MIHICTEPCTBO OXOPOHM 310POB’A YKPAIHA
HAKA3
Kuis

18 cepnHg 2021 poky Ne 1752

IIpo jep)kaBHY peecTpariiio (mepepeecTpariiio) JIKapCbKHX 3aco0iB (MegMUYHUX
iMmyHo0Oio/T0riYHMX NpenapariB) Ta BHECEHHS 3MiH /I0 PeecTpajiiiHuX MaTepialiB
Ta MPO BHEeCeHHsA 3MiH /10 AojaTKa 1 A0 Haka3y MiHicTepcTBa 0XOpPOHHM 3/10POB’si
YKpainu Bijg 11 cepnua 2021 poxky Ne 1725

BiamnosigHo o craTTi 9 3akoHy YKpainu «IIpo mikapchbKi 3aco6m», MyHKTIB 5,
7, 10 Tlopsaky [mep>kaBHOI peecTpariii (TiepepeecTpaliii) JiKapCbKUX 3aco0iB,
3aTBep/pKeHOro 1mocTaHoBoio Kabinety MiuicTpiB Ykpaiau Big 26 TpaBHs 2005 poKy
Ne 376, nyukty 10 ITopsiaky aepskaBHOI peectpailii BakI[iH ab0 iHIIMX MeAUUHMX
iMmyHoOiosloriuAMX ~ TIperapaTiB  Ass  crerudiuHOi  TIPOGiTaKTHKA — TOCTPOI
pecripaTopHoi xBopo6u COVID-19, crpuunHeHoi KopoHaBipycom SARS-CoV-2,
mig 3000B’si3aHHSA /11 €KCTPEHOT0 MeJUUYHOr0 3aCTOCYBaHHS, 3aTBepKeHOTo
noctaHoBoto Kabinetry MinictpiB Ykpainu Big 08 motoro 2021 poky Ne 95, a63airy
IBaALATE CbOMOTO MiANYHKTY 12 nyHKTy 4 ITosokeHHs 1po MiHICTepPCTBO 0XOPOHU
3/I0pOB’s1 YKpaiHu, 3aTBep/pkeHoro rnocraHoBoro KabiHety MiHicTpiB Ykpainu Bij
25 6epesnst 2015 poky Ne 267 (B pepaxiiii moctaHoBu Kabinety MiHicTpiB Ykpainu
Biz 24 ciyns 2020 poky Ne 90), Ha miJCTaBi pe3y/bTaTiB eKCIIepTU3U PeeCTpaLiiiHAX
MarepiamiB JiKapcbKuX 3acob6iB (MeAWUYHMX iMYHOOiIO/IOTiUHMX TIperapariB), IO
roZlaHi Ha Jiep)KaBHY peecTpallito (TepepeecTpaiiito) Ta BHeCeHHsI 3MiH 0
peecTpaLiivHUX MarepiaiB, NIpoBeieHUX [lep)KaBHUM MiANIPUEMCTBOM «Jlep>kKaBHUM
eKCIepTHUM 1[eHTp MiHicTepcTBa OXOPOHM 3/10POB’S YKpaiHW», BUCHOBKIB 111010
eheKTUBHOCTi, 0e3MeyHOCTi Ta SIKOCTi, I[0JI0 €KCIIePTHOI OI[iHKM CIIiBBiJHOIIIEHHS
KOPHUCTB/PU3UK JTiKapChKOTO 3aco0y, 1110 TIPOTMOHYETHCS [0 Aep>KaBHOI peecTpariil
(mepepeecTpaltlii), 1040 BHECEHHs 3MiH JO PpeeCTpalliiHUX MarepiajdiB Ta
peKoMeH/ja1fii oro [0 AepykaBHOi peectpariii (TepepeecTtpariii) abo BHeCeHHsI 3MiH
[l0 peecTpaliiiHuX MaTepianiB

HAKA3Y1O:

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



2

2. TlepepeecTpyBaTy Ta BHeCTU 0 [lep)KaBHOTO peeCTpy JliKapCbKUX 3aco0iB
YKpaiHud JiKapckKi 3acobu (MeauuHi iMyHoOionoriuHi mperapaTu) 3rifHO 3
riepesikoM (JJoAaToOK 2).

3. BHectu 3MiHM [0 peecTpauliHuX MaTepianiB Ta [lepXKaBHOro peecTpy
MKapcbKUX 3aco0iB YKpaiHW Ha Jikapcbki 3acobu (MeawuHi iMyHOOGiosoriuHi
riperiapaTH) 3TiJ{HO 3 MepesiikoM (JoAaTok 3).

4. BHecTtu 3MiHYy A0 Aozatka 1 no Haka3ly MiHicTepcTBa OXOPOHM 3[0POB’A
Ykpaiuu Big 11 ceprieg 2021 poky Ne
(mepepeecTpailito) JlikapCbKUX 3ac06iB (MeaAMUHMX iMyHOOiOOTiYHMX MperiapaTiB) Ta
BHECEHHSl 3MiH /|0 peecTpaljiiHUX MarepiadiB», AOMOBHUBIIMA HOro TMO3ULIE€ 7

TaKoro 3MiCTy:
«

1725 «IIpo pepkaBHy peecTparLjito

7. | BAHKOBAH| niodcpinizar
ans
PO34MHY
Ans iHdysin
no 1000 mr
y dhnakoHi
CK/ISIHOMY,
nol
hnakoHy B
KapTOHHIW
Kopoou,i

Mictpan
Kenitan
MeHemxmve
HT NlimiTepq,

AHrnisA

BEM Inay
CaH. Be
Tik. A.C.

Typeu
YnHa

peecTpaList Ha 5 pokiB.
MepiognyHicTb
nofaHHsa perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBiLHO
Ao Mopaaky
3[iiCHEHHS
chapmakoHarnsagy,
3aTBEPAKEHOr0
Haka3oM MiHicTepcTBa
OXOPOHU 340POB’A
YkpaiHuu Big, 27 rpyaHs
2006 poky Ne 898,
3apPEECTPOBaHOro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuHa 2007
poky 3a Ne 73/13340
(Y pepakuii Hakasy
MiHicTepcTBa 0XOpOHM
3[,0p0B's YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
3rifHO 3i cTpoKamu,
3a3HaYeHMK Yy
nepioguyHoCTI
noAaHHA perynsapHux
3BITIB 3 6e3neKu.

3a
peyenmom

He
nionsicae

UA/
18898/01/
02

».

Y 3B’sA3KYy i3 uum 1o3uLlii 7 — 14 BBakaTu no3ulismu 8 — 15 BignoBigHo.

5. KOHTpO/1b 38 BUKOHAaHHSAM LIbOT'O HaKa3y IMOK/IaCTH Ha 3aCTyrnmHUKa MiHicTpa
3 MUTaHb €BponerchKoi iHTerpariii Komapigy O.O.

MinicTp

BikTop JISAIIIKO




NMEPENIK

Jopartok 1
[0 Haka3y MiHicTepcTBa OXOpPOHMU
3a0poB’a YKkpaiHu «po aepxaBHy
peecTpaLdito (nepepeecTpadito)
NiKapcbKux 3aco6iB (MeanYHUX
iMyHoGionoriyHux npenaparis) Ta
BHECEHHSA 3MiH A0 peecTpauiiiHux
martepiasniiB Ta NPO BHECEHHS 3MiH A0
popaartka 1 no Hakasy MiHictepcTBa
OXOPOHM 340pPOB’A YKpaiHu Big, 11 cepnHsa
2021 poky Ne 1725»
Big, 18 cepnHsa 2021 pokKy Ne 1752

3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIONOI4YHUX NMPENAPATIB), AKI BHOCATbLCA A0
AEPXXABHOIO PEECTPY NNIKAPCbKUX 3ACOBIB YKPAIHU

naketTax ans

Ne Hassa ®dopma sunycky 3asABHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n JNliKapCcbKO20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayitiHo2o
3acoby chopma, nocsio4eHHs1
ynakosKa)
1. AMICAN KpucTanivyHuii K+C HimeuunHa K+C MiHepans eHf, HimeuunHa peecTpadist Ha 5 pokis - He UA/18896/01/01
NMOPOLLIOK MiHepans Arpikanye M'm6X niossieae
(cybeTaHuin) y eHf
MiLLKax nanepoBmx Arpikanye
i3 m6X
nonieTuneHoBNM
NOKPUTTAM
BHYTPILUHLOIO
Wwapy ans
hapmaLeBTMYHOr
0 3aCTOCYyBaHHS
2. ALUETUNUNC | nopoLuok gns TOB YkpaiHa TOB "TepHothapm" YkpaiHa peecTpauis Ha 5 pokis 6e3 nionsizae UA/18897/01/01
TEIH OpasibHOro "TepHodhap MepioAnYHICTb NOAAHHST PETY/IAPHO peyenma
po3uuHy, no 200 M" OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANoBiAHO A0
Mr, no 3r Mopsaky 34iicHeHHA hapMakoHarnaay,
MOPOLLIKY Y catue, 3aTBEPAKEHOI0 Haka3oM MiHiCTepcTBa OXOPOHM
no 20 cawe B 3710p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne
nauui 3 KapToHy 898, 3apeecTpoBaHOro B MiHicTepcTBi toCcTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakazy MiHicTepcTBa OXOPOHW 30POB's
Ykpainu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3Ha4YeHMn y
nepiognuYHOCTI NOAAHHSA PerynsipHUX 3BITIB 3
6e3neku.
3. FENAPUH NMOPOLLIOK MpAT YkpaiHa tOHO ®apwma flimiTeq, Kutaii peecTpauisi Ha 5 poki - He UA/18899/01/01
HATPIO (cybeTaHuin) y "®apmaueBT nionsieae
noABiNHNX nyHa thipma
nonieTuIeHoBMX "fapHuua"
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no 2 a6ono 3
6nicTepu B nauu;j 3
KapTOHY

Mopsaky 34iicHeHHsT hapMakoHarasay,
3aTBEPKEHOr0 Haka3oMm MiHiCTepcTBa OXOPOHM
340p0oB’'s1 YKpaiHu Big 27 rpyaHs 2006 poky Ne

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKy aHHs peecmpayitiHo2o
3acoby ¢hopma, nocsi04eHHs
ynakoska)
chapmaueBTUUYHOr
0 3aCTOCYBaHHs
4, NEBOKAPHIT | po3uuH ans MpuaTHe Ykpaina MpuBaTHe akuioHepHe YkpaiHa peecTpaduis Ha 5 pokis 3a He UA/18902/01/01
NH iH'ekyii 200 mr/mn, | akuioHepHe TOBapUCTBO "JIEKXIM - MepioAnYHICTb NOAAHHS PErynspHO peuyenmo nionsieae
no 5 mn B amnyni, TOBapuncTBo Xapkis" OHOB/IKOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0 M
noSawmnyny "J1ekxim - Mopsaky 34iiicHeHHs hapMakoHarisay,
6nictepi, no 1 a6o Xapkis" 3aTBEpPKEHOro Haka3oM MiHicTepcTBa OXOPOHYU
2 6nictepu B 3[,0p0B’sA YKpaiHu Big 27 rpyaHsa 2006 poky Ne
nauuj; aéo no 100 898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULji
amnyn y navuj YKkpaiHnu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 340POB's
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMu, 3a3Ha4YeHMN Yy
nepiogMyYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
5. MPEFA/TIOH Kancynu Teepgi no MpAT YkpaiHa MpAT "TexHonor" YkpaiHa peecTpadis Ha 5 pokis 3a He UA/18908/01/01
75 ™mr, no 7 kancyn "TexHosor" MepioAnYHICTb NOAAHHST PETYIAPHO peyenmo nionsieae
y 6nicTepi; no 2 OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku, BiANOBIAHO A0 M
abo no 3 6nictepu Mopsaky 3A4iiicHEeHHsT dhapMakoHarisay,
B NauLli 3 KapTOHY 3aTBEPAKEHOI0 Haka3oM MiHiCTepcTBa OXOPOHM
3710p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTsi loCTULi
YKkpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakazy MiHicTepcTBa OXOPOHW 30POB's
Ykpainu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3Ha4YeHMn y
nepiognuYHOCTI NOAAHHSA PerynsipHUX 3BITIB 3
6e3neku.
6. MPErANIOH Kancysnm Teepai no MpAT YkpaiHa MpAT "TexHonor" YkpaiHa peecTpauisi Ha 5 poki 3a He UA/18908/01/02
150 mr, no 7 "TexHonor" MepioAnYHICTb NOAAHHS PErynsipHO peyenmo nionsieae
Kancyn y énicrepi; OHOB/IHOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0 M
no 2 abo no 3 Mopsaky 34jiicHeHHs hapMakoHarisay,
6nictepu B nauui 3 3aTBepKEHOro Haka3oMm MiHicTepcTBa OXOPOHU
KapTOHY 370pOoB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi loCTuLi
YKkpaiHnu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa OXOPOHY 340POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3Ha4YeHMN Yy
nepiogMyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.
7. MPErANOH Kancysnu Teepgi no MpAT Ykpaina MpAT "TexHonor" YkpaiHa peecTpadist Ha 5 pokis 3a He UA/18908/01/03
300 mr, no 7 "TexHonor" MepioAnYHICTb NOAAHHST PErYISAPHO peyenmo nionseae
Kancyn y énicrepi; OHOBJ/IKOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0 M




5

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKy aHHs peecmpayitiHo2o
3acoby ¢hopma, nocsi04eHHs
ynakoska)
898, 3apeecTpoBaHoOro B MiHicTepcTBi toCTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakaly MiHicTepcTBa 0XOpPOHY 340POB'SA
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTB: 3riAHO 3i CTPOKamu, 3a3Ha4eHUMN y
nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
8. CAHIOAP® po3uunH ans MpAT YkpaiHa MpAT YkpaiHa peecTpauis Ha 5 pokiB 6e3 nionsizae UA/18909/01/01
30BHILWHLOIO "®apmauesT "@apmaueBTnyHa MepioAnYHICTb NOAAHHSA PErynsApHO peyenma
3acTocyBaHHs, 0,2 | nyHa chipma hipma "JapHuus" OHOBJIIOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
mr/mn, no 100 mn, "fapHuus” Mopsaky 34iiicHeHHs dhapMakoHarisay,
no 200 mn a6o no 3aTBepKeHOro Haka3om MiHicTepcTBa OXOPOHU
400 mny 37,0p0B’sA YKpaiHu Big 27 rpyaHs 2006 poky Ne
hnakoHax 898, 3apeecTpoBaHOro B MiHicTepcTBi loCcTuLi
Ykpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 340pPOB's
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMu, 3a3Ha4YeHMn y
nepioguYHOCTI NOAAHHS PerynsipHUX 3BiTiB 3
6e3neku.
9. TUKO3NA pPO34nH ons yoprna Benuka Medap lnay CaH. TypeyunHa peecTpadis Ha 5 pokis 3a He UA/18912/01/01
iH'ekuid, 4 mr/2 mn, | MEAVNUWH BpuTtaHis A.LLl. MepioAnYHICTL NOAaHHSA perynsipHo peyenmo nionszae
no 2 mn B amnyi, NIMITEL OHOBJIHOBAHOrO 3BiTY 3 6€3neku, BiANOBIAHO A0 M
no 6 amnyn B Mopsaaky 3AiicHeHHA hapMakoHarnaay,
KOHTYpHIlA 3aTBEPKEHOro Haka3oM MiHicTepcTBa OXOPOHM
YapyHKOBIl 3[,0p0B’sA YKpaiHu Big 27 rpyaHs 2006 poky Ne
ynakosui, rno 1 898, 3apeecTpoBaHoOro B MiHicTepcTBi toCTuULji
KOHTYpHIlA Ykpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
YapyHKOBIl pefakuii Hakaly MiHicTepcTBa OXOPOHU 340pPOB's
ynakosLi B YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
KapTOHHiiA KOpo6Ll CTaHOBWUTB: 3riHO 3i CTPOKamu, 3a3Ha4eHUMU Y
NepiognYHOCTI NOAAHHST PEry/IIPHUX 3BITIB 3
6e3neku.
10. TPOMICETPO | nopoliok AT "BIONIK" YkpaiHa WanaoHr Kigy KuTaii peecTpauis Ha 5 pokis - He UA/18931/01/01
HY (cybeTaHuis) y dapmacsbtoTikan Ko., nionsizae
rAPOXNOPU | nonietnneHoBux nTg
A naketax, sKi
nomiLaTb y
naketu 3
naMiHoBaHoI
nniBkn ans
thapmaueBTUUYHOr
0 3acTOCyBaHHSA
11. ®APMAKCUK | po3unH ans ToBapucTBO YkpaiHa ToBapucTBoO 3 YkpaiHa peecTpauisi Ha 5 pokiB 3a He UA/18913/01/01
AM iH'ekyiii, 10 mr/mn 3 06MeXeHOo MepioAnYHICTb NOAAHHS PerynsipHO peyenmo niosnsieae
nol5wmny 06MexeHoto BIANOBIAA/LHICTIO OHOB/IOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0 M
dnakoHi, no 5 BignoBigaab hipma "HoBodhapm- Mopsiaky 34iicHeHHs1 hapMakoHarasgy,
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKy aHHs peecmpayitiHo2o
3acoby ¢hopma, nocsi04eHHs
ynakoska)
hnakoHiB y HiCTHO hipma BiocnHTes" 3aTBEpKEHOro Haka3oMm MiHicTepcTBa OXOPOHU
KOHTYPHIl "Hosodhapm- 340pOoB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
YapyHKOBIli BiocuHTes" 898, 3apeecTpoBaHoOro B MiHicTepcTBi loCcTuLi
ynakosi, no 1 YKpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
KOHTYPHIl pepakuii Hakasy MiHicTepcTBa OXOPOHM 340POB'SA
YapyHKOBIli Ykpainu Big 26 BepecHs 2016 poky Ne 996),
ynakoBLji y nayui 3 CTaHOBUTb: 3riAHO 3i CTPOKaMU, 3a3Ha4YeHNMn y
KapToHYy nepiogMyYHOCTI NoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
12. ®EBYCTAT TabneTku, BKpUTI Ecnapma HimeuunHa BUPO6HMUTBO in bulk, Moptyranis/ peecTpadist Ha 5 pokis 3a He UA/18914/01/01
NNiBKOBOKO m6X nepBUHHE NakyBaHHS, HimeuunHa MepioAnYHICTb NOAAHHST PErYNISAPHO peyenmo nionseae
060/10HKOI0, No 80 BTOPVHHE NakKyBaHHS, OHOBJ/IHOBAHOTO 3BiTY 3 6e3nekw, BiANOBIAHO A0 M
mr, no 14 KOHTPO/b SIKOCTI: Mopsaky 3AiicHeHHA hapMakoHarnaay,
TabneTok, BKPUTHX Bntogapma-lHgacTpi 3aTBEPAKEHOro Haka3oM MiHicTepCTBa OXOPOHM
NNiBKOBOKO dapmacbiotuka, C.A., 3[0p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne
060/10HKOI0, Y MopTyranis; 898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuULji
6nicTepi; no 2 BTOPVHHE NaKyBaHHSA: Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
6nictepu B ecnapma ®apma pegfakuii Hakazy MiHicTepcTBa OXOPOHW 3[0pPOB's
KapTOHHI KopooLi Cepsices 'M6X, YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
HimeuunHa; CTaHOBWTb: 3ri4HO 3i CTPOKaMu, 3a3Ha4YeHUMN y
BUNYCK cepil: nepiognYHOCTI NOAAHHSA PerynsipHUX 3BITIB 3
Ecnapma Mv6X, 6e3neku.
HimeuynHa
13. PEBYCTAT TabneTku, BKPUTI Ecnapma HimeyunHa BMPOGHULTBO in bulk, Moptyranis/ peecTpaduis Ha 5 pokis 3a He UA/18914/01/02
NNiBKOBOKO 6X nepBUHHE NakyBaHHS, HimeuunHa MepioAnYHICTb NOAAHHS PEryspHO peyenmo nionsieae
060/10HKOH, MO BTOPVHHE NaKyBaHHS, OHOBJIHOBAHOrO 3BiTYy 3 6€3neku, BiANOBIAHO A0 M
120 wmr; no 14 KOHTPO/b AKOCTi: Mopsaky 3A4iicHeHHs hapMakoHarisay,
TabneTok, BKPUTMX Bntogapma-lHaacTpi 3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHYU
NNiBKOBOKO dapmacbioTrka, C.A., 3[,0p0B’sA YKpaiHu Big 27 rpyaHs 2006 poky Ne
060/10HKOM, Y MopTyranis; 898, 3apeecTpoBaHoro B MiHicTepcTBi toCTULji
6nicTepi; no 2 BTOPVHHE NaKyBaHHA: Ykpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
6nictepn B ecnapma ®apma pefakuii Hakaly MiHicTepcTBa OXOPOHU 340pPOB's
KapTOHHI Kopoo6Li Cepgices 'm6X, YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
HimeuunHa, CTaHOBWUTB: 3riHO 3i CTPOKamu, 3a3Ha4eHUMU Y
BUNYCK cepil: NepiognYHOCTI NOAAHHST PErY/IAPHUX 3BITIB 3
Ecnapma M'm6X, 6e3nexu.
HimeuynHa
14. ®EHIBYT NMOPOLLIOK ToBapucTBO YkpaiHa ToBapucTBO 3 YkpaiHa peecTpauisi Ha 5 poki - He UA/18915/01/01
(cybeTaHuin) y 3 06MeXeHo nionsieae
nonieTuIeHoBMX 06MeXeHOo BiANOBIAA/ILHICTIO
Milkax gns BignoBigasb "PAPMXIM"
chapmaueBTUHHOT HiCTIO
0 3acTOCyBaHHSA "OAPMXIM"
15. LUNTUKONIH Kpuctanu abo AT YkpaiHa 3eHaxi Kutaii peecTpauisi Ha 5 pokiB - He UA/18916/01/01
HATPIIO KpucTanivyHmi "®papmak” dapmac toTikan niosnsieae

MOPOLLOK
(cybeTaHuis) B

(Cyuxoy) N4,
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
BionycKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsio4eHHs1

nakertax
noABIliHMX
nosieTNIeHOBNX
ansi
hapmaneBTMYHOr
0 3aCTOCYyBaHHS

B.o. I'enepanbHoro gupexkropa /lupekropary
(hapmManieBTUYHOTr 0 3a0e3nmevyeHHsI

Isan 3AZIBOPHUX




MEPENIK
NMEPEPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIO/TOMNYHUX MPENAPATIB), AKI
BHOCATbLCA A0 AEP>XXABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Jopartok 2

[0 Hakasy MiHicTepcTBa OXOPOHMU
3a0poB’a YKkpaiHu «po aepxaBHy
peecTpaLdito (nepepeecTpadiio)
NikapcbKux 3aco6iB (MeanyHUX
iMyHoGionoriuHMx npenaparis) Ta
BHECEHHA 3MiH [0 peecTpayiiHuxX
martepiasiiB Ta NPO BHECEHHS 3MiH A0
popatka 1 go Hakasy MiHicTtepcTBa
OXOPOHM 340pPOB’A YKpaiHu Big 11 cepnHA
2021 poky Ne 1725»

Big, 18 cepnHa 2021 pokKy Ne 1752

cnapeHunx nakeTiB y
Kopoo6Li 3 kapToHy; Ne 10
(2x5): no 1 r y cnapeHomy
nakeTi 3 NoNieTUIEHOBUM
MOKPUTTAM; No 5 cnapeHnx
naketiB y Kopobu,i 3
KapToHY

3aTBEpAKEHOro HakasoMm MiHicTepcTBa
OXOPOHW 3[10POB’A YKpaiHu Bif 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakazy
MiHicTepcTBa OXOpPOHU 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:

3riHO 3i CTpOKamu, 3a3HavyeHMmn

nepiogNYHOCTI NOAAHHSA perynsipHUX 3BiTiB 3

6e3neku.

Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPO6GHUKa Bionycky yBaHHsi | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs
1. L-ABNYYHA KpucTanivyHuin NopoLIoK AMIHO HimeuunHa AMIHO 'm6X HimeuunHa nepepeecTpawis Ha HeobMeXeHuin TepMiH - He UA/15773/01/01
KACNOTA (cybcTaHuis) y noagiliHmx M6X nionsiza
NoNieTUNEHOBUX MiLLIKaxX €
Ans dhapmaueBTUYHOro
3aCTOCyBaHHSA
2. AMIHOKANP NOPOLLOK A/191 OPa/IbHOI0 ToBapucTs YkpaiHa ToBapucTBo 3 YkpaiHa nepepeecTpauis Ha HeobMexeHuii TepMiH 6e3 nionsiea UA/6566/01/01
OHOBA 3acTocyBaHHA no 1 r Ne 03 06MEXEHO OHoBNEHO iHhopmaLito B IHCTpYKLii gns peyernma €
KUCNOTA 10: no 1 ry nakerti 3 obmMexeHo BiANOBIAA/IbHICTIO MeZMYHOro 3aCTOCYBaHHS MikapcbKoro 3acoby
KOM6iHOBaHOro marepiany 10 "papmMaueBTUYHA y po3sginax "MpoTunokasaHHs", "OcobnnBoCTi
(antomokomnnekcy); no 10 Bignosiga KomnaHis "3gopos'a” 3actocyBaHHs", "lNo6iyHi peakuii” BiANOBIAHO
naketiB y kopobu,i 3 NbHICTIO [0 OHOBJIEHOI iHGhopMaL,ii 3 6e3nekn
KapToHy; Ne 10 (2x5): no 1 "®papmaue 3acToCyBaHHSA Ail040l PEYOBUHN.
Iy cnapeHoMy nakeTi 3 BTUYHA MepiognyHiCTb NoAaHHA perynspHo
KOMGIHOBaHOro marepiany KOMnaHis OHOBJ/IHOBAHOrO 3BITYy 3 6e3neku, BiANOBIAHO A0
(antomokomnnekcy); no 5 "3p0pos'a" Mopsaaky 3aiicHeHHs chapmakoHarnaay,

y




KopoobLi

LTeiiH AT,
LLiBefuapis;
KOHTPO/b AKOCTI (3a
BUHATKOM TecTy
MikpobionoriyHa
yucToTa):
PapmaHanituka CA,
LLBeiuapis

B po3ginax "®apmMaxkonorivHi
B/1ACTMBOCTI"(BHECEHO YTOUYHEHHS),
"Moka3aHHA" (BHECEHO YTOYHEHHS),

"B3aemogis 3 iHWMMKM Nikapcbkumn 3acobammn
Ta iHWi BMAW B3aemogiin", "OcobnmsocTi
3acTocyBaHHA", "3acTocyBaHHSA y nepiog,

BariTHOCTi abo rofyBaHHsA rpyaa"” (BHeceHo

YTOUHEHHS), "3AaTHiCTb BNAMBaTV Ha
LUBUAKICTb peakLii npu kepyBaHHi
aBTOTPaAHCMNOPTOM ab60 iHWMMKN

MexaHisMamn“(BHECEHO YTOUHEHHS), "Cnoci6

3aCTOCyBaHHA Ta 031" (BHECEHO YTOUHEHHS),

"OiTn" (BHECEHO YTOUHEHHS), "T06IYHI peakwji”

BiANOBIAHO A0 MaTepianis peecTpauiiHoro

Ne Hassa ®opma surnycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby ynakoska) nocBi0O4Y€eHHs
3. A®IHITOP Tabnetku no 2,5 mr, no 10 HoBaprTic LLBeiuapis BMPOGHMLITBO 3a LLBeiuapis nepepeecTpawis Ha HeobMeXxeHnit TepMiH 3a He UA/11439/01/03
Tabnetok y 6nictepi; no 3 dapma Al NMOBHWUM LK/IOM: OHOB/1EHO iHhopMaLLito B IHCTPYKUIT ANns peuenmom niosnsiea
61icTEpN B KAPTOHHIN Hosaptic ®apma MeAMYHOro 3acTOCyBaHHSA NikapCbKoro 3acoby €
Kopoo6Li LTeiH AT, B po3ginax "®apmakoorivHi
LLiBeiiuapis; BNACTUBOCTI"(BHECEHO YTOUYHEHHS),
KOHTPOb AKOCTI (3a "MokasaHHa" (BHECEHO YTOYHEHHS),
BMHATKOM TecTy "B3aemMogis 3 iHWVMU NikapcbknMn 3acobamu
Mikpo6ionoriyHa Ta iHWi BUAK B3aemogiit”, "OcobnmBocTi
yncToTa): 3acTocyBaHHs", "3acTocyBaHHA y nepiog,
dapmaHanituka CA, BariTHoCTi abo rogyBaHHs rpyaa” (BHeCeHo
LLseiiuapis YTOYHEHHS), "34aTHICTb BNAMBATU Ha
LIBMAKICTb peakLii Mpy KepyBaHHi
aBTOTpaHCMNOpPTOM abo iHWUMK
MexaHi3Mamn"(BHECEHO YTOUYHEHHS), "Cnoci6
3aCTOCyBaHHSA Ta [03U" (BHECEHO YTOYHEHHS),
"[iTn" (BHeCeHO yTo4YHeHHS), "MobiuHi peakuyii”
BiZANOBIAHO [0 MaTepianiB peecTpauiiiHoro
[10CbE.
MepiognYHICTb NOAAHHS PerynsipHO
OHOB/IOBAHOrO 3BIiTY 3 6e3neku, BiANoBiAHO A0
Mopsaaky 3aiicHeHHsA thapmakoHarnagy,
3aTBEPMAKEHOro HakasoM MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Bifg 27 rpyaHsA
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakazy
MiHicTepcTBa OXOpPOHY 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTPOKamu, 3a3Ha4YeHNMN y
nepiognyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.
4, A®IHITOP Tabnetku no 5 mr, no 10 Hosapric Lseiiuapis BMPOGHMLTBO 3a Lseiiuapis nepepeecTpauis Ha HeobMexeHuii TepMiH 3a He UA/11439/01/01
TabneTok y 6nictepi; no 3 dapma Al MOBHVM LK/IOM: OHOB/EHO iHhopMaLito B iIHCTPYKUIT Ans peyenmom nionsza
6nicTepy B KapTOHHIl HosapTic ®apma MeAMYHOro 3acTOoCyBaHHA NMikapCbKoro 3acoby €
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsio4eHHs1

[0CbE.
MepiofnYHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku, BifNOBIAHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAXEHOro Haka3oM MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii Ykpainum 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefakuji Hakasy
MiHicTepcTBa OXOpOHM 340POB'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3rigHO 3i CTPOKaMK, 3a3HaYeHMUN Y
nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6esneku.

A®IHITOP

Tabnetku no 10 mr, no 10
TabneTok y 6nictepi; no 3
6nicTepy B KapPTOHHIi
Kopoo6Li

HosaprTic
dapma Al

LLBeiuapis

BMPOGHMLTBO 3@

MOBHUM LVIK/TOM:

Hosaptic ®apma
LLiTelin AT,
LLiBeiiuapis;

KOHTPO/Ib SKOCTI (32

BUHATKOM TECTy
MikpobiosoriyHa
yucTOoTa):

dapmaHanituka CA,

LLBeiuapis

LLBeiuapis

nepepeecTpaisi Ha HEOBMEXeHNN TEPMIH
OHOB/1EHO iHhopMaLito B iIHCTPYKUIT AN
MeMYHOro 3aCTOCYBaHHA NMiKapCbKoro 3acoby
B po3ginax "®apmMaxonorivHi
B/1aCTUBOCTI"(BHECEHO YTOUYHEHHS),
"Moka3aHHs" (BHECEHO YTOUHEHHS),
"B3aemogis 3 iHWYMU nikapcbknMn 3acobamm
Ta iHWi B1AK B3aemogiit”, "OcobnBoCTi
3acTocyBaHHA", "3acTocyBaHHSA y nepiog,
BariTHOCTi abo rogyBaHHsA rpyaat” (BHeceHo
YTOYHEHHS), "34aTHICTb BNANBATU HA
LIBUAKICTb peakLii npu kepyBaHHi
aBTOTPAHCMOPTOM a60 iHWMMKN
MexaHizMamun"(BHECEHO YTOYHEHHS), "Cnoci6
3aCTOCyBaHHSA Ta 031" (BHECEHO YTOUYHEHHS),
"[liTn" (BHeceHo yToUHeHHs), "MobiuHi peakwii"
BiANOBIAHO A0 MaTepianiB peecTpauiiHoro
[OCbE.

MepiognyHiCTb NOAAHHA perynsipHo
OHOBJ/IHOBAHOrO 3BIiTYy 3 6e3neku, BiANOBIAHO A0
Mopsaky 34iicHeHHs hapmakoHarnagy,
3aTBEpPAKEHOro Hakasom MiHicTepcTBa
OXOPOHW 3[10POB’A YKpaiHu Bif 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakazy
MiHicTepcTBa OXOpPOHU 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3riiHO 3i CTpOKaMu, 3a3HavyeHnMmn y
nepiogNYHOCTI NOAAHHSA perynsipHUX 3BiTiB 3
6e3neku.

3a
peyerimom

He
nionsiea
€

UA/11439/01/02

BE/IKENA®

niodpinizaT 4N po3ymHy
ANA iH ek no 3,0 mr; 1
(h/1aKOH 3 MOPOLLKOM Y

TOB
"[I>XOHCOH
i JDKOHCOH

YKpaiHa

Brpo6HMLTBO,

nepBrHHA ynakoBKa Ta

KOHTPOJ1b AKOCTI:

ITania/
Benbris

nepepeecTpavjis Ha HeObMeXeHN TEPMIH.
OHOoBEHO iHhopMaLito B IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHSA NiKapCbKOro 3acoby

3a
peyenmom

He
nionsiea
€

UA/4405/01/03
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsio4eHHs1

6nicTepHiin ynakosui; no 1
6nicTepHill ynakosLi B
KapTOHHI KOpoo6Li

YkpaiHa"

BCn
dapmMacboTVKan3
C.n.A., lTanis;
BTopuHHa ynakoska,
KOHTPO/b AKOCTi Ta
BWMYCK Cepil:
fAHcceH
®apmauesTuka HB,
Benbris

B po3aini "MobiuHi peakwii" BignoBigHO 0
iHChopMmaLii CTOCOBHO 6e3neku, sika 3a3HavyeHa
B Marepiasiax peecTpauinHoro 4oCbeE.
MepiognYHICTb NOAAHHS PerynsipHO
OHOB/IOBAHOrO 3BIiTY 3 6e3neku, BiANoBiAHO A0
Mopsaaky 3aiicHeHHsA thapmakoHarnagy,
3aTBEPAXEHOro Haka3oM MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Bifg 27 rpyaHsA
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakazy
MiHicTepcTBa OXOpPOHY 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTpOKamu, 3a3Ha4YeHNMN y
nepiognyYHOCTI MoAaHHSA perynsipHux 3BiTiB 3
6e3neku.

BEPOHA

Kancynu, no 20 a6o 60
Kancyn y dpiakoHi, no 1
hN1aKoHy Y KapTOHHiiA
KopoobLi

XepbioH
MakncTtaH
MpaiiBeT
Nimiteq

MakncTaH

XepbioH MaknctaH
MpaiiseT JimiTeq,

MakncTtaH

nepepeecTpaujis Ha HeobMexeHuii TepMiH
MepiognyHiCTb NOAAHHA perynsipHo
OHOBJ/IHOBAHOrO 3BIiTYy 3 6e3neku, BiANOBIAHO A0
Mopsaky 34iicHeHHs hapmakoHarnagy,
3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHW 3[10POB’A YKpaiHu Bif 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakazy
MiHicTepcTBa OXOpPOHU 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTpOKaMu, 3a3HavyeHnMmn y
nepiogNYHOCTI NOAAHHSA perynsipHUX 3BiTiB 3
6e3neku.

6e3
peuyenma

He
nidnsiea
€

UA/9023/01/01

BIBABOH

cupon; no 120 mny
hnakoHi; no 1 dpnakoHy B
KapTOHHI KOPOOLi

XepbioH
MakucraH
MpaviBeT
Nimitepn

MakucTaH

XepbioH MakuctaH
MpaiiBeT fNimiTen

MakncTtaH

nepepeecTpauisi Ha HeobMexeHuit TepMiH
OHoB/eHO iHhopmaLito y po3gini
"Oco6MBOCTI 3aCTOCYBaHHA" IHCTPYKL,iT ANs
MeZMYHOro 3aCTOCYBaHHS MikapcbKoro 3acoby
BiANOBIAHO 4O OHOBNEHOI iHChopMaLi Woao
6e3Mnekn 3acTocyBaHHS Ajil0UNX PEUYOBUH.
MepioguyHicTb NogaHHsA perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku, BifnNoBiAHO A0
Mopsaky 34ilicCHeHHA hapmakoHarisgy,
3aTBEpAXEHOro Haka3om MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuil Ykpainum 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHiCTepcTBa OXOpPOHM 340POB'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKaMu, 3a3HaYEHNMU Y
nepiogNYHOCTI NOAAHHS PeryssipHUX 3BiTiB 3

6e3
peyenma

nionsiea
€

UA/10786/01/01
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Ne Hassa ®opma surnycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby ynakoska) nocBi0O4Y€eHHs
6e3neku.
9. BIFOP- PO34unH opasibHMiA No 100 TOB YkpaiHa [epxaBHe YkpaiHa nepepeecTpauis Ha HeobMeXxeHuii TepMiH o 100 m, no 100 UA/15304/01/01
CAHTO M a6o 200 mny "lemolna nigNpPUEMCTBO OHoBNEHO iHhopmaLito B IHCTPYKLii gns 200 mn — M1 abo
chnakoHax, no 500 mny 3ma" "EKCNepuMeHTaNbHWIA MeZMYHOro 3aCTOCYBaHHS MikapcbKoro 3acoby 6e3 200 mn
nasLwKax 3aBO/j, MEANYHUX y po3ginax "B3aemogisi 3 iHLMMMN NikapCbKuMu peyenma; -
npenaparis [HCTUTYTY 3acobamu Ta iHWi BUAN B3aemMogiii", o 500 mn — | nidnsea
GioopraHiyHoT Ximii Ta "Oco6MBOCTI 3acTOCyBaHHS" BigNOBIAHO f0 3a €; 1o
HadgTOXiMiT OHOBEHOI iHhopMai 3 6e3nekn peuenmom 500 mn
HauioHanbHoi 3aCTOCyBaHHS Aitoyol Ta AOMOMIKHUX — He
akageMmii Hayk pPeYOBUH. niosnsiea
Ykpainun" MepiognyHICTb NOAAHHSA PerynsipHo €
OHOB/IIOBAHOrO 3BIiTY 3 6e3neku, BifNOBIAHO A0
Mopsaky 34ificHeHHs hapmakoHarnagy,
3aTBEPAXEHOr0 HakasoM MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii Ykpainum 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefakuji Hakasy
MiHicTepcTBa OXOPOHU 340P0B'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3rigHO 3i CTpOKaMK, 3a3HaYeHMU Y
nepiogNYHOCTI NOAAHHSA PerynsipHUX 3BiTiB 3
6esneku.
10. FEN-APT® niocpinizaTt ANs po3umHy AT YkpaiHa AT "dapmak” Ykpaina nepepeecTtpauisi Ha HEOBMEeXeHW TEPMIH 3a He UA/15554/01/01
ANs iH ekyin no 400 mr, no "papmak” MepiognyHICTb NOfAHHA PerynsipHo peuyenmom niosnsiea
5 chnakoHis 3 OHOB/IIOBAHOrO 3BITYy 3 6e3neku, BifNoBIAHO A0 €
niocpinizatom y 6ictepi Mopsaky 34ilicCHeHHA hapmakoHarnsgy,
Ta 5 amnyn 3 3aTBEPAKEHOro HakasoM MiHicTepcTea
PO3YMHHUKOM (L-Ni3uH, OXOPOHU 340POB’A YKpaiHu Bif 27 rpyaHs
HaTpito rigpokcua, Boga 2006 poky Ne 898, 3apeecTpoBaHoOro B
ANns iH'ekujin) no 5 mny MiHicTepcTBi tocTuuil Ykpainm 29 ciuHsa 2007
6nicTepi, no 1 6nictepy 3 poky 3a Ne 73/13340 (y pefakuii Hakasy
dnakoHamu Ta no 1 MiHiCTepcTBa OXOpPOHM 340POB'A YKpaiHu Bif,
6nicTepy 3 amnynamu y 26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
nauvj 3 KapToHy 3rifiHO 3i CTPOKaMK, 3a3HaYeHNMHN y
nepiogNYHOCTI NOAAHHS PErysIsipHUX 3BITiB 3
6e3neku.
11. rNOBA kancysm no 40 mr no 10 Mera TainaHg, BUPO6HMK in bulk, TainaHg, nepepeecTpawis Ha HeobMeXeHuit TepMiH 6e3 nionsiea UA/3693/01/01
Kancyn y 6nictepi; no 3 Navichcaite BWMNYCK cepil i OHoBeHO iHhopmaLito B IHCTpYKLii Ans peyenma €
6nictepu y nakeTi 3 HCi3 KOHTPO/b SAKOCTI: MeAMYHOro 3acToCyBaHHA NikapCcbKoro 3acoby
honbrv antoMiHiesor; no 1 Mabnik Mera faiichcaiieHci3 y po3gini "MokasaHHA" Ta iHWWX po3ginis "
nakeTy B KAPTOHHII maui; Komnawi Mab6nik Komnawi dapmakoTepaneBTMyHa rpyna” (yTOUHeHHs
no 10 kancyn y 6nictepi; Nimitep Niviten, TainaHg; iHdbopmawii), "MpoTunokasaHHs", "B3aemogis 3

no 3 6nictepun y nakeTi 3
hoIbrv antoMiHIEBOT; NO 2
nakeTu B KapPTOHHII navL;
no 10 kancyn y 6nictepi;
no 6 6NiCTepiB y KAPTOHHIl

BUPO6HMK in bulk,
NepBUHHE | BTOPUHHE
nakyBaHHs:
Mera JflaiichcaiieHcis
Mab6nik KomnaHi

HLUIMMKN NikapcbKMKM 3acob6amMu Ta iHLWi B1uam
B3aemogiin" "OcobnMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiog, BariTHOCTi abo
rogyBaHHs rpyaaro”, "rMobivHi peakuii”
BifNOBIAHO A0 OHOBNEHOT iHChopMaLi 3
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsio4eHHs1

nauuj

Nimiten, TainaHg

6e3nekn 3acToCcyBaHHA Ail040T PEYOBUHM.
MepiofnYHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku, BifNOBIAHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAXEHOro Haka3oM MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii Ykpainum 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefakuji Hakasy
MiHicTepcTBa OXOpOHM 340POB'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3rigHO 3i CTPOKaMK, 3a3HaYeHMUN Y
nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6esneku.

12.

AABEPIC

Kpanni o4Hi, po3unH 40
MKr/MA, No 2,5 mny
dhnakoHi-KpanesbHULL; no
1 chnakoHy-KpanenbHUL,i B
KapTOHHIA KOpoo6Li

YOPA[,
MEAULIN
HTA

Ipysis

K.O. Pomchapm
Komnani C.P.J1.

PymyHist

nepepeecTpaisi Ha HEOBMEXeHNN TEPMIH
OHOB/1EHO iHhopMaLito B iIHCTPYKUIT AN
MeAMYHOro 3acTOCyBaHHA NikapCbkoro 3acoby
BiANOBIAHO A0 pethepeHTHOro Nikapcbkoro
3acoby (TpaBaTaH®, kpan/ii o4Hi) y po3gini
"®apMakonoriyHi BnacTnsocTi®.

MepiognyHiCTb NoAaHHA perynspHo
OHOB/IOBAHOrO 3BIiTY 3 6e3neku, BiANOBIAHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBepKeHoro Hakasom MiHictepctea
OXOPOHU 30POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefaxLii Hakazy
MiHicTepcTBa OXOpPOHY 340POB'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3ifiHO 3i CTPOKaMK, 3a3Ha4eHNMHN y
nepioguyYHOCTI MoJaHHSA perynsipHux 3BiTiB 3
6e3nekn

3a
peyerimom

He
nionsiea
€

UA/15537/01/01

13.

OVUMEKCWU-
XKoo

pigvHa AN 30BHILLIHLOrO
3acTocyBaHHsA no 50 mn,
no 100 mn y dpnakoHax

TOB "[OKnM
"Papmave
BTUYHA
habpuka"

YkpaiHa

TOB "OKnN
"®apmaueBTnyHa
habpuka"

YkpaiHa

nepepeecTpawis Ha HeobMexeHuii TepMiH
MepiofnYHICTb NOAAHHS PerysipHO
OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku, BiANOBiAHO A0
Mopsaky 3AificHeHHs hapmakoHarnagy,
3aTBEPKEHOro Haka3oM MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainm 29 ciuns 2007
poky 3a Ne 73/13340 (y pefaxuii Hakazy
MiHicTepcTBa OXOpPOHY 340POB'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTPOKamu, 3a3Ha4YeHnMn y
nepiognyHOCTI NoAaHHsA perynsipHux 3siTis 3
6e3neku.

6e3
peyenma

nionsiea
€

UA/5357/01/01
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Ne Hassa ®opma surnycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby ynakoska) nocBi0O4Y€eHHs
14. EMOKCUMNIH PO34UH ANS iH ekuin 1% TOB YkpaiHa MpAT “NekxiMm — YkpaiHa nepepeecTpawis Ha HeobMeXxeHnit TepMiH 3a He UA/15047/01/01
® no 1 mn B amnyni; no 10 "30PABO" Xapkis” MepiognyHICTb NOfAHHA PerynsipHo peuenmom niosnsiea
amnyn y nauui 3 KapToHy; OHOB/IIOBAHOrO 3BITY 3 6e3neku, BifNOBIAHO A0 €
no 1 mn B amnyni; no 5 Mopsaaky 3aiicHeHHs chapmakoHarnagy,
amnyn B 6nictepi; no 2 3aTBepXeHOro Hakasom MiHictepcTBa
6nictepu y nauui 3 OXOPOHU 340POB’A YKpaiHu Bif 27 rpyaHs
KapToHy; no 1 mn B 2006 poky Ne 898, 3apeecTpoBaHOro B
amnyni; no 100 amnyn y MiHicTepcTBi tocTuuii Ykpainum 29 ciunsa 2007
nauui 3 KapToHy poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpOHM 340POB'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3rigHO 3i CTPOKaMK, 3a3HaYeHMUN Y
nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6esneku.
15. EPBICONI® PO34MH NS iH'eKLin, no 1 nn YkpaiHa TOB "EPBIC", Ykpaina nepepeecTpaisi Ha HEOBMEXeHNN TEPMIH 3a He UA/3030/01/01
YNbTPA®AP | mn a6o 2 ma B amnysii; no "MTabopato YkpaiHa; OHOB/EHO iH(hopmaLito y po3aini peyenmom niosnsiea
M 10 amnyn y kopob6uj pist Epbic" M "Na6opatopis "Oco611BOCTI 3aCTOCyBaHHA" IHCTPYKLT Ans €
Ep6ic”, MeAMYHOro 3acTOCyBaHHSA NikapcbKoro 3acoby
YkpaiHa; BiZNOBIAHO 4O OHOBMEHOI iHChopMaLi LWoao
BUPO6HMK "in bulk" 6e3MeKkn 3aCTOCyBaHHA Ajil40i PpevyoBUHN.
MpAT "Nekxim - MepiognyHiCTb NOAAHHA PerynsipHo
Xapkis", OHOBJ/IHOBAHOrO 3BIiTYy 3 6e3neku, BiANOBIAHO A0
YKpaiHa Mopsaaky 3ailicHeHHs1 chapmakoHarnaay,
3aTBEpPAKEHOro Haka3om MiHicTepcTBa
OXOPOHW 3[10POB’A YKpaiHu Bif 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakazy
MiHicTepcTBa OXOpPOHU 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKamu, 3a3Ha4YeHnMn y
nepiogNYHOCTI NOAAHHS perynsipHUX 3BiTiB 3
6e3neku.
16. KOOEIHY KpucTanivyHuin NopoLIoK CaHeka CnoBaubka CaHeka CnoBaubka nepepeecTpauisi Ha HeobMexeHuii TepMiH - He UA/15945/01/01
DPOCDHAT (cy6eTaHuif) y noaBiiHnx dapmach Pecny6nika dapmacbloTikans a.c. Pecny6nika nionsiza
FEMIFCIAPAT NnoMieTUNEHOBMX MilLKax 1oTiKa13 €
AnA dhapmaueBTU4HOro a.c.
3aCTOCYBaHHs
17. MAPYKCA® TabneTkn, BKpUTI KPKA, CnoBeHis BMPOGHMLTBO "in bulk", CnoBeHis/ nepepeecTpawis Ha HeobMeXeHni TepMiH 3a He UA/15590/01/01
nniBkoBOK 060/10HKO0, N0 | A.4., HoBo nepBuHHE Ta HimeyunHa OHOB/1eHO iHhopMaLLito B IHCTPYKUIT ANns peuenmom niosnsiea
10 mr no 14 TabneTok y MecTo BTOPWHHE NakyBaHHS, MeAMYHOro 3acTOCyBaHHSA NikapcbKoro 3acoby €

6nicTepi; no 2 abo no 6
6nicTepiB B KAPTOHHIl
Kopoo6Ui

KOHTPO/b Ta BUMYCK
cepii:

KPKA, a.4., Hoso
mecTo, CroBeHis;
nepBuHHE Ta
BTOPVHHE NaKyBaHHs
Ta BMNYCK cepil:

y po3ginax: “lNoka3aHHs",

"Oitn" (yTouHeHHs iHdopmavii) " BignosigHO
[0 iHhopmau,i WoAo MeguyHoro
3aCTOCyBaHHA pethepeHTHOro Nikapcbkoro
3acoby (ABIKCA, TabneTtku, BKpUTi N1IBKOBOKO
060/10HKOI0).

MepiognYHICTb NOAAHHS PerynsipHoO
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Ne Hassa ®opma surnycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby ynakoska) nocBi0O4Y€eHHs
TAL d®apma M'M6X, OHOB/IHOBAHOrO 3BITYy 3 6e3neku, BiANoBiAHO A0
HimeuuunHa; Mopsagaky 3aiicHeHHs1 chapmakoHarnaay,
KOHTPO/b Cepil: 3aTBEpPAKEHOro Haka3oM MiHicTepcTBa
TAL d®apma MM6X, OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
HimeuuunHa; 2006 poky Ne 898, 3apeecTpoBaHoro B
KOHTPO/b Ccepii: MiHicTepcTBi tocTuLii YKpainn 29 ciuna 2007
HN30X (HaujoHanbHi poky 3a Ne 73/13340 (y pefakuji Hakasy
nabéopartopis 3a MiHicTepcTBa OXOpPOHU 340POB'A YKpaiHu Bif,
34pas'e, OKOME iH 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
xpaHo), CnoBeHis; 3iAHO 3i CTPOKaMK, 3a3HaYeHNMMN y
KOHTPO/b nepiogNYHOCTI NOAAHHSA perynsipHUX 3BiTiB 3
Mikpo6ionoriyHol 6esneku.
yncToTH cepii (y
BUMNaKy KOHTPOIO
cepii TA[, ®apma
v6X):
Na6op N1C CE & Ko.
KI, HimeyunHa
18. MAPYKCA® TabneTku, BKpUTI KPKA, CnoseHis BMPOGHMLTBO "“in bulk", CnoseHis/ nepepeecTpawis Ha HeobMeXxeHuit TepMiH 3a He UA/15590/01/02
nniBkoBOI 060/10HKOO, N0 | A.4., HoBo nepBuHHE Ta HimeyunHa OHOB/EHO iHhopMaLLito B IHCTPYKLUIT ANns peuenmom nionsiea
20 Mr no 14 TabneTok y MecTo BTOPWHHE NakyBaHHS, MeAMYHOro 3acTOCyBaHHSA NikapCcbKoro 3acoby €
6nicTepi; no 2 abo no 6 KOHTPO/b Ta BUMYCK y po3sginax: "lMokasaHHsa",
6nicTepiB B KAPTOHHIl cepii: "Oitn" (yTouHeHHs iHdopmavii) " BianosigHO
Kopoo6Li KPKA, 4.4., Hoso [0 iHchopmau,i WoAo MeguyHoro
mMecTo, CroBeHis; 3acTocyBaHHA pehepeHTHOro Nikapcbkoro
nepBuHHE Ta 3aco6y (ABIKCA, TabneTku, BKpUTI NAiBKOBOIO
BTOPUHHE NaKyBaHHS 060/10HKOI0).
Ta BUMYyCK Cepii: MepiognYHICTb NOAAHHS PerynsipHoO
TAL dapma 'm6X, OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
HimeuunHa,; Mopsaaky 3aiicHeHHs chapmakoHarnagy,
KOHTPO/Ib Cepii: 3aTBEPAKEHOro Haka3oM MiHicTepcTea
TAL dapma 'm6X, OXOPOHU 30POB’A YKpaiHu Big 27 rpyaHs
HimeuunHa; 2006 poky Ne 898, 3apeecTpoBaHoro B
KOHTPO/1b Cepil: MiHicTepcTBi tocTuuil Ykpainu 29 ciuHsa 2007
HN30X (HauioHanbHi poky 3a Ne 73/13340 (y pefaxuii Hakazy
nabopartopis 3a MiHicTepcTBa OXOpPOHY 340POB'A YKpaiHu Bif,
34paB'e, OKONE iH 26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
XpaHo), CnoBeHis; 3riHO 3i CTPOKaMu, 3a3HaYeHUMN y
KOHTPO/b nepioguYHOCTI MoJaHHSA perynsipHux 3BiTiB 3
Mikpo6ionoriyHol 6e3neku.
uncToTm cepii (y
BMMNaAKy KOHTPO/IHO
cepii TAL ®apma
vm6X):
Nab6op NIC CE & Ko.
KT, HimeuunHa
19. MOHOCAH® Tabnetku no 40 mr no 10 MPO.ME[ Yecbka BUPOBHMLTBO 3a Yecbka nepepeecTpawis Ha HeobMexeHuii TepMiH 3a He UA/4257/01/02
Tabnetok y 6aictepi; no 3 .LUC Mpara | Pecny6nika NMOBHVUM LMK/IOM: Pecny6nika/ BHeceHO OHOBMEHY iHhOpMaLLito B iIHCTPYKLIitO peyenmom nidnsiea
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Ne Hassa ®opma surnycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep

n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20

3acoby ynakoska) nocBi0O4Y€eHHs
6nicTepy B KapTOHHIiA a.c. MPO.MEA.LC Mpara CnoBaubka ANs MeQMYHOro 3acTOCyBaHHS NiKapCbKoro 55
KopoobLi a.c., Yecbka Pecny6nika 3acoby Ao po3ginis "Oco6/MBOCTi
Pecny6nika; 3actocyBaHHs", "lNo6iyHi peakuii” BiANOBIAHO
BVMPOGHMLTBO, [0 OHOBJIEHOT iHGhopMaL,ii 3 6e3neku gitoyol
nepBuHHe Ta PeYOBMHM NiKapCbKOro 3acoby.
BTOPUHHE NakyBaHHS, MepiognyHiCTb NOAAHHA PErynsipHO
KOHTPO/b AKOCTI: OHOB/THOBAHOrO 3BITYy 3 6e3neku, BiANOBIAHO A0
XBM ®apma c.p.o., Mopsaaky 3aiicHeHHs chapmakoHarnaay,
Cnosaubka 3aTBEPMKEHOr0 Haka3om MiHicTepcTea
Pecny6nika; O0XOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
nepBuHHe Ta 2006 poky Ne 898, 3apeecTpoBaHoro B
BTOPVHHE NaKyBaHHS: MiHicTepcTBi tocTuLi YKpainun 29 ciuna 2007
KOO®APMA c.p.o., poky 3a Ne 73/13340 (y pefakuji Hakasy
Yecbka Pecny6nika MiHicTepcTBa OXOpPOHU 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMu, 3a3Ha4YeHNMN y
nepiogNYHOCTI NOAAHHSA perynspHUX 3BiTiB 3
6e3neku.

20. MOHOCAH® Tabnetku no 20 mr, no 10 MPO.ME[ Yecbka BMPOGHMLITBO 3a Yecbka nepepeecTpawis Ha HeobMeXxeHuit TepMiH 3a He UA/4257/01/01
Tabnetok y 6nictepi; no 3 .UC Mpara | Pecny6nika NOBHWUM LK/IOM: Pecny6nika/ BHeceHO OHOBNEHY iHhOpMaLLito B iIHCTPYKLitO peuenmom nionsiea
6nicTepy B KapPTOHHIN a.c. MPO.MEQ.LIC Mpara CnoBaubka ANs MeAMYHOro 3acTocyBaHHS NikapCbKoro €
KopooLi a.c., Uecbka Pecny6nika 3acoby Ao posgainis "OcobmBocTi

Pecnyb6nika; 3acTocyBaHHs", "Mo6ivHi peakuii" BignoBigHO
BMPOGHMLTBO, [0 OHOB/EHOT iHdhopMaLi 3 6e3nekun Aitoyol
nepBuHHe Ta PEYOBUHM NiKapCbKOro 3acoby.
BTOPWHHE MakKyBaHHS, MepiofnYHICTb NOAAHHS PerynsipHo
KOHTPO/b AKOCTI: OHOB/IIOBAHOrO 3BIiTY 3 6e3neku, BigNOBIAHO A0
XBM ®apma c.p.o., Mopsaaky 3ailicHeHHs chapmakoHarnagy,
CnoBalbka 3aTBEPAXEHOr0 HakasoM MiHicTepcTea
Pecny6nika; OXOPOHU 340POB’A YKpaiHu Bif 27 rpyaHs
nepBuHHE Ta 2006 poky Ne 898, 3apeecTpoBaHOro B
BTOPVHHE NaKyBaHHS: MiHicTepcTsi tocTuuii Ykpainum 29 ciunsa 2007
KOO®APMA c.p.o., poky 3a Ne 73/13340 (y pefakuii Hakasy
Yecbka Pecnybnika MiHicTepcTBa OXOPOHU 340P0B'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3rigHO 3i CTpOKaMK, 3a3HaYeHMU Y
nepiogNYHOCTI NOAAHHSA PerynsapHUX 3BiTiB 3
6esneku.
21. HA3UNBIH® cnpeli HaszanbHuii 0,025 Mi enp, Oxi HimeyuunHa [L,03BiN Ha BMNYCK ABcTpisi/ nepepeecTtpauisi Ha HEOBMEeXeHW TePMIH 6e3 He UA/11682/01/01
CEHCUTVB %, no 10 mn a6o no 15 mn Xenc cepii: MopTtyranis/ | OHoOBNeHo iHdopMaLito 3 6e3neKkn B IHCTPYKLT peuyenma niosnsiea
npenapary y pnakoHi; no [hxepmai Mi enp Oxi Xenc Icnanis ON19 MejYHOro 3acTOCyBaHHS NiKapCbKOro €
1 chrakoHy B KapTOHHIlA X OcTpis MM6X eHpg, Ko. 3acoby y posginax "®apmMakosiorivHi
KOpooLi Or, AscTpis; BnacTmBocTi", "Oco6/IMBOCTI 3acTOCyBaHHA",
BUPOBHMLTBO 3a "3acTocyBaHHSA y nepiog, BariTHOCTi abo
NMOBHWM LK/TOM: rofyBaHHs rpyaar” (yTouHeHHs iHdopmauii),
Codpapimekc - "Cnoci6 3acTocyBaHHA Ta f031" (YTOYHEHHS
IHpycTpia Kivika e iHchopmawii), "MepenosysaHHs", "Mo6GiyHi
dapmaueyTika, C.A., peakuii" BignoBiAHO 4O MaTepianis
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Ne Hassa ®opma surnycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby ynakoska) nocBi0O4Y€eHHs
MopTyranis; peecTpaujiiHoro JocChbeE.
BUPOBGHNLTBO 3a MepiofnYHICTb NOAAHHS PerynsipHo
NOBHUM LK/IOM: OHOB/IOBAHOrO 3BiTY 3 6e3neku, BigNoBigHO A0
damap Xenc Keap Mopsaaky 3aiicHeHHs chapmakoHarnagy,
Cepsiciz Magpug, 3aTBepXeHOro Hakasom MiHictepcTBa
C.AY., IcnaHis OXOPOHU 340POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii Ykpainum 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefakuji Hakasy
MiHicTepcTBa OXOpOHM 340POB'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3rigHO 3i CTPOKaMK, 3a3HaYeHMUN Y
nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6esneku.
22. HA3UBIH® cnpeii HasanbHuiA 0,05 %, Mi eng Oxi HimeuunHa [03BiNT Ha BUMYCK AscTpis/ nepepeecTpawis Ha HeobMeXxeHuin TepMiH 6e3 nionsza UA/11682/01/02
CEHCUTVB no 10 mn a6o no 15 mn Xenc cepii: MopTtyranis/ | OHoOBNeHo iHdopMaLito 3 6e3neKkn B IHCTPYKLT peyenma €
npenapary y nakoHi; no [xepmaHi Mi eng Oxi Xenc IcnaHis 011 Me4NYHOro 3acToCyBaHHA NikapcbKoro
1 donakoHy B KapTOHHIi rM6X OcTpisa 'M6X eHg, Ko. 3acoby y posginax "dapmMakooriyHi
Kopoo6Li Or, AscTpis; BnacTmBocTi", "Oco6/IMBOCTI 3acTOCyBaHHA",
BMPOGHMLTBO 3a "3acTocyBaHHSA y nepiog, BariTHOCTi abo
MOBHUM LK/IOM: roflyBaHHs rpyaar” (yTouHeHHs iHchopmauii),
Codhapimekc - "Cnoci6 3acTocyBaHHA Ta f031" (YTOYHEHHS
IHaycTpia Kimika e iHdbopmawii), "Mepeno3syBaHHs", "MoGIYHI
dapmaueyTika, C.A., peakuii" BignoBigHO 4O MaTepianis
Moptyranis; peecTpaujiiHoro AoCkbE.
BUPOGHNLTBO 3a MepiofnYHICTb NOAAHHS PerynsipHo
NOBHUM LK/IOM: OHOB/IOBAHOrO 3BiTY 3 6e3neku, BigNoBigHO A0
damap Xenc Keap Mopsaaky 3ailicHeHHs chapmakoHarnagy,
Cepsiciz Magpug, 3aTBEpKEHOro Haka3oMm MiHicTepcTBa
C.AY., IcnaHis OXOPOHU 340POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTsi tocTuuii Ykpainum 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340P0B'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3rigHO 3i CTpOKaMK, 3a3HaYeHMU Y
nepiogNYHOCTI NOAAHHSA PerynsapHUX 3BiTiB 3
6esneku.
23. OKTArAM po3unH gns iHdysii 10 %, | Oktadapm ABCTpIst BUPOBHMK, LLseuisi/ nepepeecTtpauisi Ha HEOBMEeXeHW TePMIH 3a He UA/15583/01/01
10% no 20 mn, 50 mn, 100 mn a BiANOBIgabHUIA 3a ABcTpisi/ MepiognyHICTb NOfAHHA perynsipHo peuyenmom niosnsiea
a60 200 M1 po3unHy Ans PapmaLes BMPOGHULITBO 3a PpaHuis/ OHOB/IIOBAHOrO 3BITYy 3 6e3neku, BifNoBIAHO A0 €
iHdby3ili y donakoHi; no 1 TMKa NMOBHMM LMK/IOM, 32 HimeuunHa Mopsaky 34ilicCHeHHA hapmakoHarnsgy,
bN1aKoHY B KapTOHHIl MpogaykTio BUK/HOYEHHSAM 3aTBepXeHoro Hakasom MiHictepcTea
Kopoo6Li Hcrec BTOPWHHOI YNaKOBKU: OXOPOHU 340POB’A YKpaiHu Bif 27 rpyaHs
M.6.X. OxkTadhapma AB, 2006 poky Ne 898, 3apeecTpoBaHoOro B
Lseuis; MiHicTepcTBi tocTuuil Ykpainu 29 ciuHsa 2007
BUPOGHMUK, poky 3a Ne 73/13340 (y pefakuii Hakasy

Bi4noBiAa/IbHWIA 32

MiHiCTEepCTBa OXOpPOHM 340POB's YKpaiHu Bif,
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Ne Hassa ®opma surnycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby ynakoska) nocBi0O4Y€eHHs
BMPOGHMLITBO 3a 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
NOBHUM LIK/TOM: 3rifiHO 3i CTPOKamu, 3a3Ha4YeHNMN y
OkTadapma nepiognyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
dapmMaueBTuka 6e3neku.
MpoaykTioHcrec
M.6.X., ABCTpis;
BMPOGHMUK,
BiANOBigabHUIA 3a
BMPOGHMLTBO 3a
MOBHUM LMK/IOM, 3a
BUK/OYEHHAM
BTOPWHHOI YNaKOBKU:
OxTadapma, ®paHuis;
BUPOGHUK,
BiANOBIgaIbHNI 3a
BTOPWHHE MaKyBaHHS:
OkTathapma [leccay
'm6X, HimeyunHa
24, MPAMIMEKC Tab1eTKU NPOSIOHrOBaHOT TOB YkpaiHa Na6opatopioc IcnaHis nepepeecTpawis Ha HeobMeXxeHuit TepMiH 3a He UA/15481/01/01
®XR 4iino 0,75 wr, no 10 "ACIHO HopwmoH, C.A. MepiognyHICTb NOfAHHSA PerynsipHo peuenmom nionsiea
TabneTok y 6/ictepi; no 3 YKPAIHA" OHOB/IIOBAHOTO 3BITY 3 6€3MeKu, BiANOoBIAHO 40 €
6nicTepun y KapTOHHiIl Mopsaaky 3ailicHeHHs chapmakoHarnagy,
nauui 3aTBEpKEHOro Haka3oM MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii Ykpainum 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefakuji Hakasy
MiHicTepcTBa OXOPOHU 340P0B'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3rigHO 3i CTpOKaMK, 3a3HaYeHMUN Y
nepiogNYHOCTI NOAAHHSA PerynsipHUX 3BiTiB 3
6esneku.
25. MPAMIMEKC Tabn1eTKN NPOSIOHTOBaHOT TOB YkpaiHa JTabopatopioc Icnanis nepepeecTtpauisi Ha HEOBMEeXeHW TePMIH 3a He UA/15481/01/02
®XR giino 1,5 mr, no 10 "ACIHO HopwmoH, C.A. MepiognyHICTb NOfAHHA PerynsipHo peuyenmom niosnsiea
Tabnetok y 6nictepi; no 3 YKPAIHA" OHOB/IOBAHOrO 3BIiTY 3 6e3neku, BiANOBIAHO A0 €
6icTepn y KapTOHHIN Mopsaky 34ilicCHeHHA hapmakoHarnsgy,
nauui 3aTBepKeHoro Haka3om MiHictepcTea
OXOPOHU 340POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuil Ykpainm 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuji Hakasy
MiHiCTepcTBa OXOpPOHM 340POB'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKaMK, 3a3Ha4YeHNMN y
nepiogNYHOCTI NOAAHHS PErysIsipHUX 3BITiB 3
6e3neku.
26. MPOTIOHAMI | KpucCTasliuHWiA NOPOLLIOK TOB "TK YkpaiHa NsioHiH Beiki Kutai nepepeecTpauis Ha HeobMeXeHuit TepMiH - He UA/16070/01/01
Jil abo KpucTan "ABpopa" dapmacbtoTikan Ko., nidnsiea
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Ne Hassa ®opma surnycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby ynakoska) nocBi0O4Y€eHHs
(cybcTaHuis) y noagiliHmx nra. 55
NoNieTUNEHOBUX MiLLIKaX
Ans dhapmaleBTUYHOro
3aCTOCyBaHHSA
27. PANTEH TabneTku, BKpUTI "Xemodthap | Pecny6nika "Xemodhapm" Al Pecny6nika nepepeecTpauis Ha HeobMexeHuii TepMiH 3a He UA/1785/01/01
PETAP[ NNiBKOBOIO 060/I0HKOIO, M" AL Cepbis Cepbis OHoOBNEHO iHGhopmaLito y po3ginax peuyenmom nidnsiea
nponoHroBaHoi Aji no 100 "MpoTunokasaHHsa", "OcobnmBoCTi €
mr; no 10 TabneTok y 3actocyBaHHsA", "Mo6iuHi peakuii" iHCTPYKUT
6nicTepi; no 2 6ictepu B 0151 MeUYHOro 3acToCyBaHHS NikapcbKoro
KapTOHHI ynakoBLi 3acoby BifnoBiAHO A0 OHOB/EHOI iHdhopMaLil
LWof0 6e3neku 3acTOCyBaHHs Ajito4oi
peyoBUHN.
MepiognyHICTb NOAAHHS PerynsipHoO
OHOB/IOBAHOrO 3BIiTY 3 6e3neku, BiANOBIAHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHU 30POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil Ykpainum 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefaxLii Hakazy
MiHicTepcTBa OXOpPOHY 340POB'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKamu, 3a3Ha4YeHNMN y
nepioguyYHOCTI MoAaHHSA perynsipHux 3BiTiB 3
6e3neku.
28. CENTABION PO34MH A1 30BHILLHBOTO MpAT YkpaiHa MpAT YkpaiHa nepepeecTpawis Ha HeobMexeHuii TepMiH 3a He UA/15963/01/01
70% 3actocyBaHHs 70 %, no dapmaues dbapmaueBTMYHA peyenmom nidnsea
100 M1y dhnakoHax TMYHAa thabpuka "Biona" €
CKNSAHMX ab0 NosliMepHNX habpuka
"Biona"
29. CENTABION PO3YMH A1 30BHILLHBOTO MpAT YkpaiHa MpAT YkpaiHa nepepeecTpawis Ha HeobMeXeHuii TepMiH 3a He UA/15963/01/02
N/HOC 96% 3acTocyBaHHs 96 %, no PapmaueB PapmaueBTMYHA peyenmom nionsiea
100 mn y chnakoHax TUYHa thabpuka "Biona" 5
CKIAIHMX ab0 NoniMepHUX thabpuka
"Biona"

B.o. I'enepanbHoOro gupekropa Jlupekropary
(hapManieBTUYHOT0 3a0e3neueHHsI

Isan 3AJIBOPHUX




20

MEPENIK
NIKAPCBbKUX 3ACOBIB (MEANYHUX IMYHOBIO/TONYHUX MPEMAPATIB), LLLOAO AKUX BY/TIN BHECEHI 3MIHU 1O
PEECTPALIVMHNX MATEPIANIB, AKI BHOCATLCA A0 AEPXXABHOIO PEECTPY JIIKAPCbKX 3ACOBIB YKPAIHA

Aopartok 3

[0 Hakasy MiHicTepcTBa OXOPOHMU
3a0poB’a YKkpaiHu «po aepxaBHy
peecTpaLdito (nepepeecTpadiio)
NikapcbKux 3aco6iB (MeanyHUX
iMyHoGionoriuHMx npenaparis) Ta
BHECEHHA 3MiH [0 peecTpayiiHuxX
martepiasiiB Ta NPO BHECEHHS 3MiH A0
popatka 1 go Hakasy MiHicTtepcTBa
OXOPOHM 340pPOB’A YKpaiHu Big 11 cepnHA
2021 poky Ne 1725»

Big, 18 cepnHa 2021 pokKy Ne 1752

NPoOAYKTY:
BCIM dapmacbioTikans
C.N.A., Itanis;
Brpo6HMUTBO
Hepo3dacoBaHoi
NPOAYKLUiT, NepBNUHHA
ynakoBka:

M'ep dabp
MegnkameHT
MpogakwH, ®paHuis;
BTOPWHHA ynaKkoBKa,
[103BiN Ha BUMNYCK
cepii:
Jencapm Hosapa
C.p.n., Itanis;
Takega ABcTpis T'm6X,
ABCTpisi;
KOHTPO/b SIKOCTI cepii:
KoBaHc Jlabopatopi3
NimiTen, Benuka
BpuTaHia

Ne Hassa ®dopma sunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
1. AAUETPUAC® | nopoLuok ans Takega [OaHis Brpo6HMUTBO ITania/ BHECEHHS 3MiH [0 peecTpauliiHux maTepiasiis: 3a UA/13286/01/01
KOHUEHTpaTy 419 pO3UnHY dapma A/C Hepo3dhacoBaHol PpaHuis/ 3MiHK | TUNY - AOMIHICTPaTMBHI 3MiHW. 3MiHa peyenmom
Ans iHdysii no 50 wmr, 1 nNpoAyKLii, NnepBuHHa Benuka HaliMeHyBaHHS Ta/abo afpecy 3asiBHMKa
ch/1aKOH 3 MOPOLLKOM Y ynakoBka, KOHTPOJ1b BputaHis/ (BNacHvka peecTpauiiHOro NocBigYEHHSs) - 3MiHa
KapTOHHIlA KopooLi SIKOCTi cepili roToBOro ABCTpIs afpecu 3asBHUKa
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n/n

JNliKapcbKo20
3acoby
AKIH3EO™

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Howmep

peecmpayiliHo2o

nocsio4YeHHs

ANEKEH3A®

kancynv TBepgi, 300
mr/0,5 mr, 1 kancyna B
6nictepi, no 1 6nictepy B
KapTOHHIli Kopoobui

kancynu Teepgi no 150 wr,

XenciHH
Xenckea CA

LLiBefiuapis

XenciHH bipekc
dapmacbloTikans N1t

Ipnangis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHK | TUNYy - 3MiHK WoA0 6e3nekn/eddeKkTUBHOCTI
Ta chapmakoHarnsagy. BeegeHHs abo 3miHm o
y3arasibHeHNX JaHnx npo cucTemy
dhapmakoHarnsgy (BBeeHHs y3araslbHEHUX AaHNX
npo cuctemy hapMakoHarnsay, smiHa
yMOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a
3AiicCHEHHS chapMakoHarnsay; KOHTaKTHOI 0co6u 3
hapMakoHarnsay 3asiBHVKa AN 34iNCHEeHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA
Bif, yNOBHOBaXKEHOT 0CO6MU, BiANOBiLa1bHOI 3a
3[jicHeHHs hapmakoHarnsay (BKIovarum
KOHTaKTHi AaHi) Ta/abo 3MiHWN Y PO3MiLLEHHI
macTep-gpaiina cuctemu hapmakoHarnsgy) -
3MiHa YNOBHOB&XEHOI 0C06M 3asBHNKa,
BiANOBIAa/IbHOI 3a chapmakoHarnsg,.
MponoHoBaHa pepakuis: Mr. David Power. 3MiHa
KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0co6u,
BiANOBIAa/IbHOI 3a chapmakoHarnsg,.
3MiHa KOHTaKTHOI 0co6M YNOBHOBaXEHOI 0CO6U
3asBHKKa, BIANOBIAA/IbHOI 3a thapmakoHarnsag, B
YkpaiHi. MNponoHoBaHa pegakuis: Popivchak Olena
Viktorivna, Dr. 3MiHa KOHTaKTHUX JaHUX
KOHTaKTHOI 0CO6M YNOBHOBaXKEHOI 0CO6YU
3asBHMKa, BiANOBIAA/IbHOI 3a hapMakoHarnsg B
YKpaiHi

3a
peyenmom

UA/17170/01/01

no 8 kancyn TBepanx y
6nictepi; no 7 6nictepiB y
KapTOHHIi nayyj, no 4
naukn y KapTOHHIli kopobui

®.XothdpmaHH-
Na Pow /14,

LLiBefuapis

[Jenbcapm MinaHo,
C.P.N1., Itanisa
(BunpobyBaHHS
cTabinbHoCTI,
nepBuHHe Ta
BTOPVHHE NaKyBaHHS);
EBOHiK OnepeiwH3
M6X, HimeuunHa
(BunpobyBaHHs
KOHTPOJTO SKOCTI
(eTunxnopug));
Ekcenna N'v6X eHg,
Ko. KT, HimeuunHa
(BMpOGHMLTBO
Hepo3dacoBaHOl
NPOAyKLii,
BMNpPO6YyBaHHs
KOHTPOJIHO0 SIKOCTI);
Na6op IC CE eHg Ko.
KI, HimeuunHa
(BunpobyBaHHs

KOHTPOJI0 SIKOCTI

ITania/
HimeuunHa/
LLiBeiiuapis

BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasis:
3MiHM | TUny - 3MiHK Woa0 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHn oo
y3aranibHeHVX faHnx npo cuctemy
dhapmakoHarnsgy (BBefileHHs y3araslbHEHUX AaHNX
npo cuctemy hapmakoHarnsgy, amiHa
YNOBHOBaXXEHOT 0CO6M, BignoBiganbHOI 3a
34ilicHeHHA hapMakoHaragy; KOHTaKTHOT 0cobu 3
chapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
hapMakoHarnagy B YkpaiHi, SKLO BOHA BigMiHHA
BiJl yNOBHOBaXeHOI 0co6u, BiAnoBifanbHOT 3a
3[jicHeHHs1 hapMakoHarisay (BkIYarum
KOHTaKTHi AjaHi) Ta/abo 3MiHM Y PO3MilLEHHI
macTep-paiina cuctemn hapmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHX KOHTaKTHOT 0co6u
YNOBHOBaXXEHOT 0CO6UM 3asBHVKa, BignoBiganbHOT
3a (papmakoHarnag B YkpaiHi

3a
peyermom

UA/16997/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
(mikpobionoriuHa
4ucTOTa));
®.XothbdpmaHH-/15 Powwu
Ntp, Weeiiuapis
(BunpobyBaHHS
CTabifIbHOCTI
(mikpobionoriuHa
4ucTOTa));
®.XothbdpmaHH-/15 Powu
Ntp, Weeiiuapis
(Bunyck cepii);
®.XothbdpmaHH-/15 Powu
Ntp, Weeiiuapis
(nepBuHHe Ta
BTOPUHHE MaKyBaHHS,
BMNpPO6YyBaHHs
CTabisIbHOCTI, BUMYCK
cepii)
4, ANKEPAH™ NMOPOLLOK A9 PO3UUHY AcneH ®apma | IpnaHgis nakcoCmiTKnsiiH ITanis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasnis: 3a UA/4713/02/01
Ans iH'ekuii no 50 mr 1 TpelgiHr MaHydakTypuHr BUMNPaB/IEHHS TEXHIYHOI NOMWU/IKA Ha TUTY/IbHIl peyenmom
chakoH 3 nopolkom Ta 1 Nimiteq C.N.A. CTOpIHUi NpoekTiB 3MiH Ao MKA N13, a came
dp1akoH 3 PO3YNHHUKOM HEBIPHO BKa3aHO HalilMeHyBaHHSA BUPOOHUKA.
(HaTpito uuTpar, 3anponoHoBaHO BUPOGHYK, KpaiHa
NPoNiNeHrNikonb, eTaHon nakcoCmiTKnsiiH Manyaktypunr C.MN.A., Itanisa
96%, BoAa ONs iH'EKLiA) GlaxoSmithKline Manufacturing S.P.A., Italy
no 10 MN y KOHTYPHiii
NIacTVKOBIli YapyHKOBIi
yMakoBLi B KAPTOHHIl
Kopobui
5. ANoOXon TabneTkn, BKPUTI My6niuHe YkpaiHa My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiais: 6e3 UA/2355/01/01
N/1iBKOBOK 060/I0HKOK, NO akuioHepHe TOBapuCTBO "HaykoBo- 3MiHY | TUNY - BUNYyYeHHst BUPO6HUKa AdI peyenma
10 a6o 50 TabneTok y TOBapuCTBO BUPOGHNUNIA LLEHTP MopoLuok YacHuKy cyleHoro "Evear Extraction”,
6nictepax; no 10 "HaykoBo- "BopLuariBcbkuii ®paHuis; 3MiHKn | TUNY - NpuBeaeHHs Cneundikawi
Tabnetok y 6nictepi; no 5 BMPOGHNYUIA XiMiKO- A®I MopOoLLIOK YaCHMKY CYLLEHOr0 3a NOKa3HNKOM
6nicTepis y nayui 3 LeHTp chapmaL,eBTUYHMIA "Mikpob6ionoriyHa unctora" y BifnosigHICTb A0
KapToHy; no 180 TabneTok "BopLuariBcbk 3aBof", YkpaiHa; TOB EP/A®Y, 5.1.8.; 3a3Ha4YEHHsI NPUMITKM "A1s
Y KOHTelHepi WiA Ximiko- "Arpochbapm”, YkpaiHa CTiliKUX )OpM MiKpOOpraHi3miB" 719 NoKasHuka
naacTukosomy; no 1 thapmaveBTuy (dbacysaHHA Ta "Salmonella"; 3miHu Il Tuny - BBEAEHHA
KOHTeHepy B naui 3 HWiA 3aBoa” nakyBaHHs1) [04aTKoBOro BUpobHmka A®I MopoLLoK YaCHUKY
KapToHYy cyweHoro MAT HBL, "BopLyariBcbkuin X3,
YkpaiHa. MNponoHosaHa pefakuis TOB
«CymungpiTodpapmadist», YkpaiHa MNAT HBLL
"BopuuariBcbkuii X93", YkpaiHa
6. ANb®AXONI pO34nH Aans iH'ekuid, 1000 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/17917/02/01
H® Mr/4 Mn no 4 mn B amnyni; "dapmaueBTu "®dapmaueBTUYHa 3MiHM | TUny - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbknii | peyernmom
no 5 amnyn y KOHTYpHIiA YHa hipma hipma "OapHuus" 3aci6. CtabinbHicTb. 3MiHa y TepMiHax
YapyHKoBili ynakosLi; no 1 "fapHuus” npugaTHocTi abo ymoBax 36epiraHHsi roToBOro
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

KOHTYPHIli YapyHKOBIi
ynakoBLi B nayi

NiKapcbKoro 3acoby (36inbLeHHS TepMiHy
NpUAATHOCTI FOTOBOIO JIiKapCbKOro 3acoby) - Ans
TOProBoi ynakosku (NiATBEPMAXKYETLCA fJaHUMU
peasibHOro yacy) - 36i/bLIeHHS TEPMIHY
NpVAATHOCTI NiKapCbKoro 3acoby. 3aTBepKeHo:
1,5 poku. 3anponoHOBaHO: 2 pokM 3MiHN BHECEHI B
IHCTPYKL,i0 415 MeAMYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3gin "TepMiH
npugatHocTi". BBeAeHHS 3MiH NPOTArom 6-Tu
MicsILiB Micnsi 3aTBEPAKEHHS

ANb®AXONI
H®

pO34nH AN iH'ekuiid, 1000
Mr/4 MA no 4 mn B amnyni;
no 5 amnyn y KOHTYpHili
YapyHKoBIli ynakosui; no 1
KOHTYPHIll YapyHKOBIi
ynakosLj y nayui

MpAT
"®bapmavesTu
YHa hipma
"NapHuus"

YKpaiHa

MpAT
"papmMaueBTNYHa
hipma "OapHuus”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHM | TURY - 3MiHW BHECEHO A0 IHCTPYKLUi Ans
MeAMYHOro 3aCTOCYBaHHA /ikapCbKoro 3acoby y

po3zinu "Cnocib 3acTocyBaHHA Ta fo3un"
(yTouHeHHs iHchopmawii) BignoBigHO 4O OHOBNEHOI
iHchopmaLii 3 6e3neku Ajtyoi pevoBUHU.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPAKEHHS

3a
peyenmom

UA/17917/02/01

AM-ANITEP

Tabnetku no 4 mr/5 mr, no
10 TabneTok y 6nictepi;
no 3 6naictepun y navui

ToBapucTBO 3
obmexeHolo
BiANOBiAA/bHI
CTi0 HaykoBo-
BMPOGHMYA
hipma
"MIKPOXIM"

YKpaiHa

ToBapucTso 3
06MeXeHoto
BiAMNOBIAA/TbHICTIO
HaykoBo-BupobHU4a
thipma "MIKPOXIM"

YKpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:
3MiHM | TUny - 3MiHK Woao 6e3nekn/etheKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHn go
y3arasibHeHNX JaHnx npo cuctemy
thapmakoHarnagy (BBefeHHs y3arasibHeHNUX faHnx
npo cuctemy hapmakoHarnsgy, smiHa
yNOBHOBaXeHOT 0cobu, BignoBiganbHoT 3a
34ilicHeHHA hapMakoHarnaay; KOHTaKTHOT 0cobu 3
hapMakoHarnsay 3asiBHVKa AN 34ilNCHeHHs
thapmMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
Bifl yNOBHOBaXXeHOI 0CO6MU, BifNOBIfa/IbHOI 3a
3filicHeHHs chapMakoHarisgy (Bkovarun
KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MiLLEHHI
macTep-haiina cuctemu dhapmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHNX YNOBHOBaXKEHOI 0Cobm
3asBHVKa, Bi4NoBiAa/IbHOT 3a hapMakoHarnsag.
3MiHa agpecy 34iliCHEHHSI OCHOBHOT fii/IbHOCTi 3
hapmakoHarnisgy. 3MiHa MicLe3HaxomKeHHs
macTep-haiina cuctemun chapmakoHarnsgy

3a
peyenmom

UA/17391/01/01

AM-ANITEP

Ta6netkn no 4 mr/10 wmr,
no 10 Tabnetok y
6nictepi; no 3 6nictepu y
nauuj

ToBapucTBo 3
06MEXEHOI0
BiAnoBiAa bHI
cTio HaykoBo-
BMPOGHMYa
thipma
"MIKPOXIM"

Ykpaina

ToBapucTso 3
0bMexeHot
BiANOBIAA/ILHICTIO
HaykoBo-B1pobH1Ya
dhipma "MIKPOXIM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHM | TUny - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta (papmakoHarnsgy. BeegeHHs abo 3miHn o
y3arasibHeHUX faHnX Npo cucTemy
dhapmakoHarnsgy (BBefjeHHs y3araslbHEHUX AaHnX
npo cuctemy hapmakoHarnsgy, smiHa
YNOBHOBaXXEHOT 0CO6M, BiANOBifa1bHOI 3a
3[ificHeHHs chapmakoHarnsay; KOHTaKTHOI 0co6u 3
dhapmakoHarnsgy 3asaBHuKa AN 34ilCHEHHS

3a
peyerimom

UA/17391/01/02
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Howmep

peecmpayiliHo2o

nocsio4YeHHs

thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA
Bif, yNOBHOBaXEHOT 0CO6M, BiANOBifa1bHOI 3a
3[jicHeHHs hapmakoHarsay (BKIovarum
KOHTaKTHi AaHi) Ta/abo 3MiHWN Y PO3MilLEHHI
macTep-gpaiina cuctemu hapmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHnX YNOBHOBaXKEHOT 0cobun
3asBHUKa, BiANOBIAaIbHOI 3a hapMakoHarnsg,
3MiHa agpecy 34iiCHEHHS OCHOBHOI AisifIbHOCTI 3
thapmakoHarnagy. 3MiHa MicLe3HaxomKeHHs
MacTep-aiina cuctemu papMakoHarisgy

10.

AM-ANITEP

Tabnetku no 8 mr/5 mr, no
10 TabneTok y 6nicTepi;
no 3 6nictepun y nauui

ToBapucTso 3
06MEXEHOI0
BignoBiganbHi
CTi0 HaykoBo-
BMPOGHMYA
hipma
"MIKPOXIM"

YKpaiHa

ToBapucTso 3
0bMexeHot
Bi4nNoBiAaIbHICTIO
HaykoBo-BMpoGHNYa
dipma "MIKPOXIM"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHM | TURy - 3MiHK Woao 6e3nekn/etheKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHNX faHnxX Npo cucTemy
thapmakoHarnagy (BBe4eHHs y3arasibHeHVX faHux
npo cuctemy hapmakoHarnisgy, smiHa
YNOBHOBaXEHOT 0CO6MU, BiANOBIfaNbHOI 3a
3[ificHeHHs chapmakoHarnsay; KOHTaKTHOI 0co6u 3
chapmakoHarnsagy 3asaBHuKa 418 34iACHEHHS
hapmakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
Bifl yNOBHOB&XXEHOI 0Co6MU, BiAMNOBIfa/IbHOT 3a
3[jicHeHHs1 hapMakoHarsay (BkIYakum
KOHTaKTHi faHi) Ta/abo 3MiHU Yy PO3MIiLLLEHHI
macTep-haiina cuctemu hapmakoHarnsagy) -
3MiHa KOHTaKTHUX JaHNX YNOBHOBaXXEHOT 0cobm
3asBHVIKa, Bi4NoBiAa/IbHOT 3a hapmakoHarnsg.
3miHa agpecy 34jiCHEHHS OCHOBHOI AisfiNIbHOCTI 3
thapmakoHarnagy. 3MiHa MicLue3Haxo4KeHHs
macTep-haiina cuctemun chapmakoHarnsgy

3a
peyenmom

UA/17391/01/03

11.

AM-ANITEP

Tabnetkun no 8 mr/10 wr,
no 10 Tabnetok y
6nictepi; no 3 6nictepu y
nauui

ToBapucTtso 3
06MexeHo
BiANOBiAA/bHI
cTi0 HaykoBo-
BMPOGHMYa
ipma
"MIKPOXIM"

YkpaiHa

ToBapucTso 3
06MeXeHoH
BiANOBIAALHICTIO
HaykoBo-BUpobHUYa
ipma "MIKPOXIM"

YKpaiHa

BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiais:
3MiHM | TUny - 3MiHK Woa0 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnsagy. BeegeHHus abo 3miHn o
y3arasibHeHVX AaHnx Npo cuctemy
thapmakoHarnaay (BBeAeHHs y3arasibHeHVX faHux
npo cuctemy thapmakoHarnsgy, samiHa
YMOBHOBaXXEHOT 0CO6M, BignoBiganbHOI 3a
34ificHeHHs chapmakoHarnsay; KOHTaKTHOI 0co6u 3
thapmakoHarnsay 3asiBHUKa A5 34iCHEHHS
hapMakoHarnsgy B YkpaiHi, SKLO0 BOHA BigMiHHA
Bi/l yNOBHOBaXXeHOI 0co6Wu, BiAnoBifanbHOT 3a
3pilicHeHHs hapmakoHarnagy (Bkayarym
KOHTaKTHi faHi) Ta/abo 3MiHN Yy PO3MILLLEHHI
macTep-gpaiina cuctemu hapmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHuX YNOBHOBaXKeHO! 0cobun
3as1BHMKA, BignoBiAa/IbHOT 3a chapmakoHarnsag.
3MiHa agpecu 34ilCHeHHS OCHOBHOI Ais/IbHOCTI 3

3a
peyenmom

UA/17391/01/04




25

Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

hapmakoHarnsgy. 3mMiHa MicLie3HaxomKeHHs
MmacTtep-haiina cuctemu hapmakoHarnsgy

12.

AMAHTAAVH
Y CYNNb®AT

MOPOLLIOK (Cy6CcTaHLis) y
naketax nosnieTuIeHoBMX
4ns chapmaLeBTUYHOMO
3acToCyBaHHs

Moexc
KaHTabpa,
C..

IcnaHis

"Moexc KaHTabpa,
cJ."

IcnaHis

BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasis:
3MiHY | TUny - 3MiHK 3 sKocTi. A®l. Bupo6bHMLTBO -
BHECEHHS 3MiH 0 MaTepianiB peecTpayiiiHoro
[0CbE Ha fikapCbkuii 3aci6 AMaHTaauHy cynbdar,
nopoLuok (cybcTaHuisi). BBeaeHHs HOBOI Bepcii
OM® Ne O-ADS-1811-0001 Bupo6HUKOM Moexc
KaHTtabpa, C./1., Icnaxis; 3MiHun | Tuny - 3miHu 3
AKocTi. A®l. KoHTponb A®I - BHECEHHA 3MiH [0
marepianiB peecTpauiiHoro Locke Ha Nikapcbkuii
3aci6 AMaHTaguHy cynbat, NopoLLOK
(cybcTaHuis). BBeaeHHs HoBoi Bepcii AM® Ne O-
ADS-2005-s0009 Brpo6bH1MKOM Moexc KaHTabpa,
C.J1., IcnaHis; 3MiHu | TUny - 3MiHK 3 AKocTi. API.
KoHTposib A®I| - BHECEHHSA 3MiH 0 MaTepianis
peecTpavuiiiHoOro A0Che Ha Nikapcbkuii 3acié
AmaHTafunHy cynbgaT, NoOPOLLOK (Cy6CcTaHuis).
BeepneHHs HoBOT Bepcil IM® Ne O-ADS-2011-
s0013 BupobHMKOM Moexc KaHTtabpa, C.J1.,
Icnanis; 3miHW | TMny - 3MiHK 3 aKocTi. AdI.
KoHTpornb A®I - BUKnageHHAa MeTogiB KOHTPOSO
SIKOCTi Ha JlikapCbKuii 3aci6 AMaHTaauHy cynbgar,
MOPOLLIOK (Cy6CTaHL,is), yKpaiHCbKO MOBOK Y
3B'A3KY 3 BUMOramu [jo marepiasnis
peecTpauiiiHoro A0ChE, ki 3aTBEPIKEHI HAKA30M
MO3 Ykpainn Ne 1528 Big 27.06.2019

UA/6353/01/01

13.

AMAPUN®

Tabnetku no 3 mr Ne 30
(15x2): no 15 TabneTok y
6nictepi; no 2 6rictepu B
KapTOHHIlA KopoobLi

TOB "CaHodpi-
ABeHTIC
YkpaiHa"

YKpaiHa

CAHO®I C.IN.A.

ITanis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
NOMW/IKM NOB'A3aHi 3 Nepeknagom abo
nepeHeceHHAM iHchopmalii, siki 6y/im gonyLueHi nig,
yac NpoBefeHHsA npoLieaypy BUNpaB/ieHHA
TexHiyHoi nomunku (Haka3 Ne485 Bif
16.03.2021p.). Ha TUTY/bHIlA CTOpPIHLi NPOEKTIB
3MiH 4o MKS1 6yna gonylieHa nomuska npu
3a3HaveHHi BupobHuka M13. Y Cneumdikawii
MeTOZIB KOHTPOJO SIKOCTI, [/19 NOKa3HUKa
«30BHILLHIN BUrNs4», 6yna gonylieHa noMuika
npy 3a3HaveHHi iHchopmaw,i WoAo KoNbopy
TabneTok Ta AoMyLEeHO MOMUIIKY NPY NOCUNAHHI
Ha HOMep BHYTPILLUHLOrO METOAY BU3HAYEHHS.
3asHayeHe BUMNpaBeHHA BigNoBifae MaTepiaiam
pPeeCTpaLiniHOro A0Cbe SKi NpeAcTaB/eHi B apXisi.
B opuriHanbHux matepianax 3asHadveHo: «Pale
Yellow»

3a
peyenmom

UA/7389/01/02
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
14. AMBPOKCO/ | Tabnetkn no 30 mr no 10 ToBapucTBO 3 YkpaiHa BCi cTagil YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 6e3 UA/0438/01/01
Tabnetok y 6nictepi; no 2 06MEeXEHO BUPOBHULTBA, 3MiHM | TUNY - AOMIHICTPATUBHI 3MiHW. 3MiHa peuyenma
6nicTepu y nauuj 3 BiANOBIAA/bHI KOHTPOb AKOCTI, HalilMeHyBaHHs Ta/abo agpecu Micud
KapToHY CTIO BWMYCK Cepil: NpoBaPKEHHS AiSNbHOCTI BUpobHUKa/imnopTepa
"LOocnigHnii ToBapucTso 3 roTOBOrO JIiKapCbKOro 3acoby, BK/IYauu
3aB0[, 06MexeHot AinbHULI BUNYCKY cepii abo MicLe npoBeAeHHs
“rTHUACH BiANOBIAA/IbHICTIO KOHTPOJI0 SIKOCTI. (AiANbHICTb, 3a Ky BignoBifae
"[locnigHwii 3aBog, BMPOGHUK/iMNOPTEp, BK/IOYAKUM BUMYCK Cepili)
"rTHUNC", 3MiHa agpecu BUpo6HuKa /13 ToBapncTBO 3
YkpaiHa; 0o6MeXeHoto BignosiganbHicTio "OAPMEKC
BCi cTagii FPYM", Ykpaina (BCi cTagii BUpO6HULTBA,
BMPOGHMLITBA, KOHTPO/Ib SKOCTI, BUMYCK cepii), 6e3 3MiHn Micus
KOHTPO/b AKOCTI, BMPOGHMLTBA: 3MiHM BHECEHI Y po3in
BUNYyCK cepil: "MicLe3Haxo4keHHs1 BUPOGHMKa Ta iioro agpeca
ToBapucTso 3 MiCLiA NPOBaKEHHS AiS/IbHOCTI" B iIHCTPYKLitO ANs
06MeXeHoI0 MeAMYHOr0 3aCTOCYBaHHS Ta Ak Hac/ifokK -
BiANOBIAA/ILHICTIO Bi4NOBIAHI 3MIHW Yy TEKCTIi MapKyBaHHS yNakoBKU
"®APMEKC IrPyrn", nikapcbKoro 3acoby. BeefeHHsi 3MiH NpoTArom 6-
YkpaiHa; TN MicsILiB nicns 3aTBEpPKEHHS.
BCi cTagii
BMPOGHMLITBA,
KOHTPO/b SIKOCTI,
BUNYyCK cepil:
ToBapucTso 3
06MeXeHoI0
BiANOBIAA/ILHICTIO
"papmMaueBTNYHa
KomMaHisa "3gopoB'a",
YKpaiHa
15. AMIHOCO/N® | po3unH ANns iHdysili; no "Xemochapm" |Pecnyb6nika KOHTPOb AKOCTI, Pecny6nika BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3a UA/4102/01/01
HEO 10% 500 My naswkax AL Cepbis BUNYyCK cepil: Cep6is/ 3MiHK | TUNY - AOMIHICTPaTMBHI 3MiHU. 3MiHa peyenmom
"Xemodpapm" AL, YopHoropis HalilMeHyBaHHs Ta/abo agpecy 3asiBHMKa
Pecny6nika Cepbis; (BNacHvKa peecTpauiiHoro NocBigYeHHs) - 3MiHa
BMPOGHMLITBO Ha3BW KpaiHu 3asBHuKa /13. BBeeHHA 3MiH
Hepo3dacoBaHOl NpoTArom 6 MicsLiB nicns 3atBepkKeHHs. 3MiHu |
nNpoAykKLii, NnepBuHHa TUny - AOMiHICTPaTMBHI 3MiHU. 3MiHa
Ta BTOPMHHA HaliMeHyBaHHS Ta/abo agpecu micus
ynakoBKa, KOHTPO/1b NpoBaKEHHS AiSNIbHOCTI BUpOOHUKa/imnopTepa
SIKOCTI: rOTOBOrO JIiKAPCbKOro 3acoby, BK/IUaUn
XeMOMOHT 4.0.0., AinbHULI BUNYCKY cepii abo MicLie NpoBedeHHs
YopHoropis KOHTPO/I0 SKOCTI. (4iSNbHICTb, 3a Ky BiAnoBigae
BMPOGHUK/IMIOPTEp, BKIKOYAKOUM BUMYCK Cepili) -
3MiHa Ha3BU KpaiHu BUpo6Huka N3,
BiNOBIAA/ILHOIO 3a KOHTPO/b SIKOCTI, BUNYCK cepii,
6e3 3MiHn MicLa BUPO6GHMLTBA. BBEAeHHS 3MiH
npoTArom 6 MicsauiB Nicnsa 3aTBEPAYKEHHS.
16. AHrIO- PO34nH ANs iHdys3ii, 42 TOB Ykpaina MpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/15912/01/01
BETAPIH mr/mn no 100 mny "BOPBAPTC TOBapuUCTBO "lHdpy3ia" 3MiHM | TMny - 3MiHK 3 AKOCTI. [OTOBWIA JIiKAPCbKWA | peyenmom
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

naswui, no 1 naswuiy
KopoOLi 3 KapTOHY

PAPMA"

3aci6. CtabinbHicTb. 3MiHa y TepMiHax
npugatHocTti abo ymoBax 36epiraHHsi roTOBOro
NiKapCcbKoro 3acoby (36inbLIeHHsA TepMiHy
npuAaTHOCTI FOTOBOrO fikapcbKoro 3acoby) - Ans
TOProBOi yNakoBky (NiATBEPMAXYETLCA AaHUMU
peasibHOro Yacy) 36ibLEHHS TePMiHY
npuAaTHOCTI TOTOBOrO JliKapCbKOro 3acoby.
3arBepaKeHo: 2 poku 3anpornoHoBaHo: 3 poku
3MiHW BHECEHI B iIHCTPYKLO 4719 MEANYHOIo
3acToCyBaHHS NiKapCbKoro 3acoby y po3aim
"TepmiH npugatHocTi" Ta "Micue3HaxomKeHHs
BMPOGHMKa Ta 0ro agpeca Micus NpoBaKeHHs
LOiSNIbHOCTI" (BUyYEHHS BUPOBHNYOT AifbHULL).
3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. BunyyeHHs
BMPOGHWYOI AiNbHUL (BKNOYAKOUN AiNbHNL ANS
A®I, npomiKHOro NpoAyKTy abo roToBoro
NiKapcbKoro 3acoby, AiNbHULL 415 NPOBEAEHHS
nakyBaHHs, BUPOGHWKa, BiANoBifaIbHOro 3a
BWMYCK Cepiii, MicLie NpoBEAEHHS KOHTPO/IHO cepil)
a60 noctavyasibHUKa BUXiAHOrO MaTepiany,
peareHTy abo AONOMDKHOI PEYOBUHM (SIKLLLO
3a3HayeHo y JOCbE) BUTyYEHHS BUPOGHUYOT
LinbHUUI MprBaTHe akuioHepHe TOBapUCTBO
"Indpysia”, Ykpaina, 21034, M. BiHHnua , Byn.
Bonouwkosa, 6. 55

17.

APTNAAD

PO34uH ANs iHgysil, 42
mr/Mn no 100 mAa y nasLwLi
abo y chnakoHi, no 1
nAswLi abo dpnakoHy B
nauuj

TOB
"APTEPIYM
nTaor

YKpaiHa

MNAT "Tanuucapm”

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHM | TUNY - 3MiHK 3 SKOCTI. FOTOBMIA NiKapCbKuii
3aci6. Cuctema KoHTeliHep/3aKynopoBabHWi
3aci6. 3miHa y meToAax BUNpobyBaHHS NEPBUHHOIT
yNakoBKM rOTOBOrO NiKapCbKoro 3acoby (He3HauHi
3MiHW Y 3aTBeppKeHNX MeTofax BUNpPobyBaHb);
CYnyTHSI 3MiHa - 3MiHW 3 AKOCTi. F0TOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKyrnoptoBanbHuii 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo gonycTUMmx
MeX NMepBNHHOT YNakoBKM FOTOBOTO MiKapCbKoro
3aco0y - BHECEHHS 3MiHM 0 MaTepiasis
peecTpadiiiHoro aocke, p. 3.2.P.7. Cuctema
KOHTeliHep/3akynopoBasibHWii 3aci6, a came [0
cneumdikauii Ta MeToaiB KOHTPOO Ha Mpobkn
rymoBi y p. "30BHiLLHIil BUrNs4" BHECEHO
[OMOBHEHHS "A0MYyCKAETLCA HE3HAYHA
LLIOPCTKICTb" 3 METOI YHVKHEHHS 3/TMNaHHSA
nNpo60oK Mix co6010;
3MiHV | TUNY - BHECEHHSA 3MiHW A0 MaTepianis
peecTpadiiHoro gocke N3 Aprinalich, po3unH aAns
iHcpy3iii 42 Mr/Mn, a came BBEAEHHS NOKa3HMKa
"MexaHiyHi BK/IOYEHHS: BUAUMI Ta HEBUANMI

3a
peyenmom

UA/17348/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Howmep

peecmpayiliHo2o

nocsio4YeHHs

yacTku" go cneyndikauii Ta METOAIB KOHTPOSIIO Ha
Mpo6ku rymoBi, 3 METOK YHUKHEHHSI PU3UKIB
noTpanasiHHSA y BUPOGHMLTBO NPOBOK i3
MeXaHIYHUMW BK/TIOUYEHHAMM

18.

APMAANH®

TabneTtku, BKPUTI
060/10HKO0, N0 125 Mr no
30 TabneTok y 6aHLj, no 1
6aHLi B nayLi 3 KapToHy;
no 10 Tabnetok y
6nicTepi, no 3 6rictepu 'y
naJui 3 KapToHy

ToBapucTso 3
06MEXEHOI
BignoBiganbHi
CTi0 HaykoBo-
BMPOGHMYA
hipma
"MIKPOXIM"

YKpaiHa

ToBapucTso 3
0bMexeHot
Bi4nNoBiAaIbHICTIO
HaykoBo-BMpOo6GHNYa
ipma "MIKPOXIM"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHM | TURy - 3MiHK Woao 6e3nekn/etheKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHNX faHnX Npo cucTemy
thapmakoHarnagy (BBe4eHHs y3arasibHeHVX faHux
npo cuctemy hapmakoHarnisgy, smiHa
YNOBHOB&XEHOT 0CO6MU, BiANOBifaNbHOI 3a
3[jificHeHHs chapmakoHarnsay; KOHTaKTHOI 0co6u 3
chapmakoHarnsgy 3asaBHuKa A1a 34iACHEHHS
hapmakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
Bifl yNOBHOBaXXeHOI 0co6MU, BiAMNOBIfa/IbHOT 3a
3[jicHeHHs hapMakoHarsay (Bkyarum
KOHTaKTHi faHi) Ta/abo 3MiHN Yy PO3MIiLLLEHHI
macTep-haiina cuctemu hapmakoHarnsagy) -
3MiHa KOHTaKTHUX JaHNX YMOBHOBaXXEHOI 0cobm
3asBHVIKa, Bi4NoBiAa/IbHOT 3a hapmakoHarnsg.
3miHa agpecy 34jiCHEHHS OCHOBHOI AisfiNIbHOCTI 3
thapmakoHarnagy. 3miHa MicLe3Haxo4KeHHs
macTep-haiina cuctemun chapmakoHarnsgy

3a
peyenmom

UA/12306/02/01

19.

APMAAVH®
NOHIr

TabNeTkn NPOJSIOHrOBaHOI
4ii no 300 wr; no 40
Tabnetok y 6aHui; no 1
6aHLi B MayL,i 3 KapToHy

TOB HB®
"MIKPOXIM"

YkpaiHa

TOB HB®
"MIKPOXIM"

YKpaiHa

BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiais:
3MiHM | TUny - 3MiHK Wo0 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnsagy. BeegeHHus abo 3miHn o
y3arasibHeHVX AaHnx Npo cuctemy
thapmakoHarnaay (BBeAeHHs y3arasibHeHNX faHux
npo cuctemy thapmakoHarnsgy, amiHa
YMOBHOBaXXEHOT 0CO6MU, BignoBiganbHOI 3a
34ificHeHHs chapMakoHarnsay; KOHTaKTHOI 0co6u 3
hapmakoHarnsay 3asiBHUKa A5 34iCHEHHS
hapMakoHarnsgy B YkpaiHi, SKLO0 BOHA BigMiHHA
Bi/l yNOBHOBaXXeHOI 0co6Wu, BiAnoBifanbHOT 3a
3pilicHeHHs hapmakoHarnagy (Bkayarym
KOHTaKTHi faHi) Ta/abo 3MiHN Yy PO3MILLLEHHI
macTep-paiina cuctemn hapmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHuX YNOBHOBaXeHO! 0cobun
3as1BHMKA, BignoBiAa/IbHOT 3a chapmakoHarnsag.
3miHa agpecy 34iiCHEHHS OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnagy. 3MiHa MicLe3Haxo4KeHHs
MacTep-haina cuctemy papmakoHarnsgy

3a
peyenmom

UA/12306/01/01

20.

APMAANH®
NOHr

TabneTky NPosIoHroBaHol
4ii no 500 wr; no 40
Tabnetok y 6aHui; no 1
6aHUi B MayLi 3 KapToHy

TOB HB®
"MIKPOXIM"

YKpaiHa

TOB HB®
"MIKPOXIM"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHM | TUny - 3MiHK Woao 6e3neku/etheKTUBHOCTI
Ta chapmakoHarnsagy. BeegeHHs abo 3miHv o
y3arasibHeHNX laHnX Npo cucTemy

3a
peyenmom

UA/12306/01/02
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
dhapmakoHarnsgy (BBefleHHs y3araslbHEHUX AaHNX
npo cuctemy hapmakoHarnsgy, amiHa
YNOBHOBaXXEHOT 0CO6MU, BigNoBigaNbHOI 3a
3[ificHeHHs chapmakoHarnsay; KOHTaKTHOI 0co6u 3
chapmakoHarnsgy 3asaBHUKa 418 34iACHEHHS
hapMakoHarnagy B YkpaiHi, SKLO BOHA BigMiHHA
BiJl yNOBHOBaXXeHOI 0co6Wu, BiAMoBifa/IbHOT 3a
3[jficHeHHs1 hapMakoHarisay (BkIYarum
KOHTaKTHi AjaHi) Ta/abo 3MiHW Y PO3MiLLEHHI
macTep-haiina cuctemu hapmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHNX YNOBHOBaXeHOI 0cobm
3asBHMKa, BiANOBIAaIbHOI 3a thapMakoHarnsg,
3miHa agpecw 34jiiCHEHHS OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnagy. 3miHa MicLe3Haxo4KeHHs
MacTep-thaina cuctemm papmakoHarnsgy
21. APYTUMO/I® | Kkpanni O4Hi, po3ynH, 5 TOB "bayw Ykpaina Op. F'epxapg MaHH, HimeyunHa/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/4073/01/02
Mr/mn; no 5 mny Xenc" Xem-thapMm. Pabpuk dpaHuis 3MiHM | TUNy - 3MiHK 3 SIKOCTi. FOTOBUIA NiKapcbkuid | peyenmom
naacTUKOBOMY Ch/1aKOHi- M6X, HimeuyunHa 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHM Y NpoLeci
KanesnbHuui Bottelpack, (BUpPOOHMLTBO Gasky, BMPOGHMLITBA FOTOBOTO /iKapCbKOro 3acoby,
AKUIA 3aKPUBAETHLCA nepBUHHE NaKyBaHHS, BK/THOHAI0UN NPOMIXKHWIA NPOAYKT, L0
KPULLKOIO, LU0 BTOPUHHE MaKyBaHHS, 3aCTOCOBYETLCS MNPV BUPOOHMLITBI FOTOBOrO
HarBMHYyeTbCH, 3 aHasTiITUYHI nikapcbKoro 3acoby - BHECEHHS 3MiH [0 po3ainy
npo6iliHnkom; no 1 BMNPOBYBaHHS, 3.2.P.3.3. Onvc BUpo6HMYOoro npovecy Ta
hnakoHy-KpanenbHuL,i B BMNYCK cepil); KOHTPO/IO MpoLiecy, 30KkpemMa: - foAaBaHHsA
KapTOHHI KopobLi; no 5 Na6opaTtopis LLoBeH, cTepunbHOI hinbTpavii 6e3nocepeHbO nig Yac
M1y hnakoHi, 3 PpaHuin npoLecy HanoBHEHHS (P/1akoHIB TUM caMUM TUMOM
KpanesnbHuuero Ta (BMpOGHMLTBO Basky, hinbTpa 0,2, AKMI BXXe BUKOPUCTOBYETHLCS Npu
TBUHTOBOI KPULLIKOHO; Mo 1 nepBuHHE NakyBaHHS, nepwii cinbTpavii (3rigHo 3 EU GMP guideline
(h/1aKOHY B KapTOHHii aHaNiTU4HI Annex ocTaTouHa cTepusibHa QiNibTpaLis NOBUHHA
KopoobLi BMNPOGYBaHHS) NPOBOAMUTUCH SIKOMOra 6/mKye 40 3anOBHEHHS) -
The maximum holding time of the bulk solutions is
14 days nepewmilLeHo 3 Stage 3 to Stage 2
(pepakuiiiHa npaska)
22. AP®A3ETUH | 36ipno 75 ra6o no 100 ry MpAT Ykpaina MpAT "“NikTpasu" YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 6e3 UA/5966/01/01
naykax 3 BHYTPILLHIM "NikTpasn" 3MiHU | TUMY - BHECEHHS YTOUHEHHS B pO3ini peyenma

naketom; no 1,5ry
inbTp-nakeTi; no 20
hiNbTp-nakeTiB y nauwyj; no
1,5 ry chinbTp-nakeTi; no
20 hinbTp-nakeTiB y nauLi
3 BHYTPILLHIM NakeToM; no
1,5 ry chinbTp-nakeTi B
iHOuBIAYya/ibHOMY
nakeTuky; no 20 dinbTp-
nakeTiB y navuj

"YnakoBka" MeToiB KOHTPOIO SIKOCTi, a came 415
ynakoBoK o 1,5 r y goinbTp-nakeTi; no 20 dinbTp-
nakeTis y nayui; no 1,5 r y cinbtp-nakeTti; no 20
iNbTP-NakeTiB y NayL,i 3 BHYTPILLHIM NakeToMm; no
1,5 ry chinbTp-nakeTi B iHAUBIAYya/IbHOMY
nakeTuky; no 20 dinbTp-nakeTis y navwj
3a3HayvYaeTbCA iHhopMaLis WO «40AATKOBO Mavku
MOXYTb 06ropTaTucs 330BHi M/iBKOKO
noninponiIeHOBOK» 3aMIiCTb «330BHi NaYKu
06ropTaloTb NAIBKOK NOTINPONISIEHOBO».
3anponoHoBaHo: MoapibHeHa cupoBuHa no 75,
100 r B nakeTun, BUrOTOB/IEHI 3 nanepy
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa

BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs

nakyBaJIbHOro BOJIOrOCTilikoro, abo kpadpT-nanepy,
abo nanepy raszetHoro, abo B NakeTu 3 Mns1iBku
nakyBaUslbHOI 3 HACTYNHUM BK/1afaHHAM B Navku
KapTOHHI MopoLok kpynHuii no 1,5 r B dinbTp-
nakeTi, BArOTOB/EHI 3 nanepy
TepMO3BaptoBa/IbHOrO NOPUCTOrO, LU0 He
PO3MOKa€E, 3 HACTYMHWUM YKadaHHAM no 20
QiNbTP-NakeTiB B NaYkM KapTOHHI. [logaTkoBo
naykv MoXyTb 06ropTaTmucs 330BHi N/1iBKOKO
noninponisieHoBoto. MNMopoLok KpynHuii no 1,51 B
iNbTp-NakeTi, BArOTOB/EHI 3 nanepy
TepMOo3BaptoBa/IbHOrO NOPUCTOrO, LU0 He
pO3MOKa€E, B HACTYNHUM yknagaHHAM no 20
(PiNbTP-NakeTiB B NakeTn, BUTOTOBJIEHI 3 NAIBKA 3
noniMmepHUX matepianis 3 HaCTYMHUM BKNaAaHHAM
B NaYk1 KapTOHHI. [loAaTKOBO Nayvkn MOXyTb
obropTarucs 330BHi N/1IBKOKO NONINPONINEHOBOI.
MopoLwuok kpynHWia no 1,5 r B dhinbTp-nakeTi,
BUrOTOB/IEHI 3 Nanepy TepMo3BaploBasIbHOTO
MOPUCTOrO, L0 HE PO3MOKAE, 3 HACTYMHUM
nakyBaHHSM KOXHOro ifibTp-nakeTa B
iHOVBIAYyaNbHWI MAKeTUK BUTOTOB/IEHWIA 3 MNIBKA
nakyBasibHOI, a60 namiHaTy Ha OCHOBI nanepy
“Walki Wisa”, abo anitomiHieBOT (00oNbI Ha OCHOBI
nanepy 3 HaCTyMHUM YK1afaHHAM B Nayku
KapTOHHI. [lofaTKOBO Nayky MOXyTb 06ropTaTucs
30BHI NIBKOIO NOAINPONiNEHOBO. Mavkm
YKNagaTb B AWMKA 3 KApTOHY rochposaHoro. B
AWK BKNaAAI0Tb NakyBasbHUIA UCT

23. ACMIPUH TabneTkun, BKpUTI Baitep LWsenuapis | Baiiep Al, HimeuunHa; HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 6e3 UA/7802/01/02
KAPAIO® KMLLKOBOPO34YMHHOIO KoHcblomep Baiiep Bittepdensa 3MiHU | TUNY - 3MiHW BHECEHO A0 IHCTPYKUiT AN peyenma
060/10HKO10, o 300 mr, nNo Kep Al m6X, HimeuyunHa MeAMYHOro 3aCTOCyBaHHSA NikapcbKoro 3acoby Ao
14 TabneTok y 6nicTepi, po3ginis "B3aeMogis 3 iHLLMMY NiKapCbKUMKn
no 2 6nictepy B KaPTOHHIl 3acobamu Ta iHWi B1uAamn Baemogiii" (4ogaBaHHs
nauui iHhopmaLii oo B3aEMOZil 3 MeTaMi30HOM),
"Mo6iuHi peakyi" (qofasaHHs iHopmaLii Wwoao
HeobxigHOCTi iIHhopMyBaHHS Npo Mo6iYHI peakw;i),
a TakKoX BHECEHI He3HAaYHI KOPEeKTOPChKi NpaBku [0
po3ginis "®apmakonoriyHi BNacTuBocCTi",
"3acTocyBaHHs y nepiog BariTHOCTi abo roflyBaHHs
rpyaat”.
BBefeHHst 3MiH NpoTArom 3-x MicsuiB nicns
3aTBEPAKEHHS

24. ATFAM | KOHLieHTpaT Ans MOANIEP CLWA dapmauist | ANgKOH CWA BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/16311/01/01
ATGAM NPUroTyBaHHA PO34nHYy IHK. Komnani /INC 3MiHKM | TURY - 3MiHa HaliMeHyBaHHS peyenmom
NIMPOUNTA | ans iHdyaiii no 50 mr/mn, nocravanbHuka ag'toaHTa ®peiinga (Freund's
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Howmep

peecmpayiliHo2o

nocsio4YeHHs

PHUA
IMYHOI 106
YIIH,
AHTUTUMOL],
UTAPHUI
rnoeyniH
(KIHCbKWA)

no 5 mn B amnyni; no 5
amnyn y KapTOHHIl nauydi

Adjuvant) 3 Difco Laboratories Ha Becton
Dickinson and Company / BD Diagnostic Systems;
3MiHV | TUNY - BUNYYEHHS NOKa3HKKa SKOCTi
General Safety Test (GST) 3i cneumdikaui
roTOBOrO /iKapCbKOro 3acoby; 3MiHu | Tuny -
BHECEHHS BUMpaBneHb y hopmyny ans
KifIbKiCHOTO BM3HaYeHHs 3arasibHoro 6Ginka (Total
protein Assay). BunyueHHs 3 MKA onucy metoay
«BunpobyBaHHsA Ha 6e3neky»; 3MiHu | TUny - 3MiHK
B YMOBax 36epiraHHsi roTOBOrO JlikapCbKoro
3acoby. 3anponoHoBaHo: 36epiraTv npu
Temnepartypi Big 2 1o 8 oC. He 3amopoxysaTu.
36epirati B OpuriHasIbHil ynakoBLi 4718 3aXMCTy
Bif CBiT/1a. 3MiHM BHOCATLCS 0 peecTpaLiiHoro
noceigyeHHs, po3giny «36epiraHHa» MKA, posginy
«YMOBW 36€epiraHHs» IHCTPYKLiT 4719 MEeANYHOro
3acTocyBaHHA. TepMiH BBEAEHHS 3MiH - MPOTAroM
6 micauis nicns 3aTBepmKeHHs; 3MiHu | Tuny -
3MiHV BHECEHO [0 iHCTPYKLi 415 MeauyHoro
3acToCyBaHHSA NikapcbKoro 3acoby A0 po3ainy
"Oco6nMBOCTI 3aCTOCYBaHHA" (3a3HaYeHHs
iHchopMmawii LLoAo BMICTY HaTpito) BifnoBigHO J0
marepianiB peecTpauiiHoro ockbe, a Takox
BHOCATbCS pPefakTopChbKi NpaBku B pO34isn
"Bnpo6HMK" Ta "MicLie3HaxomKeHHs BUPOOHMKa Ta
afpeca MicLa NPoBaXEHHS MOro AisnbHoCTI".
TepmiH BBEAEHHSA 3MiH - NPOTAroM 6 micauis nicns
3aTBEPMKEHHS; 3MiHW | TUMY - 3MiHK A0 onucy
BTOPWHHOT YNakoBKW NikapcbKoro 3acoby
(mopaBaHHsA iHopMaLii LWoA0 HAasABHOCTI
6nictepa). 3MiH1 BHOCATLCA A0 PO34iny
«[MakyBaHHA» MKHA, po3ainy «YnakoBka»
IHCTPYKLi AN18 MeAUYHOro 3aCTOCyBaHHS, TEKCTY
MapKyBaHHS A0 PeecTpaLiiiHOro NocBigYEHHS.
TepMiH BBEEHHS 3MiH - NPOTAroM 6 MicALiB nicns
3aTBEPMAKEHHS; 3MiHM | TUNY - Nepe3aTBepLKeHHS
AHaniTMYHOT HopMaTMBHOT JokyMeHTauji (AH) Ha
MeToam koHTposito sikocTi (MKA) 3 meToto
npusefeHHsA A0 BuMor Hakady MO3 Ykpaiuu
Ne460 Big 23.07.2015 p; 3miHu | Tvny - oAaBaHHSA
noctayasbHUKaMy KOMMNOHEHTIB KPOBi NIIOAMHN, LLLO
BUKOPVCTOBYIOTLCS Y BUPOGHUYOMY MPOLLECi,
nopatkosux TecTiB West Nile Virus (NAT),
Antibodies to T. Cruzi, Zika Virus (NAT)

25.

A®DNTASNH®

kancynu no 200 mr no 10
Kancyn y 6nictepi; 3
6nicTepy B ynakosLi

TOB
"BAJTAPTIH
PAPMA"

Ykpaina

TOB "BAJTAPTIH
PAPMA"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasis:
3MiHM | TUNY - 3MiH& HOPMYBaHHSA Cy/ibaTHOT
301 y cneumdikauii Ha Kancynu tBepai

6e3
peyenma

UA/11171/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Howmep

peecmpayiliHo2o

nocsio4YeHHs

XenaTuHoBI (3aTBepaXeHo: He binbie 5%,
3anponoHoBaHo: He Ginblue 7%) aAna dipmMu-
BMpo6HMKa «ACG Europe d.0.0»; 3miHu | Tuny -
3MiHM y crieumdikaii Ta MmeTogax BUNpobyBaHHs
Kancyn TBepamx XenaTnHoBMX y MmaTepianax
BMPO6HMKa /13, L0 06YMOB/IEHI 3MIHOKO Ha3BY
hipMun-Brpo6HMKa «AKI™ Jlykanc 4.0.0.» Ha «ACG
Europe d.o.0»

26.

ADNYBIH®

Kpanni opasibHi no 20 mn,
a6o no 50 mn, a6o no 100
My chnakoHax-
KpanesnbHuusax; no 1
th/1aKOHY B KapTOHHii
ynakoBLi

Pixapg
BiTTHep Al

ABCTpIs

Pixapg bitTHep Al

ABcCTpis

BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasis:
3MiHU | TUMY - BUNYYEHHS HECYTTEBOTO
BMNPOBGYBaHHSA B npoueci BupobHuuTea 13 3a
nokasHukoMm «Cmak». BBefieHHs1 3MiH npoTsarom 3-
X MicALiB Micns 3aTBEPKEHHS; 3MiHW | Tuny -
BHeCeHHs 3MiH A0 Cneuudikauii/MeToais
BMNPOOYBaHHS, a came - BU/TyYeHHs 3acTapifioro
nokasHuka «Cmak». BeefieHHs1 3MiH npoTsarom 3-x
MicsILiB Micns 3aTBEPAKEHHS; 3MiHM | Tvny -
BHECEHHS 3MiHM Ao po3giny 3.2.5.2.1.
Brpo6HuK(1), a came - 3MiHa agpecy BUPO6HUKa
MaTpuyHoi HacToikn Herbamed AG, Switzerland
onsa A®l (Bryonia D6), 6e3 3MiHM MicLs
BMPOGHMLTBA: 3anpornoHoBaHo: Austrasse 10 + 12
9055 Buhler Switzerland; 3miHu | TUny - BHECEHHSA
3MiHM go po3giny 3.2.S.2.1. Bupo6Huk(un), a cave -
3MiHa aApecun BUPOOHMKa MaTPUYHOT HACTOWKN
Herbamed AG, Switzerland gnsa A®l (Ferrum
phosphoricum D12), 6e3 3MiHn MicuA
BMPOGHMLTBA: 3anpornoHoBaHo: Austrasse 10 + 12
9055 Buhler Switzerlan; 3miHun | TUNy - BHECEHHSA
3MiHM go po3giny 3.2.S.2.1. Bupo6Huk(un), a cave -
3MiHa aApecu BUPOOHMKa MaTPUYHOT HACTOWKN
Herbamed AG, Switzerland gns A®l (Gentiana
D1), 6e3 3MiHM Micus BUPOOHULTBA:
3anpornoHoBaHo: Austrasse 10 + 12 9055 Buhler
Switzerland.
3MiHW | TUMY - BHECEHHSA 3MiHW 40 pO34iny
3.2.5.2.1. Bupo6Huk(u), a came - 3MiHa agpecu
BMPOGHMKA MaTpUYHOi HacTolikn Herbamed AG,
Switzerland ana A®l (Aconitum D6), 6e3 3MiHu
MicLa BUPOOHMLTBA: 3anNpornoHoBaHo: Austrasse
10 + 12 9055 Buhler Switzerland

6e3
peyenma

UA/1952/02/01

27.

ALEEKOP
KAPZIO

Tabnetku
KMLLKOBOPO34MHHI no 100
mr, no 50 a6o no 100
TabneTtok y 6aHui; no 1
6aHLUi B NayLli 3 KAPTOHY;

TOB HB®
"MIKPOXIM"

YkpaiHa

TOB HB®
"MIKPOXIM"

YKpaiHa

BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiais:
3MiHM | TUny - 3MiHK Woa0 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnsagy. BeegeHHus abo 3miHn o
y3ara/ibHeHNX JaHnx npo cuctemy
dhapmakoHarnsgy (BBefileHHs y3araslbHEHUX AaHNX

6e3
peyenma

UA/9628/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
no 10 Tabnetok y npo cucteMy thapmakoHarnsay, 3mMiHa
6nictepi, no 5 6nictepiB y YNOBHOB&XEHOT 0CO6MU, BiANOBIfaNbHOI 3a
nauuj 3 KapToHy; no 25 3[ificHeHHs thapmakoHarnsay; KOHTaKTHOI 0co6u 3
Tabnetok y 6nictepi, no 4 thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
6nictepy y nauui 3 hapmakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
KapToHYy Bifl yNOBHOBaXXEHOI 0CO6W, BiAMNOBIfa/IbHOT 3a
3[jicHeHHs hapMakoHarisay (BKIYakum
KOHTaKTHi fjaHi) Ta/abo 3MiHU Yy PO3MILLLEHHI
macTep-haiina cuctemm hapmakorarnsagy) -
3MiHa KOHTaKTHUX JaHNX YNOBHOBaXKEHOT 0Cobm
3asBHVIKa, BigNoBiAa/IbHOT 3a hapMakoHarnsag.
3miHa agpecw 34jiCHEHHS OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsgy. 3mMiHa MicLie3HaxomKeHHs
macTep-haiina cuctemun chapmakoHarnsgy
28. ALUMKNOBIP Tabnetku no 0,2 r, in bulk: MpuBaTHe YkpaiHa MpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasis: - UA/6896/01/01
no 3000 TabneTok y akuioHepHe TOBapUCTBO "JIEKXIM - 3MiHM | TUMY - BBEAEHHA HOBOTO BUPOOHUKA ANs
KOHTeliHepax TOBapuCTBO Xapkis" Aitoyoi pevosuHu Aciclovir Union Quimico
naacTMacoBux "Jlekxim- Farmaceutica, S.A. (Uquifa S.A.), Spain, B sikoro
Xapkis" HasiBHUWIA cepTudpikaTt BiANOBIAHOCTI €BpoNeichbkili
thapmakonei Ne R1-CEP 1998-148-Rev 05 (3amiHa
BMpo6Huka QUIMICA SINTETICA, S.A., IcnaHis)
29. AUMKNOBIP Tabnetkn no 0,2 r, no 10 MpuBaTHe Ykpaina MpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/6895/01/01
Tabnetok y 6nictepi, no 1 aKujioHepHe TOBapUCTBO "JTekxiMm - 3MiHU | TUMY - BBEAEHHA HOBOTO BUPOOHUKA AN | peyenmom
abo 2 6nicTepun B nayi 3 TOBapnCTBO Xapkis" Aitoyoi pevoBuHM Aciclovir Union Quimico
KapToHy "J1ekxim- Farmaceutica, S.A. (Uquifa S.A.), Spain, B sikoro
Xapkis" HasiBHWIA cepTudikaT BigNoBIAHOCTI €BpONeiChbkiit
thapmakonei Ne R1-CEP 1998-148-Rev 05 (3amiHa
BMpo6HMKa QUIMICA SINTETICA, S.A., IcnaHis)
30. BAPBOBAJI® | kpanni opanbHi no 25 mny | AT "®apmak” YkpaiHa AT "dapmak" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 6e3 UA/1196/01/01
chakoHi 3 MPo6Koto- 3MiHM | TUNY - BBEAEHHS A0AATKOBOrO PO3Mipy peyenma
KpanenbHuueto; no 1 cepii rotoBoro sikapcbkoro 3acoby 2750 n (110,0
thnakoHy B navu 3 TnC. don.); 3anponoHosaHo: 2052,7 n (82,1 Tuc.
KapTOHY dn.); 2750 n (110,0 Tnc. dn.)
31. BEM®O/A PO34MH AN iH EKLiiA B BAT "T'efieoH | YropLiuHa 360pKa pyykn ons YropwumHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/17528/01/01
nonepeAHbO HanoBHEHIN PixTep" iH'EKLi, BTOPUHHA PpaHuia/ 3MiHn Il Tuny - 3MiHM 3 AKOCTI. [OTOBWIA Nikapcbknin | peyernmom
pyuui no 75 MO (5,5 ynakoBKa, [,03BiN1 Ha Benuka 3aci6. 3mMiHM y BUpobHUUTBI. 3amiHa abo
MKr)/0,125 mn; no 0,125 BUNYyCK cepil: BpuTaHis BBE[EHHSA A0AATKOBOI Ai/IbHULi BUPOOHULTBA AN
M1 PO3YMHY NS iH'EKL B BAT "T'egeoH Pixtep", YyacTvHy abo BCbOro BUPOGHNYOro npoLiecy
CKISAHOMY KapTpuaxi, 3 YropLyHa; rOTOBOrO JliKapCbkoro 3acoby (A4inbHULSA, Ha SKil
ryMOBO NPO6KOto- BMPOOHULITBO npoBoAATLCA ByAb-AKi BUpOOHUYI cTagjl, 3a
MOPLUHEM i TYMOBUM Hepo3dhacoBaHOl BUHATKOM BUMYCKY Cepili, NPOBEAEHHS KOHTPO/THO
[NCKOM 3 a/IIOMiHIEBUM NPOAYKLiT, NnepB1MHHA AKOCTi Ta BTOPMHHOTO NakKyBaHHSA, A1 NiKapCbKnX
KOBMAa4KoM, BMiLLLeHOMY Y ynakoBka (KapTpuaxi); 3ac06iB 6i010r4YHOro/iMyHONOMNYHOTO NOXOKEHHS
PYYKy ANs BBEAEHHS; no 1 KOHTPO/Ib SKOCTi 3@ a60 nikapcbknx HopM KOMMNIEKCHOro (CkNafHoro)
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
abo 5, abo 10 HacCTyMHUMM BMPOGHMYOro npouecy) BeegeHHs goaatkoBoi
nonepeaHbLO HaNoOBHEHUX NnoKasHVKamu: (anbTepHaTBHOI) AiNbHULI, Sika BiANOBIAaE 3a
PY4OK 3 0HOPa30B/MM Bacterial endotoxins, BMPOOHULITBO HEPO3(hacoBaHOro MPOAYKTY Ta
ronkamu (BignosigHo 1 Sterility; Visual NepBUHHY YNakoBKy (kapTpugxi) /13 Bemdona,
a6o 5 a6o 10) i Appearance; Visible pO3umnH ANs iH exuili - BAT "TeneoH Pixtep",
cepBeTkamu, Particles; Sub-visible [eb6peueH, YropwuHa (4031, LlebpeLeH, Byn.
NMPOCOYEHUMY CNIMPTOM Particles: PixTep MegeoH, 20, YropwuHa) Ta, SiK HacifoK,
(BignosigHo 1 a6o 5 abo Pecidapm MoH, 3aTBEPKEHHS OKpeMux MeToZiB KOHTPO/IO SIKOCTI
10) B KapPTOHHI kOpo6L PpaHuis; ONA Uil BAPOO6HNYOI AiNbHNL. YTOYHEHHS Ha3B
BMPOGHMLITBO noKasHUKiB KOHTposto siKocTi Bacterial endotoxins
Hepo3dhacoBaHOl (BakTepiasnibHi eHgoToKCHKM) Ta Sub-visible
NPOAYKLUIT; NepBNHHA Particles (MexaHiuHi BKNIHOYEHHS: HEBUAWMI
yrnakoBka (kapTpuaxi); 4yacTWHKN) y BUPOGHWKIB Pecidhapm MoH, ®paHuis
KOHTPO/b AKOCTi 3a Ta Cili ®apmacsbtoTikanc flimiten, Benvka
HacTynHUMu BpuTaHis BignosigHo fo cneuymdikauii Ha N13.
NOKa3HUKaMU:
Bacterial endotoxins;
Sterility; Visual
Appearance; Visible
Particles; Sub-visible
Particles:
CiMi ®apmacbtoTikasnc
NimiTen, Benuka
BpuTaHis;
BMPOGHMLITBO
Hepo3dhacoBaHOl
nNpoAyKLii, NnepBuHHa
yrnakoBka (kapTpuaxi);
KOHTPO/Ib SKOCTIi 3@
BCiMa nokasHv1Kamm
cneuudikawii, oKpim
Biological activity
(BionoriyHoi
akTuBHoCTI), Bacterial
endotoxins
(BakTepiasibHUx
€H,0TOKCUHIB),
Sterility
(CtepunbHocTi) Ta N-
Glycans (N-rnikaHiB):
BAT "l'epneoH Pixtep",
YropuimHa
32. BEM®O/A PO34MH ONA iH e B BAT "T'efieoH | YropLuHa 360pKa pyyku ans YropwmHa/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/17528/01/02
nonepeaHbO HanoOBHEHiN PixTep" iH'EKLii1, BTOPUMHHA PpaHuis/ 3MiHu Il Tuny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbknii | peyenmom
pyuui no 150 MO (11 ynakoBka, [,03Bif1 Ha Benuvka 3aci6. 3MiHM y BUpobHULTBI. 3amiHa abo
MKr)/0,25 mn; no 0,25 mn BUNYyCK cepil: BpuTaHis BBE/EHHSA AOAATKOBOI AiNMbHULI BUPOGHMLTBA ANS
PO34nHY AN iH'EKUI B BAT "l'epneoH Pixtep", 4acTUHM ab0 BCbOro BMPOBHUYOrO npoLecy
CKNSIHOMY KapTpuaxi, 3 YropwuHa; roTOBOrO MiKapCbKOro 3acoby (AibHMUSA, Ha AKi
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
rymMoBOI0 Npo6Koto- BMPOGHMLITBO NpoBOAATLCA ByAb-sKi BUPOGHMYI cTagil, 3a
NOpPLUHEM | TYMOBUM Hepo3dacoBaHoI BWHATKOM BUMYCKY Cepili, NPOBEAEHHSI KOHTPO/O
[OVCKOM 3 JTHOMIHIEBUM nNpoAyKLii, NnepBuHHa AIKOCTi Ta BTOPUHHOIO NakyBaHHS, A1 NTiKapCbKmX
KOBMa4koM, BMiLLLEHOMY Y yrnakoBka (kapTpuaxi); 3aco06iB 6i010rYHOro/iMyHO/TOTNYHOTO MOXOAKEHHS
pyuKy 4151 BBEEHHS; no 1 KOHTPO/b AKOCTI 3a ab0 nikapcbkx hopM KOMMIEKCHOTO (CKNafHoro)
abo 5, a6o 10 HacTyMHYMM BMPOGHMYOro npouecy) BeegeHHs goaatkosoi
nonepeAHbO HanoOBHEHNX NoKasHNKaMu: (anbTepHaTMBHOI) AinbHULI, SKa BiANOBIAAE 3a
py4OK 3 0AHOPa30BUMY Bacterial endotoxins, BMPOOHULITBO HEpO3hacoBaHOro NPoAyKTy Ta
ronkamu (BignosigHo 1 Sterility; Visual nepBuHHY ynakosky (kapTpugxi) /13 Bemdhona,
abo 5 a6o 10) i Appearance; Visible PO3umnH ANs iH exuili - BAT "legeoH Pixtep",
cepBeTkamu, Particles; Sub-visible [ebpeLeH, YropwuHa (4031, LebpeLeH, Byn.
NMPOCOYEHUMU CMIUPTOM Particles: PixTep legeoH, 20, YropuuHa) Ta, SK Hacnigok,
(BignosigHo 1 abo 5 abo Pecichapm MoH, 3aTBEPIKEHHSI OKpeMnX MeTogiB KOHTPO/IO SKOCTI
10) B KapTOHHI kopobLyi dpaHuis; 018 Uiel BUpOOHMYOT AiNbHULL. YTOYHEHHSA Ha3B
BMPOGHMLITBO noKasHWUKiB KOHTPOtO sSiKocTi Bacterial endotoxins
Hepo3dacoBaHoi (BakTepiasibHi eHpoToKCUHN) Ta Sub-visible
NPOAYKLUIT; NepBUHHA Particles (MexaHi4Hi BKNIIOYEHHS: HEBUAWMI
ynakoBka (kapTpuaxi); 4yacTuHKW) y BUPO6HWKiB Pecidhapm MoH, ®paHuis
KOHTPO/Ib AKOCTI 3a Ta Cilli ®apmacsbtoTikanc Nimiten, Benvka
HacTynHUMK BpuvTaHis BignosigHo o cneundikadii Ha J13.
NOKa3HUKaMU:
Bacterial endotoxins;
Sterility; Visual
Appearance; Visible
Particles; Sub-visible
Particles:
Cili ®apmacbtoTikanc
NimiTen, Benvka
BpuTaHis;
BMPOGHMLITBO
Hepo3dacoBaHoi
NPoAYyKLUii, NepBNUHHA
ynakoBka (kapTpuaxi);
KOHTPO/1b SKOCTI 3@
BCiMa NnokasHukamu
cneuudikawyii, OKpim
Biological activity
(BionoriyHoTt
akTuBHoCTI), Bacterial
endotoxins
(BakTepianbHux
€HAO0TOKCMHIB),
Sterility
(CtepunbHocrTi) Ta N-
Glycans (N-rnikaHiB):
BAT "T'egeoH Pixtep",
YropuimHa
33. BEM®O/A PO34MH A5 iH EKLi B BAT "l'egeoH | YropumHa 360pKa pyykv ans YroplumHa/ BHECEHHS 3MiH [10 peecTpauliinHux maTepiasis: 3a UA/17528/01/03
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
nonepeAHbO HanoBHEHiN PixTep" iH'EKL, BTOPUHHA ®paHuia/ 3miHu Il TMRNYy - 3miHK 3 SKocTi. [OTOBWMIA Nikapcbkuii | peyernmom
pyuyui no 225 MO (16,5 ynakoBka, [03BiN Ha Benuvka 3aci6. 3MiHM y BUpO6HMLTBI. 3aMiHa abo
mkr)/0,375 mn; no 0,375 BWMYCK Cepil: Bputanis BBEAEHHSA A0AATKOBOI AiNbHULI BUPOGHMLTBA ANS
MJ1 PO34MHY NS iH'EKL B BAT "T'egeoH Pixtep", YyacTvHu abo BCbOro BUPOGHUYOro npotiecy
CKNSAHOMY KapTpuaxi, 3 YropLmHa; rOTOBOrO J1iKapCbKOro 3acoby (f4iNbHULSA, Ha SKi
rymMoBOI0 Npo6Koto- BMPOGHMLITBO NpoBOAATLCA OyAb-AKi BUPOGHMYI cTagil, 3a
NOpPLUHEM | TYMOBUM Hepo3dacoBaHoI BMHSATKOM BUMYCKY Cepili, NPOBEAEHHS KOHTPO/O

[OVCKOM 3 aitoMiHIEBUM
KOBNa4koM, BMiLLLEHOMY Y
PYYKy 415 BBELEHHS; no 1
a6o 5, a6o 10
nonepeAHbO HanOBHEHMX
PY4OK 3 0fHOPa30B/MMU
ronkamu (BignosigHo 1
a6o 5 a6o 10) i
cepBeTkamu,
NPOCOYEHNUMMN CNNPTOM
(BignosigHo 1 abo 5 a6o
10) B KapTOHHI kOpobLj

NpoAYyKLUii, NepBNUHHA
ynakoBka (kapTpuaxi);
KOHTPO/Ib AKOCTI 3@
HacTynHUmu
nokasH1Kamm:
Bacterial endotoxins,
Sterility; Visual
Appearance; Visible
Particles; Sub-visible
Particles:
Pecichapm MoH,
®paHuis;
BMPOOHULITBO
Hepo3dacoBaHol
NpoAyKLii; NnepBUHHa
ynakoBka (KapTpuaxi);
KOHTPO/b AKOCTI 3a
HacTynHUmu
NOKa3HUKaMU:
Bacterial endotoxins;
Sterility; Visual
Appearance; Visible
Particles; Sub-visible
Particles:

Cili ®apmacbtoTikanc
NimiTen, Benvka
BputaHis;
BMPOOHULITBO
Hepo3dacoBaHol
NpoAyKLii, NnepBuHHa
ynakoBka (KapTpuaxi);
KOHTPO/b AKOCTi 3a
BCiMa NnokasHukamu
cneuudikawii, okpim
Biological activity
(BionoriyHoi
akTuBHOCTI), Bacterial
endotoxins
(BakTepiasibHUxX
€H/[I0TOKCUHIB),
Sterility
(CtepunbHocTi) Ta N-

AIKOCTi Ta BTOPUHHOIO NakyBaHHSA, 415 NiKapCbKuxX
3ac06iB 6i0/10r4YHOr0/iIMyHO/IONYHOTO MOXOAKEHHS
ab0 nikapcbkux hOpM KOMIMIEKCHOTO (CKMafHOoro)
BUPOGHMYOro npoLecy) BeefeHHs [oAaTKoBOl
(anbTepHaTMBHOI) AinbHULI, SKa BiANOBIAAE 3a
BUPOGHMLITBO HEPO3(hacoBaHOro NPOAYKTY Ta
nepBuHHY ynakosky (kapTpuaxi) /13 bemdona,
PO3unH ANs iH exuii - BAT "Megeon Pixtep",
[ebpeueH, YroplwmHa (4031, flebpeLeH, Byn.
PixTep MepeoH, 20, YropLimHa) Ta, K Hacnigok,
3aTBEPAKEHHS OKpeMux MeTogiB KOHTPOJIHO SIKOCTI
ONA Uiel BAPOOGHUYOI AiNbHNL. YTOUHEHHS Ha3B
NoKa3HWKIB KOHTPOSO AKOCTI Bacterial endotoxins
(BakTepiasibHi eHgoToKenHN) Ta Sub-visible
Particles (MexaHiuHi BKOUYEHHSA: HEBUANMI
YacTUHKK) y BUPOBHUKiIB Pecichapm MoH, ®dpaHLis
Ta Cilli dapmacsbtoTikanc Nimiteq, Benvka
BpuTaHis BignosigHo fo cneumdikayii Ha N13.
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
Glycans (N-rnikaHiB):
BAT "l'epneoH Pixtep",
YropuimHa
34. BEM®O/A PO34MH ONA iH e B BAT "T'efieoH | YropLuHa 360pKa pyyku ans YropwmHa/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/17528/01/04
nonepeaHbO HanoOBHEHiN PixTep" iH'EKLii1, BTOPUMHHA PpaHuis/ 3MiHu Il Tuny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbknii | peyenmom
pyuui no 300 MO (22 ynakoBka, [,03BifN1 Ha Benuvka 3aci6. 3MiHM y BUpobHULTBI. 3amiHa abo
Mkr)/0,5 mn; no 0,5 mn BUNYyCK cepil: BpuTaHis BBE/EHHSA AOAATKOBOI AiNbHULI BUPOGHMLTBA ANS
PO34nHY AN iH'EKUI B BAT "l'epneoH Pixtep", 4YacTUHM ab0 BCbOro BMPOOHUYOrO npoLecy
CKNSIHOMY KapTpuaxi, 3 YropwuHa; roTOBOrO NiKapCbKOro 3acoby (AibHULUSA, Ha AKil
rYMOBOIO NPO6KOLo- BUPOGHMULITBO npoBoAATLCA ByAb-AKi BUPOGHMUI cTagii, 3a
NOpPLUHEM | TYMOBUM Hepo3dacoBaHoi BMHSATKOM BUMYCKY Cepili, NPOBEAEHHS KOHTPO/O

OVCKOM 3 a/ItoMiHIEBUM
KOBMa4KoM, BMILLLEHOMY Y
pyyKy AN5 BBELEHHS; no 1
abo 5, a6o 10
nonepegHbO HaNoOBHEHNX
PY4OK 3 0{HOPa30BVMU
ronkamu (BignosigHo 1
abo 5 abo 10) i
cepBeTkamu,
NPOCOYEHUMMN CNNPTOM
(BignosigHo 1 abo 5 abo
10) B KapTOHHI kopo6L

nNpoAykKLii, NnepBuHHa
ynakoBka (KapTpuaxi);
KOHTPO/b AKOCTi 3a
HacTyMHYMM
roKasH1Kamu:
Bacterial endotoxins,
Sterility; Visual
Appearance; Visible
Particles; Sub-visible
Particles:
Pecidapm MoH,
dpaHuis;
BMPOGHMLITBO
Hepo3dhacoBaHo|
NPOAYKLIT; NepBUHHA
ynakoBka (kapTpuaxi);
KOHTPO/1b AKOCTI 38
HacTyMHYMM
nokasH1Kamu:
Bacterial endotoxins;
Sterility; Visual
Appearance; Visible
Particles; Sub-visible
Particles:

Cili ®apmacbtoTikanc
Nimiten, Benvka
BpuTaHis;
BMPOGHMLITBO
Hepo3dhacoBaHo|
NPOAYKLUii, NepBNUHHA
ynakoBka (kapTpuaxi);
KOHTPO/1b AKOCTI 38
BCiMa nokasHvKamm
cneuudikaLyii, oKpim
Biological activity
(BionoriyHoTt
akTuBHocTi), Bacterial

AKOCTi Ta BTOPUHHOIO NakyBaHHS, 415 TiKapCbKmX
3ac06iB 6i010r4YHOro/iMyHO/ONYHOTO MOXOAKEHHS
ab0o nikapcbknx hopM KOMMIEKCHOTO (CKNaaHOro)
BMPOBHMYOro npouecy) BBeaeHHs [oaaTKoBOi
(anbTepHaTMBHOI) AiNbHULI, Sika BiAMNOBiAaE 3a
BUPOGHMLITBO HEPO3¢hacoBaHOrO NPOAYKTY Ta
nepBuHHY ynakoBky (kapTpugxi) /13 Bemdona,
PO3umnH ANs iH exuili - BAT "legeoH Pixtep",
[ebpeuLeH, YropwuHa (4031, LebpeLeH, Byn.
PixTep MegeoH, 20, YropuuHa) Ta, K Hacnifok,
3aTBEPMKEHHA OKpeMnx MeToZiB KOHTPOJIIO SKOCTI
018 Uiel BUPOOHNYOT AiNbHULL. YTOYHEHHS Ha3B
noKasHWUKiB KOHTPOSto siKoCTi Bacterial endotoxins
(BakTepiasibHi eHgoToKCHK) Ta Sub-visible
Particles (MexaHiuHi BKNHOYEHHS: HEBUAWMI
4yacTuHKW) y BUPOGHWKiB Pecidhapm MoH, ®paHuis
Ta Cili ®apmacsbtoTikasc Jlimitesn, Benvka
BpuTaHis BignosigHo o cneundikadii Ha 13.
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
endotoxins
(BakTepianbHux
€HAO0TOKCUHIB),
Sterility
(CtepunbHocrTi) Ta N-
Glycans (N-rnikaHiB):
BAT "T'egeoH Pixtep",
YropuimHa
35. BEM®O/A PO34MH A5 iH e B BAT "legeoH | YropwmHa 360pKa pyyku gns YroplmHa/ BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasis: 3a UA/17528/01/05
nonepeaHbO HanoBHEHiN PixTep" iH'EKL, BTOPUHHA PpaHuia/ 3MiHn Il Tuny - 3MiHK 3 AKocTi. [OTOBWIA Nikapcbknii | peyerrmom
pyuui no 450 MO (33 ynakoBka, [03BiN Ha Benuvka 3aci6. 3MiHM y BUpO6HMLTBI. 3aMiHa abo
Mkr)/0,75 mn; no 0,75 mn BWMYCK Cepil: BpuTanis BBEAEHHSA A0AATKOBOI AiNbHULI BUPOGHMLTBA ANS
pO34nHYy ONA iH'EKUI B BAT "l'epseoH Pixtep”, YyacTvHu abo BCbOro BUPO6GHUYOro npotiecy
CKNSIHOMY KapTpuaxi, 3 YroplmHa; rOTOBOrO JliKapCbKoro 3acoby (fiNbHULSA, Ha SKii
rymMOBOIO Npo6Koto- BMPOGHMLITBO NpoBOAATLCA ByAb-AKi BUPOGHMYI cTagil, 3a
NOpPLUHEM | TYMOBUM Hepo3dacoBaHoI BMHSATKOM BUMYCKY Cepili, NPOBEAEHHS KOHTPO/O

OVCKOM 3 aitoMiHIEBUM
KOBNa4koM, BMiLLLEHOMY Y
PYYKy 415 BBELEHHS; o 1
a6o 5, a6o 10
nonepeAHbO HanoOBHEHWX
PY4OK 3 0fHOPa30B/MMU
ronkamu (BignosigHo 1
a6o 5 a6o 10) i
cepseTkamu,
NPOCOYEHUMMN CNPTOM
(BignosigHo 1 abo 5 abo
10) B KapTOHHI kopobLi

NPOAYKLUii, NepBNUHHA
ynakoBka (kapTpuaxi);
KOHTPO/Ib SKOCTI 3@
HacTynHUmu
noKasH1Kamm:
Bacterial endotoxins,
Sterility; Visual
Appearance; Visible
Particles; Sub-visible
Particles:
Pecichapm MoH,
®paHuis;
BMPOOHULITBO
Hepo3dacoBaHol
NPOAYKLUIiT; NepBUHHA
ynakoBka (KapTpuaxi);
KOHTPO/b SKOCTi 3a
HacTynHUMu
NOKasHUKaMU:
Bacterial endotoxins;
Sterility; Visual
Appearance; Visible
Particles; Sub-visible
Particles:

Cili dapmacbtoTikanc
NimiTeq, Benuka
BpuTaHis;
BMPOOHULITBO
Hepo3dacoBaHol
NPOAYKLUiT, NepBUHHA
ynakoBka (KapTpuaxi);
KOHTPO/b SKOCTi 3@

SAIKOCTi Ta BTOPUHHOIO NakyBaHHSA, 415 NiKapCbKuxX
3ac06iB 6i0/10r4YHOr0/iIMyHO/ONYHOTO MOXOAKEHHS
ab0 nikapcbknx hOpM KOMIMIEKCHOrO (CKMaHoro)
BMPOGHMYOro npovecy) BeefeHHs [oAaTKoBOI
(anbTepHaTMBHOI) AinbHULI, SKa BiANOBIAAE 3a
BUPOGHMLITBO HEPO3ghacoBaHOro NPOAYKTY Ta
nepsBuHHY ynakosky (kapTpuaxi) /13 bemdona,
PO3unH ANs iH exuili - BAT "legeon Pixtep",
[LebpeueH, YroplmHa (4031, febpeleH, Byn.
PixTep MepeoH, 20, YropLmHa) Ta, K Hacnigok,
3aTBEPAKEHHS OKpeMux MeTogiB KOHTPO/IHO SKOCTI
ONA Uiei BAPOOHUYOI AiNbHNL. YTOUHEHHS Ha3B
NoKa3HWKIB KOHTPOSO AKOCTI Bacterial endotoxins
(BakTepiasibHi eHgoTokenHK) Ta Sub-visible
Particles (MexaHi4YHi BKIIIOYEHHS: HEBUAWMI
4YacTUHKN) y BUPOBHUKIB Pecichapm MoH, ®dpaHLis
Ta Cilli ®apmacstoTikanc Nimiteq, Benvka
BpuvTaHis BignosigHo o cneundikauii Ha J13.
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
BCiMa NnokasHukamu
cneuundikawii, okpim
Biological activity
(BionoriyHoi
akTuBHOCTI), Bacterial
endotoxins
(BakTepiasibHUxX
€H/[I0TOKCUHIB),
Sterility
(CtepunbHocTi) Ta N-
Glycans (N-rnikaHis):
BAT "T'egeoH Pixtep",
YropuwmHa
36. BEHOKCI Kpanni o4Hi, po3unH 0,4 % | TOB "YHIME/[ |Cnosaubka TOB "YHIME[ Cnosaubka BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/12824/01/01
no 10 MmN y KOHTeliHepi- PAPMA" Pecny6nika DPAPMA" Pecny6nika | 3minu | TUNY - 3MiHK 3 aKoCTi. FOTOBWIA Nikapcbkuii | peyenmom
KpanesnbHuuj; no 1 3aci6. CtabinbHicTb. 3MiHa y TepMiHax
KOHTEliHepy-KpanenbHULi npugatHocTti abo ymoBax 36epiraHHsi roTOBOro
B KapTOHHIi kopo6Lyi nikapcbKoro 3acoby (iHWi 3MiHWM) 3MeHLIEeHHS
TepMiHy NpuAaTHOCTI TOTOBOrO JiKapCbKOro 3acoby
BeHokci, kpanni ouHi, po3unH 0,4 % no 10 mny
KOHTelHepi-kpanenbHuLj; No 1 KoHTelHepy-
KpanenbHULL B KAPTOHHIli KOpobLi. 3aTBepAXXeHO:
2 pokv 3anponoHoBaHo: 18 micswiB 3MiHM BHECEHI
B po3ain "TepMiH npugaTHOCTI" B iIHCTPYKL,itO Ans
MeAMYHOr0 3aCTOCYBaHHSA Ta SIK HaC/ifoK - Y TekcT
MapKyBaHHS ynakoBKW NikapcbKoro 3acoby.
37. BEPUATE® MOPOLLUOK Ta PO3YUNHHUK LIC/1 BepiHr | HimeuunHa LIC/1 BepiHr 'M6X HimeuunHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiais: 3a UA/17404/01/01
AN PO34MHY ANA iH'eKUil rM6X 3MiHK | TNy - 3MiHa MeToay BUNPOGyBaHHA 3a peyenmom

a6o iHdysiid, 250 MO; no 1
th1akoHy 3 MOPOLLKOM Y
KomnnekTi 3 1 dpnakoHoM 3
pO34MHHMKOM (BOAa ANs
iH'exuin) mo 2,5 mnTta 1
NpUCTPOEM ANs
[ofaBaHHs PO3YMHHYKKA 3
BOyg0OBaHUM hiibTpom 15
MKM ("Mix-2Vial™ 20/20")
B KapPTOHHIlA kopo6Li; no 1
th1akoHy 3 MOPOLLKOM Y
KomnnekTi 3 1 dpnakoHoM 3
pO34MHHMKOM (BOAa ANs
iH'exuin) mo 2,5 mnTta 1
NpUCTPOEM ANs
[ofaBaHHs PO3YMHHYKKA 3
BOyg0OBaHUM hiibTpom 15
MkM ("Mix-2Vial™ 20/20"),
Ta 1 KapTOHHOK KOPOOKOHO
3 KOMMIEKTOM A/15

nokasHukom "3anuwikosa sonora” 3 metoay Kapna
diwepa Ha meTog, 6MKHBOT IHPPaYEePBOHOT
cnekTpockonii (NIR). TepmiH BBeLeHHS 3MiH -
npoTArom 6 micsliB nicns 3aTBepkKeHHs; 3MiHu |
TUMY - BBEAEHHS a/IbTEPHATVBHOIO 06134HaHHSA
(koarynomeTp Sysmex CS) ans BunpobyBaHHs 3a
nokasHukomM "AKTUBHICTb thakTopy VII" ans
roTOBOrO MikapCbKoro 3acoby. TepMiH BBEAEHHS
3MiH - NPOTArom 6 MicsLiB MicNs 3aTBEPKEHHS;
3MiHU | TUNY - BBEAEHHSA a/lbTEPHATVBHOMO
o6nagHaHHsA (koarynomeTp Sysmex CS) ans
BMNPOGYBaHHS 3a NOKa3HUKOM "AKTUBHICTb
daktopy VIII" gna A®|. TepmiH BBEEHHS 3MiH -
NpoTSArom 6 MicsLiB Micns 3aTBEPAKEHHST; 3MiHW |
TUNY - 3aMiHa TecTy «[lliporeHu» Ha TecT
«BakTepiasibHi eHAO0TOKCUHU» 3 KpUTEPIEM
NPUIRHATHOCTI < 2,4 OE/Mn. [logaBaHHA A0
cneyudikauii nokasHuka «OauHULI bakTepiasibHUX
€HAO0TOKCUHIB Ha oanHuL chakTopy VII:C» 3
KpUTEpieM NpuiAHATHOCTI < 0,03 OE/mn chakTopy
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

BHYTPILLHLOBEHHOTO
BBeJeHHs npenapaty (1
0iHOpa3oBuMiA Wwnpuu, 1
rosika-MeTesnuk, 2
OesiHdikytodi cepBeTku B
iHAVBIAYaNbHNX
repMeTUYHMX ynakoBKax
Ta 1 HecTepunbHwWit
nerikonnacTtup) 3
KOHTpONIEM MepLUoro
BIAKPUTTSA Y KApTOHHIiA
KOpo6L,i 3 KOHTpONEM
NepLUOro BigKpUTTA

VIII:C (po3paxyHKoBuWii MeToA). TepMiH BBEAEHHS
3MiH - NPOTAroM 6 MicsAUIB NicNsA 3aTBEPKEHHS

38.

BEPUATE®

MOPOLLIOK Ta PO3UYUHHUK
AN PO3YMHY AN iH'eKUii
abo iHdysiid, 500 MO; no 1
dhnakoHy 3 NOPOLUKOM Yy
KoMnaekTi 3 1 dpiakoHoM 3
PO34MHHMKOM (BOAa ANA
iH'ekuiin) no 5mn Ta 1l
NPUCTPOEM ANs
JofaBaHHSA PO3UMHHYKKA 3
B6ynoBaHUM hinbTpom 15
MkM ("Mix-2Vial™ 20/20")
B KapTOHHIiA kopobui; no 1
dhnakoHy 3 NOPOLUKOM Yy
KoMnaekTi 3 1 dpiakoHoM 3
PO34MHHMKOM (BOAa ANA
iH'ekuiin) no 5mn Ta 1l
NpUCTPOEM ANs
JofaBaHHSA PO3UMHHYKKA 3
B6ynoBaHUM hinbTpom 15
MkM ("Mix-2Vial™ 20/20"),
Ta 1 KapTOHHOI KOPOBKOID
3 KOMM/IEKTOM A/15
BHYTPILLUHbOBEHHOTO
BBefleHHA npenapaTy (1
ofiHopasoBwii wnpuy, 1
rosika-MeTesnuk, 2
[OesiHdikytodi cepBeTku B
iHAUBIAYaTbHUX
repMeTUYHUX ynakoBKax
Ta 1 HecTepunbHWiA
neiikonnacTup) 3
KOHTPOMEM NepLuoro
BIAKPUTTA Y KApTOHHIiA
KopobLi 3 KOHTpoNEM
nepLioro BigKpUTTS

LIC/1 BepiHr
rM6X

HimeuunHa

LIC/1 BepiHr I'mM6X

Himeyunna

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHM | TUny - 3MiHa MeToAy BUNPOOGYBaHHS 3a
nokasHnkom “"3anuiukosa Bosora” 3 metogdy Kapna
diwepa Ha meTog, 6MKHLOT IHIpPaUepBOHOT
cnektpockonii (NIR). TepmiH BBEAEHHS 3MiH -
NPOTArom 6 MicsLiB Micna 3aTBEPKEHHS; 3MiHN |
TUNY - BBELEHHS a/IbTEPHATNBHOMO 06/1aiHAHHSA
(koarynometp Sysmex CS) ans BunpobysaHHs 3a
NnokasHNKoM "AKTUBHICTb thakTopy VII" ana
roToBOro Nikapcbkoro 3acoby. TepMiH BBEAEHHS
3MiH - NPOTAroM 6 MiCALIB MiC/A 3aTBEPIAXEHHS;
3MiHU | TUMNY - BBEAEHHA a/IbTePHATVBHOMO
o6nagHaHHA (KoarynomeTp Sysmex CS) ans
BMNPOGYBaHHA 3a NOKa3HUKOM "AKTUBHICTb
aktopy VIII" gnsa A®l. TepmiH BBEAEHHA 3MiH -
NpoTArom 6 MicsiLiB Nicns 3aTBePKEHHS; 3MiHN 1
TMNy - 3aMiHa TecTy «[liporeHn» Ha TecT
«BbakTepiasibHi eHOO0TOKCUHN» 3 KpUTEPIEM
npuiAHATHOCTI < 2,4 OE/Mn. [JofaBaHHs [0
crneundikauii nokasHnka «OanHMLI 6akTepiasibHUX
€HJO0TOKCUHIB Ha oguHuLi chakTopy VIIEC» 3
KpuTepiem NpuiiHaTHOCTI < 0,03 OE/Mn chakTopy
VIII:C (po3paxyHKoBuWil MeToA). TepMiH BBEAEHHS
3MiH - NPOTAroM 6 MicAUIB NicNsA 3aTBEPKEHHSA

3a
peyenmom

UA/17404/01/02
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
39. BEPUATE® MOPOLLIOK Ta PO3YUNHHUK LICN BepiHr | HimeuyunHa LICN BepiHr MTM6X HimeuyunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/17404/01/03
[ANs pO34MHY ANS iH'eKLiit 6X 3MiHK | TNy - 3MiHa MeToAy BUNPOGYBaHHSA 3a peyenmom
abo iHgysiin, 1000 MO; no nokasHunkom "3anuiukoBa Bosora" 3 metoay Kapna
1 dpnakoHy 3 MOPOLLUKOM Y diwepa Ha meToA, 65IMKHBOI iHhpayepBOHOI
KomnnekTi 3 1 dpnakoHoM 3 cnekTpockonii (NIR) , 6e3 3MiHN y KpUTepisix
PO34YMHHMKOM (BOAA ANA NPUIAHATHOCTI. TEPMiH BBEAEHHS 3MiH - MPOTATOM
iH'ekuin) mo 10 mn Ta 1 6 micauiB nicns 3aTBepMKeHHs; 3MiHu | Tuny -
NPUCTPOEM ANs BBE/leHHS1 a/lbTepHATNBHOIO 061a4HaHHSA
[0faBaHHA PO3UMHHMUKA 3 (koarynometp Sysmex CS) ans BunpobysaHHs 3a
BOygoBaHuM doinbTpom 15 nokasHukom "AkKTuBHICTb chakTopy VIII" ans
MKM ("Mix-2Vial™ 20/20") roToBOro NikapcbKkoro 3acoby. TepMiH BBEAEHHS
B KapTOHHIi Kopo6Li; no 1 3MiH - NPOTArOM 6 MiCALIB MiC/A 3aTBEPAKEHHS;
dp1akoHy 3 NOPOLUKOM Yy 3MiHN | TUNY - BBEAEHHSA a/IbTEPHATUBHOIO
KomnnekTi 3 1 dpnakoHoM 3 o6nagHaHHA (KoarynomeTp Sysmex CS) ans
PO34MHHMKOM (BOoda Ans BMNPOOGYBaHHS 3a NOKA3HUKOM "AKTUBHICTb
iH'ekuin) mo 10 mn Ta 1 chaktopy VIII" gna A®I. TepmiH BBEAEHHS 3MiH -
NPUCTPOEM AN NPOTArom 6 MicsLiB MicNs 3aTBEPMKEHHS; 3MiHN 1
[ofaBaHHA PO3YMHHMKA 3 TMNy - 3aMiHa TecTy «[liporeHn» Ha TecT
BOygoBaHuM doinbTpom 15 «BakTepianibHi eHAOTOKCMHW» 3 KpUTEPIEM
MKM ("Mix-2Vial™ 20/20"), npuiAHATHOCTI < 2,4 OE/Mn. JofaBaHHs [0
Ta 1 KApPTOHHOI KOPOGKOIO crneundikavii nokasHnka «OgnHMLI 6akTepiaibHNX
3 KOMMIEKTOM 4115 €HA0TOKCUHIB Ha oanHuLi chakTopy VII:C» 3
BHYTPILLUHbOrO KpuTepiem NpuiiHsATHOCTI < 0,03 OE/Mn chakTopy
BHYTPILLHbOBEHHOTO VIII:C (po3paxyHKoBuWin MeToA). TepMiH BBEAEHHSA
npenaparty (1 3MiH - MPOTAroM 6 MicALiB Nicns 3aTBEpPAKEHHS
ofiHopasoBwii wnpuy, 1
rosika-MeTesnuk, 2
[Ae3iHgiKytovi cepBeTku B
iHAUBIAYa/TbHUX
repMeTUYHUX ynakoBKax
Ta 1 HecTepunbHWiA
neikonnacTup) 3
KOHTPOMEM NepLuoro
BIAKPUTTA Y KapTOHHIiA
Kopo6Li 3 KOHTpoNEM
nepLioro BiAKpUTTS
40. BIOKNOT A® | niodpinizat gns po3unHy TOB Ykpaina TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasnis: 3a UA/16249/01/01
Ans iH'ekuiii no 250 MO, 1 "BIO®APMA MNA3MA" 3MiHuM | TUNY - NpuBeAEeHHS cneumdikalii Ta peyenmom
donakoH 3 niocpinizatom y MNIA3MA" (BUPOGHMLTBO, METOZiB KOHTPO/IK0 FOTOBOrO NiKapCbKOro 3acoby y
KOMMN/IEKTi 3 PO3UMHHUKOM nepBUHHE NaKyBaHHS; BiNOBIAHICTb O BUMOT [il0HOr0 BUAAHHS
(BOAa AnA iH'ekujin) no 5 BMPOBHULTBO, OoY/Eur.Ph; 3miHu | TUny - 3amiHa metoay

My dnakoHi; no 1
hnakoHy 3 niopinizatom
Ta no 1 chnakoHy 3
PO3YMHHMKOM pas3om i3
3acobamu gns
PO3YMHEHHS Ta BBEEHHS
(1 dpinbTp, 1 Wnpuy,

nepBuHHe Ta
BTOPVHHE NakKyBaHHS,
BUNYCK Cepiit;
KOHTPO/b SKOCTI)

BMNPOOGYBaHHS 3a NokasHukom "Boga” (3 AdY
2.5.12 Ha A®Y/Eur.Ph. 2.2.32). BukopuctaHHs
aBTOMAaTMYHOrO KoarynomeTpa 415 BU3HaUYeHHS
aKTUBHOCTI dhakTopy 3ropTaHHsa VII nloguHu 3a
NOKa3HWKOM "BiosoriyHa akTUBHICTb hakTopy
3ropTaHHA VII niognHn" Ta chakTopy hoH
Binne6paHaa noavHy 3a nokasHUMKoM "AKTUBHICTb
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

0[IHOPa30BMUii 3 rO/IKOLO
Ans iH'ekuid, 1 kpunbyata
iHbysiliHa cuctema) y
nauuj 3 KapToHy

thakTopy ¢hoH BinnebpaHga noguHn “; 3miHu |
T™Mny - 3MiHa MeToAy BMNPO6YyBaHHS 3a
nokasHunkoMm "bakTepiasibHi eHAO0TOKCUHN" ANs
pO34MHHMKA (BOAA ANS iH'EKL). 3anponoHOBaHO:
XPOMOTEHHUIA KIHETUYHWIA MeTOA; 3MiHK | Tuny -
BU/TYYEHHS a/lbTEPHATUBHOIO BUNPOGYBaHHS
MeToA0M MeMO6paHHOI inbTpav,i 3a MoKa3HNKOM
«CTepUbHICTb»; 3MiHU | TUMY - BUyYEHHS
a/bTepHaTMBHOIO HethapmakoneHoro MeToay
BUMPOOYBaHHA (3 BUKOPUCTAHHAM FrOTOBWX TECT-
CUCTEM /19 CEPOOTNiYHOT AiarHOCTMKM
BMpo6HuuTBa Di-aMed ID (Bio-Rad Laboratories,
Inc.)) 3a nokasHukom "AHTU-A Ta aHTU-B
reMar/itoTUHIHK"

41.

BIOKNOT A®

niodpinizat gnsa po3unHy
ONs iH’ekujn no 500 MO, 1
hnakoH 3 niocpinizaTom y
KOMMNEKTI 3 PO3YNHHUKOM
(Boga ans iH’ekuiin) no 10
My cpnakoHi; no 1
donakoHy 3 niodpinizatom
Ta no 1 chnakoHy 3
PO34YMHHMKOM pPa3om i3
3acobamu ans
PO3YMHEHHSA Ta BBEEHHS
(1 ginbTp, 1 Wnpuy,
0HOPAa30BMUiA 3 FOSIKOD
Ans iH'ekui, 1 kpunbyata
iHpysiliHa cuctema) y
naJui 3 KapToHy

TOB
"BIO®PAPMA
MNIA3MA"

Ykpaina

TOB "BIO®APMA
MNAA3MA"
(BUPOGHULTBO,
nepBUHHE NaKyBaHHS;
BMPOGHMLITBO,
nepBuHHe Ta
BTOPVHHE MaKyBaHHS,
BUNYCK Cepill;
KOHTPO/b SKOCTI)

Ykpaina

BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasis:
3MiHuM | TUNY - NpuBeAEeHHs cneumaikavii Ta
METO/iB KOHTPOJII0 rFOTOBOrO /1iKapCbKOro 3acoby y
BIANOBIAHICTb 4O BMMOT Ail0HOr0 BUAAHHS
OdY/Eur.Ph; 3miHu | TUny - 3amiHa metoay
BMNPOGYBaHHSA 3a NokasHukom "Boga” (3 AdY
2.5.12 Ha A®Y/Eur.Ph. 2.2.32). BukopucTaHHs
aBTOMAaTMYHOrO KoarysiomeTpa /15 BU3HaueHHs
aKTMBHOCTI thakTopy 3ropTaHHA VII niognHu 3a
nokasHukom "BionoriyHa akTUBHICTb hakTopy
3ropTtaHHA VII nioguHn" Ta hakTopy oH
BinnebpaHaa noanHM 3a NOKa3HUKOM "AKTUBHICTb
hakTopy hoH BinnebpaHga nognHu “; 3minm |
TNy - 3MiHa MeToAy BMNPOobyBaHHS 3a
NoKa3HWKOM "BakTepiasibHi eHA0TOKCMHN" ANs
pO34nHHMKa (BOAA ANS iH'EKLin). 3anponoHOBaHO:
XPOMOTEHHUIA KIHETUYHWIA MeToA; 3MiHu | Tuny -
BU/TyYEHHS a/lbTEPHATUBHOIO BUNPOOYBAHHS
MeToA0M MeM6paHHOI inbTpav,i 3a MOKasHNKOM
«CTepWbHICTb»; 3MiHU | TUMY - BUTyYeHHS
anbTepHATUBHOIO HedhapmakoneliiHoro Metoay
BMNPOBYBaHHSA (3 BUKOPUCTAHHSAM roTOBUX TECT-
CUCTEM [/151 CEPOJIOTIYHOI [iarHOCTUKN
Bupo6HuuTBa Di-aMed ID (Bio-Rad Laboratories,
Inc.)) 3a nokasHnkom "AHTU-A Ta aHTU-B
reMar/iroTUHIHN"

3a
peyermom

UA/16249/01/02

42.

BIOK/IOT A®

niogpinizar gns po3unHy
08 iH’ekuyin no 1000 MO,
1 chnakoH 3 niodpinizaTom
Y KOMMN/IEeKTi 3
PO34MHHMKOM (BOAa ANA
iH’ekujit) no 10 mn y

TOB
"BIO®PAPMA
MNITA3MA"

Ykpaina

TOB "BIO®PAPMA
MNA3MA"
(BpOGHMLTBO,
nepBUHHE NaKyBaHHS;
BMPOBHMLTBO,
nepBuHHe Ta

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHuM | TUNY - NpUBEAEHHS cneumdikauii Ta
MeTOZiB KOHTPOJI0 rOTOBOrO /iKapCbKOro 3acoby y
BIANOBIAHICTb 0 BUMOT Ail0HOr0 BUAAHHSA
LoY/Eur.Ph; 3miHn | TMny - 3amiHa metoay
BMNPOGYBaHHS 3a NoKasHuKoM "Boga” (3 AdY

3a
peyenmom

UA/16249/01/03
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Howmep

peecmpayiliHo2o

nocsio4YeHHs

chnakoHi; no 1 chnakoHy 3
niocpinizatom Tano 1
pNakoHy 3 PO34YNHHMKOM
pasom i3 3acobamu ans
PO34YMHEHHS Ta BBEAEHHS
(1 dpinbTp, 1 Wnpuy,
0fIHOPa30BUii 3 rO/IKOKO
Ans iH'ekuid, 1 kpunbyata
iHbysiliHa cuctema) y
nauuj 3 KapToHy

BTOPWHHE NaKyBaHHA,

BUNYCK Cepilt;

KOHTPO/b SKOCTI)

2.5.12 Ha A®Y/Eur.Ph. 2.2.32). BukoprCTaHHs
aBTOMAaTMYHOrO KoarynomeTpa 415 BU3HaUYeHHS
aKTUBHOCTI dhakTopy 3ropTaHHsa VII nioguHm 3a
nokasHUKoM "BiosioriyHa akTUBHICTb hakTopy
3ropTtaHHA VII niognHn" Ta hakTopy hoH
Binne6paHga nogyHy 3a nokasHUKOM "AKTUBHICTb
thakTopy ¢hoH BinnebpaHga noguHn “; 3miHu |
™Mny - 3MiHa MeToAy BMNPO6yBaHHS 3a
nokasHukoM "bakTepiasibHi eHAO0TOKCUHN" ANs
pO34MHHMKA (BOAA ANS iH'EKL). 3anponoHOBaHO:
XPOMOTEHHUIA KIHETUYHWIA MeTOA; 3MiHK | Tuny -
BU/TYYEHHS a/lbTEPHATUBHOIO BUNPOGYBaHHS
MeToA0M MeMOBpaHHOI inbTpav,i 3a MOKa3HNKOM
«CTepuUbHICTb»; 3MiHU | TUMY - BUyYEHHS
a/bTepHaTMBHOIO HethapmakoneHoro MeToay
BUMPOOYBaHHA (3 BUKOPUCTaHHAM rOTOBWX TECT-
cUCTEM /19 CEPOOTiYHOT AiarHOCTMKM
BMpo6HuuTBa Di-aMed ID (Bio-Rad Laboratories,
Inc.)) 3a nokasHukom "AHTU-A Ta aHTU-B
reMar/itoTUHIHK"

43.

BI-CENT-
DAPMAK®

Tabnetkn, 400 mr/80 mr no
20 TabneTok y 6nicTepi;
no 1 6nictepy B nauui 3
KapTOHY

AT "dapmak”

Ykpaina

AT "®apmak”

Ykpaina

BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasis:
3MiHU | TUNY - BUNYYeHHSA KOHTPOSIKO AKOCTI 3i
Cneuvdikauii / MeTogis Bunpo6ysaHHs AdI

TpumeTOonNpuMy 3a NOKa3HMKOM "PO3UMHHICTL" Bif
BMpo6HUKa "Shouguang Fukang Pharmaceutical
Co., Ltd", Kutaii 06yMOB/IEHO TUM, LLLO MOKA3HMK
He 0060B'A3KOBMM Ta Ma€ iHDOpPMaTUBHWIA
Xapaktep; 3MiHu | TUny - BUTYyYEHHSA KOHTPO/TI0
AKoCTi 3i Cneuundikauii / MeToais BUNpo6yBaHHs
A®| TpumeTonpumy 3a NOKasHNKOM
"loeHTudikauis: A, B, D" Big BUpo6HUKa
"Shouguang Fukang Pharmaceutical Co., Ltd",
Kutaii. (MokasHuk "laeHTudikauia C" 3anuweHo
6€3 3MiH); 3MiHU | TUNy - BUTYYEeHHS KOHTPO/II0
AKoCTi 3i Cneundoikauii / MeToais BUNpo6yBaHHsA
A®| TpumeTonpumy 3a NnokasH1kKom "Temneparypa
nnaefeHHs" Big BUpo6Huka "Shouguang Fukang
Pharmaceutical Co., Ltd", KuTaii; 3minm | Tuny -
nogaHHa HoBoro ceptudikaty R1-CEP 2005-115-
Rev 01 Bif BXe 3aTBepA)KeHOro B1pobHMKa
"Shouguang Fukang Pharmaceutical Co., Ltd",

Kutaii. Ak Hacnigok, BUNyYeHHS KOHTPOJIO 3a

nokasHukamu "Baxki meTann” 1a "3a/nLLKOBI
KINIbKOCTi OpraHiyH1X pO34MHHUKIB" 3i cneumadikawi
A®| TpumeTonpumy

3a
peyenmom

UA/8906/01/01

BIPPEH®

kancynu no 250 wmr, no 10
Kancyn y 6nictepi; no 1

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma Crapt”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHW | TUNY - 3MiHK 3 AKoCTi. A®l. BUpoBHULTBO.

6e3

peyenma

UA/12087/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
abo no 2 6nictepu B 3MiHa po3mipy cepii (BkItoyatoun gianasoHu) Ad|
KapTOHHI naywi ab0 NPOMiXHOro NPoAYKTY, SKUIA 3aCTOCOBYETHLCA Y
npoueci Bupo6Huutea A®I (36insLeHHs go 10
pasiB NOPIBHAHO i3 3aTBEPAXEHUM PO3MIpPOM) -
BBEJEHHS 404aTKOBOro po3mipy cepii A®I - 600 kr;
3anponoHosaHo: 200, 600 kr; 3MiHu | TURY - 3MiHK
3 aKocTi. A®l. Bupo6HMLTBO. 3MiHM B Npoueci
BMpOo6HULTBa API - BHECEHHS 3MiH B Npouec
BMpo6HuuTBa API: foaasaHHAM Cragii 5.
3miwyBaHHs (3a HeobXxiAHOCTi) 06yMOBIEHO
36iMbLLEHHSAM po3Mipy cepii ADI; 3miHu | Tvny -
3miHu 3 sKocTi. A®l. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6 - BHECEHHS
3MiH g0 p. 3.2.S.6 Cuctema
KOHTeliHep/3aKkynopoBasibHWii 3aci6, 3okpema:
BBEJEHHS HOBOTO po3Mipy ynakoBku gnst Adl
®eHiBYT - no 25 Kr y Milkax. MakyBanbHWit
marepian He 3MiHVMBCS; 3MiHW | Tuny - 3MiHn 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTponb
roTOBOrO NiKapPCbKOro 3acoby - 3aTBepAKEHHSN
MeTopjiB KOHTPO/IO AKOCTI Ha NiKapCbkuii 3acio
BI®PEH®, kancynu no 250 mr, yKpaiHCbKOI
MOBOIO
45, BO3Yni® TabneTkun, BKpUTI NPANIEP CLWA Ekcenna Nv6X & Ko. HimeuunHa BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasis: 3a UA/17245/01/01
N/1iBKOBOK 060/IOHKOD, MO EVY.CLIL. KI', Himeyunna 3MiHW | TUNY - BHECEHHSA 3MiH A0 p. 3.2.S5.4.2 peyenmom
100 wmr; no 14 TabneTok y KOPMOPENLL (BUPOGHMLTBO, AHaniTnyHi metoankn ans A®l 603yTuHiby, a
6nicTepi; 2 6nictepn y H KOHTPO/Ib SIKOCTI); came: OHOBJIEHHS CTaHAAPTHUX PO34mMHIB 3 0.22,
KapTOHHI KopobLi; no 120 Mdpaiizep 0.26, Ta 0.31 Ha 0.44, 0.52 Ta 0.62 mr/mn Ta
Tabnetok y donakoHi, 1 MeHiohekUypuHr He3HayHa 3MiHa y MeTofi BU3HaYeHHS
(pN1aKOH Y KapTOHHiN [Loliuneng Mv6X, 3a/IMLLKOBOrO Cy/bghosiaHy, a came 3BaXXyBaHHSs
Kopo6Li; MapkyBaHHS HimeuyunHa cynbonaHy 3 400 go 340 mr, yacy yTpMMaHHs 3
YKpaiHCLKOH MOBOHO. NO (BUPOGHULTBO, 15% po 10 % ta %RSD 3 ?15.0% 80 10%,; 3miHu |

14 TabneTok y 6nicTepi 3
MapKyBaHHSIM iHO3€MHOI0
MOBOI0; 2 6nicTepun y
KapTOHHI Kopoo6Lii 3
MapKyBaHHSIM iHO3€MHOI0
MOBOIO 3i CTUKEPOM
YKpaiHCbKOH MOBOO

nakyBaHHs1, KOHTPO/1b
SAKOCTi Ta BUMYCK cepii)

TUMY - BHECEHHS 3MiH 1O METOAY BU3HAYEHHS
4YUCTOTU BUXIZHOIO MaTepiasnty 2-(3-
X/10POMPOMNOKCK)-1-MeTOKCU-4-HITPOGEH3EH, a
came: OHOBJIEHHS Yacy rpagieHTHuX ymos 3 0, 26,
31, 33, 44 po 0, 26, 28, 35 XBUNVH; 3MiHK | TUNY -
BHECEHHS 3MiH [0 p.3.2.S.2.3 BuxigHuii matepian
N-meTunninepasuH, a came: AoAaBaHHA
anbTepHaTMBHOro BUpo6Huka BASF SE, Carl-
Bosch-Strasse 38, Ludwigshafen, Rheinland-Pfalz,
67056, Germany;
3MiHU | TUNY - BHECEHHA 3MiH 80 p.3.2.S5.2.3
BuxigHuii matepian N-meTunninepasuvH, a came:
BUyYeHHs BUpoOHMka Catapharma, 28 Trimbak
SM Path, Nasik Road, 422101 Nasik, MH India.
Bupo6HMK, L0 3a1MLLINBCS, BUKOHYE Ti X cami
dOYHKLT, WO i BUIYyYEHUI;
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

3MiHM | TUMy - BUAyYeHHs BUpobHuka Aarti, D-55
MIDC Phase Il, Dombivali, Dist: Thane, State:
Mabharashtra, India sik BUpo6Huka,
BiANOBIAa/IbHOrO 3a NocTayaHHs 2-(3-
X/10PONPOKCK)-1-MEeTOKCU-4-HITPOOBEH3EHY.
BVpOGHWK, L0 3a/IMLLMBCSA, BUKOHYE Ti X cami
OyHKLUT, WO | BUTYYEHWiA; 3MiHKM | TNy - 3MiHa
Ha3BW Ta agpecy BUpobHuKa China Gateway
Pharmaceutical Development Co., Ltd., China, 6e3
3MiHV MiCLi BUPOGHMLTBA Ta 3MiHa Ha3BM
BMpo6HukKa Interchem-Porton, China Ha Porton
Pharma Solutions, Ltd., China, BignosiganbHux 3a
BMPOGHMLTBO BMXigHOrO matepiany 2-(3-
XJ10PONPONOKCH)-1-MeTOKCU-4-HITPpOGEH3eHy, 6e3
3MiHM Micus BUpPO6HULITBA; 3anponoHoBaHo: China
Gateway Pharmaceutical Development Co., Ltd.
No. 99, North Lianhe Road Fengxian District
Shanghai, China, 201417 Porton Pharma
Solutions, Ltd. 1 Fine Chemical Zone Chongging
Chemical Industrial Park Changshou, Chongging,
401221 China; 3MiHu | TUny - 3mMiHa Ha3Bu
AinbHUUI, BiANOBIAa/IbHOI 382 BUPOOHMLTBO
BuXxigHoro matepiany N-metunninepasuHy 3 Akzo
Nobel Functional Chemicals AB Ha Nouryon
Functional Chemicals AB, 6e3 3miHn Micus
BMPOGHMLITBA; 3anponoHoBaHo: Nouryon
Functional Chemicals AB, Sweden

46.

BO3Yyni®

TabneTku, BKpUTI
N1iBKOBOK 060/IOHKOIO, MO
500 mr; no 14 TabneTok y
6nicTepi, 2 6nictepn y
KapTOHHIlA KopobLi; no 30
TabneTok y gonakoHi, 1
h/1aKOH Y KapTOHHIiA
Kopobui; MapkyBaHHs
YKpaiHCbKOH MOBOHO. NO
14 TabneTok y 6nicTepi 3
MapKyBaHHSIM iHO3eMHOI0
MOBOI0; 2 6AicTepn y
KapTOHHI KopoobLi 3
MapKyBaHHSIM iHO3eMHOI0
MOBOIO 3i CTUKEPOM
YKpaiHCLKOH MOBOO

NMOANSEP
EAY.CLML.
KOPMOPEWLL
H

CLA

Ekcenna 'm6X & Ko.
KI, HimeuunHa
(BMpPOGHMLTBO,

KOHTPO/1b SAKOCTI);
Mdpaiizep
MeHtodhekuypuHr
[Loliunena v6X,
HimeuunHa
(BMpPOGHMLTBO,
nakyBaHHs, KOHTPO/Tb
SAKOCTi Ta BUNYCK cepii)

HimeyunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasnis:
3MiHM | TUNY - BHECEHHS 3MiH A0 p. 3.2.S5.4.2
AHaniTuuHi metoauku ans APl 603yTuHIOY, a
caMe: OHOBJIEHHS CTaHAAPTHUX PO34nHIB 3 0.22,
0.26, Ta 0.31 Ha 0.44, 0.52 1a 0.62 mr/mn Ta
He3HauyHa 3MiHa y MeTofi BU3Ha4YeHHs
3a/IMLLKOBOTO Cy/bhonaHy, a came 3BaXyBaHHS
cynbhonaHy 3 400 go 340 mr, yacy yTpMMaHHs 3
15% a0 10 % Ta %RSD 3 ?15.0% 8o 10%; 3minu |
TUMY - BHECEHHSA 3MiH [0 METOAY BU3HAYEHHSA
YNCTOTU BUXIAHOrO MaTepiany 2-(3-
X/10POMPOMNOKCK)-1-MEeTOKCU-4-HITPOBEH3EH, a
came: OHOBJ/IEHHS Yacy rpagieHTHuX ymoB 3 0, 26,
31, 33, 44 po 0, 26, 28, 35 XBUAWH; 3MiHK | TUNY -
BHECEHHS 3MiH A0 p.3.2.S.2.3 BuxigHuii matepian
N-meTunninepasuH, a came: fofaBaHHA
anbTepHaTMBHOro BUpo6Hrka BASF SE, Carl-
Bosch-Strasse 38, Ludwigshafen, Rheinland-Pfalz,
67056, Germany;
3MiHU | TNy - BHECEHHA 3MiH A0 p.3.2.5.2.3

3a
peyenmom

UA/17245/01/02
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Howmep

peecmpayiliHo2o

nocsio4YeHHs

BuxigHuii maTtepian N-meTunninepasviH, a came:
BW/yYeHHs1 BUpobHuka Catapharma, 28 Trimbak
SM Path, Nasik Road, 422101 Nasik, MH India.
BVpOGHWK, LLIO 3a/IMLLMBCS, BUKOHYE Ti X caMmi
CYHKLT, L0 | BUNyYeHUIA;
3MiHM | TUny - BUNYyYeHHs BUpobHuka Aarti, D-55
MIDC Phase I, Dombivali, Dist: Thane, State:
Maharashtra, India sik BUpo6HuKka,
BiANOBIA&/IbHOrO 3a NnocTayaHHsa 2-(3-
X/TI0POMPOKCH)-1-METOKCU-4-HITPOOGEH3EHY.
Buvpo6HMK, L0 3aNMLWNBCS, BUKOHYE Ti X cami
OyHKLUi, WO | BUTYYEHWIA; 3MiHKM | TNy - 3MiHa
Ha3Bu Ta agpecu B1po6Hrka China Gateway
Pharmaceutical Development Co., Ltd., China, 6e3
3MiHV MicLA BUPOGHMLTBA Ta 3MiHA Ha3BM
BMpo6HUuKa Interchem-Porton, China Ha Porton
Pharma Solutions, Ltd., China, BignosigasibHux 3a
BVMPOGHMLTBO BMXiAHOrO matepiany 2-(3-
X/10POMNpPOMNOKCK)-1-MeTOKCU-4-HITPOGEH3EHY, 6E3
3MiHU Micus BUPOGHMLTBA; 3anponoHoBaHo: China
Gateway Pharmaceutical Development Co., Ltd.
No. 99, North Lianhe Road Fengxian District
Shanghai, China, 201417 Porton Pharma
Solutions, Ltd. 1 Fine Chemical Zone Chongging
Chemical Industrial Park Changshou, Chongging,
401221 China; 3MiHu | TUNy - 3MiHa Ha3BU
AinbHUUI, BiANOBIAA/TbHOI 3@ BUPOGHMLITBO
BUXigHOro marepiany N-metunninepasvHy 3 Akzo
Nobel Functional Chemicals AB Ha Nouryon
Functional Chemicals AB, 6e3 3miHu micus
BMPOGHMLITBA; 3anponoHoBaHo: Nouryon
Functional Chemicals AB, Sweden

47.

BOTOKC®
KOMIMMEKC
BOTY/IHIYH
oro
TOKCUHY
MY A (BIA
CLOSTRIDIU
M
BOTULINUM)

NOPOLLOK A/19 PO3YNHY
ONs iH'ekuin no 200
oAvHUUb-AnnepraH; 1
ch/1aKkoH 3 NOPOLLKOM B
KapTOHHIlA KopoobLi

AnnepraH
PapmacbioTika
n3 IpnaHgis

Ipnangis

AnnepraH

PapmacbloTikan3

Ipnangis

Ipnangis

BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasis:
BUMNPAaBIEHO TEXHIYHY NOMUIIKY B TEKCTI
MapKyBaHHA BTOPUHHOT ynakosku J13.
3AMPOMNOHOBAHO: 9. YMOBW 3BEPIFAHHA
36epiratu y xonoaunbHuKy (Npy Temneparypi Big
2 0o 8 °C) abo y Mopo3usbHili kamepi (npu
Temnepartypi MmiHyc 5 °C go minyc 20 ?C).
MpWroToBNEHNA PO3UMH Y dNTaKOHI MOXHA
36epirat [0 24 rofnH Yy XON04UBHUKY Npn
Temneparypi Big 2 go 8 °C.

[icna npuroTyBaHHA y WNPUL PO34KH
BMKOPWCTaTW HeranHo. 3asHayeHe BUNpPaB/EHHS
BignoBigae apxiBHUM MaTepianam peecTpaLiiHoro
[0Cbe

3a
peyerimom

UA/16656/01/02

48.

BOTOKC®

MOPOLLOK /151 PO34UHY

AnnepraH

Ipnangis

AnnepraH

Ipnangis

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis:

3a

UA/16656/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK
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3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

KOMMNEKC
BOTY/IHIYH
oro
TOKCUHY
MY A (BIA
CLOSTRIDIU
M
BOTULINUM)

ONs iH'ekuin no 100
oAvHUUb-AnnepraH; 1
h1akoH 3 NOPOLLKOM B
KapTOHHIli Kopoobui

dapmacbioTika
n3 lpnaHgis

dapmacbloTikan3
Ipnangis

BUMPaB/IEHO TEXHIYHY NOMUIIKY B TEKCTI
MapKyBaHHA BTOPUHHOT yrnakosku J13.
3AMPOMNOHOBAHO: 9. YMOBW 3BEPITAHHA
36epiratu y xonoaunbHuky (Npy Temneparypi Big
2 no 8 °C) abo y Mopo3usbHili kamepi (npu
Temnepartypi MmiHyc 5 °C go minyc 20 ?C).
MpurotoBneHuii po3ynH y doakoHi MoXHa
36epirat Ao 24 roanH y Xono04nbHUKY Npu
Temneparypi Big 2 go 8 °C.

Micns NpUroTyBaHHA y LLNPWL PO34KH
BUKOPWCTaTW HeranHo. 3asHayeHe BUNpPaBeHHS
BignoBigae apxiBHUM MaTepianam peecTpaLiiHoro
[0CbE

peyernmom

49,

BPOHXOCTO
ne
MNACTUNKA

nactuaku no 59,5 mr; no
10 nactunok y 6nictepi;

no 2 6nicTepu y KapTOHHIl

Kopobui

Ksizga ®apma
rM6X

ABCTpist

Bongep Ap3HeimiTten
v6X & Ko.KT,
HimeuunHa
(BUPOGHULTBO,
KOHTPO/b SKOCTI,
nepBuHHe Ta
BTOPVHHE NaKyBaHHS);
Ksizga ®apma M'véX,
ABCTpisa (BMNycCK
cepiid)

Himeuunna/
ABcTpis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHM | TURY - agMiHICTPaTUBHI 3MiHU. BunyyeHHs
BMPOGHNYOI AiNbHML (BKNKOYAKUN AiNbHALi ANS
A®|, NpoMiXHOro NpoaykTy abo rotoBoro
nikapcbKoro 3acoby, AiNbHULI 4718 NPOBEAEHHS
nakyBaHHSs!, BUPOOHMKa, BifjNOBIAaIbHOMO 3a
BWMYCK Cepiii, MicLle NPOBEAEHHS KOHTPOJIHO cepil)
abo noctavasibHUKa BUXiAHOroO MaTepiany,
peareHTy abo AONOMIKHOT PeYOBMHY (AKLLO
3a3HauYeHo Y OCbE) - BUSTyYEHHSI BUPOOHUKa ADI,
EkcTpakTy TuM’siHy Tpasu cyxoro (Thymi herba)
Frutarom Switzerland Ltd., LLIBeiiuapis.
3anponoHoBaHo: Finzelberg GmbH & Co. KG,
HimeuunHa

6e3
peuyenma

UA/9915/01/01

50.

BPOHXOCTO
n® cupPon

cupon no 120 mny
hnakoHi; no 1 dpnakoHy y
KOMMNJIEKTi 3 MipHUM
CTaKkaH4MKOM B KOpOOGLi 3
KapToHY

Ksizga ®apma
rM6X

ABCTpist

Keizga ®apma Mi6X

ABCTpIs

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHM | TUNY - aAMIHICTPaTUBHI 3MiHU. BunyyeHHs
BMPOBOHUYOT AiNbHULI (BKIOYAKOUM AiNTbHULI ANs
A®I, npomiXHOro NpoayKTy abo roToBoro
nNikapcbKoro 3acoby, AiNbHULI 4719 NPpOBEAEHHSA
nakyBaHHs1, BAPOOHMKA, BiANOBiga/IbHOMO 3a
BWMYCK Cepiii, MicLle NPOBEAEHHS KOHTPOJIHO cepil)
abo noctavasibHUKa BUXIAHOro MaTepiany,
peareHTy abo fOMNOMiXXHOI pe4OBMHY (SIKLLO
3a3Ha4YeHo y A0CbE) - BUNTyUYEHHS BUPOGHMKa AdI,
TuMm'siHy Tpasu ekcTpakTy cyxoro (Thymi herba
extractum siccum) Frutarom Switzerland Ltd.,
LLiBefiuapis. 3anponoHoBaHo: Finzelberg GmbH &
Co. KG, HimewunHa. BeefieHHs1 3MiH NpoTArom 6-
TV MiICALB NicNs 3aTBePAKEHHS

6e3
peyenma

UA/9915/02/01

51.

BYCTPUKC™
nonio
KOMBIHOBA
HA

cycneHsis ons iH'ekuii no
1 posi (0,5 mn/gosy) no 1
[03i y nonepeaHbo

HanoBHEHOMY LINpuL; No

nakcoCmiTKn
siH EkcnopT
Nimiteq

Benvka
BpuTtaHis

nakcoCmiTKnsiiH
Bionogxikans C.A.

Benbris

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHM | TUNY - foAaBaHHS BUNPOGYBaHHSA
Bioburden test, ik monitoring test, Ha eTani
ynbTpadinbTpaLii npyu BUPpoOGHULUTBI NPOMIXXHOTro

3a
peyenmom

UA/15071/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep

n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o

3acoby yrnakoska) nocsBi0O4Y€eHHs
BAKUVHA 1 nonepeAHbLO NpoAyKTY OAHOBa/IEHTHOTO iHAKTUBOBAHOIO Bipycy
ansa HanoBHEHOMY LUNpULY Y noniomienity (IPV) i3 kputepieMm NPURHATHOCTI «to
MPO®ITAKT KOMNJEKTi 3 ABOMa be monitored».
NKN rofikamMmv B Nn1acTMkoBomy BHeceHHs pefakuiiiHuX npaBokK 0 po3ainy
DUNDTEPII, KOHTeliHepi; no 1 3.2.S5.2.4. peecTpaLiiiHOro focke; 3MiHU | TUny -
NMPABLA, KOHTEHEepY y KapTOHHIi AofaBaHHA BUNpobysaHHs Bioburden test, sk
KALLUTOKY Kopobui quality decision “QD” test, y KiHUi npoLecy
(ALENONAP iHaKkTMBaLii nepes eTanoM giHasIbHOT CTEPUNBHOT
HUIA hinbTpavii npy BUPOBGHNLTBI MPOMIXXHOIO
KOMMOHEHT NpoAyKTY OAHOBa/IEHTHOTO iHAKTUBOBAHOIO Bipycy
)TA noniomienity (IPV) 3 Kputepisimy NPUAHATHOCTI
noniomMien «Not More Than 10 CFU/100 ml»
TY
(IHAKTMBOB
AHA)
(AOCOPBOB
AHA, 3I
3MEHLLUEHU
M BMICTOM
AHTUTEHIB)

52. BAKCIFPUMN® | cycneHsia gns iH’exuii, no CaHodi ®paHuis NOBHUI LWKN ®paHuia/ BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasis: 3a UA/16141/01/01
TETPA | 0,5 mn y nonepefHb0 MacTep BMPOGHMLITBA, YropwmHa/ 3MiHM Il Tuny - 3miHK 3 skocTi. A®I. BupobHuuTtBo. | peyernmom
VAXIGRIP 3arnoBHEHOMY LUNpuLi; No 3an0BHEHHS, Benbris 3MiHU B aKTUBHIli PeYOBUHI CE30HHUX,
TETRA 1 nonepeHbLO nepBUHHE Ta nepegnaHaeMiyHMX abo NaHAEeMiYHMX BaKLH
cnnT- 3arnoBHeHOMY LWnpuLy 3 BTOPVHHE NakKyBaHHS, npoTu Bipycy rpuny MguHu (3amiHa wramy(is) y
BAKUVHA MPUKPINIEHOI0 FONKOK Y KOHTPO/b SKOCTI, CE30HHUX, NepegnaHaeMiyHnX abo naHAEeMiUYHNX
ana KapTOHHI Kopoo6Lii 3 BWMYCK Cepil: BakLMHax NpoTW BIpYCY rpuny M0AUHN) - 3MiHa
MPO®INTAKT MapKyBaHHAM CaHodi MNactep, LUTaMOBOrO CK/1aZy BakuWHU AN1s NpodinakTuku
MK remny YKpaiHCLKOK MOBOIO; N0 dpaHuis; rpuny BiANOBIAHO A0 pekomeHgauiin BOO3 ans
YOTUPLOXB | 0,5 mny nonepeaHL0 BTOPVHHE NakKyBaHHS, MiBHiuHOI niBKYNi ce30Hy 2021-2022 pp. 3MiHK
AJNNEHTHA, 3arnoBHeHOMY LUMpuLi; no KOHTPO/b SIKOCTI, BHOCATbCS 0 PeeCTpaLiiHoro noceigueHHsi, MKH,
IHAKTUBOBA | 1 nonepefHb0 BUNYyCK cepil: TEeKCTY MapKyBaHHS Ta IHCTPYKLUIT 418 MeanyHOro
HA 3anoBHEHOMY LNpuLy 6e3 CaHocpi MNactep, 3acTocyBaHHSA fikapcbkoro 3acoby. HasisHe

FOMIKM Y KAPTOHHIli KOPOGL PpaHLis; rapaHTiiHe 3060B’A3aHHS LWOA0 HafaHHsS

3 MapKyBaHHAM 3aMoBHEHHS, NiATBEPIKEHHS 3aTBEPAYKEHHSA 3anPONoHOBaHMX
YKpaiHCbKOH MOBOLO; NO nepBuHHe Ta 3MiH YNOBHOB&)XXEHUM OpraHom KpaiHu

0,5 mn y nonepefHb0 BTOPUHHE MakyBaHHA, BMPO6HMKa/3asBHMKa abo iHLWOT KpaiHW, Ha PUHKY
3arnoBHEHOMY LUNpuLi; no KOHTPO/b SKOCTi: SIKOT PO3MiLLLeHNIA Lieii NikapCbkuii 3aci6

1 nonepefHbO CAHO®I BIHTPOIM

3arnoBHeHOMY LwnpuLy 3 IHOACTPIA, ®paHuis;

MPUKPIMNIEHOIO FONKO Y BTOPUHHE NaKyBaHHSA,

KapTOHHI Kopoo6Lii 3 BWMYCK Cepil:

MapKyBaHHAM iHO3EMHOK CaHodi-ABeHTiC

MOBOIO 3i CTUKEPOM MpaiisiT Ko. N114,.,

YKPaiHCLKOK MOBOIO; MO Mnartdopma norictmkm

0,5 mn y nonepefHb0 Ta aucTpubyLii y m.

3arnoBHEHOMY LUMPWUL; MO Bypanewr, YropLuHa;

1 nonepefHbO BTOPUHHE NaKyBaHHs:
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
3anoBHeHOMy LwnpuLy 6e3 CPHA CA, benbris
TO/IKN Yy KapPTOHHIli KOpOO6LL
3 MapKyBaHHsM
iHO3eMHOI MOBOIO 3i
CTUKEPOM YKPaIHCLKOH
MOBOIO
53. BAPINTIPUKC niodpinizat Ans po3vnHy nakcoCmitKn Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/15966/01/01
™] Ans iH'ekuinn no 1 gosi; 1 AH EkcnopT BpuTtaHis Bionogxikans C.A. 3MiHM | TUny - 3MiHa eMHOCTel ans 36epiraHHs peyenmom
VARILRIX™ donakoH 3 niocpinisaTtom Ta Nimiteq iHoKy1tomy BITpsHOT Bicnu (Varicella inoculum) 3i
BAKUVHA 1 amnyna 3 po34MHHUKOM CKSIHWMX aMnyn Ha KpioTy6u; 3miHum | Tuny - 3MiHa
ana (BOAa ANA iH'eKUI) B yMmoB 36epiraHHs Varicella inoculum.
MPO®INAKT N1acTMKOBOMY KOHTelHepi 3anponoHoBaHo: Cryotubes will be frozen in a
KN B KapTOHHIi kopo6u; 1 freezer at -70?C and stored in a nitrogen vapor
BITPAHOI thnakoH 3 niodinizatom Ta tank (-172 ?C to -196 ?C)
BICMN XXUBA | 1 nonepeiHb0o
ATEHYNOBA | HanosHeHWii wnpuy, 3
HA pO34MHHMKOM (BOda ANns
iH'EKLi1) y KOMNAeKTi 3
[BOMa rofikamvi B
NNacTVKOBOMY KOHTelHepi
B KQpPTOHHIin kopo6u; 100
hnakoHiB 3 nioginisaTtom
Ta 100 amnyn 3
pO34YMHHMKOM (BOAA ANA
iH'EKL) (B YapyHKOBIl
ynakoBLi) B OKpemMmnx
KapTOHHMX KOpobkax
54. BAPINTPUKC niodpiniszat Ans po3vnHy nakcoCmiTKn Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/15966/01/01
™] Ans iH'ekuii no 1 gosi; 1 AH EkcnopT BpuTtaHis Bionogxikans C.A. 3MiHU | TUny - 3MiHK Woo 6e3nekn/edekTMBHOCTI | peyenmom
VARILRIX™ donakoH 3 niocpinisatom Ta Nimiteq Ta hapmakoHarnsgy. BeegeHHs abo 3miHn go
BAKUVHA 1 amnyna 3 po34MHHUKOM y3arasibHeHuX gaHux npo cucrtemy
ana (Boga Aans iH'ekuii) B thapmakoHarnagy (BBefeHHs y3arasibHeHNUX faHnx
MPO®IAKT NA1acTUKOBOMY KOHTelHepi npo cuctemy hapMakoHarnsay, amiHa
KN B KapTOHHIi kopobu; 1 yNOBHOBaXeHOT 0cobu, BignoBiganbHoT 3a
BITPAHOI donakoH 3 niocpinizaTom Ta 34iicCHEHHs chapMakoHarnsay; KOHTaKTHOI 0co6u 3
BICMN XXUBA | 1 nonepeiHb0o hapMakoHarnsay 3asiBHuMKa Ans 34ilCHeHHs
ATEHYMNOBA | HanosHeHWii wnpuy, 3 thapmMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
HA PO34YMHHMKOM (BOAA ANA Bifl yNOBHOBaXXeHOI 0CO6MU, BifNOBIfa/IbHOI 3a

iH'EKLLIA) y KOMMNEKTi 3
[BOMa rofikamvi B
NNacTVKOBOMY KOHTelHepi
B KQpPTOHHI kopo6u,; 100
hnakoHiB 3 nioginizatom
Ta 100 amnyn 3
PO34MHHMKOM (BOAa ANA
iH'EKL) (B YapyHKOBIl
ynakoBLii) B OKpemumx
KapTOHHMX KOPOGKax

3filicHeHHs chapMakoHarisgy (Bkovarun
KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MiLLEHHI
macTep-haiina cuctemu dhapmakoHarnsgy) -
3MiHa YNOBHOBaXKEHOT 0CO6U 3aABHUKA,
BiANOBiAa/IbHOT 32 hapmakoHarnsg:
MponoHoBaHa pefakuis — Ap. MeHc-Ynbpix
LLtermanH / Dr. Jens-Ulrich Stegmann, MD. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXEHOi 0cobwm,
BiANOBIAaIbHOI 3a hapmakoHarnsag,. 3miHa
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
HOMepY Ta MicLe3HaxoKeHHS MacTep-chaina
55. BAPINTPUKC niodpinizat Ans po3vnHy nakcoCmiTKn Benuka nakcoCmiTKnsaiiH Benbris BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/15966/01/01
™] Ans iH'ekuii no 1 gosi; 1 A Ekcnopt BpuTtaHis Bionoaxikans C.A. 3MiHM | TURY - 3MiHK 3 SKocTi. A®l. Bupo6bHMUTBO. | peyenmom
VARILRIX™ donakoH 3 niodpinizaTtom Ta Nimitep 3MiHK B npoueci BUpo6bHuuTBa A®| (He3HauyHa
BAKUVHA 1 amnyna 3 po34MHHUKOM 3MiHa y npoueci Bupo6HuLTea Adl) -
ansa (BOoga Ans iH'eKuiii) B [lofaBaHHsA afibTEPHATUBHOIO CNiBBIAHOLIEHHS
MPO®INTAKT N1acTMKOBOMY KOHTelHepi amnnidpikauii KNiTUH Npu Apyromy nacaxi KNitnH
KU B KapTOHHIi kopobu; 1 MRC-5, L0 BUKOPUCTOBYIOTLCSA [/191 BUPOGHULTBA
BITPAHOI chnakoH 3 niogpinizatom Ta npoaykty Varicella live attenuated bulk.
BICN XXUBA | 1 nonepefHbo PepakuiiiHi npaBku [0 po3Ainy peecTpauiiHoro
ATEHYNOBA | HanosHeHWii wnpuy, 3 [ocbe 3.2.5.2.2.
HA pO34YMHHMKOM (BOAA ANA
iH'EKL) y KOMNEKTi 3
[BOMa rofikamv B
N1acTMKOBOMY KOHTelHepi
B KapTOHHIiA kopo6ui; 100
dhnakoHiB 3 niogpinizatom
Ta 100 amnyn 3
PO34MHHMKOM (BOAa ANA
iH'eKLi) (B YapyHKOBIl
yNakoBLi) B OKpeEMUX
KapTOHHMX KOPOGKax
56. BEHKNIKCTO | Tabnetku, BKpUTI E66BI LBeliuapis E66Bi AlipneHg H/ Ipnangis/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/16667/01/01
® nniBkoBot 060/10HKO0, 10 | Biodhapmackto B.B., IpnaHgis HimeuunHa 3MiHK |l TUNy - 3MiHWM BHECEHO A0 IHCTPYKLii s | peyenmom
mr Ne 14 (no 2 TabneTkn y Tikan3 MmeX (BMpPOGHMLTBO MeAMYHOro 3acToCyBaHHSA [0 pPo3Ainis
6nictepi, no 7 6nictepis B niKkapcbKoro 3acooby, "Oco6mBoCTi 3acTocyBaHHA", "Cnoci6
KapTOHHI KOpOoO6Li) TecTyBaHHs); E66BI 3acTOCyBaHHS Ta 403" Ta BHECEHI pefakLiliHi
Honunena MmbX i Ko. YTOYHEHS TEKCTY Y po3ginax "®apmakosnoriyHi
KI, HimeuunHa BnactusocTi", "MobiuHi peakuii’, "BUpo6HUK", a
(BMPOGHMLTBO, TaKoX 3MiHV BHECEHI 40 KOPOTKOI XapakTepUCTUKN
nakyBaHHs Ta nikapcbKoro 3acoby Ao po3zinis "4.2. lo3n Ta
TecTyBaHHSA cnoci6 3actocyBaHHs.", "4.5. OcobuBi
NPOMIXXHOro 3acTepeXeHHsi Ta 3anobidkHi 3axoau npu
ekcTpypary 3acTocyBaHHi.", "4.9. MobiyHi peakyji." Ta BHECEHI
BEHETOK/aKcy; peakuiiiHi yTOUHeHHs TekcTy y posginax "5.1.
nepBuHHE Ta dapmakogmHaMiyHi B1acTUBOCTI.
BTOPUHHE MakyBaHHS, dapmakoTepaneBTMyHa rpyna.”, "Bupo6Huk
BWMYCK Cepil roTOBOro nikapcbKoro 3acoby.". BBeeHHa 3MiH NpoTsarom 6-
niKapcbKoro 3acoby) TV MiICALB NicNs 3aTBePAKEHHS
57. BEHKNIKCTO | Tabnetku, BKpUTI E66BI LLiBefiuapis E66Bi AipneHg HI Ipnangis/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/16667/01/02
® nniBKOBOK 060/10HKOI, 50 | Biodhapmacskio B.B., IpnaHgais HimeuunHa 3MiHW Il TMNy - 3MiHW BHECEHO A0 IHCTPYKLii AN | peyenmom
mr Ne 7 (no 1 tabnetyjy Tikan3 MmeX (BMPOGHMLTBO MeZMNYHOro 3aCTOCYBaHHS [0 pO34i/iB

6nictepi, no 7 6nictepis B
KapTOHHIA KOpo6LL)

niKkapcbKoro 3acoby,

TecTyBaHHs); E66BI

[Loiiuneng Mv6X i Ko.
K, HimeuunHa

"Oco61BoCTi 3acTocyBaHHA", "Cnocib
3aCTOCyBaHHSA Ta [03K" Ta BHECEHi peAaKLiiiHi
YTOYHEHs TEKCTY y po3ginax "®apmakonorivHi
BractmeocTi", "Mo6iyvHi peakuii”, "BUpoGHUK", a
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
(BMpOGHMLTBO, TaKoX 3MiHM BHECEHI [0 KOPOTKOI XapaKTepUCTUKM
nakyBaHHs Ta niKkapcbKoro 3acoby A0 po3ginis "4.2. Jo3u Ta
TecTyBaHHS cnoci6 3actocyBaHHs.", "4.5. OcobnmBi
NPOMiKHOrOo 3acTepexeHHs Ta 3anobixHi 3axoan npu
ekcTpypary 3acTocyBaHHi.", "4.9. Mo6iuHI peakuii." Ta BHECeHi
BEHETOK/IaKcy; pefakLiiiHi yTOYHEHHS TekCTy y po3sginax "5.1.
nepBrHHE Ta dapmakoguHamivHi BNacTUBOCTI.
BTOPUHHE NakyBaHHS, dapmakoTepanesTuyHa rpyna.”, "BupobHuk
BWMYCK Cepii roTOBOro nikapcbKoro 3acoby.". BBegeHHs 3MiH npoTsrom 6-
nikapcbKoro 3acoby) TN MiCALB Nicns 3aTBEpAKEHHS
58. BEHK/IIKCTO | Ttabnetku, BKpUTI E66BI LLiBeiiuapis E66Bi Alipneng H/ Ipnangis/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/16667/01/03
® N/1iBKOBOK 060/IOHKOIO, Biodhapmachio B.B., IpnaHgis HimeuunHa 3MiHu Il TMny - 3MiHW BHECEHO A0 IHCTPYKLii AN | peyenmom
100 mr Ne 7 (no 1 Tikan3 Mm6X (BMpPOGHMLTBO MeAMYHOro 3acToCyBaHHSA [0 pPo3Ainis
Tabnetui y 6nictepi, no 7 niKkapcbKoro 3acooby, "Oco6mBocCTi 3acTocyBaHHA", "Cnoci6
6nicTepiB B KAPTOHHI TecTyBaHHs); E66BI 3acToCyBaHHA Ta A03W" Ta BHeCeHi pefakuiliHi
kopo6bui); Ne 14 (no 2 Honunena MvbX i Ko. YTOYHEHA TEKCTY Y po3ginax "®apmakosnoriyHi
Tabnetkn y 6nictepi, no 7 KI', HimeuunHa BnacTtusocTi", "Mo6ivHi peakuii”, "BupobHuK", a
6nicTepiB B KAPTOHHI (BMpPOGHMLTBO, TakoX 3MiHN BHECEHI [0 KOPOTKOI XapaKTepUcTUKM
kopo6ui); Ne 112 (no 4 nakyBaHHs Ta nikapcbKoro 3acoby Ao poszinis "4.2. lo3n Ta
Tabnetkn y 6nictepi, no 7 TeCTyBaHHs cnoci6 3actocyBaHHs.", "4.5. OcobnumBsi
6nicTepiB B KAPTOHHI NPOMIKHOrO 3acTepexeHHs Ta 3anobixHi 3axoan npu
Kopo6L, N0 4 KAPTOHHI ekcTpygary 3actocyBaHHi.", "4.9. Mob6iyHi peakyjii." Ta BHECEHI
KOpPOOKW Yy rpynogii BEHETOK/aKcy; pefaKLiiiHi yTOYHEHHSI TEKCTY y po3ginax "5.1.
ynakoBLii) nepBuHHE Ta dapmakogmHamiuHi BNacTUBOCTI.
BTOPUHHE MakyBaHHS, dapmakoTepaneBTMyHa rpyna.”, "Bupo6bHuk
BMNYCK Cepii roTOBOro nikapcbKoro 3acoby.". BBefeHHs 3MiH NpOTArom 6-
nikapcbKoro 3acoby) TN MiCALB NicNs 3aTBEpAKEHHSA
59. BEPAMNAMIN Tabnetku no 40 mr no 10 ToBapucTBO 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/5540/01/01
Yy Tabnetok y 6nictepi; no 2 obmexeHolo BMPOGHULITBA, 3MiHY | TUny - AAMIHICTPaTWBHI 3MiHX. 3MiHa peyenmom
MAPOXNOPU | 6nicTepu y nayui 3 BiANOBiAA/bHI KOHTPO/b SIKOCTI, HaliMeHyBaHHA Ta/abo agpecu micus
Jil KapToHy CTIo BUNYyCK cepil: NpOBa/PKEHHS AiSNIbHOCTI BUPO6HUKa/imnopTepa
"LocnigHnii ToBapucTso 3 roTOBOrO JIiKapCbKOro 3acoby, BKIYaoun
3aB0j, 06MEXEHO OiNbHMLI BUNYCKy cepii abo Micue NpoBeaeHHs
"rHUAC! BiANOBIAA/IbHICTIO KOHTPOJI0 AAKOCTI. (4iSNIbHICTb, 3a Ky BiAnosigae

"[locnifHwWiA 3aBog,
"THUCY,
YkpaiHa,;

BCi cTagii
BMPOBGHMLTBA,
KOHTPO/b SIKOCTI,
BUMNYCK cepil:
ToBapucTso 3
06MeXeHoH
BiANOBIAALHICTIO
"®apmaueBTnyHa
KOoMMaHis "3g0pos'a”,

BUPOGHMK/iIMNOPTEp, BK/OYAKOUN BUMYCK Cepild) -
3MiHa agpecu BupobHyKa 13 ToBapucTso 3
obmMexeHoto BignosigansHicTio "@APMEKC
FPYM", YkpaiHa (Bci cTagii BUpobHULTBA,
KOHTPO/b SIKOCTi, BUMYCK cepil), 6e3 3mMiHu Micust
BMPOGHMLTBA. 3MiHM BHECEHI Y pO3/i/n
"Micue3HaxopKeHHs1 BUPOGHMKa Ta iioro agpeca
MicUsi MPOBaKEHHS 4isiNIbHOCTI" B iHCTPYKLUitO ANns
MeAMYHOrO 3aCTOCYBaHHS Ta K Hac/ifgokK -
BIANOBIAHI 3MiHW Yy TEKCTi MapKyBaHHs yNnakoBKu
niKapcbKoro 3acoby. BeBeAeHHst 3MiH NpoTarom 6 —
TW MicsLiB NicNsa 3aTBEPAKEHHS




Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs

YKpaiHa;
BCi cTagii

BMPOGHMLITBA,

KOHTPO/b SIKOCTI,

BUNYyCK cepil:

ToBapucTso 3

06MeXeHoI0

BiANOBIAA/ILHICTIO
"®APMEKC Py,
YKpaiHa
60. BIFOP- PO34uH opasibHUiA no 100 TOB Ykpaina [epxaBHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: rno 100 mn, UA/15304/01/01
CAHTO mn abo 200 mny "l'emolnasma” nignpueMcTeo 3MiHM | TUny - 3MiHK 3 aKocTi. FoToBWiA Nikapcbkuii | 200 M —
thnakoHax, no 500 mny "EKCNepuMeHTabHWIA 3aci6. 3MiHM y BUpOOHULTBI. 3MiHa 6e3
nAsLKax 3aBOJ MEAUYHUX iMnopTepa/3miHu, L0 CTOCYTbLCA BUMNYCKY cepii Ta | peyenma;
npenaparis IHCTUTYTY KOHTPO/H0 SIKOCTi rOTOBOrO NiKapcbKoro 3acoby (o 500 ma —
6ioopraHiyHoT Ximii Ta (3amiHa abo foAaBaHHS BUPOGHMKA, L0 3a
HadgTOXiMiT BignoBiAae 3a BBe3eHHs Ta/abo BMNyck cepir) - peyenmom

HauioHanbHoi Bkntouatouy KOHTPONb/BMNPOGYBaHHS cepii.

akageMmii Hayk 3amiHa BUpo6HUKa, LU0 BigNoBiAaE 3a BUMYCK
Ykpainu" cepii, BKOYaUM KOHTPONbL/BUNPOGYBaHHS cepii 3

TOB "Bupo6Huye 06'egHaHHA "TeTepis", YkpaiHa,
Ha ginbHuLto JepxasHe nignpueMcTso
"EKCNepUMEHTa/IbHWIA 3aBOA MEANYHUX

npenaparis [HCTUTYTy 6ioopraHiyHoi Ximii Ta

HadToximii HauioHanbHOT akagemii Hayk YkpaiHn',

YKpaiHa. 3MiH1 BHeCeHi y po3ainv "BupobHuk" Ta

"Micue3HaxomKkeHHs BUPOGHWKa Ta ioro agpeca
MicUS NPOBaMKEHHS AiANbHOCTI" B iIHCTPYKLitO AN
MeMYHOro 3aCTOCYBaHHA Ta sIK HAC/ifOK -
BIANOBIAHI 3MiHW Yy TEKCTi MapKyBaHHS ynakoBKu/
nikapcbKoro 3aco6y. 3MiHu | TUny - 3MiHK 3 AKOCTI.

[oTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOBHULTBI.

3amiHa abo BBeAeHHS [0AaTKOBOI AiNbHUL
BMPOGHMLITBA A151 YaCTMHM abo BCbOro
BMPOBHNYOro NpoLecy roToBOrO J1iKapCbKoro
3acoby (ginbHUUS 4119 NEPBUHHOIO NakyBaHHS) -
3aMiHa [inbHUL NepBUHHOrO nakysaHHA J13 3 TOB
"BupobHunye 06'egHaHHA "TeTepis", YkpaiHa, Ha
AinbHuUo [lepxasBHe nignpueMcTBO
"EKCepUMeHTaNbHW 3aBOA MEANYHNX
npenaparis IHCTUTYTY 6ioopraHivyHoi Ximii Ta

HadpToximii HaujioHanbHOT akagemii Hayk Ykpainu",

YkpaiHa. 3miHu | Tuny - 3MiHu 3 AKocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHMLTBI. 3amiHa
ab0 BBeAeHHA A04ATKOBOT AifIbHULI BUPOGHULTBA
AN 4acTUHK abo BCbOro BUPOBHMYOro npouecy
rOTOBOrO JliKapCbKoro 3acoby (fiNbHULSA, Ha SKii
npoBoAATLCA By ab-5Ki BUPOGHMYI cTagil, 3a
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
BMHATKOM BUMYCKY CEpiid, KOHTPOJO SKOCTI,
NepBUHHOTO Ta BTOPVHHOIO NakyBaHHS, A1
HECTePW/IbHUX JTiKapCbKMX 3ac06iB) - 3amiHa
AinbHUUi BUpo6HuuTBa /13 3 TOB "Bupo6Huye
06'egHaHHSA "TeTepiB", YkpaiHa, Ha AiNbHULLI0
[epxasHe nignpmemcTBo "EKcnepumeHTanbHui
3aBOf MeAUYHUX Npenaparis IHCTUTYTY
6ioopraHivHOi XimiT Ta HadhToXiMiT HavlioHabHOT
akagemii Hayk Ykpainun", Ykpaina.

61. FEKCAKCUM cycneHsis ons iH'ekuiid, no CaHodi ®paHuin NOBHUIA LMK PpaHuia/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasnis: 3a UA/13080/01/01
® | HEXAXIM 0,5 mn (1 gosa) B MacTep BMPOGHULITBA, BUMYCK YropLumHa 3MmiHu | TUNY - 3MiHK 3 siKOCTi. FOTOBWMIA Nikapcbkuii | peyenmom
BAKUVHA nonepeAHLO 3anoBHEHUX cepii: 3aci6. CtabinbHicTb. 3MiHa y TepmiHax
ansa wnpuuax 3 1-ewo (abo 2- CaHodi MNacrep, npugaTHocTi abo ymoBax 36epiraHHsi roTOBOro
MPO®INTAKT Ma) OKPEMVMMU rosikamu, dpaHuis; NiKapcbKoro 3acoby (36i/1bLUEHHSI TEPMIHY
KN no 1 wnpuiy B KAPTOHHIN BTOPUHHE MaKyBaHHS, nNpuAaTHOCTI rOTOBOrO fiKapcbKoro 3acoby) - [ins
DUNDTEPII, ynakosui; no 0,5 mn (1 BUNYyCK cepil: TOProBOi yNakoBku (MiATBEPIKYETLCA AaHNUMU
NMPABLS, [03a) B nonepeaHsL0 CaHochi-ABeHTiC peasibHOro Yacy) 3MiHa TepMmiHy NpuAaTHOCTI
KALUMHOKY 3arnoBHeHUX wWwnpuuax 3 1- MpaiisiT Ko. /174, roTOBOrO fikapcbKoro 3acoby B nonepeaHbL0
(ALENONAP | et (abo 2-ma) oKpeMMMHU Mnatdpopma noricTrku 3arnoBHeHVX Wwnpuuax. 3aTeepixeHo: 36 Micauis.

HUA ronkamu, no 1 wnpuuy B Ta gucTpuoyuii y m. 3anponoHoBaHo: 48 MicsiLiB. 3MiHU BHOCATLCS 40
KOMMOHEHT | cTaHgapTHO-EKCNOPTHIN BypanewT, YropwwmHa PeecTpauiiHoro noceigyeHHsi, MeToaiB KOHTPO/HO
), FENATUTY | ynakoBLi, ika MiICTUTbCA Y AKOCTI Ta [HCTPYKUi ANnA MeguyHoro

B KapTOHHI KopoobLi 3 3acTocyBaHHA. TepMiH BBEAEHHS 3MiH - MPOTAroM
PEKOMBIHA iHCTpyKUi€eto Ans 6 micauis nicns 3aTBepAKeHHs. 3MiHu | Tuny -
HTHA, MeAMYHOro 3acTOCyBaHHS; 3MmiHu 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6.
noniomMien no 0,5 mn (1 gosa) B CT1abinibHICTb. 3MiHa Yy TepMiHax npugartHocTi abo
TY nonepeaHbLO 3an0BHEHMX yMmoBax 36epiraHHsi rOTOBOroO MikapCbKoro 3acoby
IHAKTUBOBA | wnpuuax 3 1-eto (abo 2- (iHWi 3miHW) 3miHa TepMiHy NpMAAaTHOCTI FOTOBOrO
HA TA Ma) OKPEMVMMU rosikamu, nikapcbKoro 3acoby y thnakoHax.
3AXBOPHOB no 10 wnpuuis B 3arBepmkeHo: 36 MicsuiB. 3anponoHoBaHo: 48
AHb, KapTOHHI/ ynakoBLj; no MicsauiB. 3MiHM BHOCSATbCS A0 PeecTpauiitHoro
CAOPUYMHEH | 0,5 mn (1 gosa) B nocBigyeHHsi, MeToAiB KOHTPOIO SKOCTi Ta
nx nonepeAHbLO 3anoBHEHNX IHCTPYKUiT ANS MeAMYHOro 3acTocyBaHHSA. TepMiH
HAEMOPHIL wnpuuax 3 1-ewo (abo 2- BBEJEHHS 3MiH - NPOTAroM 6 MicauiB nicns
us Tuny B Ma) OKPEMUMMU rosikamu, 3aTBEpPKEHHS. 3MiHM Il TUNY - 3MiHKU 3 AKOCTI.
KOH'IOrOBA no 10 wnpuuis B [oTOBMIA Nikapcbknii 3aci6. KOHTpob roToBoro
HA, CTaHOApTHO-EKCMOPTHIl nikapcbkoro 3acoby. 3MiHa y meTofgax
AACOPBOBA | ynakoBLj, ika MiCTUTbCS Y BMNPOGYBaHHS rOTOBOrO NiKapCbKOro 3acoby
HA, PIOKA KapTOHHI Kopoo6Lii 3 (cyTTeBa 3miHa y

IHCTPYKUie0 Ans
MeAMYHOro 3acTOCyBaHHS;
no 0,5 mn (1 posa) y
hnakoHax, no 10
(h/1aKOHIB Y KapTOHHIi
ynakosui; no 0,5 mn (1
[o3a) y donakoHax, no 10
hnakoHiB B CTaH4apTHO-
€KCMOPTHI ynakoBLi, sika

6ionoriyHoMy/iMmyHONOriYHOMY/iIMyHOXiMiYHOMY
MeTozi BunpobyBaHHsA abo MeTofi, y SKOMy

BMKOPUCTOBYETLCA BioNoriyHuii peareHT, abo ix
3amiHa, abo 6ion1oriyHOro Npenapary NopiBHAHHSA
(cTaHgapTHOro nNpenapary), Wo He 3a3HayveHunii y
3aTBEPAKEHOMY NPOTOKONI) 3MiHW B aHaTITUYHUX
mMeToAvKax BUNpobyBaHHs 3a nokasHukamm «Non-
adsorbed Polyribosyl Ribitol Phosphate (PRP)» Ta
«Depolymerized PRP», siki BUKOHYtOTbCS Ans Final
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
MICTUTBCS Y KapPTOHHIl Bulk Product, a Takox npu BunpobyBaHHAX
Kopobui cTabinbHocTi Final Bulk Product Ta Filled Product.
TepMiH BBEAEHHS 3MiH - XXOBTEHb 2021. 3MiHu I
TMny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbkunii 3acib.
KOHTPO/1b FOTOBOrO NiKapcbkoro 3acoby. 3miHa
napameTpiB cneundikayii Ta/abo JonycTnMmx
MEX roTOBOrO /liKapCbKoro 3acoby (3miHa
3HaxoAWTLCA No3a 3aTBEPAKEHNMMN AO0NYCTUMUMMU
Mexamu cneuudikadii) 3miHa kpuTepito
NPUIAHATHOCTI Noka3Huka «Depolymerized PRP» y
cneumdikauii Ha KiHeLb TepMiHy npuaaTHocTi (End
of Shelf Life Specifications Limits) npn BuBYeHHiI
CTabiNbHOCTI FOTOBOro NPOAYKTY. 3aTBEpPAKEHO: <
50,0 %. 3anponoHoBaHo: < 59,3 %. TepMiH
BBE/IEHHS 3MiH - BepeceHb 2021.

62. FEKCAKCUM cycneHsis ons iH'ekuiid, no CaHodi ®paHuin NOBHUIA LUWKN PpaHuia/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/13080/01/01
® | HEXAXIM 0,5mn (1 gosa) B MacTep BMPOGHULITBA, BUMYCK YropLumHa 3MiHM | TUNY - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI | peyenmom
BAKUVHA nonepeAHLO 3anoBHEHUX cepii: Ta thapmakoHarnsagy (iHwi 3miHn).
ansa wnpuuax 3 1-ewo (abo 2- CaHodi MNacrep, 3MiHV BHeceHO A0 IHCTPpyKLii Ana MeguyHoro
MPO®INTAKT Ma) OKPEMVMMU rosikamu, dpaHuis; 3aCcTOCyBaHHS NikapcbKoro 3acoby Ao po3ainis
KU no 1 wnpuuy B KAPTOHHIN BTOPVHHE NaKyBaHHS, "Cknag" (aofaHa iHhopmavisi 3 6e3neku CTOCOBHO
OUNDTEPII, ynakosui; no 0,5 mn (1 BUNYyCK cepil: [0MOMIXHOT peyoBYHY 6e3 hakTUYHOT 3MiHK
NMPABLS, [03a) B nonepeaHbL0 CaHochi-ABeHTic cknagy), "OcobnnBOCTi 3aCTOCYBaHHA", a Takox
KALUMHOKY 3arnoBHeHUX wWwnpuuax 3 1- MpaiisiT Ko. /174, [0 KOPOTKOI XapakTepUCTUKKN NiKapCbKoro 3acoby
(ALENONAP | et (abo 2-ma) oKpeMMMHU Mnatdpopma noricTrku [0 po3AiniB "2. FAKICHWI i KinbkicHWIA cknag”, "4.5.

HUA ronkamu, no 1 wnpuuy B Ta AucTpuoyuii y m. Oco06uBI 3acTepexeHHs Ta 3anobkHi 3axoau npu
KOMMOHEHT | craHgapTHO-eKCnopTHii Byaanewr, YropLmHa 3acTocyBaHHI", "6.1. [lonoMiXHi peqoBuHK", AK
), FENATUTY ynakoBLi, fKa MiCTUTbCA Y Hacnigok, A0 TEKCTY MapKyBaHHS ynakoBKu

B KapTOHHI KopoobLi 3 niKapcbKoro 3acooby.

PEKOMBIHA iHCTpYKUi€e0 ans 3MiHM fo po3giny Cknag nikapcbkoro 3acoby
HTHA, MeAMYHOro 3aCToCyBaHHs; MK#A, a came KiflbKicHe 3a3Ha4YeHHS A0MNOMDKHOT
noniomMien no 0,5 mn (1 gosa) B peyoBuUHM L-cheHinanaHiHy.

TY nonepeAHLO 3anoBHEHUX 3anponoHoBaHo: heHinanaHiH 85 mMkr. TepMiH
IHAKTUBOBA | wnpuuax 3 1-eto (abo 2- BBEJEHHS 3MiH NMpoTAroM 6 micAuis nicas
HA TA Ma) OKPEMUMMU rosikamu, 3aTBepXEHHS. 3MiHu Il TMny - 3MiHK Woao
3AXBOPIOB no 10 wnpuuis B 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
AHb, KapTOHHI ynakoBLj; no 3MiHU Y KOPOTKili XapakTepucTuL,i NikapCbKoro
CAOPUYMHEH | 0,5 mn (1 gosa) B 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT Ans
nx nonepeAHbLO 3anoBHEHNX MeJMNYHOro 3aCTOCYBaHHS y 3B'AA3KY i3 HOBUMMU
HAEMOPHIL wnpuuax 3 1-ewo (abo 2- OaHVMK 3 AKOCTI, AOKIHIYHUMMU, KNIHIYHUMMN
us Tiny B Ma) OKPEMVMMU rosikamu, OaHumy Ta aaHumin 3 papmakoHarnsgy. 3MiHm
KOH''OrOBA no 10 wnpuuis B BHECEHO A0 IHCTpYKLii Ans MeguyHoro

HA, CTaHAapTHO-EeKCMOPTHIlA 3aCTOCyBaHHSA Nikapcbkoro 3acoby A0 po3ainis
AACOPBOBA | ynakoBLj, ika MiICTUTbCS Y "IMyHOnoriyHi | 6ionorivnHi BnacTneocTi”,

HA, PIOKA KapTOHHI Kopoo6Lii 3 "B3aemogis 3 iHWVMKU nikapcbkuMu 3acobamu Ta

IHCTPYKUie0 Ans
MeAMYHOro 3acTOCyBaHHS;
no 0,5 ma (1 gosa) y

AT

iHWIi BMAM B3aemogiii”, "OcobnnBoCTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta 403Kn",
"Mo6iyHi peakuii”, a TakoX A0 KOPOTKOI
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Howmep

peecmpayiliHo2o

nocsio4YeHHs

chnakoHax, no 10
(h/1aKOHIB Y KapTOHHIi
ynakosui; no 0,5 mn (1
[03a) y hnakoHax, no 10
hNakoHiB B CTaH4apTHO-
€KCMOPTHIN ynakosLi, ska
MICTUTBCS Y KapPTOHHIl
Kopooui

XapaKTepUCTMKM MikapCbKoro 3acoby A0 po3ainis
"5.1. dapmakoguHamiyHi BnactusocTi”, "4.6.
B3aemogis 3 iHWKMKM nikapcbkuMmn 3acobamu Ta
iHWi BUAn B3aemogijii”, "4.5. OcobnmBi
3acTepexeHHs Ta 3anobikHi 3axoau npu
3acTocyBaHHi", "4.2. [lo3n Ta cnoci6
3actocyBaHHs", "4.9. Mob6iuHi peakuii”.
Pestome MYP Bepcia 12.0 gopaetbes. TepMiH
BBE/EHHS 3MiH NPOTAroM 6 micauis nicns
3aTBEPAKEHHS.

63.

FENbMIHTOK
Cc

CycneHsis opanbHa, 125
mr/2,5 mn no 15 mny
hnakoHi; no 1 dpnakoHy 3
MipHOIO NTIOXKOIO B
KapTOHHI KopoobLi

NabopaTopis
IHHOTEK
IHTEepHAacbIioH
anb

PpaHuin

IHHOTepa LUys3i

PpaHuis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHU | TUMY - BHECEHHS 3MiH 0 BUPOGHMYOTO
npowecy, 3okpema: BUMyYeHHs 3% Hagmwwky Adl,
3MiHK | TUny - 36inbLUEHHS po3Mmipy cepii 3.
3anponoHoBaHo: 1210 kr (1000 n)(66 666
NakoHiB); 3MiHW | TUNY - BHECEHHSA 3MiH 40
BMPOGHMYOro MpoLiecy, 30KpeMa: 3MiHa B
NOCNifOBHOCTI BBEAEHHS [OMOMDKHUX PEYOBUH;
Moamdikalis cuctemun inbTpauii; 3miHu | Tuny -
BHECEHHS 3MiH [0 BUPOBHMYOro npouecy,
30Kpema: AofJaBaHHs KOHTPOO TeMnepaTypu
[0MNOMiXHOT peqoBuHN CopbiTy po3yuH, Lo
KpucTanisyetbes;
3MiHW | TUNY - BHECEHHS 3MiH A0
Cneuudpikauii/MeToais BunpobyBaHHs Ad|
CuniKoHY emysibCisi, 30KpemMa: BUTyYeHHS KOTPOsIo
3a nokasHukoMm "Baxki meTtanu"; 3miHu | Tuny -
BHeCceHHs 3MiH g0 Cneuudikauii/MeTogis
BMNPO6YBaHHA A®I JleunTuH, 30kpema: BUTyYeHHs
KOTPOJIH0 3@ NOKa3HUKOM “"Badkki meTanu"; 3miHm |
TUny - nogaHHsA oHosrieHoro CepTtudpikaty R1-CEP
2005-294 Rev 01 ans A®I MipaHTeny em6oHaT Bif
BXE 3aTBEepXeHOro BupobHuka Ipca Laboratories
Limited. 3anponoHosaHo: R1-CEP 2005-294 Rev
01

6e3
peuyenma

UA/10172/01/01

64.

FEMNIBPA®

PO34MH A8 iH ekyii no 30
Mmr/1 mn; no 1 mn (30 mr) y
thnakoHi; no 1 chnaxkoHy B
KapTOHHIi KOpOoOLyi

& . XopchmaHH-
Na Pow fitg

LLIseliyapis

Pow [diarHocTukc
mM6X, HimeuunHa

(BnpobyBaHHsA

KOHTPOJTHO SIKOCTI);

Pow dapma AT,
HimeuunHa
(BunpobyBaHHs

HimeuunHa/
Pecny6nika
Kopes/
LLseliyapisi/
AnNoHis

BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiais:
3MiHM | TUny - 3MiHK Woa0 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnsagy. BeegeHHus abo 3miHn o
y3arasibHeHVX AaHnx Npo cuctemy
thapmakoHarnaay (BBeAeHHs y3arasibHeHNX AaHux
npo cuctemy hapMakoHarnsgy, smMiHa
YMOBHOBaXXEHOT 0CO6MU, BignoBiganbHOI 3a

3a
peyenmom

UA/16914/01/01

KOHTPOJIH0 SIKOCTI);
CamcyHr Bio/logxuke
Ko, NTa, Pecny6nika
Kopesi (BUpo6GHMLTBO

Hepo3sdhacoBaHol

34ilicHeHHA hapMakoHarnaay; KOHTaKTHOT 0cobu 3
hapmakoHarnsay 3asiBHUKa A5 34iCHEHHS
hapMakoHarnsgy B YkpaiHi, SKLLO0 BOHA BigMiHHA
Bi/l yNOBHOBaXXeHOI 0co6Wu, BiAnoBifanbHOT 3a
34iicHeHHs hapMakoHarnaay (Bkayarym
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Howmep

peecmpayiliHo2o

nocsio4YeHHs

NpoAyKLii, NnepBuUHHe
nakyBaHHs,
BMNpobyBaHHsA
KOHTPOJIO0 SIKOCTI);
. XodppmaHH-/151 Polu
Ntp, Weeiiuapis
(BnpobyBaHHs
KOHTPO/O AKOCTI,
BTOPUHHE MaKyBaHHS,
BMMYCK cepil); Yyraii
Papma
MaHyhekTypuHr Ko,
Nth, AnoHis
(BunpobyBaHHS
KOHTPO/IO SIKOCTI );
Uyraii dapma
MaHydekTypuHr Ko,
Nta, AnoHia
(BMpPOGHMLTBO
Hepo3dhacoBaHOl
NpoAyKLii, NnepBuHHe
nakyBaHHs,
BUNPOBYBaHHSA
KOHTPOJIH SIKOCTI)

KOHTaKTHi AaHi) Ta/abo 3MiHWN Y PO3MilLEHHI
macTep-gpaiina cuctemu hapmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHUX KOHTakTHOI 0cobum
YMOBHOBaXEHOT 0CO6Y 3asBHVKa, BignoBiganbHOT
3a (hapmakoHarnag B YkpaiHi

65.

FEMNIBPA®

PO34MH ON4 iH e no
150 mr/1 mn; no 0,4 mn
(60 wr) y dpnakoni; no 0,7
M (105 Mr) y donakoHi; no
1 mn (150 mr) y chnakoHi;
no 1 donakoHy B KapPTOHHIl
Kopoobui

& . XohpmaHH-
Na Pow Nita

LLiBefiuapis

Pow [iarHocTukc
'M6X, HimeuunHa
(BnpobyBaHHs
KOHTPO/IHO0 SIKOCTI);
Pow dapma AT,
HimeuunHa
(BnpobyBaHHs
KOHTPOJIHO0 SIKOCTI);
CamcyHr Bio/logxukc
Ko, iTg, Pecny6nika
Kopes (Bupo6HULTBO
Hepo3dacoBaHol
NPOAYKLii, NepBUHHE
nakyBaHHs1,
BMNpPOOYyBaHHSA
KOHTPO/IHO0 SIKOCTI);
. XodpdpmaHH-/15 Pou
Ntp, Weeiiuapis
(BnpobyBaHHs
KOHTPOO AKOCTI,
BTOPUHHE MaKyBaHHS,
BMMYCK cepii); Yyraii
Papma
MaHydhekTypuHr Ko,

HimeyunHa/
Pecny6nika
Kopes/
LBeiuapis/
AnoHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHK | TURy - 3MiHK WoA0 6e3nekn/edPeKkTUBHOCTI
Ta chapmakoHarnsgy. BeegeHHs abo 3miHn o
y3araslbHeHVX faHnx npo cuctemy
thapmakoHarnagy (BBefeHHs y3arasibHeHNUX JaHnx
npo cuctemy hapMakoHarnsgy, smiHa
yMOBHOBaXeHOT 0cobu, BignoBiganbHoT 3a
3AiicCHEHHs chapMakoHarnsay; KOHTaKTHOI 0co6u 3
hapMakoHarnsay 3asiBHVKa AN 34iNCHEeHHS
thapmMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
Bi, yNOBHOBaXKEHOT 0CO6M, BiANOBifabHOI 3a
3[jicHeHHs hapmMakoHarnsay (BkIovaroun
KOHTaKTHi faHi) Ta/abo 3MiHW1 Y PO3MiLLEHHI
macTep-gaiina cuctemu chapmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHUX KOHTaKTHOI 0cobu
YMOBHOBaXEHOT 0CO6YM 3asBHMKA, BignoBiganbHOT
3a (hapmakoHarnag B YkpaiHi

3a
peyenmom

UA/16914/01/02
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
Nth, AnoHis
(BunpobyBaHHs
KOHTPO/O SIKOCTI );
Uyraii dapma
MaHydekTypuHr Ko,
Nta, AnoHia
(BMpPOGHMLTBO
Hepo3dhacoBaHOl
NpoAyKLii, NnepBuHHe
nakyBaHHs,
BUNPOBYBaHHSA
KOHTPOJIH SIKOCTI)
66. FEHCYNIH H CycneHsis 4ns iH'ekuii, BIOTOH C.A. Monbwa BIOTOH C.A., Monbwa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/1016/01/01
100 O4/mn; no 10 mn y Monblwa (BUPOBHUK, 3MiHK | TNy - 3MiHK WoAao 6e3nekn/eddekTUBHOCTI | peyenmom
chnakoHi; no 1 chnakoHy B BiANOBigaIbHUIA 3a Ta chapmakoHarnsgy. BeegeHHs abo 3miHn o
KapTOHHI nayui; no 3 M BUPOGHULITBO, y3ara/ibHeHNX JaHnx npo cuctemy
B kapTpuaxi; no 5 NepBUHHE | BTOPUHHE dhapmakoHarnsgy (BBeEHHS y3araslbHEHUX AaHNX
KapTpuaxis y 6nictepi; no nakyBaHHs, KOHTPO/1b npo cuctemy thapmakoHarnsgy, 3miHa
1 6nicTepy B KapTOHHiIl Ta BUNycK cepii); yMOBHOBaXeHOT 0cobu, BignoBiganbHoT 3a
nauui IHCTUTYT BioTexHonorii 3AiicCHEHHs chapMakoHarnsay; KOHTaKTHOI 0co6u 3
Ta AHTWGIOTUKIB, thapmakoHarnsgy 3asBHUka Ans 34iliCHEHHA
MonbLya (BUPOBGHUK, thapmMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
BiAgnoBiganbHUii 3a Bi, yNOBHOBaXKEHOT 0CO6M, BiANOBifabHOI 3a
KOHTpOsb cepii) 3[jicHeHHs hapmakoHarnsay (BkIovarum
KOHTaKTHi faHi) Ta/abo 3MiHW1 Y PO3MiLLEHHI
macTep-gaiina cuctemu chapmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0COOU 3asBHMKA,
BiANOBIAa/IbHOT 32 hapmakoHarnsag.
MponoHoBaHa pepfakuis — Dagmara Sierakowska.
3MiHa KOHTaKTHUX AaHVX YNOBHOBAXEHOI 0Co6M,
BiANOBIAa/IbHOT 32 hapmakoHarnsag.
3MiHa KOHTaKTHOT 0CO6M YNOBHOBaXXEHOT 0CO6U
3asBHMKa, BIANOBIAA/IbHOI 3a thapmakoHarnsag B
YkpaiHi. MponoHoBaHa pefakuis — Pumap Makcum
BikTOpoBMY. 3MiHa KOHTaKTHUX JAaHWUX KOHTaKTHOI
0co6y¥ YyNnoBHOBaXXEHOI 0co6u, BiANOBIAA/IbHOT 3a
hapmMakoHarnag B YkpaiHi
67. FEHCYNIH H CyCneHsia Ans iH'ekuin, BIOTOH C.A. MonbLa BIOTOH C.A,, MonbLa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: - UA/9811/01/01

100 O4/mn; in bulk: no 10
MJ1Y CKISHOMY (DN1aKOHi;
no 150 y cpnakoHis y
NacTuKOBIl kaceTi; mo 1
KaceTi y kopo6u,; in bulk:
no 3 M B KapTpuaxki; no
600 kapTpuaXis y
N1acTuKoBIli kaceTi; no 1
KaceTi y kopobui

Monbwa (BUPOBHUK,
BiANOBigabHUIA 3a
BMPOGHULITBO,
NepBUHHE | BTOPUHHE
nakyBaHHs, KOHTPO/Tb
Ta BuUnyck cepii);
IHCTUTYT BioTexHonorii
Ta AHTMGIOTUKIB,
MonbLya (BUPOBHUK,

3MiHK | TRy - 3MiHK WoA0 6e3nekn/eddeKTUBHOCTI
Ta chapmakoHarnsgy. BeegeHHs abo 3miHm o
y3ara/ibHeHNX faHnX Npo cucTemy
thapmakoHarnsgy (BBeAeHHs y3arasibHeHVX faHux
npo cucteMy chapmakoHarnsay, 3amMiHa
YNOBHOBaXEHOT 0CO6MU, BiANOBifaNbHOI 3a
3AilicHeHHST chapmakoHarnsay; KOHTakTHOT 0cobu 3
thapmakoHarnagy 3asiBHUKa ANs 34iCHEHHS
hapmakoHarnagy B YKpaiHi, SKL0 BOHA BigMiHHA
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

BiANOBiAa/IbHWIA 32
KOHTPONb cepir)

BiJl yNOBHOBaXXeHOI 0C06MU, BiAMoBifa/IbHOT 3a
3[jicHeHHs1 hapMakoHarsay (BkIrYarum
KOHTaKTHi AjaHi) Ta/abo 3MiHW Y PO3MiLLEHHI

macTep-haiina cuctemu hapmakoHarnsgy) -

3MiHa YNOBHOBaXXEHOT 0CO6GU 3aABHUKA,
BiANOBIA&/IbHOI 3a thapmakoHarnsag,
MponoHoBaHa pepakuis — Dagmara Sierakowska.
3MiHa KOHTaKTHUX AaHuX YNOBHOBaXeHOI ocobu,
BiANOBIA&/IbHOI 3a thapmakoHarnsag,
3MiHa KOHTaKTHOT 0C06M YNOBHOBaXeEHOI 0co6U
3asBHYKa, BigNoBigasibHOI 3a hapmMakoHarnsg B
YkpaiHi. MponoHoBaHa pegakuis — Pumap Makcum
BikTOpOBMY. 3MiHa KOHTAKTHUX JaHUX KOHTaKTHOT
0coby ynoBHOBaXXeHOI 0cobu, BiANOBIAA/IbHOT 3a
thapmakoHarnag B Ykpaini

68.

FEHCYNIH P

pO34MH AN iH'ekuiid, 100
Of/mn; in bulk: no 10 mny
CKNsiHOMY hn1akoHi; no
150 dpnakoHis y
nNacTyKoBIl kaceTi; no 1
KaceTi y kopobu,; no 3 mn
B KapTpuaxi; no 600
KapTpUAXIB Y NS1acTUKOBIl
KaceTi; no 1 kaceTi y
Kopoobui

BIOTOH C.A.

Monba

BIOTOH C.A.,
Monblwa (BUPOBHUK,
BiANOBigaIbHUIA 3a
BMPOGHMLITBO,
NepBUHHE | BTOPUHHE
nakyBaHHs1, KOHTPO/1b
Ta BUNycK cepii);
IHCTUTYT BioTexHonorii
Ta AHTUGIOTUKIB,
MonbLya (BUPOBGHUK,
BiAnoBiganbHUii 3a
KOHTpOsb cepii)

Monba

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHK | TURy - 3MiHK WoA0 6e3nekn/edPeKkTUBHOCTI
Ta chapmakoHarnsagy. BeegeHHs abo 3miHn o
y3araslbHeHVX faHnx npo cuctemy
thapmakoHarnagy (BBefeHHs y3arasibHeHNUX JaHnx
npo cuctemy hapMakoHarnsgy, smMiHa
yMOBHOBaXeHOT 0cobu, BignoBiganbHoT 3a
3AiicCHEHHs chapMakoHarnsay; KOHTaKTHOI 0co6u 3
hapMakoHarnsay 3asiBHVKa AN 34iNCHEeHHS
thapmMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
Bi, yNOBHOBaXKEHOT 0CO6M, BiANOBifabHOI 3a
3[jicHeHHs hapmakoHarnsay (BkIovarun
KOHTaKTHi faHi) Ta/abo 3MiHW1 Y PO3MiLLEHHI
macTep-gaiina cuctemu chapmakoHarnsgy) -
3MiHa YNMOBHOBaXXEHOT 0COOU 3asBHMKA,
BiANOBIAa/IbHOT 32 hapmakoHarnsag.
MponoHoBaHa pepakuis — Dagmara Sierakowska.
3MiHa KOHTaKTHUX AaHuX YNIOBHOBAXEHOI 0Co6M,
BiANOBIAa/IbHOT 32 hapmakoHarnsag.
3MiHa KOHTaKTHOT 0CO6M YNOBHOBaXXEHOT 0CO6U
3asBHMKa, BIANOBIAA/IbHOI 3a thapmakoHarnsag B
YkpaiHi. MponoHoBaHa pegakuis — Pumap Makcum
BikTOpoBMY. 3MiHa KOHTaKTHUX JAaHWUX KOHTaKTHOI
0co6y¥ YyNnoBHOBaXXEHOI 0co6u, BiANOBIAA/IbHOT 3a
hapmakoHarnsg B YkpaiHi

UA/9810/01/01

69.

FrENAAND®

kancynu, no 10 kancyny
6nictepi; no 10 kancyny
6nicTepi; no 3, 5 a6o 10
6nicTepiB y KAPTOHHIl
nauui

TOB
"BAJTAPTIH
DAPMA"

Ykpaina

TOB "BAJIAPTIH
SAPMA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHK | TUMY - 3MiHW 3 AKOCTI. FOTOBUIA NiKAPCLKMIA
3aci6. KOHTpo/Ib AONOMDKHUX PEYOBUH. 3MiHa
napameTpiB cneuudikauii Ta/abo AonycTUMmx
MeX [/718 AONOMIKHOT PeUOBUHY - 3MiHa
HOpPMYBaHHS cy/baTHOT 30111 y crneuudikadii Ha
Kancynu Teepai XenatuHoBi (3anponoHoBaHo: He

3a
peyenmom

UA/5324/02/01
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
GinbLue 7%)
70. FEPLUENTUH niodpinizat ana ®.XohcpmaHH- | LLBeliyapis Bupo6bHuuTBO cuwA/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/13007/01/01
® KOHLeHTpAaTy 415 po34mHy Na Pow Nt Hepo3dacoBaHol HimeuunHa/ 3MiHK | TRy - 3MiHK WoA0 6e3nekn/eddeKkTUBHOCTI | peyenmom
Ans iHdysiin no 150 wr; NPOAYKLii, NepBUHHE LLiBeiiuapis Ta chapmakoHarnsgy. BeegeHHs abo 3miHv o
niodpinizat ana nakyBaHHS: y3araslbHeHUX AaHux npo cuctemy
KOHLeHTpaTy AN po3unHy [keHeHTekK IHK., CLUA, thapmakoHarnagy (BBe4eHHs y3arasibHeHVX faHux
Ans iHdy3iil y donakoHi, no Brpo6HMUTBO npo cuctemy hapmakoHarnsgy, smiHa
1 p1akoHy B KapPTOHHii Hepo3dghacoBaHOl YNOBHOB&XEHOT 0CO6MU, BiANOBIfaNbHOI 3a
KopoobLi NpoAyKLii, NnepBuHHe 3[ificHeHHs chapmakoHarnsay; KOHTaKTHOI 0co6u 3
nakyBaHHs, BTOPUHHE chapmakoHarnsgy 3asaBHuKa A1a 34iACHEHHS
nakyBaHHs, hapmakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
BMNpPOOYyBaHHSA Bifl yNOBHOBaXXeHOI 0co6W, BiAMNOBIfa/IbHOT 3a
KOHTPOJO SIKOCTI, 3[jicHeHHs hapMakoHaraay (BkIYarum
BUMycK cepii: Pow KOHTaKTHi faHi) Ta/abo 3MiHN Yy PO3MILLLEHHI
[iarnoctuke MmobX, macTep-haiina cuctemu hapmakoHarnsagy) -
HimeyunHa 3MiHa KOHTaKTHUX JaHnX KOHTaKTHOT ocobu
BTopvHHe nakyBaHHs, YNOBHOB&XEHOT 0COOU 3aABHUKA, Bi4NOBiLaIbHOT
BMNpPOOYyBaHHSA 3a hapmakoHarnag B Ykpaii
KOHTPO/O AKOCTI,
BUNYyCK cepil:
®.XothbdpmaHH-/15 PoLu
Nta, Weeliyapis
71. FEPUENTUH niogpinizat gns ®.XodhdhmaHH- | LBeliuapis Brpo6HMuTBO CLUA/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/13007/01/02
® KOHLLEHTpATy AJ/18 PO3UNHY Jla Pow N1, Hepo3dacoBaHol LLiBeliyapis 3MiHK | TNy - 3MiHK WoAo 6e3nekn/eddeKTUBHOCTI | peyenmom
Ans iHdy3iii no 440 wr; NPOAYKLUii, NepBUHHE Ta chapmakoHarnsgy. BeegeHHs abo 3miHm o
niogpinizat gns nakyBaHHs, y3araslbHeHUX AaHux npo cucrtemy
KOHLLeHTpaTy A1 pO34nHy BUMNPOOYBaHHS. dhapmakoHarnsgy (BBefjleHHs y3araslbHeHUX AaHnX

Ans iHdy3iil y donakoHi,
pasom 3 20 mn
PO3UMHHYMKA (PO3UYNHHUK:
6akTepiocTaTuyHa Boga
AN iH'ekuin 20 mn, Wwo
mictnTb 1,1%
6eH3110BOro CNMpTy Ta
BOAY ANA iH'EKLil) ¥
(pNaKoHi B KAPTOHHiIlA
KopoobLi

KOHTPO/IIO AKOCTI
(TiNbKV CTEPUNBHICTD
Ta MexaHiyHi
BK/IIOYEHHS):
[keHeHTeK IHK., CLUA,
BunpobyBaHHs
KOHTPO/IIO AKOCTI
(TiNbKV CTEPUNBHICTD
Ta MexaHiyHi
BK/IIOYEHHS):
[keHeHTeK IHK., CLUA,
BunpobyBaHHs
KOHTPO/IO AKOCTI:
. XodpcpmaHH-/15 Polu
Ntp, Weeiiyapis;
BTopvHHE nakyBaHHS,
BMNpobyBaHHA
KOHTPO/IO AKOCTI,
BUNYyCK cepil:
@.XodphdpmaHH-/151 Powt

npo cuctemMy chapmakoHarnsay, 3amMiHa
YNOBHOBaXEHOT 0CO6MU, BiANOBifabHOI 3a
3AilicHeHHST chapmakoHarnsay; KOHTaKTHOT 0cobu 3
thapmakoHarnagy 3asiBHUKa ANs 34iCHEHHS
thapmakoHarnagy B YKpaiHi, K0 BOHA BigMiHHA
BiJ, yNOBHOBaXXEHO| 0CO6M, BignoBiganbHol 3a
3[jicHeHHs1 hapMakoHarsay (Bkyarum
KOHTaKTHi fjaHi) Ta/abo 3MiHW Y PO3MiLLEHHI
mMacTep-gaiina cuctemu hapmakoHarisgy) -
3MiHa KOHTaKTHUX JaHNX KOHTaKTHOT 0cobu
yNOBHOBaXEHOT 0CO6U 3asBHMKa, BignoBigasbHOT
3a thapmakoHarnag B YkpaiHi
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
NTa, Weeiiuapis;
PO3UMHHUK:
Brpo6HMUTBO
Hepo3dacoBaHoi
NPOAYyKLUii, NepBUHHE
nakyBaHHs!, BTOPUHHE
nakyBaHHs,
BUNPOBYBaHHSA
KOHTPO/IO SIKOCTI,
BWMYCK Cepil:
. XodpdpmaHH-/151 Polu
Nta, Weeiiuapis;
BrnpobyBaHHs
KOHTPO/O AKOCTI:
®.XothbdpmaHH-/15 Powwu
Nta, Wseliyapis
72. FEPLUENTUH PO34uH AN iH ekwyiin, 600 ®.XohcpmaHH- |LUselinapia | ®.XoddpmaHH-/15 Poww LLiBeiiuapis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/14303/01/01
® mr/5 mMn; 1 donakoH 3 Na Pow Ntg Ntp, Weeiiuapisa 3MiHM | TURy - 3MiHK Woo 6e3nekn/edekTMBHOCTI | peyernmom
PO34YMHOM Y KapTOHHiIl (BMNpobyBaHHs Ta dhapmakoHarnsgy. BeegeHHss abo 3miHu o
Kopobui KOHTPOJIHO0 SIKOCTI); y3araslbHeHUX AaHux npo cuctemy
®.XothbdpmaHH-/15 PoLu thapmakoHarnagy (BBe4eHHs y3arasibHeHVX faHux
Ntp, Weeiiuapis npo cuctemy hapmakoHarnsgy, smiHa
(BUPOGHULTBO YNOBHOB&XEHOT 0CO6MU, BiANOBIAaNbHOI 3a
Hepo3dacoBaHol 3[ilicHEHHST chapmakoHarnsay; KOHTakTHOT ocobu 3
NPOAYKLiT, NaKyBaHHs, chapmakoHarnsgy 3asaBHuKa A1a 34iACHEHHS
BUNPOBYBaHHSA hapmakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
KOHTPO/O AKOCTI, Bifl yNOBHOBaXXeHOI 0co6MU, BiAMNOBIfa/IbHOT 3a
BUNYCK cepii) 3[jicHeHHs hapMakoHaraay (BkIYarum
KOHTaKTHi faHi) Ta/abo 3MiHU Yy PO3MIiLLLEHHI
macTep-haiina cuctemu hapmakoHarnsagy) -
3MiHa KOHTaKTHUX JaHnX KOHTaKTHOT ocobu
YNOBHOB&XXEHOT 0COOU 3aABHUKA, Bi4NOBILa1IbHOT
3a hapmakoHarnag B Ykpaii
73. FTNATUPAME pO34uH ANns iH ekuin, 20 Mictpan AHrniA Baktimm B.B., HigepnaHan BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/16792/01/01
PY ALIETAT- mr/mMn no 1 mn npenapaty Kenitan HigepnaHngn / lcnanis/ 3MiHW | TUMY - 3MiHW BHECEHI A0 IHCTPYKLi Ans peyenmom
BICTA y nonepegHLo MeHepXmeHT (KOHTPO/b SIKOCTI Yuni MeAMYHOro 3aCTOCYBaHHS NiKapCbKOro 3acoby y
HanoBHEHOMY LUNPWL; NO Nimitepn (mikpobionoriyHuit)); po3ainu "®apmakonoriyHi BnactmeocTi” (Loao
1 nonepefHLO Posi KoHTpakT 6e3neku), "MpoTunokasaHHs", "Bsaemogis 3
HanoBHEHOMY LUMpULY B MaHydekTypinr, C.J1., iHLIMMK NiKapCcbkMK 3acobamu Ta iHLWi BUAW
6nicTepi; no 28, 30 Ta 90 IcnaHis (BMpo6HULTBO, B3aemogiit”, "OcobmMBOCTi 3acToCcyBaHHS",
(3x30) 6nicTepis B nakyBaHHs1, KOHTPOS1b "3acTocyBaHHs y nepiof BariTHOCTi abo roflyBaHHs
KapTOHHIi KOpoOLyi sikocTi); CiHTOH BB, rpyaato”, "Cnocib 3actocyBaHHs Ta Ao3un” (LWo40
HigepnaHan 6e3neku), "OiTn" (pefaryBaHHs), "MobiuHi peakuii”
(BignoBiganbHuii 3a BiANOBIAHO A0 OHOBMEHOI iHhopMaL,ii 3 6e3neku
Bunyck cepii); CiHTOH Ljir040i pevyoBUHN
XicnaHist, C.J1., Icnanis
(BignoBiganbHuii 3a
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
Bunyck cepii); CiHTOH
Yuni Ntaa., Yuni
(BMpPOGHMLTBO,
nakyBaHHs)
74. TMATUPAME PO34uH ANs iH ekwuii, 40 Mictpan AHrnis PoBi KoHTpakT HigepnaHnan BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/16792/01/02
PY ALIETAT- mr/Ma; o 1 mny Kenitan MaHydexTypiHr, C.J1., [ lcnaHis/ 3MiHM | TUMY - 3MiHW BHECEHI A0 IHCTPYKLii Ans peyenmom
BICTA nonepeaHL0 MeHeXmeHT IcnaHis (BMpo6bHULTBO, Yuni MeJMYHOro 3aCTOCYBaHHS NiKapCbKoro 3acoby y
HanoBHEHOMY LUNPWL; NO Nimiteq nakyBaHHs, KOHTPO/1b po3gainu "®apmakoTepaneBTuyHa rpyna" (oo
1 wnpwuuy B 6ricTepi; No skocTi); CiHToH BB, Ha3Bsw), "MpoTunokasaHHsa", "Oco6MBOCTI
12 6nicTepiB y KapTOHHIi HigepnaHan 3acTocyBaHHA", "3acToCyBaHHSA Yy nepiog,
Kopobui (BignoBifanbHWiA 3a BariTHOCTi abo rogysaHHA rpyaar”, "Cnocié
BUNYycK cepii); CiHTOH 3acTocyBaHHsa Ta go3u", "[iTn" (pegaryBaHHs),
XicnaHiq, C.J1., IcnaHia "Mo6iyHi peakwii” 3rigHo 3 iHhopMmaLjieto Woa0
(BignoBifanbHWiA 3a MeAMYHOro 3acToCyBaHHSA ped)epeHTHOro
BUNyckK cepii); CiHTOH nikapcbKoro 3acoby (KonakcoH 40, po3unH Ans
Yuni Nitga., Yuni iH’ekuiid, 40 mr/mn). BBeAeHHA 3MiH MPOTAroM 6-Tu
(BUPOGHULTBO, MiCsILiB MicNs 3aTBEPIKEHHS
nakyBaHHs)
75. rNIYEPUH pignHa 85 % no 25 r abo MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiais: 6e3 UA/7463/01/01
no 50 r y dpnakoHax; no 25 | ®apmaueBTuy dbapmaueBTUYHA 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edpekTMBHOCTI | peyenma
r'y conakoHi; no 1 dpnakony Ha ghabpuka thabpuka "Biona" Ta hapmakoHarnsay - 3MiHW BHECEHI B TEKCT
B Nauuj 3 KApTOHY "Biona" MapKyBaHHS1 yNakoBOK JlikapCbkoro 3acoby (n.17)
LOZ10 HAHECEHHSI TOProBoi Mapku. BBeeHHs 3MiH
NpoTArom 6-Tn MicALiB NicNa 3aTBEPAXEHHS; 3MiHN
| TMNY - BHECEHHS 3MiH A0 p.3.2.P.7 Cuctema
KOHTeliHep/3akynopoBasibHWii 3acib, a came:
[00aBaHHA, AN Ao3sysaHHsA /13 no 25 r, HOBOT
topmu dhnakoHy ®BM-30-20 Ta npobku M-3.1
(6€e3 3MiHM NEPBMHHOTO NakyBaHHA Ta TUMy
thnakoHy ®B); 3anponoHosaHo: Po3gin 3.2.P.7 Mo
25 1y dhnakoHu ckisHi Tuny ®B-30-20, yKynopeHi
npo6kamu MA-2 a6o M-2 Ta kpuwkamu K-20, abo
Tuny ®BM-30-20, ykynopeHi npobkamu M-3.1 Ta
Kpuwkamm K-20, a6o no 50 r y conakoHn tuny ®B-
50-20, ykynopeHi npobkamu MA-2 a6o MN-2 Ta
Kpuwkamun K-20 Ha dhnakoHu HakieTb eTUKETKN
3 nanepy ®nakoH no 25 r pa3om 3 iHCTPYKLED AN
MeAMYHOro 3acTOoCyBaHHA npenapaTy BK1aAaloTh
y nayky 3 KapToHy Maukm abo hnakoHn 6e3 navok
pasoMm 3 BifnoBigHO KINbKICTHO IHCTPYKLi ais
MeAMYHOro 3acTOoCyBaHHA npenapaTy BK1aAaloTh
y FpynoBy ynakoBKy
76. FAILEPUHOB | po3uvH pekTanbHuii, 3,28 KaceH Icnanis KaceH Pekopgari, C.J1. Icnanis BHECEHHS 3MiH [0 peecTpauliiHux maTepiasiis: 6e3 UA/10351/01/01
| M/4 Mn no 4 mMn B Pekoppari, 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edpekTMBHOCTI | peyenma
MIKPOK/I3M annikatopi, no 4 C.. Ta hapmakoHarnsgy. BeegeHHs abo 3miHn go
" ons [ITEN ansikaTopu B KOpo6ui 3 y3araslbHeHuUX AaHux npo cucrtemy

NENLONAKC

KapToHy

¢papmakoHarnsgy (BBefleHHs y3araflbHeHUX AaHnX
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

npo cuctemy hapmakoHarnsgy, smiHa
YNOBHOB&XEHOT 0CO6MU, BiANOBIfaNbHOI 3a
3[ificHeHHs thapmakoHarnsay; KOHTaKTHOI 0co6u 3
thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
hapmakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
Bifl yNOBHOBaXXEHOI 0CO6W, BiAMNOBIfa/IbHOT 3a
3[jicHeHHs hapMakoHarisay (BKIYakum
KOHTaKTHi fjaHi) Ta/abo 3MiHU Yy PO3MILLLEHHI
macTep-haiina cuctemm hapmakorarnsagy) -
3MiHa KOHTaKTHOI 0CO6M YNOBHOBaXXEHOI 0CO6U
3asBHYKa, BigNoBigasibHOI 3a hapmMakoHarnsg B
YkpaiHi. MponoHoBaHa pegakuis: BonowwnHa
AHacTacisi AHaTofiiBHA. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0CO61 YNOBHOBaXKEHOI 0Ccobu
3asBHKKa, BIANOBIAA/IbHOI 3a thapmakoHarnsag, B
YKpaiHi

77.

rMILEPVUHOB
I
MIKPOK/1I3M
v ansi
JlOPOCNNX
AQIONAKC

PO34MH peKTanbHuiA, 6,14
mn/7,5 mn, no 7,5 mn B
annikatopi, no 4
annikaTopu y kopob6ui 3
KapToHy

KaceH
Pekoppari,
C..

IcnaHis

KaceH Pekopaari, C.J/1.

IcnaHis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHM | TUny - 3MiHK Woao 6e3nekn/etheKTUBHOCTI
Ta dhapmakoHarnsgy. BeegeHHss abo 3miHu o
y3araslbHeHVX faHnx npo cuctemy
thapmakoHarnagy (BBe4eHHs y3arasibHeHVX faHux
npo cuctemy hapmakoHarnsgy, smiHa
YNOBHOB&XEHOT 0CO6MU, BiANOBIAaNbHOI 3a
3[ificHeHHs chapmakoHarnsay; KOHTaKTHOI 0co6u 3
chapmakoHarnsgy 3asaBHuKa A1a 34iACHEHHS
hapmakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
Bifl yNOBHOBaXXeHOI 0co6MU, BiAMNOBIfa/IbHOT 3a
3[jicHeHHs hapMakoHaraay (BkIYarum
KOHTaKTHi faHi) Ta/abo 3MiHU Yy PO3MIiLLLEHHI
macTep-haiina cuctemu hapmakoHarnsagy) -
3MiHa KOHTaKTHOI 0CO6M YNOBHOBaXEHOI 0CO6U
3asBHVKa, BigNOBiAasIbHOI 3a hapmMakoHarnsg B
YkpaiHi. MponoHoBaHa pefakuis: BonowwnHa
AHacTacia AHaToniiBHa. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOI 0CO61 YNOBHOBaXKEHOi 0Cco6u
3asBHMKa, BIANOBIAA/IbHOI 3a thapmakoHarnsag B
YkpaiHi

6e3
peuyenma

UA/10469/01/01

78.

rPUNOMEA®

pO34nH opanbHuii 3 %; no
100 M1y 6aHLj CKNSIHHIN
Ne 1y KOMM/ekTi 3
[,03yBa/IbHOIO MINETKOK Y
nayui; no 100 mn y 6aHui
nonimepHii Ne 1y
KOMNEKTi 3 103yBa/IbHOO
nineTko y nauuj

MAT
"Ximthapm3sas
of "YepBoHa

3ipka”

Ykpaina

MAT "Ximchapm3sasop,
"YepBoHa 3ipka"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHKM | TUNY - NOA4AHHS HOBOTO cepTudiikaTa
BignosigHocTi €EP Ne R1- CEP 2000 - 124- Rev 08
(nonepeaHs peecTpaLis Ha nigcTasi MaTepianis
AM® 3aTBepmkeHoro BupobHnka ANQIU LU'AN
PHARMACEUTICAL CO., LTD, Kutait) gns A®l
(MapaueTtamon) Bif BXe 3aTBEPLKEHOrO
BMpo6HMKa ANQIU LU'AN PHARMACEUTICAL
CO., LTD, Kutaii. Ak Hacnigok, npMBeaeHHs
Cneuudpikauii /MeTogiB BUNpobysaHHs Ha API

6e3
peyenma

UA/17686/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
(NapaueTtamon) y BignosigHocTi o CEP Ne R1-
CEP 2000 - 124- Rev 08 Ta 10 BUMOr MOHOrpadii
EP (gitoue BugaHHs). flo ceptudpikaty CEP
BK/IIO4EHWI TEPMIH nepekoHTponto A®I - 48
MicaLiB
79. FPOYTPOMIH | po3uvH ans iH'ekuiii, 8 Mictpan AHrnis [Jonr-A CT Ko, T4 Kopes BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3a UA/8465/01/01
MO/mn no 0,5 mn (4 Kenitan 3miHa 3asBHMKa (BNacHvka peecTpauiiHoro peyenmom
MO/1,34 mr) abo no 2 mn MeHeKMeHT noceigueHHs) (3rigHo Hakasy MO3 Big 23.07.2015
(16 MO /5,34 wmr) y Nimiteq Ne 460): BBegeHHst 3MiH npoTArom 6 micauis nicns
chnakoHi; no 1 a6o no 10 3aTBepKEHHS.
(h/1aKOHIB Y KapTOHHIi
Kopobu,i
80. AEKCAHTA rpaHynun ans opasabHoro MNAT Ykpaina MAT "Ximdpapm3sasog, YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/16859/01/01
PO3YMHY 3 IMMOHHUM "Ximcpapm3sas "YepsoHa 3ipka" 3MiHU | TUny - 3MiHK Woo 6e3nekn/edekTMBHOCTI | peyenmom
CMakoM rno 25 mr; no 2,5r of "UepsoHa Ta hapmakoHarnsgy. BeegeHHs abo 3miHn go
y cawe, no 10 a6o no 30 3ipka" y3arasibHeHuX gaHux npo cucrtemy
calle y nauuj 3 KapToHy thapmakoHarnagy (BBefeHHs y3arasibHeHUX faHnx
npo cuctemy hapmakoHarnsgy, smiHa
yNOBHOBaXeHOT 0cobu, BignoBiganbHoT 3a
34ilicHeHHA hapMakoHarnaay; KOHTaKTHOT 0cobu 3
hapMakoHarnsay 3asiBHVKa AN 34ilNCHeHHs
thapmakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
Bifl yNOBHOBaXXeHOI 0CO6MU, BiANOBIfa/IbHOI 3a
3ilicHeHHs chapMakoHarisgy (Bkovaroun
KOHTaKTHi faHi) Ta/abo 3MiHN Y PO3MiLLEHHI
macTep-haiina cuctemu dhapmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHnX YNOBHOBaXEHOI ocobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsgy
81. AEKCNAHTE piguHa a6o TOB "TK Ykpaina BAC® CE HimeuunHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: - UA/13967/01/01
HON HaniBkpucTaniyHa "ABpopa" 3MiHM | TUMY - NOAAaHHA OHOB/IEHOTO cepTudikara
peuyoBuMHa (CybCTaHLis) y BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-
meTasieBux abo CEP 2006-233-Rev 03 ans A®I Big Bxe
nonieTueHoBmX 3aTBepAxeHoro BupobHuka BASF SE, HimeuunHa.
KOHTeliHepax ans Ak Hacnigok 3MiHW y cneuudikauii Ta meTogukax
thapmavLeBTU4HOro KOHTPO/IIO 3a NoKasHukamy «PO3UYMHHICTb», «3-
3acTocyBaHHS AmMiHonponaHon (goMiwka A) Ta iHwWi
amiHOCMoNyKn», «CynpoBigHi SOMILLKN»,
«KinbkicHe BU3HaYeHHs»; foAaBaHHA TeCTy
«P034nH S»; 36iNbLUEHHSA Nepiogy NePEKOHTPOO
00 36 micsauis
82. AENIO®EH PO34nH AN4 iH'ekuii, 50 NMPOPAPMA ManbTa Na6opatopioc Icnanis BHECEHHS 3MiH [0 peecTpaLiiniHux maTepiasis: 3a UA/13589/02/01
Mr/2 MA no 2 Mn B aMmnyni; IHTEepHeLHN HopmoH C.A. 3MiHM | TUMY - 3MiHWM BHECEHO [0 iHCTPYKUIT Ans peyenmom
no 5 amnyn y kaceri; no 1 TpeignHr MeAMYHOro 3aCTOCyBaHHA /likapCbKoro 3acoby y
KaceTi y KapTOHHI/ nauui Nimiteq po3ginu: "®apmakonoriyHi BiactneocTi”,

"MpoTrnokasaHHsa", "B3aeMogis 3 iHLLIMMK
nikapcbk1MK 3acobamu Ta iHLWi BUAM B3aeMoSiid",
"Oco61MBOCTI 3acTocyBaHHSA", "3acTocyBaHHs y
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
nepiog, BariTHOCTi abo rogyBaHHs rpygar”,
"3[aTHICTb BNAMBATMU Ha LWBUAKICTb peakuii npu
KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLWMK
MexaHismamu', "Cnocib 3acTocyBaHHs Ta fo3un”,
"OiTn" (yTouHeHHs iHdopMadii), "MobivHi peaxuii”.
"HecymicHicTb" 3rigHO 3 iHchopmauieto woao
MeAMYHOro 3acToCyBaHHA pethepeHTHOro
nikapcbkoro 3acoby (AEKCANTH® IH'EKT,
pO3unH A1 iH'eKuiin). BBeAeHHA 3MiH NpoTAarom 6-
TW MicALB Nic/s 3aTBepAKEHHS
83. AETPANEKC TabneTkun, BKPUTI ne PpaHLis Na6opaTtopii Ceps' € PpaHLis BHECEHHS 3MiH [j0 peECTPaLiiiHOro NOCBIgYEHHS: 6e3 UA/4329/01/02
® 1000 MI N/1iBKOBOK 060/IOHKOID, NO NNTABOPATYA IHpacTpi 3miHu | TURY - 3MiHK 3 SKoCTi. FOTOBWIA Nikapcbkuii | peyenma
1000 wmr; no 9 TabneTtok y P CEPB'E 3aci6. Cuctema KoHTeliHep/3aKynopoBabHWi
6nictepi; no 2 6nictepu B 3aci6. 3miHa po3Mmipy ynakoBKU rOTOBOro
Kopob6Li 3 kapToHy; o 10 nikapcbKoro 3acoby (3MiHa KinbKoCTi 0ANHULb
Tabnetok y 6nictepi; no 3 (Hanpwvknag TabneTok, amnyn TOLW0) B yNakoBLi:) -
a60 6 6nicTepiB B KOpoOL 3MiHa nosa fjiana3oHoM 3aTBepAXEHNX PO3MIpiB
3 KapTOHY yNakoBKU - BBEEHHS AOAATKOBOro nakysaHHs Ne
60 (10x6) no 10 TabneTok y 6nictepi; no 6
6nicTepiB B KOPOOLLi 3 KAPTOHY, 3 BiANOBIAHUMY
3MiHamu fo po3giny “Ynakoska” MKA N13.
3MiHV BHECEHO B IHCTPYKLiO 4719 Me4UYHOro
3acTocyBaHHA y p. "YnakoBka" 3 BignoBigHMMM
3MiHaMK y TEKCTi MapKyBaHHS yMakoBKK
nikapcbKoro 3acoby. BBeAeHHS 3MiH npoTsrom 9-
TV MiCALIB Nicns 3aTBePAXKEHHS.
84. MKAPAIHC® | Tabnetku, BKPUTI BepiHrep HimeuunHa BepiHrep IHrenbxanm HimeuunHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiais: 3a UA/14980/01/01
N/1iBKOBOK 060/I0HKOK, NO IHrenbxanm dapma 'mbX i Ko. KT, 3MiHM | TUNY - 3MiHW Y MeToAax KOHTPOSIHO peyenmom
25 mr no 10 TabneTok y IHTepHeLHN HimeuunHa BuxigHoro matepiany (Fluoride), wo
nepchopoBaHomy 6nicTepi; X (BMPOGHMLTBO, BMKOPUCTOBYETLCSA B NPOLLECI BUPOOHULITBA fitou0i
no 1 a6o 3 6nictepn y nakyBaHHs, peyoBMHW. BBefEeHHA 36epiraHHs cTaHaapTHUX
KapTOHHIA KOpO6L MapKyBaHHS, PO34MHIB B KOHTEWHepax i3 KOPUYHEBOTO CKNa

KOHTPO/b SIKOCTI,
BUNYyCK cepii );
®apm/lor Papma
NopyxicTik TM6X,
HimeuyunHa
(anbTepHaTMBHA
AinbHUUs gns
BTOPVHHOIO
nakyBaHHs);
LLTeremaHH
NboHbepnakyHreH
yHZ, NoricTiwep
Cepsic e. K.,
HimeuyunHa
(anbTepHaTMBHA
AinbHUUs ons

3aMiCTb NPO30POro CK/ISIHOrO KOHTElHepa Ta 'y 38
S3KY 3 LM 3MiHEHO BUTPUMKY PO3UMHIB Y
KOHTelHepi i3 kopuyHeBoro ckna. Metopg,

KOHTPOIO (pignHHa Xxpomartorpadisi) He 3a3Han

3MiH
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
BTOPVHHOIO
nakyBaHHs)
85. MKAPAIHC® | TabneTtku, BKpUTI Bepixrep HimeuunHa BepiHrep IHrenbxaiim HimeuunHa BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasis: 3a UA/14980/01/02
N/1iBKOBOK 060/I0HKOD, MO IHrenbxanm dapma 'm6X i Ko. KT, 3MiHM | TUNY - 3MiHW Y MeToAax KOHTPOSIO peyenmom
10 mr no 10 TabneTok y IHTEepHeLLHN HimeuunHa BuxigHoro matepiany (Fluoride), wo
nepcopoBaHomy 6nicTepi; rM6X (BMpPOGHMLTBO, BMKOPWCTOBYETLCA B MPOLECi BUPOGHMLTBA Aitouoi
no 1 a6o 3 6nictepn y nakyBaHHs, peyoBMHW. BBefEeHHA 36epiraHHs cTaHaapTHUX
KapTOHHIlA KopooLi MapKyBaHHS, PO34MHIB B KOHTEHEpPaX i3 KOPUYHEBOTO CK/1a
KOHTPO/b SKOCTI, 3aMiCTb NPO30POro CKASHOrO KOHTelHepa Ta y 3B'
BUNYCK cepii ); A3KY 3 UMM 3MiHEHO BUTPUMKY PO3UYMHIB Y
®apm/lor Papma KOHTEWHepi i3 KopUYHeBOro ckna. MeTop,
NopxicTik F'M6X, KOHTpONtO (pigMHHa XxpomMarorpadis) He 3a3Haun
HimeuunHa 3MiH
(anbTepHaTnBHA
AinbHUUA Ans
BTOPVHHOIO
nakyBaHHs);
LLiteremaHH
NboHbepnakyHreH
yHA NoricTiwep
Cepsic e. K.,
HimeuunHa
(anbTepHaTnBHA
AinbHUUA Ans
BTOPVHHOIO
nakyBaHHs)
86. ANKNO®EHA | Ttabnetkn no 0,05 r; no 10 MNAT Ykpaina MAT "Ximchapm3saBog, YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiais: 3a UA/0708/01/01
K Tabnetok y 6nictepax; no "Ximthapm3as "UepBoHa 3ipKa" 3MiHM | TUNY - NO4AaHHA HOBOTO cepTudikaTa peyenmom
10 TabneTok y 6nictepi; op "YepsoHa BifnoBigHOCTI €Bponelickkili hapmakonei Ne R1-
no 1, no 3 a6o 10 3ipka" CEP 2012-321-Rev 00 ana A®l AuknodeHaky
6nicTepiB y nayui 3 HaTpilo Bif, BXe 3aTBEpP)KEHOr0 BUPOOHMKA
KapToHY NINGBO SMART PHARMACEUTICAL CO., LTD,
Kutaii. Ak Hacnigok: 3miHu B cneundikauii Ta
MEeTO/i KOHTPOJIH0 3a NOKa3HNKOM «CynpoBiaHi
[OMILLKM»; BBE[IEHHS NOKa3HWKa «PopManbaerif»;
0o CEP Bk/1toueHwnin nepiof NOBTOPHOIroO
BMNpoGyBaHHS - 60 MicsALiB
87. AWKOP NOHI | TabneTky NpoNoOHroBaHol TOB HB® YkpaiHa TOB HB® YKpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3a UA/11012/01/01
4ii no 20 mr, no 50 "MIKPOXIM" "MIKPOXIM" 3MiHM | TUny - 3MiHK Woao 6e3nekn/edekTMBHOCTI | peyernmom

Tabnetok y 6aHui; no 1
6aHLj y nautli 3 KapToHY;
no 10 Tabnetok y
6nictepi; no 5 6nictepiB y
nauuj 3 KapToHy

Ta (papmakoHarnsgy. BeegeHHs abo 3miHn o
y3arasibHeHVX faHnx npo cuctemy
dhapmakoHarnsgy (BBefjeHHs y3araslbHEHUX AaHnX
npo cuctemy hapmakoHarnsgy, smiHa
YNOBHOBaXXEHOT 0CO6M, BiANOBifa1bHOI 3a
3[ificHeHHs chapmakoHarnsay; KOHTaKTHOI 0co6u 3
chapmakoHarnsgy 3asaBHUKa AN 34iACHEHHS
hapmMakoHarnsay B YkpaiHi, KO BOHA BigMiHHA
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Howmep

peecmpayiliHo2o

nocsio4YeHHs

BiJl yNOBHOBaXXeHOI 0C06MU, BiAMoBifa/IbHOT 3a
3[jicHeHHs1 hapMakoHarsay (BkIrYarum
KOHTaKTHi AjaHi) Ta/abo 3MiHW Y PO3MiLLEHHI

macTep-haiina cuctemu hapmakoHarnsgy) -

3MiHa KOHTaKTHUX JaHNX YNOBHOBaXeEHOI 0cobm
3asBHMKa, BiANOBIAaIbHOI 3a hapMakoHarnsg,
3miHa agpecy 34jiiCHEHHS OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnagy. 3MiHa MicLe3Haxo4KeHHs
MacTep-chaiina cuctemm hapmakoHarnsgy

88.

AVKOP NTOHI

TabneTky NposIoHroBaHol
4ii no 40 mr, no 50
Tabnetok y 6aHui; no 1
6aHLj y mayli 3 KapToHy;
no 10 TabneTtok y
6nicTepi; no 5 6nictepis y
naJui 3 KapToHy

TOB HB®
"MIKPOXIM"

YKpaiHa

TOB HB®
"MIKPOXIM"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasnis:
3MiHK | TURy - 3MiHK WoA0 6e3nekn/eddeKkTUBHOCTI
Ta chapmakoHarnsagy. BeegeHHs abo 3miHn o
y3araslbHeHVX faHnx npo cuctemy
thapmakoHarnagy (BBefeHHs y3arasibHeHUX faHnx
npo cuctemy hapMakoHarnsgy, smiHa
yMOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a
3AiicCHEHHs chapMakoHarnsay; KOHTaKTHOI 0co6u 3
hapMakoHarnsay 3asiBHVKa AN 34iNCHEeHHS
thapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
Bi, yNOBHOBaXEHOT 0CO6MU, BiANOBifabHOI 3a
3[jicHeHHs hapmMakoHarnsay (BkIvaroum
KOHTaKTHi AaHi) Ta/abo 3MiHW1 Y PO3MiLLEHHI
macTep-gaiina cuctemu chapmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHnX YNOBHOBaXKEHOT 0cobm
3asBHVKa, BifNoBigas/IbHOT 3a hapMakoHarnsag.
3MiHa agpecy 34iiCHEHHS OCHOBHOI fisifIbHOCTI 3
thapmakoHarnagy. 3miHa MicLe3Haxom4KeHHs
macTep-haiina cuctemun chapmakoHarnsgy

3a
peyenmom

UA/11012/01/02

89.

AVNKOP JTOHI

TabneTkn NPOsIOHroOBaHoI
aii no 60 wmr, no 50
Tabnetok y 6aHui; no 1
6aHLi y nayui 3 kKapToHy;
no 10 TabneTtok y
6nicTepi; no 5 6nictepis y
nauui 3 KapToHy

TOB HB®
"MIKPOXIM"

Ykpaina

TOB HB®
"MIKPOXIM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHK | TRy - 3MiHK WoA0 6e3nekn/eddeKTUBHOCTI
Ta chapmakoHarnsgy. BeegeHHs abo 3miHm o
y3arasibHeHVX faHunx npo cuctemy
thapmakoHarnagy (BBeAEHHs y3arasibHeHVX faHux
npo cucteMy chapmakoHarnsay, 3amMiHa
YNOBHOBaXEHOT 0CO6MU, BiANOBifaNbHOI 3a
3[ilicHeHHST chapmakoHarnsay; KOHTakTHOT 0cobu 3
thapmakoHarnagy 3asiBHUKa ANs 34iCHEHHS
thapmakoHarnagy B YKpaiHi, K0 BOHA BigMiHHA
BiJ, yNOBHOBaXXEHO| 0CO6M, BignoBiganbHol 3a
3[jicHeHHs1 hapMakoHarsay (Bkiyarum
KOHTaKTHi fjaHi) Ta/abo 3MiHW Y PO3MiLLEHHI
mMacTep-gaiina cuctemu hapmakoHarisgy) -
3MiHa KOHTaKTHUX JaH1X YNOBHOBaXKeHOT 0cobm
3asBHKKA, BiANOBIAaIbHOI 3a (hapMakoHarnsg,
3MiHa agpecu 34ilCHEHHST OCHOBHOI AisS/TbHOCTI 3
thapmakoHarnsgy. 3mMiHa mMicLe3HaxomKeHHs

3a
peyenmom

UA/11012/01/03
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
MacTep-aiina cuctemu papMakoHarisgy
90. AVNHACTAT niodpinizat Ans po3vnHy M®AN3EP CWA BTOPVHHE NaKyBaHHS, Benbrisi/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/2286/01/02
Ans iv'exuii no 40 wr; 10 IHK. BUNYyCK cepil: CLWA 3MiHK | TRy - 3MiHK WoA0 6e3nekn/eddeKkTUBHOCTI | peyenmom
hnakoHiB 3 nioginisaTtom Mdpaiizep Ta thapmakoHarniagy - 3MiH1M BHECEHO [0
Y KapTOHHIli kopobLi MeHtiohekUypuHr IHCTPYKUIT AN MeANYHOro 3aCTOCYBaHHS
Benbris HB, , Benbris; nikapcbKkoro 3acoby Ao posginy "OcobamnBocTi
BMPOGHMLTBO in bulk, 3acTocyBaHHA" BifnoBigHO 40 OHOB/EHOT
nepBUHHE NakyBaHHS: iHbopMmawii 3 6e3nekn 3acTocyBaHHs AOMNOMKHOT
dapmauis | AngKoH PeyoBUHM NikapCcbKoro 3acoby. BBeAeHHs 3MiH
KomnaHi /1/1C, CLLA NPOTArom 6-Tv MiCALiB MiCNs 3aTBEPIKEHHS
91. ANHACTAT niogpinizar gns po3unHy MOANIEP CLWA BTOPVHHE NakKyBaHHS, Benebrisi/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/2525/01/01
08 iv'exuin no 40 wmr; 5 IHK. BMNYCK cepil: CLWA/ ITania | 3MmiHn | TMRY - 3MiHK WoA0 6e3nekn/edhekTUBHOCTI | peyenmom
hnakoHiB 3 nioginizatom Mdpaiizep Ta (hapmakoHarnagy - 3MiH1M BHECEHO [0
y KoMnnekTi 3 5 amnynamu MeHtodekuypuHr IHCTPYKLT 419 MeAUUYHOro 3acTOCyBaHHS
PO3YMHHMKA MO 2 M/ Benbrist HB, benbris; nikapcbKkoro 3acoby Ao posginy "OcobamnBocCTi
(HaTpito xsiopua, Boga ons BMPOGHMLTBO in bulk, 3acTocyBaHHA" BifnoBigHO 40 OHOB/EHOT
iH'EKLA) Y KapTOHHIl nepBuHHE NakyBaHHA: iHchopmaii 3 6e3nekn 3acToCcyBaHHSA [OMOMKHOI
Kopobu,i dapmauist i AngKoH PEYOBUHM NiKapCbKOro 3acoby. BBegeHHs 3MiH
KomnaHi /INC, CLWA; NPOTArom 6-Tu MiCAILiB NiCNs 3aTBEPIKEHHS
BUPOGHWKM AN
PO3UMHHVIKA: NOBHWIA
LMKN BUpOGHULTBA Ta
Bunyck: Mdpaiizep
MeHheKUypUHT
Benbria HB, Benebris;
MOBHWIA LKA
BMpPOGHMUTBA Ta
Bunyck: AkTasic Itanis
C.n.A., ltanis
92. ann punie renb; no 15ra6ono 50, MeHToNnaTyMm AHrnis MeHTonatym KomnaHi Benuka BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasiis: 6e3 UA/0377/01/01
a6o no 100 r y Ty6i; no 1 KomnaHi Nimiteq BpuTaHis 3MiHM | TUNY - NOA4AHHA OHOB/IEHOTO cepTudiikata | peyenma
Ty6i B KQpPTOHHI kopoobLi Nimviten BiAnoBigHOCTI €Bponelickkili hapmakonei Ne R1-
CEP 2000-087-Rev 03 ans gito4oi pe4oBuHM
Ibuprofen Big, BXxe 3aTBEpAKEHOTO BUPOOHMKA
( BnacHuk CEP BASF SE; Bpo6Huk BASF
Corporation); 3miHV | TUMY - NOAAHHS OHOB/IEHOTO
cepTudikaTa BiANOBIAHOCTI EBpONEchkili
hapmakonei Ne R1-CEP 2012-390-Rev 00 ans
aitoyoi pevoBnHN Levomenthol Big Bxe
3aTBepKeHOro BUpo6Hrka BASF SE; 3MiHu | Tuny
- NoJaHHs OHOB/IEHOrO cepTuddikaTa BiANOBIAHOCTI
€sponelicbkin dhapmakonei Ne R1-CEP 2002-099-
Rev 05 ansa gitoyoi pevosuHy Ibuprofen Big, Bxe
3aTBepxeHoro Bupo6Hvka HUBEI GRANULES-
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
BIOCAUSE PHARMACEUTICAL CO., LTD
93. AIOKOP TabneTkun, BKPUTI TOB "ACIHO Ykpaina TOB "®apma Crapt” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/11341/01/01
CO/0 160 N/IiIBKOBOI 060/10HKOIO, MO YKPAIHA" 3MiHW | TURY - 3MiHV OO 6e3neKn/edeKTUBHOCTI | peyenmom
160 mr; no 10 TabneTtok y Ta (hapmakoHarnsgy - 3MiHM BHECEHO B TEKCT
6nictepi; no 1 a6o 3, abo MapkyBaHHs ynakoBku Ne 10 (10?1) y 6nictepax
4, abo 9 6nicTepiB y 00 HaHeceHHs norotuny «CoujanbHa
KapTOHHI navw,i nporpamax». TepmiH BBEeHHS 3MiH - NPOTAroM 6
MiCsILiB MicNs 3aTBEPoKEHHS
94. AIOKOP TabneTkn, BKPUTI TOB "ACIHO Ykpaina TOB "®apma Ctapt" YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiais: 3a UA/11341/01/02
CO/no 80 N/1iBKOBOK 060/I0HKOK, NO YKPAIHA" 3MiHM | TUny - 3MiHK Woao 6e3nekn/eddeKTMBHOCTI | peyenmom
80 wmr; no 10 TabneTtok y Ta (hapmakoHarnsgy - 3MiHM BHECEHO B TEKCT
6nictepi; no 1 a6o 3, abo MapKyBaHHs ynakoBku Ne 10 (10?1) y 6nictepax
4, abo 9 b6nicTepiB y LLLOA0 HaHeCceHHs noroTuny «CoLjianbHa
KapTOHHIA navui nporpama». TepMiH BBEAEHHSA 3MiH - NPOTArom 6
MiCSILiB MiCNsi 3aTBEPAYKEHHS
95. AldALON Kpansi 04Hi, po3yuH, 1 BapLuaBcbkuii Monbwa BapLuaBcbKuii MonbLia BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/18611/01/01
Mr/M/1, M0 5 M1 PO3UMNHY Y thapmaveBTUy thapmaLeBTUYHMIA BUMNpPaB/IEHHS TEXHIYHUX NOMUIOK, 3ridHo N.2.4. | peyernmom
nonietuneHosomy (MET) HWi1 3aBOf, 3aBog Monbcha AT po3giny VI Hakazy MO3 Ykpainu Big 26.08.2005p.
hnakoHi-KpanenbHULi 3 Monbtha AT Ne 426 (y pepaxuii Hakazy MO3 Ykpainu Big
KPWLLIKOIO 3 rapaHTiliHUMm 23.07.2015 p Ne 460) - BUNpaBAEeHHS TEXHIYHUX
Kinbuewm; no 1 a6o 3 nomuniok B Cneuudikauii MKA 13, gonyweHnx
h/1aKOHW B KApTOHHIA npu NepeHeceHHi iHopmavii 3 opuriHasIbHUX
KopoobLi maTepianiB peecTpauiliHoro focbe, npu
npoBefeHHi npoueaypu peectpauii /13 (Hakas
MO3 Ykpainu Big 16.03.2021 Ne485 Pr1
UA/18611/01/01) B po3ginax: «CepegHiii 06'em
BMICTY Ta BigXuneHHs1 06'emy»; «laeHTudikayis»;
«KifibkicHe BU3HaYeHHs». 3a3HaueHi BUnpaBfeHHs
BiZANOBIAAOTL MaTepianaM peecTpavjiiiHoro AoCke
(p.3.2.P.5.1.), Aki 3HAX04ATLCA B apxiBi
96. AONrT® renb, 50 mr/r no 20 r abo LONOPTIT HimeuunHa BAB IHCTUTYT HimeuyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 6e3 UA/4117/02/01
r'ENb no50r, abono 100 r B v6X i Ko. KI ririeHn Ta 3MiHK | TNy - 3MiHK WoAao 6e3nekn/eddekTUBHOCTI | peyenma

Ty6i, Mo 1 Ty6i B KApTOHHIiA
Kopobui

3a6e3neyeHHs SKoCTi
'M6X, HimeuunHa
(koHTpOsb cepii
(mikpobionoriyHi
BUNPO6YBaHHs)); NBA
dapma 'vbX,
HimeuumnHa (KOHTpONb
cepii
(hiznyHMIA/XIMIYHWI));
[Honoprit 'm6X i Ko.
K, HimeuunHa

Ta chapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHNX JaHnx nNpo cucTemy
thapmakoHarnagy (BBe4eHHs y3arasibHeHVX faHnx
npo cuctemy hapmakoHarnsgy, smiHa
YNOBHOB&XEHOT 0CO6MU, BiANOBILaNbHOI 3a
3[ificHeHHs thapmakoHarnsay; KOHTaKTHOI 0co6u 3
thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
thapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
Bifl yNOBHOBaXXEHOI 0CO6MU, BiAMNOBIfa/IbHOT 3a
3[jicHeHHs hapMakoHarsay (BKIYakum
KOHTaKTHi iaHi) Ta/ab0 3MiHU Yy PO3MILLIEHHI
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

(BMpPOGHMLTBO
Hepo3dhacoBaHOl
NpoAyKLii, NnepBuHHe
Ta BTOPVHHE
nakyBaHHs1, KOHTPO/Tb
cepii, BUNyckK cepi);
[Op. Taiicc
HaTypBapeH M'vbX,
HimeuunHa
(BMpPOGHMLTBO
Hepo3dhacoBaHOl
NpoAyKLii, NnepBuHHe
Ta BTOPVHHE
nakyBsaHHs); Ap.
Talicc HatypBapeH
m6x, HimeuunHa
(nepBuHHe Ta
BTOPUHHE MaKyBaHHS,
KOHTpPO/b cepii);
Mikpobionori Kpemep
'm6X, HimeuunHa
(koHTpOsb cepii
(mikpob6ionoriyHi
BMNpo6yBaHHs))

macTep-haiina cuctemu hapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0C06M YNOBHOBaXEHOT 0cobun
3asBHKKa, BIANOBIAA/IbHOI 3a thapmakoHarnsag, B
YkpaiHi. MponoHoBaHa pefakuis: Pumap Makcum
BikTOpoBMY. 3MiHa KOHTaKTHOT 0CO6U
YNOBHOBaXEHOT 0CO6VM 3asBHMKa, BignoBiganbHOT
3a hapmakoHarnag B Ykpaii

97.

JOMMIT®
KPEM

kpeM, 50 mr/r; no 20 r abo
50, abo 100 ry Ty6i; no 1
Ty6i B KAPTOHHI KOpPO6Lyi

[Jonoprit
m6X i Ko. KI

HimeuunHa

BAB IHCTUTYT
ririenn Ta
3a6e3neyeHHs SKoCTi
M6X, HimeuunHa
(koHTpONb cepii
(mikpobionoriyHi
BMNpo6yBaHHS)); NBA
dapma M'vbX,
HimeuunHa (KOHTpONb
cepii); Jonoprit TM6X
i Ko. KI', Himeuunna
(BpPOGHMLTBO
Hepo3dhacoBaHo|
NPoAYyKLii, NepBUHHE
Ta BTOPUHHE
nakyBaHHs1, KOHTPOS1b
cepii, BUNyck cepii);
[Op. Taiicc
HatypBapeH 'm6X,
HimeuunHa
(BpPOGHMLTBO
Hepo3dhacoBaHol
NPoAYyKLii, NepBUHHE
Ta BTOPUHHE

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHK | TURy - 3MiHK WoA0 6e3nekn/edPeKkTUBHOCTI
Ta chapmakoHarnsgy. BeegeHHs abo 3miHn o
y3araslbHeHVX faHnx npo cuctemy
thapmakoHarnagy (BBefeHHs y3arasibHeHNUX JaHnx
npo cuctemy hapMakoHarnsgy, smiHa
yMOBHOBaXeHOT 0cobu, BignoBiganbHoT 3a
3AiicCHEHHs chapMakoHarnsay; KOHTaKTHOI 0co6u 3
hapMakoHarnsay 3asiBHVKa AN 34iNCHEeHHS
thapmMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
Bi, yNOBHOBaXKEHOT 0CO6M, BiANOBifabHOI 3a
3[jicHeHHs hapmMakoHarnsay (BkIovaroun
KOHTaKTHi faHi) Ta/abo 3MiHW1 Y PO3MiLLEHHI
macTep-gaiina cuctemu chapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0CO6M YNOBHOBaXXEHOT 0CO6M
3asBHVKa, BigNoBigasibHOI 3a dhapmakoHarnsag B
YkpaiHi. MponoHoBaHa pefakuis: Pumap Makcum
BikTopoBMY. 3MiHa KOHTaKTHOI 0CO6M
YMOBHOBaXXEHOT 0CO6YM 3a8BHMKA, BignoBiganbHOT
3a (hapmakoHarnag B YkpaiHi

6e3
peyenma

UA/4117/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
nakyBaHHs); Ap.
Taiicc HatypBapeH
'm6X, HimeuunHa
(nepBuHHE Ta
BTOPVHHE NaKyBaHHS,
KOHTPO/b cepii);
MikpobBionori Kpemep
'M6X, HimeuunHa
(koHTpOsb cepii
(mikpobionoriyHi
BUNPOBYBaHHSA))

98. APONNEKC Kpanni ByLUHi, pO34uH No YOPNA TypeuunHa yopPna MEAVLUNH TypeyunHa BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 6e3 UA/12428/01/01
15 Mn y nonimepHnx MEAVLUNH INAY CAH. BE TIQX. 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edekTMBHOCTI | peyenma
thnakoHax-kpanenbHuusax; | OPTAJIBMIKC A.LL. Ta hapmakoHarnsgy. BeegeHHs abo 3miHn o
no 1 dpnakoHy- INAYNAPI y3araslbHeHUX AaHux npo cuctemy
KpanesibHULi B KAPTOHHIi ATA. WTl. hapmakoHarnsgy (BBefeHHs y3arasibHEHUX AaHuX
Kopobui npo cuctemy hapmMakoHarnsgy, amiHa

YNOBHOBaXXEHOT 0CO6M, BignoBiganbHOI 3a
34ilicHeHHA hapMakoHaraay; KOHTaKTHOT 0cobu 3
chapmakoHarnsgy 3asaBHuKa A1 34iACHEHHS
hapMakoHarnagy B YkpaiHi, SKLWO BOHA BigMiHHA
BiJl yNOBHOBaXXeHOI 0co6Wu, BiAnoBifanbHOT 3a
3[jficHeHHs1 hapMakoHarisay (BkIYarum
KOHTaKTHi AjaHi) Ta/abo 3MiHW Y PO3MiLLEHHI
macTep-gpaiina cuctemu hapmakoHarnsgy) -
3MiHa KOHTaKTHWX JaHUX YNOBHOBaXEHOT 0coou,
BiANOBIAA/IbHOI 3a 34iICHEHHSA hapMmakoHarnsagy.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34ilicHEHHSA hapmakoHarnsgy B
YKpaiHi.
3MiHa Micus 3AiACHEHHS OCHOBHOI Ais/IbHOCTI 3
thapmakoHarnagy. 3MiHa MicLe3Haxo4KeHHs
MacTep-charina
99. OPOTABEPW | ta6netku no 40 mr no 10 ToBapucTBo 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 6e3 UA/10344/01/01
H Tabnetok y 6nictepi; no 1 06MEXEHO BMPOBHULTBA, 3MiHu | TUNY - AGMIHICTPaTUBHI 3MiHW. 3MiHa peuyenma
ab60 2 6nicTepn B KOPOOLL BiANOBiAA/bHI KOHTPO/b SIKOCTI, HaliMeHyBaHHA Ta/abo agpecu micus
3 KapToHy; no 10 TabneTok CTIo BUMYCK cepii: NPoBaMKEHHSA AisNbHOCTI BUPOBOHMKa/iMnopTepa
y bnictepax "LlocnifHniA TosapucTBo 3 rOTOBOrO /iKapCbKOro 3acoby, BK/IYaoun
3aB0j, 06MEXEHO OiNbHMLI BUNYCKy cepii abo Micue NpoBeaeHHs
"rHUAC! BiANOBIAA/IbHICTIO

"[locnifHWiA 3aBog,

KOHTPOJI0 AKOCTI. (4iSNIbHICTb, 3a Ky BiAnosigae
BMPOGHMK/iMMOPTEp, BK/tOYAKOUN BUMYCK Cepild)

"rHUnC" 3MiHa agpecu BUpo6HuKa /13 ToBapncTBO 3
YkpaiHa; obmMexeHoto BignosigansHicTio "@APMEKC
BCi cTagii FPYM", Ykpaina (Bci cTagii BUpobHULTBA,
BMPOBOHMLTBA, KOHTPO/b SIKOCTi, BUMYCK cepil), 6e3 3mMiHu Micust
KOHTPO/b SIKOCTI, BMPOGHULITBA: 3MiHM BHECEHI Y po3fin
BUNYyCK cepil: "MicLe3Haxo4KeHHs1 BUPOGHMKa Ta i oro agpeca
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
ToBapucTBO 3 MiCLil NPOBaXEHHS AiS/IbHOCTI" B iHCTPYKL,it0 ANs
06MeXeHoI MeAMYHOrO 3aCTOCYBaHHS Ta ik Hac/ifokK -
BiANOBIAALHICTIO BIANOBIAHI 3MiHW Yy TEKCTi MapKyBaHHs yNnakoBKu/
"®APMEKC Py, nikapcbKoro 3acoby. BBegeHHs 3MiH NpoTarom 6 —
YkpaiHa; TV MiCALIB Nicns 3aTBepAXEHHS.
BCi cTagil
BMPOGHMLITBA,
KOHTPO/b SIKOCTI,
BWMYCK Cepil:
ToBapucTso 3
06MexeHoto
BiANOBIAALHICTIO
"PapmavueBTnyHa
KoMnaHis "3go0pos'a”,
YKpaiHa
100. | AYTACTEPU kancynu TBepgi; no 30 abo Mictpan AHrniA Atgic ®apma, C.J1., IcnaHisa/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/18497/01/01
Al no 90 kancyn y thakoHi; Kenitan Icnanis PymyHis BUNPABIEHHS TEXHIYHUX NOMWUMOK, 3rigHO N.2.4. | peyenmom
TAMCYNO3W | no 1 chnakoHy B KAPTOHHIM MeHeKMeHT (anbTepHaTBHE po3giny VI Hakasy MO3 YkpaiHu Big, 26.08.2005p.
H-BICTA Kopobui Nimitep BTOPVHHE NakKyBaHHS); Ne 426 (y pepaxuii Hakazy MO3 Ykpainu Big
0,5Mr/0,4MI" Na6opaTtopioc JleoH 23.07.2015 p Ne 460) — BunpaBneHHs TEXHIYHOT
®apma, C.A., Icnanis NOMWJIKW, NMOB'A3aHO 3 HEKOPEKTHUM
(BMpOGHMLTBO nepeHeceHHAM iHpopmal,ii 3 matepianis
NPOMIKXHOIO NPOAYKTY, BMPOGHMKA 10 METOAIB KOHTPO/O, AONYLLEHHS
roTOBOrO /liKapCbKoro NOMWUIIKV NPU HanNUcaHHi cneuudikadii, a came y
3acoby, nakyBaHHs, po34ini «PO34YMHEHHS» HEBIPHO BKa3aHO Yac
KOHTPO/b SKOCTI, po3unHeHHs ana dytactepuay (y cneundikavii Ha
BMNYCK cepil); BWMYCK Ta TEPMiH NPMAATHOCTI) Ta He BKa3aHo
MaHaHTian IHTerpa, NepiofNYHICTb KOHTPOSIIO 38 NOKAa3HVKOM
C.J1.10., IcnaHis «MikpobiosioriyHa ymcToTa» y cneundikadii Ha
(anbTepHaTuMBHE TepMiH NpugaTHoCTI. 3a3HaueHe BUNpaB/IeHHS
BTOPVHHE NakKyBaHHS); BiANOBiAaEe maTepianam peecTpauiiHoro foche,
C.C. 3enTiBa C.A,, SIKi NpeAcTaB/IeHi B MaTepianax peecTpaiiHoro
PymyHis [ocCbe
(BMpOGHMLTBO
NPOMIXXHOr0O NPOAYKTY)
101. | EBIHOMOH PO34MH ONs iH'eKUiR, no 25 BPOC NTA Ipeuist BPOC NT[, Ipeuis BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiais: 3a UA/0898/01/01
mr/mn; no 3 mn (75 wmr) B 3MiHM | TUny - 3MiHK Woao 6e3nekn/eddeKTMBHOCTI | peyenmom
amnyni; no 5 amnyny Ta (hapmakoHarnsgy - OHOBMIEHHSA TEKCTY
nNacTVKoBoMy MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
KOHTeliHepi; no 1 BHECEHHSAM iHdhopMaLiT LWoA0 3a3HAYEHHS
KOHTeWHepy B KapTOHHIi OAMHULb BUMIpOBaHHA Y cuctemi Sl. BHeceHHs
Kopobu,i 3MiHK A0 po3ainy «MapkyBaHHs1» MKA /13;
3anponoHoBaHo: MapkupoBka. B cooTBeTCTBIM C
YTBEPXAEHHBIM TEKCTOM MapK1pPOBKM
102. | EBKA3O/IIH® | cnpeit HasanbHWiA, 1 mr/r; AT "dapmak" YkpaiHa AT "dapmak” Ykpaina BHECEHHS 3MiH [JO peecTpaLiiiHnx maTepianis: 6e3 UA/3664/02/01
AKBA no 10 r y cpnakoHi 3MiHM | TUny - 3MiHK 3 SKOCTi. FOTOBWIA Nnikapcbkuii | peyenma

CKNAHOMY 3 HacOCOM-

3aci6. 3MiHM y BUpo6HULTBI. 3MiHa po3mipy cepii
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

[03aToOpOoM 3
po3nunoBayYem
Ha3a/IbHOrO NPU3HAYEHHS;
no 1 dpnakoHy B nayuj 3
KapTOHY

(BKNtOYAOUM giana3oH po3mipy cepii) roToBOro
nikapcbKoro 3acoby (36inbLeHHs go 10 pasis
MOPIBHAHO i3 3aTBEPAKEHUM PO3MIPOM) -
BBE/EHHS 40AAaTKOBMX PO3MIpIB cepii roToBOro
nikapcbkoro 3acoby. MponoHoBaHa pegakuis 200
Kr (196 n) (20,0 Tnc. gn.); 400 kr (393 n1) (40,0
Tunc. dn.); 800 kr (786 n) (80,0 Tuc. don.); 864 kr
(850 n) (84,2 Tnc. chn.); 1000 kr (983 n) (100 TUC.
¢n.); 1525,5 kr (1500 n1) (152,55 Trc. dn.); 2000
kr (1966 n) (200,0 Tuc. cpn.); 2746 kr (2700 n)
(274,6 T1C. hn.)

103.

EK3NCTA

Kancynu Teepai, no 150
Mr; no 14 kancyny
6nictepi, no 2 a6o 4
6nicTepy B KOPOOL

AT "Apawvep
Papma”

Monbwa

AT «Apameq ®apma»,
Monbuwa, MonbLa
(BUPOGHWK
NepBUHHOTO Ta
BTOPUHHOTIO
nakyBaHHs, BUNYCK
cepii); AT «Agamvef
dapmay, MonbLua,
MonbLwa
(BPOGHMLTBO “in
bulk”, nepBuHHe Ta
BTOPUHHE NaKyBaHHS)

Monbwa

BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis:
BUNPaB/IEHHS TEXHIYHOT MOMUIKM OMYLLEHOT Y
MK$ Ta B iHCTpyKLii /13, B pO3igini 30BHiLLHiiA onuc
Kancysnu, [onyLieHOoT Npy NpoBeAeHHI npoueaypu
peecTpavuii /13 gns gosysaHHA 75 mr (Hakas MO3
YkpaiHu Big 26.04.2019 Ne978 PI1
UA/17002/01/01), a came, nomuska byna
JonylieHa B 3a3HayveHHi Bigneyarky Ha kancyni -
3anponoHoBaHo: (75 mg). 3a3HauyeHi BUNpaB/eHHs
BigMNoBigalnTb MaTepianam peecTpaLiiHoro gocke,
AKI 3HAX0AATHLCA B apXiBi. TEXHIYHY NOMUNKY
BUMPaB/IEHO B IHCTPYKLIT 4719 MeAuyYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby y po3aini
"Nikapcbka dhopma” (OCHOBHI Di3NKO-XiMiYHi
BNacTUBOCTI). 3anponoHoBaHo: Jlikapcbka dhopma.
Kancynu tBepai. OCHOBHI i3NKO-XiMiYHi
B1IaCTUBOCTI: - Kancynu Teepai no 75 mr: Tepai
XeNaTnHOBI Kancynn po3mipy 4, KpuLLKa kancynim
Hernpo3opa YepBOHO — KOPUYHEBOTO KOJIbOPY,
Kopnyc Henpo3opuiA, 6i710ro Kobopy 3 YOPHUM
BiATUCKOM «75mg@» , LLIO MiCTUTb NOPOLLOK 6inoro
abo maibke 6in10ro KoNbopy; - Kancym Teepai no
150 Mmr: TBepAj )enaTuHoBI kancynu posmipy 2,
KpULLIKa Ta Kopnyc Kancynu Henpo3opi, 6inoro
KO/IbOpy, WO MICTUTb NOPOLLOK 6i10ro abo maiixe
6inoro konbLopy

3a
peyermom

UA/17002/01/02

104.

EK3NCTA

Kancynv Teepgi, no 75 wr;
no 14 kancyn y 6nictepi,
no 2 a6o 4 6nictepu B
KopooLi

AT "Apaves
Papma”

MonbLya

AT «Apamep dapma»,
MonbLa, MonsLa
(BMPOGHYMK
NepBUHHOIO Ta
BTOPWHHOIO
nakyBaHHs, BUMYCK
cepii); AT «Agamven
dapmay, MonbLa,
MonbLa

MonbLya

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
BMNPAB/IEHHSI TEXHIYHOT MOMUIKM JOMYLLEHOI Y
MK$ Ta B iHCTpyKLii /13, B po3igini 30BHiLLHIA onuc
Kancysnu, [onyLeHoT Npy NpoBeAeHHi npoueaypu
peecTpavii /13 gns gosyeaHHs 75 mr (Hakas MO3
Ykpainu Big 26.04.2019 Ne978 PI1
UA/17002/01/01), a came, nomuska 6yna
JonyleHa B 3a3HayYeHHi BigneyaTky Ha kancyni -
3anponoHoBaHo: (75 mg). 3asHayeHi BUnpaB/eHHs

3a
peyenmom

UA/17002/01/01




Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
(BMpPOGHMLTBO “in BiANOBIAAOTL MaTepiasiam peecTpaviiiHoro AoCbE,
bulk”, nepsuHHe Ta AKI 3HAX0AATbLCA B apXiBi. TEXHIYHY NOMUKY
BTOPVHHE NaKyBaHHS) BMNPAaB/IEHO B iHCTPYKLUiT 4151 MEANYHOTO
3acTocyBaHHS NikapcbKoro 3acoby y posgini
"Nikapcbka dpopmMa” (OCHOBHI i3NKO-XiMiYHi
B/1ACTMBOCTI). 3anponoHoBaHo: Jlikapcbka dhopma.
Kancynu TBepai. OCHOBHI (hi3nKO-XiMiUHi
BNaCTUBOCTI: - Kancynu Teepai no 75 mr: Tepai
XXeNaTNHOBI Kancynun po3mipy 4, KpuLLKa Kancynm
Henpo3opa YepBOHO — KOPUYHEBOTO KObOPY,
Kopnyc Henpo3opuiA, 6i10ro KoNbopy 3 YOPHUM
BIATUCKOM «75mg@» , L0 MiCTUTb MOPOLLIOK 6in10ro
abo maiixe 6inoro KonbOpY; - Kancysm Teepai no
150 Mmr: TBepAj XenaTtuHoBI kancynu posMmipy 2,
KpyLLKa Ta Kopnyc kancynun Henpo3sopi, 6ioro
KOMbOPY, WO MICTUTb MOPOLLOK 6inoro abo maixe
6i10ro0 Konbopy
105. | ENO4QEPM Masb, 1 mr/r, no 151y ToBapucTBO 3 YkpaiHa BCi cTagii YKpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/16145/01/01
Ty6i; o 1 Ty6i y kopobui 3 o6MexeHo BMPOGHMLITBA, 3MmiHu | TMNY - 3MiHK 3 SKocTi. FOTOBWIA Nikapcbkuii | peyenmom
KapToHy BiANoBiAabHI KOHTPO/b SKOCTI, 3aci6. Cuctema KoHTeliHep/3aKkynopoBasbHuMiA
CTI0 BWMYCK Cepil: 3aci6. 3miHa po3mipy ynakoBKy roToBOro
"dapmaLeBT ToBapwvCTBO 3 NikapcbKoro 3acoby (BUTyYEHHS YNakoBKM NeBHOro
YyHa KOMMaHis 06MeXeHo po3mipy)
"3p0pos'a” BiANOBIAALHICTIO Y 3B’13Ky 3 BUPOOHMYOK HEOOXiHICTIO Ta
"@apmavueBTnyHa MapKeTUHIOBOLO MOJIITUKOI 3 MaTepianis P/,
KoMnaHis "3gopos'a”, BU/TyYaETbCA BUJ NakyBaHHA — no 30 ry Ty6i; no 1
YkpaiHa; Ty6i y kOpobL,i 3 kapToHy. BHeceHHs 3miH Ao MKA
BCi cTagii N3y po3ain «YnakoBka»: 3MiHW BHECEHI B PO34i/
BMPOGHMLTBA, BUMYCK "YnakoBka" B IHCTPYKLiO AN1S MeAUYHOro
cepit: 3acToCyBaHHSA NiKapCcbKoro 3acoby y 3B"s3Ky 3
ToBapwvCTBO 3 BUJTYYEHHAM NEBHOTO PO3MIpY YNakoBKM, SK
06MeXeHOI0 HacnifokK - BUNYyYEHHS TEKCTY MapKyBaHHS
BiANOBIAALHICTIO BiAMNOBIAHOT ynakoBku. BBeAeHHS 3MiH NpoTarom 6-
"papmMaueBTNYHa TN MiCALB Nic/A 3aTBePAKEHHSA
KoMnaHis "3popos'a”
YKpaina;
KOHTPO/b SIKOCTI:
ToBapucTso 3
06MeXeHoI0
Bi4nNoBiAaIbHICTIO
"®APMEKC rPyn",
YKpaiHa
106. | E/IOKOM® nocbiioH 0,1 %, no 30 mn OpraHoH LWBeiuapis | Aenbcapm MoHpeanb KaHapa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/6293/03/01
y dhnakoHi-KpanenbHUL; CeHTtpan Ict IHK. 3MiHY | TUny - AAMIHICTPaTWBHI 3MiHX. 3MiHa peyenmom
no 1 ch/1akoHy y KapTOHHIl X HaliMeHyBaHHA Ta/abo agpecu micus
KopoobLi NpOBaPKEHHS AiSNIbHOCTI BUPO6HUKa/imnopTepa
rOTOBOrO J1iKapCbKOro 3acoby, BK/IYaoun
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
AinbHULI BUNYCKY cepii abo MicLe NpoBeAeHHs
KOHTPO/I0 AKOCTI. (4iSNbHICTb, 3a Ky BiAnosigae
BMPOGHUK/IMNIOPTEP, BK/IKOYAOUM BUMYCK Cepili) -
3MiHa Ha3Bu BUpOGHWKa 13, 6e3 3MiHM Micus
BMPOOHULTBA. 3MiHW BHECEHO B IHCTPYKLiO 415
MeJMNYHOro 3aCToCyBaHHA y p. "BUpo6HUK" 3
BiAMOBIAHMMN 3MiHAMW Y TEKCTi MapKyBaHHs
yNaKoBKM NiKapcbkoro 3acoby. BeegeHHS 3MiH
npoTArom 6-Tn MicALIB MiCNs 3aTBEPMKEHHS
107. | EMAHEPA® Kancynu KULWKOBOPO3YNHHI KPKA, a.4a., CnoseHisa KPKA, a.4., HoBo CnoseHis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasnis: 3a UA/12801/01/01
no 20 mr; no 7 kancyny HoBso mecTo mecTo, CrnoBeHis BUMPAB/IEHO TEXHIYHY NOMUJIKY B IHCTPYKUIT Ans | peyenmom
6nictepi; no 1, 2 abo 4 (BMPOGHMLTBO "in MEeAMYHOro 3aCTOCYBaHHS NMiKapCbKOro 3acoby y
6nicTepy B KAPTOHHii bulk”, nepsuHHe Ta po3aini "®apmakonorivyHi BNacTuMBoCTi™:
KOpOO6L BTOPVHHE NaKyBaHHS, MOMUJIKOBO 3a3HayeHy B TEKCTi po3ainy Ha3By
KOHTPO/b Ta BUMYCK pedhepeHTHOro nikapcbkoro 3acoby ("Hekciym")
cepil; KOHTPO/Ib cepii) 3aMiHEHO Ha3BOI0 Ait04OT PeYOBUHN
("e3omenpason"). 3a3HaueHe BUMPaBIEHHS
BignoBigae marepiasiam peecTpauiiHoro 4ocbe
108. | EMAHEPA® Kancynu KULLKOBOPO3YNHHI KPKA, a.4., CnoseHisa KPKA, a.4., Hoso CnoseHis BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/12801/01/02
no 40 Mr; no 7 kancyny HoBo mecTo, MecTo, CroBeHis BUNPAaBIEHO TEXHIYHY MOMUIKY B IHCTPYKLii A4na | peyernmom
6nictepi; no 1, 2 abo 4 CnoBeHis (BMPOGHMLTBO "in MeAMYHOro 3aCTOCYBaHHS NMiKapCbKOro 3acoby y
6nicTepy B KAPTOHHii bulk”", nepsuHHe Ta po3aini "®apmakonorivyHi BNacTuBocCTi™:
KopooLi BTOPUHHE NaKyBaHHS, NMOMW/IKOBO 3a3HayeHy B TEKCTi po3finy Ha3sy
KOHTPO/Ib Ta BUMYCK pedoepeHTHOro slikapcbkoro 3acoby ("Hekciym")
cepil; KOHTPO/Ib cepii) 3aMiHEHO Ha3BOI0 [it04OT PeYOBUHU
("e3omenpason"). 3a3HaueHe BUMPaBEHHS
Bi4noBiJae MaTepiasiam peecTpauiiHoro 4oCbe
109. | EHOXXEPUKC | cycneHsis ans iH’ekuiin, 20 nakcoCmiTKn Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/15740/01/01
™.B | MKr/1 mn, no 1 mn (20 mkr) AH EkcnopT BpuTtaHis Bionogxikans C.A. 3MiHW | TUNY - 3MiHKW 3 AKOCTI. FOTOBUIA Nikapcbkuii | peyenmom
ENGERIX™-B | (1 go3a ans gopocnux) ta Nimiteq 3aci6. Onuc Ta cknag,. 3miHa y cknagi
BAKUVHA no 0,5 mn (10 mkr) (1 gosa (4ONOMDKHMX peYOBUHAX) rOTOBOrO NiKapCbKoro
ansa Ans piteid) y donakoHi; no 3ac00Yy - YyCyHEeHHs1 PO36DKHOCTI MK pO34i/10M
MPO®INAKT 1, a6o 10 abo 25 cknsHuxX 3.2.P.1 ta posginom 3.2.P.3.2 peecTpaujiiHoro
KU MOHOZ,03HUX (P1aKoHIB y [OCbe Y cKNagi AONOMKHUX PEYOBUH LLOA0
BIPYCHOI'O KapTOHHI kopo6Li; no 1 KiNIbKOCTi HaTpito xnopugy Ta ABox hocdaTHux
FENATUTY B, | mn (20 wmkr) (1 gosa ans coneii. 3anponoHoBaHo: [JONOMiXHi pe4yoBUHU
PEKOMBIHA popocnux) Tano 0,5 mn AnoMmiHIli (B siKOCTi antoMiHito rigpokcugy 0,25 mr
HTHA (10 mkr) (1 po3a ansa ana 1 nosu gns giteit; 0,5 mr gns 1 gosm ans
AiTeid) y nonepefHb0 nopocnux Hatpito xnopug 4,2 mr gns 1 gosum ans
HanoBHEHOMY LLUNPpWL; NO aiteid; 8,4 mr ans 1 no3m aAnsa gopocnux AuHatpito
1 nonepefHLO dhocchat gurigpat 0,5 mr gna 1 fosu gns gitei;
HarnoBHEHOMY LWNpULy B 0,9 mr ans 1 fo3u Ana fopocnnx
KapTOHHIlA KopooLi Hatpito dpocchopHOKNCNIA 0AHO3aMILLEHWIA 2-
BoAHwWiA 0,3 Mr ansa 1 nos3w ana giteit; 0,7 mr gna 1
031 ANs JOPOC/NX
110. | EHAOMETPWU | TabneTku BariHa/bHI No deppiHr I13painb BeH-LnmoH ®nopic I3painb BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/7764/01/01
H 100 wmr; no 6, 15 a6o 30 dapmaueBTika n1a. 3MiHK | TNy - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI | peyenmom
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
TabneTokK y KoHTeliHepi; no n3 N7 Ta thapmakoHarnagy - 3amiHa posginy «IpadiyHe
1 KoHTelHepy 3 0ChOPMNEHHS YNaKOBKMU» Ha pPo3A4in «MapKyBaHHs»
ansnikatopom gns MK$ N3; 3anponoHoBaHo: po3gin «MapKyBaHHS».
BHYTPILLHbOBAariHa/1IbHOr0 3rifHO 3aTBEPLKEHOr0 TEKCTY MapKyBaHHSI.
BBEJEHHS Y KapTOHHIiiA OHOB/IEHHA TEKCTY MapKyBaHHS yNakoBKM
KopoobLi nNikapcbKoro 3acoby 3 BHECEHHAM iHchopmawii
LL|OA0 3a3HaYEHHS OAUHNLL BUMIPIOBAHHS Y
cucremi Sl.
BBefeHHs1 3MiH npoTArom 6-T MicAUiB nicns
3aTBEPAKEHHS
111. | EHTEPOCTIE nacta A5 nepopasibHoro MpAT "EO® Ykpaina MpAT "EO® YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 6e3 UA/4415/02/01
Nb 3acTocyBaHHs, 70 /100 r "KPEOMA- "KPEOMA-®APM" 3miHu | TURY - 3MiHK 3 SKoCTi. FOTOBWIA Nikapcbkuii | peyenma
no 135 r a6o 270 r, abo PAPM" 3aci6. Cuctema KoHTeliHep/3aKynopoBabHWi

405 r y KoHTeliHepi; no 1
KOHTeliHepy B kopobu, 3
KapToHy; no 15 r y nakeri;
no 15 a6o 30 nakeTiB y
Kopo6u,i 3 KapToHy; o 90 r
abo 225 r y Ty6i; no 1 Ty6i
B KOPOOLLi 3 KAPTOHY

3aci6. 3MiHa y NepBUHHIli yNakoBLji roTOBOro
nikapcbKoro 3acoby (Tun KoHTeliHepa abo
[0 aBaHHA HOBOrO KOHTellHepa) - TBepai, M'ski Ta
HecTepwsbHI PiaKi NikapcbKi DOPMU — BHECEHHSA
3MiH [0 MaTepianiB peecTpaviiiHoro Aocbe, a came
BBE/leHHS AOAATKOBOrO TUNY KOHTelHepa (Tyou
naminaTHi (PBL) no 90 r Ta 225 r) Bif BUPO6HKKIB
TOB « FOC TUBA LTD», YkpaiHa Ta TOB
«Ty6HWIA 3aBOA» YkpaiHa. (3aTBepaKeHi
KOHTelHepy nnacTMacoBi Ta nakeTu 3 ponbrv
NamMiHOBaHOI NosieTueHoBoi abo martepiany
nakyBa/lbHOr0 TPbOXLLAPOBOro). 3MiHN BHECEHI B
po3ain "YnakoBka" B IHCTPYKLiO 4719 Me4UYHOro
3acToCyBaHHSA NiKapCcbKoro 3acoby y 3B"s3Ky 3
[0AaBaHHAM HOBOro BMAY KOHTelHepa (Tyou), sk
HacnifokK - 3aTBEPAKEHHSA TEKCTY MapKyBaHHS
BiANOBIAHOI yNnakoBku. 3MiHW | Tuny - 3MiHu 3
akocTi. FoToBwWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHKii 3aci6. 3MiHa
PO3Mipy ynakoBKv roTOBOrO /iKapCbKOro 3acoby
(3miHa macu/o6'emMy BMICTY KOHTelHepa
6araTo1030BOr0 /iKapCbKoro 3acoby Ans
HenapeHTepasibHOro 3acTocyBaHHs (abo
0[IHOA030BOr0, YaCTKOBOIO BUKOPUCTaHHS)) -
BBE/IeHHS 104aTKOBMX YNakoBok - no 90 r Ta no
225 r y Ty6i namiHaTHoi, no 1 Ty6i B KOpoo6ui 3
KapTOHY, 3 BiANOBIAHNMY 3MiHAMU Y P. «YNaKoBKa»
Ta cneyudikayii/meToaax KOHTPO/IKO AKOCTI M.
«CepefHsa Maca BMICTy ynakoBkn» 3MiHN BHECEHI
B pO3fiNn "YnakoBka" B iIHCTPYKLitO 4719 MeANYHOro
3aCTOCYBaHHSA NiKapCbKoro 3acoby y 3B"sA3ky 3
[04aBaHHSIM HOBOrO pO3Mipy ynakoBok (Ty6a no
90 r Ta 225 1), AIK HACNIOOK - 3aTBEPYKEHHS TEKCTY
MapKyBaHHS BifiNOBIAHNX YNaKOBOK.
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
112. | EHTEPOCIE nacta A5 nepopasbHoro MpAT "EO® YkpaiHa MpAT "EO® YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 6e3 UA/4415/01/01
Nb 3 3acTocyBaHHs, 69,9 r/100 "KPEOMA- "KPEOMA-®APM" 3miHu | TUNY - 3MiHK 3 siKOCTi. FOTOBWMIA Nikapcbkuii | peyenma
CONoAKUM r,no135r,270r,405ry PAPM" 3aci6. Cuctema KoHTeliHep/3aKkynopoBasbHWi
CMAKOM KOHTEliHepi 3aci6. 3miHa y MepBWHHIl yNakoBLji FOTOBOro
nnactMacosomy; rno 1 nikapcbKoro 3acoby (Tun KoHTeliHepa abo
KOHTelHepy B KOpOo6Lii 3 [04aBaHHSl HOBOrO KOHTeHepa) - TBepai, M'siki Ta
KapToHy; o 15 r y nakeTi; HeCTepWsIbHi piaki Nnikapcbki hOpMU — BHECEHHS
no 10 a6o 20 nakeTiB y 3MiH 10 MaTepianiB peecTpaLiiiHoro Aocbe, a came
Kopo6Li 3 kKapToHy; no 90 r BBE/IEHHS 404aTKOBOrO TUMNY KOHTelHepa (Ty6u
abo 225 r y Ty6i; no 1 Ty6i namiHaTHi (PBL) no 90 r Ta 225 r) Bif BUPOOHMKIB
B KOPOOLLi 3 KAPTOHY TOB « FOC TUBA LTD», YkpaiHa Ta TOB
«Ty6HWIA 3aBOA» YKpaiHa. (3aTBepaKeHi
KOHTEeliHepy NaacTMacoBi Ta NakeTn 3 martepiany
nakyBa/lbHOr0 TPbOXLLAPOBOro). 3MiHN BHECEHI B
po3ain "Ynakoska" B iHCTPYKLiO 4518 MEANYHOrO
3aCTOCYBaHHS iKapCbKoro 3acoby y 38"A3ky 3
[0faBaHHAM HOBOrO BUAYy KOHTeliHepa (Ty6u), siK
HacnifokK - 3aTBepKEHHS TEKCTY MapKyBaHHS
BiANOBIAHOT ynakoBku. 3MiHu | Tuny - 3MiHu 3
siKocTi. FoToBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHNIA 3aci6. 3miHa
PO3Mipy YNakoBKy roTOBOrO JlikapCbKoro 3acoby
(3miHa macu/o6'eMy BMICTY KOHTelHepa
6araTto030BOr0 /iKapCbKoro 3acoby ans
HenapeHTepasibHOro 3acTocyBaHHs (abo
0[IHOA030BOr0, YaCTKOBOIO BUKOPUCTaHHS)) -
BBE/EHHS A0AATKOBMX YNakoBoK - Mo 90 r Ta no
225 r y Ty6i namiHaTHOi, no 1 Ty6i B KOpoo6Li 3
KapTOHY, 3 BiANOBIAHNMY 3MiHAMU Y P. «YNaKOBKa»
Ta cneymdikayii/meTogax KOHTPO/IKO AKOCTI M.
«CepefHsA Maca BMIiCTY YNaKkoBKu»
3MiHV BHeCeHi B po34in "YnakoBka" B iHCTPYKL,i0
0151 MeQMYHOro 3aCTOCyBaHHSA NiKapCbKoro 3acoby
y 3B"A3KY 3 0faBaHHSIM HOBOTO PO3MipYy yNakoBOK
(ty6a no 90 r Ta 225 ), IK HACNi4OK -
3aTBEPLKEHHS TEKCTY MapKyBaHHS BiANOBIAHNX
YNaKoBOK.
113. | EPIAOH® TabneTKy BKPUTI [Oexcenb NiTA. 13painb [ekcenb /114, 13painb I3painb BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/17620/01/01
NAiBKOBOK 060/IOHKOID, MO (BUPOGHMLTBO, 3MiHK | TRy - 3MiHK WoAo 6e3nekn/eddeKkTUBHOCTI | peyenmom
2 mr no 10 Tabnetok y nakyBaHHs, Ta hapmakoHarnsgy - 3MmiHM BHECEHO B TEKCT
6nictepi; no 3 abo 6 BUNPOBYBaHHSA MapKyBaHHS YNakoBKM JiKapCbKOro 3acoby
6nicTepiB y KAPTOHHIl KOHTPOJI0 SIKOCTi Ta
nauui BUNycCK cepii;); TOB
IHCTUTYT Xap4yoBoi
Mikpobionorii Ta
CMOXMBYMX TOBAPIB,
I13painb
(BNpobyBaHHs
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
KOHTPOJTIO AKOCTI
(mikpobionorivHwmi
KOHTPO/b))
114. | EPIAOH® TabneTkv BKpUTI [Jekcenb NTA. 13painb [Oekcenb N114., 13painb I3painb BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/17620/01/02
NAiBKOBOK 0H60/I0HKOID, NO (BUPOGHULTBO, 3MiHK | TNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI | peyenmom
4 mr no 10 TabneTok y nakyBaHHs, Ta thapmakoHarisgy - 3MiHM BHECEHO B TEKCT
6nicTepi; no 3 abo 6 BMNpPO6YyBaHHs MapKyBaHHS! YMakoBKM MiKapCbKoro 3acoby
6nicTepiB y KAPTOHHiIl KOHTPO/IO SIKOCTi Ta
nauuj BUMYCK cepii;); TOB
IHCTUTYT Xap4oBoi
Mikpo6ionorii Ta
CMOXMBYMX TOBApIB,
I3painL
(BunpobyBaHHs
KOHTPOJTO SIKOCTI
(mikpobionoriyHwmi
KOHTPO/b))
115. | ETAUU3NH TabneTkn, BKPUTI AT Natsis AT "OnaiiHdapm" Nartsis BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiais: 3a UA/3771/01/01
060n0HkKot0, No 50 Mmr; no "OnaiiHdhapm" 3MiHM | TUny - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI | peyenmom
10 TabneTok y 6nictepi; Ta (hapmakoHarnsgy - OHOBMIEHHSA TEKCTY
no 5 6nictepis y nayui 3 MapKyBaHHS yNakoBKM NiKapCbKOro 3acooy.
KapToHy BBefeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPKEHHSA
116. | ETUIOBUIA piavHa (cybcTaHuis) y AT "®apmak" YkpaiHa AT "dapmak" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: - UA/14901/01/01
E®IP A- hnakoHax CKNsSHUX ANns 3MiHKM | TNy - 3MiHK 3 aKocTi. A®Il. Cructema
BPOMI3OBA | chapmaueBTUyHOro KOHTelHep/3aKynopoBasibHWi 3aci6. 3MiHKn
NEPIAHOBOI | 3acTocyBaHHs napameTpiB cneuudikauii Ta/abo JonycTUMmx
KNncnotun MeX, 3a3Ha4veHux y cneumdikauisx, ans
6e3nocepeHbOi ynakosku A®I (BUnyyYeHHs
He3HayHoro nokasHuka cneuudikauii (Hanpuknag,
BUJ/TYYEHHS 3aCTapifioro nokasHuka)) — BHECEHHs
3MiH 0 MaTepiasliB peecTpaLiiiHoro Aocke, a came
3i cneuwndpikauii Ha dy1akoHU NPOMOHYETLCSA
BUTYYNTU NOKa3HWKN: pO3Mipy chnakoHa Ta
pPO3Mipn Npo6KM
117. | ETUWNOCENT | po3uuH 96 % no 100 mny ®OM Ky YkpaiHa MpAT "Bionik" YkpaiHa BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3a UA/16122/01/01
96 hnakoHax cKNsHux, no 1 Bitanii 3MiHu | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI | peyenmom
N, 5Ny naawkax cknsaHux, | Bonogmmupos Ta hapmakoHarnagy (iHwi 3miHun)
noln,5n,10n,20ny ny 3MiHU BHECEHI B TEKCT MapKyBaHHS YNakoBKu

KaHicTpax noniMmepHnx

NiKapCbKoro 3acoby LL0AO0 3a3HaYeHHS OAUHULL
BMMIpOBaHHS y cuctemi Sl. 3minu | Tuny - 3miHu 3
AkocTi. [oToBWIA Nikapcbkuii 3aci6. Cructema
KOHTeliHep/3aKynopoBasibHWiA 3aci6 (iHLWi 3MiHK) -
BBE/IEHHS [0aTKOBMX YNakoBoK, a came no 1 n,
no 5 ny nnswkax cknsaHux tano 1 n, 5 n, 10 n, 20
N1y KaHicTpax noniMepHux s NikyBasibHO-
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Ne
n/n

JNliKapcbKo20

Hassa

3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

npogiNakTMYHNX 3aknagis, 3 BiANOBIAHUMN
3MiHamMu [0 p. «Ynakoska» 3MiHV BHECEHI B
po3ain "Ynakoska" B iHCTPYKLiO 4515 MEANYHOro
3aCTOCyBaHHSA NikapcbKoro 3acoby y 3B’A3Ky 3
BBEEHHAM [04aTKOBUX YNakoBOK, SIK HAC/IOK -
3aTBEPKEHHS TEKCTY MapKyBaHHS 404aTKOBUX
yMakoBOK NikapcbKoro 3acoby. 3MiHu | Tuny -
AOMIHICTPaTUBHI 3MiHW. BuiyyeHHs1 BUPOOHMYOT
AinbHUUi (BKAOYaoumn AinbHuli ana Adl,
NPOMDKHOr0 NPOAYKTYy abo roToBOro JlikapcbKoro
3aco06y, AiNbHULI ANs NpoBeAeHHS NakyBaHHS,
BMPOGHMKA, BiAMNOBifaIbHOTO 3a BUMYCK Cepil,
MicLie NpoBeAeHHS KOHTPOJIO cepii) abo
noctavasnibH1Ka BUXifHOrO MaTepiany, peareHTy
ab0 AONOMIKHOT PevoBMHU (SKLLO 3a3HaYeHo y
[L0CbE) BUTYYEHHS OQHOTO 3 BUPOGHWKIB /13 ans
MOBHOTO LKy BUpo6HMLTBA TOB «BupobHUye
06’eHaHHs «TeTepiB», YKpaiHa (3a/mLmnecst
BUPOGHWK MNpuBaTHE aKLioHepHe TOBapyCTBO
"Bionik", YkpaiHa, L0 BUKOHYE Taky camy oyHKLto,
LLIO 7 BUyYEHWUIA). 3MiHN BHECEHI Y PO34i/n
"Bmpo6HMK" Ta "MicLie3HaxomKeHHs BUPOOHMKa Ta
oro agpeca Micusi NPOBaPKEHHS AisSNIbHOCTI" B
IHCTPYKLi0 4519 MeANYHOro 3aCTOCYyBaHHS y
3B'AI3KY 3 BUJTyHYEHHAM OAHOrO 3 BUPOGHUKIB 13
Ta K HacMifoK - BiANOBIAHI 3MiHW Y TEKCTI
MapKyBaHHS1 yNakoBKW J1ikapCbKOro 3acoby.

118.

ETUNOCENT

96

po34urH 96 % in bulk: no 1
n,5n,10n,20ny
KaHicTpax nosiMepHux

®OM KHuw
Bitaniii
Bonogumnpos
ny

YKpaiHa

MpAT "Bionik"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasnis:
3MiHY | TYNY - 3MiHK Woao 6e3nekn/edpekTMBHOCTI
Ta thapmakoHarnagy (iHwi 3miHun)
3MiHV BHECeHi B TEKCT MapKyBaHHS YNakoBKu
NiKapcbKoro 3acoby LL0A0 3a3HaYeHHS OAUHULL
BMMiptoBaHHA Y cuctemi Sl. OHOBMIEHHS BXe
3aTBEPKEHOr0 TEKCTY MapKyBaHHS A1 yNakoBKu
in bulk: no 1 n, 5 n, 10 n, 20 ny KaHicTpax
nonimepHux (BHECEHHS No3HaYeHb OANHULb
BUMIpIOBaHHS, 3 BUKOPUCTAHHAM NiTep
NnaTuHCLKOro andasiTy) 3 Bi4NOBIAHUMY 3MiHAMU
[0 p. «YnakoBka». 3MiHu | TUny - AgMIHICTPaTVBHI
3MiHWU. BrunyyeHHst BUPOGHMYOI AibHUL
(BKNtOuaoumn AinbHULi ons APl NPOMiXKHOTO
NpPOAYKTY abo roTOBOro NiKapcbKoro 3acooy,
AiNbHWLUI 4N NPOBELEHHA NakyBaHHS, BUPOOHNKa,
BiANOBiAabLHOrO 3a BMNYCK cepiii, MicLe
NpoBefEeHHS KOHTPO/IO cepii) abo nocTavanbHMKa
BVXiJHOTO Matepiany, peareHTy abo AONoMiXHOT
PEYOBMHM (SIKLLLO 3a3HAYEHO Y [OCLE) BUNYHEHHS
O[HOTO 3 BMPOGHMKIB /13 718 NOBHOrO LMKy

UA/16123/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Howmep

peecmpayiliHo2o

nocsio4YeHHs

BMPO6HMLTBA TOB «Brpo6HMYe 06’egHaHHSA
«TeTepiB», YKpaiHa (3anvwmBcs BUPOOHUK
MpuBaTHe akuioHepHe ToBapucTeo "bionik",
YKpaiHa, W0 BMKOHYE Taky camy chyHkLjto, Lo i
BUYYEHUIA) Ta SIK HACNIAOK - BiANOBIAHI 3MiHN Y
TEKCTi MapKyBaHHS1 YNakoBKW JiKapCbKOro 3acoby.

119.

E®EPA/ITTAH

pO34nH opanbHuii 3 %; nNo
90 mn y donakoHi; no 1
doNakoHy B KOMM/IEKTi 3
MipHOIO JTOXKOIO Y
KapTOHHIlA KopooLi

YMNCA CAC

®paHuin

YMNCA CAC

PpaHuis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHK | TURy - 3MiHK WoA0 6e3nekn/edPeKkTUBHOCTI
Ta chapmakoHarnsgy. BeegeHHs abo 3miHn o
y3araslbHeHVX faHnx npo cuctemy
thapmakoHarnagy (BBefeHHs y3arasibHeHUX faHnx
npo cuctemy hapMakoHarnsgy, smiHa
yMOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a
3AiicCHEHHs chapMakoHarnsay; KOHTaKTHOI 0co6u 3
hapMakoHarnsay 3asiBHVKa AN 34iNCHEeHHS
thapmakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
Bi, yNOBHOBaXKEHOT 0CO6MU, BiANOBifa1bHOI 3a
3[jicHeHHs hapmakoHarnsay (BkIovarun
KOHTaKTHi AaHi) Ta/abo 3MiHW1 Y PO3MiLLEHHI
macTep-gaiina cuctemu chapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0CO6M YNOBHOBaXXEHOT 0CO6M
3asBHVKa, BigNoBigasibHOI 3a dhapmakoHarnsag B
YkpaiHi. NponoHoBaHa pefakuis: JaHinosa
Napvca BonogymupisHa. 3mMiHa KOHTaKTHUX JaHUX
KOHTaKTHOI 0CO6U YNOBHOBaXXEHOT 0CO6M
3asBHVKa, BigNoBigasIbHOI 3a hapmMakoHarnsg B
YkpaiHi

6e3
peyenma

UA/5237/02/01

120.

E®EPA/ITTAH

Cyno3uTopil peKkTasibHi No
80 wmr; no 5 cynosutopiis y
6nictepi; no 2 6rictepu B
KapTOHHIlA KopoobLi

YINCA CAC

PpaHuin

YINCA CAC

PpaHuis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHM | TUny - 3MiHK Woao 6e3nekn/etheKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHn go
y3arasibHeHNX JaHnx npo cuctemy
thapmakoHarnagy (BBefeHHs y3arasibHeHUX faHnx
npo cuctemy hapmakoHarnsgy, smiHa
yNOBHOBaXeHOT 0cobu, BignoBiganbHoT 3a
34ilicHeHHA hapMakoHarnaay; KOHTaKTHOT 0cobu 3
hapMakoHarnsay 3asiBHuMKa Ans 34ilCHeHHs
thapmMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
Bifl yNOBHOBaXXeHOI 0CO6MU, BifNOBIfa/IbHOI 3a
3filicHeHHs chapMakoHarisgy (Bkovarun
KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MiLLEHHI
macTep-haiina cuctemu dhapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0CO6M YNOBHOBaXXEHOT 0CO6M
3asBHVKa, BigNnoBigasibHOI 3a hapmMakoHarnsg B
YkpaiHi. MponoHoBaHa pefakuisa: JaHinosa
Napuca Bonogumupisra. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOI 0CO6U YNOBHOBaXXEHOT 0CO6M
3asBHMKA, BIANOBIAA/ILHOI 3a (hapmakoHarnsg B

6e3
peyenma

UA/5237/03/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa
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Ymosu
BionycKky

Howmep

peecmpayiliHo2o

nocsio4YeHHs

YkpaiHi

121.

E®EPA/ITTAH

Cyno3uTopii pekTasibHi No
150 mr; no 5 cynosutopiis
y 6nicTepi; no 2 6nictepu
B KapTOHHI Kopo6Lyi

YIMNCA CAC

PpaHuis

YINCA CAC

dpaHuis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHM | TURy - 3MiHK Woao 6e3nekn/etheKTUBHOCTI
Ta dhapmakoHarnsgy. BeegeHHs abo 3miHu o
y3araslbHeHVX faHunx npo cuctemy
thapmakoHarnagy (BBe4eHHs y3arasibHeHVX faHux
npo cuctemy hapmakoHarnsgy, smiHa
YNOBHOB&XEHOT 0CO6MU, BiANOBIfaNbHOI 3a
3[ificHeHHs chapmakoHarnsay; KOHTaKTHOI 0co6u 3
chapmakoHarnsgy 3asaBHuKa A1a 34iACHEHHS
hapmakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
Bifl yNOBHOBaXXeHOI 0co6W, BiAMNOBIfa/IbHOT 3a
3[jicHeHHs hapMakoHaraay (BkIYarum
KOHTaKTHi faHi) Ta/abo 3MiHN Yy PO3MILLLEHHI
macTep-haiina cuctemu hapmakoHarnsagy) -
3MiHa KOHTaKTHOI 0CO6M YNOBHOBaXEHOI 0CO6U
3asBHVKa, BigNoBifasIbHOI 3a hapmMakoHarnsg B
YkpaiHi. MponoHoBaHa pegakuis: JaHinosa
Napuca BonognmupiHa. 3MiHa KOHTAKTHUX AaHUX
KOHTaKTHOI 0CO61 YNOBHOBaXKEHOi 0co6u
3asBHMKa, BIANOBIAA/IbHOI 3a thapmakoHarnsag B
YkpaiHi

6e3
peuyenma

UA/5237/03/02

122.

E®EPA/TAH

Cyno3uTopii pekTasibHi No
300 wmr; no 5 cynosuTopiis
y 6nicTepi; no 2 6nictepu
B KAPTOHHIlA KOpOGL

YMNCA CAC

PpaHLis

YMNCA CAC

PpaHLin

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHK | TRy - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI
Ta chapmakoHarnsgy. BeegeHHs abo 3miHm o
y3arasibHeHVX faHunx npo cuctemy
thapmakoHarnagy (BBeAEHHs y3arasibHeHVX faHux
npo cuctemMy chapmakoHarnsay, 3amMiHa
YNOBHOBaXEHOT 0CO6MU, BiANOBifabHOI 3a
3AilicHeHHST chapmakoHarnsay; KOHTaKTHOT 0cobu 3
thapmakoHarnagy 3asiBHUKa ANs 34iCHEHHS
thapmakoHarnagy B YKpaiHi, K0 BOHA BigMiHHA
BiJ, yNOBHOBaXXEHO| 0CO6M, BignoBiganbHol 3a
3[jicHeHHs1 hapMakoHarsay (Bkyarum
KOHTaKTHi fjaHi) Ta/abo 3MiHW Y PO3MiLLEHHI
mMacTep-gaiina cuctemu hapmakoHarisgy) -
3MiHa KOHTaKTHOI 0CO6M YNOBHOBaXEHOI 0Co6U
3asBHKKa, BIANOBIAA/ILHOI 3a (hapmakoHarnsg, s
YkpaiHi. MNponoHoBaHa pegakuisi: JaHinosa
Napuca BonognmupiHa. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0CO61 YNOBHOBaXXeHOI 0Cco6u
3asBHYIKA, BignoBigasibHOI 3a chapmakoHarnsg B
YkpaiHi

6e3
peyenma

UA/5237/03/03

123.

E®EPA/ITAH

Tabnetku wunydi, 330

YMNCA CAC

PpaHuis

YMNCA CAC

PpaHuisn

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis:

6e3

UA/7278/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

3
BITAMIHOM
Cc

mr/200 wr; no 10 TabneTok
y Ty6i; no 1 a6o no 2 1yém
B KapTOHHIi kopo6Lyi

3MiHM | TUny - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta (papmakoHarnsgy. BeegeHHs abo 3miHM o
y3arasibHeHVX faHnx npo cuctemy
dhapmakoHarnsgy (BBefjeHHs y3araslbHEHUX AaHNX
npo cuctemy hapmakoHarnsgy, amiHa
YNOBHOBaXXEHOT 0CO6MU, BigNoBigaNbHOI 3a
3[jificHeHHs chapmakoHarnsay; KOHTaKTHOI 0co6u 3
chapmakoHarnsgy 3asaBHUKa 418 34iACHEHHS
hapMakoHarnagy B YkpaiHi, SKLO BOHA BigMiHHA
Bifl yNOBHOBaXXeHOI 0c06MU, BiAMoBifaIbHOT 3a
3[jicHeHHs1 hapMakoHarnsay (BkIYarum
KOHTaKTHI AjaHi) Ta/abo 3MiHW Y PO3MilLEHHI
macTep-haiina cuctemu hapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0C06M YNOBHOBaXEHOT 0cobu
3asBHKKa, BIANOBIAA/IbHOI 3a thapmakoHarnsag, B
YkpaiHi. [jtova pegakuis: Benrep JliogMuna
AHatoniiBHa. MponoHoBaHa pepakuin: daHinosa
Napvca BonogymupisHa. 3mMiHa KOHTaKTHUX JaHUX
KOHTaKTHOI 0CO6U YNOBHOBaXXEHOT 0CO6M
3asBHYKa, BigNoBigasibHOI 3a hapmMakoHarnsg B
Ykpaii

peyernma

124.

SE/TIBOPA®®

TabneTku, BKpUTI
NAiBKOBOK 0H60/I0HKOID, NO
240 Mr no 8 TabneTok y
6nicTepi; no 7 6nictepis y
KapTOHHIA ynakoBL,i

& . XodhpmaHH-
Na Pow Nita

LLiBeiiuapis

Henbthapm MinaHo
C.P.N., Itanisa
(BpPOGHMLTBO

Hepo3dhacoBaHo|
NPoAYyKLii, NepBUHHE
nakyBaHHs1, BTOPUHHE
nakyBaHHs,
BUNPOBYBaHHSA
KOHTPOJIHO0 SIKOCTI);
. XodhpmaHH-/15 Polu
Nitp, Weeliuapis
(Bunyck cepii)

ITanis/
LLiBeiiuapis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiais:
3MiHK | TUNy - BBEAEHHA HOBOI AinbHuLi F.1.S.
Fabbrica Italiana Sintetici S.p.A, ltaly 3
BMpo6HULTBa AP| Ae 34iCHIOETLCSA KOHTPOb
cepii. BBeeHHs 3MiH NPOTAroM 6-T1 MicsALIB nicns
3aTBEPKEHHS; 3MiHW | TUNY - BBEAEHHS HOBOT
AinbHuui F.1.S. Fabbrica Italiana Sintetici S.p.A,
Italy 3 BUpo6HMUTBa AD| A 34iliCHI0ETLCA
MiKpoHi3auis, 3anponoHosaHo: Milling of Drug
Substance F.Hoffmann-La Roche Ltd
F.l.S.Fabbrica Italiana Sintetici S.p.A, Italy.
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB nicns
3aTBEpPKEHHS; 3MiHU | TUNy - BBEAEHHSA HOBOI
ainbHuui F.1.S. Fabbrica Italiana Sintetici S.p.A,
Italy 3 Bupo6HMUTBa ADI (eTan 5 Ta 6),
3anpornoHoBaHo: step 5 and 6 F.Hoffmann-La
Roche Ltd F.I.S.Fabbrica Italiana Sintetici S.p.A,
Italy. BBegeHHs 3MiH npoTArom 6-T MicsaLUiB nicns
3aTBEPKEHHS; 3MiHW | TUMY - BUNYYEHHS 3i
cneundikanii A®I T. «Baxkki meTanin». BBegeHHs
3MiH NPOTArOM 6-TW MICALB NiCNA 3aTBEPMAKEHHS;
3MiHW | TUNY - BBEAEHHA a/IbTePHATVBHOIO METOAY
X ana po3unHHuka NN-dimethylacetamde.
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB nicns
3aTBEepKEHHs

3a
peyenmom

UA/12699/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
125. | 3E/IBOPA®® | TabneTku, BKPUTI ®.XohcpmaHH- | LLBeliyapis [Jenbdapm MinaHo ITanis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/12699/01/01
NNiBKOBOK 060/I0HKOID, MO Na Pow N1pg, C.P.1., Itanis LLiBeiiuapis 3MiHK | TUNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI | peyenmom
240 mMr no 8 TabneTok y (BUPOGHMLTBO Ta thapmakoHarnsgy. BeegeHHs abo 3miHn go
6nicTepi; no 7 6nictepis y Hepo3dacoBaHoi y3arasibHeHVX AaHnx Npo cuctemy
KapTOHHIiA ynakoBL,i NPOAYKLiT, NnepBUHHE dhapmakoHarnsgy (BBeeHHs y3araslbHEHUX AaHNX
nakyBaHHs, BTOPUHHE npo cuctemy thapmakoHarnsgy, amiHa
nakyBaHHs1, yMOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a
BUNPOBYBaHHSA 3AiicCHEHHS chapMakoHarnsay; KOHTaKTHOI 0co6u 3
KOHTPOJIIO SIKOCTI); thapmakoHarnsgy 3asBHUka Ans 34ilCHEHHA
®.XohbdpmaHH-/15 Powwu thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA
Ntp, Weeliuapis Bif, yNOBHOBaXKEHOT 0CO6MU, BiANOBiLa1bHOI 3a
(Bunyck cepif) 3ilicHeHHs dhapmakoHarniagy (Bkaovaroun
KOHTaKTHi AaHi) Ta/abo 3MiHWN Y PO3MiLLEHHI
macTep-gpaiina cuctemu hapmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHUX KOHTakTHOI 0cobun
YMOBHOBaXXEHOT 0CO6YM 3asBHVKa, BigNoBiganbHOT
3a (hapmakoHarnag B YkpaiHi
126. | SE/IBOPA®® | TabneTtkn, BKPUTI ®.XothcpmaHnh- | LLselinapis [Jenbdapm MinaHo ITanis/ BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasis: 3a UA/12699/01/01
NNiBKOBOK 060/1I0HKOID, MO Na Pow Nt C.P.N., Itania LLiBeiiuapis 3MiHM | TUny - 3MiHK Woao 6e3nekn/eddeKTMBHOCTI | peyenmom
240 mr no 8 TabneTok y (BUPOGHULTBO Ta (hapmakoHarnsgy - 3MiHM BHECEHO B TEKCT
6nicTepi; no 7 6nictepis y Hepo3cacoBaHol MapKyBaHHS! yNakoBKW JlikapcbKoro 3acoby.
KapTOHHIA ynakoBL,i NPOAYKLii, NepBUHHE BBefeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
nakyBaHHsl, BTOPUHHE 3aTBEPIXKEHHS
nakyBaHHs1,
BMNpPO6YyBaHHs
KOHTPOJIHO0 SIKOCTI);
®.XothbdpmaHH-/15 Powu
Ntp, Weeiiuapis
(BUnNyck cepii)
127. | IBAHAPOHO KOHLIEHTpAT 4151 PO3UnHYy TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiais: 3a UA/15955/01/01
BA KUCNOTA | ans iHdysiii, 1 mr/mn no 6 "®APMEKC reyn 3miHu | TUNY - 3MiHK 3 SKOCTi. FOTOBWMIA Nikapcbkuii | peyenmom
- ®DAPMEKC My dhnakoHi; no 1 reymn" 3aci6. CtabifnbHiCTb. 3MiHa y TepMiHax
donakoHy B nauui 3 npuaatHocTi abo ymoBax 36epiraHHsi roTOBOro
KapToHy nikapcbKoro 3acoby (36inbLIeHHS TepMiHy
NpWAAaTHOCTI FOTOBOTO JIiKapCbKOro 3acoby) - Ans
TOProBoi yNakoBKW (NiATBEPMKYETLCA AaHUMU
peasibHOro yacy) 36i/bLIeHHS TEPMiHY
npuaaTHOCTI NiKapCbKOro 3acoby.
3arBepaKeHo: 2 poku. 3anpornoHoOBaHo: 3 POKW.
3MiHV BHECEHI B iIHCTPYKLi0 4151 MeANYHOIO
3actocyBaHHsa /13 y p. "TepmiH npuaartHocTi”
BBefeHHs1 3MiH MPOTAroM 6-Tu micsAuiB nicns
3aTBEPAKEHHS.
128. | IBYNPOM cycneHsis opanbHa no 200 KOHina6, NN CWA BupobHuuTBO, Icnanis/ BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 6e3 UA/15878/01/02
ONsl QITEN mr/5 mn, no 30 mn, 100 nepBrHHE Ta HigepnaHvgn 3miHu | TMny - 3miHu 3 sKocTi. CepTudikar peyenma
DOPTE mn, 150 mn a6o 200 mny BTOPVHHE NakKyBaHHS, / BignosigHocTI/TE-cepTudpikat BignosigHocCTi
chnakoHi; no 1 chiakoHy B KOHTPO/b SKOCTI, MonbLia €Bponeiicbkiii hapmakonei/moHorpadii. 3MiHu,
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
KOMMEKTI 3i LLUNPULIOM- BWMYCK Cepii rOTOBOro noB'sA3aHi 3 HEOOXIAHICTIO MPVYBEAEHHS Y
[03aTopoM no 5 mn B NPOAYKTY: BiANOBIAHICTb A0 MOHOrpadii 4PY a6o
KapTOHHI Kopoobui dapmacbeppa €sponelicbkoi hapmakonei, abo iHwoTi
MaHydekuypiH, C.J1., HaujioHasbHOT chapmakonei aepxasu E€C (3miHa 'y
IcnaHis; cneumaikauisx, nos'a3aHa 3i 3amiHamy B IdY, abo
Brpo6HMLTBO, €Bponelicbkiin hapmakonei, abo iHLLi
nepBrHHE Ta HaujioHanbHIl chapmakonei gepxasu €C) 3miHa
BTOPVHHE NaKyBaHHS, Ha3BW [OMOMiXHOI PEUOBMHM 3 «KUCNOTa SIMMOHHA
KOHTPOb AKOCTI, 6e3B0AHa» Ha «KUCN0Ta IMMOHHA» -NPUBEAEHO Y
BWMYCK Cepii rOTOBOro BiANOBiAHICTL A0 BUMOr MoHorpadii Citric acid EP,
NpoAyKTy: AIK HACNifoK OHOoBMEHHS p. 3.2.P.1. Onuc i cknag
Jendhapm Bnagen nikapcbkoro 3acoby, 3.2.P.3.2. Cknag Ha cepito,
B.B., Higepnanay; 3.2.P.4.1. Cneundoikaduii. 3.2.P.4.2. AHaniTnyHi
KoHTponb sKocTi ( 3a MeToaunku, 3.2.P.4.4. O6rpyHTyBaHHA
BVHATKOM cneuudikauii. 3MiHM BHECEHI B IHCTPYKLitO A1
MiKpo6iosioriyHoro MeAn4Horo 3actocyBaHHsa 13y p. "Cknag”
KOHTPO/10), BUMYCK (AonomMikHI pevoBUHY). BBeAEHHSA 3MiH NPOTArom
cepii rotoBoro 6-TV MiCALIB MiCNA 3aTBEPKEHHS
NPOAYKTY:
dapmanigep, C.A.,
IcnaHis;
Brpo6HMUTBO,
nepBuHHe Ta
BTOPUHHE MaKyBaHHS,
KOHTPO/b SKOCTI:
Enedapm, C.J1.,
IcnaHis;
AnbTepHaTuBHa
AinbHUUs ons
npoBefeHHs
MiKpo6iosioriyHoro
KOHTpoNto (cy6a0roBip
3 BUPOOHUKOM
dapmanigep, C.A.):
Biona6 C.J1., IcnaHis;
Bunyck cepii rotoBoro
NPOAYKTY:
TOB HOC dapmadis,
MonbLla
129. | IMYHOBIP- cupon, 50 mr/mn, no 100 ToBapucTBo 3 Ykpaina ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiais: 3a UA/18141/01/01
340POB'A M abo 200 mn 'y dpnakoHi 06MEXEHOI 06MeXeHo 3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. BunyyeHHs | peyernmom
3i cka abo y hnakoHi BiANOBIAA/bHI BiANOBIAALHICTIO BMPOGHNYOI AinbHUL (BKNOYAKOUN AiNbHNL ANS
nosniMmepHomy; no 1 CTIO "@apmavueBTnyHa A®I, npomiXHOro NpoayKTy abo rotoBoro
hNakoHy 3i CTakaHoM "bapmaveBTu KomMnaHis "3gopos'a” NiKapcbKoro 3acoby, AiNbHULL 415 NPOBEAEHHS
MipHWUIA y KOpoobLi YyHa KOMMaHis nakyBaHHs, BUPOGHWKa, BiANoBigasIbHOro 3a
"3p0pos'a” BWMYCK Cepiii, MicLle NPOBEAEHHS KOHTPO/IHO cepil)

a60 noctavyasibHUKa BUXIAHOTO MaTepiany,
peareHTy abo JONOMIKHOI peYOBUHM (SIKLLO
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
3a3HayeHo y A0cbe) - BunyueHHs BupobHuka Ad|
(iHo3uHy npaHobekc) MEDICHEM, SA, Spain.
3MiHn | TUNY - 3MiHK 3 aKoCTi. FOTOBWIA NiKapPCbKNi
3aci6. 3MiHM y BUpPOOHULTBI. 3MiHM Yy mpoueci
BMPOOHULITBA FOTOBOTrO NiKapCbKoro 3acooby,
BK/IO4AI0UM MPOMIXHUI MPOAYKT, WO
3aCTOCOBYETHLCSA NPY BUPOGHULITBI FOTOBOIO
niKapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci
BMPOGHMLITBA) - HE3HAYHI 3MiHW Y NPOLECi
BMPOGHMLITBA rOTOBOTO /1iKapCbKOro 3acoby, a
came 3 po3giny 3.2.P.3.2 Cknag Ha cepito
BUy4EHO hOMYy PO3PaxyHKy cepeHbOro
3HaYeHHs PaKTUYHOTO BMICTY PEYOBUHW, OCKINbKM
BMpO6HUK cybcTaHLii ABC FARMACEUTICI
S.p.a.- Unibios Division, Italy Hagae ue 3HauyeHHs y
cepTudpikaTax SKoCTi Ta y A0AATKOBUX
po3paxyHkax Hemae notpe6bu. -3mium Il Tuny -
3MiHu 3 sKocTi. APl. BUpobHuLTBO. 3MiHa
BMPOBHUKaA BUXiAHOro/NnpoMiKHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPO6HMYOMY npotieci A®I, abo 3miHa BUPOOHUKa
(BKTovatoun, fe HeobxigHO, MicLe NPOBeAEeHHS
KOHTpO0 sikocTi) ADI (3a BiACYTHOCTI
cepTudgikaTa BignoBigHOCTI €BpONEechKii
thapmakornei y 3aTBepXeHOMY [,0Cbe)(BBEAEHHS
HOBOro BMpOGHMKa AP| 3 HagaHHSAM MacTep-
thaiina Ha A®l) - BBeeHHs HOBOTO BUPOGHUKa
A®| (iHo3mHY npaHo6ekc)ABC FARMACEUTICI
S.p.a.- Unibios Division, Italy 3amicte MEDICHEM,
SA, Spain
130. | IHPAHPUKC cycneHsis (DTPa-HBV- nakcoCmitKn Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiais: 3a UA/16235/01/01
FEKCA™/INF IPV) ans iv'ekuii no 0,5 AH EkcnopT BpuTtaHis Bionogxikans C.A. 3MiHW | TUNY - 3BY)EHHS A0NYCTUMUX MEX peyenmom
ANRIX mn (1 gosa) Ta niodinizat Nimiteq BMNPOGYyBaHb Ha MIKPOGHY YMCTOTY Npu
HEXA™ (Hib); 1 nonepeHbLO hepMeHTauii gpixakosoro wramy RIT 4376, wWwo
KOMBIHOBA HanoBHeHWIi ofHopa3oBuii MicTuTe HbsAg, y oepmeHTepi 06’emom 1600 .
HA wnpwuy, (no 0,5 mn (1 3anponoHoBaHo: Absence of growth. BHeceHHs
BAKUVHA [03a)) Y KOMNNEeKTi 3 pefakuiiiHux npaBok o po3giny 3.2.S.2.4; 3minHu |
ana [IBOMa rofikamu Ta TUNY - BBEAEHHS A0AATKOBOr0O BUNPOGYBaHHS
MPO®INAKT donakoH 3 niocpinizaTom Bioburden test fo eTany ocBiT/IeHHS, Nicns eTany
KU (Hib) ana 1 po3su, wo OCBIT/IEHHA Ta nicna etany ynbTpadinbTpauii npu
LNDTEPII, 3MiLLYIOTbCA nepeq, ekcTpakuii HbsAg 3 KNiTuH Apbkaxis; 3miHu | Tuny -
NPABUA, BMKOPUCTaHHAM (LUnpuL, 3 BMPOBaKEHHA AOAATKOBMX BUNPOOYBaHb Ha
KALUJTHOKY rosikamvi 3aKkpuTi eTani ounwieHHi HbsAg: Endotoxin test by
(AUENONAP | rymoBumu KoBnaykamu); chromogenic kinetic method nicnst ioHOO6MiHHOT
HWUIA [Bi rofikn (04HOro xpomarorpadii Ta Bioburden test nicnsa gpyroi
KOMMOHEHT | po3mipy), wnpuy, Ta refib-NPOHMKaKyoi Xxpomarorpadii; 3miHu | Tuny -
), FENATUTY hNakoH repMeTUyHO nepeHeceHHs BunNpobysaHHsA Bioburden test, wo
B, 3anakoBaHi y NJ1acTUKOBUi NPOBOAMTLCA HA CTafil OYMLLEHHS, Nepej eTanom
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs

noniomieni KOHTeliHep; no 1 abo no dhiHanbHOI cTepunisytoyoi dinbTpau;ii 3 kaTeropii
TYTA 10 nnacTMkoBmx MOHITOPVHTY Mif Yac npowecy BUpobHuuTBa (in-
3AXBOPIOB KOHTEHEPIB Y KapTOHHIl process monitoring) A0 KaTeropii NpUAHATTA
AHb, kopobui; 1 nonepeaHbO pilleHHs woao sKocTi (quality decision test) ) 3
3BYAHUKOM | HanoBHeHWi oAHOpPa30BUiA KpuTepiem npuiiHATHOcTi «Not More Than 10
AKNX € wnpwuy, (no 0,5 mn (1 CFU/100 ml»
HAEMOPHIL [03a)) y KOMM/IeKTi 3
us ABoMa ronkamu ta
INFLUENZAE | chbnakoH 3 niodoinizatom
TANY B (Hib) ansa 1 poswn, wo

3MiLLyOTbCA Nepes,

BMKOPUCTaHHAM (LUnpuy, 3

rosikamu 3aKkpuTi

rYMOBVIMW KOBMaykamu);

[Bi ronku (ogHoro

po3mipy), LWnpuy, Ta

dhnakoH repMeTUyHO

3anakoBaHi y Na1acTUKOBWi

KOHTeliHep; no 1 abo no

10 nnacTmMkoBmx

KOHTEHEPIB Y KapTOHHIl

Kopo6u,i

131. | IHOAHPUKC cycnensisa (DTPa-HBV- nakcoCmiTKn Benvka nakcoCmiTKnsinH Benebris BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/16235/01/01

FEKCA™/INF IPV) ans in'ekuiii no 0,5 A Ekcnopt BpuTtaHis Bionoaxikans C.A. 3MiHM | TUNY - NepeHeceHHs BUNPOGYyBaHHSA peyenmom
ANRIX M (1 go3a) Ta nioduinisar NimiTeq Bioburden test, w0 npoBoANTLCA Ha cTagji
HEXA™ (Hib); 1 nonepeaHbO OYULLLEHHS KOH'IOrOBAHOTO NPOMIXHOTr0O NPOAYKTY
KOMBIHOBA HarnoBHeHWIi ogHopa3oBUi PRP-TT, nepep eTtanom chiHa/bHOI CTepunisytoyor
HA wnpwy, (no 0,5 mn (1 hinbTpavii 3 KaTeropii MOHITOPUHTY Mif Yac
BAKUVHA [03a)) Y KOMNNEeKTi 3 npouecy BMpo6HMLTBA (in-process monitoring) Ao
ana [ABOMa rosikamu ta KaTeropii NPUIAHATTA pilLeHHs WoAo SKocTi (quality
MPO®INTAKT dhnakoH 3 niodpislizaTom decision test) ) 3 kpuTepiem nNpuitHATHOCTI «Not
KU (Hib) ana 1 posu, wo More Than 2 CFU/20 ml». [NepeHOoCeHHs Toukn
DUNDTEPII, 3MiLLYIOTLCS nepeq Big60py Npob6 Ans npoeefeHHs Bioburden test 3i
NMPABLSA, BMKOPUCTaHHAM (LUnpu, 3 cTagii ounLweHHs nepep, ocBiT/ieHHAM (before
KALLUTHOKY rofikamv 3akpuTi clarification) Ha eTan ocsiTneHHs (clarification step)
(AUENKONAP | rymoBuMK KOoBNaykamu); nepes OCTaTOYHOK CTEPU/ILHOK iNlbTpaiero Ha
HUN [Bi rofikn (ogHoro BMPOGHWYOMY caiiTi B Benbrii gns BignosigHocTi
KOMMOHEHT | po3amipy), wnpwuy, Ta BMMoram EMA, a Takox a1 3a6e3neyeHHs 6isbLu
), FENATUTY doNakoH repMeTuyHO CTPOroro KOHTPOJIH0 BUPOGHULTBA
B, 3anakoBaHi y N1acTUKoBuiA
noniomMien KOHTeliHep; no 1 a6o no
TYTA 10 nnacTmkoBmx
3AXBOPIOB KOHTEHePIB Y KapTOHHIl
AHb, Kopobui; 1 nonepeaHLO
3BYAHNKOM | HanoBHeHWii 0gHOpPa30BUiA
AKUX € wnpwy, (no 0,5 mn (1
HAEMOPHIL [03a)) Y KOMNNEeKTi 3
us ABOMa rosikamu ta
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
INFLUENZAE | cbnakoH 3 niodpinizatom
TANY B (Hib) ana 1 po3su, wo
3MILLYHOTECA Nepes,
BUKOPUCTaHHAM (LUnpu, 3
rofikamu 3aKpuTi
ryMOBMMMW KOBNaykamm);
[Bi ronku (ogHoro
po3mipy), Wwnpu, Ta
oNakoH repMeTuyHO
3anakoBaHi y N1acTUKoBuiA
KOHTeliHep; no 1 a6o no
10 nnacTmkoBmx
KOHTEHepIiB Y KapTOHHIl
Kopobui
132. | IHOAHPUKC cycneHsis (DTPa-HBV- nakcoCmitKn Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/16235/01/01
FEKCA™/INF IPV) ans in'ekuiii no 0,5 AiH Ekcnopt BpuTaHis Bionogxikans C.A. 3MiHM | TUNY - foAaBaHHS BUNPOGYBaHHSA peyenmom
ANRIX M (1 gosa) Ta nioginisat Nimiteq Bioburden test, sk monitoring test, Ha eTani
HEXA™ (Hib); 1 nonepeaHb0 ynbTpadinbTpaLii npy BUPOGHNLTBI MPOMIXXHOIO
KOMBIHOBA HarnoBHeHWIi ofgHOpa3oBUii NPOAYKTY OAHOBA/IEHTHOTO IHAKTMBOBAHOTO BipyCy
HA wnpuy, (no 0,5 mn (1 noniomienity (IPV) i3 kputepiem NPURHATHOCTI «to
BAKUVHA [03a)) Y KOMM/IeKTi 3 be monitored». BHeceHHs pegakLiiiHux npaBok Ao
Aansa [BOMa ronkamm Ta po3giny 3.2.S.2.4. peecTpauiiiHoro AOCbE; 3MiHU |
MPO®INTAKT dhnakoH 3 niocpinizaTom TMny - ofaBaHHA BUNPo6yBaHHA Bioburden test,
KN (Hib) ansa 1 goswn, wo sk quality decision “QD” test, y KiHLi npouecy
OUNDTEPII, 3MiLLYIOTbCA nepeq, iHaKTuBaLji nepes eTanoM iHasIbHOT CTEPUNBHOT
NMPABLS, BMKOPUCTaHHAM (LUnpuL 3 inbTpaLii npyM BUPOOGHMLTBI NPOMIXXHOrO
KALUMHOKY rosikamv 3akpuTi NPOAYKTY OAHOBA/IEHTHOTO IHAKTUBOBAHOTO BipyCy
(ALUENONAP | rymoBumu KoBnaykamu); noniomienity (IPV) 3 kputepisamu NPpUAHATHOCTI
HUA [Bi rofiku (0gHOro «Not More Than 10 CFU/100 ml»
KOMMOHEHT | po3smipy), wnpuy, Ta
), FENATUTY hNakoH repMeTUyHO
B, 3anakoBaHi y N1acTUKoBUiA
noniomMien KOHTeliHep; no 1 abo no
TY TA 10 nnacTmkoBux
3AXBOPIOB KOHTEHePIB Y KapTOHHIlA
AHb, Kopobui; 1 nonepeaHbO
3BYAHVNKOM | HanoBHeHWii 04HOPa30BUiA
AKUX € wnpuy, (no 0,5 mn (1
HAEMOPHIL [03a)) Y KOMMNEeKTi 3
us [BOMa rofikamu Ta
INFLUENZAE | chnakoH 3 nioginizatom
TANY B (Hib) ansa 1 goswn, wo

3MiLLYyTbCA nepes
BUKOPVCTaHHAM (LUnpuL, 3
rosiKamm 3akpuTi
rYMOBVIMW KOBMaykamu);
[Bi rofiku (0gHOro
po3mipy), LWnpuy Ta
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
dpnakoH repMeTUyHO
3anakoBaHi y N1acTUKoBUiA
KOHTeliHep; no 1 abo no
10 nnacTmkoBux
KOHTEHepIB Y KapTOHHIlA
Kopobu,i
133. | IHOAHPUKC cycneHsis (DTPa-HBV- nakcoCmitKn Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/16235/01/01
FEKCA™/INF IPV) ans iv'ekuii no 0,5 AH EkcnopT BpuTtaHis Bionogxikans C.A. 3MiHK | TNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI | peyenmom
ANRIX mn (1 gosa) Ta nioginisat Nimiteq Ta thapmakoHarnsgy. BeegeHHs abo 3miHn go
HEXA™ (Hib); 1 nonepeHbLO y3araJlbHeHUX AaHux npo cuctemy
KOMBIHOBA HanoBHeHWIi ofHopa3oBwuii hapmakoHarnsay (BBefeHHs y3arasibHEHUX AaHNX
HA wnpwuy, (no 0,5 mn (1 npo cuctemy thapmakoHarnsgy, 3miHa
BAKUVHA [,03a)) Y KOMMNEeKTi 3 yMOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a
ana ABoMa ronkamu ta 3AiicCHEHHs chapMakoHarnsay; KOHTaKTHOI 0co6u 3
MPO®INTAKT chnakoH 3 niogpinizaTom thapmakoHarnsgy 3asBHUka Ans 34iliCHEHHA
KU (Hib) ana 1 po3su, wo thapmakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
LNDTEPII, 3MiLLYIOTbCA nepeq, Bi, yNOBHOBaXKEHOT 0CO6MU, BiANOBifa1bHOI 3a
NPABUA, BMKOPUCTaHHAM (LUnpuL, 3 3ilicHeHHs chapMakoHarniagy (Bkaovaloun
KALUJTHOKY rosikamvi 3akpuTi KOHTaKTHi AaHi) Ta/abo 3MiHW1 Y PO3MiLLEHHI
(AUENONAP | rymoBumu KoBnaykamu); macTep-gaiina cuctemu chapmakoHarnsgy) -
HUIA [Bi ronku (ogHoro 3MiHa YNOBHOB&XEHOI 0C06U 3asBHNKa,
KOMMOHEHT | po3mipy), wnpuy, Ta BiANOBIAa/IbHOT 32 hapmakoHarnsag;:
), FENATUTY hNakoH repMeTUyHO lMponoHoBaHa pefakuis — Ap. MeHc-Ynbpix
B, 3anakoBaHi y Na1acTUKOBWi LLtermanH / Dr. Jens-Ulrich Stegmann, MD. 3miHa
noniomMien KOHTeliHep; no 1 abo no KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0co6H,
TYTA 10 nnacTmMkoBmx BignoBigabHOI 3a hapmakoHarnsg. 3miHa
3AXBOPIOB KOHTENHEPIB y KapTOHHIl HOMeEpy Ta MicLle3HaxoMKeHHs1 MacTep-chainna
AHb, Kopobui; 1 nonepeAHbO
3BYAHNKOM | HanoBHeHWiA oAHOPa30BUiA
AKX € wnpwuy, (no 0,5 mn (1
HAEMOPHIL [03a)) Y KOMNeKTi 3
us ABoMa ronkamu ta
INFLUENZAE | chbnakoH 3 niodoinizatom
TNY B (Hib) ana 1 po3su, wo
3MiLLyOTbCA Nepes,
BMKOPUCTaHHAM (LUnpuy, 3
rofikamu 3aKkpuTi
rYMOBVIMW KOBMaykamu);
[Bi ronku (ogHoro
po3mipy), Wwnpuy, Ta
dhnakoH repMeTUHHO
3anakoBaHi y Na1acTUKOBWI
KOHTeliHep; no 1 abo no
10 nnacTmkoBmx
KOHTEHepIiB Y KapTOHHIl
Kopo6ui
134. | IHOAHPUKC cycneHsis ans iH'ekuiid; no nakcoCmiTKn Benuka FnakcoCmiTKnaiiH Benbris BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/13939/01/01
™ INB 0,5 Mn1 y nonepegHsL0 siH Ekcnopt BpuTaHis Bionogpxikans C.A. 3MiHM | TUNY - fOAaBaHHS BUNPOGYBaHHS peyenmom
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep

n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o

3acoby yrnakoska) nocsBi0O4Y€eHHs
KOMBIHOBA | 3anoBHeHOMy Nimiten Bioburden test, sk monitoring test, Ha eTani
HA 04HOPa30BOMY LUMPULL Y ynbTpadinbTpaLii npyu BUPOOGHULTBI NPOMIXHOro
BAKUVHA KOMNEKTi 3 roNKo; no 1 NPOAYKTY OAHOBA/IEHTHOTO IHAKTUBOBAHOTO BipyCy
ans abo 10 nonepeaHbO noniomienity (IPV) i3 kputepiem NPUAHATHOCTI «to
MPO®INTAKT 3arnoBHEHNX 0HOPAa30BUX be monitored».
NKN LINPWLIB Yy N/1IACTUKOBOMY BHeceHHs pefakuiliHnx npaBokK 40 po34iny
DUDTEPII, KOHTeliHepi; no 1 3.2.S.2.4. peecTpauiiHOro Aocke; 3MiHu | TRy -
NMPABLS, KOHTEiHepy B KapTOHHiIl [ofaBaHHA BUNpobyBaHHsA Bioburden test, sk
KALUTHOKA Kopobu,i quality decision “QD" test, y kiHUji npouecy
(ALUENONAP iHaKTVBaLUii nepey eTanom oiHaNIbHOT CTepUIbHOT
HUA inbTpaLii npyM BUPOOGHNLTBI NPOMIXHOrO
KOMMOHEHT NPOAYKTY OAHOBA/IEHTHOTO IHAKTUBOBAHOTO BipyCy
)TA noniomienity (IPV) 3 kputepismu NPpUAHATHOCTI
noniomMien «Not More Than 10 CFU/100 ml»
TY

135. | KOMIPHATI / KOHLeHTpaT ans gucnepcii Mdpaiizep CLWA Mdpaizep Benbris/ BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasis: 3a UA/18592/01/01
COMIRNATY ONs iH'exuii, 1 dpnakoH Eiy.Ci.Mi. MeHtohekyypuHr HimeuyunHa 3MiHn Il Tuny - 3miHK 3 akocTi. A®L. MNpoekTHUiA peyenmom
™ (0,45 mn) mictutb 6 403 NO KopnopeiiLuH Benbris HB, benbris; NpOoCTip Ta NicspeecTpavLjiiiH1ii NPoToKoN

30 mkr; 195 dhnakoHiB y BaiioHTek ynpas/iHHA 3MiHaM1. BHECEHHS 3MiH y
KapTOHHIlA KopoobLi MeHtohekyypuHr nicnspeecTpauiiHnii NPOTOKO/ ynpaBniHHA
m6X, HimeyunHa 3MiHamu ana Adl - BBefeHHs
nicnsapeecTpauiiHoro NPOTOKO/Y YNpaB/liHHA
3MiHaMu 3 METOK [0AaBaHHs HOBOI BUPOGHMUYOI
ainbHuui BioNTech Manufacturing Marburg GmbH,
Emil-von-Behring-Strasse 76, Marburg, 35041
Germany A/19 BUPO6HNLTBA Ail040i PEHOBUHMN Ta
anbTepHaTMBHOI AinbHULi Labor LS SE & Co.KG,
Mangelsfeld 4, Bad Bocklet-Grossenbrach, 97708
Germany A5 TecTyBaHHS filo40i peyoBMHM 3a
nokasHvkom Bioburden. TepmiH BBeZeHHSA 3MiH -
nicns 3aTBepAKeHHs BifnoBigHOT HACTYNHOI 3MiHK
3a Tunom |16 Wwoa0 BBeAEeHHS A0AATKOBMX
LOiNbHULB BUPOBHULITBA.

136. | KOMIPHATI | KOHLieHTpaT Ans gucnepcii Mdpaiizep CLWA Mdpaiizep Benbrisi/ BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiais: 3a UA/18592/01/01
COMIRNATY ONs iH'exuii, 1 dpnakoH Eiiy.Ci.Mi. MeHtohekyypuHr HimeuumHa | 3minHu Il TNy - 3MiHW 3 SKOCTIi. [OTOBWIA NikapcbkWin | peyenmom
™ (0,45 mn) micTuTb 6 403 MO Kopnope#iuH Benbria HB, Benbris; 3aci6. MpoekTHWI NPoCTip Ta nicnspeecTpaviiHni

30 wmkr; 195 chnakoHiB y BaiioHTek NPOTOKO/ yNpaB/liHHA 3MiHaMW. BHECeHHs 3MiH
KapTOHHIlA KopoobLi MeHtohekyypuHr nicnsa 3aTBepXeHHs MPOTOKO/Ty yNpaBiHHA
m6X, HimeuyunHa 3MiHamMu A5 TOTOBOTO JiKapCbKOro 3acoby -
BBepgeHHs nicispeecTpauiiHoro NpoTokosy
ynpasiHHA 3MiHAMK1 3 MeTOl0 AoAaBaHHSA HOBOT
BMPOGHUYOI AinbHULi BioNTech Manufacturing
Marburg GmbH, Emil-von-Behring-Strasse 76,
Marburg, 35041 Germany 519 BUPOGHMLTBA
BNT162b2 Bulk Drug Product. TepmiH BBeEHHSA
3MiH - Nic/1a 3aTBepAKEHHS BiAMOBIAHOT HACTYMHOI
3MiHK 3a TMNom |6 Woao BBEAEHHA [0AaTKOBUX
AiNbHULb BUPOBHULTBA.
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
137. | KOMIPHATI/ KOHLEeHTpaT ans gucnepcii Mdpaiizep CLWA Mdpaiizep Benebrisi/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/18592/01/01
COMIRNATY 4ns in'exuii, 1 donakoH EiAy.Ci.Mi. MeHtohekyypuHr HimeuunHa 3MiHu | TUNY - 3MiHK 3 siKocTi. A®I. MpoeKTHWiA peyenmom
™ (0,45 mn) micTnTb 6 403 MO Kopnope#iLuH Benbria HB, Benbris; NPOCTIp Ta NicnApeecTpaLiiH1in NPOTOKON
30 mkr; 195 chriakoHiB y BaiioHTek ynpaB/iHHA 3MiHaMK. BnpoBamxeHHs 3MiH, L0
KapTOHHIlA KopooLi MeHtohekyypuHr nepegbayeHi y 3aTBepkeHoMy NpoTOKOi
vM6X, HimeuunHa ynpasiHHA 3MiHaMK (BNPOBAMKEHHS 3MiHN ANA
6i0/10riYHOro/iMyHO/OrYHOr 0 NiKapCbKOro 3acoby)
- BHeceHHs 3MiH, Lo nepefbaveHi y
3aTBEPAKEHOMY NPOTOKOAI yNpaB/liHHA 3MiHamu, a
came foJaHHS BUPOGHMYOT AinbHuLi BioNTech
Manufacturing Marburg GmbH, Emil-von-Behring-
Strasse 76, 35401 Marburg, Germany siK
anbTepHaTMBHOIO BUPOGHMKa AdI, BKItoYaKun
KOHTPO/b SKOCTI, Ta BUPOOHUYOI AinbHULi Labor
LS SE & Co.KG, Mangelsfeld 4, Bad Bocklet-
Grossenbrach, 97708 Germany sk
aNbTepHaTMBHOI AiNbHUL 415 TecTyBaHHA APl 3a
nokasHukom Bioburden.
138. | KOMIPHATI / KOHLeHTpaT Ans gucnepcii Mdpaiizep CLWA Mdpaiizep Benbris/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasnis: 3a UA/18592/01/01
COMIRNATY 4ns in'exuii, 1 donakoH Eiiy.Ci.Mi. MeHiohekUypuHr HimeuunHa 3MmiHu | TUNY - 3MiHK 3 siKOCTi. FOTOBMIA Nikapcbkuid | peyenmom
™ (0,45 mn) mictuTb 6 403 MO Kopnope#iLuH Benbria HB, Benbris; 3aci6. MpoekTHMIA NpocTip Ta nicnapeecTpauiiiHuii
30 mkr; 195 chnakoHiB y BaiioHTek NPOTOKO/ YNpaBniHHA 3MiHaMW. BHeCeHHA 3MiH,
KapTOHHIlA KopooLi MeHtiohekUypuHr 10 nepeabayeHi y 3aTBepaKeHOMy NpOTOKOAI
mM6X, HimeuunHa ynpas/iHHA 3MiHaMW (BHECEHHS 3MiHW 415
6i010riYHOro/iMyHO/OrYHOrO NiKapCbKOro 3acoby)
- BHeceHHs 3MiH, Lo nepefbaveHi y
3aTBEPAKEHOMY NPOTOKOAI yNpaB/liHHA 3MiHamu, a
came [oJaHHs HOBOT BUPOBHUYOI AiNbHULI
BigNoBigas/IbHOT 3a BUPOOHULTBO NiMigHUX
HaHouyacTok (LNP) Ta 6as1Ky rotoBoro npogykTy
BNT162b2. 3anponoHoBaHo: BaiioHTek
MeHtodekuypuHr Map6ypr Mm6X / BioNTech
Manufacturing Marburg GmbH Eminb-thoH-bepiHr-
LTpace 76, 35041 Map6ypr, HimeuunHa / Emil-
von-Behring-Strasse 76, 35041 Marburg,
Germany.
139. | KOMAKCOH® | po3uuH ans iH'ekuiin, 20 TOB "TeBa Ykpaina BMPOGHULITBO 3a I3painb/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/6307/01/01
-TEBA Mmr/mn; no 1 mn npenapary YkpaiHa" NOBHUM UuKIOM: TeBa Benuka 3MiHu || TUNY - 3MiHW BHECEHO A0 IHCTPYKUIT ANns peyenmom
y nonepegHbL0 dapmaueBTikan BputaHis/ MeAMYHOro 3acTOCYBaHHA /iKkapCbKoro 3acoby A0
HanoBHEHOMY LLUNPWL; NO IHpacTpi3 NTa,., HigepnaHan po3ginis "Cknag', "®apmakotepanesTuyHa rpyna”
1 nonepefHLO 13paine; BUpo6HULTBO | / YroplumHa/ (BHECEHO HEe3HauHi peaakLiiiHi npaBkw),
HanoBHEHOMY LUNPULY B 3a MOBHUM LIMK/IOM: I13painsb "®apmakonoriyHi BracTneocTi”,
KOHTYPHIli YapyHKOBIi HopToH Xernckea "MpoTunokasaHHA","B3aemopis 3 iHWMMU
ynakoBLi 3anasHiii Nimiteq T/A AUBEKC nikapcbKMK 3aco6amu Ta iHLWWi BUAW B3aemogiii",
nanepom 3 MapKyBaHHAM dapmacbloTrKans, "Oco6MBOCTI 3acTOCyBaHHSA", "3acTOCYBaHHS y
YKPaiHCbKOK MOBOK a60 Benvika bputaHisi; nepiog, BariTHOCTi abo rogyBaHHs rpygat”,
no 1 nonepegHLo KOHTPONb cepii (NoBHe "Cnoci6 3acTocyBaHHsa Ta fosu", "Aitn",
HanoBHEHOMY LLNPULY B TECTYBaHHA, "Mepego3yBaHHA", "M06IYHI peakuii”. BBegeHHs
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

KOHTYPHIli YapyHKOBIi
ynakoBLji 3anasiHili
NiBKOK 6e3 MapKyBaHHS;
no 28 nonepegHbo
HaMoOBHEHWX LUMPULIB Y
KOHTYPHUX YapyHKOBUX
yMakoBKax y KapTOHHii
Kopooui

BK/THOHAIOUN Ha
CTePUIIbHICTb Ta
H6akTepianbHi
©HA0TOKCUHN, ane
OKpiM 6ionoriyHoro
TECTYBaHHS):
dapmaxewmi B.B.,
HigepnaHaw;
KOHTPO/b cepii (TiNbku
6ionoriuHe
TEeCTyBaHHs):

AT dapmaueBTUYHNI
3aBofg TEBA,
YropLyHa; KOHTPob
cepii (aHaniTnyHe
TecTyBaHHA Ta
BMBYEHHSA
CTabiNIbHOCTI):
MnaHTekc Nita. ,
I3painb
KOHTPO/b cepii (TiNbku
6ionoriuHe
TecTyBaHHs): ABiK
nr1a., 13paine;
KOHTpOsb cepii
(aHaniTnyxe
TecTyBaHHA Ta
BUBYEHHSA
cTabinbHoOCTI):
Asia Kemikan
IHpacTpi3
Nta. I13pains

3MiH NpoTArom 3-x MicALiB Nicns 3aTBepMKEHHS

140.

KOPUH®AP®
PETAP[,

TabneTkn NPOJSIOHrOBaHOI
Aji no 20 mr, no 10
Tabnetok y 6nictepi; no 3
6nictepy B kopo6uj; no 50
ab6o 100 TabneTok y
thnakoHi; no 1 dpnakoHy B
Kopobu,i

TOB «TeBa
Ykpaina»

Ykpaina

MNIBA Xpsartcka
4.0.0.

Xopsaris

BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasis:
3MiHa 3asiBHMKa (BnacHWKa peecTpauiiHoro
noceigueHHs) (3rigHo Hakasy MO3 Big 23.07.2015
Ne 460). 3miHK | TURY - 3MiHK Wo[0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHux npo
cucTtemy chapmakoHarnsgy (BBefeHHs
y3ara/ibHeHNX JaHnx npo cuctemy
hapMakoHarnsgy, 3amiHa ynoBHOBaXKeHOT ocobu,
BiANOBIAA/IbHOI 32 34iICHEHHSA hapMmakoHarnsaay;
KOHTaKTHOI 0c0bM 3 hapMakoHarnagy 3asBHMKa
AnA 3pjiiicHeHHs hapMakoHarnsay B YkpaiHi, sAKLLo
BOHa BiJMiHHA Bif, yNOBHOBaXKeHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay
(BKTHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3miHn y
pO3MilLeHHI MacTep-ghaiina cuctemu

3a
peyerimom

UA/9815/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
hapmakoHarnsgy). 3miHa ynoBHOBaXeHoi 0cobu
3asBHVIKa, Bi4NoBIAa/IbHOT 3a hapMakoHarnsag.
[itoua pepakuis:Orit Stern-Maman. MNponoHosaHa
pepakuisi: buctposa OkcaHa BitaniiBHa. 3miHa
KOHTaKTHUX AaHMX YNOBHOBaXKeHOi 0cobm
3asBHMKA, BiANOBIAaIbHOI 3a hapmakoHarnsg.
141. | NEBEMIP® pO34uH ANa iH'ekuiid, 100 A/T Hoeo [aHis BUPOGHUK Lanisa/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/4858/01/01
®JIEKCAEH® | Of/mn; no 3 Mny Hopgaick Hepo3ghacosaHo20 PpaHuis/ 3MiHK | TUNY - AOMIHICTpaTUBHI 3MiHW. BunyyeHHs | peyenmom
KapTpuaxi; no 1 rpooykmy, Bpasunis BMPOGHMYOI AinbHUL (BKNOYAKUN AiNbHUL ANs

KapTpuaxy B
6araTo030Biii
0/HOpa30Bili WnpuL-
pyuui; no 1 a6o 5 wnpuu-
PYYOK Y KapTOHHIi Kopo6Lyi

HarosHeHHs1 B
leHpin®, nepsuHHa
yrnakoska, KOHmMpo/ib

sikocmi ma
BiornosioasnbHul 3a

Buryck cepili

KiIHYeB020 Mpooykmy:
A/T Hoso Hopgick,
[NaHis;
BUPOBGHUK rPOOYKUil 3a
MOBHUM YUK/TIOM:
Hoso Hopgick
MpogatokcboH CAC,
dpaHuis;

MapKysaHHs ma

ynakoska
PrnekcleH®,
BMOPUHHE NaKyBaHHS:
A/T Hoso Hopgick,
[aHis;

BUPOBHUK 07151

36upaHHs,

MapkysaHHs ma

ynakoska
®rekclleH®,

BMOPUHHE rnaKyBaHHS!

A/T Hoso Hopgick,
JaHis;
BUPOBHUK
Hepo3ghacosaHol
npooykuyir,
HaroBHeHHS 8
lNeHin®, nepsuHHa
ynakoska ma
36upaHHs,
MapKysaHHs ma
ynakoska
dnekclleH®,

BMOPUHHEe NnakKyBaHHSA.

A®I, npomiXHOro NpoayKkTy abo rotoBoro
NiKapcbKoro 3acoby, AiNbHULL 415 NPOBEAEHHS
nakyBaHHs, BUPOGHMKa, BiANoBigasIbHOro 3a
BWMYCK Cepiii, MicLLe NPOBEAEHHS KOHTPOJIHO cepil)
a60 noctavyasibHMKa BUXIAHOTO MaTepiany,
peareHTy abo [AONOMDKHOI PEYOBUHM (SIKLLO
3a3HavYeHo y A0CbE). BunyyeHHs BUpoGHMYOT
GYHKLiT «BUpoBHUK Ansa 36upaHHa» ons
BMpo6Huka A/T HoBo Hopgaick, Xannac Anne, OK-
4400 KanyHg6opr, Aanis (Novo Nordisk A/S,
Hallas Alle, DK-4400 Kalundborg, Denmark).
HacTynHi BUpo6HWYI hyHKLT 3anmLwaoTbesa y
BULLE3a3Ha4YeHOoro BUpPobHMKa: MapkyBaHHs Ta
ynakoska ®nekcleH®, BTOPUHHE NakyBaHHS.
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
Hoso Hopgick
Mpoaykao
dapmaceyTika fo
Bpasinb NIToa.,
Bpasunis
142. | NOMNEPAMIA, | TabneTkn no 2 mr, no 10 ToBapucTBoO 3 YkpaiHa BCi cTagil YkpaiHa BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 6e3 UA/8232/01/01
Yy Tabnetok y 6nictepax; no 06MexeHo BMPOGHMLITBA, 3MiHK | TUNY - AOMIHICTPaTMBHI 3MiHU. 3MiHa peyenma
FAPOXNMOPU | 10 TabneTok y 6nicTepi, BiANoBiAabHI KOHTPO/b SKOCTI, HaliMeHyBaHHs Ta/abo agpecy Micus
A"o3" no 1 a6o 2, a6o 3 CTHO BWMYCK Cepil: NpoBafKeHHs AiSNbHOCTI BUPO6HUKa/imnopTepa
6nictepy B nauui "flocnigHwiA ToBapwvCTBO 3 roTOBOrO NiKapCcbKoro 3acoby, BKkIoHaoun
3aB0[, 06MeXeHo AinbHWLI BUNYycKy cepii abo micue npoBefeHHs
"rHuIC! BiANOBIAALHICTIO KOHTPO/IIO SKOCTI. (AiANbHICTb, 3a AKy BignoBifae
"[locnigHwii 3aBog, BMPOGHMK/IMNOPTEp, BK/IKOYAKUM BUMYCK Cepild) -
"THUIC", 3MiHa agpecu Bupo6Huka 13 ToBapncTBO 3
YkpaiHa; obmexeHoto BignosiganbHicTio "@APMEKC
BCi cTagii FPYM", YkpaiHa (Bci cTagii BUpobHMLTBa,
BMPOBHULTBA, KOHTPOb AKOCTI, BUMNYCK cepii), 6e3 3mMiHu Micus
KOHTPO/b SKOCTI, BMPO6GHMLUTBA. 3MiHM BHECEHI Y po3in
BUNYyCK cepil: "MicLe3HaxomkeHHs BUpO6HMKa Ta ioro agpeca
ToBapucTBo 3 MicLs NPOBaMKEHHS AiSNIbHOCTI" B IHCTPYKLitO AN
0bMexeHot MeAMNYHOro 3aCTOCYBaHHSA Ta SIK HaC/ifoK -
BiANOBIAA/IbHICTIO BiANOBIAHI 3MIHW Y TEKCTi MapKyBaHHS ynakoBKU
"@APMEKC IpPyn", nikapcbKoro 3acoby. BeefeHHs 3MiH NpoTArom 6-
YkpaiHa,; TN MicsLiB nicns 3aTBEpPAKEHHS.
BCi cTagii
BMPOBHULTBA,
KOHTPO/b SKOCTI,
BUNYyCK cepil:
ToBapucTso 3
06MeXeHoI0
Bi4nNoBiAaIbHICTIO
"®apmaueBTnyHa
KomnaHis "3gopos'sa",
YKpaiHa
143. | MABIPET TabneTkun, BKpUTI E66BI LBeliuapis BMPOGHULITBO, Himeuunna/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/18645/01/01
NAiBKOBOK 060/TI0HKOI0 Biochapmacbto nakyBaHHs Ta Ipnangis 3MiHM | TMNY - AGMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
100 mr/40 mr; Ne 84: no 3 Tikan3 MmeX TecTyBaHHA HalilMeHyBaHHs Ta/abo agpecy 3asiBHMKa
Tabnetkn y 6nictepi; no 7 NPOMIXHOro (BNacHuKa peecTpauiiiHoro NocBigYeHHs1) 3MiHa
6n1icTepiB Y KAPTOHHIN ekcTpygaTy; agpecy 3asiBHMKa: 3MiHM BHECEHO B KOPOTKY
KOpOOGLLi; 4 KAPTOHHI TecTyBaHHSA XapakTepucTuky fikapcbKoro 3acoby y p. "BnacHuk

KOpPOGKM y rpynoBiii
ynakoBLi

nikapcbKoro 3acooby,
nepBrHHE Ta

BTOPUHHE MaKyBaHHS,
BUMNYCK cepil:

E66Bi [joinuneHs
vm6X i Ko. KT,
HimeuuunHa;

BMPOGHULITBO

peecTpauiiHoro noceigyeHHs"
(micuesHaxomKeHHs).
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

nikapcbKoro 3acooby,
TECTYBaHHs:

®ypHbE SlabopaTopi3

Alipneng Nimiteg,
IpnaHgis

144.

ME/IOCCO

Tabnetku no 7,5 mr no 10
Tabnertok y 6nictepi; no 2
6nictepy y nauui 3
KapToHy; no 20 TabneTok y
6aHuj; o 1 6aHui y nayuj 3
KapToHY

TOB HB®
"MIKPOXIM"

Ykpaina

TOB HB®
"MIKPOXIM"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis:
3MiHM | TUMy - 3MiHK Woa0 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHn oo
y3aranibHeHVX faHnx npo cuctemy
dhapmakoHarnsgy (BBefileHHs y3araslbHEHUX AaHNX
npo cuctemy hapmakoHarnsgy, amiHa
YNOBHOBaXXEHOT 0CO6M, BignoBiganbHOI 3a
34ilicHeHHA hapMakoHarnagy; KOHTaKTHOT 0cobu 3
chapmakoHarnsgy 3asaBHUKa AN 34iACHEHHS
hapMakoHarnagy B YkpaiHi, SKLO BOHA BigMiHHA
BiJl yNOBHOBaXeHOI 0cobu, BiAnoBifanbHOT 3a
3[jficHeHHs1 hapMakoHarisay (BkIYarum
KOHTaKTHi AjaHi) Ta/abo 3MiHW Y PO3MilLEHHI
macTep-paiina cuctemn hapmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHNX YNOBHOBaXeHOI 0cobm
3asBHMKa, BiANOBIAaIbHOI 3a hapMakoHarnsg,
3miHa agpecw 34jiCHEHHS OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnagy. 3MiHa MicLe3Haxo4KeHHs
MacTep-thaiina cuctemm hapmakoHarnsgy

3a
peyerimom

UA/18276/01/01

145.

MENOCCO

Tabnetku no 15 mr no 10
Tabnetok y 6nictepi; no 2
6nictepn y nauuj 3
KapToHy; no 20 TabneTok y
6aHUj; no 1 6aHui y nayui 3
KapToHY

TOB HB®
"MIKPOXIM"

YKpaiHa

TOB HB®
"MIKPOXIM"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHM | TUny - 3MiHK Woao 6esnekn/ethekTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHn go
y3arasibHeHNX JaHnx nNpo cucTemy
thapmakoHarnagy (BBefeHHs y3arasibHeHUX faHnx
npo cuctemy hapmakoHarnsgy, smiHa
yNOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a
34ilicHeHHA (hapMakoHarnaay; KOHTaKTHOT 0cobu 3
hapMakoHarnsay 3asiBHuUKa Ans 34ilCHeHHs
thapmMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
Bifl yNOBHOB&aXXeHOI 0CO6MU, BiANOBIfa/IbHOT 3a
3ilicHeHHs chapMakoHarisgy (Bkovaroun
KOHTaKTHi faHi) Ta/abo 3MiHWN Y PO3MiLLEHHI
macTep-haiina cuctemu hapmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHX YNOBHOBaXKEHOI 0cobm
3asBHVKa, BigNoBiAa/IbHOT 3a hapMakoHarnsag.
3MiHa agpecy 34iliCHEHHSI OCHOBHOT fii/IbHOCTi 3
hapmakoHarniagy. 3miHa MicLe3HaxomKeHHs
macTep-haiina cuctemun chapmakoHarnsgy

3a
peyenmom

UA/18276/01/02

146.

MEHAKTPA®
1
MENACTRA®

PO34MH ANs iH'eKLiii no 1
n£o3i (0,5 mn) y donakoHi,
no 1 a6o no 5 dpnakoHis y

CaHodi
MacTtep IHK.

CLA

BTOPVHHE NaKyBaHHS,

BWNYCK CepiiA:
CaHodpi-ABeHTiC

YropwwHa/
KaHaga/
CnonyyeHi

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus

3a
peyerimom

UA/17509/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
BAKLUVHA KapTOHHI KopobLi 3 Mpaisit Ko. N14,., LWTatn NpoBaPKEHHS AiSNbHOCTI BUpobHUKa/imnopTepa
MEHIHITOKOK | mapkyBaHHAM Mnatdpopma noricTuku (CWA) roTOBOrO /IiKapCbKOro 3acoby, BK/IYauu
OBA YKPaiHCLKOK MOBOIO; Ta AucTpunbyLii y m. AinbHULI BUNYCKY cepii abo MicLe npoBeAeHHs
MONICAXAP no 1 a6o no 5 chnakoHiB y Bypanewr, KOHTPOJI0 SIKOCTI. (AiANbHICTb, 3a Ky BignoBifae
NAHA KapTOHHI KopoobLi 3 YropLmHa; BMPOGHMK/IMNOPTEpP, HE BK/IKOUAKUM BUMYCK Cepili)
CEPOIryn MapKyBaHHSIM iHO3EMHO0 KOHTPO/b AKOCTI in MpvBeAeHHA HaliMeHyBaHHS BUPOGHYKa,
A,C,YTA W- | MOBOI Ta yKpaiHOMOBH/M VivO Npu BUNYCKY: BiANOBIAA/IbHOIO 3a BTOPMHHE NakyBaHHs, A0
135 CTUKEPOM Ha KapTOHHIlA CaHodpi Mactep BUCHOBKY LLOA0 NiATBEPAKEHHS BigNOBIAHOCTI
KOH'IOrOBA KopobLi (cTaHgapTHO- Niviten, Kanaga; BMPOGHULITBA NiKAPCbKNX 3aC06iB BUMOram
HA €KCMopTHa yNakoBKa); BMPOGHMLTBO, HaeXHOT BUPOOHNYOT NPaKTUKN [lepxiKcayxou.
OVNOTEPIAH no 1 a6o no 5 gpnakoHis B HanoBHEHHS, TepMiH BBEAEHHS 3MiH NPOTAroM 6 micAuiB nicns
nm CTaHAApPTHO-EKCMOPTHIl KOHTPOb AKOCTI, 3aTBEPMKEHHS. 3MiHW | TNy - 3MiHK 3 AKOCTI.
AHATOKCWMH | ynakoBLj, Ska MiCTUTbCS B NepBrHHE MakKyBaHHS, oTOBMIA NiKapcbkuii 3aci6. 3MiHW y BUPOOHULTBI.
OoM KapTOHHI KopoobLi 3 MapKyBaHHS, 3MiHa iMnopTepa/3miHu, L0 CTOCYIOTLCS BUMYCKY
IHCTpYKUieto ans BUNPOOYBaHHSA cepii Ta KOHTPOIO SIKOCTi TOTOBOrO NiKapCbKOro
MeJMYHOro 3aCTOCYBaHHS cTabinbHoCTI, 3acoby (3amiHa abo JofaBaHHsA BUPOOHNMKA, L0
BTOPWHHE NaKyBaHHSA BignoBifae 3a BBe3eHHA Ta/abo Bunyck cepii) - He
Ta BUNYCK cepiii: BK/IO4AI0UM KOHTPOb/BMNPOGYBaHHSA cepii -
CaHodpi MacTep IHk., [lopaBaHHsa BUpOOHUKa, LLO BigNOBigae 3a BUMYCK
CnonyueHi WTatn cepii. 3MiHV BHOCATbCS 40 peecTpauiiiHoro
(CWwA) nocsigyeHHs, MKH, TekcTy mapkyBaHHA Ta
IHCTPYKLT AN MeANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby. TepMiH BBeEHHS 3MiH
npoTsArom 6 micsuiB nicns 3aTBEPAKEHHS.
147. | MEMIBAKAIH | nopoLuok KpucTanidHuii TOB Ykpaina C.LM.C. C.P.N1. ITanis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: - UA/10732/01/01
Yy (cybcTaHuis) y noagiiHmnx "bapmaveBTu 3MiHu | TNy - nogaHHs oHosneHoro CEP R1-CEP
FIAPOXNMOPU | nonieTuneHoBMx naketax YyHa KOMMaHis 2010-129-Rev 02 (nonepegHs Bepcis R1-CEP
A Ons dpapmaueBTUYHOro "3p0pos'a” 2010-129-Rev 01) ansa cybcTaHuii MeniBakaiHy
3aCTOCYyBaHHSA ri4pOXN0puA Bif, 3aTBEPAXKEHOTO BUPOOHMKA
S.LM.S. S.R.L,, Italy, Ta six Hacnifok NnpuBeaeHHs
cneundikauii i MeTo4iB KOHTPOSIKO 3a NoKa3HMKaMu
«Onue», «lpeHTudikadis», «CynposigHi
OOMILKM», «[Jomilika A», «Baxki meTanu» go
BUMOT MOHorpadii €®, Ta «3aMLLKOBI KifIbKOCTI
OpraHiyHMX po34mHHKKIB» A0 BUMOr CEP
148. | MEPAJIC®A cnpeii HaszalbHWIA, PO3YMH AapaH- Xopgaris AapaH-TaneHcbknii Xopsaris BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiais: 6e3 UA/17967/01/02
AOBAHC 0,1 %, no 10 mny [aneHcbkuit Na6opaTopin a.4. 3MiHM | Tuny - 3MiHK 3 SKOCTi. FOTOBWIA Nnikapcbkuii | peyenma
hnakoHi 3 A03yUnm Nab6opartopiii 3aci6. 3MiHV Yy BUPOOHULTBI. 3MiHa po3mipy cepii
npucTpoem Nel o.4. (BK/HOYAlOUM gianasoH po3mipy cepil) roToBOro
nikapcbKoro 3acoby (36inbweHHs go 10 pasis
MOPIBHAHO i3 3aTBEPKEHUM PO3MIPOM) -
BBE/leHHS [0A4aTKOBOro PO3Mipy cepii roToBoro
nikapcbkoro 3acoby. 3anponoHoBaHo: 1000 kr
(eksiBanieHTHO 82644 chnakoHam), 1200 Kkr
(ekBiBanieHTHO 99173 conakoHam), 3000 kr
(ekBiBaIEHTHO 247932 donakoHam)
149. | METUWANPEQR | kpucTaniyHuii nopoLok MPAT Ykpaina CumbioTika Manaiisis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: - UA/14195/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

HI3ONOHY
ALEEMOHAT

(cybcTaHuis) y noasiiHmnx
NoNieTUIEHOBMX NakeTax
4ns hapmaleBTMYHOro
3aCTOCYBaHHS

"OITOPAPM"

CnewwmveniTi

IHrpigieHTc CaH. bxa

3MiHu | Tuny: 3miHm 3 AkocTi. A®I. KoHTponb A®I.
3MiHa y MeTofax BunpobyBaHHa APl abo
BMXiAHOro Martepiany/npomikHOro
NPoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTBa A®I (iHWi 3MiHK y MeToAax
BMNpPo6yBaHHA (BK/IOYauM 3amiHy abo
[0NoBHEHHS) AdD| abo BKXiAHOro/NpoMiKHOro
NPOAYKTY)- 3MiHW y MeToAax KOHTPO/to 3a n.
«KinbkicHe BM3HAYEHHs» - 3aMiHa MeToay 3
apcopbuiiiHoi cnekTpodyoTomeTpii Ha BEPX,
[ofAaBaHHA nocunaHHA Ha EP. 2.2.29, 3rigHo
3MiHaMm y DMF Brpo6HuKa. 3minu | Tuny: 3MiHn 3
AakocTi. A®I. (iHwWwi 3mMiHK) - oHOBNEeHHA DMF y
po3sfinax: «PO34YNHHICTb» - YTOUHEHHS,
«laeHTudikauis. MeTunnpegHi3onoHy auenoHar» -
YTOYHEHHS, A0AaBaHHA NocunaHHA Ha EP,
«Temnepartypa nnas/ieHHs» - MOCUIaHHA Ha EP,
«BTpaTa B Maci npy BUCYLLYBaHHI» - YTOYHEHHS,
nocunaHHs Ha EP, «CynpoBigHi JoMiLLKu» -
YTOYHEHHS1, NOCUNaHHA Ha EP, «3annLukoBi
KifIbKOCTi OpraHiyHnX PO34NHHUKIB» YTOUHEHHS,
nocunaHHA Ha EP, «YnakoBka», «YMOBU
36epiraHHa», «TepMiH NpuaaTHOCTI». 3MiHu |l
T1ny: 3miHmn 3 AkocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo gonycTUMmx
MeX, BU3HaYeHuX y cneumdikayisx Ha A®l, abo
BUXiAHWA/NPOMDKHWIA NpoAyKT/pearexT, Wwo
BMKOPWCTOBYIOTbCS Yy Mpoueci BupobHuutea AdI
(3miHa No3a Mexamu 3aTBEPKEHOro AianasoHy y
cneuudikauii Ha A®I) - 3MiHKM y cneundikauii
3rigHo 3MiHaM y DMF BMpOGHMKa: «PO3YMHHICTb> -
YTOUHEHHS, «laeHTudikauis. MeTunnpeaHi3onoHy
auenoHaT» - yTOYHEHHS, A0AaBaHHSA NOCUNaHHSA
Ha EP, «Temnepatypa nnaBneHHA» - PO3LUNPEHHA
OonycTUMUX Mex cneumdikauii. Ak HacnigokK 3MiH
y po3gini "KinbkicHe BU3HaYeHHS", 3MIHIOETbLCS
po3gin "Cknag" MKA N3 (3aTBepaKeHo:
cybCTaHUist MICTUTb MeTUNnpeaHi30N0Hy
auenoHaTy He MeHwe 97,0 % i He 6inblwe 103,0 %
y nepepaxyHKy Ha CyXy pe4yoBuHY,
3anpornoHoBaHo: MEeTUNPELHI30/10HY auenoHarty
He MeHLwe 98,0 % i He 6inble 102,0 % y
nepepaxyHky Ha CyxXy pevyoBUHY).

6e3

UA/17139/01/01

150.

ME®EHAMIH
OBA
KUCNOTA

Tabnetku no 500 mr, no 10
Tabnetok y 6nictepi, no 2
6nictepy B navi

MPAT
"OITOPAPM"

YKpaiHa

MPAT "®ITODAPM"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHM | TUNY - 3MiHK 3 SKOCTI. FOTOBMIA NiKapCbKuii
3aci6. Onuc Ta cknag,. 3miHa y cknagi
(4ONOMDKHMX peYOBUHAX) rOTOBOrO NiKapCbKOro
3aco6y (iHWi AoNOMKHI peyoBuHW) - Byab-sika

peyenma
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Howmep

Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

peecmpayiliHo2o

nocsio4YeHHs

He3HayHa 3MiHa KifIbKiCHOro cknagy AOMOMIKHUX
PEYOBUH Y TOTOBOMY JlikapCbKOMy 3acobi - 3MiHa
KifIbKICHOTO CK1agy A0MNOMDKHUX PeYOBUH
KPOXMaU1to KapTOMn/IAHOTO Ta KPOCMOBifOHY

UA/15309/01/01

151.

MIZTIKCONn

po34nH N8 iH ekuin, 15
mr/1,5 mnno 1,5 mn 8
amnynax no 5 amnyn B
KapTOHHIW nayv,i

3AT
"®apmnira”

JnToBcbKa
Pecny6nika

XENM C.A.

Ipevis

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis:
3MiHM | TUMy - 3MiHK Woa0 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHn oo
y3aranibHeHVX faHnx npo cuctemy
dhapmakoHarnsgy (BBefileHHs y3araslbHEHUX AaHNX
npo cuctemy hapmakoHarnsgy, amiHa
YNOBHOBaXXEHOT 0CO6M, BignoBiganbHOI 3a
34ilicHeHHA hapMakoHarnagy; KOHTaKTHOT 0cobu 3
chapmakoHarnsgy 3asaBHUKa AN 34iACHEHHS
hapMakoHarnagy B YkpaiHi, SKLO BOHA BigMiHHA
BiJl yNOBHOBaXXeHOI 0co6Wu, BiAnoBifanbHOT 3a
3[jficHeHHs1 hapMakoHarisay (BkIYarum
KOHTaKTHi AjaHi) Ta/abo 3MiHW Y PO3MilLEHHI
macTep-paiina cuctemn hapmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHNX YNOBHOBaXeHOI 0cobm
3asBHMKa, BiANOBIAaIbHOI 3a hapMakoHarnsg,
BBefeHHs iHchopmal,i Lwoao mactep-gainn
cuctemmn chapmakoHarnsgy Ta ioro Homep.
BBefeHHs iHchopma,i LWoAo Micus 34iiCHeHHA
OCHOBHOI ZliANbHOCTI 3 hapmakoHarnsay

3a
peyerimom

3a

UA/11519/01/01

152.

MIDEHAKC®
(MOBTOPHU
1 PO3rnsAg)

Kancynu teepgi no 250 mr
no 10 kancyn y 6nictepi,
no 3 a6o 10 6nicTepiB y
KopooLi

TOB "TeBa
YkpaiHa"

Ykpaina

AT dapmaLeBTUYHMIA

3asog TEBA

YropLumHa

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHK | TUNY - NOAAHHS OHOB/IEHOTO cepTudikaTa
BiANoBigHOCTI E€Bponeiickkili hapmakonei Ne R1-

CEP 2005-239-Rev 04 ans fito4oi peyoBuHu
MikodheHonaty ModheTusy Bif BXXe 3aTBEPAKEHOr0

BMpo6HMKa Teva Czech Industries s.r.o., Czech
Republic, y Hacnifok 3mMiHM NOLWTOBOrO iHAEKCY Y

agpeci BUPOGHMKa MPOMIKHOTO NPoAyKTy 6e3
3MiHM MiCLA NPOBAXEHHA OiANbHOCTI;
He3HaYHMX 3MiH Y MeToAMLI BU3HAYEHHS

3a/IMLLIKOBMX PO3YMHHYKIB; NOBTOPHOI Bavtigaui

METOAMKM BU3HAYEHHS CYMPOBIAHUX AOMILLOK Ta

OHOB/IEHHSA 3BITY 3 BanifaLii; peAakyifiHnx
OHOB/IEHb B MacTep-aiin Ha A®I Ta iHWnX

He3HaYyHMX 3MiH B 3aKpMTUX po3dinax mactep-

thaiiny Ha AdI

peyenmom

UA/13449/01/01

153.

MOAENNb
AHTU

TabneTku, BKpUTI
NNiBKOBOK 060/I0HKO, NO

21 TabneTtuj y 6nictepi; no

TeBa
dapmaLeBTika

I13painb

N lHgacTpi3

MNIBA XpBartcka

[.0.0., XopBaris

(4038BiN Ha BMOYCK

Xopsaris/
HimeyunHa

BHECEHHS 3MiH [0 peecTpauliiHux maTepiasiis:
3MiHW | TUNY - 3MiHW BHECEHO [0 IHCTPYKLUIT AnA
MEeAMYHOIo 3aCTOCYBaHHS NikapCbKOro 3acoby y

3a
peyenmom
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
1, abo no 3, abo no 6 nra. cepii); Xaynt ®apma po3ainu: "MpoTunokasaHHs", "B3aemogis 3 iHWyMu
6nictepiB y Kopobui MioHcTep M'vbX, nikapcbk1MK 3acobamMu Ta iHLWi BUAM B3aeMoSiid",
HimeuunHa "Oco6nmBOCTI 3acTOCyBaHHA" BigNoBIAHO A0
(BMpPOGHMLTBO OHOBJIEHOT iHdhopMaLii 3 6e3nekn gitoyoil
Hepo3dhacoBaHOl peyoBUHW. BBeEeHHS 3MiH NpoTAroM 3-x MicsLiB
NPOAYKLUIiT, NepBNHHA nicns 3aTBEPAKEHHS
Ta BTOPMHHA
ynakoBka, KOHTPO/Ib
cepii)
154. | MOAEN/b TabneTku, BKpUTI TOB "TeBa Ykpaina OmaH Xopsaris BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasnis: 3a UA/13889/01/01
nPo NAiBKOBOK 0H60/I0HKOID, NO YkpaiHa" $apmacbloTukan 3MiHW | TUNY - 3MiHW BHECEHO [0 IHCTPYKLUIT Ans peyenmom
21 TabneTuj y 6nictepi; no MpopgakTtc Komnawi Me[MYHOro 3aCTOCYBaHHS NMiKapCbKOro 3acoby y
1 a6o 3, abo 6 6nicTepiB B TOB, CyntaHat OmaH po3ainu: "rpoTunokasaHHsa", "B3aemogis 3 iHWnMmu
Kopobui (BUPOGHULTBO nikapcbkrMK 3acobamu Ta iHLWi BUAM B3aeMoSiid",
Hepo3dacoBaHol "Oco61MBOCTI 3aCTOCYyBaHHA" BigMNOBIAHO A0
NPOAYKLUiT, NepBUHHA OHOBJIEHOI iHhopMaLii 3 6e3nekn aitouoil
Ta BTOPMHHA PeyOoBUHW. BBEAEHHS 3MiH NPOTAroM 3-x MicsLiB
ynakoBKa, KOHTPO/1b nicns 3aTBepKEHHS
cepii); M/1IBA
Xpsarcka f4.0.0.,
XopsarTis (£03BiN Ha
BUNYCK cepil)
155. | MOAEN/Ib TabneTkun, BKpUTI TOB "TeBa Ykpaina BMPOGHMULITBO Himeuunna/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/14091/01/01
NbIOP 0060/10HKOH0, M0 21 YkpaiHa" Hepo3dacoBaHol Xopsaris 3MiHM | TUNY - 3MiHW BHECEHO [0 IHCTPYKLUT An1A peyenmom
TabneTui y 6nictepi, no 1 NPOAYKL,ii, NnepB1MHHA MeAM4HOro 3aCTOCYBaHHA /ikapCbKoro 3acoby y
6nicTtepy B KopobLi Ta BTOpUHHA po3ainu: "MpoTunokasaHHa", "B3aemogis 3 iHWnMun
ynakoBKa, KOHTPOJ1b nNiKkapcbknmy 3acobamu Ta iHWi BUAM B3aEMOSjin",
AKOCTI: XaynT ®apma "Oco6MBOCTI 3aCTOCYBaHHSA" BiANOBIAHO A0
MioHcTep MT'mbX, OHOBNEHOI iHhopMaLii 3 6e3neku Aitoyol
HimeuunHa PEYOBUHW. BBEAEHHS 3MiH NPOTAroM 3-X MicALiB
[103BiN Ha BUMNYCK nicns 3aTBepKeHHs
cepii: MNIBA
Xpsarcka 4.0.0.,
Xopsaris
156. | MOAEN/b TabneTku, BKPUTI TOB "TeBa Ykpaina MNIBA XpBaTtcka Himeuunna/ BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3a UA/13890/01/01
THH N/1iBKOBOK 06G0JIOHKOHD; MO YkpaiHa" A.0.0., XopBarTis XopBarTisi 3MiHM | TUMY - 3MiHWM BHECEHO [0 iHCTPYKUIT Ans peyenmom
28 TabneTtok (24 »oBTi (do3Bin Ha BMNycK Me[IM4HOro 3aCTOCYBaHHS NiKapcbKoro 3acoby y
Tabnetkv Ta 4 6ini cepii); Xaynt ®apma posginu: "MpotunokasaHHs", "B3aemogia 3 iHWyMK
Tabnetkn (nnauebo)) y MioHcTep MTM6X, nikapcbkrMKn 3acobamu Ta iHLWi B1Uan B3aeMogiii",
6nictepi; no 1 6nictepy HimeuyunHa "Oco6nmBOCTI 3acTOCyBaHHA" BigNoBigHO A0
pasom 3 kaneHgapem ans (Brpo6bHMuTBO OHOBNEHOI iHhopMaLii 3 6e3nekn Aitoyoi
3acTocyBaHHs B KOPOOL Hepo3dacoBaHoi peyoBuHW. BBEeHHS 3MiH npoTarom 3-x micauis
NpOAYKLiT, NnepB1MHHA nicns 3aTBepAKeHHs
Ta BTOPMHHA
ynaKkoBKa, KOHTPO/1b
cepii)
157. | MOKCUDNOK | po3uunH ans iHdysiii, 400 MpuBaTHe YkpaiHa MpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/16553/01/01
C-IHPY3IA® Mr/250 mn; no 250 mn y akLioHepHe TOBapUCTBO "IHdpy3in” 3MiHK | TMNy - 3MiHK 3 AKOCTI. [OTOBWIA JTiKAPCLKMIA | peyenmom
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
naswui, no 1 nnswui B TOBapUCTBO 3aci6. Cuctema KoHTeliHep/3aKynopoBabHuWi
naJui; no 250 mn y nakeri "IHdy3ia" 3aci6. 3MiHa 6yAb-AKOT YacTUHU Matepiany
nonimepHomy, no 1 nakety NepPBUHHOT YNaKOBKK, LLIO HE KOHTAKTY€E 3 rOTOBUM
nonimepHomy B nNikapcbknM 3ac060M (Hanpuknag, Konip KpULLIeyoK
NPO30poMy NIaCTUKOBOMY 3 KOHTPO/IEM NEPLLOTO BiAKPUTTSA, KONIp KOA0BUX
nakeTi Ta nayui Kineub Ha amnysnax, KoHTelHepa A5 rofok (pisHi
BMAM NnacTmacw) (3mMiHa, sika He BMBaE Ha
KOPOTKY XapaKTepucTUKy NikapcbKoro 3acoby) - y
3B'A3KY i3 3aCTOCYBaHHAM HOBWX TVNIB KOBNAaYKiB
a/IIOMIHIEBMX 3 N1ACTUKOBOIO HaKNaAKO BXe
3aTBEPKEHNX BUPOOHMKIB BUHUKIA HEOOXIAHICT
BHECEHHS 3MiH Yy Cneuudikauito BXigHOro
KOHTPO/T0 KOBMauYkiB asitoMiHieBnx CBC Ne M
005/10 «KoBnauky antoMmiHiesi»
158. | MOMETA3O0OH | cnpeii HazasbHWiA, TOB "TeBa Ykpaina - MenbbypH Benvka BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/15611/01/01
-TEBA cycneHsis, 50 Mkr/go3sa; no YkpaiHa" CaiHTndik flimites, BpuTania/ 3MiHu | TUny - 3MiHn o po3giny 3.2.P.8.2. peyenmom
10 r (60 £03) y chnakoHi 3 Benvika bpuTtaHis Yecbka MpoTokon nicnsapeecTpayiliHoro BUBYEHHS
[03YH4YMM crnpeii-Hacocom (KOHTPO/b cepii 3a Pecny6nika CTabiNbHOCTI Ta 3a00B’sI3aHHA a came: - 0gHa
Ta posnutoBavem, MOKa3HMKOM cepisl 3aKNafaeTbCs WOPIYHO 3 NEPIOANYHICTIO
3aKpUTUM KOBMaYkom; no 1 "Bu3HauyeHHsA BUMNPOOYBaHHS, LLlOHaliMeHLLe, OAWH pa3 Ha pik
h/1aKoHY B KapTOHHIi MOMeTa3oHy dypoary (BignosigHo fo Bumor GMP); - BUAaInAM TOUKy
Kopoobui y Masimx KOHTPOH0 36 MicALB 3 NiaHy AOBrOCTPOKOBOrO
Kpannax/dyacTtkax"); nocnigpkeHHs ctabinbHOCTI (TEpMIH NpuAaTHOCTI
Tesa Yex IHgacTpi3 24 micaugn); - 3MiHa iHdhopMaLii WoA0 nogasbLIoro
C.p.o., Yecbka pocnipxeHHs cTabinbHocTi 3 “npy 25 + 27C, 60
Pecny6nika 5% BB” Ha “BignoBigHO Ao BuMor GMP”;
(BUpPOGHMLTBO 3a pefakuiiiHi 3MiHK: - 3MiHa hopMytoBaHHSA 3
NOBHUM LK/IOM) “and/or at the end of shelf-life” Ha “and/or at expiry;
- nepelimeHyBaHHs1 po3ginis “Microbial
Examination of Non-sterile Products” Ha “Microbial
limits” (3rigHO foKyMeHTaLii BUpobHuka), “Inner
package” Ha “ Container closure system"; -
iHhopmauito “and/or at expiry”gofaHo A0 TOUKM
KOHTPOIO 24 MicAUs; BUTyYeHO iHdhopMaLito npo
Te, WO 3aTBepKeHN A TepMiH NpuaaTHOCTI
CTaHOBUTb 24 MicsLs, a ToYka KOHTposo 36
MiCALIB BUKOPUCTOBYETLCSA TiNIbKM y pasi noTpebu 3
MeTOH 36i/bLUIEeHHS TepPMiHY NpUAATHOCTI
159. | MOHTENIYKA | TabneTku XyBasbHi Nno 4 My6niuHe YkpaiHa CaHiko H.B., benbris Benbrisi/ BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiais: - UA/16207/02/01
CT Mmr in bulk: no 42 000 akuioHepHe (Bci cTagji IcnaHis 3MiHK | TUNY - NOAAHHSA OHOBIEHOTO cepTudikaTa
TabneTok* y noaginHomy TOBapuCTBO BMPOGHULITBA 38 BiAnoBigHOCTI €Bponelickkili hapmakonei Ne R1-
noslieTusIEHOBOMY MakeTi; "HaykoBo- BUHSITKOM BUMYCKY CEP 2012-115-Rev 01 ans gjto4oi pe4yoBuHn
in bulk: no 31 500 BMPOGHNYUIA cepiii); CiHTOH Montelukast sodium Big BXxe 3aTBEpXEHOro
TabneTok* y noABiiHOMY LEeHTp XicnaHis, C.J1., IcnaHis BUpo6HMKa DR. REDDY'S LABORATORIES
noslieTusIEHOBOMY MakeTi; "BopLuariBcbk (BUPOGHMLTBO, aHani3 LIMITED, sik HacnigoK 3MiHW B agpeci BUPOGHNYOI
in bulk: no 23 500 Vi1 XiMiKO- Ta BMNYCK cepiit) AinbHUUI, 63 3MiHM MicLsa NPoBaKeHHs!
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

Tabnetok* y noaBiiHOMY
nonieTueHoBOMY NakeTi;
in bulk: no 17 500
Tabnetok* y noaBiiHOMY
nonieTuIeHoBOMY NakeTi;
in bulk: no 13 000
Tabnetok* y noaBiiHOMY
nonieTuIeHoBOMY NakeTi;
in bulk: no 10 000
Tabnetok* y noaBiiHOMY
nonieTuIeHoBOMY NakeTi;
in bulk: no 7 500
Tabnetok* y noaBiiHOMY
nonieTuIeHoBOMY NakeTi;
in bulk: no 6 000
Tabnetok* y noaBiiHOMY
nonieTuIeHoBOMY NakeTi.
*00NyCTUME BigXUIEHHS
+15%

thapmaveBTUy
HWi1 3aBoa"

AisnbHocTi. 3anponoHoBaHo: CTO-Unit V,
Miryalaguda Taluk Tripuraram Mandal, Nalgonda
District India-508 207 Peddadevulapalli Village,
Telangana

160.

MOHTE/TYKA
CT

TabneTkn XyBasibHi Mo 5
Mmr in bulk: no 34 000
Tabnetok* y noaBiiHOMY
nonieTuIeHoBOMY NakeTi;
in bulk: no 25 500
Tabnetok* y noaBiiHOMY
nonieTuIeHoBOMY NakeTi;
in bulk: no 19 000
Tabnetok* y noaBiiHOMY
nonieTuIeHoBOMY NakeTi;
in bulk: no 14 500
Tabnetok* y noaBiiHOMY
nonieTuIeHoBOMY NakeTi;
in bulk: no 11 000
Tabnetok* y noaBiiHOMY
nonieTueHoBOMY NakeTi;
in bulk: no 8 500
Tabnetok* y noaBiiHOMY
nonieTuIeHoBOMY NakeTi;
in bulk: no 6 500
Tabnetok* y noaBiiHOMY
nonieTuIeHoBOMY NakeTi;
in bulk: no 5 000
Tabnetok* y noaBiiHOMY
nonieTnIeHoBOMY nakeTi
*[00NyCTUME BigXUIEHHS
+15%

My6niuHe
aKuioHepHe
TOBapuCTBO

"HaykoBo-
BMPOGHNUNIA

LeHTp
"BopLuariscbk
WA XiMiko-
hapmaueBTny
HWi1 3aBoa"

YKpaiHa

CaHiko H.B., Benbrisa

(Bci cTagji
BMPOGHMLITBA 3@

BUHATKOM BUNYCKY

cepiii); CiHTOH

XicnaHis, C.J1., IcnaHis
(BUPOBHMLTBO, aHani3

Ta BUNyCK cepiit)

Benbrisi/
IcnaHis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHY | TUMY - NOAAaHHA OHOBMIEHOTO cepTudikara
BiANoBIgHOCTI €Bponeiickkili hapmakonei Ne R1-

CEP 2012-115-Rev 01 ans fjito4oi pevyoBuHn

Montelukast sodium Big BXe 3aTBEPAKEHOTO

BMpo6HuKa DR. REDDY'S LABORATORIES
LIMITED, sik Hacnigok 3mMiHn B agpeci BUPO6HUYOI
AinbHUUi, 6€3 3MiHU MiCLS NPOBaAKEHHS
LisnbHOCTI. 3anponoHoBaHo: CTO-Unit V,
Miryalaguda Taluk Tripuraram Mandal, Nalgonda
District India-508 207 Peddadevulapalli Village,
Telangana

UA/16207/02/02

161.

MOP®O/IHIE
BA CI/ib

KpUcTaniuyHMin NOPOLLIOK
(cy6CTaHuis) y nakeTax

MpAT
"PapmaueBTtun

Ykpaina

ToBapucTso 3
06MEXEHO

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHW | TUNY - METOAMKN 38 NOKa3HKamu

UA/13847/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
TIA3OTHOI nonieTueHoBrx aNs YyHa hipma BiANOBIAALHICTIO «[lMpo3opicTb po3unHy» Ta «TemnepaTypa
KNCNoTn hapmMaLeBTUYHOTO WIET TR R "OAPMXIM" nnaBfieHHs» NPUBEAEHO Y BIAMOBIAHICTbL 4O BUMOT
3acToCyBaHHsA MoHorpadii «MopdroniHito TiasoHaTN» AdY

(BHeceHi pegakuiiiHi npasku); 3MiHN | TURY - 3MiHK
3 AkocTi. APl KoHTponb A®I. 3miHa y napameTpax
crneundikauii Ta/abo 4oNyCTUMUX MEX,
BM3HAYeHUX y cneumdikauisix Ha Adl, abo
BUXiZHWIA/NPOMIXXHWIA NpOAYKT/pearexT, Wo
BMKOPUCTOBYIOTbCS Y npoueci BUpobHuutea Ad|
(BVMNYYEHHSI HE3HAYHOTO MOKa3HMKa SKOCTi
(Hanpuknag, BUyYeHHs 3acTapifioro nokasHuka)) —
BWJ/TYYEHO MOKa3HMK «Bavkki MeTasin» 3
cneundikauii Ha cy6cTaHLito MopdoniHito
TiasoTaT; 3MiHu | TUNy - 3MiHK KpUTeEpIl
NPUIAHATHOCTI 3@ NOKa3HUKOM «Onucs» (NpuBeaeHo
Y BigMOBigHICTb A0 BUMOTr MOHorpadii
«MopdoniHito TiazoHaTN» [1dY) Ta
«MikpobionoriyHa uncrota» (NpMBedeHo y
BigNOBIAHICTb 40 BUMOT 3arasibHUX cTaTeli 3
Mikpo6ionorii 2.6.12 Ta 5.1.4 EP), a Takox fo
MeTOZIB KOHTPOSIO 3@ NOoKasHMKaMmn «pH»,
«P03unHHICTb» Ta «bakTepiasibHi eHAOTOKCUHN»
BHECEHI pefakLiliHi npaBku, ski ohopM/IeHi
BIANOBIAHO A0 pekoMeHAaliin Ta ctunictukn Y.
Jonyctumi mexi 3a LyMm nokasHukammn He
3MiHuAncA. CynyTHA 3MiHa - 3MiHM 3 AKoCTi. AdI.
KoHTponb Adl. 3miHa y MeTogax B1unpobyBaHHs
A®| abo BMXigHOrO MaTepiany/npoMiXHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea APl (He3HauHi 3MiHW y
3aTBEPKEHNX MeToAax BUNpPo6yBaHHS); 3MiHu |
TMny - 3MiHK 3 AkocTi. APl KoHTponb APL. 3miHa y
napameTpax cneuudikauii Ta/abo gonycTuMmx
MeX, BU3HaueHux y crneumdikayisx Ha Adl, abo
BUXiZHWA/NPOMIXXHUWIA NpOAYKT/pearexT, Wo
BMKOPUCTOBYHOTbCS Y npoueci BupobHuytea APl —
cneuudikaLiio Ta METOAW KOHTPOSTIO 3a
nokasHnkamu «lgeHtudikauis», «CynposigHi
JoMmilkm» Ta «KinbKicHe BU3HAYEHHSI» NpUBEAEHO
Y BigMOBigHICTb A0 BUMOTr MOHorpadii
«MopdhoniHito TiazoHaTN» AdY. CynyTHS 3MiHa -
3MiHn 3 aKocTi. A®Il. KonTponb A®l. 3miHa y
MeToAax BunpobysaHHA A®l abo BuxigHOro
mMarepiany/npoMbKHOro NPoAyKTy/peareHTy, LWo
BMKOPMCTOBYETHLCA y NPOLLECi BUPOGHMLTBA ADI
(iHwWi 3miHM y MeTogax BUNpobyBaHHS (BK/IKOYaKUM
3amiHy abo fonoBHeHHS) AD| a6o
BVIXiJHOro/NpoMiXHOro NpoAyKTy)
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
162. | HATPIHO PO34MH A1 iH'eKUI, 9 TOB "tOpis- YkpaiHa TOB "tOpis-®apm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/8331/02/01
xnoeupg Mr/M; N0 2 MY dapm” 3miHu | TUNYy - 3MiHK 3 SiKOCTi. FOTOBWMIA Nikapcbkuii | peyenmom
KOHTeliHepax 3aci6. Cuctema KoHTeliHep/3aKkynopoBasbHWi
04HOA030BMX, Mo 10 3aci6. 3miHa po3mipy ynakoBKy roTOBOro
KOHTeliHepiB y nauuj; no 5 NiKapcbkoro 3acoby (BUy4eHHs ynakoBKU MEeBHOro
M/ B amnynax, no 5 amnyn PO3Mmipy) - BUyYeHHs yrnakoBok 13: no 10 mn B
Y KOHTYpHIli YapyHKOBIli amnynax cknsHux; no 5 mn, 10 mn, 20 mn B
ynakosLi, no 1 a6o 2 KOHTeHepax 0HOA030BMX NONiMepHYX. BBeAeHHs
KOHTYPHI YapyHKOBI 3MiH NPOTArOM 6-TW MICALB NiCNA 3aTBEPMAKEHHS.
yMakoBKU B MmayLli 3MmiHu | TMNY - 3MiHK 3 SKOCTi. FOTOBWIA NiKapCbKNi
3aci6. 3MiHM y BUPOGHULTBI. 3MiHa po3Mipy cepil
(Brntovaroun gianasoH po3mipy cepii) roToBoro
nikapcbKoro 3acoby (iHLWi 3MiHN) - BBEAEHHS
[0AaTKOBOro pPO3Mipy cepii roToBOro Nikapcbkoro
3acoby — 600 n1 (amnynu no 5 mn: 94722-118708).
3arBepmkeHo: 80 n: (KOHTeliHepu 0AHOA030BI MO
2 mn: 2882-3826; amnynu no 5 mn: 12779-15748)
160 n: (KoHTeliHepyn 04HOA030BI MO 2 mi: 5673-
7886; amnynu no 5 mn: 12779-15748) 500 n:
(amnynu no 5 mn: 777772-98408) 750 n: (amnynu
no 5 mn: 120145-149158) 3anponoHoBaHo: 80 n:
(koHTelHepu ogHO[030BI Mo 2 Mn: 2882-3826;
amnynu no 5 mn: 12779-15748) 160 n:
(koHTeiHepu ogHO[0308BI No 2 Mn: 5673-7886;
amnynu no 5 mn: 12779-15748) 500 n: (amnynu no
5 mn: 777772-98408) 600 n: (amnynv no 5 mn:
94722-118708) 750 n: (amnynu no 5 mn: 120145-
149158)
163. | HAOTUDIH PO34MH HalKipHuii, 10 ToBapucTso 3 Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 6e3 UA/16051/01/01
mr/mn no 20 mny 06MEXeEHO 06MEXEHO 3MiHM | TUNy - 3MiHK 3 AKOCTI. FOTOBWIA NTikapcbknini | peyenma
hNaKkoHi, yKyrnopeHomy BiANoBiAa/IbHI BiANOBIAA/IbHICTIO 3aci6. Cuctema KoHTeliHep/3aKynopoBanbHWi
NPO6KO0-KpaneibHULE cTHO "papmMaueBTUYHA 3aci6. 3miHa po3Mmipy ynakoBKU rOTOBOro
Ta 3aKpUTOMY KPULLIKOIO, "®apmaueBTun thipma "BepTekc" NiKapcbKoro 3acoby (BUy4YeHHs ynakoBKW MEBHOMO
no 1 dpnakoHy B KOpoo6Li 3 YHa hipma (BMpPOGHMLTBO 3 po3mipy)
KapToHy "BepTekc" npoaykuii in bulk BunyuyeHHst ynakoBku no 8 mn y cpnakoHi Nel, 3
ToBapucTsa 3 BiANOBIAHMMY 3MiHAMW 40 PO3Ainy «YnakoBkax.
06MexeHo 3MiHV BHeceHi B po34in "YnakoBka" B iHCTPYKL,i0
BiANOBIAA/ILHICTIO 0151 MeMYHOro 3acToCyBaHHSA NiKapCbKoro 3acoby
"papmMaueBTNYHa y 3B"513Ky 3 BU/TyYEHHSIM NEBHOIO PO3Mipy
KoMnaHisa "3gopos'a”, YNaKoBKK, IK HAC/iJOK - BUNYYEHHS TEKCTY
YkpaiHa) MapKyBaHHS BifnoBiAHOT ynakoBkn. BBeAeHHs
3MiH NPOTArom 6-TW MiCALIB NicNs 3aTBEPMAKEHHS.
164. | HI®YPOKCAS | cycneHsis opanbHa, 220 TOB Ykpaina MNAT "Tanuucapm” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/17744/01/01
mna mr/5 ma; no 100 mn'y "APTEPIYM 3MiHK | TUNY - 3MiHK 3 AKOCTi. FTOTOBWIA NiKapcbkWii | peyenmom
donakoHi; no 1 dpnakoHy 3 nTaor 3aci6. CTabinbHICTb. 3MiHa y TepMiHax
JIOXKOIO MIpHOI0 Y mauL npugaTHocTi abo ymoBax 36epiraHHsi roTOBOro
NiKapcbKoro 3acoby (36inbLIEeHHSA TepMiHY
NpWAATHOCTI TOTOBOTO JIiKAPCbKOro 3acoby) - Ans
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
TOProBoOi yNakoBKW (NiATBEPMKYETLCA AAaHUMU
peanbHOro Yacy). 3miHa y TepMiHax NnpuaaTHocCTi
N3, a came: 36iNbLUEHHA TEPMiIHY NPUAATHOCTI 3
1,5 pokun Ha 2 pokn.BHeceHHs 3miHn go MKA /13 y
po3gin «TepMiH npuaatHoCT»: [itoya pegakuis:
Tepmin npugatHocTi 1,5 poku. MNponoHoBaHa
pegakuisi: TepMiH NpUAaTHOCTI 2 POKMW.
165. | OKPEBYC® KOHLLEHTpaT 415 po3ynHy ®.XothcpmaHH- | LLBeliyapis BMPOOHULITBO HimeyunHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/16278/01/01
48 iHdpysili no 300 mr/10 Na Pow Nt Hepo3dacoBaHol LLiBeliyapis 3MiHK | TRy - 3MiHK WoAo 6e3nekn/eddekTUBHOCTI | peyenmom
MJ1; Mo 10 My dpsiakoHi; NPOAYKLii, NepBUHHE Ta chapmakoHarnsgy. BeegeHHs abo 3miHu o
no 1 donakoHy y KapTOHHIl nakyBaHHs1, y3arasibHeHNX faHnX nNpo cucTemy
KopoobLi BMNpPOOYyBaHHSA thapmakoHarnagy (BBe4eHHs y3arasibHeHVX gaHux
KOHTpO/I0 AKOCTI: PoLw npo cuctemy hapmakoHarnisgy, smiHa
[OiarHoctuke Mv6X, YNOBHOBaXEHOT 0CO6MU, BiANOBIfaNbHOI 3a
HimeuunHa 3[ilicHEHHST chapmakoHarnsay; KOHTakTHOT ocobu 3
BUPOGHMLITBO chapmakoHarnsgy 3asaBHuKa A1a 34iACHEHHS
Hepo3dacoBaHOl hapmakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
npoayKuii, BTOPUHHE Bifl yNOBHOBaXXeHOI 0co6W, BiAMNOBifa/IbHOT 3a
nakyBaHHS, BUNYyCK 3[iicHeHHA hapMakoHarnagy (BKYarym
cepii: ®.XohdmaHH- KOHTaKTHi faHi) Ta/abo 3MiHU Yy PO3MIiLLLEHHI
Na Pow NTg, macTep-haiina cuctemu hapmakoHarnsagy) -
LLBeiuapis 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0cobu
YNOBHOB&XXEHOT 0COOU 3aABHUKA, Bi4NOBILa1IbHOT
3a hapmakoHarnag B Ykpaii
166. | OKCO/IHOB mMasb, 2,5mr/rno10ry TOB Ykpaina TOB "TepHothapMm" YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 6e3 UA/14265/01/01
A MA3b Ty6i; no 1 Ty6i B nayu;j 3 "TepHochapm" 3MiHun | TMNY - 3MiHK 3 AKoCTi. FoToBMIA Nikapcbkuii | peyenma
KapTOHYy 3aci6. CTabinbHICTb. 3MiHa y TepMiHax
npuAaTHOCTI abo ymoBax 36epiraHHsi roToBOro
NiKapcbKoro 3acoby (36inbLIEeHHA TepMiHy
NpWAAaTHOCTI FOTOBOTO JIiKApCbKOro 3acoby) - Ans
TOProBOi yNakoBKW (NiATBEPMAKYETLCA AaHUMU
peasibHOro Yacy) 36iMbLUEeHHS TePMiHY
NPUAATHOCTI TOTOBOIO JliKapCbKOro 3acoby 3 2
pokiB A0 3 pokiB. 3MiHM BHECEHI B po3in "TepMmiH
npuAaaTHOCTI" B IHCTPYKLiO A8 MeANYHOro
3aCTOCYBaHHS JliKapCbkoro 3acoby
167. | OKTANJEKC NMOPOLLUOK Ta PO3YUHHUK OkTathapma ABCTpist Bupo6Huk HimeyunHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/14313/01/01
500 MO NS PO34nHY ANs iHdy3il dapmaLeBTUK (anbTepHaTuBHUIA), AscTpisi/ 3MiHM | TUNY - perynoBaHHsA MakCUMasibHOro Yacy | peyenmom
no 500 MO; aBi KOPO6KM a BiANOBiAA/IbHWIA 32 PpaHLis LMKy 3aMOPOXYBaHHSA-CYLLIHHA 3 64 roauHn o
06’eJHYI0TbCA MK CO6OL0 MpoaykTioHcre BTOPVHHE NakKyBaHHA 78 roAvH; 3MiHW | TUNY - BNPOBaMKEHHS
N1acTMKOBOO NIBKOIO: c. M.6.X. Ta Bi3yaslbHy anbTepHaTUBHOI cnucteMu in-bulk 3amopoxyBaHHs
KapToHHa Kopobka Nel: no iHCMeKujto: Ta po3MOPOXYBaHHS Ha BUPOOHWYIN AinbHAL
1 chnakoHy 3 NOPOLLKOM OkTathapma [leccay Oktadhapma PapmavesTuka MpoaykTioHcrec
AN PO3YMHY AN15 iH'EKLiA vM6X , HimeuuunHa; M.6.X., ABCTpis
Ta iHCTpYyKUi€o npo Brpo6HuK,
3aCTOCYBaHHS; KapTOHHA BiANOBIgaNbHWIA 3a
Kopo6ka Ne2: no 1 BMPOBHMUTBO 3a
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

h/1aKOHY i3 PO3YNHHUKOM
(Bofa ans iH’ekujin, 20 mn)
Y KapTOHHiIl kopobui
pa3omM 3 KOMMNEKTOM A/1A
PO3YMHEHHSA Ta
BHYTPILLHbOBEHHOTO
BBefeHHs (1 wnpwy
0[IHOPa30BUiA; 1 KOMMNEKT
ans nepenxocy (1
[ABYXKiHLeBa ronka, 1
inbTpoBasibHA roska); 1
KOMMNEKT 415 iHdy3ii
(ronka-meTenuk); 2
NPOCOYEHUX CNMPTOM
TaMmmMoHiB)

MOBHUM LIVIK/TOM:
OkTadhapma
PapmaLeBTnka
MpopykTioHcrec
M.6.X., ABCTpisi;
BMPOGHUK
BiANOBiAA/IbHWIA 32
BMPOGHMLTBO 3a
MOBHVM LMK/IOM 3a
BUK/OYEHHAM
BTOPVHHOI YNaKoBK!:
OkTadhapma, ®paHuis

168.

OPHIZA30/N

po34nH ans iHdysiii 0,5%
no 100 mn y naawuj; no 1
nAAWLi y nayyj

MpuBartHe
akuioHepHe
TOBapUCTBO

"IHdy3ia”

YKpaiHa

MpuBaTtHe akLjioHepHe
TOBapuUCTBO "lHchy3ia"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHM | TUny - 3MiHKW 3 SIKOCTi. FoTOBMIA NikapCbKuii
3aci6. Cuctema KoHTeliHep/3aKkynopoBabHui
3aci6. 3miHa ByAb-AKOi YacTUHW MaTepiany
NepPBUHHOT YNaKoBKU, LLIO HE KOHTaKTYE 3 FOTOBUM
NiKapcbknm 3aco60M (Hanpukiag, Konip KpULLeYoK
3 KOHTPOJIEM NEPLLOTO BiAKPUTTA, KONIp KOAO0BUX
Kineub Ha amnysax, KOHTelHepa A1 roNokK (pisHi
BMAM NnacTmacw) (3MiHa, sika He BNAVBaE Ha
KOPOTKY XapaKTepuCTUKy NikapCbKoro 3acoby) - y
3B’A3KY i3 3aCTOCYBaHHSIM HOBUX TWNIB KOBNAYKiB
NIOMIHIEBMX 3 M/TACTUKOBOK HAK/IAAKOK BXeE
3aTBEPAKEHUX BUPOOHWKIB BUHMKIA HEOOXIAHICTb
BHECEHHS 3MiH y CneumdikaLito BXigHOro
KOHTPO/IH0 KOBNauykiB antomiHieBux CBC Ne M
005/10 «KoBnayky antomiHiesi»

3a
peyenmom

UA/15676/01/01

169.

MAHTOMNPA3
ON-TEBA

TabneTkun
racTpopesnCcTeHTHi no 40
Mr; o 7 TabneToK y
6nictepi; no 2 abo 4
6nictepy B kopo6uj; no 10
Tabnetok y 6nictepi; no 3
6nicTepu B Kopob6Li; no 14
TabneTtok y 6nictepi; no 1
abo 2 6nicTepy B KOpPOO6L;
no 15 tabneTtok y
6nicTepi; no 2 6rictepu B
KopoobLi

TOB "TeBa
YkpaiHa"

Ykpaina

Tea ®apma C.J1.Y.

IcnaHis

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHK | TUMY - 3MiHW 3 AKOCTI. FOTOBUIA NliKAPCLKMIA
3aci6. 3MiHM y BUpOOHULTBI. 3MiHM y npoueci
BMPOGHULITBA FOTOBOTO NiKapCbKOro 3acoby,
BK/1HOYAOUM NPOMiXKHUIA NPOAYKT, L0
3aCTOCOBYETHLCA NPW BUPOGHULITBI FOTOBOrO
niKkapcbKoro 3acoby - BHECEHHS 3MiH 40
BMPOBHNYOro NpoLecy Ta KOHTPO/II0 NPoLecy,
30Kpema: BBEEeHHs TepMiHy 36epiraHHs
Hepo3sdacosaHoro npoaykTy (in bulk): He 6inbLue 6
MmicsliB npu Temnepatypi 15-25° C.

3a
peyenmom

UA/16874/01/01

170.

MAPAJIEH®
TAM'AH-
NMPAMYNA

piguHa opanbHa Ne 1: no
100 mn (130 r) y do1akoHi;
no 1 dpnakoHy y KapTOHHIl
Kopobui

TOB "CaHodi-
ABeHTiC
YkpaiHa"

YKpaiHa

Eii. HatTepmaHH eHp,
Caifi. TM6X

HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHW | TUNY - 3MiHKU 3 AKOCTI. FOTOBUIA NiKapCbKuii
3aci6. KoHTposb roToBOro Nikapcbkoro 3acoby.
3mMiHa napameTpiB cneyudikaii Ta/abo

6e3
peuyenma

UA/10764/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

[0MyCTUMNX MEX rOTOBOrO NiKapCbKOro 3acoby -
BHeCeHHS 3MiH A0 Cneuudikauii M3, 30kpema:
BBE/IEHHS NepiognyHoCTi koHTposio 13 3a
nokasHukamu "lgeHTundpikauis etaHony", "KinbkicHe
BW3HAYEHHS eTaHomy", a caMme: KOHTPO/IETHCA
nepioguyHo pas B ik, Mg Yac AOCNiMKEHb
CTabiNIbHOCTI TifIbKM Ha NoYaTKy Ta HanpuKiHL,i
TepMiHy NpUAATHOCTI, OCKINIbKA eTaHoN He
[04Aa€eTbCA Nifg, Yac BUrOTOBEHHS NMIKAPCbKOro
npenapary nponyck BUNpobyBaHHA BMICTY
eTaHosy (BUKOHYETbCS OAMH pas3 Ha pik) €
BMNpasAaHuM. [laHnil nokasHUK Moxe 6yTu
rnopaxoBaHuii Ha OCHOBI BMICTY eTaHOsy B Ajtouiii
pevoBUHI

171.

MAPALEETAM
on

Tabnetkun no 325 mr no 10
Tabnetok y 6nictepax; no
10 TabneTok y 6nicTepi;
no 10 6nicTepis y nayy,i

AT
"Ny6Hnchapm”

Ykpaina

AT "Nly6Hnchapm"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasis:
3MiHM | TUny - 3MiHK 3 AKOCTI. FOTOBWIA NikapcbKuii
3aci6. CTabinbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHs roTOBOro
NiKapcbKoro 3acoby (36iMbLIeHHs TepMiHy
NpUAATHOCTI FOTOBOTO JIiKApCbKOro 3acoby) - Ans
TOProBOi ynakoBku (NiATBEPAXKYETLCA fJaHUMU
peasibHOro 4acy) - 36i/bLIEeHHS TEPMIHY
NPUAATHOCTI FOTOBOIO NiKaPCbKOro 3acoby Ha
OCHOBI NO3UTUBHMX pe3ybTaTiB JOBrOCTPOKOBUX
pocnipxeHb cTabifibHOCTI y peasibHOMY Yaci:
3arBepmkeHo: TepMiH npuaaTHocTi. 2,5 poku.
3anponoHoBaHo: TepMiH NpuaaTHOCTI. 3 poku
3MiHV BHECEHI B iIHCTPYKLi0 4151 MeANYHOIo
3acTocyBaHHSA NikapcbKoro 3acoby y po3gin
"TepMmiH npugaTHocTi". BBeAEHHS 3MiH NPOTAroM
6-TV MicAUiB Nic/1A 3aTBEPAKEHHSA

Ne 10 - 6e3
peuyenma;
Ne 100 — 3a
peyenmom

UA/17677/01/01

172.

MEKTO/IBAH
® CTOn

Kpanni opasibHi no 25 mny
onakoHi; no 1 dpakoHy B
naJui 3 KapToHy

AT "®apmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHK | TUMY - 3MiHW 3 AKOCTI. FOTOBUIA NliKAPCLKMIA
3aci6. Cuctema KoHTeliHep/3aKkynopoBanbHui
3aci6. 3miHa napameTpis cneuudikauiii Ta/abo
[OMYyCTUMUX MEX NEPBUHHOI YNakoBKV rOTOBOrO
nikapcbKoro 3acoby - BHECEHHS 3MiH o p.3.2.P.7
CuncTeMa KoHTelHep/3akynoptoBasibHUiA 3aci6, a
camMe- 3MiHa Macu KPULLKW 3aKyrnoprHoBaslbHO-
HarByHYyBa/IbHOI 3 KOHTPO/1IEM NEPLLIOro
PO3KPUTTA, 6€3 3MiHM AKICHOrO Ta KiNIbKICHOro
cKnafly matepiasly KpuLLKK; 3anporoHOBaHo: He
6inbwe 1,78+0,18 1

6e3
peyenma

UA/10685/01/01

173.

NEPEKNCY
BOJHIO
PO34MH

PO34MH AN15 30BHILLHBOIO
3acTocyBaHHA 3% no 25
m, 40 mn, 100 mn, 200

MY d1akoHaX CKISHUX;

MPAT
"OITOPAPM"

YkpaiHa

MPAT "®ITODAPM"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHM | TUMY - 3MiHU 3 SKOCTI. FOTOBMIA NiKapCbKNii
3aci6. 3MiHM y BUpO6HULTBI. 3MiHa po3mipy cepii

(BKNHOYAKOUM fiana3oH po3mipy cepii) roToBoro

6e3
peyenma

UA/8214/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

no 40 mn, 100 mn, 200 mn
y thnakoHax nonimepHuXx;
no 30 mn, 50 mny
chnakoHax nonfiMepHux 3
posnuntosayem; no 30 M,
50 mn y donakoHax
noniMepHux 3
posnuntoBayem, no 1
donakoHy B nauuj

nikapcbKoro 3acoby (36inbweHHs go 10 pasis
NOPIBHAHO i3 3aTBEPIKEHUM PO3MIPOM) -
BBE/EHHS 40aTKOBMX PO3MipiB cepii [N13.
3anponoHoBaHo: 500 kr/500 n: 20192 chnakoHis
no 25 mn, 16826 cnakoHis no 30 mn, 12620
hnakoHiB no 40 mn, 10096 donakoHiB no 50 M,
5048 donakoHiB no 100 mn, 2524 dhnakoHis no 200
Ms1; 1000 kr/1000 n: 40384 chnakoHis no 25 M,
33653 chnakoHis no 30 mn, 25240 cnakoHiB no 40
M, 20192 dpnakoHis no 50 mn, 10096 chnakoHis
no 100 mn, 5048 chnakoHis no 200 mn; 1500
Kr/1500 n: 60576 dhnakoHis no 25 mn, 50480
chnakoHiB no 30 mn, 37860 chnakoHiB no 40 mn,
30288 chnakoHis no 50 mn, 15144 cnakoHis nNo
100 mn, 7572 cnakoris no 200 mn; 2000 kr/2000
n: 80768 chnakoHiB no 25 msn, 67306 chnakoHiB No
30 mn, 50480 chnakoHis no 40 mn, 40384
nakoHiB no 50 mn, 20192 cnakoHis no 100 mn,
10096 chnakoHiB no 200 mn; 3500 kr / 3500 n:
141344 conakoHu no 25 mn, 117786 drnakoHis no
30 mn, 88340 dhnakoHu no 40 mn, 70672 donakoHis
no 50 mn, 35336 chnakoHiB no 100 mn, 17668
hnakoHiB no 200 ms; 4000 kr/4000 n: 161536
donakoHun no 25 mn, 134612 dhnakoHis no 30 mn,
100960 chnakoHiB no 40 mn, 80768 dh/iakoHiB Mo
50 mn, 40384 chnakoHu no 100 mn, 20192
hnakoHn no 200 mn

174.

MEPCEH®
DOPTE

Kancynu Teepaj; no 10
Kancyn y 6nictepi; no 2
61icTepy y KapTOHHIN
Kopoobui

3eHTiBa, K.C.

Yecbka
Pecny6nika

ek ®apmateBTuyHa
KOMnaHisa 4.4.

CnoseHis

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasnis:
3MiHK | TUNy - nogaHHs oHoBeHoro ME-
cepTudikaTa BignoBigHOCTI €BpONEenchkii
thapmakonei Ne R1-CEP 2005-217-Rev 02 ans
XenaTuHy Bif, BXXe 3aTBEPI)KEHOro BUPOOHMKa
Nitta Gelatin Inc; 3miHu | TURY - NogaHHA
oHoBneHoro NE-cepTudikaTa BignosigHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2000-045-
Rev 04 ans xenaTvHy Bif BXe 3aTBEPAKEHOr0O
BMpo6Huka PB Gelatins, sikuit 3MiHMB Ha3BYy Ha
TESSENDERLO GROUP N.V; 3MiHu | Tuny -
nofaHHs oHoBrieHoro ME-cepTudpikata
BiANoOBIgHOCTI €Bponeiickkili hapmakonei Ne R1-
CEP 2000-344-Rev 03 ans xenatuHy Bif BXe
3aTBepaxeHoro Bupo6Huka NITTA GELATIN
INDIA LTD; 3MmiHu | TMny - BUNy4YeHHs MNE-
cepTudcikaTa BiANOBIAHOCTI EBpONechbkili
hapmakonei Ne R1-CEP 2004-247-Rev 00 Ta R1-
CEP 2004-320-Rev 00 a5 xenatuHy BUPOGHMKa

6e3
peyenma

UA/2838/02/01
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
Nitta Gelatin Inc
175. | NEPLIO HacToiika; no 50 mn'y MPAT Ykpaina MPAT "®ITO®APM" YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: bes UA/8260/01/01
CTPYYKOBO | dhrakoHax cknsiHux abo "®ITOPAPM" 3MiHM | TURY - 3MiHK Ao MKA /13 06ymoBneHo: - peyenma
ro nosiMepHuX pefakuiiHuMn 3MiHaMun y oopMy i po3paxyHKy y
HACTOWKA po3gaini «HoHiBamia»; - pegakuiiHuMm 3MiHaMmn y
chopmyni pospaxyHky y po3gini «KinbkicHe
BW3HAYEHHS»; - N0 BCbOMY TEKCTY HafaHo
nocunaHHA Ha gjtovy pegakuito 4dPY; - no BCboMy
TEKCTy BifpeAaroBaHe HEKOPEKTHe HanvcaHHs
CNiB «kancaiumH» Ta «kancaiumHoig». Ak
Hacnigok, MocuNaHHA Ha gitody pegakuiio AdY ta
KOPEKTHe HamnmcaHHs CNiB «kancaiuyH» Ta
«KancailuuHoig» BHOCATLCA [0 creundikauii Ha
N3. 3miHn cTocytoTbes nnwe MKA 13 Ta He
BM/IMBAKOTb Ha SKICTb JTiKAPCbKOro 3acoby
176. | NIPAUETAM pO34nH ANa iH'ekuidi 200 MpuBatHe Ykpaina MpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/14579/01/01
mr/Mn no 5 mn B amnyni, aKujioHepHe TOBapUCTBO "JIeKXim- 3MiHM | TURY - 3MiHW y cneymdikauii gitoyor peyenmom
no 10 a6o 100 amnyn B TOBapuCTBO Xapkis" pevoBuHM lMipaueTamy, NOB'A3aHi 3i 3MiHAMK Yy
naJui 3 KapToHy; no 5 Mn B "J1ekxim- €Bponeiicbkiin hapmakonei: BUTy4YeHHs
amnyni; no 5 amnyn B Xapkis" NoKasHUKiB «Baxki MeTanu» Ta «Xnopuam»; 3miHu
6nicTepi; no 2 6rictepu B B crneundikauii Ta MeToauui BUNpobyBaHHS 3a
naJui 3 KapToHy nokKasHUKoM «CynpoBifHi AOMILLKN»; 3MiHW | TUny -
noAaHHA OHOB/IEHOTo cepTudikarta BifnoBifHOCTI
€ponelicbkiii hapmakonei Ne R1-CEP 2004-083-
Rev 07 ana A®l MipaueTtamy Big BXe
3aTBepAKeHoro Bupo6Huka Northeast
Pharmaceutical Group Company, Limited, China, y
HacNifoK 3MiH y MeToAuLi 3a NOKa3HUKOM
«3a/IMLLKOBI KiNbKOCTI OpraHiYHMX PO3UUHHUKIB
177. | NIPUOOKCA MOPOLLIOK (Cy6CTaHLis) y ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasiis: - UA/16505/01/01
Nb-5- MilKax 3 nonieTuneHoBol 06MeXeHo 06MeXeHo BUNPAB/IEHHS TEXHIYHOI NOMU/IKM B crieuudikaLii
DOCDAT nAiBk1 Ans BiANOBIAA/bHI BiANOBIAA/LHICTIO [0 MKA 113, 3a nokasHUKOM «CynyTHi JOMILLIKN»,
thapmaueBTUYHOro CTIO "PAPMXIM" AKa cTaHoBUTb «[ipnAOKCUHY rigpoxnopuay — He
3acTocyBaHHA "®APMXIM" 6inbLwe 0,5 %», a B MeToAax KOHTPOSIo Ta
cneundikauii B AM® «MipnaokcuHy rigpoxnopuay
— He 6inbLue 0,05 %». MNponoHoBaHa peAakuis:
CynposigHi Aomiwku: MipuaokeuHy rigpoxnopuay
— He 6inbLue 0,05 % 3a3HayeHe BUNpaBIEHHA
BiANOBIAae MaTepianaMm peecTpauiiHoro Aocbe
178. | NPEAYKTAN TabneTku, BKPUTI TOB "CepB'e Ykpaina AH®OAPM MonbLua/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/3704/02/01
® MR NAiBKOBOK 060/IOHKOIO, 3 Ykpaina" MianpnemcTo dpaHuis 3MiHK | TNy - 3MiHK WoAo 6e3nekn/eddeKTUBHOCTI | peyenmom
MoaudpikoBaHUM dapmaueBTyHe AT, Ta chapmakoHarnsgy. BeegeHHs abo 3miHv o
BMBISIbHEHHSIM NO 35 Mr; Monbuia; labopartopii y3arasibHeHux AaHux Npo cuctemy
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
no 30 TabneTtok y Ceps'e IHaacTpi, dhapmakoHarnsgy (BBefleHHs y3araslbHEHUX AaHNX
6nictepi; no 2 6nictepu y PpaHuin npo cuctemy hapmMakoHarnsgy, smiHa
KOpOO6Li 3 KapTOHY yMNOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a
3[ificHeHHs chapmakoHarnsay; KOHTaKTHOI 0co6u 3
chapmakoHarnsgy 3asaBHUKa 418 34iACHEHHS
hapMakoHarnagy B YkpaiHi, SKLO BOHA BigMiHHA
BiJl yNOBHOBaXXeHOI 0co6Wu, BiAMoBifa/IbHOT 3a
3[jficHeHHs1 hapMakoHarisay (BkIYarum
KOHTaKTHi AjaHi) Ta/abo 3MiHW Y PO3MiLLEHHI
macTep-haiina cuctemu hapmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0CO6U 3aABHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag;:
MponoHoBaHa peaakuis — PokyHb OkcaHa
tOpiiBHa. 3MiHa KOHTAKTHUX JaHWUX YNOBHOBaXKEHOI
ocobu, BignoBiganbHOI 3a dhapmakoHarnag. 3MiHa
HoMepa MacTep-chaiina cuctemu
chapmakoHarnsgy
179. | NPIOPUKC™ niodpinisat Ans po3unHy nakcoCmitKn Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/13694/01/01
| PRIORIX™ ONs iH'ekuin, 1 AiH Ekcnopt BpuTaHis Bionogxikan3 C.A. 3MiHM | TUny - 3MiHK Woao 6e3nekn/eddeKTMBHOCTI | peyenmom
KOMBIHOBA MOHOZI030BMI1 hakoH (1 Nimiteq Ta hapmakoHarnsgy. BeegeHHs abo 3miHn oo
HA [03a) 3 niodinisatom y y3aranibHeHVX faHnx npo cuctemy
BAKUVHA KOMNIEKTi 3 PO3YNHHUKOM hapmakoHarnsay (BBefeHHs y3arasibHEHUX JaHUX
ana (BOAa ANA iH'EKUIN) y npo cuctemy hapmakoHarnsgy, amiHa
NMPO®INAKT nonepeaHs0 YNOBHOBaXXEHOT 0CO6MU, BigNoBiganbHOI 3a
MKW KOPY, HanoBHEHOMY LUNPULi Ta 34ificHeHHs chapmMakoHarnsay; KOHTaKTHOI 0co6u 3
EMNIAEMIYHO | aBoma roskamu B hapmakoHarnsay 3asiBHUKa A5 34iliCHEHHS
ro KapTOHHI Kopobui; 100 thapmakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHA
NAPOTUTY MOHOA,0308BUX (1 f033a) BiJl yNOBHOBaXXeHOI 0co6Wu, BiAnoBifanbHOT 3a
TA dhnakoHiB 3 niogpinizatom 3[jicHeHHs1 hapMakoHarisay (BkIYarum
KPACHYXU Y KOMMNEeKTi 3 KOHTaKTHi AjaHi) Ta/abo 3MiHM Y PO3MilLEHHI
PO34MHHMKOM (BOoda ANns macTep-paiina cuctemn hapmakoHarnsgy) -
iH'ekuiin) B amnynax Ne 100 3MiHa YNOBHOBaXXEHOT 0COOU 3aABHMKA,
B OKpeMiil ynakosL; 1 BiANOBiAaNbHOI 3a thapmakoHarnsg,
MyNbTUA030BMIA hnakoH MponoHoBaHa peaakwis — [p. MieHc-Ynbpix
(2 po3wn) 3 niogpinizatom y LtermanH / Dr. Jens-Ulrich Stegmann, MD. 3miHa
KOMMNEKTI 3 PO3YNHHUKOM KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0cobu,
(BOAa ANA iH'eKUI) B BignoBigasibHOT 3a hapmakoHarnsag. 3miHa
amnyni; no 100 wTyk HOMepy Ta MicLe3HaxoMKeHHs MacTep-caiina
chakoHiB Ta amnyn B cmucTeMu dpapmakoHarnsagy
OKpeMmnx Kopobkax
180. | NPO3EPWUH- pO34nH ANa iH'ekuiid, 0,5 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/6208/01/01
AAPHUNLUA Mr/Mn no 1 mn B amnyni; "dapmavesTu "papmMaLeBTnYHa 3MiHU | TUny - 3MiHK 3 AKocTi. AL, KoHTponb A®L. | peyernmom
no 5 amnyn y KOHTYpHil YHa thipma hipma "JapHuus” 3MiHa y meTogax BunpobyBaHHs A®| abo
YapyHKOBIli ynakoBLj; no 2 "OapHuus” BUXIZAHOrO MaTepiany/npomiKHOro
KOHTYPHI YapyHKOBI NpoAyKTYy/peareHTy, L0 BUKOPUCTOBYETLCSA Y
yNakoBKM B navi npoueci Bupo6bHuutea A®I (iHwi 3MiHM y MeToAax
BUMPOOYBaHHA (BK/IKOYa0UM 3aMiHy a6o
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

[0NoBHEHHS) AdD| abo BKXiAHOro/NPoOMiKHOro
NPOAYKTY) - CyNyTHA 3MiHa - 3MiHM 3 aKOCTi. AdDI.
KoHTponb A®I. 3miHa y napameTpax crneumdikawivi
Ta/abo [oNyCTUMUX MEX, BUSHAUYEHUX Y
cneuudikauisx Ha A®l, abo BUXigHWUA/NPOMIXKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoteci Bupo6Huutea Adl - 3MiHN Jo
cneuunagikaLii Ta meToaiB KOHTponto APl 3a
nokasHunkam «MikpobionoriyHa uicToTa» -
npyBeLEHO Y BiAMOBIAHICTb [0 BUMOT €D, 2.6.12,
5.1.4.

181.

MPOKTO-
rNIBEHON

Cyno3nTopil peKkTasibHi No

5 cynosuTopiis y 6nicTepi;
no 2 6nictepu B KAPTOHHIl
Kopobu,i

Pekopgari
Aineng 14

Ipnangis

[Jenbdapm FOHiHT
C.A.C., ®paHuis;
3ETA
®APMACEBTIUI
C.M.A., ITanis

®paHuia/
ITanisa

BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis:
3MiHK | TUNY - NOAAHHS OHOBNIEHOTO cepTudikaTa
BiANoOBIgHOCTI €Bponeiickkili hapmakonei Ne RO-

CEP 2015-385-Rev 02 gns gito4oi pe4oBuHu
TpubeHo3nay Bif BXe 3aTBep)KeHOro BUPO6HMKa

RECORDATI INDUSTRIA CHIMICA E

FARMACEUTICA S.P.A., y Hacnifok BBe4eHHs

[04aTKOBOr0 BUPO6HMKA NPOMDKHMX NPOAyKTiB GR

INTRACHEM LIMITED Sy. No. 967, 968, 971 —

974, 980, 981, Jinnaram Mandal, Medak District
India-500 074 Kanukunta, Telangana;
NOAOBXEHHS nepiofy NepekoHTposio Ao 36
MiCSLiB; BBEAEHHS 3BITY 3 OL|iHKMN PU3NKIB
CTOCOBHO €/1EMEHTHUX [OMILLIOK

6e3
peyenma

UA/4678/02/01

182.

NMCOPIATEH

Ma3sb o 50 ry Ty6i; no 1
Ty6i B KQPTOHHIIA KOpoobLi

AnbneH
dapma M'm6X

HimeuunHa

Brpo6HuK fo30BaHOl
dhopmMu, nepBrHHE Ta
BTOPUHHE MaKyBaHHS,
KOHTPONb SIKOCTI:
[Op. Binbmap LBabe
vm6X i Ko. KT,
HimeuumnHa;
BUpPOGHYK,
BiANOBigabHUIA 3a
BUNYCK cepil:
[Op. N'yctaB KnsiH
v6X & Ko. KT,
HimeuunHa

Himeyunna

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHKM | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKUiA
3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
iMnopTepa/3aMiHu, LLIO CTOCYHOTLCSA BUMYCKY cepil Ta
KOHTPOJIH0 SIKOCTi FOTOBOrO NiKapCbKOoro 3acoby
(3amiHa abo fgofaBaHHSA BUPOOHMKA, L0
BignoBifae 3a BBe3eHHA Ta/abo Bunyck cepii) - He
BK/THOYAKOUMN KOHTPO/Ib/BUNPOBYBaHHS cepii.
3amiHa BUpo6HUKa, BiANOBIAA/ILHOIO 3a BUMYCK
cepii 3 [loiiue XomeonaTi-YHioH AXY-
ApuHaiimittens MTM6X & Ko. KI, HimeuwunHa Ha [p.
l'yctas Knsiin TM6X & Ko. KI, HimeuuunHa, 3a
appecoto: LWTaiiHeHbenba 3, 77736 Llennb am
Xapmepc6ax, HimeuunHa. 3MiH1 BHECEHI y po3ain
"BMpo6HMK" Ta "MicLie3HaxomKeHHs BUPOOHMKa Ta
oro agpeca micusA NpoBaXeHHS AisnbHOCTI" B
IHCTPYKLUiO AN51 MeANYHOTO 3aCTOCYBaHHA Ta AK
HacnifokK - BignoBigHi 3MiHW y TEKCTI MapKyBaHHS
yMakoBKM ikapcbKoro 3acoby. 3MiHu | Tuny -
3MiHM Wwoao 6e3nekn/edhekTMBHOCTI Ta
hapmakoHarnagy (iHwWi 3MiHW) - BHECEHHS 3MiHW
[0 po3giny «MapkysaHHs» MKA N3:
3arsepakeHo: Mapkuposka: MpunaraeTcs.

6e3
peyenma

UA/3775/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

3anponoHoBaHo: MapkyBaHHs: 3rigHo
3aTBEPAKEHOrO TEKCTY MapKyBaHHS. 3MiHU
BHECEHI B TEKCT MapKyBaHHs ynakoBKu
NiKapCbKOro 3acoby LoA0 3a3HaYeHHs
MDKHapOAHUX NO3HAYeHb OAUHNLb BUMIPIOBAHHS.
3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NiKapPCbKNi
3aci6. 3mMiHM y BUpobHUUTBI. 3amiHa abo
BBE[EHHSA A0AATKOBOI Ai/IbHULi BUPOOHULTBA AN
YyacTvHy abo BCbOro BUPOGHNYOro npoLiecy
roTOBOrO Jlikapcbkoro 3acoby (iHLi 3MiHw) -
npuBefeHHs iHhopMauii Npo BUpo6Huka M3y
BIAMOBIAHICTb A0 apXiBHWUX MaTepianis, Sk
nofjasasncb Ha nepepeecTpadiio 13, a cave
BMHeceHHs 1o Pl Bupo6Huka Ap. Binbmap LUBabe
'm6X i Ko. KIM, HimeuuunHa, sikuii 6yB paHiwie
3a3HaveHuin y posgini 3.2.P.3.1. BUpo6Huk(1), sK
BMPOGHWK, BiANOBIAabHNI 38 BUPOOHULTBO
[030BaHOi hopmuy, NePBUHHE Ta BTOPUHHE
nakyBaHHS, KOHTPO/b SIKOCTI

183.

NMYMNAH®

Kpanni opasibHi, no 20 mn,
a6o no 50 mn, a6o no 100
My thrakoHax-
KpanenbHuusx; no 1
h1akoHy Y KapTOHHIl
ynaxoBLi

Pixapa
BiTTHep Al

ABCTpist

Pixapg BitTHep Al

ABCTpIst

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHW | TUMY - BUNYYEHHS HECYTTEBOTO
BUMPOOYBaHHSA 3a NokasHWKOM «CMak» B NPoLeci
BMpo6HULTBa [/13. BBEAEHHSA 3MiH NPOTArom 3-X
MiCALIB MiCNA 3aTBEPLKEHHS; 3MiHM | Tuny -
BHeCeHHs 3MiH g0 Cneuudikauii/MeTogis
BMNPOGYBaHHS /ikapcbKoro 3acoby, a came
BUJTYYEHHS KOHTPOJIIO 3a NOKa3HUKOM «CMak».
BBefeHHs 3MiH npoTarom 3-x micsuiB nicns
3aTBEPMKEHHS; 3MiHW | TUNY - BHECEHHSA 3MiHW A0
po3giny 3.2.5.2.1. Bupo6Huk(n), a came - 3miHa
afipecy BUPOGHVKa MaTpUYHOT HACTOKM
Herbamed AG, Switzerland gnsa A®l (Arnica D6),
6e3 3MiHN MicLA BUPOGHMLTBA: 3anponoHOBaHO:
Austrasse 10 + 12 9055 Buhler Switzerland; 3miHu
| TMNY - BHECEHHS 3MiHM J0 po3giny 3.2.S.2.1.
Brpo6Huk(n), a came - 3MiHa agpecu BUPO6HUKa
MaTpuyHoi HacToikn Herbamed AG, Switzerland
onsa A®l (Convallaria D12), 6e3 3miHu Micus
BMPOGHMLTBA: 3anpornoHoBaHo: Austrasse 10 + 12
9055 Buhler Switzerland; 3miHu | TUny - BHECEHHSA
3MiHK o po3giny 3.2.S.2.1. BUpo6Huk(n), a came -
3MiHa agpecy BUPOOHMKA MaTPUYHOT HACTONKK
Herbamed AG, Switzerland gna A®l (Grataegus
D1), 6e3 3MiHu Micus BUpOGHMLTBA:
3anponoHoBaHo: Austrasse 10 + 12 9055 Buhler
Switzerland,;
3MiHW | TUNY - BHECEHHA 3MiHW 40 pO34iny
3.2.5.2.1. Bupo6Huk(n), a came - 3miHa agpecu

6e3
peuyenma

UA/1973/02/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Howmep

peecmpayiliHo2o

nocsio4YeHHs

BMPO6GHMKa MaTpu4Hoi HacTolikn Herbamed AG,
Switzerland gna A®l (Digitalis D12), 6e3 3MiHK
MiCL BUPOGHMLITBA: 3anpornoHoBaHo: Austrasse
10 + 12 9055 Buhler Switzerland,;
3MiHW | TUNY - BHECEHHA 3MiHW 1O pO34iny
3.2.5.2.1. Bupo6Huk(n), a came - 3miHa agpecu
BMPO6GHMKa MaTpu4Hoi HacTolikn Herbamed AG,
Switzerland gnsa A®l (Kalium carbonicum D6), 6e3
3MiHM MicLSi BUPO6HMLITBA: 3aMPONOHOBaHO:
Austrasse 10 + 12 9055 Buhler Switzerland

184.

MYCTUPHUK
A TPABA

Tpasa pi3aHo-npecosaHa
no 100 r y naykax 3
BHYTPILLHIM NakeTom

MpAT
"NikTpasn”

YKpaiHa

MpAT "NikTpasun"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHW | TUNY - BHECEHHS 3MiH [0 MaTepiasnis
peecTpauiiHoro AoCbe, a caMe YTOUYHEHHS onucy
nikapcbkoi hopMu, SIK HACNILOK BHECEHHS 3MiH [0
MeTOoZiB KOHTPOSO AKOCTI N. «laeHTudikauis A.
30BHILLHI 03HaKu». 3anpornoHoBaHo: A. 30BHILLHI
03Haku. 2. [leTanizalis 30BHILLHIX O3HaK.
LLImaToukn umniHgpuyHoi chopmu, aiametpom Big 4
00 6 MM, AOBXMHOK 8 - 12 MM. [oBepXHs
rnafeHbka, 6avckyya, pigle MaTtosa, MapmMypoBa,
Ha Topusax HepiBHa. Konip TeMHO-3eneHwnit. 3anax
cnabkuii. Cmak ripkyBaTuii.

BBeneHHst 3MiH NpoTArom 3-x MicsliB nicns
3aTBepaxeHHs. CynyTHS 3MiHa - 3MiHW 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTpob roToBoro
nikapcbKoro 3acoby. 3miHa y meTofax
BMNPOGYBaHHSA roTOBOrO MiKapCbKOoro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX METOAAX
BMNPOGYBaHHS)

6e3
peuyenma

UA/5987/01/01

185.

PAMNTEH
PETAP/],

TabneTkn, BKPUTI
NNiBKOBOK 060/0HKOI,
nposioHrosaHoi fji no 100
mr no 10 TabneTok y
6nicTepi; no 2 6nictepu B
KapTOHHIiA ynakoBL,i

"Xemodhapm"

AL

Pecny6nika
Cepbis

"Xemodhapm" AL

Pecny6nika
Cepbis

BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiais:
3MiHK | TUNY - AOMIHICTPaTMBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asBHMKA
(BnacHvKa peecTpauiiiHoro noceig4YeHHs) - 3MmiHa
Ha3BW KpaiHu 3asBHuka 13 (BBeaeHHs 3MiH
NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPIKEHHS);
3MiHK | TUNY - AOMIHICTpaTMBHI 3MiHK. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micus
npoBafpKeHHN AiSNbHOCTI BUPOOHUKa/iMnopTepa
roTOBOrO NiKapCbKOro 3acoby, BkIoUaoun
AinbHULI BUNYCKY cepii abo MicLie NpoBeAeHHs
KOHTPOJIIO SIKOCTI. (AiANbHICTb, 3a AKy Bignosifae
BMPOGHUK/IMMOpPTEpP, BK/IOYAKYN BUMYCK CEpiii) -
3MiHa Ha3BW KpaiHu BUpo6Huka N3, 6e3 3MiHn
MicList BUPOOHULITBA. 3MiHM BHECEHI B IHCTPYKL,i1O
AN MeAnyHoro 3actocyBaHHs 13y p.
"MicLe3HaxomkeHHs1 BUpO6HWKa Ta iioro agpeca
MiCLiSi NPOBaPKEHHA AiSNIbHOCTI" 3 BifNOBIAHMMMN

3a
peyenmom

UA/1785/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
3MiHaMK B TEKCTi MapKyBaHHS ynakoBOK
(BBefeHHs 3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPAKEHHS)
186. | PEBO/TIAA™ TabneTku, BKpUTI Hosapric LWBeiuapis | Mnakco Bennkom C.A., IcnaHis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/11300/01/01
NAiBKOBOK 0H60/I0HKOID, NO dapmva Al IcnaHis (BUPOGHUK Ais Benuvka 3MiHu || TUNY - 3MiHK BHECEHO A0 IHCTPYKUIT Ans | peyenmom
25 Mr; no 7 TabneTok y NepBNHHOrO Ta BpuTaHis MEeAMYHOro 3aCTOCyBaHHS MiKapCcbKoro 3acoby Ao
6nicTepi; no 4 6nictepu B BTOPWHHOIO po3zinis "®apmakosoriyHi BacTuBoCTi”,
KapTOHHIlA KopooLi nakyBaHHs Ta BUNYCK "B3aemogis 3 iHWMMK Nikapcbkumn 3acobamm Ta
cepii); Fnakco iHWI BMAW B3aemogii", "OcobnmnsocCTi
OnepeiiwHc HOK NTA, 3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta fo3un",
Benvika bputaHis "Mo6iuHI peakuii”. BBeAeHHA 3MiH NPOTSArom 6-1u
(BMpPOGHMLTBO, MiCALIB MiCNA 3aTBEPKEHHS
KOHTPO/b AKOCTI)
187. | PEBONAA™ TabneTku, BKpUTI Hosapric LBeiuapis | Mnakco Bennkom C.A., Icnanis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/11300/01/02
N1iBKOBOK 060/IOHKOIO, MO Papma Al Icnania (BUpOGHUK ANns Benuka 3MiHUY Il TUNy - 3MiHW BHECEHO A0 IHCTPYKLUT Ana | peyernmom
50 mr; no 7 Tabnetok y NMepBUHHOTO Ta BpuTaHis MeAMYHOro 3acTOCYBaHHA /iKkapCbKoro 3acoby A0
6nicTepi; no 2 6nictepu B BTOPWHHOIO po3ainis "®apmakosoriyHi B1acTuBoCTi",
KapTOHHIA KOpO6L nakyBaHHs Ta BUMYCK "B3aemogisa 3 iHWVMKU NikapcbkumMu 3acobamu Ta
cepii); Fnakco iHLWIi BUAM B3aemogiii”, "OcobnnBocCTi
OnepeiiwHc HOK NTA, 3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta fo3un",
Benuka bpuTaHis "Mo6iuHi peakui”. BBeAEHHA 3MiH NPOTAroM 6-Tn
(BMPOGHMLTBO, MiCSILiB MiCNsi 3aTBEPOYKEHHS
KOHTPO/b AKOCTI)
188. | PENI®® Cyno3uTopil peKkTasibHi No TOB "BAVIEP" | Ykpaina IcTiTyTO e AHxeni ITanis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 6e3 UA/7089/01/01
AABAHC 206 mr; no 6 cynosnTopiis C.p.n. 3MiHW | TUNY - BHECEHHS HE3HAYHWX 3MiH A0 peyenma
y CTpvni; No 2 cTpunu y MeTopiB KoHTposto skocTi /13 3a n. «beH3okaiH Ta
KapTOHHIA ynakoBL,i NpoAyKTW Aerpagalii», a came — OHOBJIEHHS
dhopmynn nepepaxyHky «Byab-sKuii
HecneundivyHMin NPOAYKT Aerpaaauii, %»; 3MiHu |
TUMY - BHECEHHSA HE3HaYHUX 3MiH [0 MeToaiB
KOHTPOO AKOCTi /13 3a N. «beH30kaiH Ta NpoayKTu
Jerpagadii», a came- BUNPaB/IeHHA MOMWUSIKM, LLIO
BMHWK/A B ONUCaHHI OJHIET 3i CK1afoBux
napameTpis hopMynn pospaxyHky ans «byab-
AKWIA HecneundivyHWA NPOAYKT Aerpadauii, %»
189. | PEMUKENA® | niodinisaT ans posumHy TOB Ykpaina Cinar AT, LUBeiiuapis Leiiuapis/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/4904/01/01
Ans iHdysin no 100 wmr; 1 "[DKOHCOH i (BMpPOGHMLTBO 3a Higepnangn 3MiHM | TUny - 3MiHK Woo 6e3nekn/edekTMBHOCTI | peyenmom
dp1akoH 3 NOPOLLKOM Y JDKOHCOH MOBHUM LIK/TOM); Ta thapmakoHarnsgy - 3MiH1 BHECEHO A0
KapTOHHIlA KOpooLi YkpaiHa" AHcceH baonomxuke IHCTPYKUIT AN Me4UYHOro 3aCTOCYBaHHSA
B.B., Higepnanan nikapcbkoro 3acoby Ao po3giny "MNobiyHi peakuii”
(Bunyck cepii) LLI0A0 OHOBJIEHHS iHChOpMaLlii 3 6e3neku aitoyor
peyvyoBuHM «iHdikcumab» BifNOBIAHO 40
pekomeHgauin PRAC EMA. BeeaeHHS 3MiH
npoTArom 6-Tu MicALB Nicns 3aTBEPMAKEHHS
190. | CEHU JZINCTA | nucTa Ta nnoau pisaHo- MpAT Ykpaina MpAT "NikTpasu" YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 6e3 UA/5882/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

TA nnoan

npecosaHi no 100 ry
naykax 3 BHYTPILLIHIM
nakeTom

"NikTpasu”

3MiHM | TUNY - BHECEHHS 3MiH [0 MaTepiasiB
peecTpauiiHoro AoCbe, a caMe YTOYHEHHS onucy
nikapcbKoi hopMu, SIK HACNILOK BHECEHHSA 3MiH 40
MeTOZIB KOHTPOSIO AKOCTI M. «laeHTundpikauis A.
30BHILLUHI 03HaKM». 3anpornoHOBaHO: A. 30BHILLHI
03Haku. LLimaTtoukm umniHgpuyHoi dopmu,
AdiameTpom Bif 4 [0 6 MM, JOBXVHOW 8-12 MM.
MoBepxHA rnageHbka, 6amckyya, piglie maTosa,
MapMypoBa, Ha Topusx HepiBHa. Konip Big,
KOPUYHIOBATO-3€/1EHOTO 10 TEMHO-3E/1EHOTO 3
XXOBTUMM BKpanneHHAMN. 3anax cnabkuii. Cmak
3/1erka ripkyBatuii 3 BiguyTTAM C/IM3UCTOCTI.
BBefeHHsI 3MiH NpoTArom 3-x MicsuiB nicns
3aTBepmXeHHs. CynyTHS 3MiHa
- 3MiHM 3 AKOCTi. FOTOBWMIA NikapCbKuii 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa y
mMeToAax BUNPoGyBaHHSA rOTOBOrO MiKapCbKoro
3aco6y (He3HayHa 3MiHa Y 3aTBEpPKEHNX
MeToAax BMNpobyBaHHS). BBegeHHs 3MiH
NpPOTArom 3-X MicsUiB Nicns 3aTBEpKEHHS

peyernma

191.

CUHADNIAHY
MA3b

masb 0,025 %; no 10T, 15
ry Ty6i; no 1 Ty6i B mayui

TOB "AKnMN
"®apmaueBTn
YyHa thabpumka"

Ykpaina

TOB "OKM
"@apmavueBTnyHa
habpuka"

Ykpaina

BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasis:
3MiHM | TUNYy - 3MiHK 3 SKOCTi. FOTOBMIA NikapCbKuii
3aci6. KoHTposib roTOBOro Nikapcbkoro 3acooby.
3mMiHa y MeTodax BUNpo6yBaHHS roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX METOAAX BUNPOOYBaHHS) -
BHECEHHS HE3HAYHWX 3MiH A0 MeTogy
BMNpo6yBaHHSA (TOHKOLLIApoBa XpomaTorpadis) 3a
nokasHukamu "lgeHTudikauis ayoLMHONoHY
aueToHig", 30Kpema: BBeAeHHS ABOCTYymniHYacTol
Xpomatorpadii 3 L1710 NoKpaLLeHHA Po3Ai/iIeHHA
KOMMOHeHTY nnauebo Ta dyoLnHONOHY
aueToHiA; 3MiHM B Npo6oniAroToBLi Ta y pyXoMii
hasi, AKi 403BONNIN HE 3MIHIOBATM CyMiL
PO3YMHHVKIB, & NuLLIe BUAMATU NAACTUHKY i
BMNApOBYBATN PO3UNHHWUK MIC/1A NPOXOAKEHHS
nepLuoro )poHTy nepes HaCTyNHUM e/lHoBaHHAM

3a
peyerimom

UA/9345/01/01

192.

cuPOnM BIf
KALL/IO [IP.
TAWCCA

cupon no 50 mn, abo no
100 mn, abo no 250 mny
hnakoHi; no 1 dpnakoHy B
KapTOHHIA KOpO6L

[Op. Taiicc
HatypBapeH
rM6X

HimeuunHa

[Op. Taiicc
HaTypBapeH MM6X

Himeyunna

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHu | TMNY - 3MiHK 3 AKOCTi. MeauyHi NPUCTpPOI.
3MiHa NpUCTPOIB A1 BUMIpHOBaHHSA 031 abo
BBEJEHHS /iKapcbKoro 3acoby (gofaBaHHs abo
3amiHa NpUCTPOIO, SIKNIA HE € HEBIA'EMHOI0
YacTVHOK NEPBUHHOI yNakoBkK) - MpucTpiit, Akuii
mae CE-mapKyBaHHS - BBE,EHHSA NPUCTPItO, KNI
mae CE-mapkyBaHHS, a came MipHOro cTakaHuuka
3 noninponinexy 3i wkanow (2,5; 5; 7,5; 10; 15

6e3
peyenma

UA/2336/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

M), 3 BIANOBIAHUMY 3MiHAMU Y P. «YNaKoBKa.
3MiHM BHECEHO B IHCTPYKLit0 419 MEANYHOTO
3aCTOCYBaHHS NikapcbKoro 3acoby A0 po3ainis
"YnakoBka", Ik Hacnigok Ao posginy "Cnocio
3acTocyBaHHA Ta 031" (fofAaBaHHS 403YH0HOro
MPUCTPOIO - MIPHOTO CTakaHuuka). 3MiHu | Tuny -
3MiHM Wwoao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHM) OHOBMEHHS TEKCTY
MapKyBaHHs NepPBMHHOT Ta BTOPUHHOI YNaKoBKU
nNiKapcbKoro 3acooby.

193.

COAEPM®

kKpem 0,1 %, no 25r,50ry
Ty6i, no 1 Ty6i B KAPTOHHINA
nauui

TOB "MIBE
YKPAIHA"

YKpaiHa

Mi6e Fm6X
ApuHaiimitTTens

Himeyunna

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHM | TUMY - NOAAHHA HOBOro cepTudikata
BiANoOBIgHOCTI €Bponeiickkili hapmakonei Ne R1-
CEP 2008-215-Rev 00 ans gito4oi pe4yoBuHn
BeTameTasoHy BasiepaTy Bi HOBOrO BUPOGHMKA
(monoBHeHHA) Symbiotica Specialty ingredients
SDN.BHD., Manaiisisi. 3anponoHoBaHo: Crystal
Pharma S. A. U., Icnanisa; TEVA Pharmaceuticals
Industries Ltd., I3painb; Symbiotica Specialty
ingredients SDN.BHD., Manaii3isi; 3miHu | Tuny -
BBE/lEHHS nepioay NOBTOPHOr0 BMNpPoGyBaHHS 60
MiCALiB A/151 MiKPOHI30BaHOI Ajt040i pe4OBUHU, LLLIO
noctavaeTbca Symbiotica Specialty ingredients
SDN.BHD., Manaiisisi; 3miHu | Tuny - BBEAEHHS
HOBOT AiNbHULI, e 3AiICHIETLCA MIKpPOHi3aLlis
Symbiotica Specialty ingredients SDN.BHD.,
Manaiisisa

3a
peyenmom

UA/10254/03/01

194.

COAEPM®

emy/ibCifl HawkipHa 0,1 %,
no 20 mn, 50 MmNy
onakoHi; no 1 dpiakoHy B
KapTOHHI navvi

TOB «MIBE
YKPAIHA»

YKpaiHa

mibe Tm6X
ApuHaiimiTTenb

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHV | TUMY - NOAAHHA HOBOro cepTudikaTa
BignoBigHOCTI €Bponelicbkiii hapmakonei Ne R1-
CEP 2008-215-Rev 00 ans gjito4oi pevyoBuHu
BeTameTa3oHy BasiepaTy Bif HOBOrO BUPOGHMKA
(aonoBHeHHs) Symbiotica Specialty ingredients
SDN.BHD., Manaisisi.
3anponoHoBaHo: Crystal Pharma S. A. U., IcnaHis;
TEVA Pharmaceuticals Industries Ltd., I13pains;
Symbiotica Specialty ingredients SDN.BHD.,
Manaiisis; 3mMiHu | Tuny - BBeAEHHS nepiogy
NOBTOPHOro BUNpo6yBaHHA 60 micAuiB 4s
MiKPOHI30BaHOT Aito40i pevyoBuHY, L0
noctavyaeTbcs Symbiotica Specialty ingredients
SDN.BHD., Manaiisisi; 3miHu | Tuny - BBEAEHHS
HOBOT AiNbHULI, e 3AiCHIETLCA MiKpPOHi3aLlis
Symbiotica Specialty ingredients SDN.BHD.,
Manaiisisa

3a
peyenmom

UA/10254/04/01

195.

COMABEPT

niodpinisat Ans po3vnHy

MNPAN3EP

CLWA

Mdpbaiizep IpneHg,

IpnaHgis/

BHECEHHS 3MiH [10 peecTpauiiiHux maTepianis:

3a

UA/17108/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
Ans iH'ekuiidi no 10 mry EWNY.CL.ML. dapmaceyTmkanc, Benebris 3MiHM | TUMY - foJaBaHHsa 40 MaTtepianis peyenmom
hNakoHi B KOMNAEKTI 3 KOPMOPENLL IpnaHgis (KoHTpob peecTpadiiiHoro gocke, posginy 3.2. S.2.1.
PO3YMHHMKOM NO 1 M1y H AKOCTI NiKapCbKOro Brpo6HWK(1) anbTepHaTUBHOI AiNbHULI SKa
nonepeaHbLO 3aco06y); MNdavizep BiAnoBigae 3a 36epiraHHsA [0/10BHOTO 6aHKy KTITUH
HanoBHEHOMY LUNPUL Ta MeHtohekyypuHr Ta Po6oumnx 6aHkiB KniTuH A®I nersicomaHT -
6e3neyHoto ronkoto; 30 Benbria HB, benbris Pfizer Inc., St. Louis, 875 Chesterfield Parkway
chnakoHiB, 30 nonepesHbLO (BMpOGHMLTBO, West, Chesterfield MO 63017, CLUA; 3miHu | Tvny -
HaMoBHEHWX LUNPULIB Ta KOHTPO/Ib SKOCTi Ta BU/TYYEHHS 3 MaTepiasiB peecTpaLiiiHoro Aocbe,
30 6e3neyHux rosok y BUMYCK cepii Bogn Ans po3giny 3.2. S.2.1. Bupo6Huk(1) BUpo6HUYOT
KapTOHHIli KopoobLi iH €eKUili y monepeaHbo OiNbHULI BigNOBiAaNbHOT 32 KOHTPO/b AKOCTI
HaMoBHEHMX LUNpuULaXx, Aitoyoi pevoBuHY (aHani3 “OeamigyBaHHA") Ans
ofiHo4YacHe nakyBaHHS A®I nersicomaHT — Pfizer Manufacturing Belgium
Ta MapKyBaHHA BOAMU NV, Benbris; 3miHW | TUny - BUYYeHHS 3
ONs iH ekyin Ta Marepianis peecTpauiiiHoro gocke, po3ainy 3.2.
nikapcbKoro 3acooby; S.2.1. BUpo6HWK(1) BUPOBHNYOT AiNbHULL
BMPOGHMLITBO BiANOBIAA/IbHOI 32 NpUroTyBaHHA Poboyoro 6aHky
nikapcbKoro 3acoby in KNiTUH Ta 36epiraHHs FonosHoro Ta Po6ouoro
bulk Ta nepsuHHe 6aHky knitTuH A®| nersicomaHT — Pfizer Biologics
nakyBaHHS; BUMYyCK Analytical Laboratory, CLLUA
cepii nikapcbkoro
3aco6y; KOHTPO/b
SAKOCTI NiKapCbKoro
3acoby, 3a
BVIK/TIOYEHHSAM TECTY
"BioaHaniz")
196. | COMABEPT niodpinizat Ans po3vnHy MOAN3EP CWA Mdpaiizep IpneHg, Ipnangis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/17108/01/02
Ans iv‘exuii no 15 wr; 10 EMY.CLML. PapmaceyTukanic, Benbris 3MiHK | TUNY - AoJaBaHHA 4O MaTepiasiiB peyenmom
hnakoHiB 3 nioginisaTtom KOPMOPEWLU IpnaHgis (KoHTposb peecTpadiiiHoro gocke, posginy 3.2. S.2.1.
Y NPOMIXKHIli KAPTOHHIl H SAKOCTI NTiKapCbKOro Bupo6HMK(1) anbTepHaTUBHOI AiNbHULL SKa

KOpOo6Lii; 3 NPOMIXKHI
KapTOHHI KOPOOKK B
KomnnekTi 3 30
nonepeaHL0
HarMoBHEHNMW LLNpULAMN
3 PO3YMHHMKOM (BOZa AN
iH’exuii) no 1 mn Tta 30
6e3neyH MK ronikaMm B
KapTOHHIlA KopooLi

3acoby); MNdyaiizep
MeHtohekyypuHr
Benbris HB, benbris
(BMpPOGHMLTBO,
KOHTPO/Ib AKOCTi Ta
BMNYCK cepii Boan Ans
iH eKUili y nonepeaHbo
HamnoBHEHUX LWNpuULax,
OfiHOYAaCHe nakyBaHHs
Ta MapkyBaHHS BOAU
ONs iH eKyii Ta
niKkapcbKoro 3acoby;
BMPOGHMLITBO
nikapcbKoro 3acoby in
bulk Ta nepBuHHe
nakyBaHHS; BUNYyCK
cepii nikapcbkoro
3aco6y; KOHTPOsIb
SIKOCTi JTiKapCbKOro

BiAnoBigae 3a 36epiraHHsA [010BHOTO 6aHKy KITUH
Ta Po6ounx 6aHkiB kniTMH A®| nersicomaHT -
Pfizer Inc., St. Louis, 875 Chesterfield Parkway
West, Chesterfield MO 63017, CLUA; 3miHu | Tuny -
BU/IyYEHHS 3 MaTepianiB peecTpauiiHoro fochbe,
po3ainy 3.2. S.2.1. BUpo6HuK(1) BUpOOHNYOT
LiNbHUL BiANOBIA&/IbHOT 32 KOHTPO/Ib SIKOCTI
Airoyoi pevoBuHY (aHani3 “OeamigyBaHHA") Ans
A®I nersicomaHT — Pfizer Manufacturing Belgium
NV, Benbris; 3miHW | TMny - BUyYeHHs 3
Marepianis peecTpauiiiHoro Aocke, po3ainy 3.2.
S.2.1. Bupo6HuK(1) BUpOBHUYOT AiNbHULL
BiANOBIAa/IbHOI 3@ NpurotyBaHHA Pobo4oro 6aHky
KNiTVH Ta 36epiraHHa FonosHoro Ta Po6oyoro
6aHky K1iTMH A®| nersicomaHT — Pfizer Biologics
Analytical Laboratory, CLLUA
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
3acoby, 3a
BUK/TIIOYEHHAM TecTy
"BioaHanis")

197. | COMABEPT niodpinizat Ans po3vnHy MOAN3EP CLWA Mdpaiizep IpneHg, Ipnangis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/17108/01/03
Ans iH'ekuii no 20 mr; 10 EVY.CLIL. dapmaceyTukanc, Benbris 3MiHK | TUNY - AoJaBaHHA 00 MaTepianiB peyenmom
chnakoHiB 3 niodoinizaTom KOPMOPEWLL IpnaHgis (KoHTpONb peecTpauiiHoro gocke, posginy 3.2. S.2.1.

Y NPOMDKHIli KAPTOHHIl H SAKOCTI J1iKapCbKOro Brpo6HWK(1) anbTepHaTUBHOI AiNbHUL SKa
Kopo6Li; 3 MPOMiXKHI 3aco06y); MNdaiizep Bignosigae 3a 36epiraHHs [010BHOrO 6aHKy KIITUH
KapTOHHI KOPOOKY B MeHtodhekuypuHr Ta Pobounx 6aHkiB k1iTH A®| nersicomaHT -
KomnnekTi 3 30 Benbrist HB, benbris Pfizer Inc., St. Louis, 875 Chesterfield Parkway
nonepegHsL0 (BUPOGHMLTBO, West, Chesterfield MO 63017, CLUA; 3miHu | Tuny -
HarnoBHEHMMU LWnpuuamm KOHTPOb SKOCTi Ta BWJ/TYYEHHS 3 MaTepiasliB peecTpauiiHoro foChE,
3 PO3YMHHKKOM (BOAa ANs BMNYCK cepii Boau ans po3giny 3.2. S.2.1. Bupo6Huk(1) BUpo6GHUYOT
iH’exuii) no 1 mn Ta 30 iH eKuili y nonepefHbO LiNbHULL BiANOBIA&IbHOI 338 KOHTPO/1b SIKOCTI
6e3ne4yHrMmn ronkamm B HaMoBHEHMX LUNpULax, Aito4oi pevoBrHM (aHani3 “AeamigyBaHHs”) ans
KapTOHHIA KopoobLi ofHOoYacHe nakyBaHHS A®| nersicomaHT — Pfizer Manufacturing Belgium
Ta MapKyBaHHA BOAM NV, Benbrisi; 3mMiHW | TUNY - BUNTyUYEHHS 3
ON8 iH ekuin Ta mMarepianis peecTpauiiiHoro Aocbe, po3ainy 3.2.
nikapcbKoro 3acooby; S.2.1. BUpo6HWK(1) BUPOBHNYOT AiNbHUL
BMPOOHULITBO BiANOBiAabHOT 32 NpUroTyBaHHs Poboyoro 6aHky
niKkapcbKoro 3acoby in KNiTVH Ta 36epiraHHs MonoBHoro Ta Po6ouoro
bulk Ta nepBuHHE 6aHkKy kniTuH A®| nersicomaHT — Pfizer Biologics
nakyBaHHS; BUMYCK Analytical Laboratory, CLUA
cepii nikapcbkoro
3aco0y; KOHTPO/b
SAKOCTI NTiKapCbKOro
3acoby, 3a
BUK/IOYEHHAM TecTy
"BioaHaniz")

198. | COMABEPT niodpinisat Ans po3umHy MNOANIEP CLWA Mdpaiizep IpneHg, Ipnangis/ BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiais: 3a UA/17108/01/04
Aans iv'exuii no 30 mr; 10 EVY.CLIL. dapmaceyTukanc, Benbris 3MiHK | TUNY - oAaBaHHA 00 MaTepiasiB peyenmom
thnakoHiB 3 niodpinizaTom KOPMOPEWLL IpnaHgis (KOHTpONb peecTpadiiiHoro gocbe, posginy 3.2. S.2.1.

Y MPOMDKHI KaPTOHHIM H SIKOCTi JTiKapCbKOro Bunpo6HMK(1) anbTepHATUMBHOI AiNbHULI sika
KOpO6LL; 3 NPOMIXKHI 3aco0by); MNdaiizep BiANoBigae 3a 36epiraHHsA [0/10BHOIO 6aHKy KiTUH
KapTOHHI KOPOOKY B MeHtodekuypuHr Ta Pobounx 6aHkiB kniTH A®| nersicomaHT -
komnnekTi 3 30 Benbrist HB, Benbris Pfizer Inc., St. Louis, 875 Chesterfield Parkway
nonepegHb0 (BpOGHMLTBO, West, Chesterfield MO 63017, CLUA; 3MmiHu | Tuny -
HarnoBHEHNMU LUNpULaMUN KOHTPO/b AKOCTi Ta BU/TYYEHHS 3 MaTepiasiB peecTpaLiiiHoro Aockbe,
3 PO34MHHMKOM (BOAa ANst BMNYCK cepii Bogn ans po3giny 3.2. S.2.1. BUpo6HuK(1) BUpOOHMYOT
iH’exuiii) no 1 mn Ta 30 iH eKUili y nonepeaHbO LiNbHUL BiANOBIA&/IbHOI 38 KOHTPO/1b SAKOCTI
6e3neyHrMmn ronkamm B HanoBHEHMX LUNpuULax, Aito4oi pevosrHM (aHani3 “feamifgyBaHHa”) Ans
KapTOHHIi KOpoOLyi ofHOYacHe MakyBaHHS Al nersicomaHT — Pfizer Manufacturing Belgium
Ta MapKyBaHHA BOAM NV, Benbris; 3mMiHW | TUNY - BUNTYYEHHS 3
ONA iH ek Ta matepianis peectpauiiHoro gocbe, posginy 3.2.
niKapcbKoro 3acooby; S.2.1. Bupo6HuK(1) BUPOBHUYOT AiNbHUL
BUPOGHMULITBO BiNOBIAaNbHOI 3a NpUroTyBaHHa Pobovoro 6aHky
niKkapcbKoro 3acoby in KNiTVH Ta 36epiraHHs FonoBHoro Ta Po6ouoro
bulk Ta nepBuHHE 6aHKy K1iTMH A®| nersicomaHT — Pfizer Biologics
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
nakyBaHHS; BUMYyCK Analytical Laboratory, CLLUA
cepii nikapcbkoro
3aco6y; KOHTPO/b
SAKOCTI NiKapCbKoro
3acoby, 3a
BVIK/TIOYEHHSAM TECTY
"BioaHaniz")
199. | COMATVH niodpinizat Ans po3vnHy TOB "$3 Ykpaina TOB "®3" YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/17216/01/01
Ans iH ekuin no 1,3 mr (4 "BIODAPMA" BIO®APMA" 3MiHM | TUNy - BUAYYeHHs nokasHuka "MNpo3opicTb” | peyernrmom
MO) y chnakoHax Nely i3 cneumdikavii mbxonepawiiiHoro KOHTPOs0
KOMMNEKTi 3 PO3YNHHUKOM NPOMiXHOI NnpoAykuii Ha CTagii 1. MpurotyBaHHs
(po3unH meTakpesony 0,3 PO34nHYy
%) no 1,0 mn B amnynax
Nel y 6nicTepi B naui
200. | COMATVH niodpinisat Ans po3umHy TOB "$3 YkpaiHa TOB "®3" YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiais: 3a UA/17216/01/02
[Ans iH ekuin no 2,6 mr (8 "BIO®APMA" BIO®APMA" 3MiHM | TUNY - BUNYYEHHS noka3Huka "Mpo3opicTs” | peyernmom
MO) y chnakoHax Nely i3 cneumdikavii mxonepawiiiHoro KOHTPOs0
KOMMNJIEKTi 3 PO3YNMHHUKOM NPOMIXHOI NpoAykKuii Ha CTagii 1. MpurotyBaHHs
(po3uunH meTakpesony 0,3 PO34nHY
%) no 2,0 mn B amnynax
Nel y 6nicTepi B nayLi
201. | COMATVH niodpinizat Ans po3vnHy TOB "$3 Ykpaina TOB "®3" YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/17216/01/01
AN iH ekuivi no 1,3 mr (4 "BIO®APMA" BIO®APMA" 3MiHU | TUNY - 3MiHKW 3 AKOCTI. FOTOBUIA Nikapcbkuii | peyenmom
MO) y cpnakoHax Nely 3aci6. KOHTpOo/ib AONOMDKHMX PEYOBYH. 3MiHa
KOMMNEKTi 3 PO3YNHHUKOM napameTpiB cneuudikauii Ta/abo gonycTUMmx
(po3uunH meTakpesony 0,3 MeX O/151 AOMOMIKHOI PEYOBUHY - BHECEHHS 3MiH
%) no 1,0 mn B amnynax 00 cneuyvdikaii BXIAHOro KOHTPO/IKO Ha AOMOMKHI
Nely 6nicTepi B nauui peyoBuHU «Hatpito gurigpodpocdaTt MoHorigpaT»,
«[lnHatpito pocchar rentarigpar» Ta npuBeAeHHA
cneuudikaLii JONOMDKHUX PEYOBUH: «MaHIT»,
«nigyH», «nHaTpito hocdat 6e3B0aHNI»,
«[unHartpili choccpat goaekarigpar»,
«MeTakpeson» Ta «HaTpito gurigpococdar
avrigpat» y BigNOBIAHICTL A0 BUMOr MOHorpadiii
«MaHHiTon» Eur.Ph 07/2019:0559, «Hartpito
avrigpochocdpar gurigpat» Eur.Ph 01/2017:0194,
«nigyH» Eur.Ph 01/2017:0614, «[lnHatpito
chocdpat 6e380aHMIA» Eur.Ph 01/2021:1509,
«MeTakpe3on» Eur.Ph 01/2008:2077, «AuHatpito
docchaTy poagekarigpaty» Eur.Ph 01/2021:0118
€sponelicbkoi thapmakonei
202. | COMATUH niodpinizat Ans po3unHy TOB "3 YkpaiHa TOB "®3" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3a UA/17216/01/02
[Ans iH ekuin no 2,6 mr (8 "BIO®APMA" BIO®APMA" 3MiHU | TUny - 3MiHK 3 SIKOCTi. FOTOBUIA NiKapcbkuiA | peyenmom
MO) y cbnakoHax Nely 3aci6. KOHTPO/1b AONOMDKHMX PEYOBUH. 3MiHa
KOMM/EKTI 3 PO3YNHHUKOM napameTpiB cneuudikauii Ta/abo JonycTUMmx
(po3uunH meTakpesony 0,3 MeX O/151 AOMOMIKHOI pEYOBUHY - BHECEHHS 3MiH
%) no 2,0 M B amnynax 00 cneuvdikauii BXiAHOro KOHTPO/IKO Ha AONOMIKHI
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

Nel y 6nicTepi B nauui

peyoBuHN «HaTpito aurigpodocdar MoHorigpaT»,
«[lnHartpito pocchar rentarigpar» Ta npuBeAeHHA
cneuudikaLii JONOMDKHUX PEYOBUH: «MaHIT»,
«nigyH», «[nHaTpito hocdar 6e3BogHNI»,
«[nHatpiii dhocchat goaekarigpars,
«MeTakpeson» Ta «HaTpito gurigpodoccar
avrigpat» y BigNoBiAHICTb A0 BUMOr MOHOrpadiii
«MaHHiTon» Eur.Ph 07/2019:0559, «Hartpito
ourigpocpbocdpat gurigpat» Eur.Ph 01/2017:0194,
«nigyyH» Eur.Ph 01/2017:0614, «[lnHatpito
chocdpat 6e3B0aHMIA» Eur.Ph 01/2021:1509,
«MeTakpe3on» Eur.Ph 01/2008:2077, «AuHatpito
docdhaty gopekarigpaty» Eur.Ph 01/2021:0118
€Bponelicbkoi hapmakonei

203.

COPBEKC®

kancynu no 0,25 r no 10
kancyn y 6nictepi; no 1
a60 no 2 6nictepu y navui
3 KapTOHY; MO 2 Kancymy
6nicTepi; no 100 6nicTepis
y nauuii 3 KapToHy

TOB
"BAJTAPTIH
DAPMA"

Ykpaina

TOB "BAJTAPTIH
PAPMA"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasis:
3MiHM | TUNY - 3MiHa HOPMYBaHHSA Cy/ibaTHOT
301 y cneumgikauii Ha Kancynu tBepai
XenaTuHoBi (3aTBepakeHo: He binblie 5%,
3anpornoHoBaHo: He binbLue 7%) ansa dipmu-
BMpo6HuKa «ACG Europe d.0.0»; 3miHu | Tuny -
3MiHM y creumdikaii Ta MmeTogax BUNpobyBaHHA
Kancyn TBepamnx XenaTnHoBMx y matepianax
BMpo6HUKa MN3, Wwo 06ymMOBAEHI 3MiHOK Ha3BM
ipMun-Brpo6HMKa «AKI™ Jlykanc 4.0.0.» Ha «ACG
Europe d.o.0»

6e3
peyenma

UA/10156/01/01

204.

cnneT
ETUNOBUA
70%

po3uuH 70%, no 100 mny
onakoHax, no 1 n,5ny
NAsIWKax CKAsiHKUX, no 1 1,
51,10 n, 20 Ny kaHicTpax
nosliMepHnX

®OTI KHuww
Bitaniit
Bonogumupos
ny

Ykpaina

MpAT "Bionik"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHM | TUNy - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI
Ta thapmakoHarnagy (iHwi 3miHm)
3MiHUN BHECEHI B TEKCT MapKyBaHHS YNakoBKu
NiKapCcbKoro 3acoby LL0AO 3a3HaYeHHS O4UHNULL
BMMIipIOBaHHA y cucteMi Sl. 3miHn | Tuny - 3MiHK 3
AkocTi. FoToBUIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3aci6. 3miHa y
NepBUHHI yNakoBLi rOTOBOTO JlikapCbKoro 3acoby
(Tin KOHTelHepa abo [oAaBaHHS HOBOTO
KOHTeliHepa) - TBepai, M'siki Ta HeCTepusbHI piaki
nikapcbki opmn — BBEAEHHS 4,04ATKOBUX
ynakoBoK, a came no 1 i1 1a no 5 n'y nnswkax
CK/ITHUX 3 KPULLKOK CKNsAHO; no 1 1, 51, 10 n, 20
Ny KaHicTpax noniMepHux. (3aTeepmaxeHo no 100
My th1aKOHM CK/ISHI, 3aKyNOpPeHi KpuLLKamu
/IOMIHIEBIMMN YEePBOro KOSIbOpY 3 BUOGUTUM
norotunom abo 6e3 noroTuny, 3 NPokNagkamu
yLinbHo4YMMKM 3 nepdopauieto). 3MiHM BHECEHI B
po3gin "YnakoBka" B iIHCTPYKLitO A/19 MeAMYHOro
3aCTOCyBaHHS Nikapcbkoro 3acoby y 3B8’A3ky 3

3a
peyenmom

UA/17700/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

[0faBaHHAM HOBUX KOHTEWHepIB Ta Sk Hacnigok -
3aTBEPKEHHSA TEKCTY MapKyBaHHS 151 HOBUX
KOHTeliHepiB. 3MiHW | Tuny - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHKii 3aci6. 3MiHa
PO3Mipy ynakoBKM roTOBOrO /iKapCbKOro 3acoby
(3miHa macu/o6'emy BMICTY KOHTelHepa
6araTo1030BOr0 /iKapCbKOro 3acoby Ass
HenapeHTepasibHOro 3acTocyBaHHs (abo
0[IHOA030BOr0, YaCTKOBOIO BUKOPVCTaHHS))
Ha Bumory crnoxuadis. CynyTHs 3MiHa: 3MiHU 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHKi 3aci6. 3miHa hopmu
ab0o po3mipy KOHTeliHepa 4n 3aKkynoptoBasIbHOro
3aco6y (NepBMHHOT yNakoBKK) (HECTEPUIbHI
nikapcbki 3acobu) - BBeAEHHS [0AATKOBUX
yNakoBOK 4151 JliKyBa/lbHO-NPOiNaKTUYHNX
3aknagis (no 1 a1 ta no 5 1y naswkax CKAsHMX, No
1n,5n,10 n, 20 Ny KaHicTpax NoniMepHuXx), 3
BiANOBIAHMMU 3MiHAMU A0 P. «YNaKoBKa» 3MiHU
BHECEHI B po34ia "YnakoBka" B iHCTPYKLjitO ons
MeAMYHOro 3acTOCYBaHHA /likapCbKoro 3acoby y
3B’513KY 3i 3MIHOK 06"€EMyY BMICTy KOHTellHepa
CynyTHS 3MiHa - 3MiHM 3 AKoCTi. FoToBWIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBasibHKiA 3aci6. 3MiHa hopmu
a60 pO3Mipy KOHTeHepa Yx 3aKynoprBasibHOro
3aco6y (NepBUHHOT yNakoBKK) (HECTEPUSIbHI
nikapcbki 3acobu)

205.

cnneT
ETUNOBUA
96%

PO34MH A/15 30BHILLHBOIO
3acTocyBaHHA 96 % no
100 mn y chnakoHax
CKNgHMX, no 11, 5ny
NAsLWKax CKAsHUX, no 1 n,
5n, 10 n, 20 n'y kaHicTpax
nonimepHnX

®OTM KHuw
Bitaniii
Bonogumupos
ny

Ykpaina

MpAT "Bionik"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis:
3MiHu | TUNY - 3MiHKM Woao0 6e3nekn/edeKTUBHOCTI
Ta (hapmakoHarnagy (iHWi 3miHm)
3MiHN BHECEHI B TEKCT MapKyBaHHS yNakoBKu
NiKapCbKoro 3acoby L0AO 3a3HaYeHHS OAUHULL
BMMIpIOBaHHA y cuctemi Sl. 3miHn | Tuny - 3MiHn 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBanbHWii 3aci6 (iHWi 3MiHK)
BBE/IeHHS 10AaTKOBMX YNakoBoOK, a came no 1 n,
no 5 ny naswkax cknsHux tano 1 n, 5 n, 10 n, 20
Ny KaHicTpax noniMepHux Ans NikyBasibHO-
npodinakTnyHMx 3aknagis, 3 Bi4NOBILHUMY
3MiHamMK o p. «YnakoBka» 3MiHV BHECEHI B
po3ain "YnakoBka" B IHCTPYKLiO 4719 MeAUYHOro
3aCTOCyBaHHS NiKapcbkoro 3acoby y 3B’A3Ky 3
BBEJEHHAM [04aTKOBMX YNakoBOK, SK HACNIAOK -
3aTBEPPKEHHSA TEKCTY MapKyBaHHS [04aTKOBUX
yNakoBOK NiKapcbKoro 3acoby. 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. BunyyeHHs BUPO6HUYOI

3a
peyerimom

UA/16243/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

AinbHUUI (BKAOYaoumn ainbHuli ans Adl,
NPOMIXHOro NPOAYKTY abo roToBOro Nikapcbkoro
3aco6y, AiNbHULI ANA NPOBEAEHHS NakKyBaHHS,
BMPOGHWKA, BifMNOBifaIbHOTO 3a BUMYCK Cepil,
MicLle NpoBeAEHHA KOHTPOIO cepii) abo
nocTavasibHvKa BUXIAHOrO MaTepiasy, peareHTy
ab0 4ONOMIXHOT pevoBMHU (KO 3a3HaYeHo y
[0CbE) BUNYYEHHS OHOr0 3 BUPO6HUKiB 13 ans
MOBHOrO LKy BMpobHULTBa TOB «BnpobHnye
06’eaHaHHsa «TeTepiB», YKpaiHa (3a/mLmnscs
BMPOGHWK MNpuBaTHE akKLioHepHe TOBapyCTBO
"Bionik", YkpaiHa, L0 BUKOHYE Taky camy (OyHKL,to,
LLIO 7 BUTyYeHUiA). 3MiHN BHECEHI Y pO3Ai/n
"BupobHuK" Ta "Micue3HaxokeHHs BUPOGHMKa Ta
oro agpeca micus NpoBaXeHHs AisnbHOCTI" B
IHCTPYKLi0 415 MeANYHOTO 3aCTOCYBaHHA Y
3B'A3KY 3 BUJTYYEHHSIM OLHOr0 3 BUPOGHMKIB /13
Ta AK HacnifokK - BiANOBIAHI 3MiHN Y TEKCTI
MapKyBaHHS YMakoBKW NikapCbKOro 3acoby.

206.

cnpeT
ETUNOBUA
96%

PO34MH A1 30BHILUHBOrO
3acTocyBaHHSA 96 %; in
bulk: no 1 n, 5 n, 10 n, 20
Ny KaHicTpax noniMepHux

®OTI KHuww
Bitanii
Bonogumupos
ny

YKpaiHa

MpAT "Bionik"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MmiHu | TUNY - 3MiHK Woao 6esnekn/edheKTUBHOCTI
Ta thapmakoHarnagy (iHwi 3miHu)
3MiHM BHECEHi B TEKCT MapKyBaHHS yNaKkoBKu
NiKapcbKoro 3acoby Wo40 3a3HauYeHHs OAVHNLb
BMMIiptoBaHHsA y cucteMi Sl. OHOB/IEHHA BXe
3aTBEPKEHOr0 TEKCTY MapKyBaHHS A/151 yNakoBKu
in bulk: no 1 n, 5 n, 10 n, 20 ny KaHicTpax
noniMepHUX (BHECEHHSI MO3HaYeHb OANHULIb
BUMIpIOBaHHS, 3 BUKOPUCTAHHSAM NiTep
naTtvHcbkoro andasity). 3MiHu | Tuny -
AZMiHICTpaTMBHI 3MiHU. Buy4yeHHs1 BUPOGHMYOT
OinbHUUI (BKIHOYatoun AinbHUL ana Adl,
NPOMIXXHOro NPOAYKTY abo roToBOro Nikapcbkoro
3aco0y, AiNbHUL AN NPOBEAEHHA NakyBaHHS,
BMPOGHMKA, BiNoBifaIbHOTO 3a BUMYCK Cepil,
MicLie NpoBeAeHHS KOHTPO/IKO cepii) abo
noctavasibH1Ka BUXifHOTO MaTepiany, peareHTy
a60 LONOMDKHOT PevyoBMHU (SIKLLLO 3a3HAYEHO Y
[LOCLE) BUNYYEHHS O4HOr0 3 BUPOGHKKiB 13 ans
MOBHOTO LKy BUpo6HMLUTBA TOB «BrpobHuye
06’eaHaHHs «TeTepiB», YkpaiHa (3a/mLmnscs
BMPOGHUK MprBaTHe akuioHepHe TOBapUCTBO
"Bionik", YKpaiHa, L0 BUKOHYE TaKy camy oyHKLto,
LLLO /i BUNYYEHUIA) Ta SIK HACNIAOK - BiANOBiAHI
3MiHW Y TEKCTi MapKyBaHHS YNakoBKW /likapCbKOro
3acoby.

UA/16242/01/01

207.

CTPENCINC®
IHTEHCU/B

cnpeii OpoMyKO3HWIA,
po34uH 8,75 mMr/gosa; no

PekkiTT
BeHkizep

Benuka
BpuTaHis

BUMNYCK cepil:
PekkiTT BeHkizep

Benuka
BputaHis/

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHM | TMNy - 3MiHK 3 AKOCTI. [O0TOBWUIA NiKapCbKWi

6e3
peyenma

UA/15692/01/01
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Ymosu

Howmep

Ne
n/n

Hassa
JNliKapcbKo20

Popma BUMYCKY
(nikapcbka cpopma,

3asBHUK

Kpaina

3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

BionycKky

peecmpayiliHo2o
nocsio4eHHs1

3acoby

ynakoska)

15 mn y donakoHi; no 1
(h/1aKOHY B KapTOHHii
Kopobu,i

Xernckep
IHTEepHeLHN
Nimiten

Xenckep IHTepHeLLHN
NimiTen, Benvka
BpwuTaHis;
BMPOGHMLTBO,
nakyBaHHA Ta
NepBUHHWI BUMYCK
roTOBOrO /liKapCbKOro
3acoby:
PekkiTT BeHkizep
Xernckep
MaHydekuypiHr
(Tainang) Nimitea,
TainaHg

TainaHg

3aci6. Onuc Ta cknag,. 3miHa y cknagi
(4ONOMDKHMX peYOBUHAX) rOTOBOrO NiKapCbKOro
3aco6y (iHLWi 3MiHWN) YTOYHEHHSI HAa3B AOMNOMIKHUX
peyoBuH MeTunnaparigpokcnbeHsoary (E 218) ta
nponinnaparigpokcnbeHsoarty (E 216) y cknagi
NiKapcbKoro 3acoby (3aTBEpPAKEHO:

meTunnapabeH (E 218), nponinnapabeH (E 216);
3anponoHoOBaHO: MeTunnaparigpokcméeHsoary (E

218), nponin naparigpokcnbensoary (E 216)).

BBefeHHs 3MiH NpoTarom 6 micsAuiB nicns

3aTBEPKEHHS. 3MiHV BHECEHO B IHCTPYKLiO A/1A
Me[MYHOro 3acTocyBaHHsA y p. "Cknag” (40nomikHi
PEeYOBUHM) 3 BiANOBIAHNMU 3MIHAMU Y TEKCTI

MapKyBaHHS YNakoBKW NikapCbKoro 3acoby.
BBefeHHs1 3MiH npoTArom 6-T MicAUiB nicns
3aTBEpMKEHHS. 3MiHW | TMny - 3MiHM 3 AKOCTI.
[oTOBMIA NikapcbkuMii 3aci6. KOHTpoib roToBOro
nikapcbKoro 3acoby (iHLi 3MiHN) 3aTBepaKeHi
MeTOoAM KOHTpOto fKocTi /13 npefcTasneHo

YKpPaiHCLKOH MOBOIO.
BBefeHHs1 3MiH npoTArom 6-T MicAUiB nicns
3aTBEPAKEHHS.

3a

UA/7662/01/01

208.

TPUMETA3M
JVH MR
CEPB'E€

TabneTtku, BKPUTI
NNiBKOBOK 060/I0HKOIO, 3
MoAndpiKoBaHUM
BMBINIbHEHHSIM NO 35 Mr;
no 30 TabneTok y
6nicTepi; no 2 6rictepu 'y
Kopo6Li 3 KapTOHY

TOB "Ceps'e
Ykpaina"

YKpaiHa

AHPAPM
Mignpuemcteo
dapmaueBTuyHe AT,
Monbua; Nabopatopii
Ceps'e IHgacTpi,
PpaHuis

MonbLua/
PpaHuin

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHM | TURy - 3MiHK Woao 6e3nekn/etheKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHss abo 3miHu o
y3arasibHeHVX faHunx npo cuctemy
thapmakoHarnagy (BBe4eHHs y3arasibHeHVX faHux

npo cuctemy hapmakoHarnsgy, smiHa
YNOBHOBaXEHOT 0CO6MU, BiANOBIfaNbHOI 3a
3[jificHeHHs chapmakoHarnsay; KOHTaKTHOI 0co6u 3
chapmakoHarnsagy 3asaBHuKa 418 34iACHEHHS
hapmakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
Bifl yNOBHOBaXXeHOI 0co6MU, BiAMNOBIfa/IbHOT 3a
3[jicHeHHs1 hapMakoHarsay (BkIYarum
KOHTaKTHi faHi) Ta/abo 3MiHN Yy PO3MIiLLLEHHI
macTep-haiina cuctemu hapmakoHarnsagy) -
3MiHa YNOBHOBaXKEHOT 0CO6U 3aABHUKA,
BiANOBIA&/ILHOT 32 hapmakoHarnsg;:
MponoHoBaHa pegakuis — PokyHb OkcaHa
HOpiiBHa. 3MiHa KOHTaAKTHUX JaHWUX YNOBHOBaXKEHOT
ocobw, BignoBiganbHOI 3a hapMakoHarnsg

peyenmom

3a

UA/3406/01/01

209.

YNbTPAKAIH
® b-C

PO3YMH ONs iH'EKUIN,
amnynu: ans BUPobHuKa
CaHochi-ABeHTiC
Loiunang rvo6X,
HimeyuunHa: Ne100

TOB "CaHodi-
ABeHTIC
YkpaiHa"

YkpaiHa

JENb®APM ADKOH,
®paHuisn; CaHodi-
ABeHTiC [loitunaHg,
M6X, HimeuunHa

dpaHuis/
HimeyunHa

BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiais:
3MiHK | TUNY - NOAAHHSA OHOBNEHOTO cepTudikaTa
BifnoBigHOCTI €Bponelickkili hapmakonei Ne R1-

CEP 2002-060-Rev 05 ans gjto4oi pe4yoBuHn
ApTUKaiHy rigpoxnopuay Bif BXe 3aTBEpP)KEHOI0

peyenmom

Bnpo6Huka SANOFI INDIA LIMITED, India, y

(10x10): no 2 mA B amny/ii;
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
no 10 amnyn y KapTOHHii Hacniflok yTOYHEHHA afipecy BlacHvKa Ta
YapyHKOBIli ynakoBLj; no 1 BMPOBOHUYOT AiNbHUL; 3MiHK | TUMY - NoAaHHA
KapTOHHI/ YapyHKOBIl OHOBJ/IEHOTO cepTudikaTta BifnoBigHOCTI
yMakoBLji B KAPTOHHIl €sponelicbkin hapmakonei Ne R1-CEP 2002-060-
Kopo6ui; no 10 KapTOHHUX Rev 06 ans gjtoyoi peqyoBuHN ApTrKaiHy
KOPOGOK, OOTArHEHNX rigpoxnopuay y 3B’A3Ky 3i 3MiHOI Ha3BU Ta
N/iBKO LcH/IEHOBOIO; aapecyu BnacHuka 3 SANOFI INDIA LIMITED, India
KapTpuaki: Ne 100 Ha ZENTIVA K.S., Czech Republic Ta 3MiH1 Ha3BU
(10x10): mo 1,7 mn y BMpo6HMKa Ha ZENTIVA PRIVATE LIMITED, India
KapTpuaxi; no 10
KapTpUAXiB Y KApTOHHIl
YapyHKOBIli ynakoBLyj; no
10 KapTOHHMX YapyHKOBUX
YyNakoBOK Y KapTOHHIlA
KOpo6Li; AN BUPOOHMKA
OENbDAPM AIKOH,
®paHuia: amnynu: Ne100
(5x2x10): no 2 mn B
amnyni; no 5 amnyny
NoNiCTUPOIOBIl yNakoBLi;
no 2 nNonicTMposnosi
YMakKoBKU B KAPTOHHIl
Kopo6ui; no 10 KapTOHHUX
KOPOGOK, OOTArHEHNX
nAiBKOK UNIEHOBOK
210. | YNbTPAKAIH | po3suvH ans iH'ekuii, ans TOB "CaHogi- | YkpaiHa CaHochi-ABeHTic HimeyunHa/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/3406/01/02
® A-C BMpo6HMKa CaHodi- ABeHTiC [Jonunang MrméX, PpaHuin 3MiHM | TUNY - NOAAaHHA OHOBMIEHOTO cepTudikata | peyernmom
POPTE ABeHTic JoiiunaHg Mv6X, YkpaiHa" HimeuuunHa,; BiANoBIgHOCTI €Bponeiickkili hapmakonei Ne R1-
HimeuuunHa, amnynu: OENB®APM ODKOH, CEP 2002-060-Rev 05 ans gito4oi pe4yoBuHm
Nel100 (10x10): no 2 mn B dpaHuin ApTuKaiHy Tigpoxaopuay Bif BXe 3aTBEPAKEHOrO

amnyni; no 10 amnyn y
KapTOHHIlA YapyHKOBIli
ynakoBLi; N0 1 KapTOHHIN
YapyHKOBIli ynakoBLji B
KapTOHHIlA KopobLi; no 10
KapTOHHMX KOPO6OK,
0OTATHEHWX MNIBKOKO
LMhNEHOBOID; KapTPUAXI:
Ne 100 (10x10): no 1,7 mn
y kapTpuaxi; no 10
KapTpWaXiB Y KapTOHHIl
YapyHKOBIli ynakoBLyj; Mo
10 KapTOHHMX YapyHKOBUX
YNakoBOK Y KapTOHHilA
KOpo6Li; AN BUPOGHMKA
OENbDAPM ADKOH,
®paHuia, amnynu: Ne100
(5x2x10): no 2 MmN B

BMpo6Huka SANOFI INDIA LIMITED, India, y
HacnifloK yTOYHEHHS aipecy BlacHvka Ta
BMPOGHNYOI AiNbHUL; 3MiHW | TUMY - NOAaHHSA
OHOB/EHOTO cepTudikaTa BifnoBigHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2002-060-
Rev 06 ansa gitouoi peyoBuHM ApTrKaiHy
rigpoxnopuay y 3B’A3Ky 3i 3MiHOI Ha3BU Ta
aapecu BnacHuka 3 SANOFI INDIA LIMITED, India
Ha ZENTIVA K.S., Czech Republic Ta 3mMiH1 Ha3BK
BMpOGHMKa Ha ZENTIVA PRIVATE LIMITED, India




122

Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
amnyni; no 5 amnyny
NoNiCTUPOIOBIl yNakoBLi;
no 2 nNonicTMposnosi
YMakKoBKU B KAPTOHHIl
Kopo6ui; no 10 KapTOHHUX
KOPOGOK, OOTArHEHNX
nAiBKOK UNIEHOBOK
211. | YHA3VH® NMOPOLLOK A1 PO3UNHY M®AN3EP CWA Mcpaiizep Mnoban AnoHis/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/5992/01/01
Ansin'exkuii no 0,75 ;1 IHK. Cennnaii [kanaH IHkK. ITanis 3MiHK | TNy - 3MiHa agpecu BUPO6HMKka AdI peyenmom
()N1aKoH 3 MOPOLLUKOM Y Haros MnaHT, AnoHis Cynbbaktam Hatpito ACS DOBFAR S.p.A.,
KapTOHHIA ynakosL,i (BUPOGHULTBO (Rossini Plant), Italy, 6e3 3miHV Micus
CTEPUIBHOI CyMiLi BMNPOBaMKEHHS AisIbHOCTI. BHECEHHSA HE3HAUYHUX
cynbbakTamy HaTpito peaakuiiHnx 3miH 1o p. 3.2.S.2.1. BUpo6Huk:
Ta amniymnninvy YTOYHEHHS (PYHKLi/i BUPOOHUKIB Ta 3a3HAYEHHSI
HaTpito); Xaynt ®apma Ha3BW BNPOGHVKa MPOMiXXHOI Pe4OBUHM
NartiHa C.p.n., Itanisa cynbbakTaMoBa K1CoTa; 3MiHW | TUMy - BHECEHHS
(cTepunbHe 3MiH g0 p. 3.2.5.2.1. Bupo6Huk (1), 30kpema:
HanoBHEHHA, BUyYEHHS BUPOOHMYOT AinbHULi ACS DOBFAR
nakyBaHHs1, KOHTPOJ1b S.p.A., (Addetta plant), Italy , wo Bignosigae 3a
AKOCTI, BUNYCK cepir) TECTyBaHHS Ha CTEPU/IbHICTb Ta TECTYBaHHA Ha
6akTepiasibHi eHgoToKeuHN Ana A®l Cynbbaktam
HaTpito. 3MiHu Il TUNY - BHECEHHS 3MiH y npoLec
BUpo6HMLTBa APl CynbbakTam HaTtpito
(oHoBneHHs Bepcii DMF 3 AP Version 1 dated
October 2018 - SO000 date October 2018 Ha ACS
Dobfar DMF S0001 - January 2019), 3okpema: -
BBE/EHHS HOBOTO nocTavyasibH1Ka BUXIAHOT
peyoBuHU 6-APA; - He3HaYHi 3MiHN Y
BUPOGHMYOMY NPOLLECI MPOMDKHOI pEYOBUHM
(cynbbakTamoBa KvCnoTa); - BBeAEHHS
BMpo6HMLUTBA "ACS Dobfar Line-2" Ha Bxe
3aTBEPKEHIN AiNbHULI 3 GiNbLLXMM PO3MIPOM Cepiit
(y ABa pasu); - He3HauHi OHOB/IEHHSI BUPOGHNYOTO
npouecy "ACS Dobfar Line-1"
212, | YHA3VH® MOPOLLIOK A1 PO3UMHY MOANIEP CLA Mdpatizep Mo6an Anonisa/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/5992/01/02
onsiH'ekuinno 1,5r, 1 IHK. Cennnaii [kanaH IHkK. ITanis 3MiHK | TUNY - 3MiHa agpecu BUpPOo6HNka AdI peyenmom
hN1aKoH 3 MOPOLLUKOM Y Haros MnaHT, AnoHis Cynbbaktam Hatpito ACS DOBFAR S.p.A.,
KapTOHHIiA ynakoBL,i (BpO6HMLTBO (Rossini Plant), Italy, 6e3 3miHu micus
CTEepPW/IbHOT CyMiLLi BMPOBAKEHHS AiSANIbHOCTI. BHECEHHST HE3HAUYHMX
cynbbakTamy HaTpito pepakuiiHnx 3miH 1o p. 3.2.S.2.1. BUpo6Huk:
Ta amniynniny YTOUHEHHS (hyHKLi BUPOOHWMKIB Ta 3a3HAUYEHHS
HaTpito); Xaynt ®apma Ha3BW BNPOBHMKA MPOMIKHOI PEHOBUHMN
Nartina C.p.n., Itanis cy/bbakTaMoBa K1C/oTa; 3MiHW | Ty - BHECEHHS
(cTepunbHe 3MiH o p. 3.2.5.2.1. BUpo6HuK (1), 30Kpema:
HaMoBHEHHS, BWJTyYEHHST BUPOBOHUYOT ainbHuui ACS DOBFAR
nakyBaHHs1, KOHTPOJ1b S.p.A., (Addetta plant), Italy , wo Bignosigae 3a
AKOCTI, BUNYCK cepiT) TECTYBaHHS Ha CTEPW/IbLHICTb Ta TECTYBaHHSA Ha
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk Kpaina

BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Howmep

peecmpayiliHo2o

nocsio4YeHHs

6akTepiasibHi eHgoToKeUHN Ansa A®| Cynbbaktam
HaTpito. 3MiHu |l TUNY - BHECEHHS 3MiH y npoLec
BMPOGHMLUTBA AD| Cynbbaktam HaTpito
(oHoBneHHs Bepcii DMF 3 AP Version 1 dated
October 2018 - SO000 date October 2018 Ha ACS
Dobfar DMF S0001 - January 2019), 30kpema: -
BBE/IeHHS1 HOBOTO nocTavasibHNKa BUXIZHOT
peyoBuHN 6-APA; - HE3HaYHI 3MiHW Y
BVMPOGHMYOMY NPOLLECi NPOMIKHOI pEYOBUHU
(cynbbakTamoBa KvC/10Ta); - BBEAEHHS
BUpo6HMUTBa "ACS Dobfar Line-2" Ha Bxe
3aTBEPKEHIN AiNbHULI 3 6iNbLUMM PO3MIPOM Cepiit
(y ABa pasu); - He3HaYHi OHOB/IEHHSI BUPOGHMNYOTO
npouecy "ACS Dobfar Line-1"

213.

YHA3VH®

NOPOLLOK A/19 PO3YNHY
onsiv'ekuinno 3,0r; 1
(h/1aKOH 3 MOPOLLKOM Y
KapTOHHI ynakosL,i

NMOAN3EP
IHK.

CLA

AnoHis/
ITanisa

Mdparizep Moban
Cennnaii [xanaH IHK.
Haros MnaHT, AnoHis

(B1pPOGHMLTBO
CTepW/IbHOT CyMiLLli
cynbbakTamy HaTtpito
Ta amniyuniHy
Hatpito); Xaynt ®apma
Natina C.p.n., Itanis
(cTepunbHe
HanoBHEHHS,
nakyBaHHs1, KOHTPO/1b
AKOCTI, BUNYCK CepiT)

BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasis:
3MiHM | Tuny - 3mMiHa agpecu BUpo6Hrka Ad|
Cynbb6aktam Hatpito ACS DOBFAR S.p.A,,

(Rossini Plant), Italy, 6e3 3miHu micus
BMNPOBa/PKEHHA [iANIbHOCTI. BHECEHHA HE3HAaYHNX
pepakuiiHnx 3miH fo p. 3.2.S.2.1. BUpo6Huk:
YTOUHEHHS OYHKLii BUPOOHUKIB Ta 3a3HAYEHHS
Ha3BW BUPOOHMKA MPOMIDKHOT peYOBUHN
cynbbakTamoBa K1CnoTa; 3MiHW | TUMY - BHECEHHS
3MiH go p. 3.2.5.2.1. Bupo6Huik (1), 30Kkpema:
BUyYEHHS BUPOOHMYOT ginbHMLi ACS DOBFAR
S.p.A., (Addetta plant), Italy , wo Bignosigae 3a
TeCTyBaHHS Ha CTEPW/IbHICTb Ta TECTYBaHHSA Ha
6akTepiasibHi eHAoToKCUHN Ansa A®| Cynbbaktam
HaTpito. 3MiHK |l TUNY - BHECEHHS 3MiH y npoLec
BMPOGHMLUTBA AD| CynbbakTam HaTpito
(oHoBNeHHsA Bepcii DMF 3 AP Version 1 dated
October 2018 - SO000 date October 2018 Ha ACS
Dobfar DMF S0001 - January 2019), 30kpema: -
BBE/IeHHS1 HOBOTO nocTavasibH1Ka BUXiAHOT
peyoBuHN 6-APA; - HE3HaYHI 3MiHN Y
BVMPOGHMYOMY NPOLLECi NPOMKHOI peYOBUHU
(cynbbakTamoBa K1CNoTa); - BBEAEHHS
BUpo6HMUTBa "ACS Dobfar Line-2" Ha Bxe
3aTBEPKEHIN AiNbHULI 3 6iNbLUMM PO3MIPOM cepiii
(y ABa pasu); - He3HaYHi OHOB/IEHHSI BUPOGHMYOTO
npouecy "ACS Dobfar Line-1"

3a
peyermom

UA/5992/01/03

214,

YHA3SUH®

MOPOLLOK A1 PO3UNHY
ans iH'ekuii no 0,75 ; 1
h/1akoH 3 NOPOLLKOM Y
KapTOHHIi ynakoBLi

NOANIEP
IHK.

CLA

AnoHisi/
ITanis

Mdparizep Moban
Cennnaii xanaH IHK.
Haros MnaHT, AnoHis

(BUPOGHMLTBO

CTEPUILHOI CyMiLLi

BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiais:
3MiHM | TUNYy - 3MiHK 3 SKOCTi. FOTOBWMIA NikapCbkuii
3aci6. KoHTposib roTOBOro Nikapcbkoro 3acoby.
3MiHa napameTpiB cneundikauii Ta/abo
[0NyCTUMKX MEX FOTOBOrO NiKapCbKoro 3acoby

3a
peyenmom

UA/5992/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

cynbbakTamy HaTpito
Ta amniyunniny
HaTpito); Xaynt ®apma
Nartiva C.p.n., ITanis
(cTepunbHe
HaMNoBHEHHS,
nakyBaHHs, KOHTPO/Tb
SKOCTI, BUNYCK cepii)

(monoBHeHHSA cnevmdikaLii HOBUM NOKa3HUKOM 3
BiANOBIAHMM METO40M BUNPOOBYBaHHS) -
[OMNOBHEHHS crneumndikayii M13 HOBMM NOKa3HUKOM
«[loMiLLKM», BKOYAOUM ifeHTUdIKoBaHI,
HeigeHT1iKoBaHi Ta 3arasibHy KislbKiCTb JOMILLIOK
3 BignoBigHNMM MeToA0M BUNPobyBaHHs BEPX

215.

YHA3VH®

MOPOLLOK A/151 PO3YNHY
onsiH'ekuinno 1,5r, 1
(h/1aKOH 3 MNOPOLLKOM Y
KapTOHHI/ ynakosL,i

NMOAN3EP
IHK.

CLA

Mdparizep Moban
Cennnaii [xanaH IHK.
Haros MnaHT, AnoHis

(BpPOGHMLTBO
CTepPU/IbHOT CyMiLLli
cynbbakTamy HaTtpito
Ta amniyuniHy
HaTpito); XaynTt ®apma
Natina C.p.n., Itanis
(cTepunbHe
HanoBHEHHS,
nakyBaHHs1, KOHTPO/Tb
SKOCTI, BUNYCK cepii)

AnoHis/
ITanisa

BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasis:
3MiHM | TUNYy - 3MiHK 3 SKOCTi. FOTOBMIA NikapCbKuii
3aci6. KoHTposib roTOBOro Nikapcbkoro 3acoby.
3MiHa napameTpiB cneundikauii Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCbKoro 3acoby
(8onoBHeHHS cnevmdikayii HOBUM NOKA3HUKOM 3
BiANOBIAHMM METOA40M BUNPOBYBaHHS) -
[OMOBHEHHSA cneumaikauii /13 HOBUM NOKa3HUKOM
«JOMiLLKV», BKNOYatoUn ifeHTUiKoBaHi,
HeigeHTUdiKoBaHi Ta 3arasibHy KiflbKiCTb AOMILLIOK
3 Bi4NOBiAHNM METOAOM BUNPobyBaHHSA BEPX

3a
peyermom

UA/5992/01/02

216.

YHA3NH®

MOPOLLIOK A5 PO3YNHY
ansiH'ekuinno3,0r; 1
dp/1akoH 3 NOPOLLKOM Y
KapTOHHIA ynakoBL,i

MNPAN3EP
IHK.

CWA

Mcpaiizep Mnoban
Cennnaii [pkanaH IHK.
Haros MnaHT, AnoHis

(BMpPOGHMLTBO
CTEPUIBHOI CyMiLLi
cyfnbbakTamy HaTtpito
Ta amniuunniny
HaTpito); Xaynt ®apma
NaTiHa C.p.n., ITanisa
(cTepunbHe
HanoBHEHHS,
nakyBaHHs!, KOHTPO/1b
SKOCTI, BUNYCK cepii)

AnoHis/
ITanis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHW | TUNY - 3MiHKU 3 AKOCTI. FOTOBUIA NikapCbKuii
3aci6. KoHTposib roTOBOro NiKapcbkoro 3acooby.
3miHa napameTpiB cneyudikauii Ta/abo
[0NYyCTUMMUX MEX rOTOBOrO J1iKapCbKOro 3acoby
(AonoBHEHHS cneumdikavii HOBUM NOKA3HUKOM 3
BiANOBIAHMM METOA40M BUNPO6GYBaHHS) -
[OMNOBHEHHSA creumndikayii 113 HOBUM NOKa3HUKOM
«[JOMiLLKV», BKOYatoun igeHTUdIKOBaHi,
HeigeHT1diKoBaHi Ta 3arasibHy Ki/lbKiCTb JOMILIOK
3 BigNoBigHMM MeToA0M BUNPobyBaHHA BEPX

3a
peyenmom

UA/5992/01/03

217.

YPEOTON®

ma3b 12 %; no 50 r a6o no
100 r y Ty6i; mo 1 Ty6i B
KapTOHHIlA KopooLi

TOB «MIBE
YKPAIHA»

Ykpaina

Mi6e Mm6X
ApuHaiimiTTens

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHa 3asBHMKa (B/1aCHUKA peecTpavjiiiHoro
noceigueHHs) (3rigHo Hakasy MO3 Big 23.07.2015
Ne 460); 3minu | Tvny - 3MiHn Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 abo 3MiHM A0 y3arasibHeHUX JaHuX Npo
cuctemy hapmakoHarnagy (BBefeHHs
y3ara/ibHeHNX JaHnx npo cuctemy
dhapmakoHarnsgy, 3miHa ynoBHOBaXeHoT 0cobw,
BiANOBIAA/IbHOI 3a 34iicCHEHHS hapmakoHarnsgy;
KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHMKa
[AnA 3pjiicHeHHs hapMakoHarnsay B YKpaiHi, Ko
BOHa BiMiHHA Bif, yNOBHOBaXKeHOI 0cobw,
BigNoBiga/IbHOI 3a 34iICHEHHST dhapMakoHarnsay

6e3
peyenma

UA/11751/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
(BKNHOUAKOUM KOHTaKTHI AaHi) Ta/abo 3mMiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy) - 3MiHa ynoBHOBaXXeHOT 0cobun
3asBHUKa, BiANOBIAaILHOI 3a hapMakoHarnsg;:
[itova pepakuis - Petra Gerecke; MNponoHoBaHa
pegakuis: Heuaii Mapis MaenisHa. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOi 0co6bM
3asBHVKa, BigNoBiAa/IbHOT 3a hapMakoHarnsag.
3MiHa Micus 3iCHEHHST OCHOBHOI AiSi/IbHOCTI 3
thapmakoHarnsgy. 3mMiHa Homepy Ta
MicLie3HaxoKeHHs1 MacTep-thaiina cuctemm
dhapmakoHarnsgy
218. | PE3AM® Kancynu teepai no 10 TOB "TeBa Ykpaina BankaHndapma- Bonrapis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/3371/01/01
Kancyn y 6nictepi, no 2 YkpaiHa" OynHuus AT 3MiHK | TUNY - NoA4aHHS OHOBMEHOTO cepTudikata | peyenmom
abo 6 6nictepiB y BiANOBIAHOCTI €Bponeiickkili hapmakonei Ne R1-
KapTOHHIA KopoobLi CEP 2004-083-Rev 05 ans fjito4oi pevyoBuHA
Piracetam Big BXe 3aTBep)KEHOr0 BUPOGHMKA
NORTHEAST PHARMACEUTICAL GROUP
COMPANY, LIMITED, Kutai
219. | ®EHTAHIN MOPOLLIOK (CybCcTaHLis) y ToBapucTso 3 Ykpaina APEBI®PAPMA T'MBX HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: - UA/17546/01/01
NoABINHNX 06MEXEHOI0 3MiHK | TUNY - NOAAHHS OHOB/IEHOTO cepTudikaTa
nonieTUNIEeHoBUX nakeTax BiANoBiAa/bHI BiANoBIgHOCTI E€Bponeiickkili hapmakonei Ne R1-
Ansa dapmaleBTUYHOro CTI0 CEP 2005-153-Rev 03 Big, BXe 3aTBepAKEHOro
3aCToCyBaHHs "XapkiBcbke Bnpo6bHMKa AREVIPHARMA GMBH. Ak Hacnigok:
hapmaueBTny npuBefeHHs iHhopmMaLii LWoA0 BTOPUHHOT
He ynakoBku y BianosigHicTb o CEP 3 BignosigHumu
nignpMeEMCTBO 3MiHaMK [0 PO34iny «YnakoBka»
"340poB'a
Hapogay"
220. | PNIKC cnpeii Ha3aslbHUIA, HenbTa LLiBefiuapis ABAI IBPAXIM Inay TypeuunHa BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasiis: 3a UA/13463/01/01
cycneHsis 0,05% no9r Megiken CaHai Be TigpxapeT 3MiHK | TUNy - nogaHHsA Hosoro CEP RO-CEP peyenmom
abo 18ry [MpomoyLuH3 AL 2018-290-Rev 00 Big 3aTBEPAKEHOrO BUPOOHMKA
nonieTuseHoBoOMy Al A®| momeTasoHy chypoaty moHorigpaty CIPLA
hnakoHai 3 HacocoMm- LIMITED, India 3anponoHoBaHo CEP RO-CEP
[o3satopom; no 1 cpnakoHy 2018-290-Rev 00, CIPLA LIMITED, India
Y KapTOHHIll kopoobLi
221. | DNIIKCOTUA, aepo30/1b ANS iHrasIALii, nakcoCmitKn Benvka nakco Bennkom ®paHuia/ BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3a UA/7547/01/01
™ [030BaHwnii, 50 MKr/go3y; siH EkcnopT BpuTaHis MpoaakwH, dpaHLis; IcnaHis 3MiHK | TUNy - nogaHHsA Hosoro CEP RO-CEP peyenmom
EBOXANEP™ | no 120 o3 B Nimiten "nakco Bennkom 2018-229-Rev 00 Ha A®| dhntoTMka3oHy
aepo30/1bHOMY 6asoHi 3 C.A.c, IcnaHis nponioHar, Bif BXe 3aTBepIXeHUX BUPOOHNKIB,
[103yI04MM K1anaHom; no 1 BUrOTOB/IEHY a/IbTEPHATVBHIM [0 BXe
6as10HYy B KOPOOGL 3aTBEPKEHOr0 METOAY BUPOOHULITBA Cepiil-
MeTOoA0M HaniBb6e3nepepBHOro npoLecy
222. | ®NIKCOTUA, aepo30/1b AN iHransAuii, nakcoCmiTKn Benuka "nakco Bennkom PpaHuis/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/7547/01/02
™ [030BaHwWin, 125 mkr/gosy; AnH Ekcnopt BpuTtaHis MpogakwH, PpaHuis; Icnanis 3MiHM | Tuny - nogaHHa Hosoro CEP RO-CEP peyenmom
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Howmep

peecmpayiliHo2o

nocsio4YeHHs

EBOXANEP™

no 120 fos B
aepo30/1IbHOMY 6asoHi 3
[03YH04MM KnanaHom; no 1
6as10Hy B KOpOOGL

Nimiteq

nakco Bennkom
C.A.c, IcnaHis

2018-229-Rev 00 Ha A®I hrtoTMKa30HY
nponioHart, Bif, BXe 3aTBepAXeHNX BUPOOHNKIB,
BWUIOTOB/IEHY a/lbTEPHATUBHNM [0 BXE
3aTBEPXEHOro MeTOAY BUPOGHULITBA Cepili-
MeToA0M HaniB6e3nepepBHOro npoLecy

223.

®/TYKOHASO
n

TabneTkn, BKPUTI
060/10HKO0, Mo 50 Mr no
10 TabneTok y 6nictepi,

no 1 6nictepy B nauui 3
KapToHy; no 10 TabneTok y
6nictepi, no 100 6nicTepis
Y KOpOGL,ji 3 KApPTOHY

MpAT
"TexHonor"

Ykpaina

MpAT "TexHonor"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis:
3MiHW | TUNY - 3MiHW BHECEHO [0 IHCTPYKLUIT An1A
MeAMYHOro 3aCTOCyBaHHA /likapCbKoro 3acoby y

posginu: "®apmakonoriyHi BiactueocTi”,
"Oco6NMBOCTI 3aCTOCYBaHHSA", "3acTocyBaHHs y
nepiog BariTHOCTi abo rogyBaHHs rpyaar”,
"Mo6iuHi peakwyji" BigNOBigHO 4O OHOBNEHOI
iHchopmaLii 3 6e3neku Ajtyoi pevoBUHU.
MpencTasneHi 3miHM B iHchopmaLii 3 6e3nekn Ha
nigcTasi OHOBMEHOI iHhopMmaL,ii 3 6e3neku gjiryoi
pevoBuHU 3a pekomeHgauieto PRAC, wo
po3milieHa Ha odpililiHomy caliTi EMA, Wwopao
BHECEHHS 3MiH Ta AONOBHEHb Y pO34inax NpoekTy
IHCTPYKLT AN MeANYHOTo 3aCTOCYBaHHSA
«®apmMaKonorivyHi B1acTmeocTi», «OcobnBocTi
3acToCyBaHHs», «3acTocyBaHHSA Y nepiog,
BariTHoCTi abo rogyBaHHs rpyaato», «MobiyHi
peaxLii» MOXyTb 6yT pekOMeHA0BaHi 40
3aTBEPMAKEHHS Ta BHECEHHS B IHCTPYKLi0 A5

MeAMYHOro 3aCTOCyBaHHA /TiKkapCbKoro 3acoby.

BBefeHHs1 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPAKEHHS

3a
peyenmom

UA/0276/01/01

224.

®JTYKOHA3O
n

TabneTku, BKpUTI
06010HKOt0, N0 100 Mr no
10 TabneTok y 6nictepi,

no 1 6nictepy B nauui 3
KapToHy; no 10 TabneTok y
6nictepi, no 100 6nicTepis
y KOpo6Lji 3 KapTOHY

MpAT
"TexHonor"

YKpaiHa

MpAT "TexHonor"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHW | TUNY - 3MiHWM BHECEHO [0 IHCTPYKLIT Ans
MeAMYHOro 3aCTOCYBaHHS /liKapCbKOro 3acoby y

po3gainu: "®apmakonoriyHi BnactusocTi”,
"Oco6nMBOCTI 3acToCyBaHHSA", "3acTocyBaHHs y
nepiog BariTHOCTi abo rogyBaHHs rpyaar”,
"Mo6iyHi peakwji" BigNoBiAHO A0 OHOBMEHOI
iHchopmawii 3 6e3neku Aityol pevyoBUHN.
MpeacTaBneHi 3miHM B iHchopmaLii 3 6e3nekn Ha
nigcTasi OHOBMEHOI iHhopMaL,ii 3 6e3nekn Ajiryoi
peyoBuHM 3a pekomeHgauiero PRAC, o
po3milweHa Ha odpiuiiHomy canTti EMA, wono
BHECEHHS 3MiH Ta AOMNOBHEHb Y po3Ainax NpoekTy
IHCTPYKLT AN MeAMYHOro 3aCTOCYBaHHS
«®apMakosioriyHi BNacTUBOCTI», «OC0o6AMBOCTI
3aCTOCYBaHHs», «3acTOCyBaHHs y nepiog,
BariTHoCTi abo rofyBaHHsA rpyaato», «MobiyHi
peakLii» MOXyTb OyT! pEKOMEHA0BaHi A0
3aTBEPAKEHHS T BHECEHHS B iIHCTPYKLit0 AN

3a
peyenmom

UA/0276/01/02
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
MeAMYHOro 3aCTOCYBaHHS /TiKapCbKOoro 3acoby.
BBefeHHs1 3MiH NpoTAroM 6-Tu MicAuiB nicns
3aTBEPKEHHS
225. | ®TYKOHA3O | Tabnetku, BKpUTI MpAT Ykpaina MpAT "TexHonor" Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiais: Ne 1 — 6e3 UA/0276/01/03
n 060/10HKO10, N0 150 Mr no "TexHonor" 3MiHM | TUNY - 3MiHW BHECEHO [0 IHCTPYKLUIT Ans peuenma;
1 TabneTtuyi y 6nictepi, no MEeAMYHOro 3aCTOCYBaHHS NMiKapCbKOro 3acoby y Ne 2 - 3a
1 a6o 2 6nicTepu B navwj 3 po3gainu: "®apmakonoriyHi BlacTusocTi”, peyenmom
KapTOHy; No 2 Tabnetkn y "Oco61BOCTI 3aCTOCyBaHHA", "3acTOCyBaHHS Yy
6nictepi, no 1 6nictepy y nepiog BariTHOCTi abo rogyBaHHs rpy4ar0”,
naJui 3 KapToHy "Mo6iyHi peakwyii" BigNoBiAHO 4O OHOBMEHOI
iHhopmaLii 3 6e3neku AitoHoi peHOBUHMN.
MpepcTtasneHi 3miHK B iHchopmalii 3 6e3nekn Ha
nigcTasi OHOBMEHOI iHhopMaL,ii 3 6e3neku Ajiroyoi
peyoBuHM 3a pekomeHaauieto PRAC, wo
po3mileHa Ha odpidiiHomy canTti EMA, wono
BHECEHHS 3MiH Ta AOMNOBHEHb Y po3Ainax NpoeKTy
IHCTPYKLT AN MeAMYHOro 3aCTOCyBaHHS
«®apMakosiorivyHi BAacTUBOCTI», «OCc0o6AnBOCTI
3acToCyBaHHS», «3acTOCyBaHHA y Nepios
BariTHOCTi abo rofyBaHHA rpyaa», «Mo6iyHi
peakLii» MoXyTb 6yT1 pekoMeHAoBaHi f0
3aTBEPPKEHHS Ta BHECEHHS B IHCTPYKL,i0 415
MeAMYHOro 3aCTOCyBaHHA /iKapCbKoro 3acoby.
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB nicns
3aTBEPAKEHHS
226. | PNTYKOHA3O | Tabnetku, BKpUTI MpAT Ykpaina MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/0276/01/01
n 060/10HKO10, M0 50 Mr no "TexHonor" 3MiHK | TUNY - 3MiHK 3 AKOCTI. FOTOBWIA NiKApCbKNA | peyenmom
10 TabneTok y 6nicTepi, 3aci6. 3MiHM y BUpO6HULTBI. 3MiHa po3mipy cepii
no 1 6nictepy B navui 3 (BrNtoOvaroun fgianasoH po3mipy cepii) roToBoro
KapToHy; no 10 TabneTok y nNiKkapcbKoro 3acoby (3MeHweHHs go 10 pasis) -
6nicTepi, no 100 6nicTepis BBEJEHHS 404AaTKOBOro po3mipy cepii;
Y KOPO6Lji 3 KApTOHY 3anponoHoBaHo: 51,672 kr (496 800 TabneTok)
25,836 kr (248 400 TabneTok)
227. | ®NTYKOHA3O0 | kancynu TBepgi no 50 mr, ToBapucTso 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/3938/01/01
N-300POB'A | no 7 a6o 10 kancyn y obmexeHoro 06MexeHoto 3MiHM | TNy - 3MiHa agpecu MicLa NPOBaMKEHHS | peyernmom
6nicTepi; no 1 6nictepy B BiANOBiAa/bHI BiANOBIAA/IbHICTIO nisnbHocTi BUpo6Huka A®l GENNEX
KapTOHHIlA KopooLi cTIo "papmMaueBTNYHa LABORATORIES LIMITED, India;
"®apmaueBTun KoMnaHis "3gopos'a” 3anponoHoBaHo: SY.NO. 133,, BOLLARAM (V),
YyHa KOMMaHis JINNARAM (M), SANGAREDDY (DIST.), India;
"3popos'a” 3MiHK | TUNY - NOAAHHS OHOBIEHOTO cepTudikaTy
BiANOBIAHOCTI €Bponelicbkilt hapmakonei RO-CEP
2015-233 Rev 02 ana A®| dnykoHasony Big, BXxe
3aTBEpAXEHOro BMpobHuka Quimica Sintetica
S.A., Spain. 3anponoHosaHo: RO-CEP 2015-233
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
Rev 02; 3miHn | Tuny - BBEAEHHS AOAATKOBOTO
noctayanbHUKa NepBUHHOTO NakyBaHHs (ponbru
antominiesor) TOB “AnTpeiig”, YkpaiHa;
3anponoHoBaHo: BAT “Pycan CasHan”, Pocilicbka
depepauis AT “TexHonoris”, YkpaiHa TOB
“AnTpeng”, YkpaiHa
228. | ®JTIYKOHA3O0 | kancynu TBepai 100 mr; no | ToBapucTso 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/3938/01/02
Nn-300POB'A | 7 a6o 10 kancyny 06MEXEHO 06MeXeHo 3MiHKM | TNy - 3MiHa agpecu MicLa NPOBaXXEHHA | peyernmom
6nictepi; no 1 6nictepy B BiANOBiAa/bHI BiANOBIAA/IbHICTIO LisnbHOCTI BUpo6HMKa A®l GENNEX
KapTOHHIlA KopoobLi cTIo "papmMaueBTNYHa LABORATORIES LIMITED, India;
"bapmavueBTu KomMnaHis "3gopos'a” 3anponoHoBaHo: SY.NO. 133,, BOLLARAM (V),
YyHa KoMMaHis JINNARAM (M), SANGAREDDY (DIST.), India;
"3p0pos'a” 3MiHK | TUNY - NOAAaHHS OHOBNEHOTO cepTudikaTy
BiAnoBiaHOCTI EBponelickkiit hapmakonei RO-CEP
2015-233 Rev 02 ana A®| dnykoHasony Big, BXe
3aTBEepAXeHOro BMpobHuka Quimica Sintetica
S.A., Spain. 3anponoHoBaHo: RO-CEP 2015-233
Rev 02; 3miHu | Tuny - BBEAEHHA AOAATKOBOTO
noctayasibH1MKa NepBUHHOTO NakyBaHHS (onbrv
antoMiHieBor) TOB “AnTpeiis”, YkpaiHa;
3anponoHoBaHo: BAT “Pycan CasHan”, Pocilicbka
depepauis AT “TexHonorisa”, YkpaiHa TOB
“AnTpeia”, YkpaiHa
229. | ®ZTYKOHA3O0 | kancynu TBepai no 150 mr; | ToBapucTeo 3 Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiais: Ne 1- 6e3 UA/3938/01/03
N-300POB'A | no 1 kancyni B 6nictepi; 06MexeHo 06MeXeHoH 3MiHuM | TUNY - 3MiHa agpecu Micusa NPOBaXXeHHA | peyenma;
no 1, 2 a6o 3 6nictepu B BiANOBiAA/bHI BiANOBIAALHICTIO AisnsHocTi Bupo6Huka A®l GENNEX Ne 2, Ne 3,
KapTOHHI kopobLi abo no cTHo "hapMaueBTNYHaA LABORATORIES LIMITED, India; Ne 7 - 3a
3 abo 7 kancyn y 6nictepi; "apmauesTu KoMnaHis "3gopos'a” 3anponoHoBaHo: SY.NO. 133,, BOLLARAM (V), | peyenmom
no 1 6nicTepy B KAPTOHHIl YyHa KOMMaHis JINNARAM (M), SANGAREDDY (DIST.), India;
Kopobu,i "3p0poB's” 3MiHK | TUNY - NOA4AHHS OHOB/IEHOTO cepTudlikaTy
BiAnoBiaHOCTI EBponelickkit hapmakonei RO-CEP
2015-233 Rev 02 ana A®| dnykoHasony Big, BXe
3aTBEpAKEeHOro BMpo6HMka Quimica Sintetica
S.A., Spain. 3anponoHoBaHo: RO-CEP 2015-233
Rev 02; 3miHun | Tuny - BBEHHA AOAATKOBOIO
noctayasibH1Ka NepBUHHOTO NakyBaHHs (posbru
antoMiHieBoi) TOB “AnTpeiis”, YkpaiHa;
3anponoHoBaHo: BAT “Pycan CasiHan”, Pocilicbka
depepauis AT “TexHonoris”, YkpaiHa TOB
“AnTpeia’, YkpaiHa
230. | P/TYKOHA3O | kancynu TBepai no 200 mr, | ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/3938/01/04
N-300POB'A | no 1, a6o 2, abo 3, abo 4, 06MEXEHOI 06MEXEHO 3MiHM | TNy - 3MiHa agpecy MicLsa NPOBaMKEHHS | peyernmom
DOPTE a6o 7, abo 10 kancyny BiAnoBiAabHI BiANOBIAA/ILHICTIO nisinbHOCTI BUpo6HMKa A®l GENNEX
6nicTepi; no 1 6nictepy B CTHO "®apmaLeBTuyHa LABORATORIES LIMITED, India.;
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Howmep

peecmpayiliHo2o

nocsio4YeHHs

KapTOHHIlA KopoobLi

"®GapmaueBTn
YHa KoMnaHis
"310pOB'S"

KomnaHis "3gopos'a”

3anponoHoBaHo: SY.NO. 133,, BOLLARAM (V),
JINNARAM (M), SANGAREDDY (DIST.), India;
3MiHM | TUNY - NOAAaHHA OHOBMIEHOTO cepTudikarty
BiAgnoBigHOCTI EBponelickkin hapmakonei RO-CEP
2015-233 Rev 02 ans A®l dnykoHasony Big, Bxe
3aTBEpPAKEHOro BMPOo6HMKa Quimica Sintetica
S.A., Spain.; 3anponoHoBaHo: RO-CEP 2015-233
Rev 02; 3miHn | Tvny - BBEAEHHS [O4ATKOBOro
nocTavasnibHviKa NepBMHHOTO nakysaHHA (hosbru
antomiHieBor) TOB “AnTpeiig”, YkpaiHa:
3anponoHoBaHo: BAT “Pycan CasiHan”, Pocilicbka
depepauis AT “TexHonoris”, YkpaiHa TOB
“AnTtpeng”, YkpaiHa

231.

®JTYKOHA3O
n-Kp

kancynu no 150 mr, no 1
Kancyni y 6nictepi; no 1,
abo 2, abo 4 6nictepun y
naJui 3 KapToHy

MAT
"Ximcbapmsas
of "YepBoHa

3ipka"

YKpaiHa

MAT "Ximdpapm3sasog,
"YepBoHa 3ipka"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3miHu [l TURy - 3MiHM 3 SKOCTi. FOTOBWIA NikapcbKuii
3aci6. Onuc Ta cknag,. 3miHa y cknagi
(4ONOMDKHMX peYOBUHAX) rOTOBOrO NiKapCbKOro
3aco6y (iHLWi 3MiHK) 3MiHa cknagy 060/10HKN
Kancyn xenaTuHOBUX TBEPAMX, LLIO NOB'A3aHO 3i
3MIHOI BUPOGHYMKA Kancys, 3amicTb Kancyn
BMpo6HUMKa "Zhejiang Huaguang Capsule CO. ,
LTD.", Kutaii ansa BupobHuyTea 13 daykoHazon-
KP, kancynu 6yyTb BUKOPUCTOBYBATMCS Kancyu
BMpo6HMKa "Capsugel® A Lonza Company",
Benbrisi. 3MiHa He NPU3BOANTL [0 3MiHU KO/TbOpY
Kancynu. 3mMiH¥ BHECEHI B IHCTPYKLit0 ANns
MeAun4HOro 3actocysaHHA 13y p. Cknag"
(MonomikHI pevoBUHW) 3 BifMNOBIAHUMY 3MiHAMU B
TeKCTi MapKyBaHHS ynakoBok (415 150 mr)
BBefeHHst 3MiH NpoTArom 3-x MicsuiB nicns
3aTBepKeHHA CynyTHA 3MiHa - 3MiHW 3 SKOCTI.
[oTOBMIA Nikapcbkunii 3aci6. Onuc Ta cknag. 3miHa
Macu MOKpUTTA Nikapcbkux hopm ans
nepopasibHOro 3acTocyBaHHA abo 3MiHa Macu
060/10HKM Kancyn (TBepai nikapcbki dhopmu Ans
nepopasibHOro 3aCTOCyBaHHs) 3MiHa BUPOGHMKa
Karncyn xenaTnHOBUX TBEPANX CYNPOBOMKYETLCA
3MiHOK Macy 060/MOHKY Kancyn roToBOro
NiKapcbKoro 3acoby, AaHuii NOKa3HUK 3MiHIOETbCS
B creundpikauii MAT "Ximapm3asog "HepsoHa
3ipKa" 4151 KOHTPOJIKO Ha Kancynu xenaTuHoBI
TBeEpAi: 3aTBepmxeHo: Macca 100 kancyn, r: N
«2» - 6,4 +0,2; 3anponoHoBaHo: Maca 100
kancyn, r ans supobHuka "CAPSUGEL": N "2" -
6,1 £ 0,4; Ta 3MiHOI y cnewudikalii Ans KOHTPOs0
AKOCTi Hepo3dhacoBaHOro NPOAYKTY: 3aTBEPAKEHO:
cepefiHA Maca kancyn 3 Bmictom (kancyna N2): Big

Ne 1 — 6e3
peuenma;
Ne 2, Ne 4 -
3a
peyenmom

UA/14791/01/02
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Howmep

peecmpayiliHo2o

nocsio4YeHHs

316,4 mr fo 361,6 Mr; NpONOHOBaHO: cepeHs
Maca karncyn 3 BMictoM (kancyna N2): Big 311,4 mr
[0 360,6 Mr. - 3MiHW 3 AKOCTI. FOTOBUIA NiKapCbKUii

3aci6. KOHTpo/ib AONOMDKHMX PEYOBUH. 3MiHa

napameTpiB cneuudikauii Ta/abo JonycTUMmx
MeX A/15 AONOMDKHOI PEYOBUHY (3BYXXEHHS
[OMNYCTUMKX MEX) 3MiHa BUPOOHMKa Kancyn
XXeNnaTUHOBWX TBEPAMX CYyNPOBOAXKYETLCS 3MiHaAMM
y cneuucpikauii NAT "Ximdapmsasog "YepsoHa
3ipka" [N KOHTPOJIIO Ha Kancynv xenaTuHoBi
TBEpPAi Y BiANOBIAHOCTI 0 JOKYMEHTIB BUPOOHUKA,
a came 3BY)XXEHHS AONyCTUMUX MEX AN
nokasHUKiB «BTpaTa B mMaci npy BUCYLLYBaHHI» Ta
«CynbthaTHa 30na» 3aTBepkeHo: BTpaTa B maci
npu BUCYLLYBaHHI: 12-17 %; 3ona: gnsa npo3opux
Kancyn He 6inblue 3 %, AN15 KO/TbOPOBMX Kancys
He 6inbLue 8 %; 3anponoHoBaHo: BTpara B Maci
npu BucyllyBaHHi: 13-16 %; CynbatHa 30na: He
6inbLue 7 %

- 3MiHK 3 sIKOCTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/1b AONOMDKHMX PEYOBUH. 3MiHa
napameTpiB cneuudikauii Ta/abo JonycTUMmx
MeX A5 AOMNOMDKHOT PeYOBUHU (BUTYHYEHHS 3i
cneumdikaLii He3Ha4YHOro NokasHvka (Hanpuknag,
3acTapifioro NokasHyka))
3MiHa BUPOGHWKA Kancys )enaTuHoBYX TBePANX
CYNpOBOMXYETbCA 3MiHamu Y cneumdikauii MAT
"Ximchbapm3zasog "HepBoHa 3ipka" A1 KOHTPOSO
Ha Kancynv xenaTuHoBi TBepai, a came
BW/TyYEHHSI NOKA3HUKIB: «Badkki MeTasim» Ta
«KoHcepBaHTW», WO CTOCYBaINCA A4/15 BUPOOHMKa
"Zhejiang Huaguang Capsule CO., LTD.", Kutait"

232.

®TYKOHA30
N-KP

kancynu no 100 mr, no 7
a6o no 10 kancyn y
6nictepi; no 1 6nictepy y
nauvj 3 KapToHy

MAT
"Ximthapm3as
of "YepsoHa

3ipka”

Ykpaina

MAT "Ximchapm3aBog,

"UepBoHa 3ipka"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasis:
3MiHW | TUNY - 3MiHW BHECEHO [0 IHCTPYKLUIT An1A
MeAMYHOro 3aCTOCYBaHHA /likapCbKoro 3acoby y

posginu: "®apmakonoriyHi BiactueocTi”,
"Oco6NMBOCTI 3aCTOCYBaHHSA", "3acTocyBaHHs y
nepiog, BariTHOCTi abo rogyBaHHA rpyaa”
BiANOBIAHO A0 OHOBMEHOI iHhopMaL,i 3 6e3nekn
Liro4oi pevyoBuHW. BBeeHHSA 3MiH NpOTArom 3-x
MicsILiB MicNs 3aTBEPoKEHHS

3a
peyerimom

UA/14791/01/01

233.

®TYKOHA30
n-KP

Tabnetku no 150 mr, no 1
Kancyni 'y 6nictepi; no 1,
abo 2, abo 4 6nictepn y

nauui 3 KapToHy

NAT
"Ximthapm3as
of "UepsoHa

3ipka"

YkpaiHa

MAT "Ximchapm3saBog,

"UepBoHa 3ipka"

YKpaiHa

BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiais:
3MiHW | TUNY - 3MiHW BHECEHO [0 IHCTPYKLUIT An1A
MeAMYHOro 3aCTOCYBaHHSA NMikapCbKOro 3acoby y

po3ginu: "®apmakonoriyHi BacTnBocTi”,
"Oco6NMBOCTI 3aCTOCYBaHHSA", "3acTocyBaHHs y
nepiog, BaritTHocTi abo rogysaHHs rpyaat"

Ne 1 — 6e3
peyenma;
Ne 2, Ne 4 -
3a
peyenmom

UA/14791/01/02
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

BiANOBIAHO A0 OHOBMEHOI iHChopMaL,i 3 6e3nekn
Lito40i pevyoBuHU. BBeeHHS 3MiH NPOTArom 3-x
MICALIB MICNA 3aTBEPLKEHHSA

234.

®TYKOHA30
Nn-KP

kancynv no 50 mr, no 7
ab6o no 10 kancyny
6nictepi; no 1 6nictepy y
nauui 3 KapToHy

NAT
"Ximchapm3as
o4, "UepBoHa

3ipka”

YKpaiHa

MAT "Ximdpapm3sasog,
"UepBoHa 3ipka"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiais:
3MiHM | TUNY - 3MiHW BHECEHO [0 IHCTPYKLUIT Ans
MEeAMYHOro 3aCTOCYBaHHS NMiKapCbKOro 3acoby y

po3gainu: "®apmakonoriyHi BlacTusocTi”,
"Oco61BOCTI 3aCTOCyBaHHA", "3acTOCyBaHHS Yy
nepiog, BaritTHocTi abo rogyBaHHsA rpyaat”
BiANOBIAHO A0 OHOBMEHOI iHChopMaL,i 3 6e3nekn
Liro4oi pevyoBuHU. BBeeHHS 3MiH NpoTArom 3-x
MiCALIB MiCNA 3aTBEPKEHHS

3a
peyenmom

UA/14791/01/03

235.

DITYMIBAKT
IC

Tabnetku BariHanbHi no 10
Mr; o 6 TabneTok y
6nictepi; no 1 6nictepy B
nauui

ToBapucTBO 3
[04aTKOBOIO
BiANOBiAA/bHI
CTHO
"IHTEPXIM"

YKpaiHa

ToBapucTso 3
[04aTKOBOO
BiANOBIAA/TbHICTIO
"IHTEPXIM"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHu | TMNY - 3MiHK 3 AKOoCTi. FOTOBMIA Nikapcbkuii
3aci6. CTabinbHICTb. 3MiHa y TepMiHax
npuAaTHOCTI abo ymoBax 36epiraHHsi roToBOro
NiKapcbKoro 3acoby (36inbLIEeHHSA TepMiHY
NpWAAaTHOCTI FOTOBOTO JIiKAPCbKOro 3acoby) - Ans
TOProBoOi yNakoBKW (NiATBEPMAKYETLCA AaHUMU
peanbHOro Yacy) 36iNbLUeHHs TepMiHy
npugartHocTi MN3 go 3 pokiB (6yno: 2 poku).
3MiHV BHECEHO B IHCTPYKLiIO A/19 Me4UYHOro
3aCTOCYBaHHSA NikapcbKoro 3acoby y p. "TepMiH
npuaatHocTi".
3MmiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCbKuii
3aci6. Cuctema KoHTeliHep/3akynopioBasibHUIA
3aci6. 3miHa napameTpiB cneymdikauiin Ta/abo
[OMyCTUMUX MEX MEPBUHHOI YNakoBKV rOTOBOrO
niKapcbKoro 3acoby (A0NOBHEHHS cneuundikaui
HOBUM MOKa3HUKOM 3 BiAMOBIAHNM METOAOM
BMNpo6yBaHHS) [lonoBHEHHSA cnevudikauii Ta
MeTOZiB KOHTPOO NEPBUHHOIO NaKyBaslbHOro
matepiany 13 MniBka 6ap'epHa TeCTOM
«lgeHTndpikauis». 3miHn | Trny - 3MiHK Woa0
6e3nekn/edekTUBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHKn) 3MiHn y po3gini «<sMAPKYBAHHSA». [itoua
pepakuis: MAPKYBAHHSA fopa€eTbes.
MponoHosaHa pepakuis: MAPKYBAHHA
3rifHO 3aTBEPLKEHOIO TEKCTY MapPKyBaHHSI.

6e3
peyenma

UA/15786/01/01

236.

DOKYCUH®

kancynu TBepai 3
MoandikoBaHUM
BUBINIbHEHHAM 10 0,4 wr;
Ne 90 (10x9): no 10
Kancyn y 6nictepi; no 9
6nicTepiB y KAPTOHHIl
Kopo6bLi; a6o Ne90 (15x6):

TOB "CaHodi-
ABeHTiC
YkpaiHa"

YKpaiHa

C.C. «3eHTiBa C.A.»

PymyHis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHK | TUNY - 3MiHK 3 AKOCTi. FTOTOBWIA NiKapCbKWii
3aci6. Cuctema KoHTeliHep/3aKkynopoBabHuWi
3aci6. 3miHa po3Mmipy yrnakoBKU roTOBOro
NiKapCbKOro 3acoby (BUYyYEHHS YNakoBKN NEBHOTO
po3Mmipy) - BUTly4eHHs ynakoBku po3mipom Ne 30, a
came (10x3): no 10 kancyn y 6nictepi, no 3

3a
peyenmom

UA/3876/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
no 15 kancyn y 6nictepi; 6nicTepy y KapTOHHIli kopobui Ta (15x2): no 15
no 6 6nicTepiB y KAPTOHHIl Kancyn y 6nictepi, no 2 6nictepa y KapTOHHil
KopoobLi Kopo6Li, 3 BifNOBIAHNMMN 3MiHAMM A0 p.
«YnakoBka» (BBefeHHs 3MiH NPOTArom 6-Tu
MicALiB Nic/a 3aTBePAKEHHS)
237. | POKYCUH® Kancynv TBepgi 3 TOB "CaHodi- YkpaiHa C.C. «3eHTiBa C.A.» PymyHis BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3a UA/3876/01/01
MoAndpiKoBaHUM ABeHTIC 3MiHM | TUNY - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI | peyernmom
BUBINIbHEHHAM M0 0,4 Mr; YkpaiHa" Ta hapmakoHarnsgy. BeegeHHs abo 3miHn oo
Ne 30 (10x3), Ne 90 y3araJlbHeHUX AaHux npo cucremy
(10x9): no 10 kancyn y hapmakoHarnsgy (BBefeHHs y3arasibHEHUX JaHuX
6nictepi; no 3 abo no 9 npo cuctemy hapmMakoHarnsgy, smiHa
6nicTepiB y KAPTOHHIl yMNOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a
kopo6bui; Ne 30 (15x2), Ne 34ificHeHHs chapmMakoHarnsay; KOHTaKTHOI 0co6u 3
90 (15x6): no 15 kancyny hapmakoHarnsgy 3asiBHUKa A5 34iliCHEHHS
6nicTepi; no 2 abo no 6 thapmakoHarnsgy B YkpaiHi, KO0 BOHA BigMiHHA
6nicTepiB y KApTOHHIl BiJl yNOBHOBaXeHOI 0cobu, BiAnoBifanbHOT 3a
Kopobui 3[jficHeHHs1 hapMakoHarisay (BkIYarum
KOHTaKTHi AjaHi) Ta/abo 3MiHW Y PO3MilLEHHI
macTep-paiina cuctemn hapmakoHarnsgy) -
3MiHa YyNoBHOBaXXeHOI 0CObM 3asiBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHariag. [irova
pefakuis: KnilwmH AHTOH MukonaioBuy.
MponoHoBaHa pefakuis: Xoaakiscbka TeTsaHa
BsyecnasiBHa. 3MiHa KOHTaKTHUX AaHUX
YMOBHOBaXXEHOT 0CO6YM 3a8BHMKA, BignoBiganbHOT
3a (hapmakoHarnag
238. | DPAKCUMNAP | po3uunH 4ns iH'ekyiii, 9500 AcneH ®apma | IpnaHgis AcneH Hotep [am ge dpaHuis BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiais: 3a UA/8185/01/01
NH® MO aHTuK-Xa/mn; no 0,6 TpeWgiHr BoHpeBinb BUNPAaB/IEHHS TEXHIYHOT NOMUNKK, AOMYLLEHOT HA | peyernmom
mn (5700 MO aHTK-Xa) y Nimiten TUTYNbHIA CTOPIHLI NPOeKTiB 3MiH Ao MKA N3
nonepeHbLO 3arnoBHEHOMY (HeBipHO BKa3aHo gaTy Ta Homep Haka3sy
LnNpu1yj; No 2 wnpuua B MiHicTepcTBa 0XOpOHY 340pOB s YkpaiHu) ans N3
6nicTepi; no 5 6nictepis y PPAKCUMAPUH®, po3unH ans iH'ekuiii, 9500 MO
KapTOHHI kopobui; no 0,8 aHTK-Xa/mn no 0,8 mn (7600 MO aHTK-Xa) y
M (7600 MO aHTu-Xa) y nonepegHbL0 3anosBHeHoMy wnpuui Ne 10.
nonepeaHLO 3arnoBHEHOMY MponoHoBaHa pepakuisa SATBEPAXXEHO Hakas
LWNpw1yj; No 2 wnpuua B MiHiCTEepCTBa OXOPOHU
6nicTepi; no 5 6nictepis y 3a0poB A YkpaiHm 08.04.2013 Ne 276
KapTOHHIA KOpO6L PeecTpauiiHe nocsigueHHs Ne UA/8185/01/01
3MIH/ BHECEHO Haka3 MiHicTepcTBa OXOPOHU
3710poB A YkpaiHu 30.07.2020 Ne 1729
239. | ®YPOCEMIL | Ttabnetku no 40 mr no 10 ToBapucTBo 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3a UA/5153/02/01
Tabnetok y 6nictepi; no 5 obmexeHo BMPOGHMLITBA, 3MiHW | TRy - AAMIHICTPaTMBHI 3MiHU. 3MiHa peyenmom
6nicTepiB y nauui 3 BiAnoBiAabHI KOHTPO/b SIKOCTI, HalilMeHyBaHHs Ta/abo agpecu Micus
KapToHYy CTI0 BUMNYCK cepil: NpoBafPKEHHA AiSNbHOCTI BUPOOHUKa/imnopTepa
"focnigHnin ToBapucTBo 3 rOTOBOrO /1iKapCbKOro 3acofy, BK/IKYatoun
3aB0/, 06MeXeHo AinbHWLI BUNYycKy cepii abo micue npoBefeHHs
"rHUIC! BiANOBIAALHICTIO KOHTPOJIIO SIKOCTI. (AIANbHICTb, 3a AKy Bignosifae
"locnigHwii 3aBog BMPOGHUK/iIMIOpTEp, BKIKOYAKYM BUMYCK CEpiii) -
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
"THUCY, 3MiHa agpecu Bupo6Huka 13 ToBaprcTBO 3
YkpaiHa; o6mexeHoto BignosiganbHicTio "OAPMEKC
BCi cTagil FPYM", Ykpaina (Bci cTagii BUpobHuLTBA,
BMPOGHMLITBA, KOHTPO/Ib SKOCTI, BUMYCK cepii), 6e3 3MiHu Micus
KOHTPO/b SIKOCTI, BMPOOHULUTBA. 3MiHW BHECEHI Y po34inu
BMNYyCK cepil: "MicuesHaxomkeHHs BMPOGHMKa Ta oro agpeca
ToBapucTBoO 3 MiCLil NPOBaXEHHS AiS/IbHOCTI" B iHCTPYKL,itO ANs
06MeXeHoI0 MeAMYHOrO 3aCTOCYBaHHS Ta ik Hac/ifokK -
BiANOBIAALHICTIO BIANOBIAHI 3MiHW Yy TEKCTi MapKyBaHHS ynakoBKu/
"®APMEKC IPyr, nikapcbKoro 3acoby. BBegeHHS 3MiH NpoTarom 6 —
YKkpaiHa; TW MiCALB Nicna 3aTBepAKEHHSA
BCi cTagil
BMPOGHMLITBA,
KOHTPO/b SIKOCTI,
BWMYCK Cepil:
ToBapucTso 3
06MexeHoto
BiANOBIAALHICTIO
"PapmaueBTnyHa
KoMnaHisa "3g0pos'a”,
YkpaiHa
240. | XOMBIO®- Tabnetkn, no 25 TabneTok Xomsiopa HimeuunHa MayepmaHH - HimeuunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 6e3 UA/7319/01/01
HEPBIH y 6nicTepi; no 2 6nictepu ApuHarimitTen Apuraiimitrens KIr 3MiHM | TUny - 3mMiHK Wogo 6esnekn/edekTMBHOCTI | peyenma
B KAPTOHHIV KOpOGL b Ap. Ta hapmakoHarnsgy - OHOB/IEHHS TEKCTY
XarepopH MapKyBaHHS BTOPMHHOT YNakoBKM NiKapCbKoro
v6X i Ko. KI 3acoby
241. | UWPAM3A KOHLEHTpaT 415 po34nHy Eni Ninni HigepnaHan BMPOGHMLITBO CuA/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/16889/01/01
Ans iHdysiiA, 10 mr/mn; no HepepneHg nikapcbKoro 3acoby, Icnanis/ 3MiHK | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapcbkWii | peyenmom
10mnTas50mny B.B. NnepBrHHA YNakoBKa, Ipnangis/ 3aci6. 3MiHM y BUpOGHMLTBI. 3aMiHa abo
dhnakoHax, no 1 conakoHy KOHTpO/Ib Ta Benvka BBEJEHHA [0AaTKOBOI AiNlbHUL BUPOGHMLITBA ANS
B KapTOHHIiA ynakoBL,i TecTyBaHHA BpuTaHis/ 4YacTUHM ab0 BCbOro BUPOBHUYOrO npoLecy
cTabinbHoCTI ITania/ rOTOBOrO MiKApCbKOro 3acoby (AiNbHUUS ans
NikapcbKoro 3acoby: PpaHuin BTOPVHHOTO NakyBaHHs). BBeaeHHsA foaaTkoBol
Eni Ninni enp, AiNbHUL 415 BTOPUHHOIO NakyBaHHS A1
KomnaHi, CLUA; nikapcbkoro 3acoby Linpamsa — Jlinni ®paHc,
BTOPVHHA yNakoBKa, ®paHuis. 3miHu |l Tuny - 3MiHK 3 SKocTi. FoTOBWMIA
MapKyBaHHS, nikapcbkuii 3aci6. 3MiHW y BUPOOHMLTBI. 3amiHa
KOHTPO/b, BUMYCK ab0 BBeAEHHS 40A4ATKOBOI AiNbHULI BUPOOHMLTBA
cepii nikapcbKoro AN 4acTUHK abo BCbOro BUPOBHMYOro npouecy
3acoby: rOTOBOrO /iKapCbKOro 3acoby (AinbHULSA, Ha AKil
Ninni C.A., IcnaHis; NpoBOAATLCA Byab-ski BUPOOHMUI cTagji, 3a
KOHTPO/Ib SKOCTi Ta BMHATKOM BUMYCKY Cepili, NPOBEAEHHS KOHTPO/O
TecTyBaHHSA AKOCTi Ta BTOPUHHOIO NaKyBaHHSA, A1 NiKapCbKuX
cTabinbHoCTI 3ac06iB 6i010r4YHOro/iMyHOIOTYHOTO NOXOKEHHS
nikapcbKoro 3acoby: ab0 nikapcbk1x HOpPM KOMMIEKCHOTO (CKNazHoro)
IMKnoH Cuctems JIJIC, BMPOGHMYOro npouecy). BeefeHHs AoAaTKoBOI
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
CLUA; AiNbHULI A58 BUPOBGHMYOro npouecy MikapcbKoro
KOHTPO/b SIKOCTI 3ac00y, NePBUHHOIO NakyBaHHs, KOHTPOIO AKOCTI
niKkapcbKoro 3acooby: Ta TecTyBaHHs CTabifIbHOCTI NikapCbKoro 3acoby
Eni Ninni KiHcenn Ninni ®paHc, OpaHuisf. PegakuiiiHi 3miHn o
NimiTep, lpnaHpis; po3ginis gocbe 3.2.P.3.1 Ta 3.2.P.7. 3minun Il TMny
KOHTPO/b AKOCTI - 3MiHM 3 sKoCTi. FOTOBMIA NiKApCbKUiA 3aci6. 3MiHK
nikapcbKoro 3acoby: y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Wwo
KoBaHc Jlabopatopi3 CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOJIHO AKOCTI
NimiTen, Benvka rOTOBOTO JliKapCbKOro 3acoby (3amiHa abo
BputaHis; [0aaBaHHA BUPOOHNMKa, LLO BignoBigae 3a
KOHTPO/b AKOCTI BBE3€eHHA Ta/abo Bunyck cepii) - Bknovatoun
niKkapcbKoro 3acooby: KOHTPONb/BUNPOGYBaHHS Cepii 4151 NiKapCbKOro
Yapnb3 Pisep 3aco6y 6i0/10ri4HOro/iMyHOIONYHOTO NOXOMAKEHHS
Na6opaTtopi3 AlipneHp, Ta OfVH 3 MeTOofiB aHani3y, L0 3aCTOCOBYETbCSA
Niviten, lpnaxgis; Ha AinbHULj, €
KOHTPO/b AKOCTI 6i010rYHMM/IMYHONOTIYHUM/IMYHOXIMIYHUM
niKkapcbKoro 3acoby: MEeTOLOM.
Eni Ninni Itania BBegeHHs 404aTKOBOT AiNbHMLI, O BignoBigae 3a
C.MN.A., ITanis; BMNYCK Cepil, BK/IHOYAKUN KOHTPO/Tb/BUNPOOYBaHHS
BMPOGHMLTBO 3a cepii oNs nikapcbkoro 3acoby nikapcbKoro 3acoby
MOBHVM LK/IOM: Linpamsa — Ninni ®paHc, PpaHLis. 3MiHM BHECEHO
Ninni ®paHc, dpaHuis B IHCTPYKLO 4715 MeAMYHOro 3acTOCyBaHHS LL0A0
HaliMeHyBaHHS Ta MiCLe3HaX0MKeHHs BYPOBHMKa
(mopaBaHHA BUPOGHKKA) 3 BiANOBIAHNMYN 3MiHAMM
y TEKCTi MapKyBaHHA YNakoBKM /iKapCbKOro
3acoby.

242, | AHYMET TabneTkun, BKpUTI Mepk Wapn i |LUseiuapis Ecika KsiH60po Benuka BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasis: 3a UA/11003/01/01
N/1iBKOBOK 060/IOHKO, MO Ooym |[OEA NimiTen, Benvka BpuTania/ 3MiHM | TUMY - BUNYYEHHA BUNPOOYBaHHS 3i peyenmom
50 mr/500 mr; no 14 6X BpuTaHin HigepnaHnan cneumnadikauii A®l meTchopmiHy rigpoxnopug,

Tabnetok y 6nictepi; no 4 (BpPOGHMLTBO / CLUA/ «Heavy metals» BignosigHo o "ICHQ3D
6nicTepy B KAPTOHHii Hepo3dhacoBaHo| IcnaHis Guideline on Elemental Impurities”; 3miHu | Tuny -
Kopobui npoaykuii); Mepk npuBefeHHs cneuudikauii APl meTdhopMiHy
Wapn i foym B.B., rigpoxnopug y BignosigHicTe nvwe go Ph. Eur,
HigepnaHan 3aMmicTb Hapasi gjrounx nocunaHb Ha Ph. Eur
(nepBuHHa Ta Ta/abo USP
BTOPUHHA YNakoBKa,
[103BiN Ha BUMYCK
cepii); MaTeoH MyepTo
Piko, IHk., MyepTo
Piko, CLLUA
(BUPOGHULTBO
Hepo3dacoBaHol
npoaykuir); Posi
$apma IHaacTpian
Cepsicec, C.A,,
IcnaHisa (nepBuHHA Ta
BTOPVHHA ynakoBKa)
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Ne

Hassa

3asBHUK

o ®dopma BunycKy Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4Y€eHHs
243. | AHYMET TabneTku, BKpUTI Mepk Wapn i |LUBefiuapis Ecika KBiH60pOo Benuka BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/11003/01/02
NNiBKOBOK 060/I0HKOID, MO Ooym IOEA NimiTen, Benvka BpuTaHis/ 3MiHU | TUNYy - BUNYy4YeHHs BUNpobyBaHHSA 3i peyenmom
50 mr/850 wmr; no 14 M6X BputaHis Higepnangn cneundikauii A®l meTdopminy rigpoxnopug,
Tabnetok y 6nictepi; no 4 (BMpPOGHMLTBO / CLWA/ «Heavy metals» BignosigHo go "ICHQ3D
6nicTepy B KAPTOHHii Hepo3dhacoBaHOl IcnaHis Guideline on Elemental Impurities"; 3miHu | Tuny -
KopoobLi npoaykuii); Mepk npusegeHHs cneuudikauii A®l meTchopmiHy
LWapn i Joym B.B., rigpoxnopug y BignosigHicTe nnwe go Ph. Eur,
HigepnaHan 3aMicTb Hapasi gjtounx nocunaHb Ha Ph. Eur
(nepBuHHa Ta Ta/abo USP
BTOPWHHA ynaKoBka,
[103BiN Ha BUMNYCK
cepii); MaTeoH MyepTo
Piko, IHk., MyepTo
Piko, CLLUA
(BpOGHMLTBO
Hepo3dacoBaHoi
npoaykuii); Posi
dapma IHgacTpian
Cepsicec, C.A.,
IcnaHisa (nepBuHHA Ta
BTOPUHHA YNaKkoBKa)
244. | AHYMET TabneTtku, BKPUTI Mepk Wapn i | LUBeiiuapis Ecika KBiH60pO Benuvka BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/11003/01/03
N/1iBKOBOK 060/IOHKOID, MO Joym |[OEA Nimitea, Benuka BputaHis/ 3MiHM | TUNY - BUNYYEHHS BUNPOOYBaHHS 3i peyenmom
50 mr/1000 wmr; no 14 rM6X BpuTaHis HigepnaHnan cneumagikauii A®l meTchopMmiHy rigpoxnopug,
Tabnetok y 6nictepi; no 4 (BUPOGHULTBO / CWA/ «Heavy metals» BignosigHo o "ICHQ3D
6nicTepy B KAPTOHHii Hepo3chacoBaHol Icnanis Guideline on Elemental Impurities"; 3miHu | Tuny -
Kopobui npoaykuir); Mepk npueefeHHs cneuudikauii APl meTdhopMiHy
Wapn i Joym B.B., rigpoxnopug y BignoBigHicTb nuwe ao Ph. Eur,
Higepnangn 3aMicTb Hapasi gjtounx nocunaHb Ha Ph. Eur
(nepBuHHa Ta Ta/abo USP
BTOPMHHA ynakoBka,
[03BiN Ha BUMYCK
cepii); MaTeoH lMyepTo
Piko, IHk., MyepTo
Piko, CLLUA
(BMpPOGHMLTBO
Hepo3dhacoBaHOl
npoaykuii); Posi
$apma IHgacTpian
Cepsicec, C.A,,
Icnanis (nepBuHHa Ta
BTOPVHHA yNakoBKa)

B.o. I'enepanbHoOro gupexkropa Jlupekropary
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(hapmareBTHYHOT 0 3a0e3meyeHHs IBan 3A/IBOPHUX
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