CTazAji, 3a BUHATKOM BUMYCKY Cepiid,
KapTOHY KOHTPOJI0 AKOCTi, NEPBMHHOIO Ta BTOPUHHOTO NakyBaHHSA, A1
HecTepwIbHUX Nikapcbknx 3acobiB) BBEAEHHS A0 maTepianis
peecTpauiiHoro Aockbe, AOAATKOBO A0 icHy4oi AinbHuui (Nel
a60 Ne2 uexy Nel) Bupo6HULTBA, HOBOI AinbHMLi (Nel uexy
Ne3) BMpO6GHMLTBA rOTOBOTO /liKapCbkoro 3acoby, Ha
iCHyt0OHOMY BUPOOHNYOMY MaiifaHuuky, 6e3 3miHM agpecu
MiCLSi NPOBAMKEHHS AiSiSIbHOCTI.
279. | TPAMAZON PO34MH A5 iH e, AT NaTB.is AT "I'piHgekc", Nartsis/ BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/16468/01/01
KANUEKC 100 mr/2 mi1; no 2 mn "Kanuekc" Natsis (BUpo6HKK, | CnoBayumHa 3MiHu Woao 6e3nekn/edheKTMBHOCTI Ta hapMakoHarnsgy. peyenmom

B amnyni; no 5 amnyn
Y KOHTYpHIlA
YapyHKOBIli ynakoBLj
(nigaoHi); no 2 abo no
20 KOHTYPHUX
YapyHKOBUX YrakoBOK
(nizooHiB) B naywi 3
KapToHy

AIKWIA Bignosigae
3a KOHTPO/1b
cepii/sunpobyBaH
HS1); AT
"Kanuekc" , Nlatsis
(BUPOGHWK, AKNI
BignoBsigae 3a
BUMYCK cepii);
XBM ®apma
c.p.o.,
CnosayuuHa (BCi

BBeaeHHs abo 3MiHM [0 y3arasibHeHNX AaHUX Npo cucTemy
thapmakoHarnagy (BBefeHHs y3arasibHeHUX AaHuxX npo
cuctemy hapMakoHarnagy, 3miHa ynoBHoBaxeHoT ocobu,
BiANOBIAA/ILHOI 3a 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
0Cco6u 3 hapmakoHarnsay 3asiBHVKa 405 34iINCHEeHHS
chapmakoHarnagy B YkpaiHi, AKLO BOHA BigMiHHA Bif,
YNOBHOBaXXEHOT 0CO6U, BiANOBIAAILHOI 32 34iiCHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTakKTHI AaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cucteMun papmakoHarnsagy) 3miHa
KOHTaKTHOI 0Cco6M 3asiBHKKA, BifnoBigaibHOI 3a
hapmakoHarnsg B Ykpaini. [litoya pegakuis: €kimosa IpuHa
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3assHuK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

crTagii
BMPOGHMYOTO
npouecy, Kpim
BUMYCKy cepii)

BitaniiBHa. MNponoHosaHa peaakuis: MapTuHuyk Oner
Bonoavmmnposuy. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu
3asBHVKa, BiANOBiAa/IbHOT 3a hapMakoHarnsag YkpaiHi.

280.

TPUBYOAT

Tabnetku no 200 wmr;
no 10 TabneTtok y
6nictepi; no 1 a6o 2
6nictepn y nauui

HoBeko
IHBECT eHf

Tpelig Kopn.

CLA

DyNTOH
MeguunHani
C.n.A.

ITanis

BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny -
3MiHuM Wopao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsmy.
BeeaeHHs ab0 3MiHU [0 y3araslbHEHNX AaHuX Npo cucTemy
dhapmakoHarnsgy (BBeieHHs y3araslbHEHUX AaHnX Npo
cuctemy hapMakoHarnsgy, amiHa ynoBHoBaxeHoi ocobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA hapmakoHarnsay; KOHTakTHOT
ocobu 3 hapmakoHarnisay 3asBHVKa ANs 34iCHEHHS
hapMakoHarnagy B YkpaiHi, KO BOHa BifMiHHA Bif,
YMOBHOBaXEHOT 0C06U, BigNOBIAaIbHOI 38 34iCHEHHS
hapmakoHarnsgy (Bkovalouy KOHTakKTHI AaHi) Ta/abo 3miHu y
PO3MiLLEHHI MacTep-ghaiina cucteMun papmakoHarnsgy) 3miHa
KOHTaKTHUX SaHMX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BiANOBIAa/IbHOI 3a 34ilicCHeHH:A dhapmakoHarnsagy. 3miHa micus
3[iiCHEHHS1 OCHOBHOT AisiNIbHOCTI 3 hapMakoHarnsgy. 3MmiHa
MiCLie3HaXOMKEHHSI MacTep- haiina cuctemm
chapmakoHarnisgy.

3a
peyenmom

UA/9496/02/02

281.

TPUBYOAT

Tabnetku no 100 wr;
no 10 TabneTtok y
6nicTepi; no 1 abo 2
6nictepn y nauyui

HoBeko
IHBECT eHp,
Tpelig Kopn.

CWA

PYNTOH
MepgnuuHani
C.nA.

ITanisa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | Tuny -
3MiHM Wwoao 6e3nekn/edhekTMBHOCTI Ta hapMakoHarnsay.
BBegeHHs abo 3MiHM [0 y3arasibHeHNX AaHUX Npo cuctemy

chapmakoHarnsgy (BBeEHHS y3araslbHEHNX AaHWX Npo
cucTemy thapmakoHarfisgy, 3miHa ynoBHOBaXKeHOI 0cobu,

BiANOBIAA/ILHOI 32 34iiCHEHHA dapMakoHarnsay; KOHTakTHOT

0cobu 3 hapmMakoHarnsay 3asBHuKa ansl 34iliCHEHHs
hapmakoHarnsgy B YKpaiHi, SKLWo BOHa BiAMiHHA Bif,
YMOBHOBaXeHOT 0co6U, BiANOBIAAILHOT 3a 34iACHEHHS
hapmakoHarnagy (BKI4Yaoun KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLEeHHI MacTep-ghaiina cuctemun papmakoHarnsagy) 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXEHOI 0COOM 3asBHUKA,
BiANOBIAa/IbHOI 3a 34ilicHeHH:A hapmakoHarnsgy. 3miHa micus
3[iACHEHHS1 OCHOBHOI AiANbHOCTI 3 hapmMakoHarnsgy. 3miHa
MicLie3Haxo[pKeHHs1 macTep-aiina cuctemu
thapmakoHarnsgy.

3a
peyenmom

UA/9496/02/01

282.

TPNHE®POH
-340POB'A

kancynu no 10 kancyn
y 6nicTepi; no 3 abo
no 6 6nictepis y
Kopobu,i

ToBapucTteo
3
06MexeHo
BignoBigasib
HICTIO
"®hapmareBT
nyHa
KOMnaHis
"3p0pos'a”

YkpaiHa

ToBapucTso 3
06MexeHo
BiANOBIAA/LHICTIO
"®apmaueBTnyHa
KOMnaHis
"3popos'a”

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | Tuny -
3MiHu 3 siKocCTi. FoToBMIA Nnikapcbkuii 3aci6. CTabiNbHICTb.
3MiHa y TepMiHax npuaaTHoOCTi abo ymoBax 36epiraHHs
rOTOBOrO NiKAPCbKOro 3acoby (36iNbLUEeHHS TePMIHY
npuaaTHOCTI TOTOBOTO Jlikapcbkoro 3acoby) - [na Toprosoi
ynakoBKku (MiATBEPAKYETLCS AaHUMMN pPeasibHOro Yacy)
30i/IbLUEHHST TEPMiHY NPUAATHOCTI TOTOBOTO J1iKapCbKOr0
3acoby Ha OCHOBI NO3UTUBHYX pe3yNbTaTiB AOBrOCTPOKOBMX
pocnipkeHb cTabiNbHOCTI Y peasibHOMY Yaci: 3aTBepAXeHo:
TEPMIH NPUAOATHOCTI 3 pokun 3anponoHosaHo: TEPMIH
MPUOATHOCTI 4 pokv BBefieHHA 3MiH NPOTArom 6-Tu MicsLiB
nicns 3aTBepAKeHHs

6e3
peuenma

UA/11689/02/01

283.

YKPNIB®

CycneHsisi opasibHa,

TOB

YKpaiHa

TOB "KYCYM

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHnX maTtepiasiB: 3MiHa 3asiBHMKaA

3a

UA/11750/02/01
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3assHuK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

250 wmr/5 mn; no 200
My chnakoHi; no 1
donakoHy pasom 3
MipHOIO JTOXXEUKOIO Y
KapTOHHI/ ynakoBsLi;
no 30 Mn 'y doakoHi;
no 1 chnakoHy pasom 3
MiPHOIO JTOXEYKOI Y
KapTOHHIlA ynakoBLi;
no 40 mn y 6aHui; no 1
6aHLj y KapTOHHIl
ynakoBLii pa3om 3
MipPHOIO NTOXEUKOIO

"TNELGAP
M TA"

DPAPM"

(BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3
Bi 23.07.2015 Ne 460): 3atBepmxeHo: TOB «KYCYM ®APM»
40020, YkpaiHa, Cymcbka 06n1actb, M. Cymu, Byn. CKpsiGiHa,
54. 3anponoHoBaHo: TOB «MMEAGAPM NTTA» YkpaiHa,
02092, m. Kuis, Bynmusa Anva-ATuHCbka, 6yamnHoK 58.
BBefeHHA 3MiH NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAXEHHS.
3MiHn | TURY - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta
dhapmakoHarnsgy. BeegeHHsa abo 3miHn 40 y3arasibHeHNX
JaHux npo cuctemy chapmakoHarnsgy (BBefeHHs
y3araslbHeHVX gaHnx Npo cuctemy apmakoHarnsay, 3miHa
YMOBHOBaXEHOT 0c06u, BiANOBIAAIbHOT 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobu 3 hapmakoHarnagy
3asBHUKA AN19 34iiCHEHHA hapMakoHarniagy B YkpaiHi, Ko
BOHa BiAMiHHA BiJ, yNTOBHOB&XXEHOI 0CO6M, BiANOBIAA/IbHOI 3a
3[iiCHEeHHSs hapMakoHarsay (BK/IUYaUn KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-haiina cucremu
chapmakoHarnsgy) - 3MiHa KOHTakTHUX JaHVX YNOBHOBaXKEHOI
0co6u 3asBHIKA, BiANOBIAALHOI 32 34iiCHEHHS
hapmakoHarnsgy. 3miHa micusa 34iiiCHEHHs1 OCHOBHOT
AISNbHOCTI 3 hapMakoHarisgy. 3MiHa MiCLLEe3HaX0AKEHHS
macTep-daiina cuctemun dpapmakoHarnsgy Ta ioro Homepa.

peyenmom

284,

YKPNIB®

Tabnetku, no 250 mr,
no 10 Tabnetok y
6nictepi; no 3 abo no
10 6nictepiB y
KapTOHHIA ynakoBsL,i

TOB
"TNELGAP
M NTO"

YkpaiHa

TOB "KYCYM
PAPM"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3mMiHa 3asBHUKA
(BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3
Big 23.07.2015 Ne 460): 3atBepxeHo: TOB «KYCYM PAPM»
40020, YkpaiHa, Cymcbka o6nactb, M. Cymu, Byn. CkpsibiHa,
54 . 3anponoHoBaHo: TOB «JIEAPAPM NTO» YkpaiHa,
02092, m. Kuis, Bynuua Anma-ATuUHCbKa, 6yanHOK 58.
BBefeHHs 3MiH NpoTArom 6-Tu MICALB MiCNS 3aTBEPMAKEHHS.
3MiHu | TMRY - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta
dhapmakoHarnsgy. BeegeHHsa abo 3miHM 40 y3arasibHeHWX
AaHvx npo cuctemy chapmakoHarnsgy (BBefeHHs
y3ara/ibHeHNX JaHnx Npo cuctemy dapmakoHarnsgy, amMiHa
YNOBHOBaXEHOT 0C06U, BiNOBIAAILHOI 32 34iiCHEHHS
thapmakoHarnagy; KOHTakTHOi 0cobu 3 dhapmakoHarnagy
3asBHMKa AN5 34iiCHEHHA ddapmakoHarnsaay B YkpaiHi, SKwo
BOHa BifIMiHHa Bif, YNOBHOBaXeHOI 0cobu, BiANOBIAa/IbHOT 3a
3[jiCHeHHs hapmMakoHarisay (BK/IYatoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-daiina cucremn
chapmakoHarnsgy) - 3mMiHa KOHTaKTHUX AaHVX YNOBHOBaXKEHOI
0cob6u 3asBHKKA, BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnsgy. 3miHa Micus 34jiiiCHEHHSI OCHOBHOT
AisNbHOCTI 3 chapmakoHarnagy. 3MiHa MicLe3Haxo4KeHHs
MacTep-ghaiisiia cucteMu papmakoHarisgy Ta horo Homepa.

3a
peyerimom

UA/11750/01/01

285.

YKPNIB®

Tabnetku no 500 wmr,
no 10 Tabnertok y
6nictepi; no 3 abo no
10 6nicTepiB y
KapTOHHIA ynakoBL,i

TOB
"TNELAP
M ITA"

YkpaiHa

TOB "KYCYM
DPAPM"

YkpaiHa

BHECEHHSA 3MiH [0 peecTpaLiHux matepiasniB: 3MiHa 3aaBHUKa
(BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3
Bia 23.07.2015 Ne 460): 3atBepmxeHo: TOB «KYCYM ®APM»
40020, YkpaiHa, Cymcbka 06n1actb, M. Cymu, Byn. CKpsibiHa,
54. 3anponoHoBaHo: TOB «NIEA®PAPM NTA» YkpaiHa,
02092, m. Kuis, Bynmusa Anva-ATuHCbka, 6yamnHok 58.

3a
peyenmom

UA/11750/01/02
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3assHuK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

BBefeHHs 3MiH NpoTArom 6-Tu MIiCALB NiCNA 3aTBEPMKEHHS.
3MiHu | TURY - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta
dhapmakoHarnsgy. BeegeHHsa abo 3mMiHu 4o y3arasbHeHNX
[AaHux nNpo cuctemy chapmakoHarnsgy (BBefeHHs
y3ara/ibHeHNX JaHnx Npo cuctemy dhapmakoHarnsgy, 3amiHa
YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 32 34iiCHEHHS
thapmakoHarnagy; KOHTakTHOi ocobu 3 hapmakoHarnagy
3asBHMKa 415 34iiCHEHH:A ddapmakoHarnsagy B YkpaiHi, SKwo
BOHa BifIMiHHa Bif, YNOBHOBaXeHOI 0cobu, BiANOBiAa/IbHOT 3a
3pjiicCHeHHs hapMakoHarnaay (BKUYaKUM KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-aiina cucremn
chapmakoHarnsgy) - 3mMiHa KOHTaKTHUX AaHVX YNOBHOBaXKEHOI
0C06M 3asiBHUKA, BiANOBIAABHOI 3@ 34jACHEHHS
thapmakoHarnsgy. 3miHa Micus 34jiACHEHHSI OCHOBHOT
AisNbHOCTI 3 chapmakoHarnagy. 3MiHa MicLe3Haxo4KeHHs
mMacTep-goaiiaia cuctemn hapmakoHarasay Ta ioro Homepa.

286.

YPOJIECAH®

Kpanni opasibHi no 25
MY chrakoHi-
KpanesibHuuj, no 1
ch1akoHy-kpanenbHuLj
B nauuj; no 25 mny
chnakoHi-kpanenbHuL,,
3aKPUTOMY KPULLKOO 3
KOHTpPONEM nepLUoro
po3KpuTTH, no 1
ch1akoHy-kpanenbHuLj
B nauLii

NAT
"Tanuudap
"

Ykpaina

MNAT "Tannucapm”

YkpaiHa

BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasis: 3MiHu | Tuny -
3MiHu 3 aKocTi. A®Il. KoHTponb A®L. 3MiHa y napameTpax
cneuudikaLin Ta/abo fonycTUMNX MEX, BUSHAYEHNX Y
cneumdikauisix Ha A®l, abo BMXigHWIA/NPOMDKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y NPOLECI
BMPO6HMLTBA AP (iHLWI 3MiHW) - BHECEHHS 3MiHW Y
peecTpauiiiHi matepianu gocbe 113 YPONIECAH®, kpanni
opasibHi, 10 po3giny 3.2 S AKTUBHUIA hapMaLeBTUYHWIA
iHrpejieHT ans MOPKBIW AVIKOI MIOAIB EKCTPAKT
PIAKWVI, ekcTpakT pigkuii (cy6cTaHList), a came 3MiHu
BHOCATbCA B Cneyndikauito NikapcbKol POC/IMHHOT CUPOBUHN
MOPKBW AMKOI NAOAN, sika BUKOPUCTOBYETLCA Y
BUPOBHMLITBI EKCTPaKTY, a came: - BHeCeHHS NokasHuKiB
«3asIMLLKOBI KiNIbKOCTI necTuumais», «PafioaktusHe
3a6pyaHeHHs». NposeaeHHs KoHTponto JIPC 3a
BULLEBKa3aHUMM NoKasHKamu nepegodayeHo sumoramu Y.
(Moka3HMKN KOHTPO/IOKTLCA BUPOOHNKOM
JNTIPC/noctavanbHukom JIPC 3 NnepiognyHICTHO KOHTPOO —
KOXHa nepLua napTis 3 5, ane He pigwe 1 napTii pa3 Ha pik). -
MokasHuK «Baxki MeTanu» npusefeHo o sumor EP/APY,
gitove BuaaHHs. (MokasHuk «Baxkki meTann» BUPOOGHUKOM
JNIPC/noctavansbHukom JTIPC KOHTPOMIOETHCS 3 MEPIOANYHICTIO
KOHTPO/IO — KOXHA nepLua napTis 3 5, ane He pigwe 1 napTii
pas Ha piK). - Kputepii npuiiHsTHOCTI An1s n. «Mikpo6iosioriyHa
ynucTtoTa» NpuBeAeHo Ao BuMor EP/A®Y, ailoue BugaHHs. -
[nsa nokasHuka «lgeHTrdikalis» 3MiHEHO MeTog, ifeHTudikauil
repaniony auetary 3 TLX Ha X, 5K 6inbLU 4yTAMBUIA METOA,
KOHTPOSHO.

CynyTHA 3MiHa
- 3MiHn 3 skocTi. APl KoHTponb AdI. 3miHa y meTogax
BuNpobyBaHHA APl abo BMXigHOrO MaTepiany/npomMiKHOro
NpoAYyKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLECI
BMPO6HMLTBA ADI (iHLWI 3MiHM Y MeToAax BUNPOGYyBaHHSA
(BK/IKOYAOUM 3aMiHy abo fonoBHeHHs) APl abo

6e3
peuyenma

UA/2727/02/01
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
BWXIiHOr0/MPOMiXXHOro NpoAyKTy)
287. | YPOJIECAH® | kpanni opanbHi no 25 MNAT YkpaiHa MNAT "Tannucapm” YkpaiHa BHECEHHS 3MiH 40 peecTpauliiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/2727/02/01
MY chrakoHi- "Tanuudap 3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3MiHa y napameTpax peuyenma
KpanenbHuui, no 1 M" cneuudikaLin Ta/abo fonyCTUMNX MEX, BUSHAYEHNX Y
ch1akoHy-kpanenbHuLj cneumdikauisix Ha A®l, abo BMXigHWIA/NPOMDKHWIA
B mauuji; no 25 mny NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y NPOLECI
chnakoHi-kpanenbHuL,, BMPO6HUMLTBA AP (iHLWI 3MiHW) - BHECEHHS 3MiHW Y
3aKpPUTOMY KPULLKOLO 3 peecTpauiiiHi matepianu gocbe 113 YPONECAH®, kpanni
KOHTpONEeM NnepLuoro opasibHi, 0 po3giny 3.2 S AKTUBHUIA hapMaLeBTUYHWIA
po3KpuTTH, no 1 iHrpegieHT ans MATEPUHKW TPABU EKCTPAKT PIAKWIN,
ch1akoHy-kpanenbHuLj eKCTpaKT piakvin (CybcTaHLis) a came 3MiHM BHOCATLCS B
B nauLii CreuundikaLito nikapcbkoi pocnnHHOI crpoBuH MATEPUHKN
TPABA, fika BUKOPUCTOBYETLCS Y BUPOOHULTBI EKCTPaKTY: -
BHeCceHHs NoKa3HWKIB «3a/INLWKOBI Ki/IbKOCTi MecTULUnAiB»,
«PafiioakTnBHe 3a6pyaHEeHHs». MNpoBefeHHs KoHTponto JIPC
3a BYILLEBKa3aHNMK NOKasHWKaMu nepegbayeHo ByuMoramu
A®Y. (MoKa3HUKN KOHTPO/THOTHCA BUPOGHUKOM
NPC/noctavanbHukom JIPC 3 NepiofuYHICTIO KOHTPOO —
KOXHa nepLua napTia 3 5, ane He pigwe 1 napTii pa3 Ha pik). -
MokasHuK «Baxki MeTanu» npveegeHo fo Bumor EP/A®Y,
nitove BuaaHHs. (MokasHuk «Baxkki meTanun» BUPOOGHUKOM
NPC/noctavasibHmkoM JIPC KOHTPONKETLCS 3 NEPIOANYHICTIO
KOHTPOJI0 — KOXHA MnepLua napTis 3 5, ane He pigwe 1 napTii
pa3s Ha piK). - Kputepii npuiiHaTHOCTI Ans n. «MikpobionoriyHa
yncToTa» NpuBeAeHo Jo BuMor EP/A®Y, aitoye BugaHHs.
CynyTHS 3MiHa
- 3MiHM 3 siKocTi. APl KoHTponb A®I. 3miHa y meTogax
BunpobysaHHA APl abo BMXigHOrO maTepiany/npomMiKHOro
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLECi
BUpo6HMUTBa API (iHLWi 3MiHM Y MeToAax BUNpobyBaHHSA
(BKNtOYatoum 3amiHy abo fonoBHeHHS) APl abo
BVXiAHOrO/NPOMIXXHOro NPOAYKTY)
288. | YPOJIECAH® | kpanni opanbHi in bulk: MAT YkpaiHa MAT "lranuudapm” Ykpaina BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3MiHu | Tuny - - UA/9517/01/01
no 25 mn y pnakoHi- "Tannucap 3miHu 3 sKocTi. A®l. KoHTponb A®l. 3miHa y napameTpax
KpanesibHuu;i ; no 88 M" cneuudikaLin Ta/abo foNyCTUMNX MEX, BUSHAYEHNX Y

oNakoHiB-
KpanesnbHULb Y KOpoobi
KapTOHHOMY; Nno 25 mn
y thnakoHi-
KpanesnbHuUL,
3aKPUTOMY KPULLKOIO 3
KOHTpONEeM nepLUoro
po3KpuTTS, No 88
donakoHiB-
KpanesibHULb Yy KOpoo6i
KapTOHHOMY

cneundgikauisix Ha A®l, abo BUXigHWIA/NPOMKXHWIA
NpoayKT/peareHT, WO BUKOPUCTOBYOTLCA Y MPOLEC
BMPOGHMLTBA ADI (iHLWi 3MiHW) - BHECEHHS 3MiHU Y
peecTpauiiiHi matepianu gocbe 13 YPONECAH®, kpanni
opasnbHi, [0 po3giny 3.2 S AKTVBHUIA hapMaLeBTUYHWIA
iHrpegieHT ans MOPKBW AMKOI MNOA4IB EKCTPAKT
PIAKNY, excTpakT pigkuii (cy6eTanLjis), a came 3MiHu
BHOCATbCA B Cnevuydikauito NikapCbkoi POC/TMHHOT CUPOBUHN
MOPKBW AMKOI MI04N, sika BUKOPUCTOBYETLCA Y
BMPOBHMLITBI EKCTPaKTY, @ came: - BHeCEHHS NOKa3HWKIB
«3asIMLLKOBI KiNbKOCTI necTuumais», «PagioaktusHe
3abpyaHeHHs». MNpoBegeHHs koHTponto JIPC 3a
BULLEBKa3aHMMM NoKasHrkamu nepefoayeHo Bumoramy APY.
(MoKa3HUKM KOHTPOIOKTLCA BUPOBHUKOM
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3assHuK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

NTIPC/noctavanbHukom JIPC 3 NnepiognyHICTIO KOHTPOO —
KOXHa nepLua napTis 3 5, ane He pigwe 1 napTii pa3 Ha pik). -
Moka3HuK «Baxki MeTanu» npusegeHo o sumor EP/APY,
gitove BuaaHHs. (MokasHuk «Baxxki meTann» BUPOOGHUKOM
NIPC/noctavanbHukom JIPC KOHTPOMIOETLCS 3 MEPIOANYHICTIO
KOHTPO/IO — KOXHA nepLua napTis 3 5, ane He pigwe 1 napTii
pas Ha piK). - Kputepii npuiAHaTHOCTI Ans n. «Mikpo6iosoriyHa
yucTtoTa» NpuBeAeHo Ao BuMor EP/A®Y, aioue BugaHHs. -
[nsa nokasHuka «lgeHTrdikalis» 3MiHEeHO MeTog, ifeHTudikauil
repaHiony auetary 3 TLX Ha X, ik 6inbLU YyTIMBUIA METOL,
KOHTPOSIO.

CynyTHA 3MiHa
- 3MiHu 3 siKkocTi. APl KoHTponb AdI. 3miHa y meTogax
BMnNpobyBaHHA APl abo BMXigHOTO MaTepiany/npomMKHOro
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIEC
BMPO6HMLTBA ADI (iHLI 3MiHK Y MeToAax BUNPOGYyBaHHSA
(BKtOYatouM 3amiHy abo fonoBHeHHs) Ad| abo
BWXiAHOrO/NPOMIXHOro NPOAYKTY)

289.

YPOJIECAH®

Kpanni opasibHi in bulk:

no 25 mn y dpiiakoHi-
KpanesibHuui ; no 88
donakoHiB-
KpanesnbHULb Y KOpoobi
KapTOHHOMY; No 25 MmN
y dhnakoHi-
KpanesnbHuULi,
3aKPUTOMY KPULLIKOHO 3
KOHTPOMEM MEePLUOro
po3KpuTTA, No 88
doNakoHiB-
KpanesnbHULb Y KOpoobi
KapTOHHOMY

MAT
"Tannudap
iyt

YkpaiHa

AT "Tanuacpapm”

Ykpaina

BHECEHHS 3MiH 0 peecTpaliitHux maTepiasis: 3MiHu | Tuny -
3miHu 3 gkocTi. A®l. KoHTponb A®l. 3miHa y napameTpax
cneuudikaLin Ta/abo foNyCTUMUX MEX, BU3HAYEHUX Y
cneumnagikauisx Ha A®Il, abo BUXiGHWIA/MPOMDKHNI
NPOAYKT/peareHT, W0 BUKOPUCTOBYOTLCA Y NPOLECI
BUpo6HMUTBa ADI (iHLLI 3MiHW) - BHECEHHS 3MiHU Y
peecTpauinHi matepiann gocee N3 YPONIECAH®, kpanni
opasbHi, [0 po3giny 3.2 S AKTVBHUIA hapMaueBTUYHWIA
iHrpegieHT ans MATEPUHKW TPABU EKCTPAKT PIAKWNA,
eKCTpaKT pigkuii (CybecTaHuis) a came 3MiHM BHOCATLCS B
Cneuudikauito slikapcbkoi pocMHHOI cupoBuHM MATEPVHKIN
TPABA, sika BUKOPUCTOBYETLCH Y BUPOOHULTBI EKCTPAKTY: -
BHeceHHs Noka3HWKIB «3asInLLKOBI KiNbKOCTi NECTULIMAIBY,
«PapjoakTuBHe 3a6pyaHeHHs». MpoBeaeHHs koHTponto JIPC
3a BULLEBKa3aHUMM NoKasHWKamu nepegdayeHo BuMoramm
A®Y. (MoKka3HNKM KOHTPO/TIOTHCA BUPOOHUKOM
NPC/noctavanbHukom JIPC 3 NepioguyHICTIO KOHTPOS0 —
KOXHa nepLua napTisa 3 5, ane He pigwe 1 napTii pa3 Ha pik). -
MokasHuK «Badkki MmeTanm» npuBegeHo 4o sumor EP/A®Y,
aitoye BuaaHHs. (MokasHuk «Baxkki MeTasiny» BUPOGHUKOM
NPC/noctavyasibHuKoM JIPC KOHTPONIETLCA 3 NEPIOAUYHICTIO
KOHTPO/IO — KOXHa nepLua napTia 3 5, ane He pigwe 1 napTii
pas Ha piK). - Kputepii npuiiHaTHocTi ans n. «MikpobionoriyHa
yucToTa» nNpuBeneHo A0 Bumor EP/APY, aitoye BuaaHHs.
CynyTHS 3miHa
- 3MiHu 3 sKocTi. A®Il. KoHTponb A®I. 3miHa y meTogax
BUNpobyBaHHsA APl abo BUXiZHOro maTtepiany/npomMiKHOro
npoayKTy/peareHTy, WO BUKOPUCTOBYETLCS Y NPOLIECI
BMPOGHMLTBA ADI (iHLWIi 3MiHM Y MeToAax BUNPOGyBaHHSA
(BKOvatoum 3aMiHy abo fonoBHeHHs) APl abo
BMXIiHOr0/MPOMiXXHOro NPoAyKTY)

UA/9517/01/01
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
290. | DAPMACYHNI cycneHsis ans AT YkpaiHa AT "®apmak” Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiH1x maTepianis: 3MiHu | Tuny - 3a UA/2319/01/01
H® H 30/70 iH'ekuin, 100 MO/mn; "dapmak” 3MiHu 3 skocTi. CepTudpikaT BignosigHocTi/l E-cepTudikar peyenmom
no 3 M B KapTpuaxi; BiAnoBiaHOCTI EBponelickkiit hapmakonei/MoHorpadii. 3miHu,
no 5 kapTpuaxis y NoB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y BIANOBIAHICTb A0
6nicTepi; no 1 MoHorpadii JdY abo Esponeiicbkoi thapmakonei, abo iHwoi
6nictepy B navi 3 HauioHasbHOT hapmakonel gepxasun €C (3MmiHa y
KapToHy; no 5 mn abo crneundikaisx, nos'a3aHa 3i 3amiHamu B AdY, abo
no 10 mn y doriakoHi; €Bponelicbkiin hapmakonei, abo iHLLUIA HaLioHaNbHIl
no 1 chnakoHy B navui thapmakonei aepxasu EC) - B cneyudpikauii Ha cybcTaHLito
3 KapTOHY IHCyniH NOACLKWIA, ANA NoKasHUKa «Binku
BMCOKOMOJIEKY/ISIPHI» BUNPaB/IEHO MOCU/IAHHA HA HOPMAaTUBHY
OOKyMeHTaUito: 3aTBepapxeHo: AdY, 2.2.29 (meTofg PX);
3anponoHosaHo [1dY, 2.2.30, 2.2.46
291. | PEMI®YUUH | necapii no 100 mr, no MNAT YkpaiHa MAT "MoHcpapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 6e3 UA/16372/01/01
3 necapisi y cTpuni; no "MoHchapm” 3MiHuM Wopao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsamy. peuyenma
1a6o 2 ctpunun y BBefeHHS abo 3MiHM [0 y3arasibHeHNX JaHNX NPo cucTemy
KapTOHHI navu,i thapmakoHarnagy (BBeAeHHs y3arasibHeHUX AaHnX Npo
cuctemMy hapMakoHarnsgy, 3miHa ynoBHoBaxeHoi ocobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHA hapmakoHarnsay; KOHTakTHOT
ocobu 3 hapmakoHarnisay 3asBHVKa ANs 34iICHEHHS
hapMakoHarnagy B YkpaiHi, KO BOHa BifMiHHA Bif,
YMOBHOBaXEHOT 0C06U, BigNOBIAaIbHOI 38 34iCHEHHS
hapmakoHarnsgy (Bkovaouy KOHTakKTHI AaHi) Ta/abo 3miHu y
PO3MiLLEHHI MacTep-ghaiina cucteMun papmakoHarnsgy) 3miHa
YNOBHOBaXXEHOT 0COOM 3as1BHMKA, BignoBigasibHOI 3a
thapmakoHarnsag. [itova pegakuis: lwyk Hatanka MeTpiBHa.
MponoHoBaHa pepakuis: Cosrupa Ceprili CepriiioBuy. 3miHa
KOHTaKTHUX SaHMX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BiANOBiAa/IbHOI 32 hapmakoHarnsag.
292. | ®EPMEA® PO34UH A151 iH'EKLLNA, Megiue HimeuuunH Bupo6HuK 6anky HimeuuunHa BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3MiHu | Tuny - 3a UA/13237/01/01
20 mr/Mnno 5 mn B ApuHainmiTT a amnyn, 3MiHM 3 SIKOCTi. [O0TOBMIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOMO peyenmom
amnyni; no 5 amnyn y enb MoTtTep anbTepHaTUBHWIA nikapcbKoro 3acoby. 3MiHa napameTpiB cneuudikauii Ta/abo
KapTOHHIlA KopooLi Mvbx & Ko. BUPOBHUK, [ONyCTUMUX MEX FOTOBOrO NiKapCbKoro 3acoby (BUyYeHHS
K BiANOBIAA/IbHWIA 32 HEe3Ha4YHOro nokasHuka (Hanpukiag, 3acTapifioro nokasHvika,
BTOPVHHE TaKoro sik 3anax Ta cMak, abo ifeHTudikauiss 6apBHUKIB 4m
nakyBaHHs CMakoBux 406aBOK)) - BUAy4eHi 3i Cneuudikavii npu sunycky
(BKtOYaKOUN Ta TepMiHy npugaTtHocTi MeTogiB KOHTPOIO SKOCTi Ta MeTogis
MapKyBaHHs KOHTPO/I0 AKOCTi HACTYNHOTO NapameTpy: BennunHu Hanpyrm

amnyn): Contochap
M dapmavoinTiwe
EpuolirHicce
M6X, HimeuuunHa,;
Bupo6HMK,
BiANOBiAa/IbHWIA 3a
BTOPWHHE
nakyBaHHs
(BKNKOYaOUM
MapKyBaHHs1
amny/) Ta BUMycK

curiany komnnekcis Big Fe (I11) go Fe (II) Po3giny MpaHiuHuii
BmicT 3ani3a (I1) (2 % m./06. Fe); 3miHun | Trny - 3MiHM 3 AKOCTI.
"'OTOBWI1 NiKapCbKWii 3aci6. KOHTPO/Ib rOTOBOTO NiKapCbKOro
3acoby. 3miHa napameTpiB cneyudikayiin Ta/abo gonycTummnx
MEX FOTOBOr0 NiKapCbKoro 3acoby (BUIyYEHHS HE3HAYHOro
nokasHuka (Hanpvkiag, 3acTapinoro nokasHuka, Takoro sk
3anax Ta cMak, abo igeHTudikalis 6apBHUKIB UM CMaKOBUX
[06aB0K)) - BUyYeHi 3i Cneuudikauii TepmiHy npuaaTHOCTI
MeToAjiB KOHTPOJIO AKOCTi BU3HAYEHHS MokasHuKa: KifbkicHe
BM3HAYEHHS 3araibHOro 3a1i3a; 3MiHu | Tuny - 3MiHKU 3 AKOCTI.
A®|. Cuctema KoHTeliHep/3aKynoptoBasibHWIA 3aci6 (iHLi
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
cepii: Megiue 3MiHM) - 3MiHa BTOPUHHOT YNakoBKN aKTUBHOT Ait040T peYOBUHN
ApuHaiimiTTens 3as1iza caxaposu; 3MiHu | Tuny - 3mMiHu 3 akocTi. AdI.
MoTTep MNvbx & Bupo6HMLTBO. 3MiHM BUNPOGYBaHb abo A0NYyCTUMUX MEX Y
Ko. KI', HimeuunHa npoteci Bupo6HuuTea AdI, Lo BCTAHOBMEHI Y cnewudikauisx
(3BY)XEHHSI 4ONYCTUMMX MEX) - 3MiHa B cneuudikauii ans
xnopugy 3anisa BignosigHo Ao HactaHosu ICH Q3D Ta
[0faBaHHA aHaNiTUYHUX METOAIB AN XNopuay 3asisa; 3miHu |
Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnagy (iHwi 3miHn) - 3mMiHM fo p. MapkyBaHHS
3arBepmxeHnx MKA /13 3arsepaxeHo: MapkyBaHHs
(mopaeTbeA) 3anponoHoBaHo: MapkyBaHHS. 3rigHO
3aTBEPKEHOr0 TEKCTY MapKyBaHH OHOB/IEHHSA TEKCTY
MapKyBaHHS YNakoBKW MiKapCbKOro 3acoby 3 BHECEHHAM
iHchopmauii LLoA0 3a3HaYEeHHS OAMHUL BUMIPIOBAHHS Y
cuctemi Sl; 3miHu Il Trny - 3MiHK 3 aKocTi. A®I. (iHLWi 3MiHN) -
OHoBeHHs po3giny 3.2.S BignosigHo Ao mactep-caiiny
(ASMF) pns aktvBHoOro iHrpagieHTa 3anisa (lll) rigpokena-
caxapo3Huii komnnekc 3 Version edition 3, Rev. 4 January
2015 po Version edition 3, Rev. 8 November 2018; 3miHu Il
Tmny - 3MiHM 3 AKkocTi. ADL. (iHWwi 3MiHK) - OHOBEHHSA PO3A4iny
3.2.S BignoBigHo go mactep-caiiny (ASMF) ons akTuBHOro
iHrpagieHTa 3anisa (I11) rigpokcua-caxapo3Huii KomMniekc 3
Version edition 3, Rev. 8 November 2018 go Version edition 3,
Rev. 9 March 2020
293. | DITOKAH- piguHa no 50 mn, 100 ToBapucTBo YkpaiHa KOHTPO/b SKOCTI, Ykpaina BHECEHHS 3MiH 40 peecTpaLiiHnx maTtepiasiB: 3MiHa 3asiBHMKa 6e3 UA/9880/01/01
rHunc My chnakoHi; no 1 3 BWMYCK Cepii: (BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peyenma
hnakoHy B KOpo6Li 3 06MeXeHo ToBapucTBO 3 Bifg 23.07.2015 Ne 460): BBeieHHS1 3MiH NPOTAroM 6-Tu MicsLUIiB
KapToHy Bignosigab 06MexeHo nicns sarBepkeHHs. 3MiHu | Tuny - 3MiHN LWoAo
HiCTIO BiANOBIAA/LHICTIO 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
"®GapmauesT "[locnigHwii 3aBog, 3MiHM [0 y3arasibHeHUX AaHuX Npo cucTemy hapmakoHarnagy
nyHa "THLCY, (BBEAEHHSA Y3araslbHEHUX JaHWX MPO cUcTemy
KOMMaHis YkpaiHa; BCi cTagji chapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0cobu,
"3popoB’s” BUPOGHMLTBA, BiANOBIAA/ILHOI 3a 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
KOHTPO/b AKOCTI, ocobu 3 hapmakoHarnagy 3asBHvKa Ans 34iICHEHHSA
BWMYCK Cepii: hapmakoHarnsgy B YkpaiHi, SKL0 BOHa BiAMiHHA Big,
ToBapucTBO 3 YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 32 34iiCHEHHS
06MexeHo hapmakoHarnsagy (Bkaovaouy KOHTakKTHI gaHi) Ta/abo 3MiHn y
BiANOBIAA/LHICTIO pO3MilLEeHHI MacTep-ghaiina cucteMun papmakoHarnsagy) 3miHa
"®apmaueBTnyHa YNOBHOBA&XEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
KOMnNaHis thapmakoHarnsg. [itoya pegakuisi: MnakciHa OneHa
"3p0pos'a”, BonogmmupieHa. MponoHoBaHa pefakuis: LLeBueHko OneHa
YKpaiHa IropiBHa. 3MiHa KOHTaKTHMX JaHWX YNOBHOBaXXEHOI 0COo6YU
3asBHVKa, BiNOBiAaNbHOI 3a 3AiNCHEHHS dhapMakoHarnagy.
294. | ®NIABOBIP® | cupon; no 30 mn, abo TOB "HBK YkpaiHa TOB "HBK Ykpaina BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3mMiHu Il Tumny - 6e3 UA/5510/01/01
no 50 mn, a6o no 60 "Ekocpapm” "Ekocpapm” 3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3MiHa y napameTpax peyenma

My dhnakoHax 3 ckia
abo nnactuky; no 1
onakoHy pasom 3
[03YHUO0I EMHICTIO Y

cneuudikaLin Ta/abo fonyCTUMNX MEX, BUSHAYEHUX Y
cneumdikauisix Ha A®l, abo BMXigHWIA/NPOMKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYTLCA Y NPOLECI
BMPO6HMLUTBA AD| (3MiHA NO3a MexaMun 3aTBEepKEHOro
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3assHuK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

nauuj 3 KapToHy

Aianas3ony y cneuudikanii Ha A®l) - BHeCEHHS 3MiH A0
mMarepianis peecTtpaduiiHoro gocke p. 3.2.S.4. KoHtponb Adl, a
came BHeCeHHs 3MiH o Creuundikauii/MeTogis BunpobyBaHHS

A®| MpoTednasig, pigkuii ekcTpakT (cybcTaHuin) 3a
nokasHukoMm "laeHTudikauis pnasBoHoiIgiB" (B MeTogi
cneKkTpodoTOMeTPIT fianasoH JOBXUH XBUb OCHOBHUX
BMPaXEHNX Makcumymis APl npuBoANTLEA Y BIANOBIAHICTL A0
AianasoHy [0BXWH XBWU/Tb OCHOBHUX BUP&XKEHUX MakCUMyMiB
NPC T1a cy6cTaHuji Tpasu BiliHka HazemHoro Ta LLlyuku
AepHucToi

295.

®IYKOHA30
N-AAPHULA

Karcysim no 50 mr, no
10 Kancyn y KOHTYpHiii
YapyHKOBIli ynakoBLyi
no 1 KapTOHHiN
YapyHKOBIli ynakoBLj y
nauuj

MpAT
"GapmauesT
nyHa chipma

"fapHuus”

Ykpaina

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauliiiHux maTepiasis: 3MiHu | Tuny -
3MiHuM Wopao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsmy.
3MiHa y KOpOTKiil XxapakTepucTuLi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKLT AN MeAUYHOro 3acToCyBaHHA Ha
nigcTasi perysisipHO OHOBJ/IOBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3nekn 3acToCcyBaHHS
nikapcbKoro 3acoby B micnsipeecTpaviiiHvin nepios, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHb, NPOBEAEHNX BiANOBIAHO
[0 nnaHy negiatpuyHunx gochigxkersb (PIP) (3MiHy y3rogkeHo 3
KOMNETEHTHUM YNOBHOBEXKEHVIM OPraHoM) - 3MiHW BHECeHi [j0
IHCTPYKUT ANA MeAMYHOro 3aCTOCyBaHHA NiKapcbKoro 3acoby y
po3ainu "Oco6MBOCTI 3acTocyBaHHS", "IMob6IYHI peakwi”
BiANOBIAHO [0 OHOBMEHOT iHGhopMaLlii 3 6e3nekun ailoyoi
peyoBUHW. BBEEHHS 3MiH NPOTArOM 6-TW MicALIB nicas
3aTBEPKEHHS

3a
peyenmom

UA/1153/01/01

296.

®IYKOHA30
N-JAPHULA

pO34uH ANns iHgysili, 2
mr/mn; no 100 mny
tonakoHax; no 100 mn
y thnakoHi; no 1
donakoHy

MpAT
"GapmauesT
nyHa chipma

"fapHuus”

YkpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

YkpaiHa

BHECEHHS 3MiH [JO peecTpaviiiHux maTepianis: 3miHu | Tuny -
3MiHuM Wopao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTyL,i NiKapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLT AN MeAUYHOro 3acToCyBaHHA Ha
nigcTasi peryssipHO OHOBJ/IOBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B nmicnspeecTpaviiiHvin nepioa, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHb, NPOBEAEHNX BiANOBIAHO
[0 nnaHy negiatpuyHux gocnigxerb (PIP) (3MiHy y3rogkeHo 3
KOMMNETEHTHUM YNOBHOBa&XXEHUM OpraHom) 3MiHW BHECeHi [0
IHCTPYKLT ANA MegMYHOro 3aCToCyBaHHS NiKapcbKoro 3acoby y
po3ginu: "Oco6mBOCTI 3acTocyBaHHS", "MoGIYHI peakujii”
BiANOBIAHO [0 OHOBMEHOT iHGhopMaLlii 3 6e3neku Ailyoi
peyoBUHN. BBEAEHHS 3MiH NPOTArOM 6-TW MicALIB nicas
3aTBEPAKEHHS

3a
peyenmom

UA/14391/01/01

297.

®/IYKOHA30
N-JAPHULA

kancynu no 100 mr, no
10 kancyn y KOHTYpHili
YapyHKOBIl yrnakoBL,i
no 1 KapTOHHiN
YapyHKOBIli ynakoBLji y
nauui

MpAT
"®hapmareBT
nyHa goipma

"fapHuus”

Ykpaina

MpAT
"®apmMaleBTnYHa
ipma "fapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny -
3MiHM Wopao 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsagy.
3MiHa y KOpPOTKili XapaKTepuCcTuL NikapCbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKLT AN MeAUYHOro 3acToCyBaHHA Ha
nigcTasi peryaspHo OHOB/IIOBAHOIO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbkoro 3acoby B nicnsipeecTpaviliHvii nepioa, abo sk
pesynbTaT OUiHK/ 3BITY 3 AOC/iKEHb, MPOBEAEHNX BiAMNOBIAHO
00 nnaHy negiatpnyHux gocnigkerb (PIP) (3MiHY y3rogpkeHo 3

3a
peuyenmom

UA/1153/01/02
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
KOMMNETEHTHVM YNOBHOB&XEHNM OPraHoM) - 3MiHN BHECEHI A0
IHCTPYKL|i 415 MeAUYHOro 3aCTOCYBaHHS Jlikapcbkoro 3acoby y
po3ainu "OcobamBocTi 3acTocyBaHHS", "Mo6iuHI peakwyii™
BiANOBIAHO [0 OHOBMEHOT iHhopMaLii 3 6e3nekun Aitoyor
peyoBuHW. BBEAEHHSA 3MiH MPOTAroM 6-Tv MicsLiB nicns
3aTBEPAKEHHSA
298. | ®D/TIYKOHA30 | kancynu no 150 mr, no MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasiB: 3MiHu | Tuny - 3a UA/1153/01/03
N-AAPHNUA 1 kancyni y KOHTYpHIiA "®apmaueBT "®apmavueBTUYHa 3MmiHu Wwoao 6e3nekn/edheKTMBHOCTI Ta hapMakoHarnsgy. peyenmom
YapyHKOBIli ynakoBLyj, nyHa hipma hipma "OapHuus” 3MiHa Y KOpPOTKiil XapakTepuCTuLi NikapCbKoro 3acoby, TEKCTI
no 1 KOHTYpHIl "AapHnus” MapKyBaHHS Ta iIHCTPYKUIT 4719 MEANYHOIO 3aCTOCYBaHHSA Ha
YapyHKOBIli ynakoBLji y nigcTaBi peryaisipHoO OHOBJ/THOBAHOIO 3BIiTYy 3 6e3neku
nadui; no 1 kancyniy nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3nekn 3acToCcyBaHHS
KOHTYPHIli YapyHKOBIl nNikapcbKoro 3acoby B nicaspeecTpauiiHnin nepiod, abo sk
ynakosLi, no 2 a6o 3 pe3ynbTaT OLiHK/ 3BITy 3 AOC/iHKEHb, MPOBEAEHNX BiAMOBIgHO
KOHTYPHI YapyHKOBI 00 nnaHy negiatpuyHux gocnigpxkeHs (PIP) (3MiHY y3rompkeHo 3
YyNaKkoBKW y mavw,i KOMMNETEHTHUM YNOBHOBaXXEHUM OpPraHoM) - 3MiHW BHECEHI A0
IHCTPYKLi 415 MeAUYHOro 3aCTOCYBaHHS Jlikapcbkoro 3acoby y
po3ainu "OcobMBOCTI 3acTocyBaHHS", "Mo6IYHI peakwi”
BiANOBIAHO [0 OHOBMEHOT iHGhopMaLii 3 6e3nekun Aityor
peyoBuHW. BBEAEHHSA 3MiH MPOTAroM 6-Tv MicsLiB nicns
3aTBEPAKEHHS
299. | ®/TYOKCETWU | TabneTtku, BKpUTI ToBapucTteo Ykpaina BCi cTagii Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3mMiHa 3asBHUKA 3a UA/8591/01/01
H o060n0Hkoto, no 20 wr, 3 BMPOGHMLITBA, (BnacHvika peecTpauiiHoro noceigyeHHs) (3rigHo Hakazy MO3 peyenmom
no 10 TabneTok B 06MeXeHo KOHTPO/b SKOCTI, Bifg 23.07.2015 Ne 460): BBeeHHS 3MiH NPOTAroM 6-Tu MicsLUIiB
6nicTepi; no 1 abo no BiAgnoBigab BWMNYCK Cepil: nicns satBepkeHHs. 3MiHu | Tuny - 3MiHN LWoAo
2 6nicTepa B navui 3 HiCTIO ToBapucTBo 3 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
KapToHyY "dapmaveBT 06MeXxeHoto 3MiHU [0 y3araslbHEHVX AaHnX Npo cucteMy hapMakoHarnagy
nyHa BiANOBIAA/bHICTIO (BBEAEHHSA Y3araslbHEHUX JaHWX MPO cucTemy
KOMnNaHis "[locnigHwii 3aBog, hapmakoHarnsgy, 3MmiHa ynoBHOBaXKeHoi 0cobu,
"3popos'a” "rTHUNC", BiANOBIAA/ILHOI 3a 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
YkpaiHa; BCi cTagji ocobu 3 hapmakoHarnsgy 3asBHvKa Ans 34iIMCHEHHSA
BMPOGHMLITBA, hapmakoHarnagy B YkpaiHi, AKLO BOHA BigMiHHA Bif,
KOHTPO/b SKOCTI, YNOBHOBaXXEHOT 0CO6U, BiANOBIAAILHOI 32 34iiCHEHHS
BWMNYCK Cepil: hapmakoHarnsagy (Bkaovaouy KOHTakKTHI AaHi) Ta/abo 3miHu y
ToBapucTBo 3 pO3MilLEeHHI MacTep-ghaiina cucteMun papmakoHarnsagy) 3miHa
06MmexXeHo YNOBHOBA&XEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
BiAMNOBIAA/IbHICTIO hapmakoHarnsg. [itova pegakuis: MnakciHa OneHa
"®apmaueBTnyHa BonogumupisHa. NponoHoBaHa pefakuis: LesyeHko OneHa
KOMnaHis IropiBHa. 3MiHa KOHTAKTHMX JaHWUX YNOBHOBaXXEHOI 0CO6U
"3p0pos'a”, 3asBHVKa, BigNOBIAaNbHOI 3a 34iICHEHHS chapmakoHarnagy.
YkpaiHa
300. | PPUHON eKCTpaKT piakuia MAPI®APM CnoseHis | MAT "Tanuudgapm” YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | Tuny - - UA/19073/01/01
(cybceTaHuis) y 6oukax 4.0.0. 3MiHu 3 sikocTi. A®I. CTabinbHicTb. 3MiHa nepiofly NOBTOPHMX

nonimepHux gns
dhapmaLieBTU4YHOro
3aCTOCYyBaHHSA

BMNpo6yBaHb/nepiody 36epiraHHa abo ymoB 36epiraHHs Ad|
(3a BiACYTHOCTI y 3aTBEpKEHOMY A0CbE cepTucpikata
BiANOBIAHOCTI EBponeiickkili hapmakonei, Lo BKIoYaE nepiog,
NMOBTOPHOro BUNPOo6YBaHHS) (Nepiog, NOBTOPHOrO
BMNPOGYBaHHs/Nepios 36epiraHHs) - 36isibLIEHHS 260
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3assHuK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

BBE/IEHHS nepioay NOBTOPHOroO BUNPO6yBaHHs/nepiogy
36epiraHHs Ha OCHOBI pe3ynbTaTiB AOCIIKEHb Y PeasTbHOMY
yaci - 36inbLeHHs TepMiHy npuaaTtHocTi ADI i3 1 poky Ha 18
MICALIB HA OCHOBI NO3UTUBHWX pe3y bTaTiB AOBrOCTPOKOBUX
AocnimpKeHb cTabinbHOCTI y peanibHOMY yaci 3aTBepaKeHo:

TEPMIH MPNOATHOCTI 1 pik 3anponoHoBaHo: TEPMIH
NPUOATHOCTI
18 micsuis

301.

DYPALUUNIH
®

NOPOLLOK A/15 PO3YNHY
NS 30BHILUHLOIO
3acTocyBaHHsa no 40
MF, 10 2 T NOPOLLKY Y
cauwe; no 10 a6o 20
calle y KapTOHHiiA
Kopobui

TOB "UcTok-
Mnioc"

YkpaiHa

TOB "UcTokK-
Mnioc"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux MaTepiasis: 3MiHu | Tuny -
AAMIHICTPaTUBHI 3MiHWN. 3MiHa Ha3BW SlikapcbKoro 3acoby -
3MiHa Ha3BW NikapCbKOro 3acoby Yy 3B’A3Ky 3 MapKeTUHIOBO
noniTMkoro komnaHii. fitova pegakuis: PYPALUMN FURACIL
MponoHoBaHa pegakuis: YPAUVMIH® FURACILIN; 3MiHu |
TUny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkmii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHUIA 3aci6. 3MiHa po3Mipy ynakoBKu
rOTOBOTO JIiKAPCbKOro 3acoby (3MiHa KiflbKOCTi OANHULb
(Hanpuknag TabneTok, amnyn TOLO) B ynakoBL,i:) - 3MiHa no3a
[ianasoHoM 3aTBepKEHNX PO3MIPIB YNaKoBKM - BBEAEHHS
[04aTKoBOI ynakoBku no 10 calle B KApTOHHIW KOPO6LL; 3MiHY |
TUny - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpOGHUYOT
OinbHUUI (BKNOYaouW AinbHUL Ans APl npOMiXHOIo
npoayKTy abo rotToBOro Nikapcbkoro 3acoby, AinbHuui Ans
NpoBefEeHHsA NakyBaHHS, BUPOOHWMKA, BiANOBILaUTLHOTO 3a
BUMYCK Cepiid, MicLle NPOBELEHHS KOHTPOJIO cepil) abo
noctayasibHUKa BMXiZHOrO MaTepiany, peareHty abo
[OMNOMDKHOI PeHOBMHM (SIKLLO 3a3HAYEHO Y OCBE) - BUTYUYEHHS
BUPOBHMYOT AiNbHUL MTPOMKHOrO npoaykty MAT
«Jly6Hn1hapm» AN 4aCTUHM BUPOBHNYOro NpoLecy roToBoro
nikapcbKoro 3acoby, a came: ctagis 3. 3millyBaHHSA
KOMMOHEHTIB (Y T.4. KOHTPOJ1b NPOMDKHOI NpoAyKLii). Taki cami
yHKLii BUKOHYE 3aTBepakeHa AinbHnua TOB «/cTok-Mnoc»;
3MiHM | TUNY - AgMiHICTpPaTVBHI 3MiHW. 3MiHa Ha3Bu APl abo
[0NOMDKHOT peyoBMHU - 3MiHa Ha3Bu A®PI, a came:
npusefeHHs Ha3su A®| y BiANOBIAHICTb A0 MOHOrpadii EP Ta
[oY (3aTBEpMXEHO: HITPOypan (dypauuniH);
3anponoHoBaHo: HiTpodyypan). AP| 3a/MWaeTbesa TIEK caMmor

6e3
peyenma

UA/17334/01/01

302.

®YPOCEMI[,

PO34NH A5 iH'EKLIN,
10 mr/mn o 2 mn B
amnyni; no 10 amnyn B
nauuj; no 2 mn B
amnyni; no 10 amnyn y
6nictepi; no 1
6nicTepy B naui; no 2
M/1 B amnyni; no 5
amnyn y 6nictepi; no 2
6nicTepy B nayui

ToBapucTeo
3
06MeXeHo
BiAgnosigab
HiCTIO
"®GapmauesT
NyHa
KOMnNaHis
"3popos'a”

Ykpaina

KOHTPO/b SKOCTI,
BUNYCK cepil:
ToBapucTso 3
0bMexeHot
BifNoOBiAANbHICTIO
"[locnigHwii 3aBog,
" rHuncC,
YKpaiHa;

BCi cTagii
BMPOGHMLITBA,
KOHTPO/b AKOCTI,
BUNYCK cepil:
ToBapucTso 3

Ykpaina

BHECEHHS 3MiH 0 peecTpauiintHMxX maTtepiasis: 3MiHa 3asBHMKa
(BnacHvika peecTpauiiHoro noceigyeHHs) (3rigHo Hakazy MO3
Big, 23.07.2015 Ne 460) BBefeHHS 3MiH NPOTArom 6-Tu MicsLiB
nicns 3aTBepMKeHHs; 3MiHu | Tuny - 3MiHu Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo cuctTeMy hapMakoHarnagy
(BBEAEHHSA Y3arasibHEHUX AaHWX MPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoT ocobu,
BiANOBIAA/ILHOI 3a 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
0co6u 3 hapmakoHarnsay 3asiBHVKa 405 34iINCHEeHHS
hapmakoHarnagy B YkpaiHi, AKLO BOHA BigMiHHA Bif,
YNOBHOBaXXEHOT 0CO6U, BiANOBiAAILHOI 32 34iiCHEHHS
dhapmakoHarnsgy (Bkaovayy KOHTakKTHI gaHi) Ta/abo 3MiHu y

3a
peyerimom

UA/5153/01/01
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
06MexeHo po3MilLeHHi MacTep-thalina cuctemmn chapmakoHarnsay) -
BiANOBIAA/IbHICTIO 3MiHa yNoBHOBaXKEeHOT 0c06M 3aBHUKA, BiAMOBifa/IbHOT 3a
"®apMaueBTUYHa thapmakoHarnsag. fitoya pegakuis: MNnakciHa OneHa
KOMnaHis BonogumupisHa. MNponoHoBaHa pefakuis: LLiesueHko OneHa
"3p0pos'a”, IropiBHa. 3MiHa KOHTaKTHVX AAHUX YNIOBHOBAXEHOI 0CO6U
YkpaiHa 3asBHUKA, BiANOBIAA/ILHOI 3a 34iiCHEHHA dapMakoHarnsgy
303. | XIMOTEN Tabnetku no 20 wmr, no TOB YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3mMiHa 3asBHUKa 3a UA/13322/01/01
10 TabneTok y "TNEQDAP PAPM" (BnacHvika peecTpadiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peuenmom
6nicTepi; no 3 M AaTa" Bif, 23.07.2015 Ne 460): 3atBepmkeHo: TOB «KYCYM GAPM»
6nicTepy B KAPTOHHIi Ykpa 40020, YkpaiHa, Cymcbka 06nactb, M. Cymu, Byn. CKpsibiHa,
ynakosLi; no 14 54 . 3anponoHosaHo: TOB «I'JIEA®APM JIT» YKpaiHa,
Tabnetok y 6nictepi; 02092, m. Kuis, Bynuusa Anva-ATuHCbkKa, 6yamnHOK 58.
no 2, no 4 abo no 6 BBefeHHS 3MiH NpOTArom 6-Tu MIiCALIB MiCNs 3aTBEPMAKEHHS.
6nicTepiB y KAPTOHHIl 3MiHu | TUNY - 3MiHK Wopno 6e3nekn/edekTUBHOCTI Ta
ynakoBLi thapmakoHarnagy. BeegeHHs abo 3miHn [0 y3aranbHeHuX
AaHux Npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHux Npo cucTemy dapmakoHarnsgy, 3amiHa
YMOBHOBaXEHOT 0C06U, BigNOBIAaIbHOI 38 34iCHEHHSA
dhapmakoHarnsgy; KOHTakTHOi 0cobu 3 chapmakoHarnagy
3asBHUKA 419 34iiCHeHHA hapMakoHarnagy B YkpaiHi, Ko
BOHa BiIMiHHa Bif, yNTOBHOB&XXEHOI 0C06W, BiANOBIAA/IbHOI 3a
3[iiCHeHHs hapMakoHarisay (BK/IUYaloun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-haiina cucremu
hapmakoHarnisgy) - 3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXXEHOT
0Cco6u 3as1BHMKA, BiANOBIAA/IbHOI 32 34iICHEHHS
hapmakoHarnsgy. 3miHa Micus 37iiiCHEHHSI OCHOBHOT
OISNbHOCTI 3 hapmakoHarnsgy. 3MiHa MiCLEE3HaXOAKEHHS
MacTep-haiina cucteMu papmakoHarisay Ta ioro Homepa
304. | XINOTEN Tabnetku no 40 mr, no TOB YkpaiHa TOB "KYCYM Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHa 3as8BHUKa 3a UA/13322/01/02
10 TabneTok y "TNEADAP PAPM" (BnacHvKa peecTpauiintHoro noceigveHHs) (3rigHo Hakasy MO3 peyenmom
6nicTepi; no 3 MnaTg" Bifg 23.07.2015 Ne 460): 3atBepxeHo: TOB «KYCYM ®APM»

6nicTepy B KAPTOHHii
ynakosui; no 14
Tabnetok y 6nictepi;
no 2, no 4 abo no 6
6nicTepiB y KAPTOHHIN
ynaxoBLii

40020, YkpaiHa, Cymcbka o6nactb, M. Cymu, Byn. CkpsibiHa,
54 . 3anponoHoBaHo: TOB «[JIEADAPM NTA» YkpaiHa,
02092, m. Kuis, Bynmusa Anva-ATuHCbka, 6yamnHoK 58.
BBefeHHSA 3MiH NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAXKEHHS.
3MiHn | TURY - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta
dhapmakoHarnsgy. BeegeHHsa abo 3mMiHn o y3arasibHeHNX
[aHux npo cuctemy chapmakoHarnsgy (BBefeHHs
y3araslbHeHVX gaHnx Npo cuctemy papmakoHarnisay, 3miHa
YMOBHOBaXEHOT 0co6U, BiANOBIAAILHOT 3a 34iACHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobu 3 hapmakoHarnagy
3asBHMKa AN 34iCHEHHA ddapmakoHarnsagy B YKpaiHi, SKwo
BOHa BiIMiHHa BiJ, yNOBHOBaXEHOI 0CO6M, BiANOBIAA/ILHOI 32
3[jiCHEeHHs1 hapMakoHarsay (BK/IUYaUM KOHTaKTHI AaHi)
Ta/ab0o 3MiHM Y po3MiLLeHHI MacTep-haiina cuctemm
thapmakoHarnagy) - 3MiHa KOHTaKTHUX JaHWUX YNOBHOBAXEHO!
0co6u 3as1BHKKA, BiANOBIAA/ILHOI 32 34iiCHEHHS
dhapmakoHarnisgy. 3miHa Micusi 34iCHEHHs1 OCHOBHOT
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
AiSNbHOCTI 3 hapmakoHarnagy. 3MiHa MiCLLEe3HaXOMKEHHS
MacTep-chaiiia cucteMu papmakoHarisgay Ta ioro Homepa
305. | XINOTEN Tabnetku no 80 mr, no TOB YkpaiHa TOB "KYCYM Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3mMiHa 3asiBHUKa 3a UA/13322/01/03
10 TabneTok y "TNEADAP PAPM" (BnacHvKa peecTpauiinHoro noceigveHHs) (3rigHo Hakasy MO3 peyenmom
6nicTepi; no 3 M AaTa” Bia 23.07.2015 Ne 460): 3atBepmxeHo: TOB «KYCYM ®APM»
6nicTepy B KAPTOHHii 40020, YkpaiHa, Cymcbka 06nactb, M. Cymu, Byn. CkpsibiHa,
ynakosui; no 14 54 . 3anponoHoBaHo: TOB «JIEAPAPM NTO» YkpaiHa,
Tabnetok y 6nictepi; 02092, m. Kuis, Bynmusa Anva-ATuHCbka, 6yamnHOK 58.
no 2, no 4 a6o no 6 BBefieHHA 3MiH NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAXKEHHS.
6nicTepiB y KAPTOHHIN 3MiHu | TMny - 3MiHKM Wopo 6e3nekn/eddeKTUBHOCTI Ta
ynakoBLi thapmakoHarnagy. BeegeHHs abo 3miHM [0 y3arasibHeHuX
[JaHux npo cuctemy chapmakoHarnsgy (BBefeHHs
y3araslbHeHVX AaHnx Npo cuctemy apmakoHarnisay, 3miHa
YMOBHOBaXEHOT 0co6y, BiANOBIAaILHOT 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobu 3 hapmakoHarnagy
3asBHMKa AN 34ICHEHHA ddapmakoHarnsagy B YKpaiHi, SKwo
BOHa BiMiHHa BiJ, yNOBHOB&XXEHOI 0CO6M, BiANOBIAA/IbHOI 32
3[iiCHEeHHs1 hapMakoHarsay (BK/IUYaUM KOHTaKTHI AaHi)
Ta/ab0 3MiHM y po3MiLLEeHHI MacTep-haiina cuctemm
chapmakoHarnsgy) - 3miHa KOHTaKTHUX AaHVX YNOBHOBaXKEHOI
0co6u 3as1BHIKA, BiANOBIAA/LHOI 32 34iiCHEHHS
hapmakoHarniagy. 3miHa Micust 34iCHEHHS1 OCHOBHOT
[iSNbHOCTI 3 hapMakoHarisgy. 3MiHa MiCLLe3HaxX0AKEeHHS
mMacTep-haiina cuctemun chapmakoHarnsgy Ta moro Homepa
306. | X/TIOPO®INIMN | koHUeHTpaT ans ToBapucTtso Ykpaina KOHTPO/b AKOCTI, Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3mMiHa 3asBHUKA 3a UA/1556/04/01
T PO34MHY A5 iH €Ki, 3 BUNYCK cepil: (BnacHvika peecTpauiiHoro noceigyeHHs) (3rigHo Hakazy MO3 peyenmom
cnupToBUiA, 2,5 mr/mn, 06MeXeHo ToBapucTBo 3 Big 23.07.2015 Ne 460): BBeeHHSI 3MiH NPOTAroM 6-Tu MicsLUIiB
no 2 M1 B amnynax; no | Bignosiganb 0bMexeHo nicns satBepkeHHs. 3MiHu | Tuny - 3MiHK LWoAo
10 amnyn y navui 3 HiCTIO BiAMNOBIAA/IbHICTIO 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
KapTOHY; No 2 MN B "GapmauesT "[locnigHwii 3aBog, 3MiHM [0 y3arasibHeHMX AaHuX Npo cucTemy hapmakoHarnagy
amnyni; no 10 amnyn y nyHa "rHUCY, (BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemy
6nicTepi, no 1 KOMnNaHis YkpaiHa; BCi cTagji hapmakoHarnsgy, 3MmiHa ynoBHOBaXKeHoi 0cobu,
6nictepy y nauui 3 "3popoB'a” BUPOGHMLTBA, BiANOBIAA/ILHOI 3a 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
KapToHy KOHTPO/b AKOCTI, ocobu 3 hapmakoHarnsgy 3asBHvKa Ans 34iIMCHEHHSA
BUNYCK cepil: chapmakoHarnagy B YkpaiHi, AKLO BOHA BigMiHHA Bif,
ToBapucTBo 3 YNOBHOBaXXEHOT 0CO6U, BiANOBIAAILHOI 32 34iiCHEHHS
0bMexeHo hapmakoHarnsagy (Bkaovaouy KOHTakKTHI AaHi) Ta/abo 3MiHn y
BiAMNOBIAA/IbHICTIO pO3MilLEeHHI MacTep-ghaiina cucteMun papmakoHarnsagy) 3miHa
"®apmaueBTnyHa YNOBHOBAXEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
KOoMnaHis hapmakoHarnsg. [itoya pegakuis: MnakciHa OneHa
"3p0pos'a”, BonogumupisHa. NponoHoBaHa pepakuis: LesyeHko OneHa
YKpaiHa IropiBHa. 3MiHa KOHTAKTHMX AaHWUX YNOBHOBaXXEHOI 0CO6U
3asBHVKa, BiNOBiAaNbHOI 3a 34iICHEHHS dhapMakoHarnagy.
307. | X/IOPO®ININ | TabneTku no 12,5 mr: ToBapucTBo YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3MiHa 3asiBHUKa 6e3 UA/1556/01/02
T no 10 TabneTtok y 3 BUPOOHMLTBA, (BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peyenma
6nictepi, no 2 06MeXeHo KOHTPO/b SKOCTI, Big 23.07.2015 Ne 460): BBeeHHSI 3MiH MPOTArOM 6-Tn MicsUiB
6nicTepu y nauuj; no Bignosigasnb BUNYCK cepil: nicnsa 3aTBepixeHHs. 3MiHu | Tuny - 3MiHW Woa0
20 TabneTok y HICTIO ToBapucTso 3 6e3nekn/edpekTBHOCTI Ta hapMakoHarnsgy. BeegeHHs abo
6nicTepi, mo 1 "bapmaueBT 06MEXEHOK 3MiHM [0 y3arasibHeHVX AaHWNX NPo cucTemy hapmakoHarasgy
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
6nicTepy y nauui nyHa BIANOBIAA/LHICTIO (BBEAEHHSA Y3arasIbHEHUX JaHWX NMPO cucTemy
KOMMaHis "[locnigHwii 3aBog, hapmakoHarnsgy, 3MmiHa ynoBHOBaXKeHoi 0cobu,
"3p0poB’s" "rTHUNC", BiANOBIAA/ILHOI 3a 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
YkpaiHa; BCi cTagji 0co6u 3 hapmakoHarnsay 3asaBHUKa AN 34iIACHEHHSN
BMPOGHMLITBA, thapmakoHarnsgy B YKpaiHi, K0 BOHa BiAMiHHA Bif,
KOHTPO/b AKOCTI, YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 32 34iiCHEHHS
BUMNYCK Cepii: hapmakoHarnsagy (Bkaovaouy KOHTakKTHI gaHi) Ta/abo 3MiHn y
ToBapucTBO 3 pO3MilLEHHI MacTep-ghaiina cuctemun papmakoHarnsagy) 3miHa
06MeXeHo YNOBHOBA&XEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
BiANOBIAA/ILHICTIO thapmakoHarnsag. Aitoya pegakuis: MNnakciHa OneHa
"®apmMaueBTUYHa BonogmmupisHa. MponoHoBaHa pepakuis: LLeBueHko OneHa
KOMnaHis IropiBHa. 3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXXEHOI 0COo6YU
"3p0pos'a”, 3asBHUKA, BiAMNOBIAANbHOI 3a 3AiliCHEHHs hapmakoHarnagy
Ykpaina
308. | X/IOPO®ININ | TabneTkv no 25 mr: no | ToBapucTBO YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3mMiHa 3asBHUKA 6e3 UA/1556/01/01
T 40 TabneTok y 3 BMPOGHMLITBA, (BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peyenma
KOHTeliHepax 06MeXeHo KOHTPO/b SKOCTI, Big 23.07.2015 Ne 460): BBeieHHSI 3MiH NPOTAroM 6-Tu MicsLUiB
naactMacosux; rno 10 BignoBigab BWMNYCK Cepil: nicns sarBepkKeHHs. 3MiHu | Tuny - 3MiHK LWoAo
Tabnetok y 6nictepi, HiCTIO ToBapucTBO 3 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
no 2 6nictepu y nayyi; | "®apmauesT 06MeXeHo 3MiHM [0 y3arasibHeHUX AaHuX Npo cucTemy hapmakoHarnagy
no 20 TabneTok y nyHa BiANOBIAA/IbHICTIO (BBEAEHHSA y3ara/IbHEHNX AaHUX MPO CUcTemy
6nicTepi, no 1 KOMMaHis "[locnigHwii 3aBog, chapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0cobu,
6nictepy y nauui "3popoB’s” "rTHUICY, BiANOBIAA/ILHOI 3a 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
YkpaiHa; BCi cTagji ocobu 3 hapmakoHarnagy 3asBHvKa Ans 34iICHEHHSA
BMPOGHMLITBA, hapmakoHarnsgy B YkpaiHi, SKL0 BOHa BiAMiHHA Big,
KOHTPO/b SKOCTI, YNOBHOBaXEHOT 0CO6U, BiANOBIAAILHOI 32 34iiCHEHHS
BWMNYCK Cepil: hapmakoHarnsagy (Bkaovaouy KOHTakKTHI gaHi) Ta/abo 3MiHn y
ToBapucTBO 3 pO3MilLEeHHI MacTep-ghaiina cucteMun papmakoHarnsagy) 3miHa
06MeXeHo YNOBHOBA&XEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
BiANOBIAA/IbHICTIO thapmakoHarnsg. [itoya pegakuisi: MnakciHa OneHa
"®apmaueBTnyHa BonogmmupieHa. MponoHoBaHa pefakuis: LLeBueHko OneHa
KOMnNaHis IropiBHa. 3MiHa KOHTAKTHMX JaHWUX YNOBHOBaXXEHOI 0COo6YU
"3p0pos'a”, 3asBHMKA, BIANOBIAA/ILHOI 3a 34iiCHEHHA dapmakoHarnsagy
Ykpaina
309. | X/IOPO®ININ | po3umH cnupToBMiA, 10 MAT Ykpaina MNAT "Tannucapm” Ykpaina BHECEHHS 3MiH 40 peecTpaLiitHux maTepiasis: 3MiHu | Tuny - 3a UA/4551/02/01
T mr/mn, no 100 mny "Tanuudpap 3MiHK 3 akocTi. A®l. KoHTponb A®I. 3miHa y napameTpax peyenmom
donakoHi (cknsaHoMy M" cneuudikaLin Ta/abo fonyCTUMUX MEX, BU3HAYEHUX Y

ab60o nonimepHomy), no
1 chnakoHy B nayi; no
100 mn y 6aHuj, no 1
6aHuji B nayuj

cneumnagikauisx Ha A®Il, abo BUXigHWUIA/MPOMDKHWI
npoayKT/peareHT, L0 BUKOPUCTOBYOTLCA Y NPOLIEC
BUPO6HMLTBA AP (iHLWI 3MiHM) - BHECEHHSA 3MiH 40O MaTepianis
peecTpavuiiiHoro gocbe p. 3.2.S.4 KoHTtponb A®l, a came B
Cneupmdpikauito Ta MeToau KOHTpono ans APl ekcTpakT 3
NINCTSI eBKANINTY rycTuii 3a NOKa3HUKOM "Baxkki MmeTasin'":
KOHTPO/1b AAHOr0 NOKa3HMKa NPOMNOHYETLCA MPOBOAUTY 3riAHO
Bumor Aoy, 2.4.27.
Br3HaYeHHA NPOBOASTL METOLOM ONTUYHO-EMICIAHOT
CMEeKTPOMeTpIl 3 iHAYKUIHO 3B’A3aHO0 naasmotr (AdY 2.2.57).
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3assHuK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

CynyTHS 3MiHa
- 3MiHY 3 sKocTi. APl KoHTponb A®I. 3miHa y meTogax
BunpobysaHHA APl abo BMXiAHOrO MaTepiany/npomMiKHOro
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIEC
BMPOGHMLTBA ADI (iHLWI 3MiHM Y MeToAax BUNPOGYyBaHHSA
(BKNtOYatOUM 3aMiHy abo [0noBHeHHS) APl abo
BVXiAHOrO/NPOMIXXHOro NPOAYKTY)

310.

X10PO®ININ
T

po34uH cnupToBuii, 10
mr/mn, in bulk: no 100
My ch1aKoHi
CKNsiHOMY abo
nonimepHomy, abo
6aHui, no 48 6aHOK
a60 hnakoHiB y
KOpoo6i

MAT
"Tannudap
"

YkpaiHa

MAT "Tanuudapm”

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux MaTepiasis: 3MiHu | Tuny -
3MiHn 3 sikocTi. A®I. KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo foNyCTUMNX MEX, BUSHAYEHUX Y
cneumgikauisix Ha A®I, abo BUXigHWIA/NPOMKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLEC
BMPOGHMLTBA ADI (iHLI 3MiHM) - BHECEHHS 3MiH 40 MaTepianis
peecTpadiiiHoro gocke p. 3.2.S.4 KoHTposnb Adl, a came B
Cneuudpikauito Ta MeToay KOHTposo Ans APl ekcTpakT 3
NINCTS €BKaNINTy FyCTUiA 3a MOKa3HMKOM "Bavkki meTasin":
KOHTPO/b @HOT0 NOKa3HMKa NPOMNOHYETLCA NPOBOANTY 3riAHO
sumor 1dY, 2.4.27.

Bun3HaueHHA NpoBOAATbL METOA0M ONTUYHO-EMICIAHOT

CNEeKTPOMETPIT 3 iHAYKLHO 3B’s13aHOK0 Nnasmoto (AdY 2.2.57).

CynyTHS 3MiHa
- 3MiHM 3 siKocTi. APl KoHTponb A®I. 3miHa y meTogax
BunpobysaHHA APl abo BMXigHOrO maTepiany/npomMiKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLECi
BUpo6HMUTBa API (iHLWi 3MiHM Y MeToAax BUNpobyBaHHSA
(BKNtOYatOuM 3aMiHy abo fonoBHeHHS) APl abo
BMXiAHOrO/NPOMIXXHOro NPOAYKTY)

UA/9519/01/01

311.

LENEBPEKC
®

kancynu no 200 mr; no
10 kancyn y 6nictepi;
no 1, abo no 2, abo no
3 6nictepu y
KapTOHHI KopoobLi

AngxoH FOC
11ncC

CWA

Bupo6bHMuTBO
npenapary in bulk:
Heondhapma IHkK.,
CLUA,;
Brpo6HMLUTBO
npenapary in bulk:
Mdpaiizep
dapmactoTikans
NNC, CWA;
Bunyck cepii,
nakyBaHHs,
MapKyBaHHs,
KOHTPO/Ib AKOCTI
npu BUNYCKY:
P-®apm [xepmaHi
M6X, HimeuuunHa,;
MakyBaHHA,
KOHTPO/b/BUPOGYB
aHHSA cepii, BUNycK
cepii,

cuwA/
HimeyunHa

BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3MiHu | Tuny -
3MiHu 3 sKocTi. FoTOBWMIA NikapCbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYHThLCA
BUMYCKY Cepii Ta KOHTPOJIK0 AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo goAaBaHHS AiNbHUL, Ha AKil
3[iICHIOETLCS KOHTPOL/BUNPOGYBaHHS cepii) - AoAaBaHHSA
OYHKLT 3 KOHTPOMO/BMNPOBYBaHHSA cepii 415 3aTBEPIKEHOr0
BMpo6HuKa MNN3 Mdaizep PapmactoTikans /1/1C, CLUA
(Bupo6HuuTBO Npenapaty in bulk). BHeCeHHs peakTopCbKnx
npaBokK A0 PyHKLiT 3aTBepAXeHoro Bupo6Huka 13 Mdaiizep
MeHtodekuypuHr JouneHg M'vbX, HimeuunHa (BeegeHHs
3MiH NPOTArOM 6-TW MICALIB NIiC/1A 3aTBEPAXKEHHS)

3a
peyenmom

UA/4463/01/02
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n/n

Ha3ssa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3assHuK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

MapKyBaHHS:
Mdpaiizep
MeHtodhekuypuHr
[Joiiunens MveX,
Himeuunna

312.

LE®OCY/1bb
IH®

NOPOLLOK A4/151 PO3YUHY
Ons iv‘exuin, 0,5 r/0,5
r; 1 abo 5 cpnakoHiB 3
NOPOLLKOM Y
KapTOHHIA Kopoo6Li

MPO®APM
A
IHTepHeLLHN
TperguHr
Nimiten

ManbTa

XaynT ®apma
Nartiva C.p.n.

ITanis

BUMPAaB/IEHHS TEXHIYHNX NOMUIIOK, AONYLLEHNX NPK
nposefeHH npoueaypi peecTpauii, fka 3aTBepykeHa Haka3om
MO3 Ykpainuu Big 16.06.2014 Ne 400: B MKA 13 B po3ginax
"CepefHsl Mmaca"ta «OAHOPIgHICTE Mack» 6yn1o AonyLeHo
NMOMWJ/IKW: HEBIANOBIAHICTb iHGOpMaLii (pi3HOUNTaHHS) Y
MeXax 0fHOro fokyMeHTy: Creuudikalis. 3aTsepmpkeHa
pegakuisi: 4. CpegHsas maca. + 10 % OT cpefHeli Macchbl.
MponoHoBaHa pepakuis: 4. CepegHs maca. + 10 % Big
cepefHbOI Macu BMICTY doiakoHa. MeToau KOHTPOSIIO.
3aTBepaxeHa pegakuisi: 4. CpegHas maca. + 10 % ot
cpefHelt Mmaccbl cofepxmmoro hnakoHa. MNMponoHoBaHa
pepakuis: 4. CepegHsa Maca. + 10 % Big cepeHbOi Macu
BMiCTy hnakoHa. 5. OgHOPOAHOCTb Macchl. 3aTBepAXeHa
pepakuis: He 6onee gByx MHAUBMAYaIbHBIX Macc TabneTok
MOTYT OTK/IOHATLCA OT CpefHei macchl 6onee yem Ha + 5 %.
Mpy 3TOM HM ofHa MHAMBUAYaIbHaA Maca He AOo/KHa
OTK/IOHATLCSA OT cpefHel macckl 6onee, yem Ha + 10 %.
MponoHoBaHa pefakuisn: 5. OgHopigHICTL Macu. He 6inbLue
[ABOX iHAVBIAYaIbHUX Mac h1akOHIB MOXYTb BiAXWIATUCS Bif,
cepeAHbOi Macy 6inbL HiX Ha + 10 %. Mpu uboMy XoaHa
iHAMBIAyasibHa Maca He NOBUHHA BIAXWIATUCA Bif cepefHbol
mMacu 6inbLu Hix Ha + 20 %

3a
peyerimom

UA/9805/01/01

313.

LE®OCY/1Ibb
IH®

MOPOLLOK A/ PO3UUHY
ans id'exkuid, 1r/ir; 1
a60 5 hnakoHiB 3
MOPOLUKOM Y
KapTOHHIlA KopooLi

NMPO®APM
A
IHTepHeLuHN
TperguHr
Nimiten

ManbTa

XaynT ®apma
Nartina C.p.n.

ITanisa

BUMpPaB/IEHHS TEXHIYHUX MOMUIIOK, AOMYLLEHNX NPK
npoBefieHHi npoLeaypi peecTpaldiii, sika 3aTBepxeHa Haka3om
MO3 Ykpainu Big 16.06.2014 Ne 400: B8 MKA N3 B po3ainax
"CepefHs Maca'ta «OfHOpPIAHICTE Macu» 6yno fonyLweHo
NMOMUIKK: HEBIANOBIAHICTL iHChopMaLi (pi3HOUNTaHHS) Y
MeXax OHOro AOKyMeHTY: MeToAn KOHTPOH0. 3aTBepaKeHa
pepakuisi: 4. CpegHsis maca. + 10 % oT cpefHeii Macchbl
cogepxumoro tnakoHa. MNMponoHosaHa pepakuis: 4. CepefiHa
maca. + 10 % Big, cepefHbOI Macu BMICTY doiakoHa. 5.
OAHOPOAHOCTL Macchl. 3aTBeppkeHa pegakuis: He 6onee
[ABYX UHAMBUAY&/TbHbIX MAcc TabNeToK MOryT OTK/TIOHATLCA OT
cpefHeit maccbl 6onee yem Ha + 5 %. Mpy aTOM HW O0fHa
VHAVBUAYa/IbHAA Maca He [o/MKHa OTKNOHATLCA OT cpefHe
mMaccol 6onee, yem Ha + 10 %. MponoHoBaHa pepakuis: 5.
OpHopigHicTb Macu. He 6inblue ABOX iHAMBIAYanbHUX Mac
h1aKoHIB MOXYTb BigXUIATUCS Bif cepeAHbol Mach GinbLu HX
Ha + 10 %. Mpun uboMy XOAHa iHAMBIAyalbHa Maca He
MOBWHHA BiAXWIATUCS Bif cepefHboi Macy 6inbLu Hix Ha + 20
%

3a
peyenmom

UA/9805/01/02

314.

LIMKNOXEH

nak Ans Hirtis
nikyBasnibHWiA, 80 mr/r

NMPO®APM
A

ManbTa

CEPPA MAMIEC,
C.A.

IcnaHis

BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: * 3MiHu | Tuny -
AZMiHiCTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo agpecu

6e3
peyenma

UA/17436/01/01
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
no 3 r naky y gonakoHi, IHTepHeLHN MicLsi NPOBaMKEHHS AisSiNIbHOCTI BUPOGHMKa/imnopTepa
no 1 dpiakoHy B TperguHr rOTOBOrO JliKapCbKoro 3acoby, BK/IYaoUn AiNlbHUL BUMYCKY
KapTOHHIlA KopooLi NimiTen cepii abo MicLe NpoBefeHHS KOHTPO/IO AKOCTI. (BiSNbHICTb, 3a
AKY BiAnoBiAae BUPOGHUK/IMNOPTEP, BK/IKOYAOUM BUNYCK Cepiit)
(A.5. (a) I1AHN)
YTOUYHEHHSA HaliMeHyBaHHSA BUPOOHMKa Ta agpecy Micus
npoBafKeHHA AisbHOCTI BUpo6Huka TABOPATOPIOC
CEPPA MNAMIEC, C.A., IcnaHisi, 6e3 3MiHK Micus
po3TallyBaHHA BUPOOHUYOI AiNbHULI, BiANOBIAHO 4O HOBOrO
ceptudpikaty GMP BMpo6HUKa. Bei BUpobHUYi onepauii
3a/IMWATbCA HE3MIHHUMMW. 3MiHM BHECEHI B iHCTPYKL,il0 ANs
MeAMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby y po3ginu
"BupobHuk", "MicLesHaxomkeHHs BUPO6HMKa Ta agpeca Micus
NPOBa)KEHHS MNOro Ais/IbHOCTI" 3 BiANOBIAHUMM 3MiHAMY B
TEKCTi MapKyBaHHS yNakoBOK.
315. | UWAPENAKC Kpanni O4Hi, PO34¥H Mo TOB YkpaiHa K.O. Pomcbapm PymyHis BHECEHHS 3MiH [0 peecTpauliinHMxX maTepiasis: 3MiHa 3asBHMKa 3a UA/17526/01/01
10 mr/Mn Mo 5 mny "YOPNA, KomnaHi C.P.J1. (BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peyenmom
nakoHi-kpanensHuui; | MEULINH" Bifg 23.07.2015 Ne 460) TepmiH BBeZ,eHHSA 3MiH NPOTAroMm 6

no 1 dpnakoHy-
KpanesnbHuLi B
KapTOHHIlA KOpooLi

MiCSILB NiCNsA 3aTBEPAYKEHHS; 3MiHM | TMNy - 3MiHW Woa0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHVX AaHNX Npo cucteMy hapMakoHarnagy
(BBEAEHHS y3arasibHEHMX AaHUX NPO cUcTeMy
chapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0cobu,
BiANOBIAA/ILHOI 3a 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
0cobu 3 hapmakoHarnsay 3asiBHvKa 405 34iINCHEeHHS
hapmakoHarnsgy B YkpaiHi, SKL0 BOHa BiAMiHHA Big,
YNOBHOBaXEHOT 0CO6U, BiANOBIAAILHOI 32 34iiCHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTakKTHI gaHi) Ta/abo 3MiHn y
po3MmilLeHHi MacTep-ghaiina cucteMmu hapmakoHarnsagy) -
3MiHa YNOBHOBaXXeHOT 0CO6M 3asiBHUKA, BiANOBiLaIbHOI 3a
thapmakoHarnag. ditoya pegakuis: Casiwesa Jlapuca /
Savishcheva Larisa. MNponoHoBaHa pegakuyis: Myano MaHHa
CraHicnasiBHa. 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT
0cobu 3asBHMKA, BiANOBIAAIbHOT 3a hapmakoHarnsag,. 3miHa
Micu$ 34iiCHEHHS OCHOBHOI AisiNIbHOCTI 3 dapmakoHarnsgy.
3MiHa MicLe3HaxoMKeHHs1 MacTep-haiina cucremu
thapmakoHarnagy; 3miHu | Tuny - 3miHu Wwoao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu) -
OHOB/IEHHS TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro 3acoby
3 BHECEHHAM iHdhopmaLii WoA0 3a3HaYeHHs OANHULLb
BVMIipIOBaHHS y cuctemi Sl. TepmiH BBEEHHS 3MiH NPoTArom 6
MicsILiB Micns 3aTBepAKEHHS

B.o. I'enepanbHoro supexkropa /lupekropary
(apmaneBTUYHOTO 3a0e3meyeHHs

Isan 3AIBOPHUMX




156



157

Moparok 4

/o Haka3zy MiHicTepcTBa 0X0poHHU

3/10pOB’st Ykpaiau «Ilpo Jiep)KaBHY
peecTpaniiio (mepepeecrpariifo) JIiKapCbKHX
3aco0iB (MeguuHNX iMyHoOGioToriunnx
npenapariB) Ta  BHeCeHH 3MiH [0

peecTpaniiHIX MaTepiatiB»

Big 05 TpaBHA 2022 poky Ne 753

NEPENIK
NIKAPCbKUNX 3ACOBIB, SKUM BIAMOB/IEHO B AEP)XABHIN PEECTPALYJI, MEPEPEECTPALLII TA BHECEHHS 3MIH 4,0 PEECTPALUINHNX MATEPIANIB
Ne Hassa dopma sunycky 3asaBHUK KpaiHa Bupo6HUK KpaiHa liocmasa Mpoyedypa
n/n JNliKapcbKo20
3acoby
FABAMEHTUH MOPOLLIOK MpAT YkpaiHa LU3AHICI Kntaii 3acigaHHs BigmMoBUTM y 3aTBEpPAKEHHI:

KpucTanivyHmi "TexHonor" CNHEPXN HTP Ne08 Big . . . . . . . .
(cy6eTanyis) B ®APMACBLIOTIKAN 23.03.2022 3MiHM | Tuny - 3MiHnM 3 fAkocTi. CepTtudikar BignosigHocTi/IE-cepTudikat
NOABIMHIX KO., N4 BiNOBIAHOCTI €Bponelicbkiii hapmakonei/moHorpadii. MogaHHA HoBoro a6o

nakeTax i3 nnisku
nonieTnnNeHoBoi
ons
hapmaLeBTUYHOr
0 3aCTOCYBaHHs

OHOB/IEHOrO  cepTudiikata BignoBigHOCTI abo  BWAYYEHHs  cepTudikata
BiANoBiAHOCTI €Bponeiickkili hapmakonei: ana Adl; ana BuxigHoro martepiany/
peareHTy/ NPOMIKHOTO MPOAYKTY, L0 BUKOPUCTOBYIOTLCS Yy BUPOOHMLTBI ADI;
Ona JOMOMDKHOI  peyoBuMHM  (cepTuddikaT  BiAMOBIAHOCTI  EBpOMENCHKIi
thapmakonei) - HoBuii cepTuddikaT Bif Bxe 3aTBepxeHoro BupobHuka (B.111.1.
(@)-1 IAHN) - nopaHHA HoBoro CepTudiikaTa BIANOBIAHOCTI EBpONENRChKii
thapmakonei RO-CEP 2019-343-Rev 00 Bif BXe 3aTBEep)KEHOro BUPOOHUKA
JIANGXI SYNERGY PHARMACEUTICAL CO., LTD., China.

3anponoHoBaHuii CEP RO-CEP 2019-343-Rev 00 Bif BXe 3aTBEPOKEHOr0O
BupobHuka JIANGXI SYNERGY PHARMACEUTICAL CO., LTD., China,
CTOCYETbCA iHWOro cnocoby BupobHuuTBa A®l, a came Gabapentin Process II,
Takum 4YmHom, 3aMiHa CEP R1-CEP 2011-264-Rev 00 Ha CEP RO-CEP 2019-
343-Rev 00 gns MabaneHTWHyY, NOPOLLIOK KpUCTanivyHWil He Bignosigae npoueaypi
BHECEHHS 3MiH.

B.o. I'enepanbHoOro gupexkropa /lupekropary
(hapmanieBTUUYHOT0 3a0e3neueHHs

Isan 3AZAIBOPHUX
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