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[Ipo mep>kaBHY peecTpariito
(rlepepeecTpailito) TiKapCbKUX 3aco0iB
(MegUUHUX iIMYHOOi0OTTUHMX
ripernapariB) Ta BHECEHHS 3MiH /10
peecTpaljiiHiX MaTepia’iiB

BignosigHo g0 cratti 9 3akoHy YkpaiHu «IIpo sikapceki 3acobu»,
nyHKTIB 5, 7, 9, 10 Ilopsaky [epskaBHOI peecTpallii (mepepeecTpaiiii) JliKapCbKHUX
3acobiB, 3aTBepykeHOro moctaHoBoro Kabinety MiHicTpiB YKpainu Bif 26 TpaBHS
2005 poky Ne 376 «IIpo 3arBepgkenHs Ilopsaky Jep)kaBHOI peecTpaLil
(riepepeecTpaiiii) MiKapcbKUX 3aco0iB i po3MipiB 300py 3a iX JepkaBHY peecTpailito
(mepepeecTpatiito)», ab3auy TpualsToro mianyHkTy 10 nyHKTY 4 IToso)eHHs TIpO
MiHicTepcTBO OXOPOHM 3/]0POB’sl YKpaiHH, 3aTBep/KeHOoro moctaHoBor KabiHety
Minictpie Ykpainu Big 25 6epesnsi 2015 poky Ne 267, Ha mifcTaBi pe3y/bTaTiB
eKCITIepTHU3U  PeEeCTpalliiHuX  MaTepialiB  JHiKapCbKUX  3aco0iB  (MeAUUHUX
iMyHOGionoriyHMX TIperapariB) Ta KOHTPOJIFO SIKOCTi THX, IT0 TO/laHi Ha JeprKaBHY
peecTpaijito  (TlepepeecTpaiiito), MpoBeJeHUX  Jlep>)KaBHUM  TIiJINIPUEMCTBOM
«/lep>kKaBHUM eKCIepTHUM LieHTp MiHicTepcTBa OXOpPOHU 3[0POB’ST  YKpaiHW»,
BHUCHOBKIiB I[0fI0 e(eKTHBHOCTi, 0Oe3MeuHoCTi Ta SKOCTi J/iKapCchbKOro 3aco0y
(MeguuHOrO iMyHOOiO/IOTiUYHOrO IIperapary), pPeKOMeHAarii Horo [0 aeprkKaBHOI
peecTpaliii (TlepepeecTpallii) Ta BHeCEeHHs 3MiH [0 peeCTpaL[iiHUX MaTepialiB

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCTH /0 Jlep>KaBHOTO DPeECTPY JiKapChbKUX 3acobiB
YKpaiHM fiKapchbKi 3acobu (MeauuHi iMyHOOiosOriuHi TpermapaTH) 3rifHO 3
riepesikoM (JoAaTok 1).

2. [lepepeecTpyBaTH Ta BHECTU /10 Jlep>KaBHOT'O peECTPY JiKapChbKUX 3aco0iB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOiosoriuHi mperapatv) 3rigHO 3
riepesikoM (JoAaTokK 2).

3. BHectn 3MmiHM [0 peecTpauiHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
miKapchKMX 3acobiB YKpaiHM Ha JTKapcekKi 3acobu (MeauuHi imMyHOOiosoriudi
TriperapaTy) 3TriJJHO 3 MepesiikoM (JOoAaToK 3).
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4. BimMOBUTH Yy [ep>KaBHiM peecTpaliii/riepepeecTpallii Ta BHECEHHI 3MiH [0
peecTpaliiHuX MarepiasiB Ta Jlep>kaBHOTO DeECTPYy JIiKAapChKUX 3aco0iB YKpaiHu
MKapChbKHUX 3aCO0iB 3TiIHO 3 TIeperikoM (701aToK 4).

5. KOHTpO/1b 32 BUKOHaHHSAM LIbOT'O HaKa3y IOK/IaCTy Ha 3acTyrnmHUKa MiHicTpa
Inuka P.P.

B.o. MinicTpa Y. CYIIPYH



BHOCATbLCA A0 AEP)XABHOIO PEECTPY NIIKAPCbKUX 3ACOBIB YKPAIHU

NEPENIK
3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIOJTIOINYHUX MPENAPATIB), AKI

Jopartok 1

[0 Hakasy MiHicTepcTBa OXOPOHU
3A0poB’A YKpaiHu
06.07.2018 Ne 1270

Ne

Ha3sBsa nikapcbko2o

3asiBHUK

®dopma surnycky KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢popma, Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsio4yeHHs
1. | APTOKCAH niodpinizaT 419 po3UnHy YOPNL Mpysis Mecpap Inay Ca-. TypeuunHa peecTpauisi Ha 5 pokis 3a He UA/16802/01/01
ONs iH ek no 20 mry MEOVUWVH NTA, A.LL. MepioAnYHICTb NOAAHHSA pPerynspHO peuyenmom nionseae
dnakoHax Ne3 'y OHOB/IOBAHOTO 3BITY 3 6e3neku
KOMMAEKTI 3 BiANOBIAHO A0 MNopsAaKy 3A4iCHEHHS
pO34MHHKKOM (BOAA ANA dhapmakoHarnsgy, 3aTBepkeHoro
iH eKLjil) no 2 mn B Haka3oMm MiHicTepcTBa OXOPOHM
amnynax Ne3 300pO0B’sA YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuLii YkpaiHn 19
rpyaHs 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340pPOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3i CTpoOKamu,
3a3HavYeHMN Y NepiognUYHOCTI
NOAAHHSA PerynsipHuX 3BiTiB 3
6esneku.
2. | BNEOMILUUHY nopoLuUok (cybcTaHuis) y TOB "tOpis- YkpaiHa XKesHr XicyH Kutaii peecTpauist Ha 5 pokis - He UA/16803/01/01
CYNb®AT noAaBiliHMX Papm” dapmachboTikan niosisi2ae
nonieTuIeHoBMX KO., NT4
naketax gns
thapmauleBTUYHOTo
3acTOCyBaHHSA
3. | NIOPA3ENAM-3H Tabnetkn no 2,5 mr Nel0 ToBapucTBO 3 Ykpaina ToBapucTBo 3 Ykpaina peecTpauist Ha 5 pokis 3a He UA/16804/01/02
(10x1), Ne20 (10x2), o6MexeHo 06MeXeHoH peyenmom niossieae
Ne30 (10x3), Ne50 BiANOBIAA/IbHICT BiANOBIAAILHICTIO MepioAnYHICTb NOAAHHS PEryNspHO
(10x5) y 6nicTtepax y 10 "XapkiBcbke "XapkiBcbke OHOBJ/OBAHOTO 3BITY 3 6e3nekn
Kopoo6Li hapmaueBTuyHe hapmaueBTuyHe BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
nignpremMcTBo nignNpUeEMCTBO chapmakoHarnsgy, 3aTBepkeHoro
"3p0poB'A "3p0poB'a Hapoay" Haka3oMm MiHicTepcTBa OXOPOHM
Hapoay" 3[10pOB’s YKpaiHu Big 27 rpyaHs




Ne Ha3sBsa nikapcbko2o Popma surnycky 3asasHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, Bionycky aHHs peecmpayjiliHo2o
YnakoBsKa) nocsioYyeHHs1
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuLji YkpaiHn 19
rpyaHs 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 340pPOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTpoKamu,
3a3HayYeHMN Y NepiognYHOCTI
NOAAHHSA PerynspHuX 3BiTiB 3
6e3neku
4. | NOPA3ENAM-3H Tabnetkn no 1 mr Nel0 ToBapucTBO 3 Ykpaina ToBapucTBO 3 Ykpaina peecTpauist Ha 5 pokis 3a He UA/16804/01/01
(10x1), Ne20 (10x2), o6MexeHo obMexeHo peyenmom niossieae
Ne30 (10x3), Ne50 BiANOBIAA/IbHICT BiANOBIAAILHICTIO MepioAnYHICTb NOAAHHS PErysipHO
(10x5) y 6nicTtepax y 10 "XapkiBcbke "XapkiBcbke OHOBJ/OBAHOTO 3BITY 3 6e3nekn
Kopoo6Li hapmaueBTuyHe hapmaueBTuyHe BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
nignpremMcTBo nignNpUeEMCTBO chapmakoHarnsgy, 3aTBepkeHoro
"3p0poB's "3p0poB'a Hapoay" Haka3oM MiHicTepcTBa OXOPOHM
Hapogay" 3[,0p0B’A YKpainu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuLji YkpaiHn 19
rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 340pPOB’SA YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBMWTb: 3riAHO 3i CTpOKamu,
3a3HayYeHMU y NepiognyYHOCTI
noJaHHsA perynsapHuxX 3BiTiB 3
6e3neku
5. HATPIKO TAKTATY | po3suuH (cybcTaHuis) B FANAKTIK C.A. Benbris BMPOGHULITBO Benbrist peecTpauisi Ha 5 pokis - He UA/16805/01/01
60% PO34MH nonieTuNeHoBmX NPOMIXXHOro nionseae
KOHTelHepax ans NPoOAyKTY:
hapmaueBTUYHOIO FANTAKTIK C.A.,
3aCTOCyBaHHSA Benbris
BMPOGHMULITBO
KiHUeBoro Adl:
FANAKTIK C.A.,
Benebris
6. PO3YNIN® NncC Kancynu Teepgi no 40 3AT YropwmHa NOBHUIA LMK YropwmHa peecTpauist Ha 5 pokis 3a He UA/16806/01/01
Mr/10 mr Ne 30 (10x3) y PapmaueBTUYHU BMPOBHMLTBA, MepioAnYHICTb NOA4AHHS PEryspPHO peyernmom nionseae
6nictepax 1 3aBog ElC BK/TOHAI0UM BUMYCK OHOB/THOBAHOrO 3BITY 3 6e3nekn
cepi: BiANOBIAHO A0 MopsAaKy 3A4iNCHEHHS
3AT hapmakoHarnsay, 3aTBepLKeHoro
dapmaueBTUYHNI Haka3oM MiHicTepcTBa OXOPOHHM
3aBog ElC 34,0p0B’s YKpainu Big 27 rpyaHs




Ne Ha3sBsa nikapcbko2o Popma surnycky 3asasHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, Bionycky aHHs peecmpayjiliHo2o
YnakoBsKa) nocsioYyeHHs1
YropumHa 2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuLji YkpaiHn 19
NOBHUIA LMK rpyaHs 2016 poky 3a Ne 1649/29779
BUPOBHULTBA, (y pepakuii Hakasy MiHicTepcTBa
BK/IHOYat04M BUMYCK OXOPOHU 340pPOB’A YKpaiHu Big 26
cepii: BepecHs 2016 poky Ne 996),
3AT CTaHOBUTb: 3riAHO 3i CTpoKamu,
dPapmaueBTUYHNI 3a3HayYeHMN Y NepiognYHOCTI
3aBopg, ErIC, NOAAHHSA PerynspHuX 3BiTiB 3
YropuwuHa 6e3nekn
7. PO3YNIN® NncC Kancynu Teepgi no 20 3AT YropwmHa NOBHUIA LMK YropwmHa peecTpauist Ha 5 pokis 3a He UA/16807/01/01
Mr/10 mr Ne 30 (10x3) y dPapmaLeBTUYHN BUPOBHMLTBA, MepioAnYHICTb NOAAHHS PErysipHO peuyenmom nionseae
6nicTepax i 3asog ElC BK/1OYAI0UM BUMYCK OHOB/IIOBAHOrO 3BITY 3 6e3neku
cepi: BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
3AT hapmakoHarnsay, 3aTBepKeHoro
dapmaueBTUYHNI Haka3oM MiHicTepcTBa OXOPOHM
3aBog ElC 3[,0p0B’A YKpainu Big 27 rpyaHs
YropumHa 2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuLji YkpaiHn 19
NOBHUIA LMK rpyaHsa 2016 poky 3a Ne 1649/29779
BUPOBHULTBA, (y pepakuii Haka3y MiHicTepcTBa
BK/IHOYa04M BUMYCK OXOPOHU 340pPOB’SA YKpaiHu Big 26
cepi: BepecHs 2016 poky Ne 996),
3AT CTaHOBMWTb: 3riAHO 3i CTpOKamu,
dapmaveBTUYHNI 3a3HayYeHMU y NepiognyYHOCTI
3aBog, ErIC, noJaHHsA perynsapHuxX 3BiTiB 3
YropwuHa 6esneku.
8. PO3YNIN® NncC Kancynu Teepgi no 10 3AT YropwmHa NOBHUIA LKA YropwmHa peecTpauist Ha 5 pokis 3a He UA/16808/01/01
Mr/10 mr Ne 30 (10x3) y PapmaueBTUYHU BUPOBHULTBA, MepioAnYHICTb NOAAHHS PErynspHO peyernmom nionseae
6nictepax i 3aBog ElC BKJ/THOYAIOUN BUMYCK OHOBJ/IOBAHOTO 3BITY 3 6e3nekn
cepi: BiANOBIAHO A0 MNopsAaKy 3A4iACHEHHS
3AT hapmakoHarnsay, 3aTBepaKeHoro
dapmaLleBTUYHNI Hakazom MiHicTepcTBa OXOPOHM
3aBog ElC 3[0pOB’SA YKpaiHu Big 27 rpyaHs
YropLmHa 2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuLji YkpaiHn 19
NOBHUIA LKA rpyaHsa 2016 poky 3a Ne 1649/29779
BMPOGHULITBA, (y pepakuii Hakasy MinicTepcTBa
BK/1HOYA04M BUMYCK OXOPOHW 340pPOB’SA YKpaiHu Big 26
cepi: BepecHs 2016 poky Ne 996),
3AT CTaHOBUTB: 3riHO 3i CTpOKamu,
dapmaleBTUYHNI 3a3HavYeHMK1 y NepiognYHOCTI
3asog ETIC, noJaHHA perynspHux 3BiTiB 3




Ne Ha3sBsa nikapcbko2o Popma surnycky 3asasHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, Bionycky aHHs peecmpayjiliHo2o
YnakoBsKa) nocsioYyeHHs1
YropuHa 6e3neku.
9. | TIOKTOBA nopoLuUok (cybcTaHuis) y MpAT «[Mo Ykpaina OnoH C.n.A. ITanis peecTpauist Ha 5 pokis - He UA/16674/01/01
(a-TINOEBA) noAgiliHnx BUPOBHULTBY nionseae
KNCNOTA nonieTuIeHoBmxX iHCyniHiB "IHoap"
naketax gns
thapmaLeBTUYHOrO
3aCTOCYBaHHS
10. | TPAUMETAKOP TabneTkn, BKpUTI AngoreH IMNKo Tokcembypr C.K. NTabopwmep- PyMyHis peecTpauist Ha 5 pokis 3a He UA/16809/01/01
NNiBKOBOIO 060/IOHKOIO 3 C.ap.n Papma C.A. MepioAnYHICTb NOAAHHS PErynspHO peyernmom nionseae
MoguchikoBaHUM OHOBJ/IOBAHOTO 3BITY 3 6e3nekn
BUBI/IbHEHHAM M0 35 Mr, BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
no 10 TabneTok y hapmakoHarnagy, 3aTBepayKeHoro
6nictepi, no 3 abo 6, Hakazom MiHicTepcTBa OXOPOHM
ab6o 10 6nicTepiB B 3[10p0B’A YKpaiHu Big 27 rpyaHs
ynakoBLi 2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuLji YkpaiHn 19
rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340pPOB’SA YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBUTB: 3riHO 3i CTpOKamu,
3a3HavYeHMK1 y NepiognYHOCTI
noJaHHsA perynsapHux 3BiTiB 3
6e3neku.
11. | ®ENI3C TabneTku, BKpUTI ToppeHT IHAis ToppeHT IHAis peecTpauisi Ha 5 pokis 3a He UA/16810/01/01
NNiBKOBOIO 060/I0HKOIO, dapmacboTikasn dapmacbloTikasc peuyenmom nionsieae
no 10 mr Nel10 (10x1) y c it Nt
6ricTepax
12. | XOnNIHY pianHa (cybcTaHuin) y MAT "KuiBcbkuii Ykpaina LaHxaii LLnHaek KuTaii peecTpauist Ha 5 pokis - He UA/16811/01/01
ANb®OCLEEPAT nakeTax noTpiiHMX BiTaMiHHWI dapmacbloTikan nionsizae
nonieTuneHoBmx s 3aBog" (XavimeH) Ko., /T4,
thapmaLeBTUYHOro
3aCTOCYBaHHS
13. XOHAPOITUH nopoLuUoK (cybcTaHuis) y NMPAT Ykpaina IHHO BioTexHonooxi KuTaii peecTpauist Ha 5 pokis - He UA/16835/01/01
CYNb®AT HATPIKO | naketax noABiliHUX "PITOPAPM" Ko., NTa. nionseae
noneTuneHoBmx A4nas
thapmaueBTUYHOro
BUKOPUCTaHHS
14. LIMHXOKAIHY KpUCTaiyHUIA NOPOLLIOK TOB "TK Ykpaina BMPOBHMLTBO, LLiBeliyapis peecTpauisi Ha 5 pokis - He UA/16812/01/01
rigpoxnoprup (cybcTaHuis) "ABPOPA" ynakoBKa, KOHTPO/1b / nionseae
MiKpOHi30BaHuii abo cepii: PpaHLin
HEMIKpPOHI30BaHWi y dapmacuHTes,
naketax noAginHuUX PpaHuis;
nonieTuIeHoBux Ans MiKpOHi3av,is:




Ne Ha3sBsa nikapcbko2o ®opma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, Bionycky aHHs peecmpayjiliHo2o
YnakoBsKa) nocsioYyeHHs1
hapmaLeBTUYHOIO Mikpo-MaciHasiioHe
3aCcTOCyBaHHA C.A., Wseliuapis;

MiKpOHi3aw,is:
Mikpo-MaciHasiioHe
C.A., Wseliyapisi;
MiKpOHi3aw,is:
Nab6-Cepsic C.A,,
PpaHuis

HayanbHuK YnpasniHHA hapmayeBTUYHOT

[IANBHOCTI Ta AKOCTI (papmaLeBTUYHOT NPOAYKLiT

T.M. NACKOBCbKUn




NMEPENIK

AopaTok 2

[0 Haka3y MiHicTepcTBa OXOpPOHMU
3[00pOB’A YKpaiHu
06.07.2018 Ne 1270

NMEPEPEECTPOBAHUX NNIKAPCbKNX 3ACOBIB (MEAUNYHUX IMYHOBIONOTYHUX MPEMNAPATIB), AKI

BHOCATLCA A0 AEP)XABHOIO PEECTPY NIIKAPCbKUX 3ACOBIB YKPAIHU

Ne n/n Hassa ®Popma sunycKy 3asasHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
JliKapcbKo20 (nikapcbka ghopma, Bionycky HHS1 peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
1. AHTUKATAPAN NOPOLLIOK ANsi CninbHe YkpaiHa Ankana ®apma, Icnanis MepepeecTpauis Ha Bes peyenma mizyisirae UA/7810/01/01
OpasibHOro Po3ynHy, no YKpPaiHCLKO- C.. HEOOMEXEHUI TEPMIH.
10 nakeTuKiB 3 icnaHcbke 3MiHM Wwoao
MOPOLLKOM Y mauui 3 niANpMEMCTBO 6e3nekn/edeKTMBHOCTI Ta
KapTOHY "Cnepko hapmakoHarnsgy. 3miHa y
YkpaiHa" KOPOTKili XapakTepucTuL,i

nNiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ans
MeAMYHOT0 3aCTOCYBaHHS Ha
nigcraBi perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby,
abo JocnigxeHb 3 6e3nekn
3aCTOCYBaHHSA NiKapCbKoro
3acoby B nicsipeecTpayinHnin
nepiog, abo sk pesynbtart
OL}iHKM 3BITY 3 AOCNIAKEHD,
npoBeAeHuX BifgNoBigHO A0
nnaxy negiatpuuHnx
pocnipkeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) -
3MiHV BHeceHOo A0 [HCTpyKu,i
AN MeAUYHOT0 3aCTOCYBaHHS
nikapcbkoro 3aco6y Ao
po3ainis "MNpoTunokasaHHs",
"B3aemogis 3 iHWmMu
nikapcbkMKM 3acobamm Ta iHLWi
BUAW B3aeMogii",
"Oco6MBOCTI 3aCTOCYBaHHA",




Homep

Ne n/n

Ha3ssa
JNliKapcbKo20

Popma BumnycKy
(nikapcbka gpopma,

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

Peecmpayitina npoyedypa

Ymosu
BionyckKy

Pexnamysa
HHS

peecmpayjiliHo2o
nocsio4yeHHs

3acoby

ynakoska)

"3acTocyBaHHSA y nepios
BariTHOCTi ab0 rogyBaHHs
rpypat”, "MepenosysaHHS",
"Mo6ivHI peakuii" BigNOBIgHO
[0 OHOBMEHOI iHGhopMai 3
6e3nekun girounx Ta
[OMNOMIKXHUX PeYOBUH
nNikapcbKoro 3acooby.
MepiognyHIiCTb NoAaHHSA
perynsipHo OHOB/HOBAHOTO
3BiTYy 3 6€3nekun BigNoBiAHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakasom
MiHicTepcTBa 0XOpoHU
3[10pOB’A YKpaiHuu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YkpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Bif, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHuMn y
nepioguYHOCTI MoAaHHS
perynsipHux 3BiTiB 3 6e3neKku.

niossieae

UA/8619/01/01

BOPOMEHTON

Masb no 25 r y Ty6i
antoMiHieBii; no 1 Ty6i B
nauui 3 KapToHy; no 25 r
y Ty6ax asitoMiHieBUX

TOB
"TepHodapm"

YkpaiHa

TOB
"TepHodapm"

YkpaiHa

MepepeecTpauis Ha
HeobMeXeHWli TepMiH.
3MiHu | TNy - 3MiHK Woa0
6e3nekn/epeKTNBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuL,i
nNiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcrasi perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby,
abo JocnigxeHb 3 6e3nekn
3aCTOCyBaHHSA NiKapCbKoro
3acoby B nic/sipeecTpaviiHnii

nepiog, abo sk pesynoTart

OLIHKM 3BITY 3 AOCNIKEHb,

6e3 peyenma
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Ne n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma BumnycKy
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

Peecmpayitina npoyedypa

Ymosu
BionyckKy

Pexnamysa
HHS

Homep

peecmpayjiliHo2o

nocBi04Y€eHHs1

npoBefieHrX BigNoBigHO A0
nnaHy negiatpuyuHnx
pocnipxeHs (PIP) (3miHy
Y3rOXEHO 3 KOMNETEHTHUM
YMNOBHOB&XEHVNM OpraHom) -
3MiHN BHECEHO A0 IHCTPYKL,i
AN MeANYHOro 3acTOCyBaHHs
NiKapcbKoro 3acoby Ao
posgainy
"Mepeno3yBaHHA"BIANOBIAHO
[,0 OHOBNEHOI iHGhopMai 3
6e3nekn 3acToCyBaHHA LiloUnX
PEYOBYH.
MepioAnYHICTb NOAAHHS
perynsipHo OHOB/TIOBAHOTO
3BiTYy 3 6e3neku BiANoBiAHO A0
Mopsiaky 34iiCHEHHS
chapmakoHarnsgy,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHunii B
MiHicTepcTBi tocTULi YKpaiHu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y peaakuii Hakasy
MiHicTepcTBa 0XOpoHHU
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHnMn y
nepioguYHOCTI NOAAHHS
perynsipHuxX 3BiTiB 3 6e3MeKu.

BAJNEPIAHU
EKCTPAKT

nopoLuok (cybeTaHuis) y
noABIiHMX
nonieTUNEHoBMX MiLKax
AnsA hapmaleBTUYHOro
3acTOCyBaHHs

CninbHe
YKpaiHCbKO-
icnaHcbke
nigNPUEMCTBO
"Cnepko
YKpaiHa"

YKpaiHa

"Hytpadpyp, C. A"

IcnaHis

MepepeecTpauis Ha
HeobMeXeHWn TepMiH

He nionsizae

UA/13287/01/01

FNMIOKODAX XR

Tabnetku
NPOSIOHroBaHoi Aji No
500 wr, no 15 Ta6neTok
y 6nicTepi; no 2 abo no
4 6nicTepn B KAPTOHHIN
Kopo6Li

Mepk CaHte
c.a.c.

PpaHLis

Mepk CaHTe

PpaHuis

MepepeecTpavis Ha
HEOOMEXEHU TEPMIH.

MepioAnyHICTb NOAAHHS
perynsipHo OHOBJ/THOBAHOIO
3BIiTY 3 6€3neku BiANoBiAHO A0

3a peyenmom

He nionsizae

UA/3994/02/01
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Ne n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma BumnycKy
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

Peecmpayitina npoyedypa

Ymosu
BionyckKy

Pexnamysa
HHS

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

Mopaaky 34iiCHeHHA
thapmakoHarnsgy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuUii YkpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU
340pOB’sA YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i
CTpOKamu, 3a3HauyeHnMn y
nepiognuyYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neKu.

1I30Ccon

pO3uunH ANns iHdysiid, no
100 mn, a6o 200 mn,
a6o 250 mn, a6o 400
M, abo 500 mny
KOHTeliHepi; no 1
KOHTEiHepY B KapTOHHI
Kopoo6Li

[ouipHe
nigNPUEMCTBO
"®hapmaTtpeng”

YKpaiHa

[JouipHe
nignpueMcTso
"®apmaTtpeiig’

YKpaiHa

MepepeecTpauis Ha
HEoOMEXeHMWI TepMiH. 3MiHu |
TMny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuL,i
nNikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUIT Ans
MeJMYHOro 3aCTOCyBaHHSA Ha
nigcTasi perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekmn nikapcbkoro 3acooy,
abo JocnigxeHb 3 6e3nekn
3aCTOCYBaHHSA NiKapCbKoro
3acoby B nicsipeecTpayiinHnii
nepiog, abo K pesynbTar
OL}iHKM 3BITY 3 AOCNIAKEHD,
npoBefeHnX BigNoBiAHO J0
nnaaHy negiatpuuHnx
pocnipkens (PIP) (3MiHy
Y3rOPKEHO 3 KOMNETEHTHUM
YNOBHOB&XXEHNM OpraHom) -
3MiHM BHECEHI [0 iIHCTPYKU,i
ONs MeANYHOro 3acTocyBaHHS
nikapcbKoro 3acoby Ao
po3ainis "MNpoTunokasaHHs",
"B3aemogis 3 iHWmMu
NiKapcbknMu 3acobamu Ta iHLWi

3a peyenmom

He nionsicae

UA/6817/01/01
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Ne n/n Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Homep
JNliKapcbKo20 (nikapcbka gpopma, BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocBi04Y€eHHs1

&

BUAM B3aEMOSjin",
"Oco6MBOCTI 3aCTOCYyBaHHA",
"Mepepo3yBaHHs", "MobiuHi
peaxuir”, "HecymicHicTb"
BiANOBIAHO A0 OHOBMEHOI
iHchopmawii 3 6e3nekn
3aCTOCyBaHHS AjiHoumx
pPeyoBuUH. 3MiHW | TURY - 3MiHK
woAao 6e3nekn/edyeKTUBHOCTI
Ta thapmakoHarnsgy.
BBefeHHst abo 3MiHN [0
y3arasibHeHUX JaHnX npo
cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX
AaHuX nNpo cuctemy
hapmakoHarnagy, amiHa
YNOBHOBaXEHOI 0Cc0o6H,
BiANOBiAa/IbHOI 32 3AiACHEHHS
hapMakoHarnsay; KOHTaKTHOl
ocobu 3 chapmakoHarnsgy
3as1BHMKA 4119 34iICHEeHHS
hapmakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
yMOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarniagy (Bkavarun
KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MiLLLeHHI MacTep-thaiina
cuctemn chapmakoHarnsgy)
3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXEHOI 0CO6M.

MepiognyHIiCTb NoAaHHSA
perynsipHo OHOB/IHOBAHOTO
3BiTYy 3 6€3nekun BigNOBIAHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3oMm
MiHicTepcTBa 0XOpoHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YkpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y peaakuii Hakasy
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hnakoHi; 1 donakoH 3
NOPOLLKOM Yy nayLi

6e3nekn/edpeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHm y
KOPOTKili XapakTepucTuL,i
NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKUIT Ans
MeZMYHOro 3aCTOCYBaHHS
reHepuyHMX/ribpuaHnx/6ionogi
BGHUX Nikapcbknx 3acobiB nicns
BHECEHHS TiEl caMol 3MiHU Ha
pecbepeHTHUIA Nnpenapar

(3miHa He NoTpebye HagaHHsA

Ne n/n Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Homep
JNliKapcbKo20 (nikapcbka gpopma, BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocBi04Y€eHHs1
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBWUTb: 3rigHO 3i
CTpoKamu, 3a3HauyeHUMn y
nepioguYHOCTI MoAaHHS
perynsipHux 3BiTiB 3 6e3neku.
6. KAMICTAL® - rens no 10 r B Ty6i, no 1 CTALA HimeuunHa BUpo6HMK, HimeuunHa MepepeecTpauis Ha be3 peyenma niossieae UA/6590/01/01
FENb H Ty6i B KApTOHHIli KOpobui | ApuHaimiTTeNb BiANOBIgaIbHUIA 32 HeobMeXeHWii TepMiH.
Al BUNYCK cepil:
CTALA MepioanyHICTb NoAaHHSA
ApuHaiimiTTenb perynsipHo OHOB/TIOBAHOTO
Al 3BiTYy 3 6e3neku BiANOBIAHO A0
HimeuumnHa; Mopsiaky 34iiCHEHHS
Bnpo6HWK: chapmakoHarnsgy,
CTALA 3aTBEPXXEHOro HaKkasoM
ApuHarimiTTens MiHicTepcTBa 0XOpOHYU
Al', HimeuunHa; 3[10pOB’A YKpaiHu Big 27
a6bo rpyaHsa 2006 poky Ne 898,
XaynT ®apma 3apeecTpoBaHunii B
BondparcxayseH MiHicTepcTBi tocTuLii Ykpainu
m6X, 19 rpygHs 2016 poky 3a Ne
HimeuunHa 1649/29779 (y peaakuii Hakasy
MiHicTepcTBa OXOPOHU
3710pOB’sA YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CT@HOBMTb: 3ri4HO 3i
CTpOKamu, 3a3Ha4yeHnMn y
nepioguYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neKu.
7. KIMALEE®® NOPOLLOK A/19 PO3UUNHY NAT Ykpaina NAT Ykpaina MepepeecTpavis Ha 3a peyenmom | He nidssizae UA/0501/01/02
0N iH'ekuin no 0,75ry "Kuismegnpenap "Knismegnpenapa HeobMeXeHu TepMiH. 3MiHu |
ar" T TMny - 3MiHKU Woa0
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Ne n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma BumnycKy
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

Peecmpayitina npoyedypa

Ymosu
BionyckKy

Pexnamysa
HHS

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

XOLHMX HOBMX [0AaTKOBUX
AaHnXx) - 3MiHN BHECEHI A0
IHCTpYKLUi y po3ainu
"®apMaKoorivHi
BnacTmsocTi", "Cnocié
3aCToCyBaHHA Ta fo3n"
BignoBigHO A0 iHdopMau;i
pedyepPEeHTHOro Nikapcbkoro
3acoby 3UHALIE®™,
MOPOLLIOK A4/19 PO34MHY AN
iH'EKUN.

MepioAnyHICTb NOAAHHSA
perynspHo OHOBJ/THOBAHOMO
3BiTYy 3 6e3neku BiANOBIAHO A0
Mopaaky 34iiCHeHHA
thapmakoHarnsgy,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuUii YkpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU
340pOB’sA YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i
CTpOKamu, 3a3HauyeHnMn y
nepiognyYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neKu.

KIMALLEE®®

NOPOLLOK A/18 PO3UUHY
ons iH'ekuii no 1,5ry
nakoHi; 1 dhnakoH 3
NOPOLLKOM Yy navuj

MAT
"Knismegnpenap
ar"

YKpaiHa

MAT
"Knismegnpenapa
T

YKpaiHa

MepepeecTpauis Ha
HEeoOMEXeHWI TepMiH. 3MiHu |
TMny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHum y
KOPOTKili XapakTepucTuL,i
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUIT Ans
MeJMYHOro 3aCTOCYBaHHS
reHepu4HMX/ribpuaHnx/Gionogi
6HUX Nikapcbkmx 3acobis nicns
BHECEHHS Ti€i caMoi 3MiHM Ha
pechepeHTHUIA npenapar

3a peuernmom

He nionsicae

UA/0501/01/01
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Ne n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma BumnycKy
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

Peecmpayitina npoyedypa

Ymosu
BionyckKy

Pexnamysa
HHS

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

(3miHa He noTpebye HagaHHSA
XOLHNX HOBMX [0AATKOBUX
OaHuXx) - 3MiHM BHECeHi Ao

IHCTpYKLii y po3ainu
"®apMaKoorivHi
BnacTusocTi", "Cnoci6
3acToCyBaHHA Ta Ao3n"
BiANOBIAHO A0 iHdhopmaLi
pedhepeHTHOro /likapcbKoro
3acoby 3VIHALUE®™,
MOPOLLIOK A1 PO3UMHY ANA
iH'eKLilA.

MepioAnYHICTb NOAAHHS
perynsipHo OHOB/TIOBAHOTO
3BiTYy 3 6e3neku BiANoBiAHO A0
Mopsiaky 34iiCHEHHS
chapmakoHarnsgy,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHunii B
MiHicTepcTBi tocTULi YKpaiHu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y peaakuii Hakasy
MiHicTepcTBa 0XOpoHHU
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHnMn y
nepioguYHOCTI NOAAHHS
perynsipHuxX 3BiTiB 3 6e3MeKu.

KMIBAC 10

TabneTku, BKpUTI
NAiBKOBOK 060/I0HKOIO,
no 10 mr no 10 TabneTok
y 6nicTepi; no 1 abo 3
6nictepy y nauui 3
KapToHY

TOB "®apma
Crapt"

YKpaiHa

TOB "®apma
Crapt"

YkpaiHa

MepepeecTpauis Ha
HeoOMeXeHWn TepMiH. 3MiHu |
TMny - 3MiHKU Woa0
6e3nekn/edpeKTBHOCTI Ta
thapmakoHarnagy. 3mMiHn y
KOPOTKili XapakTepucTuL,i
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHSA
reHepuyYHNX/ribpuaHux/6ionogi
GHUX Nikapcbkmx 3acobiB nicns
BHECEHHA Ti€i caMoi 3MiHW Ha

3a peyernmowm

He nionsizae

UA/12971/01/01




Ne n/n

Ha3ssa

®opma sunycky

3asBHUK

16

JNliKapcbKo20
3acoby

(nikapcbka gpopma,
ynakoska)

KpaiHa

Bupo6Huk

KpaiHa

Peecmpayitina npoyedypa

Ymosu
BionyckKy

Pexnamysa
HHS

Homep
peecmpayjiliHo2o

10.

KNIBAC 20

TabneTku, BKpUTI

TOB "®apma

pecbepeHTHWIA Nnpenapar
(3miHa He noTpebye HagaHHA
XOLHNX HOBUX [OAaTKOBUX
AaHux) 3MiHM BHECEHO A0
IHCTPYKLii ANs MeanyHOro
3aCTOCyBaHHSA NiKapCbKoro
3acoby o po3giny
"Oco6nMBOCTI 3aCTOCYBaHHA"
BiANOBIAHO A0 iHdopMaLi
pedyepeHTHOro Nikapcbkoro
3acoby (Kpectop, Tabnetku,
BKpPUTi NNiBKOBOK 060/0HKOIO,
no 10 mr a6o no 20 wmr).

MepiognyHIiCTb NoAaHHSA
perynsipHo OHOB/HOBAHOTO
3BiTY 3 6€3nekun BiANOBIAHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3oMm
MiHicTepcTBa 0XOpoHHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YkpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Bif, 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3HauyeHUMn y
nepioguYHOCTI MoAaHHS
perynsipHux 3BiTiB 3 6e3neKku.

nocBi04Y€eHHs1

NAiBKOBOK 000I0HKOH,
no 20 mr no 10 TabneTok
y 6nicTepi; no 1 abo 3
6nicTepu y nauui 3
KapTOHY

Crapt"

Ykpaina

TOB "®apma
Crapt"

Ykpaina

MepepeecTpauis Ha
HeoOMeXeHW TepMiH. 3MiHu |
TMny - 3MiHK Woa0
6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnsgy. 3miHu y

KOPOTKili XapakTepucTuL,i
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHSA
reHepuyHnX/ribpuaHnx/Gionogi

3a peyenmom

OHUX NiKapCcbkMx 3acobiB nicns

He nionsizae

UA/12971/01/02
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Ne n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma BumnycKy
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

Peecmpayitina npoyedypa

Ymosu
BionyckKy

Pexnamysa
HHS

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

BHECEHHS Tiel caMoi 3MiHW Ha
pedhepeHTHWIN npenapat
(3mMiHa He noTpebye HagaHHSA
XOLHMX HOBMX [0AaTKOBUX
AaHnx) 3MiHN BHECEHO A0
IHCTPYKLii ANs MeanyHoro
3aCTOCYBaHHSA NiKapCbKoro
3acoby [0 po3giny
"Oco6nMBOCTI 3aCTOCYBaHHSA"
BignoBigHO A0 iHdopMau;i
pedyepEeHTHOro Nikapcbkoro
3acoby (Kpectop, TabneTku,
BKPWUTI NNiBKOBOK 060/1I0HKOHO,
no 10 mr a6o no 20 wmr).

MepioAnyHICTb NOAAHHSA
perynsipHo OHOBJ/THOBAHOMO
3BiTYy 3 6e3neku BiANOBIAHO A0
Mopaaky 34iiCHeHHA
thapmakoHarnsgy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuUii YkpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i
CTpOKamu, 3a3HauyeHnMn y
nepiognyYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neKu.

11.

KNOTPUMASON

TabneTkv BariHanbHi No
100 mr, no 6 TabneTok y
cTpuni; no 1 ctpuny 3
annikatopom y
KapTOHHII nayui; no 6
TabneTtok y 6nictepi; no
1 6nicTepy 3
annikatopom y
KapTOHHI nayui

OpraHocuH
Naiich CaeHcns
Met., /I14.

IHAjA

EBepTogxeH
Naiigp CaeHcus
Nimiteq

IHAjA

MepepeecTpauis Ha
Heo0bMeXeHW TEPMiH.

MepioAnyHICTb NOAAHHSA
perynsipHo OHOBJ/THOBAHOIO
3BiTY 3 6€3nekun BiANOBiAHO A0
Mopsaky 34iACHEeHHS
thapmakoHarnsgy,
3aTBEPAXEHOr0 HakasoMm
MiHicTepcTBa OXOPOHH

6e3 peyenma

nignarae

UA/8794/02/01
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Ne n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma BumnycKy
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

Peecmpayitina npoyedypa

Ymosu
BionyckKy

Pexnamysa
HHS

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YkpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHuMn y
nepioguYHOCTI MoAaHHS
perynsipHux 3BiTiB 3 6e3neKku.

UA/8872/01/01

12.

KPANMI
SENEHIHA

Kpanni opasibHi no 25 mn
y thnakoHax

MPAT
"OITOPAPM"

Ykpaina

MPAT
"OITOPAPM"

Ykpaina

MepepeecTpauis Ha 5 pokiB

MepioAnyHICTb NOAAHHSA
perynspHo OHOBJ/THOBAHOMO
3BiTYy 3 6e3neku BiANOBIAHO A0
Mopsaaky 34iiCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuUii YKpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy
MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHnMn y
nepioguyYHOCTi NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.

be3 peyenma

nionsieae

13.

NErANOH® SIL

MOPOLLOK A4/15 PO3UUHY
AnA iHdysiii no 350 wr;
4 dhnakoHW 3 NOPOLLKOM
(no 598,5 mr y dpnaxoHi)
Y KOpO6L,i 3 KapTOHY

MEJA ®apma
'M6X eHp Ko.
Kl

HimeyunHa

Brpo6HMK,
BiiNOBIAabHUIA 3a
BUNYCK cepii:
MAZAYC I'm6X,
Himeuunna
BUpO6HMK,
BiANOBIgabHNIA 32
BMPOGHULITBO in

bulk, HaNOBHEHHSs!

HimeyunHa

MepepeecTpauis Ha
HeobMexeHuiA TepMiH. 3minu |1
TMny - 3MiHK WoA0
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKIll XapaKTepucTuLi
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHA Ta iHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHS y

3a peyenmom

He nionsicae

UA/6747/01/01
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Ne n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma BumnycKy
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

Peecmpayitina npoyedypa

Ymosu
BionyckKy

Pexnamysa
HHS

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

Ta nakyBaHHs:
BAI' Xeasnc Kea
X
HimeuunHa
AnbTepHaTUBHUIA
BVMPOGHWK/BTOPUHH
€ NnakKyBaHHs:
MALAYC 'meX
HimeuunHa

3B'A3KY i3 HOBUMU JaHUMU 3
SIKOCTi, AOKTIHIYHMMM,
KNiHIYHUMW JaHMK Ta JaHuMK
3 chapmakoHarnsgy - 3MiHu
BHECEHO [0 IHCTPYKLii Ans
MeAMYHOro 3acTOCYBaHHSA
nikapcbkoro 3acoby Ao
po3giniB "3acTtocyBaHHs y
nepiog, BaritHocTi abo
rogyBaHHa rpygar”
(YyTOUHEHHS hOpMY/THOBaHHS),
"Mo6iuHi peakwyii" BigNoBigHO
[0 matepianiB peecTpauiiHoro
[0CbE.

MepioAnyHICTb NOAAHHSA
perynsipHo OHOBJ/THOBAHOMO
3BiTYy 3 6e3neku BiANOBIAHO A0
Mopaaky 34iiCHeHHA
thapmakoHarnsgy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuUii YkpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i
CTpOKamu, 3a3HauyeHnMn y
nepiognyYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neKu.

14.

M'ATU
NEPLEBOI
nmcra

nueta no 50 ry navyi 3
BHYTPILLHIM NakeTom

TOB
"TepHodhapm"

YKpaiHa

TOB
"TepHodhapm"

YKpaiHa

MepepeecTpauis Ha
HeobMeXeHuli TepPMiH.

MepioAnyHICTb NOAAHHSA
perynsipHo OHOBJ/THOBAHOIO
3BiTY 3 6€3nekun BiANOBiAHO A0
Mopsaky 34iACHEeHHS
thapmakoHarnsgy,
3aTBEPAXEHOr0 HakasoMm
MiHicTepcTBa OXOPOHH

6e3 peyenma

nionsizae

UA/8876/01/01
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Homep

Ne n/n

Ha3ssa
JNliKapcbKo20

Popma BumnycKy
(nikapcbka gpopma,

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

Peecmpayitina npoyedypa

Ymosu
BionyckKy

Pexnamysa
HHS

peecmpayjiliHo2o
nocsio4yeHHs

3acoby

ynakoska)

3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YkpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHuMn y
nepioguYHOCTI MoAaHHS
perynsipHux 3BiTiB 3 6e3neKku.

3a peuenmom

He nionsizae

UA/6564/01/01

15.

HE®DANBXUK

PO34nH NS iH'ekuiin 20
Mr/2 M, no 2 Mn B
amnyni; no 5 amnyn y
NiAA0HI B KAPTOHHIMN
ynakoBLj

BIOKOAEKC

PpaHuis

Brpo6HMUTBO:
OE/Ib®APM TYP,
PpaHuis;
BignosiganbHuii
3a BUNYCK cepil:
BIOKOJAEKC,
®paHuisa

®paHuis

MepepeecTpauis Ha
HeoOMeXeHW TepMiH.
3MiHM Wwoao
6e3nekn/epeKTNBHOCTI Ta
hapmakoHarnagy. BeegeHHs
ab0 3MiHM [0 y3arasibHeHUX
[AaHvX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHuX fiaHnx npo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXEHOI 0cobwy,
BiANOBIAA/IbHOI 32 34iiCHEHHS
thapmakoHarnagy; KOHTakTHoOl
ocobu 3 chapmakoHarnagy
3asBHUKa A9 3MiAICHEHHS
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BiAMiHHa Big
YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHS
thapmakoHarnsgy (Bkirovaroum
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MiLLeHHI MacTep-thaiina
cuctemu chapmakoHarnagy) -
[Litova pepakuis: logmuna
AHartoniiBHa KonbyH-
Anekcelivyk, NponoHoBaHa
pepaxuis: HaropHa KatepuHa
IBaHiBHa, 3MiHa KOHTaKTHMX
[aHNX KOHTaKTHOI 0cobu B
YKpaiHi ynoBHOBaXeHOi 0cobu,
BiANOBIAa/IbHOI 3a

thapmakoHarnsag
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Ne n/n Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Homep
JNliKapcbKo20 (nikapcbka gpopma, BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocBi04Y€eHHs1

3MiHuM Wwoao
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. 3mMiHu y
KOPOTKili XapakTepucTuL,i
nNiKapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTPyKUiT ans
MeAMYHOrO 3aCTOCYBaHHS y
3B'A3KY i3 HOBUMU JaHUMU 3
SIKOCTi, AOKMIHIYHMM,
KNiHIYHUMY faHMKW Ta faHUMKU
3 chapmakoHarnsgy - 3miHu
BHECEHO [0 iHCTPYKLii Ans
MeAMYHOro 3acTOCyBaHHSA
NiKapcbKoro 3acoby Ao
po3ainis
"Moka3aHHA"(YTOUYHEHHS
iHcbopmawii ), "dapmakonoriyHi
BNacTMBOCTI" (pefaryBaHHs
TeKcTy), "B3aemogis 3 iHWnmu
niKkapcbknMun 3acobamu Ta iHLWi
BMAM B3aemogiin”, "Cnoci6
3aCTOCyBaHHA Ta
[031"(YTOUHEHHS
iHchopmawii ),
"MpoTmnokasaHHA", "MoobiyHi
peakuii ", "Mepeao3yBaHHs",
"3acTocyBaHHs y nepiof
BariTHOCTI Ta rogyBaHHs
rpyaa”, "OcobnmnsocTi
3acTocyBaHHS" BigMoBigHO A0
marepianis peecTpauiiHoro
[0CbE.
MepiognyHIiCTb NoAaHHSA
perynsipHo OHOB/IHOBAHOTO
3BiTYy 3 6€3nekun BigNOBIAHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3oMm
MiHicTepcTBa 0XOpoHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YkpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y peaakuii Hakasy
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Ne n/n Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Homep
JNliKapcbKo20 (nikapcbka gpopma, BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocBi04Y€eHHs1
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBWUTb: 3rigHO 3i
CTpoKamu, 3a3HauyeHUMn y
nepioguYHOCTI MoAaHHS
perynsipHux 3BiTiB 3 6e3neKku.
16. NAKCUA™ TabneTku, BKpUTI nakcoCwmitKns Benvka nakcoCmiTKnsiiH Monbwa MepepeecTpauis Ha 3a peyenmom | He nidnsizae UA/8573/01/01
060/10HKOI0, N0 20 Mr no nH EkcnopT BpuTtaHis dPapmacboTukans3 HeobMexXeHunin TepMiH. 3miHu I
14 TabneTok y 6nicTepi; Nimiten C.A, TMny - 3MiHK Woa0

no 2 6nictepn y
KapTOHHI KopooLli

6e3nekn/epeKTNBHOCTI Ta
hapmakoHarnsgy. 3miHu y
KOPOTKIili XapakTepucTuL,i
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOTO 3aCTOCYBaHHS y
3B'A3KY i3 HOBUMW JaHUMK 3
AKOCTI, AOKNIHIYHUMN,
KNiHIYHUMY faHMK Ta faHuMKn
3 chapmakoHarnsgy - 3miHu
BHECEHO [0 iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHsA
nNiKapcbKoro 3acoby Ao
po3ainis "B3aemogis 3 iHWMMK
niKkapcbkvMuy 3acob6amu Ta iHLWi
BMAW B3aemogii", "MobiyHi
peaxuii " BignosigHo A0
marepianis peecTpauiiHoro
[10CbE.

MepioAnyHICTb NOAAHHSA
perynspHo OHOBJ/THOBAHOMO
3BiTYy 3 6e3neku BiANOBIAHO A0
Mopsaaky 34iiCHeHHS
thapmakoHarnsgy,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuUii YkpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy
MiHicTepcTBa OXOpPOHU
30pOB’A YKpaiHu Big 26
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Ne n/n Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Homep
JNliKapcbKo20 (nikapcbka gpopma, BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocBi04Y€eHHs1
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i
CTpOKamu, 3a3HauyeHnMn y
nepiognuyYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neKu.
17. PETPOBIP™ PO34unH opasibHUiA, 10 BiiB Xenckep Benuvka nakcoCmiTKnsiiH KaHnapa MepepeecTpavis Ha 5 poki.. 3a peyenmom | He nidsnsieae UA/0232/03/01
mr/mn no 200 mny IOK Nimitep, BputaHis IHK. 3MiHu Il TMny - 3MiHKM Woao

donakoHi; no 1 conakoHy
pasoMm i3 wnpuuem ans
[03yBaHHA 06'emom 10
My KapTOHHI kopobLi

6e3nekn/epeKTNBHOCTI Ta
hapmakoHarnsgy. 3miHu y
KOPOTKili XapakTepucTuL,i
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUIT Ans
MeAMYHOTO 3aCTOCYBaHHS y
3B’A3KY i3 HOBUMW JaHUMK 3
SAKOCTI, AOKNIHIYHUMN,
KNiHIYHUMY faHMK Ta faHUMKU
3 chapmakoHarnsgy - 3miHu
BHECEHO [0 iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHSA
nNikapcbKoro 3acoby Ao
po3ainis “MNpoTunokasaHHsA",
"Oco61mBOCTI 3aCTOCYyBaHHA",
"3acTocyBaHHS y nepiog
BariTHoCTi abo rogyBaHHs
rpyaae' (yTouHEHHsS
iHchopmawii), "Cnoci6
3aCcToCyBaHHA Ta fo3n"
(yTOuHEeHHs iHdopMaLii),
"Mo6iyHi peakujii " BiANOBIAHO
[0 matepianiB peecTpauiiHoro
[l0CbE.

MepioAnyHICTb NOAAHHSA
perynspHo OHOB/1IOBAHOroO
3BiTY 3 6€3nekun BiANOBIAHO A0
Mopaaky 34iiCHeHHA
hapmakoHarnagy,
3aTBEPAXEHOr0 Hakasom
MiHicTepcTBa OXOPOHU
3710pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YkpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pegakuii Hakasy
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Ne n/n Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Homep
JNliKapcbKo20 (nikapcbka gpopma, BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocBi04Y€eHHs1
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBWUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4YeHNMU y
nepioguYHOCTI MoAaHHS
perynsipHux 3BiTiB 3 6e3neKku.
18. PUBOKCUH TabneTku, BKpUTI AT YkpaiHa AT "KMIBCbKW Ykpaina MepepeecTpauis Ha 3a peyenmom | He nidnsizae UA/0416/01/01
NAiBKOBOK 000I0HKOH, "KNIBCbKWW BITAMIHHMIA HeoOMeXeHW TepMiH. 3MiHu |
no 200 mr no 10 BITAMIHHUIA 3ABOA" TMny - 3MiHK Woa0
TabneTok y 6nictepax; 3ABO4" 6e3nekn/epeKTNBHOCTI Ta

no 10 TabneTok y
6nicTepi; no 5 6nictepis
y nauui

hapmakoHarnsagy. 3miHa y
KOPOTKIili XapakTepucTuL,i
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcrasi perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby,
abo JocnigxeHb 3 6e3nekn
3aCTOCyBaHHSA NiKapCbKOro
3acoby B nic/sipeecTpavyiiHmia
nepiog, abo sk pesynoTart
OL}iHKM 3BITY 3 AOCNIAKEHD,
npoBefeHyX BigNoBigHO A0
nnaHy negiatpuyuHnx
pocnimpkeHb (PIP) (3MiHy
Y3rOXEHO 3 KOMNETEHTHUM
YNOBHOB&XEHVNM OpraHom) -
3MiHM g0 [HCTpyKUiT ans
MeAMYHOro 3acTOCYBaHHSA
nNiKapcbKoro 3acoby Ao
po3ainis "B3aemogis 3 iHWMMK
nikapcbkvMuy 3acob6amu Ta iHLWi
BVAW B3aemogii",
"Oco6MBOCTI 3aCTOCYBaHHSA",
"MepenosyBaHHA", "T06IYHI
peakujii" BiANoBigHO A0
OHOB/EHOT iHthopMaLi 3
6e3neku gjtoyoi Ta
[OMOMDKHUX PEYOBYUH
nikapcbKkoro 3acoby.

MepioAnyHICTb NOAAHHS
perynsipHo OHOBJ/TOBAHOIO
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Ne n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma BumnycKy
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

Peecmpayitina npoyedypa

Ymosu
BionyckKy

Pexnamysa
HHS

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

3BiTYy 3 6e3neku BiANoBiAHO A0
Mopsiaky 34iiCHEHHS
chapmakoHarnsgy,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHunii B
MiHicTepcTBi tocTULi YKpaiHu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y peaakuii Hakasy
MiHicTepcTBa 0XOpoHU
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHnMn y
nepioguYHOCTI NOAAHHS
perynspHux 3BiTiB 3 6e3neku.

19.

®-TE/Tb®

renb, 25 mr/r; no 30ry
Ty6i; no 1 Ty6i B nayui

MpAT
"papmMaueBTUYH
a thipma
"fNapHuus”

YKpaiHa

MpAT
"PapmaueBTnyHa
chipma "OapHuus”

YkpaiHa

MepepeecTpauis Ha
HeoOMeXeHWn TepMiH. 3MiHu |
TMny - 3MiHKU Woa0
6e3nekn/edpeKTBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKIili XapakTepucTuL,i
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHSA Ha
nigcTasi perynsipHo
OHOB/1OBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby,
abo pocnifxeHb 3 6e3nekn
3aCTOCYBaHHS NiKapCbKoro
3acoby B nic/sspeecTpavyiiHnii
nepiog, abo sk pesynbTar
OLiHKM 3BITY 3 AOC/iKEHD,
npoBefeHX BignoBigHoO [0
nnaHy negiatpuuHnx
pocnipxeHb (PIP) (3mMiHy
Y3rOKEHO 3 KOMNETEHTHUM
YNOBHOB&XXEHNM OpraHom) -
3MiHVN BHECEHO A0 IHCTPYKL,i
AN MeANYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby Ao

po3ginis "lNpoTunokasaHHs",

3a peyenmom

He nignsrae

UA/8589/01/01
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Ne n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma BumnycKy
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

Peecmpayitina npoyedypa

Ymosu
BionyckKy

Pexnamysa
HHS

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

"Oitn" (6yno - Mpenapart He
3aCTOCOBYBaTU AiTAM BIKOM [0
15 pokiB, ctano - be3neka Ta
epeKTMBHICTb 3aCTOCYBaHHSA
nikapcbKoro 3acoby ans ujiei
BIKOBOI rpynu He
BCTaHOB/IEHA) BiAMNOBIAHO A0
OHOB/IEHOT iHdhopMaLii 3
6e3nekun Ailo4oi pevoBUHN

MepioAnYHICTb NOAAHHS
perynsipHo OHOBJ/IIOBAHOTO
3BiTYy 3 6e3neku BiANoBiAHO A0
Mopsiaky 34iiCHEHHS
chapmakoHarnsgy,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHunii B
MiHicTepcTBi tocTULi YKpaiHu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y peaakuii Hakasy
MiHicTepcTBa 0XOpOHHU
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHnMn y
nepioguYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3MeKu.

20.

®NEKAIHIAY
ALETAT

nopoLuok (cybeTaHuis) y
noABIiHMX
nonieTNeHoBux
nakeTtax gns
hapmaLeBTUYHOro
3aCTOCyBaHHSA

Yewmo 16epika,
C.A.

IcnaHis

Manpimeg C.A.

ApreHTnHa

MepepeecTpauis Ha
HeobMeXeHWn TepMiH

He nionsizae

UA/13163/01/01

21.

XYMANOIr® MIKC
25

cycnensisa gns
NiALWKIPHOTO BBEAEHHS,
100 MO/mn, no 3 Mny

CK/ISIHOMY KapTpuapki; no

5 kapTpuaxis y
KapTOHHI ynakoBLi; No
3 My CKIsAHOMY
KapTpuaXi, BK1ageHoMy
Y wnpuu-pyyky Keiklen;

Eni Ninni
Hepepneng B.B.

Higepnangn

Ninni ®paHc

PpaHuis

MepepeecTpauis Ha
HEOOMEXEHUA TEPMIH.

MepioAnyHICTb NOAAHHS
perynsipHo OHOBJ/IIOBAHOTO
3BiTy 3 6e3neku BiANOBIAHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oM

3a peyenmowm

He nionsizae

UA/8352/01/01




27

Ne n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma BumnycKy
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

Peecmpayitina npoyedypa

Ymosu
BionyckKy

Pexnamysa
HHS

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

no 5 wnpuu-py4ok
KBikleH y kapTOHHil
ynakoBLi

MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi tocTuUii YkpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy

MiHicTepcTBa OXOPOHU

340pOB’sA YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i
CTpoKamu, 3a3HauyeHnMn y
nepiognyYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neKu.

22,

XYMANOIr® MIKC
25

cycneHsis gns
NiALWKIPHOTO BBEAEHHS,

100 MO/mn, in bulk: no 3

MY KapTpuaxi; no 325
ab6o no 330 kapTpuaxis
y NnoTKax

Eni Ninni
HepepneHnp B6.B.

Higepnangn

Ninni ®paHc

®paHuin

MepepeecTpauis Ha
HeobMeXeHul TepPMiH.

MepioAnyHICTb NOAAHHSA
perynspHo OHOBJ/1IOBAHOroO
3BiTY 3 6€3nekun BigNOBiAHO A0
Mopaaky 34iiCHeHHA
hapmakoHarnagy,
3aTBEPAXEHOr0 Hakasom
MiHicTepcTBa OXOPOHU
3710pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YkpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Bif, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i
CcTpoKamu, 3a3HauyeHuMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.

He nionsicae

UA/8353/01/01

23.

XYMANOIr® MIKC
50

cycneHsis gns
NiALWKIPHOrO BBEAEHHS,
100 MO/mn; in bulk: no
3,0 My KapTpuaXi no
330 kapTpuaxis y
noTkax

Eni Ninni
HepepneHp B.B.

HigepnaHgn

Jlinni ®paHc

dpaHuis

MepepeecTpauis Ha
HeoOMeXeHW TepMiH.

MepioAnyHICTb NOAAHHS
perynsipHo OHOBJ/1HOBAHOIO
3BiTYy 3 6e3neku BiANOBIAHO A0
Mopsiaky 34iiCHEeHHS
hapmakoHarnsgy,

He nidnsieae

UA/8353/01/02
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Ne n/n Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Homep
JNliKapcbKo20 (nikapcbka gpopma, BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocBi04Y€eHHs1
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHunii B
MiHicTepcTBi tocTULi YKpaiHu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y peaakuii Hakasy
MiHicTepcTBa 0XOpoHK
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHnMn y
nepioguYHOCTI NOAAHHS
perynsipHux 3BiTiB
24, XYMANOIr® MIKC | cycneHsia ans Eni Ninni HigepnaHan Ninni ®paHc PpaHuis MepepeecTpauis Ha 3a peyenmom | He nionsiecae UA/8352/01/02
50 NiALWKIPHOTO BBEAEHHS, HepepneHnp b.B. HEOOMEXeHU TEPMIH.
100 MO/mn; no 3 mny
CKISIHOMY KapTpuaxi; no MepioAnyHICTb NOAAHHSA
5 kapTpuaxis y perynspHo OHOB/THOBAHOMO
KapTOHHI ynakoBLj; No 3BiTYy 3 6e3neku BiANOBIAHO A0
3 M1y CKNsTHOMY Mopsaky 34iACHEHHS
KapTpuaxi, BK1ageHoMy thapmakoHarnsgy,
y Wwinpuy-pyyky KeikMeH; 3aTBEPAKEHOIO HakasoMm
no 5 wnpuu-py4ok MiHicTepcTBa OXOpPOHM
KBiKIeH y kapTOHHii 340pOB’A YKpaiHu Big 27
ynakoBLj rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuUii YKpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy
MiHicTepcTBa OXOpOHYU
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i
CTpOKamu, 3a3Ha4yeHnMn y
nepioguyYHOCTi NOAAHHSA
perynsipHux 3BiTiB
25. LINHKY 48 % BofHa cycneHsis NAT Ykpaina NAT Ykpaina MepepeecTpauis Ha - He nidnsieae UA/12917/01/01
MIPATIOHAT (cybeTaHuis) y "Kuismegnpenap "Kuismegnpenapa HeobMexeHuii TepMiH
nonieTuIeHoBNX Goykax at" T
Ons BUpo6HULTBA
HecTepubHUX
NiKapcbknx chopm
26. LUNNPO®D/IOKCA | TabneTkn BKpUTI MpAT Ykpaina MpAT "TexHonor" Ykpaina MepepeecTpauis Ha - He niidnsieae UA/12979/01/01
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Ne n/n Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Homep
JNliKapcbKo20 (nikapcbka gpopma, BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocBi04Y€eHHs1
LUWH 060/10HKO10, M0 250 Mmr, "TexHonor" HEeoOMEXeHWI TepMiH. 3MiHu |

in bulk: no 4000
TabneTok y
KOHTeliHepax

TMny - 3MiHKM Woao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHum y
KOPOTKili XapakTepucTuL,i
nNiKapcbKoro 3acoby, TEKCTi

MapKyBaHHS Ta IHCTPYKUIT Ans
MeJMNYHOro 3aCTOCYBaHHS
reHepuyHMX/ribpuaHnx/Gionoai
6HUX Nikapcbkmx 3acobis nicns
BHECEHHS Ti€i caMoi 3MiHM Ha
pedepeHTHWI npenapat
(3miHa He noTpebye HagaHHSA
XOLHNX HOBMX [0AATKOBUX
[JaHnx) - 3MiHN BHECEHO [0
IHCTPYKUIT 4N MeguyHoro
3aCTOCYBaHHS NikapCbKoro
3acoby Ao posginy
"loka3zaHHA", a Takox 40
po3ginis "dapmMakonoriyHi
BnacTusocTi", "Cnoci6
3aCcToCyBaHHA Ta Ao3n"
BiANOBIAHO A0 iHdhopMmaLi
pedhepeHTHOro likapcbkoro
3acoby (Liunponet, TabneTtkn
no 250 mr a6o no 500 mr);
3MmiHu | TMRY - 3MiHK Woao
6e3nekn/edekTBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKili XapakTepucTuL,i
niKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHSA Ha
nigcTasi perynisipHo
OHOB/1OBAHOTO 3BITY 3
6e3nekn nikapcbkoro 3acooy,
abo focnifxeHb 3 6e3nekn
3aCTOCYBaHHS NikapCbKoro
3acoby B nic/isspeecTpavyiinHnii
nepiog, abo sk pesynbTar
OLiHKM 3BITY 3 AOC/IKEHD,
npoBefeHnX BigNoBiAHO A0
nnaHy negjatpuuHnx
pocnipxeHb (PIP) (3mMiHy
Y3rOKEHO 3 KOMNETEHTHUM
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Ne n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma BumnycKy
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

Peecmpayitina npoyedypa

Ymosu
BionyckKy

Pexnamysa
HHS

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

YNOBHOB&XXEHNM OpraHom) -
3MiHN BHECEHO A0 IHCTPYKL,i
AN MeANYHOro 3acTOCyBaHHs
nikapcbkoro 3acoby Ao
po3giny "Mo6iuHi peakwyii"
Bi4NOBIAHO A0 OHOB/EHOT
iHbopmawii 3 6e3nekun
3aCTOCYBaHHS B
nicnsapeecTpauiiiHnii nepiog,
nikapcbknx 3acobis, L0
MICTSTb y CBOEMY CKnagi
LynpodhioKcaumH.

MepioAnYHICTb NOAAHHS
perynsipHo OHOB/TIOBAHOTO
3BiTYy 3 6e3neku BiANoBiAHO A0
Mopsiaky 34iiCHEHHS
chapmakoHarnsgy,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHunii B
MiHicTepcTBi tocTULi YKpaiHu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y peaakuii Hakasy
MiHicTepcTBa 0XOpoHHU
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHnMn y
nepioguYHOCTI NOAAHHS
perynsipHuxX 3BiTiB 3 6e3MeKu.

27.

LMNPO®/IOKCA
LMH

TabneTky BKpUTI
060/10HKO0, No 500 wmr,
no 10 TabneTok y
6nicTepi, no 1 6nictepy
y nayui 3 kapToHy, no 10
TabneTtok y 6nictepi, no
70 6nicTepiB y kopobLi 3
KapTOoHY

MpAT
"TexHonor"

YKpaiHa

MpAT "TexHonor"

YkpaiHa

MepepeecTpauis Ha
HeoOMeXeHWn TepMiH. 3MiHu |
TMny - 3MiHKU Woa0
6e3nekn/edpeKTBHOCTI Ta
thapmakoHarnagy. 3mMiHn y
KOPOTKili XapakTepucTuL,i
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHSA
reHepuyYHNX/ribpuaHux/6ionogi
GHUX Nikapcbkmx 3acobiB nicns
BHECEHHA Ti€i caMoi 3MiHW Ha

3a peyernmowm

He nionsizae

UA/8660/01/02
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Ne n/n Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Homep
JNliKapcbKo20 (nikapcbka gpopma, BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocBi04Y€eHHs1

pecbepeHTHWIA Nnpenapar
(3miHa He noTpebye HagaHHA
XOLHNX HOBUX [OAaTKOBUX
AaHux) - 3MiHY BHECeHo A0
IHCTPYKLii ANs MeanyHOro
3aCTOCyBaHHSA NiKapCbKoro
3acoby o po3giny
"MMoka3zaHHA", a Takox 40
po3ginis "dapMakosoriyHi
BnactusocTi", "Cnoci6
3acTocyBaHHA Ta 4o3un"
BiANOBIAHO A0 iHdhopMaLi
pedyepeHTHOro Nikapcbkoro
3acoby (Llunponet, TabneTtkn
no 250 mr a6o no 500 wmr);
3MiHY | TUNY - 3MiHK Woa0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3miHa y
KOPOTKili XapakTepucTuL,i
nNiKapcbKoro 3acoby, TeKCTi
MapKyBaHHSs Ta iHCTPyKUiT ans
MeAMYHOro 3aCTOCYBaHHSA Ha
nigcrasi perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby,
abo JocnigxeHb 3 6e3nekn
3aCTOCYBaHHSA NiKapCbKOro
3acoby B nic/sspeecTpavyiiHmii
nepiog, abo sik pesynoTar
OLiHKM 3BITY 3 AOC/iKEHD,
npoBeieHrX BigNoBigHO A0
nnaHy negiatpuyuHnx
pocnipxeHs (PIP) (3miHy
Y3rO[XEHO 3 KOMNETEHTHUM
YMNOBHOB&XEHVNM OpraHom) -
3MiHN BHECEHO A0 IHCTPYKL,i
AN MeANYHOro 3acTOCyBaHHs
nNiKapcbKoro 3acoby Ao
po3gainy "Mo6iuHi peakwyii
Bi4NOBIAHO 0 OHOB/IEHOT
iHchopmawii 3 6e3neku
3aCTOCyBaHHSA B
nicnsapeecTpauiiHnii nepioq,
nikapcbknx 3acobis, Lo
MiCTATb Y CBOEMY CKnagi
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Ne n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma BumnycKy
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

Peecmpayitina npoyedypa

Ymosu
BionyckKy

Pexnamysa
HHS

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

LMNPOH/IOKCALIMH.

MepiognyHICTb NoAaHHSA
perynsipHo OHOB/IHOBAHOTO
3BiTYy 3 6€3nekun BiANOBIAHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPXEHOr0 Hakasom
MiHicTepcTBa 0XOpoHK
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YkpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pegakuii Hakasy
MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3HauyeHUMn y
nepioguYHOCTI MoAaHHS
perynsipHux 3BiTiB 3 6e3neKku.

28.

LUNPO®IOKCA
LMH

TabneTkv BKpUTI
060/10HKO0, No 500 Mr
in bulk: no 2000
TabneTok y
KOHTeliHepax

MpAT
"TexHosor"

Ykpaina

MpAT "TexHonor"

Ykpaina

MepepeecTpauis Ha
HeoOMeXeHW TepMiH. 3MiHu |
TMny - 3MiHK Woa0
6e3nekn/epeKTNBHOCTI Ta
hapmakoHarnsgy. 3miHu y
KOPOTKili XapakTepucTuL,i
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUIT Ans
MeAMYHOro 3acTOCYBaHHSA
reHepuyHnX/ribpuaHnx/Gionogi
6GHMX NiKapcbkUx 3acobis nicns
BHECEHHS Ti€l caMoi 3MiHM Ha
pedepeHTHWIN npenapat
(3MiHa He noTpebye HajaHHSA
XOJHMX HOBMX [0AaTKOBUX
AaHnx) - 3MiHN BHECEHO A0
IHCTPYKUiT 418 MeguyHoro
3aCTOCYBaHHSA NiKapCbKoro
3acoby [0 po3giny
"lNoka3aHHSA", a TakoX A0
po3ainis "®apmakooriyHi
BractumsocTi", "Cnoci6
3acTocyBaHHg Ta gosn’”

He nionsizae

UA/12980/01/01
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Ne n/n Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Homep
JNliKapcbKo20 (nikapcbka gpopma, BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocBi04Y€eHHs1

BignoBigHO A0 iHdopMaui
pedyepeHTHOro Nikapcbkoro
3acoby (LmnponeT, TabneTku
no 250 mr a6o no 500 mr);
3MiHu | TUnYy - 3MiHKn Wwoao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuL,i
nNiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ans
MeZMYHOro 3aCTOCyBaHHS Ha
nigcrasi perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby,
abo JocnigxeHb 3 6e3nekn
3aCTOCYBaHHSA NiKapCbKoro
3acoby B nicsipeecTpayjinHnin
nepiog, abo sk pesynbtart
OL}iHKM 3BITY 3 AOCNIAKEHD,
npoBefeHnX BignoBiAHO 40
nnaxy negiatpuuHnx
pocnipkeHs (PIP) (3MiHYy
Y3rOKEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHNM OpraHom) -
3MiHM BHECEHO [0 IHCTPYKLUIT
ONA MeANYHOro 3acToCcyBaHHSA
nikapcbkoro 3aco6y Ao
po3ainy "Mo6iyHi peakui™
BiANOBIAHO A0 OHOBMEHOI
iHchopmawii 3 6e3nekn
3aCTOCyBaHHSA B
nicnsapeecTpavuiiiHuii nepiog,
nikapcbknx 3acobis, WO
MICTATb Y CBOEMY CKNagi

uunpocdpnokcauuH.

MepioAnYHICTb NOAAHHSA
perynspHo OHOB/THOBAHOMO
3BiTYy 3 6e3neku BiANOBIAHO A0
Mopsaaky 34iiCHeHHA
thapmakoHarnsgy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
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Ne n/n

Ha3ssa
JNliKapcbKo20
3acoby

Popma BumnycKy
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

Peecmpayitina npoyedypa

Ymosu
BionyckKy

Pexnamysa
HHS

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

3apeecTpoBaHuii B
MiHicTepcTBi tocTuUii YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y peaakuii Hakasy
MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i
CTpOKamu, 3a3HauyeHnMn y
nepiognuyYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neKu.

29.

LMNPO®/IOKCA
LUMH

TabneTky BKpUTI
060/10HKOI0, NO 250 Mr,
no 10 TabneTtok y
6nicTepi, no 1 6nictepy
y nauui 3 kKapToHy, no 10
TabneTtok y 6nictepi, no
90 6nicTepiB y kopobui 3
KapTOoHY

MpAT
"TexHonor"

YKpaiHa

MpAT "TexHonor"

YKpaiHa

MepepeecTpauis Ha
HeoOMEXeHW TepMiH. 3MiHu |
TMny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHu y
KOPOTKili XapakTepucTuL,i
nNikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTpYKUIT Ans
MeJMYHOro 3aCTOCYBaHHS
reHepuyHMX/ribpuaHnx/Gionoai
6HUX Nikapcbkmx 3acobis nicns
BHECEHHS Ti€i caMoi 3MiHM Ha
pecbepeHTHUIA Nnpenapar
(3miHa He noTpebye HagaHHSA
XOAHUX HOBUX J,0AAaTKOBUX
AaHux) - 3MiHV BHECeHo A0
IHCTPYKUIT 4N MeguyHoro
3aCTOCYBaHHS NiKapCbKoro
3acoby Ao po3giny
"MNoka3aHHA", a Takox 40
po3ginis "dapMakonoriyHi
BnacTusocTi", "Cnoci6
3aCcToCyBaHHA Ta 403n"
BiANOBIAHO A0 iHhopMmaLi
pedyepeHTHOro Nikapcbkoro
3acoby (Liunponet, TabneTtkn
no 250 mr a6o no 500 mr);
3MiHY | TUNY - 3MiHK Woa0
6e3nekn/edpeKkTBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKili XapakTepucTuL,i
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOr0o 3aCTOCYBaHHSA Ha

3a peyenmom

He nionsicae

UA/8660/01/01
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Ne n/n Hassa Popma surnycky 3asasHuKk Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexnamysa Homep
JNliKapcbKo20 (nikapcbka gpopma, BionyckKy HHSA peecmpayjiliHo2o
3acoby ynakoska) nocBi04Y€eHHs1

nigcTasi perynsipHo
OHOB/1OBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby,
abo focnifxeHb 3 6e3nekn
3aCTOCYBaHHS NiKapCbKoro
3acoby B nic/isspeecTpavyiinHnii
nepiog, abo sk pesynbTar
OLiHKM 3BITY 3 AOC/IKEHD,
npoBefeHnX BigNoBiAHO 40
nnaHy negjatpuuHnx
pocnipxeHb (PIP) (3mMiHy
Y3rOKEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHNM OpraHom) -
3MiHN BHECEHO A0 IHCTPYKL,i
AN MeANYHOro 3acTOCyBaHHs
nikapcbkoro 3acoby Ao
po3gainy "Mo6iuHi peakwyii"
Bi4MNOBIAHO A0 OHOB/EHOT
iHbopmawii 3 6e3nekun
3aCTOCYBaHHS B
nicnsapeecTpauiiiHnii nepiog,
nikapcbknx 3acobis, LU0
MICTSTb y CBOEMY CKnafi
LynpodhioKcaumH.

MepioAnYHICTb NOAAHHS
perynsipHo OHOBJ/IIOBAHOTO
3BiTYy 3 6e3neku BiANoBiAHO A0
Mopsiaky 34iiCHEHHS
chapmakoHarnsgy,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHunii B
MiHicTepcTBi tocTULi YKpaiHu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y peaakuii Hakasy

MiHicTepcTBa 0XOpoHU
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHnMn y
nepioguYHOCTI NOAAHHS

perynsipHux 3BiTiB 3 6e3MeKu.
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HauyanbHuk YnpasniHHA ¢hapmMaueBTUYHOI Aisi/IbHOCTI Ta .
AKOCTI hapMaLLeBTUYHOT NPOAYKLi T.M. JlIackoBcbkum



MEPENIK

Jopatok 3

[0 Haka3y MiHicTepcTBa OXOpPOHMU
3[00pOB’A YKpaiHu

06.07.2018 Ne 1270

NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIONOMNYHUX MPEMNAPATIB), LLLOAO AKUX BY/IN BHECEHI 3MIHU 4O PEECTPALJINHNX MATEPIANIB, AKI
BHOCATbLCA A0 AEP>XXABHOI'O PEECTPY NIKAPCbKUX 3ACOBIB YKPAIHA

Ne n/n Hassa dopma sunycky 3asiBHUK KpaiHa Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
JliKapcbKo20 | (nikapcbka hopma, Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
1. AAQEHO3VH nopoLuoK abo TOB Ykpaina KcinkciaHr Kutaii BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiais: - UA/14165/01/01
rpaHyv "BAJIAPTIH dapmacbloTikan 3MiHM | TURY - 3MiHa y MeTogax BUnpobyBaHHA Ad|
(cybeTaHuin) y PAPMA" Ko., N14. a60 BUXigHOro Matepiasy/npoMixXHOro
nonieTnIeHoBmxX NpoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
naketax gns npoteci Bupo6Huutea A®| (He3HauHi 3MiHW y
chapmaLeBTUYHOro 3aTBEPAKEHNX METOAAX BUNPOBYBaHHS); CynyTHS
3aCcToCyBaHHSA 3MiHa: 3MiHa y napameTpax cneuudikauiii Ta/abo
OONyCTUMUX MEX, BU3Ha4YeHuX y crneumdikalisax Ha
A®I, ab0 BUXigHWIA/NPOMKHUIA NPOAYKT/peareHT,
LLI0 BUKOPUCTOBYHOTLCS Y NpoLieci BUpo6HMLUTBa AD|
2. ABAMIC™ cnpeii HasasTbHUIA, nakcoCmiTKn Benuka "nakco Benvka bputaHis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 3a UA/9306/01/01
cycneHsis, AlH EkcnopT BpuTaHis OnepeiiwHe HOK 3MiHM | TUny - 3MiHa Yy NEPBUHHIN yNakoBL,i rOTOBOrO peyenmom
[030BaHuii, 27,5 Nimiteq Nimiteq NiKapcbKoro 3acoby - 3miHa Buay nonimepy Ta
MKr/no3y no 30 f03 en1acToMepy NepBUHHOT yNakoBKW; 3MiHW | Tuny -
abo no 120 go3sy 3MiHa napameTpiB cneuundikauili Ta/abo
hakoHi 3 O0NYCTUMUX MEX NEePBUHHOT YNakoBKN rOTOBOrO
[03y04nM NikapCcbKoro 3acoby - 3MiHU 4,0 NOI0XEHb NPO
NPUCTPOEM Ta BiAnoBiAHiCTL aeTaneii Hacocy VP7, siki
po3nuoBaYeM i KOHTaKTYlTb 3 NikapCbkum 3acobom. Kpim Toro,
KoBnaykom; no 1 [Jekinbka KOMNoHeHTiB Hacocy VP7 6ynu
dhnakoHy B nepeiiMeHoBaHi, TOMy pefakLiiiHi 3MiHW BHOCATbLCSA
KapTOHHI Kopoo6Lli B p.3.2.P.7
3. A3SUTPOMIL, TabneTku, BKPUTI Lxy6inaHt IHais [xy6inaHt IHais BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/12966/01/01
NH NNiBKOBOIO [xeHepikc [bxenepike Nimiten 3MiHn | TUNY - 3MiHK 3 aKocTi. CepTudikaT peyenmom
060/10HKOH N0 250 Nimiteq BignosigHocTi/lE-cepTudikar BignosigHocTi
Mr, no 6 TabneTok y €Bponeiicbkii hapmakonei/moHorpadii. NMogaHHA
6nictepi; no 1 HOBOro abo OHOBMIEHOro cepTudikata BifnoBigHOCTI
6nictepy y ab60 BUIyYeHHS cepTudiikaTta BignoBigHOCTI
KapTOHHIA Kopoo6Li €Bponeiicbkili hapmakonei: ana A®l; ans
BUXigHOro marepiany/peareHTy/npomikHoro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y BUPOOHULTBI
A®I; ons fONOMIXHOT pevoBuHY (cepTudikart
Bi|NOBIAHOCTI E€Bponelicbkili hapmakonei) -
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Ne n/n

Ha3ssa
NliKapcbKo20
3acoby

Popma surnycky
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

Kpaina

Bupo6HuUK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjiliHo2o
nocsioYeHHs

OHOB/IEHWIA cepTUIKaT Bif y)Xe 3aTBEPAKEHOro
BMPOGHUKA - MoAaHHsA OHoBrieHoro CepTudikara
R1-CEP 2007-119-Rev 03 Big, BXe 3aTBEPAXKEHOrO
BUpo6HuKa Jubilant Generic Limited, India. 3miHu |
TMny - 3MiHK 3 AKOCTI. [O0TOBWIA Nikapcbknii 3acib.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
yMoBax 36epiraHHsi rOTOBOrO NikapCcbKoro 3acoby
(36inblLUEHHS TEPMiIHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - [115 ToproBoi ynakoBku
(niaTBEPAKYETLCA AAHUMUN PeasibHOro yacy) -
36iNbLUEHHA TEPMiHY NPUAATHOCTI NiKapCbKOro
3aco0y. 3aTBEPAKEHO: 2 POKK; 3amMpOMNOHOBaHo: 3
poku

A3UTPOMIL,
NH

TabneTkn, BKPUTI
NNiBKOBOK
06010HKo no 500
Mr no 3 TabneTkn B
6nictepi; no 1
6nictepy y
KapTOHHI Kopoo6Li

Lbxy6inaHt
L[bkeHepikc
Nimiten

IHais

[xy6inaHT
[bxeHepikc Jlimiteq

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHu | TUnYy - 3MiHK 3 AkocTi. CepTudikaT
BignosigHocTi/lE-cepTudikat BignosigHoCTi
€Bponeiicbkiin hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBNIEHOro cepTudikata BifgnoBigAHOCTI
a60 BuUyYeHHs cepTuduikaTta BiZNOBILHOCTI
€Bponeiicbkil hapmakonei: gna A®l; ana
BUXIAHOIO MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCS Y BUPOOHULTBI
A®I; ons 4ONOMIXHOT pevoBunHU (cepTudikar
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHOB/EHWIA cepTUIKaT Bif, YXe 3aTBEPKEHOr0
BMPOGHUKA - MoAaHHsA OHoBrieHoro CepTudikara
R1-CEP 2007-119-Rev 03 Big, BXe 3aTBEpIKEHOro
BMpo6HuKa Jubilant Generic Limited, India. 3miHn |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKWii 3acib.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
yMmoBax 36epiraHHsi TOTOBOrO MikapCcbKoro 3acoby
(36inblLUEHHS TEpPMiHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - [115 ToproBoi ynakoBKu
(niaTBEPAKYETLCA AAHUMUN pPeasibHOro yacy) -
36iNbLUEHHA TEPMiHY NPUAATHOCTI NiKapCbKOro
3aco0y. 3aTBEPAKEHO: 2 POKU; 3amMpOMNOHOBaHO: 3
poku

3a
peuernnmom

UA/12966/01/02

A3UTPOMIL,
NH

TabneTkn, BKPUTI
NNiBKOBOKO
060/10HKOI0 N0 250
mr, in bulk: no 5000
Tabnetok y
nonieTuneHosomy
nakeri

Lbky6inaHt
L[bxeHepikc
Nimiteq

IHais

[xy6inaHT
[bxeHepikc Jlimiteq

IHgis

BHECEHHS 3MiH A0 peecTpayiiHux maTtepiasiis:
3MiHu | TUny - 3MiHK 3 AkocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponelicbkiii hapmakonei/moHorpadii. MogaHHs
HOBOro abo OHOBMEHOro cepTudikarta BifgnoBiAHOCTI
abo BUyyYeHHs cepTudpikata BiANoBIAHOCTI
€Bponeiickkin hapmakonei: gns A®l; ans
BUXiAHOro martepiany/peareHty/npomMiHOro

3a
peyenmom

UA/12967/01/01
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Ne n/n

Ha3ssa
NliKapcbKo20
3acoby

Popma surnycky
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

Kpaina

Bupo6HuUK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjiliHo2o
nocsioYeHHs

NPOAYKTY, WO BUKOPUCTOBYIOTHCS Y BUPOOHULTBI
A®I; ons 4ONOMIXHOT pevoBunHU (cepTudikar
BiANOBIAHOCTI EBponeiickbkiii hapmakonei) -
OHOB/EHWIA cepTUIKaT Bif yXe 3aTBEPKEHOro
BMPOGHUWKA - MoAaHHsA OHoBieHoro CepTudikara
R1-CEP 2007-119-Rev 03 Big, BXe 3aTBEPAKEHOrO
BUpo6HuKa Jubilant Generic Limited, India. 3MmiHu |
MRy - 3MiHK 3 AKOCTI. [O0TOBWIA Nikapcbknii 3acib.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
yMoBax 36epiraHHsi rOTOBOrO NikapCcbKoro 3acoby
(36inblLUEHHS TEPMiIHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - [115 ToproBoi ynakoBku
(niaTBEPAKYETLCA AAHUMUN PeasibHOro yacy) -
36iNbLUEHHA TEPMiHY NPUAATHOCTI NiKapCbKOro
3aco0y. 3aTBEPAKEHO: 2 POKK; 3arMpOMNOHOBaHO: 3
poku

A3UTPOMIL,
NH

TabneTkn, BKPUTI
NNiBKOBOK
06010HKo no 500
mr, in bulk: no 5000
Tabnetok y
nonieTuneHoBomMy
nakerti

[bxy6inaHt
L[bkeHepikc
Nimiten

IHais

[xy6inaHt
[bxeHepikc Jlimiteq

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHu | TUny - 3MiHK 3 AkocTi. CepTudikaT
BignosigHocTi/IE-cepTudikat BignosigHocCTi
€Bponeiicbkiin hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBNEHOro cepTudikata BifgnoBigAHOCTI
a60 BuUyYeHHs cepTuduikaTta BiZNOBILHOCTI
€Bponeiicbkii hapmakonei: gna A®l; ana
BUXIAHOIO MaTepiany/peareHTy/npomixKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
A®I; ons 4ONOMIXHOIT pevoBunHU (cepTudikar
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHOB/EHWIA cepTUIKaT Bif yXe 3aTBEPKEHOr0
BMPOGHUWKA - MoAaHHSA OHoBieHoro CepTudikara
R1-CEP 2007-119-Rev 03 Big, BXe 3aTBEpIKEHOro
BMpo6HuKa Jubilant Generic Limited, India. 3miHun |
MRy - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKWii 3acib.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
yMmoBax 36epiraHHsi TOTOBOro MikapcbKoro 3acoby
(36inblLUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - [115 TOproBoi ynakoBKu
(niaTBEPAKYETLCA AAHUMUN pPeasibHOro yacy) -
36iNbLUEHHA TEPMiHY NPUAATHOCTI NiKapCbKoro
3aco0y. 3aTBEPAKEHO: 2 POKU; 3arMpOMNOHOBaHO: 3
poku

3a
peuernnmom

UA/12967/01/02

ANNIA®

PO34MH ONs iH'EKLN,
40 mr/mn, no 0,165
M1y nonepeaHs0
3aMnoBHEHOMY
wnpuyi; no 1

Baviep Al

HimeuunHa

BTOPVHHA
ynakoBKa,
KOHTpONb cepil,
BignoBigasibHWI 3a
BUNYCK cepii ans

HimeuyunHa

BHECEHHS 3MiH A0 peecTpayiiHux maTtepiasiis:
3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo afpecy MicLsA NPOBaAXEHHS
LisNbHOCTI BUpO6HMKa/iMnopTepa roToBoro
NiKapcbKoro 3acoby, BKAYAUM Ai/TIbHUL BUNYCKY

3a
peyenmom

UA/12600/01/01
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
wnpuyy (3anasHomy dNakoHiB, cepii abo MicLe NpoBefEeHHS KOHTPO/IIO AKOCTI.
y 6nictep) y KOHTPO/b cepii (aisnbHiCTb, 3a AKy BignoBigae BUPOOHMK/iMIopTep,
KapTOHHI ynakoBL; 4N nonepesHbo BK/IO4A0UM BUMYCK Cepiid)
no 0,278 mny 3anoBHEHUX 3MiHa Ha3BM BUPOGHMYOT AinbHULi Baliep ®apma
CKIIHOMY hnakoHi; LNpuLiB: Arl, HimeuunHa, BepniH, 6e3 3miHn micus
no 1 doakoHy 3 Baiiep AT, BMPOGHMLTBA; 3MiHM | TUny - AOMiHICTpaTWBHI
iNbTPYBa/ILHOO HimeuunHa, 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo afpecu Micls
ronkow 18 Gy Bepnin/ NpoBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
KapTOHHI ynakoBL,i BignoBigasibHMi 3a rOTOBOrO JliKapCbKOro 3acoby, BK/IOYaoumn AiNbHUL
BMNYCK cepil, BUNYCKy cepii abo MicLie NPOBEeAEHHSA KOHTPO/THO
BTOPUHHA AKOCTI. (AIANbHICTb, 3a AKy Bignosigae
ynakoBka: ans BMPOGHMWK/IMNOpTEp, He BK/IKOYaUM BUMYCK Cepiid)
nonepegHL0 3MiHa Ha3Bu BUPOGHMYOT AinbHULi Baliep ®apma
3anoBHEHX Al, HimeuuunHa, leBepky3seH, 6e3 3MiHu micua
LNpuLiB: BMPOGHMLTBA; 3MiHM | Tuny - AAMiHICTpaTUBHI
M peHsax 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo afpecu Micls
MpoaykTioHe NpoBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
v6X, HimeuumHa rOTOBOrO JliKapCbKOro 3acoby, BK/IYaoun AiflbHUL
BUNYCKy cepii abo MicLie NPoOBEeAEHHSA KOHTPO/TO
BUPOBHMLTBO SAKOCTI. (QiSNbHICTb, 3a 5Ky BignoBigae
Hepo3dacoBaHoi BMPOGHMWK/IMNOpTEp, He BK/IKOYaUM BUMYCK Cepiid)
NpoayKLUii: 3MiHa Ha3Bu BUPOGHMYOT AinbHULi Baliep ®apma
PepxeHepoH Ar, HimeyunHa, Bynneptasb, 6€3 3MiHn Micua
dapmacbloTikanc, BMPO6HULTBA
IHk., CLLA 3MminHu | Ta Il TMNy -3MiHa 3asBHMKa (BNacHMKa
peecTpavuinHOro noceig4yeHHs)
nepBuHHa Ta
BTOPVHHA
yrnakoBka,
KOHTpO/b cepii:
BetTep ®apma-
®epTiryHr MM6X i
Ko. KT, HimeyunHa
KOHTPO/b cepii:
Baiiep Arl,
HimeuuunHa,
Bynneptanb
KOHTPO/Ib SKOCTI
Ans doNakoHiB:
Baiiep AT,
HimeyunHa,
JleBepKy3eH
8. AIMA®IKC niodpinizat ana KEAPIOH ITanis KEAPIOH C.n.A. ITania BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/13024/01/02
1000 MOJ/10 po3UnHYy AN C.n.A. 3MiHM | TUny - 3MiHK Woao 6esnekun/ed)eKkTUBHOCTI peyenmom
M1 PAKTOP iHdpysili no 1000 MO Ta thapmakoHarnsagy (iHwi 3miHu) - 3amMiHa




41

Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
KOArynau y thnakoHi Ne 1y rpagivyHOro 306paxeHHs Ha TEKCT MapKyBaHHS A1
KPOBI KOMMEKTi 3 NepPBUHHOT Ta BTOPVMHHOT YNakoBku. BunyyeHHs
NHOAVHN IX PO34YMHHKKOM (BOAA CTVKepiB A1 yNaKOBOK MapKOBaHUX iHO3EMHOI0
AIMAFIX 1000 | gns iH'ekuiin) no 10 MOBOIO; 3MiHU || TUNy - 3MiHK 3 iKOCTi. MeanyHI
1.U./10 ML M1y donakoHi Ne 1 nNpUCTPOT (iHLWi 3MiHK) - 3aMiHa 6e3ro/IKoBOro
HUMAN Ta Habopom ans NPUCTPOL0 4715 PO3UMHEHHS | dhinbTpavi
COAGULATI PO3UMHEHHSA | "Needleless Transfer Device" npuctpoem ans
ON FACTOR BBEfEHHSA po3unHeHHs i hinbTpayii "Mix2Vial". 3miH1 BHeCeHO
IX 00 IHCTPYKL,i MPO 3aCTOCYBaHHA MeAN4YHOro
iMyHOGIionoriyHoro npenaparty 4o po3gainy "Cnocié
3acTocyBaHHs i Ao3n" (IHCTPYKLIS 3 NPUroTyBaHHSA
PO34MHY A/15 BHYTPILULHbOBEHHOIO BBEAEHHS),
"lMakyBaHHA"
9. AIMA®IKC niodpinisat ana KEAPIOH ITanis KEAPIOH C.n.A. ITanis BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiais: 3a UA/13024/01/01
500 MO/10 pPO3UnHYy N C.n.A. 3MiHM | TUny - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peyenmom
M ®AKTOP iHcpysiii no 500 MO Ta hapmakoHarnsgy (iHwi 3miHu) - 3amiHa
KOATrynaul y donakoHi Ne 1y rpaciyHoro 306paxxeHHs Ha TEKCT MapkyBaHHs Ans
KPOBI KOMNNEKTI 3 NepBUHHOI Ta BTOPUHHOT YNakoBKW. BuiyyeHHsa
NOANHN IX PO3UMHHKKOM (BOAA CTUKepIB [/19 yNakoBOK MapKoBaHMX iHO3€MHO
AIMAFIX 500 Ans iH'ekuid) no 10 MOBOIO; 3MiHWM Il TUny - 3MiHK 3 AKoCTi. MeanyHi
1.U./10 ML MY doakoHi Ne 1 NpUCTPOI (iHLWi 3MiHK) - 3aMiHa 6e3roNIKoBOro
HUMAN Ta Habopom Anis NPUCTPOLO AN PO3UNHEHHS | (hinbTpauii
COAGULATI PO3YUMHEHHS i "Needleless Transfer Device" npuctpoem ans
ON FACTOR BBEJEHHSA po3unHeHHs | dpinbTpauii "Mix2Vial". 3mMiHW BHeceHO
IX [0 IHCTPYKLiT Npo 3aCTOCYBaHHA MeANYHOro
iMyHOGIioNoriYHoro npenaparty 4o po3ainy "Cnocié
3acTocyBaHHsA i 031" (IHCTPYKLis 3 NPUroTyBaHHSA
PO3YMHY 151 BHYTPILLHBOBEHHOTO BBEAEHHS),
"MakyBaHHA"
10. AKTUNIBE® niodcpiniszar ana BepiHrep HimeyunHa BepiHrep HimeuyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3a UA/2944/01/01
po3UnHYy Ans IHrenbxaiim IHrenbxaim 3MiHM | TUny - 3MiHK WoAo 6e3neku/ehekTUBHOCTI peyenmom
iHdpysivi no 50 wr, 1 IHTEpHELUHN dapma N'vbX i Ko. Ta hapmakoHarnsgy. BeegeHHs abo 3miHn go
hnakoH 3 6X KI y3arasibHeHUX AaHux Npo cuctemy

nioghinizatom y
KomnekTi 3 1
dhnakoHoM
pO34nHHKKa (BOAa
08 iH'exuin) no 50
M/1y KapTOHHii
Kopoo6Li

thapmakoHarnagy (BBefeHHs y3arasibHeHX faHux
npo cucTemy dpapmakoHarnsgy, 3miHa
YyNOBHOBaXeHOI 0cobu, BiANoBiAaNbHOT 3a
34ilicHeHH hapMakoHarnsgy; KOHTaKTHOT 0coobm 3
hapMakoHarniagy 3asiBHUKa 415 34iINCHEHHS
thapmMakoHarnagy B YkpaiHi, AKLO BOHA BigMiHHa
Bifl yNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI 3a
3iicHeHHs dpapMakoHarnisgy (Bkovaloun
KOHTaKTHi AaHi) Ta/abo 3MiHN Y pO3MilLEeHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
KOHTaKTHWUX AiaHNX YNOBHOBaXKEHOI 0cobu,
Bi4noBigaNbHOT 3a hapmakoHarnsg
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
11. AKTUD®EPUH | kancynu m’ski no 10 patioapm HimeyunHa BUPOGHUK, SKWiA HimeuyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/9254/03/01
Kancyn y énicrepi; 6X Bignosigae 3a BUMNPaB/IEHHS TEXHIYHUX NoMuNoK y MKA npu peyenmom
no 2 6nictepu y BVPOGHMLTBO nepeHeceHHi iHhopmalji 3 peecTpauiiiHoro AoChbE
Kopoobui Hepo3dghacoBaHOT 6y10 NOMUNKOBO 3a3HAY€HO ABa BUPOOGHUKU AjtoUoT
NPOAYKLT: peyoBuHu D,L- cepuHy
KaTtaneHt
HimeuyunHa
E6epbax Mmo6X,
HimeuuunHa;
OinbHUUA, SKa
Bignosigae 3a
NepBUHHY Ta
BTOPUHHY
yNaKoBKy;
OinbHUUSA, sika
Bignosigae 3a
[03BiN Ha BUMYCK
cepii: Mepkne
'm6X, HimeyunHa
12. AKTOBETIH TabneTkn, BKPUTI TOB "Takega Ykpaina TOB "KYCYM Ykpaina BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiais: 3a UA/16098/01/01
060s10HKO0, Mo 200 YkpaiHa" DPAPM" 3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa peyenmom
mr, no 50 TabneTok (BTOpPUHHE HallMeHyBaHHs Ta/abo agpecy 3asiBHVKa (BacHuKa
y donakoHi; no 1 nakyBaHHs i3 in peecTpauiiHoro NocBigYeHHs) - 3MiHa agpecun
dhnakoHy B bulk cpipmm- 3asBHVKa. BBeeHHA 3MiH NPOTArom 6-Tv MicsiuiB
KapTOHHIA Kopoo6Li BUPOOHMKA nicnsa 3aTBepKeHHS. 3MiHM | TUny - 3MiHW 3 AKOCTI.
Takega M'm6X, "oTOBWMIA Nikapcbkuii 3aci6. Onuc Ta cknag, (iHwi
Mmicue 3MiHW) - NPMBEAEHHSA OMUCY L0401 PEYOBUHN Y
BUPOGHMLTBA BiANOBIAHICTL 4O OPUTiHANIbHNX AOKYMEHTIB:
OpaHieHobypr, BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
HimeyynHa) 3aTBEPKEHHSA
13. ANEPIFOMAK | cupon, 0,5 mr/mn no ToBapucTBo 3 YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 UA/10913/02/01
C 50 mn y donakoHi, no 06MEXEHO BMPOGHULTBA, 3MiHK | TUNY - 3MiHW [0 IHCTPYKLiT 4719 MeanMyHoro peuyenma
1 cpnakoHy pasom 3 BignoBiganbHi KOHTPO/1b SIKOCTI, 3aCTOCYBaHHSA y po3ainu: "®apmMakonoriyHi
[,03YH04MM CTi0 BMNYCK cepil: BnactusocTi", "lMpoTunokasaHHa", "B3aemopisn 3
LUNPYLOM-NINEeTKOK "hapmaueBTn ToBapucTBO 3 IHLIMMK NiKapCbKnMy 3acobamu Ta iHLWWi BUAn
B KOpOOGLii 3 KapTOHY, YHa KOMNaHis 06MexeHo B3aemogiin”, "OcobmMBOCTi 3acToCcyBaHHs",
no 100 mny "3popos'a” BiANOBIA&NLHICTIO "3AaTHICTb BNAMBaTK Ha LUBUAKICTb peakuii npu
dnakoHi, no 1 "®apmMaueBTNYHa KepyBaHHi aBTOTPAHCMOPTOM ab0 iHWMK
dhnakoHy pasom 3 KOMNaHis MexaHismamu", "Cnoci6 3acTocyBaHHs Ta fo3un",
[03ylounm "3p0pos'a”, "aitn",
LUNPYLOM-NINEeTKOK YKpaiHa; BCi cTagii "Mo6ivHi peakui™ BignNoBigHO A0 iHhopmau,i Wwoao
B KOpOOGLIi 3 KapTOHY BUPOGHMLITBA, MeAMYHOro 3acTOCyBaHHA peddepeHTHOro

KOHTPO/Ib SIKOCTI:
ToBapucTtso 3
06MEXEHO

nikapcbkoro 3acoby (EPIYC, cupon, 0,5mr/mn).
BBefeHHs 3MiH NpoTsiroM 3-x micsAyiB nicns
3aTBepPAXEHHS; 3MiHu |l Tuny - 3MiHK Wo[0
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
BIANOBIA&/ILHICTIO 6e3nekn/edrekTBHOCTI Ta thapmakoHarnagy.
"XapkiBCcbke BHeceHHs abo 3MiHa(1) A0 3060B'A3aHb Ta YMOB
hapmaueBTUyHe BMAaui peecTpaLiiiHoOro NocBig4YeHHs, BK/oYaoum
nigNPUEMCTBO MnaH ynpasniHHA pr3nkKamu (3aCTOCyBaHHS 3MiH(1),
"3p0poB'a ski(a) BuMaratoTb(€) NoAabLLOr0 O6r'pyHTYBaHHS
Hapoay", YkpaiHa HOBUMU [04ATKOBUM AaHVUMW, LLIO MaKTb
HafaBaTnCA KOMNETEHTHUM OpraHoM, OCKifbKY
BMMAraeTbCs CyTTEBA OLiHKa KOMMETEHTHUM
opraHom) - BukoHaHHS1 3060B'A3aHb BiANOBIAHO A0
nignyHkTy 1.13 nyHkTy 1 goaatky 15 go MNopsagky
NpPOBELEHHS EKCNEPTU3N peecTpauiiHnx matepianis
Ha nikapcbki 3aco6u, WO NofaTbCs Ha AepXaBHY
peecTpadito (nepepeecTpaLiio), a Takox ekcnepTusmn
marepianis Npo BHECEHHS 3MiH [0 peecTpauiiHnX
marepianiB NpoTArom fii peecTpauiiHoro
NocBigYeHHs, 3aTBepmkeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakasy MO3 Big,
23.07.2015 Ne 460)
14. ANEPAE3 cupon, 0,5 mr/mn, no My6niuHe YkpaiHa My6nivHe Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 UA/14492/01/01
50 mn ta no 100 mn akujioHepHe aKuioHepHe 3MiHW | TUMY - BUNYYEHHS HaliMeHyBaHHS peyenma
y thnakoHi; no 1 TOBapucTBO TOBapucTBO noctavyasnibHUKIB NakyBa/lbHUX Matepiasis 3
dhnakoHy pasom 3 "HaykoBo- "HaykoBo- peecTpaLjiiiHoro aocke, a came posginy 3.2.P.7
[03yBa/TbHUM BMPOGHNUNIA BVPOGHWYNIA CucTtema KoHTeliHep/3aKynoptoBasibHWI 3acio
NPVUCTPOEM B NnavLy; LeHTp LeHTp
no 100 mn y 6aHL; "BopLuariscbk "BopLuariBcbKkuii
no 1 6aHuj pasom 3 W1 XiMiKo- XimiKo-
[03yBa/IbHUM dhapmavneBTy thapmaueBTUYHUI
NPUCTPOEM B nauLi HWi1 3aBoa" 3aso0f4"
15. ANEPIK Tabnetku no 10 mr, KOHina6, NN CLWA TOB tOC Monbwa BHECEHHS 3MiH A0 peecTpayiiHux maTtepiasiis: 6e3 UA/7560/01/01
no 7 a6o no 30 dapmaduis 3MiHuM Il Tuny - 3miHK Woao 6e3nekn/echekTUBHOCTI peyenma

Tabnetok y 6nictepi;
no 1 6nictepy B
KapTOHHIA Kopoo6Li

Ta (hapmakoHarnsgy. BHeceHHs abo 3miHa(u) Ao
3060B'13aHb Ta YMOB BMAa4i peecTpauiiiHoro
nocBiAYeHHs, BKoYaroun MnaH ynpaeniHHA

pu3nkamm (3aCToCyBaHHA 3MiH(M), Aki(a)
B/MaratTb(€) NoganbLIOro 06rpyHTyBaHHS HOBMMMU
[04aTKOBUM JaHUMW, L0 MaloTb HagaBaTucs
KOMNETEHTHUM OpraHoM, OCKifIbK/ BUMaraeTbes
CyTTEBA OLiHKa KOMMETEHTHUM OpraHom) -
BriKoHaHHS 3060B'A3aHb BiANOBIAHO A0 MiANYHKTY
1.13 nyHkTy 1 gogatky 15 fo MNopsaky npoBefeHHs
eKCMepTn3n peecTpaliiHnx MaTepiasliB Ha Jlikapcbki
3aco6y, Lo NoJalTbCs Ha fepXaBHy peecTpaLiiio
(nepepeecTpadito), a TakoX ekcrnepTnsn marepianis
MPO BHECEHHS 3MiH A0 PeECTpaLiiiHuX MaTepianis
NpOTAroM fii peecTpauiiHoro nocBig4yeHHs,
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
3aTBepAxeHoro Hakaszom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakasy MO3 Big 23.07.2015 Ne
460)
16. ANTENKA TabneTku XyBasbHi NAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/12480/02/01
FANTMYDAPM | no 100 mr no 10 "Tanuuchapm” "KuiBmegnpenapa 3MiHK | TNy - 3MiHa NnapameTpiB cneumdikauin peyenma
Tabnetok y 6nictepi, T Ta/abo [oMyCTUMUX MeX roTOBOro MikapCbKoro
no 2 a6o no 10 3acoby
6nicTepis y nayui
17. ANTENKA TabneTku XyBasbHi NAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiais: 6e3 UA/12480/02/01
FAJINYO®APM | no 100 mr no 10 "rannuchapm" "KuiBmegnpenapa 3MiHM | TUNY - 3MiHa B ymoBax 36epiraHHs Ad| peyenma
TabneTtok y 6nicrepi, T
no 2 a6o no 10
6nicTepis y nayui
18. ANTEI NMOPOLLIOK ToBapucTBoO 3 YkpaiHa ToBapucTBoO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: - UA/6060/01/01
KOPEHA (cy6cTaHuis) y 06MeXeHo 06MeXeHo 3MiHu | TUNY - 3MiHW B Npoueci BUpobHuuTBa AdI -
EKCTPAKT naketax BiANOBIA&UTbHI BiANOBIA&NLHICTIO akTyanisauis sepcii Mogyns 3. posgin 3.2.S.2
nonieTuIeHoBMX CTIO "®hapmMaueBTnyHa Mpouec BnpobHMLTBa ADI: HaBeAeHO TEOPETUYHWI
ons "papmaneBTn KOMNaHis po3Mip cepii (3aMiCTb pernaMeHToBaHoro po3mipy
hapmaLeBTUYHOro YHa KOMNaHis "3p0pos'a” cepil), 3MIHEHO KiNbKICTb | HaliMeHyBaHHs cTagild,
3aCTOCyBaHHA "3popos'a” 6e3 3MiHN Waxy TexHosorii npouecy. Onuc
TEXHO/OrYHOro npouecy BMpobHuUTBa AdI,
HaliMeHyBaHHs1 061aHaHHA NpUBEAEH] Y
BiAMOBIAHICTb 3 yHichikoBaHUM hopmaToMm,
npuiiHaTum gns A®|l TOB "dapmaieBTuyHa
KomnaHia "3go0pos's", YkpaiHa
19. ANbBYMIH- PO34unH NS iHdy3il, TOB YkpaiHa BMPOGHMLITBO, YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 3a UA/15875/01/01
BIO®APMA 10 % no 50 mn, 100 "BIO®PAPMA nepBuHHE Ta 3MiHM | TUNY - 3MiHa y MeTofax BUNpobyBaHHS peyenmom
My dhnakoHi; no 1 MNA3MA" BTOPUHHE rOTOBOrO /iKaPCbKOro 3acoby - 3MiHV A0
dhnakoHy y nauui 3 nakyBaHHs, BUNYyCK BMMNPOGYBaHHA 3a NOKA3HUKOM SKOCTi "AMOMIHIA"
KapToHYy cepiii; BTOpUHHE METOA0M aTOMHO-a6CcopOLiHOI CNEeKTPOMETPIT;
nakyBaHHs, BUMYCK 3MiHM | TUNY - 3MiHa y MeTogax BUNpobyBaHHS
cepiii: TOB rOTOBOrO J1iKapCbKOro 3acoby - 3MiHV A0
"BIOPAPMA BUNPOBYBaHHA 3a NOKa3HUKOM AKOCTI «BmicT
MNA3MA", HaTpilo kanpunarty" MeTofoM rasoBoi
YkpaiHa xpomaTtorpadii; 3miHu | Trny - 3MiHa y meTogax
BMNPOBYBaHHS rOTOBOrO NiKapCbKOro 3acoby (iHLwi
3MiHM Yy MeTogax BUnpobysaHb (BK/IHOYAKOUMN 3aMiHy
ab0 AONOBHEHHS)) - 3MiHW 40 BUNPOOYBaHHA 3a
NOKa3HUKOM SIKOCTi "BMiCT HaTpili-ioHy" MmeToaom
aTOMHO-a6cop6LiliHOI cnekTpomMeTpii
20. ANbBYMIH- PO34uH NS iHdy3ilA, TOB YkpaiHa BMPOGHMLITBO, Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiaslis: 3a UA/15875/01/02
BIO®APMA 20 % no 50 mn, 100 "BIO®PAPMA nepBuHHE Ta 3MiHM | TUNY - 3MiHa y MeTogax BUNpobyBaHHS peyenmom
My dhnakoHi; no 1 MNA3MA" BTOPUHHE rOTOBOrO NiKapCbKOro 3acoby - 3MiHV A0
chnakoHy y nauui 3 nakyBaHHs1, BUMYCK BMMNPOOYBaHHA 3a NOKa3HUKOM SKOCTi "AOMIHIA"
KapTOHY cepiii; BTOpUHHE METO/0M aTOMHO-abCcopOLiiHOI CNEeKTPOMETPIT;
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
nakyBaHHs1, BUMYyCK 3MiHK | TUNY - 3MiHa Y MeTogax BUNpoGyBaHHS
cepii: TOB rOTOBOrO /iKaPCbKOro 3acoby - 3MiHV A0
"BIO®PAPMA BMNPOOYBaHHA 3a NOKa3HMKOM SKOCTi «BmicT
MIA3SMA", HaTpilo kanpunary" MeTooM rasoBoi
Ykpaina xpomarorpadii; 3MiHu | TURYy - 3mMiHa y MeTogax
BMNPO6YBaHHA rOTOBOrO MiKapCbKoro 3acoby (iHwi
3MiHM Y MeToAax BUNpobyBaHb (BKIHOYaOUM 3aMiHy
ab0 JONOBHEHHS)) - 3MiHM 40 BUNPOOYBaHHA 3a
NoKa3HUKOM SIKOCTi "BMiCT HaTpili-ioHy" meTogom
aTOMHO-abcopbLiliHOI cnekTpoMeTpil
21. AHAVNAN-B Tabnetku, no 10 MAT YkpaiHa MAT "MoHcapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 6e3 UA/6175/01/01
Tabnetok y cTpunax; "MoHdpapm" 3MiHu |l TURYy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenma —
no 10 Tabnetok y Ta (hapmakoHarnsgy. BHeceHHs abo 3miHa(u) Ao Nel0; 3a
cTpuni; no 1 ctpuny 30060B'A3aHb Ta YMOB Buadi peecTtpauiiHoro peyenmom —
y naneposomy NoCBiJYEHHS, BKOYatouy MnaH ynpas/iHHA Ne20, Ne100
KOHBepTi; no 10 pusmKamm (3acTocyBaHHS 3MiH(1), ski(a)
TabneTok y cTpuni; BMMaralTb(€) NOAaNbLLOTO 06I'PYHTYBaHHS HOBUMM
no 2 a6o no 10 [00aTKOBUM A@HMK, WO MaloTb HagasaTucs
cTpuniB y navuj 3 KOMNETEHTHUM OpraHoM, OCKifIbK/ BUMaraeTbest
KapToHy; no 10 CYTTEBA OLiHKa KOMMETEHTHUM OpraHom) -
Tabnetok y 6nictepi; BrKoHaHHS 3000B'A3aHb BiAMNOBIAHO A0 MiANYHKTY
no 1, aéo no 2, abo 1.13 nyHkTy 1 gogatky 15 o Mopagky NnpoBefeHHSA
no 10 6nictepiB y eKcnepTn3n peecTpauiiHnx Matepianis Ha nikapcbki
nauti 3 kKapToHy 3aco6u, L0 NoAalTLCS Ha fepXaBHy peecTpaLiiio
(nepepeecTpadito), a TakoX ekcnepTnsn marepianis
MPO BHECEHHS 3MiH [0 peecTpavljiiiHuX maTtepianis
NpOTAroMm fii peecTpauiiHoro NocBigYeHHs,
3aTBepaxeHoro Hakasom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)
22. APMAAIH po34nH AaNs iH'ekuiii, | TOB HaykoBo- YkpaiHa BiANOBifaIbHWIA 32 |  YkpaiHa/ IcnaHis BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/9896/01/01
50 mr/Mnno 2 mn B BMpO6HMYA BMPOBGHMLTBO Ta 3MiHK | TUny - 3MiHa po3mipy cepii (BkOUaroumn peyenmom
amnyni; no 5 amnyn hipma KOHTPONb/BMNPOGY JianasoH po3mipy cepii) roToBOro Nikapcbkoro
y kaceTi; no 2 "Mikpoxim" BaHHA cepil, He 3acoby (36inbleHHsa Ao 10 pasiB NopiBHAHO i3
KaceTu B nayuj 3 BK/THOHAIOUM 3aTBEPKEHNM PO3MIPOM) - BBEAEHHS AOAATKOBOIO
KapTOHY; No 2 MN B BMNYCK cepil: po3Mmipy cepii roToBOro slikapcbkoro 3acoby - 240
amnyni; no 10 MpusaTHe 000 wrt. amnyn. 3anponoHosaHo: 50 000 LWT.
amnyn y 6nictepi; no akuioHepHe amnyn, 100 000 wrt. amnyn, 120 000 wT. amnyn,
1 6nicTepy B nauui 3 TOBapucTBO 240 000 WwTt. amny/i; 3MiHW | TUNY - 3MiHX Y NpoLeci
KapToHYy "Mekxim-Xapkis", BMPOGHMLITBA rOTOBOTO NiKapCbKOro 3acoby,
YKpaiHa,; BKJ/THOYAIOUM MPOMIKHUIA NPOAYKT, WO

BiANoBigabHUIi 3a
BUMYCK cepii, He
BK/THOHAIOUM
KOHTPO/b/BUNPOGY

3aCTOCOBYETLCS MPU BUPOGHULTBI FOTOBOrO
nNiKapcbKoro 3acoby - 3MiHW y NpoLeci BUPO6HULITBA

rOTOBOFO JliKapCbKOro 3acoby, a came 3amiHa
aBTOK/aBY, KM BUKOPUCTOBYBABCS [I/1S1 KOHTPO/IHO
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
BaHHs cepii: TOB repMeTMYHOCTI 3anatBaHHa amnys, Ha
HaykoBo- cTepunizaTop 3 BUKOPUCTaHHSAM nporpamu «Kpatw-
BMPOGHMYa doipma TecT» Ta NepeBipKy 3a AOMNOMOrol aBTOMaTUYHOT
"Mikpoxim", IHCNEKU,T L0 BUKOHYE KOHTPO/Ib Ha MeXaHiuHi
YKpaiHa, BK/IIOYEHHS Ta NepeBipKy ammny/ Ha repMeTUYHICTb
BignoBigasibHMi 3a
BMPOBHULTBO Ta
KOHTPONb/BMNPOGY
BaHHS cepii,
BK/THOHAI0UM
BUMNYCK Cepil:
"Maboparopis
IHIBCA, C.A.",
Icnanis
23. APTU®DNEKC | kpem, no 20 r, no 40 ToBapucTBo 3 YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiaslis: 3a UA/13306/01/01
raéono 100ry 06MeXeHOo 06MmeXeHo 3MiHu | TUNY - AgMiHiCTpaTUBHI 3MiHW. 3MiHa Ko4y peyenmom
Ty6i; no 1 Ty6i y BiANOBIA&/TbHI BiANOBIAANbHICTIO ATX - 3MiHV BHECEHI [0 pO34iny iHCTPYKLi Ans
KOpOO6Li 3 KapTOHY CTIO "®apmaueBTnyHa MeAMYHOro 3acTocyBaHHA "dapmMakoTepanesTnyHa
"papmaneBTn KOMNaHis rpyna. Kog ATX" BignoBigHO A0 MiXXHapOAHOT
YHa KOMNaHis "3gopos'a” knacudikauii BOO3:
"3popos'a” 3aTBEPMAKEHO - |HLWI 3ac06u, Lo 3aCTOCOBYHOTh NPy
naronorii onopHo-pyxosoro anapaTty. Kog ATC
MO9A X10**,
3anpornoHOBaHo - IHLWi 3aco6Mm, Lo 3aCTOCOBYIOTb
npwv naTonorii onopHo-pyxoBoro anapaty. Kog ATC
MO9A X.
BBefeHHA 3MiH NpoTArom 3-X MicALiB nicns
3aTBEPAKEHHS.
24, APTU®DNEKC | po3uvH gns iH'ekuii, ToBapucTBo 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH A0 peecTpayiiHux maTtepiasiis: 3a UA/11438/01/01
XOHAPO 100 mr/mn no 2 mn B 06MEeXeHoH BMPOGHMLITBA, 3MiHN | TUNY - BUNYYeHHS1 BUPOGHUKa AdI peyenmom
amnyni; no 5 aéo 10 BiANOBIA&UTbHI KOHTPO/Ib AKOCTI, XOHAPOITUHY cynbhaT HATPIto; 3MiHU | TUMY - 3MiHW,
amnyn y kopoo6u; no cTi0 BMNYCK cepil: NnoB'sA3aHi 3 HEOOXIAHICTIO NMPUBEAEHHS Y
2 mn B amnyni; no 5 "papmaneBTn ToBapucTBO 3 BiANOBIAHICTb A0 MoHOrpadii APY abo
amnyn y énictepi; o | 4YHa KOMMaHis 06MexeHo €Bponeiicbkoi hapmakonei, abo iHLwoT
1 abo 2 6nictepn y "3popos's” BiANOBIAA/TbHICTIO HauioHas1bHOI chapmakonei gepxasun €C (3MmiHa y
KOpoo6Li; No 2 Mn B "GapmMaueBTNYHa cneuudikayisix, NnoB'A3aHa 3i 3MiHamu B 4dY, abo
amnyni; no 10 KoMMaHis €sponelicbkili hapmakonei, abo iHLwin
amnyn y 6nictepi; no "3p0poB'a”, HauioHasbHIN dhapmakonei gepxasu €C); cynyTHs
1 6nictepy y YkpaiHa; BCi cTagii 3MiHa: 3MiHa y MeTofax BunpobyBaHHs AD| abo
Kopob6Li; no 2 Mny BMPOGHULITBA, BUXifHOro martepiany/npomixxHOro
nonepeaHL0 KOHTPO/Tb SIKOCTI: NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
HanoBHEHOMY ToBapucTBo 3 npoteci BUpo6HuUTBa A®I; 3MiHM | TUNY - NoAAHHSA
wnpuvyi; no 1 06MmeXeHo HoBoOro ceptucpikata gna APl Big HoBoro abo Bxe
nonepeaHL0 BifJNOBIAA/IbHICTIO 3aTBEPKEHOr0 BUPOGHUKA - NofaHHA HOBOrO MNE —
HanoBHEHOMY "®APMEKC cepTudikaTy BiANOBiAHOCTI €BpoNencbKoi
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
LINPULY Y KOMNAEKTI FPYM", YkpaiHa thapmakonei Ne R1-CEP 2006-179-Rev 00 Big,
3 rOJIKOK0 HOBOro BMPO6HMKa AP| XOHAPOITUMHY cynbdaTy
iH'eKLjiiHOI0 B HaTpIlo; 3MiHK | TUNY - 3MiHa y NapameTpax
iHAuBIAyaibHOMY cneuudikauin Ta/abo ooNyCTUMUX MEX,
nakyBaHHi y BM3Ha4YeHUX y cneyucpikauisix Ha Adl, abo
6nictepi; no 1 abo 5 BVIXiZHWA/MPOMDKHWIA NpoAyKT/peareHT, Wo
6nicTepis y kopobui BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuutea Adl;
3 KapTOHyY; Mo 2 MN1Yy CynyTHS 3MiHa: 3MiHa Yy MeTogax BunpobysaHHs AdI
nonepegHL0 abo BuxigHOro matepiasy/npomikHOro
HanoBHEHOMY NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y
wnpuui; no 5 npoueci BupobHuuTea A®I (iHwi 3MiHM y meTogax
nonepegHL0 BMNPOGYBaHHSA (BK/THOYaoum 3amiHy abo
HanoBHEHUX [0MoBHEHHSA) AD| a60 BUXiAHOTO/NPOMIXHOIO
Lwnpuuis y npoaykKTy)
KOMMNJIEKTi 3 FO/IKOI0
iH'eKLjiiiHOO B
iHaMBigyanbHOMY
nakyBaHHi y
6nictepi; no 1
6nicTepy y kopobui 3
KapTOHY
25. ATOKOP TabneTkn, BKPUTI O-p Peppi'c IHAis [O-p Peppj'c IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/1377/01/01
NNiBKOBOIO NabopaTtopic Nabopatopic /Tg, 3MiHK | TNy - 3MiHa NnapameTpiB cneumdikauin peyenmom
o0600HKoto, Mo 10 nra (BvipobHnya Ta/abo [oNyCTUMUX MEX rOTOBOTO /1iKapCbKOro
Mmr no 10 TabneTok y LinbHUUS - VI) 3acoby (foNOBHEHHSA abo 3aMiHa Noka3HMKa

6nicTepi; no 1 a6o 3
6nictepun y kopobui

crneungikauii 3a pesynbTatamu 4OC/iAKeHb 3
6e3nekn abo AKOCTi (3a BUHATKOM JliKapCbKMX
3aco06iB 6i0/10r4HOro/iMyHOIOTNYHOTO NOXOKEHHS))
- BBeAeHHS igeHTudikosaHoi gomilkn Diketoepoxy
0,5% 3 BigMNOBIAHOK METOAVKOK BUMPOOYBaHHS.
BBepneHHs igeHTugikoBaHoi Aomiwkn Lactam 0,45%
3i 3MiHOKO MEeTOAMKM BUNPOGYBaHHS 3a PO34iSIoM
«CynpoBigHi AOMILLKW». BunpaBneHHs: TEXHIYHUX
NOMU/IOK B cneundikavii i meToamkax
BMNpobyBaHHA 3a pp. «CynpoBiAHi AOMILLKN»,
«OfHOPIAHICTb [030BaHUX OAVHULb»,
«PO3UMHEHHNA», «KiflbKICHE BU3HAYEHHS», TAKOX
3MiHM B pO3paxyHKoBMX hopMynax: 3aTBepaKeHo
pO3paxyHOK Ha aTopBacTaTViH y BUrNSAj iOHY,
3anponoHoOBaHO PO3paxyHOK Ha aTopBacTaTuH
KMCNOTY); CyNyTHA 3MiHa: 3MiHa y MeToAax
BMNPO6YBaHHA rOTOBOr0 MiKapCbKoro 3acoby (iHLwi
3MiHM y MeToAax BUNpobyBaHb (BKIHOYAOUM 3amiHy
a60 AONOBHEHHS)); 3MiHM | TNy - 3MiHa NapameTpis
cneundikauii Ta/abo A0NYyCTUMUX MEX roTOBOro
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Ne n/n

Ha3ssa
NliKapcbKo20
3acoby

Popma surnycky
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

Kpaina

Bupo6HuUK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjiliHo2o
nocsioYeHHs

nikapcbKoro 3acoby (iHLi 3MiHW) - 3MiHa OAMHULb
BMMIptOBaHHA 6e3 hakT1YHOI 3MiHW pernameHTauii
3a p. «TBepaicTb» 3anponoHoBaHo: 40 H; 3MiHu |
TUMy - 3MiHa napameTpis cneyudikauiin Ta/abo
[0MNYCTUMUX MEX FOTOBOrO /iKapCbKoro 3acoby
(iHLWIi 3MiHW) - BUNYYEHHS NOKa3HMKa «TOBLUMHa» 3i
cneumaikaLii roToBOro Jlikapcbkoro 3acooy,
OCKi/IbKM BiH KOHTPO/IOETLCA B MPOLECI
BMPOBHMLITBA KOXHOI cepii; 3MiHK | TUny - 3miHa
napameTpiB cneuudikaliii Ta/abo AONYCTUMMX MEX
rOTOBOrO /1iKapCbkoro 3acoby (iHLi 3MiHW) -
BUJTyYEHHS NoKasHuKa «Po3nagaHHsA» 3a HasABHOCTI
p. «PO34YMHEHHS», NOKa3HUK «Po3nagaHHsa»
KOHTPO/KOETHLCA B NPOLLECI BUPOBGHULITBA; 3MiHM |
TUMy - 3MiHa napameTpis cnewudikauiin Ta/abo
[OMyCTUMMX MEX rOTOBOTO NiKapCcbKoro 3acoby
(iHWi 3MiHW) - BUTYYeHHS 3i cneumndikaii p.
«OfHopigHICTL Macy TabneTok» 3a HasABHOCTI p.
«CepefiHs Maca Tabnetok» i «OaHOPIAHICTbL
[,030BaHNX OAUHWLE»; 3MiHM | TUNY - 3MiHa Y
mMeToAax BUNPoGYyBaHHSA rOTOBOrO /iKapCbKOro
3aco6y (iHwWi 3MiHK y MeToAax BUnpobyBaHb
(BKKOYAOUM 3aMiHy ab60 [OMOBHEHHS)) - 3MiHA
MeTOAVKM BUNPOOYBaHHSA 3a p. «PO3UYMHEHHS»
(dhinbTpauis BUNPO60BYBAHOTO PO3UMHY).
BBefeHHA 3MiH NpoTArom 6-tm micauis nicna
3aTBEPAKEHHSA

26.

ATOKOP

TabneTkn, BKPUTI
NAiBKOBOO
060/10HKO0, Mo 20
Mmr no 10 TabneTok y
6nicTepi; no 1 a6o 3
6nictepun y kopobui

O-p Peppi'c
NabopaTtopic
nra

IHais

A-p Peppi'c
Nabopatopic /Tg,
(Bupo6Hnya
LinbHUUS - VI)

IHais

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TUny - 3mMiHa napameTpis cneuudikawin
Ta/abo [oNyCTUMUX MEX rOTOBOTO /1iKapCbKOro
3acoby (fONOBHEHHSA abo 3aMiHa Noka3HMKa
crneundikauii 3a pesynbTatamu 4OC/iAKEHb 3
6e3nekn abo AKOCTi (3a BUHATKOM JliKapCbKMX
3ac06iB 6i0/10r4HOro/iMyHOIOTYHOTO NOXOKEHHS))
- BBeeHHS igeHTudikosaHoi gomilkn Diketoepoxy
0,5% 3 BigMNOBIAHOK METOAMKOK BUMPOOYBaHHS.
BBepneHHs igeHTugikoBaHoi Aomiwkn Lactam 0,45%
3i 3MiHOKO MEeTOAMKM BUNPOGYBaHHS 3a PO34ifIoM
«CynpoBigHi AOMILLKW». BunpaBneHHss TEXHIYHUX
NOMU/IOK B cneundikavii i meToamkax
BMNpobyBaHHA 3a pp. «CynpoBiAHi JOMILLKN»,
«OfHOPIAHICTb [030BaHUX OAVHULb»,
«PO34YMHEHHNA», «KiflbKiICHE BU3HAYEHHS», TAKOX
3MiHM B pO3paxyHKoBMX hopMynax: 3aTBepaKeHo
pO3paxyHOK Ha aTopBacTaTVH Y BUMNSAI iOHY,

3a
peyenmom

UA/1377/01/02




49

Ne n/n

Ha3ssa
NliKapcbKo20
3acoby

Popma surnycky
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

Kpaina

Bupo6HuUK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjiliHo2o
nocsioYeHHs

3anponoHOBaHO PO3paxyHOK Ha aTopBacTaTuH
KMCNOTY); CyNyTHSA 3MiHa: 3MiHa y MeToAax
BMNPO6YBaHHA rOTOBOr0 MiKapCbKoro 3acoby (iHwwi
3MiHM Y MeToAax BUNpobyBaHb (BKHOYaOUM 3aMiHy
ab0 fONOBHEHHS)); 3MiHM | TNy - 3MiHa NapameTpis
cneuudikauin Ta/abo fonycTUMNX MEX rOTOBOrO
nikapcbKoro 3acoby (iHwWi 3MiHW) - 3MiHa OAMHULb
BMMIpIOBaHHA 6e3 hakT1YHOI 3MiHW pernameHTauii
3a p. «TBepaicTb» 3anponoHoBaHo: 50 H; 3MiHu |
TUMy - 3MiHa napameTpis cneyudikauiin Ta/abo
[0MNYCTUMUX MEX rOTOBOrO /iKapCbKoro 3acoby
(iHLWi 3MiHW) - BUNYYEHHS NOKa3HMKa «TOBLUMHAa» 3i
cneumaikaLii roToBOro Jlikapcbkoro 3acooy,
OCKi/IbKW BiH KOHTPO/IOETLCSA B MPOLECI
BMPOBHMLITBA KOXHOI cepii; 3MiHK | TUny - 3miHa
napameTpiB cneuudikaliii Ta/abo AONYCTUMMX MEX
rOTOBOrO /1iKapCbkoro 3acoby (iHLi 3MiHW) -
BUJTyYEHHSA NoKasHuKa «Po3nagaHHsA» 3a HasABHOCTI
p. «PO34YMHEHHS», NOKa3HUK «Po3nagaHHsa»
KOHTPO/IKOETHLCA B NPOLLECI BUPOBHULITBA; 3MiHM |
TUMy - 3MiHa napameTpis cneuudikauiin Ta/abo
[OMyCTUMMX MEX rOTOBOTO NiKapCbKoro 3acoby
(iHWi 3MiHW) - BUTYYeHHS 3i cneumndikaii p.
«OfHopigHICTL Macy TabneTok» 3a HasABHOCTI p.
«CepefiHs Maca Tabnetok» i «OgHOPIAHICTb
[,030BaHNX OAUHWLE»; 3MiHM | TURY - 3MiHa Y
mMeToAax BUNPoGYyBaHHSA rOTOBOrO /iKapCbKOro
3aco6y (iHwWi 3MiHK y MeToAax BUNpobyBaHb
(BKKOYAOUM 3aMiHy ab60 AOMOBHEHHS)) - 3MiHA
MeTOAVKM BUNPOOYBaHHSA 3a p. «PO3UYNHEHHSA»
(dhinbTpauis BUNPO60BYBAHOIO PO3YMHY).
BBefeHHA 3MiH NpoTArom 6-tm micauis nicna
3aTBEPAKEHHSA

27.

ALUENI3NH

NOPOLLIOK A5
PO3UMHY NS iH'EKLR
nol0ry
nakoHax; no 10
h1aKkoHiB y
KOHTYPHIl
YapyHKOBIli
ynakosLi; no 1
KOHTYPHIl
YapyHKOBIli ynakoBLi
B nayyi; no 1
h1akoHy

MAT
"Kuismegnpen
apart”

YkpaiHa

NAT
"KviBmegnpenapa
™

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHW Il Tuny - BUAYYeHHs 3i cneumdikauii BXigHoOro
KOHTpoNo A®I, SIK Hacnifok 3i cneumdikaui
roTOBOrO Nikapcbkoro 3acoby napameTpa
«AHOMaJ/IbHa TOKCUYHICTb», i3 BiANOBIAHOKO
MeTOAMKO BUMPOOYBaHHA

3a
peyenmom

UA/2181/01/01
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
28. AUENI3NH NOpPOLLIOK NAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: - UA/10019/01/01
CTEPUNBbHN (cybeTaHuis) y "Kuismegnpen "Kuismegnpenapa 3MiHW Il Tvny - BUyYeHHs 3i cneuudikauii akTMBHOT
" 6igoHax apat" T cy6cTaHuii napameTpa cneyndikauii «AHoManbHa
a/IOMIHIEBUX ANs TOKCUYHICTb», i3 BIAMNOBIAHOK METOANKO
BMPOGHMLITBA BMNpobyBaHHSA
CTEPUIbHUX
NiKapcbknx hopm
29. BEKNO®OPT | aeposonb ans nakcoCwmitKn Benvka [nakco Bennkom dpaHuis BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiais: 3a UA/1203/01/01
™ iHransuin, AiH EkcnopT BpuTaHis MpoaakLwH 3MiHW | TUMY - BUNYYEHHS BUPOOHUYOT AiNbHULI peyenmom
EBOXAJIEP™ | po3oBaHuii, 250 Nimiten (Btovatoum ginbHuui ans A®Il, npomixHoro
MKr/f03y, 1 6a10H 3 NPOAYKTY abo roTOBOro NiKapCbKoro 3acooy,
[03yH04nM AiNbHULI AN NPOBefEeHHA NakyBaHHS, BUPOOHUMKA,
KnanaHom Ha 200 BiANOBIAA/ILHOIO 3a BMNYCK Cepiid, MicLe
[03 y Kopob6Li 3 NpoBeLEeHHSI KOHTPO/IIO cepii) abo nocTayabHyKa
KapToHY BUXIZHOTO MaTepiasy, peareHTy abo JOMOMiKHOI
PEYOBUHM - BUTYYEHHSI BUPOOHMYOT AinbHUL AdI
6eknomeTasoHny gunponioHaty Glaxo Operations
UK Limited, United Kingdom Ta BHeCEHHS
KOpUryBaHb B HanWcaHHsA Ha3BK Ta agpecu
BMpo6HUMKa Farmabios S.p.A, Italy
30. BENUE®D NOpOLUOK ANA TOB "AWLA YkpaiHa CTEPWN-AXXEH IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3a UA/15438/01/01
po3unHYy Ans dopmyneiiHe NAV® 3MiHY Il Tuny - 3miHK Woao 6e3nekun/ethekTUBHOCTI peyenmom
iHekyinno 1,0ry " CAMEHCU3 () Ta thapmakoHarnsgy. BHeceHHs abo 3miHa(n) Ao
dhnakoHi no 1 abo nTa 30060B'AA3aHb Ta YMOB Buadi peecTpaLiiiHoro
10 dpnakoHis 3 noceifgyeHHs, Bknoyaroun Mnax ynpasniHHA
NOPOLLKOM Y pusmkKamm (3acTocyBaHHS 3MiH(1), siki(a)
KapTOHHI ynakoBLi BMMaralTb(€) NOAaNbLIOTO 06I'PYHTYBaHHS HOBUMM
[0[aTKOBUM JaHuMu, L0 MaloTb HagasaTucs
KOMNETEHTHUM OpPraHoM, OCKi/IbK/ BUMAaraeTbCs
CyTTEBA OLLiHKA KOMMETEHTHUM OpPraHom) -
BrKoHaHHSA 3060B'A3aHb BiANOBIAHO A0 MiANYHKTY
1.8.2 nyHkTy 1.8 pogatky 5 oo Nopsaky
NpoBefeHHA ekcnepTu3n peecTpauiliHux martepiasnis
Ha nikapcbki 3acobu, WO NoAalnTbCs Ha AepxXasHy
peecTpauito (nepepeecTpawito), a TakoX ekcnepTusmn
marepianiB Npo BHECEHHS 3MiH 1O peecTpaviiiHnX
maTepianiB NPoOTAroM fAji peecTpawjiiiHoro
NOCBiAYeHHs, 3aTBepAKeHoro Hakasom MOS3 Bif
26.08.2005 Ne 426 (y pepakuii Hakazy MO3 Big
23.07.2015 Ne 460)
31. BENUED MOPOLLIOK ANt TOB "ALLA YkpaiHa CTEPWN-0)KEH IHais BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiaslis: - UA/15439/01/01
pPO34nHYy oNs dopmyneiHe NAN® 3MiHu |l TNy - 3MiHK Woao 6esnekn/edeKTUBHOCTI
iH'ekuii no 1,0ry " CAEHCU3 (M) Ta hapmakoHarnsagy. BHecenHs abo 3miHa(un) o
donakoHi in bulk: 50 nTa 30060B'A3aHb Ta YMOB BuJadi peecTtpauiiHoro
a60 100 donakoHiB 3 NoCBiJYEeHHs, BKNOYatouy NnaH ynpasiHHA
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Ne n/n

Ha3ssa
NliKapcbKo20
3acoby

Popma surnycky
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

Kpaina

Bupo6HuUK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjiliHo2o
nocsioYeHHs

MOPOLLKOM Y
KapTOHHI ynakosLi

pusmKamu (3acTocyBaHHS 3MiH(1), Aki(a)
BMMaratTb(€) NOAAbLIOTO 06I'PYHTYBaHHS HOBUMM
[00aTKOBMM AaHVMK, WO MaloTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbest
CYTTEBA OLiHKa KOMMETEHTHUM OpraHom) -
BriKoHaHHS 3060B'A3aHb BiAMOBIAHO A0 MiANYHKTY
1.8.2 nyHkTy 1.8 pogatky 5 o Nopsaky
NpOBELEHHS EKCNEPTU3N peecTpauiiHnx matepianis
Ha nikapcbki 3aco6u, WO NoAaTbCs Ha AepXaBHY
peecTpadito (nepepeecTpaLiio), a Takox ekcnepTusun
marepianis Npo BHECEHHS 3MiH [0 peecTpauiiHnX
marepianiB NpoTArom fii peecTpauiiHoro
NocBigYeHHs, 3aTBepmkeHoro Hakasom MO3 Bifg,
26.08.2005 Ne 426 (y pepakuii Hakasy MO3 Big,
23.07.2015 Ne 460)

32.

BETAK

TabneTkn, BKPUTI
NNiBKOBOIO
o06010HKoto, no 20
mr, no 10 TabneTok
y 6nicTepi, no 3
6nictepu y
KapTOHHIA KOpoo6Li

Megokemi
nTa

Kinp

Mepnokemi NTA
(LeHTpanbHuii
3aBof)

Kinp

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TMNy - 3MiHa y cknagi (4ONOMIXXHUX PeYOBUH)
roTOBOrO /iKapCbKOro 3acoby - AoAaHHSA
[OMOMIXXHOT PEYOBUHU: TaslbkK ounLeHnii 2,1 mMr oo
cKnagy nniBkoBOi 060/IOHKN 3a PaxyHOK 3MEHLUEHHS
KiNbKOCTi NNiBKOBOro nokputTs Opadry white OY-B-
28920 3 8,4 Mr o 6,3 Mr; 3MiHW | TUNY - 3MiHK Y
npotieci BUPO6HMLITBA FOTOBOTO NiKapCbKoro
3aco0y, BKOYaoUy NPOMDKHUI NPOAYKT, L0
3aCTOCOBYETHCS MPU BUPOGHULTBI FOTOBOrO
NiKapcbKoro 3acoby - oAaBaHHSA YaCTUHU
MIKPOKpUCTaNivyHoI Liestono3n Ha 1 etani
3MillyBaHHS; 36i/IbLLEHHS Yacy 3MillyBaHHS
«binblue 30 XBUAMH» Ha 3 eTani 3MiLllyBaHHS 3
ypaxyBaHHAM 3MiHV Cknagy roToBOro NikapCbKoro
3acoby

3a
peyenmom

UA/7563/01/01

33.

BASENIH

Masb no 30 ry Ty6ax

MPAT
"®ITOPAPM"

YkpaiHa

MPAT
"OITOPAPM"

YkpaiHa

BHECEHHS 3MiH A0 peecTpayiiHux maTtepiasiis:
3MiHu Il Tuny - 3MiHa BUPOGHKKa
BWXiHOro/NPOMKHOro NPoAyKTy/peareHTy, Lo
BMKOPWCTOBYIOTbCS y BUPOOHMYOMY npouieci AP,
abo 3miHa BUpo6HYKa (BKIOUaun, ae HeobxiaHo,
MicLie NpoBefeHHS KOHTPOIO SKocTi) AdI (3a
BiACYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponelicbkiin hapmakonei y 3aTBepaxeHoOMy
[ocbe)(BBeAEHHS HOBOro BUPOGHMKa AdI 3
HafJaHHAM macTep-chaiina Ha ADI) — BBEAEHHS
HOBOro BMPOGHMKa Aito4oi peyoBrHY BaseniH cipma
«Gandhar Oil Refinery India LTD», IHgis

6e3
peyenma

UA/0845/01/01

34.

BAKCIrPUN /
VAXIGRIP

cycneHsis ons
iH'exuii no 0,25 mny

CaHodi
Mactep C.A.

®paHuisa

NOBHWIA LMK
BMPOGHULTBA,

®paHuis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis:
3MiHK | TUNY - AoAaBaHHSA [OCNIMKEHHS HA YUCTOTY

3a
peyenmom

UA/16356/01/01
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
cnnTt- nonepegHL0 KOHTPO/1b SIKOCTI, Ta reHeTnyHy ctabinbHictb (HA and NA coding
BAKUVHA 3anoBHeHOMY BTOPUHHE genes sequencing) 415 MaTOYHOI MOCIBHOI cepil Ta
anda wnpuui; no 1 nakyBaHHs, BUMYCK MOHOB&J/IEHTHOTO Hepo3hacoBaHoro npenapary
MPO®DINAKT nonepegHL0 cepii: CaHodi ons sipycy rpuny A (H1N1); sogaBaHHs
KU revny 3anoBHeHOMyY MacTtep, ®paHujis; OOCTiIKEHHSA HA YACTOTY Ta reHeTUYHYy
IHAKTUBOBA | wnpuuy 3 BTOPUHHE cTabinbHicTb (HA and NA coding genes
HA PIOKA NPUKPINIEHOI0 nakyBaHHs: sequencing) /19 MaTo4YHOl NOCIBHOI cepil Ta
TrOJIKOK Y KapPTOHHIi CAHO®I MOHOB&J/IEHTHOr0 Hepo3cacoBaHoro npenapary
Kopo6ui; no 0,5 mny BIHTPOI ons Bipycy rpuny A (H3N2); gogasaHHs
nonepenHL0 IHOACTPIA, LOCNIMKEHHS HA YACTOTY Ta FeHeTUYHY
3anosHeHoMy ®paHuisa ctabinbHicTb (HA and NA coding genes
wnpuui; no 1 sequencing) 4719 MaTOYHOI NOCIBHOI cepii Ta
nonepeaHLo MOHOB&/IEHTHOTO Hepo3dhacoBaHoro npenapary
3aMnoBHEHOMY Ans Bipycy rpuny B; 3MiHK | TURY - KOHTPO/b
Lnpuy 3 roTOBOrO fiKapCbKOro 3acoby - AoAaBaHHA
NPUKPINIEHOI0 BUNPOBYBaHb 4715 GiOXiMIYHOT XapaKTepUCTUKN
TFOJIKOK Y KapPTOHHIi MOHOB&/IEHTHUX 6ankiB Ta hiHaIbHOTO
Kopoo6Li Hepo3dhacoBaHoro NpoaykTy: -Protein profile by
SDS-PAGE, - Particle size and aggregation by
Dynamic Light Scattering (DLS)
35. BANEPIAHA TabneTku, BKPUTI NAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiaslis: 6e3 UA/0265/02/01
DOPTE NNiBKOBOIO "Tanuuchapm" "KuiBmegnpenapa 3MiHK | TUny - 3miHK 3 AkocTi. APl Cuctema peuyenma
o60onoHkoto, no 40 T KOHTeliHep/3aKkynopoBasibHWi 3aci6 - BHECEHHS
Mr no 10 TabneTtok y 3MiH y MaTepiann peecTpaLliiiHoro focbe po3ain
6nictepi, no 5 3.2.5.6. Cuctema KoHTeliHep/ 3aKynoproBasibHUIA
6nicTepiB y navui 3aci6 Ha A®| BanepiaHn ekcTpakTy ryctoro, a came
YTOYHEHHSI PO3Mipy ynakoBku (604kM noniMepHi no
50 n) y onuci ynakoBku, 6€3 3MiHV NakyBasIbHOIO
martepiany
36. BANIAON- Tabnetku no 60 mr MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 6e3 UA/2993/01/01
AAPHMLA no 6 a6o no 10 "PapmavueBTu "PapmaueBTUyHa 3MiHK | TNy - 3MiHa agpecu BUpPOo6HMka AP po3umH peyenma
Tabnetok y yHa chipma ipma "JapHuus” MEHTO/y B MEHTWI0BOMY edipi KUCnoTu
KOHTYPpHili "OapHuus” i3oBasiepiaHoOBOI1, 6€3 3MiHW MicLs BUpOOHULTBA
YapyHKOBIli
ynakoBui; no 1
KOHTYPpHili
YapyHKOBI ynakoBLi
y mauyui; no 6 abo no
10 TabneTtok y
KOHTYPHUX
YapyHKOBUX
ynakoBkax
37. BEKTUBIKC KOHLeHTpaT Ans AMIKeH HigepnaHgm MapKyBaHHs, Higepnangn/ CLUA BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3a UA/10806/01/01
pO3uunHy ons €spona b.B. BTOPUHHE 3MiHM | TUny - 3MiHK Woao 6e3neku/edhekTNBHOCTI peyenmom

iHdpysii, 20 mr/mn no

nakyBaHHA Ta

Ta papmakoHarnsgy. BeegeHHs abo 3MiHu o
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
5 Mn 'y donakoHi; no BUMYCK cepii: y3arasibHeHUX AaHvX Npo cucTemy
1 donakoHy B AmxeH €spona thapmakoHarnsgy (BBeAeHHs y3arasibHeHVX JaHux
KapTOHHIA KOopoo6Li B.B., Hinepnanaw; npo cuctemy hapmakoHarnsgy, amMiHa
BMPOBHULTBO, YNOBHOB&XEHOT 0cO6MU, BiANOBiJaIbHOI 3a
nepBuUHHE 3[jiCHEHHST (hapMakoHarnsay; KOHTakTHOT 0cobu 3
nakyBaHHS: thapmakoHarnsgy 3asaBHUKa 415 34iACHEHHS
BepiHrep thapmakoHarnagy B YkpaiHi, SKLL0 BOHa BigMiHHa
IHrenbxainm Bi[] yNMOBHOBaXXEHOI 0CO6M, BignoBigansHoI 3a
®piMOHT, IHK., 3AjiCHeHHs1 hapMakoHarisay (BkIyakun
CUA; KOHTaKTHi fjaHi) Ta/abo 3MiHU y PO3MILLLEeHHI MacTep-
BMPOBHULTBO, thalina cuctemun chapmakoHarnsgy) - 3miHa
nepBuHHE KOHTaKTHOI 0c06M 3 chapMakoHarnagy 3asBHuKa
nakyBaHHs: ONA 34iCHEHHS dhapMakoHarnagy B YkpaiHi: giroua
AMIKEH pepakuis — BiTkoBcbka TeTaHa BitaniiBHa;
MaHydekuypiHr NpPONoHOBaHa pefakLis — TepeHTbeB OnekcaHap
NimiTen, CWWA HOpiiioBMY. 3MiHa KOHTaKTHUX AAHUX KOHTaKTHOI
ocobu 3 hapmakoHarnisgy 3asBHvKa Ans
3iicHeHHs1 dpapMakoHarisay B YkpaiHi
38. BEHOFEMAH | renb no 40 ry Ty6i; My6niuHe YkpaiHa My6niyne Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 UA/16813/01/01
0711000 no 1 Ty6i B mauui akujioHepHe aKuioHepHe 3MiHu cunm gji, nikapcbkoi hopmm Ta cnocoby peyenma
TOBap1CTBO TOBapUCTBO 3aCTOCYBaHHA: 3MiHa abo foAaBaHHA HOBOT CMn
"HaykoBo- "HaykoBo- nii/po3BefeHHs.
BMPOGHNUNIA BVPOGHWYNIA [lopgasaHHsa HOBOI cunm Al
LeHTp LeHTp MepiognyHICTb NOAAHHA PErynspPHO OHOB/THOBAHOMO
"BopLuariscbk "BopLuariBcbKkuii 3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAaKy 34iACHEHHS
W1 XiMiKo- XimiKo- hapmakoHarnsgy, 3aTBepAXeHoro Hakasom
hapmaueBTny hapmaLeBTUYHNI MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big, 27
HWi1 3aBog" 3asofg" rpyZHst 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19 rpygHs 2016 poky
3a Ne 1649/29779 (y pefakuii Haka3y MiHicTepcTBa
OXOPOHW 340p0B’SA YKpaiHu Bif 26 BepecHst 2016
poky Ne 996), cTaHOBUTbL: 3riAHO 3i CTpOKamu,
3a3HayYeHUMK y NepioANYHOCTI NOAaHHA perynsapHuX
3BITiB 3 6e3neKu.
39. BISBAPCUH® TabneTtku, Wwo KPKA, a.4a., CnoBeHisi KPKA, a.4a., Hoso CnoseHis BHECEHHS 3MiH A0 peecTpayiiHnx maTtepiaiis: 3a UA/13484/01/01
Q-TAB® amcnepryoTscs B HoBso mecTo MecTo 3MiHM | TUNY - 3MiHW BUNPOGYBaHb abo AONyCTUMUX peyenmom

POTOBIN NOPOXHWHI,
no 25 wmr, no 1
Tabnetui y 6nictepi;
no 1 a6o no 2
6nictepn B
KapTOHHI kopobuyj;
no 4 Tabnetkn y
6nicTepi; no 1, abo
no 2, abo no 3

MeX, BCTAHOB/IEHMX Y crieymdikayisx, nig vac
BMPOGHMLTBA FOTOBOIO iKAPCLKOro 3acoby (iHLwi
3MiHK) - 3MiHK Y cnieundpikauisx, nig vac
BMPOBGHULTBA FOTOBOrO NiKapcbKoro 3acoby Ao
po3ainy 3.2.P.3.4 KOHTPO/Ib KPUTUYHUX CTagji i
NPOMIiXHOI NPOAYKLi BHECEHO KOPEKTYBaHHSA
napameTpy «iHAMBigyanbHa Bara»
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
6nictepu B
KapTOHHI Kopoo6Li
40. BIHOPEJICU KOHUEHTpaT ans AkTasBic rpyn IcnaHgis CiHgaH ®apma PymyHis/ ITanis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiaslis: 3a UA/6432/01/01
H pPO34nHYy N AT CPN, PymyHisi; 3MiHuM | TUNY - 3MiHa y TepMiHax npuaaTHocTi abo peyenmom

iHcpysin, 10 mr/1 mn,
no 1 mn (10 mr) abo
no 5 mn (50 mr) y
dnakoHi, no 1
dhnakoHy B nauuj
KapTOHHIl

AkTasic ITania
C.n.A, ITanisa

ymoBax 36epiraHHs roToBOro ikapCbKoro 3acoby -
npvBeAeHHS YMOB 36epiraHHs roToBOro MikapCbKoro
3acoby A0 AoKyMeHTaLii BUpobHuKa. BBeaeHHA
3MiH NpoTArom 6-tn micauis nicna
3aTBePKEHHS; 3MiHM | TUNy - 3MiHK LWOA0
6e3nekn/edhekTBHOCTI Ta hapMakoHarniaay - 3miHu
BHeCeHi [0 IHCTPYKUii y po3ain "Cnoci6
3aCTOCyBaHHA Ta A03n" (oo 36epiraHHA Ta
BMKOPUCTaHHS Nikapcbkoro 3acoby nicns
po3BefeHHs). BBegeHHsA 3MiH npoTArom 3-x
micsauiB nicnAa 3aTBepAKEeHHS; 3MiHU | Tuny -
npvBefeHHsA ymoB 36epiraHHs A®I y BignoBigHiCcTb
[0 moHorpadii «Vinorelbine Tartrate» EP; 3MiHu |
TUMy - 3MiHa y napameTpax cneuudikauii Ta/abo
LOMYCTUMMUX MEX, BUSHAUEHUX Y crneundikaLisx Ha
A®I, abo BUXigHWIA/NPOMDKHUIA NPOAYKT/peareHT,
LLI0 BUKOPUCTOBYHOTLCA Y NpoLieci BUpo6bHMLTBa ADI
- 3BYXKEHHS ONYCTUMUX MEX MIKpo6ionoriyHoT
YMCTOTU BM3HAYEHNX Y cneumndikauii ADl; 3miHu |
TMNYy - 3MiHa po3Mipy cepii (Bk/IoYaoun gianasoHu)
A®| 260 NPOMIKXHOrO NPOAYKTY, SKMIA
3aCTOCOBYETbLCA Y NpoLieci BUpo6HuuTBa AdI
(36inblueHHs Ao 10 pasiB NOPIBHSHO i3
3aTBEPAKEHVM PO3MIPOM) - 36i/IbLLEHHS PO3MIPY
cepii A®I; 3miHu | TURY - 3MiHK B NpoLeci
BMPO6HMLTBA ADI - HE3HAYHI 3MiHW Y 3aKpWTIi
yacTuHi MmacTep-chaiina Ha A®I; 3miHu | Tuny - 3MiHa
BMPOGHMKA BUXIAHOro/NPOMKHOrO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y
BUpo6HUYOMY npoueci AdDl, abo 3miHa BUpOGHMKa
(BKtOvatoun, fe HeobxigHoO, MicLie NPOBeAEHHS
KOHTPO/H0 SIKOCTi) ADI (3a BiACyTHOCTI cepTudpikara
BiANOBigHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCbE) - AoAaBaHHS AiNbHNL
BMPOGHMLTBA ADI, W0 HaNexuTb 4o Tiel camoi
rpynu nNignpuemMcTaa; 3MmiHum | Tuny - 3miHa
HalilMeHyBaHHS i afpecu BacHuka mactep-daiina
Ta BUpo6HMKa AD| BiHOpen6iHy TapTpaTy; 3MiHu |
TMNy - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
KOHTPO/1b FOTOBOrO NiKapCbKoro 3acoby -
npuBefeHHs cneymdikauii Ta onucy MeToamk
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
BMNPOBYBaHHS rOTOBOIO NiKapCbKOro 3acoby y
BiANOBIAHICTb A0 OPUTiHASIBHOT JOKYMeEHTaLi
BUPOGHMKA, Y 3B'A3KY 3 HEKOPEKTHVUM Nnepekiagom
3aTBEPMKEHVX METOZAIB KOHTPOJIIO FOTOBOr0
nikapcbKoro 3acoby
41. BIPOPIB® Kancynu no 200 mr, TOB "KYCYM YkpaiHa TOB "KYCYM Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 3a UA/9527/01/01
no 10 kancyn y PAPM" DPAPM" 3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa peyenmom

6nictepi; no 10
6nictepiB y
KapTOHHI ynakoBLi;
no 10 kancyny
cTpuni; no 10
CTPUNIB Yy KAPTOHHIl
ynakoBLi

HalilMeHyBaHHA Ta/abo agpecy 3asBHVKa (BnacHuka
peecTpauiiHoro NocBigYeHHs) 3MiHa agpecu
3asBHVKa. 3MiHW | TUNY - AQMIHICTPaTUBHI 3MiHN.
3MiHa HalimeHyBaHHs Ta/abo agpecu micus
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO JIiKapCbKOro 3acoby, BKIUaoUN AiNbHULL
BWMNYCKy cepii abo MicLe NpoBeAEeHHS KOHTPO/II0
AKOCTI. (Qis/IbHICTb, 3a SKy Bignosigae
BMPOBHUK/iIMNOPTEp, BK/IKOYAKOUM BUMYCK Cepill)
3MiHa agpecy BUpobHuka 13, 6e3 3MiHn micusa
BMPOGHULITBA. BBEAEHHSA 3MiH MPOTSAroM 6 micauiB 3
[aTun 3aTBEPMKEHHS 3MiHN.
3MiHn | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo afpecyt Micusa NPOBaAKEHHS
LisNbHOCTI BUpOOHUKa (BK/ItOYakoun, 3a
HeobXiAHOCTI, MicLie NPOBEAEHHS KOHTPO/II0 SKOCTI),
abo BnacHuka mactep-caiina Ha Adl, abo
noctavanbHuka A®l/BuxigHoro
mMarepiany/peareHTy/npOMIXHOT0 MPOAYKTY, L0
3aCTOCOBYIOTbCS Y BUPOOHULTBI AD| (SKLLO
3a3HaYeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BifICYTHOCTI cepTudpikaTta BignoBigHOCTI
€Bponeliicbkiin hapmakonei y 3aTBepaXeHoOMy
[ocbe, abo BUPOOHUKA HOBOI AOMOMIKHOI peHOBUHM
(AKLLLO 3a3HAYEHO Y A0ChE) 3MiHA HAa3BW BUPOOHMKA
A®| PnbasipuH, 6€3 3MiHM Micus BUPOOHULITBA, 3
BiANOBIAHMMU 3MiHaMK y p. «Cknaa». 3miHu | Tuny -
3MiHu Wwopao 6esnekn/edekTUBHOCTI Ta
hapmakoHarnsagy (iHwi 3MiH1) BHECEHHSA HEe3HAaYHNX
pefakuifiHNX YTOYHEHb Y TEKCT MapKyBaHHS
NepBVHHOT Ta BTOPMHHOI YNakoBKY NiKapCbKOro
3acoby. BBefeHHs 3MiH NpOTAroM 6 Micauis 3 gatu
3aTBEPAKEHHS 3MiHW. 3MiHU | TUNY - 3MiHW 3 AKOCTI.
["oTOBWMIA Nikapcbkuii 3aci6. Onuc Ta cknag, (iHwi
3MiHW)

YTOUYHEHHS ONWCY Kancynu, 6e3 3amMiHu cknagy.
BBeaeHHs 3MiH NpoTarom 6 micsAuis 3 gatu
3aTBEPAKEHHS
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
42, BITAKCOH® PO3YMH ANS iH'EKLI MAT "®dapmak” YkpaiHa MAT "®apmak” Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/10507/01/01
no 2 ma B amny/ii; 3MiHu | TNy - 3MiHa y meTogax BunpobyBaHHsA AdI peyenmom
no 5 amnyny abo BuxigHOro matepiasy/npomikHOro
6nictepi; no 1 a6o 2 npoAayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
6nicTepu B nauuj; no npoueci BupobHuuTea A®| - He3HayHa 3miHa y
2 mn B amnyni, no 5 MeToauLji BUNpobyBaHHsA AD| TiamiHy rigpoxnopuay
abo 10 amnyn y 3a nokasHuKoM «MikpobionoriyHa ymcToTa»
nauui 3 KapToHy 3 (meToavky npusegeHo o sumor JPY/EP, a came
rogppoBaHoo 3MiHEHO NPo6OMiAroTOBKY A1 BUSHAYEHHS
BK/1a1KOIO 3arasibHOro Yncna aepobHMX MiKpOOpraHi3mis
(TAMC)); 3MiHU | TUNY - HE3HAYHA 3MiHA Y METOANWL
BMNpo6yBaHHA A®I nNipnaoKcuHy rigpoxiopugy 3a
nokasHukom «MikpobionoriyHa uncrota» (MeToauky
npuseaeHo o sumor APY/EP, a came 3MiHEHO
npo6onigroToBKy A1 BUSHAYEHHS 3arasibHOro
yncna aepobHux MikpoopraHiamis (TAMC)); 3MiHK |
TMny - NnpuBefeHHs cneundikauii A®I TiamiHy
rigpoxnopuay Ao MoHorpadii «Thiamine
hydrochloride» EP Ta no gokymeHTauii goipmu-
BMPOGHUKA (HAsBHOrO B MaTepiasiax
peecTpaduiiHoro gocbe CEP Ne R1-CEP 1998-131-
Rev 03)
43. BOBE- TabneTtkn MYKOC HimeuunHa MYKOC HimeuyunHa BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepianis: 3a UA/14480/01/01
MYrocC E KVLLKOBOPO34MHHI N0 | ®apma Mv6X i EmynbcioHcresenn 3MiHM | TUny - 3MiHK Woao 6e3neku/edheKkTNBHOCTI peyenmom
20 Tabnetok y Ko. KI bLiagpt M6X Ta hapmakoHarnsagy. BeegeHHs abo 3miHn o
6nicTepi; no 1 abo y3arasibHeHUX AaHunx Npo cuctemy
no 2, abono 5 chapmakoHarnsgy (BBeieHHs y3arasibHeHUX faHuX
6nictepiB y npo cuctemy papmakoHarnsgy, amiHa
KapTOHHI Kopoo6Li YNOBHOBaXeHOI 0cobu, BignoBigabHOT 3a
3fjiiicCHeHHs hapmakoHarnagy; KOHTakTHOT ocobu 3
thapmakoHarnsay 3asBHUKa 415 34iACHEHHS
thapmakoHarnisgy B YKpaiHi, SKLLO0 BOHA BigMiHHA
BiZl yNOBHOBaXeHOI 0c06MU, BiANOBIAa/IbHOI 3a
3[jicCHeHHs1 hapMakoHarisay (BkIUaum
KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MILLLEeHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0co6MU, BiANOBIAa/IbHOI 3a 34iACHEHHS
thapmakoHarnagy. fitoua pegakuis — MopryH
BaneHTuHa IBaHiBHa. MponoHoBaHa pefakuis —
[LeikyH AHApIll IBaHOBMY. 3MiHA KOHTaKTHUX JaHUX
KOHTaKTHOI ocobu
44, BOKAPA® Kpanni opasbHi no Pixapa ABCTpis Pixapg BitTHep Al ABCTpist BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 6e3 UA/6410/01/01
20 mn, a6o no 50 BiTTHep Al 3MiHu | TUny - 3MiHK Woao 6e3nekn/edekTUBHOCTI peyenma

M1, abo no 100 mny
h1aKoHi-

Ta hapmakoHarnsgy. BeegeHHst abo 3miHm go
y3arasibHeHUX AaHuX Npo cucTemy
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Ne n/n

Ha3ssa
NliKapcbKo20
3acoby

Popma surnycky
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

Kpaina

Bupo6HuUK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjiliHo2o
nocsioYeHHs

KpanesnbHuL; no 1

dnakoHy y
KapTOHHI ynakoBL,i

chapmakoHarnsgy (BBeeHHs y3arasibHeHUX faHnX
npo cuctemy papmakoHarnsgy, amiHa
YMOBHOBaXeHOI 0cobu, BignoBiganbHOT 3a
3[iiCHEHHSI (hapMakoHarnaay; KOHTakTHOI ocobu 3
hapMakoHarnagy 3asiBHuUKa 415 34iINCHEHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA
BiJ] yNOBHOBaXeEHOI 0co6W, BignoBifansHoI 3a
3[jiCHeHHs hapmMakoHarnsay (BKIvaun
KOHTaKTHi AaHi) Ta/abo 3MiHN y pO3MilLEeHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) - MponoHoBaHa
pefakuisi: 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXKEHOT
0Cco6y 3as1BHMKA, BiAnoBiAa/bHOI 3a
chapmakoHarnsg, Ta KOHTaKkTHOT 0cobm
BiANOBIga/IbHOI 3a hapmakoHarisa B YKpaiHi

FACTPOLENI
H®

Tabnetku no 25 mr
no 10 tabnetok y
6nicTepi; no 2 abo 5
6nictepiB y
KapTOHHI Kopoo6Li

BepiHrep
IHrenbxainm
IHTEepHeLwHN

6X

HimeuunHa

BepiHrep
IHrenbxaiim Ennac
A.E.

peuis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiaslis:
3MiHu | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHm go
y3araslbHeHVX JaHux npo cuctemy
thapmakoHarnagy (BBefeHHs y3arasibHeHX JaHux
npo cuctemy hapmakoHarnsgy, amiHa
YNOBHOBaXeHOI 0cobu, BiAnoBiganbHOT 3a
3[iiCHEHHsI chapMakoHarnaay; KOHTakTHOT ocobu 3
thapMakoHarnagy 3asiBHuUKa 415 34INCHEHHS
thapmakoHarnagy B YkpaiHi, AKLO BOHA BigMiHHa
BiJ, yNOBHOBaXeEHOI 0c0o6W, BignoBigansHoi 3a
3AjicHeHHs hapMakoHarnsay (BkIyalun
KOHTaKTHi faHi) Ta/abo 3MiHN Y pO3MilLEeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - amiHa
KOHTaKTHUX JaHuX YNMOBHOBaXeHO! ocobu,
BifnoBigaNbLHOI 3a hapmakoHarnsg

3a
peyenmom

UA/0581/01/01

46.

FACTPOLENI
H®

PO3UMH ANA iH'EKLN,
10 mr/2 mn no 2 mn
B amnyni; no 5
amnys y KapTOHHil
Kopoo6ui

BepiHrep
IHrenbxaim
IHTEepHeLwHN

6X

HimeuunHa

Bepinrep
IHrenbxainm
EcnaHa, CA

IcnaHis

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHK | TNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI
Ta chapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHUX AaHVX NPo cucTemy
thapmakoHarnsgy (BBeAEHHS y3arasibHeHVX JaHux
npo cuctemy hapmakoHarnsgy, aMmiHa
YNOBHOBaXEHOT 0co6MU, BiANOBiAaIbLHOI 3a
3[iiCHEHHST (hapMakoHarnsa4y; KOHTakTHOT 0cobu 3
hapmakoHarnsgy 3asiBHUKa A5 34iCHEHHS
hapmakoHarnagy B YkpaiHi, SKLLO0 BOHa BigMiHHa
Bi[] yNMOBHOBaXXEHOI 0CO6W, BignoBiganbHOI 3a
3MjiCHeHHs1 hapMakoHarsay (Bkiyakum
KOHTaKTHI fjaHi) Ta/abo 3MiHW Y PO3MiLLEHHI MacTep-
(paiina cuctemun chapmakoHarnisgy) - 3miHa
KOHTaKTHUX laHMX YMOBHOBaXEHOI 0cobu,

3a
peyenmom

UA/0581/02/01
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
BinoBiga/IbHOI 3a hapmakoHarnsg
47. FEKCACIPE cnpei OpoOMYyKO3HWIA, Na6opaTopii ®paHuisa Na6opaTopii ®paHuis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 6e3 UA/6180/01/01
n 750 mr/30rno 30ry Bywapa Bywapa 3MiHM | TUNY - 3MiHW BUNPOGYBaHb abo AoNyCTUMUX peyenma
aepo30/1bHOMY Pekoppari Pekopparti MeX y npoueci BupobHuutea Adl, o BCTaHOB/EHI
dhnakoHi; no 1 y cneuudikauisx - fogaBaHHS HOBOTO
dhnakoHy B BMNpoGyBaHHSA Ha cTagii 8 metogom BEPX y
KapTOHHIA Kopoo6Li npoueci BUpobHULITBA Ai0HOI peYOBUHN
(6iknoTMMONY); 3MiHM | TUMY - 3MiHX B NpoLieci
BMPO6HMLTBA ADI - HE3HAYHI 3MiHM Y MpoLeci
BUpPO6HMLTBA ADI, OHOBIEHHA po3ainis 3.2.S.2.2
onmMc BUPOBHNYOro NpoLiecy Ta oro KOHTPOto,
3.2.S.2.4 KOHTPO/Ib KPUTUYHKX CTaAjii Ta NPOMKHOT
NPOAYKUIT - yTOYHEHHS1, pefakuiliHi npaBku; 3MiHW |
TUMy - 3MiHa y napameTpax cneuudikauin Ta/abo
[OMYCTUMMUX MEX, BUSHAUEHUX Yy crieundiikaLisx Ha
A®I, ab0 BUXigHWIA/NPOMIKHUIA NPOAYKT/peareHT,
LLIO BUKOPUCTOBYIOTLCA Y NPOLLeCi BUPOGHMLTBA ADI
- AONOBHEHHSA cneumndikauii APl B npoueci
BUPOGHMLITBA NOKA3HUKaMU AKOCTi, HOpMaMm Ta
BiANOBIAHUMY MeTOoAamMK BUNPOBYBaHHSA
MPOMDKHOIO NPOAYKTY BOIOTOr0 KPUCT&aU1i30BaHOrO
4- XNopTUMONY, WO NPOBOAUTLCA Ha cTagjii 3
BMPOBGHUYOro npoLiecy, A4/15 BUNpobyBaHHsA
BMCYLLEHOr0 BIKNOTUMOIY Ha 3aUTULLKOBY Ki/TbKICTb
eTaHonNy, L0 NPOBOANTLCA Ha cTagil 7 BUPOOGHNYOro
npotecy, Ansa 6iknoTMony, L0 NPOBOAUTLCSA Ha
cTagii 8 BUpo6GHMYOro npouecy
48. FENAAND® MOPOLLIOK A5 TOB YkpaiHa BMPOGHULITBO, YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/5324/01/01
PO3UnNHY AnsA "BANTAPTIH naxkyBaHHs, 3MiHM | TUNY - 3MiHa y MeTogax BunpobyBaHHa Ad| peyenmom
iH'ekyjin, no 942,05 PAPMA" KOHTPO/Ib SIKOCTI: abo BuxigHOro matepiany/npomikHoro
Mr NOPOLLKY Y TOB "®APMEKC NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCSA Y
cnakoHi; no 1, 5 FPYN", YkpaiHa,; npoueci BUpobHuutea A®I; cynyTHs 3mMiHa: 3MiHa Y
a6o 10 chnakoHiB y BUnyck cepii: TOB napameTpax cneuudikauii Ta/abo gonycTummx
KapTOHHI ynakoBLi «BANAPTIH MeX, BU3HauYeHux y cneumdikayisax Ha A®l, abo
DAPMA», YKpaiHa BUXIQHWIA/MPOMDKHWI NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTbCS Y Npoueci BUpobHuuTea AdI
49. FENAPUA3NH PO3YMH A8 iH eKuil TOB YkpaiHa TOB "BeiugiH Kutaii BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/15589/01/01
® no 20 mn B amnyni; "BANNAPTIH KeBiH TexHonomxi 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
no 10 amnyny PAPMA" LLeip-XongiHr HalilMeHyBaHHs Ta/abo agpecy 3asiBHVKa (BNacHuKa
KapTOHHIM nayui Ko." peecTpavuiiiHoro noceig4eHHs) 3miHa agpecu
3asBHMKa (BNacHvKa peecTpauiiHoro NocBig4YeHHs)
BBEJEHHS 3MiH NPOTAroM 3-X MicsLiB nicns
3aTBEPKEHHS
50. FIOTPUND® TabneTku, BKPUTI BepiHrep HimeuunHa BMPOGHMLITBO, HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/15816/01/01
NNiBKOBOIO IHresbxaim nepBrHHE Ta 3MiHu | Tuny - 3MiHK Wwoao 6esnekn/edeKTUBHOCTI peyenmom
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
060/10HKOI0, M0 20 IHTepHeLUHN BTOPVHHE Ta hapmakoHarnsigy. BeeaeHHs a6o 3miHu go
Mr, Mo 7 TabneTok y m6X naxkyBaHHs, y3arasibHeHNX AaHux npo cuctemy

nepd)opoBaHoMy
6nictepi; no 1
6nictepy B
namMiHoBaHOMy
a/lIloOMiHiEBOMY calle
3 NakeTom
[ecukaHTy; no 4
a/IlOMIHIEBUX caLle y
KapTOHHI KOopoo6Li

KOHTPO/b AKOCTI
Ta BUNYCK cepil:
Bepinrep
IHrenbxainm
dapma N'vbX i Ko.
KI, HimeuunHa;
afbTepHaTUBHa
na6opartopis Ans
npoBefeHHs
KOHTPOJIHO AKOCTI
3a NOKa3HUKOM
Mikpob6ionoriyHa
yuctota: Crc
IHCTUTYT
®peseHiyc MvbX,
HimeuuunHa; Nabop
NI+C AT,
HimeuunHa;
anbTepHaTuBHa
OinbHUUA ANA
KOHTPOJIH0 SKOCTI
roToBOro
nikapcbkoro
3acoby Ta 3a
MOKa3HNKOM
"Po3knagaHHsA
Aimetnnaminy":
OACT
lesenbliadt drop
dapmavoiiTile
KyanitetcteHgapa
¢ M6X,
HimeuunHa;
anbTepHaTuBHa
OinbHUUA ANA
MapKyBaHHS Ta
BTOPWHHOTO
nakyBaHHs:
®apm/lor dapma
NopxicTik TM6X,
HimeuunHa,;
LLiteremaHH
JIbOHbepnakyHreH

thapmakoHarnsgy (BBeAEHHS y3arasibHeHVX JaHux
npo cuctemy hapmakoHarnsgy, aMiHa
YNOBHOB&XXEHOT 0CO6MU, BiANOBiZaIbHOI 3a
34iiCHEeHHSs hapMakoHarnsgy; KOHTakTHOT ocobu 3
(hapmakoHarnsgy 3asiBHUKa 4151 34iCHEHHS
thapmakoHarniagy B YKpaiHi, SKLLO BOHA BigMiHHa
BiZl yNOBHOBaXeHOI 0co6MU, BiAMNOBIAa/IbHOI 3a
3[jiCHEeHHs1 hapMakoHarsay (BkIUakum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) - 3miHa
KOHTaKTHUX laHUX YMOBHOBaXeEHOI 0cobu,
BigNoBiga/IbHOI 3a hapmakoHarnsg
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Ne n/n

Ha3ssa
NliKapcbKo20
3acoby

Popma surnycky
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

Kpaina

Bupo6HuUK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjiliHo2o
nocsioYeHHs

yHA NoricTiwep
Cepsic e. K.,
HimeuuunHa;
anbTepHaTuBHa
naboparopia 4ns
npoBefeHHs
KOHTPO/O AKOCTI:
A eHp Em
LWTa6TecT Nlabop
yp AHaNITUK YHA,
Crabinitarcnpydy
HreH Mmo6X,
HimeuunHa

51.

FIOTPNO®

TabneTkn, BKPUTI
NiBKOBOIO
060/10HKOt0, No 30
Mr, Mo 7 TabneTok y
nepgoposaHomy
6nictepi; no 1
6nictepy B
namiHoBaHoMy
a/IloMiHiEBOMY calle
3 MaKkeTom
[ecukaHTy; no 4
a/TIOMIHIEBUX caLle y
KapTOHHI Kopoo6Li

BepiHrep
IHrenbxainm
IHTepHeLwHN

m6X

HimeuunHa

BMPOGHMLITBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/Tb AKOCTI
Ta BUNYCK cepii:
Bepixrep
IHrenbxanmv
dapma MvbX i Ko.
K, HimeuunHa;
anbTepHaTuBHa
na6opartopis Ans
npoBefeHHs
KOHTPOJIHO AKOCTI
3a NOKa3HUKOM
Mikpob6ionoriyHa
yucrota: CI'C
IHCTUTYT
®peseHiyc MvbX,
HimeuunHa; Nabop
NI+C AT,
HimeuunHa;
anbTepHaTuBHa
LinbHUUA ANA
KOHTPOJTH0 SKOCTI
roToBOro
nikapcbKoro
3acoby Ta 3a
MOKa3HNKOM
"Po3knagaHHsA
Aimetnnaminy":
PACT

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHM | TUny - 3MiHK Woao 6e3neku/edhekTNBHOCTI
Ta hapmakoHarnsagy. BeegeHHs abo 3miHn o
y3araslbHeHUX AaHunx Npo cuctemy
chapmakoHarnsgy (BBeieHHs y3arasibHeHUX faHuX
npo cucTemy dhapmakoHarnsgy, 3mMiHa
YNOBHOB&XEHOT 0CO6MU, BiANOBiAaIbHOT 32
3fjiiicHeHHs hapmakoHarnagy; KOHTakTHOT ocobu 3
thapmakoHarnsay 3asaBHuKa 415 34iACHEHHS
thapmakoHarnisgy B YKpaiHi, SKLLO0 BOHA BigMiHHA
BiZl yNOBHOBaXeHOI 0c06MU, BiANOBIAa/IbHOI 3a
3[jicCHeHHs1 hapMakoHarsay (BkIyakum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXEHOI 0cobMU,
BigNoBiAa/IbHOI 3a hapmakoHarnsg

3a
peuernnmom

UA/15816/01/02
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Ne n/n

Ha3ssa
NliKapcbKo20
3acoby

Popma surnycky
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

Kpaina

Bupo6HuUK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjiliHo2o
nocsioYeHHs

lesenbliadt drop
dapmauoiiTie
KyanitetcteHgapa
¢ M6X,
HimeuunHa;
anbTepHaTUBHa
OinbHUUA ANA
MapKyBaHHS Ta
BTOPWHHOTO
nakyBaHHs:
®apm/lor dapma
NopxicTik TM6X,
HimeuunHa,;
LLiteremaHH
JNlboHdbepnakyHreH
yHA NoricTiwep
Cepsic e. K.,
HimeuuunHa;
anbTepHaTuBHa
naboparopia 4ns
npoBefeHHs
KOHTPO/O AKOCTI:
A eHp Em
LWTa6TecT Nlabop
yp AHaNITUK YHA,
Crabinitarcnpydy
HreH Mvo6X,
HimeyunHa

52.

FIOTPNO®

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO0, N0 40
Mr, Mo 7 TabneTok y
nepgoposaHomy
6nictepi; no 1
6nictepy B
namiHoBaHoMy
a/1loMiHiEBOMY calle
3 MaKkeTom
[ecukaHTy; no 4
a/TIOMIHIEBUX caLle y
KapTOHHI KOopoo6Li

BepiHrep
IHrenbxainm
IHTepHeLwHN

m6X

HimeyunHa

BMPOGHMLITBO,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/Ib AKOCTI
Ta BUNYCK cepii:
Bepixrep
IHrenbxanmv
dapma MvbX i Ko.
KI, HimeuunHa;
albTepHaTUBHa
na6opartopis Ans
npoBefeHHs
KOHTPOJIH0 AKOCTI
3a NOKa3HNUKOM
Mikpob6ionoriyHa
yncrota: CI'C

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHM | TUny - 3MiHK Woao 6e3neku/edheKkTNBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHn o
y3araslbHeHUX AaHunx Npo cuctemy
chapmakoHarnsgy (BBeieHHs y3arasibHeHUX faHuX
npo cucTemy dhapmakoHarnsgy, 3mMiHa
YNOBHOB&XEHOT 0CO6MU, BiANOBiAaIbHOT 32
3fjiiicCHeHHs chapmakoHarnagy; KOHTakTHOT ocobu 3
thapmakoHarnsgy 3asBHuKa 415 34iACHEHHS
thapmakoHarnisgy B YKpaiHi, SKLLO0 BOHA BigMiHHa
BiZl yNOBHOBaXeHOI 0co6M, BiANOBIAa/IbHOI 3a
3[jicCHeHHs1 hapMakoHarsay (BkIuakum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXEHOI 0Cco6MU,
BigNoBiAa/IbHOI 3a hapmakoHarnsg

3a
peuernnmom

UA/15816/01/03
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Ne n/n

Ha3ssa
NliKapcbKo20

Popma surnycky
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjiliHo2o
nocsioYeHHs

3acoby

IHCTUTYT
®peseHiyc MvbX,
HimeuuunHa; Nabop
NI+C AT,
HimeuunHa;
anbTepHaTUBHa
OinbHUUA ANA
KOHTPOJIH0 SKOCTI
roToBOro
nikapcbKkoro
3acoby Ta 3a
MOKa3HNKOM
"Po3knagaHHsA
Aimetnnaminy":
OACT
lesenbliadt drop
dapmauoiiTilwe
KyanitetcteHgapa
¢ M6X,
HimeuunHa;
anbTepHaTuBHa
OinbHUUA ANA
MapKyBaHHS Ta
BTOPVHHOTO
nakyBaHHs:
®apm/lor dapma
NopxicTik TM6X,
HimeuunHa,;
LLiteremaHH
JNlboHdbepnakyHreH
yHA NoricTiwep
Cepsic e. K.,
HimeuuunHa;
anbTepHaTuBHa
naboparopia 4ns
npoBefeHHs
KOHTPO/O AKOCTI:
A eHp Em
LWTa6TecT Nlabop
yp AHaNITUK YHA,
Crabinitarcnpydy
HreH Mvo6X,
HimeyunHa

UA/15816/01/04

53.

FIOTPNO®

Tabnetku, BKpUTI
NNiBKOBOK

BepiHrep
IHrenbxamnm

HimeyunHa

BMPOGHMLITBO,

NnepBuUHHE Ta

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHK | Tuny - 3MiHK Woao 6e3nekn/edekTUBHOCTI

3a
peyenmom
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
060/10HKO0, M0 50 IHTepHeLUHN BTOPVHHE Ta hapmakoHarnsigy. BeeaeHHs a6o 3miHu go
Mr, Mo 7 TabneTok y m6X naxkyBaHHs, y3arasibHeHNX AaHux npo cuctemy

nepd)opoBaHoMy
6nictepi; no 1
6nictepy B
namMiHoBaHOMy
a/lIloOMiHiEBOMY calle
3 NakeTom
[ecukaHTy; no 4
a/IlOMIHIEBUX caLle y
KapTOHHI KOopoo6Li

KOHTPO/b AKOCTI
Ta BUNYCK cepil:
Bepinrep
IHrenbxainm
dapma N'vbX i Ko.
KI, HimeuunHa;
afbTepHaTUBHa
na6opartopis Ans
npoBefeHHs
KOHTPOJIHO AKOCTI
3a NOKa3HUKOM
Mikpob6ionoriyHa
yuctota: Crc
IHCTUTYT
®peseHiyc MvbX,
HimeuuunHa; Nabop
NI+C AT,
HimeuunHa;
anbTepHaTuBHa
OinbHUUA ANA
KOHTPOJIH0 SKOCTI
roToBOro
nikapcbkoro
3acoby Ta 3a
MOKa3HNKOM
"Po3knagaHHsA
Aimetnnaminy":
OACT
lesenbliadt drop
dapmavoiiTile
KyanitetcteHgapa
¢ M6X,
HimeuunHa;
anbTepHaTuBHa
OinbHUUA ANA
MapKyBaHHS Ta
BTOPWHHOTO
nakyBaHHs:
®apm/lor dapma
NopxicTik TM6X,
HimeuunHa,;
LLiteremaHH
JIbOHbepnakyHreH

thapmakoHarnsgy (BBeAEHHS y3arasibHeHVX JaHux
npo cuctemy hapmakoHarnsgy, aMiHa
YNOBHOB&XXEHOT 0CO6MU, BiANOBiZaIbHOI 3a
34iiCHEeHHSs hapMakoHarnsgy; KOHTakTHOT ocobu 3
(hapmakoHarnsgy 3asiBHUKa 4151 34iCHEHHS
thapmakoHarniagy B YKpaiHi, SKLLO BOHA BigMiHHa
BiZl yNOBHOBaXeHOI 0co6MU, BiAMNOBIAa/IbHOI 3a
3[jiCHEeHHs1 hapMakoHarsay (BkIUakum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) - 3miHa
KOHTaKTHUX laHUX YMOBHOBaXeEHOI 0cobu,
BigNoBiga/IbHOI 3a hapmakoHarnsg
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
yHA NoricTiwep
Cepsic e. K.,
HimeuunHa;
anbTepHaTuBHa
naboparopia 4ns
npoBefeHHs
KOHTPO/O AKOCTI:
A eHp Em
LWTa6TecT Nlabop
hyp AHaNITUK yH[,
Crabinitarcnpydy
HreH MvobX,
HimeyunHa
54, FNHOKODAX | TabneTkn Mepk CaHTe dpaHuis Mepk CaHTe, dpaHuis BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiais: 3a UA/3994/02/02
XR NPOIOHroBaHoi Aji c.a.c. PpaHuia; Mepk /Himeyunna 3MiHM | TUMy - 3MiHK y NpoLeci BUpo6GHMLUTBA peyenmom
no 1000 wmr, no 10 KraA, HimeyunHa roTOBOro NikapCbKoro 3acoby, BKIYauu
Tabnetok y 6nictepi; MPOMiXHWI MPOAYKT, L0 3aCTOCOBYETLCS NPy
no 3 a6o no 6 BMPOGHMLITBI FOTOBOrO NiKapCbKOro 3acoby -
6nictepiB y He3HauHi 3MiHM B Npoueci BUpo6HULTBA rOTOBOro
KapTOHHI Kopoo6Li nikapcbKoro 3acoby: BBEAEHHS HOBOrO
BMPOGHWYOro 061aHaHHA Ha BUPOGHWYIA AinbHUL
Mepk CaHnTe, ®paHuis; 3MiHu | TUNY - 3MiHa po3mipy
cepii (BKIKOUAKOUM giana3oH po3mipy cepii) roToBOro
nikapcbKoro 3acoby - BBeAEHHSA A0AATKOBOTO,
36i/1bLLIEHOr0 PO3Mipy cepil, y 3B'A3KY i3 BBEAEHHAM
HOBOrO BMPOGHNYOro 061agHaHHSA: 3aTBEpPAKEHO:
492,9 kr (453,5 tablets))
55. FO®EH 200 Kancynu m siki no Mera TainaHg, Mera TainaHg BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 UA/13624/01/01
200 wmr, no 10 NalidpcalieHcis NaiidpcaiieHcis 3MiHK | TNy - 3MiHK Woao 6e3nekn/edhekTUBHOCTI peuyenma
Kancyn y énicrepi; Mabnik Mabnik KomnaHi Ta chapmakoHarnsgy. BeegeHHs abo 3miHu o
no 1 6nictepy y KomnaHi Nimiten y3arasisHeHuX AaHux npo cuctemy
KapTOHHOMY Nimiteq chapmakoHarnsgy (BBefleHHs y3araslbHeHUX faHux
KOHBepTI; No 6 npo cuctemy papmakoHarnsgy, amiHa
KapTOHHUX YNOBHOBaXEHOT 0co6MU, BiANOBiAaIbLHOI 3a
KOHBEPTIB Yy 3[iiCHEHHST (hapMakoHarnsa4y; KOHTakTHOT 0cobu 3

KapTOHHI ynakoBLi

hapmakoHarnsgy 3asiBHUKa A5 34iCHEHHS
hapmakoHarnagy B YkpaiHi, SKLLO0 BOHa BigMiHHa
Bi[] yNMOBHOBaXXEHOI 0CO6W, BifgnoBiganbHOI 3a
3MjiCHeHHs1 hapMakoHarsay (Bkiyakum
KOHTaKTHI fjaHi) Ta/abo 3MiHW Y PO3MiLLEHHI MacTep-
(paiina cuctemun chapmakoHarnsgy) - dirova
pejakLisi: ynoBHOBaXeHa ocoba, BiAnoBigaibHa 3a
hapmakoHarnsg: Yavika HOpiii eHagjiiioBny.
[MponoHoBaHa pefakuis: ynoBHOBaxeHa 0coba,
BignoBiganbHa 3a hapmakoHarnsag: MNpamog
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
MaHe/Pramod Mane. KoHTakTHa ocob6a BiTkoBCbka
TeTsAHa BiTaniiBHa. 3MiHa KOHTaKTHUX JaHuX
YMNOBHOBaXXEHOi 0CO6M. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOI 0co6bu
56. FO®EH 400 Kancynm m siki no Mera TainaHg, Mera TainaHg BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiais: 6e3 UA/13624/01/02
400 wr, no 10 NaiidpcaiieHci3 NaiidpcaiieHci3 3MiHM | TUny - 3MiHK Woao 6e3neku/edheKkTNBHOCTI peyenma
Kancyn y énictepi; Mabnik Mab6nik KomnaHi Ta (hapmakoHarnsagy. BeegeHHs abo 3miHn o
no 1 6nictepy y KomnaHi Nimiten y3arasibHeHVX AaHunx nNpo cuctemy
KapTOHHOMY Nimiteq chapmakoHarnsgy (BBefieHHs y3arasibHeHUX faHux
KOHBepTI; No 6 npo cuctemy papmakoHarnsgy, amiHa
KapTOHHUX YNOBHOB&XEHOT 0CO6M, BiANOBIAaIbHOT 3a
KOHBEpTIB Y 3fjiicCHeHHs chapmakoHarnagy; KOHTakTHOT ocobu 3
KapTOHHI ynakoBLi hapmakoHarnsgy 3asiBHUKa 415 34iACHEHHS
thapmakoHarnisgy B YKpaiHi, SKLLO0 BOHA BigMiHHa
BiZl yNOBHOBaXeHOI 0co6M, BiANOBIAa/IbHOI 3a
3[jicCHeHHs1 hapMakoHarsay (BkIyakum
KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - Aivoua
pefakuisi: ynoBHOBaxeHa ocoba, BiAnoBifasibHa 3a
hapMakoHarnsag: Yaika HOpiin MeHagilioBuy.
MponoHoBaHa pefakuis: ynoBHOBaxeHa ocoba,
BignoBigasbHa 3a hapmakoHarnsag: Mpamos
MaHe/Pramod Mane. KoHTakTHa ocoba BiTkoBcbka
TeTsAHa BitaniiBHa. 3MiHa KOHTaKTHMX AaHnX
YNOBHOB&XXEHOT 0CO6U. 3MiHA KOHTaKTHUX AaHWX
KOHTaKTHOI ocobu
57. FPUNEKC Tabnetku, no 4 abo KOHina6, Nn CLA EBepTomKeH IHAis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 6e3 UA/11429/01/01
AKTUB MAKC | 10, a6o 12 TabneTtok Naiigp CaeHcus 3MiHu 1l TUny - 3MiHK Woao 6e3nekn/eddeKkTUBHOCTI peyenma
y 6nicTepi, no 1 Nimiteq Ta thapmakoHarnsgy. BHeceHHs abo 3miHa(n) Ao

6nictepy B
KapTOHHiii Kopo6Lj;
no 10 a6o 12
Tabnetok y 6nictepi,
no 2 6nictepu B
KapTOHHI KOpOOL;

3060B'A3aHb Ta YMOB BuAaui peectpauiiiHoro
noceifgyeHHs, Bknoyaroun MnaH ynpasniHHA
pusmkKamm (3acTocyBaHHs 3MiH(1), ski(a)
BMMaralTb(€) NOAaNbLIOTO 06I'PYHTYBaHHS HOBUMM
[0[aTKOBUM JaHuMu, L0 MaloTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMAaraeTbCs
CyTTEBA OLLiHKA KOMMETEHTHUM OpPraHom) -
BrKoHaHHSA 3060B'A3aHb BiANOBIAHO A0 MiANYHKTY
1.13 nyHKTY 1, MignyHKTYy 2.3 NyHKTY 2 gogatky 15
0 MNopagaky NpoBeAeHHs1 ekcnepTusn
peecTpauiiHnx MaTepianiB Ha nikapcbki 3acobu, Lo
noAaloTbCA Ha filepXaBHy peecTpaLiiio
(nepepeecTpadito), a TakoX ekcrnepTnsn marepianis
NPO BHECEHHS 3MiH [0 peecTpauiiHix maTepianis
NPOTAroM Aii peecTpawiiHoro NocBig4eHHs,
3arBepmkeHoro Hakasom MO3 Big 26.08.2005 Ne
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460).
58. AEKAMEBIT® | TabneTtku, BKpUTI AT YkpaiHa AT "KNIBCbKWN Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiaslis: 6e3 UA/4850/01/01
NNiBKOBOIO "KNIBCbKWN BITAMIHHW 3MiHu | TUNY: 3MiHK 3 AKOCTi. FOTOBWMIA Nikapcbkuii peuyenma
o6onoHkoto, no 10 BITAMIHHNIA 3ABO" 3aci6. Onuc Ta cknag. 3miHa y cknagi (40noMiKHUX
Tabnetok y 6nictepi; 3ABO4" peyoBUHax) roTOBOrO Jlikapcbkoro 3acoby (iHLwi
no 2 6nictepu B 3MiHM) — 3MiHa Yy cKNazi AONOMIXXHUX PEYOBUH, SKi
nauu,i BXOAATb A0 ckiagy NniBKOBOro NMOKPUTTS: 3amiHa
CyMiLLi An1A nAiBKOBOro nokputTa Opadry 200 White
Ha Opadry AMB Il White, 3 BignoBigHUMN 3MiHaMK y
p. «Cknagy». BBefieHHs1 3MiH NpoTArom 3-x MicsuiB
nicns 3aTBepakeHHs. 3MiHW | Tuny: 3MiHK 3 AKOCTI.
[OTOBMIA Nikapcbkuii 3aci6. Cuctema KoHTeliHep/
3aKynoproBasibHUiA 3aci6. 3miHa y NepBUHHIi
yNakKoBLji FOTOBOTO NiKapCbKOro 3acoby (skicHui Ta
KinbKicHWIA cknaga) - TBepai nikapcbki hopmu -
3aMiHa nakyBasIbHOr0 matepiasy, 3 BignoBigHMM
3MiHaMK y p. «YnakoBKa»:
BBefeHHSA 3MiH NpoTArom 3-X MicALiB nicas
3aTBEPMAKEHHS.
59. MKAPAIHC® | TabneTtku, BKpUTI BepiHrep HimeyunHa BMPOGHMLITBO, HimeuyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3a UA/14980/01/01
NNiBKOBOIO IHrenbxainm nakyBaHHs, 3MiHu | TUny - 3MiHK Woao 6e3nekn/edekTUBHOCTI peyenmom
060/10HKO0, M0 25 IHTepHeLUHN MapKyBaHHs, Ta hapmakoHarnsgy. BeegeHHsa abo 3miHun o
Mr no 10 TabeTok y m6X KOHTPO/b AKOCTI, y3arasibHeHUX AaHvX Npo cucTemy
nepdgoposaHomy BUMYCK cepil: thapmakoHarnagy (BBefeHHs y3arasibHeHX faHux
6nicTepi; no 1 a6o 3 BepiHrep npo cuctemy hapmakoHarnsgy, amiHa
6nictepu y IHrenbxaim YyNOBHOBaXeHOI 0cobu, BiANoBiAaNbHOT 3a
KapTOHHI KOpoo6Li dapma MvbX i Ko. 3[iiCHEHHsI (hapMakoHarnaay; KOHTakTHOT ocobu 3
K, HimeuunHa,; thapMakoHarnisgy 3asiBHUKa 4151 34iINCHEHHS
anbTepHaTVBHa thapmakoHarnagy B YkpaiHi, AKLO BOHA BigMiHHa
AinbHUUA ANns Bifl yNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI 3a
BTOPVHHOIO 3iicHeHHs dpapMakoHarnisgy (Bkovaloun
nakyBaHHs: KOHTaKTHi AaHi) Ta/abo 3MiHN Y pO3MilLEeHHI MacTep-
®apm/lor dapma thaiina cuctemm chapmakoHarnsgy) - 3miHa
NopxicTik TM6X, KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0co6MU,
HimeyuunHa,; BignoBigasIbHOT 3a hapmakoHarnsg
LLiteremaHH
JlboHhepnakyHreH
yHA NoricTiwep
Cepsic e. K.,
Himeyunna
60. MKAPAIHC® | Tabnetku, BKPUTI BepiHrep HimeyunHa BMPOBHULTBO, HimeuunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiais: 3a UA/14980/01/02
NNiBKOBOIO IHrenbxanm nakyBaHHs, 3MiHK | TUny - 3MiHK Woao 6e3nekn/edekTUBHOCTI peyenmom
060/10HKO0, Mo 10 IHTepHeLuHN MapKyBaHHs, Ta hapmakoHarnsgy. BeegeHHsa abo 3miHn o
Mr no 10 TabeTok y v6X KOHTPO/Ib SIKOCTI, y3arasibHeHNX AaHvX Npo cucTemy
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
nepghopoBaHoMy BUMYCK cepii: chapmakoHarnsgy (BBeeHHs y3arasibHeHUX faHnX
6nictepi; no 1 a6o 3 Bepinrep npo cuctemy apmakoHarnsgy, smiHa
6nictepu y IHrenbxainm YMOBHOBaXeHOI 0cobu, BignoBiganbHOT 3a
KapTOHHIA Kopoo6Li dapma NvbX i Ko. 3[iiCHEHHSI (hapMakoHarnaay; KOHTakTHOI ocobu 3
K, Himewunna; hapmakoHarnsgy 3asiBHUKa 415 34iCHEHHS
anbTepHaTUBHA hapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA
OinbHUUA ANA BiJ] yNOBHOBaXeEHOI 0co6W, BignoBifansHoI 3a
BTOPWHHOIO 34iicHeHHs dhapMakoHarnagy (Bkovaoun
nakyBaHHs: KOHTaKTHi AaHi) Ta/abo 3MiHN y pO3MilLEeHHI MacTep-
dapm/lor dapmva thaiina cuctemm chapmakoHarnsgy) - 3miHa
NopxicTik FTM6X, KOHTaKTHUX JaHuX YNOBHOBaXXEHOI 0cobw,
HimeuunHa; BiANOBIAa/IbHOI 3a hapMakoHaraa
LLiteremaHH
JNlboHdepnakyHreH
yHA NoricTiwep
Cepsic e. K.,
HimeuunHa
61. MKEHTALYE | TabneTtku, BKpUTI BepiHrep HimeyunHa BepiHrep HimeyunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 3a UA/14274/01/01
TO® NNiBKOBOIO IHrenbxainm IHrenbxaim 3MiHu | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom
060/10HKot0, Mo 2,5 IHTEepHeLwHN dapma 'v6X i Ko. Ta chapmakoHarnsgy. BeegeHHs abo 3MiHu o
mr/850 mr no 10 6X KIr y3araslbHeHUX faHux npo cuctemy
TabneTtok y 6nictepi; hapmakoHarnaay (BBeAeHHS y3araslbHEHUX AaHUX
no 3 abo no 6 npo cuctemy hapmakoHarnsgy, amiHa
6nicTepis B YyNOBHOBaXeHOI 0cobu, BiAnoBiganbHOT 3a
KapTOHHIA Kopoo6Li 3[iiCHEHHs1 chapMakoHarnsay; KOHTakTHOT ocobu 3
thapMakoHarnagy 3asBHuUKa 415 34INCHEHHS
thapmakoHarnagy B YKpaiHi, AKLO BOHA BigMiHHa
BiJ, yNOBHOBaXeEHOI 0c0o6M, BignoBigansHoi 3a
3AjiCHeHHs hapMakoHarnsay (Bkyalun
KOHTaKTHi faHi) Ta/abo 3MiHN Y pO3MilLEeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - amiHa
KOHTaKTHUX JaHWX YNOBHOBaXXeHOI ocobu,
BifnoBiganbLHOI 3a hapmakoHarnsag
62. MWKEHTALYE | Tabnetku, BKpUTI BepiHrep HimeuunHa Bepixrep HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/14274/01/01
TO® NNiBKOBOIO IHrenbxanm IHrenbxainm 3MiHuM | TUNY - AodaBaHHA NapameTpa cneumdikauji peyenmom
060/10HKOI0, M0 2,5 IHTEepHeLwHN dapma 'm6X i Ko. 3 BiANOBIAHUM METOA0M BMNPOGYBaHHS «pPO3Mip
mr/850 mr no 10 6X K yacTok» Ana A®l meTchopmiHy rigpoxnopuay
TabneTtok y 6nicrepi; BMpo6HMUTBA Vistin Pharma AS; 3miHu | Tuny -
no 3 a6o no 6 3MiHM y crieumdpikauii, nig yac BMpobHULTBa
6nicTepis B roTOBOrO /1iKapCbKOro 3acoby, 36i/1bLUeHHs TOBLYHN
KapPTOHHI KOpoOU;i Agpa TabneTkm
63. MKEHTALYE | Tabnetku, BKpUTI BepiHrep HimeyunHa BepiHrep HimeuunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiais: 3a UA/14275/01/01
TO® NAiBKOBOO IHrenbxaiim IHrenbxaim 3MiHM | TUny - 3MiHK Woao 6e3neku/ehekTnBHOCTI peyenmom
060510HKoI0, Mo 2,5 IHTepHeLwHN dapma 'm6X i Ko. Ta chapmakoHarnsgy. BeegeHHs abo 3miHu o
mr/1000 mr no 10 6X Kl

y3ara/ibHeHUX gaHnx npo cucrtemy
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
Tabnetok y 6nictepi; hapMakoHarnagy (BBeAeHHS y3araslbHEHUX JaHUX
no 3 abo no 6 npo cuctemy papmakoHarnsgy, amiHa
6nictepis B YMOBHOBaXeHOI 0cobu, BignoBiganbHOT 3a
KapTOHHIA Kopoo6Li 3[iiCHEHHSI (hapMakoHarnaay; KOHTakTHOI ocobu 3
hapMakoHarnagy 3asiBHuUKa 415 34iINCHEHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA
BiJ] yNOBHOBaXeEHOI 0co6W, BignoBifansHoI 3a
3[jiCHeHHs hapmMakoHarnsay (BKIvaun
KOHTaKTHi AaHi) Ta/abo 3MiHN y pO3MilLEeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - aMmiHa
KOHTaKTHUX JaHuX YNOBHOBaXXEHOI 0cobw,
BignoBiga/IbHOI 3a dpapmakoHarnsg
64. MKEHTALYE | Tabnetku, BKpUTI BepiHrep HimeyunHa BepiHrep HimeuyunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/14275/01/01
TO® NAiBKOBOO IHrenbxanm IHrenbxainm 3MiHM | TUNY - fodaBaHHS napameTpa cneuudikauii peyenmom
060/10HKOI0, Mo 2,5 IHTEepHeLHN dapma 'm6X i Ko. 3 BiNOBIAHUM METOAO0M BMNPOGYBaHHS «pPO3Mip
Mr/1000 mr no 10 X KIr yacTok» ans A®l meTdopmiHy rigpoxnopuay
Tabnetok y 6nictepi; BMpO6HMLTBA Vistin Pharma AS; 3minbu | Tuny -
no 3 abo no 6 3MiHM y crieumdpikauii, mig yac BMpobHuULTBa
6nictepis B roTOBOrO NiKapCcbKoro 3acoby, 36i/bLLEHHS TOBLUMHN
KapTOHHI Kopoo6Lli aapa Tabnetku
65. AUNTOKCUH PO3YUH ANS iH'EKLN, ToBapucTBo 3 YkpaiHa KOHTPO/1b SIKOCTI, Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3a UA/5751/02/01
0,25 mr/mn, no 1 mn obmexeHoto BUMYCK Cepil: 3MiHM | TUNY - nogaHHa Hosoro CEP Ne R1-CEP peyenmom
B amnyni; no 10 BignoBigasibHi ToBapucTBO 3 2010-042-Rev 00 gns Al gurokcuHy, y 3B’s3ky 3
amnyn y nadui 3 CTIO 06MeXxeHoto BBe/leHHs1 J0AATKOBOro BUPO6HUKa APl AUrokcuHy
KapToHy; no 1 mn B "locnigHnii BiANOBIA&NLHICTIO
amnyni; no 10 3aBO[, "[ocnigHnii 3aBog
amnyn y 6nictepi; no “rHUnC" "rHUNC,
1 6nicTepy B nauuj 3 YkpaiHa; BCi cTagii
KapToHy; no 1 mn B BUPOGHMLITBA,
amnyni; no 5 amnyn KOHTPO/b AKOCTI,
y 6nicTepi; no 2 BUMYCK cepil:
6nicTepn B nauuj 3 ToBapucTBO 3
KapToHYy 06MeXxeHoto
BiANOBIA&NLHICTIO
"®apmaueBTnyHa
KoMMaHis
"3popos'a",
YKpaiHa
66. ANKNO®DEH- renb no 25 ry 1y6i; My6niyHe YkpaiHa My6niyHe Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiais: 6e3 UA/1384/01/01
FENb no 1 Ty6iy nauuj 3 akujioHepHe aKuioHepHe 3MiHM | TUNY - 3MiHa y MeTogax BUNpobyBaHHS peyenma
KapToHYy TOBapUCTBO TOBapUCTBO roTOBOIO /liKapCbKoro 3acoby (He3HauHa 3MiHa y
"HaykoBo- "HaykoBo- 3aTBepMKEHNX MeToAax BUNPOOYyBaHHS)
BUPOGHNYNIA BUPOBHNUNIA
LeHTp LeHTp

"BopLuariscbk

"BopLuariBcbkuii
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
NiA XiMiKo- Ximiko-
hapmauesTuy hapmaueBTUYHNI
HWIi 3aBoa” 3aBog"
67. OWNPOCIHAH | cycneHsisa ans LLepiHr-Mnay Lseiiapis [Ons amnyn: Benbrisi/®paHuis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/9168/01/01
® iH'ekujin CeHTtpan IcT Brpo6Huk in bulk, 3MiHn | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
AN BUPOGHUKIB Al nepBuHHE HaliMeHyBaHHs Ta/abo agpecy 3asiBHMKa (BNacHUKa
Lepinr-Mnay Na6o nakyBaHHs: peecTpauiiHoro NocBigYeHHs1) 3MiHa agpecu
H.B., benbrisi; CEHEKCI HSC - 3aABHUKA:
CEHEKCI HSC - EPYBI/Ib CEHT
EPYBI/Ib CEHT KNEP, ®paHuis;
KNEP, ®paHujs: Brpo6Huk 3a
no 1 mn B amnyni; MOBHUM LK/IOM:
no 5 amnyn B LWepinHr-Mnay
KapTOHHI kOpooLyj; Jla6o H.B.,
AN BUPOBGHUKA Benbris;
CEHEKCI HSC - [na nonepefHLO
EPYBI/Ib CEHT HamnoBHEHUX
KNEP, ®paHuis: no LNpu1LiB:
1 M1 B nonepeaHbL0 CEHEKCI HSC -
HanoBHeHOMY EPYBI/Ib CEHT
wnpwyi, no 1 KNEP, ®paHuis
LUNPWLY B KOMMNJIEKTI
31a6o 2
CTepUIbHUMM
roskamu B
naacTuKoBOMY
KOHTeliHepi B
KapTOHHI Kopoo6Lli
68. ANNPO®ON eMy/ibCist Ans MAT "dapmak” Ykpaina MAT "dapmak” YkpaiHa BHECEHHS 3MiH A0 peecTpayiiHux maTtepiasiis: 3a UA/15942/01/01
® EATA iHcpysii, 10 mr/mn no 3MiHM | TUNY - 3MiHa y MeToAax BUNpobyBaHHS peyenmom
20 mn B amny”ni; no [OMNOMDKHOT peHOBUHU (HE3HaYHI 3MiHN Y
5 amnyn y nadui, no 3aTBEPMAKEHNX MeToAax BUNPO6yBaHb) - 3MiHW Y
20 My dhnakoHi; no MeToAax BUNPOOYBaHHS AOMNOMiXHOI pe4yOBUHU
1 a6o 5, a6o no 10 seuHi pocchoninign (Lipoid E 80)
dhnakoHiB y nau,
no 50 Mn 'y dN1akoHi;
no 1 donakoHy y
nauuj
69. ANNPO®ON eMy/bCia ansa MAT "®dapmak” YkpaiHa MAT "®dapmak” Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiais: 3a UA/15942/01/02
® EATA iHcpysii, 20 mr/mn no 3MiHM | TUNY - 3MiHa y MeTogax BUNpobyBaHHS peyenmom

20 mn B amnysii; no
5 amnyn y nauui, no
20 mn 'y donakoHi; no
1 a6o 5, a6o no 10
hnakoHiB y nayui,

[LOMOMDKHOT peYOBMHY (HE3HAYHI 3MiHN Y
3aTBEPMKEHNX MeTOoAaX BUNPOGYBaHb) - 3MiHW Y
MeToAax BUNPO6YyBaHHSA SOMOMDKHOI peYOBUHN
sieyni choccponinign (Lipoid E 80)
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
no 50 mMn y dh1akoHi;
no 1 dnakoHy y
nauuj
70. AN®PEPENIH nopoLuok no 3,75 mr INCEH PpaHuis MOPOLLIOK: PpaHuin BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/0695/01/02
® Ta PO3YMHHUK ANs PAPMA BMPOGHMLITBO, 3MiHM | TURY - 3MiHK y NpoLeci BUPO6GHMLUTBa peyenmom
cycneHsii gna MapKyBaHHS Ta roTOBOrO /liKapCbKOro 3acoby, BKIoYaoun
iH'eKUil nakyBaHHs1, NPOMIXHWIA NPOAYKT, L0 3aCTOCOBYETHLCS NP
NPOSIOHrOBaHOro BTOPUHHE BMPOBGHULTBI FOTOBOTO J1iKapCbKOro 3acoby
BUBINIbHEHHSA, 1 nakyBaHHs, (He3HauyHa 3miHa y npoueci BUpobHMULTBA) -
ch/1aKoH 3 NOPOLLKOM KOHTPO/b AKOCTI He3HayHa 3MiHa Ha nepLuoMy eTani npouecy
Y KOMMN/EeKTi 3 Ta BUMYCK BMIOTOB/IEHHS TOTOBOTO J1iKapCbKOro 3acoby
PO3UYMHHWKOM MO 2 nikapcbKoro (BurotoBneHHs nigcepii Mikpo4acTUHOK) -
M (MaHiT (E 421), 3acoby: INMCEH 3anponoHOBAHO AJ11 3MEHLUEHHS KiSIbKOCTi IETIOUNX
BOAA ANS iH'eKLii) B PAPMA BIOTEK, opraHiyHUX cnosyk Ha BUPOBGHUYOMY 06'eKTi
amnyni, WnpuLom dpaHuis; MPOMNOHYETHCA 3MEHLUNTU KifIbKICTb H-renTaHy, Lo
[N 0HOPa30BOro PO3YMHHWK: BUKOPVCTOBYETLCA Ha KOXHY Mifcepito y npoLieci
BVKOPUCTAHHA Ta BMPOGHMLITBO, BWIOTOBJIEHHS JliKapCbKOro 3acoby TpunTopeniH
ZABOMa rofikamu (y nepBuHHE aulerar, [0 KifIbKOCTi, 4OCTaTHbOI A/1A 3aTBEepPLiHHSA
6nicTepHil nakyBaHHs Ta Ta NPOMUBAHHSA MIKPOYaACTUHOK. OHOBNEHHS P.
ynakoBLj) y KOHTPO/Ib SIKOCTI: 3.2.P.3.2. Cknag Ha cepito (MopoLuok), woao
KapTOHHI Kopoo6Li CEHEKCI, BiJOGpaXKeHHS 3MiHM KiNbKOCTi H-rentany; 3.2.P.3.5.
PpaHuis; Banigauisi npouecy Ta/ab6o ioro ouiHka (MopoLLoK);
BTOPUHHE 3.2.P.5.4. AHanisu cepiii. B oHoBneHomy p.
nakyBaHHs Ta 3.2.P.3.2. Ckniag Ha cepito (MopoLuok)
BUMYCK cepii: NPONOHYETLCA BHECEHHA pefakUiliHUX 3MiH Y
INCEH ®APMA BMP&XEHHI MaKCMMasibHOTro po3mipy cepii,
BIOTEK, ®paHuis OMMCaHoro y LboMy po34ini, WoA0 BifobpaKeHHs
MaKC/MMasIbHOro po3Mipy cepii, Lo Moxe 6yTu
[OOCArHYTWIA BiANOBIAHO A0 3aTBEPAKEHOrO B JaHWiA
MOMEHT BMPOGHNYOro npoLiecy. 3anponoHOBaHO
3a3HauUNTV MakCUMasibHWIA po3mip cepil BignoBigHO
[0 matepiasly BUpPO6GHMYOro NpoLecy Ha nepLiomMy
eTani BUroToB/IEHHS (& He (DaKTUYHO OTPUMAHOT
O4VHWL) Ta AKUIA 6a3yeTbCS HA MakCUMasIbHil
NOTY)XXHOCTi YCTAaHOBKW A1 cy6nimaviliHOT CyLUKu,
T06T0 15000 chnakoHiB 3amicTb 13000 chnakoHiB
71. AIACrNIBNA® Tabnetku no 80 mr, MAT "dapmax” YkpaiHa MAT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/6986/02/01
no 10 TabneTtok y 3MiHK | TUMY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO peyenmom

6nicTepi; no 3 abo
no 6 6nictepis y
naui 3 KapToHy

npuBeLeHHs y BiANOBIAHICTb A0 MoHorpadii AdY
abo €sponelicbkoi hapmakonei, abo iHLWoi
HauioHas1bHOI chapmakonei gepxasu €C (3MiHa y
cneuudikayisix, NnoB'A3aHa 3i 3MiHamu B 4dY, abo
€Bponelicbkiin hapmakonei, abo iHLWii
HauioHabHI dhapmakonei gepxasn €C) - 3MiHN y
cneymndikauii Ta MmetTogax KoHTpon Adl, vy 3B'3ky
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Ne n/n

Ha3ssa
NliKapcbKo20
3acoby

Popma surnycky
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

Kpaina

Bupo6HuUK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjiliHo2o
nocsioYeHHs

3 npuBefeHHAM A0 Bumor EP/A®Y 3a nokasHukamm:
«CynpoBigHi foMiLKn», «niknasmay fomilika B»,
«MikpobionoriyHa YncToTa»; 3MiHN | TURYy - 3MiHa
napameTpiB cneuudikaliii Ta/abo AONYCTUMMX MEX
rOTOBOrO /1iKapCbKOro 3aco0by - BUTyYEHHS 3i
crneundikauii A®I nokasHMKa SKOCTi «PO34YNHHICTb»

72.

DIATNI3NG®
MR

TabneTkn 3
MogudikoBaHUM
BUBINIbHEHHAM o 30
mr, no 10 TabneTok
y 6nictepi, no 3 abo
6 6nicTepiB y nauuj 3
KapTOHY

MAT "®apmak”

YkpaiHa

MAT "®apmak”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TURYy - 3MiHK, NOB'A3aHi 3 HEOBXiAHICTO
npvBeLeHHs y BiANOBIAHICTb A0 MoHorpadii AdY
abo €sponelicbkoi hapmakonei, abo iHLWoi
HaLjioHasbHOI thapmakonei aepxasu E€C - 3MiHN Y
cneumagikauii Ta MeTogax KoHTpono Adl, y 3B’A3Ky
3 npuBefeHHAM A0 BuMor EP/A®Y 3a nokasHukamm:
- «CynpoBigHI AOMiWKW» B MeToAuLI Bigoymcs
3MiHW: MPU NPUrOTYBaHHI PO34YMHY NOPIBHAHHA (C)
36iN1bLUEHO HaBaxKy raiknasuay Aomiwkun F 3 «10
Mr» Ha «15,0 Mr», L0 NOB’A3aHO 3i 36i/TbLUEHHSIM
HOPMYBaHHS JOMILLKM B cybCTaHLji 3 «He Binblie
0,1 %» Ha «He 6inbLue 0,15 %»; goaaHa
iHchopmaLis cTOCOBHO TOro, WO ANS igeHTUdikav,i
[OMiLLKM F BUKOPUCTOBYIOTL XpoMartorpamy
PO34rHYy NOpiBHAHHSA (b); 36iNbLIEHO BiACOTOK
[OMILLIOK, LLIO He BPaxXOBYKOTbCS NPV HOPMYBaHHI
[oMiLoK 3 «0,02 %» Ha «0,05 %»; - «[niknasugy
Oowmiwka B» B meToauLi Bigbdymcsa 3MiHn: AoAaHo
iHbopMmaLito CTOCOBHO TOrO, WO A5 iAeHTUdiKawii
[OOMILLKV B BUKOPUCTOBYIOTL XpomaTorpamy
PO34MHY NOPIBHAHHSA; - «MiKpo6ionoriyHa uncToTa»
HOpMaTMBHE NOCMNaHHA akTyanizoBaHo 3 EP 7.0 Ha
EP * (* - pitoye BUAaHHs), JONOBHEHO NOCWU/IaHHAM
Ha A®Y *; LONOBHEHO NOCUMIaHHAM Ha pPo3ain
2.6.13; BUNyYEHO ONNC METOANKN BUSHAYEHHS,
HOPMyBaHHS 3aMLLEHO 6e3 3MiH Ta BUTy4YeHO onnc
MEeTOAMKM; 3MiHM | TUNY - 3MiHa napameTpis
cneuudikaLin Ta/abo fonyCTUMNX MEX rOTOBOrO
nNiKapcbKoro 3acoby - BUTyYeHHs 3i cneumdikadii
Ad| nokasHukKa AKOCTi «PO3UMHHICTb». 3rigHo AdY
cT. «Cy6CTaHuil Ansa dhapmaueBTUYHOro
3aCTOCYBaHHSA» PO3YMHHICTb CybCTaHLil y pi3HMX
PO3UYMHHMKAX He Mae 6yTu iHTepnpeToBaHo B
CTPOroMy 3Ha4eHHi | He MOXe po3rnsgaTucs sk
BMMOTrU. PO3YMHHICTb HOCKTb iIHDOPMATUBHMIA
Xapakrep

3a
peyenmom

UA/6986/01/01

73.

DIATTIBNA®
MR

TabneTtkn 3
MoandpiKoBaHUM

MAT "®apmak”

YkpaiHa

MAT "®apmak”

YkpaiHa

BHECEHHS 3MiH A0 peecTpayiiHux maTtepiasiis:
3MiHK | TMNY - 3MiHW, NOB'A3aHi 3 HEObXIAHICTIO

3a
peyenmom

UA/6986/01/02
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Ne n/n

Ha3ssa
NliKapcbKo20
3acoby

Popma surnycky
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

Kpaina

Bupo6HuUK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjiliHo2o
nocsioYeHHs

BUBI/IbHEHHSAM MO 60
mr, no 10 TabneTok
y 6nictepi, no 3 abo
6 6nicTepiB y nauuyj 3
KapToHYy

npuBeLEeHHN y BiANOBIAHICTb A0 MoHorpadii AdY
abo €Bponeiicbkoi hapmakonei, abo iHWwoi
HaujioHanbHOT dhapmakonei gepxasu E€C (3miHa 'y
crneuundikauisx, nos'azaHa 3i 3amiHamu B dY, abo
€Bponelicbkiii hapmakonei, abo iHLWin
HaujioHanbHIl chapmakonei gepxasu €C) - 3MiHW Y
cneumgikaLii Ta MeTogax KoHTpono Adl, y 3B’A3Ky

3 npuBefeHHAM Ao Bumor EP/A®Y 3a nokasHukamm:

«CynpoBigHi AOMiLLKW», «[niknasuay Aomilika B»,
«Mikpob6ionoriyHa ynctoTa»; 3miHu | Tuny - 3miHa
napameTpiB cneundikaliii Ta/abo 4ONYyCTUMUX MEX
rOTOBOrO J1iKapCbKOTro 3aco0y - BUTyYEHHS 3i
crneundikauii A®I nokasHMKa AKOCTi «PO3YMHHICTb»

74.

AIDOPC 160

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOI0, 5
Mr/160 wmr; no 10
Tabnetok y 6nictepi;
no 1 a6o 3 6nicrepu
y nauui 3 KapToHy

TOB "®apma
Crapt"

Ykpaina

TOB "®apma
Crapt”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHu |l TURY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta (hapmakoHarnsgy. BHeceHHs abo 3miHa(u) Ao
3060B'13aHb Ta YMOB BMAaui peecTpauiiiHoro
nocBifYeHHs, BKNoYaroun MiaH ynpasniHHA
pusmKamm (3acTocyBaHHS 3MiH(1), ski(a)
BMMaralTb(€) NOAANbLIOTO 06I'PYHTYBaHHS HOBUMM
[0[AaTKOBUM JaHuMy, L0 MaloTb HagasaTucs
KOMMETEHTHUM OpraHoM, OCKifIbKM BUMaraeTbCs
CyTTEBA OL|iHKa KOMNETEHTHUM OpraHom) -
BrKoHaHHS 3000B'A3aHb BiAMNOBIAHO A0 MiANYHKTY
1.13 nyHKTY 1, NignyHKTY 2.3 NyHKTY 2 gogatky 15
0o Mopaaky NpoBeAeHHs ekcnepTuan
peecTpauiiHnx MaTepianiB Ha fikapcbki 3acobu, Lo
noAatnTbCs Ha AepXasHy peecTpauiio
(nepepeecTpadiio), a TakoX ekcrnepTnsn martepianis
NpO BHECEHHS 3MiH 10 peecTpavjiiiHuX maTepianis
NpOTAroMm fii peecTpauiiiHoro NocBigYeHHs,
3aTBEpPAKEHOro HakasoM MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)

3a
peuernnmom

UA/12365/01/01

75.

JI®OPC 80

TabneTkn, BKPUTI
NNiBKOBOIO
060710HKO, 5 Mr/80
Mr no 10 TabneTok y
6nictepi; no 1 a6o 3
6nictepun y nauui 3
KapToHY

TOB "dapma
Crapt”

YkpaiHa

TOB "®apma
Crapt”

YkpaiHa

BHECEHHS 3MiH A0 peecTpayiiHnx maTtepiaiis:
3MiHu |l TUNYy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta (hapmakoHarnsgy. BHeceHHs abo 3miHa(u) Ao
3060B's13aHb Ta YMOB BMAaYi peecTpauiitHoro
nocBiAYeHHs, BKoYaroun MnaH ynpaeniHHA
pu3nkamm (3aCToCyBaHHA 3MiH(M), Aki(a)
B/MaratTb(€) NoganbLIOro 06rpyHTyBaHHSA HOBMMMU
[04aTKOBUM JaHUMK, L0 MaloTb HagaBaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbes
CyTTEBA OL|iHKa KOMMETEHTHUM OpraHom) -
BrKoHaHHS 3060B'13aHb BiANOBIAHO A0 NiANYHKTY

3a
peyenmom

UA/12365/01/02
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Ne n/n

Ha3ssa
NliKapcbKo20
3acoby

Popma surnycky
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

Kpaina

Bupo6HuUK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjiliHo2o
nocsioYeHHs

1.13 nyHKTY 1, NignyHKTY 2.3 NyHKTY 2 fgogatky 15
[0 MNopaaky NpoBeAeHHs1 ekcnepTusn
peecTpauiiHnx MaTepianiB Ha nikapcbki 3acobu, LWwo
noAaloTbCA Ha filepXaBHy peecTpaLiiio
(nepepeecTpadito), a TakoX ekcrnepTnsn martepianis
NpO BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis
NpOTSAroMm fii peecTpauiiiHoro NocBigYeHHs,
3aTBEpAKEHOro HakasoM MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)

76.

LIDPOPC XL

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO0, 10
Mr/160 mr no 10
Tabnetok y 6nictepi;
no 1 a6o 3 6nicrepu
y nayui 3 kKapToHy

TOB "®apma
Crapt"

Ykpaina

TOB "®apma
Crapt”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHu |l TURYy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta (hapmakoHarnsgy. BHeceHHs abo 3miHa(u) Ao
3060B'13aHb Ta YMOB BMAaui peecTpauiitHoro
nocBifYeHHs, BKNoYaroun MiaH ynpasniHHA
pusmKamm (3acTocyBaHHS 3MiH(1), ski(a)
BMMaralTb(€) NOAaNbLLOTO 06I'PYHTYBaHHS HOBUMM
[04AaTKOBUM JaHuMy, L0 MaloTb HagasaTucs
KOMMETEHTHUM OpraHoM, OCKifIbkM BUMaraeTbCs
CYTTEBA OLiHKa KOMMETEHTHUM OpraHom) -
BrKoHaHHS 3000B'A3aHb BiAMNOBIAHO A0 MiANYHKTY
1.13 nyHKTY 1, NignyHKTY 2.3 NyHKTY 2 gogatky 15
0o Mopaaky NpoBeAeHHs ekcnepTuan
peecTpauiiHnx MaTepianiB Ha nikapcbki 3acobu, LWo
noAanTbCs Ha fepXasHy peecTpauiio
(nepepeecTpadiio), a TakoX ekcrnepTnsn martepianis
MpO BHECEHHS 3MiH 10 peecTpavjiiiHuX maTepianis
NpOTAroMm fii peecTpauiiiHoro NocBigYeHHs,
3aTBEpPAKEHOro HakasoM MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)

3a
peuernmom

UA/12365/01/03

717.

JOKCULIVIKNI
H-TEBA

Kancysim m'siki no
100 mr no 10 kancyn
y 6nicTepi; no 1
6nicTepy B KOpooL;i

patiochapm
6X

HimeuunHa

[L,03Bi/T HA BUMYCK
cepii: Mepkne
M6X, HimeuuunHa,;
BUPOOHMLTBO
Hepo3dhacoBaHOT
NPOAYKLT,
KOHTPO/Ib SIKOCTI:
KaTtaneHt
HimeuyunHa
Eb6epbax MvbX,
HimeyuunHa,;
nepBrHHa Ta
BTOPVHHA
yNaKoBKa,

HimeuyunHa

BHECEHHS 3MiH A0 peecTpayiiHux maTtepiasiis:
3MiHM | TUny - 3MiHa napameTpiB cneuudikawii
Ta/abo foNyCTUMUX MEX AN AONOMIKHOT peyoBUHN
- 3MiHa BMMOT creundikauii Ha 4ONOMKHY
PEYOBUHY KapioH 83 3a NOKa3HUKOM «pH>»:
3anponoHosaHo: 5,0-7,0

3a
peyenmom

UA/3033/01/02
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
KOHTPO/b SKOCTI:
Mepkne M'v6X,
HimeyunHa
78. OOLEMEAA KOHUeHTpaT ons Anbmega Lseiiapis BUPOBHULTBO HimeuyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/14553/01/01
PO3UmnHYy Ana dapmachbioTika KOHLeHTpary ans 3MiHK | TUNY - NoAaHo HOBWIA cepTudcpikat peyernmom
iHcpysii, 20 mr/mn no nc Ar pO34nHy AN BignosigHocTi €EP® RO-CEP 2014-105-Rev 00 ans
1wmn,4wmn, 7m0, 8 iHdpys3iiA, [ito40i pevoBUHY foueTakceny Big HOBOro
My dhnakoHi; no 1 cTepunisauis, BMPOGHUKA; 3MiHM | TNy - NoAaHo cepTudikart
dhnakoHy B po3nmB y BignosigHocTi €E® No. RO-CEP 2013-185-Rev 01 Ha
KapTOHHIA Kopoo6Li donakoHwm, L4y peyoBUHY fioLeTakcesny Bif, 3aTBepaKeHoro
nepBrHHe Ta BMPOGHMKA; 3MiHM | TNy - 3mMiHa po3Mipy cepil
BTOPUHHE (BKKOYaKOUM giana3oH po3Mipy cepii) rotoBoro
nakyBaHHs: niKapcbKoro 3acoby - 36inbLUeHHA po3mipy cepil
CamsaHr rOTOBOrO /liKkapCcbkoro 3acoby BMPO6HMKOM CaMsHr
BiothapmacbloTika BiochapmacbtoTikan3 KopnopeiilH, Kopesi; 3miHu |
N3 KopnopeiLuH, TUNY - 3MiHW Y NpoLieci BUPOGHULTBA rOTOBOIO
Kopesi; BTOpnHHe nikapcbKoro 3acoby, BKAOUaKUy NPOMKHUI
nakyBaHHS: NPOAYKT, L0 3aCTOCOBYETLCA NPU BUPOOHULTBI
Komdpacc M'vbX, roTOBOrO NiKapCbKOro 3acoby - 36iNbLUEeHHS Yacy
HimeuunHa; nepemillyBaHHs Npu npurotysaHHi bulk po3unHy Ha
BiANOBiga/IbHUIA 32 nepLIoMy Ta TPETbOMY KpOLi NepemillyBaHHs
BMNYCK cepil,
KOHTPOJTH0 SKOCTI
cepii: AkBiga
'mM6X, HimeuynHa
79. EKBOPAN® Kancynm m'ski no 25 TeBa I3painb TeBa Yex Yecbka BHECEHHS 3MiH A0 peecTpayiiHnx maTtepiaiis: 3a UA/7471/02/01
mr, no 10 kancyny dapmaueBTika IHAacTpis c.p.o. Pecnyb6nika 3MiHU | TUNY - KOHTPOJIb JONOMDKHUX PEYOBUH - peyenmom
6nicTepi; no 5 n lHaacTpi3 OHOBJ/IEHHS 3aTBEPAKEHOI cneuumdikauii 4oNoMiXHOT
6nicTepiB y Kopoou,i nrta. PEYOBUHY, Y 3B'A3KY 3 JOAABAHHAM
aNbTepPHATNBHOIO BUPOBHMKA [OMNOMIKHOT
peyoBuUHW nonirniuepwn-3-oneaty —
3anponoHosaHo: Gattefosse, France.
KpuTepii NpUIAHATHOCTI Ta METOAUKM BUNPOOYBaHHS
He 3MiHMAnCh
80. EKBOPAN® Kancysm m'siki no 50 TeBa I3painb Tesa Yex Yecbka BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 3a UA/7471/02/02
mr, no 10 kancyny dapmaueBTika IHAacTpi3 c.p.o. Pecnyb6nika 3MiHU | TUNY - KOHTPO/Ib JONOMDKHUX PEYOBUH - peyenmom
6nictepi; no 5 N lHaacTpi3 OHOBJ/IEHHS 3aTBEPAYKEHOI cneuymdikauii 4oNnoMiXHOT
6nicTepiB y kopobu,i nra. PEUOBUMHY, Y 3B'A3KY 3 AOAABAHHAM
anbTepHATNBHOIO BUPOBHMKA [ONOMIKHOT
peyoBuHW nonirniuepwni-3-oneaty —
3anponoHosaHo: Gattefosse, France.
KpuTepii NpUHATHOCTI Ta METOAUKM BUNPOOYBaHHS
He 3MiHMANCh
81. EKBOPAN® Kancysm mM'siki no TeBa I3painb TeBa Yex Yecbka BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/7471/02/03
100 mr, no 10 PapmaueBTika IHAacTpi3 c.p.o. Pecny6nika 3MiHU | TUMY - KOHTPOJ/1b AOMOMDKHUX PEYOBUH - peyenmom
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
Kancyn y énictepi; n lHpacTpi3 OHOBJIEHHS 3aTBepKEHOT cneyudikauii LONOMiKHOT
no 5 6nictepis y nra. PEeYOBUHY, Y 3B'A3KY 3 AOAABAHHAM
Kopoo6Li anbTepHaTUBHOIO BMPOGHMKA AOMOMIXHOT
peyoBuUHW nonirniuepwni-3-oneaty —
3anponoHoBaHo: Gattefosse, France.
KpwuTepii NpUiAHATHOCTI Ta METOAVKM BUNPOOYBaHHS
He 3MiHUANCb
82. EK3EMECTA TabneTku, BKPUTI Mictpan Benuka CiHgaH chapma PymyHis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/14554/01/01
H - BICTA NNiBKOBOIO Kenitan BpuTaHis C.P.Nn 3MiHW | TUNY - 3MiHW [0 IHCTPYKLUiT 4519 MeANYHOro peyenmom
060/10HKO10, M0 25 MeHeXMeHT 3acTOCyBaHHSA y po3ainu: "®apmakoTepaneBTU4Ha
mr; no 10 TabneTok Nimiteq rpyna" (YTO4YHeHHs Ha3Bu), "dapMakosoriyHi
y 6nicTepi; no 3 abo BNaCTMBOCTI", "B3aemMogis 3 iHLWUMMU NiKapCbKUMN
no 10 6nicTepis y 3aco6amu Ta iHWi BUAY B3aemogiii®, "OcobmBocCTi
nauui 3 KapToHy 3acTocyBaHHS", "3acTOCyBaHHS y Nepiog BarirTHOCTI
abo rogyBaHHS rpyaa0”, "34aTHiCTb BIIMBATU HA
LUBMAKICTb peakLii Npy KepyBaHHi aBTOTPaHCNOPTOM
abo iHWyMK MexaHiamamn”, "MNo6iyHi peakuii” 3rigHoO
3 iHhopmaLieto Wwoa0 MeguyHOro 3acToCyBaHHs
pedrepeHTHoro nikapcbkoro 3acoby (APOMA3UVH,
TabneTku, BKPUTI LLYyKPOBOK 060/I0HKOK Mo 25 Mmr).
BBeAeHHA 3MiH NpOTArom 6-Tu micauiB nicns
3aTBEPAKEHHSA
83. EMEHA® NOPOLLOK ANs Mepk LWapn i LLiseliyapis BMpo6HMK “in bulk" | CLUA/ Higepnangu BHECEHHS 3MiH A0 peecTpayiiHux maTtepiasiis: 3a UA/14258/01/01
PO34nHy AnA Joywm lgea IHk. Ta NepBuHHe 3MiHu | TNy - 3MiHK Woao 6e3nekn/edpekTUBHOCTI peyenmom
iHchysiii no 150 mr, 1 nakyBaHHs: Ta thapmakoHarnsgy. BeegeHHs abo 3miHn o
h/1aKoH 3 NOPOLLKOM MareoH y3ara/ibHeHUX JaHux npo cuctemy
B KapPTOHHI kopobui MaHyekuypiHr hapmakoHarnagy (BBeAeHHs y3araslbHeHUX JaHuUX
Cepsices En. En. npo cuctemy papmakoHarnsgy, amiHa
Ci., CLLA; YNOBHOB&XEHOT 0CO6M, BiANOBiZa/IbHOT 3a
TecTyBaHHs 3fjiicHeHHs hapmakoHarnagy; KOHTakTHOT ocobu 3
cTabinbHOCTI Ta thapmakoHarnsay 3asBHuKa A1 34iACHEHHS
AKICTb: hapmakoHarnisagy B YKpaiHi, SKLLO0 BOHa BigMiHHA
Mepk Wapn i BiZl yNOBHOBaX€eHOI 0co6MU, BiANOBIAa/IbHOI 3a
Joym Kopn., CLUA; 3[jiCHeHHs1 hapMakoHarisay (BKIUaum
BUPOGHUK, KOHTaKTHi aHi) Ta/abo 3MiHM Yy PO3MiLLLEHHI MacTep-
BiANoOBigabHUIA 3a thaiina cuctemu chapmakoHarnsgy) - Airoua
BTOPUHHE pefakLis: ynoBHoBaxeHa ocoba, BifnoBigasibHa 3a
nakyBaHHs Ta 3[ilicHeHHS1 chapMakoHarnsgy: XXaHet Xopmbpeii.
BUMYCK cepii: MponoHoBaHa peaakuis: ynoBHOBaxeHa ocoba,
Mepk Wapn i BiANOBIfaNbHA 3a 34iiCHEHHSA dhapMmakoHarnsay:
Joywm B.B., [okTop Mait lemos. 3MiHa KOHTAKTHUX JaHWX.
Higepnanau 3MiHa y po3MilleHHi MacTep-taiiny
84. EMOKNOT niodpinizat ana KEAPIOH ITanis KEAPIOH C.n.A. ITania BHECEHHS 3MiH [0 peecTpaLjiitHux maTepianis: 3a UA/13025/01/02
1000 MOJ/10 PO3UnHY AN C.n.A. TexHiyHa noMmunka MIBIT - BUNpaBneHo TEXHIYHY peyenmom
M PAKTOP iHdoysiii no 1000 MO

NOMWJIKY B Ha3Bi f1ito40i peyoBUHM Y p. "Cnoci6
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
KOArynau y thnakoHi Ne 1y 3acTocyBaHHA Ta 031" B IHCTPYKLUIT ANs MeAUYHOro
KPOBI KOMMNAEKTi 3 3acToCyBaHHS NikapCbKoro 3acoby
NOAVHN VIII | po3umHHUKOM (BoZa
EMOCLOT Ans iH'ekuiid) no 10
1000 1.U./10 MmNy conakoHi Ne 1
ML HUMAN Ta Habopom ans
COAGULATI PO3UMHEHHSA |
ON FACTOR BBE/EeHHA
Vil
85. EMOKNOT niodpinizat ana KEAPIOH ITanis KEAPIOH C.n.A. ITania BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/13025/01/02
1000 MOJ/10 po3UnHYy AN C.n.A. 3MiHM | TUny - 3MiHK Wwoao 6e3nekn/ed)ekTUBHOCTI peyenmom
M1 ®AKTOP iHcpysiii no 1000 MO Ta hapmakoHarnsagy (iHwi 3miHu) - 3amiHa
KOArynaul y thnakoHi Ne 1y rpadivHOro 306paxxeHHs Ha TEeKCT MapKyBaHHS A5
KPOBI KOMMEKTi 3 NepPBUHHOT Ta BTOPUHHOT YNakoBku. BunyyeHHs
NOAVHN VIII | po3unHHUKOM (BoJa CTUKepIiB [4/19 YyNakoBOK MapkoBaHWNX iHO3eMHO
EMOCLOT Ans iH'ekuiid) no 10 MOBOIO; 3MiHU || TNy - 3MiHK 3 iKOCTi. MeanyHI
1000 1.U./20 M1y donakoHi Ne 1 nNpUCTPOI (iHLWi 3MiHK) - 3aMiHa 6€3ro/IK0BOro
ML HUMAN Ta Habopom ans NPUCTPOIO AN PO3UNHEHHS | pinTbTpauit
COAGULATI PO3UMHEHHSA | "Needleless Transfer Device" npuctpoem ans
ON FACTOR BBEfEHHsA po3unHeHHs i chinbTpauii "Mix2Vial". 3miHn go
Vil IHCTPYKL,i NpO 3aCTOCyBaHHA MeANYHOIo
iMyHOGIioNoriyHoro npenapaTty 4o po3gainy "Cnocié
3acTocyBaHHs i A03u" (IHCTPYKLIS 3 NPUroTyBaHHSA
PO34MHY A/15 BHYTPILUHbOBEHHOIO BBEAEHHS),
"lMakyBaHHA"
86. EMOKNOT niodpinisat ana KEAPIOH ITanis KEAPIOH C.n.A. ITanis BHECEHHS 3MiH A0 peecTpayiiHnx maTtepiaiis: 3a UA/13025/01/01
500 MO/10 pOo34mnHy Ans C.n.A. TexHiyHa nomunka MIBIT - BUNpaBneHo TEXHIYHY peyenmom
M/1 PAKTOP iHchysiii no 500 MO NOMW/IKY B Ha3Bi Ail04oi peyoBuHM y p. "Cnocio
KOATYnaAuli y thrakoHi Ne 1y 3acTOoCyBaHHSA Ta 403" B [HCTPYKL,i 419 MeguMyHoro
KPOBI KOMMNEKTI 3 3acToCyBaHHS NiKapcbKoro 3acoby
NOAVNHN VIII | po3unHHUKOM (Boja
EMOCLOT 08 iH'exuin) no 10
500 L.U./Z10 ML | mny donakoHi Ne 1
HUMAN Ta Habopom Anis
COAGULATI PO3UMHEHHS |
ON FACTOR BBEeHHA
Vil
87. EMOKNOT niodpinizat gns KEAPIOH ITanis KEAPIOH C.n.A. ITanis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiaslis: 3a UA/13025/01/01
500 MO/10 po34nHy AN C.n.A. 3MiHY | TUny - 3MiHK Wwoao 6e3neku/edeKTUBHOCTI peyenmom
M/1 PAKTOP iHcpysiii no 500 MO Ta hapmakoHarnsgy (iHwi 3miHu) - 3amiHa
KOArynauli y donakoHi Ne 1y rpacdiyHoro 306paxxeHHs1 Ha TEKCT MapKyBaHHs Ans
KPOBI KOMMNEKTI 3 NepBUHHOT Ta BTOPUHHOT YNakoBKW. BuiyyeHHsa
NOANHN VIII | po3unHHUKOM (Boga CTVKepiB 4151 YNaKOBOK MapKOBaHUX iIHO3EMHO0
EMOCLOT Ans iH'ekuid) no 10 MOBOIO; 3MiHW Il Tuny - 3MiHK 3 AkocTi. MeanyHi
500 I.U.JZ10 ML | mny donakoHi Ne 1 npUcTPOI (iHLWi 3MiHK) - 3aMiHa 6Ge3rosIKOBOro
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
HUMAN Ta Habopom Anis NPUCTPOIO AN PO3UNHEHHS | (hinbTpauii
COAGULATI PO3YUMHEHHS i "Needleless Transfer Device" npuctpoem ans
ON FACTOR BBEJEHHS PO34MHEHHS i chinbTpauii "Mix2Vial". 3miHn go
Vil IHCTPYKLII NpO 3aCTOCyBaHHA MeANYHOIo
iMyHOGIioNoriYHoOro npenaparty 4o po3gainy "Cnocié
3acTocyBaHHS | fo3u" (IHCTPYKLiS 3 NPUroTyBaHHS
PO34MHY A/151 BHYTPIiLLUHbOBEHHOTO BBEAEHHS),
"MakyBaHHA"
88. EHAT 400 Kancynm m'ski no Mera TainaHg, Mera TainaHg BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 6e3 UA/9439/01/01
400 MO no 10 NaiidpcalieHci3 NaiidpcaiieHcis 3MiHu | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peuyenma
Kancyn y 6nictepi; 3 Mabnik Mabnik Komnani Ta chapmakoHarnsgy. BeegeHHs abo 3miHu o
6nictepu B KomnaHi Nimiten y3araslbHeHUX faHux npo cuctemy
KapTOHHIA Kopoo6Li Nimiten hapmakoHarnagy (BBeAeHHS y3araslbHEHUX AaHUX
npo cuctemy hapmakoHarnsgy, amiHa
YNOBHOBaXeHOI 0cobu, BiANoBiAanbHOT 3a
3[iiCHEHHs1 chapMakoHarnsay; KOHTakTHOT ocobu 3
thapMakoHarnagy 3asBHuUKa 415 34INCHEHHS
thapmakoHarnagy B YKpaiHi, AKLO BOHA BigMiHHa
BiJ, yNOBHOBaXeEHOI 0c06M, BignoBigansHoi 3a
3AjiCHeHHs hapMakoHarnsay (Bkyalun
KOHTaKTHi faHi) Ta/abo 3MiHN Y pO3MilLEeHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) - Airoua
pejakuis: ynoBHOBaXeHa ocoba, BiAnoBigasibHa 3a
thapmakoHarnag: Yavika FOpiii l'eHagiiioBnY.
MponoHoBaHa pefakLis: ynoBHoBaxeHa ocoba,
BiAgnoBiganbHa 3a hapmakoHarnag: Mpamog
Mare/Pramod Mane. KoHTakTHa ocob6a BiTkoBCbka
TeTaHa BitaniiBHa. 3MiHa KOHTakTHUX AaHUX
YNOBHOB&XEHOT 0CO6U. 3MiHa KOHTaKTHUX JaHnX
KOHTaKTHOi 0cobu
89. EHTUBIO® MOPOLLIOK A5 Takepa NaHis BMPOGHMLTBO MN13 CLUA/ Itanis/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/15405/01/01
KOHUEHTpaTy AN dapma A/C Ta nepBuHHE ABcTpisi/ Benvka 3MiHK | TUMY - 3MiHW y NpoLeci BUPOGHULTBA peyenmom
PO34nHy Ans nakyBaHHS: BpuTaHia/ roTOBOrO /liKapCbKoro 3acoby, BKIoYaun
iHdpy3iii no 300 mry Xocnipa, IHK., HimeuunHa NPOMIXHWIA NPOAYKT, L0 3aCTOCOBYETHLCS NPU

dnakoHi, no 1

dhnakoHy y
KapTOHHiiA KOpo6Li

CLUA; BTOpUHHE
nakyBaHHS Ta
[03BiN Ha BUMYCK
cepii: encapm
Hosapa C.p.n.,
ITanis; Takega
ABCTpist TM6X,
ABCTpIsi; KOHTPONb
AKOCTI cepii:
KoBaHC
JlabopaTtopi3

BMPOBGHULTBI TOTOBOTO JTiKApCbLKOro 3acoby - 3MiHW y
BMPOGHWYOMY NPOLLECi TOTOBOTO J1iKapCbKOro
3acoby: BBefeHHs niocpinizaropis 12 ta 13 (Lyo 12
Ta Lyo 13) Ha 3aTBepgXeHii dinbHuui Xocnipa, IHK.,
CLUA; 3miHu | TURNY - 3MiHM BUNpo6yBaHb abo
[ONYCTUMUX MEX, BCTAHOB/IEHUX Y cneuudikaLlisx,
nif, Yac BUPOBGHULITBA FOTOBOTO /liKapCbKOro 3acoby
- 3MiHU Jjana3oHy BMMIpIOBaHOro TUCKY kamepu nig,
yac 3akynopku ans niodginisatopis 11,12 ta 13
(3anponoHoBaHo gjanasoH 11,0 +/-0,5 psia)
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
NimiTen, Benvka
BpwuTaHis;
KOHTPO/b AKOCTI
cepit:
"CTepwnbHICcTL" Ta
"BakTepiasibHi
€HA0TOKCUHKN":
Bikxem
JNlabopaTopis
NimiTen, Benvka
BpwuTaHis;
KOHTPO/b AKOCTI
cepit:
"Bu3HayeHHs
3B'A3yBaHHA":
Yapnb3 Pisep
BiodhapmacbioTika
n Cepgici3 Mmb6X,
HimeuunHa
90. EPIOE3- TabneTku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 6e3 UA/12919/01/01
AAPHULUA 060/10HKO, N0 5 Mr "papmaneBTn "®GapmMaueBTNYHa 3MmiHu | TUNy - 3MiHK 3 SKOCTi. FOTOBMIA NiKapCbKUii peyenma
no 10 tabneTtok y yHa hipma ipma "dapHuus" 3aci6. Cuctema KoHTeliHep/3aKkynoproBasibHWi
KOHTYPHIl "fapHuus” 3aci6. 3miHa po3mipy ynakoBKv roTOBOro
YapyHKOBIli nikapcbKoro 3acoby (3MiHa KinnbKOCTi 0AUHALLb
ynakoBLi; no 1 a6o (Hanpuknag TabneTok, amnyn TOL0) B yNakoBLi:) -
no 2, abo no 3 3miHa no3a fianasoHoM 3aTBepAKEHVX PO3MIpIB
KOHTYpPHi YapyHKOBI yNaKkoBKM - BBEL,EHHSA J0AATKOBYX BUfiB YNakoBOK
ynakoBKM B navi no 2 abo No 3 KOHTYPHi YapyHKOBI YNakoBKM B NauLyi
[0 BXe 3aTBepA)KEHNX 3 BigNoBiAHAM TEKCTOM
MapKyBaHHs. BBefieHHSA 3MiH NPOTArom 6-Tu MicALiB
nicnsa 3aTBepAXeHHs. 3MiHu | Tuny - 3MiHW Woa0
6e3nekn/edpeKkTNBHOCTI Ta chapmakoHarnagy -
3amiHa rpad)iyHOro 306paXKeHHs1 yNakoBKU Ha TEKCT
MapKyBaHHS 419 NepPBUHHOT Ta BTOPUHHOI YNakoBKU
Ne10 (10x1) y 3B'A3Ky 3 MPUBEAEHHAM Y
BiAgnoBigHICTb A0 Hakasy MO3 YkpaiHu Ne 426 Big,
26.08.05 (y pegakuii Hakasy MO3 YkpaiHn Ne460
Bifg 23.07.2015 p.) BBeAgeHHs 3MiH NpoTsAroM 6-Tu
MicsLiB MicNsA 3aTBEPAKEHHSA
91. ECLUUTAM® TabneTku, BKPUTI TOB "®apma YkpaiHa TOB "®apma Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/15764/01/01
ACIHO NNiBKOBOIO Crapt" Crapt" 3MiHun Il TMny - 3MiHK Woa0 6e3nekn/eddekTUBHOCTI peyenmom

060/10HKO10, Mo 10
mr, no 10 TabneTok
y 6nictepi, no 1, 3
abo 6 6nicTepiB y

Ta dpapmakoHarnsgy. BHeceHHsi abo 3miHa(n) o
3060B'A3aHb Ta YMOB BUaui peecTpadiiiHoro
noceig4YeHHs, Bkovaoun MNMnaH ynpaeniHHA

pu3nkamu (3actocyBaHHs 3MiH(K), siki(a)
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Ne n/n

Ha3ssa
NliKapcbKo20
3acoby

Popma surnycky
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

Kpaina

Bupo6HuUK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjiliHo2o
nocsioYeHHs

KapTOHHII nayui

B/MaratoTb(€) NofanbLioro 06rpyHTyBaHHS HOBUMU
[0[AaTKOBMM JaHUMK, L0 MaloTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMAaraeTbCs
CyTTEBA OLLiHKA KOMMETEHTHUM OpPraHom) -
BrkoHaHHS 3060B'A3aHb BIAMNOBIAHO A0 MiANYHKTY
1.8.2 nyHkty 1.8 nopatky 5 no Mopsaky
NpoBefeHHA excnepTu3n peecTpauiliHux mMartepianis
Ha nikapcbki 3acobu, WO NoAalnTbCs Ha AepXaBHy
peecTpadito (nepepeecTpawiio), a TaKoX ekcnepTnaun
marepianiB Npo BHECEHHS 3MiH 10 peecTpaLiliHnX
marepianis NpoTArom fii peecTpauiiHoro
nocBiAYeHHs, 3aTBepAKeHoro Hakasom MOS3 Bif,
26.08.2005 Ne 426 (y pepakuii Hakazy MO3 Big
23.07.2015 Ne 460)

92,

ECLUTAM®
ACIHO

TabneTku, BKPUTI
NNiBKOBOIO
o60onoHkKoto, no 20
Mr, no 10 TabneTok
y 6nictepi,no 1, 3
abo 6 6nictepiB y
KapTOHHIN navui

TOB "®apma
Crapt”

YkpaiHa

TOB "®dapma
Crapt"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiaslis:
3MiHu 1l TMny - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta thapmakoHarnsgy. BHeceHHs abo 3miHa(u) Ao
3060B'A3aHb Ta YMOB BuAaui peectpauliiiHoro
nocBifgYeHHs, BKoYatoun MnaH ynpaeniHHA
pu3nkamm (3aCToCyBaHHS 3MiH(M), AKi(a)
BMMaralTb(€) NOAANbLIOTO0 06I'PYHTYBaHHS HOBUMM
[00aTKOBUM A@aHVMK, L0 MaloTb HajaBaTmcs
KOMMETEHTHVMM OpraHoM, OCKiflbKM BUMaraeTbCs
CyTTEBA OLLiHKA KOMMETEHTHUM OpPraHom) -
BrikoHaHHA 3060B'A3aHb BiAMNOBIAHO A0 NiANYHKTY
1.8.2 nyHkty 1.8 fopatky 5 fo Mopsaky
NpoBefeHHA excnepTu3n peecTpauiliHux Martepiasis
Ha nikapcbki 3aco6u, Lo NoAaTLCA Ha AepXaBHY
peecTpauito (nepepeecTpawito), a TakoX ekcnepTusmn
marepianiB Npo BHECEHHS 3MiH 0 peecTpavLiiiHX
marepianiB NpoTArom fii peecTpauiitHoro
NoCBIgYEHHS, 3aTBepAKeHoro Hakazom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakasy MO3 Big
23.07.2015 Ne 460)

3a
peyenmom

UA/15764/01/02

93.

EXIHALUEA
KOMMNO3nTy
MC

Po3unH ans in'exuin
no 2,2 ma1 B amnyni;
no5amnyny
KOHTYPHil
YapyHKOBIli
ynakosLi; no 1
KOHTYPHil
YapyHKOBIli yrnakoBLi
B KOPOGLIi 3 KapTOHY
ab0 2 KOHTYpHI
YapyHKOBi yNakoBKw

Bionoriwe
XanbMitTenb
Xeenb Mv6X

HimeuunHa

Bionoriwe
Xainbmitrenb
Xeenb MM6X

HimeuyunHa

BHECEHHS 3MiH A0 peecTpayiiHnx maTtepiaiis:
3MmiHu | TUNy - 3MiHK 3 SKOCTi. FOTOBWMIA NiKapCbKUii
3aci6. Cuctema KoHTelHep/3akynopoBasibHUi
3aci6. 3MiHa po3mipy ynakoBKM rOTOBOrO
nikapcbKoro 3acoby (3MiHa KinnbKOCTi 0AUHALLb
(Hanpuknag TabneTok, amnys TOLLO) B YNaKkoBsL:) -
3MiHa nosa gjiana3oHoM 3aTBepAKEHNX PO3MIpIB
YyNakoBKW - BBEAEHHA [,04ATKOBOI yrnakoBku NelO
(5x2), 6e3 3mMiHK NaKyBasIbHOro MaTepiasny, 3
Bi4MOBIAHMMM 3MiHAMW Y pP. «YNakoBKa». TepMiH
BBE/IEHHS 3MiH - NPOTAroMm 3-X MicsLiB nicns

3a
peyenmom

UA/7368/01/01
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
B KOpOOGLIi 3 KAPTOHY; 3aTBEPAXKEHHS
no 2,2 ma B amnyni;
no5Samnyny
KOHTYPHili
YapyHKOBIl
ynakosLi; no 20
KOHTYPHUX
YapyHKOBUX
yMakoBOK B KOpoOLi
3 KapTOHY
94. E€BPOMNEHEM | nopoLuok ans €Bpo Benvka dakTta ITanis BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiais: 3a UA/9945/01/01
pO3uunHy AoNns iH'ekuin | Jlaidkep /114 BpuTaHis PapmacbioTivi 3MiHu | TUNY - NnogaHHA oHoBneHoro DMF, peyenmom
no 500 mr, 1 a6o 10 C.n.A. 3anponoHoBaHo: AP Version 8 2nd
h1aKkoHiIB 3 Amendment/Date 2016-09-01) y 38'A3Ky 3
MOPOLLKOM Y OHOB/IEHUMM JaHUMK Bifi BUPOOHMKA
KapTOHHI Kopoo6Lli
95. E€BPOMNEHEM | nopoLuok ass €Bpo Benvka dakTa ITanis BHECEHHS 3MiH A0 peecTpayiiHux maTtepiasiis: 3a UA/9945/01/02
pO3uunHy AoNns iH'ekuin | Jlandkep /1Tg BpuTaHis PapmacbioTivi 3MiHu | TUNY - NnogaHHsA oHoBneHoro DMF, peyenmom
no1,0r,1a6o 10 C.n.A. 3anpornoHoBaHo: AP Version 8 2nd
cdnakoHiB 3 Amendment/Date 2016-09-01) y 3B's13ky 3
MOPOLLKOM Y OHOBJ/IEHUMM JaHUMK Bif, BUPOOHMKA
KapTOHHiiA Kopo6Lli
96. XXACTIHOA TabneTku, BKpUTI AngoreH IMKo | Jiokcembypr Na6opaTopioc Icnanis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiaslis: 3a UA/13217/01/01
NNiBKOBOIO C.ap.n JNleoH ®apma C.A. 3MiHK | TUNY - NOAAHHSA OHOBIEHOTO cepTudikaTa peyenmom
060/10HKOIO, 2 BiZiNOBIAHOCTI €Bponeiichbkiin thapmakonei Ne R2-
mr/0,03 mr no 21 CEP 1995-022-Rev 05 a5 fito4oi pevoBvHA Bif
Tabnetuiy énictepi, BXE 3aTBEPXEHOr0 BUPOOHMKA i3 3MIHOK Ha3BU
no 1 a6o 3 6nictepu BMPOGHMKA
B NayLli 3 KAPTOHY
97. NoAIKCON® cnpei, 85 mr/r no 30 TOB YkpaiHa TOB "Mikpochapm” Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/5764/01/01
I'y KOHTEeWHepi "Mikpochapm" 3MiHK || TNy - BBEAEHHSA A0AATKOBOrO BUPOOHMKA peyenma
nnacTvKoBOMYy 3 onsa A®l MNoeigoH - nog,
MeXaHiYHUM
Hacocom Ta
posnunoBayem; no
1 KOHTellHepy B
nayuji 3 KapToHy
98. IBAHOPOHO TabneTku, BKPUTI MicTtpan Benuka CiHTOH XicnaHis, IcnaHis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 3a UA/16004/01/01
BA KUC/NIOTA | nniBKoBO Kenitan BpuTaHis C.J. BUNPAB/IEHHS TEXHIYHMX NOMUIOK Y MKSA y peyenmom
- BICTA o6onoHkoto, no 50 MeHeaXMeHT cneumdikauii Ha MOMEHT BMMYCKY Ta Ha TEPMIH
mr; no 10 TabneTok Nimiteq NpUAATHOCTI | MeToAax KOHTPOJItO 3a NOKa3HUKOM

y 6nicTepi; no 3
6nictepu B KOpoobLi

«Onuc» Npu 3a3HayeHHi MapKyBaHHS TabneTku 3

OfHI€T CTOPOHM BY/10 AONYLLEHO NOMW/IKY 3aMiCTb
«I9BE» 6yno 3a3HayeHo «19BEx; y cneumdikauii
Ha MOMEHT BMMYCKY 3a Nokas3HWKOM «OHOpiAHICTb
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
[1030BaHVX OfIMHULb» BUNAAKOBO Oy/10 3a3Ha4YeHO
HeBipHWIA HOMep MoHorpacii €D, y meTogax
KOHTPO/1I0 HOMEp CTaTTi 3a3HaYeHO BipHO
99. IBAHOPOHO TabneTtkn, BKPUTI MicTtpan Benuka CiHTOH XicnaHis, IcnaHis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/16004/01/02
BA NNiBKOBOIO Kenitan BpuTaHis C.. BMNPAB/IEHHSI TEXHIYHMX NOMWU/IOK Y MeTodax peyernmom
KNCNOTA- 060/10HKOI0, Mo 150 MeHeXMeHT KOHTPOJIH0 SIKOCTI, SiKi 6ynv gonyLieHi npu
BICTA 150 Mr o 3 TabneTkn y Nimiten peecTpaLii nikapcbkoro 3acoby, Npu NepeHeceHH i
Mmr 6nicTepi; no 1 iHhopmalii 3 MaTepianis peecTpauiiHoro Aocbe
6nictepy B (po3gin 3.2.P.5.1- 2): nepwwa nomunka: y
KapTOHHIA Kopoo6Li cneumaikalii Ha MOMEHT BMMNYCKY Ta Ha TEPMIH
npuAAaTHOCTI | METOAAX KOHTPO/IHO 3a NOKa3HUKOM
«Onuc» Npu 3a3HaveHHi MapKyBaHHs TabneTku 3
OfHIET CTOPOHM 6YN0 AONYLLEHO NOMUIKY 3aMiCTb
«|9BE» 6yno 3a3HaueHo «19BE»; apyra nomunka
3rigHo nn.5 n.2.4. po3ainy VI Hakasy MO3 YkpaiHu
Bif 26.08.2005p. Ne 426 (y peaakuii Hakasy MO3
Ykpainu Big 23.07.2015 p Ne 460), pisHOuNTaHHA B
MeXax 0fHOro AOKYMEHTY: y cnevudikauii Ha
MOMEHT BUMYCKY 3a NOKa3HUKOM «OHOPIAHICTb
[030BaHVX OMHULb» BUNAAKOBO 6y/10 3a3Ha4YeHO
HeBipHWIA Homep MoHorpadii E®, y meToaax
KOHTPO/0 HOMEep CTaTTi 3a3HaYeHo BipHO
100. IBYNPOM Kancysim m'siki no KOHina6, NN CLWA BUPOBHMK Higepnangwu/ BHECEHHS 3MiH A0 peecTpayiiHux maTtepiasiis: 6e3 UA/6045/02/01
COPUHT 200 wr, no 6 abo no BiANoBigabHUIA 3a Monbwa 3MiHuM Il Tuny - 3miHK Woao 6e3neku/echekTUBHOCTI peyenma
KAMC 10, a6o no 12 BMPOBHULTBO, Ta (hapmakoHarnsgy. BHeceHHs abo 3miHa(u) Ao
Kancyny énictepi, KOHTPO/b Ta 3060B'13aHb Ta YMOB BMAa4i peecTpauiitHoro
no 1 6nictepy B BUMYCK NPOAYKTY nocBig4YeHHs, BKoYaoun MnaH ynpasniHHA
KapTOHHI kopobLyj; in bulk: NateoH pusmKamm (3acTocyBaHHS 3MiH(1), ski(a)
no 12 kancyny Cotoxenc b.B., B/MaratTb(€) NoganbLIOro 06rpyHTyBaHHS HOBMMU
6nictepi, no 2 Higepnanaw; [00aTKOBUM AaHVMK, WO MaloTb HagasaTucs
6nictepu B BUPOGHMK KOMNETEHTHUM OpraHoM, OCKifIbK/ BUMaraeTbest
KapTOHHI kKOpooLyj; BignoBigasibHWI 3a CyTTEBA OLjiHKa KOMNETEHTHNM OpPraHomMm) -
no 10 kancyn y yNaKkoBKy, BunkoHaHHs1 3060B'A3aHb BiANOBIAHO [0 NiANYHKTY
6nictepi, no 3 KOHTPO/b Ta 1.13 nyHkTy 1 gogatky 15 ao MNopsaaky npoBefeHHs
6nictepn B BMNyCK cepii eKCMepTn3n peecTpaliiHnx MaTepiasliB Ha Jlikapcbki
KapTOHHii Kopo6Li roToBOro 3aco6u, L0 NoAaTLCS Ha fepXaBHy peecTpaLiiio
npoaykty: TOB (nepepeecTpalito), a Takox ekcnepTu3n mMatepianis
HOC dapmauis, MPO BHECEHHS 3MiH A0 PeECTpaLiiiHMX MaTepianis
Monbwa NpOTAroMm fii peecTpauiiiHoro NocBigYeHHs,
3aTBepAKeHoro HakasoM MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)
101. IKCO)XXEBA® PO3UMH ANA iH'EKLN, AMIKeH HigepnaHgm BVPOGHMK CLUA/ Higepnangn BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3a UA/15390/01/01
70 mr/mn no 1,7 mn €spona b.B. Hepo3cacoBaHoi 3MiHM | TUny - 3MiHK Woao 6e3neku/edhekTNBHOCTI peyenmom
(70 mr/mn) y npoaykuir, Ta papmakoHarnsgy. BeegeHHs abo 3MiHu o
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
chnakoHi; no 1 nepBuHHE y3arasibHeHUX AaHvX Npo cucTemy
ch/1akoHy B nakyBaHHs: chapmakoHarnsgy (BBeeHHS y3araslbHEHUX AaHuX
KapTOHHIA KOopoo6Li AMIDKEH npo cuctemy hapmakoHarnsgy, amMiHa
MaHyekuypiHr YNOBHOB&XEHOT 0cO6MU, BiANOBiJaIbHOI 3a
Nimiten, CLUA, 3[jiicCHEHHs hapMakoHarsgy; KOHTaKTHOI 0co6u 3
BTOPVIHHE thapmakoHarnsgy 3asaBHUKa 415 34iACHEHHS
nakyBaHHs Ta thapmakoHarnagy B YkpaiHi, SKLL0 BOHa BigMiHHa
BWMNYCK Cepil: BiZl yNOBHOB&XeHOI 0CO6M, BiANOBIAA/IbHOI 3a
AmMpxeH €Bpona 3AjiCHeHHs1 hapMakoHarisay (BkIyakun
B.B., Higepnanaun KOHTaKTHi fjaHi) Ta/abo 3MiHU y PO3MILLLEeHHI MacTep-

thalina cuctemun chapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0c06M 3 chapMakoHarnagy 3asBHuKa
ONA 34iCHEHHS dhapMakoHarnagy B YkpaiHi: giroua
pefakuis — BiTkoBcbka TeTsHa BitaniiBHa;
NpPONoHOBaHa pefakLis — TepeHTbeB OnekcaHap
HOpiiioBMY. 3MiHa KOHTaKTHUX AAHUX KOHTaKTHOI
0co6u 3 thapmakoHarnsgy 3asiBHuKa Ans
3iicHeHHs1 dpapMakoHarisay B YkpaiHi

102. IHOPAHPUKC cycneHsis (DTPa- nakcoCmitKn Benuka nakcoCmiTKnsiAH Benbris BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/16235/01/01
FEKCA™I/INF HBV-IPV) gns AnH EkcnopT BputaHis Bionogxikans C.A. 3MiHM | TUNy - 3MiHa y MeToAax BunpobysaHHs Ad| peyenmom
ANRIX iH’exuii mo 0,5 mn (1 Nimiten abo BuxigHOro matepiasy/npoMikHOro
HEXA™ [03a) Ta nioginisat npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
KOMBIHOBA (Hib), 1 nonepefHbO npoueci Bupo6bHuuTBa A®I (iHwWi 3MiHK y MeTogax
HA HanoBHeHN BMNpOGYBaHHSA (BK/THOYaoum 3amiHy abo
BAKUWHA 0iHOPa30BMWi [ONoBHEHHS)) APl abo BMXiAHOrO/NMPOMIXHOrO
ansa wnpuy, (mo 0,5 mn (1 npoaykTy) - 3amiHa cepii CWNO0915A10 (Takox
MPO®DINAKT [,03a)) Y KOMIM/IeKTi 3 3a3HavaeTbea Ak ATTOAUALQO) BHYTPILWHLOTO
NKn [BOMa rofikamu Ta BMPOBHMNYOro CTaHAapTy NPaBLEBOr0 aHaTOKCUHY
ANDTEPII, chnakoH 3 (TT purified bulk) s BU3HAYEHHA BiILHOTO GiKY-
NPABLA, niocpinizatom (Hib) HOCIS1 Y NpOMiXHOMY npoaykTi PRP-TT
KALLUTHOKY ons 1 nosu, wo (Haemophilus influenzae type b capsular
(ALENKONAP | 3miwyoTbes nepes polysaccharide conjugated bulk) Ha HOBY cepito
HWUA BUKOPUCTAHHAM, Y CWNO0915A16 (TakoX 3a3Hava€TbCs SK
KOMMOHEHT | nnactukoBuii ATTOAUAZ247). BHeCeHHs1 pefakuUiiH1X npaBokK y
), TENATUTY KOHTeliHep; no 1 abo po3gin 3.2.S.5.

B, no 10 nnacTUKOBMX
noniomieni KOHTEliHepiB y
TYTA KapTOHHI KOPOOL
3AXBOPIOB

AHb,

3bYAHNKOM

AKNX €

HAEMOPHIL

us

INFLUENZAE
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
TIny B
103. IHOPAHPUKC cycneHnsis (DTPa- nakcoCwmitKn Benvka InakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiais: 3a UA/16235/01/01
FEKCA™IINF HBV-IPV) ana AiH EkcnopT BpuTaHis Bionogxikans C.A. 3MiHM | TURY - 3MiHa y MeTogax BunpobyBaHHA AdI peyenmom
ANRIX iH'exuili no 0,5 mn (1 Nimiten a60 BMXigHOro MaTepiasy/npoMixXHOro
HEXA™ [03a) Ta nioginisat nNpoAayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
KOMBIHOBA (Hib), 1 nonepefHbO npoteci Bupo6HuuTBa A®| (He3HauHI 3MiHK Y
HA HanoBHEHW 3aTBEPMKEHNX MeToAax BUNPOOYBaHHS) - He3HaYHa
BAKUWHA 0iHOpa30Buii 3MiHa y npoueaypi BUNpo6yBaHHSA Ky/1bTypasibHOI
ana wnpuy, (no 0,5 mn (1 ynctotu Diphtheria (D) working seed Ta crude toxin
MPO®DINAKT [,03a)) Y KOMM/EeKTi 3 3 BUKOPUCTAHHAIM KPOB'SIHOTO arapy Ta 3amiHa
KN ABOMa ronkamu Ta KOHSYOro KPOB'AHOTO arapy Ha OBeuWil KPOB'AHWIA
OVDTEPII, chnakoH 3 arap. TepMiH BBefieHHS 3MiH - go 31.03.2021
NMPABLSA, niocpinizatom (Hib)

KALUMHOKY ona 1 nosu, wo
(ALENONAP | 3miwyoTbea nepes
HWiA BUKOPUCTaHHAM, Y
KOMMOHEHT | nnactukosuii

), TENATUTY | koHTeiiHep; no 1 abo

B, no 10 ni1acTMKoBmX
noniomieni KOHTeliHepiB Yy
TYTA KapTOHHI Kopoo6Li
3AXBOPIOB
AHb,
36YAHNKOM
AKNX €
HAEMOPHIL
us
INFLUENZAE
TMny B

104. IHPAHPUKC cycneHsisa gns nakcoCmitKn Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3a UA/13939/01/01
™InB iH'ekuii no 0,5 mn 'y AliH EkcnopT BputaHis Bionoaxikans C.A. 3MiHM | TURY - 3MiHa y MeTogax BunpobysaHHA API peyenmom
KOMBIHOBA nonepegHL0 Nimiteq ab60 BMXiQHOTO MaTepiasy/npoMiXXHOro
HA 3anoBHEHOMY NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y
BAKUWHA 0ZlHOpa3oBOMY npotieci BUpo6HuLTBa AP| (HE3HAUHI 3MIHW Y
ana LUNPUL Y KOMNIEKTI 3aTBEPKEHNX MeToAax BUNPOOYBaHHS) - He3HauYHa
MPODINTAKT 3 rofkoto; Mo 1 abo 3MiHa y npoueaypi BUNpo6yBaHHS KybTypasibHOI
KN 10 nonepefHbLO yuctoTu Diphtheria (D) working seed Ta crude toxin
ANDTEPII, 3anoBHEHNX 3 BUKOPUCTaHHSIM KPOB'SIHOTO arapy Ta 3amiHa
NPABLUA, 0ofiHOpa30BUX KOHSYOro KPOB'SIHOTO arapy Ha OBEYWi KPOB'SIHWIA
KALLUTHOKA npuuis y arap. TepmiH BBeieHHS 3MiH - fo 31.03.2021
(ALENMKONAP | nnactukoBoMy
HWUA KOHTeliHepi; no 1
KOMMNOHEHT | koHTeliHepy B
)TA KapTOHHI KOPOOL;i

noniomien
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
TY
105. IHOPAHPUKC cycneHnsis (DTPa- nakcoCwmitKn Benvka InakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiais: 3a UA/15832/01/01
™InB XIb | IPV) gns iH’ekujn no AiH EkcnopT BpuTaHis Bionogxikans C.A. 3MiHM | TURY - 3MiHa y MeTogax BunpobyBaHHA AdI peyenmom
INFANRIX™ 0,5wmn (1 po3a) y Nimiten a60 BMXigHOro MaTepiasy/npoMixXHOro
IPV HIB nonepeaHbLo npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
KOMBIHOBA HanoBHEHOMY npoteci Bupo6Huutea A®I - 3amiHa cepil
HA ofiHOpa3oBoMy CWNO0915A10 (Takox 3a3HavyaeTbes SK
BAKUWHA wnpuui Ne 1y ATTOAUA100) BHYTPILUHLOrO BUPOGHNYOrO
ana KOMMNEKTi 3 ABOMA cTaHAapTy npasueBoro aHaTokcuHy (TT purified
MPO®DINAKT rofikamu Ta bulk) ona BU3HAYEHHS BiIbHOTO 6islky-HOCISA y
KN niogpinizat (Hib) y npomikHomy npoaykti PRP-TT (Haemophilus
OVDTEPII, donakoHi Ne 1, wo influenzae type b capsular polysaccharide
NMPABLSA, 3Mily0TbCS nepes conjugated bulk) Ha HoBy cepito CWNO0915A16
KALLUJTHOKY BVKOPUCTAHHAM,; M0 (Takox 3a3HavaeTbca Sk ATTOAUA247). BHeceHHs
(ALENONAP | 1 nonepeHbo pefakuifiHux npaBok y po3gin 3.2.S.5
HWiA HanoBHEHOMY
KOMMOHEHT | ogHopa3oBomy
), LINpULY Y KOMNAEKTI
noniomieni 3 IBOMA rosikamu ta
TYTA 1 cbnakoHom 3
3AXBOPHOB niocpinizatom (Hib) y
AHb, BaKyyMHiii
3BYAHUKOM | cTepwibHiii
AKUX € ynakosui; no 1
HAEMOPHIL BaKyyMHiii
us CTepUsIbHIli ynakoBLi
INFLUENZAE | y kapTOHHIli kopobui
TNy B
106. IHOAHPUKC cycneHnsis (DTPa- nakcoCwmitKn Benvka [nakcoCmiTKnsiiH Benbrist BHECEHHS 3MiH A0 peecTpayiiHux maTtepiasiis: 3a UA/15832/01/01
™ INB XIb / IPV) ans iH’ekuiii no AliH EkcnopT BputaHis Bionogxikans C.A. 3MiHM | TUNY - 3MiHa y MeTogax BUnNpobyBaHHA AdI peyenmom
INFANRIX™ 0,5mn (1 gosa) y Nimiteq abo BuxigHoro marepiasy/npomikHoro
IPV HIB nonepegHLo NpoAayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
KOMBIHOBA HanoBHEHOMY npoveci BupobHuuTBa A®| - HE3HAYHa 3MiHa Y
HA ofiHoOpa3oBoMYy npoueaypi BUNpobyBaHHA Ky/ibTypasibHOI YACTOTH
BAKUWHA wnpuyi Ne 1y Diphtheria (D) working seed Ta crude toxin 3
anda KOMNekTi 3 ABOMa BUKOPVCTaHHAM KPOB'SHOTO arapy Ta 3amiHa
MPO®DINAKT ronkamu Ta KOHSYOrO KPOB'SIHOTO arapy Ha 0BEUWil KPOB'IHWIA
KN niocpinisat (Hib) y arap. TepmiH BBeAeHHS 3MiH - go 31.03.2021
OVNOTEPII, cpnaxoHi Ne 1, wo
NPABLUA, 3MilyoTbCS nepes
KALUMHOKY BUKOPUCTaHHAM,; Mo
(ALENONAP | 1 nonepeiHbo
HWiA HanoBHEHOMY
KOMMNOHEHT | ogHopasosomy
), LINpuLy Yy KOMNAEKTI
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
noniomieni 3 IBOMa rosikamu Ta
TYTA 1 cbnakoHom 3
3AXBOPHOB niocpinizatom (Hib) y
AHb, BaKyyMHiii
3BYAHUKOM | cTepwibHiii
AKNX € ynakosLi; no 1
HAEMOPHIL BaKyyMHiii
us CTepUsIbHIli ynakoBLi
INFLUENZAE | y kapTOHHIli kopobui
TIny B
107. ICEHTPECC TabneTku XyBasbHi Mepk Wapn i LLseiuapis BVPOGHMK CLUA/ Higepnangn BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/9325/02/01
no 25 mr no 60 Joywm lgea, IHK Hepo3dhacoBaHOT 3MiHM | TUny - 3MiHK Woao 6e3neku/edheKkTNBHOCTI peyenmom
Tabnetok npoaykuii: MNareoH Ta hapmakoHarnsagy. BeegeHHs abo 3miHm o
XYBaUIbHUX Y dapmacbloTikans y3araslbHeHUX AaHunx Npo cuctemy
chnakoHi; no 1 IHK., CLUA, hapmakoHarnagy (BBefeHHs y3araslbHeHUX JaHuX
chnakoHy B nepBuHHe Ta npo cucTemy dhapmakoHarnsgy, 3mMiHa
KapTOHHI Kopoo6Li BTOPUHHE YNOBHOBaXeHOI 0co6u, BignoBigaNbHOT 3a
nakyBaHHs1, 403BiN 3fjiiicCHeHHs chapmakoHarnagy; KOHTakTHOT ocobu 3
Ha BMNycK cepii: thapmakoHarnsgy 3asaBHuKa 415 34iACHEHHS
Mepk Wapn i hapmakoHarnsgy B YKpaiHi, Ko BOHa BigMiHHA
Joym B.B., BiZl yNOBHOBaXeHOI 0co6MU, BiANOBIAa/IbHOI 3a
HigepnaHan 3[jicHeHHs1 hapMakoHarsay (BkIuakum
KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - Airoua
pefakuisi: ynoBHOBaxeHa ocoba, BignoBifasibHa 3a
3pjificHeHHs hapmakoHarnsagy: XXaHet Xopmbpeii.
MponoHoBaHa pefakuis: ynoBHOBaxeHa ocoba,
BiANOBigasbHa 3a 34iiCHEHH:A hbapMmakoHarnsay:
[okTop Mait lemon. 3MiHa KOHTAKTHUX JaHUX.
3MiHa y po3MilleHHi MacTep-tainy
108. ICEHTPECC TabneTkn XyBasbHi Mepk Wapn i LBeliuapis BUPOGHMK CLUA/ Higepnanan BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/9325/02/02
no 100 mr no 60 [oywm lgea, IHK Hepo3dgacoBaHoT 3MiHK | TNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI peyenmom

Tabnetok
XyBasIbHUX Y
dnakoHi; no 1
dhnakoHy B
KapTOHHiiA KOpo6Li

npoaykuii: MNareoH
dapmacbioTikans
IHK., CLUA;
nepBuHHE Ta
BTOPUHHE
nakyBaHHS, [03BiN
Ha BUMYyCK cepii:
Mepk Wapn i
Joywm B.B.,
HigepnaHan

Ta chapmakoHarnsgy. BeegeHHs abo 3miHu o
y3araJlbHeHuUX faHunx npo cuctemy
thapmakoHarnsgy (BBeAEHHS y3arasibHeHVX JaHux
npo cuctemy hapmakoHarnsgy, aMmiHa
YNOBHOBaXEHOT 0co6MU, BiANOBiAaIbLHOI 3a
3[iiCHEHHST (hapMakoHarnsa4y; KOHTakTHOT 0cobu 3
hapmakoHarnsgy 3asiBHUKa A5 34iCHEHHS
hapmakoHarnagy B YkpaiHi, SKLLO0 BOHa BigMiHHa
Bi[] yNMOBHOBaXXEHOI 0CO6W, BignoBiganbHOI 3a
3MjiCHeHHs1 hapMakoHarsay (Bkiyakum
KOHTaKTHI fjaHi) Ta/abo 3MiHW Y PO3MiLLEHHI MacTep-
(paiina cuctemmn chapmakoHarnsgy) - dirova
pefakLisi: ynoBHOBaeHa 0coba, BiAnoBifaibHa 3a
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
3[ilicCHeHHs1 hapmakoHarnagy: XXaHeT Xopmopeil.
MponoHoBaHa pefakLisi: ynoBHOBaXeHa 0coba,
BiANOBigasbHa 3a 34iiCHEHHS hapmakoHarnsaay:
[JokTtop ait lemon. 3MiHa KOHTaKTHUX AaHUX.
3MiHa y po3milLeHHi macTep-gainny
109. KANbUEMIH TabneTku, BKPUTI TOB "baviep" YkpaiHa nepBrHHa Ta CLA BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 6e3 UA/7110/01/01
® AABAHC 060/10HKO10, Mo 30 BTOPVHHA 3MiHK | TNy - 3MiHa BUPOBGHUKA peuyenma
abo 60, a6o 120 ynakoBKa, BVXiAHOIO/NPOMIXXHOT0 NPOAYKTY/peareHTy, Lo
TabneTok y hnakoHi, KOHTPO/b AKOCTI, BUKOPWCTOBYIOTbCS y BUPOOHMYOMY npouieci AP,
no 1 cpnakoHy B [03BiN Ha BUNYCK a60 3MiHa BUPOGHMKa (BKNOYatoun, Ae HeobxigHo,
KapTOHHI Kopoo6Li cepii: KoHTpakT MicLie NpoBeAeHHS KOHTPOIO0 AKocTi) AdI - 3MiHa
dapmakan agpecy Bupo6HuuTBa A®| Kanbuito uytpaty
KopnopeiwH, BMpo6HUka Laiwu TaiheBiochemistry Co., LTD,
CUA; KvTali, y 38’A3Ky 3 NepeHeceHHsiIM BUPOOHUYOI
BMPOGHULITBO in AinbHUUI A®| 3a MeXi LeHTPasibHOT YacTUHU MicTa
bulk: [0 IHAYCTpiaNbHOI 30HM, 3riAHO piLLEHHSs ypaay
KoHTpakT Kutato. 3miHn topuanyHoi ocobu nignpuemus, Hassm
dapmakan BMPOOHKKA, a TaKoX BUPOOHNYOro npouecy,
KopnopeiwH, KOHTPOJO SIKOCTi Ta iH. He Bigdynocs
CLWA
110. KANbLUEMIH TabneTku, BKPUTI TOB "baviep" YkpaiHa nepBrHHa Ta CLA BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 6e3 UA/7138/01/01
® CI/IbBEP 060/10HKO10, Mo 30 BTOpPUHHA 3MiHK | TNy - 3MiHa BUPOBHUKaA peyenma
abo 60 TabneTok y yNakoBKa, BVXiAHOIO/NPOMIXXHOrO NPOAYKTY/peareHTy, Lo
chnakoHi; no 1 KOHTPO/b AKOCTI, BMKOPWCTOBYIOTbCS y BUPOGHMYOMY npouieci AP,
hnakoHy B [03BiN Ha BUMYCK abo 3mMiHa BUpO6HYMKa (BKNOYaou, Ae HeobxiaHo,
KapTOHHI KOpOOL; cepii: KoHTpakT MicLie NpoBeAEeHHS KOHTPO AKoCTi) A®I - 3miHa
Papmakan aapecy Bupo6HuuTBa A®| Kanbuio uytpaty
KopnopeiiLuH, BMpo6HUKa Laiwu Taihe Biochemistry Co., LTD,
CLUA; KuTaii, y 38’13Ky 3 nepeHeceHHsIM BUPOOHNYOI
BMPOGHULITBO in OinbHUUT A®| 3a MeXi LeHTPasibHOT YacTUHU MicTa
bulk: [0 iHAYCTPiasIbHOI 30HU, 3rifHO piLleHH: ypaay
KoHTpakT Kutato. 3miHn topnamyHoi 0cobu nignpremusi, Ha3smn
dapmakan BMPOOHKKA, a TaKoX BUPOOHNYOro npouecy,
KopnopeiiwH, KOHTPO/t0 SIKOCTi Ta iH. He Bigdynocs
CLIA
111. KAMICTAA® - | renb no 10 ry Ty6ax CTALA HimeyunHa Bnpo6HuK, HimeuyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 6e3 UA/6590/01/01
FENb H ApuHaiimiTTen BiANOBifa/IbHWIA 32 3MiHn | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenma
b Al BWMYCK Cepii: HalilMeHyBaHHs Ta/abo agpecy 3asBHVKa (BnacHuka
CTALA peecTpavuiiiHoro NocBigYeHHs) - 3MiHa agpecu

ApuHaimiTTeNb
A, HimeuuunHa;
Bnpo6HuK:
CTAIA
ApuHaiimiTTens
Al', HimeyunHa,

3a8BHMKA. 3MiHY | TUNY - AOMIHICTPaTUBHI 3MiHW.
3MiHa HalimeHyBaHHS Ta/abo agpecu micus
NpoBaPKeHHA Ai/IbHOCTI BUpOOHUKa/imMnopTepa
rOTOBOrO J1iKapCbKOro 3acoby, BKYaoun AifbHUL
BWMYCKy cepii abo MicLe NpoBeAEeHHS KOHTPO/TH0
AKOCTI. (4is/IbHICTb, 3a SIKy Bignosigae
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
a6bo BMPOGHUK/IMNOPTEp, BK/IOUAOUM BUMYCK cepiid) -
Xaynt ®apma 3MiHM y HanucaHHi agpecy Bupo6Huka /13
BondparcxayseH (noutoBoro iHAekcy)
'mM6X, HimeuynHa
112. KAPBIAOMNA MOPOLLIOK Baxem CA Llseiuapis Baxem CA LLiBefuapis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: - UA/8730/01/01
(cybcTaHuis) y 3MiHK | TUNY - NOAAHHSA OHOBIEHOTO cepTudikaTa
noAgiliHMx BignoBiaHOCTI EBponelicbkiit hapmakonei Ne R1-
nonieTnIeHoBmX CEP 2000-012-Rev 07 ana A®l kapbigona Big Bxe
naketax gns 3aTBEPAKEHOro BUPOOHMKA i3 3MiHamun B
BMpPO6GHULTBA crneundikavii Ta meTogax kKoHTposto Ad|
HecTepusibHUX (Buny4yeHHs n. «Baxki meTann)
Nikapcbknx dpopm
113. KAPAOHAT kancynu no 20 a6o CninbHe YkpaiHa CninbHe Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 UA/6386/01/01
30, abo 60 kancyny YKpaiHCbKO- YKpalHCbKO- 3MiHu Il Tuny - 3miHn 3 sikocTi. A®I. BupobHMUTBO peuyenma
KOHTeliHepi; no 1 icnaHcbke icnaHcbke (iHLWi 3MiHW)
KOHTelHepy B naui niANPUEMCTBO nignpUeEMCTBO
3 KapToHy; no 10 "Cnepko "Cnepko YkpaiHa"
Kancyn y énicrepi; YkpaiHa"
no 2 a6o 3 abo 6
6nictepiB y
KAPTOHHIN nauyuj
114. KAPAYPA® Tabnetku no 1 mr no Mdpaiizep IHK. CLA Brpo6HuLUTBO Himewunna/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/5972/01/01
10 TabneTtok y npenapary in bulk, 3MiHu |l TURy - 3MiHK Wopo 6e3nekn/edeKTUBHOCTI peyenmom
6nictepi; no 3 KOHTPO/Ib AKOCTI Ta (hapmakoHarnsgy. BHeceHHs abo 3miHa(u) Ao
6nictepu B npw BUMNYCKY, 3060B'si3aHb Ta YMOB BuAaui peectpauiliHoro
KapTOHHI ynakoBL,i nakyBaHHs1, noceig4YeHHs, Bkovaoun MnaH ynpaeniHHA
KOHTPO/Ib AKOCTI pusmKamm (3acTocyBaHHs 3MiH(1), Aki(a)
(cTabinbHicTb), BMMaratTb(€) NOAAIbLLOTO 06I'PYHTYBAHHSA HOBUMM
BUMYCK cepii: [00aTKOBMM AaHVMK, WO MaloTb HagasaTucs
P-®apm [xepmaHi KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbesl
vm6X, HimeuyunHa CyTTEBA OLjiHKa KOMNETEHTHUM OpraHom) -
Brpo6HMUTBO BrikoHaHHS 3060B'A3aHb BiAMOBIAHO A0 MiANYHKTY
npenaparty in bulk, 2.3 nyHKTY 2 pgopatky 15 no Mopagky npoBefeHHs
KOHTPO/Ib AKOCTI eKCrnepTn3n peecTpauiiiHux MaTepianis Ha Slikapcbki
npvi BUNYCKY: 3acobu, L0 NoAaTLCS Ha fepXaBHy peecTpaLiiio
Mcpaiizep (nepepeecTpadito), a TakoX ekcnepTnsn marepianis
MeHtocbekuypuHr NPO BHECEHHS 3MiH [0 peecTpauiiiHix maTepianis
[Loiiuneng Mm6X, NPOTAroMm fii peecTpauiiHoro NocBigYeHHs,
HimeuyunHa 3aTBepaxeHoro Hakaszom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakasy MO3 Big 23.07.2015 Ne
460).
115. KAPAYPA® TabneTkyn no 2 mr no Mcpaiizep IHK. CWA Bupo6bHMuTBO HimeuunHa/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasnis: 3a UA/5972/01/02
10 TabneTtoK y npenaparty in bulk, 3Minn Il TURYy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom

6nictepi; no 3
6nictepu B

KOHTPOSIb SIKOCTIi
npu BUMYCKY,

Ta cpapmakoHarnsgy. BHeceHnHsi abo 3miHa(un) oo
3060B'A13aHb Ta YMOB BUJadi peecTpadliiiHoro
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
KapTOHHI ynakoBLi nakyBaHHs1, nocBigYeHHS, BKoYatoun MnaH ynpasniHHA
KOHTPO/Ib SIKOCTi pusmkKamm (3acTocyBaHHS 3MiH(1), Aki(a)
(cTabinbHicTb), BMMaralTb(€) NOAANbLIOTO 06I'PYHTYBaHHS HOBUMM
BUMYCK cepii: [00aTKOBUM A@aHVMK, WO MaloTb HafaBaTmcs
P-®apm [xepmaHi KOMMETEHTHVMM OpraHoM, OCKiflbKM BUMaraeTbCcs
vM6X, HimeyunHa CyTTEBA OL|iHKa KOMMETEHTHUM OpraHom) -
Bupo6bHMuTBO BrikoHaHHA 3060B'A3aHb BiAMNOBIAHO A0 NIANYHKTY
npenaparty in bulk, 2.3 NyHKTY 2 popatky 15 go Mopagky nposefeHHs
KOHTPO/Ib SKOCTI eKCcnepTn3n peecTpauiiHnx MaTepianis Ha nikapchbki
npy BUNYCKY: 3aco6u, L0 NoAalTLCS Ha fepxaBHy peecTpaLiio
Mdcparizep (nepepeecTpadito), a TakoX ekcrnepTnsn martepianis
MeHtochekuypuHr Npo BHECEHHS 3MiH 0 peecTpavjiiiHuX maTepianis
[Loiuneng rmoéX, NpoTSAroMm fii peecTpauiiiHoro NocBigYeHHs,
HimeuyunHa 3aTBEpPAKEHOro HakasoMm MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460).
116. KAPAYPA® Tabnetku no 4 Mr no Mdpaitzep IHK. CLWA Brpo6HMUTBO HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/5972/01/03
10 TabneTtok y npenaparty in bulk, 3MiHu |l TURY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom
6nictepi; no 3 KOHTPO/Ib AKOCTI Ta (hapmakoHarnsgy. BHeceHHs abo 3miHa(u) Ao
6nictepu B npw BUMNYCKY, 30060B'A3aHb Ta YMOB BuAadi peecTtpaliiHoro
KapTOHHI ynakoBLi nakyBaHHs, nocBigYeHHS, BKIoYatoun MnaH ynpasniHHA
KOHTPO/b AKOCTI pusmKamm (3acTocyBaHHS 3MiH(1), ski(a)
(cTabinbHicTb), BMMaratTb(€) NOAAIbLLOTO 06I'PYHTYBaHHS HOBUMM
BUMYCK cepii: [00aTKOBUM A@aHnMK, WO MaloTb HagasaTucs
P-®apm JxepmaHi KOMNETEHTHUM OpraHoM, OCKifIbK/ BUMaraeTbest
'm6X, HimeuyunHa CyTTEBA OLjiHKa KOMNETEHTHUM OpPraHomMm) -
Bnpo6HuuTBO BukoHaHHs 3060B'A3aHb BiANOBIAHO [0 NiANYHKTY
npenaparty in bulk, 2.3 nyHKTY 2 fopatky 15 no MNopagky npoBefeHHs
KOHTPO/b AKOCTI eKcnepTn3n peecTpauiiHnx Matepianis Ha nikapcbki
npvi BUNYCKY: 3aco6u, L0 NoAATLCS Ha fepXaBHy peecTpaLiiio
Mcpaiizep (nepepeecTpadito), a TakoX ekcnepTnsn marepianis
MeHtochekuypuHr MPO BHECEHHS 3MiH [0 peecTpavljiiiHuX maTtepianis
LoiiuneHg Mm6X, NpOTAroMm fii peecTpauiiHoro NocBig4YeHHs,
HimeuyunHa 3aTBepAxeHoro Hakasom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460).
117. KBEPTUH TabneTkn XyBasbHi My6niuHe YkpaiHa My6niyne YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 6e3 UA/0119/02/01
no 40 wr, no 10 akuioHepHe akuioHepHe 3MiHK | TUMY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO peuyenma
Tabnetok y 6nictepi; TOBapucTBo TOBapucTBO npuBeLeHHs y BiANOBIAHICTb A0 MoHorpadii AdY
no 3 6nictepu B "HaykoBo- "HaykoBo- abo €sponelicbkoi hapmakonei, abo iHLWoi
nadui; no 90 BMPOBHNYMI BUPOOHWUNI HauioHas1bHOI chapmakonei gepxasu €C (3MiHa y
Tabnetok y LEeHTp LeHTp cneuudikayisix, NnoB'A3aHa 3i 3MiHamu B 4dY, abo
KOHTeliHepax; no 90 "BopLuariscbk "BopLuariBcbKuii €Bponelicbkiin hapmakonei, abo iHLWii
Tabnetok y W1 XiMiKo- XiMmiKo- HauioHaubHIN dhapmakonei gepxasu €C); 3MiHNM |
KOHTeliHepi; no 1 hapmaueBTuny chapMaLeBTUYHUI TMNY — 3amiHa «TepMmiHy NpnaaTHocTi» Ha «[lepiog
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Ne n/n

Ha3ssa
NliKapcbKo20
3acoby

Popma surnycky
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

Kpaina

Bupo6HuUK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjiliHo2o
nocsioYeHHs

KOHTeliHepy B nauLj

HWi1 3aBoa"

3asofg"

NOBTOPHOro BUNpobyBaHHsA» APl. 3anponoHOBaHO:
Mepiog A0 NpoBeAeHHs NOBTOPHUX BUMPOGYBaHb —
4 poku; 3MiHW | TUMY - BUTyYEHHS HaliMeHyBaHHS
noctavyasnibHUKIB NakyBalbHUX MaTepianis 3
peecTpaujiHoro gocee, nigposginy 3.2.P.7.
Cuctema ynakoBka/ykynopka

118.

KETOHAN®

Kkancynu no 50 mr no
25 kancyny
chnakoHi; no 1
donakoHy B
KapTOHHI Kopoo6Li

CaHpo3
dapmachbtoTika
n3 a.a.

CnoBeHisi

Nek
PapmaLeBTUYHa
KOMMaHisa 4.4.

CnoseHisa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TUNY - 3MiHa y MeToAax BUNpobyBaHHS
roTOBOrO /liKapCcbKoro 3acoby - 3MiHW B MeTodax
KOHTPO/I0 rOTOBOrO Nikapcbkoro 3acoby 3a
nokasHukoMm «ComnyTCTBYIOLLME NPUMECH, NPOAYKTbI
pacnajga», He3HauHi peflakUiiiHi yTOYHEHHS Ta
[ofaBaHHA po3giny ctaHAapTy; LONOBHEHHS B
MeToAax KOHTPOJIt0 FOTOBOrO JliKapCbKOro 3acoby 3a
NOKa3HUKOM «laeHTudikauis keTonpodeHy»,
BMKOPWCTaHHS cepTUIKOBAHOro CTaHAapTHOrO
3paska (CRS); 3MiHa NpUroTyBaHHsa CTaH4ApPTHOro
PO34MHY B MeToAax KOHTPO/IK0 rOTOBOrO
nikapcbKoro 3acoby 3a NokasHNKoM «KinbkicHe
BU3HAUYEHHS»; 3MiHM | TUNY - 3MiHa Y MeTogax
BUMPOBYBaHHA rOTOBOrO NiKapCbKOro 3acoby
(OHOBNEHHS NpoLeAypy BUNPOBYBaHHA AA
NpUBELEHHS Y BiANOBIAHICTb 3i 3MIHEHOO
3arasibHoto cTatTelo JdY abo EBponeiicbkoi
hapmakonei) - NpuBeAeHHSA METOAIB KOHTPOIO
rOTOBOrO /iKapCbKOro 3acoby y BigNoBIAHICTb A0
BuMmor EP 3a nokasHunkoMm «MikpobionoriyHa
yucToTa»; 3MiHM | TUNY - 3MiHa NapameTpis
cneuudikaLin Ta/abo fonycTUMNX MEX rOTOBOrO
NiKapcbKoro 3aco6y (3BY)XeHHS AONYCTUMUX MEX) -
NprYBeAEeHHS KPUTEepIiB NPUAHATHOCTI Y
BiANOBIAHICTb A0 BpuTaHcbkoi Papmakonei 3a
NMOKA3HMKOM «PO3UYMHEHHS»; 3MiHU | TUMY - NoAaHHA
HOBOro cepTudikaTy BiANOBiAHOCTI €BPONECLKOI
dhapmakonei Ne R1-CEP 2007-167-Rev 00 Big,
HOBOrO BUPOOHWKA; 3MiHW | TUNy - NoAaHHsA
OHOBJ/IEHOTO cepTudiKaTy BiAMNOBIAHOCTI
€sponelicbkoi hapmakonei Ne R1-CEP 2003-136-
Rev 05 Big, 3aTBEPAXEHOI0 BUPOGHMKA, 5K
HacnigoK, 3a3HayeHHsi BUPOOHUYMX AiNibHULL AD]

3a
peyenmom

UA/8325/03/01

119.

KONAPEKC®

Tabnetkn Ne 12
(12x1) y 6nictepax

nakcoCmitKn
ANH
KoHcbomep
Xenckep (KOK)
TpengiHr

Benuka
BpuTaHis

BMPOBGHMLTBO 3a
NOBHUM LK/IOM:
nakcoCmiTKnaiH
[JaHrapsaH
JNlimiTeqn, lpnaHais;

Ipnangis/
PymyHisi/IcnaHis

BHECEHHS 3MiH A0 peecTpayiiHux maTtepiasiis:
3MmiHu | TUNy - 3MiHK 3 SKOCTi. FOTOBWMIA NiKapCbKUii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTbCS BUMYCKY cepii Ta
KOHTPOJIH0 SIKOCTi FOTOBOIO JliKapCbKOro 3acoby

6e3
peyenma

UA/2675/01/01
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
Nimiteq Bignosigae 3a (3amiHa abo fofaBaHHA BUPOGHMKA, L0 BiANoBigae
NEePBUHHY, 3a BBE3EHHS Ta/abo BMNycCK cepii) - Bkaoyaroumn
BTOPUHHY KOHTPO/b/BUNPOBYBaHHSA Cepii - BBEEHHS
yrnakoBKy; BMUNYCK [00aTKOBOI Ai/bHUL BUPOGHMLTBA CMITKNARH
cepii: Bivem C.A., IcnaHis (KOHTPO/b AKOCTI (TiNbKn
C.K. €Bpochapm Mikpob6ionoriyHa yicToTa), BUnycK cepir).
C.A. BBefeHHS 3MiH NpoTAroM 6-Tu MicALiB nicns
PymyHis 3aTBEPMKEHHS. 3MiHM | TUNY - 3MiHW 3 AKOCTI.
BignoBigae 3a OTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOOHNLTBI.
NepBUHHY, 3amiHa abo BBeeHHs [0AAaTKOBOI Ai/IbHUL
BTOPUHHY BMPOBHMLUTBA A5 YacThHU abo BCbOro
yNaKkoBKy, BMPOGHNYOro NpoLecy roToBOro MikapCbKoro 3acoby
KOHTPO/b AKOCTI
(TinbKM

Mikpob6ionoriyHa
yncToTa), BUMycK
cepii:
CMmIiTKnsiiH Bivem
C.A.
Icnanis

(8iNbHULA 4N NEPBUHHOIO MakyBaHHS) - BBEAEHHS
[0AAaTKOBOI AiNTbHUL BUPOGHMLUTBA CMITKNARH
Bivem C.A., IcnaHis (BignoBigae 3a NepBrHHY,
BTOPWHHY YNakoBKy). BBeieHHsA 3MiH NpoTArom 6-Tu
MicsLiB nicns 3aTBepgykeHHs. CynyTHA 3MiHa -
3MiHu 3 sKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHM y
BMPOBOHULTBI. 3amiHa abo BBeAEHHSA 404aTKOBOI
AiNbHULI BUPOBHMLTBA 19 YacTUHM abo BCbOro
BMPOGHNYOro NpoLecy roToBOro MikapCbKoro 3acoby
(AiNbHULA 4N BTOPUHHOTO NakyBaHHSA). 3MiHu |
TMny - 3MiHK 3 AKOCTI. [O0TOBWIA Nikapcbknii 3acib.
CurcTeMa KoHTelHep/3aKynopioBasibHUiA 3aci6.
3MiHa napameTpiB cneuudikauii Ta/abo
O0NYCTUMUX MEX NEePBUHHOT YNakoBKN rOTOBOrO
nNiKapcbKoro 3acoby (iHLWi 3MiHN) - 3MiH Y
crneundikaLio Ta MeToan KOHTPOSI0 NEPBUHHOT
ynakoBku nnisku MBX: - BUAaneHHs TBEPAKEHHS
oo dopmyBaHHs MBX 3 KOMMOHEHTIB,
3aTBepxeHnx nepenikom UK/BIBRA ans npsimMoro
KOHTakTy 3 Dketo. [103BiN Ha 3aCTOCyBaHHS
nakyBasIbHOrO mMatepiasy nigTBepPAKy€ETbCA
BignosigHicTio HactaHoBam EC Ta BignosigHum
sBumoram EC 1a FDA (CLLUA); - OHOBNEHHSA BUMOT
cneumdikayii woao onucy ansa nnisku NMBX (6e3
3MiH Y KpUTEpIsX NPUIAHATHOCTI); - foAaBaHHs
HOBOrO MokasHuka cneuudikauii 3 Bi4noBigHUM
OHOB/IEHHAM MeTOoAY BUNPO6YBaHHS -
iaeHTudikauia nniskm MBX 3a gonomoroto 1Y -
cnekTpockonii, BIANOBIAHO A0 BUMOI €BPOMNENCbKOI
dapmakonel; - BuaaeHHa HesHa4yHoro napameTpy
cneumdikauii "YMoBU nocTadaHHA", OCKiNIbKN AaHWi

napameTp NigTBeEpMAXYETLCA BignoBigHicTio GMP Ta

He € HeobXiAHUM AN AaHUX BUMAAKiB; BUAAIEHHS
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

napameTpy "3anax"”, Wo He Bigobpaxae napameTpu
SAKOCTI NPOAYKLi, OCKINIbKM AaHWi TecT 6yB
YyacTMHO igeHTudiKawii npoaykuii, ska
niagTBEPMAXYETLCA iHWMMK MeTogamu. CynyTHA
3MiHa - 3MiHK 3 AKOCTI. FOTOBUIA NiKapCbKMii 3aci6.
CurcTeMa KoHTelHep/3aKynopioBasibHUiA 3aci6.
3MiHa napameTpiB cneuudikauii Ta/abo
O0NYCTUMUX MEX NEePBUHHOT YNakoBKN rOTOBOrO
nikapcbKoro 3acoby (40NOBHEHHS crieumdikav,i
HOBMM NOKa3HUKOM 3 BifjNOBIAHUM METOAO0M
BMNPOOYBaHHS)

- 3MiHK 3 SKOCTi. FoTOBMIA Nikapcbkuii 3aci6.
CurcTeMa KoHTelHep/3aKynoproBasibHUiA 3aci6.
3miHa napameTpiB cneundikaui Ta/abo
[OMYCTUMUX MEX NEePBUHHOT YNakoBKy roTOBOrO
niKapcbKoro 3acoby (BUIYyYEHHS HE3HAYHOro
nokasHuka (Hanpvknag, 3actapifioro nokasHuka)).
3miHu | TUNYy - 3MiHK 3 SKOCTi. FOTOBMIA NiKapCbKNii
3aci6. Cuctema KoHTeliHep/3aKynoproBasibHWiA
3aci6. 3miHa napameTpiB cneumdikauiin Ta/abo
[OMYCTUMUX MEX NEePBUHHOT YNakoBKy roTOBOrO
nikapcbKoro 3acoby (iHLi 3MiHW) - 3MiHU Y
cneuudikaLiio Ta METOAN KOHTPOJIO NEPBUHHOI
YMaKoBKN a/TIOMIHIEBOT (POJIbIN: - OHOBMIEHHS BUMOT
crneumgikaLii Woao onucy ANs antoMiHieBOT honbru
(6€3 3MiH Y KpUTEpPIAX NPUAHATHOCTI); - OHOB/IEHHS
BiAgnoBigHoCTi napameTpy "Onuc" ana osnbru
a/lloMiHiEBOT BUMOram €BponeincbkMx cTaHgapTiB
(EN) 3amicTb nonepegHix bputaHcbkux
ctaHpapTie(BS1470). JaHi cTaHgapTy MaloTb
aHas10riyHi BUMOry, 3mMiHa nepeBaxHo 3ymMoB/ieHa
rapmoHi3aujieto npoueayp BignoBigHOCTI. -
BUAAIEHHA HE3HAYHUX MOKA3HUKIB TOBLLMHN
a/TIOMIHIEBOI (hONbIW Nif, Yac BUMIpOBaHb AAHOr0
marepiany, BiAnoBigHWn napaMeTp Ta MeTof,
KOHTPO/TIO 3a/NLLIAETLCS 3 3a3HAYEHHAM
"BignoBigae BCTAHOB/IEHUM MeXaMm". - BUAaNeHHs
He3HauyHoro napametpy cneuudikauii "CtaH npu
npuiiMaHHi", OCKiJIbkV AaHuii napameTp
nigTBepAXyeTbCA BignosigHicTio GMP Ta He €
HeobXigHUM AN faHuX BUNagkis. BeegeHHs 3MiH
NPOTAroM 6-T1 MICALIB MiC/1A 3aTBEPKEHHS.
CynyTHs 3MiHa - 3MiHW 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHUIA 3aci6. 3miHa
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Ne n/n

Ha3ssa
NliKapcbKo20
3acoby

Popma surnycky
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

Kpaina

Bupo6HuUK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjiliHo2o
nocsioYeHHs

napameTpiB cneuudikaliii Ta/abo AONYCTUMMX MEX
NepBUHHOT YNakoBKM FOTOBOTO NiKapCbKoro 3acoby
(BMNYyYEHHS1 HE3HAYHOTO NoKasHKKa (Hanpuknag,
3acTapisioro NokasHuka)). 3miHu | Tuny - 3MiHu 3
AKocTi. FoToBwWiA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBanbHWii 3aci6 (iHWi 3MiHM) -
3MiHW, L0 CTOCYETLCA MaTepiasly NepBUHHOT
YMaKoBKN asTlOMIHIEBOI (POSIbIN (BHECEHHS 3MiH Y
po3gin 3.2.P.7. Cuctema
KOHTeliHep/3aKynopoBasibHWi 3acib): - BUugasieHHs
napameTpy cneyudikalii Ta BignoBsigHOro Mmetoay
"TecT gpyky" ANs a/IlOMiHIEBOI )ONbIY, OCKINIbKM
JaHuii napameTp He € AOLiNbHUM 419 NepeBipky Ta
He Bifobpaxae SKICTb NakyBasIbHOro Matepiasny;
TakoX BpaxoBaHo, Lo HeobxigHi napameTpy SKOCTi
Ta BMA ynakyBaHHs hobrv BifobpaxeHo y
cepTuddikaTi AKOCTi BUPOGHMKa. 3minu Il Tuny -
3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3MiHu y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKLT AN MeAnvHOro
3aCTOCYBaHHSA Y 3B’A3KY i3 HOBUMY A@HUMK 3 SIKOCTI,
OOKTIHIYHUMK, KNIHIYHUMW aHUMKW Ta AaHVMU 3
hapmakoHarnagy - 3MiHW BHECEHi 40 IHCTPYKLUi y
po3ginu: "MpoTtunokasaHHa", "Oco6mnBi 3axoau
6e3nekn”, "B3aemogis 3 iHLIMMY NiKapCbKUMK
3acobamMu Ta iHWi BUAY B3aemogiii”, "3acTocyBaHHs
y nepiof BariTHOCTI abo rofyBaHHs rpyaat”,
"34aTHICTb BNAVMBaTY Ha LUBUAKICTb peakuii npu
KepyBaHHi aBTOTPaHCMoOpTOM abo iHWMMK
MexaHizmamu”, "Cnoci6 3actocyBaHHs Ta f03un"
(iHdhopmauis wopo 6e3nekn), "MepenosysaHHNA",
"Mo6iuHi peakyii”. BBeAEHHS 3MiH NPOTAroM 6-Tu
MicsILiB Micns 3aTBepAKEHHS

120.

KONAPEKC®
MAKCIPUM
31 CMAKOM
NTMMOHY

NOPOLLIOK ANs
Opa/IbHOIO PO3YMHY;
5 a6o 10 nakeTukiB y
KapTOHHI Kopoo6Li

nakcoCmiTKn
ARH
KoHcbomep
Xenckep (KOK)
TpelgiHr
Nimiten

Benuka
BpuTaHis

CMiTKnsiliH Bivem
C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHW | TUMY - BUNYYEHHS BUPOBHUYOT AiNbHUL
(Btovatoum ginbHuui ans A®Il, npomixHoro
npoAykTy abo roToBOro siikapcbkoro 3acoby,
AiNbHWLI AN NPOBefEeHHA NakyBaHHS, BUPOOHUKA,
BiANOBiAA/ILHOIO 3a BUMNYCK Cepiii, MicLe
NpoBefEeHHS KOHTPO/IIO cepii) abo nocTayaibHyKa
BMXiQHOrO Marepiany, peareHTy abo AONOMiKHOT
PEYOBMHM (SIKLLLO 3a3HAYEHO Y JOCHE) - BUYUYEHHS
BMpOGHMKa AP| cheHinedpuHy rigpoxnopuay
BepiHrep IHrenbxanm ®apma 'm6X eHg Ko. K,

6e3
peyenma

UA/8393/01/01
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
HimeuuuHa; 3miHM | TMNY - 3MiHa napameTpis
cneuudikaLin Ta/abo fonycTMMNX MEX roTOBOro
NiKapcbKoro 3acoby (3BYy)XeHHS JOMYyCTUMUX MEX) -
3MiHM [0 crneundikaLii roToBoro nikapcbkoro
3acoby 3a nokasHMKoM «Mikpo6ionoriyHa YmcToTax,
a came 3miHa HopMyBaHHs E. Coli. 3aTBepaxeHo:
BiacyTHicTb E. Coli B 10 r; 3anponoHoBaHo:
BigcyTHICTb E. ColiB 1T
121. NAMIBNN® PO3YUH HALLKIpHWIA, Hosapric LBeiiuapis BMPOGHULITBO 3a LLiBefiuapis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 6e3 UA/1005/05/01
YHO NNiBKOYTBOPHOHUUIA KoHcblomep NOBHUM LMK/IOM: 3MiHu |l TNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peuyenma
1% no 4 ry Ty6i; no Xenc CA HosaprTic Ta papmakoHarnsagy. BHeceHnHst abo 3mina(n) oo
1T1y6iB KoHcblomep Xesc 3000B'A3aHb Ta YMOB BuJadi peecTtpauiiiHoro
nNacTUKOBOMY CA, Weeiiyapis; NocBiAYEeHHS, BKNOYatouy MnaH ynpasiHHA
TpyMaui B KapPTOHHI BTOPUHHE pu3nkamm (3aCToCyBaHHS 3MiH(M), AKi(a)
KopooLi nakyBaHHs- BMMaralTb(€) NOAaNbLIOTO 06I'PYHTYBaHHSA HOBUMM
anbTepHaTuBHa [04aTKOBUM A@aHMK, L0 MaloTb HajaBaTmcs
AiNbHUUA: KOMMETEHTHVMM OpraHoM, OCKiflbKM BUMaraeTbCs
®OHIACBIOH CyTTEBA OLjiHKa KOMNETEHTHUM OpraHom) -
MONIBA/b, BrikoHaHHA 3060B'A3aHb BiAMNOBIAHO A0 NiANYHKTY
AHTpenpi3 cociasib 2.3 nyHKTY 2 gopatky 15 fo MNopagky npoeBefeHHs
a BOKaCbiioH eKcnepTn3n peecTpauiiHnx MaTepianis Ha nikapcbki
iHAtoCTpienb, 3aco6bu, Lo NoAalTbCs Ha AepXaBHy peecTpalito
LLiBeiLapis (nepepeecTpadito), a TakoX ekcrnepTnsn martepianis
NpO BHECEHHS 3MiH 10 peecTpavjiiiHuX maTepianis
NpOTAroMm fii peecTpauiiiHoro NocBigYeHHs,
3aTBEpPAKEHOro HakasoMm MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)
122. NATAHOKC® | kpanni o4yHi 0,005 % AapaH- Xopsaris AapaH- Xopgaris BHECEHHS 3MiH A0 peecTpayiiHux maTtepiasiis: 3a UA/12401/01/01
no 2,5 Mn po3yvHy y [aneHcbKunit laneHcbKuii 3MiHM | TUNY - 3MiHa y MeTogax BUnNpobyBaHHA AdI peyenmom
hnakoHi- Na6oparopiii Na6opartopiii 4.4. abo BuxigHoro marepiasy/npomikHoro
KpanenbHuyj; no 1 a.a. NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
abo 3 dpnakoHa- npoteci BUpo6HMLTBa AD| - yTOUHEHHS [0 Onucy
KpanesnbHuui y MeTofiB «KiflbKicHe BU3HaYeHHs», «CynyTHi
KapTOHHI KOpOOL; OOMiLWKM» y p.3.2.S.4.2.; 3MiHM | TUNY - 3MiHN B
npoueci Bupo6HuuTBa APl (He3HayHa 3miHa Yy
npotieci BUpo6HuLTBa API) - yTOUHEHHSA
BMpPO6HUYOro npouecy Ad|
123. NATAHOKC® | kpanni o4Hi 0,005 % Anpan- Xopsaris AapaH- Xopsaris BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiais: 3a UA/12401/01/01
no 2,5 M1 po3ynHy y [aneHcbKuit laneHcbKuii 3MiHM | TUMY - 3MiHW B TEKCTi MapKyBaHHS OO0 peyenmom
dhakoHi- NabopaTopii Na6opaTopiin 4.4. BUAasIeHHS 3 wWpudTy Bpaiinsa nikapcbky hopmy
KpanesibHuuj; no 1 a.n. SiKa iCHy€e B OAHOMY [,03YBaHHi.

abo 3 dhnakoHa-
KpanenbHuui y
KapTOHHI Kopoo6Lli

BBefeHHA 3MiH NpoTArom 6-tm micauis nicna
3aTBEPAKEHHS
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
124. NA®EPOBIO cynosuTopii no 150 TOB "®3 YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: Woa0 6e3 UA/13779/01/01
H® 000 MO; no 3 "BIOPAPMA" "BIOPAPMA", peknamyBaHHS NiKapCbKoro 3acoby: peyenma
cynosutopiino 1 ry YkpaiHa; TOB "®3 Haka3 MO3 Ykpainu Big 21.07.2014 Ne 513
KOHTYPHili "BIODAPMA", [ofaTok 2, no3uuis 23:
YapyHKOBIl Ykpaina (6ys10 - He nidsisi2ae), BHACNIAOK 3MiHN,
ynakosLi; no 1 3aTBepxeHoi Hakazom MO3 Ykpainu Big
KOHTYPHili 13.03.2018 Ne 467 (cmavio - nidsnisieae)
YapyHKOBIli yrnakoBL
B NauLi 3 KAPTOHY;
no 5 cynosutopiis
no 1 ry KOHTYpHIl
YapyHKOBIli
ynakosLi; no 1 a6o
N0 2 KOHTYpHI
4apyHKOBi YNakoBKu
B NayLli 3 KApTOHY
125. NA®EPOBIO cynosuTopii no 500 TOB "®3 YKpaina MpAT Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: Woa0 6e3 UA/13779/01/02
H® 000 MO; no 3 "BIOPAPMA" "BIODPAPMA", peknamyBaHHs NiKapCcbKoro 3acoby: peyenma
cynosutopiino1ry YkpaiHa; TOB "3 Haka3 MO3 Ykpainu Big 29.11.2017 Ne 1495
KOHTYPHIl "BIODPAPMA", [oaaTtok 2, nosuuis 24:
YapyHKOBIli Ykpaina (6ys10 - He nid/isi2ae), BHACNI[OK 3MiHN,
ynakosui; no 1 3aTBepKeHol Hakazom MO3 YkpaiHu Big
KOHTYPHIl 13.03.2018 Ne 467 (cmavsio - nidsisg2ac)
YapyHKOBIli yrnakoBLi
B NauLli 3 KAPTOHY;
no 5 cynosuTopiis
no 1 ry KOHTYpHIlA
YapyHKOBIli
ynakosLj; no 1 a6o
N0 2 KOHTYpPHi
YapyHKOBi YNakoBKu
B Nayli 3 KaApTOHY
126. NEBIHOP pO34uH NS iHdysil MpuBaTHe YkpaiHa MpuBaTHe Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3a UA/15477/01/01
0,5 % no 100 mny akujioHepHe aKujioHepHe 3MiHu | TURY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom
naswuyi; no 1 TOBapucTBO TOBapuCTBO Ta thapmakoHarisgy. 3MiHn y KOpOTKii
NAAWLi y nayui "IHdy3ia" "IHdpy3ia” XapaKTepuCcTuLi Nikapcbkoro 3acoby, TEKCTi

MapKyBaHHA Ta iHCTPYKLIT 4519 MeANYHOro
3aCTOCYBaHHS reHepUYHNX/ribpuaHnx/6ionoAai6HNX
nikapcbKux 3aco6iB Nicnsi BHECEHHSA Tiel camol
3MiHW Ha pedbepeHTHUIA Npenapar (3MiHa He
noTpebye HaflaHHs XOAHWX HOBUX AOAATKOBUX
[aHnX) - 3MiHWM BHeCeHi A0 IHCTPYKLii y po3ain
"Moka3aHHsA". 3MiHN BHECEHI A0 IHCTPYKLi Yy
po3ginu: "dapmakosoriyHi BNnacTMBocTi",
"B3aemogisi 3 iHWMMK NiKkapCbKUMK 3acobamm Ta
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
iHWi BMAay B3aemogiit”, "OcobmBocTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHS Ta 4o3n",
"Mo6iuHi peakuyii" BigNoBigHO Ao iHopmaLii
pedhepeHTHOro nikapcbkoro 3acoby Tavanic 5mg/ml
solution for infusion.
127. NEBIHOP pO34uH NS iHdysil MpuBaTHe YkpaiHa MpuBaTHe Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 3a UA/15477/01/01
0,5 % no 100 mny akuioHepHe akuioHepHe 3MiHuM | TUNY - 3MiHa TepMiHy 36epiraHHs API peyenmom
naswuyi; no 1 TOBapUCTBO TOBapUCTBO JleBodpoKcaumHy remirigpaTy, Ha OCHOBI
nAAWLi y nayui "IHdoy3ia” "IHdpy3ia” pe3ynbTaTiB AOC/IMKEHHA CTabinbHOCTI Ta
[OKYMeHTaLil BUpO6GHMKa
128. NEBIUATAM TabneTkn, BKPUTI TOB "®apma Ykpaina TOB "dapma YkpaiHa BHECEHHS 3MiH A0 peecTpayiiHnx maTtepiaiis: 3a UA/11396/01/01
250 NNiBKOBOIO Crapt" Crapt” 3MiHU | TUNY - 3MiHW [0 IHCTPYKLUiT A48 MeAnYHOoro peyenmom
060/10HKO0, MO 250 3aCTOCYBaHHA y po3Ainu: "®apmakonorivHi
Mmr no 10 TabneTok y BNACTMBOCTI", "B3aemMogisi 3 iHLWMMM JliKapCbKUMM
6nicTepi; no 3 abo 6 3acobamMu Ta iHWi BUAY B3aemogiii”, "OcobnmBocTi
6nictepiB y 3acTocyBaHHSA", "3acToCyBaHHS Yy nepiog BarirTHOCTI
KapTOHHIN navuj abo rogyBaHHA rpyaar”, "3gaTtHicTb BNAMBaTK Ha
LIBMAKICTb peakLii Npy KepyBaHHI aBTOTPaHCNOPTOM
abo iHWKMK MexaHiamamu”, "Cnocié 3acTocyBaHHs
Ta gosun”, "Aitn" (yTouHeHHs iHdopMauiii),
"Mepepo3yBaHHs", "Mo6iyHI peakuii” BiANOBIAHO A0
iHchopmauii oo MeanYHOro 3acToCcyBaHHs
pedoepeHTHoro sikapcbkoro 3acoby (KEMMPA®,
TabneTku, BKpUTIi 060/10HKOW, 250 Mr). BBegeHHA
3MiH npoTsrom 3-X MicsiliB NicnsA 3aTBepAKEHHSA
129. NEBILNTAM TabneTku, BKpUTI TOB "®apma YkpaiHa TOB "d®apma YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 3a UA/11396/01/02
500 NNiBKOBOIO Crapt" Crapt" 3MiHU | TUNY - 3MiHW [0 IHCTPYKLUiT 418 MeanYHOoro peyenmom
o060710HKot0, No 500 3aCTOCYBaHHSA y po3Ainu: "®apmakonorivHi
Mr no 10 TabneTok y BnacTMBocCTi", "B3aeMogisl 3 iHLLMMM NiKapCbKUMMN
6nicTepi; no 3 a6o 6 3aco6amMu Ta iHLWi BUAY B3aemogiii”, "OcobnmBocCTi
6nictepiB y 3acTocyBaHHSA", "3acTOCyBaHHS y nepiog BarirTHOCTI
KapTOHHIM nayui abo rogyBaHHSA rpyaa0”, "34atHiCTb BIIMBATY HA
LBMAKICTb peakLii Npy KepyBaHHi aBTOTPaHCNOPTOM
abo iHWyMK mexaHiamamn”, "Cnocié 3acTocyBaHHs
Ta gosun”, "Oitn" (yTouHeHHs iHdpopmauii),
"Mepepo3ysaHHsa", "Mo6iYHI peakuii” BiANOBIAHO A0
iHchopmauii LWoA0 MeanYHOro 3aCToCyBaHHS
pedhepeHTHOro nikapcbkoro 3acoby (KEMMPA®,
Tabnetku, BKpUTi 06010HKOI, 500 Mr). BBeAeHHA
3MiH npoTarom 3-x MicsiliB NicnsA 3aTBepPAKEHHA
130. NErANOH NMOPOLLIOK ANsi MEJA ®apma HimeuunHa BMPOGHUK, HimeuunHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasiis: 3a UA/6747/01/01
®SIL pPO34MHYy N 'M6X eHf Ko. BiANoBiganbHUii 3a 3MiHu | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom
iHdpy3ili no 350 mr; 4 Kl BMNYCK cepil: Ta hapmakoHarnsgy. BeegeHHs abo 3miHm go
h1akoHu 3 MAJAYC 'm6X, y3araslbHeHUX gaHux npo cucrtemy
nopowukom (no 598,5 HimeyunHa, hapmakoHarnsay (BBeeHHs y3araslbHeHUX AaHUX
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
Mr 'y chrakoHi) y BUPOBHUK, npo cuctemy papmakoHarnsgy, amiHa
KOpOoO6Li 3 KapTOHY BiANoBigasIbHUIA 3a YNOBHOBaXEHOI 0c06u, BifNoBiAaIbHOT 3a
BMPOGHULITBO in 34iiCHEeHHSs hapmakoHarnsay; KOHTakTHOT ocobu 3
bulk, HanoBHeHHs (hapmakoHarnsgy 3asiBHUKa 415 34iCHEHHS
Ta nakyBaHHA: hapmakoHarnsgy B YKpaiHi, Ko BOHa BifMiHHA
BAI Xeanc Kea BiZl yNOBHOBaXeHOI 0cO6MU, BiAMNOBIAA/IbHOI 3a
M6X, HimeuyuunHa,; 3[iiCHEeHHs1 hapMakoHarsay (BKIUakum
aNlbTepHATUBHUIA KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MiLLLEeHHI MacTep-
BMPOGHWK/BTOPUHH thaiina cuctemun chapmakoHarnsgy) - Aivoua
€ nakyBaHHs: pefakuis: ynoBHOBaxeHa ocoba BianosigasibHa 3a
MAJAYC 'm6X, hapmakoHarnag - Dr. Thomas Stuhr, KoHTakTHa
HimeuunHa ocoba BignoBigasnibHa 3a hapmakoHarnsag B YkpaiHi
- MeTpylwaHko Makcum Mukonaiosuy.
[MponoHoBaHa pejakuis: ynoBHOBaXeHa ocoba
BiAnoBiganbHa 3a hapmakoHarnsag - Balwant Heer,
KOHTaKTHa ocoba BignosifanbHa 3a
hapMakoHarnag B Ykpaini basunescbka HOnis
BanepiiBHa. 3MiHa KOHTaKTHUX AaHWX
YNOBHOB&XXEHOT 0CO6U. 3MiHA KOHTaKTHUX AaHWX
KOHTaKTHOI 0cO6U. 3MiHa MicLA 3AiACHEHHS
OCHOBHOI AjsiIbHOCTi. 3MiHa HoMepy Ta
MiCLie3Hax0KeHHsA MacTep-daiiny
131. NErANNOH® NOpPOLLOK AN MEJA ®apma HimeuunHa Brpo6HuK, HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/6747/01/01
SIL pPO34nHYy AN 'M6X eHg Ko. BiANOBiga/IbHUIA 32 3MmiHu | TUNy - 3MiHK 3 SKOCTi. FoTOBMIA NiKapCbKUii peyenmom
iHcpysiii no 350 mr 4 KIr BUNYCK cepil: 3aci6. 3MiHM y BUpO6HMLTBI. 3aMiHa abo BBeAEHHS
h1akoHu 3 MAJAYC 'm6X, [04aTKOBOI AiNbHULI BUPOGHMLTBA A1 YACTUHN
nopotukom (no 598,5 HimeyunHa a60 BCbOro BUPOGHMYOro NpoL,ecy rotToBoro
Mr y chnakoHi) y Bupo6HMK, nikapcbKoro 3acoby (iHLi 3MiHW) - NpYBEAEHHS

KOpo6Li 3 KApTOHY

BiANOBIgaIbHUI 3a
BMPOGHULITBO in
bulk, HanoBHeHHs
Ta nakyBaHHs:
BAI' Xeasic Kea
6X
HimeuunHa
AnbTepHaTUBHUIA
BUPOOHUK/BTOPUHH
€ nakyBaHHs:
MAZLAYC 'm6X
HimeyunHa

Aitoyoi pegakuii posginy «Bupo6Huk(n) nikapcbkoro
3aco6y» Y BiANOBIAHICTb 4O OHOBIEHOTO
Ceptudikaty GMP:
3MiHn | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo afpecyt Micusa NPOBaAKEHHS
LisnbHOCTI BUpo6HUKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKOUAKUM Ai/TbHUL BUNYCKY
cepii abo micLe NpoBefeHHSI KOHTPOJIHO SAKOCTI.
(aisnbHICTb, 3a SAKy BiANOBIAaE BUPOOHUK/iMIopTep,
BK/10YaK0UM BUMYCK Cepiid) - 3MiHa agpecu
BMPOGHUKIB /13, 6€3 3MiHN MicLiA BUPOGHMLTBA:
3MiHu | TUNy - AgMiHiCTpaTUBHI 3MiHW. 3MiHa Ko4y
ATX - 3MiHM BHECEHO A0 IHCTPYKLii 415 MegnyHoro
3aCTOCYBaHHSA Nikapcbkoro 3acoby Ao po3giny
"papmakoTepaneBTuyHa rpyna” BignosigHo A0
MiXHapoaHoro knacudikaropa BOO3
3arBepakeHo: 3acobu, LU0 3aCTOCOBYOTLCA AN
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
NiKyBaHHS 3aXBOPIOBaHb NEYiHKM Ta XOBYOBUBIAHUX
wsAxis. FenarotponHi npenapatu. Kog ATC AO5B
A03. 3anponoHoBaHo: AHTUAOTU. Kog ATX VO3A B.
132. NErANOH® NOpPOLLOK AN MEOA ®apma HimeuunHa BUPOGHUK, HimeuunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/6747/01/01
SIL po3UnHYy AN 'M6X eHg Ko. BiANoBigaIbHUIA 3a 3MiHM Il Tuny - 3miHK Woao 6e3nekn/echekTnBHOCTI peyenmom
iHcpysiii no 350 mr; 4 KIr BMNYCK cepil: Ta dpapmakoHarnsgy. BHeceHHsi abo 3miHa(n) o
donakoHu 3 MAZLAYC 'm6X, 3060B'A13aHb Ta YMOB BUaui peecTtpadliiiHoro
nopotLukom (no 598,5 HimeuunHa; noceigyeHHs, Bkoyaroun MnaH ynpasniHHA
Mr y chriakoHi) y BMPOGHUK, pusrKamu (3acTocyBaHHS 3MiH(1), Aki(a)
KOpo6Li 3 KapTOHY BiANoBiganbHUii 3a B/MaratTb(€) NofanbLIOro 06rpyHTyBaHHA HOBUMU
BMPOGHULITBO in [0[AaTKOBUM JaHuMK, L0 MaloTb HagasaTucs
bulk, HanoBHeHHSA KOMMETEHTHUM OpraHoM, OCKi/IbKN BUMaraeTbCs
Ta NaKyBaHHs: CyTTEBA OLLiHKA KOMMETEHTHUM OpPraHom) -
BAI Xeanc Kea BrkoHaHHS 3060B'A3aHb BiAMNOBIAHO A0 MiANYHKTY
vm6X, HimeuunHa; 2.3 nyHKTY 2 gopatky 15 no Mopagky npoBefeHHs
a/lbTepHaTUBHWIA eKcnepTn3n peecTpauiiHnx MaTepianis Ha nikapcbki
BUPOOHUK/BTOPUHH 3aco6u, WO NoAalTbCs Ha AepXaBHY peecTpalito
€ nakyBaHHs: (nepepeecTpadito), a TakoX ekcrnepTnsn marepianis
MAZLAYC 'm6X, NpO BHECEHHS 3MiH [10 peEcTpaviiiHuX maTepianis
HimeuunHa NPOTAroMm fii peecTpauiiHoro NocBigYeHHs,
3aTBepaxeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)
133. NEVKO®O3N | po3unH Ans iH'exwiif, AkTasBic rpyn IcnaHgis CiHgaH ®apma PymyHis/ ITanis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiais: 3a UA/6749/01/01
H 10 mr/mn no 3 mn CP/1, PymyHis; 3MiHM | TUNY - NprBefeHHs cneundikauii Ta onucy peyenmom
(30 mr) a6o 10 mn AkTaBic ITanis METOAMK BUNPOOYBaHHSI TOTOBOMO NiKapCbKOro
(100 ™r) y chnakoHi; C.n.A., Itania 3acoby Yy BigNoBiAHICTb 0 OpUriHa/IbHOT
no 1 donakoHy B [OKyMeHTaLii BUPOOHUKA, Y 3B'A3KY 3 HEKOPEKTHUM
KapTOHHIN navuj nepek1agomM 3aTBepAKEHNX METOAIB KOHTPOSO
rOTOBOrO JlikapcbKoro 3acoby; 3miHu | Tuny - 3MiHa y
TepMiHax npuaaTHoCTi abo ymoBax 36epiraHHs
rOTOBOrO NKAPCbKOro 3acoby - NpMBEEHHS YMOB
36epiraHHs NMikapcbkoro 3acoby y BiANOBIAHICTL A0
opuriHasIbHVX AOKYMEHTIB BUPO6GHMKa. BBeeHHs
3MiH NPOTArom 3-X MicsiliB nicnsa 3aTBepAKeHHs
134. NIAOKCAH NboAsHUKK, 5 Mr/l TOB "CaHgo3s YkpaiHa BUNycK cepiii: lek | CnoBeHisl/ Benbris BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 6e3 UA/16168/01/01
NNMOH Mmr Ne 24 (12x2) y YkpaiHa" PapmaLeBTUYHa 3MiHM | TUny - 3MiHK Wwogo 6esnekn/edeKkTUBHOCTI peyenma

6nictepax

KoMnaHis g.4.,
CnoBeHis;

BMPOGHULITBO 3a
MOBHUM LMK/IOM:

Nab6opaTopia
Ksanidhap HB
(Keanichap HB),
Benebris

Ta dpapmakoHarnsgy - 3mMiHvM BHECEHi Y TeKCT
MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby.
BHeceHHs foaaTkoBoi iHhopMalLlii Ha BTOPUHHY Ta
NepPBUHHY YNakoBKY LLOAO NONIMLUEHHS
iHbOpMyBaHHA NauieHTiB NPO OpraHoenTUYHiI Ta
hapmaLeBTNYHI BNaCTMBOCTI JIiKapCbKOro 3acofy.
BBegeHHA 3MiH npoTsAromM 6 micsAuiB nicns
3aTBEPAKEHHSA
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
135. NIAOKCAH cnpeii a4ns poToBoi TOB "CaHgo3 YkpaiHa BUNYycK cepiii: lek | CnoBeHisi/ Benbris BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/16227/01/01
NNMOH NOPOXHUHWU, 2 Mr/0,5 YkpaiHa" PapmaLeBTUYHA 3MiHM | TUMY - 3MiHWM BHECEHI Y TEKCT MapKyBaHHS peyenma
CNPEN mr Ha 1 mn; no 30 KoMnaHis g.4., YMakoBKM NikapcbKoro 3acoby. BHeceHHs
M1y ¢pnakoHi, no 1 CnoBeHis; [0aTKoBOT iH(hopMaLii Ha BTOPUHHY Ta NEPBUHHY
h1akoHy B KOPOOGL BMPOGHMLITBO 3a yMakoBKU LOAO0 NOMINLEHHS iIHOPMYBaHHS
NOBHUM LK/IOM: naujieHTIB NPO OpraHoMeNTUYHI Ta hapMaleBTUYHI
NabopaTopia BNACTMBOCTI JliKapCbKoro 3acoby. BBefeHHs 3MiH
Ksanichap HB npoTtArom 6 micauiB nicnA saTBepAKEHHSA
(Ksanichap HB),
Benebris
136. NIAOKCAH NboAAHNKN, 5 Mr/1 TOB "CaHpfo3 YkpaiHa BUMNYCK cepiii: Jlek | CnoseHisi/ Benbris BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 6e3 UA/16208/01/01
MEHTON Mmr Ne 24 (12x2) y YkpaiHa" PapmaueBTUYHa 3MiHM | TUny - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peyenma
6nictepax KoMnaHis g.4. Ta hapmakoHarnsgy - 3MiHW BHECEHI Y TEKCT
CnoseHis; MapKyBaHHS! yNakoBKW /ikapcbKoro 3acoby.
BMPOGHULITBO 3a BHeceHHsA foaaTkoBOl iHpopmMaL,ii Ha BTOPUHHY Ta
NMOBHUM LK/IOM: NepBUHHY YNakoBKY LLOAO NONIMLLEHHS
Na6opaTtopia iHthopMyBaHHS NaLieHTIB NPO OpraHoNenTUYHI Ta
Ksanidhap HB thapmaveBTUYHI BNAaCTUBOCTI NiKapCbKoro 3acoby.
(Ksanidpap HB) BBegeHHsA 3MiH npoTsirom 6 micsAuiB nicna
Benebris 3aTBepAKEHHS
137. NIAOKCAH cnpeii Ans poToBOi TOB "CaHgo3 YkpaiHa BUNyckK cepiii: Jlek | CnoBeHisi/ Benbris BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 6e3 UA/16228/01/01
MEHTON NOPOXHUHWU, 2 Mr/0,5 YkpaiHa" PapmMaLeBThYHa 3MiHK | TURy - 3MiHK WoAao 6e3nekn/etheKTUBHOCTI peyenma
CMPEN Mmr Ha 1 mn; no 30 KoMnaHis g.4., Ta hapmakoHarisgy - 3MiHM BHECEHI Y TEKCT
M1y donakoHi, no 1 CnoseHis; MapKyBaHHS1 yNakoBKU /likapcbKoro 3acoby.
h1akoHy B KOPOOGL BMPOGHULITBO 3a BHeceHHsA foaaTkoBoi iHhopMaLlii Ha BTOPUHHY Ta
MOBHUM LMK/IOM: NepBUHHY YNakoBKY LLOAO0 NONIMLLEHHS
Na6opaTtopia iHbOpMyBaHHA NauieHTiB NPO OpraHoenTUYHiI Ta
Ksanichap HB hapmaLeBTUUHI BNaCTMBOCTI JIiKapCbKOro 3acoby.
(Kanichap HB), BBefeHHs1 3MiH NpoTsirom 6 micsAyiB nicns
Benbris 3aTBEPAKEHHSA
138. NIHKOUWH PO3UMH ANA iH'EKLl, Mdpaiizep IHK. CLA Mdpaiizep Benbrisa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3a UA/10038/01/01
300 mr/mMnmo 2 Mny MeHtohekuypuHr 3MiHu |l TURy - 3MiHK Wopo 6e3nekn/edeKTUBHOCTI peyenmom
dhnakoHi; no 1 Benbris HB Ta dpapmakoHarnsgy. 3MiHU y KOpOoTKild
dnakoHy B XapakTepucTuLi nikapcbKoro 3acoby, TeKcTi
KapTOHHI KOopoo6Li MapKyBaHHS Ta iHCTPYKLiT A58 MeANYHOro
3aCTOCYBaHHSA Y 3B’A3KY i3 HOBUMY A@HUMK 3 SIKOCTI,
OOKMIHIYHUMK, KNIHIYHUMW JaHUMK Ta AaHVMU 3
hapmakoHarnsgy - 3mMiHv BHeCeHO A0 IHCTpyKuil
4N MeV4HOTo 3aCTOCYBaHHSA iKapCbKoro 3acoby
[0 po3ginie  "OcobnnBOCTI 3aCTOCyBaHHA",
"Mo6iyHi peakujii”, a TakoX pegaroBaHo po3gin
"lMokasaHHA". BBeAeHHS 3MiH NpoTAroM 3-x micsuis
nicns 3aTBepKeHHs.
139. NOPUHAEH® | ma3sb no 15y Ty6i, TOB YkpaiHa dapmsasof Monbwa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/1717/01/01
A no 1 1y6i B Kopobui "BAJIEAHT Enbga A.T. 3MiHuM | TUNY - 3MiHa y MeTofax BUNpobyBaHHS peyenmom
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
PAPMACBIOT roTOBOro NikapcbKoro 3acoby (iHLWi 3MiHW y MeToAax
IKAN3" BMNPOGYBaHb (BK/OYAKOUM 3aMiHy abo
[OMOBHEHHS)) - Y 3B'A3KY 3 ONTUMI3aLli€l0 METOAVIKM,
3MiHM 40 METOAVKN BUNPOBYBaHHS 3a pPO34i/10M
«laeHTudikauis. ®nymetasoHy nisanar» TLUX
(3MiHM A0 NPUrOTYBaHHSA CyMillli PO3YNHHMKIB,
BMMNPOOYBaHOro PO34MHY Ta PO34MHY MOPIBHAHHS,
[OMOBHEHHS Ta YTOYHEHHS 40 ONUCY METOAUKN);
He3HauHi 3MiHU [0 METOAVKN BUNPOGyBaHHA 3a
po3zinom «KinbkicHe BU3Ha4YeHHs hnymMeTasoHy
niBanaty» (4OMNOBHEHHS Ta YTOUYHEHHS, KpuTepii
NPUAHATHOCTI HE 3MIHWUINCB); HE3HAYHI 3MiHU [0
MeTOAMKM BUNPOBYBaHHSA 3a po3ainoM «CynpoBigHi
OOMILLKM», 06YMOB/IEHI ONTUMI3aL,i€0 METOANKN
(mOMOBHEHHS Ta YTOYHEHHS, KpUTEPIT MPUAHATHOCTI
He 3MIHUANCB)
140. MANBLTO®EP | cupon, 10 mr/mn no Bichop LLseiuapis BVMPOGHMLTBO LLiBefuapis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/5869/04/01
® 75 mn a6o no 150 (IHTepHewwHn) Hepo3dhacoBaHOT BUNPAaB/IEHHA TEXHIYHOT MOMUIIKM Y MeToAax peyenmom
M1y hnakoHi, no 1 IHK. npoayKuir, KOHTPO/IO SIKOCTi rOTOBOrO fikapcbKoro 3acoby, a
hakoHy 3 MipHUM KOHTPO/Ib SKOCTI, came [0nNyLLEHO NOMUKY B 3a3HaYeHHI Ha3Bu
KOBMAYKkoM y nepBuHHa Ta napa6eHiB 3a po3ginom «OnpegenexHue
KapTOHHIA KOpoo6Li BTOPVHHA napabeHoB» y crneundikaLii Ta MeTofax KOHTPOsIo
ynakoBka: Bichop
C.A., Wseiiuapis;
KOHTPO/b SKOCTI,
[,03BiNT HA BUMYCK
cepii: Bidop
(IHTepHeLWwHnN) IHK.,
LLIseiiuapis
141. MAPBE/IOH® | Tabnetku no 21 LepiHr-Mnay LBeiiLapis 3a NoBHUM HigepnaHngwn/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3a UA/10176/01/01
Tabnetui B 6nicTepi; CeHTtpan IcT LIMKIOM: Ipnangis 3MiHK | TUNYy - 3MiHK 3 AKOCTI. FOTOBWIA NiKaPCbKMIA peyenmom
no 1 6nictepy B Al H.B.OpraHoH, 3aci6. Cuctema KoHTenHep/3aKynopoBasibHNI
calle; no 3 cawe y HigepnaHan 3aci6. 3miHa po3mipy ynakoBKu roToBOro
KapTOHHI ynakoBLi OpraHoH nikapcbKoro 3acoby (BUAyYEHHS YNakoBKu1 NEBHOTO
(Ipnangis) Nrtg., PO3Mipy) - BUSTyUYEHHST yNakoBku po3mipom Ne 21
IpnaHgis (1x21). BBegeHHs 3MiH npoTaroM 3-x MicsuiB nicns
3aTBEPAKEHHS.
142. MAPBE/IOH® | Tabnetku no 21 LepiHr-Mnay LlBeiuapis 3a noBHUM Higepnangn/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiaslis: 3a UA/10176/01/01
Tabnetui B 6nicTepi; CeHTpan Ict LMKIOM: IpnaHgis 3MiHuW | TUNY - BBeAEHHA abo 3MiHM 0 peyenmom
no 1 6nictepy B Al H.B.OpraHoH, y3arasibHeHuX AaHux npo cuctemy
cauwe; no 3 cawe y Higepnanaw; chapmakoHarnsgy (BBefieHHs y3araslbHeHUX faHuX
KapTOHHI ynakoBLi OpraHoH npo cuctemy papmakoHarnsgy, amiHa
(IpnaHgis) 4., YNOBHOB&XEHOT 0CO6MU, BiANOBiAaIbHOI 3a
IpnaHgis 3[jiicHeHHs hapMakoHarisa4y; KOHTaKTHOI 0co6u 3

chapMakoHarnsiay 3asiBHUKa Ans 3AilicHeHHs
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
thapmakoHarnagy B YkpaiHi, KL BOHa BigMiHHa
BiZl yNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI 3a
3AjiCHeHHs1 hapMakoHarisay (BkIYakum
KOHTaKTHi fjaHi) Ta/abo 3MiHU y PO3MiLLLeHHI MacTep-
thaiina cuctemu chapmakonarnsagy) (B.1.8. (a) I1AHM)
[itoua pepakuis: ynoBHoBaxkeHa 0coba,
BiANOBiga/bHa 3a 34iiCHEHHSA hapMakoHarnsay:
XKaHeT Xopmb6peii. MponoHoBaHa pefakuis:
yNoBHOBaXeHa 0coba, BiAnoBigasibHa 3a
3giicHeHHs chapmakoHarnsgy: fokrop Main Jemon.
3MiHa KOHTaKTHUX AaHuX. 3MiHa Yy PO3MiLLEeHHi
MacTep-danny
143. MEJTOKC Tabnetku no 15 mr; Megpokemi Kinp Mepokemi T/, Kinp BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/7284/01/02
no 10 TabneTok y nTa (LeHTpanbHuii 3MiHM | TUny - 3MiHK Wwoao 6e3neku/ehekTnBHOCTI peyenmom
6nictepi; no 1 3aBof) Ta chapmakoHarnsgy. BeegeHHs abo 3miHu o
6nictepy B y3arasibHeHUX AaHvX Npo cucTemy
KapTOHHI Kopoo6Li thapmakoHarnsgy (BBeAeHHS y3arasibHeHVX JaHux
npo cucTemy dpapmakoHarnsgy, 3miHa
YNOBHOB&XEHOT 0co6MU, BiANOBiAaIbHOI 3a
3[jiicHeHHs hapMakoHarnsgy; KOHTaKTHOI 0cobu 3
chapmakoHarnsgy 3asaBHUKa 415 34iACHEHHS
hapmakoHarnagy B YkpaiHi, SKLLO0 BOHa BigMiHHa
Bifl YNOBHOBaXeHOI 0C06M, BiANOBIAA/IbHOI 3a
3AjicHeHHs1 hapMakoHarisay (Bkiyakum
KOHTaKTHi faHi) Ta/abo 3MiHU y PO3MiLLLeHHI macTep-
thaiina cuctemun chapmakoHarnsgy) - 3aTBepaKeHo:
Kapacbos mMuTpo Bonoanmmnposuy.
3anponoHoBaHo: Menex Sliogmuna OnekcaHapisHa
144. MEPKA3O/IN | Tabnetkm no 5 mMrno | ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH A0 peecTpayiiHux maTtepiasiis: 3a UA/4882/01/01
-340POB'A 50 a6o 100 06MEeXeHoH 06MexeHo 3MiHM | TUny - 3MiHa napameTpiB cneuudikawii peyenmom
Tabnetok y BiANOBIA&UTbHI BiANOBIA&LHICTIO Ta/abo [oMyCTUMUX MEX roTOBOro MiKapcbKoro
KOHTeliHepi CTIO "dapmaLeBTnyHa 3aco0y (BU/TyYEHHS HE3HAYHOIO NOKa3HUKa
n1acTMacoBoMmy; no "dapmaLeBTu KoMnaHis (Hanpuviknag, 3acTapinoro NokasHUka, Takoro sk
1 KOHTelHepy B YHa KOMnNaHis "3g0pos'a” 3anax Ta cMak, abo igeHTudikaLis 6apBHUKIB Ym
KapTOHHI kKOpooLyj; "3popos's” CMaKoBUX J06aBOK))
no 10 TabneTok y
6nictepi, no 5 abo
10 6nicTepiB y
KapPTOHHI KOpo6LL
145. MEPTEHIN TabneTkun, BKPUTI BAT "lepeoH YropuwuHa BMPOGHMLITBO, YropumHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3a UA/11705/01/02
NAiBKOBOO PixTep" KOHTPO/Ib SKOCTI 3MiHu |l TURy - 3MiHK Wopo 6e3nekn/edeKTUBHOCTI peyenmom

060/10HKO, N0 5 Mr
no 10 TabneTtok y
6nictepi; no 3
6nictepu B

Ta BUNYCK cepil:
BAT "TepeoH
Pixtep"

Ta (hapmakoHarnsgy. BHeceHHs abo 3miHa(u) Ao
3060B's13aHb Ta YMOB BUaui peecTpadiiiHoro
noCBiAYEeHHS, BKIoYaoun MnaH ynpasiHHA

pU3MKamu (3acTocyBaHHs 3MiH(1), ski(a)
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Ne n/n

Ha3ssa
NliKapcbKo20
3acoby

Popma surnycky
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

Kpaina

Bupo6HuUK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjiliHo2o
nocsioYeHHs

KapTOHHI ynakoBLi

B/MaratoTb(€) NofanbLioro 06rpyHTyBaHHS HOBUMU
[0[AaTKOBMM JaHUMK, L0 MaloTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMAaraeTbCs
CyTTEBA OLLiHKA KOMMETEHTHUM OpPraHom) -
BrkoHaHHS 3060B'A3aHb BIAMNOBIAHO A0 MiANYHKTY
1.13 nyHkTy 1, nignyHkTy 2.3 NyHKTY 2 gogatky 15
0 MNopagaky NpoBeAeHHs1 ekcnepTusn
peecTpauiiiHMx MaTepianis Ha Nikapcbki 3acobum, Lo
noAaloTbCA Ha AepXaBHy peecTpaLiiio
(nepepeecTpadito), a TakoX ekcnepTnsn marepianis
MPO BHECEHHSA 3MiH [0 peecTpaljiiHuX maTtepianis
NPOTAroMm fii peecTpauiiiHoro NocBigYeHHs,
3aTBepAxeHoro Hakaszom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakasy MO3 Big 23.07.2015 Ne
460).

146.

MEPTEHIN

TabneTkn, BKPUTI
NAiBKOBOO
o0600HKoto, Mo 10
Mmr no 10 TabneTok y
6nictepi; no 3
6nictepu B
KapTOHHI ynakoBLi

BAT "TepeoH
PixTep"

YropLmHa

BMPOBHULTBO,
KOHTPO/b SKOCTI
Ta BUNYCK cepil:

BAT "TepeoH

Pixtep"

YropLmHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3Minn |l TURY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta dpapmakoHarnsgy. BHeceHHsi abo 3miHa(un) oo
3060B'A13aHb Ta YMOB Buaui peecTtpadliiiHoro
noceigyeHHs, Bkoyaroun MNMnaH ynpasniHHA
pusrKamu (3acTocyBaHHsA 3MiH(1), Aki(a)
B/MaratTb(€) NofanbLIOro 06rpyHTyBaHHA HOBUMU
[0[AaTKOBUM JaHuMK, L0 MaloTb HagasaTucs
KOMMETEHTHUM OpraHoM, OCKifIbKN BUMaraeTbCs
CYTTEBA OL|iHKa KOMMETEHTHUM OpraHom) -
BrkoHaHHS 3060B'A3aHb BiANOBIAHO A0 MiANYHKTY
1.13 nyHKTY 1, nignyHKTY 2.3 NyHKTY 2 gogatky 15
o Mopaaky NpoBefeHHA ekcnepTuan
peecTpauiiniHMx MaTepianis Ha Nikapcbki 3acobum, Lo
noAalnTbCsA Ha AepXasBHy peecTpauiio
(nepepeecTpadito), a TakoX ekcnepTnsn marepianis
MPO BHECEHHS 3MiH [0 peecTpavljiiiHuX maTtepianis
NpOTAroMm fii peecTpauiiHoro NocBig4YeHHs,
3aTBepAxeHoro Hakasom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460).

3a
peyenmom

UA/11705/01/03

147.

MEPTEHIN

TabneTku, BKPUTI
NAiBKOBOO
060/10HKo0, Mo 20
Mr no 10 TabneTok y
6nictepi; no 3
6nictepu B
KapTOHHI ynakoBLi

BAT "TeieoH
PixTep"

YroplmHa

BMPOGHULITBO,
KOHTPO/b AKOCTI
Ta BUNYCK cepil:

BAT "lepeoH

PixTep"

YropLumHa

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHun Il TMny - 3MiHK Woa0 6e3nekn/eddekTUBHOCTI
Ta dpapmakoHarnsgy. BHeceHHsi abo 3miHa(n) o
3060B'A13aHb Ta YMOB BUaui peecTpadiiiHoro
NoCBiAYeHHS, BKIoYaoun MnaH ynpasiHHA
pusmKamu (3aCTocyBaHHs 3MiH(1), ski(a)
BMMaraloTb(€) NoAasIbLLOro 06r'pYHTYBaHHSA HOBUMM
[0[aTKOBUM AaHVMK, O MaloTb HagasaTucs
KOMNETEHTHUM OpPraHoM, OCKi/IbK/ BUMAaraeTbest

3a
peyenmom

UA/11705/01/04
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
CyTTEBA OLLiHKA KOMMETEHTHUM OpPraHom) -
BrkoHaHHA 3060B'A3aHb BIAMNOBIAHO A0 MiANYHKTY
1.13 nyHkTy 1, nignyHkTy 2.3 NyHKTY 2 gogatky 15
[0 MNopaaky NpoBeAeHHs1 ekcnepTusn
peecTpauiiiHMx MaTepianis Ha Nikapcbki 3acobum, Lo
noAaloTbCA Ha iepXXaBHy peecTpaLiiio
(nepepeecTpadito), a TakoX ekcnepTnsn marepianis
MPO BHECEHHSA 3MiH [0 peecTpaliiniHuX maTtepianis
NPOTAroMm fii peecTpauiiHoro NocBigYeHHs,
3aTBepAxeHoro Hakaszom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakasy MO3 Big 23.07.2015 Ne
460).
148. METOMNPO/O | Tabnetku no 50 mr AT "3eHTiBa" CnoBaubka | BUMPOGHMLTBO 13, CnoBaubka BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/4348/01/01
N 3EHTIBA Ne 50 (10x5): no 10 Pecny6nika nepBuHHE Ta Pecny6nika/ 3MiHK | TNy - 3MiHa NnapameTpiB cneumdikauin peyernmom
TabneTok y 6nictepi; BTOPVIHHE Yecbka Ta/abo [oNyCTUMUX MEX rOTOBOTO N1iKapCbKOro
no 5 6nictepis y nakyBaHHs, Pecny6nika 3acoby; CynyTHS 3MiHa: 3MiHa y MeTofax
KapTOHHI Kopoo6Li KOHTPO/b Ta BMMNPOGYBaHHSA rOTOBOrO MiKapCbKOro 3acoby - 3MiHM
BUNYCK cepiii: AT no nigpo3giny 3.2.P.5.1. Cneuundpikauis(-1)
"CaHeka mMarepianis peecTpaLiiHoro A0Cbe 3a NOoKa3HMKOM
dapmacbloTikans”, «OfHopIgHICTb f030BaHMX 0auHULBL» (EP 2.9.40)
Cnosaubka
Pecnyb6nika;
TOB "3eHTiBa",
Yecbka
Pecnyb6nika;
BTOPUHHE
nakysaHHsa: OITA
BVMPOGHWYMIA
Koonepartus
iHBanigis, Yecbka
Pecny6nika
149. METOTPEKC PO34MH ONs iH'EKLN, TEBA I3painb dapmaxewmi b.B. HigepnaHgn BHECEHHS 3MiH A0 peecTpayiiHux maTtepiasiis: 3a UA/9609/01/01
AT-TEBA 25 Mr/mnno 2 mMny $apmaueBTika 3MiHU | TUNY - 3MiHW [0 IHCTPYKLUiT 4518 MeAnYHOro peyenmom
chnakoHi, no 1 n lHaacTpi3 3acToCyBaHHA y po3ginu: "B3aemogis 3 iHwWuMu
chnakoHy B KOPOOLi nrta. Nikapcbkumm 3acobamu Ta iHLWi BUAM B3aEMOgjin",
"Ocob6NMBOCTI 3aCTOCyBaHHSA", "34aTHICTb BNMBATU
Ha LWUBUAKICTb peakuii Npu kepyBaHHi
aBTOTPAHCMOPTOM ab0 iHLWIMMU MexaHiamamu',
"Cnoci6 3acTocyBaHHS Ta fo3u" (iHhopmaLis 3
6e3neku), "MepenosysaHHA", "Mo6iYHI peakuii”
BiAMOBIAHO 4O OHOBMEHOT iHChopMaLii 3 6e3nekn
Airo4oi pevoBuHY. BBeAeHHA 3MiH npoTsarom 3-x
MicsLiB nicnsa 3aTBepAKeHHSA
150. MIKAMIH MOPOLLIOK ANt Actennac HigepnaHgy | BMPOGHUK roTOBOT AnoHist/ IpnaHgis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 3a UA/12073/01/01
NpUroTyBaHHsA $apma Opon niKkapcbKoi hopmMun 3MiHu |l TNy - 3MiHW A0 IHCTPYKLUIT A58 MeAUYHOro peyenmom
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
pPO34MHY AN B.B. (Bci cTapgji 3aCTOCYBaHHSA [0 po3ainiB "dapmakonoriyHi
iHdpysivi no 50 mr; 1 BMPO6GHULTBA, BnacTmBocTi", "Cnoci6 3acTocyBaHHs Ta fosu",
h/1aKOH 3 MOPOLLKOM hacyBaHHA y "MepenosyBaHHsa". BBegeHHA 3MiH NPOTAromM 6-Tn
Y KapTOHHIli kopobLi NepBUHHY MicsauiB nicnAa 3aTBepaAKeHHs
ynakoBKy):
Actennac ®apma
Tex Ko., iTa,
3aBop, Takaoka,
AnoHis;
nakyBasIbHUK
(BTOPUHHA
yrakoBKa),
BUMNYyCKaUmii
KOHTPO/b:
Actennac IpnaHg
Ko. fitg, Ipnangis
151. MIKAMIH NOpPOLLOK AN Actennac HigepnaHgm BMPOGHWK roTOBOT AnoHis/ IpnaHgis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/12073/01/02
NpUroTyBaHHsA $apma HOpon nikapcbKoi hopMun 3MiHu |l TUNY - 3MiHW [0 IHCTPYKLUIT 418 MeAUYHOTro peyenmom
pPO34nHYy N B.B. (Bci cTagji 3aCTOCYBaHHSA [0 po3ainiB "dapmakonoriyHi
iHdhysili no 100 mr; 1 BMPOGHULTBA, BnacTmBocTi", "Cnocib 3acTocyBaHHs Ta fosu",
hN1akoH 3 MOPOLLUKOM hacyBaHHA y "Mepeno3yBaHHA". BBegeHHsA 3MiH NPOTArom 6-tn
Y KapTOHHIli kopobLi NepBUHHY micaUiB nicnA 3aTBepAKeHHSA
yMakoBKy):
Actennac ®apma
Tex Ko., iT4,
3aBop, Takaoka,
AnoHis;
nakyBasIbHUK
(BTOPUHHA
yrnakoBka),
BUMNYyCKatUmii
KOHTPO/b:
AcTennac IlpnaHg
Ko. fita, Ipnangis
152. MIKAPONC® Tabnetkn no 80 mr BepiHrep HimeuunHa BepiHrep HimeuunHa/ BHECEHHS 3MiH A0 peecTpayiiHnx maTtepiaiis: 3a UA/2681/01/01
no 7 TabneTtok y IHrenbxainm IHrenbxaim peuis 3MiHM | TUny - 3MiHK Woao 6e3neku/edheKTUBHOCTI peyenmom
6nicTepi; no 2 abo IHTEepHeLUHN dapma 'v6X i Ko. Ta chapmakoHarnsgy. BeegeHHs abo 3MiHu o
no 4 6nictepu B m6X K, HimeuunHa,; y3araslbHeHUX gaHux npo cuctemy

KapTOHHIA Kopoo6Li

BepiHrep
IHrenbxaiim Ennac
A.E., l'peuis

thapmakoHarnsgy (BBeAEHHS y3arasibHeHrX JaHux
npo cuctemy hapmakoHarnsgy, amiHa
YNOBHOB&XEHOT 0CO6M, BiANOBiZa/IbHOI 3a
3[iiCHEeHHSs1 hapMakoHarnsay; KOHTakTHOI ocobu 3
hapmakoHarnsgy 3asiBHUKa 415 34iCHEHHS
hapmakoHarnisagy B YKpaiHi, SKLLO0 BOHA BigMiHHa
Bi[] yNOBHOBaXKEHOI 0Cc0o6M, BiANoBiganbHOI 3a
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
3[jiCHEeHHs1 hapMakoHarsay (BkIUakum
KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0cobMu,
BignoBiga/IbHOI 3a hapmakoHarnsg
153. MIKAPAMCH Tabnetku, 40 BepiHrep HimeyunHa BMPOGHMLITBO, HimeyunHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 3a UA/0465/01/01
nroce Mmr/12,5 mr no 7 IHrenbxainm nepBrHHe Ta peuis 3MiHu | TUny - 3MiHK Woao 6e3nekn/edekTUBHOCTI peyenmom
Tabnetok y 6nictepi; IHTEepHeLwHN BTOPUHHE Ta chapmakoHarnsgy. BeegeHHs abo 3miHu o
no 4 6nictepuny m6X nakyBaHHs, y3ara/ibHeHNX JaHux Npo cucTemy
KapTOHHIA Kopoo6Li KOHTPO/Ib AKOCTI hapmakoHarnsgy (BBeAeHHS y3araslbHEHUX AaHUX
Ta BUNycK cepil: npo cuctemy hapmakoHarnsgy, smiHa
BepiHrep YyNOBHOBaXeHOI 0cobu, BiANoBiganbHOT 3a
IHrenbxaim 3pjiicHeHHs hapmakoHarnagy; KOHTaKkTHOT ocobu 3
dapma 'v6X i Ko. hapmakoHarnsgy 3asiBHUKa 415 34iCHEHHSN
K, HimeuunHa, thapmakoHarnagy B YKpaiHi, AKLO BOHA BigMiHHa
BepiHrep BiJ, yNOBHOBaXeEHOI 0c0o6W, BignoBigansHoi 3a
IHrenbxanm Ennac 34ilicHeHHs dhapMakoHarnagy (Bkovaloun
A.E., l'peuis KOHTaKTHi faHi) Ta/abo 3MiHN Y pO3MilLEeHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHuX YNOBHOBaXXeHOT ocobw,
BifnoBigaNbLHOI 3a hapmakoHarnsg
154. MIKAPAUCH Tabnetku, 80 BepiHrep HimeuunHa BMPOGHULITBO, Himewunna/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/0465/01/02
noce Mmr/12,5 mr no 7 IHrenbxanm nepBrHHE Ta Ipeuis 3MiHK | TNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI peyenmom
TabneTok y 6nictepi; IHTepHeLUHN BTOPVIHHE Ta hapmakoHarnsgy. BeegeHHsa abo 3miHn o
no 4 6nictepu y 6X nakyBaHHs, y3araslbHeHuUX faHunx npo cuctemy
KapTOHHI KOpOOL; KOHTPO/Ib SAKOCTi hapMakoHarnsay (BBeAEHHS y3araslbHEHUX JaHUX
Ta BUMYyCK cepii: npo cucTemy dpapmakoHarnsgy, 3mMiHa
BepiHrep YNOBHOBaXEHOT 0co6MU, BiANOBiAaIbLHOI 3a
IHrenbxainm 3[iiCHEHHST (hapMakoHarnsa4y; KOHTakTHOT 0cobu 3
dapma 'm6X i Ko. hapmakoHarnsgy 3asiBHUKa A5 34iCHEHHS
K, Himewunna; hapmakoHarnsgy B YKpaiHi, Ko BOHa BifMiHHA
BepiHrep Bi[] yNMOBHOBaXXEHOI 0CO6W, BignoBiganbHOI 3a
IHrenbxaiim Ennac 3fiicHeHHs thapmakoHarnagy (Bkvarym
A.E., Ipeuis KOHTaKTHi faHi) Ta/abo 3MiHU Yy PO3MiLLLeHHI MacTep-
thaiina cuctemun chapmakoHarnisgy) - 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHOI 0cobMu,
BignoBiAasIbHOI 3a hapmakoHarnsg
155. MIOPUKC® Kancysm Takepga 'm6X HimeuunHa nepBuHHA Ta Monbwa/ CLUA BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiaslis: 3a UA/14641/01/02
NPOSIOHroBaHoi Aji BTOPWHHA 3MiHM | TUny - 3MiHK 3 AKOCTi. OTOBWIA NiKapCbKuii peyenmom

TBepai no 30 Mr no
14 kancyny
6nictepi; no 1
6nictepy y
KapTOHHI KopooLi

ynakoBka, [j03BifN
Ha BUMYCK cepii:
Takepa dapma
Cn. 3 0.0.,
MonbLa;
BMPOGHMLTBO

3aci6. KoHTposib fONOMDKHUX peYOBUH (iHLWI 3MiHWM) -
He3HauHi 3MiHW y po3gini 3.2.P.4. KoHTponb
[LONOMIXHUX PEYOBWH




105

Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
Hepo3dghacoBaHoT
npoaykuii: Agape
dapmacbloTikans,
IHK., CLLA
156. MIPAMNEKC® Tabnetkn no 0,25 mr BepiHrep HimeuunHa BepiHrep HimeuyunHa BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiais: 3a UA/3432/01/01
no 10 TabneTok y IHrenbxainm IHrenbxainm 3MiHM | TUny - 3MiHK Woao 6e3neku/edheKkTNBHOCTI peyenmom
6nictepi; no 3 IHTEpHEeLUHN dapma MvbX i Ko. Ta (hapmakoHarnsagy. BeegeHHs abo 3miHn o
6nictepu B 6X K y3arasibHeHVX AaHunx nNpo cuctemy
KapTOHHI KopooLi hapmakoHarnagy (BBefeHHs y3araslbHeHUX JaHuX
npo cucTemy dhapmakoHarnsgy, 3mMiHa
YNOBHOB&XEHOT 0CO6M, BiANOBIAaIbHOT 3a
3fjiicCHeHHs chapmakoHarnagy; KOHTakTHOT ocobu 3
thapmakoHarnsay 3asBHUKa 415 34iACHEHHS
thapmakoHarnisgy B YKpaiHi, SKLLO0 BOHA BigMiHHa
BiZl yNOBHOBaXeHOI 0co6M, BiANOBIAa/IbHOI 3a
3[jicCHeHHs1 hapMakoHarsay (BkIyakum
KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
KOHTaKTHUX A@aHnX YNOBHOBaXKEHOI 0CO6MU,
Bif4noBifa/IbHOI 3a dhapmakoHarnsg
157. MIPANEKC® Tabnetku no 1 mr no BepiHrep HimeyunHa BepiHrep HimeuyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3a UA/3432/01/02
10 TabneTtoK y IHrenbxaiim IHrenbxaim 3MiHM | TUny - 3MiHK WoAo 6e3neku/ethekTUBHOCTI peyenmom
6nictepi; no 3 IHTEpHELUHN dapma N'vbX i Ko. Ta hapmakoHarnsgy. BeegeHHs abo 3miHn go
6nictepu B 6X KI y3arasibHeHUX AaHux Npo cuctemy
KapTOHHiiA KOpo6Li thapmakoHarnagy (BBefeHHs y3arasibHeHX faHux
npo cucTemy dpapmakoHarnsgy, 3miHa
YyNOBHOBaXeHOI 0cobu, BiANoBiAaNbHOT 3a
3[jiicCHeHHs1 hapmakoHarnaay; KOHTaKkTHOT ocobu 3
thapMakoHarnisgy 3asiBHUKa 4151 34iINCHEHHS
thapmakoHarnagy B YkpaiHi, AKLO BOHA BigMiHHa
Bifl yNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI 3a
3iicHeHHs dpapMakoHarnisgy (Bkovaloun
KOHTaKTHi AaHi) Ta/abo 3MiHN Y pO3MilLEeHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AiaHNX YNOBHOBaXKEHOI 0cobu,
Bif4noBiganNbHOI 3a hapmakoHarnsg
158. MIPAMNEKC® TabneTtkun, BepiHrep HimeyunHa BepiHrep HimeuyunHa BHECEHHS 3MiH [0 peecTpavjiitHux maTepianis: 3a UA/3432/02/01
na NPOJIOHroBaHoI A, IHrenbxanm IHrenbxainm 3MiHM | TUny - 3MiHK Woao 6e3neku/edhekTNBHOCTI peyenmom
no 0,375 mr no 10 IHTEepHEeLUHN $apma N'vbX i Ko. Ta (papmakoHarnsgy. BeegeHHs abo 3MiHn go
TabneTtok y 6nictepi, 6X KIr

no 3 6nictepu B
KapTOHHIA Kopoo6Li

y3arasibHeHUX AaHVX NPo cUcTeMy
chapmakoHarnsgy (BBefieHHs y3araslbHeHUX faHuX
npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOB&XEHOT 0CO6MU, BiANOBiAaIbHOI 3a
3[jiicHeHHs hapMakoHarisa4y; KOHTaKTHOI 0co6u 3
chapmakoHarnsay 3asaBHUKa 415 34iCHEHHS
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
thapmakoHarnagy B YkpaiHi, KL BOHa BigMiHHa
BiZl yNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI 3a
3AjiCHeHHs1 hapMakoHarisay (BkIYakum
KOHTaKTHi fjaHi) Ta/abo 3MiHU y PO3MiLLLeHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI 0cobU,
Bif4noBiAa/IbHOI 3a hapmakoHarnsg
159. MIPAMNEKC® TabneTkn BepiHrep HimeuunHa BepiHrep HimeuyunHa BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiais: 3a UA/3432/02/02
na NPOIOHroBaHoi Aji IHrenbxanm IHrenbxainm 3MiHM | TUny - 3MiHK Woao 6e3neku/edhekTNBHOCTI peyenmom
no 0,75 mr no 10 IHTEpHEeLUHN dapma MvbX i Ko. Ta hapmakoHarnsgy. BeegeHHs abo 3miHn o
Tabnetok y 6nictepi, 6X KI y3araslbHeHUX AaHunx Npo cuctemy
no 3 6nictepu B hapmakoHarnagy (BBefeHHs y3araslbHeHUX JaHuX
KapTOHHIA Kopoo6Li npo cuctemy papmakoHarnsgy, amiHa
YNOBHOB&XEHOT 0CO6MU, BiANOBiZaIbHOT 32
3fjiiicCHeHHs hapmakoHarnagy; KOHTakTHOT ocobu 3
thapmakoHarnsay 3asaBHuKa 415 34iACHEHHS
thapmakoHarniagy B YKpaiHi, SKLLO0 BOHA BigMiHHa
BiZl yNOBHOBaXeHOI 0co6M, BiANOBIAa/IbHOI 3a
3[jicHeHHs1 hapMakoHarsay (BkIyakum
KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
KOHTaKTHUX A@aHNX YNOBHOBaXKEHOI 0CcobMU,
Bif4noBifa/IbHOI 3a dhapmakoHarnsg
160. MIPANEKC® Tabnetku BepiHrep HimeyunHa BepiHrep HimeuyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiais: 3a UA/3432/02/03
na NPONIOHrOBaHOI Aji IHrenbxaim IHrenbxaim 3MiHu | TUny - 3MiHK Woao 6e3nekn/edekTUBHOCTI peyenmom
no 1,5 mr no 10 IHTEpHELUHN dapma N'vbX i Ko. Ta hapmakoHarnsgy. BeegeHHs abo 3miHm go
Tabnetok y 6nictepi, v6X KI y3arasibHeHUX AaHux Npo cuctemy
no 3 6nictepu B thapmakoHarnagy (BBefeHHs y3arasibHeHVX faHux
KapTOHHI KOpOOL; npo cuctemy hapmakoHarnsgy, amiHa
YyNOBHOBaXeHOI 0cobu, BiANOBiAaNbHOT 3a
3[jiicCHeHHs hapmakoHarnaay; KOHTaKTHOT ocobu 3
hapMakoHarniagy 3asiBHUKa 4151 34iINCHEHHS
thapmMakoHarnagy B YkpaiHi, KO BOHA BigMiHHa
Bifl yNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI 3a
3ilicHeHHs dhapMakoHarniagy (Bkovaoun
KOHTaKTHi AaHi) Ta/abo 3MiHM Y pO3MilLEeHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) - 3miHa
KOHTaKTHWUX AiaHNX YNOBHOBaXKEHOI 0cobu,
Bi4noBifaNbHOI 3a hapmakoHarnsg
161. MOBA/IC® Tabnetku no 7,5 mr BepiHrep HimeyunHa BepiHrep HimeuunHa/ BHECEHHS 3MiH [0 peecTpavjiitHux maTepianis: 3a UA/2683/02/01
no 10 TabneTok; no IHrenbxainm IHrenbxainm pevis 3MiHM | TUny - 3MiHK Woao 6e3neku/edhekTNBHOCTI peyenmom
2 6nictepu B IHTEepHeLUHN $apma N'vbX i Ko. Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHn o
KapTOHHi Kopoo6Li 6X K, HimeuuunHa,;

BepiHrep
IHrenbxaiim Ennac

y3arasibHeHNX AaHux Npo cuctemy
chapmakoHarnsigy (BBeAEHHS y3arasibHEHNX AaHKX
npo cucTemy dpapMakoHarnsgy, amiHa
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
A.E., Ipeuis YNOBHOB&XEHOT 0cO6MU, BiANOBiAaIbHOI 3a
3[jiicCHEHHs hapMakoHarnsgy; KOHTaKTHOI 0co6u 3
hapmakoHarnsgy 3asiBHUKa AN5 34iCHEHHS
thapmakoHarnagy B YkpaiHi, KO0 BOHa BigMiHHa
BiZl YNOBHOB&XeHOI 0CO6M, BiANOBIAA/IbHOI 3a
3AjiCHeHHs1 hapMakoHarisay (BKIYakun
KOHTaKTHi faHi) Ta/abo 3MiHU y PO3MiLLLeHHI MacTep-
thaiina cuctemmn chapmakoHarnisgy) - 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHOI 0cobu,
Bi4noBigasIbHOI 3a hapmakoHarnsg
162. MOBANIC® Tabnetkun no 15 mr BepiHrep HimeuunHa BepiHrep HimeuunHa/ BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiais: 3a UA/2683/02/02
no 10 TabneTok; no IHrenbxainm IHrenbxainm peuis 3MiHM | TUny - 3MiHK Woao 6e3neku/edheKkTNBHOCTI peyenmom
1 a6o 2 6nictepu B IHTEpHEeLUHN dapma MvbX i Ko. Ta hapmakoHarnsagy. BeegeHHs abo 3miHm o
KapTOHHI Kopoo6Li 6X Kr, Himeuwunna; y3arasibHeHVX AaHunx nNpo cuctemy
BepiHrep chapmakoHarnsgy (BBeieHHs y3arasibHeHUX faHuX
IHrenbxaiim Ennac npo cucTemy dhapmakoHarnsgy, 3mMiHa
A.E., l'peuis YNOBHOB&XEHOT 0CO6MU, BiANOBIAaIbHOT 32
3fjiiicCHeHHs chapmakoHarnagy; KOHTakTHOT ocobu 3
thapmakoHarnsgy 3asaBHuKa 415 34iACHEHHS
thapmakoHarnisgy B YKpaiHi, SKLLO BOHA BigMiHHa
BiZl yNOBHOBaXeHOI 0co6MU, BiANOBIAa/IbHOI 3a
3[jicHeHHs1 hapMakoHarsay (BkIuakum
KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3MmiHa
KOHTaKTHUX A@aHNX YNOBHOBaXKEHOI 0Cco6MU,
Bif4noBifa/IbHOI 3a dhapmakoHarnsg
163. MOBANIC® PO3YUH ANS iH'EKLN, BepiHrep HimeyunHa BMPOGHULITBO Ta IcnaHis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3a UA/2683/03/01
15 mr/1,5 mn, no 1,5 IHrenbxaim nepBuHHe 3MiHu | TUny - 3MiHK Woao 6e3nekn/edekTUBHOCTI peyenmom
My amnyni; no 5 IHTepHeLUHN nakyBaHHS: Ta hapmakoHarnsgy. BeegeHHsa abo 3miHun o
amnyn B KapTOHHIl m6X BepiHrep y3arasibHeHUX AaHvX Npo cucTemy
Kopoo6Li IHrenbxaim thapmakoHarnagy (BBefeHHs y3arasibHeHX faHux
EcnaHa, CA, npo cucTemy dpapmakoHarnsgy, 3miHa
IcnaHisi; BTOpYHHE YNOBHOBaXeHOI 0cobu, BifNoBiAaNbHOT 3a
nakyBaHHs, 3[iiCHEHHs1 (hapMakoHarnaay; KOHTakTHOT ocobu 3
KOHTPO/Ib SAKOCTi hapMakoHarniagy 3asiBHUKa 4151 34iINCHEHHS
Ta BUNYCK cepil: thapmakoHarnagy B YkpaiHi, AKLO BOHA BigMiHHa
Bepinrep Bifl yNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI 3a
IHrenbxainm 3iicHeHHs dpapMakoHarisgy (Bkovaloun
EcnaHa, CA, KOHTaKTHi AaHi) Ta/abo 3MiHN Y pO3MilLEeHHI MacTep-
IcnaHis (haiina cuctemu chapmakoHarnsgy) - amiHa
KOHTaKTHWUX AiaHNX YNOBHOBaXKEHOI 0cobu,
Bif4noBigaNbHOI 3a hapmakoHarnsg
164. MOBEKC® TabneTkun, BKPUTI Mosi Xenc LBeliuapis MegiTton YropuwmHa/ IHgis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3a UA/10205/01/01
AKTUB o6onoHkoto, no 30 6X dapmacbloTikan 3MiHu | TURY - AgMIHICTPATUBHI 3MiHW. BunyyeHHs peyenmom
abo 60 TabneTok y nrta., BMPOBGHUYOT AiNbHULI (BKNKOYAKYM AiNTbHULI ANs
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
nnsawui; no 1 YropwuHa, A®|, NpoMiXHOro NpoAykTy abo rotoBoro
NAAWUI B KAPTOHHIMN Casa Xenckea NikapcbKoro 3acoby, AibHNLi AN NPOBEAEHHS
ynakoBLyj; nrp, nakyBaHHs, BUPOOHWKa, BigMNOBifaIbHOTO 3a BUMYCK
IHais cepiid, MicLle NpoBeAEHHSI KOHTPOSO cepii) abo
noctayasibHUKa BMXiZHOrO MaTepiany, peareHty abo
[OMOMDKHOT PEYOBVHY (SIKLLIO 3a3HAYEHO Y AOCHE)
BW/TYYEHHS1 BUPOOHNYMX Ai/TbHULL. BBEAEHHS 3MiH
NpoTArom 6-Tn MicALIB NiCNA 3aTBEPMKEHHS. 3MiHN
| Tuny - 3miHK Woao 6e3nekn/edhekTNBHOCTI Ta
thapmakoHarnagy (iHwi 3miHn) - 3amiHa TeKCTy
MapKyBaHHS yMakoBKM fiKapCbKoro 3acoby
BiANOBIAHO A0 BUMOr Haka3dy MO3 YkpaiHn Ne 460
Big 23.07.2015 p. BBeAeHHS 3MiH NPOTArom 6-1u
MicsILiB MiCNs 3aTBEPAKEHHS
165. MOBEKC® TabneTku, BKPUTI Mosi Xenc LBeiiapis Megiton YropwmHa/ IHgis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiaslis: - UA/10206/01/01
AKTU/B 060/10HKOH, in bulk: X PapmacbloTikas 3MiHu | TUNY - AOMIHICTPaTUBHI 3MiHW. BunyyeHHs
no 1000 TabneTok y nra., BMPOGHNYOI AinbHUL (BKIHOYAKOUN AiNbHNL ANs
noagiliHomy YropwuHa, A®I, npomiXHOro NpoaykTy abo rotoBoro
nonieTuneHoBoMy CaBa Xesickea nikapcbKoro 3acoby, AiNbHULI ANS NPOBEeAEHHS
naketi y 6aHuj; no 1 nra, nakyBaHHs, BUPOOHWKa, BigNOBifaIbHOTO 3a BUMYCK
6aHLi B KApTOHHIl IHAis cepiiA, MmicLie NpoBeAEeHHS KOHTPOSIO cepii) abo
KopoobLi noctavyanibHUKa BMXiZHOrO MaTepiany, peareHTy abo
[OMOMDKHOT PEYOBMHY (SIKLLIO 3a3HAYEHO Y AOCHE)
BU/TYYEHHS BUPOOHNYMX fiNbHULL. BBEAEHHS 3MiH
NPOTArom 6-Tv MiCAILiB MiCNs 3aTBEPIKEHHS. 3MiHN
| Tuny - 3miHK Woao 6e3nekn/ehekTnBHOCTI Ta
thapmakoHarnagy (iHwi 3mMiHn) - 3amiHa TeKCTy
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby
BiANOBIAHO A0 BUMOr Hakasy MO3 YkpaiHn Ne 460
Big 23.07.2015 p. BBeAeHHA 3MiH NPOTArom 6-Tu
MiCALIB MiC/A 3aTBEPAKEHHS.
166. MYKANTUH® | TabneTkun XyBasibHi NAT Ykpaina NAT YkpaiHa BHECEHHS 3MiH A0 peecTpayiiHux maTtepiasiis: 6e3 UA/1982/01/01
DPOPTE no 100 mr no 10 "lanuucapm" "Kuismegnpenapa 3MiHM | TUny - 3MiHa napameTpiB cneuudikawii peyenma
Tabnetok y 6nictepi; T Ta/abo foMyCTUMUX MEX roTOBOro MiKapcbKoro
no 2 aéo 10 3acoby
6nicTepiB y nayui
167. MYKANTUH® | Tabnetku XyBasibHi NAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH [0 peecTpavjiitHux maTepianis: 6e3 UA/1982/01/01
®OPTE no 100 mr no 10 "Tannucapm" "KniBmegnpenapa 3MiHM | TURY - 3MiHa B ymoBax 36epiraHHs Ad| peyenma
Tabnetok y 6nictepi; T
no 2 a6o 10
6nicTepiB y navui
168. MYKANTUH® | Tabnetku xyBasibHi NAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasnis: 6e3 UA/4038/01/01
®POPTE 3 no 10 TabneTtok y "Tanuuchapm” "KviBmegnpenapa 3MiHK | TUNy - 3MiHa NnapameTpiB cneumdikauin peyenma
BITAMIHOM 6nicTepi, no 2 abo T Ta/abo [oMyCTUMUX MeX roTOBOro MikapCbKoro
C 10 6nicTepiB B nayuj

3acoby
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
169. MYKANTUH® | Tabnetku xyBasibHi NAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/4038/01/01
®OPTE 3 no 10 TabneTok y "Tannucapm" "Kuismegnpenapa 3MiHM | TUNY - 3MiHa B ymoBax 36epiraHHs Ad| peyenma
BITAMIHOM 6nicTepi, no 2 abo T
C 10 6nicTepiB B nayuj
170. HA3ANIOHI® | cnpeli Ha3aNbHWiA, TOB YkpaiHa TOB "Mikpodchapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 6e3 UA/10620/01/01
no3oBaHuii 0,05% "BAJTAPTIH 3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa peyenma
no 10 r y dpnakoHi; PAPMA" HallMeHyBaHHs Ta/abo agpecy 3asiBHVKa (BNacHuKa
no 1 cpnakoHy y peecTpavuiiiHoro noceigveHHs) 3miHa agpecu
nauui 3asBHMKa (BNacHyKa peecTpaLiiHoro NocBig4YeHHs)
BBEJEHHS 3MiH NPOTAroM 3-X MicsLiB nicns
3aTBEPAKEHHS
171. HA3IK® cnpeii HasasIbHUIA, Kaccenna-mep HimeyunHa Knoctepdpay HimeuyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 6e3 UA/9132/01/01
po3yuH no 10 mny 'M6X eHp Ko. Bepnin M'm6X 3MiHM | TUny - 3MiHK WoAo 6e3neku/ehekTUBHOCTI peyenma
dnakoHi, no 1 KI Ta hapmakoHarnsgy. BeegeHHs abo 3miHm go
chnakoHy pa3om 3 y3arasibHeHNX AaHvX Npo cucTemy
Hacafkow ans thapmakoHarnagy (BBefeHHs y3arasibHeHX faHux
pO3NUNEHHA Y npo cucTemy dpapmakoHarnsgy, 3miHa
KapTOHHI kopobuyj; YyNOBHOBaXeHOI 0cobu, BiANoBiAaNbHOT 3a
no 10 mMn y dp1akoHi, 3[jiicCHEHHS hapMakoHarsa4y; KOHTaKTHOI 0co6u 3
no 1 cpriakoHy 3 hapMakoHarnisgy 3asiBHUKa 4151 34iINCHEHHS
chikcoBaHoO thapmakoHarnagy B YkpaiHi, AKLO BOHA BigMiHHa
Hacagkow ans BiJ, yNOBHOBaXeEHOI 0Cc06M, BignoBigansHoi 3a
PO3NW/IEHHS B 3iicHeHHs dpapMakoHarnisgy (Bkovaloun
KapTOHHIA Kopoo6Li KOHTaKTHi AaHi) Ta/abo 3MiHM Y pO3MilLEeHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
KOHTaKTHOT 0CO6U B YKpaiHi yNOBHOBaXXEHOT 0CO6U
3asBHMKa AN 34iicHeHHs dpapmakoHarnsgy: ditoua
pepakuis — MameTtosa [liHa. MponoHosaHa
pegakuist — KpaBuyH Masno Masnosuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOI 0cobu
172. HA3IK® Ans cnpei HasanbHWiA, Kaccenna-mes | HimeyunHa Knoctepcppay HimeuunHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 6e3 UA/9133/01/01
BITEN po3uunH no 10 mny M6X eHg Ko. BepniH M'm6X 3MiHM | TUny - 3MiHK Woao 6e3neku/edhekTNBHOCTI peyenma
dhnakoHi; no 1 KIr Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHn o

dhnakoHy pasom 3
Hacagkow ans
po3nuNEeHHS y
KapTOHHiiA Kopo6Lj;
no 10 mn y cpnakoHi;
no 1 cpnakony 3
chikcoBaHo0
Hacagkow ans
po3nuNEeHHS B
KapTOHHiiA Kopo6Li

y3arasibHeHUX AaHunx npo cuctemy
chapmakoHarnsgy (BBefieHHs y3araslbHeHUX faHuX
npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOB&XXEHOT 0CO6MU, BiANOBiAaIbHOI 3a
3[jiicHeHHs hapMakoHarisay; KOHTaKTHOI 0co6u 3
thapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
hapmakoHarnagy B YkpaiHi, SKLLO BOHa BigMiHHA
BiZl YyNOBHOB&aXeHOI 0CO6MU, BiANOBIAA/IbHOI 3a
3[jiCHeHHs1 hapMakoHarisay (BKIKYakum
KOHTaKTHi fjaHi) Ta/abo 3MiHW Y PO3MilLEeHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0c06U B YKpaiHi YNOBHOBaXEHOT 0CO6U
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Ne n/n

Ha3ssa
NliKapcbKo20
3acoby

Popma surnycky
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

Kpaina

Bupo6HuUK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjiliHo2o
nocsioYeHHs

3asBHMKa AN 34iicHEHHA papmakoHarnsgy: ditoua
pegakuis — MameTtosa [liHa. MNponoHoBaHa
pepakuis — KpasuyH Masno MNaenosuy. 3miHa
KOHTaKTHUX laHWX KOHTaKTHOI 0co6u

173.

HATAMIUWVH

necapii no 100 mr,
no 3 necapis y
cTpuni; no 1 a6o 2
CTPUNW Y KapPTOHHIl
navyi

NAT
"MoHdpapm"

Ykpaina

MAT "MoHcapm"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHu |l TURYy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta (hapmakoHarnsgy. BHeceHHs abo 3miHa(u) Ao
3060B'13aHb Ta YMOB BMAaui peecTpauiiiHoro
nocBifYeHHs, BKNoYaroun MnaH ynpasniHHA
pusmKamm (3acTocyBaHHS 3MiH(1), ski(a)
BMMaralTb(€) NOAaNbLIOTO 06I'PYHTYBaHHS HOBUMM
[04AaTKOBUM JaHumu, L0 MatoTb HagasaTucs
KOMMETEHTHUM OpraHoM, OCKifIbKM BUMaraeTbCs
CyTTEBA OL|iHKa KOMMETEHTHUM OpraHom) -
BrKoHaHHS 3000B'A3aHb BiAMNOBIAHO A0 MiANYHKTY
1.8.2 nyHkTy 1.8 pogatky 5 o Nopsaky
NpoBefEHHS eKCNepTU3n peecTpauiiHnx matepianis
Ha nikapcbki 3ac0o6m, L0 NOAATLCA Ha AepXaBHY
peecTpadito (nepepeecTpaLiio), a Takox ekcnepTusun
marepianis Npo BHECEHHS 3MiH [0 peecTpauiiHnX
marepianiB NpoTArom fii peecTpauiiHoro
NocBigY€eHHS, 3aTBepAkeHoro Hakazom MO3 Bifg,
26.08.2005 Ne 426 (y pepakuii Hakasy MO3 Big,
23.07.2015 Ne 460)

6e3
peyenma

UA/16372/01/01

174.

HEBIBO/O/1-
TEBA

Tabnetku no 5 Mr no
10 TabneTok y
6nicTepi; no 2 abo
no 3 6nictepu B
KapTOHHI KOpooLj;
no 14 tabnetok y
6nictepi; no 2
6nictepn B
KapTOHHIA Kopoo6Li

AxTasic rpyn
AT

IcnaHgis

BMPOGHULITBO 3a
NOBHUM LMK/IOM:
Axtasic NTA,
MasbTa;
BMPOBGHMLTBO 3a
NOBHUM LMK/IOM:
BankaHdapma-
AynHnusa AT,
Bonrapis

ManbTa/ Bonrapis

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHK | TUNY — 3MiHa aApecu BfacHuka macTep-
thaiina Ha A®| BupobHuuTBa Hetero Drugs Ltd, wo
06YMOB/IEHO OHOB/MIEHHAM MacTep-haiina Ha APl 3
Bepcii AP-00, July 2013 Ha AP-01, July 2015; 3miH®
| TNy - 3MiHa y MeToax BUNpobyBaHHs AdD| abo
BUXifHOro marepiany/npomixxHOro
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoueci BupobHuutea APl - 3miHa mogeni
IHCTPYMEHTY [/19 PEHTTEHOCTPYKTYPHOro
BUNPOoOYyBaHHSA 3 «Riguku» Ha «Bruker», wo
06yMOB/IEHO OHOB/MIEHHSAM MacTep-haiina Ha AdI 3
Bepcii AP-00, July 2013 Ha AP-01, July 2015; 3miHK
| TMNYy - 3MiHa y meTogax BunpobyBaHHA APl abo
BUXIAHOrO MaTepiany/npomixkHOro
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCSA Y
npoueci Bupo6Huutea A®I - amiHa mogeni
IHCTPYMEHTY 411 BUSHAYEHHSA MOHOMETUNaMIHY
MeTof0M iOHHOT xpomatorpadii 3 <METROSEP» Ha
«DIONEX», 1140 06yMOB/IEHO OHOBJ/IEHHSIM MacTep-
chaiina Ha A®I 3 Bepcii AP-01, July 2015 Ha AP-02,

3a
peyenmom

UA/14877/01/01
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
April 2016; 3miHK | TUNY - 3MiHa Y MeTogax
BunpobysaHHA APl abo BMXigHOTO
Marepiany/npoMixXHOro NpoAaykTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y npoLieci BUpo6bHuLTBa AdI -
He3HauHi 3MiHV Y 3aTBepKeHOMY MeTofi
BM3HAYEHHS BMICTY x/10puAiB MoTeHLioMeTpUYHUM
TUTPYBaHHAM, L0 06YMOB/IEHO OHOB/IEHHSAM
macTep-haiina Ha A®| 3 Bepcii AP-01, July 2015 Ha
AP-02, April 2016
175. HEMPWUCIIH- | Ta6neTku, BKpUTI ToBapucTso 3 YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/1178/01/02
3400POB'A NNiBKOBOIO 06MEXEHO0 BMPOGHULTBA, 3MiHK | TUMY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO peyernmom

060/10HKOI0, MO 1 Mr BiANOBigaNbHI KOHTPO/1b SIKOCTI, npvBeLeHHs y BiANOBIAHICTb A0 MoHorpadii AdY
ons TOB CTHO BMNYCK cepil: abo €sponelicbkoi hapmakonei, abo iHLWoi
"papmaueBTnYHa "papmaneBTu ToBapucTBO 3 HaujioHasbHOT dhapmakonei gepxasu E€C (3miHa 'y
KOMNaHis YHa KoOMNaHis 06MeXeHo cneuudikauisix, NoB'A3aHa 3i 3MiHamy B 4dY, abo
"3popos'a": no 10 "3popos's" BiANOBIA&/IbHICTIO €Bponelicbkiin hapmakonei, abo iHLii
Tabnetok y 6nictepi; "®apmavueBTMyHa HavjioHasbHIN thapmakonei gepxasun €C); cynyTHs
no 2 abo no 6 KOMnaHis 3MiHa: 3MiHa y MeTogax BunpobyBaHHs Ad| abo
6nictepiB y "3p0pos'a”, BUXIAHOrO MaTepiany/npomixkHOro

KapTOHHI kopobLyj;
no 100 TabneTtok y
KOHTeliHepi; no 1
KOHTeliHepy B
KapTOHHI kopobuyj;
no 100 TabneTok y
KOHTeliHepax; ans
TOB "®APMEKC
rPYM™ no 10
TabneTtok y 6nicrepi;
no 2 6nictepu y
KapTOHHIA Kopoo6Li

YkpaiHa; BCi cTagii

BMPOGHMLITBA,

KOHTPO/1b AKOCTI:

ToBapucTBO 3
06MeXeHo

BiANOBIA&/IbHICTIO

"®APMEKC

rPYN", Ykpaina

NpoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoueci BUpo6bHuuTBa A®I; 3MiHM | TUNY - NoAaHHSA
OHOB/EHOTO cepTudliKaTa Bif, yXe 3aTBepAXeHOro

BMPOGHMWKA; CyNyTHS 3MiHa: 3MiHa y napameTpax
cneumdikauin Ta/abo 4ONyCTUMUX MEX,
BM3Ha4YeHuX y cneuudpikauisix Ha Adl, abo
BVXiZHWIA/NPOMDKHWIA NpoAyKT/peareHT, Wo
BMKOPUCTOBYHOTbCS Y Mpoueci BupobHuutea AdI -
3MiHa y MeToAax BunpobyBaHHsA APl abo BMXiAHOMO
mMarepiany/npoMiXHOro NpoAaykTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLieci BUpo6HuuTea AdI -
nofaHHsA OHOBJ/IEHOro cepTudikarta BiANOBIAHOCTI
€sponelicbkin dhapmakonei Ne R1-CEP 2002-151-
Rev 05 ana gitoyoi pevoBuHU Bif, BXe
3aTBEPKEHOIO BUPOGHMKA AKWIA 3MIHMB Ha3BY 3
BiANOBIgHMMYM 3MiHamMK B cneumdikauii Ta meTogax
KOHTPOJII0 AKOCTi BUPOGHMKA roTOBOrO NiKapCbKOro
3acoby A4 Ailo4vol pevyoBrHU PucnepuaoH 3a
MOKa3HNKOM «3a/ILLIKOBA KiflbKiCTb OpraHivyHmnX

PO3YMHHWKIB»; 3MiHW | TUMY - NOAAHHSA HOBOrO

cepTugikaTa Bif, HOBOro BUPOBHUKA; CyNyTHS 3MiHA:
3MiHa y napameTpax cneumdikauiin Ta/abo
[OMYCTUMMUX MEX, BUHAUEHUX Yy crieundiikaLisx Ha
A®I, ab0 BUXIgHWIA/NPOMIKHUIA NPOAYKT/peareHT,
LLI0 BUKOPUCTOBYIOTLCS Y NPOLLeCi BUPOGHMLTBA AD|
- 3MiHa y MeTogax BunpobyBaHHs AP| a6o
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
BUXIAHOIO MaTepiany/npomiKHOro
NpoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoueci BupobHuutBa A®I - nogaHHs HOBOTO
cepTudpikaTa BifnoBiAHOCTI EBpoNeiiChKii
thapmakonei Ne R1-CEP 2005-094-Rev 02 gns
[il040i peyoBVHY Bi HOBOTO BUPOGHMKA 3
BiANOBIAHMMU 3MiHaMK y cneundikauii Ta meTogax
KOHTPOJI0 SIKOCTI BUPOGHYKa roTOBOTO iKapCbKOro
3acoby Ana Ailyoi pevoBrHN PrcneprngoH 3a
nokKasHMkamm «3a/ILLKOBA KiflbKiCTb OpraHiyHnx
PO3UMHHNKIBY», «3a/IMLLKOBA Ki/TIbKICTb
KaTanisatopy»
176. HENPUCIIH- | Ta6neTku, BKpUTI ToBapucTso 3 YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/1178/01/03
3400POB'A NNiBKOBOIO 06MEXEHO0 BMPOGHULTBA, 3MiHK | TUMY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO peyernmom
060/10HKOI0, MO 2 Mr BiANOBigaNbHI KOHTPOJ1b SIKOCTI, npvBefeHHs y BiANOBIAHICTb A0 MoHorpadii AdY
ons TOB CTHO BMNYCK cepil: abo €sponelicbkoi hapmakonei, abo iHLWoi
"papmaueBTnYHa "papmaneBTn ToBapucTBO 3 HaujioHasbHOT dhapmakonei gepxasu E€C (3miHa 'y
KOMNaHis YHa KoOMNaHis 06MeXeHOo cneuudikayisix, NoB'A3aHa 3i 3MiHamy B 4dY, abo
"3popos's": no 10 "3popos's" BiANOBIA&/IbHICTIO €Bponelicbkiin hapmakonei, abo iHLii
Tabnetok y 6nictepi; "®apmavueBTMyHa HavjioHasbHIN thapmakonei gepxasun €C); cynyTHs
no 2 abo no 6 KOMnaHis 3MiHa: 3MiHa y MeTofax BunpobyBaHHs Ad| abo
6nictepiB y "3p0pos'a”, BUXIAHOrO MaTepiany/npomixXHOro

KapTOHHI kopo6Lyj;
no 100 TabneTtok y
KOHTeliHepi; no 1
KOHTeliHepy B
KapTOHHI kopobuyj;
no 100 TabneTok y
KOHTeliHepax; ans
TOB "®APMEKC
PYM™ no 10
Tabnetok y 6nicrepi;
no 2 6nictepu y
KapTOHHIA Kopoo6Li

YkpaiHa; BCi cTagii

BMPOGHMLITBA,
KOHTPOJIb SIKOCTI:
ToBapucTBO 3
0bMexeHo

BiANOBIA&/IbHICTIO

"®APMEKC
rPYN", Ykpaina

npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoueci BUpo6bHuuTBa A®I; 3MiHM | TUNY - NoAaHHSA
OHOB/IEHOTO cepTudliKaTa Bif, yXe 3aTBepAXEeHOro

BMPOGHMWKA; CYyNyTHS 3MiHa: 3MiHa y napameTpax
cneumdikauin Ta/abo AONyCTUMUX MEX,
BM3Ha4YeHuX y cneuudpikauisix Ha Adl, abo
BVXiZHWIA/NPOMDKHWIA NpoAyKT/pearexT, Wo
BMKOPUCTOBYHOTbCS Yy npoueci BupobHuutea AdI -
3MiHa y MeToAax BunpobyBaHHsA APl abo BMXiAHOMO
mMarepiany/npoMiXHOro NpoAaykTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLieci BUpo6HuuTea AdI -
nofaHHsA OHOBJ/IEHOro cepTudikarta BiANOBIAHOCTI
€sponelicbkin dhapmakonei Ne R1-CEP 2002-151-
Rev 05 ana gitoyoi pevoBUHU Bif, BXe
3aTBEPKEHOrO BUPOGHMKA AKWIA 3MIHMB Ha3BY 3
BiANOBIgHMMYM 3MiHamMK B cneumdikauii Ta MeTogax
KOHTPOJTI0 AKOCTi BUPOGHMKA roTOBOrO NiKapCbKOro
3acoby A1 Ail4vol pevyoBrHU PucnepuioH 3a
MOKa3HNKOM «3a/ILLIKOBA KiflbKiCTb OpraHivyHmnX
PO3UYMHHUKIB»; 3MiHW | TUNY - NOAA&HHSA HOBOrO

cepTugikaTa Bif, HOBOro BUPOBHUKA; CyNyTHS 3MiHa:

3MiHa y napameTpax creumdikauiin Ta/abo
[0NYCTUMUX MEX, BU3HAYEHUX Y cneumdiikauisx Ha
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
A®I, ab0 BUXigHWIA/NPOMKHUIA NPOAYKT/peareHT,
LLIO BUKOPUCTOBYIOTLCS Y NPOLLEC BUPOGHMLTBA ADI
- 3MiHa y MeTogax BunpobyBaHHa Ad| abo
BUXIAHOIO MaTepiany/npomikHOro
NpoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoueci Bupo6bHuutea A®I - nogaHHs HOBOTO
cepTudpikaTa BifnoBiAHOCTI EBpoNeiiChKii
thapmakonei Ne R1-CEP 2005-094-Rev 02 gns
[il040i peyoBVHY Bi HOBOTO BUPOGHMKA 3
BiANOBIAHMMU 3MiHaMK y cneumdikauii Ta meTogax
KOHTPO/I0 SIKOCTi BUPOGHYKA roTOBOTO iKapCbKOro
3acoby A4 Ailyoi pevoBrHN PrcneprngoH 3a
nokKasHMkamm «3a/InLLKOBA KiflbKiCTb OpraHiyHnx
PO3UMHHNKIBY», «3a/INLLKOBA Ki/TbKICTb
KaTanisatopy»
177. HEMPUCIIH- | Ta6neTku, BKpUTI ToBapucTso 3 YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/1178/01/04
3400POB'A NNiBKOBOIO 06MEXEHO0 BMPOGHULTBA, 3MiHK | TUNYy - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO peyernmom
060/10HKOI0, MO 4 Mr BiANOBigaNbHI KOHTPO/1b SIKOCTI, npvBeLeHHs y BiANOBIAHICTb A0 MoHorpadii AdPY
ons TOB CTHO BMNYCK cepil: abo €sponelicbkoi hapmakonei, abo iHLWoi
"papmMaueBTnYHa "papmaneBTu ToBapucTBO 3 HaujioHasbHOT hapmakonei gepxasu E€C (3miHa 'y
KOMNaHis YHa KoOMNaHis 06MeXeHo cneuudikauisix, NnoB'A3aHa 3i 3MiHamy B 4dY, abo
"3popos'a": no 10 "3popos's" BiANOBIA&/IbHICTIO €Bponelicbkiil hapmakonei, abo iHLWii
Tabnetok y 6nictepi; "®apmavneBTMyHa HavjioHanbHIN thapmakonei gepxasu €C); cynyTHs
no 2 abo no 6 KOMnaHis 3MiHa: 3MiHa y MeTofax BunpobyBaHHs Ad| abo
6nictepiB y "3p0pos'a”, BUXIAHOIO MaTepiany/npomikHOro

KapTOHHI kopobuyj;
no 100 TabneTtok y
KOHTeliHepi; no 1
KOHTeliHepy B
KapTOHHI kopobuyj;
no 100 TabneTok y
KOHTeliHepax; ans
TOB "®APMEKC
PYM™ no 10
TabneTtok y 6nicrepi;
no 2 6nictepu y
KapTOHHIA Kopoo6Li

YkpaiHa; BCi cTagii

BMPOGHMLITBA,

KOHTPO/1b AKOCTI:

ToBapucTBO 3
06MeXeHo

BiANOBIA&/IbHICTIO

"®APMEKC

rPYN", Ykpaina

npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoveci BUpo6bHuUTBa A®I; 3MiHM | TUMY - NoAAaHHSA
OHOB/EHOTO cepTudliKaTa Bif, yXe 3aTBepAXeHOro

BMPOGHMWKA; CyNyTHS 3MiHa: 3MiHa y napameTpax
cneumdikauin Ta/abo AoNyCTUMUX MEX,
BM3Ha4YeHux y cneuudpikauisx Ha Adl, abo
BVXiZHWIA/NPOMDKHWIA NpoAyKT/pearexT, Wo
BMKOPUCTOBYHOTbCS Yy Mpoueci BupobHuutea AdI -
3MiHa y MeToAax BunpobyBaHHsA APl abo BMXiAHOMO
mMarepiany/npoMiXHOro NpoAaykTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLieci BUpo6HuuTea AdI -
nofaHHsA OHOBJ/IEHOro cepTudikarta BiANOBIAHOCTI
€sponelicbkin dhapmakonei Ne R1-CEP 2002-151-
Rev 05 ana gitoyoi pevoBuHU Bif, BXe
3aTBEPKEHOIO BUPOGHMKA AKWI 3MIHMB Ha3BY 3
BiANOBIgHMMM 3MiHamMK B cneumdikauii Ta meTogax
KOHTPOJII0 AKOCTi BUPOGHMKA roTOBOrO NiKapCbKOro
3acoby A1 Aitoyol pevyoBrHU PucnepuaoH 3a
MOKa3HNKOM «3a/ILLIKOBA KiflbKiCTb OpraHivyHmnX
PO3YMHHUKIB»; 3MiHW | TUNY - NOAAaHHSA HOBOrO
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Ne n/n

Ha3ssa
NliKapcbKo20
3acoby

Popma surnycky
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

Kpaina

Bupo6HuUK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayjiliHo2o

nocsioYyeHHs1

cepTugikaTa Bif, HOBOro BUPOBHUKA; CyMyTHS 3MiHA:
3MiHa y napameTpax cneumdikauiin Ta/abo
OONyCTUMUX MEX, BU3Ha4YeHnX y creumdikalisax Ha
A®I, ab0 BUXigHWIA/NPOMDKHUIA NPOAYKT/peareHT,
LLIO BUKOPUCTOBYIOTLCS Y NPOLLEC BUPOGHMLTBA ADI
- 3MiHa y MeTogax BunpobyBaHHa Ad| abo
BUXIAHOIO MaTepiany/npomikHOro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoueci Bupo6bHuutea A®I - nogaHHs HOBOTO
cepTudpikaTa BifnoBiAHOCTI EBpoNeiichKii
thapmakonei Ne R1-CEP 2005-094-Rev 02 gns
[il040i peyoBVHY Bi HOBOTO BUPOGHMKA 3
BiANOBIAHMMU 3MiHaMK y cneuudikauii Ta meTogax
KOHTPO/I0 SIKOCTi BUPOGHYKa roTOBOTO /iKapCbKOro
3acoby Ana Ailyoi pevoBrHN PrcneprngoH 3a
nokKasHNkamm «3a/InLLKOBA KiflbKiCTb OpraHiyHnx
PO3UMHHNKIBY», «3a/IMLLKOBA Ki/TbKICTb
KaTanisatopy»

178.

HEWPOBITAH
®

TabneTkn, BKPUTI
060/10HKO0, Mo 10
Tabnetok y 6nictepi;
no 3 6nictepu y
KapTOHHI KOopoo6Li

Xikma
PapmacbTHK
ans Ko. Jita.

VioppaHis

Xikma
PapmacboTrKan3
Ko. Jita.

VoppaHis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHM Il Tuny - 3miHK Woao 6e3nekun/ecbekTnBHOCTI
Ta dpapmakoHarnsgy. BHeceHHsi abo 3miHa(un) o
3060B'A13aHb Ta YMOB BUaui peecTpadiiiHoro
noceigyeHHs, Bknoyaroun MnaH ynpasniHHA
pusrKamu (3aCTocyBaHHs 3MiH(1), Aki(a)
B/MaratTb(€) NofanbLIoro 06rpyHTyBaHHA HOBUMU
[0[AaTKOBUM JaHUMK, L0 MaloTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs
CyTTEBA OLLiHKA KOMMETEHTHUM OpPraHom) -
BrkoHaHHS 3060B'A3aHb BiAMNOBIAHO A0 MiANYHKTY
2.3 nyHKTY 2 gopatky 15 no Mopagky npoBefeHHs
eKcnepTn3n peecTpauiiHnx MaTepianis Ha nikapcbki
3acobu, L0 NoAalTbCs Ha flepXaBHy peecTpaLiiio
(nepepeecTpadito), a TakoX ekcrnepTn3n marepianis
NpO BHECEHHS 3MiH [10 peecTpavjiiiHuXx maTepianis
NPOTAroMm fii peecTpauiiHoro NocBigYeHHs,
3aTBepaxeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)

3a
peyenmom

UA/7433/01/01

179.

HEWPOMY b
TUBIT

TabneTku, BKPUTI
NNiBKOBOIO
o6osoHkKoto, no 20
Tabnetok y 6nictepi;
no 1 6nictepy B
KOpO6Li 3 KAPTOHY

TOB
"BAJIEAHT
®APMACBIOT
IKA3"

Ykpaina

r.J1. dapma N'véX,
ABCTPIst; BUPOOHUK
BignoBigasibHWI 3a
BUMYCK MPOAYKTY:
7. dapma MvéX,
ABCTpIst

ABcTpisi/

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHM | TUMY - HaJaHHA HOBOTO cepTudikaTty
BiANOBIAHOCTI €Bponelicbkili hapmakonei RO-CEP
2011-077-Rev 01 Big HoBOro B1Upo6HuKa AdI
TiamiHy rigpoxnopugy; 3miHu | Tuny - HagaHHA
HOBOro cepTudpikaty BignoBigHOCTI EBpONeChkiii
thapmakonei RO-CEP2013-165-Rev 00 Big HOBOro

6e3
peyenma

UA/5926/01/01
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
BUPOGHMKa AP NipUAOKCUHY TiAPOXN0PUAY; 3MiHu |
TUMY - HAAaHHS HOBOTO cepTudikaTy BifnNOBIAHOCTI
€Bponelicbkin hapmakonei RO-CEP 2011-205-Rev
01 Bif HoBOro BMpo6HUKa ADI LiiaHOKOGanamiHy
180. HEKCABAP® | Tabnetku, BKpUTI Baiiep apma HimeuunHa Baiiep ®apma AT, Himeuunna/ ITanis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/7141/01/01
NNiBKOBOIO Al HimeuunHa; baliep 3MiHM | Tuny - 3MiHa napameTpiB cneuudikawii peyenmom
060/10HKOH0, N0 200 Xenckep Ta/abo fonyCTUMUX MEX 418 AONOMDKHOT PeYOBUHU
Mr; o 28 TabneTok MaHyhakTypiHr (3BY)XXEHHSI AONYCTUMUX MEX); CYNYTHSA 3MiHa: 3MiHa
y 6nicTepi, no 4 C.P.1., Itanisa napameTpiB cneuudikauii Ta/abo AoNyCTUMMX MEX
6nictepn y 0151 LONOMIXXHOI peYOBUHN (BUNYYEHHS 3i
KapTOHHIM nayui cneumdikaLii He3Ha4YHOro NokasHuka)
181. HEYPOBEKC | Tabnetku, BKpuTI AxTasic 'pyn IcnaHgis TOB Akrasic IHOOHe3IA BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 6e3 UA/7313/01/01
®OPTE-TEBA | nniBkoBOO AT IHOOHEsIA 3MiHu | TURNY - AgMIHICTPATUBHI 3MiHW. 3MiHa Ha3BuU peyenma
060/10HKOH 1Mo 10 nikapcbkoro 3acoby - 3atBepakeHo: HEYPOBEKC®
Tabnetok y 6nictepi; ®OPTE / NEUROBEX® FORTE. BBefieHHs 3MiH
no 3 abo 6 6nictepis NpoTArom 6-Tn MiCALIB NiCNa 3aTBEPMAKEHHS
Y KapTOHHIl kKopobui . -3MiHn | TMRY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy (iHwWi 3miHm)
BHECEHHS pefaKLiiiHNX YTOYHEHb Y TEKCT
MapKyBaHHS NepBUHHOT Ta BTOPUHHOI YNaKOBKK.
BBefeHHA 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPKEHHS.
182. HOBOMIKC® | cycneHsia ans A/T Hoso [aHis BUPOBHMUK [ania/ ®paHuis/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3a UA/4862/01/01
30 iH'ekuili, 100 O4/mn Hopgaick Hepo3cacosaHoro Bpasunis 3MiHM | TURY - 3MiHW 80 IHCTPYKUiT 418 Mean4Horo peyernmom
®NIEKCMNEH® | no3mny NPOAYKTY, 3acTocyBaHHs A0 po3giny "Cnocié 3acTocyBaHHA Ta
KapTpuaxi, HanoBHEHHS B £031"; 3MiHu |l TUny - 3MiHK A0 IHCTPYKUiT ANs
BK/1aiEHOMY B MeHin®, MeJMNYHOro 3aCTOoCyBaHHA [0 po3finis
6arato030Biii nepBUHHA "3acTocyBaHHs y nepiof BariTHOCTi abo rogyBaHHs
0iHOpa3oBiii ynakoBKa, rpyaar”, "Mo6iyHi peakuii”. BBegeHHs 3MiH

Lwnpuu-pyYL; no 1
abo 5 wnpuu-pyyok
Y KapTOHHili kopobLi

KOHTPO/Ib AKOCTI
Ta BiANOBiAa/IbHUIA
3a BUNyCK cepiit
KiHL,EBOrO
npoaykty: A/IT
Hoso Hopgick,
[JaHis; BUpoOHUK
Hepo3cacoBaHoi
npoayKuir,
HanoBHEHHS B
MeHdin®,
nepBuHHA
ynakoska: HoBo
Hopgaick
[poAOKCHLOH

npoTarom 3-x MicauiB NicnA saTBepAKEeHHsA
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Ne n/n Hassa Popma surnycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
CAC, ®paHLuis;
BMPOGHWKN ANs
36MpaHHs,
MapKyBaHHS Ta
yMakoBKM
dnekcleH®,
BTOPVHHOIO
nakyBaHHs: A/T
Hoso Hopgick,
[Oanisa; A/T HoBo
Hopgick, OaHis;
BVPOGHMK
Hepo3dgracoBaHoT
npoAyKuii,
HanoBHEHHS B
MeHhin®,
nepBuHHA
ynakoska Ta
36UpaHHs,
MapKyBaHHS Ta
ynakoBka
PnekclleH®,
BTOPUHHE
nakyBsaHHs: HoBo
Hopgaick MNpoaykao
dapmaceyTika go
Bpasinb NITga.,
Bpasunis
183. HOPIATAKC renib pekTasnbHUiA, HopxuH ®paHuisa HopxwvH ®apma ®paHuis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 6e3 UA/2723/01/01
0,12r/10rno 10ry $apma 3MiHU | TUMy - 3MiHa Yy NEePBUHHI yNakoBL,i rOTOBOro peyenma
0lHO1030BOMY nikapcbKoro 3aco6y (SKiCHWIA Ta KinbKicHUiA cknag) -
KOHTeliHepi (Ty6i- M’SIKi Ta HeCTepubHI piaki Nikapcbki hopmu -
KaHtoni); no 6 Ty6- BHECEHHS 3MiH Y MaTepiasin peecTpauiiHoro Jockbe
KaHH/b Y KaPTOHHIl p.3.2.P.7. Cuctema KoHTeliHep/3aKynoproBasbHWiA
Kopoo6Li 3aci6: 3miHa nakyBasibHOro Martepiany nepBUHHOI
yNakKoBKM (Ty6u)
184. OKCO/IH- masb, 2,5 mr/r; no 10 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 6e3 UA/6926/01/01
AAPHULUA ry 1y6i; no 1 Ty6i B "bapmaueBTn "®apmMaueBTNYHa 3MiHK | TNy - 3MiHa agpecu BUPO6HMKa AdI peuyenma
nauui YyHa thipma ipma "dapHuus” OKCONiHy, 6€3 3MiHN MicLiA BUPOBHMLTBA
"fapHuus”
185. O®EB Kancysm M siki no BepiHrep HimeuunHa nepBUHHE HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiaslis: 3a UA/16115/01/01
100 mr no 10 kancyn IHrenbxainm (6nictepwn) Ta 3MiHM | TUny - 3MiHK Woao 6e3neku/edheKTUBHOCTI peyenmom
y 6nicTepi; no 6 IHTEepHeLwHN BTOPUHHE Ta chapmakoHarnsgy. BeegeHHs abo 3MiHu o
6nictepiB y 6X nakyBaHHs1, y3arasibHeHVX JaHuX Npo cucTemy
KapTOHHIi ynakoBLi MapKyBaHHs, dhapmakoHarnsgy (BBefieHHs y3araibHEHUX AaHuX
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Ne n/n Hassa Popma surnycky 3assBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

KOHTPO/b SKOCTI,
KOHTPO/Ib SKOCTI
3a NOKa3HUKOM
Mikpo6ionoriyHa
yucToTa Ta BUNycK
cepiii nikapcbkoro
3acoby: bepiHrep
IHrenbxainm
dapma 'm6X i
Ko.KI", HimeuuuHa;
BMPOGHMLITBO,
ynakoska Ta
KOHTPO/b AKOCTI
(3a BUK/IIOUYEHHAM
MikpobiosoriyHol
4nCTOTYM) Kancyn
bulk (e
po3dhacoBaHoi
npoaykuii):
KatasieHT
Himeyunna
E6epbax Mv6X,
HimeuunHa;
anbTepHaTUBHI
OinbHuUU ans
BTOPVHHOTO
nakyBaHHA Ta
MapKyBaHHS:
LLiteremaHH
JNlboHdbepnakyHreH
yHA NoricTiwep
Cepsic e. K.,
HimeuuunHa;
®apm/lor dapma
NopxicTik TM6X,
HimeuuunHa;
aNbTepHaTUBHI
na6opartopii gns
npoBefeHHs
KOHTPOJIH0 AKOCTI
(3a BUK/IIOUYEHHAM
Mikpo6ionoriyHoi
yncToTh): A eHp
Ewm LWta6Tect
'm6X, HimeyunHa,

npo cuctemy hapmakoHarnsgy, aMmiHa
YNOBHOB&XXEHOT 0CO6M, BiANOBiAaIbHOI 3a
34iiCHEeHHSs hapmakoHarnsay; KOHTakTHOT ocobu 3
(hapmakoHarnsgy 3asiBHUKa 415 34iCHEHHS
thapmakoHarniagy B YKpaiHi, SKLLO BOHa BigMiHHa
BiZl yNOBHOBaXeHOI 0cO6MU, BiAMNOBIAA/IbHOI 3a
3[iiCHEeHHs1 hapMakoHarsay (BKIUakum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) - 3miHa
KOHTaKTHUX aHUX YMOBHOBaXEHOI 0coby,
BigNoBiga/IbHOI 3a hapmakoHarnsg
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Hassa
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NliKapcbKo20
3acoby

Popma surnycky
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjiliHo2o
nocsioYeHHs

186.

O®EB

Kancysim M siki no

BepiHrep

HimeuunHa

HysicaH MM6X,
HimeuunHa;
aibTepHaTUBHa
nabopartopis Ans
npoBefeHHs
KOHTPOJIHO AKOCTI
Mikpo6ionoriyHoi
yucrtotn: Crc
IHCTUTYT
®peseHiyc MvbX,
HimeuunHa; /labop
N+C AT,
HimeuunHa

150 mr no 10 kancyn
y 6nicTepi; no 6
6nictepis y
KapTOHHI ynakoBLi

IHrenbxanm
IHTepHeLwHN
mM6X

nepBuHHE
(6nicTepn) Ta
BTOPVHHE
nakyBaHHs,
MapKyBaHHs,
KOHTPO/b SKOCTI,
KOHTPO/b AKOCTI
3a NOKa3HUKOM
MiKkpoGionoriyHa
ynucToTa Ta BUMYCK
cepiii nikapcbkoro
3acoby: bepiHrep
IHrenbxainm
dapma M'v6X i
Ko.KI", HimeuunHa;
BMPOGHMLITBO,
ynakoBka Ta
KOHTPO/b AKOCTI
(3a BUK/OUEHHAM
MikpobiosoriyHol
4MCTOTYM) Kancyn
bulk (e
po3dgracoBaHoi
npoaykuii):
KatasieHT
HimeuunHa
E6epbax Mv6X,
HimeuunHa;
anbTepHaTUBHI
OinbHuUU ans
BTOPUHHOTO
nakyBaHHA Ta

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHM | TUny - 3MiHK Woao 6e3neku/edhekTNBHOCTI
Ta hapmakoHarnsagy. BeegeHHs abo 3miHn o
y3araslbHeHUX AaHunx Npo cuctemy
chapmakoHarnsgy (BBeieHHs y3arasibHeHUX faHuX
npo cucTemy dhapmakoHarnsgy, 3mMiHa
YNOBHOB&XEHOT 0CO6MU, BiANOBiAaIbHOT 32
3fjiiicHeHHs hapmakoHarnagy; KOHTakTHOT ocobu 3
thapmakoHarnsay 3asaBHuKa 415 34iACHEHHS
thapmakoHarnisgy B YKpaiHi, SKLLO0 BOHA BigMiHHA
BiZl yNOBHOBaXeHOI 0c06MU, BiANOBIAa/IbHOI 3a
3[jicCHeHHs1 hapMakoHarsay (BkIyakum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXEHOI 0cobMU,
BigNoBiAa/IbHOI 3a hapmakoHarnsg

3a
peuernnmom

UA/16115/01/02
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Ne n/n

Ha3ssa
NliKapcbKo20
3acoby

Popma surnycky
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjiliHo2o
nocsioYeHHs

MapKyBaHHS:
LLiteremaHH
JNlboHdbepnakyHreH
yHA NoricTiwep
Cepsic e. K.,
HimeuunHa;
®apm/lor dapma
NopxicTik TM6X,
HimeuuunHa;
aNbTepHaTUBHI
na6opartopii gns
npoBefeHHs
KOHTPOJH0 AKOCTI
(3a BUK/IIOUYEHHAM
Mikpob6ionoriyHoi
yncToTh): A eHp
Ewm LWta6Tect
v6X, HimeuunHa;
HysicaH MM6X,
HimeuunHa;
anbTepHaTuBHa
na6opartopis Ans
npoBefeHHs
KOHTPOJIHO AKOCTI
Mikpo6ionoriyHoi
yuctotu: CIrc
IHCTUTYT
®peseHiyc MvbX,
HimeuunHa; /labop
N+C AT,
HimeyunHa

187.

ODTONIK

Kpanni o4Hi no 5 mn
abono 10 mny
naacTKoBOMy
dhnakoHi-
KpanenbHuyj; no 1
dnakoHy-
KpanenbHUui y
KapTOHHIN navui

CEHTICC
®APMA MBT.
nTa,

IHais

CEHTICC ®APMA
NBT. NTA4.

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHu |l TURY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta (hapmakoHarnsgy. BHeceHHs abo 3miHa(u) Ao
3060B'13aHb Ta YMOB BMAaui peecTpauiiiHoro
nocBifYeHHs, BKNoYaroun MiaH ynpasniHHA
pusmKamm (3acTocyBaHHS 3MiH(1), ski(a)
BMMaralTb(€) NOAANbLIOTO 06I'PYHTYBaHHS HOBUMM
[0[AaTKOBUM JaHuMy, L0 MaloTb HagasaTucs
KOMMETEHTHUM OpraHoM, OCKifIbKM BUMaraeTbCs
CyTTEBA OL|iHKa KOMNETEHTHUM OpraHom) -
BrKoHaHHS 3000B'A3aHb BiAMNOBIAHO A0 MiANYHKTY
1.13 nyHKTY 1, nignyHKTY 2.3 NyHKTY 2 gogatky 15
0o Mopagaky NpoBeAeHHs ekcnepTuan
peecTpaLiiiHMx MaTepianisB Ha Nikapcbki 3acobu, Wo

6e3
peyenma

UA/5782/01/01
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
noAaloTbCA Ha filepXaBHy peecTpaLiiio
(nepepeecTpadiio), a TakoX ekcrnepTnsn martepianis
NpO BHECEHHS 3MiH 0 peecTpavjiiiHuX maTepianis
NpOTAroMm fii peecTpauiiiHoro NocBigYeHHs,
3aTBEpPAKEHOro HakasoMm MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460).
188. NABAN PO3YUNH NS iH'EKLN, PeppiHr MTM6X HimeuunHa BMPOGHMLITBO, HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/8834/01/01
100 mkr/mn, no 1 mn BignoBigasnbHWiA 3a LLiBefiuapis 3MiHM | TUny - 3MiHK Woao 6e3neku/edhekTNBHOCTI peyenmom
B amnyni; no 5 nepBuHHE Ta hapmakoHarnsgy. BeegeHHs abo 3miHn o
amnyn y KapTOHHIl naxkyBaHHs, y3araslbHeHUX AaHunx Npo cuctemy
ynakoBLi KOHTPO/b AKOCTI chapmakoHarnsgy (BBeieHHs y3arasibHeHUX faHux
Ta BUMYyCK cepii: npo cucTemy dhapmakoHarnsgy, 3mMiHa
®eppiHr MTM6X, YNOBHOBaXeHOI 0cobu, BignoBigaNbHOT 3a
HimeyuunHa; 3fjiiicCHeHHs hapmakoHarnagy; KOHTakTHOT ocobu 3
BiANoBiganbHUii 3a hapmakoHarnsgy 3asiBHUKa 415 34iICHEHHS
BTOPUHHE thapmakoHarnsgy B YKpaiHi, Ko BOHa BifgMiHHA
nakyBaHHs: BiZl yNOBHOBaXeHOI 0co6M, BiANOBIAa/IbHOI 3a
deppiHr 3[jicHeHHs1 hapMakoHarsay (BkIyakum
IHTepHeLHN KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
CeHTep CA, thaiina cuctemu chapmakoHarnsgy) -
LLiseiiuapis YnoBHOBaxeHa 0coba, BiANOBiAa/IbHA 3a
3fificHeHHs chapmakoHarnsgy: giroya pegakuis —
Leslie Pharmaceutical Krause, MD; nponoHoBaHa
pepakuist — Lene Holdgrup, M Sc Pharm, PgD PV
Senior Director, Global Pharmacovigilance. 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnsgy.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0cobu 3
hapmakoHarnsgy ons 34iicHeHHs
hapmakoHarnsgy B YkpaiHi. BBegeHHs Homepy Ta
MiCLIe3Hax0MKEHHS MacTep-thanny
189. MNAHALON® TabneTku Wwmnydi no nakcoCmitKn Benuka damap A.B.E. Ipeuis/ IpnaHgis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 6e3 UA/2562/03/01
conobn 500 mr no 2 AlH BputaHis AHTOCa NNaHT, 3MiHu | TUNy - 3MiHa NapameTpiB cneuudikavii peyenma
Tabnetkn y KoHcblomep Ipeuist; Ta/abo foNyCTMMUX MEX rOTOBOTO NiKapCbKoro
6araToLlapoBomMy Xenckep (FOK) nakcoCmiTKnaiH 3aco6y - BUNYYEHHs i3 po3giny «Onuc» y
cTpuni; no 6 ctpunis Tpenginr [JaHrapsaH cneumdikaLii Ha TepmiH 36epiraHHs iHdopmaLiii npo
Y KapTOHHIl kKopobui Nimiteq Nimitea, lpnaHgis CMaK po34mHy; 3MiHK y cneyudikauii roToBoro

nikapcbKoro 3acoby Ha BUMYCK 3@ NOKa3HUKOM
«CepefHa Mmaca TabneTkn»: BUIyYeHHs OKpemoi
iHdhopmauii npo Bary TabneTkn gns BUpobHMKa
damap, peuiss, BHECEHHSA NPUMITKW; 3MiHU | TUny -
3MiHa y MeTofax BUNpo6yBaHHsS rOTOBOrO
NiKapCcbKoro 3acoby - He3HauHi 3MiHM y MeTogax
BMNPOGYBaHHS rOTOBOTO JliKapchbKoro 3acoby 3a
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
NOKa3HUKOM SKOCTi «KiflbKiCHe BU3HAYEHHS
napaueTamony» Ta «4-aMiHOheHoN»; 3MiHW | Tuny -
3MiHa napameTpiB cneuundikauiii Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCcbKoro 3acoby -
3MiHa Ha3BW METOAMKM 3 «Yac po3UMHEHHS» Ha
«Yac po3nagaHHsa», pefakuiiiHe KoperyBaHHs
BUMOT creuudikaLii Ha TepMiH 36epiraHHA 3a
[aHUM NOKa3HMKOM SIKOCTI, a TaKoX pegakLiliHe
BUMPaB/IEHHS Ha3BW BUNPOOYBaHHA «BusHaueHHs
pH» Ha «pH», 63 3MiH BCTaHOBIEHUX KpUTEPIiA
NPUAHATHOCTI. BBeAeHHA 3MiH NnpoTArom 6-tn
MicsLiB nicnsa 3aTBepAKeHHs
190. MAHTEKPEM Kpem 5% no30ry MPAT YkpaiHa MPAT Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 UA/10978/01/01
® Ty6i; no 1 Ty6i y "®ITOPAPM" "®ITODAPM" 3MiHM | TUNY - 3MiHK 3 AKOCTi. OTOBWIA NiKapCbkunii peyenma
nauti 3 KapToHy 3aci6. KOHTpO/ib rOTOBOrO NikapCbKoro 3acoby -
BUTy4YeHHs 3 p. Cknaj TOpProBesibHUX Ha3B Ta
nocunaHb Ha TOProBesibHi Ha3BY JOMOMIKHUX
peyoBWH
191. MNNATOIPIN® | Tabnetku, BKPUTI TOB "KYCYM YkpaiHa TOB "KYCYM Ykpaina BHECEHHS 3MiH [j0 peecTpaLjiiiHux maTepianis: 3a UA/11433/01/01
060/10HKOH0, MO 75 PAPM" DAPM" 3MiHK | TUny - 3MiHa po3mipy cepii (BkAOYaroumn peyenmom
Mr no 14 TabneTtok y [iana3oH po3mipy cepii) roToBOro JlikapcbKoro
6nicTepi; no 2 abo 3acoby - BBEJEHHS fO0A4ATKOBOro, 3MEHLUEHOr0
no 4 a6o no 6 PO3Mipy cepii FOTOBOro NikapCbKoro 3acooy:
6nictepiB y 3anponoHoBaHo: 100 000 Tabnetok; 200 000
KapTOHHI ynakoBLi Tabnetok; 600 000 TabneTok
192. MNPAOAKCA® | kancynu TBepAi no BepiHrep HimeuunHa BepiHrep HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 3a UA/10626/01/01
75 wmr, no 10 kancyn IHrenbxainm IHrenbxaim 3MiHM | TUny - 3MiHK Woao 6e3neku/edheKTUBHOCTI peyenmom
y 6nictepi; no 1 abo IHTEepHeLwHN dapma 'v6X i Ko. Ta chapmakoHarnsgy. BeegeHHs abo 3MiHu o
3, abo 6 bnicTepiB y 6X KI y3arasibHeHVX JaHuX Npo cucTemy
Kopoobui hapmMakoHarnagy (BBeeHHs y3araslbHeHUX AaHuX
npo cuctemy papmakoHarnsgy, amiHa
YMOBHOBaXEHOI 0co6bu, BiANoBiAabHOT 3a
3[iiCHEeHHSI (hapMakoHarnaay; KOHTakTHOT ocobu 3
(hapmakoHarnsgy 3asiBHUKa 415 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHa BiAMiHHA
BiJ] yNOBHOBaXeHOI 0co6W, BignoBifansHoI 3a
3pilicHeHHs hapMakoHarnagy (Bkyarum
KOHTaKTHi AaHi) Ta/abo 3MiHN Y pO3MilLEeHHI MacTep-
(haiina cuctemu chapmakoHarnsgy) - aMmiHa
KOHTaKTHUX JaHuX YNOBHOBaXKeHOT ocobu,
Bif4noBifa/IbHOI 3a dhapmakoHarnsg
193. MPALAKCA® | kancynu TBepai no BepiHrep HimeyunHa BepiHrep HimeuyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasnis: 3a UA/10626/01/02
110 wmr, no 10 IHrenbxanm IHrenbxainm 3MiHK | TNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI peyenmom
Kancyn y énictepi; IHTepHeLHN dapma 'm6X i Ko. Ta chapmakoHarnsgy. BeegeHHs abo 3miHu o
no 1 a6o 3, abo 6 m6X Kl y3araJisHeHUX AaHnx npo cuctemy
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Ne n/n

Ha3ssa
NliKapcbKo20
3acoby

Popma surnycky
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

Kpaina

Bupo6HuUK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjiliHo2o
nocsioYeHHs

6nicTepiB y Kopobu,i

chapmakoHarnsgy (BBeeHHs y3arasibHeHUX faHnX
npo cuctemy papmakoHarnsgy, amiHa
YMOBHOBaXeHOI 0cobu, BignoBiganbHOT 3a
3[iiCHEHHSI (hapMakoHarnaay; KOHTakTHOI ocobu 3
hapMakoHarnagy 3asiBHuUKa 415 34iINCHEHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA
BiJ] yNOBHOBaXeEHOI 0co6W, BignoBifansHoI 3a
3[jiCHeHHs hapmMakoHarnsay (BKIvaun
KOHTaKTHi AaHi) Ta/abo 3MiHN y pO3MilLEeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - aMmiHa
KOHTaKTHUX JaHuX YNOBHOBaXXEHOI 0cobw,
BignoBiga/IbHOI 3a dpapmakoHarnsg

194.

NMPALAKCA®

Kancynv TBepai no
150 wmr, no 10
Kancyn y énictepi;
no 3 a6o no 6
6nictepis y
KapTOHHI Kopoo6Li

BepiHrep
IHrenbxanm
IHTepHeLwHN

6X

HimeuunHa

BepiHrep
IHrenbxainm
dapma 'm6X i Ko.
Kr

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHM | TUny - 3MiHK Wwoao 6e3neku/ehekTnBHOCTI
Ta hapmakoHarnsgy. BeegeHHsa abo 3miHun o
y3arasibHeHUX AaHvX Npo cucTemy
thapmakoHarnsgy (BBeAeHHS y3arasibHeHVX JaHux
npo cucTemy dpapmakoHarnsgy, 3miHa
YNOBHOB&XEHOT 0co6MU, BiANOBiAaIbHOI 3a
3[jiicHeHHs hapMakoHarnsgy; KOHTaKTHOI 0cobu 3
chapmakoHarnsgy 3asaBHUKa 415 34iACHEHHS
hapmakoHarnagy B YkpaiHi, SKLLO0 BOHa BigMiHHa
Bifl YNOBHOBaXeHOI 0C06M, BiANOBIAA/IbHOI 3a
3AjicHeHHs1 hapMakoHarisay (Bkiyakum
KOHTaKTHi faHi) Ta/abo 3MiHU y PO3MiLLLeHHI macTep-
thaiina cuctemmn chapmakoHarnisgy) - 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHOI 0cobu,
Bi4noBiAa/IbHOI 3a hapmakoHarnsg

3a
peyenmom

UA/10626/01/03

195.

NMPAKCBAIH
a

po34nH Ans
iH ekuili/indoysii, 2,5
r/50 mn, no 50 mn'y
dnakoHi; no 2
dhnakoHn y
KapTOHHiiA KOpo6Li

BepiHrep
IHrenbxanm
IHTEepHeLUHN

6X

HimeuunHa

BMPOBGHULTBO,
nepBuUHHE Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/Ib SKOCTI
Ta BUNycK cepil:
BepiHrep
IHrenbxaim
Papma 'm6X i
Ko.KI", HimeuunHa;
anbTepHaTMBHA
naboparopia Ans
KOHTPO/II0 TECTY
"CTepunbHICTb":
CIrC Inctutyr
®peseHiyc MvbX,
HimeyunHa; Slabop

HimeuyunHa

BHECEHHS 3MiH A0 peecTpayiiHux maTtepiasiis:
3MiHM | TUny - 3MiHK Woao 6e3neku/edpeKkTUBHOCTI
Ta chapmakoHarnsgy. BeegeHHs abo 3MiHu o
y3arasibHeHVX faHux Npo cuctemy
thapmakoHarnsgy (BBeAEHHS y3arasibHeHNX JaHux
npo cuctemy hapmakoHarnsgy, smiHa
YNOBHOB&XEHOT 0CO6M, BiANOBiZa/IbHOI 3a
3[iiCHEeHHS1 hapMakoHarnaay; KOHTakTHOI ocobu 3
hapmakoHarnsgy 3asiBHUKa 415 34iCHEHHS
hapmakoHarnisagy B YKpaiHi, SKLLO0 BOHA BigMiHHa
BiZl yNOBHOBaX€eHOI 0co6MU, BiANOBIAa/IbHOI 3a
3pjiicHeHHs hapMakoHarnagy (Bkyarum
KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MiLLLEeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - amiHa
KOHTaKTHUX JaHuX YNOBHOBaXeHO! ocobu,
BigNoBiAa/IbHOI 3a hapmakoHarnsg

3a
peyenmom

UA/15467/01/01
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
NI+C AT,
HimeuunHa
196. MNPErHIN® NOpOLUOK AN LepiHr-Mnay LBeiiuapis BMPOGHULITBO 3a Higepnangu/ CLLA BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiaslis: 3a UA/3483/01/01
PO3YUHY OS5t iH'EKLLNA CeHTpan Ict NOBHVM LMK/IOM 3MiHK | TNy - 3MiHa BUPOBGHUKA peyenmom
no 1500 MO, 3 Al (nopowok ans BWXi4HOro/MpOMKHOro NpoAyKTy/peareHTy, Lo
chr1akoHm 3 pO34nHy Ans BUKOPVCTOBYIOTbCS y BUPOOHMYOMY npouieci AP,
nopotukom Ta 3 iH eKuilf), a60 3MiHa BUPOGHWMKa (BKNOYakoun, Ae HeobxigHo,
hnakoHn 3 1 mn BTOPUHHE MicLie NpoBeAEeHHS KOHTPOIHO AKocTi) AdI -
PO34MHHYMKA (PO3YNH nakyBaHHA Ta fojaBaHHA AiNbHUL, Ae NPOBOANTLCS
Hatpito xnopugy 0,9 BMNyCK cepii KOHTPO/1b/BUNPOBYBaHHSA cepii NikapCbKoi
%) B KAPTOHHIM (PO3YMHHMK cy6CTaHLjii AN TeCTyBaHHA Ha MiKpOo6ionorivuHy
ynakoBLi (pO3unH HaTpito YMCTOTY); YTOUHEHHS hYHLiA Ansa AinbHuyi H. B.
xnopugy 0,9 %): OpraHoH; 3MiHu | Tuny - 3MiHa y MeTogax
H.B. OpraHoH, BMNpobyBaHHsA APl abo BMXiZHOMO
HigepnaHgw; MaTepiany/npomMiKHOro NpoAyKTy/peareHTy, LWo
BUPOGHMLITBO, BUKOPVCTOBYETLCA Y NpoLieci BUpo6GHuLTBa ADI -
KOHTPO/Ib SKOCTi 3MiHa y MeTogax BUNpobyBaHHS in vivo bioactivity
Ta BUNYyCK cepil, chorionik gonadotrophin (hCG) — 3miHa cxemu
nakyBaHHs BBEJeHHS BUNPOGYBAHOIO PO3UMHY; 3MiHW | TUny -
(po3unHHUMK in bulk OHOBJIEHHS iHGhopMaL,i "oLiHKa 6e3nekn CTOPOHHIX
(pO3uunH HaTpito areHTiB" (po3ain 3.2.A.2) y 3B 513Ky 3 OHOBJ/IEHHAM
xnopugy 0,9 %): nepeBipkM Ha HasiBHICTb BipyCiB BUPOOHUKOM AjiHo4OT
[xy6inant peyosuHM AcneHn Occ b.B; 3mibu | Tuny -
XonnictepCraep OHOBJIEHHS po3ainy 3.2.S, y 3B°A3Ky 3 A0AaBaHHAM
NNC, CWA iHbopmaLii Npo nepeB.ipky Ha BipyCcHY 6e3neky
mMaTtepianis, BUNpaB/ieHHS NOMUIOK 63 3MiHW
npoLecy BUpo6HULTBA
197. APErHIN® MOPOLLIOK A5 LWepiHr-Mnay LBeliuapis BMPOGHULITBO 3a Higepnangn/ CLUA BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/3483/01/02
PO34UMHY ANs iH'EKLR CeHTpan IcT NOBHVM LMK/1IOM 3MiHK | TNy - 3MiHa BUPOOHUKaA peyenmom
no 5000 MO, 1 Al (nopowwok ans BUXIZAHOrO/NPOMIXXHOTO NPOAYKTY/peareHTy, Lo

h/1aKOH 3 MOPOLLKOM
Ta 1 conakoH 3 1 mn
PO3YMHHHKKA
(po34mnH HaTtpito
xnopugy 0,9 %) B
KapTOHHI ynakoBLi

po3unHy Aans
iH eKuin),
BTOPVIHHE
nakyBaHHs Ta
BMNyCK cepii
(PO34MHHUK
(po34mnH Hatpito
xnopuay 0,9 %):
H.B. OpraHoH,
Higepnangu;
BMPOGHULTBO,
KOHTPO/b AKOCTI
Ta BUNyckK cepil,
nakyBaHHs
(po3umHHKK in bulk

BMKOPUCTOBYIOTLCSA Y BUPOBHUYOMY npoueci AdI,
a60 3MiHa BMPOGHMKa (BKOYatoun, ge HeobxigHo,
MicLle NPOBeAEeHHS KOHTPOIO AKocCTi) AdI -
[ofasaHHA AinbHULI, Ae NpoBOANTLCA
KOHTPO/b/BUNPOBYBaHHS cepii NlikapCbKoil
cy6CTaHLii AN TeCcTyBaHHA Ha MiKpoGionoriuHy
YUCTOTY); YTOUHEHHS dPyHLiiA ansa ainbHUui H. B.
OpraHoH; 3MiHu | TNy - 3MiHa y MeTogax
BuNpobyBaHHA A®l abo BMXigHOTO
mMarepiany/npoMiKHOro NpoaykTy/peareHTy, Lo
BUKOPVCTOBYETLCA Y NpoLieci BUpo6bHuLTBa AdI -
3MiHa y MeTofax BUNpobyBaHHs in vivo bioactivity
chorionik gonadotrophin (hCG) — 3miHa cxemu
BBE/leHHs BUNPOOYBAHOIO PO3UMHY; 3MiHW | TUny -
OHOB/EHHS iHopMalLil "OLiHKa 6e3neKn CTOPOHHIX
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
(PO3uuH HaTpito areHTiB" (po3ain 3.2.A.2) y 3B 513Ky 3 OHOBJ/IEHHSIM
xnopugy 0,9 %): nepeBipkM Ha HasiBHICTb BipyCiB BUPOGHMKOM Aitoyoi
[xy6inaHt peyoBuHM AcneH Occ B.B; 3mibu | Tuny -
XonnictepCraep OHOBJIEHHS po3ainy 3.2.S, y 3B°A3Ky 3 A0AaBaHHAM
NNc, CWA iHchopmawii Npo nepesipky Ha BipycHy 6e3neky
mMarepianis, BUNpaBieHHs NOMUIOK 6e3 3MiHK
npoLecy BUpo6HMLTBA
198. APOCTATWUN | po3unH ANs iH ekuii MpuBaTHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/0800/02/01
EH® no 2 mn B amny/ii, akuioHepHe akuioHepHe 3MiHuM | Tuny - 3MiHK Woao 6e3nekn/echekTUBHOCTI peyenmom
no 5 amnyn B TOBapucTBO TOBapucTBO Ta (hapmakoHarnsgy. BHeceHHs abo 3miHa(u) Ao
6nictepi, no 1 abo 2 «Jlekxim- «Jlekxim-Xapkis» 30060B'A3aHb Ta YMOB Buadi peecTtpauiiHoro
6nictepun y nauui, no XapkiB» NoCBiJYEeHHS, BKOYatouy MNnaH ynpas/iHHA
2 mn B amnyi, no pusmKamm (3acTocyBaHHS 3MiH(1), ski(a)
100 amnyn y nauui BMMaralTb(€) NOAANbLLOTO 06I'PYHTYBaHHS HOBUMM
[00aTKOBUM A@HVMK, WO MaloTb HagasaTnucs
KOMNETEHTHUM OpraHoM, OCKifIbK/ BUMaraeTbest
CyTTEBA OLiHKa KOMMETEHTHUM OpraHom) -
BrKoHaHHS 3000B'A3aHb BiAMNOBIAHO A0 MiANYHKTY
1.8.2 nyHkTy 1.8 pogatky 5 o Nopsaky
NpoBefEeHHS eKCNepTU3n peecTpauiiHnx matepianis
Ha nikapcbki 3aco6m, L0 NOAAITLCA Ha AepXaBHY
peecTpadito (nepepeecTpaLiio), a Takox ekcnepTusmn
marepianis Npo BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis NpoTArom fii peecTpauiiHoro
NocBigYEeHHS, 3aTBepAkeHoro Hakazom MO3 Bif,
26.08.2005 Ne 426 (y pepakuii Hakasy MO3 Big,
23.07.2015 Ne 460)
199. MPOTEKOH® | Tabnetku, BKPUTI OpraHocuH IHAis EBepTomkeH IHAiA BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 6e3 UA/3347/01/01
060/10HKO10, 1Mo 10 Naiicp Naiidp CaeHcmns 3MiHu |l TUNy - 3MiHa BUPOGHMKa peuyenma
Tabnetok y 6nictepi; | CaeHcus MNBT. Nimiteq BUXIZAHOrO/NPOMIXXHOTO NPOAYKTY/peareHTy, Lo
no 3 6nictepu y nra. BMKOPUCTOBYIOTLCSA Y BUPOBHUYOMY npoueci AdI,
nadui 3 KapToHy; No a60 3MiHa BMPOGHMKa (BKOYatoun, ge HeobxigHo,
10 TabneTtok y MicLe NpoBefeHHSA KOHTPO AkocTi) AdI (3a
6nictepi; no 3 BifICYyTHOCTI cepTudikarta BifgnoBigHOCTI
6nicTepn y nauui 3 €Bponelicbkili thapmakonei y 3aTBepaKeHoMy
KapTOHY; NO 3 navku [ocbe)(BBeAEHHS HOBOroO BUpo6HMKa AdI 3
y nayui 3 KapTOHy; HafaHHAM MacTep-haiina Ha Adl) - BBEEHHSA
no 30 a6o 60 HOBOro BMPOGHMKa AD|
Tabnetok y
KOHTelHepax; no 1
KOHTeliHepy B nauuj
3 KAPTOHY
200. MPOTEKOH® | Tabnetku, BKPUTI OpraHocuH IHAis EBepTomxeH IHAiA BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: - UA/3348/01/01
o60ooHKoto, in bulk: Navidp Naiidp CaeHcns 3MiHuM Il Tuny - 3MiHa BUPOGHKKa
no 2500 TabneToK y CaeHcu3 IBT. NimiTen BUXIZAHOrO/NPOMIXHOr0 NPOAYKTYy/peareHTy, Lo
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Ne n/n

Ha3ssa
NliKapcbKo20
3acoby

Popma surnycky
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

Kpaina

Bupo6HuUK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjiliHo2o
nocsioYeHHs

naketax y kopobu,i 3
ropokapToHy

nra.

BMKOPUCTOBYIOTLCS Y BUpOBHMYOMY npoueci AdI,
abo 3miHa BUpOo6HYVKa (BKNoYarouu, ge HeobxigHo,
MicLie NpoBeAeHHS KOHTPOIo SKocTi) AdI (3a
BiCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaxeHOMy
[ocbe)(BBeAEHHS HOBOrO BUpoOHMKa AdI 3
HagaHHAM MacTep-chaiina Ha A®l) - BBeAEHHS
HOBOTrO BMPO6HUMKa AdPI

201.

AYMMNAH®

TabneTku no 12
Tabnetok y 6nictepi;
no1l, 2, 3a6o4
6nictepu B
KapTOHHIA Kopoo6Li

Pixapa
BitTHep Al

ABCTpIs

Pixapg bitTHep Al

ABCTpIs

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHu | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHm go
y3araslbHeHVX JaHux npo cuctemy
thapmakoHarnagy (BBefjeHHs y3arasibHeHuX JaHux
npo cuctemy hapmakoHarnsgy, amiHa
YNOBHOBaXeHOI 0cobu, BiANoBiAanbHOT 3a
3[iiCHEHHs1 chapMakoHarnsay; KOHTakTHOT ocobu 3
thapMakoHarnagy 3asBHuUKa 415 34INCHEHHS
thapmakoHarnagy B YKpaiHi, AKLO BOHA BigMiHHa
BiJ, yNOBHOBaXeEHOI 0c06M, BignoBigansHoi 3a
3AjiCHeHHs hapMakoHarnsay (Bkyalun
KOHTaKTHi faHi) Ta/abo 3MiHN Y pO3MilLEeHHI MacTep-
dhaiina cuctemu chapmakoHarnagy - MponoHoBaHa
peaakuisi: YnoBHOBaXkeHa ocoba 3asBHUKA,
BignosigasibHa 3a hapmakoHarnsag - 3miHa
KOHTaKTHUX [aHuX YNOBHOBaXKEHOI 0CO6Y 3asBHMKA,
BiANOBIAa/IbHOI 3a hapMakoHar1a4 Ta KOHTaKTHOT
0Cco6M BignoBiganbHOI 3a hapMakoHariag B YkpaiHi

6e3
peyenma

UA/10049/01/01

202.

NYMNAH®

Kpanni opasibHi no
20 mn, abo no 50
M, abo no 100 mn y
dhnakoHax-
KpanenbHUuAx; no 1

dhnakoHy y
KapTOHHI ynakoBLi

Pixapa
BiTTHep Al

AscTpist

Pixapp, bitTHep Al

ABCTpIs

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHK | TNy - 3MiHK Woao 6e3nekn/edhekTUBHOCTI
Ta chapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHUX AaHVX Npo cucTemy
thapmakoHarnsgy (BBeAEHHS y3arasibHeHVX JaHux
npo cuctemy hapmakoHarnsgy, amiHa
YNOBHOBaXEHOT 0co6MU, BiANOBiAaIbLHOI 3a
3[iiCHEHHST (hapMakoHarnsa4y; KOHTakTHOT 0cobu 3
hapmakoHarnsgy 3asiBHUKa A5 34iCHEHHS
hapmakoHarnagy B YkpaiHi, SKLLO0 BOHa BigMiHHa
Bi[] yNMOBHOBaXXEHOI 0CO6W, BifgnoBiganbHOI 3a
3MjiCHeHHs1 hapMakoHarsay (Bkiyakum
KOHTaKTHI fjaHi) Ta/abo 3MiHW Y PO3MiLLEHHI MacTep-
(paiina cuctemun chapmakoHarnsgy) - dirova
pefakuisi: YNoBHOBaxkeHa 0coba 3asBHMKa,
BiAgnoBigasbHa 3a hapmakoHarnag - lise
Vanderlinden. MNMponoHoBaHa peAakList:
YnoBHOBaXKeHa ocoba 3asiBHMKa, BignoBifanibHa 3a

6e3
peyenma

UA/1973/02/01




126

Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
thapmakoHarnsag - George Nicolas. 3miHa
KOHTaKTHUX SaHMX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BiAMOBIAa/IbHOI 3a hapMakoHar/Ia4 Ta KOHTaKTHOT
0cobu BigNoBiganbLHOI 3a hapMakoHarniag B YkpaiHi
203. PABIMAK TabneTku, BKpUTI Makneogc IHAis Makneoac IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/3161/01/01
060/10HKOI0, dapmMacbloThK dapmMacbloTUKasIC 3MiHu | TUNY - 3miHa abo JofaBaHHA LWTamnis, peyenmom
KMLLKOBOPO34YMHHI N0 anc Nimiteq Nimiteq NOTOBLLEHb ab0 iHLIMX MapKyBaHb, YK/o4a4imn
20 mr,no 7 3amiHy abo gogasaHHsA dhapb Ana MapKyBaHHSA
Tabnetok y cTpuni, nikapcbKoro 3acoby (iHLWi 3MiHW) - BUTyYEHHS
no 2 cTpunu B Hanucy «R» 3 NoBepxHi TabneTku, ik HacNifoK,
KapTOHHIN ynakoBsLi; 3MiHK A0 cneumdikaLii Ta MeToAiB KOHTPOSI0
no 15 Tabnetok y roTOBOrO NiKapCcbKOro 3acoby 3a NoKas3HMKOM
6nictepi, no 1 a6o 2 «Onunc»; cynyTHA 3MiHa: 3MiHa NnapameTpis
6nictepn B crneundikaiii Ta/abo 4ONYyCTUMUX MEX rOTOBOro
KapPTOHHIN ynakoBLi niKkapcbKkoro 3acoby (iHLi 3MiHW)
204. PABIMAK TabneTku, BKPUTI Makneogc IHAis Makneogc IHAiA BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/3161/01/02
060/10HKOIO, dapmacboTuK dapmacbloTUKasc 3MiHu | TUNY - 3miHa abo fofaBaHHA LWTamnis, peyernmom
KMLLKOBOPO34YMHHI N0 anc fNimiteq NimiTen NOTOBLLEHb 260 IHLWNX MapKyBaHb, YK/IHUYaKuu
10 mr, no 7 3amMiHy abo fopasaHHA hapb A8 MapKyBaHHA
TabneTtok y ctpuni, NiKkapcbKoro 3acoby (iHwi 3MiHW) - BUy4YeHHs
no 2 cTpunu B Hanucy «R» 3 NoBepxHi TabneTku, K Hacnifok,
KapTOHHI ynakoBLi; 3MiHK A0 cneumdikaLii Ta MeToAiB KOHTPOSI0
no 15 Tabnetok y roTOBOrO /KapPCbKOro 3acoby 3a NoKa3HMKOM
6nictepi, no 1 a6o 2 «Onunc»; cynyTHA 3MiHa: 3MiHa napameTpis
6nictepu B cneyudikaLiii Ta/abo fonycTMMUX MEX rOTOBOTO
KapPTOHHIN ynakoBLUi niKapcbKoro 3acoby (iHLwi 3MiHW)
205. PABEN® SR Tabnetku KPKA, a.4., CnoBeHis KPKA, a.4., Hoso CnoseHis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3a UA/3628/01/01
NPOJIOHroBaHoI A, HoBo mecTO MecTo 3MiHM | TMny - noaaHHsA oHosreHoro CEP Ha Ad| peyenmom
BKPUTI NNIBKOBOO iHganamig R1-CEP 1998-075-Rev 03 Big
o6onoHkoto, no 1,5 3aTBEPIKEHOrO BUPOBHUKA, i3 HE3HAYHUMW 3MiIHAMM
Mmr no 10 TabneTok y y Ha3Bi Ta agpeci BUpobHMKa
6nicTepi, no 2 a6o 3,
abo 6, abo 9
6nictepis y
KapPTOHHI KOpooL;j
206. PEMEHC® Kpanni opasibHi no Pixapa ABCTpist Pixapg BitTHep Al ABCTpist BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/2164/02/01
20 mn abo 50 mn BitTHep Al 3MiHM | TUny - 3MiHK Woao 6e3neku/ehekTnBHOCTI peyenma

a6o 100 mny
donakoHax-
KpanesibHuusax; no 1
chnakoHy B
KapTOHHI ynakoBLi

Ta chapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHUX AaHvX Npo cucTemy
thapmakoHarnsgy (BBeAeHHs y3arasibHeHVX JaHux
npo cucTemy dpapmakoHarnsgy, 3miHa
YNOBHOB&XEHOT 0cO6MU, BiANOBiAaIbHOI 3a
3[jiiCHEHHs hapmMakoHarnsgy; KOHTaKTHOI 0co6u 3
hapmakoHarnsgy 3asiBHUKa A5 34iCHEHHS
dhapmMakoHarniagy B YkpaiHi, SKLL0 BOHa BigMiHHa
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Peecmpayitina npoyedypa Ymosu Howmep
Bionycky peecmpayjiliHo2o

KpaiHa
nocsioYyeHHs1

Kpaina Bupo6HuUK

Ne n/n Hassa ®dopma BUMYCKY 3assBHUK
JNliKapcbKo20 | (nikapcbka ¢hopma,
3acoby yrnakoska)
BiJ yNOBHOBaXeEHOI 0co6M, BignoBigansHoi 3a
3[jiCHeHHs hapmMakoHarnsay (BKIvaun
KOHTaKTHi AaHi) Ta/abo 3MiHN y po3MilLEeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) - Airoua
peaakuist: YnoBHOBaXkeHa ocoba 3asBHUKa,
BignNoBigasibHa 3a hapmakoHarnag - lise
Vanderlinden. MNMponoHoBaHa pejakuis:
YnoBHOBaXKeHa ocoba 3asBHVKa, BignoBigasibHa 3a
thapmakoHarnsag - George Nicolas. 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXKeHOi 0COOM 3asBHUKA,
BiANOBIAa/IbHOI 3a hapMakoHar/1a4 Ta KOHTaKTHOT
0Cco6M BignoBiganbHOI 3a hapMakoHarisg B YkpaiHi
MpAT Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 UA/3980/01/01
"papmaneBTu "®apmMaLeBTnyHa 3MiHM | TUNy - 3MiHa y MeToAax BunpobysaHHs Ad| peyenma
yHa thipma ipma "dapHuus” abo BuxigHOro matepiasy/npomikHOro
"AapHuus” NpoAayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BupobHuutea A®I (iHWwi 3MiHM y meTogax
BUNPOOYBaHHA (BK/OYa0UMN 3aMiHy abo
L0MoBHEHHS) AD| ab60 BUXiAHOrO/NPOMIXHOIO
NpoAyKTY); CynyTHA 3MiHa: 3MiHa y napameTpax
cneumdikauin Ta/abo AoNyCTUMUX MEX,
BM3Ha4YeHux y cneuudpikauisx Ha Adl, abo
BVXiZHWIA/NPOMDKHWIA NpoAyKT/pearexT, Wo
BMKOPUCTOBYHOTbCS Yy Npoueci BupobHuutea AdI -
BHECEHHS 3MiH Y cnevumdikavito Ta MeToaukm
BMNpo6yBaHHA A®I Himecynig, 3rigHo Bumor AdY,
EP Ta matepianis BUPOGHWKIB; 3MiHM | TUMY - 3MiHa
napameTpiB cneuudikauiii Ta/abo AONYCTUMMX MEX
015 AOMOMDKHOT PEYOBUHW; CYMyTHSA 3MiHA: 3MiHa Y
mMeToAax BUNPoGyBaHHSA JOMNOMIKHOT PEYOBUHM -
BHECEHHS 3MiH Y cneumdikavito Ta MeToaukm
BXIIHOrO KOHTPO/IIO A4J15 AOMOMDKHOI PEYOBUHM
JNleBOMEHTO/; 3MiHK | TUMY - NOAAHHA HOBOrO
CepTudikaty BignosigHocTi EP Ha akTuBHY
cy6cTaHLUito Himecynig, Big, HoBoro BupobHuka CEP
R1-CEP 2002-046-Rev 05; 3MiHu | Tuny - 3miHa
napameTpiB cneuudikauiii Ta/abo AONYCTUMMX MEX
015 AOMOMDKHOT PEYOBUHW; CYMyTHSA 3MiHA: 3MiHa Y
mMeToAax BUNPoGYBaHHSA JOMNOMIKHOT PEHOBUHM -
BHECEHS 3MiH Y cneumdikalilo Ta MeETOAUKN
BXIIHOrO KOHTPO/IIO A4J15 AOMOMDKHOI PEYOBUHM
[vmeTtnncynbgokeng; 3miHu | Tuny - 3MiHa Ha3Bu Ta
YTOYHEHHSA afpecy BUpo6HuLTBa ADL; 3MiHM | TMRy
- 3MiHa y meToax BUNpobyBaHHs roTOBOrO
NiKapCbKOro 3acoby; cynyTHsl 3MiHa: 3iHa

renb, 10 mr/rno 30 r MpAT YkpaiHa

y Ty6i, no 1 Ty6i B
navyi

207. PEMICU],
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
napameTpiB cneuudikaliii Ta/abo AONYCTUMMX MEX
roTOBOrO MiKapCbKOro 3acoby; 3miHun | Tuny - 3amiHa
napameTpiB cneuudikadii Ta/abo JoNyCTUMMX MEX
ONS AONOMDKHOT PEYOBUHM; CYNyTHA 3MiHa: 3MiHa Y
MeTofax BUNPO6YBaHHS AOMNOMIXKXHOT PeYOBUHU -
BHECEHHS pefakLUiiH1X 3MiH y cneuudikadiio Ta
METOAMKMN BXiAHOrO KOHTPO/O A5 LONOMIKHOI
peyoBuHm MonieTunenrnikons 400 (Makporon 400).
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAXKEHHS
208. PETPOBIP™ PO3unH NS iHdys3il, BiiB Xenckep Benvka nakco Benuka BputaHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/0232/01/01
10 mr/mn no 20 mny FOK Nimite, BpuTaHis OnepeiiwHc KOK 3MiHM | TUNY - NpuBeAeHHSA crneundikaLii Ha aitody peyenmom
dnakoHi; no 5 Nimiteq pevoBUHY 3MA0BYAUH BUPO6HMKa Aurobindo ao
nakoHiB y MOHorpadii €Bponeicbkoi hapmakonei
KapTOHHIA Kopoo6Li ZIDOVUDINE; 3MiHu | TUNY - BUNYyYEHHS
BUPOGHUKIB Ail040T PeYOBVHN 3UA0BYANH; 3MiHN |
TUMY - NOAAHHA HOBOTO cepTudikaTy BifnNOBIAHOCTI
€Bponelicbkin hapmakonei R1-CEP 2005-063-Rev
02 Bif, HOBOroO BMPOBHUKA Ait040T pevyoBUHN
31A0BYAUH
2009. PETPOBIP™ PO34UH OpasIbHUIA, BiiB Xenckep Benuka nakcoCmiTKnsiiH KaHapa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3a UA/0232/03/01
10 mr/mn; no 200 mn IOK Nimites, BputaHis IHK. 3MiHu | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
y chnakoHi; no 1 HaliMeHyBaHHS Ta/abo agpecu Micusa NPOBamKeHHs
hnakoHy pasom i3 [isnbHOCTI BUpobHUKa/imnopTepa roToBoro
wnpuuem ans NiKapcbKoro 3acoby, BKOUAUN Ai/TbHUL BUNYCKY
[,03yBaHHs1 06'€MOM cepii abo MicL,e NpoBeAEeHHS KOHTPOJTHO SKOCTI.
10 My KapTOHHii (misnbHiCTb, 3a Ky BignoBigae BUpoOHUK/iMIopTep,
Kopoo6Li BK/IHOHAK0UM BUMNYCK CEPili) - 3MiHa agpecu
BUPOGHMKA, 6€3 3MiHN MiCLS1 BUPOOHMLTBA:
210. PUBOMYCTWU | nopollok ans Actennac HigepnaHvaun BUPOBHUK roToBOT Benbris/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiais: 3a UA/11584/01/01
H NpUroTyBaHHsA dapma HOpon nikapcbkoi hopm HimeuunHa 3MiHM | TURY - 3MiHW 80 IHCTPYKUiT 418 Mean4Horo peyenmom
KOHLeHTpaTy Ans B.B. (Bci cTapgji 3acTocyBaHHsA A0 po3ainis: "Oco6nmnBoCTi
NpUroTyBaHHsA BMPOGHULTBA, 3acTocyBaHHsA", "Mo6ivHi peakuii”, "3a4aTHIiCTb
pO3UMHYy AN BTOPUHHA BMAVMBATU Ha LUBWAKICTb PeakLii Npu KepyBaHHi
iHcpysiii no 25 mr no yrnakoBKa): aBTOTPaHCNOPTOM abo0 iHLWUMY MexaHisMammn'"
55 Mr nopoLuky y CeHekci-
dnakoHi; no 1, 5, 10 NabopaTtop
ab6o 20 chnakoHiB y Tuccen C.A,,
KapTOHHIA Kopoo6Li Benbrist; OHKOTEK
Papma
MpoaykuioH Mv6X,
HimeuuunHa;
BTOPVHHA

yNaKoBKa, A03BiN
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
Ha BUMycK cepii:
Xaynt ®apma
BonbparcxayseH
'm6X, HimeyunHa
211. PUBOMYCTW | nopoLuok gns Actennac HigepnaHgm BMPOGHWK roTOBOT Benbrisi/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/11584/01/02
H NpUroTyBaHHsA $apma HOpon nikapcbkoi hopm HimeyunHa 3MiHW | TUNY - 3MiHW [0 IHCTPYKLUiT 4519 MeANYHOro peyenmom
KOHUEeHTpaTy Ans B.B. (Bci cTagji 3acToCyBaHHA A0 po3ainis: "Oco6/MBOCTi
NpUroTyBaHHsA BMPO6GHMLITBA, 3actocyBaHHs", "MNob6iuHI peakuii”, "3aaTHiCTb
PO34nHY AnA BTOPVHHA BN/IMBATY Ha LIBMAKICTb peakLii npu kepyBaHHi
iHcpysiii no 100 mr ynakoBKa): aBTOTPAHCMOPTOM abo iHWUMKN MexaHi3MmamMmn"
no 220 Mr NOPOLUKY CeHekci-
y donakoHi; no 1 abo Na6opatop
no 5 cpnakoHiB y Tuccen C.A,,
KapTOHHI Kopoo6Li Benbris; OHKoTeK
dPapma
MpoaykuioH M6X,
HimeuunHa;
BTOPVHHA
ynakoBka, [,03Bin
Ha BUMYCK cepii:
Xaynt ®apma
BonbdhparcxayseH
'm6X, HimeyunHa
212, PIABAN TabneTku, BKPUTI Xikma VioppaHis 3e Apab VoppaHis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiais: 6e3 UA/2908/03/01
NNiBKOBOIO PapmMacboTuK dapmacboTikas 3MiHu | TUny - 3MiHK Woao 6e3nekn/edekTUBHOCTI peyenma
060/10HKO10, Mo 30 ans Ko. /lTa. MeHydhekuypiHr Ta hapmakoHarnsgy. BeegeHHs abo 3miHm go
mr, 10 TabneTok y Ko. itAa. y3arasibHeHUX AaHux Npo cuctemy

6nictepi, no 2
6nictepn B
KapTOHHIA Kopoo6Li

thapmakoHarnagy (BBefeHHs y3arasibHeHVX faHux
npo cucTemy dpapmakoHarnsgy, 3miHa
YyNOBHOBaXeHOI 0cobu, BiANOBiAaNbHOT 3a
3[jiicCHeHHs hapmakoHarnaay; KOHTaKTHOT ocobu 3
hapMakoHarniagy 3asiBHUKa 4151 34iINCHEHHS
thapmMakoHarnagy B YkpaiHi, KO BOHA BigMiHHa
Bifl yNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI 3a
3ilicHeHHs dhapMakoHarniagy (Bkovaoun
KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
thaiina cuctemmn chapmakoHarnsgy) - 3miHa
YNOBHOBaXXEHOT 0COOM 3asIBHMKA, BigmnoBigasibHOI 3a
3pificHeHHs chapmakoHarnsgy: fitoya pegakuis -
Stephen Douglas. MNponoHosaHa pegakuis - Ahmad
N.Aburmilah. 3MiHa KOHTaKTHUX AaHNX
yNOBHOBaXXeHOT 0cobuM. 3MiHa KOHTaKTHOI 0cobw,
BiAnoBiAanbHOI 3a thapmakoHarnsag: firoya
pefakuist — AmutpeHko tonis.
[ponoHoBaHa pegakuis — datasniesa AniHa. 3miHa
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
KOHTaKTHUX JaHNX KOHTaKTHOI ocobu,
BignoBiga/IbHOI 3a hapmakoHarnsg
213. PINENTNA® TabneTku, BKPUTI 3AT YropwuHa 3AT YropwmHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiaslis: 3a UA/4044/01/01
o060n0oHKoto, Mo 1 Mr | dapmaueBTny dapmMaveBTUHHUI 3MiHK | TUMY - NOAAHHSA HOBOrO cepTudikaTty peyenmom
no 10 TabneTok y HWi1 3aBOf 3aBog ElIC BiAnoBiAHOCTI E€Bponeiicbkoi hapmakonei Ne R1-
6nictepi, no 1 a6o 2, Eric CEP 2002-151-Rev 05 Big HoBOro Bupo6Huka Adl
abo 6 6nictepiB y PucnepngoHy Jubilant Generics Limited, IHais
KapTOHHI Kopoo6Lli
214. PINENTNA® TabneTku, BKPUTI 3AT YropwuHa 3AT YropwmHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiais: 3a UA/4044/01/02
060/10HKOI, N0 2 Mr | PapmauesTuy dapmaveBTUHUI 3MiHM | TUNY - NOAAHHA HOBOTO cepTudikarty peyenmom
no 10 TabneTtok y HWA 3aBOg 3aBog ElIC BiAMOBIAHOCTI €Bponelicbkoi hapmakonei Ne R1-
6nictepi, no 1 a6o 2, Eric CEP 2002-151-Rev 05 Big HoBOro Bupo6Huka Adl
abo 6 6nicTtepis y Pucnepugony Jubilant Generics Limited, IHgis
KapPTOHHI KOpoOL;
215. PINENTNA® TabneTku, BKPUTI 3AT YropwuHa 3AT YropwmHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiais: 3a UA/4044/01/03
060/10HKOI0, N0 3 Mr PapmaLeBTuy dapmaveBTUYHUI 3MiHM | TUNY - NOAAHHA HOBOTO cepTudikarty peyenmom
no 10 TabneTok y HWi1 3aBOf 3aBog ElIC BiANOBiAHOCTI EBponeiicbkoi dhapmakonei Ne R1-
6nicTtepi, no 1 a6o 2, EriC CEP 2002-151-Rev 05 Big HOBOro Bupo6Huka A®I
abo 6 6nicTepis y Pucnepugony Jubilant Generics Limited, IHgis
KapPTOHHI KOpoOL;
216. PINENTUNA® TabneTku, BKPUTI 3AT YropwuHa 3AT YropwmHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/4044/01/04
060/10HKOI0, N0 4 Mr PapmaLeBTny dapmaueBTUYHNI 3MiHM | TUNY - NOAAHHA HOBOTO cepTudikarty peyenmom
no 10 TabneTok y HWi1 3aBOf 3aBog ElIC BiAnoBigHOCTI EBponeiicbkoi hapmakonei Ne R1-
6nictepi, no 1 a6o 2, ErIC CEP 2002-151-Rev 05 Big HOBOro BUpo6Huka APl
abo 6 6bnicTepis y Pucnepugony Jubilant Generics Limited, IHgis
KapPTOHHI KOpoOL
217. PO3ANIH Kpansi O4Hi, pO34nH, TOB Monbua Pachapm AT peuis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/14388/01/01
20 mr/Mn o 5 mny "Apaven” 3MiHM | TURY - 3MiHW A0 IHCTPYKUiT 418 MeanYHOro peyenmom
dhnakoHi 3 3acTocyBaHHs y po3aia “MobivHi peakuii”
KpanesibHuueto; no 1 BiANOBIAHO [0 OHOBNEHOT iHGhopMaLii 3 6e3nekn
hnakoHy y Aito4oi peyoBrHYU. BBeieHHA 3MiH NPOTArom 6-tn
KapPTOHHI KOpo6Lj MicALiIB Nicna 3aTBepAKEHHA
218. CEKPENAT TabneTku XyBasbHi CninbHe YkpaiHa Ankana ®apma, IcnaHis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 UA/7782/01/01
POPTE 3i CMakoM aHicy, no YKpaiHCbKO- C.N. 3MiHu Il Tuny - 3miHM 3 sikocTi. A®I. BupobHMUTBO peuyenma
10 TabneTtok y icnaHcbke (iHLWi 3MiHW)
6nictepi; no 1 a6o 5 niANPUEMCTBO
6nictepiB y "Cnepko
KAPTOHHIN nauuj YkpaiHa"
219. CEKPENAT TabneTku XyBasbHi CninbHe YkpaiHa Ankana ®apwma, IcnaHis BHECEHHS 3MiH [0 peecTpavjiitHux maTepianis: 6e3 UA/7783/01/01
®OPTE 3i CMakom M'ATu, No YKpaiHCbKO- C.. 3MiHM Il Tuny - 3miHK 3 sikocTi. A®I. BupobHuuTBO peyenma
10 Tabnetok y icnaHcbke (iHLWi 3MiHW)
6nictepi; no 1 abo 5 niANPUEMCTBO
6nictepiB y "Cnepko
KapTOHHIN nayui YkpaiHa"
220. CIHIDKAPAI® | Tabnetku, BKpUTI BepiHrep HimeuyunHa BMPO6GHMLITBO, HimewunHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHux MmaTepiasis: 3a UA/15721/01/01
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dapma N'vbX i Ko.
Kr, HimewunHa;
BMPOBHULTBO,
KOHTPO/Ib SKOCTI
(3a BUHATKOM
Tecty
"MikpobionoriyHa
yucrora'),
nepBuHHe Ta
BTOPUHHE
nakyBaHHS, BUMYyCK
cepii: bepiHrep
IHrenbxanm Ennac
A.E., M'peuis;
aNbTepHaTUBHI
AinbHUU Ans
BTOPVHHOTO
nakyBaHHs:
LLiteremaHH
JNlboHdbepnakyHreH
yHA NoricTiwep
Cepsic e. K.,
HimeuunHa;
®apm/lor dapma
NopxicTik TM6X,
HimeuuunHa;
KOHTPO/b AKOCTI
(3a BUHATKOM
Tecty
"MikpobionoriyHa
ynctoTa"): A eHg
Ewm LTabTect
M6X, HimeuyuunHa,;
anbTepHaTUBHa
naboparopis 4ns
KOHTPOI0 TECTY
"MikpobionoriyHa
yucrota™ CIrc

hapmMakoHarniagy 3asiBHuUKa 415 34iINCHEHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA

BiJ, yNOBHOBaXeHOI 0co6W, BignoBifansHoI 3a

3AjiCHeHHs hapmMakoHarnsay (BKIyaun
KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) - aMmiHa
KOHTaKTHUX JaHuX YNMOBHOBaXXeHOT 0cobw,
BiANOBIAa/IbHOI 3a hapMakoHariag

Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
NNiBKOBOIO IHrenbxainm nepBrHHe Ta peuis 3MiHu | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom
o6onoHkoto, 12,5 IHTEepHeLwHN BTOPUHHE Ta chapmakoHarnsgy. BeegerHs abo 3miHu o
mr/850 mr; no 10 6X nakyBaHHs, y3arasibHeHUX gaHux npo cuctemy
TabneTtok B 6nicTepi; KOHTPO/1b SIKOCTI, hapMakoHarnagy (BBeAeHHS y3araslbHEHUX JaHUX
no 6 6nictepis y BUMNYCK Cepil: npo cuctemy apmakoHarnsgy, smiHa
KapTOHHIA Kopoo6Li BepiHrep YMOBHOBaXeHOI 0cobu, BignoBiganbHOT 3a
IHrenbxainm 3fjiicHeHHs hapmakoHarnagy; KOHTaKkTHOT ocobu 3
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
IHCTUTYT
®peseHiyc MvbX,
HimeuuunHa; Nabop
NI+C AT,
HimeuunHa;
K'loEiCiEc ENE,
peuist
221. CIHIDKAPAI® | TabneTtkun, BKpUTI BepiHrep HimeuunHa BMPOGHMLITBO, HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/15722/01/01
NNiBKOBOIO IHrenbxanm nepBrHHe Ta peuis 3MiHM | TUny - 3MiHK Woao 6e3neku/edhekTNBHOCTI peyenmom
060/10HKO, 12,5 IHTepHeLwHN BTOpPUHHE Ta hapmakoHarnsgy. BeegeHHs abo 3miHn o
Mr/1000 mr; no 10 m6X naxkyBaHHs, y3arasibHeHNX AaHux npo cuctemy
TabneTok B 6nicTepi; KOHTPO/b AKOCTI, chapmakoHarnsgy (BBeieHHs y3arasibHeHUX faHux
no 6 6nictepis y BMNYCK cepil: npo cuctemy papmakoHarnsgy, amiHa
KapTOHHI Kopoo6Li Bepixrep YNOBHOBaXeHOI 0cobu, BignoBigaNbHOT 3a
IHrenbxanmv 3fjiiicCHeHHs hapmakoHarnagy; KOHTakTHOT ocobu 3

dapma MvbX i Ko.
K, HimeuunHa;
BMPOGHMLITBO,
KOHTPO/b AKOCTI
(3a BUHAATKOM
Tecty
"Mikpob6ionoriyHa
yucrtoTa"),
nepBuHHe Ta
BTOPVHHE
nakyBaHHs, BUNYyCK
cepii: bepiHrep
IHrenbxaiim Ennac
A.E., I'peuis;
anbTepHaTUBHI
OinbHuUU ans
BTOPUHHOTO
nakyBaHHS:
LLiteremaHH
JNlboHdbepnakyHreH
yHA NoricTiwep
Cepsic e. K.,
HimeuunHa;
dapm/lor dapma
NopxicTik TM6X,
HimeuunHa;
KOHTPO/b AKOCTI
(3a BUHATKOM
Tecty
"Mikpo6ionoriyHa

hapmakoHarnsgy 3asiBHUKa 415 34iICHEHHS
thapmakoHarniagy B YKpaiHi, SKLLO0 BOHA BigMiHHa

BiZl yNOBHOBaXeHOI 0co6M, BiANOBIAa/IbHOI 3a

3[jicHeHHs1 hapMakoHarsay (BkIyakum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - 3MmiHa
KOHTaKTHUX JaHUX YNOBHOBaXKEHO! 0coby,
BigNoBiAa/IbHOI 3a hapmakoHarnsg




Ne n/n

Hassa

Popma surnycky

3asaBHUK

Kpaina
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NliKapcbKo20
3acoby

(nikapcbka cpopma,
yrnakoska)

Bupo6HuUK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjiliHo2o
nocsioYeHHs

222,

CIHIXAPAI®

TabneTkn, BKPUTI

BepiHrep

HimeuunHa

ynuctoTa'): A eHp,
Ewm LWta6Tect
v6X, HimeuunHa;
anbTepHaTuBHa
naboparopia 4ns
KOHTPOJTIO TECTY
"Mikpob6ionoriyHa
yucrora™ CIrc
IHCTUTYT
®peseHiyc MvbX,
HimeuunHa; /labop
N+C AT,
HimeuunHa,;
K'toENCiEc ENME,
peuist

NNiBKOBOKO
060/10HKO10, 5
mr/850 wmr; no 10
TabneTtok B 6aicTepi;
no 6 GnictepiB y
KapTOHHIA KOpoo6Li

IHrenbxanm
IHTEepHeLwHN
6X

BMPOBHULTBO,
nepBUHHE Ta
BTOPVIHHE
nakyBaHHs1,
KOHTPO/Ib SIKOCTI,
BMNYCK cepil:
BepiHrep
IHrenbxanm
dapma 'm6X i Ko.
K, HimeuuuHa,;
BMPOGHMLITBO,
KOHTPO/Tb AKOCTI
(3a BUHATKOM
Tecty
"MikpobionoriyHa
yucroTa"),
nepBuHHE Ta
BTOPVIHHE
nakyBaHHs1, BUMYyCK
cepii: bBepiHrep
IHrenbxaiim Ennac
A.E., lpeuisi;
aNbTepHATMBHI
OinbHUUI ansa
BTOPVHHOTO
naxkyBaHHs:
LLiTeremaHH
JTboHhepnakyHreH
yHA, NoricTiwep

Cepsic e. K.,

HimeyunHa/
pevis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TUny - 3miHK Woao 6e3neku/ethekTnBHOCTI
Ta hapmakoHarnsgy. BeegeHHsa abo 3miHun o
y3arasibHeHUX AaHvX Npo cucTemy
thapmakoHarnsgy (BBeAeHHS y3arasibHeHVX faHux
npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOB&XEHOT 0co6MU, BiANOBiAaIbHOI 3a
3[jiicHeHHs chapMakoHarnsay; KOHTaKTHOI 0cobu 3
chapmakoHarnsgy 3asaBHUKa 415 34iACHEHHS
thapmakoHarnagy B YkpaiHi, SKLLO0 BOHa BigMiHHa
Bifl yNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI 3a
3AjicHeHHs1 hapMakoHarisay (Bkiyakum
KOHTaKTHI faHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-
thaiina cuctemmn chapmakoHarnisgy) - 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHOI 0cobu,
BignoBigasIbHOI 3a hapmakoHarnsg

3a
peyenmom

UA/15723/01/01
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Ne n/n

Ha3ssa
NliKapcbKo20
3acoby

Popma surnycky
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

Kpaina

Bupo6HuUK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjiliHo2o
nocsioYeHHs

HimeuunHa,;
®apm/lor dapma
NopxicTik TM6X,

HimeuunHa,;
KOHTPO/b SKOCTI

(3a BUHATKOM
Tecty
"MikpobionoriyHa
yncToTa"): A eHg
Em WTabTtect
'M6X, HimeuunHa;
anbTepHaTuBHa
na6opartopis Ans
KOHTPO/IIO TECTy
"MikpobionoriyHa
yucrora™ Crc
IHCTUTYT
®peseHiyc Mm6X,
HimeuunHa; Nlabop
N+C AT,

HimeuunHa;
K'loEiCiEc ENE,

pevis

223.

CIHIKAPAI®

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKO0, 5
Mr/1000 mr; no 10
TabneTtok B 6nicTepi;
no 6 6nictepis y
KapTOHHI Kopoo6Li

BepiHrep
IHrenbxainm
IHTEepHeLwHN

6X

HimeuunHa

BMPOGHMLITBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b SKOCTI,
BUMYCK Cepil:
BepiHrep
IHrenbxaim
dapma N'vbX i Ko.
Kr, Himeuunna;
BMPOBHULTBO,
KOHTPO/Ib SKOCTI
(3a BUHATKOM
Tecty
"MikpobionoriuHa
yucrorta"),
nepBuHHe Ta
BTOPUHHE
nakyBaHHs, BUMYCK
cepii: bepiHrep
IHrenbxanm Ennac
A.E., lpeujs;

HimeuvunHa/
peuis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis:
3MiHu | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHm go
y3araslbHeHVX JaHux npo cuctemy
thapmakoHarnagy (BBefeHHs y3arasibHeHVX JaHux
npo cuctemy hapmakoHarnsgy, amiHa
YNOBHOBaXeHOI 0cobu, BiANoBiAanbHOT 3a
3[iiCHEHHsI chapMakoHarnaay; KOHTakTHOT ocobu 3
thapMakoHarnagy 3asiBHuUKa 415 34INCHEHHS
thapmakoHarnagy B YKpaiHi, AKLO BOHA BigMiHHa
BiJ, yNOBHOBaXeEHOI 0c0o6M, BignoBigansHoi 3a
3AjicHeHHs hapMakoHarnsay (BkIyalun
KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) - amiHa
KOHTaKTHUX JaHuX YNMOBHOBaXeHO! ocobu,
BiAnoBigasIbHOT 3a dpapmakoHarnsag

3a
peyenmom

UA/15724/01/01
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Ne n/n

Ha3ssa
NliKapcbKo20
3acoby

Popma surnycky
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjiliHo2o
nocsioYeHHs

aNbTepHaTUBHI
AinbHUU Ans
BTOPVHHOTO
nakyBaHHs:
LLiteremaHH
JNlboHdbepnakyHreH
yHA NoricTiwep
Cepsic e. K.,
HimeuuunHa;
®apm/lor dapma
NopxicTik TM6X,
HimeuuunHa;
KOHTPO/b AKOCTI
(3a BUHATKOM
Tecty
"MikpobionoriyHa
ynctoTa"): A eHg
Ewm LTabTect
'M6X, HimeuyuunHa,;
anbTepHaTUBHa
naboparopis 4ns
KOHTPOI0 TECTY
"MikpobionoriyHa
yucrota™ CIC
IHCTUTYT
®peseHiyc MvbX,
HimeuuunHa; Nabop
N+C AT,
HimeuunHa;
K'loEiCiEc ENE,
peuist

224,

cnnPTon

po3unH Ans
30BHiLIHBbOIO
3acTocyBaHHs 96 %
no 100 mny
dhnakoHax

MPAT
"OITOPAPM"

Ykpaina

MPAT
"OITOPAPM"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHu Il TNy — BBEAEHHA HOBOro BUPO6HMKa ADI|
eTaHon [epxaBHe NignpueMCcTBO CNMPTOBOI Ta
NiKepo — ropiniyaHoi MPOMUCNIOBOCTI «YKPCANPT»,
YkpaiHa; 3miHu Il Tuny — BBeE€HHSI HOBUX
BMPO6HUKIB ADI: JouepHe NianpruemMcTBo
«Mexupiubkuii BiTamiHHWIA 3aBOA», My6niuHe
akKLjioHepHe TOBapMCTBO «YKpMeanpom», YkpaiHa

3a
peuernnmom

UA/12877/01/01

225.

cnionTo®
PECNIMAT®

po34uH ans
iHransauin no 2,5
MKr/2,5 MKr no 4 mn
B KapTpuaxi (60
iHransauji); no 1
KapTpuaXy B

BepiHrep
IHrenbxaim
IHTEepHeLwHN

6X

HimeuunHa

BMPOGHULITBO,
nakyBaHHs,
MapKyBaHHS1,
KOHTPO/Ib AKOCTI
Ta BMNYCK cepiit
NikapcbKoro

HimeuunHa/
Cnony4yeHe
KoponiscTBo
Benwukoi BputaHii
Ta MiBHiYHOT
Ipnaxgii

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHK | TNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHun o
y3arasibHeHUX AaHVX NPo cucTemy
chapmakoHarnsgy (BBefleHHs y3araslbHeHUX faHux
npo cucTemy dpapmakoHarnsgy, 3mMiHa

3a
peyenmom

UA/15523/01/01
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
KoMnnekTi 3 1 3acoby: bepiHrep YNOBHOB&XEHOT 0cO6MU, BiANOBiAaIbHOI 3a
iHranaTopom IHrenbxainm 3[jiCHEHHST (hapMakoHarnsay; KOHTakTHOT 0cobu 3
Pecnimat® y dapma 'm6X i Ko. hapmakoHarnsgy 3asiBHUKa AN5 34iCHEHHS
KapTOHHIA Kopoo6Li K, HimeuuunHa; thapmakoHarnagy B YkpaiHi, KO0 BOHa BigMiHHa
KOHTPO/Ib SAKOCTi Bi[] yNMOBHOBaXXEHOI 0CO6M, BignoBiganbHOI 3a
3a BUK/THOYEHHAM 3AjiCHeHHs1 hapMakoHarisay (BKIYakun
nokKasHuka KOHTaKTHi faHi) Ta/abo 3MiHU y PO3MiLLLeHHI MacTep-
"Mikpob6ionoriyHa thaiina cuctemmn chapmakoHarnisgy) - 3miHa
yncroTta": KoBeHc KOHTaKTHUX JaHuX YMOBHOBaXeHOT 0cobw,
Na6opaTopic NT4,., BignoBigasIbHOI 3a hapmakoHarnsg
Cnony4yeHe
KoponiscTBO
Benukoi BputaHii
Ta MiBHiYHOI
IpnaHgji; KOHTposb
AKOCTI 3a
NOKa3HUKOM
"MikpobionoriyHa
yucrora™ CIrc
IHCTUTYT
®peseHiyc Mm6X,
HimeuunHa; Nlabop
N+C AT,
HimeyunHa
226. CnIPUBA® NOpOLUOK AN BepiHrep HimeyunHa BepiHrep HimeuyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/6495/01/01
iHransauin, Teepai IHrenbxanm IHrenbxanm 3MiHK | TUny - 3MiHK Woao 6e3nekn/edhekTUBHOCTI peyernmom
Kancynu no 18 mkr, IHTEepHeLwHN dapma 'm6X i Ko. Ta chapmakoHarnsgy. BeegeHHs abo 3MiHu o
no 10 kancyn 3 X KI y3aras/ibHeHUX AaHux Npo cnucremy
NOPOLLKOM A5 thapmakoHarnsgy (BBeAeHHS y3arasibHeHVX faHux
iHransuin y énictepi, npo cuctemy gpapmakoHarnsgy, amiHa
no 3 6nictepu B YNOBHOB&XXEHOT 0co6MU, BiANOBiAaIbHOI 3a
KapTOHHI kKOpooLyj; 3[iiCHEHHST (hapMakoHarnsay; KOHTaKTHOT 0cobu 3
no 10 kancyn 3 chapmakoHarnsgy 3asaBHUKa 415 34iACHEHHS
NOpPOLLKOM 415 thapmakoHarnagy B YkpaiHi, SKLLO0 BOHa BigMiHHa
iHranauin y énicrepi, BiJ, yNMOBHOBaXXEHOI 0CO6M, BignoBiganbHOI 3a
no 1 a6o 3 6nictepu 3AjicHeHHs1 hapMakoHarisay (Bkiyakum
B KOMM/EKTI 3 KOHTaKTHi faHi) Ta/abo 3MiHU y PO3MiLLLeHHI macTep-
NPUCTPOEM XeHgi thalina cuctemun chapmakoHarnisgy) - 3miHa
Xelinep® B KOHTaKTHUX JaHUX YMOBHOBaXeHOI 0cobu,
KapTOHHI Kopoo6Lli Bif4noBiAa/IbHOI 3a hapmakoHarnsg
227. CnIPUBA® pO34MH Ans BepiHrep HimeuunHa BepiHrep HimeuyunHa BHECEHHS 3MiH A0 peecTpayiiHux maTtepiasiis: 3a UA/6495/02/01
PECMIMAT® iHransuin, 2,5 IHrenbxainm IHrenbxainm 3MiHM | TUny - 3MiHK Woao 6e3neku/edpeKTNBHOCTI peyenmom
MKr/iHransauito no 4 IHTepHeLwHN dapma NvbX i Ko. Ta thapmakoHarnsgy. BeegeHHs abo 3MiHn o
M1 B KapTpugxi (60 m6X K y3araslbHeHUX gaHux nNpo cuctemy

iHransauii); no 1

hapmakoHarnaay (BBeAeHHs y3arasibHEHUX faHnX
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
KapTpuaxy B npo cucTemy dpapmakoHarnsgy, 3mMiHa
KoMnaekTi 3 1 YNOBHOB&XXEHOT 0CO6M, BiANOBiAaIbHOI 3a
iHransTopom 34iiCHEeHHSs hapmakoHarnsay; KOHTakTHOT ocobu 3
Pecnimat® y (hapmakoHarnsgy 3asiBHUKa 415 34iCHEHHS
KapTOHHI Kopoo6Li hapmakoHarnsgy B YKpaiHi, Ko BOHa BifMiHHA
BiZl yNOBHOBaXeHOI 0cO6MU, BiAMNOBIAA/IbHOI 3a
3[iiCHEeHHs1 hapMakoHarsay (BKIUakum
KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MiLLLEeHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHOI 0Cco6MU,
BignoBiga/IbHOI 3a hapmakoHarnsg
228. CTPIBEPAI® pPO34nH Ans BepiHrep HimeyunHa KOHTPO/1b AKOCTI HimeyunHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 3a UA/15065/01/01
PECMIMAT® iHransuin, 2,5 IHrenbxainm 3a MOKa3HUKOM Cnony4yeHe 3MiHu | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom
MKr/iHransuyito, no 4 IHTepHeLwHN "MikpobionoriyHa KoponiscTBo Ta hapmakoHarnsgy. BeegeHHs abo 3miHm go
M/ B KapTpuaxi (60 6X yucrota™ CIrC Benukoi bputaHii y3araslbHeHUX faHux npo cuctemy
iHransyji); no 1 IHCTUTYT Ta MiBHiYHOI hapmakoHarnagy (BBeAeHHS y3araslbHEHUX AaHUX
KapTpuaxy B ®peseHiyc Mm6X, IpnaHgji npo cuctemy apmakoHarnsgy, smMiHa
KOMNAeKTi 3 1 HimeuunHa; YyNOBHOBaXeHOI 0cobu, BiANoBiAanbHOT 3a
iHranaTopom anbTepHaTuBHa 3fjiicCHeHHs hapmakoHarnagy; KOHTaKkTHOT ocobu 3
Pecnimat® B AiNbHUUA 3 thapmakoHarnsgy 3asiBHUKa 415 34iCHEHHSN
KapTOHHI Kopoo6Li KOHTPOJI0 AKOCTI thapmakoHarnagy B YkpaiHi, AKLO BOHA BigMiHHa
3a BUK/THOYEHHAM BiJ, yNOBHOBaXeEHOI 0c06M, BignoBifansHoi 3a
Mikpo6iosioriyHol 3ilicHeHHs dhapMakoHarniagy (Bkovaoun
yncToTu: KoBeHc KOHTaKTHi faHi) Ta/abo 3MiHN Y pO3MilLEeHHI MacTep-
Na6opaTopic /Ta, thaiina cuctemmn chapmakoHarnsgy) - 3miHa
CnonyyeHe KOHTaKTHUX JaHUX YNMOBHOBaXXeHOT 0cobw,
KoponiscTBo BiAnoBigasIbHOT 3a dpapmakoHarnsag
Benukoi BputaHii
Ta MiBHiYHOT
IpnaHair;
BMPOBHULTBO,
nakyBaHHs,
MapKyBaHHs,
KOHTPO/b AKOCTI
(3a BMK/IHOUYEHHAM
MikpobiosoriyHol
4ynCTOTH), BUMYCK
cepii nikapcbkoro
3acoby: bepiHrep
IHrenbxaim
dapma N'vbX i Ko.
KI'., HimeyunHa
229. TEMO3O0JIOM | kancynu no 20 mr no TeBa 13painb BMPOBHULTBO 3a ITanis/ HimeuunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/12676/01/01
14-TEBA 5 kancyn y chrnakoHi, | ®apmaueBTika NOBHUM LMK/TOM: 3MiHK || TUny - 3MiHW Woao 6e3nekn/ed)eKTUBHOCTI peyenmom
no 1 diakoHy B N lHaacTpis Hep®apMa Ta papmakoHarnsay. BHeceHHs a6o 3miHa(1) Ao
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
KapTOHHIA Kopoo6Li nra. C.P.N., Itanis; 3060B'A3aHb Ta YMOB BUadi peecTpadliiiHoro
Xaynt ®apma noceigyeHHs, Bknoyaroun MnaH ynpasniHHA
Awmaper 'm6X, pu3ukamm (3aCToCcyBaHHs 3MiH(M), AKi(a)
HimeuunHa,; B/MaratTb(€) NofanbLioro 06rpyHTyBaHHS HOBUMU
KOHTPO/Ib SIKOCTI: [0[AaTKOBUM JaHUMK, L0 MaloTb HagasaTucs
Mepkne Mm6X, KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMAaraeTbCs
HimeuuuHa; no3sin CyTTEBA OLjiHKa KOMNETEHTHUM OpraHom) -
Ha BUMYCK cepii: BrkoHaHHS 3060B'A3aHb BiANOBIAHO A0 MiANYHKTY
Mepkne MM6X, 1.13 nyHkTy 1 goaatky 15 ao MNopsaky npoBefeHHs
HimeuyunHa eKcnepTun3n peecTpauiiHnx Matepianis Ha nikapcbki
3ac06y, Lo NoJalTbCa Ha fepXaBHy peecTpaLiiio
(nepepeecTpauito), a TaKoX ekcnepTn3n Matepianis
NpO BHECEHHS 3MiH [10 peecTpavjiiiHuX maTepianis
NPOTAroMm fii peecTpauiiiHoro NocBigYeHHs,
3aTBepmxeHoro Hakasom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)
230. TEMO3O0/1I0OM | kancynu no 100 mr TeBa 13painb BMPOGHULITBO 3a ITanis/ HimeuyunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 3a UA/12676/01/02
1A-TEBA no 5 kancyny dapmaueBTika NOBHUM LMK/IOM: 3MiHu |l TNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom
chnakoHi, no 1 n lHaacTpi3 Hep®apMa Ta hapmakoHarnsagy. BHeceHnHst abo 3miHa(n) oo
dhnakoHy B nra. C.P.N., Itanis; 3000B'A3aHb Ta YMOB BuJadi peecTtpadiiHoro
KapTOHHIA KOpoo6Li Xaynt ®apma NocBiAYEHHS, BKNOYatouy MnaH ynpasiHHA
Awmaper 'm6X, pu3nkamm (3aCToCyBaHHS 3MiH(M), AKi(a)
HimeyuunHa,; BMMaralTb(€) NOAANbLIOTO 06I'PYHTYBaHHS HOBUMM
KOHTPO/b SKOCTI: [04aTKOBUM A@aHMK, L0 MaloTb HajaBaTmcs
Mepkne M'v6X, KOMMETEHTHVMM OpraHoM, OCKiflbKM BUMaraeTbCcs
HimeywuuHa; fo3sin CyTTEBA OLjiHKa KOMNETEHTHUM OpraHom) -
Ha BUMyCK cepii: BrikoHaHHA 3060B'A3aHb BiAMNOBIAHO A0 NiANYHKTY
Mepkne M'v6X, 1.13 nyHkTy 1 goaatky 15 fo Nopsaaky npoBefeHHs
HimeyunHa eKcnepTn3n peecTpauiiHnx MaTepianis Ha nikapcbki
3aco6u, LU0 NoAalTLCS Ha fepXaBHy peecTpaLiiio
(nepepeecTpadito), a TakoX ekcrnepTnsn martepianis
NpO BHECEHHS 3MiH 10 peecTpavjiiiHuX maTepianis
NpOTSAroMm fii peecTpauiiiHoro NocBigYeHHs,
3aTBEpPAKEHOro HakasoMm MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)
231. TEMOS3O/IOM | kancynu no 140 mr TeBa I3painb BMPOBGHMLTBO 3a ITanis/ HimeuunHa BHECEHHS 3MiH A0 peecTpayiiHux maTtepiasiis: 3a UA/12676/01/03
1A-TEBA no 5 kancyny $apmaueBTika NOBHUM LMK/TOM: 3MiHun Il Tuny - 3miHK Woao 6e3neku/echekTUBHOCTI peyenmom
chnakoHi, no 1 n lHaacTpi3 HepdapMa Ta hapmakoHarnsagy. BHeceHnHs abo 3miHa(u) o
cdnakoHy B nrta. C.P.N., Itanis; 3060B'13aHb Ta YMOB BMAa4i peecTpauiiiHoro

KapTOHHIA Kopoo6Li

Xaynt ®apma
Awmaper 'méX,
HimeyuunHa;
KOHTPO/Ib SKOCTi:

nocBiAYeHHs, BKoYaroun MnaH ynpaeniHHA
pu3nkamm (3aCToCyBaHHA 3MiH(M), Aki(a)
B/MaratTb(€) NoganbLIOro 06rpyHTyBaHHS HOBMMU
[00aTKOBUM IaHUMW, L0 MaloTb HagaBaTucs
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
Mepkne Mm6X, KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbesl
HimeuuunHa; no3sin CYTTEBA OL|iHKa KOMMETEHTHUM OpraHom) -
Ha BUMYCK cepii: BriKoHaHHS 3060B'A3aHb BiAMOBIAHO A0 MiANYHKTY
Mepkne M'vbX, 1.13 nyHkTy 1 gogatky 15 o MNMopagky NnpoBefeHHSA
HimeuunHa eKCnepTn3n peecTpauiiHnx Matepianis Ha nikapcbki
3aco06u, L0 NoAaTLCS Ha fepXaBHy peecTpaLiiio
(nepepeecTpadito), a TakoX ekcnepTnsn marepianis
MPO BHECEHHSA 3MiH [0 peecTpaliiniHuX maTtepianis
NPOTAroMm fii peecTpauiiHoro NocBigYeHHs,
3aTBepAxeHoro Hakaszom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakasy MO3 Big 23.07.2015 Ne
460)
232. TEMOSOJ/IOM | kancynu no 180 mr TeBa 13painb BMPOGHULITBO 3a ITanis/ HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/12676/01/04
1A-TEBA no 5 kancyny dapmaueBTika NOBHUM LMK/TOM: 3MiHM Il Tuny - 3miHK Woao 6e3nekun/ehekTnBHOCTI peyenmom
chnakoHi, no 1 n lHpacTpi3 Hep®apMa Ta dpapmakoHarnsgy. BHeceHHsi abo 3miHa(n) o
dhnakoHy B nra. C.P.N., ITanis; 3060B'A13aHb Ta YMOB BUaui peecTtpadliiHoro
KapTOHHI Kopoo6Li Xaynt ®apma noceigyeHHs, Bknoyaroun MNMnax ynpasniHHA
Awmaper 'm6X, pusrKamu (3acTocyBaHHsA 3MiH(1), Aki(a)
HimeuunHa,; B/MaratTb(€) NofanbLIoro 06rpyHTyBaHHA HOBUMU
KOHTPO/Ib SIKOCTI: [0[AaTKOBUM JaHUMK, L0 MaloTb HagasaTucs
Mepkne Mm6X, KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs
HimeuuuHa; no3sin CyTTEBA OLjiHKa KOMNETEHTHUM OpraHom) -
Ha BUMYCK cepii: BrkoHaHHS 3060B'A3aHb BiAMNOBIAHO A0 MiANYHKTY
Mepkne MM6X, 1.13 nyHkTy 1 gopatky 15 no Nopsaky npoBefeHHs
HimeuyunHa eKcnepTn3n peecTpauiiHnx MaTepianis Ha nikapcbki
3acobu, Lo NoAalTbCs Ha flepXaBHy peecTpaLiiio
(nepepeecTpadito), a TakoX ekcrnepTnsn marepianis
NpO BHECEHHS 3MiH [10 peecTpavjiiiHuX maTepianis
NPOTAroMm fii peecTpauiiHoro NocBigYeHHs,
3aTBepaxeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)
233. TEMO3O0/I0OM | kancynu no 250 mr TeBa I13painb BMPOGHULITBO 3a ITanis/ HimeuyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3a UA/12676/01/05
1A-TEBA no 5 kancyny dapmaueBTika NOBHUM LMK/TOM: 3MiHY Il Tuny - 3miHK Woao 6e3nekun/ethekTUBHOCTI peyenmom
dnakoHi, no 1 n lHpacTpis HepdapMa Ta thapmakoHarnsgy. BHeceHHs abo 3miHa(n) Ao
dhnakoHy B nra. C.P.N., Itanis; 3000B'AA3aHb Ta YMOB Buadi peecTpaLiiHoro

KapTOHHiiA KOpo6Li

Xaynt ®apma
Amaper 'm6X,
HimeyuunHa,;
KOHTPO/Ib AIKOCTI:
Mepkne M'vbX,
HimeuuuHa; no3sin
Ha BUMYCK cepii:
Mepkne M'vbX,
HimeyunHa

noceifgyeHHs, Bknoyaroun Mnax ynpasniHHA
pusmkamm (3acTocyBaHHs 3MiH(1), ski(a)
BMMaralTb(€) NOAaNbLIOTO 06I'PYHTYBaHHS HOBUMM
[0[aTKOBUM JaHuMu, L0 MaloTb HagasaTucs
KOMMETEHTHVMM OpraHoM, OCKi/fIbKM BUMaraeTbCs
CyTTEBA OLjiHKa KOMNETEHTHUM OpraHom) -
BurKoHaHHSA 3060B'A3aHb BiANOBIAHO A0 MiANYHKTY
1.13 nyHkTy 1 pogatky 15 o Mopagky npoBefeHHs
eKcrnepTm3n peecTpauiiHnx MaTepiasiB Ha flikapcbki
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
3aco6u, L0 NoAalTLCS Ha fepxaBHy peecTpaLiio
(nepepeecTpadiio), a TakoX ekcrnepTnsn martepianis
NpO BHECEHHS 3MiH 0 peecTpavjiiiHuX maTepianis
NpOTAroMm fii peecTpauiiiHoro NocBigYeHHs,
3aTBEpPAKEHOro HakasoMm MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)
234, TMONnon- Kpanni O4Hi, PO34nH, MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/1226/01/01
AAPHMLSA 2,5 mr/mn no 5 mn "papmaneBTn "®apmMaueBTNYHa 3MiHM | TUMy - 3MiHa agpecy BUPOBHNYOT AiNbHUL peyenmom
abo no 10 mny yHa hipma ipma "dapHuus" BUpo6HMKa A®I TUMonony Maneaty 6e3 3miHu
dhnakoHi, no 1 "fapHuus” MicLsl BUPO6HULITBA
h1akoHy y navuj
235. TMONON- Kpanni O4Hi, PO34nH, MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/1226/01/02
AAPHUUA 5wmr/mnno5mna6bo | "dapmaueBtn "apmMavueBTNyHa 3MiHK | TUNY - 3MiHa agpecy BUPOGHNYOI AiTbHUL peyenmom
no 10 mn y doNakoHi, YyHa thipma ipma "OapHnus” BMpPOGHMKa AD| TUMOnony Maneaty 6e3 3MiHu
no 1 cpnakoHy y "fNapHuus" MicLs BUPOGHULITBA
nauuj
236. TU®PNIOKC TabneTku, BKPUTI Mini Xenckepe Benuka Menpo IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3a UA/8062/01/01
o060510HKot0, Nno 10 Nimiteq BputaHis dPapmacbloTukanc 3MiHn | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
Tabnetok y 6nictepi; Mpiart JlimiTepq, HalilMeHyBaHHs Ta/abo agpecu MicLsa NPOBaKEHHS
no 1 6nictepy B AisNbHOCTI BUpobOHUKa/iMnopTepa rotosoro
KapTOHHiiA Kopo6Li NiKapCbKoro 3acoby, BKNOYAUY [iNTbHUL BUMYCKY
cepii abo micue NpoBefeHHS KOHTPOJIIO SKOCTI.
(8isnbHICTb, 3a AKy BignoBigae BUpOGHUK/iMiopTep,
BK/IHOHAK0UM BUMNYCK CEPIli) - 3MiHa agpecu
BMpOG6HMKa /13 Menpo ®apmacbkloTukanc Mpisart
Nimiten, 6e3 3MiHN MicLA BUpOGHMLTBA. BBEAEHHS
3MiH NPOTAroM 6-Tu MICALIB NiCNA 3aTBEPIXKEHHS.
3miHu | TUny - 3miHK Wwoao 6e3nekn/ed)eKTUBHOCTI
Ta hapmakoHarnagy (iHwi 3miHu) - 3amiHa
rpadiyHoro othopMnIEHHA Ha TEKCT MapKyBaHHsA
yMakoBKM flikapcbKoro 3acoby. BBeAeHHs 3MiH
NPOTArom 6-Tv MicsILiB Micns 3aTBepAKEHHS
237. TIOTPUA30O/ | Tabnetkn no 200 mr NAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiais: 3a UA/5819/01/02
IH® no 10 TabneTok y "Kvismegnpen "KvniBmegnpenapa 3MiHM | TUny - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI peyenmom
6nictepi; no 3 abo apart" T Ta hapmakoHarnsgy - 3aTBepAXeHHs KOPOTKOT
no 9 6nictepis y XapakTepUCTUKN NikapcbKoro 3acoby
nauui; no 15
Tabnetok y 6nictepi;
no 6 6nictepis y
nauuj
238. TOHINHAN® Kpanni opasibHi no Pixapa AscTpist Pixappg, bitTHep Al AscTpis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/5009/01/01
20 mn, a6o no 50 BiTTHep Al 3MiHK | TUny - 3MiHK Woao 6e3nekn/edhekTUBHOCTI peyenma

M, abo no 100 mny
doNakoHi 3

Ta chapmakoHarnsgy. BeegeHHst abo 3miHu jo
y3ara/lbHeHWX AaHKX Npo cucTemy
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
KpanenbH1M chapmakoHarnsgy (BBeeHHs y3arasibHEHUX AaHuX
posaropom; no 1 npo cuctemy apmakoHarnsgy, smiHa
hnakoHy y YMOBHOBaXeHOI 0cobu, BignoBiganbHOT 3a
KapTOHHI ynakoBLi 3[iiCHEHHSI (hapMakoHarnaay; KOHTakTHOI ocobu 3
hapMakoHarnagy 3asiBHuUKa 415 34iINCHEHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA
BiJ] yNOBHOBaXeEHOI 0co6W, BignoBifansHoI 3a
3[jiCHeHHs hapmMakoHarnsay (BKIvaun
KOHTaKTHi AaHi) Ta/abo 3MiHN y pO3MilLEeHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) - MponoHoBaHa
pefakuisi: 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXKEHOT
0Cco6y 3as1BHMKA, BiAnoBiAa/bHOI 3a
chapmakoHarnsg, Ta KOHTaKkTHOT 0cobm
BiANOBIga/IbHOI 3a hapmakoHarisa B YKpaiHi
239. TOHOPMA® TabneTku, BKPUTI MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiaslis: 3a UA/0516/01/01
060/10HKO10, 1Mo 10 "PapmavneBTu "®apmaueBTnyHa 3MiHK | TUNY — nogaHHA HoBoro CepTudikaty peyenmom
Tabnetok y YyHa dhipma thipma "lapHnua” BignosigHocTi EP R1-CEP 1998-024-Rev 04 Ha AdI
KOHTYPHiIl "fapHuus” aTeHooN Bif 3aTBEPXEHOr0 BUPOOHUKA, K

YapyHKOBIli
ynakosLj; no 1 a6o
no 3 KOHTYpPHi
YapyHKOBi YNakoBKu
y nauui

Hacnigok, BUMyYeHHs 3i cneyudikadii BXigHOMo
KOHTPON0 A®| KOHTPO/b 3a N. «MeTaHoN», Ta
BVK/IaAEHHS TepMiHy 36epiraHHa Ad®I 3rigHo
HapgaHoro CEP: 3anponoHoBaHo: 5 pokiB 3
HacCTyMHUM NepeKkoHTponemM. BBegeHHA 3MiH
NPoTArom 3-X MicAiL{iB nicns saTBep)KeHHs;
3MiHM | TUNY - 3MiHa y MeTogax BUNpobyBaHHS
roTOBOrO Jlikapcbkoro 3acoby. BBegeHHA 3MiH
NPoTArom 3-X MicAiL{iB nicns saTBepa)KeHHs;
CynyTHs1 3MiHa: 3MiHa NnapameTpiB cneuudikaiii
Ta/abo foNyCTMMUX MEX rOTOBOrO MiKapCbKoro
3aco0by; 3MiHW | TMNY - 3MiHa y MeTogax
BUNpobysaHHs APl abo BMXiAHOMO
mMarepiany/npoMiXHOro NpoAaykTy/peareHTy, Lo
BMKOPUCTOBYETbLCA Y NpoLieci BUpo6HuLTBa ADI
(iHWi 3MiHM Yy MeTogax BUNPOByBaHHA (BK/IHOYaOUN
3amiHy abo gonoBHeHHs) APl abo
BUXIAHOrO/NPOMIXHOTO NPOAyKTY). BBeAeHHA 3MiH
npoTrarom 3-x MicsiLliB NicnA 3aTBEePAKEHHS;
CynyTHS 3MiHa: 3MiHa y napameTpax crneumdikaii
Ta/abo [oNyCTUMUX MEX, BUSHAUYEHUX Y
cneumgikauisix Ha A®I, abo BUXigHWIA/NPOMKHWIA
NpoayKT/peareHT, WO BUKOPUCTOBYOTHLCA Y MPOLEC
BMPOGHMLTBA ADI; 3MiHM Il TUNY - BBEAEHHSA
[04aTKOBOrO BUPOOHMKA [il040i PEYOBUHM 3
HagaHHAM macTep-gaiina. BBefeHHA 3MiH
npoTtarom 3-x mMicsAuiB nicna satBepaKeHHs
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
240. TOPACEMIA- | po34uH ANst iH EKUIl, MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/16245/01/01
AAPHULUA 20 mr/4 mn, no 4 mn "papmaneBTn "®apmMaveBTnyHa 3MiHM | TUMy - 3MiHK y NpoLeci BUPO6GHMLUTBA peyenmom
B amnyni, no 5 yHa hipma thipma "AapHuusa” rOTOBOrO JliKkapCbKoro 3acofby, BK/IYakum
amnys y KOHTYpHIiA "AapHuus"” NPOMiXHWIA MPOAYKT, L0 3aCTOCOBYETLCSA NpU
YapyHKOBIl BMPOBHULTBI FOTOBOTO JliKapCbKOro 3acoby
ynakosLi, no 1
KOHTYPHili
YapyHKOBIli yrnakoBL
B nauuj
241. TPUNPANL, Tabnetku no 10 Mikpo Jlabc IHais Mikpo la6c IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/8955/01/01
TabneTtok y 6nictepi; Nimiteq Nimiten 3MiHM | TUny - 3MiHK Woao 6e3neku/ehekTnBHOCTI peyenmom
no 3 6nictepu B Ta chapmakoHarnsgy. BeegeHHs abo 3miHu o
KapTOHHiiA KOpo6Li y3arasibHeHUX AaHvx Npo cucTemy
thapmakoHarnsgy (BBeAeHHs y3arasibHeHVX JaHux
npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOB&XEHOT 0co6MU, BiANOBiAabHOI 3a
3[jiicHeHHs hapMakoHarnsgy; KOHTaKTHOI 0cobu 3
chapmakoHarnsgy 3asaBHUKa 415 34iACHEHHS
hapmakoHarnagy B YkpaiHi, SKLLO0 BOHa BigMiHHA
Bifl YNOBHOBaXeHOI 0C06M, BiANOBIAA/IbHOI 3a
3AjicHeHHs1 hapMakoHarisay (Bkiyakum
KOHTaKTHi faHi) Ta/abo 3MiHU y PO3MiLLLeHHI macTep-
halina cuctemun chapmakoHarnisgy) - 3miHa
KOHTaKTHOI 0c06M 3 chapMakoHarnagy 3asBHuKa
ONA 34iiCHEeHHs dhapMakoHarnagy B YkpaiHi: gitoua
pefakuisi: - OByapeHko MaprapuTa IBaHiBHa;
nponoHoBaHa pefakuis - Binokobunbcekunii Ceprili
AHaToniioBMY. 3MiHa KOHTaKTHUX AAHUX KOHTaKTHOI
ocobm
242, TPUTTIKO XR | TabneTtku, BKpUTI AsieHpe Kimike ITanis AsieHge Kimike ITanis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3a UA/15577/01/01
NNiBKOBOIO PiyHiTe PiyHiTe AHXxeniHi 3MiHM | TUny - 3MiHK WoAo 6e3neku/ehekTUBHOCTI peyenmom
060/10HKOHD, AHXENiHi dpaHuyecko Ta hapmakoHarnsgy. BeegeHHs abo 3miHn go
NPOSIOHroBaHoI Aji dpaHyecko AK.P.A®. C.nA. y3arasibHeHUX AaHux Npo cuctemy
no 150 mr no 10 AK.P.AO®. thapmakoHarnagy (BBefeHHs y3arasibHeHX faHux
TabneTtok y 6nicrepi; C.n.A. npo cuctemy hapmakoHarnsgy, amiHa

no 1 a6o no 2, abo
no 3 6nictepu B
KapTOHHIN ynakoBLi;
no 7 TabneTtok y
6nicTepi; no 2 abo
no 4 6nictepny
KapTOHHI ynakoBLi

YyNOBHOBaXeHOI 0cobu, BiANoBiAaNbHOT 3a
34ilicHeHH hapMakoHarnsgy; KOHTaKTHOT 0coobm 3
hapMakoHarniagy 3asiBHUKa 415 34iINCHEHHS
thapmMakoHarnagy B YkpaiHi, AKLO BOHA BigMiHHa
Bifl yNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI 3a
3iicHeHHs dpapMakoHarnisgy (Bkovaloun
KOHTaKTHi AaHi) Ta/abo 3MiHN Y pO3MilLEeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) - amiHa
KOHTaKTHOI 0cobK 3 thapMakoHarnagy Ans
3fiicHeHHs1 dpapMakoHarnsay B YkpaiHi: gitoya
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
pepakuis — Onbra Kpasuyk, NponoHoBaHa peaakLis
— CaBueHko Amuntpo CeprilioBuy. 3MiHa KOHTaKTHUX
[aHUX KOHTaKTHOI 0cobu
243. TPUTTIKO XR | Tabnetku, BKpUTI AsieHge Kimike ITanisa AsieHpe Kimike ITanisa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/15577/01/02
NNiBKOBOIO PiyHiTe PiyHiTe AHxeniHi 3MiHK | TUny - 3MiHK Woao 6e3nekn/edhekTUBHOCTI peyernmom
060/10HKOI0, AHXeniHi ®dpaHyecko Ta hapmakoHarnsgy. BeegeHHsa abo 3miHun o
NPONIOHrOBaHOI Aji dpaHyecko AK.P.A®. C.nA. y3aras/ibHeHUX AaHux Npo cucremy
no 300 mr no 10 AK.P.AO®. thapmakoHarnsgy (BBeAeHHs y3arasibHeHVX faHux
Tabnetok y 6nictepi; C.n.A. npo cuctemy dpapmakoHarnsgy, amiHa
no 1 a6éo no 2, abo YNOBHOB&XEHOT 0co6MU, BiANOBiAaIbHOI 3a
no 3 6nictepu B 3[iiCHEHHST (hapMakoHarnsay; KOHTakTHOT 0cobu 3
KapTOHHI ynakoBL; hapmakoHarnsgy 3asiBHUKa A5 34iCHEHHS
no 7 Tabnetok y hapmakoHarnagy B YkpaiHi, SKLLO0 BOHa BigMiHHa
6nicTepi; no 2 abo BiJ, yNMOBHOBaXXEHOI 0CO6M, BignoBiganbHOI 3a
no 4 6nictepu y 3AjicHeHHs1 hapMakoHarisay (Bkiyakum
KapTOHHI ynakoBLi KOHTaKTHi faHi) Ta/abo 3MiHU y PO3MiLLLeHHI macTep-
thaiina cuctemmn chapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0cobK 3 thapMakoHarnagy Ans
3[jicHeHHs1 hapMakoHarnisay B YkpaiHi: gitoua
pepakuis — Onbra Kpasuyk, TponoHoBaHa pegakLis
— CaBueHko Amutpo CepriioBry. 3MiHa KOHTaKTHUX
[aHUX KOHTaKTHOI ocobu
244, YNbTPABICT | po34uH AN iH'eKyili Baviep Al HimeuunHa Baliep Al HimeuyunHa BHECEHHS 3MiH A0 peecTpayiiHux maTtepiasiis: 3a UA/1986/01/01
300 Ta iHdoysili, 300 3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa peyenmom

mr/mn no 50 mn aéo
100 M1y dh1akoHi;
no 1 a6o 10
h1aKkoHiB y
KapTOHHIN navuj

HaliMeHyBaHHS Ta/abo afpecy MicLsA NPOBaAXEHHS
LiSNbHOCTI BUpO6HMKa/iMnopTepa roToBoro
NiKapcbKOro 3aco6y, BKIHOYAKUN [i/TbHUL BAMYCKY
cepii abo MicL,e NpoBeAEeHHS KOHTPOJIIO AKOCTI.
(AisnbHICTb, 3a 5Ky BigNOBIgaEe BUPOGHMK/iMIopTep,
BK/IO4AK0UM BUMYCK Cepii) - 3MiHa Ha3Bu
BMPOGHUKa, 6e3 3MiHM Micua BUPOOHULTBA. 3MiHN |
TMny - AAMIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu MicLs NPoBaXeHHS
AISNbHOCTI BUPOOHUKA (BK/THOYatoun, 3a
HEeOoOXiAHOCTI, MicLe MPOBEAEHHST KOHTPOSTHO SIKOCTI),
abo BnacHuka mactep-cpaiina Ha Adl, abo
nocravanbHuka A®l/suxigHoro
MaTepiany/peareHTy/MpoMIXKHOrO NPOAYKTY, L0
3aCTOCOBYOTbCA Y BUPOOHULTBI ADI (SKLLO
3a3HaYeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponelicbkiin hapmakonei y 3aTBepaxeHoOMy
focke, abo BUPOOHKKA HOBOT AONOMDKHOI peYOBUHM
(SIKLW,0 3a3HAYEHO Y JOCbE) - 3MiHA Ha3BU
BMpo6HUKA ADI, 6e3 3MiHN MicLsi BUpOBHMLTBA.
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
3MiHa 3asBHMKa (BNacHWKa peecTpaviiHoro
NoCBiAYEHHS)
245, YNbTPABICT | po3uuH A4S iH'eKuiit Baiiep Al HimeyunHa Baiiep Al HimeyunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiaslis: 3a UA/1987/01/01
370 Ta iHdysiin, 370 3MiHu | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
mr/mn no 50 a6o 100 HalilMeHyBaHHs Ta/abo agpecu MicLsa NPOBaKEHHS
My doriakoHi; no 1 [iSnbHOCTI BUpobHUKa/imnopTepa roToBoro
ab6o no 10 hnakoHis NiKapcbKoro 3acoby, BKIOUAUM Ai/TbHUL BUNYCKY
Y KapTOHHI nauui; cepii abo micue NpoBefeHHsI KOHTPOIO SKOCTI.
no 500 mny (misnbHIiCTb, 3a AKy BigNoBigae BUpo6OHUK/iMMopTep,
donakoHi; no 1 a6o 8 BK/IO4AI0UM BUMYCK Cepil) - 3MiHa Ha3Bu
h1aKkoHIB y BMPOGHMWKa, 6e3 3MiHM Micusa BUpOOHULTBA. 3MiHN |
KapTOHHIN navui TMny - AAMIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs1 Ta/abo agpecu MicLsa NPOBaAKEHHS
[OISNbHOCTI BUPOOHUKa (BK/THOYatoun, 3a
HeobXiAHOCTI, MicLle NPOBEAEHHS KOHTPOJIH SIKOCTI),
abo BnacHuka mactep-cpaiina Ha A®l, abo
noctavyanbHuka Adl/BuxigHoro
MaTepiany/peareHTy/npoMiKHOro NpPoayKTy, Lo
3aCTOCOBYIOTLCA Y BUPOOHMLTBI AP (SKLLO
3a3HayYeHo y AOCbE Ha Nikapcbkuii 3acib) 3a
BiJCYTHOCTI cepTudikaTa BignosigHOCTI
€Bponelicbkiin hapmakonei y 3aTBepaxeHOMy
[ocbe, abo BUPOOHKKa HOBOT AONOMDKHOI pEYOBUHM
(AKW0 3a3HaYeHo Y JOCLE) - 3MiHA Ha3BU
BMpo6HUKa A®I, 6e3 3MiHN Micus BUPOOHMLTBA.
3MiHa 3asBHUKa (BNacHUKa peecTpauiiHoro
NnocBigYEHHS)
246. YNCAPUH TabneTku wunyui, no YMNCA CAC ®paHuisa YMNCA CAC PpaHLis BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 6e3 UA/7598/01/01
YMCA 3 10 TabneTok y Tyoi; 3MiHM | TUNY - 3MiHa Yy MeTogax BUNpobyBaHHS peuyenma
BITAMIHOM no 1 a6o 2 Tyémy roTOBOrO JlikapcbKoro 3acoby — 3amiHa

C

KapTOHHiiA KOpo6Li

anbTepHatusHoro metody TLIX ans igeHTudikauii
acKop6iHOBOI KMCMOTW Ha HOBY MeToauky BEPX.
3apeecTpoBaHa pedepeHTHa MeToamka BEPX
3a/IMLIAETLCS; 3aMiHa anbTePHATUBHOIO MeToAy
TWX gns ineHTndikayii auetuncaniuniosoi
KMCNoTu Ha HoBy MeToauKy BEPX. 3apeectpoBaHa
pecepeHTHa MeToauka BEPX 3anmwaeTtbes. Takox
BMMNPAaBASETLCSA NMOMWUIKA B METOANL| BUSHAYEHHS
nokasHuka «Po3nagaHHs» 1040 NOCUIaHHS Ha
MeTOoANKY BUNPOOYBaHHS; 3aMiHa aflbTEPHATUBHOIO
MeToay KOMOpUMETPIi 4151 KiTbKICHOTO BU3HAYEHHS
acKkop6iHOBOI KMCNOTK Ha HOBY MeToanKy BEPX.
3apeecTpoBaHa pedepeHTHa meToamka BEPX
3a/IMWIAETbCS; 3aMiHa anbTePHATMBHOTO MeToAy
KOJIOPUMETPIT ANS KiSIbKICHOro BU3HA4YeHHS
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Ne n/n

Ha3ssa
NliKapcbKo20
3acoby

Popma surnycky
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

Kpaina

Bupo6HuUK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjiliHo2o
nocsioYeHHs

aueTuncaniumIoBOi KNCNOTU Ha HOBY METOANKY
BEPX. 3apeecTpoBaHa pepepeHTHa MeToanka
BEPX 3anuwacTtbea; A0AaETbCA albTepHaTUBHa
MeToamka BEPX ansa BU3HAYEeHHS JOMILLOK
(caniumnosa kncnota, byap-aKa AoMilLKa, cyma
OoMiWoK). 3apeecTpoBaHa MmeTtoanka BEPX
BM3HAYEHHA [OMILLKM CaniLniIoBOT KUCOTH
3a/IMWAETbCS; 3MiHM | TRy - 3MiHa napameTpis
cneuudikauin Ta/abo fonycTUMNX MEX rOTOBOrO
NikapcbKoro 3acoby - 3anponoHOBaHO [J0MNOBHEHHS
cneumdikaLii roToBoro fikapcbkoro 3acoby 3a
po3£inoM «TecT Ha YNCTOTY» HOBUMU NOKa3HMKaMm
AKOCTI: HeBifOMa iHAMBIAyasIbHA AOMiLLKa i3
Kputepiamu npuitHaTHocTi 0,05% i 3aranbHWii BMICT
[OMILLOK 3%, 3MiHa Ha3BuW po3giny 3 «CynpoBigHi
OOMILLKM» Ha «TecT Ha uncToTy» (y crneumdikadii Ha
BMNYCK Ta TEPMiH 36epiraHHs)

247.

YPOIPA®IH

PO34UH NS iH'EKLNA
76 %; no 20 mn B
amnyni; no 10
amnys y KapTOHHil
KopoobLi

Baiiep Al

HimeuunHa

Bepnimveg C.A.

Icnanis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis:
3MiHu | TUNy - 3MiHa y cknagi (4oNOMKHUX
peyoBUHAX) rOTOBOrO NiKapCbKoro 3acooby -

YTOUYHEHHS KOHLIeHTpaLii fONOMDKHOI pe4OBUHU
Harpito rigpokcuay, sika 3acTocoByBasiach B

AocnigpkeHHsax B p. 3.2.P.2. «bapmaueBTnyHa

po3po36Ka» Ta YyTOYHEHHS KiTbKOCTI BOAW ANS

iH'exuili B po3gini 3.2.P.3.2 Ta 3.2.P.3.3.; 3MiHu |

TUny - 3MiHa napameTpis cneuudikauiin Ta/abo

[OMYyCTUMUX MEX rOTOBOTO NiKapCbKoro 3acoby -
BHECEHHS pefaKLiiiHUX YyTOYHEHb 0 crnevuudikauii
roTOBOrO /likapcbkoro 3acoby, 6e3 3MiHu KpuTepiis

NPUAHATHOCTI Ta NPUBEAEHHS KpUTEpIiB
NPUAHATHOCTI 3@ NOKa3HUKOM «OMiLLIK1/NPOAYKTN

po3nagy amigoTpu3oesoi kucnotu (BEPX)» y

Bi4NOBIAHICTb A0 BUMOT HacTtaHoBu ICH; 3MiHu |

TUMy - 3MiHa napameTpis cneyudikauiin Ta/abo

A0NYCTUMUX MEX A/15 AOMOMDKHOT PEYOBWHU - 3MiHM

[0 cneumdikauii BXiAHOTO KOHTPO/IH0 AOMNOMDKHOT

pPeYOoBUHM KaulbLiito HATPID efeTar y BiANOBIAHOCTI
[0 rapMOHi30BaHOi MOHorpaddii ANOHCLKOI
Papmakonei

3a
peyenmom

UA/3678/01/02

248.

YPCOHOCT

kancynu no 150 mr
no 10 kancyn y
6nicTepi; no 2 abo
no 5 6nictepis B
KapTOHHI KOPOOL;i

OpraHocuH
Naiicp
CaeHcus BT.
nra.

IHAis

PpaHuia
dapmachbtoTivi
IHaycTpia
Papmako

Bionogxika C.p..

ITanisa

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHK || TUny - 3MiHM Woao 6e3nekn/edeKTUBHOCTI
Ta dpapmakoHarnsgy. BHeceHHsi abo 3miHa(n) o
3060B'A3aHb Ta YMOB BUaui peecTpadiiiHoro
noceig4YeHHs, Bkovaoun MNMnaH ynpaeniHHA
pu3nkamu (3actocyBaHHs 3MiH(K), siki(a)

3a
peyenmom

UA/12572/01/01




146

Ne n/n

Ha3ssa
NliKapcbKo20
3acoby

Popma surnycky
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

Kpaina

Bupo6HuUK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjiliHo2o
nocsioYeHHs

B/MaratoTb(€) NofanbLioro 06rpyHTyBaHHS HOBUMU
[0[AaTKOBMM JaHUMK, L0 MaloTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMAaraeTbCs
CyTTEBA OLLiHKA KOMMETEHTHUM OpPraHom) -
BrkoHaHHS 3060B'A3aHb BIAMNOBIAHO A0 MiANYHKTY
1.13 nyHkTy 1, nignyHkTy 2.3 NyHKTY 2 gogatky 15
0 MNopagaky NpoBeAeHHs1 ekcnepTusn
peecTpauiiiHMx MaTepianis Ha Nikapcbki 3acobum, Lo
noAaloTbCA Ha AepXaBHy peecTpaLiiio
(nepepeecTpadito), a TakoX ekcnepTnsn marepianis
MPO BHECEHHSA 3MiH [0 peecTpaljiiHuX maTtepianis
NPOTAroMm fii peecTpauiiiHoro NocBigYeHHs,
3aTBepAxeHoro Hakaszom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakasy MO3 Big 23.07.2015 Ne
460)

249.

YPCOHOCT

kancynu no 300 mr
no 10 kancyn y
6nicTepi; no 2 abo
no 5 6nictepis B
KapTOHHI Kopoo6Li

OpraHocuH
Navid
CaeHcu3 MBT.
nra.

IHAis

PpaHuia
dapmachbHoTivi
IHaycTpia
dPapmako
Bionoaxika C.p.n.

ITanisa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM Il Tuny - 3miHK Woao 6e3nekn/ehekTnBHOCTI
Ta dpapmakoHarnsgy. BHeceHHsi abo 3miHa(un) oo
3060B'A13aHb Ta YMOB Buaui peecTtpadliiiHoro
noceigyeHHs, Bkoyaroun MNMnaH ynpasniHHA
pusrKamu (3acTocyBaHHsA 3MiH(1), Aki(a)
B/MaratTb(€) NofanbLIOro 06rpyHTyBaHHA HOBUMU
[0[AaTKOBUM JaHuMK, L0 MaloTb HagasaTucs
KOMMETEHTHUM OpraHoM, OCKifIbKN BUMaraeTbCs
CYTTEBA OL|iHKa KOMMETEHTHUM OpraHom) -
BrkoHaHHS 3060B'A3aHb BiANOBIAHO A0 MiANYHKTY
1.13 nyHKTY 1, nignyHKTY 2.3 NyHKTY 2 gogatky 15
o Mopaaky NpoBefeHHA ekcnepTuan
peecTpauiiniHMx MaTepianis Ha Nikapcbki 3acobum, Lo
noAalnTbCsA Ha AepXasBHy peecTpauiio
(nepepeecTpadito), a TakoX ekcnepTnsn marepianis
MPO BHECEHHS 3MiH [0 peecTpavljiiiHuX maTtepianis
NpOTAroMm fii peecTpauiiHoro NocBig4YeHHs,
3aTBepAxeHoro Hakasom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)

3a
peyenmom

UA/12572/01/02

250.

DAKOBIT

TabneTku
LL/TYHKOBOPO3UUHHI
+ TabneTkun, BKPUTI
060/10HKOIO,
KVLLKOBOPO3UNHHI;
no 10
LL/TYHKOBOPO3UYUHHY
X TabNeToK y
6nictepi Tano 10

ToBapucTso 3
obmexeHor
BignoBiganbHi
cTHO
"PapmaueBTu
YHa KOMNaHis
"3popos'a”

YkpaiHa

BCi cTagii
BMPOGHULTBA,
KOHTPO/Ib SKOCTI,
BUMYCK Cepil:
ToBapucTtso 3
06MexeHo
BiANOBIA&NLHICTIO
"®apmaueBTnyHa
KOMNaHis

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHK | TUMY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO
npuBeLeHHs y BiANOBIAHICTb A0 MoHorpadii AdY
abo €sponelicbkoi hapmakonei, abo iHLWoi
HauioHasIbHOT chapmakonei gepxasun €C -
npuBefeHHs cneuudikadii Ta MeTois BXigHOro
KoHTposto A®I L - rnyTtamiHoBa Kucnota
BMpo6bHMuTBa KYOWA HAKKO BIO CO., LTD.,
Japan 3a nokasHumkom «MBY» y BigNoBigHICTb

6e3
peyenma

UA/7664/01/01
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
BKPUTUX 0BO0/TOHKOIO, "3popos'a", BMMOT fjl040ro BugaHHsa EP; cynyTHa 3miHa: 3MiHa y
KALLKOBOPO3UYNHHUX YkpaiHa; BCi cTagii MeTogax BunpobysaHHa A®| abo BUXigHOro
TabneTtok y 6nictepi; BMPOGHMLITBA, Marepiany/npoMixXHOro NpoAaykTy/peareHTy, Lo

no 6 6nictepis (nNo
Tpu 6nicTepu
KOXHOro BUay
TabneTtok) y
Kopo6ui; no 30
LLTYHKOBOPO3UWHHN
X TabneTok y
6nictepi Ta no 30
BKPUTUX OBOTOHKOLO,
KMLUKOBOPO3YNHHMX
TabneTtok y 6nicrepi;
no 2 6nictepu (no
ofHomy bnictepy
KOXHOro BUAY
TabneTok) y Kopooui

KOHTPO/Ib AIKOCTI:
ToBapucTBo 3
0bMexeHot
BIANOBIA&/IbHICTIO
"®APMEKC
reyn-,
YKpaiHa

BMKOPUCTOBYETLCA Y NpoLieci BUpo6HuLTBa AdI;
3MiHM | TUMy - 3MiHK, NOB'A3aHi 3 HEOBXiAHICTO
npuBeaeHHs Yy BiANOBIAHICTb A0 MoHorpadii 4PY
abo €sponelicbkoi hapmakonei, abo iHLWoi
HaujioHanbHOI hapmakonei gepxasu €C -
npuBeeHHs cneyndikauii Ta MeToaiB BXiAHOro
KOHTpoOsto AdI L - rnyTamiHoBa kucnota
Bnpo6HuuTea KYOWA HAKKO BIO CO., LTD.,
Japan y BignoBigHICTb 40 BUMOT Ail04Or0o BUAaHHS
EP; cynyTHs 3miHa: 3miHa y MeTofax BUNpo6yBaHHSA
A®| abo BMXiAHOTO MaTepiany/MPoMiKHOrO
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BUpo6bHULTBa API; 3MiHU | TUNY - 3MiHMK,
noB'sA3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MoHOrpadii 4PY abo
€Bponeiicbkoi thapmakonei, abo iHLOi
HauioHasIbHOIT hapmakonei gepxasmn €C (3MiHa y
cneuudikauisix, NnoB'A3aHa 3i 3MiHamy B 4dY, abo
€Bponeiicbkiil hapmakonei, abo iHLWii
HaujoHasbHIl thapmakonei gepxasun €C) -
npuBeeHHs cneyndikauii Ta MeToaiB BXiAHOro
KOHTponto A®I L - rnyTamiHoBa kucnota 3a
nokasHnkom «MBU» y BigNOBIAHICTb BUMOT Ail040ro
BuaaHHa EP ansa Bupo6Hnka EVONIK REXIM
S.A.S., France; cynyTHsl 3MiHa: 3MiHa y MeToAax
BunpobysaHHA APl abo BMXigHOTO
Marepiany/npoMixXHOro NpoAaykTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLieci BUpo6HuLTBa AdI;
3MiHM | TUMy - 3MiHK, NOB'A3aHi 3 HEOBXiAHICTO
npuBeeHHs Yy BiANOBIAHICTb A0 MoHorpadii 4PY
abo €sponelicbkoi hapmakonei, abo iHLWoi
HaujioHanbHOI hapmakonei gepxasu €C -
npuBeeHHs cneundikauii Ta MeToAiB BXiZHOro
KOHTpoOsto AdI L - rnyTamiHoBa kucnota
BupobHuutTea EVONIK REXIM S.A.S., France y
BigNOBIAHICTL 40 BUMOT Ajto4oro BugaHHs EP;
CYNyTHSA 3MiHa: 3MiHa y MeTofax BunpobyBaHHsa AdI
abo BuxigHOro matepiasy/npomikHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuuTBa A®I; 3MiHK | TUNY - NOAAHHSA
HOBOrO cepTudikaty BiANOBIAHOCTI EBPONECHKOI
dhapmakonei Ne RO-CEP 2009-311-Rev 01 Big,
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1

3aTBEpPKEHOro BUpo6HKKa APl L - rnyTamiHOBOI
KNCNOTU, YTOYHEHHS HaliMeHyBaHHS Ta
MiCLLe3HaxX0MKEHHS BUPOOHUKA. FK HAcNifoK, 3MiHN
y cneyudpikauii Ta MeToAax BXifHOro KOHTPOSIo 3a
nokasHukoM «CynpoBifHi JOMILLKN», & TaKoX
BHECEHO NokasHuka «CynpoBigHi (aMiHOKMCIOTHI)
[OOMILLIKM», 110 BUHECEHI B HOBUWIA po3ain
«[lOMiLLKV»; CynyTHA 3MiHa: 3MiHa Y napameTpax
cneumdikauin Ta/abo AoNyCTUMUX MEX,
BM3Ha4YeHUX y cneuudpikauisx Ha Adl, abo
BVXiZHWA/NPOMDKHWIA NpoAyKT/pearexT, Wwo
BMKOPWCTOBYIOTbCSA Yy Mpoueci BupobHuutea AdI -
3MiHa y MeToAax BunpobysaHHsA APl abo BMUXiAHOrO
mMarepiany/npoMiXHOro NpoAaykTy/peareHTy, Lo
BVKOPVICTOBYETbLCA Y NPOLeCi BUpo6GHMLTBa ADI;
3MiHK | TUNy - 3MiHK y cneyndikauii Ta meTogax
BXIAHOrO KOHTPOs0 Ad| L-umncTeiny 3a
nokasHukamy «Onme» Ta «MBUY», y 3B’A3Ky 3
npuBeAEeHHAM Yy BiANOBIAHICTb Ail04Oro BUAaHHs
[oY; cynyTHA 3MiHa: 3MiHa y MeTogax
BunNpobyBaHHA A®l abo BMXigHOTO
MaTepiany/npoMiKHOro NpoAyKTy/peareHTy, LWo
BMKOPVCTOBYETLCA Y NPOLeCi BUpo6HMLUTBA ADI;
3MiHW | TUMY - YTOYHEHHS HaliMeHyBaHHA Ta
MicLle3HaxomKeHHs BUpo6HMKa APl L-uncTeiHy y
BiANOBIAHOCTI A0 AOKyMeHTaLii BUPO6HMKa.
Brpo6HMYa AinbH1LS, cXeMa CUHTEe3Y Ta yCi
BUPOGHMYI onepaLii 3a/MLWatoTbCs He3MIHHUMMU;
3MiHM | TUNY - YTOYHEHHS HallMeHyBaHHS Ta
MicLe3HaxoKeHHs BUpobHuka A®I kncnotu
ackopbiHoBoi Northeast Pharmaceutical Group CO.,
Ltd., China y BignosigHocTi [0 AOKyMeHTawji
BMPOGHMKa. BupobHuya finbHuLsA, cxema cCuHTesy
Ta yci BUpo6HMUi onepaduii 3a/mwwatoTbcs
HE3MiHHUMW; 3MiHW | TURY - 3MiHK, NOB'A3aHi 3
HeoOXiAHICTIO NpUBELEHHS Y BiANOBIAHICTbL A0
MoHorpadii 4dY abo €Bponeiicbkoi hapmakoneri,
abo iHWoi HauioHanbHOI hapmakonei gepxasu €C
(3miHa y crneumdikanisix, nos'a3aHa 3i 3aMiHaMu B
Loy, abo €Bponeiickkiii hapmakonei, abo iHLii
HaujioHasnbHIN thapmakonei gepxasu €C) - 3MiHW Yy
cneumdikauii Ta MeToAax BXiAHOro KoHTposto AdI
KncnoTa ackop6iHoBa y 3B’A3KYy 3 NPYBEAEHHAM Y
BiANOBIAHICTb 40 BUMOT Ajt040ro BugaHHs EP;

CYMYTHS 3MiHa: 3MiHa Y MeTofax BUNpobyBaHHs AdI




149

Ne n/n

Ha3ssa
NliKapcbKo20
3acoby

Popma surnycky
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

Kpaina

Bupo6HuUK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjiliHo2o
nocsioYeHHs

a60 BUXigHOro Matepiasy/npoMixXHOro
NPOAYKTY/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuutea A®I; 3miHum | Tuny -
BUyYEHHS BUpo6HMKa APl Kucnota ackopbiHoBa
Hebei Welcom Pharmaceutical Co., Ltd., China. Ak
HacnifoK, BUTyYeHHs 3i cneumdikaii Ta meTogis
KOHTPO/T0 NOKa3HMKa «3anLLKOBA KiNbKiCTb
OpraHiYHMX PO3YMHHKKIB», L0 KOHTPO/IOBABCA Y
BiANOBIAHOCTI O AOKYMeHTaLii 4aHOro BUPOBHNKa,;
CynyTHS1 3MiHa: 3MiHa y napameTpax crneumdikawii
Ta/abo foNyCTUMUX MEX, BUSHAUYEHNX Y
cneumdikauisix Ha A®l, abo BMXigHWIA/NPOMKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y NPOLECI
BMPOGHMLTBA ADI - 3MiHa Y MeToAax BUNpoGyBaHHA
A®| abo BMXigHOrO MaTtepiany/npomiKHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea A®I; 3miHM | TUNY - NoAaHHA
OHOBJIEHOTO cepTudikaTy BiANOBIAHOCTI
€Bponelicbkoi hapmakonei Ne R1-CEP 2008-099-
Rev 03 Big, 3aTBEpAKEHOTO BUPOOHUMKA ADI [MNiuuH,
AK HACNIAOK, YTOYHEHHS MIiCLIe3HAXOKEHHS
BUPOOGHMKA; 3MiHW | TMNY - BUIYYEeHHSA NoKasHuKa
«Baxki meTanu» 3i cneyndikauii A®I FaiumH
BiAMNOBIAHO A0 BUMOr Ait040ro BugaHHa EP; 3miHn |
TUNY - BUNYYEHHS MoKa3HUka «Baxki meTanu» 3i
cneundikayii A®I MipuaokcuHy rigpoxnopugy
BiNoBiAHO A0 BUMOT Ait04oro BugaHHa EP

251.

DAPMATEKC

KpeM BariHa/bHWiA
1,2%no 72 ry Ty6i
Y KOMM/IEKTi 3
annikaTopom-
[03aropom; no 1
Ty6i y KapTOHHIl
KopoobLi

Nab6opaTtopis
IHHOTEK
IHTepHacboH
anb

PpaHuis

Brpo6HuK
BiANOBIgaIbHUI 3a
BTOPVIHHE
nakyBaHHs1,
KOHTPO/b Ta
BMNYCK cepil:
IHHOTepa LLysi,
®paHLis;
Brpo6HMK
BiANoBiganbHUii 3a
BMPOGHULITBO in
bulk Ta nepsrHHe
nakyBaHHs:
NabopaTopis
LLlemiHo, ®paHuis

PpaHuis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
-3MiHK | TUny - AAMiHICTpaTWBHI 3MiHU. 3MiHa
HaliMeHyBaHHS Ta/abo afpecyt Micusa NPOBaAKEHHS
LisNbHOCTI BUpobHUKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKOYAKUM Ai/TbHUL BUNYCKY
cepii abo micLe NpoBefeHHS KOHTPOJHO SKOCTI.
(aisnbHICTb, 3a Ky BigNOBIAaE BUPOOHUK/iMIopTep,
BK/IO4AK0UM BUMYCK Cepilf)
3MiHa agpecu BUpo6HuKa IHHoTepa LLysi, ®paHuis
(BMPOGHYIK BigNOBIfaIbHUIA 32 BTOPUHHE
nakyBaHHs!, KOHTPO/b Ta BUNYCK cepil), 6e3 3MiHn
Micusa BUPO6HMLTBA:

BBefeHHs 3MiH NpoTAroM 6-Tu MicALiB nicns
3aTBEPMAKEHHS.

6e3
peuyenma

UA/1340/04/01

252,

DAPMATEKC

TabneTku BariHaNbHi
no 20 mr no 12
TabneTtok y Ty6i; no

Na6opaTopis
IHHOTEK
IHTepHacblioH

®paHuisa

Brpo6HuK,
BignoBigasibHWI 3a
BMPOGHMLTBO in

PpaHLis

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHu | TMNY - AGMIHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo afpecy MicLsa NPOBaKEHHS

6e3
peyenma

UA/1340/05/01
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
1 Ty6i y KAPTOHHIl anb bulk, koHTpOsb Ta LisNbHOCTI BUpo6GHUKa/iMnopTepa rotoBoro
Kopobui BMNYCK cepil: NiKapcbKoro 3acoby, BKOYAKUM Ai/TbHUL BUNYCKY
IHHOTepa LLys3i, cepii abo micue NpoBefeHHS KOHTPOJIO SKOCTI.
PpaHuis; (aisnbHICTB, 3a SAKy BigNOBiAaEe BUPOOHUK/iMIopTep,
Brpo6HuK, BK/IOYatoun Bunyck cepiii) (A.5. (a) |1AHN)
BiANOBIAa/IbHUIA 32 3MmiHa agpecu BUpo6Huka IHHoTepa LUysi, ®paHuis
nepBrHHe Ta (BUPOGHYIK, BiAMNOBIAaIbHUIA 3@ BUPOGHULITBO in
BTOPVHHE bulk, kOHTpoNb Ta BMNYyCK cepii), 6€3 3MiHN Micus
nakyBaHHS: BMPOGHMLTBA: BBEAEHHS 3MiH NPOTArom 6-Tn
Ctpagic, ®paHuis MiCALIB MiC/A 3aTBEPAKEHHS.
253. PEANH-20® Kancynu no 20 wmr, OpraHocuH IHAjs EBepTopxeH IHAis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/1239/01/01
no 10 kancyny Navidp Naiidp CaeHcns 3MiHM | Tuny - 3MiHa napameTpiB cneuudikawii peyenmom
6nictepi; no 3 CaeHcm3 MBT. Nimiteq Ta/abo foNyCTUMUX MEX rOTOBOrO NikapCbKoro
6nictepu B nauuj 3 nra. 3aco6y; cynyTHA 3MiHa: 3MiHa y MeTogax
KapToHY BUMPOOYBaHHA rOTOBOTO NiKapCbKOro 3acoby - 3MiHu
00 p."Onuc", 3aTBepKeHO: BMICT Kancysim - BMICT
Kancys - NOpPOLLOK 6ifI0ro Kosbopy, 3anponoHOBaHO:
Kancynm MiCTATb NOPOLLOK 6in10ro konbopy abo
Mavixe 6is10ro kobopy
254, PEANH-20® Kancynum no 20 Mmr in OpraHocuH IHgis EBepTopxeH IHgis BHECEHHS 3MiH A0 peecTpayiiHux maTtepiasiis: - UA/1240/01/01
bulk: no 2500 Navidp Naiich CaeHcns 3MiHM | TUny - 3MiHa napameTpiB cneuudikawii
Kancyn y nofpiliHmx CaeHcus lNBT. Nimiten Ta/abo [oMyCTUMUX MEX roTOBOro MikapcbKoro
nosieTUIeHoBMX nrta. 3aco6by; CynyTHS 3MiHa: 3MiHa y MeTogax
naketax BMMPOOYBaHHA rOTOBOrO NiKapCbKOro 3acoby - 3MiHu
[0 p."Onuc", 3aTBepAXeHo: BMICT Kancym - BMIiCT
Karncyn - nopoLok 6if10ro kKonbopy, 3anpornoHOBaHo:
Kancynm MicTATb NOPOLLOK 6in10ro konbopy abo
Mavixe 6is10ro kobopy
255, ®DEHTAHIN po3uunH ANns iHekyin, | AT "Kanuekc" Narteis BCi cTagii CnoBauuunHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiaslis: 3a UA/15323/01/01
KANUEKC 0,05 mr/mn no 2 mn BMPOGHNYOTrO Natsia 3MiHu | TUny - 3MiHK 3 AKkocTi. CepTudikaT peyenmom

B amnyni; no 5
amny’s1 B KOHTYPHIi
YapyHKOBIli yrnakoBLi
(nigpoHi); no 1, 2
a60 20 KOHTYpHUX
YapyHKOBUX
ynakoBoK (NiAfO0HIB)
y navui i3 KapToHy

npotecy, Kpim
BUMYCKY Cepii:
XBM ®apma
c.p.o.,
CnosayuunHa
BUPOGHUK, SKWiA
Bignosigae 3a
KOHTPO/b
cepii/BunpobysaH
HA:

AT "IpiHagekc",
Nartsis
BUPOOBHWK, KNI
BignoBsigae 3a
BMNYyCK cepil:

BignosigHocTi/IE-cepTudikar BignosigHOCTI
€Bponeiicbkii hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/MIEHOro cepTudikarta BifgnoBifAHOCTI
abo BuyyYeHHs cepTucdpikata BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei: gna A®l; ons
BUXIAHOrO MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI
A®I; ons [ONOMIXHOT pevoBUHU (cepTudikar
BiANoBigHOCTI EBponeiickkili hapmakonei) - Howii
cepTudikaT Ha HecTepunbHuii A®I, skuii byae
BUKOPVCTOBYBATUCA [/159 BUPOGHULITBA
CTepuILHOrO Nikapcbkoro 3acoby, AKLo Boja
BUKOPVCTOBYETLCSA HA OCTaHHIX eTanax CuHTesy Ta
marepian He BifibHWIA Bif, 6akTepianbHUX
EeHA0TOKCUWHIB - (CEP Bi HOBOro BUPO6HMKa
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Ne n/n

Ha3ssa
NliKapcbKo20
3acoby

Popma surnycky
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

Kpaina

Bupo6HuUK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Howmep
peecmpayjiliHo2o
nocsioYeHHs

AT "Kanuekc",
Natsis

AREVIPHARMA GMBH, Germany - 01445
Radebeul ana A®l dentaHiny uutpat CEP Ne R1-
CEP 2007-340-Rev 01
3MiHu | TUNYy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii
3aci6. 3miHM y BUpo6HULTBI. 3MiHa po3mipy cepii
(BK/IHOMAKOUM fiana3oH po3mipy cepil) roToBoro
nikapcbKoro 3acoby (36inbLeHHs go 10 pasis
NOPIBHAHO i3 3aTBEPAKEHUM PO3MIPOM). 3MiHN |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbknii 3acib.
CT1abinibHICTb. 3MiHa Yy TepMiHax npugartHocTi abo
ymoBax 36epiraHHs roTOBOr0 NiKapCbKOro 3acoby
(36inbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - [1ns TOprosoi ynakoBKu
(nigTBEPAXYETLCA AaHMMUN peasnibHOro vacy).
(3aTBEpOXKEHO 4 POKM; 3aNPOMNOHOBAHO: 5 POKIB)
TepMiH BBEEHHSA 3MiH NpPOTArom 1-ro micsua nicns
3aTBEPAKEHHSA. 3MiHM | TMny - 3MiHK 3 AKOCTi. ADI.
KoHTponb A®I. 3miHa y napameTpax crneuundikavii
Ta/abo foNyCTUMUX MEX, BUSHAYEHUX Y
cneumnagikayisx Ha A®l, abo BUXiGHWIA/MPOMDKHWI
NPOAYKT/peareHT, W0 BUKOPUCTOBYOTLCA Y NPOLECI
BUpo6HULUTBa API (iHLWI 3MiHK) - ( 3@ NOKA3HUKOM
«BTpara B Maci npy BUCYLLYBaHHI» BHOCUTbLCA
nocunaxHs, wo A®I Big BupobHunka MacFarlan
Smith Limited, Bennko6putaHist KOHTPOIETLCA
{040 BMICTy eTaHony BignosigHo go CEP 2000-
303, a AdI Big HoBOro BMpobHuka AREVIPHARMA
GMBH, HimeuunHa KOHTPOETLCA OO BMICTY 2-
nponaHony BignosigHo Ao CEP 2007-340), Takox
[0 cneuyndikauii BXiAHOro KOHTPO/IO AOAAETLCA
KOHTPOb « ToNepaHTHi 40 XOBYi rpaMHeraTvBHi
6akTepii» 3 nimiTom «BigcyTHi B 1 r» BignosigHO f0
EP

256.

DNIIKCOTUA
™

EBOXANEP™

aepo3osb Ans
iHransauin,
n[o30BaHuiA, 50
MKr/n03y no 120 no3
B aep030/IbHOMY
6as1oHi 3 4O3yUUM
KnanaHom; no 1
6as10Hy B KOpOO6Li

nakcoCmiTKn
SH EkcnopTt
Nimiteq

Benvka
BputaHis

nakco Bensikom
MpoAakLuH,
®paHuis; Makco
Bennkom C.A,,
IcnaHis

PpaHuis/ IcnaHis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TURYy - 3MiHK, NOB'A3aHi 3 HEOBXiAHICTO
npvBeLeHHs y BiANOBIAHICTb A0 MoHorpadii AdPY
abo €sponelicbkoi hapmakonei, abo iHLWoi
HaujioHanbHOI hapmakonei gepxasu €C -
npveefeHHA Bumor cneumdikauii A®I doioTUkasoHy
nponioHaT 3a NokasHUKOM «CynpoBigHi AOMILLKN» Y
BiANOBIAHICTb A0 BMMOr MOHorpadii EP
(gonycTummii BMICT CyNyTHIX AOMILLIOK 3BY)KEHO)

3a
peyenmom

UA/7547/01/01

257.

DNIKCOTUA,

EBOXAJIEP™

aepos3osb Ans
iHransauin,
[030BaHuii, 125

nakcoCmitKn
SH EkcnopTt
Nimiten

Benuka
BpuTaHis

'nakco Bennkom
MpogakLuH,
dpaHuis; Makco

®paHuis/ IcnaHis

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHK | TUMY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO
npvBeAEeHHs Y BiANOBIAHICTb A0 MoHorpadii APY

3a
peyenmom

UA/7547/01/02
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
MKr/f03y no 60 03 Bennkom C.A., abo €sponelicbkoi hapmakonei, abo iHLWoi
abo no 120 gos B Icnanis HaujioHanbHOI hapmakonei gepxasu €C -
aepo30/IbHOMY npuBeaeHHs BUMor cneuydikauii A®| dpnioTukasoHy
6as0Hi 3 A03yHOUUM nponioHat 3a nokasHWKoM «CynpoBifHi JOMILLKU» Y
KnanaHdom, no 1 BiANOBIAHICTb A0 BMMOr MOHorpadii EP
6asIoHy B KOpPOOLL (gonycTummii BMICT CyNyTHIX AOMILLIOK 3BY)XKEHO)
258. dNIIKCOTUA cycneHsisa gns nakcoCmitKn Benuka nakcoCmiTKnsiAH ABcTpanis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/7512/01/01
™ HEBYNIA™ | iHranauin, 2 mr/2 mn AH EkcnopT BputaHis AscTpanis Mty 3MiHM | TURYy - 3MiHK, NOB'A3aHi 3 HEOBXiAHICTO peyenmom
no 2 mMn y Hebyni; no Nimiteq nTa. npvBeLeHHs y BiANOBIAHICTb A0 MoHorpadii AdY
5 Hebyn y nakeTi 3 abo €sponelicbkoi hapmakonei, abo iHLWoi
antoMiHieBOT HaujioHanbHOI hapmakonei gepxasu €C -
hosbrn, No 2 nakeTu npvBefeHHA Bumor cneumdikauii A®I doioTUkasoHy
Y KapTOHHIli kopobLyi nponioHat 3a NokasHWKoM «CynpoBifHi JOMILLKU» Y
BiANOBIAHICTb A0 BMMOr MOHorpadii EP
(gonycTummii BMICT CyNyTHIX AOMILLIOK 3BY)KEHO)
259. ®NIKCOTNA, cycneHsisa gns nakcoCmiTKn Benuka nakcoCmiTKnaiAH ABcTpanis BHECEHHS 3MiH [j0 peecTpaLjiiiHux maTepianis: 3a UA/7512/01/02
™ HEBY/IN™ | iHranauin, 0,5 mr/2 SH EkcnopTt BpuTaHis ABcTpais Mty 3MiHK | TUMY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO peyenmom
M1 N0 2 MNYy Nimiteq nra. npuBeLEeHHN y BiANOBIAHICTb A0 MoHorpadii AdY
Hebyni; no 5 Hebyn abo €sponelicbkoi hapmakonei, abo iHLWOoi
y NakeTi 3 HauioHasIbHOT chapmakonei gepxasun €C -
a/TIloMiHIEBOT npvBefeHHA BuMor cneumdikauii A®I dhoTUkasoHy
donbru, No 2 nakeTu nponioHat 3a nokasHUKoMm «CynpoBifHi AOMILLKN» Y
Y KapTOHHIl Kopobui BiAMOBIAHICTb A0 BUMOT MOHorpachii EP
(gonycTummii BMICT CyNyTHIX AOMILLIOK 3BY)XKEHO)
260. DONMIEBA Tabnetku no 1 wmr, MAT YkpaiHa MAT "BitTamiHn" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 6e3 UA/5940/01/01
KUCMNOTA no 10 TabneTok y "BitamiHn" 3MiHu |l TUny - 3MiHK Wopo 6e3nekn/edeKTUBHOCTI peyenma

6nictepi, no 3 a6o 5
6nicTepiB y nauui 3
KapToHYy

Ta (hapmakoHarnsgy. BHeceHHs abo 3miHa(u) Ao
3060B's13aHb Ta YMOB BUaui peecTpadiiiHoro
MoCBIAYEeHHS, BKIoYaoun MnaH ynpasiHHA

pusmKamu (3acTocyBaHHs 3MiH(1), ski(a)
BMMaratTb(€) NOAAIbLLOTO 06I'PYHTYBAHHSA HOBUMM
[0[aTKOBUM AaHVMK, WO MaloTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbesl
CyTTeBa OLiHKa KOMMNeTeHTHUM opraHom) (B.1.11. (6)
)]

BrikoHaHHA 3060B'A3aHb BiAMNOBIAHO A0 NIANYHKTY
1.13 nyHkTy 1, NignyHKTy 2.3 NyHKTY 2 gogatky 15
0 Nopagky NpoBeAeHHs eKcnepTnsn
peecTpauiiHnx MaTepianiB Ha fikapcbki 3acobu, Lo
noAatnTbCs Ha AepXaBHy peecTpauiio
(nepepeecTpauito), a TakoX ekcnepTn3n Matepianis
Npo BHECEHHS 3MiH [10 peECTpaLiiiHuX maTepianis
NPOTAroM fji peecTpayiiiHoro NocBigYeHHs,
3arBepaxeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
460).
261. DOPTYNIH NOpPOLLOK AN MEJA ®apma HimeuunHa BMPOGHMLITBO, HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/14364/01/01
iHransuin, 12 M6X eHg Ko. nakyBaHHs, 3MiHK | TUNYy - 3MiHK 3 AKocTi. MeanyHi npucTpoi peyenmom
MKr/f03y no 60 o3 KIr KOHTPO/b Ta (iHLWi 3MiHM) - BHECEHHS 3MiH 10 peecTpaviiHoro
MOPOLLKY Y BMNYCK cepil: [,0CbE — OHOBMEHHA Moyt CTD pgocke 3.2.R.
KapTpuaxi; no 1 MEJA CTOCOBHO 3MiHUN CK/1agy MaTtepiasny 4acTuHU
KapTpuaxy y MeHbtochekyepuHr «[03yBa/IbHUIi BaXE/b» MEANYHOI0 NMPUCTPOI0
KOHTeliHepi; no 1 'M6X, HimeuunHa,; Novolizer
KOHTelHepy 3 anbTepHaTuBHe
KapTpUIKOM y MicLie BTOPUHHOTO
KOMMEKTi 3 nakyBaHHs: PoLu-
iHranaTopom B Lenbta FM6X eHa
ynakosLi; no 60 fo3 Ko. KI, HimeyunHa
NOPOLLKY Y
KapTpuaxi; no 1
KapTpuaxy y
KOHTeliHepi; no 1
KOHTelHepy 3
KapTpUIKom B
ynaKkoBLi
262. XE/MMEKC® Tabnetky; in bulk: Mosi Xenc LBeiiLapis CaBa Xersickea IHais/ YropwuHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: - UA/9664/01/01
AHTUKONA no 5000 TabneTok y 6X nTa, IHais; 3MiHM | TUNY - NOAAHHA HOBOrO cepTudikara
noasinHomy Bannec BiANOBIAHOCTI €Bponelicbkili hapmakonei Ne R1-
nosieTuneHoBoMy PapmacbloTikasic CEP 2002-020-Rev 07 ans gjto4oi pe4yoBuHu
nakeTi B KOHTelHepi Met. NITA., IHAis; Paracetamol Big, HOBOro BUpo6HuMKa Farmson
Megiton Pharmaceutical Gujarat Pvt. Ltd., IHgjs B
dapmacbloTikan [IONOBHEHHS A0 3aTBEepA)KeHOro BUpPobHuKa Sri
Jita., YropwmHa Krishna Pharmaceuticals Limited, IHgis
263. XENMNEKC® Tabnetku; no 4 Mosi Xenc LlBeiuapis CaBa Xenckea IHAis/ YroplmHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiaslis: 6e3 UA/9824/01/01
AHTUKONA Tabnetku y 6nictepi; m6X nta, Hais; 3MiHuW | TUNY - NoA4aHHA HOBOTO cepTudikaTa peuyenma
no 1 6nictepy B Bannec BiZiNOBIAHOCTI €Bponeiichbkiin thapmakonei Ne R1-
KapTOHHI navi; no dapmacbloTikasc CEP 2002-020-Rev 07 ans gito4oi peyoBuHM
4 TabneTkn y MBT. N14., IHAIN; Paracetamol Big HoBOro BUpo6Huka Farmson
6nictepi; no 1 MegiTton Pharmaceutical Gujarat Pvt. Ltd., IHgjis B

6nictepy B
KapTOHHIA navi; no
20 nayoK y rpynosii
KapTOHHI ynakoBL;
no 10 TabneTtok y
6nictepi; no 1
6nictepy B
KapTOHHIA navi; no
10 Tabnetok y
6nictepi; no 1
6nictepy B

dapmacbloTikan
nrta., YropwuHa

[IONOBHEHHS [0 3aTBEPKEHOro BUPO6HYKa Sri
Krishna Pharmaceuticals Limited, IHais
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
KapTOHHIA navi; no
10 nayoK y rpynosin
KapPTOHHII ynakoBLUi
264. XE/MMEKC® Tabnetku in bulk: no Mosi Xenc Lseiiapis CaBa Xesickea IHais/ YropwuHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: - UA/9722/01/01
AHTUKONA 5000 TabneTok y 6X NTa, IHais; 3MiHM | TUNY - NoAaHHsA HOBOro cepTuddikaTa
DX noagiliHomy Bannec BiAnoBigHOCTI EBponelicbkinn hapmakonei Ne R1-
nonieTuneHoBoMy dapmacbloTiKasic CEP 2002-020-Rev 07 ans gjto4oi pe4yoBuHu
nakeTi B KOHTeiHepi Met. NIT4., IHAis; Paracetamol Big HOBOro BUpo6HuMka Farmson
Megiton Pharmaceutical Gujarat Pvt. Ltd., IHgis B
dapmacbloTikan [IONOBHEHHS [0 3aTBEpKeHOro BUpPobHuKa Sri
Nita., YropwuHa Krishna Pharmaceuticals Limited, IHgis
265. XE/MMEKC® Tabnetku; no 4 Mosi Xenc LBeiiLapis CaBa Xersickea IHais/ YropwuHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 6e3 UA/9825/01/01
AHTUKONA, Tabnetkn y énictepi; 6X Nta, Hais; 3MiHuM | TUNY - NoA4aHHSA HOBOTO cepTudikaTa peyenma
DX no 1 6nictepy B Bannec BiANOBIAHOCTI €Bponelicbkili hapmakonei Ne R1-
KapTOHHI navi; no PapmacbloTikasic CEP 2002-020-Rev 07 ans gjto4oi pe4yoBuHu
4 Tabnetkn y Met. NITA., IHAis; Paracetamol Big, HOBOro BUpo6HuMKa Farmson
6nicTepi; no 1 Megiton Pharmaceutical Gujarat Pvt. Ltd., IHgjs B
6nictepy B dapmacbloTikan [IONOBHEHHS A0 3aTBEepA)KeHOro BUpPobHuKa Sri
KapTOHHI nauui; no Nta., YropwmHa Krishna Pharmaceuticals Limited, IHgis
20 na4okK y rpynosii
KapTOHHI ynakoBLi;
no 10 TabneTok y
6nicTepi; no 1
6nictepy B
KapTOHHI nauui; no
10 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHIN mayuyj; no
10 nayok y rpynosiii
KapTOHHIi ynakoBLi
266. XIBEPUKC™ | | niodpinizat gns nakcoCmiTKn Benwvka nakcoCmiTKnsiiH Benbrisa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiaslis: 3a UA/13048/01/01
HIBERIX™ PO34UHY ON51 iH'EKLLA AlH EkcnopT BpuTaHis Bionoaxikan3 C.A. 3MiHM | TUNY - 3MiHa y MeTogax BunpobyBaHHA Ad| peyenmom
BAKUWHA no 1 gosiy dpnakoHi Nimiteq abo BuxigHoro matepiasy/npoMikHOro
Aana Ne 1 B kOomMnexTi 3 NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
MPO®INAKT PO3UYNHHUKOM Y npoteci Bupo6HuuTea A®I - 3amiHa cepil
KN nonepeaHbLo CWNO0915A10 (Takox 3a3Ha4YaEeTbes AK
3AXBOPIOB HanoBHEHOMY ATTOAUA100) BHYTPILUHLOrO BUPOHGHUYOrO
AHb, wnpuyi Ne 1 ta cTaHAapTy npasueBoro aHaTokcuHy (TT purified
3BYAHMKOM | gsoma rosikamu; no bulk) Ans BU3HaueHHs BiNIbHOTO BiflKy-HOCIA y
AKNX € 1 posi y donakoHax npomMixHoMy npoaykTi PRP-TT Ha HoBY cepito
HAEMOPHIL Ne 100 y komnnekTi CWNO0915A16 (TakoX 3a3Ha4aeTbes SK
us 3 PO3YMHHUKOM Y ATTOAUA247). BHeceHHs pefakLuiiiH1x NpaBokK y
INFLUENZAE | amnynax Ne 100 B po3gin 3.2.5.5
TAMNY B OKpemMmnx Kopobkax
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
267. XIBEPUKC™ | | niodpinizat gns nakcoCmiTKn Benuka nakcoCmiTKnsiiH Benbrisa BHECEHHS 3MiH [0 peecTpavliiiHnx maTepianis: 3a UA/13048/01/01
HIBERIX™ PO3UnHY ANS iH'EKLIA AnH EkcnopT BputaHis Bionogxikans C.A. 3MiHW | Tuny - 3MiHK 3 akocTi. AL, (iHLWi 3MiHK) - peyenmom
BAKUWHA no 1 gosiy pnakoHi Nimiteq BMMpaB/IEHHS 3a3HAYeHHS AiNbHNLb,
ana Ne 1 B KOMMIEKTi 3 BIANOBIA&/IbHUX 3@ KOHTPO/Ib AKOCTI B
MPODINAKT PO3UYMHHUKOM Y peecTpauiinHoMy focke Ha Xibepukc/Hiberix 6e3
KN nonepeaHLo XKOAHUX 3MiH Y BUPO6GHMYMX npouecax. BHeceHHs
3AXBOPIOB HanoBHeHOMY pepakuiiHnx npaBok B po3ginu 3.2.5.2.1
AHb, wnpuui Ne 1 ta Manufacturer(s) PRP-TT- Marburg i 3.2.S.2.1
3BYAHVUKOM | gBoma rosikamu; no Manufacturer(s) PRP-TT- Godollo
AKNX € 1 no3i y donakoHax
HAEMOPHIL Ne 100 y komMnnaekTi
us 3 PO3YMHHUKOM Y
INFLUENZAE | amnynax Ne 100 B
TANY B OKpeMmnx KopobKax
268. XYMANOr®e cycneHsisa gns Eni Ninni HigepnaHnaun Ninni ®paHc ®paHuin BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiaslis: - UA/8353/01/02
MIKC 50 nigLWKipHoro Hepnepneng 3MiHuM | TUNY - 3MiHWM BUNPOGYBaHb abo A0NyCTUMUX
BBefeHHs, 100 b.B. MeX, BCTAHOBJ/IEHMX Y cneuumgikalisx, nig vac
MO/mn; in bulk: no BVMPOGHMLTBA rOTOBOTO J1iKapCbKOro 3acoby
3,0 My kKapTpuaxi (3BYXXEHHS1 AOMYCTUMUX MEX) - 3MiHM BUNPOGYBaHb,
no 330 kapTpuaXiB y BCTaHOB/IEHMX Y cneyudikauisix, nig yac
notkax BUPOGHMLITBA FOTOBOIO J1iKapCbKOro 3acoby, 3amiHa
TeCTy; 3MiHW | TUNYy - 3MiHW Y NpoLeci BUPOGHULITBA
rOTOBOrO NiKapCbKOro 3acoby, BKIUaKum
NPOMIDKHWI NPOAYKT, L0 3aCTOCOBYETLCA NPN
BMPOBHULTBI FOTOBOrO /iKapCbKOro 3acoby (iHLwi
3MiHW) - 3MiHV B NpoLieci BUPO6HMLITBA FOTOBOTO
nikapcbKoro 3acoby (p. 3.2.P.3.3) - ctaHgapTu3auis
HOBOT (iNbTpaLiiHOI YCTaHOBKM
269. LEPBAPUKC | cycneHsia ans nakcoCwmitKn Benvka [nakcoCmiTKnsiiH Benbrist BHECEHHS 3MiH A0 peecTpayiiHux maTtepiasiis: 3a UA/16310/01/01
™ iH'ekyin no 0,5 mn (1 AH EkcnopT BpuTaHis Bionoaxikan3 C.A. 3MiHu | TUny - 3MiHK 3 AkocTi. APl KoHTponb AdI. peyenmom
ICERVARIX™ | posa)y nonepefHbo Nimiteq 3MiHa y meTofax BunpobysaHHs APl abo BuXigHOro
BAKUWHA HanoBHEHOMY MaTepiany/MpoMiKHOro NpoAyKTy/peareHTy, LWo
Aana LINPULi 3 NOPLUHEM i BMKOPUCTOBYETbLCSA Y NpoLieci BUpo6HULTBa ADI
MPO®DINAKT KOBMaykoM y (iHWi 3mMiHK y MeTogax BUNPobyBaHHA (BKIOYaOUn
KN KOMMEKTI 3 FO/IKOI0 3amiHy ab0 fonoBHEHHS) AD| abo
3AXBOPHOB (y 6nicTepi) abo y BUXIAHOrO/NPOMIXHOr0 NPOAYKTY) - 3MiHU Y
AHb, WO dhnakoHi 3 NPo6KOH; npoToKoni kBanicpikarii 415 HOBOro NOCIBHOIO 0Ty
BUK/TUMKAKOT | no 1 nonepefHbo Salmonella minnesota R595: aHasi3 BU3HAUYEHHSI
bCA HanoBHEHOMY 31P-NMR (thoccpop31 meTogom sa4epHOro
BIPYCOM LUNPULYY 3 FOJIKOIO MarHiTHOro pe3oHaHcy) y NPOMKHOMY NPOAYKTI
NAOIIOMU abo no 1 gonakoHy B nicna xpomatorpadgiyHoro oumnwieHHs MPL (3-O-
noanHn KapTOHHIA Kopoo6Li nesaunn-4'-moHodpocdopun ninig A) Ha KMCNOTI
TUMNIB 16 TA MPL, 3aMiCTb iCHYtO4Oro BUNPo6yBaHHs
18 HeoumweHoro MPL. KpuTepii NpuitHATHOCTI 415

aHanisy 3a/mMwakTbCa HEe3MIHHUMKN
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
270. LEPBAPUKC | cycneHsia ans nakcoCmitKn Benuka nakcoCmiTKnsiAH Benbris BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/16310/01/01
™ iH'ekuin no 0,5 mn (1 SH EkcnopTt BpuTaHis Bionogxikans C.A. 3MiHu | TUny - 3MiHK B Npoueci Bupo6bHuutea AdI - peyenmom
ICERVARIX™ | posa)y nonepegHbo Nimiteq He3HauHi 3MiHM B onuci BUPOGHNYOro npotecy
BAKUVHA HanoBHeHOMY KIHLLEeBOro NPOAYKTY - BUaNIEHHS eTany
ana LUNPULL 3 MOPLUHEM i kopuryBaHHs pH nicns cop6uii HPV-16 ta HPV-18
MAPO®INAKT KOBMA4KoM Y L1 VLPs Ha Al(OH)3. BHeceHHs peAakuiiiHnx
KN KOMMNEKTI 3 rOf1IKOt0 npasok B po3gin 3.2.P.3.3
3AXBOPIHOB (y 6nicTepi) abo y
AHb, LLIO dh1aKkoHi 3 MPOGKOIO;
BUKNUKAKOT | no 1 nonepefHsLo
bCA HanoBHeHOMYy
BIPYCOM LUNPULY 3 TOJIKOK0
NAOIOMU ab6o no 1 gpnakoHy B
noanHn KapTOHHI KOopoo6Li
TUMNIB 16 TA
18
271. LMNBOP 2500 PO3YUNH NS iH'EKLN, MeHapiHi TNiokcembypr Brpo6HMUTBO Icnanis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/6624/01/01
12500 MO IHTepHeLLoHan niKkapcbKoro 3MiHu |l TURY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom
aHTuhakTopa-Xa/mMn OnepeiiwoHc 3aco6y "in bulk", Ta (hapmakoHarnsgy. BHeceHHs abo 3miHa(u) Ao
, no 0,2 mn (2500 Jiokcembypr KiHLeBe 3060B'13aHb Ta YMOB BMAa4i peecTpauiiiHoro
MO aHTudakTopa- C.A. nakyBaHHs, NoCBiJYEHHS, BKOYatouy MnaH ynpas/iHHA
Xa) y nonepegHb0 KOHTPO/b Ta pusmKamm (3acTocyBaHHS 3MiH(1), ski(a)
3anoBHeHoOMy BWMYCK CepiiA: BMMaratTb(€) NOAAIbLLOTO 06I'PYHTYBaHHS HOBUMM
wnpwi; no 2 POBI KOHTPAKT [04aTKOBUM AaHVMK, WO MatoTb HagasaTucs
nonepenHL0 MEHHO®EKYEPIH KOMNETEHTHUM OpPraHOM, OCKi/IbKN BUMaraeTbCs
3aMoBHEeHI WNpuuy B r,C.J. CyTTEBA OLiHKa KOMNETEHTHUM OpraHom) -
6nictepi; no 1, abo BrKoHaHHS 3000B'A3aHb BiAMNOBIAHO A0 MiANYHKTY
no 5, aéo no 50 2.3 NyHKTY 2 popatky 15 o Mopagky nposefeHHsA
6nictepis y eKcnepTn3n peecTpauiiHnx Matepianis Ha nikapcbki
KapTOHHiiA Kopo6Lli 3aco6u, L0 NoAATLCS Ha fepXaBHy peecTpaLiiio
(nepepeecTpadito), a TakoX ekcnepTnsn marepianis
MPO BHECEHHS 3MiH [0 peecTpavljiiiHuX maTtepianis
NpOTAroMm fii peecTpauiiHoro NocBig4YeHHs,
3aTBepAxeHoro Hakasom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)
272. YEMMIKC TabneTku, BKPUTI Mdpaiizep IHK. CLA P-®apm [xepmaHi HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/9398/01/01
NNiBKOBOIO 6X 3MiHK | TNy - 3MiHa BUPOOHUKaA peyenmom

060/10HKOH0, Mo 0,5
Mr + TabneTtku,
BKPWTi NNiBKOBOIO
060/10HKOI0, Mo 1 Mr
abo Tabnetku,
BKPWTi NNiBKOBOIO
060/10HKOH, M0 1 Mr;

BUXIZAHOrO/NPOMIXHOT0 NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTLCSA Y BUPOBHUYOMY npoueci AdI,
a60 3MiHa BMPOGHMKa (BKOYatoun, ge HeobxigHo,
MicLle NPOBeAEeHHS KOHTPOIO AKocCTi) AdI -
BBE/leHHS aslbTepHaTUBHOI AinbHuli Pfizer Ireland
Pharmaceutical, Ringaskiddy, Country Cork, Ireland
(Pfizer Ringaskiddy) ge nposogntbcs
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Ne n/n Hasga ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
JNliKapcbKo20 | (nikapcbka ¢hopma, Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsioYyeHHs1
no 11 ta6netok (0,5 KOHTPONb/BUNPOGYBaHHSA cepii APl BapeHUKTiHY
mr) Tano 14 TapTparTy; BefleHHs anbTepHaTUBHOI AinbHUL Pfizer
Tabnetok (1 mr)y Ireland Pharmaceutical, Ringaskiddy, Country Cork,
6nictepax B Ireland (Pfizer Ringaskiddy) BignosiganbHoi 3a

KapTOHHI ynakosL,
LLIO0 PO3KNafaeTbCs;
no 14 ta6netok (1
mr) y 6nicTtepi; no 2
6nictepu B
KapTOHHI ynakoBL,
LLI0 PO3KNafaeTbes

MiKpoHi3auito AP| BapeHukniHy TapTpary; 3miHu |
TUMy - 3MiHM B npoueci BupobHuutea AdI -
3a3HauveHHs y po3gini 3.2.S.2.2 focbe Tabnmub 3
TUNOBUMY BMPOGHUYMMMK chopMynamm Ta BUXOA4amm
ansa ginbHuub Pfizer Ringaskiddy, Pfizer Little Island
Ta Pfizer Barceloneta; 3miHu | Tuny - 3miHa y
mMeTofax BunpobysaHHs AP abo BuXigHOro
Marepiany/npoMiXXHOro NpoAayKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y npoLieci BUpo6bHuyTa AdI -
He3HayHa 3MiHa y meTogi BunpobysaHHa AdPI
BapEHVK/iIHY, & CaMe OHOB/IEHHSA CTaHAapPTHOI
npoueaypv koHTposnto 90-STP-P 47.824 ana
MOX/IMBOCTi BUKOPUCTaHHS aflbTEPHATUBHOIO
npunagy A1 BUMIpIOBaHHSA PO3Mipy YacToK; 3MiHu |
Tuny - 3MiHa y 6esnocepeHili ynakouji A®I -
BBE/IEHHS MaTepiasly nosnieTuneHy BUCOKOT
winbHocTi (HDPE) sk anbTepHaTVBY NosieTuneHy
HU3bLKOT WibHOCTi (LDPE) y AKOCTi KOMMNOHEHTY
BTOPUHHOI ynakoBkn A®| - MiLkie 3 honbrn. Milukm
3 HDPE MatoTb TaKy X NPOHWKHICTb 5K | MiLLKV 3
LDPE, npoTe € 6ifbLL CTiiKMW 1O NPOKOAIB i
nopisiB; 3MiHu | TUNy - 3mMiHa B MeTogax
BMNpo6yBaHHA 6e3nocepeaHbol ynakoBku Ad -
3amiHa nocunaHb Ha cnewudikawii Ta aHaniTUYHi
METOAMKM BUNPOGYBaHHA ynakoBkv ans A®| Ha
3arasibHi nocunaHHsa (nocunaxHs V8.1 ta V8.5
3aMiHeHo Ha «visual»; 12.851 Ta 12.935 3aMiHeHO Ha
«IR»); 3MiHM | TUMy - 3MiHa BUPOGHMKa
BWXi4HOro/MpoMiKHOro NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYIOTLCS Y BUpOBHMYOMY npoueci AdI,
abo 3miHa BUpOoGHYMKa (BKNoYarou, ge HeobxigHo,
MicLe NpoBeAeHHS KOHTPO/IO AKocTi) AdI -
BBEe[EHHS anbTepHaTUBHOT AinbHuui Pfizer Ireland
Pharmaceutical, Ringaskiddy, Country Cork, Ireland
(Pfizer Ringaskiddy) BignoBiganbHuii 3a cnHTe3 AdI
3i ctapii CP-548,495
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HauanbHuK YnpasniHHA hapmaueBTUYHOT T.M. JIACKOBCbKUWA
AIANBHOCTI Ta AKOCTI (hapmaLeBTUYHOT NPOAYKLiT



MEPENIK

Jopatok 4

[0 Haka3y MiHicTepcTBa OXOpPOHMU
3[00pOB’A YKpaiHu

06.07.2018 Ne 1270

NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIONOTNYHUX NMPENAPATIB), AKUM BIAMOBJ/IEHO ¥ OEP>XXABHIN PEECTPALLII, NEPEPEECTPALI TA
BHECEHHI 3MIH O PEECTPALUIMHNX MATEPIANIB
TA AEP>XABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHU

y cawe; nol0
calle y nadui 3
KapToHy

Ne Ha3ssa nikapcbko20 Popma 3asasHuUK KpaiHa Bupo6Huk Kpaina riocmasa lMpoyedypa
n/n 3acoby Bunycky
1. AMILUNTPOH® NOpPOLUOK AN ToBapuncTBO 3 YkpaiHa ToBapucTso 3 YkpaiHa 3acigaHHs BigmMoBUTM y 3aTBepMKEHHi - 3MiHM | Tuny - 3MiHM 3 SKocTi. [oTOBMiA
OpasIbHOTO [0[aTKOBOIO [0[aTKOBOIO HTP Ne 20 Bi, | nikapcbkuii 3aci6. KOHTposb roToBoro nikapcbkoro 3acoby (iHwi 3miHn) (B.IL.r. (X)
pO3ynHy no 23 1 BiANOBIAAIbHICT BiANOBIAA/LHICTIO 31.05.2018 IB) - BHeceHHs gJaHux BuUMPoOOyBaHb B creundikauilo npy BUNyCKy 3a
y cawle; no 23 r 10 "IHTEPXIM" "IHTEPXIM" T."lpeHTndpikauis. A" 3a pesynbTatamy Hepo3acoBaHOrO0 rOMOreHi30BaHOro
y cawe, no 10 NOPOLLKY Ha CTafil KOHTPO/IK0 MPOMDKHOT NpoAykuii, T. "KifbkicHe BU3HaYeHHS"
calle B nayyj 3 LLOAO BHECEHHA [AaHux BunpobyBaHb Yy crneuudikauilo npu BUMYCKY 3a
KapToHy pe3ynbTaTamu aHasnisy cepiii NPOMIKHOrO MPOAYKTa, OCKINIbKN 3MiHa CTOCYETbLCA
TBEPLO! 4030BaHOI NikapCcbKoi hOpMM - MOPOLLOK 4715 OpasibHOro po3ymHy no 23
Iy cawe 3 4yoTMpbOMa AiluYnumK pevyoBMHamu (kucnoTta ackopbiHosa - 0,050 r;
napauetamon - 0,5 r ; doeHinedpuHy rigpoxnopug - 0,01 r ; peHipamiHy manear
- 0,02 r) Ta BunpobyBaHHA T. "KisibkicHe BU3Ha4YeHHA" (KMCoTa ackopbiHoBa,
napaueTtamorn, deHinedpuHy rigpoxnopua, heHipamiHy manear) NpoBOAUTLCH y
NPOMKHOMY MPOAYKTI B HEpo3(hacoBaHOMY FOMOreHi30BaHOMY MOpOLUKY. Kpim
TOro, Y 3aTBEpAKEHIN cneundikalii npu BUNYcKy/npoTarom TepMiHY NpuUAAaTHOCTI
npenapaty T. «OfHOPIAHICTb A030BaHWX OAVHWLb» MPOBOAUTLCA HEPYTUHHE
Ana koxHoi n'atoi cepii /13. Ockinbkn T. “lgeHTudpikauis. A" BMKOHYETbCS
ofHo4yacHo 3 T. "Ki/ibkicHe BU3HA4YeHHS", TO BHECEHHS 3MiH LOA0 BHECEHHS
AaHvx BUNpobysaHb y creumdikayito npu Bunycky M3 3a T."lgeHTudikayis. A",
3a pesynbTatamu A/19 Hepo3hacoBaHOro rOMOreHi30BaHOro NOPOLUKY Ha cTagil
KOHTPOJ0 NPOMDKHOT NPOAYKLIT Te X He pPeKOMEH0BaHO [0 3aTBEPKEHHS
2. AMILNTPOH® BE3 | nopoLuok ans TosapucTBO 3 Ykpaina ToBapucTso 3 Ykpaina 3acifgaHHs BigmoBuTM y 3aTBepMKEHHi - 3MiHM | Tuny - 3MiHM 3 SKOCTi. [oTOoBWiA
LYKPY 0pasIbHOTO [0[aTKOBOIO [0[aTKOBOIO HTP Ne 20 Big | nikapcbkuii 3aci6. KOHTposb roToBoro nikapcbkoro 3acoby (iHwi 3miHn) (B.IL.r. (X)
po3unHy no 13 r BiANoBiAaNIbHICT BiANOBIAA/ILHICTIO 31.05.2018 IB) - BHeCceHHs p[aHux BMNpPo6yBaHb B cneuudikauilo npu BUMYCKy 3a
y cawe; no13r 10 "IHTEPXIM" "IHTEPXIM" T."lpeHTndpikauis. A" 3a pesynbTatamy Hepo3acoBaHOro roMOreHi30BaHOro

NOPOLLKY Ha CcTafil KOHTPO/IK0 MPOMDKHOT NPOAyKLii, T. "KifibkicHe BU3HaYeHHs"
LOAO BHECeHHA faHux BunpobyBaHb Y cheuudikalilo npu BUNycky 3a
pesynbTaTtamy aHanisy cepiii NPOMIDKHOrO MPOAyKTa, OCKiMIbKM 3MiHa CTOCYETbCS
TBEpLAOl A030BaHOI NikapCbKoi hOpMM - MOPOLLIOK A/19 OpasibHOro po3ynHy no 13
Iy cawe 3 4yoTMpbOMa AilUYnMK pevyoBMHaMu (kucnoTa ackopbiHosa - 0,050 r;
napauetamon - 0,5 r ; dpeHinedpuHy rigpoxnopug - 0,01 r ; peHipamiHy maneat
- 0,02 r) Ta Bunpo6yBaHHs T. "KinbkicHe BU3Ha4eHHS" (kMcnoTa ackopbiHoBa,
napauetamor, eHinedpuHy rigpoxnopua, peHipamiHy manear) npoBoauTLCH y
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NPOMIXXHOMY MPOAYKTI B Hepo3gacoBaHOMY rOMOreHi30BaHOMY MOpPOLLKY. Kpim
TOro, y 3aTBepXeHii cneuundikauii npy BUNYCKy/NpoTAroM TepMiHy NpuaaTHoCTI
npenapaty T. «OAHOPIAHICTb [030BaHUX OAVHWLL» MPOBOAUTLCA HEPYTUHHE
onsa koxkHol n'atoi cepii /13. Ockinbkn T. "lgeHTudpikauisi. A" BUKOHYETbCS
opHoyacHo 3 T. "KinbkicHe BM3HAYEHHS", TO BHECEHHS 3MiH LUOAO BHECEHHS
AaHvx BUMpob6yBaHb y creumdikayito npu Bunycky M3 3a T."lgeHTudikayis. A",
3a pesynbTaTamu 4719 Hepo3hacoBaHOro rOMOreHi30BaHOro NOPOLUKY Ha cTagil
KOHTPOI0 MPOMDKHOT MPOAYKL,T Te )X HE PEKOMEHA0BAHO 10 3aTBEPAKEHHS

AAKNATACBIP MOPOLLIOK BIOCAVHC NTJA, | CnonyueH TOB KomnaHis KnTaii 3acigaHHs BigmoBuTY y AepXaBHiili peecTpauii - peecTpauis Ha 5 pokis
(cybeTaHuis) B e CiaHb PeiidooH HTP Ne 16 Big, ) ) .
noaBiiHMX KoponiscT dapmac'ioTikan 26.04.2018 BIANOBIAHO [0 eKCMepTHOrO  BUCHOBKY [lenapTameHTa (*)apMaLleBTVIL.IHOI
nonieTMNEHOBIX BO OISNBHOCTI - BIAOMOCTI NpPO  TEXHO/Orit0  BMPOOHMLTBA, nNpeAcTasneHi Yy
nakeTax ans Benuko6p peecTpauiiHux  marepianax He _Bi,u,nosi,_u,aroTb _BumoOram, uwodo  opsaky
chapmaLesThy UTaHil i NpOBefeHHA eKcnepTusu MarepianiB Ha nikapcbki 3acobu, L0 nofalTbca Ha
HOrO MisHiuHoi OepXaBHy peecTpauito (nepepeecTtpadito), a TakoX ekcnepTnsn martepianis npo
3aCTOCyBaHHS Ipnangji BHECEHHS 3MiH [0 peecTpauiiHux marepianiB NpoTAarom fii peecTpavyiiHoro
NocBifYEeHHs, 3aTBepAkeHoro Hakazom MO3 YkpaiHun Ne426 Big 26.08.2005 y
pegakuii Hakasy Big 23.07.15 Ne460. MaTepianu p. 3.2.S He € goctaTtHiMu s
iHchopmawuii woao akocti A®l. Matepiany woao papmaleBTUYHOI AOKyMeHTaw, i
(3.2.S) peecTpaujiiiHoro Aocbe He AOCTaTHI Ta He [03BOMATb PEKOMEHAyBaTu
[0 NOroOfKEeHHS TEXHO/OTi0 BUPOOHMLTBA CybCTaHLji
MYKOCO/1 KOMBI cupon no 125 MpAT Ykpaina MpAT "TexHonor" Ykpaina 3acigaHHs BigmoBuTK y AepXaBHili peecTpaduii - peecTpauis Ha 5 pokis
M1y 6aHKax Ne "TexHonor" HEP Ne 08 Big . . L . .
1 26.04.2018 pekoMeHAO0BaHO A0 BiAMOBM Ha eTani crewianizoBaHOi eKcnepTusn 3rigHo
BWMCHOBKY KOHCY/IbTATUBHO-eKCNepTHOi rpynu  «[ynbmoHonorisa.  ®dtusiatpis.
Nikapcbki 3acobu»: «B MaTepiasiax [0OCbe He MpeAcTaB/feHO JaHux LWoAo
6e3nekn Ta eheKTMBHOCTI KOMBIHOBaHNX Npenaparis, ki MiCTATb aMbpPOKCO Ta
KapbouMCTeiH, 3a 3asBMeHMN NOKa3aHHAMY Y XBOpUX cTaplue 12 pokis: rocTpi
Ta XPOHiYHI 3aXBOPIOBaHHA AMXaNIbHUX LWAAXIB, SKi  CYNpPOBOLXKYHTbCA
YTBOPEHHSAM CEKPETY, L0 BAXKO BIiAAINSETbCA: XPOHIYHE OBCTPYKTUBHE
3aXBOPYBaHHA JiefeHb, OpOHXias/lbHa acTMa 3 TSHKKUM  BiAXOMKEHHSM
MOKPOTWHHS,, BGpoHXOeKkTaTuyHa xBopob6a, /ikyBaHHA YCKNaAHEHb nicns
onepaTyVBHUX BTPyYaHb Ha NereHsx; npu Aornagi 3a Tpaxeoctomoro, Ao i nicns
BGpoHXOCKONiT»
OPHICTWUN (BYNO: | po3uvH Ans AHaHTa Benuka €sponaid IHAia 3acifaHHs BigMmoBuTKM y AepxaBHili peecTpauii - peecTpauis Ha 5 pokis
OPHICENT) iHdpy3iii, 500 Megikeap /T4, BputaHis Xentkeap lBT. JIT4. HEP Ne 08 Big, ) ) )
Mr/100 M fo 26.04.2018 pekomMeHAoBaHO A0  BiAMOBM  BIAMNOBIAHO [0 BWCHOBKY [lenapTtameHTy
100 Mny hapMaueBTUYHOT AiS/IbHOCTI 3rigHO 3 Hakasom MO3 Ykpaiuu Big 23.07.2015
KoHTelHepax Ne460, p. _IV, n.6 "peecTpauiiiHi MaTepiann He BignoBigalTb BUMoram Mopsiaky
Nol Ta foAatkis 40 HbOro"
POHOLUMUT po3YnH YOPNA Mpysis yopna MEANLINH TypeuunH | 3acigaHHs BigMoBUTK y AepxaBHili peecTpauil - peecTpauis Ha 5 pokis
opasibHuWiA, No MEANUWNH NTa INAY CAH. BE a HEP Ne 08 Big ) ) )
100 Mr/mn 10 mn TIDK. A.LL. 26.04.2018 pekoMeHAoBaHO A0  BiAMOBM  BIAMNOBIAHO O BWUCHOBKY [lenapTameHTy

y donakoHi Ne 10

dapmaueBTMUHOI [isnbHOCTI. 3ayBaXeHHs A0 p. «PapMaleBTUYHa po3pobkar»
BiAHOCMNCL A0 NWUTaHb BuGOpy cknady /13, 06rpyHTYBaHHA MeX BMICTY
[OMOMIKHUX PEYOBWH, [OBEAEHHS ONTUM&aJILHOCTI CKnafy reHepuyHoro /13 1a
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06paHOro  BMPOGHMYOTO  NPOLECY, BU3HAYEHHS  MOTEHUIAHUX  KPUTUYHUX
NOKa3HWKIB AKOCTI, BU3HAYEHHA cTpaTerii KOHTpoto. MpefcTaBneHi matepiam p.
«®apmaueBTMyHa po3pobka» MICTATb HedocTaTHIO  iHdopmauiio,  LWo6
3ab6e3neunT po3yMiHHA po3pobku 13 i BUpPOOGHMYOrO mpouecy, He
Bi06paxXyoTh yiTKOT npocniAKOBYyBaHOCTI HanpatboBaHnx cepiit
(nabopaTopHux, AOCAIAHO-NPOMMUCIOBKX) Mif Yac dhapmaueBTUYHOI PO3pPO6KM
N3, Ta He patTb 3MOrM 3poOUTU KOPEKTHY OLHKY LWoao dapMaueBTUYHOT
po3po6ku. BUPOOGHMKOM 3MIHEHO NIMITYBaHHSA 3a NokasHuKamun «pH», «Density»,
«Related substances». Mexi gns pH 06rpyHTOBYKOTbCS, ane 4Yomy npu
MiXBUPOBHMYOMY KOHTpONI i Banigauii Ha cTagisx IPC 1 1a IPC 2 BcTaHOBNEHO
iHWi  KpuTepii NPUAHATHOCTI — He 3po3yminio. B  HagaHux BignoBigsx
CTBEPKYETbCS, L0 NpY BCTaHOB/IEHOMY NimiTyBaHHi Density 1.075-1.125 r/mn
OTPMMaHO CTabiflbHUIA MPOAYKT, a Pi3HWUA B pe3ynbTaTax MopiBHANbHUX
nocnimpkeHb 3 pediepeHTHUM npenapaToM MOSCHIOETLCS Pi3HMLUE Y ckiagi
[OMOMDKHMX PEeYOBMH, ane sAKiCTb NpoAykTy He Moxe OyTu nepeBipeHa B
npenapari, a Mmae 6yTu 3aknageHa npy po3poobLi. o Toro He 3po3yMinunii niaxia
[0 hopMyBaHHA BMMOP 3a LMM MNOKa3HUMKOM MpW KOHTPONi Ha pi3HMX eTanax
BMPOOHMLTBA. Y HafaHuX [00NpaLbOoBaHUX MaTepianax 3anpornoHOBaHi HOBI
KpuTepii NpuiAHATHOCTI y cneundikauii MN3 3a TecToM «CynpoBifHi AOMILLKN»,
ane B marepianax pp. 3.2.P.2, 3.2.P.3.4, 3.2.P.3.5u4 3miHa He BigobpaxeHa. Y
HagaHux  JoonpaubOBaHMX Marepiasiax 3anporoHOBaHi  HOBi  KpuTepil
NpUAHATHOCTI Yy  crneuyudiikayii 13 3a TecTtom «CynpoBigHi  AOMILLKU».
Matepianamm p. 3.2.P.2, 3.2.P.3.5, 3.2.P.8.3 He O0O6rpyHTOBYIOTb MeXi Ans
NpoAyKTiB po3knafy Ta CyMapHOro BMICTY JOMILLOK, Siki 3aiBfieHi y cneuudikauii
N3. p.3.2.P.5.4. mae 6yTM npefcTaB/ieHWi pesynbTatamy aHanisy cepiii y
BIANOBIAHOCTI O OCTATOYHOI Bepcii cnevuudikawii

LMUHY
MNILLLAHOr O
KBITKU

KBITKM MO 25 T
abono50ry
navkax 3
BHYTPILLHIM
nakeTom

MpAT
"NikTpasun"

YkpaiHa

MpAT "NikTpasn”

YKpaiHa

3acigaHHs
HTP Ne 19 Big,
24.05.2018

BigmMoBUTY y 3aTBEpMKEHHI - 3MiHV | Tuny - 3MiHW y npoueci BUpOGHULTBAa
roToBOro  fliKapcbkoro 3acoby, BKIOYaUM  MNPOMDKHUIA  MPOAYKT, LU0
3aCTOCOBYETLCA NPU BUPOOHMLTBI rOTOBOrO Nikapcbkoro 3acoby (b.11.6.3. (a) 1A),
He3HayHi 3MiHM y npoueci BMPOGHMLTBA NiKapCbKoro 3acoby: He3HayHa 3MiHa
TEXHO/OrYHOro npouecy Ha ctagii TM-3 (aoaaBaHHA onepavili «BUrOTOB/IEHHS
pi3aHO-NpecoBaHoi CYPOBWHW, NOAPIOHEHHS, NPOCIIOBAHHA» Ta «3MillyBaHHS»),
OCKi/TbKU BKa3aHi 3MiHW NpU3BOASATL A0 CYTTEBOI 3MiHM BUPOBHNYOro npoLecy Ta
30BHILLUHLOrO BUINAAY NiKAPCbKOr0 POC/MHHOMO NpenapaTty, Lo He BignoBigae
3aTBepMxeHii cneuudikauii nikapcbkoro 3acoby. Kpim Toro, onuc 30BHILIHBOMO
BUINA4Y CUPOBMHM He Bignosigae moHorpadii APY "LIMuHY nickoBoro KeiTkMN"
(«BucyLueHi wini abo pisaHi CyuBITTS»)

HayanbHuK YnpasniHHA papmaueBTUYHOI
AIANBHOCTI Ta AKOCTI (hapmaueBTUYHOT NPOAYKLiT

T.M. NAacKOBCbKUA
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