MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

7 »x0BTHH 2021 poKy Ne 2174

IIpo jep)kaBHY peecTpariiio (mepepeecTpariiio) JIKapCbKHX 3aco0iB (MegMUYHUX
iMyHO0Oio/T0riYHUX NpenapaTiB) Ta BHeCEHHs 3MiH /I0 peecTpaljiiHUX MaTepiajiB

BianoBigHo o cratTi 9 3akoHy Ykpainu «IIpo mikapchbKi 3aco0u», MyHKTIB 5,
7, 10 Tlopsiaky pep>kaBHOI peectpariii (repepeecTtpailii) JTikapcbKux 3acobiB,
3aTBep/pKeHoro rmoctaHoBoro Kabinety MiHicTpiB Ykpainu Bij 26 TpaBHs 2005 poky
Ne 376, myukty 10 ITopsiiky Aep>kaBHOI peecTpallii BakLMH ab0 iHILIKMX MeJUYHUX
iMmyHobGiosioriunux ~ miperapaTiB A crienudiyHOi  TIpOGiNaKTUKKA  TOCTpPOI
pecriparopHoi xBopobu COVID-19, cnpuunHeHoi kopoHaBipycom SARS-CoV-2,
miz; 3000B’s3aHHS /i1 €KCTPEHOT0 MeJWYHOTO 3aCTOCyBaHHS, 3aTBep»KeHOro
noctadHoBoto KabGineTy MinicTpiB Ykpainu Big 08 motoro 2021 poky Ne 95, a63ariy
JBaJUSTh CbOMOro miAnyHKTy 12 nyHKTy 4 [To/iokeHHst npo MiHICTepCTBO OXOPOHU
3/I0pOB’sT YKpaiHu, 3aTBep/pkKeHoro moctaHoBoro Kabinery MiHicTpiB YKpainu Bia
25 6epe3ns 2015 poky Ne 267 (B pefakiiii mocraHoBu Kabinety MiHicTpiB Ykpainu
Biz 24 ciuns 2020 poky Ne 90), Ha mifcTaBi pe3y/bTaTiB eKCIIepTHU3U peeCTpaLiiHuX
MaTepiasiiB JHiKapchbKUX 3acobiB (MeJUUHMX iMyHOOIO/IOTiUHMX TMperapariB), II0
MOJlaHI Ha Jiep)KaBHY peecTpalito (mepepeecTpaliitd) Ta BHeCeHHS 3MiH [0
peecTpaliiHUX MarepiajiB, NpoBeJeHUX [lep;kaBHUM MiJNIPUEMCTBOM «/lep>KaBHUM
eKCIepTHUM LeHTp MiHicTepcTBa OXOPOHHM 3[J0pPOB’Sl YKpaiHW», BHUCHOBKIB L[0O/I0
edheKTUBHOCTi, 6e3MeyHoCTi Ta SIKOCTi, I[0/I0 €KCIepTHOI OI[iHKU CIiBBiJHOIIIEHHS
KOPHMCTB/PU3HK JIiIKApChKOTO 3aco0y, 1[0 TPOMOHYETHCS [0 JAep)kKaBHOI peecTpariil
(mepepeecTpallii), 1100 BHeCeHHs 3MiH /[0 PpeeCTpalliitHUX MarepialiB Ta
pPeKOMeH/Iarlii Moro Ao Aep)kaBHOI peecTpariii (repepeectpaiiii) abo BHeCeHHS 3MiH
Jl0 peecTpaLiiHAX MaTepiaiB

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCcTH 70 Jlep>KaBHOTO DPeECTPY JiKapChbKUX 3acobiB
YKpaiHM miKapchbKi 3acobu (MeauuHi iMyHOOiosoriuHi TipermapaTH) 3rifHO 3
riepesikoM (JoAaTok 1).

2. IlepepeecTtpyBaTy Ta BHECTH 70 Jlep>KaBHOTO PeECTPY JiKapChKUX 3acobiB
YKpaiHd JiKapckKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
riepesikoM (JOoAaToK 2).
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3. BHectn 3MiHM [0 peecTpauiMHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
miKapcbKMX 3acobiB YKpaiHM Ha JKapceKi 3acobu (MeauuHi iMyHOOiosoriudi
riperapaTH) 3riJIHO 3 TiepesiikoM (JoAaToK 3).

4. KOHTpO/b 3a BUKOHAHHSM 1[bOT0 HaKa3y IMOK/IACTU Ha TepIIoro 3aCTymHUKA
Minictpa Komapiay O.O.

MinicTp BikTop JISALIKO



NMEPENIK

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

peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX

iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»
Bif 07 )xoBTHA 2021 poky Ne 2174

3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIOJTIOMNYHUX MPENAPATIB), AKI BHOCATLCA A0
AEP)>XABHOI'O PEECTPY NNIKAPCbKUX 3ACOBIB YKPAIHA

6nicTepy B KApPTOHHIl
nauuj

NiKapcbKoro 3acoby:
PAPMATEH

[0 Mopsaky 3aiiicHeHHs1 hapMakoHarasay,
3aTBEPKEHOro Haka3oM MiHicTepcTBa

Ne Hassa ®dopma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsi04YeHHs1
1. ATOMOKCUH® | kancynv TBepgi, no 10 TOB YkpaiHa BMPOGHMLTBO, pevis peecTpauisi Ha 5 pokis 3a He UA/18978/01/01
Mr Mo 7 Kkancyny "ACIHO naxkyBaHHs, KOHTPOb MepioAnYHICTb NOAAHHS PErynsapHo peyenmom nionsieae
6nicTepi; no 1 6nictepy YKPAIHA" AKOCTI Ta BUMNYCK cepil OHOB/IIOBAHOrO 3BITY 3 6e3neku, BigNoBiAHO
B KapTOHHIi nav,i nikapcbKkoro 3acoby: o Mopsaky 3aiiicHeHHs hapMakoHarsay,
®APMATEH 3aTBepKeHoro HakasomMm MiHictepcTea
IHTEPHELLUHM C.A., OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHa
Ipeuis; 2006 poky Ne 898, 3apeecTpoBaHoro B
nakyBaHHs1, KOHTPO/1b MiHicTepcTBi tocTuLil Ykpainu 29 ciuHs 2007
AKOCTI Ta BUMNYCK cepil poky 3a Ne 73/13340 (y pefakuii Hakasy
nikapcbKkoro 3acoby: MiHicTepcTBa OXOPOHY 340POB'A YKpaiHu Bif,
PAPMATEH C.A., 26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
pevis 3ifHO 3i CTPOKaMK, 3a3HaYeHNMUN y
nepiognYHOCTI MOAaHHS perynsipHuX 3BiTiB 3
6esneku.
2. ATOMOKCUH® | kancynu TBepgi, no 18 TOB YkpaiHa BMPOGHMLITBO, pevis peecTpauist Ha 5 pokis 3a He UA/18978/01/02
Mr no 7 kancyny "ACIHO naxkyBaHHs, KOHTPOb MepiognyHicTb NoAaHHA perynsipHo peyenmom nionsizae
6nictepi; no 1 a6o no 2 YKPAIHA" SAKOCTi Ta BUNYCK cepii OHOB/IOBAHOrO 3BiTY 3 6€3neku, BiANOoBILHO
61icTepy B KAPTOHHIM NiKapcbKoro 3acoby: 0o MNopsaky 34ificHeHHA hapmakoHarnsagy,
nauuj ®APMATEH 3aTBEpXEHOro Hakasom MiHicTepcTBa
IHTEPHELUH C.A,, OXOPOHW 3[0POB’A YKpaiHu Bif, 27 rpyaHs
Ipeuist; 2006 poky Ne 898, 3apeecTpoBaHoro B
nakyBaHHs1, KOHTPO/1b MiHicTepcTBi tocTuii Ykpainu 29 ciuHa 2007
SAKOCTi Ta BUNYCK cepii poky 3a Ne 73/13340 (y pefakuii Hakazy
nikapcbkoro 3acoby: MiHicTepcTBa OXOPOHY 340POB'A YKpaiHu Bif,
PAPMATEH C.A,, 26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
Ipeuis 3riHO 3i CTPOKaMK, 3a3HaYEHUMN Y
nepiognYHOCTI MoAaHHSA perynsipHux 3BiTiB 3
6e3neku.
3. ATOMOKCUH® | kancynu TBepgi, no 25 TOB YkpaiHa BMPOBHULTBO, peuis peecTpauist Ha 5 pokis 3a He UA/18978/01/03
Mr Mo 7 Kancyny "ACIHO nakyBaHHs, KOHTPO/1b MepiognyHICTb NOAHHS PEryNsapHO peyenmom nionseae
6nicTepi; no 1 abo no 2 YKPATHA" SAKOCTi Ta BUMYCK cepii OHOBJ/IKOBAHOrO 3BiTY 3 6e3neku, BigNoBiAHO




HICTHO

Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsi0O4YeHHs1
IHTEPHELUHAM C.A., OXOPOHU 340POB’A YKpaiHu Big, 27 rpygHs
Ipeuis; 2006 poky Ne 898, 3apeecTpoBaHoro B
nakyBaHHs1, KOHTPO/1b MinicTepcTBi tocTuLii YKpainm 29 ciuna 2007
SKOCTi Ta BUMyCK cepii poky 3a Ne 73/13340 (y pegakuii Hakasy
nikapcbKkoro 3acoby: MiHicTepcTBa OXOPOHM 3[0,0P0B'A YKpaiHu Bif,
PAPMATEH C.A,, 26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
pevis 3riHO 3i CTPOKaMK, 3a3HaYeHNMUN y
nepioguYHOCTI NOAAHHS PerynsapHUX 3BITIB 3
6e3neku.
4. ATOMOKCUH® | kancynv TBepgi, no 40 TOB YkpaiHa BMPOGHMLTBO, Ipeuis peecTpauisi Ha 5 pokis 3a He UA/18978/01/04
Mr No 7 Kancyny "ACIHO nakyBaHHs, KOHTPOb MepioAnYHICTb NOAAHHS PErynsapHo peyernmom nionsieae
6nicTepi; no 1 abo no 2 YKPAIHA" AKOCTi Ta BUMNYCK cepil OHOB/IKOBAHOrO 3BiTY 3 6e3neku, BigNoBiAHO
6nicTepy B KApPTOHHI nikapcbkoro 3acoby: o Mopsaky 3aiiicHeHHs hapMakoHarsay,
nauui PAPMATEH 3aTBepKeHoro Hakasom MiHictepcTea
IHTEPHELUHM C.A., OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
Ipeuis; 2006 poky Ne 898, 3apeecTpoBaHoro B
nakyBaHHs1, KOHTPO/1b MiHicTepcTsi tocTuuiil Ykpainu 29 ciuHs 2007
AKOCTi Ta BUMNYCK cepil poky 3a Ne 73/13340 (y pegakuii Hakasy
nikapcbkoro 3acoby: MiHicTepcTBa 0XOpOHU 34,0pOB'A YKpaiHu Bif,
PAPMATEH C.A., 26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
pevis 3rifHO 3i CTPOKaMK, 3a3HaYeHMMN y
nepiognYHOCTI MoAaHHS perynsipHuX 3BiTiB 3
6esneku.
5. FABAMEHTUH MOPOLLIOK (Cy6CcTaHLis) y fisi'c IHAjis [isi'c Nabopatopic IHAjis peecTpauist Ha 5 pokis - He UA/18979/01/01
noaBinNHNX Na6opaTtopi NimiTen nionsizae
nonieTuIeHoBMX ¢ Nlimiteq,
nakeTtax gns
dhapmaL,eBTU4YHOro
3aCTOCYBaHHSA
6. FENAMETIOH® | niodpinizat gnsi po3unHy TOB Ykpaina BUPOOBHMLTBO YKpaiHa peecTpauist Ha 5 pokis 3a He UA/18995/01/01
Ans iH'ekuii no 500 wmr, "APTEPIYM PO3YMHHKKA: MepioAnYHICTb NOJAHHSA PErynsapHO peuenmom | nidssieae
no 5 donakoHis 3 nTar MAT "Fanuudpapm" OHOB/IIOBAHOrO 3BITY 3 6e3neku, BignoBiAHO
nioginizatom y YKpaiHa,; 0o MNopsaky 34ificHeHHA hapmakoHarnsagy,
KoMnnekTi 3 5 amnynamu BUPOBHNLITBO 3aTBEPMAXEHOro Haka3om MiHicTepcTea
pO34MHHMKa No 5 mn B niopinizaTy, BANYCK OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHa
KOHTYPHIli YapyHKOBI cepii roToBOro 2006 poky Ne 898, 3apeecTpoBaHOro B
ynakosLi; no 1 nikapcbKkoro 3acoby: MiHicTepcTBi tocTuuil Ykpainu 29 ciuHs 2007
KOHTYPHII1 YapyHKOBIli NAT poky 3a Ne 73/13340 (y pefakuii Haka3sy
ynakoBLji B navi "KuiBmegnpenapart”, MiHicTepcTBa OXOPOHM 34,0POB'A YKpaiHu Big,
YkpaiHa 26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3ifHO 3i CTPOKaMK, 3a3HaYeHNMU y
NepiogNYHOCTI MOAAHHS PEryNISiPHMX 3BITIB 3
6e3neku.
7. KANbLIO MOPOLLIOK (cybcTaHuis) y | ToBapucTBO YkpaiHa ToBapucTeo 3 YkpaiHa peecTpauist Ha 5 pokis - He UA/18980/01/01
FOMAHTEHAT MiLLKax noslieTuIeHoBNX 3 06MEXEHOI0 niosisi2ae
ans dhapmaueBTUYHOro 06MeXeHo BiANoBiAa/IbHICTIO
3acTOoCyBaHHA Bignosigasib "PAPMXIM"




Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsi0O4YeHHs1
"®APMXIM"
8. KAPBAMARSENI | nopowok (cy6cTaHuis) y TOB YkpaiHa [bxy6inaHT [xeHepikc IHAis peecTpauist Ha 5 pokis - He UA/18981/01/01
H noABINHNX "dapma Nimiten nionsizae
nonieTuIeHoBmX Crapt”
nakeTtax gns
thapmaueBTUYHOro
3aCTOCYBaHHS
9. ME/NbAIH pO34nH ANs iH'ekuiid, 100 MpusatHe YkpaiHa MpuBaTHe akuioHepHe YkpaiHa peecTpauist Ha 5 pokis 3a He UA/18982/01/01
Mmr/mn, no 5 mny akuioHepHe TOBapucTBo "IHcy3ia" MepiognyHICTb NOAHHS PErynsapHO peyenmom nionseae
dhnakoHax CKAsHKX, MO TOBapUCTBO OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku, BiANOBIgHO
10 hnakoHiB CKIAHNX B "IHdy3ia" [0 Mopsgaky 3aiiicHeHHs1 hapMakoHarasay,
nauui 3aTBEpPAKEHOro Haka3om MiHicTepcTBa
OXOPOHW 3[0POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakLii Hakazy
MiHicTepcTBa OXOPOHM 300PO0B'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKamu, 3a3HavYeHMn Y
nepioguYHOCTI NOAAHHS PerynsapHuX 3BITiB 3
6e3neku.
10. MIBAKYPIO MOPOLLIOK (CybCcTaHLis) y TOB Ykpaina Ximiko- IcnaHis peecTpauist Ha 5 pokis - He UA/18983/01/01
xnoeuna noABiiHNX "BOPBAPT thapmavLeBTuyHe nionsizae
noslieTUIEeHoBMX C ©APMA" 06'egHaHHs, C.A.
nakeTtax gns
thapmaLeBTUYHOro
3acTOCyBaHHSA
11. MOKCOHIAVH nopoLUoK (cybeTaHuis) y My6niyHe YkpaiHa HbtonaHg IHais peecTpauist Ha 5 pokis - He UA/18984/01/01
noABiiHNX akujoHepHe Na6opaTtopis NimiTes nionsizae
nonieTnIeHoBUX TOBapUCTBO
nakeTtax gnsa "HaykoBo-
thapmaLeBTUYHOro BUPOGHNUNIA
3acTocyBaHHSA LeHTp
"bopLuariscb
Knii Ximiko-
thapmaueBT
NYHWI
3asofq"
12. HOPMOAKT cupon, 667 mr/mn, no My6niyHe YkpaiHa My6niyHe akuioHepHe YkpaiHa peecTpauisi Ha 5 pokis 6e3 He UA/18985/01/01
DPYT 100 mn y 6aHuj akuioHepHe TOBapuCTBO "HaykoBo- MepioAnYHICTb NOAAHHS PErynsapHo peuyenma nionsieae
nonimepHiiA, No 1 6aHLi TOBapuncTBo BVPOGHNYNIA LEHTP OHOB/IKOBAHOrO 3BITY 3 6e3neku, BigNoBIAHO
pa3oM i3 J03yBasIbHOK "HaykoBo- "BopLuariBcbkuii o MNopsaky 3ajiiicHeHHs hapMakoHarsay,
NOXKOI0 B nadui; no 100 BMPOGHUYNIA XiMiko- 3aTBepKeHoro Hakasom MiHictepcTea
My chakoHi LeHTp hapmaLleBTUYHNI OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
nonimepHomy, no 1 "BopLyariscb 3aBog" 2006 poky Ne 898, 3apeecTpoBaHoro B
donakoHy pasom i3 Knii Ximiko- MiHicTepcTBi tocTuuiil Ykpainu 29 ciuHs 2007
[03YBa/TLHOIO /IOXKKOK B thapmaueBT poky 3a Ne 73/13340 (y pegakuii Hakazy
nadui; no 200 mny NYHUIA MiHicTepcTBa OXOPOHM 340P0B'A YKpaiHu Big,




Ne Hassa Popma sunycky 3asssHUK KpaiHa
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa
3acoby yrnakoskKa)

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
Bionycky yBaHHsI | peecmpayiliHo20
nocsio4eHHs

chnakoHi noniMepHomy, 3aBofa"
no 1 chnakoHy pasom i3
[103yBa/TLHOIO JIOXKOIO B
nauuj; no 240 mny
donakoHi nonimepHomy,
no 1 chnakoHy pasom i3
[103YB&/TbHOIO JTOXKOHO B
nayui

26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKamu, 3a3HavYeHMK Y
nepiognyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.

13. MEHTOKCU®IN | nopowok (cybcTaHuis) y TOB Ykpaina
IH NoABINHNX "®APMACE
nosnieTuIeHoBMX n"
naketax gns
thapmaLeBTUYHOro
3acTocyBaHHs

CYNPIA

NAN®CAEHC NTA.

IHgis

peecTpauist Ha 5 pokis - He UA/18986/01/01
nionsieae

14. PNYPBINPO® MOPOLLIOK (Cy6CTaHLis) AT Ykpaina
EH Ons dpapmaueBTUYHOro "Papmak”
3aCTOCYyBaHHSA Y MilLikax
noABiNHNX
nonieTMIeHOBMX

Xaii-F'po Kemikans
dapwmTek MpaisiT
Nimiteq

IHgis

peecTpauist Ha 5 pokis - He UA/18987/01/01
nionsiecae

B.o. I'enepanbHoro gupexkropa /lupekropary
(¢apManieBTHUHOTr0 3a0e3meuyeHHs

Isan 3AZIBOPHUX




NMEPENIK
NMEPEPEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIO/TOMNYHUX MPENAPATIB), AKI
BHOCATBLCA AO AEP>XXABHOI'O PEECTPY NNIKAPCbKUX 3ACOBIB YKPAIHA

Aopatok 2

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

Bif 07 )xoBTHA 2021 poky Ne 2174

20 calle y KapTOHHii
Kopoo6Li

BMPO6HULTBO in bulk,
nakyBaHHS, TECTyBaHHS:
Xepmec dapma 'M6X,
Himeuunna

MeLMYHOro 3aCTOCYBaHHS NikapCbKoro
3acoby y po3ginax "dapmMakonoriyHi
BnactusocTi", "lMpoTunokasaHHA",
"B3aemogis 3 iHWVMW fikapCbKumu
3aco6amu Ta iHWi Buau B3aemMogii”,
"Oco61BOCTI 3aCTOCyBaHHSA",
"3acTocyBaHHA y nepiog, BarirTHocTi abo
roflyBaHHs rpygao”, "34artHictb
BMAVBATY Ha LUBMAKICTb peakLii npu
KepyBaHHi aBTOTPaHCNOPTOM abo
iHWKUMK MexaHi3mamu®, "Cnoci6
3acTocyBaHHs Ta nos3n”,
"Mepepo3ysBaHHs", "Mo6iyHI peaku;ii”

Ne Hassa Popma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs peecmpayjiliHo2o
3acoby ynakoska) nocBi04YeHHs1
1. L - APTIHIHY KpucTanivyHmi TOB YkpaiHa LLlaHxaii KioBa AMiHO Kuraii nepepeecTpaLisi Ha HeoBMeXeHWA - He UA/15725/01/01
MOHOrIAPOX/IO | nopoluok (cybcTaHLis) "MynbTichap Acig Ko., N14. TEPMiH nionseae
PUA y NOABIAHNX ma"
nonieTMNeHoBux
naketax gns
chapmaneBTU4YHOro
3acTocyBaHHs
2. ANAHTOIH KpucTanivyHmi ToBapucTBo YkpaiHa XyHaHb Li3togsaHb KuTalicbka nepepeecTpauisi Ha HeoBMeXeHWIA - He UA/16180/01/01
MOPOLLIOK (CybCTaHList) 3 [oHr'saH ®apmacbloTikan HapogHa TEepPMiH nionsizae
y NoABiAHNX 06MeXeHo Ko., N14. Pecny6nika
nonieTnIeHoBmX Bignosigasib
nakeTtax Ans HicTIO
hapMaLeBTUYHOIO "®apmavueBT
3acToCyBaHHsA nyHa
KomnaHis
"3p0pos'a”
3. AUL® NTOHr TabneTku Wwmnydi no CaHpo3 CnoBeHis BMMYCK Cepii: HimeuunHa nepepeecTpauist Ha HeoBMeXeHWA 6e3 nionsizae UA/15591/01/01
NMOH 600 wmr, no 1 TabneTui dapmachbHoTi Cantotac ®apma M'mbX, TEPMiH peyenma
y cawle, no 6, 10 a6o Kan3 4.4. HimeuuunHa; OHOB/IEHO iHhopMaLito B IHCTPYKUIT Ans




KOHLeHTpaTy y
donakoHi i3 ckna; no 1
h1aKoHY Y KapTOHHIA
Kopobui

HimeuunHa; BTOpMHHE
nakyBaHHs1, BUMYyCK
cepii: Beiimeiig MN/C,
Benvka BputaHis

MeAMYHOro 3acTOCyBaHHA NikapCbKoro
3acoby B po3ginax
"@apmakoTepanesTuyHa rpyna. Kog
ATX" (pegaryBaHHsl TEKCTY 6€3 3MiHN
Kogy ATX) "®apmakonoriyHi
B1aCTUBOCTI" (BHECEHO YTOUYHEHHS),
"B3aemogis 3 iHWMMKN NiKapCbKUMu
3acobamu Ta iHLWi BUAY B3aeMogii",
"Oco61MBOCTI 3aCTOCyBaHHS",
"3acTocyBaHHS y nepiog, BariTHOCTi abo
roflyBaHHs rpyaar” (BHeceHo
YTOUYHEHHS), "To6iuHI peakwii”,
BiANOBIAHO A0 iHhOpMaLLii CTOCOBHO
6e3neku, ska 3a3HayeHa B marepianax
peecTpauiiHoro AOCbeE.
MepiofnYHICTb NOAAHHS PerynsipHo
OHOBJ/1OBAHOIO 3BITY 3 6E3N€EKU,

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BiANOBIAHO A0 iHdopMmaLii
pechepeHTHOro Nikapcbkoro 3acoby
(PNYIMYLINA, TabneTkn wunydi, no 600
Mr).
MepiognyHiCTb NOAAHHA PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 34iMCHEHHS
thapmakoHarnagy, 3aTBepxeHoro
Haka3oM MiHicTepcTBa OXOPOHU
37,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainum 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHM 3[10pOB'A
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTBL: 3riHO 3i CTPOKaMU,
3a3HavYeHMN Y NepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
4, BEH3W/NBEH30A | kpuctanu abo piguHa ToBapucTBO YkpaiHa HABbLIOI" ®PAPMAKEM IHAis nepepeecTpawis Ha HeobMexeHui - He UA/16139/01/01
T macnsHucra 3 (m AnTa. TEPMiH nionsizae
(cybcTaHuis) y 0bMexeHot
nosieTuIeHoBMX Bignosiganb
6oukax ans HICTIO
hapmaLeBTUYHOro "®apmavueBT
3acTocyBaHHS nyHa
KoMnaHis
"3popos'a”
5. BOHAPOHAT® KOHUeHTpaT ans ATHac Benvka BMPOBHMUTBO 3a NOBHUM | HimeuuunHa/ nepepeecTpawis Ha HeobMexeHwi 3a He UA/5557/01/01
pO3unHy ANns iHdysil, dapma tOK BputaHis umknom: PoLu Benuka TEePMiH peyenmom nionsizae
6 Mr/6 M1 no 6 mn Nimiten [OiarHocTrke MM6X, BpuTaHis OHOB/1EHO iHhopMaLito B iIHCTPYKUIT Ans




nonieTnneHoBnx
naketax ansi

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BiANOBIAHO A0 Mopsaaky 34iACHEHHS
chapmakoHarnsgy, 3aTBepmAxeHoro
Haka3oM MiHicTepcTBa OXOPOHM
340pO0B’A YkpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoOro B
MinicTepcTBi tocTuLii Ykpainm 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaku,i
Hakasy MiHicTepcTBa 0XOPOHU 340POB'S
Ykpainuu Big, 26 sepecHs 2016 poky Ne
996), CTaHOBWTB: 3riAHO 3i CTPOKaMM,
3a3HayYeHMMN y NepiognYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
6. BANEPIAHA KopeHeBMLLA 3 TOB YkpaiHa Xepbimap Cnonka Monbwa/ nepepeecTpawis Ha HeobMexeHwi - He UA/16085/01/01
KOPEHEBWLLUA 3 | kopeHsamu "ENNIC- [xasHa M. ®opHan, A. NaTtBia TEPMiH nionsieae
KOPEHAMU (cy6cTaHuist) B MiluKax YKPAIHA" ®opHar, MonbLlya
noninponineHoBux abo (3aroTiBns,
nanepoBux Ans BUCYLLYBaHHS,
hapMaLeBTUYHOIO noapiGHeHHS,
3acTocyBaHHSA nakyBaHHS);
TOB "ENNIC", NaTBia
(Bunyck cepii)
7. ENIFrABA Kancynu Teepgi no MpAT Ykpaina MpAT "TexHonor" Ykpaina nepepeecTpawis Ha HeobMexeHwi 3a He UA/11671/01/01
300 mr no 10 kancyn y "TexHonor" TEPMiH peuenmom nionsieae
6nictepi, no 2 a6o 10 OHoBeHo iHdhopmaLiio y po3gini
6nicTtepiB y nauui 3 "Oco6NMBOCTI 3aCTOCYBaHHA" iIHCTPYKLT
KapToHy ONS MEeAUYHOTO 3aCTOCYBaHHS
NiKapcbKoro 3acoby BiAMNOBIAHO A0
OHOBJIEHOI iHChopMaLil LWoao 6e3nekn
3aCTOCYBaHHS Ait040i PEYOBUHM.
MepiognyHiCTb NOAAHHA perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepXeHoro
Haka3oM MiHicTepcTBa OXOPOHU
34,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi oCcTULiT YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pefakuii
Haka3y MiHicTepcTBa OXOPOHM 3[,0pOB'A
Ykpainu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTpOKaMu,
3a3HayYeHVMU Y NepiogMyYHOCTI NoAaHHS
perynspHux 3BiTiB 3 6e3neku.
8. 30/IEAPOHOBA KpUCTaniuHuiA letepo IHAis [eTepo N1a63 fimiteq, IHAis nepepeecTpauis Ha HeoGMexeHuii - He UA/15647/01/01
KNCNOTA NOPOLLOK (CybCcTaHList) Na63 TEPMIH nionseae
MOHOTIAPAT y NOABIAHNX Nimiten
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KapTOHHIA ynakoBLi

3acoby y po3ginax "OcobnmeocTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHS
Ta 031" BignoBigHO 40 OHOB/IEHOI

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
chapmaneBTUYHOro
3acTocyBaHHs
9. IHCYNIH MOPOLLIOK (Cy6CTaHLis) AT YkpaiHa BiokoH Bavionogxmke IHAjs nepepeecTpawis Ha HeobMexeHwi - He UA/15743/01/01
FNAPIIH (AHK- B CK/ISIHMX 6aHKax "®apmak” IHgia NimiTeq TEepPMiH nionsizae
PEKOMBIHAHTH KOPWUYHEBOTO KOMbOPY
i) ans
chapmaLeBTU4YHOro
3acTocyBaHHs
10. IHOYNrAH PO34nH A4N1s iHdYsil TOB "lOpis- YkpaiHa TOB "lOpis-®apm” YkpaiHa nepepeecTpawis Ha HeobMexeHwi 3a He UA/11955/01/01
10 mr/mn; no 20 mn, Papm” TEPMiH peyenmom niosnsieae
50 mn a6o 100 mn B OHoBNEHO iHhopmaLLito BiANOBIAHO A0
nasawyi; no 1 naswui B pediepeHTHOrO /likapCbKoro 3acoby
nadui 3 KapToHy (PERFALGAN 10 mg/ml, solution for
infusion) Ta 3rigHO 3 6e3nekoto
O0MOMDKHMX PEYOBWH B IHCTPYKLIT Ans
MeAMYHOro 3acTOoCyBaHHA NikapCbKoro
3aco0y Ta KOpOTKili xapakTepucTui
NiKapcbKoro 3acoby y po3ginax
"apmMako1orivyHi BnactTmsocTi”,
"B3aemogis 3 iHWMMKN NiKapCbKUMu
3aco6amu abo iHLWi BUAW B3aEMOAIin",
"Oco61MBOCTI 3aCTOCyBaHHS",
"3acTocyBaHHS y nepiog, BariTHOCTi abo
rogyBaHHs rpyaar” (YTOUHEHHs
iHchbopmawii), "Cnoci6 3acTocyBaHHs Ta
no3un", "MobivHi peaxuii” Ta
"HecyMicHicTb".
MepiognyHICTb NOAAHHS PerynsipHoO
OHOBJIHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 Mopsaaky 34jiMCHEeHHS
chapmakoHarnsgy, 3aTBepmkeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big, 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTULil YKpainm 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegakui
Hakasy MiHicTepcTBa OXOPOHU 340POB'S
YkpaiHu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMMK,
3a3HayYeHMMM y NepiognYHOCTI NOAaHHSA
perynspHux 3siTiB 3 6e3neku.
11. KE®MIM NMOPOLLOK AJ/18 PO3UUHY Makneogc IHgis AcTtpan Crepitex IHgis nepepeecTpaLisi Ha HeobMeXeHwi 3a He UA/11188/01/01
Ans iH'ekuii no 1000 dapmacbioT Mpuart Mimiteq TEPMiH peuyenmom nionsieae
Mr y thnakoHi, 1 nKanc OHOB/IEHO iHhopMaLito B IHCTPYKUIT Ans
oNakoH 3 MOPOLLKOM Y Nimiteq MEeAMNYHOro 3aCTOCyBaHHS NikapCbKoro
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
iHhopmauii wopao 6esnekm giroyoi
pPeyoBUHN.
MepiognyHiCTb NOAAHHA PerynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iMCHEHHS
thapmakoHarnagy, 3aTBepkeHoro
Haka3oM MiHicTepcTBa OXOPOHU
37,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainum 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10pOB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTBL: 3riJHO 3i CTPOKaMU,
3a3HavYeHMN Y NepiognMYHOCTI NoAaHHSA
perynisipHuX 3BiTiB 3 6e3neKku
12. KYPKYMU onisa (cybcTaHLuis) B NAT YkpaiHa Cawi /1a63 Nimitep, IHAis nepepeecTpawis Ha HeobMexeHui - He UA/15880/01/01
poBroions NacTUKOBUX "Kuismegnpen TEpPMiH nidnsizae
(TYPMEPOHOBA | koHTeliHepax Ans apat"”
onif) hapMaLeBTUYHOIO
3aCTOCyBaHHs
13. KYPKYMIH C3 EKCTPaKT cyxuii NAT Ykpaina Cawmi /1a63 NimiTeq, IHais nepepeecTpawis Ha HeobMexeHwi - He UA/15881/01/01
KOMMJIEKC (cybeTaHuin) y nakeTi  ['KuiBmegnpen TEPMiH nionsieae
3 NOslieTUEHY HU3bLKOT apatr”
WinbHOCTI gnsa
chapmaLeBTUYHOro
3acToCyBaHHs
14. NErKONAKcC NopoLUOK AN1s MAT Ykpaina NAT Ykpaina nepepeecTpawis Ha HeobMexeHui 6e3 nionsieae UA/15646/01/01
OopasibHOro po3ynHy no | "Kuiemeanp "Kuismegnpenapat” TEPMiH. peyenma
4,01 no 4 a6o 10 abo enapar” MepioAnyHICTL MOAAHHS PEryNsipHO
20 nakeTiB-calle y OHOB/IIOBAHOTO 3BITY 3 6e3neku,
nauuj; no 150 ry BifNOBIAHO 0 MopsAAKY 34jiCHEHHS
6aHLi; no 1 6aHuj 3 hapMakoHarnsay, 3aTBepaXeHoro
MipHOK NTOXKOIO B Haka3oM MiHicTepcTBa OXOPOHU
nauuj 300poB’A YKpaiuu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTULiT YKpaiHm 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegakui
Haka3sy MiHicTepcTBa OXOPOHW 340POB'S
Ykpainu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3rifHO 3i CTPOKaMMK,
3a3HayYeHMMN y NepiognyHOCTI NOAAaHHS
perynspHux 3BiTiB 3 6e3neku.
15. NErKONAKC NOpPOLLOK AN MAT Ykpaina NAT Ykpaina nepepeecTpawis Ha HeobMexeHwi 6e3 nionseae UA/15646/01/02
OpasibHOro po3ynHy no | "Kuismeanp "Knismeanpenapar" TEPMiH. peyenma
10,0 r no 4 a6o 10 a6o enapar” MepiognyHICTb NOfAHHA PerynsipHo

20 nakerTiB-cawle y
nayui; no 300 ry

OHOBJ1OBAHOrO 3BITY 3 6e3neKu,
BignoBiAHO A0 MNopaaKy 34iNCHEHHSE
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

6aHLi; no 1 6aHuj 3
MipHOK NTOXKOIO B
nauuj

chapmakoHarnsgy, 3aTBepmkeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300poB’A YKpaiuu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTULiT YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegakui
Hakasy MiHicTepcTBa OXOPOHU 340POB'A
Ykpainu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMMK,
3a3HayYeHMMKN y NepiognYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3Mneku.

16.

nonpun
BOCHANEK® H
10

Tabnetku; no 10
Tabnetok y 6nictepi;
no 2 6nictepu B
KapTOHHI/ KopoobLi

BocHanek
a.a.

BocHis i
epuerosmn
Ha

BocHanek g.4.

BocHist i
FepuerosuH
a

nepepeecTpauisi Ha HeobMeXeHwi
TEepPMiH
OHOB/IEHO iHGhopMaLLito Y po3ainax:
"MokasaHHs" (pegaryBaHHs),
"MpoTunoka3aHHs", "B3aemogis 3
IHLWMMK NiKapcbknuMy 3acobamu Ta iHLLi
BMAW B3aemogiin", "OcobmsocTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHS
Ta go3un", "Mo6iyHi peakuii” iIHCTPYKLT
015 MeAUYHOT0 3acTOCyBaHHS
BiANOBIAHO A0 6e3Mekun 3acTocyBaHHsA
LitoUnx Ta [OMNOMDKHUX PEYOBUH
nikapcbKoro 3acoby.
MepiognYHICTb NOAAHHS PerynsipHoO
OHOBJIHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 Mopsaky 34iMCHEHHS
chapmakoHarnsagy, 3aTBepmKeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiuu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTsi oCcTULIT YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxui
Hakasy MiHicTepcTBa OXOPOHU 340POB'S
Ykpainu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMM,
3a3HayYeHMMN y NepiognYHOCTI NOAaHHSA
perynspHux 3siTiB 3 6e3neku.

3a
peyerimom

He
nionsieae

UA/3233/01/01

17.

nonpun
BOCHANEK® H
20

Tabnetku; no 10
Tabnetok y 6nictepi;
no 2 6nictepu B
KapTOHHI/ KopoobLi

BocHanek
a.a.

BocHis i
epuerosmn
Ha

BocHanek g.4.

BocHist i
epuerosuH
a

nepepeecTpaisi Ha HeobMeXeHwi
TEPMiH
OHOB/IEHO iHGhopMaLLito Y po3ainax:
"MokasaHHs" (pegaryBaHHs),
"MpoTunokasaHHA", "B3aemogis 3
IHLWMMK NiKapcbknuMy 3acobamu Ta iHLLi
BMAW B3aemogiin", "OcobnmsocTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHs
Ta go3un", "Mo6ivHi peakuii" iIHCTPYKLT
015 MeAUYHOr0 3acTOCyBaHHS

3a
peyerimom

He
niosnsicae

UA/3233/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo2o

nocsio4YeHHs

BIANOBIAHO A0 6e3Mekn 3acToCyBaHHsA
AitoUnx Ta fOMNOMDKHUX PEYOBUH
nikapcbKoro 3acoby.
MepiognyHICTb NOAAHHS PerynsipHoO
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MOpSAAKY 34iACHEHHS
chapmakoHarnsgy, 3aTBepmkeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiuu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTsi toCcTULiT YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegakui
Hakasy MiHicTepcTBa OXOPOHU 340POB'S
Ykpainu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMMK,
3a3HayYeHMMN y NepiognYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3Mneku.

18.

METOTAB

Tabnetku no 2,5 wr,
no 30 a6o 100
Tabnetok y ghnakoHi;
no 1 donakoHy B naywj

Megak
lesenbliad
T chrop
KiHiwe
Lneujansnp
enapare
M6X

HimeyunH
a

Brpo6HuK, Wwo
BignoBsigae 3a
MapKyBaHHA NepBUHHOT
yMakoBKW, BTOPUHHE
nakyBaHHs,
KOHTPONb/BUNPOGYBaHHSA
cepii Ta 3a BUNYCK Cepii:
Mepak esenbwadT
dotop KAiHiwe
LLineuianbnpenapare
M6X, HimeuunHa,;
Bupo6HuK, Lo
Bignosigae 3a
BMPOBGHMLITBO rOTOBOT
[030BaHoOl hopmu,
nepBUHHE Ta BTOPUHHE
nakyBaHHs, MapKyBaHHs
NepBUHHOI YNaKoBKu,
KOHTPO/b/BMNPOGYBaHHSA
cepii:

Ekcenna Mv6X eHpg, Ko.
KI, HimeyuunHa;
Brpo6HWK, LWo
Bignosigae 3a
MapKyBaHHsS NePBUHHOT
yMakoBKW, BTOPUHHE
naxyBaHHs,
KOHTPO/b/BMNPOGYBaHHS
cepii:

Xaynt ®apma
BondpatwayceH Nm6X,

HimeuunHa

nepepeecTpais Ha HeobMeXeHwi
TEepPMiH
OHOB/IEHO iHhopMaLlito B IHCTPYKUIT Ans
MeLMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3ginax: "lNpoTrnokasaHHs",
"B3aemogis 3 iHWMMKN NiKapCbKUMu
3acob6amu Ta iHLWi BUAY B3aEMOLIA",
"Oco6MBOCTI 3acTOCyBaHHS",
"3acTocyBaHHS y nepiog, BariTHOCTi abo
roflyBaHHs rpyaar”, "3gatHicte
BNMBATY Ha WBWAKICTb peakLii npu
KepyBaHHi aBTOTpaHCNopToM abo
iHLWKXMK MexaHismammn®, "Cnoci6
3acTocyBaHHs Ta fo3n" (iHopmauis 3
6e3neku), "MepenosysaHHs", "MoGIYHI
peakujii" BiANOBIAHO A0 OHOBMEHOI
iHhopMmauii 3 6e3nekn Ajto4oi pevyoBUHM.
MepiofnYHICTb NOAAHHS PerynsipHo
OHOBJIOBAHOrO 3BIiTY 3 6e3NeKu,
BiANOBIAHO A0 MopsAaky 34iACHEeHHS
chapmakoHarnsgy, 3aTBepmaXeHoro
Haka3oM MiHicTepcTBa OXOPOHM
340poB’A Ykpaiuu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoOro B
MinicTepcTBi rocTuuii Ykpainum 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaku,i
Hakasy MiHicTepcTBa 0XOPOHU 340PO0B'S
Ykpainuu Big, 26 BepecHs 2016 poky Ne
996), CTaHOBWTB: 3rifHO 3i CTPOKaMM,
3a3HayYeHUMN y NepiognYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

3a
peyerimom

He
nionsieae

UA/11318/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
HimeyunHa
19. METOTAB Tabnetku no 7,5 mr no Mepak HimeuuunH Bupo6HuK, Lo HimeuunHa nepepeecTpawis Ha HeobMexeHui 3a He UA/11318/01/02
10 a6o 30 TabneToky [e3enbwacd a Bignosigae 3a TEPMIH peyenmom nionseae
chnakoHi; no 1 T chrop MapKyBaHHSs MePBUHHOT OHOB/EHO iHGhopMaL,ito B iHCTPYKUIT Ans
donakoHy B nauuj KNiHiwe yNakoBKW, BTOPUHHE MeAMYHOro 3acTOCyBaHHA NikapcbKoro
LWneujanbnp nakyBaHHs, 3acoby y po3sginax: "MpoTunokasaHHs",
enaparte KOHTPO/b/BMNPOGYBaHHS "B3aemogis 3 iHWVMU NTiKkapCbKuMun
M6X cepii Ta 3a BUNycK cepii: 3aco6amMu Ta iHLWi BUAY B3aemMogiii",
Megak lesenbliadT "Oco6/1MBOCTI 3aCTOCyBaHHSA",
dhrop KniHiwe "3acTocyBaHHs y nepiog, BaritTHocTi abo
Lneuianbnpenapare rofyBaHHs rpyaar”, "3aatHicTb
M6X, Himeuunna; BMAMBATY Ha LWBMAKICTb peakuii npu
Brpo6HWK, LWo KepyBaHHi aBTOTpaHCcnopToM abo
Bignosigae 3a IHWMMK MexaHismamun”, "Cnoci6
BMPOOHULITBO rOTOBOT 3acTocyBaHHs Ta fo3n" (iHchopmavis 3
[030BaHoi chopmu, 6e3neku), "Mepepo3yBaHHs", "IM06IYHI
nepBuHHE Ta BTOPUHHE peaxuii” BignoBigHO A0 OHOB/EHOT
nakyBaHHs1, MapKyBaHHS iHdhopmauii 3 6e3nekn Ajro4oi peyoBUHN.
NepBMHHOT yNakoBKK, MepiognyHICTb NOAAHHS PerynsipHo
KOHTPONb/BUNPOGYBaHHSA OHOBJ/IOBAHOIO 3BITY 3 6€3neKu,
cepii: BiANOBIAHO A0 Mopsaky 34iMCHEHHS
Ekcenna 'm6X eHg, Ko. thapmakoHarnsay, 3aTBepXeHoro
KI', HimeuumnHa; Haka3oM MiHicTepcTBa OXOPOHU
Brpo6HuK, Wwo 300pOoB’A YKpaiuu Big, 27 rpyaHa 2006
BiAgnosigae 3a poky Ne 898, 3apeecTpoBaHOro B
MapKyBaHHS1 NePBUHHOT MiHicTepcTBi ocTULIT YKpaiHu 29 ciuHs
yMakoBKW, BTOPUHHE 2007 poky 3a Ne 73/13340 (y pegaku,i
nakyBaHHS, Hakasy MiHicTepcTBa OXOPOHU 340POB'S
KOHTPONb/BUNPOGYBaHHSA Ykpainu Bif 26 BepecHsi 2016 poky Ne
cepii: 996), CTaHOBUTb: 3ri4HO 3i CTPOKaMK,
XaynTt dapma 3a3HayYeHMMN y NepiognyHOCTI NOAaHHSA
BondpatwayceH Mm6X, perynspHux 3BiTiB 3 6e3neku.
Himeuunna
20. METOTAB Tabnetku no 10 mr no Mepak HimeuuunH Brpo6HWK, LWo HimeyunHa nepepeecTpawis Ha HeobMexeHwi 3a He UA/11318/01/03
10 a6o 30 Tabnetok y [e3enbLliad a Bignosigae 3a TEPMiH peuenmom nionseae
thnakoHi; no 1 T chrop MapKyBaHHs NepPBUHHOT
donakoHy B nauuj KniHiwe ynakoBKW, BTOPUHHE OHOB/1eHO iHhopMaLito B iIHCTPYKUIT Ans
Lnevjianbnp nakyBaHHs, MeAMYHOro 3acTOCYBaHHA NikapCbKoro
enaparte KOHTPO/b/BMNPOGYBaHHSA 3acoby y posginax: "MpoTunokasaHHs",
M6X cepii Ta 3a BUNycK cepii: "B3aemogisa 3 iHWKMKN NiKapCbKUMu

Mepak esenbluadt
chrop KniHiwe
LLineujansnpenapare
M6X, HimeuunHa;
Brpo6HuK, Lo
Bignosigae 3a
BMPOOGHULITBO rOTOBOI
[030BaHOi hopmu,

3aco6amMu Ta iHLWi BUAY B3aemogiii",
"Oco6/1MBOCTI 3aCTOCyBaHHSA",
"3acTocyBaHHs y nepiog BariTHocTi abo
rofyBaHHs rpyaat”, "3aatHicTb
BMAMBATY Ha LWBMAKICTb peakuii npu
KepyBaHHi aBTOTpaHCNopToM abo
iHLWIMMK MexaHismammn®, "Cnoci6
3acTocyBaHHs Ta fo3n" (iHopmauis 3
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
nepBUHHE Ta BTOPUHHE 6e3neku), "Mepepo3syBaHHs", "IM06IYHI
nakyBaHHs, MapKyBaHHSA peaxuii” BignoBigHO A0 OHOB/EHOT
NepPBUHHOI YNakoBKU, iHdpopmauii 3 6e3neku Ajro4oi peyoBUHN.
KOHTPO/b/BMNPOGYBaHHS MepiognyHiCTb NOAAHHA PerynsipHo
cepii: OHOB/IIOBAHOTO 3BITY 3 6e3neku,
Ekcenna 'm6X eHg, Ko. BiANOBIAHO A0 MOpSAAKY 34iACHEHHS
KI, HimeuuuHa; chapmakoHarnsgy, 3aTBepXeHoro
Bupo6HuK, Lo Haka3oM MiHicTepcTBa OXOPOHU
Bignosigae 3a 374,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
MapKyBaHHSA NepBUHHOT poky Ne 898, 3apeecTpoBaHoOro B
yNakoBKW, BTOPUHHE MiHicTepcTsi toCcTULiT YKpaiHu 29 ciuHs
nakyBaHHs, 2007 poky 3a Ne 73/13340 (y pegakui
KOHTPO/b/BMNPOGYBaHHS Haka3y MiHicTepcTBa OXOPOHM 3[,0pOB'SA
cepii: Ykpainu Bif 26 BepecHsi 2016 poky Ne
Xaynt ®apma 996), CTaHOBUTbL: 3riAHO 3i CTPOKaMU,
BondppatwayceH MmoX, 3a3HavYeHVMU Y NepiogNYHOCTI NOAaHHS
HimeyuunHa perynsipHux 3BiTiB 3 6e3Mneku.
21. OBEPIH® PO34NH A5 iH'EKLIN, TOB "Teonik YkpaiHa MpvBaTHE akuioHepHe YkpaiHa nepepeecTpawis Ha HeobMexeHwi 3a He UA/15657/01/01
250 mr/2 M no 2 mn dapm TOBapUCTBO "“Jlekxim- TEepPMiH peyenmom nionsizae
po34unHy (250 Mr/2 mn) MapkeTuHr Xapkis" OHoB/EHO iH(hopmaLito y po3aini
B amnyni, no 5 amnyn pyn" "Oco6nMBOCTI 3aCTOCYBaHHA" IHCTPYKLT
Y KOHTYpHIli ONA MEeAUYHOTO 3aCTOCYBaHHS
YapyHKOBIl1 yrnakoBLi, nikapcbKoro 3acoby BiAMNoBiAHO A0
no 1 KOHTYpHIl OHOB/IEHOI iHGhopMaLii LWoao 6e3nekn
YapyHKOBII1 yrakoBLji B 3aCTOCYBaHHS AOMOMIXHOT PEYOBUHN.
nauti 3 KapToHy MepiofnYHICTb NOAAHHS PerynsipHo
OHOBJ1OBAHOTO 3BITY 3 6e3neKu,
BiANOBIAHO A0 MopsAaky 34iACHEeHHS
chapmakoHarnsgy, 3aTBepmaXeHoro
Haka3oM MiHicTepcTBa OXOPOHM
340poB’A Ykpaiuu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoOro B
MinicTepcTBi rocTuuii Ykpainum 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaku,i
Haka3y MiHicTepcTBa 0XOPOHU 340PO0B'S
Ykpainuu Big, 26 BepecHs 2016 poky Ne
996), CTaHOBWTB: 3rifHO 3i CTPOKaMM,
3a3HayYeHUMN y NepiognYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
22. OPHIAA30N pO34uH ANa iHdy3il MpusatHe Ykpaina MpuBaTHe akujioHepHe Ykpaina nepepeecTpawis Ha HeobMexeHwui 3a He UA/15676/01/01
0,5 % no 100 mny akuioHepHe TOBapucTBo "IHcy3in" TEPMiH peuenmom nionsieae
naswWyi; no 1 naswyiy | ToBapucTeo OHOB/IEHO iHhopMaLito B iHCTPYKUIT Ans
naui "IHdy3ia" MeAMYHOro 3acToCyBaHHA NikapCbKoro

3acoby y po3gini "OcobnamsocTi
3acTocyBaHHsA" BiAMNOBIAHO A0 6e3neku
O0MOMDKHOT PEYOBUHM.
MepiognyHiCTb NOAAHHA PerynspHo
OHOBJ/1OBAHOIO 3BITY 3 6E3N€EKU,
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

BiANOBIAHO A0 Mopsaaky 34iACHEHHS
chapmakoHarnsgy, 3aTBepmAxeHoro
Haka3oM MiHicTepcTBa OXOPOHM
340pO0B’A YkpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoOro B
MinicTepcTBi tocTuLii Ykpainm 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaku,i
Hakasy MiHicTepcTBa 0XOPOHU 340POB'S
Ykpainuu Big, 26 sepecHs 2016 poky Ne
996), CTaHOBWTB: 3riAHO 3i CTPOKaMM,
3a3HayYeHMMN y NepiognYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

23.

PO3YBACTATUH
KPKA

TabneTku, BKPUTI
NiBKOBOO
060/10HKOH0, N0 5 Mr;
no 10 TabneTok y
6nictepi; no 3, 6 a6o 9
6nicTepiB y KAPTOHHIM
Kopoo6Ui

KPKA, 4.4.,
HoBo mecTo

CnoBeHis

KPKA, a.4., HoBo mecTo

CnoBeHis

MepepeecTpauis Ha HeObMeXeHWIA
TEPMiH.
3MiHu | TMNy - 3MiHK Woa0
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKiii
XapaKkTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpyKLUii ans
MeAMYHOro 3acToCyBaHHSA
reHepuyHuX/ribpuaHMx/6ionoai6HNX
nNikapcbKnx 3acobiB Nicas BHECEHHS Tiel
camoi 3MiH1 Ha pechepeHTHUIA npenapat
(3MiHa He NoTpebye HafaHHSA XOAHNX
HOBUX AOAATKOBMX AaHNX) 3MiHU
BHECEHM Yy po3aisn "dapmakonorivHi
BrnactmsocTi", "lMoka3aHHA"(YTOYHEHHS
iHchopmawii), "MpoTrnokasaHH:A",
"B3aemogis 3 iHWKMMKN NiKapCbKUMu
3acob6amu Ta iHLWi BUAY B3aEMOLIIA",
"Oco6MBOCTI 3aCTOCyBaHHS",
"3acTocyBaHHS y nepiog, BariTHOCTi abo
rogysaHHs rpyaar”, "Cnocié
3acTocyBaHHsa Ta gosu", "Aitn", "Mo6iyHi
peakuii" iHCTPYKLUii 418 MeguuHoro
3aCcTOCYyBaHHS NMikapCbKOro 3acoby
BiAMOBIAHO A0 OHOBJIEHOT iHGhopMaLi
pedyepeHTHOro /iKkapcbKoro 3acoby
KpecTop®
MepiognYHICTb NOAAHHS PerynsipHoO
OHOBJ1HOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 Mopsaky 34iMCHEHHS
chapmakoHarnsgy, 3aTBepmkeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiuu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTULiT YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegakuii

3a
peyenmom

He
nionsieae

UA/14144/01/01




n/n

Hassa
JliKapcbKO20

dopma sunycKy
(nikapcbka ¢hopma,

3asiBHUK

KpaiHa

Bupo6Huk

3asiBHUKa

17

KpaiHa

3acoby

ynakoska)

BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

24.

PO3YBACTATUH
KPKA

TabneTku, BKpUTI
NNiBKOBOIO

KPKA, 4.4.,
HoBo mecTo

CnoBeHis

KPKA, a.4., HoBo mecTo

CnoBeHis

Hakasy MiHicTepcTBa OXOPOHU 340POB'A
Ykpainu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMMK,

3a3HayYeHMMN y NepiognYHOCTI NOAAHHS

perynsipHux 3BiTiB 3 6e3neku.
€06MeXeHUli TEpMIH.

25.

PO3YBACTATUH

TabneTkn, BKpUTI

060/10HKO10, Nno 10 wmr;
no 10 TabneTok y
6nictepi; no 3, 6 a6o 9
6nicTepiB y KAPTOHHIi
Kopoo6Li

KPKA, a.4.,

CnoBeHis

KPKA, a.4., HoBo mecto

CnoBeHis

MepepeecTpauis Ha HeObMEXeHWIA
TEPMiH. 3MiHu | TUny - 3MiHK WoA0
6e3nekn/edeKkTBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOpOTKiii
XapaKkTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta IHCTpYyKLUi Ans
MeAMYHOro 3aCTOCyBaHHSA
reHepuyHUX/ribpuaHnx/6ionodibHmx
NiKapcbknx 3aco6iB Nic/is BHECEHHS Tiel
camoi 3MiHM Ha peddepeHTHUIA Nnpenapar
(3miHa He noTpebye HafaHHS XOOHUX
HOBUWX A0AATKOBMX AaHNX) 3MiHU
BHECEHW Y po3ginn "®apmakosioriyHi
BnactusocTi", "Moka3aHHS"(YTOYHEHHSA
iHcbopmauii), "MpoTunokasaHHs",
"B3aemogis 3 iHWVMU NTiKkapCbKuMun
3aco6amMu Ta iHLWi BUAY B3aemMogiii",
"Oco6/1MBOCTI 3aCTOCyBaHHSA",
"3acTocyBaHHs y nepiog, BaritTHocTi abo
roflyBaHHs rpyaar”, "Cnocié
3acTocyBaHHA Ta go3un”, "Aitn", "Mo6iyHi
peakuii" iHCTpyKLii A1 MeguyHoro
3acTocyBaHHS Nikapcbkoro 3acoby
BiAMNOBIAHO [0 OHOBMEHOI iHChopMmaLi
pedhepeHTHOro Jlikapcbkoro 3acoby
KpecTop®
MepiognyHiCTb NOAAHHA PErynspHO
OHOBJ/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 34iMCHEHHS
thapmakoHarnsgy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOpPOHU
3[0pOB’A YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainum 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[,0pOB'A
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTpOKaMu,
3a3HavYeHVMN y NepiogMYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3neku.
€00MEXEHUNI TEPMIH.

3a
peyenmom

He

nionsieae

UA/14144/01/02

[MepepeecTpauisa Ha HEObMeXeHN

3a

He

UA/14144/01/03
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo2o

nocsio4YeHHs

KPKA

NAiBKOBOO
060/10HKO10, M0 20 Mr;
no 10 TabneTtok y
6nictepi; no 3, 6 a6o 9
6nicTepiB y KAPTOHHIl
Kopoo6ui

Hoso mecTto

TepMiH. 3miHu | Tuny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3mMiHN y KOpOTKild
XapakTepucTuLi Nikapcbkoro 3acoby,
TEeKCTi MapKyBaHHS Ta iHCTPYKUii ons
Me[MYHOro 3aCTOCYBaHHS
reHepuyHUX/ribpuaHMXx/6ionoai6HNX
NiKapcbKMx 3aco6iB Nicnsi BHECEHHS Tiel
camoi 3MiHU Ha pechepeHTHUIA npenapat
(3MiHa He nNoTpebye HafaHHS XOAHMX
HOBMX A04aTKOBUX AaHWX) 3MiHU
BHECEHM Yy po34ian "dapmakonoriyHi
BracTmeocTi", "lMoka3aHHSA"(YTOYHEHHS
iHchopmauii), "MpoTunokasaHHs",
"B3aemogis 3 iHWWMW NiKkapCbKumu
3aco6amMu Ta iHWi Buan B3aemMogiin”,
"Oco611BOCTI 3aCTOCYBaHHA",
"3acTocyBaHHA y nepiog, BarirTHocTi abo
rogyBaHHs rpyaar”, "Cnocié
3acTocyBaHHs Ta gosu", "Aitn", "Mo6iuHi
peakui" iHCTpYKLi 415 MeguyHoro
3aCTOCyBaHHS NikapcbKoro 3acoby
BiANOBIAHO 4,0 OHOB/EHOT iHGhopmaLii
pedyepeHTHOrO /likapcbKoro 3acoby
Kpectop®
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJ1OBAHOrO 3BITY 3 6e3neKu,
BiANOBIAHO A0 Mopsaaky 34jiACHEHHS
chapmakoHarnsgy, 3aTBepmAxeHoro
Haka3oM MiHicTepcTBa OXOPOHM
340pO0B’A YkpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoOro B
MinicTepcTBi rocTuLii Ykpainm 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaku,i
Hakasy MiHicTepcTBa 0XOPOHU 340POB'S
Ykpainuu Big, 26 sepecHs 2016 poky Ne
996), CTaHOBWTB: 3riAHO 3i CTPOKaMM,
3a3HayYeHMMM y NepiognYHOCTI NOAAHHS
perynspHux 3BiTiB 3 6e3neku.
e06MeXeHul TEPMIH.

peyerimom

nionsieae

26.

PO3YBACTATUH

KPKA

TabneTkn, BKpUTI
NNiBKOBOO
060/10HKO0, M0 40 Mr;
no 10 TabneTtok y
6nictepi; no 3, 6 a6o 9
6nicTepiB y KAPTOHHIi
Kopobui

KPKA, a.4.,
HoBso mecTo

CnoBseHis

KPKA, a.4., HoBo mecTto

CnoseHis

MepepeecTpauis Ha HEOBMEXEHMIA
TepMiH. 3miHu | Tvny - 3MiHn Woao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKiii
XapaKkTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpyKLUii ans
MeAMYHOro 3acToCyBaHHA
reHepuyHuxX/ribpuaHvx/6ionoaibHMX

3a
peyenmom

He
nionseae

UA/14144/01/04
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Peknamys

Homep

n/n

Hassa
JliKapcbKO20

dopma sunycKy
(nikapcbka ¢hopma,

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

aHHsA

peecmpayiliHo2o
nocsio4eHHs

3acoby

ynakoska)

NiKapCbKnX 3aco6iB Nicas BHECEHHS Tiel
camoi 3MiH1 Ha pechepeHTHUIA npenapat
(3MiHa He noTpebye HafaHHSA XOAHMX
HOBMX AOAATKOBMX AaHNX) 3MiHU
BHECEHU Y po3aisin "dapmakonorivHi
BrnactmsocTi", "lMoka3aHHA"(YTOYHEHHS
iHchopmawii), "MpoTrnokasaHH:A",
"B3aemogis 3 iHWKMKN NiKapCbKUMu
3acobamMu Ta iHLWi BUAW B3aeMoSii",
"Oco61MBOCTI 3acTOCyBaHHS",
"3acTocyBaHHS y nepiog, BaritTHocTi abo
rogysaHHs rpyaar”, "Cnocié
3acTocyBaHHsa Ta gosu", "Aitn", "Mo6iuHi
peakuii" iIHCTPYKUii 418 MeguyHoro
3aCcTOCYyBaHHS NMikapCbKOro 3acoby
BiAMOBIAHO [0 OHOBMIEHOT iHGbopMaLi
pechepeHTHOro Nikapcbkoro 3acoby
KpecTop®
MepiognyHICTb NOAAHHS PerynsipHoO
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MOpsAAKY 34jiCHEHHS
chapmakoHarnsgy, 3aTBepmkeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300poB’A YKpaiuu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTsi toCcTULiT YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepaku,i
Hakasy MiHicTepcTBa OXOPOHU 340POB'A
Ykpainu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMMK,
3a3HayYeHMMN y NepiognYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
€06MeXeHUli TEpMIH.

3a

He

UA/15527/01/01

27.

POTAN®EH

PO34UH A5 iH EKLi,
50 Mr/2 mnno 2 mn B
amnyni, no 5 amnyn B
KOHTYPHIli YapyHKOBIi
ynakosLi, no 1 a6o 2
KOHTYPHIi YapyHKOBI
YMaKoBKN B KAPTOHHIl
Kopobui

POTA®APM
NIMITEL

Benuka
BpuTaHia

K.O. Pomchapm KomnaHi
C.P.N.

PymyHis

nepepeecTpawis Ha HeobMexeHwi
TEPMiH
OHOBEHO iHdhopMaLito B IHCTPYKUIT Ans
MeAMYHOro 3acTOCyBaHHA NiKapCbKoro
3aco0by BiANOBIAHO A0 peddepeHTHOro
nikapcbkoro 3acoby (AEKCANTIH®
IH'EKT, po3unH gns in'exuiii, 50 mr/2 mn)
y po3gini "OcobnmMBOCTi 3aCTOCyBaHHA".
MepiognyHiCTb NOAAHHA PErynspHO
OHOBJ/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 34iACHEHHS
thapmakoHarnsgy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOpPOHU
3[0pOB’A YKpaiHu Bif 27 rpyaHsa 2006

poky Ne 898, 3apeecTpoBaHoro B

peyenmom

nionsieae
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Homep

n/n

Hassa
JliKapcbKO20

dopma sunycKy
(nikapcbka ¢hopma,

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

peecmpayiliHo2o

nocsio4YeHHs

3acoby

ynakoska)

MiHicTepcTBi tocTuuii Ykpainum 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10pOB'A
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTBL: 3riHO 3i CTPOKaMU,
3a3HavYeHMN Y NepiogMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.

3a

He

UA/14878/01/01

28.

COBIKOMBI

Tabnetkn, 10 mr/5 mr;
no 10 TabneTok y
6nictepi; no 3 abo no
6, abo no 9 6nictepis
Y KapTOHHIli kopoobLi

BMpPO6HULTBO "in bulk”,
NnepBMHHE Ta BTOPUHHE
nakyBaHHS, KOHTPO/b Ta
BUWMYCK Cepiil:
KPKA, a.4., HoBo mecrto,
CnoseHis;
nepBMHHE Ta BTOPUHHE
nakyBaHHS, KOHTPO/b Ta
BUWMYCK Cepiii:

TAL dapma M'm6X,
HimeyuunHa;
KOHTPO/Ib Cepili:
KPKA, a.4a., HoBo mecTo,
CnoBeHis

CnoseHisi/
HimeyunHa

nepepeecTpawis Ha HeobMexeHui
TEPMIH
MepiognYHICTb NOAAHHS PerynsipHoO
OHOBJIHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 Mopsaky 34iNCHEHHS
chapmakoHarnsgy, 3aTBepmkeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiuu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTsi ocTULIT YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxu,i
Hakasy MiHicTepcTBa OXOPOHU 340POB'A
Ykpainu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3rifHO 3i CTPOKaMMK,
3a3HayYeHMMN y NepiognYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
OHOBMEHO iHhopMaLito B IHCTPYKUIT Ans
MeAMYHOro 3acTOCyBaHHA MiKapCbKoro
3acoby B po3ginax
"papmakoTepanesTuyHa rpyna. Kog,
ATX" (pegaryBaHHsi TEKCTY 6e3 3MiHu
koay ATX), "lMpoTunokasaHHA",
"B3aemogis 3 iHWVMW NikapCbKumu
3aco6amu Ta iHWi Buan B3aemMogiin”,
"Oco61BOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepiog, BarirTHocTi abo
rogyBaHHS rpyaar” (YTOUHEHHS
iHdbopmawii 3 6e3nekn),
"Mepeno3yBaHHs", "Mo6GiyHI peaky;i"
BiAMOBIAHO A0 OHOBJIEHOT iHGhopMaLi
pedrepeHTHUX Nikapcbkunx 3acobis
(HOPBACK® Tabnetku no 10 mr;
Tabnetkn no 5 mr ta KOHKOP®
TabneTku, BKpUTI N/1iIBKOBOIO
06010HKO0, N0 10 Mr; TabneTkn, BKpUTI
N/1iBKOBOK 060/OHKOI0, MO 5 Mr,
3apeecTpoBaHnX B YKpaiHi).

peyenmom

3a

nionsieae

He

UA/14880/01/02

29.

COBIKOMBI

Tabnetkn, 10 mr/10
mr; no 10 TabneTok y
6nictepi; no 3 abo no

6, abo no 9 6icTepis

3asssHUK KpaiHa
3asBHUKa
KPKA, 4.4., CnoBeHis
HoBo mecTo
KPKA, 4.4., CnoBeHis
HoBso mecTo

BMPO6HMLTBO "in bulk”,
nepBUHHE Ta BTOPUHHE
nakyBaHHS, KOHTPO/b Ta

CnoseHis/
HimeuunHa

BWMYCK Cepiil:

nepepeecTpaLisi Ha HeobMeXeHwi
TEPMiH
MepiofnYHICTb NOAAHHS PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku,

peyerimom

niosnsicae
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n/n

Hassa
JliKapcbKO20

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo2o

nocsio4YeHHs

3acoby

Y KapPTOHHIli kopoobui

KPKA, a.4., HoBo mecTo,
CnoseHis;
NnepBMHHE Ta BTOPUHHE
naKyBaHHS, KOHTPO/Ib Ta
BUWMYCK Cepiii:

TAL ®apma M'vM6X,
HimeuyuunHa;
KOHTPO/Ib Cepili:
KPKA, a.4., HoBo mecTo,
CnoBeHis

BiANOBIAHO A0 Mopsaaky 34iACHEHHS
chapmakoHarnsgy, 3aTBepmAxeHoro
Haka3oM MiHicTepcTBa OXOPOHM
340pO0B’A YkpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoOro B
MinicTepcTBi tocTuLii Ykpainm 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaku,i
Hakasy MiHicTepcTBa 0XOPOHU 340POB'S
Ykpainuu Big, 26 sepecHs 2016 poky Ne
996), CTaHOBWTB: 3riAHO 3i CTPOKaMM,
3a3HayYeHMMN y NepiognYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
OHOB/EHO iHGhopMaL,io B IHCTPYKUIT Ans
MeAMYHOro 3acTOoCyBaHHA NikapCbKoro
3acoby B po3ginax
"apmakoTepanesTuyHa rpyna. Kog,
ATX" (pegaryBaHHsl TEKCTY 6€3 3MiHU
Kogy ATX), "MNMpoTunokasaHHsA",
"B3aemogis 3 iHWVMW NTiKkapCbKuMun
3aco6amu Ta iHLWi BUAY B3aemMogiii",
"Oco6/1MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHA y nepiog BaritTHocTi abo
roflyBaHHs rpyaar” (yTOYHeHHs
iHdhopmawii 3 6e3nekn),
"Mepepo3yBaHHs", "Mo6iyHI peakujii”
BiANOBIAHO 4,0 OHOB/EHOT iH(hopmaLii
pedrepeHTHUX Nikapcbkunx 3acobis
(HOPBACK® Tabnetku no 10 mr;
Tabnetkn no 5 mr ra KOHKOP®
TabneTkn, BKpUTI N1iIBKOBOKO
060/10HKO0, MO 10 Mr; TabneTkn, BKpUTI
nniBKOBOK 06010HKOIO, MO 5 Mr,
3apeecTpoBaHNX B YKpaiHi).

UA/14879/01/01

30.

COBIKOMBI

Tabnetku, 5 mr/10 wr;
no 10 TabneTtok y
6nictepi; no 3 abo no
6, abo no 9 6nicTepis
Y KapTOHHiIli kopobLi

KPKA, 4.4.,
HoBo mecTo

CnoBeHis

BMPO6HMLTBO “in bulk",
nepBMHHE Ta BTOPUHHE
nakyBaHHs, KOHTPO/b Ta
BUWMYCK Cepiii:
KPKA, a.4a., HoBo mecTo,
CnoBeHis;
nepBMHHE Ta BTOPUHHE
nakyBaHHs, KOHTPO/b Ta
BUWMYCK CepiiA:
TAL d®apma M'M6X,
HimeuyuunHa,;
KOHTPO/Ib Cepili:
KPKA, a.4., HoBo mecTo,
CnoseHis

CnoseHis/
HimeuunHa

nepepeecTpawis Ha HeobMexeHwi
TEPMiH
MepiognyHiCTb NOAAHHA PErynspHO
OHOBJ/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 34iMCHEHHS
thapmakoHarnsgy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOpPOHU
3[0pOB’A YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainum 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[,0pOB'SA
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTpOKaMu,
3a3Ha4YeHMU y NepiognMYHOCTI NoAaHHs

3a
peyenmom

He
nionsieae
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Ymosu

Peknamys

Homep

n/n

Hassa
JliKapcbKO20

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

aHHsA

peecmpayiliHo2o

nocsio4YeHHs

3acoby

perynspHux 3BiTiB 3 6e3neku.
OHOB/IEHO iHhopMaLito B IHCTPYKUIT ANns
MeLMYHOro 3aCTOCYBaHHA NiKapCbKoro
3acoby B posginax
"@apmakoTepanesTuyHa rpyna. Kog
ATX" (peparyBaHHs TEKCTY 6e3 3MiHu
kogy ATX), "MNpoTmnokasaHHsA",
"B3aemogis 3 iHWKMKN NiKapCbKUMu
3acobamMu Ta iHLWi BUAW B3aeMoSii",
"Oco61MBOCTI 3acTOCyBaHHS",
"3acTocyBaHHS y nepiog, BaritTHocTi abo
rogyBaHHs rpyaar” (YToO4HEeHHs
iHchbopmawii 3 6esnekn),
"MepepnosysaHHsa", "TMo6IYHI peakujii"
BiANOBIAHO [0 OHOBMEHOT iHChopMmaLi
pedepeHTHYX NiKapcbkux 3acobis
(HOPBACK® Tabnetku no 10 mr;
Tabnetkn no 5 mr ta KOHKOP®
TabneTku, BKpUTI NNiBKOBOO
060/10HKO10, M0 10 Mr; TabNeTKN, BKPUTI
N/1iBKOBOK 060/10HKOI0, N0 5 Mr,
3apeecTpoBaHMX B YKpaiHi).

3a

He

UA/14880/01/01

31.

COBIKOMBI

Tabnetkn, 5 mr/5 mr;
no 10 TabneTtok y
6nictepi; no 3 abo no
6, abo no 9 6nictepis
Y KapTOHHIli kopoobLi

KPKA, a.4.,
HoBso mecTo

CnoBseHis

BMpPO6HULTBO "in bulk”,
NnepBMHHE Ta BTOPUHHE
nakyBaHHS, KOHTPO/b Ta
BUWMYCK Cepiii:
KPKA, a.4., HoBo mecto,
CnoseHis;
nepBMHHE Ta BTOPUHHE
nakyBaHHS, KOHTPO/b Ta
BUWMYCK Cepiii:

TAL dapma M'm6X,
HimeyumnHa;
KOHTPO/Ib Cepili:
KPKA, a.4., HoBo mecTo,
CnoBeHis

CnoseHisi/
HimeyunHa

nepepeecTpawis Ha HeobMexeHui
TEPMIH
MepiognYHICTb NOAAHHS PerynsipHoO
OHOBJIHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 Mopsaky 34iMCHEHHS
chapmakoHarnsagy, 3aTBepmKeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiuu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTsi oCcTULIT YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxui
Hakasy MiHicTepcTBa OXOPOHU 340POB'S
Ykpainu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMM,
3a3HayYeHMMN y NepiognYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
OHOBMEHO iHdhopMaLito B IHCTPYKUIT Ans
MeAMYHOro 3acTOCyBaHHA NMiKapCbKoro
3acoby B po3ginax
"papmakoTepanesTuyHa rpyna. Kog,
ATX" (pegaryBaHHsi TEKCTY 6e3 3MiHu
koay ATX), "MpoTunokasaHHA",
"B3aemogis 3 iHWVMW NikapCbKumum
3aco6amu Ta iHWi Buan B3aemMogiin”,
"Oco611BOCTI 3aCTOCYBaHHA",

"3acTocyBaHHs y nepiog BaritTHocTi abo

peyenmom

nionsieae
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo2o

nocsio4YeHHs

rogyBaHHs rpyaar” (YTOUHEHHS
iHdbopmawii 3 6e3nekn),
"Mepeno3ysaHHs", "Mo6GiYHI peaky;ii"
BiAMOBIAHO [0 OHOBMIEHOT iHGbopMaLi
pedrepeHTHUX Nikapcbkunx 3acobis
(HOPBACK® Tabnetku no 10 mr;
Tabnetkn no 5 mr ta KOHKOP®
TabneTku, BKpUTI NNIBKOBOK
060/10HKO0, N0 10 Mr; TabneTkn, BKpUTI
N/1iBKOBOK 060/0HKOI0, MO 5 Mr,
3apeecTpoBaHnX B YKpaiHi).

32.

YPUMAK

Kancynu
NPOJIOHroBaHoI fji
TBepAi no 0,4 mr; no
10 kancyn y 6nictepi;
no 3 6nictepu y
KapTOHHIA ynakoBLi

Makneogc
dapmacbioT
nkanc
Nimiten

IHgis

Makneopc
dPapmacbloTrKanc
Nimiteq

IHgis

nepepeecTpauisi Ha HeobMeXeHwi
TEepPMiH
OHOB/IEHO iHhopMaLlito B IHCTPYKUIT Ans
MeLMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby BiAnoBiAHO J0 peddepeHTHOro
nikapcbkoro 3acoby (Flomax, kancynu
no 0,4 mr) y posginax
"@apmakoTepanesTuyHa rpyna”
(YTOYHEHHS hOPMY/IHOBAHHS),
"B3aemogis 3 iHWVMW NikapCbKumu
3aco6amu abo iHLi BUAM B3aEMOS,in"”,
"Oco6nmBoCTi 3acTocyBaHHA", "Cnocio
3acTocyBaHHA Ta go3mn" 1a "TMo6iyHi
peakuii”.

MepiofnYHICTb NOAAHHS PerynsipHo
OHOBJ1OBAHOTO 3BITY 3 6e3neKu,
BiANOBIAHO A0 MopsAaky 34iACHEeHHS
chapmakoHarnsgy, 3aTBepmaXeHoro
Haka3oM MiHicTepcTBa OXOPOHM
340poB’A Ykpaiuu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoOro B
MinicTepcTBi rocTuuii Ykpainum 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaku,i
Haka3y MiHicTepcTBa 0XOPOHU 340PO0B'S
Ykpainuu Big, 26 BepecHs 2016 poky Ne
996), CTaHOBWTB: 3rifHO 3i CTPOKaMM,
3a3HayYeHUMN y NepiognYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

3a
peyerimom

He
nionsieae

UA/15506/01/01

33.

XONOCAC -
TEPHO®APM

cvpon no 130 r a6o no
250 ry dpnakoHi; no 1
onakoHy 3 MipHOH
JIOXKOH0 Y navi 3
KapToHy

TOB
"TepHochbap
e

YkpaiHa

TOB "TepHodapm”

YkpaiHa

nepepeecTpawis Ha HeobMexeHwui
TEPMiH
OHoBeHo iHdhopmaLio y po3gini
"Oco6NMBOCTI 3aCTOCYBaHHA" iIHCTPYKLT
05 MEeAUYHOTO 3aCTOCYBaHHS
NiKapcbKoro 3acoby BiAMOBIAHO A0
OHOBJIEHOI iHChopMaLil LWoao 6e3nekn
3aCTOCyBaHHS JOMNOMDKHOI PEHOBUHU.
MepiognyHiCTb NOAAHHA perynsipHo

6e3
peyenma

niosnsicae

UA/15909/01/01
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Ymosu

Peknamys

Homep

n/n

Hassa
JliKapcbKO20

dopma sunycKy
(nikapcbka ¢hopma,

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

aHHsA

peecmpayiliHo2o

nocsio4YeHHs

3acoby

ynakoska)

OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnagy, 3aTBepkeHoro
Haka3oM MiHicTepcTBa OXOPOHU
37,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuuii Ykpainum 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10pOB'A
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTBL: 3riJHO 3i CTPOKaMU,
3a3HavYeHMN Y NepiogMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.
nepepeecTpawis Ha HeobMexeHui

6e3

nionsieae

UA/15885/01/01

34.

LNTPIK®

NMOPOLLIOK AN1s1
OPa/IbHOTO PO3UNHY;
no 22,13 r B cawe; no
10 caLle B nauui 3
KapTOHYy

AT
"papmak”

YkpaiHa

AT "®dapmak”

YkpaiHa

TEPMIH
OHOB/EHO iHGhopMaLito B iHCTPYKUIT Ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro
3acoby BiANOBIAHO A0 peddepPEHTHOro
nikapcbkoro 3acoby (TEPA®/IO BI,
rPUNY TA 3ACTYAM 31 CMAKOM
JIMMOHA, NopoLUoK A/15 OpasibHOro
pO34uHY) y po3ginax "dapmakosoriyHi
BnacTuBocCTi", "B3aemogisa 3 iHWMU
nikapcbknmmn 3acobamu abo iHLWi BUan
B3aemogiii”, "OcobnnBoCTi
3acTocyBaHHA", "3acTocyBaHHS y nepiog,
BariTHoCTi abo rogyBaHHs rpyaat”
(yTouHeHHs iHdhopmauii), "3aaTHicTb
BNMBATY Ha LWBWAKICTb peakLii npu
KepyBaHHi aBTOTpaHCNOPTOM abo
iHWKMK MexaHismamn', "Cnoci6
3acTocyBaHHs Ta nosn”,
"Mepeno3yBaHHA" Ta "MNo6iYHI peakyii”.
MepiognYHICTb NOAAHHS PerynsipHoO
OHOBJIHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 Mopsaky 34iMCHEHHS
chapmakoHarnsagy, 3aTBepmKeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiuu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTsi oCcTULIT YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxui
Hakasy MiHicTepcTBa OXOPOHU 340POB'S
Ykpainu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMM,
3a3HayYeHMMN y NepiognYHOCTI NOAaHHSA

perynspHux 3siTiB 3 6e3neku.

peyenma
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B.o. I'enepanbHoOro gupexkropa Jlupekropary
(hapManieBTHYHOT0 3a0e3meyeHHs Isan 3AIBOPHUX



NMEPENIK
NIKAPCBKUX 3ACOBIB (MEANYHUX IMYHOBIO/TOTYHUX MPEMAPATIB), LLLOAO AKUX BY/TN BHECEHI 3MIHU 10
PEECTPALINHNX MATEPIANIB, AKI BHOCATbLCSA A0 AEPXXABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHA

Aopatok 3

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

peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX

iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx

MaTepianis»

BiA 07 )koBTHA 2021 poky Ne 2174

amnynn B Kopoo6i
KapTOHHOMY

cneumdikauisix Ha A®l, abo BMXigHWIA/MPOMIKHWIA
NpoAyKT/peareHT, L0 BUKOPUCTOBYIOTLCSA Y NPOLLECI
BMPO6HMLUTBA ADI (iHLWI 3MiHN)
CynyTHs1 3MiHa

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
1. L - APTIHIHY KpucTanivyHni TOB YKpaina LLlaHxali KioBa AMiHO Kutaii BHECEHHS 3MiH 4,0 pPeecTpaLiiHNX MmaTepiasiiB: 3MiHu | Tuny - - UA/15725/01/01
MOHoOrigro NnopoLUoK (cybeTaHList) "MynbTichap Acig, Ko., N1A4. AAMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
Xnoeunpg y NoABiHMX ma" afipecu 3asBHUKa (B/1aCHVKa peeCTpaL,iiHOro NocBigYeHHs)
nonieTnIeHoBUX
nakeTtax gns
thapmaLeBTU4HOro
3acTOCyBaHHSA
2. L-NIBNHY pO34uH ANs iH'eKUiiA, 1 MAT YkpaiHa MAT "Tanuuchapm” Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 3a UA/2131/01/01
ECLUMHAT® mr/Mn no 5 mn B "ranuudap 3MiHu 3 aKocTi. A®Il. KoHTposnb A®I. 3miHa y napameTpax peyenmom
amnyni, no 5 amnyn'y Mm" cneumdikauin Ta/abo [oNyCTUMKUX MEX, BUSHAUYEHNX Y
6nictepi, nokpuTomy cneumdikauisix Ha A®l, abo BUXigHWI/NPOMIKHWIA
nniBkoto, no 2 NpoayKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLLECi
6nictepn y navui BMPO6HMLUTBA ADI (iHLWi 3MiHN)
CynyTHSA 3MiHa
3MiHu 3 siKocTi. A®l. KoHTponb AdI. 3miHa y meTogax
BMNpo6yBaHHA A®| abo BuXigHOrO MaTepiasy/npoMikKHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y MPOLIECI
BMPOGHULTBA AD| (HE3HAYHI 3MiHW Y 3aTBEPKEHNX
MeToAax BUMPOOYBaHHS) — BHECEHHS 3MiH y peecTpaviiiHe
pocke MN3 L-nisvHy ecumHaT®, po3unH Ans iH'ekuild, 1
Mr/MA, @ came NpUBeAEHHSA KPUTEPITB NPUIAHATHOCTI N.
«MBUY» B cneuundikauii/meTogax BunpobysaHHs o EP/OPY
onsa A®l ecumHoBa cinb 2,6-AiamiHOrekcaHoBOI K1cnoTu,
NMOPOLLIOK (Cy6CcTaHLis)
3. L-NMIBNHY pO34MH A1 iH'eKUiid, 1 MNAT YkpaiHa MAT "ranuucpapm” YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3MiHu | Tuny - - UA/9507/01/01
ECUVHAT® mr/mn in bulk: no 5 mn "Tanuuchap 3MiHu 3 siKocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
B amnyni; no 462 M" cneumdikauin Ta/abo foNyCTUMKUX MEX, BUSHAYEHUX Y




27

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

3miHu 3 sKocTi. A®l. KoHTponb A®l. 3miHa y meTogax
BUNPo6yBaHHA APl abo BUXigHOro martepiany/npoMikHoro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y NpOLeci
BMPOGHMLTBA AD| (HE3HAYHI 3MiHW Y 3aTBEPOKEHMX
MeToAax BUNPOOYBaHHS) — BHECEHHS 3MiH Yy peecTpaviliHe
focbe MN3 L-ni3vHy ecunHaT®, po3ynH aNns iH'ekwuiid, 1
Mr/M1, @ came NpPUBEAEHHS KPUTEPITB MPUAHATHOCTI M.
«MBUY» B cneumdikauii/meTogax sunpobysaHHsa o EP/ADY
onsa A®l ecumHoBa cinb 2,6-giamiHOrekcaHoBOi K1cnoTu,
NOpOLOK (cy6CcTaHUis)

A3SNMEL®

kancynu no 250 mr, no
6 abo no 10 kancyn B
6nicTepi; no 1
6nictepy B nauui

MAT
"Knismegnp
enapar”

YkpaiHa

MAT
"Kuismegnpenapar”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny -
3MiHM WoAo 6e3nekn/ehekTBHOCTI Ta thapmakoHarnsgy.
3MiHN Y KOPOTKili XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLT 4N MeAMYHOro 3aCTOCYBaHHS
reHepuyHUX/ribpyuaHMXx/6ionogibHNX NikapCbkMx 3aco6is
nicnsi BHECEHHS TiEl caMoi 3MiHW Ha peddepeHTHUIA npenapar
(3miHa He noTpebye HafaHHSA XOAHMX HOBUX AOAATKOBUX
[JaHnX) - 3MiHW BHECEHO A0 IHCTPYKUii AN MeguyHOro
3acToCyBaHHS NiKapcbKoro 3acoby A0 po3ainis: "B3aemogis
3 iHWKMK NikapcbkMMK 3aco6amMu abo iHLi BuAW B3aeMOgin",
"Oco6nMBOCTI 3aCTOCYBaHHA", "3acTocyBaHHs Y nepiog,
BariTHOCTi abo rogyBaHHs rpyaar”, "3aaTHicTb BNvMBaTh Ha
LIBUAKICTb peakuii npy kepyBaHHi aBToTpaHcnopTom abo
iHWKYMK mexaHismamn”, "Oitn", "Mo6iuHi peakuii" BignosigHO
[0 OHOBEHOT iHGhopMaL,ii pedhepeHTHOro likapCbKoro
3acoby Cymamef kancynim 250 mr. BBefieHHs 3MiH NpOTSArom
6-TV MICALIB MiC/1A 3aTBEPMAKEHHS.

3a
peyenmom

UA/7234/01/01

AKHECTON

Kpem, 200 mr/r no 30 r
y Ty6i, no 1 Ty6i B
nauuj

MAT
"Knismegnp
enapar"

YkpaiHa

MAT
"Kuismegnpenapar

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny -
36iNbLUEHHS Nnepioay A0 NpoBeAEeHHS NOBTOPHNX
BMNpobyBaHb APl AzenaiHoBoi kucnoTu BupobHuka Tyche
Industries Limited, India Ha OCHOBI NO3UTUBHUX pe3y/bTaTiB
[LOBrOCTPOKOBUX AOCAIMKEHb CTABINBHOCTI Yy peasibHOMy
yaci; 3anponoHOBaHoO:

TepMiH NpUAATHOCTI: Nepiog, 40 NPOBEAEHHS NOBTOPHUX
BUNPOGYBaHb — 5 POKiB; 3MiHM | TUNY - 3MiHA YyMOB
36epiraHHa APl AzenaiHoBoi kucnoTu Bupo6Huka Tyche
Industries Limited, India Ha OCHOBI NO3UTUBHUX pe3y/bTaTiB
pocnigpkeHb cTabinbHOCTI; 3anponoHOBaHO: YMOBU
36epiraHHA: B OpuriHabHili ynakoBLj, npy TeMnepaTypi He
suwe 30 °C.

6e3
peyenma

UA/7011/01/01

ANEPIonik

TabneTkun, BKPUTI
060/10HKOI0, MO 5 Mr,
no 10 Tabnetok y
6nictepi, no 1 a6o no
2, abo no 3 6nictepn y
nadi 3 KapToHy

MpAT
"TexHonor"

YkpaiHa

MpAT "TexHonor"

Ykpaina

BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis 3MiHuW | Tuny -

BBEJIeHHA [04aTKOBOro po3Mipy cepii roToBoro Nikapcbkoro

3acoby. 3anponoHoBaHo: 5,15 kr (50 000 TabneTok, Big 42

500 po 50 000 TabneTok); 41,20 kr (400 000 TabneTok, Big,
360 000 go 400 000 TabneTok)

6e3
peyenma

UA/14441/02/01
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Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

AMILUUTPOH
® BE3 LLYKPY

NOPOLLIOK A/1A
OpasIbHOTO PO3YMHY,
no 13 ry cawe; no 13
ry cawe, no 10 cawe
y nauui 3 kKapToHy

ToBapucTeo
3
[04aTKOBOO
BignoBigasib
HICTIO
"IHTEPXIM"

Ykpaina

ToBapucTBO 3
[04,aTKOBO
BiANOBIAA/TIbHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiiHux maTepiastis 3MiHu | Tuny -
BBE/leHHs 0AATKOBOro BUPOBHNMKA Ait040i PeHOBUHM
deHinedpuHy rigpoxnopug, Wo BXoAUTb [0 CKnagy
roTOBOrO JlikapCbKOro 3acoby, fkuii Mae cepTudikar

BignosigHocTi EP, (3aTBepaxeHo: Unichem Laboratories Ltd,

IHAaia, 3anponoHosaHo: Unichem Laboratories Ltd, IHgis Ta

Malladi Drugs & Pharmaceuticals Limited Unit-3, IHgis, CEP

R1-CEP 2003-179-Rev 03); cynyTHA 3MiHa - 3MiHU 3 AIKOCTi.

A®I. KoHTponb A®P| - 3miHa y TecTi "3asIMLLKOBI KiflbKOCTI
OpraHiYHUX PO3UYMHHWKIB" - AOAABaHHA HOPMYBaHHSA Ta
MeTOAVKN BUKOHaHHA TECTY [/ HOBOTO BUPOGHUKA 3
YTOYHEHHSIM Ha3BW TECTY; BiANOBIAHI 3MiHM B po3ginax
ynaKkoBKa, MapKyBaHHS, TEPMiH NPUAATHOCTI; 3MiHK | TRy -
BU/TYYEHHS TecTy "Baxki meTanun" 3i cneumdikuaii Ta

MeTogiB KOHTponto A®| AckopbiHoBa KMCNOTa; 3MiHK | Tuny -

3MiHM 3 skocTi. A®I. KoHTponb A®I - y cneumdikauii Ta
MeTofax KoHTposto APl AckopbiHoBa KucnoTa
MPOMNOHYETLCA 3MiHA HOPMYBaHHSA Ta METOAUKV BUKOHAHHS
TecTy "3a/IULIKOBI KiSIbKOCTi OPraHiYHNX PO34MHHUKIB" 3
YTOYHEHHSAM Ha3BUW TECTY Y 3B'A3KY 3 OHOB/IEHHAM
[okymMeHTauji BupobHuka (ASMF); 3MiHM | Tuny - 3aMiHa
BMPOGHWYOT AinbHNLi (MicLs NPOBaMKeHHS AisfbHOCTI) ANs
3aTBepmKeHoro Bupo6bHuka A®I Ackop6iHoBa KMCnoTa, Lo
BXOAMTb [0 CKnaay NikapcbKoro 3acoby, (3aTBepoKeHo:
Northeast Pharmaceutical Group Co., Ltd. No.37,
Zhonggong North Street, Tiexi District, Shenyang , China,
3anponoHosaHo: Northeast Pharmaceutical Group Co., Ltd.
No.29, Shenxiliu Dong Road, Economic Technology
Development District, Shenyang, China

6e3
peyenma

UA/14116/01/01

AHTAPEC®

Tabnetku no 200 wr;
no 10 Tabnetok y
6nictepi; no 3 abo 9
6nicTepiB y nauui; no
15 TabneTok y
6nictepi; no 6
6nicTepiB y nauui

MNAT
"Knismegnp
enapar”

YkpaiHa

MAT
"Kuismegnpenapar”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny -
3MiHW 3 AKOCTi. [0TOBMIA Nikapcbkuii 3aci6. 3miHK y
BMPOOHULTBI. 3MiHa po3Mmipy cepii (BkIoYarouun gianasoH
po3Mipy cepil) roToBOro AikapcbKoro 3acoby (36inbLIeHHs g0
10 pasiB MOPIBHSHO i3 3aTBEPKEHNM PO3MIPOM) - BBEAEHHS
nopfartkosoro po3mipy cepii '13. 3anponoHosaHo: 100 kr,
Lo cTaHoBMTb 416 666 TabneTok (3 4oNyCTUMUMU
BigxuneHHsamMm Big 90,0 kr go 110,0 kr a6o 375 000 TabneTok
0o 458 333 Tabnetok) 220 «r, WO cTaHOBUTL 916 666
TabneTok (3 gonyctummnmMm BigxuneHHsmm Big 200,0 kr fo
240,0 kr abo 916 666 TabneTok (3 LONYCTUMMMHU
BigxuneHHsamu Big 200,0 kr go 240,0 kr a6o 833 333 go 1
000 000 TabneTok)

600 kr, Wwo craHoBMTb 2 500 000 TabneTok (3 4oMyCTUMUMMN
BigxuneHHamu Big 540,0 kr go 660,0 kr a6o 2 250 000 go 2
750 000 TabneTok)

3a
peyermom

UA/17096/01/01

APUMIAEKC

TabneTkn, BKpUTI

ACTPA3EH

Besnvka

AcTpa3eHeka

CLIA/

BHECEHHS1 3MiH A0 peecTpaliiHNX MaTepiasiB 3miHu | Tuny -

3a

UA/2417/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
N/1iBKOBOO EKA HOK BpuTaHis dapmacbtotukanc MM, Benuka 3MiHM WoAo 6e3nekn/edheKTBHOCTI Ta chapmakoHarnagy. peyenmom
060/10HKOI0, MO0 1 Mr; NimiTen CLA (B1po6HMK BpuTaHi BeeneHHs1 ab0 3MiHU [0 y3arafibHEHUX AaHUX NPO cUcCTeMy
no 14 tabneTtok y nikapcbKoro 3acoby "in hapmakoHarnagy (BBe4EHHS y3arasibHEHUX AaHKX Npo
6nicTepi; no 2 bulk"); Actpa3eHeka cucTemy chapmakoHarnsgy, 3MiHa yNnoBHOBakKeHOT ocobu,
6nicTepy y KapTOHHIl IOK Nimiten, Benuka BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay; KOHTaKTHOI
KopoobLi BpuTtaHis (BUPOGHWK, 0co6u 3 chapmakoHarnagy 3asBHMKa A5 34iINCHEHHS
BignoBigasibHWI 3a thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Bif,
nakyBaHHS Ta BUNYyCK YNOBHOB&XXEHOI 0C06U, BifjNOBIAAIbHOT 3a 34iICHEHHS
cepii) thapmakoHarnagy (BKovatoum KOHTaKTHI AaHi) Ta/abo 3MiHu
Y PO3MiLLEeHHI MacTep-dhalina cuctemy papmakoHarnsgy) -
3MiHa KOHTaKTHOI 0co6Y 3asiBHMKa, BIAMNOBIAA/IbHOT 3a
3ailicHeHHs thapmakoHarnsay B YkpaiHi. MponoHoBaHa
pepakuis: MNpygaies JeHnc AMnTpoBuY. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0cobu 3asiBHUKa, BiANOBIAa/IbHOT 3a
34iicHeHHs dhapMakoHarnsay B YkpaiHi
10. APINEHTAN Tabnetkn, no 10 Mr no 3AT NntoBcbka | AkTtasic /1T4., ManbTa ManbTa BHECEHHS 3MiH 0 peecTpauiiiHux maTepiastis 3MiHu | TRy - 3a UA/14376/01/01
7 Tabnetok y 6nictepi; "®apmnira” Pecny6nik (BUPOGHMLTBO Ta nogaHHs oHossieHoro CepTudikaty BignoBigHOCTI peyenmom
no 4 6nictepun y nauui a BUMYCK Cepii) €sponelicbkin hapmakonei R1-CEP 2014-011-Rev 00 gns
Aitoyoi peyoBuHN Apuninpasony Bif 3aTBepKeHoro
BUpo6HMKa ZHEJIANG HAUHAI PHARMACEUTICAL CO.,
LTD., China
11. APINEHTAN Tabnetkn, no 15 Mr no 3AT NutoBcbka | AkTasic /1Ta., ManbTa ManbTa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis 3MiHu | TNy - 3a UA/14376/01/02
7 Tabnetok y 6nictepi; "®apmnira” Pecny6nik (BUPOGHMLTBO Ta nofaHHs oHoBieHoro CepTudikaty BignoBigHOCTI peyenmom
no 4 6nictepun y nauui a BWMYCK Cepii) €sponelicbkin dhapmakonei R1-CEP 2014-011-Rev 00 gns
Aitoyoi peyoBuHN Apuninpasony Bif 3aTBepKeHoro
BUMpo6HMKa ZHEJIANG HAUHAI PHARMACEUTICAL CO.,
LTD., China
12. ACKO®PEH- Tabnetku, no 6 abo no MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis 3miHu | Tuny: 6e3 UA/7528/01/01
AAPHULA 10 TabneTok y "®bapmaueBT "®apmMaLeBTnyHa 3MiHu 3 aKocTi. A®Il. KoHTposnb A®I. 3miHa y napameTpax peyenma
KOHTYPHIli YapyHKOBIl nyHa dipma ipma "JapHuus” crneungikauiii Ta/abo 4ONyCTUMUX MEX, BUSHAYEHUX Y
ynakosLi; no 1 "OapHuus” cneumdikauisix Ha A®l, abo BMXigHWA/NPOMIKHWIA

KOHTYPHIn YapyHKOBIlA
ynakoBLi y nayuj; no 6
a6o no 10 TabneTok y
KOHTYPHUX
YapyHKOBUX YMaKoBKax

NpOAYyKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NpoLeci
BUpPO6HMLUTBa ADI; cynyTHA 3MiHa: 3MiHM 3 iKocTi. AdI.
KoHTponb A®l. 3miHa y meTogax BunpobyBaHHa Ad| abo
BMXiAHOro Marepiany/npomikKHOro NpoAyKTy/peareHTy, Lo
BUKOPUCTOBYETLCS Y npoueci BUpo6bHuLTBa A®I (iHWi 3MiHK
y MeTogax BunpobyBaHHs (BK/IOYatoum 3amiHy abo
[0noBHEHHS1) AD| abo BUXiAHOrO/NPOMIXHOro NpoaykTy). o
crneunqikaii Ta aHaIITUYHUX METOAMK Ha Aitouy PeYOBUHY
AueTuncaniyunosa kucnoTa y tectax «Po3umHHICTb»,
«laeHTudikauis», «Mpo3opicTb PO3UnHY», «KONbOPOBICTb
PO3uMHy», «BTpaTa B Maci npu BUCYLLYBaHHI», «KinbkicHe
BM3HAYEHHS» HOPMYBaHHS 3a/MLIeHo 6e3 3MiH. BHeceHi
pefakLiiiHi npaBku, ki ochopmeHi BignoBigHO A0
pekoMeHAgauin Ta ctuaictukm APY. BunyyeHa iHhopmavis
npo Temneparypy naasfeHHs cybcTaHLii 3 TecTy «Onuc».
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

HopmyBaHHS TecTy «Mikpo6ionoriyHa YicToTa» NprvBeAeHO
y BiANOBIAHICTb A0 BUMOT €®, 5.1.4.; 3MiHK | TUNY: 3MiHK 3
AKOCTi. A®I. KoHTposb A®I. 3miHa y napameTpax
cneumdikauin Ta/abo [oNyCTUMKUX MEX, BUSHAUYEHNX Y
cneumdikauisix Ha A®l, abo BMXigHW/NPOMIKHWIA
NpoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NPOLLECI
BMPOGHMLTBA ADI; CynyTHSA 3MiHa: 3MiHM 3 skoCTi. ADI.
KoHTposnb A®I. 3miHa y MeTodax BunpobyBaHHsa APl abo
BMXIAHOrO MaTepiany/npoMiKHOro NpoAyKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS Y NpoLeci BUPO6HMLTBA AD| (iHLLI 3MiHK
y MeTogax BunpobyBaHHs (BK/IOYaoum 3amiHy abo
L0noBHEHHST) AD| abo BMXIAHOTO/NPOMIXHOro NpoaykTy). o
cneumdikauii Ta aHaniTMYHUX METOAMK Ha Aitovy PeyoBUHY
AueTtuncaniynnosa kucnota y Tecti «CynposifHi JOMiLLKN»
HOpPMYBaHHS NPYBEAEHO Y BIAMOBIAHICTL A0 MOHOrpadil
«Acetylsalicylic acid» €sponelicbkoi ®apmakonei (10.0);
3MiHu | TNy - y TecTi «CyrbaTHa 30/1a» aHasliTUYHI
METOAMKM Ha Aitody pe4yoBuHY AueTunicaniumnosa Kucnota
3a/mLLeHi 6e3 3MiH. BHeceHi pefakuiiiHi npaBku, Sk
ochopMmeHi BiANOBIAHO A0 peKOMeHAaLii Ta CTUMICTUKK
AdY; 3minm | Tvny - 3i cneupdikauii Ta aHaNiTUYHUX METOAMK
Ha fitouy peyoBuHy AueTuscaniuniosa KucaoTa BUnyYeHui
TecT «Baxki MeTasin» Ha NigcTasi aHanisy pusukis Big
BMPOGHMKa i BUMOr MoHorpadii «Acetylsalicylic acid» €®;
3MiHM | TRy - onuc yMoB 36epiraHHs A1 4iloyoTl pevoBUHN
AueTuncaniunniosa KicioTa npUBeaeHo Y BignoBigHICTL 40
pekomeHpauili HactaHosn CT-H MO3Y 42-3.3:2004.
HacTtaHoBa 3 KocTi. flikapcbki 3aco6u. BunpobyBaHHs
CTabiNIbHOCTI | NpefCcTaBNeHO B HACTYMHIN pefakyjii: «Y
LLIiNbHO 3aKynopeHili Tapi Npy Temnepartypi He Bulle 25 °Cx;
3MiHU | TUNY - Ha3By NokasHuka «lepiog NepeKoHTPOsI0»
BMNpPaBfieHo Ha «TepMiH NepeKoHTPOIO» AN Aio4oTl
peyoBUHM AueTuncaniynnosa KnucnoTa; 3Miiu | Tuny: 3miHm
3 akocTi. A®Il. KoHTponb A®l. 3miHa y napameTpax
cneumdikauin Ta/abo [onNycTUMKUX MEX, BUSHAUYEHUX Y
cneumdikauisx Ha A®I, abo BUXiAHWUA/NPOMIXHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCSA Y NpoLeci
BUPOGHMLTBA ADI; cynyTHA 3MiHa: 3MiHM 3 KOCTi. API.
KoHTponb A®l. 3miHa y meTogax BunpobysBaHHa APl abo
BMXi4HOro Marepiany/npomikKHOro NPOAyKTy/peareHTy, Lo
BVIKOPWCTOBYETbLCS Y NpoLeci BUPOGHMLTBA ADI (iHLLUI 3MiHK
y MeTofax BunpobyBaHHs (BK/t0oYaoumn 3amiHy abo
[0MNoBHEHHS) A®| ab0 BUXIAHOro/NPOMIDKHOTO MPOAYKTY).
3MiHa y MeTofax BUNpo6yBaHHSA Ha fitody peqoBuHy KodeiH
y Tectax «Onne», «PO3UnHHICTb», «laeHTudikaLisn»,
«[Mpo30picTb PO3UMHY», «KObOPOBICTb PO3UNHY»,
«KnCnoTHiCTb», «CynpoBiAHi OMILLKN», «3a/INLLKOBI

KiNIbKOCTi OpraHiyHnMX po34mHHUKIB», «KiflbKICHE BU3HAYEHHSI»
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
«Baxki meTanu» ans BupobHuka «Jilin Shulan Synthetic
Pharmaceutical Co., Ltd.», China, «Mikpo6ionoriyHa
UYMCTOTa» HOPMYBaHHS 3aUTMLLEHO 6e3 3MiH. BHeceHi
peakuiiiHi npaBku, siki 0dOpMIIeHi BignoBigHO 40
pekomeHAaLili Ta ctunicTrki AdY; 3miHu | Tny: 3miHu 3
akocTi. A®l. KoHTponb A®I. 3miHa y meTogax BunpobyBaHHsA
A®| abo BMXigHOro Matepiany/npomMiKHOTo
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y MPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MIHW Y 3aTBEPKEHNX
MeToAax BMNpoGyBaHHS). 3MiHa y MeToAax BUNPOOyBaHHS
Ha fitoyoi peyosuHU KodbeiH y TecTax «Cynbgatn»,
«BTpata B Maci npy BUCYLLYBaHHi», METOAVKM 3a/INLLIEH 6e3
3MiH. BHeceHi pegakuiiiHi npaBku, ski ohopMeHi BiANOBIAHO
[0 pekomeHAaLjin Ta cTunictukm AdY; 3miHu | Tuny - 3MiHa y
napameTpax cneuudikaLii Ha gitovy peqoBuHy KodheiH B
TecTi «Baxki meTanu» ans BupobHrka Shandong Xinhua
Pharmaceutical Co., Ltd., China TecT Bun1y4eHo 3 po3giny Ha
nigcTasi aHaui3y pu3uKiB Bif BUPO6HMKA | BUMOT MOHOTpadil
«Caffeine» €Bponeiicbkoi Papmakonei (10.0). Tect
«AHOMa/IbHa TOKCUYHICTb» BUIyYEHWUIA 3 pO3Ainy, Tak fK
cy6CcTaHUis npu3HayeHa 4719 BUKOPUCTaHHSA y BUPOBHULTBI
HeCTepW/IbHUX JliKkapCbknx 3aco6iB; 3MiHW | TUNy - 3MiHN Ans
nitoyi pevoBuHn Kodbein anst Bupo6Huka Shandong Xinhua
Pharmaceutical Co., Ltd., China nokasHuk «TepMiH
npuAaTHOCTI» NPUBEAEHO Y BiAMOBIAHICTb A0 MaTepianis
BMPOGHMKA | NPeACcTaB/IeHo B HACTYNHIl pefakuil: «4 poku —
TEPMiH NEPEKOHTPOO» ANA Ai04Oi peYOBUHM
13. AYrMEHTUH MOPOLLIOK ANt nakcoCmit Benwvka CMmIiTKNsiiH Bivem Benuka BHECEHHS 3MiH 10 peecTpaviliHiX maTepianis BUNpaB/eHHs 3a UA/0987/05/02
™ Opa/IbHOT CyCneHsil, KnsiiH BpuTaHis PapmacbroTuKanic, BpuTaHis/ TexHi4yHoi nomukn B MKA J13 noB’sA3aHe 3 nepeHeceHHsAM peyenmom
400 mr/57 mr B 5 mn, Excnopt Benuka BpuTaHis; ®paHuisa iHchopmawii 3 HagaHOro BUPOGHUKOM PEECTPALIHOMO AOChE
MOPOLLIOK ANt Nimiteq nakco Bennkom y «Cneupndpikauito HanpuKiHLi CTPOKY NpUAATHOCTI Ha CYXWii
NpUroTyBaHHa 70 mn MpoaakwH, dpaHLis nopoLUok» Ta «Cneuudikalito Ha cycneHsito», Woao
cycnensii y phnakoHax KoperyBaHHs A0 TecTy «CynyTHi AOMILLKN aMOKCULWITIHY:
3 Mpo30poro ckna 3 (BEPX)». 3anponoHoBaHo: Cnevudikalis HanpuKiHLi CTpoKy
MeTaneBOo KPULLIKOHO, NPUAATHOCTI Ha CyXuii NOPOLLIOK
LLIO 3arBMHYYETHCS (3 TecT «CynyTHi AoMiLK/M amokeunumniny: (BEPX)» (% B/B).
KOHTPO/IEM NepLUOro Cneuudikauist Ha cycneHsito. TecT «CynyTHi AOMILLK/
BIAKPUTTSA | amokcuuuniny: (BEPX)» (% B/B)
noniMepHOI0 NIBKOI,
LLIO MiCTUTbCSA
BCepeaVHi) pa3om 3
[103YHOUUM LLINPULOM
abo mMipHUM
KoBnaykom, abo
MipHOIO JTOXKOIO,
noMilweHnit B
KapTOHHY KOpO6Ky abo
3 KPULLIKOHO i3
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

3axXUCTOM Bif
BIAKPUTTA AITbMU
pa3oMm 3 J03Yyunm
LUINPULLOM 260 MipHO
NOXKOI0, MOMiLLeHui B
KapTOHHY KOPOGKY

14. ADDPULA TabneTku, BKpUTI Oenbta LLiBeruapi Anotekc HegepnaHg HigepnaHngu BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis 3miHu | TRy - 6e3 UA/14500/01/01

MAKC 060/10HKO10, M0 400 Mr Megiken a b.B. 3MiHW BHECEHO [0 iHCTPYKUII A1 MeAUYHOro 3aCTOoCyBaHHS peyenma

no 10 TabneTtok y MpomoyLH3 nikapcbKoro 3acoby y po3gin "Oco6/MBOCTI 3aCTOCYBaHHS"
6nicTepi; no 1 abo 2 Al BiANOBIAHO [0 OHOBMEHOT iHGhopMaLii 3 6e3neku Aitoyoi
6nicTepy B KAPTOHHii peyoBUHW. BBEAEHHS 3MiH NPOTAroM 6-TW MicALIB nicns
Kopoobui 3aTBEPMKEHHS

15. BEHE®IKC Niogoinizar gns MNOAN3EP CLWA BioNla6, C.J/1. , IcnaHis IcnaHis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis 3MiHu | TRy - 3a UA/16134/01/01
PO34UHY ON151 iH EKLil EVY.CL.MIL. (anbTepHaTVBHA cuwA/ 3MiHK 3 AKocCTi. ADI. KoHTposb A®L. 3miHa y napameTpax peyenmom
no 250 MO, y chnakori | KOPMOPEW naboparopis Ans HimeuunHa cneumdikaLin Ta/abo AoNyCTUMUX MEX, BUSHAUYEHNX Y
Nel B KOMNEKTi 3 LH TeCcTyBaHHS cneumdikauisix Ha Ad®l, abo BMXigHWI/MPOMIKHWIA
PO34YMHHMKOM N0 5 M”n npenapary 3a NpoAYyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NpoLeci
y nonepegHb0 NoKa3HUKOM BMPO6HULTBA AP (3BY)KEHHS JOMYCTVMUX MEX, BUSHAYEHNX

HarnoBHEHOMY LWNpUL
Ta CTepuIbHUM
Habopom

«CTepuUbHICTb»);
Baet bBio®apma giBixH
o) Baet
dapmaceyTukaic
NNC, CWA (KoHTposib
AKOCTi PO3YMHHMKA
(kpim TecTiB "Cuna
0719 OYaTKOBOro
3cyBy nopuuHs”, "Cuna
TepTA NopLUHA",
"[ocnimKeHHs
repmeTunyHocTi"));
Baet ®apma C.A,,
IcnaHis (BUPOBGHULTBO
niocpinizaty 3a
MOBHUM LMK/IOM;
KOHTPO/b AKOCTI
PO34nHHKKa (KpiM
TecTy "Cuna TepTa
NOpLUHSA"); NaKyBaHHsA
PO34MHHKKA Yy HabIp;
KOHTPO/Ib AKOCTI,
36epiraHHs,
nakyBaHHS Ta BUMYyCK
Habopy;
BiANoBiganbHUii 3a
BWMNYCK cepii); BeTep
Papma-depTUryHr
v6X & Ko. KI™,

y cneuudikauir) - 3miHn napameTpis cneumdikauii
HeKOMMeHAia/TbHOT CUPOBUHY L-LMCTUH aurigpoxnopuay, Wwo
BVIKOPVCTOBYETbLCS Y NPOLECi BUPOBGHMLTBA aKTUBHOT
peyoBMHM, LLOAO 30BHILLIHLOIO BUMNIAZY: Big «White
crystalline powder» go «White to Slightly Yellow crystalline
powder»
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

HimeyunHa
(BMpOGHMLTBO Ta
KOHTPO/b AKOCTI
PO34nHHKKA (KpiM
TecTiB "Cuna gns

no4yaTkoBOro 3cyBy
nopwHa", "Cuna tepta
nopLuHsa",
"flocnimpKeHHs
repmeTunyHocTi"));
Betep dapma-
®epTuryHr MmoX & Ko.
Kr, HimeuunHa
(BMpOGHMLTBO Ta
KOHTPO/b AKOCTI
PO34nHHKKA (KpiM
TecTiB "Cuna gns
no4aTkoBOro 3cyBy
nopwHa", "Cuna tepta
nopLuHsa",
"flocnimpKeHHs
repmeTnyHocTi"));
BeTtep dapma-
®epTuryHr rm6X &
Ko.KI, HimeuwunHa
(Bi3yanibHWIA KOHTPOIb,
KOHTPO/b AKOCTI
PO34nHHKKA (KpiM
TecTiB "Cuna gns
no4aTkoBOro 3cyBy
nopwHa", "Cuna tepta
nopLuHsa",
"flocnimpKeHHs
repmeTunyHocTi"));
Betep dapma-
®epTuryHr rm6X &
Ko.KI, HimeuwunHa
(Bi3yanibHWIA KOHTPOIb,
KOHTPO/b AKOCTI
PO34MHHKKA (e
Tectn "Cuna ans
no4aTkoBOro 3cyBy
nopwHa", "Cuna tepta
nopLuHsa",
"flocnimpKeHHs
repMeTnyHOCTI"))

16.

BEHE®IKC

Niogpinizat gns
PO34MHY ANS iH EKLiN

NOANIEP
EAY.CLOI.

CLWA

bio/la6, C.J1., IcnaHisa
(anbTepHaTMBHa

Icnanis/
CLIA/

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis 3MiHu | TUNYy -
3MiHK 3 AKocCTi. ADIl. KoHTposib A®I. 3miHa y napameTpax

3a
peyenmom

UA/16134/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
no 500 MO y dhnakoHi KOPIMOPEWN naboparopis Ans HimeuyunHa cneumdikauin Ta/abo [oNyCTUMKUX MEX, BUSHAUYEHNX Y
Nel B KOMNAEKTi 3 LH TeCTyBaHHS cneumdikauisix Ha A®l, abo BUXigHWA/NPOMIKHWIA
PO3YMHHMKOM N0 5 Mn npenapary 3a NpOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NpoLeci
y nonepegHs0 MOKa3HNKOM BUPOGHMLTBA AD| (3BY)XKEHHSA JONYCTUMUX MEX, BUSHAUEHNX

HanoBHEHOMY LUNPUL
Ta CTepu/IbHUM
Habopom

«CTepuUnbHICTb»);
BaeT bio®apma fjBixH
och Baet
dapmaceyTukanc
NNC, CWA (koHTposib
AKOCTi PO3YUMHHUKA
(kpim TecTiB "Cuna
[N N0YaTKOBOro
3cyBy nopuHs®, "Cuna
TepTA NopLUHA",
"flocnimpKeHHs
repmeTunyHocTi"));
Baet ®apma C.A.,
Icnanis (BUpo6HULTBO
niogpinizaTy 3a
MOBHUM LMK/IOM;
KOHTPO/b AKOCTI
PO34nHHKKA (KpiM
Tecty "Cuna tepta
nopLHA"); NakyBaHHA
PO34YMHHVKA Yy HabIp;
KOHTPO/b AKOCTI,
36epiraHHs,
nakyBaHHS Ta BUMYCK
Habopy;
BiANOBifa/IbHWIA 32
BWMYCK cepii); BeTep
Papma-dPepTUryHr
6X & Ko. Kl
HimeyunHa
(BMpOGHMLTBO Ta
KOHTPO/b AKOCTI
PO34nHHKKA (KpiM
TecTiB "Cuna gns
no4aTkoBOro 3cyBy
nopwHa", "Cuna tepta
nopLuHsa",
"flocnimpKeHHs
repmeTunyHocTi"));
BeTtep dapma-
®epTuryHr MmoX & Ko.
Kr, HimeuunHa
(BMpOGHMLTBO Ta
KOHTPO/b SKOCTI

y cneuudikauii) - 3miH1 napameTpis cneuudikauii
HeKOMMeHAiaNibHOT CUPOBUHY L-UnCTUH aurigpoxnopugy, Wwo
BUKOPWUCTOBYETLCA Y NPOLLECi BUPOBHMLITBA aKTUBHOT
peyoBMHM, LLLOAO 30BHILLHLOrO BUrIAQY: Big «White
crystalline powder» o «White to Slightly Yellow crystalline
powder»
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

PO34nHHKKA (KpiM
TecTiB "Cuna gns
no4aTkoBOro 3cyBy
nopwHa", "Cuna tepta
nopLuHsa",
"flocnimpKeHHs
repmeTunyHocTi"));
Betep dapma-
®epTuryHr rm6X &
Ko.KI, HimeuwunHa
(Bi3yanibHWIA KOHTPOIb,
KOHTPO/b AKOCTI
PO34nHHKKA (KpiM
TecTiB "Cuna gns
no4aTkoBOro 3cyBy
nopwHa", "Cuna tepta
nopLuHsa",
"flocnimpKeHHs
repmeTunyHocTi"));
BeTtep dapma-
®epTuryHr rm6X &
Ko.KI, HimeuwunHa
(Bi3yanibHWIA KOHTPOIb,
KOHTPO/b AKOCTI
PO34MHHKKa (nwe
Tectn "Cuna ans
no4aTkoBOro 3cyBy
nopwHa", "Cuna tepta
nopLuHsa",
"flocnimpKeHHs
repMeTnyHOCTI"))

17.

BEHE®IKC

niodpinizat ana
PO34MHY N8 iH ek
no 1000 MO, 1
onakoH 3
niodpinizatom, 1
nonepegHL0
HanoBHEHWI WnpuL, 3
po3unHHMKoMm (0,234
% pO34uH HaTpito
xnopuay y Bogi ans
iH’exuin) no 5 mn, 1
afanTep gns
dhnakoHy, 1 cuctemy
ans iHdysii, 2
TammnoHu 3i cnnptom, 1
nnactvp, 1 mapneBy

noAyLueyky

MN®AN3EP
ENY.CLML.
KOPMOPEW
LLH

CLWA

BioNla6, C./. , IcnaHis
(anbTepHaTMBHa
naboparopis Ans

TeCTyBaHHS
npenapary 3a
MOKa3HUKOM
«CTepuUnbHICTb»);

BaeT bio®apma fjsixH

och Baet
dapmaceyTukanc

NNC, CLWA (koHTposib

AKOCTi PO3UYMHHMKA
(kpim TecTiB "Cuna
[ON15 TOYaTKOBOro
3CyBY nopLuHa", "Cuna
TepTA NopLUHA",
"flocnimpKeHHs

Icnanis/
ClwA/
HimeuunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis 3MiHu | TNy -
3MiHK 3 AKoCTi. ADIl. KoHTposib A®I. 3miHa y napameTpax
cneumdikauin Ta/abo [oNyCTUMKUX MEX, BUSHAUYEHUX Y
cneumdikauisix Ha A®l, abo BUXigHWUA/NPOMIKHWIA
npoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NPOLLECI
BUPOGHMLTBA AD| (3BY)XEHHSA JONYCTUMUX MEX, BUSHAUEHNX
y crneundikauii) - 3MiHM napameTpis cneuudikawii
HeKOMMeHAiaNbHOT CUPOBMHY L-UnCTuH aurigpoxnopuay, Wwo
BUKOPWUCTOBYETLCA Y NPOLLECi BUPOOHMLTBA aKTUBHOT
peyoBUHM, LLLOAO 30BHILLHLOrO BUrIAAY: Big «White
crystalline powder» go «White to Slightly Yellow crystalline
powders»

3a
peyenmom

UA/16134/01/03
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BKMafalTb y repmeTunyHocTi"));

KapTOHHY KOpPOGKY

Baet ®apma C.A.,
Icnanis (BMpo6HULTBO
niogpinizaty 3a
MOBHUM LMK/IOM;
KOHTPO/b AKOCTI
PO34nHHKKA (KpiM
Tecty "Cuna tepta
nopLHA"); NakyBaHHA
PO34YMHHVKA Yy HabIp;
KOHTPO/b AKOCTI,
36epiraHHs,
nakyBaHHS Ta BUMYCK
Habopy;
BiANOBifa/IbHWIA 32
BWMYCK cepii); BeTep
Papma-dPepTUryHr
6X & Ko. Kl
HimeyunHa
(BMpOGHMLTBO Ta
KOHTPO/b AKOCTI
PO34nHHKKA (KpiM
TecTiB "Cuna gns
no4yaTkoBOro 3cyBy
nopwHa", "Cuna tepta
nopLuHsa",
"flocnimpKeHHs
repmeTunyHocTi"));
BeTtep dapma-
®epTuryHr MmoX & Ko.
Kr, HimeuunHa
(BMpOGHMLTBO Ta
KOHTPO/b AKOCTI
PO34nHHKKA (KpiM
TecTiB "Cuna gns
no4aTkoBOro 3cyBy
nopwHa", "Cuna tepta
nopLuHsa",
"flocnimpKeHHs
repmeTunyHocTi"));
BeTtep dapma-
®epTuryHr rméX &
Ko.KI, HimeuwunHa
(Bi3yanibHWIA KOHTPOIb,
KOHTPO/b AKOCTI
PO34nHHKKA (KpiM
TecTiB "Cuna gns
no4aTkoBOro 3cyBy
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

nopwHsa", "Cuna tepta
nopLuHsa",
"flocnimpKeHHs
repmeTunyHocTi"));
BeTtep dapma-
®epTuryHr rm6X &
Ko.KI, HimeuwunHa
(Bi3yanibHWIA KOHTPOIb,
KOHTPO/b AKOCTI
pO34MHHKKA (e
Tectn "Cuna ans
no4aTkoBOro 3cyBy
nopwHa", "Cuna tepta
nopLuHsa",
"flocnimpKeHHs
repMeTnyHOCTI"))

18.

BEHE®IKC

niodpinizat ana
PO34MHy NS iH ek
no 2000 MO, 1
onakoH 3
niodpinizatom, 1
nonepegHLo
HanoBHEHWI Wwnpu, 3
po3unHHMKoMm (0,234
% pO34uH HaTpito
xnopuay y Bogi ans
iH’exuin) no 5 mn, 1
afanTep gns
dhnakoHy, 1 cuctemy
ans iHdysii, 2
TammnoHu 3i cnnptom, 1
nnactvp, 1 mapneBy
nogyLueyky
BKMajaTb y
KapTOHHY KOPObKY

MN®AN3EP
ENY.CLML.
KOPMOPEW
LLH

CLWA

BioNla6, C./. , IcnaHis
(anbTepHaTMBHa
naboparopis Ans

TeCTyBaHHs
npenapary 3a
MOKa3HNKOM
«CTepuUnbHICTb»);

BaeT bio®apma fjBixH

och Baet
dapmaceyTukanc

NNC, CLWA (koHTposib

AKOCTi PO3UYMHHMKA
(kpim TecTiB "Cuna
[O/15 OYaTKOBOro
3CyBY nopLuHa", "Cuna
TepTA NopLUHA",
"flocnimpKeHHs
repmMeTunyHocTi"));
Baet ®apma C.A.,,
Icnanis (BUpo6HULTBO
niogpinizaTy 3a
MOBHUM LK/IOM;
KOHTPO/b AKOCTI
PO34unHHKKA (KpiM
Tecty "Cuna tepta
nopLHA"); NakyBaHHA
pO34MHHYKKA Yy HabIp;
KOHTPO/b SKOCTI,
36epiraHHs,
nakyBaHHS Ta BUMYCK
Habopy;
BiANoBigasIbHUIA 3a

Icnanis/
ClwA/
HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis 3MiHu | TNy -
3MiHK 3 AKOCTi. ADIl. KoHTposb AdI. 3miHa y napameTpax
cneumdikauin Ta/abo [oNyCTUMKUX MEX, BUSHAUYEHUX Y
cneumdikauisix Ha A®l, abo BUXigHWA/NPOMIKHWIA
NpoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NMPOLLECI
BUPOGHMLTBA AD| (3BY)XEHHSA JONYCTUMUX MEX, BUSHAUEHNX
y cneundikauii) - 3MiHM napameTpis cneuudikawii
HeKOMMeHAiaNbHOT CUPOBMHY L-UnCTuH aurigpoxnopuay, Wwo
BUKOPWUCTOBYETLCA Y NPOLLECi BUPOOHMLITBA aKTUBHOT
peyoBUHM, LLLOAO 30BHILLHLOrO BUrIAAY: Big «White
crystalline powder» go «White to Slightly Yellow crystalline
powders»

3a
peyenmom

UA/16134/01/04
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

BWMYCK cepii); BeTep
Papma-dPepTUryHr
v6X & Ko. KI™,
HimeyunHa
(BMpOGHMLTBO Ta
KOHTPO/b AKOCTI
PO34nHHKKA (KpiM
TecTiB "Cuna gns
no4yaTkoBOro 3cyBy
nopwHa", "Cuna tepta
nopLuHsa",
"flocnimpKeHHs
repmeTunyHocTi"));
Betep dapma-
®epTuryHr MmoX & Ko.
Kr, HimeuunHa
(BMpOGHMLTBO Ta
KOHTPO/b AKOCTI
PO34nHHKKA (KpiM
TecTiB "Cuna gns
no4aTkoBOro 3cyBy
nopwHa", "Cuna tepta
nopLuHsa",
"flocnimpKeHHs
repmeTunyHocTi"));
Betep dapma-
®epTuryHr rm6X &
Ko.KI, HimeuwunHa
(Bi3yanibHWIA KOHTPOIb,
KOHTPO/b AKOCTI
PO34nHHKKA (KpiM
TecTiB "Cuna gns
no4aTkoBOro 3cyBy
nopwHa", "Cuna tepta
nopLuHsa",
"flocnimpKeHHs
repmeTunyHocTi"));
BeTtep dapma-
®epTuryHr rméX &
Ko.KI, HimewunHa
(Bi3yanibHWIA KOHTPOIb,
KOHTPO/b AKOCTI
PO34MHHKKa (nwe
Tectn "Cuna ans
no4aTkoBOro 3cyBy
nopwHa", "Cuna tepta
nopLuHsa",
"flocnimpKeHHs
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
repMeTnyHOCTI"))

19. BEHE®IKC niodpinizat ana MNOAN3EP CWA BioNa6, C.J1., IcnaHia IcnaHis/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis 3MiHu | TUNYy - 3a UA/16134/01/05
pO3unHy A5 iH'eKuin ENY.CLII. (anbTepHaTMBHa CLUA/ 3MiHM 3 aKkocTi. A®I. KoHTponb A®L. 3miHa y napameTpax peyenmom
no 3000 MO 1 chnakoH | KOPMOPEW naboparopis Ans HimeuyunHa cneumdikauin Ta/abo [oNyCTUMKUX MEX, BUSHAUYEHUX Y
3 niogpinizatom, 1 LH TeCcTyBaHHS cneumdikauisix Ha A®l, abo BUXigHWUA/NPOMIXKHWIA
nonepeAHbL0 npenapary 3a NpoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NPOLLECI
HamnoBHEHWN Wwnpu, 3 MOKa3HNKOM BUPOGHMLTBA AD| (3BY)XEHHSA JONYCTUMUNX MEX, BUSHAUEHNX

po34unHHMKOM (0,234
% pO34nH HaTpito
xnopugy y Bogi ans
iH'exuii) no 5 mn, 1
agantep ans
dhnakoHy, 1 cuctemy
ons iHdysii, 2
TamnoHu 3i cnmptom, 1
nnactvp, 1 mapnesy
noayLueyky
BKMafalTb y
KapTOHHY KOPOOKY

«CTepUbHICTb»);
BaeT bio®apma fjsixH
odh Baet
dapmaceyTukanc
NNC, CLWA (koHTposib
AKOCTi PO3UMNHHMKA
(kpim TecTiB "Cuna
[ON15 TOYaTKOBOro
3CyBY nopLuHa", "Cuna
TepTA NopLUHA",
"flocnimpKeHHs
repmeTunyHocTi"));
Baet ®apma C.A.,,
Icnanis (BMpo6HNLTBO
niogpinizaTy 3a
MOBHUM LK/IOM;
KOHTPO/b SKOCTI
PO34unHHKKA (KpiM
Tecty "Cuna tepta
nopLHA"); NakyBaHHA
pO34MHHYKKA Yy HabIp;
KOHTPO/b AKOCTI,
36epiraHHs,
nakyBaHHS Ta BUNYCK
Habopy;
BiANoOBiga/IbHUI 3a
BMMYCK cepii); BeTep
Papma-dPepTUryHr
v6X & Ko. KI™,
HimeyunHa
(BUPOGHMLTBO Ta
KOHTPO/b AKOCTI
PO34unHHKKA (KpiM
TecTiB "Cuna gns
ro4yaTKoBOro 3cyBy
nopHa", "Cuna tepta
nopLuHs",
"flocnimpKeHHs
repmMeTunyHocTi"));
BeTtep dapma-
®epTuryHr T'm6X & Ko.

y crneundikauii) - 3MiHM napameTpis cneuudikawii
HeKOMMeHAiaNbHOT CUPOBMHY L-UuncTuH aurigpoxnopugy, Wwo
BUKOPWUCTOBYETLCA Y NPOLLECi BUPOOHMLTBA aKTUBHOT
peyoBUHM, LLLOAO 30BHILLHLOIO BUrIAAY: Big «White
crystalline powder» go «White to Slightly Yellow crystalline
powders»
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

Kr, HimeuunHa
(BMpOGHMLTBO Ta
KOHTPO/b AKOCTI
PO34nHHKKA (KpiM
TecTiB "Cuna gns

no4yaTkoBOro 3cyBy
nopwHa", "Cuna tepta
nopLuHsa",

"flocnimpKeHHs
repmeTunyHocTi"));

Betep dapma-

®epTuryHr rméX &
Ko.KI, HimewunHa
(Bi3yanibHWIA KOHTPOb,
KOHTPO/b AKOCTI
PO34nHHKKA (KpiM
TecTiB "Cuna gns
no4aTkoBOro 3cyBy
nopwHa", "Cuna tepta
nopLuHsa",

"flocnimpKeHHs
repmeTnyHocTi"));

BeTtep dapma-

®epTuryHr rm6X &
Ko.KI, HimeuwunHa
(Bi3yanibHWIA KOHTPOIb,
KOHTPO/b AKOCTI
pO34MHHKKA (e
Tectn "Cuna ans
no4aTkoBOro 3cyBy
nopwHa", "Cuna tepta
nopLuHsa",

"flocnimpKeHHs

repMeTnyHOCTI"))

20.

BEPBEPIC-
FOMAKOPA

Kpanni opasbHi, no 30
My chrakoHi-
KpanesnbHuui
cknsHomy; no 1
onakoHy-KpanenbHuui
B KQPTOHHIl1 Kopobui

Bionoriwe
Xaiinbmitte
b Xeesib
m6X

HimeyunH
a

Bionoriwe
XaiinbmitTenb Xeenb
eX

HimeuyunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis 3MiHu | TNy -
3MiHM Woao 6e3nekun/ethekTnBHOCTI Ta hapmakoHarnagy -
3MiHW BHECEHO A0 TEKCTY MapKyBaHHS NepBUHHOT yNakoBKu
niKkapcbKoro 3acoby LLoA0 HAsABHOCTI 3aX1CHUX eNIeMEHTIB

6e3
peuyenma

UA/9733/01/01

21.

BETA/IOK

PO34UH A5 iH'eKUiA, 1
Mmr/mn; no 5 mn B
amnyni; no 5 amnyny
KapTOHHIlA KopooLi

ACTPA3EH
EKA Ab

Lisewis

CeHexci

PpaHuis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis 3miHu | TNy -
3MiHM WoAo 6e3neku/edpekTBHOCTI Ta thapmakoHarnsgy.
3MiHa KOHTaKTHOI 0CO6M 3asiBHYMKA, BignoBigasibHOI 3a
3aiicHeHHs chapmakoHarnsgy B YkpaiHi. MponoHoBaHa
pegakuis: Mpyaies eHnc AMuTpoBuY. 3MiHa KOHTAKTHUX
[aHNX KOHTaKTHOI 0co6u 3asiBHMKA, BiAMNOBiAa/IbHOI 3a
3piicHeHHs1 hapMakoHarnsay B YkpaiHi

3a
peyenmom

UA/2769/01/01

22,

BETAJIOK

TabNeTkn, BKPUTI

ACTPA3EH

LiBeuis

AcTpa3eHeka Ab

LLIBeuis

BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasliB 3miHM | Tiny -

3a

UA/3066/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
30K N/1iBKOBOO EKA AB 3MiHM WoAo 6e3nekn/edheKTBHOCTI Ta chapmakoHarnagy. peyenmom
060/10HKOI0, 3 BBeeHHst a60 3MiHM [0 y3arasibHeHUX JaHuX Npo cucTemy
YNOBINIbHEHUM hapmakoHarnagy (BBe4EHHS y3arasibHEHUX AaHKX Npo
BUBINIbHEHHAM MO 50 cuctemy hapmakoHarnagy, 3MiHa ynoBHOBaXkeHOi 0cobu,
mr, no 30 TabneTok y BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay; KOHTaKTHOI
thnakoHi; no 1 0co6u 3 chapmakoHarnagy 3asBHMKa A5 34iINCHEHHS
h/1aKOHY B KapTOHHii thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Bif,
KopooLi YMOBHOBaXeEHOT 0c0obu, BiANOBIAaNbHOT 3a 34iACHEHHS
thapmakoHarnagy (BKovatoum KOHTaKTHI AaHi) Ta/abo 3MiHu
Y PO3MiLLEeHHI MacTep-dhalina cuctemy papmakoHarnsgy) -
3MiHa KOHTaKTHOI 0co6Y 3asiBHMKa, BIAMNOBIAA/IbHOT 3a
3ailicHeHHs thapmakoHarnsay B Ykpaini. [iova pefakuis:
lepwyH IpuHa IBaHiBHa. MNponoHoBaHa peaakuis: Npyaies
Jexvc Amutposuy.
3MiHa KOHTaKTHUX faHUX KOHTaKTHOI 0CO6U 3asiBHYIKA,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMakoHarnaay B YkpaiHi
23. BETANOK TabneTtku, BKPUTI ACTPA3EH LBewis AcTtpa3eHeka Ab LBeuis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis 3MiHu | TNy - 3a UA/3066/01/02
30K nNiBKOBOIO EKA Ab 3MiHM Wo[o 6e3nekn/eteKTUBHOCTI Ta hapmakoHarisgy. peyenmom
060/10HKOIO, 3 BeeieHHs1 @60 3MiHV [0 y3arasibHeHUX JaHnX Npo cucTemy
YNOBIIbHEHVM chapmakoHarnsgy (BBeAeHHs y3araibHeHUX AaHux npo
BMBINIbHEHHSAM Mo 100 cuctemy chapmakoHarasgy, 3miHa ynoBHOBaXKeHOI 0cobu,
mr, no 30 Tabnetok y BiANOBIAaUIbHOI 3a 34iiCHEHHSA hapMakoHarnsay; KOHTaKTHOI
donakoHi; no 1 0cobu 3 chapmakoHarnsay 3asaBHUKa o151 34iACHEHHS
h/1aKOHY B KapTOHHIi thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Bif,
Kopobui yMOBHOBaXeHOT 0cobu, BigNoBiAanbHOT 3a 34iCHEHHS
hapMakoHarnagy (Bk1ovatoum KOHTaKTHI AaHi) Ta/abo 3MiHu
Y PO3MiLLEeHHI MacTep-halina cuctemv papmakoHarnagy) -
3MiHa KOHTaKTHOI 0C0o6M 3asiBHMKA, BiANOBIAA/IbHOT 32
3piicHeHHs chapmakoHarnsgy B YkpaiHi. [iroya pegakuis:
lepwyH IpuHa IsaHiBHa. MNponoHoBaHa peaakuis: MNpyaies
Aexvc Amntposuy.
3MiHa KOHTaKTHMX AaHNUX KOHTaKTHOT 0CO6M 3asiBHMKA,
BIANOBIAA/IbHOI 3a 34iiCHEHHSA thapMakoHarnsgy B YkpaiHi
24. BETANOK TabneTku, BKpUTI ACTPA3EH LBewis AcTpa3eHeka Ab LBeuis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis 3MiHu | TRy - 3a UA/3066/01/03
30K N1iBKOBOIO EKA Ab 3MiHM WoAo 6e3nekn/epeKkTUBHOCTI Ta thapmakoHarnagy. peyenmom
060/10HKOI0, 3 BBefeHHs ab0 3MiHM A0 y3arasibHEHUX AaHVX MPO cucTemy
YNOBINIbHEHUM

BUBINIbHEHHSIM MO 25
Mr, no 14 TabneTok y
6nicTepi; no 1
6nicTepy B KapTOHHiIl
Kopobui

chapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHux npo
cuctemy chapmakoHarnagy, 3MiHa ynoBHOBaXKeHoi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay; KOHTakTHOI
0cobu 3 chapmakoHarnagy 3asBHVKa 4719 34iNCHEHHSA
hapMakoHarnsgy B YkpaiHi, KO BOHa BigMiHHA Bif,
yNOBHOB&XeHOT 0cobu, BigNoBiAaNbHOT 3a 34iACHEHHS
hapmakoHarnagy (Bk/louatoum KOHTaKTHi AaHi) Ta/abo 3MiHu
y pO3MilLleHHi MacTep-thaiina cuctemm chapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0CObK 3asiBHMKA, BiAMOBIAA/IbHOT 32

3Ai/icHEHHs1 chapMakoHarnsay B YkpaiHi. [liroya pegakuis:
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
leplwyH IpuHa IBaHiBHa. MNponoHoBaHa peaakuis: Npyaies
Jexvc Amutposuy.
3MiHa KOHTaKTHUX faHWUX KOHTaKTHOI 0CO6U 3asiBHYIKA,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapMakoHarnaay B YkpaiHi
25. BOHAPOHAT | KoHueHTpaT ans ATHac Benuka BMPOOGHULITBO 3a HiMeuunHa/ | BHECEHHS 3MiH 0 peecTpauiliHix maTepianis: 3MiHu | Tuny - 3a UA/5557/01/01
® po3unHy Ans iHdysil, dapma HOK BpuTtaHis NMOBHMM LK/IOM: PoLu Benvka aAMiHICTpaTNBHI 3MiHW. BunyyeHHs BUPOOHNYOT AiNbHULL peyenmom
6 Mr/6 mn no 6 mn Nimiteq [liarHocTrke MM6X, BputaHis (Brtovaroum ginbHuui Ans A®I, npoMixxHOro NnpoaykTy abo
KOHLieHTpaTy y HimeuunHa; BTOpMHHE roTOBOrO fNikapcbkoro 3acoby, AiNbHUL AN NPOBEAEHHSN
thnakoHi i3 cknia; no 1 nakyBaHHs, BUMYCK nakyBaHHs, BUPO6HYKa, BignoBiAanbHOro 3a BUMYCK Cepild,
h1aKoHy Y KapTOHHIl cepii: Beiimeiig MNNC, MicLie NpoBeAeHHS KOHTPOJIO cepii) abo nocTayasibHuKa
Kopobui Benvka BputaHis BUXIQHOrO MaTepiasly, peareHTy abo LONOMIXHOI pevyoBUHU
(AKLLLO 3a3HAYEHO Y A0CbE) - BUyYEHHS BUPOBHYKA AitoUOoi
PEeYOBUHM iI6AHAPOHOBOI KACIOTU Y (hOPMI HATPIO
ibaHapoHarty, MoHorigpaty Roche Diagnostics GmbH,
Germany; 3anponoHoBaHo: F.Hoffmann-La Roche Ltd,
Switzerland Micro-Macinazione S.A., Switzerland
26. BO®EH CycCneHsis opanbHa, My6niyHe YkpaiHa My6niyHe akuioHepHe Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis 3miHu | TUny - 6e3 UA/10184/01/01
100 mr/5 mn no 100 akuioHepHe TOBapucTBO "HaykoBo- noJaHHs OHOB/IEHOro cepTucpikata BiaNoBIAHOCTI peyenma
MY tpriakoHi TOBapucTBo BMPOGHUYUIA LEHTP €poneiicbkili hapmakonei Ne R1-CEP 2002-099-Rev 06
CcKNsiHOMy abo "HaykoBo- "BopLuariBcbKuii 08 Airodoi pedosuHK Ibuprofen Big BXe 3aTBEpXXEHOr0
nonimepHomy; no 1 BMPOGHUYNI Ximiko- BMPOGHMKa, AKMiA 3mMiHWMB Ha3By Ha HUBEI BIOCAUSE
donakoHy B nauuj LeHTp hapmaLeBTUYHNI HEILEN PHARMACEUTICAL CO., LTD., Kutaii
pas3om 3 I0XKKOH "BopLiariscb 3aBof" (3aTBEepaxeHo: Hubei Granules Biocause Pharmaceutical
[03yBasibHOLO; 1o 100 Knii XiMiko- Co. Ltd., Kutait); 3miHu | TMny - nogaHHA OHOBJ/IEHOTO
My 6aHui nonimepHiii | dapmauesT cepTudikaTa BignoBigHOCTI EBponeiickbkiin hapmakonei Ne
pa3oM 3 JIOXKKOH NYHWIA R1-CEP 2002-099-Rev 07 ans gjtouoi pevosuHu lbuprofen
[03yBa/IbHOK B nauLy 3aBsog" Bif BXe 3aTBepmkeHoro BupobHuka HUBEI BIOCAUSE
HEILEN PHARMACEUTICAL CO., LTD. KuTaii
27. BPANOAH® PO3YMH ANA iH'EKLN, Mepk Wapni | LWseiiuapi BMPOGHNLTBO CLUA/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 3a UA/10458/01/01
100 mr/mn, no 2 mny [oywm IAEA a Hepo3giacoBaHol HigepnaHgn 3MiHM 3 KOCTI. FOTOBWIA NiKapCcbknii 3aci6. 3MiHN Y peyenmom
donakoHi; no 10 M6X nNpoAayKLUii, NnepBrHHE BMPOGHMLTBI. 3MiHa iMNnopTepa/3MiHu, L0 CTOCYHThLCA
dh1aKoHIB y KapTOHHIi nakyBaHHs1, KOHTPO/1b BUMNYCKY Cepii Ta KOHTPOSIHO SAKOCTi FOTOBOrO NiKapCbKOro
yNaKoBLii cepii B NnepBMHHOMY 3acoby (3amiHa abo foAaBaHHs AifbHUL, Ha AKil
nakyBaHHi Ta nif yac 3[iICHI0ETLCST KOHTPO/IL/BUNPOBYBaHHS cepii) - 3MiHa
BMNpo6yBaHb nepepn6ayae fofaBaHHA aflbTePHATUBHOIO caiTy (Bect
cTabinbHoCTI: AHaniTikan Cepsices, CLUA/West Analytical Services, USA) 3
MareoH (hYHKLIEI «TecTyBaHHA CTabiNbHOCTI» 3aKynoproBasibHUX
MaHydbekuypiHr maTepianiB (TECTyBaHHS LiNiCHOCTi 3aKpUTTS KOHTeliHepa),
Cepsices En. En. Ci., LLIO BUrOTOBASIOTLCS HA BUPOOHMYIN AinbHuui Patheon
CUA; Manufacturing Services LLC, USA; 3MiHu | Tuny - 3miHn 3
Brpo6HMuTBO 3a AKocTi. FoToBUIA Nikapcbkuii 3aci6. Cuctema
NOBHUM LMK/IOM, KOHTeliHep/3akynoptoBasibHMIA 3aci6. 3miHa y MeTogax
BK/TIOHAI0UMN [O3BIN Ha BUNPOOYBaHHA NEPBUHHOI YNaKkoBK/ rOTOBOTO NiKapCcbKoro
BMNYCK cepil: 3aco6y (iHWi 3MiHM Y MeToAax BUNpo6yBaHb (BKAOYAUM
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

H.B. OpraHoH,
HigepnaHau;
TECTyBaHHs
CTabiNbHOCTI*
(*TecTyBaHHs

LiNiCHOCTI 3aKpUTTS
KOHTeliHepa ans
BMPOBHUYOT AiNbHULL
Patheon
Manufacturing
Services LLC, USA):
BecT AHaniTikan
Cepsices, CLUA

3amiHy abo gogasaHHs)) - JogaBaHHS a/lbTEPHATUBHOIO
aHasliTMYHOTO MeToAy Ha BU3HAYEeHHS BUTOKY renito npu
TeCcTyBaHHi LiNiCHOCTI KPULLKW KOHTelHepa /13

28.

BPEKCIH®

Tabnetku no 20 mr; no
10 TabneTok y
6nicTepi; no 1, 2 a6o 3
6nictepy B nauui 3
KapToHy

K'esi
dapmac'toTik
en3 M6X

ABCTpis

BMpo6HULTBO in bulk,
nepBUHHE Ta
BTOPWHHE MaKyBaHHS,
KOHTPO/b Ta BUNYCK
cepii:

K'esi ®apmaueytui
C.n.A,, Itanis;
BMPOGHMLTBO in bulk
Ta KOHTPO/Ib Cepii:
daiiH dyac &
dapmac’toTikens
H.T.M. C.n.A,, Itania

ITanis

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny -
3MiHM 3 aKoCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AaTKOBOI Ai/TbHUL
BMPOGHMLITBA A151 YACTMHM abo BCbOro BUPOGHUYOro
npoLecy roToBOro Nikapcbkoro 3acoby (AiNbHMLA, Ha SKii
npoBoAATLCA 6yaAb-Ki BUPOOHMYI cTagil, 38 BUHATKOM
BUMYCKY Cepili, KOHTPOJIIO AKOCTi, NEPBUHHOIO Ta BTOPUHHOTO
nakyBaHHS, 4718 HECTEPUTbHUX NiKapCbKMX 3acobiB) -
BBEJEHHS 404AaTKOBOI AiflbHULI BUPOOHMLTBA
BiANOBIAA/IbHOI 32 BUPO6HULTBO in bulk - ®aiin dyac &
dapmac’toTikens H.T.M. C.n.A., Itanis; 3miHn | Tuny - 3MiHK 3
AKOCTi. [0TOBWIA Nikapcbknii 3aci6. 3MiHN Y BUPOOHULITBI.
3MiHa iMnopTepa/3MiHu, L0 CTOCYTLCA BUMYCKY cepil Ta
KOHTPO/IH0 SIKOCTi FOTOBOrO MiKapCcbKoro 3acoby (3amiHa abo
[0AaBaHHS AiNbHWLI, Ha SKili 30iCHI0ETLCSA
KOHTPONb/BUNPOGYBaHHSA cepil) - BBEAEHHS A04ATKOBOI
AiNbHULI BUPOOHMLTBA BifMNOBifasIbHOT 3a KOHTPO/IHO Cepii -
daiiH dyac & Papmac’totikens H.T.M. C.n.A., ITanis; 3MiHu |
TUNy - 3MiHK 3 KOCTi. [OTOBWIA NiKapcbkunii 3aci6. 3MiHK Yy
BMPOGHMLTBI. 3MiHX Y NpoLieci BUPO6HMLTBA FOTOBOIO
nNikapcbKoro 3acoby, BKIOUaUy NPOMKHUIA MPOAYKT, L0
3aCTOCOBYETHLCA NPV BUPOBGHMLITBI FOTOBOTO NiKaPCbKOro
3aco6y (He3HayHa 3MiHa y npoueci BUPOOHULTBA) - HE3HAYHI
3MiHM y npoueci BUpo6bHuLTBa /13 419 3anponoHoBaHoi
BMPOGHUWYOI AinbHUL - PaliH dPyac & PapmactoTikens H.T.M
C.n.A., ITanisi; 3miHn | Tvny - 3MiHK 3 SKOCTi. [OTOBMNA
nikapcbkuii 3aci6. 3mMiHM y BUpO6GHMLTBI. 3MiHa po3mipy cepil
(BK/IHOYAKOUM Aiana3oH po3Mipy cepii) roToBOro MikapCbKoro
3aco0y (36inblweHHA 4o 10 pasiB NOpiBHAHO i3
3aTBEPKEHVIM PO3MIPOM) - BBEAEHHS a/lbTepHaTUBHOIO
po3mMipy cepii /13 Ans 3anponoHoBaHOl BUPOOHUYOT AiNbHALL
daiiH dyac & PapmactoTikens H.T.M C.n.A. -940 «r, Wo
[OPIBHIOE TEOPETUYHIN KinbkocTi 2 350 000 TabneTok
(3aTBepaxeHo: 500 Kr, L0 AOPIBHIOE TEOPETUYHIN KiNTbKOCTI
1 250 000 Tabnetok Ana BupobHuuTBa K'esi PapmaueyTuui

3a
peyenmom

UA/4636/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
C.n.A)
29. BPUNIHTA TabneTtku, BKPUTI ACTPA3EH LBewis AcTtpa3eHeka Ab LLBeuis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis 3MiHu | TUNYy - 3a UA/12164/01/01
nNiBKOBOIO EKA Ab 3MiHM Wo[o 6e3nekn/eeKTUBHOCTI Ta hapmakoHarisgy. peyenmom
060/10HKO0, M0 90 Mr BeeieHHs1 @60 3MiHV [0 y3arasibHeHUX JaHnX Npo cucTemy
no 14 TabneTtok y chapmakoHarnsgy (BBefeHHs y3araibHeHUX AaHux npo
6nictepi; no 1 a6o 4 cuctemy thapmakoHarasgy, 3miHa ynoBHOBaXKeHOI 0cobu,
6nicTepn y KapTOHHIl BiANOBIAaUIbHOI 3a 34iiCHEHHS hapMakoHarnsay; KOHTakTHOI
Kopobui 0cobu 3 chapmakoHarnsay 3asaBHUKa o151 34iIACHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Bif,
yMOBHOB&XeHOT 0cobu, BigNoBiAanbHOT 3a 34iACHEHHS
hapMakoHarnagy (Bk1oyvatoum KOHTaKTHI AaHi) Ta/abo 3MiHu
y PO3MiLLleHHI MacTep-halina cuctemu dpapmakoHarnagy).
3MiHa KOHTaKTHOI 0CO6M 3asiBHYMKA, BignoBiga/ibHOI 3a
3aificHeHHs chapmakoHarnsgy B YkpaiHi. [ponoHoBaHa
pegakuisi: Mpyaies JeHnc AMutpoBuy. 3MiHa KOHTAKTHUX
[aHNX KOHTaKTHOI 0co6u 3asiBHMKA, BiAMNOBiAa/IbHOT 3a
3AjificHeHHs1 hapmakoHarnsay B Ykpaii
30. BPUNIHTA TabneTkun, BKpUTI ACTPA3EH Lseuis AcTtpa3eHeka Ab LLisewjs BHECEHHS 3MiH 40 peecTpauiinHmx maTepiasis 3MiHu | Tuny - 3a UA/12164/01/02
NNiBKOBOIO EKA Ab 3MiHM WoAo 6e3neku/edheKTNBHOCTI Ta thapmakoHarnagy. peyenmom
060/10HKOI0, MO 60 Mr BBeeHHst a60 3MiHM [0 y3araibHeHUX JaHuX Npo cucTemy
no 14 tabnetok y thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX gaHnx npo
6nicTepi; no 4 cucTemy chapmakoHarnsay, 3MiHa ynoBHOBakeHOoi ocobwm,
6nicTepy y KapTOHHiIl BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapMakoHarnsay; KOHTakTHOI
Kopoobui ocobu 3 chapmakoHarnsgy 3asnBHVKa A1s 34iRCHEHHS
hapmMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
YMNOBHOBaXXEHOT 0CO6M, BiANOBiAaNbHOT 3a 34iACHEHHS
hapMakoHarnsay (BK1uvakoum KOHTaKTHI AaHi) Ta/abo 3MiHM
Y PO3MiLLleHHI MacTep-haiina cucremu dpapmakoHarisay).
3MiHa KOHTaKTHOI 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
3fificHeHHs chapmakoHarnsgy B YkpaiHi. [ponoHosaHa
pepakuis: Mpyaies AeHuc AmutpoBuY. 3MiHa KOHTAKTHUX
[aHnX KOHTaKTHOI 0cobu 3asiBHUKa, BIAMNOBIAa/IbHOT 3a
3[ificHeHHs hapmakoHarnsay B YkpaiHi
31. BPIHENPA pO34uH ANs iHQy3ild, BioMapuH IpnaHgis roTOBWiA NikapCbKuii HimeyunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a UA/16841/01/01
30 mr/mn; no 5 mn IHTepHeLwwHn 3aci6: obpobka CnonyJei 3MiHu Wopao 6esnekn/edekTUBHOCTI Ta hapMakoHarnsgy. peyernmom
PO3urHy ans iHdysin y NimiTeq nikapcbkoro 3acoby Ta LWratn BBegeHHs1 abo 3MiHU A0 y3ara/ibHEHMX faHWX NPO CUCTEMY
NPO30pPOMY CK/ITHOMY nepBUHHE NakyBaHHA AmepurKm chapmakoHarnsgy (BBefeHHs y3araibHeHUX AaHux npo
chnakoHi (ckno | Tuny), (HanoBHEHHS roToBUM Ipnangis cucTemy thapmakoHarnsgy, 3MiHa ynoBHOBaXkeHOT ocobu,
3aKynopeHomy NiKapcbKknm 3aco60oM) Benukobput | BignoBiganbHOI 3a 34iiCHEHHS hapMakoHariagy; KOHTakTHOT
npo6koto Ta BUNPOBYBaHHSA aHis 0co6m 3 chapmakoHarnagy 3asBHVKa 4715 34iINCHEHHS
(byTunkayuyk) Ta KOHTPOJIHO AKOCTI thapmakoHarnagy B YKpaiHi, K0 BOHA BigMiHHA Bif,
06TUCHYTOMY (KOHTpPO/Ib B MpoLeci YMOBHOBaXXEHOI 0COOM, BifnoBigasIbHOI 3a 3A4iACHEHHS

aNIOMIHIEBOIO
Kpuwkoto Tuny flip-off
seal 3 N1aCTUKOBUM
KOBMa4yKoM 3e/1eHOro
Konbopy; no 2
h/1aKOHM 3 PO3YMHOM

BMPOGHMLTBA:
ineHTudhikauis,
Bi3ya/IbHWI KOHTPO/b,
6iOHaBaHTaXKeHHA Ta
KOHTPO/b Npu
BUMYCKY:

thapmakoHarnagy (BK/louatoum KOHTaKTHi AaHi) Ta/abo 3MiHu
y po3MilLieHHi MacTep-chaiina cuctemn dhapmakoHarnagy) -
3MiHa KOHTaKTHOT 0CO6M YNMOBHOBaXKEHOT OCOOU 3asIBHYMKA,
BiANOBiAa/IbHOT 32 hapmakoHarnsag B YkpaiHi. ditova
pepakuis: CaByeHko Amutpo CepriiioBuy. MponoHoBaHa
pegakuisi: Mopinimk Aptem Bonogmmumposumy. 3miHa
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Ans iHdysin y CTEPUSIBHICTD, KOHTaKTHUX JaHWX KOHTaKTHOI 0CO6M YNOBHOBaXXEHOI 0CO6M
KomnaekTi 3 1 bakTepiasibHi 3asBHMKa, BiANOBIAA/IbHOT 3a hapmakoHarnsag, B YkpaiHi.
h/1aKoOHOM 3 €H0TOKCUHW) PO34NH

PO34MHOM AN1A
npomuBaHHaA (Mo 5 mMn
PO34nHy Ans
NPOMVBAHHA Y
NPO30pPOMY CK/ITHOMY
chnakoHi (ckno | Tuny),
3aKyrnopeHomy
npo6Koto
(6yTnnkayuyk) Ta
06TUCHYTOMY
aIOMIHIEBOIO
kpuwkoto Tuny flip-off
seal 3 NnacTnKoBum
KOBMa4KOM XXOBTOr0O
KOMbOPY) B KAPTOHHIiA
Kopobui

NS NPOMUBAHHS:
06po6bKa flikapcbKoro
3acoby Ta nepBuUHHE

nakyBaHHS
(HanoBHEeHHs
PO34MHOM AN
NPOMMBaHHS) Ta
BUNPOGYBaHHSA
KOHTPOJIH0 SKOCTI
(KOHTpO/b B NpOLLECi
BMpOGHULTBA:
ineHTudhikauis,
Bi3yasIbHUIA KOHTPO/b,
6iOHaBaHTaXKeHHS,
KOHTPO/b Npu
BUMYCKY:
CTEePW/IbHICTb,
6akTepiasibHi
€eHA0TOoKCHHKN) BeTTep
dapma-depTiryHr
m6X i Ko. KI,
HimeuunHa rotosuii
nikapcbkuii 3aci6:
BMNPOGYBaHHSA
KOHTPOJIHO AKOCTI
(KOHTpO/b B NpoLeci
BMPOGHMLTBA:
ineHTudhikauis,

Bi3yaslbHUiA KOHTPO/b,
6GioHaBaHTaXEHHA Ta

KOHTPO/b Npy
BUMYCKY:
CTEPUSIBHICTD,
6akTepiasibHi
©HA0TOKCUHM) PO3UMH
NSt NPOMUBAHHSA:
BMNPOGYBaHHSA
KOHTPO/HO AKOCTI
(KOHTpPO/b B NpoLeci
BMPOGHMLTBA:
ineHTudikauis,

Bi3yaslbHUiA KOHTPOSb,
6iOHaBaHTaXXeHHsA Ta

KOHTPO/b Npu

BUMYCKY:
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
CTEPUSIBHICTD,

6akTepiasibHi
€HI0TOKCUHW) BeTTep
dapma-depTiryHr
m6X i Ko. KT,
HimeuunHa rotoBuii
nikapcbkuii 3aci6:
BUNPOGYBaHHSA
KOHTPOJIH0 SKOCTI
(KOHTpO/Ib B NpoLLECi
BMPOGHMLTBA:
ineHTudikauis) Ta
BMNPOGYBaHHSA
CTabiNIbHOCTI PO34YNH
NSt NPOMUBAHHSA:
06po6bka nikapcbKoro
3aco6y (BMPOGHMLTBO
Hepo3cacosaHoro
MPOMDKHOTO PO34NHY
AN NPOMUBaHHA) Ta
BMNPOGYBaHHSA
KOHTPOJIHO AKOCTI
(KOHTpO/b B NpoLeci
BMPOGHMLTBA:
ineHTudikauis Ta
BUNPOGYBaHHSA
cTabinbHOCTI)
BioMapuH
dapmMacboTUKan IHK.,
CnonyuyeHi LWWtatn
AMepuKM roToBuiA
nikapcbkuii 3aci6:
36epiraHHsa Ta
BMMNPOGYBaHHSA
KOHTPO/IHO AKOCTI
(KOHTpPO/b B NpoLeci
BMPOGHMLTBA:
Bi3yasIbHUIA KOHTPO/Ib)
PO34MH AN
NPOMVBaHHS:
36epiraHHa Ta
BMNPOGYBaHHSA
KOHTPOJIHO AKOCTI
(KOHTpO/b B NpoLeci
BMPOGHMLTBA:
Bi3yasIbHUIA KOHTPO/Tb)
Bettep ®apma-

PepTiryHr r'm6X i Ko.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

Kr, HimeuunHa
roTOBWiA NikapCbkuii
3aci6: BuNpobyBaHHsA
KOHTPOJIHO AKOCTI
(koHTpONb NMpK
BUMYCKY: KPiM
CTepWUIbHOCTI) Ta
BUNPOGYBaHHSA
cTabinbHOCTI Ta
BMNYCK Cepii po34mH
NS NPOMUBAHHS:
06pobka nikapcbKoro
3aco6y (BMPOGHMLTBO
Hepo3gacoBaHOro
NPOMDKHOrO PO34nHY
AN NPOMUBaHHSA) Ta
BUNPOGYBaHHSA
KOHTPOJIH0 SKOCTI
(KOHTpO/Ib B NpoLLECi
BMpOGHULTBA:
ineHTudhikauis,
KOHTPO/b Npy
BMMNYCKY: KPIM
CTepPUILHOCTI),
BMMNPOGYBaHHSA
cTabiNbHOCTI Ta
BUMNYCK cepii
BioMapuH
IHTepHeLwHN MimiTes,
IpnaHgia rotoBuii
nikapcbkuii 3aci6:
BTOPVHHE NakyBaHHSA
(mapkyBaHHs Ta
npoLec KiHLeBoro
nakyBaHHs1) pO34uH
NSt NPOMUBAHHSA:
BTOPVIHHE NakKyBaHHSA
AHfepcoHBpekoH
(KOK) Nimiteq,
BenvkobputaHis

32.

BPOHXA/IC-
XEE/b

Tabnetku, no 50
Tabnetok y
KOHTeliHepi; mo 1
KOHTeliHepy B kOpobLi

Bionoriwe
Xaiinbmitte
b Xeesib
m6X

HimeyunH
a

Bionoriwe
XaiinbmitTenb Xeenb
eX

HimeuyunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis 3MiHu | TNy -
3MiHM Woao 6e3nekun/echekTnBHOCTI Ta hapmakoHarnagy -
3MiHW BHECEHI [0 TEKCTY MapKyBaHHSI NepBUHHOT yNaKkoBKu
niKkapcbKoro 3acoby LWoA0 HAsABHOCTI 3aXMCHUX eNIeMEHTIB

6e3
peyenma

UA/1932/01/01

33.

ByYniPON

po3unH Nns iHdysiii, 4
mr/mn no 100 mny
KOHTEliHepi B

MicTpan
Kenitan
MeHeKMeH

AHrnis

ANTAH
SAPMACBIOTIKANS,
C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
anpecy 3asBHYKa (B1lacHMKA peecTpauiiHoro nocBigYeHHs) -

3a
peyernmom

UA/18807/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
3aXMCHOMY NakeTi T JlimiTeq, 3MiHa agpecu 3asiBHMKa
34. BA/IbTPOBIP | Tabnetku, BKpUTI MAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 3a UA/2951/01/01
nNiBKOBOIO "Knismegnp "Kuismegnpenapar” BHECEHHS 3MiH 40 MaTepiasliB peecTpauiiHoro fockE, p. peyenmom
060n0Hkoto, No 500 Mr enapat” 3.2.S.6 Cuctema KoHTeliHep/3aKkynopoBa/ibHWiA 3acib Ha
no 10 TabneTtok y OCHOBI OHOB/IEHUX Matepianis DMF Bupo6Huka AdI
6nicTepi; no 1 abo no Ba1auMKIOBIpy rigpoxnopuay; 3anponoHosaHo: no 5 kr, 10
5 6nicTepis y nauyi Kkr, 15 kr, 20 Kr y noslieTUIeHOBUX NakeTax ki MOMILLEHi B
nakeTu 3 chonbru. MakeTn NOMILLAKOTL B KAPTOHHUI GapabaH
3 KpYLLKOK. Ha 604Ky HaknetoTb eTukeTky 3a HA, doipmm-
BMpOGHMKa. pynoBa i TpaHcnopTHa Tapa BignoBigHO A0
HTA dipmn-BrpobHUKa
35. BANbUUT® TabneTkun, BKpUTI ®.XotpdpmaH | LUseiuapi Brpo6HMLTBO Kanaga/ BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasnis: 3MiHu | Tuny - 3a UA/14688/01/01
NNiBKOBOO H-J19 Pow A Hepo3acoBaHoT LLiBeiiuapis AZMiHICTpaTUBHI 3MiHW. ByyyeHHst BAPO6HUYOI AinbHUL peyenmom
060/10HKO10, Mo 450 nta npoAyKLii, NepBrHHE (Bkntovaroum ginbHuULi ons A®l, NpoMiXKHOro NPoAyKTY abo
Mr; no 60 TabneTok y nakyBaHHs, rOTOBOrO /iKapCbKoro 3acoby, AiNbHULI 415 NPOBEAEHHS
nASAWLi; no 1 naswui y BUMPOOYBaHHA nakyBaHHs, BUPOBGHWKa, Bi4NOBIAAIbHOMO 3a BUMYCK Cepil,
KapTOHHIA ynakoBL,i KOHTPOJIO SIKOCTI: MicLie NpoBefileHHA KOHTPOI0 cepil) abo noctavyanbHUKa
MaTeoH IHK., KaHaga,; BVXifHOrO MaTepiany, peareHTy abo AONOMiXHOT peyoBUHM
BTopvHHe nakyBaHHS, (AKWO 3a3Ha4eHo y A0CbE) BunyyeHHA BUPOOHUYOT finbHULL
BMNYCK cepil: Pow ®apma Al, HimeuunHa, sika Bignosigae 3a
®.XodpmaHH-/15 PoLu BMNPOBYBaHHSA KOHTPO/IK0 SKOCTi FOTOBOrO NiKapCbKOro
Nta, Wseiiuapis 3acob6y. BBegeHHs 3MiH MpoTsroM 6 micauiB nicns
3aTBEPKEHHS.
36. BEPTIFTOXEE | kpansi opasbHi; no 30 Bionoriwe HimeuumnH Bionoriwe HimeyunHa BHECEHHS 3MiH A0 PEeECTpaLiiHNX MaTepiasliB 3miHu | Tuny - 6e3 UA/5303/02/01
Nnb M1y tpriakoHi- Xalinbmitre a XainbmitTens Xeenb 3MiHM Woao 6e3neku/ehekTUBHOCTI Ta chapmakoHarnagy - peyenma
KpanesnbHuui; no 1 nb Xeenb rM6X 3MiHV BHECEHO [0 TEKCTY MapKyBaHHS NepBUHHOT yNakoBKn
onakoHy-KpanenbHuUi meX NiKapcbKoro 3acoby 040 HAassBHOCTI 3aXMCHUX €/1IEMEHTIB
y KopobLji 3 KapTOHY
37. FTABAHA® Kancynu no 75 mr, no MAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 3a UA/14764/01/01
10 kancyn B 6nicTepi; "Kuismegnp "Knismegnpenapar” 3MiHV B METOANL KOHTPO/O NnokasHuka "MikpobionoriyHa peyenmom
no 2 6nictepu B nayuj enapat” ymcToTa" - onTUMiI3aLis NpoboniAroToBKM 3paska ans
NpoBefeHHs KOHTPO/I0, BUKOPUCTaHHSA OAHIET Npobu 3paska
[N KOHTPOJIIO Ha 3arasibHe Y1C/I0 MIKPOOpraHi3mis Ta
OKpeMi BUAY;
3MiHuM | TUNY - 3aMiHa Noka3HuKa "PO34YMHEHHS" Ha NOKa3HUK
"Po3nagaHHa" B cneuudikalii Ha MOMEHT BUMYCKY, a Ha
TEePMiH NPVUAATHOCTI 3a/IMLWEHO M. "PO34YMHEHHS"; 3MiHu |
TMny - 3MiHK 3 SIKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCcbkoro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHSA roTOBOrO /iKapCbKoro 3acoby (iHLWi 3MiHW y
MeTofax BUNpobyBaHb (BK/IYaoumn 3amiHy abo
[OMOBHEHHS)) - 3MiHM B METOAML KOHTPO/IIO 38 NOKa3HUKOM
"KinbkicHe BU3HaueHHs"
38. FTABAHA® Kancynu no 150 wmr, no MAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 3a UA/14764/01/02
10 kancyn B 6nicTepi; "Knismegnp "Kuismegnpenapar” 3MiHM B METOAMLi KOHTPOJIt0 NokasHuka "MikpobionoriyHa peyenmom
no 2 6nictepu B nayui enapar” yucToTa" - oNTUMI3aLisi NPo6oNiAroToBKM 3paska Ans
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
NpOoBefieHHs KOHTPOJ0, BUKOPUCTaHHA OAHIET Npobu 3paska
NS KOHTPO/IO Ha 3arasibHe YXUCN0 MIKPOOpraHi3miB Ta
OKpeMi BUAW;
3MiHM | TURY - 3aMiHa NoKa3HuKa "PO34MHEHHS" Ha NOKa3HUK
"Po3nagaHHa" B cneuudikauii Ha MOMEHT BUMYCKY, a Ha
TEPMiH NPUAATHOCTI 3aMLWEHO M. "PO3YMHEHHS"; 3MiHY |
Tnny - 3MiHK 3 SKOCTI. [O0TOBWIA Nikapcbkuii 3aci6. KoHTponb
roToBOro Nikapcbkoro 3acoby. 3miHa y meTofax
BMNPOGYBaHHA roTOBOrO NiKapCbKOro 3acoby (iHLWi 3MiHW Y
mMeToAax BMNpo6yBaHb (Bk/IKOHatoumn 3amiHy abo
[OMNOBHEHHS)) - 3MiHX B METOAMLL KOHTPO/IIO 3a NOKA3HUKOM
"KinbkicHe BU3HAYEHHA"
39. FANIYM- Kpanni opasibHi no 30 Bionoriwe HimeuuunH Bionoriwe HimeuyunHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiastis 3MiHu | TRy - 6e3 UA/3283/01/01
XEE/b MY chrakoHi- Xalinbmitre a XainbmitTenb Xeenb 3MiHU Woao 6e3nekn/eddekTMBHOCTI Ta thapmakoHarnagy - peuyenma
KpanenbHuui; no 1 nb Xeenb M6X 3MiHV BHECEHO A0 TEKCTY MapKyBaHHS NePBUHHOT yNakoBKn
chakoHy-kpanenbHuLj M6X nikapcbKoro 3acoby o0 HasBHOCTI 3aXUCHUX e/TEMEHTIB
Y KOPO6Lji 3 KapTOHY
40. FEHTAMIUWH | po3unH ans iH'ekuii, MAT YkpaiHa MAT "Tanuuchapm” Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny - 3a UA/7197/01/01
Y CYNNb®AT 40 mr/mano 2 mn B "rannudap 3MiHa Ha3Bu BUpOGHMKa AP| (MeHTamiumHy cynbdaTty), 6e3 peyenmom
amnyni; no 10 amnyn y m" 3MiHU MicLA BUPOBHMLTBA: 3anponoHoBaHo: Fuan
KOHTYPHIli YapyHKOBIi Pharmaceutical Group Yantai Justaware Pharmaceutical
ynakosui; no 1 Co., Ltd., KuTait; 3miHu | Tuny - nogaHHsa oHosreHoro CEP
KOHTYPHIli YapyHKOBIi Ne R1 — CEP 1998 — 155 — REV 10 (nonepefHs Bepcis R1 —
ynakosLi B nayi; no 2 CEP 1998 — 155—- REV 09) ans A®l (FeHTamiuuHy
M B amnysi; no 10 cynbaTy) Bif BXe 3aTBepAxeHoro BupobHuka Fujian
ammnyn y KOHTYpHIiA Fukang Pharmaceutical Co., Ltd., Kutai; 3miHn | Tuny -
YapyHKOBIli ynakoBLyj, nogaHHsa Hosoro CEP Ne R1 — CEP 1998 — 155— REV 09)
3anasHili nanepom Bif BXe 3aTBepAKeHoro BupobHuka A®I (FeHTamiuuHy
cynbaty). B pamkax 3asiBneHoi npoueaypw Bigbynacb
3MiHa Ha3BuW Ta agpecy BUpobHUKa BUpobHUka Ad|
(FeHTamiuuny cynbdary), 6e3 3MiH1 MicLA BUPO6GHMLTBA:
3anponoHoBaHo: Fujian Fukang Pharmaceutical Co., Ltd.,
Kutaii No.6, Gaogang Avenue, Jiangyin Industrial Estate,
Fuging, Fuzhou, Fujian, China, 350309
41. FEPNEBIP® Tabnetku no 200 mr MAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 3a UA/2466/03/01
no 10 TabneTok y "Kuismep, "Kuismegnpenapar” 3MiHV BHECEHI A0 IHCTPYKUii AN MeAUYHOro 3aCTOCYBaHHSA peyenmom
6nictepi, no 2 npenapat” NiKapcbKoro 3acoby Ao po34inis: "B3aemogis 3 iHWMMK
6nicTepy B navi nikapcbknMun 3acobamu Ta iHLWi BUAn B3aeMogiii",
"Oco6nMBOCTI 3aCTOCYBaHHA", "3acTocyBaHHs Y nepiog,
BariTHOCTi abo rogyBaHHs rpygat”, "Cnocib 3acTtocyBaHHs
Ta fo3un", "Mob6iyHi peakyii” BiaNoBigHO A0 iHhopmawi
pechepeHTHOro nikapcbkoro 3acoby (3oBipakc).
TepMiH BBEAEHHSI 3MiH MPOTArOoM 6-Tu MicsAUiB nics
3aTBEPAKEHHS
42. FTEPMNEBIP® Tabnetkun no 400 mr MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peeCcTpaLiiiH1X maTepianis: 3miHu | Tuny - 3a UA/2466/03/02
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
no 10 Tabnetok y "Knismegnp "Knismegnpenapar 3MiHW BHECEHI A0 IHCTpyKLUii A1 MEANYHOrO 3aCTOCYBaHHS peyenmom
6nictepi, no 1 enapar" niKapcbkoro 3acoby A0 po3ainis: "B3aemogis 3 iHWMMU
6nictepy y nauui nikapcbkMK 3acobamu Ta iHWi BUAM B3aeMogiii",
"Oco6nMBOCTI 3aCTOCYBaHHSA", "3acTocyBaHHs Y nepiog,
BariTHOCTi abo rogyBaHHs rpyaat”, "Cnocib 3acTocyBaHHs
Ta fosun", "MobiyHi peakuii" BiANoBIAHO A0 iHhopmaLi
pechepeHTHOro nikapcbkoro 3acoby (3oBipakc).
TepMiH BBEAEHHS 3MiH NMPOTAroM 6-Tu MicAuiB nicns
3aTBEpAKEHHSA
43. FIHEKOXEE/N | kpanni opanbHi no 30 Bionoriwe HimeuuunH Bionoriwe HimeuyunHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiastis 3MiHu | TRy - Ges UA/7867/01/01
b M1y CKNSAHOMY Xainbmitre a XalinbmitTens Xeenb 3MiHU BHECEHO A0 TeKCTY MapkyBaHHS1 NepBUHHOT yNakoBKu peyenma
chnakoHi-kpanenbHuL,; nb Xeenb M6X NikapcbKoro 3acoby o0 HasBHOCTI 3aXUCHUX e/TIEMEHTIB
no 1 donakoHy- M6X
KpanesibHULi B
KOpo6L,i 3 KApTOHY
44. rmPwng TabneTtky no 2 mr, nNo CaHpo3 CnogeHis Nek C. A., Monba MonbLa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis 3MiHu | TRy - 3a UA/5824/01/02
10 TabneTok y dapmachboTi ( BUPOGHMLTBO 3a [OMoBHeEHHS cneundikauii APl Glimepiride HoBUM peyenmom
6nicTepi; no 3 Kans g.4. NOBHUM LMK/IOM; nokasHukom «CynposigHi gomilkun: flomiwka C» (NMT
6nicTepy B KAPTOHHii nakyBaHHs1, BUMYCK 0,1%) ans Bupo6Huka GLENMARK LIFE SCIENCES
Kopobui cepir) LIMITED. signosigHo no CEP; 3miHn | Tvny - nogaHHs
OHOBJ/IEHOrO cepTudikaTa BiAgnoBigHOCTI €Bponenchbkili
hapmakonei Ne R1-CEP 2006-172-Rev 02 ans gjto4oi
peyoBuHu Glimepiride Bif BXe 3aTBepKEHOT0 BUPOOHMKA,
AKMIA 3MiHWMB Ha3By Ha GLENMARK LIFE SCIENCES
LIMITED; 3miHu | TNy - nogaHHA OHOBJIEHOTO cepTudikara
BignoBiaHocTi €Bponelickkiit hapmakonei Ne R1-CEP 2006-
243-Rev 02 ans gitoyoi pevosmHy Glimepiride Big Bxe
3aTBepmAxeHoro BupobHuka USV LIMITED; 3MiHu | Tuny -
noJaHHs OHOBMEHOro cepTudpikara BiaNoBIAHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2006-243-Rev 03
ans pito4voi pevosrHK Glimepiride Big, BXxe 3aTBepaXeHoro
BMPOGHUKA, SIKUiA 3MiHMB Ha3By Ha USV PRIVATE LIMITED
45, rneuva Tabnetkn 3 mr, no 10 CaHpo3 CnoBeHis Nek C. A., Monbwa Monbwa BHECEHHS 3MiH A0 PEeECTpaLiiHNX MaTepiastiB 3miHu | Tuny - 3a UA/5824/01/03
Tabnetok y 6nictepi; dapmachboTi ( BMPOGHUMLITBO 3a [OMoBHEHHS creundikauii A®I Glimepiride HoBUM peyenmom
no 3 6nictepu B Kans g.4. NOBHUM LMK/IOM; nokasHukoMm «CynposigHi Aomilukun: fomiwka C» (NMT

KapTOHHI KOpoOLyi

nakyBaHHS, BUMYCK
cepir)

0,1%) pns Bupo6Hnka GLENMARK LIFE SCIENCES
LIMITED. signosigHo no CEP; 3miHn | Tvny - nogaHHs
OHOB/IEHOro cepTudikaTa BianoBiAHOCTI EBpoNeiichkil
tpapmakonei Ne R1-CEP 2006-172-Rev 02 ans gjtouoi
peuyoBuHM Glimepiride Bif Bxe 3aTBepAXEHOr0 BUPOOHUKA,
AKuii 3MiHMB Ha3By Ha GLENMARK LIFE SCIENCES
LIMITED; 3miHu | TNy - nogaHHs OHOB/IEHOro cepTudikara
BiagnoBigHoCTI E€Bponelickkin hapmakonei Ne R1-CEP 2006-
243-Rev 02 ansa gitoyoi peyosuHu Glimepiride Big Bxe
3aTBEpAKEHOro BUpo6Huka USV LIMITED; 3MiHu | Tuny -
nogaHHs OHOBJ/IEHOTO cepTudlikarta BignoBigHOCTI
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
€poneiicbkili hapmakonei Ne R1-CEP 2006-243-Rev 03
ans pitovol pevosrHK Glimepiride Big, BXe 3aTBepAXeHoro
BUPOGHMKA, SKWIA 3MiHMB Ha3By Ha USV PRIVATE LIMITED
46. rnePuna TabneTtky no 4 mr; no CaHpo3 CnoBeHis Nek C. A., Monbwa Monbwa BHECEHHS 3MiH 0 peecTpauiiiHux maTepiastis 3MiHu | Tuny - 3a UA/5824/01/04
10 TabneTok y dapmachboTi ( BUPOBHMLTBO 3a [onoBHeEHHS creundikauii A®I Glimepiride HoBUM peyenmom
6nicTepi; no 3 Kans g.4. NOBHUM LMK/IOM; nokasHukoMm «CynposigHi gomiwkun: fomiwka C» (NMT
6nicTepy B KAPTOHHii nakyBaHHs, BUNYyCK 0,1%) ans Bupo6Huka GLENMARK LIFE SCIENCES
Kopobui cepir) LIMITED. signosigHo no CEP; 3miHn | Tvny - nogaHHsa
OHOBJ/IEHOrO cepTudikaTa BifgnoBigHOCTI €BpoONenchkili
chapmakonei Ne R1-CEP 2006-172-Rev 02 ons gitoyoi
peyoBuHu Glimepiride Bif BXe 3aTBep)KEHOr0 BUPOOHMKA,
AKMIA 3MiHWMB Ha3By Ha GLENMARK LIFE SCIENCES
LIMITED; 3miHu | Tvny - nogaHHs OHOB/IEHOrO cepTudikata
BignoBiaHoCTI E€Bponelickkiit hapmakonei Ne R1-CEP 2006-
243-Rev 02 ansa gitoyoi pevosmHy Glimepiride Big Bxe
3aTBepaAxeHoro BupobHuka USV LIMITED; 3MiHu | Tuny -
noJaHHs OHOB/IEHOro cepTudpikata BiaNoBIAHOCTI
€poneiicbkii hapmakonei Ne R1-CEP 2006-243-Rev 03
Ansa gioyoi peyoBmHy Glimepiride Big BXe 3aTBepAKeHOro
BMPOGHUKA, sIKUiA 3MiHMB Ha3By Ha USV PRIVATE LIMITED
47. FNITENK niogpinizat gns MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny - 3a UA/12177/01/01
PO34MHY A5 iH'EKUNA "Kvismegnp "KnisBMmegnpenapar” 3MmiHu 3 sKocTi. A®Il. CTabinbHicTb. 3MiHa nepiogy peyenmom
no 400 mr, 1 chnakoH 3 enapartr" NOBTOPHUX BUNpobyBaHb/nepioay 36epiraHHa abo ymoB
nioghinizatom B 36epiraHHa APl (3a BigCyTHOCTI Y 3aTBEPAYKEHOMY AOCHE
KomMnnekTi 3 1 cepTudpikaTa BignoBigHOCTI EBponelickbkiin hapmakonel, Lo
amnysiol Po3vMHHMKA BK/1IIOYAE Nnepios NOBTOPHOro BMNPo6yBaHHs) (nepios
(Boga ans iH'exuin) no NMOBTOPHOro BMNpo6yBaHHsA/Nepios 36epiraHHs) -
3,2 M1 B KOHTYpHIA 36inbLIeHHss abo BBeAEHHS Nepiogy NOBTOPHOIO
YapyHKOBIli ynakoBLyj; BMNPO6YBaHHs/Nepiogy 36epiraHHsA Ha OCHOBI pe3ynbTartiB
no 1 KOHTYpHIl [OCnigpKeHb y peanibHOMY Yaci - 3MiHa TepMiHy NPUATHOCTI
YapyHKOBIli ynakoBLji B A®I TeitkonnaniHy, Dongkook Pharmaceutical Cj., Ltd.,
nayui 3 KapTOHY Kopes 3 2 pokiB 10 3 pokiB
48. rIYNCEL® Tabnetku no 100 mr MAT YKpaina NAT Ykpaina BHECEHHS 3MiH 4,0 pPeecTpaLiiHnX maTtepiasiB: 3miHu | Tuny - 6e3 UA/0585/01/01
no 10 Tabnetok y "Knismegnp "Kuismegnpenapar” 3MiHUM 3 AKOCTi. [OTOBWIA NikapcbKuii 3aci6. 3miHK y peyenma
6nicTepi; no 5 enapat" BMPOOHULITBI. 3MiHa Po3Mmipy cepii (BkIoYaoun gianasoH
6nicTepiB y nauui po3Mipy cepii) roToBOro AikapcbKoro 3acoby (36iNbLIeHHst g0
10 pasiB NOPIBHAHO i3 3aTBEPIAXXEHNM PO3MIPOM) - BBELEHHS
[ofaTkoBoro po3mipy cepii '13. 3anponoHoBaHo: 275,0 «r,
Lo cTaHoBUTL 2 594 339 TabneTokK (3 4ONYyCTUMUM
BiaxuneHHam Big 247,50 kr go 302,50 kr a6o Big 2 334 905
Tabnetok Ao 2 853 773 Tabnetok) 550,0 kr, WO CTaHOBUTL 5
188 679 Tabnetok (3 4ONYCTUMUM BigXnneHHsaMm Big 495,0 kr
0o 605,0 kr abo Big 4 669 811 Tabnetok fo 5 707 547
Tab1eTok)
49. FNHOKOBAHC | T1abneTku, BKpUTI Mepk CaHTe PpaHujs Mepk CaHTe dpaHuis BHECEHHS 3MiH 40 pPeeCTpaliiHNX MaTepiasiiB 3miHu | Tuny - 3a UA/5390/01/01




52

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
® NNiBKOBOIO c.a.c. 3MiHW BHECEHO B TEKCT MapKyBaHHS NEPBUHHOI yNakoBKu peyenmom
060/10HKO10, N0 500 NiKapcbkoro 3acoby; 3miHu | TUNY - BHECEHHS 3MiH 0
mr/2,5 mr, no 15 po3giny “ MapkysaHHa" MKA J13. 3anponoHoBaHo:
Tabnetok y 6nictepi; BignoBigae 3aTBepAxeHOMY TEKCTY MapKyBaHHS; 3MiHu |
no 2 6nictepu B TUNY - OHOB/IEHHS BXE 3aTBEPKEHNX METOZIB KOHTPO/IO
KapTOHHIA Kopo6Li; no SKOCTI JTiKapCbKOro 3acoby, a came: BUKNafAEeHHS TEKCTY
20 Tabnetok y [ep>XaBHOK MOBOIO 3riHO Cy4acHVX BUMOT
6nictepi; no 3
6nicTepy B KApTOHHIiA
Kopobu,i
50. FNMHOKO3A PO34UH ANs iHQY3il, MAT YkpaiHa TOB thipma Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3MiHu | Tuny — 3a UA/12539/01/01
50 mr/mn, no 200 mn B "ranuudap "Hosodhapm- BHECEHHS 3MiHV 0 MaTepianis peecTpaduinHoro gocske M3 peyenmom
nasiwKax M BiocuHTes", YkpaiHa; FNHOKO3A, po3uunH ans iHdysiii, 50 mr/mn, a came
MAT "Tanuudapm”, BBEJEHHS NoKasHMKa "MexaHiuHi BKIYEHHS: BUANMI Ta
Ykpaina HeBMAMMI YacTkn" go cneuudikauii Ta MeToAiB KOHTPOSIO
Ha Mpo6KM ryMoBi, 3 METOK YHUKHEHHS PU3MKIB
NoTPansHHA Y BUPOOGHMLUTBO NPOBOK i3 MeXaHiYHUMK
BK/TIOYEHHAMU; 3MiHW | TUMY - BHECEHHS 3MiHM [0 MaTepianis
peecTpadiiHoro gocke, p. 3.2.P.7. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3acib, a came 10
cneumdikauii Ta METOAIB KOHTPO/I0 Ha [Mpobku rymosi y p.
"30BHILLHI BUrNSAA" BHECEHO JOMOBHEHHS "AONyCKaETbCS
He3HauyHa LIOPCTKICTb" 3 METOI YHUKHEHHS 3/MNaHHA
nNpo60oK Mixx cob6oto. CynyTHA 3MiHa - 3MiHW 3 AKOCTI. [0TOBMIA
nikapcbkuii 3aci6. Cructema KoHTelnHep/3akynoproBasibHUIA
3aci6. 3MiHa napameTpiB cneyudikauii Ta/abo gonycTummx
MeX NepBNHHOT YNakoBKM FOTOBOTO NiKapCbKoro 3acoby
51. AAKCAC ® TabneTku, BKpUTI ACTPA3EH LBewis Takepa M'M6X HimeyunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis 3MiHu | TRy - 3a UA/11261/01/01
nNiBKOBOIO EKA Ab 3MiHM LWoao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy. peyenmom
060/10HKO10, Mo 500 3MiHa KOHTaKTHOI 0CO6M 3as1BHYMKA, BigMnoBigasbHOI 3a
MKT; no 10 TabneTok y 3gificHeHHs chapmakoHarnsgy B YkpaiHi. [ponoHoBaHa
6nictepi; no 3 abo no pegpakuis: Mpyaies JeHuc AMuTpoBuY. 3MiHa KOHTAKTHUX
9 6nicTepiB y [aHVX KOHTaKTHOI 0Co6M 3asBHVKa, BigNoBiganbHOT 3a
KapPTOHHIi KOpooOLi 3AiicCHEHHs1 papMakoHarnsay B YKpaiHi
52. AEHINIM MOPOLLOK A/19 PO3UNHY BITA CAH Benukobp Csicc MepeHTepanc IHAiA BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 3a UA/15339/01/01
A8 iH'exuii no 1000 nTa nTaHis Nta., IHais; 3MiHM 3 KOCTI. FOTOBWIA NiKapCbknii 3aci6. 3MiHN Y peyenmom

Mr, 1 chniakoH 3
NMOPOLLKOM Y KOpobL,i 3
KapToHY

AHaHTa Megikeap
Nimiten, IHAia

BMPOGHMLTBI. 3amiHa abo BBeEHHS [0AaTKOBOI AiNbHUL
BMPOGHULITBA A1 YACTUHM abo BCbOro BUPOBGHUYOTO
npouecy roToBOrO JliKapCbKOro 3acoby (AiNbHULS, Ha SKil
NpoBoAATLCA 6y b-5Ki BUPOOHMYI cTagil, 38 BUHATKOM
BWMYCKY Cepii, KOHTPOJII0 AKOCTI Ta BTOPUHHOIO NakKyBaHHS
0151 CTEPUIIbHUX NiKApPCbKNX 3aco6iB (BKIOUYAOUM BUPOGIEHi
acenTUYHUM METOAO0M), KpiM NikapCbKunx 3acobis
6i0/10r4YHOr0/iIMyHONOrYHOTO MOXOAKEHHS). CynyTHA 3MiHa -
3MiHM 3 KOCTi. FOTOBWIA NiKapCbknii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3amiHa abo BBeEHHS [0AaTKOBOI AiNbHUL
BMPOGHULITBA A1 YACTUHM abo BCbOro BUPOBGHUYOTO
npoLecy roToBOro Nikapcbkoro 3acoby (ginbHuus ans
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n/n

JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o

53.

LNEHILED

BITA CAH

BTOPUHHOIO NakyBaHHSA) - BBEAEHHS A,04aTKOBOI BUPOOHNYOT
AiNbHWLUI NS BCbOro BUPOGHMYOro NpoLecy rotoBoro
nikapcbKoro 3acoby - AHaHTa Megikeap flimites, IHAiA.
BBeaeHHS 3MiH NpoTArom 3-x MIiCALIB MiC/1A 3aTBEPKEHHS.
3MiHu | TYNY - 3MiHK Wopao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn). 3MiHW BHECEHI B iHCTPYKLitO
AN MeAUYHOro 3acToCyBaHHS NiKapCbKoro 3acoby y
po3ainv "BupobHuk" Ta "MicLe3HaxoKeHHs1 BUPOGHMKa Ta
afpeca MicLsi NPoBapKeHHs oro fisnbHocTi" 3
BiANOBIAHUMY 3MiHAMY B TEKCTi MapKyBaHHS yMakoBOK.
3MiHV BHECeHI WoA0 pefaryBaHHs iHCTPYKLT Ans
MEeAMYHOro 3aCTOCYBaHHS NMikapCbKOro 3acoby 3a po3giiamu
"Bupo6HuK" Ta "Micue3HaxomKeHHs BUpobHMKa Ta agpeca
MiCLii NPOBa/PKEHHS A0T0 AiSSIbHOCTI" A715 MOX/IMBOCTI
OPYKYBaTV IHCTPYKL,i 415 KOXHOro BUPOBHKKa OKPEMO.
BBefeHHs 3MiH NpoTArom 3-x MICALIB MiCNSA 3aTBEPAKEHHS
3MiHu | TMNY - 3MiHK 3 SIKOCTi. FOoTOBWMIA Nikapcbkuii 3aci6.
3MiHM Y BUPOGHMLTBI. 3MiHa iMnopTepa/3amiHu, LWwo
CTOCYIOTbCSI BUNYCKY Cepii Ta KOHTPOJII0 AKOCTi FOTOBOTO
nikapcbKoro 3acoby (3amiHa abo AoAaBaHHSA BUPOGHKMKA, Lo
BiANOBiAaE 3a BBe3eHHS Ta/abo BUNYCK cepii) - Bkaovarumn
KOHTPO/b/BMNPOBYBaHHSA cepii. BBeAeHH:A f0AaTKOBOI
BMPOBHUYOT AiNbHULI 4151 BCbOrO BUPOOHNYOr0 npoLecy
roTOBOrO /liKapCcbkoro 3acoby - AHaHTa Megikeap JlimiTeg,
IHAjA. BBEAEHHS 3MiH NpoTarom 3-x MicAuiB nicns
3aTBEPMAKEHHS.

nocsi0o4YeHHs

NOPOLLOK A4/151 PO3YUHY
ONs iH' ekl abo
iHpysii no 2 r; 1
h/1aKOH 3 NOPOLLKOM Y
KOpOO6Lii 3 KapTOHY

nTa

Benvkobp
nTaHis

Csicc NepeHTepasnc
Nta., IHais;
AHaHTa Megikeap
Nimiten, IHAis

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny -
3MiHM 3 KOCTi. F0TOBWIA NiKapCbkuii 3aci6. 3MiHK y
BMPOBOHULTBI. 3MiHa iMNopTepa/3aMiHK, L0 CTOCYHOTbCA
BUMYCKy Cepii Ta KOHTPOJIKO SKOCTI FOTOBOrO NiKapCbKoro
3acoby (3amiHa abo AofaBaHHA BUPOOHMKA, LLO BignoBifae
3a BBe3eHHSA Ta/abo Bunyck cepir) - Bknovaroum
KOHTPONb/BMNPOGYBaHHS cepii - BBEAEHHS A0AaTKOBOT
BMPOGHWYOI AiNTbHNL A1 BCbOTO BUPOGHMYOro npouecy
roTOBOro Nikapcbkoro 3acoby - AHaHTa Megikeap flimites,
IHAjs. BBEAEHHA 3MiH NpOTArom 3-X MicALiB nicns
3aTBEPMKEHHS; 3MiHM | TUNY - 3MiHK 3 AKOCTI. [0TOBWMIA
nikapcbknii 3aci6. 3MiHM Yy BUPOGHMLTBI. 3amiHa abo
BBE/lEHHS A0AATKOBOI AiNbHULI BUPOGHMLTBA A/19 YacTUHU
ab0 BCbOro BUPOGHNYOTO MpoLecy roToBOro J1iKapCbKoro
3aco6y (AinbHULSA, Ha SiKili NPpoBOAATLCA BYAb-5iKi BUPOOHNUI

cTagii, 3a BUHATKOM BUMYCKY Cepii, KOHTPOO AKOCTi Ta
BTOPWHHOTO NakKyBaHHS A1 CTEPUIbHUX NiKapCbknx 3acobiB
(BKItOYAKOUM BUPOG/IEHI acenTUYHUM MEeTOL0M), KpiM
NiKapcbkunx 3acobiB 6ioN10rivYHOro/iMyHONOrYHOro
NOXOKEHHS) BBEAEHHS 3MiH NpoTarom 3-x MicauiB nicns
3aTBEPMKEHHS

CynyTHS 3MiHa

3a
peyermom

UA/15264/01/02




54

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

- 3MiHM 3 SKOCTi. [0TOBWIA NiKapCbkuii 3aci6. 3miHM y
BUPOGHUUTBI. 3amiHa abo BBeAeHHSA 40AATKOBOI AiNbHULL
BMPOGHMLTBA A1 YACTUHM abo BCbOro BUPOGHNYOTO
npoLecy rotToBOro Nikapcbkoro 3acoby (ginbHuuA ans
BTOPWHHOIO NakyBaHHS) - BBEAEHHS [04aTKOBOI BUPOOGHWNYOT
AiNbHULI N8 BCbOTro BUPOBGHMNYOro nNpoLecy rotoBoro
nikapcbKoro 3acoby - AHaHTa Megikeap flimites, IHajs.
BBefeHHA 3MiH NPOTAroM 3-x MicsUIB NicNsA 3aTBEPLKEHHS;
3MiHY | TUny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) - BHECEHI LOA0 pefaryBaHHs
IHCTPYKLT ANS MeAMYHOro 3acTOCYBaHHSA NikapCbKoro
3acoby 3a po3giniamu "BUpo6HUK" Ta "Micue3HaxomKeHHs
BMPOGHMKa Ta 1i0ro agpeca Micus NpoBapkKeHHs AisnbHOCTI"
0151 MOXMBOCTI APYKyBaTW IHCTPYKLIT 7151 KOXHOIO
BMPOGHMKA OKpeMo. BBeaeHHsA 3MiH npoTsarom 3-x micsiuis
nicns 3aTBepKeHHs

54. AEHILE®D NOPOLLOK A/19 PO3UUNHY BITA CAH Benuko6p Csicc NepeHTepasnc IHais BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a UA/15264/01/01
onsi'ekuimnolr, 1 nTa nTaHis nta., IHais; 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsay peyenmom
ch/1aKoH 3 MOPOLLKOM B AHaHTa Mepgikeap (iHLWi 3MiHW)
KopoOLi 3 KapTOHY Nimites, IHaia 3MiHM BHECEHI LWoA0 pefaryBaHHs iHCTPYKLi ans

MEeAMYHOro 3aCTOCYBaHHS NiKapCbKOro 3acoby 3a po3giiamu
"Bmpo6HMK", "MicLe3HaxomKeHHs BUpO6HMKa Ta agpeca
MiCLii NPOBa/PKEHHS AOr0 AiS/IbHOCTI" A1 MOX/IMBOCTI
[OPYKyBaTV IHCTPYKL,i 415 KOXHOro BUPOBHKKa OKPEMO.
BBefeHHS 3MiH NpoTArom 3-x MIiCALIB MiC/A 3aTBEPKEHHS.
3MiHu | TUNY - 3MiHK 3 IKOCTi. FOoTOBWMIA Nikapcbkuii 3aci6.
3MiHu y BUPOGHMLTBI. 3amiHa abo BBEAEHHS [0AaTKOBOI
OiNbHWLI BUPOOHULTBA 718 YacTuHK abo BCbOro
BMPOBHMYOro NpoLecy roToBoro Nikapcbkoro 3acoby
(AinbHUUA, Ha AKiIN NPOBOAATLCA ByAb-AKi BUPOOHWUYI cTag,i,
3a BUHATKOM BUMYCKY Cepii, KOHTPOJIIO AKOCTi Ta BTOPUHHOIO
nakyBaHHs /151 CTEPUIbHUX NiKapCbKunx 3acobis
(BkNtOYaroUM BUPOGNEHI acenTUYHUM METOA0M), KpiM
nikapcbKunx 3aco6iB 6io/10rivYHOro/iMyHOMOrYHOro
noxomxeHHs1) CynyTHS 3MiHa - 3MiHK 3 sikocTi. FoToBWMiA
nikapcbkuii 3aci6. 3MiHN y BUPO6HMLTBI. 3amiHa abo
BBEJeHHA A0AAaTKOBOI AiNIbHUL BUPOBHMLITBA 4151 HACTUHM
a60 BCbOro BMPOGHNYOro NPoLLecy roToBOro JikapCbKoro
3aco6y (AinbHWLA 415 BTOPUHHOTO NakyBaHHS) BBEAEHHS
[04aTKOBOT BUPOBGHMYOT AiNbHULI 4718 BCbOTO BUPOGHMYOTO
npoLecy roToBoro Nikapcbkoro 3acoby - AHaHTa Megikeap
Nimiten, IHAiS. BBegeHHA 3MiH npoTarom 3-X micauis nicns
3aTBepXEHHS. 3MiHM | TNy - 3MiHKM 3 AKOCTIi. FOoTOBUIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYTbCS BUMYCKY Cepii Ta
KOHTPOJI0 SIKOCTi FOTOBOrO NlikapcbKoro 3acoby (3amiHa abo
[oflaBaHHA BUPOGHMKA, L0 BiANoBifae 3a BBE3EHHA Ta/abo
BMMNYCK Cepii) - Bknoyaouy KOHTPOb/BUNPo6yBaHHSA cepii -
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BBEAEHHSA A0AATKOBOT BUPOGHMNYOT AiNbHULI A58 BCbOro
BMPOBHNYOro NpoLecy roToBoro Nikapcbkoro 3acoby -
AHaHTa Megikeap flimites, IHAiA. 3MiHN BHECEHI B
IHCTPYKLiIO 415 MeANYHOTO 3aCTOCYBaHHS /iKapCbKoro
3acoby y po3ainu "BUpobHuK”, "Micue3HaxomKeHHs
BMPOGHMKa Ta afpeca MicLs NpoBafXeHHS Moro AisnbHOCTI"
Ta AK HaCNigoK NosiBa [0AAaTKOBOro NakyBaHHSA [/151 iHLIOO
BUPOGHMKA. BBEAEHHSA 3MiH NPOTAroM 3-X MicALiB nicns
3aTBEPKEHHSA
55. AELUU CNAN niodpinizat gns PP IHgis CI Akyp /la6c lNBT. IHAis BHECEHHS 3MiH [0 peecTpauiiiHux maTepiastis 3MiHu | TRy - 3a UA/18284/01/01
50 pO34uHy ONs iHgy3il dapmachboTi nra. 3MiHW BHECEHI [0 iHCTPYKLiT 415 MeANYHOrO 3aCTOCYBaHHS peyenmom
no 50 mr; no 1 Kan3 nNikapcbkoro 3acoby y po3ginm "Ocob/MBOCTI 3aCTOCYBaHHS",
ch1akoHy B KOPOOL MpaiiBeT "OiTn" (yTouHeHHs), "MobiuHi peakwyii” BignoBigHO Ao
NimiTeq OHOBJIEHOT iH(hopMaLlii 3 6e3nekn Ail4oi peYOBUHU.
BBefeHHs 3MiH NpoTArom 6-Tv MicsALIB NicNsA 3aTBEPAYKEHHS
56. ANPN30n pO34uH ANs iHgysili, 2 MAT YkpaiHa MAT "Tanuuchapm" Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - 3a UA/11674/01/01
® mr/mn no 100 mny "Tanuuchap BHECEHHS 3MiHV A0 MaTepianiB peecTpadiiiHoro gocke M3 peyenmom
NASAWLi CKNsAHIN; no 1 M" ANONHO30/1®, po3unH ans iHdysii 2 mr/mn, a came
NAAWLYi B naduj BBE/EHHSA MOKa3HUKa "MexaHivHi BKIIYEHHS: BUaANMI Ta
HeBMAMMI YacTkn" oo cneundikauii Ta METOAIB KOHTPOSIO
Ha Mpo6kM ryMOBi, 3 METOK YHUKHEHHS PU3MKIB
NOTPanAsHHA Y BUPOOGHULTBO NPOBOK i3 MexaHiYHUMU
BK/THOYEHHAMU; 3MiHW | TUMY - BHECEHHS 3MiHW 40 MaTepianis
peecTpaujiiHoro gocke, p. 3.2.P.7. Cuctema
KOHTeliHep/3akynopoBaibHWiA 3acib, a came 10
cneuudikauii Ta MeToAiB KOHTPONO Ha Mpobku rymoBi y p.
"30BHILLHI BUrNSAA" BHECEHO JOMOBHEHHS "A0ONyCKaeTbCA
He3HayHa LUOPCTKICTb" 3 METOI YHUKHEHHS 3MMNaHHA
npo60oK Mix cO6O0H0; CynyTHSA 3MiHa - 3MiHM 3 IKOCTi. [0TOBWIA
nikapcbkuii 3aci6. Cructema KoHTelnHep/3akynoproBasibHUIA
3aci6. 3miHa napameTpiB cneyudikauii Ta/abo gonycTummx
MeX NepBVHHOI YNakoBKW rOTOBOTO Nikapcbkoro 3acoby
57. ANPN30N PO34MH A8 iHdysild, 2 MAT YKpaina MNAT "Tanuuchapm” Ykpaina BHECEHHS 3MiH 40 peecTpauiiHnx maTtepiasis: 3miHu | Tuny - 3a UA/11674/01/01
® mr/mn no 100 mny "Tanuuchap 3MiHu Woao 6e3nekn/edekTUBHOCTI Ta hapMakoHarsay. peyenmom
NASLWLI CKNSAHIA; no 1 M"

NAAWLi B navuj

3MiHW y KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iIHCTPYKLT 4715 MeiVYHOro 3aCTOCYBaHHS
reHepuyHUX/ribpuaHMx/6ionoaibHNX Nikapcbknx 3acobiB
nicnsi BHECEHHS TiEl caMoi 3MiHW Ha peddepeHTHUIA Npenapar
(3miHa He noTpebye HaflaHHS XOAHVX HOBUX AOAATKOBUX
naHnx) 3MiHWM BHECeHi [0 iHCTPYKUii 418 MeguyHoro
3acToCyBaHHA NikapcbKoro 3acoby y po3ginm
"®apmakonoriyHi BnactneocTi”, “MNokasaHHs", "B3aemogis 3
iHLIMMKM NikapcbKMKU 3acobamu Ta iHLWi BUAn B3aeMogiii",
"Mo6iyHi peakuii" BiANoBIAHO A0 iHhopMmaLii pedhepeHTHOro
nikapcbkoro 3acoby AV ®/IHOKAH® (po3unH gns iHdysii, 2
Mr/mn).
BBefieHHs1 3MiH NPOTAroM 6-Tv MicsLiB NiCNsA 3aTBEPAKEHHS
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
3miHu | TYny - 3MiHn Wwoao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTumui
NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3aCTOCYBaHHA Ha NiACTasi perynsipHo
OHOB/IOBAHOrO 3BIiTY 3 6e3nekn nikapcbKoro 3acoby, abo
pocnimpkeHb 3 6e3neky 3acTocyBaHHS NikapCbKoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk pe3ynbTar OLiHKW 3BTy
3 focnifpKeHb, NPOBEAEHNX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimpkers (PIP) (3MiHy y3rogpkeHo 3
KOMMNETEHTHUM YNOBHOBaXKEHVM OpraHom) 3miHu BHECEHi A0
IHCTPYKLT ANS MeAMYHOro 3acTOCYBaHHSA NikapCbKoro
3acoby y po3ginu "®apmakonorivyHi BnactuBocTi”,
"Oco6nMBOCTI 3aCTOCYBaHHSA", "3acTocyBaHHs Y nepiog,
BariTHOCTi abo rogyBaHHA rpyaato"” BiANOBIAHO 4O OHOBEHOI
iHchopmawii Lwoao 6e3nekn Aito4oi peHoBUHN.
BBeAeHHs1 3MiH MPOTArOM 6-TW MiCALIB NicN1s 3aTBEPKEHHS
58. AIADPOPMIH® | Tabnetku AT YkpaiHa AT "dapmax” Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis 3MiHu | TNy - 3a UA/18679/01/01
SR NPOJIOHTOBaHOI Aji No "®apmak” 3MiHU 3 AKOCTI. FOTOBWIA NikapCbkuii 3aci6. KoHTposib peyenmom
1000 mr no 10 rOTOBOrO J1iKapCbKOro 3acoby - BBEAEHHS NepiognyYHOCTI
Tabnetok y 6nictepi, KoHTposto /13 3a nokasHvkoM "MikpobionoriyHa ymctorta™
no 3 abo 6 6nictepis y nepLuy Ta KoXHy AecsTy cepii, ane He piglwe 1 pa3sy Ha pik
nayi 3 KApTOHY
59. AIODNTAH® renb (1000 O4/r) no MAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepianis:3miHu | Tuny - 6e3 UA/7568/01/01
40 ry Ty6i; no 1 Ty6i B "Kuismegnp "Knismegnpenapar” 3MiHW BHECEHO A0 IHCTPYKUIT AN18 MEeANYHOro 3aCTOCYBaHHS peyenma
naui enapar” nikapcbkoro 3acoby Ao po3giny "OcobnunBocTi
3acTocyBaHHA"BIANOBIAHO A0 OHOBMEHOT iH(hopmaLi 3
6e3nekn 3acTocyBaHHs JOMOMKHUX PEYOBUH. BBeAeHHS
3MiH NpOTAroM 6 MicsauiB NicNsa 3aTBEPAKEHHS
60. AIODTAH® TabneTkun, BKPUTI MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianisa: 3MiHu | Tuny - 6e3 UA/10773/01/01
nAiBKOBOIO "Knismeanp "Knismegnpenapar” 3MiHM Woao 6e3nekn/edekTMBHOCTI Ta chapmakoHarnsgy. peuyenma
o060n0Hkoto, no 500 enapar" 3MiHW Y KOPOTKIili XapakTepucTuLi NikapCcbKoro 3acoby, TeKCTi

Mmr, no 10 TabneTok y
6nictepi, no 3 abo 6
6nicTepiB y nayui 3
KapToHyY

MapKyBaHHS Ta iIHCTPYKLT 4158 MeANYHOro 3acToCyBaHHS
reHepUUHMX/TiopUAHNX/6ioNoAIGHMX MiKapCbKMX 3ac06iB
nicnsi BHECEHHS TiEl caMoi 3MiHW Ha peddepeHTHUIA Npenapar
(3miHa He noTpebye HafaHHS XOAHMX HOBUX A0AATKOBUX
[aHnx) 3MiHVM BHECEHO A0 IHCTPYKUIT 47151 MeanYHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby y po3ainu:
"®apmakonorivHi BnactusocTi”, "MokasaHHA" (YTOYHEHHS
iHdhopmawii), "3acTocyBaHHs y nepiog BaritTHOCTi abo
rofyBaHHs rpyaar”, "34atHiCTb BNAMBATU Ha LWBUAKICTb
peaxuii npy KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLLIUMYK
MexaHismamu”, "Cnocib 3acTocyBaHHs Ta gosun",
"Mepepo3yBaHHsa", "MobiyHI peakuii” 3rigHO 3 iHhopMaLjieto
LLI0A0 MEAMYHOrO 3aCTOCYBaHHA pediepeHTHOro NikapcbKoro
3acoby (JETPAJIEKC®, TabneTtku, BKpUTI N1iIBKOBOK
060/10HKOI0), SIK HACNIAOK BiANOBIAHI 3MiHN B TEKCTI
MapKyBaHHS ynakoBKu
BBeAeHHS 3MiH MPOTATrOM 6-TK MICALIB NiC/N1sS 3aTBEPKEHHS
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

61.

[OMIJOH®

TabneTku, BKpUTI
060/10HKO0, MO 10 Mmr;
no 10 TabneTtok y
6nicTepi; no 1 a6o 3
6nictepu B nayuj 3
KapToHy

AT
"®apmak”

Ykpaina

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiiHux maTepiastis 3MiHu | Tuny -
3MiHM 3 AKOCTi. A®Il. KOHTpOsib ADI (iHLWi 3MiHM) - 3MiHK 0
MeToAVKM BUNPO6yBaHHA A®| foMNepuaoHy 3a NoKasHUKOM
«MikpobionoriyHa YncTota», a came BUyYEHHS BUKNALEHHS
METOAWKM, ULLe 3aUTULLEHO BiANOBiAHE NOCUIAHHA Ha
3aranbHy ctarTio EP, kpuTtepii NpuiAHATHOCTI He 3MiHMAMCS.
3MiHu | TMNY - 3MiHK 3 skocTi. A®L. KoHTponb AdL. 3miHa y
napameTpax cneuucpikauii Ta/abo AONYCTUMUX MEX,
BM3HAYeHWX Yy cneuudikauisx Ha A®l, abo
BVXiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, wo
BMKOPWCTOBYIOTLCA Y NpoLeci BUpobHMLTBa API (3BY)XKEHHSA
[ONYCTUMUX MEX, BU3HAUeHUX y cneuudikaLil) — 3BY>KEHHS
Jonyctumnx mex y cneuudikauii A®l gomnepuaoHy 3a
NOKa3HUKOM «3a/IMLLKOBI KiNTIbKOCTi OpraHivyHmix
PO3UYMHHUKIB» 4518 MeTunizobyTnakeToHy 3 5000 ppm fo
4500 ppm. 3miHu | TMny - 3MiHK 3 sKocTi. A®Il. KoHTponb
A®I. 3miHa y napameTpax cneuudikauii Ta/abo JonycTUMmx
MeX, BU3HaueHux y cneuudikanisx Ha A®l, abo
BVXiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, wo
BUKOPVCTOBYIOTbCS Y NpoLeci BUpo6HMLUTBa AD| (BUTYyYEHHS
He3HayYyHOro nokKasHuka SKoCTi (Hanpuknag, BUIy4YeHHs
3acTapinioro NokasHuka)) - BUIyYeHHs 3i cneyudikadii Ta
MeToZiB KOHTpoto APl soMnepuaoHy nokasHuka «Badkki
mMeTanm». 3MiHu | TUny - agMiHiCTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy MicLA NPOBaKEHHS
LifNbHOCTI BUpoBOHUKa (BK/IHOYatouK, 3a HEOOXIAHOCTI, Micue
NpoBefeHHs1 KOHTPOJIIO AKOCTI), abo BlacHuka macTep-
thaiina Ha A®l, abo noctavanbHuka APl/BuxigHoro
mMartepiany/peareHTy/NpoMKHOIo NPOAYKTY, WO
3aCTOCOBYIOTbCA Y BUPOOHULTBI AD| (AKLLO 3a3HaYEHO Y
[0CbE Ha Nikapcbkuid 3acib) 3a BiACYTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepaKeHoOMy
[ocbe, abo BUPOOHKKa HOBOT AONOMDKHOT PEHOBUHY (SIKLLIO
3a3HavYeHo y A0Cbe) — 3MiHa agpecy BUpo6HuKa AdI
pomnepuaoHy, Vasudha Pharma Chem Limited, 6e3 3MiHu
MiCLi BUPOGHMLTBA.

6e3
peyenma

UA/2467/01/01

62.

APOTABEPU
H

TabneTkun no 40 mr no
10 TabneTok y
6nictepi; no 1 a6o 2,
abo 3 6nictepn y
nauui

MAT
"Kuismegnp
enapar”

Ykpaina

MAT

"KuiBmegnpenapar”

YKpaiHa

BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3MiHu | Tuny -
3MiHUM 3 AKOCTi. [OTOBMIA Nikapcbkuii 3aci6. 3MiHK y
BMPOOHULTBI. 3MiHA PO3Mmipy cepii (BkIoYatun gianasoH
po3Mmipy cepii) roTOBOro Nikapcbkoro 3acoby (36inbweHHs g0
10 pasiB NoOpiBHAHO i3 3aTBEpPAKEHUM po3MipoM) (B.11.6.4.
@ 1A)

BBefeHHs foaaTkoBoro po3mipy cepii [13. 3anponoHoBaHo:
39,76 kr, o cTaHoBUTL 284 000 Tab6n. ( Big 35,78 Kkr Ao
43,74xr abo Big 255 571 Tabn. go 312 428 Tabn.) abo
123,37 «r, Wwo ctaHoBUTL 881214 Tabn. (Big 111,04 kr fo
135,71 «r, abo Big 793 142 1abn. go 969 357 Tabn.) abo
200,60 «r, Wwo ctaHoBuTb 1 432 857 1a6. (Big 180,55 kr oo

6e3
peyenma

UA/6289/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
220,65 «kr, abo Big 1 289 642 Tabn. fo 1576 071 Tabn.)
440 kr, wo ctaHoBUTb 3 142 857 Tabn (Big 400,0 kr oo 480,0
Kr abo Big 2 857 142 Ta6n. oo 3 428 571 ta6n.)
63. AYTACTEPU kancysm m'siki no 0,5 Mictpan AHrnis lanenikym Xenc, C.J1., Icnanis BHECEHHS 3MiH 1O peecTpaLiiiHuX maTepiasiB TeXHIYHA 3a UA/18199/01/01
AO-BICTA Mmr; o 10 kancyny Kenitan IcnaHis (ainbHULA, Wo nomuska (3rifHo Hakasy MO3 Big 23.07.2015 Ne 460) - peyenmom
6nicTepi; no 3 abo 9 MeHemxmeH Bignosigae 3a BUMNpPaB/IEHHS TEXHIYHUX NOMUIOK, 3rigHo n.2.4. po3gainy VI
6nicTepiB y KAPTOHHIl T Nimiteq, KOHTPO/b AKOCTI Haka3ly MO3 Ykpainu Big 26.08.2005p. Ne 426 (y pepakuii
Kopobui (pi3nKo-xiMiuHwiA), Haka3y MO3 Ykpainu Big 23.07.2015 p Ne 460) —
Bunyck cepii); UuHaea BUMpPaB/IEHHS TEXHIYHOI NOMWU/IKW, MOB’A3aHO 3 HEKOPEKTHUM
dapma, C.J1., IcnaHis nepeHeceHHsM iHchopmau,ii 3 maTepianis BUpo6HKKa A0
(ginbHUUS, Wo METOAIB KOHTPOSI0, AONYLLEHHS NOMU/IKA NPU HaNUCaHHi
Bignosigae 3a cneuudikalii, a came 3a nokasHMkom «MikpobionoriyHa
BUPOGHULITBO, 4yncToTa» 3as3HayeHHs MPUMITKV MO NepioANYHOCTI KOHTPOJIIO
nepBrHHe Ta 3rifHO MaTepianiB BUPO6HMKa. MNponoHoBaHa pefakuis:
BTOPVHHE NaKyBaHHS, MeTtoawn KoHTponto skocTi Cneuudikavis MokasHUKN AKOCTI
Pi3NKO-XIMiYHUIA Ta Honyctumi mexi Metoamn koHTposnto Mpu Bunycky MNpoTarom
Mikpo6ionoriyHuii TepMiHy npuaaTtHocTi MikpobionoriyHa umctota*
KOHTPO/Ib SIKOCTI, TAMC TYMC
BMMYCK cepii) E.coli
He nepesuLye 103 CFU/r
He nepesuwyye 103 CFU/r
BigcyTHicTby 11
He nepesuLye 103 CFU/r
He nepesuwyye 103 CFU/r
BigcyTHicTb y 1 T €Bp.
®dapm., 2.6.12/2.6.13
* [Mpw BUNYycKy — MepiognyHICTb KOHTPOO 3@ NOKA3HUKOM
«MikpobionoriyHa unctota» npoBoanTbes 1 pas Ha 10 cepii,
ab0o npuHalimi ofHi€eT cepii Ha pik, 3a/1eXHO Bif TOro, Lo
paHiwe.3a3HayeHe BUNpaB/IEHHS BignoBigae martepianam
peecTpadujiiHoro
64. EBPAHTUN PO34UH A5 iH'eKLiid, 5 AciHo LWseliyapia | EVIKEC rm6X IMEQ, ABCTpis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis 3MiHU 3 SIKOCTi 3a UA/9943/02/01
mr/mn; no 5 mn (25 mr) dapma Al ABcTpisl (KOHTPOSIb - 3MiHM 40 MeToAy BUNPOBYyBaHHA Mif yac BUpoOHMULTBA peyenmom

a6o no 10 mn (50 mr)
B amnyni; no 5, a6o no
10, a6o no 50 amnyn y
KapTOHHIA KopoobLi

AKOCTI
(CTepunbHicTb));
Takega ABcTpis T'M6X,
ABCTpis (BUPOOHULTBO
3a MOBHUM LIMK/IOM)

N3, a came 3amMiHa gpyroro etany cTepubHOI QoinbTpauii
Ha TepMiuHy dinbTpauito npy 121 °C npotarom 15 XBUWH.
[lonaTkoBO BHOCUTbLCA pefakLiiiHa npaBka, a came He3HauHi
OHOBJ/IEHHS B ONWCI TEXHONOTMYHOro o6nagHaHHa Ans
ynakoBku B po3gini 3.2.P.3.3., BuAaseHHsA NOCUNaHHA Ha
TEPMOYCa04HNIA NaKyBasTbHUK;
3MiHM 3 SIKOCTi - BBEAEHHS [,04aTKOBOro NokasHuka
«HeBigomi gomilkm» B cneumdikauito /13 Ha BUNycK Ta Ha
TepMiH NpuaaTHOCTI 63 BHECEHHSI A0AATKOBOTO MeToay
BMNPOGYBaHHS; 3anponoHOBaHoO: |aeHTudikauis Ta
BU3HAYEHHSA YncToTu Mpu BANYCKY
HeBigomi AOMiLLKM KOXHOI He BinbLue 0,1 %, cyma He
6inble 0,2 %; B kiHUi TepMiHy npuaaTHocTi. KoxHoi He
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

Ginbwe 0,2 %, cyma He binbLue 0,5 %; 3MiHM 3 AKOCTI -
3BY)EHHS AONYCTUMUX MeX Y cneuundikauii M3 3a
nokasHukoM «bakTepiasibHi eHLO0TOKCMHW» Ha BUMYCK Ta Ha
TepMiH NpMAATHOCTI. 3anponoHoBaHo: He 6inbLe 10,0
EO/Mn; 3MiHM 3 AKOCTI - ONOBHEHHA cneuudikauii 13 Ha
TEepMiH NPUAATHOCTI NOKasHUKamMy «MexaHiuHi BK/THOYEHHS.
Bugumi yactkn. HeBuanmi yacTku», Wwo 6yayTb
BMKOHYBATUCS Ha No4yaTky Ta B KiHLj AOCNiKEHHS
CTabiNIbHOCTI; 3MiHW 3 AIKOCTI - BBEAEHHSA APYroro
a/lbTEPHATUBHOIO MeToAy BUNpobysaHHA 13 3a
NoKasHWKOM «laeHTudikayis» Y®-meTogom A0 Bxe
3arBepgxeHoro BEPX meTtogy ineHTudikauii; 3MiHW 3 AKocTi
- 3MiHa YMOB 36€epiraHHs nikapcbKoro 3acoby, Lo
06yMOB/IEHO 3MiHOK MeToZAy cTepunizavii I'13.
3anponoHoBaHo: 36epiraTv Npu Temneparypi He BuLle 25
°C. 3MiHV BHECEHO B iHCTPYKL,i0 4718 MEANYHOIO
3acTOCyBaHHS y p. "YMOBM 36epiraHHs" 3 BignoBigHUMMN
3MiHaMK y TEKCTi MapKyBaHHS yNakoBKM iKapCbKOro 3acooby.
BBefeHHs1 3MiH NPOTArom 6-T1 MiCALIB MiC/A 3aTBEPMKEHHS;
3MiHU 3 SIKOCTi - HE3HAYHI 3MiHU B peecTpaviliHoMy 4OCbE
N3y po3gini 3.2.P.3.3., a came BUy4YeHHs pasm
«CTEepW/bHO BiAdINbTPOBaHa» A1 BOAW A5 iH KL, Lo
BUKOPVCTOBYETLCA 151 MPUTOTYBaHHA PO3UMHY; 3MiHU 3
AKOCTI - 3BY)XEHHSA A0OMNYCTUMUX MEX, BCTAHOB/IEHUX Y
cneumdikauii nig yac BMpo6HMLUTBa 13 415 NOKa3HKKIB
«pH» Ta «3a/IMLLKOBUI KNCEHb»; 3MIHM 3 SIKOCTI -
36iNbLUEHHA Nepiogy NOBTOPHOrO BMNPO6yBaHHSA Ad| 3 24
MicsiliB Ao 60 micsLiB Ha OCHOBI MO3UTUBHUX AAHUX
[ocnimkeHHs cTabinbHOCTI. BunyyeHHs BUPOGHUYOT
AinbHuUi BUpo6HuyTea Ad®l, Takeda GmbH, HimeuunHa;
3MiHU 3 SIKOCTi - HE3HAYHI 3MiHN O MeTOoAY BUMPOGYBaHHS
A®| 3a noka3HUKOM «KifibkicHe BU3HAYEHHS1» METOL,0M
NOTEHL,iOMETPUYHOIO TUTPYBAHHS; 3MiHW 3 AKOCTI -
npuBefeHHs po3ainy 3.2.5.4.2. AHaniTU4Hi MeTOAUKN ANs
A®| y BignoBigHICTbL A0 BMMOT EP 3a nokasHUkom
loeHTudikauis metogom 14; 3MiHK 3 SKOCT - HE3HaYHI 3MiHU B
npoueci BupobHuutea A®I, a came BUpoGHMKOM AdI
BNPOBa/PKEHO CXEMY OXOMOMKEHHS AN KpucTanizauii nig,
yac BupobHuLTBa APl Ypaniguny Ha Ctagii 3; 3MiHM 3 AKOCTi
- 3aTBepMxeHHA MKA J13 ykpaiHCbKO MOBOIO 3
npueefeHHAM hopmaTy cneuundikauil Ta MeTOAIB KOHTPO/THO
N3y BigNOBIAHICTb A0 OPUriHA/ILHUX MaTepianis
BMPO6HMKa; [loAaTKOBO BHECEHI peAakuiliHi npaBku o MKA
N3 po meToauky BUNPOBYBaHHA «3asIMLLKOBUIA KUCEHDb Y
BifIbHOMY NpocTopi» Ta Ao cneyudikauii M13 3a NoKasHUKOM
«KinbKicHe BU3HaYeHHs» y BiAMOBIAHICTb A0 OPUTiHANBHMX
marepianis BUPOOHUKA; 3MiHW 3 IKOCTi - PO3LLNPEHHS
JonycTUMMX Mex y cneumdikauii 13 Ha Bunyck Ans
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
npoAaykTy rigponizy B7205-020
65. EBKABA/N® Kpanni, 1 mr/mn no 10 ecnapma HimeuunHa dapma BepHirepoge HimeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis 3MiHu | TUNYy - Ges UA/13241/01/01
KPAMNMI M1y chnakoHi; no 1 6X 6X 3MiHM BHECEHI 40 iHCTPYKLiT 4151 MEANYHOrO 3aCTOCYBaHHS peyenma
h/1aKoHY B KapTOHHii nikapcbKoro 3acoby y po3ain "MobivHi peaxuii” BignoBigHO
ynakoBLi [0 OHOB/EHOI iHhopMaLiT 3 6e3nekun Aityoi pevoBUHN.
BBefeHHs 3MiH NpoTArom 6-Tv MicALIB NiCNsA 3aTBEPAYKEHHS
66. EBKABAN® Kpanni, 0,5 mr/mn no ecnapma HimeuyunHa $apma BepHirepoge HimeyunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis 3MiHu | TNy - Ges UA/13241/01/02
KPANI ANA 10 mn y dhnakoHi; no 1 6X 6X 3MiHM BHECEHI [0 iHCTPYKLiT 415 MeANYHOrO 3aCTOCYBaHHS peuyenma
BITEN h/1aKOHY B KapTOHHii nikapcbKoro 3acoby y po3ain "MobiuHi peaxuii" BignosigHO
ynaxoBLii [10 OHOB/EHOT iHGhopMaLlii 3 6e3nekun Ailo4oT PeHOBUHN.
BBeneHHs1 3MiH NPOTAroM 6-Tu MicALIB NiCNsA 3aTBEPLKEHHS
67. EBKABA/I® PO34MH Ha3asibHWiA, 1 ecnapma HimeuunHa dapma BepHirepoge HimeyunHa BHECEHHS 3MiH A0 PEeECTpaLiiHNX MaTepiasliB 3miHu | Tuny - bes UA/13241/02/01
CMPEN mr/mn no 10 mny M6X rM6X 3MiHW BHECEHI [0 iHCTPYKLiT 4151 MeANYHOro 3aCTOCYBaHHSA peyenma
thnakoHi; no 1 nikapcbKoro 3acoby y po3ain "Mo6ivHi peaxuii" BignosigHO
onakoHy 3 4O03aTOPOM [0 OHOB/IEHOI IH(hOpMaLLii 3 6e3neKkn A4it40l PEHOBUHN.
B KapTOHHIiA ynakoBsLi BBefeHHs 3MiH NPOTAroM 6-Tu MicAUIB NiCNsA 3aTBEPKEHHS
68. EAEPMIK ren 0,1%no30ry AT YkpaiHa AT "dapmak" Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis 3MiHu | Tuny - 6e3 UA/17481/01/01
Ty6i , no 1 Ty6i B navuji "®apmak” 3MiHa Ha3BW Ta agpecy BUpo6Huka APl gumeTnHAEeHY peyenma
maneary, 6e3 3MiHM MicLii BUPOGHULTBA: 3anpONOHOBaHO:
AT "®apmak” YkpaiHa, 04080, M. Kuis, By/1. Kupuniscbka,
74; 3miHu || TUNY - BHECEHHA 3MiHW Y peecTpauiiiHi
mMarepianu focbe Nikapcbkoro 3acoby, p. 3.2.5.2.3.
KoHTposnb maTepianis, a came BHeCeHHS 3MiH B CIN Ha
BUXiHY CMPOBUHY KncnoTa X/0pucToBogHeBa
KOHLIeHTPOBaHa, LL,0 BUKOPUCTOBYETLCA Ha NovaTKoBili cTagji
CUHTE3y B npoLeci BUpobHuLTBa cybcTaHuii AuMeTuHaeHy
mManeaty. B 3aTBepaKeHnx peecTpauiiHux matepiasiax Ha
nikapcbkuii 3aci6 Egepmik, rens 0,1%, B p. 3.2.S5.2.3.
KoHTposnb maTepianis HaBefeHO crieumdikaito Ha BUXIgHY
CUPOBMHY KncnoTa X/10pucTOBOAHEBA KOHLIEHTPOBaHa 3
3a3HayYeHUM HOpPMyBaHHAM A/15 nokasHuka «KinbkicHe
BU3Ha4eHHa» Big 37,0 % (m/m) go 38,0 % (wm/m). BignosigHo
0 sumor EP go pevoBnHu Kucnota xnopucToBogHeBa
KOHL|EHTpOBaHa BHOCATHLCA 3MiHW O HOPMYBaHHS NOKasHWKa
«KinbkicHe BM3HaueHHs», a came Big, 35,0 % (m/m) zo 39,0
% (m/m)
69. EAEPMIK Kpanni opasibHi, AT YkpaiHa AT "dapmax” Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis 3miHu | TNy - 6e3 UA/16984/01/01
pO34MH no 1 mr/mn no "dapmak” 3MiHa Ha3BW Ta agpecu BupobHuka APl gumeTnHaeHy peyenma

20 mn abo 25 mny
donakoHi, no 1
donakoHy B nauuj

masnearty, 6e3 3MiHW Micus BUPOOHULTBA: 3anpOnOHOBaHO:
AT "dapmak” YkpaiHa, 04080, m. Kuis, By/. Kupuniscbka,
74; 3miHu || TUNY - BHECEHHA 3MiHW Y peecTpauiiHi
mMarepianu focbe fikapcbKoro 3acoby, p. 3.2.5.2.3.
KoHTposb matepiasiiB, a caMe BHeCeHHs 3MiH B CI Ha
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

BUXifHY CMPOBUHY KncnoTa X/0pucToBogHeBa
KOHLIeHTPOBaHa, LU0 BUKOPUCTOBYETLCA Ha NovaTKoBili cTagji
CUHTE3y B NpoLieci BUpobHuLTBa cybcTaHuii AuMeTuHaeHy
maneaty. B 3aTBepaKeHnx peecTpauiitHux matepiasiax Ha
nikapcbkuii 3aci6 EAEPMIK, kpanni opasibHi, po3unH no 1
mr/mn, B p. 3.2.S.2.3. KOHTponb marepianis HaBefeHO
cneuudikaLiio Ha BUXigHY CMpoOBUHY Kucnota
X/TOPUCTOBOAHEBA KOHLEHTPOBaHa 3 3a3HaYeHnM
HOPMYBaHHAM 4719 NokasHuKa «KifbkicHe BU3HAYEeHHS» Bif,
37,0 % (m/m) go 38,0 % (m/m). BignosigHo o Bumor EP go
peyoBMHM KncnoTta x10pucToBogHEBa KOHLEHTPOBaHa
BHOCATLCS 3MiHW 1O HOPMYBaHHS nokasHuka «KinbkicHe
BM3HAYEHHs», a came Big 35,0 % (m/m) ao 39,0 % (m/m)

70.

EKSOA4EPUN
®

Kpem 1 % no 15 r a6o
30 ry 1y6i; no 1 Ty6i B
KapTOHHIA Kopoo6Li

CaHpo3
dapmacbioTi
Kans g.4.

CnoBeHis

BMPO6HUK in bulk,
nepBUHHE | BTOPUHHE
nakyBaHHS, KOHTPO/b:
Mepk Kl'aA & Ko Bepk

LWniTTanb, ABCTpIs;
BMMyckK cepii: CaHao3
'M6X - TexOrc,
ABCTPpIsi; BUPOGHMK in

bulk, nepBuHHe i
BTOPUHHE NaKyBaHHS,

KOHTPO/b, BUMYCK

cepii: Cantotac
dapma N'vbX,
HimeuunHa

ABcTpisi/
HimeuunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis 3MiHu | TNy -
BHECEHHS 3MiH 4,0 KOHTPO/IO Mif Yac BUPOOHMLTBA FOTOBOrO
nikapcbKoro 3acoby Bnpo6bHuka Salutas Pharma GmbH Ha
cTagii NepBMHHOrO NakyBaHHS, 30Kkpema: 3amiHa napameTpy
"Uniformoty of mass" Ha "Filling weight". BHeceHHs
He3HauHWX pefakuUiliHuX 3MiH: NepeHeCceHHs1 KOHTPO/O B
npoueci BUpo6HULTBA 3 p. 3.2.P.3.4. KOHTPO/Ib KPUTUYHNX
cTagi i npoMiXHOT NpoAykuii go p. 3.2.P.3.3. Onuc
BMPOBHMNYOro NpoLecy Ta KOHTPO/I0 NpoLecy; 3MiHW | Tuny -
3a3HauyeHHs BUKOPUCTaHHSA 3MIHHOT Ki/IbKOCTI rigpokeuay
HaTpito (NaOH) gns perynioBaHHs pH an15 KOXHOT oKpemoT
cepii N3 BupobHuuTBa Salutas Pharma GmbHB. BHeceHHs
He3HauyHMX pedakuiliHnx 3miH go p. 3.2.P.1. Onuc i cknag
roTOBOrO MiKapCbKOro 3acoby: 3a3HavyeHHs MOCUNaHHS Ha p.
3.2.P.7. Cuctema KoHTeliHep/3akynoptoBasibHWiA 3aci6 Lwoa0
iHchopMmalii Npo nakyBasbHUIA MaTepias; 3MiHW | Tuny -
BHECEHHS HE3HAYHMX 3MiH Y BUPOBHMYMIA NpoLec, 30Kkpema:
BBE/IEHHSI KOHTPOJIO 3a nokasHukom “"pH" 3 BiANOBIgHMMMU
KpUTEpisiMy NpuAHATHOCTI "4,5-5,5";
3MiHM | TUNY - BBEAEHHA AOAATKOBOrO po3mipy cepii M3 -
1800 «r (g1 BupobHuka Salutas Pharma GmbH).
3anponoHoBaHo: 200 kr (13 300 Ty6 no 15 r a6o 6 600 Ty6
no 30 r); 800 kr (53 300 Ty6 no 15 r a6o 26 600 Ty6 no 30 r);
1800 «r (120 000 Ty6 no 15 r abo 60 000 Ty6 no 30 r)

6e3
peyenma

UA/3960/01/01

71.

ENEPT

TabneTtku, Lo
AVCnepryoTbes B
POTOBI NOPOXHWHI MO
10 mr no 10 Ta6netok
y 6nictepi; no 1, abo
no 2, abo no 3
6nicTepy B KAPTOHHii
Kopobui

Mikpo /labc
Nimiteq

IHais

Mikpo Na6c NMimiteq

IHais

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis 3miHu | TUny -
3MiHa KpUTEpIiB NPUAHATHOCTI LLOA0 30BHILUHLOIO BUrA4Y
TabneTkun, a came 3MiHa LUTaMNiB: 3aMiCTb rpaBsitoBaHHA «E»
3 04HOro 60Ky TabneTkn Ha Nnocki 3 060x 6OkKIB.
3anponoHoBaHo: Kpyrni nocki Tabnetkn 6e3 060/10HKM Big,
6is10ro A0 Maibke 6i10ro KoNbopy 3i CKOLLEHUMU Kpasimu,
naocki 3 060X 60kiB. 3MiHVM BHECEHI B IHCTPYKLi0 A1
MeAUYHOro 3aCTOCyBaHHA NiKapCbKoro 3acoby y po3gin
"Nikapcbka dhopma” (OCHOBHI i3VKO-XiMiYHi B1ACTUBOCTI)

6e3
peuyenma

UA/18577/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
72. EMOKNOT MOPOLLIOK Ta KegnpioH ITanisa KEAPIOH C.MN.A. ITanisa BHECEHHS 3MiH 0 peecTpauiiiHux maTepiastis 3MiHu | Tuny - 3a UA/17394/01/01
PO3UYUHHWK AN1A C.n.A. fopasaHHA nabopatopii LABANALYSIS S.R.L., VIA peyenmom
PO34nHy Ans iHdysii, EUROPA, 5. CASANOVA LONATI, 27041, ITALY,
500 MO/10 mn, BiANOBIAA/IbHOI 3@ BUKOHAHHS TECTY «AMIHOKUCIOTHWIA
onakoH Ne 1 3 aHani3» AN AONOMIKHOT PeHOBUHU «TILMH», BigNOBigHO A0
nopotukom no 500 MO p. 2.2.56 €Bponelicbkoi dhapmakonei; 3MiHu | Tuny -
Y KOMMN/IeKTi 3 BBEJEHHS 404aTKOBOI BUpO6HUYOI ainbHuLi KEAPIOH
PO34MHHMKOM (BOgA C.MN.A., C.C.7 BIC KM. 19,5 — 80029 CAHT'AHTIMO (HA),
AN iH ekuiid) no 10 mn ITANIA (KEDRION S.P.A., S.S.7 BIS KM. 19,5 — 80029
y donakoHi Ne 1 Ta SANT'ANTIMO (NA), ITALY), BignosigansHoi 3a BTOPYHHE
Ha6opom ans nakyBaHHS rOTOBOrO /likapCbKOro 3acoby; 3miHu | Tuny -
PO3UYMHEHHS i 36iNbLUEHHA Aiana3oHy po3Mipy cepii nyny naasmu gas
BBE/EHHS Y KApPTOHHIl ainbHuui KegpioH Biodapma IHk., 155 ['topia Poya,
Kopobui Mensinn, Heto Vopk, 11747, Cnonyueni wratu (Kedrion
Biopharma Inc., Duryea Road, Melville, New York, 11747,
United States). Be3 3MiH y BUpOGHMYOMY NPOLIECI.
3anponoHoBaHo: 1 837 n— 2 300 n; 3miHu Il TNy -
[0AaBaHHA anibTepHATMBHOI BUPOOGHUYOI AiNbHUL, a came
KegnpioH Biochapma IHk., 155 ['topia Poyg, Mensinn, Heto
Vopk, 11747, Crnonyueni wratyn (Kedrion Biopharma Inc.,
Duryea Road, Melville, New York, 11747, United States),
BiANOBIA&/IbHOI 32 BUPOOHULTBO KpionacTu; 3miHu |l Tuny -
[oflaBaHHA anlbTepHaTUBHOI BUPOGHMYOT AinbHUL YAP/1b3
PIBEP NABOPATOPI3 ®PAHLIA — YP/1d, 2109 poyT fe
WatinboH, POMAHC, 01400, ®paHuis (CHARLES RIVER
LABORATORIES FRANCE — CRLF, 2109 route de
Chatillon, ROMANS, 01400, France), ®paHLiis,
BiANOBIAA/IbHOI 32 KOHTPOJIb SKOCTi FOTOBOTO /1iKApPCLKOro
3aco0y 3a NokasHWKOM «TliporeHn»
73. EMOKNOT MOPOLLOK Ta KegnpioH ITanisa KEAPIOH C.IM.A. ITanisa BHECEHHS 3MiH [0 peecTpauliinHmx maTepiasis 3MiHu | Tuny - 3a UA/17394/01/02
PO3YMHHUK ANna C.n.A. fopasaHHA nabopatopii LABANALYSIS S.R.L., VIA peyenmom
PO34nHy Ans iHdysii, EUROPA, 5. CASANOVA LONATI, 27041, ITALY,
1000 MO/10 mn, BIANOBIAA/IbHOI 3@ BUKOHAHHS TECTY «AMIHOKUCIOTHWIA
chnakoH Ne 1 3 aHaniz» Ans AONOMIKXHOT PEYOBUHU «TILMH», BigNOBIAHO A0
nopotukom rno 1000 p. 2.2.56 €sponelicbkoi hapmakonei; 3MiHu | Tuny -
MO y komnnekTi 3 BBEAEHHS [04AaTKOBOI BUPOOHMYOT ginbHuui KEAPIOH
PO34YMHHMKOM (BOAA C.M.A., C.C.7 bIC KM. 19,5 — 80029 CAHT'AHTIMO (HA),
AN i ekuiid) no 10 mn ITANIA (KEDRION S.P.A., S.S.7 BIS KM. 19,5 — 80029
y donakoHi Ne 1 Ta SANT'ANTIMO (NA), ITALY), BignosiganbHoi 3a BTOPVUHHE
Habopom ans nakyBaHHsi TOTOBOrO NiKapCbKOro 3acoby; 3MiHu | Tuny -
PO3YMHEHHS | 36iMbLUEHHS Aiana3oHy po3Mipy cepii nyny naasmu Anas
BBE/EHHS Y KAPTOHHIl ainbHuui KegpioH biocbapma IHk., 155 ['topia Poya,
Kopobui Mensinn, Heto Mopk, 11747, Cnonyyeri wratu (Kedrion
Biopharma Inc., Duryea Road, Melville, New York, 11747,
United States). Be3 3MiH y BUPO6HNYOMY NPOLIEC.
3anponoHoBaHo: 1 837 n— 2 300 n; 3minHu Il Tvny -
[0[laBaHHsA aflbTepHATUBHOI BUPOGHMYOI AiNibHUL|, @ came
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KegnpioH Biochapma IHk., 155 ['topia Poyg, Mensinn, Heto
Vopk, 11747, Crnonyueni wratyn (Kedrion Biopharma Inc.,
Duryea Road, Melville, New York, 11747, United States),
BiANOBIA&/IbHOI 32 BUPOOHULTBO KpionacTu; 3miHu |l Tuny -
[oflaBaHHA anlbTepHaTUBHOI BUPOGHMYOT AinbHUL YAP/1b3
PIBEP TABOPATOPI3 ®PAHLIIA — YP/1d, 2109 poyT e
WatinboH, POMAHC, 01400, ®paHuis (CHARLES RIVER
LABORATORIES FRANCE — CRLF, 2109 route de
Chatillon, ROMANS, 01400, France), ®paHLiis,
BiANOBIAA/IbHOI 32 KOHTPOJIb SAKOCTi FOTOBOTO /iKApPCLKOro
3aco0y 3a NokasHWKOM «TliporeHun»
74. EHrICTON Tabnetkn, no 50 Bionoriwe HimeuumnH Bionoriwe HimeuunHa BHECEHHS 3MiH A0 pPeeCTpaLiiHNX MmaTepiasiiB 3miHu | Tuny - 6e3 UA/2053/02/01
Tabnetoky Xalinbmitre a XalinbMmiTTens Xeenb 3MiHM Woao 6e3nekun/ehekTVBHOCTI Ta chapmakoHarnagy - peyenma
KOHTEeliHepi Nb Xeesnb 6X 3MiHM BHECEHI 10 TEKCTY MapKyBaHHS NePBUHHOI YNakoBKu
noninponineHoBomy; M6X NikapcbKoro 3acoby o0 HasBHOCTI 3aXUCHUX e/TIEMEHTIB
no 1 KoHTeliHepy B
KopobLi 3 KapTOHY
75. ECKYNnoC Kpannai opasbHi no 30 Bionoriwe HimeuumnH Bionoriwe HimeyunHa BHECEHHS 3MiH A0 pPeeCTpaLiiHNX MaTepiasiiB 3miHu | Tuny - 6e3 UA/5632/01/01
KOMMNO3UTY | mny dhrnakoHi- Xalinbmitre a XalinbMmiTTens Xeenb 3MiHM Woao 6e3neku/edhekTVBHOCTI Ta chapmakoHarnagy - peyenma
M KpanesibHuuj; no 1 Nb Xeesnb 6X 3MiHW BHECEHO A0 TEKCTY MapKyBaHHS NEePBUHHOI YNaKkoBKU
hakoHy-kpanenbHuLj M6X NikapcbKoro 3acoby o0 HasBHOCTI 3aXUCHUX e/TIEMEHTIB
y KopobLji 3 KapTOHY
76. ECNA- TabneTku, BKpUTI ecnapma HimeyuunH KOHTPO/1b SIKOCTI: HimeuunHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 3a UA/4179/01/02
NINOH® 600 060/10HKO0, N0 600 M6X a dapma BepHirepoge Icnanis 3MiHK 3 AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. 3MiHN y peyenmom

mr, no 10 TabneTok y
6nicTepi, no 3
6nicTepy B KAPTOHHIiA
yNakoBLi

vm6X, HimeyunHa;
BMPOGHMLTBO
Hepo3ghacoBaHoro
NpPoAyKTY, NEPBUHHE
nakyBaHHSs, BTOPUHHE
nakyBaHHs!, KOHTPO b
SIKOCTI, BUNYCK cepil:
ApngaHc ®apma M'mbX,
HimeuunHa,;
BTOPUHHE MaKyBaHHS:
ecnapma ®apma
Cepsice3 'M6X,
HimeuunHa;
BVMPOGHMLTBO
Hepo3ghacoBaHOro
NpPoAyKTY, NEPBUHHE
nakyBaHHSs!, BTOPUHHE
nakyBaHHs!, KOHTPO/Tb
SIKOCTI, BUNYCK cepil:
Na6opaTopioc
MegikameHTOC
IHTepHacboHanec,
C.A,, IcnaHist

BMPOGHMLTBI. 3amiHa abo BBeAEHHS 40AATKOBOI AiNbHUL
BMPOGHMLTBA A/151 YACTUHM abo BCbOro BUPOGHNYOrO
npoLecy roToBOro Nikapcbkoro 3acoby (AiNbHULA, Ha SKilA
nNpoBOAATLCA Byab-sKi BUPOOHMYI CTagji, 3a BUHATKOM
BWMYCKY CEPiii, KOHTPOO AKOCTI, MEPBUHHOIO Ta BTOPUHHOIO
nakyBaHHS, /19 HECTEPUTbHUX NIKapCbKMX 3acobiB) -
BBEJEHHS1 404ATKOBOI AibHUL BiANOBIAA/IbHOT 32
BMPOGHMLITBO Hepo3dhacoBaHOro NpoaykTy - Jlabopartopioc
MegikameHTOC IHTepHacboHanec, C.A., Icnaxis; 3MiHun | Tuny
- 3MiHK 3 SIKOCTi. FOTOBWIA NiKapCbKUiA 3aci6. 3MiHN Y
BMPOGHMLTBI. 3amiHa abo BBeEHHS [0AaTKOBOI AiNbHUL
BMPOGHULTBA A1 YACTUHM abo BCbOro BUPOBGHUYOTO
npoLecy roToBOro Nikapcbkoro 3acoby (AinbHuus ans
NepBWHHOTO NaKyBaHHS) - BBEAEHHSA AOAATKOBOI AiNbHULL
AN nepBUHHOro nakysaHHa /13 - Jlabopatopioc
MegikameHTOC IHTepHacboHanec, C.A., Icnaxis; 3miHm | Tuny
- 3MiHK 3 SKOCTi. F0TOBUIA NiKapcbKuii 3aci6. 3miHK y
BMPOGHULTBI. 3amiHa abo BBEAEHHS [0AaTKOBOI Ai/bHUL
BMPOGHMLTBA A1 YACTUHM abo BCbOro BUPOGHMNYOTO
npoLiecy rotToBoro Nikapcbkoro 3acoby (ginbHuUA ans
BTOPVHHOTO NakKyBaHHS) - BBEAEHHS AOAATKOBOT AiNbHULL
07151 BTOPVMHHOIO nakyBaHHs /13 - JlabopaTopioc
MegikameHToc IHTepHacboHanec, C.A., IcnaHis; 3miHu | Tuny
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
- 3MiHM 3 SKOCTi. [0TOBWIA NiKapCbkuii 3aci6. 3miHM y
BMPOOHULTBI. 3MiHa iMNopTepa/3aMiHK, WO CTOCYHOTLCA
BUMYCKy cepii Ta KOHTPOJIKO SAKOCTI FOTOBOrO NiKapCbKoro
3acoby (3amiHa abo fJofaBaHHSA BUPOGHKKA, WO BiAMoBigae
3a BBe3eHHSA Ta/abo Bunyck cepir) - Bknovaroum
KOHTPONb/BMNPOGYBaHHSA cepii - BBEAEHHS A04aTKOBOT
AiNbHULI BigMoBigaibHOT 382 KOHTPO/Ib SAKOCTi Ta BUMYCK cepil
- Nabopatopioc MegikameHTOC IHTEpHackoHanec, C.A.,
Icnanis. 3MiHM BHECEHI B iIHCTPYKLHO 4719 MEeANYHOro
3actocyBaHHs /13 y p. "BupobHuk", "MicLe3HaxomKeHHs
BMPOGHMKa Ta i0ro agpeca Micus NpoBafpkKeHHs AisnbHOCTI"
3 BifjNOBIAHMMMN 3MiHAMMW B TEKCTi MapKyBaHHS YNakoBOK
77. ECUVH MOPOLLIOK (Cy6CTaHLis) MNAT YkpaiHa MAT "ranuudcpapm” YkpaiHa BHECEHHS 3MiH 1O peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - - UA/13700/01/01
y 6aHkax gns "Tanuuchap 3MiHU 3 AKOCTi. A®L. KoHTposib A®L. 3miHa y napameTpax
BMPOGHULITBA M" cneumdikauin Ta/abo foNyCTUMKUX MEX, BUSHAYEHUX Y
HeCcTepWIbHUX cneumdikauisix Ha Ad®l, abo BMXigHWIA/MPOMIKHWIA
nikapcbkux hopm NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y Npoueci
BMPO6HMLTBA ADI; CynyTHA 3MmiHa - 3MiHM 3 AKOCTi. ADI.
KoHTponb A®l. 3miHa y meTogax BunpobyBaHHa APl abo
BUXIAHOrO MaTepiany/npoMiKHOro NpoAyKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NpoLLeCi BUPO6HMLTBA AD| (HE3HAYHI
3MiHW Y 3aTBEPAKEHUX METoAAaxX BUMNPOOYBaHHS) - BHECEHHS
3MiH go Cneuudpikauii / MeTtogis BunpobyBaHHs A®| EcuuH,
3X0NKpema: 3a NokasHUKoM "MikpobionoriyHa unctoTa”
KpuTepii NPUAHATHOCTI NPMBEAEHO Y BiANOBIAHICTL A0
aitoyoro BugaHHa EP/O®Y
78. ECLIMHOBA MOPOLLIOK (Cy6CTaHLis) MAT Ykpaina MAT "Fanuudcpapm” Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny - - UA/9734/01/01
ClNlb 2,6 - y 6aHkax gns "Tanuudhap NpUBELEHHS KpUTEPIIB NPUAHATHOCTI 38 NOKA3HUKOM
AIAMIHOTEK BMpPOBGHULTBA M" «Mikpo6ionoriyHa unctoTa» B crneuudikaLii Ta metTogax
CAHOBOI CTEPUNbHUX KoHTponto A®I go sumor EP/DY, gitoye BUAAHHS; CYNyTHS
KNncnotun nikapcbknx oopm 3MiHa - 3MiHK 3 AKocTi. A®l. KoHTposib ADL. 3miHa y
MeTofax BunpobysaHHa APl abo BuxigHoro
marepiany/npomMiXKHOr0 NPoAyKTy/peareHTy, Wwo
BUKOPWCTOBYETLCA Y NpoLeci BUpO6HULTBa AD| (He3HauHI
3MiHM y 3aTBEpIKEHNX MeToAax BUNPoOyBaHHS)
79. EY®OPBIYM cnpeli HaszanbHWIA No Bionoriwe HimeuumnH Bionoriwe HimeyunHa BHECEHHS 3MiH A0 PeeCTpaliiHNX MaTepiasiiB 3miHu | Tuny - 6e3 UA/6010/01/01
KOMMNO3UTY | 20 mny posnuitoBadi; Xalinbmitre a XainbmitTens Xeenb 3MiHM Woao 6e3neku/ehekTNBHOCTI Ta chapmakoHarnagy - peyenma
M no 1 posnuniosayy B nb Xeenb rM6X 3MiHW BHECEHI 10 TEKCTY MapKyBaHHs NepBUHHOT YNakoBKM
HA3EHTPOMN KOpoOL,i 3 KapTOHY meX NiKapcbKoro 3acoby L0A0 HAassBHOCTI 3aXMCHUX e/1IEMEHTIB
®EH C
80. 3E/IBOPA®® | TabneTku, BKPUTI ® . XocpcpmaH | LUBeiiuapi Brpo6HMLTBO ITania/ BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 3a UA/12699/01/01
NiBKOBOO H-J1a PoLu A Hepo3sacoBaHol LLeliLapis AfMiHicTpaTMBHI 3MiHN. 3MiHa kogy ATX. 3MiHM BHECEHO B peyenmom
060/10HKOI0, 10 240 Mr nTa NPOAYKLT, NepBUHHE IHCTPYKLi0 415 MeANYHOTO 3aCTOCYBaHHS iKapCbKoro

no 8 Tabnetok y
6nictepi; no 7

nakyBaHHA, BTOPUHHE
NnakyBaHHA,

3acoby a0 po3giny "®apmakotepaneBTuyHa rpyna. Kog,
ATX" BinoBifHO A0 MiXXHApOAHOro knacugikaropa BOO3
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
6nicTepiB y KAPTOHHIN BMMNPOGYBaHHSA (http://www.whocc.no/atc_ddd_index/). BBegeHHsA 3MiH
ynakoBLiji KOHTPOJIO SIKOCTI: NPOTArom 6 MicsiLiB MicNs 3aTBEPIKEHHS.
[enbthapm MinaHo,
C.P.N., Itanis;
Bunyck cepii:
®.XodhpmaHH-/15 PoLu
Nitg, LWBeliyapis
81. 30/MALEKC Kancyna ans ACTPA3EH Benuka AcTtpa3eHeka tOK Benuka BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis 3MiHu | TNy - 3a UA/4236/01/01
NigLWKIPHOrO BBEAEHHS EKA HOK BpuTaHis Nimiteq BpuTaHis 3MiHM Wo[o 6e3nekn/eteKTUBHOCTI Ta hapmakoHarisgy. peyenmom
MPOJIOHroBaHoI Aji No NimiTeq 3MiHa KOHTaKTHOI 0CO6M 3asiBHYMKA, BignoBiga/ibHOI 3a
3,6 mr, 1 kancynay 3aiicHeHHs chapmakoHarnsgy B YkpaiHi. MponoHoBaHa
Lwnpuy-anaikatopi i3 pepakuis: MNpygaies fleHnc AMnTpoBuY. 3MiHa KOHTaKTHUX
3axXUCHUM [aHNX KOHTaKTHOI 0co6u 3asiBHMKA, BiAMNOBiAa/IbHOT 3a
MexaHi3Mom; o 1 3pificHeHHs1 hapmakoHarnsay B Ykpaii
LINpULY B KOHBEPTI 3
NPUKPINIEHUM
npanopem-
aHoTauielo 3
BO/I0rOMOT/IVHA0-4O00
Karncynoto; no 1
KOHBEPTY B KAPTOHHIM
Kopobui
82. 30/NALEKC Kancyna ans ACTPA3EH Benuka AcTtpa3eHeka HOK Benuka BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis 3miHu | TNy - 3a UA/4236/01/02
NigLWKIPHOrO BBEAEHHS EKA HOK BpuTaHis Nimiteq BpuTaHis 3MiHM Wo[0 6e3nekn/eteKTUBHOCTI Ta hapmakoHarisgy. peyenmom
NPOIOHTOBAaHOT Aji No Nimiteq 3MiHa KOHTaKTHOI 0CO6M 3asiBHYMKA, BignoBigasibHOI 3a
10,8 wr, 1 kancynay 3aiicHeHHs chapmakoHarnsgy B YkpaiHi. MponoHoBaHa
Lwnpuy-anaikaropi i3 pepakuis: MNpyaies fleHnc AMnTpoBuY. 3MiHa KOHTaKTHUX
3aXUCHUM [aHNX KOHTaKTHOI 0co6u 3asiBHMKA, BiAMNOBiAa/IbHOI 3a
MexaHi3Mom; no 1 3pificHeHHs1 hapmakoHarnsgy B Ykpaii
LINpULY B KOHBEPTI 3
NPUKpPINIeHum
npanopem-
aHoTaulieto 3
BO/I0rOMOT/IVHA0-4O0I0
Karncynoto; no 1
KOHBEPTY B KAPTOHHIl
Kopobui
83. 3O0/IEBICTA PO34nH ANs iHdy3iin 5 Mictpan AHrnis AJNTTAH Icnanis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 3a UA/18800/01/01
mr/100 mn, no 100 mn Kenitan OAPMACBHOTIKANS, AZMIHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
B KOHTEWHepi B MeHexmeH C.A. afpecy 3asiBHVKa (BnacHUKa peecTpaviliHoro nocBigYeHHs) -
3axXVCHOMY nakeTi B T Nimiteq, 3MiHa afpecu 3asBHUKa
KapPTOHHI KOpooOLii
84. 130-MIK® 5 TabneTku TOB HB® YkpaiHa TOB HB® Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis 3miHu | TNy - 3a UA/3186/03/01
Mr cybniHrBaUibHI N0 5 Mr "MIKPOXIM" "MIKPOXIM" 3MiHK LWoao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. peyenmom
no 50 Tabnetok y , YKpaiHa 3MiHa KOHTaKTHMX AaHuX YNOBHOBAXEHOI 0COOU 3asBHIKA,
6aHuj, no 1 6aHLi y BignoBigabHOI 3a hapmakoHarnsg. 3MiHa agpecu
naJui 3 KapToHy; no 25 3[jiACHEHHS1 OCHOBHOT AisiNIbHOCTI 3 hapMakoHarssay. 3MiHa
TabneTok y 6aHui; no MiCLIe3HaX04KEHHS1 MacTep-dhaiina cuctemm
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
1 6aHuj y mayui 3 thapmakoHarnagy
KapToHy; no 40
Tabnetok y 6aHui, no
1 6aHuj y mayui 3
KapTOHY
85. IMBPYBIKA kancynu no 140 wmr; no TOB Ykpaina Bupo6HMLTBO CuwA/ BHECEHHS 3MiH 4,0 pPeeCTpaLiiHNX maTepiasiB: 3MiHu | Tuny - 3a UA/14220/01/01
90 a6o 120 kancyn y "[I>XOHCOH i Hepo3dacodaHoro LLiseiiuapis 3miHu 3 sKkocTi. CepTudikar BignosigHocTi/l E-cepTudikat peyenmom
donakoHi; no 1 LHKOHCOH NpPOAYKTY, KOHTPONb BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
h1aKoHy Y KapTOHHIl YkpaiHa" AKOCTI: MopaHHA HoBOro abo OHOBNEHOrO cepTudikaTa
nauui KataneHTt CTC, IHK., BiANOBIAHOCTI 260 BUNyYEHHS cepTudikaTa BifgnoBigHOCTI
CWA €Bponeiicbkii hapmakonei: ans A®l; ans BUXigHOro
abo mMaTtepiany/peareHTy/MpoMKHOIo NPOAYKTY, WO

Cinar AT, LBeiiuapis;
MepBUHHE Ta BTOpPWHE
nakyBaHHs1, BUMyCK
cepii:

Cinar AT, LBeiiuapis;
KOHTPO/Ib SIKOCTI:
E6BI IHk, CLLUA

BMKOPVCTOBYHOTbCS Y BUPOOHNLTBI ADI; 415 AONOMDKHOT
peuoBuHu (FCE-cepTudikat BignoBigHoOCTI EBponelickkiii
hapmakonei ana A®l/suxigHoro
Marepiany/peareHTy/npoMiKHOro NPOAYKTY abo AONOMKHOT
peyoBuHM) - OHOBNEHWI cepTudikaT Big BXe
3aTBEPAKEHOr0 BUPOGHYKA - MNogaHO OHOB/EHWI
ceptudikaTt BignosigHocTi € No. R1-CEP 2000-045-Rev
04 pna xenaTuHy Bif 3aTBep)KEHOr0 BUPO6HMKa
TESSENDERLO GROUP N.V., Belgium Ha 3amiHy
cepTtudikaty BignosigHocTi E® No. R1-CEP 2000-045-Rev
03 y 3B’A3Ky i3 3MiHOI0 BNacHMKa Ta KpaiHu NOXOKEHHS;
3MiHuW | TMny - 3miHK 3 akocTi. CepTudikar BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBponeiichKiii
thapmakonei/moHorpadii. NogaHHA HOBOro abo OHOBJIEHOTO
cepTudiikaTa BignosigHOCTI abo BUyYeHHs cepTudikata
BiANoBigHOCTI EBponeiickkili hapmakonei: ansa Adl; ana
BUXIAHOrO MaTepiany/peareHTy/NpoMKHOro NPoAyKTY, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHNLTBI ADI; 415 AONOMDKHOT
peyoBuHu (FE-cepTudikat BignoBigHOCTI EBponeichkii
thapmakonei ana Adl/BuxigHoro
MaTepiany/peareHTy/MpoMKHOro NpoaykTy abo AONOMIKHOT
peyoBuHYM) - OHOBNEHWI cepTuddikaT Big BXe
3aTBepXEHOro BUPOGHUKA - MoJaHO OHOBNEHUI
cepTudgoikat BignosigHocTi €E® No. R1-CEP 2005-217-Rev
02 ons xenatuHy Bif 3aTBepxeHoro BupobHuka NITTA
GELTIN INC, Japan, y 3B’s13ky 3 OHOBJ/IEHHSIM BUPOGHUUMX
AINSAHOK Ta KpaiH NoXogpKeHHs. BnacHuk ceptudpikaty He
3MiHMBCS; 3MiHM | TNy - AAMIHICTPaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy MicLA NPOBaKEHHSI
AisnbHOCTI BUpOOHMKa (BK/IHOYaoun, 3a HeobXigHOCTI, Micue
NpoBefieHHA KOHTPOJII0 SIKOCTi), abo BacHvKa mactep-
thaiina Ha A®I, abo noctavanbHuka Adl/BuxigHoro
marepiany/peareHTy/npoMKHOrO NMPOAYKTY, WO
3aCTOCOBYHOTLCA Y BUPOOGHULTBI API (AKLLO 3a3Ha4EHO Y
[0CbE Ha Nikapcbkuid 3acib) 3a BifCYTHOCTI cepTudikata
BiANOBIAHOCTI E€Bponeiichkili hapmakonei y 3aTBepakeHoMy
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

[ocbe, abo BUPOOHKKA HOBOT JONOMDKHOT PEHOBMHY (SIKLLIO
3a3HavYeHo y A0CbE) - 3MiHa HaliMeHyBaHHS BUPOGHYMKa
Exova Inc., USA, L0 BifnoBiAae 3a KOHTPOb Ailoyoi
peuyoBuHM 6pyTUHIBY Ha Element Materials Technology
Pharma US LLC, USA; 3MiHn | Tuny - 3miHW 3 SIKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTudiikat BiAnoBigHOCTI
€Bponelicbkii hapmakonei/moHorpadii. MogaHHA HOBOro
ab0 oHOBNIEHOTO cepTuddikaTa BiANOBIAHOCTI a60 BUYyYEHHS
cepTudikaTa BignoBigHOCTi E€Bponelickkili hapmakonei: ans
A®l; onsa BMXigHOrO matepiany/peareHTy/npomMikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Yy BUPOOHULTBI APl Ans
[onomikHoi peyosuHY (FE-cepTudikar BignosigHOCTI
€Bponelicbkinn hapmakonei ans A®l/BuxigHoro
mMaTepiany/peareHTy/NpoMiKHOro nNpoaykTy abo AOoNOMIXHOT
peyoBuHK) - BunyyeHHs ceptudikaris (y Bunagky HasBHOCTI
MynbTUMNIETHOrO cepTuddikaTa Ha martepian) - BunyyeHHs
ceptugikaty signosigHocTi €E® No. R1-CEP 2004-247-Rev
00 gns xenatuHy Big BupobHuka Nitta Gelatin Inc; 3mMiHu |
Tuny - 3MiHn 3 akocTi. CepTuddikaT BignosigHoCTI/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHA HOBOro abo OHOB/IEHOTO
cepTudpikaTa BignosigHOCTI abo BUyYeHHs cepTudikata
BiANoBigHOCTI EBponeiickkili hapmakonei: ans AdI; ana
BMXiAHOro marepiany/peareHTy/npomMikKHOro NpPoAyKTy, Lo
BMKOPVCTOBYHOTbCS Y BUPOOHNLTBI ADI; 415 LONOMDKHOT
peyoBuHu (FCE-cepTudpikat BignoBigHoOCTI EBponelickkiii
hapmakonei ana A®l/suxigHoro
Marepiany/peareHTy/npoMKHOro NPOAYKTY abo AONOMDKHOT
peyoBuHY) - BunyyeHHs ceptudikatis (y BUNnagKy HassBHOCTI
MyNbTUNAETHOro cepTudpikata Ha martepian) - BunyueHHs
cepTudikaty BignosigHocTi E® No. R1-CEP 2004-320-Rev
00 ons xenatuHy Big Bupo6Huka Nitta Gelatin Inc; 3miHu |
MRy - 3MiHK 3 aKocTi. A®l. BUpo6bHMLUTBO. 3MiHa BUPOOHUKaA
BVIXiZLHOro/MpoMiKHOro NpoAyKTy/peareHTy, Lo
BUKOPVCTOBYIOTbLCS Yy BUPOBHMYOMY npoueci AP, abo 3miHa
BMPOGHMKA (BK/IKOYAOYM, e HeobXigHO, MicLie NpoBeAeHHs
KOHTposto sikocTi) APl (3a BigCyTHOCTI cepTudpikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepaKeHoOMy
[0CLE)(3MiHM A0 3ax0fiB, NOB'A3aHNX 3 KOHTponiem A®I, abo
[0AaBaHHA AiNbHULI, Aie NPOBOANTLCS
KOHTPONb/BUNPOGYBaHHSA cepil) - lofaHo anbTepHATUBHOIO
BMpo6HMKa AbbVie Inc., USA, wwo BignoBigae 3a KOHTPO/b
Ait040T pevoBUNHN GPYTUHIBY; 3MiHN | TUMY - 3MiHK 3 SKOCTI.
A®I. KoHTponb A®I. 3MiHa y MeToax BUNpobyBaHHs ADI
abo BUXigHOro MaTepiany/npomMikHOro NPoAyKTy/peareHTy,
LLIO BUKOPUCTOBYETLCA Y NpoLeci BUPOGHMLTBa ADI
(He3HauHi 3MiHN Y 3aTBEPIKEHNX METOAAX BUNPOOYBaHHS) -
HesHayHi 3MiH MeToauMKM 3a nokasHukom «Crystal form by
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
DSC» meTogom andepeHuiasibHa ckaHyloua KaslopumeTpist
(3miHa npunagis Ta 3MiHa NporpamMHoro 3abesneyeHHs An1s
HOBUX NpWnagiB, pefakLiiHi npaBku); 3MiHu | Tuny - 3MiHW 3
AKOCTI. [0TOBWIA Nikapcbknii 3aci6. 3MiHN Y BUPOOHULITBI.
3MiHa iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY cepii Ta
KOHTPO/H0 SIKOCTi FOTOBOrO NikapcbKoro 3acoby (3amiHa abo
[04aBaHHS AiNbHWLI, Ha SKili 3OiNCHI0ETLCS
KOHTPONb/BUNPOGYBaHHSA cepil) - lofaHo anbTepHATUBHOMO
BMpo6HMKa AbbVie Inc., USA, wwo BignoBigae 3a KOHTPO/b
rn3
86. IM®IH3I KOHUeHTpaT ans ACTPA3EH Benuka AcTtpa3eHeka Ab, LLseuis/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis 3MiHu | TNy - 3a UA/18578/01/01
pO3unHy Ans iHdysil, EKA FHOK BpuTtaHis LLseuis (BTOPUHHE CLUA/ 3MiHM WoAo 6e3nekn/ehekTBHOCTI Ta thapmakoHarnsgy. peyenmom
50 mr/mn, 1 donakoH Nimiteq nakyBaHHs); HimeuunHa/ BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHVX MPO cucTemy
(120 mr/2,4 mn) 3 AcTtpa3eHeka Ab, Benuka hapmakoHarnagy (BBe4eHHs y3arasibHeHUX JaHuX Npo
npo6koto Ta LLIBewist (KOHTPO/Ib BpuvTaHis cuctemy chapmakoHarasgy, 3miHa ynoBHOBaXKeHOI 0cobu,
koBnaukom “flip-off" y AKOCTI (32 BUHATKOM BiANOBIAaUIbHOI 3a 34iiCHEHHSA hbapMakoHarnsay; KOHTakTHOI
KapTOHHIA kopobLi abo CTepW/IbLHOCTI), BUMYCK 0cobu 3 chapmakoHarnsay 3asaBHUKa o151 34iACHEHHS
1 donakoH (500 mr/10 cepii nikapcbkoro thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Bif,
M) 3 npobkoto Ta 3acoby); AcTpa3eHeka yMOBHOBaXeHOT 0cobu, BigNoBiAanNbHOT 3a 34iACHEHHS
kosnaykom "flip-off" y dapmacbroTukanc M, hapMakoHarnagy (Bk1ovatoum KOHTaKTHI AaHi) Ta/abo 3MiHu
KapTOHHI Kopobui CLUA (koHTpOnb AKOCTI y pO3MiLLEeHHI MacTep-halina cuctemv papmakoHarnagy) -
(3a BUHATKOM 3MiHa KOHTaKTHOI 0Cc0o6M 3asiBHMKA, BiAMNOBIAA/IbHOT 3a
CTepU/ILHOCTI i 3aiicHeHHs chapmakoHarnsgy B YkpaiHi. [ponoHoBaHa
€HL0TOKCUHY)); pepakuis: MNpyaies feHnc AmnTpoBuY. 3MiHa KOHTaKTHUX
Bettep ®apma- [aHNX KOHTaKTHOI 0co6u 3asiBHMKA, BiAMNOBiAa/IbHOT 3a
®epTuryH Nm6X Tta Ko. 3pificHeHHs1 hapmakoHarnsay B Ykpaii
KI, HimeuunHa
(BMpPOGHMLTBO
niKapcbkoro 3acoby,
KOHTPO/b AKOCTI
(TiNIbKM CTEPUIBHICTD |
€HAO0TOKCUHN));
KataneHT IHgiaHa,
NNC, CWA
(BMPOGHULTBO
nikapcbkoro 3acooy,
BTOPVHHE MaKyBaHHS);
MeglmyH FOK Nimiten,
Benuka BputaHis
(KOHTPO/Ib SIKOCTI)
87. IHKECTA® PO34UH A1s1 iH'EKLLIA AT YkpaiHa AT "dapmax" Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis 3miHu | TNy - 3a UA/8922/01/01
OKCI 12,5% B eTunoneari; "dapmak” BBEAEHHSA [A0AAaTKOBOI METOAMKN KifIbKICHOrO BU3HAYEHHS peyenmom

no 1 mn B amnyni; no 5
a6o 10 amnyn y navui;
no 1 mn B amnyni; no 5
amnyn y 6nictepi; no 1
abo 2 6nictepun y
nadui 3 KApTOHY

A®I rigpokcunporecTepoHy kanpoHarty metogom BEPX go
BXe 3aTBepKeHOro Metofy Y®-cnekrpomeTpii 3rigHo
MoHorpadii USP, HopMyBaHHS 3a/ULLEHO 63 3MiH; 3MiHu |
TUNy - BBEAEHHA [OAATKOBOI METOANKM ifeHTudikauii AdD|
rigpokcunporecTepoHy kanpoHaTy metogom BEPX, wo
nonsirae B aHanisi xpomarorpam oTpMMaHuX B TecTi
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
«KinbKicCHe BU3HAUEHHS» [0 BXe 3aTBepixeHoro metogy 14-
cnekTpomeTpii 3rigHO MoHorpadii USP; 3miHum | Tuny -
BHECEHHS 3MiH [0 MeToAuKN BUnpobyBaHHa AP| 3a
nokasHukom «CynpoBigHi AOMILLKM», a came 3MiHEHO
NPUroTyBaHHs BUNPOOYBaHUX PO3UMHIB Ta PO3UMHIB
MOPIBHAHHSA, PO3MIpU KOMIOHKW, YMOBW XpoMatorpadyBaHHs;
3MiHM | TRy - 3miHa y cneyudikauii APl 3a noKkasHUKOM
«CynpoBiJHi AOMILLKW». 3MIHEHO HOPMYBaHHS JOMILLOK —
BWIy4YEHO HOPMYBAHHS AOMILLKN NPOrecTepoH, fofaHo
HOPMyBaHHSA JOMILLKM TigpOKCUNporecTepoHy auerar «He
6inblue 0,15 %»; 3MiHu | TUNY - LOMOBHEHHS cneuudikauil
A®| nokasHMKOM SKOCTi «bakTepiaibHi eHA0TOKCUHN» Ta
BiAMOBIAHMM METOA0M BUNpPoByBaHHS BigMOBigAHO 40 BUMOT
LOOY/EP 2.6.14, meTog, A. I'paHNYHWIA BMICT GakTepiasibHNX
€HZI0TOKCUHIB B A®P| He mae nepesuLysaTnl,4 MO/Mr
88. IHTECTI®AT po3unH, no 10 mny HEO Kanaga BCi cTagii Kanaga/ BHECEHHS 3MiH 10 peecTpavjiiiHuX maTepianis: 3MiHu | Tuny - 3a UA/15970/01/01
® dhnakoHi; no 4 MPOBIO BMpOGHULTBA: Ykpaina 3MiHu 3 sikocTi. FoToBwMIA Nnikapcbkuii 3aci6. Cuctema peyenmom
BAKTEPIO® pNakoHN B KOHTYPHIl KEAP [HK. TOB «®APMEKC KOHTeliHep/3akynopioBasibHUIA 3aci6. 3miHa po3mipy
Al YapyHKOBIli ynakoBLyj; FPYl», YkpaiHa gns yNakoBKM rOTOBOTO MiKApCbKOro 3acoby (BUTyYEHHS
NONIBANEH no 1 KOHTYpHil HEO IMPOBIO KEAP yNakoBKM NEBHOr0 Po3Mipy). BuiyyeHHsi ynakoBOK roToBOro
THUIN YapyHKOBIli ynakoBLyji IHK., Kanaga; nikapcbkoro 3acoby. 3miHn BHeceHo B MKA, peecTpadujinHe
Ta 4 KpuywKamu- BUMYCK cepii: NOCBIAYEHHS, IHCTPYKLitO 4151 MEAMYHOIO 3aCTOCYBaHHS Y p.
KpanenbHuuamMu B TOB «®APMEKC "YnakoBka" 3 BifNOBiAHNMY 3MiHAMM Y TEKCTi MapKyBaHHS
iHaVBIgyanbHOMY FPYIM», YkpaiHa gna yMakoBKU NMikapcbKoro 3acoby. TepMiH BBEAEHHS 3MiH —
nakyBaHHi B nauui 3 HEO MPOBIO KEAP npoTArom 6 mMicsLiB nicns 3aTBepKeHHS.
KapToHy; no 20 MmNy IHK., KaHaga
donakoHi; no 4 abo
h/1aKOHW B KOHTYPHIi TOBAPUCTBO 3
YapyHKOBIli ynakoBLyj; OBMEXXEHOO
no 1 KOHTYPHIiA BIAMOBIJANBHICTIO
YapyHKOBIli ynakoBLji B «HEOIPOBIOKEAP-
nayuj 3 KapToHy; no 50 YKPAIHA»,
M1y chnakoHi; no 1 YkpaiHa
chnakoHy B naui 3
KapTOHyY
89. IHOAHPUKC cycneHsis (DTPa- nakcoCmit Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepiasis 3miHu |l Tuny - 3a UA/16235/01/01
FTEKCA™/INF HBV-IPV) gns iH’exuiii KnsiiH BpuTaHis Bionogxikan3 C.A. 3MiHW BHECEHO [0 IHCTPYKLii A1 MeAUYHOro 3aCTOCyBaHHS peyenmom
ANRIX no 0,5 mn (1 gosa) Ta Ekcnopt nikapcbKoro 3acoby o po3ainis "IMyHOMOrivHi Ta 6ioN10rivHi
HEXA™ niodpinizat (Hib) 1 Nimiteq BnactmsocTi", "Cnocib 3actocyBaHHA Ta fo3un", "MNo6iyHi
KOMBIHOBA nonepegHbL0 peaxuii”. TepmiH BBefeHHSA 3MiH NPOTArom 6 MicsLiB nicns
HA HanoBHeHWNI 3aTBepaXeHHsA
BAKUVHA 0iHOPA30BUiIA LLINPULY
Aana (no 0,5 mn (1 posa)) y
NMPO®INTAKT KOMNEKTi 3 ABOMa
KN rofikamv Ta oNakoH 3
OUDTEPII, niodpinizatom (Hib)
NPABLUA, ona 1 nosu, wo
KALUHOKY 3MiLYyOTbCS Nepes
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

(ALEENMKONAP | BMKOpUCTaHHAM
HUA (Wwnpuy, 3 ronkamm
KOMMOHEHT | 3akpuTi rymoB/MM
), TENATUTY | koBmaykamw); ABi
B, rofikn (04Horo
noniomMien po3mipy), Lwnpuy, Ta
TYTA h/1akoH repMeTnyHO
3AXBOPHOB 3anakoBaHi y
AHb, nnacTUKoBuUiA
3BYAHUKOM | koHTeliHep; no 1 abo
AKX € no 10 nnacTukoBmnx
HAEMOPHIL KOHTelHepiB y
us KapTOHHI KopobLi 3
INFLUENZAE | MapKyBaHHSAM
TANY B YKpaiHCbKO MOBOIO; 1

nonepegHL0

HanoBHeHW

0/iHOpa30BUiA WNpUL,

(no 0,5 mn (1 posa)) y

KOMNNeKTi 3 ABOMa

rofikamv Ta oNakoH 3

niodgpinizatom (Hib)

ana 1 nosu, wo

3MILLYHOTLCA Nepes,

BUKOPWCTaHHAM

(wnpwy, 3 ronkamm

3aKpuTi FyMOBUMMN

KoBnavkamu); aBi

rofikn (04Horo

po3mipy), Lwnpuy, Ta

dhnakoH repMeTUyHO

3anakoBaHi y

nnacTukoBuii

KOHTeliHep; no 1 abo

no 10 nnacTukoBmnx

KOHTelHepiB y

KapPTOHHI KOpooLii

90. IHPAHPUKC cycneHsis (DTPa- nakcoCmit Benuka nakcoCmiTKnsiAH Benbris BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis 3MiHu | TUNYy - 3a UA/16235/01/01

FEKCA™/INF HBV-IPV) gns iH'exuii KnsanH BpuTaHis Bionogxikans C.A. 3MiHK 3 AkocTi. APl CTabifnbHICTb. 3MiHa Nnepiogy NOBTOPHUX | peyenmom
ANRIX no 0,5 mn (1 go3a) Ta Ekcnopt BMNpobyBaHb/nepiogy 36epiraHHs abo ymoB 36epiraHHs Ad|
HEXA™ niocpinizat (Hib); 1 NimiTeq (3a BiAcyTHOCTI y 3aTBEpAXEHOMY [OCLE cepTudikara
KOMBIHOBA nonepeaHe0 BiANOBIQHOCTI €Bponelichbkili hapmakonel, Lo BKIoHae
HA HarnoBHeHN nepiog, NOBTOPHOro BMNpobyBaHHS) (Nepiog NOBTOPHOrO
BAKUVHA 0HOPA30BUIA LLINPULY BUNPOo6YBaHHs/Nepios, 36epiraHHs) - 36iNbLUEeHHS abo
Ana (no 0,5 mn (1 gosa)) y BBE/JEHHS nepiogy NOBTOPHOrO BUNPOOYBaHHs/nepioay
MPO®INAKT KOMM/IEKTi 3 ABOMA 36epiraHHs Ha OCHOBI pe3y/bTaTiB AOCNIMKEHb Y PeasIbHOMY
NKN rosikamu Ta chnakoH 3 yaci - NOA0BXEHHSA TEPMiHY NPUAATHOCTI NPaBL,EBOro
ONDTEPII, niodpinizatom (Hib) aHaTokcuHy (Tetanus toxoid), Lo BUPOBAAETLCSA Ha
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
MPABLS, ansa 1 noswu, wo BMPOGHWUIN AiNbHULI y Mapbypsi Ta BUKOPUCTOBYETLCSH 5K
KALLUTHOKY 3MiLLYIOTbCA nepeq, HOCIl1 y npoLeci BUpOGHMLTBA BakKLMHU A58 NPOiIakTuKm
(AUENKONAP | BuKOpUCTaHHAM; no 1 3axBoptoBaHb cnpuunHeHnx Haemophilus Influenzae Type b.
HUIA abo no 10 3anponoHoBaHo: 40 micsLiB
KOMMOHEHT | nnactukoBux
), TEMATUTY | KoHTeliHepiB y
B, KapTOHHI Kopoo6Li
noniomien
TYTA
3AXBOPIOB
AHb,
3bYAHNKOM
AKNX €
HAEMOPHIL
us
INFLUENZAE
TIny B
91. IHOAHPUKC cycneHnsis (DTPa-IPV) nakcoCmit Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH A0 pPeeECTpaLiiHNX MaTepiasiiB 3miHu | Tuny - 3a UA/15832/01/01
™ INB XIB | A8 iH'ekujn no 0,5 mn KnsaiiH BpuTaHis Bionogxikans C.A. 3MiHUM 3 AKocTi. ADl. CTabinbHiCTb. MOA0BXEHHS TEPMIHY peyenmom
INFANRIX™ (1 po3sa) Ta niodpinizar Excnopt npuAaTHOCTI NPaBLEeBOro aHaTtokcuHy (Tetanus toxoid), Wwo
IPV HIB (Hib); cycneHsis Nimiteq BMPOGIAETLCA Ha BUPOOHUYIN AinbHULI Yy Mapbyp3i Ta
KOMBIHOBA | (DTPa-IPV) gns BVKOPWCTOBYETbLCA SIK HOCIIA y mpoueci BUpobHuLTBa
HA iH'exuii no 0,5 mn (1 BakUMHWU AN5 NpohinakTuky 3axBOpoBaHb CNPUYNHEHUX
BAKUVHA [03a) y nonepegHbL0 Haemophilus Influenzae Type b. 3anponoHosaHo: 40
Anda HarnoBHEHOMY MicsaujiB
NMPO®INTAKT 0fiHOpa3oBoOMYy
KU wnpuyi Ne 1y
ANODTEPII, KOMM/IEKTi 3 ABOMA
NMPABLSA, rofikamv Ta niodpiniar
KALLUJTHOKY (Hib) y donakoHi Ne 1,
(ALEENMONAP | wo 3milytoTbesa nepes
HUA BUKOPUCTAHHAM; no 1
KOMMOHEHT | nonepegHbo
), HarnoBHEHOMY
noniomMien 0fiHOpa3oBoOMYy
TYTA LINPULY Y KOMMNEKTI 3
3AXBOPHOB nBoma rosikamm ta 1
AHb, hnakoHoM 3
3BYAHUKOM | niochinizatom (Hib) y
AKX € BaKyyMHill CTepUbHIl
HAEMOPHIL ynakosLi; no 1
us BaKyYMHiil CTEPUNBHIN
INFLUENZAE | ynakoBLj Yy KapTOHHili
TANY B Kopobui
92. KANbLIO Tabnetkun no 500 mr MAT Ykpaina MNAT "Tannucapm”, Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny - bes UA/8542/01/01
FNHOKOHAT no 10 Tabnetok y "Tanuudhap Ykpaiva; MAT 3MiHUM 3 AKOCTi. [0TOBWIA Nikapcbkuii 3aci6. 3miHK y peyenma
cTpunax; no 10 M" "KuiBmegnpenapart”, BMPOGHULITBI. 3MiHa po3Mmipy cepii (BkIOYarumn gianasoH

Tabnetok y 6aictepi,

Ykpaina

PO3Mipy cepii) roToBOro MikapcbKoro 3acoby (36inbLIeHHs o
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
no 1 6nictepy B naui 10 pasiB MOPIBHSHO i3 3aTBEPKEHNM PO3MIPOM) - BBEAEHHS
nofaTtkosoro posmipy cepii ['13. 3anponoHosaHo: 200 kr,
Lo cTaHoBUTbL 377 358 TabneTokK (3 4ONyCTUMUM
BigxnneHHam Big 180,0 kr go 220,0 kr
a6o Big 339 622 Tabnetok Ao 415 094 Tabnetok) 400 kr, Wwo
CTaHOBUTL 754 716 TabneToK (3 A4OoNYCTUMUM BiAXUIEHHAM
Bifg 360,0 kr go 440,0 kr abo Big 679 245 Tabnetok Ao 830
188 TabneTtok)
93. KANbLJIO Tabnetku no 500 wr, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH A0 peeCcTpaLiiHnX MmaTepiasiiB 3miHu | Tuny - 6e3 UA/6589/01/01
FNMHOKOHAT- no 10 Tabnetok y "®apmaueBT "®apmaueBTUYHa 3MiHM 40 cneumdikauii Ta MeTogiB KoHTponio Ad| 3a peyenma —
AAPHULSA KOHTYPHUX n4yHa dhipma ipma "dapHuus" nokasHukamu: «lgeHTudikauis», «fpo3opicTb PO3UNHY», Ne 10, Ne
YapyHKOBMX "AapHnus” «OpraHiyHi goMilWwkn Ta 6opHa kucnoTa», «Caxaposa Ta 30; 3a
ynakoBkax; no 10 BIAHOBHI LyKpu», «Xnopugu», «Cynbdatun», «MarHiii i nyxHi | peyenmom —
Tab1eToK Y KOHTYPHii mMeTanm», «MikpobionoriyHa unctota» Ta «KinbkicHe Ne 100

YapyHKOBIli ynakoBLyj;
no 3 a6o no 10
KOHTYPHUX
YapyHKOBUX YNaKkoBOK
B nauui

BM3HAYEHHS» BHECEHI peAakuiliHi TpaBku Ta YTOYHEHHS A0
BiANOBIAHUX PO3AiniB, Ski 0DOPM/IEHi BigNOBIAHO f0
pekomeHAaLili Ta cTunicTukm AdY; cynyTHA 3MiHa - 3MiHU 3
akocTi. A®l. KoHTponb A®I. 3miHa y meTogax BunpobyBaHHs
A®| abo BMXigHOro Matepiany/npomMixKHOro
NpoAYyKTYy/peareHTy, Lo BUKOPUCTOBYETLCA Y MPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MiHW Y 3aTBEPAKEHNX
MeToAax BUNPOGYBaHHS); 3MiHM | Tuny - HaAaHHA
OHOBJIEHOrO CepTudikaTy BignoBiAHOCTI EBpoNeiChKii
papmakonei Big Bupo6Huka APl Kanbuito rnrokoHat PURAC
biochem b.v., the Netherlands CEP Ne R1-CEP 2012-094-
Rev 01 (3atBepmxeHo: CEP Ne R1-CEP 2012-094-Rev 00),
SIK HACNiAOK BHOCATLCS 3MiHN 0 METOAIB KOHTPO/IIO, a came
BHECEHO HOBWIH NOKa3HWK «BTpara B Maci Npu BUCYLLYBaHHI»
Ta OHOB/IETLCA PO3Ain «TepMiH npuaaTHoCTI». ditoya
pegakuisi: Po3gin BigcyTHin Cpok rogHoctn 1)13 roga; 2) 23
roga, ¢ nocnegyowym nepekoHTponem Mpumeyanue: 1- ans
hupmi —nponssoauTens Zhejiang Ruibang Laboratories,
China; 2- gns dmpmi —nponssogmtens PURAC biochem
b.v., the Netherlands; NMponoHoBaHa pepakuis: BrpaTta B
Maci npu BucyLyBaHHi He 6inbLe 1,0%. (4PY, 2.2.32)
*KOHTPO/Ib BUKOHYOTb A/15 BUpobHuka PURAC biochem b.v.,
the Netherlands TepmiH nepekoHTposto 5 pokiB; 3MiHK | TUNY
- BUyYEHHSsI MoKasHMKa «Baxki MeTanin» 3 BXiiHOro
KOHTPO/I0 Ha Ajtovy pevoBuHY KanbLito raokoHaT, 3rigHo
aKkTyaslbHUX MaTepianis BUpo6HukiB Purac biochem., b.v.,
the Netherlands Ta Zhejiang Ruibang Laboratories, China Ta
OLliHKV pr3uKiB BignosigHo fo sumor ICH Q3D Guideline for
Elemental Impurities; 3miHun | TNy - BHECEHHSA 3MiH A0
po3ainy «TepmiH NpuaaTHOCTI» 415 Ailo4oT peYOBUHU
KanbLjto riokoHaT BignoBigHO [0 akTyaslbHUX MaTepianis
BMpo6HMKa Zhejiang Ruibang Laboratories. MponoHoBaHa
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

pepakuis TepMiH nepekoHTposo 5 pokis

94.

KAHECMOP®

Kpem 1 %, no 151 B
IOMIHIEBIN Ty6i; no 1
Ty6i B KAPTOHHIA
Kopobui

Baiiep
KoHcbomep
Kep Al

LLBeiiuapi
2

Tl F'peHsax
MpopaykTioHc Mv6X,
HimeuunHa; KepH
$apma C.J1., IcnaHia

HimeuunHa/
IcnaHis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis 3MiHu | TUNYy -
BBEEHHS OAATKOBOro po3mipy cepii M3 - 2000 kr gns
BMpo6Huka GP Grenzach Productions GmbH, Germany.

3anponoHosaHo: 1000 kr (64000 Ty6 no 15 r); 2000 kr
(128000 Ty6 no 15 r); 3miHu | TMNy - BHECEHHSA 3MiH A0
MeTopy BunpobysaHHsa (MeTog TLUX) [13 ans Bupo6Huka
GP Grenzach Productions GmbH, Germany 3a nokasHvkamu
"laeHTudpikalis 6ichoHasony", 3okpema: 3MiHu B
npo6oniAroToBLj PO34YMHIB

6e3
peuyenma

UA/3589/01/01

95.

KAMNOTIA3NA
®

Tabnetku, no 10
Tabnetok y 6nictepi, 2
6nictepy B navui

MNAT
"Kuismegnp
enapar”

YkpaiHa

MAT
"KuiBmegnpenapar”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis 3miHu | TNy -
3MiHK 3 AKocTi. A®l. CTabinbHicTb. 3MiHa nepiogy NOBTOPHMX
BMNpobyBaHb/nepiogy 36epiraHHs abo ymoB 36epiraHHs AdI
(3a BiAcyTHOCTI y 3aTBEpAXEHOMY AOCLE cepTudikara
BiANOBIAHOCTI €Bponeiichbkili hapmakonei, Lo BKIoYae
nepioz, NOBTOPHOro BUNpobyBaHHS) (Nepiog NOBTOPHOrO
BUNPOo6YyBaHHs/Nepios, 36epiraHHs) - 36iNbLUEHHS abo
BBE/leHHs nepiogy NOBTOPHOro BMNpPOGyBaHHs/nepiogy
36epiraHHsa Ha OCHOBI pe3ynbTaTiB AOCNIMKEHb Y peaslbHOMY
yaci - 3MiHM TepMiHy npugatHocTti APl 3 3 pokiB Ha TEPMIH
[0 NpoBefeHHs NOBTOPHMX BMNPOGYBaHb 4 POKM Ha OCHOBI
NO3WTUBHUX pe3y/bTaTiB AOCNiMKEHHS cTabibHOCTI
3aTtBepmxkeHo: TepMiH NpuaaTHOCTI 3 PoKu.
3anponoHoBaHo: TepMiH A0 NpoBefEeHHS MOBTOPHUX
BUNpPobyBaHb 4 POKM
BBefeHHs 3MiH NPOTAroM 6-TU MicALIB NicNs 3aTBEPKEHHS

3a
peyenmom

UA/5474/01/01

96.

KANTONPUN

TabneTku no 25 mr, no
10 TabneTok y
6nictepi; no 2
6nicTepy B nauvuj

MAT
"Knismegnp
enapar”

YkpaiHa

MAT
"Kuismegnpenapar”

YkpaiHa

BHECEHHS 3MiH 4,0 pPeecTpaLiiHNX MmaTepiasiiB: 3MiHu | Tuny -
3MiHM 3 siKoCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOOHULITBI. 3MiHA Po3Mmipy cepii (BkIoYatoun gianasoH
po3Mipy cepii) roToBOro MikapcbKoro 3acoby (36iNbLIeHHsT g0
10 pasiB NOPIBHAHO i3 3aTBEPIKEHUM PO3MIPOM)
3aTBepaXkeHo:

200 Kr cyMiLlli KOMMOHEHTIB, Lo cTaHoBUTL 2 000 000 Tabn.
(3 LONYCTUMUM BIAXWEHHAM Bif,

180,0 kr go 220,0 kr a6o Big 1 800 000 Taba. go 2 200 000
Tabn.)
3anponoHoBaHo:

200 Kr cyMmilli KOMMNOHEHTIB, WO cTaHoBKTbL 2 000 000 Tabn.
(3 AONYCTMMUM BIAXWIEHHAM Bif,

180,0 kr go 220,0 kr a6o Big 1 800 000 Tabn. go 2 200 000
Tabn.);

400 Kr cyMmiLli KOMMOHEHTIB, Lo cTaHoBUTL 4 000 000 Tabn.
(3 gonyctummm BigxuneHHaMm Big 360,0 kr go 440,0 kr abo
Big 3 600 000 Tabn. fo 4 400 000 Tabn.)

3a
peyenmom

UA/7638/01/01

97.

KAPBOMNAT
NH-TEBA

KOHUEeHTpaT Aansa

pO34uHy ONs iHy3il,
10 mr/mn, no 5 mn, 15

TOB «TeBa
YKpaiHa»

Ykpaina

BVMPOGHMLTBO
Hepo3chacoBaHoro
NPOAYKTY, NEPBUHHE

HigepnaHgu
/

XopBartis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny -
3MiHu 3 siKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPO6HMLTBI. 3MiHa iIMNopTepa/3MiHK, L0 CTOCYHOTLCA

3a
peyenmom

UA/14502/01/01
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n/n

JliKapcbKo20

Hasga

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

mn, 45 mn a6o 60 mny
dhnakoHi, no 1
h1akoHy B KOPOOGL

Ta BTOPUHHE
nakyBaHHs1, KOHTPO/Ib
cepii, 03BN Ha
BUMYCK Cepii:
$apmaxemi b.B.,
HigepnaHngu;
KOHTpO/b cepii:
MNIBA XpBatcka
[.0.0., XopsarTist

BUMYCKY Cepii Ta KOHTPOJII0 SIKOCTi FOTOBOTO NiKapPCbKOro
3acoby (3amiHa abo AoaaBaHHA AiNbHULI, Ha SKil
3AiiCHIOETLCA KOHTPO/L/BUNPOBYBaHHSA cepii) - AoAaBaHHA
anbTepHaTUBHOI AiNbHWLi MPOBEAEHHS KOHTPOsto cepili MN13
MniBa XpBarcka 4.0.0., XopBaTis

98.

KACOJEKC

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKOH0, No 50 mr;
no 14 tabnetok y
6nictepi; no 2
6nicTepy y KapTOHHIl
Kopobui

ACTPA3EH
EKA HOK
Nimiteq

Benuka
BpuTaHis

AcTtpa3eHeka tOK
Nimiten, Benvka
BpuTtaHis (BUpO6HWK,
BignoBigasbHMi 3a
nepBuHHe Ta
BTOPWHHE MaKyBaHHS,
BMMYCK cepii); KopaeH
dapma N'vbX,
HimeuunHa (BMPOGHMK,
BignoBigasibHWi 3a
BUpo6HMUTBO "in bulk”,
KOHTPO/b SKOCTI)

Benvka
BpuTaHis/
HimeuyunHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiastis 3MiHu | TRy -
3MiHM LWoao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy.
BBefeHHs ab0 3MiHM [0 y3araslbHEHUX AaHVX NPO cucTemy
chapmakoHarnsgy (BBefieHHs y3arasibHeHUX faHux npo
cuctemy chapmakoHarnagy, 3MiHa ynoBHOBaXKeHoi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHA hapMakoHarnsay; KOHTakTHOI
0cobu 3 chapmakoHarnsay 3asaBHVKa 415 34iACHEHHS
hapMakoHarnagy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
YMNOBHOB&XeHOT 0co6M, BiNOBIAaNbHOT 3a 34iACHEHHS
thapmakoHarnagy (BK/louatoum KOHTaKTHi AaHi) Ta/abo 3MiHu
y pO3MilLieHHi MacTep-chaiina cuctemun hapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0CObM 3asiBHMKA, BIAMOBIAA/IbHOT 32
3gificHeHHs chapmakoHarnsgy B YkpaiHi. [ponoHoBaHa
pepakuis: Mpyaies AeHuc AMuTpoBuY. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0cobu 3asiBHMKA, BIAMOBIAa/IbHOT 3a
3AiicCHEHHS1 papMakoHarnsay B YKpaiHi

3a
peyenmom

UA/0185/01/01

99.

KACOJEKC

TabneTtku, BKPUTI
NiBKOBOO
060/10HKO0, M0 150
Mr; no 14 TabneTok y
6nictepi; no 2
6nicTepy y KapTOHHIl
Kopobui

ACTPA3EH
EKA HOK
Nimiteq

Benvka
BpuTtaHis

AcTpa3eHeka tOK
Nimiten, Benvka
BpuTtaHis (BUpOGHMK,
BiANoBiganbHUii 3a
nepBUHHe Ta
BTOPWHHE MaKyBaHHS,
BUNycK cepii); KopaeH
dapma 'vbX,
HimeuyunHa (BMPOGHMK,
BiANoBiganbHUii 3a
BMPO6HMUTBO "in bulk",
KOHTPO/1b AKOCTI)

Benvka
BputaHis/
HimeuyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasnis 3miHu | TNy -
3MiHM WoAo 6e3neku/edeKkTBHOCTI Ta thapmakoHarnsgy.
BBefieHHs1 @60 3MiHM [0 y3arasibHeHUX JaHnX Npo cuctemy
hapmakoHarnagy (BBefeHHs y3araslbHeHUX gaHnx npo
cuctemy chapmakoHarasgy, 3miHa ynoBHOBaXKeHO! 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsay; KOHTakTHOI
0ocobu 3 chapmakoHarnsay 3asaBHuKa 15 34iACHEHHS
thapmakoHarnagy B YKpaiHi, K0 BOHa BigMiHHA Bif,
YMOBHOBaXeHOT 0cobu, BigNoBiAaNbHOT 3a 34iACHEHHS
hapMakoHarnaay (Bkoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHK
Y PO3MiLLEeHHI MacTep-halina cuctemy papmakoHarnagy) -
3MiHa KOHTaKTHOI 0Cc0o6M 3asiBHMKA, BiANOBIAa/IbHOT 3a
3aificHeHHs chapmakoHarnsgy B YkpaiHi. MponoHoBaHa
pegakuis: Mpyaies eHnc AMuTpoBuY. 3MiHa KOHTAKTHUX
[aHNX KOHTaKTHOI 0co6u 3asiBHMKA, BiAMNOBiAa/IbHOI 3a
3pjiicHeHHs1 hapMakoHarnsay B YkpaiHi

3a
peyenmom

UA/0185/01/02

100.

KBAJPOLIE®

®

MOPOLUOK A/ PO3UNHY
ans iH'ekuiino 1,0r; 1
h/1aKOH 3 NOPOLLKOM Y
nauui

MAT
"Knismegnp
enapar”

YkpaiHa

MAT
"Kuismegnpenapar”

YkpaiHa

BHECEHHS 3MiH 4,0 peeCcTpaLiiHnX maTepiasiiB: 3MiHu | Tuny -
3MiHM 3 SIKOCTi. [OTOBWIA Nikapcbkuii 3aci6. KOHTponb
roTOBOrO /iKapCbkoro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHS FOTOBOTO J1iKApCbKOro 3acoby (He3HavyHa
3MiHa y 3aTBEpMAKEHMX MeTofax BUNPOOyBaHHS) - He3HaYHa
3MiHa B onuci MeToaukn "OAHOPIAHICTb A030BaHWUX OfUHULB"
- JONOBHEHHS iHhopmauieto: PnakoHW nonepegHsLo

3a
peyenmom

UA/11759/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
3BaXYOTb 151 BU3HaYeHHsi CepefHbOoi Macu BMIiCTy
hnakoHa; 3MiHu | TUNy - He3HayHa 3MiHa B ONUCi METOANKA
"KinbkicHe BU3HaueHHS" (A04A€ETbCA NOCUNAHHS LWOoA0
BUKOPVCTaHHA 3HAYEHHS CepefHbOoi Macu BMICTY (h/1aKkoHa,
OTpvMaHe Npu KOHTPOI NokasHuka "OfHOopPIAHICTb
[,030BaHVX 0AMHNLB")
101. | KETAMIH PO34MH A8 iH'EKLN, AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis 3miHu | TRy - 3a UA/1934/01/01
50 mr/mn; no 2 mn B "®Papmak” BHECEHHS 3MiH [0 MaTepiasliB peecTpaLiiiHOro A0Cbe Ha peyenmom
amnyni; no 10 amnyn y nikapcokinn 3aci6 KETAMIH, po3uunH gns iH'exuiid, 50 mrimn y
nauuj 3 KapToHy; no 2 3B’AI3Ky 3 BHECEHHAM 3MiHu fo p. 3.2.P.7. Cuctema
M/1 B amnyni; no 5 KOHTeliHep/3akynopoBasibHWiA 3acib, a came 10
amnyn y 6nictepi; no 2 crneungikauii Ha «AntoMiHIEBA KpULLIKA KOMBIHOBaHa 3
6nicTepn y nayuj 3 nnacTvkoBum koBnaykom (Flip Top Seal) 13 mm» 3a
KapToHy; no 10 mny NOKa3HUKOM «30BHILLHIli BUrNS4» BHECEHO 3MiHY B ON1C
thnakoHi; no 5 30BHILUHLOTO BUIIAAY KPULLKKM (3amiHa Konip na1acTyKoBOro
chnakoHiB y navui 3 KoBnauka 3 6rakutHoro (aqua 1381) Ha cuHiit)
KapToHy; no 10 mny
donakoHi; no 5
chnakoHiB y 6nicTepi;
no 1 6nictepy B nauu;i
3 KAPTOHY
102. | KE®MIM NMOPOLLOK 419 PO3UYNHY Makneogc IHais Actpan Crepitex IHais BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/11188/01/01
Ans iH'ekuii no 1000 dapmacboT Mpueart NimiTeq 3MiHuM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsay peyenmom
Mr Yy dpnakoHi, 1 nkanc (iHLWi 3MiHW) - BHECEHHSA 3MiH [0 po3Ainy «MapKyBaHHS»
N1akoH 3 MOPOLLUKOM Y Nimiteq MKA N3: 3atBepaxeHo: TEKCT MAPKVPOBKW TekcT
KapTOHHIiA ynakoBL,i NepBUYHON 1 BTOPUYHOW MapKipoBKX npuiaraeTcs.
3anponoHoBaHo: MAPKYBAHHSA 3rigHo 3aTBEpAXEeHOro
TEKCTY MapKyBaHHs. OHOB/IEHHS TEKCTY MapKyBaHHS
yNaKoBKM NiKapCbKoro 3acoby 3 BHECEHHAM iHchopmali
LLIOAO 3a3HaYeHHs OAMHWLb BUMIPIOBaHHS Y cucTemi Sl.
BBefeHHA 3MiH NpoTAroM 6-T MicALiB Nic/s 3aTBEPAKEHHS.
103. | KNNEKCAH® PO3YMH ANA iH'EKLN, TOB YkpaiHa CAHO®I BIHTPOI ®paHuisa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 3a UA/7182/01/01
10 000 aHTK-Xa "CaHoi- IHOACTPIA 3MiHuM 3 SIKOCTi. [0TOBMIA Nikapcbkuii 3aci6. Cuctema peyenmom
MO/mn Ne 10 (2x5): no ABeHTIiC KOHTeliHep/3aKkynoptoBasibHWi 3aci6. 3MiHa 6yab-sKol
0,2 Mn 'y WNpuUL-A03i i3 YkpaiHa" YyacTuHU MaTepiasly NepBUHHOI YNaKoBKK, L0 HE KOHTaKTye 3

3aXMCHOK CUCTEMOLO
ronku ERIS; no 2
LUNPUL-A03K1 Y
6nictepi; no 5
6nicTepiB y KApTOHHIl
Kopobui; no 0,2 Mny
LINp1L-A03i i3
3aXMCHOK CUCTEMOIO
ronk PREVENTIS; no
2 Wwnpuy-aosuy
6nicTepi; no 5
6nicTepiB y KAPTOHHIl
Kopo6ui; no 0,2 Mny

rOTOBMM JliKaPCbKUM 3aC060M (Hanpukiag, Kosip KpuLeYyok 3
KOHTPO/IEM MEPLLOro BIAKPUTTSA, KOMIp KOAOBMX Kinewb Ha
amnynax, KoHTeliHepa A5 ronok (pisHi BuAM nnacTmacu)

(3miHa, sika BN/MBA€E Ha KOPOTKY XapaKTepUCTUKY
nikapcbKoro 3acoby) - BHECEHHS 3MiH Y MmaTepianu
peecTpaLiiHoro Aocke, a came BBELEHHSA A04ATKOBOIO BUAY
3axucHoi cuctemu ronkn PREVENTIS, fika He KOHTaKTye 3
N3, [0 paHile 3apeecTpoBaHoi B YKPaiHi 3axXMCHOI
cuctemu ronku ERIS; BBefeHHA asibTepHaTUBHOIO
[0[aTKOBOTO BMAY YNakoBKu — LWINPUL-A03a 6e3 3axmcHoT

CUCTeMM FONKK, 3 Bi4NOBIAHVMY 3MiHAMM [0 P. «YNaKoBKay.

3MiHN BHECEHO B IHCTPYKL,iIO A5 MeANYHOro 3aCTOCyBaHHS

y p. "YnakoBka", ik Hacaigok - y p. "Cnocib 3acTocyBaHHs Ta
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

Wwnpuu-ao3i 6e3
3axMCHOI cucTemu
rO/IKu1; NO 2 LWNpWL-
[o3n 'y 6nictepi; no 5
6nicTepiB y KAPTOHHIl
Kopobui; no 0,4 Mmny
LINpUL-A03i i3
3aXMCHOI0 CUCTEMOIO
ronku ERIS; no 2
LUMPULL-A031 Y
6nictepi; no 5
6nicTepiB Y KAPTOHHIl
kopo6bui; no 0,4 mny
LINp1L-A03i i3
3aXMCHOI CUCTEMOIO
ronkm PREVENTIS; no
2 Wwnpuy-aosuy
6nictepi; no 5
6nicTepiB y KAPTOHHIN
KOpoobLL;

no 0,4 mny wnpuy-
[003i 6e3 3axXNCHOT
CUCTEMMU TONKU; NO 2
LUNPUL-003K1 Y
6nictepi; no 5
6nicTepiB y KAPTOHHIl
Kopoobui

[o3n", 3 BigNOBIAHNMMW 3MiHAMM Y TEKCTIi MapKyBaHHS
ynakoBKM NikapcbKoro 3acoby. BeeAeHHs 3MiH NnpoTsarom 6-
TV MicsLiB NicNs 3aTBEPAYKEHHS

104.

KNEKCAH®

PO34MH A8 iH'EKLN,
10 000 aHTK-Xa
MO/mn; Ne 2: no 0,8
My LINpUU-A03i i3
3aXMCHOI CUCTEMOIO
ronku ERIS; no 2
LUMPUL-A03K1 Y
6nictepi; no 1
6icTepy B KapTOHHIl
kopo6ui; Ne 2: no 0,8
MJ1Y LWNPUL-A03i i3
3aXMCHOI CUCTEMOLD
ronkn PREVENTIS; no
2 Wwnpuy-aosuy
6nictepi; no 1
6nicTepy B KapTOHHiIl
Kopobui; Ne 2: no 0,8
My LWNpuu-A03i 6e3
3axmnCcHoOI cucTemm
rofikui; Mo 2 wnpuy-
003K y 6aictepi; no 1

TOB
"CaHoi-
ABeHTiC
YkpaiHa"

Ykpaina

CAHO®I BIHTPOI
IHOACTPIA

®paHuia

BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3MiHu | Tuny -
3MiHu 3 sikocTi. FoToBwMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3aci6. 3miHa 6yab-AKol

4acTUHW MaTepiasly NepBMHHOT YNaKoBKU, LLIO HE KOHTaKTYE 3

rOTOBMM JliKapCbKUM 3aC060M (Hanpuknaz, Konip KpuLeyok 3

KOHTPO/IEM NEPLLOro BiAKPUTTA, KOMIP KOAOBMX Kiflelb Ha
amnynax, KoHTeliHepa [/ ro/1oK (pi3Hi BUAy nnacrmacu)
(3miHa, fiKa BNMBa€E Ha KOPOTKY XapaKTepucTuKy
NiKapcbKoro 3acoby) - BHECEHHS 3MiH y MaTtepiasin
peecTpaLiiHoro Aocbe, a came BBELEHHSA A0ATKOBOIO BUAY
3axucHoi cuctemu ronkn PREVENTIS, fika He KOHTaKTyeE 3
N3, 0o paHiwe 3apeecTpoBaHoOi B YKpaiHi 3aX1CHOI
cuctemu rosikv ERIS; BBefjleHHS1 a/ibTepHaTUBHOTO
[04aTKOBOro BMAy YNakoBKv — LNpWL-A03a 6e3 3axucHol

CMCTEMMU TOJIKW, 3 BiAMOBIAHMMU 3MiHAMW [0 P. «YNakKoBKa».

3MiHM BHECEHO B IHCTPYKLIiIO AN MeANYHOro 3acTOCyBaHHSA

y p. "YnakoBka", ik Hacnigok - y p. "Cnocib 3actocyBaHHs Ta
[o3n", 3 BigNOBIAHNMMN 3MiHAMU Y TEKCTI MapKyBaHHS

yNaKkoBKM NliKapCbKoro 3acoby. BeefeHHs 3MiH NpoTsarom 6-

TV MiCALIB NicNsa 3aTBepAKEHHSA

3a
peyenmom

UA/7181/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
6nicTepy B KapTOHHIl
KopoobLi
105. | KNIMAKT- Tabnetkn, no 50 Bionoriwe HimeuumnH Bionoriwe HimeyunHa BHECEHHS 3MiH A0 pPeeCTpaLiiHnX MmaTepiasiiB 3miHu | Tuny - 6e3 UA/2945/01/01
XEENb Tabnetoky Xaiinbmitre a XalinbMmiTTens Xeenb 3MiHM Woao 6e3neku/ehekTBHOCTI Ta chapmakoHarnagy - peyenma
KOHTeliHepi; no 1 Nb Xeesnb 6X 3MiHM BHECEHI 10 TEKCTY MapKyBaHHS NePBUHHOI YNakoBKu
KOHTelHepy Yy Kopobui 6X niKapcbKoro 3acoby L0400 HAsABHOCTI 3aXMCHUX €N1IEMEHTIB
3 KapPTOHY
106. | KJIOCAPT® TabneTku, BKpUTI TOB YkpaiHa TOB "KYCYM ®APM" Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis 3MiHu | TNy - 3a UA/8765/01/03
nNiBKOBOIO "KYCYM 3MiHUM 3 AKOCTi. [OTOBMIA Nikapcbkuii 3aci6. 3MiHK y peyenmom
060n0HKOt0, N0 100 Mr PAPM" BMPOBHULTBI. 3MiHA po3mipy cepii (BkIoYatoun gianasoH
no 14 tabnetok y po3mipy cepii) roToBOro Nikapcbkoro 3acoby (36iNbLeHHs [0
6nictepi; no 1, no 2 10 pasiB NOPIBHSAHO i3 3aTBEPAXXEHNM PO3MIPOM) - BBELEHHS
abo no 6 6nictepis y [04aTKOBMX PO3MIipiB cepii roTOBOro /likapcbKoro 3acooy.
KapTOHHI ynakoBLi; 3anponoHoBaHo: 100 000 Tabnetok, 500 000 TabneTok , 1
no 10 TabneTtok y 200 000 Tabnetok, 1 500 000 Ta6neTok
6nictepi; no 3, no 9
abo no 10 6nicTepiB y
KapTOHHI ynakoBsL,i
107. | KOAEIHY nopowok (cybcraHuiss) | ToBapucTBO YKpaina MakdpapnaH Cmit Benvka BHECEHHS 3MiH A0 PEeeECTpaLiiHNX MaTepiastiB 3miHu | Tuny - - UA/17839/01/01
DPOCDAT y NoNieTUIeHOBNX 3 NimiTen BpuTaHis OHOBJIEHHA cepTudikaTy BiANOBiAHOCTI EBpONECHKIi
FEMIFCIAPAT nakeTtax gnsa [04aTKOBOIO dapmakonei Ne RO-CEP 2016-295-Rev 03 ana A®l kogeiny
hapMaLeBTUUHOTO BignoBigasib gocchaty remirigparty Big BXe 3aTBEpAKEHOro BUPOGHMKa
3acTocyBaHHsA HICTIO (Macfarlan Smith Limited, Benvka BpuTaHisi), y 3B'A3ky i3
"IHTEPXIM" OTPUMAHHSAM OHOB/IEHUX JaHWX LLOAO CTabiNbHOCTI Ta,
BiMOBIAHO, MOAOBXEHHS TEPMIHY MEPEKOHTPOsTH0 CyOCTaHL;i
[0 36 MicsLiB, a TAKOX YTOUYHEHHSIM B PO3PaxyHKOBIi
hopmMy i y TecTi «3a/IULLKOBI PO3YUHHUKN»
108. | KOKAPBOKC | po3uuH Ans iH exuin, TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiastis 3MiHu | Tuny - 3a UA/15971/01/01
NNA3N 50 mr/2 mn, no 2 mn B "BIO®APMA "BIO®APMA" 3MiHN 3 SIKOCTi. [OTOBWIA Nikapcbkuii 3aci6. KOHTpob peyenmom
rAPOXNOPU | amnyni; no 5 amnyny " roTOBOrO Nikapcbkoro 3acoby. 3miHa napameTpis
A 6nicTepi; no 1 abo 2 cneundikauin Ta/abo AONYCTUMKX MEX FOTOBOrO
6nictepn y nayui nikapcbKoro 3acoby (40NoBHEHHA abo 3aMiHa NokasHuKa
cneumdikadii 3a pesynbTataMmu AocnigpkeHb 3 6e3nekn abo
SKOCTi (32 BUHATKOM NiKapCbKNx 3acobis
6i0N10ri4YHOro/iMyHO/OMNYHOr0 NOXOKEHHS)) - AOAAaBaHHSA
KpUTEPIiB NPUAHATHOCTI Y cneuudikaLii Ha TepMiH
NPUAATHOCTI: 3anNpOMNOHOBaHO: BMicT kokap6okcmnasm
rigpoxnopuagy B 1 Mn npenapaTy NoBUHEH BYyTW: HA MOMEHT
BUMYCKY - Big, 23.75 Mr o 26,25 wmr; B npoveci 36epiraHHs -
Big 22.5 mr go 26,25 mr
109. | KOMBOIMI3A | TabneTku, BKpUTI ACTPA3EH LBewis AcTpa3eHeka CLA BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis 3MiHu | TUNYy - 3a UA/12952/01/01
XR nNiBKOBOIO EKA Ab PapmacbtoTukanc Jirl 3MiHM Wo[o 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. peyenmom
060/10HKOI0, MO 2,5 BeeieHHs1 @60 3MiHM [0 y3arasibHeHUX JaHnX Npo cucTemy
Mr/1000 mr; no 7 hapmakoHarnagy (BBe4eHHs y3arasibHeHUX JaHuX Npo
TabneTtok y 6nictepi; cuctemy chapmakoHarasgy, 3miHa ynoBHOBaXKeHOI 0cobu,
no 4 6nictepun y BignoBiga/IbHOI 3a 34iICHEHHST hapMakoHarnsay; KOHTakTHOT
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n/n JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o

110.

KapTOHHI KopoobLi

0cobu 3 chapmakoHarnsay 3asaBHVKa A5 34iIACHEHHS
hapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
YNOBHOBaXXEHOI 0CO6U, BifiNOBIAAIbHOI 3a 3iICHEHHS
thapmakoHarnsgy (Bk/louatoum KOHTaKTHi AaHi) Ta/abo 3MiHu
Y PO3MiLLEeHHI MacTep-halina cuctemu hapmakoHarnagy) -
3MiHa KOHTaKTHOI 0C0bY 3asiBHMKa, BIAMNOBIAA/ILHOT 32
3gificHeHHs chapmakoHarnsgy B YkpaiHi. [ponoHoBaHa
pepakuis: Mpyaies AeHuc AMUTpoBuY. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0co6bu 3asiBHUKA, BIAMNOBIAa/IbHOT 3a
3pificHeHHs hapmakoHarnsgy B YkpaiHi

nocsi0o4YeHHs

KOMBOI/1I3A
XR

111.

TabneTku, BKPUTI
nNiBKOBOIO
o060n10HKot0, Mo 5
Mr/500 wmr ; no 7
TabneTtok y 6nictepi;
no 4 6nictepu y
KapTOHHIlA KOpooLi

ACTPA3EH
EKA Ab

LBewis

AcTpa3eHeka
PapmacbioTukanc Jirl

CLA

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis 3MiHu | TNy -
3MiHM WoAo 6e3nekn/ehekTBHOCTI Ta thapmakoHarnsgy.
BeefieHHs1 @60 3MiHM [0 y3arasibHeHUX JaHnX Npo cuctemy
chapmakoHarnsgy (BBeAeHHs y3araibHeHUX AaHux npo
cuctemy chapmakoHarasgy, 3miHa ynoBHOBaXKeHOI 0cobu,
BiANOBIAaUIbHOI 3a 34iiCHEHHSA hbapMakoHarnsay; KOHTakTHOI
0cobu 3 chapmakoHarnsay 3asaBHUKa o151 34iACHEHHS
thapmakoHarnagy B YKpaiHi, K0 BOHA BigMiHHA Bif,
yMOBHOBaXeHOT 0cobu, BigNoBiAanNbHOT 3a 34iACHEHHS
hapMakoHarnagy (Bk1ovatoum KOHTaKTHI AaHi) Ta/abo 3MiHu
Y PO3MiLLEeHHI MacTep-halina cuctemv papmakoHarnagy) -
3MiHa KOHTaKTHOI 0Cc0o6M 3asiBHMKA, BiANOBIAA/IbHOT 32
3aiicHeHHs chapmakoHarnsgy B YkpaiHi. [ponoHoBaHa
pegakuis: Mpyaies eHnc AMutpoBuy. 3MiHa KOHTAKTHUX
[aHNX KOHTaKTHOI 0co6u 3asiBHMKA, BiAMNOBiAa/IbHOT 3a
3pificHeHHs1 hapmakoHarnsay B Ykpaii

3a
peyenmom

UA/12952/01/02

KOMBOII3A
XR

112. | KOMIPHATI/

TabneTkn, BKPUTI
NNiBKOBOO
060/10HKO0, 5 Mr/1000
Mr; Mo 7 TabneTok y
6nicTepi; no 4
6nicTepy y KapTOHHiIl
Kopobui

ACTPA3EH
EKA AB

Lseuis

AcTpa3eHeka
dapmacbioTukanc Jrl

CLWA

BHECEHHS 3MiH 40 peecTpauliinHmx maTepiastis 3MiHu | Tuny -
3MiHM WoAo 6e3nekn/edheKTUBHOCTI Ta chapmakoHarnagy.
BeefieHHs1 ab0 3MiHW [0 y3araslbHEHUX AaHWX NPo cucTemy
thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX gaHnx npo
cuctemy hapMakoHarnagy, 3MiHa ynoBHOBakeHoi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapMakoHarnsay; KOHTakTHOI
0cobu 3 hapmakoHarnsay 3asiBHUKa 415 34iACHEHHS
hapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
YMNOBHOBaXXEHOT 0CO6M, BiANOBiAaNbHOT 3a 34iACHEHHS
hapMakoHarnsay (BK1uHakoum KOHTaKTHI AaHi) Ta/abo 3MiHM
Y PO3MiLLeHHI MacTep-dhalina cuctemy papmakoHarnagy) -
3MiHa KOHTaKTHOI 0CcobY 3asiBHMKa, BIANOBIAA/ILHOT 3a
3fificHeHHs chapmakoHarnsgy B YkpaiHi. lponoHosaHa
pepakuis: Mpyaies AeHuc AMntpoBuY. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0cobu 3asiBHUKa, BIAMNOBIAa/IbHOT 3a
3piicHeHHs hapmakoHarnsgy B Ykpaii

3a
peyernmom

UA/12952/01/03

COMIRNATY

KOHLieHTpaT ans

avcnepcii ans iH'ekwiid;

Mdpaiizep
Eiiu.Ci.Mi.

CWA

Mdpaiizep
MeHtoek1ypuHr

Benebrisi/

HimeyunHa

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

3MiHK 3 siKoCTi. FOTOBMIA Nikapcbkuii 3aci6. 3MiHK y

3a

UA/18592/01/01

peyenmom
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
™ 1 donakoH (0,45 mn) Kopnopeiiw Benbrisa HB, Benbris; BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo AONYCTUMMX MEX,
MicTUTb 6 f03 no 30 H BaiioHTek BCTaAHOB/IEHUX Y cneuundikauisx, nig yac BMpobHULTBa
MKr; 195 dhriakoHiB y MeHogeKUYpPUHT roTOBOrO NiKapCbKOro 3acoby (3BY>XXEHHS AONYCTUMUX MEX) -

KapTOHHI/ KopoobLi

'm6X, HimeuunHa

3BY)XeHHs NimiTiB AN5 inbTpy Sartorius y npoueci
BMPOOHULTBA rOTOBOrO NiKapCbKOro 3acoby Ha Ai/bHULL
Pfizer Puurs. 3MiHu | Tvny - 3miHu 3 akocTi. FoToBUiA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHM BUNpobyBaHb
a60 [onycTUMUX MeX, BCTaHOB/EHUX Y cneumdikauisx, nig
yac BUPOOHULTBA FOTOBOrO NikapcbKoro 3acoby (iHLwi 3MiHM)
- BBegeHHs in-process AiMITIB 4718 CTEPUIBHOMO iNbTpy
Pall HoBoro po3mipy Ha ainbHuui Pfizer Puurs. 3miHu | Tuny -
3MiHK 3 siKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHM y NpoLieci BUPOGHMLTBA FOTOBOrO
NikapcbKoro 3acoby, BK/IKOHa0UM NPOMIKHWIA NPOAYKT, L0
3aCTOCOBYETHLCA NPY BUPOGHULTBI FOTOBOrO NiKapCbKoro
3acoby (He3HayHa 3MiHa y nNpoLeci BUPO6HMLTBA) -
BBeneHHs napameTpiB npowecy Ans NiHil HanoBHeHHA VC2
Ha AinbHUL Pfizer Puurs. 3MiHu | Tuny - 3MiHM 3 AKOCTI.
[OTOBWIA NTikapCbknii 3aci6. 3MiHW Yy BUPOOHULTBI. 3MiHN Y
npoLeci BUpOGHMLITBA FOTOBOIO /liKapCbKoro 3acoby,
BK/THOUAIOYM NPOMiXHWIA NPOAYKT, L0 3aCTOCOBYETLCA NpU
BMPOOGHULITBI FOTOBOrO /iKApCbKOro 3acoby (He3HayHa 3MiHa
y npoveci BUpo6bHMLTBA) - BBEAEHHA HOBOro po3mipy
ctepunbHoro qinbtpy Pall Ha ginbHuyi Pfizer Puurs. 3miHn |1
MMy - 3MiHM 3 AKOCTi. [OTOBWIA NMikapCbknii 3aci6. 3miHK Yy
BMPOGHULTBI. 3MiHa po3mipy cepii (Bk1toUakum gianasoH
po3mipy cepii) roToBoro MikapcbKoro 3acoby (3MiHa BuMarae
OLiHKM NOPIBHAHHOCTi (MPOBEAEHHS MOPIBHANIBHUX
nocnigpkeHb) nikapcbkoro 3acoby
6i0/10r4HOr0/iIMyHOMOrYHOrO MNOXOMKEHHSA abo 3miHa Y
po3Mmipi cepii BUMarae NnpoBeAeHHsI HOBOTO A0C/TiAKEHHS
6i0eKBIBaNIEHTHOCTI) - PO3LIMpeHHs Aiana3oHy po3mipy cepii
rOTOBOrO JiKapCbKOro 3acoby, a came po3LMPEHHSA HUKHBOT
mexi 3 139 n go 80 n Ha foAATKOBIW AibHML BUPO6HULITBA
Polymun. 3minu Il TUny - 3MiHK 3 sikocTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOBHMLTBI. 3MiHa po3mipy cepil
(BrNtOYAKOUM Ajana3oH po3Mmipy cepii) FoTOBOro NikapcbKoro
3acoby (3miHa BUMarae OLiHKM NOPIBHAHHOCTI (NpOBefeHHsA
MOPIBHANBHUX AOCMIIKEHDb) NiKAPCbKOro 3acoby
6i0/10r4YHOr0/iMyHOOTYHOrO MOXOAKEHHS abo 3miHa y
po3Mipi cepii BUMarae npoBeeHHA HOBOro AOCNIAKEHHS
6i0eKBiBaNIEHTHOCTI) - PO3LIMPEHHS fiana3oHy po3mipy cepii
roTOBOrO NKAPCHbKOro 3acoby, a came PO3LUVPEHHS HUKHBOT
Mexi 3 139 n fo 77-278 n Ha ginbHuui Pfizer Puurs. 3miHu 11
TNy - 3MiHW 3 SIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHM y
BMPO6HULTBI. 3MiHa po3Mmipy cepii (BkIoYatoum gianasoH
po3mipy cepii) roToBoro nikapcbkoro 3acoby (3MiHa BuMarae
OLIiHKM NOPIBHAHHOCTI (MPOBEAEHHS NMOPIBHAIBHUX
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
[OCnigpKeHb) Nikapcbkoro 3acoby
6i0N0rivYHOro/iMyHOMOMN4YHOro NOXOAKEHHSA abo 3MiHa Y

BBEJEHHA 10AaTKOBOI AiNIbHUL BUPOGHMLITBA 4151 HACTUHM
a60 BCbOro BUPOBGHMYOro NpoLecy rotToBOro AikapcbKoro

3aco06y (AinbHMLSA, Ha SKii NPOBOAATLCSA Oy Ab-Ki BUPOGHMUI
cTagji, 3a BUHATKOM BUMNYCKY Cepiii, NPOBEAEHHS KOHTPO/IO
AKOCTI Ta BTOPMHHOIO MakyBaHHS, 419 NiKapCbKux 3aco6iB

6i0/10rYHOr0/iMyHOTOTIYHOrO MOXOAXKEHHS @60 /iKapChKMX

3aco06y (AinbHMLSA, Ha SKii NPOBOAATLCSA Oy Ab-Ki BUPOGHMUI
cTagji, 3a BUHATKOM BUMNYCKY Cepiii, NPOBEAEHHS KOHTPO/O
AKOCTI Ta BTOPMHHOIO MakyBaHHS, 419 NiKapCbKux 3aco6iB
6i0/10rYHOr0/iMyHOTOTYHOrO MOXOAXKEHHS @60 /iKapChKMX
hopM KOMMNIEKCHOro (CKNaAHOro) BUPO6HMYOro npoecy) -
BeegfeHHs ginbHuLi Polymun Scientific Immunbiologische
Forschung GmbH, Donaustra?e 99, 3400 Klosterneuburg,

Austria ik anbTepHaTVBHOrO BUPOGHUKa BiNOBigaIbHOMO 3a
BMPO6HULTBO LNP Ta hopmyntoBaHHsA 6ank nikapcbkoro
3aco0y Ta /ioro TpaHCMOPTYBaHHS A0 Ai/TbHUL HANOBHEHHS
Ta nakyBaHHSA roTOBOro NpoAykty. 3MiHu Il Tuny - 3miHn 3

AKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KOHTPOb AOMOMIXHUX
peyvoBuH (iHWi 3MiHW) - JlogaBaHHS HOBOrO NocTavasibHMKa
Lipoid GmbH, Ludwigshafen, Germany ans 4ONoMiXHOT

peyoBmHM DSPC. 3miHu Il TNy - 3MiHW 3 SIKOCTI. TOTOBWIA

po3Mipi cepii BUMarae npoBeAeHHS HOBOTO AOCAIAKEHHS
6ioeKBiBa/IEHTHOCTI) - PO3LIMPEeHHS fiana3oHy po3mipy cepil
roTOBOrO NiKapCbKOro 3acoby, a came po3LUVPEHHS HUKHBOT
mexi 3 139 n fo 77-80 N Ha AOAATKOBIN AiNbHUL
BMpo6HMLTBa mibe. 3MiHn Il Tuny - 3MiHM 3 AkocTi. FoToBWMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa abo
BBE/lEHHS A0AATKOBOT AiNbHULI BUPOGHMLTBA A/19 YacTUHU
ab0 BCbOro BUPOGHNYOTO NPoLiecy roToBOro J1iKapCbKoro
3aco0y (ginbHULSA, Ha SKili NPoBOAATLCA By Ab-5Ki BUPOOHMUI
cTagji, 3a BUHSATKOM BUMNYCKY CEPiid, NPOBELEHHS KOHTPO/IO
AKOCTi Ta BTOPMHHOIO MakKyBaHHS, A4/19 NiKkapCbkyx 3aco6iB
6i0/10riYHOr0/iMyHO0TYHOrO MOXOAKEHHS ab0 /iKapChKNX
hopM KOMNAEKCHOrO (CKNafHOro) BUPOGHMYOro npovecy) -
BBeneHHs ginbHuui mibe GmbH Arzneimittel, Munchener
Stra?e 15, 06796 Brehna, Germany sik aibTepHaTUBHOIO
BMPOGHMKA BiANoBifanbHOro 3a BUpo6HULTBO LNP Ta
chopmyntoBaHHs 6asiK fikapcbkoro 3acoby Ta 1oro
TPaHCNOPTYBaHHSA A0 AiNbHYML| HAMOBHEHHS Ta NaKyBaHHA
roToBOro NpoAyKTy. 3MiHu Il TMNYy - 3MiHK 3 IKOCTI. FOTOBWIA
nikapcbknii 3aci6. 3MiHM y BUPO6HMLTBI. 3amiHa abo
BBEJEHHA 10AaTKOBOI AiNIbHUL BUPOGHMLITBA 4151 HACTUHM
a60 BCbOro BUPOGHMYOro NpoLecy rotToBOro NikapcbKoro

nikapcbknii 3aci6. 3MiHM Yy BUPO6HMLTBI. 3amiHa abo

hopM KOMMNIEKCHOro (CKNaAHOro) BUPO6HMYOro npoecy) -
BBefieHHs1 gogaTkoBoi NiHii WSL5 nns HanoBHEHHS Ta
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
nakyBaHHs BakKUMHW Ha 3aTBEpKEeHin ainbHuui Pfizer Puurs.
113. | KOMIPHATI / KOHLEeHTpaT ans Mdcpaiizep CLWA Mdpaiizep Benebrisi/ BHECEHHS 3MiH [0 peecTpayjiiiHux maTtepianis: 3MiHu Il Tuny 3a UA/18592/01/01
COMIRNATY avcnepcii 4ns iH'exuin; Eiiy.Ci.Mi. MeHtoekuypuHr HimeuunHa - 3MiHK 3 AKOCTi. FOTOBUIA NiKapCbkuii 3aci6. 3miHN y peyenmom
™ 1 donakoH (0,45 mn) Kopnopeiiw Benbria HB, Benbris; BMPOGHMLTBI. 3MiHM y NpoLieci BUPOGHMLTBA FOTOBOrO
MicTUTb 6 f03 no 30 H BailoHTek nikapcbKoro 3aco6y, BKIOUaKUM NPOMIKHUIA NPOAYKT, L0
MKr; 195 chnakoHis y MeHtoekuypuHr 3aCTOCOBYETLCS NMPY BUPOBHULTBI FOTOBOTO NiKApCbKOro
KapTOHHIA KopoobLi vM6X, HimeyunHa 3acoby (nikapcbkuii 3acib € nikapcbkum 3aco60M
6i0N0rivYHOro/iMyHO/OMNYHOTO NOXOKEHHS Ta 3MiHa BMMarae
NpoBeEeHHS NOPIBHANBHUX AOCAILKEHDb) - [lofaBaHHs eTany
pedpinbTpayii bulk drug product wnsxom etany
CTepunisyo4oi hinbTpauii 3 BUKOPUCTaHHSAM HOBUX
iaeHTnYHMX inbTpiB 0.2 MKM. PefakuiiiHi OHOBNEHHS
po3giny 3.2.P.3.3 Description of Manufacturing Process and
Process Controls - Fill and Finish [Puurs].
114. | KOMIPHATI | KOHLeHTpaT Ans Mdpaiizep CLIA Mdpaiizep Benebris/ BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3miHu | Tuny - 3a UA/18592/01/01
COMIRNATY avicnepcii ans iH'exuin; Eiiu.Ci.Mi. MeHodek4ypuHr HimeyunHa 3MiHK 3 SKOCTi. FoToBUIA Nikapcbkuii 3aci6. KoHTposb peyenmom
™ 1 cbnakoH (0,45 mn) Kopnopeiiw Benbrist HB, Benbris; LOMOMDKHUX PEYOBUH (iHLUI 3MiHK) - 3MiHW y po3aini
MicTuTb 6 o3 no 30 H BalioHTek 3.2.A.3.6 Wwopo iHthopma,ii npo ynakosky anst ALC-0315.
MKr; 195 dpriakoHiB y MeHodek4ypuHr 3MmiHu | TMNY - 3MiHK 3 SKOCTi. FOTOBUIA NiKapcbkuii 3aci6.
KapTOHHIlA KopooLi v6X, HimeyunHa KOHTPO/1b AONOMDKHUX PEYOBUH. 3MiHN B METOAi CUHTE3Y
abo pereHepauii HedpapMakoneliHoi fONOMiXHOI peYOBUHN
(KLL0 onncaHo y A0oCbEe) ab0 HOBOT AOMOMDKHOT PEHOBUHY
(He3HauHi 3MiHM y MeTofi CuHTe3y abo pereHepau;i
HedhapMakonenHoi 4ONOMIKHOI peqoBUHY abo HOBOI
[OMOMDKHOT peYoBUHM) - He3HauHi 3MiHW Yy MeTofi CUHTe3y
HethapMakoneiiHoi onoMixHoT peyoBunHN ALC-0315
BMpo6HMUTBa Pharmacia and Upjohn Company LLC, 7000
Portage Road, Kalamazoo, Michigan 49001, USA. 3miuu II
TMNy - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. KoHTponb
LOMOMDKHWUX PEYOBWH (iHLWi 3MiHW) - [logaBaHHA HOBOro
noctavasibHvka HehapmakoneinHoi JONOMKHOT peYoBUHM
ALC-0315. 3anponoHoBaHo: Pharmacia and Upjohn
Company LLC, 7000 Portage Road, Kalamazoo, Michigan
49001, USA.
115. | KONAUUN® Tabnetku; no 6 abo 10 MAT YkpaiHa MNAT YKpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - 6e3 UA/2930/01/01
TabneTtok y 6rictepax; "Tanuudpap "Knismegnpenapar” 3MiHW 3 SIKOCTi. [OTOBWIA NiKapCbKuiA 3aci6. 3MiHN Y peuyenma
no 10 Tabnetok y M" BMPOGHULTBI. 3MiHa po3mipy cepii (BkIHoUakum gianasoH

6nictepi; no 1 a6o no
2 6nicTepun B nayui

po3Mipy cepil) roToBOro AikapcbKoro 3acoby (36iNbLUeHHs a0
10 pasiB NOPIBHSHO i3 3aTBEPAXEHNM PO3MIPOM) - BBELEHHS
nofaTkoBux po3mipis cepii /13. 3anponoHosaHo: 198,38 «r,
Lo ctaHoBUTb 305 200 Ta6NeToK (3 AOMYCTUMUM
BiAXuNeHHsM Big, 178,54 kr go 218,22 kr abo 274 676
Tabnetok fo 335 723 Tabnetok); 714,16 «r, Wo cTaHoBUTL 1
098 707 TabneTok (3 AONYCTUMUM BigXUNeHHsAM Bif 642,74
Kr Ao 785,58 kr ab6o 988 830 Tabnetok Ao 1 208 584
Tabnetok). 200,0 kr, wo ctaHoBUTL 307 692 TabneTok (3
aonyctumum BigxuneHHam sig 180,0 kr go 220,0 kr a6o 276
923 TabneTok go 338 461 Tabnetok); 700,0 Kr, Wwo
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
ctaHoBuTb 1 076 923 TabneTok (3 4oNyCTUMUM
BiaxuneHHam Big 630,0 kr o 770,0 kr a6o 969 230 TabneTok
0o 1184 615 TabneTok)
116. | KOPCAP® H TabneTku, BKpUTI AT YkpaiHa AT "dapmak”, YkpaiHa Ykpaina BHECEHHS 3MiH 0 peecTpauiiiHux maTepiastis 3MiHu | Tuny - 3a UA/14295/01/01
nNiBKOBOIO "®Papmak” (dbacyBaHHA Ta OHOBJIEHUIA cepTUdiKaT Bif, y)Xe 3aTBEpAXEHOr0 BUPOOHUKA, peyenmom
o6onoHkoto, 320 nakyBaHHs 3 in bulk noAaHHA OHOBMIEHOrO cepTudikaTa BifnoBiAHOCTI
mr/12,5 mr no 10 hipMmn-BMpOGHMKa €poneiicbkili hbapmakonei Ne R1-CEP 2004-307-Rev 04
Tabnetok y 6nictepi; BankaHdapma ons pitodoi pevosrHn Hydrochlorothiazide Big Bxe
no 3 abo 6 6nictepis y [ynHuus AT, 3aTBepAKeHoro BMpo6Hnka Cambrex Profarmaco Milano
nauuj Bonrapisi) S.r.l.; 3miHu | TUNY - NOAAHHA OHOBNEHOTO cepTudiikata
BignoBiaHOCTI €Bponelickkiit hapmakonei Ne R1-CEP 2004-
307-Rev 03 ansa gitoyoi pevounHn Hydrochlorothiazide Big
BXe€ 3aTBepaxeHoro BmpobHuka Cambrex Profarmaco
Milano S.r.l.
117. | KOPCAP® H TabneTkun, BKpUTI AT Ykpaina BankaHtapma Bonrapis BHECEHHS 3MiH 40 peecTpauiinHmx maTepiasis 3MiHu | Tuny - - UA/14291/01/01
nniBKOBOK "Papmak” OynHnua AT noJaHHA OHOBJIEHOrO cepTudpikara BianoBiAHOCTI
060/10HKO0, 160 Mr/25 €poneiicbkili hapmakonei Ne R1-CEP 2004-307-Rev 03
mr; in bulk: no 10 kr ons pitodoi pevosrHun Hydrochlorothiazide Big Bxe
TabneTok y millkax 3aTBepmxeHoro BupobHuka Cambrex Profarmaco Milano
S.r.l; 3miHu | TUNY - NOAAHHS OHOBMIEHOrO cepTudikaTa
BignosigHocTi €Bponelickkin hapmakonei Ne R1-CEP 2004-
307-Rev 04 ansa giroyoi pevoBuHy Hydrochlorothiazide Big
BXe 3aTBeppKeHoro BupobHmka Cambrex Profarmaco
Milano S.r.l.
118. | KOPCAP® H TabneTku, BKpUTI AT YkpaiHa BankaHdapma Bonrapis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis 3miHu | TUny - - UA/14291/01/02
NiBKOBOO "dPapmak” OynHnua AT nofjlaHHA OHOBJIEHOrO cepTudikaTa BifnNoBIAHOCTI
060/10HKO0, 80 €Bponeiickkin hapmakonei Ne R1-CEP 2004-307-Rev 03
Mmr/12,5 wr; in bulk: no ons pitodoi pevosrHn Hydrochlorothiazide Big Bxe
10 kr TabneToK y 3aTBep/AxeHoro BupobHuka Cambrex Profarmaco Milano
MiLLKax S.r.l; 3MiHK | TUNY - NOAAHHS OHOB/IEHOIO cepTudlikaTa
BignoBigHoCTi E€Bponelickkin hapmakonei Ne R1-CEP 2004-
307-Rev 04 ansa gitoyoi pevosuHy Hydrochlorothiazide Big
BXe 3aTBepaKeHoro BnupobHmka Cambrex Profarmaco
Milano S.r.l.
119. | KOPCAP® H TabneTkun, BKPUTI AT YkpaiHa BankaHtapma Bonrapis BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis 3MiHu | Tuny - - UA/14290/01/01
nNiBKOBOIO "®apmak” Oynunus AT NnoJaHHA OHOBJIEHOTO cepTudikaTa BifgnoBiAHOCTI
060/10HKO0, 160 €poneiicbkili hapmakonei Ne R1-CEP 2004-307-Rev 03
mr/12,5 wr; in bulk: no ons pitodoi pevosrHn Hydrochlorothiazide Big Bxe
10 kr TabneTok y 3aTBepmxeHoro BupobHuka Cambrex Profarmaco Milano
MiLLKax S.r.l; 3MiHu | TUNY - NOAAHHS OHOBMIEHOrO cepTudikaTa
BiNOBIAHOCTI €Bponelicbkiit hapmakonei Ne R1-CEP 2004-
307-Rev 04 gns gitoyoi pevosuHn Hydrochlorothiazide Big,
BXe 3aTBep/pKeHoro BnpobHnka Cambrex Profarmaco
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Milano S.r.l
120. | KOPCAP® H TabneTtku, BKPUTI AT YkpaiHa BankaHdapma Bonrapis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis 3MiHu | TUNYy - - UA/14290/01/02
NiBKOBOO "®Papmak” AynHnua AT noAaHHA OHOBMIEHOrO cepTudikaTa BifnoBiAHOCTI
o6onoHkoto, 320 mMr/25 €poneiicbkili hbapmakonei Ne R1-CEP 2004-307-Rev 03
mr; in bulk: no 10 kr ons pitodoi pevosrHn Hydrochlorothiazide Big Bxe
TabneTok y milukax 3aTBepMKeHoro BupobHuka Cambrex Profarmaco Milano
S.r.l; 3MiHM | TUNY - NOAAHHS OHOBMIEHOTO cepTudiikaTa
BignoBiaHoCTI €Bponelickkiit hapmakonei Ne R1-CEP 2004-
307-Rev 04 ansa gitoyoi pevounHn Hydrochlorothiazide Big
BXeE 3aTBepaxeHoro BmpobHuka Cambrex Profarmaco
Milano S.r.l
121. | KOPCAP® H TabneTkun, BKpUTI AT Ykpaina AT "®apmak”, YkpaiHa Ykpaina BHECEHHS 3MiH 40 peecTpauiinHmx maTepiastis 3MiHu | Tuny - 3a UA/14294/01/01
NNiBKOBOO "®apmak” (cbacyBaHHA Ta noJaHHA OHOBJIEHOrO cepTudpikara BianoBiAHOCTI peyenmom
060/10HKO10, 160 nakyBaHHs 3 in bulk €poneiicbkili hapmakonei Ne R1-CEP 2004-307-Rev 03
mr/12,5 wr, no 10 dhipM-BMpPOGHMKa Ans givoyoi peyosuHu Hydrochlorothiazide Big Bxe
Tabnetok y 6nictepi; BankaHdapma 3aTBepmxeHoro BupobHuka Cambrex Profarmaco Milano
no 3 abo 6 6nictepis y [ynHuus AT, S.r.l; 3miHu | TUNY - NOAAHHS OHOBMIEHOrO cepTudikaTa
nauuj Bonrapisi) BignosigHocTi €Bponelickbkin hapmakonei Ne R1-CEP 2004-
307-Rev 04 ana giroyoi pevoBuHy Hydrochlorothiazide Big
BXe 3aTBeppKeHoro BupobHmka Cambrex Profarmaco
Milano S.r.l
122. | KOPCAP® H TabneTku, BKpUTI AT YkpaiHa AT "®apmak”, YkpaiHa Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis 3miHu | TNy - 3a UA/14294/01/02
nNiBKOBOIO "®papmak” (dbacyBaHHA Ta noJaHHs OHOBNEHOro cepTudpikata BiANOBIAHOCTI peyenmom
060/10HKOH, 320 Mr/25 nakyBaHHs 3 in bulk €Bponeiickkin papmakonei Ne R1-CEP 2004-307-Rev 03
mr, no 10 TabneTok y thipM-B1pOGHMKa ons pitodoi pevosrHun Hydrochlorothiazide Big Bxe
6nicTepi; no 3 abo 6 BankaHtapma 3aTBep/AxeHoro BupobHuka Cambrex Profarmaco Milano
6nicTepiB y nauui [ynHunus AT, S.r.l; 3MiHK | TUNY - NOAAHHS OHOB/IEHOIO cepTudiikaTa
Bonrapis) BianoBigHoCTI E€Bponelickkin hapmakonei Ne R1-CEP 2004-
307-Rev 04 ansa gitouoi pevosuHy Hydrochlorothiazide Big
BXe 3aTBepaKeHoro BnupobHmka Cambrex Profarmaco
Milano S.r.l
123. | KOPCAP® H TabneTkun, BKPUTI AT YkpaiHa BankaHtapma Bonrapis BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis 3MiHuW | Tuny - - UA/14292/01/01
N/1iBKOBOO "®apmak” Oynunus AT 3MiHM 3 sikocTi. CepTudpikar BignosigHocTi/ME-cepTudikar
060/10HKo0, 320 BiANOBIAHOCTI EBponeiickkili hapmakonei/MmoHorpadii -
mr/12,5 wr in bulk: no noAaHHA OHOBMIEHOrO cepTudikaTa BifnoBiAHOCTI
10 kr TabneTok y €poneiicbkilii hapmakonei Ne R1-CEP 2004-307-Rev 04
MiLLKax ons pitodoi peyosrHu Hydrochlorothiazide Big Bxe
3aTBepAXeHoro Bupo6Huka Cambrex Profarmaco Milano
S.r.l. 3minu | TMny - 3MiHK 3 sAkocTi. CepTuddikat
BignosigHocTi/l E-cepTudikat BignosigHOCTI EBponeiichkii
thapmakonei/MoHorpadii- NogaHHs OHOBIEHOTO
cepTudpikaTa BignoBigHOCTI EBponeiickbkin hapmakonei Ne
R1-CEP 2004-307-Rev 03 (3aTBepaxeHo: R1-CEP 2004-
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
307-Rev 02) gns gitoyoi pevoBuHun Hydrochlorothiazide Big,
BXe 3aTBeppKeHoro B1upobHnka Cambrex Profarmaco
Milano S.r.l.
124. | KOPCAP® H TabneTku, BKpUTI AT YkpaiHa AT "dapmak”, YkpaiHa Ykpaina BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis 3MiHu | TRy - 3a UA/14293/01/01
nNiBKOBOIO "®Papmak” (dbacyBaHHA Ta noJaHHs OHOB/IEHOro cepTudpikata BiaNoBIAHOCTI peyenmom
060n0HkKot0, 80 nakyBaHHs 3 in bulk €poneiicbkii thapmakonei Ne R1-CEP 2004-307-Rev 04
mr/12,5 mr no 10 thipM-B1pOGHMKa ans givovoi pevosuHy Hydrochlorothiazide Big Bxe
Tabnetok y 6nictepi; BankaHdapma 3aTBepAxeHoro Bupo6Huka Cambrex Profarmaco Milano
no 3 abo no 6 AynHnus AT, S.r.l; 3MiHM | TUNY - NOAAHHS OHOBMIEHOTO cepTudiikaTa
6nicTepiB y navui Bonrapisi) BignosigHocTi E€Bponelicbkinn hapmakonei Ne R1-CEP 2004-
307-Rev 03 ansa gitoyoi pevosuHy Hydrochlorothiazide Big
BXeE 3aTBepAxeHoro BupobHuka Cambrex Profarmaco
Milano S.r.l
125. | KOPCAP® H TabneTtku, BKPUTI AT YkpaiHa AT "dapmak”, YkpaiHa Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis 3MiHu | TUny - 3a UA/14293/01/02
NAiBKOBOIO "papmak” (dbacyBaHHA Ta noJaHHs OHOB/IEHOro cepTucpikata BigNoBIAHOCTI peyenmom
o6onoHkoto, 160 mr/25 nakyBaHHs 3 in bulk €poneiicbkili hapmakonei Ne R1-CEP 2004-307-Rev 04
Mmr no 10 TabneTok y hipm-BMpOBOHUKA ons pitodoi pevosrHu Hydrochlorothiazide Big Bxe
6nicTepi; no 3 abo no BankaHtapma 3aTBepMxeHoro BupobHuka Cambrex Profarmaco Milano
6 6nicTepiB y nauyi [ynHnus AT, S.r.l; 3MiHu | TUNY - NOAAHHS OHOB/IEHOrO cepTudikaTa
Bonrapis) BignoBiaHoCTi €Bponelickkiit hapmakonei Ne R1-CEP 2004-
307-Rev 03 ansa gitouoi pevounHn Hydrochlorothiazide Big
BXe€ 3aTBepaxeHoro BupobHuka Cambrex Profarmaco
Milano S.r.l
126. | KPA/TOHIH Kpanni opasibHi; no 30 Bionoriwe HimeuumnH Bionoriwe HimeyunHa BHECEHHS 3MiH A0 PEeeECTpaLiiHNX MaTepiastiB 3miHu | Tuny - 6e3 UA/3125/01/01
M1y tpriakoHi- Xalinbmitre a XainbmitTens Xeenb 3MiHM Woao 6e3nekun/ehekTnBHOCTI Ta chapmakoHarnagy - peyenma
KpanesnbHuui; no 1 nb Xeenb rM6X 3MiHV BHECEHO [0 TEKCTY MapKyBaHHS NepBUHHOT yNakoBKn
onakoHy-KpanenbHuUi meX NiKapcbKoro 3acoby L0A0 HAsABHOCTI 3aXMCHUX €/1IEMEHTIB
B KOPOOGLIi 3 KAPTOHY
127. | KPECTOP TabneTku, BKpUTI ACTPA3EH Benuka ANIEp cuwaA/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis 3MiHu | TNy - 3a UA/3772/01/01
nAiBKOBOIO EKA HOK BpuTaHis PapmacboTUKanc IHK., Benuka 3MiHK LWoa0 6e3nekn/eteKTUBHOCTI Ta hapmakoHarnsgy. peyenmom
o060n0Hkoto, no 10 wr; Nimiteq CLUA (BpOoGHMK BputaHis BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHVX MPO cucTemy
no 14 tabneTtok y nikapcbKoro 3acoby "in thapmakoHarnagy (BBefeHHs y3arasibHeHUX AaHux Npo
6nictepi; no 2 bulk"); AcTpa3eHeka cuctemy hapmakoHarnsay, 3miHa ynoBHOBaXKeHoI 0cobu,
6nicTepy B KAPTOHHIi HOK NimiTea, Benuka BiANOBIA&UIbHOI 3a 34iiCHEHHS hbapMakoHarnsay; KOHTaKTHOI
KopooLi BpuvTaHis (BUPO6HUK, 0cobu 3 chapmakoHarnsay 3asaBHVKa o151 34iIACHEHHS
BiANOBifa/IbHWIA 32 thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Bif,
nakyBaHHs1, KOHTPO/Tb YMOBHOB&XeHOT 0cobu, BiANOBiAaNbHOT 3a 34iACHEHHS
Ta BMNycK cepir) hapMakoHarnagy (Bkovatoum KOHTaKTHI AaHi) Ta/abo 3MiHu
y po3MilLieHHi MacTep-chaiina cuctemn hapmakoHarnagy) -
3MiHa KOHTaKTHOI 0C0bM 3asiBHMKA, BiAMNOBIAA/IbHOT 32
3AiliCHeHHs1 hapMakoHarsay B YkpaiHi. ponoHoBaHa
pegakuis: Mpyaies AeHnc AMuTpoBuy. 3MiHa KOHTAKTHUX
[aHNX KOHTaKTHOI 0Cco6u 3asiBHMKA, BiAMOBIAa/IbHOI 3a
3pificHeHHs1 hapmakoHarnsgy
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
128. | KPECTOP TabneTku, BKpUTI ACTPA3EH Benwvka ANIEp CLUA/ BHECEHHS 3MiH 0 peecTpauiiiHux maTepiastis 3MiHu | Tuny - 3a UA/3772/01/02
nNiBKOBOIO EKA HOK BpuTaHis dapmacbloTUkanc IHk., Benuka 3MiHM WoAo 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnaay. peyenmom
060/10HKOt0, N0 20 Mr; Nimiteq CLUA (B1pOGHMK BpuTtaHis BBefeHHs ab0o 3MiHM [0 y3araslbHEHUX AaHWX NPo cucTemy
no 14 tabnetok y nikapcbKoro 3acoby "in thapmakoHarnsgy (BBeAEHHS y3arasibHeHNX AaHux npo
6nictepi; no 2 bulk"); AcTpa3eHeka cucTemy chapmakoHarnsgy, 3MiHa ynoBHOBaXkKeHOi ocobu,
6nictepy B KAPTOHHIiA IOK NimiTea, Benuka BiNOBIfa/IbHOT 3a 34iICHEHHS hapMakoHarnsay; KOHTaKTHOT
Kopobui BpuTtaHis (BUpOGHMK, 0cob6u 3 chapmakoHarnsay 3asaBHVKa 415 34iACHEHHS
BiANoBigabHUiA 3a hapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
nakyBaHHs1, KOHTPO/1b YNOBHOBaXXEHOI 0CO6U, BifiNOBIAAbHOI 3a 34iICHEHHS
Ta BUMyck cepii) thapmakoHarnsgy (BK/ouatoum KOHTaKTHi AaHi) Ta/abo 3MiHu
Y PO3MiLLEeHHI MacTep-halina cuctemu hapmakoHarnagy) -
3MiHa KOHTaKTHOI 0Cc0obY 3asiBHMKa, BIAMNOBIAA/ILHOT 32
3gificHeHHs chapmakoHarnsgy B YkpaiHi. [ponoHoBaHa
pepakuis: Mpyaies JeHuc AMuTpoBuY. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0cobu 3asiBHUKA, BIAMNOBIAa/IbHOT 3a
3pjiicHeHHs hapmakoHarnsgy
129. | KPECTOP TabneTtku, BKPUTI ACTPA3EH Benuka ANIEp CuwA/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis 3MiHu | TNy - 3a UA/3772/01/03
nNiBKOBOIO EKA HOK BpuTaHis PapmacboTUKanc IHK., Benuka 3MiHM Wo[o 6e3nekn/eteKTUBHOCTI Ta hapmakoHarisgy. peyenmom
060n0Hkoto, no 40 wr; Nimiteq CLUA (B1p0oGHMK BputaHis BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHVX MPO cUcTemy
no 7 Tabnetok y nikapcbKoro 3acoby "in hapmakoHarnagy (BBefeHHs y3arasibHeHUX JaHuX Npo
6nictepi; no 4 bulk"); AcTpa3eHeka cuctemy chapmakoHarasgy, 3miHa ynoBHOBaXKeHOI 0cobu,
6nicTepy B KAPTOHHii IOK NimiTea, Benuka BiANOBIAaUIbHOI 3a 34iiCHEHHSA hapMakoHarnsay; KOHTaKTHOI
Kopobui BpuvTaHis (BUPO6HUK, 0cobu 3 chapmakoHarnsay 3asaBHUKa o151 34iACHEHHS
BiANoBigaIbHUIA 3a thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Bif,
nakyBaHHs1, KOHTPO/Tb yMOBHOBaXeHOT 0cobu, BigNoBiAanbHOT 3a 34iCHEHHS
Ta BMNycK cepir) hapMakoHarnagy (Bk1ovatoum KOHTaKTHI AaHi) Ta/abo 3MiHu
Y PO3MiLLEeHHI MacTep-halina cuctemv papmakoHarnagy) -
3MiHa KOHTaKTHOI 0C0o6M 3asiBHMKA, BiANOBIAA/IbHOT 32
3aificHeHHs chapmakoHarnsgy B YkpaiHi. MponoHoBaHa
pegakuisi: Mpyaies JeHnc AMutpoBuy. 3MiHa KOHTAKTHUX
[aHNX KOHTaKTHOI 0co6u 3asiBHMKA, BiAMNOBiAa/IbHOT 3a
3pjificHeHHs1 hapmakoHarnsgy
130. | KPECTOP TabneTkun, BKpUTI ACTPA3EH Benuka AMIEp CLUA/ BHECEHHS 3MiH 40 peecTpauiinHmx maTepiasis 3MiHu | Tuny - 3a UA/3772/01/04
NNiBKOBOIO EKA HOK BpuTaHis dapmacbloTUkanc IHk., Benuvka 3MiHM WoAo 6e3neku/edheKTBHOCTI Ta chapmakoHarnagy. peyenmom
060/10HKOI0, M0 5 Mr; NimiTen CLA (B1po6HMK BpuTaHis BBeneHHst abo 3MiHU A0 y3arasibHEHUX AaHWUX NPO cUcTeMy

no 14 TabneTtok y
6nicTepi; no 2
6nicTepy B KAPTOHHii
Kopobui

nikapcbKoro 3acoby "in
bulk"); AcTpa3eHeka
IOK Nimiten, Benuka
BpuTtaHis (BUPOGHMK,
BignoBiganbHWiA 3a
nakyBaHHSs!, KOHTPO b
Ta BUnyck cepii)

thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX gaHnx npo
cuctemy hapmakoHarnagy, 3MiHa ynoBHOBakeHoi ocobu,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapMakoHarnsay; KOHTaKTHOI
0cobu 3 hapmakoHarnsay 3asBHUKa 415 34iACHEHHS
hapmakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
YMNOBHOBaXXEHOT 0CO6M, BiANOBiAaNIbHOT 3a 34iACHEHHS
hapMakoHarnsay (BK1UYakoum KOHTaKTHI AaHi) Ta/abo 3MiHM
Y PO3MiLLeHHI MacTep-halina cuctemy papmakoHarnagy) -
3MiHa KOHTaKTHOI 0CcobY 3asiBHMKa, BIANOBIAA/ILHOT 3a
3fificHeHHs chapmakoHarnsgy B YkpaiHi. lponoHosaHa

pegakuis: MNpyaies JleHnc AMUTPoBMY. 3MiHA KOHTaKTHUX
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
[aHNX KOHTaKTHOI 0Cco6u 3asiBHMKA, BiAMOBIAa/IbHOI 3a
3pificHeHHs1 hapmakoHarnsgy
131. | KCIrayo TabneTkn, BKPUTI ACTPA3EH LBeuis AcTpa3eHeka CLA BHECEHHS 3MiH A0 pPeeCTpaLiiHnX MmaTepiasiiB 3miHu | Tuny - 3a UA/15983/01/01
MPONOHI N1iBKOBOO EKA Ab dapmacbtotukanc MM, 3MiHM WoAo 6e3nekn/edpeKTNBHOCTI Ta chapmakoHarnsgy. peyenmom
060/10HKOI0, CLA (B1pobHMLTBO BBeneHHs1 abo 3MiHU [0 y3arasibHEHUX AaHWUX NPO cUcTeMy
MPOJIOHroBaHoI Aji No in-bulk, KOHTpONb hapmakoHarnsgy (BBeAeHHS y3arasibHeHUX gaHnx npo
10/1000 mr no 7 SKOCTi, NEPBUHHE Ta cmcTemMy chapmakoHarnsgy, 3MiHa yNnoBHOBakeHOoi ocobu,
Tabnetok y 6nictepi; BTOPVHHE NakKyBaHHS, BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay; KOHTaKTHOI
no 4 6nictepu y BMNYCK cepil); ocobu 3 chapmakoHarnsgy 3asnsHVKa A5 34iRCHEHHSA
KapTOHHIA Kopoo6Li BpicTon-Maiiepc thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif,
CkBi66 YMNOBHOBaXXEHOT 0Cc06M, BiANOBIAaNbHOT 3a 34iACHEHHS
MaHydhakTypiHr hapMakoHarnsay (BK1UYatoum KOHTaKTHI AaHi) Ta/abo 3MiHM
KomnaHi, CLLA Y PO3MiLLeHHI MacTep-halina cuctemy papmakoHarnagy) -
(BUpO6HMLTBO in-bulk) 3MiHa KOHTaKTHOI 0CcOobY 3asiBHMKa, BIANOBIAA/ILHOT 3a
3fificHeHHs thapmakoHarnsgy B YkpaiHi. [ponoHosaHa
pepakuisi: MNpygies JeHnc AMnTpoBuY. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0cobu 3asBHUKa, BIANOBIAa/ILHOT 3a
3piicHeHHs hapmakoHarnagy B Ykpaii
132. | KCIrgyo TabneTku, BKpUTI ACTPA3EH LBewis AcTpa3eHeka CLIA BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis 3MiHu | TRy - 3a UA/15984/01/01
MPONOHI nNiBKOBOIO EKA Ab dapmacbsroTukanc M, 3MiHM LWoao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy. peyenmom
060/10HKOI0, CLUA (B1po6HMLTBO BBefeHHs ab0 3MiHM [0 y3araslbHEHUX AaHVX MPO cucTemy
NPOIOHTOBAaHOT Aji No in-bulk, KOHTpONb thapmakoHarnagy (BBefeHHs y3arasibHeHUX gaHux npo
5/1000 mr no 7 SKOCTi, NepBMHHE Ta cuctemy hapmakoHarnsay, 3miHa ynoBHoBaXeHoi 0cobu,
Tabnetok y 6nictepi; BTOPVHHE NakKyBaHHS, BiANOBIA&/IbHOI 3a 34iiCHEHH:A hapMakoHarnsay; KOHTaKTHOI
no 4 6nictepu y BUNYCK cepii); 0cobu 3 chapmakoHarnsay 3asaBHVKa 415 34iACHEHHS
KapTOHHIlA KopooLi BpicTon-Maiiepc hapMakoHarnsgy B YkpaiHi, KO BOHa BigMiHHA Bif,
CkBi66 yMOBHOB&XeHOT 0cobu, BigNoBiAaNbHOT 3a 34iACHEHHS
MaHydakTypiHr thapmakoHarnagy (BK/ouatoum KOHTaKTHi AaHi) Ta/abo 3MiHu
Komnani, CLLUA y pO3MilLleHHi MacTep-thaiina cuctemm hapmakoHarnsgy) -
(B1po6HMLTBO in-bulk) 3MiHa KOHTaKTHOI 0CO6M 3asBHYKa, BigNOBiAaIbHOT 3a
3gificHeHHs chapmakoHarnsgy B YkpaiHi. [ponoHoBaHa
pegpakuis: Mpyaies JeHuc AMuTpoBuY. 3MiHa KOHTAKTHUX
[aHnX KOHTaKTHOI 0cobu 3asiBHMKA, BIAMOBIAa/IbHOT 3a
3pificHeHHs hapmakoHarnsgy B YkpaiHi
133. | KCIrayo TabneTkun, BKPUTI ACTPA3EH Lseuis AcTpa3eHeka CLIA BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis 3MiHuW | Tuny - 3a UA/15985/01/01
MPONTIOHI NAiBKOBOIO EKA Ab dapmacbstoTukanc i, 3MiHM LWo[0 6e3nekn/etheKTUBHOCTI Ta hapmakoHarisgy. peyenmom
060/10HKOI0, CLUA (Bnpo6HMLTBO

NPOJIOHroBaHoI Aji No
10/500 mr no 7
Tabnetok y 6nictepi;
no 4 6nictepu y
KapTOHHI KOpoOLyi

in-bulk, KOHTpONb
AKOCTI, NEPBUHHE Ta
BTOPWHHE MakKyBaHHS,
BUNYCK cepil);
BpicTton-Maiiepc
CkBib6
MaHydakTypiHr

BBefeHHs1 ab0 3MiHM [0 y3arasibHeHUX JaHnX Npo cucTemy
hapmakoHarnagy (BBefeHHs y3arasibHeHUX gaHnx npo
cuctemy hapmakoHarnagy, 3MiHa ynoBHOBaXKeHoi ocobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsay; KOHTakTHOI
0cobu 3 chapmakoHarnsay 3asaBHUKa 15 34iACHEHHS
hapMakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHA Big,
yMNOBHOBaXeHOT 0cobu, BiANoBiAaNbHOT 3a 34iNCHEHHS
hapmakoHarnagy (BKa4vatoym KOHTaKTHI AaHi) Ta/abo 3MiHu
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KomnaHi, CLLA Y PO3MiLLEeHHI MacTep-dhalina cuctemy papmakoHarnagy) -
(Bupo6HMLTBO in-bulk) 3MiHa KOHTaKTHOI 0co6Y 3asiBHMKa, BiAMNOBIAA/IbHOT 3a
3ailicHeHHs thapmakoHarnsay B YkpaiHi. MponoHoBaHa
pepakuisi: MNpygaies JeHnc AMnTpoBuY. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0cobu 3asiBHUKa, BiANOBIAa/IbHOT 3a
3AilicHeHHs hapMakoHarnsgy B YkpaiHi
134. | KYTEPH TabneTku, BKpUTI ACTPA3EH LBeuis AcTtpa3eHeka Ab, Lseujs/ BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis 3miHu | TRy - 3a UA/17484/01/01
nNiBKOBOIO EKA Ab LLiBeuis (NnepBuHHe Ta HimeuunHa/ 3MiHM LWoao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsagy. peyenmom
060n0HkKot0, 5 Mr/10 BTOPVHHE NaKyBaHHS, CLUA/ BBefeHHs ab0 3MiHM [0 y3araslbHEHUX AaHVX NPO cucTemy
mr; no 14 tabneTok y KOHTPO/b SKOCTI, Benvka chapmakoHarnsgy (BBefieHHs y3arasibHeHUX faHux npo
6nictepi, no 2 BUNYyCK cepii); BpuTaHis cuctemy hapmakoHarnsay, 3miHa ynoBHoOBaXeHoi ocobu,
6nicTepy y KapTOHHIN AcTtpa3eHeka Mm6X, BiANOBIAa/IbHOI 3a 34iICHEHHA hapMakoHarnsay; KOHTakTHOI
Kopobui HimeyunHa (nepBuHHe 0cobu 3 chapmakoHarnsay 3asaBHVKa A5 34iACHEHHS
Ta BTOPUHHE thapMakoHarnsagy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
nakyBaHHs, BUMYCK YMOBHOB&XeHOT 0CO6M, BifNOBIAaNbHOT 3a 34iACHEHHS
cepii); AcTpa3eHeka thapmakoHarnsgy (BK/louatoum KOHTaKTHi AaHi) Ta/abo 3MiHu
PapmacbsroTukanc M, Y po3MilLieHHi MacTep-thaiina cuctemm hapmakoHarnsgy) -
CLA (BUp0o6HWK in 3MiHa KOHTaKTHOI 0CO6M 3asBHYVKa, Bi4NOBIAaIbHOT 3a
bulk, nepBuHHe 3gificHeHHs chapmakoHarnsgy B YkpaiHi. [ponoHoBaHa
nakyBaHHs!, KOHTPO/Tb peaakuisi: Mpygaies JeHnc AMMTPoBMY. 3MiHa KOHTaKTHUX
AKocTi); AcTpa3eHeka [JaHnX KOHTaKTHOI 0co6M 3asBHVKa, BigNoBigaNbHOT 3a
IOK NimiTea, Benuka 3pificHeHHs hapmakoHarnsgy B YkpaiHi
BpuTaHia (nepsrHHe
Ta BTOPUHHE
nakyBaHHs, BUMYyCK
cepii)
135. | TAPUTUNEH Tabnetkn ans NAT YkpaiHa MNAT YkpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepiasiB: 3miHu | Tuny - 6e3 UA/16643/01/01
® PO3CMOKTYBaHHS 3i "Kunismeanp "KnisBMmegnpenapar” 3MiHM 3 AKkocTi. A®Ll. CTabinbHicTb. 3MiHa Nepiofly NOBTOPHMX peyenma
cMakoMm M'aTu no 10 enapartr" BMNpo6yBaHb/nepiony 36epiraHHA abo ymoB 36epiraHHs Ad|
Tabnetok y 6nictepi; (3a BiACYTHOCTI y 3aTBEpAKEHOMY AOCbE cepTudikaTa
no 1, 2 abo 4 6nictepu BiANOBIAHOCTI €Bponeiickkili hapMakonei, Lo BKIoYae
y nauuj nepiog, NOBTOPHOro BUNpobyBaHHsA) (nepios, NOBTOPHOIO
BMNpobyBaHHA/nepiof 36epiraHHs) - 36ibLIeHHs abo
BBEJleHHSA nepiogy NOBTOPHOrO BUNPOGyBaHHs/Nepioay
36epiraHHs Ha OCHOBI pe3y/bTaTiB LOCNIHKEHb Y peaslbHOMY
yaci - 36inbLeHHs nepiogy 36epiraHHs AD| LyHXoKaiHY
rigpoxnopuay (ambykaiHy rigpoxiopugy) Ha nigcrasi
pe3ynbTaTiB AOCNiIMKEHb Y peasibHOMY Yaci;
3anponoHoBaHo: 5 pokis
136. | NAPUTWUNEH | Tabnetku gns MAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNY - 6e3 UA/16644/01/01
® PO3CMOKTYBaHHS 3i "Kuismeanp "Kuismegnpenapar” 3MiHY 3 akocTi. A®l. CTabinbHicTb. 3MiHa nepiofly NOBTOPHMX peyenma
CMakoM M SiTn Ta enapar” BMNPOGYyBaHb/nepiogy 36epiraHHsA abo ymoB 36epiraHHs Ad|

NMoHy no 10
Tabnetok y 6nictepi;
no 1, 2 abo 4 6nictepu
y nauduj

(3a BiAcyTHOCTI y 3aTBEpAXEHOMY [OCbE cepTuddikara
BiANOBiAHOCTI €Bponelicbkili hapmakonei, Lo BkIYae
nepiog, NOBTOPHOro BUNpobyBaHHs) (nepiog NOBTOPHOIO

BMNPOGYBaHHs/Nepioa 36epiraHHs) - 36ibLUEHHs abo
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BBE/IEHHS Mepiogy NOBTOPHOro BUNPOGyBaHHs/nepioay
36epiraHHa Ha OCHOBI pe3ynbTaTiB AOCNiIMKEHb Y peasibHOMY
yaci - 36inbLeHHs nepiogy 36epiraHHa A®| LyHXoKaiHY
rigpoxnopuay (ambykaiHy rigpoxiopugy) Ha nigcrasi
pe3ynbTaTiB AOCNiIAKEHb Y peasibHOMY Yaci;
3anponoHoBaHo: 5 pokis
137. | NAPUTWNEH | Tabnetku gns MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - 6e3 UA/16645/01/01
® PO3CMOKTYBaHHS 3i "Kunismeanp "KuisMmegnpenapar” 3MiHM 3 AKOCTi. A®Il. CTabinbHicTb. 3MiHa nepiody NOBTOPHUX peuyenma
CMakoMm M ATu Ta enapar” BunpobyBaHb/nepiogy 36epiraHHs abo ymoBs 36epiraHHs Ad|
MasimHM o 10 (3a BigCyTHOCTI y 3aTBEpAKEHOMY AOCLE cepTudikara
Tabnetok y 6nictepi; BiANOBIAHOCTI E€BpoNeiichkili hapMakonei, Lo BKIOHaE
no 1, 2 abo 4 6nictepu nepiog, NOBTOPHOro BMNpobyBaHHS) (Nepiog, NOBTOPHOIO
y nauui BMNpo6yBaHHsA/nepio 36epiraHHs) - 36inbLIEeHHS abo
BBEJIEHHS nepiody NOBTOPHOro BUMNPO6YyBaHHs/nepioay
36epiraHHa Ha OCHOBI pe3ynbTaTiB AOCMIMKEHb Y PeasTbHOMY
yaci - 36inbLeHHs nepiofy 36epiraHHsa AD| uyHXOKaIHY
rigpoxnopugy (ambykaiHy rigpoxnopuay) Ha nigcrasi
pes3ynbTaTiB AOC/iMKEHb Y peasibHOMY Yaci;
3anponoHoBaHo: 5 pokis
138. | NEBETUPAL, | nopoluok (cybcTaHLis) TOB YkpaiHa UxeussaH LizaHbei KnTaii BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis BUNpPaB/eHHS - UA/18368/01/01
ETAM y NoABIAHNX "BOPBAPT dapmacsrotukan Ko., TexHi4Hoi nomuakn B MKA (uncposa nomuska B Metogax
nosnieTuIeHoBUX C PAPMA" nrg KOHTPOJIO SIKOCTI, NOB’A3aHa 3 Henpasu/ibHUM
naketax gns nepeHeceHHAM iHhopmMauii 3 opuriHanbHOI AOKyMeHTaLil B
thapmaLeBTUYHOro MeToAuLj BUNpoGyBaHHSA 3a NokasHUKoM «EHaHTioMepHa
3aCTOCyBaHHSA yuctoTa (gomiwka D)». 3anponoHoBaHoO: KonoHka:
CHIRALCEL OD-H, 250MM x 4,6MMm X 10 MKM a60
aHasoriyHa KosioHka). 3anponoHoBaHe BUMPaB/eHHS
TEXHIYHOT MOMWJIKM BiANOBigaEe apxiBHUM MaTtepiasiam
peecTpaLiiHoro Aockbe
139. | NEBIUATAM TabneTkn, BKPUTI TOB YKpaina TOB "®apma Crapt" Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTtepiasiB BUNPaBIEHHS 3a UA/11396/01/01
250 nNiBKOBOO "ACIHO TeXHIYHOT NoMUIIKK, Lo Byna AonylieHa npu nepeknagi peyenmom
060/10HKO0, N0 250 Mr YKPAIHA" MeTofiB KOHTPOSO AKOCTi /13 Ha yKpaiHCbKy MOBY, a came
no 10 TabneTtok y nomMusika y HOpMyBaHHi 40 MOKa3HMKa «laeHTudikalis»
6nicTepi; no 3 abo 6 mMeTogom IY-cnekTpomeTpii. 3anponaHoBaHa pegakuis
6nicTepiB y KAPTOHHIl BiiNOBIfAE MaTepianam peecTpayiiiHoro focke
nayui
140. | NEBIUATAM TabneTku, BKpUTI TOB YkpaiHa TOB "®apma Crapt" Ykpaina BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis BUNpaB/EHHS 3a UA/11396/01/02
500 NiBKOBOO "ACIHO TEXHIYHOT NoOMUIIKK, Lo Byna gonylieHa npu nepeknagi peyenmom
060n0Hkot0, No 500 Mr YKPAIHA" MeTOoZiB KOHTPOSI0 AKOCTi /13 Ha ykpaiHCbKy MOBY, a came
no 10 TabneTtok y NoMusIKa y HopMyBaHHi 0 NoKa3HuKa «laeHTudikais»
6nicTepi; no 3 abo 6 meTofom IY-cnekTpomeTpii. 3anponaHoBaHa peakuis
6nicTepiB y KAPTOHHIN BiANOBIAaE MaTepianamMm peecTpauiiHoro JoCcbe
nauui
141. | NEBOMILET Tabnetku no 500 wr, MNAT Ykpaina MNAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux martepianis: 3miHu |l Tuny - 3a UA/2952/01/02
NH no 10 Tabnertok y "Knismeanp "Knismegnpenapar" 3MiHN 3 sIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. Onuc Ta cknag. peyenmom
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
6nictepax enapat” 3miHa y cknagi (4OoNOMiIXKHNX pevoBUHaX) roTOBOro

NiKaPCbKOro 3acoby - 3MiHN Y AKICHOMY Ta Ki/lbKicHOMY
ckagi 4OMOMDKHMX PeYOBUH. 3MiHWM BHECEHI Y pO34in
"Cknag" (4ONOMDKHI pe4yoBUHW) B IHCTPYKLIO 4718 MEANYHOro
3aCTOCyBaHHSA Nikapcbkoro 3acoby. BeeAeHHs 3MiH
NpoTArom 6-Tn MIiCALIB MiCNA 3aTBEPMAKEHHS; 3MiHN | TUNY —
[OMNOBHEHHSA MOKasHVKa «lgeHTudikauis» BUNpobyBaHHAM
3a gornomoroto metoay TLUX. BBegeHHs 3MiH NpoTAarom 6-tn
MICALIB MiCNA 3aTBEPLYKEHHS; 3MiHU | TUMY - BUNYYEHHS 3
nokasHuka «lgeHTudikauis» TecTy, akuit NpOBOANUTLCS
meTogoMm 2.2.25.A6copbuiliHa cnekTpochoToMeTpist B
ynbTpachioneTosili i BUAMMIN 06nacTsax. BBefeHHs 3MiH
NPOTArom 6-Tv MiCALIB NiCNA 3aTBEPAKEHHS; 3MiHM | Tvny -
BWJ/TyYEHHS 3 NoKasHuKa «laeHTudikalis» akicHoT peakuii 3
YTBOPEHHSAM 0Cafy Lier/isHo-4epBOHOTO KONbopy. BBeaeHHs
3MiH NPOTAroM 6-Tu MICALIB NiCNA 3aTBEPKEHHS; 3MiHW |
TMNy — 3MiHa KpUTEPIiB NPUAHATHOCTI 3@ MOKa3HUKOM
«lpgeHTudikauis», y 38’a3ky 3 3amiHoto meToay 3 TLWX Ha
BEPX. BBeieHHs1 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMAKEHHS; 3MiHW | TMY - METOAWKY 38 NOKa3HVKOM
«Po34rHEeHHs» NpuBeLEeHO Y BiANOBIAHICTb 4O BUMOT
MOHorpadii «XopamdeHikony Tabnetkn» 4dY. BBegeHHs
3MiH NPOTAroM 6-TW MiCALiB nicns 3aTBepKEHHS; 3MiHM |
TUMY - 3MiHW METOAMKM 3a NoKasHUKoMm «MikpobionoriyHa
yncToTa» (MpobonigroToBka BUNPObyBaHOro 3paska Ta
YTOYHEHHS TUMY NeuUTUHY). BBEAEHHSA 3MiH NpOTArom 6-Tu
MiCALB Nic/1a 3aTBEPMAKEHHS; 3MiHM | TUMY: 3MiHM 3 SIKOCTI.
[OTOBMIA Nikapcbkuii 3aci6. KOHTPOsIb rOTOBOrO NiKapcbKoro
3acoby. 3miHa y MmeTogax BUNpobyBaHHS rOTOBOro
NiKapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBepKeHnX
MeToAax BUNPOOYBaHHS); CyNyTHS 3MiHa: 3MiHW 3 AKOCTI.
[OTOBMIA Nikapcbkuii 3aci6. KOHTPOsIb roTOBOro Nikapcbkoro
3acoby. 3miHa napameTpiB cneyudikayin Ta/abo
[0MyCTUMUX MEX FOTOBOTO NiKapCbKOro 3aco6y — MeToamnKy
AKICHOT peakLii Ha X10pyaKn 3a NOKa3HUKOM «laeHTudikauis»
npvBeLeHo Y BigNoBigHICTb A0 BUMOr MOHOrpadii
«XnopamdeHikony TabneTtku» AdY 3 BiANOBiAHUMY 3MiHaMK
[0 crieunadikaLii. BBegeHHs 3MiH NpoTArom 6-t1 micsauis
nicnsa 3aTBepKeHHS; 3MiHK | TNy - 3MiHa meToay
BMNpo6yBaHHA 3 TLUX Ha BEPX 3a noka3Hukom «CynpoBifHi
[OMILLIKM» | IK HACNIAO0K 3amiHa nokasHukKa «CynpoBigHi
OOMILLKM» Ha MOKa3HMK «2-AMiHO-1-(4-HiTpodheHin)nponaH-
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
Bionycky peecmpayitiHo2o

n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa
3acoby yrnakoska) nocsi0O4YeHHs1
1,3-gion» 3 4ONYCTUMOIO Mexelo He GinbLue 0,1%;
3anponoHoBaHo: 2-AMiHo-1-(4-HiTpodheHin)nponan-1,3-aion.
He 6inblwe 1,0%. BBeAgeHHS 3MiH NPOTSArom 6-Tu MicsiuiB
nicns saTBepipkeHHs; 3MiHu | Tuny - 3MiHa metogy 3a
NoKa3HNKOM «KiflbKiCHe BU3HAUYEHHS» (3aTBEPA)KEHO:
2.2.25.A6copbujiina cnekTpodoToMeTpisi B
ynbTpadioneTosili i BUAMMI 061acTAX; 3anpONnOHOBAHO:
2.2.29.PignHHa xpomartorpadisi). BBeeHHsi 3MiH NpoTArom
6-TV MicALIB MiCNA 3aTBEPLKEHHSA
Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu |l Tuny - 3a
3MiHU 3 siKOCTi. FOTOBWIA Nikapcbkuii 3aci6. Onuc Ta cknag. peyenmom
6nictepax enapar" 3MiHa y cknagi (4ONOMDKHUX pevyoBUHaXxX) roToBoro
NiKapCbKOro 3acoby - 3MiHN Y AKICHOMY Ta Ki/lbKicHOMY
cknagi fONOMDKHUX peYOBUH. 3MiHW BHECEHI Y po34in
"Cknag" (40NOMDKHI pe4OBUHW) B IHCTPYKLiI0 4151 MEAUYHOIO
3aCTOCyBaHHSA Nikapcbkoro 3acoby. BBegeHHs 3MiH
NPOTArom 6-Tv MiCAILIB NiCNA 3aTBEPKEHHS; 3MiHM | TUNYy —
[LOMNOBHEHHSA MOKa3HMKa «laeHTudikauisi» BUNpPo6yBaHHAM
3a gornomoroto metogy TLUX. BBegeHHs 3MiH NpoTArom 6-tu
MiCALIB MiC/A 3aTBEPLXKEHHS; 3MiHM | TUMY - BUNMYYEHHS 3
rokasHuka «lgeHTudikauis» Tecty, akuii NPOBOANUTLCS
meTogom 2.2.25.A6copbuiliHa cnekTpochoToMeTpis B
ynbTpadioneTosili i BUAMMIN 06nacTsax. BBefeHHs 3MiH
NPOTSArom 6-Tu MiCAILiB NiCNA 3aTBEPAKEHHST; 3MiHM | Tvny -
BU/TyYEHHS 3 NOKa3HUKa «laeHTudikawis» SKicHOT peakui 3
YTBOPEHHSAM 0cafly LernsHo-4epBOHOrO Konbopy. BeegeHHs
3MiH NPOTAroM 6-TW MiCALiB Nicns 3aTBepAKEHHS; 3MiHM |
TUMY — 3MiHa KpUTEPIiB NPUAHATHOCTI 3a NOKa3HUKOM
«lgeHTucbikauisi», y 38’a3Kky 3 3amiHoto metoay 3 TLUX Ha
BEPX. BBefieHHs1 3MiH NpOTArom 6-T1 MicALiB nicns
3aTBEPMAKEHHS; 3MiHU | TUMY - METOAMKY 38 NOKa3HWUKOM
«P0O34HEHHA» NpMBEAEHO Y BiANOBIAHICTL A0 BUMOT
MoHorpadii «XnopamdeHikony TabneTtku» 4dY. BeegeHHs
3MiH NPOTAroM 6-Tu MICALIB NiCNA 3aTBEPIKEHHS; 3MiHN |
TUMY - 3MiHW METOAMUKM 3a NOKa3HUMKOM «MikpobionoriyHa
yucToTa» (NpoboniAroToBka BUNPO6YyBaHOro 3paska Ta
YTOYHEHHSA TUMY NeLUUTUHY). BBEAEHHSA 3MiH NPOTArom 6-Ti
MiCALB NicNsa 3aTBePMKEHHS; 3MiHM | TUNY: 3MiHW 3 SIKOCTI.
[OTOBMIA Nikapcbkuii 3aci6. KOHTPOsIb rOTOBOro NMikapcbKoro
3acoby. 3MiHa y MeTofax BUNPObyBaHHA rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEPKEHUX
MeToAax BUNPo6yBaHHSA); CynyTHSA 3MiHa: 3MiHW 3 SIKOCTi.

UA/2952/01/01

142. | NEBOMILET Tabnetku no 250 wr, MAT YkpaiHa MNAT
NH no 10 Tabnetok y "Kuismeanp "Knismegnpenapar”
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
oTOBMIA Nikapcbkunii 3aci6. KOHTPOsIb roTOBOro NMikapcbKoro
3acoby. 3MiHa napameTpis cneumdikauiii Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCbKOro 3acoby — MeToAnKy
AKICHOT peakLjii Ha X10pyaKn 3a NOKa3HUKOM «laeHTudikauis»
npuBEAEHO Y BiAMNOBIAHICTb A0 BUMOT MOHOrpadii
«XnopamdeHikony TabneTtkm» AdY 3 BigNOBIgHMYK 3MiHAMYU
[0 crneundikaLii. BBegeHHs 3MiH NpoTarom 6-Tu micsuis
nicnsa 3aTBepKEHHS; 3MiHK | TNy - 3MiHa meToay
Bunpo6ysaHHA 3 TLX Ha BEPX 3a nokasHukom «CynpoBifHi
[OOMILLIKM» | IK HACNIAO0K 3amiHa nokasHukKa «CynpoBsigHi
OOMILLKM» HA NOKa3HUK «2-AMIHO-1-(4-HiTpodheHin)nponaH-
1,3-gion» 3 AONYCTUMOO MexXeto He Ginblue 0,1%;
3anponoHoBaHo: 2-AMiHO-1-(4-HiTpodheHin)nponaHx-1,3-aion.
He 6inbwe 1,0%. BBeAeHHS 3MiH NpOTArom 6-Tu Micsuis
nicnsa 3aTBepAXeHHs; 3MiHM | Tuny - 3MiHa MeToAy 3a
NokasHUKOM «KinbKiCHe BU3HaYeHHS» (3aTBEPMAKEHO:
2.2.25.A6cop6LiiiHa cnekTpothoToMeTpis B
ynbTpadioneTosili i BUAMMIA 061acTsX; 3anponoHOBaHO:
2.2.29.PignHHa xpomartorpadis). BBefieHHs1 3MiH NpoTArom
6-TV MiCALIB MiC/1A 3aTBEPKEHHS
143. | NIBAK® Tabnetkn ons AT YkpaiHa AT "dapmak” Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHuXx maTepianis: 3MiHu | Tuny - 6e3 UA/10651/01/01
CMOKTaHHS 3i CMakoMm "®papmak” 3MiHu 3 sikocTi. FoToBwMIA Nnikapcbkuii 3aci6. Cuctema peyenma
anesibCuHy no 6 KOHTeliHep/3aKynopioBasibHUIA 3aci6. 3miHa po3mipy
Tabnetok y 6nictepi, yNakoBKM rOTOBOrO NiKapCbKOro 3acoby (3MiHa KislbKOCTi
no 2 6nictepu B nayLi oAvHWLG (Hanpuknag TabneTok, amnysn TOLLO) B YNakoBsL,:) -
3 KapToOHy; no 10 3MiHa no3a fjiana3oHoM 3aTBep)KeHNX PO3MIpIB YNakoBKY -
TabneTok y 6nictepi, BBE/lIeHHS 0AaTKOBOr0O NaKyBaHHS:
no 1 6nictepy B naudj; - 31 CMakoM anesnbcuHy, wokonagy Ne 20 (10x2) no 10
no 10 TabneTtok y Tabnetok y 6nictepi, no 2 6nictepn B nayy,i; Ne 40 (10x4) no
6nicTepi, no 2 10 TabneTok y 6nicTepi, no 4 6nictepu B navui;
6nicTepu B nayu; no - 3i cmakom Masimkm Ne 20 (10x2) no 10 TabneTok y 6nictepi,
10 TabneTok y no 2 6nictepu B nauyi; Ne 40 (10x4) no 10 TabneTok y
6nicTepi, no 4 6nicTepi, no 4 6nictepn B navL;
6nicTepy B nayi - 3i cMakoM aHicy i MATK Ne 40 (10x4) no 10 TabneTok y
6nicTepi, No 4 6nicTepy B Nayui 3 BiANOBIZHUMW 3MiHAMW 40
po3giny “Ynakoska® MKA 13
BBefileHHs1 3MiH NPOTAroM 6-Tv MicsLiB NicNsA 3aTBEPAYKEHHS
144. | NIBAK® Tabnetkun gns AT YkpaiHa AT "®apmak” Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 6e3 UA/16033/01/01
CMOKTaHHS 3i CMakoMm "®apmak” 3MiHu 3 siKocTi. FoToBwMIA Nnikapcbkuii 3aci6. Cuctema peuyenma

ManunHu no 10
Tabnetok y 6nictepi,
no 1 6nictepy B naui;
no 10 TabneTtok y
6nicTepi, no 2
6nicTepy B nayuj; no

KOHTelHep/3akynopoBasibHWiA 3aci6. 3mMiHa po3mipy
yMakoBKM rOTOBOTO NiKapCbKOro 3acoby (3mMiHa KislbKOCTi
OAVHWUG (Hanpukiag, TabneTok, aMmnyn TOLO) B yNakosLi:) -
3mMiHa nosa fianasoHoM 3aTBEPKEHNX PO3MIPIB YNaKOBKK -
BBE/lIeHHS JOAAaTKOBOrO NaKyBaHHS:

- 31 CMakoM anesibCcuHy, wokonagy Ne 20 (10x2) no 10
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
10 TabneTok y TabneTok y 6nictepi, no 2 6nictepu B nayy,; Ne 40 (10x4) no
6nictepi, no 4 10 Tabnetok y 6nictepi, no 4 6nictepn B Nayi;
6nicTepy B nayi - 3i cmakom masimkm Ne 20 (10x2) no 10 TabneTok y 6nictepi,
no 2 6nictepu B nayuj; Ne 40 (10x4) no 10 TabneTok y
6nicTepi, no 4 6nictepu B navl,;
- 3i cMakoM aHicy i MAaT1 Ne 40 (10x4) no 10 TabneTok y
6nicTepi, no 4 6nictepu B nayui 3 BigNOBIAHNMM 3MiHAMU A0
po3giny “Ynakoska® MKA N13
BBefieHHs 3MiH NpOTAroM 6-Tv MicsLiB NiCNsA 3aTBEPAKEHHS
145. | NMIBAK® Tabnetkn gns AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3MiHu | Tuny - 6e3 UA/10649/01/01
CMOKTaHHS 3i CMakoMm "®Papmak” 3MiHu 3 sikocTi. FoToBwMIA Nnikapcbkuii 3aci6. Cuctema peuyenma
aHicy i m'atn no 10 KOHTeliHep/3aKynopoBasbHWii 3aci6. 3MiHa po3mipy
Tabnetok y 6nictepi, yMakoBKM rOTOBOTO NiKapCbKOro 3acoby (3mMiHa KislbKOCTi
no 2 6nictepu B navi; oAnHWUG (Hanpukiag, TabeTok, aMmnyn TOLO) B yNakoBLi:) -
no 6 TabneTtok y 3miHa nosa fianasoHoM 3aTBEPIKEHNX PO3MIPIB YNaKOBKN -
6nicTepi, no 2 BBE/IEHHS 04ATKOBOr0 NaKyBaHHS:
6nictepu B nayyi abo - 31 CMakoMm anesbcuHy, Wwokonagy Ne 20 (10x2) no 10
no 10 TabneTok y TabneTok y 6nictepi, no 2 6nictepu B nayy,; Ne 40 (10x4) no
6nicTepi, no 1 10 TabneTok y 6nicTepi, no 4 6nictepu B navu;
6nictepy B naydi; no - 3i cmakom MasinHu Ne 20 (10x2) no 10 Tabnetok y 6nictepi,
10 TabneTok y no 2 6nictepu B nayuj; Ne 40 (10x4) no 10 TabneTok y
6nicTepi, no 4 6nicTepi, no 4 6nictepn B nav;
6nictepu B navuj - 31 cmakoMm aHicy i MaTu Ne 40 (10x4) no 10 TabneTtok y
6nicTepi, no 4 6nictepn B nayli 3 BigNOBIAHNMM 3MiHAMU A0
po3giny “Ynakoska® MKA 13
BBefeHHs1 3MiH MPOTAroM 6-TU MicALIB NicNs 3aTBEPKEHHS
146. | NIBAK® Tabnetkn ans AT YkpaiHa AT "®dapmak" YkpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepiasiB: 3MiHu | Tuny - 6e3 UA/10650/01/01
CMOKTaHHS 3i CMakoMm "®apmak” 3MiHu 3 siKocTi. FoToBWMIA Nikapcbkuii 3aci6. Cuctema peyenma
Lokonaay no 6 KOHTeliHep/3aKkynoptoBasibHKiA 3aci6. 3MiHa po3mipy
Tabnetok y 6nictepi, yNakoBKM rOTOBOTO NiKapCbKOro 3acoby (3miHa KislbKOCTi
no 2 6nictepu B nayuj oavHMLUb (Hanpukias TabieTok, aMmmnyn TOLLo) B yNakoBL,:) -
3 KapToHY; no 10 3MmiHa no3a giana3oHoM 3aTBEpAXEHUX PO3MIpIB YMakoBKM -
Tabnetok y 6nictepi, BBE/lEHHS [04ATKOBOr0 NaKyBaHHS:
no 1 6nicTepy B naui; - 3i CMakoM anesbcuHy, wokonagdy Ne 20 (10x2) no 10
no 10 TabneTtok y Tabnetok y 6nictepi, no 2 6nictepu B naywi; Ne 40 (10x4) no
6nicTepi, no 2 10 TabneTok y 6nicTepi, no 4 6nictepn B navu;
6nicTepy B navj; no - 3i cmakoM masimkm Ne 20 (10x2) no 10 TabneTok y 6nictepi,
10 TabneTok y no 2 6nictepu B nauui; Ne 40 (10x4) no 10 TabneTok y
6nictepi, no 4 6nicTepi, No 4 6nictepu B nauy;
6nictepy B navui - 3i cMakoM aHicy i MATU Ne 40 (10x4) no 10 TabneTok y
6nictepi, no 4 6nictepy B Nayui 3 BiANOBIAHUMY 3MiHAMY [0
po3giny “Ynakoska’ MKA 13
BBefeHHS 3MiH NpOTAroM 6-Tu MicsLiB NiCNA 3aTBEPAKEHHS
147. | NIBONPEC 10 | ta6netku, no 10 AT YkpaiHa AT "KNIBCbKWN YKpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasnis 3miHu | TUny - 3a UA/9533/01/01
TabneTok B 6icTepi; "KNIBCbKW BITAMIHHUIA 3MiHM 3 AKOCTi. FOTOBWIA NiKapCbKuii 3aci6. KoHTposib peyenmom
no 3 a6o 5 6nictepiB y " 3ABO4" roTOBOrO Jlikapcbkoro 3acoby. 3miHa y meTogax
nauuj 3 KapToHy BITAMIHHW BUNPOGYBaHHA roTOBOro NiKapcbKoro 3acoby (iHLi 3MiHW Y
1 3ABOA" MeTo4ax BMNpobyBaHb (BK/IKYAKUM 3aMiHy abo
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

[OMOBHEHHS)) - 3MiHM A0 METOAMKM KOHTPOJIO 3a p.
"CynpoBigHi fomilKkn" - JoMmilLkuy i3 rigpoxnopTiasnay -
BKa3aHO YMOBMW XpoMaTorpadlyBaHHs 3 BUKOPUCTAHHSM

aBTocamniepa (Po3unHu 36epiraloTb Npu Temneparypi He
Bue 5 °C i He GinbLue 24 rouH)

148.

NISONPEC 20

Tabnetku, no 10
Tabnetok B 6nicTepi;
no 3 abo 5 6nictepis y
nadui 3 KapToHy

AT
"KUIBCbKW
"
BITAMIHHU
1 3ABOA"

YkpaiHa

AT “KI/I'I'BCbKI‘/‘II/I
BITAMIHHUIN
3ABO4"

Ykpaina

BHECEHHS 3MiH [0 peecTpauliinHmx maTepiasis 3MiHu | Tuny -
3MiHM 3 SKOCTi. [0TOBWIA Nikapcbkuii 3aci6. KoHTpob
roToOBOro Nikapcbkoro 3acoby. 3miHa y meTofax
BMNPOGYBaHHA roTOBOrO /iKapCbKOro 3acoby (iHLWi 3MiHW y
MeToAax BMMpo6yBaHb (BK/IKOHYaoun 3amiHy abo
[ONOBHEHHS)) - 3MiHW 10 METOAUKM KOHTPOSIIO 3a .
"CynpoBigHi Aomilkn" - [lomiLllKK i3 rigpoxnopTiasngy -
BKa3aHO YMOBM XxpomatorpadyyBaHHs 3 BUKOPUCTAHHAM
aBTocamnnepa (Po3uvHu 36epiratloTb Npu Temneparypi He
Bue 5 °C i He 6inbLue 24 roguH)

3a
peyermom

UA/9533/01/02

149.

NiM®OMIO3
oT

Kpanni opasibHi, no 30
MY chnakoHi-
KpanenbHuui; no 1
dhnakoHy-KpanenbHuLi
Y KOpO6Lj 3 KApTOHY

Bionoriwe
Xannbmitre
Nb Xeesb
meX

HimeyuunH
a

Bionoriwe
XanbmiTTeNb Xeesnb
rmeX

HimeuyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis 3MiHu | TRy -
3MiHK Woao 6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy -
3MiHV BHECEHO A0 TEKCTY MapKyBaHHS NepPBUHHOT yNakoBKW
NiKapCbKoro 3acoby 00 HAABHOCTI 3aXMCHUX eIeMeHTIB

6e3
peyenma

UA/6673/01/01

150.

NIHE3ONIAN
H

pO34nH ANs iHdysii, 2
mr/mn no 300 mny
nasawyi; no 1 nnswwi B
nauuj

MNAT
"Tanuudpap
"

YkpaiHa

MAT "Tanuucpapm"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3miHu | Tuny -
BHECEHHS 3MiHM 40 MaTepianiB peecTpauiiHoro gocke M3
NiHe3oniavH, po3unH ans iHdysii, 2 mr/mn, a came
BBe/IeHHS MoKa3HMKa "MeXaHiuHi BKIIOYEHHS: BUAUMI Ta
HEBUAMMI YacTkn" Ao cneundikauii Ta MeToaiB KOHTPOO
Ha Mpo6KM ryMoBi, 3 METOK YHUKHEHHS PU3MKIB
NOTPansHHA Y BUPOOGHMLUTBO NPOBOK i3 MeXaHIiYHUMU
BKJ/THOUEHHAMU; 3MiHK | TURy - 3MiHK 3 IKOCTi. [OTOBWI
nikapcbkuii 3aci6. Cructema KoHTelHep/3akynoproBasibHUIA
3aci6. 3MiHa y meTofax BUNpobyBaHHS NepBUHHOT YNakoBKK
roTOBOrO MiKapCbKOro 3acoby (He3HauHi 3MiHW y
3aTBEPMKEHNX MeToAax BUNPo6byBaHb); CynyTHS 3MiHa -
3MiHu 3 sikocTi. FoToBwMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHMIA 3aci6. 3miHa napameTpis
cneuudikayin Ta/abo [ONyCTUMUX MEX NEPBUHHOT YNaKoBKM
roTOBOrO /1iKapCbKOro 3acoby - BHECEHHS 3MiHU A0
mMaTtepianiB peecTpauiiiHoro gocke, p. 3.2.P.7. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3acib, a came 0
cneumdikaLii Ta MeToAiB KOHTPO/I0 Ha [Mpobku rymosi y p.
"30BHiLLHIl BUTNS4" BHECEHO AOMNOBHEHHS "A0NYyCKAETLCS
He3HayHa LIOPCTKICTb" 3 METOK YHUKHEHHS 3NMNaHHS
npo6oK M co60t0

3a
peuyenmom

UA/11948/01/01

151.

NIHNAP3A

kancynu Teepgi, no 50
Mr no 112 kancyn

ACTPA3EH
EKA Ab

LBeuis

Brpo6HuuTBO in-bulk:
MaTteoH

CuwA/
Benvka

BHECEHHS 3MiH 40 peecTpauliiiHux maTepiastis 3MiHu | Tuny -
3MiHM Woao 6e3nekn/edpeKTUBHOCTI Ta chapmakoHarnagy.

3a
peyenmom

UA/14747/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
TBEPAMX y ONaKoHi; dapmacbloTikanc IHk, BpuTtaHis BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHVX MPO cucTemy
no 4 cpnakoHu B CLUA; NepBUHHE Ta thapmakoHarnagy (BBefeHHs y3arasibHeHUX JaHuX Npo
KapTOHHIli KopooLi BTOPUHHE NakyBaHHS, cuctemy hapmakoHarnsgy, 3miHa ynoBHOBaXKeHoI 0cobu,
BUMYCK Cepii: BiANOBIAa/IbHOI 3a 34iiCHEHHS hbapMakoHarnsay; KOHTaKTHOI
AcTpa3eHeka tOK 0cobu 3 chapmakoHarnsay 3asaBHVKa o151 34iACHEHHS
Nimiten, Benuka thapmakoHarnagy B YKpaiHi, K0 BOHA BigMiHHA Bif,
BpuTtaHis YMOBHOB&XeHOT 0cobu, BiANOBiAaNbHOT 3a 34iACHEHHS
hapmakoHarnagy (Bkovatoum KOHTaKTHI AaHi) Ta/abo 3MiHu
y po3MilLieHHi MacTep-chaiina cuctemn hapmakoHarnagy) -
3MiHa KOHTaKTHOI 0Cc0bM 3asiBHMKA, BiANOBIAA/IbHOT 32
3AilicCHeHHs1 hapMakoHarisay B YkpaiHi. MponoHoBaHa
pegakuis: Mpyaies AeHnc AMutpoBuy. 3MiHa KOHTAKTHUX
[aHNX KOHTaKTHOI 0Cco6u 3asiBHMKA, BiAMOBIAa/IbHOI 3a
3pificHeHHs1 hapmakoHarnsay B YkpaiHi
152. | NIHNAP3A TabneTkun, BKPUTI ACTPA3EH Lseuis ABG6BI NimiTepn, CnonyyeHi BHECEHHS 3MiH [0 peecTpauliinHmx maTepiasis 3MiHu | Tuny - 3a UA/14747/02/01
N/1iBKOBOK 060/I0HKOO EKA Ab Cnonyueni LWWtatn LWraTtn 3MiHM WoAo 6e3nekn/edheKTNBHOCTI Ta chapmakoHarnsgy. peyenmom
no 100 wmr; no 8 Amepukun Amepuku/ BBeneHHs1 abo 3MiHU [0 y3arasibHEHUX AaHWUX NPO cUcCTeMy
Tabnetok B 6nicTepi, (BMpPOGHMLTBO Benuka hapmakoHarnsgy (BBeAeHHS y3arasibHeHNX AaHnx npo
no 7 6nicTepis B Tabnetok onanapvoby BputaHis cucTemy chapmakoHarnsgy, 3MiHa ynoBHOBakeHOi ocobw,
KapTOHHIlA KOpooLi (eTan BMpoGHULTBA BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay; KOHTaKTHOI
eKCTPyL0BaHoro 0ocobu 3 chapmakoHarnsgy 3asnsHVKa A5 34iRCHEHHSA
NPOMDKHOTO NPOAYKTY thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif,
Ta NicNAeKCTPY3ilHuiA YMNOBHOBaXXEHOT 0Cc0o6U, BiANOBIAaNbHOT 3a 34iACHEHHS
eTan BMPOGHMLTBA), thapmakoHarnsgy (BKouatoum KOHTaKTHi AaHi) Ta/abo 3MiHu
KOHTPO/b AKOCTI Y PO3MiLLeHHI MacTep-halina cuctemy papmakoHarnagy) -
(Hepo3dhacoBaHwii 3MiHa KOHTaKTHOI 0CcOobY 3asiBHMKa, BIANOBIAA/ILHOT 3a
nikapcbkuii 3acib)); 3pilicHeHHs1 chapmakoHarnsay B YkpaiHi. MponoHoBaHa
AcTtpa3eHeka tOK pepakuisi: MNpygaies JeHnc AMnTpoBuY. 3MiHa KOHTaKTHUX
Nimiten, Benvka [aHnX KOHTaKTHOI 0cobu 3asiBHUKa, BIAMNOBIAa/IbHOT 3a
BputaHis (nepsrHHe 3piicHeHHs hapmakoHarnagy B Ykpaii
Ta BTOPWHHE
nakyBaHHs!, KOHTPO/Tb
AKOCTi (rOTOBWIA
nikapcbknii 3aci6),
BMNYyCK cepii)
153. | NIHOAP3A TabneTkun, BKpUTI ACTPA3EH Lseuis AG6BI NimiTea, CnonyyeHi BHECEHHS 3MiH 40 peecTpauliinHmx maTepiastis 3MiHu | Tuny - 3a UA/14747/02/02
NNiBKOBOO EKA Ab Cnonyuyeni WTatn LWratn 3MiHM WoAo 6e3nekn/edheKTUBHOCTI Ta chapmakoHarnagy. peyenmom
060/10HKO10, Mo 150 Amepukun Amepuku/ BBeneHHst abo 3MiHU A0 y3arasibHEHUX AaHWX NPO cUcTeMy
Mr; no 8 TabneTok B (BMpPOGHMLTBO Benvka thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX gaHnx npo
6nictepi, no 7 TabneTtok onanapvoy BputaHis cuctemy hapmakoHarnagy, 3MiHa ynoBHOBakeHoi 0cobu,

6nicTepiB B KAPTOHHIA
Kopobui

(eTan BMpo6GHULTBA
€KCTPyA0BaHoro
MPOMDKHOIO NPOAYKTY
Ta NicNsAeKCTpy3iiHuiA
eTan BMPOGHMLTBA),
KOHTPO/b SKOCTI
(HeposdhacoBaHuit

BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapMakoHarnsay; KOHTakTHOI
0cobu 3 hapmakoHarnsay 3asiBHUKa 415 34iACHEHHS
hapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
YMNOBHOBaXXEHOT 0CO6M, BiANOBiAaNbHOT 3a 34iACHEHHS

hapMakoHarnsay (BKuYakoum KOHTaKTHI AaHi) Ta/abo 3MiHM

Y PO3MiLLeHHI MacTep-halina cuctemy papmakoHarnagy) -
3MiHa KOHTaKTHOI 0cob¥ 3asiBHMKa, BIANOBIAA/ILHOT 3a
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

nikapcbkuii 3acib));
AcTpa3eHeka tOK
Nimiten, Benvka
BputaHis (nepBuHHe
Ta BTOPWHHE
nakyBaHHs!, KOHTPO b
AKOCTi (roTOBWIA
nikapcbkuii 3acio),
BUMYCK cepii)

3gificHeHHs chapmakoHarnsgy B YkpaiHi. [ponoHoBaHa
pepakuis: Mpyaies AeHuc AMuTpoBuY. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0cobu 3asiBHUKA, BIAMNOBIAa/IbHOT 3a
3pificHeHHs hapmakoHarnsgy B YkpaiHi

154.

NONEPAMIA

TabneTkn no 2 mr; no
10 TabneTok y
6nictepi; no 2
6nictepy B navui

MAT
"Kuismegnp
enapar”

Ykpaina

MAT
"KuiBmegnpenapar”

YKpaiHa

BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3MiHu | Tuny -
3MiHUM 3 AKOCTi. [OTOBMIA Nikapcbkuii 3aci6. 3MiHK y
BMPOOHULTBI. 3MiHA PO3Mmipy cepii (BkIoYatun gianasoH
po3Mmipy cepii) roTOBOro Nikapcbkoro 3acoby (36inbweHHs g0
10 pasiB NOPIBHSAHO i3 3aTBEPAXEHNM PO3MIPOM) - BBELEHHS
[04aTKOBOro po3Mipy cepii roToBOro Nikapcbkoro 3acoby -
700 kr. 3anponoHosaHo: 100 kr, wo craHoBuTb 1 000 000
Tabnetok (3 fonyctuMum BigxuneHHam sig 90,0 kr o 110,0
Kr a6o 900 000 TabneTok go 1 100 000 Ta6neTtok); 200 kr,
Lo cTaHoBUTL 2 000 000 TabneTok (3 gonycTumumM
BigxuneHHsMm Big, 180,0 kr go 200,0 kr a6o 1 800 000
Tabnetok Ao 2 200 000 Tabnetok); 700 Kr, LLLO CTAHOBUTL 7
000 000 TabneTok (3 AoMyCTUMUM BigxuneHHsm Big 630,0 kr
[o 770,0 kr abo 6 300 000 Tabnetok go 7 700 000
TabneTok)

6e3
peyenma

UA/7581/01/01

155.

NOPATAAVH

TabneTku no 10 mr; no
10 TabneTok y
6nictepi; no 1
6nicTepy B naui

MAT
"Knismegnp
enapar"

YkpaiHa

MAT
"Kuismegnpenapar”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny -
3MiHUM 3 AKOCTi. [OTOBMIA Nikapcbkuii 3aci6. 3MiHK y
BMPOGHULITBI. 3MiHA po3mipy cepii (BkIoUYatoun gianasoH
po3mipy cepii) roToBOro Nikapcbkoro 3acoby (36iNbLeHHs [0
10 pasiB NOPIBHAHO i3 3aTBEPAXEHNM PO3MIPOM) - BBELEHHS
[04aTKOBOro po3mipy cepii ['/13; 3anponoHoBaHo: 100 kr, o
cTaHoBuTb 1 000 000 TabneTokK (3 4ONYCTUMUM
BigxuneHHsam Big, 90,0 kr -110,0 kr cymiLli KOMNOHEHTIB a60
Big 900000 Tabnetok o 1 100 000 Tabnetok); 220 Kr, L0
cTaHoBuTb 2 200 000 TabneTokK (3 4OMYCTUMUM
BigxuneHHsam Big 198,0 kr - 242,0 kr a6o Big 1 980 000
Tabnetok go 2 420 000 Tabnetok); 400 kr, O CTAHOBUTL 4
000 000 TabneTok (3 AOMYCTUMUM BigxuneHHsm Big 360,0 kr
- 440,0 kr a6o Big 3 600 000 Tabnetok 4o 4 400 000
TabneTok)

6e3
peyenma

UA/7014/01/01

156.

NOPUSAH®

Tabnetku no 10 mr no
10 TabneTok y
6nictepi; no 1
6nicTepy y nauui

MAT
"Kuismeanp
enapar”

Ykpaina

MAT
"Kuismegnpenapar”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNY -
3MiHU 3 AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. 3MiHW y
BMPOGHULTBI. 3MiHa po3Mipy cepii (BKIOUarumM gianasoH
po3mipy cepii) roToBOro Nikapcbkoro 3acoby (36iNbLIeHHs [0
10 pasiB NOPIBHAHO i3 3aTBEPKEHNM PO3MIPOM) - BBELEHHS
[,04aTKOBOro po3Mipy Cepii roTOBOTO JliKapCbKOro 3acoby;
3anponoHoBaHo: 100 kr (1 000 000 TabneTtok) 220 kr (2 200

6e3
peyenma

UA/0905/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
000 Tabnetok) 400 kr (4 000 000 TabneTok)
157. | MAAJ/IOKC® cycneHsis opanbHa Ne TOB YkpaiHa dapmaric PpaHuis BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasiB: 3MiHa 6e3 UA/9219/01/01
30: no 15 mn y nakeri; "Onenna 3asBHMKa (BN1acHMKa peecTpaviiiHoro noceigvyeHHs) (3rigHo peyenma
no 30 nakeTiB y Xenckea Hakaly MO3 Big 23.07.2015 Ne 460) BBefeHHS 3MiH
KapTOHHI KOopooLi YkpaiHa" NPOTArom 6-Tv MicALIB Nic/A 3aTBePAKEHHS
158. | MATHE-B6 ® | TabneTku, BKpUTI TOB YkpaiHa CaHodpi BiHTpon PpaHuin/ BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3miHa 6e3 UA/4130/01/01
AHTUCTPEC N1iBKOBOK 060/1I0HKOO "Onenna IHoacTpia, ®paHuis; YropwmHa 3asBHMKa (BNacHvKa peecTpauiiHoro noceigyeHHs) (3rigHo peyenma
Ne 60 (15x4): no 15 Xernckea XIHOIH 3aBog, Haka3y MO3 Big 23.07.2015 Ne 460) BeefeHHS 3MiH
Tabnetok y 6nictepi; YkpaiHa" dapmaueBTUYHUX Ta NPOTArom 6-T1 MiCALIB MiCNA 3aTBEPAXKEHHS
no 4 6nictepu B XimiyHux MNpoaykTis
KapTOHHI KopobLii; No MpaiisiT Ko. fTa,.
60 (20x3): no 20 Mignpuemctso 2
Tabnetok y 6nictepi; (nignpvemcTBO
no 3 6nictepu B Bepeluenpxas),
KapTOHHI/ Kopobui YropLimHa
159. | MEBEPVH® Kancynu no 200 mr; no MAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 3a UA/7725/01/01
10 kancyn y 6nictepi; "Kuismegnp "Kuismegnpenapar” 3MiHW 3 SIKOCTi. FOTOBMIA Nnikapcbkuii 3aci6. KoHTponb peyenmom
no 3 6nictepu B nauui enapar” roTOBOro NikapcbKoro 3acoby. 3miHa y meTogax
BMNPOGYBaHHSA roTOBOrO /liKapcbKoro 3acoby (iHLi 3MiHW y
MeTofax BUNpobyBaHb (BKIOYaoumn 3amiHy abo
[LOMOBHEHHS)) - BHECEHHS 3MiH Y METOAMKY BUNPOOYyBaHHS
3a nokasHukom "MikpobionoriyHa ymcrora”, 3okpema:
He3HauHi 3MiHM B Npo6oniAroToBL| 3paskis; 3aMiHa
HeViTpasli3ytouoro KOMNOHEHTa AEYHOTO NIELUTUHY Ha COEBWI
NeunTuH
160. | MEHOMNYP MOPOLLOK ®eppiHr HimeuuunH ®eppiHr MTM6X, Himeuunna/ BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis 3MiHu | Tuny - 3a UA/6705/01/01
niodpinizoBaHuin ons M6X a HimeuumHa (BMPOGHUK Yecbka 3MiHM Woao 6e3neku/ehekTVBHOCTI Ta chapmakoHarnagy - peyenmom
NpUroTyBaHHA roTOBOro NPOAYKTY); Pecny6nika 3MiHM BHECEHO B TEKCT MapKyBaHHS YNakoBKM MiKapCbKoro
PO34MHY ON5 iH'eKUili ®eppiHr-Sleunsa, a.c., 3acoby
no 75 MO ®CTI Ta 75 Yecbka Pecnybnika
MO NI no 10 (BTOpUHHE NakyBaHHS)
(h/1aKOHIB 3 MOPOLLKOM
i no 10 amnyn i3
po34ymHHMKoM (0,9 %
pO34KH HaTpilo
xsopugy, kucnora
X/I0pUCTOBOAHEBA
po3BefieHa, Boja AN
iH'ekUjin) Mo 1 mn B
KapTOHHIA ynakoBsL,i
161. | MENEHAM MOPOLLOK A/19 PO3UUNHY MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH 40 peecTpaviiHux matepiasnis: 3MiHu | Tuny - 3a UA/10759/01/02
Ans iH'ekuiid, no 0,5 ; "KviiBmeanp "KviBmegnpenapar" 3MiHu Wwoao 6e3nekn/edekTUBHOCTI Ta hapMakoHarisgy. peyenmom
no 1 a6o 10 chnakoHis enapar" 3MiHU Y KOPOTKili XapakTepucTuLi NikapCcbKoro 3acoby, TeKCTi
3 MOPOLUKOM Y nauyj, MapKyBaHHS Ta IHCTPYKUIiT 4719 MEANYHOIO 3aCTOCYBaHHSA
no 40 chnakoHis 3 reHepuyHUX/ribpuaHMx/6ionogibHNX NikapcbkMx 3acobiB
MOPOLLKOM Y rpymnoBiii nicnsi BHECEHHS TiEl caMoi 3MiHW Ha peddepeHTHUIA Npenapar
ynakoBLi (3MiHa He noTpebye HafaHHS XO4HUX HOBMX A0AATKOBMX
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

AaHyx) 3MiHN BHECEHI [0 IHCTPYKLii 418 MeanyHOro
3acTocyBaHHSA NikapcbKkoro 3acoby y po3ainu "rokasaHHsa",
"B3aemogis 3 iHWMMK NiKapCbkumuy 3acobamm Ta iHLWi BUAN

B3aemogiin", "OcobmBOCTi 3acTocyBaHHA", "3acTocyBaHHA y
nepiog, BariTHoCTi abo rogyBaHHs rpyaar”,

"MepeposysaHHs", "Mob6iyHI peakuii” BIANOBIAHO A0

OHOBJIEHOI iH(hopMaLLii Npo 3acTOCyBaHHA pethepeHTHOro
nikapcbkoro 3acoby MEPOHEM BBefieHHs1 3MiH NpoTArom 6-
TV MicsLiB NicNs 3aTBEpPAYKEHHS

162.

MENEHAM

MOPOLLOK A/15 PO3UUHY
Ans iH'ekuiid, no 1 r; no
1 a60 10 chnakoHis 3
MOPOLLKOM Yy nauii, no
40 dhnakoHis 3
MOPOLLKOM Y rpymnoBiii
ynakoBLi

MAT
"Kuismegnp
enapar”

Ykpaina

MAT
"KuiBmegnpenapar”

YKpaiHa

BHECEHHS 3MiH 40 peecTpauiiiHux matepiasis: 3MiHu | Tuny -
3MiHM Woao 6e3nekun/edpekTMBHOCTI Ta hapmakoHarnsgy.
3MiHN Y KOPOTKili XapakTepucTuLi NikapCbKoro 3acoby, TeKCTi
MapKyBaHHSA Ta iIHCTPYKLT A1 MeWYHOro 3aCTOCYBaHHS
reHepUUHMX/ribpuaHNX/6ionoAibHMX NikapCbKkMX 3ac06iB
nicns BHECEHHSA TiEl camoi 3MiHM Ha pedhepeHTHWIA Npenapar
(3miHa He noTpebye Hafi@aHHS XOAHVX HOBUX AOAATKOBUX
naHux) 3MiHWM BHECEHI [0 iIHCTPYKUIi AN MeguyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby y po3ginu "MokasaHHs",
"B3aemogis 3 iHWMMM SlikapCbkumm 3acobamm Ta iHLWi BUAN
B3aemogiit”, "Ocob6MBOCTi 3acTOCyBaHHA", "3acTOCyBaHHSA y
nepiog, BariTHOCTi abo rogyBaHHs rpyaar”,
"Mepeno3yBaHHa", "INo6iyHI peakuii” BiANOBIAHO A0
OHOBJ1EHOT iHGhopMAaLii NPO 3aCcTOCyBaHHA ped)epeHTHOro
nikapcbkoro 3acoby MEPOHEM BeefieHHs1 3MiH NpoTarom 6-
TV MicsLiB Nicns 3aTBEPAKEHHS

3a
peuyenmom

UA/10759/01/01

163.

METOMNPO/1O
n

Tabnetku no 25 mr, no
10 TabneTok y
6nicTepi; no 3
6nictepn y nauyui

MNAT
"Kuismegnp
enapar”

YkpaiHa

MAT
"KuiBmegnpenapar”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny -
3MiHu Wwopao 6esnekn/edekTUBHOCTI Ta hapmakoHarnsgy.
3MiHN Y KOPOTKili XapakTepucTuLi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHA Ta IHCTPYKUIT 4719 MEANYHOIO 3aCTOCYBaHHSA
reHepuyHUX/ribpuaHMx/6ionogibHNX NikapcbKMx 3aco6is
nicnsi BHECEHHS TiEl caMoi 3MiHM Ha peddepeHTHUIA Nnpenapar
(3MiHa He noTpebye HafJaHHs XXOLHUX HOBUX A0AATKOBUX
[JaHnX) - 3MiHW BHECEHO A0 IHCTPYKUii AN MeguyHoro
3acTOCyBaHHS NikapcbKoro 3acoby Ao po3ainis “lMokazaHHA"
(yTOUHEHHS), "dapmakonoriyHi BNacTMBOCTI" (YTOUHEHHS),
"MpoTunokasaHHa", "B3aemogis 3 iHWMMK NliKkapCbKuMu
3acob6amu Ta iHwWi BuAy B3aemogiii”, "OcobamBoCTi
3acTocyBaHHA", "34aTHICTb BN/IMBATU Ha LUBWAKICTb peakwi
npy KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLWMMK
MexaHismamu", "Cnoci6 3actocyBaHHS Ta fo3un" (6esneka),
"Mepepo3yBaHHA", "M06IYHI peakuil™ BigNOBIAHO A0
OHOB/IEHOT iHhopMaLii pedhepeHTHOro NikapcbKoro 3acoby
ErIOK®, Tabnetkn no 25 mr, 50 mr, 100 Mr. BBeAeHHS 3MiH
NPOTArom 6-Tv MiCALIB MicAA 3aTBePAKEHHS

3a
peyenmom

UA/2548/01/01

164.

METOMPOJIO
n

TabneTku no 50 Mr no
10 TabneTok y

MAT
"Kuismegnp

YkpaiHa

NAT
"Knismegnpenapart"

YkpaiHa

BHECEHHS 3MiH 4,0 pPeeCTpaLiiHNX maTepiasiB: 3MiHu | Tuny -
3MiHVM LWoa0 6e3nekn/edekTMBHOCTI Ta dhapMakoHarnsaay.

3a
peyenmom

UA/2548/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

6nicTepi; no 3
6nictepn y nayui

enapar”

3MiHN Y KOPOTKili XapakTepucTuLi NikapCbKoro 3acoby, TEeKCTi
MapKyBaHHS Ta iIHCTPYKLT 415 MeANYHOro 3aCTOCyBaHHS
reHepuyHUX/ribpuaHMX/6ionogibHNX NikapcbkMx 3aco6is
nicnsi BHECEHHS TiEl caMoi 3MiHW Ha peddepeHTHUIA npenapar
(3miHa He noTpebye HafaHHA XOAHVX HOBUX AOAATKOBUX
[JaHnX) - 3MiHW BHECEHO A0 IHCTPYKUiT AN MeguyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao po3ainis “lMokazaHHsA"
(yTOYHEeHHS), "dapmakonoriyHi BNacTuBOCTI" (YTOUHEHHS),
"MpoTunokasaHHa", "B3aemogis 3 iHWMMK NiKapCbKUMu
3acobamu Ta iHWi B1uAW B3aemogiin”, "OcobmBocCTi
3acTocyBaHHA", "34aTHICTb BN/IMBATW Ha LWBUAKICTb peakwi
npy KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLWMK
MexaHismamu', "Cnoci6 3actocyBaHHs Ta go3n" (6esneka),
"Mepeno3yBaHHa", "INo6ivHI peakuii" BiANOBIAHO A0
OHOB/IEHOI iHhopMaLiii pechepeHTHOro NikapcbKoro 3acoby
ErNOK®, Tabnetkn no 25 mr, 50 mr, 100 Mr. BBeAeHHS 3MiH
NPOTArom 6-TM MicALiB Nic/a 3aTBePAKEHHS

165.

METOMPOJIO
n

Tabnetkun no 100 mr
no 10 Tabnetok y
6nictepi; no 3
6nicTepn y nauui

MNAT
"Knismegnp
enapar”

YkpaiHa

MAT

"Kuismegnpenapar”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny -
3MiHu Wwoao 6e3nekn/edekTUBHOCTI Ta hapMakoHarsgy.
3MiHU Y KOPOTKili XapakTepucTuLi NikapCcbKoro 3acoby, TEeKCTi
MapKyBaHHS Ta IHCTPYKUIiT 4719 MEANYHOIO 3aCTOCYBaHHSA
reHepuyHUX/ribpuaHMx/6ionoaibHNX Nikapcbknx 3acobiB
nicnsi BHECEHHS TiEl caMoi 3MiHW Ha peddepeHTHUIA Npenapar
(3MiHa He noTpebye HaJaHHS XOLHUX HOBUX A0AATKOBMX
JaHuX) - 3MiHN BHECEHO A0 IHCTPYKUIT 415 MELUYHOIO
3acToCyBaHHSA Nikapcbkoro 3acoby A0 po3Ainis “MNokazaHHA"
(YyTOUYHEHHS), "®apmaKkonoriyHi BNacTMBocTi" (YTOUHEHHS),
"MpoTunokasaHHa", "B3aemogis 3 iHWMMMW flikapCbKUMM
3aco6amMu Ta iHWi B1uAamn B3aemogiii", "OcobnBoCTi
3acTocyBaHHs", "34aTHICTb BNAMBATY Ha LUBWAKICTb peakLiii
npu KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLWKMK
MexaHismamu”, "Cnocib 3acTocyBaHHs Ta o3un" (6esneka),
"MepeposysaHHs", "lMNo6ivHI peakuii” BiANOBIAHO A0
OHOBJIEHOT iHhopMaLiii pedhepeHTHOro NikapcbKoro 3acoby
ErNOK®, Tabnetkn no 25 mr, 50 mr, 100 Mr. BBegeHHS 3MiH
NpPOTArom 6-T1 MiCALIB MiCNs 3aTBEPAKEHHS

3a
peyermom

UA/2548/01/03

166.

METOPTPIT
POM®APM

PO34UH A1 iH'EKLLN,
10 mr/mn; no 0,75 mn
abo no 1 mn, abo no
1,5mn, abono 2 mny
nonepeaHLo
HaroBHEHOMY LLNPULL;
no 1 wnpuuy B
6nictepi; no 1
6nictepy pasom 3
0[IHOPa30BO FO/IKO0
B KapTOHHI nauu,i

K.T.
POM®APM
KOMIMAHI
C.P.J.

PymyHis

K.T. POM®APM
KOMMAHI C.P.J1.

PymyHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis 3MiHu | TRy -
3MiHM 3 AIKOCTi. [OTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3aci6. 3miHa 6y b-AKol
4acTUHW MaTepiasly NepBMHHOT YNaKoBKW, LLIO HE KOHTaKTYE 3
rOTOBMM JliKapCbKUM 3aC060M (Hanpuknaz, Konip KpuLeyok 3
KOHTPO/IEM NEPLLOro BiAKPUTTA, KOMIP KOAOBMX Kiflelb Ha
amnynax, KoHTeliHepa A1 ro/1oK (pi3Hi BUAy nnacTmacu)
(3miHa, fika He BNAMBAaE Ha KOPOTKY XapakTepucTuky
niKapcbKkoro 3acoby) - 3MiHa KONbOPY KOMM/IEKTY4OT AeTani
LINpuULiB (3yMUHHKK 3BOPOTHOrO X0A4Y abo 3ynnMHHUK) 3 6inoro
Ta 6e36apBHOro Ha Ko/1bOPOBMUiA

3a
peyenmom

UA/18524/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
167. | MET®POPMIH | Tabnetku, BKpUTI MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 3a UA/14013/01/02
nNiBKOBOIO "Knismeanp "KnisBMegnpenapar” 3MiHY Woao 6e3nekn/edpekTMBHOCTI Ta dhapmakoHarnsgy. peyenmom
06010HKot0, N0 850 enapat" (BUPOGHMLTBO 3 3MiHW y KOpPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
mr; no 10 TabneTok y nakyBaHHs in bulk MapKyBaHHs! Ta iHCTPYKUIT 4719 MEANYHOIO 3aCTOCYBaHHS
6nictepi; no 3, 5, 6 hipmn-BMpobHUKa reHepuUHMX/ribpuaHNX/6ionoibHMX NikapCbKkMx 3ac06iB
abo 12 6nictepiB y «lHpoKo Pemepis nicna BHECEHHS Tiel camoi 3MiHM Ha pedhepeHTHMIA npenapat
nauui Nimiten», IHAis) (3MiHa He nNoTpebye HaJaHHS XOLHNX HOBMX AOAATKOBMX
AaHunx). 3MiHW BHECEHO [0 iIHCTPYKLUIT A8 MegUYHOro
3aCTOCYBaHHSA NiKapCbKoro 3acoby y po3ginu:
"apmakoTepaneBTuyHa rpyna” (yTOUHeHHs1 Ha3BMW),
"papmakonoriyHi BnactusocTi”, "MokasaHHA" (pefaryBaHHs
TekcTy),"Aitn" (iHdpopmavis 3 6e3neku), "Mo6iuHI peakuii”
3rigHO 3 iHhopMaLElo WoA0 MeANYHOTO 3aCTOCYBaHHS
pedyepeHTHoro nikapcbkoro 3acody (MHOKOPAXK®,
TabneTkun, BKPUTI NNIBKOBOK 060/10HKOI0). BBEAEHHSA 3MiH
NpOTSArom 6-Tv MicsILiB Mic/1A 3aTBepAKEHHS!
168. | MET®OPMIH | Tabnetku, BKpUTI MAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 3a UA/14013/01/03
nNiBKOBOIO "Knismegnp "Kuismegnpenapar” 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta chapmakoHarnsgy. peyenmom
o060s10HKot0, No 1000 enapat” (BUpPOGHMLTBO 3 3MiHN Y KOPOTKili XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
Mr; no 10 TabneTok y nakyBaHHs in bulk MapKyBaHHS Ta IHCTPYKLUiT 4719 MeMYHOro 3aCTOCYBaHHs
6nictepi; no 3,5, 6 hipMmn-BMPOGHMKa reHepuyHUX/ribpuaHMx/6ionogibHNX NikapcbkMx 3aco6is
abo 12 6nictepiB y «lHpoko Pemegis nicnsi BHECEHHS TiEl caMoi 3MiHW Ha peddepeHTHUIA Nnpenapar
nauui NimiTen», IHAis) (3miHa He noTpebye HafaHHA XOAHNX HOBUX 40AATKOBUX
[AaHnx). 3MiHM BHECEHO A0 iHCTPYKLii 418 MegnyHoro
3aCTOCYBaHHS NiKapCbKOro 3acoby y po3ainu:
"apmakoTepaneBTuyHa rpyna” (yTOUHEHHS Ha3Bwu),
"®apmakonoriyHi BnactmsocTi”, "lMokasaHHSA" (pegaryBaHHs
TekcTy),"Aitn" (indhopmauis 3 6e3nekn), “MNobiyHi peakuii”
3rigHO 3 iHthopMaLjieto LWOA0 MEAUYHOIO 3aCTOCYBaHHS
pedyepeHTHOro fikapcbkoro 3acoby (MHOKOPAXK®,
TabneTku, BKpUTI NNIBKOBOK 060/10HKOI0). BBeAEHHS 3MiH
NPOTArom 6-Tv MicALIB Nic/A 3aTBePAKEHHS
169. | MET®OPMIH | TabneTku, BKpUTI NAT YkpaiHa MNAT YkpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepiasiB: 3MiHu | Tuny - 3a UA/14013/01/01
NNiBKOBOIO "Kvismeanp "KnisBMmegnpenapar” 3MiHu Wwoao 6e3nekn/edekTUBHOCTI Ta hapMakoHarsgy. peyenmom
060/10HKO10, No 500 enapartr" (BUPOGHMLTBO 3 3MiHW Y KOPOTKili XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi

mr; no 10 TabneTok y
6nictepi; o 3,5, 6
ab6o 12 6nicTepiB y
nauuj

nakyBaHHs in bulk

hipMmn-BMPOGHMKa
«lHAoKo Pemesi3
NimiTen», IHAis)

MapKyBaHHS Ta IHCTPYKUIiT 4719 MEANYHOIO 3aCTOCYBaHHS
reHepuyHUX/ribpuaHMx/6ionoaibHNX NikapcbKkMx 3acobiB
nicnsi BHECEHHS TiEl caMoi 3MiHW Ha peddepeHTHUIA Npenapar
(3MiHa He noTpebye HaJaHHS XO4HNX HOBUX A0AATKOBUX
AaHunx). 3MiHW BHECEHO [0 iIHCTPYKLIi AN MegUyHOro
3acTOCyBaHHSA NikapcbKoro 3acoby y posainu:
"apmakoTepaneBTuyHa rpyna” (yTOUHeHHs Ha3BMW),
"apmakonoriyHi BnactusocTi”, "MokasaHHA" (pefaryBaHHs
TekcTy),"Aitn" (iHdpopmavis 3 6e3neku), "To6iYHI peakui™
3rigHo 3 iHchopMaLjieto LWOA0 MEANYHOIO 3aCTOCYBaHHS
pedhepeHTHOro nikapcbkoro 3acoby (MHOKOPAXK®,
TabneTkun, BKPUTI NNiBKOBO 06O/IOHKO0). BBEAEHHSA 3MiH
NpOTArom 6-T1 MiCALIB MiCNs 3aTBEPAKEHHS
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

170.

MIACEP®

TabneTku, BKpUTI
N1iBKOBOIO
060/10HKOt0, Nno 10 wmr,
no 10 Tabnetok y
6nictepax; no 2
6nictepy B KAPTOHHIiA
nauui

PiBochapm
CA

LLiBenuapi
A

PiBochapm CA

LLiseiiuapis

BHECEHHS 3MiH 0 peecTpauiiiHux maTepiastis 3MiHu | Tuny -
3MiHM WoAo 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnaay.
BBefeHHs ab0o 3MiHM [0 y3araslbHEHUX AaHWX NPo cucTemy
chapmakoHarnsgy (BBefleHHs y3araslbHeHUX faHux npo
cuctemy chapMakoHarnagy, 3MiHa ynoBHOBaXKeHoi 0cobu,
BiNOBIfa/IbHOT 3a 34iICHEHHS hapMakoHarnsay; KOHTaKTHOT
0cob6u 3 chapmakoHarnsay 3asaBHVKa 415 34iACHEHHS
hapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
YNOBHOBaXXEHOI 0CO6U, BifiNOBIAAbHOI 3a 34iICHEHHS
thapmakoHarnsgy (BK/ouatoum KOHTaKTHi AaHi) Ta/abo 3MiHu
Y PO3MiLLEeHHI MacTep-halina cuctemu hapmakoHarnagy) -
3MiHa YNOBHOBaXKEHOT 0CO6U 3asiBHYMKA, BifnoBigabHOI 3a
hapmakoHarnsg,.

MponoHoBaHa pepakuis: Mrs. Dovile Marcinke M. Sc.

( Pharm). 3miHa KOHTaKTHVX AaHnX YNOBHOBaXEHOI 0Co6M
3asBHVKa, BigNOBiAaIbHOI 3a hapmakoHarnsag,. 3miHa micus
3[iACHEHHS1 OCHOBHOT AiSiNIbHOCTI 3 hapMakoHarssay. 3MmiHa
MicLle3HaxopKeHHs1 macTep-haiina cuctemu
thapmakoHarnsgy

3a
peyenmom

UA/14722/01/01

171.

MIACEP®

TabneTtku, BKPUTI
NiBKOBOO
060/10HKO0, N0 30 Mr,
no 10 TabneTtok y
6nictepax; no 2
6nicTepy B KAPTOHHii
nauui

PiBothapm
CA

LLBeiiuapi
2

Pisocpapm CA

LLiBeiiuapis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis 3MiHu | TUNYy -
3MiHM WoAo 6e3nekun/ehpekTBHOCTI Ta thapmakoHarnsgy.
BeefieHHs1 @60 3MiHV [0 y3arasibHeHUX JaHnX Npo cucTemy
chapmakoHarnsgy (BBefeHHs y3araibHeHUX AaHux npo
cuctemy thapmakoHarasgy, 3miHa ynoBHOBaXKeHOI 0cobu,
BiANOBIAaUIbHOI 3a 34iiCHEHHS hapMakoHarnsay; KOHTakTHOI
0cobu 3 chapmakoHarnsay 3asaBHUKa o151 34iIACHEHHS
thapmakoHarnagy B YKpaiHi, K0 BOHA BigMiHHA Bif,
yMOBHOB&aXeHOT 0cobu, BigNoBiAanbHOT 3a 34iACHEHHS
hapMakoHarnagy (Bk1ovatoum KOHTaKTHI AaHi) Ta/abo 3MiHu
Y PO3MiLLEeHHI MacTep-halina cuctemv papmakoHarnagy) -
3MiHa YNOBHOB&XEHOI 0CO6M 3asBHNKKa, BignoBiganbHOT 3a
thapmMakoHarnag.

MponoHoBaHa pepakuis: Mrs. Dovile Marcinke M. Sc.

( Pharm). 3miHa KOHTaKTHVX AaHNX YNOBHOBaXEHOI 0co6u
3asBHMKa, BigNoBiga/IbHOI 3a hapmakoHarnsag. 3MmiHa micus
3[jiACHEHHS1 OCHOBHOT AISNbHOCTI 3 hapMakoHarnisgy. 3MiHa
MicLe3HaxoMKeHHs1 MacTep-haiina cucremu
thapmakoHarnsgy

3a
peyenmom

UA/14722/01/02

172.

MIACEP®

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOI0, N0 60 M
no 10 TabneTtok y
6nictepax; no 2
6nicTepy B KAPTOHHii
nauuj

PiBochapm
CA

LLsenuapi
a

Pisochapm CA

LLiseiiuapis

BHECEHHS 3MiH 40 peecTpauiinHmx maTepiastis 3MiHu | Tuny -
3MiHM WoAo 6e3nekn/edheKTUBHOCTI Ta chapmakoHarnagy.
BBeeHHs1 a60 3MiHM [0 y3arasibHeHUX JaHuX Npo cucTemy
hapmakoHarnsgy (BBeAeHHs y3arasibHeHUX gaHnx npo
cuctemy hapmakoHarnagy, 3MiHa ynoBHOBaXkeHoi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHA hapMakoHarnsay; KOHTaKTHOI
0cobu 3 hapmakoHarnsay 3asiBHUKa 415 34iACHEHHS
thapmakoHarnsay B YkpaiHi, SKU0 BOHa BigMiHHA Bif

3a
peyernmom

UA/14722/01/03
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
YMOBHOB&XeHOT 0cobu, BiANOBiAaNbHOT 3a 34iACHEHHS
hapMakoHarnagy (Bkovatoum KOHTaKTHI AaHi) Ta/abo 3MiHu
y po3MilLieHHi MacTep-chaiina cuctemn dhapmakoHarnagy) -
3MiHa YNMOBHOB&XEHOI 0CO6M 3asBHKKa, BigNoBiganbHOT 3a
thapmakoHarnag,.
MponoHoBaHa pepgakuis: Mrs. Dovile Marcinke M. Sc.
( Pharm). 3miHa KOHTaKTHVX AaHNX YNIOBHOBAXEHOI 0Co6M
3asBHVKa, BigNoBigasbHOI 3a hapmakoHarnsag. 3MmiHa micus
3[iliCHEHHS1 OCHOBHOI AisiNbHOCTI 3 dhapmakoHarnsgy. 3miHa
MicLe3HaxoMKeHHs1 MacTep-haiina cucremu
thapmakoHarnsgy
173. | MINAPOKAP PO3YNH A5 iH'EKLIN, TOB YkpaiHa TOB «®APMACE/1», Ykpaina/ BHECEHHS 3MiH [0 peecTpaLliinHmx maTepiasis 3MiHu | Tuny - 3a UA/10376/01/01
A-H 100 mr/mnno 5 mn B "®APMACE YkpaiHa (KOHTpOosb, HimeuyunHa 3MiHV Y MeToAMLI BUNPobyBaHHA 3a M. "3anLLKOBi peyenmom
amnyni; no 10 amnyn y n" BUNYycCK cepii); PO3UMHHUKN" (APY/ED 2.2.28), WO 06YMOBIIEHI
nadui 3 KapToHy XOJTOMNAK ONTMMI3auie0 3aTBEPAKEHNX YMOB XpoMaTorpadyBaHHs Ta
depnakyHrcTexHik BHECEHHSA a/IbTEPHATVBHMX YMOB XpoMarorpadysBaHHs,
m6X, HimeuyunHa 3rilHO OHOB/IEHOIO BUPO6HMKOM MO
(BMpPOGHMLTBO
Hepo3dacoBaHo|
nNpoAayKLUii, NnepBrHHA
Ta BTOPMHHA
ynakoBKa, KOHTPO/Ib;
BTOPVHHA YNakKoBKa,
KOHTPO/1b)
174. | MIIIKCON PO34MH ON1 iH e, 3AT JNlnToBCbka XENM C.A. Ipeuis BHECEHHS 3MiH [10 pEECTpaLiiiHMX MaTepianiB TeXHIYHA 3a UA/15309/01/01
15 mr/1,5mnno 1,5 "®apmnira” Pecny6nik nomusika (3rigHo Hakasly MO3 Big 23.07.2015T Ne 460). peyenmom
MJ/1 B amnyniax no 5 a BrnpaBneHHs TexHiYHOI NOMUIKK, 3rigHo nn.4 n.2.4. posginy

amnys B KapTOHHIl
nauui

VI Haka3zy MO3 Ykpainu Bif 26.08.2005p. Ne 426 (y pegakuii
Haka3zy MO3 Ykpainu Big 23.07.2015 p Ne 460) — noMuskn y
MKSA N13, noB'A3aHi 3 nepeHeceHHsM iHdhopmauii Wwoao
BMPOGHWKIB Ajl040T PEHOBMHU MefloKCMKaMm, siki 6ynn
JonyuieHi npu npoweaypi BHeceHHs 3MiH Ha /13, a came
NPV OHOB/EHHI BXE 3aTBEPKEHNX METOZAIB KOHTPOSIO
AKOCTi 13 (BMKNAAEeHHA TEKCTY AepXaBHOK MOBOIO 3rigHO
CyyacHUX BUMOT) HEOb6XiAHO AoaaTn y po3ain «Cknaa» Bxe
3aTBEPAKEHOro BMPOGHYMKa Aitouoi pevoBuHn CBATI
CMNEHTOY3 MNBT. ITA., IHAia/SWATI SPENTOSE PVT.
LTD., India Ta OHOBUTN HanncaHHs 3aTBEPXKEHOrO
BMpo6Huka Lunna /114, IHgis/Cipla Ltd., India ha LINMNNA
NIMITEAL, IHaisa/CIPLA LIMITED, India. 3anponoHoBaHo:
[Litova pevounHa- Menokcukam; KinbkicTb- Mr 15 BUpo6HUK
LINNAA NIMITEL, IHais/CIPLA LIMITED, India Ta CBATI
CMNEHTOY3 MNBT. ITA., IHAia/SWATI SPENTOSE PVT.
LTD., India. JonomixHi pe4yoBuHn- MerntomiH [nikodpypon
Monokcamep 188 Hatpito xnopug, MiuyH Hatpito rigpokena,
Bopaa ans iH'ekuii. 3a3HavyeHe BUNpaB/eHHs Bignosigae
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
marepianam peecTpauiiHoro JOCbeE.
175. | MINT Kpanni HasasibHi no 10 AT YkpaiHa AT "dapmax” Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis 3MiHu | TUNYy - 6e3 UA/14055/01/01
HA3A/bHI M1y chnakoHi; no 1 "®apmak” aAMiHICTPaTUBHI 3MiHX. 3MiHa Ha3BY Ta agpecy BUPObHMKa peyenma
KPAMNNI® chakoHy y nauui A®| gumeTnHAEHY ManeaTty, 6e3 3MiHU MicLs BUpOGHMLTBA:
3anponoHosaHo: AT "®apmak” YkpaiHa, 04080, M. Kuis, By/.
Kupuniscbka, 74. 3MiHn | TURY - aAMiHICTPATVBHI 3MiHW.
3MiHa Ha3BK Ta agpecu BUpobHuka AD| cheHinedpuH, 6e3
3MiHM MicLA BUPO6HULTBA: 3anponoHoBaHo: AT "®apmak”
YkpaiHa, 04080, m. Knis, Byn. Knpunisceka, 74. 3miHn |l
TUMY - 3MiHU 3 SKOCTi. FOTOBUIA NiKAPCbKNIA 3aCib - BHECEHHS
3MiHM y peecTpaLiliHi MmaTepiasin AOCbE likapCbKOro 3acoby,
p. 3.2.S.2.3. KoHTponb MaTepianis, a came BHECEHHS 3MiH B
CI Ha BYXigHY CMPOBUHY KucnoTta xnopucToBogHeBa
KOHLIEHTPOBaHa, LL,0 BUKOPUCTOBYETLCA Ha NoYaTKoBili cTagji
CVHTE3Y B NpoLeci BUpo6bHuLTBa cybcTaHuji AumeTuHaeHy
manearty. B 3aTBepaKeHnx peecTpauiiHux matepiasiax Ha
nikapcbkuii 3aci6 MinT HasasbHI Kpanni®, kpanni HasasbHi
no 10 mn y cpnakoni B p. 3.2.S5.2.3. KoHTposib MaTepianis
HaBefeHO cneuudikaLito Ha BUXigHY CMpPOBMHY KucnoTta
X/TOPUCTOBOAHEBA KOHLIEHTPOBaHa 3 3a3HaYeHnM
HOPMYBaHHAM 4715 Noka3HuKa «KinbkiCHe BU3HAYEeHHS» Bif,
37,0 % (m/m) no 38,0 % (m/m). BignosigHo o Bumor EP go
peyoBMHM KncnoTta x/10pucToBogHEBa KOHLEHTPOBaHa
BHOCATbCS 3MiHWN O HOPMYBaHHS nokasHuka «KinbkicHe
BM3HAYEHHs», a came Big 35,0 % (m/m) Ao 39,0 % (m/m)
176. | MIO/TOKAPA PO34MH AN5 iH KL, TOB YkpaiHa MpAT "Nekxim-Xapkis" Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis 3miHu | TUny - 3a UA/15151/01/01
100 mr/mano 5 mn B "®APMACE 3MiHW Y METOAUKY 3@ MOKa3HNKOM «3a/INLLIKOBI OpraHiyHi peyenmom
amny”ni CKAsHIi; no 5 n po3unHHUKN» (EP, 2.2.28) Ha ajtovy peyvoBuHy 3-(2,2,2-
amnyn y 6nictepi; no 2 TpUMeTUArigpasuHili) nponioHaT MesbAOHI0 Aurigpaty
6nicTepu B navy, 3 (MenbAoHiIl), y 3B'A3KY i3 ONTUMI3aL|Er0 3aTBEPAKEHNX YMOB
KapTOHY XpomaTorpadlyBaHHs Ta BHECEHHSA aflbTepHaTUBHUX YMOB
XpomatorpadyBaHHs METOANKN KOHTPOSIHO 3a/TMLLKOBUX
PO3YMHHWKIB 3rifHO OHOBIEHOTO BUPOGHMKOM IM®, a came
MeToAVKa [ONOBHEHA a/lbTepPHATUBHOI KOMOHKOW HP-
INNOWAX, ToL0
177. | M-M- NMopOoLIOK ANns Mepk Wapn i | LBeiuapi Mepk Wapn i Joym HigepnaHgn | BHECEHHS 3MiH A0 peecTpaviiHnX maTtepiasiB 3miHu |l Tuny - 3a UA/14950/01/01
PBAKCMPO® | cycneHsii Ans iH'ekuii, Ooywm IAEA A B.B., HigepnaHau / CWWA [ofaBaHHA anbTepHaTuBHoOro metogy Multiplexed peyenmom
BAKUVHA 1 p1akoH 3 NOPOLLKOM M6X (BTOPWHHE NakKyBaHHs, Fluorometric Immunoassay (MFIA) ansa susBneHHs
Ana (1 po3a) Ta 1 donakoH BMNYCK Cepii BakUMHN NTALMHNX NaTOrEeHIB (AHTUIEHIB) A5 KypPSUMX S€ELUb, BIFIbBHNX
MPO®INAKT 3 PO3YMHHKKOM (BOAA Ta po34mHHUKa); Mepk Bif, cneuudpivHmx naroreHis (Specified Pathogen Free (SPF).
MKW KOPY, Ans iH'ekuid) no 0,7 Wapn i floym Kopn., BuBeseHHs 3 ekcnnyartauii 6yaisni 65 B BecT-MoiHT, wrat
EMIAEMIYHO | MmNy KapTOHHIl CLUA (BnpobHMLTBO MeHcunnbBaHisa (West Point, PA) Ta 06n1agHaHHS gns
ro Kopo6Li; 1 donakoH 3 BakuuHu in bulk Ta BMPOGHULITBA
NMAPOTUTY nopotukom (1 fosa) Ta nepBUYHHE NakyBaHHS)
TA 1 nonepegHLO
KPACHYXWN HaNoOBHEHWI WNpuLL 3
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
XNBA PO34YMHHMKOM (BOAA
Ans iH’ekujin) no 0,7
M1 B KOMNJIEKTi 3
[BOMa rofikamv y
KapTOHHIiA kopobui; 10
(h/1aKOHIB 3 MOPOLLKOM
Ta 10 donakoHiIB 3
pO34MHHMKOM (BOAa
Ans iH'ekuid) no 0,7
M/1 B OKpEMUX
KapTOHHMX KOPOGKax
178. | MYNIMEH Kpanni opasibHi, no 50 Bionoriwe HimeuumnH Bionoriwe HimeuunHa BHECEHHS 3MiH A0 pPeeCTpaLiiHNX MmaTepiasiiB 3miHu | Tuny - 6e3 UA/3698/01/01
My dh1aKoHi- Xalinbmitre a XalinbMmiTTens Xeenb 3MiHM Woao 6e3nekun/ehekTVBHOCTI Ta chapmakoHarnagy - peyenma
KpanesibHuuj; no 1 Nb Xeesnb 6X 3MiHW BHECEHO [0 TEKCTY MapKyBaHHS NEePBUHHOI YNaKkoBKU
hakoHy-kpanenbHuLj M6X NikapcbKoro 3acoby o0 HasBHOCTI 3aXUCHUX e/TIEMEHTIB
y KOpo6Lji 3 KapTOHY
179. | HA30OHON cnpeii HasaslbHUIA, TOB YkpaiHa TOB "Mikpochapm” Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis 3MiHu | TRy - 6e3 UA/18788/01/01
pO34uH A030BaHui, 1 "Mikpochapm 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy - peuyenma
mr/mn, no 10 mny " BBEEHHA aNlbTEPHATUBHOIO TEKCTY MapKyBaHHA BTOPUHHOI
noniMepHoOMy oNaKoHi Ta NepBMHHOT YNaKoBOK J1iKapCbKOro 3acoby 3 fofaHHAM
3 posnuoBayem; no 1 iHhopmaLii o0 HasABHOCTI oroTmny (3Hak ANs ToBapis i
donakoHy B mauui 3 nocnyr) gucTpuo’roTopa
KapToOHy
180. | HA30- cnpeii HasaslbHUIA, ToBapucTso YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis 3miHu | TNy - 6e3 UA/13145/01/01
CIMPEW BEBI po3uunH 0,25 mr/mn no 3 06MmexXeHo noJaHHs OHOBNEHOro cepTudpikata BiANOBIAHOCTI peyenma
15 mn y do1akoHi 3i 06MEXEHO BigNoBiga/IbHICTIO €Bponeiickkin gpapmakonei Ne R1-CEP 2008-064-Rev 02
cKna 3 KnanaHom- Bignosigasb "GapmMaueBTNYHa ons A®l okcrmeTasoniHy rigpoxsiopuay Bif, Bxe
HacoCOM, Ha3a/lbHO HiCTIO KomnaHis "3gopos'a” 3atBepxeHoro BupobHuka SIEGFRIED
HacafKkoto- "®apmaueBT PHARMACHEMIKALIEN MINDEN GMBH, HimeuunHa.
posnuaBayem Ta nyHa MpuBefeHHA METOAMKN BXiAHOMO KOHTPOSIIO AKOCTI 3a
3aXMCHNM KOBMayKoM; KOMMNaHis nokKasHUkoMm «CynpoBifHi AOMILLKW» [0 BUMOT MOHOrpadii
no 1 chrakoHy B "3popos'a” € fitoyoro BuAaHHs
Kopo6ui; no 20 mny
thnakoHi noniMepHomy
3 K/lanaHoOM-HacoCoM,
Ha3as1bHOI0
Haca/ikoto-
posnuaBayem Ta
3aXMCHUM KOBMa4KoM;
no 1 donakoHy B
KOpo6L,i 3 KAPTOHY
181. | HA30- cnpeii HazanbHWiA, 0,5 ToBapucTBo YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis 3miHu | TNy - 6e3 UA/12989/01/01
CMPEN 3 mr/mn no 15 mny 3 06MmeXeHo noJaHHs OHOB/IEHOro cepTucpikata BiANOBIAHOCTI peyenma
EKCTPAKTO chnakoHi 3i cknia 3 obmexeHor BiANOBIAA/TIBHICTIO €poneiicbkili hbapmakonei Ne R1-CEP 2008-064-Rev 02
M ANNOE KnanaHom-Hacocom, Bignosiganb "®apmaveBTuyHa ans A®l okcrmeTasoniHy rigpoxsiopuay Bif, Bxe
HasaIbHO HICTIO KomnaHis "3gopos'a” 3aTBepxeHoro BupobHuka SIEGFRIED
Hacajkoto- "®apmaueBT PHARMACHEMIKALIEN MINDEN GMBH, HimeyunHa.
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
po3nuaoBayem Ta nyHa MpuBefeHHA METOAMKN BXiHOrO KOHTPOSIIO AKOCTI 3a
3aXMCHNM KOBMayKoM; KOMnNaHis nokKasHUKoM «CynpoBifHi AOMILLKW» [0 BUMOT MOHOrpadii
no 1 donakony y "3popos'a” € fjtoyoro BMAaHHA
Kopobui; no 20 mny
donakoHi nonimepHomy
3 K/lanaHoM-HacoCcoM,
Ha3as1bHOI0
Hacafkoto-
posnuioBavemM Ta
3aXUCHMM KOBMNAYKoOM;
no 1 cpnakoHy y
Kopoobui
182. | HATPIHO PO34MH A5 iH'EKLN, AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiastis 3MiHu | TRy - 3a UA/6871/01/01
OKCUBYTUP 200 mr/mn; no 5 abo "®Papmak” aaMiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu | peyenmom
AT 10 mn B amnyni; no 5 MiCLSt NPOBaKEHHS AisiNIbHOCTI BUPOGHMKA (BKItOUaouu, 3a
ab6o 10 amnyn y nauuj; HeobXiAHOCTI, MicLie NPOBeAEHHS KOHTPO/IIO SKOCTIi), abo
no 5 a6o 10 mn B BNacHuKa macTep-thaiina Ha A®l, abo noctavyasibHUKa
amnyni; no 5 amnyn'y Adl/BuxigHoro matepiasy/peareHTy/MpoMiXXHOro NpoAyKTy,
6nicTepi; no 1 abo 2 LLIO 3aCTOCOBYIOTHCH Y BUPOOHULTBI A®I (AKLLO 3a3HAYEHO Y
6nictepn y nauui 3 [0CbE Ha Nikapcbkuid 3acib) 3a BifCYTHOCTI cepTudikata
KapToHy BIANOBIAHOCTI E€Bponeiickkili hapmakonei y 3aTBepapkeHoMy
[ocbe, abo BUPOOHKKA HOBOT AONOMIDKHOT PEHOBMHY (SIKLLIO
3a3HayeHo Y AOCbE) - 3MiHa HaliMeHyBaHHS BUPOGHUKA
Ait040T peyvoBrHN, 6€3 3MiHM MiCLA BUPOOHMLITBA
3anponoHoBaHo: AT «®apmak». 3MiHu | Tuny - 3MiHu 3
AKOCTi. A®l. BUpo6HMLTBO. 3MiHU B NpoLeci BUPOGHULITBA
A®| (HesHauHa 3MiHa y npoueci BupobHuytea Adl) -
BHECEHHS 3MiH B npoLec BMpo6HuuTBa A®| Hatpito
oKCnbyTupaT, 30Kpema: onTuMi3aLis BUpo6bHMYOro npolecy
LLNISAXOM BMPOBaKEHHS HE3HAYHWX 3MiH, 3aBASKN
MOX/MBOCTAIM 061afHaHHA 4ns ctagii: 1. Ctagia 1.
MigrotoBka cMpoBuHY; 2. CTagia 2. OgepxaHHs HaTpilo
okcubyTupaty, Onepauis 2.1. OfgepXaHHa HaTpito
okcubyTtuparty; 3. Ctagis 2. OfepxaHHs HaTpito
okcnbyTtupaTty, Onepauia 2.2. Cyulka nacTu HaTpito
okcmbyTuparty; 4. Ctagis 3. MNepBrHHA pereHepauis
maTouHuka; 5. Ctagis 4. BTopuHHa pereHepaLisi MaTouHuKa.
3MiHY | TMNY - 3MiHK 3 AkocTi. APL. KoHTposnb AP, 3miHa y
napameTpax crneundikauii Ta/abo AONyCTUMUX MEX,
BM3HA4YeHNX y cneuudikauisx Ha A®l, abo
BVXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BMKOPMCTOBYHOTbCA Y npoueci BUpobHuutBa A®| (iHLWi 3MiHW)
- BHECEHHS 3MiH [0 BUMOT SKOCTi BOAM, L0
BUKOPVCTOBYETLCA Y BUPOGHWUYOMY MPOLIEC], 30KpeMa:
3amMiHa BUMOT 151 BOAW NUTHOI (BHYTPIWHA cneuudikavis Ta
FOCT3351-74) Ha BUMOr1 4715 BOAMN OUMLLEHOT (BUMOTM
npoBigHMX hapmMakoneif)
183. | HATPIKO po34nH ANns iHgysil, 9 MAT YKpaiHa TOB thipma Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHuX maTtepianis: 3MiHu | Tuny - 3a UA/4131/02/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
xnoeunp mr/mn no 100 mn, no "rannudap "HoBodhapm- BHECEHHS 3MiHV 40 MaTepianiB peecTpaduiiHoro gocke M3 peyenmom
200 mn a6o no 400 mn M" BiocuHTes", YkpaiHa,; HATPIKO X/IOPW[, po3unH ans iHdysii, 9 mr/mn, a came
B NASALLKaxX CKAAHUX MNAT "Tannucbapm”, BBE/IEHHS NOKa3HMKa "MexaHiyHi BK/TYEHHS: BUAUMI Ta
YkpaiHa HEeBMAMMI YacTkn" oo cneundikauii Ta METOAIB KOHTPOSIO
Ha Mpo6KM rymoBi, 3 METOK YHUKHEHHSI PU3MKIB
NOTPansHHA Y BUPOOGHMLUTBO NPOGOK i3 MeXaHIYHUMU
BK/TIOYEHHSMU; 3MiHW | TUMY - BHECEHHS 3MiHM [0 MaTepianis
peecTpadiiiHoro gocke, p. 3.2.P.7. Cuctema
KOHTeliHep/3aKynoptoBasibHWiA 3aci6, a came f0
cneumdikauii Ta MeTOAIB KOHTPO/I0 Ha [Mpobku rymosi y p.
"30BHILLHI BUrNSA" BHECEHO [OMOBHEHHS "0ONYCKAETLCSA
He3HayHa LOPCTKICTb" 3 METOI YHUKHEHHS 3NMNaHHSA
npo6oK MiX COBOI0; CyMyTHS 3MiHa - 3MiHM 3 AKOCTI. [0TOBWMIA
nikapcbkuii 3aci6. Cructema KoHTelHep/3akynoproBasibHUIA
3aci6. 3MiHa napameTpiB cneuudikauii Ta/abo gonycTUMUX
MeX NepBUHHOI YMakoBKM rOTOBOTO NiKapCbKOro 3acoby
184. | HATYBIOTWUH | Ta6bnetku no 10 mr; no AnbneH LLBeiiuapi [Op. MyctaB KnsiiH HimeyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 6e3 UA/15961/01/02
30 Tabnetok y Papma Al A Mv6X & Ko. KI AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenma
6nicTepi; no 1 abo no afpecy 3asBHVIKa (BnacHWKa peecTpavuiliHoro nocBigYeHHs) -
2 6nictepu y 3MiHa agpecu 3asiBHUKa
KapTOHHI/ Kopobui
185. | HATYBIOTUH | Tabnetku no 5 mr; no AnbneH LLiBenuapi [Op. MN'yctaB KnsiiH HimeyunHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 6e3 UA/15961/01/01
30 TabneTtok y dapma Al a 'm6X & Ko. KI AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo peuyenma
6nicTepi; no 1 abo no afipecy 3asBHVKa (BnacHWKa peecTpailiHoro nocBigYeHHs) -
2 6nictepu y 3MiHa agpecu 3asBHUKa
KapTOHHI KopooLi
186. | HEMPOKCOH | posunH gns MAT YKpaina NAT "Tanuuchapm” Ykpaina BHECEHHS 3MiH 4,0 pPeecTpaLiiHNX MmaTepiasiiB: 3MiHu | Tuny - 3a UA/12114/02/01
® nepopasibHoro "ranunudap 3MiHU 3 AKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KOHTponb peyenmom
3acrocyBsaHHs, 100 M" [OMOMDKHMX peyoBuH. 3MiHa napameTpis crneumdikauii
mr/Mn no 45 mny Ta/abo fonycTUMUX MeX A1 AOMNOMIXKHOI PeyOBUHM;
thnakoHi; no 1 CYNyTHA 3MiHa - 3MiHK 3 AKOCTIi. [0TOBWUIA NiKapCbKuii 3acio.
hnakoHy pasom i3 KOHTPO/1b AONOMDKHMX PeYOBUH. 3MiHA y MeTohax
[03aToOpoM Y naui BUNPOBYBaHHA [OMNOMDKHOI PEYOBUHM (iHLUI 3MiHX Yy MeToAax
BMNPO6YBaHHA (BK/IOYaUM 3aMiHy abo fofaBaHHs)) -
BHECEHHS 3MiHW Yy peecTpavjiiiHe f0Cbe HEliPOKCOH®,
PO34MH A1 NepopasibHOroO 3acTocyBaHHs, 100 Mr/mn,
noB’sA3aHe 3 HeobXigHICTIO NpMBeAeHHA cneundikauii i
MeTOZjB KOHTPOJI0 AOMNOMiIXHOT pevoBrHM CaxapyiH HaTpito
[0 BUMOr MoHorpadii €, aitoye BUAaHHA
187. | HEMPOKCOH | Ta6netku, BKpUTI MAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 3a UA/13305/01/01
® NiBKOBOO "Kuismegnp "Kuismegnpenapar” BBE/IEHHSA 40aTKOBOro po3mipy cepii roToBOro /likapcbKoro peyenmom
060/10HKO0, M0 500 mr enapar" 3acoby - 516,5 kr. 3anponoHoBaHo: 103,30 Kr, L0 CTAHOBUTb
no 10 Tabnetok y 129 870 TabneTok (3 AOoMyCTUMUM BigxuneHHsm Big 103 896
6nicTepi; no 2 abo no Tabnetok go 155 844 tabnetok) 206,60 Kr, L0 CTAHOBUTL
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
3 6nicTepu B nauui 3 259 740 TabneTok (3 4OMyCTVMUM BigXWIeHHsM Bif 233 766
KapToHy Tabnetok fo 285 714 tabneTtok) 516,5 kr, W0 cTaHOBUTL 649
350 TabneTok (3 4onycTumMunM BigXnneHHAM Big 584 415
Tabnetok go 714 285 TabneTok)
188. | HEMPOMIAN Tabnetku no 20 mr, no AT Nartsis AT "OnaitHdhapm" Nartsis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis 3MiHu | TNy - 3a UA/2083/02/01
H® 10 TabneTok y "OnaviHdhap 3MiHa TepMiHy 36epiraHHs1 HeynakoBaHOro NPoAyKTy B peyenmom
6nicTepi, no 5 M npovueci BupobHuuTtea f13; 3MiHu | TUMY - HE3HAYHI 3MiHU B p.
6nicTepis B nayyj 3 3.2.P.3.3.2 KOHTpO/b AKOCTi — B ONUC KOHTPOSIHO SAKOCTI
KapToHy rOTOBOrO NPOAYKTY A0AAETHCA KOHTPO/1b NMPOLLECY YNAaKOBKMY;
3MiHM | TUMY - BUNYyYEHHSA NokasHuka Jomiwka A 3i
cneuudikavii p. «CTOPOHHI AOMILLKM» J13; 3MiHK | TURy -
He3HauHi 3MiHW Y 3aTBEpPAKEHNX METOAaxX BUNPOGYBaHHS p.
«CTOPOHHI JOMILLKM» J13; 3MiHW | TUny - 3MiHn B p.3.2.P.7
CurcTeMa KOHTelHep/3aKynoptoBasibHUiA 3aci6: B
cneuudikaLyii NeEpBMHHOI YNakoBK/ rOTOBOrO NPOAYKTY
[0Ja€ETbCA HOBUIA MapameTp - A0A4aHO rpamMHeraTuBHi
6akTepii, ki TonepaHTHI 40 XOBYI 3aMiCTb
Enterobacteriaceae y BignosigHocTi 3 EP 2.6.12 Ta EP
2.6.13; 3MiHu | TUNY - 3miHK B p.3.2.P.7 Cuctema
KOHTeliHep /3aKkynoproBasibHUiA 3aci6: B cneumdikadii
NepBNHHOT YMakoBKN FOTOBOTO MPOAYKTY BUIYyYa€ETbCA
napameTp Pseudomonas aeruginosa
189. | HEKCIYM TabneTtku, BKPUTI ACTPA3EH Lisewis AcTtpa3eHeka Ab LLBeuis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis 3miHu | TUny - 3a UA/2534/02/01
nNiBKOBOO EKA Ab 3MiHM Wo[0 6e3nekn/eteKTUBHOCTI Ta hapmakoHarisgy. peyenmom
060/10HKO0, MO 20 Mr, BBefieHHs1 @60 3MiHM [0 y3arasibHeHUX JaHnX Npo cuctemy
no 7 TabneTok y chapmakoHarnsgy (BBeeHHs y3arasibHeHUX AaHux npo
6nicTepi, no 1 abo no cucTemy thapmakoHarnsgy, 3MiHa ynoBHOBakKeHOT ocobu,
2 6nictepu y BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsay; KOHTakTHOI
KapTOHHIlA KopooLi 0ocobu 3 chapmakoHarnsay 3asaBHVKa o5 34iACHEHHS
thapmakoHarnagy B YKpaiHi, K0 BOHa BigMiHHA Bif,
yMOBHOBaXeHOT 0cobu, BigNoBiAaNbHOT 3a 34iCHEHHS
hapMakoHarnsay (Bkoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHK
Y pO3MiLLEeHHI MacTep-halina cuctemy papmakoHarnagy) -
3MiHa KOHTaKTHOI 0Cc0o61 3asiBHMKA, BiANOBIAA/IbHOT 3a
3aiicHeHHs chapmakoHarnsgy B YkpaiHi. MponoHoBaHa
pegakuis: Mpyaies AeHnc AMuTpoBuY. 3MiHa KOHTAKTHUX
[aHNX KOHTaKTHOI 0co6u 3asiBHMKA, BiAMNOBiAa/IbHOI 3a
3pjificHeHHs1 hapmakoHarnsgy B YkpaiHi
190. | HEKCIYM TabneTkn, BKPUTI ACTPA3EH LBewis AcTpa3eHeka Ab LLiBeuis BHECEHHS 3MiH A0 PEeECTpaLiiHNX MaTepiastiB 3miHu | Tuny - 3a UA/2534/02/02
nNiBKOBOO EKA Ab 3MiHM Woao 6e3nekn/edheKTUBHOCTI Ta chapmakoHarnagy. peyenmom

060/10HKO0, MO 40 Mr,
no 7 TabneTok y
6nicTepi, no 2
6nictepn y KapTOHHIl
Kopo6u,i

BeefieHHs1 ab0 3MiHW [0 y3araslbHEHUX AaHWX NPo cucTemy
thapmakoHarnsgy (BBeAeHHS y3arasibHeHNX aHnx npo
cucTemy chapmakoHarnsgy, 3MiHa ynoBHOBaxkeHo T ocobu,
BiNOBIfa/IbHOT 3a 34iICHEHHS hapMakoHarnsay; KOHTaKTHOT
0cobu 3 hapmakoHarnsgy 3asiBHVKa 415 34iACHEHHS
hapmakoHarnsay B YkpaiHi, siKLU0 BOHa BigMiHHA Bif
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
YMOBHOB&XeHOT 0cobu, BiANOBiAaNbHOT 3a 34iACHEHHS
hapMakoHarnagy (Bkovatoum KOHTaKTHI AaHi) Ta/abo 3MiHu
y po3MilLieHHi MacTep-chaiina cuctemn dhapmakoHarnagy) -
3MiHa KOHTaKTHOI 0Cc06u 3asiBHMKA, BiAMNOBIAA/IbHOT 32
3AilicCHeHHs1 hapMakoHarisay B YkpaiHi. MponoHoBaHa
pegakuis: Mpyaies eHnc AMuTpoBuy. 3MiHa KOHTAKTHUX
[aHNX KOHTaKTHOI 0Cco6u 3asiBHMKA, BiAMOBIAa/IbHOI 3a
3pificHeHHs1 hapmakoHarnsay B Ykpaii
191. | HEKCIYM nopoLok ans posunHy | ACTPA3EH Lseuis AcTtpa3eHeka Ab LLisewjs BHECEHHS 3MiH [0 peecTpauliinHmx maTepiasis 3MiHu | Tuny - 3a UA/2534/01/01
ONs iH'eKUii Ta iHdy3il EKA Ab 3MiHM WoAo 6e3neku/edheKTBHOCTI Ta chapmakoHarnagy. peyenmom
no 40 mr; 10 chnakoHis BBeneHHs1 abo 3MiHU [0 y3arasibHEHUX AaHWUX NPO cUcTeMy
3 MOPOLLUKOM Y thapmakoHarnsgy (BBeAeHHS y3arasibHeHUX AaHnx npo
KapTOHHIA Kopoo6Li cucTemy chapmakoHarnsgy, 3MiHa ynoBHOBakKeHOoi ocobwm,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy 3asiBHUKa 415 34iACHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif,
YMNOBHOBaXXEHOT 0c0o6M, BiNOBIAaNbHOT 3a 34iACHEHHS
hapMakoHarnaay (BK1UYatoum KOHTaKTHI AaHi) Ta/abo 3MiHM
Y PO3MiLLeHHI MacTep-halina cuctemy papmakoHarnagy) -
3MiHa KOHTaKTHOI 0CcOobY 3asiBHMKa, BIANOBIAA/ILHOT 3a
3fificHeHHs thapmakoHarnsgy B YkpaiHi. [ponoHosaHa
pepakuisi: MNpygaies JeHnc MnTpoBuY. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0coby 3asiBHUKa, BIANOBIAa/IbHOT 3a
3piicHeHHs hapmakoHarnagy B Ykpaii
192. | HEO®PEH TabneTku, BKpUTI Benyno, Xopsaris Benyno, nikn Ta Xopsaris BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis 3MiHu | TRy - 6e3 UA/14740/01/01
BENYNO nNiBKOBOIO nikn Ta KOCMeTuka, A.4. [ONOBHEHHSA cnevmdikaLii roToBOro /likapcbkoro 3acoby npu peuyenma
POPTE 060n0HkKot0, No 400 KOCMeTHKa, BMMYCKy Ta TEPMiHY NpMAaTHOCTI NokasHuka "CynyTHi
mr; no 10 Tabnetok y n0.o. OOMILLKM" BU3HAYEHHSIM AOoMillku E: He 6inblue 0,15 %, 3
6nictepi; no 1 Bi4MNOBIAHMM METOLOM BUNPOOYBaHHSA. BBeAEHHS 3MiH
6nicTepy y KapTOHHii NPOTArom 6-T1 MiCALIB MiCNA 3aTBEPAXEHHS
nauui
193. | HEPBOXEE/ | Tabnetku; no 50 Bionoriwe HimeyuunH Bionoriwe HimeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis 3miHu | TNy - 6e3 UA/2947/01/01
b Tabnetok y XalinbMmitte a XalinbMmiTTens Xeenb 3MiHU Woa0 6e3nekn/eddekTUBHOCTI Ta hapmakoHariagy peyenma
KOHTelHepi Nb Xeenb 6eX (iHWi 3MiHW). 3MiHM BHECEHO A0 TEKCTY MapKyBaHHS
noninponineHoBomy; M6X NepBUHHOT YNakoBKM MiKapcbKoro 3acoby o0 HasABHOCTI
no 1 koHTeliHepy B 3aXUCHUX efleMEHTIB
KOpo6L,i 3 KAPTOHY
194. | HIMIA® rpaHynu, 100 mr/2 r, in TOB YkpaiHa TOB "KYCYM ®APM", Ykpaina/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis 3MiHu | TNy - - UA/12051/01/01
bulk Ne 350 (1x350): "T'nencapm YkpaiHa (gnsa Ma3); IHais 3MiHUM 3 AIKOCTi. FOTOBMIA NikapCbKuii 3aci6. 3MiHK y
no 2 r B cawue; no 350 nTa" KYCYM XENTXKEP BMPO6HULTBI. 3MiHa po3Mmipy cepii (BkIoYatoum gianasoH
calle B KapTOHHil MBT NTA, IHAis po3Mipy cepil) roToBOro NikapcbKoro 3acoby (36iNnbLIeHHs A0
KopoobLi 10 pasiB NOPIBHAHO i3 3aTBEPLYKEHNUM PO3MIPOM) - 3MiHN
po3mipy cepii ans Bupo6Huka KYCYM XENTXKEP MBT NTA,
3a agpecoto Mnot Ne M-3, IHgop Cnewen IKOHOMIK 30yH,
®eiis-ll, Nitamnyp, AicT, Axap, Maaxesa Mpagew, MiH
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

454774, IHais, y 3B'A3Ky 3 ONTMMI3aLi€ BUKOPUCTAHHS
obnagHaHHA. 3anponoHoBaHo: 20 000 cawe , 150 000
cauwe, 200 000 cate. 3MiHuW | TUNY - 3MiHK 3 IKOCTIi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHU Y NpoLeci
BMPOGHMLITBA FOTOBOrO /iKapCbKOro 3acoby, Bkovatoun
NPOMDKHWIA NPOAYKT, L0 3aCTOCOBYETLCS NPY BUPOGHULITBI
roTOBOrO JlikapCbKoro 3acoby (He3HayHa 3MiHa y npoueci
BUPOGHMLTBA)- 3MiHU N5 BUpobHuKa KYCYM XENTXKEP
MBT NTA 3a agpecoto Mot Ne M-3, IHgop Cnewen IKoHOMiK
3oyH, ®eins-Il, Nitamnyp, dict, Axap, Magxes MNpageww, MiH
454774, Inpja y 3B'A3KY 3 BUKOPUCTAHHAM [,04aTKOBOro
o6naaHaHHs Fluid Bed Processor (FBP) (npoBegfeHHs
rpaHy/toBaHHsA B NCEBA0PO3PiAKEHOMY Lapi). Bupo6bHuuwnii
npouec He 3MiHuBCA

195.

HIMIZ®

rpaHynu, 100 mr/2 r,
no 2 r B caLue; no 30
calle B KapTOHHii
ynakoBLi

TOB
"T'nepdapm
nTta"

YkpaiHa

TOB "KYCYM ®APM",
Ykpaiva (gns rn3s);
KYCYM XENTXKEP

MBT NTA, IHajsa

Ykpaina/
IHais

BHECEHHS 3MiH [0 peecTpauliinHmx maTepiasis 3MiHu | Tuny -
3MiHM 3 AKOCTi. [0TOBMIA Nikapcbkuii 3aci6. 3miHK y
BMPOOHULTBI. 3MiHa po3Mipy cepii (BkIoYaroum gianasoH
po3Mipy cepii) roToBOro AikapcbKoro 3acoby (36inbLIeHHs g0
10 pasiB NOPIBHSAHO i3 3aTBEPKEHUM PO3MIPOM) - 3MiHM
po3mipy cepii ans supobHuka KYCYM XENTXKEP MBT T[4,
3a agpecoto Mnot Ne M-3, IHgop Cnewen IKOHOMIK 30yH,
®einz-1l, Nitamnyp, dict, Axap, Magxbsa MNpageww, MiH
454774, Ingjs, y 3B'A3Ky 3 ONTUMI3aLie BUKOPUCTaHHSA
o6nagHaHHA. 3anponoHoBaHo: 20 000 cawe , 150 000
cawe, 200 000 cawe. 3miHu | TMNy - 3MiHK 3 SKOCTI. [OTOBWMIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHU Y NpoLLECi
BMPOBGHULTBA FOTOBOrO NiKapCbKOro 3acoby, BKIOUYaum
NPOMDKHWIA MPOAYKT, WO 3aCTOCOBYETLCS NPY BUPOOHULITBI
roTOBOrO JIiKapCbKOro 3acoby (He3HayHa 3MiHa y npoLeci
BMPOGHMLTBA)- 3MiHN Ans BupobHuka KYCYM XENTXKEP
MBT NT/ 3a agpecoto Mot Ne M-3, IHaop Cnewen IkoHOMikK
3oyH, ®eits-Il, Nitamnyp, dict, Axap, Maaxes Mpageww, MiH
454774, 1Ay 3B'A3KY 3 BUKOPUCTaHHSAM 404aTKOBOro
obnagHaHHs Fluid Bed Processor (FBP) (npoBeaeHHs
rpaHy/toBaHHsA B NCEBA0PO3PIMKEHOMY Liapi). BupobHuuwii
npouec He 3MiH1BCS

UA/4240/03/01

196.

HI®YPOKCA3
VA

TabneTku, BKpUTI
N1iBKOBOIO
060/10HKO0, 10 200 Mr
no 10 Tabnetok y
6nictepi, no 1 a6o 2
6nictepy B nayui

MAT
"Knismegnp
enapar"

YkpaiHa

MAT
"Kuismegnpenapar”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny -
BBEJEHHS 4,04aTKOBOro po3mipy cepii N3 - 495,84 «r;
3anponoHoBaHo: 103,3 kr, L0 CTaHOBUTbL 222 222 TabneTok
(3 monyctumuM BigxuneHHsam Big 92,97 kr go 113,63 kr abo
200 000 TabneTok o 244 444 TabneTok); 227,26 Kr, W0
cTaHOBWTL 488 888 TabneToK (3 AONYCTUMUM BiAXUIEHHAM
Bifg 206,6 kr go 247,92 kr abo 444 444 Tabnetok Ao 533 333
Tabnetok); 495,84 kr, wo ctaHoBuTb 1 066 666 TabneTok (3
[ONyCTUMUM BigxuneHHsm Big 454,52 kr go 537,16 kr abo
977 777 Tabnetok oo 1 155 555 TabneTok)

3a
peyenmom

UA/1370/01/01

197.

HOBOMYJ/IbM

MOPOLLOK ANs

MEJA

HimeyuuH

Mak/JepmoT

Ipnangis/

BHECEHHS 3MiH 10 peecTpaLiiiHix MaTepianis 3MiHuW | Tuny -

3a

UA/4376/02/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep

n/n JliKapcbKo20 (nikapcbka gpopma, 3as1BHUKa BUPOGHUKA Bionycky peecmpayitiHo2o

3acoby yrnakoska) nocsi0O4YeHHs1
OHE iHransujin Jo30BaHWi, dapma a Na6opatopis T/A HimeuyunHa 3MiHM WoAo 6e3nekn/edheKTBHOCTI Ta chapmakoHarnagy. peyenmom
HOBOJTIAN3E | 200 mkr/gosy; no 2,18 M6X eHf MaiinaH Ay6niH BeeneHHs1 ab0 3MiHU [0 y3arafibHEHUX AaHUX NPO cUcCTeMy
P® r nopowky (200 po3) y Ko. KI PecnipeTopi, IpnaHgais thapmakoHarnagy (BBefeHHs y3arasibHeHUX gaHnx npo
KapTpuaxi; no 1 (anbTepHaTMBHE MicLe cucTemy chapmakoHarnsgy, 3MiHa yNnoBHOBakKeHOT ocobu,
KapTpuaxXy B BUPOGHMLITBA, BiNOBifa/IbHOT 3a 34iICHEHHS dhapMakoHarnsaay; KOHTaKTHOT
KOHTeliHepi; no 1 NnepBUHHOIO Ta 0co6u 3 chapmakoHarnagy 3asBHMKa A5 34iINCHEHHS
KOHTEliHepy y BTOPUHHOTO thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Bif,
KOMNeKTi 3 nakyBaHHs1, KOHTPO/1b YMOBHOBaXeEHOT 0c0obu, BiANOBIAaNbHOT 3a 34iACHEHHS
iHransTopom y cepii Ta BUNycKy thapmakoHarnagy (BKovatoum KOHTaKTHI AaHi) Ta/abo 3MiHu
KapTOHHI/ nayuj; no cepii); MEJA y PO3MiLLleHHI MacTep-haiina cuctemu dpapmakoHarisgy).
2,18 r nopotuky (200 MeHbloghekyepuHr 3MiHa ynoBHOBaXeHOI 0cobu 3asiBHUKA, BiANOBiAa/IbHOT 3a
[03) y kapTpuaxi; no 1 vM6X, HimeuynHa hapmakoHarnag,.
KapTpuaxy B (BMpPOGHMLTBO, MponoHoBaHa pepakuist — Dr Eiko Soehlke, MD MPH. 3miHa
KOHTeliHepi; no 1 nakyBaHHs!, KOHTPO/Tb KOHTaKTHUX AaHVX YMOBHOBaXeHOi 0cobu, BiANOBifasIbHOT 3a
KOHTelHepy Yy cepii); MEJA ®apmva thapmakoHarnag. 3MiHa KOHTaKTHUX AaHWUX KOHTaKTHOI
KapTOHHIW navu,i 'm6X eHp Ko. KT, 0Cco6U YNOBHOBaXXEHOI 0cobM, BifNOBifaIbHOI 3a
HimeyuunHa (Bunyck hapmMakoHarnag B YKpaiHi.
cepii); Pow-Aensta 3MiHa MicLe3HaxomKeHHs1 MacTep-chaiina cucremm
v6X, HimeyunHa thapmakoHarnagy. 3miHa Micus 34ilACHEHHSI OCHOBHOT
(anbTepHaTNBHE Micue AiSNbHOCTI 3 chapmakoHarnagy
BTOPUHHOTIO
nakyBaHHs)

198. | HYKC Kpanni opasbHi no 30 Bionoriwe HimeuuunH Bionoriwe HimeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis 3MiHu | TNy - 6e3 UA/3126/01/01
BOMIKA- M1y chiakoHi- Xannbmitre a XanbmiTTenb Xeenb 3MiHK Woa0 6e3nekn/edekTUBHOCTI Ta thapmakoHarnsgy - peyenma
FTOMAKOP/, KpanenbHuui; no 1 nb Xeesb M6X 3MiHV BHECEHO A0 TEKCTY MapKyBaHHS NEPBUHHOT yNakoBKW

nakoHy-KpanenbHuLi meX niKkapcbKoro 3acoby LoA0 HAsABHOCTI 3aX1CHUX eNIeMEHTIB
y KOpO6L,j 3 KAPTOHY
199. | OKTArAM pO3unH Ns iHQysil, OKTA®APM AscTpis OkTadapma AscTpisi/ BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasnis: 3MiHu | Tuny - 3a UA/13905/01/01
50 mr/mn; no 20 mn, A $apmaueBTUKa HimeuunHa/ 3MiHK 3 SKOCTi. 3MiHM [0 peecTpauiliHoro NocBiAYeHHs peyenmom
50 mn, 100 mn, 200 dapmaueBT MpopaykTioHcrec. $paHuin/ BHACNIAOK IHWMX perynatopHux npouenyp. NMM®/BA3®
My naswui; no 1 nka M.6.X., ABCTpIs; LLisewjs (macTep-thaiin Ha nnasmy/3aranbHuii aiin Ha BakLUMHHWUIA
NASALWL Y KQPTOHHINA MpoayKTioHC BUPOGHMK, aHTUreH). BkIoYeHHss HOBOTO, OHOB/IEHOTO @60 3MiHEHOTO
Kopobui rec. Mm.6.X. BiAnNoBiganbHUii 3a MacTep-chaiina Ha nnasmy y peecTpadiiiHe foCcbe Ha
BMPOOHULITBO 3a nikapcbkuii 3aci6 (npoueaypa 2-ro etany ansa NMMo)
NMOBHUM UMKNOM, 3a (BK/IHOYEHHS OHOB/IEHOT0/3MIHEHOTO MacTep-chaiina Ha
BUK/IOYEHHAM nnasmy, KO 3MiHW He BNIUBAKOTbL Ha BNAaCcTUBOCTI
BTOPUHHOT YNaKoBKK: roTOBOrO NiKkapcbKoro 3acoby) BkueHHss OHOBNEHOrO
OKTADPAPMA AB, MacTep-chaiina Ha nnasmMy y peecTpadiiiHe foCbe Ha
Lseuist; nikapcbkuii 3aci6: PMF Certificate no:
B1po6HMK, EMEA/H/PMF/000008/05/AU/022/G. 3MiHn | TURY - 3MiHN 3
BignoBiganbHWiA 3a SKOCTi. 3MiHN 10 peecTpaLiiiHOro NocBiAYeHHS BHACNIA0K
BMPOBGHULITBO 3a iHWKX perynsTopHux npoueayp. MM®/BA3® (mactep-caiin
MOBHUM LMKNOM, 3a Ha nnasmy/3aranbHuii haiin Ha BakLUMHHUIA aHTUreH).
BUK/IOYEHHAM Bk/l04EHHS HOBOrO, OHOB/IEHOTO @60 3MiHEHOTO MacTep-
BMPOGHMLITBA PO3UNHY dhaiina Ha nnasmy y peecTpaLjiiHe AOCbE Ha NiKapCbKuii
in-bulk, BTOPUHHOI 3aci6 (npouepypa 2-ro etany ans NM®) (BknoUYeHHNA
yNaKkoBKu. OHOB/IEHOro/3MiHEHOTO MacTep-aiina Ha nnasmy, kLo
AnbTepHaTMBHO, 3MiHM He BN/MBaIOTb HA B/IACTMBOCTi FOTOBOTO NiKapChKOro
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BVMPOGHMLTBO
KIHLLeBOro NpoAyKTy 3
in-bulk po3uunHy,
BMPOGIEHOrO Ha
OkTathapma
dapmaveBTVKa
MpopaykTioHcrec.
M.6.X., ABCTpisi:
OkTadhapma, ®paHLis;
AnbTepHaTnBHa
BUpOGHMYA OinsHKa
[N BTOPUHHOTO
nakyBaHHS:
Oxtathapma [leccay
'm6X, HimeuunHa

3acoby)
Bklo4eHHs1 OHOBNEHOro MacTep-haiina Ha nnasmy y
peecTpaujiiHe focke Ha nikapcbkuii 3aci6: PMF Certificate
no: EMEA/H/PMF/000008/05/11/023/G. 3MmiHun | Tuny - 3MiHn
3 AKOCTi. 3MiHM 10 peecTpauiiHoro NocBiAYEHHS BHACNIAOK
iHWKMX perynaTtopHux npouenyp. MM®/BA3® (mactep-ghaiin
Ha nnasmy/3aranibHnii haiin Ha BakKUWHHUIA aHTUTEH).
Bk/to4eHHs1 HOBOro, OHOB/IEHOTO @60 3MiHEHOTO MacTep-
(haiina Ha nnasmy y peectpaujiiHe AOCbE Ha NiKapCbKuii
3aci6 (mpouepypa 2-ro etany ans NM®) (BkNOUYEHHSA
OHOB/IEHOro/3MiHEHOTO MacTep-aiina Ha nnasmy, kLo
3MiHM He BM/IMBAOTb Ha B/IACTUBOCTI FOTOBOrO NiKapCbKoro
3acoby)

Bko4eHHs1 OHOBNEHOro MacTep-haiina Ha nnasmy y
peecTpaujiiHe focke Ha nikapcbkuii 3aci6: PMF Certificate
no: EMEA/H/PMF/000008/05/IB/024/G. 3miHu | Tvny -
AAMIHICTpaTVBHI 3MiHW. BUyyYeHHs1 BUPOOHUYOT AiNbHULL
(Brntovaroun ginbHnLi ans A®I, npoMixXHOro NpoaykTy abo
rOTOBOrO JliKapCbkOro 3acoby, AiNbHULI 415 NPOBEAEHHS
nakyBaHHs, BUPOBGHWKa, BiANOBIAAIbHOMO 3a BUMYCK Cepil,
MicLie NpoBeAEeHHS KOHTPO/IIO cepii) abo noctadvasibHuKa
BVXiJHOTO MaTtepiany, peareHTy abo fONOMiXHOI pe4yoBUHM
(AKLL0 3a3HaYeHo Y A0Cbe) BunyueHHs BUPO6GHMYOI onepal;i
"BMPO6HULTBO in-bulk" Ana BUpo6HWMYOT AiNbHULI
OkTadhapma, dpaHuis:
3MiHu 1l TUny - 3MiHK 3 AkocTi. A®l. BUpo6HMLTBO. 3MiHV B
npoueci Bupo6bHuuTea A®I (iHwi 3miHW) JofaBaHHSA
anbTepHaTUBHOI (PYHKLiT BUPOGHMLTBA FOTOBOIO
niKkapcbKoro 3acoby 3 iH-6as1K po34uHy, BUPOGIEHOr0 Ha
AinbHuui Oktachapma PapmavesTvka MpogykTioHcrec
M.6.X., ABCTpIst

200.

OKTPA®

PO34UH O151 iH'EKLLNA,
0,1 mr/mn, no 1 mn B
amnyni, no 5 amnyny
naJui; no 1 mn B
amnyni, no 5 amnyn'y
6nicTepi, no 1
6nictepy B nauui

AT
"dapmak”

YkpaiHa

AT "®apmak”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis 3MiHu | TNy -
BHECEHHS B cneuudikaLito Ha amnyn CkIsHi
a/IbTEPHATUBHOIO METOAY BU3HAYEHHS MigpoNiTUUHOT
CTiliKOCTi, a came «loBepxHeBa rifAposiTUYHa CTIlAKICTb»
(meTog A), 3rigHo 3 EP); 3minu Il Tuny - BBEAEHHSA
a/IbTEPHATUBHOIO BUPOOHVKA NEPBUHHOI YNakoBKW (amnyin
cknsHiem I-ro rigponitTnyHoro knacy) Schott Hungary Kift,
YropLumHa; 3anponoHoBaHo: AMNynun BUPO6GHMLTBA
«Thuringer pharmaglas GmbH», HimeuunHa; Amnynu
BMpo6HULTBa «Schott Hungary Kft”, YropLmHa

3a
peyenmom

UA/11626/01/01

201.

OMIKC

Kancynu Teepai,
NPOIOHTOBAaHOT Aji No
0,4 mr no 10 kancyny
6nictepi; no 1 a6o 3
6nicTepn y nauui 3
KapToHY

MpAT
"TexHonor"

Ykpaina

MpAT "TexHonor"

Ykpaina

BHECEHHS 3MiH [0 peecTpavjiiiHux maTtepianis 3miHu |l Tuny -
BBEJEHHA [04aTKOBOro BUpobHMKa A®| (Tamcyio3nHy
rigpoxnopuay) 3 HaaaHHa Mactep-chaiina Ha Adl,
3anponoHoBaHo: chipma Ra Chem Pharma Limited, IH4js;
thipma Tyche Industries Limited, IHgjs

3a
peyernmom

UA/4311/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
202. | OMIKC Kancynv Teepai, MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis 3miHu |l Tuny - - UA/13120/01/01
NPOIOHIOBaHOT Aji No "TexHonor" BBEAEHHSA 00AATKOBOro BUpPo6HMka A®I (TamcynosnHy
0,4 wmr, in bulk: no rigpoxnopuay) 3 HafaHHa mactep-ghaiina Ha Adl,
2000 kancyny 3anponoHoBaHo: chipma Ra Chem Pharma Limited, IHgis;
KOHTeliHepax thipma Tyche Industries Limited, IHgjs
naacTMacoBux
203. | OHIMNI3A TabneTkn, BKPUTI ACTPA3EH Benuka AcTpa3eHeka Ab, Lsewis/ BHECEHHS 3MiH A0 pPeeECTpaLiiHNX MaTepiasiiB 3miHu | Tuny - 3a UA/10715/01/01
N1iBKOBOIO EKA HOK BpuTaHis LLiBeuis (BUpOGHMK CLUA/ 3MiHM WoAo 6e3nekn/edheKTBHOCTI Ta chapmakoHarnsgy. peyenmom
060/10HKOI0, M0 2,5 M, NimiTeq BiANoBiganbHUii 3a Benuka BBeneHHs1 abo 3MiHU [0 y3arasibHEHUX AaHWUX NPO cUcTeMy
no 10 TabneTok y KOHTPO/b SKOCTI); BputaHis thapmakoHarnsgy (BBeAeHHS y3arasibHeHUX aHnx npo
6nicTepi; no 3 AcTpa3eHeka cucTemy chapmakoHarnsgy, 3MiHa yNnoBHOBakeHOi ocobu,
6nicTepy B KAPTOHHii PapmacbroTukanc M, BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay; KOHTaKTHOI
KopoobLi CLA (BUp0o6HWK in 0ocobu 3 chapmakoHarnsgy 3asnsHVKa A5 34iRCHEHHSA
bulk); AcTpa3eHeka thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif,
IOK Nimiten, Benuka YMNOBHOBaXXEHOT 0c0o6U, BiANOBIAaNbHOT 3a 34iACHEHHS
BpuTtaHis (BUpO6HWK, thapmakoHarnsgy (BKtouatoum KOHTaKTHi AaHi) Ta/abo 3MiHn
BiANOBIga/IbHUI 32 Y PO3MiLLeHHI MacTep-halina cuctemy papmakoHarnagy) -
nepBrHHe Ta 3MiHa KOHTaKTHOI 0CcOobY 3asiBHMKa, BIANOBIAA/ILHOT 3a
BTOPVHHE NaKyBaHHS, 3fificHeHHs thapmakoHarnsgy B YkpaiHi. lponoHosaHa
BMMYCK cepii) pepakuisi: MNpygaies JeHnc AMnTpoBuY. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0cobu 3asiBHUKa, BIAMNOBIAa/IbHOT 3a
3piicHeHHs hapmakoHarnagy B Ykpaii
204. | OHIMNI3A TabneTku, BKpUTI ACTPA3EH Benuka AcTpa3eHeka Ab, Lseuis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis 3MiHu | TNy - 3a UA/10715/01/02
nNiBKOBOIO EKA HOK BpuTaHis LLiBeLis (BUPOBHMK cuwA/ 3MiHK LWoao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy. peyenmom
060/10HKOI0, N0 5 Mr, Nimiteq BiANOBiga/IbHUI 3a Benvka BBefeHHs ab0 3MiHM A0 y3arasibHEHUX AaHVX MPO cucTemy
no 10 Tabnetok y KOHTPO/b AKOCTI); BpuTaHis thapmakoHarnagy (BBefeHHs y3arasibHeHUX gaHux npo
6nictepi; no 3 AcTpa3eHeka cuctemy hapmakoHarnsay, 3miHa ynoBHOBaXeHoi 0cobu,
6nicTepy B KAPTOHHIi dapmacsroTukanc Jr, BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay; KOHTakTHOI
Kopoobui CLA (BUp0o6HWK in 0cobu 3 chapmakoHarnsgy 3asaBHVKa A5 34iACHEHHS
bulk); Actpa3eHeka hapMakoHarnsgy B YkpaiHi, KO BOHa BigMiHHA Bif,
HOK NimiTea, Benuka yMOBHOB&XeHOT 0cobu, BigNoBiAaNbHOT 3a 34iACHEHHS
BpuTtaHis (BUpOGHMK, thapmakoHarnagy (Bk/louatoum KOHTaKTHi AaHi) Ta/abo 3MiHu
BiAnNoBiganbHUii 3a y pO3MilLleHHi MacTep-thaiina cuctemm hapmakoHarnsgy) -
nepBuHHE Ta 3MiHa KOHTaKTHOI 0C0bK 3asiBHMKA, BiAMOBIAA/IbHOT 32
BTOPWHHE MaKyBaHHS, 34ilicHeHHs chapmakoHarnsgy B YkpaiHi. MponoHoBaHa
BUNYyCK cepil) pegpakuis: Mpyaies JeHuc AMuTpoBuY. 3MiHa KOHTAKTHUX
[aHnX KOHTaKTHOI 0cobu 3asiBHMKA, BIAMOBIAa/IbHOT 3a
3pjificHeHHs hapmakoHarnsgy B YkpaiHi
205. | OPHI3ON® pO34nH Ans iHdysii, 5 MAT YkpaiHa MAT "Tanuucpapm" YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | TNy - 3a UA/12227/01/01
mr/mn no 100 mny "Tannudpap BHECEHHS He3Ha4yHUX 3MiH 4o po3giny 3.2.P.3. MNpouec peyenmom
nAsAwWLi; no 1 naswui B m" BMPOGHMLITBA NiKApCbKOro 3acoby, 30Kpema: BHECEHHS
nauuj He3HauyHMX 3MiH [J0 TEXHOOrYHOT CXemMu, onuncy
TeXHO/I0riYHoro npouecy MN3; 3amiHa Ha3Bm hinbTpa gns
"TOHKOI (pinbTpavii" Ha inbTp 414 "cTepunisyoyol
dinbTpauii" Ta 3MiHa Ha3su cTagii "Ctepunisayin” Ha
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n/n

Hassa
JliKapcbKo20

dopma sunycky
(nikapcbka ¢hopma,

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

3acoby

ynakoska)

"TepmiyHa 06po6Ka"

3a

UA/12227/01/01

206.

OPHI3ON®

pO34uH ANs iHQysil, 5
mr/mn no 100 mny
nAswWyi; no 1 naswuyi B
nauui

MAT
"Tanuudpap
"

YkpaiHa

MAT "Tanuuchapm”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny -
BHECEHHS 3MiHM 40 MaTepianiB peecTpauiiHoro gocke M3
OpHi301®, po3umnH ANs iHdysiiA, 5 Mr/mn, a came BBeAEHHS
nokasHuka "MexaHiuHi BK/IOYEeHHS: BUAUMI Ta HEBUAWMI
yacTkn" 4o cneundikaLiii Ta MeToZiB KOHTPOsIo Ha "Tpo6bkn
TYMOBI", 3 METOI YHUKHEHHA PU3KKIB NOTPaNISAHHA y
BUPOBHULTBO NPOBOK i3 MEXaHIYHUMU BKIKOYEHHSAMU; 3MiHN |
TUny - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkumii 3aci6. Cuctema
KOHTeliHep/3aKkynopoBasbHKi 3aci6. 3MiHa y MeToaax
BUNPO6YBaHHA NEPBUHHOI YNakoBK/ rOTOBOTO NiKapCcbKoro
3ac00y (He3HauHi 3MiHM y 3aTBEpPAKEHNX MeTofax
BMMNPOO6YBaHb); CyMyTHS 3MiHa - 3MiHM 3 AKOCTi. [0TOBWiA
nikapcbkuii 3aci6. Cructema KoHTelHep/3akynoproBasibHUIA
3aci6. 3miHa napameTpis cneuudikauiii Ta/abo JonycTUMMX
MeX NepBUHHOT yNakoBKM rOTOBOrO NiKapCbKoro 3acoby -
BHECEHHS 3MiHV 0 MaTepianiB peecTpaLiiiHoro AockE, p.
3.2.P.7. Cuctema KoHTelHep/3aKynoptoBasibHMii 3acib, a
came fo cneuudikauii Ta MeToAiB KOHTPOs0 Ha Mpobku
rymoBi y p. "30BHiLLHIl BUrNSA" BHECEHO [ONOBHEHHS
"[A0NYCKaETbCA HE3HAYHA LLOPCTKICTL" 3 METOK YHUKHEHHS
3/IMNaHHA NPo60OK MidXK co60H0

peyenmom

3a

UA/16115/01/01

207.

O®DPEB®

Kancysm m siki no 100
mr; no 10 kancyny
6nicTepi; no 6
6nicTepiB y KAPTOHHiIl
ynakoBLi

BepiHrep
IHrenbxanm
IHTEepHeLHN

M6X

HimeyuuH
a

A enp Em LTa6Tect
m6X, HimeuunHa
(anbTepHaTVBHA
nab6opartopis Ans
npoBefeHHs
KOHTPOSIO SIKOCTI (3a
BUK/IOYEHHAM
MikpobiosoriyHol
yucToTu)); bepiHrep
IHrenbxaiim ®apma
v6X i Ko. KT,
HimeyuunHa (nepBuHHe
(bnictepwn) Ta
BTOPUHHE NaKyBaHHS,
MapKyBaHHS,
KOHTPO/b SKOCTI,
KOHTPO/b AKOCTi 3a
MOKa3HNKOM
MikpoGionoriyHa
yucToTa Ta BUMyCK
cepili nikapcbkoro
3acoby); KataneHt
HimeuyunHa E6epbax
Mm6X, HimeuwunHa
(BUPOGHMLTBO,

HimeyunHa

ynakKoBKa Ta KOHTPO/1b

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis 3miHu | TNy -
BHECEHHS 3MiH 4,0 KOHTPOJIIO Mif Yac BUPOOHMLTBA FOTOBOrO
nikapcbKoro 3acoby, 3o0kpema: 3a3HaveHHs ctagil
NepBUHHOTO NakKyBaHHS K KPUTUYHWI eTan BUPOGHULTBA;
3MiHW | TMNy - BHECEHHS 3MiH go p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKynoproBasibHUiA 3acib, 30kpema: ans
IOMIHIEBOI honbrn 6nicTepa 3amiHa (hopmyoBaHHS 3
"printed aluminium lidding foil* Ha "aluminium lidding foil".
BHeceHHs pefakuiiiHux npaBok o p. 3.2.P.3.2. Cknag Ha
cepito

peyenmom




208.

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk
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Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

AKocTi (3a
BUK/THOUYEHHSIM

Ymosu
Bionycky

Homep
peecmpayitiHo2o

ODEB®

Kancym m siki no 150
mr; no 10 kancyn y

6nicTepi; no 6

Bepinrep
IHrenbxanm

IHTEepHeLHN

HimeuumnH
a

MiKpobionoriyHol
ynctoTu) kancyn bulk
(He posdhacoBaHoi
npoaykuwii)); Slaéop
N+C AT, Himeuunna

(anbTepHaTVBHA
naboparopia Ans
npoBefeHHs
KOHTPO/IIO AKOCTI
MiKpobionoriyHol
yncToTn); HyBicaH
M6X, HimeuunHa
(anbTepHaTMBHa
nabopartopis aAns
npoBefAeHHs
KOHTPO/IO AKOCTI (3a
BUK/IOYEHHAM
Mikpo6ionoriyHol
uucroTm)); Crc
IHCTUTYT PpeseHiyc
mM6X, HimeuunHa
(anbTepHaTMBHa
nabopartopis Ans
npoBefeHHs
KOHTPOJIH0 SKOCTI
MikpobiosoriyHol
ynctotun); Papm/lor
dapma JlogxicTik
m6X, HimevwunHa
(anbTepHaTVBHA
AinbHUUA ANns
BTOPVHHOTO
nakyBaHHs Ta
MapKyBaHHs);
LiteremaHH
JNboHbepnakyHreH
yHA Norictiwep Cepsic
e. K., Himeyunna
(anbTepHaTVBHA
AinbHUUA ANns
BTOPVHHOTO
nakyBaHHs Ta
MapKyBaHHs)
A eHp Em LUTabTeCT
mM6X, HimeuunHa

HimeuunHa

nocsi0o4YeHHs

(anbTepHaTMBHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiastis 3MiHu | TRy -

BHECEHHSI 3MiH 10 KOHTPOJIO Nif, Yac BUPOGHULITBA TOTOBOTO

NiKapcbKoro 3acoby, 30kpema: 3a3HavyeHHs cragii

3a

peyenmom

UA/16115/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
6nicTepiB y KAPTOHHIN M6X naboparopis Ans NEepBUHHOIO NakyBaHHS K KPUTUYHWIA eTan BUPOGHMLTBA;

ynakoBLiji

npoBeAeHHs
KOHTPO/IO AKOCTI (3a
BUK/IIOYEHHAM
Mikpo6ionoriyHol
ynctoTw)); bepiHrep
IHrenbxavim ®apma
m6X i Ko. KT,
HimeuunHa (nepBuHHe
(6nictepn) Ta
BTOPWHHE MakKyBaHHS,
MapKyBaHHS,
KOHTPO/Tb AKOCTI,
KOHTPO/b SIKOCTi 3a
NMOKa3HNMKOM
Mikpob6ionoriyHa
yncToTa Ta BUNycK
cepili nikapcbkoro
3acoby); KataneHt
HimeuunHa E6epbax
'm6X, HimeuunHa
(BMpPOGHMLTBO,
ynakoBKa Ta KOHTPO/Ib
SAKOCTi (3a
BUK/IIOYEHHAM
Mikpo6ionoriyHol
ymcToTm) Kkancyn bulk
(He posdpacoBaHoi
npoaykuii)); /labop
N+C Al, HimeuyunHa
(anbTepHaTMBHA
na6opartopis Ans
npoBefeHHs
KOHTPOJIHO AKOCTI
Mikpo6ionoriyHol
yncToTn); HysicaH
m6X, HimeuwunHa
(anbTepHaTVBHA
naboparopia Ans
npoBefeHHs
KOHTPOSIO SIKOCTI (3a
BUK/IOYEHHAM
MikpobiosoriyHol
yuctoTn)); Crc
IHCTUTYT PpeseHiyc
m6X, HimeuwunHa
(anbTepHaTVBHA
naboparopia aAns

3MiHUW | TUNY - BHECEHHS 3MiH Ao p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKynoproBasibHUiA 3aci6, 30kpema: Ans
anoMiHieBOT dosbr GnicTepa 3aMiHa ) OpMy/IHOBaHHS 3
"printed aluminium lidding foil" Ha "aluminium lidding foil".
BHeceHHs1 pefakuiiiHnx npasok fo p. 3.2.P.3.2. Cknag Ha
cepito
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
npoBefeHHs
KOHTPO/HO AKOCTI
MiKpobionoriyHol
unctotn); dapm/ior
dapma JlogxicTik
'm6X, HimeyunHa
(anbTepHaTMBHA
OinbHUUA ANA
BTOPUHHOTIO
nakyBaHHs Ta
MapKyBaHHs);
LLiteremaHH
JlboHhepnakyHreH
yHA NoricTtiwep Cepsic
e. K., HimeuunHa
(anbTepHaTMBHA
OinbHUUA ANA
BTOPUHHOTIO
nakyBaHHs Ta
MapKyBaHHs)
209. | MENAPIOHII eKCTpaKT piakui MAT YkpaiHa MAT "Fanuudcpapm” Ykpaina BHECEHHS 3MiH [0 peecTpauliinHmx maTepiauis:3minu | Tuny - - UA/13776/01/01
KOPEHIB (cybcTaHuis) B 6oukax "ranunudap 3MiHK 3 skocTi. A®I. KoHTponb A®L. 3miHa y napameTpax
EKCTPAKT noniMepHuUx ans M" cneumdikauin Ta/abo [oNyCTUMKUX MEX, BUSHAUYEHUX Y
PIAKWIA BMPOGHMLITBA cneumdikauisx Ha A®l, abo BMXigHWI/NPOMIKHWIA
HecTepuIbHNUX npoAayKT/peareHT, WO BUKOPUCTOBYIOTLCSA Y Npoueci
nikapcbknx oopm BUPOGHMLTBA ADI; cynyTHA 3MiHa: 3MiHM 3 iKOCTi. API.
KoHTponb A®l. 3miHa y meTogax BunpobyBaHHs APl abo
BMXi4HOro Marepiany/npomikKHOro NPOAyKTy/peareHTy, Lo
BUKOPUCTOBYETLCA Y npoLeci BUpo6HuLTBa A®I (iHLWi 3MiHK
y MeTogax BunpobyBaHHA (BK/IOYaoum 3amiHy abo
[0MNoBHEHHS) AD| abo BUXiZHOro/NPOMIKHOTO MPOAYKTY)
(6.1.6.2. (I'),IB) - BHECEHHS 3MiH Y peecTpaLliiiHe [1OoCkbE
(nigpo3gain 3.2.S.2.3. KoHTponb mMaTepiasis) nos'AsaHe 3
HeoObXigHICTIO NpuBeAeHHS cneuudikalii Ta MeToais
KOHTponto ETaHon (96%) y BignosigHicTe Ao sumor EP/A®Y,
Aitoye BuaaHHs; 3mMiHu | Tvny - BUNyYeHHs 3 peectpaviiHoro
pocbe (nigpo3ain 3.2.S.2.3. KoHTposb MaTtepianis)
iHbopMmawii, WoA0 Ha3BY BUPOOHMKA peareHTy
(3aTBEpAXEHO: KOHLEPH «YKPCMMPT»), Y 3B'A3KY i3
nepiognYHMMUN 3MiHaMU Ha3B BUPOGHWKIB peareHTiB,
OCKiNbKy cneumaikaLis Ta METOAN KOHTPOJIHO AKOCTI
IAEHTVYHI N5 BCIX BUPOGHWKIB
210. | NEP'ETA® KOHUeHTpaT ans ®.XopcpmaH | LBeiiuapi Pow [fliarHocTuKe HimeyunHa/ BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis 3miHu Il Tuny - 3a UA/13062/01/01
PO34uHy Ans iHgys3il H-J17 PoLu a v6X, HimeyunHa LLiseiiuapis 3as1BHMKOM OHOB/IEHO Mn1aH ynpaBniHHA pyu3nkamu, Bepcis peyenmom
no 420 mr/14 mn; no Nt (BMpPOGHMLTBO 13.1 y 3B’A3KY 3 OHOB/IEHHAM iHChopMaL,ii PO 3aBepLUEHHS
14 mn y donakoHi; no 1 Hepo3acoBaHoT pocnimpkeHHa MO28047 (PERUSE). 3miHv BHeceHi A0
(h/1aKOHY Y KapTOHHilA npoAyKLUii, NnepBrHHE yacTtuH |l «MnaH 3 papmakoHarnsagy», IV «Mnax
Kopobui nakyBaHHs, nicnspeecTpauininx gocnimpkeHb», V «3axoan 3 MiHiMisauii
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BMMNPOGYBaHHSA pu3ukiB», VI "Pe3tome MnaHy ynpaBaiHHA pu3vkamun” Ta
KOHTPOJIO SIKOCTI); Jopatky 8
®.XodhpmaHH-/15 PoLu
Nta, Weeiiuapis
(BTOpPVHHE NakyBaHHS,
BUMYCK cepii)
211. | NEPTYCWH cupon in bulk: mo 100 r MNAT YkpaiHa MAT "Fanuudcpapm” YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - - UA/9554/01/01
y thnakoHi abo 6aHLuj, "Tanuuchap 3MiHu 3 sikocTi. FoToBwMIA Nnikapcbkuii 3aci6. Cuctema
no 48 chnakoHis abo m" KOHTeliHep/3akynoptoBasbHWii 3aci6. 3MiHa po3mipy
6aHoK y kopobi yNakoBKM rOTOBOTO NiKapCbKOro 3acoby (iHLUi 3MiHK) -
KapTOHHOMY BHECEHHS 3MiH Y peecTpaLliiiHi MaTepianu Aocbe, a came
nepexig chopmu Bunycky Ha 100 ry chsiakoHax abo 6aHkax
(3aTBepaxeHo: 100 mn y hriakoHax abo 6aHkax), 3
BiANOBiAHMMM 3MiHAMKM [0 creundikaLii/MeToAiB KOHTPO/O
AKOCTI N. «Maca BMICTy ynakoBKu» Ta p. «YnakoBka».
BBeAeHHS1 3MiH NPOTAroM 6-TU MicsLLB NiC/1s 3aTBEPKEHHS.
212. | NEPTYCUH cupon, no 100 ry MAT YkpaiHa MAT "Tanuuchapm” Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny - 6e3 UA/0749/01/01
thnakoHax abo "rannudap 3MiHu 3 sKocTi. FoToBWMIA Nikapcbkuii 3aci6. Cuctema peyenma
6aHkax; no 100 r y Mm" KOHTeliHep/3aKynopoBanbHuii 3aci6. 3MiHa po3mipy
hnakoHi abo 6aHLi; no yNaKkoBKW FOTOBOr0 NiKapCbKoro 3acoby (iHLi 3MiHK) -
1 cbnakoHy abo 6aHLi BHECEHHS 3MiH Y peecTpaLiiiHi maTepiasin gocke, a came
y nauuj nepexig chopmm Bunycky Ha 100 r y conakoHax abo 6aHkax
(3aTBepaxeHo: 100 mn y hnakoHax abo 6aHkax), 3
BiANOBIAHMMYM 3MiHamK 40 cneuudikaLii/MeToAiB KOHTPOO
AKOCTI N. «Maca BMICTy ynakoBKu» Ta p. «YNakoBKa».
BBefeHHs 3MiH NpOTAroM 6-TU MiCALIB NiCNsA 3aTBEPKEHHS.
213. | MNIOPAr® po34uH, Mo 10 mny HEO KaHapga BCi cTagii KaHnapga/ BHECEHHS 3MiH 40 pPeeCcTpaLiiHNX MmaTepiasiiB: 3MiHu | Tuny - 3a UA/15974/01/01
BAKTEPIO® CKNAAHOMY (pr1akoHi; no MPOBIO BMPOGHMLTBA: Ykpaina 3MiHu 3 siKocTi. [oToBWMIA Nikapcbkuii 3aci6. Cuctema peyenmom
Ar 4 hnakoHn B KEAP IHK. TOB «®APMEKC KOHTelHep/3aKynopoBasibHWiA 3aci6. 3miHa po3mipy
MONIBANEH KOHTYPHIli YapyHKOBIl FPYIM», YkpaiHa gns YyNaKoBKM FOTOBOTO J1iKAPCbKOro 3acoby (BUTyYeHHs
THNIA ynakosLi; no 1 HEO MNMPOBIO KEAP yNaKkoBKW NEBHOIO Po3Mipy).
KOHTYPHIn YapyHKOBIlA IHK., KaHaga,; BunyyeHHs ynakoBOK roToBOrO /likapcbKoro 3acoby. 3miHu
ynakoBLi y KOMM/IEKTi BMNYCK Cepil: BHeceHo B MKH, peecTpadiiiHe nocBig4eHHs, iHCTPYKLito Ans
3 KpULLKamu- TOB «®APMEKC MeAMYHOro 3acTocyBaHHA y p. "Ynakoska" 3 BifnoBigH1Mu
KpanenbHuuamn, B FPYM», YkpaiHa ana 3MiHaMM Y TeKCTi MapKyBaHHS YNakoBKY NiKapCbKOro 3acoby.
iHAVBIgYa/TbHOMY HEO MNMPOBIO KEAP TepMiH BBEAEHHS 3MiH — MPOTArom 6 MicsiLiB micas
nakyBaHHi B nauyu,i 3 IHK., KaHaga 3aTBEPKEHHS.
KapToHy; no 20 MmNy abo
CKNSIHOMY (h/1aKOoHi; no TOBAPUCTBO 3
1 chnakoHy y OBMEXXEHOIO
KOMNeKTi 3 BIAMOBIOAANBHICTIO
HacafKkoto- «HEOIMNPOBIOKEAP-
po3nunoBayem B YKPAIHA»,
iHaVBIAyanbHOMY Ykpaina
nakyBaHHi B mauyl,i 3
KapToHy; no 20 mny
CKNSAHOMY (h1akoHi; no
4 donakoHn B
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KOHTYPHIli YapyHKOBIi
ynakosLi; no 1
KOHTYPHIIn YapyHKOBIlA
ynakoBLji B mauui 3
KapToHy; no 20 MmNy
CKNsAHOMY hNaKoHi; no
4 chnakoHn B
KOHTYPHili YapyHKOBIi
ynakosui; no 1
KOHTYPHIli YapyHKOBIi
ynakoBLi y KOMM/IeKTi
3 HacafKoto-
posnuoBayem B
iHAuBiAyabHOMY
nakyBaHHi B nauui 3
KapToHy; no 50 mny
CKNAHOMY (p1akoHi; no
1 cbnakoHy B nauui 3
KapTOHY
214. | NIPALETAM PO34UH O151 iH'EKLLNA, MAT YkpaiHa MAT "Tanuuchapm” Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu |l Tuny - 3a UA/0901/01/01
200 mr/mn; no 5 mn B "ranuudap 3MiHM 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. KoHTposb peyenmom
amnyni; no 5 amnyn'y M roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpiB
KOHTYPHIli YapyHKOBIi cneuudgikaLin Ta/abo AONYCTUMUX MEX FOTOBOrO
ynakosLi; no 2 nikapcbKoro 3acoby (3MiHa 3HaxoAMTbLCA No3a
KOHTYPHI YapyHKOBI 3aTBEPMKEHUMY JONYCTUMUMMK MeXamm crnevumdikauii);
yNaKkoBKU y navui CynyTHs1 3MiHa: 3MiHK | TUNY: 3MiHK 3 siKOCTi. FOoTOBMIA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NikapCbkoro 3acoby.
3MmiHa y meTogax BunpobyBaHHsA roTOBOTO NiKapCbKOro
3aco6y (iHLWi 3MiHK y MeTogax BUNpobyBaHb (BK/IHOYaoUn
3amiHy ab0 AONOBHEHHS)) — 3MiHW Y cneuudikauii Ta
mMeToAax koHTposto 13, wo 06ymMoB/eHi 3MiHOK KpUTepito
ons gomiwky D, a came po3LuMpeHHs Mexi y cneumadikaw,i
Ha TEpPMiH NpUAATHOCTI
215. | NIPOXEKTA® | po3u4uH Ans iH'EKUIN, AT YkpaiHa AT "dapmak” Ykpaina BHECEHHS 3MiH O peecTpaLjiiiHiX maTepianis 3miHu | Tuny — 3a UA/12798/01/01
20 BO/Mnno1mns "®papmak” BBE[EHHS albTEPHATUBHOIO BUPOGHMKA NEPBUHHOT peyenmom
amnyni; no 10 amnyn y ynakoBKku (amnysiv Mpo30poro ckna, NepLuioro rigponiTMyHoro
nadui; no 1 mn B knacy, emHicTio 1 m1) Schott Hungary Kft, YropwuHa, 6e3
amnyni; no 5 amnyn y 3MiHM SIKICHOrO Ta KiNlbKiCHOro ckiagy nakyBaslbHOro
6nicTepi; no 2 marepiany; 3anpornoHoBaHo: AMnyv BUPO6HULTBA
6nicTepy B navui 3 «Thuringer pharmaglas GmbH», HimeuunHa; «Schott
KapToHYy Hungary Kft”, YropwmHa
«[onTaBCbKUiA 3aBOA, MEAMNYHOTO CKNax», YKpaiHa; 3miHu I
TUNY — BBEAEHHA A0AATKOBOI yNakoBku, a came amnynim
NpO30poro ckna, NepLuUoro rigponitTnyHoro knacy (Yrc-1),
EMHICTIO 1 Mn BUpOGHMLTBa «[MonTaBCcbKWil 3aBof,
MeJMYHOro ckna», YkpaiHa. Cknag, ckiioTpyokn sikoro
He3Ha4yHOo BiApPI3HAETLCA Bif CKNaay Ckna B CKAOTpy6Ui
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
3aTBEPAKEHOIO BUPOBGHMKA
216. | NCOPUHOXE | kpanni opasbHi no 30 Bionoriwe HimeuuunH Bionoriwe HimeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis 3MiHu | TUNYy - 6e3 UA/6678/01/01
b H My chrakoHi- Xannbmitre a XanbmiTTenb Xeenb 3MiHK Woa0 6e3nekn/edekTUBHOCTI Ta thapmakoHarnsgy - peyenma
KpanenbHuui; no 1 nb Xeesb M6X 3MiHWN BHECEHI 10 TEKCTY MapKyBaHHS NepBUHHOT yMakoBKM
nakoHy-KpanenbHuLI meX niKkapcbKoro 3acoby LWoA0 HAsABHOCTI 3aX1CHUX eNIeMEHTIB
y KOpobLj 3 KapTOHY
217. | NYNbMIKOPT | cycneHsis gns ACTPA3EH LBewis AcTpa3eHeka Ab, LLiBeuis BHECEHHS 3MiH A0 pPeeCTpaLiiHNX MaTepiasiiB 3miHu | Tuny - 3a UA/5552/01/01
po3nuneHHs, 0,25 EKA Ab Lseuis 3MiHM WoAo 6e3neku/edheKTBHOCTI Ta chapmakoHarnagy. peyenmom
Mr/mMn; Mo 2 M B (BUPOGHMLTBO, BBeneHHst abo 3MiHU A0 y3arasibHEHUX AaHWUX NPO cUcTeMy
KOHTeliHepi; no 5 KOHTPO/b AKOCTi Ta thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX gaHnx npo
KOHTEliHepIB y BUNYyCK cepii); cmcTemy chapmakoHarnsgy, 3MiHa ynoBHOBakKeHOoi ocobu,
KOHBepTi; no 4 AcTpa3eHeka Ab, BiANOBIAa/IbHOI 3a 34iiCHEHHA hapMakoHarnsay; KOHTaKTHOI
KOHBEPTUN Y KapPTOHHIi LLBeuis (koHTpoOnb ocobu 3 chapmakoHarnsgy 3asnBHVKa o115 34iRCHEHHS
Kopoobui SAKOCTI) hapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
YMNOBHOBaXXEHOT 0CO6M, BifNOBiAaNIbHOT 3a 34iACHEHHS
hapMakoHarnsay (BK1UYakoum KOHTaKTHI AaHi) Ta/abo 3MiHM
Y PO3MiLLeHHI MacTep-halina cuctemu papmakoHarnagy) -
3MiHa KOHTaKTHOI 0CcobY 3asiBHMKa, BIANOBIAA/ILHOT 3a
3fificHeHHs chapmakoHarnsgy B YkpaiHi. [ponoHosaHa
pepakuis: Mpyaies AeHuc AMntpoBuY. 3MiHa KOHTAKTHUX
[aHnX KOHTaKTHOI 0cobu 3asiBHUKa, BIAMNOBIAa/IbHOT 3a
3piicHeHHs hapmakoHarnsgy B Ykpaii
218. | NYNbMIKOPT | cycneHsis ans ACTPA3EH Lsewis AcTtpa3eHeka Ab, LLBeuis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis 3miHu | TNy - 3a UA/5552/01/02
posnuneHHs, 0,5 EKA Ab Lsewis 3MiHM WoAo 6e3neku/eeKkTUBHOCTI Ta thapmakoHarnagy. peyenmom
Mr/mMn; Mo 2 M B (BUPOGHMLTBO, BBegeHHs1 abo 3MiHUM A0 y3ara/ibHEHMX AaHMX NPO CUCTEMY
KOHTeliHepi; no 5 KOHTPO/b SIKOCTi Ta chapmakoHarnsgy (BBefeHHs y3araibHeHUX AaHux npo
KOHTelHepiB y BUNYCK cepil); cucTemy thapmakoHarnsgy, 3MiHa ynoBHOBaXkeHOoT ocobu,
KOHBepTi; no 4 AcTpa3eHeka Ab, BigNoBiAa/IbHOI 3a 34iICHEHHST hapMakoHarns4y; KOHTakTHOT
KOHBEPTM Y KapTOHHIi LBewjs (KOHTpOsb 0co6m 3 chapmakoHarnagy 3asBHVKa 4715 34iINCHEHHS
KopooLi AKOCTI) thapmakoHarnagy B YKpaiHi, K0 BOHA BigMiHHA Bif,
YMOBHOBaXXEHOI 0COOM, BifNoBigaibHOI 3a 34iACHEHHS
thapmakoHarnagy (BK/ouatoum KOHTaKTHi AaHi) Ta/abo 3MiHu
y po3MilLieHHi MacTep-chaiina cuctemn dhapmakoHarnagy) -
3MiHa KOHTaKTHOI 0C0bu 3asiBHMKA, BiAMNOBIAA/IbHOT 32
3pificHeHHs chapmakoHarnsgy B YkpaiHi. [ponoHoBaHa
pegpakuis: Mpyaies JeHuc AMuTpoBuY. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0co6bu 3asiBHMKA, BIAMOBIAa/IbHOT 32
3pificHeHHs1 hapmakoHarnsay B YkpaiHi
219. | NYNbMIKOPT | nopoLok gns ACTPA3EH LBewis AcTpa3eHeka Ab LLBeuis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasnis 3miHu | Tuny - 3a UA/5552/02/01
TYPBYXANE iHranaujn, 100 EKA AB 3MiHM WoAo 6e3nekn/edpeKTBHOCTI Ta chapmakoHarnagy. peyenmom
P MKr/go3a no 200 fo3 y BeeneHHs1 ab0 3MiHU [0 y3arafibHEHUX AaHUX NPO cUcCTeMy
n1acTMKOBOMY thapmakoHarnagy (BBeAeHHs y3arasibHeHUX gaHnx npo
iHransTopi, o 1 cucTemy thapmakoHarnsay, 3MiHa yNnoBHOBakeHOT ocobu,
iHranaTopy B BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay; KOHTaKTHOI
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KapTOHHI KopoobLi 0cobu 3 chapmakoHarnsay 3asaBHVKa A5 34iIACHEHHS
hapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
YNOBHOBaXXEHOI 0CO6U, BifiNOBIAAIbHOI 3a 3iICHEHHS
thapmakoHarnsgy (Bk/louatoum KOHTaKTHi AaHi) Ta/abo 3MiHu
Y PO3MiLLEeHHI MacTep-halina cuctemu hapmakoHarnagy) -
3MiHa KOHTaKTHOI 0C0bY 3asiBHMKa, BIAMNOBIAA/ILHOT 32
3gificHeHHs chapmakoHarnsgy B YkpaiHi. [ponoHoBaHa
pepakuis: Mpyaies AeHuc AMUTpoBuY. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0co6bu 3asiBHUKA, BIAMNOBIAa/IbHOT 3a
3pificHeHHs hapmakoHarnsgy B YkpaiHi
220. | NYNbMIKOPT | nopoluok ans ACTPA3EH LBewis AcTtpa3eHeka Ab LLBeuis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis 3MiHu | TNy - 3a UA/5552/02/02
TYPBYXANE iHranauin, 200 EKA Ab 3MiHM Wo[o 6e3nekn/eteKTUBHOCTI Ta hapmakoHarnsgy. peyenmom
P Mkr/go3a, no 100 o3 BeefieHHs1 @60 3MiHM [0 y3arasibHeHUX JaHnX Npo cuctemy
y NNacTKoBOMYy chapmakoHarnsgy (BBeAeHHs y3araibHeHUX AaHux npo
iHransTopi, no 1 cucTemy thapmakoHarnsgy, 3MiHa ynoBHOBaXKeHOT ocobw,
iHransTopy B BiANOBIAaUIbHOI 3a 34iiCHEHHSA hbapMakoHarnsay; KOHTakTHOI
KapTOHHIlA KOpooLi 0cobu 3 chapmakoHarnsay 3asaBHUKa o151 34iACHEHHS
thapmakoHarnagy B YKpaiHi, K0 BOHA BigMiHHA Bif,
yMOBHOBaXeHOT 0cobu, BigNoBiAanNbHOT 3a 34iACHEHHS
hapMakoHarnagy (Bk1ovatoum KOHTaKTHI AaHi) Ta/abo 3MiHu
Y PO3MiLLEeHHI MacTep-halina cuctemv papmakoHarnagy) -
3MiHa KOHTaKTHOI 0Cc0o6M 3asiBHMKA, BiANOBIAA/IbHOT 32
3aiicHeHHs chapmakoHarnsgy B YkpaiHi. [ponoHoBaHa
pegakuis: Mpyaies eHnc AMutpoBuy. 3MiHa KOHTAKTHUX
[aHNX KOHTaKTHOI 0co6u 3asiBHMKA, BiAMNOBiAa/IbHOT 3a
3pificHeHHs1 hapmakoHarnsay B Ykpaii
221. | PErAPOH MOPOLLIOK A030BaHW; OpioH PiHNAHAIA OpioH KopriopeiiLuH, diHnangisa/ BHECEHHS 3MiH 40 peecTpauliinHmx maTepiastis 3MiHu | Tuny - 6e3 UA/2065/01/01
no 18,9 r nopoLuky y Kopnopeiiw DiHNAHZIA (BUPOBHUK, IcnaHis 3MiHM Woao 6e3nekun/edhekTBHOCTI Ta chapmakoHarnagy - peyenma
nakeTi; no 20 nakeTis H LLLO 3AjiCHI0E 3MiHW BHECeHi 40 po3ainy "Oco6/MBOCTi 3aCTOCYBaHHSA"
Y KapTOHHIll kopoobui KOHTPONb AKOCTI i LoA0 6e3nekn 3acTocyBaHHs NikapCcbKoro 3acoby.
BMNyck cepii); TOB BBefeHHs 3MiH NPOTAroM 6-Tu MicAUB NiCNA 3aTBEpXKEHHS
Peumndapm Mapertc,
Icnanis (BUPOBHMK, Lo
3[ilicHI0E
BMPOBHULTBO,
nakyBaHHs1, KOHTPO/b
SIKOCTi | BUMYCK cepii)
222. | PEriagPOH MOPOLLIOK AN OpioH PiHNAHAiA Oii Megdaiins Nita, diHnangis/ BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis 3MiHuW | Tuny - 6e3 UA/9267/01/01
onTIM OPa/IbHOTO PO3YMHY, Kopnopeiiw ®iHnAHAIS (BUPOOHMK, Icnanis 3MiHM BHECEHI [0 TEKCTY IHCTPYKLUIT 40 po3ainy peuyenma
no 10,7 r NopoLLKy Y H LLLO 3AjiCHI0E "Oco6MBOCTI 3acTOCyBaHHS" Wo0A0 6e3nekn 3acToCyBaHHS
nakeTi; no 20 nakeTiB KOHTPO/Ib AKOCTI ); nikapcbKoro 3aco6y. BeefeHHsA 3MiH NpPOTAromM 6-Tu micsiuis
Y KapTOHHIli Kopobui OpioH KopnopelilH, nicnis 3aTBEpPAKEHHS
DiHNAHAIA (BUPOBHUK,
L0 3gilicHI0e
KOHTPO/b SKOCTI i
BUNyck cepiii); TOB
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

Peuudapm Mapetc ,
IcnaHis (BUPOGHUK, L0
3[jiicHI0E
BMPOGHMLITBO,
nakyBaHHs!, KOHTPO b
AKOCTI Ta BUNyCK
cepiit)

223.

PE3ICTON®

Kpanni opasibHi in bulk:

no 20 Mn y doNakoHi;
no 88 chnakoHiB y
KOpOb6i KapTOHHOMY; in
bulk: no 50 mn'y
chnakoHi; no 80
ch1aKkoHiB y Kopobi
KapTOHHOMY

NAT
"Tanuudhap
e

YkpaiHa

MAT "Tanuuchapm”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny -
3MiHK 3 AKoCTi. ADI. KoHTposib A®L. 3miHa y napameTpax
cneumdikauin Ta/abo [oNyCTUMKUX MEX, BUSHAUYEHUX Y
cneumdikauisix Ha Ad®l, abo BMXigHWIA/MPOMIKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTHLCS Y Npoueci
BMPOGHMLUTBA ADI; cynyTHS 3MiHa - 3MiHU 3 SKOCTi. ADI.
KoHTponb A®l. 3miHa y MeTogax BunpobyBaHHa Ad| abo
BMXIAHOIO MaTepiany/NpoMiKHOro NpoAyKTy/peareHTy, Wo
BVIKOPVCTOBYETbLCS Y NpoLeci BUPO6HMLTBA AD| (iHLLI 3MiHK
y MeTogax BunpobyBaHHA (BK/OYakoum 3amiHy abo
[0NoBHEHHS) A®| abo BUXiAHOro/NPOMIDKHOTO MPOAYKTY -
BHECEHHS 3MiH Y peecTpauiiHe gocbe (nigposgin 3.2.S.2.3.
KoHTpo/sib MaTepiasiiB) noB'sA3aHe 3 HEOOXigHICTIO
npusefeHHs cneuyudikauii Ta MeToAiB KOHTPOO cybCTaHLi
EtaHon (96%) y BignosigHicTe Ao Bumor EP/A®Y, gitove
BUAHHSA sika BUKOPUCTOBYETHCA NPU BUPOOHNLTBI ADI
MenaproHii KopeHiB, EKCTPaKT pigknin (CybcTaHLis)
3MiHW | TUNY - BUNYYEHHS 3 PeeCTPaLiiHOro Aocbe
(nigposgain 3.2.S.2.3. KoHTponb mMaTtepianis) iHchopmadi,
LLLOZ10 Ha3BW BUPOGHMKA peareHTy (3aTBepaxeHo: KoHLepH
«YKPCNUPT»), y 3B'A3KY i3 NepioguyHMMmN 3miHaMun Ha3B
BMPOGHWKIB peareHTiB, OCKiNlbku crieumdikalis Ta metoan
KOHTPO/O SIKOCTi iAEHTUYHI NS BCIX BUPOOHNKIB

UA/14765/01/01

224.

PE3ICTON®

Kpanni opasibHi no 20
M1 abo no 50 mny
chnakoHi 3 Mpo6Koto-
KpanenbHuLeto; no 1
donakoHy B nauuj

NAT
"Tanuuchap
"

YkpaiHa

MAT "Tanuuchapm"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny -
3MiHK 3 AKOCTi. ADL. KoHTposb A®I. 3miHa y napameTpax
cneumdikauin Ta/abo [oNyCTUMKUX MEX, BUSHAUYEHUX Y
cneumdikauisix Ha A1, abo BUXigHWA/NPOMIKHWIA
npoAayKT/peareHT, WO BUKOPUCTOBYIOTLCSA Y Npoueci
BMPOGHMLTBA ADI; cynyTHS 3MiHa - 3MiHU 3 SKOCTi. AdDI.
KoHTponb A®l. 3miHa y MeTogax BunpobyBaHHa APl abo
BUXIZAHOrO MaTepiany/npoMiKHOro NpoayKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS Y NpoLeci BUPO6HMLTBA AD| (iHLLI 3MiHK
y MeTofax BUNpobyBaHHsA (BK/IKOHa0uM 3aMiHy abo
[OMOBHEHHS) AD| abo BMXiAHOTO/MPOMIXXHOIO NPOAYKTY -
BHECEHHS 3MiH y peecTpauiiiHe gocke (migposain 3.2.5.2.3.

6e3
peyenma

UA/13789/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KoHTponb mMaTepianis) nos'sA3aHe 3 HEOOXIAHICTIO
npuBefeHHs cneuudikauii Ta MeToAis KOHTPOO cybCcTaHLi
ETaHon (96%) y BignoBigHicTb fo Bumor EP/AdY, fitoue
BWAHHA sika BUKOPUCTOBYETHLCHA NpU BUPOOHNLTBI ADI
MenaproHii KopeHiB, EKCTPaKT PigxMia (CybcTaHLis)
3MiHW | TUNY - BUNYYEHHS 3 PeECTPaLLiiHOro AOCkE
(nigpo3gain 3.2.S.2.3. KoHTponb Matepianis) iHdhopmadi,
LLL0Z10 Ha3BW BUPOGHMKA peareHTy (3aTBepaxeHo: KoHLepH
«YKPCNUPT»), y 3B'A3KY i3 NepioguyHUMMN 3MiHaMK Ha3B
BMPOGHUKIB peareHTiB, OCKiNIbkn crieymdikalis Ta metoau
KOHTPO/IO AKOCTI iAEHTUYHI 4115 BCIX BUPOBHNKIB
225. | PEKCETUH® TabneTku, BKPUTI BAT YropwuHa BAT "lepneoH Pixtep" YropwmHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis 3MiHu | TNy - 3a UA/3911/01/02
nNiBKOBOIO "T'efeoH 3MiHM BHECEHO A0 iHCTPYKLii 415 MeAUYHOro 3aCTOCyBaHHS peyenmom
060n10HKot0, No 20 Mr PixTep" nikapcbkoro 3acoby y po3gim: "OcobnnBocCTi
no 10 TabneTtok y 3acTocyBaHHSA", "3acTocyBaHHs y nepiog BaritTHoCTi abo
6nicTepi; no 3 rogysaHHs rpyaar”, "Mobivni peakuyii” BignosigHo o
6nicTepy B KAPTOHHIi OHOBJ/IEHOT iHdhopMaLlii 3 6e3neku Ailo4oi peHOBUHN.
ynakoBLi BBefeHHA 3MiH NPOTAroM 3-x MicsLIB NiCNsA 3aTBEPLKEHHS;
3MiHM | TUMY - 3MiHW BHECEHO [0 IHCTPYKLUIT A48 MeANYHOr0o
3acTocyBaHHS NiKapcbKoro 3acoby y po3ginu: "B3aemogis 3
iHLWMMK NikapcbkMKU 3acobamMu Ta iHLWi BUAY B3aemogiii"
"Oco611BOCTI 3aCTOCyBaHHSA" BigNOBIAHO A0 OHOBMEHOI
iHchbopmawii 3 6e3nekun gjtoyoi pevyoBUHU. BBeAEHHS 3MiH
NpoTAroM 3-x MicsiLiB Nicns 3aTBepKEHHS
226. | PEKYTAH® pignHa no 100 mny NAT YkpaiHa MAT "Fanuudcpapm” Ykpaina BHECEHHS 3MiH [0 peecTpavljiiiHuX maTtepianis: 3MiHu | Tuny - 6e3 UA/8838/01/01
oNakoHi CKIsiHOMY "Tanuudhap 3MiHM 3 SIKOCTi. [OTOBWIA Nikapcbkuii 3aci6. KOHTpob peyenma
ab60o nonimepHomy; no M" [OMOMDKHMX peyoBUH. 3MiHa napameTpiB crnewmdikauii
1 donakoHy B nau; no Ta/abo [oMyCTUMUX MeX A7 [OMOMDKHOI PEYOBUHM -
100 mny 6aHui; no 1 BHECEHHS 3MiH NOB'sI3aHe i3 HEOOXIAHICTIO MPVMBEAEHHS
6aHui B naywi crneundikaii Ta MeToAiB KOHTPOKO AKOCTi AONOMIXHUX
peyosuH Monicop6aT-80 Ta ETaHon (96 %) ao EP, gitoue
BMAaHHsA. CynyTHSA 3MiHa - 3MiHM 3 AKoCTi. [0ToBWMiA
nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX Pe4yoBUH. 3MiHa Y
MeToAax BUNPOGYyBaHHSA AOMOMIKHOI PeUOBUHM (iHLWi 3MiHW Y
mMeTogax BUnpobyBaHHA (BK1ouatoumn 3amiHy abo
[oflaBaHHs))
227. | PEKYTAH® piguHa, in bulk: no 100 MAT YKpaina NAT "Tanuuchapm” Ykpaina BHECEHHS 3MiH 4,0 pPeecTpaLiiHNX MmaTepiasiiB: 3MiHu | Tuny - - UA/9514/01/01
M1y prakoHi "Tanuuchap 3MiHM 3 SIKOCTi. [OTOBWIA Nikapcbkuii 3aci6. KOHTponb
cKnsHomy, abo M" [OMOMIXHUX peyoBVH. 3MiHa NnapameTpiB crneuudikawiii
nosiMmepHomy, abo y Ta/abo foNyCTUMUX MEX 415 AOMOMDKHOT PEYOBUHM -
6aHLuj; no 48 chnakoHiB BHECEHHS 3MiH NOB'sI3aHe i3 HEOOXIAHICTIO NPVMBEAEHHS
CKNAHMX, abo cneuudikaLii Ta METOAIB KOHTPOIHO AKOCTI JOMOMDKHUX
nosliMepHux, abo peyoBuH Monicop6ar-80 Ta ETaHon (96 %) o EP, aitoye
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

6aHoK y kopobi
KapTOHHOMY

BMAaHHA. CynyTHS 3MiHa - 3MiHM 3 AKOCTi. [0TOBWMiA
nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX PevyoBUH. 3MiHa y
MeTofAax BUNPOGYyBaHHSA AOMOMIKHOI PeYOBUHM (iHLI 3MiHW Y

MeToAax BUNpoGyBaHHS (BK0HYaum 3amiHy abo
[ofiaBaHHs))

228.

PEMOTIB

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOt0, No 500 mr
Ne30 (10x3), Ne60
(10x6) y 6nictepax

Amakca 1T/,

Benuka
BpuTaHis

IHTepnabop benn Arl,
LLiBeiiuapis (KOHTpOb
fAKocTi); Jlabop
Llonninrep Ar,
LLiBeiiuapis (KOHTpOb
AKocTi); Makc Lennep
3boHe AT, Lseiuapis
(BMpPOGHMLTBO 3a
NMOBHUM LMK/IOM);
Coro dnopgic
IHTEpHeLLHN
Csit3epnieHg CA,
LLiseiuapis (nepBuHHE
nakyBaHHs
(thbacyBaHHs),
BTOPWHHE MaKyBaHHS,
MapKyBaHHS1)

LLiseiuapis

BHECEHHS 3MiH [0 peecTpauliinHmx maTepiasis 3MiHu | Tuny -
BHECEHHS 3MiH A0 po3giny 3.2.S.2.2 peecTpauiiiHoro AocbE,
a came — BUJa/IEHHA NapameTpy «KOHLeHTpaLis KpeMHito
aiokcuay KonoigHoro 6e3B0AHOI0» 3 KOHTPOJIH B NPOLECI
BMPOGHMLTBA Ajil040T PEYOBUHU CYXOr0 EKCTPaKTy 3Bipoboto
3BUYaiiHoro. MapameTp «TemnepaTypa noBiTPsA Ha BUXOLi»
nepeknacudikosaHuii B napameTp npouecy. MNapameTp
«BTpaTa B Maci Npy BUCYLUYBaHHi» Ta MOro Mexi
3aMLWAaTbCA HE3MIHHUMK, ane nepeHyMepoBaHi 3
«KOoHTpOsb B NpoLeci BUpo6HMLUTBa 5» Ha «KOHTpOsb B
npoueci BUpo6HULTBA 4»; 3MiHW | TUNy - 3MiHa MeToay
KOHTPOO 415 BUNPOOYBaHHS B NPOLLECi BUPOGHMLITBA
Lit040T PEYOBMHM CYXOro eKCTPakTy 3BipO6OI0 3BMYANHOIO
BiANOBIAHO A0 MoHorpadii EP. MeTopg, 3miHeHwnii 3 EP 2.2.32
(BTpaTa npu BUCyLlyBaHHI) Ha EP 2.8.17 (BTpata npu
BMCYLLYBaHHI eKCTpakTiB). [MapameTp «BTpara B maci npu
BUCYLLYBaHHI» Ta MOro Mexi 3aMwatTbCa He3MIHHUMK, ane
nepeHymepoBaHi 3 «KOHTPO/Ib B NpoLeci BUPO6GHULTBA 5»
Ha «KOHTpOnb B Npoueci BUPO6HMLTBA 4»; 3MiHW | Tuny -
nepeknacudikalisi KOHTPO/O B NPOLIECi BUPOGHMLTBA Ha
napameTpu npoLiecy nif Yac BUPOBHMLTBA Ail04H0T peYoBUHN
CYXOro eKCTpakTy 3Bipo60t0 3BMYainHoOro. Mexi napameTpis
3a/mwatoTbea 6e3 3MiH

6e3
peyenma

UA/16299/01/01

229.

PIBOOAPOH

Tabnetkun no 200 mr
no 10 TabneTtok y
6nicTepi; no 3
6nicTepy B KAPTOHHii
nauuj

PiBothapm
CA

LLBeiiuapi
a

Pisocpapm CA

LLiseiiuapis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis 3miHu | TUny -
3MiHM WoAo 6e3nekun/edpeKkTBHOCTI Ta thapmakoHarnsgy.
BBefieHHs1 @60 3MiHM [0 y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnagy (BBefeHHs y3araslbHeHUX gaHnx npo
cuctemy chapmakoHarasgy, 3miHa ynoBHOBaXKeHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay; KOHTakTHOI
0ocobu 3 chapmakoHarnsay 3asaBHVKa 15 34iACHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif,
YMOBHOBaXeHOT 0cobu, BigNOBiAaNbHOT 3a 34iCHEHHS
hapMakoHarnagy (Bkouvatoum KOHTaKTHI AaHi) Ta/abo 3MiHu
Y PO3MiLLEeHHI MacTep-halina cuctemy papmakoHarnagy) -
3MiHa YNOBHOBaX€EHOI 0CO6M 3asBHIKKa, BignoBiganbHOT 3a
hapmakoHarnag.

MponoHoBaHa pepakuis: Mrs. Dovile Marcinke M. Sc.
(Pharm). 3miHa KOHTaKTHVX AaHUX YNOBHOBaXXEHOT 0Cco6M
3asBHMKa, BigNoBiAa/IbHOI 3a hapmakoHarnsag. 3MmiHa micus
3[iACHEHHS1 OCHOBHOT AISNbHOCTI 3 hapMakoHarisgy. 3MmiHa
MicLie3HaxopKeHHs1 MacTep-ghaiina cuctemu

3a
peyenmom

UA/17330/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

thapmakoHarnagy

230.

PIBOKOP

TabneTtku, BKPUTI
NNiBKOBOK
060/10HKOH, MO 5 Mr
Ne 30 (15x2), Ne 90
(15x6) y 6nicTepax

PiBothapm
CA

LLBeiiuapi
2

Pisocpapm CA

LLiBeiiuapis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis 3MiHu | TUNYy -
3MiHM WoAo 6e3nekun/ehpekTBHOCTI Ta thapmakoHarnsgy.
BeeieHHs1 @60 3MiHV [0 y3arasibHeHUX JaHnX Npo cucTemy
chapmakoHarnsgy (BBefeHHs y3araibHeHUX AaHux npo
cuctemy thapmakoHarasgy, 3miHa ynoBHOBaXKeHOI 0cobu,
BiANOBIAaUIbHOI 3a 34iiCHEHHS hapMakoHarnsay; KOHTakTHOI
0cobu 3 chapmakoHarnsay 3asaBHUKa o151 34iIACHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Bif,
yMOBHOB&XeHOT 0cobu, BigNoBiAanbHOT 3a 34iACHEHHS
hapMakoHarnagy (Bk1oyvatoum KOHTaKTHI AaHi) Ta/abo 3MiHu
y PO3MiLLEeHHI MacTep-dhalina cuctemy papmakoHarnagy) -
3MiHa YNOBHOB&XEHOI 0CO6M 3asBHKKa, BignoBiganbHOT 3a
hapmakoHarnag.

MponoHoBaHa pepakuis: Mrs. Dovile Marcinke M. Sc.
(Pharm). 3miHa KOHTaKTHVX AaHUX YNOBHOBaXXEHOT 0CO6M
3asBHVKa, BigNoBiga/IbHOI 3a hapmakoHarnsag. 3MmiHa micus
3[iACHEHHS1 OCHOBHOT AISNbHOCTI 3 hapMakoHarnisgy. 3MmiHa
MicL,e3HaxoMKeHHs1 MacTep-aiina cucremu
thapmakoHarnsgy

3a
peyenmom

UA/17607/01/01

231.

PIBOKOP

TabneTkn, BKPUTI
nNiBKOBOKO
060/10HKO10, No 10 mr
Ne 30 (15x2), Ne 90
(15x6) y bnictepax

PiBochapm
CA

LLsenuapi
a

Pisochapm CA

LLiseiiuapis

BHECEHHS 3MiH 40 peecTpauiinHmx maTepiastis 3MiHu | Tuny -
3MiHM WoAo 6e3nekn/edheKTUBHOCTI Ta chapmakoHarnsay.
BBeeHHs1 a60 3MiHM [0 y3arasibHeHUX JaHuX Npo cucTemy
thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX gaHnx npo
cuctemy hapmakoHarnagy, 3MiHa ynoBHOBaXkeHoi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapMakoHarnsay; KOHTaKTHOI
0cobu 3 hapmakoHarnsay 3asBHUKa 415 34iIACHEHHS
hapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
YMNOBHOBaXXEHOT 0CO6M, BifNOBiAaNbHOT 3a 34iACHEHHS
hapMakoHarnsay (BK1UYatoum KOHTaKTHI AaHi) Ta/abo 3MiHM
Y PO3MiLLeHHI MacTep-halina cuctemy papmakoHarnagy) -
3MiHa YNOBHOBaXKEHOT 0CO6U 3asiBHMKA, BignoBigabHOI 3a
thapmakoHarnag.

MponoHoBaHa pepakuin: Mrs. Dovile Marcinke M. Sc.
(Pharm). 3MiHa KOHTaKTHMX AaHWX YNOBHOBaXKEHOI 0cobu
3asBHVKa, BignoBiganNbHOI 3a hapmakoHarnsag. 3miHa micus
3[iACHEHHSI OCHOBHOT AiSNIbHOCTI 3 hapMakoHarisgy. 3MiHa
MicLie3HaxopKeHHs1 macTep-haiina cuctemu
thapmakoHarnagy

3a
peyernmom

UA/17607/01/02

232.

PATIBHNK®

kpem no 15ra6o 30 r
y Ty6i, 1 Ty6a B nauui

MAT
"Knismegnp
enapar”

Ykpaina

MAT
"KvuiBmegnpenapar”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny -
3MiHM 3 aKkocTi. A®Il. Cuctema KOHTeliHep/3akynoproBasbHWi
3acib — BHeceHHs 3MiH go p. 3.2.S.6. Cuctema
KOHTeliHep/3akynoptoBasibHNIA 3acib, a came BBeAEHHS
[,00aTKOBOro BUAYy nakysaHHA, ana A®l lekcnaHteHon ,
BMpo6HMka BASF SE. Germany — nonieTuieHoro

6e3
peyenma

UA/5062/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

KoHTeliHepy (HDPE) fo 3aTBepA)KeHOoro MetaneBoro
KOHTeliHepa

233.

CEJABIT®

Tabnetku, no 10
Tabnetok y 6nictepi;
no 2 6nictepu B nayLj
3 KapPTOHY

MAT
"Kuismegnp
enapar”

Ykpaina

MAT
"Kuismegnpenapar”

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasiis 3MiHu | Tuny -
BBEJEHHSA [04aTKOBUX TEOPETUYHIX PO3MIpIB cepili, a came
440,00 Kr, Wwo cTaHoBUTL 676 922 TabneTok (gonyctume
BiAXMNEHHA po3Mipy napTii: Big 396,00 kr go 484,00 kr abo
Bia 609 230 no 744 615 TabneTok), 3anponoHOBaHo: -
108,76 «r, Wo cTaHOBUTbL 167 323 TabneTok (gonyctume
BiAXWIEHHS pOo3Mipy napTii: Big 97,88 kr o 119, 64 kr abo
150, 584 kr o 184 061 tabnetok); -217,52 kr, W0
CTaHoBUTb 334 646 TabneToK (A0NYyCTUME BiAXUNIEHHSA
po3mipy naprii: Big 195,76 kr go 19, 64 kr abo 239,28 kr abo
301 169 o 368 123 TabneTok); - 440,00 Kr, WO CTAHOBUTb
676 922 TabNeTokK (fonycTMMe BiAXUIEHHS PO3Mipy napTii:
Bifg 396,00kr go 484, 00 kr abo 609230 go 744 615
TabneTok); 3MiHU | Tuny - 3MiHW y MeToAax BUNpobyBaHb
[ON19 TECTY «MiKpOBiooriyHa YncToTa», yTOUHEHHS
npo6oniAroToBKM A1 BUNPOOYBaHOr0 3paska; 3MiHu | Tuny -
BELEHHSA a/lbTepHATUBHUIA TUM MaTepiasly NepBUHHOTO
nakyBaHHs - TPULLAPOBWIA MaTepian
(noniamig/antomiHieBnii/noniBiHiNXxnopna), 3anponoHOBaHO:
no 10 TabneTok y 6nicTep i3 N/iBKU NOMIBIHINX10PUAHOT
CBIT/103aX1CHOT 3€/1€HOr0 KONbOopy i hoNbIv asltoOMiIHIEBOT 3
OPYKOM, 1akoBOi. 2 6icTepy pa3oM 3 IHCTPYKLIE A0
MeAUYHOrO 3aCTOCYBaHHS MOMILLAOTb Y Mayky 3 KapTOHY
a60 no 10 TabneTok y 6aicTep i3 TpULLIAPOBOro MaTepiasny
(noniamig/antomiHin /nonisiHiNxnopua) i ponbru amtoMiHieBoi
3 IpYKOM, NakoBaHoi. 2 6/1icTepy pa3om 3 IHCTPYKLiED [0
MEMYHOTO 3aCTOCYBaHHS MOMILLIAIOTb Y MayKy 3 KApTOHY

6e3
peyenma

UA/7821/01/01

234.

CEPOKBE/b
XR

TabneTku, BKpUTI
nNiBKOBOIO
060/10HKOIO,
MPOJIOHroBaHoI Aji, Mo
300 mr; no 10
TabneTtok y 6nictepi;
no 6 6nicTtepiB y
KapTOHHIlA KOpooLi

ACTPA3EH
EKA HOK
Nimiteq

Benuka
BpuTaHis

AcTpa3eHeka
®apmacbsrotukanc J1M,
CLUA (B1MpO6HMK "in
bulk"); Actpa3eHeka
IOK Nimiten, Benuka
BpuTtaHis (BUpO6HWK,
BignoBigasibHWi 3a
nakyBaHHS Ta BUNYyCK
cepii)

CuwA/
Benvka
BputaHis

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiastis 3MiHu | TRy -
3MiHK Woao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsagy.
BBefeHHs ab0 3MiHM [0 y3araslbHEHUX AaHVX NPO cucTemy
chapmakoHarnsgy (BBefieHHs y3arasibHeHUX faHux npo
cuctemy chapmakoHarnagy, 3MmiHa ynoBHOBaXKeHoi 0cobu,
BiANOBIA&/IbHOI 3a 34iICHEHHA hapMakoHarnsay; KOHTakTHOI
0cobu 3 chapmakoHarnsay 3asaBHVKa A5 34iACHEHHS
thapMakoHarnagy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
YMOBHOB&XeHOT 0COo6M, BifNOBIAaNbHOT 3a 34iACHEHHS
thapmakoHarnagy (BK/louatoum KOHTaKTHi AaHi) Ta/abo 3MiHu
Y pO3MilLieHHi MacTep-thaiina cuctemn hapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0CObM 3asiBHMKA, BIAMNOBIAA/IbHOT 32
3gificHeHHs chapmakoHarnsgy B YkpaiHi. [ponoHoBaHa
pepakuis: Mpyaies AeHuc AMuTpoBuY. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0cobu 3asiBHMKA, BIAMOBIAa/IbHOT 3a
3pificHeHHs hapmakoHarnsgy B YkpaiHi

3a
peyenmom

UA/2535/02/03
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
235. | CEPOKBE/Ib | Tabnetku, BKpUTI ACTPA3EH Benwvka AcTpa3eHeka CLUA/ BHECEHHS 3MiH 0 peecTpauiiiHux maTepiastis 3MiHu | Tuny - 3a UA/2535/02/04
XR nNiBKOBOIO EKA HOK BpuTaHis $apmacbroTukanc M, Benuka 3MiHM WoAo 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnaay. peyenmom
060/10HKOIO, Nimiteq CLUA (BMpO6HMK "in BpuTtaHis BBefeHHs ab0o 3MiHM [0 y3araslbHEHUX AaHWX NPo cucTemy
MPOJIOHrOBaHoI Aji, Mo bulk"); Actpa3eHeka thapmakoHarnsgy (BBeAEHHS y3arasibHeHNX AaHux npo
400 wmr; no 10 IOK Nimiten, Benuka cucTemy chapmakoHarnsgy, 3MiHa ynoBHOBaXkKeHOi ocobu,
Tabnetok y 6nictepi; BpuTtaHis (BUPOGHWK, BiNOBIfa/IbHOT 3a 34iICHEHHS hapMakoHarnsay; KOHTaKTHOT
no 6 6nictepiB y BiANOBIAa/IbHUI 32 0cob6u 3 chapmakoHarnsay 3asaBHVKa 415 34iACHEHHS
KapTOHHIlA KopooLi nakyBaHHS Ta BUMYCK hapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
cepii) YNOBHOBaXXEHOI 0CO6U, BifiNOBIAAbHOI 3a 34iICHEHHS
thapmakoHarnsgy (BK/ouatoum KOHTaKTHi AaHi) Ta/abo 3MiHu
Y PO3MiLLEeHHI MacTep-halina cuctemu hapmakoHarnagy) -
3MiHa KOHTaKTHOI 0Cc0obY 3asiBHMKa, BIAMNOBIAA/ILHOT 32
3gificHeHHs chapmakoHarnsgy B YkpaiHi. [ponoHoBaHa
pepakuis: Mpyaies JeHuc AMuTpoBuY. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0cobu 3asiBHUKA, BIAMNOBIAa/IbHOT 3a
3pjificHeHHs hapmakoHarnsgy B YkpaiHi
236. | CEPOKBE/Ib | Tabnetku, BKpUTI ACTPA3EH Benuka AcTpa3eHeka CuwA/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis 3MiHu | TNy - 3a UA/2535/02/01
XR nNiBKOBOIO EKA HOK BpuTaHis ®apmacbroTukasc JM, Benuka 3MiHM Wo[o 6e3nekn/eteKTUBHOCTI Ta hapmakoHarisgy. peyenmom
060/10HKOI0, Nimiteq CLUA (BMpOGHMK "in BputaHis BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHVX MPO cUcTemy
NPOIOHIoBaHOI Aji, No bulk"); AcTpa3eHeka hapmakoHarnagy (BBefeHHs y3arasibHeHUX JaHuX Npo
50 mr; no 10 TabneTok IOK Nimitea, Benuka cucTemy thapmakoHarnsgy, 3MiHa ynoBHOBaXKeHOT ocobwm,
y 6nicTepi; no 6 BpuTtaHis (BUpOGHWK, BiANOBIAaUIbHOI 3a 34iiCHEHHSA hapMakoHarnsay; KOHTaKTHOI
6nicTepiB y KAPTOHHIl BiANoBiganbHUii 3a 0cobu 3 chapmakoHarnsay 3asaBHUKa o151 34iACHEHHS
Kopoobui nakyBaHHs Ta BUNYCK thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Bif,
cepii) yMOBHOBaXeHOT 0cobu, BigNoBiAanbHOT 3a 34iCHEHHS
hapMakoHarnagy (Bk1ovatoum KOHTaKTHI AaHi) Ta/abo 3MiHu
Y PO3MiLLEeHHI MacTep-halina cuctemv papmakoHarnagy) -
3MiHa KOHTaKTHOI 0C0o6M 3asiBHMKA, BiANOBIAA/IbHOT 32
3aificHeHHs chapmakoHarnsgy B YkpaiHi. MponoHoBaHa
pegakuisi: Mpyaies JeHnc AMutpoBuy. 3MiHa KOHTAKTHUX
[aHNX KOHTaKTHOI 0co6u 3asiBHMKA, BiAMNOBiAa/IbHOT 3a
3pificHeHHs1 hapmakoHarnsay B Ykpaii
237. | CEPOKBE/Ib | Tabnetku, BKpUTI ACTPA3EH Benvka AcTpa3eHeka CuwA/ BHECEHHS 3MiH A0 pPeeCTpaLiiHNX MaTepiasiiB 3miHu | Tuny - 3a UA/2535/02/02
XR NNiBKOBOIO EKA HOK BpuTaHis dapmacbroTukanc i, Benuvka 3MiHM WoAo 6e3neku/edheKTBHOCTI Ta chapmakoHarnagy. peyenmom
060/10HKOI0, NimiTen CWA (Bpo6HUK "in BpuTaHis BBeneHHst abo 3MiHU A0 y3arasibHEHUX AaHWUX NPO cUcTeMy
NPOMIOHIOBaHOI Aji, N0 bulk"); AcTpa3eHeka hapMakoHarnagy (BBeAEHHS y3arasibHEHUX AaHVX Npo
200 wmr; no 10 IOK Nimiten, Benuka cmcTemy chapmakoHarnsgy, 3MiHa ynoBHOBakKeHOoi ocobu,
TabneTtok y 6nictepi; BpuvTaHis (BUPOGHUK, BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapMakoHarnsay; KOHTaKTHOI
no 6 6nictepis y BiANOBigaIbHUIA 3a 0ocobu 3 chapmakoHarnsgy 3asnBHVKa 415 34iACHEHHS
KapTOHHIA KopoobLi nakyBaHHS Ta BUMYCK hapmakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
cepir) YMNOBHOBaXXEHOT 0CO6M, BiANOBiAaNIbHOT 3a 34iACHEHHS
hapMakoHarnsay (BK1UYakoum KOHTaKTHI AaHi) Ta/abo 3MiHM
Y PO3MiLLeHHI MacTep-halina cuctemy papmakoHarnagy) -
3MiHa KOHTaKTHOI 0CcobY 3asiBHMKa, BIANOBIAA/ILHOT 3a
3fificHeHHs chapmakoHarnsgy B YkpaiHi. lponoHosaHa
pegakuis: MNpyaies JleHnc AMUTPoBMY. 3MiHA KOHTaKTHUX
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
[aHNX KOHTaKTHOI 0Cco6u 3asiBHMKA, BiAMOBIAa/IbHOI 3a
3pjificHeHHst hapmakoHarnsay B YkpaiHi
238. | CEPTO®EH PO34NH A5 iH'EKLINA, YOPNA TypeyunH dapmaBixH CaH. Be TypeyunHa BHECEHHS 3MiH [0 peecTpauliinHmx maTepiasis 3MiHu | Tuny - 3a UA/14649/01/01
50 mr/2 mn, no 2 mn B MEAMUMH a Tigx. A.LLL. 3MiHM Woao 6e3neku/ehekTBHOCTI Ta chapmakoHarnagy - peyenmom
amnyni; no 5 amnyn y INAY CAH. BHECEHHS 3MiH A0 po3ainy “MapkyBaHHA" MKA N13:
KOHTYPHIli YapyHKOBIi BE TIK. 3anponoHosaHo: MAPKYBAHHSA 3rigHo 3aTBEpaKeHoro
ynakosLii, no 1 a6o 2 ALl TEKCTY MapKyBaHHs. OHOB/IEHHS TEKCTY MapKyBaHHS
KOHTYPHI YapyHKOBI yNaKkoBKU NiKapCbKoro 3acoby 3 BHECEHHAM iHchopmali
YNaKoOBKN B KAPTOHHIN LLIOA0 3a3HaYeHHS OAVHULL BUMIPIOBaHHSA y cuctemi Sl ta
Kopobui BHECEHHS iHhopMaLiii o0 0CO6MBUX 3aCTEPEXEHb NP
3aCTOCYBaHHI Nlikapcbkoro 3acoby. BBefeHHS 3MiH NPOTSArom
6-TV MiCALIB MiCNA 3aTBEPAKEHHS
239. | CUNAEHA®DI NMOpPOLLOK MpAT YkpaiHa MCH OpraHikc IHais BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis 3MiHu | TRy - - UA/16300/01/01
ny uMTPAT KpucTaniyHmi "TexHonor" MpaiiBut Nimitepq, noJaHHs OHOBMEHOro cepTudpikara BiaNoOBIAHOCTI
(cybeTaHuis) y €poneiicbkili hapmakonei Ne R1-CEP 2013-219-Rev 00
noABiiHMX BiJ BXe 3aTBepaxeHoro BupobHuka MSN Organics Private
nonieTuIeHoBMX Limited. Ak Hacnigok: 3miHM B cneuudikauii Ta metTogax
MiLLKax A5 KOHTPO/IO 3a nokasHukamn «CynpoBigHi JOMILLKM»,
hapmMaueBTUYHOTO «3a/IMLLKOBI PO3YUHHKKM», «CynbghaTHa 30/1a» Ta
3aCTOCYyBaHHSA «KinbkicHe BU3HAYEHHS»
240. | CAMBIKOPT NMopOoLIOK ANns ACTPA3EH LBewis AcTpa3eHeka Ab LLiBeuis BHECEHHS 3MiH A0 PEeECTpaLiiHNX MaTepiastiB 3miHu | Tuny - 3a UA/5433/01/01
TYPBYXANE iHransyiin, no3oBaHwiA, EKA Ab 3MiHM Woao 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnagy. peyenmom
P no 80 mkr/4,5 BeefeHHs ab0 3MiHW [0 y3arasibHEHUX AaHWX NPo cucTemy
MKr/fo3a, rno 60 fo3y chapmakoHarnsgy (BBefleHHs y3arasibHeHUx faHux npo
nNacTyKoBoMy cuctemy chapMakoHarnagy, 3MiHa ynoBHOBaXKeHoi 0cobu,
iHransaTopi; no 1 BiNOBIfa/IbHOT 3a 34iICHEHHS hapMakoHarnsay; KOHTaKTHOT
iHranaTopy B 0cobu 3 hapmakoHarnsgy 3asiBHVKa 415 34iACHEHHS
KapTOHHIlA KopooLi hapMakoHarnsagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
YNOBHOBaXXEHOI 0CO6U, BifiNOBIAAbHOI 3a 3iICHEHHS
hapMakoHarnsgy (BK/IUHatoum KOHTaKTHI AaHi) Ta/abo 3MiHM
Y PO3MiLLEeHHI MacTep-halina cuctemy papmakoHarnagy) -
3MiHa KOHTaKTHOI 0CcobY 3asiBHMKa, BIANOBIAA/ILHOT 32
3pilicHeHHs1 chapmakoHarnsgy B YkpaiHi. MponoHoBaHa
pepakuis: Mpyaies JeHuc AMnTpoBuY. 3MiHa KOHTAKTHUX
[aHnX KOHTaKTHOI 0cobu 3asiBHUKa, BIAMNOBIAa/ILHOT 3a
3[iiCHEHHS (papMakoHarnsay B YkpaiHi
241. | CUMBIKOPT NopoLUoK AN ACTPA3EH LBewis AcTpa3eHeka Ab LLBeuis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis 3MiHu | TNy - 3a UA/5433/01/02
TYPBYXANE iHransyji, Lo30BaHWiA, EKA Ab 3MiHK LWoa0 6e3nekn/eteKTUBHOCTI Ta hapmakoHarnsgy. peyenmom
P no 160 mkr/4,5 BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHVX MPO cucTemy
MKr/go3a, no 60 fo3y chapmakoHarnsgy (BBefeHHs y3araibHeHUX AaHux npo
n1acTMKOBOMY cucTemy thapmakoHarnsgy, 3MiHa ynoBHOBaXKeHOi ocobu,
iHransaTopi; no 1 BiANOBIA&UIbHOI 3a 34iiCHEHHS hbapMakoHarnsay; KOHTaKTHOI
iHranaTopy B 0cobu 3 chapmakoHarnsay 3asaBHVKa o151 34iIACHEHHS
KapTOHHI KOpo6Li hapmakoHarnagy B YKpaiHi, K0 BOHA BifMiHHA Bif,
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
YMOBHOB&XeHOT 0cobu, BiANOBiAaNbHOT 3a 34iACHEHHS
hapMakoHarnagy (Bkovatoum KOHTaKTHI AaHi) Ta/abo 3MiHu
y po3MilLieHHi MacTep-chaiina cuctemn dhapmakoHarnagy) -
3MiHa KOHTaKTHOI 0Cc06u 3asiBHMKA, BiAMNOBIAA/IbHOT 32
3AilicCHeHHs1 hapMakoHarisay B YkpaiHi. MponoHoBaHa
pegakuis: Mpyaies eHnc AMuTpoBuy. 3MiHa KOHTAKTHUX
[aHNX KOHTaKTHOI 0Cco6u 3asiBHMKA, BiAMOBIAa/IbHOI 3a
3pificHeHHs1 hapmakoHarnsay B Ykpaii
242. | CAMBIKOPT NMopoLUoK ANs ACTPA3EH LBeuis AcTpa3eHeka Ab LLBeuis BHECEHHS 3MiH A0 peeCcTpaLiiHnX MmaTepiasiiB 3miHu | Tuny - 3a UA/5433/01/03
TYPBYXANE iHranAuiin, fo3oBaHWi, EKA Ab 3MiHM WoAo 6e3neku/edheKTBHOCTI Ta chapmakoHarnagy. peyenmom
P no 320 mkr/9,0 BBeneHHs1 abo 3MiHU [0 y3arasibHEHUX AaHWUX NPO cUcTeMy
MKr/go3a; no 60 o3y hapMakoHarnagy (BBe4EHHS y3arasibHEHUX AaHVX Npo
nnacTyKoBoMy cuctemy hapmakoHarnagy, 3MiHa ynoBHOBakeHOi 0cobu,
iHranatopi; no 1 BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay; KOHTaKTHOI
iHransTopy B 0ocobu 3 chapmakoHarnsgy 3asnsHVKa A5 34iRCHEHHS
KapTOHHIA Kopoo6Li thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif,
YMNOBHOBaXXEHOT 0c0o6M, BiNOBIAaNbHOT 3a 34iACHEHHS
hapMakoHarnaay (BK1UYatoum KOHTaKTHI AaHi) Ta/abo 3MiHM
Y PO3MiLLeHHI MacTep-halina cuctemy papmakoHarnagy) -
3MiHa KOHTaKTHOI 0CcOobY 3asiBHMKa, BIANOBIAA/ILHOT 3a
3fificHeHHs thapmakoHarnsgy B YkpaiHi. [ponoHosaHa
pepakuisi: MNpygaies JeHnc MnTpoBuY. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0coby 3asiBHUKa, BIANOBIAa/IbHOT 3a
3piicHeHHs hapmakoHarnagy B Ykpaii
243. | CIHPAIN3 MOPOLLOK Ta LWaviep Benbris [03BiN Ha BUMNYCK ABcTpisi/ BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasis: 3miHu | Tuny - 3a UA/18748/01/01
PO3YMHHMK AN Cepsices cepii: bakctep Al, HimeyunHa 3MiHu 3 siKocTi. A®l. CTabinbHiCTb. 3MiHa nepiogy peyenmom
PO34nHy A5 iH'eKUI ABCTPisi; BAPOOHULITBO NOBTOPHUX BMNpoGyBaHb/nepiody 36epiraHHa abo yMoB
no 500 MO, no 2 N3, nepBuHHE Ta 36epiraHHa A®I (3a BigCYTHOCTI y 3aTBEPAYKEHOMY AOCLE
oN1akoHM 3 MOPOLLIKOM, BTOPWHHE NakKyBaHHSA cepTudpikaTa BignosigHOCTI EBponelickbkiit hapmakonei, Lo
2 chnakoHu 3 N3, KOHTPO/b AKOCTI BK/IO4AE Mepiof, MOBTOPHOro BUNpobyBaHHs) (nepiog
PO3YMHHUKOM, 2 cepii: bakctep Ar, NOBTOPHOro BUNpo6yBaHHs/nepios 36epiraHHs) - 3miHa ymMoB
npucTpoi ons ABCTpISi; KOHTPO/1b 36epiraHHs A®I - 3miHa ymoB 36epiraHHs A®I (nanofiltrate)
nepeHeceHHs 3 AKOCTI cepii: Ta NpomiHOro nNpoaykTy CM eluate, BUpo61eHnx Ha
inbTpOMm, 2 "CTepwbHICTL" Ta ninbHUU Los Angeles, USA, Ta npomixHoro npogykty DEAE
0fHOPAa30Bi LWNpULUY "EHAOTOKCUHN": eluate, BupobneHoro Ha ginbHULi Rieti, Italy 3<-25° C go <
o6'emom 10 mn, 2 Bakctep Al', ABTpisi; -20 ° C. 3MiHu Il Tuny - 3miHK 3 akocTi. ADl. BupobHuLTBO.
Habopu ans BMPOGHMLITBO, 3MiHa BUpOGHYKKa BUXiAHOTO/MPOMIXXHOIO
BEHEeNyHKLT i 2 nepBUHHE NakyBaHHA NpOAYKTY/peareHTy, Lo BUKOPUCTOBYOTHCA Y BUPOOHNYOMY
3aXMCHUX KUInmKa y Ta KOHTPO/1b SKOCTI npoueci A®l, abo 3miHa BUpo6HMKa (BKOUatouu, e
KapTOHHIA KopoobLi po3unHHKKa: 3irdopig, HeobxiHO, MicLe NpoBefeHHS KOHTPOsIo skocTi) AdI (3a
XamesnbH MM6X, BiICYTHOCTI cepTudikaTa BignoBigHOCTI EBponeiichkiii
HimeuunHa thapmakonei y 3aTBepKeHOMy A0ChE)(3MiHM A0 3ax04iB,
MOB’A3aHNX 3 KOHTPONEM aKTUBHOI PeYOBWHM 6iONIOrYHOro
NOXO/DKEHHS: 3aMiHa abo AofaBaHHA AifbHUL, Ae
NPOBOAMUTLCS KOHTPOb/BUNPOOYBAaHHSA Ccepii, BKIYatoun
3acTocyBaHHs 6i0/10riYHOro/iMyHo10riYHOro/iMyHoXiMiyHOro
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

meToay) - logasaHHsa dinbHuLi Baxter AG, Lange Allee 24,
1221, Vienna, Austria, ik a/lbTEpPHATVBHOrO BUPOGHNMKA,
BiNOBIA&IbHOIO 3@ KOHTPO/1b AKOCTi MPOMIXXHOIO NPOAYKTY
DEAE eluate, BUrotToBneHoro Ha ginbHuui Rieti, Italy, Ta Ad®l
(nandfiltrate), Bupo6neHoro Ha ainbHuLi Los Angeles, USA.
3MiHn Il Tuny - 3miHK 3 akocTi. A®L. BupobHuuTBO. 3MiHa
BMPOGHMKA BUXIAHOrO/MPOMIXXHOIO NPOAyKTy/peareHTy, Wwo
BUKOPVCTOBYIOTbLCS Yy BUPOBHMYOMY npoueci AP, abo 3miHa
BMPOGHUMKA (BK/IKOYAOYM, e HeobXigHOo, MicLie NpoBeAeHHs
KOHTposto sikocTi) APl (3a BigCyTHOCTI cepTudpikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepaKeHoOMy
Aocbe)(3miHa B AP| 6i0N10ri4HOro NOXOMKeHHS abo
BMXigHOMY MaTepiasi/peareHTi/npomMikKHOMY NpOAYKTi, L0
BUKOPVCTOBYIOTHCS 4719 BUPOGHMLTBA
6i0N10rYHOro/iMyHONOTNYHOTO JliKapCbKOro 3acoby ) -
[opasaHHa ginbHUUi Baxter Manufacturing S.p.A., Via della
Chimica, 02015 S. Rufina Cittaducale, Rieti, Italy, sk
anbTepHaTMBHOIO BUPOGHYKA, BifNOBiAaIbHOIO 3a
BMPOOGHMLITBO Ta KOHTPO/1b IKOCTi MPOMIDKHOIO NPOAYKTY
DEAE eluate intermediate. 3MiHu Il TUnNy - 3MiHK 3 AKOCTI.
A®|. BUpobHMLTBO. 3MiHa BUPOGHMKA BUXIAHOMO/MPOMIKHOIO
NpoAyKTy/peareHTy, WO BUKOPUCTOBYIOTHLCA Y BUPOOHNUOMY
npoueci A®l, abo 3miHa BUpo6HMKa (BKOHatouu, ae
HeobXxifHO, MicLe NpoBefEeHHS KOHTPO/IIO skocTi) APl (3a
BiICYTHOCTI cepTudikaTta BignoBigHOCTI EBponeichkiii
thapmakonei y 3aTBepKeHOMY A0Cbe)(3MiHa B AD|
6i0N10riYHOro NOXOMKEHHS abo BUXIAHOMY
marepiani/peareHTi/NPOMiXXHOMY MPOAYKTI, L0
BUKOPVCTOBYIOTHCS 4719 BUPOGHMLTBA
6i0N10rYHOro/iMyHONOrNYHOTO JliKapCbKOro 3acoby ) -
[opaBaHHsa ginbHULi Baxalta Inc., 4501 Colorado Boulevard,
Los Angeles, California 90039-1103, USA, siK
anbTepHaTMBHOIO BUPOOHYKa, BifNOBiAaIbHOIO 3a
BUPOBHMLITBO Ta KOHTPO/Tb AKOCTi MPOMIKHOIO Npogykty CM
eluate Ta A®I (nanofiltrate).

244,

TArPICCO

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 40 Mr;
no 10 TabneTtok y
6nicTepi; no 3
6nicTepy y KapTOHHIl
Kopobui

ACTPA3EH
EKA Ab

Lseuis

AcTpa3eHeka Ab

LLisewjs

BHECEHHS 3MiH [0 peecTpaLliinHmx maTepiasis 3MiHu | Tuny -
3MiHM WoAo 6e3neku/edheKTBHOCTI Ta chapmakoHarnagy.
BBeeHHst a60 3MiHM [0 y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnsgy (BBeAeHHS y3arasibHeHUX AaHnx npo
cuctemy hapmakoHarnagy, 3MiHa ynoBHOBakeHOi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy 3asiBHUKa 415 34iACHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif,
YMNOBHOBaXXEHOT 0c0o6U, BiANOBIAaNbHOT 3a 34iACHEHHS
hapMakoHarnaay (BK1Yatoum KOHTaKTHI AaHi) Ta/abo 3MiHM
Y PO3MiLLeHHI MacTep-halina cuctemy papmakoHarnagy) -
3MiHa KOHTaKTHOI 0CcOobY 3asiBHMKa, BIANOBIAA/ILHOT 3a
34ificHeHHs hbapmakoHarnsgy B YkpaiHi. [ponoHosaHa

3a
peyermom

UA/16232/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
pepakuisi: MNpygaies JeHnc MnTpoBuY. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0cobu 3asBHUKa, BiANOBIAa/IbHOT 3a
3AilicHeHHs hapMakoHarnsgy B YkpaiHi
245. | TATPICCO TabneTku, BKpUTI ACTPA3EH LBeuis AcTtpa3eHeka Ab LLisewjs BHECEHHS 3MiH 0 peecTpauiiiHux maTepiastis 3MiHu | Tuny - 3a UA/16232/01/02
nNiBKOBOIO EKA Ab 3MiHK Woao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsagy. peyenmom
060n0HKot0, No 80 wr; BBefeHHs ab0 3MiHM [0 y3araslbHEHUX AaHWX NPOo cucTemy
no 10 TabneTtok y chapmakoHarnsgy (BBefieHHs y3arasibHeHUX faHux npo
6nictepi; no 3 cuctemy hapmakoHarnsay, 3MmiHa ynoBHOBaXeHoi 0cobu,
6nicTepy y KapTOHHIN BiANOBIA&/IbHOI 3a 34iICHEHHA hapMakoHarnsay; KOHTakTHOI
Kopobui 0cobu 3 chapmakoHarnsay 3asaBHVKa A5 34iACHEHHS
hapMakoHarnagy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
YMOBHOB&XeHOT 0COo6M, BifNOBIAaNbHOT 3a 34iACHEHHS
thapmakoHarnagy (BK/louatoum KOHTaKTHi AaHi) Ta/abo 3MiHu
y pO3MilLieHHi MacTep-thaiina cuctemm hapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0CObM 3asiBHMKA, BIAMNOBIAA/IbHOT 32
3gificHeHHs chapmakoHarnsgy B YkpaiHi. [ponoHoBaHa
pepakuis: Mpyaies AeHuc AMuTpoBuY. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0cobu 3asiBHMKA, BIAMOBIAa/IbHOT 3a
3pificHeHHs hapmakoHarnsgy B YkpaiHi
246. | TEBAIPACT PO34UH A1s1 iH'EKLLIA TOB «TeBa YkpaiHa Bupo6bHMLTBO 3a I13paine/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny - 3a UA/15237/01/01
nm abo iHdysii no 30 MAH YkpaiHa» NOBHUM LMK/TOM: NnTtBa ALMIHICTpaTUBHI 3MiHW. BunyyeHHs BAPO6HNYOI AinbHAL peyenmom
MO/0,5 mn; no 0,5 mn TeBa ®apmaueBTikan (Bkntovaroun ginbHuLi Ans A®l, npoMixxHOro NpoaykTy abo
(30 msiH MO) B IHpacTpi3 NT4,., roTOBOrO NikapcbKoro 3acoby, AiNbHULi 4718 NPOBEAEHHS
CKMSAHOMY LUMPUL 13paine; nakyBaHHs, BUPOGHYKa, BignoBiAanbHOro 3a BUMYCK Cepild,
0/IHOPa30BOro KoHTponb skocTi: MicLie MPOBEeAEHHSA KOHTPOIO cepii) abo nocTadasibHUKa
BUKOPUCTaHHA 3 3AT TeBa banTikc, BUXiQHOrO MaTepiasly, peareHTy abo AONOMIXHOI pevyOBUHU
nepmMaHeHTHO NuTtBa (AKLLO 3a3HAYeHO0 Yy A0CbE) - BunyueHHs BUpOGHUYOI
NPUELHAHOIO FONKOK dinbHuui MNN3 Tesa ®apma b.B., Higepnangy,
Ta 3axXMCHUM BiANOBIAAbLHOT 32 BUNYCK cepii. 3MiHM BHECEHO B iHCTPYKLLiO
KoBnaykom, 3 abo 6e3 [O/19 MeAUYHOro 3acTOCyBaHHS LLOA0 HallMeHyBaHHs Ta
npucTpoto oNns MiCLLe3Hax0AKeHHSI BUPOOHMKA 3 BiANOBIAHUMYW 3MiHAMU Y
6e3neyHoro BBeeHHs TEKCTi MapKyBaHHS yNakoBKW NikapcbKoro 3acoby
Ta 3anobiraHHs (BTYyYEHHSI BUPOGHUYT AiNSHKN). BBEAEHHSA 3MiH MPOTAroM
ropaHeHb roKok Yn 6-Tv MicALIB MiC/1A 3aTBEPIKEHHSA
NOBTOPHOTO
BUKOPUCTaHHS; no 1
LUMPULLY Y KAPTOHHIl
Kopobui
247. | TEBATPACT PO3YMH ON151 iH'EKUIN TOB «TeBa YKpaina Bupo6HMLTBO 3a I3paine/ BHECEHHS 3MiH 40 pPeecTpaLiiHnX maTepiasiiB: 3MiHu | Tuny - 3a UA/15237/01/02
nm a60 iHdysiii No 48 MH YkpaiHa» NOBHUM LMK/TOM: NuTBa AZMiHICTpaTUBHI 3MiHW. BunyyeHHst BAPOOHUYOI AinbHUL peyenmom
MO/0,8 mn; no 0,8 mn TeBa ®apmavesTikan (Bkntovaroumn ginbHULi ons A®l, NpoMiXKHOro NPoAyKTY abo
(48 mnH MO) B IHgacTpi3 /T4, rOTOBOrO NiKapCbKOro 3acoby, AiNbHWLi 415 NPOBEAEHHS
CK/IAHOMY LLINPUL 13paine; nakyBaHHs1, BUPOOGHWKa, Bi4NOBIAAIbHOMO 3a BUMYCK Cepil,
0HOPa3oBoro KoHTponb sKocTi: MicLie NpoBeAeHHS KOHTPO/IIO cepi) abo noctadvasibHuKa
BMKOPUCTaHHSA 3 3AT TeBa banTikc, BUXiQHOTO MaTepiasty, peareHTy abo AOMNOMIXXHOI pe4OBUHN
NepMaHeHTHO JlutBa (AKWO 3a3Ha4€eHOo y A0CbE) - BunyyeHHs BUpo6HUYoi
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
NpUESHAHOI rO/IKO AinbHuui M3 Tesa ®apma b.B., HigepnaHgy,
Ta 3axXMCHUM BiANOBiAaIbHOT 3@ BUNYCK cepii. 3MiHM BHECEHO B iHCTPYKLi0
KoBMa4ykom, 3 abo 6e3 O/151 MeAUYHOro 3aCTOCYBaHHS LLOA0 HallMeHyBaHHA Ta
npucTpoto Ans MiCL,e3HaxX0MKEeHHSI BUPO6HMKA 3 BiANOBIAHUMM 3MiHAMU Y
6e3neyHoro BBeeHHA TEKCTi MapKyBaHHs yMakoBK/ NikapCbKoro 3acoby
Ta 3anobiraHHs (BUNyYEHHSI BUPOGHUYT AiNSAHKN). BBEAEHHSA 3MiH NPOTAroM
nopaHeHb roJIKo un 6-Tn micALiB nicnsa 3aTBepAKEHHS
NOBTOPHOTO
BUKOPUCTaHHS; no 1
LUNPULLY Y KAPTOHHIA
KopoobLi
248. | TUMOINOBY | niodinizoBaHuii [xeHsalim Higepnax BVMPOGHMLTBO PpaHuin/ BHECEHHS 3MiH 0 peecTpaviiiHux matepiasnis: 3MiHu | Tuny - 3a UA/15575/01/01
NIH® MOPOLLIOK ANt HOpon B.B. an Hepo3dacoBaHoro IpnaHgis AIMIHICTpaTUBHI 3MiHW. ByyyeHHst BAPO6HUYOI AinbHAL peyenmom
NPUroTyBaHHSA NpoAyKTY, A03BI/T HA (BKovaroum ginbHULi ons A®l, NpoMiXKHOro NPoAyKTy abo
KOHLEeHTpaTy Ans BUMYCK Cepii: rOTOBOrO /iKapCbKOro 3acoby, AiNbHULI 415 NPOBEAEHHS
pO34nHy A8 iHdys3il [xeH3aiim nakyBaHHs, BUpOGHYKa, BigNoBiAaNbHOro 3a BUMYCK Cepil,
no 25 mr; Ne 1: no 1 Moniknonanc CAC, MicLie NpoBefileHHA KOHTPOJI0 cepil) abo noctavyaibHUKa
h/1aKOHY B KapTOHHIi dpaHuis; BVXiHOTO MaTtepiany, peareHTy abo AONOMiXHOI pe4yoBUHM
Kopobui nepBuHHa Ta (K0 3a3HaYeHo Y f0Cbe) BunyyeHHs BUpo6HuKa M13
BTOPWHHA YNakoBKa, Genzyme Limited, United Kingdom (37 Holland Road
[,03BiNT HA BUMYCK Haverhill-Suffolk CB9 8PU), BignosiganbHOro 3a BTOPUHHY
cepii: ynakoBKy
[xeHzalim IpnaHg
Nimiteq, lpnaxgis
249. | TIONEHTAN niodpinisar ana MAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:3minu Il Tuny — 3a UA/3916/01/01
PO34UHY ON151 iH'EKLLIA "Knismegnp "Kuismegnpenapar” BHECEHHS 3MiH [0 MaTepiasliB peeCcTpaLjiiiHOro focbe, p. peyenmom
no 0,5 r; chnakoHn 3 enapar" 3.2.P.7.Cuctema KoHTelHep/3akynoptoBasibHWi 3acib, a
niodpinizatom came 3aMiHa Npobku ryMoBOi Ha MPO6KY rymMOBY A/1sl
niocpinizauii 3 goTopnoniMepHUM NoKpUTTAM Tuny 20-A-S
(6pombyTunosa | Tuny).
BBefeHHs 3MiH MPOTAroM 6-Tu MicALUB NiCNA 3aTBepAXKEeHHS
250. | TIONEHTAN niodpinisat ana MAT YkpaiHa MNAT YKpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis:3miHu Il Tuny — 3a UA/3916/01/02
PO34MHY A8 iH'EKLR "Knismeanp "Knismegnpenapar” BHECEHHS 3MiH A0 MaTepiasliB peecTpauiiHoro JocCkE, p. peyenmom
no 1,0 r; hnakoHu 3 enapar” 3.2.P.7.Cuctema KoHTeliHep/3akynopoBasibHWiA 3acib, a
nioghinizatom came 3amMiHa Npobku ryMoBoi Ha NPo6Ky rymoBy A5
niocpinizauji 3 oTopnonimepHUM NokpuTTaM Tuny 20-A-S
(6pombyTurnosa | Tuny).
BBefeHHs 3MiH NPOTAroM 6-Tv MicsALiB NiCNsA 3aTBEPAYKEHHS
251. | TIOMEHTAN MOPOLLIOK (Cy6CTaHLis) MNAT YkpaiHa "HOP3EPH NatBis BHECEHHS 3MiH 10 peecTpavjiiiHiX maTtepianis: 3MiHu | Tuny — - UA/0504/01/01
HATPIIO y nakeTax noAagiliHmx "Knismeanp CUHTE3UC" BHECEHHS 3MiH [0 p. «Ynakoska» MKSA /13, (aeTanizauis
nonieTuneHoBux ans enapar” onuncy NepPBUHHOI YNaKoBKW; BHECEHHS 3MiHW Y BTOPUHHY
BMPOGHMLTBA YNaKoBKY — BUKOPUCTaHHS MOJIieTUIEHOBOIO NakeTy, Y AKuii
CTepPW/IbHUX NoMiLLalTh NakKeT i3 a/ItoOMiHIEBOT (PONbIN; BUKNIOYEHHS
nikapcbknx oopm pO3Mipy ynakoBku 4 Kr), 6€3 3MiHU KiJIbKICHOTO Ta sIKICHOro
cKnafy nakyBasibHOro Marepiasty. 3arsepgkeHo: Mo 2 kr
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
abo 4 kr y noABiiiHi NoNieTUNEHOBI MakeTU, MiXX HAMK
BKNajaloTb eTUKeTKy. MakeT BKNagatoTb y antoMiHi3oBaHUi
nonieTuNeHoBUiA NakeT. Ha NakeT HaKNewTb ETUKETKY.
MakeTn BKNagaloTb Y KAPTOHHWIA KOPO6 i HaKIeThb
eTuKeTKy. 3anponoHoBaHo: NepBuHHa ynakoeka: 1. MepLunii
BHYTPILLHI/ NakeT - NONieTUIEHOBWIA NakeT 3
TepMOcCK/IeBaHHAM. 2. [pyruii BHYTPILLHIA nakeT -
nonieTVNeHoBUiA MakeT 3 TEPMOCK/IEIOBAHHSAM Mif, BakyyMOM.
BTopuHHa ynakoska: 1. MakeT i3 asitomiHieBOi honbrn 3
TEPMOCK/IEIOBAHHSM, 3 €TUKETKOI Ha nakeTi. 2.
MonieTuneHoBW NakeT 3 TePMOCK/IEIOBAHHAM, 3 ETUKETKOIO
Ha nakeTi. CTaHgapTHa Bara — 2 Kr
252. | TIOTPUA3ON | Tabnetku no 200 wmr, MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 1O peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 3a UA/5819/01/02
IH® no 10 Tabnetok y "Kuismegnp "Knismegnpenapar” 3MiHM 3 AKOCTi. [OTOBMIA Nikapcbkuii 3aci6. 3miHW y peyenmom
6nicTepi; no 3 abo no enapat” BMPOBHULTBI. 3MiHA po3Mmipy cepii (BkIoYatoum gianasoH
9 6nicTepiB y navui; no po3Mipy cepii) roToBOro AikapcbKoro 3acoby (36inbLIeHHs g0
15 TabneTok y 10 pasiB NOPIBHSHO i3 3aTBEPAXEHNM PO3MIPOM) - BBELEHHS
6nictepi; no 6 [0aTKOBOro po3Mipy cepii roToBOro nikapcbkoro 3acoby -
6nicTepiB y nauui 600 kr; 3anponoHoBaHo: 100 Kr, Lo cTaHoBUTL 416 666
TabneTok (3 gonyctummumu BigxuneHHsamu eig 90,0 kr Ao
110,0 kr a6o 375 000 Tabnetok fo 458 333 Tabnertok) 220
Kr, WO cTaHOBUTL 916 666 TabneTok (3 A4onyCTUMUMU
BigxunernHamu Big 200,0 kr go 240,0 kr a6o 833 333
Tabnetok Ao 1 000 000 Ta6netok) 600 Kr, L0 CTAHOBUTL 2
500 000 TabneTok (3 gonycTumMum BigxmuneHHsam 540,0 kr o
660,0 kr a6o 2 250 000 Tabnetok fo 2 750 000 TabneTok)
253. | TIOUETAM® TabneTkn, BKPUTI MAT YkpaiHa MNAT YKpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | TUny - 3a UA/6941/01/01
POPTE nAiBKOBOK 060/10HKOK | “KuiBmegnp "Knismegnpenapar” 3MiHK Woa0 6e3nekn/eddekTUBHOCTI Ta thapmakoHarnsgy - peyenmom
no 10 TabneTtok y enapar” 3MiHU BHECEHO B iHCTPYKL,iI0 415 MEANYHOIO 3aCTOCYyBaHHS
6nictepi; no 3 abo no nikapcbKoro 3acoby B po3ain "MobiyHi peakuii™ (ycyHEHHS
6 6nicTepiB y nauui NpPOTUPIYYS) - BUTYYEHHS 3aCTEpeXHOI iHopMaui,
NOB’sI3aHOT i3 JOMOMKHOK PEYOBUHOK GAPBHVKOM "XOBTWIA
3axig FCF" (E110), wo cynepeuntb 3aTBEpAXEHOMY ckiagy
[OMOMIKHUX PEYOBWH.
BBefeHHs 3MiH NPOTAroM 6-Tu MicAUB NicNsA 3aTBEPKEHHS
254. | TIOUETAM® TabneTkun, BKPUTI MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 3a UA/6941/01/01
DOPTE nAiBKOBOK 060/10HKOKW | "KuiBmennp "KuisMmegnpenapar” 3MiHUM 3 AKOCTi. [OTOBMIA Nikapcbkuii 3aci6. 3MiHK y peyenmom
no 10 TabneTtok y enapar” BMPOGHULITBI. 3MiHa po3Mipy cepii (BkIOYarumn gianasoH
6nicTepi; no 3 abo no po3Mipy cepil) roToBOro NikapcbKoro 3acoby (36iNbLIeHHs A0
6 6nicTepiB y navui 10 pasiB NOPIBHAHO i3 3aTBEPAXEHNM PO3MIPOM) - BBELEHHS
[04aTKOBOro po3Mipy cepii roToBoro nikapcbkoro 3acoby
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
726,95 kr; 3anponoHoBaHo: 103,85 kr, W0 CTaHOBUTL 142
857 TabneTok (3 4onycTuMmX BiAXWIEHHAM Big 128 571
Tabnetok o 157 143 tabnetok) 207,7 Kr, W0 CTaHOBUTL 285
714 TabneTokK (3 [ONYCTUMUX BiAXWUIEHHAM Bif 257 142
TabneTtok 1o 314 286 Tabnetok) 726,95 Kr, WO CTAHOBUTb
999 999 TabneTokK (3 LONYCTUMUX BiAXWIEHHAM Big 899 997
Tabnetok go 1 100 001 TabneTok)
255. | TPU3UMIH PO3YMH ANA iH'EKLN, TOB HB® YkpaiHa BiANOBifa/IbHWIA 32 Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis 3MiHuW | Tuny - 3a UA/9897/01/01
100 mr/mn, no 5 mn B "MIKPOXIM" BMPOGHULTBO Ta 3MiHM LWo[0 6e3nekn/etheKTUBHOCTI Ta hapmakoHarisgy. peyenmom
amnyni; no 5 amnyny KOHTpONb/BUNPOGYBaH BBeeHHst ab0 3MiHM [0 y3arasibHeHUX JaHnX Npo cucTemy
KaceTi; no 2 kacetn y HA cepil, He chapmakoHarnsgy (BBeeHHs y3araslbHeHUX AaHux npo
nauytii 3 KapToHy BK/THOHAI0UMN BUMYCK cuctemy hapMakoHarnagy, 3MmiHa ynoBHOBaXkKeHoi ocobu,
cepii: MpuBatHe BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsAy; KOHTakTHOI
akujioHepHe 0co6u 3 chapmakoHarnagy 3asBHVKa A5 34iINCHEHHS
TOBapuCTBO "J1eKxiM- hapMakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHA Big,
Xapkis", YkpaiHa yMNOBHOBaXeHOT 0cobu, BigNoBiAaNbHOT 3a 34iACHEHHS
BiANOBifaIbHWIA 32 thapmakoHarnagy (BKovatoum KOHTaKTHI faHi) Ta/abo 3MiHu
BMPOGHULITBO Ta y pPO3MiLLeHHI macTep-dhaiina cuctemun hapmakoHarningy) -
KOHTpONb/BUNPOGYBaH 3MiHa KOHTaKTHUX JaHNX YNOBHOBaXXEHOI 0COOM 3asBHMKA,
HA cepii, BKIoYaun BiANOBIAabLHOI 3a thapmakoHarnag. 3miHa agpecu
BMNYCK Cepil: 3[iiCHEHHS OCHOBHOI AisiNIbHOCTI 3 dhapMakoHarnsgy. 3miHa
TOB HB® MicLie3HaxoMKeHHs1 MacTep-haiina cucremu
"MIKPOXIM",YkpaiHa hapmakoHarnsgy
256. | YPONIECAH® | cupon no 90 mny MAT YkpaiHa MAT "Tanuuchapm" Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiHmx maTepianis:3miHu | Tuny - 6e3 UA/2727/01/01
6aHuj; no 1 6aHui y "ranunudap 3MiHU 3 AKOCTi. FoTOoBMIA Nikapcbkuii 3aci6. KOHTponb peyenma
nauuj; no 90 mn abo Mm" [OMOMDKHMX peyoBUH. 3MiHa napameTpis crneumdikauii
no 180 mn y dpiakoHi; Ta/abo [oMyCTUMUX MEX /1A [LOMOMDKHOI PEYOBUHM -
no 1 chnakoHy B nauui BHECEHHS 3MiHM y peecTpauiliie gocbe YPOIECAH®,
CUpor, NoB’A3aHe 3 HeOOXIAHICTIO NpuBeAeHHs cneuudikauii
i MeToZIB KOHTPO/O foNOMiXXHOT pevoBuHY MNOJTICOPBAT
80 fo BuMoOr EP, fitoye BUAAHHS; CYyNyTHA 3MiHa - 3MiHN 3
SKocTi. FoToBMIA Nikapcbkuii 3aci6. KOHTPOb AONOMIXKHMX
peyoBWH. 3MiHa Y MeTodax BUNPOOYBaHHS AOMOMiIXHOT
peyoBuHM (iHLLI 3MiHM Y MeToAax BUNPoBYyBaHHSA
(BK/KOYAKUM 3aMiHy ab0 AoAaBaHHs))
257. | YPOJNIECAH® | cupon in bulk: no 90 MAT YkpaiHa MAT "Tanuuchapm” Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepianis:3miHu | Tuny - - UA/9518/01/01
My 6aHuj; no 48 "ranuudap 3MiHM 3 AKOCTi. FOTOBMIA Nikapcbkunii 3aci6. KoHTposb
6aHOK y kopobax M

KapToHHKX; in bulk: no
180 mn y chnakoHi; no
30 chnakoHiB y
Kopo6ax KapTOHHUX

[OMOMDKHMX peyoBuH. 3MiHa napameTpiB crneumdikauii
Ta/abo foNyCTUMUX MEX 418 AONOMDKHOT PEYOBUHU -
BHECEHHS 3MiHW y peecTpauiliHe gocbe YPONIECAH®,

Cupor, NoB’sA3aHe 3 HeOOXiAHICTIO NpuBeAeHHs cneuudikauii
i MeToZiB KOHTPO/O AoNOMiXXHOT pevoBuHY MNOJTICOPBAT
80 fo BuMoOr EP, fitoye BUAAHHS; CyNyTHSA 3MiHa - 3MiHN 3
AKOCTI. [0TOBWMIA Nikapcbkuii 3aci6. KOHTPO/Ib AONOMIDKHMX
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
peyoBuH. 3MiHa y MeTofax BUNPOOYBaHHS AOMOMIKHOT
peyoBUHM (iHLWi 3MiHM Y MeTofax BUNPO6yBaHHS
(BKtOYA0YM 3aMiHy ab0 A0oAaBaHHS))
258. | YPOJIECAH® | kancynu no 10 kancyn MNAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 6e3 UA/10393/01/01
y 6nicTepi; no 4 "Kuismegnp "Knismegnpenapar” 3MiHM 3 AKOCTi. [OTOBMIA Nikapcbkuii 3aci6. 3miHW y peyenma
6nictepy B nauui enapar"” BUPOGHMLTBI. 3MiHa po3Mmipy cepii (Bkoyatoun giana3oH
po3Mipy cepii) roToBOro Aikapcbkoro 3acoby (36inbLIeHHs g0
10 pasiB NOPIBHAHO i3 3aTBEPKEHUM PO3MIPOM) - BBELEHHS
[04aTKoBOro po3mipy cepii '/13; 3anponoHoBaHo: - 100 kr
(333 333 kancyn), - 200 kr (666 666 kancyr), - 700 kr (2 333
333 kancyn)
259. | YPOJIECAH® | ekcTpakT ryctuii MAT Ykpaina MAT "ranuudcpapm” Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny - - UA/10363/01/01
EKCTPAKT (cybcTaHuis) B 604kax "Tanuudhap BHECEHHSA 3MiH B crieuuqikaLito Ta MeToamn KOHTPOSIK0 AKOCTI
rycTuin noniMepHux ans m" L0401 PEYOBVHM XMESH0 LLIMLLIOK eKCTPaKT PiaKuiA, ekcTpakT
BMPOGHMLITBA pigkuii, a came n. "F'ycTMHa" - KOpUryBaHHsA MeToay
HecTepuIbHNUX BU3HAYEHHS BIAHOCHOI ryCTUHK (Nepexif 3 BUKOpUCTaHHSA
nikapcbkux hopm nikHOMeTpa Ha leHCUTOMETP); KOPUTyBaHHS AONYCTUMUX
MeX nokasHukiB "l'yctmHa" i3 «Big 0,825 r/cm3 o 0,860
r/cm3» Ha «Big 0,825 r/cm3 go 0,890 r/cm3» Ta n. "BmicT
eTaHony" i3 «He MeHLe 85,0 %» Ha «He meHLwwe 75 %»; n.
"MikpobionoriyHa unctota" (BUIy4YEeHHS ONUCY METOANKN);
CYNyTHSA 3MiHa - 3MiHM 3 AKocTi. APl KoHTponb A®I. 3miHa y
MeTofax BunpobysaHHa APl abo BuxigHoro
marepiany/npomMiXKHOr0 NPoAyKTy/peareHTy, Wwo
BVIKOPVCTOBYETbLCS Y NpoLeci BUPO6GHMLTBA ADI (iHLLI 3MiHK
y MeToAax BunpobyBaHHs (BKIoUYaoum 3amiHy abo
[0MNoBHEHHs) AD| abo BUXiAHOro/NPOMIKHOTO MPOAYKTY)
260. | PASMNOAEKC | po3umH Ans iH'ekuii, ACTPA3EH Benuka AcTtpa3eHeka tOK Benuvka BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasnis 3miHu | TUny - 3a UA/5440/01/01
250 mr/5 mn no 5 mn EKA FHOK BpuTtaHis Nimiten, Benuka Bputanis/ 3MiHU WoAo 6e3neku/eeKkTUBHOCTI Ta thapmakoHarnagy. peyenmom
PO34MHy B NimiTeq BpviTaHisi (BUPOGHMK, HimeyunHa 3MiHa KOHTaKTHOI 0CO6M 3asiBHYMKA, BignoBiga/ibHOI 3a
nonepegHL0 BiANoOBigabHUIA 3a 3pificHeHHs chapmakoHarnsgy B YkpaiHi. [ponoHoBaHa
3arnoBHeHOMY BTOPUHHY YMakoBKY, pepakuis: MNpygaies feHnc AMuTpoBuY. 3MiHa KOHTaKTHUX
CK/IAHOMY LUNpULi 3 KOHTPO/Tb SIKOCTI, [JaHnX KOHTaKTHOI 0cObK 3asBHUKA, BiANOBIAa/IbHOI 3a
KOHTpONEM nepLioro BUNYyCK cepii); BeTTep 3pificHeHHs1 hapmakoHarnsay B YkpaiHi
BIAKPUTTS; NO 2 Papma-PepTuryH
nonepeaHe0 'm6X Ta Ko. K,
3arnoBHeHi Wnpuuy B HimeuumHa (BMPOGHUK
KOHTYPHI1 YapyHKOBIlA nikapcbKoro 3acoby "in
ynakoBLi 3 ABOMa bulk", nepenHHa
6e3neyHnMu rosiKkamm ynaKkoBKa, BisyaslbHWiA
«BD SafetyGlide™»; KOHTPO/Ib, KOHTPO/b
no 1 KOHTYpHIN SIKOCTi 3a
YapyHKOBIli ynakoBLji B noKasHMKamMu: onwuc,
KapTOHHI KOpo6Li ineHTudikauis,
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

KiNbKiCHe BU3HAYeHHS
doynBecTpaHTy,
npoayKTn aerpagauii,
06" €M iH €eKuUil B
KOHTelHepax,
MeXaHiYHi BK/TOYEHHS
(HeBUAMMI yacTkm),
CTEePW/IbHICTb,
€HA0TOKCUHMU,
hyHKLiOHaNbHE
BMNpo6yBaHHA PFS,
BMICT eTaHoy, BMICT
cnmpTy 6EH3MI0BOrO,
BMiCT
6eH3nN6eH30aTa);
BetTtep ®apwma-
®epTuryH Nv6X Ta Ko.
KI, HimeuunHa
(BMPOGHMK,
BiANoBigabHUii 3a
Bi3yaslbHUiA aHanis);
BetTtep ®apwma-
®epTuryH Mv6X Ta Ko.
KI, HimeuunHa
(BMPOGHMK,
BiANoBigabHUiA 3a
KOHTPO/b AKOCTI (3a
nokasH1kamm
CTEePW/IbHICTb,
MEXaHiuHi BK/THOYEHHS,
€HJOTOKCUHMW));
Bettep ®apma-
®epTuryH MNv6X ta Ko.
Kr, HimeuunHa
(BUPOBHMK,
BiANOBifa/IbHWIA 32
TecTyBaHHs
CTEepPU/IbHOCTI)

261.

DAPUHIOCE
nT

NbOASAHUKN NPECcoBaHi
no 10 wr, no 10
NbOASHUKIB y 6nicTepi,
no 2 6nictepun y
KapTOHHIA KopoobLi

CaH
dapmacbioT
nkan
IHpacTpi3
NimiTeq

IHais

KK Tepanis AT

PymyHis

BHECEHHS 3MiH [0 peecTpaLliinHmx maTepiasis 3MiHu | Tuny -
3MiHM WoAo 6e3nekun/edheKTBHOCTI Ta chapmakoHarnagy.
3MiHa ynoBHOBaXeHOI 0cobu 3asiBHUKA, BiANOBiAa/IbHOI 3a
thapmakoHarnag. MNponoHosaHa pegakuis: Dr. Vivek Ahuja.
3MiHa KOHTaKTHUX AaHnX YNOBHOBaXKEHOT 0CO6M,
BignoBiAanbLHOI 3a hapmakoHarnsi. BeefneHHsa agpecu
MiCLie3Hax0MKeHHsA MacTep-haiina cucremu
chapmakoHarnsgy. BeegeHHs agpecu, e 34iCHI0ETbCA
OCHOBHa [iiNIbHICTb 3 (hapmakoHarnsgy

6e3
peyenma

UA/6511/01/01

262.

DPAPUHIOCE

NbOASHUKN NPecoBaHi

CaH

IHAis

KK Tepanis AT

PymyHist

BHECEHHS 3MiH 10 peecTpauliinHmx maTepiastiB 3MiHu | Tuny -

6e3

UA/17752/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

nT 3l
CMAKOM
KOPUL|

no 10 mr Ne20 (10x2) y
6nictepax

dPapmacboT
nkan
IHpacTpi3
NimiTeq

3MiHM WoAo 6e3nekn/edheKTBHOCTI Ta chapmakoHarnagy.

3MiHa ynoBHOBaXeHOi 0cobu 3asiBHUKa, BiANOBiAa/IbHOT 3a

thapmakoHarnag. MNponoHosaHa pegakuis: Dr. Vivek Ahuja.

3MiHa KOHTaKTHMX AaHnX YNOBHOBaXKEHOI 0CO6M,
BignoBiAanbHOT 3a hapmakoHarnsg. BeegeHHsa agpecu
MicLle3HaxopKeHHs1 macTep-haiina cuctemm
thapmakoHarnsgy. BeegeHHs agpecu, e 34ilCHI0ETbCA
OCHOBHa flifiNIbHICTb 3 (hapmakoHarnsgy

peyernma

263.

DAPUHIOCE
AT 3l
CMAKOM
NMMOHA

NbOASAHUKN NPeCcoBaHi
no 10 wr, no 10
NbOASHUKIB y 6nicTepi,
no 2 6nictepu y
KapTOHHIA Kopoo6Li

CaH
dapmacbioT
nkan
IHpacTpi3
NimiTeq

IHais

KK Tepanis AT

PymyHis

BHECEHHS 3MiH [0 peecTpauliinHmx maTepiasis 3MiHu | Tuny -
3MiHM WoAo 6e3nekn/edheKTBHOCTI Ta chapmakoHarnsgy.
BBeeHHs1 a60 3MiHM [0 y3arasibHeHUX JaHuX Npo cucTemy
thapmakoHarnsgy (BBeAeHHS y3arasibHeHUX AaHnx npo
cuctemy hapmakoHarnagy, 3MiHa ynoBHOBakeHOi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy 3asiBHUKa 415 34iACHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif,
YMNOBHOBaXXEHOT 0c0o6M, BiNOBIAaNbHOT 3a 34iACHEHHS
hapMakoHarnaay (BK1UYatoum KOHTaKTHI AaHi) Ta/abo 3MiHM
Y PO3MiLLeHHI MacTep-halina cuctemy papmakoHarniagy) -
3MiHa YNOBHOBaXXEHOT 0CO6U 3asBHYKA, BigNoBigaibHOI 3a
hapmakoHarnag,.

MponoHoBaHa pepakuis: Dr. Vivek Ahuja. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXEHOT 0cobu, BiANOBiAabHOI 3a
thapmakoHarnsg. BeefeHHs agpecu MicLe3HaxomKeHHs
MacTep-chaiina cuctemu chapmakoHarnsgy. BeegeHHs
agpecy, Aie 34iiCHIETLCA OCHOBHA AiSNIbHICTb 3
hapmakoHarnagy

6e3
peyenma

UA/0019/01/01

264.

DAPUHIOCE
T 3l
CMAKOM
M'ATU

NbOAAHUKN NPEecoBaHi,
no 10 mr no 10
NbOASAHUKIB Y 6icTepi,
no 2 6nictepu y
KapTOHHIlA KopooLi

CaH
PapmacboT
nkan
IHoacTpi3
NimiTen

IHAjA

KK Tepanis AT

PymyHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis 3MiHu | TRy -
3MiHM LWoao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy.
BBefeHHs ab0 3MiHM [0 y3araslbHEHUX AaHVX MPO cucTemy
chapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHux npo
cuctemy chapmakoHarnagy, 3MiHa ynoBHOBaXKeHoi 0cobu,
BiANOBIA&/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay; KOHTakTHOI
0cobu 3 thapmakoHarnagy 3asBHVKa 471 34iINCHEHHS
thapMakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA Bif,
yMOBHOB&XeHOT 0cobu, BigNoBiAaNbHOT 3a 34iACHEHHS
thapmakoHarnagy (BK/ouatoum KOHTaKTHi AaHi) Ta/abo 3MiHu
y pO3MilLleHHi MacTep-thaiina cuctemm hapmakoHarnsgy) -
3MiHa YNOBHOBaXKEHOT 0COOU 3as1BHMKA, BifnoBigasibHOI 3a
hapmakoHarnag,.

MponoHoBaHa pepakuis: Dr. Vivek Ahuja. 3MiHa KOHTaKTHUX
[aHnX YNOoBHOB&aXeEHOI 0co6M, BiANOBIAA/IbHOI 3a
chapmakoHarnsg,. BeefeHHA agpecy MicLLe3HaxoMKeHHS
macTep-chaiina cuctemun chapmakoHarnsgy. BeegeHHs
agpecu, e 34iiCHIETLCA OCHOBHA AiSi/TbHICTb 3
dhapmakoHarnsgy

6e3
peyenma

UA/17721/01/01

265.

DPAPUHIOCE

NbOAAHUNKN I'IpeCOBaHi,

CaH

IHAis

KK Tepanist AT

PymyHis

BHECEHHS 3MiH 10 peecTpaLiiiHix MaTepianis 3MiHuW | Tuny -

6e3

UA/17771/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
AT 31 no 10 wr; no 10 dapmacboT 3MiHM WoAo 6e3nekn/edheKTBHOCTI Ta chapmakoHarnagy. peyenma
CMAKOM NbOASAHUKIB Y GnicTepi; nkan 3MiHa ynoBHOBaXeHOi 0cobu 3asiBHUKa, BiANOBiAa/IbHOT 3a
POMY no 2 6nictepu y IHpacTpi3 thapmakoHarnag. MNponoHosaHa pegakuis: Dr. Vivek Ahuja.
KapTOHHI/ KopoobLi Nimiteq 3MiHa KOHTaKTHMX AaHNX YNOBHOBAXEHOT 0co6u,
BignoBiAanbHOT 3a hapmakoHarnsg. BeegeHHsa agpecu
MicLle3HaxopKeHHs1 macTep-haiina cuctemm
thapmakoHarnsgy. BeegeHHs agpecu, e 34ilCHI0ETbCA
OCHOBHa AiANbHICTb 3 (hapmakoHarnagy.
266. | ®PEHOBAPBI Tabnetku no 100 wr, ToBapucTeo Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH A0 peeCcTpaLiiHnX MmaTepiasiiB 3miHu | Tuny - 3a UA/12251/01/01
TAN-3H no 10 Tabnetok y 3 obMexeHot 3MiHV BHECEHO A0 IHCTPYKUiT 418 MeANYHOro 3aCTOCyBaHHS peyenmom
6nictepi; no 5 06MeXeHOo BigNoBigasIbHICTIO nikapcbKoro 3acoby Ao po3zainy "Bsaemogis 3 iHWnMuy
6nicTepis y KOpoobLi Bignosigasb "XapkiBcbke nikapcbkvMmn 3acobamu Ta iHWi BUAY B3aeMogiii" BignoBsigHO
HICTIO thapmaueBTUYHe 00 pekomeHaauin PRAC. BBefieHHS 3MiH NpoTArom 6-tu
"XapkiBcbke nigNpPUEMCTBO MiCALB Nicna 3aTBEPKEHHS; CYyNyTHSA 3MiHa - 3MiHM LWOA0
hapmaueBT "340poB's Hapoay" 6e3nekn/eddekTVBHOCTI Ta hapmakoHarnisgy. BHeceHHs abo
N4YHe 3MiHa(v) Jo 3060B'A3aHb Ta YMOB BuAadi peectpayiiHoro
nignpuemcTs nocBiAYeHHs, BKoYaoun MnaH ynpaeniHHA pu3nkamm
0 "340poB'A (3acTocyBaHHsA TEKCTY, AKNIA NOTOAKEHWI 3 KOMNETEHTHUM
Hapogy" opraHom) - 3asBHUKOM HalaHO OHOBJIEHUIA MNaH ynpaB/iHHA
pu3nkamu Bepcis 2.0. 3MiHY BHECEHO [0 YacTuHW |
«3arasibHa iHhopmauis. AAMIHICTpaTVBHI AaHi», |1
«Cneundikauis 3 6e3nekn», V «3axoau 3 MiHimizauii
pusukiB», VI «Pe3stome nnaHy ynpasniHHA pyusnkamus, VII
«Jlopatkm» y 3B'A3Ky 3 OHOBIEHHAM iHhopMaLii 3 6e3nekn
Ail040i pEYOBVHN
267. | ®EHOBAPEI Tabnetkn no 50 mr, no | ToBapucTBO YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis 3miHu | TUny - 3a UA/12251/01/02
TAN-3H 10 TabneTok y 3 06MeXeHo 3MiHM BHECEHO A0 IHCTPYKUIT 4151 MEAUYHOIO 3aCTOCYBaHHS peyenmom
6nicTepi; no 5 06MeXeHo BiANoBiga/IbHICTIO nikapcbKoro 3acoby o po3giny "B3aemogis 3 iHWmmu
6nictepiB y Kopobui BignoBiganb "XapkiBcbke nikapcbkrMKM 3acobamMu Ta iHLWi BUAM B3aeMogili" BignoBigHO
HICTIO thapmaueBTUUHe 00 pekomeHAauin PRAC. BBefieHHS 3MiH NpoTArom 6-tu
"XapkiBcbke nigNpPUeEMCTBO MiCALB NicNa 3aTBEPKEHHS; CYNyTHA 3MiHa - 3MiHU LWOA0
thapmaueBT "3a0poB's Hapoay" 6e3nekn/edpekTVBHOCTI Ta hapmakoHarnagy. BHeceHHs abo
nyHe 3MiHa(1) L0 3060B'A3aHb Ta YMOB BuAadi peectpauiiHoro
nignpuemcTs nocBiAgYeHHs, BKoYaoun MnaH ynpaeiHHA pu3nkamm
0 "3p0poB'a (3acTocyBaHHs TEKCTY, SIKWIA NOTOKEHNIE 3 KOMNETEHTHUM
Hapoay" opraHoMm) - 3aBHMKOM HaJaHO OHOB/IEHWI NNaH ynpas/liHHA
pu3nkamm Bepcis 2.0. 3MiHY BHECEHO [0 YacTuHW |
«3arasibHa iHthopmavis. AamiHicTpaTuBHI gaHi», Il
«Cneumndikauis 3 6e3nekn», V «3axoam 3 MiHimisauii
pusukiB», VI «Pestome nnaHy ynpasniHHA pusnkamux», VII
«JJofatkn» y 3B’A3Ky 3 OHOB/IEHHAM iHdhopMaLii 3 6e3nekn
Lit0Y0T pevyoBUHN
268. | ®EHTAHIN PO34UH A5 iH'EKLLN, ToBapucTso YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis 3miHu | TUny - 3a UA/5185/01/01
0,05 mr/mn, no 2 mn 3 06MexeHo nofjaHHA OHOBMIEHOro cepTuddikaTy BiAgnosigHocTI E® R1- peyenmom
abono 10 mn B 06MEXEHO BigNoBiga/IbHICTIO CEP 2005-153-Rev 03 Big BXe 3aTBEpAXEHOro BUPOGHMKa
amnyni; no 5 amnyn y Bignosiganb "XapkiBcbke A®| deHTaHiny
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
6nicTepi; no 1 abo 2, HICTIO thapmaueBTUUHe
ab6o 20 6nicTepiB y "XapkiBcbke nigNpPUEMCTBO
KOpo6Li 3 KapTOHY thapmaueBT "3p0poB's Hapoay"
nyHe
nignpuemcTs
0 "3p0poB'a
Hapogy”
269. | ®NIOKCIYM® pO34uH ANs iHQysil, 5 MAT YkpaiHa MAT "Tanuuchapm” Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3MiHu | Tuny — 3a UA/11163/01/01
mr/mn no 100 mny "Knismegnp BHECEHHS 3MiHM 40 MaTepianiB peecTpauiiHoro gocke M3 peyenmom
naswui, no 1 nnswui B enapat” ®J/IOKCIYM ®, po3umnH ans iHdysii 5 mr/mn, a came
nauui BBEJEHHS NoKasHMKa "MexaHiyHi BKIYEHHS: BUAUMI Ta
HeBMAMMI YacTkn" go cneuudikauii Ta MeToAiB KOHTPOSIO
Ha Mpo6KM ryMoBi, 3 METOK YHUKHEHHS PU3MKIB
NoTPansiHHA Y BUPOOGHMLUTBO NPO6OK i3 MeXaHiYHUMK
BK/IIOUYEHHAMM; 3MiHM | TUny - 3MiHK 3 AKocTi. [oToBWMIA
nikapcbkuii 3aci6. Cructema KoHTelnHep/3aKynoproBasibHUIA
3aci6. 3MiHa y MeToAax BUNpPoByBaHHS NEPBUHHOI YNaKoBKM
roTOBOrO /liKapCbKoro 3acoby (He3HauHi 3MiHN Y
3aTBEPMAKEHNX MeToAax BUNPOGYBaHb); CynyTHSA 3MiHa -
BHECEHHS 3MiHV 0 MaTepianiB peecTpaLiiiHoro AoCkE, p.
3.2.P.7. Cuctema KoHTelHep/3aKynoptoBasibHMii 3acib, a
came fo cneuudikalii Ta MeToAiB KOHTPOs0 Ha Mpobku
rymoBi y p. "30BHiLLHIl BUrNSA" BHECEHO [LONOBHEHHS
"[A0MNYCKaETbCA HE3HAYHA LLOPCTKICTL" 3 METOK YHUKHEHHS
3/1MNaHHsA NPO60K Mk co60t0
270. | ®NY3AMEL Kancynu Teepai no yopna Ipysia K.O. Pomdchapm PymyHis BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3miHu | Tuny - Ne 1 — 6e3 UA/13778/01/01
150 mr no 1 kancyniy MEOVNUVH Komnani C.P.J1. 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta chapmakoHarnsgy. peyenma;
6nicTepi; no 1 abo no nTa 3MiHa y KOpOTKili XxapakTepucTuLi NikapCcbKoro 3acoby, TEKCTi Ne 2 —3a
2 6nictepn B MapKyBaHHS Ta iIHCTPYKLii N5 MeAMYHOro 3aCTOoCyBaHHA Ha peyernmom

KapTOHHI KopoobLi

nigcrasi perysspHO OHOB/IIOBAHOIO 3BiTYy 3 6e3neku
nikapcbKoro 3acoby, abo gocnimxeHb 3 6e3neku
3aCTOCyBaHHs NiKapCbKoro 3acoby B nicispeecTpaviiiHmii
nepiog, abo sk pe3ynbTaT OLiHKV 3BITy 3 AOC/IKEHDb,
npoBeAeHVX BignoBigHO A0 NiaHy negiatpuyHnx
pocnigpkeHs (PIP) (3MiHY y3rofi)XeHo 3 KOMNeTEHTHUM
YNOBHOB&XEHNM OpPraHoM) - 3MiHW BHECEHO [0 IHCTPYKLT
ANA MeAUYHOro 3acToCyBaHHS NikapCbKoro 3acoby y
po3ainu: "dapmakonoriyHi BnactmeocTi", "Ocob6nmnBoCTi
3acTocyBaHHs", "3acTocyBaHHSs y nepiog, BaritTHocTi abo
rogyBaHHs rpyaao”, "MobivHi peakuii” BignosigHo o
OHOBJIEHOT iH(hopMaLlii 3 6e3nekn Ailo4oi peYOBUHU.
BBefeHHs1 3MiH NPOTArom 6-T1 MiCALIB MiCNA 3aTBEPMAXKEHHS.
3MmiHu | TMNy - 3MiHK Woao 6e3nekn/eddeKTMBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKill XxapakTepucTumui
nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4n1s
MeAMYHOro 3acTOCyBaHHSA
reHepuyHMX/ribpnaHnx/6ionodibHMX NikapcbkMX 3ac06iB
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
nicnsi BHECEHHS TiEl caMoi 3MiHW Ha peddepeHTHUIA npenapar
(3miHa He noTpebye HafaHHS XOAHVX HOBUX AOAATKOBUX
AaHuvX) - 3MiHW BHECEHO [0 IHCTPYKUiT AN MeANYHOro
3acToCyBaHHS MikapcbKoro 3acoby y po3ginu: "B3aemogis 3
iHLIMMKM NikapcbKMKU 3acobamMu Ta iHLWi BUAn B3aeMogiii”,
"Oco611BOCTI 3acTOCyBaHHSA" 3rigHO 3 iHchopmavielo Woao
MeAMYHOro 3acTocyBaHHA pechepeHTHOro Nikapcbkoro
3acoby (JVNP/TIOKAH®, kancynu). BBeeHHsA 3MiH NpoTArom
6-TV MiCALIIB MiC/1A 3aTBEPKEHHS.
271. | ®TIYKOHA3O | kancynu TBepai no 50 TOB "TeBa YkpaiHa AT dapmaueBTUUHUIA YropuHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiastis 3MiHu | TRy - 3a UA/16524/01/01
N-TEBA Mr: o 7 a6o 10 Ykpaina" 3aBog TEBA 3MiHW BHECEHI [0 iHCTPYKLiT 415 MeANYHOrO 3aCTOCYBaHHS peyenmom
Kancyn y 6nictepi; no nNikapcbKoro 3acoby y po3ginu "®apmakonorivHi
1 6nicTepy B kopobui BnacTmBocTi", "Oco6/MBOCTI 3acTOCyBaHHA", "3acToCcyBaHHs
y nepiof BariTHOCTI abo rogyBaHHs rpyaato”, "Mo6iyHi
peakuii" BiANoBIigHO A0 OHOBMEHOI iHhopMaL;i Woa0
6e3neku Ajtoyoi pevyoBMHW. BBeEHHS 3MiH MPOTAroM 3-x
MicALiB Nicna 3aTBepAKEeHHs
272. | ®TYKOHA3O | kancynu TBepai no TOB "TeBa Ykpaina AT dapmaueBTUUHUIA YropmHa BHECEHHS 3MiH 40 peecTpauiinHmx maTepiasis 3MiHu | Tuny - 3a UA/16524/01/02
N-TEBA 100 mr: no 7 a6o 10 YkpaiHa" 3aBog TEBA 3MiHW BHECEHI [0 iHCTPYKLiT 4151 MeANYHOro 3aCTOCyBaHHSA peyenmom
Kancyn y 6nictepi; no NiKapcbKoro 3acoby y po3ainu "dapmakonoriyHi
1 6nicTepy B kopobLi BnactmsocTi", "Ocob6MBOCTI 3acTOCyBaHHA", "3acToCyBaHHs
y nepio BariTHOCTi abo rogyBaHHs rpyaato”, "TobiyHi
peaxuii” BignoBigHO A0 OHOBMEHOT iHhopmaL,i Wwoao
6e3nekun fjtloyoi peyoBnHU. BBeAeHHS 3MiH NpoTArom 3-x
MicsLIB MicNsa 3aTBEPAKEHHS
273. | ®TYKOHA3O | kancynu TBepai no TOB "TeBa YkpaiHa AT dapmaueBTUYHUIA YropLumHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis 3mMiHuW | Tuny - 3a UA/16524/01/03
N-TEBA 150 mr: no 1 kancyniy YkpaiHa" 3aBog TEBA 3MiHM BHECEHI [0 iHCTPYKLiT 4151 MEANYHOrO 3aCTOCYBaHHS peyenmom
6nicTepi; no 1 nikapcbKoro 3acoby y po3ginu "®apmakonorivHi
6nictepy B Kopobui BnacTmBocTi", "Oco6MBOCTI 3acTOCyBaHHS", "3acTOCyBaHHS
y nepiog BariTHOCTi abo rogyBaHHs rpyaate”, “Mo6iyHi
peaxuii” BignoBigHO 40 OHOBMEHOT iHhopmaL,i LWwoao
6e3neku fjtoyoil pevyoBnHN. BBeeHHS 3MiH NpoTArom 3-x
MicsILiB Mic/s 3aTBepAKEHHSs!
274. | ®NTYKOHA3O0 | kancynu TBepgi no TOB "TeBa YkpaiHa AT dapmaueBTUUHUIA YropwmHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis 3miHu | TNy - 3a UA/16524/01/04
N-TEBA 200 mr: no 1 a6o 4 YkpaiHa" 3aBog TEBA 3MiHV BHECEHI [0 IHCTPYKLIT A48 MEANYHOrO 3aCTOCYyBaHHS peyenmom
abo 7 abo 10 kancyn y NikapcbKoro 3acoby y po3ginu "®apmakonorivHi
6nictepi; no 1 BnacTmBocTi", "Oco6MBOCTI 3aCTOCyBaHHA", "3acTOCyBaHHSA
6nicTepy B kOpobLi y nepiof BariTHOCTi abo rogyBaHHs rpyaat”, "MoobiyHi
peakujii" BiANOBIiAHO A0 OHOBMEHOI iHGhopMaL,i Woa0
6e3nekun ajt4yoi pevyoBuHU. BBeaeHHS 3MiH NpoTArom 3-x
MicsLiB MiCNsA 3aTBEPAKEHHS
275. | ®TYKCEH® kancysv no 20 mr; no MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpauliinHmx maTepiasis:3miHu | Tuny - 3a UA/1084/01/01
10 kancyn y 6nicTepi; "Kuismegnp "Kuismegnpenapar” BHECEHHS 3MiH Y METOAMUKY BUNPOBYBaHHS 3a NOKa3HUKOM peyenmom
no 1 a6o 3 6nictepu B enapat" "MikpobionoriyHa unctoTa”, 30KpeMa: He3HauHi 3MiHu B
nauuj npo6oniAroToBLji 3paskiB; 3amiHa HelTpanisyyoro
KOMMOHEHTa SIEYHOTO NIeLMTUHY Ha COEBUIA NELUTUH
276. | ®ONIEBA TabneTkn no 1 mMr no AT YkpaiHa AT "BITAMIHWN" YKpaiHa BHECEHHS 3MiH 10 peEcTpaLiiiH1X maTepianis: 3miHu | Tuny - 6e3 UA/5940/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KUCNOTA 10 TabneTok y "BITAMIHL" 3MiHu 3 sKocTi. [oTOBWMIA Nnikapcbkuii 3aci6. Cnuctema peyenma
6nicTepi; no 3 abo 5 KOHTelHep/3aKynoptoBasbHuii 3aci6. 3MiHa po3mipy
6nicTepis y nayui 3 yNakoBKW/ rOTOBOrO MikapCbKoro 3acoby (iHLwi 3MiHu) -
KapToHy; no 25 BBOAWTLCA [OAATKOBUI BUJ, NEPBUHHOI YNaKOBKY - 611icTep
Tabnetok y 6nictepi; Ne 25, ynakoBka Ne 50 (25x2) 3 BignoBigH1Mu 3miHaMu 10
no 2 6nictepun y naudi po3sgainy «Ynakoska» MKA 113
3 KAPTOHY
277. | ®ONIEBA Tabnetkn no 5 mr no AT YkpaiHa AT "BITAMIHN" Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 3a UA/18041/01/01
KNC/IOTA 10 TabneTok y "BITAMIHN" 3MiHn 3 sKocTi. FoToBwMIA Nikapcbkuii 3aci6. Cuctema peyenmom
6nicTepi; no 3 abo 5 KOHTeliHep/3aKynopoBanbHuii 3aci6. 3MiHa po3mipy
6nictepis y nauuj; no yrnaKkoBKW/ rOTOBOr0 NiKapCbKoro 3acoby (iHLi 3MiHK) -
25 TabneTtok y BBOAMUTLCA AOAATKOBWIA BUZ, NEPBUHHOI YNakoBKU - 6riicTep
6nicTepi; no 2 Ne 25, ynakoBka Ne 50 (25x2) 3 BignoBigHUMY 3MiHAMK [0
6nictepn y nauyui po3gainy «Ynakoska» MKA N13; 3miHu | Tuny - 3MiHKM Woa0
6e3nekn/edeKkTnBHOCTI Ta thapmakoHarnagy (iHwi 3MiHn) -
OHOB/IEHHA TEKCTY MapKyBaHHS MEPBUHHOI YNakoBK/
niKkapcbKoro 3acoby
278. | ®OPKCIr'A TabneTkun, BKpUTI ACTPA3EH Lseuis AcTtpa3eHeka Ab, Lsewjs/ BHECEHHS 3MiH 40 peecTpauiinHmx maTepiasis 3MiHu | Tuny - 3a UA/13302/01/01
NNiBKOBOIO EKA Ab LLiBewist (BUPOGHUK, CuwA/ 3MiHM WoAo 6e3neku/edheKTNBHOCTI Ta thapmakoHarnagy. peyenmom
060/10HKO0, MO 5 Mr BiANOBifaIbHWIA 32 Benvka BBeeHHst a60 3MiHM [0 y3araibHeHUX JaHuX Npo cucTemy
no 10 Tabnetok y KOHTPO/b SKOCTI); BputaHis thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX gaHnx npo
6nicTepi; no 3 AcTpa3eHeka cucTemy chapmakoHarnsay, 3MiHa ynoBHOBakeHOoi ocobwm,
6nicTepy y KapTOHHiIl dapmacbsroTukanc M, BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapMakoHarnsay; KOHTakTHOI
Kopoobui CLUA (BMpO6HMK "in ocobu 3 chapmakoHarnsgy 3asnBHVKa A1s 34iRCHEHHS
bulk"); AcTpa3eHeka hapmMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
IOK Nimiten, Benuka YMNOBHOBaXXEHOT 0CO6M, BiANOBiAaNbHOT 3a 34iACHEHHS
BpuTtaHis (BUPOGHMK, thapmakoHarnsgy (BKovatoum KOHTakKTHi AaHi) Ta/abo 3MiHu
BiANOBIgaIbHUI 32 Y PO3MiLLeHHI MacTep-halina cuctemy papmakoHarnagy) -
nepBrHHE Ta 3MiHa KOHTaKTHOI 0CcOobY 3asiBHMKa, BIANOBIAA/ILHOT 3a
BTOPVHHE NakKyBaHHS, 3fificHeHHs chapmakoHarnsgy B YkpaiHi. [ponoHosaHa
BUNYCK cepii); pepakuis: Mpyaies AeHuc AmutpoBuY. 3MiHa KOHTAKTHUX
BpicTon-Maiiepc [aHnX KOHTaKTHOI 0cobu 3asiBHUKa, BIAMNOBIAa/IbHOT 3a
CkBi66 3piicHeHHs hapmakoHarnsgy B Ykpaii
MaHydakTypiHr
KomnaHi, CLLA
(BMPOGHKK "in bulk™)
279. | ®OPKCIrA TabneTku, BKpUTI ACTPA3EH Lsewis AcTtpa3eHeka Ab, Lseuis/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis 3miHu | TUny - 3a UA/13302/01/02
nNiBKOBOIO EKA Ab LLiBeuist (BUPOGHUK, cuwA/ 3MiHK LWoao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsgy. peyenmom
060/10HKOH0, M0 10 Mr BignoBigasibHWI 3a Benvka BBegeHHs1 ab0 3MiHU A0 y3ara/ibHEHMX AaHWX NPO CUCTEMY
no 10 TabneTtok y KOHTPO/1b SKOCTI); BputaHis chapmakoHarnsgy (BBefeHHs y3araibHeHUX AaHux npo
6nicTepi; no 3 AcTpa3eHeka cucTemy thapmakoHarnsgy, 3MiHa ynoBHOBaXkeHOT ocobu,
61icTepy y KapTOHHIN dapmacbstoTukanc i, BigNoBiAa/IbHOI 3a 34iICHEHHST hapMakoHarNsay; KOHTakTHOT
KopoobLi CLUA (BMpOGHMK "in 0cobu 3 chapmakoHarnsay 3asaBHVKa A1 34iACHEHHS
bulk"); Actpa3eHeka thapmakoHarnagy B YKpaiHi, K0 BOHA BifMiHHA Bif,
HOK NimiTeq, Benuka YMOBHOBaXXEHOI 0COOM, BifnoBigasIbHOI 3a 3A4iACHEHHS
BpuTtaHisi (BUPOGHMK, thapmakoHarnagy (BK/ouatoum KOHTaKTHi AaHi) Ta/abo 3MiHu
BiANOBifaIbHWIA 32 y po3MilLieHHi MacTep-chaiina cuctemn dhapmakoHarnagy) -
NepBYHHE Ta 3MiHa KOHTaKTHOI 0c0obu 3asiBHMKA, BIAMOBIAA/IbHOT 32
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BTOPWHHE MaKyBaHHS, 34ilicHeHHs thapmakoHarnsgy B YkpaiHi. MponoHoBaHa
BUNYyCK cepii); pepakuis: Mpyaies AeHuc AMuTpoBuY. 3MiHa KOHTaKTHUX
Bpicton-Maiiepc [JaHnX KOHTaKTHOI 0Co6M 3asBHVKa, BigNoBifabHOT 3a
CkBi66 3pificHeHHs hapmakoHarnsgy B YkpaiHi
MaHyakTypiHr
Komnati, CLLA
(BMPOGHKMK "in bulk")
280. | ®TOPOKOPT | masb, 1mr/rno15r BAT YropwuHa BAT "lepneoH Pixtep" YropwmHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis 3MiHu | TNy - 3a UA/7093/01/01
® masi y Ty6i; no 1 Ty6i B "l'epeoH BHECEHHS 3MiH 40 BUPOGHMNYOro npoLecy, 30kpema: peyenmom
KapTOHHIA Kopoo6Li PixTep" BUAAIEHHS HaANNLWKy (+5%), LLO BUKOPUCTOBYETLCS AN
Lito40i peqyoBuHN TpuamuUMHONOHY aueToHiay; 3MiHu | Tuny -
BHECEHHS 3MiH 40 BUPOGHMNYOro npoLecy, 30kpema:
BW/Ty4EHHSI KOHTPOJTO 3a nokasHukamu “KinbkicHe
BU3HAYEHHs. TprnaMLUMHOMIOHY aueToHiay". KoHTponb 3a
nokasHunkoM "KiflbkicHe BU3HAYEHHA" NPOBOANTLCS NpU
BWMNYCKY NiKapCbKOro 3acoby; 3mMiHW | TMny - BHECEHHS 3MiH
0o Crneuunddikauii [N13, 30Kkpema: 3BYXXeHHs Kputepiis
NPUAHATHOCTI 3a NOKa3HMKOM "KinbKicHe BU3HAYeHHS.
TpuamuuHOIOHY aueToHigy". 3anpornoHoBaHo: 1,000 mr/r +
5% (0,950 — 1,050 mr/r)
281. | ®YPATIH Tabnetku no 50 mr, no MAT Ykpaina MNAT "Tannucapm”, Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny - 3a UA/5198/01/01
10 TabneTok y "Tanuudhap Ykpaiva; MAT 3MiHUM 3 AKOCTi. [0TOBWIA Nikapcbkuii 3aci6. 3miHK y peyenmom
6nictepi; no 3 6nictpu M" "KuiBmegnpenapart”, BMPOGHULITBI. 3MiHa po3Mmipy cepii (BkIOYarumn gianasoH
B nauui Ykpaina po3Mipy cepil) roToBOro AikapcbKoro 3acoby (36inbLIeHHs g0
10 pasiB NOPIBHAHO i3 3aTBEPAXXEHNM PO3MIPOM) - BBELEHHS
nofaTtkoBoro posmipy cepii [13. 3anponoHosaHo: 200 kr,
Lo ctaHoBUTb 1 428 571 TabneTok (3 gonycTumum
BigxuneHHsm Big 180,0 kr go 220,0 kr a6o Big 1 285 714
Tabnetok Ao 1 571 428 tabnetok) 400 Kr, L0 CTAHOBUTb 2
857 142 TabneTok (3 4OMYCTUMUM BigxuneHHsam Big 360,0 kr
0o 440,0 kr a6o Big 2 571 428 TabneTok go 3 142 857
TabneTok)
282. | DYPALUUNIH Tabnetkn ans MAT YKpaina MAT "Tannudapm”, Ykpaina BHECEHHS 3MiH 4,0 pPeeCcTpaLiiHnX maTepiasiiB: 3MiHu | Tuny - 6e3 UA/5187/01/01
® NPUroTYBaHHSA "Tanuuchap Ykpaiva; MAT 3MiHM Woao 6e3nekun/ehekTnBHOCTI Ta chapmakoHarnagy - peyenma
po3unHy ana M" "KuiBmegnpenapart”, BHECEHHS 3MiH [0 po3ainy «MapkyBaHHs» MKHA N13:
30BHILIHBbOIO YkpaiHa 3anponoHoBaHo: MAPKYBAHHSA. 3rigHo 3aTBEPAKEHOIO
3acTocyBaHHsa no 20 TEKCTY MapKyBaHHs. OHOBNEHHS TEKCTY MapKyBaHHS
mr, no 10 TabneTok y yNakoBOK NiKapCbKoro 3acoby 3 ypaxyBaHHSM BCiX BUAIB
cTpuni; no 10 yNakoBOK (CTpum, 61icTep) AN1s BCiX BUPOOHWKIB. BBeAeHHs
Tabnetok y 6nictepi, 3MiH NPOTAroM 6-TW MICALIB NiCNA 3aTBEePKEHHSA
no 2 6nictepa B nauLj
283. | ®YUNC® Tabnetku no 50 mr no KYCYM IHAis KYCYM XENTXKEP IHAiA BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis 3MiHuW | Tuny - 3a UA/7617/01/01
4 abo no 10 TabneTok XENTXKEP MBT NTA, BBE/EHHSA NOAATKOBMX PO3MIipiB Cepii roTOBOro JlikapCbKoro peyenmom
y 6nictepi; no 1 MBT NTA 3acoby ana ginbHuui KYCYM XENTXKEP NBT NATA, wo
6nicTepy B KAPTOHHiIl po3TawoBaHa 3a agpecoto Mnot Ne M-3, IHgop Crewen
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
ynakoBLi IkoHomik 3oyH, ®eirs-Il, Mitamnyp, AicT. Axap, Maaxbs
Mpagew, MiH 454774, IHgja. NponoHoBaHa pefakuis: po3Mip
cepii: 100 000 Ta6., 200 000 Ta6.
284. | ®YLUUNC® Tabnetku no 100 wr; KYCYM IHAis KYCYM XENTXKEP IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis 3MiHu | TNy - 3a UA/7617/01/02
no 4 a6o no 10 XENTXKEP NBT NTA BBEEHHSA A0AATKOBMX PO3MIpiB Cepii roTOBOro /ikapcbKoro peyenmom
Tabnetok y 6nictepi; MBT NTLA 3acoby ansa ginbHuui KYCYM XENTXKEP NBT NTA4, wo
no 1 6nictepy B po3TawioBaHa 3a agpecoto Mnot Ne M-3, IHgop Cnewen
KapTOHHI/ ynakosL,i IkoHomik 3oyH, ®eis-Il, Mitamnyp, AicT. Oxap, Maaxba
Mpagew, Min 454774, IHpja. MponoHoBaHa pefakuis: po3mip
cepii: 100 000 Ta6., 200 000 Tab.
285. | dYUNC® Tabnetku no 150 wmr; KYCYM IHAjA KYCYM XENTXKEP IHAjA BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis 3MiHu | TRy - Ne 1 - 6e3 UA/7617/01/03
no 1 aéo no 2, a6o no XENTXKEP NBT NTA BBEJEHHS [0AATKOBMX PO3MIpIiB cepii roTOBOro Nikapcbkoro peyenma;
4 TabneTkn y 6nictepi; MBT NTA 3acoby ansa ginbHuui KYCYM XENTXKEP NBT NTA, wo Ne 2; Ne 4 -
no 1 6nictepy B posTawoBaHa 3a agpecoto Mot Ne M-3, IHgop Crewen 3a
KapTOHHIA ynakoBL,i IkoHoMiK 30yH, ®eiis-Il, Mitamnyp, AicT. Axap, Maaxss peyenmom
Mpagew, Min 454774, IHpja. MponoHoBaHa pefakLis: po3mip
cepii: 100 000 Ta6., 500 000 Tab.
286. | XONENECAH | kancynu, no 10 kancyn MAT YkpaiHa MNAT YKpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 6e3 UA/15899/01/01
® y 6nicTepi; no 3 "Knismeanp "Knismegnpenapar” 3MiHW 3 AIKOCTi. [OTOBWIA NiKapCbKuiA 3aci6. 3MiHN Y peuyenma
6nicTepn y nauui enapar" BMPOGHULTBI. 3MiHa po3mipy cepii (BkItOUYakum gianasoH
po3Mipy cepil) roToBOro AikapcbKoro 3acoby (36iNbLUeHHs A0
10 pasiB NOPIBHSHO i3 3aTBEPAXEHNM PO3MIPOM) - BBELEHHS
[oAaTkoBoro po3mipy cepii [N13 - 500 kr. 3anponoHoBaHo:
100 «r, Wo cTaHoBUTL 277 777 Kancyn (3 AonyCTUMUM
BigxuneHHsam Big, 90,0 kr go 110,0 kr a6o 250 000 kancyn Ao
305 555 kancyn) 220 kr, wo ctaHoBuTb 611 111 kancyn (3
aonyctumum BigxuneHHsam sig 200,0 kr go 240,0 kr a6o 555
555 kancyn go 666 666 kancyn) 500 kr, wo ctaHoBuTbL 1 388
888 kancyn (3 gonycTMMUM BiaxuneHHAM Big 450,0 kr oo
550,0 kr a6o 1 250 000 kancyn fo 1 527 777 kancyn)
287. | UEPBAPUKC | cycneHsis gns iH'ekuji nakcoCmit Benwvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 0 peecTpauiiiHux maTepiastis 3MiHu | Tuny - 3a UA/16310/01/01
™ BAKUWHA | no 0,5 mn (1 gosa) KnsinH BpuTaHis Bionoaxikans C.A. BUAaNEeHHS hyHKLi (hopMynsLil Ta HANOBHEHHS TOTOBOrO peyenmom
Aana cycnensii ans iH'exuin Excnopt npoaykTy ans ginbHuui GlaxoSmithKline Biologicals SA.,
MPO®DINAKT y nonepegHb0 Nimiteq Rue de I'Institut 89, 1330 Rixensart, Benbris (RX46).
KU HanoBHEHOMY LUNPUL PepakuiiiHi oHoBNeHHs o po3giny 3.P.3.3.
3AXBOPIOB 3 MOPLUHEM i
AHb, WO KOBMaykoM y
BUK/TMKAKOT | komnnexTi 3 roskoto (y
bCs 6nictepi) abo y
BIPYCOM ch1akoHi 3 MPo6GKOIo;
NANIIOMA no 1 nonepegHLo
noanHnN HanoBHEHOMY LUNPULY
TUNIB 16 TA 3 rosikoto abo no 1
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
18 h/1aKOHY B KapTOHHii
kopo6ui; no 0,5 mn (1
[03a) cycneHsii gns
iH'EKUi y monepeaHbo
HarnoBHEHOMY LNpuL
3 MOPLUHEM i
KOBMaykoM y
KOMNEKTi 3 rofikoto (y
6nictepi) abo y
ch1akoHi 3 MPo6GKOIo;
no 1 nonepegHLo
HanoBHEHOMY LINPULY
3 ronkoto abo no 1
(h/1aKOHY B KapTOHHii
KopoobLi
288. | LMNPAMIN TabneTtku, BKPUTI NyHp6ex [aHis EypodpiHc Biochapma [aHia BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis 3MiHu | TNy - 3a UA/2210/01/02
nNiBKOBOIO Ekcnopt A/IC MpopgakT TecTiHr 3MiHM BHECEHO A0 iIHCTPYKLii 4158 MeAUYHOro 3aCTOCyBaHHS peyenmom
060n10HkKot0, No 20 Mr Henmapk A/C, flaHis nikapcbkoro 3acoby Ao po3giny "OcobnnBocTi
no 14 tabneTtok y (BuUnpobyBaHHA 3a 3acTocyBaHHA" (LLOA0 cekcyasibHOI ANCHYHKLUIT) BiANOBIAHO
6nicTepi; no 2 NOKa3HUKOM 00 pekomeHgauin PRAC. BeeeHHS 3MiH NpOTArom 6-Tu
6nicTepy B KAPTOHHii "Mikpo6ionoriyHa MiCALIB MiCNSA 3aTBEPAKEHHS; 3MiHM | TUMY - 3MiHW BHECEHO
Kopobui ynuctota"); X. JlyHa6ek [0 IHCTPYKLUiT AN18 MeMYHOro 3aCTOCYBaHHSA NiKapCbKoro
AIC, [laHis 3acoby Ao posainy "Bsaemogis 3 iHWMMW fikapCbKumum
(BMpPOGHMLTBO 3acob6amu Ta iHLWi BUAY B3aeMOZin" (B3aemogis 3
Hepo3hacoBaHOro h/lyKOHA30/10M) BiANOBIAHO A0 pekoMeHaauin PRAC.
NPOAYKTY , NEPBUHHE BBefeHHs1 3MiH NPOTArom 6-T1 MIiCALIB MiCNA 3aTBEPMKEHHS;
Ta BTOPVHHE 3MiHM | TUMY - 3MiHWM BHECEHO [0 iHCTPYKLiT A58 MeANYHOro
nakyBaHHs1, BUMYCK 3acToCcyBaHHA NiKapcbKoro 3acoby A0 po3ainis
cepiit) "Oco6nMBOCTI 3aCTOCyBaHHA", "3acTocyBaHHS y nepiog,
BariTHOCTi abo rogyBaHHs rpyaate” (MicnsapoaoBi KpoBOTEUI),
"Mo6iuHi peakuii" BignoBigHO Ao pekomeHpaauili PRAC.
BBefeHHs1 3MiH NPOTArom 6-T1 MIiCALIB MiCNA 3aTBEPMXKEHHS;
3MiHuM Il TMNy - 3MiHW BHECEHO A0 IHCTPYKLii AN MeANYHOro
3acToCyBaHHA NiKapcbkoro 3acoby A0 po3ainis
"MpoTnnokasaHHa", "OcobamnBoCTi 3acTocyBaHHA", "Cnocio
3acTocyBaHHs Ta go3n", "MobiuHi peakyii” (naHiuHi po3nagu,
no6iuHi peakuii Ta pefakuiiHi yTOUHeHHS) BiZNOBIAHO A0
MaTepianis peecTpayiiHoro foCbe, a TakoX BHECEHHS
pefakuifiHux npaBok Ao po3giny "Cnoci6 3acTocyBaHHA Ta
aosun".
289. | LMNPOPAP Kpansi ByLUHi, AT YkpaiHa AT "dapmak” Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis 3miHu Il Tuny — 3a UA/15541/01/01
M® AEKC cycneHsisno 7,5 mny "®apmak” BBEJEHHS aNlbTepHATMBHOI YNakoBKK, a came gonakoH dk2- peyenmom
thnakoHi; no 1 10, npo6ka-kpanenbHuus Tun ®k2.2. Ta KpuLKa 3
donakoHy y nauui 3 KOHTPO/IEM NEPLUOro BigkpuTTa Tun ®K-2, BUpo6HrKa TOB
KapToHy «®apmmall», YkpaiHa. (3aTBepixeHa ynakoska: thiakoHm
nonieTuneHoBi EMHiCTIO 10 MA, kpanenbHWUS nonieTuaieHosa
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Ta KpYLLKa FBMHTOBA 3 KOHTPOJIEM NEPLLOr0 PO3KPUTTS
hipmn Gerresheimer Boleslawiec S.A., MonbLua)
290. | UADPPAH OD | TabneTtku CaH IHgis CaH ®apmacbloTvKas IHAis BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis 3MiHu | TRy - 3a UA/2897/03/01
NPOJIOHIOBaHOT Aji, dapmacboT IHoacTpi3 NimiTeq, 3MiHK Woao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsagy. peyenmom
BKPWTi NNiBKOBOIO nkan BBeneHHst abo 3MiHU A0 y3arasibHEHUX AaHWX NPO cUcTeMy
060/10HKO0, N0 500 InaacTpi3 chapmakoHarnsgy (BBefieHHs y3arasibHeHUX faHux npo
Mmr, no 5 TabneTok y NimiTeq cuctemy hapmakoHarnsay, 3MmiHa ynoBHOBaXeHoi 0cobu,
6nicTepi; no 1 BiANOBIAa/IbHOI 3a 34iICHEHH:A hapMakoHarnsay; KOHTakTHOI
6nicTepy B KapTOHHiIl 0cobu 3 chapmakoHarnsay 3asaBHVKa A5 34iACHEHHS
Kopobui hapMakoHarnagy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
YMOBHOB&XeHOT 0COo6M, BifNOBIAaNbHOT 3a 34iACHEHHS
thapmakoHarnagy (BK/louatoum KOHTaKTHi AaHi) Ta/abo 3MiHu
y pO3MilLieHHi MacTep-thaiina cuctemm hapmakoHarnsgy) -
3MiHa YNOBHOBaXKEHOT 0CO6U 3as1BHYMKA, BifnoBigasibHOI 3a
hapmakoHarnsg,.
MponoHoBaHa pepakuis: Dr. Vivek Ahuja. 3MiHa KOHTaKTHUX
[aHyX YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a
chapmakoHarnsag. BeefeHHA agpecu MicLLe3HaxoMKeHHS
macTep-haiina cuctemun chapmakoHarnsgy. BeegeHHs
agpecu, e 34iCHIETLCA OCHOBHA AiSi/TbHICTb 3
dhapmakoHarnsgy
291. | UADPPAH OD | TabneTtku CaH IHAis CaH ®apmacbloTuKas IHAis BHECEHHS 3MiH 40 peecTpauiinHmx maTepiastis 3MiHu | Tuny - 3a UA/2897/03/02
NPOJIOHIOBaHOT Ajl, dapmacboT IHoacTpi3 NlimiTeq, 3MiHM WoAo 6e3neku/edheKTBHOCTI Ta chapmakoHarnagy. peyenmom
BKPUTI MNiBKOBOIO nkan BBeeHHst a60 3MiHM [0 y3arasibHeHUX JaHuX Npo cucTemy
060/10HKOI0, No 1000 IHpacTpi3 thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX gaHnx npo
Mr, o 5 Tabnetok y Nimiteq cuctemy hapmakoHarnagy, 3MiHa ynoBHOBakeHoi ocobu,
6nictepi; no 1 BiANOBIAa/IbHOI 3a 34iiCHEHHA hapMakoHarnsay; KOHTaKTHOI
6nicTepy B KapTOHHIl ocobu 3 chapmakoHarnsgy 3asnBHVKa 415 34iACHEHHS
Kopoobui hapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
YMNOBHOBaXXEHOT 0CO6M, BifNOBiAaNIbHOT 3a 34iACHEHHS
hapMakoHarnsay (BK1UYakoum KOHTaKTHI AaHi) Ta/abo 3MiHM
Y PO3MiLLeHHI MacTep-halina cuctemy papmakoHarnagy) -
3MiHa YNOBHOBaXXEHOT 0CO6U 3asBHYVKA, BigNoBigabHOI 3a
thapmakoHarnag.
MponoHoBaHa pepakuis: Dr. Vivek Ahuja. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXEHOT 0co6u, BiANOBiAaIbHOI 3a
thapmakoHarnag,. BeefeHHs agpecu MicLe3HaxomKeHHs
macTep-chaiina cuctemun chapmakoHarnsgy. BeegeHHs
agpecy, fe 34iCHIETLCA OCHOBHA AisiNIbHICTb 3
thapmakoHarnagy
292. | UADPPAHCT TabneTky BKPUTI CaH IHAis CaH dapmacbloTukas IHAiA BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis 3MiHuW | Tuny - 3a UA/6375/01/01
060/10HKOH0, M0 10 dapmacboT IHgacTpi3 NlimiTeq, 3MiHM LWo[0 6e3nekn/etheKTUBHOCTI Ta hapmakoHarisgy. peyenmom
TabneTok y 6nictepi, nkan BBefeHHs1 ab0 3MiHM [0 y3arasibHeHUX JaHnX Npo cucTemy
no 1 6nictepy B IHpacTpi3 thapmakoHarnagy (BBefeHHs y3arasibHeHUX gaHnx npo
KapPTOHHI KOpooOLii NlimiTeq cucTemy papmakoHarisgy, 3MmiHa ynoBHOBaXKEHOI 0cobu,
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

BiANOBIA&/IbHOI 3a 34iiCHEHHS hapMakoHarnsay; KOHTaKTHOI
0cobu 3 chapmakoHarnsay 3asaBHVKa o151 34iIACHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Bif,
YMOBHOB&XeHOT 0cobu, BiANOBiAaNbHOT 3a 34iACHEHHS

hapmMakoHarnagy (Bkovatoum KOHTaKTHI AaHi) Ta/abo 3MiHu

y po3MilLieHHi MacTep-chaiina cuctemn dhapmakoHarnagy) -
3MiHa YNOBHOB&XEHOI 0CO6M 3asBHMKa, BigNoBigabHOT 3a
thapmakoHarnag,.

MponoHoBaHa pepakuis: Dr. Vivek Ahuja. 3MiHa KOHTaKTHUX
[aHnX YNOBHOB&aXEHOI 0CO6M, BiAMNOBIAA/IbHOI 3a
thapmakoHarnag. BeegeHHs agpecu MicLie3HaxomKeHHs
macTep-chaiina cuctemun chapmakoHarnsgy. BeefeHHs
agpecy, Ae 34iICHIETLCA OCHOBHA AiAMbHICTb 3
thapmakoHarnsgy

B.o. I'enepanbHoOro gupexkropa /lupekropary

(apmareBTUHUHOr0 3ab6e3meyeHHs

Isan 3A/IBOPHUX
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