MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kui
16 yepBHs 2021 poKy B

z
—_
No
No
Ul

IIpo aep)kaBHY peecTpariiio (mepepeecTpariiio) JIKapCbKHX 3aco0iB (MegMUYHUX
iMyH0Oio/T0riYHMX NpenapaTiB) Ta BHeCEHHs 3MiH /I0 peecTpaljiiHUX MaTepiasiB

BiamosigHo o craTTi 9 3akoHy YKpainu «IIpo mikapceKi 3aco0m», MyHKTIB 5,
7, 10 Tlopsimky pepkaBHOI peectpariii (repepeecTtpailii) JikapcbKux 3acobiB,
3aTBep/yKeHOoro roctaHoBoto Kabinety MinicTpiB Ykpainu Biz 26 TpaBHs 2005 poky
Ne 376, ab3aily ABaALsATh ChOMOTO MiAMYHKTY 12 myHKTY 4 IlonoxeHHs TIpO
MiHicTepcTBO OXOPOHM 3[]0POB’sl YKpaiHU, 3aTBep/KeHOro mocTaHoBow KabiHety
Minictpie Ykpainu Bim 25 6Gepe3ns 2015 poky Ne 267 (B pefakuii mocTaHOBU
Kabinery MinictpiB Ykpainu Bix 24 ciuns 2020 poky Ne 90), Ha migctaBi
pe3y/bTaTiB eKCIIepTU3M peecTpalliiHUX MaTrepiaiiB JTiKapCchKUX 3aco0iB (MeAuUHMX
iMmyHoOionoriuHMX  TpemapartiB), 1[0 TMOJaHi Ha /JepXXaBHy  peECTparlifo
(mepepeecTpallit0) Ta BHECEHHS 3MiH [0 peeCcTpaliMHUX MaTepiasiB, TMPOBeJeHUX
[ep>kaBHUM TIANPUEMCTBOM  «Jlep)KaBHUM eKCMepTHUW LieHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’S YKpaiHW», BHUCHOBKIiB II0ZI0 eheKTHUBHOCTi, Oe3rmeuHoCTi Ta
SIKOCTI, WJOAO0 €KCIIePTHOI OLIIHKM CITiBBIJHOILIIEHHSI KOPUCTL/PU3UK JIIKAPCHKOIO
3acoby, IO TIPOTIOHYEThCS [0 Jep)KaBHOI peectparlfii (mepepeectpaiiii), 100
BHECeHHS1 3MiH [0 peeCcTpaljiiHuX MaTepiajiB Ta peKoMeHZallii oro Ao Jep>kaBHOI
peecTpatiii (repepeectpaiiii) abo BHeCeHHs 3MiH /10 peecTpaliiHUX MaTepiasiB

HAKA3YIO:

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

2. [lepepeecTpyBaTH Ta BHECTH /10 Jlep>kKaBHOT'O PeECTPY JTiKapChbKUX 3aco0iB
Ykpainu fikapcbki 3acobu (MeauuHi imyHoOiosioriuHi TpermapaTHl) 3TiHO 3
riepesikoM (oAaToK 2).
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3. BHecTu 3MiHM [0 peecTpaLliiHUX MaTepiasiB Ta [lep)kKaBHOTO peeCcTpy
nmikapcbKux 3acobiB YKpaiHM Ha JliKapchKi 3acobu (MeauuHi iMyHOOiosoriuHi
TriperiapaTH) 3TiJ{HO 3 MepesiikoM (JoAaTokK 3).

4. KOHTpOJIb 3a BUKOHAHHAM LJbOI'0 HaKa3y MOK/IaCTU Ha 3acTyrHuKa MiHicTpa
3 MUTaHb €BponerchKoi inTerpawii Komapigy O.O.

MiHuicTp BikTop JIAIIIKO



Aopatok 1

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

Bif 16 yepBHA 2021 poky Ne 1225

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

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
1. ANAHTOIH KpucTaniyHmi ToBapucTBo 3 YkpaiHa MOHTAX IHAjs peecTpauis Ha 5 pokis - He UA/18780/01/01
MOPOLLIOK (Cy6CcTaHList) 06MEeXeHo KEMIKAN3 niosnsieae
y noaBiHMX BiANOBiA&bHI MBT.ATA. (Mpisart
nonieTuIeHoBMX CTIO Niviten)
nakeTtax gns "®apmaueBTun
hapmaueBTU4HOro YyHa KoMnaHis
3acToCyBaHHA "3gopos’a”
2. BAPATOH® Tabnetkn no 5 mr, TOB «KYCYM YkpaiHa TOB «KYCYM Ykpaina peecTpauist Ha 5 pokis 3a He UA/18781/01/01
No28 (14x2); Ne84 OAPM>» PAPM>» MepiognyHiCTb NOAAHHA PErynsipHO peyenmom nionsizae
(14x6) y bnictepax OHOB/IHOBAHOrO 3BITY 3 6e3nekwu,
BiANOBIAHO A0 MopsaKy 34iACHEHHS
thapmakoHarnsgy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOPOHW 340POB’A
YkpaiHu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBsi locTuLji
YkpaiHu 29 ciuyHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHU 340POB'sA YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHVMK Y NepiognyHOCTI
noAaHHsA perynsipHvX 3BiTiB 3 6e3neku
3. BAPATOH® Tabnetku no 10 mr, TOB «KYCYM YkpaiHa TOB «KYCYM Ykpaina peecTpauis Ha 5 pokis 3a He UA/18781/01/02
No28 (14x2); Ne84 PAPM» DPAPM>» MepiognyHICTb NOA4AHHS PerynsipHo peyenmom nionsizae
(14x6) y 6nicTepax OHOBJ/1OBAHOTO 3BITY 3 6GE3NeKU,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
chapmakoHarnsgy, 3aTBepaXeHoro
Haka3oMm MiHicTepcTBa OXOPOHY 340P0B’S
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuuii
YkpaiHu 29 ciyHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHU 30pPOB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i




hapmakoHarnagy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOPOHU 340POB’S
Ykpainu Big 27 rpygHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
YkpaiHu 29 ciyHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHU 3[10POB'sA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTbL: 3rifHO 3i

CTpOKaMu, 3a3HaYEHNMM Y NePioANYHOCTI

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
CTpOKamu, 3a3HavyeHVMK Y NepiognyHOCTI
nofaHHsa perynspHuX 3BiTiB 3 6e3nekun
4. ByniPon po3unH gNns iHdysiii, 4 Mictpan AHrnis ANTAH Icnanis peecTpauif Ha 5 pokis 3a He UA/18807/01/01
mr/mn no 100 mny Kenitan ®APMACBIOTIKA MepiognyHicTb NoAaHHA perynsipHo peyenmom nionsizae
KOHTEliHepi B MeHeaXmeHT n3, C.A. OHOBJ/IOBAHOIO 3BITY 3 6e3neKu,
3axXMCHOMY MakeTi Nimiten BiANOBIAHO A0 Mopsaky 34iMCHEHHS
chapmakoHarnsgy, 3aTBepmKeHoro
Haka3oM MiHicTepcTBa OXOPOHMW 340POB’A
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi loCcTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 340POB'SA YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMM y NepioanyHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3MneKu.
5. AAP®EH® CyCneHsisi opaibHa, MpAT YkpaiHa BMPOBHULTBO IcnaHis peecTpauist Ha 5 pokis 6e3 nionseae UA/18783/01/01
EKCMNPEC 200 mr/10 mn; no 10 "papmaueBTun roToBOroO MepiognyHICTb NOAHHS PEryNsipHO peyenma
M1y cale, no 10 YyHa chipma NpoAayKTY, OHOBJIHOBAHOrO 3BITY 3 6e3nekwy,
calle y nauui "NapHuus" KOHTpPONb/TECTyBa BiANOBIAHO A0 MopsaKy 34iCHEHHS
HHS, BUMYCK cepil thapmakoHarnsgy, 3aTBepXeHoro
roToBOro Haka3oM MiHicTepcTBa OXOPOHW 34,0POB’A
NPOAYKTY: YkpaiHu Big 27 rpyaHsa 2006 poky Ne 898,
EANEDPAPM, C.J1., 3apeecTpoBaHoro B MiHicTepcTBsi tocTuLji
IcnaHis; Ykpainu 29 ciuHs 2007 poky 3a Ne
KOHTpONb/TECTyBa 73/13340 (y pegakuii Hakasy MiHicTepcTBa
HHA Ta BUMYCK OXOPOHU 340POB'sT YKpaiHu Bif 26 BepecHs
cepii rotoBoro 2016 poky Ne 996), cTaHOBUTL: 3rigHO 3i
NPOAYKTY: CTpOKamu, 3a3Ha4yeHVMK Y NepiognyHOCTI
PAPMANIAEP, NoAaHHsA perynsipHyX 3BiTiB 3 6e3neku.
C.A., IcnaHis;
MiKpOo6iooriuHuiA
KOHTPO/b:
Biona6, C.J1.,
Icnanis
6. IMYHOBE/N® Kancynu; no 12 kancyn TOB YkpaiHa TOB YKpaiHa peecTpauis 5 pokis 6e3 nionsieae UA/18784/01/01
y 6nicTepi, no 2 "®apmauesTun "@apmaueBTnyHa MepiognyHICTb NOfAHHA PerynsipHo peyenma
6nictepn B nauLi YHa KOMMaHis KOMnaHis OHOBJ/OBAHOrO 3BITY 3 6e3neKu,
"®apKoC" "®apKoC" BigMNOBIAHO A0 MNopaaKy 34iMCHEHHS




Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3MneKu.
7. KNCEHb ras y ctayieBux LOEP>XABHE YkpaiHa JOEPXXABHE Ykpaina peecTpauist Ha 5 pokis 3a He UA/18797/01/01
MEANYHWUIA 6anoHax no 40 n nanPuemc nanPNeEMCTBO peyenmom nionsizae
rA30MoAIsHNN TBO "HALIIOHAJIbHA
"HALIIOHANb ATOMHA
HA ATOMHA EHEPIOreHEPY
EHEPIOreH FOUA KOMMNAHIA
EPYHOUA "EHEPTOATOM"
KOMMAHIA
"EHEPTOATO
M
8. NIAOKCAH® NboAAHUKN, 5 Mr/1 mr; CaHpo3 CnoBeHis BMNYCK Cepiii: CnoseHis/ peecTpauif Ha 5 pokis 6e3 nionsizae UA/18785/01/01
ME/L 6nictep, WO MICTUTb dapmacbloTika Nex Benbris MepiognyHICTb NOAAHHA PerynspHo peyenma
12 nbopasHukis; no 2 n3 a.n. dapmaueBTUYHA OHOB/IIOBAHOTO 3BITY 3 6e3neku,
6nicTepu B KApTOHHI KOMMaHis 4.4., BiANOBIAHO A0 Mopsaaky 34jiMCHEeHHS
Kopoo6Li CnoBeHis; hapMakoHarnsagy, 3aTBepaxeHoro
BUPOBHMUTBO in Haka3zom MiHicTepcTBa OXOPOHM 340P0B's
bulk, nepsunHHe Ta Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
BTOPVHHE 3apeecTpoBaHoro B MiHiCTepcTBi toCcTULl
nakyBaHHs, Ykpainum 29 ciuHs 2007 poky 3a Ne
KOHTPO/b cepili: 73/13340 (y pepakuii Hakady MiHicTepcTBa
Na6opaTtopia OXOPOHU 3[0POB'A YKpaiHu Bif 26 BepecHs
Ksanichap HB 2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
(Ksanichap HB), CTpoKamu, 3a3Ha4eHnMM y NepioanyHOCTI
Benbris noJaHHA perynsipHnX 3BiTiB 3 6e3MneKu.
9. MAKMNEHEM 1000 | nopoLlok A58 po3ynHy Makneopc IHAis Bpykc IHAis peecTpauis Ha 5 pokis 3a He UA/18786/01/01
08 iH'exuii no 1000 dapmacbTUK JlabopaTtopic MepioAnyHICTb MOJAHHS PEryNsipHO peyenmom nionseae
Mr no 1 donakoHy y anc fimiteq Nimiten OHOBJIHOBAHOTO 3BITY 3 6e3neku,
KapTOHHIlA ynakoBLi BifNOBIAHO [0 MopsAAKY 34jiCHEHHS
chapmakoHarnsgy, 3aTBepmkeHoro
Haka3oM MiHicTepcTBa OXOPOHMW 34,0POB’A
Ykpainu Big, 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHiCTepcTBi tocTuii
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 30POB'sA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMKN y NepioanYHOCTI
noJaHHsA perynsipHnX 3BiTiB 3 6e3neku.
10. MOSIDEP PO3YUH A1 iH'EKLLNA, eTepo /1a63 IHais leTepo /1a63 IHAis peecTpauis Ha 5 pokis 3a He UA/18787/01/01
20 mr/Mn no 1,2 mn Nimiteq NimiTeq MepiognyHICTb NOAAHHS PErynsipHo peyernmom nionseae

(24 wr) y chnakoHi; no
1 chnakoHy y
KapTOHHilA KOpo6Li

OHOBJIHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnagy, 3aTBepkeHoro

Haka3oM MiHicTepcTBa OXOPOHM 34,0POB’A

YkpaiHu Big 27 rpyaHsa 2006 poky Ne 898,

3apeecTpoBaHoro B MiHicTepcTBsi locTuLji
Ykpainm 29 ciuHs 2007 poky 3a Ne




Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHU 3[10POB'sA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3rifHO 3i
CTpOKamu, 3a3HavyeHVMK Y NepiognyHOCTI
noflaHHA perynsipHuX 3BiTiB 3 6e3neku.
11. HA30HON cnpeii HasaslbHUIA, TOB YkpaiHa TOB "Mikpodchapm” YkpaiHa peecTpauif Ha 5 pokis 6e3 nionsizae UA/18788/01/01
pO34uH f030BaHui, 1 "Mikpodpapm" MepiognyHicTb NoAaHHA perynsipHo peyenma
mr/mn, no 10 mny OHOBJ/IOBAHOIO 3BITY 3 6e3neKu,
nonimepHomy hnakoHi BiANOBIAHO A0 Mopsaky 34jiMCHEHHS
3 po3nunoBaydem; no 1 chapmakoHarnsgy, 3aTBepmKeHoro
donakoHy B nauui 3 Haka3zom MiHicTepcTBa OXOPOHMW 340P0B’s
KapTOHY Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi loCcTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 340POB'SA YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMM y NepioanyHOCTI
noJaHHsA perynsipHnX 3BiTiB 3 6e3MneKu.
12. MAPIKANBLITON | po3unH ans iH'ekyiin 5 Mictpan AHrnis dapmateH CA peuis peecTpauist Ha 5 pokis 3a He UA/18806/01/01
-BICTA MKr/M1 no 1 mn abo no Kenitan MepiognyHICTb NO4AHHS PErYAsiPHO peyenmom nionseae
2 Mn B amnynax; no 5 MeHemKMeHT OHOB/IIOBAHOTO 3BITY 3 6e3neku,
amnyn y KapTOHHIl Nimiteq BiANOBIAHO A0 MopsaKy 34iCHEHHS
nauui hapMakoHarnsay, 3aTBepaAXeHoro
Haka3oM MiHicTepcTBa OXOPOHMW 3[4,0POB’A
YkpaiHu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBsi tocTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHU 340POB's YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHVMK Y NepiognyHOCTI
noAaHHA perynsipHyX 3BiTiB 3 6e3neku.
13. PU3ATPUMTAHY | nopowiok (cybeTaHLis) AMNOTEKC IHais AMNOTEKC IHais peecTpauis Ha 5 pokis - He UA/18789/01/01
BEH3OAT y NoABiHMX PAPMAKEM PAPMAKEM nionszae
noslieTUNEHOBMX IHOIA MBT. IHAIA NBT. NTA
nakeTtax gns nTa
hapmaueBTUYHOro
3aCcTOCyBaHHSA
14. POHOLUUT pO34uH opasbHuiA, 100 yoprPna py3ia yopna TypeyunHa peecTpauis Ha 5 pokis 3a He UA/18790/01/01
mr/mn no 10 mny MEAVUNH MEOVLUNH INAY MepiognyHICTb NOAAHHS PErynsipHo peyernmom nionseae
chnakoHi; no 10 nTa CAH. BE TIOX. OHOBJIHOBAHOrO 3BITY 3 6e3neku,
A.LL. BiANOBIAHO A0 MopsAaKy 34iACHEHHS

(h/1aKOHIB Y KapTOHHIl
Kopoo6ui

thapmakoHarnagy, 3aTBepkeHoro
Haka3oM MiHicTepcTBa OXOPOHM 34,0POB’A
YkpaiHu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBsi locTuLji

Ykpainm 29 ciuHs 2007 poky 3a Ne




Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHU 3[10POB'sA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3rifHO 3i
CTpOKamu, 3a3HavyeHVMK Y NepiognyHOCTI
noJaHHsA perynsipHuX 3BiTiB 3 6e3neku
15. CANIUMNOBA po3unH Ans TOB "OKnM YkpaiHa TOB "OKN YkpaiHa peecTpauif Ha 5 pokis 6e3 nionsizae UA/18791/01/01
KNCNOTA 30BHILUHLOTO "®apmaveBTn "@apmaueBTnyHa MepiognyHicTb NoAaHHA perynsipHo peyenma
3aCTOCYyBaHHA, YHa habpuka" habpuka” OHOBJ/IOBAHOIO 3BITY 3 6e3neKu,
cnupToBuin 2 %, no 25 BiANOBIAHO A0 Mopsaky 34jiMCHEHHS
mn abo no 40 mny chapmakoHarnsgy, 3aTBepmKeHoro
donakoHax Haka3zom MiHicTepcTBa OXOPOHMW 340P0B’s
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi loCcTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 340POB'SA YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMM y NepioanyHOCTI
noJaHHsA perynsipHnX 3BiTiB 3 6e3MneKu.
16. CAHAKOM PO34UH A5 iH ekt MpuBatHe YkpaiHa MpusaTHe YkpaiHa peecTpauist Ha 5 pokis 3a He UA/18792/01/01
10 mr/mn; no 1,5 mn B akuioHepHe akuioHepHe MepiognyHICTb NO4AHHS PErYAsiPHO peyenmom nionseae
amnyni; no 5 amnyny TOBapuCTBO TOBapUCTBO OHOB/IIOBAHOTO 3BITY 3 6e3neku,
6nictepi, no 1 “NekxiMm — “Nekxim — Xapkis” BiANOBIAHO A0 MopsaKy 34iCHEHHS
6nictepy B nauui Xapkis” thapmakoHarnsgy, 3aTBepXeHoro
Haka3oM MiHicTepcTBa OXOPOHMW 3[4,0POB’A
YkpaiHu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBsi tocTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHU 340POB's YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHVMK Y NepiognyHOCTI
noAaHHA perynsipHyX 3BiTiB 3 6e3neku.
17. TIOKONXIKO3UA, | nopoluok (cybcTaHLis) TOB HB® YkpaiHa Ankem IHais peecTpauis Ha 5 pokis - He UA/18793/01/01
y NosnieTUNeHOBNX "MIKPOXIM" IHTepHelweHan nionszae

nakeTax asis
thapmMaLeBTUYHOTO
3aCTOCYBaHHS

MpaiiseT NimiTepq,

B.o. l'eHepanbHOro gupekropa
AupekTtoparty hapmaueBTUYHOro 3a6e3neyYeHHs

IBaH 3SAABOPHUX




Aopatok 2

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

Bif 16 yepBHA 2021 poky Ne 1225

NMEPENIK
NMEPEPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEAVNYHNX IMYHOBIO/TOIN4YHX NPEMAPATIB), AKI
BHOCATbLCA A0 AEP)XABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

Hassa Popma sunycky 3assHuUK Kpaina Bupo6HUK Kpaina PeecmpayitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby YMakKkoBKa) nocsioYeHHs1
1. ANOTEHAVH Tabnetku no 10 mr/5 3AT YropwmHa 3AT YropwmHa nepepeecTpaLisi Ha HE0OBMEXEHW TePMIH 3a He UA/11609/01/04
MTr; M0 7 TabneToK y dapmaueBT dapmaueBTUYHWI OHoB/EHO iHGhopmauito B IHCTPYKLi anis peyenmom | niossieae
6nicTepi; no 4 abo 8 | n4HWiA 3aBOA, 3asop ElC Me/JMYHOro 3aCTOCyBaHHS NikapCbKoro 3acoby y
6nicTepiB y ErC po3ginax "®apmMakonoriyHi BNactusocTi"
KapTOHHIN ynakoBLi; (AonoBHeHHs iHdhopmalii), “MpoTnnokasaHHs",
no 10 tabnetok y "B3aemogis 3 iHWKMKU NikapcbkuMu 3acobamu Ta
6nicTepi; no 3 abo 9 iHWi BUAW B3aemogiii", "OcobnusocTi
6nictepiB y 3acTocyBaHHS", "3acToCyBaHHS y nepiog,
KapTOHHI ynakoBLi BariTHOCTi abo rogyBaHHs rpyaato”(yTOUHEHHS
iHchopmawii), " 3aaTHiCTL BNMBaTK Ha
LWUBMAKICTb peakuii mpu KkepyBaHHi
aBTOTPaHCNOPTOM abo iHWMMK MexaHizmamu',
"Cnoci6 3acTocyBaHHs Ta [03u" (4ONOBHEHHS
iHdhopmawii), "AiTn" (yTouHeHHs iHdhopmaui),
"Mepeno3yBaHHa", "INo6i4HI peakuii” BiaNoBigHO
[,0 OHOB/EHOI iHthopMaLii 3 6e3neku
3aCTOCYBaHHSA [jil0UNX PEYOBUH.
MepiognyHICTb NOAAHHA PerynsipHo
OHOB/IIOBAHOrO 3BiTYy 3 6e3neku, BiANOBIAHO A0
Mopsigky 34iicHeHHs hapmakoHaraagy,
3aTBEPMAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
370poB’A YKpaiuu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi loCTuULji
Ykpainun 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU
34,0p0B'st YKpaiHu Big 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKamMu,
3a3Ha4YeHUMK y NepioguyYHOCTI NoJaHHsA
perynisipHuxX 3BiTiB 3 6e3MeKu.
ANOTEHAVH Tabnetku no 5 mr/10 3AT YropwmHa 3AT YropwmHa nepepeecTpaLisi Ha HE0OMEeXeHW TepMiH 3a He UA/11609/01/03
Mr; Mo 7 TabneTok y dapmaueBT dapmaueBTUYHNIA OHoBEHO iHGhopmaLito B IHCTpyKLii ans peyenmom nionseae
6nicTepi; no 4 abo 8 | nyHWiA 3aBOA, 3asog ElC MeAMNYHOro 3aCTOCYBaHHS NiKapCbKoro 3acoby y
6nictepiB y ErC po3ginax "®apmMakonoriyHi snactusocti”




n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

KapTOHHI ynakoBL;
no 10 tabnetok y
6nictepi; no 3 a6o 9
6nicTtepiB y
KapTOHHI ynakoBLi

(monoBHeHHs iHdopmadii), "MpoTunokasaHHs",
"B3aemogis 3 iHWMMU NikapCbKMMK 3acobamu Ta
iHWi BUAW B3aemogiii", "OcobnusocTi
3acTocyBaHHs", "3acTocyBaHHS y nepiog,
BariTHOCTi ab0 rofyBaHHA rpyaat"(YTOUYHEHHS
iHchopmawii), " 3aaTHiCTb BNMBaTK Ha
LIBMAKICTb peakLii Npu kepyBaHHi
aBTOTPaHCNopPTOM abo iHWKMMU MexaHisMamn',
"Cnoci6 3acTocyBaHHs Ta [403u" (4ONOBHEHHS
iHchopmawii), "Aitn" (yTouHeHHs iHchopmawii),
"Mepeno3yBaHHaA", "Mo6i4HI peakuii” BiANOBIAHO
[,0 OHOBNEHOI iHthopMmaL,ii 3 6e3neku
3aCTOCYBaHHSA Ajil0UnX PEYOBUH.
MepiognyHICTb NOAAHHA PerynspHo
OHOB/IOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34jiicHeHHs hapMakoHarisay,
3aTBEPMAXEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
370pOoB’A YKpainuu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCcTuLi
YKkpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pegfakuii Haka3ly MiHicTepcTBa OXOPOHU
300pOoB's YKpaiHu Big 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKamMu,
3a3Ha4YeHUMK Y NepioguyYHOCTI NoJaHHSA
perynisipHuX 3BiTiB 3 6e3MeKu.

ANOTEHAVH

Tabnetku no 5 mr/5
Mr, Mo 7 TabneToK y
6nicTepi; no 4 abo 8
6nictepiB y
KapTOHHI ynakoBLi;
no 10 TabneTok y
6nictepi; no 3 a6o 9
6nictepiB y
KapTOHHI ynakoBLi

3AT
PapmavueBT
WNYHUIA 3aBOA,

EriC

YropuimHa

3AT
dapmaueBTUYHMI
3asopg ElC

YropLmHa

nepepeecTpawis Ha HeobMeXeHuli TepMiH
OHoBEHO iHdopMaLito B IHCTpyKLii Ans
MeAMYHOro 3acTOCYBaHHS NikapcbKoro 3acoby y
po3ginax "®apmakonoriyHi Bnactusocti*
(monoBHeHHs iHdopmaLii), "MpoTunokasaHHs",
"B3aemogis 3 iHWVMKU nikapcbkuMu 3acobamu Ta
iHWi BMAy B3aemogiin”, "OcobmBocCTi
3acTocyBaHHs", "3acTocyBaHHS y nepiog,
BariTHOCTi abo rogyBaHHs rpyaato” (yTOUHEHHS
iHbopmawii), " 3paTHICTb BNAMBATM Ha
LIBMAKICTb peakLii Npu kepyBaHHi
aBTOTPaHCMOPTOM abo0 iHWMMU MexaHizmamn",
"Cnoci6 3acTocyBaHHA Ta 031" (4ONOBHEHHS
iHchbopmawii), "AiTn" (yTouHeHHs iHchopmawii),
"Mepeno3yBaHHs", "INo6i4HI peakuii”" BigNoOBIgHO
[0 OHOBNEHOI iHGhopMaLii 3 6e3neku
3aCTOCYBaHHS Ajl0UMX PEYOBVH.
MepiognyHICTb NOAAHHA PerynspHo
OHOBJIHOBAHOrO 3BiTY 3 6e3neku, BiANOBiAHO A0
Mopsaky 3aiicHeHHs dhapmakoHarisay,
3aTBEPAKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
3710poB’sA YKpaiHu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi locTuji

3a
peyenmom

He
nionseae

UA/11609/01/01
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3acTocyBaHHA Ta 031" (YTOYHEHHS iHcbopmal,ii),
"OiTn"(yTOoYHEeHHs iHdhopmaui),
"Mepepo3yBaHHs", "MobiuHi peakyii" IHCTPYKLT
071 MeUYHOr0 3aCTOCYBaHHS NiKapCbKOro
3acoby BiANOBIAHO 4O OHOBMEHOI IH(hOpMaLLT
00 6e3nekn 3acToCyBaHHS Ait0H0I pEHOBUHMN.

Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep

n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1I | peecmpayiliHo2o

3acoby yrnakoskKa) nocsioYeHHs1
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakazy MiHicTepcTBa OXOPOHU
370pOB'a YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMMU,
3a3HayveHMK y NepiognyHOCTI NoAaHHSA
perynsipHuxX 3BiTiB 3 6e3neKu.
4. ANOTEHAVH Tabnetkn no 10 3AT YropuHa 3AT YropuHa nepepeecTpawis Ha HeobMeXeHnli TepMiH 3a He UA/11609/01/02
mr/10 mr, no 7 dapmaueBT dapmaLeBTUYHNMIA OHOB/EHO iHGhopmaLito B IHCTpyKLT ans peyenmom | nidssieae
TabneTtok y 6nictepi; | n4HWIA 3aBog 3aBof ElC MeAUYHOro 3acToCyBaHHA NiKapcbKoro 3acoby y
no 4 a6o 8 6nictepis EriC po3ginax "®apmakonoriyHi BnacTuBocTi"
Y KapTOHHIl (oonoBHeHHs iHdopMmalii), "MpoTunokasaHHs",
ynakosLi; no 10 "B3aemogis 3 iHWVMKU nikapcbkuMu 3acobamu 1a
TabneTtok y 6nictepi; iHWi BMAy B3aemogijin", "OcobmBocTi
no 3 a6o 9 6nictepis 3acTocyBaHHSA", "3acTocyBaHHA Yy nepiog,
Y KapPTOHHIi BariTHOCTi abo rogyBaHHs rpyAato" (YTOUHEHHS
yraKkoBLi iHchopmawii), " 3aaTHiCTb BNMBaTK Ha
LWBWAKICTb peakuii npy KkepyBaHHi
aBTOTPaAHCMOPTOM ab0 iHWMMK MexaHismamn',
"Cnocib 3acTocyBaHHs Ta 403U" (4ONOBHEHHS
iHdhopmadii), "Aitn" (yTouHeHHs iHchopmauii),
"MepeposysaHHn", "MNo6iyHi peakuii" BiANOBIAHO
0,0 OHOBJIEHOI iHChopMaL,i 3 6e3nekn
3aCTOCYBaHHSA [jil0UMX PEYOBUH.
MepioanyHICTb NOAaHHSA perynsipHo
OHOBJ/IKOBAHOIO 3BIiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34iicHeHHA hapMakoHarnaay,
3aTBEPKEHOr0 Haka3om MiHICTepcTBa OXOPOHM
340pOoB’A YkpaiHu Big, 27 rpygHs 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuULji
Ykpainu 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakaly MiHicTepcTBa 0XOpPOHU
30,0p0oB's YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTB: 3riAHO 3i CTPOKaMMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.

5. AMITPUOTUNI Tabnetku no 25 wr, TOB YkpaiHa ToBapucTBO 3 Ykpaina MepepeecTpaLis Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/5160/01/01
HY no 25 tabneTtok y "XapkiBCbke o6MexeHo OHOB/IEHO iHGhopMaLito y po3ainax peyenmom | nidsisieae
rigPOXNOPUL | 6nictepi; no 1 hapmavueBT Bi4NOBIAANBLHICTIO "PpapmMakooriyHi BnactuocTi" (YTOUHEHHS

6nicTepy y Kopoo6ui; nyHe "XapkiBcbke iHpopmawii), "MokasaHHA"(yTOUYHEHHS

no 10 TabneTok y nigNpUeEMCTB hapmaueBTuyHe iHhopmalii), "B3aemogist 3 iHWNMU NTIKapCbKUMU
6nictepi; no 5 0 "340poB'Aa nignpPUeEMCTBO 3aco6amu Ta iHWi BUAmn B3aemogiii",
6nicTepiB y Kopobu,i Hapoay" "340poB’a Hapoay" "Oco6/1BOCTI 3acTocyBaHHs", "Cnoci6
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

MepiognyHICTb NOAAHHA PerynspHo
OHOBJHOBAHOrO 3BiTY 3 6e3Meku, BiANOBIAHO A0
Mopsaky 34iicHeHHs hapMakoHarnaay,
3aTBEPAKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
3710p0B’sA YKpaiHu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi tocTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3zy MiHicTepcTBa OXOPOHU
370pOB'a YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTB: 3riAHO 3i CTPOKaMMU,
3a3HayYeHMU y NepioAnYHOCTI NoAaHHA
perynsipHuxX 3BiTiB 3 6e3neKu.

APTIHIBCA 3
EMNIHE®PUHO
M 1:100.000

PO3YMH NS iH'EKLi
nolg8wmry
KapTpuaxi; no 50
KapTpuaXiB y
KapTOHHI KopooLii

IHIBCA
JEHTAN
cno

IcnaHis

NNABOPATOPIOC
IHIBCA, C.A.

IcnaHis

nepepeecTpawis Ha HeobMeXeHnli TepMiH
OHOBNEHO iHhopMaLito B IHCTPYKLIT An1s
MeJMYHOro 3aCTOCYBaHHA NMiKapCbKoro 3acoby B
posginax "dapmakoTepaneBTuyHa rpyna. Kog
ATX" (peparyBaHHsl TEKCTY 6€3 3MiHN Koay
ATX), "MpoTunokasaHHs", "B3aemogis 3 iHW1MK
nikapcbkMmn 3acobamu Ta iHLWi BUam
B3aemogiit”, "OcobnmBi 3axoan 6e3nekun”,
"Oco6/1BOCTI 3acTocyBaHHsA", "Cnoci6
3acTocyBaHHS Ta o3n" (YTOUYHEHHs iHdhopmai),
"Mepepno3yBaHHA", "M06IYHI peakuii” BignosigHO
[0 matepianis peecTpauiiiHoro Jocbe Ta
OHOBJIEHOT iHChopMaLii Woao 6e3nekun gitoyol
PeyoBUHN.

MepioanyHICTb NOAaHHSA perynsipHo
OHOBJ/IKOBAHOIO 3BIiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34iicHeHHA hapmakoHarnaay,
3aTBEPKEHOr0 Haka3om MiHICTepcTBa OXOPOHM
340pOoB’A YkpaiHu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuLji
Ykpainu 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa 0XOpPOHU
30,0p0oB's YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTB: 3riAHO 3i CTPOKaMM,
3a3HaveHMK y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/15281/01/01

ACAKON®

TabneTku, BKpUTI
060/10HKOH,
KMLLKOBOPO3UMHHI MO
400 wmr; no 10
TabneTtok y 6nictepi;
no 10 6nicTepis y
KOpo6Li 3 KapTOHY

Tinotc
dapma Al

Llseiuapis

Brpo6HMLTBO
Hepo3acoBaHol
npoaykuii, nepBrHHa
Ta BTOPUHHA
ynakoBKa:
XaynT ®apma
BronbiHr MM6X,
HimeuuunHa,;
Brnpo6HuK,
BiANOBIAa/IbHMI 3a

HimeuunHa/
LLiBefiuapis

nepepeecTpaist Ha HeOBMEXeHW TEPMIH
MepioAnYHICTL NOAaHHA PerynsipHo
OHOBJIHOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
Mopsaky 3ajiicHeHHs dhapMakoHarisay,
3aTBepKEeHOro Hakasom MiHiCTepcTBa OXOPOHU
370p0B’sA YKpaiHu Bif 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi locTuLi
Ykpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3ly MiHicTepcTBa OXOPOHU
340pOoB's YKpaiHu Big 26 BepecHsi 2016 poky Ne

3a
peyerimom

He
nionsiecae

UA/4770/01/01
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1I | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
BUMYCK Cepiii: 996), CTaHOBUTb: 3riAHO 3i CTPOKaMMU,
Tinotc dapma AT, 3a3HavyeHVMK Y NepiognYHOCTI NoJaHHsA
Lseliuapis perynspHux 3BiTiB 3 6e3neku.
8. ACAKON® TabneTku, BKpUTI Tinotc LlBeiiuapis Brpo6HMLTBO HimeuyunHa/ nepepeecTpawis Ha HeobMeXeHnli TepMiH 3a He UA/4770/01/02
060/10HKOI0, dapma Al Hepo3gacoBaHoi LLiBeiiuapis MepioAnYHICTb NOAAHHS PErynsapHO peyenmom | nidssieae
KMLLKOBOPO3UMHHI MO npoayKuii, nepBrHHa OHOB/IOBAHOIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
800 wmr; no 10 Ta BTOPVHHA Mopsaky 34jicHeHHs hapMakoHarisay,
Tabnetok y 6nicrepi; yrnakoBKa: 3aTBEpKEeHOro Haka3oM MiHicTepcTBa OXOPOHHU
no 5 a6o no 6 Xaynt ®apma 340pOoB’A Ykpainu Big 27 rpygHa 2006 poky Ne
6nicTepiB y kopobui BronbgpiHr MM6X, 898, 3apeecTpoBaHoro B MiHicTepcTBi loCcTuLi
3 KapToHYy HimeuuunHa; YkpaiHu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
Brpo6HuK, pepakuii Hakasy MiHicTepcTBa 0XOPOHU
BiANOBIAaIbHNI 3a 300pOoB'a YKpaiHu Bifg 26 BepecHsi 2016 poky Ne
BUWMYCK Cepiii: 996), CTaHOBUTbL: 3riHO 3i CTPOKaMM,
Tinotc dapma Ar, 3a3Ha4YeHUMK Y NepioguyYHOCTI NoJaHHSA
LLIBeliLapis perynsipHuX 3BiTiB 3 6e3MeKu.
9. BETAOQVUHE® PO3YMH HALLKIPHWA, ANKANOIL, Pecny6nika ANKANOIQ AL Pecny6nika nepepeecTpawis Ha HeobMeXeHuli TepMiH 6e3 nionsieae UA/3515/02/01
10r/100 mn, no 100 AL Ckon'e MiBHiuHa Ckon'e MiBHiuHa OHoBNEHO iHthopmaLito y po3gini "B3aemogis 3 peyenma
MY doriakoHi 3 MakefoHist MakefoHis iHLWIMMKM nikapcbKMKU 3acobamMu Ta iHLWi BUuan
NpPo6KOH-NINEeTKOH, B3aeMOgi" IHCTPYKLUii AN1st MeguyHoro
no 1 conakoHy B 3aCTOCyBaHHS NikapCbKoro 3acoby BifnNOBIAHO
KapTOHHI kopobuyj; [0 OHOBJEHOT iHGhopMaLi Woao 6e3neku
no 1000 mny 3acTOCyBaHHSA Ail040i pEYOBUHN.
donakoHi MepioanyHICTb NOAaHHSA perynsipHo
OHOBJ/IKOBAHOTO 3BIiTYy 3 6e3neku, BiANOBIAHO A0
Mopsaky 3AiicHeHHA hapmakoHarnaay,
3aTBEPKEHOr0 Haka3om MiHiCTepcTBa OXOPOHM
3[10pOB’A YKpaiHu Bif 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCcTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pegfakuii Hakazy MiHicTepcTBa OXOPOHU
304,0p0oB's YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMu,
3a3HaveHMK y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.
10. BAJNNEPUKA kancysm no 350 mr My6nivHe YkpaiHa My6niuHe Ykpaina nepepeecTpauisi Ha He0OBMeXeHW TEPMIH 6e3 nionseae UA/4404/02/01
no 10 kancyn y akLjioHepHe aKLioHepHe MepiognyHICTb NOAAHHA PerynsipHo peyenma
6nicTepi; no 2 TOBapucTBO TOBapuCTBO OHOB/IIOBAHOrO 3BiTYy 3 6e3neku, BiANOBIAHO A0
6nictepn y nauui 3 "HaykoBo- "HaykoBo- Mopsigky 34iicHeHHs hapmakoHaraagy,
KapTOoHY BUPOBHWUNIG BUPOOHWYMIA LIEHTP 3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
LeHTp "BopLuariBCbKuii 370poB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
"BopLuariBcb XiMiKO- 898, 3apeecTpoBaHOro B MiHicTepcTBi loCTuULji
KW Ximiko- hapmaLeBTUYHNIA YkpaiHnu 29 ciyHs 2007 poky 3a Ne 73/13340 (y
hapmaueBT 3asof” pefakuii Hakaly MiHicTepcTBa OXOPOHU
VNYHWIA 34,0p0B'st YKpaiHu Big 26 BepecHsi 2016 poky Ne
3aBof" 996), CTaHOBUTbL: 3riHO 3i CTPOKamMu,

3a3HayYeHMU y NepioAnYHOCTI NOAAHHSA
perynisipHuX 3BiTiB 3 6e3MeKu.
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

11.

FEMATOrEH

naMTkK, No 1 nautui
(50 1) B nniBLi
noninponineHoBii

TOB
"Haryp+"

YkpaiHa

TOB "Hatyp+"

YkpaiHa

nepepeecTpawis Ha HeobMeXeHnli TepMiH
MepiognyHICTb NOAAHHA PerynspHo
OHOB/IOBAHOrO 3BiTYy 3 6e3neku, BiANOBIAHO A0
Mopsaky 34jiicHeHHs hapMakoHarisay,
3aTBEPMAXEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
370poB’A YKpainuu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCcTuLi
YkpaiHnu 29 ciyHa 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3ly MiHicTepcTBa OXOPOHU
300pOoB's YKpaiHu Big 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKaMM,
3a3Ha4YeHUMK Y NepioguYHOCTI NoJaHHSA
perynisipHuX 3BiTiB 3 6e3MeKu.

6e3
peyenma

nionsieae

UA/3794/01/01

12.

IVKNOJEB®

PO34UH NS iH EKLii,
25 mr/mn, no 3 mn
(75 mr) po3unHy B
amnyni; no 5 amnyn
Y YapyHKOBIV
ynakoBLji B
KapTOHHI KopooLli

Abpun
dopmyneiL
H3 IBT. JITq

IHais

JEMO C.A.
dapmacbioTikan
IHpacTpi

peuis

nepepeecTpawis Ha HeobMeXeHuli TepMiH
OHoB/EHO iHhopMaL,ito BigNoBIgHO A0
pedhepeHTHOro NikapcbKoro 3acoby
(BonbTapeH®, po3unH A5 iH'eKLil) Ta 3rigHo 3
6e3MneKot0 JOMNOMDKHNX PEYOBUH B IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y
po3ainax "®apmakosioriyHi BNacTuBocTi",
"MpoTunoka3aHHs", "B3aeMogis 3 iHLLUMK
nikapcbkMu 3acob6amu abo iHWi BUAN
B3aemogiit”, "Ocob6MBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepiof BaritTHOCTi abo
rogyBaHHs rpyaar” (YTOUHEHHs iHdhopmadi),
"Cnoci6 3acTocyBaHHA Ta gosun", "Oitn"
(yTOYHEHHS dpopMy/toBaHHs), "Mepeno3yBaHHA",
"Mo6iuHi peakuii” Ta "HecymicHicTb".
MepiognyHICTb NOAAHHA PerynsipHo
OHOB/IOBAHOIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34jiicHeHHs hapMakoHarisay,
3aTBEPAKEHOrO Haka3oM MiHicTepcTBa OXOPOHM
340pOoB’A Ykpainuu Big 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi loCcTuLi
YkpaiHu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pegfakuii Hakaly MiHicTepcTBa OXOPOHHU
300pOoB'a YKpaiHu Bifg 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMM,
3a3Ha4YeHUMM Y NepiognuYHOCTI NoJaHHS
perynisipHuX 3BiTiB 3 6e3neKu.

3a
peyenmom

He
nionseae

UA/15297/01/01

13.

ANDTHO30/®

kancynu no 50 wr;
no 7 kancyny
6nicTepi; 1 6nictep
y nauui

MAT
"Kuismegnp
enapar”

YKpaiHa

MAT
"KuiBmegnpenapar”

YKpaiHa

nepepeecTpawis Ha HeobMeXeHuli TepMiH
OHoBeHO iHdopMaLito B IHCTpyKLi Ans
MeAMYHOr0 3aCTOCYBaHHS NiKkapCbKoro 3acoby y
po3gainax "MokasaHHA" (4ONOBHEHHS
iHchbopmawii), "B3aemogis 3 iHWMMK NlikapCbKumum
3aco6amu Ta iHLWi BuAn B3aeMogiii”,
"Oco611MBOCTI 3aCTOCYBaHHSA", "3acTOCyBaHHS y
nepiog BaritTHocTi abo rogyBaHHs

3a
peyenmom

He
nionseae

UA/5156/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

rpyAA0” (4onoBHeHHS iHdopmadii), "Cnoci6
3acToCyBaHHA Ta 031" (YTOUHeHHs iHchopmai),
"[iTn" (yTOuHeHHs iHdopmauii),
"Mepepo3yBaHHa", "INo6i4HI peakuii” BiANOBIAHO
[0 OHOBNEHOI iHGhopMaLii pedhepeHTHOro
nikapcbkoro 3acoby AundoniokaH, kancynm no 50
mr, 150 wmr.

MepiognyHICTb NOAAHHA PerynsipHo
OHOB/IOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34jiicHeHHs hapMakoHarisay,
3aTBEPMAXEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
370pOoB’A YKpaiuu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCcTuLi
Ykpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pegfakuii Hakaly MiHicTepcTBa OXOPOHU
300pOoB's YKpaiHu Big 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKamMM,
3a3Ha4YeHUMK Y NepioguyYHOCTI NoJaHHSA
perynisipHuX 3BiTiB 3 6e3MeKu.

14.

ANDTHO30/I®

kancynu no 150 mr
no 1 kancyniy
6nictepi; 1 abo 2
6nictepun y nadui; no
2 kancynmy
6nicTepi; 1 6nictep
y nauui

MAT
"Kuismegnp
enapar”

YKpaiHa

MAT
"KuiBmegnpenapar”

YKpaiHa

nepepeecTpawis Ha HeobMeXeHuli TepMiH
OHoBEHO iHdhopMaLito B IHCTpyKLii Ans
MeAMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby y
po3gainax "MokasaHHA" (4ONOBHEHHS
iHchbopmawii), "B3aemogis 3 iHWMMK NlikapCbKumum
3acob6amu Ta iHLWi BuAW B3aeEMogii”,
"Oco6/11MBOCTI 3aCTOCYBaHHSA", "3acTOCyBaHHS y
nepiog, BaritTHOCTi abo rogyBaHHs
rpy4At0” (4onoBHeHHS iHdopmadii), "Cnoci6
3acToCyBaHHA Ta 031" (YTOUHeHHs iHchopmai),
"[iTn" (yTouHeHHs iHdopmauii),
"Mepeno3yBaHHs", "INo6i4HI peakuii”" BigNoOBIgHO
[0 OHOB/EHOI iHGhopMaLii pedhepeHTHOro
nikapceKoro 3acoby AndntokaH, kancysm no 50
mr, 150 wmr.

MepioguyHICTb NOAAHHA PerynsipHo
OHOB/IOBAHOIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34jiicHeHHs hapMakoHarisay,
3aTBEPMAKEHOrO Haka3oM MiHicTepcTBa OXOPOHM
340pOoB’A Ykpainu Big 27 rpygHs 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi loCcTuLi
YkpaiHnu 29 ciyHa 2007 poky 3a Ne 73/13340 (y
pegfakuii Hakaly MiHicTepcTBa OXOPOHHU
300pOoB'a YKpaiHu Bifg 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMu,
3a3Ha4YeHUMM Y NepiognuYHOCTI NoJaHHS
perynsipHuX 3BiTiB 3 6e3neKu.

Ne 1 - 6e3
peyenma;
Ne 2 — 3a

peyenmom

Ne 1 —
nionseae
s Ne 2 —
He
nionseae

UA/5156/01/03

15.

XXAHIH®

TabneTku, BKpUTI
060/10HKOI0; N0 21

Baiiep Al

HimeyunHa

NOBHWIA LMKN
BMPOGHMLTBA:

HimeyunHa

nepepeecTpawis Ha HeobMeXeHuli TepMiH
OHoBEHO iHGopMaLlito B IHCTPYKUIii Ans

3a
peyenmom

He
niosnsieae

UA/5169/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

Tabnetyi y 6nictepi
3 KasleHAapHoIo
wkanoto; no 1
6nicTepy pasom 3
nanepoBmm
MiLLleYKOM B
KapTOHHI nayui

Baiiep Baiimap
m6X i Ko. KT,
HimeuumnHa;
nepBrHHA Ta

BTOPUHHa ynakoBKa:

Baiiep AT,
HimeuunHa

MeAMYHOro 3aCTOCYBaHHA /TiKkapCbKoro 3acoby B
po3gini "®apmakoTepaneBTuyHa rpyna. Kog,
ATX" (peparyBaHHsa TekcTy 6e3 3miHu kogy ATX)
BiAMNOBIAHO A0 MaTepianiB peecTpauiiHoro
[OCbE.

MepioanyHICTb NOAaHHA perynsipHo
OHOBJ/IKOBAHOTIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 3AiicHeHHA hapmakoHarnaay,
3aTBEPKEHOr0 Haka3om MiHICTepcTBa OXOPOHM
340pOoB’A YkpaiHu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuULji
Ykpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa 0XOpPOHU
3/10poB'sA YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

16.

nismHonpPun-
ACTPA®APM

Tabnetkv no 5 mr,
no 10 TabneTok y
6nictepi; no 3 a6o 6
6nicTepis y kopobu,i
3 KapTOHY

TOB
"ACTPA®A
PM"

YkpaiHa

TOB
"ACTPAGAPM"

Ykpaina

nepepeecTpaisi Ha HeOBMeXeHW TEPMIH
OHOBAEHO iHhopMaLilo y po3ginax:
"MokasaHHs" (YTOYHEHHS) , "MMpoTunokasaHH:A",
"B3aemogis 3 iHWVMKU nikapcbkuMu 3acobamu Ta
iHWi BUAn B3aemopiii”, "OcobnmnBocCTi
3acTocyBaHHSA", "3acTocyBaHHA y nepiog,
BariTHOCTi abo rogyBaHHs rpyaa”
(YTO4YHeHHs1) ,"3aaTHiCTb BNAMBaTK Ha
LWBWAKICTb peakuii npy KkepyBaHHi
aBTOTPaAHCMOPTOM ab0 iHWMMK MexaHismamn',
"Mo6iyHi peakuii" IHCTPYKLii 415 MeaUyYHOro
3acTOCyBaHHSA Nikapcbkoro 3acoby BiANoOBILHO
[0 6e3nekn 3aCTocyBaHHs Ajitoyoi Ta
[OMOMKHUX PEYOBWH Npenapary.
MepiognyHICTb NOAAHHA PerynsipHo
OHOB/IOBAHOIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34jicHeHHs hapMakoHarisay,
3aTBEPAKEHOrO Haka3oM MiHiCTepcTBa OXOPOHM
340pOoB’A Ykpainuu Big 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCcTuLi
YkpaiHu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pegfakuii Hakasy MiHicTepcTBa OXOPOHHU
300pOoB'a YKpaiHu Bifg 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMM,
3a3Ha4YeHUMK Y NepioguyYHOCTI NoJaHHSA
perynisipHuX 3BiTiB 3 6e3neKu.

3a
peyernmom

He
nionsieae

UA/4968/01/01

17.

nisnHonPun-
ACTPA®APM

Tabnetku no 10 mr
no 10 TabneTtok y
6nicTepi; no 3 abo 6
6nicTepis y Kopobu,i
3 KapTOHY

TOB
"ACTPA®A
PM"

YKpaiHa

TOB
"ACTPAGAPM"

YKpaiHa

nepepeecTpawis Ha HeobMeXeHuli TepMiH
OHoBEHO iHhopMaL,ilo y po3ginax:
"Moka3aHHs" (YTOYHEHHS) , "MMpoTunokasaHH:A",
"B3aemogis 3 iHWMMU NlikapCbKuMu 3acobamm Ta
iHLWIi BMAW B3aemogii", "OcobnmsocTi

3a
peyenmom

He
nionseae

UA/4968/01/02
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n/n

JliKapcbKO20
3acoby

Popma sunycky

ynakoska)

(nikapcbka ¢hopma,

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

18.

nisnmHonpPun-

Tabnetkn no 20 mr

3acTocyBaHHs", "3acTocyBaHHA y nepiog,
BariTHOCTi abo rogyBaHHsA rpyaa”
(yTOuHeHHs)) ,"3aaTHiCTb BNAMBaTK Ha
LIBMAKICTb peakLii Npu kepyBaHHi
aBTOTPaHCNOPTOM abo iHWMMK MexaHizmamu',
"Mo6iyHi peakuii" IHCTPYKLii 4158 MeguyHOro
3aCTOCyBaHHS NiKapCbKoro 3acoby BiANOBIAHO
[0 6e3nekn 3acTocyBaHHs fjloyoi Ta
[OMNOMDKHWUX PevyoBUH npenapary.
MepiognyHICTb NOAAHHA PerynsipHo
OHOBJHOBAHOrO 3BiTY 3 6e3neku, BiANOBiAHO A0
Mopsaky 34iicHeHHs hapMakoHarnaay,
3aTBEPAKEHOr0 Haka3oM MiHICTepcTBa OXOPOHM
3[10p0B’sA YKpaiHu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi toCcTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakazy MiHicTepcTBa OXOPOHU
370pOB'a YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMMU,
3a3HayveHMK y NepiognyHOCTi NoAaHHSA
perynsipHuxX 3BiTiB 3 6e3neKu.

19.

ACTPAD®APM

NO3APTAH

no 10 Tabnetok y
6nictepi; no 3 abo 6
6nicTepiB y kopobui
3 KapTOHY

TabneTkn, BKpUTI

TOB
"ACTPA®A
PM"

KPKA, a.4.,

YKpaiHa

CnoBseHis

TOB
"ACTPA®APM"

YkpaiHa

nepepeecTpawis Ha HeobMeXeHnli TepMiH
OHOB/IEHO iHhopMaLlito y po3ainax:
"MokasaHHa" (yTOuHeHHs) , "MNpoTunokasaHHs",
"B3aemogis 3 iHWyMKU NikapcbkuMu 3acobamu 1a
iHWi BMAW B3aemogijin”, "OcobmBocCTi
3acTocyBaHHs", "3acTocyBaHHS y nepiog,
BariTHoCTi abo rogyBaHHs rpyaato”
(yTOUHEeHHS) ,"3aaTHiCTb BNANBATU Ha
LIBMAKICTb peakLii Npu kepyBaHHi
aBTOTPaHCMOPTOM ab0 iHWMMU MexaHizmamn",
"Mo6ivHi peakui™ IHCTPYKLiT 418 MeAUYHOro
3aCTOCYBaHHS NikapCbKoro 3acoby BifNOBIAHO
[0 6e3nekn 3acTocyBaHHs fjloyoi Ta
[OMOMiXXHUX PEYOBWH Npenapary.
MepioanyHICTb NOAaHHSA perynsipHo
OHOBJ/IKOBAHOIO 3BIiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34iicHeHHA hapmakoHarnaay,
3aTBEPKEHOr0 Haka3om MiHICTepcTBa OXOPOHM
340pOoB’A YkpaiHu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuLji
Ykpainu 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa 0XOpPOHU
30,0p0oB's YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMM,
3a3HaveHMK y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/4968/01/03

BiANOBIAa/IbHMI 3a

CnoseHis/

nepepeecTpaisi Ha HeOB6MEeXEeHW TePMIH

3a

He

UA/14818/01/02
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1I | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
KPKA NiBKOBOO Hoso mecTo BMPOGHMLTBO "in Kutai OHoB/EHO iHhopMaLito B IHCTPYKLUIi Ans peyenmom | nionsizae
060/10HKOI0 1Mo 50 bulk", nepsuHHe Ta MeANYHOro 3acTocyBaHHS NikapcbKoro 3acoby y
mr, no 10 TabneTok BTOPUHHE posginax "®apmakonoriyHi BnactusocTi"
y 6nictepi, no 3 abo nakyBaHHs, (iHchopmauist 3 6e3nekn), “MNokasaHHA"
no 9 6nictepis y KOHTPO/b cepiit Ta (yToYHeHHs iHdhopMadii), "MpoTunokasaHHA",
KapPTOHHI Kopo6Lli BUWMYCK Cepiii: "Oco6nnBocTi 3acTocyBaHHs", "MobiuHi peakuii”
KPKA, a.4., HoBo BiAMOBIAHO A0 OHOBMEHOI iHChopMaLi 3 6e3nekn
mMecTo, CrnoBeHis; Lito40T pevoBUHN.
KOHTPO/b cepii: MepioAnyHICTb NOAaHHA perynsipHo
KPKA, a.4., HoBo OHOBJ/IKOBAHOTIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
mecTo, CroBeHis; Mopsaky 3AiicHeHHA hapmakoHarnaay,
KOHTPO/b cepil: 3aTBEPKEHOro Haka3oM MiHicTepcTBa OXOPOHM
NabeHa p.0.0., 340pO0B’sA YkpaiHu Big 27 rpygHsa 2006 poky Ne
CnoseHis; 898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuULji
BiAnoBigabHUI 3a YKpaiHnu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
BMPOGHULITBO «in pepakuii Haka3y MiHicTepcTBa 0XOpPOHU
bulk»: 3[10poB'sA YKpaiHu Bif 26 BepecHs 2016 poky Ne
Hinréo MeHoBo 996), cTaHOBUTb: 3riAHO 3i CTPOKaMMu,
TiaHkaHr 3a3Ha4YeHUMM Y NepioguYHOCTI MoJaHHS
$apmacbroTUkanc perynsipHux 3BiTiB 3 6e3neku.
Ko., itg., Kutai
20. NO3APTAH TabneTku, BKpUTI KPKA, o.4., CnoBeHis BiANOBIAaIbHNI 3a CnoBeHis/ nepepeecTpawis Ha HeobMeXeHnli TepMiH 3a He UA/14818/01/01
KPKA NNiBKOBOIO HoBo mecTo BUPOGHMLTBO "in Kutaii OHOBNEHO iHhopMaLito B IHCTPYKLIT Ans peyenmom | nidssieae
06010HKOI0 N0 100 bulk", nepsnHHe Ta MeAUYHOro 3acToCyBaHHS NiKapCbKoro 3acoby y
Mr, no 10 TabneTok BTOPUHHE po3ginax "®apmakonoriyHi BnacTuBocTi"
y 6nictepi, no 3 abo nakyBaHHs, (iHchbopmavuis 3 6e3nekn), "MNokazaHHA"
no 9 6nictepis y KOHTPO/b cepiil Ta (yTouHeHHs iHchbopmauii), "MpoTrnokasaHHs",
KapTOHHI KopooLli BUMYCK Cepiii: "Ocob6nmBoCTi 3acTocyBaHHSA", "MMobiuHi peakwii”
KPKA, a.4., Hoso BiANOBIAHO 4,0 OHOB/EHOT iH(popMaLlii 3 6e3neku
mecTo, CrnoBeHis; Ai040i pEYOBUHW.
KOHTPO/Tb Cepil: MepiognyHICTb NOAAHHA PerynsipHo
KPKA, a.4., Hoso OHOBJIIOBAHOrO 3BiTY 3 6e3neku, BiANOBiAHO A0
mecTo, CroBeHis; Mopsaky 3ajiicHeHHs dhapmakoHarisay,
KOHTPO/Tb Cepil: 3aTBEPAKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
Nab6eHa f.0.0., 3[10poB’sA YKpaiHu Big 27 rpyaHs 2006 poky Ne
CnoBeHis; 898, 3apeecTpoBaHOro B MiHicTepcTBi loCcTuLji
BiANOBIAaIbHNI 3a Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
BUPOBHULTBO «in pefakuii Hakazy MiHicTepcTBa OXOPOHU
bulk»: 300pOoB'a YKpaiHu Bif 26 BepecHs 2016 poky Ne
Hinréo MeHoBo 996), CTaHOBUTL: 3riAHO 3i CTPOKaMMu,
TiaHkaHr 3a3HavyeHVMK Y NepiogNYHOCTI NoAaHHsA
dapmacboThKanc perynsapHux 3BiTiB 3 6e3neku.
Ko., I14., Kutaii
21. MEPUCTAT- TabneTku, BKpUTI CaHoBesb TypeyunHa CaHoBensb Insy TypeyuunHa nepepeecTpawis Ha HeobMeXeHuli TepMiH 3a He UA/10713/01/01
CAHOBE/Ib NNiBKOBOIO Insy CaHai CaHai Be Tugxapet OHOBNEHO iHGhopMmaLito B IHCTPYKLIT A5 peyenmom nionseae
060710HKO0, Mo 250 Be A.LL. MeAMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y
Mr, Mo 7 TabneTok y Tupxapet po3ainax "®apmakosioriyHi BnacTuBocTi',
6nicTepi; no 2 A.LL. "B3aemogis 3 iHWKMKU NikapcbkMu 3acobamu 1a
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1I | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
6nictepu B iHWi BUAn B3aemogiii”, "OcobnmnBocCTi
KapTOHHI KopooLii 3acTocyBaHHsA", "Mo6iuHi peakuii" BiANOBIAHO A0
iHchopmawii o0 MeAMYHOro 3aCTOCYBaHHSA
pedhepeHTHOro nikapcbkoro 3acoby (KTAUNA®).
MepioanyHICTb NOAaHHA perynsipHo
OHOBJ/IKOBAHOTIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 3AiicHeHHA hapmakoHarnaay,
3aTBEPKEHOr0 Haka3om MiHICTepcTBa OXOPOHM
340pOoB’A YkpaiHu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuULji
Ykpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa 0XOpPOHU
3/10poB'sA YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
22. MEPUCTAT- TabneTku, BKpUTI CaHoBesnb TypeyunHa CaHoBenb Insy TypeyunHa nepepeecTpaisi Ha HeOBMeXeHW TEPMIH 3a He UA/10713/01/02
CAHOBE/b NAiBKOBOO Insauy CaHai CaHai Be Tumxapet OHoB/EHO iHhopMaLito B IHCTPYKLUIi Ans peyenmom | nionsizae
060/10HKOH0, 1Mo 500 Be A.LL. Me[UYHOro 3acToCyBaHHA NiKapcbKoro 3acoby y
Mr; M0 7 TabneToK y Tupxapet po3ginax "®apmakosioriyHi BnacTuBocTi",
6nicTepi; no 2 A.LL. "B3aemogis 3 iHWVMKU nikapcbkuMu 3acobamu Ta
6nictepu B iHWi BMAy B3aemogiin”, "OcobmBocCTi
KapTOHHI KOpo6Lii 3actocyBaHHs", "lNo6iyHI peakuii" BiANOBIAHO A0
iHchopmawii LLoA0 MeaNYHOro 3aCTOCYBaHHS
pedhepeHTHoro nikapcbkoro 3acoby (KNALNA®).
MepiognyHICTb NOAAHHA PerynsipHo
OHOBJIHOBAHOrO 3BiTY 3 6e3neku, BiANOBiAHO A0
Mopsaky 34iicHeHHs dhapmakoHarisay,
3aTBEPAKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
3[10poB’sA YKpaiHu Bif 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi toCcTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3ly MiHicTepcTBa OXOPOHU
300pOoB'a YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKaMMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynsipHuX 3BiTiB 3 6e3neKu.
23. HAAPOMAPWH- | po3uvH Ans iH eKUiiA, TOB Ykpaina TOB "®APMEKC Ykpaina nepepeecTpawis Ha HeobMeXeHuli TepMiH 3a He UA/15411/01/01
DPAPMEKC 9500 MO "®APMEKC reyn" OHoOB/EHO iHGhopmaLito B IHCTpyKLT ans peyenmom | nidssieae
aHTu-Xa/mn;no 0,3 reyn" MEeAMYHOro 3acCTOCyBaHHSA NMikapCbKoro 3acoby B
M (2850 MO aHTu- po3ginax "®apmakoTepaneBTuyHa rpyna. Kog
Xa), no 0,4 mn (3800 ATX" (peparoBaHo TekCT po3ziny 6e3 hakTU4HOI
MO aHTun-Xa), no 0,6 3miHK kogy ATX), "®apmakonoriyHi BnactueocTi"
mn (5700 MO aHTu- (peparyBaHHA TEKCTY Ta YTOYHEHHS iHdhopmalLi),
Xa) abo no 0,8 mn "Moka3saHHs" (YTOYHEHHS iHdopMmaLi),
(7600 MO aHTK- Xa) "MNMpoTunokasaHHs", "B3aeMogis 3 iHL1MK
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1I | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
B nonepeaHb0 nikapcbkMmn 3acobamu Ta iHLWi BUuau
HanoBHEHMX B3aemogiin”, "Ocob6MBOCTi 3acTOCyBaHHSA",
Lwnpuuax; no 2 "3acTocyBaHHA y nepiof BaritTHocTi abo
nonepeaHL0 rofyBaHHs rpyanro” (pegaryBaHHa TeKCTy Ta
HanoBHEHMX YTOYHEHHS iHdhopMaLiT), "3aaTHicTb Bn/MBaTu

LUNPYLA B KOHTYPHIi
YapyHKOBIli yrnakoBLi
abo 6nicTepi; no 5
KOHTYPHUX
YapyHKOBUX
ynakoBok abo
6nicTepiB y naui
KapTOoHHii; no 0,3
M (2850 MO aHTu-
Xa), no 0,4 mn (3800
MO aHTuK-Xa), no 0,6
mn (5700 MO aHTu-
Xa) a6o no 0,8 mn
(7600 MO aHTKn-Xa)
B nonepeaHLo
HanoBHEHWX
wnpuyax; no 5
nonepeaHLo
HanoBHEHWX
LLINPULIB B KOHTYPHIi
YapyHKOBIli yrnakoBLi
abo 6nicTepi; no 2
KOHTYPHi YapyHKOBI
ynakoBku abo
6nictepu y nauui
KapTOoHHii; no 0,3
M (2850 MO aHTu-
Xa), no 0,4 mn (3800
MO aHTuK-Xa), no 0,6
mn (5700 MO aHTu-
Xa) a6o no 0,8 mn
(7600 MO aHTKn-Xa)
B nonepeaHLo
HanoBHEHWX
wnpuyax; no 1
nonepeaHLo
HanoBHEHOMY
LUNPULLY B KOHTYPHIl
YapyHKOBIli yrnakoBLi
abo 6nicTepi; no 1
KOHTYPHIl
YapyHKOBIli yrnakoBLi
abo 6nictepy y

Ha LUIBUAKICTb peakLii Npu kepyBaHHi
aBTOTpaHCMoOpTOM abo iHWMMK
MexaHizmamun"(pefaryBaHHs TEKCTY Ta
yTOUYHeHHs iHchopmawii), "Cnoci6 3acTocyBaHHS
Ta fo3n" (pefaryBaHHA TEKCTY Ta YTOUHEHHS
iHcbopmauii), "Mepeno3sysaHHs", "Mo6IYHI
peakuii" BignoBigHO A0 maTepianis
peecTpauiiHoro Aocke Ta iHhopmaw,i Wwoao
6e3nekn pethepeHTHOro NiKapCcbKoro 3acoby
OPAKCUMAPUH®, po3unH anst iH'eku;ii, 9500
MO anTu-Xa/mn; no 0,3 mn (2850 MO aHTK-Xa)
ab6o no 0,4 mn (3800 MO aHTKU-Xa).
MepioAnyHICTb NOAaHHA PerynsipHo
OHOBJ/IOBAHOTIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 3AiicHeHHA hapmakoHarnaay,
3aTBEPKEHOr0 Haka3om MiHICTepcTBa OXOPOHM
340pOoB’A Ykpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULji
Ykpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa 0XOpPOHU
3/10poB'sA YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

nayui KApTOHHI

24.

HE®OIMNAM

PO3YUH NS iH'EKLNA,
20 mr/mMnno 1 mn B
amnyni; no 3
amnynu B kaceTi; no
1 KaceTi B KAPTOHHIl
Kopoo6Li

HoBeko
IHBECT eHp,
Tpelig Kopn.

CWA

KYMEP EC. EW.

peuis

nepepeecTpawis Ha HeobMeXeHuli TepMiH
BHeceHO OHOBMEHY iH(DOpPMALLitO B iIHCTPYKLLiO
O719 MeAUYHOr0 3aCTOCYBaHHS NikapCbKoro
3acoby a0 po3ainy "MokasaHHA"
3aTBEPAXEHO:
"MicnsionepaujiiHa aHanresia y cknagi
My/IbTUMOAA/TLHOT aHanresii (Hechonam Takox
BO/IOAi€ NO3NTUBHUMW BNACTUBOCTAMM
3anobiratu nicssionepauiiniHoMy TPEMTIHHIO).
BonboBuiA cMHAPOM pi3HOI eTionorii Ta
IHTEHCMBHOCTI (TpaBMu, 6inb NicAs XipypriuHmx
onepawviiii, 3He6010BaHHSA NOJIOriB, 3yGHWIA Ginb,
MiaUTris, HUpPKOBa Ta NedviHKoBa KOJiKu).
Mpemeavkayis nepes 601iCHUMY MEANYHUMUN
npoueaypamu’.
3anponoHoBaHo:

"[lns nicnsonepawiinHoi aHanresii y cknagi
MynbTUMOZa/IbHOT aHanresii (Hechonam Takox
BUSB/ISIE NO3UTUBHY BNACTUBICTL 3anobiratu
nicnsonepauifiHoMy TPEMTIHHIO).

[na cuMnTOMaTUYHOTO NiKyBaHHA roCTPUX
60Nb0BMX CTaHIB (TpaBmu, 6isb nicns
XipypriyHnx onepawiii, HUpKoOBa Ta neviHkoBa
Konikn)";

Takox A0 po3ginis "MpoTmnokasaHHA",
"Oco6/1BOCTI 3acTocyBaHHSA", "Cnoci6
3acTocyBaHHs Ta Ao3n" (6e3neka),
"Mepepno3yBaHHA", "Mo6IYHI peakuii” BignosigHO
[,0 OHOBNEHOI iHhopMaL,i 3 6e3neku
3aCTOCyBaHHSA Ajito4ol Ta AONOMKHNX PEYOBUH
nNiKapcbKoro 3acooby.
MepioanyHICTb NOAaHHSA perynsipHo
OHOBJ/IKOBAHOIO 3BIiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34iicHeHHA hapMakoHarnaay,
3aTBEPKEHOr0 Haka3om MiHICTepcTBa OXOPOHM
340pOoB’A YkpaiHu Big, 27 rpygHs 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuULji
Ykpainu 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakaly MiHicTepcTBa 0XOpPOHU
30,0p0oB's YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTB: 3riAHO 3i CTPOKaMMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionseae

UA/4039/01/01

25.

OCIMAMOKC

NOPOLLIOK ANt
Oopas1bHOI cycneHsii
(125 mr/5 mn): no

5,1 r nopoLky Ans

CaHpos
dPapmacbHoTi
Kans a.n.

CnoBeHis

CaHpo3 I'meX —
Bupo6Hnya
LinbHUUSA
AHTHiHdeKUiVHI T3

ABCTpIs

nepepeecTpaisi Ha HEOOBMEXEeHW TEPMIH

OHoOB/EHO iHghopmaLito B IHCTPYKLi ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby B
po3gini "OcobnBOCTi 3aCTOCYBaHHSA" BiANOBIAHO

3a
peyerimom

He
niosnsiecae

UA/3975/05/01
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1I | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
60 mMnabono8,5r Ta XimiuHi Onepadii [,0 OHOBJIEHOI iHhopMaL,ii 3 6e3nekun gjitoyol
nopotuky ans 100 KyHanb (AIXO M3 PEYOBUHM NiKAPCLKOTro 3acoby.
M CyCneHsii y KyHanb) MepioanyHICTb NOAaHHSA PerynsipHo
donakoHi; no 1 OHOBJ/IOBAHOTIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
ch/1aKkoHy pa3om 3 Mopsaky 3AiicHeHHA hapmakoHarnaay,
wnpuuom ans 3aTBEPKEHOro Haka3oM MiHicTepcTBa OXOPOHM
[03yBaHHSA 3 340pOoB’A YkpaiHu Big 27 rpygHsa 2006 poky Ne
afantepom y 898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULji
KapPTOHHI Kopo6Lli YkpaiHnu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa 0XOpPOHU
3[10poB'sA YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTB: 3riAHO 3i CTPOKaMMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

26. OCIMNAMOKC NOpPOLLOK AN CaHnpo3 CnoseHis CaHpo3 M'm6X — ABCTpisi nepepeecTpaist Ha HeOBMEXEeHW TEPMIH 3a He UA/3975/05/02
opasibHOT cycneHaii dapmachbHoTi Bupo6Huya OHoB/eHO iHdhopMaLito B IHCTpyKLii Ans peyenmom | nionsizae
(250 mr/5 mn): no Kans g.4. OinbHAUSA MeAMYHOro 3acTOCyBaHHSA NikapcbKoro 3acoby B
6,6 r nopoLuky 4 AHTWIHdEKUiVHI T3 po3gaini "Oco6nBOCTI 3aCTOCYBaHHA" BiANOBIAHO
60 Mmnabono 11 r Ta XimiuHi Onepadii [,0 OHOBJIEHOT iHChopMaL,ii 3 6e3nekun gjitoyol
nopouky ansa 100 KyHanb (AIXO M3 PEYOBUHM NiKAPCLKOTro 3acoby.

M CyCneHsil y KyHanb) MepioanyHICTb NOAaHHSA perynsipHo
donakoHi; no 1 OHOBJ/IKOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
chriakoHy pa3om 3 Mopsaky 34iicHeHHA hapMakoHarnaay,
wnpuuom ans 3aTBEPKEHOro Haka3oMm MiHicTepcTBa OXOPOHM
[03yBaHHSA 3 340pOoB’A YkpaiHu Big, 27 rpygHsa 2006 poky Ne
afantepom y 898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuLji
KapTOHHI KOpOOL; Ykpainun 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa 0XOpPOHU
30,0p0oB's YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMu,
3a3HaveHMK y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.

27. OCIMNAMOKC NOpPOLLOK AN CaHnpo3 CnoseHis CaHpo3 I'meX — ABCTpis nepepeecTpais Ha HEOBMEXeHW TEPMIH 3a He UA/3975/05/03
Oopas1bHOI cycneHsii dapmacbHoTi Bupo6Huya OHoOB/EHO iHghopmaLito B IHCTpYKLi ans peyenmom | niosisieae
(500 mr/5 mn): no 12 Kan3 g.a. LinbHUUSA MeAMYHOro 3acTOCyBaHHSA NMikapcbKoro 3acoby B
I nopoLuky ans 60 AHTUWIHGEKUiVHI T3 po3gaini "Oco6nBOCTi 3aCTOCYBaHHA" BiANOBIAHO
Mna6ono20r Ta XimiyHi Onepadii 0,0 OHOBJIEHOI iHChopMaLii 3 6e3nekun gitoyol
nopowky ansa 100 KyHanb (AIXO M3 PEYOBUHM NiKAPCLKOTro 3acoby.

M CyCneHsii y KyHanb) MepioanyHICTb NOAaHHSA perynsipHo
chnakoHi; no 1 OHOBJ/IKOBAHOTO 3BIiTYy 3 6e3neku, BiANOBIAHO A0
chnakoHy pa3om 3 Mopsaky 3AiicHeHHs hapmakoHarnaay,
MipPHOIO JTOXKOK Y 3aTBEPKEHOr0 Haka3om MiHICTepcTBa OXOPOHM
KapTOHHI KopooLli 3[10p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuULji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pegfakuii Hakazy MiHicTepcTBa OXOPOHU
304,0p0oB's YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTpoOKamMu,
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3a3HayYeHUMK y NepioANYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

28.

NMAPALEETAMO
n

cupon 120 mr/5 mn,
no 90 mn y 6aHui; no
1 6aHui pa3om 3
[103Y1040t0
CK/IIHOYKOIO B MauLi

TOB "OKM
"®apmaueBT
nyHa
habpuka”

Ykpaina

TOB "AKnM
"®GapmaueBTnyHa
habpuka"

Ykpaina

nepepeecTpaisi Ha HeOBMEXEeHW TEPMIH
OHoB/eHo iHGhopMaL,ito BigMoBigHO A0
pechepeHTHOro /ikapcbkoro 3acoby
(MAHAJON® BEBI, cycneHsis opasnbHa 120
Mr/5 M) Ta 3rigHO 3 6e3MeKo JOMOMIKHUX
PEYOBUWH B IHCTPYKLT AN MeAUYHOro
3acTOCyBaHHS NMikapCbKOro 3acoby y posginax
"®apmakoTepaneBTUyHa rpyna” (yTo4UHeHHs
hopMy/toBaHHs), "®apMakonorivHi
BnactmsocTi", "MNoka3aHHA" (YTOUHEHHS
iHcpopmawii), "MNMpoTrnokasaHHs", "B3aemogis 3
iHLWIMMK niKapcbkMK 3acobamu abo iHWi BUan
B3aemMogiin", "OcobMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepiof BaritTHocTi abo
roflyBaHHs rpygar” (yTouHeHHs iHchopmadi),
"3paTtHICTb BIAMBATY Ha LWBMAKICTb peakuii npu
KepyBaHHi aBTOTpaHCNopToM abo iHWWMK
MexaHismamu”, "Cnoci6 3acTocyBaHHs Ta 4o3m",
"[iTn" (6yno - 3acTocoByBaTu AiTAM BiKOM Big, 2
MicsLiB, CTas10 - 3aCTOCOBYBAaTM AiTAM BIiKOM Bif,
3 micauis), "Mepeno3syBaHHA" Ta "MobiYHi
peakujii”.

MepiognyHICTb NOAAHHA PerynspHo
OHOBJIHOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
Mopsaky 3ajiicHeHHs dhapmakoHarisay,
3aTBEPAKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
3710poB’sA YKpaiHu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi loCcTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakazy MiHicTepcTBa OXOPOHU
300pOoB'a YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKaMMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynsipHuX 3BiTiB 3 6e3neKu.

6e3
peyenma

He
nionsieae

UA/11525/01/01

29.

MPOXXECTIH-
KP®

renb, 10 mr/rno 40 r
y Ty6i; no 1 Ty6iy
KOMNEKTI 3i
wnarenem-
[,03aTOpPOM Y naulj 3
KapTOHY

MAT
"Ximcpapmsa
BO/,
"YepBoHa
3ipKa"

YKpaiHa

NAT
"Ximthapmsasoz
"YepsoHa 3ipka"

YKpaiHa

nepepeecTpauis Ha Heo6MeXeHuii TepMiH
OHOB/IEHO iHGhopMaLito y po3ainax
"apmakonoriyHi B1acTMBocTi" (YTOYHEHHS
iHdhopmadii), "MokasaHHA"(YTOUYHEHS
iHchopmaLii), "B3aemogist 3 iHLWUMMUY NliKapCbKUMU
3acobamu Ta iHWi B1An B3aemMogii", "3aaTHicTb
BM/IMBATU Ha WWBUAKICTb peakLjii Npu KepyBaHHI
aBTOTPaHCNOPTOM ab60 iHWKMMK
MexaHisMamu'(yTouHeHHs iHdhopmadi),
"Mepeno3yBaHHA" IHCTPYKLUIT 415 MEAUYHOTO
3acTOoCyBaHHSA MikapcbKoro 3acoby BiANOBIAHO
[0 OHOBJEHOI iHhopMaLi Woao 6e3neku

3a
peyenmom

He
nionsieae

UA/5017/01/01
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1I | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
3aCTOCYBaHHS fil040i PeYOBUHMU.
MepiognyHICTb NOAAHHA PerynspHo
OHOB/IOBAHOrO 3BiTYy 3 6e3neku, BiANOBIAHO A0
Mopsaky 34jiicHeHHs hapMakoHarisay,
3aTBEPMAXEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
370poB’A YKpainuu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCcTuLi
YkpaiHnu 29 ciyHa 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3ly MiHicTepcTBa OXOPOHU
300pOoB's YKpaiHu Big 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKaMM,
3a3Ha4YeHUMK Y NepioguYHOCTI NoJaHHSA
perynisipHuX 3BiTiB 3 6e3MeKu.
30. PUBOMYCTWUH | nopoluok ans Actennac HigepnaHan BUPOGHMK roTOBOT Benbris/ nepepeecTpawis Ha HeobMeXeHuli TepMiH 3a He UA/11584/01/01
NPUroTyBaHHsA Papma nikapcbKoi hopmm HimeuunHa OHoB/EHO iH(hopMaLLito B IHCTPYKUi Ans peyenmom | nionsi2ae
KOHLeHTpaTy Ans tOpon B.B. (Bci cTagii MeJMYHOro 3acTOCyBaHHS NiKapCbKoro 3acoby y
NPUroTyBaHHsA BUPOGHMLTBA, po3aini "OcobnmnBOCTi 3acTOCyBaHHA" BifNoOBIgHO
PO3unHy ans BTOPUHHA [0 OHOB/EHOT iHhopMaL,i Woao 6e3nekn
iHdpysiin no 25 wmr; no ynakoBka): CeHekci- 3aCTOCYBaHHS fil040i Pe4OBUHMU.
55 Mr nopoLuky y Nab6opaTop TucceH
donakoHi; no 1, 5, 10 C.A., benbris; MepioanyHICTb NOAaHHSA perynsipHo
a60 20 chnakoHiB y OHkoTek ®apma OHOBJ/IKOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
KapTOHHI KopooLli MpopykuioH Mv6X, Mopsaky 34iicHeHHsT hapMakoHarisay,
HimeuunHa; 3aTBEPKEHOro Haka3oMm MiHicTepcTBa OXOPOHM
BTOPVHHA yNnakoBKa, 340pOoB’A YkpaiHu Big, 27 rpygHsa 2006 poky Ne
[03BiN Ha BMNYCK 898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuLji
cepii: Xaynt ®apma Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
BonbthparcxayseH pepakuii Haka3y MiHicTepcTBa 0XOpPOHU
'M6X, HimeuunHa 30,0p0oB's YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMu,
3a3HaveHMK y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.
31. PUBOMYCTWH | nmopowok ans AcTtennac Higepnangu BVMPOGHWK roTOBOI Benbrisi/ nepepeecTpawis Ha HeobmeXxeHuli TepMiH 3a He UA/11584/01/02
NpUroTyBaHHA Papmva nikapcbKoi chopmu HimeyunHa OHOBNEHO iHhopmaLito B IHCTPYKLIT A1 peyenmom | niosisieae
KOHUEeHTpaTy Ans HOpon B.B. (Bci cTagii MeAUYHOro 3acToCyBaHHA NiKapcbKoro 3acoby y
NpUroTyBaHHsA BUPOOHMLTBA, po3aini "OcobnmnBOCTI 3aCTOCyBaHHA" BifNoOBIgHO
pO34mnHy Ansa BTOPUHHA [0 OHOBJIEHOT iHGhopMaLi LWoao 6e3neku

iHcpysiii no 100 wr;
no 220 Mr nopoLuKy
y donakoHi; no 1 abo
no 5 cpnakoHiB y
KapTOHHI KOpo6Lii

ynakoBka): CeHekci-
Nab6opaTop TucceH
C.A., benbris;
OHKoTek Papma
MpogaykuioH Mm6X,
HimeuuunHa,;
BTOPUHHA YNaKoBKa,
[03BIi/sT HAa BUMYCK
cepii: Xaynt ®apma
BonbthparcxayseH
'M6X, HimeyunHa

3acTOCyBaHHSA Ail040i peYOBUHN.
MepioanyHICTb NOAaHHSA perynsipHo
OHOBJ/IKOBAHOTO 3BIiTYy 3 6e3neku, BiANOBIAHO A0
Mopsaky 3AiicHeHHs hapmakoHarnaay,
3aTBEPKEHOr0 Haka3om MiHICTepcTBa OXOPOHM
3[10p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuULji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pegfakuii Hakazy MiHicTepcTBa OXOPOHU
304,0p0oB's YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTpoOKamMu,
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1I | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
3a3HayYeHUMK y NepioANYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
32. CONNAAEIH Tabnetkn wunydi; no | FnakcoCmit Benvka damap A.B.E. Ipeuis/ nepepeecTpaisi Ha HeOBMEXEeHW TEPMIH 6e3 nionseae UA/12392/01/01
AKTUB 2 Tabnetkn y KnsaiiH BputaHis AHTOCa NNaHT, IpnaHgis MepiognyHICTb NOAAHHSA PerynsipHo peyenma
6araToLlapoBomy KoHcblomep Ipeuis; OHOBJIIOBAHOrO 3BiTY 3 6e3neku, BiANOBiAHO A0
cTpvni; no 6 cTpunis Xenckep nakcoCmiTKnaiH Mopsaky 34iicHeHHs dhapmakoHarisay,
Y KapTOHHiIli kopoobui (KOK) [aHrapsaH flivites, 3aTBEPXEHOro Haka3oMm MiHiCTepcTBa OXOPOHM
abo no 4 TabneTkm y TpeigiHr Ipnangis 3[10poB’sA YKpaiHu Big 27 rpyaHs 2006 poky Ne
6aratoLliapoBomMy Nimiten 898, 3apeecTpoBaHoOro B MiHicTepcTBi toCcTuLi
cTpuni; no 3 cTpunu Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
Y KapTOHHiIli kopobLi pefakuii Haka3ly MiHicTepcTBa OXOPOHU
300pOoB'a YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKaMMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynsipHuX 3BiTiB 3 6e3neKu.
33. PA3NOLEKC PO3YUH NS iH'EKLN, AcTpa3eHek Benuvka Brpo6HuK HimeyunHa/ nepepeecTpawis TepMiHOM Ha 5 pokis 3a He UA/5440/01/01
250 mr/5 mn no 5 mn a oK BpuTaHis nikapcbKoro 3acoby Benuvka OHOBNEHO iHhopMmaLito B IHCTPYKLIT Ans peyenmom | nidssieae
pO34nHy B Niviten "in bulk", nepsrHHa BpuTtaHis MeAMYHOro 3aCTOCyBaHHS NikapCbKoro 3acoby y
nonepegHL0 yrnakoBKa, po3ginax "®apmakosioriyHi BNacTuBocTi”,
3anoBHEHOMY Bi3yasIbHWIA "Cnoci6 3acTocyBaHHsA Ta gosu", "Aitun",
CKNSIHOMY LUNpuL, 3 KOHTPO/b, KOHTPO/b "MepeposyBaHHs", "MNo6iyHI peakuii” BiANOBIAHO
KOHTpO/1EM MepLIoro AKOCTI 3a [0 iHdhopMaLlii CTOCOBHO 6e3neku, ska

BigKpUTTS; no 2
nonepegHL0
3anoBHeHi LWNpuuy B
KOHTYpHil
YapyHKOBIli ynakoBL
3 ABOMA
6e3neyHrmmn
rofikamu «BD
SafetyGlide™»; no 1
KOHTYpHil
YapyHKOBIli ynakoBL
B KapTOHHIi1 kopobuj

NoKasHUKaMu: onuc,
ineHTndikauis,
KifibKicHe
BU3HAYEHHS
doynBecTpaHTy,
npoAyKTn
Aerpagauii, 06°em
iH eKuii B
KOHTEeliHepax,
MeXaHiuHi
BK/IIOYEHHSA
(HeBMAUMI YacTkm),
CTEePW/IbHICTb,
€HA,0TOKCUHM,
OyHKLiOHa/IbHE
BMNpobyBaHHs PFS,
BMICT eTaHony,
BMICT CnupTy
6eH31noBoro, BMIicT
6eH3nnbeHsoara:
BeTTep ®apma-
PepTuryH NM6X Ta
Ko. KI, HimeuunHa;
B1pOGHMK,
BiANoBigabHUI 3a
BTOPUHHY YNaKoOBKY,

3a3HaueHa B MaTepiasiax PeecTpauiiHoro foche.

MepioAnYHICTL NOAaHHA PerynspHo
OHOBJIHOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
Mopsaky 3ajiiicHeHHs dhapMakoHarisay,
3aTBEepKEHOro Haka3om MiHiCTepcTBa OXOPOHM
370poB’sA YKpaiHu Bif 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi loCcTuLi
Ykpainu 29 ciyHa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU
300pOoB'a YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMM,
3a3HayYeHMU y NepioanYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neKku.
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1I | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
KOHTPO/1b IKOCTI,
BMNYCK cepil:
AcTpa3eHeka HOK
NimiTen, Benuka
BpuTaHis;
Bupo6HuK,
BignoBiga/IbHMiA 3a
Bi3yaslbHUIA aHani3:
BeTTep ®apma-
PepTuryH M'mbX ta
Ko. KI', HimeuunHa;
Brnpo6HuK,
BignoBiga/IbHWiA 3a
TeCTyBaHHs
CTEepUIbHOCTI:
BetTtep ®apwma-
PepTnryH Nv6X ta
Ko. KI', HimeuunHa;
Brpo6HMK,
BiANOBigaIbHMI 3a
KOHTPO/b AKOCTI (3a
nokasHukamu
CTEePU/IbHICTb,
MeXaHiuHi
BK/TIOUEHHS,
€HOO0TOKCUHN):
BeTTep ®apma-
PepTuryH M'mbX ta
Ko. KI', HimeyuunHa
34. LETNO® Tabnetku, BKpUTI OpraHoCcvH IHAain EBepTomxeH Navid IHAisA nepepeecTtpawis Ha HeobMeXxeHuli TepMiH 6e3 nionsizae UA/15638/01/01
nntoc NAiBKOBOO Nand CaeHcus fimiTeq OHoB/EHO iHhopMaLito B IHCTPYKLUIi Ans peyenma
o060n0HKot0 No 10 CaeHcu3 MeAMYHOro 3acToCyBaHHA NiKkapCbKoro 3acoby B
TabneTtok y 6nictepi; Met. NTA. posginax "B3aemogis 3 iHLWMMK NiKapCbKUMun
no 1 6nictepy y 3acobamu Ta iHWi BUamn B3aemogiii",
KapTOHHI kopobLyj; "Oco6/11MBOCTI 3aCTOCYBaHHSA", "3acTOCyBaHHS y
no 10 TabneTok y nepiog, BaritTHocTi abo rogysaHHs rpyaato”
6nicTepi; no 2 (yTouHeHHs iHdpopmauii), "Cnocib 3acTocyBaHHSA
6nictepn y Ta fo3un" (pefaryBaHHs Tekcty), "Aitn"
KapTOHHI kopobuyj; (yTouHeHHs iHchopmawii), "MepenosysaHHs",
no 10 TabneTok y "Mo6iuHi peakuii” BiANOBIAHO A0 MaTepianis
6nictepi; no 3 peecTpaLiiHOro A0CLE Ta OHOB/IEHOI iHChopMaLii
6nictepn y o040 6e3nekun filounx peyoByH.
KapTOHHI KopooLi MepiognyHICTb NOAAHHSA PerynsipHo
OHOBJIHOBAHOrO 3BiTY 3 6e3neku, BiANOBiAHO A0
Mopsaky 3aiicHeHHs dhapmakoHarisay,
3aTBEPAKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
3710poB’sA YKpaiHu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi locTuji
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs1I | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakazy MiHicTepcTBa OXOPOHU
370pOB'a YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMMU,
3a3HayveHMK y NepiognyHOCTI NoAaHHSA
perynsipHuxX 3BiTiB 3 6e3neKu.
35. LETNO® TabneTku, BKpUTI OpraHocvH IHAaia EBepTomxeH Navid IHAis nepepeecTpawis Ha HeobMeXeHnli TepMiH - He UA/15639/01/01
nntoc NNiBKOBOIO Naiidp CaeHcus JlimiTeq MepioAnYHICTb NOAAHHS PErynsapHO nionsieae
o60onoHKoto, in bulk; CaeHcu3 OHOB/IOBAHOIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
no 1000 TabneTok y Met. NTA. Mopsaky 34jiicHeHHs hapMakoHarisay,

nonieTuIeHoBmX
naketTax

3aTBEPAKEHOrO Haka3oM MiHiCTepcTBa OXOPOHM
340pOoB’A Ykpainu Big 27 rpygHs 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi loCcTuLi
YkpaiHu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pegfakuii Hakaly MiHicTepcTBa OXOPOHHU
300pOoB'a YKpaiHu Bifg 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMM,
3a3Ha4YeHUMK Y NepioguyYHOCTI NoJaHHSA
perynsipHuX 3BiTiB 3 6e3neKu.

B.o. NeHepanbHOro gupeKropa

AunpekToparty hapmaueBTUYHOro 3a6e3neyeHHs

IBaH SAABOPHUX




NMEPENIK
NIKAPCBbKUX 3ACOBIB (MEANYHUX IMYHOBIO/TONYHUX MPEMAPATIB), LLLOAO AKUX BY/IN BHECEHI 3MIHU 1O
PEECTPALINHNX MATEPIANIB, AKI BHOCATbLCSA A0 AEPXXABHOIO PEECTPY JIIKAPCbK/X 3ACOBIB YKPAIHA

Aopatok 3

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

peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX

iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx

MaTepianis»

BiA 16 yepBHA 2021 poKy Ne 1225

no 3 abo 6 TabneTok y
6nictepi, no 1

MOBHMM LMK/IOM );
Cantotac Papma

niroyoi pevoBuHn Azithromycin Dihydrate Big Bxe
3aTBepaxeHoro Bupo6Hnka HEC PHARM CO., LTD; 3MmiHu |

Ne Hassa dopma BUMYCKY 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
1. A3NTPO TabneTku, BKpUTI CaHpo3 CnoseHisa C.K. Canpgos C.P.J1., PymyHis/ BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - 3a UA/11332/01/01
CAHAO3® NAiBKOBOIO dapmacbHoTi PymyHis Himeuunna/ noZaHHsA OHOBJ/IEHOrO cepTudiikaTa BiANoBILHOCTI peyenmom
06010HKO0, N0 250 Mr Kan3 A.4. (BMPOGHMLTBO 3a TypeuunHa €ponevicbkiin hapmakonei Ne R1-CEP 2007-230-Rev 01 ans
no 6 TabneTtok y NMOBHUM LMK/IOM ); niroyoi pevouHU Azithromycin Dihydrate Big Bxe
6nictepi, no 1 Canotac Papma 3aTBepxeHoro Bupo6Hrka HEC PHARM CO., LTD; 3MmiHu |
6nicTepy B kopobLi vm6X, HimeyunHa TUMY - NOAAHHA OHOB/IEHOTO cepTudlikarta BignoBigHOCTI
(nepBuHHa Ta €Bponeiicbkit hapmakonei Ne R1-CEP 2007-230-Rev 02 ans
BTOPVHHA yNakoBkKa, niroyoi pevosuHy Azithromycin Dihydrate Big Bxe
KOHTPO/b cepii, A03BiN 3arBepaxeHoro BupobHnka HEC PHARM CO., LTD; 3MiHu |
Ha BUNycK cepii); TUMY - NOAAHHSA OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI
CaHpo3 Inak CaHali Be €Bponeiicbkiit hapmakonei Ne R1-CEP 2007-230-Rev 03 ans
Tikapet A.C., aitoyoi pevosuHu Azithromycin Dihydrate Big Bxe
TypeyunHa 3aTBepxeHoro BupobHnka HEC PHARM CO., LTD; 3MiHu |
(BUPOBHMLTBO TMNy -NoJaHHA OHOB/IEHOro cepTuddikarta BiANoBiAHOCTI
Hepo3chacoBaHoi €ponevicbkiin hapmakonei Ne R1-CEP 2007-119-Rev 03 ans
npoayKuiv) niroyoi pevouHU Azithromycin Dihydrate Big Bxe
3aTBepxeHoro Bupo6Hvka JUBILANT GENERICS LIMITED;
3MiHM | TMNY - NOAaHHA OHOBNIEHOTO cepTudikara
BiagnoBigHoCTi EBponelickkinn hapmakonei Ne R1-CEP 2007-
119-Rev 04 gnsa gitodoi peyosuHn Azithromycin Dihydrate Big,
BXe 3aTBepaKeHoro BnpobHmka JUBILANT GENERICS
LIMITED; 3miHu | TYny - nogaHHA OHOBJIEHOTO cepTudikara
BiagnoBigHoCTI €Bponelickkiit hapmakonei Ne R1-CEP 2007-
119-Rev 05 ansa gitouoi peyosuHu Azithromycin Dihydrate Big,
BXe 3aTBepmxeHoro BupobHuka JUBILANT GENERICS
LIMITED
2. A3SNTPO TabneTkn, BKPUTI CaHpo3 CnoBeHis C.K. Canpgos C.P./., PymyHis/ BHECEHHS 3MiH 40 peecTpaLiiHnX maTtepiasiB: 3miHu | Tuny - 3a UA/11332/01/02
CAHAO3® NNiBKOBOIO PapmacboTi PymyHis HimeyunHa/ nofaHHsA OHOBJ/IEHOrO cepTudiikaTa BiANoBILHOCTI peyenmom
06010HKOt0, N0 500 Mr Kans g.4. (BMPOGHMLTBO 3a TypeuunHa €sponeiicbkiii hapmakonei Ne R1-CEP 2007-230-Rev 01 gns
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
6nicTepy B kOpo6Lj v6X, HimeyunHa TUMY - NOAAHHSA OHOBJIEHOTO cepTudlikata BifgnoBigHOCTI
(nepBuHHa Ta €Bponeiicbkiii hapmakonei Ne R1-CEP 2007-230-Rev 02 ans
BTOPVHHA ynakoBKa, Aitoyoi pevosuHu Azithromycin Dihydrate Big, Bxe
KOHTPO/Ib cepii, A03BIN 3arBepxeHoro BupobHnka HEC PHARM CO., LTD; 3MiHu |
Ha BUnyck cepii); TUNY - NOAAHHSA OHOBNEHOTO cepTudikaTa BignoBigHOCTI
CaHpo3 Ilnak CaHali Be €sponeiicbkiii hapmakonei Ne R1-CEP 2007-230-Rev 03 gns
Tikapet A.C., aitovoi peyosuHn Azithromycin Dihydrate Big Bxe
TypeyunHa 3aTBepxeHoro BupobHrka HEC PHARM CO., LTD; 3MiHu |
(BPOGHMLTBO TUNY -NoJaHHs OHOB/IEHOTO cepTuddikaTa BiANOBIAHOCTI
Hepo3acoBaHoi €ponevicbkinn hapmakonei Ne R1-CEP 2007-119-Rev 03 ans
npoaykuii) niroyoi pevosuHu Azithromycin Dihydrate Big Bxe
3aTBepaxeHoro Bupo6Hvka JUBILANT GENERICS LIMITED;
3MiHM | TNy - NOA4aHHA OHOB/IEHOTO cepTudikaTa
BiagnoBiaHoCTI €Bponelickkiit hapmakonei Ne R1-CEP 2007-
119-Rev 04 ans gitovoi peyosuHu Azithromycin Dihydrate Big,
BXe 3aTBepmxeHoro BupobHuka JUBILANT GENERICS
LIMITED; 3miHu | Tvny - nogaHHA OHOB/IEHOro cepTudikara
BiNOBIAHOCTI €Bponelicbkiit hapmakonei Ne R1-CEP 2007-
119-Rev 05 ans gitovoi peyoBuHu Azithromycin Dihydrate Big,
BXe 3aTBepmkeHoro supobHuka JUBILANT GENERICS
LIMITED
3. A3UTPOMIL, MOPOLLIOK (Cy6CTaHLis) TOB "TK YkpaiHa LiI3sHcy Beiikiga Kutaii BHECEHHS 3MiH 40 peecTpauiiiHux maTepiasis: 3MiHu | Tuny - - UA/15688/01/01
VH B NoABiliHMX "Apopa" dapmacbioTikan Ko., AnMiHIiCTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo aapecu
nosieTUIeHoBUX nra. MiCLSt NPOBaKEHHS AisiNIbHOCTI BUPOGHMKA (BKIOHaouu, 3a
MilKax ans HeobXiAHOCTI, MicLie NPOBEeAEHHS KOHTPO/IIO SKOCTi), abo
dhapmavL,eBTU4HOro BMacHvka mactep-taiina Ha A®l, abo noctavanbHuka
3aCcToCyBaHHA Adl/BnxigHoro matepiasny/peareHTy/NPOMIKHOTO MPOAYKTY, LLO
3aCTOCOBYHOTLCA Y BUPOOHULTBI API (AKLLO 3a3HAYEHO Y AOCbE
Ha nikapcbkuii 3acib) 3a BiACYTHOCTI cepTudikata
BIANOBIAHOCTI E€Bponeiichbkili hapmakonei y 3aTBepapkeHoMy
[ocbe, abo BUPOOHKKA HOBOT AONOMIDKHOT PEHOBMHY (SIKLLIO
3a3HayeHo y [0Cbe) 3MiHa Ha3BW Ta agpecun BUpobHuka Ad|
(A3nTpomiumH), 6€3 3MiHW MicLA BUPO6HMLITBA
4, AKKY3NA® TabneTku, BKpUTI MOAN3EP CLWA Mdpaiizep HimeyunHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - 3a UA/3031/01/01
10 nAiBKOBOIO IHK. MeHtodek4ypuHr 3MiHW BHECEHO [0 iHCTPYKUIi A1 MeAUYHOro 3aCToCyBaHHS peyenmom
060n10HKot0, No 10 [onuneng MmoX nikapcbkoro 3acoby A0 po3ainis "OcobnBOCTi 3aCTOCyBaHHA"
mr/12,5 mr; no 10 Ta "MobiuHi peakuii" BignoBigHO A0 pekoMeHaauili PRAC.
TabneTtok y 6nictepi; BBefeHHSA 3MiH NPOTAroM 3-X MicsLIB NiCNsA 3aTBEPLKEHHS;
no 3 6nictepu B 3MiHW | TURY - 3MiHWM BHECEHO [0 IHCTPYKLIT A58 MeANYHOro
KapTOHHIlA KopoobLi 3acToCyBaHHS NiKapcbKoro 3acoby Ao po3ainis
"MpoTunokasaHHa", "B3aeMogia 3 iHWMMK NiKapCbKUmu
3acob6amu abo iHwWi BUAY B3aemogiin”, "OcobnmsocTi
3acTocyBaHHA" Ha nigcTasi pekomeHaauiin CMDh. BBegeHHs
3MiH NPOTAroM 3-x MicsLB NicNsi 3aTBEepPKEHHS
5. AKKY3NA® TabneTkn, BKPUTI NeAN3EP CLWA Mcpaiizep HimeuunHa BHECEHHS 3MiH 40 peecTpaLiiHnX maTtepiasiB: 3miHu | Tuny - 3a UA/3031/01/02
20 naiBKOBOKO IHK. MeHdeKYypUHT 3MiHW BHECEHO [0 IHCTPYKLIiT AN MeANYHOro 3acTOCYBaHHs peyenmom
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dpnakoHi; no 1
chnakoHy y kopobui

AKka Bignosigae 3a
BMPOGHULITBO 3a
NOBHUM LMK/IOM);
Mepkne 'm6X,
HimewunHa (ginbHuuA,
ska Bignosigae 3a

A®I D, L — cepuH Big BUpOGHMKa 13 Ansa nokasHukiB «Loss
on drying» 3 «<NMT 0,5%» go «NMT 0,30%», «Sulphated ash»
3 «NMT 0,1%» go «NMT 0,10%>» Ta Assay—Serine
C3H7NO3», B nepepaxyHKy Ha Cyxy pe4yoBuHy, 3 «98.5 to
101%>» po «99.0 to 101.0 %>»; 3MiHu | TUNY - AONOBHEHHS
cneundikauii Ha A®I D, L — cepuH Bif BUpo6Huka 13 HoBUMU

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
o6onoHkoto, no 20 [onuneng Mm6X nikapcbkoro 3acoby A0 po3ainis "OcobmBOCTi 3aCTOCyBaHHA"
Mmr/12,5 mr; no 10 Ta "Mob6iuHi peakuii" BignoBigHO A0 pekoMeHaauili PRAC.
Tabnetok y 6nictepi; BBefeHHs 3MiH NpoTArom 3-x MIiCALIB MiCNA 3aTBEPLKEHHS;
no 3 6nictepu B 3MiHM | TUMY - 3MiHWM BHECEHO [0 iHCTPYKLiT A58 MeANYHOro
KapTOHHIli KopooLi 3acTocyBaHHA NiKapcbkoro 3acoby A0 po3ainis
"MpoTunokasaHHa", "B3aemogis 3 iHWMMK NliKapCbKUMu
3acob6amu abo iHWi Buan B3aemogiii”, "OcobanBocCTi
3acTocyBaHHA" Ha niacTasi pekomeHaauiii CMDh. BBegeHHs
3MiH NPOTAroM 3-X MIiCALIB NiCNA 3aTBEPKEHHS
6. AKTEMPA® KOHLeHTpaT ans ®.XocpbdpmaH | LLBeiiuapis Brpo6HMLUTBO Anonisa/ BHECEHHS 3MiH 40 peecTpauiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/13909/01/01
PO34mnHy ANns iHdy3ilA, H-/19 Powwu Hepo3dgacoBaHOl cuA/ 3MiHM Woao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi peyenmom
20 mr/mn; no 80 mr/4 nrp, nNpoAykKLuii, NnepBuHHe Himeuunna/ 3MiHM) 3MiHN BHECEHO Y TEKCT MapKyBaHHS YNakoBKu
M a6o 200 mr/10 mn nakyBaHHs: Yyrai LLiseiiuapis nikapcbKoro 3acoby. BBegeHHs 3MiH NpoTArom 6-Tu Micsuis
a60 400 mr/20 mny dapma nicnsa 3aTBepKeHHs. 3MiHu | Tuny - 3MiHK LWoao
thnakoHi; no 1 a6o 4 MaHyhekTypuHr Ko. 6e3nekn/edeKkTnBHOCTI Ta thapmakoHarnsagy (iHwi 3MiHn)
h/1aKOHN Y KapPTOHHIl Ntp, AnoHis; 3MiHM BHECEHO [0 iHCTPYKLiT A8 MEeANYHOro 3acTOCyBaHHS
Kopoou,i Bupo6bHMuTBO nikapcbKoro 3acoby no po3ainy "Cnocié 3acTocyBaHHs Ta
Hepo3chacosaHol [o3n" (yTOUHeHHs iHdopmadii). BBegeHHs 3miH npoTsirom 6-Tu
npoaykuii (ans MiCALIB MiCNSA 3aTBEPAKEHHS
ynakoBku no 400 mr/20
M/1), BUNPOGYBaHHSA
KOHTpO/0 skocTi (Ans
ynakoBku no 400 mr/20
mn):
[bkeHeHTeK IHK., CLUA;
BMNPO6YBaHHA
KOHTPONIO SIKOCTi (8N
ynakoBku no 400 mr/20
Mn): IkeHeHTek [HK.,
CLUA; BunpobyBaHHs
KOHTPO/I0 AKOCTI: PoLu
dapma AT,
HimeuuunHa; BTopuHe
nakyBaHHs,
BMNPO6YBaHHA
KOHTPOSIO SIKOCTI,
BWMYCK Cepii:
®.XohpmaHH-/15 Powt
N1a, Weenuapis
7. AKTUPEPUH | kpanni opasibHi, TOB "TeBa Ykpaina Mepkne 'M6X, HimeyunHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - 3a UA/9254/01/01
po3umH no 30 MmNy YkpaiHa" HimeuunHa (ginbHuus, 3BY)XEHHS AONYCTUMUX MEX, BU3HAYeHUX y cneuudikauii Ha peyenmom
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KoMnaHisa "3g0pos'a”,
YkpaiHa (Bci ctagii
BMPOGHMLITBA,
KOHTPO/b AKOCTI,
BWMNYCK cepil)

«CTtaryc», YKpaiHa [J0AaTKOBO [10 3aTBEPKEHNX BUPOOHNKIB
TOB «MPO®INNACT NTA», YkpaiHa Ta TOB «lnactxim»,
YkpaiHa. KinbKUCHWIA Ta sikicHWIA cknag nakyBaslbHOro
martepiany piakoHy He 3MiHUBCS; BUPOOHMKM KPULLIOK A0
HOBOro (h/1aKOHY 3a/IMLLIEHi 6e3 3MiH. FK HacMiAoK, He3HaYHi
3MiHV rabapuTHNUX PO3MIpiB hakoHiB

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
[03BIiNT HAa BUMYCK nokasHukamu «Thin layer chromatography», «Transmittance»
cepir) Ta «TLC (Diketopiperazine-Serine; Other amino acids)»; 3miHu
| TMNy - BUNy4YeHHs nokasHuka «NIR Spectrum», «Appearance
of solution», «Specific optical rotation», «Ninhydrin-positive
substances», «Heavy metals» 3i cneuudikauii Ha A®I D, L —
CepvH Big BUpo6HMKa N3; 3MiHK | TURY - 3MiHa y BUMOrax
napameTpa «Description» cneumdikayii Ha A®| D, L — cepuH
Big, BUpo6HWuKa 13 3 «white or almost white, crystalline
powder or colourless crystals» Ha «white or crystalline
powders; 3miHu || TUMYy - PO3LLIMPEHHS JONYCTUMOI MeXi AN
nokasHuka «Sulphates» y cneuudpikauii A®I D, L- cepuH Big
BMpo6HUMKa M3 3 «<NMT 300 ppm» o «NMT 500 ppm»
8. ANNYHA TabneTkn, BKpUTI Amakca Benwuka IHTepnabop benn AT, LLiseiiuapis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu Il Tuny — 6e3 UA/11711/01/01
nniBkoBot 060s10HKo | Papma /1T | BpuTaHis LLIBefiLapisi (KOHTpO/Ib [oflaBaHHA [0 nepeniky KpaiH, Ha nnaHTauiax skux 3rigHo 4o peuenma
no 10 TabneTok y akocTi); Jlabop HaUu1eXHOT MPaKTUKN KyNbTUBYBAHHSA Ta 36MpaHHsA NikapCbKux
6nicTepi; no 1 a6o 3 LlonniHrep AT, pocnuH (GACP), BUpOLLYETLCS, 3aroTOB/IIOETLCS | 36MpaeTbCs
6nicTepy B KapTOHHIiA LLIBefiLapisi (KOHTpO/Ib pocnvHa cupoBuHa BanepiaHu nikapcebkoi (Valeriana
KopoobLi akocTi); Makc Uennep officinalis), kpainu - KeHis
3boHe Al LLBeliyapis
(BMPOGHMLITBO 3a
MOBHWM LMK/IOM);
Coro ®nopgic
IHTEepHeLHN
Cgait3epneHg CA,
LLiBefiuapis (nepBuHHe
nakyBaHHs
(chacyBaHHs),
BTOPWHHE MakKyBaHHS,
MapKyBaHHS)
9. ANTEMIKC cupon, 25 mr/5 M, no ToBapucTeo YkpaiHa TOB "XapkiBcbke Ykpaina BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepiasiB: 3miHu | Tuny - 6e3 UA/7157/01/01
100 mn y cpnakoHi; no 3 hapmaueBTUyHe 3MiHM 3 AKOCTi. [0TOBWIA Nikapcbkuii 3aci6. Cuctema peyenma
1 chnakoHy y 06MEXEHO nignpueMcTBO KOHTeliHep/3aKynopoBasibHKiA 3aci6. 3MiHa nocTavyasibHMKa
KOMMNEKTi 3 MipHOIO Bignosigasib "340p0oB's Hapoay", nakyBa/lbHNX MaTepianis abo KOMMNEKTYUNX (SKLO
JIOXKKOI0 Y KapTOHHIl HiCTIO YkpaiHa (Bci cTagil 3a3Ha4YeHo B A0CbE) (3aMiHa abo AofaBaHHsA MocTavyasibHUKA);
Kopobui "®apmaueBT BUPOBHMLTBA, CYNyTHS 3MiHa
nyHa KOHTPO/Ib SKOCTI); - 3miHu 3 sKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOMMaHis ToBapucTBoO 3 KOHTeliHep/3aKkynoptoBanbHuii 3aci6. 3MiHa chopmu abo
"3popos'a” 06MEXEHO PO3Mipy KOHTEHepa Uu 3aKynopoBasiIbHOro 3acoby
BiANOBIAA/LHICTIO (NepBMHHOI ynakoBKu) (HeCTepubHI Nikapcbki 3acobm) -
"papmaueBTNYHa BBE/EHHS1 HOBOTO BMPOGHMKA dhniakoHiB nonimepHux TOB
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

10.

AnonyTton

PO34MH NS iH'eEKLA No
1 M1 B CKNSAHUX
amnynax; no 10 amnyn
Y KapTOHHI kopobuj

KO
"BioTexHoc"
A.T.

PymyHis

BiANOBiAa/IbHWIA 32
BTOPWHHE NakKyBaHHSA
Ta BUNycK cepii:
"BioTexHoc" AT,
PyMyHis;
BiANOBIfaNbHWIA 32
BMPOGHMLTBO
Hepo3dhacoBaHol
npoaykKLii, NnepBuHHe
Ta BTOPVHHE
nakyBaHHS:

KO «3eHTiBa» A.T.,
PymyHis

PymyHis

BHECEHHS 3MiH 40 peecTpaviiiHux matepiasis: 3MiHu | Tuny -
AZMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo agpecu
MiCLil NPOBaPKEHHNA AiS/IbHOCTI BUPOOHUKa/iMnopTepa
rOTOBOrO /1iKapCbKOro 3acoby, BK/OYaoUM AiNlbHULI BUMYCKY
cepil abo MicLe NpoBefEHHS KOHTPOSHO AKOCTI. (fisNbHICTb, 3a
AIKy BignoBifae BUPOBHMK/IMNOPTEP, BKIHOHAOUM BUMYCK CEPiil)
- 3MiHa HaliMeHyBaHHs BUpPo6HYKKa 13, 6e3 3MiHM micus
BMpobHUUTBa. 3aTBepmkeHo: KO “biotexHoc” A.T., PymyHis
S.C. / Biotehnos S.A., Romania. 3anponoHoBaHo: “bioTexHoc”
AT, PymyHis / Biotehnos SA, Romania. 3MiHV BHECEHO B
IHCTPYKLi0 AN MeQUYHOro 3acToCcyBaHHA y p. "BupobHuK" 3
BIANOBIAHUMY 3MiHAMW Y TEKCTI MapKyBaHHS YNakoBKu
nikapcbKkoro 3acoby. BBegeHHs 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEepKEHHS. 3MiHM | TNy - 3MiHKM 3 AKOCTIi. FoTOBUIA
nikapcbkunii 3aci6. 3MiHW y BUPOOHMLTBI. 3amiHa abo BBEEHHS
[0[aTKOBOI [i/TbHUL BUPOGHMLTBA A1 YACTUHM abo BCbOro
BMPOBHMYOro NpoLecy rotToBoro Nikapcbkoro 3acoby
(AinbHULA ONA BTOPUHHOIO NaKyBaHHS) - BBEAEHHS
[04aTKOBOro BUpPo6HUuKa “BioTexHoc” AT, Byn. MopoHynyi, 3-5,
M. OToneHi-lnbgos, iHgekc 075100, PymyHis, BignoBigansHOro
3a BTOPUHHE NakyBaHHA. 3MiHK | Tuny - AgMIHICTpaTUBHI
3MiHW. 3miHa HaliMeHyBaHHSA Ta/abo agpecu micus
NpoBaPKeHHSA Ais/IbHOCTI BUPOOHUKA (BK/ItoYaoun, 3a
HeobXiAHOCTI, MicLie NPOBEeAEHHSI KOHTPOJIIO AKOCTI), abo
BacHuka mactep-gaiina Ha A®l, abo noctavasibHUKa
Ad|/BMXigHOrO MaTepiany/peareHTy/MPoMKHOIo NPOAYKTY, L0
3aCTOCOBYIOTbCA Y BUPOOHULTBI ADI (AKLLLO 3a3HAYEHO Y AOChE
Ha nikapcbkuii 3acib) 3a BiACYTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepakKeHoMy
[ocbe, abo BUPOBHVKa HOBOT AONOMDKHOT PEHOBUHY (SIKLLIO
3a3Ha4yeHo y J0CbE) - 3MiHa HaliMeHyBaHHs BUpo6Hunka Ad|
6i0aKTUBHOIO KOHLEHTpaTy 3 Api6HOT MOpPCLKOi pnbu, 6e3
3MiHM Micus BUpOBHULTBA.

3a
peyenmom

UA/6889/01/01

11.

ANbBYMIH
nroanHM 200
rin

PO34unH NS iHQY3il,
200 r/n; no 50 mn abo
no 100 M/1 po34mnHY Y
nAswWyi; no 1 naswui B
KOpoOLi 3 KapTOHY

KegnpioH
C.n.A.

ITanis

KegpioH C.n.A.

ITanis

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny -
3BYXEHHS JONYCTUMUX MEeX AN15 nokasHuka "MikpobHe uncno”,
LLIO BMKOHYETbCS Yy npoueci Bupo6Huytea Albumin bulk.
3anponoHoBaHo: 3pa3ok 8 — < 100 KYO/100 mn; 3minm | Tvny
- AofaBaHHs BUNPO6YBaHb 3a NOKa3HUKOM “"Mikpo6He uncno"y
npoueci Bupo6bHuutea Albumin bulk 3 BignosigH1Mu
KpuTepiamu NpuiiHATHOCTI: 3pa3ok 5 — < 2500 KYO/100 mn;
3pa3ok 6 — <2000 KYO/100 mn; 3pasok 7 — < 1250 KYO/100
m; 3pasok 7 bis — < 1250 KYO/100 mn; 3MmiHn |l Tuny - 3amiHa
nokasHuka "lMiporeHn” y cneumdikaii Ha roToBuin Nikapcbkuii
3aci6 NnokasHMKoM "BbakTepiasibHi eHA0TOKCUHN" 3 KpUTEepieM
npuiiHaTHocTi < 1,0 EO/mn

3a
peyenmom

UA/15876/01/01

12.

AMAPUN®

TabneTtky no 2 mr Ne
30 (15x2): no 15

TOB
"CaHodi-

YkpaiHa

CAHO®I C.IN.A.

ITanisa

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny -
3MiHM LWoao 6e3nekn/epeKTUBHOCTI Ta hapmakoHarnsgy.

3a
peyenmom

UA/7389/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
TabneTok y 6nictepi; ABeHTIC BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHVX MPO cucTemy
no 2 6nictepu B YKpaiHa" thapmakoHarnagy (BBefeHHs y3arasibHeHUX AaHuX Npo
KapTOHHI KOpO6Li cucTemy thapmakoHarnsgy, 3MiHa ynoBHOBaXKeHOi ocobu,
BiANOBIA&UIbHOI 3a 34iiCHEHHS hapMakoHarnsay; KOHTaKTHOI
0cobu 3 chapmakoHarnsay 3asaBHVKa o151 34iIACHEHHS
thapmakoHarnagy B YKpaiHi, K0 BOHA BigMiHHA Bif,
YMOBHOB&XeHOT 0cobu, BiANOBiAaNbHOT 3a 34iACHEHHS
hapmMakoHarnagy (Bk1oYatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Y
po3MilLeHHi MacTep-thaiina cuctemn chapmakoHarnsgy) -
3MiHa YNMOBHOB&XEHOI 0CO6M 3asBHMKa, BigNoBigabHOT 3a
thapmakoHarnag,.
MponoHoBaHa pepakuin: Xogakiscbka TeTaHa BsyecnasiBHa.
3MiHa KOHTaKTH/X AaHnX YNOBHOBEXKEHOT 0CO6U 3aABHNKA,
BiANOBiAa/IbHOT 38 hapmakoHarnsz
13. AMAPUN® Tabnetkn no 4 mr; Ne TOB YkpaiHa CAHO®I C.IN.A. ITanis BHECEHHS 3MiH 4,0 pPEeeCTpaLiiHNX maTtepiasiB: 3miHu | Tuny - 3a UA/7389/01/03
30 (15x2): no 15 "CaHodi- 3MiHM WoAo 6e3nekn/edheKTNBHOCTI Ta chapmakoHarnsgy. peyenmom
Tabnetok y 6nictepi; ABeHTIC BBeneHHs1 abo 3MiHU [0 y3arasibHEHUX AaHWX NPO cUcTeMy
no 2 6nictepu B Ykpaina"

KapTOHHIli KopoobLi

thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX aHnx npo
cuctemy hapmakoHarnagy, 3MiHa ynoBHOBakeHOi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay; KOHTaKTHOI
0cobu 3 hapmakoHarnsay 3asiBHUKa 415 34iACHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA Bif,
YMNOBHOBaXXEHOT 0c0o6U, BiANOBIAaNbHOT 3a 34iACHEHHS
thapmakoHarnsgy (BKIuvatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilLieHHi MacTep-chaiina cuctemu hapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOT 0CO6U 3asBHYKa, BigNoBigabHOI 3a
hapmakoHarnag,.
lMponoHoBaHa pepakuis: XogakiBcbka TeTaHa BauecnasiBHa.
3MiHa KOHTaKTHUX JaHUX YNOBHOBaXXEHOT 0COOU 3asiBHMKA,
BiANOBIAA/IbHOI 32 hapmakoHarnsg
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6nicTepu y KapTOHHIN
Kopobui

nnisku B.p.3.2.P.7 po sumor CTD chopmaTy, a came
BWNYYEHHS iHhopMaL,ii Npo nocTavanbHUKIB, TEPMiHY
npuaaTHOCTi YMOB 36epiraHHs Ta iHLWOT He3Ha4HoI iHchopmalii.
HapaHHs po3giny 3.2.P.7. aHrnilicbkolo MOBOHO (Ha 3aMiHy Big,
POCIACbCKOMOBHOT BEpCil, L0 3a3HavYeHa Ha AaHuii MOMEHT)
[N rapMOoHi3aL,ii 4oKyMeHTaLiil 3 oKyMeHTaLlielo BUPOOHUKa;
3MiHK | TUNY - NpUBeAEeHHS iHdopmaLii Woa0 NepBUHHOT
ynakoBKM antoMiHieBOi chonbrn B.p.3.2.P.7 go sumor CTD
hopmarty, a came BUyYeHHs iHdhopMmadii npo

nocTavasibHuKIB, TEPMiHY NPUAATHOCTI YMOB 36epiraHHs Ta

iHLOI He3HauHoT iHchopmauii. HagaHnHs posginy 3.2.P.7.
aHrNincoLKo MOBOLK (Ha 3aMiHy Bif, poCiicbCKOMOBHOT BepCil,

1110 3a3Ha4YeHa Ha AaHuii MOMEHT) A/1si rapMoHi3auil

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
14. AMAPUN® Tabnetkv no 3 mr Ne TOB YkpaiHa CAHO®I C.IN.A. ITanisa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 3a UA/7389/01/02
30 (15x2): no 15 "CaHodi- 3MiHM WoAo 6e3nekun/edheKTUBHOCTI Ta thapmakoHarnaay. peyenmom
Tabnetok y 6nictepi; ABeHTIC BBefeHHs ab0 3MiHW [0 y3araslbHEHUX AaHWX NPOo cucTemy
no 2 6nictepu B YkpaiHa" thapmakoHarnsgy (BBeAEHHS y3arasibHeHNX aHux npo
KapTOHHI KOpo6L cuctemy chapmakoHarnagy, 3MiHa ynoBHOBaXKeHoi 0cobu,
BiNOBIfA/IbHOT 3a 34iICHEHHS hapMakoHarnsay; KOHTaKTHOT
0cob6u 3 chapmakoHarnsay 3asaBHVKa 415 34iACHEHHS
hapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
YNOBHOBaXXEHOI 0CO6U, BiiNOBIAAIbHOI 3a 3[iICHEHHS
chapmakoHarnsgy (BKIuyatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilLleHHi MacTep-chaiina cuctemn hapmakoHarnsgy) -
3MiHa YNOBHOBaXKEHOT 0CO6U 3asiBHMKA, BifnoBigabHOI 3a
thapmakoHarnsg,.
MponoHoBaHa pepakuin: Xoaakiscbka TeTaHa BsyecnasiBHa.
3MiHa KOHTaKTHMX faHWX YNOBHOBAXEHOI 0COOM 3asBHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg
15. AMAPUN® M | TabneTku, BKPUTI TOB Ykpaina XeHAoK IHK. Pecny6nika BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - 3a UA/9859/01/02
2Mri/soomr 060/10HKO0; Ne30 "CaHodi- Kopest 3MiHM Wo[0 6e3nekn/eeKTUBHOCTI Ta hapmakoHarisgy. peyenmom
(10x3): no 10 ABeHTIC BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHVX MPO cucTemy
Tabnetok y 6nictepi: YkpaiHa" hapmakoHarnagy (BBe4eHHs y3arasibHeHUX JaHuX Npo
no 3 6nictepu B cucTemy thapmakoHarnsgy, 3MiHa ynoBHOBaXKeHOT ocobu,
KapTOHHIli Kopoobui BiANOBIAa/IbHOI 3a 34iiCHEHHS hbapMakoHarnsay; KOHTaKTHOI
0cobu 3 chapmakoHarnsay 3asaBHUKa o151 34iACHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Bif,
yMOBHOBaXeHOT 0cobu, BigNoBiAaNbHOT 3a 34iACHEHHS
hapMakoHarnagy (Bk1o4Yatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Yy
po3MiLLeHHI MacTep-thaiina cuctemn hapmakoHarnsgy) -
3MiHa YNOBHOB&XEHOI 0CO6M 3asBHKKA, BignoBiganbHOT 3a
thapmakoHarnag.
MponoHoBaHa pepakuin: Xogakiscbka TeTaHa BsiyecnasiBHa.
3MiHa KOHTaKTH/X AaHnX YNOBHOBaXKEHOT 0CO6U 3aABHNKA,
BiANoBiAa/IbHOI 38 hapmakoHarnsg
16. AMBPOCAH® | Tabnetku no 30 Mr no NMPO.MEA.L, Yecbka MPO.MEA.LUC Mpara Yecbka BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepiasiB: 3miHu | Tuny - 6e3 UA/8271/01/01
10 TabneTok y C Mpara a.c. |Pecny6nika a.c. Pecny6bnika npvBefeHHs iHhopmMal,i LWoao nepBUHHOT ynakoBku MBX peyenma
6nictepi; no 2
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
OOKyMeHTauii 3 JOKyMeHTaLjielo BUPOOHWMKa; 3MiHu | Tuny -
po3gin 3.2.P.7. npusegeHo o CTD dopmary, 6yn1o Buay4yeHo
3acTapini NoKasHUKN AKOCTI NEPBUHHOI YNakoBKW, a came
nokasHuk skocTi "Foil width"; 3minm | Tuny - po3gin 3.2.P.7.
npueegeHo fo CTD copmaTy, 6yn0 BUIy4eHo 3actapini
NOKa3HUKN SKOCTI NEPBUHHOI YNakoBKW, & came NOKa3HWK
akocTi "Thickness of foil in cross-sectio-"; 3miHu | TUNy - po3gin
3.2.P.7. npusegeHo o CTD copmary, 6ys1o BuIy4eHo
3acTapini NoKasHUKN AKOCTI NEPBUHHOI YNakoBKW, a came
nokasHuk skocTi "Coil inner diameter- -"; 3miHn | TURY - po3gin
3.2.P.7. npusegeHo o CTD copmary, 6ys1o Buny4eHo
3acTapini NoKasHUKN AKOCTI NEPBUHHOI YNakoBKW, a came
nokasHuk skocTi "Foil widt"; 3miHum | Tuny - posgin 3.2.P.7.
npueegeHo fo CTD copmaTy, 6yn0 BUIy4eHo 3actapini
MOKa3HWKN AKOCTi NEPBUHHOTYNAKOBKM, & came MOKa3HWK SKOCTI
"Mas",
3MiHuM | TUny - po3gin 3.2.P.7. npusegeHo go CTD copmaty,
6y/10 BUYYEHO 3acTapisli NOKa3HUKN SKOCTi NEPBUHHOT
yMakoBKku, a came nokasHuk sikocTi "Coil inner diameter”; 3miHun
| Tuny - po3gin 3.2.P.7. npueeneHo fo CTD copmaty, 6yno
BWIyYEHO 3acTapisli NOKa3HUKN AKOCTI NEPBUHHOI yNakoBKK Ta
BHECEHO He3HauHi YTOYHEHHS A0 nokasHuka "Onuc”; 3miHu |
TMny - po3ain 3.2.P.7. npuseaeHo go CTD dhopmary, a came
BUyYaETbCA iH(hOpMaLList LWoAo cneundikauii KOHTPO
SIKOCTi BTOPMHHOI YNaKOBKW - KAPTOHHOT KOPOGKM
17. AMIAKY pO34nH ons MPAT Ykpaina MPAT "®ITO®APM" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - Ges UA/0407/01/01
PO34YUNH 30BHILUHLOIO "®ITOGAPM BBEAEHHS 404ATKOBOro TEOPETUYHOro po3mipy cepii (1000 kr/ peuyenma
3actocyBaHHs 10% no " 1000 n) 3anponoHoBaHo 500 kr/500 n; 1000 kr/ 1000 n
40 mn abo no 100 mn
y hniakoHax CKASHUX;
no 200 mny
dhnakoHax CKNsHUX 3
KOHTPOMEM NepLIoro
BiAKPUTTS; No 40 mn
a6o no 100 mn, a6o
no 200 mny
dhnakoHax nosiMepHUx
3 KOHPOJ/IEM NEpPLLIOro
BIAKPUTTSA
18. AMIKALUUNHY KpucTanivyHmi NAT Ykpaina LLleHAoHT AHKCIH Kutaii BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - - UA/14269/01/01
CYNb®AT NMOpOLUOK (Cy6CcTaHLis) "Kuismeanp dapmacbtoTikan Ko., AZMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo agpecu
y NOoABIAHNX enapar" nra. MiCLSt NPOBaKEHHS AisiNIbHOCTI BUPOGHYMKA (BKItOHaouu, 3a

nonieTnIeHoBUx
nakeTtax Ans
BMPOGHMLITBA
CTepUSIbHUX
niKkapcbknx 3acobis

HeobXiAHOCTI, MicL,e NPOBEeAEHHS KOHTPO/IIO SKOCTI), abo
BNacHuKa macTep-thaiina Ha A®l, abo noctavyasibHUKa
Adl/BnxigHoro matepiany/peareHTy/NPOMIKHOTO MPOAYKTY, L0
3aCTOCOBYHOTLCA Y BUPOOHULTBI API (AKLO 3a3HAYEHO Y AOCbE
Ha nikapcbkuii 3acib) 3a BiACyTHOCTI cepTudikata
BiANOBIAHOCTI E€Bponeiichkili hapmakonei y 3aTBepakeHoMy
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
[ocbe, abo BUPOOHKKA HOBOT AOMOMDKHOT PEHOBMHY (SIKLLIO
3a3HayeHo y [0CbE) - 3MiHa Ha3BW Ta agpecu BUpobHuKa Ad|
(AmikauuHy cynbparty), 6e3 3MiH1 MicL BUPO6HMLTBA
19. AMIHOCTEP PO34uH NS iHQY3il; ®peseHiyc | HimeuumHa ®peseHiyc Kabi ABcTpis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - 3a UA/0948/01/01
N H-renA no 500 MmN y dprakoHi; Kabi ABcTpiss TM6X 3MiHM 40 MeToZiB BUNPo6yBaHHA /13 3a NOKa3HUKOM peyenmom
no 10 chnakoHis y [onunang «KinbkicHe BU3HaueHHs L-TpuntodaH», a came 3amiHa
KapTOHHIli KopoobLi 6X MeToAy BUNpobyBaHHsA 3aTBEpPKEHO: MeTog, 06epHEHO-
hazoBoi xpoMaTorpadii; 3anponoHoBaHo: BEPX; 3miHu | Tuny
- 3MiHM 0 MeTogiB BUNpo6yBaHHsA /13 3a NokasH1KoM
«KinbkicHe BM3HaueHHs L-izoneiuuH, L-neiumH, L-nisvH, L-
METIOHIH, L-cpeHinanaHiu, L-TpeoHiH, L-TpuntodaH, L-BaniH, L-
apridiH, L-rictnavH, raiuvH, L-anaxin, L-nponiH, L-cepunH», a
came 3aMiHa MeTofy BMNpPoOyBaHHA 3aTBEPAKEHO: METOA
nocT-xpomartorpagiyHoi gepuBaTusauii 3 HiHFigPUHOM;
3anponoHoBaHo: BEPX; 3MiHu | TURy - 3mMiHM A0 mMeToaiB
BUNpobyBaHHA 13 3a nokasHWKOM «KinbkicHe BU3HAYEHHS
AueTaTn», a came BUIyYeHHS albTepHaTUBHOIO MeToay
BMNPOGYBaHHSA
20. AMIOOAPOH | Tabnetku no 0,21, no MpuBatHe Ykpaina MpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - 3a UA/8904/01/01
10 TabneTok y akuioHepHe TOBapuUCTBO "J1eKXiM- noJaHHs OHOB/IEHOro cepTudpikarty BignoBigHOCTI peyenmom
6nicTepi; no 3 TOBapuCTBO Xapkis" €sponelicbkoi hapmakonei gns APl amiogapoHy
6nicTepy B nayuj 3 "Jlekxim- rigpoxnopugy CEP No. R1-CEP 2003-216-Rev 08 (nonepegHs
KapToHy Xapkis" Bepcis CEP No. R1-CEP 2003-216-Rev 07) Big Bxe
3arBepaxeHoro BupobHuka Glenmark Life Sciences Limited,
India.
21. AMIOAAPOH | Tabnetkm no 0,2, in MpusatHe Ykpaina MpuBaTHE aKLioHepHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | TRy - - UA/8905/01/01
bulk: no 3000 akuioHepHe TOBapUCTBO "J1EeKXiM- noJaHHs OHOB/IEHOTo cepTudpikarty BignoBigHOCTI
Tabnetok y TOBapuUCTBO Xapkis" €Bponelicbkoi hapmakonei ans A®| amiogapoHy
KOHTelHepax "Nlekxim- rigpoxnopugy CEP No. R1-CEP 2003-216-Rev 08 (nonepefHs
naacTMacoBux Xapkis" Bepciss CEP No. R1-CEP 2003-216-Rev 07) Big BxXe
3aTBepxeHoro BupobHuka Glenmark Life Sciences Limited,
India.
22. AMIOOAPOH | nopoLuok MpvBaTHE YkpaiHa "nenmapk Naiid IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - - UA/17347/01/01
Yy KpucTaniyHmi akuioHepHe CaiieHci3 flimiTeq noJiaHHs OHOBJIEHOro cepTudpikarty BifgnoBigHOCTI
FIAPOXNMOPU | (cy6ecTaHuis) y TOBapUCTBO €sponeiicbkoi dhapmakonei ansa A®l amiofapoHy
a noaBinHNX "Nekxim- rigpoxnopugy CEP No. R1-CEP 2003-216-Rev 08 (nonepegHs
nonieTnIeHoBux Xapkis" Bepcis CEP No. R1-CEP 2003-216-Rev 07) Big Bxe
MiLlKax ans 3aTBepAKeHoro BupobHrka Glenmark Life Sciences Limited,
thapmaueBTUYHOro India
3aCTOCYyBaHHSA
23. AHTUNDNY® NnopoLIoK ANns TOB Ykpaina MepBuHHA Ta CWA BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 6e3 UA/4910/02/01
OpasIbHOro PO34nHY, "Baviep" BTOPMHHA ynaKkoBkKa, 3MiHu 3 skocTi. CepTuddikat BignosigHocTi/lE-cepTucpikart peyenma

no 17 r y naketi; no 5
NakKeTiB y KAPTOHHIi

[l03BiN Ha BUMNYCK
cepii: KoHTpakTt

BiANOBIAHOCTI EBponeiickkili hapmakonei/MmoHorpadii. 3miHu,
noB'si3aHi 3 HEOBXIAHICTIO MPUBEAEHHS Y BiANOBIAHICTb A0
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Kopobui dapmakan MoHorpadii APY abo €sponeiicbkoi thapmakonei, abo iHwoi

KopnopeiiwH, CLUA;

Bupo6HuuTBO in bulk:

KoHTpakT ®apmakan
KopnopeiiwH, CLUA

HauioHanbHOI hapmakonel gepxasn €C - 3MiHN y
cneuudikauii APl XnopdeHipamiHy manear - npuBefeHHs
po3giny 3.2.5.4.1.01 peecTpauiiiHoro Aockbe ANs
xnopeHipaMiHy Manearty y BignoBigHICTb A0 YAHHOI pefakLii
MoHorpadii USP.; 3MiHu | Tuny - 3miHu 3 sikocTi. FoToBWiA
nikapcbknii 3aci6. 3MiHM y BUPOGHMUTBI. 3amiHa abo BBEAEHHS
[0[aTKOBOT AiNbHULI BUPOBHULTBA A/19 YACTUHN ab0 BCbOro
BMPOBHMYOro NPOLECY roTOBOrO J1iKapCbKOro 3acoby
(BinbHULA, Ha SKIN NpoBOAATLCA OyAb-AKi BUPO6HUYI cTagjl, 3a
BMHSATKOM BUMYCKY Cepili, KOHTPO/IO AKOCTi, NEPBMHHOIO Ta
BTOPVHHOTO MaKyBaHHS, A4/15 HECTEPUSTbHUX NiKapCbKNX
3ac06iB) - OHOBMEHHS agpecy BUPOBHKKa roTOBOro
nikapcbKoro 3acoby y peecTpaviiiHoMy [0Cbe Niapo3ain
3.2.P.3.1.01 - KoHTpakT ®apmakan KoprnopeiLH
(Bnpo6HMLTBO in bulk), 3a agpecoto: 160 Kommepc Apaiis,
Xonor, Hto-Vopk 11788, CLUA - npuBe/fieHHs Y BianoBiaHicTb
[0 Micusa hakTMyHoro posrallysaHHs nignpyvemcTsa (150
&160 Kommepc [lpaiis, Xonor, Hbto-Mopk 11788, CLLA); 3miHu
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. KoHTporsib
[OMNOMDKHMX peyoBUH. 3MiHa napameTpiB cneyudikauiin Ta/abo
JONYCTUMUX MEX AN AOMOMDKHOT PeYOBUHY (JONOBHEHHS
cneuudikaLii HOBUM MOKA3HMKOM 3 BiNOBIAHUM METOA0M
BUNpobyBaHHs) - MpuBeaeHH crnevudikaii 4oNOMXHOT
PeyvoBMHM caxapo3a [0 3anpornoHOBaHOI BUPOGHMKOM B/1aCHOI
in-house cneumdikayii (ZogaHo BUNPO6yBaHHA BMICTY
CBUVHLIO, OMUC PEYOBUHU caxapo3a Ta pesy/ibTaT NPoBeAeHHS
ineHTudbikauii (Bignosigae ctaHgapTy)); 3miHu | TMny - 3MiHW 3
sKocTi. FoToBMIA Nikapcbkuii 3aci6. KOHTPOb AOMNOMIXHMX
peyoBVH. 3MiHa NapameTpiB cneyudikaliin Ta/abo gonycTumMmx
MeX 4151 [OMOMIXHOT pevoBMHU (BUTYHYEHHS 3i cneundikauii
HEe3Ha4YHOro nokasHuka (Hanpukiag 3actapifioro NokasHuka)) -
BuganeHHs 3i cneumdikadii ONOMiIXHOT pevyoBUHU caxaposa
3acTtapinux nokasHukis(Color, Sediment, Ash %, Sucrose %,
Invert %, USS screen 20, USS screen 40, USS screen 100,
Yeast, Molds, Mesophiles, E.coli, Salmonella, Coliforms,
Staphylococcus Aureus, Pseudomonas Aeruginosa) -
npvBefeHHs cneuudikauii JONOMKHOT pevyoBMHN caxaposa 4o
3anponoHOBaHOI BUPOGHMKOM BlacHOI in-house; 3miHu | Tvny -
3MiHu 3 sKocTi. [oTOBWMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akyrnopoBasibHWii 3aci6. 3MiHa Y NepBUHHIl
yNaKoBLji FOTOBOrO NikapcbKoro 3acoby (Tun koHTeliHepa abo
[04aBaHHA HOBOTO KOHTelHepa) - TBepai, M'ski Ta
HecTepw/bHI pifkKi Nikapcbki chopmu - JogaBaHHsA
anbTepHaTUBHOIO MaTtepiany NepBMHHOI YNakoBku (nakeT Ans
nopoluky) Fasson Rapid-Roll 25# PPFP (Spec # 79850) go
3aTBepmxeHoro Fasson Rapid-Roll 25# PPFP (Spec # 75744);
3MiHK | TMNY - 3MiHK 3 SIKOCTi. FTOTOBWIA NiKAPCbKMiA 3aci6.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3MiHM Yy BUPOGHMUTBI. 3MiHM y NpoLieci BUPOGHMLTBA FOTOBOIO
NikapCcbKoro 3acoby, BK/IKOYa0UM NPOMIKHWIA NPOAYKT, LU0
3aCTOCOBYETLCA NPY BUPOBHULTBI FOTOBOrO NiKapCbKoro
3acoby (He3HayHa 3MiHa y npoLeci BUPO6HMLTBA) -
MepeHeceHHs BifGOpY CyMilli 3 eTany BUPOGHMYOro npouecy
«[,0 OCTATOYHOrO BMBAHTaXKEHHSA CyMilli 3 6eHaepa» 8o
eTany «Mic/s 0OCTaTOYHOro CKUAaHHS CyMilli B 6apabaHu.
Takum YMHOM, 3paskn CyMillli 415 NOAABLIOTO KOHTPOIO
6yayTb OTpMMyBaTucs 3 bapabaHy, a He i3 6neHgepa
6e3nocepeHbo; 3MiHW Il TMny - 3MiHW 3 AKOCTI. [oTOBWIA
nikapcbkuii 3aci6. KOHTPO/b AOMOMIXHMX PEYOBUH. 3MiHa
napameTpiB crneuudikaLliii Ta/abo AonycTMMUX MexX A1
[OMOMDKHOT peYOBMHM (3MiHA 3HAXOAUTLCSA Mo3a
3aTBEPMKEHUMY [ONYCTUMUMUN MeXaMu cnewudikaLii) -
Po3wurpeHHa gonyctummx mex crneumdikayii g1 onomMiKHOT
peyoBUHM caxaposa 3a n. «Bonorictb» 3 MakcumasnbHoi 0,05%
80 NMT 0,3%
24, APUMIAEKC TabneTku, BKpUTI AcTpa3eHek Benuka Brpo6HWK nikapcbkoro CLIA/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 3a UA/2417/01/01
MN/1iBKOBOIO a toOK BpuTtaHis 3aco6y "in bulk": Benuka AnMiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu peyenmom
060/10HKO10, N0 1 Mr; NimiTen AcTpa3eHeka BpuTaHis 3asiBHUKA (BNacHMKa peecTpaLiiiHoro NocBig4eHHs!) - 3MiHa
no 14 tabnetok y dapmacsrotukasnc M, agpecy 3asBHvKa (BBefeHHS 3MiH NpoTArom 6-Tu Micauis
6nicTepi; no 2 CLIA; nicns 3aTBepmKeHHS)
6nicTepy y KapTOHHil Bnpo6HuK,
KOpOO6L BiNOBIgabHWI 3a
nakyBaHHS Ta BUNYyCK
cepi:
AcTpa3eHeka HOK
NimiTen, Benvka
BpuTaHis
25. ACNBPOKC TabneTky wunyyi no TOB Ykpaina dapmaEcTika EcToHis BHECEHHS 3MiH [0 peecTpavliiiHiX MmaTepiasis: 3MiHa 3asBHMKa 6e3 UA/14270/01/01
200 wmr; no 24 «YOPN[ MaHyakTypiHr (BnacHvka peecTpadiiiHoro noceigueHHs) (3rigHo Hakazy MO3 peyenma
Tabnetkn y nexHani; no | MEANLH» (PapmaEcTika Bif 23.07.2015 Ne 460). 3MiHV BHECEHI B IHCTPYKLIitO 415

1 neHany B KapTOHHIi
kopo6ui; no 2
TabneTku y cTpuni; no
5 a6o 10 cTpuniB y
KapTOHHIlA KopoobLi

MaHyhakTypiHr TOB)

MeAMYHOro 3actocyBaHHs /13y p. "3asBHuUK" 3 BignoBigHUMY
3MiHaMW B TEKCTi MapKyBaHHS ynakoBOK (BBefeHHS 3MiH
NPOTArom 6-Tv MiCAILIB MiCNA 3aTBEPAKEHHS); 3MiHU | TUny -
3MmiHu Wwopao 6esnekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBeieHHs1 @60 3MiHM [0 y3arasibHeHUX JaHnX Npo cuctemy
chapmakoHarnsgy (BBeeHHs y3araibHeHUX AaHux npo
cuctemy chapmakoHarasgy, 3miHa ynoBHOBaXKeHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay; KOHTakTHOI
0ocobu 3 chapmakoHarnsay 3asaBHVKa o5 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa BigMiHHA Bif,
YMOBHOBaXeHOT 0cobu, BigNoBiAaNbHOT 3a 34iACHEHHS
hapmakoHarnagy (BKIoYatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Yy
po3MiLLEeHHI MacTep-thaiina cuctemn hapmakoHarnsgy) -
3MiHa YNOBHOBaXXeHOT 0COOM 3asiBHUKA, BiAMOBIAa/IbHOI 3@
thapmakoHarnsag. fitoya pepaxuis: Casiwesa Jlapuca /
Savishcheva Larisa. NponoHoBaHa pefakuis: MNyano FaHHa
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n/n

Hassa
JliKapcbKo20

Popma sBUMYCKY
(nikapcbka ¢hopma,

3asaBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

3acoby

ynakosKa)

CraHicnasiBHa. 3MiHa KOHTaKTHMX AaHUX YNIOBHOBaXKEHOT
0cobu 3asiBHUKA, BiANOBIAa/IbHOI 3a hapMakoHarnsg. 3miHa
Micus 34iiCHEHHA OCHOBHOI AiSNIbHOCTI 3 hapmakoHarnsgy.

3miHa MicLe3HaxomkeHHs1 MacTep-chaiina cucremm
thapMakoHarnagy; 3miHu | Tuny - 3MiHu Wwoa0
6e3nekn/edeKkTnBHOCTI Ta thapmakoHarnagy (iHwi 3MiHn) -
BHeceHHs 3miH fo po3giny MKA N13: «MAPKVIPOBKA» fitoua
pegakuif: MAPKMPOBKA CornacHo yTBepXAEHHOMY TEKCTY
MapK1poBKM, KOTOPbI NpunaraeTcs. MpornoHoBaHa pesakLis:
MAPKVPOBKA CornacHo yTBepXaEHHOMY TEKCTY
MapKk1poBKky. OHOBNEHHS TEKCTY MapKyBaHHS YNakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmaLii Wwoao
3a3HayYeHHs OAVHMLB BUMIPIOBaHHA Y cucTeMmi SI Ta
BMAAIEHHS iHhopMaLii Lo 3a3aHaYa€eTbCsA POCICHKO MOBOH
(BBeAEeHHS 3MiH NPOTAroM 6-TW MicsLiB Nicns 3aTBEpPAKEHHS)

UA/14270/01/02

26.

ACUBPOKC

TabneTky wunydi no
600 mr, no 12
TabneTok y neHani; no
1 neHasny B KapTOHHIi
Kopo6Lj; no 2
Tabnetkv y cTpuni; no
5 a6o 10 cTpuniB y
KapTOHHIlA KopooLi

TOB
«YOPA],
MEANLMH>

YkpaiHa

dapmaEcTika
MaHydakTypiHr
(PapmaEcrTika
MaHydakTypiHr TOB)

EcToHis

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasis: 3MiHa 3asBHMKa
(BnacHvKa peecTpauiiiHoro noceigueHHs) (3rigHo Hakazy MO3
Big 23.07.2015 Ne 460). 3MiHM BHECEHI B IHCTPYKLUitO A5
MeZMYHOro 3actocyBaHHs f13 y p. "3asBHuUK" 3 BigNoBiAHUMY
3MiHaMKn B TEKCTi MapKyBaHHS yNnakoBOK. BBefjeHHS 3MiH
NPOTAroM 6-T MICALIB NiC/sA 3aTBEPKEHHA. 3MiHu | Tuny -
3MiHu Wwopao 6e3nekn/edekTUBHOCTI Ta hapMakoHarisay.
BBeeHHs1 ab0 3MiHM [0 y3arasibHeHUX JaHnX Npo cucTemy
chapmakoHarnsgy (BBeEeHHs y3araslbHeHUX AaHux npo
cuctemy hapmakoHarnagy, 3MiHa ynoBHOBaXkeHOi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay; KOHTaKTHOI
0cobu 3 hapmakoHarnsay 3asiBHUKa 415 34iACHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif,
YMNOBHOBaXXEHOT 0c0o6M, BiANOBIAaNLHOT 3a 34iCHEHHS
thapmakoHarnsgy (BKIuvatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilLieHHi MacTep-chaiina cuctemu hapmakoHarnsgy) -
3MiHa ynoBHOBaXeHOI 0cobu 3asBHUKA, BiANOBiAa/IbHOI 3a
hapmakoHarnsg. fitoya pegaxuis: Casiwesa Jlapuca /
Savishcheva Larisa. MNponoHoBaHa pegakuis: MNyano FaHHa
CraHicnasiBHa. 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT
ocobu 3asBHUKA, BIANOBIAA/ILHOI 3a hapmakoHarnsag. 3miHa
MicLS 34iiCHEHHS OCHOBHOI AisiNIbHOCTI 3 hapMakoHarnsay.
3MiHa MicLe3HaxoMKeHHs MacTep-chaiina cucremm
thapmakoHarnagy. 3minu | Tuny - 3miHu Woao
6e3nekn/edpeKkTNBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) -
BHeceHHs 3MiH fo po3giny MKA N13: «sMAPKUPOBKA». fditova
pegakuis: MAPKMPOBKA CornacHo yTBepXaéHHOMY TeKCTy
MapKVpOBKM, KOTOPbI npunaraeTcs. MponoHoBaHa peakLis:
MAPKVPOBKA CornacHo yTBepXaEHHOMY TEKCTY
MapKk1poBKu. OHOB/EHHS TEKCTY MapKyBaHHS YNakoBKU
nNikapcbKoro 3acoby 3 BHECEHHSAM iHhopMmaL,i Woao
3a3HayYeHHs1 OAVHMLb BUMIPIOBaHHA Y cucTemi Sl Ta

BUAAIEHHS iHhopMalLii Lo 3a3HaYaETbCS POCIICbKOK MOBOH.

6e3
peyenma
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BBeAEeHHS1 3MiH NPOTAroM 6-TU MICALIB NiC/1A 3aTBEPKEHHS.
27. ADNYBIH® Kpem 1 %;no 2r B TOB Ykpaina BMPOBHMLTBO 3a Benbris BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 6e3 UA/7440/01/01
NEHUWMKNOB | T1y6i, no 1 Ty6iy «MEPPIFO NMOBHUM LMK/IOM: ALMIHICTpaTUBHI 3MiHW. BrnyyeHHs BUPO6HUYOI AinbHUL peyenma
IP KapTOHHIli KopoobLi YKPAIHA» MepxeHikc BeHentokc (Brtovaroum ginbHuui ans A®|, npoMixxHOro NpoaykTy abo
HB roTOBOrO NikapcbKoro 3acoby, AiNbHULI 4718 NPOBEAEHHS
nakyBaHHs, BUPO6HYKa, BignoBiAanbHOro 3a BUMYCK Cepild,
MicL,e NpoBeAeHHS KOHTPOJIO cepii) abo nocTayvasibHuKa
BUXiQHOrO MaTepiasly, peareHTy abo LONOMIXHOI pevyoBUHU
(AKLLLO 3a3HAYEHO Y A0CbE) BUTYYEHHS BUPOGHYMKa MN13
HoBapTic ®apma lMNpoaykuioHc M6X, HimevunHa,
Bi4NoBiAaIbHOro 3a BUPOBGHULITBO JTiKAPCLKOro 3acoby,
NepBYHHE NakyBaHHS, BTOPUHHE NaKyBaHHS, KOHTPO/Ib SKOCTI
28. BAPIHO NMopoLoK ANns TOB "UcTok- | YkpaiHa TOB "WcTok-IMntoc” YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - 3a UA/11557/01/01
CYNb®AT NPUroTYBaHHSA Mntoc" BUIyYeHHs1 BUpobHuKa A®I Bapito cynbaTy Qingdao peyenmom
ana cycneHsii, no 80 r Dongfeng Chemical Co., Ltd, China/ KBiHrgao [oHdeHr
PEHTIEHOC MOPOLLKY Y KOHTeliHepi Kemikan Ko,, /itg, Kutaii; 3anponoHoBaHo: Qingdao Red
Konii y nauuj abo 6e3 Butterfly Precision Materials Co., Ltd, China/ Llnngao Pen
nayku; no 80 ry BatTepdnaii MpeciwvH Marepianc Ko., ITa, Kntaii:
nakeTi, no 10 nakeTis BMPOBHWLTBO, NEPBUHHE NakKyBaHHS, BTOPUHHE NaKyBaHHS,
y kopo6uj; no 100 r KOHTPO/b AKOCTi; TOB "UcTok-MNntoc", YkpaiHa: BTOpYHHE
MOPOLLIKY Y nakeTi, no nakyBaHHs (MapKyBaHHS), KOHTPOJIb SKOCTI, BiAMNOBIAa/TbHUI
5 nakeTiB y KOpooLli 3a BUMYyCK cepif)
29. BEKNA30H- aepososib Ans TOB «TeBa YkpaiHa HopTtoH (Batepdopa) Ipnaxgis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3mMiHa 3asBHUKa 3a UA/5384/01/02
EKO iHransuii, no 250 YkpaiHa» Nimiten, T/A AMBEKC (BnacHvKa peecTpauiitHoro noceig4YeHHs). 3MiHN BHECEHI B peyenmom
MKr/go3y no 200 po3y dPapmacboTrKan3 TEeKCT MapKyBaHHS YNakoBOK J13 Ha TUTY/IbHY CTOPIHKY LLOA0
6as10HuVKKY 3 IpnaHgia T/A Tesa Ha3BW 3asBHUKA; 3MiHK | TUNY - 3MiHK Wo40
iHransayinHm dapmacboTukans 6e3nekn/edhekTBHOCTI Ta papMakoHarnsay. BeeaeHHs abo
MPUCTPOEM Yy KOPOOLI| IpnaHgis 3MiHW [0 y3ara/lbHEHNX AaHnX Npo cucteMy hapMakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHWX NPO cucTemy
hapmakoHarnsgy, 3aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsAy; KOHTakTHOI
0ocobu 3 chapmakoHarnsay 3asaBHUKa o5 34iACHEHHS
hapMakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHA Big,
YMNOBHOBaXeHOT 0cobu, BigNoBiAaNbHOT 3a 34iACHEHHS
thapmakoHarnsgy (BKovaoum KOHTaKTHI AaHi) Ta/abo 3MiHu Y
pO3MiLLEeHHI MacTep-chaiina cuctemn hapmakoHarnsgy) -
3MiHa YNOBHOBaXXeHOT 0COOM 3asiBHUKA, BiAMNOBIAa/IbHOI 3a
hapmakoHarnsag. Aitoya pegakuis: Orit Stern-Maman.
MponoHoBaHa pegakuis: buctpoa OkcaHa BitaniiBHa. 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHOI 0CO6U 3asBHUKA,
BiANOBIAa/IbHOI 3a (hapmakoHarnsg
30. BEKNA30H- aepo3osb Ans TOB «TeBa YkpaiHa HopToH (Batepdopa) IpnaHgjs BHECEHHS 3MiH [0 peecTpaLiiiHiX MaTepiasiB: 3MiHa 3asBHMKa 3a UA/5384/01/01
EKO iHransuiii, no 100 YkpaiHa» Nimiten T/A AVBEKC (BNacHvKa peecTpauiiHoro nNocBig4eHHs1). 3MiHM BHECEHI B peyenmom
MKr/go3y, no 200 o3y PapmacboTrKan3 TEeKCT MapKyBaHHS yNakoBOK J13 Ha TUTY/IbHY CTOPIHKY LLOA0
6as1oHuKKy 3 IpnaHgia T/A TeBa Ha3BW 3asBHUKA; 3MiHU | Tvny - 3MiHK Woao
iHransAuiiHim dPapmacboTukans 6e3nekn/ehekTUBHOCTI Ta hapMakoHarnsgy. BeeaeHHs abo
NPUCTPOEM Y KOpobLi IpnaHgis 3MiHW [10 y3araJibHeHUX AaHnX Npo cucTemy hapmakoHarnsgy
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

(BBEAEHHSA y3ara/lbHEHVX AaHUX NPO CUCTeMy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHo! ocobu,
BiNOBIfa/IbHOT 3a 34iICHEHHS hapMakoHarnsay; KOHTaKTHOT
0cobu 3 chapmakoHarnsay 3asaBHVKa 415 34iACHEHHS
hapMakoHarnagy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
YNOBHOBaXXEHOI 0CO6U, BifiNOBIAAIbHOI 3a 3[iICHEHHS
chapmakoHarnsgy (BkIuyatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilLleHHi MacTep-chaiina cuctemn hapmakoHarnsgy) -
3MiHa yNnoBHOBaXXeHOI 0CcOobM 3asiBHUKA, BiAMNOBIAa/IbHOI 3a
thapmakoHarnag. fitoua pegakuyisa: Orit Stern-Maman.
MponoHoBaHa pepfakuis: buctposa OkcaHa BiTaniiBHa. 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0COOM 3asBHUKA,
BiNOBiAa/IbHOI 32 hapmakoHarnsg

31.

BIMONTUK
POM®APM

Kpansi O4Hi, po34uH,
0,1 mr/mnno3mny
chnakoHax Nel, Ne3

K.T.
POM®APM
KOMMMAHI
C.P..

PymyHis

K.T. POM®APM
KOMIMAHI C.P.J1.

PymyHis

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianiB: TEXHIUHY
NMOMWJ/IKY BUNPAaB/IEHO B TEKCTI MapKyBaHHS NEPBUHHOT
ynakosku J13. 3anponoHosaHo: 2. KI/IbKICTb AIK04YOl
PEYOBWHW 6imaTtonpocT. 3a3HavyeHe BUNpaBieHHs
BinoBigae MaTepiasiam peecTpauiiHoro JOCbe

3a
peyenmom

UA/16474/01/01

32.

BIMONTUK
POM®APM

Kpansi O4Hi, pO34uH,
0,3 mMr/mn no 3 Mny
pnakoHax Nel, Ne3

K.T.
POM®APM
KOMIMAHI
C.P.J.

PymyHis

K.T. POM®APM
KOMMAHI C.P.J1.

PymyHis

BHECEHHS 3MiH 10 peecTpaviliHiX MaTepianiB: TEXHIUHY
MOMUJIKY BUNPaB/EHO B TEKCTi MapKyBaHHS NepPBUHHOT
ynakoekw J13. 3anponoHosaHo: 2. KIJIbKICTb AIK04ol
PEYOBWHW 6imaTonpocT. 3a3Ha4eHe BUNpaB/ieHHs
BiiNOBigae MaTepianamMm peecTpauiiHoro Aocke

3a
peyenmom

UA/16474/01/02

33.

BICONPOJIO
N-TEBA

TabneTkn, BKPUTI
N/1iBKOBOK 060/TI0HKOO
no 5 mr; no 10
TabneTok y 6nictepi;
no 3 6nictepu B
KapTOHHIl KOpo6Li

TOB «TeBa
YKpaiHa»

YkpaiHa

AT dapmaleBTUYHUiA
3asBog TEBA

YropuwmHa

BHECEHHS 3MiH [0 pPeecTpaLiliHNX MaTepianiB: 3MiHa 3asiBHMKA
(BNacHuka peecTpauiiiHoro nocBig4YeHHs): 3MiH BHECEHI
LLIOSI0 Ha3BW 3asiBHMKA HA TUTY/bHIli CTOPIHLj TEKCTY
MapKyBaHHS ynakoBokK J13. 3miHu | Tuny - 3MiHM Wogo
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHeHUX AaHuX Npo cuctemy hapmakoHarnsagy
(BBEAEHHSA y3ara/lbHEHVX AaHUX NPo cUcTemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocoou,
BiNOBIfabHOT 3a 34iICHEHHS hapMakoHarnsay; KOHTaKTHOT
0cobu 3 hapmakoHarnsgy 3asiBHVKa 415 34iACHEHHS
hapMakoHarnsagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
YNOBHOBaXXEHOI 0CO6U, BifiNOBIAANbHOI 33 3[iCHEHHS
hapMakoHarnsgy (BKIHYatoun KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3milLieHHi MacTep-chaiina cuctemun hapmakoHarnsgy) 3MiHa
YNOBHOBaXXEHOT 0CO6U 3asBHMKa, Bi4NOBigaNLHOI 3a
thapmakoHarnsag. ditoya pegakuis: Orit Stern-Maman.
MponoHoBaHa pepfakuis: Buctposa OkcaHa BitaniiBHa. 3miHa
KOHTaKTHUX JaHuX YNOBHOBaXEHOT 0COOU 3asBHMKA,
BignoBiga/IbHOI 3a dhapMakoHarnsa.

3a
peyenmom

UA/6407/01/01

34.

BICOMNPO10
N-TEBA

TabneTkn, BKpUTI
nAiBKOBOIO
060n10Hkot0, no 10 wmr;
no 10 Tabnetok y
6nictepi; no 3
6/1icTepy B KAPTOHHIM

TOB «TeBa
YKkpaiHa»

YkpaiHa

AT dapmaLeBTUYHUI
3aBoj TEBA

YropLmHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 3MiHa 3asBHMKa
(BNacHuKa peecTpauiiHoro nocBigYeHHs): 3MiH1 BHECEHI
LLI0A0 Ha3BU 3asBHMKA HAa TUTY/bHIl CTOPIHLj TEKCTY
MapKyBaHHS ynakoBok J13. 3miHu | Tuny - 3MiHW Woa0
6e3nekn/edhekTUBHOCTI Ta papMakoHarnsay. BeeaeHHs abo
3MiHW [0 y3araJlbHEHNX AaHNX Npo cuctemMy hapMakoHarnsgy

3a
peyenmom

UA/6407/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

Kopobui

(BBEAEHHSA y3ara/lbHEHVX AaHUX NPO CUCTeMy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHo! ocobu,
BiNOBIfa/IbHOT 3a 34iICHEHHS hapMakoHarnsay; KOHTaKTHOT
0cobu 3 chapmakoHarnsay 3asaBHVKa 415 34iACHEHHS
hapMakoHarnagy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
YNOBHOBaXXEHOI 0CO6U, BifiNOBIAAIbHOI 3a 3[iICHEHHS
chapmakoHarnsgy (BkIuyatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilLleHHi MacTep-chaiina cuctemun chapmakoHarnsgy) 3MiHa
YNOBHOBaXXEHOT 0CO6U 3asBHMKA, Bi4NOBigabHOI 3a
thapmakoHarnag. fitoua pegakuyisa: Orit Stern-Maman.
MponoHoBaHa pepfakuis: buctposa OkcaHa BiTaniiBHa. 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0COOM 3asBHUKA,
BignoBiga/IbHOI 3a dhapMakoHarnsa.

35.

BYTUKOPT

Ma3b 1 mr/r,no 10ry
Ty6i B mayyi; no 30 ry
Ty6i B navui

MAT
"Ximchapmsa
BOA,
"YepsoHa
3ipka”

YkpaiHa

MAT "Ximchapm3sasop
"YepsoHa 3ipka"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny -
3MiHM WoAo 6e3nekn/eeKkTVBHOCTI Ta thapmakoHarnsgy.
BeefieHHs1 @60 3MiHV [0 y3arasibHeHUX JaHnX Npo cucTemy
chapmakoHarnsgy (BBefeHHs y3araibHeHUX AaHux npo
cuctemy thapmakoHarasgy, 3miHa ynoBHOBaXKeHOI 0cobu,
BiANOBIAaUIbHOI 3a 34iiCHEHHSA hbapMakoHarnsay; KOHTaKTHOI
0cobu 3 chapmakoHarnsay 3asaBHUKa o151 34iACHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Bif,
yMOBHOB&aXeHOT 0cobu, BigNoBiAanbHOT 3a 34iACHEHHS
hapMakoHarnagy (Bk1o4Yatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Yy
po3MiLLEeHHI MacTep-thaiina cuctemn hapmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHNX YMOBHOBaXKEHOT ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsgy

3a
peyenmom

UA/17097/01/01

36.

BAJICKIH

Ma3b 40 % no 50 ry
Ty6i; no 1 Ty6i B nayuj
3 KapTOHY

MPAT
"OITOPAPM

YkpaiHa

MPAT "®ITO®APM"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny -
3MiHM Woao 6e3neku/ehekTBHOCTI Ta chapmakoHarnagy -
3amiHa po3giny «IpadiyHe ohopMIEHHS YNakoBKMU» Ha po3ain
«MapkyBaHHsA» MKA /13: 3anponoHoBaHo: MAPKYBAHHA
3rigHo 3aTBEpAKEHOr0 TEKCTY MapKyBaHHS. BHeceHo
noaatkoBy iHGhopMaito B N. 17 TeKCTY MapKyBaHHS BTOPUHHOI
yNakoBKM MiKapcbKoro 3acoby Loao0 hapmakonoriyHnx
BnacTmsocTein Ta QR-kogay;
3MiHM | TUNY - 3MiHWM BHECEHO A0 IHCTPYKUii A8 MeguyHoro
3aCTOCyBaHHS NikapcbKoro 3acoby Ao po3ainis
"®apmakonoriyHi BactuBocTi" (pegaryBaHHs), "Cnocio
3acTocyBaHHA Ta f031" (YTOYHEHHS) BifnoBigHO A0 maTepianis
pPeECTpaL,iiHOro A0Cbe

6e3
peyenma

UA/13205/01/01

37.

BAME/IAH

Kancynu m'ski no 15
Kancyn y 6nictepi; no
2 6nictepu B
KapTOHHIlA KopoobLi

TOB
«YOPN[,
MEAVLINH>»

YkpaiHa

M.M.®. XACKO-JIEK
C.A.

MonbLa

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 3MiHa 3asBHMKa
(BnacHvika peecTpauiiHoro noceigyeHHs). BBeeHHs 3MiH
NPOTAroM 6-TW MICALB NicA 3aTBepAKEHHS. 3MiHu | Tuny -
3MiHM Wwopao 6e3nekn/edeKTUBHOCTI Ta dpapmakoHarnagy (iHwi
3MiHV) OHOB/IEHHSI TEKCTY MapKyBaHHS YNakoBKW /iKapCbKoro
3aco0y i3 3a3HaYeHHAM MKHAPOAHMX NO3HAaYeHb OAUHULL
BUMIPIOBAHHS.

BBefileHHs1 3MiH NPOTArom 6-T1 MiCALIB MiC/1A 3aTBEPAKEHHS.

6e3
peyenma

UA/17495/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3miHu | TYny - 3MiHn Wwoao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHa abo 3miHM [0 y3araslbHEHNX
AaHux npo cuctemy hapmakoHarnsagy (BBefeHHs
y3araslbHeHUX JaHnx npo cuctemy dpapmakoHarnsagy, 3mMiHa
YMNOBHOBaXeEHOT 0c0obM, BiANOBiAaNbHOT 3a 34iACHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobu 3 chapmakoHarnsgy
3asBHMKa AN 34iCHEHHS dhapmakoHarnsgy B YKpaiHi, SKLwo
BOHa BifJMiHHa Bif, yNOBHOB&XeHOT 0cO6u, BiANOBiAabHOI 3a
3pjiicHeHHs1 hapmakoHarnagy (BkoYatouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-daiina cucremm
hapmakoHarnsgy) 3MiHa yrnoBHOBaXKeHOT 0CO6U 3aABHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnag.[irova pegakuis: Mescim
Inbk6axap AiHuenb / Mrs. Mevsim llkbahar Dincel.
MponoHoBaHa pepakuis: Myano MaHHa CtaHicnasiBHa. 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0COOM 3asBHUKA,
BiANOBIAa/IbHOI 3a hapMakoHarisg. 3MiHa Micus 34iCHEHHS
OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsagy. 3miHa
MicLle3HaxopKeHHs1 macTep-haiina cuctemu
dhapmakoHarnsgy.
38. BEHK/IKCTO | Tabnetku, BKpUTI E66BI LLiBeiiuapis E66Bi Alipneng H/ IpnaHgis/ BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a UA/16667/01/01
® N/1iBKOBOIO Biodhapmach B.B., Ipnangis HimeuunHa AfMiHiCTpaTuBHi 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun peyenmom
060n0Hkot0, 10 Mr Ne 1oTiKan3 (BMpPOGHMLTBO 3asBHMKa (BNacHvKa peecTpauiiHoro NocBig4eHHs) 3miHa
14 (no 2 TabneTkm y 6X niKkapcbKoro 3acooby, agpecu 3asaBHUKA. 3MiHN BHECEHO B KOPOTKY XapakTepucTuky
6nicTepi, no 7 TECTYBaHHS); NiKapcbKoro 3acoby LoA0 MiCLEe3HaX0MKEHHS 3asBHMKa
6nicTepiB B KAPTOHHIA E66Bi JoiuneHs (BNacHvka peecTpauiiHoro NocBig4YeHHs)
Kopoo6Li) 'm6X i Ko. KT,
HimeuunHa
(BMpOGHMLTBO,
nakyBaHHA Ta
TecTyBaHHs
MPOMiXXHOI0
ekcTpygarty
BEHETOK/IaKCy;
nepBuHHe Ta
BTOPWHHE MaKyBaHHS,
BUMYCK Cepii roToBOro
NiKapcbKoro 3acoby)
39. BEHK/NIKCTO | Tabnetku, BKpUTI E66BI LseliLapis E66Bi Alipneng, H/ IpnaHgis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a UA/16667/01/02
® M/1iBKOBOIO Biodhapmach B.B., Ipnangis HimeuunHa AfMiHiCTpaTuBHi 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
060n0Hkot0, 50 Mr Ne loTikan3 (BMPOGHMLTBO 3asBHMKa (BNacHvKa peecTpauiiHoro NocBig4yeHHs) 3miHa
7 (no 1 Tabnetui y X niKkapcbKoro 3acooby, agpecu 3asBHUKA. 3MiHN BHECEHO B KOPOTKY XapakTepucTuky
6nicTepi, no 7 TECTYBaHHS); NikapcbKoro 3acoby L0A0 MiCLEe3HaxXoMKeHHS 3asBHMKa
6nicTepiB B KAPTOHHIA E66Bi JoiuneHs (BNacHvka peecTpauiiHoro NocBig4YeHHs)
KopobLi) 'm6X i Ko. KT,
HimeuunHa
(BUpOGHMLTBO,

nakyBaHHs1 Ta
TEeCTYBaHHs
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
MPOMiXXHOr0
ekcTpygarty
BEHETOKNaKCy;
nepBuHHe Ta
BTOPWHHE MaKyBaHHS,
BUMYCK Cepii roToBoro
NiKapcbKoro 3acoby)
40. BEHK/IKCTO | Tabnetku, BKpUTI E66BI LLiBeiiuapis E66Bi Alipneng H/ IpnaHgis/ BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a UA/16667/01/03
® N/1iBKOBOIO Biodhapmach B.B., Ipnangis HimeuunHa AfMiHiCTpaTuBHi 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun peyenmom
o060n0oHkoto, 100 mr Ne 1oTiKan3 (BMpPOGHMLTBO 3asBHMKa (BNacHvKa peecTpauiiHoro nNocBig4yeHHs) 3miHa
7 (no 1 Tabnetuiy 6X niKapcbKoro 3acooby, afpecu 3asaBHUKA. 3MiHN BHECEHO B KOPOTKY XapakTepucTuky
6nicTepi, no 7 TECTYBaHHS); NiKapcbKoro 3acoby LoA0 MiCLEe3HaXO0MKEHHS 3asBHMKa
6nicTepiB B KAPTOHHIA E66Bi JoiuneHs (BNacHvka peecTpauiiHoro NocBig4YeHHs)
kopo6ui); Ne 14 (no 2 m6X i Ko. KT,
Tabnetkn y 6nictepi, HimeuunHa
no 7 6nictepis B (BMpOGHMLTBO,
KapTOHHI KopobLi); nakyBaHHs Ta
Ne 112 (no 4 TabneTtkn TecTyBaHHsA
y 6nicTepi, no 7 MPOMiXXHOTr0
6nicTepiB B KAPTOHHIA ekcTpynary
KOpOoO6LUi, MO 4 KAPTOHHI BEHETOK/NakKcy;
KOPOGKM y rpynoBii nepBuHHE Ta
ynakoBLi) BTOPVHHE NakKyBaHHS,
BUMYCK Cepii roToBOro
NiKapcbKoro 3acoby)
41. BIArPA® TabneTku, BKPUTI AnmpxoH HOC CLWA dapesa Ambyas PpaHuis BHECEHHS 3MiH [JO peecTpaLjiliHix MmaTepianis: 3MiHa 3asBHMKA 3a UA/18004/01/01
NAiBKOBOIO 10nc (BnacHuKa peecTpauiintHoro noceigyeHHs) (3rigHo Hakasy MO3 peyenmom
0060/10HKO10, M0 25 Mr; Bif, 23.07.2015 Ne 460) BBefeHHSA 3MiH NPOTArom 12 micauis
no 4 tTabnetkn y nicnsa 3aTBEPLKEHHS; 3MiHW | TUNY - 3MiHK WoA0
6nictepi; no 1 6e3nekn/edhekTUBHOCTI Ta papMakoHarnsay. BeegeHHs abo
6nicTepy B KapPTOHHIi 3MiHW [0 y3ara/lbHEHNX AaHnX Npo cuctemy hapMakoHarnsgy
KOpo6L (BBEAEHHSA y3araslbHEHMX AaHUX NPO cUcTeMy
hapmakoHarnsigy, aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsAy; KOHTakTHOI
0ocobu 3 chapmakoHarnsay 3asaBHVKa o5 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa BigMiHHA Bif,
YMOBHOBaXeHOT 0cobu, BigNoBiAaNbHOT 3a 34iCHEHHS
hapmakoHarnagy (BkIoUYatoUm KOHTaKTHI AaHi) Ta/abo 3MiHW Yy
po3MiLLEeHHI MacTep-thaiina cuctemn hapmakoHarnsgy) -
3MiHa YNOBHOBaXXeHOT 0COOM 3asiBHUKA, BiAMOBIAa/IbHOI 3a
3pificHeHHs hapMakoHarnsgy: [iroya pegakuisi: paHcyasa
[Nyma-Cinnan/ Francoise Dumas-Sillan. NponoHosaHa
pepakuis: bapbapa [le BepHapgi/ Barbara De Bernardi. 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHOI 0CO6U 3asBHUKA,
BiANOBIAa/IbHOI 3a 3AiiCHEHHA ddapmakoHarnsgy
42, BIAIPA® TabneTkn, BKpUTI AngpxoH HOC CLWA ®dapeBa Ambyas PpaHuis BHECEHHS 3MiH [JO peecTpaLjiiiHiX MaTepianis: 3MiHa 3asiBHMKa 3a UA/18004/01/02
nAiBKOBOIO 1nnc (BnacHuKa peecTpauiiiHoro noceigyeHHs) (3rigHo Hakazy MO3 peyenmom

060/10HKO0, N0 50 wmr;

Big 23.07.2015 Ne 460) BBegeHHs1 3MiH NpoTsArom 12 micsuis
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6e3neku, BignoBigHO A0 MopsaaKy 34iCHEHHS
hapmakoHarnsgy, 3aTsepixkeHoro Hakasom MiHictepcTea
OXOPOHU 340P0B’A YKpaiHu Bif 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHiCcTepCTBi HoCTULT YKpaiHn 29 ciyHA
2007 poky 3a Ne 73/13340 (y pefaxuii Haka3ly MiHicTepcTBa
OXOPOHW 340pOB'A YKpaiHu Big 26 BepecHst 2016 poky Ne 996),

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
no 1 a6o no 4 nicns 3aTBepkKeHHs; 3MiHu | Tuny - 3mMiHn WwWoao
Tabnetku y 6nictepi; 6e3nekn/edhekTUBHOCTI Ta hapMakoHarnsgy. BeeaeHHs abo
no 1 6nictepy B 3MiHW [0 y3arasibHEHUX AaHuX Npo cuctemy hapmakoHarnsgy
KapTOHHIli Kopoobui (BBEAEHHSA y3araslbHEHUX AaHVX NMPO cucTemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHO! ocobu,
BiNOBIfA/IbHOT 3a 34iICHEHHS hapMakoHarnsay; KOHTaKTHOT
0cob6u 3 chapmakoHarnsay 3asaBHVKa 415 34iACHEHHS
hapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
YNOBHOBaXXEHOI 0CO6U, BiiNOBIAAIbHOI 3a 3[iICHEHHS
chapmakoHarnsgy (BKIuyatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilLleHHi MacTep-chaiina cuctemn hapmakoHarnsgy) -
3MiHa yNnoBHOBaXXeHOI 0CcobM 3asiBHUKA, BiAMNOBIAa/IbHOI 3a
3pjificHeHHs chapmakoHarnsgy: [iroya pepakuis: dpaHcyasa
[yma-Cinnan/ Francoise Dumas-Sillan. NponoHoBaHa
pepakuisn: Bapbapa [le BepHapgi/ Barbara De Bernardi. 3miHa
KOHTaKTHUX AaHnX YyNOBHOBaXKEHOI 0COOU 3asBHUKA,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A dapmakoHarnsgy
43. BIATPA® TabneTku, BKpUTI AngxoH HOC CLWA ®dapesa Ambyas ®paHuisa BHECEHHS 3MiH [0 peecTpavljiiHiX MmaTepiasis: 3MiHa 3asBHMKa 3a UA/18004/01/03
MN/1iBKOBOIO 111C (BnacHvika peecTpauiiHoro noceigyeHHs) (3rigHo Hakazy MO3 peyenmom
060/10HKO10, N0 100 Bifg 23.07.2015 Ne 460) BeefeHHS 3MiH NpOTArom 12 micauis
mr; no 1, abo no 2 nicnsa 3aTBEPAKEHHS; 3MiHM | TUNY - 3MiHK WoA0
Tabnetkn y 6nictepi; 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
no 1 6nictepy B 3MiHW [0 y3ara/lbHEHNX AaHWX Npo cucteMy hapMakoHarnagy
KapTOHHI Kopoo6Li; no (BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
4 TabneTku y 6nictepi; thapmakoHarnagy, 3miHa ynoBHOBaXeHOi ocobw,
no 1 a6o no 2 BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay; KOHTaKTHOI
6nicTepy B KapTOHHIN 0ocobu 3 thapmakoHarnsgy 3asnsHVKa A5 34iRCHEHHSA
Kopobui thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif,
YMNOBHOBaXXEHOT 0c0o6M, BiANOBIAaNLHOT 3a 34iCHEHHS
thapmakoHarnsgy (BKIuvatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilLieHHi MacTep-chaiina cuctemu hapmakoHarnsgy) -
3MiHa ynoBHOBaXeHOI 0cobu 3asBHUKA, BiANOBiAa/IbHOI 3a
3piicHeHHs hapmakoHarnagy: [irova pegakuis: dpaHcyasa
[ywma-CinnaH/ Francoise Dumas-Sillan. NponoHoBaHa
pepakuisn: bap6apa e BepHapgi/ Barbara De Bernardi. 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0CO6OM 3asBHUKA,
Bi4NoBiAa/IbHOI 3a 3AjICHEHHST hapmakoHarasay
44, BIAEIH Kancynu m'ski no 100 AT YkpaiHa AT "KUIBCbKUN YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHu, L0 3a UA/18050/01/03
MKr (4000 MO); no 10 "KNIBCbKW BITAMIHHWIA noTpebyoTb HOBOI peecTpaLlii - peecTpauis 40AaTKOBOT CUn peyenmom
kancyn y 6nictepi; no " 3ABO4" aii
3 abo 6 6nictepiB y BITAMIHHW
nauui 1 3ABOA" MepioAnYHICTb NO4AHHS PEryISIPHO OHOB/IHOBAHOIO 3BITY 3
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
CTaHOBUTb: 3TiAHO 3i CTPOKaMW, 3a3HaYEHVMU Y NEPIOLUYHOCTI
noJlaHHA perynsipHuX 3BiTiB 3 6e3neKu.
45, BIHKPUCTUH | po3uvH ans iH'exuin, 1 TOB «TeBa Ykpaina dapmaxewmi b.B. HigepnaHgn | BHECEHHS 3MiH [0 peecTpaviliHix maTtepianis: 3miHa 3asBHUKa 3a UA/6278/01/01
-TEBA mr/mn no 1 mn, abo no YkpaiHa» (BnacHviKa peecTpauiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peyenmom
2mn,abono5mny Bifg 23.07.2015 Ne 460): TakoX 3MiHW BHECEHI HA TUTYNbHY
thnakoHi; no 1 CTOPIHKY TEKCTY MapKyBaHHS! yNakoBOK J1ikapCbKoro 3acoby y
h/1aKoHy B KapTOHHIiA 3B'A3KY 3i 3MiHOI0 3asBHMKa 6e3 3MiH 6e3nocepeaHbO y TEKCTi
Kopoou,i MapKyBaHHs. 3MiHU | Tuny - 3MiHW Woao
6e3nekn/edhekTUBHOCTI Ta papMakoHarnsay. BeeaeHHs abo
3MiHW [0 y3araslbHEHNX AaHnX Npo cuctemy hapMakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cUCTEMY
thapmakoHarnsgy, aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAaUIbHOI 3a 34iiCHEHHSA hbapMakoHarnsay; KOHTaKTHOI
0cobu 3 chapmakoHarnsay 3asaBHVKa o151 34iACHEHHS
thapmakoHarnagy B YKpaiHi, K0 BOHA BigMiHHA Bif,
yMOBHOB&XeHOT 0cobu, BigNoBiAanbHOT 3a 34iACHEHHS
hapMakoHarnagy (Bk1o4Yatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Y
po3miLLeHHi macTep-chaiina cuctemun chapmakoHarnsagy) 3miHa
YMOBHOBaXEHOI 0C06YM 3a8BHMKA, BigNoBigabHOT 3a
thapmakoHarnag. ditova pegakuis: Orit Stern-Maman.
MponoHoBaHa pegakuis: buctposa OkcaHa BitaniiBHa. 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHOI 0COOU 3asBHUKA,
Bi4noBigabHOI 3a hapMakoHarnsg.
46. FEKCETUAN MOPOLLIOK (Cy6CTaHLis) AT Ykpaina Eytikanc C.A.C. ®paHuina BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasnis: 3MiHu | Tuny - - UA/13620/01/01
H B NOJETUNEHOBMUX "®papmak” AnMiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo agpecu
KOHTeliHepax gns 3asBHMKa (BNacHMKa peecTpauiiHoro nocBigYeHHs)
BMPOOHULTBA 3MiHa HaliMeHyBaHHS Ta agpecu 3asiBHMKa (B/1acHMKa
HeCTepu/IbHUX peecTpauiiHoro nocBig4yeHHs). 3miHu | Tuny - 3MiHM 3 AKOCTI.
nikapcbkux popm A®I. KoHTponb A®I. 3miHa y napameTpax cneuugikadiii
Ta/abo fonycTMMMNX MeX, BUSHAYEHNX Yy cneumdikauisx Ha
Adl, abo BUXigHWIA/NPOMDKHWIA NpOAYKT/peareHT, Wwo
BUKOPVCTOBYIOTLCS Y NpoLeci BUpo6HMLUTBa AD| (BUTYYEHHS
He3HayHOro nokKasHuka SKoCTi (Hanpyknag, BUIy4YeHHs
3acTapifioro NokasHuka)) BUyYeHHs nokasHuka «Baxkki
MeTann» 3i cneunqikaLii Ta aHaiTUYHUX METOAVK BiANOBIAHO
[0 aKTyanbHVX MaTtepianis BUPOOHUKA.
47. OANAUWH L, Kancynu no 150 mr, no MOAN3EP CLWA ®dapeBa Ambyas PpaHuis BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - 3a UA/1903/02/01
8 kancyn y 6nictepi; IHK. 3MiHV BHECEHO B iHCTPYKLHO /19 MEANYHOIO 3aCTOCYBaHHSA peyenmom
no 2 6nictepu B NiKapcbKoro 3acoby Ao po3ainis "®apMakosiorivHi
KapTOHHIlA KopoobLi BnacTuBocTi", "B3aemogisi 3 iHLWMMK Nnikapcbkumu 3acobamu Ta
iHWi B1AW B3aEMOZIA" BigNoBiAHO A0 OHOBMEHOT iHhopMmaLiii 3
6e3nekun Ailo4oi pevoBUHN. BBeAEeHHS 3MiH NPOTAromM 6-Tn
MiCALiB Micna 3aTBepIKEHHS
48. AOANAUWH L, kancynun no 300 mr; no MOANIEP CWA ®apesa Ambyas ®paHuisa BHECEHHS 3MiH 10 peeCcTpaLiiiHnX maTepianis: 3miHu | TRy - 3a UA/1903/02/02
8 kancyn y 6nictepi; IHK. 3MiHV BHECEHO B iHCTPYKLitO /19 MEANYHOIO 3aCTOCYBaHHS peyenmom

no 2 6nictepu B
KapTOHHI KOpo6Li

nNiKapcbKoro 3acoby A0 po3ainis "®apmMakosnorivHi
BnacTueocTi", "B3aemogis 3 iHLWMMK Nikapcbkumuy 3acobamu Ta
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

iHLWI BMAW B3aeMOAji" BIiANOBIAHO 4O OHOBMEHOT iHGhopmaLii 3
6e3neku gjloyoi pevyoBnHU. BBeAEHHS 3MiH NPOTAroM 6-Tu
MicsALiB MiCNsA 3aTBEPA)KEHHS

49.

DE3/NOPATA
OVH

MOPOLLIOK (Cy6CTaHLis)
y noABiliHMx
nonieTneHoBmx
naketax Ans
thapmaLeBTUYHOTO
3aCTOCYyBaHHSA

ToBapucTeo
3
obmexeHor
BignoBiganb
HiCTIO
"®apmaueBT
nyHa
KOMNaHis
"3popos'a”

YKkpaiHa

KALINA
®APMAC'tOTIKAN3
NIMITEL,

IHais

BHECEHHS 3MiH 40 peecTpayiiiHux matepiasis: 3MiHu | Tuny -
3MiHu 3 aKocTi. CepTudikat BignosigHocTI/I E-cepTudikaT
BIANOBIAHOCTI €Bponeiickbkii thapmakonei/moHorpadii.
MopaHHsa HoBOro abo OHOB/IEHOrO cepTudikaTa BiANOBIAHOCTI
abo BUNy4YeHHs cepTudpikaTa BianoBigHOCTI EBponeichkili
thapmakonei: ana A®l; gns suxigHoro
marepiany/peareHTy/npoMKHOr0 MPOAYKTY, L0
BVKOPUCTOBYIOTLCH Y BUPOOHMUTBI API; ANs [ONOMDKHOT
peyoBUHM (cepTrdikaT BigNOBIAHOCTI €EBPONENChKI
thapmakonei) - OHOB/IeHUIA cepTudikaT Bif yxe
3aTBEpKEHOro BMpo6HuKa - MNMogaHHA oHoBneHoro CEP R1-
CEP 2014-173-Rev 00 (nonepegHs sepcis RO-CEP 2014-173-
Rev 00) ansa cybcTaHuii [lesnopatagvH Bif BXe
3aTBepaxeHoro BupobHrka CADILA PHARMACEUTICALS
LIMITED, India, Ta, SIk HACNiAoK, yTOUHEHHS agpecu
BUPOGHMLTBA CybCTaHL,ii, BTOPUHHOIO NakyBaHHS, a Takox
BWJIYYeHHs 3i cneumdikauii nokasHuka «Baxki meTanm».

UA/15080/01/01

50.

AEHOBE/Ib®
30

TabneTkn, BKPUTI
nniBKOBOKO
06010HKO10, Nno 0,03
Mr/2 mr; no 21
Tabnetuyi, no 1 abo no
3, abo no 6 bnictepis
Y KapTOHHIi kopobuj

TOB «MIBE
YKPAIHA»

Ykpaina

mi6e Mm6X
ApuHaiimiTTens

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny -
3MiHu Wwoao 6e3nekn/edekTUBHOCTI Ta hapMakoHarisgy.
3MiHa Y KOpOTKili XxapakTepucTuLi NikapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUiT 418 MEANYHOrO 3aCTOCYBaHHA Ha
nifcTasi perynsipHoO OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3mneky 3acTocyBaHHS
nikapcbKoro 3acoby B nicrigpeecTpaviiiHuii nepiod, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNIAKEHb, NPOBEAEHMX BifnoBigHO
[0 nnaHy negiatpuyuHnx gocnigxeHs (PIP) (3MiHy y3rofxeHo 3
KOMMETEHTHVM YNOBHOB&XEHNM OpraHoM) - 3MiHU BHECeHi A0
IHCTPYKLT AN MeAMYHOro 3aCTOCYBaHHSA /iKapCbKoro 3acoby y
po3zinu "lMpotunokasaHHsA", "B3aemMogis 3 iHWMMU
nikapcbkrMun 3acobamu Ta iHLWi BUamn B3aemogiii",
"Oco6MBOCTI 3aCTOCYBaHHS" BiANOBIAHO A0 OHOB/EHOI
iHchopMaLii woao 6e3nekun Ailoyvoi pevyoBmMHN. BBeAeHHS 3MiH
NPOTAroM 6-T1 MiCALIB MiCNA 3aTBEPMKEHHS; 3MiHN | TUny -
3MiHM Wopo 6e3nekn/edreKTUBHOCTI Ta dhapmakoHarnagy (iHwi
3MiHW) - 3MiHV BHECEeHI A0 IHCTPYKLi ANna MeguyHoro
3aCTOCYBaHHSA NiKapCbKOro 3acoby y po3ainu "®apmakonoriyHi
BractmeocTi", "TMoka3aHHs", "Oco6/MBOCTi 3aCTOCYBaHHSA",
"Cnoci6 3acTocyBaHHA Ta fo3un", "MepenosysaHHa", "TO6GIYHI
peakuji" - pegaryBaHHs TEKCTY IHCTPYKLUIi BiANOBIAHO A0 TEKCTY
KOPOTKOI XapakTepucTVKM NikapCbKoro 3acoby. BeegeHHs1 3MiH
NPOTArom 6-Tv MiCALIB MicAA 3aTBEpPAKEHHS

3a
peyernmom

UA/15836/01/01

51.

JVNKNO®EHA
K

Tabnetkn no 0,05 r; no
10 TabneTok y
6nictepax; no 10

NAT
"Ximthapm3sa
BOA

YkpaiHa

MAT "Ximchapm3asog
"UepBoHa 3ipKa"

YKpaiHa

BHECEHHS 3MiH 40 pPeeCcTpaLiiHnX maTepiasiiB: 3MiHu | Tuny -
3MiHu 3 siKocTi. [oToBWMIA Nnikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBasibHWiA 3aci6. 3MiHa po3Mipy ynakoBKM

3a
peyenmom

UA/0708/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
TabneTok y 6nictepi; "YepBoHa rOTOBOrO J1iKapCbkoro 3acoby (3MiHa KifIbKOCTi 0AVHWLb
no 1, no 3 a6o 10 3ipka” (Hanpuknag TabneTok, aMmnyn TOLO) B ynakosLi:) - 3miHa nosa
6nicTepis y nauuj 3 AianasoHoM 3aTBEPKEHNX PO3MIPIB YNaKOBKW - BBEAEHHS
KapToHYy AopartkoBoro nakysaHHs Ne 100 (10x10) no 10 Tabnetok y
6nictepi; no 10 6nicTepiB y NayLi 3 KApTOHY, 3 BiANOBIAHMYN
3MiHamMK A0 po3giny “Ynakoska® MKA /13. 3MiHM BHECEHI B
IHCTPYKLil0 ANns MeanyHOro 3actocyBaHHs /13 y p. "YnakoBka"
AK HaCMiJOoK NosiBa AOAATKOBOro NakyBaHHs. BBefeHHs 3MiH
npoTArom 3-x MicAUIB 3 AaTU 3aTBEPKEHHS
52. AnNon3on kancysv no 100 mr no MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 1O peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 3a UA/5156/01/02
® 7 kancyn y 6nictepi; 1 "Kuismeanp "KuiBmegnpenapart" 3MiHM Woao 6e3nekun/edpekTMBHOCTI Ta hapmakoHarnsgy. peyenmom
6nictep y nayuj enapar” 3MiHM Y KOPOTKIil XapaKTepuCTULLi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHSA Ta iIHCTPYKLT A4/ MeWYHOro 3aCTOCYBaHHS
reHepuyHMX/ribpuaHNX/6ionoAibHNX Nikapcbkux 3aco6iB nicns
BHECEHHS Ti€i caMoi 3MiHM Ha pechepeHTHWII npenapart (3MiHa
He noTpebye HafaHHA XOLHNX HOBMX AOAATKOBUX faHWX) -
3MiHM BHECEHO [0 po3ainiB "dapmakonoriyHi BnactmBocTi"
(monoBHeHHs iHdhopmaLii), "Moka3aHHA" (YTOUHEHHS
iHchbopmawii), "B3aemogis 3 iHWMMK flikapcbkumuy 3acobamm Ta
iHWI BMAay B3aemogiit”, "Ocob/MBOCTi 3aCTOCYBaHHSA",
"3acTocyBaHHSA y nepiog BariTHOCTi abo rogyBaHHs
rpyaar”(yTouHeHHs iHpopmauii), "Crnoci6 3acTocyBaHHS Ta
[03K1" (yTOUHeHHs iHcbopmavii), "4iTn" (YTOUHEHHS),
"Mepepo3ysaHHs", "MobiuHi peakwji" BigNOBIAHO A0 OHOBNEHOI
iHchopmawii pechepeHTHOro nikapcbkoro 3acoby AudniokaH®,
Kancynu no 100 mr. BBefeHHA 3MiH NPOTArom 6-Tu MicALiB 3
[aTn 3aTBEpPKEHHS.
53. AYTAMIH kancynu teepgj, 0,5 ToBapucTBO Ykpaina BMNPOGYBaHHSA IcnaHis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiB: TexHiuHa 3a UA/18461/01/01
mr/0,4 Mr; no 6 kancyn 3 KOHTPO/O SIKOCTI IHais nomuska (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460). peyenmom
y 6nicTepi, no 5 obmexeHor (dizmyHi/XiMUYHI), BrinpaBneHHs TeXHIYHMX MOMWIOK, 3rigHo n.2.4. po3giny VI
6nicTepiB y KAPTOHHIl Bignosiganb BUNYCK cepil: Haka3y MO3 Ykpainu Big, 26.08.2005p. Ne 426 (y pepakui
naJi, no 6 kancyny HiCTIO FANEHIKYM XEJC, Haka3y MO3 Ykpainu Big 23.07.2015 p Ne 460) —
6nicTepi, no 15 "YHiBepcanb C./1., IcnaHis; BuinpaBneHHs TeXHIYHOT NOMUIKK, NOB’A3aHO 3
6nicTepiB y KAPTOHHIl He areHcTBo BMPOGHMLTBO, HEBIANOBIAHICTIO (Pi3HOUMTAHHS) B MeXax 04HOro AOKyMeHTa,
nauui "MPO- nakyBaHHs, KOHTPO/1b OonyLLeHHA NOMUAKM NPU HanucaHHi cneyndikadii, a came y
PAPMA" AKOCTI, BUNYCK cepil: po34ini «PO3UNHEHHS» HEBIPHO BKA3aHO KOHLEHTpaLito

CAIl
MAHY®AKTYPIHT,
C.1Y., IcnaHis;
KOHTPO/b AKOCTI
(mikpoGionorivyHmi):
EBPO®IHC
BIO®APMA
MPOOAKT TECTUHI
CMEWH, C.1.Y,
IcnaHis; BUPOGHMK
NMPOMiIXXHOro

nNpoAyKTy -

PO34MHY X/IOPUCTOBOAHEBOI KUC/OTH.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
AyTtactepupg,

Kancynu M siki, no
0,5 mr: BUNpo6yBaHHsA
KOHTPOJO AKOCTI
(i3nYHI/XIMUYHI),
BUMNYCK Cepil:
FTANEHIKYM XENC,
C.J1., IcnaHis;
KOHTPO/Ib AKOCTI
(mikpobionoriuHwmi):
EBPO®IHC
BIO®APMA
NPOAAKT TECTUHI
CMEWH, C.J1.Y,
Icnanis; BUpO6HMLTBO,
nakyBaHHS, KOHTPO b
AKOCTI, BUMYCK cepil:
CIHOEA ®APMA C.11.,
IcnaHis;
BMNPOGYBaHHSA
KOHTPOJIO AKOCTI:
IHPAPMAJE, C.11.,
IcnaHis; BUPOGHUK
NPOMiXHOro
NPOAYKTY -
TamcynosiHny
rigpoxnopuga,
nenetu, no 0,4 mr:
BUNPOGYBaHHSA
KOHTPO/IO AAKOCTIi
(chismuHilximunyuHi),
BUNYCK cepii):
FTANEHIKYM XENC,
C.J/1., Icnanis;
KOHTPO/b SIKOCTI,
BUMNYCK Cepil:
CAIl
MAHY®AKTYPIHT,
C.J1Y., IcnaHis;
KOHTPO/Tb AKOCTI
(mikpobionoriuHmi):
EBPO®IHC
BIO®APMA
MNPOAAKT TECTUHI
CMEWH, C.1.Y,
IcnaHis; BMpo6GHMLTBO,
nakyBaHHS, KOHTPO/b
AKOCTI, BUNYCK cepil:
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
CAH
®APMACBIOTIKAN
IHOACTPI3 NTA.,
IHais
54. AOYTAMIH kancynu Teepgi, 0,5 TOB Ykpaina FaneHikym Xenc, C.J1., IcnaHis/ BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 3a UA/18461/01/01
mr/0,4 mr; no 6 kancyn "YHIBEPCA IcnaHis IHais nofaHHsa Hoeoro ME-cepTudikarta BignoBigHOCTI €EBpONEenchKii peyenmom
y 6nicTepi, no 5 NbHE (BunpobyBaHHsA hapmakonei Ne R1-CEP 2003-172-Rev 02 ans xenaTvHy Big,
6nicTepiB y KAPTOHHIl ArEHTCTB KOHTPO/O SIKOCTI HoBoOro BMpo6bHuka GELITA GROUP, HimeuynHa.
nauuj, no 6 kancyny O "MPO- (chiznyHi/ximiuHi), MponoHoBaHa pepakuis: LAPI GELATINE SPA, Italy; GELITA
6nicTepi, no 15 PAPMA" BUMYCK cepii); GROUP, HimevunHa

6nicTepiB y KAPTOHHIl
nauuj

ranexikym Xenc, C.J1.,
Icnanis (BUpO6HUK
MPOMIDXHOTO NPOAYKTY
- fytactepug,
Kancysm m ski, no 0,5
M LLO BignoBigae 3a
BMNPO6YBaHHA
KOHTPO/O SIKOCTI
(iznyHi/XiMUYHI),
BMNycK cepir);
ranexikym Xenc, C.J1.,
IcnaHis (BUpPO6HUK
MPOMIXKHOTO NPOAYKTY
- TamcynosiHy
rigpoxnopvg, nenetu,
no 0,4 wmr, Wwo
Bignosigae 3a
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(dizmyHi/XiMUYHI),
BUMYCK cepii);
EBPO®IHC
BIO®APMA
NPOAAKT TECTUHI
CMEVH, C.1Y,
Icnanis (BUPO6HUK
MPOMIDXHOTO NPOAYKTY
- fytactepug,
Kancysm m ski, no 0,5
M, WO BignoBigae 3a
KOHTPO/b AKOCTI
(mikpobionoriuHwmi);
EBPO®IHC
BIO®APMA
MNPOAAKT TECTUHI
CIMEVH, C.J1.Y,
IcnaHis (BUPOBHMK
NPOMIXXHOTO MPOAYKTY
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1

- TamcynosiHy
rigpoxnopug, nenetu,
no 0,4 mr, Wwo
BignoBigae 3a
KOHTPO/b AKOCTI
(Mikpo6ionorivyHwui);
EBPO®IHC
BIO®APMA
MPOOAKT TECTUHI
CIMEVH, C.J1.Y,
IcnaHist (KOHTpO/b
AKOCTI
(mikpobionoriuHwmi);
IHhamage, C.J1.,
IcnaHis (BUPOGHUK
MPOMIDXHOTO NPOAYKTY
- fytacTtepug,
Kancynm m ski, no 0,5
M, WO BignoBigae 3a
BMNPOGYBaHHSA
KOHTPO/O SIKOCTI);
CAIl
MAHY®AKTYPIHT,
C.1.Y., IcnaHis
(BMpPOGHYK
MPOMIXXHOTO NPOAYKTY
- TamcynosiHy
rigpoxnopug, nenetu,
no 0,4 wmr, Wwo
Bignosigae 3a
KOHTPO/b SIKOCTI,
Bunyck cepii); CAI’
MAHY®AKTYPIHT,
C.J1.Y., IcnaHis
(BUpOGHMLTBO,
nakyBaHHS, KOHTPO b
SIKOCTI, BUNYCK cepil);
CaH dapmacbloTukas
IHpgacTpi3 NimiTeq,
IHAjA (BMPOBHUK
MPOMIXXHOTO NPOAYKTY
- TamcynosiHy
rigpoxnopvg, nenetu,
no 0,4 wmr, Wwo
Bignosigae 3a
BMPOGHMLTBO,
nakyBaHHS, KOHTPO/b
AKOCTI,BUNYCK cepii);
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Cingea ®apwma, C.J1.,
IcnaHis (BUPOBHMK
NMPOMIXXHOr0 NPOAYKTY
- AytacTtepug,
Kancysm m'siki, no 0, 5
Mr, LLIO Bignosigae 3a
BMPOGHMLTBO,
nakyBaHHS, KOHTPO/b
AKOCTI, BUNYCK cepii)
55. ENKOUVH® TabneTkn, BKpUTI MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 40 peecTpauiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/17361/01/01
NAiBKOBOIO "Kuismeanp "KuiBmegnpenapart" 3MiHM 3 sIKOCTi. FoTOBUIA Nikapcbkuii 3aci6. CTabiNbHICTb. peyenmom
060n0HkKot0, no 100 enapar” 3miHa y TepmiHax npugaTtHocTi abo ymoBax 36epiraHHs
mr, no 10 TabneTok B rOTOBOrO NiKapCbKOro 3acoby (36iNbLUeHHS TEPMiHY
6nictepi, no 3 NpUAATHOCTI FOTOBOTO JiKaPCLKOTro 3acoby) - N5 Toprosoi
6nicTepu B nayw, yNakoBku (NiATBEPLKYETHCA JAHUMU PEAUTbHOIO Yacy)
BHeceHHs 3MiHW [0 MaTepianiB peecTpauiiHoro Jocke Ta 'y
po3ain MKA N13 «TepmiH npugartHocTi»: [jtova pefakuis:
Tepwmin npugatHocTi: 2,5 roga MNMponoHoBaHa pegakuis: TepMiH
npuaaTHoCTi:
3 poku 3MiHM BHECEHI B IHCTPYKLi0 4151 MeANYHOro
3acTocyBaHHsA J13 y p. "TepmiH npugaTtHocTi" BBeAeHHS 3MiH
NpPOTSArom 6-Tv MicsLiB Mic/1a 3aTBepAKEHHS!
56. EHOXXEPUKC | cycneHsia ans nakcoCmit Benuka InakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | TUnY - 3a UA/15740/01/01
™.B/ iH'ekuin, 20 mkr/1 mn, KnsaH BpuTaHis Bionogxikans C.A. BBEEHHS BUNpo6yBaHHs Bioburden test nepeg etanom peyenmom
ENGERIX™-B | no 1 mn (20 mkr) (1 Ekcnopt KiHLLeBOT CTepunidyroyoi tinibTpauii sk Hacnigok
BAKUUHA [03a Ans [opocnunx) Nimiten pekBasidoikaLii 3 kaTeropii MOHITOPUHIY Nif Yac npouecy
ana Tano 0,5 mn (10 mkr) BMPOGHMLTBA (in-process monitoring) A0 KaTeropii NPURHATTA
MPO®INAKT (1 po3a gns piten) y pileHHs woao akocTi (quality decision test) 3 kputepiem
KU chnakoHi; no 1, a6o 10 npuiiHaTHocTi Not more than 10 CFU/100ml; 3miHu | Tuny -
BIPYCHOIoO a60 25 CKIAHMX BMPOBaXEHHA [0AATKOBOro BunpobysaHHsA Endotoxin test
FENATUTY B, | MOHOA03HWX hNakoHIiB nicnsi ioHOO6MiIHHOI XpoMaTorpadii Ta AoA4aBaHHSA
PEKOMBIHA Y KapTOHHIi kopobuyj; BMNPO6YBaHHs Bioburden test nicnsa gpyroi renb-npoHnKaoyol
HTHA no 1 mn (20 mkr) (1 Xpomarorpadii; 3MiHu | TUny - NPOBEAEHHS A04ATKOBUX
[03a ANns Jopocnnx) BMNpobyBaHb Bioburden test go Ta nicns etany ocBiT/IeHHS Ta
Ta no 0,5 mn (10 mkr) nicnsa etany ynbTpadinbTpauii npu ekctpakyii HbsAg; 3miHm |
(1 posa gns pitein) y TUNY - 3BY)XXEHHA [ONyCTUMUX MeX BUNpobysaHHA Microbial
nonepegHbL0 purity tests npu doepmeHTaLii pekoMGiHaHATHOrO LUTamMy
HanoBHEHOMY LUNPUL; npixaxis RIT 4376, wo mictute HbsAg, y dhepmeHTepi
no 1 nonepegHbLO o06’emom 1600 n. 3anponoHoBaHo: Absence of growth.
HanoBHEHOMY LLNPULLY BHeceHHs pefakuiiiHux npaBok o po3giny 3.2.S.2.4.
B KapTOHHIi Kopo6Lyi
57. ENIrEH cnpeit 0,1% no 15 mn XEMITPYT PpaHLis B.BEPAYH MEAIKAN Icnanis BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 6e3 UA/5715/01/01
IHTUM abo no 60 mny dPAHC C.A. AAMIHICTpaTVBHI 3MiHW. BUy4eHHs1 BUPOOHMYOT AiNbHUL peyenma

nnacTyKkoBoMy
chnakoHi; no 1
pNakoHy y KOMNAEKTi
3 HacajKow ans
PO3NWIOBaHHS Y

(Bkntovaroun ainbHuL Ans A®l, npoMixxHOro Nnpoaykty abo
roTOBOrO /iKapCbkoro 3acoby, AiNbHULI 415 NPOBEAEHHS
nakyBaHHs1, BUPOOHWMKA, BifNOBIga/IbHOrO 3a BUNYCK Cepi,
MicLie MPOBEeAEHHSA KOHTPOIO cepii) abo nocTadvanbHUKa
BMXifJHOro Matepiany, peareHTy abo fonoMixXHOI pe4yoBUHK
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

KapTOHHI/ ynakoBsL,i

(KO 3a3HAaYEHO Y OCbE) - BUTyYEHHS BUpOobHUKka 13
XemiHoBa IHTepHacioHanb, C.A., IcnaHisi. BUpO6HWK, Lo
3anmwumscs (B. BRAUN MEDICAL, S.A., Spain) — BUKOHYE Ti
cami doyHKLUIT, Lo BUTyYeHWA. BunyyeHo po3ginm "BupobHuk"
Ta "Micue3HaxofkeHHs1 BUPOGHMKa Ta /ioro agpeca micus
NPOBaKEHHSA AiS/IbHOCTI" i3 IHCTPYKLiT 4158 MeaUyYHOro
3aCTOCYBaHHS /iKapCbKOro 3acoby y 3B"A3Ky 3 BUYYEHHSM
OfHI€ET i3 BUPOBHNUUX AiNbHULL Ta SK HACIA0K - BUNTYYEHHS
TEKCTy MapKyBaHHS yNnakoBK/ /15 BiANoBiAHOI BUPOBGHNYOT
AiNbHUL; 3MiHW | TURY - 3MiHK Woao 6e3nekn/edhekTBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHK) - BHECEHHSA 3MiH 10 po3ainy
«MapkyBaHHs» MKA J13: 3atBepaeHo: Mapkuposka. TekcT
MapKVpPOBKM MEPBUYHON 1 BTOPUYHON YNakoBKW npuiaraeTcs.
3anponoHoBaHo: MapKyBaHHS. 3rigHO 3aTBEPAXEHOr0 TEKCTY
MapKyBaHHs1. OHOB/IEHHS TEKCTY MapKyBaHHSA yNakoBKU
NiKapcbKoro 3acoby 3 BHECEHHSAM iHhopMmaL,i LWoao
3a3HaYeHHs 0MHULL BUMIpOBaHHS y cucTemi Sl

58.

ETUNOBUA
E®IP A-
BPOMISOBA
NEPIAHOBOI
KNUCNOTHN

pianHa (cybctaHuis) y
nonieTnIeHoBUX
KaHicTpax ans
BMPOGHMLITBA
HecTepuIbHNUX
nikapcbkux popm

ToBapucTeo
3
06MEXEHOH0
Bignosigasib
HiCTHO
"®APMXIM"

Ykpaina

ToBapucTso 3
06MEXeHO

BiANOBIAA/ILHICTIO

"OAPMXIM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny -
BHECEHHS 3MiH [0 MaTepiaiB peecTpayiiHoro Aocke, a came
[oflaBaHHA a/lbTepHATUBHOI Tapy 415 NakyBaHHA Cy6CcTaHLii:
604KM 3 HepXxas.itoyoi cTani 3 kpuwkoto (AISI 304) micTkicTio 20
n 1a 35 n (3aTBepaxeHi kaHicTpu (MEHT) micTkicTio 10 n, 20 n
Ta 30 /1), 3 BIANOBIAHUMM 3MiHAMW [0 P. «YNaKoBKa»
3anponoHoBaHo: Mo 11,1 kr B KaHicTpy MicTkicTio 10 N, no 25
Kr B KaHicTpy micTkicTio 20 1 i mo 40 kr B KaHicTpy MicTkicTio 30
N 3 NONIETUNEHY HN3bKOTO TUCKY. 3 TEPMETUHHOIO KPULLIKOIO,
SIka HarBMHYYETLCS | MA€E NOSICOK NepLUOro poskputTs. Ha
KOXHY OAVHULIIO Tapy HaK/eTb eTUKeTKY 3 nanepy
KaHuenspcbkoro. Mo 25 kr B MeTasieBi 604k MICTKICTIO 20 /1 i
no 40 kr B MeTanesi 604kv MIiCTKiCTIO 35 /1. Ha KOXHY OAMHULO
Tapu HakNerwTb eTUKETKY 3 nanepy KaHLenspCbKoro

UA/12775/01/01

59.

ETONO3NA-
TEBA

KOHLleHTparT Ans

PO3UmnHY ANs iHAY3il,

20 mr/mn, no 5 mn abo
10 mn y dpnakoHi; no 1
(pN1akoHy B KApPTOHHIM

Kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

dapmaxemi B.B.

HigepnaHnamn

BHECEHHS 3MiH [JO peecTpaLjiliHix maTepianis: 3MiHa 3asiBHMKa
(BnacHuKa peecTpauiintHoro noceigyeHHs) (3rigHo Hakasy MO3
Big, 23.07.2015 Ne 460); 3MmiHV | TUNY - 3MiHW WOA0
6e3nekn/edhekTUBHOCTI Ta hapMakoHarnsgy. BeeaeHHs abo
3MiHM [0 y3arasibHEHUX JaHuX Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTemMy
thapmakoHarnsgy, aMmiHa ynoBHOBaXeHOT 0cobu,
BiANOBIA&/IbHOI 3a 34iiCHEHH:A hapMakoHarnsay; KOHTaKTHOI
0cobu 3 thapmakoHarnagy 3asBHVKa 4715 34iINCHEHHSA
hapMakoHarnsgy B YkpaiHi, KO BOHA BigMiHHA Bif,
yMOBHOB&XeHOT 0cobu, BigNoBiAaNbHOT 3a 34iACHEHHS
thapmakoHarnsgy (Bkouvatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MiLLeHHI MacTep-thaiina cuctemm hapmakoHarnsgy) -
3MiHa yNnoBHOBaXXeHOI 0CcObM 3asiBHMKA, BiAMOBIAa/IbHOI 3a
thapmakoHarnsag. ditoya pegakuis: Orit Stern-Maman.
[MponoHoBaHa pefakuis: buctposa OkcaHa BiTaniiBHa. 3miHa

3a
peyenmom

UA/7277/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
KOHTaKTHUX AaHnX YNOBHOBaXKEHOI 0COOU 3asBHUKA,
BiANOBiAa/IbHOT 38 hapmakoHarnsg
60. KAPBAMA3E | nopouiok XXEWIAHT Kutaii XXEVIAHT NIYXXKOY Kutaii BHECEHHS 3MiH 0 peecTpaviiHux matepiasnis: 3MiHu | Tuny - - UA/15795/01/01
niH KpucTanivyHmi nyxxoy SAPMACBIOTIKAN 3miHu 3 sKocTi. CepTudikar BignosigHocTi/l E-cepTudikat
(cybeTaHuin) y PAPMACH KO., NTA. BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
noABiNHMX FOTIKAN MogaHHA HoBOro abo OHOBNEHOrO cepTuddikaTa BiANOBIAHOCTI
nonieTueHoBmx KO., NTA. abo Buny4yeHHs cepTudikaTa BignoBigHOCTI €EBponenchbkili
naketax gns thapmakonei: gna A®l; ans BUXiAHOTO
hapMaLeBTUYHOTO mMaTtepiany/peareHTy/MpoMKHOIo NPOAYKTY, WO
3acToCyBaHHA BMKOPVCTOBYHOTbCS Y BUPOOHNLTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudpikaT BiANOBIAHOCTI EBpONEiChKilt
thapmakonel) - OHOBMeHUiA cepTudikar Bif yxe
3aTBEPKEHOr0 BUPOGHUKA - NOAaHHA OHOBIEHOTO
cepTucpikaTa BignoBigHOCTI EBponeiickkilt hapmakonei R1-
CEP 2002-221-Rev 06 (3atBepgxeHo: R1-CEP 2002-221-Rev
05) ana A®l kapbamaseniHy Bif, BXe 3aTBepLKEHOro
BMpo6HMKa ZHEJIANG JIUZHOU PHARMACEUTICAL CO.,
LTD., Kutaii, y Hacnifgok BUIy4YeHHss BUPO6HMYOI AinbHNL Ne
18, HaHbsHrcaH Poag, Minxai, Taliwkoy CiTi, MpoBiHLis
XKeliiaHr, Kutaii / No. 18, Nanyangsan Road, Linhai, Taizhou
City, Zhejiang Province, China; BunyueHHs 3i cneumdikauii Ta
MeTOZiB KOHTPOJII0 NOKasHMKa «Baxki MeTanm»; 3mMiHn y
MeTOAMLi BUNPOBYBaHHSA 3@ NOKA3HUKOM "3a/InLLKOBI
PO3UMHHKKM"; METOAVKY BUNPODOYBAHHS 3a MOKa3HMKOM
«CynpoBigHi AOMILLKM» NPUBEAEHO Y BiANOBIAHICTL A0 BUMOT
MOHorpagii €.
61. KAPAOCAN® | Tabnetkun, BKpUTI MeHapiHi  |/llokcembyp Bupo6HuyTBO "in HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | Tuny - 3a UA/7139/01/01
nnoc NAiBKOBOIO IHTEepHeLOoH r bulk™: 3MiHu 3 akocTi. CepTuddikar signosigHocTi/lE-cepTudpikar peyenmom
20/12,5 06010HKOI0, M0 20 an OAIYI CAHKIO BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
mr/12,5 mr, no 14 OnepeiwoH FOPOYIM Mv6X, MoaaHHA HoBOro abo OHOBNEHOrO cepTuddikaTa BiANOBIAHOCTI
TabneTok y 6nictepi; c HimeuumnHa; abo BuNy4YeHHs cepTudikaTa BignoBigHOCTI EBponenchkili
no 1 a6o no 2 Tokcembypr MepBuHHE Ta thapmakonei: gna A®l; ans BUXiAHOTO
6nicTepy B KapTOHHIN C.A. BTOPVHHE NakKyBaHHS, marepiany/peareHTy/npoMKHOrO MPOAYKTY, WO

Kopobui

KOHTPO/b Ta BUMYCK
cepiii:
BEP/IH-XEMI AT,
HimeuunHa,;
BUPOGHMLTBO "in bulk",
nepBuHHe Ta
BTOPWHHE MaKyBaHHS,
KOHTPO/b Ta BUMYCK
cepiit:
MeHapiHi-®oH XeligeH
'm6X, HimeuunHa

BMKOPUCTOBYHOTbCS Y BUPOOHNLTBI ADI; Ans LONOMDKHOT
peyoBuHM (cepTudpikaT BiANOBIAHOCTI EBpONEiChKilt
thapmakonel) - OHoBMeHUA cepTudikar Bif yxe
3aTBEPKEHOr0 BUPOGHMKA - 3MiHa 06YMOB/IEHA OHOB/IEHHAM
CEP 3 No. RO-CEP 2012-398-Rev 03 Ha No. RO-CEP 2012-
398-Rev 04 gna APl onvecapTaHy MeAOKCOMIN Bif yxe
3aTBepxeHoro Bupo6Huka DAIICHI SANKYO CO., LTD.
OpHa i3 3apeecTpoBaHuX BUPOOHUUYMX AinbHULL DAIICHI
SANKYO CHEMICAL PHARMA CO., LTD. (Onahama Plant)
BUyYeHa. 3MiHu | Tuny - 3MiHun 3 aKocTi. CepTudikaT
BignosigHocTi/IE-cepTudikat BignoBiaHOCTI EBponeiichkiit
thapmakonei/moHorpadii. NMogaHHsA HOBOro abo OHOB/IEHOTO
cepTudpikaTa BignosigHOCTI abo BUyYeHHs cepTudikata
BiANoOBigHOCTI €Bponeiickkili hapmakonei: s AdI; ana
BMXiQHOrO Marepiany/peareHTy/npomikHOro NpoAyKTy, Lo
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1

BMKOPVCTOBYHOTbCS Y BUPOOHNLTBI ADI; 415 LONOMDKHOT
peyoBuHM (cepTudpikaT BiANOBIAHOCTI EBpONEiChKIlt
chapmakonei) - OHOBNEeHWIA cepTudikar Big, yxe
3aTBEPKEHOr0 BUPOGHUKA - 3MiHa 00YMOB/IEHA OHOB/IEHHAM
CEP 3 No. RO-CEP 2012-398-Rev 04 Ha No. RO-CEP 2012-
398-Rev 05 ana APl onmecapTaHy MefoKCOMIN Bif yxe
3aTBepxeHoro BupobHuka DAIICHI SANKYO CO., LTD.
3MiHu | TUny - 3MiHK 3 akocTi. CepTudikaT BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI €Bponelickkilt
thapmakonei/moHorpadii. NMogaHHs HOBOro abo OHOB/IEHOTO
cepTudpikaTa BignosigHOCTI abo BUyYeHHs cepTudikata
BifnoBigHOCTI €Bponelicbkili hapmakonei: ansa Ad®l; ans
BMXigHOro marepiany/peareHTy/npomMikHOro NPOAyKTY, Lo
BVKOPUCTOBYIOTLCA Y BUPOOHUUTBI API; ANs [ONOMDKHOT
peyoBuHM (cepTudpikaT BigNoBiAHOCTI EBpONEiChKilt
thapmakonei) - OHoBIeHUIA cepTudikar Bif yxe
3aTBEpAXEHOro BUPOGHUKA - 3MiHa 06YMOB/IEHA OHOB/IEHHAM
CEP 3 No. RO-CEP 2012-398-Rev 05 Ha No. R1-CEP 2012-
398-Rev 00 ans APl onmecapTaHy MeLOKCOMIN Bif yxe
3aTBepxeHoro Bupo6bHrka DAIICHI SANKYO CO., LTD.
3Mminn | TUnYy - 3MiHn 3 axocTi. CepTudikar BignosigHocTI/IE-
cepTudikaT BignoBigHOCTI EBponeichKii
thapmakonei/moHorpadii. NogaHHA HOBOro abo OHOB/IEHOTO
cepTudiikata BignosigHOCTI abo BUyYeHH:A cepTudikata
BiANoOBIgHOCTI €Bponeiickkili hapmakonei: gnsa Adl; ana
BUXiAHOrO MaTepiany/peareHTy/MpoMKHOro NPOAyKTY, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBPONEChKIl
thapmakonei) - OHOB/IEHUIA cepTudpikar Bif yxe
3aTBEPAKEHOr0 BUPOGHYKA -
3MiHa obymoBieHa oHoBreHHsiM CEP 3 No. RO-CEP 2013-
105-Rev 01 Ha No. R1-CEP 2013-105-Rev 00 gns Adl
onmecapTaHy MefoKCOMIN Bif, Y)Xe 3aTBePKEHOr0 BUPOOHMKa
CHINOIN PHARMACEUTICAL AND CHEMICAL WORKS
PRIVATE CO., LTD.
3Mminn | TUNYy - 3MiHn 3 axocTi. CepTudikat BignosigHoCTI/IE-
cepTudikaT BignoBigHOCTI EBpoNeichKiii
thapmakonei/moHorpadii. NogaHHA HOBOro abo OHOB/IEHOTO
cepTudiikata BignosigHOCTI abo BUyYeHH:A cepTudikata
BiANOBIAHOCTI EBponelicbkili hapmakonei: ansa Adl; ana
BUXiAHOrO MaTepiany/peareHTy/MpoMKHOro NPoAyKTy, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBPONEChKIl
thapmakonei) - OHOB/IEHUIA cepTudpikar Bif yxe
3aTBEPAKEHOr0 BUPOBHYKA -
3MiHa obymoBrieHa oHoBrieHHsiM CEP 3 No. R1-CEP 2013-
105-Rev 00 Ha No. R1-CEP 2013-105-Rev 01 gns Adl
onimecapTaHy MefloKCOMIN Bifl Y)Xe 3aTBEPKEHOr0 BUPOOHMKa
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CHINOIN PHARMACEUTICAL AND CHEMICAL WORKS
PRIVATE CO., LTD.
3Mminn | TUnYy - 3MiHn 3 axocTi. CepTudikar BignosigHocTI/IE-
cepTudikaT BignoBigHOCTI EBponeichKii
thapmakonei/moHorpadii. NogaHHA HOBOro abo OHOB/IEHOTO
cepTudiikata BignosigHOCTI abo BUyYeHH:A cepTudikata
BiANoOBIgHOCTI €Bponeiickkili hapmakonei: gnsa Adl; ana
BUXiAHOrO MaTepiany/peareHTy/MpoMKHOro NPOAyKTY, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBPONEChKIl
thapmakonei) - OHOB/IEHUIA cepTudpikaT Bif yxe
3aTBEPAKEHOr0 BUPOBHYKA -
3MiHa obymoBieHa oHoBreHHsIM CEP 3 No. R1-CEP 2004-
058-Rev 01 Ha No. R1-CEP 2004-058-Rev 02 gns A®l
rigpoxnopoTiasung, Bif, yxe 3aTBeppKeHoro BUpo6Huka
PHARMACEUTICAL WORKS POLPHARMA S.A. 3minu | Tuny
- 3MiHu 3 skocTi. CepTudikat BignosigHocTiI/lE-cepTudpikat
BifnoBigHOCTI €Bponelickkili hapmakonei/MoHorpadii.
MogaHHsa HoBOro abo OHOB/IEHOrO cepTudikaTa BiANOBIAHOCTI
abo BUNy4YeHHs cepTudpikaTa BianoBigHOCTI EBponeichkili
thapmakonei: ana A®l; gns suxigHoro
marepiany/peareHTy/npoMKHOrO MPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHULUTBI API; ANs [ONOMDKHOT
peyoBuHM (cepTudpikaT BigNoBiAHOCTI EBpONEiChKilt
thapmakonei) - HoBuii cepTudpikat Bif HOBOTO BMPOGHMKA
(3amiHa abo [ONOBHEHHS)) 3MiHa 06YMOB/IEHa NMOAAHHAM
Hosoro CEP No. RO-CEP 2013-268-Rev 03 gns Ad|
onMecapTaHy MefoKCOMIA Bif HOBOro BMpo6Huka ZHEJIANG
TIANYU PHARMACEUTICAL CO., LTD. 3minu | Tuny - 3MiHn
3 AkoCTi. FoTOBUIA Nikapcbkuii 3aci6. 3MiHW y BUPOBHULTBI.
3amiHa abo BBeAeHHS f0AaTKOBOI AiNbHMLj BUPO6HULITBA A5
4yacTuHM abo BCbOro BUPOBHNYOro NpoLecy roToBoro
NikapcbKoro 3acoby (finbHWUA, Ha SiKili NPoBOAATLCA ByAb-SKi
BMPOGHWYI CTagii, 3a BUHATKOM BUMYCKY Cepili, KOHTPOSIO
AKOCTi, NEPBMHHOIO Ta BTOPUHHOTO NakyBaHHA, AN
HecTepubHKX JiKkapcbknx 3acobis) BBefeHHs Bxe
3aTBEpPMXEHOI AinbHNLI MeHapiHi — ®oH XeligeH MM6X,
po3TalloBaHoi 3a agpecoto Jlelinuirep wrpace 7-13, 01097
[Ope3geH, HimeuunHa, Ha skili NpoBOAATLCA KOHTPO/Tb AKOCTI,
nakyBaHHS Ta BUNYCK cepil, K 40AaTKOBOI AiNbHUL,
BiiNOBIAa/IbHOI 3a BUPOOHMLTBO «in bulk» Ao BXe
3areBepmxeHoil ginbHunui JAIYI CAHKIO FOPOYM Mv6X,
HimeuunHa. BBegeHHA 3MiH MpOTAroM 6-Tv MicsLiB nicns
3aTBepXeHHs. 3MiHu | Tuny - 3MiHn 3 AKocTi. A®l. KOHTposb
A®I. 3miHa y napameTpax cnewuudikaii Ta/abo fonycTuMmnx
MeX, BU3HaueHux y cneuudikayisx Ha Ad®l, abo
BUVIXiAHWI/NPOMDKHUIA NPOAYKT/peareHT, Lo BUKOPUCTOBYHOTLCS
y npoueci Bupo6HuUTBa A®| (40NOBHEHHS cneumdikaLlil
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HOBWM MOKa3HNKOM SKOCTi Ta BiANOBi4HWM METOL0M
BMNPO6YBaHHSA) AONOBHEHHSA cneuundikauii APl HOBUM
MOKa3HWKOM SIKOCTi Ta BiANOBIAHUM METOA0M BUNPOGYBaHHSA
Ha nofpibHeHy peyoBMHY ofiMecapTaHy MeAoKCOMIf, Lo
3aCTOCOBYETbCS BUPOOHUKOM Jlikapcbkoro 3acoby MeHapiHi —
®oH XeiaeH MM6X, NOKa3HUKOM «Po3Mip YaCTUHOK», 3MiHa
06ymoB/ieHa BUPOBHNYOI HEOOXiAHICTIO. 3MiHM | TURY - 3MiHK
3 AkocTi. APl. BupobHMUTBO. 3MiHa BUpOBHUKA
BVIXiZHOro/MpoMiKHOro NpoayKTy/peareHTy, Lo
BMKOPVCTOBYHOTbCSA Y BUpOOHNYOMYy npoueci A®l, abo 3miHa
BMPOGHUKa (BK/TOUaouM, ie HeobXiHO, MicLie NPOBeAEHHS
KOHTpONto skocTi) APl (3a BigCyTHOCTI cepTudiikata
BiANOBIAHOCTI E€Bponeiickbkili hapmakonei y 3aTBepakeHoMy
[0CbE)(3MiHV [0 3aX0piB, NOB'A3aHMX 3 KOHTposnieM A®Il, abo
AofaBaHHA AifbHUL, fe NPOBOAUTLCA
KOHTpONb/BMNpOGYBaHHSA cepii) AoaasaHHs Labor Veritas AG
AK a/1bTePHATUBHOT AiNbHULI, BiANOBI4ANbHOI 3 KOHTPO/Ib
AKOCTI fil040i peyoBMHU, A48 NPOBEAEHHS BUNPOOYBaHb Ha —
HITpO3aMmiHu, NpeAcTaBneHnx y cneyudikauisx, wo
3aCTOCOBYIOTLCS BUPOOHUKOM rOTOBOIO JIIKAPCHKOro 3acioy.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBMIA NikapCbkunii 3aci6.
3MiHM Yy BUPOGHMUTBI. 3MiHM y NpoLieci BUPOGHMLTBA FOTOBOIO
NikapCcbKoro 3acoby, BK/IKYa0UM NPOMIKHWIA NPOAYKT, LU0
3aCTOCOBYETLCA NPY BUPOBHULTBI FOTOBOrO NiKapCbKoro
3acoby (He3HayHa 3MiHa y npoueci BUpobHuuTea) HesHauHa
3MiHa y npoueci BUPOOHNLTBA, LLIO 3/iACEHIOETLCSA
BMPOGHMKOM MeHapiHi — ®oH XeiigeH MM6X, (gani-MvH),
30Kpema 3MiHV TemnepaTypHMX napameTpiB 3 «65? C» Ha
«457? C» Ha cTagil CywWiHHA rpaHynAaTty. 3MiHu | Tuny - 3MiHu 3
AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. 3MiHW y BUPOBHULTBI.
3MiHU y npoLeci BUPO6HMLITBA FOTOBOTO /iKapCbKOro 3acoby,
BK/THOYAIOYN NPOMiXHWIA NPOAYKT, L0 3aCTOCOBYETLCA NpU
BMPOBHULTBI FOTOBOrO J1iKapCbKOro 3acoby (He3HayHa 3MiHa y
npoueci BUpobHuuTBa) HesHayHa 3MiHa y npoueci
BMPOOBHWLITBA FOTOBOTO /liKAPCbKOro 3aco6y, Lo 34iACHI0ETLCS
BUPOGHMKOM MeHapiHi — ®oH XeiigeH TM6X, HimeuunHa,
30Kpema 3mMiHa TemnepaTypHUX napameTpis Ha cTagii
NOKPUTTSI TaB6N1ETOK 060/10HKOK. 3MiHM | TUMY - 3MiHK 3 SIKOCTI.
[OTOBWIA NiKapCbKMiA 3aci6. 3MiHW Y BUPOGHULTBI. 3MiHN Y
npoteci BUpO6bHMLITBA FOTOBOTO NiKapCbKOro 3acoby,
BK/THOYAIOYN NPOMiXHWIA NPOAYKT, L0 3aCTOCOBYETLCA NpU
BMPOBHULTBI FOTOBOrO J1iKapCbKOro 3acoby (He3HayHa 3MiHa y
npoueci BUpobHuuTBa) HesHayHa 3MiHa y npoueci
BMPOBHMLTBA, LU0 3AICHIOETLCA BUPOOHNKOM MeHapiHi — ®oH
XeigeH MM6X, 30Kkpema BUYYEHHS CTagil NoApPiGHEHH:
ofiMecapTaHy MefoKCOMiHy. 3MiHa NoB'si3aHa i3 BBEAEHHAM
yXe 3aTBepkeHoi AinbHuui MvH, Ha skili npoBoaATbLCA
KOHTPO/Ib SIKOCTIi, NaKyBaHHS Ta BUNYCK Cepiii, K f0AaTKOBOI
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AiNbHWU, BigNoBiganbHOI 3a BUPOGHMUTBO «in bulk», a Takox
i3 BBeleHHAM BMpOo6HUKa Zhejiang Tianyu Pharmaceutical Co.,
Ltd., China sk anbTepHaTMBHOIo BUPOOHYKA Ait040i PeYOBUHM
onmecapTaHy Megokcomin (Bxe nogpioHeHoro Ad®l). 3miHu |
UMy - 3MiHK 3 AKOCTi. [OTOBWIA NikapcbkuWii 3aci6. 3MiHK Yy
BVMPOGHMLTBI. 3MiHX Y NpoLieci BUPOGHMLITBA FOTOBOIO
nNikapcbKoro 3acoby, BKIOUaUy NPOMKHUIA MPOAYKT, L0
3aCTOCOBYETHLCA NPV BUPOBGHMLITBI FOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3MiHa y npoueci BUpooHULTBA)
HesHauHa 3miHa y npoueci BUPOOHNLTBA, L0 34iCHIOETLCA
BMPOGHUKOM MeHapiHi — ®oH XeligeH MM6X, 30kpema 3MiHa
Yyacy nepemillyBaHHs BOAY i3 CyMILLLLIO 3 «4-5 XBUINH» Ha «1-
6 XBW/IMH» NOB’A3aHa i3 BBEAEHHAM YXe 3aTBepPAKEHOT
AinbHUUi MVH, Ha sKili NpOBOASATLCA KOHTPO/Ib SKOCTI,
nakyBaHHS Ta BUNYCK Cepild, K 40AaTKOBOI AiflbHNL,
BiAMNOBIAa/IbHOI 32 BUPOGHMUTBO «in bulk».
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOoTOBWMIA Nikapcbkuii 3aci6.
3MiHU Y BUPOBGHMLTBI. 3MiHM Y NpoLieci BUPOGHMLITBA FOTOBOIO
nNikapcbKoro 3acoby, BKIOUaUy NPOMKHUIA MPOAYKT, L0
3aCTOCOBYETHLCA NPV BUPOBGHMLITBI FOTOBOTO NiKapPCbKOro
3aco6y (He3HayHa 3MiHa y npoueci BMpobHuuTea) HesHauHa
3MiHa y npoueci BUPOOGHULTBA, L0 34iACHIOETLCA BUPOGHNKOM
MeHapiHi — PoH XeiigeH MM6X, 30kpeMa 3MiH1 06n1agHaHHS,
sIke BUKOPUCTOBYETLCA Ha CTaii 3MiLlyBaHHS, 3 «MiKcep
Diosna» Ha «mikcep VNAG0O».
3MmiHu | TMNY - 3MiHK 3 SIKOCTi. FOoTOBWMIA Nikapcbkuii 3aci6.
3MiHn y BUPO6HMLTBI. 3MiHU BUNpoByBaHb abo AOMyCTUMUX
MeX, BCTaHOB/IEHMX y creumdpikayisx, nig yac BupobHuuTBa
roToBOrO NiKapcbKoro 3acoby (BUy4YeHHS HECYTTEBOIO
BMNPOGYBaHHA B NPOLIECi BUPOBHULTBA) BUyYeHHsA KOHTPOsO
B NpoLieci BUpo6HMLTBa «P03M0Ain 4acTok 3a po3Mipom» 3
BMPOGHMYOro npouecy MvH y 38’s3ky 3 nocTayaHHsM
BMPOGHMKOM Tianyu Bxe nofpioHeHoro A®I. 3minu | Tuny -
3MiHM 3 SKOCTi. F0TOBWIA NiKapCbkuiA 3aci6. 3MiHW y
BUPOGHMLTBI. 3MiHW Yy NpoLeci BUPO6HULTBA FOTOBOTO
NikapcbKoro 3acoby, BKIOUaKUM NPOMIXKHUIA NPOAYKT, WO
3aCTOCOBYETHLCA NPV BUPOBHMLITBI FOTOBOTO NiKapPCbKOro
3aco06y (iHLWi 3MiHK) 3amiHa MaTepiasly BTOPUHHOI YNakoBKu
NPOAYKLii «aHrpo», Wo 6e3nocepeHb0 He KOHTAKTYE 3 Helo, 3
«BOYKM 3 NOsieTUNEHY BMCOKOT LLi/TIbHOCTI» Ha «M/1acTUKOBI
KOPOGKU» Ha AinbHUL MeHapiHi — ®oH XeiigeH Mm6X,
HimeyumHa. 3miHu | TUny - 3MiHK 3 AKoCTi. FOTOBWIA NiKapCbKMiA
3aci6. KoOHTposib rOTOBOrO NikapCbkoro 3acoby. 3miHa y
MeToAax BUNpPobyBaHHA roTOBOrO JiKapCbKOro 3acoby (iHLi
3MiHM y MeTogax B1npobyBaHb (BktoUarouy 3aMiHy abo
[0MOBHEHHS)) [JONOBHEHHS a/IbTEPHATVBHOIO METOAY
BUMPOBYBaHHSA roTOBOTO NiKapCbKOro 3acoby Ha PO3UYMHEHHS,
Lo 6yfie BUKOPUCTOBYBATUCS BUPOOBHMKOM rOTOBOTO
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

nikapcbkoro 3acoby MvH. BBegeHHst 3MiH NpoTsArom 6-tu
MicALiB nicns 3aTBepmKEeHHsS. 3MiHU | TUny - 3MiHK 3 AKOCTI.
[OTOBMIA Nikapcbkuii 3aci6. KOHTPOsIb rOTOBOrO NiKapcbKoro
3acoby. 3miHa y MeToAax BUNpo6yBaHHS roTOBOro
nikapcbKoro 3acoby (iHLWi 3MiHM y MeTogax BunpobysaHb
(BkNtoYarouM 3aMiHy abo [OMOBHEHHS)) [lONOBHEHHSA
anbTepHaTMBHOTO MeToAy BunpobysaHHs BEPX, wwo 6yae
BMKOPWUCTOBYBATMCA BUPOOGHUKOM FOTOBOTO /iKapChKOro
3ac06y MvH 3 MeTOH BU3HAYEHHS CYMYTHIX [OMILLOK.

BBefeHHs1 3MiH NPOTArom 6-T1 MiCALIB MiC/1A 3aTBEPMKEHHS.
3MmiHu | TMNY - 3MiHK 3 SIKOCTi. FOoTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3MiHa y MeTogax
BMNPOGYBaHHSA roTOBOrO /IiKapcbKoro 3acoby (iHLWi 3MiHW y

MeToAax BUNpo6yBaHb (BK/IOUYaouM 3amiHy abo AONOBHEHHS))
[lonoBHEHHA anbTepHaTMBHOIO MeTOAY BUNPO6yBaHHSA BEPX,
Lo 6yAe BUKOPMCTOBYBATUCH BUPOBHMKOM rOTOBOIO
nikapcbKoro 3acoby MvH 3 MeTolo ifeHTuikau,i, KibKicHOro

BU3HAYEHHS, & TaKOX BU3HAYEHHSI OHOPILHOCTi [,030BaHUX

OVHULb; pefakuUiliHi NpaBku B 3aTBEPIYKEHNX MeTofax
BMNPOBYBaHHS.

BBefeHHs1 3MiH NPOTArom 6-T1 MIiCALLIB MiCNA 3aTBEPAKEHHS.
3miHu | TMNY - 3MiHK 3 SKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO MlikapcbKoro 3acoby. 3miHa y MmeTogax
BMNPOGYBaHHA roTOBOrO /iKapCbKOro 3acoby (iHLWi 3MiHW Y

MeToAax BUNpPOoGyBaHb (BK/IKOYaYM 3aMiHy ab0 AONOBHEHHS))
[0NOBHEHHS aNlbTepHATUBHOIO MeToAy BUNpobyBaHHs YEPX,
Lo 6yfe BUKOPUCTOBYBaTUCS BUPOOGHNKOM rOTOBOTO
nikapcbkoro 3acoby MvH 3 meToto igeHTudikauil, KinbkicHOro

BU3HAYEHHS, @ TakoX BU3HAYEHHS OHOPIAHOCTI [,030BaHUX

OAVHMLb. BBEEHHS 3MiH NPOTAroM 6-T MicAUiB nicns
3aTBEPMKEHHS.

62.

KNAPUTPOMI
LH-
3/10POB'S

TabneTku, BKPUTI
N/1iBKOBOIO
060/10HKO0, M0 250 Mr
no 7 TabneTok y
6nictepi; no 2
6nicTepy B KapTOHHIA
Kopob6ui; no 10
TabneTtok y 6nictepi;
no 1 6nictepy B
KapTOHHIlA KopooLi

ToBapucTeo
3
06MeXeHOI0
Bignosigans
HICTIO
"®apmauesT
N4yHa
KOMMaHis
"3p0pos'a”

YkpaiHa

ToBapucTso 3
obmexeHor
BiANOBIAA/IbHICTIO
"@apmaueBTnyHa

KomnaHis "3g0pos's",

YkpaiHa (Bci cTagii
BUPOGHMLTBA,
KOHTPO/b SIKOCTI,
BUMYCK cepii);
ToBapucTso 3
06MEXEHOI0
BiANOBIAA/IbHICTIO
"®APMEKC IPYM",
YkpaiHa (Bci ctagii
BMPOGHMLTBA,
KOHTPO/b SIKOCTI)

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny -
3MiHV BHECEHI [0 IHCTPYKLiT 4719 MEANYHOrO 3aCTOCYyBaHHS
nikapcbKoro 3acoby y po3ginu "lpoTvnokasaHHsa", "B3aeMogis
3 iHWKMK NikapcbKMMK 3aco6amMu Ta iHLLi BUAY B3aeMOgiin",
"Oco6nMBOCTI 3aCTOCYBaHHA", "3acTocyBaHHs Y nepiog,
BariTHOCTi abo rogyBaHHs rpyAAat0” BignoBigHO A0 OHOBEHOT
iHchopMauii woao 6e3nekun Ajloyvoi pevyoBuMHN. BBeAeHHS 3MiH
NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPAXKEHHS; CYMyTHA 3MiHa -
3MmiHu Wwopao 6e3nekn/edekTUBHOCTI Ta hapMakoHarisgy.
BHeceHHs abo 3miHa(u) A0 30608B'A3aHb Ta YMOB BUaadi
peecTpavuiinHOro Noceig4eHHs, BKIoYaoun MNnaH ynpasniHHA
pu3nkamm (3acToCyBaHHA TEKCTY, KNI NOTOAKeHuli 3
KoMneTeHTHUM opraHom) (B.1.11. (a) IB) 3asaBHNKOM HagaHo
OHOBJ/IEHUIA NaH ynpasniHHA pusukamu Bepcis 2.0. 3MiHn
BHECEHO A0 YacTuH V «3axoau 3 MiHimizauii pusukie», VI
«Pe3tome nnaHy ynpasniHHa pusvkamn», VIl «logaTku» y
3B'13KY 3 OHOB/IEHOI iHhopMaLlieto 3 6e3nekn Airyoi

3a
peyenmom

UA/9712/01/01
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peYoBUHM 3a pekomeHgauieto PRAC
63. KNAPUTPOMI | Tabnetku, BKpUTI ToBapucTBO Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - 3a UA/9712/01/02
LIVH- NAiBKOBOIO 3 06MEXEHOI0 3MiHM BHECEHI 40 iHCTPYKLiT 4151 MEANYHOIO 3aCTOCYBaHHS peyenmom
300POB'A 060/10HKOI0, N0 500 Mr | 06MEXEeHO BiANOBIAA/LHICTIO nikapcbKoro 3acoby y po3ginu "lNpoTrnokasaHHsa", "B3aeMogis
no 7 TabneTok y Bignosigans "papmaueBTUYHA 3 iHWKMK NikapcbKMMK 3aco6amMu Ta iHLLi BUAY B3aeMOgIiiA",
6nicTepi; no 1 abo no HICTIO KomnaHis "3g0pos'a", "Oco6nMBOCTI 3aCTOCYBaHHA", "3acTocyBaHHs Y nepiog,
2 6nictepu B "®apmaueBT YkpaiHa (Bci cTagii BariTHoCTi abo rogyBaHHs rpyAAat0” BignoBigHO 4,0 OHOBEHOT
KapTOHHIA Kopoo6Lii; no nyHa BUPOGHMLTBA, iHchopMauii Wwoao 6e3nekun Ajloyvol pevyoBuMHN. BBeAeHHS 3MiH
10 TabneTok y KOMMaHis KOHTPO/b AKOCTI, NPOTAroM 6-TM MIiCALIB MiCNA 3aTBEPAXEHHS; CYMyTHA 3MiHa -
6nicTepi; no 1 "3popos's" BUMYCK cepii); 3MiHu Wwoao 6e3nekn/edekTUBHOCTI Ta hapMakoHarsgy.
6nicTepy B KAPTOHHiIl ToBapucTBO 3 BHeceHHs abo 3miHa(u) A0 30008B'A3aHb Ta YMOB BUgadi
Kopoobui obmexeHor peecTpauiiHoro NocBigYeHHs, BKIYatoumn MNnaH ynpasiHHA
BiANOBIAA/LHICTIO pvi3nkamMm (3aCTOCYBaHHS TEKCTY, KW MOrOAXEHWUA 3
"®APMEKC Irpyn-, KoMneTeHTHUM opraHom) (B.1.11. (a) IB) 3asaBHNKOM HagaHo
YkpaiHa (Bci ctagii OHOBJ/IEHWIA NaH ynpasniHHA pusukamun Bepcis 2.0. 3MiHn
BMPOGHMLITBA, BHECEHO A0 YacTuH V «3axoau 3 MiHimizauii pusukie», VI
KOHTPO/1b SIKOCTI) «Pe3iome nnaHy ynpasniHHa pusukamm», VIl «logaTtku» y
3B'A3KY 3 OHOB/IEHOO iHhopMaLlieto 3 6e3nekn Airyoil
pevoBUHM 3a pekomeHgauieto PRAC
64. KOKAPHIT niocpinizat ans TOB YkpaiHa E.L.M.1.Ko. ermnet BHECEHHS 3MiH [JO peecTpaLjiliHix MmaTepianis: 3MiHa 3asiBHMKa 3a UA/8392/01/01
PO3UUHY NS iH'EKLNA; "YOPNA (BnacHviKa peecTpauiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peyenmom
3 amnynum 3 MEAVLUNH" Bif, 23.07.2015 Ne 460). BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB
niocpinizatom y nicns 3aTBepKeHHs. 3MiHu | Tuny - 3MiHK Woao
KOMNekTi 3 3 6e3nekn/edhekTUBHOCTI Ta papMakoHarnsay. BeegeHHs abo
amnynamm 3MiHW [0 y3araslbHEHNX AaHnX Npo cuctemy hapMakoHarnsgy
po3unHHuKa (0,5% (BBEAEHHSA y3araslbHEHNX AaHUX NPO cUcTeMy
PO34MH NigoKaiHy thapmakoHarnagy, 3miHa ynoBHOBaXeHOi ocobw,
rigpoxnopugy) no 2 BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsay; KOHTakTHOI
MJ1Y KOHTYPHili 0ocobu 3 chapmakoHarnsay 3asaBHVKa o5t 34iACHEHHS
YapyHKOBIli ynakoBLi; thapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA Bif,
no 1 KOHTYpHil YMOBHOBaXeHOT 0cobu, BigNoBiAaNbHOT 3a 34iACHEHHS
YapyHKOBIli ynakoBLii B hapmakoHarnagy (BKIoYatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Yy
KapTOHHIli KopoobLi po3MmilLeHHi MacTep-ghaiina cuctemun dpapmakoHarnsagy).
3MiHa YNOBHOBaXXeHOT 0COOM 3asiBHUKA, BiAMOBIAa/IbHOI 3a
hapmakoHarnag. ditova pegakuisn: PycyaaH Ecaxis /
Rusudan Esakia. MNponoHoBaHa pegakuis: Myano MaHHa
CraHicnasiBHa. 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT
0cobu 3asBHKKa, BiANOBIAa/IbHOT 3a hapmakoHarnsag. 3miHa
MiCLS 34iICHEHHA OCHOBHOI AisNIbHOCTI 3 hapMmakoHarnsgy.
3miHa MicLe3HaxomKeHHs! MacTep-chaiina cucremm
dhapmakoHarnsgy.
65. KOMMNOTPO® | kancynu BariHa/bHi AnBoreH Bonrapis Bupo6bHMuTBO dpaHuis BHECEHHS 3MiH 40 pPeecTpaLiiHnX maTepiasiB: 3miHu | Tuny - 3a UA/3481/03/01
IH M’siki no 10 mr no 10 Papma Hepo3dhacoBaHOl BW/YYEHHS a/lbTEPHATMBHOINO BUpo6HNKa A®l — MONACHEM. peyenmom
Kancyn y 6nictepi; no TpeignHr NPOAYKLT, KOHTPO/b MponoHoBaHa pepakuis. CKNAL: 1 kancyna mictuTb: [itoua
1 6nictepy B HOpon cepii: Kancyxenb peyoBuHa: MNMpomecTtprH 10 Mr BupobHuk: Sicor de Mexico
KapTOHHIlA KopoobLi OTOB Mnoepmens, PpaHLis; S.A. de C.V. (Mexico)

MepBuHHA Ta
BTOPUHHA YMaKoBKa,
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
[l03BiN HA BUMNYCK
cepii: Nadanb
EnptocTpi, ®paHuis;
KoHTponb cepii (Tinbkn
Mikpo6iosoriyHe
TECTYBaHHS):
KoHchapma dpaHc,
PpaHuis
66. KOMAKCOH PO3UMH ANS iH'EKLN, TOB «TeBa YkpaiHa Bupo6HuLTBO 3a I3pains/ BHECEHHS 3MiH [0 peecTpavliiiHiX MmaTepiasis: 3MiHa 3asBHMKa 3a UA/6307/01/02
40 40 mr/mn; no 1 mn YkpaiHa» MOBHUM LMK/IOM: Benuka (BnacHviKa peecTpaduiiHoro noceigyeHHs) (3rigHo Hakazy MO3 peyenmom
PO34KHY B TeBa PapmaLeBTikan BpuTaHis/ Big, 23.07.2015 Ne 460); 3miHu | TUNy - 3MiHW WOA0
nonepeaHb0 IHgacTpis NTg,., YropLmHa 6e3nekn/edhekTBHOCTI Ta papMakoHarnsay. BeeaeHHs abo
HarnoBHEHOMY LLNPWL; I3painb; 3MiHW [0 y3araslbHEHNX AaHnX Npo cuctemy hapMakoHarnsgy

no 1 wnpuuy B
6nictepi no 12
LUNPULLIB B KAPTOHHIl
KopooLi

Bupo6HMLTBO 3a
NOBHUM LK/TOM:
HopToH Xenckea
Nimiten T/A AMBEKC
PapmacbioTrkans FOK,
Benuka bpuTaHis;
KoHTporb cepil
(ananitnyuHi
BUMPOOYyBaHHA Ta
BMBYEHHS
cTabiNbHOCTI):
MnaHTekc fita,.,
13pains;
KoHTponb cepii (Tinbkn
6ionoriuHe
TECTYBaHHS):
AGIK T4, I3painsb;
KoHTponb cepii (noBHe
TecTyBaHHS,
BK/IOYAI0UM Ha
CTepUSIbHICTb Ta
6akTepiasibHi
€HAO0TOKCUHK, ane
OKpiM 6ios1orivyHOro
TECTYBaHHS):
dapmaxewmi B.B.,
HigepnaHgu;
KoHTponb cepii (Tinbku
6ionoriuHe
TECTYBaHHS):

AT dapmaLleBTUYHUI
3aBof, TEBA,
YropwuHa;
KoHTporb cepil
(aHaniTnyHe

(BBEAEHHS y3araslbHEHUX AaHWX NPO CUCTeEMY
thapmakoHarnsgy, aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAaUIbHOI 3a 34iiCHEHHSA hbapMakoHarnsay; KOHTaKTHOI
0cobu 3 chapmakoHarnsay 3asaBHUKa o151 34iACHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Bif,
yMOBHOBaXeHOT 0cobu, BigNoBiAanbHOT 3a 34iACHEHHS
hapMakoHarnagy (Bk1o4YatoUum KOHTaKTHI AaHi) Ta/abo 3MiHW Y
po3MiLLEeHHI MacTep-thaitna cuctemn hapmakoHarnsgy) -
3MiHa YyNOBHOBaXXEHOT 0COOM 3asiBHUKA, BiAMOBIAA/IbHOI 3a
hapmakoHarnsag. Aitoya pegakuis: Orit Stern-Maman.
MponoHoBaHa pegakuis: buctposa OkcaHa BitaniiBHa. 3miHa
KOHTaKTHUX JaHuX YMOBHOBaXXeHOT 0CObY 3asBHMKA,
BiANoBIAa/IbHOT 32 hapmakoHarnsg
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
TecTyBaHHSA Ta
BMBYEHHS
cTabinbHOCTI):
Asist Kemikan
lHpacTpi3 NTg,.,
I3painb
67. KOMAKCOH PO3YMH ANS iH'EKLNA, TOB "TeBa YkpaiHa Bupo6HMLTBO 3a I3painsb/ BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - 3a UA/6307/01/02
40 40 mr/mn; no 1 mn YKpaiHa" NOBHUM LMKNOM: TeBa Benuka BW/TyYEHHS NOKasHMKa "Baxki MeTanu" i3 cneundikaii APl peyenmom
pPO34nHY B dapmauesTikan BputaHis/ rnaTupamMepy auetaty; 3MiHW | TUMy - He3HaYHI 3MiHW Y
nonepeaHbO IHpacTpis N14., HigepnaHgu MeToAMLi BUNPOOyBaHHS "BUnpobyBaHHS Ha BiflbHi
HanoBHEHOMY LUNPULL; 13painb; BupobHuuTBO / YropwmHa MOHOMepUW" 4151 BUXIAHWUX PEYOBUH, LLIO BUKOPUCTOBYHOTLCS B

no 1 wnpuuy B
6nicTepi no 12
LUINPULLIB B KAPTOHHIl
Kopoo6Ui

38 NOBHUM LMK/IOM:
HopToH Xenckea
Nimiten T/A ABEKC
dapmacboTrKans,
Benuka bBpuTaHis;
KoHTposb cepil
(ananitnuHi
BUMPOOYyBaHHA Ta
BMBYEHHS
cTabiNbHOCTI):
MnaHTekc /14, ,
I13painb; KoHTposib
cepii (Tinbkn
6ionoriuHe
TecTyBaHHs): ABiK
Nta., 13paine;
KoHTponb cepii (noBHe
TecTyBaHHS,
BK/IOYA0UM Ha
CTepUSIbHICTb Ta
6akTepiasibHi
€HAO0TOKCUHK, ane
OKpiM 6ios1orivyHOro
TECTYBaHHS):
dapmaxewmi B.B.,
HigepnaHgu
KoHTponb cepii (Tinbku
6ionoriuHe
TecTyBaHHs): AT
dapmaleBTUYHNIA
3aBog TEBA |
YropuwmHa; KoHTponb
cepii (aHaniTM4He
TecTyBaHHs Ta
BUBYEHHS
cTabinbHocTi): Asis
Kewmikan IHgacTpi3

npoueci BupobHuutea A®| rnatmpamepy auetary. byno
[0faHo anbTepHaTuBHI po3Mipu TLIX nnactuHkm (20x20 cwm),
LLI0 BUKOPUCTOBYHOTLCA Y BUNPOGYBaHHI




62

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
N14., 13painb
68. KOMNAKCOH® | po3uvH Ans iH'exuin, TOB "TeBa Ykpaina BMPOBHMLTBO 3a I13paine/ BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - 3a UA/6307/01/01
-TEBA 20 mr/mn; no 1 mn Ykpaina" NOBHUM LMKNIOM: TeBa Benuka BW/TyYEHHST NOKasHUKa "Baxkki meTanun" i3 cneundikavii APl peyenmom
npenapary y dapmaueBTikan BpuTanis/ rnaTupamMepy auetaTy; 3MiHW | TUMy - He3HAYHI 3MiHW Y
nonepegHbL0 lHpacTpis NTg,., HigepnaHamn MeToAuLi BUNPO6YyBaHHA "BMNpo6yBaHHA Ha BiflbHi
HarmoBHEHOMY LUNPULL; I3painb; BUPO6GHULITBO / YropmHa MOHOMepK" AN BUXiJHUX PEYOBUH, LLIO BUKOPUCTOBYIOTLCS B
no 1 nonepefHL0 3@ NOBHUM LVIK/TOM: npoueci BupobHuutea A®| rnatupamepy auetary. byno
HarnoBHEHOMY LUNPpULY HopToH Xenckea [ofaHo anbTepHaTMBHI po3mipy TLWX nnactuHkm (20x20 cwm),
B KOHTYPHIi Nimiteq T/A AMBEKC LLIO BUKOPUCTOBYIOTLCA Y BUNpobyBaHHi. LLinpwa nnactmHa
YapyHKOBIli ynakoBLyi dapmacbloTrKans, [03BO/IMTb OAHOYACHO TECTyBaT GiNnblue 3pas3kiB, LLO
3anasHiii nanepom 3 Benvika bputaHisi; 36iM1bLWUNTL ePEKTUBHICTb TECTYBaHHS
MapKyBaHHSAM KOHTPO/Ib cepii (NoBHe
YKpaiHCLKOH MOBOIO TECTyBaHHs,
abo no 1 nonepegHbLO BK/TIOHAI0UM HA
HamoBHEHOMY LUNPULYY CTEPW/IbHICTb Ta
B KOHTYPHIit 6akTepianbHi
YapyHKOBIli ynakoBLi €HA0TOKCUHY, ane
3anasHiii nniskoto 6e3 OKpiM 6ion10riYHOro
MapKyBaHHs; Mo 28 TECTYBaHHS):
nonepeaHsL0 dapmaxemi b.B.,
HarMoBHEHVX LUMPULIB Higepnanaw;
Y KOHTYPHUX KOHTPO/b cepii (Tinbkn
YapyHKOBUX 6ionorivyHe
yrakoBKax y KapTOHHIi TECTYBaHHS):
KOpoo6Li AT dapmaueBTUYHNI
3aBof TEBA,
YropLymHa; KOHTpob
cepii (aHaniTnyHe
TeCcTyBaHHs Ta
BVIBYEHHS
cTabinbHOCTI):
MnaxTekc N1a. ,
I3painb
KOHTPO/b cepii (Tinbkn
6ionoriyHe
TecTyBaHHs): ABGiK
nra., 13pains;
KOHTPO/Ib cepil
(aHaniTnyHe
TecTyBaHHSA Ta
BMBYEHHS
cTabiNbHOCTI):
Asis Kemikan
IHpacTpi3
Nita. I3painb
69. KOCONT BK Kpanni O4Hi, pO34nH; CaHTeH AT | ®iHNgHgia BMPOGHUK, PiHnanpin/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/18106/01/01
no 10 mn y dhnakoHi 3 BiANOBiAaIbHMI 3a ITania 3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y peyenmom
Jo3aropom Ta BWMNYCK Cepil: BMPO6HMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYHTLCA
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
KpuLkoto; no 1 CaHTeH AT, BMMNYCKY Cepii Ta KOHTPO/IK0 SIKOCTi FOTOBOrO NiKapCbKOro
h1akoHy 3 403aTOPOM PiHNAHAIA; 3acoby (3amiHa abo foaaBaHHS BUPOOHMKa, LLLO BiAMNOBiAae 3a
Ta KPULLIKOIO 3 BMPOGHUK, BBE3EeHHA Ta/abo BMNYyCK cepii) - He Bkoyaroun
KOHTPO/MIEM NepLUOro BiANOBIAa/IbHUI 3a KOHTPO/b/BMNPOBYBaHHSA cepil - 3MiHa MiCLle3HaxX0MKeHHS
PO3KPUTTS B KAPTOHHIlA BMPOGHMLTBO in-bulk, NpoBaPKeHHS AifNIbHOCTI BUpOoOHUKa CaHTeH AT, DiHNAHAIS,
KopooLi NepBuHHY Ta BiANOBIAA/ILHOrO 3a BUNYCK cepii. 3MiHN BHECEHO B IHCTPYKLIitO
BTOPWHHY YNakoBKy, AN MeANYHOro 3acTOCyBaHHA LWOAO MiCLe3HaX0MKEHHS
BMNPOBYBaHHSA W00 BMPOGHUKA 3 BiANOBIAHUMY 3MiHAMUW Y TEKCTI MapKyBaHHS
AKOCTI: yNakoBKM NikapcbKoro 3acoby. BBeAeHHSA 3MiH NpOTArom 6-Tu
Ty6inokc ®apma MiCALIB MiC/1A 3aTBEPIKEHHS.
C.M.A., Itanis
70. NA30ONIBAH® | kancynu 3 TOB YkpaiHa BUPOBHMLTBO, Himeuunna/ BHECEHHS 3MiH 4,0 pPeeCTpaLiiHnX maTepiasiB: 3MiHu | Tuny - 6e3 UA/3430/02/01
MAKC MPOJIOHrOBAHOLO A€t «CaHodi- KOHTPO/b AKOCTI, ®paHuia 3MiHu 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema peyenma
no 75 mr, no 10 ABeHTIC nakyBaHHs, KOHTeliHep/3akynopoBasibHUi 3aci6. 3MiHa po3mipy ynakoBKu
kancyn y énicrepi; no Ykpaina» MapKyBaHHS1, BUNYCK rOTOBOrO /iKapCbKOro 3acoby (BW/1y4YeHHS! yNakoBK/ NeBHOro
1 6nicTepy B cepii: po3mipy) - BunyueHHs ynakoBku Ne20 (2x10) Ta Ne50 (5x10) 3
KapTOHHIlA KopooLi BepiHrep IHrenbxaiim Bi4NOBIAHVMM 3MiHAMM Y P. «YNakoBka». 3MiHW BHECEHO B
®apma 'm6X i Ko. KT, IHCTPYKL,t0 4719 MEeANYHOro 3aCTOCYBaHHSA y p. "Ynakoska" 3
HimeuumnHa; BiANOBIAHUMY 3MiHAMU Y TEKCTi MapKyBaHHS YNakoBKU
nakyBaHHs, nikapcbKoro 3acoby. BeBeeHHs1 3MiH NpoTAroM 6 micALis nicas
MapKyBaHHS, BUNYCK 3aTBEPKEHHS
cepii:
Lenbdhapm Peiimc,
dpaHuis
71. NATAMEL Kpansi O4Hi, pOo34uH; TOB Ykpaina K.O. Pomdhapm PymyHis BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasis: 3MiHa 3asBHMKa 3a UA/14903/01/01
no 2,5 Mn 'y dp1akoHi- «YOPN[, KomnaHi C.P.J1. (BnacHvka peecTpauiiiHoro noceigyeHHs) (3rigHo Hakazy MO3 peyenmom
KpanenbHuui; no 1 MEANLINH» Bif 23.07.2015 Ne 460): BBeAeHHS 3MiH NpOTArom 6-Tu MicaLiB
hN1akoHy-KkpanenbHUL nicnsa 3aTBepkeHHs. 3MiHu | Tuny - 3MiHK Woao
B KapTOHHIi Kopo6Lyi 6e3nekn/edhekTUBHOCTI Ta hapMakoHarnsgy. BeeaeHHs abo
3MiHM [0 y3arasibHEHUX JaHuX Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTemMy
thapmakoHarnsgy, aMmiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay; KOHTakTHOI
0cobm 3 thapmakoHarnagy 3asBHVKa 471 34iNCHEHHS
hapMakoHarnsay B YkpaiHi, KO BOHa BigMiHHA Bif,
yMOBHOB&XeHOT 0cobu, BigNoBiAaNbHOT 3a 34iNCHEHHS
thapmakoHarnsgy (BkIouvatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MmiLLieHHi MacTep-chaiina cuctemmn chapmakoHarnsgy) 3MiHa
YNOBHOB&XXEHOT 0COOU 3asBHMKA, BifNOBigabHOI 3a
hapmakoHarnsag. fitoya pepaxuis: Casiwesa Jlapuca /
Savishcheva Larisa. NMponoHoBaHa pepakuis: Myano MaHHa
CraHicnaBiBHa. 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI
ocobu 3asiBHUKA, BiANOBIAa/IbHOI 3a hapMakoHarnsg. 3miHa
MicLsl 34iACHEHHA OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsgy.
3miHa MicLe3HaxomkeHHs MmacTep-chaiina cucremm
dhapmakoHarnsgy.
72. NA®EPOBIO cnpeii HasasbHUIA No TOB "®3 Ykpaina TOB "®3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu |l Tuny - 6e3 UA/13779/03/01
H 100000 MO/mn; no 5 "BIODPAPMA "BIODPAPMA" 3MiHa BHOCUTbCS Y 3B'A3KY 3 YHichikalier BUMOr LWoao peyenma
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
My h/1aKoHi, " HasaslbHNX NiKapCcbK1x 3aco6iB BUpo6HMLTBa TOB
3aKynopeHomy "®apmaveBTUYHMI 3aBof "Biochapma” Ta NnpuBeaeHHs ixX A0
MiKpOL03aTOPOM- BVMOTr r106a/1bHOI CUCTEMM SIKOCTI rpynu komnaHii "Stada", wo
po3nuaoBayem; no 1 6a3yeTbcA Ha pekomeHgauisix FDA Ta 3arasibHux ctateii USP
hnakoHy y nauui 3 «797> Ta 795> CTOCOBHO KnacugikaLii ikapcbkmx 3acobis 3a
KapToHYy 6ionorivHMMN xapakTepuctukamu y Cneupndikauii Ha
nikapcbkuii 3aci6, Bupo6HuuTBa TOB "®apmaueBTuyHumii
3aB0o/, "biohapma” 3anpornoHOBAHO 3aMiHUTU NMOKA3HWK
"CTepwbHICTb" Ha nokasHuk "MikpobionoriyHa umctoTa"
73. NA®EPOBIO Kpanni HasanbHi no TOB "3 YkpaiHa TOB "®3" YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3miHu |l Tuny - 6e3 UA/13779/02/01
H 100000 MO/mn; no 5 "BIODAPMA BIO®APMA" 3MiHa BHOCUTbLCA Y 3BA3KY 3 YHidDiKaLieto BUMOr LWoa0 peuenma
My ch1aKoHi, " Ha3aslbHNX NiKapCcbknx 3aco6is BUpo6HMLTBa TOB
3aKynopeHomy "®apmaueBTUYHMIA 3aBog "biochapma” Ta NnpuBefeHHs ixX 4o
MiKpO4,03aTOPOM- BMMOT r106a/1bHOI CMCTEMU SIKOCTI rpynn komnaHii "Stada”, wo
KpanenbHuueto, no 1 6a3yeTbcs Ha pekomeHgauisax FDA Ta 3aranbHux ctatein USP
chnakoHy y nauui 3 <797> Ta <795> CTOCOBHO Knacudikauii likapcbkmx 3acobis 3a
KapToHy 6ionoriyHMMK XapakTepuctTmkamun y Cneumdikayii Ha
nikapcbkuii 3aci6, BupobHuuTBa TOB "dapmaueBTuyHumii
3aBof "biohapma” 3anponoHoOBaHO 3aMiHUTK MOKa3HKK
"CTepw/bHICTL" Ha NnokasHuK "MikpobionoriyHa uncrora”
74. NEBAKCENA | po3uuH gns iHdysii, 5 KPKA, a.4., | CnoBeHis KPKA, 4.4., Hoso CnoBeHis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny - 3a UA/15596/01/01
® mr/mn; no 100 mn HoBo mecTo mMecTo, CnoBeHis 3MiHa afpecu Micus NPoBa[KeHHS AisNbHOCTI BUPo6HMKa AdI peyenmom
PO34MHY Y h1aKoHi; No (BMPOGHMLTBO "in Neuland Laboratories Limited, IHgis neBodynokcauuy y
1, 5 a6o 10 chnakoHis bulk", nepsuHHe Ta BUrnagi nesodpnokcauuHy remirigpaty, 6e3 3amiHu micus
B KQPTOHHIli KOPOGL BTOPWHHE MaKyBaHHS, BMPOGHMLTBA
KOHTPOb cepii Ta
Bunyck cepii;); KPKA,
n0.4a., Hoeo mecTo,
CnoBeHis (KOHTpONb
cepii)
75. NEBOKCUME | kpanni 04Hi, po34uH, 5 yoprna Benuka K.O. Pomdrapm PymyHis BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TURY - 3a UA/14769/01/01
a Mmr/Mn no 5 mny MEANLUWVH | Bputanis KomnaHi C.P.J1. BHeCEeHHS 3MiHu Ao po3ainy MKA N3 «MAPKVPOBKA»: peyenmom
oNakoHi-KpanenbHnui; OPTA/IbMI MponoHoBaHa pegakuis: MAPKVPOBKA B cooTBeTCcTBUM C
no 1 conakoHy- KC NIMITEL YTBEPXAEHHLIM TEKCTOM MapKMPOBKN. OHOB/IEHHSA TEKCTY
KpanesnbHuL,i B MapKyBaHHS YyMakoBKMN MIKAPCbKOro 3ac00y 3 BHECEHHAM
KapTOHHI KOpOOLii iHhopmauii WoAo 3a3HaYeHHS OAUHULL BUMIPIOBAHHS Y
cuctemi Sl. BBefieHHS 3MiH NPOTArom 6-Tv MicALiB nicns
3aTBepAKEHHSA
76. NEMTPALA KOHLeHTpaT ans TOB YkpaiHa BepiHrep IHrenbxaiim Himeuunna/ BHECEHHS 3MiH 10 peecTpaviiiHix martepianis: 3miHu |l Tuny - 3a UA/17376/01/01
PO34mnHY ANs iHdy3iiA "CaHodi- dapma 'm6X i Ko. KT, IpnaHgis/ 3asiBHUKOM Haf,aHO AeTaslbHWI ONMUC CUCTEMM YNPaBiHHS peyenmom
no 12 mr/1,2 mn Ne 1: ABeHTIC HimeuunHa Benvka pu3nKkaMun y BUrNsAi OHOBNEHOTO MnaHy ynpasniHHA pusukamm
no 1,2 mny chnakoHi, YkpaiHa" (Bnpo6HmuTBO (fill- BputaHis Bepcis 7.2 Ansa nikapcbkoro 3acoby J/leMTpasa, KoHUeHTpar

no 1 chnakoHy y
KapTOHHI KOpo6Li

finish/nepsunHHe
nakyBaHHs1) KOHTPO/1b

015 po34rHy Ans iHdy3ii no 12 mr/1,2 mn; Nel: no 1,2 mny
chnakoHi; No 1 cpnakoHy B KAPTOHHI kopobLi. 3MiHK BHECEHO
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

AKocTi (B mpoueci
BUPOGHMLTBA,
KOHTpO/b fkocTi N3,
BK/THOHAI0UM
TecTyBaHHA AN
OL|iHKV CTEPW/IBHOCTI i
BMICTY
MiKpOOpraHi3mis),
TECTu Ha
CTabiNbHICTb);
[bxeH3aim lpnaHg
Nimiten, Ipnaxgis
(BTOPMHHE NakyBaHHS,
MapKyBaHHS,
36epiraHHa M3 Ta
BUMYCK cepii);
[xeHzaiim Nimites,
Benuka bpuTaHis
(BTOPMHHE NakyBaHHS,
MapKyBaHHS,
36epiraHHa M3 Ta
BUnyck cepii); Ec Oxi
Ec IHcTUTYT ®peseHiyc
'mM6X, HimeuunHa
(TecTyBaHHs Ans
OLiHKM CTEPUNBLHOCTI i
BMICTY
MiKpOOpraHiamis
(anbTepHaTnBHA
naboparopis))

0o yactuH: Il "Cneundoikauis 3 6esnekun”, Il "MNnaH 3
thapmakoHarnagy"”, V "3axogm 3 MiHimizawii pusmkis", VI
"Pestome nnaHy ynpas/iHHA pusmkamu' BignoBigHo Ao

pekomeHgauii PRAC w040 oHOBeHOI iHhopMaii 3 6e3nekn
Lito40i pevoBuHU

77.

NEHANIAOMI
A-BICTA

Kancynv Teepgai no 2,5
Mr Mo 7 kancyny
6nictepi, no 3
6nicTepy B KapTOHHIA
KopooLi

Mictpan
Kenitan
MeHemxmeH
T NimiTen,

AHrNisA

CiHToH XicnaHis, C.J1.,
IcnaHis (ginbHUUS, Wo
Bignosigae 3a
nakyBaHHS, KOHTPO/b
SAAKOCTI, BUMYCK cepii);
CiHTOH Yuni N1aa.,
Ywuni (ginbHuus, wo
Bignosigae 3a
BMPOGHMLTBO,
nakyBaHHS, KOHTPO/b
AKOCTI); Dapmagokc
Xenckea N4,
ManbTa (ginbHULA,
Lo Bignosigae 3a
KOHTPO/1b SIKOCTI)

Icnanisi/
Yuni/
ManbTa

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3miHu |l Tuny -
3MiHM BHECEHO A0 YacTuH | «3aranbHa iHopmauis», Il
«Cneuudikauisi 3 6esnekn», Il «MnaH 3 dpapmakoHarnagy», V
«3axoay 3 MiHiMizauil pu3ukie», VI «Pe3iome nnaHy
ynpasniHHA pusnkamu», VIl «Jogatkn» y 38’a3ky 3
OHOBJ/IEHHAM iHhopMaLlii 3 6e3nekn Npo BaX/InBi
iieHTNdiKoBaHi pU3NKN Ta 3aCTOCYBaHHA [OAATKOBUX 3aX0fiB
3 MiHiMi3auii pu3ukis

3a
peyenmom

UA/17466/01/01

78.

NEHANIAOMI
I-BICTA

Kancynv Teepgi no 5
Mr; Mo 3 Kancynu y
6nictepi, no 7

MicTtpan
Kenitan
MeHemkMeH

AHrniA

CiHTOH Xicnarnis, C.J1.,
IcnaHis (ginbHUUS, Wo
Bignosigae 3a

Icnanis/
Yuni/
MasnbTa

BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3miHu |l Tuny -
3MiHM BHECEHO [0 YacTuH | «3arasnibHa iHhopmadis», I
«Cneuundiikauin 3 6esnekn», Il «MnaH 3 hapmakoHarnagy», V

3a
peyenmom

UA/17466/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
6nicTepiB y KAPTOHHIN T Nliviteq, nakyBaHHs, KOHTPO/Tb «3axoay 3 MiHiMisauil pu3ukie», VI «Pe3iome nnaHy
Kopobu,i SAKOCTI, BUMYyCK cepii); ynpasniHHA pusnkamu», VIl «ogatkn» y 38’a3Ky 3
CiHTOH Yuni Ntpa., OHOBJ/IEHHAM iHhopMaLlii 3 6e3nekn Npo BaX/InBI
Ywuni (ginbHuus, wo iAeHTNdiKOBaHi PU3NKN Ta 3aCTOCYBaHHS JOAATKOBUX 3aXO0fiB
Bignosigae 3a 3 MiHiMi3auii pu3ukis
BMPOGHULITBO,
nakyBaHHS, KOHTPO/b
AKOCTI); Papmasokc
Xenckea NT4,,
ManbTa (ginbHULA,
Lo Bignosigae 3a
KOHTPO/1b SIKOCTI)
79. NEHANIAOMI | kancynwv TBepgino 7,5 Mictpan AHrniA CiHTOH Xicnanis, C.J1., Icnanis/ BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3miHu |l Tuny - 3a UA/17466/01/03
AO-BICTA Mr; O 7 Kancyny Kenitan IcnaHis (ginbHUUS, Wo YUnni/ 3MiHM BHECEHO [0 YacTuH | «3arasibHa iHhopmadis», Il peyenmom
6nicTepi, no 3 MeHemxkmeH Bignosigae 3a ManbTa «Cneuudikauisi 3 6esnekn», Il «MnaH 3 dpapmakoHarnagy», V
6nicTepy B KapTOHHIA T Nliviteq, nakyBaHHS, KOHTPO/Tb «3axoay 3 MiHiMi3auil pu3ukie», VI «Pe3iome nnaHy
Kopoou,i SAAKOCTI, BUMYCK cepii); ynpasniHHA pusnkamu», VIl «Jogatkn» y 38’a3ky 3
CiHToH Yuni Ntpa., OHOBJ/IEHHAM iHhopMaLlii 3 6e3nekn Npo BaX/InBi
Ywuni (ginbHuus, wo iieHTNdiKoBaHi pU3NKN Ta 3aCTOCYBaHHA J0AATKOBUX 3aX0fiB
Bignosigae 3a 3 MiHiMi3auji pu3ukis
BMPOGHMLTBO,
nakyBaHHS, KOHTPO b
AKOCTI); Dapmagokc
Xenckea N4,
ManbTa (ginbHULA,
Lo Bignosigae 3a
KOHTPO/1b SIKOCTI)
80. NEHANIAOMI | kancynu TBepgi no 10 MicTtpan AHrniA CiHTOH XicnaHis, C.J1., IcnaHis/ BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3miHu |l Tuny - 3a UA/17466/01/04
AO-BICTA Mr; no 3 kancynuy Kenitan IcnaHis (ginbHUUS, Wo Unni/ 3MiHM BHECEHO [0 YacTuH | «3arasnibHa iHhopmadis», I peyenmom
6nicTepi, no 7 MeHemxmeH Bignosigae 3a MasibTa «Cneundikauis 3 6e3nekn», Il «MnaH 3 hapmakoHarnagy», V
6nicTepiB y KAPTOHHIl T NimiTeq, nakyBaHHs, KOHTPO/1b «3axo4M 3 MiHiMi3auji pusnkie», VI «Pe3ome nnaHy
Kopobui SAKOCTI, BUNYCK cepii); ynpasniHHA pusnkamu», VIl «Jogatkn» y 38'a3ky 3
CiHTOH Yuni NiTpa., OHOBJ/IEHHAM iHhOpMaLlii 3 6e3nekn Npo BaX/InBI
Yuni (ginbHUUS, Wo iAeHTUIKOBaHI pU3nKM Ta 3aCTOCYBaHHA [04ATKOBUX 3aXO04iB
Bignosigae 3a 3 MiHiMi3auji pu3ukis
BMPOGHMLTBO,
nakyBaHHS, KOHTPO/b
AKOCTI); Papmagokc
Xenckea N4,
ManbTa (ginbHuuA,
Lo Bignosigae 3a
KOHTPO/1b SKOCTI)
81. NEHANIAOMI | kancynu TBepgi no 15 MicTtpan AHrnin CiHTOH XicnaHisi, C.J1., IcnaHis/ BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3miHu |l Tuny - 3a UA/17466/01/05
A-BICTA Mr; no 3 Kancynuny Kenitan Icnanisa (ginbHWUA, Wwo Yuni/ 3MiHM BHECEHO [0 YacTuH | «3aranbHa iHchopmavis», Il peyenmom
6nictepi, no 7 MeHemKmeH BignoBigac 3a ManbTa «Cneundikauis 3 6e3nekn», Il «MnaH 3 hapmakoHarnagy», V
6nicTepiB y KAPTOHHIl T NimiTeq, nakyBaHHs, KOHTPO/1b «3axoam 3 MiHiMi3auji pusukie», VI «Pe3ome nnaHy

KopooLi

AKOCTI, BUNYCK cepil);
CiHTOH Yuni NITaa.,

ynpaBsniHHA pusnkamu», VIl «ogatkn» y 3B'a3Ky 3
OHOBJIEHHSIM iHChopMalLii 3 6e3Mekn NPo BaXXMBI
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Ywuni (ginbHuus, wo iAeHTNdiKOBaHi PU3NKN Ta 3aCTOCYBaHHSA JOAATKOBUX 3aX0fiB
Bignosigae 3a 3 MiHiMi3auii pu3ukis
BMPOGHULTBO,
nakyBaHHS, KOHTPO b
AKOCTI); Papmasiokc
Xenckea N4,
ManbTa (ginbHULSA,
Lo Bignosigae 3a
KOHTPO/1b SKOCTI)
82. NEHANIAOMI | kancynu TBepai no 20 Mictpan AHrniA CiHTOH Xicnarnis, C.J1., Icnanis/ BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3miHu |l Tuny - 3a UA/17466/01/06
AO-BICTA Mr; no 3 kancynuy Kenitan IcnaHis (ginbHUUS, WO YUnni/ 3MiHM BHECEHO [0 YacTuH | «3arasibHa iHhopmadis», Il peyenmom
6nicTepi, no 7 MeHemxmeH Bignosigae 3a MasibTa «Cneundikauis 3 6e3nekn», Il «MnaH 3 hapmakoHarnagy», V
6nicTepiB y KAPTOHHIN T Nliviteq, nakyBaHHs, KOHTPO/Tb «3axoay 3 MiHimizauil pu3ukie», VI «Pe3iome nnaHy
Kopoou,i SAKOCTI, BUMYCK cepii); ynpasniHHA pusnkamu», VIl «ogatkn» y 38’a3Ky 3
CiHTOH Yuni Ntpa., OHOBJ/IEHHAM iHhopMaLlii 3 6e3nekn Npo BaX/InBI
Ywuni (ginbHuus, wo iieHTNdiKoBaHi pU3NKN Ta 3aCTOCYBaHHA JOAATKOBUX 3aX0fiB
Bignosigae 3a 3 MiHiMi3auji pu3nkis
BMPOGHMLITBO,
nakyBaHHS, KOHTPO b
AKOCTI); Dapmafokc
Xenckea N4,
ManbTa (ginbHULA,
Lo Bignosigae 3a
KOHTPO/1b SKOCTI)
83. NEHANIAOMI | kancynu TBepgi no 25 MicTtpan AHrniA CiHTOH XicnaHis, C.J1., IcnaHis/ BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3miHu |l Tuny - 3a UA/17466/01/07
AO-BICTA Mr; no 3 kancynuy Kenitan IcnaHis (ginbHUUS, Wo Unni/ 3MiHM BHECEHO [0 YacTuH | «3arasnibHa iHhopmauis», I peyenmom
6nicTepi, no 7 MeHemxmeH Bignosigae 3a ManibTa «Cneundikauis 3 6e3nekn», Il «MnaH 3 hapmakoHarnagy», V
6nicTepiB y KAPTOHHIl T NimiTeq, nakyBaHHs, KOHTPO/1b «3axoaM 3 MiHiMi3auji pu3ukis», VI «Pe3ome nnaHy
Kopobui SAKOCTI, BUNYCK cepii); ynpasniHHA pusnkamu», VIl «Jogatkn» y 38’a3ky 3
CiHTOH Yuni NiTpa., OHOBJ/IEHHAM iHhOpMaLlii 3 6e3nekn Npo BaX/InBI
Yuni (ginbHUUS, Wo iAeHTUIKOBaHI pU3nKM Ta 3aCTOCYBaHHA [04ATKOBUX 3aXO04iB
Bignosigae 3a 3 MiHiMi3auji pu3ukis
BMPOGHMLITBO,
nakyBaHHS, KOHTPO/b
AKOCTI); Papmagokc
Xenckea N4,
ManbTa (ginbHuuA,
Lo Bignosigae 3a
KOHTPO/1b SKOCTI)
84. NIBEKCUNH® Tabnetkv no 100 Mr TOB Ykpaina XIHOIH 3aBog YropwuHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TURY - 6e3 UA/8252/01/01
Ne 20 (20x1): no 20 "CaHodi- PapmaueBTUYHUX Ta 3MiHK LWoao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsgy. peyenma
TabneTtok y 6nictepi; ABEHTIC XimiuHux MpoaykTiB BBegeHHs1 abo 3MiHU A0 y3ara/ibHEHMX AaHWX NP0 CUCTeEMY
no 1 6nictepy B YkpaiHa" Mpatiisit Ko. NiTa,. hapmakoHarnagy (BBefeHHs y3arasibHeHUX JaHux Npo

KapTOHHIlA KOpo6Li

Mignpuemctso 2
(nignpruemcTBo
Bepeluenbxas)

cuctemy hapmakoHarnsay, 3MmiHa ynoBHOBaXeHoI 0cobu,
BigNoBiAa/IbHOI 3a 34iICHEHHST hapMakoHarnsay; KOHTakTHOT
0cobu 3 chapmakoHarnsay 3asaBHVKa o151 34iACHEHHS
thapmakoHarnagy B YKpaiHi, K0 BOHA BigMiHHA Bif,
YMOBHOBAXEHOI 0CO6M, BifnoBigaIbHOI 3a 3AjiiCHEHHS




68

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
chapmakoHarnsgy (BkIuyatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilLleHHi MacTep-chaiina cuctemn hapmakoHarnsgy) -
3MiHa YNOBHOBaXKEHOT 0CO6U 3asiBHMKA, BifnoBigabHOI 3a
hapmakoHarnsg,.
MponoHoBaHa pefakuin: Xoaakiscbka TeTaHa BsyecnasiBHa.
3MiHa KOHTaKTHMX faHWX YNOBHOBAXEHOI 0COOM 3asiBHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg
85. niBHONPU Tabnetku no 5 mr, no TOB Ykpaina TOB "ACTPA®APM" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 3a UA/4968/01/01
n- 10 TabneTok y "Actpadpapm" 3MiHM Woao 6e3nekun/ethekTnBHOCTI Ta hapmakoHarnagy - peyenmom
ACTPA®APM | Gnictepi; no 3 abo 6 BHECEHHS 3MiH 0 po3ainy “MapkyBaHHsA" MKA N13: [itoya
6nictepis y Kopobui 3 pepakuis: MapkyBaHHsA. [logaeTbes. [ponoHoBaHa pefakuis:
KapToHY MapkyBaHHs. TakoXX OHOB/IEHHSA TEKCTY MapKyBaHHS YNakoBKM
nNikapcbKoro 3acoby 3 BHECEHHSAM iHhopMmaL,i Woao
3a3HayvYeHHs O4MHMLb BUMIpOBaHHSA Y cucTemi Sl. BignosigHo
[0 3aTBEPAYKEHOrO TEKCTY MapKyBaHHSA
86. niIBHONPU Tabnetkv no 10 mMr no TOB Ykpaina TOB "ACTPA®APM" YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 3a UA/4968/01/02
n- 10 TabneTok y "Actpacapm” 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy - peyenmom
ACTPA®PAPM | 6Gnictepi; no 3 abo 6 BHECEHHS 3MiH 40 po3ainy “MapkyBaHHa” MKA N13: ditoua
6nicTepiB y kopobu,i 3 pepakuis: MapkyBaHHA. [logaeTbes. [ponoHoBaHa peakuis:
KapTOHY MapkyBaHHS. TakoX OHOB/IEHHSI TEKCTY MapKyBaHHS ynakoBKW
NiKapcbKoro 3acoby 3 BHECEHHAM iHchopmal,ii Wwoao
3a3HayvyeHHs O4MHVLb BUMIpIOBaHHSA Y cuctemi Sl. BignosigHo
[0 3aTBEPAKEHOTO TEKCTY MapKyBaHHS
87. niSHONPU Tabnetky no 20 mr no TOB Ykpaina TOB "ACTPA®APM" YkpaiHa BHECEHHS 3MiH 40 pPeecTpaLiiHnX maTepiasiB: 3MiHu | Tuny - 3a UA/4968/01/03
n- 10 TabneTok y "Actpadapm” 3MiHM Woao 6e3neku/ehekTnBHOCTI Ta chapmakoHarnagy - peyenmom
ACTPA®APM | 6nicTepi; no 3 abo 6 BHECEHHS 3MiH [0 po3ainy “MapkysaHHsa" MKA N13: [itoya
6nicTepiB y Kopobu,i 3 pegakuisi: MapkyBaHHs. [logaeTbcs. [ponoHoBaHa pedakuist:
KapTOHY MapkyBaHHS. TakoX OHOB/IEHHS TEKCTY MapKyBaHHS ynakoBK/
NiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmaLii Wwoao
3a3HayYeHHs O4MHMLb BUMIpOBaHHSA Y cucTemi Sl. BignosigHo
[0 3aTBEPAKEHOrO TEKCTY MapKyBaHHS
88. NO3AMN® TabneTku, BKPUTI TOB YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | TUny - 3a UA/9435/01/01
nnc o060n0Hkoto; Ne 10, Ne "CaHodi- Pecny6bnika 3MiHM WoAo 6e3nekn/edhekTBHOCTI Ta chapmakoHarnagy. peyenmom
30 (10x3), Ne 90 ABeHTIC BeeneHHs1 abo 3MiHU [0 y3arafibHEHUX AaHWUX NPO cUcCTeMy
(10x9): no 10 YkpaiHa" hapmakoHarnagy (BBe4EHHS y3arasibHEHUX AaHKX Npo

TabneTok y 6nictepi;
no 1, 3a6o9
6nicTepIB Yy KAPTOHHIi
kopobui; Ne 30 (15x2),
Ne 90 (15x6): no 15
TabneTtok y 6nictepi;
no 2 a6o 6 6nictepis y
KapTOHHIli KopoobLi

cuctemy hapmakoHarnagy, 3MiHa ynoBHOBaXkeHoi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay; KOHTaKTHOI
0cob6u 3 chapmakoHarnsgy 3asnBHuKa s 3iACHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif,
YMOBHOBaXeHOT 0cobu, BiANOBIAaNbHOT 3a 34iACHEHHS
thapmakoHarnsgy (BKuvatoum KOHTaKTHiI AaHi) Ta/abo 3MiHu y
po3MiLLieHHi MacTep-chaiina cuctemu hapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOT 0CO6M 3asBHMKA, BignoBiganbHOI 3a
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

dhapmakoHarnsg. MponoHosaHa pefakuis: Xogakiscbka
TeTaHa BsyecnasiBHa. 3MiHa KOHTaKTHUX AaHUX
YNOBHOBaXXEHOT 0CO6U 3a8BHMKA, Bi4NOBigabHOI 3a
hapMakoHarnsg

89.

NO3AN®
nntoc

TabneTku, BKPUTI
060s10HKOt0; Ne 10, Ne
30 (10x3), Ne 90
(10x9): no 10
TabneTtok y 6nictepi;
no 1, 3a6o9
6nicTepiB y KAPTOHHIl
kopobui; Ne 30 (15x2),
Ne 90 (15x6): no 15
Tabnetok y 6nictepi;
no 2 a6o 6 6nictepis y
KapTOHHIli KopoobLi

TOB
"CaHodi-
ABeHTIC
YKpaiHa"

YkpaiHa

TOB "3eHTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny -
nogaHHsa oHossieHoro CEP R1-CEP 2010-139-Rev 01
(nonepegHs Bepcis R1-CEP 2010-139-Rev 00) ans gitoyoi
peyoBWHM Jlo3apTaHy Kanito Bif BXe 3aTBEpAKEHOro
BMpo6HMKa Zhejiang Huahai Pharmaceutical Co., Ltd., China,
Ta AK HacNifoK, BUAAIEHHS BUNPOOYBaHHA 4718 BU3HAYEHHS
BaXKMNX MeTaniB y BignosigHocTi o EP Ta fogaeTbecsa Bumora
LLOA0 KOHTPOA0 ABOX AoMiwok N-HiTpo3amiHie (NDEA Ta
NDMA) 3a foNMOMOrol MeToAy ra3oBoi xpomaTorpadii — mac-
cnekTpomMeTpii (GC-MS); 3MiHu | TUny - NoAaHHA OHOB/IEHOTO
CEP R1-CEP 2010-139-Rev 02 (nonepegHs sepcis R1-CEP
2010-139-Rev 01) ans gitovoi peyoBuHM Jlo3apTaHy Kanito Big,
BXeE 3aTBepAKeHoro BMpobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd., China, Ta siKk HacnifokK, BBe4eHHS
pyTUHHOrO KOHTPOM0 NDBA, LLIO BUKOHYIOTb 38 40MOMOrolo
MeTOoAy razoBoi XxpoMaTorpadii-mac-cnekrpomeTpii/mac-
cnektpomeTpii (GC-MS/MS) ans A®Il no3apTaHy Kasito 3
Mexamu He Ginblue 0,177 ppm; 3miHW | TUNy - NoAaHHSA
oHoBneHoro CEP R1-CEP 2009-227-Rev 04 (nonepegHs
Bepcia R1-CEP 2009-227-Rev 03) ans Aito4oi peyoBuHu
JNlozapTaHy Kanito Bif, BXe 3aTBepkeHoro BupobHuka Zhejiang
Tianyu Pharmaceutical Co., Ltd., China, Ta ik Hacnifok,
3BY)XEHHS AOMYCTUMUX MEX MPY KOHTPOSI YXe
3apeecTpoBaHnX AoMioK N-HITpo3amiHiB; i nignsraroTb
KOHTPONO TpW Aoaatkosi AoMiwky N-HiTpo3amiHie (NDBA,
EIPNA, DIPNA), 3 BcTaHOB/1I€HUM A1liMiTOM <0,001 ppm; 3MiHu |
TUMy - BHECEHHS 3MiH Ao p. 3.2.5.4.1 Specification
(Supplement Zentiva), a came: 3amiHa meTogis (I Ta Il)
pignHHOI Xxpomatorpadii 3 Mac-cnekTpomeTpieto/mac-
cnektpomeTpii (LC-MS/MS), Lo BUKOPUCTOBYIOTb A5
KOHTPOJIH0 HITPO3aMiHIB Ha HOBUIA GinbLL YyTAMBMiA LC-MS/MS
MeTOf Bifi BUPOGHYVKa Ta 3BYy)XXEHHSA AOMYCTUMUX MEX Npu
KOHTPO/i BMICTY HITPO3aMiHiB. 3BY)XXEHHSI [ONYCTUMUX MEX
NpoBOAATH Y BiANOBIAHOCTI A0 BUMOT pedhepasibHOT
npoueaypn EMEA/H/A-31/1471

3a
peyenmom

UA/9435/01/01

90.

NO3APTAH
KPKA

TabneTkn, BKpUTI
N/1iBKOBOIO
0607/10HKOI0, MO 100
mr, no 10 TabneTok y
6nictepi, no 3 abo no
9 6nicTepiB y
KapTOHHIlA KopoobLi

KPKA, a.4.,
HoBo mecTo

CnoBeHisa

BiANOBiAa/bHWIA 32
BUPOGHMLTBO "in bulk",
nepBuHHe Ta
BTOPWHHHE
nakyBaHHS, KOHTPOJIb
cepili Ta BUMycK cepiii:
KPKA, a.4a., Hoso
mMecTo, CrnoBeHis;
KOHTpPO/b cepii:

CnoseHisi/
Kutait

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny -
3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOOGHMLTBI. 3amiHa abo BBeAEHHS AOAATKOBOI AiNbHUL
BMPOOHMLTBA 151 YACTVMHM abo BCbOro BUPOBHMYOro npoLecy
rOTOBOrO JliKapCbKOro 3acoby (fifbHULSA, Ha ki NpoBOASATLCSA
6yAb-sKi BAPOOHUUI CTagji, 32 BUHATKOM BUNYCKY Cepii,
KOHTPO/O AKOCTi, NEPBMHHOTO Ta BTOPUHHOIO NakyBaHHSA, A1
HecTepubHUX Nikapcbkux 3ac06iB) - BBEAEHHS 104ATKOBOrO
BMPOGHMKA NiKapCbKoro 3acoby, BiANOBiAa/IbHOIO 3a

3a
peyenmom

UA/14818/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
KPKA, g.a., HoBo BMpo6HULTBO in bulk Ningbo Menovo Tiankang
mecTo, CrioBeHis; Pharmaceuticals Co., Ltd., China /HiHr6o MeHoBo TiaHkaHr
KOHTpONb cepii: ®dapmacbtotukanc Ko., /ita., Kutaii (BBefeHHst 3MiH NpoTSArom
labeHa p.0.0., 6-TV MiCALIB MiC/1A 3aTBEPKEHHS)
CnoseHis;
BiANOBIfaNbHWIA 32
BMPOGHULITBO «in
bulk»:
HiHréo MeHoBo
TiaHKaHr
®apmacbsroTukasc Ko.,
N1a., Kutaii
91. NO3APTAH TabneTkn, BKpUTI KPKA, a.a., | CnoeHis BiANOBiAa/IbHWIA 32 CnoseHisi/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3MiHu | Tuny - 3a UA/14818/01/02
KPKA NAiBKOBOIO HoBo mecTo BUPOGHMLTBO "in bulk", Kutaii 3MiHu 3 sikocTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y peyenmom
06010HKO0, No 50 wMr, nepBuHHE Ta BMPOGHMLTBI. 3amiHa abo BBEAEHHS [0AAaTKOBOI AiNTbHUL
no 10 TabneTtoK y BTOPUHHHE BMPOOHMLTBA 151 YACTVHM abo BCbOro BUPOBHMYOro npoLecy
6nictepi, no 3 abo no nakyBaHHs1, KOHTPOJ/1b rOTOBOrO JliKapCcbKOro 3acoby (fiNbHULSA, Ha SKili NPoBOASATLCS
9 6nictepiB y cepili Ta BUMyCK cepiii: 6yAb-AKi BUPOOHUUYI CTagji, 3a BUHATKOM BUNYCKY Cepii,
KapTOHHIV KOpo6L KPKA, a.4., Hoso KOHTPO/O AKOCTi, NEPBUHHOTO Ta BTOPUHHOIO NakyBaHHSA, A1
mMecTo, CrnoBeHis; HecTepubHUX Nikapcbkux 3ac06iB) - BBEAEHHS 104AaTKOBOrO
KOHTPO/b Cepii: BMPOBHMKA NiKapcbKoro 3acoby, BiANOBIAa/IbHOMO 3a
KPKA, g.a., HoBo BMpo6HULTBO in bulk Ningbo Menovo Tiankang
mecTo, CrioBeHis; Pharmaceuticals Co., Ltd., China /HiHr6o MeHoBo TiaHKaHr
KOHTpPONb cepii: dapmacstotukanc Ko., N11a., Kutaih (BBefeHHS 3MiH NpoTArom
abeHa p.0.0., 6-TV MiCALIB MiC/1A 3aTBEPIKEHHS)
CnoseHis;
BiANOBIAa/IbHWN 3a
BMPOGHULITBO «in
bulk»:
HiHréo MeHoBo
TiaHKaHr
®apmacbsroTukasnc Ko.,
Nta., Kutai
92. NOMEKCUH® | kpem 2% no 30ry Pekoppari IpnaHgis BAM®APMA C.P.J1., ITanis BHECEHHS 3MiH 0 peecTpaLiiiHuX MaTepiaslis: BUNpasieHa 6e3 UA/6094/02/01
Ty6i; no 1 1y6i y AineHp NTa ITanin; Pekopaari TEeXHiYHa NMOMUSIKA B TEKCTI MapKyBaHHS YNakoBOK NiKapCbKoro peuenma
KapTOHHI KOpOOLii IHgacTpia Ximika e 3acoby, a came, BipHO 3a3Ha4eHi 3HaKM NyHKTyauii Ta 4ogaHo
dapmacesrTika C.n.A., cnoBo "Cknag:" o nepeniky Aito4nX pevyoBUH B M. 2 NepBUHHOT
ITania yrnakoBKW. 3a3HayeHe BUNpaB/IeHHS BiANOBifaE MaTepianam
peecTpavLinHOro Aocbe
93. MAAJIOKC® CyCreH3sis opasibHa, TOB Ykpaina Eli. HaTtTepmaHH eHf, HimeyunHa/ BHECEHHS 3MiH 0 peecTpaLiiiHuX MaTepiasiis: BUNpaB/ieHO Ges UA/10145/01/01
MIHI Ne20: no 4,3 mn (6 1)y "CaHodi- Caiii. Fm6X, ITanis TEeXHiYHY NOMUKY Y TEKCTi MapKyBaHHS YNakoBKM J1iKapCbKOro peyenma
cawwe; no 20 cawe y ABEHTIC HimeuumnHa; CaHoi 3acoby. BTopuHHa ynakoBka 3AMNPOMOHOBAHO:
KapTOHHIlA KopoobLi YkpaiHa" C.n.A., Itania 11. HAUMEHYBAHHSA | MICLIESHAXOI)KEHHSA

BVPOBHWKA TA/ABO 3AABHWKA BupobHuk: Eii.
HatTtepmaHH eHpg Caiti. TM6X, HimeuyunHa HatTepmaHHasies 1,
KenbH, HopapeliH-BecTtdhaneH, 50829, HimeyunHa MNepBuHHa

ynakoska 3ANMPOIMOHOBAHO:
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
2. KIIbKICTb AIK04OIl PEYOBVIHW Caue 4,3 mn (6 1) Marito
ringpokcua, Antomiito okeug 11. HAMMEHYBAHHSA
BVIPOBHUKA |, 3A HEOBXIAHOCTI! — 3AABHWKA EiA.
HatrepmaHH eHg Caiii. F'M6X, HimeuurHa. 3asHaueHe
BUNPaB/IEHHs BiAMNOBIAAE apXiBHUM MaTepianam
peecTpaLiiHoro AockLe
94. MAKMIPOP Kancysnv BariHasibHi MONIKEM ITanisa BiANOBiAaIbHMI 3a ITanisa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - 3a UA/3934/02/01
KOMM/IEKC® | m'ski, no 8 kancyn 'y C.p.n. nepBrHHE, BTOPUHHE nogaHHs oHosrieHoro CepTudikaty BignoBigHOCTI peyenmom
6nicTepi; no 1 nakyBaHHS, KOHTPO/1b €sponelicbkin hapmakonei R1-CEP 2003-118-Rev 04
6nicTepy B mauui Ta BUNyCK cepii: (nonepepHs Bepcis R1-CEP 2003-118-Rev 03) Big Bxe
KapTOHHIlA [Jonnenb 3aTBepxeHoro Bupo6Hrka VUAB Pharma a.s. Yecbka
dapmaueyrTiui C.p.n., Pecny6nika gna A®| HictaTuHy
ITanis;
BiANOBiAaIbHUI 3a
NOBHUIA LKA
BMPOGHMLTBA:
[Jonnenb
dapmaueyTiui C.p.n1.,
ITanis; BUPO6HUK
npoAykty in bulk:
KataneHT Itani C.n.A,,
ITania
95. MELOBIOTU Tabnetkm no 2,5 mrno | TOB «MIBE YkpaiHa Bupo6HuK, HimeyunHa BHECEHHS 3MiH [j0 peecTpaLiiiHux MaTepiasis: 3MiHa 3asiBHUKa 6e3 UA/2432/01/01
H 10 TabneTok y YKPAIHA» BiANOBIAa/IbHUI 3a (BNacHvika peecTpauiiHoro nocBig4yeHHs). 3mMiHu | Tuny - 3MiHn peyenma
6nicTepi; no 3 abo 6 BMPOGHMLITBO Loao 6e3nekn/edpeKTBHOCTI Ta chapmakoHarnsgy. BeegeHHs
6nicTepiB y KAPTOHHIl Hepo3ghacoBaHOro a60 3MiHM [0 y3arasibHeHUX JaHnUX Npo cucTeMy
Kopoobui NPOAYKTY, NEPBUHHE thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX gaHnx npo
Ta BTOPVHHE cuctemy hapmakoHarnagy, 3MiHa ynoBHOBaKeHoi 0cobu,
nakyBaHHS: BiNOBifabHOT 3a 34iICHEHHS dhapMakoHarnsaay; KOHTaKTHOT
mi6e Mm6X 0ocobu 3 chapmakoHarnsgy 3asnBHVKa 415 34iRCHEHHS
ApuHaiimiTTens, hapmMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
HimeuuunHa; YMNOBHOBaXXEHOT 0CO6U, BifNOBiAaNbHOT 32 34iACHEHHS
Brpo6HuK, thapmakoHarnsgy (BKo4vatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
BiANOBIAaIbHMI 3a po3milLieHHi MacTep-chaiina cuctemun chapmakoHarnsagy) 3MiHa
BUNYCK cepil, YNOBHOB&XXEHOT 0CO6U 3asBHMKa, Bi4NOBigaNbHOI 3a
BK/IOYa0UM thapmakoHarnag. fitoua pegakuis: Petra Gerecke.
KOHTPO/b/BUNpPOOYBaH MponoHoBaHa pepakuisi: Heuwait Mapis MNaBniBHa. 3miHa
HS1 cepil: KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0COOM 3asBHUKA,
AHTOH Xto6Hep Mv6X BiANOBIAa/bHOI 3a hapmakoHarnsg. 3MiHa Micus 34iCHEHHS
& Ko. KI', HimeyunHa OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsagy. 3miHa
a6o MiCLLe3HaXOKEHHSI MacTep-gpaiina cuctemu cpapmakoHarnsgy
Mmi6e Mm6X Ta oro Homepa.
ApuHaiimiTTens,
HimeyunHa
96. METOTAB TabneTtky no 2,5 Mr no Megak HimeuunHa Brnpo6HMK, L0 HimeuunHa BHECEHHS 3MiH 40 peecTpauiliHnx maTtepiasis: 3miHn | Tuny - 3a UA/11318/01/01
30 a6o 100 TabneTtok le3enbliad Bignosigae 3a AZMiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu peyenmom
y thnakoHi, no 1 T dorop MapKyBaHHs MiCLil NPOBaPKEHHA AisNIbHOCTI BUPOOHUKa/iMnopTepa
p1akoHy B nauui KiHiwe NepBMHHOT YNaKoBKM, rOTOBOrO /iKapCbKOro 3acoby, BKIKYAKYMN AiNbHAL BUMYCKY
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
LWneuianbnp BTOPUHHE NaKyBaHHs, cepii abo micue NpoBefeHHS KOHTPOSIO AKOCTI. (ZisiNIbHICTb, 3a
enapare KOHTpONb/BUNPOGYBaH AKY Bifnosigae BUpOOHUK/iMNopTep, He BKIOYAKYM BUMYCK
M6X Hs cepil Ta 3a BMUNycK cepiit) 3miHa Ha3BW BMPo6HWKa 13, BignoBiganbHOro 3a
cepii: BMPOGHMLITBO rOTOBOT 4030BaHOT (hOpMMU, MEPBMHHE Ta
Megak Mesenbliadt BTOPWHHE NakKyBaHHSA, MapKyBaHHSI NepBUHHOI YNakoBKy,
dhrop KniHiwe KOHTPONb/BUNPOGYBaHHSA cepii, 6e3 3MiHV MicLA BUPOGHULTBA
Lneuiansbnpenapare
M6X, HiMeuuunHa;
B1po6HUK, Lo
BignoBigae 3a
BUPOBHULTBO rOTOBOI
A030BaHoi hopmu,
nepBuHHe Ta
BTOPWHHE MaKyBaHHS,
MapKyBaHHs1
NEepBUHHOT YNakKoBKW,
KOHTpONb/BUNPOGYBaH
Hs cepil:
Ekcenna 'm6X eHp,
Ko. KI', HimeuunHa;
B1po6HUK, Lo
BignoBigae 3a
MapKyBaHHsI
NepBUHHOT YNaKoBKMK,
BTOPWHHE MaKyBaHHS,
KOHTpONb/BUNPOGYBaH
HA cepil:
Xaynt ®apma
BondppartwwayceH
'M6X, HimeyunHa
97. METOTAB Tabnetkv no 7,5 mr no Mepak HimeuunHa B1pOGHMK, Lo HimeuunHa BHECEHHS 3MiH 40 peecTpayiiiHux matepiasis: 3MiHu | Tuny - 3a UA/11318/01/02
10 a6o 30 Tabnetok y esenbliad Bignosigae 3a AnMiHIiCTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo aapecu peyenmom
thnakoHi; no 1 T dhrop MapKyBaHHsA MiCLii NPOBaPKEHHS AiS/IbHOCTI BUPOOHUKa/imnopTepa
chnakoHy B nauu, K/iHiLe NepBUHHOT YMaKoBKK, rOTOBOrO J1iKapCbKOro 3acoby, BK/OYaoUmn AiNlbHULi BUMYCKY
Lnevuiansnp BTOPVHHE NakKyBaHHS, cepii abo MicLe NpoBeAEeHHSA KOHTPOO AKOCTI. (4isANbHICTb, 3a
enapare KOHTpOnb/BMNpobyBaH AKY BiANOBIAAE BUPOOGHMK/IMNIOPTEP, HE BK/THOYAOUMN BUMYCK
M6X Hs cepii Ta 3a BUNycK cepiii) 3miHa Ha3BW BMpoGHWKa /13, BignoBiganbLHOro 3a
cepi: BMPOBHULTBO rOTOBOI 030BaHOi hOpMU, NEPBUHHE Ta
Megpak 'esenbladt BTOPVHHE NaKyBaHHs, MapKyBaHHA NMEPBUHHOT YNaKoBKU,
dhrop KkniHiwe KOHTPO/b/BMNPOGYBaHHSA cepii, 6e3 3MiHM MicLA BUPOOHMLTBA
Lneuiansnpenapare

M6X, HimeuumnHa;
B1pOGHMK, Lo
Bignosigae 3a

BMPOGHMLTBO rOTOBOT
[030BaHoi hopmu,
nepBuHHe Ta
BTOPUHHE NakyBaHHs,
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

MapKyBaHHs
NEepBUHHOT YNaKoBKW,
KOHTpO/b/BUNPOOYBaH
HS cepil:
Ekcenna 'v6X eHpg,
Ko. KI', HimeuuunHa;
B1po6HMK, Wo
Bignosigae 3a
MapKyBaHHs
NEepBUHHOT YNakoBKW,
BTOPUHHE NaKyBaHHS,
KOHTpONb/BUNPOOYBaH
HS cepil:

XaynT ®apma
BondpatwayceH
'm6X, HimeyunHa

98.

METOTAB

Tabnetky no 10 mr no
10 a6o 30 Tabnetok y
thnakoHi; no 1
hnakoHy B nauLli

Mepak
e3enbad
T dhrop
KniHiwe
LWneujansnp
enapare
M6X

HimeuunHa

Brpo6HuK, Lo
Bignosigae 3a
MapKyBaHHs
NepBUHHOT YNaKoBKW,
BTOPUHHE NakyBaHHs,
KOHTpO/b/BMNpoOYyBaH
HS cepii Ta 3a BUNycK
cepii:

Megpak 'e3enbliadt
dotop KAiHiwe
Lneuianbnpenapare
M6X, HimeuunHa;
Brpo6HuK, Lo
Bignosigae 3a
BMPOGHMLTBO rOTOBOT
[030BaHoi hopmu,
nepBuHHE Ta
BTOPUHHE MaKyBaHHS,
MapKyBaHHs
NepPBMHHOT YNaKoBKMK,
KOHTpO/b/BMNpoOyBaH
HS1 cepil:
Ekcenna 'm6X eng,
Ko. KT, HimeuuunHa;
Brpo6HuK, Lo
Bignosigae 3a
MapKyBaHHs
NepBUHHOT YNaKoBKW,
BTOPUHHE NakyBaHHs,
KOHTpO/b/BMNpoOyBaH
HS1 cepil:

XaynT ®apma

HimeuunHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny -
AfMiHiCTpaTuBHi 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun
MiCLil MPOBaPKEHHS AiS/IbHOCTI BUpObHUKa/iMnopTepa
roTOBOro NikapcbKoro 3acoby, BKIYaUUN AiNbHALL BUMYCKY
cepii abo micue NpoBefeHHS KOHTPOSIO AKOCTI. (fisabHICTb, 3a
AKy BiANOBiAaE BUPOGHUK/iMNIOPTEpP, HEe BK/IKOYAKOUM BUMYCK
cepiid) 3miHa Ha3BW BUpOGHWKa /13, BignoBiganbHOro 3a
BMPOGHMLITBO rOTOBOT 4030BaHOT (hOpMU, NEPBUHHE Ta
BTOPWHHE NakKyBaHHA, MapKyBaHHSI NePBUHHOI YNakoBKy,
KOHTPONb/BUNPOGYBaHHSA cepil, 6e3 3MiHM MicLA BUPOGHULTBA

3a
peyenmom

UA/11318/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BondppatwayceH
m6X, HimeyunHa
99. MIKCTYPA NOpPOLLOK A/1a TOB YkpaiHa MpAT "Bionik" YKpaina BHECEHHS 3MiH [0 peecTpauiiHux martepianis: 3miHu Il Tuny - 6e3 UA/16239/01/01
ANTAYA BIA opasibHOT cycrneHsii no "YKpaiHCcbKa BBE/IEHHS 40AaTKOBOro BUpobHuka APl EKCTpakTy anTeiiHoro peyenma
KALUMKO 19,55 r y dpnakoHi; no hapmaueBT KopeHs cyxoro MNpAT «Bionik», YkpaiHa; 3anponoHoBaHo:
1 chnakoHy 3 /ELE 3AT «Biditex», Pocilicbka ®epgepauis MNpAT «bionik»,
MOPOLLKOM Yy navui 3 KomnaHis" YkpaiHa; 3MiHu |l Tuny - BBe4EHHA A0AATKOBOTO BUPOGHUKA
KapToHy A®| EKCTpakTy CONOAKOBOro KopeHs cyxoro MpAT «bionik»,
YkpaiHa; 3anponoHosaHo: TOB «Xapmc», Pociiicbka
Pepepauis MpAT «Bionik», YkpaiHa.
100. | MOKCUMAK PO34unH ANst iHQYy3il, [ouipHe YkpaiHa [ouvipHe nianpremcTso YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu Il Tuny - 3a UA/17327/01/01
400 mr/250 mn no 250 nignpuemMmcTs "®apmaTtpeng” 3MiHuM 3 SIKOCTi. [0TOBMIA Nikapcbkuii 3aci6. Cuctema peyenmom
My KOHTelHepi 3 o KOHTeliHep/3akynopoBanbHuii 3aci6. 3MiHa Yy NepBUHHIl
noninponinexy; no 1 "®apmatpei yNakoBL{i FOTOBOr0 /iKapCbKOro 3acoby (iHLWi 3MiHM) —
KOHTEelHepy B o BBOAWTLCSA [OAATKOBA ynakoBKa A/18 NikapCbKoro 3acoby, a
KapTOHHI ynakoBLy; came no 250 M1y KOHTeliHepi 3 noniBiHiIxnopuay, no 1
no 250 mny KOHTeliHepy B NoliMepHili NAiBLi B KAPTOHHIN ynakoBLi, 3
KOHTeliHepi 3 BigMNOBIgHMMM 3MiHAMM [0 p. «YNakoBKax». 3aTtBepakeHo: Mo
nonisiHinxopuAay; no 250 mMn y KoHTeliHepi 3 noninponineny. Mo 1 koHTelHepy
1 KOHTeliHepy B pa3om 3 iHCTPYKLE0 A1 MeANYHOIo 3aCTOCYBaHHS
nosliMepHiii nnisui B BK/1aZlal0Tb B KAPTOHHY yNakoBKy. 3anponoHosaHo: Mo 250 y
KapTOHHI ynakoBL,i KOHTeliHepi 3 noninponineHy. Mo 1 KoHTeliHepy pa3oMm 3
iHCTPYKLiE0 AN51 MeANYHOTO 3aCTOCYBaHHSA BKNaAaloTh B
KapTOHHY ynakoBky. Mo 250 mn y KoHTeliHepi 3
nonisiHinixnopuay. Mo 1 KoHTeliHepy B NOAIMEPHIl nAiBLi
pa3om 3 iHCTPYKLE0 A/19 MeANYHOI0 3aCTOCYBaHHS
BKNa4aloTb B KAPTOHHY YNaKoBKY.
101. | MOHTENYKA | TabneTtku XyBasbHi N0 TOB «TeBa Ykpaina TOB TeBa MonbLa BHECEHHS 3MiH [JO peecTpaLjiiiHiX MaTepianis: 3MiHa 3asiBHMKa 3a UA/12439/01/01
CT-TEBA 4 mr, no 7 TabneTok y YkpaiHa» OnepeiiwH3 MonaHg, (BnacHuKa peecTpauiiiHoro noceigueHHs) (3rigHo Hakasy MO3 peyenmom
6nictepi, no 4 Big 23.07.2015 Ne 460); 3miHu | TMny - 3MiHW WOA0
6nicTepy B KapTOHHIA 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
KopooLi 3MiHW [0 y3arasibHeHUX AaHuX Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPo cUcTemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocoowu,
BiNOBIfaIbHOT 3a 34iICHEHHS hapMakoHarnsay; KOHTaKTHOT
0cobu 3 hapmakoHarnsgy 3asiBHVKa 415 34iACHEHHS
hapmMakoHarnsgy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
YNOBHOBaXXEHOI 0CO6U, BifiNOBIAAbHOI 3a 3iICHEHHS
hapmMakoHarnsgy (BKI1KYatoun KOHTaKTHI AaHi) Ta/abo 3MiHW Y
po3MilLleHHi MacTep-chaiina cuctemn hapmakoHarnsgy) -
3MiHa yNnoBHOBaXeHOI 0cobu 3asiBHUKA, BiAMNOBIAa/IbHOI 3a
hapmakoHarnsag. Aitoya pegakuis: Orit Stern-Maman.
MponoHoBaHa pepfakuis: Buctposa OkcaHa BitaniiBHa. 3miHa
KOHTaKTHUX JaHnX YNOBHOBaXEHOT 0COOU 3asBHMKA,
BiNOBiAa/IbHOI 32 hapmakoHarnsg
102. | MOHTENYKA | TabneTtku XyBasbHi N0 TOB «TeBa YkpaiHa TOB TeBa MonbLa BHECEHHS 3MiH 10 peecTpaLjiiiHiX MaTepianis: 3MiHa 3asiBHMKa 3a UA/12439/01/02
CT-TEBA 5 Mmr, no 7 Tabnetok y YKpaiHa» OnepeiiwH3 MonaHg (BnacHuKa peecTpauiiiHoro noceigyeHHs) (3rigHo Hakazy MO3 peyenmom
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Ymosu

Homep

n/n

Hassa
JliKapcbKo20

Popma sBUMYCKY
(nikapcbka ¢hopma,

3asaBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Bionycky

peecmpayitiHo2o
nocsioYeHHs

3acoby

ynakosKa)
6nicTepi, no 4
6nicTepy B KapTOHHIiA
Kopobui

Bif 23.07.2015 Ne 460); 3miHu | TMny - 3miHW Woao
6e3nekn/edhekTUBHOCTI Ta hapMakoHarnsgy. BeeaeHHs abo
3MiHW [0 y3arasibHEHUX AaHuX Npo cuctemy hapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX NPO CUcTeMy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHO! ocobu,
BiNOBIfA/IbHOT 3a 34iICHEHHS hapMakoHarnsay; KOHTaKTHOT
0cob6u 3 chapmakoHarnsay 3asaBHVKa 415 34iACHEHHS
hapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
YNOBHOBaXXEHOI 0CO6U, BiiNOBIAAIbHOI 3a 3[iICHEHHS
chapmakoHarnsgy (BKIuyatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilLleHHi MacTep-chaiina cuctemn hapmakoHarnsgy) -
3MiHa yNnoBHOBaXXeHOI 0CcobM 3asiBHUKA, BiAMNOBIAa/IbHOI 3a
thapmakoHarnag. fitoua pegakuis: Orit Stern-Maman.
MponoHoBaHa pefakuis: buctposa OkcaHa BiTaniiBHa. 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0COOM 3asBHUKA,
BiNOBiAa/IbHOI 32 hapmakoHarnsg

3a

UA/16751/01/01

103.

HOBOEMNT

MOPOLLIOK 4718 PO3YNHY
Ans i1 ekujin, no 250
MO; no 1 conakoHy 3
MOPOLLKOM Y
KOMMNEKTi 3
po3umnHHmkom (0,9 %
PO34MH HaTpI0
xnopugy) no 4 mny
nonepeAHbLO
HanoBHEHOMY LUNpWUL;,
LUTOKOM MOPLUHS Ta
nepexigHWkom ans
hnakoHa B
iHAVBIAYabHIN
yMakoBLi B KAPTOHHIi
Kopoou,i

A/T Hoso
Hopgaick

[JaHis

NpUroTyBaHHs, po3nuB
y NepBUHHE
nakyBaHHs,

nioginizauia Ta
nepe.ipka rotoBoro
nikapcbKoro 3acooby,
KOHTPO/b AKOCTI
(mikpobionoriuHi
BMMNPOGYBaHHS)
roTOBOrO /liKapCbKOro
3acoby:

A/T Hoso Hopagick,
[JaHis;
KOHTPO/Ib AKOCTI
rOTOBOrO /1iKapCbKOro
3acoby:

A/T Hoso Hopgick,
[LaHist;
NpUroTyBaHHs, po3nuB
y NepBUHHE
nakyBaHHs,
nioginizauia Ta
nepeBipka rotoBoro
nikapcbKoro 3acooby,
KOHTPO/b AKOCTI
(mikpobionoriuHi
BMMNPOGYBaHHS)
roTOBOrO /liKapCbKoro
3acoby, MapKyBaHHsi
Ta BTOPVHHE
nakyBaHHS1 FOTOBOrO

[Oanis/
HimeuunHa

NiKapcbKoro 3acooby,

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny -
ALMiHICTpaTUBHI 3MiHW. BunyyeHHs BUPO6HUYOI AinbHUL
(Brtovaroum ginbHuui ans A®|, npoMixxHOro NnpoaykTy abo
roTOBOrO NikapcbKoro 3acoby, AiNbHULi 418 NPOBEAEHHS
nakyBaHHs, BUPO6HYKa, BignoBiAanbHOro 3a BUMYCK Cepild,

MicL,e NpoBeAeHHS KOHTPOJIO cepii) abo nocTayasibHuKa
BUXiQHOrO MaTepiasly, peareHTy abo LONOMIXHOI pevyoBUHU
(AKLLLO 3a3HAYEHO Y [0CbE) - BUAAIEHHS HACTYNMHUX
BMPOGHMYMX (DYHKLIA "MapKyBaHHS Ta BTOPUHHE NaKyBaHHS
roTOBOrO /liKapcbKoro 3acoby, AoAaBaHHS LWKaan A0 Wwnpuua
Ons BBeAeHHs" ans BupobHuka A/T Hoso Hopgick,
XarepopHcseit 1, [1K-2820, M'eHTopde, [AaHis; 3miHu |l Tuny -
3MiHu 3 sikocTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOBGHMLTBI. 3amiHa abo BBeAEHHS A0AATKOBOI AiNbHUL

BMPOOHMLTBA 151 YACTVHM abo BCbOro BUPOBHMYOro npoLecy

rOTOBOrO JliKapCcbKOro 3acoby (fiNbHULSA, Ha SKili NPoBOASTLCSA

6yAb-AKi BUPOOHUUYI CTagji, 3a BUHATKOM BUNYCKY Cepii,

NPOBEEHHS KOHTPOJIIO AKOCTi Ta BTOPUHHOIO NakyBaHHSA, A1

nikapcbkunx 3acobiB 6i010r4HOro/iMyHO/ONYHOr0 NOXOAKEHHS

ab60 nikapcbknx hOpM KOMMIEKCHOTO (CKNagHoro)
BMPOGHMYOro NpoLecy) - BBeAEHHSA A0AATKOBOI AiNbHNL ANS
NPUroTyBaHHS, PO3/IMBY Y NEPBUHHE NakyBaHHS, fiodinizavii
Ta nepeBipkM roTOBOrO Jlikapcbkoro 3acoby A/T Hoso Hopgick,
[Janis, Xannac Anne, [IK-4400, KanyHa6opr, JaHis;
0fiHOHYACHO Po3Mip cepii 36inbmBeA Ao 9-50 NiTpiB Ta LMK
niodpinisauii KOpUryeTbest; 3miHu 1l TMny - 3MiHK 3 AKOCTI.
['OTOBMIA Nikapcbkuii 3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYOTLCS BUNYCKY Cepii Ta KOHTPOsIO
SIKOCTi FOTOBOrO NlikapcbKoro 3acoby (3amiHa abo foaaBaHHs
[iNbHULI, Ha 5Kl 34iCHIOETLCS KOHTPOSb
AKOCTI/BUNPOBYBaHHA cepii ans 6i0n0riYHoro/iMyHoNorYHOro

nNikapcbKoro 3acoby, Ta 6yAb-aKoi AibHNL, Ha SKii

peyenmom
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Ymosu

Homep

n/n

Hassa
JliKapcbKo20

Popma sBUMYCKY
(nikapcbka ¢hopma,

3asaBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Bionycky

peecmpayitiHo2o
nocsioYeHHs

3acoby

ynakosKa)

[ofaBaHHA LWKam o
wnpuua ans
BBEEHHS:
A/T Hoso Hopagick,
[JaHis;
BiANOBIfaNbHWIA 32
BUMYCK Cepil roToBOro
niKkapcbKoro 3acoby:
A/T Hoso Hopgick,
[LaHist;
BMPOBOHULITBO
PO3UYMHHMKA
(npuroTyBaHHs,
po3nu1B, Nepe.ipka,
KoMmMnekTauis,
MapKyBaHHS Ta
nakyBaHHs
Hepo3acoBaHoro
NpoAyKTy):
BeTtTep ®apma-
®eptiryHr F'm6X i Ko.
KI, HimeyunHa

3aCTOCOBYETHCA 6i0NOriYHNIA/IMYHONOTIYHNI MEeTOZ,
BUNPOBYBaHHS) - BBeAEHHS f0AATKOBOI, aflbTepHATUBHOI
OINbHULI 4718 KOHTPOSIKO SKOCTi (MiKPOGioNOoriyHi
BMMPOGYBaHHS) rOTOBOTO Nikapcbkoro 3acoby A/T Hoso
Hopgaick, JaHis, Xannac Anne, AK-4400, KanyHa6opr, aHis/
Novo Nordisk A/S, Hallas Alle, DK-4400, Kalundborg,
Denmark

3a

UA/16751/01/04

104.

HOBOEWNT

MOPOLLIOK 4718 PO3YNHY
Ans i1 ekujin, no 1500
MO, no 1 cnakoHy 3
MOPOLLKOM Y
KOMMNEKTi 3
po3umnHHmKoMm (0,9%
PO34MH HaTpI0
xnopugy) no 4 mny
nonepeAHbLO
HanoBHEHOMY LLUNpWUL;,
LUTOKOM MOPLUHS Ta
nepexigHWkom ans
hnakoHa B
iHAVBIAYabHIN
yMaKoBLi B KAPTOHHIi
Kopoou,i

A/T Hoso
Hopgaick

[JaHis

NpUroTyBaHHs, po3nuB
y NepBUHHE
nakyBaHHs,

niogpinizauia Ta
nepe.ipka rotoBoro
nikapcbKoro 3acooby,
KOHTPO/b AKOCTI
(mikpobionoriuHi
BMMNPOGYBaHHS)
roTOBOrO /liKapCbKoro
3acoby:

A/T Hoso Hopagaick,
[aHis;
KOHTPO/Ib AKOCTI
rOTOBOrO /1iKapCbKOro
3acoby:

A/T Hoso Hopgick,
[aHis;
NpUroTyBaHHs, po3nuB
y NepBUHHE
nakyBaHHs,
niogpinizauia Ta
nepeBipka rotoBoro
nikapcbKoro 3acooby,
KOHTPO/b AKOCTI

[Oanis/
HimeuunHa

(mikpobionoriyHi

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny -
AOMIHICTpaTUBHI 3MiHW. ByunyyeHHs BUPOOGHUYOI AinbHUL
(Brtovaroum ginbHuui ans A®|, npoMixxHOro NnpoaykTy abo
roTOBOrO NikapcbKoro 3acoby, AiNbHULi 418 NPOBEAEHHS
nakyBaHHs, BUPO6HYKa, BignoBiAanbHOro 3a BUMYCK Cepild,

MicL,e NpoBeAeHHS KOHTPOJIO cepii) abo nocTayasibHuKa
BUXiQHOro MaTepiasly, peareHTy abo LONOMIXHOI pevyoBUHU
(AKLLLO 3a3HAYEHO Y [0CbE) - BUAAIEHHS HACTYNMHUX
BMPOGHMYMX (DYHKLIA "MapKyBaHHS Ta BTOPUHHE NaKyBaHHS
roTOBOrO /liKapcbKoro 3acoby, AoAaBaHHA LWKaan A0 Wwnpuua
Ons BBeAeHHs" ans BupobHuka A/T Hoso Hopgick,
XarepopHcseit 1, [1K-2820, M'eHTopde, [AaHis; 3miHu |l Tuny -
3MiHu 3 sikocTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOOGHMLTBI. 3amiHa abo BBeAEHHS 404ATKOBOI AiNbHUL

BMPOOHMLTBA 151 YACTVHM abo BCbOro BUPOBHMNYOro npoLecy

rOTOBOrO JliKapCcbKOro 3acoby (fiNbHULSA, Ha SKiii NPoBOASTLCS

6yAb-AKi BUPOOHUUYI CTagji, 3a BUHATKOM BUNYCKY Cepii,

NPOBEEHHS KOHTPOJIIO AKOCTi Ta BTOPUHHOIO NakyBaHHS, A1

nikapcbkunx 3acobiB 6i010r4HOro/iMyHOsIONYHOr0 NOXOAKEHHS

ab60 nikapcbknx hOpM KOMMIEKCHOTO (CKNagHoro)

BMPOGHMYOro NpoLecy) - BBeAEHHSA A0AATKOBOI AiNbHNL ANS
NPUroTyBaHHS, PO3/IMBY Y NEPBUHHE NakyBaHHS, fioginizavii

Ta nepeBipkM roTOBOro Jlikapcbkoro 3acoby A/T Hoso Hopgick,

[Janis, Xannac Anne, [K-4400, KanyHg6opr, JaHis;
0 HOHYAaCHO Po3Mmip cepii 36inbLMBeA A0 9-50 NiTpiB Ta LMK

niodpinisauii KOpUryeTbest; 3miHu |l TMny - 3MiHK 3 AKOCTI.

peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BMMNPOGYBaHHS) [OTOBMIA NikapCbkunii 3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
roTOBOro NikapcbKoro iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY Cepii Ta KOHTPO/II0
3aco6y, MapKyBaHHs AIKOCTi rOTOBOrO NiKapCbKOro 3acoby (3amiHa abo foAaBaHHSA
Ta BTOpVHHE [iNbHULI, Ha 5K 34iCHIOETLCA KOHTPOSb
nakyBaHHs rOTOBOr0 AKOCTI/BUNPOBYBaHHA cepii ans 6ioNoriYHoro/iMyHoN0riYHOro
nikapcbKoro 3acoby, NikapcbKoro 3acoby, Ta 6yab-AKoT AiNbHULI, Ha Akl
[0JaBaHHs LWKan Ao 3aCTOCOBYETLCA 6i0NOriYHNIA/IMYHONOTIYHNI MEeTOq,
wnpuua ans BUNPOOYBaHHA) - BBEAEHHA [0AaTKOBOI, anbTepHaTUBHOT
BBE/EHHSA): AiNbHUL 415 KOHTPOJIK0 AKOCTi "MiKpOBIONoriyHi
A/T Hoso Hopagick, Bunpo6yBaHHsA" 13 A/T Hoso Hopgaick, daHis, Xannac Anne,
[JaHis; [K-4400, KanyHa6opr, JaHis
BiiNOBIfaNbHWIA 32
BUMYCK Cepil roToBOro
niKkapcbKoro 3acoby:
A/T Hoso Hopgick,
[JaHis; BUpo6HNLTBO
PO3YMHHMKA
(npuroTyBaHHs,
pO3/51B, Nepesipka,
KoMnekTauis,
MapKyBaHHS Ta
nakyBaHHS
Hepo3dacoBaHoro
NPOAYKTY):
BetTtep ®apma-
®epTiryHr Tm6X i Ko.
KI', HimeuyunHa
105. | HOBOEUT MOPOLLOK A/151 PO3YNHY A/T HoBo [Janis NPUroTyBaHHS, po3NnB [Oanis/ BHECEHHS 3MiH 1O peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 3a UA/16751/01/02
Ans iH ekuiid, no 500 Hopgaick y NepBuHHe HimeuunHa AAMIHICTpaTVBHI 3MiHW. BUyYeHHs1 BUPOOHMYOT AiNbHULL peyenmom
MO; no 1 cnakory 3 nakyBaHHs, (Brntovaroun ginbHuLi Ans A®l, npoMiXXHOro NpoaykTy abo
MOPOLLKOM y niodpinizauis Ta rOTOBOrO JliKapCbKOro 3acoby, AiNbHULI 415 NPOBeAEHHS
KOMMNIeKTi 3 nepe.ipKa rotoBoro nakyBaHHs, BUPOGHYKa, BigNOBifAaNbHOro 3a BUMYCK Cepil,
po3umnHHukom (0,9 % nikapcbKoro 3acooby, MiCLie NpoBEeAEHHSA KOHTPO/IIO Ccepii) abo nocTayasibHuKa
PO34MH HaTpito KOHTPO/Ib SKOCTI BVXiJHOTO MaTepiany, peareHTy abo AONOMiXHOI pe4yoBUHM
xnopuay) no 4 mny (mikpobionoriyHi (AKW0 3a3HAYEHO Y OCLE) - BUAANEHHS HACTYMHUX
nonepeaHLo BMNPOGYBaHHS) BMPOGHNYMX DYHKLIM "MapKyBaHHS Ta BTOPUHHE NakyBaHHS
HarnoBHEHOMY LLNpWUL;, rOTOBOrO /1iKapCbKOro roTOBOrO /iKapCbKoro 3acoby, AoAaBaHHS LWKan A0 Wwnpuua
LUTOKOM MOPLUHA Ta 3acoby: Ons BBeAeHHS" ans sBupobHuka A/T Hoso Hopgaick,
nepexigHKom Ans A/T Hoso Hopagick, XarepopHceei 1, [1IK-2820, M'eHTopdhe, [aHis; 3minu |l Tuny -
chnakoHa B [JaHis; 3MiHM 3 SKOCTi. F0TOBWIA NiKapCbkuii 3aci6. 3MiHW y
iHOMBIOYaNbHIN KOHTPO/Ib SAKOCTI BMPO6GHULTBI. 3amiHa abo BBeeHHSA A0AATKOBOI AiNbHULL
yNakoBLi B KAPTOHHIl roTOBOrO NiKapCbKOro BMPOBHMLTBA A/151 YacT1HM abo BCbOro BUPOBHNYOr0 npoLecy
Kopobui 3acoby: rOTOBOrO Jlikapcbkoro 3acoby (finbHULSA, Ha SKii NPOBOASATHLCA
A/T Hoso Hopgick, 6yAb-Ki BAPOOHUUI CTagii, 3a BUHATKOM BUMYCKY Cepii,
[Janis; NPOBEAEHHS KOHTPOJIHO IKOCTi Ta BTOPUHHOIO NakyBaHHS, A1
NPUroTyBaHHS, po3NnBe nNiKapCcbKNx 3aco6iB 6i0/10r4YHOro/iMyHOMONYHOrO NOXOKEHHS
y NepBuHHe ab0 nikapcbkrx HOpM KOMMIEKCHOIO (CKNazHoro)
nakyBaHHs, BMPOGHMYOro Npouecy) - BBeAEHHS A0AATKOBOI AiNbHNLi ANs




78

MO; no 1 chnakoHy 3
MOPOLLKOM Y
KOMMNEKTi 3
po3umnHHukom (0,9 %
PO34MH HaTpilo
xnopuay) no 4 mny
nonepeaHbLO
HarnoBHEHOMY LLNpWUL;,
LUTOKOM MOPLUHS Ta
nepexigHvkom ans
chnakoHa B
iHOMBIOYaNbHIN

niodpinizauis Ta
nepes.ipka rotoBoro
niKapcbKoro 3acooby,
KOHTPO/b AKOCTI
(mikpobionoriyHi
BMNPOGYBaHHS)
rOTOBOrO /1iKapCbKOro
3acoby:
A/T Hoso Hopgick,
[LaHist;
KOHTPO/b AKOCTI

rOTOBOrO JliKapCbKOro 3acoby, AiNbHULI 415 NPOBeAEHHS
nakyBaHHs, BUPOGHYKa, BigNOBifAaNbHOro 3a BUMYCK Cepil,

MiCLie NpoBEeAEHHSA KOHTPO/IIO Ccepii) abo nocTayasibHuKa
BVXiJHOTO MaTepiany, peareHTy abo AONOMiXHOT peyoBUHM

(AKLWO 3a3HAYEHO Y OCbE) - BUAAIEHHSA HACTYMHUX

BMPOGHNYMX DYHKLIM "MapKyBaHHS Ta BTOPUHHE nakyBaHHS
roTOBOrO /liKapCbKoro 3acoby, AoAaBaHHS LWKan A0 Wwnpuua
0ns BBeAeHHs" ans sBupobHuka A/T Hoso Hopgaick,
XarepopHceei 1, [1IK-2820, M'eHTopdhe, [aHis; 3minu |l Tuny -
3MiHM 3 SKOCTi. F0TOBWIA NiKapCbkuiA 3aci6. 3MiHW y

BMPOBGHUUTBI. 3amiHa abo BBeeHHSA 40AATKOBOI AiNbHULL

roTOBOrO JiKapCbKOro

BMPOBHMLUTBA A/151 YacT1HM abo BCbOro BUPOBHUYOro npoLecy

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
niodpinizauis Ta NPUroTyBaHHs, PO3/UBY y NEPBMHHE NakKyBaHHs, niodinisauii
nepesipKa rotoBoro Ta NepeBipku roTOBOro fikapcbkoro 3acoby A/T HoBo Hopgaick,
niKapcbKoro 3acooby, [Oanisa, Xannac Anne, JK-4400, KanyHa6opr, JaHis;
KOHTPO/Ib SKOCTI 0fiHOYACHO po3Mip cepii 36inbLwmnBCs Ao 9-50 NiTpiB Ta LyKN
(mikpobionoriyHi niodpinisauii KOPUryeTbest; 3miHW 1l TUNY - 3MiHU 3 AKOCTI.
BMNPOBYBaHHS) [OTOBWIA NiKapcbkMii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHa
rOTOBOrO J1iKapCbKOro iMnopTepa/3MiHu, L0 CTOCYITbLCS BUMYCKY CEpii Ta KOHTPOsII0
3aco0by, MapKyBaHHs AKOCTi rOTOBOrO JlikapcbKoro 3acoby (3amiHa abo foaasBaHHSA
Ta BTOPUHHE [iNbHWL, Ha AKIl 3AiACHIOETLCA KOHTPOb
nakyBaHHs rOTOBOr0O AKOCTI/BMNPObyBaHHA cepii 4nsa 6ionoriyHoro/iMmyHoN0r4YHoOro
niKkapcbKoro 3acooby, nikapcbKoro 3aco6y, Ta 6yab-aKoi AiTbHNL, Ha SKiiA
[0faBaHHA WKan Ao 3aCTOCOBYETLCS BIONOrYHUIA/IMYHONOTIYHWIA METOA,
wnpuua ana BMNpo6yBaHHS) - BBeAeHHs f04aTKOBOI, anbTepHaTUBHOI
BBE[EHHS: OiNbHULI ANS KOHTPOSHO AKOCTI (MiKpo6ionoriyHi
A/T Hoso Hopgick, BMNPOBYBaHHS) roToBOro nikapcbkoro 3acoby A/T HoBo
[anis; Hopgick, QaHia, Xannac Anne, [IK-4400, KanyHa6opr, Aanis/
BiANOBiAa/IbHMI 3a Novo Nordisk A/S, Hallas Alle, DK-4400, Kalundborg,
BMNYCK Cepii roTOBOro Denmark
nikapcbKoro 3acoby:
A/T Hoso Hopgick,
[Janis;
BMPOGHMLTBO
PO3YMHHMKA
(npuroTyBaHHs,
pO3/71B, Nepesipka,
KoMnaekTauis,
MapKyBaHHs Ta
nakyBaHHS
Hepo3dacoBaHoro
NPOAYKTY):
BetTtep ®apma-
®epTiryHr Tm6X i Ko.
KI', HimeuyunHa
106. | HOBOEUT MOPOLLOK A/151 PO3YNHY A/T HoBo [Janis NPUroTyBaHHS, po3NnB [Oanis/ BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 3a UA/16751/01/03
Ans iH ekuiid, no 1000 Hopgaick y NepBuHHe HimeuunHa AAMIHICTpaTVBHI 3MiHW. BUy4YeHHs1 BUPOOHMYOT AiNbHULL peyenmom
nakyBaHHs, (Brntovaroun ginbHuLi ans A®l, npoMixXHOro NpoaykTy abo

YNaKoBLi B KAPTOHHIl
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xnopuay) no 4 mny

nonepesHLo

BMNPOBYBaHHSA)

BMPOGHMYMX DYHKLIM "MapKyBaHHS Ta BTOPUHHE NaKyBaHHS

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Kopobui 3acoby: rOTOBOrO Jlikapcbkoro 3acoby (fifbHULSA, Ha SKi NPOBOASATHCSA
A/T Hoso Hopgick, 6yAb-Ki BAPOOHUUI CTagii, 3a BUHATKOM BUNYCKY Cepii,
[Janis; NPOBEEHHSA KOHTPOJIHO SIKOCTi Ta BTOPUHHOIO NakyBaHHSA, A1
NPUroTYBaHHS, pPo3NnB nNiKapCcbKunx 3aco6iB 6i0/10r4YHOr0/iMyHOMONYHOrO NOXOKEHHS
y NepBuHHe a60 nikapcbknx hOpM KOMMJIEKCHOTO (CKNazHoro)
nakyBaHHs, BMPOGHMYOro NpoLecy) - BBeAEHHA A0AATKOBOI AiNbHUL ANS
niodpinisauis Ta NPUroTyBaHHs, PO3/UBY y NEPBMHHE NakKyBaHHs, niodinisauii
nepe.ipKa rotoBoro Ta NepeBipku roTOBOro fikapcbkoro 3acoby A/T Hoso Hopgaick,
niKapcbKoro 3acooby, [Oanisa, Xannac Anne, AK-4400, KanyHa6opr, JaHis;
KOHTPO/Ib SKOCTI 0fiHOYaCHO po3Mip cepii 36inbLwmBes Ao 9-50 NiTpiB Ta LyKN
(mikpob6ionoriyHi niodcpinisauii KOpUryeTbest; 3miHu 1l TUNY - 3MiHU 3 AKOCTI.
BMNPOBYBaHHS) [OTOBWIA NikapcbkuMii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHa
rOTOBOrO J1iKapCbKOro iMnopTepa/3aMiHu, L0 CTOCYTbLCSA BUMYCKY Cepii Ta KOHTPOsIH0
3acoby, MapkyBaHHs AKOCTi rOTOBOrO JlikapcbKoro 3acoby (3amiHa abo foaasBaHHsA
Ta BTOPWHHE [iNbHWL, Ha AKil 3AiACHIOETLCA KOHTPO/b
nakyBaHHs rOTOBOr0O AKOCTI/BMNPOByBaHHA cepii 4na 6ionoriyHoro/iMmyHoN0r4YHoro
niKkapcbKoro 3acooby, nikapcbKoro 3acoby, Ta 6yab-aKoi AiTbHNL, Ha SKilA
[0faBaHHA WKan Ao 3aCTOCOBYETLCS BIONOMYHUIA/IMYHONOTIYHWIA METOA,
wnpuua ana BMNpo6yBaHHS) - BBeAeHHs f0AaTKOBOI, anbTepHaTUBHOI
BBEJEHHS: OiNbHULI ANS KOHTPOSIO AKOCTI (MiKpo6ionoriyHi
A/T Hoso Hopgick, BMNPOBYBaHHS) roTOBOro nikapcbkoro 3acoby A/T HoBo
[aHis; Hopgick, QaHia, Xannac Anne, [K-4400, KanyHa6opr, Aanis/
BiANOBiAaIbHMI 3a Novo Nordisk A/S, Hallas Alle, DK-4400, Kalundborg,
BMNYCK Cepii roTOBOro Denmark
nikapcbKoro 3acoby:
A/T Hoso Hopgick,
[Janis;
BMPOGHMLTBO
PO3YMHHMKA
(npuroTyBaHHs,
pO3/51B, Nepesipka,
KoMnaekTauis,
MapKyBaHHs Ta
nakyBaHHS
Hepo3dacoBaHoro
NPOAYKTY):
BetTtep ®apma-
®epTiryHr Tm6X i Ko.
KI', HimeuyunHa
107. | HOBOEUT MOPOLLOK A/151 PO3YNHY A/T HoBo [Janis NPUroTyBaHHS, po3NnBe [Oanis/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3MiHu | Tuny - 3a UA/16751/01/05
Ans iH ekuiid, no 2000 Hopgaick y NepBuHHe HimeuunHa AAMIHICTpaTVBHI 3MiHW. BUyyYeHHs1 BUPOOHMYOT AiNbHULL peyenmom
MO; no 1 chnakory 3 nakyBaHHs, (Brntovaroun ginbHnLi ans A®|, npoMixXHOro NpoaykTy abo
MOPOLLKOM y niodpinisauis Ta rOTOBOrO JliKapCbKOro 3acoby, AiNbHULI 415 NPOBeAEHHS
KOMMNIeKTi 3 nepe.ipkKa rotoBoro nakyBaHHs, BUPOGHYKa, BigNOBifAaNbHOro 3a BUMYCK Cepil,
po3umnHHuKom (0,9% nikapcbKoro 3acooby, MiCLie NpoBEeAEHHSA KOHTPO/IIO Ccepii) abo nocTayasibHuKa
PO34MH HaTpito KOHTPO/Ib SKOCTI BVXiJHOTO MaTtepiany, peareHTy abo AONOMiXHOI pe4yoBUHM
(mikpobionoriyHi (AKW0 3a3HAYEHO Y AOCLE) - BUAANEHHS HACTYMHUX
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

HarnoBHEHOMY LUNPWUL;,
LUTOKOM MOPLUHSA Ta
nepexigHvkom ans
thnakoHa B
iHOMBIOYaNbHIN
yNaKoBLi B KAPTOHHIi
kopobui

rOTOBOrO J1iKapCbKOro
3acoby:
A/T Hoso Hopgick,
[anis;
KOHTPO/b AKOCTI
roTOBOro NikapCbKoro
3acoby:

A/T Hoso Hopgick,
[NaHis;
NpUroTyBaHHs, po3NvB
y NepBuHHe
nakyBaHHS,
niodpinisauis Ta
nepes.ipka rotoBoro
niKapcbKoro 3acooby,
KOHTPO/Tb AKOCTI
(mikpobionoriyHi
BMNPOBYBaHHS)
rOTOBOrO J1iKapCbKOro
3acoby, MapKyBaHHS
Ta BTOPUHHE
nakyBaHHS r0TOBOrO
niKkapcbKoro 3acooby,
[0aBaHHSA LWKanm a0
wnprua ans
BBEJEHHS):

A/T Hoso Hopgick,
[anis;
BiANOBiAa/IbHMI 3a
BUMYCK Cepii roToBoro
nikapcbKoro 3acoby:
A/T Hoso Hopgick,
[JaHis; Bupo6bHNLTBO
PO3YMHHMKA
(npuroTyBaHHs,
po3nue, nepesipka,
KoMnJiekTauis,
MapKyBaHHS Ta
nakyBaHHs
Hepo3acosBaHoro
npoayKTy):
BetTep ®apma-
®eptiryHr F'm6X i Ko.

KI, HimeyunHa

roTOBOrO /liKapCbKOro 3acoby, AoAaBaHHS LWKan A0 Wwnpuua
Ons BBeAeHHA" anst BupobHuka A/T Hoeo Hopgick,
XarepopHcseli 1, K-2820, FeHTopdhe, AaHist; 3MiHuW Il Tuny -
3MiHM 3 SKOCTi. F0TOBWIA NiKapCbkuii 3aci6. 3MiHM y
BUPOGHULTBI. 3amiHa abo BBeeHHSA A04ATKOBOI AiNbHULL
BMPOBHMLTBA A/151 YacT1HM abo BCbOro BUPOGHNYOr0 npoLecy
rOTOBOrO Jlikapcbkoro 3acoby (fifbHULSA, Ha SKi NPOBOASATHLCSA
6yAb-Ki BAPOOHUUI CTagii, 3a BUHATKOM BUNYCKY Cepii,
NPOBEEHHSA KOHTPOSIHO SIKOCTi Ta BTOPUHHOIO NakyBaHHS, A1
nNiKapCcbKnx 3aco6iB 6i0/10r4HOr0/iMyHOMONYHOTO NOXOKEHHS
a60 nikapcbknx hOpM KOMMJIEKCHOTO (CKNazHoro)
BMPOBHMYOro NpoLecy) - BBeAEHHSA A0AATKOBOI AiNbHUL ANs
NPUroTyBaHHs, PO3/UBY y NEPBMHHE NakyBaHHs, niodinisauii
Ta NepeBipku roToBOro fikapcbkoro 3acoby A/T HoBo Hopgaick,
[Oanisa, Xannac Anne, AK-4400, KanyHa6opr, JaHis;
0fiHOYaCHO po3Mip cepii 36inbLwmnBes Ao 9-50 NiTpiB Ta LyKN
niodpinisauii KOpUryeTbest; 3miHW 1l TUNY - 3MiHU 3 AKOCTI.
[OTOBWIA NiKapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTbLCSA BUMYCKY CEpii Ta KOHTPOsIH0
AKOCTi rOTOBOrO JlikapcbKoro 3acoby (3amiHa abo foaasBaHHSA
[iNbHWL, Ha AKIl 3AiACHIOETLCA KOHTPO b
AKOCTI/BMNPObyBaHHA cepii 4na 6ionoriyHoro/iMmyHoN0r4YHoOro
nikapcbKoro 3acoby, Ta 6yab-aKoi AiTbHNL, Ha SKiiA
3aCTOCOBYETLCS BIONOrYHUIA/IMYHONOTIYHWIA METOA,
BMNPO6YBaHHS) - BBEAEHHSA AOAATKOBOI, a/lbTePHATUBHOT
OiNbHUL 4151 KOHTPOKO AKOCTI "MiKpO6ioNoriyHi
BMNpobysaHHsa" MNN3 A/T Hoso Hopgaick, faHis, Xannac Anne,
[K-4400, KanyHg6opr, JaHis

108.

HOBOEWUT

MOPOLLOK A/151 PO3YNHY
ONst iH ekuiin, no 3000
MO; no 1 cpnakoHy 3

MOPOLLKOM Y

A/T HoBso
Hopgick

[Janis

NpUroTyBaHHs, po3nnB
y NepBuHHe
nakyBaHHSl,

niogpinisauis Ta

[Janis/
HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny -
ALMIHICTpaTUBHI 3MiHW. BunyyeHHst BAPO6HUYOT AinbHAL
(BKovaroum ginbHULi ons A®l, NpoMiXKHOro NPoAyKTy abo
roTOBOrO JiKapCbkOro 3acoby, AiNbHULI 415 NPOBEAEHHS

3a
peyermom

UA/16751/01/06
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po34nHHMKOM (0,9%
PO34MH HaTpito
xnopugy) no 4 mny
nonepeaHbLO
HarnoBHEHOMY LLNPUL,
LUTOKOM MOPLUHSA Ta
nepexigHWKom ans
hnakoHa B
iHOVBIAYasbHIN
yNaKoBLi B KAPTOHHIi
Kopobui

niKkapcbKoro 3acooby,
KOHTPO/Ib AKOCTI
(mikpobionoriyHi
BUNPOGYBaHHS)
roTOBOro NikapCbKoro
3acoby:
A/T Hoso Hopgick,
[NaHis;
KOHTPO/Tb AKOCTI
roTOBOrO /iKapCbKoro
3acoby:
A/T Hoso Hopagick,
[JaHis;
NpUroTyBaHHs, po3nnB
y NepBuHHE
nakyBaHHS,
niodpinisauis Ta
nepesipka rotoBoro
niKkapcbKoro 3acooby,
KOHTPO/Ib AKOCTI
(mikpobionoriyHi
BUNPOGYBaHHS)
roTOBOro NikapCbKoro
3acoby, MapKyBaHHS
Ta BTOPUHHE
nakyBaHHS TOTOBOrO
nikapcbKoro 3acooby,
[ofaBaHHSA LWKanm o
wnpvua ans
BBE/EHHS):
A/T Hoso Hopgick,
[NaHis;
BiANOBiAa/IbHWIA 32
BWMNYCK Cepii roToBOro
nikapcbKoro 3acoby:
A/T Hoso Hopagick,
[JanHis; BUpOGHMLTBO
PO34MHHMKA
(npuroTyBaHHs,
po3nu1B, NepeBipka,
KoMmMnekTauis,
MapKyBaHHS Ta
nakyBaHHs
Hepo3acoBaHoro
NpoAyKTy):
BeTtTep ®apma-

PepTiryHr T'm6X i Ko.

BVXiiHOTrO Matepiany, peareHTy abo fONOMiXHOT pevyoBUHM
(AKLWO 3a3HAYEHO Y 1OCbE) - BUAASIEHHSA HACTYMHUX
BUPOBHNYNX PYHKLT "MapKyBaHHS Ta BTOPUHHE NaKyBaHHA
roTOBOrO JliKapCbKoro 3acoby, AofaBaHHs LWKav 40 wnpuua
0N BBeAeHHsA" ans BupobHuka A/T Hoso Hopgick,
XarepopHcseii 1, [1IK-2820, F'eHTopdpe, AaHist; 3miHu |l Tuny -
3MiHK 3 siKoCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AaTKOBOI Ai/TbHNL
BMPOBHMLTBA 4151 YACTVHM @bo BCbOro BUPOBHMYOro npoLecy
roTOBOrO fliKapcbKoro 3acoby (finbHULSA, Ha AKi NpoBOAATLCA
6yAb-sKi BAPOOHUUYI CTagji, 3a BUHATKOM BUMYCKY Cepii,
NpPOBEeEHHS KOHTPOSIIO AKOCTi Ta BTOPUHHOIO NakyBaHHS, A1
nNikapcbKunx 3acobiB 6i0/10r4HOr0/iMyHONONYHOTO NOXOMKEHHS
ab0 nikapcbknx hopM KOMMIEKCHOro (CKNazgHoro)
BMPOOHUYOro npouecy) - BBEeAEHHS A0AATKOBOI AiNbHULI ANns
NPUroTyBaHHA, PO3/NBY y NEPBMHHE NakyBaHHA, nioginisauii
Ta nepeBipku roTOBOro fikapcbkoro 3acoby A/T HoBo Hopgaick,
[JaHisa, Xannac Anne, K-4400, KanyHa6opr, JaHis;
0fiHOYACHO Po3Mip cepii 36inbLumnBCA Ao 9-50 NiTpiB Ta LyKN
niodpinizauii kopuryeTbes; 3miHu |l Tuny - 3MiHKM 3 SKOCTI.
[OTOBWIA Nikapcbkuii 3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYITbLCSA BUMYCKY Cepii Ta KOHTPO/I0
AIKOCTi rOTOBOTO NiKapCcbKoro 3acoby (3amiHa abo foAaBaHHS
[inbHUUI, Ha 5K 3AiCHIETLCA KOHTPOSb
SAKOCTi/BUNPOGYBaHHSA cepii g5 6i0N0rivYHOro/iMyHON0rYHOTO
nikapcbKoro 3acoby, Ta 6yAb-aKoi AibHNL, Ha SKiiA
3aCTOCOBYETLCS 6IO/IOrYHNIA/IMYHOOrYHUIA METO,
BUNPOBYBaHHS) - BBEAEHHA AOAATKOBOI, a/lbTePHATUBHOT
OiNbHWL 415 KOHTPOJIK0 SKOCTi "MiKpOBIooriyHi
BunpobysaHHa" N3 A/T Hoso Hopgaick, faHis, Xannac Anne,
[K-4400, KanyHg6opr, JaHis

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
KOMMNEKTi 3 nepesipka rotoBoro nakyBaHHs, BUPOGHYKa, BigNoBiAaNbHOro 3a BUMYCK Cepil,
MicLie NpoBefleHHA KOHTPOJI0 cepil) abo noctavyanbHUKa
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
KI, HimeyunHa
109. | HOBOMIKC® | cycneHsis ans A/T Hoso [JaHis Bupo6Huk [Oanis/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu |l Tuny - 3a UA/4862/01/01
30 iH'exuin, 100 O4/mn; Hopgick Hepo3acoBaHoro PpaHuin/ 3MiHM 3 aKoCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN Y peyenmom
®NEKCNEH® | no 3 mMn y kapTpuaxi, npoaykKTy, Bpasunisa/ BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AaTKOBOI Ai/TbHNL
BKafieHoMy B HanoBHEHHS B KnTaiicbka BMPOBHMLTBA 4151 YACTMHM @bo BCbOro BUPOBHMYOro npoLecy
6araTtof030Bii MeHdin®, nepsuHHa HapogHa rOTOBOrO /iKapCbkoro 3acoby (fiNbHULSA, Ha SKil NPOBOAATLCA
0HOpPAa30BIli LWNpuL- ynakoBKa, KOHTPOJ1b Pecny6nika 6yAb-sKi BAPOOHUUYI CTagji, 3a BUHATKOM BUMYCKY Cepii,

pyuui; no 1 abo 5
LUMPULL-PYYOK Y
KapTOHHI Kopo6Lyi

SAKOCTi Ta
BiANOBIAa/IbHUI 3a
BUWMYCK Cepiit
KIHLLeBOro NpoAayKTy:
A/T Hoso Hopgick,
[LaHist;
BUpPO6HMK Npoaykui
38 NOBHUM LMK/IOM:
Hoso Hopgick
MpoatokcboH CAC,
PpaHuis;
MapkyBaHHsA Ta
ynakoBku ®nekcleH®,
BTOPUHHOTIO
nakyBaHHS:

A/T Hoso Hopgick,
[Janis;
Brpo6HuK ans
36MpaHHs,
MapKyBaHHS Ta
ynakoBku ®nekclleH®,
BTOPVHHOIO
nakyBaHHs:

A/T Hoso Hopagick,
[aHis;
Brpo6HMK
Hepo3acoBaHoi
NpoAYyKLUiT,
HarnoBHEHHS B
MeHdin®, nepBuHHA
ynakoBka Ta
36UpaHHs,
MapKyBaHHS Ta
ynakoska ®nekcleH®,
BTOPUHHE NaKyBaHHS:
Hoso Hopgick
Mpoaykao
dapmaceyTika go
Bpasinb NITaa.,
Bpasunis;
Brpo6HMK

NPOBEeEHHS KOHTPOSIKO AKOCTi Ta BTOPUHHOIO NakyBaHHSA, A1
nNikapcbkunx 3aco6iB 6i0/10r4HOr0/iMyHOMNONYHOTO NOXOMKEHHS
ab0 nikapcbknx hopM KOMMIEKCHOro (CKNazgHoro)
BMPOGHMYOTrO NpoLiecy) - BBEAEHHA [0AaTKOBOro BUPOGHYMKa:
HoBo Hopgick (Kutait) ®apmacbtoTikans Ko., 1Ta. 99, Haxxai
Poya, TEOA, M. TaHbugiHb KuTalicbka HapogHa Pecny6nika
300457, i3 BigNoBigHUMUN (DYHKLISIMU: BUPOBHUK
Hepo3dhacoBaHOro NPOAYKTY, HANOBHEHHS B NEPBUHHY
YMakoBKYBHECEHHS 3MiH 0 peecTpavjiiiHuX maTepianis:
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Hepo3acosBaHoro
NpOAYKTY,
HanoBHEHHS B
NepBUHHY YNaKoBKY:
Hoso Hopgaick (Kutaid)
dapmacstoTikans Ko.,
NitA., Kntaiicbka
HapoaHa Pecny6nika
110. | HOBO- PO34MH OpasIbHUIA, NO TOB «TeBa YkpaiHa Tesa Yex IHgacTpi3 Yecbka BHECEHHS 3MiH 40 peecTpauiinHmx maTepiasis: 3MiHa 3as8BHVKa 6e3 UA/9976/01/01
NACUT 100 mn y donakoHi; no YkpaiHa» c.p.o. Pecny6nika (BNacHvka peecTpauiiHoro NocBig4YeHHs) peyenma
1 chnakoHy 3 MipHUM [Oitova pepakuis: 3miHn | TMny - 3MiHK WoA0
KOBMa4koM B KOPOOLYi; 6e3nekn/edhekTBHOCTI Ta papMakoHarnsay. BeeaeHHs abo
no 5 mn y cawe; no 30 3MiHW [0 y3araslbHEHNX AaHnX Npo cuctemy hapMakoHarnsgy
calle B Kopobui (BBEAEHHSA y3araslbHEHVX AaHUX NPO cUCTEMY
thapmakoHarnsgy, aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAaUIbHOI 3a 34iiCHEHHSA hbapMakoHarnsay; KOHTaKTHOI
0cobu 3 chapmakoHarnsay 3asaBHUKa o151 34iACHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Bif,
yMOBHOBaXeHOT 0cobu, BigNoBiAanbHOT 3a 34iACHEHHS
hapMakoHarnagy (Bk1o4YatoUum KOHTaKTHI AaHi) Ta/abo 3MiHW Y
po3miLLeHHi macTep-chaiina cuctemmn chapmakoHarnsagy) 3miHa
YMOBHOBaXEHOI 0C06Y 3aABHMKA, BigNoBigabHOT 3a
hapmakoHarnsag. Aitoya pegakuis: Orit Stern-Maman.
MponoHoBaHa pegakuis: buctposa OkcaHa BitaniiBHa. 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHOI 0COOU 3asBHUKA,
BignoBifabHOI 3a dhapMakoHarnsg.
111. | OHIMNI3A TabneTku, BKpUTI AcTpa3eHek Benuka Bupo6HuK "in bulk": CLIA/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny - 3a UA/10715/01/02
NAiBKOBOIO a oK BpuTaHis AcTpa3eHeka Benvka AnMiHiCTpaTuBHI 3MiHW. 3MiHa HalimeHyBaHHsA Ta/abo agpecu peyenmom
060/10HKOI0, N0 5 Mr, Nimiten dapmacbroTukanc M, BpuTaHis/ 3asiBHUKA (BNaCHMKa PeecTpaLiiHoro NocBigYeHHs!) - 3MiHa
no 10 TabneTok y CLUA; LLisewjs agpecy 3asBHvKa (BBeAeHHS 3MiH NpoTArom 6-Tu Micauis
6nicTepi; no 3 Brpo6HMK, nicns 3aTBepkeHHs)
6nicTepy B KapPTOHHIlA BiANOBiAaIbHMI 3a
KOpOoO6Li nepBuHHe Ta
BTOPWHHE MakKyBaHHS,
BUNYCK cepil:
AcTpa3eHeka HOK
Nimiteq, Benuka
BpuTaHis;
Bupo6HMK,
BiANOBiAa/bHWIA 32
KOHTPONb SIKOCTI:
AcTpa3eHeka Ab,
LBeuis
112. | OHINI3A TabneTku, BKpUTI AcTpa3eHek Benuka Bupo6HuK "in bulk": CLIA/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 3a UA/10715/01/01
NAiBKOBOIO a oK BpwuTaHis AcTpa3eHeka Benvka AAMIHICTpaTVBHI 3MiHK. 3MiHA HaliMeHyBaHHA Ta/abo agpecun peyenmom
060n0Hkoto, no 2,5 mr, Nimiten dapmacbroTukanc M, BpuTanis/ 3asBHUKA (BNacHMKa peecTpaLiiiHoro NocBig4YeHHs!) - 3MiHa
no 10 Tabnetok y CLUA; Lsewjs afpecu 3asBHVKa (BBefeHHs 3MiH NpoTArom 6-Tu Micauis
6nictepi; no 3 BUpPOGHMK, nicnsl 3aTBEPAKEHHS)
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

6nicTepy B KapTOHHIiA
Kopobu,i

BiANOBiAa/IbHWIA 32
nepBuHHe Ta
BTOPVHHE MaKyBaHHS,
BWMNYCK Cepii:
AcTpa3eHeka FOK
Nimiten, Benvka
Bputanis;
Bnpo6HuK,
BiNOBIfaNbHWIA 32
KOHTPO/b SIKOCTI:
AcTpa3eHeka Ab,
LLisewis

113.

O®NOKCALM
H

PO34YuMH ANs iHdy3iiA, 2
mr/mn, no 100 mn a6o
no 200 M y nAswkax,
no 100 mn a6o no 200
My nAawi; no 1
NAAWLi Y navwi

TOB "tOpis-
Papm”

YkpaiHa

TOB "tOpis-®apm”

Ykpaina

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3MiHu | Tuny -
3MiHM Woao 6e3nekun/edpekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpPOTKiil XapaKTepuCTULLi NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeWNYHOro 3aCTOCYBaHHA Ha
niacTasi perysipHO OHOB/IKOBAHOIO 3BITY 3 6e3neku
niKapcbKoro 3acoby, abo gocnigpkeHb 3 6e3mnekn 3acTocyBaHHS
nikapcbKoro 3acoby B Mic/iAspeecTpaviiiHuii nepiod, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNIMKEHb, NPOBEAEHMX BifnoBigHO
00 nnaHy negiatpuyHux gocnimpkers (PIP) (3MiHy y3ropkeHo 3
KOMNETEHTHUM YNOBHOB&XEHVUM OpraHom) - 3MiH1 BHECEHO B
IHCTPYKUiO 4151 MeQMUYHOro 3acTocyBaHHSA NikapcbKoro 3acoby
A0 po3ginis "Oco6mnBocTi 3acTocyBaHHs", "IM06iYHi peakuii" Ta
B KOPOTKY XapakTepucTuKy NikapcbKoro 3acoby Ao po3ainis
"Oco61Bi 3acTepexeHHs Ta 3anobkHi 3axoau npu
3actocyBaHHi", "lNo6iyHi peakuii” BIANOBIAHO 4O OHOBAEHOT
iHchopMmawii 3 6e3nekn 3aCTOCyBaHHS Ailo4ol peyoBUHU
(pekomeHgaLii PRAC). BBeieHHs1 3MiH NPOTArom 6-Tu MicsLiB
nicns 3aTBepkKeHHs; 3MiHun | Tuny - 3MiHn Wwoao
6e3nekn/edpeKkTNBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) -
3MiHM BHECEHO B IHCTPYKLIlO AN MeAMYHOro 3acTOCyBaHHA
NiKapcbKoro 3acoby A0 po34inis "®apMakosiorivHi
BNacTMBOCTI" (YTOUHEHHS), "MNoka3aHHa" (peaaryBaHHs),
"MpoTunokasaHHa", "B3aeMogia 3 iHWMMKN NiKapCbKUMu
3acobamu Ta iHWi BUAW B3aemogiin”, "OcobnmsocTi
3acTocyBaHHs", "3acTocyBaHHSA y nepiog, BaritTHocTi abo
rofyBaHHs rpyaar” (pegaryBaHHs), "Cnocib 3acTocyBaHHsS Ta
po3n" (peparysanhs), "Oitn" (pegaryBanHs), "Mo6iyHi peakuii”
Ta B KOPOTKY XapaKTepUCTUKY NiKapCbKoro 3acoby A0 po3ainis
"TepaneBTWYHI Noka3aHHA" (pefarysaHHs), "[o3u Ta cnocio
3acTocyBaHHs" (pegaryBaHns), "[itn" (pegarysaHHs),
"MpoTrnoka3aHHs", "OcobMBi 3aCTEPEXEHHS Ta 3anobiKHI
3axoAM Npu 3acTocyBaHHI", "B3aeMogis 3 iHLUMMU liKapCbKUMN
3acobamu Ta iHLWi BUAY B3aeMOgn", "3acTocyBaHHS nig vac
BariTHOCTI Ta rogyBaHHs rpyaa” (pegaryBaHHs), "MoobiyHi
peaxuii”, "®apmakonoriyHi BacTnBocTi" (YTOUHEHHS)
BiANOBIAHO [0 MaTepianiB peecTpauiiHoro focbe. BeegeHHs

3a
peyenmom

UA/3040/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3MiH NPOTArom 6-TM MiCALIB NiCc/1A 3aTBePAKEHHS
114. | OPTATE/Ib® | renb o4Hwui4, 2,5 mr/r, CaHTeH AT | ®iHNsHgis Bnpo6HuK, HimeyunHa/ BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 6e3 UA/6605/01/01
no 10 r y chnakoHi, no BiANOBIAa/IbHUN 3a PiHnAHAIA 3MiHM 3 aKoCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN Y peyenma
1 conakoHy B BMPOGHMLTBO in-bulk, BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYHOTLCA
KapTOHHIlA KopooLi nepBuHHE Ta BUMYCKY cepii Ta KOHTPOJIKO SAKOCTI FOTOBOrO NiKapCbKoro
BTOPVHHE NaKyBaHHS, 3acoby (3amiHa abo foaaBaHHs BUPOOHMKa, LLLO BiAMOBIAAE 3a
KOHTPO/b AKOCTI: BBE3EHHSA Ta/abo BMMNYycK cepii) - He Bktoyaroun
YPCA®APM KOHTPO/1b/BUNPOBYBaHHSA cepii - 3MiHa MiCLLe3HaX0KEHHS
ApuHalimitTrens M6X, NPOBaKEHHS AiS/IbHOCTI BUPO6HUKa CaHTeH AT, ®iHNaHAiS,
HimeuumnHa; BiANOBIAA/ILHOIO 3a BUMYCK cepil.
Bnpo6HuK, 3MiHV BHECEHO B IHCTPYKLiIO 418 MeAUYHOro 3aCTOCyBaHHS
BiANOBIAa/IbHWN 3a LLIOAO MICLE3HaXOMKEHHS BUPOOHMKA 3 BifNOBIAHUMM 3MiHAMMN
BUMYCK: y TEKCTi MapKyBaHHS ynakoBKW flikapCbKoro 3acoby. BeegeHHs
CaHTeH AT, ®iHngHgis 3MiH NPOTArom 6-TW MiCALIB NiC/IA 3aTBEPAXKEHHS.
115. | OPTAKBIKC Kpanni oy4Hi, 5 mr/mn; CaHTeH AT | ®iHnaHais Brpo6HMK PiHNAHAiA BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasnis: 3MiHu | Tuny - 3a UA/11401/01/01
® no 0,3 M1y TH6MK- BiANOBIAa/IbHMI 3a 3MiHM 3 siKoCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y peyenmom
KpanensHuui; no 10 BUPO6GHMLTBO in bulk, BMPOBHULTBI. 3MiHa iMNopTepa/3aMiHK, L0 CTOCYHOTLCSA
TIOOUK-KpanenbHULb Y nepBuUHHE Ta BUMYCKy Cepii Ta KOHTPOJIKO SKOCTi FOTOBOrO NiKapCbKoro
nakeTi 3 ponbru; no 1 BTOPVHHE NakKyBaHHS, 3acoby (3amiHa abo AoaaBaHHA BUPOOHNMKa, LLO BignoBigae 3a
NakeTy B KapPTOHHii KOHTPO/Ib SIKOCTI: BBE3eHHA Ta/abo Bunyck cepii) - He Bkaovarouu
Kopobui Hekctd®apma AT, KOHTPO/b/BUNPOBYBaHHA cepil - 3MiHa MiCLie3HaxX0MKeHHS
diHnaHgis; NPOBaXEHHS AiS/IbHOCTI BUPO6HUKa CaHTeH AT, DiHNaHAIS,
Bupo6HuK, BiANoBigaIbHOro 3a BMMNyCK cepii.
BiANOBIAa/IbHUI 3a 3MiHN BHECEHO B IHCTPYKL,ilO 415 MeANYHOro 3aCTOCyBaHHS
BUNYCK cepii: 040 MICLE3HaX0AKEHHS BUPOOHUMKA 3 BifNOBIAHUMM 3MiHAMMN
CaHTeH AT, ®iHnaHgis y TEKCTi MapkyBaHHS yNnakoBKu NikapCbKoro 3acoby. BBefeHHs
3MiH NPOTAroM 6-TW MicsiLiB nicns 3aTBEpPAKEHHS.
116. | OPTAH® Kpanni o4Hi 0,5 % no 5 CaHTeH AT | ®iHNsHgisA Brpo6HuK PiHnanpin/ BHECEHHS 3MiH 0 peecTpayiiiHux maTepiasis: 3MiHu | TUny - 3a UA/5052/01/01
TMMOnon My hr1akoHi 3 BiNOBIfaNbHWIA 32 HigepnaHgn 3MiHK 3 AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. 3MiHN y peyenmom
KpanensbHuueto, no 1 BMPO6HMUTBO in bulk, BMPOGHULTBI. 3MiHa iMNopTepa/3aMiHK, WO CTOCYHThCSA
donakoHy B KapTOHHIl NepBUHHY Ta BUWMYCKY Cepii Ta KOHTPOJII0 SIKOCTi FOTOBOTO NiKapCbKOro
Kopobui BTOPVHHY YNaKoBKY, 3acoby (3amiHa abo foaaBaHHS BUPOOHMKA, LLLO BiAMNOBIAAE 3a
KOHTPO/b SKOCTI: BBE3€eHHA Ta/abo BMNyck cepii) - He BkAOYaroum
Hekctdapma AT, KOHTPO/Ib/BUNPOBYBaHHSA cepil - 3MiHa MiCLle3Hax0MKeHHS
PiHNAHAIA; NpPoBaKEHHS AiSNIbHOCTI BUPO6HUKA CaHTeH AT, ®iHNaHAIS,
AnbTepHaTUBHUIA BiANOBIAa/IbHOIO 3a BUMNYCK cepii. 3MiHW BHECEHO B IHCTPYKL,iHO
BUPOGHMK, AN MeAMYHOro 3acToCyBaHHA LWOAO MiCLe3HaX0MKEHHS
BiNOBIfaNbHWIA 32 BMPOGHMKA 3 BiANOBIAHUMY 3MIHAMUW Y TEKCTI MapKyBaHHS
BTOPWHHE MaKyBaHHS: yNaKoBKM MiKapCbKoro 3acoby. BeefieHHs 3MiH NpoTarom 6-n
MaHyakTypiHr MicAILiB Micns 3aTBepPKEHHS.
Makarinr ®apmaka
(MMo) B.B.,
HigepnaHaw;
Brpo6HuK
BiANOBiAA/IbHWIA 32
BUNYCK cepil:
CaHTteH AT, @iHnaHgis
117. | NAKNIBICTA KOHLIeHTpaT Ans MicTtpan AHINis XaynTt ®apma HimeyunHa BHECEHHS 3MiH 0 peeCTpaLiiHNX MaTepiasiB: 3MiHu | Tuny - 3a UA/16374/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1

PO3UunHyY ANs iHAY3il, Kenitan BonbdhparcxayseH AnMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu peyenmom
6 mr/mn no 5 mn (30 MeHepkmeH M6X 3asBHUKA (BNacHMKa peecTpaLiiiHoro NocBig4YeHHs!) - 3MiHa
mr), 16,7 mn (100 mr), T Nlimiteq, afpecu 3asaBHMKa
25 mn (150 mr) a6o 50
M (300 mr) y
dhnakoHi; no 1
chnakoHy 3
KOHL,EHTPaToM Y
KapTOHHIi Kopobui

118. | NAKNIMEAAK | KoHUeHTpaT Ans Megak HimeuunHa BMPOBHUK, L0 Himeuunna/ BHECEHHS 3MiH IO peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - 3a UA/12530/01/01
PO34mnHy ANns iHdy3ilA, e3enbliad Bignosigae 3a Kopest 3MiHM LWoao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsagy. peyenmom
6 mr/mnno 5 mn (30 T dhrop KOHTpOnb/BMNpobyBaH BBefeHHs ab0 3MiHM [0 y3araslbHEHUX AaHVX NPOo cucTemy
mr) a6o 16,7 mn (100 K/iHiLe HS cepii: AkBiga thapmakoHarnsgy (BBeAEHHS y3arasibHeHNUX aHux npo
mr), aéo 50 mn (300 Lnevuiansnp Mv6X, HimeuunHa,; cuctemy hapmakoHarnsay, 3MmiHa ynoBHoBaXeHoi ocobu,
M) y CKNSiHOMY enapare BMPOBHUK, LU0 BiANOBIA&/IbHOI 3a 34iICHEHH:A hapMakoHarnsay; KOHTaKTHOI
chnakoHi; no 1 M6X BignoBigae 3a 0cobu 3 chapmakoHarnsagy 3asaBHVKa A5 34iACHEHHS

hnakoHy B KOpo6Li 3
KapTOHY

BTOPWHHE MaKyBaHHS:
Komnacl'm6X,
HiMeuyunHa; BUPOGHWK,
Lo Bignosigae 3a
BTOPVHHE MaKyBaHHS,
MapKyBaHHS,
HaHeceHHs 3ax1cHoTl
nAiBkM (ONLiOHa/TbHO),
KOHTpO/b/BMNpoOyBaH
HS cepil i 3a BUNYyCK
cepii: Mepgak
le3enbliadT drop
KniHiwe
LLneuianbnpenapare
M6X, HimeuunHa;
BMPOOBHUK, LLO
Bignosigae 3a
BTOPWHHE MaKyBaHHS,
MapKyBaHHS,
HaHeCceHHs 3aX1CHOT
nniBkM (ONLiOHaJTbHO):
Meg-IKC-Mpecc M'm6X,
HimeuunHa; BUPOGHNK,
LLlo BignoBigae 3a
Bunyck choopmu in bulk,
nepBuHHE Ta
BTOPWHHE MaKyBaHHS,
MapKyBaHHS,
KOHTpOnb/BMNpobyBaH
Hs1 cepii: OHKOTeK
®apma MpoaaxLuH
'm6X, HimeyunHa;

hapMakoHarnsagy B YkpaiHi, KO BOHa BigMiHHA Bif,
YMOBHOB&XeHOT 0CO6M, BifNOBiAaNbHOT 3a 34iACHEHHS
thapmakoHarnsgy (Bkouvatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MiLLLeHHi MacTep-chaiina cuctemm hapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0CO6M YNOBHOBaXKEHOI 0CO6YM 3asiBHUKA,
BiANOBiAaNbHOI 3a chapmakoHarnsg B YkpaiHi. [ponoHoBaHa
pepakuis: bBakyH AHHa OnekcaHapiBHa. 3MiHa KOHTaKTHUX
[aHVX KOHTaKTHOI 0CO6M YNOBHOBaXEHOI 0CO6M 3asBHNMKA,
BiANOBIAa/IbHOI 3a chapmakoHarnsg B YkpaiHi
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BMPOBHUK, L0
BignoBifae 3a BUNyCK
dopmu in bulk,
KOHTpO/b/BMNpPOOYBaH
Hs cepil: CamsiHT
BiochapmaveyTikanc
KopnopeiiwH, Kopes
119. | NAKNITAKCE | koHUeHTpart Ans MicTtpan AHrnin AkTasic ITanis C.n.A. ITania BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 3a UA/13988/01/01
N-BICTA PO3UunHY ANs iHAY3iN, Kenitan AfMiHiCTpaTuBHi 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun peyenmom
6 mr/mnno 5 mn (30 MeHemkmeH 3asBHUKA (BNacHMKa peecTpaLiiHoro NocBig4YeHHs) - 3mMiHa
mr) abo no 16,7 mn T NimiTeq, afpecu 3asaBHUKa
(100 wmr), abo no 25
mn (150 mr), a6o no
43,33 mn (260 wmr),
a60 no 50 mn (300 mr)
y thnakoHi; no 1
(h/1aKkoHy B KapTOHHIlA
KopoobUi
120. | NAHALQON TabneTku, BKpUTI nakcoCmit Benuka nakcoCmiTKnaiiH Ipnangis BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - 6e3 UA/13747/01/01
EKCTPA NAiBKOBOK 060/I0HKOI0 KnsiiH BpuTaHis [anrapsaH Jlimiteq 3MiHK LWoao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsgy. peuenma
EABAHC no 12 TabneTtok y KoHcblomep BBeneHHs1 abo 3MiHU A0 y3ara/ibHEHUX AaHWX NPO cUCTeEMy
6nictepi; no 1 Xenckep chapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHux npo
6nicTepy B KAPTOHHiIl (FOK) cuctemy hapmakoHarnsay, 3miHa ynoBHOBaXeHoi 0cobu,
KOpOoo6Li TpeligiHr BiANOBIA&/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay; KOHTakTHOI
Nimiteq 0cobu 3 chapmakoHarnsay 3asaBHVKa A5 34iACHEHHS
hapMakoHarnsay B YkpaiHi, KO BOHa BigMiHHA Bif,
yMOBHOB&XeHOT 0cobu, BigNoBiAaNbHOT 3a 34iACHEHHS
thapmakoHarnsgy (BkIouvatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MiLLeHHI MacTep-thaiina cuctemm hapmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0COOU 3as1BHMKA, BifnoBigasibHOI 3a
thapmakoHarnsag;:
MponoHoBaHa peaakuis — [ip. MeHc-Ynbpix LiTermanH / Dr.
Jens-Ulrich Stegmann, MD. 3MiHa KOHTaKTHWUX AaHnX
YMOBHOBaXeHOT 0cobu, BignoBigansHOT 3a dhapmakoHarnsg,
3MiHa HOMepy Ta MiCLie3HaxoKeHHs1 MacTep-haiina cuctemm
hapmakoHarnsgy
121. | NAHTEHON niHa HawkipHa, 50 mr/r TOB Ykpaina TOB "MynbTicnpeit” YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - 6e3 UA/15317/01/01
no58ra6o 116ry "MynbTicnpe OHOBJ/IEHHSI TEKCTY MapKyBaHHS YNakoBKW NiKapCbKoro 3acoby peyenma
KOHTeliHepax n" 3 BHECEHHSM iH(hopMaLii LWOoA0 3a3HaYeHHS OAMHULb
(6anoHax) BMMIpIOBaHHA y cucteMi Sl. BHeceHHs 3MiH 0 po3ainy
anoMiHiesmx; no 1 «MapkyBaHHa» MKA 13 3anponoHosBaHo: po3ain
KOHTeliHepy (6as10HyY) «MapKyBaHHs». BignoBigHo [0 3aTBepAKEHOro TEKCTY
y nauui 3 KapToHy 3 MapKyBaHHS
MapKyBaHHSAM
YKPaIHCLKOK MOBOH
122. | NAPALETAM | cyno3uTopii peKkTasbHi NAT YkpaiHa MAT "MoHdapm” YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - 6e3 UA/5984/01/01
on no 0,08 r;no5 "MoHthapm" 3MiHa B yMOBax 36epiraHHsi roTOBOrO JlikapCbKOro 3acoby Ha peyenma
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Cyno3unTopiiB y cTpuni, nigcrasi gocnifxeHb 3i ctabinbHOCTI. [ponoHoBaHa pefakuis:
no 2 cTpunu B naui 3 B opuriHanbHii ynakoBsLi npu Temnepatypi He Buwe 25 oC.
KapTOHY BBefeHHs 3MiH NpOTArom 6-Tv MicALIB NiCNsA 3aTBEPAYKEHHS
123. | NAPALUETAM | cyno3uTopii pekTasibHi MAT YkpaiHa MAT "MoHcpapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - 6e3 UA/5984/01/02
on no0,17r;no5 "MoHdapm" 3MiHa B yMOBax 36epiraHHsl roTOBOro fikapCbKoro 3acoby Ha peuenma
Cyno3unTopiiB y cTpuni, nigcrasi gocnigxeHsb 3i ctabinbHOCTi. [ponoHoBaHa pefakuis:
no 2 CTpUMM B nauui 3 B opuriHanbHii ynakosLi npu Temnepatypi He Buwe 25 oC.
KapTOHY BBefeHHs 3MiH NPOTAroM 6-Tu MicALIB NicNsA 3aTBEPKEHHS
124. | NAPALUETAM | cyno3uTtopii pekTasibHi MAT YkpaiHa MAT "MoHcpapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaljiiiHuX maTtepianis: 3MiHu | Tuny - 6e3 UA/5984/01/03
on no0,33r;no5 "MoHdapm” 3MiHa B yMOBax 36epiraHHs roTOBOrO JlikapcbKoro 3acoby Ha peyenma
Cyno3uTopiiB y cTpuni, nigcTasi focnigpkeHb 3i cTabinbHOCTI. MNponoHoBaHa pefakuis:
no 2 cTpunu B naui 3 B opuriHasibHIli ynakoBui npu TemnepaTypi He Buuie 25 oC.
KapTOHY BBefeHHs 3MiH NPOTAroM 6-Tu MicAUiB NiCNA 3aTBEepXKEHHS
125. | NEMETPEKC MopOLLIOK Mictpan AHrnis BMPOGHULITBO Ta Yecbka BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 3a UA/16247/01/01
EA-BICTA niocpinizoBaHuii ans Kenitan NepBYHHE NaKyBaHHSs Pecny6nika/ AAMIHICTpaTVBHI 3MiHK. 3MiHA HaliMeHyBaHHA Ta/abo agpecu peyenmom
NPUroTyBaHHSA MeHepkmeH nikapcbKoro 3acoby: Bonrapis/ 3asBHUKA (BNacHMKa peecTpaLiiHoro NocBig4YeHHs!) - 3MiHa
KOHLeHTparty A/s T Nlimiteq, OHKOMe[, Icnanisa/ afpecu 3asaBHUKa
PO34MHY A/15 IHQY3iN MaHyhaKTopiHr a.c.,
no 100 mr; no 100 mry Yecbka Pecnybnika;
chnakoHi; no 1 BTOPVHHE NaKyBaHHsA
(p1aKoHy 3 MOPOLLKOM NiKapcbKoro 3acooby:
Y KapTOHHIi kopobui Oxi |
dapmacbloTikanc,
Ntp., Bonrapis;
KOHTPO/b SIKOCTI,
BiANoBiAasbHI 3a
BUNYCK cepil:
CiHTOH Xicnanisa, C.J1.,
Icnanis;
KOHTPO/b SIKOCTI,
BiANOBiAaIbHMI 3a
BUMNYCK cepil:
CiHTOH c.p.0., Yecbka
Pecny6nika
126. | NEMETPEKC NOpPOLLIOK MicTtpan AHrnis BMPOBHMLTBO Ta Yecbka BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny - 3a UA/16247/01/02
EA-BICTA niodpinizoBaHWin aAns Kenitan NepBUHHE NakyBaHHS Pecny6nika/ AnMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu peyenmom
NPUroTYBaHHSA MeHepkmeH niKkapcbKoro 3acoby: Bonrapis/ 3asBHUKA (BNacHMKa peecTpaLiiHoro NocBigYeHHs!) - 3MiHa
KOHLleHTpary ans T NimiTeq, OHKOMe[, IcnaHis/ aZpecun 3asBHUKa

PO3UMHyY ANs iHAY3ii
no 500 mr; no 500 mry
dhnakoHi; no 1
dhnakoHy 3 NOPOLLKOM
Y KapTOHHii kopobui

MaHyhakTopiHr a.c.,

Yecbka Pecny6nika;

BTOPWHHE MaKyBaHHS

nikapcbKoro 3acoby:
i |

dapmacbloTikanc,
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
N1a., Bonrapis;
KOHTPO/b SIKOCTI,
BiANOBIAa/bHI 3a
BWMNYCK Cepii:
CiHTOH Xicnarnis, C.J1.,
IcnaHis;
KOHTPO/b SIKOCTI,
BiANOBiAaIbHMI 3a
BUMNYCK Cepii:
CiHTOH c.p.0., Yecbka
Pecny6nika
127. | NEMETPEKC NOPOLLIOK MicTtpan AHrnisA BMPOBHMUTBO Ta Yecbka BHECEHHS 3MiH 4,0 pPeeCTpaLiiHnX maTepiasiB: 3MiHu | Tuny - 3a UA/16247/01/03
EA-BICTA niodpinizoBaHWin aAns Kenitan nepBUHHE NakyBaHHS Pecny6nika/ AZMiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu peyenmom
NPUroTYBaHHSA MeHepKmeH niKkapcbKoro 3acoby: Bonrapis/ 3asiBHUKA (BNacHMKa peecTpaLiiiHoro NocBig4eHHs!) - 3MiHa
KOHLleHTpary ons T NimiTeq, OHKOMe[, IcnaHis/ aZipecun 3asBHUKa
PO34mnHy ANs iHAY3ii MaHypakTopiHr a.c.,
no 1000 mr; no 1000 Yecbka Pecny6nika;
Mr Yy dpriakoHi; no 1 BTOPVHHE NaKyBaHHsA
ch/1akoHy 3 NOPOLLKOM nikapcbKoro 3acoby:
Y KapTOHHIi kopobui i |
dapmacbtoTikanc,
NTa., Bonrapis;
KOHTPO/b SIKOCTI,
BiANOBiAa/bHI 3a
BWMYCK Cepii:
CiHTOH Xicnaris, C.J1.,
IcnaHis;
KOHTPO/b SIKOCTI,
BiANOBiAabHMI 3a
BWMNYCK Cepil:
CiHTOH c.p.0., Yecbka
Pecny6nika
128. | NEHTA/NIIH Tabnetku no 10 ToBapucTeo YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepiasiB: 3miHu | Tuny - 3a UA/8694/01/01
IC® TabneTok y 6nictepi; 3 [0[aTKOBOK 3MiHu 3 sKocTi. FoTOBWMIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOrO peyenmom
no 1 6nictepy B nauui [04aTKOBOKO BiANOBIAANLHICTIO nikapcbKoro 3acoby. 3miHa y MeToax BUnpo6yBaHHs
3 KapToHy; no 10 Bignosigasib "IHTEPXIM" rOTOBOrO /liKapCcbkoro 3acoby (Hes3HayHa 3miHa y
TabneTok y bnictepax HICTIO 3aTBEPMKEHNX MeToAax BUNPOOYBaHHS); CYMyTHS 3MiHa -
"IHTEPXIM"

3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo AONYCTUMUX MEX,
BCTaHOBJIEHVX Y cneuudikauisax, nig vyac BUpo6bHMLTBa
roTOBOrO fliKapcbKoro 3acoby. 3MiHV y METOAMKAX BUKOHAHHS
TecTiB «KinbkicHe Bu3HaueHHs» y MKA /13, sika nepenbavae
MiX IHLLMM BUKOPUCTaHHA 4BOX PO3YMHIB NOPIBHAHHA
(3anponoHOBaHO: PO34MH MOPIBHAHHSA (@), PO3UYMH NOPIBHAHHS
(b)). 3Baxaroumn Ha 3MiHy KiNibKOCTi PO34MHIB MOPIBHAHHSA Y
TecTi «KinbKicHe BU3HAYEHHS1» BUHMKNA HEOOXIAHICTb B
YTOUHEHHI TifIbkv HaliMEHYBaHHSA PO34MHY NOPIBHAHHS,
XpomMaTorpama siKoro BUKOPUCTOBYETLCS y TECTi
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Kpaina

Peecmpayjitina npoyedypa

Ymosu
Bionycky

peecmpayitiHo2o

Homep

n/n

JliKapcbKo20

Hassa

Popma sBUMYCKY
(nikapcbka ¢hopma,

ynakosKa)

3asaBHUK

3asiBHUKa

Kpaina

Bupo6HuK

BUPOGHUKa

«lpoeHTudikauis» (lgeHTudikayia G), a came: xpomarorpama

nocsi0o4YeHHs

3acoby

Ykpaina

po3unHy nopiBHAHHA (b)). Y TecTi «Po3UnHEHH:A» Y
3arBepmxeHnxi MKA 13 He 6yno HaBeAeHO NOBHICTIO onNuc
METOAVKN BUKOHaHHS, a 6yn10 HaBefeHO NOCUNaHHA Ha
MeToAuKYy TecTy «KiflbKicHe BU3HAUYEHHSA». 3a YMOB 3MiHU
METOAVKN BUKOHaHHA TeCTy «KinbkicHe BU3HAUEHHS» Lie He €
KOPEKTHVUM. TOMy HaBOAMMO ONMUC METOAWKM BUKOHaHHS TECTY
«P034MHEHHS1» NOBHICTIO. MpK LbOMY [0 camoi MeTOANKM
TecTy «PO34YMHEHHSA» 3MiHW HE BHOCATLCA. FK CynyTHSA 3MiHa
MPOMNOHYETLCS: - 3MiHU TecTy «KinbkiCHe BU3Ha4YeHHs» y MKA
13 npomixHOro npoAykTy «IpaHynsT HeONyAPEHWUIA»; - 3MiHN
TecTy «KinbkicHe BU3HaYeHHs1» y MKA NpoMiKHOro npoaykTy
«Hepo3dacoBaHi TabNeTKN»; - YTOUHEHHS HaliMEHYBaHHS
PO34MHY NOPIBHAHHA Y TecTi «laeHTudikauisa G» y MKA
NPOMXHOro NpoaykTy «Hepo3sdacoBaHi TabneTkn»; - 3MiHU
METOAVKM BUKOHaHHA B MKA «Bu3HaueHHs ogHopigHoOCTI
BMICTY Ait040i pe4OBUHM» B NMPOMDKHUX MPOAYKTaxX NikapCbkux
3aco6iB MNeHTanriH IC®, TabneTky; 3miHW | TMNY - 3MiHK 3
AKOCTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTPONb roToBOro
nikapcbKoro 3acoby. 3miHa y MeToax BUNpobyBaHHs
roTOBOro NikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHVX MeToAax BUNPOOYBaHHS); CYMyTHS 3MiHa -
3MiHM 3 siKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOGHMLTBI. 3MiHN BUNPOOYyBaHb abo AONYCTUMUX MEX,
BCTAHOBJIEHVX Y cneuudikauisx, nig vyac BUpo6bHMLTBa
roToBOro Nikapcbkoro 3acoby. 3MiHa MeTOANKN BUKOHaHHS
TecTy «OHOPIAHICTb [030BaHMX 0AuHULL» Y MKA N3 Ta,
BiANOBIAHO, 3MiHa MeToaukn TecTy B MKA /13 npomixHoro
npoaykTy «Hepo3sdacosaHi TabneTkn» (K CynyTHs 3MiHa);
3MiHU | TNy - 3MiHK 3 SIKOCTi. TOTOBWIA Nikapcbkunii 3acib.
KOHTpO/b roTOBOrO MliKapcbKoro 3acoby. 3miHa y metogax
BMNPO6YBaHHSA rOTOBOrO NiKapCbKOro 3acoby (He3HayHa 3MmiHa
y 3aTBEPKEHUX MeTogax BUNpPobyBaHHS); CynyTHSA 3MiHa -
3MiHM 3 SKOCTi. F0TOBWIA NiKapCbkuiA 3aci6. 3MiHW y
BUPOGHMUTBI. 3MiHU BUNpobyBaHb abo [OMYyCTUMUX MEX,
BCTAHOB/IEHVX Y cneundikauisax, nig vyac BMpobHULTBa
roTOBOIO JliKapCbKOro 3acoby. YTouHeHHs Ha3sn PC3
MeTaMi30My HaTpito MOHorigpaTy B TecTax «PO3UMHEHHS»,
«CynpoBifHi AOMiLLKM», «KiflbKiCHe BU3HAYEHHS» Y MKA 13
Ta, BiANOBIAHO, Y TecTi «KinbkicHe BU3Ha4YeHHs» y MKA
NPOMKHUX NPOAYKTIB «paHynAT HeanyapeHnin,
«Hepo3dacoBaHi TabneTkm» Ta y MKHA «BusHauyeHHs
OHOPIZHICTI BMICTY Ail040i peYOBUHM» B MPOMIKHMX
npoaykTax Nikapcbkux 3acobiB MeHTanriH® IC,TabneTkn (sk
CynyTHS 3MiHa)

6e3

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny -

peyenma

UA/6318/01/01

129.

NEPEKNC

po3uuH ans
30BHILLUHbOr0

TOB

YkpaiHa

"YKpaiHCcbKka

MpuBaTHe akLioHepHe
TOBapucTeo "bionik"

3MiHK Woao 6e3nekn/eddeKTMBHOCTI Ta hapmakoHarnagy -

BOAHIO 3 %
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3acTocyBaHHsA 3 % no chapmaneBT OHOBJIEHHSA TEKCTY MapKyBaHHS yrakoBKM /iKapCbKOro 3acoby
50 mn 'y chnakoHax NyHa 3 BHECEHHAM iHthopmauii LWoA0 3a3HaYeHHA OAMHNLb
CKNsAHMX, Mo 100 mny KomnaHis" BMMIpOBaHHA Y cuctemi Sl
6aHKax nofiMepHUx
a6o donakoHax
nonimepHux, no 200
mMn 'y driakoHax
nosliMepHUX
130. | NEPMETPUH cnpeii 0,5% no50ry AT "Ctoma" YkpaiHa AT "Ctoma" YKpaina BHECEHHS 3MiH 4,0 pPeeCcTpaLiiHnX maTtepiasiB: 3miHu | Tuny - 6e3 UA/3417/01/01
6as10Hi 3 KnanaHom 3MiHM 3 AKOCTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTpob roToBOro peyenma
HacocHoro Tuny Ta NikapcbKoro 3acoby - BHECEHHS 3MiH A0
posnuntosayem; no 1 Cneuudpikauii/MeTogis BunpobysaHHs 13, 30kpema:
6as10Hy B NayLiH nokasHukn "lgeHtudikayia”, "r'yctuHa", "MBY", KinbkicHe
BM3HAYEHHA" - JOMOBHEHO Bi4NOBIAHUM NOCUNAHHAM Ha Ajtoydy
pegakuito Y
131. | NEPMETPUH | cnpeii 0,5 % in bulk: AT "Ctoma” Ykpaina AT "Ctoma" YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - - UA/15617/01/01
no 50 r y 6anoHi 3 3MiHM 3 IKOCTi. [OTOBWIA Nikapcbkuii 3aci6. KOHTposib rOTOBOroO
KnanaHoM HacoCHOro NiKapCbKOro 3acoby - BHECEHHS 3MiH A0
TMny Ta Cneuudpikauii/MeTogis BunpobyBaHHs /13, 3okpema:
posnuaoBayem; no nokasHuku "lapeHtudikauis”, "ryctnHa", "MBY", KinbkicHe
160 6anoHiB B ALLMKY BM3HAYEHHS" - JOMOBHEHO BIANOBIAHUM MOCUNAHHAM Ha fitouy
pegakuio 4Py
132. | NEPMETPUH PO3YMH HaLLKipHWiA 0,5 AT "Ctoma" YkpaiHa AT "Ctoma" YKpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | TUny - 6e3 UA/3417/02/01
% no 50 r y donakoHi, BHECeHHS 3MiH go Cneuucpikauii/MeTogis BunpobyBaHHs /13, peyenma
no 1 chnakoHy B nayui 30Kpema: NokasHukM "laeHTudikauis®, "ryctuHa”, "MbY",
KinbkicHe BU3HauYeHHs" - AONOBHEHO BiAMOBIAHWM MNOCUNAHHAM
Ha gitouy pegakuito oY
133. | NEPTYCUH cupon in bulk: no 100 NAT YkpaiHa MAT "lranuudapm” YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - - UA/9554/01/01
MmNy chnakoHi abo "Tanuudapm BHECEHHS 3MiH Y peecTpalLlifiHe [OCbE NOB'A3aHe 3

6aHuj, no 48 dakoHis
abo 6aHoK y KOpooi
KapTOHHOMY

HeoOXiAHICTIO NpuBeAeHHS cneundikalii Ta MeToAiB KOHTPOSIO
[0nNoMKHOT pevoBrHU ETaHon (96%) fo Bumor EP/A®Y,
Aitoye BuaaHHA a came n. «J1eTki 4OMILWK» (NpUBEAEHHS A0
MoHorpadii EP/A®Y ETaHon (96%); BBeAeHHs n. «O6’emMmHa
yacTka etaHony»; n. «MikpobionoriyHa ynctota» (NpuBeneHHs
y BigNoBigHICTb A0 3aranbHol ctarti EP/AdY, 5.1.4);
BU/TYYEHHS N. «3as1i30»; BHECEHHSA pefakLiiHUX NpaBok;
CyNyTHS 3MiHa - 3MiHM 3 AKOCTi. OTOBWIA NikapcbKuii 3aci6.
KOHTpO/b fOMNOMDKHUX peyoBuH. 3MiHa y MeTogax
BMNPOBYBaHHSA JOMOMDKHOI PEYOBUHM (iHLUI 3MiHU y MeToAax
BMNPO6YBaHHA (BK/ItOYaroumn 3aMiHy abo foaasaHHs)); 3MiHN |
TUMY — BUTYYEHHS 3 PEECTPALiHOrO A0CkE iHdhopMaLyii, LWoao
Ha3BUW BUPOOHWKIB AOMOMIXHVX PEHOBUH (3aTBEPKEHO
BMPOGHUKA JOMOMDKHOT peyoBuHU ETaHon (96%)
THI3ANYIBCKUI iepXKaBHWIA CNMPTOBMIA 3aB0), Y 3B'SA3KY i3
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
nepioguyHMMN 3MiHaMW Ha3B BUPOGHMKIB JOMOMDKHUX
pevoBUH, OCKifIbKM cneuudikalis Ta MeToan KOHTPOJIH0 SKOCTI
iJeHTUYHI ANs BCIX BUPOBHWKIB
134. | NEPTYCUH cupon, no 100 mn y MAT YkpaiHa MNAT "Tannucapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - 6e3 UA/0749/01/01
thnakoHax abo "Tanuudapm BHECEHHS 3MiH Y peecTpalLlifiHe [OCbE NOB'A3aHe 3 peuenma
6aHkax; no 100 mny " HEOOXiAHICTIO NpUBEAEHHS cneumdikalii Ta MeTO4IB KOHTPO/I0
chnakoHi abo 6aHui, no [0MnomiKHOT peyoBuHY ETaHon (96%) go sumor EP/ADY,
1 chnakoHy abo 6aHLi nitoye BUAaHHA a came n. «J1eTki JOMILLKM» (NpUBEeLAEHHS [0
y nauuj MoHorpadii EP/A®Y ETaHon (96%); BBeAeHHs n. «O6’eMHa
yacTka eTaHony»; n. «Mikpo6ionoriyHa umcToTa» (MpUBeAEHHS
y BIANOBiAHICTb 0 3aranbHoOi cTatTi EP/AdY, 5.1.4);
BUYYEHHS M. «3ai30»; BHECEHHS pefaKLiiiHuX npaBok;
CynyTHSA 3MiHa - 3MiHW 3 AKOCTi. [0TOBWIA NliKapcbKuii 3acio.
KOHTPO/b AONOMIKHMX peHOBUH. 3MiHa y MeTofax
BMNPOBYBaHHSA [OMOMKHOI PEYOBUHM (iHLUI 3MiHM Yy MeTodax
BMNpOoGYyBaHHSA (BK/IHOHYAKOUM 3aMiHy abo JoAaBaHHs)); 3MiHu |
TUNY — BUTYYEHHS 3 PEECTPALiiHOro A0CbE iHdhopMalLlii, Loa0
Ha3BW BUPOOHWKIB AONOMIXKHMX PEYOBUH (3aTBEPKEHO
BMPO6GHMKA AONOMDKHOT peyoBrHY ETaHon (96%)
MHI3AWMYIBCHKWIA flepXaBHWIA CNMPTOBUIA 3aBOA), Y 3B'A3KY i3
nepioguyHMMN 3MiHaMW Ha3B BUPOOHMKIB JOMOMDKHUX
PEYOBUH, OCKINbKM crieumdikalis Ta MeToAM KOHTPOJIH SAKOCTI
IAEHTUYHI AN BCIX BUPOGHWKIB
135. | NIHOCON® cnpeii HazanbHWIA, TOB Ykpaina AT "CaHeka CnoBaubka BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepiasiB: 3miHu | Tuny - 6e3 UA/6606/01/01
po3unH Ne 1: no 10 mn "CaHoi- dapmacbioTikans", Pecny6nika/ 3MiHM WoAo 6e3nekn/edheKTNBHOCTI Ta chapmakoHarnaay. peyenma
y dhn1akoHi B KOMMNIEKTi ABeHTIC CnoBaubka YkpaiHa BBeneHHst abo 3MiHU A0 y3arasibHEHUX AaHWUX NPO cUcCTeMy
3 HacoCOM-[03aTOpPOM YkpaiHa" Pecny6nika thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX gaHnx npo
3 po3nuBayYem (signosiganbHuin 3a cuctemy hapmakoHarnagy, 3MiHa ynoBHOBaKeHoi 0cobu,
Ha3asibHOro KOHTPONb Ta BUMYCK BiNOBifabHOT 3a 34iICHEHHS dhapMakoHarnsaay; KOHTaKTHOT
npu3HaveHHs; no 1 cepiii); MAT "dapmax”, 0ocobu 3 chapmakoHarnsgy 3asnBHVKa 415 34iRCHEHHS
h/1aKoHy Y KapTOHHil YkpaiHa hapmMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
Kopobui (BignoBiganbHuWii 3a YMNOBHOBaXXEHOT 0CO6U, BifNOBiAaNbHOT 32 34iACHEHHS
BMPOGHMLITBO thapmakoHarnsgy (BKo4vatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
PO34KMHY, NepBUHHE Ta po3MiLLleHHi MacTep-chaiina cuctemn hapmakoHarnsgy) -
BTOPVHHE NaKyBaHHS) 3MiHa YNOBHOBaXEHOT 0CO6U 3asiBHYKA, BigNoBigaibHOI 3a
hapmakoHarnag.
MponoHoBaHa pepakuin: Xoaakiscbka TeTaHa BayecnasiBHa.
3MiHa KOHTaKTH/X AaH1X YNOBHOBaXKEHOT 0CO6U 3asBHNKA,
BiNOBIAA/IbHOI 32 hapmakoHarnsg
136. | NIPALETAM TabneTku, BKpUTI NAT Ykpaina MAT "lrannudapm” YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TURY - 3a UA/0901/02/01
06010HKO0, N0 200 Mr | "Tanuydapm 3MiHWM BHECEHO A0 po3ginis "lMNpoTunokasaHHA", " B3aemogisa 3 peyenmom

no 10 TabneTtok y
6nicTepi; no 3 abo 6
6nictepiB y nauui

iHLIMMK NiKapCbKMK 3acobami Ta iHLWWI BUAW B3aEMOSIin",
"Oco6nMBOCTI 3aCTOCYBaHHSA", "34aTHICTb BN/IMBATU Ha
LIBUAKICTb peakLii Npy KepyBaHHi aBToTpaHcnopToM abo
IHWMMK MexaHiamamun', "IMo6iyHi peakw,ii” BiANOBIAHO A0
OHOBJ1EHOI iHGhopMaLii pedhepeHTHOro npenapary Hootponin,
Tab/1eTKN BKPUTI M/1iIBKOBOKO 060/I0HKOI. BBEAEHHS 3MiH
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
NPOTArom 6-T1 MiCALIB MiC/A 3aTBEPIAKEHHS
137. | NIPOKCUKA Tabnetku no 0,01 r, no NAT Ykpaina MAT "Ximchapm3sasos YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - 3a UA/2058/01/01
M 10 TabneTok y "Ximchapmsa "UepBoHa 3ipka" 3MiHW BHECEHO A0 IHCTPYKUIT 4151 MEANYHOIO 3aCTOCYBaHHS peyenmom
6nictepax; no 10 BOA, nikapcbkoro 3acoby Ao po3ainis "Ocob6nBOCTi 3aCTOCyBaHHA"
Tabnetok y 6nictepi; "UepBoHa Ta "Mob6iuHi peakwii" BIANOBIAHO 4O OHOBNEHOI iHGhopMAaLii 3
no 1 a6o 2 6nictepu B 3ipka” 6e3nekun Ajtoyoi pevoBmHN NiKapCbkoro 3acoby. BeefeHHs 3MiH
nauuj 3 KapToHy NpoTAroM 3-x MicsLiB NicnsA 3aTBEPAKEHHS
138. | NNIABIKC® TabneTku, BKpUTI TOB YkpaiHa CAHO®I BIHTPOI ®paHuisa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | TUny - 3a UA/9247/01/02
o6onoHkoto, no 300 "CaHodi- IHOACTPIA 3MiHM WoAo 6e3nekun/edpekTBHOCTI Ta thapmakoHarnsgy. peyenmom
mr; Ne 10 (10x1): no ABeHTIC BBefeHHs1 ab0 3MiHM [0 y3aralbHEHUX AaHVX NP0 cucTemy
10 TabneTok y YkpaiHa" hapmakoHarnagy (BBe4eHHS y3arasibHeHUX AaHuX Npo
6nictepi; no 1 cuctemy chapmakoHarasgy, 3miHa ynoBHOBaXKeHOI 0cobu,
6nicTepy B KapTOHHiIl BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsAy; KOHTakTHOI
Kopobui 0ocobu 3 chapmakoHarnsay 3asaBHVKa o5t 34iACHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif,
YMOBHOBaXeHOT 0cobu, BigNoBiAaNbHOT 3a 34iACHEHHS
hapmakoHarnagy (BKIoUYatoUm KOHTaKTHI AaHi) Ta/abo 3MiHK Yy
pO3MiLLEeHHI MacTep-thaiina cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOBaX€EHOI 0CO6M 3asBHKKa, BigNoBigabHOT 3a
hapmakoHarnag.
MponoHoBaHa pepakuin: Xogakiscbka TeTaHa BsyecnasiBHa.
3MiHa KOHTaKTH/X AaHnX YNOBHOBaXKEHOT 0CO6U 3aABHNKA,
BiANOBIAANLHOT 32 hapmakoHarnsg
139. | MTASMOBEH | po3uunH g5 iHQY3ii; MpAT YKkpaina MpAT YkpaiHa BHECEHHS 3MiH 40 pPeecTpaLiiHnX maTepiasiB: 3MiHu | Tuny - 3a UA/17779/01/01
® no 500 mn y doakoHi "®PapmaueBT "papmaueBTNYHa 3MiHK 3 sKocTi. FoToBUIA Nikapcbkuii 3aci6. CTabiNbHICTb. peyenmom
n4yHa hipma tipma "AapHuua" 3MiHa y TepmiHax npugaTtHocTi abo ymoBax 36epiraHHs
"AapHnus” roTOBOrO /iKapCbKOro 3acoby (36iNbLIEeHHS TEPMiHY
NpUAATHOCTI FOTOBOTO Nikapcbkoro 3acoby) - 111 Toprosoi
ynakoBku (NiATBEPLKYETbCA AAHNMUN peasbHOro yacy) -
36i/IbLUEHHST TEPMIHY NPUAATHOCTI FOTOBOTO J1iKapCbKOro
3acoby. 3aTBepaKeHo: 1,5 pokiB; 3anpornoHoBaHoO: 2 PoKK.
3MiHW BHECEHI B IHCTPYKLO 418 MeAMYHOro 3actocyBaHHs /13
y p. "TepMiH npugaTHOCTI". BBeAEHHSA 3MiH NPOTArom 6-Tn
MicsILIB 3 AaTN 3aTBEPAKEHHS
140. | NMONAMBI MopoLUOK ANs ®.XodhchmaH |LLBeiinapis | BCIM ®apmacbloTikan3 ITanis/ BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 3mMiHuW Il Tuny - 3a UA/18465/01/01
KOHLEeHTpaTy ans H-/13 Pow C.n.A,, Itanis LLiseiiuapis 3MiHM Woao 6e3nekun/echekTnBHOCTI Ta chapmakoHariagy. IHuwi peyenmom
PO34mnHy ANs iHAy3ii nrp, (BUPOBHMLTBO 3MiHW, SKi He BBIWLLAN Y Leit po3Ain, Ski BKIHYaTb NoAaHHS
no 140 mr, no 1 Hepo3dghacoBaHOl pe3ynbTaTiB AOCiIAKEHb [0 KOMMETEHTHOIO OpraHy
dh/1aKoHy Y KapTOHHIl NpoAyKLii, NepBUHHe 3asBHNKOM OHOBJIEHO [MnaH ynpasniHHA pu3nkamu, Bepcisa 1.5
Kopobu,i nakyBaHHs, Y 3B’A3KY 3 3MiHOtO KaTeropii gocnimkeHHss GO29365. 3miHu
BMNPOGYBaHHSA BHeCeHi Ao yacTuH | "'Ornag nikapcbkoro 3acoby”, Il «MnaH 3
KOHTPOJIO AKOCTI thapmakoHarnagy», VI "Pestome MnaHy ynpasniHHSA pusvkamun”
(TiNbKKM Ha Ta VIl «dopatkn»

CTEPW/IBHICTb Ta
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
6akTepianbHi
€HO0TOKCUHN)); JloH3a
N1, Weeiiyapis
(BunpobyBaHHsA
KOHTPO/O AKOCTI
OKpiM aKTMBHOCTI,
CTepuIbHOCTI Ta
6akTepiasibHNX
€H/0TOKCUHIB);
®.XobdpmaHH-/15 PoLu
Ntp, Weeiiuapis
(BunpobyBaHHsA
KOHTPO/O AKOCTI
(TiNbKM aKTUBHOCTITb),
BTOPUHHE NakyBaHHS,
BMNYCK cepii)

141. | NONIAEKCA Kpanni ByLUHi, PO34uH, Nab6opaTtopii | PpaHLis dapmacTep PpaHuis BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 3a UA/2699/01/01
no 10,5 mn 'y dhnakoHi; Bywapa 3MiHM 3 aKocTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN Y peyenmom
no 1 dpnakoHy 3 Pekopgaari BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYIOTLCA
NiNETKOI B KAPTOHHIl BUMYCKY cepii Ta KOHTPOJIKO SKOCTI FOTOBOrO NiKapCbKoro
Kopobu,i 3acoby (3amiHa abo foaaBaHHs BUPOOHMKa, LLO BiAMOBIAAE 3a

BBE3EHHSA Ta/abo BMMNycK cepii) - He Bkitoyaroun
KOHTPONb/BUNPOGYBAHHSA cepil - 3aMiHa BUPOOHUKA
BiAnoBigasibHOro 3a BMMNycK cepii 3 Jlabopatopii Bywapa
Pekopgari / Laboratories Bouchara Recordati (ImMme6nb “/le
BinbcoH”, aBeHto gy MeHepan ge MNonnb 70, 92800 MYTO,
®paHuia / Immeuble “Le Wilson”, 70 avenue du General de
Gaulle, 92800 PUTEAUX, France Ha ®apmacTtep / Pharmaster
(3oHe IHpacTpienne ge Kpadt 67150, EpcTeiiH, ®paHuis /
Zone Industrielle de Krafft 67150, Erstein, France). Bupo6Huk
dapmacTep, PpaHuis 6yB paHille 3a3HavyeHuid y po3aini
3.2.P3.1. Bupo6HuK(1), ik BAPOGHUK, BiANOBiAaIbHUI 3a
BMPOBHMLTBO HEpO3dhacoBaHOi NPOAYKLUIT, NepBNHHA Ta
BTOPWHHA YNakoBKa, KOHTPO/Ib AKOCTi. 3MiHWN BHECEHO B
IHCTPYKL0 4151 MeANYHOrO 3aCTOCYBaHHS LLIOAO
HallMeHyBaHHS Ta MiCLle3Hax0MKeHHS BUPOBHYKa 3
BiANOBIAHUMY 3MiHAMY Y TEKCTi MapKyBaHHS YNakoBKU
niKkapcbKoro 3acoby

142. | NPOKTO3AH Masb peKTasibHa, No "Xemodpapm [Pecnybnika | KOHTponb cepii, A03Bin | Pecnybnika BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasnis: 3MiHu | Tuny - 3a UA/4645/01/01

® HEO 20 r masi y Ty6i; no 1 " AL Cepbis Ha BUMYyCK cepii: Cepbis AnMiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo agpecu peyenmom
Ty6i 3 annikatopom y "Xemodhapm" AL, 3asBHMKa (BNacHVKa peecTpauiiHoro NocBigYeHHs1) 3miHa
KapTOHHIli KopoobLi Pecny6nika Cep6is; Ha3Bu KpaiHu 3asBHUKa [/13. BBeAeHHS 3MiH NpOTArom 6-Tu
BMPOGHMLITBO MicALiB nicna 3aTBepKeHHs. 3MiHu | Tuny - AMiHICTpaTuBHI
Hepo3dacoBaHOl 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo afgpecu micus
npoAykKLjii, NnepBuHHa NpoBaf)KEHHN Ais/IbHOCTI BUPO6HUKa/iMnopTepa roToBoro
Ta BTOPVHHA NikapcbKoro 3acoby, BK/IKOYaoUMN finbHULI BUNYCKY cepii abo
yrnakoBKa, KOHTPO/b MicLLe NPOBeAEHHS KOHTPOJIHO AKOCTI. (LiSNIbHICTb, 3a AKY
cepii: BiANoBigae BMPOGHMK/iIMNopTep, BKOYaKUM BUMYCK Cepii)
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
"Xemodpapm" AL, 3MiHa Ha3Bu kpaiHu BUpobHuka N3, BignoBiganbHOro 3a
Bpuwau, Bigain KOHTPONb cepil, A03BiN Ha BUNYCK cepii, 6e3 3MiHK MicLA
BMPOBHMYA [iNbHULA BMPOGHMLTBA BBEAEHHS 3MiH NPOTArom 6-T1 MicAUIB nicns
LWabau, Pecny6nika 3aTBEPKEHHS
Cepbis 3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus NPOBaKEHHN AISNbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /ikapcbKoro 3acoby,
BK/IIOYaA0UM [iNbHULi BUMYCKY cepii a6o MicLe NpoBefeHHs
KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKy Bignosifae
BMPOGHUK/IMNIOPTEP, He BK/IKOYAKOuM BUMYCK Cepiil) 3MiHa
Ha3BW KpaiHu BUpo6HWKa 13, BignosigansHoro 3a
BVMPOGHMLTBO Hepo3dacoBaHOi NPOAYKLii, NEPBUHHY Ta
BTOPUHHY YNakKoBKY, KOHTPOJb Cepii, 6€3 3MiHM Micus
BMPOGHULITBA
BBefieHHs1 3MiH NPOTArom 6-T1 MiCALIIB MiC/A 3aTBEPAKEHHS.
143. | NPOCTA3AH- | Tabnetkn Mictpan AHrniA BMPOGHMLTBO, Icnanis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 3a UA/17365/01/01
BICTA NPOJIOHIOBaHOT Aji no Kenitan nepBrHHE, BTOPVHHE HimeyunHa/ AnMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo aapecu peyenmom
0,4 mr no 10 Tabnetok | MeHemxmeH nakyBaHHS, KOHTPO/1b Bonrapis/ 3asBHVIKa (BNacHvKa peecTpauiiHoro NocBifYeHHs) - 3mMiHa
y 6nicTepi; no 3 T Nliviteq, AKOCTI, BUNYCK cepil: HigepnaHgu agpecy 3asBHMKa
6nicTepy y KapTOHHiIl CiHTOH XicnaHisi, C.J1.,
KOpOoo6Li Icnanis;
BMPOGHMLTBO,
nepBUHHE, BTOPUHHE
nakyBaHHS, KOHTPO/Ib
AKOCTI:
PotteHzopd ®apma
m6X, HimeuunHa;
nepBUHHE, BTOPUHHE
nakyBaHHS:
i |
dapmacbloTikasc,
Nta, bonrapis;
KOHTPO/b SIKOCTI,
BWMYCK Cepii:
CiHTOH BB,
Higepnangm
144. | NPOCTA3AH- | karncynu 3 MicTtpan AHrniA BMPOGHMLTBO, IcnaHis/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/17058/01/01
BICTA MoAMIKOBAHUM Kenitan nepBrHHE, BTOPVHHE Himeuunna/ AZMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo aapecu peyenmom
BUBI/IbHEHHAM, TBEpA| MeHemxmeH nakyBaHHS, KOHTPO/b Ipeuis 3asBHUKa (BNacHvKa peecTpauiiHoro noceigyeHHs) 3MiHa
no 0,4 mr, no 10 T NimiTeq, AKOCTI, BUNYCK cepii: ajpecy 3asBHUKa.

Kancyn y 6nictepi; no
3 6nictepu y
KapTOHHI Kopo6Lyi

CiHTOH XicnaHis, C.J1.,
IcnaHis;
BMPOGHMLTBO,
nepBUHHE, BTOPUHHE
nakyBaHHs1, KOHTPO/1b
AKOCTI:
PotteHzopd Papma
'm6X, HimeyunHa;
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BMPOGHMLTBO,
nepBUHHE, BTOPUHHE
nakyBaHHS, KOHTPO/1b
AKOCTI:
damap A.B.E. AHTy3a
MnaHT, Mpeuis
145. | NPOCTATOH | rpaHynmno 10ry MpAT YkpaiHa MpAT "HauioHanbHa YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - 6e3 UA/3827/01/01
neHasni nonimMepHomy; "HauioHanb FomeonaTnyHa 3MiHK Woao 6e3nekn/edrekTMBHOCTI Ta thapmakoHarnagy - peuenma
no 1 neHasny B nauu,i 3 Ha Cninka" OHOBJIEHHS TEKCTY MapKyBaHHS1 YNakoBKM J1iKapCbKOro 3acoby
KapTOHY Fomeonatuy 3 BHECEHHAM iHhopmauii LWo0 3a3HaYeHHA OAMHNLb
Ha Cninka" BMMIpIOBaHHA y cuctemi Sl
146. | NPOTAPIron Kpanni XimiyHo- ITanis XimiyHO- ITanis BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - 6e3 UA/15220/01/01
Hasas1bHi/BYLLHI, hapmaveBT hapmaLeBTUYHA 3MiHM LWoao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsagy. peuenma
po3unH 2 % no 10 mn nyHa nabopartopis "A. BBefeHHs ab0 3MiHM [0 y3araslbHEHUX AaHVX MPO cucTemy
y CKISAHOMY do/1aKoHi naboparopis Cenna" c.p.n. thapmakoHarnagy (BBefeHHs y3arasibHeHUX gaHux Npo
Ne 1 "A. Cenna" cuctemy hapmakoHarnsay, 3miHa ynoBHOBaXeHoi 0cobu,
c.p.n. BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay; KOHTakTHOI
0cobu 3 chapmakoHarnagy 3asBHVKa 471 34iINCHEHHS
hapMakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA Bif,
yMOBHOB&XeHOT 0cobu, BigNoBiAaNbHOT 3a 34iACHEHHS
chapmakoHarnsgy (Bk/Iouvatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MiLLeHHI MacTep-thaiina cuctemm hapmakoHarnsgy) -
3MiHa YNOBHOBaXKEHOT 0COOU 3asiBHMKA, BifnoBigasibHOI 3a
hapmakoHarnag,.
MponoHoBaHa pepakuis: Dr. Massenzio Fornasier. 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0COOM 3asBHUKA,
BifnoBigasIbHOI 3a papmakoHarnsag. 3mMiHa KOHTakTHUX JaHuX
KOHTaKTHOT 0CO6U YNOBHOBAXEHOT 0CO6M 3as1BHYIKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg B YkpaiHi. 3MiHa Micus
3[iACHEHHS1 OCHOBHOT AiSNIbHOCTI 3 dhapMakoHarisgy. 3MmiHa
MicLie3HaxXoMKeHHs MacTep-ghaiina cuctemu hapmakoHarnagy
147. | NYNbMIKOPT | cycneHsis gns AcTpa3eHek LLIBeuis BupobHMuTBO, LLIBeuis BHECEHHS 3MiH 40 peecTpauiiiHnx maTtepiasis: 3miHn | Tuny - 3a UA/5552/01/01
po3snunexHs, 0,25 a Ab KOHTPO/Ib AKOCTi Ta 3MiHM 3 siKoCTi. [0TOBWMIA Nikapcbkuii 3aci6. 3MiHU Y peyenmom
Mr/mMn; no 2 M B BUMYCK cepil: BMPOBOHULTBI. 3MiHa iMNopTepa/3aMiHK, L0 CTOCYHOTLCSA
KOHTeliHepi; no 5 AcTpa3eHeka Ab, BUMYCKy Cepii Ta KOHTPOJIHO SKOCTi FOTOBOrO NiKapCbKoro
KOHTEeWHepiB Yy LiBewis; 3acoby (3amiHa abo AoaaBaHHA AiNbHULI, Ha SKil
KOHBEpTi; no 4 KoHTponb skocTi: 3AiiCHIOETLCA KOHTPOL/BUNPOOYBaHHA cepii) BBeaeHHS
KOHBEPTU Y KapPTOHHIi AcTpa3eHeka Ab, albTepHaTMBHOIT BUPOBGHUYOT AinbHuLi AcTpa3eHeka Ab,
KOpoo6Li LLBeuis epTtyHeBereH, Cogeptan’e, 15185, LLBeLis An1a npoBefeHHs
KOHTpONIO AKOCTi /13, 3 AeTanizauieto OyHKLi
3apeecTpoBaHoro B1pobHuka Actpa3eHeka Ab, dopckaprartaH
18, Copepran’e, 15185, Llseuis. BBeieHHA 3MiH NPOTArom 6-
TM MicsLiB Nicns 3aTBEpAKEHHS.
148. | NYNIbMIKOPT | cycneHsis gns AcTpa3eHek LLIBeuis Bupo6bHMUTBO, LLIBeuis BHECEHHS 3MiH 40 peecTpauiiHnX maTtepiasis: 3miHu | Tuny - 3a UA/5552/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
po3nunenHs, 0,5 a Ab KOHTPO/Ib AKOCTi Ta 3MiHM 3 SKOCTi. F0TOBWIA NiKapCbkuii 3aci6. 3MiHW y peyenmom
Mr/mMn; no 2 M B BUMYCK cepil: BMPOOHULTBI. 3MiHa iMNopTepa/3aMiHK, WO CTOCYHOTbCA
KOHTeliHepi; no 5 AcTtpa3eHeka Ab, BUNYCKY Cepii Ta KOHTPOSIKO SAKOCTi FOTOBOTO NiKapCbKOro
KOHTeliHepiB y LLBeuist; 3acoby (3amiHa abo AoAaBaHHsA AifbHULI, Ha SKilA
KOHBepTi; no 4 KOHTpO/b SIKOCTI: 3[iICHIETLCA KOHTPO/L/BUNPOGYBaHHS cepii) BBeaeHHS
KOHBEPTM Y KAPTOHHIiA AcTtpa3eHeka Ab, anbTepHaTUBHOI BUPOOHUYOI AinbHULI AcTpa3eHeka AB,
kopobui LLBeuis lepTyHeBereH, Copeptan’e, 15185, LUBewja ans npoBeaeHHs
KOHTPO/O AKOCTi J13, 3 AeTanizaujieto yHKLil
3apeecTpoBaHoro BMpo6Huka Actpa3eHeka Ab, dopckaprataH
18, Cogeptan’e, 15185, LLBeuis. BBegeHHs 3MiH MpoTArom 6-
TW MiCALIB NiC/IA 3aTBEPAXKEHHS.
149. | NYPEFOH® PO3UMH ANS iH'EKLN, OpraHoH LLisefuapis BetTtep ®apma- Himeuunna/ BHECEHHS 3MiH [0 peecTpavliiiHiX maTtepianis: 3MiHu | Tuny — 3a UA/5023/01/01
833 MO/mn no 0,420 CeHtpan lct ®epTuryHr Mv6X i Ko. HigepnaHgu BBEAEHHSA A0AATKOBMX NOCTaYyasibHUKIB peareHTis, peyenmom
mn (300 MO/0,36 mn) 6X KI, HimeyunHa TeTepameTun6eH3navHy (TMB), nepekcugy moyeBuHu (UP) Ta

a6o 0,780 mn (600
MO/0,72 mn) y
KapTpuaxi; no 1
KapTpuaxy y
BiAKpuTOMY
nNacTVKoBOMY /10TKY B
KOMMEKTi 3 rosikamu,
Mo 2 KOMMEKTU rON0K
— 2 KapTOHHI KOPO6KKM
(koXeH KoMMIekT no 3
rOSIKW, KOXHA ronka B
iHAMBIAyanbHOMY
n1acTMKOBOMY
KOHTEliHepi) y
KapTOHHI naywi

(BPO6GHMLTBO
Hepo3acoBaHoi
npoaykuii Ta
nepBrHHA yNakoBka,
KOHTPO/b SIKOCTI,
TecTyBaHHS
CTEepWIbLHOCTI Ta
6akTepiasibHNX
€HAO0TOKCUHIB
roTOBOrO NiKapCbKOro
3acoby (KOHTpoNb
AKOCTI Ta TECTYBaHHS
cTabinbHocTi),
Bi3yasibHa iHCMeKUis);
BeTtTep ®apma-
®epTuryHr Mv6X i Ko.
Kr, HimeuwunHa
(Bi3yanbHa iHCnekwis);
Bettep ®apma-
®epTuryHr Mv6X i Ko.
K, HimewunHa
(KOHTpONb AKOCTI,
TecTyBaHHSA
CTepubHOCTI Ta
6akTepianibHNX
€HAO0TOKCUHIB
roTOBOrO /liKapCbKoro
3acoby (KOHTpo/b
AKOCTi Ta TeCTyBaHHS
cTabinbHocTi),
Bi3yasibHa iHCneKUis);
H.B. OpraHoH,
HigepnaHamn
(KOHTpO/Ib SKOCTI Ta

pocchaTHO-6ydpepHOro po3umHy 3 TeiHom (PBS Tween 20 x
concentrated), Thermo Scientific Ta KPL (Sera Care), o
BVMKOPUCTOBYIOTLCSA Y iIMyHOhepMeHTHOMY aHanisi (EIA) ans
BUsABNEHHA gomiwkn RRT 0,86 ajtouoi peuosuHn oniTponiHy
6eTa; 3MiHW | TUny - 3MiHM METOAVKM 3@ NOKa3HNKOM «pl
distribution and Specific Gravity», meTog i30enekTpuyHe
dhokycyBaHHs y noniakpunamigHomy reni (IEF), a came,
BW/TyYEHO MYHKT LLOAO 36epiraHHs resito nicns aHanisy
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
TecTyBaHHSA
cTabinbHOCTI,
BTOPWHHA ynakoBkKa,
[l03BiN HA BUMNYCK
cepii)
150. | N'ATUPYATK | Ttabnetkn, no 10 ToBapuncTBO YKkpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 4,0 PeeCTpaLiiHnX maTtepiasiB: 3miHu | Tuny - 3a UA/8698/01/01
A®IC TabneTok y 6nictepi, 3 [04aTKOBOIO 3MiHM 3 AKOCTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTpob roToBOro peyenmom
no 1 6nictepy B nauui [04aTKOBOK BiANOBIAAILHICTIO nikapcbKoro 3acoby. 3miHa y MeToax BUNpo6yBaHHs
3 KapToHYy Bignosigasib "IHTEPXIM" rOTOBOrO /iKapCbKOro 3acoby (He3HauHa 3miHa y
HiCTIO 3aTBEPMXEHUX MeToAax BUNPoOyBaHHS); CynmyTHSA 3MiHa -
"IHTEPXIM" 3MiHu 3 sikocTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y

BMPOGHMLTBI. 3MiHN BUNpobOyBaHb abo AONYCTUMUX MEX,
BCTAHOBJIEHVX Y cneuudikauisx, nig vyac BUpobHMLTBa
roTOBOrO /liKapCbKOro 3acoby - 3mMiHM y MeToAvKax BUKOHaHHS
TecTiB «KinbkicHe Bu3HaueHHs» y MKA /13, sika nepenbavae
MK IHLUMM BUKOPUCTaHHS ABOX PO34YMHIB MOPIBHAHHS
(3anponoHOBaHO: PO34MH MOPIBHAHHSA (), PO3UYMH NOPIBHAHHS
(b)). 3Baxaroumn Ha 3MiHy KiNlbKOCTi PO34MHIB NMOPIBHAHHSA Y
TecTi «KinbKicHe BU3HAYEHHS1» BUHMKNA HEOOXIAHICTb B
YTOYHEHHI Tilbkv HaliMEHYBaHHSA PO34MHY NOPIBHAHHS,
XpomaTtorpama sKoro BUKOPUCTOBYETLCS y TECTI
«laeHTudikauis» (lgeHTudikayisa G), a came: xpomarorpama
po3unHy NopiBHAHHA (b)). Y TecTi «Po3UnHEHH:» Y
3arBepmxeHnxi MKA 13 He 6yno HaBeAeHO NOBHICTIO onuc
MeTOAVKN BUKOHaHHS, a 6yn0 HaBegeHO NOCUNaHHA Ha
MeToAunKYy TecTy «KiflbKicHe BU3HAUYEHHA». 3a YMOB 3MiHU
MeTOAMKN BUKOHaHHA TeCTy «KinbKicHe BU3HAUEHHS» Lie He €
KOpPEKTHVUM. TOMYy HaBOAMMO ONMUC METOAWKM BUKOHaHHS TECTy
«P034MHEeHHs1» NOBHICTIO. Mpu LbOMY [0 camoi MeTOAMKM
TecTy «PO34YMHEHHS» 3MiHW HE BHOCATBLCA. FK CynyTHS 3MiHa
MPOMNOHYETLCS: - 3MiHU TecTy «KinbkicHe BU3Ha4YeHHs» y MKHA
13 NnpoMiXHOro NpoAyKTy «paHynsiT HeONyAPEHWUIA»; - 3MiHN
TecTy «KinbkicHe BU3Ha4YeHHs1» y MKA npomMiKHOro npoaykTy
«Hepo3dacoBaHi TabNeTKN»; - YTOUHEHHS HaliMEHYBaHHS
PO34MHY NOPIBHAHHA Y TecTi «laeHTudikauia G» y MKA
NPOMKHOro NpoAaykTy «Hepo3sdacoBaHi TabneTkn»; - 3MiHU
MEeTOAVKM BUKOHaHHA B MKA «Bu3HaueHHs ofgHopigHOCTI
BMICTY Ait040i pEYOBUHM» B NMPOMDKHUX NPOAYKTaxX NikapCbKnx
3aco6is M'aTupyaTka® IC, TabneTkn; 3miHn | Tuny - 3MiHn 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTpOb roToBOro
nikapcbKoro 3acoby. 3miHa y MeTofax BUnpobyBaHHs
roTOBOro NikapCcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHVX MeToAax BUNPOOYBaHHS); CYMyTHS 3MiHa -
3MiHu 3 sikocTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOGHMLTBI. 3MiHN BUNpobOyBaHb abo AONYCTUMUX MEX,
BCTAHOBJIEHVX Y cneuudikauisx, nig vyac BUpobHMLTBa
roTOBOro NikapCcbKOro 3acoby - yToOUHeHHs Ha3su PC3
MeTaMi30/1y HaTpilo MOHoriapaTy B TecTax «PO34YMHEHHS»,
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y 6nictepi; no 1 abo
no 5 6nictepiB y

KapTOHHI KOpo6Li

BBeaeHHsi a60 3MiHM [j0 y3ara/lbHeHNUX faHux Npo cucTemy
chapmakoHarnsiay (BBEAEHHs y3araslbHeHNX faHuxX Npo
cucTeMy chapMakoHarnsay, 3MiHa yrnoBHOBaXXeHO! 0co6y,

BiiNOBifa/IbHOT 3a 3fiICHEHHS dhapMakoHarnsay; KOHTakTHol

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
«CynpoBigHi AoMilKn», «KifbkicHe BU3HaYeHHs» y MKA 13
Ta, BiANOBIAHO, Y TecTi «KifbkicHe BU3HaUYeHHA» y MKHA
NPOMIKHUX NPOAYKTIB «PaHyNAT HeanyapeHnii»,
«Hepo3dacoBaHi TabneTtkm» Ta y MKA «BusHaueHHs
OHOPIAHICTI BMICTY AiH04OI pEHOBUHM» B MPOMIXHUX
npoaykrax nikapcbkux 3acobis M'atupyatka® IC,Tabnetkn (s
CynyTHS 3MiHa); 3MiHu | TUNy - 3MiHK 3 SKOCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NiKapCbKoro 3acoby.
3MiHa y MeToax BUNPOGyBaHHS rOTOBOTO JiKapCbKOro 3acoby
(He3HayHa 3miHa y 3aTBEPXEHUX MEeToAax BUNPoOyBaHHS);
CynyTHS 3MiHa - 3MiHM 3 AKOCTi. F0TOBWIA NikapcbKuii 3aci6.
3MiHN y BUPO6HMLTBI. 3MiHU BUNpobyBaHb abo AOMyCTUMUX
MeX, BCTAHOB/IEHMX y creumdpikayisx, nig yac BupobHuuTBa
roTOBOrO /iKapCbKOro 3acoby - 3MiHa MeTOAVKN BUKOHaHHS
TecTy «OHOPIAHICTb [030BaHNX 0AuHULBL» Y MKA TN3 Ta,
BiANOBIAHO, 3MiHa MeToaukn TecTy B MKA /13 npomixHoro
npoaykTy «Hepo3sdacoBaHi TabneTku»(sk CynyTHA 3mMiHa)
151. | PEBMOKCUK | cynosuTtopii pekTasibHi AT Ykpaina AT "®apmak”, YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny - 3a UA/8230/01/01
AM® no 15 mr, no 5 "®apmak” YkpaiHa,; MNpusatHe BW/TyYEHHS NMOKasHMKa «Po3unHHICTb» 3i cneundikauii Ha Ad| peyenmom
CynosuTopiiB y akuioHepHe Menokcukam. Ockiflbky 3a3Ha4eHnii NoKa3HNK Mae
6nicTepi; no 1 TOBapMCTBO "Jlekxim- iHbopMaTMBHWI XapakTep Ta He Mae GyTu iHTepnpeToBaHuin y
6nicTepy y nauuyj 3 XapkiB", YkpaiHa CTPOroMy 3Ha4eHHi. BunyyeHo nokasHuk «Baxki meTanun» ta
KapTOHY Ha/faHo pe3ynbTaT KOHTPO/O e1eMEHTHUX AOMILLIOK
BignosigHo Ao ICH Q3D; 3MiHM | TUMY - BUNYYEHHS TEKCTY
METOAMKM BU3HAYEHHS MOKa3HUKa «3asIMLIKoBa KiNbKiCTb
OpraHiYHNX PO3UMHHWKIBY, 3a/IMLLEHO NOCUIAaHHA Ha MeToz,
napodpasHoi razosoi xpomarorpadii €sp.Papm. 2.2.28, 2.2.46
Ta HOPMyBaHHSA A1 PO34MHHUKA ALETOH. 3MiHa He
pekoMeHAoBaHa [0 3aTBEPL)KEHHS OCKI/IbKY, NiCNA HafaHHS
BiANOBIAEN Ha 3ayBaXKEHHS TEKCT METOAUKN BU3HAYEHHS
nokasHuka «3a/IMLLKOBA KisTbKiCTb OpraHiYHUX PO3UYMHHUKIB»
3a/IMWaeTbes 6e3 3MiH
152. | PENNATAN KOHLieHTpaT ans Lariep IpnaHgis Lariep IpnaHgis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny - 3a UA/15890/01/01
PO34unHy ANs iHAY3ilA, dapmacboTi dapmacbloTikan3 BHECEHHS 3MiH [0 po3giny 3.2.S5.2.3.1 KoHTposb martepianis — peyenmom
1 mr/mn no 3,5 mn Kan3 Ipnangis Mivites, CupoBuHa, a came: 3amiHa HechapMakoneinHoi CUPOBUHK TpK-
KOHLleHTpaTy y IpnaHgis IpnaHgjs N-6ytundocaty (TnBP) Ha cnposuHy TnBP dhapmakoneiiHoi
hnakoHi, no 1 Nimiteq, (BignoBiganbHWiA 3a akocTi (EP, USP). BBefeHHs 3MiH NpoTArom 6-Tv MicsliB nicns
h1akoHy B KapTOHHIiA IpnaHgis BUNYCK cepii) 3aTBEpAKEHHS
Kopo6u,i
153. | PECT®YN PO34MH ANs IH'EK, BPOC NT/[, Ipeuist BPOC NT/[, Ipeuis BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepiasiB: 3miHu | Tuny - 3a UA/7735/01/01
100 mr/2 mn; no 2 mn 3MiHM Woao 6e3nekun/edheKTBHOCTI Ta thapmakoHarnaay. peyenmom
B amnyni; no 6 amnyn
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
0cob6u 3 chapmakoHarnsay 3asaBHVKa 415 34iACHEHHS
hapMakoHarnagy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
YNOBHOBaXXEHOI 0CO6U, BifiNOBIAAbHOI 3a 3iICHEHHS
chapmakoHarnsgy (BkIuyatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilLleHHi MacTep-chaiina cuctemn hapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0CO6M YNOBHOBaXKEHOI 0CO6YM 3asiBHUKA,
BiANOBiAaNbHOI 3a chapmakoHarnsag B YkpaiHi. [ponoHoBaHa
pefakuis: IBacbkoBa Anna BacuniBHa. 3MiHa KOHTaKTHUX
[aHVX KOHTaKTHOI 0CO6M YNOBHOBAXEHOI 0COOU 3asBHNMKA,
BignoBiga/IbHOI 3a dhapmakoHarnsg Ykpaini
154. | PUBEHAPOC | Tabnetku, BKPUTI TOB Ykpaina AT "CaHeka CnoBaubka BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - 3a UA/7150/01/01
® 35 06010HkKot0, No 35 wmr; "CaHodi- dapmacbloTikans”, Pecny6nika/ 3MiHM WoAo 6e3nekn/ehekTBHOCTI Ta thapmakoHarnsgy. peyenmom
Ne 2 (2x1): no 2 ABeHTIC CnoBaLbka Yecbka BeefieHHs1 @60 3MiHV [0 y3arasibHeHUX JaHnX Npo cucTemy
Tabnetku B 6nictepi; YkpaiHa" Pecny6nika Pecny6nika hapmakoHarnagy (BBe4eHHs y3arasibHeHUX JaHuX Npo
no 1 6nictepy B (BUPOGHMLTBO cuctemy thapmakoHarnsgy, 3miHa ynoBHOBaXKeHOI 0cobu,
KapTOHHI KopoobLi; Ne Hepo3dacoBaHoro BiANOBIAaUIbHOI 3a 34iiCHEHHSA hbapMakoHarnsay; KOHTaKTHOI
4 (4x1), Ne 8 (4x2), Ne NpoAyKTY, NepBUHHE 0cobu 3 chapmakoHarnsay 3asaBHUKa o151 34iACHEHHS
12 (4x3): no 4 Ta BTOPVHHE thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Bif,
Tabnetkv B 6nicTepi; nakyBaHHS, KOHTPO/Tb yMOBHOBaXeHOT 0cobu, BigNoBiAanbHOT 3a 34iACHEHHS
no 1 a6o no 2, a6o no Ta Bunyck cepiit); TOB hapMakoHarnagy (Bk1o4YatoUum KOHTaKTHI AaHi) Ta/abo 3MiHW Y
3 6nictepu B "3eHTiBa", Uecbka po3MiLLEeHHI MacTep-thaitna cuctemn hapmakoHarnsgy) -
KapTOHHIli Kopoobui Pecny6nika 3MiHa YNOBHOB&X€EHOI 0CO6M 3asBHKKA, BignoBiganbHOT 3a
(BUPOBHMLTBO hapmakoHarnag.
Hepo3acoBaHoro lMponoHoBaHa pepakuis: Xogakiscbka TeTaHa BauecnasiBHa.
NpOAYyKTY, NepBUHHE 3MiHa KOHTaKTH/X AaHnX YNOBHOBaXKEHOT 0CO6U 3aABHNKA,
Ta BTOPVHHE BiANoBIAa/IbHOT 32 hapmakoHarnsg
nakyBaHHs, KOHTPO/Ib
Ta BMNYCK cepiit)
155. | PUTMOKOP® | Ta6bnetku; no 10 TOB YkpaiHa TOB "®apmMaueBTUYHA YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny - 6e3 UA/3122/03/01
TabneTok y 6nictepi; "®apmaueBT KoMnaHis "dapKoC" 3MiHuM 3 SIKOCTi. [0TOBMIA Nikapcbkuii 3aci6. Cuctema peuyenma
no 3 abo 5 6nictepis y N4Ha KOHTeliHep/3akyrnopoBasibHWii 3aci6. 3MiHa po3mipy ynakoBKu
nauui KOMnNaHis roTOBOro NikapcbKoro 3acoby (3miHa KinbKocTi 0AUHULb
"®apKoC" (ranpuknag TabneTok, amnyn TOLLO) B ynakosL,i:) - 3MiHa no3a
AianasoHoM 3aTBeppKeHUX Po3MipiB ynakoBku - BBeaeHHs
nofatkosoro po3mipy ynakosku Ne 30 (10x3) y 6nictepi y
nauui, 6e3 3mMiHM NepBMHHOIO NakyBasIbHOTO MaTepiasy, 3
Bi4NOBIAHMMMN 3MiHAMMW B PO3AiNi «YnakoBka». 3MiHW BHECEHO
B IHCTPYKLiIO AN MeAMYHOro 3aCTOCYBaHHS y p. "Ynakoska" 3
BIANOBIAHUMY 3MiHAMU Y TEKCTi MapKyBaHHS yNakoBKu
Nikapcbkoro 3acoby
156. | PIHBOK TabneTku, BKpUTI E66BI Lseliuapis nepBuHHe Ta ITanis/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHu | TUny - 3a UA/18371/01/01
NAiBKOBOIO Biochapmacb BTOPVHHE NaKyBaHHS, Ipnangis/ AAMIHICTpaTVBHI 3MiHK. 3MiHA HaliMeHyBaHHA Ta/abo agpecu peyenmom
060/10HKOI0, toTikan3 BUNYCK cepil: CWA 3asBHMKa (BNacHvKa peecTpauiiHoro nNocBig4eHHs) 3miHa
NposiIoHroBaHoi giji, 15 6X E668i C.p.n., ITanis; agpecy 3asBHVKa 3MiHW BHECEHO B KOPOTKY XapaKkTepuUcTuKy
mr; Ne 28: no 7 BUPOGHMLITBO NiKapCbKOro 3acoby LLoA0 MiCLLe3HaXOMKeHHS 3asBHIKa
TabneTok y 6nictepi, nikapcbKoro 3acooby, (BNacHvka peecTpauiiHoro NocBig4YeHHs)
no 4 6nictepn y TeCTyBaHHS:

KapPTOHHI KOpOObLii

E668BIi Aipneng HN
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
B.B., IpnaHgis;
TecTyBaHHSA nif yac
36epiraHHs:
E66Bi IHk., CLLUA
157. | POBATIHEKC | kancynu PoBa IpnaHgis KataneHT HimeuyunHa HimeyunHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - 3a UA/17341/01/01
KMLLIKOBOPO3UMNHHI, dapmachbHoTi Epnep6ay JxiM6EAY, Higepnangn | BunyyeHnHs 3i Cneuudikauii / MeTogis BunpobyBaHHS roToBOro | peyernmom
M siki; o 10 kancyn B kanc N1a. HimeuunHa (BUPOGHUK, | PymyHis/ nikapcbKoro 3acoby nokasHuka "OnTuyHe o6epTaHHA"
6nictepi, no 5 BiANOBiAabHMI 3a Ipnangis
6nicTepiB B Nayuj 3 HanoOBHEHHS Karcy”n);
KapTOHY MIM® B.B.
(MaHyhakTypuHT
Makinr Papmaka),
HigepnaHgu
(nepBuHHa Ta
BTOPUHHA YNaKoBKa);
PoBa
dapmacbloTikanc
NTa., lpnaxgis
(BignoBiganbHWii 3a
NOBHUIA LMK
BMPOGHMLTBA (KpiM
HamnoBHEHHSA Karncyn));
C.K. Csicc Kanc
PymyHria C.P.J1.,
PymyHis (BUpO6HUK,
BiANOBiAabHMI 3a
HaNOBHEHHS Kancysi)
158. | POTANI®EH PO3UUMH NS iH EKLN, POTA®APM Benvka K.O. Pomdhapm PymyHis BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - 3a UA/15527/01/01
50 mMr/2 mn no 2 mn B NIMITEL BpuTaHis KomnaHi C.P.J1. 3MiHK Woao 6e3nekn/edrekTMBHOCTI Ta thapmakoHarnagy - peyenmom
amnyni; no 5 amnyn B BHECEHHS 3MiHM 0 po3giny “MapkyBaHHA" MKA N13:
KOHTYPHIli YapyHKOBI 3arBepkeHo: MAPKVPOBKA TekcT MapKkyBaHHSA NepBUHHOT
ynakosLi; no 1 a6o 2 ynakoBkM TeKCT MapKyBaHHS BTOPMHHOT ynakoBkn Ne 5 TekcT
KOHTYPHi YapyHKOBI MapKyBaHHS BTOPMHHOI ynakosku Ne 10 3anponoHoBaHo:
YMaKoBKU B KAPTOHHIi MAPKV/POBKA B coOTBETCTBUM C YTBEPXKAEHHLIM TEKCTOM
KopooLi MapKUPOBKU.
OHOB/EHHS TEKCTY MapKyBaHHS YNakoBKW J1ikapCbKoro 3acoby
BiANoBiAHO 40 BUMOr Hakasy MO3 Ykpainu Big, 23.07.2015 p.
Ne460 3 BHeCeHHsAM iHthopMaLii LWoA0 3a3HauYeHHS OANHULL
BMMIipIOBaHHA Y cuctemi Sl. BBegeHHs 3MiH npoTsrom 6-Tu
MiCALiB Micna 3aTBepKEHHsA
159. | CEBE/NTAMEP | Tabnetku, BKpUTI Mictpan AHrnis BMPOGHULITBO, Icnanisa/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHu | TUny - 3a UA/16898/01/01
-BICTA NAiBKOBOIO Kenitan BKJ/THOYAOUN Himeuunna/ AAMIHICTpaTVBHI 3MiHK. 3MiHA HaliMeHyBaHHA Ta/abo agpecu peyenmom
060/10HKO0, No 800 MeHempxmeH nepBUHHE, BTOPUHHE MonbLya 3anBHUKa (B/1ACHMKa peecTpauiiHOro noceig4yeHHs) 3MiHa
mr, no 180 TabneTok y T Nlimiteq, nakyBaHHs Ta BUNYCK afipecu 3asBHUKA.
KOHTeliHepax cepi:
(baHoukax) 3 CiHTOH XicnaHisi, C.J1.,
KpuLLIeYKoto; no 1 Icnanis;
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
KOHTeWHepy (6aHouL) nepBUHHE, BTOPYHHE
Y KapTOHHii kopobui nakyBaHHS:
PotteHgopd ®apma
Mm6X, HimeuunHa;
BMPOBOHULITBO
Hepo3dghacoBaHOl
npoAyKujii:
dapmac'toTikan Yopkc
NONb®APMA C.A,,
MonbLa
160. | CEPNI®T TabneTku, BKPUTI CaH IHAis CaH ®apmacbloTvKan IHais BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - 3a UA/4446/01/01
06010HKOt0, MO 50 Mr dapmacsioT IHpacTpi3 Nimites 3MiHV BHECEHI A0 IHCTPpYKUii AN MEANYHOrO 3aCTOCYBaHHS peyenmom
no 14 tabnetok y nkan nikapcbKoro 3acoby o po3ginis: "OcobnnBoCTi
6nictepi; no 2 IHaacTpi3 3acTocyBaHHSA", "3acTocyBaHHs y nepiog BaritTHoCTi abo
6nicTepy B KapTOHHI Nimiteq rogyBaHHs rpyaar” (yTouHeHHs), “Mo6iyHi peakuii” woao
KOpoo6Li 6e3nekn 3acToCyBaHHS fjl0H0T pevyoBUHU
161. | CEPNI®T TabneTku, BKPUTI CaH IHais CaH ®apmacbloTukan IHais BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | TUny - 3a UA/4446/01/02
06010HKOt0, N0 100 Mr | dapmacbioT IHpacTpi3 Nimites 3MiHV BHECEHI A0 IHCTpyKLUii AN MEeANYHOr0 3aCTOCYBaHHS peyenmom
no 14 tabnetok y nKan nikapcbKoro 3acoby Ao po3ainis: "OcobnnBoCTi
6nictepi; no 2 IHaacTpi3 3acTocyBaHHSA", "3acTocyBaHHs Yy nepiog BaritTHoCTi abo
6nicTepy B KapTOHHIN Nimiteq rogyBaHHs rpyaar” (yTouHeHHs), “Mo6iyHi peakuii” woao
KOpo6Li 6e3nekn 3acToCyBaHHA [il04H0T peYOBUHN
162. | CEPMIOH® TabneTku, BKpUTI AngxoH HOC CLWA Mdparizep Itanis C.p.n. ITanis BHECEHHS 3MiH 1O peecTpaLiiiHnx maTepiania: 3MiHa 3as8BHMKa 3a UA/5183/01/02
LyKPOBOI 060JI0HKOI0, 1nc (BnacHWKa peecTpauitHoro noceig4eHHs) (3rigHo Hakasy MO3 peyenmom
no 5 mr; no 15 Bif, 23.07.2015 Ne 460): BBefeHHS 3MiH NPOTAroM 9-Tu micsauis
Tabnetok y 6nictepi; nicna 3aTeepkeHHs. 3MiHu | Tuny - 3MiHu Wwoao
no 2 6nictepny 6e3nekn/edhekTBHOCTI Ta papMakoHarnsay. BeeaeHHs abo
KapTOHHI Kopobui 3MiHU [0 y3araslbHEHNX AaHnX Npo cucteMy hapMakoHarnagy
(BBEAEHHSA y3araslbHEHMX AaHUX NPO cUCTEMY
hapmakoHarnsgy, 3aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsay; KOHTakTHOI
0ocobu 3 chapmakoHarnsay 3asaBHUKa o5 34iACHEHHS
hapMakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHA Big,
YMNOBHOBaXeHOT 0cobu, BiANoBiAaNbHOT 3a 34iNCHEHHS
thapmakoHarnsgy (BKovaoum KOHTaKTHI AaHi) Ta/abo 3MiHu Y
po3MileHHI MacTep-haiina cuctemn hapmakoHarnsgy) 3miHa
YMNOBHOBaXEHOI 0C06YM 3a8BHMKA, BigNoBifabHOI 3a
3pjiicHeHHst hapmakoHarnagy:
Litoyva pegakuis: dpaHcyasa [yma-Cinnan/ Francoise Dumas-
Sillan. MponoHoBaHa pepakuis: bapbapa [e BepHapgi/
Barbara De Bernardi. 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXXEHOT 0COOU 3asBHMKA, BifNoBigaIbHOI 3a
3f1iicCHEHHs1 dpapMakoHarnsay.
163. | CEPMIOH® TabneTku, BKpUTI AngxoH HOC CLWA Mdparizep ITanis C.p.n. ITanisa BHECEHHS 3MiH 1O peecTpaLiiiHnx maTepiania: 3MiHa 3asBHMKa 3a UA/5183/01/03
LlYKPOBOHK 060/I0HKOHO, 1/nC (BNacHvKa peecTpauiitHoro noceig4eHHs) (3rigHo Hakazy MO3 peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
no 10 mr; no 25 Bif 23.07.2015 Ne 460): BBeAeHHS 3MiH NpoTArom 9-Tu micauis
Tabnetok y 6nictepi; nicnsa 3aTBepkKeHHs. 3MiHu | Tuny - 3MiHK Woao
no 2 6nictepuy 6e3nekn/edhekTUBHOCTI Ta papMakoHarnsay. BeeaeHHs abo
KapTOHHIli Kopoobui 3MiHW [0 y3araslbHEHUX AaHuX Npo cucTemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTeMy
thapmakoHarnagy, 3miHa ynoBHOBaXeHOi ocoou,
BiANOBIAaUIbHOI 3a 34iiCHEHHS hapMakoHarnsay; KOHTaKTHOI
0cobu 3 chapmakoHarnsay 3asaBHVKa o151 34iIACHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif,
YMOBHOB&XeHOT 0cobu, BiANOBiAaNbHOT 3a 34iACHEHHS
hapmMakoHarnagy (Bk1oYatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Y
po3MilLeHHi MacTep-thaiina cucremn hapmakoHarnagy) 3miHa
YMOBHOBaXEHOI 0C06Y 3a8BHMKa, BigNoBigabHOI 3a
3[iiCHEHHS (hapMakoHarnaay:
[itoua pepakuis: PpaHcyasa Ayma-Cinnan/ Francoise Dumas-
Sillan. MponoHoBaHa pegakuis: bapbapa [le BepHapgi/
Barbara De Bernardi. 3MiHa KOHTaKTHUX AaHUX
YNOBHOBaXXEHOT 0CO6U 3asBHMKA, Bi4NOBigabHOI 3a
3fiicCHEHHS1 ddapMakoHarnsay.
164. | CEPOKBE/Ib | Tabnetku, BKpUTI ACTPA3EH Benuka AcTpa3eHeka cuA/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu |l Tuny - 3a UA/2535/02/01
XR NAiBKOBOIO EKA HOK BpwuTaHis PapmacbroTukanc M, Benuka 3MiHM BHECEHO A0 iHCTPYKLii 4158 MeAUYHOro 3aCTOCYyBaHHS peyenmom
060/10HKOI0, Nimiteq CLUA (Brpo6GHMK "in BputaHis nikapcbkoro 3acoby Ao po3giny "OcobnnBoCTi 3acTocyBaHHS"
NPOJIOHIOBaHoI Aji, No bulk"); AcTpa3eHeka Ta 'y TEKCT MapKyBaHHS YNakoBKW NikapCbKOro 3acoby
50 mr no 10 TabneTok tOK Nimiten, Benuka (BHECEHHS iH(hopMaLii WoA0 BMICTY [OMOMKHOI peYOBUHM
y 6nicTepi; no 6 BpuTaHis (BUPOGHMK, HaTpilo uMTpaTy Yy nikapcbkoMy 3acobi) BiANOBIAHO A0
6nicTepiB y KAPTOHHIl BiANOBiAabHMI 3a marepianis peecTpauiiiHoro Aocbe. BBeleHHS 3MiH NPOTArom
Kopoobui nakyBaHHs Ta BUMYCK 6-TV MIiCALIB MiCNA 3aTBEPMKEHHS; 3MiHM || TUMY - 3MiHK
cepii) BHECEHO [0 IHCTPYKLi 418 MeAnyYHOro 3acToCyBaHHS
niKapcbKoro 3acoby A0 posainy "MNepenosysBaHHsA" BiANOBIAHO
[0 MaTepianiB peecTpauiiHoro goceke. BBegeHHs 3MiH
NPOTArom 6-T1 MiCALIB MiC/A 3aTBEPIAKEHHS
165. | CEPOKBE/Ib | Tabnetku, BKpUTI ACTPA3EH Benuka AcTpa3eHeka cuwaA/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu |l Tuny - 3a UA/2535/02/02
XR NAiBKOBOIO EKA HOK BpuTaHis PapmacbroTukanc M, Benuka 3MiHM BHECEHO A0 iHCTPYKLii 4158 MeAUYHOro 3aCTOCyBaHHS peyenmom
060/10HKOI0, Nimiten CLUA (Bpo6GHMK "in BpuTaHis nikapcbkoro 3acoby Ao po3giny "OcobnnBocTi 3acTocyBaHHS"
NPOIOHIOBaHOI Aji, No bulk"); AcTpa3eHeka Ta 'y TEeKCT MapKyBaHHS YNakoBKW MikapCbKOro 3acoby
200 mr no 10 tOK Nimiten, Benuka (BHECEHHS iHhopMaLii WoA0 BMICTY [OMOMDKHOI peYOBUHM
TabneTok y 6nictepi; BpuTaHis (BUPOGHMK, HaTpilo UMTpaTy Yy nikapcbkoMy 3acobi) BiANOBIAHO A0
no 6 6nictepis y BiANOBiAaIbHMI 3a marepianis peecTpauiiiHoro Aocbe. BBeeHHS 3MiH NPOTArom
KapTOHHIli KopoobLi nakyBaHHs Ta BUMYCK 6-TV MiCALIB MiCNSA 3aTBEPMKEHHS; 3MiHM || TUMY - 3MiHK
cepir) BHECEHO [0 IHCTPYKLUIT 4719 MeAVNYHOro 3aCTOCYBaHHSA
niKkapcbKoro 3acoby Ao posainy "MepenosysBaHHsA" BiANOBIAHO
[0 MaTepianiB peecTpauiiHoro goceke. BBegeHHs 3MiH
NPOTAroM 6-TW MiCALIB MiC/A 3aTBePKEHHSA
166. | CEPOKBE/Ib | Tabnetku, BKpUTI ACTPA3EH Benuka AcTpa3eHeka cuwaA/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu |l Tuny - 3a UA/2535/02/03
XR NAiBKOBOIO EKA HOK BpwuTaHis dapmacbroTukanc JM, Benvka 3MiHM BHECEHO [0 iHCTPYKLii A1 MeANYHOro 3aCTOCyBaHHS peyenmom
0060/10HKOH, NimiTeq CLA (B1po6HMK "in BpuTtaHis nikapcbkoro 3acoby Ao po3ainy "OcobMBOCTi 3aCTOCYBaHHS"
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
MPOJIOHIrOBaHOI Aji, No bulk"); AcTpa3eHeka Ta y TEKCT MapKyBaHHS yMakoBKM fiKapCbKoro 3acoby
300 mr no 10 HOK Nimiten, Benuka (BHECEHHS iH(hopmaLii LWoAo BMICTY AONOMDKHOT peYOBUHU
Tabnetok y 6nictepi; BpuTtaHis (BUPOGHMK, HaTpilo uMTpaTy y nikapcbkomy 3acobi) BiANOBIAHO A0
no 6 6nictepiB y BiANOBIAa/IbHUI 3a marepianiB peecTpauiiHoro Aocbe. BBeeHHS 3MiH NpoTArom
KapTOHHIli KopooLi nakyBaHHs Ta BUNYCK 6-TN MicALIB NicNA 3aTBEPMKEHHS; 3MiHM Il TUNY - 3MiHW
cepii) BHECEHO [10 IHCTPYKLi 415 MeANYHOro 3acToCyBaHHS
nikapcbKkoro 3acoby Ao posainy "lMNepefosyBaHHA" BigMoBIgHO
[0 matepianiB peecTpauiiHoro gocke. BBefieHHs 3MiH
NPOTArom 6-T1 MIiCALIB MiCNA 3aTBEPKEHHS
167. | CEPOKBE/Ib | Tabnetku, BKpUTI ACTPA3EH Benwuka AcTpa3eHeka CLIA/ BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3miHu |l Tuny - 3a UA/2535/02/04
XR NAiBKOBOIO EKA HOK BpuTaHis dapmackroTukanc I, Benuka 3MiHW BHECEHO [0 iHCTPYKUIi A1 MeAUYHOro 3aCToCyBaHHs peyenmom
060/10HKOIO, Nimiteq CLUA (Bpo6HUK "in BputaHis nikapcbkoro 3acoby Ao po3ainy "OcobnnBocTi 3acTocyBaHHSA"
NPOJIOHIrOBaHoi Aji, No bulk"); Actpa3eHeka Ta 'y TEKCT MapKyBaHHS! yMakoBKM fiKapCbKoro 3acoby
400 mr no 10 HOK Nimiten, Benuka (BHECEHHS iH(hopmaLii LWoA0 BMICTY AONOMDKHOT PeYOBUHU
TabneTok y 6nictepi; BpuTtaHis (BUPOGHMK, HaTpilo uMTpaTy y nikapcbkomy 3acobi) BiANOBIAHO A0
no 6 6nictepiB y BiANOBIAa/IbHMI 3a mMarepianiB peecTpauiiHoro Aocke. BBeeHHS 3MiH NpOTArom
KapTOHHIlA KopooLi nakyBaHHs1 Ta BUNYCK 6-TN MicALIB NicNa 3aTBEPMKEHHS; 3MiHM Il TUNY - 3MiHK
cepii) BHECEHO [0 IHCTPYKLi 415 MeANYHOro 3acToCyBaHHS
nikapcbKkoro 3acoby Ao posainy "lMNepefosyBaHHA" BiAgMoBigHO
[0 matepianiB peecTpauiiHoro fgocke. BBefieHHs1 3MiH
NPOTArom 6-T1 MIiCALIB MiCNSA 3aTBEPIAKEHHS
168. | CUNIMAPUH amopHWA NOPOLLIOK ToBapucTBO Ykpaina TEBA UEX Yecbka BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - - UA/15672/01/01
(cybeTaHuin) y 3 IHOACTPIC C.P.O. Pecny6nika noJaHHa OHOB/IEHHOrO cepTudikaTa BignosigHocTi € R1-
noslieTuIeHoBUX 06MEXEHOI0 CEP 2008-237-Rev 03 ana Adl Milk thistle dry extract, refined
naketax gns Bignosiganb and standardised Bif, Bxe 3aTBepxeHoro BupobHunka TEVA
hapmaLeBTUUYHOTO HiCTIO CZECH INDUSTRIES S.R.O., Crech Republic. Ak Hacnigok:
3aCTOCyBaHHA "®apmauesT Kopekuis DER y po3gini «Cknag»; pegakuiiHa 3miHa B agpeci
nyHa BMPOGHUWYOI AiNTbHML; 3MiHU B po34ini "YnakoBka"; 3aMiHa
KOMNaHis nokasHuka "BTpaTta B Maci Npu BUCYLLYBaHHI" Ha NOKa3HWK
"3p0pos'a” "Boga" BignosigHo fo B1UMoOr MoHorpadii EP, 3 BignosigH1Mu
3MiHaMK y cneumdikalii Ta MeTogax KOHTPO/I
169. | CUH®NOPUK | cycneHsis gns iH'ekuiit nakcoCmit Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | TUny - 3a UA/15363/01/01
cm™ no 1 aosi (0,5 mn) KnsaH BpwuTaHis Bionogxikans C.A. 3MiHM LWo[0 6e3nekn/etheKTUBHOCTI Ta hapmakoHarisgy. peyenmom
BAKUVHA cycneHsii ans iH'ekujn Excnopt BBefeHHs1 a60 3MiHM [0 y3aralbHEHUX AaHKX NPO cUcTemy
anda y nonepegHs0 Nimiten hapmakoHarnsgy (BBefeHHs y3arasibHeHUX gaHnx npo
MPO®INAKT HanoBHeHOMY cuctemy chapmakoHarnsgy, 3miHa ynoBHOBaXKeHO! 0coobu,
KU CK/ISTHOMY LUNpULi Yy BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsay; KOHTakTHOI
MHEBMOKOK | komnnekTi 3 ogHieto 0co6u 3 chapmakoHarnagy 3asBHVKa A5 34iINCHEHHS
OBOI rosikoro abo 3 ggoma hapMakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHA Big,
IHOEKLJI ronkamu Ta 6e3 ronok; yMNOBHOBaXeHOT 0cobu, BigNoBiAanbHOT 3a 34iNCHEHHS
(MONICAXAP | 1 nonepefHbo thapmakoHarnsgy (BKoyaoum KOHTaKTHI AaHi) Ta/abo 3MiHu y
MAHWN HanoBHEHWI WnpwL, 3 pO3MiLLEeHHI MacTep-haiina cuctemn chapmakoHarnsgy) -
AHTUIEH) ronkoto abo gsoma 3MiHa YNOBHOBaXXeHOT 0COOM 3asiBHUKA, BiAMNOBIAa/IbHOI 3a
TA ronkamu, abo 6e3 hapmakoHarnag:
HETUNOBAH | ronoky [MponoHoBaHa pegakuis — Ap. VIeHc-Yprix LLiItermanH / Dr.

oi

iHAVBIAYaIbHOMY

Jens-Ulrich Stegmann, MD. 3MiHa KOHTaKTHUX AaHUX
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

FEMO®INTbH
Ol IHOEKLLI,
KOH'IOrOBA
HA,
AACOPEOBA
HA

repMeTnyHo
3anakoBaHoOMy
nnacTyKoBOMYy
KOHTelHepi; no 1
nnacTyKoBOMy
KOHTelHepy y
KapTOHHiI kopobuj; no
1 posi (0,5 mn)
cycnensii gns iH'exujii
y nonepegHb0
HarnoBHEHOMY
CK/ISIHOMY LUMPUL; Mo
10 wnpwyis 3 10
ronkamu abo 6e3
roN1o0K y
iHAVBIQYaTbHNX
repMeTn4Ho
3anakoBaHux
NNacTVKOBUX
KOHTelHepax y
KapTOHHi Kopobuj; no
1 posi (0,5 mn)
cycneHsii ans iH'ekujn
Yy MOHOA030BOMY
CKNsiHOMY p1akoHi; no
1, 10 a6o 100
dhNakoHiB y KapTOHHiiA
Kopob6ui; no 2 gosun (1
M) cycneHsii gns
iH'eKLin y
My/bTUA030BOMY
hnakoHi; no 100
hNakoHiB y KapTOHHiiA
KopoobLi

yMOBHOB&XeHOT 0cobu, BignoBiganbHOT 3a dhapmakoHarnsg,
3MiHa HOMepy Ta MicLie3HaxX0MKEHHS MacTep-haiina

170.

CcoAl0d0/IH

PO3YMH ANS iH'EKLi
a6o iHgysii, 50 mr/mn
no 2 mn (100 mr), 4 mn
(200 wmr), 8 mn (400
Mr) y chakoHi, no 1
h/1aKoHy B KapTOHHIiA
KopooLi

Mepak
e3enbad
T dhrop
KniHiwe
LWneujansnp
enapare
M6X

HimeyunHa

Mepak esenbliadpT
dhrop KniHiwe
Lneuiansnpenapare
M6X, HimeuunHa
(BMPOGHUIK, LLIO
BignoBigae 3a
BTOPWHHE MaKyBaHHS,
MapKyBaHHS,
KOHTPO/b Ta BUMYCK
cepii); Xaynt ®apma
BondpatwayceH
v6X, HimeuunHa
( BMpOGHMLTBO "in
bulk", nepsuHHe

HimeuunHa

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny -
3MiHM WoAo 6e3nekn/ehekTBHOCTI Ta thapmakoHarnsgy.
BeefieHHs1 @60 3MiHV [0 y3arasibHeHUX JaHnX Npo cucTemy
chapmakoHarnsgy (BBefeHHs y3araibHeHUX AaHux npo
cuctemy thapmakoHarasgy, 3miHa ynoBHOBaXKeHOI 0cobu,
BiANOBIAaUIbHOI 3a 34iiCHEHHSA hbapMakoHarnsay; KOHTaKTHOI
0cobu 3 chapmakoHarnsay 3asaBHUKa o151 34iACHEHHS
thapmakoHarnagy B YKpaiHi, K0 BOHA BigMiHHA Bif,
yMOBHOBaXeHOT 0cobu, BigNoBiAaNbHOT 3a 34iACHEHHS
hapmMakoHarnagy (Bk1o4YatoUum KOHTaKTHI AaHi) Ta/abo 3MiHW Y
po3MiLLEeHHI MacTep-thaiina cuctemn hapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT 0COOM 3asiBHUKA,
BiANOBiAa/IbHOT 32 hapmakoHarnsag B YkpaiHi. ditoua
pegakuisi: BonbBay Hens MukonaisHa. [ponoHoBaHa

3a
peyenmom

UA/4830/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
nakyBaHHA Ta pepakuisi: bakyH AHHa OnekcaHgpiBHa. 3MiHa KOHTaKTHUX
KOHTPO/b cepil) [aHnX KOHTaKTHOI 0co6Y YNOBHOBaXeHOI 0CObM 3asBHUKA,
BiANOBiAa/IbHOI 3a (hapmakoHarnisg B YkpaiHi
171. | CONMIAH® 200 | TabneTtku no 200 wmr, TOB YkpaiHa OENb®APM ADKOH ®paHuia BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - 3a UA/4292/01/03
Mr Ne 30 (10x3): no 10 "CaHodi- 3MiHM LWoao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsagy. peyenmom
TabneTok y 6nictepi; ABeHTIC BeefeHHs ab0 3MiHM [0 y3araslbHEHUX AaHWX NPO cucTemy
no 3 6nictepu B YkpaiHa" thapmakoHarnsgy (BBeAEHHS y3arasibHeHNX AaHux npo
KapTOHHIlA KopooLi cuctemy hapmakoHarnsay, 3miHa ynoBHoBaXeHoi ocobu,
BiANOBIAa/IbHOI 3a 34iICHEHHA hapMakoHarnsay; KOHTakTHOI
0cobu 3 chapmakoHarnsay 3asaBHVKa A5 34iACHEHHS
thapMakoHarnsgy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
YMNOBHOB&XeHOT 0COo6M, BifNOBiAaNbHOT 3a 34iNCHEHHS
thapmakoHarnsgy (BkIouvatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MiLLleHHi MacTep-chaiina cuctemm hapmakoHarnsgy) -
3MiHa YNOBHOBaXKEHOT 0COOU 3asBHYKA, BifnoBigaibHOI 3a
hapmakoHarnag,.
MponoHoBaHa pepakuin: Xoaakiscbka TeTaHa BsyecnasiBHa.
3MiHa KOHTaKTHMX faHWUX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg,
172. | COMA3UNHA® | po34unH NSt iH'eKUiA, Peppep IcnaHis deppep IcnaHis BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasiis: BUNPaB/ieHO 3a UA/3198/01/02
1000 mr/4 mn; no 5 IHTepHacioH IHTepHacioHasnb, C.A. TEeXHIYHY MOMWJIKY Y TEKCTIi MapKyBaHHS BTOPUHHOT yNakoBKM peyenmom
ammnyn y KOHTYpHIiA anb, C.A.

YapyHKOBIli ynakoBL;
no 1 a6o no 2
KOHTYPHIll YapyHKOBIl
ynakoBLi y kopobui 3
KapToHYy

N3. 3ANMPOMNOHOBAHO: 2. KIJIbKICTb AIKOYOI PEHOBWHU
1 amnyna (4 mn (ml)) po3unHy MICTUTb LUTUKONIHY (Y chopmi
HaTpieBoi coni) 1000 mr (mg). 1 amnyna (4 mn (ml)) pactsopa
COAEPXUT UMTMKONMHa (B hopme HaTpueBoli conn) 1000 mr
(mg). Ta 11. HAMUMEHYBAHHS | MICLIE3HAXOAKEHHSA
BNPOBHWKA TA/ABO 3AABHWKA Bupo6Huk: ®eppep
IHTepHacioHanb, C.A., c/XoaH Byckaiia, 1-9, 08173 CaHT Kyrat
nenb Baitec (BapcenoHa), Icnanis MpounssoauTens: ®eppep
MHTepHacnonanb, C.A., c/XoaH Byckaiia, 1-9, 08173 CaHT
KyraT gens Baiiec (bapcenoHa), Vicnanus
BnnpaBneHo TexHi4YHy NOMWAKY y TEKCTi MapKyBaHHS
nepsuHHOI ynakosku J/13. SAMPOMOHOBAHO: MIHIMYM
BIJOMOCTEW, LO BKA3YHOTbCSH HA NMEPBUHHIN
YNAKOBLU| HEBE/IMKOIO PO3MIPY COMA3NHA® —
amnyna. 3a3HayeHi BUNpaB/IeHHs BiANOBIAA0Tb apXiBHUM
MarepianamM peecTpauiiiHoro Jockbe
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
173. | COHOBAH TabneTkn, BKpUTI dapmacaiiH Kanaga dapmacaiiHc IHk. KaHaga BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 3a UA/6089/01/01
NNiBKOBOIO C IHK. 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta thapmakoHarnagy - peyenmom
060/10HKO0, M0 7,5 Mr OHOBJIEHHS TEKCTY MapKyBaHHS1 YNakoBKM J1iKapCbKOro 3acoby
no 10 Tabnetok y 3 BHECEHHSAM iHhopMmaL,i LWoA0 3a3HaYEHHS OAUHULIb
6nicTepi; no 1 abo no BMMIpIOBaHHA y cucteMi Sl. BHeceHHs 3MiH 0 po3giny MKA:
2 6nictepu B pachnueckoe ochopmneHne ynakosok. MponoHoBaHa
KapTOHHIli Kopoobui pepakuis: 9. MapkvpoBka. B COOTBETCTBUM C YTBEPXAEHHBIM
TEKCTOM MapKMpoBku. TepMiH BBeAEHHS 3MiH NpoTArom 6
MicsALiB MiCNsA 3aTBEPA)KEHHS
174. | CNEKTPINA MOPOLLIOK AN1s Mepak HimeuunHa Megpak 'e3enbliadt HimeuunHa BHECEHHS 3MiH IO peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - 3a UA/17474/01/01
KOHLeHTpaTy ons e3enbliad dotop KAiHiwe 3MiHM BHECEHO B iHCTPYKLiO 4151 MEANYHOIO 3aCTOCyBaHHS peyenmom
PO34MHY A5 IHAY3IN, T otop LLneuianbnpenapare niKkapcbKoro 3acoby o po3giniy "Oco6/MBOCTi 3aCTOCYBaHHS"
no 10 000 O[; 1 a6o 5 KniHiwe M6X, HimeyunHa 3rigHo 3 pekomeHgauisvm PRAC. BBeeHHS 3MiH NpoTarom 6-
hnakoHis 3 nopolukom | LUneujansnp (BUPOBHUK, WO TV MiCALIB NicNsa 3aTBepAKEeHHsA
Y KapTOHHI kopobuj enaparte Bignosigae 3a
M6X MapKyBaHHs1,
BTOPWHHE MakKyBaHHSA
Ta 3a Bunyck cepii);
PenTwnep Biodhapma
CE, Himeyuunna
(BMPOGHUIK, LLIO
BignoBigae 3a
BUPOBHULTBO rOTOBOI
nikapcbkoi hopmu,
nepBUHHE NakyBaHHS,
BUNPOGYBAHHSA/KOHTPO
b _cepii)
175. | CTOMATUAWN | po3ynH 418 pOTOBOI BocHanek BocHis i BocHanek a.4. BocHis i BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - 6e3 UA/2792/01/01
H® nopoXxHuHu 0,1 % no A.0. lepuerosrHa lepuerosmHa BBEJEHHS 3MiH NPOTAroM 6-T1 MicALIB NiCNSA 3aTBEPLKEHHS; peyernma

200 My chnakoHi; no
1 chnakoHy B
KapTOHHIli KopooLi

CYNYTHi 3MiHN - 3MiHW 3 AKOCTIi. [0TOBUIA Nikapcbkuii 3aci6.
3MiHM Y BUPOGHMLTBI. 3MiHM y NpoLieci BUPOGHMLTBA FOTOBOIO
NikapCbKoro 3acoby, BK/IKOHa0UM NPOMiIXKHWIA NPOAYKT, L0
3aCTOCOBYETHLCA NMPU BUPOGHULTBI FOTOBOIO NiKapCbKoro
3acoby (He3HayHa 3MiHa y npoLeci BUPO6HMLTBA) - 3MiHU 3
AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHW Y BUPOOHULITBI.
3MiHa po3Mipy cepii (Bk/ItoYatoun gianasoH po3mipy cepii)
roTOBOrO JlikapcbKoro 3acoby (36inblueHHs go 10 pasis
NOPIBHAHO i3 3aTBEPKEHUM PO3MIPOM) - 3MiHM 3 AKOCTI.
[OTOBMIA Nikapcbknit 3aci6. 3MiHW Y BUPOOHULTBI. 3MiHN
BUNPObyBaHb ab0o JONYCTUMUX MEX, BCTAHOBNEHNX Y
cneumdikayisx, nig yac BMPOGHMLTBA FOTOBOIO /iKApCbKOro
3acoby (gofgaBaHHA HOBOrO METOAY BUMPOGYBaHHS Ta
[0NycTUMUX MeX) - 3MiHM 3 SKoCTi. [0TOBWMIA Nikapcbkuii 3aci6.
3MiHV Y BUPOOHMUTBI. 3MiHM BUNPobyBaHb abo A0MyCTUMUX
MeX, BCTaHOB/IeHMX y creumdpikayisx, nig yac BupobHuLTBa
roTOBOrO NiKapcbKoro 3acoby (BUy4YeHHS HECYTTEBOIO
BMNPO6YBaHHSA B NpoLeci BUpo6HMLUTBA) - 3MiHM 3 SIKOCTI.
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

[oTOBWIA Nnikapcbkumii 3aci6. Cuctema
KOHTeliHep/3aKynoproBasibHWiA 3acib - NepeHeceHHs
BMPOGHMLITBA PiAKVX Ta HaniBTBEPANX MiKapCbknx hopm 3
BMPOGHWYOI AinbHNLi 1 HA BUPOGHWYY AiNbHNLIO 2, L0
po3TalloBaHa 3a Tiet X camoto agpecoto: 71000, Capaeso,
FOkiveBa, 53, BocHist i [epLorosmHa.

FAK HacNiAoK 3MiHW MiCLS BUPOOHULTBA: - 36iIbLLUEHHS PO3MIpY
cepii 13 3 800 n (4000 chnakoHiB) Ha 2000 n (10 000
hakoHiB);

- HE3HAYHI 3MiHM Y BUPOGHMYOMY MPOLLECi, 3MiHM AONYCTUMMNX
MeX napameTpiB TEXHOOMNYHOro NpoLecy; - 3a3HaveHHs
HOBOro MeToAy BUNpPobyBaHHA Ta JOMYCTUMUX MEX 3a
nokasHukom "BigHocHa ryctnHa" 1a "LLBnAKICTb 3anOBHEHHS
hnakoHiB" Ha ETani 6 "lMpoLec 3anoBHEHHS Ta YKynopku'" nig
yac BUPOOHMYOro NpoLiecy; - BUyYeHHs BUNPoOyBaHHA 3a
nokasHukom "pH" Ha ETani 6 "lMpouec 3anoBHeHHS Ta
yKynopku" nig, Yac BUPOBHNYOro NpoLecy; - He3HayHe
36iNbLUEHHA PO3MIPY BTOPUHHOT YNakoBKMN (KApTOHHOT KOPOOKW)
3160 x 70 x 64,5 MM Ha 160 x 74 x 68 MM. BBeAeHHS 3MiH
NPOTArom 6-Tu MiCALIB NicNa 3aTBepPAKEHHS

176.

CTOMNTYCUH
®DITO-TEBA

cupon no 100 mny
thnakoHi; no 1
hnakoHy pasom 3
MipHUM KOBMA4KoOM Y
Kopobui

TeBa
dapmaueBTi
Kan
IHpacTpi3
nra.

13painb

Tesa Yex IHgacTpi3
c.p.o.

Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny -
3aMiHa BHYTPILWHbLOT aHaNIiTMYHOT METOAVKM BU3HAYEHHS
BMICTY eTaHoy 3a [0NoMOror rasoBol xpomartorpadii Ha
MeToZ, raszoBoi xpomarorpadii y BignosigHOCTI A0
HaujioHanbHoi hapmakonei Yecbkoi Pecny6niku (Ph.B.), cT.
2.9.10. A®| EKcTpakT YebpeLto NOB3y4Oro pigkuid; 3amiHu | Tuny
- JONOBHEHHSA cneuudikauii Ha Aitody peyoBuHy EkcTpakT
YyebpeLto MOB3Y4Oro PigKkMii HOBUM NMOKA3HUKOM SIKOCTI
«Microbial limits». MeToz Bunpo6yBaHHS Bignosigae metoay
€Bp. ®apwm; 3miHun | TMNy - BKIOYEHHS Ao nigpo3giny 3.2.5.4.3
Banigauis aHaliTMMHUX METOAUK peecTpauiiHoro foche, 3BiTiB
3 Bavlijauii aHaniTU4HNX MEeTOAVK 3a NnokasHukamu «ldentity»
Ta «Content of glycerol». O6ugsa metoan BUNpo6yBaHHA
3aMLWATbLCA HE3MIHHUMKN

6e3
peyenma

UA/2447/02/01

177.

CTPENCIIC®
nntoc

NbOASHUKY; Nno 8
NbOASAHUKIB Y 6nicTepi;
no 2 6nictepu B
KapTOHHIli KopooLi

PekkiTT
BeHkizep
Xernckep

IHTEepHeLWwHN

NimiTeq

Benvka
BpuTtaHis

PekkiTT BeHkizep
Xenckep IHTepHeLHN
Nimiteq

Benwvka
BputaHis

BHECEHHS 3MiH [JO pEECTPaLiiiHUX MaTepianis: BUNPaB/IEHHS
TEXHIYHOT NOMUSIKM B Ha3Bi BUPOGHMKaA A/19 Ai04OT PEYOBUHN
2,4-anxnop6eH3unnoBoro cnmpTy: 3anponoHosaHo: CU Chemie
Uetikon GmbH, Germany. 3a3HayeHe BUMNpaBneHHs
BiANOBIAAE apxiBHUM MaTepiasiaMm peecTpaLiniHoro 4ocbe

6e3
peuyenma

UA/3915/01/01

178.

CTPEMTOL
il

Ma3b 10% no 25ry
6aHKax CKNAHUX; No
251y Ty6i; no 1 Ty6i y
naJi 3 KapToHy

AT
"Nly6Hunchap
M

YkpaiHa

AT "ly6Hnchapm”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3miHu |l Tuny -
BBE/leHHs fofaTKoBOro BupobHuka ana A®l CynbaHinamis
ByraH ®apmacstoTikanic (Cyuxoy) Ko., ITa., Knutaid.
3anponoHosaHo: «Nanhai Beisha Pharmaceutical Co. LTD»,
KuTaii «ByraH ®apmacstoTikanc (Cyuxoy) Ko., Ita.», Kutai

6e3
peyenma

UA/4611/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
179. | CTPENTOUN | niHiMeHT 5%, no 30 r AT Ykpaina AT "y6Hncpapm” YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu |l Tuny - 6e3 UA/4611/01/01
A y Ty6i; no 1 1y6iy "Nly6Hnchap BBE/lEHHS A0aTKOBOro BMpo6Huka ana A®| CynbdaHinamis peyenma
nauuj 3 KapToHy m" ByraHn ®apmacbtoTikanc (Cywkoy) Ko., /1Ta., Kutaii.
3anponoHoBaHo: «Nanhai Beisha Pharmaceutical Co. LTD»,
Kutali «ByraH ®apmacbtoTikanc (Cywkoy) Ko., ITa.», Kutai
180. | CTPENTOUWN | Tabnetku no 300 wmr, AT Ykpaina AT "ly6Hnchapm” YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3miHu |l Tuny - 3a UA/6759/01/01
a no 10 TabneTtok y "ly6HMhap BBEEHHS [0AaTKOBOro BupobHuka ans A®l CynbaHinamig peyenmom
6nictepax; no 10 m" ByraH ®apmacsbtoTikanc (Cywkoy) Ko., /1T4., Kutaii.
TabneTtok y 6nictepi, 3anponoHoBaHo: «Nanhai Beisha Pharmaceutical Co. Ltd»,
no 10 6nictepiB y KuTaii «ByraH ®apmacstoTikanc (Cyuxoy) Ko., NITg.», Kutai
nauuj
181. | TAUTEPOH® | TabneTku, BKPUTI KYCYM IHgis KYCYM XENTXKEP IHais BHECEHHS 3MiH 40 pPeecTpaLiiHnX maTtepiasiB: 3miHu | Tuny - 3a UA/9539/02/02
o060n0oHkoto, no 750 XENTXKEP MNBT NTA 3MiHW BHECEHI [0 iHCTPYKLiT 4151 MeANYHOro 3aCTOCYBaHHSA peyenmom
mr; no 5 a6o 10 NBT NTA4 nikapcbkoro 3acoby y po3ainm "Oco6/MBOCTi 3aCTOCYBaHHS",
TabneTtok y 6nictepi; "Mo6ivHI peakuii" BigNOBIAHO 40 OHOB/IEHOI iHhopmau,ii Wwoao
no 1 6nictepy y 6e3nekun gjtoyoi pevyoBnHU. BBeAEeHHS 3MiH NpoTArom 3-x
KapTOHHIl KOpo6Li MicALiB NiCNA 3aTBEPAPKEHHS; CYNYTHA 3MiHa - 3MiHM WoA0
6e3nekn/edekTBHOCTI Ta hapMakoHarnisgy. BHeceHHs abo
3MiHa(u) [0 3060B'A3aHb Ta YMOB BuAaui peectpayiiiHoro
noceifgyYeHHs, BkNoYaouy Mnax ynpasniHHA pyusnkaMmm
(3acTOCyBaHHS TEKCTY, KNI NOrOKEHWIA 3 KOMMETEHTHUM
opraHom) - 3MiHM BHECEHO [10 YacTuH | "3aranbHa iHdhopmaList.
AgMiHicTpaTtusHi gaHi, || «Cneuudikauis 3 6esneku», Il «Mnax
3 hapmakoHarnsagy», V «3axoam 3 MiHimizauii pusukie», VI
«Pestome nnaHy ynpasniHHA pusvkamn», VIl «logaTtkv» y
3B'A3KY 3 OHOB/IEHHAM iH(hopMaL,ii WoAo nicnspeecTpayitHnx
nocnigpkeHb 3 6e3nekn. BBegeHHs 3MiH NpoTArom 3-x micsuiB
nicnsa 3aTBepKeHHS; 3MiHW | TUNY - 3MiHW BHECEHI [0
IHCTPYKLiT 419 MeAUUYHOro 3acTocyBaHHs NiKapCbKoro 3acoby y
po3ginu "OcobmBoCTi 3acTocyBaHHS", "Mo6IYHI peakwi”
BiANOBIAHO A0 iHhopMmaL,ii pedhepeHTHOro fikapcbKoro 3acoby
Tavanic (film coated tablets) (B YkpaiHi He 3apeecTpoBaHuii).
BBegeHHs 3MiH NpoTAroM 3-x MicsUiB Nicns 3aTBEPAKEHHS
182. | TAUTEPOH® | TabneTku, BKpUTI KYCYM IHais KYCYM XENTXKEP IHais BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNy - 3a UA/9539/02/01
060n0Hkot0, no 500 XENTXKEP MBT NTA 3MiHV BHECEHI [0 IHCTPYKLiT 4719 MEANYHOrO 3aCTOCYyBaHHS peyenmom
mr; no 5 a6o 10 MBT NTA nikapcbkoro 3acoby y po3aim "OcobnmnBOCTi 3aCTOCyBaHHSA",

TabneTok y 6nictepi;
no 1 6nictepy y
KapTOHHIli Kopoobui

"Mo6ivHi peakuii™ BigNOBIAHO [0 OHOB/IEHOI iHhopmaLii Wwoao
6e3nekun fjtoyoi pevyoBnHN. BBeAEHHS 3MiH NpoTArom 3-x
MiCALIB MiCNSA 3aTBEPAKEHHS; CYNYTHSA 3MiHa - 3MiHM WoA0
6e3nekn/edhekTVBHOCTI Ta hapmakoHarnagy. BHeceHHsA abo
3MiHa(1) Ao 3060B'A3aHb Ta YMOB Buadi peecTpauiiiHoro
nocBiAYeHHs, BKoYaoun MnaH ynpasiHHA pu3mkamm
(3acTocyBaHHS TEKCTY, KW NOrOKEHWI 3 KOMMETEHTHUM
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
0praHoMm) - 3MiHU BHECEHO [0 YacTvH | "3arasbHa iHdhopmauis.
AamiHicTpaTvBHi AaHi, Il «Cneundikauis 3 6e3nekn», Il «MnaH
3 thapmakoHarnsagy», V «3axofm 3 MiHimizauii pusunkie», VI
«Pesome nnaHy ynpasriHHA pusukamu», VIl «dogatki» y
3B’s13Ky 3 OHOBJ/IEHHAM iHhOpMaLii o0 nicnspeecTpaLinHmx
JocnigpkeHb 3 6e3nekn. BeefeHHA 3MiH NpoTarom 3-x Micauis
nicns 3aTBepkKeHHs; 3MiHW | TMny - 3MiHN BHECEHI A0
IHCTPYKLi AN MeAMYHOro 3aCTOCYBaHHA NikapCbKoro 3acoby y
po3zinu "OcobmBoCTi 3acTocyBaHHS", "Mo6IYHI peakwii”
BiAMOBIAHO A0 iHhopMmaL,ii pedhepeHTHOro likapcbkoro 3acoby
Tavanic (film coated tablets) (B YkpaiHi He 3apeecTpoBaHuii).
BBefieHHs1 3MiH NpoTArom 3-x MICALIB MiCNA 3aTBEPAKEHHS
183. | TAUFTELUUKNI | niodpinizat gns Mictpan AHrniA BEM Inau CaH. Be Tik. TypeuunHa BHECEHHS 3MiH 40 peecTpayiiiHux matepiasis: 3MiHu | Tuny - 3a UA/18387/01/01
H-BICTA PO34mnHy ANns iHdy3iii Kenitan A.C. AZMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo aapecu peyenmom
no 50 mr, no 10 MeHemxmeH 3asBHMKa (BNacHVKa peecTpauiiHoro noceigyeHHs) 3MiHa
(h/1aKOHIB 3 MOPOLLKOM T Nliviteq, afpecy 3asBHYKa.
Y KapTOHHIi kopobui
184. | TAN3EHHA kancynu no 0,25 mr no NeAN3EP CLWA Ekcenna Mv6X & Ko. HimeuunHa BHECEHHS 3MiH 4,0 peecTpaLiiHux maTepiasiB: BUNpaBaeHo 3a UA/18590/01/01
30 karncyn y do1akoHi; EVY.CL.MIL. Kr TEXHiYHY NOMUKY Y TeKCTi MapKyBaHHs po3giny "9. YMoBu peyenmom
1 hnakoH y KapTOHHilA KOPMOPEW 36epiraHHA"BTOPUHHOT YNakoBKM NiKapCbKoro 3acoby
Kopobui 3 LH (kapTOHHOI KOPO6KKN) 6e3 CTUKEPY A0 PeecTpaLiniHoro
MapKyBaHHAM nocsigyeHHs Ne UA/18590/01/02 Big 05.03.2021.
YKpPaiHCLKO MOBOIO; 3AIMNMPOMNOHOBAHO:
no 30 kancyny 36epiratn npu Temnepartypi Big 20 go 25 °C. JonyckaeTbcs
hnakoHi; 1 chnakoH y BigXuneHHs B Mexax Big 15 go 30 °C. 3a3HayeHe
KapTOHHIli KopooLi BMNPaB/IEHHs BiAMNOBIAAE apXiBHUM MaTepianam
peecTpavLinHOro Aocbe
185. | TAN3EHHA Kancynu no 1 mr no 30 MOAN3EP CLWA Ekcenna Nm6X & Ko. HimeyunHa BHECEHHS 3MiH 0 peecTpaLiiiHuX MaTepiasiis: BUNpaB/ieHO 3a UA/18590/01/02
Kancyn y chnakoHi; 1 ENY.CLII. KI TEXHIYHY NOMW/IKY Y TEKCTi MapKyBaHHA po3giny "9. Ymosu peyenmom
(pN1aKoH Y KapTOHHil KOPMOPEN 36epiraHHA"BTOPUHHOT YNaKOBKM NiKaPCbKOro 3acoby
KopooLi 3 LH (kapTOHHOI KOPOGKM) 6E3 CTUKEPY A0 PEECTpaLiiHOro
MapKyBaHHAM nocsigyeHHa Ne UA/18590/01/02 Big 05.03.2021.
YKpPaiHCbKOK MOBOIO; 3AMPOMNOHOBAHO:
no 30 kancyny 36epiratu npu Temnepatypi Big 20 go 25 °C. lonyckaeTbcs
chnakoHi; 1 chnakoH y BiAXxmneHHa B mexax Bif 15 go 30 °C. 3a3HayeHe
KapTOHHI KOpOOLii BMNPAaB/IEHHS BiAMOBIAAE apXiBHUM MaTepiasiam
peecTpaLiiHoro Aocbe
186. | TAPFrouMA® | niodpinisat gns TOB Ykpaina CaHodi C.MN.A. ITanisa BHECEHHS 3MiH 10 peeCcTpaLiiiHNX maTepianis: 3miHu | TRy - 3a UA/9229/01/02
PO3UMHY A5 iH'EKLiA "CaHodi- 3MiHM WoAo 6e3nekn/edhekTBHOCTI Ta chapmakoHarnagy. peyenmom
no 400 mr, 1 donakoH 3 ABeHTIC BBeneHHs1 abo 3MiHU [0 y3arafibHEHUX AaHWUX NPO cUCTeMy
niogpinizatom y YkpaiHa" thapmakoHarnagy (BBefeHHs y3arasibHeHUX gaHnx npo

KOMNJ1ekTi 3 1
ammnysio po3yMHHUKA
no 3,2 mn (Boga ans

cuctemy hapmakoHarnagy, 3MiHa ynoBHOBaXkeHoi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay; KOHTaKTHOI
0cob6u 3 chapmakoHarnsay 3asnBHVKa Asi 34iCHEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
iH'EKLiN) B KAPTOHHIA thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Bif,
Kopobu,i YMOBHOBaXEHOT 0c0o6M, BiANOBiAaNbHOT 3a 34iNCHEHHS
thapmakoHarnsgy (BKouvatoun KOHTaKTHiI AaHi) Ta/abo 3MiHu y
po3MiLLieHHi MacTep-chaiina cuctemu hapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOT 0CO6U 3aBHYKA, BifNoBigabHOI 3a
hapmakoHarnag.
lMponoHoBaHa pepakuis: XogakiBcbka TeTaHa BauecnasiBHa.
3MiHa KOHTaKTHMX AaHnX YNOBHOBaXKEHOT 0CO6U 3aABHNKA,
BiANOBIAa/IbHOI 3a (hapmakoHarnsg
187. | TA®NIOTAH® | kpanni ouHi, 15 CaHTteH AT | ®iHngHais Brpo6HMK PiHNAHAiA BHECEHHS 3MiH 1O peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 3a UA/9952/01/01
MKr/mn; no 0,3 mny BiANOBiAabHMI 3a 3MiHu 3 sikocTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y peyenmom
TIOOWK-KpaneabHuL; BMPO6HMUTBO in bulk, BMPOOHULTBI. 3MiHa iMnopTepa/3aMiHK, WO CTOCYHThCA
no 10 Tobuk- nepBuHHe Ta BUMYCKY Cepii Ta KOHTPOJII0 SIKOCTi FOTOBOTO NiKapPCbKOro
KpanenbHULUb y nakeTi BTOPVHHE NaKyBaHHS, 3acoby (3amiHa abo foaaBaHHS BUPOOHMKa, LLLO BiANOBIAaE 3a
i3 chonbru; no 3 KOHTPO/Ib SIKOCTI: BBE3eHHA Ta/abo BMNycK cepii) - He Bkoyaroun
nakeTu B KApTOHHIl Hekctdapma AT, KOHTPO/b/BMNPOGYBaHHSA cepii - MiHa agpecy Micus
Kopoou,i PiHNAHAIA; NPOBaPKEeHHSA AiSNIbHOCTI BUpOoOHUKa CaHTeH AT, DiHnaHAiS,
Brpo6HuK, BiANOBIAA/ILHOrO 3a BUNYCK cepii. 3MiHN BHECEHO B IHCTPYKLIitO
BiNOBIgabHWIA 3a AN MeAUYHOro 3acToCyBaHHA LWOAO MiCLe3HaX0MKeHHS
BUMYCK cepil: BMPOBHMKA 3 BiANOBIAHUMY 3MiHAMUW Y TEKCTI MapKyBaHHS
CaHTeH AT, ®iHnaHgis yMakoBKM NikapcbKoro 3acoby. BeeAeHHS 3MiH NpoTArom 6-Tu
MicsILiB Micns 3aTBepAKEHHs!
188. | TA®JIOTAH® | kpanni ouHi, 15 CaHTeH AT | ®iHnsHgjA "in bulk", nepBrHHe AnoHis/ BHECEHHS 3MiH [j0 peecTpaLiiiHux matepiasis: 3MiHu | TUny - 3a UA/10158/01/01
Mrk/mn; no 2,5 mny nakyBaHHS, KOHTPO/1b PiHnaHgia/ 3MiHK 3 AKOCTi. F0TOBWIA NiKapCbkuii 3aci6. 3MiHW y peyenmom
hnakoHi; no 1 AKocTi: CaHTeH Higepnanamn BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYHThLCA
hnakoHy 3 dapmacbtoTikan Ko., BUMYCKy Cepii Ta KOHTPOJIKO SKOCTI FOTOBOrO NiKapCbKoro
KpanenbHuueto- Nta., Cira MnaHT, 3aco6by (3amiHa abo foaaBaHHS BUPOOHMKA, LLLO BiAMOBIAAE 3a
HakiHLiBHUKOM Ta AnoHis; BBE3EHHS Ta/abo BMMNyckK cepii) - He Bkoyaroun
KPULLIKOKO B KAPTOHHIlA BupobHuk KOHTPONb/BUNPOBYBAHHSA cepil - 3amiHa MicLsi NPOBaKEHHS
Kopobui BiANOBIAa/IbHUI 3a AisnbHOCTI BUPoOHUKa CaHTeH AT, DiHNaHgis,
BTOPVHHE NakKyBaHHsA BiANoBiAa/IbHOro 3a BUNYCK cepii. 3MiHW BHECEHO B IHCTPYKL, 10
Ta KOHTPO/b AKOCTi: AN MeAMYHOro 3acToCyBaHHA LLOAO MiCLe3HaX0MKEHHS
Hekctd®apma AT, BMPOGHMKA 3 BiANOBIAHUMY 3MiHAMUW Y TEKCTI MapKyBaHHS
PiHNAHAIA; yMakoBKM NikapcbKoro 3acoby. BBeAeHHS 3MiH NpoOTArom 6-Tu
BupobHuk MicAILiB Micns 3aTBEPAKEHHS.
BiANOBIAa/IbHWI 3a
BUNycK cepii: CaHTeH
AT, ®iHNAHAIS;
AnbTepHaTUBHUIA
BMPOGHUK,
BiANOBiAaIbHMI 3a
BTOPUHHE NaKyBaHHS:
MaHydakTypiHr
MaxariHr ®Papmaka
(MNe) B.B.,
Higepnanan
189. | TEMOMEQAAK | kancynv no 5 wmr, no 5 Mepak HimeuunHa Mepak esenbliadpT Himeuuunna/ BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - 3a UA/13562/01/01
a6o 20 kancyny e3enbliad dotop KAiHiwe ITanis BW/TYYEHHS1 NPOMiXXHOr0 BUPO6GHMKA MPOMIDKHOTO MPOAYKTY peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
chnakoHi, no 1 T dhrop LLineyjansnpenapare Cyanotemozolomide 2Y-Chem LTD., L0 BUKOPUCTOBYETHCS
hnakoHy B nauuli KniHiwe M6X, HimeuunHa 0ns cuHTesy APl Temo3onomigy; 3MiHu | Tuny - 3MiHa
LWneujansnp (BMPOGHWIK, LLIO NMPOMiXHOro BUPOGHMKA MPOMIXXHOIO NPOAYKTY
enapate BiAnoBigae 3a Cyanotemozolomide, L0 BUKOPUCTOBYETLCA A5t cuHTe3y AdI
M6X BTOPVHHY YNaKoBKY, Temo3osomigy 3 Jiangsu Yew Pharmaceutical Co., Ltd. Ha
KOHTPONb/BUNPOGYBaH Formosa Laboratories, Inc.
HS1 cepii, A03BIN Ha 3anponoHoBaHo: Formosa Laboratories, Inc. 36 Hoping Street,
BMNyCK cepir); Louchu, Taoyuan 33842, Taiwan
Hepchapma C.p.J1.,
ITania (BMpo6GHMLTBO
Hepo3dacoBaHOl
nNpoAyKLjii, NnepBuHHa
yrnakoBka,
KOHTpONb/BUNPOGYBaH
Hs cepii); XaynT
dapma Amaper N'v6X,
HimeuyunHa
(BPOGHMLTBO
Hepo3acoBaHoi
NPOAYKLUiT, NepBNUHHA
ynakoBka,
KOHTpO/b/BMNPOOYBaH
HSA cepil)
190. | TEMOMEAAK | kancysnv no 20 mr, no Mepak HimeuunHa Mepak esenbacpT Himeuunna/ BHECEHHS 3MiH 4,0 PeeCTpaLiiHnX maTtepiasiB: 3miHu | Tuny - 3a UA/13562/01/02
5 abo 20 kancyny lesenbwad dhrop KniHiwe ITanisa BW/TYYEHHS MPOMiXXHOIO BUPOGHMKA MPOMIXXHOIO NPOAYKTY peyenmom
dhnakoHi, no 1 T dotop Lneuianbnpenapare Cyanotemozolomide 2Y-Chem LTD., L0 BUKOPUCTOBYETLCSA
chnakoHy B nauu, K/iHiLe M6X, HimeuunHa Ansa cuHTesy A®| Temosonomigy; 3miHu | Tuny - 3miHa
LWneujanbnp (BMpPOGHVIK, LLIO MPOMiXXHOTO BUPOGHMKA MPOMIXKHOIO NPoAYKTY
enapare Bignosigae 3a Cyanotemozolomide, L0 BUKOPUCTOBYETLCA A1 cUHTe3y AdI
M6X BTOPWHHY YNaKoBKy, Temo3onomigy 3 Jiangsu Yew Pharmaceutical Co., Ltd. Ha

KOHTpO/b/BMNpoOyBaH
HS cepil, 403BiN Ha
BUMYCK cepii);
Hepdapma C.p.J1.,
ITanis (BMpo6bHMLTBO
Hepo3dghacoBaHOl
NpoAykKLuii, NnepBUHHa
ynakoBka,
KOHTpOnb/BMNpobyBaH
HS cepii); XaynT
dapma Amaper M'v6X,
HimeuunHa
(BMpPOGHMLTBO
Hepo3dghacoBaHOl
npoAykKLujii, nepBuHHa
yrnakoBkKa,
KOHTPONb/BUNPOGYBaH
Hs cepii)

Formosa Laboratories, Inc.
3anponoHoBaHo: Formosa Laboratories, Inc. 36 Hoping Street,
Louchu, Taoyuan 33842, Taiwan
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
191. | TEMOMEAAK | kancynu no 100 mr, no Mepak HimeuunHa Megak e3enbliadt HimeuunHa/ BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 3a UA/13562/01/03
5 abo 20 kancyn y e3enbliad otop KAiHiwe ITania BU/TyYEHHSI MPOMiXXHOIO BUPOGHMKA MPOMIXHOIO NPOAYKTY peyenmom
dhnakoHi, no 1 T dotop Lneuianbnpenapare Cyanotemozolomide 2Y-Chem LTD., L0 BUKOPUCTOBYETLCSA
chnakoHy B nauu, KiHiLe M6X, HimeuunHa Ansa cuHTesy A®| Temosonomigy; 3MiHu | Tuny - 3miHa
Lneviansnp (BUPOBHUIK, WO NMPOMiXXHOro BUPOGHKKA MPOMIXXHOIO NPOAYKTY
enapare Bignosigae 3a Cyanotemozolomide, L0 BUKOPUCTOBYETLCA A5 cnHTE3y AdI
M6X BTOPUHHY YNaKOBKY, Temo3onomigy 3 Jiangsu Yew Pharmaceutical Co., Ltd. Ha
KOHTpONb/BUNPOGYBaH Formosa Laboratories, Inc.
HS cepii, A03BiN Ha 3anponoHoBaHo: Formosa Laboratories, Inc. 36 Hoping Street,
BUMYCK cepii); Louchu, Taoyuan 33842, Taiwan
Hepcapma C.p.J1.,
ITania (BUpo6HULTBO
Hepo3acoBaHoi
NPoAYyKLUiT, NepBNUHHA
ynakoBka,
KOHTpO/b/BMNPOOYBaH
HA cepil); XaynT
dapma Amaper M'v6X,
Himeyunna
(BUPOBHMLTBO
Hepo3dghacoBaHOl
NpoAyKLii, NnepBUHHAa
ynakoBka,
KOHTpONb/BUNpPOOYBaH
Hs cepii)
192. | TEMOMEAAK | kancynu no 140 mr, no Mepak HimeuunHa Mepak esenbliadpT HimeyunHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - 3a UA/13562/01/04
5 kancyn y donakoHi, lesenbwady dhrop KniHiwe ITanisa BW/TyYEHHS MPOMIXXHOIO BUPOGHMKA MPOMIXXHOIO NPOAYKTY peyenmom
no 1 dpnakoHy B nauui T dhrop LLineyjansnpenapare Cyanotemozolomide 2Y-Chem LTD., L0 BUKOPUCTOBYETHCS
KniHiwe M6X, HimeuunHa Ons cuHTesy Ad®l Temo3onomigy; 3MiHu | Tuny - 3MiHa
LWneujansnp (BMPOGHUIK, LLIO MPOMiXHOro BUPOGHMKA MPOMIXXHOIO NPOAYKTY
enapate Bignosigae 3a Cyanotemozolomide, L0 BUKOPUCTOBYETLCA A5 cuHTe3y AdI
M6X BTOPVHHY YNaKoBKY, Temo3osomigy 3 Jiangsu Yew Pharmaceutical Co., Ltd. Ha

KOHTpOnb/BMNpobyBaH
HS1 cepii, A03BIN Ha
BMNycK cepir);
Hepchapma C.p.J1.,
ITanis (BMpo6GHNLTBO
Hepo3dghacoBaHOl
npoAykKLujii, nepBuHHa
ynakoBka,
KOHTPONb/BUNPOGYBaH
Hs cepii); XaynT
dapma Amaper N'v6X,
HimeuyunHa
(BPO6GHMLTBO
Hepo3acoBaHoi
NPOAYKLUiT, NepBUHHA
ynakoBKa,

Formosa Laboratories, Inc.
3anponoHoBaHo: Formosa Laboratories, Inc. 36 Hoping Street,
Louchu, Taoyuan 33842, Taiwan
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
KOHTpO/b/BMNPOOYBaH
HSA cepil)
193. | TEMOMEAAK | kancysnv no 180 mr, no Mepak HimeuunHa Mepak esenbacpT Himeuunna/ BHECEHHS 3MiH 4,0 pPeeCcTpaLiiHnX maTtepiasiB: 3miHu | Tuny - 3a UA/13562/01/05
5 kancyn y dpnakoHi, lesenbwad dhrop KkniHiwe ITanisa BW/TYYEHHS MPOMiXXHOIO BUPOGHMKA MPOMIXXHOIO NPOAYKTY peyenmom
no 1 chnakoHy B nauui T dotop Lneuianbnpenapare Cyanotemozolomide 2Y-Chem LTD., L0 BUKOPUCTOBYETLCSA
K/iHiLe M6X, HimeuunHa Ansa cuHTesy A®| Temosonomigy; 3mMiHu | Tuny - 3miHa
LWneuianbnp (BMpPOGHUIK, LLIO MPOMiXXHOTO BUPOGHKKA MPOMIXXHOIO NPOAYKTY
enapare Bignosigae 3a Cyanotemozolomide, L0 BUKOPUCTOBYETLCA A1 cUHTe3y AdI
M6X BTOPUHHY YNaKoBKy, Temo3onomigy 3 Jiangsu Yew Pharmaceutical Co., Ltd. Ha
KOHTpO/b/BMNpoOyBaH Formosa Laboratories, Inc.
HS cepil, 403BiN Ha 3anponoHoBaHo: Formosa Laboratories, Inc. 36 Hoping Street,
BMNyCK cepi); Louchu, Taoyuan 33842, Taiwan
Hepdapma C.p.J1.,
ITanis (BMpo6bHMLTBO
Hepo3dgacoBaHOl
NpoAyKLii, NnepBUHHa
ynakoBka,
KOHTpOnb/BMNpobyBaH
HS cepii); XaynT
dapma Amaper M'v6X,
HimeuunHa
(BMpPOGHMLTBO
Hepo3dgacoBaHOl
npoAykKLjii, nepBuHHa
yrnakoBkKa,
KOHTPONb/BUNPOGYBaH
Hs cepii)
194. | TEMOMEAAK | kancynu no 250 mr, no Mepak HimeuunHa Mepak esenbliadpt Himeyunna/ BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - 3a UA/13562/01/06
5 kancyn y chniakoHi, e3enbliad cotop KAiHiwe ITania BWUTYYEHHSI NPOMIXXHOr0 BUPOBHMKA NPOMDKHOIO NPOAYKTY peyenmom
no 1 pnakoHy B nauii T dhrop LLineyjansnpenapare Cyanotemozolomide 2Y-Chem LTD., L0 BUKOPUCTOBYETHCA
KniHiwe M6X, HimeuunHa ONns cuHTe3y APl Temo3osoMigy; 3MiHu | Tuny - 3MiHa
Lneviansnp (BUPOBHKIK, L0 NPOMDXHOr0 BUPOBGHMKA MPOMDKHOIO NPOAYKTY
enapate Bignosigae 3a Cyanotemozolomide, L0 BUKOPUCTOBYETbCA N5 cuHTe3y AdI
M6X BTOPVHHY YNakoBKy, Temo3osiomigy 3 Jiangsu Yew Pharmaceutical Co., Ltd. Ha

KOHTPONb/BUNPOGYBaH
HS cepii, A03BiN Ha
BMNYyCK cepi');
Hepchapma C.p.J1.,
ITania (BMpo6GHMLTBO
Hepo3dhacoBaHO|
NPOAYKLUiT, NepBNUHHA
ynakoBka,
KOHTpOnb/BUNPOGYBaH
HSA cepil); XaynT
dapma Amaper 'm6X,
HimeuunHa
(BUPOBHMLTBO
Hepo3sdiacoBaHoi

Formosa Laboratories, Inc.
3anponoHoBaHo: Formosa Laboratories, Inc. 36 Hoping Street,
Louchu, Taoyuan 33842, Taiwan
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
NpoAykKLuii, NnepBUHHa
ynakoBka,
KOHTpO/b/BUNPOOYBaH
HS cepii)
195. | TUMOIrNOBY | niodhinizoBaHui [xenzaiim  [HigepnaHgm [bxeH3aiim lpnaHg IpnaHgis/ BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - 3a UA/15575/01/01
NH® MopoLUOK AN tOpon B.B. Nimiten, lpnaxgis Benvka 3MiHV BHECEHI [0 IHCTPYKLiT 4719 MEANYHOrO 3aCTOCYBaHHS peyenmom
NpUroTyBaHHSA (nepBuHHa Ta BpuTanis/ nikapcbKkoro 3acoby A0 po3ainy "Mob6iyHi peakuii” OHOBEHHS
KOHLeHTpaTy ons BTOPVHHA yNakoBkKa, PpaHuis iHchopmalii 3 6e3nekn BiANOBIAHO A0 pekomeHaaLin PRAC.
PO34mnHY ANs iHAY3ii [03BIiN Ha BUMYCK BBefeHHs 3MiH NpoTArom 6-Tv MicsALIB NiCNA 3aTBEPAYKEHHS
no 25 mr Ne 1: no 1 cepi); [xeH3aim
(h/1aKkoHy B KapTOHHIiA NimiTen, Benvka
Kopoobui BpuTaHis (BTOprHHA
ynakoBka); [hxeH3aim
Moniknonanc CAC,
®paHuisa
(BMpPOGHMLTBO
Hepo3dacoBaHoro
npoaykTy, A03BIN Ha
BUNYCK cepii)
196. | TIOFAMA® PO34unH ANs iHQy3il BbopBar HimeuunHa Contothapm HimeyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | TUny - 3a UA/1555/01/01
TYPBO 1,2 %, no 50 mny dapma dapmavoiiTie BHECEHHS 3MiH [0 po3ainy «MapkyBaHHs» MKA /13: peyenmom
thnakoHi; no 1 a6o 10 v6X i Ko. EpuolirHicce Mv6X 3anponoHoBaHo: MapkyBaHHS. 3rifHO 3aTBEPIKEHOro TEKCTY
dhnakoHiB pasom 3 Kr MapKyBaHHs1. OHOB/IEHHS TEKCTY MapKyBaHHS yNakoBKu
3aXMCHUM(M) YOPHUM NiKapcbKoro 3acoby 3 BHECEHHAM iHchopmal,ii Wwoao
(1) nakeTom 3a3HavyeHHsa o4VHULL BUMIpIOBaHHSA Y cuctemi Sl
(nakeTamu) y kopoobLii
3 KapToHY
197. | TIOKTAUNA® | TabneTtku, BKpUTI MEOA HimeuunHa BMPOGHUK, HimeyunHa/ BHECEHHS 3MiH 0 peecTpayiiiHux maTepiasis: 3MiHu | TUny - 3a UA/6616/01/01
600 HR N1iBKOBOIO dapma BiNOBIfaNbHWIA 32 Ipnaxgis 3MiHu 3 sIKOCTi. FOTOBWIA Nnikapcbkuid 3aci6. Onuc Ta cknag, peyenmom
060/10HKO10, M0 600 Mr M6X eHg BMPOBGHULITBO (iHWi 3MiHM) - BHECEHHS 3MiH A0 onucy Jlikapcbkoi hopmu /13,
no 30 a6o no 100 Ko. KI Hepo3dhacoBaHOl a came: YTOYHEHHS MaTepiasly 060/10HKM TabneTku; 3MiHN

TabneTok y h1akoHi;
no 1 chnakoHy B
KOpOGLii 3 KAPTOHY

nNpoAykKLii, NnepBuHHe
Ta BTOPWHHE
nakyBaHHS, KOHTPO/b

AKOCTI:

MELA
MeHblodhekuepuHr
vM6X, HimeuuunHa;

BUPOBHUK,
BiANOBiAaIbHMI 3a
BUMNYCK cepil:
MEZA ®apma MmboX
eHg Ko. KT,
HimeuumnHa,;
aIbTepHaTUBHMN
BMPOGHUK,
BiNOBIfaNbHWIA 32
BMPOGHULITBO

BHeceHi y po3ginun "Cknag”, "/likapcbka hopma” Ta "Ynakoska"
y 3B"S13KY 3i 3MiHOO OMMCY JiKapCbKOT DOPMM JiKapCbKOro
3acoby Ta SiK Hac/ifoK - BiANOBIAHI 3MiHW Yy TEKCTi MapKyBaHHS
yNakoBKM NikapcbKoro 3acoby. BBeAeHHA 3MiH NpOTArom 6-Tu
MiCSILiB MiCNsi 3aTBEPAKEHHST; 3MiHM | TMNY - 3MiHM LWOA0
6e3nekun/edheKkTNBHOCTI Ta chapmakoHarnsgy (iHwi 3MiHn)
3amMiHa rpadiyHoro odYopmIEHHS NEPBUHHOI Ta BTOPUHHOT
yMakoBOK Ha TEKCT MapKyBaHHS yMakoBOK 3 BiAMNOBIAHUMY
3MiHamu fo po3ginis MKA 13 (po3gin «Ipadmnueckoe
odhopmneHune ynakosku» (IpadiyHe 306paxeHHs 0AaETbCS)
3aMiHeHO po3ainom «TekcT MapKyBaHHs» (BignoBigae
3aTBEPAXEHOMY TEKCTY MapKyBaHHs1)). OHOB/IEHHSI TEKCTY
MapKyBaHHA yrnakoBKM fikapcbKoro 3acoby. BBefeHHs 3MiH
NPOTArom 6-Tv MiCSILiB MiCNs 3aTBEPAXKEHHS.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Hepo3acoBaHoi
NPoAYyKLUiT, NepBUHHE
Ta BTOPVHHE
nakyBaHHS, KOHTPO b
SAKOCTi Ta BUMYCK cepii:
Potrtachapm NT4,,
Ipnangis
198. | Ti®IM Bl ®/ PO34MH ANA iH'eKLin No CaHodi PpaHLis CAHO®I BIHTPOI PpaHuia/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 3a UA/13057/01/01
TYPHIM VI 25 mkr/go3a; no 0,5 MacTep IHOACTPIA, ®paHuis YropwmHa peecTpaList HOBOI CUCTEMMN KOHTENHep/3aKynoproBasibHUIA peyenmom
BAKLUVHA mn (1 gosa) y (cTepunisytoua 3acib, Ky BUKOPUCTOBYIOTb [/19 HANOBHEHHS, 36epiraHHsa Ta
ansa nonepegHL0 inbTpavis, TPaHCNOPTYBAHHA [il040i PeYOBUHM OUYNLLEHOTO Vi-
MPO®DINAKT 3arnoBHEHOMY LUNPULi 3aMOBHEHHS LLINPULIB, KancyssipHoro nonicaxapugy. 3anponoHOBaHO: CKNSAHWM
KN 3 NPUKPINIEHO0 KOHTPO/Ib SKOCTI KOHTeliHep Tuny |, npobka 3 nonibytuneHtepedtanary (PBT),
YEPEBHOIO | ronkoto Ne 1B (cTepunbHicTb)); 3akynoptoBad 3 nonitetpadropetuneny (PTFE). TepmiH
TNDY KapTOHHI Kopob6Li; no CaHodpi MacTtep, BBEJEHHS 3MiH BepeceHb 2021
MONICAXAP 0,5mn (1 go3a) y ®paHLis (BTOPUHHE
NAHA PIOKA nonepeaHsL0 nakyBaHHs1, BUMYCK
3anoBHEHOMY LUNPULi cepii); CaHodi
3 NPUKPINIEHO0 MacTtep, ®paHuis
ronkot Ne 1 B (NOBHWMIA LUKN
CcTaHfapTHO- BMPOGHMLTBA,
€KCMOPTHIiA ynakoBsL,i KOHTPO/b AKOCTI,
AKa MICTUTbCA Y 3anoBHEHHS,
KapTOHHI KOpOoobLii BTOPMHHE MakyBaHHA,
Bunyck cepii); CaHodi-
ABeHTic MpalisiT Ko.
Nta., Nnatcopma
NOTICTVKM Ta
OncTpubyuii y m.
BypanewT, YroplmHa
(BTOpPWHHE NaKyBaHHS,
BUNYyCK cepii)
199. | TPECIBA® PO34MH ANS iH'EKLi, A/T HoBo [Janis Brpo6HMUTBO, [Oanis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 3a UA/14264/01/01
®IEKCTAY® | 100 Of/mn no 3 mny Hopgaick HanoBHEHHS B PpaHuis 3MiHu 3 SKoCTi. FoToBMIA Nikapcbkuid 3aci6. MNpoekTHNIA NpoCTip peyenmom

KapTpuaXi, SIKWiA
MiCTUTbCS Y
6araTtopa3osiii
0/IHOPa30BiIil WNpuL-
pyuui; no 1 a6o 5
LUMPWLL-PYYOK Y
KapTOHHIli KopooLi

NepBUHHY YNakoBKy Ta
KOHTPONb 6aUiky.
BignosigansHuii 3a
BUMYCK:

A/T HoBo Hopgick,
[JaHis;
KomnnekTyBaHHs,
MapKyBaHHs Ta
BTOPWHHE MakKyBaHHSA
rOTOBOrO NPOAYKTY.
KoHTposnb skocTi
6asKy rotoBoro
NPOAYKTY Ta KiHLEeBOro
rOTOBOrO NPOAYKTY:

Ta nicnspeecTpavyjiiiHvii NPOTOKON YNpaB/liHHA 3MiHaMMK.
BHeceHHs 3MiH, Lo nepeabadeHi y 3aTBepKeHOMY NpOTOKOI
ynpas/iHHA 3MiHaMy (BHECEHHS 3MiHW 471
6ionoriyHoro/iMyHONOrYHOrO NliKapCbKOro 3acoby) - BBeeHHs
BMPO6HMYOI AinbHUL HoBo Hopgick Mpogtokcbon CAC, 45,
aBeHio 4'OpneaH, 28000, WapTp, ®paHuis/Novo Nordisk
Production SAS, 45 avenue d’'Orleans, 28000 Chartres,
France, BignosiganbHy 3a BUPOGHULTBO Hepo3dhacoBaHOi
NPOAYKLIT, HAMOBHEHHS B NEPBUHHY YNakoBKY Ta KOHTPO b
AKocTi 6anky 13 3rigHO 3aTBEpAXEHOr0 NPOTOKOY
ynpas/iHHA 3MiHaMu
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
A/T Hoso Hopagick,
[JaHis;
Brpo6HMK
Hepo3acosaHoro
NpOAYKTY,
HanoBHEHHS B
NepPBUHHY YNakoBKy Ta
KOHTPONb SIKOCTi 6anky
rOTOBOrO NPOAYKTY;
MapKyBaHHS Ta
BTOPWHHE MaKyBaHHS:
Hoso Hopgick
MpopatokcboH CAC,
PpaHuis
200. | TPMUCENTON | TabneTkun no 100 MpuBatHe Ykpaina MprBaTHE aKLioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny - 3a UA/5350/01/01
mr/20 mr, no 10 akKujioHepHe TOBapuCTBO "/TeKxiMm - NnoAaHHA OHOBMIEHOrO cepTuduikaTy BiAMOBIAHOCTI peyenmom
Tabnetok y 6nictepi; TOBapuUCTBO Xapkis" €Bponeiicbkoi hapmakonel ans A®I cynbameTokcasony
no 2 6nictepun y nauui "Nlekxim- CEP No. R1-CEP 1999-172-Rev 02 (nonepeaHs Bepcisa CEP
3 KapToHY Xapkis" No. R1-CEP 1999-172-Rev 01) Big BXe 3aTBepXEHOro
Bupo6Huka Virchow Laboratories Limited, India; 3miHu | Tuny -
3miHu 3 sKocTi. CepTudikar BignosigHocTi/l E-cepTuchikat
BiANOBIAHOCTI EBponeiickkili hapmakonei/MmoHorpadii. 3miHu,
noB'sA3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BIANOBIAHICTb A0
MOHorpadii oY a6o €sponelicbkoi thapmakonei, abo iHLWoT
HaujioHanbHOI chapmakonei aepxasu E€C (3miHa 'y
cneumaikauisx, nos'a3aHa 3i 3amiHamy B dY, abo
€Bponeiicbkii thapmakonei, abo iHLWIA HalioHaNbHI
thapmakonei gepxasu €C); cynyTHSA 3MiHa - 3MiHU 3 SKOCTI.
CepTucpikat BignosigHocTi/l E-cepTudikat BignosigHocCTi
€Bponelicbkiii hapmakonei/MoHorpadii. 3miHu, NoB'A3aHi 3
HeOoOXiJHICTIO NpUBELEHHS Y BiANOBIAHICTL A0 MOHOrpadil
Loy abo €sponelicbkoi hapmakonei, abo iHLWOT HalioHaIbHOT
thapmakonei gepxasun €C (iHwi 3miHn) (B.111.2. (x)
IA)BHeceHHs 3miH fo Creuudikalii/MeToaiB KOHTPOSIO AKOCTI
A®I cynbhameTokcasony, a came: BUIyYeHHs M. «Baxki
MeTaIM» Ta «3a/IMLLKOBA Ki/IbKICTb OpraHiYHUX PO34YMHHUKIB»
201. | TPMUCENTON | TabneTkun no 100 MpuBaTHe Ykpaina MpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - - UA/0355/01/01
mr/20 wmr, in bulk: no akuioHepHe TOBapUCTBO "JIEKXiM - noJaHHs OHOB/IEHOro cepTudpikarty BignoBigHOCTI
5000 Tabnetok y TOBapuUCTBO Xapkis" €sponelicbkoi hapmakonei gns A®I cynsthameTokcasony
KOHTEliHepi "Jlekxim- CEP No. R1-CEP 1999-172-Rev 02 (nonepegHs Bepcia CEP
Xapkis" No. R1-CEP 1999-172-Rev 01) Big, BXe 3aTBEpIKEHOr0

BMpo6HuKa Virchow Laboratories Limited, India; 3miHu | Tuny -
3MiHu 3 akocTi. CepTuddikar signosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei/MoHorpadii. 3miHu,
noB'sA3aHi 3 HeOOXiAHICTIO NPYBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii 4dY abo €sponeiicbkoi thapmakonei, abo iHwoi
HauioHanbHOT hapmakonel gepxasun €C (3MiHa y
cneumdikaulisix, nos's3aHa 3i 3miHamu B 1dY, a6o
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

€Bponeiicbkiii hapmakonei, abo iHLWIA HaLioHaNbHIi
thapmakonei gepxasu €C); cynyTHA 3MiHa - 3MiHU 3 AKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTudiikat BiAnoBigHOCTI
€Bponelicbkin hapmakonei/MmoHorpadii. 3MiHW, NoB'A3aHi 3
HeOo6XiHICTIO NpUBEAEHHS Y BiAMNOBIAHICTb A0 MOHOrpadii
L®Y abo €sponelicbkoi dhapmakonei, abo iHLWOi HaLioHaIbHOT
thapmakonei gepxasu EC (iHwi 3miHn) (B.111.2. (x)
IA)BHeceHHs 3MiH g0 Cneuudpikauii/MeToAiB KOHTPOSIKO AKOCTI
A®I| cynbhameToKcasony, a caMme: BUTYYEHHS M. «Baxki
MeTa/In» Ta «3a/IMLLIKOBA KiJIbKICTb OpraHiyHNX PO34MHHUKIB»

202.

TPNCENTON

Tabnetku no 400
mr/80 mr, no 10
TabneTok y 6nictepi;
no 2 6nictepu y navuj
3 KapToHYy

MpuBatHe
aKujioHepHe
TOBapuCTBO

"Nlekxim-
Xapkis"

YkpaiHa

MprBaTHE aKLioHepHe
TOBapUCTBO "JIEKXiM -
Xapkis"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny -
3MiHM 3 skocTi. CepTudikat BignosigHocTI/ME-cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei/MmoHorpadii. 3miHu,
noB'sA3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BIANOBIAHICTb A0
MOHorpadii Y a6o €sponelicbkoi thapmakonei, abo iHLWoT
HaujioHanbHOI chapmakonei aepxasu E€C (3miHa 'y
cneumaikauisx, nos'a3aHa 3i 3amiHamy B dY, abo
€Bponeiicbkii hapmakonei, abo iHLWIA HalioHaNbHI
thapmakonei gepxasu €C); cynyTHS 3MiHa - 3MiHU 3 SIKOCTI.
CepTucpikat BignosigHocTi/l E-cepTudikat BignosigHocCTi
€Bponelicbkiii hapmakonei/MoHorpadii. 3miHu, NoB'A3aHi 3
HeOoOXiJHICTIO NpUBELEHHS Y BiANOBIAHICTb A0 MOHOrpadil
Loy abo €sponelicbkoi hapmakonei, abo iHLWOT HalioHaIbHOT
thapmakonei gepxasu €C (iHwi 3miHn) (B.111.2. (x)
IA)BHeceHHs 3MiH oo Cneuudikauii/MeTofiB KOHTPO/O SKOCTI
A®I cynbhameTokcasony, a came: BUIyYeHHs M. «Baxki
MeTasIn» Ta «3a/TULLKOBA KiNIbKICTb OPraHiyHNX PO3UNHHUKIBY;
3MiHM | TUNY - NOAAHHA OHOBMIEHOTO cepTudikaTy
BiANoBigHOCTI EBponeiicbkoi thapmakonei ans AdI
cynbhameTtokcazony CEP No. R1-CEP 1999-172-Rev 02
(nonepegHs Bepcis CEP No. R1-CEP 1999-172-Rev 01) Big,
BXe 3aTBepKeHoro BrpobHuka Virchow Laboratories Limited,
India

3a
peyenmom

UA/5350/01/02

203.

TPUCENTON

Tabnetkn no 400
mr/80 wr, in bulk: no
2500 TabneTok y
KOHTEliHepi

MpusBartHe
akuioHepHe
TOBapuCTBO

"lekxim-
Xapkis"

YkpaiHa

MpuBaTHE aKuioHepHe
TOBapUCTBO "JIEKXIM -
Xapkis"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny -
3MiHU 3 AkocTi. CepTudpikat BignosigHocTi/IE-cepTudikat
BiANOBIAHOCTI EBponeiickkili hapmakonei/MoHorpadii. 3miHu,
noB's3aHi 3 HEeOOXiAHICTIO NPUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii 4dY abo €sponeiicbkoi thapmakonei, abo iHWoTl
HauioHasbHOT hapmakonei gepxasun €C (3miHa y
cneumdikauisix, nos'sa3aHa 3i 3miHamu B 1dY, abo
€Bponeiicbkili hapmakonei, abo iHLWii HaLioHaNbHIl
hapmakonei gepxasu €C); cynyTHSA 3MiHa - 3MiHU 3 AKOCTI.
CepTtudpikat BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkiit hapmakonei/MoHorpadii. 3mMiHW, NoB's3aHi 3
HeoOXiJHICTIO NpUBELEHHS Y BiANOBIAHICTb A0 MOHOrpadil
LdY abo €sponelicbkoi hapmakonei, abo iHLWOI HalioHaIbHOT
thapmakonei gepxasu €C (iHwWi 3miHn) (B.111.2. (X)
IA)BHeceHHs 3MiH Ao Cneuudikauii/MeTofiB KOHTPO/O SKOCTI

UA/0356/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
A®| cynbhameTokcasosny, a came: BUyYEHHS M. «Baxki
MeTa/n» Ta «3a/ILLKOBA KiflbKiCTb OpraHiyHNX PO34UNHHUKIBY;
3MiHW | TUNY - NOAAHHA OHOBMIEHOTO cepTudikaty
BiANOBIAHOCTI EBponeiicbkoi thapmakonei ans Ad|
cynbhameTtokcasony CEP No. R1-CEP 1999-172-Rev 02
(nonepegHs Bepcist CEP No. R1-CEP 1999-172-Rev 01) Big
BXE 3aTBepxeHoro BupobHuka Virchow Laboratories Limited,
India
204. | TPUTALE® Tabnetkn no 5 mr; Ne TOB Ykpaina CAHO®I C.IN.A. ITania BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3minu |l Tuny - 3a UA/9141/01/02
28 (14x2): no 14 "CaHodi- 3MiHV BHECEHO [0 iHCTPYKLiT 4715 MeANYHOro 3acTocyBaHHS peyenmom
Tabnetok y 6nictepi; ABeHTIC niKapcbKoro 3acoby Ao po3ainis "B3aemogia 3 iHWMK
no 2 6nictepu B Ykpaina" nikapcbkrMmn 3acobamu Ta iHLWi BUamn B3aemogiii",
KapTOHHIli Kopoobui "Oco61MBOCTI 3acTocyBaHHS". BBeAEeHHS 3MiH NPOTArom 6-Tu
MicALiB Micna 3aTBepAKEHHS
205. | TPUTALE® Tabnetku no 10 mr; Ne TOB Ykpaina CAHO®I C.IN.A. ITanisa BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3miHu |l Tuny - 3a UA/9141/01/03
28 (14x2): no 14 "CaHodi- 3MiHW BHECEHO [0 iHCTPYKLii A1 MeAUYHOro 3aCTOoCyBaHHS peyenmom
TabneTtok y 6nictepi; ABeHTIC niKkapcbKoro 3acoby Ao po3ainis "B3aemogia 3 iHWMmn
no 2 6nictepu B YkpaiHa" nikapcbkrMun 3acobamu Ta iHLWi BUamn B3aemogiii",
KapTOHHIli KopoobLi "Oco6MBOCTI 3acTocyBaHHS". BBeAEHHS 3MiH NPOTArom 6-Tu
MiCALIB Micna 3aTBepAKEHHs
206. | TPUTALE® Tabnetkn no 5 mr; Ne TOB YKpaiHa CAHO®I C.MN.A ITanis BHECEHHS 3MiH 4,0 pPeeCcTpaLiiHnX maTtepiasiB: 3miHu | Tuny - 3a UA/9141/01/02
28 (14x2): no 14 "CaHoi- noJiaHHa OHOB/IEHOrO cepTudpikara BianoBiAHOCTI peyenmom
TabneTok y 6nictepi; ABeHTIC €sponeiicbkiii hapmakonei Ne R1-CEP 2001-297-Rev 06 ans
no 2 6nictepu B YkpaiHa" A®| Paminpuny Bif BXe 3aTBepaKeHoro BupobHmka SANOFI-
KapTOHHIlA KopoobLi AVENTIS DEUTSCHLAND GMBH, HimeuunHa, y Hacnifok
HafaHHA 3BiTY 3 OLiHKU PU3UKIB CTOCOBHO €N1eMEHTHUX
OOMILLOK; 3MiHM | TUNY - BUTyYEHHS 3i cneyudpikauii AdI
Paminpuny nokasHuka «Baxki MmeTann» 06yMoBNEHO
HaZiaHHAM 3BITY 3 OLiHKM PU3KKIB CTOCOBHO €IEMEHTHUX
LOMILLIOK
207. | TPUTALE®-A | kancynu TBepgino 5 TOB YkpaiHa Apamvep ®apma C.A., MonbLa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - 3a UA/15898/01/01
mr/5 mr Ne 28 (7x4) "CaHodi- MonbLa 3MiHM WoAo 6e3neku/eheKkTBHOCTI Ta thapmakoHarnagy. peyenmom
ab6o Ne 56 (7x8): mo 7 ABeHTIC (BMpOGHMLTBO, BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHVX MPO cucTemy
kancyn y 6nictepi, no YkpaiHa" nepBuHHe Ta chapmakoHarnsgy (BBefeHHs y3araibHeHUX AaHux npo

4 abo 8 6nicTepiB y
KapTOHHI Kopoo6Li; Ne
90 (15x6): no 15
Kancyn y 6nictepi, no
6 6nictepiB y
KapTOHHIli KopoobLi

BTOPWHHE MakKyBaHHS
rOTOBOrO /1iKapCbKOro
3acoby); Anamep,
®apma C.A., MNonbLua
(KOHTpPO/b Ta BUMYyCK
cepili rotoBoro
niKapcbKoro 3acoby)

cuctemy hapmakoHarnsay, 3miHa ynoBHOBaXKeHoI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsay; KOHTaKTHOI
0cobu 3 chapmakoHarnsay 3asaBHVKa o151 34iACHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Bif,
YMOBHOB&XeHOT 0cobu, BiANOBiAaNbHOT 3a 34iACHEHHS
hapmakoHarnagy (BkIoYatoUum KOHTaKTHI AaHi) Ta/abo 3MiHW Y
po3MiLLeHHi MacTep-thaiina cuctemu chapmakoHarnsgy) -
3MiHa YNMOBHOB&XEHOI 0CO6M 3asBHKKa, BigNoBigabHOT 3a
thapmakoHarnag,.
MponoHoBaHa pepakuin: Xogakiscbka TeTaHa BsyecnasiBHa.
3MiHa KOHTaKTHMX AaHKX YNOBHOBAXEHOI 0COOU 3asBHNKA,
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BiANOBIAa/IbHOI 3a thapmakoHarnsg
208. | TPUTALE®-A | kancynu TBepai, 10 TOB Ykpaina Apamep ®apma C.A., Monbua BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - 3a UA/15896/01/01
mr/5 mr; Ne28 (7x4) no "CaHodi- MonbLa 3MiHM WoAo 6e3nekn/ehekTBHOCTI Ta thapmakoHarnsgy. peyenmom
7 kancyn y 6nictepi, ABeHTIC (BMpOGHMLTBO, BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHVX MPO cucTemy
no 4 6nictepny YKpaiHa" nepBuHHe Ta hapmakoHarnagy (BBe4eHHs y3arasibHeHUX JaHuX Npo
KapTOHHI KOpOoobLii BTOPMHHE MakyBaHHA, cuctemy chapmakoHarasgy, 3miHa ynoBHOBaXKeHOI 0cobu,
rOTOBOrO J1iKapCbKOro BiANOBIAaUIbHOI 3a 34iiCHEHHS hbapMakoHarnsay; KOHTakTHOI
3acoby); Agamep, 0cobu 3 chapmakoHarnsay 3asaBHUKa o151 34iACHEHHS
®apma C.A., MNonbLua thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Bif,
(KOHTpO/Ib Ta BUMYCK yMOBHOBaXeHOT 0cobu, BigNoBiAanbHOT 3a 34iACHEHHS
cepili rotoBOro hapMakoHarnagy (Bk1o4YatoUum KOHTaKTHI AaHi) Ta/abo 3MiHW Yy
nNiKapcbKoro 3acoby) po3MiLLeHHI MacTep-thaiina cuctemn hapmakoHarnsgy) -
3MiHa YNOBHOB&X€EHOI 0CO6M 3asBHNMKa, BignoBiganbHOT 3a
hapmakoHarnag.
MponoHoBaHa pepakuis: Xogakiscbka TeTaHa BsyecnasiBHa.
3MiHa KOHTaKTH/X AaHnX YNOBHOBaXKEHOT 0CO6U 3aABHNKA,
BiANOBIAa/IbHOT 32 hapmakoHarnsg
209. | TPYKCUMA KOHLieHTpaT ans CenntpioH |Pecnyb6nika Brpo6HMLTBO, Pecny6nika BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny - 3a UA/17284/01/01
PO34mnHyY ANs iHAY3ilA, Xenskeap Kopes nepBuHHE NakyBaHHS, Kopes/ 3MiHM 3 siKoCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y peyenmom
no 500 mr/50 mn; no Ko., N4 BTOPVHHE NaKyBaHHS, Benvka BMPOBHULTBI. 3MiHa iMNopTepa/3aMiHK, L0 CTOCYOThCSA
50 mn y chnakoHi; no 1 BMNPOGYBaHHSA BpuTtaHis/ BMNYCKY Cepii Ta KOHTPO/IKO SIKOCTi FOTOBOrO NiKapCbKOro
h/1aKoHy Y KapTOHHil cTabinbHOCTI; YropumHa/ 3acoby (3amiHa abo AoaaBaHHA BUPOOHNMKa, LLO BignoBigae 3a
Kopobui BunpobyBaHHs Ipnangis/ BBE3eHHA Ta/abo Bunyck cepii) - He Bkaovarouu
cTabinbHOCTI: HimeuunHa

CE/INTPIOH IHk.,
Pecny6nika Kopes;
Bupo6HMK,
BiANOBiAa/IbHWIA 32
BUNYCK cepil:
BioTek Cepsicec
IHTepHewHN /T4,
Benvika bputaHisi;
BunpobyBaHHs
KOHTPO/II0 AKOCTI Npu
BUMYCKY, BTOPVHHE
nakysaHHs: 3AT
dapmaLeBTUYHNI
3aBsog ETIC,
YropuwuHa; Yactkose
BMNPOGYBaHHSA
KOHTPO/IO AKOCTi Npu
BMMycCKy (3a

KOHTPONb/BMNPOGYBaHHSA cepii - [JlofaHHS aflbTepHATUBHOT
OinbHUL, BiANOBIfaNbHOI 38 BUMYCK cepii roToBOro
nikapcbkoro 3acoby, MinnmayHT Xenckeap /ita. (bnok-7, CiTi
Hopc BisHec Kamnyc, Ctamannin, rpacctso Mit K32 YD60,
Ipnangisa /Millmount Healthcare Ltd. (Block-7, City North
Business Campus, Stamullen, Co. Meath K32 YD60, Ireland
3MiHN BHECEHO B IHCTPYKL,ilO 415 MeANYHOro 3acCTOCyBaHHS
LLOSI0 HaiMeHyBaHHS Ta MiCLie3HaXOMKeHHS BUPOGHUKA 3
BiANOBIAHVMU 3MiHAMU Y TEKCTI MapKyBaHHS YNakoBKu
niKkapcbKoro 3acoby; 3miHu Il Tuny - 3miHK 3 sikocTi. FoToBMIA
nikapcbkuii 3aci6. MpoekTHWIA NpOCTip Ta nicnspeecTpauiiHnii
NPOTOKOA YNpaBAiHHA 3MiHaMn. BHeceHHs 3MiH nicns
3aTBEPMAKEHHS MPOTOKO/Y YNpaBAiHHA 3MiHaMU /18 FOTOBOro
NikapcbKoro 3acoby - BHECEHHA 3MiHM NicNa 3aTBEPMAXEHHS
NPOTOKO/TY YNpPaBAiHHA 3MiHaMK, a came BBELEHHS
BMPO6HMYOI AinbHUL BakcTtep OHkonoaxi FM6X, HimeuunHa B
AKOCTi KOMEpLIiHOTO BUPOGHUKA A5 NiKapCbKoro 3acoby Ta
nabopartopito bakcTep B IKOCTi 40A4ATKOBOI AiNbHULL,
BiANOBIAabHOI 32 KOHTPOJIb SKOCTi NPW BUMYCKY rOTOBOrO

nokasHuKkamm nikapcbkoro 3acoby: bakctep OHkonomxi MM6X KaHTwTpacce
CTEpPW/IbHICTb Ta 2, Fanne/BecTdpaneH, MiBHiuHWiA Pelin-BecTdhaneH, 33790,
€HO0TOKCUHW): HimeuumHa /Baxter Oncology GmbH Kantstrasse 2,
dapmacbtoTikan Halle/Westfalen, Nordrhein-Westfalen, 33790, Germany
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

KoHTpon eHg
[esenonmeHt
Na6opatopi Ko., /Tg,
YropuvHa; Bupo6Huk,
BiANOBiAaIbHMI 3a
BUMNYCK Cepil:
MinnmayHT Xenckeap
Nta., lpnaHgis;
Brpo6HMUTBO,
NMepBrHHE MakKyBaHHs,
BMNPOGYBaHHSA
KOHTPO/I0 AKOCTi Npu
BUNYycky: bakctep
OHkonoaxi Mv6X,
HimeuunHa

210.

YNbTPAKAIH
® p-C
®OPTE

PO3YMH NS iH'EKLNA,
[Ans BUPOGHMKa
CaHodpi-ABeHTiC
[oiunang Mm6X,
HimeuuunHa, amnynu:
Ne100 (10x10): no 2
M B amnyni; no 10
amnyn y KapTOHHiM
YapyHKOBIli ynakoBL;
no 1 KapTOHHii
YapyHKOBIli ynakoBLii B
KapTOHHiI kopobuj; no
10 KapTOHHUX
KOPO6OK, OBTArHEHNX
nNiBKoo

LM NEHOBOIO;
KapTpugxi: Ne 100
(10x10): mo 1,7 mny
KapTpuaxi; no 10
KapTpuaxis y
KapTOHHI YapyHKOBIl
ynakosLi; no 10
KapTOHHUX
YapyHKOBUX YNaKkoBOK
Y KapTOHHIi kopobuyj;
[Ans BUPOGHMKa
JENb®APM ADKOH,
®paHuia, amnynu:
Ne100 (5x2x10): no 2
M B amnysii; no 5
amnyny
no/iCTMPO/IOBIN

TOB
"CaHodi-
ABeHTIC
YKpaiHa"

YkpaiHa

CaHodpi-ABeHTiC
[Joinunang MrmoéX,
HimeyumnHa;
OENBb®APM OIDKOH,
®paHuisa

PpaHuin/
HimeuunHa

BHECEHHS 3MiH [JO pEECTpaLiiiHMX MaTepianiB: BUNPaB/IEHHS
TEXHIYHOT NOMUIIKN Ha TUTYNbHIV cTopiHLi MKA 13, a came nig,
yac BHECEHHS 3MiH [OMyLEHO NOMUIIKY Y HOMepi
PeecTpauiiiHoro nocsigueHHs [itoya pegakuis: No
UA/3406/01/01 MponoHoBaHa pegaxuis: Ne UA/3406/01/02

3a
peyenmom

UA/3406/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
ynakosLi; no 2
nosicTMPOoBI
YNakoBKM1 B KAPTOHHIiA
kopobui; no 10
KapTOHHMX KOPOBOK,
06TArHEHVX NIBKOKO
und1EHOBOK
211. | YPOTON® TabneTku, BKPUTI TOB Ykpaina KBiHTa-AHaniTMka Yexis/ BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - 3a UA/6706/01/02
060/10HKOI0, MO 2 MF; "CaHodi- c.p.o., Yexis Yecbka 3MiHM WoAo 6e3nekn/ehekTBHOCTI Ta thapmakoHarnsgy. peyenmom
Ne 28 (14x2), Ne 56 ABeHTIC (KOHTpOSb SKOCTI); Pecny6nika BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHVX MPO cucTemy
(14x4): no 14 YkpaiHa" TOB "3eHTiBa", hapmakoHarnagy (BBe4eHHs y3arasibHeHUX JaHuX Npo
TabneTtok y 6nictepi; Yecbka Pecny6nika cuctemy thapmakoHarnsgy, 3miHa ynoBHOBaXKeHOI 0cobu,
no 2 a6o no 4 (Bpo6HMLTBO 13, BiANOBIAaUIbHOI 3a 34iiCHEHHSA hbapMakoHarnsay; KOHTaKTHOI
6nicTepy B KApPTOHHIiA nepBuHHE Ta 0cobu 3 chapmakoHarnsay 3asaBHVKa o151 34iACHEHHS
KopoobLi BTOPVHHE NakKyBaHHS, thapmakoHarnagy B YKpaiHi, K0 BOHA BigMiHHA Bif,
KOHTPO/b AKOCTI, yMOBHOB&XeHOT 0cobu, BigNoBiAanbHOT 3a 34iACHEHHS
BUMYCK Cepild) hapMakoHarnagy (Bk1o4Yatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Y
po3MiLLEeHHI MacTep-thaiina cuctemn hapmakoHarnsgy) -
3MiHa YNOBHOB&X€EHOI 0CO6M 3asBHKKA, BignoBiganbHOT 3a
thapmakoHarnag.
MponoHoBaHa pepakuis: Xogakiscbka TeTaHa BsiyecnasiBHa.
3MiHa KOHTaKTHMX AaHnX YNOBHOBaXKEHOT 0CO6U 3aABHNKA,
BiANoBiAaIbHOT 3a hapmakoHarnsg
212. | ®AMOTUNAN MOPOLLOK MpAT Ykpaina INMKA TABOPATOPIC IHAiA BHECEHHS 3MiH [0 peecTpaljiiiHuX maTtepianis: 3MiHu | Tuny - - UA/3370/01/01
H KpucTaniuyHuin abo "GapmaueBT NIMITEL, BHeCeHHs 3MiH o Cneuudikauii APl damoTuamnH, 30kpema: -
KpucTtanm (cybetaHuist) | muHa chipma 3a NOKa3HMKOM "PO3UMHHICTL" - Ha3BY PO3YMHHKKA "eTaHon P"
y nakeTax noagiiHnX "AapHnus" 3MiHeHO Ha "eTaHon 6e3BoaHuii P" BignosigHo MoHorpadii EP;

nosieTUNeHOBUX ANs
thapmaL|eBTUYHOTO
3acToCcyBaHHs

- 3a nokasHukamu "CynposigHi AOMiLLKK", "3aNNLLKOBI Ki/IbKOCTi
OpraHiYHUX PO3UYMHHUKIB" - YTOYHEHO KpUTEPIi NPUAHSATHOCTI
BiANOBIAHO AOKYMEHTIB BUPOGHMKA; 3MiHW | TUMy - 3MiHM 3
AKOCTi. A®I. KoHTponb A®I. 3MiHa y napameTpax
cneumdikauin Ta/abo fonycTUMKUX MEX, BUSHAUYEHUX Y
cneuungikauisx Ha A®l, abo BUXIGHWIA/MPOMDKHNI
NPoAyKT/peareHT, L0 BUKOPUCTOBYIOTLCA Y NMPOLLECi
BMPOGHULTBA AD| (BUNYYEHHS HE3HAYHOTO MOKA3HMKA AKOCTI
(Hanpuknag BUTyYEHHS 3aCTapinoro NokasHuka)); CynyTHs
3MiHa - 3MiHu 3 AkocTi. API. KoHTponb A®I. 3miHa y meTogax
BUNpo6yBaHHA APl abo BuxigHoOro martepiany/npoMikHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCS Y MpoLeci
BUPOGHMLTBA AD| (HE3HAYHI 3MiHW Y 3aTBEPIKEHNX METOAAX
BUNPOBYBaHHS) - BHECEHHS 3MiH A0 Cneundikavii / MeTogais
BUNpo6yBaHHA A®| daMoTnAVH, 30Kpema: BUyYEHHS
KOHTPOJTH0 3a NOKa3HWKOM "Baxki meTann" o6yMoBneHO
npvBeLEHHAM Y BIAMNOBIAHICTb A0 BUMOT MOHorpadii EP; 3miHn
| TUNY - BHECEHHS 3MiH A0 MeTogis BUnpobyBaHHa AdI
damoTnamH, 30kpemMa: - 3a NokasHNKOM “KinbkicHe
BU3HAYEHHS" - BHECEHHS HE3HAYHUX peAakLiiH1X NpaBoK Ta
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

3a3HayeHHs po3paxyHKoBOI hopMynv 06yMOBIEHO
npuBeAEeHHAM Yy BiANOBIAHICTb A0 MaTepiasiB BUPOOHMKa; - 3a
NokasHUKOM "CynpoBifHi JOMILLKN" - HE3HAYHI pefaKUiliHi
npaBku 06YMOB/IEHO MPVBEAEHHAM Y BifMoBIgHICTb 40
MaTepianis BUPOOHMKA; 3MiHW | TUMY - BHECEHHSA HE3HAUYHUX
pefakLiiHmnx 3mMiH fo Cneumdikauii APl damoTuavH 3a
nokasHukamu "MNpo3opicTb po3unyHy", "KonbopoBiCTb po3unHy";
3MiHU | TUNY - BHECEHHSA 3MiH A0 p. 3.2.S.7. CTabiNbHICTb,
30Kpema: 3amiHa "lMepiogy NepekoHTPosi" Ha "TepMiH
npuaaTHocTi"; 3MiHW | TUMYy - BHECEHHS 3MiH 40 MeTogiB
BUNPo6YyBaHHA A®| damMoTUAUH, 30KpeMa: 3a NOKa3HNKOM
"3a/ULLKOBI KifIbKOCTi OpraHiyHNX PO34UMHHUKIB" - 3MiHU B
XpomaTorpadiyHmx napameTpax; 3MiHa Npo6oniAroToBKM
PO34KMHIB; 3MiHa B PO3paxyHKOBUX hopmMynax, He3HauHi
peaakuiiiHi npaBkn 06yMOB/IEHO NPUBEAEHHSM Y BiANOBIAHICTL
[0 MaTepianis BUPOGHMKa

213.

DAPMACENT
mn

po34mH 96 % no 100
MmNy chrakoHax
CKMIAHUX

TOB
"MEONEB"

YkpaiHa

TOB "MEAJIEB"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny -
3MiHM Woao 6e3nekun/ethekTnBHOCTI Ta chapmakoHarnagy -
OHOBJIEHHA TEKCTY MapKyBaHHS yrakoBKW /iKapCbKoro 3acoby
3 BHECEHHAM iHthopmaLii LWoA0 3a3HaYeHHA OAMHNULb
BMMIpIOBaHHA y cuctemi Sl

3a
peyenmom

UA/17314/01/01

214.

DEHICTUN

Kpanni opasibHi, 1
mr/mn; no 20 mny
pNakoHi 3
KpanenbHuueto; no 1
hlakoHy B KapTOHHIiA
Kopo6u,i

FCK
KoHcbomep
Xerckep
CA.

LLiBeiuapis

'CK KoHcblomep
Xenckep C.A.

LLiBeiiuapis

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny -
3MiHM LWoao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsagy.
BBefeHHs ab0o 3MiHM [0 y3araslbHEHUX AaHVX MPO cucTemy
hapmakoHarnagy (BBefeHHs y3araslbHeHUX gaHnx npo
cucTemy thapmakoHarnsgy, 3MiHa ynoBHOBaXkeHoi ocobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay; KOHTakTHOI
0cobu 3 thapmakoHarnagy 3asBHVKa 471 34iINCHEHHS
hapMakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA Bif,
yMOBHOB&XeHOT 0cobu, BigNoBiAaNbHOT 3a 34iACHEHHS
chapmakoHarnsgy (Bko4vatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MiLLeHHI MacTep-thaiina cuctemm hapmakoHarnsgy) -
3MiHa YNOBHOBaXKEHOT 0COOU 3as1BHMKA, BifnoBigasibHOI 3a
hapmakoHarnag;

MponoHosaHa peaakuis — [ip. MeHc-Ynbpix LiTermanH / Dr.
Jens-Ulrich Stegmann, MD. 3MiHa KOHTaKTHWUX AaHnX
yMOBHOBaXeHOT 0cobu, BignoBigansHOT 3a dhapmakoHarnsg,
3MiHa HOMepy Ta MiCLLe3HaX0MKEHHS1 MacTep-haiina

6e3
peyenma

UA/9377/01/01

215.

DEHICTUN
FENb

reno 0,1 %;no30ry
Ty6i; no 1 Ty6iy
KapTOHHI KOpo6Li

FCK
KoHcbomep
Xenckep
CA.

LLIBeliyapis

'CK KoHcblomep
Xenckep C.A.,
LLBeliLapis
(BUPOGHMLTBO 3a
NMOBHUM LK/TOM)

LLiBeiyapis

BHECEHHS 3MiH 40 pPeecTpaLiiHnX maTepiasiB: 3miHu | Tuny -
3MiHM Woao 6e3nekun/edheKTBHOCTI Ta thapmakoHarnaay.
BeefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NPo cucTemy
thapmakoHarnsgy (BBeAEHHS y3arasibHeHNX aHnx npo
cucTemy hapmakoHarnsay, 3MiHa ynoBHOBaXkeHoi ocobu,
BiNOBifa/IbHOT 3a 34iICHEHHS hapMakoHarnsay; KOHTaKTHoOT
0cobu 3 hapmakoHarnsgy 3asiBHUKa 415 34iACHEHHS
thapmakoHarnsay B YKpaiHi, siKL0 BOHa BigMiHHA Bif

6e3
peyenma

UA/0894/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
YMOBHOB&XeHOT 0cobu, BiANOBiAaNbHOT 3a 34iACHEHHS
hapmakoHarnagy (BkIoYatoUum KOHTaKTHI AaHi) Ta/abo 3MiHW Y
po3MilLeHHi MacTep-thaiina cuctemu chapmakoHarnsgy) -
3MiHa YNMOBHOB&XEHOI 0CO6M 3asBHKKa, BigNoBigabHOT 3a
hapmakoHarnag: fitoya pegakuis — Ap. CtiBeH Xo66umpkep /
Dr. Stephen Hobbiger, BSc; NMponoHoBaHa pegakuis — [p.
MeHc-Ynbpix LWtermanH / Dr. Jens-Ulrich Stegmann, MD.
3MiHa KOHTaKTHUX AaHuX YNOBHOBaXeHOT 0cobu,
BiANOBIAa/bHOI 3a thapmakoHarnsfg. 3miHa Homepy Ta
MicLle3Hax0MKEHHS1 MacTep-haiiia cucTeMy dpapmakoHarasay
216. | ®EHICTUN eMy/1bCist HallKipHa CK LLiBeiiuapis "CK KoHcblomep LLiBeiiuapis BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - 6e3 UA/13867/01/01
EMYNbCIA 0,1%; no8mny KoHcblomep Xernckep C.A. 3MiHM Wo[0 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsgy. peyenma
dpnakoHi 3 KyNIbKOBUM Xenckep BeefieHHs1 @60 3MiHV [0 y3arasibHeHUX JaHnX Npo cucTemy
annikaropom; no 1 C.A. chapmakoHarnsgy (BBefeHHs y3araibHeHUX AaHux npo
h1aKkoHy B KapTOHHIi cucTemy thapmakoHarnsgy, 3MiHa ynoBHOBaXKeHOT ocobw,
Kopobui BiANOBIAaUIbHOI 3a 34iiCHEHHSA hbapMakoHarnsay; KOHTaKTHOI
0cobu 3 chapmakoHarnsay 3asaBHUKa o151 34iACHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Bif,
yMOBHOBaXeHOT 0cobu, BigNoBiAanbHOT 3a 34iACHEHHS
hapMakoHarnagy (Bk1o4YatoUum KOHTaKTHI AaHi) Ta/abo 3MiHW Y
po3MiLLEeHHI MacTep-thaitna cuctemn hapmakoHarnsgy) -
3MiHa YNOBHOB&X€EHOI 0CO6M 3asBHKKA, BignoBiganbHOT 3a
thapmakoHarnsag;:
MponoHoBaHa pegakuis — [p. MeHc-Ynbpix LiTermanH / Dr.
Jens-Ulrich Stegmann, MD. 3MiHa KOHTaKTHMUX AaHNX
YNOBHOBaXEHOT 0CO6M, BiANoBigaNbHOI 3a thapMakoHariag,.
3MiHa HoMepy Ta MicLe3HaxoMKeHHs macTep-dhainna
217. | ®EHTABEPA | nnactup AciHo Al HimeuunHa Brpo6HMUTBO HimeyunHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 3a UA/15831/01/05
100 MKFIFOA, | TpaHcaepmasibHUiA no Hepo3chacosaHol AZMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo aapecu peyenmom
100 mkr/rog; no 1 npoAykKLjii, NnepBuHHa 3asBHVIKa (BNacHVKa peecTpauiiHoro NocBigYeHHs) - 3mMiHa
nnactupy Ta BTOPUHHa agpecu 3asaBHUKa. BBeeHHS 3MiH NpoTAroM 6-x Micsuis nicns
TpaHCAepMasibHOMY Y ynakoBka, KOHTPO/b 3aTBEPMXKEHHS; 3MiHM | TUNY - 3MiHKM 3 AkocTi. FoTOBUIA
calue 3 oyHKLi€to AKOCTI Ta BUNYCK cepil: nikapcbkuii 3aci6. 3MiHW y BUPOGHMLTBI. 3MiHa
3axucTy Bif Nyiie dapma AT, iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY Cepii Ta KOHTPO/II0
BiAKPUBaHHSA AITbMU; HimeuuunHa; AKOCTi FOTOBOrO Nlikapcbkoro 3acoby (3amiHa abo foaaBaHHsA
no 5 calle y kapTOHHIl Bunyck cepii: BMPOGHMKA, LU0 BiANOBIAAE 3a BBE3EHHSA Ta/abo BMMYCK Cepil) -
KOpobLii 3 KOHTpoIEM AciHo Al', HimeuunHa He Br/It0Yaoumn KOHTPOIbL/BUNPOBYBaHHA cepii - 3MiHa MicLs
nepLLoro BigKpUTTA NpoBaPKEHHS AiS/IbHOCTI BUPOGHMKA BiANOBIAANILHOIO 3a
BMNYyCK cepii gns nikapcbkoro 3acoby deHTaBepa, nnacTmp
TpaHcaepmasibHuiA, AciHo Al, HimeuunHa. BBeeHHs 3MiH
NPOTAroM 6-X MicsiLiB Nicns 3aTBEPKEHHS
218. | ®EHTABEPA | nnactup AciHo Al HimeuunHa Bupo6bHMuTBO HimeuunHa BHECEHHS 3MiH 40 peecTpaLiiHnX maTepiasiB: 3MiHu | Tuny - 3a UA/15831/01/01
12 MKI/rog, TpaHcAepMasbHWI No Hepo3sacoBaHol AZMiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu peyenmom

12 mkr/rog; no 1
nnacTupy
TpaHcaepMasibHOMY Y
calue 3 oyHKLie

nNpoAyKLjii, NnepBuHHa
Ta BTOPVHHA
ynakoBKa, KOHTPO/Ib

AKOCTI Ta BUNYCK cepil:

3asBHUKa (BNacHKa peecTpauiliHoro NocBifYeHHS) - 3MiHa
agpecy 3asiBHMKa. BBeAEHHS 3MiH MPOTAroM 6-x MicsiLiB micns
3aTBEPKEHHS; 3MiHM | TUNY - 3MiHK 3 SIKOCTi. [0TOBWIA
nikapcbkunii 3aci6. 3MiHW y BUPOBHMUTBI. 3MiHa
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3axuCTy Big, Nyiie dapma AT, iMnopTepa/3aMiHu, L0 CTOCYTbLCS BUMYCKY CEpiil Ta KOHTPOsII0
BiAKpPUBaHHSA AITbMU; HimeuuunHa; AKOCTi FOTOBOrO JlikapcbKoro 3acoby (3amiHa abo foaasBaHHSA
no 5 calue y KapTOHHii Bunyck cepii: BMPOGHMKA, LU0 BiANOBIAAE 3a BBE3EHHA Ta/abo BUMNYCK Cepil) -
KOpobLi 3 KOHTpOIEM AciHo Al', HimeyunHa He Br/It0Ya0umn KOHTPOIbL/BUNPOBYBaHHSA Cepii - 3MiHa MicLs
nepLLoro BigKpUTTA NpoBaKeHHS AiS/IbHOCTI BUPOGHMKA BiANOBIAANILHOIO 3a
BUNYyCK cepii Ans nikapcbkoro 3acoby deHTasepa, nnacTmp
TpaHcaepmasibHuiA, AciHo All, HimeuunHa. BBefeHHs 3MiH
NPOTAroM 6-xX MicsiLiB Nicns 3aTBEPKEHHS
219. | ®EHTABEPA | nnactup AciHo Al HimeuunHa Brpo6HMLUTBO HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny - 3a UA/15831/01/02
25 MKriropg, TpaHcaepMasbHWiA Mo Hepo3dacoBaHoi AnMiHiCTpaTuBHI 3MiHW. 3MiHa HalimMeHyBaHHs Ta/abo agpecu peyenmom
25 mkr/rog; no 1 NPOAYKLUiT, NepBNUHHA 3asiBHUKA (BNacHMKa peecTpaLiiHoro NocBig4eHHs!) - 3MiHa
nnactupy Ta BTOPUHHa afpecy 3asBHVKa. BBegeHHs 3MiH npoTsarom 6-x micsuis nicns
TpaHCAepMasibHOMY Y ynakoBKa, KOHTPO/Ib 3aTBEPMKEHHS; 3MiHM | TUnY - 3MiHKM 3 AkoCTi. FoTOBUIA
calue 3 qoyHKLiet SAKOCTi Ta BUMYCK cepii: nikapcbkuii 3aci6. 3MiHW Yy BUPOGHMLTBI. 3MiHa
3axucTy Bifg Nylie dapma AT, iMnopTepa/3miHu, L0 CTOCYOTLCS BUNYCKY Cepii Ta KOHTPO/IHO
BiAKpMBAHHS AiTbMU; HimeuyuunHa; AKOCTi rOTOBOrO NikapcbKoro 3acoby (3amiHa abo foAaBaHHSA
no 5 calle y KapTOHHil Bunyck cepii: BMPOGHMKa, LLLO BIAMNOBIAAE 3a BBE3EHHSA Ta/abo BUNyck cepil) -
KOpobLii 3 KOHTpOIEM AciHo AT, HimeuunHa He Br/toyaoumn KOHTPobL/BUNPOBYBaHHA Cepii - 3MiHa MicLA
NepLUoro BiAKpUTTA NPOBaKEHHS AiS/IbHOCTI BUPO6HMKA BifNOBifaIbHOTO 3a
BUMYyCK cepii AN nikapcbkoro 3acoby deHTaBepa, nnactvp
TpaHcaepmanbHuiA, AciHo Al, HimeuunHa. BBegeHHs 3MiH
NpPOTAroM 6-xX MicsiLiB Nicnsl 3aTBEPAKEHHS
220. | ®EHTABEPA | nnactup AciHo Al HimeuunHa Bupo6bHMuTBO HimeyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny - 3a UA/15831/01/03
50MKriroa TpaHcaepMasibHWii no Hepo3chacoBaHoi AfMiHiCTpaTuBHi 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
50 mkr/rog; no 1 NPOAYKLUiT, NepBNUHHA 3asBHUKA (BNacHMKa peecTpaLiiHoro NocBig4YeHHs) - 3MiHa
nnactvpy Ta BTOPUHHA afpecu 3asBHUKa. BBeeHHA 3MiH NpoTAarom 6-x micsAuis nicns
TpaHcaepMasibHOMY Y ynakoBKa, KOHTPO/1b 3aTBEPAKEHHS; 3MiHM | TURy - 3MiHK 3 AKOCTi. FOTOBMI
calue 3 qoyHKLiet0 SAKOCTi Ta BUMYCK cepii: nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHa
3axucTy Bif Nyiie dapma AT, iMnopTepa/3miHu, L0 CTOCYTLCS BUNYCKY Cepii Ta KOHTPOsIIO
BiAKPMBaHHSA AiTbMU; HimeuuunHa; AIKOCTi rOTOBOrO NikapcbKoro 3acoby (3amiHa abo foAaBaHHSA
no 5 calle y KapTOHHil Bunyck cepii: BMPOGHMKa, LU0 BiANOBIAAE 3a BBE3EHHSA Ta/abo BMMNYCK cepil) -
KOpo6Li 3 KOHTpoNEM AciHo AT, HimeuunHa He BktoYakouy KOHTPOL/BUNPOBYBaHHSA cepil - 3MiHa Micus
nepLUoro BigKpuTTA NPOBaKEHHS AiSiSIbHOCTi BUPOGHMKA BiANOBI4A/ILHOIO 3a
BUMYCK Cepii AN nikapcbkoro 3acoby deHTaBepa, nnactvp
TpaHcaepmasibHuiA, AciHo Al, HimeuunHa. BBeeHHS 3MiH
NpoTAroM 6-X MicsLiB Nicns 3aTBEPAKEHHS
221. | ®EHTABEPA | nnactup AciHo Al HimeuunHa Brpo6HMLUTBO HimeyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny - 3a UA/15831/01/04
75 MKriroj, TpaHcAepMasibHWiA Mo Hepo3dhacoBaHOl AZMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo agpecu peyenmom

75 wmkr/rog; no 1
nnacTtupy
TpaHCAepMasibHOMY Y
cawue 3 yHKLieto
3axucTy Bif
BiAKpMBAHHSA AiTbMU;
no 5 calle y KapTOHHiN
KOpOo6LLi 3 KOHTpOIEM
NepLLIoro BigKpUTTA

NPOAYKLUiT, NepBNUHHA
Ta BTOPUHHa
ynakoBKa, KOHTPO/1b

SIKOCTi Ta BUMYCK cepii:

Nyiie dapma AT,
HimeuuunHa;
Bunyck cepii:

AciHo Al', HimeuyunHa

3asiBHMKa (B/1aCHMKA peecTpaLiiHoro nocBigyeHHs) - 3MiHa
ajpecu 3asaBHUKa. BBeeHHS 3MiH NpoTAroM 6-x Micslis nicns
3aTBEPMKEHHST; 3MiHK | TUNY - 3MiHK 3 SIKOCTI. FOTOBWIA
nikapcbkuii 3aci6. 3mMiHM y BUPOOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYHOTLCA BUNYCKY Cepii Ta KOHTPOsII0
AKOCTi FOTOBOrO Nlikapcbkoro 3acoby (3amiHa abo foaaBaHHSA
BMPOGHMKa, LLLO BiAMNOBIAAE 3a BBE3EHHS Ta/abo BMMNYyCK cepil) -
He BK/It0Yaoumn KOHTPOIbL/BUNPOBYBaHHSA cepii - 3MiHa MicLs
NPOoBaPKEHHA AiS/IbHOCTI BUPOOHUKA BifNOBifa/IbHOTO 3a
BWMNYCK Cepii Ans fikapcbkoro 3acoby deHTaBepa, niactup
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Ymosu

Homep

n/n

Hassa
JliKapcbKo20

Popma sBUMYCKY 3assBHUK

(nikapcbka ¢hopma,

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Bionycky

peecmpayitiHo2o
nocsioYeHHs

3acoby

ynakosKa)

TpaHcaepMasibHuiA, AciHo All, HimeuunHa. BBeeHHs 3MiH
NPOTAroM 6-xX MicsiLiB Nicns 3aTBEPKEHHS

6e3

UA/7741/01/01

222,

®EPBEKC

ang
JIOPOCNNX

MopoLUOK AN YIMCA CAC
OpasIbHOTO PO3UnHY; 8
calle y KapTOHHil

Kopobu,i

PpaHLis

YMNCA CAC

®paHuisa

Bonrapis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny -
BW/TyYEHHS OfHOrO i3 BUpo6HMKiB A®I Mapauetamony Rhodia
Operations, ®paHLiis; 3anponoHoBaHo:

Anqui Lu'an Pharmaceutical Co Ltd, China SPECGX LLC,
USA; 3miHu | TUny - BUyYEHHS OAHOTO i3 BUPOOHWKIB ADI
Mapavuetamony Granules India Limited, IHAjs.
3anponoHoBaHo: Anqui Lu’an Pharmaceutical Co Ltd, China
SPECGX LLC, USA

BHECEHHS 3MiH [j0 peecTpaviiiHux matepiasis: 3MiHu | TUny -

peyernma

be3

UA/0747/01/01

223.

®/IEBOTOH

AT

renb2%no40ry
"Codpapma”

Ty6i; no 1 Ty6i B
KapTOHHI/ navwi

Bonrapis

Bupo6bHMuTBO
Hepo3dgacoBaHol
NPOAYKLUiT, NepBNUHHA
Ta BTOpPVHHA
ynakoBka:

AT "Codchapma”,
Bonrapis;
[lo3Bin Ha Bunyck
cepi:

AT "Codcpapma”,
Bonrapis

PymyHis

3MiHM Wwopao 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnagy (iHwi
3MiHW) - 3MiHVW BHECEHO B IHCTPYKLitO A1 MeAUYHOTO
3acTocyBaHHA NikapcbKoro 3acoby Ao po3ainy "OcobnmnBocTi
3acTocyBaHHS" BifMnoBigHO A0 OHOBMEHOI iHchopmaLii 3
6e3nekn AONOMiXHOT PEYOBMHM NIKapPCbKOro 3acoby.
BBefeHHS 3MiH NPOTAroM 3-X MicsLIB NiCNsA 3aTBEPLKEHHS.
3MmiHu | TMRY - 3MiHK 3 SKocCTi. FoTOBMIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo ymoBax
36epiraHHsi roTOBOrO Mikapcbkoro 3acoby (3mMiHa B ymoBax
36epiraHHs roTOBOro Nikapcbkoro 3acoby abo nicns
PO3YMHEHHSA/BIZHOBNEHHS) - 3MiHa B yMoBax 36epiraHHsA [/13.
3aTBepaKeH0: XpaHnUTb B OPUrMHaUTLHON ynakoBke (B CyXOM,
3alyLLEeHHOM OT CBeTa MecTe) npu TemnepaType He Bbille 25
°C. 3anponoHoBaHo: Lieli nikapcbkuii 3acié He noTpebye
cneuiasibHUX YMOB 36epiraHHs. BBeeHHs 3MiH NpoTAromM 3-x
MicsALiB nicnsa 3aTBepKEHHSA. 3MiHu | Tuny - AgMiHIiCTpaTuBHI
3MiHW. 3miHa Ha3By A®| abo AONOMIKHOT peYOBMHY - 3MiHa
Ha3BY LONOMIXHOI pevyoBUHU. 3aTBepaxeHo: Kapbomep* *-
ncnonb3yetcs kap6omep 980 3anponoHoBaHo: Kapbomepn.
BBefeHHA 3MiH NPOTAroM 3-x MicAUIB NiCNsA 3aTBEPLYKEHHS.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FoTOBWMIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo ymoBax
36epiraHHsA roTOBOro NiKapcbKoro 3acoby (36i/bLIeHHS
TepMiHy NpuaaTHOCTI FOTOBOro NikapcbKoro 3acoby) - MNicns
nepLIoro po3kpuUTTA (NiATBEPMAKYETHCA AAHUMMN PeasibHOro
yacy) - 3mMiHa B ymoBax 36epiraHHsi roTOBOrO JlikapCbKOro
3aco0y nics nepLUoro po3kpuTTA. 3areepakeHo: Cpok
rofHOCTY Nocne BCKPbITMS Tybbl — 1 MmecsL,. 3anponoHOBaHo:
TepMmiH NpuaaTHOCTI NicNs PO3KpUTTA Ty6U — 12 micau;B.
BBefeHHA 3MiH NpoTAroM 3-X MicsILB NicNs 3aTBEPAKEHHS.
BHECEHHS 3MiH 40 peecTpauiiiHnx maTtepiasis: 3miHn | Tuny -

peyenma

3a

UA/14389/01/01

224.

DNYHAAPABI
H-BICTA

MicTtpan
Kenitan
MeHepxmeH
T NimiTeq,

MOPOLLIOK ANSA
NPUroTyBaHHA

PO3UMHY ANa iH'eKLili
a60 iHgysii no 50 wmr;
1 dhnakoH 3 NOPOLLKOM

AHrNIsA

Y KapTOHHiii KopobLi

CingaH ®apma C.P.J1.

AZMiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
3asBHUKA (B/1ACHMKa peecTpaLiiHoOro noceig4yeHHs) 3MiHa
afipecu 3asBHUKa.

peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
225. | oayimMyuun PO3YMH ANS iH'EKUi, 3amboH ITanisa 3amboH C.M.A. ITanisa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 3a UA/8504/01/01
100 mr/mn no 3 mn B C.N.A. 3MiHM 3 AKOCTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTposIb rOTOBOroO peyenmom
amnyni; no 5 amnyny nikapcbKoro 3acoby. 3MiHa y meTofax BUNpo6yBaHHSA
N1acTMKOBOMY NiAAO0Hi rOTOBOrO Jlikapcbkoro 3acoby (iHLWi 3MiHW y MeTogax
B KapTOHHIiA navu,i BMNPO6YBaHb (BK/IOYaUM 3aMiHy ab0 [JONOBHEHHS)) - 3MiHU Y
MEeTOAMLji BU3HAUYEHHS NOoKa3HMKa «KifbKicHe BU3HAUYEHHS!
aueTuIuUCTeIHy Ta oro AOMILLOK»
226. | onyimMyuun PO3YMH NS iH'EKLNA, 3aM60H ITania 3am60H C.IM.A. ITania BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - 3a UA/8504/01/01
100 mr/mn no 3 mn B C.M.A. 3MiHM Y METOAMLI BU3HAYEHHS NokasHuKa «KinbkicHe peyenmom
amnyni; no 5 amnyny BM3HAYEHHA aueTUILMUCTETHY Ta Moro AOMILLOK», NOB’A3aHa 3
nNacTVKoBOMY NiAA0HI BBEEHHAM [,04aTKOBOI (DOPMYNN 415 PO3PaxyHKy BMICTY
B KapTOHHI/ nayu, HEBIAOMOI AOMILLKN
227. | ®NTYKOHA3O | kpucTasniyHuii ToBapucTBO Ykpaina OKEHHEKC IHais BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - - UA/16616/01/01
n NOpOoLUOK (Cy6CcTaHLis) 3 NABOPATOPI3 AZMiHIiCTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo aapecu
y naketax 3 06MEXEHO NIMITEL, MiCLSt NPOBaKEHHS AisiNIbHOCTI BUPOGHYMKA (BKItOHaouu, 3a
nosieTneHy HU3bKOI Bignosiganb HeobXiAHOCTI, MicLie NPOBEAEHHS KOHTPO/IIO SKOCTI), abo
WiNbHOCTI Ans HiCTIO BNlacHuKa macTep-thaiina Ha A®l, abo noctavyasibHUKa
thapmavLeBTUYHOro "®apmauesT Adl/BnxigHoro matepiany/peareHTy/NPOMIKHOTO MPOAYKTY, L0
3aCTOCYyBaHHS nyHa 3aCTOCOBYHOTLCA Y BUPOOHULTBI API (AKLO 3a3HAYEHO Y AOCbE
KOMNaHis Ha nikapcbkuii 3acib) 3a BifCyTHOCTI cepTudikata
"3p0pos'a” BiANOBIAHOCTI EBponeiichbkili hapmakonei y 3aTBepakeHoMy
[ocbe, abo BUPOOHMKA HOBOT AONOMDKHOI PEHOBUHY (SIKLLIO
3a3HaYeHo y JOCbE) - 3MiHa afipecy MicLis NPOBaKEHHS
AisnbHocTi BupobHuka A®I JXXEHHEKC TIABOPATOPI3
NIIMITE/L, IHAjsn, 6e3 3MiHM Micus BUPOGHMLTBA
228. | ®NTYKOHA3O | po3uuH Ans iHdysii, AHaHTa Benuka €sponaliich Xentkeap IHAis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | TRy - 3a UA/10739/01/01
n 200 mr/100 mn no 100 Megikeap BpwuTaHis Met. N14. 3MiHM BHECEHO [0 iHCTPYKLii A1 MegNYHOro 3aCToCyBaHHs peyenmom
M/ B KOHTelHepi; no 1 nra. nikapcbKoro 3acoby y po3ainu: "®apmMakonorivyHi BnacTueocTi",
KOHTelHepy B KOpPOOLi "Oco6nMBOCTI 3aCTOCYBaHHA", "3acTocyBaHHs Y nepiog,
BariTHOCTi abo rogyBaHHs rpyaato”, "TobiyHi peakujii”
BiANOBIAHO [0 OHOBEHOT iHGOpMaLlii 3 6e3neku aitoyoi
peyoBuHW. BBEAEHHA 3MiH NpoTaroM 3-X micauis nicns
3aTBEPAKEHHS
229. | ®JTIYKOHA30 | kancynu TBepgi no 50 ToBapucTBO | YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNy - 3a UA/3938/01/01
N-300POB'A | mr, no 7 a6o 10 3 obmexeHoro 3MiHV BHECEHI [0 IHCTPYKLiT 4719 MEANYHOrO 3aCTOCYyBaHHS peyenmom
kancyn y 6nictepi; no obmexeHor BiANOBIAA/LHICTIO nikapcbKoro 3acoby y po3ainu "®apmakosorivyHi BnacTueBocTi",
1 6nicTepy B Bignosigans "papmaueBTUYHA "Oco6nmBOCTI 3acTOCyBaHHA", "3acTocyBaHHSA y nepios,
KapTOHHI KOpo6Li HICTIO KoMnaHis "3popos'a” BariTHoCTi abo rofyBaHHs rpyAat0" BignoBigHO 4,0 OHOBEHOT
"®apmauesT iHhopMmauii Lwoao 6e3nekmn Ailoyoi pevoBnHN. BBeAeHHS 3MiH
nyHa NPOTAroM 6-TW MiCALIB NiCNA 3aTBEPIXKEHHS; CYNyTHA 3MiHa
KOMMaHis - 3MiHK Wwoao 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
"3popos's" BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta YMOB Buaadi

peecTpaLiiHoro NoCBifYEHHS, BKIOYatoun MnaH ynpasniHHs
pv3nKamMm (3acTOCyBaHHA TEKCTY, KNI NOTOAKeHUi 3
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
KoMmneTeHTHMM opraHom) (B.1.11. (a) IB) 3miHn BHeceHo Ao
YacTuH | «3arasibHa iHdopmadis», |l «Cneyudikauisa 3
6e3nekn», Il «MnaH 3 dhapmakoHarnagy», V «3axoau 3
MiHimi3aLii pusukiB», VI «Pe3tome nnaHy ynpas/iHHA
pusnkammn», VIl «Jlogatkun» y 38’3Ky 3 OHOBJ/IEHHAM
iH(hopMaLi Woao nicnspeecTpaLiiiix AocnifxeHb 3 6e3neku
230. | ®/TYKOHA3O | kancynu TBepgi 100 ToBapucTBO | YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - 3a UA/3938/01/02
N-340POB'A | wmr; no 7 a6o 10 3 06MeXeHO 3MiHW BHECEHI [0 iHCTPYKLiT 4151 MeANYHOrO 3aCTOCYBaHHS peyenmom
kancyn y 6nictepi; no obmexeHor BiANOBIAA/LHICTIO nikapcbKoro 3acoby y po3ginu "®apmakosoriyHi BnactusBocTi",
1 6nicTepy B Bignosigasib "®apmavueBTUYHa "Oco6nMBOCTI 3aCTOCYBaHHA", "3acTocyBaHHS Y nepiog,
KapTOHHIlA KOpooLi HiCTIO KoMnaHis "3gopos'a” BariTHOCTi abo rogyBaHHA rpyaa"” BiANOBIAHO 4O OHOBMEHOI
"®apmaueBT iHchopmauii Lwoao 6esnekmn Aitoyoi pevoBnHN. BBeaeHHS 3MiH
N4yHa NPOTAroM 6-T MiCALIB MiC/IA 3aTBEPKEHHS; CYNyTHSA 3MiHa
KOMNaHis - 3MiHN Wwoao 6e3nekn/edhekTUBHOCTI Ta hapMakoHarniagy.
"3popos'a” BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta YMOB Buaadi
peecTpauiiHoro NocBigYeHHs, BkIoYatoum MNnaH ynpasiHHA
pu3nkamm (3acToCyBaHHA TEKCTY, KNI NOrokeHuii 3
KoMneTeHTHUM opraHom) (B.1.11. (a) IB) 3miHn BHeceHo Ao
yacTvH | «3arasbHa iHdhopmauis», |l «Cneyudikauis 3
6e3nekn», Il «MnaH 3 dapmakoHarnagy», V «3axoau 3
MiHiMi3aLji pu3ukiB», VI «Pe3tome nnaHy ynpasniHHSA
pusnkammn», VII «[logatkn» y 38’a3Ky 3 OHOB/IEHHAM
iHchopmaii Wwoao nicnapeecTpauiiHix focnifixeHb 3 6e3nekn
231. | ®JZTYKOHA3O | kancynu TBepgi no ToBapucTBO | YKpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny - Ne 1- 6e3 UA/3938/01/03
Nn-340POB'A 150 mr; no 1 kancyni B 3 06MEXeHO 3MiHW BHECEHI [0 iHCTPYKLiT 4151 MeANYHOro 3aCTOCyBaHHSA peyenma;
6nictepi; no 1, 2 abo 3 | obMexeHo BiANOBIAANLHICTIO nNiKapcbKoro 3acoby y po3ainun "dapmakonoriyHi BnacTmeocTi', Ne 2, Ne 3,
6nicTepy B KAPTOHHIN BignoBiganb "PapmaueBTnyHa "Oco6MBOCTI 3aCTOCYyBaHHA", "3acTocyBaHHS y nepiog, Ne 7 - 3a
kopobui a6o no 3 abo HICTIO KoMnaHis "3gopos'a” BariTHOCTi abo rogyBaHHs rpyAAato” BignoBigHO 4,0 OHOB/EHOT peyenmom
7 kancyn y 6nictepi; "®apmaueBT iHchopMaLii woao 6e3nekun Ajloyvoi pevyoBmMHN. BBeaeHHS 3MiH
no 1 6nictepy B nyHa NPOTAroM 6-TW MiCALIB NiC/A 3aTBEPAXKEHHS; CynyTHA 3MiHa
KapTOHHIlA KopoobLi KOMNaHis - 3miHM Woao 6e3nekn/eddeKTMBHOCTI Ta hapMakoHarsay.
"3popos's" BHeceHHs abo 3miHa(u) A0 3060B'A3aHb Ta YMOB Buaadi
peecTpavuiiniHOro Noceig4eHHs, BkIovaoun MNnaH ynpasniHHA
pu3nkamm (3acToCyBaHHA TEKCTY, KNI NOTOKeHuli 3
KOMNeTeHTHUM opraHom) (B.1.11. (a) IB) 3miHM BHeceHO 0
yacTvH | «3aranbHa iHdopmauis», |l «Cneyudikauisa 3
6e3nekn», Il «MnaH 3 hapmakoHarnagy», V «3axoam 3
MiHiMi3aLii pu3ukiB», VI «Pe3tome nnaHy ynpasniHHA
pusnkamm», VII «logatkmn» y 38'3Ky 3 OHOB/IEHHAM
iHchopma,ii Woao nicnapeecTpauiiHix foCnimKeHb 3 6e3nekn
232. | DNIYHON® Kancynu, no 50 mr no HOBE/ TypeyunHa HOBEN I/1AY CAHAI TypeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHu | TUny - 3a UA/3784/01/01
3 abo 7 kancyny INAY CAHAI BE TIAXKAPET A.LL. 3MmiHn 3 sikocTi. CepTudikat BignosigHocTi/lE-cepTucpikart peyenmom
6nicTepi; no 1 BE BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
6nicTepy B KapTOHHii TIOXAPET MoAaHHA HOBOro abo OHOBIEHOIO cepTudpikaTa BiANOBIAHOCTI
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
ynakoBLi A.LL. abo Buny4yeHHs cepTudikaTta BignoBigHOCTI €EBpoNenchbkili
thapmakonei: gna A®l; ans BUXigHOro
marepiany/peareHTy/npoMKHOrO NMPOAYKTY, WO
BMKOPVCTOBYHOTbCS Y BUPOOHNLTBI ADI; 415 LONOMDKHOT
peyoBUHM (cepTudpikaT BiANOBIAHOCTI EBpONEiChKIlt
chapmakonei) - OHOBNEHWIA cepTudikar Big, yxe
3aTBEPKEHOr0 BUPOGHUKA - NOAaHHA OHOBIEHOTO
CepTtudbikaTy BignoBigHoOCTI EBponelickkiii hapmakonei R1-
CEP 2009-075-Rev 01 (nonepegHs sepcia R1-CEP 2009-075-
Rev 00) Big, BXe 3aTBepg)KeHoro BnupobHuka Granules India
Limited, IHaia ans A®Il cdonykoHazony
233. | ®NIYHON® kancynwu, no 150 mr no HOBE/ TypeyunHa HOBE/ IIAY CAHAI TypeyunHa BHECEHHS 3MiH 40 peecTpauiliHnx MmaTtepiasis: 3miHu | Tuny - Ne 1 - 6e3 UA/3784/01/02
1 a6o 2 kancynm y ITAY CAHAT BE TII>KAPET A.LL. 3miHu 3 sKocTi. CepTudikar BignosigHocTi/l E-cepTudikat peyenma;
6nictepi; no 1 BE BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii. Ne 2 - 3a
6nicTepy B KAPTOHHIN TIOXAPET MogaHHA HoBOro abo OHOBMEHOrO cepTudpikaTa BiANOBIAHOCTI peyenmom
ynakoBLi A.LL. abo Buny4yeHHs cepTudikaTa BignoBigHOCTI €EBponenchbkili
thapmakonei: gna A®l; ans BUXigHOTO
marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, L0
BMKOPVCTOBYHOTbCS Y BUPOOHNLTBI ADI; 415 LONOMDKHOT
peyoBuHM (cepTudpikaT BiANOBIAHOCTI EBpONEiChKilt
thapmakonei) - OHOBMeHUiA cepTudikar Bif yxe
3aTBEPKEHOro BUPOGHUKA - NOAaHHA OHOBIEHOTO
CepTtudbikaTy BignoBigHoOCTi EBponelickkiii hapmakonei R1-
CEP 2009-075-Rev 01 (nonepegHs sepcis R1-CEP 2009-075-
Rev 00) Big, BXe 3aTBepAKeHoro BnupobHrka Granules India
Limited, IHaia ans A®Il cdonykoHasony
234. | ®NTYOPOYPA | po3uvH Ans iH'exuin 50 Mictpan AHrniA Xaynt ®apma HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny - 3a UA/15418/01/01
uwnn- BICTA mr/mn; no 5 mn abo 10 Kenitan BonbparcxayseH AnMiHiCTpaTuBHI 3MiHW. 3MiHa HalimeHyBaHHsA Ta/abo agpecu peyenmom
Mn, abo 20 mn MeHepxmeH 6X 3asiBHUKA (BNaCHMKa PeecTpaLiiHoro NocBigYeHHs!) - 3MiHa
PO3UMHY 415 IH'EKL Y T NimiTeq, aZipecun 3asBHUKa
hnakoHax; no 1
hnakoHy y Kopobui 3
KapToHY
235. | ®1IOOPOYP PO3UMH NS iH EKLN, Mepak HimeuunHa Mepak esenbliadpT HimeyunHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUnY - 3a UA/8091/01/01
Aumn 50 mr/mn no 5 mn, abo lesenbliad dotop KAiHiwe Yecbka [oflaBaHHA asflbTepHaTUBHOrO MeToAy dinibTpavii B npoueci peyenmom
MEAAK no 10 mn, a6o no 20 T dotop Lneuianbnpenapare Pecny6nika BMpo6bHMuTBa MN3. Mig yac nonepefHbOT inbTpauii Ta
M, abo no 100 mn KniHiwe M6X, HimeuunHa CTepWIbHOI iNbTpaLii BUKOPUCTOBYHOTLCS HETIOHOBI
po3uunHy y chnakoHi; no | Lneuiansnp (BMPOGHUIK, LLIO hinbTpu. B cBOIO Yepry 6yayTb BCTaHoBseHi PVDF-inbTpu,
1 conakoHy B enapare BignoBigac 3a SIK @/IbTePHATUBHI (DibTPU, L0 BUKOPUCTOBYHOTLCS ANs
KapTOHHIlA KopoobLi M6X BTOPVHHE NakKyBaHHS, nonepeaHbOi Ta CTEPUNBbHOI QuinbTpaLi

MapKyBaHHS,
KOHTPONb/BUNPOGYBaH
Hs1 cepii Ta 3a BUNycK
cepii); OHkomep,
MeHbHhEeKYepIHr, a.c.,
Yecbka Pecnybnika
(BMPOGHUIK, LLIO
BifnoBigae 3a BMMycK
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
dhopmum in bulk,
MapKyBaHHS,
nepBuHHE Ta
BTOPWHHE MaKyBaHHS,
KOHTpONb/BUNPOGYBaH
Hsa cepil); OHKOTEK
$apma lMpoaakLuH
mM6X, HimeuunHa
(BMPOGHWIK, LLIO
BiANOBIAaE 3a BMMYCK
chopmu in bulk,
MapKyBaHHs,
nepBuHHe Ta
BTOPWHHE MaKyBaHHS,
KOHTpONb/BUNPOOYBaH
Hs cepii)
236. | DOCHPOMEL rpaHynu ans yopna Ipy3ia yopng MEANUNH TypeuunHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - 3a UA/16771/01/01
OpaUTbHOro po3unHy no | MEAUVLMH ITAY CAH. BE TIXK. 3MiHM Woao 6e3nekun/ethekTnBHOCTI Ta chapmakoHarnagy - peyenmom
3rycawe, nola6o 2 nTa A.LL. OHOBJ/IEHHSA TEKCTY MapKyBaHHA BTOPUHHOT YNakoBKM
calle B KapTOHHIl NiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmaLii Wwoao
KOpOoo6Li 3a3HayeHHs OAVHMLb BUMIPOBaHHA Y cuctemi Sl ta
iHchopmawii Wwoao aatn BUpo6HMLTBA. BBEAEHHS 3MiH
NPOTArom 6-Tu MiCALIB MicNA 3aTBePAKEHHS
237. | ®OTUN® Kpanni o4Hi; no 5 mny CaHTeH AT | ®iHnaHais Brpo6HMK PiHnaHgia/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny - 3a UA/2384/01/01
hNakoHi-KpanenbHuL; BiANOBIAaIbHMI 3a Higepnanamn 3MiHM 3 siKoCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y peyenmom
no 1 chnakoHy y BUPO6HMUTBO in bulk, BMPOBHULTBI. 3MiHa iMNopTepa/3aMiHK, L0 CTOCYOTLCSA
KapTOHHI Kopo6Lyi NepBUHHY Ta BMNYCKY Cepii Ta KOHTPO/IKO SIKOCTi FOTOBOrO NiKapCbKOro
BTOPWHHY YNakoBKy, 3acoby (3amiHa abo fofaBaHHS BUPOGHUKA, LLO BigNOBigae 3a
KOHTPOb AKOCTI: BBE3eHHA Ta/abo Bunyck cepii) - He Bkaovarouu
Hekctd®apma AT, KOHTPO/b/BUNPOBYBaHHA cepil - 3MiHa MiCLie3HaxX0MKeHHS
diHnaHgis; NPOBaXEHHS AiS/IbHOCTI BUPO6HUKa CaHTeH AT, ®iHNaHAiS,
AnbTepHaTUBHUIA BiANOBiAaIbHOrO 3a BUNYCK cepii. 3MiHW BHECEHO B IHCTPYKLiHO
BMPOGHUK, ANs MeAMYHOro 3acToCyBaHHS LLOAO MICLE3HaXOMKEHHS
BiANOBIAaIbHMI 3a BMPOGHMKA 3 BiANOBIAHUMY 3MiHAMU Y TEKCTi MapKyBaHHS
BTOPWHHE MaKyBaHHS: ynaKkoBKM NikapCbKoro 3acoby. BeefeHHsi 3MiH NnpoTsarom 6-tu
MaHydhakTypiHr MiCAILiB MicNa 3aTBEPAKEHHS
MaxariHr ®apmaka
(MMo) B.B.,
Higepnangu;
Brpo6HumK
BiANOBiAaIbHMI 3a
BWMNYCK Cepil:
CaHTteH AT, ®iHngHAais
238. | ®OTUN® Kparni o4Hi no 5 mny CaHTeH AT | ®iHnaHais Brpo6HuK ®iHnaHpia/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 3a UA/2384/01/02
POPTE noslieTusieHoBOMy BiANOBiAA/IbHWIA 32 Higepnangmn 3MiHM 3 SKOCTi. FOTOBWIA NiKapcbknii 3aci6. 3MiHN Y peyenmom

hNakoHi-KpanenbHuLi;
no 1 donakoHy B

BMPOGHMLTBO in bulk,
NepBUHHY Ta

BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYHTLCA
BUNYCKY Cepii Ta KOHTPO/IK0 SIKOCTi FOTOBOTO NiKapCbKOro
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
KapTOHHIli Kopoobui BTOPUHHY YNaKOBKY, 3acoby (3amiHa abo AofaBaHHsA BUPOOHNMKA, LLO BignoBigae 3a
KOHTPO/1b SIKOCTI: BBE3eHHA Ta/abo Bunyck cepii) - He Bkovarouu
Hekct®apma AT, KOHTPONb/BMNPOGYBaHHSA cepii - 3MiHa MiCLLe3HaxX04KeHHS
diHNAHAIA; NPOBaKEHHS AiS/IbHOCTI BUPO6HUKa CaHTeH AT, ®iHNsaHais,
AnbTepHaTUBHUIA BiANoBigaIbHOro 3a BUNYycK cepii. 3MiHW BHECEHO B IHCTPYKL 10
BMPOGHUK, ONA MeMYHOro 3acTOCyBaHHS LLIOAO MICLE3HaXOMKEHHS
BiANOBIAa/IbHMI 3a BMPOGHMKA 3 BiANOBIAHUMY 3MiHAMU Y TEKCTi MapKyBaHHS
BTOPWHHE MaKyBaHHS: ynaKkoBKM NikapCbKoro 3acoby. BeefeHHsi 3MiH NnpoTarom 6-m
MaHyhakTypiHr MicsALiB MiCNsA 3aTBEPA)KEHHS
MakariHr ®apmaka
(MMo) B.B.,
Higepnangu;
Brpo6HMK
BiANOBiAaIbHMI 3a
BMNYCK cepil:
CaHTeH AT, ®iHnsHgjs
239. | oPOMINIA® rpaHynun ans opancHoi | KPKA, go.4., | CnoseHis BTOPVHHE NakKyBaHHS, CnoseHis/ BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 3a UA/5026/01/01
cycneHsii, 125 mr/5 HoBo mecTo KOHTPO/b cepii Ta IHAis 3miHu 3 sKocTi. CepTudikar BignosigHocTi/l E-cepTucikat peyenmom

M, no 60 mny
CKNSTHOMY pr1akoHi; no
1 conakoHy y
KOMMNIEKTI 3 WNpUL,oM
NS opanbHOro
BBEAEHHS B KOPOOL,i
KapTOHHIA

BWMYCK Cepii:
KPKA, a.4., Hoso
mecTo, C/oBeHis;
BMPOGHULITBO «in

bulk», nepsrHHe Ta

BTOPUHHE NaKyBaHHS
KPKA, a.4., Hoso
mecTo, CrioBeHis;

BMPOGHMLITBO

MPOMIDXHOTO NPOAYKTY
(nicns nokpuTTA):

IHA-CBI®T

NNABOPATOPIEC
NIMITEA, IHgis

BiANOBIAHOCTI EBponeiickbkil hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTudlikaTa BiANOBILHOCTI
abo BunyyeHHs cepTudpikarta BignoBigHOCTI €BpoNenchbkili
thapmakonei: ans A®l; gns BuxigHoro
mMartepiany/peareHTy/NpoMKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHNLTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBPONEChKIl
thapmakonei) - OHOB/IEHUIA cepTudpikaT Bif yxe
3aTBEPL)KEHOr0 BUPOOHMKA - NOAAHHS OHOB/IEHOTO
cepTudpikaTa BignoBigHOCTI E€Bponelickkiin hapmakonei Ne R1-
CEP 2004-148-Rev 06 ans gitoyoi pevosuHu Clarithromycin
BiJ BXe 3aTBepmxeHoro BupobHuka Ind-Swift Laboratories
Limited, IHgjisa; 3miHn | TNy - 3MiHW 3 AKOCTI. FOTOBWIA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO iKapcbKoro 3acoby.
3MiHa y meTodax BUNpo6yBaHHS roTOBOrO /liKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEpMKEHNX MeTofax BUNpobyBaHHs) -
He3HauHi 3MiHW B aHanliTU4YHI MeToauLi "laeHTudikauia Ta
KiNIbKiCHE BM3HAYEHHSA kaulito copbaty”; 3miHu | Tuny - 3miHn 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTpONb roToBOro
nikapcbKoro 3acoby. 3miHa y MeToax BUnpobyBaHHs
roTOBOro NikapCcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHUX MeToAax BUNPOOYyBaHHS) - HE3HAYHI 3MiHV B
aHaniTMYHI MeToamui "CynyTHI AOMILLKU KNapuTPOMILMHY";
3MiHW | TUny - 3MiHK 3 AKOCTi. FOTOBMIA NikapcbkWii 3aci6.
KOHTpO/b roTOBOrO MliKapcbKoro 3acoby. 3miHa y metofgax
BMNPOGYBaHHS rOTOBOrO NiKapCbKOro 3acoby (He3HayHa 3miHa
Y 3aTBEPAKEHNX METOAAax BUNPOOYBaHHS) - HE3HAYHI 3MiHN B
aHaniTM4Hi meToauui "laeHTudikalia Ta KinbkicHe BU3HAYEHHS
KNapuUTPOMILMHY"; 3MiHK | TUNY - 3MiHK 3 iKOCTi. FoTOBWMIA
nikapcbkuii 3aci6. KOHTPob roTOBOTO NikapCbKoro 3acoby.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1

3MiHa y MeToAax BUMPOGyBaHHS rOTOBOrO JliKapCbKOro 3acoby
(He3HauyHa 3MiHa y 3aTBepAKEeHUX MeTogax BUNpobyBaHHs) -
He3HauHi 3MiHV B aHaiTUYHi meToguui "MikpobionoriyHa
yncToTa"; 3MiHM | Tuny - 3MiHK 3 AKOCTI. [OTOBWIA NikapCcbKuMii
3aci6. 3MiHM y BUPO6HMLTBI. 3MiHN BNpobyBaHb abo
[OMNYyCTUMUX MEX, BCTAHOBMEHUX Y crieymdikalisx, nig vac
BMPOGHMLITBA FOTOBOTO /iKapPCbKOro 3aco0y (iHLUi 3MiHW) -
PO3LUMPEHHS 3aTBEPMKEHNX MEX BHYTPILLUHLONPOLECHOro
KOHTpPONIO 3a Nn. BTparta npw BucyLysaHHi 3 2,50 % Ao 3,5 %
(ansa cymiwi nicns NokpuTTS). BBEAEHHS 3MiH NpoTArom 6-Tu
MiCALiB Micna 3aTBepKeHHs:; 3MiHW | TUny - 3MiHW 3 AKOCTI.
[OTOBWIA NiKapCbKWiA 3aci6. 3MiHW Y BUPOGHULITBI. 3MiHN
BUNpobyBaHb abo JONYCTUMUX MEX, BCTAHOBNEHNX Y
cneumdikauisx, nig yac BUPOOGHMLTBA FOTOBOIO /iKAPCbKOro
3aco6y (BWNYyYEHHS HECYTTEBOrO BUNPOGYBaHHS B NPOLIECI
BMPOBHULITBA) - BUTYYEHHS HECYTTEBOrO NokasHuka "Onuc" -
OMnUC CyMiLLi rpaHyn 40 NOKPUTTSA iX 060IOHKOK Mpu
BMNPOGYBaHHI B NPOLieCi BUPOOHULITBA; 3MiHW | TRy - 3MiHM 3
AKOCTI. [0TOBWIA Nikapcbknii 3aci6. 3MiHN Y BUPOOHULITBI.
3MiHM BUNPo6yBaHb abo AOMYCTUMMX MEX, BCTAHOB/IEHNX Y
cneuudikauisix, nig yac BUpoOHULTBA FOTOBOrO NiKapPCbKOro
3acoby (4oAaBaHHA HOBOrO MeToAy BUNpPoOyBaHHA Ta
[0NyCTUMUX MEX) - AONOBHEHHA METOAY BUNPOOYBaHHS
"OcTaTouHuWiA eTaHoN" Ta AOMYCTUMUX MEX Y cneumdikauisx,
nig yac BupobHuuTBa f13 - AN cymili rpaHy nicns ix
NOKPUTTS; 3MiHM | TUMy - 3MiHK 3 AKOCTi. [OTOBWIA NNikapcbKuii
3aci6. 3MiHM y BUPO6HULTBI. 3MiHW BUNpobyBaHb abo
[ONYCTUMKX MEX, BCTAHOB/IEHMX y creumdikalisx, nig vac
BMPOGHMLITBA FOTOBOrO /liKapCbKOro 3acoby (fofaBaHHA
HOBOrO MEeTOAY BUMNPOGYBaHHS Ta AOMYCTUMUX MEX) -
[OMOBHEHHA MeTofy BUNPo6yBaHHA "KinbkicHe BU3HAUYEHHS
KNapuTpoMmiumHy" Ta JoNYyCTUMUX MEX Y crieuudikalisx, nig
Yyac BupobHuLTBa /13 - A5 CymiLli rpaHyn nicns ix NoKpuTTS;
3MiHM | TRy - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbknii 3acib.
3MiHU Yy BUPOGHMLTBI. 3MiHU BUNpobyBaHb abo AoMYyCTUMUX
MeX, BCTaHOB/IEHUX Y creymdpikayisx, nig yac BupobHuLTBa
roTOBOrO /iKapCbKOro 3acoby (4oAaBaHHA HOBOTO MeToay
BUMPOOYBaHHA Ta AONYCTUMUX MeX) - AONOBHEHHSA METOAY
BMNPOGYBaHHA "laeHTUdiKaLis K1apuTpoMiLmHy" Ta
[ONyCcTUMKX MeX y creumdikalisx, nig yac BupobHuuTtsea /13 -
05 CyMiLi rpaHyn nicns X NoKpUTTA; 3MiHK | Tuny - 3MiHN 3
AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. 3MiHW y BUPOBHULTBI.
3MiHu y npoLeci BUPO6HMLITBA FOTOBOTO /iKapCbKOro 3acoby,
BK/THOYAIOYN NPOMiXHWIA NPOAYKT, L0 3aCTOCOBYETLCA NpU
BMPOBHULTBI FOTOBOrO J1iKapCbKOro 3acoby (He3HayHa 3MiHa y
npoueci BUpO6HULITBA) - HE3HAYHI 3MiHM Ha eTani
rpaHyloBaHHA Npy NPUroTyBaHHi Ta NOKPUTTA rpaHyn
KNapuTpomiunHa 060/10HKOK. BBEAEHHS 3MiH NPOTArom 6-11
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1

MiCALIB MIiCNSA 3aTBEPAYKEHHS; 3MiHM | TUMY - 3MiHM 3 AKOCTI.
[OTOBWIA NikapcbKuWii 3aci6. 3MiHM Yy BUPOOGHULTBI. 3MiHN Y
npotieci BUpO6HMLITBA FOTOBOTO NiKapCbKOro 3acoby,
BK/THOYAI0YN NPOMIXKHUIA NPOAYKT, L0 3aCTOCOBYETLCA NpU
BMPOGHULITBI FOTOBOrO NiKapcbKoro 3acoby (iHLwi 3MiHu) -
YTOYHEHHS CYMapHOro Haf /LKy Ta KOperyBaHHA Haa/IMLLKIB
[OMNOMDKHMX PeYyoBWH: rinpomenosun otanary (HP 55), Tanbky,
pPULMHOBOI Onii, eTaHosy Ta BOAW Yepes BTpaTu B NPOLECi
BMPOGHULITBA M/1IBKOBOrO NOKPUTTSA rpaHy/l. BeBefeHHs 3MiH
NPOTAroM 6-TU MiCALIB MiC/1A 3aTBEPMKEHHS; 3MiHN | TUny -
3MiHM 3 siKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOGHMLTBI. 3MiHN Y NpoLieci BUPOGHMLITBA FOTOBOIO
nNikapcbKoro 3acoby, BKIOUaUy NPOMKHUIA MPOAYKT, L0
3aCTOCOBYETHLCA NPV BUPOBGHMLITBI FOTOBOTO NiKapPCbKOro
3aco0y (iHWi 3MiHK) - cymapHuii onuc chakTopusauii rpaHysn
KNapuTPOMILMHA NPY MOKPUTTI iX 060/10HKO0. [logaBaHHsA
chopmynn AN po3paxyHKy NOKPUTTA Ta AeTasbHuil onuc
po3paxyHKy. BBegeHHS 3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPMKEHHS; 3MiHM | TUNY - 3MiHK 3 AKOCTI. [0TOBWIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHU Y NpoLLECi
BMPOBHULTBA FOTOBOrO NiKapCbKoro 3acoby, BKIOUYaum
NPOMDKHWIA MPOAYKT, WO 3aCTOCOBYETLCS NPY BUPOOHULITBI
roTOBOrO NikapcbKoro 3acoby (iHLi 3MiHW) - KOperyBaHHs
HaAIMLLKIB [OMNOMDKHUX PEYOBUH: copbaty kanito, KpeMHito
Aiokcuay KonoigHoro 6e3BofHOro Ta caxaposun B Npoueci
NNiBKOBOro NMOKPUTTS rpaHy/l. BBeAeHHA 3MiH NpoTarom 6-Tn
MicALIB MiCNSA 3aTBEPAYKEHHS; 3MiHW | TUMY - 3MiHM 3 AKOCTI.
[oTOBMIA Nikapcbkunii 3aci6. 3mMiHW y BUPOOHNLTBI. 3amiHa abo
BBEJEHHA 10AaTKOBOI AiNbHUL BUPOGHMLITBA 4151 HACTUHM
a60 BCbOro BUPOBGHMYOro NpoLecy rotToBOro MikapcbKoro
3acoby (ginbHULA ANS BTOPUHHOIO NakyBaHHS) - BBEAEHHS
[0[aTKOBOT AiNbHUL 4151 BTOPUHHOIO nakyBaHHsA - KPKA, a.4.,
HoBo mecTo, Wmap’eLka wecta 6, 8501 HoBo mMecTo,
CnoBeHis; 3MiHM | Tuny - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKumii
3aci6. 3MiHM y BUPO6HULTBI. 3amiHa abo BBEAEHHS
[0[aTKOBOI fiTbHUL BUPOBHMLTBA A1 YACTUHM abo BCbOro
BMPOBHNYOro NpoLecy roToBoro Nikapcbkoro 3acoby
(BinbHULSA, Ha SAKIN NpoBOAATLCS ByAb-AKi BUPO6HUYI cTagjl, 3a
BWHSATKOM BUMYCKY Cepili, KOHTPO/IKO AKOCTi, NEPBUHHOIO Ta
BTOPVHHOTO NMaKyBaHHSA, A4/19 HECTEPUSTbHUX NiKapChKNX
3aco06iB) - BBEIEHHA [0AATKOBOI Ai/IbHULI AN YaCTUHU
BMPOGHWYOro npouecy (BUPOOHULTBO NPOMDKHOMO NMPOAYKTY
(nicns nokputTs)): IHA-CBI®T TABOPATOPIEC NIIMITEA,
IHAis; 3MiHW | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa Ha3Bu AdI|
ab0o [ONOMIKHOT PEHOBMHU - BUAANEHHS coBa "6e3BoaHNI" 3
Ha3BW SIMMOHHOT KUCNOTW Yy 3B'A3KY 3 OHOB/IEHMMW BUMOTramm
EP w040 Ha3BW IMMOHHOT KUCNOTU, SIK HAcnifok 3MiHn B MKA
N3 p. Cknag. 3MiHN BHECEHI B IHCTPYKLiO 4718 MEeANYHOro
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3actocyBaHHs /13 y p. "Cknag" (4ONOMiXHI peqyoBUHN); 3MiHN 11
TMny - 3MiHK 3 SiKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapCcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo AONYCTUMKX MEX rOTOBOTO /iKapCbKOro
3aco6by (3MiHa 3HaxoA4MTbCA No3a 3aTBepaKeHUMU
[0NyCTUMUMM Mexamu cneundikaLliii) - 3SMeHLLEHHS
rpaHNYyHOro BMICTY aHTUMIKPOBGHOr0 KOHCEPBAHTY Kanito
copbarty: 3 He MmeHLLe 70,0% Bif, 3as1BNEHOI KiNbKOCTi 0 He
MeHLue 50,0 % Bif, 3a3HaYeHOT Ki/IbKOCTi NPy TEPMIHI
36epiraHHsA roTOBOrO NikapCbKoro 3acoby. BBeAeHHs 3MiH
NPOTArom 6-TM MicALiB Nic/a 3aTBePAKEHHS
240. | XENMMNEKC® MopoLUOK AN TOB "Mosi Ykpaina Annekc ®apma CA LLiseiuapis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny - 6e3 UA/15354/01/01
AHTUKONA, OpasibHOr0 PO34MHY 3 Xenc" 3MiHM 3 AKOCTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTpob roToBOro peyenma
HEO JIMMOHHVM CMakoM; No NiKapcbKoro 3acoby - NprBeAeHHsI METOAIB KOHTPOJIIO SKOCTI
4 1 NOPOLLKY B calle; niKapcbKoro 3acoby y BiAMOBIAHICTb A0 BUMOT Ait0HOro
no 10 cawe y 3aKOHOJABCTBA - BUKNageHHs TekcTy MKS nikapcbkoro 3aco6y
KapTOHHIN nayui [epXaBHOK MOBO
241. | XENMEKC® MOPOLLIOK A5 TOB "Mosi YkpaiHa Annekc ®apma CA LLiseiiuapis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny - 6e3 UA/15355/01/01
AHTUKONA, OpasIbHOro PO3YNHY 3 Xenc" 3MiHM 3 AKOCTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTpob roToBOro peyenma
HEO Ma/IMHOBUM CMaKOM NikapcbKoro 3acoby - NpuBeAeHHsI METO/AIB KOHTPOJIIO SKOCTI
no 4 r nopoLuky B NiKapcbKoro 3acoby y BiAMOBIAHICTb A0 BUMOT Ait0HOro
cauwe; no 10 cawe y 3aKOHOAaBCTBa - BUKNaAeHHA TekcTy MKSA nikapcbkoro 3acoby
KapTOHHIN nayui [epXaBHOK MOBOHO
242. | XNOPAM®EH | kpucTasniuHuii TOB "TK YKpaiHa HopsicT Kutaii BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3miHn | Tuny — - UA/13710/01/01
IKOn MOPOLLIOK (Cy6CTaHLis) "Apopa" dapmacstoTikan pyn 3MiHKN y cneyndikauii APl 3a NOKasHMKOM «3a/INLLKOBI
y NoNieTUIeHOBNX Co., NiTa. KiNbKOCTi OpraHiyHuX po34mHHUKIB», 30Kpema napameTp
MiLLKax Ans cneumdikauii 4ONOBHEHO KOHTPO/IEM PO3UYMHHKKA eTaHoy.
BUPOGHMLITBA 3MiH y BUpo6HMYOMY npoLeci He Bigdynocs
HecTepUIbHNX
NiKapcbknx chopm
243. | XNOPrekcu po34nH oNns TOB YkpaiHa TOB "MEANEB" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - 6e3 UA/18075/01/01
ANH 30BHILUHLOIO "MEOJIEB" OHOBJIEHHS TEKCTY MapKyBaHHS1 YNakoBKM J1iKapCbKOro 3acoby peyenma
3acTocyBaHHs 0,05 %, 3 BHECEHHAM iHhopmauii LWOo0 3a3HaYeHHA OAMHNLb
no 100 mny BMMIpIOBaHHA y cuctemi Sl
dhnakoHax noniMepHux
3 ypeTpasIbHO
Hacagkow, nolny
hnakoHax
noniMepHux, no 5 ny
KaHicTpax noaiMepHux
244, | XNOPO®ININ | po3unH cnnpTosuii, 10 MAT Ykpaina MNAT "Tannucapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny - - UA/9519/01/01
T mr/mn, in bulk: no 100 "Tannydapm BHECEHHS 3MiH Y peecTpalLlifiHe JOCbE NoB'A3aHe 3

MN 'y hrakoHi
CknsiHomy abo
nosiMepHomMy, abo

HEOBXiAHICTIO NpuBeAeHHS cneumdikalii Ta MeToiB KOHTPOSIO
[0MNOMDKHOT peyoBuHY ETaHon (96%) o sumor EP/ADY,
njtoye BMAAHHS; CynyTHA 3MiHa - 3MiHM 3 SIKOCTi. [OTOBMIA
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
6aHuj, no 48 6aHoK nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX Pe4yoBUH. 3MiHa y
a60 donakoHiB y MeToAax BUNPOGYBaHHS AOMOMiIXKHOI pe4oBUHM (iHLWi 3MiHK Y
KOpoG6i MeToZax BUNpobyBaHHs (BKIOYaKUM 3aMiHy abo
[0[aBaHHs)); 3MiHu | TUNy - BUTyYeHHs 3 peecTpaviiiHoro
[ocCbe iHhopmaLi, LWoA0 Ha3BM BUPOBHUKIB AONOMDKHUX
peyoBUH (3aTBEPAKEHO BUPOBHMKA LONOMIXHOI pEYOBUHN
ETaHon (96%) «BOpoKCcbKWil CINPT 3aBOA»), Y 3B'A3KY i3
nepioguYHMMN 3MiHAMU Ha3B BUPOGHMKIB LOMOMDKHIX
PEeYOoBUH, OCKINbKM crieumdikalis Ta MeTOAN KOHTPOIO AKOCTI
iIeHTUYHI ANS BCIX BUPOGHWKIB
245. | XNOPO®ININ | po3unH cnupToBuii, 10 NAT Ykpaina MAT "lanuudapm” YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - 3a UA/4551/02/01
T mr/mn, no 100 mny "Tanuudapm BHECEHHS 3MiH Y peecTpaLiiiiHe f0CbE NoB'sA3aHe 3 peyenmom
chnakoHi (cknssHomy " HeoOXiAHICTIO NpuBeAeHHS cneundikauii Ta MeToAiB KOHTPOSIO
a60 nonimepHomy), no [0NOMKHOT pevoBrHU ETaHon (96%) Ao Bumor EP/A®Y,
1 conakoHy B nauuyj; no Aitoye BMAAHHS; CynyTHS 3MiHa - 3MiHu 3 sKocTi. FoToBMiA
100 mn y 6aHui, no 1 nikapcbkuii 3aci6. KOHTPob AONOMIXHMX Pe4yoBUH. 3MiHa y
6aHLui B nayw,i MeTofax BUNPO6YBaHHS AOMNOMIDKHOI peHOBUHM (IHLWI 3MiHW Y
MeTodax BunNpobyBaHHSA (BKIOYaoumn 3amiHy abo
[ofaBaHHs)); 3MiHu | TUny - BUTyUYeHHs 3 peecTpaviiiHoro
[ocbe iHhopmaLi, LWoA0 Ha3BM BUPOBHUKIB AONOMDKHUX
peyoBUH (3aTBEPAKEHO BUPOBHMKA LOMNOMIXHOI pEHOBUHN
ETaHon (96%) «BopoKCcbKWil CINPT 3aBOA»), Y 3B'A3KY i3
nepiognyHNMM 3MiHaMU Ha3B BUPOGHUKIB JONOMIXHUX
PEeYOBUH, OCKINbKM crieumdikalis Ta MeTOAM KOHTPOIO AKOCTI
iIeHTNYHI ANs BCIX BUPOGHWMKIB
246. | XMENHO EKCTPaKT pifkuii NAT YkpaiHa MAT "lranuudapm” YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | TUny - - UA/12525/01/01
LUNLLIOK (cybeTaHuisn) B 6oukax | "lanuudhapm BHECEHHS 3MiH y peecTpauiiiHe gocke (migposgin 3.2.S.2.3.
EKCTPAKT noniMepHUX A " KoHTponb maTepianis) noB's3aHe 3 HEOOXiAHICTIO MPVYBEAEHHS
PIAKWIA BMPOGHULITBA cneuundikauii Ta MeToaiB KOHTponto ETaHon (96%) y
HecTepu/IbHUX BiANOBIAHICTb A0 BUMOr EP/A®Y, aitoue BUAaHHS; CynyTHA

nikapcbknx popm

3MiHa
- 3MiHM 3 skocTi. APl KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA APl abo BUXigHOrO MaTepiasly/npoMiKHOro
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y NPOLEC
BUpPo6HMLTBA AP (iHLWi 3MiHM Y MeToAax BUNPO6yBaHHS
(BkNtovarouM 3amiHy abo fonoBHeHHS) APl abo
BVXiZHOrO/NPOMIXHOr0o NPOAYKTY); 3MiHU | TUNY - BUNYYEHHS 3
peecTpauiiiHoro gocke (nigpo3ain 3.2.S.2.3. KoHTponb
marepianis) iHdhopmMaLii, LLIOA0 Ha3BU BUPOGHVKA peareHTiB
(3aTBepmxeHo: [lepxxasHe NigNprUeEMCTBO CMMPTOBOI Ta Nikepo-
ropifiyaHoi NMPOMUCIOBOCTI «YKPCIUPT»), Y 3B'A3KY i3
nepioguyHMMN 3MiHaMK Ha3B BUPOGHMKIB peareHTiB, OCKi/IbKM
crneuudikalis Ta MeToAmn KOHTPOSIHO AKOCTI iA@HTUYHI A1 BCiX
BMPOGHUKIB
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
247. | XONEAlyC PO34YMH OpasIbHUIA, N0 TOB YkpaiHa MpAT "Bionik" YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 6e3 UA/9107/01/01
25 Mn y donakoHi 3 "YKpaiHCcbKa OHOBJIEHHS TEKCTY MapKyBaHHS YNakoBKYM J1iKapCbKOro 3acoby peyenma
npo6Koto- thapmauesT 3 BHECEHHSAM iHhopmaL,ii LWOoA0 3a3HaYEHHA O4UHULIb
KpanenbHuueto, no 1 nyHa BUMIpIOBaHHA y cuctemi Sl
hnakoHy B nauui 3 KomMnaHisa"
KapToHY
248. | XYMY/NIH M3 cycneHsis ans Ninni ®paHc | ®paHuis Ninni ®paHc ®paHuisa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - 3a UA/8567/01/01
iH'ekuii, 100 MO/mn; 3MiHM BUNpobyBaHb nig Yyac Bupo6HuLTBa 13, a came: peyenmom
no 3 Mn 'y CKIstHoMy AofasaHHa fo nigposginy 3.2.P.3.3.0nuc BUpo6HMYoro
KapTpuaxi; no 5 npouecy: «lepeBipka kapTpuAXKIiB Ta 36epiraHHs 3paskiB»;
KapTpuaxis y 3MiHU | TUNY - 3aNPONOHOBAHO HE3HAUHY 3MiHY B Npoueci
KapTOHHI nayu; no 3 BMPOGHMLITBA, 30KPEMA, Y BUKOPUCTaHHI 3aBaHTaXyBasIbHUX
M/TY CKISIHOMY pesepsyapis 419 foAaBaHHA CUPOBUHWN B PeLLenTypHWiA
KapTpuaxi; no 1 pesepsyap
KapTpUaKy Yy Wnpuu-
pyuui KikMeH; no 5
LUMPULL-PYYOK Y
KapTOHHIW nayui
249. | XYMYNIH cycneHsisa gns Ninni ®paHc | PpaHuin Ninni ®paHc PpaHuis BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - 3a UA/8569/01/01
HMX iH'ekuiii, 100 MO/mn, 3MiHM BUNpobyBaHb nig Yac Bupo6HuLTBa 13, a came: peyenmom
no 3 Mny CKNstHoMy AofaBaHHa fo nigposginy 3.2.P.3.3.0nunc BUpO6GHMYOro
KapTpuaxi; no 5 npouecy: «lMepeBipka kapTpuAXKIiB Ta 36epiraHHs 3paskiB»;
KapTpuaxis y 3MiHK | TNy - 3aNPONOHOBAHO HE3HAUHY 3MiHY B NpoLeci
KapTOHHI nayu; no 3 BMPOGHMLITBA, 30KPEMA, Y BUKOPUCTaHHI 3aBaHTaXXyBasIbHUX
M/TY CKNSIHOMY pesepByapis 419 foAaBaHHA CUPOBUHMN B peLLenTypHWii
KapTpuaxi; no 1 pesepsyap
KapTpuaKy Yy Wnpuu-
pyuui KeikleH; no 5
LUMPULL-PYYOK Y
KapTOHHIW nayyi
250. | LEPYKAN® PO3YMH ANS iH'EKLN, TOB «TeBa Ykpaina Brpo6HMLUTBO HimeyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 3MiHa 3asBHMKa 3a UA/2297/02/01
10 mr/2 mn, no 2 Mn B YkpaiHa» Hepo3acoBaHoro (BnacHuka peecTpauiiiHoro nocsigueHHs). 3MiHu | Tuny - 3mikn | peyenmom
amnyni; no 10 amnyn y NpoAYyKTY, NEPBUHHA oo 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs
KOpoO6Li Ta BTOPVHHA ab0 3MiHU [0 y3araslbHEHNX AaHUX NPo cuctemy
ynakoBka, [l03Bi/1 Ha hapmakoHarnagy (BBefeHHs y3arasibHeHUX gaHnx npo
BUMYCK cepii: cuctemy hapMakoHarnagy, 3MiHa ynoBHoBaXkeHoi ocobu,
Mepkne 'M6X, BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsay; KOHTakTHOI
HimeuuunHa; 0co6u 3 chapmakoHarnagy 3asBHVKa A5 34iINCHEHHS
KoHTporsb cepii: hapMakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHA Big,
Mepkne 'M6X, YMNOBHOBaXEHOT 0cobu, BiANoBiAaNbHOT 3a 34iACHEHHS
HimeuunHa thapmakoHarnsgy (BKoyaoum KOHTaKTHI AaHi) Ta/abo 3MiHu y
po3MilLeHHI MacTep-haiina cuctemn hapmakoHarnsgy) 3miHa
YNOBHOBaXEHOI 0C06YM 3asBHMKA, BigNoBifabHOI 3a
hapmakoHarnsag. Aitoya pegakuis: Orit Stern-Maman.
MponoHoBaHa pegakuis: buctpoa OkcaHa BitaniiBHa. 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHOI 0COOU 3asBHUKA,
BiANOBIAa/IbHOI 3a (hapmakoHarnsag.
251. | UETUPU3WNH- | TabneTtku, BKpUTI TOB «TeBa YKpaiHa Mepkie N'meX HimeyunHa BHECEHHS 3MiH A0 peecTpauiiHuX maTepiasiB: 3mMiHa 3asiBHUKA 6e3 UA/7158/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
TEBA M/1iBKOBOIO YkpaiHa» (Bupo6HuuTBO (BnacHvika peecTpauiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peyenma
060/10HKO10, M0 10 Mr; Hepo3ghacoBaHOro Big 23.07.2015 Ne 460) - 3miHa 3asBHUKA; 3MiHW | TUNY - 3MiHU
no 7 TabneTok y nNpoaykTy, A03BIN Ha Loao 6e3snekn/edpekTnBHOCTI Ta thapmakoHarnagy. BeegeHHs
6nicTepi; no 1 BWMNYCK Cepil; ab0 3MiHM [0 y3arasibHeHVX AaHNX Npo cucTemy
6nicTepy y kopob6Li; no MepBuHHaA Ta chapmakoHarnsgy (BBefeHHs y3araibHeHUX AaHux npo
10 TabneTok y BTOPVHHA yNnakoBKa, cucTemy thapmakoHarnsgy, 3MiHa ynoBHOBaXKeHOi ocobu,
6nicTepi; no 1 abo no KOHTPO/Ib SKOCTI) BiANOBIAaUIbHOI 3a 34iiCHEHHS hapMakoHarnsay; KOHTaKTHOI
2,a6o no 3, abo no 5 0cobu 3 chapmakoHarnsay 3asaBHVKa o151 34iIACHEHHS
6nicTepis y kopoobLi thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif,
YMOBHOB&XeHOT 0cobu, BiANOBiAaNbHOT 3a 34iACHEHHS
hapmMakoHarnagy (Bk1oYatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Y
po3MiLLeHHi MacTep-thaiina cuctemun chapmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0COOM 3asiBHUKA, BiAMOBIAA/IbHOI 3a
thapmakoHarnsag. ditoya pegakuis: Orit Stern-Maman.
MponoHoBaHa pefakuis: buctposa OkcaHa BitaniiBHa. 3miHa
KOHTaKTHUX AaHnX YyNOBHOBaXKEHOI 0COOU 3asBHUKA,
BiANOBiAa/IbHOT 38 hapmakoHarnsg
252. | UETPUMAK TabneTku, BKpUTI Makneogc IHAjs Makneopc IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny - 6e3 UA/16082/01/01
nNiBKOBOIO dapmacbioT dapmacbloTUKanic He3HauHi 3MiHW Y 3aTBeppKeHNX MeTofax BUNpobyBaHHsS peyenma
060/10HKO0, N0 5 Mr, nKasnc NimiTen po3ain "KinbkicHe BU3HaveHHs", "OQHOPIAHICTL [030BaHNX
no 30 TabneTok y Nimiteq oAVHMLB", "PO3UnHEHHR"; 3MiHK || TURY - 3MiHa gonyCcTUMMX
chnakoHi, no 1 MeX crneuudikaii roToBoro slikapcbkoro 3acoby 3a .
(h1aKoHY Y KapTOHHilA «KisibkicCHe BU3HAYEHHS» Ha TepMiH NpUAaTHOCTI;
ynakosui; no 10 3anponoHosaHo: Mpu Bbinycke «OT 4,75 mr o 5,25 mr
TabneTok y 6nictepi: neBoUeTUPU3MHA aurngpoxiopuga B Tabnetke(95,0%-105,0%
no 1 a6o 3 6nictepn y OT 3as1B/IEHHOr0 KONN4YecTBa)), B TeueHne cpoka rogHocTn
KapTOHHI ynakosL,i «OT 4,5 mr fio 5,5 Mr nesoueTnpusnHa aurnapoxiopuaa s
Tabnetke (90,0%-110,0% OT 3asAB/IEHHOrO KO/IMYECTBA))
253. | LE®OMNEKTA | nopoLuokK Assi po3unHy My6niuHe YkpaiHa My6niuHe akuioHepHe YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | TUny - 3a UA/13412/01/01
M ans iH'ekuiii, 500 akujioHepHe TOBapucTBO "HaykoBo- nogaHHa Hosoro CEP R1-CEP 2007-202-Rev 02 Ha A®| peyenmom
Mmr/500 mr; no 1 TOBapuCTBO BMPOGHUYNIA LedhonepasoHy HaTpieBoi coni chipmu «Qilu Antibiotics
(p1aKkoHy 3 NOPOLLKOM; "HaykoBo- LeHTp"BopLuariBCcbkuii Pharmaceutical Co., Ltd», KuTaii; 3miHu | TUny - BUIy4YeHHs 3i
no 1 conakoHy 3 BMPOBHNYMIA XiMiKo- cneumndikayii A®I LedonepasoHy HaTpieBOT COAi MOKa3HMKa
NMOPOLUKOM B nauii 3 LEeHTp thapmaueBTUYHWIA AKOCTI «Baxkki MeTauin»; 3MiHu | Tuny - AOMiHICTPaTUBHI 3MiHW.
KapToHy; no 5 "BopLuariscb 3aBog" BunyuyeHHs BUPOGHMYOI AinbHUL (BKIKOYAKOUMN AiNbHALL AN
(h/1aKOHIB 3 MOPOLLKOM KW Ximiko- A®I, npomiXHOro NpoAyKTy abo roToBOro slikapcbkoro 3acoby,
y kaceTi; no 1 kaceti y hapmaueBT OiNbHULI ANA NPOBeAEHHS NaKyBaHHS, BUPOOHUKa,
neHasni 3 KapToHy NYHWIA BiANOBiAA/ILHOIO 3a BMNYCK Cepiii, MicLie NPOBEAEHHS
3aBog" KOHTPOIO cepii) abo nocTavasnibHWKa BUXIAHOrO MaTepiasny,

peareHTy abo AOMNOMIKHOT PEYOBUHM (AIKLLO 3a3HAYEHO Y
[0CbE); CYNyTHS 3MiHa - 3MiHM 3 iKocTi. A®l. KoHTponb AdI.
3miHa y napameTpax cneuudikauin Ta/abo AonycTumMmux Mex,

BM3HA4YeHNX Y cneundikauisx Ha A®l, abo
BUIXiHWIA/NPOMIKHUWIA NPOAYKT/peareHT, Lo BUKOPUCTOBYHOTLCSA
y npoueci BupobHuytBa A®| (BUTyYEHHS HE3HAYHOTO
nokasHuKa AKOCTi (Hanpuknag BUNyYeHHs 3acTapinoro
nokasHuka)) (b.1.6.1. () IA) - BuIy4YeHHs BUpobHuka Ad|
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

Cynbbaktamy HaTpieBa cisib doipmn «<HARBIN
PHARMACEUTICAL GROUP CO. LTD. General Pharm.
Factory», Kutaii i ik Hacnigok, BU/Ty4eHO BUMOTU [0 TECTY
«3a/IMLLKOBI KifIbKOCTi OpraHiYHNX PO34YMHHUKIB» A5 AaHOro
BMPOGHMKA;
3MiHW | TURY - 3MiHK y MeToauLi BUNpobyBaHHA A®I 3a
NOKa3HUKOM «CTepuIbHICTb», 3anpONOHOBAHO BUKOPUCTAHHS
HOBOrO iHaKTUBarTopa A1 aHTubioTnkis BBLTM Penicillinase
concentrate (Vial Penicillinase 1000000 KU/ml 1Ea); 3MiHu |
T™Mny - 3MiHN Y MeToAuLI BUNpobyBaHHs /13 3a NOKa3HNKOM
«CTepuUsbHICTb», 3aNpoNOHOBAHO BUKOPUCTaHHA HOBOTO
iHaKkTMBaTOpa ANs aHTmbioTukie BBLTM Penicillinase
concentrate (Vial Penicillinase 1000000 KU/ml 1Ea)

254,

LE®OMEKTA
M

MOPOLLIOK 4718 PO3YNHY
ans iH'ekuii, 1 /1 r; no
1 donakoHy 3
NnopoLUKoMm; no 1
(p1aKkoHy 3 MOPOLLKOM
B MauLi 3 KapTOHy; No
5 thnakoHis 3
MOPOLLUKOM Y KaceTi; no
1 kaceTi y neHani 3
KapTOHY

My6niuHe
aKujioHepHe
TOBapWCTBO
"HaykoBo-
BMPOGHNYNIA
LeHTp
"BopLuariscb
KniA XiMiko-
thapmaueBT
NYHUIA
3asof”

YkpaiHa

My6niyHe akuioHepHe
TOBapucTBO "HaykoBo-
BMPOGHUYNIA
LeHTp"BopLuariBCcbkuii
Ximiko-
thapmaueBTUYHWIA
3asof”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny -
nogaHHa Hosoro CEP R1-CEP 2007-202-Rev 02 Ha A®|
uedionepasoHy HaTpieBoi coni doipmu «Qilu Antibiotics
Pharmaceutical Co., Ltd», KuTaii; 3miHK | TUny - BUIy4YeHHs 3i
cneumdikayii A®I LedonepasoHy HaTpieBOI COAli MOKa3HMKa
AKOCTI «Baxki MeTanu»; 3miHu | Tuny - AAMiHICTPaTUBHI 3MiHW.
BunyuyeHHs BUPOGHMYOI AiNbHUL (BKIOYAKOUMN AiNbHAL AN
A®I, npomiXHOro NpoAyKTy abo roToBOro slikapcbkoro 3acoby,
OiNbHUL ANA NPOBeAEHHS NaKyBaHHS, BUPOOHUKa,
BiANOBIAA/ILHOIO 3a BMNYCK CePpiii, MicLie NPOBEAEHHS
KOHTPOIO cepii) abo nocTavasnibHWKa BUXIAHOrO MaTepiasny,
peareHTy abo AOMOMIKHOT PEYOBUHM (AIKLLO 3a3HAYEHO Y
[0CbE); CYNyTHSA 3MiHa - 3MiHM 3 iKocTi. A®l. KoHTponb AdI.
3miHa y napameTpax cneuudikauin Ta/abo AonycTummx Mex,
BM3HA4YeHNX y cneundikauisx Ha A®l, abo
BUIXiHWIA/NPOMIKHUWIA NPOAYKT/peareHT, Lo BUKOPUCTOBYHOTLCSA
y npoueci BupobHuytBa A®| (BUTyHYEHHS HE3HAYHOTO
nokasHuKka AKOCTi (Hanpuknag BUNyYeHHs 3acTapinoro
nokasHuka)) (b.1.6.1. (r) IA) - Buny4YeHHs BupobHuka Ad|
Cynbbaktamy HaTpieBa cinb dipmn «<HARBIN
PHARMACEUTICAL GROUP CO. LTD. General Pharm.
Factory», Kutaii i ik Hacnifok, BU/Ty4eHO BUMOTU [0 TeCTy
«3a/IMLLKOBI KiSIbKOCTi OpraHiyHNX PO3UNHHUKIB» A5 AaHOr0
BMPOGHMKa,;
3MiHM | TUNY - 3MiHW Y MeToauui BUNpobyBaHHA AdI 3a
NoKasHNKOM «CTepUbHICTb», 3anponOHOBAHO BUKOPUCTAHHS
HOBOTO iHaKTMBarTopa An1s aHTubiotvkis BBLTM Penicillinase
concentrate (Vial Penicillinase 1000000 KU/ml 1Ea); 3miHu |
MRy - 3MiHW y MeToAuLi BunpobysaHHA /13 3a nokasH1KoM
«CTepusbHICTb», 3aNPONOHOBAHO BUKOPUCTaHHA HOBOTO
iHakTMBaTOpa ANns aHTubioTMkis BBLTM Penicillinase
concentrate (Vial Penicillinase 1000000 KU/ml 1Ea)

3a
peyenmom

UA/13412/01/02

255.

LUEDPTATIM-

MOPOLLOK /151 PO3UMHY

MaHKainHa

IHAjs

MaHkaiiHa ®apma

IHAjiA

BHECEHHS 3MiH 0 peecTpaLiiHnX maTtepiasiB: 3miHu | TNy -

3a

UA/18512/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
1000 Ans iv‘exuii no 1000 dapma NimiTen 3MiHV BHECEHO [0 iHCTPYKLiT 4715 MeANYHOro 3acToCyBaHHS peyenmom
Mr, N0 1 dpnakoHy y Nimiten nikapcbKoro 3acoby y po3ginu: "OcobMBOCTi 3acTOCyBaHHS'",
KapTOHHI KOpO6Li "Mo6iuHi peakwyji" BigNOBIAHO A0 OHOBNEHOI iHchopmaLii 3
6e3nekun Ailo4oi pevoBnHN. BBeAeHHS 3MiH NpoTArom 6-tn
MicALiB Micna 3aTBepAKeHHs
256. | LWAENOH Kpanni o4Hi no 5 mn TosapucTBO Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny - 3a UA/4507/01/01
a6o 10 mn y dhnakoHi, 3 obmexeHor BBEJEHHS 40AaTKOBOro po3mipy cepii N3 ans BupobHuka peyenmom
no 1 chnakoHy B 06MEXEHO BiANOBIAAILHICTIO TOB "®APMEKC I'PYM" - 50 n (10000 dhnakoHis no 5 mn).
KOpOO6Li Y KOMMMIEKTI 3 Bignosigasib "[locnigHwin 3aBog, MponoHoBaHa pegakuis: 10 n (2000 dnakoHis no 5 mn); 50 n
KpULLKOLO- HiCTIO "r'HUIC", YkpaiHa (BCi (10000 dhnakoniB no 5 mn); 100 11 (20000 chnakoHis no 5 m);
KpanenoHuuero "AocnigHnia cTagii BUpobHuUUTBa, 300 n (60000 dpnakoHiB no 5 ms); 10 n (1000 donakoHis no 10
3aB0Oj, KOHTPO/b SIKOCTI, m); 100 n1 (10000 dhnakoHis no 10 mn); 300 n (30000
"rHyact BUMYCK cepii); dhnakoHiB no 10 mn)
ToBapucTso 3 Bupo6bHuk TOB "®APMEKC I'PYI"
06MEXEHOI0
BiANOBIAA/IbHICTIO
"®APMEKC IPYM",
YkpaiHa (Bci cTtagii
BMPOGHMLITBA,
KOHTPO/b SIKOCTI,
BWMNYCK cepii)
257. | UMHAPU3WH | nopowok (cybcTaHuis) AT Ykpaina BIPYIMAKLLA IHais BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - - UA/13532/01/01
y nakeTax noggiiHunx "papmak” OPTAHIKC NIMITEL, AAMiHICTpaTVBHI 3MiHW. 3MiHa Ha3Bu APl abo AONOMIKHOI
nonieTuaeHoBmx ANs peyoBuHM - 3MiHa Ha3Bu A®I: 3aTBepmkeHo: LinHHapnanH /
BMPOGHMLITBA Cinnarizine 3anponoHoBaHo: LinnapuauH / Cinnarizine $k
HecTepuIbHUX Hacnigok oHoBMeHo Ha3sy AdI y cneuundikauii 3a nyHKTamu:
nikapcbknx hopm «laeHTudikauis», «KinbkicHe BU3Ha4eHHs» Ta MeTogax
KOHTPOJIO SIKOCTi 3a NyHKTaMu: «laeHTudikayis», «CynpoBigHi
LOMILLKM», «KiflbKICHE BU3HAYEHHS»
258. | UWNNPO®DNIOK | Tabnetku, BKpUTI MpAT YKpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 4,0 pPeeCcTpaLiiHnX maTtepiasiB: 3miHu | Tuny - 3a UA/8660/01/01
CALUVH o060noHkoto, no 250 "TexHonor" 3MiHW BHECEHO [0 iHCTPYKLIi A1 MeAUYHOro 3aCToCyBaHHS peyenmom

Mmr, no 10 Tabnetok y
6nictepi, mo 1
6nicTepy y nauuj 3
KapToHy, no 10
TabneTok y 6nictepi,
no 90 6nicTepiB y
KOpo6Li 3 KapTOHY

nikapcbKoro 3acoby y po3ainun: "OcobnnBocTi 3acTocyBaHHA",
"Mo6ivHI peakuji" BigNOBIAHO 40 OHOB/IEHOI iHhopmaii 3
6e3neku gjloyoi pevyoBnHU. BBeAEHHS 3MiH NPOTArom 6-Tu
MiCALIB MiCNA 3aTBEPLKEHHS; 3MiHM || TUMNY - 3aABHUKOM
Ha/laHO OHOBJIEHWIA NNaH ynpasniHHA pusvikamu sepcis 2.0.
3MiHV BHECEHO [0 YacTuH V «3axoau 3 MiHiMi3aLii pu3nkiB»,
VI «Pe3tome nnaHy ynpasniHHA pu3nkaMmmn», y 3B’a3Ky i3
OHOB/IEHHNMU pekomeHauismm PRAC. Pestome MYP Bepcis
2.0 popaeTtbes. MNpeactaBneHi 3MiHM B iHGhopMaLlii 3 6e3neku
LLIO0 BHECEHHS 3MiH Ta AONOBHEHb Y po3ginax: «Mo6iuHi
peakuii» Ta «OCo6MNBOCTI 3aCTOCYBaHHS» MPOEKTY IHCTPYKLiT
0151 MeMYHOro 3acToCcyBaHHA Ha niacTasi pilleHHss KomiTeTy 3
oLiHKKM pu3wkiB y hapmakoHarnsgi (PRAC) €sponelicbkoro
areHTCTBa 3 Jlikapcbknx 3aco6iB (EMA). MoxyTb 6yTun
pekoMeHAOoBaHi 0 3aTBep)KEHHS Ta BHECEHHS B IHCTPYKLitO
A1 MeiYHOro 3acToCyBaHHS iKapcbkoro 3acoby. BeegeHHs
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3MiH NPOTAroM 6-TW MICALB NicNs 3aTBEpPAKEHHS
259. | UMNPO®NOK | Tabnetkun, BKpUTI MpAT Ykpaina MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - 3a UA/8660/01/02
CALVH 060/10HKO10, No 500 "TexHonor" 3MiHM BHECEHO A0 iHCTPYKLii 4158 MeAUYHOro 3aCTOCYyBaHHS peyenmom
mr, no 10 TabneTok y nikapcbKoro 3acoby y po3ginu: "OcobamMBoCTi 3acToCyBaHHS",
6nictepi, no 1 "Mo6ivHI peakuii Bi4NOBIAHO L0 OHOBJIEHOI iHhopmaLlii 3
6nicTepy y nauuyj 3 6e3nekun Ajtoyoi pevoBnHN. BBeAeHHS 3MiH NpOTArom 6-Tu
kapToHy, no 10 MiCALIB MiC/1A 3aTBEPKEHHS; 3MiHM || TUMY - 3aABHUKOM
Tabnetok y 6nictepi, HaZilaHO OHOBJIEHWIA N1aH ynpas/iHHA pusukamu Bepcis 2.0.
no 70 6nictepis y 3MiHN BHECEHO [0 YacTuH V «3axoam 3 MiHiMi3aLii pu3mnkis»,
KOpOoO6Li 3 KapTOHY VI «Pe3iome nnaHy ynpasniHHSA pyU3nkamMmmns, y 3B'A3KY i3
OHOBJ/IEHHUMU pekomeHaauismm PRAC. Pestome MYP Bepcis
2.0 popaetbes. MNpeactasneni 3mMiHM B iHopmaii 3 6e3neku
LLI0A0 BHECEHHS 3MiH Ta AONOBHEHb Y po3ginax: «Mo6iyHi
peaxuii» Ta «Oco6MBOCTI 3aCTOCYBaHHA» MNPOEKTY IHCTPYKLT
A5 MeMYHOro 3acTocyBaHHSA Ha nigcTasi pilleHHs KomiTeTy 3
OLiHKM pu3ukiB y dhapmakoHarnagi (PRAC) €sponeiicbkoro
areHTCTBa 3 /likapcbkux 3aco6is (EMA). MoxyTb 6yTun
PEKOMEHA0BaAHI 40 3aTBEPAKEHHS Ta BHECEHHS B iHCTPYKLitO
AN MeAnYHOro 3acToCyBaHHA NikapCbKoro 3acoby. BeeaeHHs
3MiH NPOTAroM 6-TW MICALIB NiCNA 3aTBePAKEHHS
260. | UNTOBIP® -3 | kancynu; no 12 kancyn | TOBAPUCT Ykpaina Lintomeg Oto PiHnAHAiA BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny - 6e3 UA/12580/01/01
y 6nicTepi; no 1 BO 3 3MiHM Woao 6e3neku/edhekTBHOCTI Ta chapmakoHarnagy - peyenma
6nicTtepy B navui 3 OBMEXEH BHECEHHS 3MiH [0 po3ainy «MapkyBaHHs» MKHA N13:
KapTOHy; no 2 abo 4 [e]}0) 3anponoHoBaHo: MapKyBaHHS 3rigHO 3aTBEPAXKEHOr0 TEKCTY
6nicTepy B nayuj 3 BIANOBIOA MapKyBaHHA. OHOB/IEHHS TEKCTY MapKyBaHHA ynakoBKU
KapToHy NBHICTHO NiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmaLii Wwoao
"KOHCANT 3a3Ha4YeHHs 0AMHMLb BUMIpIOBaHHS Y cuctemi Sl
VNHIOBA
rPYNA
"BIBHECOH
261. | UMUHY EKCTPaKT Cyxuii MAT Ykpaina MNAT "Tanunucbapm” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | TUny - - UA/13551/01/01
nIWAHOIro (cybeTaHuifn) y miwkax | "Tanuudapm 3MiHK 3 AKOCTi. ADIl. KoHTposib A®I. 3miHa y napameTpax
KBITIB nonieTuIeHoBux ons " cneumdikauin Ta/abo [oNycTUMKUX MEX, BUSHAUYEHUX Y
EKCTPAKT BMPOGHMLITBA cneumdikauisx Ha A®l, abo BUXiAHWUA/NPOMIXHWIA
cyxumn HeCcTepuIbHUX NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCSA Y Npoueci

nikapcbkux popm

BMPOGHMLTBA ADI; CynyTHSA 3MiHa: 3MiHM 3 AKoCTi. ADI.
KoHTposnb A®l. 3miHa y meTogax BunpobysaHHa APl abo
BMXIAHOIO MaTepiany/NpoMiKHOro NpoAyKTy/peareHTy, Wo

BVIKOPVCTOBYETbLCS Y NpoLeci BUPO6GHMLTBA ADI (iHLUI 3MiHU Y
MeTofax BuNpobyBaHHs (BKOYaoumn 3amiHy abo
[0NOBHEHHST) AD®| abo BMXiAHOTO/MPOMIDKHOrO NPOAYKTY) -
BHECEHHS 3MiH Y peecTpauiiiHe gocbke (nigpo3ain 3.2.S.2.3.
KoHTponb maTepianis) Nos'A3aHe 3 HEOOXiAHICTIO NPUBEAEHHS
crneungikauii Ta meTogiB KOHTponto ETaHon (96%) y
Bi4NoBIAHICTb A0 BUMor EP/A®Y, aitove BuaaHHS, sika
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

BUKOPWCTOBYETLCA NPy BUPOBGHMLTBI AD| LIMUHY nilaHoro
KBITiB EKCTPAKT CYXMiA, EKCTPaKT Cyxuii (CybcTaHLis); 3MiHu |
TUMY - BUNYYEHHA 3 peecTpaLiiHoro gocke (nigposain
3.2.5.2.3. KoHTponb Matepianis) iHchopmaLlii, o0 Ha3Bu
BMPOGHMKa peareHTiB (3aTBepakeHo: [epxaBHe
NiANPUEMCTBO CNMPTOBOI Ta NiKepo-ropisiyaHoi NPOMUCAOBOCTI
«YKpCnupT), Y 3B'A3KY i3 NepiognYHUMM 3MiHAMW Ha3B
BMPOGHWKIB peareHTiB, OCKiNlbku crieumdikalis Ta metoau
KOHTPOIO AKOCTI iAEHTUYHI 1151 BCIX BUPOBHYKIB

262.

UYEBPELIIO
EKCTPAKT
PIOKWIA

€KCTPaKT pigkuii
(cybeTaHuifn) y 604kax
nonimepHux ans
BMPOGHMLTBA
HecTepunbHNUX
nikapcbknx hopm

NAT
"Tanuudapm

YkpaiHa

MNAT "Tannucapm”

Ykpaina

BHECEHHS 3MiH IO peecTpaLjiiiHuX maTepianis: 3MiHu | TUny -
BHECEHHS 3MiH Y peecTpauiiiHe focke (nigpo3gin 3.2.S.2.3.
KoHTponb maTepianis) noB'sA3aHe 3 HEOOXIAHICTIO MPVYBEAEHHS
cneuudikauii Ta MeTogiB KOHTponto EtaHon (96%) y
BiANOBIAHICTb A0 BUMOr EP/A®Y, aitoue BUAAHHS; CYNyTHSA
3MiHa
- 3MmiHu 3 sKkocTi. A®Il. KoHTponb A®Il. 3miHa y meTogax
BUNpo6yBaHHA APl abo BuxigHoOro martepiany/npoMiKHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLEC
BMPOGHMLUTBA ADI (iHLWIi 3MiHM y MeToAax BUNPOOyBaHHS
(BKtOHAOUM 3aMiHy abo f0NoBHeHHS) APl abo
BWXiAHOr0/MPOMIXXHOIO NPOAYKTY); 3MiHW | TUMY - BUNYYEHHS 3
peecTpauiiHoro gocke (nigpo3ain 3.2.S.2.3. KoHTponb
marepianis) iHhopmaLi, LWoA0 Ha3BU BUPOBHMKA peareHTiB
(3aTBEpMXEHO: MHI3ANYIBCBKUI AepXaBHWI CMMPTOBWIA 3aB0A),
Y 3B'A3KY i3 NepiogNYHMMU 3MiHAMU Ha3B BUPOGHMKIB
peareHTiB, OCKiNbKu creundikaLis Ta MeToamn KOHTPOSIO AKOCTI
IAEHTVYHI ANs BCIX BUPOGHWKIB

UA/9745/01/01

263.

IOMEPIO

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKO10, No 50 mr,
no 14 tabnetok y
6nictepi; no 2 a6o 4
6nicTepy B KapTOHHIN
Kopobui

Hosapric
Papma
Cepsices Al

LLiBeiuapis

Hosapric CiHranyp
PapmacbioTuKan
MaHydekTypiHr MNre.
Nrp., Civranyp
(BUPOGHMLTBO,
KOHTPO/Ib SKOCTI);
HosapTic ®apma
C.n.A,, ltanis
(BMpOGHMLTBO,
KOHTPO/b AKOCTI,
nepBuHHe Ta
BTOPUHHE NakyBaHHs,
BMNYyCK cepi');
HosapTic ®apma
LTeitn Al, LWseiiyapis
(BUpOGHMLTBO,
KOHTPO/b SKOCTI)

Cinranyp/
ITanis/
LLiseiiuapis

BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3miHu |l Tuny -
3a5BHUKOM HaJaHO OHOBMIEHUIA NaH yNpaB/iHHA pu3nkamm
Bepcisa 2.1. 3miHn BHeceHo A0 YacTuH Il «Cneundikauis 3
6e3nekn», Il «MnaH 3 hapmakoHarnagy», V «3axoam 3
MiHiMi3aLii pu3ukiB», VI «Pe3tome nnaHy ynpasniHHA
pusnkamm», VII «logatkmn» y 38'3Ky 3 OHOB/IEHHAM
iHchopmawii Wwoao nicnapeecTpauiiHnx focnigxeHb 3 6e3neku,
a TakKoX Y 3B'3Ky 3 BUAAIEHHAM MOTEHLIAHNX PU3NKIB
«TpombouuToneHis» i «HeliTponeHis» Ta nepeknacudikawieto
HeBIZOMOI iHGhopMaLiT LLoA0 3aCTOCYBaHHA Y NaUieHTIB 3
TSHKKUM YPaXKEHHAM HUPOK B ifEHTUIKOBaHUI pr3nK
«YpaxeHHs HUPOK» BiANOBIAHO A0 pekoMeHaauin EMA

3a
peyenmom

UA/16691/01/01

264.

IOMEPIO

TabneTkn, BKPUTI
nniBKOBOKO
060/10HKO10, No 100
Mr, Mo 14 TabneTok y

HoBapTic
Papma
Cepsice3 Al

LLIBeliyapis

Hosapric CiHranyp
PapmacbloTuKan
MaHydekTypiHr MNre.
Nita., CiHranyp

Cinranyp/
ITania/
LLBeliLapis

BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3miHu Il Tuny -
3as5BHUKOM HaZlaHO OHOBJIEHWI NaH ynpas/iiHHA pu3nKamu
Bepcis 2.1. 3mMiHM BHeceHo A0 YacTuH Il «Cneumndikauis 3
6e3nekn», lll «MnaH 3 hapmakoHarnagy», V «3axoam 3

3a
peyenmom

UA/16691/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
6nicTepi; no 2 abo 4 (BMpOGHMLTBO, MiHimi3aLii pusukiB», VI «Pe3tome nnaHy ynpas/iHHA
6nicTepy B KapTOHHIiA KOHTPO/1b SAKOCTI); pusnkamu, VIl «[logaTku» y 38'A3KY 3 OHOBJ/IEHHSIM
KopoobLi HoapTic ®apma iHchopMmaLii Wwoao nicnapeecTpaliiHnx gocnigxeHs 3 6e3neku,
C.n.A,, Itanis a TakoX Yy 3B’A3Ky 3 BUAAIEHHAM MOTEHLNHUX PU3MKIB
(BUpOGHMLTBO, «TpombouuToneHis» i «HeliTponeHis» Ta nepeknacudikawieto
KOHTPO/b SKOCTI, HEBILOMOI iHGhopMaLLiT LLLOA0 3aCTOCYBaHHSA Y NaLieHTIB 3
nepBuHHE Ta TSDKKMM YpaXKeHHSIM HUPOK B iAeHTUiKoBaHW pUsmnk
BTOPWHHE MaKyBaHHS, «YpakeHHA HMPOK» BiAMOBIAHO A0 pekomeHAauili EMA
BUMNYCK cepii);
HoapTic ®apma
LTeitH Al, LWBeiiyapis
(BMpOGHMLTBO,
KOHTPO/b SKOCTI)
265. | ONEPIO TabneTku, BKPUTI HoBapTic | LUBeliyapis Hosapric CiHranyp Cinranyp/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu |l Tuny - 3a UA/16691/01/03
N/1iBKOBOIO Papma PapmacboTukan ITanis/ 3asBHVKOM HaZilaHO OHOBJ/IEHUI N1aH yNpasniHHA pusukamm peyenmom
ob6onoHkoto, no 200 Cepsices Al MaHydhekTypiHr MNre. LLiseiiuapis Bepcis 2.1. 3miHn BHeceHo o0 YacTuH Il «Cneundikauis 3

Mr, No 14 Tabnetok y
6nicTepi; no 2 abo 4
6nicTepy B KapTOHHIA
Kopoou,i

Ntp., CiHranyp
(BMpOGHMLTBO,
KOHTPO/Ib SIKOCTI);
HosapTic ®apma
C.n.A,, lTanis
(BUpOGHMLTBO,
KOHTPO/b SIKOCTI,
nepBuHHe Ta
BTOPWHHE MaKyBaHHS,
BMNycK cepir);
HoBapTic ®apma
LTeiH Al, LWBeiiyapis
(BUPOGHULTBO,
KOHTPO/1b SKOCTI)

6e3nekn», Il «MnaH 3 dapmakoHarnagy», V «3axoau 3
MiHiMi3aLji pu3ukiB», VI «Pe3tome nnaHy ynpasniHHSA
pusnkammn», VII «[logatkn» y 38’a3Ky 3 OHOB/IEHHAM

iHchopmawii Wwoao nicnsapeecTpauiiHnx gocnifaxeHs 3 6e3neku,

a TakoX Y 3B’A3Ky 3 BUAIEHHAM NOTEHLNHUX PU3MKIB

«TpombouuToneHis» i «HeliTponeHis» Ta nepeknacudikauieto
HEBILOMOI iHGhopMaLLiT LLLOA0 3aCTOCYBaHHSA Y NaUieHTIB 3
TSOKKMM YPaXKeHHSIM HUPOK B iAeHTUiKoBaHW pusmnk
«YpaxeHHs HUPOK» BiANOBIAHO A0 pekoMeHaauin EMA

B.o. NeHepanibHOro gupeKropa
AunpekToparty hapmaueBTUYHOro 3a6e3neyeHHs

IBaH SAABOPHUNX
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