MIHICTEPCTBO OXOPOHM 3/I0POB’AI YKPAIHU

HAKA3

Kuis

19 6epe3nst 2024 poky Ne 467

IIpo Jgep)kaBHY peecTpalliio (mepepeecTpaiiiio) JiKapCbKHX 3aco0iB (MegMUHUX
iMmyHO0Oio/T0TiYHMX MpenapaTiB) Ta BHeCeHHs 3MiH /10 peecTpaljiiHUX MaTepiajiB

BianoBigHo o cratTi 9 3akoHy Ykpainu «IIpo mikapchbKi 3aco0u», MyHKTIB 5,
7, 10 Tlopsiaky [Jep)kaBHOI peecTpaiiii (mepepeecTpaiiii) JiikapcbKuUX 3acobiB,
3aTBep/pKeHoro moctaHoBoro Kabinety MiuicTpiB Ykpainu Bif 26 TpaBHs 2005 poKy
Ne 376, ab3aily ABaAUSThH ITATOrO MiANYHKTY 12 nyHkTy 4 Ilo/oXKeHHSI PO
MiHicTepcTBO OXOpPOHM 37I0pOB’Sl YKpaiHu, 3aTBep/pKeHoro rnocraHoBoro KabiHery
MinictpiB Ykpaiau Big 25 Gepe3nst 2015 poky Ne 267 (B pejakiiii 1oCTaHOBH
Kabinery MinicTpiB Ykpainu Big 24 ciunst 2020 poky Ne 90), Ha mimcrasi
pe3y/bTaTiB eKCIIePTU3U PeeCcTpalliiHMX MaTrepiaiiB TiKapCchKUX 3aco0iB (MeaUUHMX
iMmyHOoOio/loTiuHMX ~ TIperapariB), 110 TIOfaHi Ha [lep)KaBHY  peeCcTpariito
(mepepeecTpallit0) Ta BHECEeHHS 3MiH [0 peecTpalliiHUX MaTepiasiB, TPOBeAeHUX
Jlep>KaBHUM  TiINPUEMCTBOM  «Jlep>KaBHUM eKCHepTHUM LeHTp MiHicTepcTBa
OXOpPOHM 3/7I0POB’S] YKpaiHW», BUCHOBKIiB II[0/0 edheKTHBHOCTi, 0Oe3meuHoCTi Ta
AKOCTI, IOA0 eKCIIepTHOI OLIHKM CITiBBIJHOLIIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, 1110 TIPOTIOHYEThCS [0 Jep>KaBHOI peectpaljii (mepepeecTtpaiiii), 111040
BHECEeHHsI 3MiH [0 PeeCTpalliiHUX MaTepialiB Ta peKoMeH/allii Horo /10 Jiep>kKaBHOI
peectpaiiii (epepeecTpaiiii) abo BHeCeHHsI 3MiH ZI0 peeCTpalliiHUX MaTepiasiB,

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCcTH M0 [lep>KaBHOTO DPeeCTPy JiKapChbKuX 3acobiB
YKpaiHM mikapchbKi 3acobu (MeauuHi iMyHOOiosOTiuHi TipermapaTH) 3rigHO 3
Jogatkom 1.

2. TlepepeecTpyBaTy Ta BHeCTU [0 [lep>kaBHOTO PeECTPY JIiKapchbKuX 3acobiB
YKpaiHM fiKapchbKi 3acobu (MeauuHi iMyHOOiosoriuHi TipermapaTH) 3rifHO 3
JloJjaTKoM 2.



2

3. Brectu 3MmiHM [0 peecTpauiHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
JMKapcbKuX 3aco0iB YKpaiHW Ha JiKapchKi 3acobw (MeguuHi imyHoOGiomoriusi
riperapaTy) 3riJJHO 3 JOAATKOM 3.

4. dapmarieBTHUHOMY yrpaBiiHHO (Onekcanapy I'piljeHKy) 3abe3neunTtu
OTIPWIIOZHEHHSI 1IbOT0 Haka3y Ha odiuiiiHomy BebOcaiiti MiHicTepcTBa 0XOpOHU

3/10pOB’d YKpaiHu.

5. KoHTpo/1b 32 BUKOHAHHSM I[bOT'0 HaKa3y IMOKJ/IACTH Ha MepIIOro 3acTyHUKA
Minictpa Cepris [IyopoBa.

MiHicTp BikTop JISAIIIKO



Hoparox 1

/0 Haka3zy MiHicTepcTBa 0X0poHH
3p0poB’st Ykpainu «IIpo gepxaBHy
peecTpaniio (mepepeecrpariito) JiKapcbKUX
3aco0iB (MeAHMYHHUX IMyHO00i0/IOTiYHHX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpaniiHuX MaTepiatiB»

Big 19 Gepe3ns 2024 poky Ne 467

ITEPEJIIK
3APEECTPOBAHUX JITIKAPCBKHMX 3ACOBIB (MEAVNYHUNX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI
BHOCSATHCS 10 IEPXKABHOI'O PEECTPY JIIKAPCHKUMX 3ACOEBIB YKPAIHU

Ne Hassa dopma sunycky 3asiBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknamys Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa BionycKy aHHs1 peecmpayiliHo2o
3acoby ynakosKa) nocsioYeHHs1
ALETUAUNCT PO34nH A5 iH'EKLIN, ToBapucTBO 3 YkpaiHa ToBapuCTBO 3 0OMEXEHOID YkpaiHa peecTpauis Ha 5 pokis 3a peyenmom He UA/20388/01/01
EiH-300POB'Al | 100 mr/mn no 3 mMn B 06MeXeHo BifNOBIAA/IbHICTIO MepiognyHICTb NOJAHHA PerynsapHo nionsieae
amnynino 5 amnyny | BignosiganbHi "®apMaueBTUYHA OHOB/IOBAHOrO 3BITY 3 6e3neku,
6nicTepi; no 2 CTHO KomnaHis "3gopos'a” BiANOBIAHO 0 MNopsAaKy 3AiCHEHHA
6nictepn y kopobui "®apmaLeBTn chapmakoHarnsgy, 3aTBepAxeHoro
3 KapPTOHY YHa KoMnaHis Haka3oM MiHicTepcTBa 0XOPOHU
"3p0pos'a” 300poB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuUil YkpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxu,i
Hakasy MiHicTepcTBa OXOPOHU 30POB'S
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKamMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.
EMTPULUUTABI | TabneTku, BKPUTI M.BIOTEK Benvka NOBHUIA LMK IHais peecTpauis Ha 5 pokis 3a peyernmom He UA/20389/01/01
H/ NiBKOBOIO NIMITEL BputaHis BMPOGHULITBA NiKApPCLKOro MepiognyHiCTb NogaHHA perynspHo nionsi2ae
TEHO®OBIPY 060/10HKO10, M0 200 3acoby, Lo BKIYaE OHOBJ/IIOBAHOrO 3BITY 3 6e3NeKun,
AN30MNPOKCU mr/300 mr no 30 BMPOBHULITBO , NaKyBaHHs, BiANOBIAHO A0 MopsAaKy 34iACHEHHS
ny ®YMAPAT TabneTok y onakoHi MapKyBaHHSA, KOHTPOJb hapmakoHarnsgy, 3aTBepiKeHoro
3 ocywysauem, no 1 AKOCTI Ta BUNPOOYBaHHS Haka3oM MiHicTepcTBa OXOPOHU
dhnakoHy B no cTabinbHOCTI, BUMYCK 30,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
KapTOHHIA KOpooLi cepiii: poky Ne 898, 3apeecTpoBaHoro B
MaiinaH Jlabopartopi3 MiHicTepcTBi tocTUUil YKpaiHm 29 ciuHs
Nimiteq, IHAisA 2007 poky 3a Ne 73/13340 (y pepaxuii
NOBHUIA LIMKN Haka3y MiHicTepcTBa OXOPOHU 3[10POB'A
BMPOBGHULTBA NMiKAPCbKOro YKpainu Big 26 BepecHsi 2016 poky Ne
3aco0by, Lo BK/OYae 996), CTaHOBUTbL: 3rigHO 3i CTPOKamu,
BMPOGHULITBO, NakKyBaHHs, 3a3Ha4YeHMU y NepiofnMYHOCTI NoAaHHSA
MapKyBaHHS1, KOHTPOJ1b perynsipHux 3BiTiB 3 6e3neku.
AKOCTi T BUNPO6YBaHHS




Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs
no cTabinbHOCTI, BUMYyCK
cepiii:
MaiinaH Nla6opatopis
NlimiTeq, IHAis
KCEHMNO3UM NnopoLUoK ANns CaHodpi B.B. HigepnaH BUPOBHMLTBO KiHLEBOrO Ipnangis peecTpaList Ha 5 pokis 3a peyenmom He UA/20390/01/01
NPUroTyBaHHs an nNpoAaykTy (HanoBHEHHS, MepiognyHiCTb NOAAHHA perynspHo nionsi2ae
KOHLeHTpaTy ans niodpiniszauis), nakyBaHHs, OHOB/THOBAHOrO 3BITY 3 6e3Mneku,
pO34nHy Ans MapKyBaHHS, KOHTPO/b Ta BiANOBIAHO A0 MopsiAKy 34iCHEHHA
iHcpysiiA, Ne 1: no 20 BMNYCK Cepil, aHaniTNyHi hapmakoHarnsgy, 3aTBepixeHoro
MF MOPOLLIKY A1 BUMNPOBYBaHHSA Haka3oM MiHicTepcTBa OXOPOHM
npuroTyBaHHsA NPOMIXXHOrO Ta roToBOro 304,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
KOHLeHTpaTy ans N3, BunpobyBaHHs poky Ne 898, 3apeecTpoBaHOro B
po34uHy ons CTabinbHOCTI, 36epiraHHs: MiHicTepcTBi tocTuLii YkpaiHu 29 ciuHs
iHpy3iiA y chnakoHi; [xeHzalim IpnaHg 2007 poky 3a Ne 73/13340 (y pefaxuii
no 1 donakony B Nimitea, lpnaxgis Haka3y MiHicTepcTBa OXOPOHM 3[10POB'A
KapTOHHIA Kopoo6Li Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamu,
3a3Ha4YeHVMU y NepiognyYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
MPErABANIH Kancynu no 75 mr, TOB "ACIHO YkpaiHa TOB "®apma Ctapt” Ykpaina peecTpauist Ha 5 pokis 3a peyenmom He UA/20391/01/01
ACIHO no 10 kancyny YKPAIHA" MepiognyHICTb NOJAHHA PerynsapHo niossieae
6nictepi, no 1, no 3 OHOB/IOBAHOrO 3BITY 3 6e3neku,
abo no 6 6nictepis y BiANOBIAHO 0 MNopsAaKy 3AiCHEHHA
KapTOHHI navwi thapmakoHarnagy, 3aTsepaxeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300poB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuUil YkpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxuii
Hakasy MiHicTepcTBa OXOPOHU 30POB'S
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKamMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku
MPErABANIH Kancynu no 150 wr, TOB "ACIHO YkpaiHa TOB "®apma Crapt" YkpaiHa peecTpauis Ha 5 pokis 3a peyenmom He UA/20391/01/02
ACIHO no 10 kancyny YKPAIHA" MepioanyHICTb NOAAHHSA PerynspHo nionsieae

6nictepi, no 1, no 3
abo no 6 6nictepiB y
KapTOHHIA navui

OHOB/THOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro

Haka3oM MiHicTepcTBa OXOPOHU

30,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTUUil YKpaiHm 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHU 340pPOB's
YKpainu Big 26 BepecHsi 2016 poky Ne




Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs
996), CTaHOBUTBL: 3riAHO 3i CTPOKaMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku
PEHIANMb® TabneTku, BKPUTI TOB YkpaiHa MAT "KuiBmegnpenapart” YkpaiHa peecTpaList Ha 5 pokis 3a peyenmom He UA/20392/01/02
NNiBKOBOIO "APTEPIYM MepioanyHICTb NOAAHHS PEryNsipHO nionsieae
o6onoHkoto, no 50 nTa" OHOB/THOBAHOrO 3BITY 3 6e3Mneku,
Mmr, no 10 TabneTok BiANOBIAHO 0 MopsaKy 34iACHEHHS
y 6nicTepi; no 3 hapmakoHarnagy, 3aTBepaxeHoro
6nictepy B navw,i Haka3oM MiHicTepcTBa 0XOpPOHU
304,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pefaxuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamu,
3a3Ha4YeHVMU y NepiognyYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
PEHIANb® TabneTkn, BKPUTI TOB YkpaiHa MAT "KuiBmegnpenapat” Ykpaina peecTpauist Ha 5 pokis 3a peyenmom He UA/20392/01/01
NNiBKOBOO "APTEPIYM MepiognyHICTb NOJAHHA PerynsapHo niossieae
060/10HKO10, M0 25 nTar OHOB/IOBAHOrO 3BITY 3 6e3neku,
mr, no 10 TabneTok BiANOBIAHO 0 MNopsAaKy 3AiCHEHHA
y 6nicTepi; no 3 thapmakoHarnagy, 3aTsepaxeHoro
6nictepy B nauui Haka3oM MiHicTepcTBa OXOPOHU
300poB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuUil YkpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxuii
Hakasy MiHicTepcTBa OXOPOHU 30POB'S
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKamMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.
TOTALE® - NnopoLUoK AN MaHkaiiHg, IHais MaHkaliHg ®apma Jlimites, IHais peecTpauis Ha 5 pokis 3a peyernmom He UA/20393/01/01
1000 PO34UHY ANs iH'EKUl Papma MepioanyHICTb NOAAHHSA PerynspHo nionsieae
no 1000 wmr, no 1 Nimiteq OHOBJ/IIOBAHOrO 3BITY 3 6e3NeKun,

donakoHy 3
MOPOLLKOM Y KOpOo6Lyi
3 KapPTOHY

BiANOBIAHO A0 MopsAaKy 34iACHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro
Haka3oM MiHicTepcTBa OXOPOHU
30,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTUUil YKpaiHm 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHU 340pPOB's
YKpainu Big 26 BepecHsi 2016 poky Ne




KpULLIKOLO B
KOMN/EKTI 3
NPUCTPOEM ANs
pO3NUMIEHHS y Navui
3 KapTOHY

30,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTUUil YKpaiHm 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHU 340pPOB's
YKpainu Big 26 BepecHsi 2016 poky Ne

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs
996), CTaHOBUTBL: 3riAHO 3i CTPOKaMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.
9. YPIFBANA TabneTku, BKPUTI leTepo /1a63 IHais AHHopa ®apma MpaiisiT IHais peecTpaList Ha 5 pokis 3a peyenmom He UA/20394/01/01
NNiBKOBOIO Nimiteq Nimiteq MepioanyHICTb NOAAHHS PEryNsipHO nionsieae
060/10HKOI0, MO 5 Mr; OHOB/IIOBAHOTO 3BITY 3 6e3neku,
no 10 TabneTtok y BiANOBIAHO 0 MopsaKy 34iACHEHHS
6nicTepi, no 3 hapmakoHarnsgy, 3aTBepixeHoro
6nictepu y Haka3oM MiHicTepcTBa 0XOpPOHU
KapTOHHIlA KOpooLi 304,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pefaxuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamu,
3a3Ha4YeHVMU y NepiognyYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
10. YPIBANA TabneTkun, BKpUTI [eTepo Nla63 IHAiA AHHopa ®apwma Mpaiisit IHAis peecTpauis Ha 5 pokis 3a peyenmom He UA/20394/01/02
NNiBKOBOO Nimiteq Nimiten MepiognyHICTb NOJAHHA PerynsapHo niossieae
060/10HKO10, Mo 10 OHOB/IOBAHOrO 3BITY 3 6e3neku,
mr; no 10 TabneTok BiANOBIAHO 0 MNopsAaKy 3AiCHEHHA
y 6nicTepi, no 3 thapmakoHarnagy, 3aTsepaxeHoro
6nictepn y Haka3oM MiHicTepcTBa OXOPOHU
KapTOHHI KOpooLi 34,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuUil YkpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxuii
Hakasy MiHicTepcTBa OXOPOHU 30POB'S
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKamMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.
11. PAPIAAMIH cnpeii 4ns poToBoi CninbHe YkpaiHa CninbHe yKpaiHCbKO- YkpaiHa peecTpauis Ha 5 pokis 6e3 peyenma niossieae UA/20395/01/01
MOPOXKHUHW 3i YKpaiHCbKO- icnaHcbke NignpruemMcTso MepiognyHicTb NogaHHA perynspHo
cMakom m'atn 1,5 icmaHcbke "Cnepko YkpaiHa" OHOBJ/IIOBAHOrO 3BITY 3 6e3NeKun,
mr/mn, no 30 mny nigNpPUeEMCTBO BiANOBIAHO A0 MopsAaKy 34iACHEHHS
nonieTuieHosomy "Cnepko hapmakoHarnsgy, 3aTBepiKeHoro
KOHTelHepi 3 YkpaiHa" Haka3oM MiHicTepcTBa OXOPOHU




Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs
996), CTaHOBUTBL: 3riAHO 3i CTPOKaMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.
12. DAPIAAMIH cnpeii ons poToBOi CninbHe YkpaiHa CnifnbHe yKpaiHCbKO- YkpaiHa peecTpaList Ha 5 pokis 6e3 peyenma nionsieae UA/20396/01/01
MOPOXHWHM 3i YKpaiHCbKO- icnaHcbke nignpuemMcTso MepiognyHiCTb NOAAHHA perynspHo
cmakom fiMMmoHa 1,5 icnaHcbke "Cnepko YkpaiHa" OHOB/THOBAHOrO 3BITY 3 6e3Mneku,
mr/mn, no 30 mny nigNpPUEMCTBO BiANOBIAHO 0 MopsaKy 34iACHEHHS
noslieTuIeHoBoOMy "Cnepko hapmakoHarnagy, 3aTBepaxeHoro
KOHTeliHepi 3 Ykpaina" Haka3oM MiHicTepcTBa 0XOpPOHU

KPULLIKOKO B
KOMMN/EKTI 3
NPUCTPOEM AN1S
pO3NUMEHHS y Nayui
3 KapTOHY

304,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pefaxuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamu,
3a3Ha4YeHVMU y NepiognyYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.

B.o. Haua/ILHUKAa
dapMaieBTUYHOT0 yIIPaB/JIiHHA

Onekcanpap I'PIIIEHKO




IIEPEJIIK

JopaTok 2

/0 Haka3zy MiHicTepcTBa 0X0poHH

3p0poB’st Ykpainu «IIpo gepxaBHy
peecTpaniio (mepepeecrpariito) JiKapcbKUX
3aco0iB (MeAHMYHHUX IMyHO00i0/IOTiYHHX

npenapariB) Ta BHeCeHHs 3MiH /10

peecTpaniiHuX MaTepiatiB»

Big 19 Gepe3ns 2024 poky Ne 467

INEPEPEECTPOBAHUX JIIKAPCBKUX 3ACOBIB (MEJUYHNX IMYHOBIOJ/IOI'TYHUX ITPEITAPATIB), AKI
BHOCSATHCS /10 JEPXKABHOI'O PEECTPY JIIKAPCEKUX 3ACOKBIB YKPATHU

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayjiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
1. | ABAHANNAB® | tabnetku no 50 wr; AT Ykpaina AT "KMIBCbKIM YkpaiHa nepepeecTpawis Ha HeobMeXeHuin TepMiH 3a He UA/17653/01/01
no 1 rabnetuiy "KUIBCbKWN BITAMIHHNIA OHOBNEHO iHhopmaLito B IHCTPYKLIT An1s peuyenmom niossieae
6nicTepi; no 1 BITAMIHHWIA 3ABOJA" Me[MYHOro 3aCTOCYBaHHA NMiKapCbKOro 3acoby B
6nicTepy B nauui; no 3ABO4" po3gini "®apmakoTepaneBTuyHa rpyna. Kog ATX "
4 TabneTkn y (yTOYHeHHs iHchopMaLii 6e3 3miHu kogy ATX)"
6nicTepi, no 1 BiANOBIAHO A0 iH(hopmaLii pechepeHTHOro
6nicTepy B mauui nikapcbkoro 3acoby (Spedra®, TabeTku no 50 wr,
100 mr, 200 Mmr), a TakoX OHOB/IEHO iHChopMaLito B
po3gini "Mo6ivHi peakuii" iHCTPYKLUiT AnA
MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro 3acoby
LLLOAL0 B&XMBOCTI 3BiTyBaHHA Mo NobivHi peakuii.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANoBIiAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHICTepCcTBa OXOPOHM
300p0B’s YKpainu Bif 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi locTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3ly MiHicTepcTBa OXOPOHU 340POB's
Ykpainu Bif 26 BepecHsa 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKamu, 3a3Ha4YeHnMn y
nepioguYHOCTI NOAAHHS perynsapHuX 3BiTiB 3
6e3neku.
2.| ABAHAJNIAB® | Tabnetku no 100 mr; AT YkpaiHa AT "KMIBCbKIN YkpaiHa nepepeecTpawis Ha HeobMeXeHuin TepMiH 3a He UA/17653/01/02
no 1 rabnetuiy "KNIBCbKWUN BITAMIHHNIA OHOBNEHO iH(hopmaLLito B IHCTPYKLIT An1s peuenmom niosnsieae
6nicTepi; no 1 BITAMIHHUIA 3ABOJA" Me[MYHOro 3aCTOCYBaHHA NMiKapCbKOoro 3acoby B
6nicTepy B nauui; no 3ABO4" po3gini "®apmakoTepaneBTuyHa rpyna. Kog ATX "
4 TabneTkn y (yTOUHeHHs iHchopmaLii 6e3 3MiHn kogy ATX)"
6nicTepi, no 1 BiANOBIAHO A0 iH(hopMaLii pedhepeHTHOro
6nicTepy B mauui nikapcbkoro 3acoby (Spedra®, TabeTku no 50 wr,
100 mr, 200 Mmr), a TakoX OHOBJ/IEHO iH(hopMaLlilo B




9

n/n

Hassa
JliKapcbK020
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

po3gini "Mo6ivHi peakuii" iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHA NMikapCbKoro 3acoby
LLIOA0 BaX/IMBOCTI 3BITYBaHHA NPO MOGiYHI peakwii.

MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, Bi4NOBIAHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPMAXEHOr0 Haka3oM MiHiCTepcTBa OXOPOHM
300pOoB’A YKpainu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCTHLji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHY 340POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3Ha4eHMn y
nepiognMyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.

ANb®OPT
JEKCA

TabneTku, BKPUTI
NAiBKOBOIO
o6onoHkoto, no 25
Mmr; no 10 Tabnetok
y 6nictepi; no 1, 2
abo 3 6nictepu B
KapTOHHI Kopo6Lyi

Jenbta
Megiken
MpomMoyLUH3
Al

Lseiiuapi
o

AB/ IBPAXIM Inau
CaHai Be TigxapeT
A.LL.

TypeyunHa

nepepeecTpawis Ha HeobMexeHuit TepMiH
OHoBEHO iHhopMaLito B IHCTPYKLUi Ans
MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y
po3aini "3acTocyBaHHA y nepiof BariTHOCTi abo
rogyBaHHs rpyaar” BignosigHo Ao iHdhopmawii
LLOZ0 MEANYHOTO 3aCTOCYBaHHA ped)epeHTHOro
nikapcbkoro 3acoby (AEKCATIH, TabneTtkn,
BKPWTI NNiBKOBOI 060/I0HKOK) a TakoX Yy po3aii
"Mo6iuHi peakwii" 040 BAXNMBOCTI 3BiTYBaHHS
npo No6iyHi peakuji.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANoBIAHO A0
Mopsaaky 3aiicHeHHsA chapmakoHarnagy,
3aTBEPAKEHOr0 Haka3oM MiHICTepCcTBa OXOPOHM
30,0p0B’s YKpainu Bif 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi locTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3ly MiHicTepcTBa OXOPOHU 30POB's
Ykpainu Big 26 BepecHsa 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKamu, 3a3Ha4YeHMn y
nepioguYHOCTI NOAAHHS PerynspHuX 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/13805/01/01

AEHITMA®

po3uunH ans
opasibHOro
3acTocyBaHHs, 2
mr/mn, no 100 mn
PO34MHY Y h1akoHi,
no 1 dpnakony
pasom i3 mipHoto
JIOXKOIO Y KapPTOHHIl
ynakoBLi

TOB
"TNEAPAPM
nTo”

YKpaiHa

TOB "KYCYM
PAPM"

YkpaiHa

nepepeecTpauis Ha HeobMeXeHuii TepMiH
OHoB/eHo iHhopMmaLito y posginax "Cnocib
3acTocyBaHHs Ta Ao3n" Ta "MobiuHi peakuyii” wono
pedhepeHTHOro nikapcbkoro 3acoby NAMENDA,
oral solution, 2 mg/ml Allergan Sales LLC, Tay
po3gini "MobiuHi peakwii" Wofo 3BiITYBaHHSA NPO
noGiyHi peakuii IHCTPYKLii A1 MeguyYHOro
3aCTOCYBaHHSA NiKapCbKOro 3acoby.

3a
peyenmom

He
nionsieae

UA/17456/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANoBIiAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEPAXEHOro Haka3oM MiHICTepCcTBa OXOPOHM
300p0B’s YKpainu Bif 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCcTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pegfakuii Haka3ly MiHicTepcTBa OXOPOHU 340POB's
Ykpainu Bif 26 BepecHsa 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKaMu, 3a3Ha4YeHMn y
nepiognYHOCTI NOAAHHS perynsapHuX 3BiTiB 3
6e3neku.
5.| IOPA3EMAM | po34uH ANs iH'eKUjiA, ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa nepepeecTpawis Ha HeobMeXeHuin TepMiH 3a He UA/16804/02/01
-3H 2wmr/Mn;no1lmne 06MEeXEHO 06MeXeHO OHOBNEHO iH(hopmaLLito B IHCTPYKLIT An1s peuenmom nionsieae
amnyni; no 5 amnyn BiANOBIAA/bHI BiANOBIAA/IbHICTIO Me[MNYHOro 3aCTOCYBaHHA NMiKapCbKOro 3acoby B
y 6nicTepi; no 1 a6o CTHO "XapkiBcbke po3gaini "MobiuHi peakwyii" Woa0 3BiITYBaHHSA Npo
2 6nictepn y «PapmaueBTu hapmMavueBTUYHE noo6iyHi peakuii.
KOpOO6Li 3 KAPTOHY YyHa KOMMaHis nigNpPMeEMCTBO
«3[0pOB’A» "3p0poB'sa Hapoay" MepiognyHicTb NoAaHHA perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANoBIAHO A0
Mopsaaky 3aiicHeHHsA chapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHICTepcTBa OXOPOHM
30,0p0B’s YKpainu Bif 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi locTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3ly MiHicTepcTBa OXOPOHU 30POB's
Ykpainu Big 26 BepecHsa 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKamu, 3a3Ha4YeHMn y
nepioguYHOCTI NOAAHHS PerynspHuX 3BiTiB 3
6e3neku.
6. | IOPATAOUH | nopowok Yemo 16epika, IcnaHis KIMIKA CIHTETIKA, IcnaHis nepepeecTpawis Ha HeobMexeHuin TepMiH - He UA/17786/01/01
(cybeTaHuin) y C.A. C.A. nionsieae
nakeTax noABiNHUX
nonieTnIeHoBUx
ans
thapmavLeBTUYHOro
3aCTOCYBaHHS
7.| MEPANIC® Cnpei HazanbHui, Aapas- XopsarTist AppaH-FaneHcbkuit XopsarTis nepepeecTpais Ha HeobMexXeHuli TepMiH 6e3 nionsi2ae UA/17378/01/01
IHTEHCUB po3unH no 10 mny [aneHcbkni NabopaTopili 4.4, OHoBNEHO iHhopmaLito B IHCTpYKUii gns peyenma
hNakoHi 3 Na6opaTopiii MeJMYHOro 3aCTOCyBaHHS MiKapcbKoro 3acoby y
[03yo4num o.4. po3ainax "3acTtocyBaHHs y nepiog, BaritHOCTi abo
npucTpoem; no 1 rofyBaHHs rpyaar” (yTouHeHHs iHdopmaui), "
hnakony y 3[4aTHICTb BNAMBATM Ha LUBUAKICTb peakuii npu

KapTOHHI Kopobuj

KepyBaHHi aBTOTPaHCNopPTOM abo iHWKMKN
MexaHismamn”, "Cnocib 3acTocyBaHHsA Ta gosmn"
(yTouHeHHs iHchopmawii), "MobiuHi peakwii™
BiANOBIAHO A0 iH(hopMaLii pethepeHTHOro
nikapcbkoro 3acoby Otrivin Comp® (B YkpaiHi
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3apeecTpoBaHuii 5k OTpuBiH EkcTpa, cnpeii
HazasibHWiM), & TaKOX BHECEHO YTOUHEHHS Y po3fin
"®apmakoTepaneBTuyHa rpyna. Kog ATX" 6e3
3MiHM Kog y ATX.
MepiognyHiCTb NOAAHHA perynspHo
OHOBJ/IKOBAHOrO 3BIiTYy 3 6e3neku, BiANoBIAHO [0
Mopsiaky 34ificHeHHs hapmakoHarnagy,
3aTBEPLKEHOr0 Haka3oM MiHICTepcTBa OXOPOHM
300pOoB’A YKpaiHu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCTuULi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa OXOPOHM 340POB'SA
YkpaiHu Big 26 BepecHst 2016 poky Ne 996),
CTaAHOBWTb: 3riHO 3i CTPOKaMu, 3a3HauYeHUMN Y
nepiognYHOCTI MOAaHHS perynsipHuX 3BiTIiB 3
6e3neku
8.| MIMOKAPMIH | nopolok abo ToBapucTeo 3 Ykpaina AHIOPO 0O PELEPATU nepepeecTpawis Ha HeobMeXeHuin TepMiH - He UA/17692/01/01
y Kpuctanm obMmexeHo BPA3IN BHA nionsizae
FIAPOXIOPU | (cybecTaHuis) y BignoBigasbHi EKCTPAKOEC C/A | PECNYBJIK
A nonieTneHoBmx CTIo A
naketax gnis "focnigHnii BPA3NNIA
dhapmaL,eBTUYHOro 3aBOf,
3acTocyBaHHsA "rHUnNC"
9. | MPO®UKOP® | po3uunH ANnst iH ek, MpusatHe Ykpaina MpuBaTHe Ykpaina nepepeecTpawis Ha HeobMexeHuit TepMiH 3a He UA/17628/01/01
5 mr/mn; no 2 mn akuioHepHe akuioHepHe OHOBNEHO iH(hopMmaLito B IHCTPYKLIT A5 peyernmom nidnsieae
abo 4 mn B amnyni; TOBapUCTBO TOBapUCTBO MeAMYHOro 3acToCyBaHHA /ikapCbKoro 3acoby B
no 5 amnyny "Jlekxim- "Jlekxim-Xapkis" po3ainax "®apmakosoriyHi BNacTmBocTi",
6nicTepi; no 1 abo 2 Xapkis" "B3aemogis 3 iHWVMK nikapcbkumn 3acobamu Ta

6nicTepy y nauuj; no
2 Mn abo 4 mn B
amnyni; no 100
amnyn y naduj

DAERY

iHWi BUAM B3aemopijin”, "Ocob6mMBoCTi
3acTocyBaHHSA", "3acTocyBaHHS y nepiog,
BariTHOCTi abo rogyBaHHsA rpyaar”, "3aatHicTb
BM/IMBATW Ha LWBWAKICTb peakLii Npy KepyBaHHI
aBTOTPaHCNOPTOM abo iHWMMK MexaHisMamu,
"Cnoci6b 3acTocyBaHHs Ta gosun”, "Aitn"
(yTouHeHHs1), "MNepeno3yBaHHs", “IN0o6i4HI peakuii”
BiANOBIAHO A0 iHhopMaLii pedhepeHTHOro
nikapcekoro 3acoby (TPUGAC® 10 amnynu, 10
Mr/2mn, 20 Mr/4ma po3umnH ANS iH'EKLIR), a Takox
OHOB/EHO iHhopMaLito B po3zini "MobiuHi peakwii”
IHCTPYKUIii 415 MEAMYHOr0 3aCTOCYBaHHS
nNiKapcbKoro 3acoby o0 BaX/IMBOCTI 3BiTyBaHHS
npo No6iyHi peakuji.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
Mopsaaky 3giicHeHHs dhapmakoHarnagy,
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3aTBEPAKEHOr0 Haka3oM MiHICTepCcTBa OXOPOHM
300p0B’s YKpainu Bif 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCcTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3ly MiHicTepcTBa OXOPOHU 340POB's
Ykpainu Bif 26 BepecHsa 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKamu, 3a3Ha4YeHnMn y
nepioguYHOCTI NOAAHHS perynsapHuX 3BiTiB 3
6e3neku.
10.| TACUTHA Kancynv TBepgi no HoBaprTic Lseiiuapi BMPOBHULITBO 3a LBenuapis/ nepepeecTpawis Ha HeobMeXeHuin TepMiH 3a He UA/8979/01/02
150 mr: no 4 dapma Al A NOBHUM LK/IOM: CnoseHisa OHOBJIEHO iHhopMaLLito B MapKyBaHHi ynakoBKu peuenmom niosnsieae
Kancynu 'y énicrepi; HosapTic ®apma nikapcbKoro 3acoby, a came AofaHo nepekniag,
no 7 6nictepiB y LTeliH AT, 3aTBEPAXAEHOr0 TEKCTY Ha aHrNincbKy MOBY.
KOpoOLi 3 KapTOHY LLiBeiiuapis MepioAnyHICTb NOAAHHA PerynspHo
nepBUHHE Ta OHOB/IIOBAHOrO 3BiTY 3 6e3neku, BigNOoBIgHO A0
BTOPUHHE Mopsaaky 3ailicHeHHs chapmakoHarnagy,
nakyBaHHs1, BUMYCK 3aTBEPAXEHOr0 Haka3oM MiHICTepCcTBa OXOPOHM
cepii: 300poB’A YKpaiHu Big, 27 rpyaHa 2006 poky Ne
Nexk 898, 3apeecTpoBaHoro B MiHicTepcTBi loCTuLji
PapmacbloTUKanc Ykpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
4.4, BUpobHnya pepakuii Hakasy MiHicTepcTBa OXOPOHY 340POB'SA
AinbHWUS NleHaasa, Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CnoBeHis CTaHOBUTb: 3rifHO 3i CTPOKamu, 3a3Ha4eHMn y
nepiognMyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.
11.| TACUTHA Kancynu Teepai no Hosapric Lseiiuapi BMPOGHULITBO 3a Lseiiuapis/ nepepeecTpawis Ha HeobMexeHuit TepMiH 3a He UA/8979/01/01
200 mr: no 14 dapma Al A NMOBHUM LK/TOM: CnoBeHis OHOB/EHO iHGOPMaLLit0 B MapKyBaHHi yMakoBKM peyenmom nionsizae

kancyn y 6nictepi;
no 2 6nictepuy
KOpPOO6Lii 3 KapTOHY;
no 4 kancynuny
6nictepi, no 7
6nicTepiB y kopobLi
3 KapTOHY

Hosaprtic ®apma
LTeliH AT,
LLiBeiuapis

nepBuHHe Ta
BTOPUHHE
naxyBaHHs, BUNYyCK
cepii:

Nek
PapmacboTuKanc
4.4., BUpobHnya
nOinbHWUSA NleHaasa,
CnoseHis

nikapcbKoro 3acoby, a came fofaHo nepeknag
3aTBEPAKAEHOT0 TEKCTY Ha aHrNilicbky MOBY.
MepiognyHicTb NOAAHHA perynspHo
OHOB/IHOBAHOrO 3BiTYy 3 6e3neku, BiANoBiAHO A0
Mopsiaky 34ificHeHHs hapmakoHarnagy,
3aTBEPKEHOr0 Haka3oM MiHICTepcTBa OXOPOHM
30,0p0B’sA YKpainu Bif 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi toCcTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pegfakuii Haka3ly MiHicTepcTBa OXOPOHW 34,0pPOB's
YkpaiHu Big 26 BepecHst 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i CTPOKaMU, 3a3Ha4YeHUMN Y
nepiognYHOCTI NOAAHHS PerynspHuX 3BiTiB 3
6esneku.

B.o. Haua/bLHUKAa
dapmareBTUYHOr0 YNpaB/IiHHSA

Ounekcanap I'PIHEHKO
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TIEPEJIIK
JIIKAPCBKUX 3ACOBIB (MEJJUUYHUX IMYHOBIOJIOI'TYHUX ITPEIIAPATIB), IIIO/10 AKX BYJI1 BHECEHI
3MIHU /IO PEECTPAIIIMHNX MATEPIAJIIB, IKI BHOCSATBHCS 10 TEPJKABHOI' O PEECTPY JIIKAPCHBKHNX
3ACOBIB YKPATHA

Joparok 3

/0 Haka3zy MiHicTepcTBa 0X0poHH

30poB’st Ykpainu «IIpo gepxaBHY
peecTpariio (mepepeecTpariiio) JTiKapcbKHX
3aco0iB (MegAHYHHUX IMyHOOi0/TOriUHHX

npenapariB) Ta BHeCeHHs 3MiH /10

peecTpaniiiHuX MaTepiatiB»

Big 19 Gepe3ns 2024 poky Ne 467

Ne

Hassa

Popma sunycky

3asBHUK

KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Peknam Homep

n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSA* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
1. | AOEHYPIK® Tabnetkn, BKpUTI MeHapiHi NMiokcemby | Bupo6HMUTBO «in bulk» Ta PpaHuin/ BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3a He UA/13527/01/01
120 MI’ NNiBKOBOO IHTepHeLloHan pr KOHTPO/b Ccepili: HimeyunHa/ 3MiHu 1l TUny - 3MiHu Woao peyenmom | nidssieae
060/10HKO10, M0 120 OnepeiiwoHc MaTteoH ®paHuis, PpaHuis Yexis 6e3nekun/edekTVBHOCTI Ta hapmakoHarnagy.
Mr; no 14 Tabnetok INiokcembypr BunpobHMuTBO «in bulks, 3MiHU Y KOPOTKili XapakTepucTuL,i NikapCbKoro
y 6nicTepi; no 2, abo C.A.

no 4, abo no 6
6nictepiB y
KapTOHHIA KopoobLi

nepBUHHE Ta BTOPUHHE
nakyBaHHsl, KOHTPO/b Ta
BUWMYCK Cepiii:
MeHapiHi-®oH XeligeH
'M6X, HimeyunHa
KoHTpO/b cepiit roToBOro
NPOAYKTY, BUrOTOB/IEHOTO
TiNbkn MeHapiHi-®oH
XeligeH TM6X (kinbkicHe
BU3HAYEHHS,
iAeHTndikayia, cynyTHi
PEUYOBUHY | PO3YMHEHHS):
AJIC Yecbka Pecny6bnika,
c.p.o., Yexis

3ac00y, TEKCTIi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOr0o 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
LaHUMU 3 SKOCTi, AOKNIHIYHUMW, KAIHIYHUMUN
[aHuMK Ta faHuMn 3 hapmakoHarnsagy - 3miHu
BHECEHO B iHCTPYKLIito 418 MeAUYHOro
3aCTOCyBaHHS Nikapcbkoro 3acoby A0 po3ainis
"®apmakonorivHi BnactmeocTi", "Ocob6mBocTi
3acTocyBaHHA" Ta "MMo6iYHI peakuii" BiANOBIgHO
[0 KiHUEeBWX pe3ynbTaTiB gocnipkeHHs FAST Ta
OHOBJIEHHS iH(hopMalii LWoao 6e3neku
3acToCyBaHHS AOMNOMIKHOT PEYOBUHY HaTPito
Kpockapmersiosa 3 BiANOBigHUMY 3MiHaMK Y
TEKCTi MapKyBaHHS BTOPUHHOT yNakoBKu.
BBefeHHst 3MiH NpoTAroM 6 micALiB nicns
3aTBepAXeHHs. 3MiHu |l Tuny - 3MiHn Wwopao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHW Y KOPOTKIil XapakTepuCTuLi NikapcbKoro
3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOr0o 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
LaHUMU 3 SKOCTI, AOKNIHIYHUMU, KAIHIYHUMUN
JaHnMy Ta gaHumMun 3 dpapmakoHarnagy
3MiHV BHECEHO B IHCTPYKLiO 4719 MeANYHOro
3acToCyBaHHSA fikapcbKoro 3acoby Ao po3ainis
"B3aemogis 3 iHWKMKU nikapcbkuMu 3acobamu Ta
iHWi BUAM B3aemogiii" Ta "Oco6nnBOCTiI
3acTocyBaHHA" BiANOBIAHO A0 pe3ynbTartis
pocnimpkeHHs FAI-1.
BBefeHHA 3MiH NpoTAroM 6 Micsuis nicns
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

3arBep/mxeHHs. 3minn Il Tuny - 3milu woao
6e3nekun/edekTVBHOCTI Ta thapMakoHarnagy.
BHeceHHs abo 3miHa(1) Ao 3060B'3aHb Ta yMOB
BMAAYi peecTpav,iiHoro nocBig4YeHHs,
BKtOYatoun MNnaH ynpasniHHA pusnkamu (iHLWi
3MiHM) 3MiHWN BHECEHO A0 YacTuH: |l
«Cneuudpikauis 3 6esnekn» (mogyni ClI
«JJokniHiyHa YacTnHa cneuudikauii 3 6e3nekun»,
CVII «lgeHTUchikoBaHi Ta NOTEHLiVHI pu3nkn»), V
«3axoay 3 MiHiMizauii pusukie», VI «Pestome
nnaHy ynpasniHHA pusnkamm», VII «JogaTkm», y
3B’A3KY 3 OLiHKOK JocnimkeHHa FAST Tta FAI-01
Ha nmigcTasi MigTBEPAKEHHS 3aTBEPIKEHHS 3MiH
B KpaiHi 3asiBHUKa/BUPOBHMKA, OHOB/IEHOT
KOPOTKOI XapakTepucTukmn Ha npenapar. Pesiome
MnaHy ynpasniHHS pusukamn sepcis 10.0
[00a€eTbes.

ALEHYPIK®
80 MI

TabneTtku, BKPUTI
NNiBKOBOIO
060/10HKO10, Nno 80
mr, no 14 TabneTok
y 6nicTepi; no 2, abo
no 4, abo no 6
6nictepiB y
KapTOHHIA KopooLi

MeHapiHi
IHTEpHeLoHan
OnepeiiwoHc
Tokcembypr
C.A.

Nokcemby
pr

Bupo6HMLTBO «in bulk» Ta
KOHTPO/b cepiii:
MaTteoH ®paHuis, PpaHuisn
BunpobHMuTBO «in bulks,
nepBUHHE Ta BTOPUHHE
nakyBaHHSs1, KOHTPO/b Ta
BUWMYCK CepiiA:
MeHapiHi-®oH XeligeH
M6X, HimeuunHa
KoHTpO/b cepiii roToBOro
NPOAYKTY, BUrOTOB/IEHOIO
TiNbkn MeHapiHi-®oH
XeligeH TM6X (kinbkicHe
BU3HAYEHHS,
iAeHTndikayia, cynyTHi
PEYOBUHY | PO3YMHEHHS):
AJIC Yecbka Pecny6bnika,
C.p.o., Yexis

PpaHuin/
HimeuunHa/
Yexis

BHECEHHS 3MiH 40 peecTpaLiinHux maTepiasis:
3MiHu |l Tuny - 3MiHn Wwoao
6e3nekun/edekTVBHOCTI Ta thapMakoHariagy.
3MiHU Y KOPOTKili XapakTepucTuL, NikapCbKoro
3ac00y, TEKCTIi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOr0o 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
LaHUMU 3 SKOCTi, AOKNIHIYHUMU, KAIHIYHUMUN
AaHUMKn Ta faHvmu 3 hapmakoHarnsagy - 3MiHm
BHECEHO B iHCTPYKLIito 418 MEeAUYHOro
3aCTOCYBaHHS Nikapcbkoro 3acoby A0 po3ainis
"®apmakonoriyHi BnactmsocTi", "Ocob6mnBocTi
3acTocyBaHHA" Ta "MMo6iuHI peakuii” BiANOBIgHO
[0 KiHUEeBWX pe3ynbTaTiB gocnimpkeHHa FAST Ta
OHOBJIEHHS iH(hopMaLii LWoAo 6e3nekun
3acToCyBaHHS AOMNOMKHOT peYOBMHY HaTpito
Kpockapmersosa 3 BiANOBigHUMY 3MiHaMK Y
TEKCTi MapKyBaHHS BTOPUHHOT yNaKoBKy.
BBefeHHA 3MiH NpoTArom 6 MicsiliB nicns
3arBep/KeHHs. 3miHu |l Tuny - 3MiHn Wwopao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.
3MiHM Y KOPOTKIil XapakTepuCTuLi NikapcbKoro
3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOr0o 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
LaHUMU 3 AKOCTI, AOKNIHIYHUMU, KAIHIYHUMUN
OaHMu Ta gaHumu 3 dpapmakoHarnsagy
3MiHM BHECEHO B IHCTPYKLUiIO 4151 MeAUYHOT0
3acToCyBaHHSA NikapcbKoro 3acoby A0 po3ainis
"B3aemogis 3 iHWYMKU nikapcbknuMu 3acobamu 1a
iHWi BMAM B3aemogiii" Ta "Oco6nnBOCTiI
3acTocyBaHHA" BiANOBIAHO A0 pe3ynbTartis
pocnimpkeHHs FAI-1.

3a
peyernmom

He
nionsieae

UA/13527/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BBeaeHHs 3MiH NpoTarom 6 micsAuis nicns
3aTBepKeHHA. 3MiHu Il Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta yMOB
BMAaui peecTpaviliHoro noceigYeHHs,
BK/tOYatoun Mnax ynpasniHHA puankamu (iHwi
3MiHM) 3MiHN BHECEHO A0 YacTuH: ||
«Cneuundpikauisi 3 6esneku» (mogyni Cli
«JlokniHiyHa YacTvHa cneuudikauii 3 6e3nekun»,
CVII «lgeHTudhikoBaHi Ta NOTEHLjHI pusunkun»), V
«3axoau 3 MiHiMi3auii pusnkie», VI «Pestome
nnaHy ynpasniHHA pusnkammn», VIl «oaatku», y
3B'A3KY 3 OLiHKOW gocnimkeHHs FAST Ta FAI-01
Ha nigcTaBi NiTBEPKEHHNA 3aTBEPAXEHHS 3MiH
B KpaliHi 3asBHMKa/BUPOOHNKa, OHOBNEHOI
KOPOTKOI XapakTepucTukun Ha npenapar. Pestome
MnaHy ynpasniHHA pusmkamu Bepcisa 10.0
[03€ETLCA.

A30MNT®

Kpanni ouHi, 10
Mr/mn, no 5 mny
hnakoHi-
KpanenbHuuj; no 1
donakoHy-
KpanenbHuui y
KOpOO6Lii 3 KapTOHY

HoBaprTic
®apma Al

LLiBefiuapi
)

AnKoH-KyBpbop

Benbris

BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiis:
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa YacToTv Ta/abo TepMiHiB NogaHHs
perynsipHo OHOB/IHOBAHUX 3BITiB 3 6e3neku
nNikapcbKyx 3aco6iB - 3MiHW y YacToTi Ta
TepMmiHax nofaHHA perynspHoO OHOB/IIOBAHOIO
3BiTYy 3 6e3neku
[itoya pepakuis: Yactota nogaHHsA perynsipHo
OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku 3 poku. KiHuesa
para ans skaoyeHHs gaHux go PO3b -
31.08.2019 p. flata nogaHHs - 29.11.2019 p.
MponoHoBaHa pegakuis: Yactota nogaHHs
perynsipHo OHOB/OBAHOTO 3BiTy 3 6e3nekn 5
pokis. KiHueBa garta 4715 BKIIOYEHHS JaHuX 0
PO3Eb - 31.08.2026 p. JaTa nogaHHsA -
29.11.2026 p. PekomeHaoBaHo [0
3aTBEPXEHHS BiANOBIAHO A0 NEpPiOANYHOCTI
nofaHHA perynsapHO OHOB/IIOBAHUX 3BITIB 3
6e3nekun nikapcbkunx 3acobis y €C

3a
peyenmom

UA/2300/01/01

AlNMb®A-
ninoH

TabneTku, BKPUTI
NNiBKOBOO
060/10HKO10, M0 600
mr; no 10 TabneTok
y 6nicTepi; no 3
6nicTepun B naui; no
10 TabneTok y
6nictepi; no 6
6nicTepiB y navui

AT

"KNIBCBbKWN

BITAMIHHWA
3ABOJ"

YkpaiHa

AT "KI/I'I'ngKI/II/I
BITAMIHH1W 3ABOA"

Ykpaina

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis:
3MiHY | TNy - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsagy
(iHLWi 3MiHM) OHOBEHHS TEKCTY MapKyBaHHS
NepPBUHHOT Ta BTOPUHHOI YNakoBOK J1ikapCbKoro
3acoby, a came: BUly4eHHs iHdhopMalLli,
3a3HavyeHoi poCiiCbKOK MOBOH), Ta BUKIAAEHHS
il aHrNiNCbKO MOBOID; & TaKoX HE3HAaYHI MpaBKu
y n. 17. IHWE TeKkcTy MapKyBaHHS BTOPUHHOI
ynakoBku. TepmiH BBEAEHHS 3MiH - NpoTAroMm 6

3a
peyerimom

UA/4766/01/02
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
MiCALB Mic/1A 3aTBEPAKEHHS.
5. | Allb®A- TabneTtku, BKPUTI AT YkpaiHa AT "KUIBCbKUI Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3a - UA/4766/01/01
NINOH NNiBKOBOO "KNIBCbKM BITAMIHHWN 3ABOA" 3MiHu | TMNY - 3MiHK WoA0 peyenmom
o6onoHkoto, no 300 BITAMIHHWIA 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy
Mmr; no 10 TabneTok 3ABO4" (iHWi 3mMiHWM) OHOBJIEHHS TEKCTY MapKyBaHHS
y 6nicTepi; no 3 NepBUHHOT Ta BTOPVMHHOI YNakoBOK /1iKapCbKoro
6nictepu B nauuj; no 3acoby, a came: BUIy4eHHs iHchopmalii,
10 Tabnetok y 3a3Ha4YeHoi POCiiCbKO MOBOH, Ta BUK/TAAEHHS
6nictepi; no 6 il aHrNINCbKOI0 MOBOID; & TakoX HE3HAaYHI MpaBKku
6nicTepiB y nauui y n. 17. IHWE TekcTy MapKyBaHHS1 BTOPUHHOT
ynakoBkun. TepmiH BBeeHHSA 3MiH - NpoTArom 6
MicsILLiB NiCNs 3aTBEPAKEHHS.
6. | AMIAKY PO34MH ANns MpAT YkpaiHa MpAT ®apmaueBThyHa Ykpaina BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasiis: 6e3 - UA/0138/01/01
PO34YMH 10% | 30BHILLHLOIO dapmaLeBTuy thabpuka "Biona" 3MiHK |l TUny - 3MiHK 3 sKocTi. API. peuenma
3actocyBaHHs 10%, Ha chabpuka Brpo6HMLTBO. 3MiHa BUPOOHMKA
no 40 mn a6o no "Biona" BVXIZHOrO/NPOMIXHOr0 NPOAYKTY/peareHTy, Lo
100 mn y chnakoHax BMKOPWCTOBYIOTLCS Y BUPOBHNYOMY NPOLIECi
CKNAHUX, A®l, abo 3miHa BUpOGHYMKa (BKNtoYaoun, ae
YKYNOpeHux HeobxiaHO, MicLie NPOBeAEHHS KOHTPOIHO SIKOCTI)
npobkamu Ta A®I (3a BigcyTHOCTI cepTudpikata BigNOBIAHOCTI
Kpvkamu; no 100 €Bponelicbkili hapmakonei y 3aTBepaKeHoMy
My donakoHax [l0Cbe)(BBEAEHHS HOBOTO BUPOGHUKa AdI 3
noniMepHuX, HafaHHAM mMacTep-haiina Ha Adl). BBegeHHs
YKYNOPEeHuX [04aTKOBOrO BUPOBHUKA fit040i peyoBUHN
npobkamu Ta (amiak) TOB «Heoxum B» ansa nikapcbKoro
KpyiLkamu; no 40 mn 3aco6y AMIAKY PO3UMH 10%
y donakoHi
CKsiHOMY; no 1
donakoHy B nauui 3
KapToHy; no 200 mn
y thnakoHax
CKMSAHWX,
YKYNOPEeHMX
KPYLLIKOKO
7. | AMNECCA Tabnetku no 4 mr KPKA, a.4., CnoBeHis BMPO6HULTBO "in bulk", CnoseHisa BHECEHHS 3MiH [0 peecTpaLiitHux MmaTepianis: 3a - UA/12846/01/01
/10 mr; no 10 HoBo mecTo nepBrHHE Ta BTOPUHHE 3MiHn | TMNY - 3MiHK 3 AKOCTI. FoTOBMIA peyenmom

Tabnetok y 6nictepi;
no 3 a6o no 6, abo
no 9 6nictepis y
KapTOHHiA Kopoo6Li

nakyBaHHs, KOHTPO/Ib Ta
Bunyck cepii: KPKA, g.4.,
HoBo mecTo, CnoseHis;
KOHTPONb cepil (i3nyHi Ta
XiMiYHi METOAU KOHTPOSI):
KPKA, a.4., HoBo mecTo,
CroseHis

nikapcbkuii 3aci6. 3MiHW Y BUPOGHMLTBI. 3MiHU Y
npovieci BUPO6HULITBA FOTOBOTO NiKapCbKoro
3aco6y, BK/IOYAKYM MPOMKHWIA MPOAYKT, WO
3aCTOCOBYETLCS NPV BUPOGHMLTBI FOTOBOrO

nNikapcbkoro 3acoby (He3HayHa 3MiHa y npoveci

BUPOGHMLTBA) - He3HAuHi 3MiHW Y BUPOOHULTBI,

a came 4115 Tabnetok 4 mr /10 mr
BNPOBaKYETHCA PO3LUMPEHHS BUNYCKY
TabneTok 40 po3mipy cepil 228,48 Kr, Wo
3HaxXo0AWTLCS B MeXax MakCMMaJsIbHO
3aTBEpPKEHOro po3mipy cepii 476,00 kr. Ans
BiJNOBIAHOIO NPONOPLiAHOro 36iMbLEHHs
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Hassa
JliKapcbKo20

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3acoby

pO3Mmipy cepili BUAKOPUCTOBYETHCS iHLLE
06nagHaHHA. 3MiHa He BN/MBAE Ha AKICTb Ta
6e3neky 13

3a

UA/16472/01/01

AHACTPO30
n-BICTA

TabneTku, BKpUTI
NiBKOBOIO
060/10HKOt0, Nno 1 wr,
no 14 tabnetok y
6nictepi; no 2
6nictepu B
KapTOHHIA KopooLi

Mictpan
Kenitan
MeHeKMeHT
Nimiteq

AHrnis

(BMPOGHMLTBO (MOBHWIA
LK), BKIHOYA0YN BUMYCK
cepii) CiHTOH XicnaHis,
C.J1., IcnaHis; (nakyBaHHS)
PotTeHgopd ®apma
'mM6X, HimeuunHa

Icnanisi/
HimeuyunHa

BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiis:
TexHi4yHa nomwuska (3rigHo Hakasy MOS3 Big
23.07.2015 Ne 460) - BunpasneHo TeEXHIYHY

MOMUJIKY Y TEKCTi MapKyBaHHSA BTOPUHHOI
ynakoBKM Nikapcbkoro 3acoby y n. 1. HA3BA
NNIKAPCBbKOI'O 3ACOBY, a came KOpeKkTHO

3a3HayeHo Has3By fjloy0il pevyoBNHU AHACTPO30/
3aMicTb AHacTpo3o/ie. 3a3HaveHe BUNpaB/ieHHs

BignoBigae marepiasiam peecTpauiinHoro 4ocbe

peyenmom

APIroCy/bo®
AH®

Kpem, 20 mr/r no 15
ra6o 40 r y Ty6i; no
1 Ty6i B KAPTOHHIW
Kopoo6Ui

TOB «BAYLU
XENC»

YkpaiHa

dapmsasog Enbha A.T.

MNonbLa

BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasiis:
3MiHu | TUNYy - 3MiHKM 3 AKocTi. AdI.
Brpo6HMLTBO. 3MiHM B NpoLeci BUpobHULTBA
A®| (He3HauHa 3MiHa y 3aKpuTili YacTUHI
macTep-aiina Ha A®l) He3HayHa 3MiHa B
3aKpuTiii yacTuHi ASMF BMpO6HUKa
Pharmaceutical Works Jelfa S.A., MonbLla ans
BOZHOI cycneHsii A®I cynbdaTtiazony cpibna,
LLIO NpM3BEI0 A0 3aMiHu Bepcii v.9 3aKpuToi
4acTUHUASMF Ha Bepcito v.10. 3miHu Il Tuny -
3MiHM 3 siKoCTi. A®I. (iHLi 3MiHWN) OHOB/IEHHSA
ASMF Ha BuxigHy pevosuHy Sulfathiazole Big,
3aTBEpAKEHOro BMpobHuka Prime European
Therapeuticals S.p.A. (Euticals S.p.A.), skuii
3MiHMB Ha3By Ha ARCHIMICA S.p.A gns
BMPOGHULITBA BOAHOI cycneHsii AdI
cynbaTiaszon cpibna 3arsepmkeHo: AP+RP
ASMF: 2014-07 Ta 2016-09 3anponoHoBaHo:
ASMF Bigkputa yactnHa: LO-006/AP/00/2020-
06+ LO-006/AP/01/2021-03 +
LO-006/AP/02/2021-12. 3akpuTa YyacTunHa: LO-
006/RP/00/2020-06 +LO-006/RP/01/2021-03 +
LO-006/RP/02/2021-12.

6e3
peuyenma

UA/1031/01/01

10.

APIroCY/bo
AH®

Kpem, 20 mr/r no 15
ra6o 40 r y Ty6i; no
1 Ty6i B KAPTOHHiiA
Kopobui

TOB «BAYLL
XENC»

YKpaiHa

dapmzasog Enbga A.T.

MonbLa

BHECEHHS 3MiH 40 peecTpavyiiHnx maTtepiaiis:
3MiHu | TUNYy - 3MiHK 3 AKocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponeiickkiin hapmakonei/MoHorpadii. 3miHun,
noB'si3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
BiANOBIAHICTL A0 MOHOrpadii APY abo
€BponeickKoi hapmakonei, abo iHLwoi
HauioHas1bHOT hapmakonel gepxasun €C (3MiHa
y cneuudikaLisix, nos'sa3aHa 3i 3miHamu 8 Y,
abo €sponeiickkiin hapmakonei, abo iHLWil
HaujioHanbHil hapmakonei gepxasu €C) -
npusefeHHs cneuudikauii 4ONOMiKHOT
pPeYOBUHM ANHATPIt0 ddocdaTt gogekarigpat Ao

6e3
peyenma

UA/1031/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BMMOr MoHorpadii Ph.Eur. 01/2021:0118
«Disodium phosphate dodecahydrate». 3miHu |
TUNy - 3MiHW 3 SIKOCTi. FTOTOBWIA NikapcbKuii
3aci6. 3MiHM y BUpOOHULTBI. 3MiHM Yy mpoueci
BMPOGHMLTBA FOTOBOIO JiKApCbKOro 3acoby,
BK/THOHAI0UN MPOMIXKHWIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOGHULITBI FOTOBOIO
nikapcbkoro 3acoby (He3HayHa 3MiHa y npoveci
BVMPOGHMLTBA) - HE3HAYHI 3MiHM B NpoLeci
BVMPOGHMLTBA, 3aMiHa HepXaBito4oi EMHOCTI Ans
36epiraHHsa cycneHsii BOAHOI cynbatiazony
cpi6na 3 200 dm3 Ha emHicTb 140 dm3 . 3minm Il
TMny - 3MiHM 3 AKOCTI. [OTOBWIA NiKapCbKWii
3aci6. (iHLWi 3MiHM) — BK/TOYEHHSA OMNKWCY Npouecy
BMPOGHULITBA €O/ CynbhaTiazony cpidbna,
BOAHOI CycneHsii 4o onvcy npouecy
Bupo6HuuTBa M3 (po3gin 3.2.P.3.) y
signosigHocTi Ao sumor GMP. MNponoHoBaHa
3MiHa nonsirae y peopranisawji peectpauiiHoro
[0CbE 3 METOI0 Bijo6pakeHHs npouecy
BMPOGHULITBA Ail0H0T Pe4OBUHU Ha MicL,i. OKpim
TOro, YTOYHEHHS LLOAO0 Yacy nepemillyBaHHA
cynbaTtiazony cpibna nicns ocafxeHHs Bif «at
least 40 min» fo «80-90 minx», Wo
nigTBEpAXYETLCA 3BITOM 3 Banigauii npouecy.

11.

ALEEPBIH

Mas3b o 30 r abo
100 r masi B Ty6i; no
1 Ty6i B KAPTOHHIW
ynakoBLii

dapmaveyTiw
e dabpik
MoHTaBIiT
6X

ABCTpist

dapmaueyTiwe habpik
MoHTaBIiT T'M6X

ABCTpiIs

BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis:
3MiHu | TMNY - 3MiHK Wo[0
6e3nekn/edheKTUBHOCTI Ta hapMmakoHarnsgy
(iHWi 3MiHW) 3MiHM BHECEHO Y TEKCT MapKyBaHHS
BTOPUHHOT Ta NEPBMHHOI YNakosku (Ty6a)
nikapcbkoro 3acoby, a came: AoAaHo
iHbopMaLLito NPO HasABHICTb /1I0roTUNY
Brpo6HYKa; BUTYyYEHO LUTPUX-KOA, 3 NEPBUHHOT
YNaKoBKN TEKCTY MapKyBaHHS, KU 3 TEXHIYHNX
NpVYUH HE MOXe BYTU HaHeceHuid Ha Tyby

6e3
peyenma

UA/15260/01/01

12.

BAKTUCENT
on-
3400POB'A

cycneHnsis (200
Mmr/40 mr B 5 mn), no
100 mn 'y dhnakoHi;
no 1 donakoHy
pasom 3 MipHOK
JI0XKKOIO B KAPTOHHIl
Kopoo6ui

TOBAPUCTB
03
OBMEXXEHO
0
BIANOBIAAN
bHICTIO
«KOPMOPAULJ
A
«300POB’'A»

YkpaiHa

ToBapucTBO 3 0OMEXEHOI0

Bi4nNoBIAANbHICTIO
"@apmaueBTnyHa
KoMnaHis "3gopos'a”

Ykpaina

BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasis:
3MiHa 3aaBHuKa J13 (MIBIT) (BnacHuka
peecTpauiiHoro NocBig4eHHs1) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460). BBefeHHs 3MiH
NPOTArom 6-Tv MiCALIB MiCNs 3aTBEPOKEHHS.
3MiHu | TUny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM [0 y3arasibHeHNX AaHux
npo cuctemy chapmakoHarnsgy (BBeAeHHs
y3arasibHeHVX AaHux Npo cuctemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHoT ocobu,
BiANOBIAA/IbHOI 32 3AiiCHEHHS
hapmakoHarnsgy; KOHTakTHoi ocobm 3

3a
peyerimom

UA/0142/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
hapmakoHarnsgy B YkpaiHi, KLU0 BOHa
BiAMIHHa Bif, YNOBHOBaXeEHOI 0CO6M,
BiAMOBIAaUTbHOI 3a 34iiCHEHHA hapMakoHarnsay
(BK/KOHAOUM KOHTaKTHI faHi) Ta/abo 3MiHU Y
po3MilLieHHi MacTep-chaiina cuctemm
thapmakoHarnagy).
3MiHa YNOBHOBaXKEHOT 0COOM 3asiBHUKA,
BiANOBIAaUIbHOI 3a hapmakoHarnag. Jirova
pepakuis: LeueHko OneHa IropiBHa.
MponoHoBaHa pepakuis: MaHoBa OneHa
MukonaiBHa. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBigasibHOI 3a hapmakoHarnsg. 3miHa
HoMepa MacTep-ghaiina cuctemu
chapmakoHarnisgy.

13.

BANAHC
1,5%
rNoKo3un
1,25
MMO/IbIN
KANbLJIO

PO34MH ANa
NepuUTOHeasIbHoro
Aianisy; no 2000 mn
a6o 2500 mny
cuctemi
[BOKaMepHoro
MiLLIKa cTeieceiid;
no 4 Milkn y
KapTOHHI kopo6uyj;
no 3000 mny
cuctemi
[BOKaMepHoro
MiLLKa cninecelidp; no
4 MiLLKN Yy KAPTOHHIM
Kopo6ui; no 5000 mn
y cuctemi
[IBOKaMepHoro
MiLLKa cninecelidp; no
2 MiLLKN Y KAPTOHHIl
Kopoo6ui

PpeseHiyc
Megukan Kep
[oiiunang,
6X

HimeyunH
a

PpeseHiyc Megukan Kep
[Jonunang MmeX

HimeuyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiais:
3MiHn | TURYy - 3MiHK 3 akocTi. CepTudikat
BignosigHocTi/l E-cepTudikat BignosigHOCTI
€Bponeiicbkili hapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO cepTugiikaTa
BiAMNOBIAHOCTI @60 BUNy4YeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
A®I; onsa ByxigHOro
Marepiany/peareHTy/npoMiKHOTO MPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; ana
[0NOMIXHOT peyoBrHY (cepTuddikat
BiANOBiAHOCTI EBponeiickbki hapmakonei) -
OHOB/EHMIA cepTUQIKaT Bif YXe 3aTBEPKEHOrO
BUPO6HMKa - MNogaHHA oHoBieHoro CepTtudikaty
BiANOBIgHOCTI EBponeiickkili ®apmakonei R1-
CEP 1997-059-Rev 04 (3aTBepmxeHo: R1-CEP
1997-059-Rev 03) ansa gitoyvoi peyoBuHN
T/TI0KO3W MOHOTiZpaTy Bif, BXe 3aTBEPAXKEHOI0
Bupo6Huka Cargill, S.L.U., IcnaHisi. 3miHu | Tuny
- 3MiHu 3 sKocTi. A®l. KoHTponb A®I. 3miHa y
mMeTofax BUNpobyBaHHS AD| abo BMXigHOro
MaTepiany/npomMiKHOro NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLieci BupobHuutea Ad|
(iHWi 3MiHM y MeTogax BUNpobyBaHHs
(BK1OYatoumM 3aMiHy abo fonoBHeHHs) APl abo
BVIXiHOro/npoMiXHOro npoaykTy) JofasaHHs
aflbTepHaTMBHOrO MeToAy BUNPOGYBaHHA 4N
BU3HAYEHHS alOMIHIl0 /1 Ail040T pevyoBUHN
HaTpito (S)-nakTaTty po3yvH 3a A0NOMOro
MeToAy Mac-CnekTpomeTpii 3 iIHAYKTUBHO
3B’A3aH010 nnasmoto (ICP-MS)
3MiHu | TMNYy - 3MiHu 3 sKocTi. APl. KoHTposb

3a
peyenmom

UA/18018/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
A®l. 3miHa y napameTpax cneuudikauiii Ta/abo
LONyCTUMMUX MEX, BU3HAYEHUX Y crieuundikaLisax
Ha A®l, a60 BUXigHWIA/NPOMIDKXHII
NpoAyKT/pearenT, WO BUKOPUCTOBYHOTLCS Y
npoueci BupobHuuTea APl (40NOBHEHHSA
cneuudikaLii HOBUM NOKa3HUKOM SKOCTi Ta
BiAMOBIAHMM METOA40M BUNPOOYBaHHS)
[lonoBHeHHs cnevmdikauii gns Ailo4oi peyoBrUHU
HaTpilo (S)-nakTaTty po3ynH HOBMM MOKA3HUKOM
AKOCTi «BakTepianibHi eHAOTOKCMHM» 3
HopMyBaHHAM < 5 |U/g Ta BignoBigH1UM MeToaoM
BMNpobyBaHHs (EP 2.6.14)
14. | BANNIAHC pO34nH Ans ®peseHiyc HimeuumnH ®peseHiyc Megukan Kep HimeuyunHa BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasiis: 3a - UA/18019/01/01
2,3% nepuToHeas1bHOro Meaukan Kep a [Loiunang MrmeX 3MiHu | TUNYy - 3MiHK 3 AKoCTi. CepTudikat peyenmom
FNOKO3U Aianisy; no 2000 mn [onunang BignosigHocTi/l E-cepTudikar BignosigHoOCTI
1,25 abo 2500 mny M6X €Bponeiicbkiit hapmakonei/MmoHorpadii.
MMObIN cucTemi MofaHHA HOBOrO abo OHOB/IEHOTO cepTudiikaTa
KANbLIKO [BOKamepHOro Bi4MNOBIAHOCTI ab0 BUYYEHHS cepTudiikaTa
MiLLKa cTeleceiid; BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
no 4 Milkn y A®I; ons BUXigHOTO
KapTOHHI kopo6uyj; marepiany/peareHTy/npoOMKHOTO NPOAYKTY, L0
no 3000 mny BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
cucTemi [LOMOMDKHOT peyoBUHU (cepTudikaT
[BOKamepHOro BIAMOBIAHOCTI €Bponelichbkili hapmakoner) -

MiLLKa cninecelidp; no
4 MILLKN Yy KAPTOHHIl
Kopo6ui; no 5000 mn
y cucTemi
[BOKamMepHoro
Milka cnineceid; no
2 MILLKN Y KaPTOHHIl
Kopobui

OHOBEHWI cepTUQIKaT Bif YXe 3aTBepXEHOro
BUPOGHMKA - NOAAHHA OHOBMIeHoro CepTudikaTy
BiANOBIAHOCTI EBponeiicbkii Papmakonei R1-
CEP 1997-059-Rev 04 (3aTBepgxeHo: R1-CEP
1997-059-Rev 03) ans Ajto4oi peyoBrHU
r/1II0KO3M MOHOTIAPaTy Bif, BXe 3aTBEPAKEHOrO
BMpo6Huka Cargill, S.L.U., Icnanis. 3miHu | Tuny
- 3MiHK 3 AkocTi. APl KoHTponb A®I. 3miHa y
mMeTogax BunpobysaHHs APl abo BUXigHOro
Marepiany/NpoMiXXHOrO NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdI
(iHWi 3MiHM y MeTogax BUNpobyBaHHSA
(BkntovarouM 3amiHy abo fonoBHeHHs) Ad| abo
BUXIAHOIO/NPOMIXHOro NPOAYKTY) A0AaBaHHA
aNbTepHaTMBHOrO MeToAy BUNPOGYBaHHA ANsi
BM3HAYEHHS /TIOMIHIl0 AN Ai04O0T PEYOBUHN
HaTpito (S)-nakTary po3yvH 3a L0NOMOror
MeToAy Mac-CrnekTpoMeTpii 3 iHAYKTUBHO
3B’13aHO0 nnasmoto (ICP-MS)
3MiHW | TUnNYy - 3MiHK 3 aKocTi. A®Il. KOHTposb
A®l. 3miHa y napameTpax cneuudikauii Ta/abo
OOMNYCTUMUX MEX, BUSHAYEHMX y crieumdikayisax
Ha A®l, a6o BMXigHWIA/NPOMIKHWIA
npoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
npoueci BupobHuutea APl (4ONOBHEHHS
cneumaikaLii HOBYUM NOKa3HUKOM AKOCTI Ta
BiANOBIAHMM METOL0M BUNPOOYBaHHS)
[OMNOBHEHHSA cnevudikalii Ansa Ailoyoi peyoBuHU
HaTpito (S)-nakrary po34ymH HOBUM MOKA3HNKOM
AKOCTI «BakTepiasibHi eHAO0TOKCUHW» 3
HopMyBaHHAM < 5 |U/g Ta BignoBigH1MM MeToA0M
BMNpobyBaHHs (EP 2.6.14).
15. | BANNIAHC PO3YMH Ans dpeseHiyc HimeuumnH ®peseHiyc Megukan Kep HimeuunHa BHECEHHS 3MiH 40 peecTpaliitHux maTepiasis: 3a - UA/16100/01/01
2,3% nepuTOHeanbHOro Megavikan Kep a [LonunaHg MrmeX 3MiHn | TUny - 3MiHn 3 akocTi. CepTuddikaT peyenmom
FNHOKO3n gianisy; no 2000 mn Hoiunang BignosigHocTI/IE-cepTudpikat signosigHoCTi
1,75 ab6o 2500 mny 6X €Bponeiicbkiin thapmakonei/moHorpadii.
MMOnbIN cucTemi MoaaHHA HOBOro abo OHOBIEHOTO cepTudiikata
KANbLIKO [BOKamMepHoro BiANOBIAHOCTI ab60 BUYYEHHS cepTudikaTa
MiLLKa cTeneceid; BiANOBIAHOCTI EBponeiickbkil hapmakonei: ans
no 4 Milwkn y A®l; pns BUXigHOro
KapTOHHI Kopobuyj; MaTepiany/peareHTy/NpoOMKHOro NPoAyKTy, Lo
no 3000 mny BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
cucTemi LOMNOMIXHOT peyoBrHY (cepTuddikat
[BOKamMepHoro BiAnoBigHOCTI EBponeiickbkilt hapmakonei) -

Milka cnineceid; no
4 MILLKN Yy KaPTOHHIl
Kopo6ui; no 5000 mn
y cucTemi
[BOKaMepHoro
MiLLKa cninecelidp; no
2 MILLKN Y KAPTOHHIM
Kopoo6Ui

OHoBeHWt cepTuddikat Big, y)xe 3aTBEPAKEHOTO
BMPOGHMKA - NoAaHHSA 0HoB/ieHoro CepTudikaty
BiANoBigHOCTI EBponeiickkili ®apmakonei R1-
CEP 1997-059-Rev 04 (3aTBepaxeHo: R1-CEP
1997-059-Rev 03) ansa gito4oi peyoBUHM
T/II0KO3W MOHOTiZpaTy Bif, BXe 3aTBEPAXKEHOI0
Bupo6Huka Cargill, S.L.U., Icnanis. 3minu | Tuny
- 3miHu 3 gKocTi. A®l. KoHTponb A®I. 3miHa y
MeTofax BUNpobysaHHA A®| abo BUXIAHOTO
mMarepiany/npoMiXHOro NPoayKTy/peareHTy, Lo
BMKOPUCTOBYETHLCA y NpoLieci BMpo6HuuTea AdI
(iHWi 3mMiHM y MeTofax BUNPO6YBaHHSA
(Brntovaroun 3amiHy abo fonoBHeHHs) APl abo
BVIXiZHOro/MPOMKHOro NPOAYKTY) AOAaBaHHS
anbTepHaTMBHOrO MeToAy BUNPOGYBaHHA ANs
BM3HAYEHHS a/TIOMIHIIO AN Ai0YOT PEYOBUHN
HaTpito (S)-nakTaTy po3yrH 3a A0NOMOroK
MeToAy Mac-CnekTpomeTpii 3 iHAYKTUBHO
3B'AA3aHOI0 nasmoto (ICP-MS)
3MmiHu | TUnY - 3miHu 3 sKocTi. APl. KoHTponb
A®I. 3miHa y napameTpax cneuudikadii Ta/abo
[OMNYCTUMUX MEX, BUSHAYEHMX Y crieumdikaLisx
Ha A®l, abo BMXigHWIA/NPOMIKHWIA
NpoAyKT/peareHT, L0 BUKOPUCTOBYHOTHLCS Y
npoueci BupobHuutea APl (40NOBHEHHS
cneuudikauii HOBYM MOKa3HWKOM SKOCTi Ta
BiANOBIAHVM MEeTOLOM BMNPOGYBaHHS)
[OMNOBHEHHSA cneumdikauii Ansa Ailo4oi peyoBuHU
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
HaTpilo (S)-nakTaTty po3yvH HOBMM MOKa3HUKOM
AKOCTi «BakTepianbHi eHAOTOKCUHM» 3
HopMmyBaHHAM < 5 |U/g Ta BignoBigH1M MeTOA0M
BMNpob6yBaHHs (EP 2.6.14).
16. | BANIAHC pO34MH ANns PpeseHiyc HimeuuunH $peseHiyc Megukan Kep HimeyunHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3a - UA/16101/01/01
4,25% NnepuTOHeas1bHOro Megwukan Kep a [Joiiunang Mv6X 3MiHun | TMny - 3MiHK 3 AkocTi. CepTudiikaT peyenmom
FNHOKO3U aianisy; no 2000 mn [oitunang, BignosigHocTi/l E-cepTudikar BignosigHOCTI
1,75 ab6o 2500 mny 6X €Bponeiicbkili hapmakonei/MoHorpadii.
MMOnbIn cucTemi MogaHHA HOBOro abo OHOB/IEHOTO cepTugiikaTa
KANbLIO [BOKaMepHoro BiAMNOBIAHOCTI @60 BUNyYeHHs cepTudikata

MiLLIKa cTeieceiid;
no 4 Milkn y
KapTOHHI kopo6uyj;
no 3000 mny
cuctemi
[BOKaMepHoro
MiLLKa cninecelidp; no
4 MiLLKN Yy KaPTOHHIM
Kopo6ui; no 5000 mn
y cuctemi
[IBOKaMepHoro
MiLLKa cninecelidp; no
2 MiLLKN Y KAPTOHHIl
Kopoo6ui

BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
A®I; onsa ByxigHOro
Marepiany/peareHTy/npoMiKHOTO MPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; ana
[0NOMIKHOT peyoBrHY (cepTuddikat
BiANOBIAHOCTI EBponeiickbki hapmakonei) -
OHOB/EHMIA cepTUQIKaT Bif yXe 3aTBEPKEHOrO
BUPO6HMKa - MNogaHHA oHoBieHoro CepTtudikaty
BiANOBIgHOCTI EBponeiickkili ®apmakonei R1-
CEP 1997-059-Rev 04 (3aTBepaxeHo: R1-CEP
1997-059-Rev 03) ansa gito4voi peyoBuHN
T/II0KO3W MOHOTiZpaTy Bif, BXe 3aTBEPAXKEHOI0
Bupo6Huka Cargill, S.L.U., IcnaHisi. 3miHu | Tuny
- 3MiHu 3 sKocTi. A®l. KoHTponb A®I. 3miHa y
mMeTofax BUNpobyBaHHS AD| abo BMXiZHOro
MaTepiany/npomMiKHOro NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLieci BupobHuutea Ad|
(iHWi 3MiHM y MeTogax BUNpobyBaHHS
(BKItOYatoumM 3aMiHy abo fonoBHeHHs) APl abo
BVIXiHOro/npoMiXHOro npoaykTy) JofasaHHs
aflbTepHaTMBHOrO MeToAy BUNPOGYBaHHA 415
BU3HAUYEHHS atOMIHIl0 A1 Ail040i pevyoBUHN
HaTpito (S)-nakTaTty po3yrH 3a A0NOMOror
MeToAy Mac-CnekTpoMeTpii 3 iIHAYKTUBHO
3B’A3aH010 nnasmoto (ICP-MS)
3Mminn | TUnY - 3miHn 3 sKocTi. APl. KoHTponb
A®l. 3miHa y napameTpax cneuudikauiii Ta/abo
LONyCTUMMUX MEX, BU3HAUEHUX Y creuundikaLisx
Ha A®l, abo BMXigHWIA/NPOMDKHWIA
NpoAyKT/pearenT, WO BUKOPUCTOBYIOTHCS Y
npoueci BupobHuuTea A®| (4ONOBHEHHS
cneundikauii HOBYM NOKAa3HNKOM SKOCTi Ta
BiAMOBIAHMM METOL0M BUNPOOYBaHHS)
[lonoBHeHHs cnevmdikauii 415 Ailo4oi peyoBrHU
HaTpilo (S)-nakTaTty po3ynH HOBVMM MOKA3HUKOM
AKOCTi «bakTepiasibHi eHAOTOKCUHN» 3
HopMyBaHHAM < 5 |U/g Ta BignoBigH1UM MeToaoM
BMNpobyBaHHs (EP 2.6.14)
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
17. | BEKJIOMETA | cnpeli Ha3anbHWii TOBAPUCTB YkpaiHa KOHTPO/Ib SIKOCTi, BUMYCK YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasiis: 6e3 - UA/18842/01/01
30H- [,030BaHuii, 03 cepi: 3MiHa 3aaBHuKa J13 (MIBI) (BnacHuka peuyenma
340POB'A cycneHsisi, 50 OBMEXEHO ToBapnCcTBO 3 0OMEXEHOID peecTpauiiHoro NocBigyYeHHs1) (3rigHo Hakasy
MKr/go3y, no 180 10) BiANOBiAA/IbHICTIO MO3 Big 23.07.2015 Ne 460). BBefeHHs 3MiH
003y hnakoHi 3i BIANOBIAAN "papmaueBTUYHA NPOTArom 6-Tv MiCAILiB MicNs 3aTBEPOKEHHS.
cnpeii-Hacocom Ta bHICTHO KomnaHia "3g0poB'a", 3MmiHu | TUnYy - 3MiHn Wwoao
3aXVCHUM «KOPIMOPALII YkpaiHa; 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
KoBMaykom; no 1 2| BCi cTagii BUpobHUUTBA, BBefeHHA abo 3MiHM [0 y3arasibHeHUX AaHnx
chnakoHy y kopobui 3 | «300POB’'A» BUMNYCK cepil: npo cuctemy thapmakoHarnsgy (BBefeHHs
KapToHy ToBapuCTBO 3 0OMEXEHOID y3ara/ibHeHUX JaHnX nNpo cucTemy
BiANOBIAA/ILHICTIO hapmMakoHarnagy, 3amiHa yrnoBHOBaXeHO! ocobu,
"papmaneBTnyHa BiNOBIAabHOI 3a 3[iiCHEHHS
KomnaHis "3gopoB'sa", hapmakoHarnsgy; KOHTakTHOT 0cobm 3
YkpaiHa; KOHTPOb AKOCTi: chapmakoHarnsgy 3asaBHuKa 418 34iACHEHHS
ToBapucTBO 3 0OMEXEHOI0 thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiANOBiAA/IbHICTIO BiAMIHHA BiJ YNOBHOBaXEHOI 0CO6M,
"®APMEKC IPyn-, BiANOBIAa/IbHOI 3a 3AiiCHEHHSA hapMakoHarnsay
YkpaiHa (BK/TIOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy).
3MiHa yNnoBHOBaXXEHOI 0CO6M 3asiBHUKA,
BiANOBIAaUIbHOI 3a hapmMakoHariag. Jirova
pepaxuis: LesyeHko OneHa IropisHa.
MponoHoBaHa pepakuis: MaHoBa OneHa
MukonaiBHa. 3MiHa KOHTaKTHUX AaHWX
YMNOBHOB&XEHOI 0CO6M 3as1BHYKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag. 3miHa
Homepa macTep-thaiina cuctemu
chapmakoHarnsgy.
18. | BET®EP 1A NOPOLLOK ANs TOB "®3 YkpaiHa TOB "®3" BIOPAPMA" Ykpaina BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3a - UA/15462/01/01
nnwc po3unHy Ans iH'ekuii | "BIO®PAPMA" 3MiHu | TMRY - 3MiHK 3 SKOCTi. FoTOBUIA peyenmom

no 6000000 MO (30
Mkr); 1 donakoH 3
MOPOLLKOM Y
KOMM/eKTi 3 1
ammnysiow 3
PO3YMHHMKOM Mo 1
M (Boda ans
iH'eKLn cTepunbHa)
y 6nicTepi; no 1
6nicTepy y nayuj 3
KapToHY; 4 dhNakoHn
3 NOPOLUKOM Y
KOMM/EeKTi 3 4
amnynamm 3
PO3YMHHMKOM Mo 1
M (Boda ans
iH'EKLn cTepuibHa)

nikapcbkuii 3aci6. 3MiHM Yy BUPOGHMLTBI. 3MiHa

po3Mipy cepii (BKIOYaoUK gianasoH po3mipy
cepii) roToBOro NikapcbKoro 3aco6by (3MeHLIeHHS
00 10 pasiB) MNponoHoBaHO 3MiHX PO3Mipy cepil,
3aTBepaxeHo: 20 000 dnakoHiB 3 nopoLukom, 20

000 amnyn (po34vHHUK (Boga Ans iH'eKUil

CTepw/bHa)), 3anponoHosaHo: 20 000 dhiakoHiB

3 nopoLukom, 20 000 amnyn (PO34MHHUK (BOAA
Ans iH'ekuilii ctepunbHa)), abo 7700 dhriakoHis 3
nopotukom, 12 500 amnyn (po34nHHUK (Boga Ans

iH'eKLin cTepunbHa))
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

y 6nicTepi; no 1
6nicTepy y nayuj 3
KapToHy

19.

BI®PEH®

Kancynu no 250 mr,
no 10 kancyn y
6nicTepi; no 1 abo
no 2, abo no 6
6nictepis B
KapTOHHIM nayui

TOB "ACIHO
YKPAIHA"

Ykpaina

TOB "dapma Crapt"

YKpaiHa

BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiis:
3MiHuM | TUNY - 3MiHK 3 AkocTi. APL. KOHTposib
A®l. 3miHa y napameTpax cneuudikauii Ta/abo
[OMNYCTUMUX MEX, BUSHAYEHMX y crieumdikayisax
Ha A®I, a6o BMXigHWIA/NPOMIKXHWIA
npoAyKT/pearexT, L0 BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTea A®| (iHWi 3MiHK)
BHECEHHS 3MiH [10 MaTepiasliB peecTpaviiHoro
nocbe M3 bichpeH®, kancynu no 250 wmr, no 10
Karcyn y 6nictepi, a came nepeHeceHHs
pe3ynbTaTiB KOHTPOsIO 3a N. «CynpoBigHi
[OMILLKM» 3 Hepo3hacoBaHOI NPOAYKLiT B
cepTtudikaT sikocTi rotoBoro A®| deHibyT
BMpOGHMLTBA TOB «®apmxim», YkpaiHa
(BHOCUTBLCA ANA cybCTaHUl y NonieTMneHoBKX
MilLKax gna hapMaueBTUYHOrO 3aCTOCYBaHHS
(PM Ne UA/18915/01/01) Ta cy6cTaHLii y
nakeTax nonieTuIeHoBMX 415 BUPOOHULTBA
HecTepwIbHUX fikapcbkux chopm (P Ne
UA/14286/01/01) . Ana cy6cTaHuii ®eHibyT y
nonieTusIeHoBMX Millkax Ans dpapmaleBTUYHOro
3actocyBaHHs (PN Ne UA/18915/01/01)
BW/y4a€ETbCS HEKOPEKTHO 3a3HaueHunii CAS
HOMepy 3 po3giny «3aranbHi BigomocTi» MKA
N3 Ta pozginy 3.2.S.1 3arasibHi BNACTUBOCTI.
3MiHu | TUNYy - 3MiHKM 3 AKocTi. AdL.
CrabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BMnNpobyBaHb/nepioay 36epiraHHs abo ymoB
36epiraHHa A®I (3a BigcyTHOCTI y
3aTBEPAKEHOMY [OCLE cepTudikaTa
BiANOBIAHOCTI E€Bponeiickbkili hapmakonei, Lo
BK/IIOYAE Nepiof MOBTOPHOr0 BUNPO6YBaHHS)
(nepiog, noBTOPHOro BUNPobyBaHHA/NEpPIoA
36epiraHHs) - 36iNblUeHHs abo BBeAEHHS
nepiogy NOBTOPHOro BUNpobyBaHHs/nepiogy
36epiraHHs Ha OCHOBI pe3ynbTaTiB AOCAIAKEHb Y
peasibHOMy yaci -
ons cybetaHuil deHibyT y nonieTuneHoBmx
MiLLKax gns hapmaleBTUYHOro 3acTOCyBaHHS
(P Ne UA/18915/01/01) Bmpo6HuuTBa TOB
«®apmxim», YkpaiHa 6yno 36inbLieHo TepMiH
nepeKkoHTPOsI0 i3 24 micsAuiB Ao 36 micauis Ha
OCHOBI NO3WTVBHYWX Pe3y/bTarTiB AOBrOCTPOKOBUX
AocnigpkeHb cTabifibHOCTI Y peasibHOMY Yaci.

3a
peyenmom

UA/12087/01/01

20.

BNICCEN

reflb BariHa/lbHWi,

ITAN®PAPMAK

IcnaHis

ITAN®APMAKO, C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpauliiiHux MmaTepiasis:

3a

UA/20229/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
50 mkr/r; no 101 O, CA 3MiHu |l Tuny - 3MiHn Wwoao peyenmom
reno BariHasibHoro B 6e3nekn/edheKTMBHOCTI Ta thapmakoHarnsagy
anloMiHIeBIN Ty6i 3 (iHLWi 3mMiHK) 3asaBHYKOM 6y10 NPOBEAEHO OL|HKY
KoBnaykom, no 1 Hebe3nekn Ans AOBKINA NiKapCbKOro 3acoby Ta
anoMiHieBili Ty6i 3 HaZaHO aHaNiTUYHUIA [OKYMEHT 3 OLiHKU
KOBNaykoMm y €KOJOTNYHUX PU3NKIB A/11 OHOBNIEHHS PO34iny
KommnekTi 3 1 1.6.1. maTepianiB peecTpauiiiHoro fOCbe.
6nictepom, Lo MpoeKT IHCTPYKUIT A5 MeANYHOr0 3aCTOCYBaHHS
MicTUTb 10 NikapcbKoro 3acoby Ta nnaH ynpas/iiHHA
OfIHOPa30BUX pr3nkamMmn He NOTPebytoTb BHECEHHS 3MiH
KaHtob Ta 1
nopLUeHb
H6araTopasoBoro
BUKOPVCTaHHA B
KapTOHHIi nayui
21. | BPOMIEKCW | Tabnetku no 8 mr no MAT YkpaiHa MAT «MoHdapm» YkpaiHa BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiis: 6e3 nionsizae UA/1688/01/01
H 20 Tabnetok y «MoHdapm» 3MiHM | Tuny - 3MiHK 3 AKocTi. FoToBWMIA peuyenma
6nictepax; no 20 nikapcbkuii 3aci6. Cuctema
Tabnetok y 6nictepi; KOHTeliHep/3aKyrnopoBanbHWii 3aci6. 3MiHa
noil, 2a6o3 pO3Mipy ynakoBK/ roTOBOrO NikapCbKoro 3acoby
6nictepm y nauui 3 (3MiHa KinibkoCTi oAMHMLE (Hanpukiag TabneTok,
KapToHYy amnyn TOLL0) B yMakoBLi:) - 3miHa nosa
[iana3oHOM 3aTBepXEHNX PO3MIPIB YNaKoBKN.
CynyTHS 3MiHa - 3MiHM WoA0
6e3nekn/edheKTUBHOCTI Ta hapMmakoHarnsgy
(iHWi 3mMiHW) foaaTKOBE BTOPUHHE NakyBaHHSA
Ne20 (20x1), Ne40 (20x2), Ne60 (20x3) (no 20
Tabnetok y 6nictepi; no 1, 2 abo 3 6nictepn y
nauti 3 KapTOHY 3 MapKyBaHHAM YKpPaiHCbKOO
MOBOI0). 3MiHM BHECEHI B po34in "YnakoBka" B
IHCTPYKL,i0 415 MeAMYHOr0 3aCTOCyBaHHS
NiKapCbKoro 3acoby Y 3B'A3KYy 3 BBEEHHAM
[04aTKOBUX BTOPVHHKX YNAKOBOK Ta SIK HACNif0K
- 3aTBEPKEHHS TEKCTY MapKyBaHHS
[0AaTKOBMX YNakoBOK Nikapcbkoro 3acoby.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPAXKEHHSA
22. | BPOHXO- Kancynu no 3,5 wmr; OM dapma LLiBeiiuapi OM dapma CA LLiseiiuapis BHECEHHS 3MiH [0 peecTpaLjiitHux maTepiasis: 3a - UA/18520/01/01
BAKCOM no 10 kancyny CA a 3MiHM | TUnYy - 3MiHK 3 aKocTi. A®I. KoHTposb peyenmom
aitn 6nictepi; no 1 abo A®I. 3miHa y napameTpax cneuudikaii Ta/abo

no 3 6nictepu B
KapTOHHI Kopoo6Li

LONyCTUMMUX MEX, BU3HAUEHUX Y creuumdikaLisx
Ha A®|, abo BMXigHWIA/NPOMKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYHOTLCS Y
npoueci BupobHuLTBa AP| (3BY)XKEHHSA
O0MNYCTUMUX MEX, BUSHaUYeHnX y crneumdikaui) -
3MiHa KpUTepiiB NPUIAHATHOCTI AN
iLeHTndikaLii akTBHOro iHrpegieHta B8 OM-85
KOHLeHTpaTi (MPOMiXXHWIA MPOAYKT, Lo
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

BMKOPWCTOBYETLCA NPU BUTOTOB/IEHHI ADI)
MeToAoM Y® cnektpodoToMeTpil; 3miHu | Tvny -
3MiHn 3 aKocTi. A®l. KonTponb AP, 3miHa y
mMeTogax BUnpobyBaHHs APl abo BMXigHOro
MaTepiany/npomMiKHOro NpoAyKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BupobHuuTea AdI
(He3HauHi 3MiHN Y 3aTBEPKEHNX MEeTOoAaX
BUNPOBYBaHHSA) - 3MiHX B po3aini
3.2.S.2.4.KOHTPO/Ib KPUTUYHUX CTagil Ta
NPOMDKHOI NPOAYKLi, a came 3MiHV B MeTOSi
Y®-igeHTudikauii 18 NPOMiXXHOro NpoayKTy
OM-85 - BBeieHHA pO34MHY A8 NepeBipku
BignosigHocTi (conformity solution), ouiHkn
NpUAATHOCTI cUCTeMU, nepernagy
po3paxyHKoBoi hopmynu, ans
BUNPOBOBYBAHOTO 3pa3ka BBOAUTLCA
iNbTpyBaHHA 3paska; 3MiHu | Tuny - 3MiHKn 3
AKocTi. A®Il. KoHTponb A®I. 3miHa y napameTpax
cneumdikauin Ta/abo AONYCTUMMX MEX,
BM3HAYEHUX Y cneundikauisix Ha Adl, abo
BUXiAHUIA/NPOMIXHWUIA NPOAYKT/pearexT, Lo
BMKOPWCTOBYIOTbCSA y Npoueci BUpobHuuTBa Ad|
(3BYXKEHHA [0MYCTUMUX MEX, BU3HAYEHUX Y
cneumdikauii) - 3miHa Bumor cneumdikavii API
(OM-85 Lyophilizate) 3a nokasH1koM
«laeHTudikauis» metogom Yo-
cnektpodoTomeTpii; 3MiHu | TUNY - 3MiHK 3
akocTi. A®l. KoHTponb A®L. 3miHa y meTogax
BMNpobyBaHHA A®l abo BUXigHOTO
marepiany/npoMiKHOro NPoayKTy/peareHTy, Lo
BMKOPVCTOBYETLCA Y NpoLeci BUpobHuuTBa AdI
(He3HauHi 3MiHKN y 3aTBEpPXXEHNX MeToax
BMNPOGYBaHHS) - 3MiHW B MeTofi YO-
ineHTndikauii A®l (OM-85 Lyophilizate), a came
BBEEHHS PO3YMHY A/19 NepeBipku BiANOBIAHOCTI
(conformity solution), ouiHk1 NpuaaTHOCTI
cuctemu, 418 BUNPo60BYBaHOIO 3paska
BBOANTLCA (PiNbTPYBaHHA 3paska, 3MiHa B
po3paxyHkoBili oopmyni; 3MiHuM | TUNY - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KoHTponb
roToBOro Nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo LONYCTUMUX MEX FOTOBOTO
NiKapCcbKoro 3acoby (3BY)XXeHHS JoMyCTUMUX
MeX) - 3MiHa KpUTepiiB NPUIAHATHOCTI ANs
nokasHuka cneumcikauii M3 «laeHTudikauia
MeToAoM Y® cnekTpodhoToMeTpii»; 3MiHK | Tuny
- 3MiHK 3 sKOCTi. FoTOBMIA Nikapcbkuii 3aci6.
KOHTPO/1b FOTOBOrO NiKapCbKoro 3acoby. 3mMiHa y
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
MeTogax BunpobyBaHHA rOTOBOTO /iKapCbKOro
3aco0y (He3Ha4yHa 3MiHa y 3aTBepKeHNX
MeTofax BUNPO6yBaHHS) - 3MiHW B MeTogi YP-
ineHTndikauii A®l (OM-85 Lyophilizate), a came
BBEEHHS PO3YMHY A/19 NepeBipku BiANOBIAHOCTI

(conformity solution), ouiHk1 NpuAaTHOCTI
cuctemu, A1 BUNPo60BYBaHOIO 3paska
BBOANTLCA (PiNbTPYBaHHA 3paska, 3MiHa B
po3paxyHkoBili oopmyni; 3MiHn | TUNY - 3MiHK 3
akocTi. A®l. KoHTponb A®L. 3miHa y napameTpax
cneumdgikaLii Ta/abo AONYCTUMUX MEX,
BM3HAYEHNX Y cneuudikauisx Ha Adl, abo
BVIXiZHWA/NPOMDKHWIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(3BY)XEHHSA AONYCTUMUX MEX, BUSHAYEHUX Y
cneumdikauii) - 3miHa KpUTepiiB NPUAHATHOCTI
Ons koHueHTpaty OM-85 (MpOMiXHWIA NpoAyKT)
3a NOoKa3HMKOM «laeHTudikauis Metogom
HPTLC», a came BUaaneHHsA NnokasHuka
KoedpiuieHTa yTpumyBaHHs (Rf). Hapasi
nnaHweTn HPTLC i3 3pa3kom NPONoHyeTLCA
OL,iHIOBATU LLSIXOM MOPIBHAHHA 3 MAaHWweTamm
3 KOHTPO/IbHUM PO3YMHOM, SIKi TECTYHOTbCS
0fiHOYaCHO, TOMY (POpPMY/OBAHHSA LibOrO
KpUTEepito NpUIAHATHOCTI 6yN0 BiANOBIAHO
nepernsHyTo; 3MiHu | Tuny - 3miHu 3 skocTi. API.
KoHTposnb A®I. 3miHa y napameTpax
cneumdikauin Ta/abo AONYCTUMMX MEX,
BM3HAYEHUX Y cneundikauisix Ha Adl, abo
BUXiAHUIA/NPOMIXHWUIA NPOAYKT/pearexT, Lo
BUKOPWCTOBYIOTbCS y Npoueci BUpobHuuTBa Ad|
(3BY)XEHHA [0MYyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauii) - 3mMiHa KpUTEPIiB NPUAHATHOCTI
ans A®l OM-85 (niodpinisar) 3a NOKasHNKOM
«lpoeHTudikauis metogom HPTLC», a came
BUAANEHHS NOKa3HUKa KoediLieHTa
yTpumyBaHHs (Rf). Hapasi nnaHweTtn HPTLC i3
3pa3koM NPONOHYETHLCS OLiHIOBATY LLIAXOM
MOPIBHAHHSA 3 MNAHLIETAMW 3 KOHTPOSIbHUM
PO34YMHOM, SIKi TECTYIOTbCA OJHOYACHO, TOMY
(hOpMY/IHOBaHHS LIbOro KPUTEPito NPUAHATHOCTI
6yno BiAMNOBIAHO NepernaHyTo; 3MiHu | Tuny -
3MmiHu 3 sKocTi. FoToBWMIA Nikapcbkuii 3aci6.
KOHTposb roToBoro nikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo AonycTUMmx

MEX roTOBOrO JIiKapCbKOro 3acoby (3BY)XXEHHS
LOMYyCTUMMUX MeX) - 3MiHa KpuTepiiB

npuiiHsTHocTi Ana A®l OM-85 (niodinizar) B
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
cneupndoikauii 113 3a NokasHNKOM

«loeHTudikauis metogom TLLUX», a came
BUAANIEHHS NOKa3HUKa KoediLieHTa
yTpumyBaHHs (Rf). Hapasi nnaHwetn BETLUX i3
3pa3koM NPOMNOHYETHLCS OLiHIOBATY LLIAXOM
MOPIBHSHHSA 3 NJaHLWeTamy 3 KOHTPOTbHUM
PO34YMHOM, SIKi TECTYIOTbCA OHOYACHO, TOMY
(hOpMY/IHOBaHHS LIbOro KPUTEPito NPUAHATHOCTI
6yno BiAMNOBIAHO NepernaHyTo; 3MiHu | Tuny -
3MmiHu 3 sKocTi. A®l. KonTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo gonycTummx
MeX, BU3Ha4YeHuX y crneumdikanisx Ha Ad®l, abo
BVIXiZHWA/NPOMDKHWIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(3BY)KEHHSA [OMYCTUMUX MEX, BU3HAUYEHUX Y
cneumdikauii) - HesHauHi 3MiHM B KpUTepisX
NPUAHATHOCTI 38 NOKa3HWMKOM «laeHTudikauisa
meTogom BEPX» ans koHueHTpaTy OM-85
(MPOMDXHMIA NPOAYKT, LLIO BUKOPUCTOBYETHLCS A5
BUroToBneHHs A®I). MNponoHyeTbCs
BMKOPWCTOBYBATM PO3UMH NOPIBHAHHSA, SKWIA
TECTyETbCA Pa3oM i3 PO3UMHOM 3paska A/1s
BU3Ha4YeHHss BEPX-npodinto 3paska, Tomy
dhopMy tOBaHHS LibOT0 KPUTEPit0 NPUAHATHOCTI
6yn0 BiAMNOBIAHO NepernsHyTo; 3miHu | Tuny -
3MmiHu 3 sKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO NiKapcbkoro 3acoby. 3miHa
napameTpiB cneuudikaui Ta/abo JonycTUMmx
MEX rOTOBOrO NiKapCbKOro 3acoby (3BYXXEHHS
[ONYyCTUMUX MeX) - He3HauHi 3MiHW B KpUTepisx
npuiAHATHOCTI /13 3a Noka3HUKOM
«lpgeHTudikalisa metogom BEPX». BEPX-
npodinb 3paska Hapasi OLHIOETLCS LUASXOM
NOPIBHAHHSA 3 MPOdisieM eTa/IOHHOTO PO3YMHY,
NPOTECTOBAHOr0 0HOYACHO, TOMY
dhopMy tOBaHHS LibOT0 KPUTEPit0 NPUAHATHOCTI
6yn10 BiAMOBIAHO NepernsHyTo; 3MiHu | Tuny -
3MiHu 3 gKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo AonycTuMmmx
MeX, BU3Ha4eHux y crneumdikayisx Ha Adl, abo
BVXiHWA/NPOMDDKHWIA NpOAYKT/pearexT, Wwo
BMKOPUCTOBYIOTbCSA Y npoueci BUpobHuytea Ad|
(BVNYyYEHHSI HE3HAYHOTO MOKa3HMKa SKOCTI
(Hanpuknag, BUTyYEHHs 3acTapifioro nokasHvka))
- BunyueHHs igeHTudikayii 4onoMixHMX
peyoBUH i3 cnieumdikavii Abl —
cTaHfapTu3oBaHoro niodinizaty OM-85,

OCKI/IbKM NMPUCYTHICTb LIMX AONOMDKHUX PEYOBUH
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

3a6e3nevyeTbCs AOTPUMAHHAM filounx Npasun
GMP, a omXe KOHTPO/b Mif Yac BUPOGHUYOro
npotiecy € goctartHim. Kpim Toro, ans
[OOMOMDKHMX PEYOBUH, WO NPUCYTHI Yy cknagi
niocpinizaty OM-85, HeMae 06MexeHb LLoa0
6e3neku, i s 3miHa He BN/IMBAE Ha SKICTb
npoaykTy; 3miHu | Tuny - 3MiHM 3 AKOCTI.
[OTOBWIA Nikapcbkmii 3aci6. KOHTposib roTOBOro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo foNyCTUMNX MEX rOTOBOrO
niKkapcbKoro 3acoby (BUyYeHHSI HE3HAYHOro
nokasHuka (Hanpvknag 3actapifioro nokasHuka,
Takoro Sk 3anax Ta cMak, abo igeHTudikauis
6apBHYKIB YN CMaKOBMX 106aBOK)) - BuiyyeHHs
iaeHTuikauii 4OMOMKHUX peyoBUH MaHiTy,
MarHito cteapaty, Kpoxmanto
npexenaTnHI30BaHoOro i3 cneundikawii MNN3,
OCKi/IbKM BOHA He € 060B’A3KOBOO [/151
KOHTPO/H0 J13, MPUCYTHICTb LMX AONOMDKHUX
peyoBWH 3abe3nevyeTbCca JOTPUMAHHAM Ai0UnX
npasui GMP, a oTxe KOHTPO/b Nif Yac
BMPOGHMYOro Mpouecy € goctaTtHim. Kpim Toro,
0151 IONOMIXXHUX PeYOBUH, WO NPUCYTHI Y cknagi
nikapcbkoro 3acoby, HeMae 06MeXeHb LLLI0A0
6e3neku, i Lusi 3MiHa He BN/IMBAE Ha SIKICTb
npoAaykTy; 3MiHun | Tuny - 3MiHn 3 AkocTi. AdI.
KoHTposnb A®I. 3miHa y napameTpax
cneumdikauin Ta/abo AONYCTUMMX MEX,
BM3HAYEHUX Y cneundikauisix Ha Adl, abo
BUXiAHUIA/NPOMIXHWUIA NPOAYKT/pearexT, Lo
BUKOPWCTOBYIOTbCS y Npoueci BUpobHuuTBa Ad|
(3BY)XEHHA [0MYyCTUMUX MEX, BU3HAYEHUX Y
cneumdikaui) - HesHauHi 3MiHM B KpUTepisax
NPUAHATHOCTI, BU3HAYEHUX Y cneundikauii Ha
A®| (cTaHzapTu3oBaHuii nioginizat OM-85) 3a
nokasHukom «lgeHtundikauis metogom HPLC».
MpOMOHY€ETLCA BUKOPUCTOBYBATU PO3UMH
MOPIBHSAHHS, AKUIA TECTYETLCA Pa3oMm i3
pPO34MHOM 3paska ansa Bu3HavyeHHs BEPX-
npodinio 3paska, ToMy hopMy/oBaHHS LibOro
KpUTepito NpUiAHATHOCTI 6yN0o BiANOBIAHO

nepernsHyTo
23. | BYCTPUKC cycneHsis ans nakcoCmiTKn Benuka "nakcoCmiTKnsiiH Benbrisi BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasiis: 3a - UA/15071/01/01
nonio iH'ekujin no 1 posi AlH EkcnopT BpuTaHis Bionopxikans C.A. 3MiHu | TMNY - 3MiHK 3 sIKOCTi. ToTOBUIA peyenmom
KOMBIHOBA (0,5 mn/gosy) Nimiteq niKapcbkuii 3aci6. KOHTPob AONOMIXHNX
HA no 1l gosiy peyoBuH. 3MiHa y MeTogax BUNpobyBaHHs
BAKUWHA nonepegHsL0 [ONOMDKHOT peqoBMHN (iHLLI 3MiHX Y MeToAax

Aansa HarnoBHEHOMY BMNPOO6YBaHHA (BK/IOYAKYM 3aMiHy abo
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
MNPO®PINAKT wnpuui; no 1 AopasaHHs)) BunyyeHHs TecTy Rabbit Pyrogen
KU nonepegHsL0 (RPT) 3 BHYTpILWHLOI MOHOrpadii nignpuemcTaea
ONODTEPII, HanoBHEHOMY ans Al(OH)3 sianosigHo a0 npuHumnis 3R
NPABLS, LINPULY Y KOMM/IEKTI (Replace, Reduce and Refine) Ta gupektnsn €C
KALLUTHOKY 3 1BOMA rosikamu B 2010/63/EU npo OXOPOHY TBapWH, AKi
(AUENONAP | nnacTtukosomy BMKOPUCTOBYIOTHCS B HAYKOBUX LIiNAX.
HUIA KOHTeliHepi; no 1 PesynbTaT BUNpobyBaHHsA Ha niporeHn Gyae
KOMMOHEHT | koHTeliHepy y BpaxoByBaTucs 3a iHhopMauieto y ceptudikari
)TA KapTOHHiiA KOpo6Li BMPOGHUMKA. 3MiHN | TUMY - 3MiHK 3 AKOCTI.
noniomieni [oTOBWIA Nikapcbkmii 3aci6. KoHTponb
TY [OMOMIKHUX PeYyoBUH. 3MiHa y MeTodax
(IHAKTUBOB BMNPOGYBaHHA [OMOMDKHOI PEYOBUHM (iHLUI
AHA) 3MiHM y MeTogax BUNpobyBaHHs (BK/IOUaoum
(AocoprPbe0OB 3amiHy abo foaasaHHs))
AHA, 3l 3amiHa TecTy «Characters» (Ph.Eur. 1664) ans
3MEHLUEHU JonomikHoi peyoBuHy Al(OH)3 gBoma Tectamu:
M BMICTOM Apperance (Ph.Eur. 1664) Ta Solubility (in-house
AHTUrEHIB) test method). 3minu | TNy - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KoHTpob
[OMOMIKHUX PeyoBUH. 3MiHa y MeTodax
BMNPOGYBaHHA [OMOMDKHOI PEYOBUHM (iHLUI
3MiHM y MeTogax BUNpobyBaHHs (BK/OUaoum
3amiHy abo gogasaHHs)) OnTumisauis in-house
test method 3a nokasHvKom «ldentity.
Aluminium» ansa gonomikHoi peyoBuHu Al(OH)3:
BHECEHHS He3HAYHMX 3MiH Y MiAroToBKy Npobu
Ta AoAaBaHHA AeTasneld, ki He 3rafyeTbes y
Ph.Eur. 1664. 3miHun | TUny - 3MiHM 3 AKOCTI.
[oTOBWIA Nnikapcbkmii 3aci6. KoHTpob
[OMOMDKHUX pevyoBUH. 3MiHa y MeTogax
BMNPOGYBaHHA JOMOMDKHOI PEYOBUHM (iHLUi
3MiHM Y MeToAax BUNPOoByBaHHSA (BKOUYaUn
3amiHy abo gogasaHHs)) OnTumisauis in-house
test method 3a nokasHnkom «Arsenic» s
ponomiHoi peyosnHu Al(OH)3: 3miHa 06'emy
3paska. 3MiHu | Tuny - 3MiHK 3 AKocTi. FoToBwMiA
nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX
peyoBWH. 3MiHa y MeToAax BUNPOOYBaHHS
[OMNOMDKHOT peYOBMHM (IHLLI 3MiHW y MeToAax
BMNPOGYBaHHSA (BK/HOYaOuM 3aMiHy abo
nofaBaHHsa)) OnTumisais KoMneHgianbHoro
MeTo4y TeCTyBaHHS AOMNOMDKHOT pe4YOBMHN
Al(OH)3 3a nokasHukom «Nitrates» (6e3 3miHu
NPVYHLUMMY TeCTyBaHHA Ta kpuTepiiB
NPUIAHATHOCTI): A0AaBaHHA KoedilieHTa
po3BefEeHHs Npo6u.
24. | BYCTPUKC cycneHsisa gns nakcoCmiTKn Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3a - UA/15071/01/01
nonio iH'ekuin no 1 gosi AH Ekcnopt Bputanis Bionogxikan3 C.A. 3MiHn | TUNy - 3MiHK 3 skocTi. CepTudikat peyenmom
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
KOMBIHOBA (0,5 mn/gosy), no 1 Nimiteq BignosigHocTi/l E-cepTudikar BignosigHoOCTI
HA [03i y nonepegHb0 €Bponeiicbkili hapmakonei/MoHorpadii.
BAKUWHA HanoBHEHOMY MofaHHA HOBOro abo OHOB/IEHOTO cepTugiikaTa
ansa wnpuui; no 1 BiAMNOBIAHOCTI @60 BUNyYeHHs cepTudikata
MPO®INAKT nonepegHsL0 BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
KN HanoBHeHOMY Adl; gns BUXigHOTO
OVNDTEPII, LUNPULY Y KOMMJ/IEKTI Marepiany/peareHTy/npoMiKHOTO MPOAYKTY, L0
NPABLUA, 3 IBOMa rosikamu B BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; ans
KALUMHOKY nnacTUKOBOMY [0nNoMiKHOT pedoBuHm (ME-cepTudikat
(AUENONAP | KoHTeliHepi; mo 1 BiAMOBIAHOCTI €Bponeiickkili hapmakonei ans
HWIA KOHTEliHepy y Adl/BnxigHOro MaTepiany/peareHTy/npomiKHOro
KOMMOHEHT | kapTOHHili KOpo6Li npoaykTy abo AONOMDKHOT pEYOBUHN) -
)TA OHOBREeHW cepTudikaT Bif, BXe 3aTBEPAKEHOr0
noniomien BMPO6HMKa - MNoJaHHA OHOB/IEHOro cepTudpikata
TY BiNOBIAHOCTI €Bponelicbkilt hapmakonei Ne R1-
(IHAKTUBOB CEP 2000-171 - Rev 04 (3atBepmxeHo: R1-CEP
AHA) 2000-171 - Rev 03) ans Donor Bovine Serum y
(AAcCoOPBOB 3B'fI3KY 3 OHOBJ/IEHHAM OPUANYHOT Ha3BU
AHA, 3I 3aTBepmxeHoro BupobHuka 3“Life Technologies
SMEHLLEHN New Zealand Limited” Ha “Thermo Fisher
M BMICTOM Scientific New Zealand Limited”, 6e3 3mMiHun
AHTUrEHIB) agpecyu BUPO6GHMKaA.
25. | BAPIBAKC NMOpPOLLOK Ta Mepk LWapn i LLiBeiiuapi Bupo6bHMLTBO, NepBuUHHE cuwA/ BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3a He UA/19665/01/01
BAKUVHA PO3YMHHUK AN Joym IAEA a nakyBaHHs Ta aHanitnyHe | HigepnaHgu 3MiHM | TUny - 3MiHK Wwoao peyenmom | nionsi2ae
ans cycneHsii gns M6X TeCTyBaHHS BaKUWHW: 6e3nekn/edheKTUBHOCTI Ta hapMmakoHarnsgy
MPODINAKT iH'ekjin 1 chnakoH 3 Mepk Wapn i Joym JINC, (iHWi 3MiHM). 3MiHW BHECEHO [0 TEeKCTY
KU nopolukom (1 gosa) CLUA; Mepk LWapn i floym MapKyBaHHS! yNakoBKW NikapcbKoro 3acoby, a
BITPAHOI B KOMM/IeKTi 3 1 NNc, CWA came A0MNOBHEHO iHChOPMAaLLito CTOCOBHO
BICMNU XXUBA | chnakoHOM 3 MapkyBaHHA NepBUHHOIO 3a3HayeHHs noroTuny 3asBHUKa B N.6 NepBUHHOT
ATEHYNOBA | posunHHMKOM (Boaa nakyBaHHs, BTOPUHHE YMakKoBKM Ta N.17 BTOPUHHOI ynakoBkn. TepmiH
HA ONs iHeKUii) B nakyBaHHs Ta [03Bin Ha BBE/EHHS 3MiH MPOTArom 6 micauis nicns
KapTOHHIA KOopoo6Li BMNYCK cepii BakUMHN Ta 3aTBEpKEHHS. 3MiHu Il Tuny - 3MiHK Woao
PO3YMHHMKA: 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
Mepk Wapn i Joym B.B., 3MiHU Y KOPOTKili XapakTepucTuL, NikapCbKoro
HigepnaHamn 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT ANns
MeJMNYHOro 3aCTOCYBaHHS y 3B'AA3KY i3 HOBUMMU
LAHUMU 3 SIKOCTi, AOKNIHIYHUMM, KNIHIYHUMIN
[aHuMu Ta gaHnmu 3 hapmakoHarnsgy.
3MiHN BHECEHO A0 IHCTPYKLUii 415 MEeAUYHOTO
3aCTOCYBaHHS NikapCbKoro 3acoby A0 po3ainy
"Mo6ivHi peakuii”. TepmiH BBeAEHHS 3MiH
npoTArom 6 micsLiB nicns 3aTBepAKEHHS.
26. | BEH/TAKCOP | Ta6netku no 37,5 AT "I'piHaekc" NatBis AT "T'piHgekc” Nartsis BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasiis: 3a He UA/4406/01/01
® mr; no 10 TabneTok 3MiHu | TUNYy - 3MiHK Woao peuyenmom | nidssieae

y 6nicTepi; no 3
6nictepu B nauuj 3
KapTOHY

6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.

3MiHa y KOpOTKili XapakTepucTuL, NikapcbKoro

3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUIT ANns
MeAMYHOro 3acToCcyBaHHA Ha NigcTasi
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

perynsipHo OHOBJ/IIOBAHOTO 3BITy 3 6e3mneku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acTOCYyBaHHS NMikapCcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sik pesynbtart
OL|iHKM 3BITY 3 AOCNIAKEHb, NPOBEAEHUX
BiANOBIAHO [0 NAaHy negiaTpUyHNX JOCiAXeHb
(PIP) (3mMiHy y3rokeHo 3 KOMNeTEeHTHUM
YNOBHOB&XXEHUM OpraHoM) - 3MiH1 BHECeHi 40
IHCTPYKUiT AN MEAMYHOTO 3aCTOCYBaHHSA
nikapcbkoro 3acoby Ao po3ainis "B3aemogis 3
iHLWMMK NiKapcbknuMy 3acobamu Ta iHWi BUAn
B3aemogiit", "Ocob6MBOCTi 3acTOCyBaHHS",
"Mepeno3yBaHHa" WOA0 6e3nekn 3acTocyBaHHS
nikapcbkoro 3aco6y; 3MiHu | Tuny - 3MiHu 3
AKOCTI. FoToBUIA Nikapcbkuii 3aci6. CTabinbHICTb.
3miHa y TepmiHax npugaTHocTi abo ymoBax
36epiraHHs roToBOro /iKapcbkoro 3acoby
(36inbLUEHHs TEPMiIHY NPUAATHOCTI FOTOBOrO
nikapcbkoro 3acoby) - 15 TOproBoi ynakoBKu
(niaTBEPAKYETLCA AAHUMWN pPeasibHOro yacy) -
36inbweHHsA TepmiHy npuaaTtHocTi M3 3 3 pokis
00 5 pokiB, Ha OCHOBI MO3UTVMBHUX pe3y/bTaTiB
pocnimpkeHb ctabinbHoOCTi. 3MiHW BHECEHI [0
IHCTPYKLUiT AN MEAMYHOTO 3aCTOCYBaHHSA
nikapcbKoro 3acoby Ao po3giny "TepmiH
npuaaTHoCTI"; 3MiHW | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa
y TepMiHax npugaTHocTi abo ymoBax 36epiraHHs
roTOBOrO J1iKapCbKOro 3acoby (3miHa B yMoBax
36epiraHHsa roToBOrO JlikapCcbkoro 3acoby abo
nicnsi pO34NHEHHA/BIAHOBNEHHS) - [1na TabneTok
BeHnaakcuHy 6ynun nposefeHi foCNiMKEHHS
dhoTocTabinbHOCTI. Pe3ynbTatn umx gocnigpkeHb
nokasanu, Wo TabneTkn BeHnadakcnHy He
PYIHYIOTbCA Mig, BNVBOM CBIiTNa — TOMY B
ymoBax 36epiraHHsi HeMae HeobXiAHOCTi
3a3HayaTn HacTynHe peyeHHs: «36epiratv B
OpuriHanbHiiA ynakoBL,i ANs 3aXUCTY Bif CBiT/ax»;
3MiHV BHeCeHi [0 IHCTpyKLUii NS meauyHoro
3aCTOCYBaHHS NikapCbKoro 3acoby A0 po3ainy
"YMoBW 36epiraHHA"; 3MiHu | TNy -
AAMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOGHUYOI
AinbHUUI (BKAOYaoumn AinbHuLi ans Adl,
NPOMIXHOr0 NPOAYKTY abo roToBOro Nikapcbkoro
3acoby, finbHNLi AN NPOBEAEHHS NaKyBaHHS,
BMPOGHWKA, BiANOBifaIbHOTO 3a BUMYCK Cepil,
MicL,e NPOBeAEHHSI KOHTPOSO cepii) abo
nocTavyasibHvKa BUXIifAHOrO MaTepiasay, peareHTty
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

ab0 [ONOMIXXHOT PeyoBUHU (SIKLLO 3a3HAYeH0 y
[0CbE) - BunyyeHHs BUpoOHMYOT AinbHULi «Lee
Pharma Limited», IHAis gns gitoyoi peqyoBuHN
BeHnnadhakcuHy (y BUrnsgi rigpoxnopuay).
Bupo6HUK, L0 3aNMLWNBCSA, BUKOHYE Ti X cami
doyHKUIT WO | BUNYyYeHuid; 3MiHun | Tuny - 3MiHu 3
akocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponenchkili
hapmakonei/moHorpadii. MogaHHsA Hooro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI abo
BW/IyYEHHS cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana
BMXigHOro marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA Y BUPOOHULTBI
A®I; ans fONOMIXKHOT pevoBuHN (cepTudikar
BiANOBIAHOCTI EBponeiichbkin hapmakonei) -
OHOB/EHWIA cepTUQIKaT Bif yXe 3aTBEPXEHOr0
BMPOGHMKa - MogaHHsA oHosneHoro CEP R1-
CEP-2007-297- Rev 03 (nonepegHs Bepcis R1-
CEP-2007-297- Rev 02) ons Aito4oi pevoBUHU
BeHnacakcuny (y Burnagi rigpoxnopuay) Big,
BXe 3aTBEPA)KEHOro B1pobHuKa Teva
Pharmaceutical Industries Ltd., I3painb; 3miHu |
TMny - 3MiHK 3 aKkocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponeiickkili hapmakonei/MmoHorpadii. 3miHu,
noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MoHorpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHLOoi
HaujioHas1bHOT hapmakonei gepxasun €C (3miHa
y creumdikalisix, nos'asaHa 3i 3miHamu B Y,
abo €ponelicbkiin hapmakonei, abo iHLUiA
HauioHanbHil hapmakonei gepxasn €C) -
BHeceHHs 3miH go cneuudikanii A®l, a came-
BUAANEHHSA N. «Baxki MeTanu»; 3miHu | Tiny -
3MiHn 3 aKocTi. A®l. KonTponb A®Il. 3miHa y
napameTpax cneuudikauii Ta/abo gonycTummx
MeX, BU3HaueHuX y cneumdikauisax Ha A®l, abo
BUXiAHUIA/NPOMIXHUIA NPOAYKT/pearexT, Lo
BUKOPWCTOBYIOTbCS y Npoueci BUpobHuuTBa Ad|
(4ONOBHEHHS cneumaikalii HOBUM NOKA3HUKOM
AKOCTI Ta BiAMNOBIAHUM METOA0M BUNPOOYBaHHS)
- flonoBHeHHs cneuudikauil HOBYM NMOKa3HNKOM
AKocTi — Mikpob6iosioriyHa uncToTa Ta
BiZANOBIAHUM METOA0M BUNPOGYBaHHSA 3
HopMyBaHHsIM TAMC — NMT 10°CFU/1g, TYMC
— NMT 102 CFU/1g, Echerichia coli —
Absence/1g; 3miHn | Trny - 3MiHK 3 AKocTi. ADL.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

KoHTposnb A®I. 3miHa y napameTpax
cneumdgikauii Ta/abo AONYCTUMUX MEX,
BM3HAYEHNX Y cneuudikauisx Ha Adl, abo
BVIXiZHWA/NPOMDKHWIA NpoAyKT/pearexT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea A®I
(BUYYEHHS HE3HAYHOrO NOKa3HMKa SKOCTI
(Hanpvknag BUIyUYEeHHS 3acTapisioro NokasHuka))
- BunyyeHHs napameTpis cneumdikauii Ad®|
Residual solvents, Characters, Storage
conditions, Retest period; 3miHu | TRy - 3miHK 3
AKocTi. CepTudpikat signosigHocTi/TE-
cepTudikaT BignoBigHOCTI EBponeichkili
hapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTudpikaTa BignoBigHoOCTi abo
BWNYYEHHSA cepTudikarta BianoBigHOCTI
€Bponeiicbkin hapmakonei: ana A®l; ans
BUXIAHOrO MaTepiany/peareHTy/MpomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOBHULTBI
A®I; Ans fONOMIXHOT pevoBuHU (cepTudpikar
BiAnoBigHOCTI €Bponeiickbkilt hapmakonei) -
OHOB/EHWIA cepTUIKAT Bif YXe 3aTBEPLKEHOIO
BMPOGHMKa - MogaHHsA oHoBneHoro CEP R1-
CEP-2007-297- Rev 04 (nonepegHs Bepcisa R1-
CEP-2007-297- Rev 03) ans Ajto4oi pe4yoBuHmn
BeHnadakcuHy (y BUrnagi rigpoxiopuay) Big,
BXe 3aTBepA)KeHOro B1pobHuKa Teva
Pharmaceutical Industries Ltd., I13painb; 3miHu |
Tuny - 3MiHK 3 sKocTi. CepTudikar
BignosigHocTI/TE-cepTudpikat BignosigHoCTi
€Bponeiicbkiii hapmakonei/moHorpadii.
MogaHHsa HOoBOro abo OHOBEHOTO cepTudiikata
BiANOBIAHOCTI a60 BUYyYEHHS cepTudikaTa
BiZJNOBIAHOCTI E€BpONeNChKii thapmakonei: ans
Adl; gns BUXigHOro
MaTepiany/peareHTy/NpoMiKHOro NPoAyKTy, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
L0MNOMIXHOT peyoBrHY (cepTuddikat
BiAnoBigHOCTI €Bponeiickbkilt hapmakonei) -
OHOB/EHWIA cepTUIKAT Bif Y)Xe 3aTBEPLKEHOIO
BMPOGHMKa - MogaHHsA oHoBneHoro CEP R1-
CEP-2007-297- Rev 05 (nonepegHs Bepcisa R1-
CEP-2007-297- Rev 04) ons Ajto4oi pevyoBuHm
BeHnadakcuHy (y BUrnagi rigpoxiopuay) Big,
BXe 3aTBepAKeHOro B1pobHuKa Teva
Pharmaceutical Industries Ltd., I3painb

27.

BEH/1AKCOP
®

Tabnetkv no 75 mr;
no 10 TabneTtok y
6nictepi; no 3

AT "IpiHgekc"

NatBis

AT "I'piHgekc"

Narteis

BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasiis:
3MiHu | TUNy - 3MiHKU Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.

3a
peyenmom

He
nionsieae

UA/4406/01/02
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

6nictepu B nauuj 3
KapTOHY

3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
MeAUYHOro 3acToCyBaHHA Ha nigcTaBi
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3 6e3mneku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acTOCyBaHHS NikapCcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbtart
OLLiHKM 3BITY 3 AOCNIAKEHb, NPOBEAEHNX
BiANOBIAHO [0 NAaHy negiaTpUyHNX JOCiAXKEHb
(PIP) (3mMiHy y3rokeHo 3 KOMNEeTEHTHUM
YNOBHOB&XXEHUM OpraHoM) - 3MiH1 BHECeHi 10
IHCTPYKLUii AN MEAMYHOTO 3aCTOCYBaHHSA
nikapcbkoro 3acoby Ao po3ainis "B3aemogis 3
iHLWMMK NiKapcbknMy 3acobamu Ta iHWi BUAn
B3aemogiit", "Ocob6MBOCTi 3acTOCyBaHHS",
"Mepeno3yBaHHa" WOA0 6e3nekn 3acTocyBaHHS
nikapcbkoro 3aco6y; 3MiHu | Tuny - 3MiHu 3
AKOCTI. FoToBUIA Nikapcbkuii 3aci6. CTabinbHICTb.
3miHa y TepmiHax npugaTHocTi abo ymoBax
36epiraHHs roTOBOro NiKapcbkoro 3acoby
(36inbLUEHHs TEPMiIHY NPUAATHOCTI FOTOBOrO
nikapcbkoro 3acoby) - 415 TOproBoi ynakoBKu
(niaTBEPAXKYETLCA OAHUMWN pPeasibHOro yacy) -
36inbLweHHsA TepmiHy npuaaTtHocTi M3 3 3 pokis
00 5 pokiB, Ha OCHOBI MO3UTVMBHUX pe3y/bTaTiB
pocnimpkeHb ctabinbHoOCTi. 3MiHWM BHECEHI [0
IHCTPYKUii AN MEAMYHOTO 3aCTOCYBaHHSA
nikapcbKoro 3acoby Ao po3giny "TepmiH
npuaaTHoCTI"; 3MiHW | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa
y TepMiHax npugaTHocTi abo ymoBax 36epiraHHs
roTOBOrO J1iKapCbKOro 3acoby (3miHa B yMoBax
36epiraHHsa roToBOrO JlikapCbkoro 3acoby abo
nicnsi PO34NHEHHA/BIAHOBNEHHS) - [na TabneTok
BeHnaakcuHy 6ynun nposefeHi JoCNiMKEHHS
dhoTocTabinbHOCTI. Pe3ynbTatn umx gocnigpkeHb
nokasanu, Wo TabneTkn BeHnadakcnHy He
PYIHYIOTbCA Mig BNVBOM CBIiTNa — TOMY B
ymoBax 36epiraHHsi HeMae HeObXiAHOCTi
3a3HayaTn HacTynHe peyeHHs: «36epiratv B
OpuriHanbHii ynakoBLi ANs 3aXUCTY Bif CBiT/ax»;
3MiHV BHeCeHi [0 IHCTpyKLUii NS meauyHoro
3aCTOCYBaHHS NikapcbKoro 3acoby A0 po3ainy
"YMoBW 36epiraHHA"; 3MiHu | TNy -
AAMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOGHUYOI
AinbHUUI (BKAOYaoumn AinbHuLi ana Adl,
NPOMIXHOro NPOAYKTY abo roToBOro Nikapcbkoro
3aco6y, AiNbHWLi AN NPOBEAEHHS NaKyBaHHS,
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

BMPOGHWKA, BiAMNOBifaIbHOTO 3a BUMYCK Cepil,
MicL,e NPOBeAEHHSI KOHTPOSO cepii) abo
nocTavasnibHvKa BUXIAHOrO MaTepiasny, peareHTy
ab0 [ONOMIXHOT PeyoBUHU (SKLLO 3a3HAYeH0 y
[0CbE) - BunyyeHHs BUpoOHMYOT AinbHULi «Lee
Pharma Limited», IHAis Ans gitoyoi pevyoBuHN
BeHnnadhakcuHy (y BUrnsgi rigpoxnopuay).
Bupo6HuK, L0 3aNMLWNBCSA, BUKOHYE Ti X cami
doyHKUIT WO | BUNYyYeHuid; 3MiHn | Tuny - 3MiHu 3
akocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichkili
hapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI abo
BW/IyYEHHS cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana
BMXigHOro marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA Yy BUPOOHULTBI
A®I; ons [ONOMIXKHOT pevoBuHN (cepTudikar
BiANOBIAHOCTI EBponeiichbkin hapmakonei) -
OHOB/EHWIA cepTUQIKaT Bif yXe 3aTBEPXEHOr0
BMPOGHMKa - MogaHHsA oHosneHoro CEP R1-
CEP-2007-297- Rev 03 (nonepegHs Bepcis R1-
CEP-2007-297- Rev 02) ans Aito4oi pevoBUHU
BeHnacakcuny (y Burnagi rigpoxnopuay) Big,
BXe 3aTBEPA)KEHOro B1pobHuKa Teva
Pharmaceutical Industries Ltd., I3painb; 3miHu |
TMny - 3MiHK 3 aKkocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponeiickbkili hapmakonei/MmoHorpadii. 3miHu,
noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MoHorpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHLOoi
HaujioHasIbHOT hapmakonei gepxasun €C (3miHa
y creumdikauisix, nos'asaHa 3i 3miHamu B PY,
abo €ponelicbkiin hapmakonei, abo iHLLiA
HauioHanbHii hapmakonei gepxasn €C) -
BHeceHHs 3miH go cneuudikanii A®l, a came-
BUAANEHHSA N. «Baxki MeTanu»; 3miHu | Tuny -
3MiHn 3 sKocTi. A®l. KoHTponb A®Il. 3miHa y
napameTpax cneuudikauii Ta/abo gonycTummx
MeX, BU3HaueHux y cneumdikauisax Ha A®l, abo
BUXiAHUIA/NPOMIXHWUIA NPOAYKT/pearexT, Lo
BMKOPWCTOBYIOTbCSA y Npoueci BUpobHuuTBa Ad|
(4ONOBHEHHS cneumaikalii HOBUM NOKa3HUKOM
AKOCTI Ta BiAMNOBIAHUM METOA0M BUNPOOYBaHHS)
- flonoBHeHHS cneuudikauil HOBYM NMOKa3HNKOM
AKocTi — Mikpob6iosioriyHa uncToTa Ta
BiANOBIAHUM METOA0M BMNPOOYBaHHSA 3
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

HopMyBaHHsIM TAMC — NMT 10° CFU/1g, TYMC
— NMT 102 CFU/1g, Echerichia coli —
Absence/1g; 3miHn | Trny - 3MiHK 3 aKocTi. AdI.
KoHTponb A®l. 3miHa y napameTpax
cneumdgikaLii Ta/abo AONYCTUMUX MEX,
BM3HAYEHNX Y cneupudikauisx Ha Adl, abo
BVIXiZHWA/NPOMDKHWIA NpoAyKT/pearexT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(BUYYEHHS HE3HAYHOIO NOKa3HMKa SKOCTI
(Hanpwvknag BUIyYEeHHS 3acTapisioro NokasHuka))
- BunyyeHHs napameTpis cneumdikaii Ad®|
Residual solvents, Characters, Storage
conditions, Retest period; 3miHu | TRy - 3miHK 3
aKocTi. CepTudpikat BignosigHocTi/TE-
cepTudikaT BignoBigHOCTI EBponeichkili
hapmakonei/moHorpadii. MogaHHs HoBOro abo
OHOBJIEHOTO cepTudbikaTa BignoBigHoOCTi abo
BWNYYEHHSA cepTudikarta BiAnoBigHOCTI
€Bponeiicbkin hapmakonei: ana A®l; ons
BUXIAHOrO MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOBHULTBI
A®I; Ans fONOMIXHOT pevoBuHU (cepTudpikar
BiAnoBigHOCTI €Bponeiickbkilt hapmakonei) -
OHOB/EHWIA cepTUIKAT Bif YXe 3aTBEPLKEHOrO
BMPOGHMKa - MogaHHsA oHoBneHoro CEP R1-
CEP-2007-297- Rev 04 (nonepegHs Bepcisa R1-
CEP-2007-297- Rev 03) ans Ajto4oi pe4yoBuHm
BeHnacakcuHy (y BUrnagi rigpoxiopuay) Big,
BXe 3aTBepA)KeHOro B1pobHuka Teva
Pharmaceutical Industries Ltd., I13painb; 3miHu |
Tuny - 3MiHK 3 skocTi. CepTudikat
BignosigHocTI/TE-cepTudpikat BignosigHoCTi
€Bponeiicbkiii hapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOBIEHOTO cepTudiikaTa
BiANOBIAHOCTI a60 BUYYEHHS cepTudikaTa
BiZiNOBIAHOCTI E€BpoONeENChKii thapmakonei: ans
Adl; gns BUXigHOro
MaTepiany/peareHTy/NpoMKHOro NPOAyKTY, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
L0MNOMIXHOT peyoBrHY (cepTuddikat
BiAnoBigHOCTI €Bponeiickbkilt hapmakonei) -
OHOB/EHWIA cepTUIKAT Bif Y)Xe 3aTBEPLKEHOIO
BMPOGHMKa - MogaHHsA oHoBneHoro CEP R1-
CEP-2007-297- Rev 05 (nonepegHs Bepcia R1-
CEP-2007-297- Rev 04) ans Ajto4oi pevyoBuHmn
BeHnacakcuHy (y BUrnagi rigpoxiopuay) Big,
BXe 3aTBepA)KeHOro B1pobHuka Teva
Pharmaceutical Industries Ltd., I3painb
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
28. | BIBPOLUUN cnpeii Ha3asTbHUIA, XaneoH KX LLisefiuapi XaneoH KX C.a.p.n. LLiseiiuapis BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasiis: 6e3 nionsizae UA/4564/02/01
[030BaHuit; no 15 CAPN a 3MiHK | TUNY - AOMIHICTpaTUBHI 3MiHU. 3MiHa peuyenma
My h1akoHi 3 HaliMeHyBaHHS Ta/abo afpecy 3asiBHMKa
po3nuoBayem; no (BnacHvika peecTpauiiHoro noceig4YeHHs). 3miHa
1 chnakoHy y Ha3BW 3asBHUKa 3 TCK KoHcblomep Xernckep
KapTOHHiiA KOpo6Li CAP/, Weeliuapia Ha XaneoH KX CAP,
LLiBefiuapis. TepmiH BBEEHHS 3MiH NPOTArom 6
MicALiB Micna 3aTBepMKeHHs. 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BMPOGHMWKa/imnopTepa roToBoro ikapcbkoro
3acoby, BKIYaum AinbHNULI BUNycky cepii abo
MicLie NPOBEeAEHHS KOHTPOJTHO AKOCTI.
(aisnbHICTb, 3a AKy BignNoOBIfaE
BMPOGHMK/iMMOPTEp, BKIOYAOUN BUMYCK CEPINA).
3MiHa Ha3BK Ta agpecy BUPOGHUKA FOTOBOrO
nikapcbKoro 3acoby. 3MiHM BHECEHO B
IHCTPYKLO A58 MeANYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby y po3ainu "BupobHuk” Ta
"MicLe3HaxomKeHHs BUpoOHMKa Ta agpeca
MicLs NPOBaKEHHSA 1oro AisnbHocTi" 3
BiANOBIAHUMY 3MiHAMMW B TEKCTi MapKyBaHHS
ynakoBoK. TepMmiH BBEEHHSA 3MiH NpoTArom 6
MicsILLiB NiCNs 3aTBEPAKEHHS.
29. | BIKACOI/- PO3YUH A5 iH'EKLLN, MpAT YkpaiHa MpAT "dapmavreBTnyHa YkpaiHa BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiis: 3a - UA/6004/01/01
OAPHULUA 10 mr/mn no 1 mn B "papmaueBTu ipma "OapHuua” 3MiHu | TUNYy - 3MiHK Woao peyenmom
amnyni; no 5 amnyn yHa chipma 6e3nekn/edekTBHOCTI Ta hapmakoHarnagy
Y KOHTYpHili "NapHuus" (iHLWi 3MiHW) 3MiHV BHECEHI Yy TEKCT MapKyBaHHS
YapyHKOBIli nepsuHHoI (n. 4. JATA 3AKIHYEHHA TEPMIHY
ynakosLi; no 2 MPUOATHOCTI; n. 5. HAMUMEHYBAHHSA
KOHTYPHi YapyHKOBI BUPOBHWKA |, 3A HEOBXIAHOCTI -
ynakoBKUM B navi 3AABHUWKA) Ta BTopuHHOT (n. 2 KTbKICTb
[OIK0YOI PEYOBUWHMW) ynakoBkm nikapcbKoro
3acoby. BBegeHHsA 3MiH NpoTArom 6-Tu micauis
nicns 3aTBepAKeHHs
30. | BIHBNNIACTU PO34UH ANS iH'EKLIN, TOB «TeBa YkpaiHa dapmaxewmi B.B. Higepnangu BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasis: 3a - UA/20251/01/01
H-TEBA 1 mr/mn; no 10 mn YkpaiHa» 3MiHM | Tuny - 3MiHK 3 AKkocTi. FoToBWMiA peyernmom

nikapcbKoro 3acoby
y CK/ISTHOMY
donakoHi; no 1
donakoHy B
KapTOHHI Kopoo6Li

nikapcbkuii 3aci6. 3MiHM Y BUPOGHMULUTBI. 3MiHK
BMNPOGYyBaHb abo AONYCTUMUX MEX,
BCTaHOB/IEHUX Y cneuundikauisx, nig vyac
BMPOGHMLTBA FOTOBOrO NiKapCbKoro 3acoby
(BUAyYEHHA HECYTTEBOrO BUNPOOYBaHHS B
npoLeci BUPOOGHULTBA) - BUSTyHEHHS
BUNPOBYBaHHA «30BHILLHI BUrIAA» Mig Yac
BMPOGHMLTBA HEPO3(hacoBaHOro PO3UnHy; 3MiHM
| Tuny - 3MiHK 3 AKOCTi. OTOBWIA NlikapCbKuii
3aci6. 3MiHM y BUPOGHULTBI. 3MiHV BUNPOGYBaHb
abo gonycTMMMX MeX, BCTAHOBIEHNX Y
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
cneumdikauisix, nig yac BUpoOHNLTBA rOTOBOrO
niKapcbKkoro 3acoby (BUyYEHHSA HECYTTEBOrO
BMNPo6YyBaHHA B NPOLIECi BUPOGHULTBA) -
BW/Ty4EHHS BUMPOGYBaHHS «KiflbKiCHWIA BMICT»
nif yac BUPoBGHMLTBA HEpPO3dhacoBaHOro
PO34MHyY. TakoX, BHECEHHSI peflaKLiiHnX nNpaBok
AN NpvBeAeHHs dhopmaTty BifANOBIAHUX PO34iNis
peecTpauiiHoro Aocbe A0 WwabnoHy. 3mict
po3ainis 3anvwaeTbcs 6e3 3MiH
31. | BITAMIH D3 Kpanni opasibHi, TOBAPUCTB YkpaiHa ToBapncTBO 3 0OMEXEHOI0 YkpaiHa BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasiis: 3a - UA/16441/01/01
po3unH 15000 03 BiANOBIAA/ILHICTIO 3MiHa 3aaBHuKa J13 (MIBI) (BnacHuka peyenmom
MO/mn, no 8 mny OBMEXEHO "PapmaueBTnyHa peecTpauiniHOro Noceig4YeHHs) (3rigHo Hakasy
chnakoHi, 10] KoMnaHis "3gopos'a” MO3 Big 23.07.2015 Ne 460). BBeeHHS 3MiH
YKyrnopeHomy BIAMOBIAAN NPOTArom 6-Tv MiCAILIB MiCNs 3aTBEPKEHHS.
npo6Koto- bHICTHO 3MiHu | TMNY - 3MiHK Wo[0
KpanesbHULe Ta «KOPTMOPALII 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy.
3aKpuTOMy A BBegeHHs abo 3MiHM A0 y3arasibHeHNX AaHux
KpuLLIKOto; o 1 «300POB'A» npo cuctemy thapmakoHarnsgy (BBefeHHs
chnakoHy y kopobLii 3 y3ara/ibHeHUX JaHnx nNpo cucTemy
KapToHy chapmakoHarnsgy, 3miHa ynoBHOBaXeHoT ocobu,
BiANOBIAA/IbHOI 32 3AiICHEHHSA
chapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsgy 3asaBHuKa A1 34iACHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiAMIHHA BiJ YNOBHOBaXeHOi 0co6H,
BiANOBIfa/bHOI 3a 3AiICHEHHSA hapMakoHarnsay
(BK/TIOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MilLeHHi MacTep-ghaiina cuctemu
hapmakoHarnsagy).
3MiHa yNoBHOBaXXKEHOI 0CO6M 3asiBHUKA,
BiANOBIAa/IbHOI 3a hapMakoHarniag. Jiroya
pepakuis: LeBueHko OneHa IropiBHa.
MponoHoBaHa pegakuis: MaHoBa OneHa
MukonaiBHa. 3MiHa KOHTaKTHUX AaHnX
YMNOBHOBA&XEHOI 0CO6U 3as1BHYKA,
BiANOBiAa/IbHOI 32 hapmakoHarnsg.
3MiHa HoMepa MacTep-haiina cuctemu
chapmakoHarnsgy.
32. | BITAMIH E- Kancynm m siki no TOBAPUCTB YkpaiHa ToBapnCcTBO 3 0OMEXEHOID Ykpaina BHECEHHS 3MiH 4,0 peecTpavyiiHnx maTtepiasis: 6e3 - UA/16044/01/01
340POB'A 100 wmr; no 10 03 Bi4NOBIAA/ILHICTIO 3MiHa 3aaBHuKa J13 (MIBIT) (BnacHuka peyenma
Kancyn y énictepi; OBMEXXEHO "papmaueBTNYHA peecTpauiiHoro NocBig4eHHs1) (3rigHo Hakasy
no 3 6nictepu abo 10] KoMnaHis "3gopos'a” MO3 Big 23.07.2015 Ne 460) BeeaeHHS 3MiH
no 5 6nictepiB y BIANOBIAAN NPOTArom 6-Tv MiCAILIB MiCNs 3aTBEPOKEHHS;
KopobLi 3 KapTOHY bHICTHO 3MiHu | TUny - 3MiHK Woao
«KOPMNOPALJ 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
A BBegeHHs abo 3MiHM A0 y3arasibHeHNX AaHux
«300POB’'A»

npo cucTemy chapmakoHarnsgy (BBefeHHs
y3araJisHeHUX fAaHUX Npo cUCTEMY
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa

Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0cobu,
BiANOBIAA/IbHOI 3a 3AiAiCHEHHS
hapmakoHarnsgy; KOHTakTHOT 0cobm 3
thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
hapmakoHarnsgy B YkpaiHi, KLU0 BOHa
BiAMIHHa Bif, YNOBHOBaXeEHOI 0CO6M,
BiAMOBIAaUTbHOI 3a 34iiCHEHHA hapMakoHarnsay
(BK/KOHAOYM KOHTaKTHI faHi) Ta/abo 3MiHU Y
po3MilLieHHi MacTep-chaiina cuctemm
thapmakoHarnagy) - 3miHa yrnoBHOBaXeEHOI
0cobu 3asBHUKA, BiAMNOBIAA/ILHOT 38
hapmakoHarnag. fiova pegakuis: LLieByeHko
OneHa IropiBHa.
MponoHoBaHa pepakuis: MaHoBa OneHa
MukonaiBHa. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBigasibHOI 3a hapmakoHarnsg. 3miHa
HoMepa MacTep-ghaiina cuctemu

dhapmakoHarnsgy
33. | BITAMIH E- Kancysim M siki no TOBAPUCTB YkpaiHa ToBapuCcTBO 3 06MEXEHOI Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 6e3 - UA/16044/01/02

3400POB'A 200 wmr; no 10 O3 Bi4NOBIAA/IbHICTIO 3MiHa 3asBHuka J13 (MIBI) (BnacHuka peyenma

Kancyn y énictepi; OBMEXXEHO "®apmavueBTUYHa peecTpauiiHoro noceig4eHHs) (3rigHo Hakasy
no 3 6nictepu y 10) KoMnaHis "3gopos'a” MO3 Big 23.07.2015 Ne 460) BBefeHHs 3MiH
KOpo6Li 3 KApTOHY BIAMOBIAAN NPOTSArom 6-Tv MiCAILIB MiCAsi 3aTBEPAKEHHS;

bHICTHO 3miHu | TMny - 3MiHK WwWoao
«KOPMNOPAULY 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
A BeefeHHs abo 3MiHU [0 y3araslbHeHNX AaHnx
«300POB’'A»

npo cuctemy chapmakoHarnsay (BBefeHHs
y3arasibHeHUX JaHux Npo cucTemy
hapMakoHarnsgy, 3MiHa yrnoBHOBaXXeHOT ocobu,
BigNoBiAa/IbHOI 3a 3[jACHEHHSI
thapmakoHarnsgy; KOHTaKTHoi 0cobm 3
thapmakoHarnsgy 3asBHUKa ANs 34iCHEHHSA
thapmakoHarnagy B YkpaiHi, SKLi0 BoHa
BiMiHHa Bif, yNIOBHOBaXKEHOT 0co6M,
BiANOBigasIbHOI 3a 34jICHEHHST hapMakoHarnsay
(BK/THOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnagy) - 3miHa yrnoBHOBaXeHOI
0Cco6u 3as1BHMKA, BiAMNOBiAA/IbHOT 3a
hapmakoHarnag. ditova pegakuis: LeBueHko
OneHa IropisHa.

MponoHoBaHa pepakuis: Manosa Onera
MuKonaiBHa. 3MiHa KOHTaKTHUX SaHuX
YNOBHOB&XeHOT 0COOM 3as1BHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg. 3miHa
Homepa MacTep-thaiina cuctemm
dpapmakoHarnsgy
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n/n

34.

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

BITAMIH E-
340POBA

Kancysm M siki no
400 wmr; no 10
Kancyn y énictepi;
no 3 6nictepu y
KOpOOGLii 3 KAapTOHY

TOBAPUCTB
03
OBMEXXEHO
o
BIANOBIOAN
bHICTIO
«KOPMOPALII
A
«300POB'A»

Ykpaina

ToBapuCTBO 3 0OMEXEHOID
BiANOBIAA/ILHICTIO
"papmaneBTnyHa

KOMnaHis "3gopos'a”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasiis:
3MiHa 3aaBHuKa J13 (MIBI) (BnacHuka
peecTpauiiHoro noceifg4YeHHs) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460) BeeaeHHS 3MiH
NPOTArom 6-Tv MiCAILiB MicNs 3aTBEPOKEHHS;
3MmiHu | TUnYy - 3MiHn Wwoao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX AaHux
npo cuctemy thapmakoHarnsgy (BBefeHHs
y3ara/ibHeHUX JaHnX nNpo cucTemy
hapmMakoHarnagy, 3amiHa yrnoBHOBaXeHO! ocobu,
BiNOBIAabHOI 3a 3[iiCHEHHS
thapmakoHarnsgy; KOHTaKTHoOi ocobm 3
chapmakoHarnsgy 3asaBHuKa 418 34iACHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiAMIHHA BiJ YNOBHOBaXEHOI 0CO6M,
BiANOBIAa/IbHOI 3a 3AiiCHEHHSA hapMakoHarnsay
(BK/TIOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy) - 3mMiHa ynoBHOBaXeHoT
0cobu 3asBHYKa, BiANOBIAaIbHOT 3a
thapmakoHarnag. [itoya pegakuis: LLeBueHko

OneHa IropiBHa.
MponoHoBaHa pepakuis: MaHoBa OneHa
MukonaiBHa. 3MiHa KOHTaKTHUX AaHWX
YMNOBHOB&XEHOI 0CO6M 3as1BHYKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag. 3miHa
Homepa macTep-thaiina cuctemu
dhapmakoHarnsgy

6e3
peyenma

UA/16044/01/03

35.

BO/NBIT®

TabneTtku, BKPUTI
060/10HKO0, M0 5 Mr;
no 10 TabneTtok y
6nictepi; no 3
6nictepu y
KapTOHHIA ynakoBLi

TOB
"TNEJ®APM
nTg

YkpaiHa

KYCYM XENTXKEP NBT
nTa

IHais

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis:
3MiHu | TMRY - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa y
cKnagi (4oMoOMiKHNX peyoBMHaX) roToBOro
nikapcbkoro 3acoby (cMakoBi fo6aBku abo
6apBHYKN) - lofaBaHHs, BUTyYeHHS1 abo 3amiHa
- NMepeayMoBOK 4151 BHECEHHS 3MiH B
peecTpaLiiiHi MaTepianu nikapcbkoro 3acoby
BOJIBIT®, BKpUTI 060/10HKOO, N0 5 Mr € 3aMiHa
nokputTa Opadry |l 85G 54348 Pink Ha
nokputTs Insta Moistshield Aqua Il A22R01063.
FAKICHWI cKNag, KOMMOHEHTIB NMOKPUTTS
3a/IMLWAETLCA HE3MIHHUM 3@ BUHATKOM
6apBHYKIB. Mpy LbOMY He BiA6GYBaETLCA AKICHO-
KiNbKICHWX 3MiH B CK/1afli FOTOBOro NiKapcbKoro
3ac06y. AKICTb KiHLLEBOro NpoAyKTy BiANOBiAaE
3aTBEpMXEHUM cneuudikalisM Ta BUMOram.
3aTtBepmxeHo Opadry Il 85G 54348 Pink (cnupt
NONIBIHIIOBUIA, Tanbk, TUTaHy aiokewg (E 171),

6e3
peyenma

nionsieae

UA/9290/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

NONieTUNEHTTIKO/b, NELMUTUH, MOHCO 4R (

E 124), xiHoniHoBwI4 xoBTuiA (E 104).
3anponoHosaHo Insta Moistshield Aqua Il
A22R01063 (cnupT NOMIBIHINOBWIA, Taslbk,

TUTaHy Jiokensg
(E 171), nonieTuneHrrnikonb, NeUnTuH,
epuTPO3nH
(E 127), 3ani3a okcup
(E 172). 3MiHM BHECEHO B IHCTPYKLitO 415
MeAMYHOro 3acTOCYBaHHS NiKkapCbKoro 3acoby
0o po3sginy "Cknag" (3amiHa NokpuTTA
060/10HKM) Ta SIK HACNIAO0K BUTYYEHO
3acTepexHy iHhopmauio Wwoao nonepesHboro
NOKPUTTA i3 po3ainy "OcobnnBocTi
3acTocyBaHHs". BignoBifgHi 3MiHN BHECEHO B
TEKCT MapKyBaHHS1 BTOPMHHOT yNakoBKu
nikapcbKoro 3acoby, a came BUy4YeHO
iHchopMmaL,ito Mpo nonepegHe NOKPUTTA 0O60NOHKY
i3 n. 3. MEPENIK AOMOMDKHUX PEYOBVH.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPKEHHS

36.

FEEPAIH

TabneTku, BKpUTI
KMLLKOBOPO34MHHOO
060/10HKO0, Mo 10
Mr; Mo 7 TabneTok y
6nictepi; no 2
6nictepn y
KapTOHHIA KopooLi

Mini Xenckepe
Nimiteq

Benuka
BpuTaHis

Menpo ®apmackloTukasic

Mpisart NimiTes

IHais

BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasiis:
3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asBHVKa
(BNacHvka peecTpauiiHoro NocBigYeHHs) -
3MiHa agpecu 3asBHUKaA (BNacHuKa
peecTpauiiHoro NocBigYeHHs). 3MiHW BHECEHI Y
po3gain "Micue3HaxomkeHHs 3asBHIKA" B
HCTPYKLi0 415 MeANYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y 3B'A3Ky 3i 3MiHOK agpecu
3aABHUKA.

BBefeHHs 3MiH NpoTAroM 6-Tu MicsAuiB nicns
3aTBEPKEHHS

3a
peyenmom

He
nionsieae

UA/6630/01/01

37.

FEEPAIH

TabneTku, BKpUTI
KMLLKOBOPO34MHHOO
060/10HKO0, M0 20
Mr; o 7 TabneTok y
6nicTepi; no 2
6nictepn y
KapTOHHIA KopoobLi

Mini Xenckepe
Nimiteq

Benuka
BpuTaHis

Menpo ®apmackloTukasic

Mpisart NimiTes

IHAjA

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis:
3MiHu | TUNY - AgMiHICTpPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy 3asBHVKa
(BNacHvKa peecTpauiiHoro NocBigYeHHs) -
3MiHa agpecu 3asBHUKa (BNacHuKa
peecTpauiiHoro NocBigYeHHs). 3MiHW BHECEHI Y
po3ain "Micue3HaxomKeHH:A 3a8BHNKA" B
IHCTPYKLO 4719 MeMYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby y 3B'A3Ky 3i 3MiHOK agpecu
3asBHUKA.

BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicns
3aTBEPKEHHS

3a
peyenmom

He
nionsieae

UA/6630/01/02

38.

FEHTAKCAH
®

MOPOLLIOK A5
HalLLKipHOro
3aCTOCyBaHHs, Mo 2

TOB
"®apmaueBTu
YHa KOMMaHis

YkpaiHa

BMPOGHULITBO 4,030BaHOI

thopmu, NepBUHHE Ta
BTOPWHHE MaKyBaHHsi:

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis:
3MiHK | TUNy - 3MiHK 3 AKocTi. FoToBWMi
nikapcbkuii 3aci6. Cuctema

6e3
peyenma

nionsiecae

UA/17134/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
r,5rtTa8ry "®apKoC" MpAT "dapmavueBTnyHa KOHTeliHep/3aKyrnoptoBaibHWii 3aci6. 3MiHa
donakoHi- hipma "®apKoC", YkpaiHa pPO3Mipy ynakoBKv roTOBOrO NikapCbKoro 3acoby
KpanesbHuui, no 1 NOBHUIA LKA (3miHa KiNbKOCTi ognHUUG (Hanpukiag TabneTok,
chnakoHy- BMpOGHMLTBA /13, amnyn TOLL0) B yMakoBLi:) - 3miHa nosa
KpanenbHWLji B nayvj nepBUHHE Ta BTOPUHHE JianasoHoM 3aTBepAKEeHNX PO3MIpIB yNakoBKM -
3 KapToHy, no 1 nakyBaHHs, KOHTPO/1b BBE/leHHSA A0AATKOBOI ynakosku /13, a came (No
chnakoHy- SKOCTI, BUNYCK cepil: 1dbnakoHy-kpanenbHuLi 6e3 BkIagaHHs y
KpanenbHuLi 6e3 TOB "®apmMaueBTUYHA BTOPVHHY YNakoBKy), 3 BiANOBIAHUMW 3MiHaMV B
BKNafaHHsA y KomnaHis "dapKoC", po3ain «lMakyBaHHs» MKSA /13. 3MiHW BHeCeHi B
BTOPUHHY YNakoBKYy Ykpaina po3ain "YnakoBka" B iHCTPYKLiO 4515 MeANYHOro
3aCTOCYBaHHSA Nikapcbkoro 3acoby y 3B'A3Ky 3
BBEJIEHHAM [04aTKOBMX YNakoBOK, K HAC/IAOK -
3aTBEPKEHHS TEKCTY MapKyBaHHSA [04aTKOBUX
yNakoBOK /1iKapCbKoro 3acoby
39. | FTEP3YMA® niodpinisar ana CenntpioH Pecny6nik 3AT dapmavleBTUYHNIA YropwmHa/ BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiasis: 3a - UA/18100/01/01
KOHLeHTpaTy Ana Xenskeap Ko., a Kopes 3aBog, ElC, YropwmHa Pecny6nika 3miHu | TMny - 3MiHK WwWoao peyenmom
pO34MHYy AN nra. (KOHTpPOSIb AKOCTI, Kopest 6e3nekun/edekTVBHOCTI Ta thapMakoHariagy.
iHcpysiiA, no 150 wmr; BTOPWHHE NaKyBaHHS); 3MiHa yacToTv Ta/abo TepMiHiB NogaHHsA
1 donakoH (3 CE/INTPIOH IHk., perynsipHoO OHOB/IHOBaHMX 3BiTiB 3 6e3Mneku
niocpinizaTom) 3 Pecny6nika Kopes nikapcbknx 3acobiB - 3MiHa 4acToTK Ta TepMiHY
6e36apBHOro ckna, (BUpOGHMLTBO in-bulk, NoJaHHs perysisipHO OHOBJ/IKOBAHOrO 3BITY 3
3aKynopeHuii nepBrHHE NaKkyBaHHA Ta 6e3nekun nikapcbkoro 3acoby: [litoua pefakuis:
npo6koto Ta 36epiraHHs, BTOPUHHE YactoTa nogaHHsa PO3b — 1 pik; KiHueBa gata
KoBNa4kom Tuny nakyBaHHs, KOHTPO/1b 0151 BKNOYeHHA AaHnx o PO3b — 24.03.2024
"flip-off'B kopobu,i AKOCTI, TECTYBaHHS Npu p.; Aata nogaHHs — 02.06.2024 p. MponoHoBaHa
BUNYCKY cepii, BUNycK pefakuis: Yactota nogaHHsa PO3B6 — 3 poku;
cepii); CENNTPIOH IHk., KiHueBa gata Ans BKIOUYEHHSA aaHux Ao PO3b —
Pecny6nika Kopes 24.09.2024 p.; fata nogaHHs — 23.12.2024 p.
(KOHTpPOSIb AKOCTI,
TeCTyBaHHS NpW BUMYCKY
cepii)
40. | TEP3YMA® niodpinizar ana CenntpioH Pecny6nik nikapcbkuii 3aci6: YropwmHa/ BHECEHHS 3MiH [0 peecTpaLiitHux maTepiais: 3a - UA/18100/01/02
KOHLeHTpaTy ans Xenskeap Ko., a Kopes KOHTPO/b SIKOCTI, Pecny6nika 3MiHu | TMNY - 3MiHK WoA0 peyenmom
PO34nHy AnA n1g BTOPWHHE nakyBaHHA: 3AT Kopes 6e3nekn/ehekTMBHOCTI Ta hapMakoHarnaay.
iHcpys3iiA, no 440 wmr; dapmaneBTUYHNI 3aBOL, 3MiHa YacToTn Ta/abo TepMiHiB NoAaHHSA
1 chnakoH (3 ErIC, YropwuHa; perynsipHoO OHOB/IHOBaHUX 3BiTiB 3 6e3neku

niocpinizaTom) 3
6e36apBHOro ckna,
3aKynopeHuii
npo6bkoto Ta
KOBMaYKoM Tuny
"flip-off* Ta no 20 mn
PO34MHHMKA
(bakTepiocTaTnyHa
BOAa ANs iH'ekuin 20
M/, WO MICTUTb
1,1% 6eH3nnoBoro
cnupTy (K

nikapcbkuii 3aci6:
BUPOGHMLTBO in bulk,
NepBrHHE NaKkyBaHHA Ta
36epiraHHs, BTOPUHHE
nakyBaHHs, KOHTPO/Ib
AKOCTI, TECTYBaHHS Npn
BUNYCKY cepii, BUNYCK
cepil; PO34YNHHUK:
BMPOGHMLTBO in bulk,
nepBrHHE NakyBaHHA Ta
36epiraHHs, BTOPUHHE
nakyBaHHsl, TECTYBaHHS

nikapcbkyx 3aco6iB - 3MiHa 4acToTK Ta TEPMiHY
NOAAHHA PerysiipHO OHOBJ/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby: flitoua pefakuis:
YacTtoTa nogaHHsa PO3b — 1 pik; KiHueBa gata
0N BKNHOYEHHA aaHux o PO3b — 24.03.2024
p.; JaTta nogaHHa — 02.06.2024 p. MponoHoBaHa
pepakuisf: Yactota nogaHHsa PO3b — 3 poku;
KiHueBa faTa 415 BKIOYEHHA gaHux o PO3b —
24.09.2024 p.; farta nogaHHA — 23.12.2024 p.
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
aHTUMIKPOGHWIA npu BUNYCKy cepil,
KOHCepBaHT) Ta TecTyBaHHs CTabiNIbHOCTI:
BOAY ANS iH'EKUIN) y CENINTPIOH IHk.,
chnakoHi 3 Pecny6nika Kopes;
6e36apBHOro ckna, nikapcbkuii 3aci6:
3aKynopeHuii KOHTPO/b SIKOCTI,
npo6koto Ta TeCcTyBaHHS Npy BUNYCKY
KOBMaYKoM Tuny cepii; PO3UYNHHNK:
"flip-off'; no 1 TecTyBaHHA cTabiNbHOCTI,
chnakoHy 3 TeCcTyBaHHS Npy BUNYCKy
niocpinizatom Ta 1 cepii: CENNTPIOH IHk.,
hnakoHy 3 Pecny6nika Kopes
PO3UYNHHVKOM Y
KopooLi
41. | NIAPOXNOPO | KpuctaniyHui AT YkpaiHa YaHnkoy Papmac'toTikas Kutaii BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: - - UA/16581/01/01
TIA3UA, MOPOLLIOK "KUIBCbKWM dekTopi 3MiHn | TUny - 3MiHn 3 akocTi. CepTuddikaT
(cybeTaHuis) y BITAMIHHUIA BignosigHocTI/IE-cepTudpikat BignosigHoCTi
nakeTax noABinHMX 3ABOL" €Bponeiicbkiin thapmakonei/moHorpadii.
nonieTMNeHoBUx MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
ans BiANOBIAHOCTI ab60 BUYYEHHS cepTudikaTa
hapmaueBTUYHOro BiANOBIAHOCTI EBponeiickbkil hapmakonei: ans
3aCcToCyBaHHsA A®l; pns BUXigHOro
MaTepiany/peareHTy/NpoOMKHOro NPoAyKTy, L0
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
LOMNOMIXHOT peyoBrHY (cepTuddikat
BiANoBigHOCTI EBponeiickbkilt hapmakonei) -
OHoBeHWt cepTuddikat Big, y)xe 3aTBEPAKEHOTO
BMPOGHMKa - MNoJaHHSA OHOBEHOrO cepTudikata
BiANoOBIgHOCTI EBponeiickkili hapmakonei R1-
CEP 2006-011-Rev 04 (3aTBepaxeHo: R1-CEP
2006-011-Rev 02) ansa fio4oi peHoBrHN
rigpoxnopotiasnay Bif 3aTBEpLAKEHOro
BMpo6HMKa CHANGZHOU PHARMACEUTICAL
FACTORY, China
42. | TO3EPE/NIH- iMmnnaHTat no 3,6 mr MicTtpan AHrnis cTepunisayis: LLBeiiuapis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a - UA/19791/01/01
BICTA no 1 imnnaHTtarty y Kenitan CuHepaxi Xeanc [laHikeH HimeuunHa 3MiHY | TRy - 3MiHK 3 AKocTi. FoToBWMI peyenmom
Lwinpuui-annikatopi MeHepKMeHT EiOxi, Wseliyapis nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
(wnpuu-annikatop Nimitepq cTepwnisayis, iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY cepil

CKNajacTbea 3
nosiimepHoro
Kopnycy 3 Tpumayem
Ans iMnnadTary,
TOJIKM Ta MOPLLHSA);
no 1 wnpuuy B
nakeTuky pasom 3
BOJIOTOMNOININHASTLHO
10 Kancynoto; no 1
ab0o 3 nakeTuku y

MikpobiosnoriyHe
TeCTyBaHHS:
BEB® CrepiniseiilHcepsi3
'mM6X, HimeyunHa
MikpobiosoriyHe
TECTYBaHHS:
€BpoguiHc Biodapma
MpoaakT TecTiHr MioHXeH
'M6X, HimeyunHa
MikpobiosnoriyHe

Ta KOHTPOJIH0 SKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo AofaBaHHA AiNbHULI, Ha
SIKi 3AIICHIOETLCA KOHTPO/L/BUNPOBYBAHHS

cepii). JoaaBaHHs [08aTKOBOI AiNbHUL
YmcpopaHa Jlabop dyp AHasTiTik OHZ
AydbTparwwidopLuyHr Mm6X & Ko. KIF (Umforana
Labor fur Analytik und Auftragsforschung GmbH

& Co. KG, HimeyunHa), BignoBigaibHOT 3a

KOHTpOb cepii /13. 3MiHun | Tuny - 3miHn 3
AKocTi. [0TOBWMIA Nikapcbkuii 3aci6. KOHTponb
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
KapTOHHIM navi TeCTyBaHHS: [OMOMDKHMX PeyoBUH. 3MiHa y MeToaax
Na6op NIC CE&Ko. KT, BMNPOB6YBaHHSA AOMOMIDKHOI PEYOBUHMW (HE3HAYHI
HimeuunHa 3MiHM y 3aTBEPMKEHNX MeTofax BUNPoOyBaHb).
KOHTPO/b cepii: Hes3HauHa 3MiHa y MeToauLi KOHTPoso «BmicT
YmdpopaHa flabop cdyp BOAMW» ANS AOMNOMDKHOI peYOBMHM, a came-
AHanNITIK OHA, 3MEHLUEHHS KiNIbKOCTi fOCNiAKYBaHOTO 3pas3ka
AydTparwcopuyHr Fm6X nonimepy (3 430+40 mg go 100 mg). Npoueaypa
&Ko.KI', HimeyunHa TeCTYBaHHA 3a/IMLLAETLCS 6€3 3MiH.
BMPOGHULITBO rOTOBOT
nikapcbkoi hopmu,
nepBUHHA Ta BTOPUHHA
ynakoBka, KOHTPOsIb cepil,
BWMNYCK Cepil:
AMB 'm6X, HimeyunHa
43. | TO3EPE/IH- imnnaHTar no 10,8 Mictpan AHrnis cTepunisauis: LLsenuapis/ BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3a - UA/19791/01/02
BICTA Mr no 1 imnnaxtaty Kenitan CuHepoxki Xeanc [aHikeH HimeuyunHa 3MiHM | TRy - 3MiHK 3 AKkocTi. FoToBWMiA peyenmom
y winpuui-annikatopi MeHeXMeHT EiOxi, Wseliuapis nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
(wnpuu-annikatop Nimiten cTepunisauis, iMnopTepa/3aMiHn, L0 CTOCYIOTLCSA BUNYCKY cepil
CKnajaeTbes 3 MikpobiosoriyHe Ta KOHTPOJIH0 SKOCTi FOTOBOTO NiKapCbKOro
nosimMmepHoro TeCTyBaHHS: 3aco0by (3amiHa abo foaaBaHHA AiNbHUL, Ha
Kopnycy 3 TpyuMayem BEB® CrepinizeiiuHcepsi3 AKil 34iACHIOETLCSA KOHTPO/1b/BUNPOGYBaHHS
Ans iMnnadTary, 'mM6X, HimeuunHa cepii). JogaBaHHS [,0AaTKOBOI AiNbHUL
rO/IKN Ta NOPLUHS); Mikpo6iosioriuHe YMmdhopaHa /labop doyp AHaNITIK OHA,
no 1 wnpuuy B TEeCTyBaHHS: AydtparwopuyHr F'm6X & Ko. KI' (Umforana
nakeTuKy pasom 3 €BpodhiHc Biodapma Labor fur Analytik und Auftragsforschung GmbH
BOJ/IOrONOI/IMHa/IbLHO MpoaakT TecTiHr MioHXeH & Co. KG, HimeuyunHa), BignosigaibHOT 3a
10 Kancysnoto; rno 1 v6X, HimeyunHa KOHTpONb cepii /13. 3MiHu | Tuny - 3miHu 3
abo 3 nakeTukn y MikpobiosoriyHe AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KoHTponb
KapTOHHI nayi TeCTyBaHHS: [O0NOMDKHUX peyoBUH. 3MiHa Y MeTogax
Na6op NC CE&Ko. KT, BMNPOGYBaHHA JOMOMDKHOI PEYOBUHMN (HE3HAYHI
HimeuunHa 3MiHM y 3aTBEPMKEHUX MeToAax BUNpobyBaHb).
KOHTPO/b Ccepil: HesHauHa 3MiHa y MeToAuLi KOHTPOso «BMmicT
YmdpopaHa Jlabop dyp BOAV» AN AONOMDKHOI PEYOBMHWU, a came-
AHanNITIK OHA, 3MEHLLEHHS Ki/TbKOCTi AOC/iHKYBaHOro 3paska
AybTparwdopLuyHr Mré6X nonimepy (3 430+40 mg go 100 mg). Mpoueaypa
&Ko .KI", HimeuunHa TeCTyBaHHA 3a/IMLIAETbLCA 6e3 3MiH.
BMPOGHMLTBO rOTOBOT
nikapcbKoi chopmu,
nepBuHHa Ta BTOPUHHA
ynakoBKa, KOHTPOsb cepil,
BUNYCK cepil:
AMB 'M6X, HimeyumHa
44. | OANAUVH L, PO34UH ONS iH'EKLLN, Mdpaiizep IHK. CWA Mdpaiizep Benbris BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasiis: 3a - UA/10372/01/01
DPOCPAT 150 mr/mn; no 2 mn MeHtohekuypuHr Benbris 3MiHK | TUNY - AOMIHICTpaTUBHI 3MiHU. 3MiHa peyenmom
abono4 mnB HB HaliMeHyBaHHs Ta/abo agpecy 3asBHVKa

amnyni; no 1 amnyni
y 6nicTepi; no 1
6nictepy B

(BnacHvika peecTpauiiiHoro noceig4YeHHs). 3miHa
afpecu 3asiBHUKA.
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
KapTOHHI kopo6uyj;
no 2 mn abo no 4 mn
B amnyni B
KapPTOHHI KOpooL
45. | BEKCAMETA | po34uH ans iH'ekuii, TOBAPUCTB YkpaiHa KOHTPO/1b AKOCTI, BUNYCK Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3a He UA/5274/02/01
30H 4 mr/mn no 1 mn a6o O3 cepi: 3MiHu | TMNY - 3MiHK WoA0 peyenmom nionseae
no 2 M1 B amnyii; OBMEXXEHO ToBapncTBO 3 06MEXEHOI0 6e3nekn/edeKTUBHOCTI Ta hapMmakoHarnsgy.
no 5 amnyn B nauuj; 10) BiANOBIAA/ILHICTIO 3MiHa Y KOpPOTKiil XapaKTepuCTuLi NiKapcbKoro
no 1 mna6ono2mn | BIAMNOBIAAN «JlocnigHwin 3aBog, 3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
B amnyni; no 5 bHICTHO «HL1C», Ykpaina MeJMNYHOro 3acTOCyBaHHS Ha MigcTasi
amnyn y 6nictepi, no | «KOPIMOPALLI BCi cTajii BUpobHMUTBA, perynsapHoO OHOBJ/IIOBAHOIO 3BITY 3 6e3neku
1 6nicTepy B nauui; A KOHTPO/Ib SIKOCTi, BUMYCK nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
nolmna6ono2mn | «340POB'A» cepii: 3aCcTOCyBaHHS NikapcbKoro 3acoby B
B amnyni; no 10 ToBapuCTBO 3 0OMEXEHOI nicnsipeecTpauiiiuii nepiog, abo sik pesynbtart
amnyn B naui BiANOBIAA/LHICTIO OLiHKM 3BITY 3 AOC/iKEHb, NPOBEAEHNX
«®dapmavleBTUYHa BiANOBIAHO [0 MiaHy nejiaTpUyHUX JOCAiAKEHb
KOMNaHisi «30p0oB'A», (PIP) (3MiHY y3rompKeHo 3 KOMNETEHTHUM
YkpaiHa YNOBHOB&XEHVIM OpraHoMm)
3MiHU BHECEHO A0 IHCTPYKLii 418 MeanyHoro
3acTocyBaHHSA NikapcbKoro 3acoby A0 po3ainy
"Oco6MBOCTI 3aCTOCYBaHHA" LWOA0 6e3neku
3aCTOCyBaHHSA Ajtlo4oi PeyoBVHM AekcaMeTas3oH
BiANOBIAHO A0 pekomeHaaLin PRAC. BBefeHHs
3MiH NPOTAroM 6-Tu micsLiB nicns
3aTBEPAKEHHSA
46. | JEPMACAH piguHa HallkipHa, no MPAT YkpaiHa BiANOBiAabHMI 3a Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasnis: 6e3 nionsieae UA/0443/01/01
50 mn y dpnakoHax; "®ITOPAPM" BVMPOGHULTBO, NEPBUHHE, 3MiHn | TMRY - 3MiHK 3 SKOCTi. FoToBUIA peyenma

no 50 mn a6o 100
My ¢hnakoHi; no 1
hnakoHy y nauyui 3
KapToHYy

BTOPUHHE MaKyBaHHS,
KOHTPO/Ib SIKOCTi Ta BUMYCK
cepii:

MPAT "®ITO®APM",
YKpaiHa;
BiANOBIAa/IbHUI 3a
BMPOOHWLTBO, NEPBUHHE,
BTOPUHHE NaKyBaHHA Ta
KOHTPO/b AKOCTI:
TOB "®apma Yepkac",
YKpaiHa;
BiANOBIAaIbHNI 38 BUMYCK
cepii, He BK/toYaun
KOHTPOb/BMNPOGYBaHHSA
cepii:

MPAT "®ITO®APM",
YKpaiHa

nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY cepil
Ta KOHTPOJIH0 SKOCTi FOTOBOTO NiKapCbKoro
3acoby (3amiHa abo AofaBaHHsA BUPOOHNMKA, L0
BignoBifae 3a BBe3eHHA Ta/abo BMnyck cepir) -
He BK/ItOYaoumn KOHTPObL/BUNPOBYBaHHA cepii -
BBE/IEHHS1 40AAaTKOBOI BUPOOHNYOT AiNbHUL
MPAT «®ITODAPM», BigNoBiga/IbHOT 3a BUNYCK
cepii, He BK/IKYaoUM KOHTPO/Ib/BUNPOOYBaHHS
cepii 3a agpecoto: Ykpaina, 08303, Kuiscbka
06n., M. Bopucnine, Byn. Yymaupka, 17. 3MiHu
BHECEHI y po34inn "BUpo6HMK" Ta
"Micue3HaxomKeHHs BUpobHvKa Ta agpeca
MiCLii NPOBaPKEHHS AOr0 Ais/IbHOCTI" B
IHCTPYKLi0 ANnA MeANYHOro 3acTOCyBaHHS y
3B'AA3Ky 3 BBEAEHHAM [0AaTKOBOI BUPOOHNYOT
OinbHUUI, BigNOBIAaNbHOI 3a BUMYCK cepii, 3
MOX/IMBICTIO APYKYBaHHS ABOX IHCTPYKUIA Ans
Me[M4YHOro 3acTocyBaHHs J13 Ans okpemumx
BMPOBHUKIB Ta SIK HACNIAOK - NOsiBa TEKCTY
MapKyBaHHS! yNakoBKU /likapcbKoro 3acoby ans
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
[04aTKOBOro BUPOBHMKA.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPKEHHS.
47. | AMMEKCUA® | po34vH HaLLKIipHWI MAT YkpaiHa MNAT "Tannucapm” Ykpaina BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiis: 6e3 nionsizae UA/4522/01/01
APTEPIYM no 50 Mn y dhN1akoHi; "Tanuudapm" 3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa peuyenma
no 1 donakoHy B Ha3BW Nikapcbkoro 3acoby - 3MiHa Ha3Bu
nauui nikapcbkoro 3acoby. 3ATBEPIXKEHO:
OVMEKCNA® (DIMEXID) 3AMPOMNOHOBAHO:
OVMEKCUA® ApTepiym (DIMEXID Arterium)
TepMmiH BBeZleHHS 3MiH MPOTAroM 6 Micauis nicns
3aTBEPAKEHHS.
48. | AMLUMNHOH PO34UH ANS iH'EKLIN, CaHpo3 CnoBeHis ek ®apmaueBTUUHa CnoBeHis BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3a - UA/8466/01/01
250 Mr/2 mn; no 2 dapmachbioTika KOoMnaHisa 4.4. 3MiHM | TUNYy - 3MiHK 3 AkocTi. CepTudikar peyenmom
M1 B amnyni; no 50 n3 a.Aa. BignosigHocTI/IE-cepTudpikat signosigHoCTi
amnyn y KapTOHHIl €Bponeiicbkii hapmakonei/MmoHorpadii.
Kopoo6Li MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
Bi4NOBIAHOCTI ab60 BUNYYEHHS cepTudikaTa
BiANOBIAHOCTI EBponeiickbkili hapmakonei: ans
Adl; ana sBuxigHoro
MaTepiany/peareHTy/NpoOMIKHOro NPoAyKTY, LLO
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBUHU (cepTudikaT
BignoBigHOCTI E€Bponeiickbkilt hapmakonei) -
OHoBeHWiT cepTUddikat Bif, yxe 3aTBEPAKEHOTO
BMPOGHMKa. MogaHHA OHOB/IEHOro cepTudikaTa
BiANoBigHOCTI EBponeiickbkili hapmakonei R1-
CEP 1997-070-Rev 08 (3aTBepaxeHo: R1-CEP
1997-070-Rev 07) ans [ito4oi pe4yoBmHH
eTaM3unary Bif 3aTBep)KeHOro BUpo6HMKa
Esteve Quimica S.A., Spain.
49. | OIA30NIH- Tabnetku no 100 wmr, MpAT YkpaiHa MpAT "dapmaneBTU4Ha Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 6e3 - UA/0278/01/01
AOAPHMNLUA no 10 TabneTok y "®apmaueBTu tipma "AapHuua" 3MiHM | TUnYy - 3MiHK Woao peyenma
KOHTYpHil yHa chipma 6e3nekn/edeKkTBHOCTI Ta hapmakoHarisgy
YapyHKoBIli "OapHuus” (iHWi 3MiHW) - 3MiHN BHECEHI B TEKCT
ynakosLi; no 1 MapKyBaHHS YNakoBKW /TiKapcbKoro 3acoby Loza0
KOHTYpHil BW/TyUYEHHST iHhopMmalLii, BUKMaAeHO! POCIiCbKO
YapyHKOBIli ynakoBLi MOBOI0, Ta 3a3HadyeHHa QR-koay y n. 17 IHWE
B maui BTOPUHHOI YNakoBKKM NikapCbKoro 3acoby.
BBegeHHs 3MiH MpoTAroM 6-Tu MicAuiB nicns
3aTBEPAKEHHSA
50. | AIAPEMIKC Kancynu; no 10 Mini Xenckepe Benuka Menpo ®apmacbioTrKanc IHAiA BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 6e3 nionsizae UA/8224/01/01
Kancyn y énictepi, 3 Nimiteq BputaHis Mpisart flimiteq 3MiHn | TURY - AgMIHICTPaTMBHI 3MiHW. 3MiHa peyenma

6nictepn y
KapTOHHiiA Kopo6L;
no 8 kancyny
6nictepi; no 1
6nictepy y
KapPTOHHI KOpoo6L

HaliMeHyBaHHA Ta/abo agpecy 3asiBHMKA
(BnacHuka peecTpauiiHoro NocBig4eHHs) -
3miHa agpecw 3asBHKKa (BNacHvkKa
peecTpauiiiHoro nocBigYeHHs)
3MiHu BHeCeHi y po3gin "MicLe3HaxomKeHHs
3a8BHUKA" B IHCTPYKLIiIO AN MeANYHOTo
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
3aCTOCyBaHHS NikapcbKoro 3acoby y 3B'A3Ky 3i
3MiHOI0 agpecK 3asBHUKa. BBeaeHHS 3MiH
nNpoTArom 6-Tn MiCALIB NiCNa 3aTBEPMKEHHS.
51. | AOBYTAMIH PO34uH NS iHQy3il, Anvena HimeuumnH Contodhapm HimeuyunHa BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiis: 3a He UA/5714/01/01
AOMEOA 250 mr/50 mn; no 50 | ApuHalimitren a dapmavoiiTie 3MiHK | TUNY - AOMIHICTpaTUBHI 3MiHU. 3MiHa peyenmom | nidssieae
M (250 mr) y b FM6X EpuoiirHicce MmoX HaliMeHyBaHHA Ta/abo agpecu 3asiBHUKa
chnakoHi; no 1 (BnacHviKa peecTpauiiHoro noceig4YeHHs). 3miHa
chnakoHy B afpecy 3asBHUKa (B/1acHMKa peecTpaviiHoro
KapTOHHI kopoobL; NoCBigYEHHs1). 3MiHM BHECEHO B IHCTPYKL,iO 41
no 50 mn (250 mr) y MeJMYHOro 3acTOCyBaHHS NiKapCbKoro 3acoby y
donakoHi; no 1 po3ain "Micue3HaxomKeHHs 3asBHMKA" 3
chnakoHy B BiANOBIAHUMY 3MiHAMUW B TEKCTI MapKyBaHHS
KapTOHHI kopo6uyj; BTOPUHHOI yNakoBkW. TepMiH BBEEHHS 3MiH
no 5 KapTOHHMX NpOTArom 6 MicALiB nicna 3aTBepAKeHHs. 3MiHU
KOpo6OK y MiBLi | TMny - 3MiHK Woa0 6e3nekn/edPeKTUBHOCTI Ta
nonieTuIeHoBI hapmakoHarnsgy (iHwi 3mMiHn). OHOBMEHHS
TEKCTY MapKyBaHHSI BTOPMHHOT yNakoBKu
niKkapcbKoro 3acoby, a came: BUIy4YeHO
iHchopMmaLLito MPO EKCK/THO3MBHOTO
anctpub'totopa TOB "HOJTT™. TepMiH BBeAEHHS
3MiH - MPOTArOM 6 MiCALIB MiC/1A 3aTBEPAKEHHS.
52. | AOKCUUMKAI | kancynu no 100 mr My6niyHe YkpaiHa My6niyHe akuioHepHe Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a - UA/3292/01/01
H no 10 kancyn y akuioHepHe TOBapuCcTBO "HaykoBo- 3MiHu | TUNY - 3MiHK Woao peyenmom
6nictepi; no 1 TOBapucTBo BVMPOGHWYNIA LEHTP 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy
6nictepy B nauui "HaykoBo- "BopLyariBcbkuiA XiMiko- (iHWi 3MiHW) - 3MiHa Y 3B'A3KY YTOYHEHHS
BVPOGHNYNIA (hapmaueBTUYHWMIA 3aBoa" BUKNafeHHs po3giny "[oaatkosa iHhopmaw,is.
LeHTp [l-1. Ynakoska" MKA Ta po3giny 3.2.P.7.
"BopLyariBcbk OHOBJIEHHSA TEKCTY MapKyBaHHS ynakoBKu
NiA XiMiKo- niKkapcbKoro 3acoby y 3B'A3Ky 3 BUTYYEHHSIM
hapmaneBTuy iHchopMmawii pocilicbkoto MOBOK Ta BHECEHHSIM
HWi1 3aBog" KOPEKTOPCbKUX NpaBoK. BBefeHHA 3MiH
NPOTArom 6-Tv MiCAILIB MiCNs 3aTBEPAKEHHS;
3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
nocTavasnbHvKa nakyBanbHVUX maTtepianis abo
KOMMNEKTYHUMX (AKLO 3a3Ha4YEHO B [JOCbE)
(BVNyYeHHs1 nocTavasnibHUKa) - BunyyeHHs
HalilMeHyBaHHSA nocTavyasibHUKIB NakyBaslbHUX
marepianiB 3 pEeCcTpaLiiHOro AOCbE, Y 3B'A3KY 3
npuBefeHHsIM po3gainy 3.2.P.7. peectpauiiiHoro
[0CbE Y BiANOBIAHICTb 4O EBPONENICHKNX BUMOT,
a TakKoX BUyHYEHHS i3 peecTpaLiiHoro Aocbe
BMPOOGHUKa NAiBKM NoniBiHinxopuaHoi TOB
"KnbokHep MNeHTannact Pyc", pocis
53. | OOKCOPYBIL, | po3uuH ans iHdysil, Mepak HimeuuunH BignoBifgae 3a BTOPUHHE HimeyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a - UA/14471/01/01
NMH MEJAK 2 mr/mn no 5 mn (10 lesenbliadT a nakyBaHHs, HaHeCeHHS 3MiHu | TUny - 3MiHK Woao peyenmom

Mr) abo no 10 mn

orop KNiHiwe

3aXMCHOI NiBKN Ha

6e3nekn/edPeKTVBHOCTI Ta hapmakoHarasgy.
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
(20 wmr), a6o no 25 LLneujanbnpe chnakoH (onuioHanbHO), 3MiHa yacToTv Ta/abo TepMiHiB NogaHHS
mn (50 mr), abo no napate M6X [03BiN Ha BUMNYCK cepii: perynsipHoO OHOB/IHOBaHWX 3BiTiB 3 6Ge3Meku
100 mn (200 mr) y Megpak 'esensladT drop NiKapcbKux 3aco6iB. 3MiHa 4acToTN Ta TEPMIHY
chnakoHi, no 1 abo 5 KiHiwe NOAAHHSA PerysisipHO OHOBJIIOBAHOTO 3BITY 3
hnakoHiB B ynakoBL,i Lneuianbnpenapate M6X, 6e3nekun nikapcbkoro 3acoby: flivoua pefakyis:
HimeuuunHa; Bignosigae 3a YactoTa nogaHHsa PO3b — 1 pik; KiHueBa gata
BMPOGHMLTBO LN BKNOYEHHA aaHmx go PO3b —12.11.2022
Hepo3acoBaHol p.; AaTta nogaHHa — 21.01.2023 p. NponoHoBaHa
NpoAyKLii, NepBrHHE Ta pepakuis: YactoTta nogaHHa PO3B — 5 pokis;
BTOPWHHE MaKyBaHHS, KiHueBa farta A1 BkIoveHHs gaHnx go PO3b —
KOHTPO/Ib AKOCTi: OHKOTEK 12.11.2027 p.; faTa nogaHHA — 10.02.2028 p.
dapma MpogakwwiH M6X, PekomeHA0BaHO A0 3aTBEPA)KEHHS BiANOBILHO
HimeuuunHa; Bignosigae 3a [0 NepiognYHOCTI NoJaHHs perynsipHo
BTOPUHHE NaKyBaHHS, OHOBJIIOBAHWX 3BITIB 3 6€3MNeKN NiKapCbknx
HaHeCeHHs 3axX1CHOI 3aco6iB y €sponelicbkomy Coto3i.
niBKM Ha dh1akoH
(onuioHanbHo): Mep-IKC-
Mpecc N'm6X , HimeyunHa
54. | BOCTUHEKC | Tabnetku no 0,5 mr; Mdpaiizep IHkK. CLIA Mdpaizep ITania C.p.n. ITanisa BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiis: 3a - UA/5194/01/01
no 2 abo no 8 3MiHK | TUNY - AOMIHICTpaTUBHI 3MiHU. 3MiHa peyenmom
Tabnetok y oriakoHi; HalilMeHyBaHHs Ta/abo agpecy 3asBHVKa
no 1 donakoHy B (BnacHviKa peecTpauiiHoro noceig4YeHHs). 3miHa
KapTOHHI KOopoo6Lli ajipecy 3asiBHUKA.
55. | EBKANIOTY nmcTsa (cybeTaHuis) TOB YkpaiHa TOB "®apkoHi" Ipysis BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: - - UA/10755/01/01
nncTa Y MiLLIKax "Cymudpitoda 3MiHM | TURY - 3MiHK 3 aKocTi. A®l. CTabinbHiCTb.
nosinponiieHoBUx pmavis” 3MiHa nepiogy NOBTOPHMX BUNPOGYBaHb/nepioay
ans 36epiraHHa abo yMoB 36epiraHHa Ad| (3a
chapmaLeBTUYHOro BifICYTHOCTi Y 3aTBEpKEHOMY [0CbE
3acTOCyBaHHA cepTucpikaTa BiANOBIAHOCTI EBpONEChKili
hapmakonei, Lo BK/toHae nepiog NoBTOPHOro
BMNpo6yBaHHs) (Nepiog NOBTOPHOIO
BMNPOGYBaHHs/Nepios, 36epiraHHs) -
36inbleHHA abo BBEAEHHS nepiody NOBTOPHOMO
BMNpo6yBaHHsA/nepiody 36epiraHHA Ha OCHOBI
pe3ynbTaTiB AOC/IMKEHb Y peasibHOMY Yaci -
36inbLIeHHs TepMiHy npuaaTHocTi 3 1 poky fo 3
POKiB, HA OCHOBI pe3y/bTaTiB AOCMIAXKEHb Y
peasibHOMY Yaci
56. | EBKACIMPEN cnpeli HaszaNbHUI, CninbHe YkpaiHa CninbHe yKpaiHCbKO- Ykpaina BHECEHHS 3MiH 40 peecTpavyiiHnx maTtepiaiis: 6e3 He UA/18958/01/01
TYPBO [o3oBaHuii 1,0 YKpaiHCbKO- icnaHcbke NignpueEMCTBO 3MiHu | TUNYy - 3MiHKU Woao peyenma niosnsieae
mr/mn; no 10 mny icnaHcbke "Cnepko YkpaiHa" 6e3nekn/edekTUBHOCTI Ta hapMakoHariagy.
noslieTuIeHOBOMY nigNPUEMCTBO 3MiHM Y KOPOTKiil XapaKTepuCTULLi Nikapcbkoro
KOHTEliHepi 3 "Cnepko 3aco0y, TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
Hacocom 3 YkpaiHa" Me[MYHOro 3acTocyBaHHA

posnunoBayem y
nadui 3 KapToHy

reHepUYHNX/TIGpPMAHNX/6IoNOAIGHNX NiKapCbKUX
3ac06iB Nic/1s BHECEHHS TiET camoi 3MiHK Ha
pedhepeHTHMIH npenapaT (3MiHa He NoTpebye
HaJaHHS XXOAHWX HOBMX AOAATKOBUX AaHMX).
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3MiHU BHECEHI A0 iHCTPYKLii 415 MeguyHoro
3acToCcyBaHHSA NikapcbKoro 3acoby y po3ginu:
"MpoTunokasaHHs", "OcobanMBOCTI
3acTocyBaHHs", "3acTocyBaHHs y nepiog
BariTHOCTi abo rogysaHHsA rpyaar”, "Cnocié
3acTocyBaHHs Ta fo3u", "MobiuHi peakwyii" 3rigHO
3 iHchopMmaLji€elo WoA0 MeANYHOTO 3aCTOCYBaHHS
pedhepeHTHOro sikapcbkoro 3acoby (OTpUBIH 3
MEHTO/IOM Ta €BKaNiNTOM, Cnpeli HazalbHWiA,
[o30BaHuit 0,1%). BBeaeHHS 3MiH NpoTArom 6-
TV MicAILiB Nicnsa 3aTBepmXeHHs. 3MiHu | Tuny -
3MiHM Wwopao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu).
3MiHV BHeCeHi [0 IHCTPYKLi ANna MeguyHoro
3aCTOCYBaHHA NikapCbKoro 3acoby y po3ain
"Mo6iuHi peakwyji" W00 3BiTyBaHHSA NPO NOGIYHI
peakuii. BBeeHHS 3MiH NPOTArom 6-Tu MicsiLiB
nicns 3aTBepAKeHHs.

57.

ENEBIT®
MPOHATA/b

TabneTku, BKpUTI
NiBKOBOIO
060/10HKO0; Mo 10
Tabnetok y 6nictepi;
no 3 a6o 10
6nictepiB y
KapTOHHI kopo6uyj;
no 20 TabneTok y
6nictepi; no 5
6nictepiB y
KapTOHHIA KOopoo6Li

Baiiep
KoHcbomep
Kep Al

LLiBefiuapi
)

[LpaxeHodapm AnoTtekep

Mownb TM6X

HimeyunHa

BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiis:
3MiHu | TUNYy - 3MiHK 3 AKkocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponeiicbkiii hapmakonei/MmoHorpadii.
MofaHHA HOBOro abo OHOB/IEHOrO cepTudiikaTa
BIANOBIAHOCTI abo BUNyYeHHs cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
A®I; ons BUXigHOTO
marepiany/peareHTy/npoOMKHOTO NPOAYKTY, L0
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[LOMOMDKHOT peyoBUHU (cepTudikaT
BiANOBIAHOCTI EBponelickbkin hapmakonei) -
OHOB/EHWI cepTUQIKaT Bif yXe 3aTBepXEHOro
BUPOGHMKA - NOJaHHA OHOB/IEHOro cepTudikary
BignosigHocTi E® Ne R1-CEP 1998-140-Rev 05
(3aTBepaxeHo R1-CEP 1998-140-Rev 04) ans
A®| BitamiH B12 (LliaHoko6anamiHy) Bif Bxe
3aTBepaxeHoro Bupo6Hnka SANOFI CHIMIE,
France, Ta, K Hacnifok, 3MiHa Ha3By BUPOBOHMKa
Adl Ha EUROAPI FRANCE, France

6e3
peyenma

UA/9996/01/01

58.

EMETOH

PO34UH ANS iH'EKLIN,
2 mr/imn;

no 2 mn a6o no 4 mn
B amnyni
noslieTuNeHoBI; no
5 a6o 50 amnyny
nauuj 3 KapToHy

TOB
"®APMACEN"

YkpaiHa

TOB "®APMACE/"

Ykpaina

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis:
3MiHa 3aaBHuKa J13 (MIBIT) (BnacHuka
peecTpauiiHoro NocBig4eHHs1) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460). BBefeHHs 3MiH
NpoTArom 3-X MicAUiB NicNA 3aTBEPAXKEHHS.
3MiHu | TUny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX AaHux
npo cuctemy chapmakoHarnsay (BBeAeHHs
y3arasibHeHVX AaHux Npo cuctemy

3a
peyerimom

He
nionsiecae

UA/13447/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0cobu,
BiANOBIAA/IbHOI 3a 3AiAiCHEHHS
hapmakoHarnsgy; KOHTakTHOT 0cobm 3
thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
hapmakoHarnsgy B YkpaiHi, KLU0 BOHa
BiAMIHHa Bif, YNOBHOBaXeEHOI 0CO6M,
BiAMOBIAaUTbHOI 3a 34iiCHEHHA hapMakoHarnsay
(BK/KOHAOYM KOHTaKTHI faHi) Ta/abo 3MiHU Y
po3MilLieHHi MacTep-chaiina cuctemm
thapmakoHarnsgy).
3MiHa YNOBHOBaXKEHOT 0COOM 3asiBHUKA,
BiANOBIAaUIbHOI 3a hapmakoHarnag. Jirova
pepakuis: CynpyH Egyapg Bonogumuposuy.
MponoHoBaHa pepakuin: boray TeTaHa
OnekcaHgpiBHa. 3MiHA KOHTaKTHUX AaHWX
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBigasibHOI 3a hapmakoHarnsg. 3miHa
Homepa MacTep-thaiina cuctemm
dhapmakoHarnsgy. BeefeHHs 3MiH npoTarom 3-x
MicALiB He peKOMeHA0BaHO, OCKI/IbKN ANs faHoT
3MiHW TEPMIH BBELEHHSA 3MiH He nepe6ayeHuii
3aKOHOAABCTBOM YKpaiHu. 3MiHu | Tuny - 3miHn
3 AKocTi. FoToBWMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AAaTKOBOI
AiNbHULI BUPOBHMLTBA /19 YacTUHM abo BCbOro
BMPOGHMYOro NpoLiecy roToBOro MikapCbKoro
3acoby (AiNbHULSA, Ha K NPOBOAATLCA Gy Ab-
AKi BUPOGHWYI CTagii, 3a BUHATKOM BUMYCKY cepii,
KOHTPO/I0 SIKOCTi Ta BTOPUHHOTO MakyBaHHS AN
CTEPU/IbHUX NiKapCbKnx 3acobiB (BKIOUaUM
BMPOG/IEHI acenTUYHUM MEeTOA0M), KpiM
nikapcbknx 3acobiB 6i010ri4HOro/iMyHOM0r4yHoro
NOXOMKEHHS) 3aMiHa AiNbHULI BUPOBHMLTBA, Ha
AKili 6yayTb 34ilicHIoBaTUCA BYAb-AKi BUPOGHMWUYI
cTagji, 3a BUHATKOM BUNYCKY cepii, KOHTPO/O
AKOCTI Ta BTOPMHHOIO NakyBaHHA AN
CTEepPUSIbHUX NiKapCbKuX 3acobiB.
BBefeHHA 3MiH NpoTArom 3-X MicsuiB nicns
3aTBEPAKEHHS. 3MiHM | TUNy - 3MiHM 3 SKOCTI.
oTOBMIA Nikapcbkunii 3aci6. 3miHK y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AATKOBOI
AiNbHULI BUPOBHMLTBA 18 YacTUHM abo BCbOro
BMPOGHNYOro NpOoLLeCcy roTOBOrO iKapCbKOro
3aco0by (4ibHUUA 4119 BTOPUHHOMO NakyBaHHS)
3amMiHa AinbHUL BUPOBGHMLTBA, BifNOBiAaIbHOT
3a BTOPMHHE NakKyBaHHS.
BBefeHHA 3MiH NpoTArom 3-X MicsuiB nicns
3aTBEPAKEHHSA. 3MiHM | TMNy - 3MiHM 3 SKOCTI.
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

[oTOBMIA Nikapcbkuii 3aci6. 3miHW y
BMPOGHUUTBI. 3MiHa iMnopTepa/3aMiHu, Wo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOO AKOCTI
roTOBOrO JlikapcbKoro 3acoby (3amiHa abo
[oAaBaHHA BUPO6HKKa, Lo BiAgnosigae 3a
BBE3€EHHA Ta/abo BMnyck cepii) - Bknrovatoun
KOHTPO/1b/BMNPOGYBaHHS cepii.
3amiHa BMpO6HUKa, BiANOBIAA/ILHOIO 3a
KOHTPO/Ib Ta BUMYCK cepii. 3MiH1 BHECEHO A0
IHCTPYKLT AN MeAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3aco6y B po3zinn "BupobHuK” Ta
"MicuesHaxokeHH BUPOGHMKa Ta agpeca
MiCLii MPOBaPKEHHS AOT0 AiS/IbHOCTI", AK
HacnigokK - BignoBigHi 3MiHW y TEKCTI MapKyBaHHS
ynakoBKM NikapcbKoro 3acoby. BeBefeHHs 3MiH
NpOTAroM 3-X MiCALIB MiC/1A 3aTBEPIAKEHHS.
3MiHu | TMNY - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkunii 3aci6. Cuctema
KOHTeliHep/3aKyrnoptoBabHWii 3aci6. 3MiHa
chopmu abo po3Mipy KOHTeliHepa um
3aKynoproBasibHOro 3acoby (NepBUHHOI
ynakoBku) (CTEpPUIbHI NiKapcbki 3acobu) -
Ha BUPOBHUYMX NOTYXHOCTAX BUPOGHMKa TOB
«PAPMACE/1», N3 6yae BupobnsaTucs B
amnynax nonieTuieHoBnx o6’emom 2 M abo 4
M/1 3 MONIeTUNEHY paHille 3aTBepAXeHOl AKOCTi,
asne iHLWoi reomeTpuyHOi chopmu. [jtoua
pepakuisi: po3mip amnynu: 2 mn: 18,6 + 0,5 mm
x17,6 £ 0,3 MM X 52,5 + 1 mm 4 Mn: 19 MM X18
MM x63 MM. MponoHoBaHa peAakLis: po3mip
amnynu: 2 mn: 12 mm x14 MM x54 Mmm 4 mn:12
MM X14 MM x84 MM. BBeeHHs 3MiH NpoTArom 3-
X MiCAUIB MicnA 3aTBePKEHHSA. 3MiHu | Tuny -
3MmiHu 3 sKocTi. FoToBWMIA Nikapcbkuii 3aci6.
KOHTpPO/1b rOTOBOro NiKapcbkoro 3acoby (iHwi
3MiHW) OHOBJ/IEHHS OCHOPM/IEHHSA NPoekTy MK4A,
BiANoOBIgHO A0 BMMOr A®Y Ta BHYTPILLHbOI
HopmaTuBHOI fokyMeHTaLii TOB «PAPMACE/1»
6e3 3MiHU KpUTEPITB NPUAHATHOCTI Ta METOANK
KOHTpOosto N13. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
[OTOBWIA Nikapcbkmii 3aci6. KOHTpoIb roTOBOro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOBYBaHHSA rOTOBOrO MiKapCbKOro 3acoby
(iHWi 3miHM y MeTofax BUNpobyBaHb
(BKtOYALOUM 3aMiHY @60 [ONOBHEHHS))
OHOB/IEHHA MeTofiB BUNpobyBaHb 13 3a
nokasHnkamy «CynposigHi oMmiluku» (APY,
2.2.29) Ta «lgeHTndikauis A» (4PY, 2.2.29), a
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

came 3MIHEHO MPUroTYBaHHA PO3YNHY
NOPIBHAHHSA, 3MiIHEHO LUBUAKICTb
XpomaTtorpadyBaHHs Ta OLIHKY NpUMAAaTHOCTI
XpomaTorpadiuHoi cuctemu, AoAaHO NOPAJOK
XpomaTorpacdyBaHHsi Ta po3paxyHKoBY
dopmyny. Ans igeHTudikauii niky oHgaHceTpoHa
6yN10 3MEHLLEHO KOHLEHTPALi0 PO3YMHIB, L0
[ae MOXNMBICTb 3MEHLUMTN HABaHTaXEHHS Ha
KOIOHKY Ta YHUKHYTW PO34BOEHHS OCHOBHOIO
nika. 3MiHn | Tuny - 3mMiHK 3 skocTi. CepTudikat
BignosigHocTI/ITE-cepTudpikat BignosigHoCTi
€Bponeiicbkili hapmakonei/MoHorpadii. 3miHu,
noB'sA3aHi 3 HEOOXIAHICTIO MPYBEAEHHS Y
BigNOBIAHICTb A0 MOHOrpadii 4PY a6o
€Bponelicbkoi hapmakonei, abo iHLwoT
HaujioHasIbHOT dhapmakonei gepxasu €C (3miHa
y cneuudikauisix, nos'sasaHa 3i 3miHamu B ®Y,
abo €ponelicbkiin hapmakonei, abo iHLuii
HaujioHasnbHIli hapmakonei gepxasu €C)
akTyanisauis cneumdikauii 4ONOMDKHOT
peyvosuHM «Water for injections in bulk» 3rigHo
BMMOr MoHorpadii Ph.Eur 04/2017:0169.
3MiHu | TUNYy - 3MiHK 3 AKocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponeiicbkili hapmakonei/moHorpadii. 3miHu,
noB'A3aHi 3 HEOOXIAHICTIO NPUBELEHHS Y
BiANOBIAHICTL A0 MoHorpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHLWOoi
HauioHasbHOT hapmakonel gepxasun €C (3MiHa
y cneumdikauisix, nos'sasaHa 3i 3miHamu 8 Y,
abo €ponelicbkinn hapmakonei, abo iHLLiA
HaujioHanbHili hapmakonei gepxasu €C)
akTyasisauis cneumdikaii 4onoMiXHOT
peuyoBuHM «Sodium chloride» 3rigHo BUMOr
MoHorpadii Ph.Eur 04/2021:0193. 3MiHu | Tuny -
3MmiHu 3 sKocTi. CepTudikar BignosigHocTi/TE-
cepTudikaT BignoBigHOCTI EBpONenchbkili
hapmakonei/MoHorpadii. 3miHu, NoB'A3aHi 3
HeoOXiAHICTIO NPUBELEHHS Y BiANOBIAHICTb A0
MoHorpadii 4PY abo Esponeiicbkoi
thapmakonei, abo iHLWOT HauioHaIbHOT
hapmakonei gepxasun €C (3miHa y
cneuudikauisix, nos'a3aHa 3i 3miHamu B Y,
abo €ponelicbkiin hapmakonei, abo iHLLii
HauioHanbHil chapmakonei gepxasu €C)
akTyaUtizauis crneumdikayii 4OnoMiXHOT
peyoBuHM «Sodium citrate» 3rigHoO BUMOT
MoHorpadii Ph.Eur 01/2017:0412. 3minu | Tvny -
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
3miHu 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponenchkili
thapmakonei/MoHorpadii. 3mMiHu, NoB'a3aHi 3

HeOoOXiJHICTIO NPUBELEHHS Y BiANOBIAHICTb A0
MoHorpadii 4dY abo Esponeiicbkol
thapmakonei, abo iHLIOI HaLioHasTbHOI
thapmakonei gepxasu E€C (3miHa 'y
crneundikalisx, nos'a3aHa 3i 3MiHamu B Y,
abo €ponelicbkiin hapmakonei, abo iHLWii
HaujioHasTbHIN chapmakonei gepxasu €C)
akTyanisauis cneumdikauii 4ONOMDKHOT
peuosuHm «Citric acid monohydrate» 3rigHo
BVMOr MoHorpadii Ph.Eur 01/2017:0456. 3miHu |
TIny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn). 3MiHU BHECEHO
[0 IHCTPYKLiT 415 MEANYHOrO 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ain "Mo6ivHi peaxuii”
LLIOA0 B&X/IMBOCTI 3BITYBaHHA NPO NOGIYHI
peakuji. BBegeHHs 3MiH MpoTArom 3-x micauis
nicns 3aTBepkeHHsA. 3MiHu | Tuny - 3MiHu 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JlikapcbKoro 3acoby. 3miHa napameTpisB
cneuudikauin Ta/abo foNyCTUMNX MEX FOTOBOIO
NiKapcbKoro 3acoby (3BY)XXeHHS JOMyCTUMUX
MeX) 3MiHa BuMor crieumdikaii 13 3a
nokasHukom «laeHtudikauis B» (4®Y, 2.2.25), a
came 3MiHEeHO fjiana3oH A0BXWH XBUb 3 190 HM
- 367 HM A0 200 HM -367 HM, OCKi/IbKM AaHWii
AianasoH 6iNbLU 3py4HUA AN BUMIPHOBaHD i
BVIK/THOYAE BM/IMB KOMMNOHEHTIB NOBITPA Npu
3HATTI CNeKTpy. Makcumymu Ta MiHiMymmn
MOF/IMHAHHSA PEYOBYWHM, L0 aHaNi3yeTbca
3HaxoAATbCA Y BUOpaHOMY fiiana3oHi [OBXWH
XBWUb. 3MiHM | TUNY - 3MiHK 3 AKOCTi. [OTOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akyrnoptoBasibHWiA 3aci6. 3MiHa
pO3Mipy yNnakoBKy rOTOBOrO JlikapCbKoro 3acoby
(3MiHa KinlbkoCTi oAMHMLE (Hanpukias TabneTok,
amnyn TOLLO) B yNakosLi:) - 3miHa nosa
[ianasoHOM 3aTBepPKEHNX PO3MIpIB YNaKkoBKK.
Y 3B’A3Ky 3i 3pocTaloumMmu notpebamMm puHKy
TOB «®APMACE/1» 6yno npuiiHaTte
MapKeTWHIoBe PILLIEHHSA NPO PeecTpaLiiio
[04aTKOBOro nakyBaHHA amnyn no 2 mn, 4 mn —
50 amnyn y nayu,i i3 kapToHy. 3MiHW BHECEHO [0
IHCTPYKLT AN MeAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby B po3zin "Ynakoska'-

BBE/IEHHS1 0AATKOBOrO NakyBaHHs amnyn no 2
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

M abo no 4 mn — no 50 amnyn y nauvui i3
KapTOHY. 3MiHY | Tuny - 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHW y BUPOOHWLTBI. 3MiHa

po3mipy cepii (Bk/toYaKuM gianasoH po3mipy
cepil) roToBOro NikapcbKoro 3acoby (3MeHLIEeHHs

00 10 pasiB) 3MeHLIeHHs po3mipy cepii M3,

06yMOB/IeHa TEXHIYHUMU XapakTepucTnkamu

TEXHOMOrYHOro 06/1ajHaHHSA, Ha AKOMY
dopmyeTbest cepist /13 Ha AinbHUL BUpOBHUKA
«®APMACE/». [itoya pefakuis: 06’emu cepiii:

no 2 mn - 300; no 4 mn- 300 n
MponoHoBaHa peakLisi: 06'eMu cepiii: No 2 mn
— 150 n; no 4 mn — 150 n1. BBeAeHHS 3MiH
NpOTArom 3-X MicALiB NicNA 3aTBEPAKEHHS.
3MiHu | TMNY - 3MiHK 3 AKocTi. FoToBwMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
po3Mipy cepil (BkItOYaoUn dianasoH po3mipy
cepii) roToBOro nikapcbKoro 3acoby (36iNbLUeHHs

80 10 pasiB MOPIBHSHO i3 3aTBEPKEHNM

po3Mipom) 36isbLUEHHS po3Mipy cepil N3,
06ymMOB/IeHa TEXHIYHUMY XapaKTepucTnkamm

TEXHOMOrYHOro 06/1ajHaHHS, Ha AKOMY
dhopmMyeTbes cepist 13 Ha AinbHUL BUPpOBHUKA
«®APMACE/». [liloya pefakuisi: 06’emu cepiii:

no 2 mn - 300; no 4 mn- 300 n. NponoHoBaHa
pefakuis: 06’emu cepiii: no 2 mn — 350 n1; no 4
mn — 350 n1, 1000 n. BBeAeHHs 3MiH NpoTsArom 3-
X MiCALIB Micna 3aTBEpPMKEHHS. 3MiHuM | Tuny -
3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn). OHOBEHHSA
TEKCTYy MapKyBaHHS flikapCbkoro 3acoby, a came
BUJTY4YEHO BUKNAAEHHS TEKCTY POCINCHKOLO
MOBOIO Ta 3a3Ha4yeHo /10roTun
3as9BHUKa/BMPOGHMKA. BBEAEHHS 3MiH MPOTAroM
3-x MicsiLiB nicns 3aTBEpPKEHHS

59.

EHANANPUN
H-TEBA

Tabnetkn 10 mr/25
mr no 10 TabneTok y
6nicTepi; no 2 abo
no 3, abo no 5, a6o
no 6, a6o no 10
6nicTepiB y kopobLj

TOB «TeBa
YkpaiHa»

YKpaina

AT dapmauleBTUYHNI
3aBof Tesa

YropLmHa

BHECEHHS 3MiH 40 peecTpaLiinHux maTepiasis:
3MiHn | TUny - 3MiHn 3 akocTi. CepTuddikaT
BignosigHocTI/IE-cepTudpikat signosigHoCTi
€Bponeiicbkiin thapmakonei/moHorpadii.
MoaaHHA HOBOro abo OHOBIEHOTO cepTudiikata
BiANOBIAHOCTI ab60 BUYYEHHS cepTudikaTa
BiANOBIAHOCTI EBponeiickbkil thapmakonei: ans
A®l; pns BUXigHOro
MaTepiany/peareHTy/NpoMKHOro NPoAyKTy, L0
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
LOMNOMIXHOT peyoBrHY (cepTuddikat
BiAnNoBigHOCTI EBponeiickbkilt hapmakonei) -
OHoBIEHWIT cepTUdpikat Bif, y)Ke 3aTBEPAKEHOIO

3a
peyermom

UA/16668/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
BMPOGHMKA - MOAAaHHS OHOBJIEHOTO cepTudiikara
BiAnoBigHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2003-078 - Rev 13 (3atBepmxeHo: R1-CEP
2003-078 - Rev 12) gna A®| EHananpuny
mManeary Big, 3aTBEPAKEHOro BUPOOHMKa
Neuland Laboratories Limited (India)
60. | EHANNTANPUN | Tabnetku, 10 TOBAPUCTB YkpaiHa BCi CTagii BUPO6HMLTBA, YkpaiHa BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiis: 3a He UA/1350/01/01
-HL- mr/12,5 mr, no 20 03 KOHTPO/1b AKOCTI, BUNYCK 3MiHu | TMNY - 3MiHK 3 sIKOCTi. FoTOBUIA peyenmom | nidssieae
3400POB'A abo no 30 Tabnetok OBMEXEHO cepii: nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa
y 6nicTepi; no 1 10) ToBapncTBO 3 0OMEXEHOI0 ab0 BBeAEeHHS 40AAaTKOBOI AiNbHUL
6nictepy B BIANOBIAAN BiANOBIAA/ILHICTIO BUPOGHMLTBA AN15 YacTUHU abo BCbOro
KapTOHHI/ Kopoo6Li bHICTHO "papmaueBTnyHa BMPOBHMYOro NpoLLecy roToBOro JlikapcbKoro
«KOPMOPALJ KomnaHis "3gopoB'a", 3acoby (AinbHMLSA, Ha SKii NpoBOAATLCSA Oy b-
2| YkpaiHa AKi BAPOOGHUYI CTafil, 38 BUHATKOM BUMYCKY
«300POB’A» BCi CTagii BUPO6HMLTBA, cepili, KOHTPOSIO AKOCTi, MEPBMHHOIO Ta

KOHTPO/b AKOCTI, BUNYCK
cepi:
ToBapucTBO 3 0OMEXEHOI0
BiANOBiAA/IbHICTIO
"®APMEKC I'PYT11",
YkpaiHa

BTOPVHHOTO NaKyBaHHSA, A1 HECTEPUSTbHUX
nikapcbkunx 3acobiB) CynyTHA 3MiHa- 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3amiHa abo BBeAEeHHS J0AAaTKOBOI
OiNbHAL BUPOBGHULITBA A1 YACTUHN ab0 BCbOro
BMPOGHMYOro NpoL,ecy roToBOro /likapcbKoro
3aco0y ([iNnbHWLA AN BTOPUHHOTO NakyBaHHS) -
3MiHu 3 siKkocTi. FoToBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AiNbHUL BUPOGHMLTBA AN YACTUHN
ab0 BCbOro BMPOGHNYOro NpoLLecy roToBoro
nikapcbKoro 3acoby (AiNbHULUSA 415 NEPBUHHOIO
nakyBaHHS) BeeHHs J0AaTKOBOrO BYPOGHMKa
roToBOro nikapcbkoro 3acoby - TOB “PAPMEKC
FPYM”, YkpaiHa gns ynakoskn Ne 20 (20x1) y
6nicTepi. BBegeHHsA 3MiH MPOTAroM 6-Tu MicsLiB
nicns 3aTBepKeHHsA. 3MiHu | Tuny - 3MiHu 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHULTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOIO AKOCTI
roTOBOrO NikapCcbKoro 3acoby (3amiHa abo
[0faBaHHA BUPOOHMKa, LLO BignoBigae 3a
BBE3€eHHA Ta/abo Bunyck cepii) - Bknovatoun
KOHTPONb/BMNPOGYBaHHSA cepii - fofaBaHHSA
BMpo6HUKa - TOB “@APMEKC I'PYI", YkpaiHa
LLIO BiANoBigae 3a KOHTPO/Ib SAKOCTI Ta BUMYCK
cepii N3 ansa ynakoskn Ne 20 (20x1) y 6nicTepi.
3MiHU BHECeHi B po3ainmy "BupobHuK" Ta
"Micue3HaxokeHHs BUPOBHMKa Ta agpeca
MiCLil NPOBaPKEHHS AOr0 Ais/IbHOCTI" B
IHCTPYKLiO 4151 MeANYHOTO 3aCTOCYBaHHS Y
3B'A3KY 3 BBEEHHAM [,0[aTKOBOr0 BUPOGHUKA
TOB “®APMEKC I'PYI1”, YkpaiHa, o
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
BiANOBigae 3a BMMNycK cepii, AnA ynakosku Ne 20
(20x1), Ta AK HacNiAoK - BBEAEHHA TEKCTY
MapKyBaHHS yNakoBKU MikapcbKoro 3acoby ans
[04aTKOBOro BUPOOHVKa. BBEAEHHSA 3MiH
NpOTSArom 6-Tv MicsILiB Micns 3aTBEPAXEHHS.
61. | EHBUCTAN N | TabneTkun, BKPUTI ToppeHT IHAiA ToppeHT ®apmacbioTikasic IHAisA BHECEHHS 3MiH 40 peecTpaliintHux maTepiasis: 6e3 nionsizae UA/13355/01/01
060/10HKOI0, dapmachbloTika nrp. 3MiHn | TUNY - AgMIHICTPaTMBHI 3MiHW. 3MiHa peyenma
KMLLKOBOPO34UWHHI, nc nitp HallMeHyBaHHs Ta/abo agpecy Micus
no 10 TabneTtok y NpOBa)KEHHS AiS/IbHOCTI BUpOBOHUKa/imnopTepa
6nictepi; no 2 rOTOBOrO JliKkapCbKOro 3acofy, BK/IYakoum
6nictepu B OinbHWLI BUNYCKy cepii abo Micle npoBefeHHs
KapTOHHI ynakosLi KOHTPOSO AKOCTI. (Ais/IbHICTb, 3a Ky BiAnNoBigae
BMPOGHUK/IMNOpPTEp, BK/IKOYAKUM BUMYCK Cepild) -
3MiHa afpecu BUPOOGHMNYOT AifIbHULi TOTOBOIO
nikapcbkoro 3acoby, 6e3 3mMiHM aKkTUYHOro
MiCLLe3HaXOMKEHHS BUPOOHMLTBA. TEpMIH
BBEJEHHS 3MiH NPOTAroM 6 micsAuiB nicas
3aTBEPKEHHS.
62. | EHBUCTAN N | TabneTkun, BKPUTI ToppeHT IHais ToppeHT ®apmacbloTikanc IHais BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 6e3 UA/13355/01/01
060/10HKOH, dapmacbioTika nra. YTOYHEHHSA YMOB Bignycky B Hakazax MO3 peyenma
KMLLKOBOPO3YMHHI, nc nig Ykpainu Ne 2970 Big, 22.12.2020 (npoueaypa -

no 10 TabneTok y
6nicTtepi; no 2
6nictepu B
KapTOHHI ynakoBL,i

3MiHY | TNy - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsagy
(iHWi 3miHK) - BHEeceHHs 3MiH fo po3giny MKA:
PA®IYHE 30B6PAXKEHHSA YMAKOBKW fitoua
pepaxuis: TPA®IYHE 30BPAXEHHA
YNAKOBKW Jogaetbcsi. Homep cepii Ta gata
3akiHYeHHs1 TepMiHy NPUAATHOCTI HARHOCUTBLCSA
LwTamMmnom abo TUCHeHHsIM. MponoHoBaHa
pepakuis: MAPKYBAHHSA 3rigHo
3aTBEPPKEHOrO TEKCTY MapkKyBaHHSA. OHOB/IEHHS
TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro
3aco6y 3 BHECEHHAM iHthopMalLlii LLoAo
3a3HaYeHHs OAUHNLL BUMIPIOBAHHSA Y CUCTEMI
Sl. BBeieHHs 3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBepAxeHHs1) Ta Ne 84 Big 14.01.2023
(npouepypa - 3miHu | TMNY - 3MiHW WOA0
6e3nekun/edekTVBHOCTI Ta hapmakoHarnagy.
BBeaeHHs abo 3MiHU [0 y3arasibHeHX AaHnx
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX faHux Npo cucTemy
hapMakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0cobu,
BiANoBiAa/IbHOI 3a 3MjACHEHHSI
thapmakoHarnsay; KOHTaKTHoi 0cobm 3
thapmakoHarnsgy 3asBHUKa ANs 34iCHEHHSN
hapmakoHarnsgy B YkpaiHi, KO0 BOHa
BiMiHHa Bif, yNOBHOBaXKEHOT 0co6MU,
BifNoBiga/IbHOI 3a 34iICHEHHST dhapMakoHarnsay
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
(BK/THOYAOUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLeHHi MacTep-ghaiina cuctemu
hapmakoHarnsgy) 3MiHa KOHTaKTHOI 0cobu
3asBHMKa, BiANOBIAA/IbHOI 3a hapMakoHarnsg, B
YkpaiHi. fitoya pepakuis: Mr. Jigar Jaswantsinh
Jadeja. MNponoHoBaHa pefakuis: Onyshchuk
Liudmyla Valeriivna. 3miHa KOHTaKTHUX AaHWX
KOHTaKTHOI 0CO6M 3asiBHUKA, BiANOBIAa/ILHOI 32
hapMakoHarnsag B YkpaiHi) B npoLeci BHECEHHS
3MiH. Pegakuis B Hakasi - 3a peuentom. BipHa
pefakuis - 6e3 peuenra.
63. | EPIYC® TabneTkun, BKpUTI Baiiep LWsenuapi | Baviep Bittepcdensa MmeX HimeuunHa BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 6e3 nionsizae UA/5827/01/01
NMiBKOBOO KoHcblomep f 3MiHu | TUNY - 3MilK Woao peyenma
060/10HKOH0, M0 5 Mr; Kep Al 6e3nekun/edekTVBHOCTI Ta thapMakoHariagy.
no 7 aéo no 10 3MiHa y KOpOTKiil XapaKTepnCcTULi Nikapcbkoro
Tabnetok y 6nictepi; 3ac00y, TEKCTIi MapKyBaHHS Ta iHCTpYKLii Ans
no 1 6nictepy B MeAUYHOro 3acTocyBaHHA Ha niacTasi
KapTOHHI kopoobL; perysisipHoO OHOBJIOBAHOTO 3BITY 3 6e3nekn
no 15 tabnetok y nikapcbKoro 3acoby, abo gocnimxkeHb 3 6e3neku
6nictepi, no 2 3aCTOCYBaHHSA Nikapcbkoro 3acoby B
6nictepu B nicnspeecTpauiiinii nepiog, abo sk pesynbtart
KapTOHHIA KopooLi OLiHKM 3BITY 3 AOC/iKEHb, MPOBEAEHNX
BIAMNOBIAHO A0 NnaHy negiaTpuyHUX AOCiLKeHb
(PIP) (3MiHy y3rofkeHo 3 KOMNEeTEHTHUM
YNOBHOB&XXEHUM OpraHoMm)
3MiHV BHeCeHOo A0 [HCTpyKUii N8 MeguyHoro
3acToCcyBaHHSA MikapCcbKoro 3acoby Ao po3giny
"Mo6iuHi peakuii" BigMOBIAHO A0 pekomeHaawi
PRAC EMA wopfo 6e3neku 4ito4oi peHoBUHM.
TepMmiH BBELlEHHS 3MiH MPOTAroM 6 Micauis nicns
3aTBEPAXKEHHSA
64. | EPIYC® cupon, 0,5 mr/mn; no Baiiep LLieiiuapi OpraHoH XelicT B.B. Benbris BHECEHHS 3MiH [0 peecTpaLiitHux maTepiais: 6e3 nionsieae UA/5827/02/01
60 mn abo no 120 KoHcbiomep a 3MiHM | TUnYy - 3MiHK WoAo peyenma
My ¢priakoHi; no 1 Kep Al 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.

donakoHy pasom 3
MipHOIO JTOXXEUKOO
abo fo3yrunM
LUMPULIOM Y
KapTOHHI Kopoo6Li

3MiHa y KOpOTKili XxapakTepucTuL, NikapCbKoro
3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acToCyBaHHA Ha NiacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3mneku
niKapcbKoro 3acoby, abo focnigpkeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiiiuii nepiog, abo sik pesynbtart
OLiHKM 3BITY 3 AOCMiKEHb, MPOBEAEHNX
BiANOBIAHO A0 NnaHy negiatpuyHUX AOCNiLKeHb
(PIP) (3MiHy y3rompKeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHNM OpraHom).
3MiHV BHeceHo A0 [HCTPpYKUii AN MeguyHoro
3acTocyBaHHSA NikapcbKoro 3acoby A0 po3ainy
"Mo6iyHi peakuii" BiANOBIAHO A0 pekomeHaawi
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
PRAC EMA wwoa0 6e3neku fito4oi peyoBuHU.
TepMiH BBEEHHS 3MiH - NPOTArOM 6 MicALiB
nicns 3aTBepAKEHHS.
65. | EPOTOH® Tabnetku no 100 mr MPAT YkpaiHa BiANOBIAa/IbHMI 3a Ykpaina BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiis: 3a He UA/4652/01/02
no 1 a6o no 2, a6o "®ITOPAPM" BUPOGHMLTBO, NEPBUHHE, 3MiHu | TUNYy - 3MiHK Woao peyenmom | nidssieae
no 4 TabneTtkn y BTOPVHHE NakKyBaHHS, 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
6nictepi; no 1 KOHTPO/b Ta BUMYCK cepii: 3MiHa y KOpOTKili XapakTepucTuL, NikapcbKoro
6nictepy B nauui 3 MPAT "®ITOPAPM", 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT ANns
KapToHy; no 4 YkpaiHa MeJMYHOro 3acTOCyBaHHS Ha nigcTasi
Tabnetkn y 6nictepi; BiANOBIAa/IbHMI 3a perynspHO OHOBJ/HOBAHOrO 3BIiTYy 3 6e3neku
no 2 6nictepu B BUPOGHMLTBO, NEPBUHHE, nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
nauuj 3 KapToHy BTOPUHHE NakyBaHHs, 3aCTOCyBaHHSA NikapcbKoro 3acoby B
KOHTPO/b AKOCTI: nicnsipeecTpauiiinii nepiog, abo sk pesynbtart
TOB "Actpachapm”, OLliHKM 3BITY 3 AOCNIAKEHb, NPOBEAEHUX
YkpaiHa BiANOBIAHO [0 NiaHy negiaTpUyHNX JOCAiAKEHb
BiANOBIAa/IbHMI 3a (PIP) (3miHy y3rogkeHo 3 KOMNeTEeHTHUM
BMPOBHWLTBO, NEPBUHHE, YNOBHOB&XXEHUM OpraHoMm)
BTOPMHHE MakyBaHHA, 3MiHV BHECeHi A0 IHCTPyKLil 415 MeanyHoro
KOHTPO/Ib SKOCTI: 3aCTOCYBaHHS NikapcbKoro 3acoby A0 po3ainy
MAT "BitamiHn", YkpaiHa "B3aemogia 3 iHWMMU NlikapCbkuMK 3acobamu Ta
BiANOBIAA/IbHWIA 32 iHLWIi BUAW B3aeMOAjin" Wwoao 6esneku
BUPOOHWLTBO, NEPBUHHE, 3aCTOCyBaHHS fjto4oi pevoBMHU. BBEEHHSA 3MiH
BTOPWHHE MaKyBaHHS, NPOTAroM 6-TW MicALiB NiCNA 3aTBePLKEHHS
KOHTPO/b SKOCTi: CynyTHS 3MiHa - 3MiHU Wo40
AT "Nly6Hnchapm"”, YkpaiHa 6e3nekn/edeKTUBHOCTI Ta hapMmakoHarnsgy.
BHeceHHs abo 3miHa(1) 0o 3060B'A3aHb Ta yMOB
BMAaui peecTpaviiHoro noceigYeHHs,
BK/ItOYaK0umM MNnaH ynpasniHHSA pusnkamm
(3acTocyBaHHA TEKCTY, SKWIA NOTOMKXEHNI 3
KOMMNEeTEeHTHUM opraHoM) 3asiBHUKOM HafaHo
OHOBJ/IEHWIA [naH ynpaBniHHA pu3ukamu Bepcis
1.2 3MiHM BHECEHO [0 YacTuH:| «3aranbHa
iHchopmavisy»
V «3axoau 3 MiHiMi3auii puaukiB», VI «Pe3tome
nnaHy ynpasniHHA pusukamm» VI «logatkm»
(oofaTok 2) y 3B'A3Ky 3 OHOBIEHHAM iHGpOpMaLii
3 6e3nekn AjiloUnX PeYOBUH, L0 € PYTUHHUMU
3axofamu 3 MiHiMi3auil pu3ukiB.
66. | EPOTOH® Tabnetku no 50 mr MPAT Ykpaina BiANOBiAA/IbHWIA 32 YkpaiHa BHECEHHS 3MiH 4,0 peecTpavyiiHnx maTtepiasis: 3a He UA/4652/01/01
no 1 a6o no 2, abo "®ITOPAPM" BVMPOGHWLTBO, MEPBUHHE, 3MiHY | TNy - 3MiHK Woa0 peyenmom | niosisieae

no 4 Tabnetkn y
6nictepi; no 1
6nictepy B nauui 3
KapToHy; no 4
Tabnetkn y énicrepi;
no 2 6nictepu B
nauui 3 KapToHy

BTOPVHHE NakKyBaHHS,
KOHTPO/b Ta BUMYCK cepii:
MPAT "®ITO®APM",
YKpaiHa
BiANOBIAa/IbHUI 3a
BUPOOHWLTBO, NEPBUHHE,
BTOPVHHE NakKyBaHHS,
KOHTPO/b SKOCTi:

6e3nekun/edekTVBHOCTI Ta hapmakoHarnagy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3ac00y, TEKCTIi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acTOCyBaHHA Ha NiacTasi
perysisipHoO OHOBJTIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimxkeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicisipeecTpaviinuii nepiog, abo sk pesynbTat
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
TOB "Actpadapm”, OLiHKM 3BITY 3 AOC/iKEHb, MPOBEAEHNX
YkpaiHa BIAMOBIAHO A0 NnaHy negiaTpuyHUX AOCnNiLKeHb
BiiNOBIgaNbHWIA 32 (PIP) (3MiHy y3rof)keHo 3 KOMNEeTEHTHUM
BUPOOHWLTBO, NEPBUHHE, YNOBHOB&XEHNM OpraHoMm)
BTOPMHHE MaKyBaHHA, 3MiHW BHECEHI 10 IHCTPYKLUIT ANA MeanyYHOro
KOHTPO/Ib SIKOCTI: 3acToCcyBaHHSA MikapCcbKoro 3acoby Ao po3giny
MAT "Bitaminn", YkpaiHa "B3aemogis 3 iHWVMKU nikapcbkuMu 3acobamu 1a
BiANOBiAaIbHMI 3a iHWWI BMAW B3aemogiit" woao 6esneku
BMPOGHULITBO, 3acTOCyBaHHA Aitlo40i peyoBUHU. BBeAeHHS 3MiH
nepBuHHE,BTOPUHHE NPOTAroM 6-Tn MicALiB NiCNA 3aTBEPLKEHHS
nakyBaHHS, KOHTPO/b CynyTHA 3MiHa - 3MiHU LWoAo
SAKOCTI: 6e3nekn/edpeKTUBHOCTI Ta hapmakoHariagy.
AT "Nly6Hnchapm"”, YkpaiHa BHeceHHs abo 3miHa(1) Ao 3060B'3aHb Ta yMOB
BMAAui peecTpaviiHoro nocBiA4YeHHs,
BKtOYaroun MnaH ynpasniHHA pyu3vkamu
(3acTocyBaHHSI TEKCTY, SIKWIA NOTOKEHNT 3
KOMNeTeHTHUM opraHoM) 3asiBHUKOM HaJaHo
OHOB/IEHWIA MNaH ynpasniHHSA pu3nkaMu Bepcis
1.2 3MiHM BHECEHO A0 YacTuH:| «3aranbHa
iHbopmaLis»
V «3axoau 3 MiHiMi3avi pu3ukie», VI «Pesiome
nnaHy ynpasniHHA pusukamm» VI «logatkm»
(oopaTok 2) y 3B'A3KY 3 OHOBIEHHAM iHGhopMaLiT
3 6e3neku Ail4nx PeYoBUH, WO € PYTUHHUMMU
3axoamMm 3 MiHimizauii pusmkiB.
67. | E©OEPOKC TabneTtku no 25 mkr, Ecnapma HimeuuunH BTOPVHHE NaKyBaHHS: HimeyunHa BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3a UA/19204/01/01
no 25 TabneTtok y X a ecnapma d®apma Cepsices 3MiHK | TUny - 3MiHK 3 AkocTi. FoToBMIA peyenmom
6nictepi; no 4 v6X, HimeyunHa; nikapcbknii 3aci6. KOHTponb rotoBoro
6nicTepu B ynakosLi BUPOGHMLTBO in bulk, nikapcbkoro 3acoby. 3MiHa napameTpis
nepBuHHE NakyBaHHSA, cneuudikauin Ta/abo fonyCTUMNX MEX rOTOBOrO
BTOPUHHE NaKyBaHHs, nikapcbKoro 3acoby (iHwWi 3MiHN) - BHeceHHs
KOHTPO/1b AKOCTI, BUNYCK YTOUYHEHHS1 A0 NyHKTY "KinbkicHuit BmicT"
cepii: Nlingodhapm Mm6X, cneupndikauii 13.
HimeuunHa [itoua pepaxuis:
CMNEUN®IKALLIA
KinbKicHUIA BMICT NE€BOTUPOKCKHY Ha 1 TabneTky
MponoHoBaHa pegakuis:
CMNEUN®IKALLIA
KinbKiCHWUIA BMICT S1IEBOTMPOKCUHY HaTpito Ha 1
TabneTky
68. | E®OEPOKC Tabnetku no 50 mkr, Ecnapma HimeuuunH BTOPVHHE NaKyBaHHS: HimeyunHa BHECEHHS 3MiH [0 peecTpaLiitHux maTepiais: 3a UA/19204/01/02
no 25 TabneTok y 6X a ecnapma ®apma Cepsices 3MiHK | TUny - 3MiHK 3 AKoCTi. FoTOBWMIA peyenmom

6nictepi; no 4
6nicTepu B ynakosLi

rm6X, HimewunHa;
BUPOGHMLTBO in bulk,
NepBrHHE MakKyBaHHS,
BTOPWHHE MaKyBaHHS,
KOHTPO/b SKOCTi, BUNYCK
cepii: Jlingodhapm Mm6X,

nikapcbkuit 3aci6. KOHTponb roToBoro
nikapcbkoro 3acoby. 3MiHa napameTpis
cneuudikaLin Ta/abo foNyCTUMNX MEX rOTOBOrO
nikapcbKoro 3acoby (iHwWi 3MiHN) - BHeceHHs
YTOUYHEHHS1 A0 NyHKTY "KinbkicHuit BmicT"
cneundikauii J13.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

HimeuunHa

[itoua pepaxuis:
CMNELUN®IKALLIA
KinbkicHuiA BMICT NeBOTUPOKCUHY Ha 1 TabneTky
lMponoHoBaHa pepakuis:
CMNELUN®IKALLISA
KinbKicHUIA BMIiCT 1EBOTMPOKCMHY HaTpito Ha 1
TabneTky

69.

E®EPOKC

Tabnetku no 100
MKr, no 25 TabneTok
y 6nicTepi; no 4
6nicTepu B ynakosLi

Ecnapma
6X

HimeyunH
a

BTOPUHHE NaKyBaHHSA:

ecnapma ®apma Cepsices

v6X, HimeyunHa;
BUPOGHMLTBO in bulk,
nepBUHHE NaKyBaHHS,
BTOPWHHE MaKyBaHHS,

KOHTPO/b AKOCTi, BUNYCK
cepii: Nlingochapm Mm6X,

HimeuunHa

HimeuyunHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis:
3MiHM | TRy - 3MiHK 3 AKocTi. FoToBMIA
nikapcbknii 3aci6. KOHTponb rotoBoro

nikapcbkoro 3acoby. 3MiHa napameTpis
cneuudikauin Ta/abo fonycTUMNX MEX rOTOBOrO
nikapcbKoro 3acoby (iHwWi 3MiHN) - BHeceHHs
YTOUYHEHHS1 A0 NyHKTY "KinbkicHuit BmicT"
cneupndikauii 13.
[itoua pepaxuis:
CMNEUN®IKALLIA
KinbKicHUIA BMICT NE€BOTUPOKCKHY Ha 1 TabneTky
MponoHoBaHa peaakuis:
CMNEUN®IKALLIA
KinbKiCHWUIA BMICT S1IEBOTMPOKCUHY HaTpito Ha 1
TabneTky

3a
peyenmom

UA/19204/01/03

70.

EBPO®JIOKC

PO34UH ANst iHQY3il,
500 mr/100 mn no
100 M1y KOHTEliHepi
3 NoniBiHiNXI0pUAY,
no 1 KoHTeliHepy B
noniMepHi nnisLi B
KapTOHHI ynakoBL,i

TOB «KoHapk
IHTenmen»

YKpaiHa

[ouvipHe nianpvemcTso

"®bapmaTpeng"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiitHux maTepiais:
3MiHK | TUNY - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHM Y KOPOTKili XapakTepucTuL,i NikapCbKoro
3ac00y, TEKCTIi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOr0o 3acTOCYBaHHS
reHepuYHUX/riopuaHNx/6ionoaibHMX Nikapcbkux
3ac06iB nicns BHECEHHS TiEl camoi 3MiHU Ha
pedhepeHTHWIT NpenapaT (3MiHa He NnoTpebye
HaaHHS XOAHWX HOBWX AOAATKOBUX [aHUX) -
3MiHU BHECEHI A0 iHCTPYKLii 415 MegnyHoro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby y po3ainu:
"apmakonoriyHi BnactusocTi”, "Bsaemogis 3
HLIMMKM NikapcbKMKM 3acob6amMu Ta iHLWi BUan
B3aemogiin”, "OcobmMBOCTi 3acTocyBaHHs",
"3[aTHICTb BNAMBATMW Ha LUBUAKICTb peakLii npu
KepyBaHHi aBTOTPaHCNOPTOM ab0 iHWKMK
MexaHizmamu', "Cnoci6 3acTocyBaHHs Ta fo3mn",
"HecyMicHIiCTb" 3rigHO 3 iH(hopmaLieto Lwoao
MeJMYHOro 3aCTOCYBaHHS peddepeHTHOro
nikapcbkoro 3acoby (TaBaHik®, po34uH Ans
iHdpys3iii, 500 mMr/100 mn1). BBeEeHHS 3MiH
NpoTArom 6-T1 MicALIB Nicna 3aTBEPAKEHHS

3a
peyenmom

He
nionseae

UA/18746/01/01

71.

3ABEAOC®

niodpinizar ana
pO34nHy Ans
iHdpysii no 5 mr; 1

Mdpaiizep IHK.

CWA

KopaeH ®apma NlatiHa

C.n.A.

ITanis

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis:
3MiHu | TURY - 3MiHK 3 aKocTi. API.
CT1abinbHicTb. 3MiHa nepiogy NOBTOPHMX

3a
peyenmom

UA/9322/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
chnakoH 3 BMNpobyBaHb/nepioay 36epiraHHs abo ymoB
niocpinizatom B 36epiraHHa A®I (3a BigcyTHOCTI y
KapTOHHI KopooLi 3aTBEPAKEHOMY [LOCLE cepTudikaTa
BiANOBIAHOCTI €Bponeiickbkili hapmakonei, Wwo
BK/IIOYAE Nepiof NOBTOPHOr0 BUNPOGYBaHHS)
(nepiof, noBTOPHOro BUNPobyBaHHA/NEpPIoA
36epiraHHs) - 36iNblUeHHs abo BBEAEHHS
nepiogy NOBTOPHOro BUnpobyBaHHs/nepiogy
36epiraHHsA Ha OCHOBI pe3ynbTaTiB AOCAIMKEHb Y
peasibHOMY 4aci - 36iNbLLEHHS nepiogy
BMNpPoOYBaHb Aitlo40i PeYOBUHY ifapybiluHy
rigpoxnopugy BupobHuka Onox C.n.A., ITanis
(3aTBepaxeHo: Retest period: 24 months;
3anpornoHoBaHo: Retest period: 36 months).
72. | 130-MIK® cnpei TOB HB® YkpaiHa BMPOGHUYa finbHNLA (BCi Ykpaina BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3a He UA/2621/01/01
cy6niHrBasibHNI «MIKPOXIM» cTagii BUpobHMyoro 3MiHu | TMRY - 3MiHK 3 SKOCTi. FoTOBUIA peyenmom | nionsizae

[030BaHuii, 1,25
mr/go3sy no 15 mn
(300 g03) y chnakoHi
3 po3nusoBaYeM; no
1 cbnakoHy y nauui 3
KapToHy

npouecy):

TOB HB® "MIKPOXIM",
YkpaiHa
BiANOBIAa/IbHUIA 32 BUMYCK
cepii He BK/IKOYaUN
KOHTPO/b/BMNPOGYBaHHSA
cepi:

TOB HB® "MIKPOXIM",
YkpaiHa
BiANOBiAabHMI 3a
BVMPOGHMLTBO Ta
KOHTPO/b/BMNPOGYBaHHSA
cepil,

He BK/10Yakoun BUMyCK
cepii:

AT "®apmak”, YkpaiHa

nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3amiHa
ab0 BBeAEHHA A0AATKOBOI AifIbHULL
BMPOBHMLTBA A5 YaCTUHM ab0 BCbOro
BMPOGHMYOro NpoLiecy roToBOro MikapCbKoro
3acoby (AinbHULUA, Ha SKi NpoBOAATLCA By b-
SKi BUPOGHWYI cTagil, 32 BUHATKOM BUMYCKY
Ccepiii, KOHTPOIO AKOCTi, NEPBUHHOTO Ta
BTOPUHHOIO NakyBaHHSA, 4715 HECTEPUTBHUX
nikapcbkunx 3aco6is) CynyTHSA 3MiHa - 3MiHK 3
sKocCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3amiHa abo BBEAEHHS [0AAaTKOBOI
AiNbHULI BUPOBHMLTBA /19 YacTUHM abo BCbOro
BMPOGHMYOro NpoLiecy roToBOro MikapCbKoro
3ac06y (AinbHWLA 415 BTOPUHHOTO NakyBaHHS) -
3MiHu 3 sKoCTi. [0TOBMIA Nikapcbkuii 3aci6. 3MiHKn
y BUPOGHMLTBI. 3aMiHa abo BBeAEHHS
[04aTKOBOI AiNbHUL BUPOBGHMLTBA AN YACTUHN
ab0 BCbOro BUPOGHNYOTro NpoLLecy roToBoro
niKkapcbKoro 3acoby (Z4inbHULA N5 NEPBUHHOIO
nakyBaHHs1) BBegeHHs [oAaTKoBOi AifbHULI
BMPOGHMLITBA A1 BCbOTO BUPOBGHMYOTrO npoLiecy
rOTOBOIO JIiKAPCbKOro 3acoby KpiM BUMYCKY
cepiii, BBEAEHHA AOAATKOBOI AiNbHULI ANs
NepBMHHOTO NakKyBaHHA Ta AOAATKOBOI AiNbHUL
NS BTOPMHHOTO NakyBaHHs (AT «dapmak»,
YkpaiHa. 3miHn BHeceHi B po3ginu "BupobHuk"
Ta "Micue3HaxomkeHHs BUpOGHVKa Ta agpeca
MiCLil NPOBAKEHHSI MOT0 AisNIbHOCTI" iIHCTPYKLT
O/15 MeNYHOro 3acTOCyBaHHS NiKapCbKoro
3aco0y y 3B'A3Ky 3 BBEAEHHAM J0AATKOBOI
BUPOGHMYOT AiNbHULL 3 MOXMBICTIO APYKyBaTH
OKpeMi iHCTPYKLi A/19 MeAMYHOro 3aCTOCYBaHHS
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

[ONA BigNOBiAHVX BUPOGHUKIB; SIK HACNILOK -
BiANOBIAHI 3MiHW Y TEKCTi MapKyBaHHS ynakoBK1
nikapcbKoro 3acoby. BeeAeHHsA 3MiH NpOTArom
6-TV MicALIB MiC/1A 3aTBEpMAXEHHA. 3MiHu | TUny

- 3MiHu 3 sKOCTi. FoTOBMIA Nikapcbkuii 3aci6.
3MiHM Yy BUPO6HMUTBI. 3MiHa iMnopTepa/3miHu,

LLIO CTOCYIOTbCA BUMYCKY Cepii Ta KOHTPO/0

SIKOCTi FOTOBOrO NiKapcbKoro 3acoby (3amiHa abo

[ofaBaHHA AiNbHUL, Ha AKIA 34iIACHI0ETLCS

KOHTpO/b/BUNPOBYBaHHS cepii) BBegeHHs

[04aTKOBOI [iNbHULL BUPOBGHULTBA, Ha SiKiii

3[i/iCHIOETLCA KOHTPO/L/BUNPOBYBaHHA cepii

(AT «dapmak», YkpaiHa). 3MiHM BHECeHi B

po3ainu "BupobHuk" Ta "Micue3HaxomKeHHs
BMPOGHMKa Ta afpeca MicLsa NpoBaKeHHS Moro
AiSNBbHOCTI" IHCTPYKUIT ANS MeAUYHOro
3aCTOCYBaHHSA Nikapcbkoro 3acoby y 3B'A3Ky 3
BBE/IEHHAM [0AATKOBOI BUPOGHMYOT AiNbHULL 3
MOX/IMBICTIO ApPYKyBaTU OKpeMi IHCTPYKUii Ans
MeAMYHOro 3aCTOCyBaHHA AN BifNOBIgHUX
BMPOGHUKIB; SIK HACNIAOK - BiANOBIHI 3MiHW Y
TEKCTi MapKyBaHHS YNakoBKV NiKapCbKoro
3acoby. BBefieHHs 3MiH NPOTArom 6-Tu MicALiB
nicnsa 3aTBepmxeHHs. 3MiHu | Tuny - 3miHun 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHU Y NpoLieci BUPOGHMLITBA
rOTOBOrO NiKapCbKOro 3acoby, BKIYaUn
NPOMDKHUIA NPOAYKT, L0 3aCTOCOBYETLCA NPy
BMPOBOHULTBI rOTOBOTO J1iKApCbKOro 3acoby
(He3HayHa 3MiHa y npoLeci BUpo6bHULTBA)
BBefeHHs iHCNeKTyBaHHS | nepeBipKy Ha
repMeTUYHICTb YKYNOpIOBaHHS, Nepesipka cnpeto
y th/1aKkoHi Ha BIACYTHICTb MEeXaHi4YHWNX BK/IIOYEHb
nepioguyHo (Ha noyatky, B cepeaviHi, B KiHUi
3MiHM Ta npy 6yab SKMX 3ynuHkax (6inbwe 30
XBWJ/IMH) pPO3NUBY npenapaTty y d1akoHn)) Ha
[04AaTKOBI AiNbHWLI BUPOOHULITBA 47151 BCbOro
BMPOGHNYOro NpoLiecy roToBOro MikapCbKoro
3aco0y, KpiM BUNycky cepiii (AT «dapmak»,
YkpaiHa) 3MiHn | Tuny - 3MiHu 3 sKocTi. FoToBMiA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
po3Mipy cepii (BKIOYaoUK gianasoH po3mipy
cepil) roToBOro Nikapcbkoro 3acoby (36i1bLIeHHSs

00 10 pasiB NOPIBHAHO i3 3aTBEPKEHUM

PO3MipOM) Y 3B'AA3KY 3 BUKOPUCTAHHSAM
06nagHaHHSA IHLWOT NPOAYKTMBHOCTI, BUHMKIA
HeobXiAHICTb 36inbLIeHHs po3mipy cepil fo 10

pasiB NOPIBHAHO i3 po3MipoM cepii, Lo 6yB
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
3aaBneHnii Npu peectpauii. 36inbLIEeHHA
po3Mipy cepii go 10 pasiB NOPIBHAHO i3
po3Mipom cepii, o 6yB 3asBneHni npu
peecTpauji. 3aTBepaxeHo: 5 Tic. ., 10 Tnc.
¢on. 3anponoHoBaHo: 5 Tuc. dn., 10 Tuc. dn.,
25 tuc. cn., 50 Tnc. con. 3minm | TUNY - 3MiHK
Loao 6e3nekn/edpeKTBHOCTI Ta
hapmakoHarnagy (iHwWi 3MiHW) - OHOBIEHHSA
TEKCTY MapKyBaHHS NePBUHHOI Ta BTOPUHHOT
ynaKkoBKM NiKapCbKOro 3acoby, 3o0kpema
BU/TyYEHHS iH(DOpMaLii, 3a3Ha4YeHOT POCIiCbKO
MOBO. BBEieHHA 3MiH NPOTAroM 6-Tu MicsLiB
nicns 3aTBepayKEeHHs.
73. | IMYHOBIP- cupon, 50 mr/mn no ToBapucTBO 3 YkpaiHa ToBapuCTBO 3 0OMEXEHOI Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3a UA/18141/01/01
340POB'A 200 My doakoHi 3i 06MexeHot BiANOBIAA/LHICTIO 3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA peyenmom
ckna, no 100 mn abo | BignoBiganbHi "®apmavueBTUYHa nikapcbkuii 3aci6. Cuctema
no 200 mn abo y CTHO KoMnaHis "3gopos'a” KOHTeliHep/3aKynopoBasibHUii 3aci6. 3MiHa
donakoHi "hapmaueBTn pPO3Mipy ynakoBK/ roTOBOrO MiKapCbKOro 3acoby
nonimepHomy; no 1 YyHa KOMNaHis (BUTyYEHHS yNakoBKy NEBHOrO po3Mipy)
donakoHy 3i "3popos'a" BWJ/TyYEHHS1 NaKyBaHHA-Mo 100 M y donakoHi 3i
CTakaHOM MipHUM y cKkna; no 1 chnakoHy 3i CTakaHOM MIpHUM Y
KOpo6Li 3 KAPTOHY KOpo6L,i 3 KAPTOHY.
74. | IHOOMETAL, TabneTtku, BKPUTI TOBAPUCTB YkpaiHa BCi cTagii BUpobHMUTBA, Ykpaina BHECEHHS 3MiH [0 peecTpaLiitHux maTepiais: 3a UA/5763/01/01
NH- 060/10HKOH, 03 KOHTPO/1b AAKOCTI, BUMYCK 3MiHa 3anBHuka J13 (MIBI) (BnacHuka peyenmom
3400POB'A KVLLKOBOPO34UWHHI, OBMEXXEHO cepi: peecTpauiiHoro noceig4eHHs) (3rigHo Hakasy
no 25 wmr; no 10 10) ToBapuCcTBO 3 06MEXEHOID MO3 Big 23.07.2015 Ne 460) BBefeHHs 3MiH
Tabnetok y 6nictepi; BIANOBIAAN BiANOBIAA/LHICTIO NpoTArom 6-Tn MIiCALIB NiCNA 3aTBEPMAKEHHS;
no 3 6nictepu y bHICTHO "papmaueBTnYHa 3MiHY | TNy - 3MiHK Woa0
KapTOHHI Kopobuyj; «KOPMNOPAULJ KoMnaHia "3g0pos'a”, 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
no 30 TabneTok y A YkpaiHa; BeeaeHHs abo 3MiHU [0 y3arasibHeHX AaHnx
6nictepi; no 1 «300POB’A» BCi cTagii BUPOGHMLTBA, npo cuctemy hapmakoHarnsgy (BBefeHHs

6nictepy y
KapTOHHI Kopoo6Li

KOHTPO/1b SIKOCTi, BUMYCK
cepii:
ToBapuCTBO 3 0OMEXEHOID
BiANOBIAA/ILHICTIO
"®APMEKC rPy1",
YkpaiHa

y3arasibHeHVX JaHunx npo cuctemy
hapMakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0cobu,
BiANoBiAa/IbHOI 3a 3MjACHEHHSI
hapmakoHarnsgy; KOHTakTHOT 0cobu 3
thapmakoHarnsgy 3asBHUKa ANs 34iCHEHHSR
hapmakoHarnsgy B YkpaiHi, KO0 BOHa
BiMiHHa Bif, yNOBHOBaXKEHOT 0co6MU,
BiANOBiga/IbHOI 3a 34jICHEHHST hapMakoHarnsay
(BK/THOYAOYUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-ghaiina cuctemu
thapmakoHarnagy) - 3miHa yrnoBHOBaXeHOI
0Cco6u 3as1BHMKA, BiANOBiAa/IbHOT 3a
thapmakoHarnsag ditova pegakuis: LLeBueHko
OneHa IropiBHa MponoHoBaHa pefakuis:
MaHoBa Onexa MukonaisHa 3MiHa KOHTaKTHUX
[aHVX yroBHOBaXEHOI 0CO6Y 3as1BHIIKA,
BiANOBiAa/IbHOI 3a thapmakoHarnsg 3miHa
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
Homepa macTep-thaiina cuctemu
dhapmakoHarnsgy
75. | IHOAKON CyCneHsis opasibHa, TOB «TeBa YkpaiHa MypHa ®apmacbioTikan3 Benbris BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 6e3 He UA/4419/01/01
40 mr/mn no 50 mn, YkpaiHa» HB 3MiHn | TURNY - AgMIHICTPaTMBHI 3MiHK. 3MiHa peyenma nionsizae
abo 75 mn, abo 100 HallMeHyBaHHs Ta/abo agpecy Micus
M1y chriakoHi 3 NpOBaKEHHS AiS/IbHOCTI BUpOBOHUKa/imnopTepa
KpanenbHUM roTOBOrO /iKapCbKOro 3acoby, BKIoYaoun
nosatopom; no 1 AOinbHWLI BUNYCKy cepii abo Micle npoBefeHHs
chnakoHy B KOHTPO/O SKOCTI. (Ais/IbHICTb, 3a Ky BiAnoBigae
KapTOHHIA KopooLi BMPOGHMWK/iMNOpTEp, BK/OYAK4M BUMYCK Cepili)
3MiHa agpecu MicLAa NPOBaXeHHs AisNIbHOCTI
BMpO6HUKa MNypHa PapmackioTikans HB,
Benbris. 3MiHM BHECEHO B iHCTPYKLl0 ANS
MeAMYHOr0 3aCTOCYBaHHS NikapcbKoro 3acoby y
po3gain "Micue3HaxomkeHHs BUPOGHVKa Ta
agpeca MicLs NpoBaKEHHS MOro AissibHOCTI" 3
BiANOBIAHMMUN 3MiHAMUW B TEKCTi MapKyBaHHs
ynakoBok. TepMiH BBEJEHHS 3MiH NPOTArom 6
MicALB Nic/1A 3aTBEPAKEHHS.
76. | IHOAHPUKC cycneHsis gns nakcoCwmitKn Benvka InakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [0 peecTpaLjiitHux maTepiasis: 3a UA/13939/01/01
InB iH'ekyjin; no 0,5 MmNy AnH EkcnopT BputaHis Bionogxikans C.A. 3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA peyenmom
KOMBIHOBA nonepegHb0 Nimiteq nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX
HA 3anoBHeHOMY peyoBMH. 3MiHa y MeToAax BUNPOOYBaHHS
BAKUVHA 0ZiHOpa3oBoOMY OONOMDKHOT peqoBMHM (iHLLI 3MiHK Y MeToax
ansa LUNPULi Y KOMNNEKTI BMNPOGYBaHHSA (BK/HOYauM 3aMiHy abo
MPO®DINAKT 3 rosnikoto; no 1 abo nofaBaHHs)) BunyyeHHst Tecty Rabbit Pyrogen
KN 10 nonepefHbO (RPT) 3 BHYTpILWHLOI MOHOrpadii nignpuemcTaa
ANODTEPII, 3anoBHEHUX ans Al(OH)3 signosigHo o npuHumnie 3R
MPABLUS, 0 HOPa30BuX (Replace, Reduce and Refine) Ta gupektmnsu €C
KALLUJTFOKA LnpuiB y 2010/63/EU npo 0XOpOHY TBapWH, SiKi
(ALENONAP | nnactukoBoMy BVKOPUCTOBYIOTLCH B HAYKOBUX LLNAX.
HWiA KOHTeliHepi; no 1 PesynbTaT BUNpobyBaHHA Ha niporeHn byae
KOMMOHEHT | koHTeliHepy B BpaxoByBaTuCA 3a iHopmadieto y cepTudikarti
)TA KapTOHHIA Kopoo6Li BMPOGHMKA.3MiHW | TNy - 3MiHW 3 AKOCTI.
noniomieni [oTOBWIA Nnikapcbkmii 3aci6. KoHTpob
TY [OMOMDKHMX peqyoBUH. 3MiHa y MeTogax

BMNPOGYBaHHA JOMOMDKHOI PEYOBUHM (iHLUi
3MiHM y MeToAax BUNPoByBaHHS (BKIOUYAOUM
3amiHy abo gogaBaHHs))
3awmiHa TecTy «Characters» (Ph.Eur. 1664) gns
aonomikHoi pedosrHn Al(OH)3 aBoma Tectamu:
Apperance (Ph.Eur. 1664) Ta Solubility (in-house
test method). 3miHu | TUNY - 3MiHX 3 AKOCTI.
[oTOBWIA Nnikapcbkmii 3aci6. KoHTpob
[OMOMDKHMX pevyoBUH. 3MiHa y MeTofax
BMNPOGYBaHHA JOMOMDKHOI PEYOBUHM (iHLUi
3MiHM y MeToAax BUNPoByBaHHS (BKIOUYAOUM
3amiHy abo gogasaHHs)) OnTumisauis in-house
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
test method 3a nokasHvkom «ldentity.
Aluminium» gnsa gonomixHoi pevyosuHu Al(OH)3:
BHECEHHS HE3HAYHMNX 3MiH Y NiAroToBKY NPo6un
Ta fofaBaHHA feTasield, AKi He 3rafyeTbes y
Ph.Eur. 1664. 3miHu | TUny - 3MiHW 3 AKOCTI.
[oToBWI Nikapcbknii 3aci6. KoHTponb
[OMOMDKHUX PeyoBVH. 3miHa y meTodax
BUNPOBYBAHHS LONOMIXHOI peqoBUHY (iHLUi
3MiHM y MeTogax BUNpobyBaHHA (BKIOUa0Um
3amiHy abo gopasaHHs)) OnTumisauis in-house
test method 3a nokasHMkom «Arsenic» ans
AonomikHoT peyosrHy Al(OH)3: 3miHa 06‘emy
3paska. 3MiHu | Tuny - 3MiHu 3 sKocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX
peyoBuH. 3MiHa y MeTogax B1UNpodyBaHHSA
[OMNOMDKHOT peyoBMHY (iHLWI 3MiHW y MeToAax
BMNPOGYBaHHSA (BK/HOUYaOUM 3aMiHy abo
fogasaHHs)) OnTumMisauis KOMMNeHAiaIbHOro
MeToAy TeCTyBaHHS JONOMIKHOI PEeYOBVHN
Al(OH)3 3a nokasHvkoM «Nitrates» (6e3 3MiHu
NPUHLMMY TECTYBaHHA Ta KpUTepiiB
NPUAHATHOCTI): AOAaBaHHA KoedilieHTa
po3BefeHHs Npo6u.

77. | IHOAHPUKC cycneHsis (DTPa- nakcoCwmitKn Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 4,0 peecTpaviiHnx maTtepiais: 3a UA/15832/01/01
INB XIb IPV) gns iH’ekujn no AiH EkcnopT BputaHis Bionoaxikans C.A. 3MiHn | TUny - 3MiHn 3 skocTi. CepTuddikat peyenmom
KOMBIHOBA 0,5wmn (1 po3a) Ta Nimiteq BignosigHocTI/IE-cepTudpikat signosigHocCTi
HA niodgpinisar (Hib); €Bponeiicbkin thapmakonei/moHorpadii.
BAKLUVHA cycnensis (DTPa- MoaaHHA HOBOro abo OHOBIEHOTO cepTudiikata
ansa IPV) gns iH’ekuiin no BiANOBIAHOCTI ab60 BUYYEHHS cepTudikaTa
MPO®DINAKT 0,5mn (1 gosa) y BiANOBIAHOCTI EBponeiickbkil hapmakonei: ans
NKn nonepeaHsLo A®l; pns BUXigHOro
OVNDTEPII, HanoBHEHOMY MaTepiany/peareHTy/NpoOMKHOro NPoAyKTy, L0
NMPABLA, 0ZlHOpa3oBOMY BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
KALUTIOKY wnpudi Ne 1y [onomixHoi peyoBuHu (FE-cepTudikar
(ALENONAP | KoMmnnekTi 3 ABOMa BiANOBIAHOCTI E€Bponeiickkili hapmakonei ans
HWUA ronkamu ta Adl/BnxigHOrO MaTepiany/peareHTy/MpoMiKHOTroO
KOMMOHEHT | niodpinizat (Hib) y npoaykTy abo AONOMIXHOT PEYOBUHN) -

), donakoHi Ne 1, wo OHOBNEHWi cepTudikaT Bif, BXe 3aTBEPAKEHOIO
noniomieni 3MilWy0TbCS Nepes BMPO6HMKa - MoJaHHA OHOBIEHOro cepTucpikata
TYTA BMKOPWCTaHHAM; No BignoBigHOCTI EBponelickkili hapmakonei Ne R1-
3AXBOPIOB 1 nonepeaHLO CEP 2000-171 - Rev 04 (3atBepaxeHo: R1-CEP
AHb, HanoBHEHOMY 2000-171 - Rev 03) ans Donor Bovine Serum y
3bYAHNKOM | opHopa3oBomy 3B'A3KY 3 OHOBJ/IEHHAM OPUANYHOI Ha3BMU
AKNX € LINPULY Y KOMNAEKTI 3aTBepxeHoro BupobHyika 3“Life Technologies
HAEMOPHIL 3 iBOMA ronkamu ta New Zealand Limited” Ha “Thermo Fisher
us 1 donakoHoM 3 Scientific New Zealand Limited”, 6e3 3miHu
INFLUENZAE | niocpinizatom (Hib) y agpecu BUpoBGHUKa.

TNy B BaKyyMHiit
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
CTepUsbHIl
ynakosLi; no 1
BaKyyMHilA
CTEpWUsIbHIl ynakoBLi
Y KapTOHHIli kopobLi
78. | IPBETAH-H Tabnetkn no 150 AT YkpaiHa AT "KMIBCbKIW YkpaiHa BHECEHHS 3MiH A0 peecTpaviiHnx maTtepiais: 3a UA/13715/01/01
mr/12,5 wr; no 10 "KUIBCbKWM BITAMIHHWA 3ABOA" 3MiHN | TURY - 3MiHK 3 sKocTi. CepTudikar peyenmom
Tabnetok y 6nictepi; | BITAMIHHUIA BignosigHocTI/IE-cepTudpikat signosigHoCTi
no 3 6nictepu B 3ABOA" €Bponeiicbkin thapmakonei/moHorpadii.
nauui MoaaHHA HOBOro abo OHOBIEHOTO cepTudiikata
BiANOBIAHOCTI ab60 BUYYEHHS cepTudikaTa
BiANOBIAHOCTI EBponeiickbkil hapmakonei: ans
A®l; pns BUXigHOro
MaTepiany/peareHTy/NpoMKHOro NPoAyKTY, L0
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
LOMNOMIXHOT peyoBrHY (cepTuddikat
BiAnoBigHOCTI EBponeiickbkilt hapmakonei) -
OHoBeHWt cepTuddikat Bif, y)xe 3aTBEPAKEHOTO
BMPOGHUKa. [logaHHs OHOBEHOro cepTudikata
BiANoOBIgHOCTI EBponeiickkili hapmakonei R1-
CEP 2006-011-Rev 04 (3aTBepaxeHo: R1-CEP
2006-011-Rev 02) ansa fio4oi peHoBrHN
rigpoxnopTiasuay Bif 3aTBEPAXEHOro
Bnpo6Huka CHANGZHOU PHARMACEUTICAL
FACTORY, China
79. | IPBETAH-H Tabnetku no 300 AT YkpaiHa AT "KUIBCbKUN Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasnis: 3a UA/13715/01/02
mr/12,5 wr; no 10 "KNIBCbKWM BITAMIHHWA 3ABOA" 3MiHM | Tuny - 3miHK 3 sikocTi. CepTuddikat peyenmom
Tabnetok y 6nictepi; | BITAMIHHUIA BignosigHocTI/TE-cepTudpikar signosigHocCTi
no 3 6nictepu B 3ABO4" €Bponeiicbkili hapmakonei/MoHorpadii.
nauui MogaHHA HOBOro abo OHOB/IEHOTO cepTugiikaTa
BiANOBIAHOCTI @60 BUNyYeHHs cepTudikata
BiANoBigHOCTI EBponeiickbkili hapmakonei: ans
A®I; onsa ByXxigHOro
mMaTepiany/peareHTy/NpoMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; ana
[0NOMIXHOT peyoBrHY (cepTuddikat
BiANoOBiAHOCTI EBponeiickbkiit hapmakonei) -
OHOB/EHWIA cepTUIKaT Bif YXe 3aTBEPKEHOrO
BMPOG6HUKa. [ogaHHA OHOBEHOro cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei R1-
CEP 2006-011-Rev 04 (3aTBepaxeHo: R1-CEP
2006-011-Rev 02) ansa fito4oi pevoBmHM
rigpoxnopTiasuay Bif 3aTBEpIXEeHOro
BMpo6HMKka CHANGZHOU PHARMACEUTICAL
FACTORY, China
80. | KANbLIO Tabnetku no 0,5 r no NAT YkpaiHa MAT «MoHbapm» Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 6e3 He UA/1933/01/01
FNMIOKOHAT 10 TabneToK y «MoHdapm» 3MiHK | TUNy - 3MiHK 3 AKocTi. FoToBWMi peyenma nionsizae

cTpunax; no 10

nikapcbkuii 3aci6. Cuctema
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
Tabnetoky KOHTeliHep/3aKyrnoptoBaibHWii 3aci6. 3MiHa
6nictepax; no 10 pO3Mipy ynakoBKy roTOBOTO JlikapCbKoro 3acoby
Tabnetok y 6nictepi; (3MiHa KiflbkoCTi oAMHMLE (Hanpuknas TabneTok,
no 3 a6o no 10 amnyn TOLL0) B yMakoBLi:) - 3miHa nosa
6nicTepiB y nayui 3 [iana3oHOM 3aTBepXeHNX PO3MIpiB YNakoBKW.
KapToHy CynyTHS 3MiHa- 3MiHW LLOAO
6e3nekn/ecdheKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHM) JoaaTkoBe BTOPUHHE NakyBaHHSA
Ne30 (10x3)(no 10 TabneTok y 6nicTepi; no 3
6nicTepy y nauui 3 KapToHy 3 MapKyBaHHAM
YKpaiHCbKOI MOBOI0). 3MiHW BHECEHI B P03/
"Ynakoska" B iHCTPYKL,itO AN MeANYHOro
3aCTOCYBaHHS /iKapcbkoro 3acoby y 3B'A3Ky 3
BBEZIEHHAM [04aTKOBOI BTOPMHHOI YNakoBKU
(Ne30 (10x3)) AOAATKOBO [0 BXE 3aTBEPIKEHNX,
Ta AK HACNIAOK - 3aTBEPLPKEHHS TEKCTY
MapKyBaHHS 40AATKOBOT YNakoBKM NiKapCbKoro
3aco6y. BBefeHHA 3MiH NpPOTArom 6-Tn micauis
nicns 3aTBepayKEHHs.
81. | KAPBOM/IAT | KoHueHTpaT ons TOB «TeBa YkpaiHa BMPOBOHULITBO HigepnaHaun BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3a He UA/14502/01/01
NH-TEBA po3unHy Ans YkpaiHa» Hepo3acoBaHoro / 3MiHM | TUny - 3MiHK Wwoao peyenmom | nionsi2ae
iHcpysii, 10 mr/mn no NpoAykTy, NepBrHHE Ta XopBarTist 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.
5 wmn, 15 mn, 45 mn BTOPMHHE MakyBaHHA, 3MiHa Y KOpPOTKiil XapaKTepuCTuLi NiKapcbKoro
abo 60 mny KOHTPO/b cepii, A03BiN Ha 3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
chnakoHi, no 1 BWMNYCK Cepil: MeJMNYHOro 3acTOCyBaHHS Ha MigcTasi
hnakoHy B KOPO6L dapmaxewmi b.B., perynisipHoO OHOBJIKOBAHOTO 3BITY 3 6e3neku
HigepnaHau; KOHTpOsb nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
cepii: M/1IBA XpBartcka 3aCTOCyBaHHS NikapcbKoro 3acoby B
[.0.0., XopBartis nicnsipeecTpaviiHuii nepiog, abo sik pesynbtart
OLiHKM 3BITY 3 AOC/iKEHb, NPOBEAEHNX
BiANOBIAHO [0 MiaHy nejiaTpUyHUX JOCAIAKEHb
(PIP) (iHLi 3MiHW). 3MiHWN BHECEHI A0 IHCTPYKLi
O/15 MeNYHOro 3acTOCyBaHHS NiKapCbKoro
3acoby y po3ain "3acTtocyBaHHS Y nepiog,
BariTHOCTi abo rofyBaHHA rpyaa” BiANOBigHO
[0 OHOBNEHOT iHGhopMaii 3 6e3nekun Aitouoi
peyoBMHW. BBeAEHHA 3MiH MPOTAroM 6-Tu
MicsILiB Micns 3aTBepKEHHS
82. | KATEXKENb | renbno12,5ry dapmaveyTiw ABcTpist dapmaueyrTile abpik ABCTpIs BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3a UA/4660/01/01
3 rocposaHomy e dabpik MoHTaBiT TM6X 3MiHY | TNy - 3MiHK Woa0 peyenmom
NIGOKAIHOM | wnpuui-Ty6i; no 1 MoHTaBiT 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsagy
rogppoBaHoMy 6X (iHWwi 3miHW) 3MiHKM BHeceHi y n. 17. IHLWE TekcTy
LUNpULY-TY6i y MapKyBaHHS BTOPVWHHOI ynakoBku Ta y . 6.
6nictepi; no 1, abo IHLE nepBrHHOI yNnakoBKy NikapCbKoro 3acoby
no 5, a6o no 25 LLIOAO 3a3HaYeHHs noroTuny
6nictepiB y
KapTOHHI Kopoo6Li
83. | KBEHTIAKC® | TabneTtku KPKA, a.4., CnoBeHisi BMPO6HULTBO "in bulk", CnoBeHis BHECEHHS 3MiH 40 peecTpaLiiHnx maTepialis: 3a UA/16479/01/03
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
SR NPOJIOHroBaHoI fji HoBso mecTo NepBUHHE Ta BTOPUHHE TexHiyHa noMmuska (3rigHo Hakasy MO3 Big peyenmom
no 200 mr; no 10 nakyBaHHs1, KOHTPOSIb cepil 23.07.2015 Ne 460). BunpaBneHo TexHi4Hy
Tabnetok y 6nictepi; Ta Bunyck cepii: KPKA, NOMWJIKY B IHCTPYKLiT 4518 MeANYHOro
no 6 abo 9 6nictepis 4.4., Hoeo mecTo, 3aCTOCYBaHHS Ta TEKCTi MapKyBaHHS YNakoBOK
Y KapTOHHIli kopobLi CnoseHis; niKkapcbKoro 3acoby LWoa0 3a3HavyeHoro Homepa
KOHTpOnb cepii: KPKA, peecTpaLiiHoro NocBiAYeHHS.
A.4., Hoeo mecto, 3aTBepaXeHo:
CnoseHis Ne UA/16476/01/02
Ne UA/16476/01/03
Ne UA/16476/01/04
3anponoHoBaHo:
Ne UA/16479/01/02
Ne UA/16479/01/03
Ne UA/16479/01/04
84. | KBEHTIAKC® | Tabnetku KPKA, a.4., CnoBeHis BMPO6HULTBO "in bulk", CnoseHis BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiasis: 3a UA/16479/01/04
SR NPOJIOHroBaHoi fji HoBso mecTo NepBUHHE Ta BTOPUHHE TexHiyHa noMmuska (3rigHo Hakasy MO3 Big peyenmom
no 300 wmr; no 10 nakyBaHHs1, KOHTPO/b cepil 23.07.2015 Ne 460). BunpaBneHo TexHi4Hy
Tabnetok y 6nictepi; Ta Bunyck cepii: KPKA, NOMWJIKY B IHCTPYKLiT 4515 MeANYHOro
no 6 abo 9 6nictepis 4.4., Hoeo mecTo, 3aCTOCYBaHHS Ta TEKCTi MapKyBaHHS yNakoBOK
Y KapTOHHili kopobLi CnoseHis; nikapcbKoro 3acoby LWoA0 3a3HavyeHoro Homepa
KOHTpOnb cepii: KPKA, peecTpauiiiHoOro nNocBigYeHHs.
4.4., Hoeo mecto, 3aTBepaKeHo:
CnoseHis Ne UA/16476/01/02
Ne UA/16476/01/03
Ne UA/16476/01/04
3anponoHoBaHo:
Ne UA/16479/01/02
Ne UA/16479/01/03
Ne UA/16479/01/04
85. | KBEHTIAKC® | Tabnetku KPKA, a.4., CnoBeHis BMPOGHULTBO "in bulk", CnoBeHis BHECEHHS 3MiH 4,0 peecTpavyiiHnx maTtepiaiis: 3a UA/16479/01/02
SR NPONOHIroBaHoI Aji HoBo mecTO nepBrHHE Ta BTOPUHHE TeXHiyHa nomwuska (3rigHo Hakasy MOS3 Big peyenmom
no 150 wmr; no 10 nakyBaHHs1, KOHTPOSb cepil 23.07.2015 Ne 460). BunpaBneHo TexHi4Hy
Tabnetok y 6nictepi; Ta Bunyck cepii: KPKA, NOMWJIKY B iHCTPYKLiT 4715 MeANYHOro
no 6 abo 9 6nictepis 4.4a., HoBo mecTo, 3aCcTOCyBaHHA Ta TEKCTi MapKyBaHHS ynakoBOK
Y KapTOHHIli kopobLi CnoseHis; niKapcbKoro 3acoby LWoA0 3a3Ha4YeHoro Homepa
KOHTpOnb cepii: KPKA, peecTpavuiiiHoOro nNocBig4YeHHs.
A.4., Hoeo mecTo, 3aTBepaXeHo:
CnoseHis Ne UA/16476/01/02
Ne UA/16476/01/03
Ne UA/16476/01/04
3anponoHoBaHo:
Ne UA/16479/01/02
Ne UA/16479/01/03
Ne UA/16479/01/04
86. | KITPYAA® KOHUEHTpaT ans Mepk LWapn i LLIseliyapi BUPOBHMK Ipnangis/ BHECEHHS 3MiH 40 peecTpavyiiHnx maTtepiaiis: 3a He UA/16209/01/01
pO34MHy AN Joym IAEA a Hepo3acoBaHol HigepnaHan 3MiHu 1l TUny - 3MiHu Woao peuyenmom | nidsisieae
iHdpy3iid, 25 mr/mMn no 6X NPOAYKLT, KOHTPOsb / 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
4 M1 KOHUeHTparty y AKOCTi Ta TECTYBaHHS Benvka 3MiHM y TepaneBTUYHNX NOKa3aHHAX
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
chnakoHi; no 1 cTabiNbHOCTI, NepBUHHE Bputanis/ (mopaBaHHA HOBOrO TepaneBTUYHOIO NoKa3aHHS
donakoHy 3 nakyBaHHs: HimeyunHa/ ab60 3MiHa y 3aTBEpPKEHOMY NOKa3aHHI) -
npenaparom B MCA IHTepHeLwHn Benbris 3MiHN BHECEHO A0 IHCTPYKLIT 4na MeguyHoro

KapTOHHI Kopoo6Li

M6X/MC/L IpnaHgais
(Kapnoy), IpnaHgis
KOHTPO/Ib AKOCTi Ta

TecTyBaHHS CcTabifIbHOCTi:
MC/J, IHTepHeLHN
M6X/MC/L IpnaHgis
(BpiHHi), IpnaHgjs
KOHTPO/Ib AKOCTi Ta
TeCcTyBaHHS CTabiIbHOCTI
roTOBOrO JliKapCbKOro
3acoby, BUK/TI0Ha0UM
TecTyBaHHA aKTUBHOCTI
ELISA (akTuBHiCTb Ta
iaeHTudikauis):

H.B. OpraHoH,
HigepnaHgn
KOHTPO/Ib AKOCTi Ta
TeCcTyBaHHA CTabiIbHOCTI
roTOBOrO JliKapCbKOro
3acoby:

MCA Biotek B.B.,
HigepnaHngm
KOHTPO/Tb AKOCTi Ta
TeCTyBaHHS CTabifIbHOCTI
roTOBOrO JliKapCbKOro
3acoby, BUKTI0Haoum
TecTyBaHHA aKTUBHOCTI
ELISA (akTuBHiCTb Ta
iaeHTuiKaLis):
MCA Biotek B.B.,
HigepnaHvgn
TeCcTyBaHHs CTabiNIbHOCTI:
aKTMBHICTb ELISA:
Na6Kopn Epni
[esenonmeHt
NabopaTtopis JlimiTeq,
Benuka BpuTaHis
TecTyBaHHs CTabiflbHOCTI:
TecTyBaHHS LiNiCHOCTI
3aKPUTTA KOHTENHEepy:
HysicaH MM6X, HimeuunHa
BTOPUHHE NakyBaHHA Ta
MapKyBaHHS, A03Bif Ha
BUNYyCK cepil:
OpraHoH XelicT 68,

3aCTOCYBaHHS NikapcbKoro 3acoby A0 po3ainy
"MokasaHHA" (3MiHa [0 3aTBEPA)KEHOrO
nokasaHHs "Heapi6GHOKNITUHHWIA pak nerexHb",
3anponoHoBaHo gogatu: "Mpenapart Kitpyga®
AIK MOHOTEpanisi NokasaHwii 4Ns af’toBaHTHOIO
nikyBaHHSA nicns pesekwjii Ta n1aTMHOBMICHOI
ximioTepanii gopocnum nayieHtam 3 NSCLC
cTagii IB (T2a = 4 cm), Il a6o llIA."), aK Hacnigok,
3MiHM BHECEHO [0 po3finiB "3acTtocyBaHHs y
nepiog, BariTHOCTi abo rogyBaHHs rpyaar”,
"Cnoci6 3acTocyBaHHs Ta f03u", "M06iuHi
peakuii". BBefjeHHs1 3MiH NpoTArom 6-T MicsLiB
nicns 3aTBepmkeHHs. 3MiHu Il Tuny - 3miHn
oo 6esneku/edpekTMBHOCTI Ta
chapmakoHarnsgy. 3MiHW y KopoTkili
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4N MeAnYHOro
3aCTOCYBaHHS Y 3B'A3KY i3 HOBUMYW AaHUMK 3
SAKOCTi, AOKAIHIYHUMU, KNIHIYHMW gaHUMK Ta
JaHuMu 3 dhapmakoHarnagy
3MiHN BHECEHO A0 IHCTPYKLIT 4na MeguyHoro
3aCTOCYBaHHS NikapCbKoro 3acoby A0 po3ainis
"Moka3aHHA" (BHECEHO YTOYHEHHS W00
3aCTOCYBaHHSA [04aTKOBOT CXeMU [03YBaHHA
Npy NEBHUX BXe 3aTBEPKEHVX NOKa3aHHAX), a
TaKoX 4acTKOBO peAaroBaHo TEKCT B po3dinax
"®apmakonoriyHi BnactusocTi”, "Mo6iuHi
peakuii”. BBeeHHs1 3MiH NPOTArom 6-T MicsLiB
nicns 3aTBepayKeHHs.
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
Benbris
abo
Mepk Wapn i Joym B.B.,
Higepnanam
87. | KNIMEH® TabneTtku, BKPUTI 3eHTiBa, K.C. Yecbka LENBb®APM NiNNb CAC PpaHuis BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3a UA/4856/01/01
060/10HKOI0, 6inoro Pecny6nik BMMPaBAEHO TEXHIYHY NOMUIIKY Y Naneposii peyenmom
KONbopy No 2 Mr + a Bepcii 3MiH 10 IHCTPYKUIT 4719 MeIM4HOTOo
TabneTtku, BKPUTI 3acTocyBaHHA NiKAPCbKOro 3acoby (Tabmnyok)
060/10HKOIO, LLIOA0 3a3HAYEHHS AAaTN OCTaHHBLOrO Nepernsgy.
POXEeBOro Kosbopy, 3arBepkeHo: [lata 0CcTaHHLOro nepernagy.
2 Mr/1 mr; KOMGi- 03.02.2021. 3anponoHoBaHoO: lJaTa 0CTaHHLOro
ynakoska Ne 21: 11 nepernagy. 15.07.2021
TabneTok 6inoro
Konoopy + 10
TabneToKk poXeBoro
Konbopy y 6nictepi 3
KaneHaapHoto
wKanoto; no 1
6nictepy y
KapTOHHIM nayui
88. | KOMBIPUMN® | TabneTkuw, in bulk: OPrAHOCWH OAE EBepTogxeH Naiidy IHais BHECEHHS 3MiH 4,0 peecTpavyiiHnx maTtepiaiis: - UA/2914/01/01
no 5000 TabneTok y NAN®CAEHC CaeHcu3 Jlimiteq 3MiHu | TMRY - 3MiHK 3 SKOCTi. FoTOBUIA
naketax N3 (E® 3ET I) nikapcbkuii 3aci6. KOHTpOb roToBOro
nikapcbKoro 3acoby. 3MiHa y metogax
BUMPOOYBaHHA rOTOBOrO NiKapCbKOro 3acoby
(iHWi 3miHM y MeTofax BUNpobyBaHb
(BKIHOHALOUM 3aMiHY 260 AOMOBHEHHS)) 3MiHN Y
mMeToAax BUNPOGYBaHHS 3a NMOKa3HUKOM
"OfHOPIAHICTL fO30BAHUX OAVHULL" ANA AitoUoil
peyoBuHM XnopdeHipamiHy maneat (3MiHa
BUKOPWCTaHHA PO3YMHHMKA [/15 NPUTOTYBaHHS
PO34MHIB, YTOYHEHHS YMOB
XpomaTtorpadyBaHHs, yMOB NpUAATHOCTI
XpomatorpadyiyHoi cuctemu. Kputepii
NPUAHSITHOCTI 6€3 3MiH.
89. | KOMBITPUMN® | Tabnetku, no 8 OPIrAHOCUH OAE EBepTogxeH Jlaiidy IHgis BHECEHHS 3MiH 40 peecTpavyiiHnx maTtepiaiis: 6e3 UA/2913/01/01
Tabnetok y 6nictepi NAN®CAEHC CaeHcu3 Jlivitep 3MiHu | TMNY - 3MiHK 3 SIKOCTi. FoTOBUIA peyenma
3 hosnbru N3 (E® 3ET 1) nikapcbkuii 3aci6. KOHTponb rotoBoro

aIIOMIHIEBOT | MNIBKK
NOAIBIHINX/TI0PUAHOT
ab6o no 8 TabneTok y
6nicTepi i3 honbrn
a/loMiHieBOT; no 1
6nicTepy y nauuj 3
KapTOHyY; no 8
Tabnetok y 6nictepi
3 ¢honbru
/IIOMIHIEBOT | NNIBKK

nikapcbKoro 3acoby. 3miHa y meTogax
BMNPO6YBaHHA rOTOBOrO /liKapCbKOro 3acoby
(iHwWi 3MiHW y MeTogax BunpobyBaHb
(BKKOUAOUM 3aMiHy 260 AOMOBHEHHS)) 3MiHM Y
MeToJax BUNPOOYBaHHS 3a NMOKa3HUKOM
"OAHOPIHICTb A030BaHNX OAUHULL" ANS AitoYOol
pevoBUHM XnopgieHipamiHy masieat (3miHa
BVKOPVCTaHHS PO3YMHHUKA 11 NPUrOTYBaHHS
PO34MHIB, YTOYHEHHS YMOB
XpomaTorpadyBaHHsl, YMOB NpWAATHOCTI
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
NONIBIHIIXTOPUAHOI XpomaTtorpadiuHoi cuctemu. Kputepii
abo no 8 TabneTok y NPUAHSATHOCTI 6€3 3MiH.
6nictepi i3 chonbrm
aslloMmiHieBol; no 1
6nicTepy y nayuj 3
KapToHy; no 10
nayoK y rpynosiii
nauLi 3 KapToHy; no
4 TabneTkm y
6nictepi 3 honbrn
atoMiHieBoi; no 1
6nictepy y
nanepoBomy
KOHBepTi; no 20
nanepoBmx
KOHBEPTIB y
rpynosiii nauuj 3
KapToHy; no 4
Tabnetkn y 6nictepi
3 ¢honbru
antoMiHieBol; no 1
6nictepy y nauuj 3
KapToHy; no 20
navok y rpynosiii
nayi 3 KapToHy
90. | KOMBICAPT TabneTtku, BKPUTI AT YkpaiHa AT "KUIBCbKUN Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3a UA/15125/01/01
H NNiBKOBOO "KNIBCbKM BITAMIHHWNA 3ABOA" 3MiHK | TRy - 3MiHK 3 sikocTi. CepTuddikat peyenmom
060/10HKOH0, Mo 10 BITAMIHHUIA BignosigHocTi/l E-cepTudikar BignosigHOCTI
Mr/160 mr/12,5 wmr, 3ABO4" €Bponeiicbkili hapmakonei/MoHorpadii.
no 10 TabneTtok y MogaHHA HOBOro abo OHOB/IEHOTO cepTugiikaTa
6nictepi; no 3 BiANOBIAHOCTI @60 BUNyYeHHs cepTudikata
6nicTtepun y nayui BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
A®I; onsa ByxigHOro
Marepiany/peareHTy/npoMiKHOTO MPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; ana
[0NOMDKHOT peyoBrHY (cepTuddikat
BiANOBiAHOCTI EBponeiickbki hapmakonei) -
OHOB/EHMIA cepTUQIKaT Bif YXe 3aTBEPKEHOrO
BMPOG6HUMKa. [ogaHHs OHOBEHOro cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei R1-
CEP 2006-011-Rev 04 (3aTBepaxeHo: R1-CEP
2006-011-Rev 02) ansa fito4oi pevoBuHM
rigpoxnopTiasugy Bif 3aTBEpPAXKEHOrO
BMpo6HMKka CHANGZHOU PHARMACEUTICAL
FACTORY, China.
91. | KOHBAJINH Kpansi opasibHi no TOB YkpaiHa TOB "TepHodapm™ Ykpaina BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasiis: 6e3 UA/8636/01/01
O- 25 mn 'y donakoHi- "TepHodhapm" 3MiHM | TNy - 3MiHK 3 AKoCTi. FoTOBWMIA peuyenma
BA/NIEPIAHO KpanesnbHuui; no 1 nikapcbkuii 3aci6. KOHTpob roToBOro
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Ymosu

Peknam

Homep

n/n

Hassa
JliKapcbKo20

dopma sunycKy
(nikapcbka ¢hopma,

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Bionycky

yBaHHS*

peecmpayiliHo2o
nocsioYyeHHs1

3acoby
Bl KPANI

ynakoska)
chnakoHy-
KpanenbHULi B nayui
3 KapTOHY; No 25 Mn
y donakoHax-
KpanenbHULAX

nikapcbKoro 3acoby. 3MiHa y meTogax
BUMPOOYBaHHA rOTOBOrO NiKapCbKOro 3acoby
(iHwWi 3MiHW y MeTogax BunNpobyBaHb
(BKTrOYatouM 3amiHy abo AONOBHEHHS)). CynyTHSA
3MiHa
- 3MiHK 3 siKOCTi. FoTOBUIA Nikapcbkuii 3aci6.
KOHTpOsb roToBOro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo AonycTUMmx
MEX rOTOBOrO /liKapCbKOro 3acoby (iHLLi 3MiHW).
BBefeHHs 004aTKOBOT METOAMKN KiSTbKiCHOTO
BM3HAYEHHS 3a NoKa3HWKOM «bionorivHa
aKkTBHICTb» B MKA /13, y 3B’A3KYy 3 BBEEHHAM
HOBOTO 6i0/IOMNYHOr0 METOAY Ki/IbKICHOTO
BMU3HAYEHHS B Ailo4oMy BuaaHHi AdY 2.4, a
came-ctatTi 2.7.N.1. «KinbkicHe BU3HaYeHHs
cepLeBUX MiKo3uAiB METOAO0M in Vivoy». 3MiHu |
Uy - 3MiHK 3 AkocTi. APl KoHTponb APl 3miHa
y MeTofax BunpobysaHHA A®l abo BUXiAHOrO
Marepiany/npoMiXHOTO NPoAyKTy/peareHTy, Lo
BUKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdI
(iHWi 3MiHM y MeTogax BUNpobyBaHHSA
(BrntOYarOUM 3aMiHy abo fonoBHeHHs) APl abo
BMXiZAHOrO/NPOMIXHOro NpoAaykTy). CynyTHS
3MiHa - 3MiHu 3 akocTi. A®l. KoHTposnb AdL.
3miHa y napameTpax cneuudikauin Ta/abo
LONyCTUMMUX MEX, BU3HAYEHNUX Y crieuudikaLisax
Ha A®I, a60 BUXigHWIA/NPOMIDKXHII
NpoAyKT/pearenT, WO BUKOPUCTOBYHOTLCS Y
npoueci BUpo6HUUTBa AP (iHLLi 3MiHN).
BBefeHHs [04aTKOBOI METOAMKM Ki/TbKICHOTO
BM3HAYEHHS 3a MoKa3HWKoM «bionorivHa
aKTUBHICTb» B MeToaun KoHTponto APl Konsanii
HaCTOlKM, 3 MOC/iA0BHOK 3MiHO Y
cneumdikauii A®l, y 38’3Ky 3 BBEAEHHSAM
HOBOro 6i0/10TYHOI0 MeTOoAY KisIbKiCHOrO
BM3HAYEHHSA B Ailo4oMmy BufaHHi dY 2.4, a
came - ctarTi 2.7.N.1. «KinbkicHe BU3HaYeHHs
cepueBuX riko3uaiB METOAOM in Vivo».

UA/3969/01/01

92.

KOPBA/IMEH
T®

Kancysm mM'siki no
100 mr no 10 kancyn
y 6nictepax; no 10
Kancyn y énictepi,
no 3 6nictepu y
naJui; no 20 kancyn
y 6nicTepi; no 1 abo
no 3, a6o no 4
6nicTtepun y nayui

AT
"KNIBCbKWM
BITAMIHHWA

3ABOJ"

YkpaiHa

AT "KI/I'I'ngKI/II/I
BITAMIHHW1M 3ABOA"

Ykpaina

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis:
3MiHu | TMRY - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW Y BUPOGHWLTBI. 3MiHU Y
npoLeci BUPO6HMLITBA FOTOBOTO NiKapCbKOro
3aco6y, BK/II0OYAKUM NPOMDKHUIA MPOAYKT, L0
3aCTOCOBYETHLCA NPV BUPOGHULITBI FOTOBOrO
nNikapcbkoro 3acoby (He3HayHa 3MiHa y npoueci
BMPOGHMLTBA) A0 Crneumndikaii Ha MPOMiXHY
NPOAYKLit0 BHOCUTHCA 3MiHA TEPMiHY

npugaTHocTi. 3aTBepmxeHo: TepmiH

6e3
peyenma
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
npugaTHocTi Hepo3dhacoBaHoi Npoaykuii — 10
Li6 3anponoHoBaHo: TepMiH NpUAATHOCTI
Hepo3sdacosaHoi npoaykuii — 30 ai6
93. | KCOPNY3A® | TabneTku, BKPUTI TOB «Pouw YkpaiHa BUMYCK Cepil roToBOro LLiBenuapis/ BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiis: 3a UA/18056/01/01
NNiBKOBOO YkpaiHa» niKkapcbKoro 3acoby: cuwA/ 3MiHu Il Tuny - 3MiHu Wwoao peyenmom
060/10HKOt0, Mo 20 ®.XodpcpmaHH-/15 Polu AnoHis 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
mr, no 2 abo no 4 NTa, Weeiiuapis; BHeceHHs abo 3miHa(1) A0 3060B'A3aHb Ta yMOB
Tabnetkn y 6nictepi, nepBMHHE Ta BTOPUHHE BMAAui peecTpaviiHoro noceig4YeHHs,
no 1 6nictepy y nakyBaHHs, BK/TOYA0UM BK/IKOYAK0UM MNnaH ynpasniHHS pusukamm
KapTOHHI navi BMNPOGYBaHHSA KOHTPOJTH0 (3acTocyBaHHs 3MiH(1), siki(a) BUMararoTb(€)
SAKOCTi B npoLeci noJasibLIOro o6rpyHTyBaHHA HOBYMU
BUpOGHMLTBA: LWapn [00aTKOBUM A@aHVMK, L0 MaloTb HajaBaTucst
MekemxunHr Cepsices, KOMNETEHTHUM OpraHoM, OCKi/TbK/ BUMaraeTbCs
NNC, CWA; Bupo6HULTBO CYTTEBA OLliHKA KOMMNETEHTHUM OpraHoMm)
niKapcbKoro 3acooby, 3asBHUKOM HafaHO OHOBMEHWIA MNnaH
BK/1H0UAK0UY KOHTPO/Ib B ynpaB/iHHA pu3vkamu Bepcis 1.2, 3MiHW BHeCeHi
npoueci BUPO6HULTBA, [0 YacTuH: | «3aranbHa iHopmauis» Il
BMNPOOGYBaHHSI KOHTPOIO «Cneuundikauis 3 6e3nekn» (Mogyni CV
SKOCTi MpW BUMYCKY Ta «[MicnapeecTpavyiiiHWil 4OCBif») Y 3B’A3KY 3
cTabinbHocTi: LWioHori [OMOBHEHHAM iHhopMaLii HOBUM [03yBaHHAM
®apma Ko., litg. Cetcy nikapcbKoro 3acoby.
MnaHT, AnoHis;
BUNPOOYBaHHA KOHTPOSIO
SAKOCTi NpW BUMYCKY Ta
cTabinbHOCTI (3a
BUK/OYEHHAM
MiKpOGIONOriYHOI YNCTOTH):
®. XohcpmaHH-/1a Pow
NTa, Wseiiuapis;
BMNPOGYBaHHA KOHTPOJIIO
AKOCTI NPV BUMNYCKY Ta
CTabinbHOCTI (TiNbkn
Mikpob6ionoriyHa uicToTa):
®.XodpcpmaHH-/15 Pou
N1p, Wseiuapis
94. | KCO®PNY3A® | Tabnetku, BKPUTI TOB «Pow YkpaiHa BUMYCK Cepii roToBOro LLisenuapis/ BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasis: 3a UA/18056/01/02
NNiBKOBOO YkpaiHa» nikapcbKoro 3acoby: CuwA/ 3MiHu Il Tuny - 3MiHu Wwoao peyernmom
060/10HKO10, M0 40 ®.XodhhmaHH-/1a PoLu AnoHis 6e3nekun/edekTVBHOCTI Ta hapmakoHarnagy.

mr, no 1 a6o no 2
Tabnetku y 6nictepi,
no 1 6nictepy y
KapTOHHIM nayui

NTa, Weeiiuapis;
nepBUHHE Ta BTOPUHHE
nakyBaHHs, BK/THOHA0UM

BMNPOGYBaHHSA KOHTPOJIHO
AKOCTIi B NPOLEeCi
BUpoGHMLTBA: LWapn
MekemxunHr Cepsices,
NINC, CWA; BUpOGHMLITBO
niKkapcbKoro 3acooby,
BK/1H0YAUY KOHTPO/Ib B

BHeceHHs abo 3miHa(1) [o 3060B'si3aHb Ta yMOB
BMAaui peecTpaviliHoro nocBig4YeHHs,
BK/t0Yatouun MnaH ynpasniHHA pyusnkamu
(3acTocyBaHHs 3MiH(1), siKi(a) BUMararoTb(€)
noAasibLIOro 06I'pYHTYBaHHS HOBUMM
[0[AaTKOBUM JaHuMK, L0 MaloTb HagasaTucs
KOMMETEHTHWM OpraHoM, OCKiflbKn BUMaraeTbCcs
CYTTEBA OLLiHKa KOMMETEHTHUM OpraHom)
3asiBHUKOM HaZaHO OHOBJIEHMIA MnaH
ynpasiHHA pu3vkamu Bepcis 1.2. 3MiHW BHeCeHi
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
npoveci BUpobHULTBA, 00 yacTuH: | «3aranbHa iHdhopmauis» 1l
BMNPOBGYBaHHS KOHTPOSIO «Cneuudpikauis 3 6esnekn» (mogyni CV
AKOCTI NpW BUMYCKY Ta «MicnsapeecTpauiliHnii fOCBIA») Y 3B'A3KY 3
ctabinbHocTi: LLioHori [OMNOBHEHHAM iH(hopMaLii HOBUM [03yBaHHSAM
®apma Ko., [lta. Cetcy nNiKapcbkoro 3acooy.
MnaHT, AnoHis;
BUMNPOOYBaHHA KOHTPOJIIO
AKOCTI NPV BUNYCKY Ta
cTabinbHocTi (3a
BUK/TIOYEHHAM
MiKPOBIONOriYHOT YACTOTK),
nepBUHHE Ta BTOPUHHE
nakyBaHHS, BK/TOHA0UM
KOHTPO/1b B MPOLLECI
BMPOGHULITBA, BUMYCK
cepii roToBOro slikapcbkoro
3acoby: ®. XohmaHH-/1a
Pow N1g, WBeiiyapis;
BUMNPOOYBaHHA KOHTPOSIO
AKOCTI NPV BUNYCKY Ta
cTabinbHOCTI (TinbKn
Mikpob6ionoriyHa uicToTa):
®.XodhhmaHH-/1a Pouu
N1, Weeiiyapis
95. | IAHTFEC PO34UH OpasIbHUIA, CninbHe YkpaiHa CninbHe yKpaiHCbKo- YkpaiHa BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiis: 6e3 UA/11561/01/01
50 mr/mn, no 60 mn YKpaiHCbKO- icnaHcbke NigNpUeEMCTBO 3MiHu | TUNYy - 3MiHK Woao peuyenma
B KOHTelHepi; no 1 icnaHcbke "Cnepko YkpaiHa" (MoBHwiA 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy
KOHTeliHepy 3 nignpyeMCcTBO LKA BUPOGHMLTBA, (iHWi 3MiHM) 3MiH BHECEHO Y TEKCT MapKyBaHHS
[,03YH4YMM LINPULOM "Cnepko BUNYCK cepii; KOHTPOSIb NepBUHHOT YNakoBKM NiKapcbKoro 3acoby n.6
y nayui 3 KapToOHy; YkpaiHa" AKOCTI) IHLWE, a came, fgogaHo iHchopmav,ito npo
no 200 mn B NoroTun BUPOGHUKa/3asiBHYKA. TepMiH BBeAEeHHS
KOHTeliHepi; no 1 3MiH - NPOTArom 3 MicsiLiB MicNs 3aTBepKEHHS
KOHTeliHepy 3
MipHUM
CTakaH4MKoM y
nauuj 3 KapToHy
96. | JIEBEPET TabneTku, BKpUTI 3eHTiBa, K.C. Yecbka TOB TeBa OnepeiiH3 Monbwa BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasiis: 3a He UA/15294/01/01
NOHr NNiBKOBOO Pecny6nik MonaHg 3MiHu | TUNy - 3MiHK Woao peuyenmom | nidssieae
060/10HKO0, MO 91 a 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
Tabnetyiy 3MiHa y KOpOTKili XapakTepucTuL, NikapcbKoro

6nictepax (no 28
poxeBux TabneTok y
2 6nictepax Ta 35
Tabnetok (28
poxeBux TabneTok
Ta 7 6innx
Tabnertok) y
6nictepi); no 3

3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUIT ANns
MeAUYHOro 3aCToCyBaHHA Ha nigcTaBi
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3 6e3mneku

nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTOCyBaHHS NMikapCbkoro 3acoby B

nicnsipeecTpauiiHnii nepiog, abo sik pesynbtart

OL}iHKM 3BITY 3 AOCNIAKEHb, NPOBEAEHUX
BiANOBIAHO [0 MiaHy negiaTpUyHNX J0CAIMKEHb
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
6nictepu, wo (PIP) (3mMiHy y3rofkeHo 3 KOMNeTEeHTHUM
3acpikcoBaHi YNOBHOB&XXEHUM OpraHom).
KOpO6Koto- 3MiHU BHECEHI A0 IHCTPYKLi 418 MegnyHoro
KHVDKeuKoto; no 1 3aCTOCYBaHHS NiKapcbKoro 3acoby y po3ainu:
KOPOOLi-KHNXL B "MpoTunokasaHHA", "B3aemogis 3 iHWMu
nakeTuky 3 chonbru; nikapcbkMmn 3acobamu Ta iHLWi BUAm
no 1 nakeTuky 3 B3aemogiin", "OcobmBoCTi 3acTocyBaHHA"
donbrn Ta BiANOBIAHO 40 OHOBNEHOI iHChopMaLi 3 6e3neku
Hakneikoto- AitoYoT pevoBunHN. BBEAEHHS 3MiH NPOTArOM 6-Tu
KaneHgapem B MiCSLLIB MiCNS 3aTBEPAXKEHHS.
KopooLi
97. | NEBO®JIOKC | po3uuH ans iHdysin, "FOHiK IHAiA "FOHik ®apmacbioTukan IHAiA BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3a He UA/15760/01/01
ALVH 5 mr/mn; no 100 mn dapmacbloThK Na6opatopisz" (BigAiNeHHs 3MiHW | TUny - 3MiHK Wwoao peyenmom | nionsizae
y thnakoHi; no 1 an tipmu "Ox. B. Kemikan3 6e3nekun/edekTVBHOCTI Ta thapMakoHariagy.
donakoHy B Na6opaTtopis" eHf PapmacbioTrkan3 3MiHM Y KOPOTKiil XapaKTepncTULLi Nikapcbkoro
KapTOHHIA KOopooLi (BigaineHHs nra.") 3ac00y, TEKCTIi MapKyBaHHS Ta iHCTpYKLii Ans
dipmn "OxK.B. MeANYHOro 3acToCyBaHHS
Kemikans eHg reHepuYHUX/TiIGPMAHNX/6I0NOAIGHMX NiKAPCHKNX
dapmacbloThK 3aco6iB nicns BHECEHHSA TiET caMoi 3MiHM Ha
ans ita.") pedhepeHTHMII NpenapaT (3MiHa He NoTpebye
HaJaHH$! XXOAHWNX HOBUX AOAATKOBMX [AHUX).
3MiHU BHECEHI A0 iIHCTPYKLii 415 MeguyHoro
3aCcTOCyBaHHS NikapcbKoro 3acoby y posaim
"dapmMakosioriyHi BnactusocTi, "OcobamBoCTi
3actocyBaHHs", "INo6ivHi peakujii” 3rigHo 3
iHbopmaLieto WoA0 MeanyYHOro 3acTocyBaHHS
pediepeHTHOro flikapcbkoro 3acoby (Tavanic,
solution for infusion 5 mg/ ml). BBegeHHsA 3MiH
NPOTArom 6-Tv MicALIB NicAsa 3aTBEPAKEHHS
98. | NNIBEPIA® IC Tabnetkn no 0,5rno | ToBapucTeo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 4,0 peecTpavyiiHnx maTtepiaiis: 6e3 nionseae UA/13164/01/01
10 TabneTok y [,00aTKOBOKO [,00aTKOBOMO 3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenma
6nicTtepi; no 2 BignoBigasibHi BiANOBIAA/ILHICTIO Kogy ATX - 3MiHM BHECEHO B iHCTPYKLiO AN
6nicTtepn y nayui 3 cTHo "IHTEPXIM" MeAUYHOro 3acToCyBaHHSA NiKapCbKoro 3acoby
KapTOHY "IHTEPXIM" 00 po3giny "®apmakoTepanesTuyHa rpyna. Kog,
ATX" BignoBigHO A0 MXHapOAHOro
Kknacudikatopa BOO3
(http://www.whocc.no/atc_ddd_index/):
3arBepakeHo: 3acobum, Lo 3aCTOCOBYOTLCA Npu
ankorosbHili 3anexHocTi. Kog ATX NO7B B.
3anponoHoBaHo: 3acobu, Lo BNAMBaOTb Ha
LLUYHKOBO-KVLLKOBWIA TPaKT Ta MeTaboni3Mm.
3aco6u A4ns NikyBaHHSA 3aXBOPHOBaHb MeYiHkn Ta
YKOBYOBMBIAHMX LL/AXIB. 3ac06y, L0
3aCTOCOBYIOTb NPV 3aXBOPIOBAHHAX NEYiHKU,
ninoTponHi peyoBuHW. MeTagokcrH. Kog ATX
AO5B A09. BBefieHHs 3MiH NpoTarom 3-0X
MiCAILiB Micns 3aTBepAKEHHS
99. | MNIAOKCAH cnpeli 4s1s poToBOi TOB "CaHgos3 YkpaiHa Bunyck cepiii: Jlek CnoseHis/ BHECEHHS 3MiH 40 peecTpaLiiHnx maTepialis: 6e3 UA/16227/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

NVIMOH
CMPEN

NOPOXHUHK, 2 mr/0,5
mr Ha 1 mn; no 30
My chnakoHi; no 1
ch1akoHy B KOpOOLi

YkpaiHa"

dapmaueBTUYHa KOMNaHis
4.4., CnoseHis;
BVMPOGHMLTBO 3@ NOBHUM
uuknom: Slabopatopia
Ksanichap HB (Keanicap
HB), Benbris

Benbris

3MiHM | TRy - 3MiHK 3 AKkocTi. FoToBWMiA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKyrnopoBasibHWiA 3aci6. 3MiHa y
NEePBUHHIN yNakoBL,i rOTOBOro /likapcbKoro
3acoby (AKiCHWI Ta KinbkicHUiA cknaa) - M'siki Ta
HecTepwsbHi pigki nikapcbki dopmun. BHeceHHs
3MiH 0 mMaTepiasniB peecTpauiiiHoro gocbe ( p.
2.3.P;3.2.P.1;3.2.P.7;3.2.P.8.1; 3.2.P.8.3), a
came fjofaBaHHsl HOBOro Hacocy (Pump Bona)
Ta Hacagku (Nozzle Bona) Big noctayasibHuka
Bona no 3atBepaxeHux Pump Aptar Ta Nozzle
Aptar

peyernma

100.

NILOKCAH
MEHTON
CNPEN

cnpeii A4ns poToBoi
NOPOXHUHU, 2 Mr/0,5
mr Ha 1 mn; no 30
My hnakoHi; no 1
dhnakoHy B KOPO6L

TOB "CaHpo3
YkpaiHa"

YkpaiHa

Bunyck cepiii: Jlek
dapmaveBTUYHa KOMNaHis
4.4., CnoseHis;
BMPOOHMLTBO 3a NOBHUM
uukiom: Jlabopatopia
Ksanichap HB (Ksanichap
HB), Benbris

CnoseHis/
Benbris

BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasiis:
3MiHM | Tuny - 3MiHK 3 AKoCTi. FoToBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akyrnoptoBanbHWii 3aci6. 3MiHa y
NepBUHHIN yNakoBL,i rOTOBOro NikapcbKoro
3ac00y (AKiCHWI Ta KinbKicHUIA cknag) - M'ski Ta
HecTepw/bHi pigki nikapcbki hopmun. BHeceHHs
3MiH 10 MaTepianiB peecTpauiliHoro gocbe ( p.
2.3.P;3.2.P.1;3.2.P.7;3.2.P.8.1; 3.2.P.8.3), a
came fofasaHHsA HOBOro Hacocy (Pump Bona)
Ta Hacagkn (Nozzle Bona) Big noctavasibHuKa
Bona go 3ateBepmxeHux Pump Aptar Ta Nozzle
Aptar

6e3
peyenma

UA/16228/01/01

101.

NISOMNPEC 10

Tabnetkn, no 10
TabneTtok B 6aicTepi;
no 3 abo 5 6nictepis
y nauui 3 KapToHY

AT

"KNIBCKWN

BITAMIHHW
3ABOA"

YKpaiHa

AT "KUIBCbKWIA
BITAMIHHWY 3ABOA"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasnis:
3MiHM | Tuny - 3miHK 3 sikocTi. CepTuddikat
BignosigHocTI/TE-cepTudpikar signosigHocCTi
€Bponeiicbkili hapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO cepTugiikaTa
BiANOBIAHOCTI @60 BUNyYeHHs cepTudikata
BiANoBigHOCTI EBponeiickbkili hapmakonei: ans
A®I; onsa ByXxigHOro
mMaTepiany/peareHTy/NpoMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; ana
[0NOMIXHOT peyoBrHY (cepTuddikat
BiANoOBiAHOCTI EBponeiickbkiit hapmakonei) -
OHOB/EHWIA cepTUIKaT Bif YXe 3aTBEPKEHOrO
BMPOG6HUKa. [ogaHHA OHOBEHOro cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei R1-
CEP 2006-011-Rev 04 (3aTBepaxeHo: R1-CEP
2006-011-Rev 02) ansa fito4oi pevoBmHM
rigpoxnopotiasnay Bif 3aTBEpAXeHOro
BMpo6HMKka CHANGZHOU PHARMACEUTICAL
FACTORY, China

3a
peyenmom

UA/9533/01/01

102.

NISOMNPEC 20

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

AT
"KI/I'I'BCbKI/II{I'
BITAMIHHAW

YkpaiHa

AT "KNIBCbKIA
BITAMIHHUI 3ABOA"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis:
3MiHM | TUNY - 3MiHK 3 aKocTi. CepTudikar
BignosigHocTI/I E-cepTudpikart BignosigHocTi

3a
peyenmom

UA/9533/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

y nauti 3 KapToHy

3ABO["

€Bponeiicbkiit hapmakonei/MmoHorpadii.
MofaHHA HOBOro abo OHOB/IEHOrO cepTudiikaTa
BIANOBIAHOCTI @60 BUNYyYeHHs cepTudikara
BiANOBIAHOCTI EBponeiickbkili hapmakonei: ans
A®I; onsa BUXigHOro
marepiany/peareHTy/npoMiKHOTO NPOAYKTY, L0
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[LOMOMDKHOT peyoBUHU (cepTudikaT
BiANOBIAHOCTI €Bponelickkilt thapmakonei) -
OHOoBEHWI cepTUdIKaT Bif yXe 3aTBEpXEHOro
BUpO6HUKa. MNMofaHHs OHOBIEHOro cepTudikaTa
BifNoBigHOCTI €Bponelickkili hapmakonei R1-
CEP 2006-011-Rev 04 (3aTBepgxeHo: R1-CEP
2006-011-Rev 02) gns Aio4oi peyoBuHU
rigpoxnopoTiasuay Bif, 3aTBepAKEHOr0
BMpo6Huka CHANGZHOU PHARMACEUTICAL
FACTORY, China

103.

NIHBAT

Kancynu TBepai, no
25 wr; no 10 kancyn
y 6nicTepi, no 3

6nictepm B KOpooOLi

TOB "CaHpgo3
YkpaiHa"

YkpaiHa

BVMPOGHMLTBO 3@ NOBHUM
LKIIOM:
Cantotac ®apma 'mM6X,
HimeuunHa
nepBUHHa Ta BTOPUHHA
ynakoBka, [l03Bi/1 Ha
BWMNYCK cepil:
ek ®apmaueBTuyHa
KoMnaHisa g.4., CnoseHis
nepByHHa Ta BTOPUHHA
ynakoBska:
ek ®apmaueBTUyHa
KomnaHisa A4.4., CnoseHis
KOHTpPO/b cepii:
C.K. CaHgos C.P.J1.,
PymyHis
BMPOGHMLTBO
Hepo3acoBaHol
npoaykKujii:
leHBeoH lnak CaHaii Be
TikapeT A.C., TypeuumHa

HimeuunHa/
CnoseHis/
PymyHis/
TypeyunHa

BHECEHHS 3MiH 40 peecTpaLiinHux maTepiasis:
3MiHM | TRy - 3MiHK 3 AKkocTi. [oToBWMiA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3amiHa
ab0 BBeAEHHA A0AATKOBOI AifIbHULL
BMPOBHMLITBA [/15 YaCTUHM ab0 BCbOro
BMPOGHMYOro NpoLiecy roToBOro MikapCbKoro
3acoby (AinbHULUA, Ha Sk NpoBOAATLCA Oyb-
SKi BUPOGHWYI cTagil, 32 BUHATKOM BUMYCKY
Ccepiii, KOHTPOIO AKOCTi, NEPBUHHOTO Ta
BTOPVHHOTO MaKyBaHHS, A4/151 HECTEPUSTbHUX
nikapcbKnx 3acobiB) - BBEAEHHS A0AATKOBOrO
BUpPOGHMKa /13, BiANOBIAa/IbHOTO 3a
BMpo6HMUTBO in bulk - Cantotac ®apma M'm6X,
HimeuunHa. BBegeHHS 3MiH NpoTArom 6-tv
MiCALiB nicnsa 3aTBepMKEeHHs; 3MiHu | Tuny -
3MiHu 3 aKocTi. [oTOBMIA NikapCbkuii 3aci6. 3MiHKn
Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3amiHu, Wwo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOIO AKOCTI
roTOBOrO NikapCcbKoro 3acoby (3amiHa abo
[0faBaHHA BUPOOHMKa, LLO BignoBigae 3a
BBE3€eHHA Ta/abo Bunyck cepii) - Bknovatoun
KOHTPONb/BMNPOGYBaHHSA cepii - fofaBaHHSA
BMPOOHMKa BiANOBIJa/IbHOTO 38 KOHTPO/b Ta
BUNyck cepii - Cantotac Papma M'moX,
HimeuyumHa. BHECEHI B iHCTPYKL,i0 Ans
MeAMYHOro 3acTOCYBaHHS NikapCbKoro 3acoby y
po3ainu "BupobHuk", "MicLe3HaxomKeHHs
BMPOGHMKA Ta agpeca MicLsa NPOBaMXEHHS M0ro
LOisiNbHOCTI" 3 BigNOBIAHMMM 3MiHAMW B TEKCTI
MapKyBaHHS1 yNakoBOK. BBeileHHs 3MiH
npoTArom 6-T1 MiCALIB NiCNs 3aTBEPMAKEHHS;

3a
peyernmom

He
nionsieae

UA/15586/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3amiHa
ab0 BBeAiEHHA A0AATKOBOI [AifIbHULL
BMPOBHMLITBA [/15 YaCTUHM ab0 BCbOro
BUPOGHNYOro NpoLiecy roToBOro MikapCbKoro
3aco6y (AinbHULA AN NEPBUHHOIO NakKyBaHHS) -
BBe/leHHs1 J04AaTKOBOro BUPO6HUKa /13,
BifiNOBIAA/IbHOTO 3a NepBMHHE NakKyBaHHS -
Cantotac ®apma 'm6X, HimeuunHa. BeegeHHs
3MiH NPOTAroM 6-Tu micsLiB nicns
3aTBepPKEHHS; 3MiHM | T1ny - 3MiHM 3 AKOCTI.
FOTOBWIA nikapcbkuid 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS 40AATKOBOI
AiNbHULI BUPOGHULTBA AN18 YacTUHK abo BCbOro
BMPOGHMYOrO NpoLiecy roToBOro MikapCbKoro
3aco0y (4iNbHVLA 4151 BTOPUHHOTO NakyBaHHS) -
BBE/leHHs1 0AATKOBOro BUpPO6HUKa /13,
BiANOBIA&/1bHOIO 3a BTOPUHHE NakyBaHHS -
Cantotac ®apma 'm6X, HimeuunHa. BeegeHHs
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPLAKEHHS; 3MiHM | TMNy - 3MiHM 3 SIKOCTI.
loTOBMIA NiKapcbkunii 3aci6. 3miHW y
BMPOOHULTBI. 3MiHa po3Mmipy cepii (BkIYaruu
[LianasoH po3mipy cepii) roToBOro /likapCbKoro
3aco6y (36inbweHHs Ao 10 pasiB NOpiBHSAHO i3
3aTBEPAKEHNM PO3MIPOM) - fOfaBAHHS
anbTepHaTUBHOrO (36iNbLUEHOr0) PO3Mmipy cepii
700 Kkr [0 BXe 3aTBEpPAKEHVX PO3MIpIB cepiil y
3B'A3KY 3 BBEEHHAM [,04aTKOBOI AiNlbHUL
BMPO6HMLTBA. BBEAEHHSA 3MiH NPOTAroM 6-Tu
MicAUIB MicnsA 3aTBepKEHHS; 3MiHu | TNy -
3MiHu 3 sKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
Cuctema KoHTelHep/3akynopoBasibHKiA 3aci6.
3MiHa y NepBUHHI yNakoBL,i rOTOBOro
nikapcbKoro 3acoby (iHLi 3MiHW) - BBEAEHHS
[04aTKOBOTO (aNlbTepPHATUBHOIO) MaTepiasty Ans
nakyBaHHs 6asKy - NoNieTuIeHoBi nakeTn 3
TOBLLMHOK 75 MKM Ha 00AAaTKOBIl AinbHUL
BMpo6HMUTBa Cantotac ®apma Mv6X,
HimeyunHa [0 BXe 3aTBepayKeHoro
nonieTUIEHOBOro NakeTy 3 TOBLLUHOW 230 MKM.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUIB nicnsa
3aTBEPMKEHHS; 3MiHK | TUNY - 3MiHW WoA0
6e3nekun/edekTBHOCTI Ta thapMmakoHarnagy.
BunyueHHs (cuna gji) - BunyyeHHs cunm aii N3 -
100 wr, 200 mr, 225 Mr. BUny4YeHHs (cuna gi)
BHECEHI B iIHCTPYKLit0 NS MeAUYHOro

3aCTOCYBaHHS NiKapCbKOro 3acoby y po3giu
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
"Cknag", "Nikapcbka doopma"” (OCHOBHI ¢hi3nKo-
XiMiYHI BNacTMBOCTI), "YnakoBka". BBefeHHs
3MiH NPOTAroM 6-Tu micsiB nicns
3aTBEPAKEHHSA
104. | NIHBAT Kancynu Teepai, no TOB "CaHpo3 YkpaiHa BUPOGHMLTBO 38 NOBHUM HimeuunHa/ BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3a He UA/15586/01/02
50 wr; no 10 kancyn YkpaiHa" LIMKNOM: CnoseHis/ 3MiHY | TRy - 3MiHK 3 AKocTi. FoToBWMIA peyenmom | nionsi2ae
y 6nicTepi, no 3 Cantotac dapma MmbX, PymyHis/ nikapcbknii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa
6nicTtepun B KOpOOL HimeyunHa TypeyuunHa a60 BBeieHHA 104AaTKOBOI AiNbHULL

nepBuHHa Ta BTOPUHHA
ynakoBka, fj03BiN1 Ha
BUNYCK cepil:
Jlek ®apmaueBTUyHa
KoMnaHisa g.4., CnoeeHis
nepBuHHa Ta BTOPUHHA
ynakoBka:
ek ®apmaveBTuyHa
KoMnaHisa g.4., CnoseHis
KOHTPO/b cepii:
C.K. CaHgos C.P.N.,
PymyHis
BMPOGHMLITBO
Hepo3dacoBaHol
NPOAYKLUT:
leHBeoH lnak CaHaii Be
TikapeT A.C., TypeuunHa

BMPOGHMLTBA A1 YacTUHU abo BCbOro
BMPOGHNYOro NpoLecy roTOBOro iKkapCbKoro
3aco6y (AinbHULSA, Ha SiKili NpoBOAATLCA By /ib-
AKI BUPOGHWYI cTagil, 38 BUHATKOM BUMYCKY
cepili, KOHTPOJIIO AKOCTIi, MEPBMHHOIO Ta
BTOPWHHOTO NaKyBaHHS, A5 HECTEPUbHUX
NiKapcbknx 3acobiB) - BBEAEHHSA [OAATKOBOIO
BMpOGHMKa /13, BiANOBiAa/ILHOIO 3a
BMpo6HUUTBO in bulk - Cantotac ®apma M'M6X,
HimeuunHa. BBegeHHs 3MiH NpOTArom 6-Tn
MicAUiB MicnsA 3aTBepKEHHS; 3MiHu | Tuny -
3MiHu 3 siKkocTi. FoToBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHa iMnopTepa/3amiHu, Lwo
CTOCYIOTbCA BUMYCKY Cepii Ta KOHTPOIO AKOCTI
roToOBOro NikapcbKoro 3acoby (3amiHa abo
AofaBaHHA BUPOOHMKa, LLO BignoBigae 3a
BBE3EHHA Ta/abo BMMNycK cepii) - Bkoyaroun
KOHTPONb/BUNPOGYBAHHSA cepil - oAaBaHHSA
BMPOGHMKA BifNOBIAaIbHOTO 3@ KOHTPO/b Ta
BMNyck cepii - Cantotac ®apma MbX,
HimeuyunHa. BHeCeHi B iHCTPYKL,it0 Ans
MeAUYHOro 3acToCyBaHHS NiKapCbKoro 3acoby y
po3ainu "BupobHuk", "MicLe3HaxomKeHHS
BMPOGHMKa Ta afpeca MicLsa NpoBafXeHHS Moro
AISNbHOCTI" 3 BiANOBIAHNMMW 3MiHAMU B TEKCTI
MapKyBaHHS yNakoBOK. BBefieHHs 3MiH
NPOTArom 6-Tv MiCAILB MicNs 3aTBEPOKEHHS;
3MiHn | TURY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbknii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa
a60 BBeleHHA 104ATKOBOI AiNbHULL
BMPOGHMLTBA A1 YaCTUHM abo BCbOro
BMPOGHNYOro NpoLecy roTOBOro iKkapCbKoro
3aco06y (4ibHULA AN1A NepBUHHOTO NakyBaHHS) -
BBEJEHHS 404aTKOBOro BUpPo6HuKa /13,
BifjNOBIAA/IbHOTO 3a NepBMHHE NakKyBaHHS -
Canotac Papma 'm6X, HimeyunHa. BBegeHHs
3MiH NPOTAroM 6-TW micsLiB nicns
3aTBEpMXEHHS; 3MiHM | TMny - 3MiHKW 3 AKOCTI.
[FoTOBMIA NikapcbKuii 3aci6. 3miHK y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS 10AAaTKOBOI
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Ne Hassa dopma sunycKy 3assBHUK KpaiHa Bupo6HuK
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa
3acoby ynakoska)

Kpaina Peecmpayitina npoyedypa Ymosu Peknam

Homep
BUPOGHUKa

Bionycky yBaHHs* | peecmpayiliHo20
nocsioYyeHHs1

AiNbHULI BUPOBHMLTBA /19 YacTUHM abo BCbOro
BMPOGHNYOro NpoLiecy roToBOro MikapCbKoro
3aco6y (AiNbHWLA 415 BTOPUHHOTO NakyBaHHS) -
BBe/leHHs1 J04AaTKOBOro BUPO6HUKa /13,
BiZJNOBIAa1bHOrO 3a BTOPMHHE MakKyBaHHS -
Cantotac ®apma 'm6X, HimeuunHa. BeegeHHs
3MiH NPOTAroM 6-Tu micsLiB nicns
3aTBepPAKEHHS; 3MiHU | TUny - 3MiHK 3 AKOCTI.
FOTOBWIA nikapcbkuid 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHa po3Mmipy cepii (Bk/ItoHYarun
[iana3oH po3mipy cepii) roToBOro /ikapcbKoro
3acoby (36inblweHHA Ao 10 pasiB NOpiBHAHO i3
3aTBEPMAKEHNM PO3MIPOM) - [0 aBaHHS
anbTepHaTUBHOIO (36iN1bLLIEHOr0) po3mipy cepii
700 Kr [0 BXe 3aTBEPAXEHNX PO3MIPIB cepill y
3B'A3Ky 3 BBEAEHHAM [04aTKOBOI AiNbHUL
BMPOGHMLTBA. BBEAEHHS 3MiH NPOTArom 6-Tn
MicALiB MicnsA 3aTBepKEHHS; 3MiHu | Tuny -
3MmiHu 3 sKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
CucTeMa KoHTelHep/3aKynoptoBasibHUiA 3aci6.
3MiHa y NepBWHHIiA ynakoBLj roTOBOro
NiKapcbKoro 3acoby (iHLWi 3MiHW) - BBEAEHHS
[04aTKOBOro (aflbTepHaTUBHOIO) MaTepiany Ans
nakyBaHHs 6asky - NonieTusIeHoBi NakeTu 3
TOBLUMHOK 75 MKM Ha A0AATKOBI AiNbHUL
BMpo6HUUTBa Cantotac ®apma MM6X,
HimeuunHa [0 BXe 3aTBEepKEHOro
NoNieTUIEHOBOIO NakeTy 3 TOBLUMHOW 230 MKM.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPMKEHHS; 3MiHM | TUny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
BunyueHHs (cuna gii) - BunyveHHa cunu aii N3 -
100 wr, 200 mr, 225 mr. BUnyyYeHHs (cuna gii)
BHECEHI B iHCTPYKLIil0 A/19 MEANYHOrO
3aCcTOCyBaHHS Nikapcbkoro 3acoby y po3ainm
"Cknag", "Nikapcbka dopma"” (0CHOBHI hi3nKo-
XiMiyHi BNacTnBoCTi), "YnakoBka". BBeeHHS
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPAXKEHHS
HimeuunHa/ BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasiis: 3a He UA/15586/01/03
LMKNOM: CnoseHis/ 3MiHM | Tuny - 3MiHK 3 AKoCTi. FoToBWMIA peyenmom | nidssieae
Cantotac dapma Mm6X, PymyHis/ nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa
HimeuunHa TypeuunHa ab0 BBeAEeHHS 40AAaTKOBOI AiNbHUL
nepBUHHA Ta BTOPUHHA BMPOBHMLTBA 415 YAaCTUHM abo BCbOro
ynakoBKa, A03BiN Ha BMPOBHNYOr0 NPOLECY rOTOBOTO /iKaPCbKOro
BWMNYCK Cepil: 3acoby ([iNbHMLA, Ha SKii NpoBOAATLCSA Oy ab-
ek ®apmaveBTU4Ha AKi BAPOOGHUYI CcTafil, 38 BUHATKOM BUMYCKY
KoMnaHisa g.4., CnoseHis Cepiil, KOHTPOJIK SKOCTi, NEPBUHHOIO Ta

105. | NIHBAT Kancysv Teepgi, no TOB "CaHpo3 YkpaiHa BVPOGHMLTBO 3@ NOBHUM
75 wmr; no 10 kancyn YkpaiHa"

y 6nicTepi, no 3

6nictepm B kOopobLi
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
BTOPUHHOTO NakyBaHHS, 4151 HECTEPUIbHNX

nepBUHHA Ta BTOPUHHA
ynakoBka:
ek ®apmavreBTUYHa
KoMnaHisa g.4., CnoseHis
KOHTPO/b Ccepil:

C.K. CaHgos C.P.J1.,
PymyHis
BMPOBOHULITBO
Hepo3acoBaHol
npoAyKujii:
I'eHBeoH lnak CaHaii Be
TikapeT A.C., TypeyunHa

nikapcbkunx 3acobiB) - BBEEHHA [0AATKOBOIO
BMPOGHMKa /13, BiANOBiAa/IbHOIO 3a
BMPO6HMLTBO in bulk - Cantotac ®apma Mm6X,
HimeyuunHa. BBeeHHs 3MiH NpoTAroM 6-u
MicALiB MicnsA 3aTBEPKEHHS; 3MiHu | Tuny -
3MiHu 3 sKoCTi. [0TOBWMIA NikapCbkuii 3aci6. 3MiHKn
y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOO AKOCTI
roTOBOrO JlikapcbKoro 3acoby (3amiHa abo
[ofaBaHHA BUPOOHUKa, LLO BiANoOBiJaE 3a
BBE3€EHHA Ta/abo BMnyck cepii) - Bknrovatoun
KOHTPO/b/BMNPOGYBaHHSA cepii - foAaBaHHSA
BMPOOHMKa BiANOBIfaIbHOTO 38 KOHTPO/b Ta
Bunyck cepii - Cantotac Papma MmoX,
HimeuunHa. BHeCceHi B iHCTpYyKLilo Ans
MeAMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y
po3ainu "BupobHuk", "MicLe3HaxomKeHHs
BMPOGHMKA Ta agpeca MicLs NPoBaKeHHS Moro
LOisNbHOCTI" 3 BiANOBIAHMMMW 3MiHAMUW B TEKCTI
MapKyBaHHS YNakoBOK. BBeleHHs 3MiH
npoTArom 6-Tn MiCALIB NiCNA 3aTBEPMAKEHHS;
3MiHu | TMNY - 3MiHK 3 SKOCTI. FoTOBUIA
nikapcbkwii 3aci6. 3MiHW y BUPOOHMLTBI. 3amiHa
ab0 BBeAEHHS 40AATKOBOI AiNbHNL
BMPOBHMLTBA 415 YAaCTUHM abo BCbOro
BMPOGHMYOrO NpoLiecy roToBOro MikapCbKoro
3aco6y (AinbHMLA AN NEePBUHHOTO NakyBaHHS) -
BBE/leHHs1 0AATKOBOro BUpPO6HUKa /13,
BiAANOBIA&/IbHOrO 3a NEPBUHHE NaKyBaHHS -
Cantotac ®apma 'm6X, HimeuunHa. BeegeHHs
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPAKEHHS; 3MiHM | TMNy - 3MiHM 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3miHW y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AATKOBOI
AiNbHULI BUPOBHMLTBA [/19 YacTUHM abo BCbOro
BMPOGHNYOro NpOoLLeCcy roTOBOTO NiKapCbKOro
3aco0by (4i1bHMUA 4718 BTOPUHHOTO NakyBaHHS) -
BBE[EHHS 404aTKOBOro BUpo6HuKa /13,
BifJNOBIAa/1bHOrO 3a BTOPVMHHE NMaKyBaHHS -
Canotac Papma 'm6X, HimeyunHa. BBegeHHs
3MiH NPOTAroM 6-TW micsuiB nicns
3aTBEPMKEHHS; 3MiHM | TMNy - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3miHK y
BMPOGHMLTBI. 3MiHa po3Mmipy cepii (BkroYarun
AianasoH po3Mipy cepii) roToBOro likapcbKoro
3acoby (36inbleHHA Ao 10 pasiB NOpiBHAHO i3

3aTBEPAKEHNM PO3MIPOM) - foAaBaHHSA




KOHTPO/Nb/BMNPOGYBaHHSA cepii - foAaBaHHS
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
anbTepHaTUBHOrO (36iNbLLUEHOr0) PO3Mipy cepii
700 Kr [0 BXe 3aTBEpPOKEHVX PO3MIpIB cepiil y
3B'A3KY 3 BBEJEHHAM [,04aTKOBOI AiNbHUL
BMPOGHMLTBA. BBEAEHHS 3MiH NPOTArom 6-Tn
MicALiB Micna 3aTBepMKeHHs; 3MiHu | Tuny -
3MiHK 3 siKkocTi. FoToBWMIA Nikapcbkuii 3aci6.
CucTeMa KoHTelHep/3aKynopioBasibHUIA 3aci6.
3MiHa y NepBUHHIiA yNakoBL,i rOTOBOro
NiKapcbKoro 3acoby (iHLUi 3MiHW) - BBEAEHHS
[04aTKOBOTO (aNlbTEpPHATUBHOIO) MaTepiasty Ans
nakyBaHHs 6asiky - NosieTUIeHoBI NakeTn 3
TOBLLMHOO 75 MKM Ha [OAATKOBIN AinbHULL
BMpo6HMLUTBa Cantotac ®apma Mv6X,
HimeyumHa [0 BXe 3aTBepa)KeHoro
nonieTnIEHOBOrO NakeTy 3 TOBLUYMHOW 230 MKM.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micasa
3aTBEePKEHHS; 3MiHN | TMny - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BunyueHHs (cuna gji) - BunyyeHHs cunam aii N3 -
100 mr, 200 mr, 225 mr. BUy4YeHHs (cuna gii)
BHECEHI B iHCTPYKLIit0 418 MeANYHOro
3aCTOCyBaHHS NiKapCbKOro 3acoby y po3aim
"Cknag", "flikapcbka popma” (OCHOBHI hi3unko-
XiMiyHi BNacTnBoCTi), "YnakoBka". BeefeHHA
3MiH NPOTAroM 6-Tu micsLiB nicns
3aTBEPAKEHHS
106. | NIHBAT Kancysnu Teepgi, no TOB "CaHpo3 YkpaiHa BVMPOGHMLTBO 3@ NOBHUM HimeuunHa/ BHECEHHS 3MiH 40 peecTpaliitHux maTepiasis: 3a He UA/15586/01/05
150 wr; mo 10 YkpaiHa" LMKIOM: CnoBeHis/ 3MiHM | TRy - 3MiHK 3 AKkocTi. [oToBWMiA peyenmom | nionsizae
Kancyn y énictepi, Cantotac ®apma 'mM6X, PymyHis/ nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3amiHa
no 3 6nictepu B HimeuunHa TypeyunHa ab0 BBeAEHHA A0AATKOBOI AifIbHULL
Kopoo6Ui nepBMHHA Ta BTOPMHHA BMPOGHMLTBA A/15 YACTUHU abo BCbOro
ynakoBka, j03BiN Ha BMPOGHMYOro NpoLiecy roToBOro MikapCbKoro
BWMNYCK cepil: 3aco6y (AinbHULUA, Ha Sk NpoBOAATLCA Byb-
ek ®apmaueBTUyHa SKi BUPOGHWYI cTagil, 32 BUHATKOM BUMYCKY
KoMnaHisa g.4., CnoseHis cepili, KOHTPOJIKO SKOCTIi, MEPBUHHOIO Ta
nepBUHHA Ta BTOPUHHA BTOPVHHOTO MaKyBaHHS, A4/151 HECTEPUSTbHUX
ynakoBka: nikapcbKnx 3acobiB) - BBEAEHHS A0AATKOBOrO
ek ®apmaveBTU4Ha BUpPOGHMKa /13, BiANOBIAa/IbHOTO 3a
KoMnaHis g.4., CnoseHis BMpo6HMUTBO in bulk - Cantotac ®apma M'm6X,
KOHTpPO/b cepii: HimeuyunHa. BBeAeHHs 3MiH NpOTAroM 6-Tn
C.K. Canpgos C.P.11.,, MiCALiB nicnsa 3aTBepMKEeHHs; 3MiHu | Tuny -
PymyHis 3MiHu 3 aKocTi. [oTOBMIA NikapCbkuii 3aci6. 3MiHKn
BMPOGHMLTBO Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3amiHu, Wwo
Hepo3acoBaHol CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPOJIO AKOCTI
npoaykKujii: roTOBOrO /ikapcbKoro 3acoby (3amiHa abo
['eHBeoH |nak CaHaii Be [0faBaHHA BUPOOHMKa, LLO BignoBigae 3a
TikapeT A.C., TypeuumHa BBE3€eHHA Ta/abo Bunyck cepii) - Bknovatoun
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

BMPOOHMKa BiANOBIJa/IbHOTO 38 KOHTPO/b Ta
BUNycK cepii - Cantotac Papma M'moX,
HimeuyunHa. BHECEHI B iHCTPYKL,i0 ANns

MeAMYHOr0o 3acTOCYBaHHS NikapCbKoro 3acoby y
po3ainu "BupobHuk", "MicLe3HaxomKeHHs
BMPOGHMKa Ta afpeca MicLsA NpoBaKeHHS Moro

LOiSiNbHOCTI" 3 BigNOBIgHMMM 3MiHAMMN B TEKCTI
MapKyBaHHs1 yNakoBOK. BBefieHHs 3MiH

NpoTArom 6-Tn MICALIB NiCNA 3aTBEPMKEHHS;
3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA

nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3amiHa
ab0 BBeAieHHA A0AATKOBOI fifIbHULL
BMPOBHMLTBA [/151 YaCTUHM ab0 BCbOro
BMPOGHNYOro NpoLiecy roToBOro MikapCbKoro
3aco6y (AinbHMULA AN NEPBUHHOIO NakKyBaHHS) -
BBe/leHHs1 J04aTKOBOro BUpPOo6HuKa /13,
BifiNOBIAA/IbHOTO 3a NepBMHHE NakKyBaHHS -
Cantotac ®apma 'm6X, HimeuunHa. BeegeHHs
3MiH NPOTAroM 6-Tu MicsyiB nicns
3aTBEepPKEHHS; 3MiHM | TUny - 3MiHM 3 AKOCTI.
IOTOBWIA nikapcbkuid 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS 40AATKOBOI
AiNbHWLI BUPOGHULTBA AN18 YacTUHK abo BCbOro
BMPOGHMYOrO NpoLiecy roToBOro MikapCbKoro
3ac00y ([iNbHWLA 4151 BTOPUHHOTO NakyBaHHS) -
BBE/ieHHs J0AATKOBOro BUpPO6HUKa /13,
BiANOBIA&/1bHOIO 3a BTOPUHHE NakyBaHHS -
Cantotac ®apma 'm6X, HimeuunHa. BeegeHHs
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPLAKEHHS; 3MiHM | TMNy - 3MiHM 3 SIKOCTI.
oTOBMIA Nikapcbkunii 3aci6. 3miHK y
BMPOOHULTBI. 3MiHa po3Mmipy cepii (BkIYaruu
LianasoH po3mipy cepii) roToBOro /likapCbKoro
3aco6y (36inbweHHs Ao 10 pasiB NOpiBHSAHO i3
3aTBEPAKEHNM PO3MIPOM) - fOfaBAHHS
anbTepHaTUBHOrO (36iNbLUEHOr0) PO3Mmipy cepii
700 Kkr [0 BXe 3aTBEpPAKEHVX PO3MIpIB cepiil y
3B'A3KY 3 BBEEHHAM [,04aTKOBOI AiNlbHUL
BMPO6HMLTBA. BBEAEHHSA 3MiH NPOTAroM 6-Tu
MicAUIB MicnsA 3aTBepKEHHS; 3MiHu | TNy -
3MiHu 3 sKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
Cuctema KoHTelHep/3akynopoBasibHKiA 3aci6.
3MiHa y NepBUHHI yNakoBL,i rOTOBOro
nikapcbKoro 3acoby (iHLi 3MiHW) - BBEAEHHS
[04aTKOBOTO (aNbTepHaTUBHOIO) MaTepiasty Ans
nakyBaHHs 6asKy - NoNieTuIeHoBi nakeTn 3
TOBLLMHOK 75 MKM Ha 00AAaTKOBIl AinbHUL
BMpo6HUUTBa Cantotac ®apma MM6X,
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n/n

JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o

107.

NIHBAT

Kancynu Teepgai, no

HimeyunHa [0 BXe 3aTBepayKeHoro
nonieTUIEHOBOro NakeTy 3 TOBLLUHOW 230 MKM.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicnsa
3aTBEPMKEHHS; 3MiHK | TUNy - 3MiHW WoA0
6e3nekun/edekTBHOCTI Ta thapMakoHarnagy.
BunyueHHs (cuna gji) - BunyyeHHs cunm aii N3 -
100 wr, 200 mr, 225 Mr. BUny4YeHHs (cuna gii)
BHECEHIi B iIHCTPYKLit0 NS MeAUYHOro
3aCTOCyBaHHS NiKapCbKOro 3acoby y po3giun
"Cknag", "Nikapcbka doopma” (OCHOBHI ¢hi3nKo-
XiMiYHI BNacTUBOCTI), "YnakoBka". BBefeHHs
3MiH NPOTAroM 6-Tu micsiB nicns
3aTBEPAKEHHSA

nocsBi0OYeHHs

300 mr; no 7 kancyn
y 6nicTepi, no 2
6nictepun B KOpoOLi

TOB "CaHpo3
YkpaiHa"

YKpaiHa

BMPOGHMLTBO 3a NOBHUM
LMKIOM:
Cantotac dapma MmbX,
HimeuyunHa
nepBuHHa Ta BTOPUHHA
ynakoBka, fj03BiN Ha
BUNYCK cepil:
Jlek ®apmaueBTUyHa
KoMnaHisa g.4., CnoeeHis
nepBuHHa Ta BTOPUHHA
ynakoBka:
ek ®apmaueBTuyHa
KoMnaHisa g.4., CnoseHis
KOHTPO/b cepii:
C.K. CaHgos C.P.N.,
PymyHis
BMPOGHMLITBO
Hepo3dacoBaHol
NPOAYKLUT:
eHBeoH lnak CaHaii Be
TikapeT A.C., TypeuunHa

HimeuunHa/
CnoseHis/
PymyHis/
TypeyunHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis:
3MiHM | TRy - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbknii 3aci6. 3MiHM Y BUPOGHMLTBI. 3amiHa
a60 BBeieHHA 104ATKOBOI AiNbHULL
BMPOGHMLTBA A1 YaCTUHU abo BCbOro
BMPOGHNYOro NpoLLecy roTOBOrO iKapCbKoro
3aco6y (AinbHULSA, Ha SiKili NpoBOAATLCA By /ib-
AKI BUPOGHWYI cTagil, 38 BUHATKOM BUMYCKY
cepili, KOHTPOJIIO AKOCTi, MEPBMHHOIO Ta
BTOPWHHOTO NakKyBaHHS, 415 HECTEPUTbHUX
NiKapcbknx 3acobiB) - BBEAEHHSA [OAATKOBOIO
BMpOGHMKa /13, BiANOBIAa/ILHOIO 3a
BMpo6HUUTBO in bulk - Cantotac Papma M'M6X,
HimeuunHa. BBefeHHs 3MiH NpOTArom 6-Tn
MicAUiB MicnsA 3aTBepKeHHs; 3MiHu | Tuny -
3MiHu 3 siKkocTi. FoToBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHa iMnopTepa/3amiHu, Lwo
CTOCYIOTbCA BUMYCKY Cepii Ta KOHTPOO AKOCTI
roToOBOro NikapcbKoro 3acoby (3amiHa abo
AofaBaHHA BUPOOHKKa, LLO BignoBsigae 3a
BBE3EHHA Ta/abo BMMNycK cepii) - Bkaoyaroun
KOHTPONb/BUNPOGYBAHHSA cepil - oAaBaHHSA
BMPOGHMKA BifNOBIAaIbHOTO 3@ KOHTPO/b Ta
BMNyckK cepii - Cantotac ®apma M6X,

HimeuyunHa. BHeCeHi B iHCTPYKL,it0 Ans
MeAUYHOro 3acToCyBaHHSA NiKapCbKoro 3acoby y

po3ainu "BupobHuk", "MicLe3HaxomKeHHS
BMPOGHMKa Ta afpeca MicLsa NpoBafXeHHS Moro
AISNbHOCTI" 3 BiANOBIAHNMMW 3MiHAMU B TEKCTI

MapKyBaHHS yNakoBOK. BBefieHHs 3MiH
NPOTArom 6-Tv MiCAILIB MiCNs 3aTBEPOKEHHS;

3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbknii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa
a60 BBeleHHA 104ATKOBOI AiNbHULL

BMPOBHMLTBA /151 YHACTUHM abo BCbOro

3a
peyenmom

He
nionseae

UA/15586/01/08
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

BMPOGHNYOro NpoLLecy roTOBOrO iKapCbKoro
3aco6y (AiNbHULA AN NEPBUHHOTO NakKyBaHHS) -
BBE[EHHS 404aTKOBOro BUpo6HuKa /13,
BifjNOBIAA/IbHOTO 3a NEepBMHHE NaKyBaHHS -
Canotac Papma 'm6X, HimeyunHa. BBegeHHs
3MiH NPOTAroM 6-TW micsuiB nicns
3aTBEPMKEHHS; 3MiHM | TMNy - 3MiHW 3 AKOCTI.
[oTOBMIA NikapcbKuii 3aci6. 3miHK y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AaTKOBOI
AiNbHULI BUPOBHMLTBA /19 YacTUHM abo BCbOro
BMPOGHMYOro NpoLiecy roToBOro MikapCbKoro
3aco6y (AiNbHWLA 415 BTOPUHHOTO NakyBaHHS) -
BBe/leHHs1 J0AAaTKOBOro BUPO6HUKa /13,
BiZJNOBIAa/1bHOrO 3a BTOPMHHE MakKyBaHHS -
Cantotac ®apma 'm6X, HimeuunHa. BeegeHHs
3MiH NPOTAroM 6-Tu micsyiB nicns
3aTBepPKEHHS; 3MiHU | TUny - 3MiHM 3 AKOCTI.
FOTOBWIA nikapcbkuid 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa po3Mmipy cepii (Bk/toHYarun
[iana3oH po3mipy cepii) roToBOro /likapcbKoro
3acoby (36inblweHHA Ao 10 pasiB NOpiBHAHO i3
3aTBEPMAKEHNM PO3MIPOM) - [OfaBaHHS
aNbTepHaTUBHOIO (36i1bLLIEHOr0) po3mipy cepii
700 Kr [0 BXe 3aTBEPXEHNX PO3MIPIB cepill y
3B'A3KY 3 BBEAEHHAM 404aTKOBOI AiNbHUL
BMPOGHMLTBA. BBEAEHHS 3MiH NPOTArom 6-Tn
MicALiB MicnsA 3aTBEpKEHHS; 3MiHu | Tuny -
3MmiHu 3 sKocTi. FoToBWMIA Nikapcbkuii 3aci6.
CucTeMa KoHTelHep/3aKynoptoBasibHUiA 3aci6.
3MiHa y NepBWHHIiA ynakoBLj roTOBOro
NiKapcbKoro 3acoby (iHLWi 3MiHW) - BBEAEHHS
[04aTKOBOro (aflbTepHaTUBHOIO) MaTepiany Ans
nakyBaHHs 6asky - NonieTusIeHoBi nakeTu 3
TOBLUMHOK 75 MKM Ha A0AATKOBI AiNbHUL
BMpo6HUUTBa Cantotac ®apma MM6X,
HimeuunHa [0 BXe 3aTBepKEHOro
NoNieTUIEHOBOIO NakeTy 3 TOBLUMHOW 230 MKM.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPMKEHHS; 3MiHM | TUny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
BunyueHHs (cuna gii) - BunyveHHa cunu aii N3 -
100 wr, 200 mr, 225 mr. BUnyyYeHHs (cuna gii)
BHECEHI B iHCTPYKLIil0 A/19 MEANYHOrO
3acTOCyBaHHS Nikapcbkoro 3acoby y po3ainm
"Cknag", "Nikapcbka dopma" (0CHOBHI hi3nKo-
XiMiyHi BNacTnBoCTi), "YnakoBka". BBeeHHS
3MiH NPOTArom 6-Tu MicsLiB nicns

3aTBEPAXKEHHS
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
108. | NMIHBAT Kancysv Teepgi, no TOB "CaHpo3 YkpaiHa ek ®apmaueBTUyHa CnoseHis/ BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasiis: 3a UA/15586/01/01
25 wr; no 10 kancyn YkpaiHa" KoMnaHis g.4., CnoseHis PymyHis/ 3MiHuM | TUNY - 3MiHK 3 AkocTi. CepTudikar peyenmom
y 6nicTepi, no 3 (nepBuHHa Ta BTOPUHHA TypeuunHa BignosigHocTi/l E-cepTudikar BignosigHoOCTI
6nictepm B kOopoobLi ynakoBKa, J03BiN Ha €Bponeiicbkiit hapmakonei/MmoHorpadii.
BUMycK cepii); Jlek MofaHHA HOBOro abo OHOB/IEHOrO cepTudiikaTa
dapmaueBTMYHa KOMMaHis BIANOBIAHOCTI @60 BUNyYeHHs cepTudikara
4.4., CnoeeHist (nepBUHHA BiANOBIAHOCTI EBponeiickbkilt hapmakonei: ans
Ta BTOPVHHA YNakoBKa); A®I; onsa BUXigHOro
C.K. CaHgos C.P.J1., MaTepiany/peareHTy/NpoMiKHOro NPoAyKTY, Lo
PymyHis (koHTposb cepi); BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
I'eHBeoH lnak CaHaii Be [ONOMDKHOT pevyoBrHU (cepTudikat
TikapeT A.C., TypeyunHa BiANOBIAHOCTI €Bponelickkilt thapmakonei) -
(B1pO6HMLTBO OHOBEHWI cepTUdIKaT Bif YXe 3aTBEpXEHOro
Hepo3dacoBaHol BMPOOGHMKA - NOAAHHS OHOB/IEHOTO cepTudikarty
npoayKL,ii) BifNoBigHOCTI €Bponelickkili hapmakonei R1-
CEP 2015-324-Rev-00 Bif 3aTBEPAKEHOIO
BUpobHuKa MSN Pharmachem Private Limited
[ito40oi peyoBrHY nNperadaniy (3aTBepaKeHo:
RO-CEP 2015-324 Rev-02; 3anponoHoBaHo: R1-
CEP 2015-324-Rev-00)
109. | NIHBAT Kancysu Teepgi, no TOB "CaHpo3 YkpaiHa Nek ®apmavueBTyHa CnoseHis/ BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3a UA/15586/01/02
50 mr; no 10 kancyn YkpaiHa" KommMaHisa A4.4., CnoseHis PymyHis/ 3MiHM | TURY - 3MiHK 3 sKocTi. CepTudikar peyenmom
y 6nicTepi, no 3 (nepBuHHa Ta BTOPUHHA TypeyunHa BignosigHocTI/TE-cepTudpikat signosigHoCTi
6nictepm B kOpooLi ynakoBka, [j03BiN1 Ha €Bponeiicbkiin thapmakonei/moHorpadii.
BUNycK cepii); Jlek MoaaHHsA HOBOro abo OHOBIEHOTO cepTudiikaTa
$apmaueBTUYHA KOMNaHis BiANOBIAHOCTI ab60 BUYYEHHS cepTudikaTa
A.4., CnoseHist (nepBuHHa BiANOBIAHOCTI EBponeiickbkil thapmakonei: ans
Ta BTOPVHHA YNaKoBKa); A®I; onsa ByXxigHOro
C.K. Cangos C.P.11.,, MaTepiany/peareHTy/NpoOMKHOro NPoAyKTy, L0
PymyHis (koHTposb cepil); BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
eHBeoH lnak CaHaii Be [ONOMDKHOI pe4yoBuHM (cepTudikart
TikapeT A.C., TypeuumHa BiAnoBigHOCTI EBponeiickbkilt hapmakonei) -
(BUPOGHNLTBO OHoBeHWt cepTuddikat Big, y)xe 3aTBEPAKEHOTO
Hepo3dacoBaHol BVPOGHMKA - MOAAHHSA OHOBJIEHOTO cepTudikaTty
npoaykuii) BiANoBIgHOCTI EBponeiickkili hapmakonei R1-
CEP 2015-324-Rev-00 Bif 3aTBEPAKEHOIO
BMpo6HMka MSN Pharmachem Private Limited
Lito4oi pevoBUHY nperabaniH (3aTBEpPKEHO:
RO-CEP 2015-324 Rev-02; 3anpornoHoBaHo: R1-
CEP 2015-324-Rev-00)
110. | NIHBAT Kancynu TBepai, no TOB "CaHpo3 YkpaiHa Nexk ®apmaveBTUYHa CnoseHis/ BHECEHHS 3MiH [0 peecTpaLiitHux maTepiais: 3a UA/15586/01/03
75 wr, no 10 kancyn YkpaiHa" KomnaHis 4.4., CnoseHis PymyHis/ 3MiHM | Tuny - 3miHK 3 skocTi. CepTuddikat peyenmom
y 6nicTepi, no 3 (nepBuHHa Ta BTOPUHHA TypeyunHa BignosigHocTI/TE-cepTudpikat BignosigHocCTi

6nicTepun B KOpOOL

ynakoBka, j03BiN Ha
BUNyckK cepii); lek
dapmaueBTUYHa KOMNaHis
0.4., CnoseHisa (nepBrHHa
Ta BTOPVHHA yNakKoBKa);

€Bponeiicbkili hapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI @60 BUMyYeHHs cepTudikata
BiANoBigHOCTI EBponeiickbkili hapmakonei: ans
A®I; nnsa BMXigHOro
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
C.K. Canpos C.P.N., Marepiany/peareHTy/npoMiKHOTO MPOAYKTY, L0
PymyHist (koHTpo#b cepii); BMKOPUCTOBYIOTLCA Y BUPOOGHMUTBI A®I; ana
leHBeoH lnak CaHali Be [0NOMDXHOT peyoBrHY (cepTuddikat
TikapeTt A.C., TypeuunHa BiANOBIAHOCTI EBponelicbkin hapmakonei) -
(B1pOGHMLTBO OHOB/EHWIA cepTUQIKaT Bif y)Xe 3aTBEPKEHOr0
Hepo3acoBaHol BUPOGHMKA - NOAaHHA OHOBIEHOro cepTudikarty
npoayKLii) BiANOBIAHOCTI EBponeiickbkili hapmakonei R1-
CEP 2015-324-Rev-00 Bif 3aTBEPAKEHOIO
BMpo6Huka MSN Pharmachem Private Limited
[ito40oi peyoBrHY Nperabaniy (3aTBepaKeHo:
RO-CEP 2015-324 Rev-02; 3anpornoHoBaHo: R1-
CEP 2015-324-Rev-00)
111. | NIHBAT Kancysv Teepgi, no TOB "CaHpo3 YkpaiHa ek ®apmaueBTUyHa CnoBeHis/ BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasiis: 3a UA/15586/01/05
150 wmr; no 10 YkpaiHa" KoMnaHisa g.4., CnoseHis PymyHis/ 3MiHuM | TUNY - 3MiHK 3 skocTi. CepTudikat peyenmom
Kancyny énictepi, (NepBMHHA Ta BTOPUHHA TypeuunHa BignosigHocTi/l E-cepTudikar BignosigHoOCTI
no 3 6nictepu B yrnakoBKa, [103BiN1 Ha €Bponeiicbkiit hapmakonei/MmoHorpadii.
Kopo6ui BUNycK cepii); Jlek MofaHHA HOBOrO abo OHOB/IEHOTO cepTudiikaTa
dapmaueBTMYHa KOMMaHis BIANOBIAHOCTI @60 BUNyYeHHs cepTudikara
A.4., CnoseHist (nepBUHHA BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
Ta BTOPVHHA YNakoBKa); A®I; ons BUXigHOTO
C.K. Cangos C.P.J1., MaTepiany/peareHTy/MpoMiKHOro NPoAyKTY, Lo
PymyHis (koHTponb cepi); BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
I'eHBeoH lnak CaHaii Be [LOMOMDKHOT peyoBUHU (cepTudikaT
TikapeTt A.C., TypeuunHa BiANOBIAHOCTI EBponelickbkin hapmakonei) -
(B1pO6HMLTBO OHOBEHWI cepTUQIKaT Bif YXe 3aTBepXEHOro
Hepo3acoBaHol BUPOGHMKA - NOJaHHA OHOB/IEHOro cepTudikarty
npoayKuii) BiANOBIAHOCTI EBponeiickbkili hapmakonei R1-
CEP 2015-324-Rev-00 Bif 3aTBEpAKEHOr0
BUpobHMKa MSN Pharmachem Private Limited
[ito40i peyoBrHY Nperabaniy (3aTBepaKeHo:
RO-CEP 2015-324 Rev-02; 3anpornoHoBaHo: R1-
CEP 2015-324-Rev-00)
112. | NIHBAT Kancynu Teepgi, no TOB "CaHpo3 YkpaiHa ek ®apmavueBTyHa CnoseHis/ BHECEHHS 3MiH 0 peecTpaLliiiHux maTepiasis: 3a UA/15586/01/08
300 mr; no 7 kancyn YkpaiHa" KoMnawisa g.4., Cnosexis PymyHisa/ 3MiHuM | TUNYy - 3MiHK 3 AkocTi. CepTudikar peyenmom
y 6nicTepi, no 2 (NepBuHHA Ta BTOPMHHA TypeuunHa BignosigHocTI/IE-cepTudpikat signosigHoCTi

6nictepm B kOpooLi

yrnakoBka, 03BN Ha
BUNYyCK cepii); Jlek
dapmaneBTMYHa KOMMaHis
A.4., CnoseHist (nepBuHHa
Ta BTOPVHHA yNnakoBKa);
C.K. CaHgos C.P.J1.,
PymyHis (koHTposb cepi);
leHBeoH lnak CaHaii Be
TikapeT A.C., TypeuumHa
(B1pOGHMLTBO
Hepo3acoBaHol
npoaykuii)

€Bponeiicbkiit hapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
Bi4NOBIAHOCTI ab60 BUNYYEHHS cepTudikaTa
BiANOBIAHOCTI EBponeiickbkili hapmakonei: ans
Adl; ana suxigHoro
MaTepiany/peareHTy/NpoOMKHOro NPoAyKTY, LLO
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBUHU (cepTudikat
BignoBigHOCTI E€Bponeiickbkilt hapmakoner) -
OHoBeHWit cepTuddikat Bif, y)xe 3aTBEPAKEHOTO
BMPOOGHMKA - NOAAHHS1 OHOB/IEHOTO cepTudikary
BiANoBigHOCTI EBponeiickbkili hapmakonei R1-
CEP 2015-324-Rev-00 Bif 3aTBEPAKEHOIO
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
BMpo6HMka MSN Pharmachem Private Limited
[itoyoi peyoBrHY Nperabaniy (3aTBepAXKeHO:
RO-CEP 2015-324 Rev-02; 3anpornoHoBaHo: R1-
CEP 2015-324-Rev-00)
113. | IOMEKCUH® | kpem BariHa/ibHUi4 2 Pekoppari Ipnangis Pekopparti IHgacTpia ITania BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 6e3 UA/6094/03/01
%, no 78 r kpemy y Aineng N1p, Ximika e ®apmacesTika YTOUYHEHHS1 HaNNCaHHA BMPOOHUKIB B HaKasi peyenma
Ty6i; no 1 Ty6i y C.n.A,, Itanis MO3 Ykpainu Ne 517 Big 22.03.2021 B npoLieci
KOMNNekTi 3 a6o BHECEHHS 3MiH Yy 3B'I3Ky 3 NPOBEAEHHAM
ansikatopom y BAM®APMA C.P.11., npoueaypu "BUnpasfeHHs TEXHIYHOI NOMUSIKA B
KOHTeliHepi; no 1 ITania peecTpauiiHoMy nocsigyeHHi". Pegakuis B
KOHTEliHepy B Hakasi - Pekopparti IHaacTpia Ximika e
KapTOHHI/ Kopoo6Li dapmacesTika C.n.A., Itanis; BAMPAPMA
C.P.N1., Itanis. BipHa pegakuis - PekopaaTi
IHaacTpia Xivika e ®apmacesTika C.n.A., ITanis
abo BAM®APMA C.P.J/1., Itanis
114. | IOMEKCUH® | kpem 2% no30ry Pekoppari Ipnangis Pekopparti IHoacTpia ITania BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 6e3 UA/6094/02/01
Ty6i; no 1 Ty6i y AineHp Nta Ximika e PapmaceBTika YTOUHEHHA HanNUCcaHHA BUPOGHUKIB B HaKasi peuenma
KapTOHHI KOpooLi C.n.A., ITanis MOS3 Ykpainu Ne 485 Big 16.03.2021 B npoveci
a6o BHECEHHS 3MiH Yy 3B'A3Ky 3 NPOBEAEHHAM
BAM®APMA C.P.J1., npoueaypu "BUNpaBfieHHs TEXHIYHOT NOMW/IKA B
ITanisa peecTpauiiHoMy nocsigyeHHi". Pegakuis B
Hakasi - Pekopparti IHgacTpia Ximika e
dapmacesTika C.n.A., Itanis; BAMOAPMA
C.P.N1., Itanis. BipHa pegakuis - PekopgarTi
IHgacTpia Xivika e ®apmacesTika C.n.A., ITanis
ab6o BAM®APMA C.P.J1., ITanis.
115. | NYLUEHTIC PO34MH ONs iH'EKLN, Hosapric LLIseliyapi Hosaprtic ®apma LUTelH LLiBeliyapis BHECEHHS 3MiH A0 peecTpavyiiHnx maTtepiaiis: 3a UA/9924/01/01
10 mr/mn; no 0,23 dapma Al a Al 3MiHu | TUNYy - 3MiHKU Woao peyenmom
My ¢hnakoHi; no 1 6e3nekn/edekTUBHOCTI Ta hapMakoHariagy.
donakoHy y 3MiHa YacToTh Ta/abo TepMiHiB NogaHHs
KOMNEKTi 3 rO/IKOt0 perynsipHo OHOBJIIOBaHWX 3BiTiB 3 6e3neku
B KapPTOHHIi KopobLyi nikapcbkunx 3acobiB. 3MiHa 4acTOTU NOAAHHSA
perynisipHO OHOBJIOBAHOTO 3BITY 3 6e3neku.
[itova pepakuis: Yactota nogaHHa perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku 1 pik. KiHuesa
para ans BkYeHHs gaHux go PO3b -
30.06.2018 p. Aarta nogaHHA - 08.09.2018 p.
MponoHoBaHa pegakLis: YactoTa nogaHHs
perynspHo OHOBJIOBAHOIO 3BiTy 3 6e3nekn 3
poku. KiHueBa gata Ansi BKIOYEHHS JaHNX A0
PO3B - 05.10.2025 p. flata nogaHHs -
03.01.2026 p. PekomeHgoBaHo [0
3aTBepKEHHA BiAMNOBIAHO A0 NEPIOANYHOCTI
NoAaHHA peryssipHo OHOBJIIOBAHKX 3BITIB 3
6e3nekmn Nikapcbkunx 3acobis y EC
116. | MATHE-B6® TabneTtku, BKPUTI TOB «Onenna YkpaiHa BUPOBHULTBO, KOHTPO/Ib PpaHuia/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 6e3 nionsizae UA/5476/02/01
060/10HKOIO; Xesckea AKOCTI, NaKyBaHHs, YropLumHa 3MiHK | TUNY - 3MiHK 3 AKocTi. FoToBWIA peyenma
Ne 50 (10x5): no 10 YKpaiHa» MapKyBaHHsi, BUNYCK cepil: nikapcbknii 3aci6. CTabinbHICTb. 3MiHa Y
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
Tabnetok y 6nictepi; CAHO®I BIHTPOI TepMiHax NpuaaTHOCTi abo ymoBax 36epiraHHs
no 5 6nictepis y IHOACTPIA, ®paHuis; roTOBOrO J1iKapCbKOro 3acoby (3miHa B yMoBax
KapTOHHIiA Kopo6L; BMPOGHULTBO, KOHTPO/b 36epiraHHA roToBOro fikapcbKoro 3acoby abo
Ne 60 (20x3): no 20 SIKOCTi, NaKyBaHHS, nicns po34YMHEHHs/BiIAHOBNEHHS) -
Tabnetok y 6nicrepi; MapKyBaHHs1, BUNYCK cepil: 3MiHa B yMoBax 36epiraHHs [/13. 3aTBepaKeHo:
no 3 6nictepu y Onenna Xenckea XaHrepi 36epiraTi npu Temnepatypi He Bulle 30°C.
KapTOHHI kopo6uyj; KdpT., YropwmHa; 3anponoHoBaHo: 36epiraT Npu Temneparypi He
Ne 100 (20x5): no 20 MiKpo6ionorivHuiA Bule 25°C. 3MiHM BHECEHO B iHCTPYKLIito A/1s
TabneTtok y 6nicrepi; KOHTponb N3: MeAUYHOro 3acToCyBaHHA NiKapCbKoro 3acoby y
no 5 6nictepiB y XIHOIH 3aBos po3ain «YMoBM 36epiraHHs» 3 BigNoBiZHNMM
KapTOHHiA Kopoo6Li $papmaueBTUYHUX Ta 3MiHaMW Y TEKCTi MapKyBaHHS YNakoBKu
XimiyHunx MpoaykTis nikapcbKoro 3acoby. BeeAeHHsA 3MiH NpOTArom
Mpaisit Ko. N14,, 6-TV MicALiB NiCNSA 3aTBEPIKEHHS.
MignpuemcTteo Ne3
(NignpvemcTso B
YaHikBenbAp), YropLimHa
MiKpoG6ionoriyHuniA
KoHTponb MN3: EYPOATI
XaHrepi /1T4., YropwmHa
117. | MANIbTO®EP | kpanni opanbHi, 50 Bidhop LLiBeiiuapi BupobHMLTBO LLiBeiiuapis/ BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3a He UA/5869/03/01
® mr/mn; no 30 mny (IHTepHeLwHn) a Hepo3sdacoBaHoi MopTyranis 3MiHM | TRy - AOMIHICTPaTUBHI 3MiHU. 3MiHa peyenmom | nionsi2ae
chnakoHi, no 1 IHK. NpPOAYKL,i, KOHTPO/b HalilmeHyBaHHs Ta/abo agpecy Micus

donakoHy B
KapTOHHI/ Kopoo6Li

AKOCTi, NepBMHHA Ta
BTOPUHHA ynaKoBKa:
KopaeH ®apma dpibyp
CA, Weeliyapis
BMPOGHMLITBO
Hepo3dacoBaHol
NPOAYKLT, KOHTPO/1b
AKOCTI, NepBMNHHA Ta
BTOPWHHA ynakoBKa:
16epdhap IHaycTpis
dapmaueyTika C.A.,
MopTyranis
KOHTpOsb SIKOCTI, [03BiN
Ha BUMYCK cepii:
Bidpop (IHTepHewwHN) IHK.,
LLiBeiiapis

NpoBaPKEHHSA AiS/IbHOCTI BUpOOHUKa/imnopTepa
rOTOBOrO NiKapCbKOro 3acoby, BKIUa4n
AinbHULI BUNYCKY cepii abo MicLie NpoBeAeHHs
KOHTPOJO SKOCTI. (AisS/IbHICTb, 3a 5Ky BiAnosifae
BMPOGHUK/IMNIOPTEP, HE BK/THOYAKOUN BUMYCK
cepiii) - 3miHa HaliMeHyBaHHS1 BPOGHMKa
Bi4NOBIAA/ILHOIO 3a BUPOGHULITBO
Hepo3acoBaHoOi NPOAYKLi, KOHTPOSIb SKOCTI,
nepBUHHA Ta BTOPVHHA ynakoska 3 Bichop C.A.,
Lseiuapis/ Vifor S.A., Switzerland Ha KopaeH
dapma Ppibyp CA, Lseinuapis /Corden Pharma
Fribourg SA, Switzerland , 6e3 3miHy Micus
BMPO6HMLTBA. BBEAEHHA 3MiH NpoTArom 6
MicALiB MicnsA 3aTBEPKEHHS; 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo aapecu MicLa NPoBaMKEHHS AisANbHOCTI
BMPOGHMKA (BK/IHOYAOUM, 38 HEOOXIAHOCTI, MicLe
NpoBefleHHS KOHTPOJT AKOCTI), ab0 BnacHuka
MacTep-chaiina Ha A®l, abo nocTavanbHMKa
Adl/BnxigHoro maTepiasy/peareHTy/npoMiXXHOro
NPOAYKTY, L0 3aCTOCOBYOTbCA Y BUPOOHULITBI
A®I (SKLLO 3a3HAYEHO Y JOCLE Ha NiKapCbKUiA
3acib) 3a BigcyTHOCTI cepTudiikaTa BignoBiAHOCTI
€Bponelicbkiin hapmakonei y 3aTBepaKeHOMY
[ocbe, abo BUPOOHMKA HOBOT AOMOMDKHOT
PEYOBMHM (SIKLLIO 3a3HAYEHO Y A0CHE) - 3MiHa
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

HaliMeHyBaHHs1 nocTadYasibHUKa BUXIAHOIO
MaTepiany posuuHy 3anisa (l11) xnopuay, 12%
(m/m) Fe 3 Tessenderlo (Schweiz)AG Ha
Kuhlmann Switzerland AG, 6e3 3MiH1 micus
BUPOOGHMLTBA, 3 BHECEHHSM BifNOBIAHOI 3MiHN
fo nigpo3giny 3.2.5.2.3.1. KoHTpob
marepianis. 3atBepmxeHo: Tessenderlo
(Schweiz)AG Ostzelg 340 CH-5332 Rekingen;
3anponoHoBaHo: Kuhlmann Switzerland AG
Ostzelg 340 CH-5332 Rekingen. BBefeHHs1 3MiH
NPOTArom 6 MicALiB Micna 3aTBepKeHHs. 3MiHU
| TNy - AOMIHICTPaTMBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaXEHHS AiSNbHOCTI BUPOOHMKaA
(BKKOUAOUM, 3a HEOOXiAHOCTI, Micue
NpOBeLeHHSI KOHTPOJTI0 AKOCTI), ab0 BlacHuka
MacTep-chaiina Ha A®l, abo nocTavanbHMKa
Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y BUPOOHULTBI
A®I (AKLLO 3a3HAYEHO Y OCbE Ha NiKapCbKuii
3acib) 3a BigCyTHOCTI cepTuddikaTa BignoBiAHOCTI
€Bponelicbkiin hapmakonei y 3aTBepAKeHOMY
[ocbe, abo BUPOOGHMKA HOBOT AOMOMIKHOT
PEYOBUHM (AKLLIO 3a3HAYEHO Y A0CHE) - 3MiHa
HaliMeHyBaHHS Ta afpecu MicLA NPOBaKEHHS
LifNbHOCTI (KOpUryBaHHs iHOEKCY)
nocTavyanbHviKa BUXIAHOTO MaTepiasny po3unHy
3aniza (lll) xnopuay, 12% (m/m) Fe, 6€3 3MiHU
Micus BUPOBHMLTBA, 3 BHECEHHAM 3MiH [0
nigpo3ainy 3.2.S.2.3.1. KoHTponb matepianis.
3arBeppkeHo: Akzo Nobel Base Chemicals
GmbH Hauptstrasse 47 D-49462 Ibbenburen.
3anponoHoBaHo:

Nobian GmbH Hauptstrasse 47 D-49479
Ibbenburen. BBefeHHA 3MiH NPOTArom 6 MicsiLis
nicnsa 3aTBepmKeHHs. 3MiHu | Tuny - 3miHun 3
akocTi. A®l. KoHTponb A®L. 3miHa y meTogax
BMNpobyBaHHA A®l abo BUXigHOTO
marepiany/npoMiKHOro NPoayKTy/peareHTy, Lo
BMKOPVCTOBYETLCA Y NpoLeci BUpobHuuTBa AdI
(He3HauHi 3MiHKN y 3aTBEpPXXEHNX MeToax
BMNPOBYBaHHSA) - BHECEHHA HE3HAYHWUX 3MiH [0
MeTOoZiB BUMPOOYBaHHS Ait040i peyoBUHU 3asi3a
(1) rippokemay noniMasbTo3aty, a came
OHOBJ/IEHHSI QHAUTITUYHOTO MeToAy ifAeHTUdiKaLii
nonimasbTo3u (TLC) (Akuii BKIOYaE TECTYBaHHS
[OEKCTPUHY Ta AeKCTpaHy), BHACNIAOK BUNYyHYEHHA
cTaHAapTy gekctpaHy (Dextran T 2000), 6e3
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

3MiHW MeTogy. BBefeHHsA 3MiH npoTarom 6
MicAILiB MicNs 3aTBEPKEHHS; 3MiHM | Tvny -
3MiHK 3 siKkocTi. FoToBWMIA Nikapcbkuii 3aci6.
CucTeMa KoHTelHep/3aKynopioBasibHUIA 3aci6.
3MiHa po3Mipy ynakoBKv roTOBOro NikapcbKoro
3ac06y (BUyYEHHS YNakoBKM MEBHOTO PO3MIpY)
- BunyueHHsa ynakosku no 10 My KOHTeliHepi
(Ty6i) 3 KpanenbHULEH, Y KAPTOHHIN Kopo6Li 3
BIANOBIAHMMY 3MiHamMK 40 po3giny “Ynakoska”
MK$A N13. 3MiH1 BHECEHO B iHCTPYKLil0 AnA
MeAMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y
po3ain «Ynakoeka» 3 BifnoBigHAMN 3MiHAMW Y
TEKCTi MapKyBaHHS YNakoBKV NiKapCbKoro
3aco6y (BUyYEHHS ynakoBku 10 Mn y
KOHTelHepi (Ty6i) 3 KpanenbHULE; KOHTEHEpY
(Ty6i) B KApPTOHHI kOpo6Lj). BBEAEHHS 3MiH
NPOTArom 6-Tv MiCAILiB MiCNs 3aTBEPOKEHHS;
3MiHu | TMNY - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHWii 3aci6. 3MiHa
PO3Mipy ynakoBKy roTOBOrO JliKapCbKOro 3acoby
(BUTyYEHHS yNakoBKy NEBHOr0 po3Mipy) -
BunyueHHsi ynakoBku no 30 M1y KOHTeliHepi
(Ty6i) 3 KpanenbHWLEl, Y KAPTOHHIN KopobL, 3
BiANOBIAHMMYM 3MiHaMK 40 po3giny “Ynakoska”
MKSA N13. 3MiHV BHECEHO B IHCTPYKLi0 ANA
MeAUYHOro 3acToCyBaHHA NiKapCbKoro 3acoby y
po34in «YnakoBka» 3 BigMoBigHAMU 3MiHaAMK Y
TEKCTi MapKyBaHHS YNakoBKV NikapCbKoro
3acoby (BWydeHHs ynakoBku 30 My
KOHTeliHepi (Ty6i) 3 kpanenbHULEL; KOHTENHepy
(Ty6i) B KAPTOHHI KOpo6Lyj).
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUIB nicnsa
3aTBEPMKEHHS; 3MiHM | TMNy - 3MiHW 3 AKOCTI.
[oTOBMIA NikapcbkuMii 3aci6. Cuctema
KOHTeliHep/3akyrnoptoBasibHWiA 3aci6. 3MiHa
pO3Mipy yNnakoBKy rOTOBOrO JlikapCbKoro 3acoby
(BUNYyYEHHA yNakoBKX NEBHOr0 Po3Mipy) -
BunyyeHHs ynakosku no 10 mn 'y dpnakoni no 1
dh/1akoHy Y KapTOHHIl KOpoo6Li 3 BiANOBIAHUMY
3MiHamu [0 po3giny “Ynakoska” MKA 13. 3MiHu
BHECEHO B iHCTPYKLiO 4718 MEANYHOro
3aCTOCYBaHHSA NiKapCbKoro 3acoby y po3ain
«YnakoBKa» 3 BiAMNOBIAHUMW 3MiHAMMW Y TEKCTI
MapKyBaHHS yMakoBKM NiKapCbKoro 3acoby
(BunyyeHHs ynakosku 10 mn y donakoHi; no 1
(h/1aKOHY B KapTOHHIi kopobLi). BBeAeHHS 3MiH
npoTArom 6-Tn MiCALIB NiCNA 3aTBEPMKEHHS;
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
3miHu | TMny - 3miHn WwWoao
6e3nekn/edheKTMBHOCTI Ta thapmakoHarnsagy
(iHLWi 3MiHKW) - 3MiH BHECEHO [0 TEKCTY
MapKyBaHHS NEePBMHHOT YNakoBKN iKapCbKOro
3acoby B n. 3. kHOMEP CEPI| JIKAPCbKOIrO
3ACOBY», n. 4. «AATA 3AKIHUEHHA
TEPMIHY MPUOATHOCTI», n. 6. «IHWE» Ta ao
TEKCTY MapKyBaHHA BTOPUHHOT YrnakoBku B M. 16.
«IHPOPMALIA, AKA HAHOCUTBCHA
LUPNOGTOM BPAANS», N. 17. «IHLIE>.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuis nicns
3aTBEPKEHHS.
118. | ME/IOCCO Tabnetku no 15 mr; TOB HB® YkpaiHa TOB HB® «MIKPOXIM», YkpaiHa BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasiis: 3a He UA/18276/01/02
no 10 TabneTtok y "MIKPOXIM" YkpaiHa 3MiHu | TUNYy - 3MiHKU Woao peyenmom | niossieae
6nicTepi; no 2 (topugnyHa agpeca 6e3nekn/edpeKkTBHOCTI Ta hapmakoHariagy.
6nictepun y nauui 3 BMPOGHMKA; 3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
KapToHy; no 20 BiANOBiAabHMI 3a 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
TabneTtok y 6aHLi; BUPOBHMLTBO Ta MeAUYHOro 3aCToCyBaHHA Ha nigcTaBi
no 1 6aHui y nayui 3 KOHTPO/b/BMNPOGYBaHHS perynspHO OHOBJ/THOBAHOrO 3BIiTY 3 6e3neku
KapToHy cepii, BKoYaoum BUNycK nikapcbKoro 3acoby, abo gocnimpkeHsb 3 6e3neku
cepii; BignosiganbHNi 3a 3aCTOCyBaHHS NikapcbKoro 3acoby B
BWMNYCK Cepii, He nicnspeecTpauiiinii nepiog, abo sk pesynbtart
BKJ/IHOYa0UU OL|iHKM 3BITY 3 AOCNIAKEHb, NPOBEAEHUX
KOHTPO/b/BMNPOGYBaHHS BIAMOBIAHO 40 NnaHy negiaTpuyuHnNX SOCiLKEeHb
cepii) (PIP) (3MiHy y3rogkeHo 3 KOMNeTEeHTHUM
YNOBHOB&XXEHUM OpraHoM) - 3MiHW BHECEHO [0
IHCTPYKLi 415 MeAUUYHOro 3acToCyBaHHS
nikapcbKoro 3acoby y po3ginu "OcobnnBocTi
3acTocyBaHHsA", "Mo6iuHi peakuii" BiANOBIAHO A0
OHOB/IEHOT iHd)opMaLiii 3 6e3nekn gitoyoi
peyoBMHW. BBeAEHHA 3MiH MPOTAroM 6-Tu
MicAILiB Micns 3aTBepPIKEHHS
119. | MESIOCCO Tabnetku no 7,5 mr; TOB HB® YkpaiHa TOB HB® «MIKPOXIM», Ykpaina BHECEHHS 3MiH 4,0 peecTpavliiHnx maTtepiaiis: 3a He UA/18276/01/01
no 10 TabneTok y "MIKPOXIM" YkpaiHa 3MiHu | TUNy - 3MiHKU Woao peyenmom | niosisieae
6nicTepi; no 2 (topugnyHa agpeca 6e3nekun/edekTVBHOCTI Ta hapMmakoHariagy.
6nictepm y nauui 3 BMPOGHMKA,; 3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro

KapToHy; no 20
Tabnetok y 6aHLi;
no 1 6aHuji y nauui 3
KapToHy

BiANoBiAabHWIA 32
BUPOGHMLTBO Ta
KOHTPO/Nb/BMNPOGYBaHHSA
cepii, BKoYaum BUNycK
cepii; BignoeiganbHMii 3a
BWMNYCK Cepii, He
BK/IOYA0UM
KOHTPOb/BMNPOGYBaHHSA
cepii)

3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acTOCYBaHHA Ha NiacTasi
perynisipHoO OHOBJTOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimxkeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnapeecTpayiinnii nepiog, abo sk pesynbtat
OL|iHKM 3BITY 3 AOC/IAKEHb, NPOBEAEHNX
BIAMNOBIAHO A0 NNaHy negiaTpuyHUX AOCNiLKeHb
(PIP) (3mMiHy y3roikeHo 3 KOMNeTEHTHUM
YNOBHOB&XXEHUM OpraHom) - 3MiH1 BHECEHO A0
HCTPYKLi AN MeAMYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby y po3gisin "OcobansocTi
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
3actocyBaHHs", "lNo6iyHI peakuii” BiANOBIAHO A0
OHOBNEHOT iHhopMmaL,i 3 6e3neku aitoyol
peyoBuHW. BBEAEHHA 3MiH NPOTArOM 6-Tn
MicsILiB Micnsi 3aTBEpPAKEHHSI
120. | MENIOCCO PO3YUH O151 iH'EKLLNA, TOB HB® YkpaiHa TOB HB® «MIKPOXIM», Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3a He UA/19320/01/01
15 mr/1,5 mn; no 1,5 «MIKPOXIM» YkpaiHa 3MiHK | TUNYy - 3MiHK Woao peyenmom | nionsieae
M B amnysii; no 5 (nabopaTopis dizuko- 6e3nekn/edeKTUBHOCTI Ta hapMmakoHarnsgy.
amnyn y 6nictepiy XiMiYHOrO aHanisy Ta 3MiHa Y KOpPOTKiil XapaKTepuCTuLi NiKapcbKoro
nauuj 3 KapToHy KOHTPO/I0 BUPOBGHNLTBA; 3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
nabopartopis 6ionoriyHoro MeJMNYHOro 3acTOCyBaHHS Ha MigcTasi
aHanisy; BUpobHMYa perynisipHoO OHOBJIKOBAHOTO 3BITY 3 6e3neku
AiNbHULS; BiANOBIgaIbHWIA nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3a BUMyCK cepii, He 3acTOCyBaHHSA Nikapcbkoro 3acoby B
BKJ/IHOYa0UU nicnsipeecTpauiiiuii nepiog, abo sik pesynbtart
KOHTPONb/BMNPOGYBaHHSA OLiHKM 3BITY 3 AOC/iKEHb, NPOBEAEHNX
cepii) BiANOBIAHO [0 MiaHy nejiaTpUyHUX JOCAiAKEHb
(PIP) (3MiHY y3rompKeHo 3 KOMNETEHTHUM
YMOBHOB&XEHVNM OpraHom) - 3MiHN BHECEHO A0
IHCTPYKLT AN MeAUYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby y po3ginun "OcobnmnsocTi
3actocyBaHHs", "lNo6iyHI peakuii" BiANOBIAHO A0
OHOBJIEHOT iHdhopMaLii 3 6e3neku gitoyol
peyoBMHW. BBeAEHHA 3MiH NPOTAroM 6-Tu
MiCALIB MiC/1A 3aTBEPKEHHS
121. | METUNYPAL, | masb, no 151 a6o 30 MpAT YkpaiHa MpAT "dapmaneBTUYHa Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 6e3 UA/1750/01/01
nmns ry Ty6i; no 1 Ty6i B "papmaueBTu ipma "OapHuua” 3MiHu | TUnYy - 3MiHK 3 aKocTi. A®Il. KOoHTposb peuenma
MIPAMICTUH | nauui yHa chipma A®I|. 3miHa y napameTpax cneyudpikauin Ta/abo
oM "OapHuus” LONyCTUMMUX MEX, BU3HAUYEHUX Y crieuundikaLisax

Ha A®I, a6o BMXigHWIA/NPOMIKHWIA
npoAyKT/pearexT, L0 BUKOPUCTOBYIOTLCA Y
npoueci BupobHuuTea A®I (iHWi 3MiHK)
CynyTHS 3MiHa - 3MiHK 3 skocTi. APl KOHTposb
A®l. 3miHa y meTogax BunpobysaHHs A®| abo
BUXiZAHOro MaTepiany/npomikHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuutea APl (He3HauHi 3MiHW y
3aTBEPMKEHNX MeToAax BUNPOGYBaHHS)
3MiHM y n. 3.2.P.4.1. Cneuudikauisa Ta 3.2.P.4.2.
AHaniTuuHi metoauku ans Ad| 6-meTunypauun,
a came NokasHWMK «PO34YMHHICTb>» BiAMNOBIAHO 40
BumMor AdY 1.4 «MoHorpadii» Ta 3arasibHol
MoHorpadii «Cy6cTaHuis ans
chapmaLeBTUYHOIO 3aCTOCYBaHHA», Mae
pekoMeHAaLiliHMi XxapakTep, Ha Ui niacTasi,
BMMOTY [0 PO3YMHHOCTI CyO6CTaHL,ii nepeHeceHo
[0 3ara/ibHYX BNacTMBOCTEA.
3MiHu | TUnYy - 3MiHK 3 aKocTi. A®Il. KOHTposb
A®I. 3miHa y napameTpax cneuudikauiii Ta/abo
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
[ONYCTUMKX MEX, BUSHAYEHMX y crieumdikalisax
Ha A®I, a6o BMXigHWA/NPOMIKHWIA
NpoAYKT/peareHT, Lo BUKOPUCTOBYHOTHLCS Y
npoueci BupobHuutea A®| (4ONOBHEHHS

cneumaikaLii HOBUM NOKa3HUKOM AKOCTI Ta
BiANOBIAHUM METOA0M BUNPOBYBaHHSA) 3MiHW Y
n. 3.2.P.4.1. Cneumndikauis ta 3.2.P.4.2.
AHaniTMYHi MeToauKKM, a came: 4151 KOHTPOSIO
A®| 6-meTunypaunn cpipmmn PharmaZzell (India)
Private Limited, India BHeceHo TecT «3annLLKOBI
PO3YMHHVIKWY, HOPMYBaHHS BifNOBIAHO A0 BUMOT
ICH Q3C Ta cneuudikauii BUpo6bHMKa. 3MiHu |
Tuny - 3MiHK 3 sKocTi. CepTudikar
BignosigHocTI/IE-cepTudikat BignosigHoCTI
€Bponeiicbkili hapmakonei/MoHorpadii. 3miHu,
noB'sA3aHi 3 HEOOXIAHICTIO MPYBEAEHHS Y
BigNOBIAHICTb A0 MOHOrpadii 4PY a6o
€Bponelicbkoi hapmakonei, abo iHLwof
HaujioHanbHOI dhapmakonei gepxasu €C (iHLi
3MiHM) 3MiHK y n. 3.2.P.4.1. Cneuucpikauis Ta
3.2.P.4.2. AHaniTMuHi MeTOaMKN, a came:
3a3HayeHo BMMOry cneuudikauii Ta aHaniTuyHi
MeTOAMKN Ha AOMOMKHY PeqyoBKHY nosokcamep
BiAnNoBigHO Ao € «Poloxamers», 3
ypaxyBaHHAM Ailounx BUMOT | pekoMeH auii
€sponelicbkoi ®apmakonei Ta APY. 3MiHu |
TUny - 3MiHW 3 SIKOCTi. FTOTOBMIA NikapcbKuii
3aci6. 3MiHM y BUpO6bHULTBI. 3MiHa po3mipy cepii
(BKKOYAKOUM diana3oH po3Mipy cepii) roToBoro
nikapcbKoro 3acoby (3mMeHLweHHs 1o 10 pasis)
[0 po3ainy peecTtpauiiHoro gocke 11B BHOCKMTbCA
[oJaTKoBuiA 40 3aTBEPAKEHOrO Po3Mipy cepii, a
came 3MeHLIeHuli 06'eM cepii roToBOro
nikapcbkoro 3acoby (400 kr) Ta pefakuiiHi
YTOUYHEHHS, B TOMY YMC/i NPUBEAEHHS A0
thopmaty CTD ykpaiHCbkO MOBOK. 3MiHu I
MRy - 3miHK 3 skocTi. A®I. BupobHuuTteo. 3miHa
BUPOGHMKA BUXIAHOTO/MPOMIXHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYHOTLCS Y
BMPO6HMYOMY npoteci AdDl, abo 3miHa
BMPOGHMKa (BK/IOUaouun, Ae HeobxigHo, Micue
NpoBefeHHs1 KOHTPO/0 skocTi) APl (3a
BiICYTHOCTI cepTudpikaTta BiAMoBIgHOCTI
€Bponeliicbkiin hapmakonei y 3aTBepaXeHOMY
[0Cbe)(BBEAEHHS HOBOrO BUPOGHMKa AdI 3
HagaHHAM macTep-ghaiina Ha API)

BBEJEHHs HOBOro BMpo6Huka A®l Pharmazell

(India) Private Limited, India 3 HagaHHAM
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o

122.

macTep-oaiina Ha Ad| 6-meTuypauun Ha
3aMiHy TOB «®apmxiM», YKpaiHa (4004YMLLEHHS,
CYLUIHHA, NakyBaHHs, BUMYycK cepii); High Hope
Int'l Group Jiangsu Medicines & Health Products
Imp. & Exp. Corp. Ltd., Kutaii (BUroToBNEHHS
TEXHIYHOTO NPOAYKTY). AK Hacnifok «TepmiH
npuaaTHOCTI — 3 POKW» 3aMiHEHO Ha «TepMiH
NepeKoHTPOsI — 3 poku». 3MiHU Il Tuny - 3MiHK
3 AIKOCTi. FOTOBMIA Nnikapcbkuii 3aci6. Onuc Ta
cknag. 3miHa y cknagi (4ONOMiKHUX peyoBUHaX)
rOTOBOrO JlikapCbKOro 3aco0y (iHLLi AOMOMiXHi
peyoBuHM) - AKICHI @60 KiNIbKiCHI 3MiHU W00
ofHiel abo AekiNbKoX AONOMDKHUX PEYOBWH, AKi
MOXYTb 3HA4YHO BMMHYTU Ha 6e3neky, AKiCTb
a60 e(heKTMBHICTb FOTOBOrO NiKapCbKoro 3acoby
- BHECEHHSA 3MiH A0 po3ainy «Cknafg», a came:
3aMiHeHO [ONOMIKHY peYoBUHY nonokcamep
(npokcaHon 268) Ha AONOMDKHY PeYOBUHY
nonokcamep (nonokcavep 338), BUPO6HUKaA
BASF, Hime4yurHa; 3anpornoHOBaHO He3HauHe
KifIbKICHE KOpUryBaHHS 3a paxyHOK A0MOMKHOI
peyoBMHM (BOJA OYNLLEHA), L0 CTAHOBUTL
OCHOBHY YaCTWHY Cknagy roToBOro /likapCbKoro
3aco6y. 3MiHU He BNMBaIOTb Ha 6e3neky, AKiCTb
Ta eDEKTVBHICTb TOTOBOIO J1iKAPCLKOro 3aco0y.

nocsBi0OYeHHs

METOTPEKC
AT "EBEBE"

Tabnetku no 5 mr,
no 10 TabneTtok y
6nictepi, no 2 abo 5
6nictepiB y
KapTOHHI/ KopoobLi

EBEBE
dapma
fec.m.6.X.
Hdpr. Kl

ABCTpist

BUNYCK cepi:

EBEBE ®apwma Nec.m.6.X.

Hdpr. K, ABcTpis
BUNYCK cepil:
Cantotac dapma 'm6X,
HimeyunHa
BUPOGHMLTBO in bulk,
yNakoBKa, TECTYBaHHS:
Faynt ®apma Amaper
M6X, HimeuunHa

ABcTpisi/
HimeuunHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis:
3MiHn | TMRY - 3MiHK 3 SKoCTi. FoToBUIA
nikapcbknii 3aci6. KOHTponb rotoBoro

nikapcbkoro 3acoby. 3MiHa napameTpis
cneuudikauin Ta/abo fonyCTUMNX MEX rOTOBOrO

NiKapcbKoro 3acoby (BMyYEHHS HE3HAYHOro

nokasHuka (Hanpvknag 3actapinoro NokasHuka,

Takoro Sk 3anax Ta cmak, abo igeHTudikauis

6GapBHUKIB UM CMaKOBMX 406aBOK)) BUAAIEHHS

TecTy "TBepaicTb" i3 cnevumdikayii Bunycky cepir.

BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPKEHHS. 3MiHU | TUny - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTPOsIb FOTOBOMO

nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikaLiin Ta/abo foNyCTUMNX MEX rOTOBOrO

NiKapcbKoro 3acoby (BUIYyYEHHS HE3HAYHOTO

nokasHuka (Hanpvikiag 3actapisnoro NnokasHuka,

Takoro sk 3anax Ta cmak, abo ineHTudikavis
6apBHUKIB YN CMaKoBMX A06aBOK)) BUAAIEHHS

TecTy "TBepaicTb" i3 cneundikaii TepmiHy

npuAAaTHOCTI. BBEAEHHSA 3MiH MPOTAroM 6-Tu

MicsILLiB NiCNs 3aTBEPAKEHHS.

3a
peyenmom

UA/0513/01/02
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
123. | METOTPEKC | Tabnetku no 10 wr, EBEBE ABcTpist BWMNYCK Cepil: AscTpisi/ BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasiis: 3a UA/0513/01/03
AT "EBEBE" no 10 TabneTtok y Papma EBEBE ®apma lec.m.6.X. HimeyunHa 3MiHu | TMNY - 3MiHK 3 SKOCTi. FoTOBUIA peyenmom
6nictepi, no 1 a6o 5 lec.m.6.X. Hdor. K, ABcTpis nikapcbkuii 3aci6. KOHTponb rotToBoro
6nictepiB y Hdpr. KI BWMNYCK Cepil: nikapcbkoro 3acoby. 3miHa napameTpis
KapTOHHiA Kopoo6Li Cantotac ®apma 'mM6X, cneuudikauin Ta/abo foNyCTUMNX MEX FOTOBOIO
HimeuunHa niKapcbKoro 3acoby (BUyYeHHSI HE3HAYHOro
BMPOGHMLTBO in bulk, nokasHuka (Harmpvknag 3acTtapifioro rnokasHuka,
ynaKoBKa, TeCTyBaHHS: Takoro sk 3anax Ta cMmak, abo igeHTudikais
FaynT ®apma Amaper 6apBHUKIB YN CMaKoBMX 406aBOK)) BUAAIEHHS
v6X, HimeyunHa TecTy "TBepaicTb" i3 cneundikauii BUNycky cepii.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUIB nicns
3aTBEPMKEHHS. 3MiHM | TMNy - 3MiHW 3 AKOCTI.
[OTOBWIA NikapcbkuMii 3aci6. KOHTposib roTOBOro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo foNyCTUMNX MEX rOTOBOrO
niKkapcbKoro 3acoby (BUyYeHHSI He3HaYHOro
nokasHuka (Hanpvknag 3actapifioro nokasHuka,
Takoro Sk 3anax Ta cMak, abo igeHTudikauis
6apBHYKIB YN CMaKoBUX 406aBOK)) BUAAIEHHSA
TecTy "TBepaicTb" i3 cneundikauii TepmiHy
NpVAATHOCTI. BBEAEHHSA 3MiH MPOTAroM 6-Tu
MiCALB Nic/1a 3aTBEPAXEHHS.
124. | METOTPEKC | Tabnetku no 2,5 wmr, EBEBE AscTpist BWMNYCK cepil: AscTpis/ BHECEHHS 3MiH 40 peecTpaLiitHux maTepiasis: 3a UA/0513/01/01
AT "EBEBE" no 10 TabneTok y dapma EBEBE ®apma 'ec.m.6.X. HimeuyunHa 3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA peyenmom
6nictepi; no 5 abo [ec.m.6.X. Hdor. K, ABcTpis nikapcbkuii 3aci6. KOHTpOb roToBOro
10 6nicTepiB y Hdor. KI BWMNYCK cepil: nikapcbkoro 3acoby. 3miHa napameTpis
KapTOHHIA KopooLi Cantotac dapma MmbX, cneuudikauin Ta/abo [ONyCTUMNX MEX rOTOBOrO
HimeyunHa niKkapcbKoro 3acoby (BU1yYeHHsI HE3HAYHOro
BUPO6HMLTBO in bulk, nokasHvka (Hanpvknag 3acTapisioro nokasHuka,
yMakoBKa, TECTYBaHHS: Takoro Sk 3anax Ta cMak, abo igeHTudikauis
FaynT ®apma Amaper 6apBHYKIB YN CMaKoBUX 406aBOK)) BUAAIEHHS
v6X, HimeyunHa TecTy "TBepaicTb" i3 cneumdikauii BUNycky cepii.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicns
3aTBEPMAKEHHS. 3MiHM | TMny - 3MiHM 3 SIKOCTI.
["oTOBWIA Nikapcbkmii 3aci6. KOHTpob roToBOro
nikapcbkoro 3acoby. 3MiHa napameTpis
cneuudikauin Ta/abo fonycTUMNX MEX rOTOBOrO
NikapcbKoro 3acoby (BMy4eHHS HE3HAYHOro
nokasHuka (Hanpvknag 3actapinoro NokasHuka,
Takoro Sk 3anax Ta cmak, abo igeHTudikauis
6GapBHUKIB UM CMaKOBMX A06aBOK)) BUAAIEHHS
TecTy "TBepaicTb" i3 cneundikaLii TepMiHy
npugaTHocTi. BBeAeHHS 3MiH NpoTArom 6-T
MicALB Nic/1A 3aTBEPAKEHHS.
125. | MIKA®YHIIH- | nopoluok ans TOB «TeBa YkpaiHa AkTasic ItTani C.n.A. ITania BHECEHHS 3MiH [0 peecTpaLjiitHux maTepiasis: 3a UA/18945/01/01
TEBA PO34MHY 4118 YKpaiHa» 3MiHu | TMNy - 3MiHK Woa0 peyenmom




99

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
iHcpysin, 50 mr no 1 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
donakoHy y BHeceHHs abo 3miHa(1) A0 3060B's13aHb Ta yMOB
KapTOHHiiA KOpo6Li BuAavi peecTpauiliHoro noceig4yeHHs,
BK/tOYatouun MnaH ynpaeniHHA py3nkamu (iHwi
3MiHW) 3aABHNKOM HafaHo OHOBMEHWI MnaH
ynpasiHHA pu3nkamu Bepcis 2.1 3MiHW BHECEHO
[0 vacTuH: | «3aranbHa iHdopmauis», |l
«Cneuuaikauin 3 6e3nekn», CVIII «Pestome
npo6nem 6e3nekn», Il «MnaH 3
thapmakoHarnagy», V «3axogu 3 MiHimisauii
pusukiB», VI «Pe3tome nnaHy ynpasniHHA
pusnkamu», VIl «logatkun» y 38’a3Ky 3
NPOBELEHOI0 OLHKOK ed)eKTUBHOCTI
[04aTKOBUX 3ac06iB MiHiMi3aL,i pu3ukiB
126. | MIKA®YHIIH- | nopoLok ans TOB «TeBa YkpaiHa AkTasic ItTani C.n.A. ITanis BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiasis: 3a UA/18945/01/02
TEBA pPO3UmnHYy Ansa YkpaiHa» 3miHu | TMny - 3MiHK WwWoao peyenmom
iHcpysiiA, 100 mr no 1 6e3nekun/edekTVBHOCTI Ta thapMakoHariagy.
hnakoHy y BHeceHHs abo 3miHa(1) Ao 3060B'3aHb Ta yMOB
KapTOHHIA KopooLi BMAAui peecTpav,iliHoro noceigyeHHs,
BKtOYatoun MNnaH ynpasniHHA pusnkamu (iHLWi
3MiHM) 3as5BHMKOM HaJaHO OHOB/EHWIA MnaH
yNpaB/iHHA pu3nkamu Bepcis 2.1 3MiHWM BHECEHO
[0 YacTuH: | «3aranbHa iHchopmais», 1l
«Cneuwdikauis 3 6e3nekn», CVIII «Peslome
npob6niem 6esnekn», Il «MnaH 3
hapmakoHarnagy», V «3axoau 3 MiHimisauii
pu3nkie», VI «Pe3stome nnaHy ynpasniHHA
pusnkamu», VI «loaatku» y 3B’a3Ky 3
NpoBeAEeHOI0 OLLIHKOK e(peKTUBHOCTI
[04aTKOBMX 3ac06iB MiHiMi3aL, i pu3vkis
127. | MIJ1II HOCIK Kpanni opasbHi 3 Mini Xenckepe Benvka 'pakype PapmacbloTikasic IHais BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasiis: 6e3 niosnsieae UA/0567/01/01
(PPYKTOBUM CMAKOM Nimitepq BpuTaHis nTa 3MiHK | TUNY - AOMIHICTpaTMBHI 3MiHW. 3MiHa peuenma
nol1l5mny HaliMeHyBaHHs Ta/abo agpecy 3asBHVKa
CKNAHOMY (p/1aKOHi; (BnacHviKa peecTpauiiiHoro noceig4YeHHs). 3miHa
no 1 donakoHy 3 afipecy 3asBHUKa (B/1acHMKa peecTpaviiHoro
rpagyioBaHo noceigyYeHHs). 3MiHN BHECEHI Y po3gin
nineTkow B "Micue3HaxomKeHHs 3adBHMKA" B IHCTPYKLiO
KapTOHHIl ynakoBLi 0N MeAUYHOr0 3aCTOCYBaHHS NikapCbKoro
3aco0by y 3B'A3KY 3i 3MiHOKO afpecu 3asiBHUKA.
BBefeHHA 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPAKEHHS
128. | MINICTAH TabneTkn, BKPUTI Mini Xenckepe Benvka Menpo ®apmacbloTukanc IHgis BHECEHHS 3MiH 40 peecTpavyiiHnx maTtepiaiis: 6e3 nionsieae UA/2435/02/01
BI4 KALWMKO 060n10HKot0 no 10 Nimitepn BpuTaHis Mpisart fNimiTes 3MiHK | TUNY - AOMIHICTpaTUBHI 3MiHW. 3MiHa peyenma

Tabnetok y 6nictepi;
no 2 6nictepny
KapTOHHIA KOopooLi

HaliMeHyBaHHA Ta/abo afpecy 3asiBHMKA
(BnacHvKa peecTpauiiiHOro NocBig4YeHHs). 3mMiHa
afpecy 3asiBHVKa (BnacHWKa peecTpauiiHoro
noceifAYeHHs). 3MiHN BHECEHI Y po3fin
"Micue3HaxomKeHHs 3asBHMKA" B IHCTPYKL,iO
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
O719 MeANYHOI0 3aCTOCYBaHHS NikapCbKoro
3aco0by Yy 3B'A3KY 3i 3MiHOKO agpecu 3asiBHUKA.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicnsa
3aTBEPAKEHHS.
129. | MOBAJIC® Tabnetku no 7,5 mr; BepiHrep HimeuuunH BUPOGHMLTBO, NEPBUHHE HimeuunHa/ BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3a He UA/2683/02/01
no 10 tabneTok; no IHrenbxaim a Ta BTOPVHHE NakKyBaHHS, Ipeuis 3MiHn | TMRY - 3MiHK 3 SKOCTi. FoToBUIA peyenmom | nionsi2ae
2 6nictepu B IHTepHeLwH KOHTPO/Ib AKOCTi (BK/TIOYHO nikapcbknii 3aci6. KOHTponb rotoBoro
KapTOHHIA KOopoo6Li 6X 3 NOKa3HNKOM nikapcbkoro 3acoby. 3MiHa napameTpis

MikpobiosioriyHa uncToTa)
npvi BUMYCKy Ta NPOTATOM
TepMiHy NpuaaTHoCTI,
BWMNYCK cepil:
BepiHrep IHrenbxaiim
dapma 'm6X i Ko. KI,
HimeuunHa
BUPOBHNLITBO, NEPBUHHE
Ta BTOPVHHE NakKyBaHHS,
KOHTPO/Ib SKOCTI (3a
BUK/TIOYEHHAM NOKa3HUKa
Mikpob6ionoriyHa uncroTa)
npy BUMYCKy Ta NPOTATOM
TepMiHy NpUAATHOCTI,
BUNYCK cepil:
Bepinrep IHrenbxaim
Xennac CuHrn Membep
C.A,, lpeuis
BMPOGHULTBO, KOHTPO/b
AKOCTi (32 BUK/TIOUYEHHSM
nokasHuka
MikpobiosioriyHa uncToTa)
npvi BUMYCKy Ta NPOTATOM
TepMiHy NpuaaTHoCTI,
BWMNYCK cepil:
PotTengopd ®apma

M6X, HimeuunHa
nepBUHHE Ta BTOPYHHE
nakyBaHHS:
PotTeHgopd ®apma
'M6X, HimeuunHa

cneuudikauin Ta/abo fonycTUMNX MEX rOTOBOrO
NiKapcbKoro 3acoby (BMyYEHHS HE3HAYHOro
nokasHuka (Hanpvknag 3acTapinoro NokasHuka,
Takoro Sk 3anax Ta cmak, abo igeHTudikauis
6apBHUKIB UM CMAKOBUMX 406ABOK)) BUMYYEHHS
nokasHuka cneumdikauii MN13 «lgeHTudikadisa
meTogom TLUX». laeHTudikauis
BU3HAYaTUMETbCA METOAOM PifVHHOI
Xpomarorpadii 3a 4acom yTpuMyBaHHsS Ta Y&
cnekTpom. BBegeHHs 3MiH NpoTsArom 6-tu
MicAUiB MicnsA 3aTBepKeHHs. 3MiHu | Tuny -
3MiHu 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/Ib FOTOBOrO NiKapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo gonycTummx
MeX roTOBOro NiKapCbKoro 3acoby (BuyYeHHs
HEe3Ha4YHOro nokasHuka (Hanpukiag 3actapinoro
nokasHMKa, Takoro fK 3anax Ta cmak, abo
iaeHTMdiKaLia 6apBHUKIB YN CMAKOBUX
[06aB0K)) BUTyYEHHSI HE3HAYHOrO NMOKa3HMKa 3i
cneuudikauii M3 — «Po3mipy» TabneTku.
BBefeHHs 3MiH NpoTAroM 6-Tu MicsauiB nicns
3aTBEPMAKEHHS. 3MiHM | TMNy - 3MiHM 3 SIKOCTI.
["oTOBWIA Nikapcbkmii 3aci6. KOHTpob roToBOro
nikapcbkoro 3acoby. 3MiHa napameTpis
cneuudikauin Ta/abo fonyCTUMNX MEX rOTOBOrO
NiKapcbKoro 3acoby (BMyYeHHS HE3HAYHOro
nokasHuka (Hanpvknag 3actapinoro NokasHuka,
Takoro Sk 3anax Ta cmak, abo igeHTudikauis
6apBHUKIB UM CMAKOBMX 406ABOK)) BUMYYEHHS
He3Ha4yHOoro nokasHuka 3i cneyudikauii MN3 —
«OAHOPIAHICTb Macu». MNMokasHMK
KOHTPO/TIOETHLCSA B MPOLIECi BUPOOHLUTBA.
PepakTopchbki NpaBku LWOA0 NOKasHMKa
«OAHOPIAHICTb A030BaHNX O4MHMWLb 3a
O[HOPIZHICTIO BMICTY» (piAMHHA
xpomatorpaqist). BBegeHHs1 3MiH NpoTAroM 6-Tu
MicALiB MicnsA 3aTBepKEHHS. 3MiHu | Tuny -
3MmiHu 3 sKocTi. FoToBwMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa
napameTpiB cneundikauii Ta/abo AonycTUMmx
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
MEX roTOBOrO /iKapCbKOro 3acoby (BU/TyYeHHs

He3Ha4yHOro MokasHuka (Hanpuknag, 3actapinoro
nokasHuKa, Takoro sk 3anax ta cmak, abo
iaeHTndikauis 6apBHYIKIB UM CMaKoOBUX
[06aB0oK)) BUTyYEHHSI HE3HAYHOrO NoKasHuKa 3i
cneumdikauii M3 — «Yac po3nagaHHsa». JaHuii
MOKa3HUK KOHTPOJIETLCA B NPOLEC
BMPOBOHUMTBA, OKPIM TOro B cneumadikaw,i
KOHTPO/IIOETLCSA MOKA3HUK «PO3UMHEHHS».
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micas
3aTBEpPAKEHHS. 3MiHU | TUny - 3MiHK 3 AKOCTI.
[OTOBWIA Nikapcbkuii 3aci6. KOHTPosIb rOTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikaLin Ta/abo foNyCTUMNX MEX rOTOBOrO
NiKapcbKoro 3acoby (A40NOBHEHHA cneuudikauit
HOBMM MOKa3HUKOM 3 BifNOBIAHNM METOAOM
BMNPOGYBaHHS) AoAaBaHHA B crieuudikaviio M3
AN nokasHuka «laeHTudikauis» - ineHTudikawii
Mesnokcmkamy metogom PX (vac
YTPUMYBaHHA+Y®-cnekTp). BBeaeHH:A 3MiH
NpoTArom 6-Tn MICALIB NiCNA 3aTBEPMKEHHS.
3MmiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. CTabinbHicTb. 3miHa y
TepMiHax npuaaTHOCTI abo ymoBax 36epiraHHs
rOTOBOrO JlikapCcbkoro 3acoby (3MiHa B yMoBax
36epiraHHsa roTOBOro flikapcbKoro 3acoby abo
nicns PO3YNHEHHA/BIAHOBNEHHS) 3MiHa
pekoMeHA0BaHUX YMOB 36epiraHHs ans
roTOBOrO NiKAPCbKOro NPOAYKTa - 3 «He BULLe
25°C» Ha «He BuLle 30°C». 3MiHN BHECEHI B
po3gin "YmMoBu 36epiraHHa" B IHCTPYKLi0 AN1s
MeAMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby
Ta AK HaCnNifoK - y TEKCT MapKyBaHHS yNakoBOK
nikapcbKoro 3acoby. BBegeHHs 3MiH NpOTArom
6-Tn MicAUiB nicnsa 3aTBepKEHHA. 3MiHM | Tvny -
3MiHK 3 siKocTi. FoToBWMIA Nikapcbkuii 3aci6.
KOHTPO/Ib AOMNOMIKHVX peYOBUH. 3MiHa
napameTpiB cneuudikauii Ta/abo gonycTUMmx
MeX A/15 AONOMDKHOT peHOBUHY (BUTYYEHHS 3i
cneuudikaLii He3HaYHOro MokasHuKa
(Hanpuknag, 3actapifioro NokasHuka)) BUTYyYEHHS
nocuiaHHAa Ha ®apmakonero AnoHii 3 po3giny
3.2.P.1. Onuc i cknag N3. JogaTKoBO, HE3HAYHI
pefakTopChKi NpaBkW pPo3Ziny LWoAo qoyHKLi
[OMNOMDKHMX PEYOBWH Ta Ha3BW napameTpy
«3arasibHa maca Tabnetkv». BeegeHHs 3MiH
NPOTArom 6-Tv MiCcAILiB MicNs 3aTBEPOKEHHS.

3MiHu | TMNY - 3MiHK 3 skocTi. FoToBwMIA
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Ymosu
Bionycky

Peecmpayitina npoyedypa

nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/amiHu, L0 CTOCYIOTLCS BUMYCKY cepil
Ta KOHTPOJIH0 SKOCTi FOTOBOTO NiKapCbKOro

3aco6y (3amiHa abo AopaBaHHA AifbHULI, Ha
SKilA 3AiAICHIOETLCA KOHTPO/b/BUNPOBYBAHHS

cepii) BBeAeHHA 0AaTKOBOI AinbHuLi CIC
IHCTUTYT ®peseHiyc MM6X, HimeuunHa/SGS

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

n/n

JliKapcbKo20
3acoby

ynakoska)

Institut Fresenius GmbH, Germany ans
NPOBeAEHHS KOHTPOJIO SIKOCTI, BK/HOYHO 3

NnoKa3HUKOM MikpobiosioriyHa yncrora npu
BUMYCKy Ta NPOTArOM TEPMiHY NpuAaTHOCTI.
YTOUHEHHS (PyHKLi 3aTBEPAKEHNX BUPOOHWKIB
N3y BigNOBIAHOCTI i3 3aTBEPAXEHUM PO3Li/IOM
3.2.P.3.1.Bpo6HMK(M), 3MiH hyHKLil
BVMPOGHWKIB He Bigbynocs. [ns BupobHuka
BepiHrep IHrenbxainm ®apma Mv6X i Ko. K,
HimeuunHa 3aTBepKeHi oyHKLiT: BUPOGHULTBO,
NepBUHHE Ta BTOPUHHE NakyBaHHSA, KOHTPO/Tb
AKOCTI (BK/TIOYHO 3 NOKa3HUKOM MikpobionoriyHa
4yucToTa) NPU BUMYCKY Ta NPOTArOM TEPMiHY
npuaaTHoOCTI, BUNYCK cepii. [15 BUpoOHUKa
Bepinrep IHrenbxaiim Xennac CvuHrn Membep
C.A., I'peuist - BUPOBHULTBO, NEPBUHHE Ta
BTOPUHHE NaKyBaHHS, KOHTPO/Ib SKOCTi (3a
BMK/THOYEHHSAM NOKa3HuKa MikpobionoriyHa
4yucToTa) NPU BUMYCKY Ta NPOTArOM TEPMiHY
npuAaaTHOCTI, BUNYCK cepil. BBeAEHHSA 3MiH
npoTArom 6-T1 MiCALIB NiCNA 3aTBEPMAKEHHS.
3MiHu | TMNY - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTponb rotToBoro

nikapcbKoro 3acoby (iHLWi 3MiHN) BUKIaAEHHS
TekcTy MK fepxaBHO MOBOK. BBeeHHS 3MiH
NpoTArom 6-Tn MICALIB NiCNA 3aTBEPMKEHHS.
3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTpob roToBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo foNyCTUMNX MEX rOTOBOrO
niKkapcbKoro 3acoby (BUyYeHHSI He3HaYHOro
nokasHuka (Hanpvknag 3actapifioro nokasHuka,
Takoro Sk 3anax Ta cMak, abo igeHTudikauis
6apBHUKIB UM CMAKOBUMX 406ABOK)) BUMYYEHHS
He3Ha4yHOro nokasHuka 3i cneyucikauii M3

MoBaiic® Tabnetku no 7,5 Mr — «CTpaHHICTb».
JaHunii napameTp OXOMN/IIETLCSA BUNPOGYBaHHSM

«TBepaicTb» B npoueci BUpobHuULTBa. BBEAEHHA
3MiH NPOTAroM 6-Tu micsLiB nicns

3aTBepAKEHHS. 3MiHU | TUny - 3MiHK 3 AKOCTI.
IOTOBWIA Nnikapcbkuid 3aci6. 3MiHn y
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

BMPOGHMLTBI. 3amiHa abo BBeAEHHS 40AATKOBOI
AiNbHULI BUPOGHULTBA AN18 YacTUHK abo BCbOro
BMPOGHMYOro NPOLLECY rOTOBOTO J1iKapCbKOro
3aco6y ([inbHMLA, Ha SKi NPoBOAATLCA Oyb-
AKi BAPOOGHUYI CTafil, 38 BUHATKOM BUMYCKY
Ccepiii, KOHTPOHO AKOCTi, NEPBUHHOTO Ta
BTOPWHHOTO NaKyBaHHSA, A4/19 HECTEPUSTbHUX
nikapcbkyx 3aco6iB) BBEEHHS A0AATKOBOT
AinbHuui Pottengopd ®apma Mv6X (Rottendorf
Pharma GmbH), 3a agpecoto micus
npoBapKeHHs AisinbHoCTi OcTeHdenbaep
Ltpacce 51-61, 59320 EHHirepniox, HimeuunHa,
BiANOBIAA/ILHOIO 3a BUPOGHNLTBO
Hepo3dacoBaHOro NPoAykTy. BBegeHHs 3MiH
NpoTArom 6-Tn MICALIB NiCNA 3aTBEPMKEHHS.
3MmiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYIOTLCA BUNYCKY cepil
Ta KOHTPOJIIO SAKOCTi FOTOBOTO NiKAPChKOro
3acoby (3amiHa abo AofaBaHHsA BUPOOHNMKA, L0
BiANOBIAAaE 3a BBE3EHHA Ta/abo BMMNYyCK cepil) -
Bkntoyaroun KoHTposb/BUNpo6yBaHHS cepii -
BBeEHHS 10AaTKOBOI AiNbHULI PoTTeHaopd
dapma Mv6X/Rottendorf Pharma GmbH, 3a
apecotlo Micus MPOBaKEHHS AiSNIbHOCTI
OcteHpenbaep LWtpacce 51-61, 59320
EHHirepnox, HimewunHa /Ostenfelder Strasse 51-
61, 59320 Ennigerloh, Germany, BignoBiganbHoi
3a BUMYCK cepil, BKIYaUun KOHTPO/Ib SKOCTI (3a
BMK/TFOYEHHAM NOKa3Huka MikpobionoriyHa
4yncToTa), NPV BUNYCKY Ta NPOTATOM TEPMiHY
npuaatHocTi [N13. PegakTopcbki Npasku po3gainy
3.2.P.3.1.BMpo6HuK(-1) - BHECEHO peAaKLiiiHy
npaBKy A0 Ha3BU anbTepHaTMBHOI naboparopii
KOHTPO/I10 3a NOKa3HUKOM MiKpo6ionioriyHa
ynctoTa K'oERCIEc NITA, Mpeuis, a came Ha3Ba
nponucaHa aHrnificbKot, a He rPeLbKo0 MOBOIO.
IHCTPYKUis 418 MeAMYHOro 3acToCyBaHHSA
nNiKapcbKoro 3acoby AONOBHEHA po3Aiiamu
"Bupo6HMK" Ta "MicLe3HaxomKeHHs BUpoGHMKa
Ta agpeca MicLA NpoBaXeHHs Moro AisnbHocTi"
y 3B'A3KY 3 BBEJEHHAM [0AATKOBOro BUPOBHYKa,
BiANOBIAA/ILHOIO 3a BUMNYCK Cepil, Ta K HaCMifoK
- 3aTBEPLKEHHS TEKCTY MapKyBaHHS yNakoBKu
niKapcbKoro 3acoby a5 Lboro BUpo6HMKa.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micas
3aTBepAKEHHS. 3MiHU | TUny - 3MiHK 3 AKOCTI.
IOTOBWIA Nnikapcbkuid 3aci6. 3MiHn y
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n/n

JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o

130.

MOBA/IC®

BMPOGHMLTBI. 3amiHa abo BBeAEHHS 40AATKOBOI
AiNbHULI BUPOGHULTBA AN18 YacTUHK abo BCbOro
BMPOGHMYOro NPOLLECY rOTOBOTO J1iKapCbKOro
3aco6y (AinbHWUA 4151 NEPBMHHOTO MaKyBaHHS)
BBeEHHS 10AaTKOBOI AiNbHULI PoTTeHaopd
dapma Mv6X/Rottendorf Pharma GmbH, 3a
apecoro Micus NpoBakKeHHs fisnbHOCTI AM
dnaireHpans 3, 59320 ExHirepnox, HimeuunHa/
Am Fleigendahl 3 59320 Ennigerloh, Germany,
BifJNOBI4A/IbHOTO 3a NEePBUHHE MaKyBaHHS.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuis nicns
3aTBEPAKEHHS. 3MiHM | TUNy - 3MiHM 3 SKOCTI.
oTOBMIA Nikapcbkunii 3aci6. 3miHK y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AATKOBOI
AiNbHULI BUPOBHMLTBA 18 YacTUHM abo BCbOro
BMPOGHNYOro NPOLLeCcy roTOBOrO iKapCbKOro
3aco0by (4iIbHUUA 4719 BTOPUHHOTO NakyBaHHS)
BBEAEHHS J04ATKOBOI AiNbHULI PoTTeHaopd
®apma 'm6X/Rottendorf Pharma GmbH, 3a
aapecoro MicusA NPoBaKeHHs AisIbHOCTI AM
dnaiireHpans 3, 59320 EHHirepnox, HimeuunHa/
Am Fleigendahl 3 59320 Ennigerloh, Germany,
Bif}NOBIAa1bHOI 3@ BTOPUHHE NaKyBaHHS.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUIB nicnsa
3aTBEPMKEHHS. 3MiHM | TMNy - 3MiHM 3 AKOCTI.
[oTOBMIA NikapcbKuii 3aci6. 3miHK y
BMPOGHMLTBI. 3MiHN Y NpoLieci BUPO6HMLITBA
roTOBOrO /iKapCbKOro 3acoby, BKIoYaun
NPOMIKHUIA NPOAYKT, L0 3aCTOCOBYETLCA NP
BMPOGHULITBI FOTOBOrO /iKAPCLKOro 3acoby
(He3HayHa 3miHa y npoueci BUpo6GHMLTBA)

BHeCeHHs 3MiH o n.3.2.P.3.3.0nuc
BMPOGHMYOro npoLecy Ta oro KOHTPosio, a
came fofaBaHHs iHhopmau,ii Wwoao yacy
BUTPUMKN Hepo3hacoBaHoro npoaykty («Bulk
holding time - 12 months»). BBefieHHs1 3MiH
npoTArom 6-T1 MiCALIB NiCNA 3aTBEPMAKEHHS.
3MiHu | TUNY - 3MiHK Woa0
6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHW) 3MiHV BHECEHI Y TEKCT MapKyBaHHS
yNaKoBOK MikapCbKOro 3acoby LLoA0 10roTuny
3asBHVKa. BBefeHHs 3MiH NpoTArom 6-tu
MicsILiB Mmicnsi 3aTBepPAKEHHSI

nocsBi0OYeHHs

Tabnetku no 15 mr
no 10 TabneTok; no
1 a6o 2 6nicTepu B
KapTOHHIA KOopoo6Li

BepiHrep
IHrenbxainm
IHTEpHeLLHN

M6X

HimeyunH
a

3 MNOKa3HNKOM

BUMPOGHULTBO, NEPBUHHE
Ta BTOPVHHE NaKyBaHHS,
KOHTPO/Ib AKOCTi (BK/TIOYHO

MiKpobiosioriyHa uncToTa)

HimeuunHa/
Ipeuis

BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis:
3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbknii 3aci6. KOHTponb rotoBoro

nikapcbkoro 3acoby. 3MiHa napameTpis

cneumdikaLiin Ta/abo 4oNyCTUMUX MEX rOTOBOIO

3a
peyenmom

He
nionseae

UA/2683/02/02
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
NiKapcbKoro 3acoby (BMyYEHHS HE3HAYHOro

npvi BUMYCKy Ta NPOTATOM
TepMiHy NpuaaTHoCTI,
BUMNYCK cepil:
BepiHrep IHrenbxaim
dapma 'mbX i Ko. KT,
HimeuunHa
BMPOBHMNLITBO, NEPBUHHE
Ta BTOPVHHE NakKyBaHHS,
KOHTPO/Ib AKOCTI (3a
BUK/IOYEHHAM NOKa3HUKa
Mikpo6ionoriyHa uncroTa)
npy BUMYCKy Ta NPOTATOM
TEepMiHy NpUAATHOCTI,
BUNYyCK cepil:
BepiHrep IHrenbxaiim
Xennac CuHrn Membep
C.A,, peuis
BMPOGHULTBO, KOHTPO/b
AKOCTi (32 BUK/TIOYEHHAM
nokasHuKa
Mikpob6iosioriyHa uucToTa)
npvi BUMYCKy Ta NPOTATOM
TepMiHy NpuaaTHoCTI,
BUMNYCK cepil:
PotTtengopd ®apma
mM6X, HimeuunHa
nepBUHHE Ta BTOPUHHE
nakyBaHHS:
PotTeHgopd ®apma
'mM6X, HimeuunHa

nokasHuka (Hanpvknag 3actapinoro NokasHuka,
Takoro sk 3anax Ta cMak, abo igeHTudikauisa
6apBHYUKIB UM CMAKOBMX 406ABOK)) BUMYYEHHS
nokasHuka cneuudikauii MN13 «lgeHTudikauia
meTogom TLUX». laeHTudikauis
BU3HAYaTUMETbCA METOAOM PifAVHHOI
Xpomarorpadii 3a 4acom yTpuMyBaHHsS Ta Y&
cnekTpom. BeefeHHs 3MiH NpoTsArom 6-tu
MicAUIB MicnsA 3aTBepKEHHSA. 3MiHu | Tvny -
3MiHu 3 sKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbkoro 3acoby. 3miHa
napameTpiB cneuudikaui Ta/abo JonycTuMmx
MeX roTOBOro NliKkapCbKoro 3acoby (Buny4YeHHs
HEe3Ha4YHOro nokasHuka (Hanpukiag 3actapinoro
noKa3HMKa, Takoro fK 3anax Ta cmak, abo
iaeHTudikaLin 6apBHUKIB YN CMaKOBUX
[06aB0K)) BUTyYEHHS! HE3HAYHOrO NOKa3HuKa 3i
cneuudikauii M3 — «Po3mipy» TabneTku.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPLAKEHHS. 3MiHM | TMNy - 3MiHM 3 SKOCTI.
["oTOBWIA Nikapcbkmii 3aci6. KOHTpob roToBOro
nikapcbkoro 3acoby. 3MiHa napameTpis
cneumdikauii Ta/abo LONYCTUMUX MEX FOTOBOTO
NiKapcbKoro 3acoby (BMyYEHHS1 HE3HAYHOro
nokasHuka (Hanpvknag 3actapinoro NokasHuka,
Takoro sk 3anax Ta cMak, abo igeHTudikauisa
6apBHYKIB UM CMAKOBMX 406ABOK)) BUMYYEHHS
He3Ha4yHOoro nokasHuka 3i cneyudikauii M3 —
«OAHOPIAHICTb Macu». MNMokasHMK
KOHTPO/TIOETLCSA B MPOLIECi BUPOOHLWTBA.
PepakTopcbki NpaBku LLOA0 NOKasHMKa
«OAHOPIHICTb A030BaHNX O4MHULb 3a
O[HOPIZHICTIO BMICTY» (PiAMHHA
Xxpomatorpaqist). BBegeHHsi 3MiH NpoTAroM 6-tu
MicALiB Micns 3aTBepKEHHSA. 3MiHu | Tuny -
3MmiHu 3 sKocTi. FoToBWMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo AonycTUMmx
MEX roTOBOrO /iKapCbKOro 3acoby (BU/TyYeHHs
He3Ha4yHOro MokasHuka (Hanpuknag, 3actapinoro
nokasHuKa, Takoro sk 3anax ta cmak, abo
iaeHTndikauis 6apBHYIKIB UM CMaKOBUX
[06aB0oK)) BUTyYEHHS HE3HAYHOrO NoKa3HuKa 3i
cneumdikauii M3 — «Yac po3nagaHHsa». JaHuii
MOKa3HUK KOHTPOJIETLCA B NPOLEC
BMPOBOHUMTBA, OKPIM TOro B cneumadikawi

KOHTPOJIHOETLCA MOKA3HUK «PO3YMHEHHS».
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[OTOBWIA NNikapcbkuii 3aci6. KOHTPosIb rOTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo foNyCTUMNX MEX FOTOBOIO
NiKapcbKoro 3acoby (40NOBHEHHA cneuudikauit
HOBMM MOKa3HUKOM 3 BifNOBIAHNM METOAOM
BMNPOGYBaHHS) AoAaBaHHsA B creuudikaviio M3
AN nokasHuka «laeHTudikauis» - ineHTudikawii
Mesnokcmkamy metogom PX (vac
YTPUMYBaHHA+Y®-cnekTp). BBeaeHH:A 3MiH
NpoTArom 6-Tn MICALIB NiCNA 3aTBEPMKEHHS.
3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. CTabinbHicTb. 3miHa y
TepMiHax npuaaTHOCTI abo ymoBax 36epiraHHs
rOTOBOrO JlikapCcbkoro 3acoby (3mMiHa B yMoBax
36epiraHHsa roTOBOro flikapcbKoro 3acoby abo
nicns poO3YNHEHHA/BIAHOBNEHHS) 3MiHa
pekoMeHA0BaHUX YMOB 36epiraHHs ais
roTOBOrO NiKAPCbKOro NPOAYKTa - 3 «He BULLe
25°C» Ha «He BuLle 30°C». 3MiHN BHECEHI B
po3gin "YmMoBu 36epiraHHA" B IHCTPYKLUi0 4N1s
MeAMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby
Ta AK HaCNifoK - y TEKCT MapKyBaHHS yNakoBOK
nikapcbKoro 3acoby. BBegeHHs 3MiH NpOTArom
6-Tn MicAUiB nicnsa 3aTBepKEHHA. 3MiHM | Tvny -
3MiHK 3 siKoCTi. FoToBWMIA Nikapcbkuii 3aci6.
KOHTPO/Ib AOMNOMIKHVX peYOBUH. 3MiHa
napameTpiB cneuudikauii Ta/abo gonycTUMmx
MeX A/15 AONOMDKHOT pEHOBUHY (BUTYYEHHS 3i
cneuudikaLii He3HaYHOro MokasHuKa
(Hanpuknag, 3actapifioro NokasHuka)) BUTYyYEHHS
nocuiaHHAa Ha ®apmakonero AnoHii 3 po3giny
3.2.P.1. Onuc i cknag N3. JogaTKoBO, HE3HAYHI
pefakTopchKi NpaBKW po3Ziny LWoAo qoyHKLii
[OMNOMDKHMX PEYOBWH Ta Ha3BW nNapameTpy
«3arasibHa maca Tabnetkv». BeegeHHs 3MiH
NPOTArom 6-Tv MiCcAILiB MicNs 3aTBEPOKEHHS.
3MiHu | TMNY - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/amiHu, L0 CTOCYIOTLCS BUMYCKY cepil
Ta KOHTPOJIH0 SKOCTi FOTOBOTO NiKapCbKoro
3aco6y (3amiHa abo AofaBaHHA AifbHULI, Ha
SKilA 34iAICHIOETLCA KOHTPO/b/BUNPOBYBAHHS
cepii) BBeAeHHA 0AaTKoBOI AinbHuLi CIFC
IHCTUTYT ®peseHiyc MM6X, HimeuunHa/SGS
Institut Fresenius GmbH, Germany gns

NpPOBEAEHHs] KOHTPOSIHO SIKOCTi, BK/IOYHO 3

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micas
3aTBEepPAKEHHS. 3MiHU | TUny - 3MiHM 3 AKOCTI.
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

NnoKa3HUKOM MikpobiosioriyHa uncrora npu
BUMYCKY Ta NPOTArOM TEPMiHY NpuAaTHOCTI.
YTOUHEHHS (PyHKLi 3aTBEPAKEHNX BUPOOHWKIB
N3 y BigNOBIAHOCTI i3 3aTBEPAXEHUM PO3Li/TIOM
3.2.P.3.1.Bpo6HMK(M), 3MiH hyHKLil
BVMPOGHWKIB He Bigbynocs. [ns BupobHuka
BepiHrep IHrenbxainm ®apma Mm6X i Ko. K,
HimeuunHa 3aTBepmKeHi yHKLiT: BUPOGHULTBO,
NepBUHHE Ta BTOPUHHE NakyBaHHS, KOHTPO/Tb
AKOCTI (BK/TIOYHO 3 NOKa3HUKOM MikpobionoriyHa
4yucToTa) NPU BUMYCKY Ta NPOTArOM TePMiHY
npuaaTHoOCTI, BUNYCK cepii. [ BUpOOHUKa
Bepinrep IHrenbxaim Xennac CvuHrn Membep
C.A., I'peuist - BUPOBHULTBO, NEPBUHHE Ta
BTOPUHHE NaKyBaHHS, KOHTPO/Ib SKOCTi (3a
BMK/THOYEHHSAM NOKa3HuKa MikpobionoriyHa
4yucToTa) NPU BUMYCKY Ta NPOTArOM TEPMIHY
npuAaaTHOCTI, BUNYCK cepil. BBeAEHHSA 3MiH
NpoTArom 6-T1 MiCALIB NiCNA 3aTBEPMAKEHHS.
3MiHu | TMNY - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTponb rotToBoro
nNikapcbKoro 3acoby (iHLWi 3MiHN) BUKIaAEHHS
TekcTy MK fepxaBHO MOBOK. BBeeHHS 3MiH
NpoTArom 6-Tn MICALIB NiCNA 3aTBEPMKEHHS.
3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3amiHa
ab0 BBeAieHHA A0AATKOBOI AifIbHULL
BMPOBHMLITBA [/151 YaCTUHM ab0 BCbOro
BMPOGHNYOro NpoLiecy roToBOro MikapCbKoro
3acoby (AiNbHULSA, Ha K NPOBOAATLCA Gy Ab-
AKi BUPOGHWYI cTagil, 32 BUHATKOM BUMYCKY
Cepiii, KOHTPOIO AKOCTi, NEPBUHHOTO Ta
BTOPVHHOTO NaKyBaHHS, A4/15 HECTEPUSTbHUX
nikapcbkyx 3aco6iB) BBeAEHHS [OAATKOBOT
OinbHuUi PoTteHgopd ®apma Mm6X (Rottendorf
Pharma GmbH), 3a agpecoto micus
npoBafpKeHHs AisnibHOCTI OcTeHdenbaep
LWtpacce 51-61, 59320 EHHirepnox, HimeyunHa,
BiANOBIAA/ILHOrO 3a BUPOBGHULTBO
Hepo3dacoBaHOro NpoAykTy. BeegeHHs 3MiH
NPOTArom 6-Tv MiCAILiB MicNs 3aTBEPOKEHHS.
3MiHu | TMNY - 3MiHK 3 AKocTi. FoToBwMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/amiHu, L0 CTOCYIOTLCS BUMYCKY cepil
Ta KOHTPOJI0 SIKOCTi FOTOBOTO NMiKapCbKOro
3acoby (3amiHa abo gogaBaHHsA BUPOOHNMKA, L0
BiANOBiAaE 3a BBE3EHHA Ta/abo BMNyCK cepil) -
Bkntoyaroun KOHTponb/BUNpobyBaHHSA cepii -
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

BBEJEHHS A04aTKOBOI AiNbHULI PoTTeHgopd
®apma Mv6X/Rottendorf Pharma GmbH, 3a
a/ipecoto Micus NPoBaKeHHS AiSNbHOCTI
OcTteHdpenbaep Ltpacce 51-61, 59320
EHHirepnox, HimeuwunHa /Ostenfelder Strasse 51-
61, 59320 Ennigerloh, Germany, BignosiganbHoi
3a BUNYCK Cepii, BK/II0YAKUN KOHTPO/Ib SKOCTI (3a
BUK/TIOYEHHSIM NOKa3HMKa MiKpobionoriyHa
yncroTa), NPy BUNYCKY Ta NPOTAroM TEPMIHY
npugatHocTi [N13. PegakTopcbki NpaBku po3ainy
3.2.P.3.1.Bnpo6HIK(-1) - BHECEHO pefaKLiiiHy
npasKy [0 Ha3BW anbTepHaTMBHOI naboparopii
KOHTPO/I0 3a NOKa3HUKOM MiKpobiosioriyHa
unctoTa K'ERCIEc T4, Mpeuisa, a came Ha3Ba
nponucaHa aHrnicbKot, a He rPeLbKo MOBOIO.
IHCTPYKLUis 419 MeANYHOro 3acToCyBaHHSA
nNiKapcbkoro 3acoby A0NOBHEHA po3Aiiamu
"Bupo6bHuK" Ta "MicLe3HaxomKeHHs BUPOGHMKa
Ta agpeca MicLsA NpoBaXeHHS Moro AisnbHocCTi"
Yy 3B'A3Ky 3 BBEAEHHAM A0AATKOBOrO BUPOGHNKA,
BiANOBIA&/ILHOIO 3a BUNYCK cepil, Ta AK HacNifoK
- 3aTBEPLDKEHHS TEKCTY MapKyBaHHS YNakoBK/
nikapcbKoro 3acoby Ans Lboro BUPo6HuMKa.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUIB nicnsa
3aTBEPMKEHHS. 3MiHM | TMNy - 3MiHM 3 AKOCTI.
[oTOBMIA NikapcbKuii 3aci6. 3miHK y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AAaTKOBOI
AiNbHULI BUPOBHMLTBA /19 YacTUHM abo BCbOro
BMPOGHNYOro NpoLiecy roToBOro MikapCbKoro
3aco6y (AiNbHWUUA 415 NEPBUHHOTO NakyBaHHS)
BBEJEHHS A04aTKOBOI AiNbHULi PoTTeHgopd
dapma Mv6X/Rottendorf Pharma GmbH, 3a
aipecoro Micua NpoBapkKeHHN fianbHOCTI AM
dnaireHgans 3, 59320 ExHirepnox, HimewunHa/
Am Fleigendahl 3 59320 Ennigerloh, Germany,
BiANOBIA&/IbHOIO 3a NEPBUHHE NaKyBaHHS.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micas
3aTBepAKEHHS. 3MiHU | TUny - 3MiHK 3 AKOCTI.
FOTOBWIA nikapcbkuid 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS 40AATKOBOI
AiNbHWLI BUPOGHULTBA AN18 YacTUHK abo BCbOro
BMPOGHMYOrO NpoLiecy roToBOro MikapCbKoro
3ac006y (AinbHVLA 415 BTOPUHHOTO NaKyBaHHS)
BBeEHHS 104aTKOBOI AiNbHULI PoTTeHaopd
dapma Mv6X/Rottendorf Pharma GmbH, 3a
apecoro Micus NpoBakKeHHS fisnbHOCTI AM
dnaireHgans 3, 59320 ExHirepnox, HimeuunHa/
Am Fleigendahl 3 59320 Ennigerloh, Germany,
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

Bif}NOBIAa/1bHOI 38 BTOPUHHE NaKyBaHHS.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPLAKEHHS. 3MiHM | TMNy - 3MiHM 3 SKOCTI.
[oTOBMIA NiKapcbkuii 3aci6. 3miHW y
BMPOGHMLTBI. 3MiHU Y NpoLieci BUPOGHMLITBA
rOTOBOrO NiKapCbKOro 3acoby, BKIYaun
NPOMDKHUIA NPOAYKT, L0 3aCTOCOBYETLCA NPy
BMPOBOHULTBI FOTOBOTO J1iKapCbKOro 3acoby
(He3HayHa 3MiHa y npoLeci BUpo6bHULTBA)
BHeCeHHs 3MiH go n.3.2.P.3.3.0nuc
BMPOBGHMYOro npoLecy Ta oro KOHTPonio, a
came gofaBaHHs iHhopmauii Wwoao yacy
BUTPUMKN Hepo3dhacoBaHoro npoaykTy («Bulk
holding time - 12 months»). BBefeHHSA 3MiH
NpoTArom 6-Tn MICALIB NiCNA 3aTBEPMKEHHS.
3miHu | TMny - 3miHn WwWoao
6e3nekn/edheKTMBHOCTI Ta thapmakoHarnagy
(iHLWi 3MiHW) 3MiHV BHECEHI Y TEKCT MapKyBaHHS
yNaKoBOK /likapCbKOro 3acoby LLoAo 10roTuny
3aABHUKA. BBeAeHHA 3MiH NpoTArom 6-Tu
MicALIB MiCNsA 3aTBEPKEHHS

131.

MOKCWU®OK
CALH

pO34uH NS iHQy3il,
400 mr/250 mn; no
250 mny naswui
CKNsHil (chnakoHi);
no 1 nAsLwLUi CKNSHIiA
(chnakoHi) B nauui

TOB
"APTEPIYM
nTg

YkpaiHa

MNAT "Tannucapm”

YKpaiHa

BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasiis:
3MiHM | Tuny - 3MiHK 3 AKoCTi. FoToBWMIA
nikapcbkuii 3aci6. CtabinbHiCTb. 3miHa y
TepMiHax NpuaaTHoCTi abo ymoBax 36epiraHHs
roToOBOrO NikapcbKoro 3acoby (36iNbLUeHHs
TEepMiHy NPUAATHOCTI FOTOBOTO NiKapCbKOro
3acoby) - [N TOproBoi ynakoBku
(niaTBEPAKYETLCA AAHUMW pPeasibHOro yacy) -
36iNbLUEHHS TEPMiIHY NPUAATHOCTI FOTOBOrO
nikapcbkoro 3acoby 3 18 micsAuiB 40 2 pokiB.
3MiHW BHECEHO B iHCTPYKLiO 418 MeaUYHOoro
3aCTOCYBaHHSA NikapCbKoro 3acoby y po3ain
"TepMiH NpuaaTHocTi". BBeAEHHS 3MiH NPOTArom
6-TW MicALIB Nic/a 3aTBEPKEHHS

3a
peyenmom

He
nionsieae

UA/19671/01/01

132.

MYLITYC

kancynu no 300 mr,
no 6 kancyny
cTpwuni; no 2 aéo no
5 cTpunis y
KapTOHHI ynakoBL,i

Makneozc
dapmacboTUK
anc Nimiteq,

IHais

Makneopc

PapmacbloTukasnc Jlimites,

IHais

BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasis:
3MiHu 1l Tuny - 3MiHK 3 AKocCTi. ADI.
Brpo6HMLUTBO. 3MiHa BUPOGHMKA
BWXi4HOro/MPOMIKHOro NpoAyKTy/peareHTy, Lo
BUKOPWCTOBYIOTLCS Y BUPOBHNYOMY NPOLIECi
A®I|, abo 3miHa BUpobHMKa (BKIKOYaKouK, e
HeobXxigHO, MiCcLe NPOBEAEHHS KOHTPO/IO SIKOCTI)
A®I (3a BigcyTHOCTI cepTudpikarta BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaXeHOMY
00Cbe)(BBEAEHHS HOBOrO BUPOGHMKa AdI 3
HagaHHAM MacTep-daiina Ha Adl) BBeAeHHSA
[0[aTKoBOro BUpobHuka ana APl Eppoctein
(o115 go3sysaHHs 300 mr)

3a
peyerimom

UA/5589/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

Delta Finochem Pvt.Ltd. (Gat No: 350, Village:
Wadivarhe, Tai: Igatpuri, Dist: Nashik- 422 403,
State: Maharashtra, India Tel 02553-
282800/282801) fo BxXe 3aTBEPAKEHOTO
Bupo6bHuka Hwail Pharmaceutical Co., Ltd.57
(Jeyakgongdan 3 — gil, Hyangnam - Eup,
Hwaseong — Si, Gyeonggi —Do, Republic of
Korea Tel No.: +82 31 628 3751, Fax No.: + 82
31353 3719) BBegeHHst 3MiH NPOTAroM 6-Tu
MiCALB Mic/1A 3aTBEPAKEHHS.

133.

HAN3®

Tabnetku no 100 mr
no 10 TabneTtok y
6nictepi; no 2
6nictepu B
KapTOHHI/ Kopoo6Li

O-p Peppi'c
NabopaTtopic
nTa,

IHais

[-p Peppi’'c NabopaTopic
Ntg, ®TO -1, IHgisa; O-p
Peppi'c Nabopatopic
NimiTes, IHAisA

IHais

BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis:
3MiHK | TUNY - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy.
3MiHa Y KOpPOTKiil XapakTepuCTuLi NiKapcbKoro
3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHo OHOB/IOBAHOTO 3BITy 3 6e3mneku
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpaviiHuii nepiog, abo sik pesynbtart
OLiHKM 3BITY 3 AOC/iKEHb, NPOBEAEHNX
BiANOBIAHO [0 MiaHy nejiaTpUyHUX JOCAiIKEHb
(PIP) (3MiHY y3rompKeHo 3 KOMNETEHTHUM
YMNOBHOB&XEHNM OpraHom).
3MiHU BHECEHI A0 iIHCTPYKLii 415 MeguyHoro
3aCcTOCYyBaHHS NikapcbKoro 3acoby y po3aim
"Oco6nmBocCTi 3acTocyBaHHA", "MobiuHI peakwi”
BiAMOBIAHO 40 OHOBNEHOI iHChopMaLi 3 6e3neku
Lito40i pevyoBuHW. BBeeHHS 3MiH NpOTArom 6-1u
MicsILLiB NiCNs 3aTBEPAKEHHS.

3a
peyenmom

He
nionseae

UA/3458/02/01

134.

HAMTESIH®

TabneTku, BKpUTI
NNiBKOBOO
060/10HKO0, M0 275
mr, no 10 Tabnetok
y 6nicTepi; no 1 abo
2 6nictepu B
KapTOHHIA KopoobLi

KPKA, a.4.,
HoBo mecTo

CnoseHis

BiANOBiAa/bHWIA 32
BMPO6HULTBO "in bulk",
NepBUHHY Ta BTOPUHHY
yNaKkoBKy, KOHTPO/Ib Ta

Bunyck cepii: KPKA, a.4.,
Hoso mecTo, CnoBeHis;

BiANoBiAabHWIA 32
BMPO6HULTBO "in bulk",
NepBUHHY Ta BTOPUHHY

ynakoBky: KOHiuem
Nab6opaTtopiec NimiTesa,

IHais

CnoseHis/
IHais

BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasiis:
3MiHu | TUNY - 3MiHK Woao
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW) - 3MiHK BHECEHO B IHCTpPYKLit0 415
MeAMYHOr0o 3aCTOCYBaHHS NikapCbKoro 3acoby
00 po3giny "3acTocyBaHHA y nNepios BariTHOCTI
abo rofyBaHHA rpyaAato" BignoBsigHoO 0
OHOBNEHOI iHhopMaLii Woao 6e3neku
3aCcTOCyBaHHS Nikapcbkoro 3acoby. BeegeHHs
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPAKEHHS; 3MiHN | Tuny - 3MiHK LWoA0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUIT ANns
MeAUYHOro 3aCToCyBaHHA Ha nigcTaBi
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3 6e3mneku
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCTOCYBaHHS NikapCcbkoro 3acoby B

6e3
peuyenma

nionsiecae

UA/8938/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

nicnspeecTpauiiinii nepiog, abo sk pesynbtart
OLliHKM 3BITY 3 AOCNIAKEHb, NPOBEAEHUX
BiANOBIAHO [0 NnaHy negiaTpUyHNX JOCAiAXKEHb
(PIP) (iHWi 3MiHN) - 3MiHM BHECEHO B IHCTpYKL0
ON9 MeAUYHOro 3acTOCYBaHHS NikapCbKoro
3acoby [0 po3giny "B3aemogis 3 iHWMMKn
nikapcbkMmn 3acobamu Ta iHWi BUan B3aeMogiii"
BiNOBIAHO A0 OHOBMEHOT iH(hopmaL,i LWoao
6e3nekn 3acTocyBaHHS JlikapCbKoro 3acoby.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micas
3aTBEPAKEHHS

135.

HENPOTWUNIH

PO34NH OpasbHUIA,
600 mr/7 mn; no

7 Mn 'y hnakoHi; no
10 cpnakonis y
KOpOO6Lii 3 KApTOHY;
no 7 mn y cawle; no
20 cawe y Kkopobui 3
KapToHy

TOBAPUCTB
03
OBMEXXEHO
o
BIAMOBIAAN
bHICTIO
«KOPMOPAULJ
A
«300POB’'A»

YkpaiHa

ToBapucTBO 3 0OMEXEHOI0
BiANOBiAA/IbHICTIO
"PapmaueBTnyHa

KoMnaHis "3gopos'a”

Ykpaina

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis:
3MiHa 3aaBHuKa J13 (MIBI) (BnacHuka
peecTpauiiHoro NocBigYeHHs1) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460). TepmiH BBEAEHHSA
3MiH NPOTAroM 6-TW MicsLiB nicns
3aTBEPKEHHS. 3MiHN | TUny - 3MiHK LWoA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM [0 y3arasibHeHNX AaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHVX AaHnx Npo cuctemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0coou,
BiANOBIAA/IbHOI 32 3AiiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
hapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
hapmakoHarnsgy B YkpaiHi, KLU0 BOHa
BiAMIHHa Bif YNOBHOBaXEHOI 0CO6M,
BiAMOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay
(BK/KOHAOUM KOHTaKTHI faHi) Ta/abo 3MiHU y
pO3MiLLeHHI MacTep-ghaiina cuctemu
thapmakoHarnsgy). 3miHa ynoBHOBaXeHoi 0cobu
3asBHVKa, BigNoBigasbHOI 3a hapMakoHarnsag.
[Litova pepakuis: LeBueHko OneHa IropiBHa.
MponoHoBaHa pepakuis: Manosa Onera
MuKonaiBHa. 3MiHa KOHTaKTHUX SaHuX
YNOBHOB&XEHOT 0COOM 3as1BHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg. 3miHa
Homepa MacTep-thaiina cuctemm
hapmakoHarnsgy.

3a
peyermom

UA/16351/01/01

136.

HIBOPAN®

Kpem, 20 mr/r; no 15
ry Ty6i; no 1 Ty6i B
KapTOHHI ynakosL,i

CTAIA
ApuHaiimitten
b Al

HimeyunH
a

AHcceH dapmaleBTuka
HB

Benbris

BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasiis:
TexHiyHa nomunka (3rigHo Hakasy MO3 Big
23.07.2015 Ne 460).
BunpasneHo TEXHIYHY NOMUIIKY Y 3MiHaX 40
IHCTPYKLi 415 MeAUYHOro 3aCTOCyBaHHS
NiKapcbKoro 3acoby (Tabnunykax), 4onyLeHy y
[ari 3atBepKeHHs Ta Homepi Hakazy MO3
YKpainu: 3aTBepXeHo:
3ATBEP)KEHO

6e3
peuyenma

UA/9849/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

Haka3 MiHicTepcTBa 0XOpoHU
3[,0pOB’A YKpaiHn
30.04.2015 Ne 257

PeecTpauiiiHe nocsigYeHHs
Ne UA/9849/01/01
3anponoHoBaHo:
3ATBEP)KEHO

Haka3 MiHicTepcTBa 0XOpOHU
3[0pOB’A YKpaiHn

15.06.2020 Ne 1394

PeecTpauiiiHe nocsigYeHHs
Ne UA/9849/01/01

3asHayeHe BUNpaB/IeHHs BignoBifae
mMartepianiam peecTpauiiHoro 0Che.

137.

HOBOKC®-
500

TabneTtku, BKPUTI
NNiBKOBOIO
060/10HKO10, No 500
Mmr; no 5 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHI ynakosLi

OPTAHOCVIH
NANDCAEHC
N3 (E® 3ET I

OAE

EBepTomxeH Navid
CaeHcms Jliviteq

IHais

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis:
3MiHW | TUny - 3MiHK Wwoao
6e3nekun/edekTVBHOCTI Ta thapMakoHariagy.
3MiHU Y KOPOTKili XapakTepucTuL NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOr0o 3aCTOCYBaHHS
reHepuYHUX/TiIGPMAHNX/6I0NOAIGHMX NiKAPCHKNX
3ac06iB nicna BHECEHHSA TiET camol 3MiHN Ha
pedhepeHTHMI1 NpenapaT (3MiHa He NoTpebye
HaaHHs XOAHWX HOBUX AOAATKOBUX [AHUX) -
3MiHN BHECEHO A0 IHCTPYKLIii 415 MEeAUYHOro
3aCcTOCYyBaHHS NikapcbKoro 3acoby y po3aim
"MpoTunokasaHHs", "OcobamMBOCTI
3acTocyBaHHs", "3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHA rpyaar”, "3aaTHiCTb
BNAMBaTU Ha LUBWAKICTb peakLii Npu kepyBaHHi
aBTOTPaHCMNOPTOM abo iHWUMY MexaHisMamm”,
"Mo6iyHI peakui™ 3rigHo 3 iHhopmaLieto Wwoao
MeMYHOro 3aCTOCYBaHHS pediepeHTHOro
nikapcbkoro 3acoby (Tavanic 500 mg film-coated
tablets). BBefeHHS 3MiH NPOTAroM 6-Tu MicALiB
nicns saTBepkeHHs; 3MiHv | Tuny - 3MiHu WoAo
6e3nekn/edheKTUBHOCTI Ta hapMmakoHarnsgy
(iHWi 3MiHW) - 3MiHX BHECEHO [0 IHCTPYKUIT ANs
MeAUYHOro 3acToCyBaHHSA NiKapCbKoro 3acoby y
po3gain "Mo6iyHi peakwyji” WoA0 BaXAMBOCTI
3BiTyBaHHA Npo NobivHi peaxLii. BBeieHHA 3MiH
NpoTArom 6-T1 MiCALIB NiCA 3aTBEPAKEHHS

3a
peyernmom

He
nionsieae

UA/12673/01/01

138.

HOBOKC®-
750

TabneTku, BKpUTI
NNiBKOBOO
060/10HKO0, M0 750
Mr; Mo 5 TabneTok y
6nictepi; no 1
6nictepy B

OPTAHOCVIH
NAADCAEHC
13 (E® 3ET I)

OAE

EBepTomxeH Navid
CaeHcus Jlivitep

IHAjA

BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasiis:
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHM Y KOPOTKili XapakTepucTuL, NikapcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUIT ANns
MeJMYHOro 3aCTOCyBaHHs

3a
peyenmom

He
nionsieae

UA/12673/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

KapTOHHI ynakoBsL,i

reHepuYHUX/TiIGPUAHMX/6I0NOAIGHMX NiKAPCbKUX
3ac06iB nicna BHECEHHSA TiEl camol 3MiHN Ha
pedhepeHTHMIH npenapaT (3MiHa He NoTpebye
HaflaHHS XOAHWX HOBWX AOAATKOBUX JaHUX) -
3MiHV BHECEHO A0 IHCTPYKUIT ANs MeAUYHOro
3aCTOCyBaHHSA NiKapCbKOro 3acoby y po3giu
"MpoTunokasaHHs", "OcobamBoCTi
3acTocyBaHHA", "3acTocyBaHHs y nepiog,
BariTHoCTi abo rofyBaHHsA rpyaar”, "3aaTHicTb
BMAMBaTW Ha LWBUAKICTb peakLil Npu kepyBaHHi
aBTOTPAHCMOPTOM abo iHLWMMU MexaHizmamu',
"Mo6iuHi peakwuji" 3rigHO 3 iHhopMmaLjielo Woa0
MeAMYHOro 3acToCyBaHHA pethepeHTHOro
nikapcbkoro 3acoby (Tavanic 500 mg film-coated
tablets). BeeieHHs 3MiH NpOTArom 6-Tn MicALiB
nicns 3aTBepmkeHHs; 3MiHu | Tuny - 3MiHu WoAao
6e3nekn/edheKTMBHOCTI Ta thapmakoHarnagy
(iHWi 3MiHW) - 3MiHN BHECEHO [0 IHCTPYKUIT ANs
MeAMYHOro 3acCTOCYBaHHS NikapCbKoro 3acoby y
po3ain "Mo6ivHi peakuii” Woa0 BaXMBOCTI
3BiTyBaHHA NPo NobiyHi peakuii. BBeAeHHA 3MiH
NpoTSArom 6-Tv MicsLiB Micns 3aTBePAKEHHSI

139.

HOPMOINPEC

Tabnetku no 10
TabneTtok y 6nictepi,
no 2 6nictepu y
nadui; no 10
Tabnetok y
6nictepax

AT

"KNIBCbKWN

BITAMIHHUIA
3ABOA"

YKpaiHa

AT "KUIBCbKUI

BITAMIHHWIA 3ABOA"

YKpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis:
3MiHW | Tuny - 3miHK 3 skocTi. CepTuddikat
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponeiicbkili hapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO cepTugikaTa
BiAMNOBIAHOCTI @60 BUNyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
A®I; onsa ByxigHOro
Marepiany/peareHTy/npoMiKHOTO MPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; ana
[0NOMIKHOT peyoBrHY (cepTuddikat
BiANOBiAHOCTI EBponeiickbki hapmakonei) -
OHOB/EHWIA cepTUQIKaT Bif yXe 3aTBEPKEHOrO
BMPOG6HUMKa. [ogaHHA OHOBEHOro cepTudikara
BiANOBIAHOCTI EBponeiickbkili hapmakonei R1-
CEP 2006-011-Rev 04 (3aTBepmxeHo: R1-CEP
2006-011-Rev 02) ansa fito4oi peyoBrHM
rigpoxnopTiasugy Bif 3aTBEpPAXKEHOrO
BupobHMKka CHANGZHOU PHARMACEUTICAL
FACTORY, China.

3a
peyenmom

UA/3668/01/01

140.

HO-CO/Mb®
3BOJIOXYIO
4

cnpeii HasaslbHUIA
0,65 %, no 10 mny
h1akoHi CKNsHoMy;
no 1 dpnakony y
nauLi 3 KapToHy; no
15 mn y donakoHi

AT "dapmak”

YkpaiHa

AT "dapmak"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasiis:
3MiHu | TMNY - 3MiHK 3 siKOCTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasnbHWii 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo AonycTUMmMX
MEX MepPBMHHOI YNaKOBKU FOTOBOrO MiKapCbKoro

6e3
peuyenma

UA/1877/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

nonieTuIeHoBoMy;
no 1 cpnakoHy 3
[03aTopoM Y nauui 3
KapToHYy

3ac00y (fONOBHEHHS cnevuyvdikalii HOBUM
NMOKa3HMKOM 3 BifjNOBIAHUM METOAOM
BUNPO6YyBaHHA) OHOBMEHHA po3giny 3.2.P.7
CuncTema KoHTelHep/3aKynoploBasibHuiA 3aci6, a
came J0NOBHEHHS cneumdikauii Ha Hacoc —
[103aTOp 3 PO3nusoBaYeM Ha3a/IbHOro
NpU3HaYeHHs NOKa3HUKOM «laeHTudikawis».
3MiHu | TMNY - 3MiHK 3 SKOCTI. FoTOBUIA
nikapcbkunii 3aci6. Cuctema
KOHTeliHep/3aKyrnopoBaibHWii 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo gonycTUMmx
MeX NepPBUHHOT YNakKOBKN rOTOBOrO MiKapCbKoro
3aco6y (iHwi 3miHK) yHidikauis posginy 3.2.P.7
CurcTeMa KoHTelHep/ 3aKynoptoBasibHKiA 3aci6, a
caMe BHECEHHS 3MiH A0 cneumdikaL,ii Ha Hacoc
— [,03aTOp 3 PO3NuoBaYeM Ha3aIbHOrO
Npu3HaYeHHs 3a N. «30BHILLHIA BUTNSA»,
«Po3mipn», «FepMeTUUHICTb», «OAHOPIAHICTL
Macu», «MikpobionoriyHa unctota». 3miHu |
TMNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii
3aci6. CucTtema KoHTeliHep/3akynoptoBasibHUI
3aci6. 3miHa nocTavyanbHVKa NaKyBabHUX
MaTepianis abo KOMMIEeKTYUMX (SKLWo
3a3HayYeHo B A0CbE) (3amiHa abo AofaBaHHSA
rnoctayasibH1Ka) BHECEHHS a/lbTEPHATUBHOIO
noctavasibH1Ka Hacoca — fo3artopa 3
po3nuaBaYeM HasaslbHOro npu3HavyeHHsa TOB
«®apmMmaLL» Ykpaina, Wo iAeHTUYHUIA 4o
3aTBEPXEHOro Hacoca — go3aTopa 3
po3nuoBaYeM Ha3asIbHOTO NPU3HAYEHHS
BMpo6HuUTBa Aptar Radolfzell GmbH,
HimeuunHa

141.

omM30n

NOPOLLIOK 4715
pO34nHy Ans
iHcpysiid, 40 mr; no 1
a6o no 10 chnakoHis
3 NOPOLUKOM Y
Kopobui

OPTAHOCVIH
NANDCAEHC
N3 (E® 3ET I

OAE

BVMPOGHMLTBO 3@ NOBHUM
upknom: Codpapimekc —

IHaycTpia Kimika e

dapmacbtoTika, C.A.,
MopTyranis; BUPOGHNLTBO

Hepo3dgacoBaHoro
NPOAYKTY, NEPBUHHE

nakyBaHHs: JEBA XongiHr

EiA. Ec., TypeuumHa

Moptyranis/
TypeuunHa

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis:
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW.
BunyyeHHs1 BUPOOGHMYOT AiNbHULL (BK/IHOYAOUN
AinbHuui ana A®I, npomixHoro npoaykTy abo
roTOBOrO JliKkapCbKOro 3acoby, AiNbHULi Ans
NpoBefeHHsA NakyBaHHs, BUPOGHMKA,
BiANOBIAA/ILHOIO 3a BUMYCK Cepiid, Micue
npoBefeHHS KOHTPOJIKO cepii) abo
noctavanbHUKa BUXiLHOTO MaTepiany, peareHTy
ab0 4ONOMIKHOT PevoBUHU (SKLLO 3a3HAYEHO Y
L0CbE) - BUTyYEHHS OAHIET 3 ABOX BUPOOHUUMNX
AinbHUUb BUpo6HMKa APl Omenpasony ESTEVE
QUIMICA S.A. Poligon Industrial Moli de Les
Planes Font de Bocs S/N C-35, Km.57 08470
Sant Celoni, Barcelona Spain; 3miHu | Tuny -

3miHu 3 siKocTi. CepTudikat BignosigHocTillE-

3a
peyermom

UA/17079/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

cepTudiikaT BignoBigHOCTI EBpoONenchbkili
thapmakonei/MoHorpadii. MogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTta BignoBigHOCTI abo
BW/yYEHHS cepTudpikaTta BianoBigHOCTI
€Bponeiicbkilt hapmakonei: ana A®l; ans
BMXiQHOro marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA Y BUPOOHULTBI
A®I; ons fONOMIXHOT pevoBuHY (cepTudikat
BiANOBIAHOCTI €Bponelickkilt thapmakonei) -
OHOoBEHWI cepTUdIKaT Bif yXe 3aTBEpXEHOro
BMPOGHMKA - NOJaHHA OHOB/IEHOro cepTudpikara
BiNOBIAHOCTI €Bponelicbkilt hapmakonei Ne R1-
CEP 1998-145 - Rev 10 (3atBepmxeHo: R1-CEP
1998-145 - Rev 06) Ans Aito4oi pevoBUHU
Omeprazole Big BXe 3aTBEPAKEHOIO
BMPO6HUKA, SIKUiA 3MiHMB Ha3By Ha ESTEVE
QUIMICA S.A. (3atBepaxeHo: UNION QUIMICO
FARMACEUTICA, S.A.); 3MiHu | Tuny - 3MiHn 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOOHULTBI. 3MiHa po3Mmipy cepii (BKIOYaruu
[fianasoH po3mipy cepii) roToBOro /likapcbKoro
3ac00y (3mMeHLweHHs fo 10 pasiB) - BBEAEHHS
[04aTKOBOro po3mipy cepii rotoBoro
nikapcbkoro 3acoby 50 500 dnakoHis
(3aTBepaxeHo: 66 666 chnakoHiB, 5000
thnakoHiB, 12619 drnakoHi). 3MiHa B p.
3.2.P.3.2. Cknap Ha cepito, a came YTOYHEHHS
hopMyoBaHHA HOPMYBaHHSA NPUMITOK

142.

OMHOIOH-
3H

PO34UH A5t iH'EKLLIA
no 1 mn B amnyni;
no 5 amnyny
6nictepi; no 1 a6o 2,
abo 20 6nicTepiB y
Kopoo6Ui

TOBAPUCTB
03
OBMEXXEHO
0]
BIAMOBIAAN
bHICTIO
"KOPIMOPALII
A
"300POB A"

YKpaiHa

ToBapuCTBO 3 06MEXEHOID
BiANOBIAA/LHICTIO
"XapkiBcbke
hapmMavueBTUYHE
nignpveMcTBo "340poB'sa
Hapoay”

YKpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis:
3MiHu | TMNY - 3MiHK WoA0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy.
3MiHa Y KOpPOTKiil XapaKTepuCTuLi NiKapcbKoro
3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acToCyBaHHA Ha NiAcTasi
perynsipHo OHOB/IIOBAHOTO 3BITy 3 6e3mneku
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCcTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpaviiHuii nepiog, abo sik pesynbtart
OLiHKM 3BITY 3 AOC/iKEHb, NPOBEAEHNX
BiANOBIAHO [0 MiaHy nejiaTpUyHUX JOCAIAKEHb
(PIP) (3MiHY y3rompKeHo 3 KOMNETEHTHUM
YNOBHOB&XEHVNM OpraHoM) 3MiHN BHECEHO B
I[HCTPYKUiO AN MeANYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby A0 po3ainis "B3aemosis 3
IHLIMMKM NikapcbKMKU 3acob6amMu Ta iHLWi BUan
B3aemogiin”, "OcobMBOCTi 3acToCyBaHHS",
"Cnoci6 3acTtocyBaHHs Ta fo3u", "Mo6iuHi
peakuii" BiANoBigHO A0 OHOBEHOI iHhopmaLi

3a
peyenmom

He
nionseae

UA/5179/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

o0 6e3neky 3aCTOCYBaHHS Ail0UMX PEHOBUH
3rigHo 3 pekoMmeHgauieto PRAC. BBefeHHs 3MiH
NpoTArom 6-T1 MiCALIB NicNa 3aTBEPIKEHHS

143.

ODTONIK

Kpanni o4Hi no 10
M1 Y NNacTUKOBOMY
hnakoHi-
KpanenbHuuj; no 1
donakoHy-
KpanesnbHuui y
KapTOHHI navi

CEHTICC
®APMA MBT.
NTA.

IHais

CEHTICC ®APMA IBT.

nTa,

IHais

BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiis:
3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micusa
NPOBaPKEHHS AiS/IbHOCTI BUPO6HUKA
(BKKOYAOUM, 3a HeO6XiAHOCTI, Micue
NPOBEAEHHS KOHTPO/IO AKOCTI), ab0 BNacHUKa
MacTtep-haiina Ha A®l, abo nocTavanbHVKa
Adl/BnxigHOro MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 3aCTOCOBYIOTHCHA Y BUPOOHULITBI
A®| (AKL0 3a3HAYEHO Y AOCbE Ha NiKapCbKuii
3acib) 3a BiACYTHOCTI cepTuddikarta BignoBiAHOCTI
€Bponelicbkin hapmakonei y 3aTBepaKeHOMY
[oCbe, ab60 BUPOOHMKA HOBOT AOMOMIKHOT
PEYOBUHM (AKLLO 3a3HAYEHO Y 0CbE) 3MiHa
Ha3Bu BNpo6HWKa AP| MonisiHiNoBMIA cnnpT
MiTcy6iwi Kemikan KopnopaTioH TekHonogxi
KooppgiHatioH [isicioH KymamoTo MnaHT,
AnoHis. BupobHuya ainbHuuA, agpeca Ta yci
BMPO6HUYI onepavii 3a/MwarTbCs HE3MIHHUMU.
[itoyva pegakuisn: Mitcy6iwi Kemikan
KopnopartioH TekHonogxi KoopgiHatioH [lisicioH
KymamoTo MnaHT, AnoHis Mitsubishi Chemical
Corporation Technology Coordination Division
Kumamoto Plant, Japan NponoHoBaHa
pefakuis: MiTcy6iwi Kemikan KopnopatioH
Krowwto MnaHT, AnoHis Mitsubishi Chemical
Corporation Kyushy Plant, Japan

6e3
peyenma

UA/5782/01/01

144.

NAHTEHON
AEPO30/1b

niHa HawkipHa, 50
mr/r no 58 r a6o 116
Iy KOHTelHepi; no 1
KOHTelHepy y nauui
3 KapTOHY

TOB
"Mikpodhapm"

YkpaiHa

TOB "Mikpodpapm”

YKpaiHa

BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasiis:
3MiHu | TUnYy - 3MiHK 3 AKkocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponeiicbkiii hapmakonei/MmoHorpadii.
MofaHHA HOBOrO abo OHOB/IEHOTO cepTudiikaTa
BiANOBIAHOCTI @60 BMUNYyYeHHs cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
AdI; onsa BuxigHoro
marepiany/peareHTy/npoMiKHOTO MPOAYKTY, L0
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
[LOMOMDKHOT peyoBUHU (cepTudikaT
BiANOBIAHOCTI EBponelickbkin hapmakonei) -
OHOB/EHWI cepTUdIKaT Bif yXe 3aTBEpIXEHOro
BMPOBHMKA - NOAaHHA OHOBNEHOro cepTucpikata
BiAgnosigHOCTI EBponelickkilt hapmakonei Ne R1-
CEP 2006-233 - Rev 03(3arBepgxeHo: R1-CEP
2006-233 - Rev 01) ans fito4oi pevyoBuHn
Dexpanthenol Big BXe 3aTBEpAXEHOr0

6e3
peuyenma

UA/8333/01/01




Ne Hassa

dopma sunycKy

3asBHUK

KpaiHa
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n/n JliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakoska)

3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

145. | NAHTEHON

cnpeli HaLKipHWiA,

TOBAPWNCTB

BMpo6HuKa BASF SE, HimeuurHa. 3minum | Tuny -
3MiHu 3 siKocTi. CepTudikat BignosigHOCTI/lE-
cepTudikaT BignoBigHOCTI EBponeichkili
thapmakonei/moHorpadii. 3mMiHu, NoB'A3aHi 3
HeOo6XifHICTIO NpUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii 4PY abo EBponeiicbkoi
thapmakonei, abo iHLIOi HaLioHa/TbHOI
thapmakonei fgepxasu €C (3MiHa y
cneyudikaisix, nos'asaxa 3i 3miHamu B Y,
abo €ponelicbkinn hapmakonei, abo iHLLiA
HaujioHanbHili hapmakonei gepxasu €C)
CynyTHS 3MiHa - 3MiHK 3 skocTi. APl KoHTposib
A®l. 3miHa y meTogax BunpobyBaHHs A®| abo
BUXiAHOrO MaTepiany/npomikHOro
NpoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoueci BupobHuutea A®| (He3HauHi 3MiHW y
3aTBEPXEHNX MeTOoAaxX BUNPOGYBaHHS)
npusefeHHs cneyudikaLlii Ta MeToAiB KOHTPOHO
AKOCTI AN Ail0YOT PEYOBVHN [AEeKCNaHTeHoN Y
BigNOBIAHICTb 40 BUMOr MOHorpadii
Dexpanthenol EP. 3MiHn | Tuny - 3MiHK 3 SKOCTI.
[oTOBMIA Nikapcbkunii 3aci6. Cuctema
KOHTeliHep/3aKynopoBa/ibHWi 3aci6 (iHLWi 3MiHN)
3MiHa Ha3BW BMPOGHMKA NEPBUHHOIO NakyBaHHSA
- KnanaHy 6e3nepepBHOI Aji | po3nuoBaya:
3aTBepXeHo Ha3Ba noctadasibHuka: V.A.R.I.
S.p.a. ITania; 3anponoHoBaHO: Ha3Ba BMPOOHUKA
LINDAL Dispenser GmbH, HimeuuunHa.
Bypo6HWK 3aNnWLINBCA HE 3MIHHUM.
3MiHu | TMNY - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbknii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHWii 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo AonycTUMmx
Me>X NepBMHHOT yNakoBKN rOTOBOTO NiKaPCbKOro
3aco0by (4oMNOBHEHHSA creuudikaLii HoBUM
NoKa3HUKOM 3 BifNOBifH/M METOAOM
BMNPOGYyBaHHS) AOMOBHEHHS creumdikayii Ha
KOHTEHepy altoMiHiEBI aep030/1bHi HOBUMU
nokasHukamm «OfHOpIAHICTL MacK 6anoHa» Ta
«epMeTNYHICTb» 3 BigMNOBIAHNMY METOAAMM
BMNPOGYBaHHS.

nntoc

po34uH, no 30 mny
donakoHi, no 1
dhnakoHy y kopobui 3
KapToHy

03
OBMEXEHO
to
BIAMOBIA
LHICTIO

«KOPTOPALII

YkpaiHa

BiANOBiAA/IbHICTIO
"@apmaueBTnyHa
KoMnaHis "3gopos'a”

ToBapucTBO 3 0OMEXEHOI0

Ykpaina

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis:
3MiHa 3aaBHuKa J13 (MIBI) (BnacHuka
peecTpauiiHoro NocBigYeHHs1) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460). BBefeHHs 3MiH
NpoTArom 6-Tu MicALB NiCNs 3aTBEPMAKEHHS.
3MiHu | TUNYy - 3MiHK Woao

6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.

6e3
peyenma

UA/17308/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

A
«3[00POB’'A»

BBegeHHs abo 3MiHM [0 y3arasilbHEHNX AaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHVX AaHnx Npo cuctemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHS
hapmakoHarnsgy; KOHTakTHOT 0cobm 3
thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
hapmakoHarnsgy B YkpaiHi, KLU0 BOHa
BiAMIHHa Bif, YNOBHOBaXeEHOI 0CO6M,
BiAMOBIAaUTbHOI 3a 34iiCHEHHSA hapMakoHarnsay
(BK/KOHAOYM KOHTaKTHI faHi) Ta/abo 3MiHU y
po3MilLieHHi MacTep-chaiina cuctemm
thapmakoHarnsgy).
3MiHa YNOBHOBaXKEHOT 0COOM 3asiBHUKA,
BiANOBIAaUIbHOI 3a hapmakoHarnag. Jirova
pepakuisi: LeBueHko OneHa IropisHa.
MponoHoBaHa pepakuis: MaHoBa OneHa
MukonaiBHa. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XEHOI 0CO6M 3asBHIIKA,
BignoBigasibHOI 3a hapmakoHarnsg. 3miHa
HoMepa MacTep-ghaiina cuctemu
chapmakoHarnisgy.

146.

NonUue®

NOPOLLIOK A5
PO34UMHY NS iH'EKLR
abo iHdysiii no 1000
Mr o 10 dponakoHis 3
MOPOLLKOM Y
KapTOHHIA KopooLi

MicTtpan
Kenitan
MeHeKMeHT
Nimiteq

AHrnis

ALC JOG®AP C.MA.

ITanis

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis:
3MiHn | TURYy - 3MiHK 3 akocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponeiicbkili hapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO cepTugikaTa
BiAMNOBIAHOCTI @60 BUNyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
A®I; onsa ByxigHOro
Marepiany/peareHTy/npoMiKHOTO MPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; ana
[0NOMIKHOT peyoBrHY (cepTuddikat
BiANOBiAHOCTI EBponeiickbki hapmakonei) -
HoBuii cepTudikat Bif, BXe 3aTBEPAXEHOr0
BMPOGHMKA - MOJaHHS HOBOTO cepTudikara
BignoBigHoCTi EBponelickkili hapmakonei Ne RO-
CEP 2023-021 - Rev 00 gns Aitoyoi peyoBuHU
Cefepime dihydrochloride monohydrate Big Bxe
3aTBepxeHoro BupobHnka ACS DOBFAR
S.P.A. (3amiHa ASMF).

3a
peyenmom

UA/19839/01/01

147.

NPEQYKTAN
® Of} 40 MI

Kancysnu
NPOMOHIroBaHoi Aji
TBepAi, no 40 wmr; no
10 kancyny
6nictepi; no 3 abo 9
6nicTepiB y KOpobLi
3 KApTOHY

ne
NABOPATYA
P CEPB'€

®paHuis

3AT dapmaueBTUYHWMIA

3aBog ElC (BupobHuuteo

Ta KOHTPO/Ib AKOCTI;
MakyBaHHA Ta BUMYCK
cepir)

YropmHa

BHECEHHS 3MiH 0 peecTpaLliiiHux maTepiasis:
3MiHY | TNy - 3MiHK Woa0
6e3nekun/edekTVBHOCTI Ta hapMmakoHarnagy.
3MiHa yacToTv Ta/abo TepMiHiB NogaHHsA
perynsipHo OHOBJIIOBaHWX 3BITiB 3 6e3neku
niKapcbkunx 3acobiB - 3MiHM Y 4acToTi Ta gatax
NoAAaHHSA perysisipHO OHOBJIIOBAHOTO 3BITY 3

3a
peyerimom

UA/17645/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
6e3neku.
[itova pepakuis: Yactota nogaHHa perynspHo
OHOB/IIOBAHOrO 3BiTY 3 6e3neku 1 pik. KiHuesa
para ans BkYeHHs gaHux go PO3b -
06.08.2018 p. fata nogaHHs - 15.10.2018 p.
MponoHoBaHa peakuis: YactoTa nogaHHs
perynspHo OHOBJIOBAHOIO 3BiTy 3 6e3nekn 3
poku. KiHueBa gata 415 BKIOYEHHS JaHNX A0
PO3b - 06.08.2023 p. flata nogaHHsA -
04.11.2023 p. PekomeHg0BaHo 40
3aTBEpKEHHS BiAMNOBIAHO A0 NEPiOANYHOCTI
nofaHHA perynsipHo OHOB/IOBaHMX 3BITIB 3
6e3nekmn Nikapcbknx 3acobis y €EC
148. | NPEOYKTAN Kancynm ne PpaHuin 3AT dapmaueBTUYHNMIA YropwmHa BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3a UA/17645/01/02
® 0J 80 MI' NPOIOHroBaHoI fji NTABOPATYA 3aBog, ElC (BupobHuuteo 3MmiHu | Tvny - 3miHn woao peyenmom
TBepai, no 80 mr; no P CEPB'E Ta KOHTPO/Ib SKOCTI; 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy.
10 kancyn y MakyBaHHS Ta BUMNYCK 3MiHa YacToTu Ta/abo TepMiHiB NofgaHHS
6nictepi; no 3 a6o 9 cepii) perynspHo OHOB/OBaHWX 3BITIB 3 6e3mneku
6nictepiB y kopobuij nNikapcbKknx 3acobiB - 3MiHM y YacToTi Ta garax
3 KapTOHY noAaHHA perynspHoO OHOB/IOBAHOIO 3BITY 3
6e3neku.
[itova pepakuis: Yactota nofaHHa perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3nekun 1 pik. KiHuesa
fara Ans BKNYeHHsA aaHunx go PO3b6 -
06.08.2018 p. Aata nogaHHA - 15.10.2018 p.
MponoHoBaHa peaakuis: Yactota nogaHHs
perynspHo OHOB/OBAHOIO 3BiTy 3 6e3nekn 3
poku. KiHueBa fata 415 BK/IOYEHHS JaHNX A0
PO3b - 06.08.2023 p. faTa nofgaHHs -
04.11.2023 p. PekomeHO0BaHoO [0
3aTBEpXEHHS BiANOBIAHO A0 NepioaNYHOCTI
nofaHHA perynsapHO OHOB/IOBAHMX 3BITIB 3
6e3nekmn Nikapcbknx 3acobis y €EC
149. | NPO3EPUH PO34UH ONS iH'EKLLN, TOBAPUCTB YkpaiHa KOHTPO/1b AKOCTI, BUMYCK Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/6253/01/01
0,5 mr/mn, no 1 mn B 03 cepi: 3MiHa 3aaBHuKa J13 (MIBI) (BnacHuka peyenmom
amnyni, no 10 OBMEXXEHO ToBapnCcTBO 3 0OMEXEHOID peecTpauinHoOro NocBig4YeHHs) (3rigHO Hakasy
amnyn y navuj 3 0 Bi4nNoBIAANbHICTIO MO3 Big 23.07.2015 Ne 460) BBefeHHs 3MiH
KapToHy; No 1 Mn B BIAMOBIOAN "[locnigHwii 3aBog, NPOTArom 6-Tv MiCAILIB MiCNs 3aTBEPAKEHHS;
amnyni, no 10 bHICTHO "rHUCY, 3MmiHu | TUny - 3MiHn Wwoao
amnyn y 6nictepi, no | «KOPMNOPAL|| YkpaiHa; 6e3nekn/edhekTMBHOCTI Ta hapMakoHarnaay.
1 6nicTepy B nauui 3 2| BCi cTagii BUpobHMUTBA, BBefeHHA abo 3MiHM [0 y3arasibHeHNX AaHnxX
KapToHy «300POB'A» KOHTPO/Ib SIKOCTi, BUMYCK npo cuctemy thapmakoHarnsgy (BBefeHHs

cepi:
ToBapuCTBO 3 06MEXEHOID
BiANOBIAA/LHICTIO

y3ara/ibHeHUX JaHnx Npo cucTemy
hapmakoHarnsgy, 3amMiHa yrnoBHOBaXeHO! ocobu,
BiANOBIAA/IbHOI 32 3AiiCHEHHS

"PapmaueBTnyHa hapmakoHarnsgy; KOHTakTHoi ocobm 3
KoMnaHia "3g0pos'a”, hapmakoHarnsgy 3asiBHUKa A5 34iiCHEHHS
YKpaiHa dpapmakoHarnsay B YKpaiHi, KLU0 BOHa
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
BiAMIHHA BiJ YNOBHOBaXEHOI 0CO6M,
BiANOBIAa/IbHOI 3a 3AiiCHEHHSA hapMakoHarnsay
(BK/IIOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy) - 3mMiHa ynoBHOBaXeHoT
0cobu 3asBHYKa, BiANOBIAaIbHOI 3a
thapmakoHarnag. [itoya pegakuis: LLieBueHko
OneHa IropisHa. MponoHoBaHa pejakuis:
MaHoBa OnexHa MukonaisHa. 3mMiHa KOHTaKTHUX
[aHnX YNoBHOBaXEHOT 0CO6W 3asiBHYKA,
BignoBigabHOI 3a hapmakoHarnsg.
3MiHa HoMepa MacTep-ghaiina cuctemu
dhapmakoHarnsgy
150. | NPO3EPUH PO3YUH O151 iH'EKLLNA, TOBAPUCTB YkpaiHa BCi cTajii BUpobHMUTBA, Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3a UA/8836/01/01
0,5mr/Mn no 1 mn B 03 KOHTPO/Ib SIKOCTi, BUMYCK 3MiHa 3aaBHuKa J13 (MIBI) (BnacHuka peyenmom
amnyni; no 10 OBMEXXEHO cepii: peecTpauiiHoro Noceig4eHHs) (3rigHo Hakasy
amnyn y kopobui 3 10) ToBapuCTBO 3 06MEXEHOID MO3 Big 23.07.2015 Ne 460) BBefeHHs 3MiH
KapToHy; no 1 mn B BIANOBIAAN BiANOBIAA/LHICTIO NpoTArom 6-Tn MIiCALIB NiCNA 3aTBEPMKEHHS;
amnyrni; no 5 amnyn bHICTHO "XapkiBcbke 3miHu | TMny - 3MiHK WwWoao
y 6nicTepi; no 2 «KOPMNOPAULY hapmMaueBTUUHE 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
6nictepu y kopobu, 3 A nignpveMcTBo "340poB's BeefeHHs abo 3MiHU [0 y3araslbHeHNX AaHnX
KapTOHY; No 1 MmN B «300POB’A» Hapoay", npo cuctemy thapmakoHarnsgy (BBefeHHs
amnyni; no 10 YKpaiHa; y3arasibHeHUX gaHux npo cuctemy
amnyn y énictepi; no BCi CTagii BUpO6HMLTBA, thapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi 0ocobu,
1 6nictepy y KOHTPO/b AKOCTI: BiANOBIAA/IbHOI 32 34iiCHEHHS
KopobLi 3 KapTOHY ToBapuCcTBO 3 06MEXEHOID hapMakoHarnaay; KOHTakTHoi ocobu 3
BiANOBIAA/LHICTIO thapmakoHarnsgy 3asBHUKa ANs 34iCHEHHSA
"@apmaueBTnyHa thapmakoHarnagy B YkpaiHi, SKLi0 BoHa
KoMnaHisa "3gopos'a”, BiMiHHa Bif, yNIOBHOBaXKeHOT 0co6M,
YKpaina BiANOBigasIbHOI 3a 34jCHEHHST dhapMakoHarnsay
(BK/THOYAOUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnagy) - 3miHa yrnoBHOBaXeHOI
0Cco6u 3as1BHMKA, BiANOBiAA/IbHOT 3a
thapmakoHarnsag ditoya pegakuis: LeBueHko
OneHa IropiBHa MponoHoBaHa pefakuis:
MaHoBa OneHa MukonaisHa 3MiHa KOHTaKTHUX
[aHnX ynoBHOBaXeHOT 0CO6Y 3asiBHYKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag 3miHa
Homepa mMacTep-chaiina cuctemu
dhapmakoHarnsgy
151. | PAMAT H Tabnetku no 2,5 NMPO®APMA ManbTa AkTasic /T4 Manbta BHECEHHS 3MiH 4,0 peecTpavliiHnx maTtepiaiis: 3a UA/13524/01/01
Mmr/12,5 wr; no 10 IHTepHeLLHN 3MiHY | TNy - 3MiHK Woa0 peyenmom
TabneTtok y 6nictepi; TpeiguHr 6e3nekun/edekTVBHOCTI Ta hapMmakoHarnagy.
no 3 6nictepu B Nimiteq

KapTOHHIM navi

BHeceHHs abo 3miHa(1) [o 3060B'si3aHb Ta yMOB
BMAaui peecTpaviliHoro nocBig4YeHHs,
BK/tOYatouun MnaH ynpaBniHHS pyu3nkamu
(3acTocyBaHHsSI TEKCTY, SIKWIA NOTOMKEHNI 3
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Hassa
JliKapcbKo20

dopma sunycKy

3asBHUK

KpaiHa

Bupo6HuK
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3acoby

ynakoska)

(nikapcbka ¢hopma,

3asiBHUKa

Kpaina

BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o

152.

PAMATI H

mr; no 10 TabneTok

Tabnetkn no 5 mr/25

MPO®PAPMA
IHTEpHeLLHN

MasibTa

AkTasic /ITa

ManbTa

KOMNETEHTHUM OpraHom) 3asiBHUKOM HafaHo
OHOB/IEHWIA MNaH ynpaBniHHA pu3nkaMu Bepcis
1.3 3MiHM BHeCEHO A0 YacTuH: | «3arasnbHa
iHchopmavis»
V «3axoau 3 MiHiMi3auii pu3ukie», VI «Pestome
nnaHy ynpasniHHA pusukamm» VI «logatkm»
(mopatok 2) y 3B'A3Ky 3 OHOB/IEHHSAM iHchopmawi
3 6e3neku Aitoyoi pevyoBUHY rigpoxnopTiasug Ha
nigcTasi pekomeHaaLin PRAC, Wwo po3milleHi Ha
odpiyiiHomy cainTi EMA Ta Ha oqoiLiiiHOMY cawTi
OEL, Wo € pyTUHHMMM 3axofamu 3 MiHiMi3awii
pv3nKiB

nocsBi0OYeHHs

153.

PAMIHEPON
®

y 6nicTepi; no 3
6nictepu B
KapTOHHI nayi

TabneTtku, BKPUTI
NAiBKOBOIO

TpehguHr
Nimiteq

BIOCANHC
nTA.

Cnony4eH

AKTABIC NTA.

ManbTa

BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasiis:
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) A0 3060B'A3aHb Ta yMOB
BMAAui peecTpaviiHoro noceig4YeHHs,
BK/IKOHAK0UM MNnaH ynpasniHHS pusukamm

(3acTocyBaHHSI TEKCTY, SIKWIA NOTOKEHNIA 3

KOMNETEHTHUM OpraHom) 3asiBHUKOM HafaHo

OHOBJ/IEHWIA [NaH ynpasniHHA pusnkamu Bepcis
1.3 3MiHM BHECEHO A0 YacTuH: | «3aranbHa

iHchopmaLis»

V «3axoau 3 MiHimi3avi pu3ukie», VI «Pesiome
nnaHy ynpasniHHA pusukamm» VI «logatkm»
(oopaTok 2) y 3B'A3Ky 3 OHOBIEHHSAM iHGhopMaLiT
3 6e3neku Ailyoi peyoBMHY rigpoxnopTiasug Ha
nigctasi pekomeHgauii PRAC, Lo po3MilleHi Ha
odpiyiiHomy caiiti EMA Ta Ha oqoiLiiiHOMYy caATi
[OELL, WwWo € pyTUHHUMYK 3axo4amn 3 MiHiMisawii

pU3MKIB

3a
peyenmom

UA/13524/01/02

060/10HKOI0, MO 1 Mr;
no 10 TabneTtok y
6nictepi; no 3
6nictepu y
KapTOHHII naui

e
Koponisct
BO
Benvkob6p
UTaHii i
MiBHi4HOT
Ipnangii

BHECEHHS 3MiH [0 peecTpaLiitHux maTepiais:
3MiHK | TUNY - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XxapakTepucTuL, NikapCbKoro
3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acToCyBaHHA Ha NiacTasi

perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3mneku
niKapcbKoro 3acoby, abo focnigpkeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiiiuii nepiog, abo sik pesynbtart
OLiHKM 3BITY 3 AOCMiKEHb, MPOBEAEHNX
BiANOBIAHO A0 NnaHy negiatpuyHUX AOCNiLKeHb
(PIP) (3MiHy y3rompKeHo 3 KOMNETEHTHUM
YMOBHOB&XEHNM OpraHom) - 3MiHN BHECEHO B
I[HCTPYKUiO AN MeANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby o po3ainy "rMNob6iyvHi peakuji”

3a
peyenmom

Loa0 6e3neky 3acToCyBaHHS Ailo40i peYOBUHU

He
nionseae

UA/14506/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
BiANOBIAHO A0 pekomeHaauii PRAC. BBegeHHs
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPKEHHS
154. | PAMIHEPON TabneTku, BKpUTI BIOCAVHC CnonyyeH AKTABIC NTA,. ManbTa BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiis: 3a He UA/14506/01/02
® NNiBKOBOO nTAa. e 3MiHu | TUNy - 3MiHKU Woao peyenmom | nidssieae
060/10HKOI0, NO 2 MT; KoponiscT 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
no 10 TabneTok y BO 3MiHa y KOpOTKili XapakTepucTuL, NikapcbKoro
6nictepi; no 3 Benuko6p 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT ANns
6nictepu y uTaHii i MeJMYHOro 3acTOCyBaHHS Ha nigcTasi
KapTOHHI navi [MiBHiYHOT perynspHO OHOBJ/HOBAHOrO 3BIiTYy 3 6e3neku
IpnaHaii nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTOCyBaHHS NMikapCcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtart
OLliHKM 3BITY 3 AOCNIAKEHb, NPOBEAEHUX
BiANOBIAHO [0 NiaHy negiaTpUyHNX JOCAiAKEHb
(PIP) (3miHy y3rogkeHo 3 KOMNeTEeHTHUM
YNOBHOB&XXEHUM OpraHom) - 3MiHN BHECEHO B
IHCTPYKLUiO AN MeAMYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3giny “MNo6iyHi peakuii”
o0 6e3neky 3acToCyBaHHA Ailo4H0i peHOBUHU
BiANOBIAHO A0 pekomeHaauii PRAC. BeegeHHs
3MiH NPOTAroM 6-TW MicsLiB nicns
3aTBEPMAXKEHHS
155. | PECMNEPO Kancynm . MNonb- HimeyunH | BUPOGHWLTBO HEMOKPUTUX HimeyunHa BHECEHHS 3MiH 4,0 peecTpavyiiHnx maTtepiaiis: 6e3 nionseae UA/4948/01/01
MUPTON KMLLKOBOPO34YMHHI N0 Bockamn a Kancyn: KataneHt 3miHu | Tvny: 3MiHK 3 sKocTi. FoToBMIA peyenma
120 wmr, no 10 Mv6X & Ko. KI xepmaHi E6epbax MmM6X,

Kancyny énictepi;
no 2 6nictepu y
KapTOHHIA KopooLi

HimeuuunHa; . Monb-
Bockamn Mm6X & Ko. KT,
HimeuuunHa; Mokputta
kancyn: I'. NMonb-bockamn
'm6X & Ko. KT,
HimeuuunHa; MepBuHHE Ta
BTOPVHHE NakKyBaHHs: I
Monb-Bockamn MM6X &
Ko. KI', HimeuuunHa;
Bunyck cepii: . Monb-
Bockamn Mm6X & Ko. KT,
HimeuunHa

nikapcbkuii 3aci6. 3MiHW Y BUPOGHNLTBI. 3MiHU Y
npoveci BUPO6bHMLITBA FOTOBOTO NiKapCbKoro
3aco0y, BK/OYakoUy NPOMDKHWI NPOAYKT, L0
3aCTOCOBYETHLCA NPV BUPOGHULITBI FOTOBOIO

nikapcbkoro 3acoby (He3HayHa 3MiHa y npoueci
BMPOGHMLTBA) 3MiHa B po3gini 3.2.P.1 Onuc i

cknag nikapcbkoro 3acoby, 3.2.P.3.2 Cknag Ha
cepito, a came gofaHa npyMiTka, Wwo raiyepuH
85 % MoXe 6yTW BUKOPUCTaHWI SK
anbTepHatmea [MiyepuHy 100 % y BUPOGHULTBI
npoaykTy. BBeeHHs 3MiH NpoTArom 6-tu
MicaLiB nicns 3aTBepmKeHHs. 3MiHun | Tuny:
3MiHu 3 siKkocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOBGHMLTBI. 3MiHM y NpoLeci BUpo6HMLTBa
roTOBOrO /iKapCbKoro 3acoby, BKkIoYaoun
NPOMIXKHUIA NPOAYKT, L0 3aCTOCOBYETLCA NpY
BMPOGHMLITBI FOTOBOrO NiKApCbKOro 3acoby
(He3HauvHa 3miHa y npoueci BUpo6HNULTBA) 3MiHN
B MpoLieci BUpO6GHULITBA, 30Kpema npoLec
CYLUIHHSA Kancy/s1 AONOBHEHO aflbTePHATUBHUM
BapiaHTOM cyLUiHHA (bapabaHHa cylmMnbHa
MallnHa) Ha 4oAaToK A0 KOMOGiIHaLi 4BOX
CMCTEM CyLiHHSA (bapabaHHa cylmnibHa
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

MallvHa Ta CyLUiHHA Ha /10TKax). BBeAeHHs 3MiH
NPOTArom 6-Tv MiCAILiB MiCNs 3aTBEPKEHHS.
3MiHu | TMNy: 3MiHK 3 AKocTi. FoToBWMiA
nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX
peyoBuH. 3MiHa NapameTpiB cnevuwudikauiii
Ta/abo fonycTMMUX MeX AN [ONOMIKHOT
peyoBuMHY (BUyYEHHS 3i cneumdikawi
He3Ha4yHOro MokasHuka (Hanpuknag, 3actapinoro
nokasHwuka)) 3miiu B n.3.2.P.4.1.Cneumdpikaunis,
a came BWIyveHHs nocunaHb Ph.Eur Ta USP-NF
Ha [O0NOMiXHI pevoBUHU TpUrNiLepuais
cepefHbOro NnaHutora Ta NeyuTuHy B
PO3UVHHWKY, OCKI/IbKV AaHi PEYOBUHU He
BXOAATb A0 cknagy /13, ix cnigosi kinbkocTi abo
BMNapPOBYIOTLCA B NPOLECI CYLUIHHA ab0
BUAANAIOTLCA LUIAXOM MEXAHIYHOTO OYULLLEHHS
noBepXxHi kancyn. BeeAeHHs 3MiH NpoTArom 6-Tn
MiCALIB Micnsa 3aTBepKEHHSA. 3MiHu | Tuny:
3MmiHu 3 sKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTPOMb AONOMIKHMX PEYOBUH. 3MiHa Y
MeToAax BUNPO6YyBaHHA 4OMOMDKHOI PeYOBUHM
(BrnyyYeHHs1 meToAy BMNPOOYBaHHS, AKLLO
anbTepHaTUBHUI MEeTOZA BUMPOBYBaHHSA BXe
3aTBEPKEHO) BUTYYEHHS NOCUIAHHSA Ha
aHaniTM4HNIA MeTog, A5 AONOMIKXHOT PEYOBUHN
Kncnotun consHoi 13% (in-house) ockinbku BoHa
rOTYETLCA 3 KMCMIOTUN CONAHOT 25%, Aka
Bignosigae Ph. Helv. i Ph. Eur., BignosigHo.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPAKEHHSA. 3MiHM | TMNy: 3MiHK 3 AKOCTI.
["oTOBWIA Nikapcbkmii 3aci6. KOHTpob roToBoro
nikapcbKoro 3acoby. 3miHa y meTofax
BMNPOBYBaHHA rOTOBOrO /iKapCbKOro 3acoby
(ans npuBeAeHHs y BiANoBigHICTL 3 Y abo
€Bponeiicbkoto hapmakoneeto Ta BUTYYEHHS
NOCWNaHHSA Ha 3acTapinuii BHYTPILLHIl MeToz,
BMNPO6YBaHHS i iOr0 HOMEp) - BUTyYEHHS Onucy
mMeToay BunpobyBaHHA /13 3a NnokasHUKamm
«CepefHa Maca BMICTy kancysin, OfHOPIAHICTb
macu» (Ph. Eur. 2.9.5.). logatkoBuii onuc He
noTpibeH, ockinbku meToy, Bignosigae Ph.Eur.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUIB nicnsa
3aTBEpMKEHHS. 3MiHKM | TMny: 3MiHU 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3miHK y
BMPOGHULTBI. 3MiHN BUNpobyBaHb abo
[OMyCTUMUX MEX, BCTAHOB/IEHNX Y
cneumaikauisx, nig yac BUPoO6GHMLTBA rOTOBOrO
NikapcbKoro 3aco6y (iHLWi 3MiHW) - 3MiHW B
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

cneuudikauii mig yac BUpo6HUMTBa A1 TECTY
«lepmMeTuyHicTb bnicTepa», a came
BWMNPaB/IEHHS MOMUJIKW, OCKi/TbKW ONUC YMOB
MeToay HeBIpHUIA. «60 cekyHa» i «60 M6ap»
6yNn 3aMiHEHI Ha «BU3HAYEHWIA Nepiog Yacy».
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUIB nicnsa
3aTBEpMKEHHS. 3MiHKM | TMny: 3MiHU 3 SKOCTI.
[OTOBWIA Nikapcbkmii 3aci6. KOHTposib roTOBOro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo foNyCTUMNX MEX rOTOBOrO
nikapcbKoro 3acoby (iHwWi 3MiHM) BHECEHHS 3MiH
B cneuudikauito N3 3a nokasHrkom «Onuc», 3
METOI NPUBELEHHS Y BiANOBIAHICTb A0
opuvriHaIbHNX MaTepiasiB BUPOOHUKA.
[itoya pefakuis: npo3payHble MsArkme
XenaTvHOBbIE Kancysbl (BbITSHYTOWR (hopMbl) C
€CTeCTBEHHO (XeNTOBaTOli) OKPACKOWA.
CopepxvMoe kancyn: npo3payHas XuaKocTb ¢
XapakTepHbIM 3anaxom. [ponoHoBaHa pefakuis:
M'SIKi )XeNaTUHOBI Kancynn HaTypasibHOro
KO/bOpPY, NPO30pi, OBa/IbHI. 3MiHN BHECEHI Y
po3gain "Nikapcbka chopma” (OCHOBHI i3nKo-
XiMiYHi BNacTMBOCTI) LWOAO 3MiHWN ONUCY Karcynm
B IHCTPYKLiO 415 MeANYHOro 3acTocyBaHHs
nikapcbKoro 3acoby. BBegeHHs 3MiH NpOTArom
6-TW MicALB Nicnsa 3aTBEPKEHHS

156.

PETUHONY
ALETAT

PO3YMH HALLKIPHWIA
Ta opasibHuiA,
oniviHnii 34,4 mr/mn
no 10 mn y donakoHi;
no 1 doiakoHy B
naui 3 KapToHy

AT
"BITAMIHN"

YkpaiHa

AT "BITAMIHWN"

Ykpaina

BHECEHHS 3MiH 40 peecTpaliitHux maTepiasis:
3MiHM | TUny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy
(iHLWi 3MiHK).

OHOB/IEHHA TEKCTY MapKyBaHHS BTOPUHHOT
ynakoBKM NikapCbKoro 3acoby, a came,
BW/Ty4EHO iHhopMaLLito, 3a3HaYeHy POCINCbKO
MOBOI0. TepMiH BBeAieHHs1 3MiH NpoTsirom 3
MicAILiB Micns 3aTBepPIKEHHS

6e3
peyenma

UA/5428/01/01

157.

PUBOKCUH

TabneTkn, BKPUTI
NNiBKOBOKO
060/10HKO10, No 200
mr no 10 TabneTok y
6nictepi, no 5
6nicTepiB y nayui 3
KapTOHY

NAT
"Tannudapm”

YkpaiHa

MAT "Kvismegnpenapat"”,

Ykpaina; MAT
"Manuudapm”, Ykpaina

Ykpaina

BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasis:
3MiHu | TNy - 3MiHK 3 aKocTi. A®Il. Cuctema
KOHTEeliHep/3akKynopoBasibHWi 3aci6 (iHLWi 3MiHK)
- BHECTV 3MiHu go posginy 3.2.S.6 Cuctema
KOHTeliHep/3akKynopoBa/bHWiA 3aci6, a came
npvBeAEHHA Onucy ynakoBKW BiANOBIAHO [0
3aTBepAyKeHoro onvcy ynakoskun DMF
BUPOGHWKA; BUTYYEHHS OMUC MapKyBaHHS
3arBepKeHo: IHoBa3uH (PUBOKCUH) ynakoBaHO
y NOABIVHI NONIETUNEHOBI NakeTw, sk
nomilLaloTh Y KapTOHHI 6apabaHun. Ha eTukeTui
aHrNilicbkoo MOBOIO BKa3ytoTb KpaiHy
BMPOGHUWKA, Ha3BY ipMU-BUPOBHUKA, Ha3BY

3a
peyerimom

UA/4137/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
cy6cTaHUii, Homep napTii, AaTy BUrOTOBJ/IEHHS,
[AaTy NepekoHTposto, Bara 6pyTTo, Bara TapHoOro
MicLs Ta Bara HeTTo.
3anponoHoBaHo: |HOBa3WH (PUHOKCKH)
yrnakoBaHo Yy NoABiliHi NoIieTUIEHOBI NakeTw,
KOXEH 3 SKMX TEPMO3BapIO0Th i NOTIM
MoMiILLatOTh Y KApTOHHMIA 6apabaH. BapabaH
0nJ0M60BYIOTb META/IEBMM KiflbLIEM 3 3aMKOM
158. | PO3NITPEK® | kancynu TBepAi no TOB «Pou YkpaiHa BMPOGHMLITBO CLUA/ BHECEHHS 3MiH 40 peecTpaliitHux maTepiasis: 3a He UA/19842/01/01
100 wr, no 30 YkpaiHa» Hepo3dacoBaHoro LLiseiiuapis 3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA peyenmom | nionsizae

Kancyn TBepaux y
naawui; no 90
Kancyn Teepaux y
nnsawuyi; no 1
NAAWLI Y KAPTOHHIi
Kopoo6Li

niKapcbKoro 3acooby,
BMNPOGYBaHHA KOHTPOJIHO
AKOCTI NPV BUMNYCKY Ta
cTabinbHOCTI:
KataneHT piHuBinn IHk.,
CLA
BUNPOOYBaHHA KOHTPOSIO
AKOCTI: MiKpobionoriyHa
yucrora:
®.XodhhmaHH-/1a PoLu
N1a, Weenuapis
BUMNPOOYBaHHA KOHTPOSIO
AKOCTI MpW BUNYCKY Ta
CTabiNIbHOCTI, KpiM
MiKpO6IO/IOriYHOT YMCTOTH,
nepBUHHE Ta BTOPUHHE
nakyBaHHs, BUMYCK cepil:
®.XodpcpmaHH-/15 Powu
N1p, Weeiuapis

nikapcbkuii 3aci6. CTabinbHiCTb. 3MmiHa y
TepMiHax NpuaaTHOCTI abo ymoBax 36epiraHHs
rOTOBOrO Jlikapcbkoro 3acoby (3MiHa B yMoBax
36epiraHHs roToBOro Jlikapcbkoro 3acoby abo

nicns pO34YMHEHHSA/BIGHOBEHHS) 3a3HAYEHHS

iHhopmauii wopao ymoB 36epiraHHs 13 B

opuriHasibHili ynakoBLji 3aTBepXeHo: YMOBM

36epiraHHA. 36epirati npu Temnepartypi He

BuLLe 30 °C y WibHO 3aKpUTI NAsAWLi ANns
3axucTy Bif Bosoru. 36epirat y HefoCTynHOMY

Ans giteid micui. 3anponoHoBaHo: YMoBM

36epiraHHA. 36epirati npy Temnepartypi He
Buwie 30 °C. 36epirati B opuriHasibHili ynakoBLi
Yy WiNIbHO 3aKpWTIi NASALWLi 415 3aXUCTY Big,
Bosiorn. 36epiratu y HefloCTyNnHOMY A1s AiTel
MicLi. 3MiHM BHECEHO [0 IHCTPYKUIT Ans
MeANYHOro 3acToCyBaHHSA NiKapcbKoro 3acoby
[0 po3giny "YmoBu 36epiraHHs" 3 BiANOBIAHUMY
3MiHaMKn B TEKCTi MapKyBaHHS ynakoBOK
nikapcbKkoro 3acoby. BeefeHHsA 3MiH NpOTArom
6-TV MicALIB Mic/1A 3aTBepMXeHHS. 3MiHu || Tuny
- 3MiHM Wwoao 6e3nekn/edIeKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHM y KOpOTKili
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT AN MeAn4HOro
3aCTOCyBaHHS Y 3B'SI3KY i3 HOBUMYW AaHUMK 3
AKOCTI, AOK/TIHIYHMMM, KIHIYHUMKW AaHUMK Ta
AaHuMK 3 hapMakoHarnsgy - 3MiHu BHeECEHO A0
IHCTPYKLi 415 MeAUUYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby A0 po3ginis
"PapmakonoriyHi BnactusocTi”, "Cnocio
3aCTOCyBaHHSA Ta A03W" BigNOBIgHO A0 KiHLEBUX
pe3ynbTaTiB 3aBepLUEHOr0 JOCAIMKEHHSA

GP411174. BBeieHHS 3MiH NPOTAroM 6-Tu

MicAUIB Micnsa 3aTBepkeHHs. CynyTHSA 3MiHa -
3MiHM Wwopo 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo 3miHa(u) fo
3060B's13aHb Ta YMOB BuJa4i peecTpaLiiHoro
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n/n

Hassa
JliKapcbKo20

dopma sunycKy
(nikapcbka ¢hopma,

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3acoby

ynakoska)

NOCBIAYEeHHSA, BKIoYatoun MnaH ynpasiHHA
pu3nkKamm (3acTocyBaHHS 3MiH(1), Aki(a)
BMMaratTb(€) NofasIbLLOro 06I'pyHTYBaHHSA
HOBUMM [OATKOBUM AaHUMMU, L0 MatoTb
HafaBaTNCA KOMNETEHTHUM OpraHoM, OCKISbKY
BUMaraeTbCs CyTTEBA OL{iHKA KOMMNETEHTHUM
opraHom) - 3MiHV BHECEeHO A0 YacTuH: ||
«Cneuudikauis 3 6e3nekn» (mogyni Cl
«Enigemionoris nokasaHb 40 3aCTOCyBaHHA Ta
yinbosa(i) nonynsauia(i)», CIV «Monynauii, ski He
BMBYaNMCh Mif Yac KNiHIYHUX BUNpobyBaHb», CV
«MicnspeecTpadiiiHnii gocsig», CVII
«laeHTudikoBaHi Ta NOTEHU,HI pyu3nkn», CVIII
«Pe3tome npobnem 6e3nekn), Il «MnaH 3
hapmakoHarnagy», V «3axogu 3 MiHimisauii
pu3ukiB», VI «Pe3tome niaHy ynpasniHHA
pusnkammn», VII «logatkun», y 38'a3Ky 3
3aBepLUEHHAM Ta BULASIEHHAM AOCNIAKEHHS
GP411174, BuganeHHam nicnspeectpavinHnx
pocnipxeHb PAES 3 nepeniky HeobxigHux
3axo4is 3 chapmakoHarnsagy, Ha nigcrasi
NiATBEPMKEHHS 3aTBEPAXKEHHS 3MiH B KpaiHi
3aABHUK/BUPOOHNKA, 3BIiTy NPO KAiHiYHe
AocnigpkeHHs. 3Miam |l Tuny - 3MiHN WoAao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
IHLWI 3MiHW, SiKi He BBIALLAW Y Leit po3gin, aki
BK/IO4AIOTb NOAAHHA pe3y/bTaTiB fOCAIAKEHb
[10 KOMMNETEHTHOTO OpraHy - 3MiHW BHECEHO [0
HCTPYKLT ANS MeAMYHOro 3acToCyBaHHA
niKkapcbKoro 3acoby Ao po3sainy "OcobamBocTi
3acTocyBaHHS" BifMoBigHO A0 iHTerpoBaHoro
3BiTYy 3 6€3MNeKM A/151 OLiHKN CepLEeBUX PUBKKIB,
Ha niactasi gocnigxeHb PAES.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micas
3aTBEPAKEHHS.

UA/19842/01/02

159.

POSNITPEK®

Kancynum Teepgi no
200 wr; mo 30
Kancyn TBepaux y
naawui; no 90
Kancyn Teepaux y
nnsawuyi; no 1
NAAWLI Y KAPTOHHIi
Kopoo6Ui

TOB «PoLu
YkpaiHa»

YKpaina

BMPOGHMLITBO
Hepo3acosBaHoro
niKkapcbKoro 3acooby,
BMNPOGYBaHHA KOHTPOJIHO
AKOCTI NPV BUMNYCKY Ta
cTabifbHOCTI:
KataneHT piHuBinn IHk.,
CLA
BUNPOOYBaHHA KOHTPOSIO
AKOCTI: MiKpobionoriyHa
yucrora:
®.XodhhmaHH-/1a PoLu
N1a, Weenuapis

CLUA/
LLiseiiuapis

BHECEHHS 3MiH 40 peecTpaLiinHux maTepiasis:
3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. CTabinbHicTb. 3miHa y
TepMiHax NpuaaTHOCTI abo ymoBax 36epiraHHs
rOTOBOrO Jlikapcbkoro 3acoby (3MiHa B yMoBax
36epiraHHsa roToBOro JlikapcbKoro 3acoby abo
nicns pO34YMHEHHSA/BIGHOBEHHS) 3a3HAYEHHS
iHhopmauii wopao ymoB 36epiraHHs 13 B
opuriHasibHili ynakoBLji 3aTBepXeHo: YMOBM
36epiraHHA. 36epirati npy Temnepartypi He
BuLLe 30 °C y WiNbHO 3aKpUTIi NAsAWLi ANs
3axucTy Bif Bosoru. 36epirat y HefoCTynHOMY

Ans giteii micui. 3anponoHoBaHo: YMoBM

3a
peyermom

He
nionsieae
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
BMNPOGYBaHHSA KOHTPOJIH0 36epiraHHA. 36epirati npy Temnepartypi He
AKOCTi NpW BUMyCKy Ta

CTabiNIbHOCTI, Kpim
MiKpOBIOIOriYHOT YMCTOTH,
nepBUHHE Ta BTOPUHHE
nakyBaHHs, BUMYCK cepil:
®.XodpcpmaHH-/15 Powu
Ntp, Weeiiuapis

Buwie 30 °C. 36epirati B opuriHasibHili ynakoBLi
Y LWiNbHO 3aKPpUTIi NAALWLI 418 3aXUCTY Bif,
Bosiorn. 36epiratu y HeflOCTYNHOMY A5 AiTel
MicLi. 3MiHM BHECEHO [0 IHCTPYKUIT Ansa
MeZMNYHOro 3aCTOCYBaHHA NiKapcbKoro 3acoby
[0 po3giny "YmoBu 36epiraHHs" 3 BiANOBIAHUMY
3MiHaMK B TEKCTi MapKyBaHHS ynakoBOK
nikapcbKoro 3acoby. BeeAeHHsA 3MiH NpOTArom
6-TV MicALIB Mic/1A 3aTBepMXeHHS. 3MiHu || Tuny
- 3MiHM Woao 6e3nekn/eddekTMBHOCTI Ta
chapmakoHarnsgy. 3MiHW y KopoTkili
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4N MeAnYHOro
3aCTOCyBaHHS Y 3B'A3KY i3 HOBUMW AaHUMK 3
SAKOCTi, AOKAIHIYHUMU, KNIHIYHMW gaHUMKU Ta
AaHuMK 3 hapMakoHarnagy - 3MiHu BHeECEHO A0
IHCTPYKLi 419 MeAUUYHOro 3acToCyBaHHS
nikapcbKoro 3acoby A0 po3ginis
"PapmakonoriyHi BnactusocTi”, "Cnocio
3aCcTOCyBaHHSA Ta A03W" BigNoBigHO A0 KiHLEBUX
pe3ynbTaTiB 3aBepLUEHOr0 JOCAIMKEHHS
GP411174. BBeieHHS 3MiH NPOTAroM 6-Tu
MicAUiB nicnsa 3aTBepkeHHs. CynyTHSA 3MiHa -
3MiHM Wwopo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo 3miHa(u) fo
3060B'A3aHb Ta YMOB BUJaui peecTpauiiHoro
NOCBIAYEeHHSA, BKIoYatoun MnaH ynpasiHHA
pu3nKamm (3acTocyBaHHS 3MiH(1), Aki(a)
BMMaratTb(€) NofasIbLLOro 06I'pyHTYBaHHSA
HOBUMM [OATKOBUM AaHUMMU, L0 MatoTb
HafaBaTNCA KOMNETEHTHUM OpraHoM, OCKISbKY
BUMaraeTbCs CyTTEBA OL{iHKA KOMMNETEHTHUM
opraHom) - 3MiHV BHECEeHO A0 YacTuH: ||
«Cneuudikauis 3 6e3nekn» (mogyni Cl
«Enigemionoris nokasaHb 40 3aCTOCYyBaHHA Ta
yinbosa(i) nonynsauia(i)», CIV «Monynauii, ski He
BMBYaNNCh Mif Yac KNiHIYHUX BUNpobyBaHb», CV
«MicnspeecTpadiiiHnii gocsig», CVII
«laeHTudikoBaHi Ta NOTEHU,HI pyu3nkn», CVIII
«Pe3tome npobnem 6e3nekn), Il «MnaH 3
hapmakoHarnagy», V «3axogu 3 MiHimisauii
pu3ukiB», VI «Pe3tome niaHy ynpasniHHA
pusnkammn», VII «logatkun», y 38'a3Ky 3
3aBepLUEHHAM Ta BULASIEHHAM AOCNIMKEHHS
GP411174, BuganeHHam nicnsipeectpavinHnx
pocnipxeHb PAES 3 nepeniky HeobxigHux

3axo4iB 3 hapmakoHarnsgy, Ha nigcrasi
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Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o

n/n

Hassa
JliKapcbKo20

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

BUPOGHUKa

NiATBEPAKEHHS 3aTBEPAXKEHHS 3MiH B KpaiHi

nocsBi0OYeHHs

3acoby

Brpo6HMUTBO

ITanis/

3aABHUK/BUPOOHNKA, 3BiTY NPO KAiHiYHe
AocnigpkeHHs. 3MiHn |l Tuny - 3MiHN WoAao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
IHLWI 3MiHW, SiKi He BBIALLAW Y Leit po3gin, aki
BK/IO4AIOTb NOAAHHA pe3y/bTaTiB fOCAIAKEHb
[10 KOMMNETEHTHOTO OpraHy - 3MiHW BHECEHO [0
HCTPYKLi ANA MeAMYHOro 3acToCyBaHHA
nikapcbKoro 3acoby Ao po3sainy "OcobamBocTi
3acTocyBaHHS" BifMoBigHO A0 iHTerpoBaHoro
3BiTYy 3 6€3MNeKM A5 OLiHKN CepLEeBUX PUBKKIB,
Ha nigctasi gocnimxkeHb PAES.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micas
3aTBEPAKEHHS.
BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis:
3MiHuY |l Tuny - 3MiHK Woao

3a
peyernmom

He
nionsieae

UA/6612/01/01

160.

CENNCENT®

Kancynu no 250 wmr;
no 10 kancyny
6nictepi; no 10
6nictepiB y
KapTOHHI navi

TOB «PoLu
YkpaiHa»

YkpaiHa

Hepo3dacoBaHol
NPOAYKLIT; NakyBaHHS,
BMNPOGYBaHHA KOHTPOJIHO

akocTi: Jenbdapm
MinaHo, C.P.J1., ITanis;
MakyBaHHs, BUMYCK cepii:

®.XodpcpmaHH-/15 Pou
Ntp, Wseliuapis; Bunyck
cepii: ®.XodhmaHH-/15a

Pow /1Ta, Weeliyapis

LLiBeiiuapis

6e3nekun/edekTVBHOCTI Ta thapMakoHariagy.
3MiHU Y KOPOTKili XapakTepucTuL NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOr0o 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
LaHUMU 3 SKOCTi, AOKNIHIYHUMU, KAIHIYHUMUN
AaHuMKn Ta faHvmu 3 hapmakoHarnsagy - 3MiHm
BHECeHO A0 po3giniy "OcobnmsBocTi
3acTocyBaHHA" (LWOAO0 UMTOCTATUYHOIO BI/IMBY
Ha B- i T-nimdpounTH, | TOMY MOXMBOTO
36iNbLUEHHS TshKKOCTI nepebiry COVID-19).
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicas
3aTBepmKxeHHs; 3miHn Il Tuny - 3miln Wwoao
6e3nekun/edekTVBHOCTI Ta thapMakoHariagy.
3MiHU Y KOPOTKili XapakTepucTuL, NikapCbKoro
3ac00y, TEKCTIi MapKyBaHHS Ta iHCTPYKL,ii Ans
MeAMYHOr0o 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
LaHUMU 3 SKOCTI, AOKNIHIYHUMW, KAIHIYHUMUN
AaHUMKn Ta faHvmu 3 hapmakoHarnsagy - 3MiHm
BHECEeHO A0 po3gainiy "MobivHi peakuii” (woso
roCTPOro 3anasibHOro CUHAPOMY, acoLilfioBaHOMY
3 iHribiTopamn cuHTEe3y nypuHy de novo).
BBefeHHs 3MiH NpoTAroM 6-Tu MicsauiB nicns
3atBep/XeHHs; 3miHu |l Tuny - 3MiHn Wwopao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy.
3MiHM Y KOPOTKIil XapakTepuCTuLi NiKkapcbKoro
3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
LaHUMU 3 AKOCTI, AOKNIHIYHUMU, KAIHIYHUMUN
AaHVMKM Ta JaHMK 3 dhapmakoHarnsagy - 3miHu
BHECEHO B iHCTPYKLIito A1 MEAUYHOro
3acTocyBaHHSA NikapcbKoro 3acoby A0 po3ainy

"apmakonoriyHi BracTmeocTi” (040
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n/n

JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o

161.

MeTab0oni4yHOro nporpamMyBaHHs AiMdoLuTIB).
BBefeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBepKeHHs; 3miHu |l Tuny - 3MiHn Wwopao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.

3MiHUN Y KOPOTKili XapakTepucTuL NikapCbKoro

3ac06y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans

MeAMYHOr0o 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
LaHUMU 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHUMU

AaHVMK Ta AaHuMK 3 dhapmakoHarnsagy - 3MiHu

BHECEHO B iHCTPYKLIito A1 MEAUYHOro
3aCTOCYBaHHS NikapCbKoro 3acoby A0 po3ainis
"®apmakonoriyHi BnactmseocTi”, "B3aemogisa 3
IHLIMMKM nikapcbkMKM 3acob6amMu Ta iHLWi BUan
B3aemogin"
nepopasibHNX KOHTpauenTuBiB). BBeAeHHS 3MiH
npoTArom 6-Tn MiCALIB NiCNA 3aTBEPMAKEHHS;
3MiHu 1l TUnYy - 3MiHu Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTyL, NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
MEAMYHOI0 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
LAHUMU 3 SIKOCTi, AOKNIHIYHUMM, KAIHIYHUMIN
AaHuMK Ta faHvmy 3 hapmakoHarnsgy - 3MiHm
BHECEHO B iHCTPYKLIO 4718 MeANYHOro
3aCTOCYBaHHS NikapCbKoro 3acoby A0 po3ainis
"apmakonoriyHi BnactusocTi”, "Bzaemogis 3
HLIMMKM NikapcbKMKU 3acobamMu Ta iHLWi BUan
B3aemogiin”, "OcobMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
roflyBaHHs rpyaar”, "Cnocib 3actocyBaHHs Ta
[o3n", "TobiuHi peakuii”. BBeAeHHS 3MiH
NpoTArom 6 MicauiB Nicnaa 3aTBepAKeHHs

(wopno BNAMBY Ha hapMakoKiHETUKY

nocsBi0OYeHHs

CUNAEHA®I
nioo
AHAHTA

TabneTtku, BKPUTI
NNiBKOBOO
060/10HKOt0, N0 100
Mr no 4 Tabnetkn y
6nictepi, no 1
6nicTepy B nauyui; no
1 tabnetyiy
6nictepi, no 1
6nictepy B nayui

AHaHTa
Megikeap T4,

Benvka
BputaHis

ApTypa ®apmacbioTikans
Mer. 114,

IHais

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis:
3MiHW | TUny - 3MiHK Wwoao
6e3nekun/edekTVBHOCTI Ta thapMakoHariagy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3ac00y, TEKCTIi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acToCyBaHHA Ha NiacTasi
perysisipHoO OHOBJIKOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnspeecTpayiinnii nepiog, abo sk pesynbtat
OLiHKM 3BITY 3 AOC/iKEHb, MPOBEAEHNX
BIAMNOBIAHO A0 NnaHy negiaTpuyHUX AOCiLKeHb
(PIP) (3MiHy y3rofkeHo 3 KOMNEeTEHTHUM
YNOBHOB&)XXEHVNM OPraHom).
3MiHV BHECEHO A0 IHCTPYKUIT ANs MeAUYHOIO

3aCTOCYBaHHSA NikapCbKoro 3acoby y po3ain

3a
peyermom

He
nionsieae

UA/15398/01/01




130

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

"B3aemogis 3 iHWVMKU nikapcbkMu 3acobamu Ta
iHWI BMAW B3aemogiin" BiANOBIAHO 1O OHOBMEHOT
iHchopmawii 3 6e3nekun fjtoyoi pevyoBUHH.
MpepcTaBneHi 3miHW B iHbopma,i 3 6e3nekn
LLLOZI0 BHECEHHS AOMNOBHEHb 40 PO3Ainy NPOEKTY
IHCTPYKLi 419 MeAUUYHOro 3acTOCyBaHHS
«B3aemogijs 3 iHWMMK flikapcbkumn 3acobamu Ta
iHLWi BMAW B3aEMOSii», 3anponoHoBaHi 40
BHECEHHS 3aBHMKOM Ha MifcTaBi pekoMeHaauil
PRAC w040 oHOBEHHS iHhopmaLlii 3 6e3neku
MOXyYTb BYTV peKkOMeHA0BaHiI A0 3aTBEPAKEHHS
Ta BHECEHHS B iHCTPYKLO AN MEeANYHOro
3acTocyBaHHS Nikapcbkoro 3acoby BeegeHHs
3MiH NPOTArom 3-X MicALB Nic/1a 3aTBEPAXKEHHS.

162.

CUNAEHA®I
N 50 AHAHTA

TabneTtku, BKPUTI
NMiBKOBOO
060/10HKot0, Mo 50
Mr no 4 Tabnetkn y
6nictepi, no 1
6nicTepy B nauyui; no
1 tabnetyiy
6nictepi, no 1
6nictepy B nayui

AHaHTa
Megikeap /14,

Benvka
BputaHis

ApTypa ®apmacbioTikans

Mer. 114,

IHais

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis:
3MiHW | TUny - 3MiHK Wwoao
6e3nekun/edekTVBHOCTI Ta thapMakoHariagy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acToCyBaHHA Ha NiacTasi
perysisipHoO OHOBJTHOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnspeecTpaviinnii nepiog, abo sk pesynbtat
OLiHKM 3BITY 3 AOC/iKEHb, MPOBEAEHNX
BIAMNOBIAHO A0 NnaHy negiaTpuyHUX AOCiLKeHb
(PIP) (3MiHy y3rofkeHo 3 KOMNEeTEHTHUM
YNOBHOB&)XXEHVNM OPraHom).
3MiHV BHECEHO A0 IHCTPYKUIT ANs MeAUYHOIO
3aCTOCYBaHHSA NikapCbKoro 3acoby y po3ain
"B3aemogis 3 iHWVMKU nikapcbkuMu 3acobamu Ta
iHWI BMAW B3aemogiit" BiANOBIAHO 10O OHOBNEHOT
iHchopmawii 3 6e3nekun fjtoyoi pevyoBUHH.
MpepcTaBneHi 3miHM B iHbopma,i 3 6e3nekn
LLLOZI0 BHECEHHS AOMNOBHEHb A0 PO3Ainy NPOEKTY
IHCTPYKL|i 415 MeAUUYHOro 3acTOCyBaHHS
«B3aemogijs 3 iHWMMK flikapcbkumn 3acobamu Ta
iHLI BMAW B3aEMOSii», 3anponoHoBaHi 10
BHECEHHS 3asBHVKOM Ha MigCcTaBi pekoMeHaaui
PRAC w040 OHOBEHHS iHhopmaLii 3 6e3neku
MOXYTb BYTV peKOMeHA0BaHi A0 3aTBEPAKEHHS
Ta BHECEHHS B iHCTPYKLO A1 MEANYHOro
3acTocyBaHHS Nikapcbkoro 3acoby BeegeHHs
3MiH NPOTArom 3-X MiICALIB Nic/1a 3aTBEPAXKEHHS.

3a
peyernmom

He
nionsieae

UA/15398/01/02

163.

CUAMBIKOPT
TYPBYXATNE
P

NOPOLLIOK A/15
iHranaujn,
[030BaHuii, no 80
MKr/4,5 MKkr/go3a; no

AcTpa3eHeka
AB

LLsewjis

BUFOTOB/IEHHS],
HamNOBHEHHS1, KOHTPO/b
AKOCTi, MapKyBaHHs,
BTOPUHHE MakyBaHHS Ta

LLisewjs

BHECEHHS 3MiH 0 peecTpaLliiiHux maTepiasis:
3MiHu | TUNy - 3MiHKU Woao
6e3nekn/edekTBHOCTI Ta thapmakoHarnsagy
(iHWi 3MiHW). 3MiHM BHECEHO A0 IHCTPYKUIT Ans

3a
peyerimom

He
niosnsiecae

UA/5433/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
60 fo3 a6o no 120 BUMYCK Cepii: MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro 3acoby
003 Y N1aCTUKOBOMY AcTpa3eHeka Ab 00 po3ainiB "OCHOBHI (Di3NKO-XiMiYHi
iHransaTopi; no 1 B/1acTMBOCTI" (YTOUHEHHS iHdopmadii), "Cnoci6
iHransTopy B 3acToCyBaHHS Ta 4o03n" (pefakLiiiHi npaBku Ta
KapTOHHiA Kopoo6Li YTOUHEeHHS iHdopMauii). TepmiH BBeAeHHS 3MiH
npoTArom 6 micsuis
164. | CUMBIKOPT NMOPOLLIOK ANs AcTpa3eHeka LLiBeujs BUIOTOBJIEHHS, LLisewjs BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiis: 3a He UA/5433/01/02
TYPBYXANE iHransyin, ABb HanoBHEHHS, KOHTPO/1b 3MiHu | TUNYy - 3MiHK Woao peyenmom | nidssieae
P [o30BaHuit, no 160 AKOCTI, MapKyBaHHS, 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy
Mkr/4,5 MKr/go3a; no BTOPUHHE NaKyBaHHs Ta (iHWWi 3MiHW) 3MiHVM BHECEHO A0 IHCTPYKLiT Ans
60 no3 abo no 120 BUNYCK cepil: MeANYHOro 3acToCyBaHHSA NikapCbKoro 3acoby
[03 Yy N1aCTUKOBOMY AcTpa3eHeka Ab [0 po3ainis "OCHOBHI (Pi3NKO-XiMIYHi
iHransTopi; no 1 B/1acTMBOCTI" (YTOUHEHHS iHdhopmauii), "Croci6
iHranaTopy B 3acToCyBaHHs Ta 4o3u" (pefakLiiiHi npaBku Ta
KapTOHHI/ Kopoo6Li YTOUYHEHHs! iHchopmawii). TepMiH BBEAEHHS 3MiH -
NpoTSArom 6 MicsiLiB Micasi 3aTBEPAKEHHS.

165. | CKAUTPAH PO3YUH O151 iH'EKLLNA, Ckali ®apma O6'egHaHi | MaHkaiing ®apma JNlimites, IHais BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/18929/01/01
100 mr/mn, no 5 mn B3-TOB Apabebki 3MiHM | TRy - AOMIHICTPaTWBHI 3MiHU. 3MiHa peyenmom
B amnynax, no 4 EwmipaTn HaliMeHyBaHHA Ta/abo agpecy 3asBHMKA

amnynu y 6nicrepi,
no 1 6nictepy B
KapTOHHIA Kopoo6Li

(BNacHvKa peecTpauiiHoro nNocBigYeHHs1) - 3MiHa
HaliMeHyBaHHs Ta/abo agpecy 3asBHVKa
(BNacHvKa peecTpauiiHoro NocBig4YeHHs), y
BiANOBIAHICTb [0 KOMEPLHOT NiLleH3ii 6e3 3MiHK
camoi lopnanyHoi 0coby. OHOBMEHHS TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby y
3B'A3KY 3i 3MIHOKO MiCLLe3HaX0MKEHHS 3asiBHMKA.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEepPKEHHS; 3MiHN | Trny - 3MiHK LWoA0
6e3nekun/edekTVBHOCTI Ta hapmakoHarnagy.
BeeaeHHs abo 3MiHU [0 y3arasibHeHX AaHnx
npo cuctemy hapmakoHarnsgy (BBefeHHs
y3arasibHeHVX JaHunx npo cuctemy
hapMakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0cobu,
BiANoBiAa/IbHOI 3a 3MjACHEHHSI
hapmakoHarnsgy; KOHTakTHOT 0cobu 3
thapmakoHarnsgy 3asBHUKa ANs 34iCHEHHSR
hapmakoHarnsgy B YkpaiHi, KO0 BOHa
BiMiHHa Bif, yNOBHOBaXKEHOT 0co6MU,
BiANOBiga/IbHOI 3a 34jICHEHHST hapMakoHarnsay
(BK/THOYAOYUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-ghaiina cuctemu
thapmakoHarnagy) - 3miHa yrnoBHOBaXeHOI
0Cco6u 3as1BHMKA, BiANOBiAa/IbHOT 3a
thapmakoHarnsag. fitoya pegaxuis: JokTop
[xelimoH [koH ComaH / Dr. Jaimon John
Soman. MNponoHoBaHa pefakuis: JokTop
AncboHce [xo6iH / Dr. Alphonse Jobin. 3miHa
KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0cobu
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy

(nikapcbka ¢hopma,

ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3as1BHVMKA, BiANOBiAA/IbHOI 32 hapmakoHarnsag

166.

CKAWUTPAH

PO3YUH O151 iH'EKLLNA,
100 mr/mn; in bulk:
no 5 mn B amnynax,
no 4 amnynuy
6nictepi, no 20 a6o
no 40 6nictepis B
KapTOHHIA KOopoo6Li

Ckali ®apma
B3-TOB

O6’eaHaHi
Apabebki
Emipatu

MankaitHg ®apma Jliviteq,

IHais

BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis:
3MiHM | TRy - AAMIHICTPaTUBHI 3MiHU. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy 3asiBHVKa
(BNacHvKa peecTpauiiHoro NocBigYeHHs1) - 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asBHVKa
(BNacHvKa peecTpauiiHoro NocBig4YeHHs), y
BiANOBIAHICTb [0 KOMEPLHOT NiLleH3ii 6e3 3MiHK
camoi lopnanmyHoi 0coby. OHOBMEHHS TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby y
3B'A3KY 3i 3MIHOKO MiCLLe3HaX0MKEHHS 3asiBHMKA.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPMKEHHS; 3MiHK | TUNY - 3MiHW WoA0
6e3nekun/edekTVBHOCTI Ta thapMakoHariagy.
BeefeHHs abo 3MiHU [0 y3arasibHeHNX AaHnX
npo cuctemy thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHux Npo cucTemy
hapMakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT ocobu,
BigNoBiAa/IbHOI 3a 3[jACHEHHSI
thapmakoHarnsgy; KOHTaKTHoi 0cobm 3
thapmakoHarnsgy 3asBHUKa ANs 34iCHEHHSA
thapmakoHarnagy B YkpaiHi, SKLi0 BoHa
BiMiHHa Bif, yNOBHOBaXKEHOT 0Co6M,
BiANOBigasIbHOI 3a 34jCHEHHST hapMakoHarnsay
(BK/THOYAOUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLeHHI MacTep-ghaiina cuctemu
hapmakoHarnagy) - 3miHa yrnoBHOBaXeHOI
0Cco6u 3as1BHMKA, BiANOBiAa/IbHOT 3a
thapmakoHarnsag. fitoya pegaxuis: JokTop
[xelimoH [hkoH ComaH / Dr. Jaimon John
Soman. NponoHoBaHa peAakLisi: JokTop
AnchoHce xo6iH / Dr. Alphonse Jobin. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOI 0co6u
3as1BHMKA, BiANOBiAa/IbHOI 32 papmakoHarnsag

UA/18930/01/01

167.

CNABINAKC-
310POB'AA

Tabnetku no 7,5 mr
no 10 TabneTtok y
6nictepi; no 1 a6o 2
6nicTepun B KOpOOL
3 KapTOHY

TOBAPUCTB
03
OBMEXXEHO
10]
BIANOBIAAN
bHICTHO
«KOPMOPALLI
A
«300POB’'A»

YKpaiHa

ToBapnCTBO 3 06MEXEHOI0

BiANOBIAA/bHICTIO
"PapmaueBTnyHa

KomMnaHis "3gopos'a”

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHa 3asBHuKa J13 (MIBI) (BnacHuka
peecTpauiiHoro Noceig4eHHs) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460). BBeeHHS 3MiH
NpoTArom 6-Tn MIiCALIB NiCNA 3aTBEPMKEHHS.
3MiHY | TNy - 3MiHK Woa0
6e3nekun/edekTVBHOCTI Ta hapmakoHarnagy.
BBeaeHHs abo 3MiHU [0 y3arasibHeHX AaHnx
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX faHux Npo cucTemy
hapMakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0cobu,
BiANoBiAa/IbHOI 3a 3MjACHEHHSI
thapmakoHarnsay; KOHTaKTHoi 0cobm 3
hapmakoHarnsgy 3asBHUKa ANs 34iCHEHHS

6e3
peuyenma

UA/12465/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
thapmakoHarnagy B YkpaiHi, SKLi0 BOoHa
BiMiHHa Bif, yNOBHOBaXKeHOT 0cobu,
BiANOBifa/IbHOT 3a 34iiCHEHHS (hapMakoHarnsay
(BK/THOYAOUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLeHHi MacTep-ghaiina cuctemu
hapmakoHarnsgy).
3MiHa ynoBHOBaXkeHOi 0CO6U 3asBHUKA,
BignoBigasnbHOI 3a hapmakoHarnsag. Jiroya
peaakuist: LLleBueHko OneHa lropiBHa.
MponoHoBaHa pepakuis: Manosa Onera
MuKonaiBHa. 3MiHa KOHTaKTHUX faHuX
YMNOBHOBaXeHOT 0COOM 3as1BHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg,.
3MiHa HoMepa MacTep-thaiina cuctemu
hapmakoHarnsgy.
168. | CONIAAro PO3YUH OS5 iH'EKLLN; Bionoriwe HimeuumnH Bionoriwe XainbmiTtesnb HimeyunHa BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiis: 3a UA/4374/01/01
KOMMOO3WUTY | no 2,2 mn B amnyni; XainbMmitTrens a Xeenb M'v6X 3MiHu | TUNYy - 3MiHK Woao peyenmom
MC no 5 amnyny Xeenb M'm6X 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy
KOHTYPHiIl (iHLWi 3MiHK) - OHOB/IEHHS TEKCTY MapKyBaHHS
YapyHKOBIi BTOPVHHOI yNakoBKM NikapCbKoro 3acoby, a
ynakosLi; no 1 a6o came: npuBefeHHs iHchopmauii y n.9 "Ymosn
2, a6o no 20 36epiraHHa" y BiANOBIAHICTb 3 BUKIAAEHOK B
KOHTYPHUX IHCTPYKU,T.
YapyHKOBUX BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
yNaKkoBOK Y KOpO6Li 3aTBEPAKEHHS.
3 KApTOHY
169. | CONMNAAEIH TabneTku Wwunydi; no XaneoH HOK Benvka damap A.B.E. AHToca pevis/ BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 6e3 UA/12392/01/01
AKT/B 2 Tabnetkn y TpeigiHr BpuTaHis nnawT, Mpewis; IpnaHgis 3MiHu | TUNy - 3MiHKU Woao peyenma
6araTolapoBomy Nimiteq nakcoCmiTKnaiH 6e3nekn/edekTBHOCTI Ta thapmakoHarnsagy
cTpuni; no 6 cTpunis [NaHrapsaH flimites, (iHWWi 3MiHK) - 3MiHM BHECEHO B TEKCT
Y KapTOHHI Kopoobuy; Ipnangis MapKyBaHHS BTOPWHHOT YNakoBKW MiKkapCbKOro
no 4 Tabnetkn y 3acoby Bupo6HuLTBa «®Pamap A.B.E. AHToca
6araroLlapoBomy nnanT», Mpeuia y 0. 17. «IHWE» wo[0 3amiHn
cTpuni; no 3 cTpunn 0roTUNy BUPOBHMKa Ha NTOroTUN 3aABHKKA, a
Y KapTOHHIli kopobLi TakoX BUAANEHHS iHopMaLLil CTOCOBHO Aitounx
PEYOBUH B TEKCTI MapKyBaHHS NePBUHHOT
yMakoBKM NikapcbKoro 3acoby y n. 2.
«KIJTbKICTb AIK04OT PEHOBVIHW». BBeaeHHs
3MiH NPOTAroM 6-Tu micsLiB nicns
3aTBEPAKEHHSA
170. | COMATUH niodpinizar ana TOB "®3 YKpaiHa TOB "®3" BIOPAPMA" YKpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/17216/01/01
pPO34MHy oNs "BIODAPMA" 3MiHM | TMNY - 3MiHK 3 AKOCTI. [oTOBMIA peyenmom

iH ekuili no 1,3 mr (4
MO) 1 donakoH 3
niodpinisatom y

nikapcbkuit 3aci6. KOHTPOsb rOTOBOTO
nikapcbKoro 3acoby. 3miHa y meTofax
BMNPOOGYBaHHSI TOTOBOTO /liKapCbKOro 3acoby

KOMMNEKTi 3 (iHWi 3miHM y MeTogax BUNpobyBaHb
PO3UYMHHUKOM (BK/IIOYA0UM 3aMiHy ab0 AONOBHEHHS)) 3MiHN B
(po3unH MEeTOoAMLji BUNPOOYBaHHSA 3@ NOKA3HUKOM
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
meTakpesony 0,3 %) «KinbkicHe BU3HaueHHsi. ComaTponiH» (4PY,
no 1,0 mn B amnyni 'y 2.2.30, METOL0M eKCK/H3iliHOI Xpomartorpadii),
6nicTepi B nayw,i a came: - 3MiHa MiAroTOBKM BMNPO60OBYBaHOro
PO34MHyY, @ caMe BUKOPVCTaHHS MeToay
HaBaXoK 6e3 3MiHWM Ppo60oYOT KOHLLeHTpaUiT; -
[0[aHo ONUC BU3HAYEHHS CepefiHbOT Macu
BMICTY (p/1aKkoHy; - BHECEHO 3MiHV B
po3paxyHKoBY hOpMy/1y BMICTY COMATPONMIHY B
0fiHOMY (hN1aKOHI Ta MOSCHEHHS 4,0 KOMMOHEHTIB
po3paxyHKOBOT hopMynn. YMOBU BUKOHAHHS
MeToAy KOHTPOJIH 3a/INLLIEHO 6e3 3MiH
171. | COMATVH niodpinisar ana TOB "®3 YKpaina TOB "®3" BIOPAPMA" YkpaiHa BHECEHHS 3MiH A0 peecTpaviiHnx maTtepiais: 3a UA/17216/01/02
pO3uunHy ons "BIO®APMA" 3MiHu | TMRY - 3MiHK 3 SKOCTi. FoTOBUIA peyenmom
iH ekuili no 2,6 mr (8 nikapcbkuii 3aci6. KOHTpOb roToBOro
MO) 1 donakoH 3 nikapcbkoro 3acoby. 3miHa y meTogax
niodpinizatom y BMNPO6YBaHHSA rOTOBOrO /liKapCbKOro 3acoby
KOMMNEKTI 3 (iHWi 3miHM y MeTofax BUNpobyBaHb
PO3UYMHHUKOM (BK/ItOYA0UMN 3aMiHy ab0 AONOBHEHHS)) 3MiHN B
(po3uuH MeTOoAMLji BUNPOOYBaHHS 3a NMOKa3HNKOM
mMeTakpesony 0,3 %) «KinbkicHe BU3HaueHHs. ComatponiH» (4PY,
no 2,0 mn B amnyni 'y 2.2.30, METOA0M eKCKH3iHOI Xpomarorpadii),
6nicTepi B maui a came: - 3MiHa MiAroToBKM BUNPO60BYBAHOrO
PO34MHY, @ caMe BUKOPWCTaHHS MeToay
HaBaXXoK 6e3 3MiHW pob0YOi KOHLLeHTpaL;i; -
[0aHO OMUC BU3HAYEHHA cepeaHboi Macu
BMICTY (p/1akOHy; - BHECEHO 3MiHN B
pO3paxyHKOBY DOPMY/Ty BMICTY COMATPOMiHy B
ofiHOMY D/1aKOHi Ta NOSICHEHHS A0 KOMMOHEHTIB
po3paxyHKoBoi hoOpMyn. YMOBY BUKOHAHHS
METOAY KOHTPO/IIO 3a/IULWEHO 6e3 3MiH
172. | CTOMATO- renb ANns AceH TOBAPUCTB YkpaiHa ToBapncTBO 3 0OMEXEHOI0 Ykpaina BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasiis: 6e3 UA/13651/01/01
FENb no 20 ry Ty6i; no 1 03 BiANOBIAA/ILHICTIO 3MiHa 3aaBHuKa J13 (MIBI) (BnacHuka peuenma
340POB'A Ty6i y kOpoo6u;i 3 OBMEXXEHO "PapmaueBTnyHa peecTpauinHoOro NocBig4YeHHs) (3rigHO Hakasy
KapToHy 10) KoMnaHis "3gopos'a” MO3 Big 23.07.2015 Ne 460). BBeeHHA 3MiH
BIANOBIAAN NPOTArom 6-Tv MiCAILB MiCNs 3aTBEPKEHHS.
bHICTHO 3miHu | TUny - 3MiHn Wwoao
«KOPMNOPAUJ 6e3nekn/ehekTMBHOCTI Ta hapMakoHarnaay.
A BBeaeHHs abo 3MiHM A0 y3arasibHeHNX AaHux
«300POB'A» npo cuctemy thapmakoHarnsgy (BBefeHHs

y3ara/ibHeHUX JaHnx Npo cucTemy
hapmakoHarnsgy, 3amMiHa yrnoBHOBaXeHO! ocobu,
BiANOBIAA/IbHOI 32 3AiiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi 0cobm 3
chapmakoHarnsgy 3asaBHUKa A1 34iACHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiAMIHHA BiJ YNOBHOBaXeHOi 0co6H,
BiANOBIAabHOI 3a 3AiICHEHHA hapMakoHarnsgy
(BK/IHOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y




135

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

pO3MiLLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy).
3MiHa yNnoBHOBaXXEHOI 0CO6M 3asiBHUKA,
BiANOBIAaUIbHOI 3a hapmMakoHariag. Jirova
pepaxuis: LesyeHko OneHa IropisHa.
MponoHoBaHa pepakuis: MaHoBa OneHa
MukonaiBHa. 3MiHa KOHTaKTHUX AaHWX
YMNOBHOB&XEHOI 0CO6M 3as1BHYKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,. 3miHa
Homepa macTep-thaiina cuctemu
chapmakoHarnsgy.

173.

CTPENCINC®
IHTEHCU/B 3
MEAOM TA
IMMOHOM

NbOASAHNKM Mo 8,75
MF; MO 8 NbOAAHVIKIB
y 6nicTepi; no 2
6nictepn y
KapTOHHIA KOopooLi

PekkiTT
BeHkizep
Xenckep

IHTepHeLLHN

Nimiteq

Benvka
BputaHis

PekkiTT BeHkizep Xenckep

IHTepHewHn JlimiTeq,

Benvka
BputaHis

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis:
3MiHW | TUny - 3MiHK Wwoao
6e3nekun/edekTVBHOCTI Ta thapMakoHariagy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3ac00y, TEKCTIi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acTOoCyBaHHA Ha NiacTasi
perysisipHoO OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimxkeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnspeecTpayiinnii nepiog, abo sk pesynbtat
OLiHKM 3BITY 3 AOC/iKEHb, MPOBEAEHNX
BIAMNOBIAHO A0 NnaHy negiaTpuyHUX AOCiLKeHb
(PIP) (iHLWi 3MiHW) - 3MiHWM BHECEHO B iHCTPYKLIitO
O719 MEeAUYHOr0 3aCTOCYBaHHS NikapCbKoro
3acoby Ao po3ainis "OcobmBOCTi
3acTocyBaHHs" , "3acTocyBaHHS y nepiog,
BariTHoCTi abo rogyBaHHs rpyaat” Ta "Cnocio
3aCTOCyBaHHA Ta [031" BigNOBIAHO [0
OHOB/IEHOI IHhopMaLiii Lwoao 6e3nekn
3aCTOCYBaHHSA [il040T PEYOBUHY 3riHO 3
pekomeHpauieio PRAC. BeeeHHS 3MiH
NpoTArom 6-T1 MiCALIB NiCA 3aTBEPAKEHHS

6e3
peyenma

nionsieae

UA/7696/01/01

174.

CYBAPJIO

TabneTku, BKpUTI
NAiBKOBOIO
060/10HKO0MNO, N0 5
Mr; o 7 TabneTok y
6nictepi; no 4
6nictepn y
KapTOHHI kopobuyj;
no 10 TabneTtok y
6nictepi; no 3, 6 abo
10 6nicTepiB y
KapTOHHI Kopobuyj;
no 15 tabneTtok y
6nictepi; no 2 abo
no 4 6nictepu y
KapTOHHI kopo6uyj;

CaHpo3
dapmacbioTika

n3 4.4,

CnoseHis

ek ®apmaueBTuyHa

KoMnaHis g.4., CnoseHis

(Brpo6HMLTBO in bulk,

TeCTyBaHHS, NakyBaHHs,
BMNYCK Cepii; NakyBaHHS,

BWMNYCK cepil)
Nek C.A., MNonbla
(BUpo6HMLTBO in bulk,
nepBUHHE Ta BTOPYHHE

nakyBaHHsl, TECTYBaHHS)

CnoseHis/
Monbla

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis:
3MiHu | TMNY - 3MiHK 3 siKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3amiHa
abo BBeAEeHHS A0AATKOBOT fiNTbHUL
BMPOBHMLITBA 415 YACTMHM abo BCbOro
BMPOGHMYOro NpoLLecy roToBOro likapcbKoro
3acoby ([inbHULA, Ha SKii NpoBOAATLCA Oyb-
SKi BAPOOGHUYI CcTagil, 32 BUHATKOM BUMYCKY
cepili, KOHTPOSIO AKOCTi, MEPBMHHOIO Ta
BTOPWHHOTO NaKyBaHHSA, A1 HECTEPUSTBbHUX
nikapcbkux 3acobiB) - foAaBaHHSA HOBOTO
BMpo6HukKa flek C.A., Monbla, Byn. Mogninie,
16, Ctpukos, 95-010/16 (Bupo6HuyTBO in bulk),
OHOB/IEHHA PO3A4iNy ONVC BUPOGHUYOTO MpoLiecy;
nNpoToKoN cTabinbHOCTi. BBEEHHS 3MiH

3a
peyenmom

He
nionsieae

UA/12605/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

no 14 tabnetok y
6nictepi; no 2
6nictepn y
KapTOHHI Kopoo6Li

NpoTArom 6-T1 MiCALIB NiCNA 3aTBEPMAKEHHS.
3MiHu | TMNY - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkwii 3aci6. 3MiHW y BUPOOHMLTBI. 3amiHa
ab0 BBeAEHHS 40AATKOBOI AiNbHUL
BMPOBHMLTBA 415 YAaCTUHM abo BCbOro
BMPOGHMYOro NPoLLeCy roToOBOrO /1iKapCbKoro
3aco06y (AiNbHVLA 415 NEePBUHHOTO NaKyBaHHS)-
[JlofasaHHs HOBOro BUPOGHMKa BiANoBifaIbHOro
3a nepBuHHe nakyBaHHsA - Jlek C.A., MNMonbLa
Byn. Moganinie, 16, Ctpukos, 95-010/16.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuis nicns
3arBepKeHHs. CynyTHA 3MiHa - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkunii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWii 3aci6. 3MiHa
PO3Mipy yNakoBKy roTOBOrO JliKapCbKOro 3acoby
(3MiHa KinbkoCTi oaMHMLb (Hanpukias TabneTok,
amnyn TOLLO) B ynakosLi:) - 3miHa y Aiana3oHi
3aTBEPAKEHNX PO3MIPIB YNakoBKW. 3MiHU
BHECEHI B iHCTPYKLIil0 A/19 MEANYHOrO
3aCTOCyBaHHSA NikapcbKkoro 3acoby y po3ain
"Ynakoska" 3 BiANOBIAHMMN 3MiHAMW B TEKCTI
MapKyBaHHS YNakoBOK;
3MiHu | TMNY - 3MiHK 3 SKOCTI. FoTOBUIA
nikapcbkwii 3aci6. 3MiHW y BUPOOHMLTBI. 3amiHa
ab0 BBeAEHHS 40AATKOBOI AiNbHNL
BMPOBHMLTBA 415 YAaCTUHM abo BCbOro
BMPOBGHMYOro NpoLLecy roToBOro /likapcbKoro
3ac00y ([iNbHWLA 415 BTOPUHHOTO NakyBaHHS) -
JlofasaHHs HOBOro BUPOGHMKa BiANoBifaIbHOro
3a BTOpUHHe nakyBaHHsA - Jlek C.A., Monblwa
By/. Mogninie, 16, Ctpukos, 95-010/16
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPLAKEHHS. 3MiHM | TMNy - 3MiHM 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3miHW y
BMPOOHULTBI. 3MiHa po3Mmipy cepii (BkIOYaruu
[LianasoH po3mipy cepii) roToBOro /likapCbKoro
3aco6y (36in1bLweHHs GinbL HiX y 10 pasiB
NOPIBHAHO i3 3aTBEPKEHUM PO3MIPOM AN
TBEPAMX NikapCbKUX hopM 3 HeralHum
BUBI/IbHEHHAM /151 NEPOPasIbHOIO
3acTOCyBaHHS):
3areBepaxeHo
Ansa 5 wr
4800 000 Tabn.***

4 800 000 Tabn.**

Ana 10 mr
240 000Tabn.***

1920 000 Tabsn.**
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

Ana 20 mr
120 000 Tabn.***
960 000 Tabn. **

***330% overage of coating suspension
**25% overage of coating suspension
3arnponoHoBaHo
Ansa 5 wr
4800 000 Tabn.***

4 800 000 Tabn.**

9 600 000 Tab6n.*

Ana 10 mr
240 000Tabn.***

1920 000 Tabn.**

7680 000 Tabn.*

[na 20 mr
120 000 Tabn.***

960 000 Tabn.**

3840 000 Tabn.*

***330% overage of coating suspension
**25% overage of coating suspension
*10% overage of coating suspension
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micas
3aTBepAKEHHS. 3MiHY | TUny - 3MiHK 3 AKOCTI.
CeptudpikaT BignosigHocTi/lE-cepTudikat
BiAMOBIAHOCTI €BpONechbkii
hapmakonei/MoHorpadii. 3miHu, NoB'A3aHi 3
HeoOXiAHICTIO NPUBELEHHS Y BiANOBIAHICTb A0
MoHorpadii JdY abo Esponeiicbkoi
thapmakonei, abo iHLWOT HauioHaIbHOT
hapmakonei gepxasun €C (3miHa y cneuudikawii
HecbapmakoneitHoro A®| Ans npuBefeHHs y
BiANOBIAHICTL A0 BUMOr AdY abo E€BponeiicbKoi
thapmakonei, abo iHLIOI HaLioHas/TbHOI
thapmakonei gepxasu €C) - JlonomixHa
peyoBUHa/BUXIQHWIA MaTepian ANns BUpoOHULTBA
A®I - MNpueeaeHHs cneuudikalii Ha JONOMKHY
peuyoBuHy Maize starch, dried go Bumor
MoHorpdpii EP. BBeieHHS 3MiH NpOTArom 6-u
MicAUiB MicnsA 3aTBepKEHHSA. 3MiHu | Tuny -
3MmiHu 3 sKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOro NiKapcbkoro 3acoby (iHwi
3MiHW) - MpuBeAeHHs cneumdikaLlii roToBoro
nikapcbKoro 3acoby Ao BuMor MoHorpadii EP
(Tabnetkn Rosuvastatin) 3i 3MiHOK MeX A5 n.
KinbkicHuiA BMICT po3yBacTaTtuHy, BmicT
CnopigHeHX pevyoBuH/ MPOAYKTIB Aerpajadii; 3
BHECEHHSIM MOCUIaHHA METOZiB KOHTPOAIO [0
BuMOr EP (nocunaHHA Ha BHYTPILHI aHaTITUYHI
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

npoueaypun «Lek» 3MiHEHO Ha GinbLu BiANOBIAHI
«in-house» B3aeMo3aMmiHHi MeToau). PepakuiiiHi
3MiHU 4,0 aHANITUYHOT METOAUKN «3a/INLLIKOBUIA
PO3YMHHVK eTaHOM». BBEAEHHS 3MiH NPOTATroMm
6-Tn MicAUiB nicnsa 3aTBepKEHHA. 3MiHM | Tvny -
3MiHK 3 siKkocTi. FoToBWMIA Nikapcbkuii 3aci6.
CucTeMa KoHTelHep/3aKynopioBasibHUIA 3aci6.
3MiHa 6yab-SKOT YaCcTUHW MaTtepiasy nepBUHHOT
YNaKoBKM, LLIO HE KOHTaKTY€E 3 FTOTOBUM
nikapcbknmM 3ac060M (Hanpuknag, Kkonip
KPWLLIEYOK 3 KOHTPO/MIEM NEpPLLOro BifKPUTTS,
KONip KOLJOBWX KiNleLp Ha amnynax, KoHTeliHepa
43 ronok (pisHi Buam nnactmacu) (3miHa, sika
He BMMBA€E Ha KOPOTKY XapaKTepucTuKy
nikapcbKoro 3acoby) - 3MiHM NepBUHHOTO
nakyBasIbHOTO mMaTepiasly, KU He KOHTaKTye 3
peLenTypoto Nikapcbkoro 3acoby - 3aMiHa
NOTOYHOI NAIBKM AN 6nicTepis NaiBkoto 6e3
HITpOLLEN0N103U (HITPOLEe/0/103a B APYKapChKuii
rpyTOBLi B MOEAHAHHI 3 aMiHaMW B YOPHUAI
Moxe yTeoptosaTyh gomiwku (NDMA/NDEA), aki
noTiM Mg, yac npouecy nakyBaHHS MOXYTb 6yTu
nepeHeceHi Ha TabneTku, ynakoBaHi B cepefiuHi
6nicTepa). BBeeHHA 3MiH NPOTArom 6-Tn
MiCALB Mic/1A 3aTBEPAKEHHS.

175.

CYBAPAIO

TabneTtku, BKPUTI
NAiBKOBOO
o6osoHKotono, no 10
MF; Mo 7 TabneTok y
6nictepi; no 4
6nictepu y
KapTOHHI Kopobuyj;
no 10 TabneTtok y
6nictepi; no 3, 6 abo
10 6nicTepiB y
KapTOHHI kopo6Lyj;
no 15 tabnetok y
6nicTepi; no 2 abo
no 4 6nictepn y
KapTOHHI kopo6uyj;
no 14 tTabneTtok y
6nicTepi; no 2
6nictepu y
KapTOHHIA KOopoo6Li

CaHpo3
dapmacbloTika
n3 a.a.

CnoseHisi

ek ®apmaueBTUyHa
KomnaHisa 4.4., CnoseHis

(Bpo6HMLTBO in bulk,
TeCTyBaHHS, NakyBaHHS,

BMNYCK Cepii; NaKyBaHHS,

BWMNYCK cepil)
Nek C.A., Nonblwa
(Brpo6HMLTBO in bulk,
nepBUHHE Ta BTOPUHHE
nakyBaHHs1, TeCTyBaHHS)

CnoseHisi/
MonbLla

BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis:
3MiHn | TMRY - 3MiHK 3 SKoCTi. FoToBUIA
nikapcbknii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa
a60 BBeleHHA 104ATKOBOI AiNbHULL
BMPOGHMLTBA A1 YaCTUHM abo BCbOro
BMPOGHNYOro NpoLecy roTOBOro iKkapCbKoro
3aco06y (AinbHULSA, Ha SiKili NpoBOAATLCA By /ib-
AKI BUPOGHWYI cTagil, 38 BUHATKOM BUMYCKY
cepili, KOHTPOJIIO AKOCTi, MEPBMHHOIO Ta
BTOPWHHOTO NaKyBaHHS, 415 HECTEPUTbHUX
nNiKapcbkux 3acobis) - AOAABAHHA HOBOIO
BMpo6bHuka ek C.A., MonbLa, Byn. Mogninie,
16, Ctpukos, 95-010/16 (B1po6HMLTBO in bulk),
OHOBJIEHHS PO3AiNy ONNC BUPOBHMYOro npoLecy;
npoTokon cTabinbHOCTI. BBeAEHHS 3MiH
NPOTArom 6-Tv MiCAILIB MicNs 3aTBEPKEHHS.
3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbknii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa
a60 BBeieHHA 104ATKOBOI AiNbHULL
BMPOGHMLTBA A1 YaCTUHU abo BCbOro
BMPOGHNYOro NpoLecy roTOBOro iKkapCbKoro
3acoby (4iIbHUUSA 4118 NePBUHHONO NakyBaHHS)-
[JlonasaHHsa HOBOro BYPOGHYKa BifNoBiAa1bHOIO

3a
peyenmom

He
nionseae

UA/12605/01/02
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

3a nepBUHHe nakyBaHHsA - Jlek C.A., Monbwa
Byn. Moganinie, 16, Ctpukos, 95-010/16.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicnsa
3aTBepmxeHHs. CynyTHS 3MiHa - 3MiHM 3 AKOCTI.
[oTOBMIA NikapcbkuMii 3aci6. Cuctema
KOHTeliHep/3akyrnopoBasibHWiA 3aci6. 3MiHa
pO3Mipy ynakoBKv roTOBOrO JlikapCbKOro 3acoby
(3MiHa KinlbkoCTi oAMHMLE (Hanpukias TabneTok,
amny/ TOLLO) B ynakoBLi:) - 3MiHa y Aiana3oHi
3aTBEPIKEHUX PO3MIpiB YNakoBKu. 3MiHU
BHECEHI B iIHCTPYKLit0 NS MeAUYHOro
3aCTOCYBaHHA NikapCbKoro 3acoby y po3ain
"YnakoBka" 3 BiANOBiAHUMW 3MiHAMW B TEKCTI
MapKyBaHHS YNakoBOK;
3MiHu | TMNY - 3MiHK 3 AKocTi. FoToBwMIA
nikapcbknii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa
ab0 BBeleHHA 104aTKOBOI AiNbHULL
BMPOGHMLTBA 151 YACTUHM abo BCbOro
BMPOGHNYOro NpoLLecy roTOBOrO iKapCbKoro
3aco0by (4i1bHMUA 4718 BTOPUHHOTO NakyBaHHS) -
JlogasaHHA HOBOro BUPOGHYKa BifNOBIA&IbHOIO
3a BTOpUHHe nakyBaHHs - Jlek C.A., Monbwa
Byn. Moganinie, 16, Ctpukos, 95-010/16
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUIB nicnsa
3aTBEPMKEHHS. 3MiHM | TMNy - 3MiHM 3 AKOCTI.
[oTOBMIA NikapcbKuii 3aci6. 3miHK y
BMPOGHMLTBI. 3MiHa po3Mmipy cepii (BktoYaroun
AianasoH po3Mipy cepii) roToBOro likapcbKoro
3aco06y (36in1bLueHHs GinbLu HixX Y 10 pasiB
MOPIBHAHO i3 3aTBEPAKEHNUM PO3MIPOM A5
TBEPAVX NiKapCbKNX (hOpM 3 HEranHnM
BUBINIbHEHHAM A1 NepopasibHOro
3acTOCyBaHHs):
3aTBepakeHo
Ana 5 mr
4 800 000 Tabn.***
4800 000 Tabn.**
Ana 10 mr
240 000Tabn.***
1920 000 Tabn.**
Ana 20 mr
120 000 Tabn.***
960 000 Tabn. **

***33% overage of coating suspension
**25% overage of coating suspension
3anponoHoBaHo
Ana 5 mr
4 800 000 Tabn.***




140

240 000Tabn.***
1 920 000 Tabn.**
7680 000 Tabn.*
Ana 20 mr
120 000 Tabn.***
960 000 Tabn.**
3840 000 Tabn.*

***33% overage of coating suspension
**25% overage of coating suspension
*10% overage of coating suspension

BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPAKEHHS. 3MiHM | TUNy - 3MiHM 3 SKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikat
BiANOBIgHOCTI EBponeichkili
thapmakonei/MoHorpadii. 3mMiHu, NoB'a3aHi 3
HeoOXiJHICTIO NPUBELEHHS Y BiANOBIAHICTb A0
MoHorpadii 4dY abo Esponeiicbkoi
thapmakonei, abo iHLIOI HaLioHa/TbHOI
hapmakonei gepxasun €C (3miHa y cneuudikauii
HedhapmakoneiiHoro A®| aAns NnpuBefeHHs y
BifnoBigHicTb A0 BUMOr AdY abo EBponeincbKoi

thapmakonei, abo iHLIOi HaLioHa/TbHOI
thapmakonei gepxasu €C) - lonoMixHa
peyoBMHa/BUXIAHWIA MaTepian Ans BUPOOGHULTBA
A®I - MNprBeaeHHs cneuudikaLii Ha JONMOMKHY
peyoBuHy Maize starch, dried go Bumor
MoHorpdii EP. BBegeHHs 3MiH npoTsarom 6-tu
MicAUIB MicnsA 3aTBepKEHHSA. 3MiHu | Tvny -
3MiHu 3 sKocTi. FoTOBWMIA Nikapcbkuii 3aci6.

KOHTpOsb rotoBoro nikapcbKoro 3acoby (iHLi
3MiHM) - MNpuBeAeHHs cneuudikallii roToBOro
nikapcbKoro 3acoby o Bumor moHorpadii EP
(TabneTtkn Rosuvastatin) 3i 3MiHOK MeX 4715 n.
KinbkicHUiA BMiCT po3yBacTaTtuHy, BmicTt
crnopigHeHnx pevyoBuH/ NPOAYKTIB Aerpagauii; 3
BHECEHHSIM MOCU/IaHHA METOZIB KOHTPO/IO [0
BuMoOr EP (nocunaHHsA Ha BHYTPILLHI aHaiTUYHI
npoueanypu «Lek» 3miHeHO Ha 6inbLu BigNoBIAHI
«in-house» B3aeMo3aMiHHiI MmeToAw). PefakuiiiHi
3MiHM 40 aHa/TITUYHOT METOAVKN «3a/TULLKOBUIA
PO3YMHHVIK eTaHOM». BBEAEHHS 3MiH NPOTArom
6-Tv MicALiB Nicnsa 3aTBepKEHHA. 3MiHN | Tuny -
3MmiHu 3 sKocTi. FoToBWMIA Nikapcbkuii 3aci6.

CucTeMa KoHTelHep/3aKynoptoBasibHUiA 3aci6.

3miHa Byab-KOi YaCTUHU MaTepiany nepBUHHOT

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
4800 000 Tabn.**
9 600 000 Tabn.*
[ns 10 mr
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

YNaKoBKM, LLIO HE KOHTaKTY€E 3 FOTOBUM
nNiKapcbkum 3aco60M (Hanpukniag, Konip
KPULLIEYOK 3 KOHTPO/IEM NEPLLOro BifKPUTTS,
KOMip KOJOBUX KineLb Ha amnynax, KoHTelHepa
0N ronok (pisHi Buay nnactmacu) (3MiHa, ska
He BN/IMBa€E Ha KOPOTKY XapaKTepuUCTuKy
nikapcbKoro 3acoby) - 3MiHVM NepBUHHOTO
nakyBasIbHOrO mMaTepiasny, SkuiA He KOHTaKTye 3
peLenTypoto Nikapcbkoro 3acoby - 3aMiHa
NOTOYHOI NAiBKM AN 6nicTepis NaiBkot 6e3
HITpOLLeN0N103U (HITPOLEe/103a B ApyKapCcbkuii
rpyTOBLi B MOEAHAHHI 3 aMiHamMW B YOPHUAI
Moxe yTeoptoBaTy gomiwku (NDMA/NDEA), ski
noTiM Nif, Yac NpoLecy nakyBaHHSA MOXYTb 6yTu
nepeHeceHi Ha TabneTkun, ynakoBaHi B cepefjuHi
6nicTepa). BBeeHHS 3MiH NpOTArom 6-Tu
MiCALB Nic/1a 3aTBEPAXEHHS.

176.

CYBAPJIO

TabneTtku, BKPUTI
NMiBKOBOO
060/10HKOI0MNO, No 20
Mr; Mo 7 TabneTok y
6nictepi; no 4
6nictepn y
KapTOHHI kopo6Lyj;
no 10 TabneTok y
6nictepi; no 3, 6 abo
10 6nicTepiB y
KapTOHHI kopo6uyj;
no 15 ta6netok y
6nicTepi; no 2 abo
no 4 6nictepu y
KapTOHHI Kopobuyj;
no 14 TabneTtok y
6nictepi; no 2
6nictepn y
KapTOHHI/ Kopoo6Li

CaHpo3
dapmachbloTika
n3 a.o.

CnoBeHis

Jlek ®apmaueBTUyHa
KoMnaHisa g.4., CnoeeHis
(BUpo6HMLTBO in bulk,
TECTyBaHHS, NakKyBaHHS,

BUMYCK Cepil; NaKyBaHHS,

BUNYyCK cepii)

Nek C.A., MNonbLa
(Bpo6HMLTBO in bulk,
nepBUHHE Ta BTOPUHHE

nakyBaHHS1, TECTYBaHHS)

CnoseHis/
MonbLa

BHECEHHS 3MiH 40 peecTpaLiinHux maTepiasis:
3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3amiHa
ab0 BBeAEHHA A0AATKOBOI AifIbHULL
BMPOBHMLITBA [/15 YaCTUHM ab0 BCbOro
BMPOGHMYOro NpoLiecy roToBOro MikapCbKoro
3acoby (AinbHULUA, Ha Sk NpoBOAATLCA Oyb-
SKi BUPOGHWYI cTagil, 32 BUHATKOM BUMYCKY
Ccepiii, KOHTPOIO AKOCTi, NEPBUHHOTO Ta
BTOPVHHOTO MaKyBaHHS, A4/151 HECTEPUSTbHUX
niKapcbKUx 3aco6iB) - J0AABaHHSA HOBOTO
BMpo6Huka Jlek C.A., MNonbLa, Byn. Mogninie,
16, Ctpukos, 95-010/16 (Bnpo6HuyTBO in bulk),
OHOBJ/IEHHA PO3AiNy ONVUC BUPOGHMYOTO MpoLiecy;
NPOTOKO/ CTabifIbHOCTI. BBEAEHHS 3MiH
NpoTArom 6-Tn MICALIB NiCNA 3aTBEPMKEHHS.
3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3amiHa
ab0 BBeAEHHA A0AATKOBOI AifIbHULL
BMPOBHMLTBA [/15 YaCTUHM ab0 BCbOro
BMPOGHMYOro NpoLiecy roToBOro MikapCbKoro
3acoby (4ibHUUSA 4718 NEPBUHHOMO NakyBaHHS)-
[JonasaHHsA HOBOro BUpPOGHYKA BiANOBIAA/IbHOTO
3a nepBuUHHe nakyBaHHs - Jlek C.A., MNonbLya
Byn. Moganinie, 16, Ctpukos, 95-010/16.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micas
3aTBepMXKeHHs. CynyTHA 3MiHa - 3MiHM 3 AKOCTI.
"oToBUIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKyrnoptoBanbHWii 3aci6. 3MiHa
pO3Mipy ynakoBK/ roTOBOrO NikapCbKoro 3acoby
(3MiHa KifIbKOCTi 0AMHMLE (Hanpukias TabneTok,

3a
peyernmom

He
nionsieae

UA/12605/01/03
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
amny/ TOLLO) B yNakoBLi:) - 3MiHa y giana3oHi
3aTBEPKEHNX PO3MIPIB YNaKoBKW. 3MiHU
BHECEHI B iHCTPYKLIit0 418 MeANYHOro

3aCTOCYBaHHSA NiKapCbKoro 3acoby y po3ain
"YnakoBka" 3 BiANOBiIAHUMW 3MiHAMW B TEKCTI
MapKyBaHHS YNakoBOK;
3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3amiHa
ab0 BBeAEHHA A0AATKOBOI [ifIbHULL
BMPOBHMLITBA [/151 YaCTUHM ab0 BCbOro
BMPOGHMYOro NpoLiecy roToBOro MikapCbKoro
3aco6y (AiNbHWLA 415 BTOPUHHOTO NakyBaHHS) -
JonasaHHsA HOBOro BUpPOGHYKA BifNOBiAA/IbHOTO
3a BTOpPUHHE nakyBaHHA - Jlek C.A,, lMonbLa
Byn. Mogninie, 16, Ctpukos, 95-010/16
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micasa
3aTBepKEHHS. 3MiHY | TUny - 3MiHM 3 AKOCTI.
FOTOBWIA nikapcbkuid 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa po3Mmipy cepii (Bk/toHYarun
[iana3oH po3mipy cepii) roToBOro /likapcbKoro
3aco6y (36in1bLeHHs 6inbl HiX Y 10 pasis
MOPIBHSAHO i3 3aTBEPAKEHMM PO3MIPOM 4151
TBEPAMX NikapCbknX hopm 3 HerainHum
BUBISIbHEHHAM /151 NEepPOpPasIbHOr0
3aCTOCyBaHHS):
3arsepaxeHo
ona 5 wmr
4 800 000 Tabn.***
4 800 000 Tabn.**
[ns 10 mr
240 000Tabn.***
1 920 000 Tabn.**
[na 20 mr
120 000 Tabn.***
960 000 Tabn. **
***33% overage of coating suspension
**250% overage of coating suspension
3arnponoHoBaHo
ona 5 wmr
4 800 000 Tabn.***
4 800 000 Tabn.**
9 600 000 Tabn.*
Ana 10 mr
240 000Tabn.***
1920 000 Tabsn.**
7680 000 Tabn.*

Ana 20 mr
120 000 Tabsn.***
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thapmakonei fepxasu €C (3miHa y cneuundikaw,i

***33% overage of coating suspension
**25% overage of coating suspension
*10% overage of coating suspension

BBefieHHs1 3MiH NpoTArom 6-T1 MicAUIB nicnsa
3aTBEPMKEHHS. 3MiHM | TMNy - 3MiHM 3 AKOCTI.
CepTtucpikat BignosigHocTi/l E-cepTudpikat
BiANOBIAHOCTI €BpOneiickkili
thapmakonei/moHorpadii. 3mMiHuW, NoB'A3aHi 3
HeOo6XifHICTIO NPUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii dY abo EBponeiicbkoi
chapmakonei, abo iHLIOI HaLioHa/TbHOI

HechbapmakoneiiHoro A®| Ans NnpuBeAeHHs y
BiANOBIAHICTb f0 BUMOr dY abo E€BponelicbKoi
thapmakonei, abo iHLWOT HauioHaIbHOT
thapmakonei gepxasu €C) - [lonoMixHa
peyoBUHa/BUXIQHWIA MaTepian Ans BUpoOHULTBa
Al - NprBeaeHHA cneuudikauii Ha ONOMKHY
peyoBuHy Maize starch, dried go sumor
MoHorpdii EP. BBegeHHst 3mMiH npoTsarom 6-tu
MicALiB nicna 3aTBepMKeHHs. 3MiHu | Tuny -
3MiHK 3 siKkocTi. FoToBWMIA Nikapcbkuii 3aci6.
KOHTposb roToBoro nikapcbkoro 3acoby (iHwi
3MiHu) - MNpuBeaeHHsA cneuudikauii rotoBoro
nikapcbKoro 3acoby o Bumor moHorpadii EP
(Tabnetkv Rosuvastatin) 3i 3MiHOIO MeX 475 n.
KinbkicHuiA BMiCT po3yBacTtaTtuHy, BmicTt
CnopigHeHNX pevyoBuH/ NPOAYKTIB Aerpajadii; 3
BHECEHHSIM MOCU/1IaHHA METOZIB KOHTPO/IO [0
BuMoOr EP (nocunaHHa Ha BHYTPILLHI aHaiTUYHi
npoueaypu «Lek» 3miHeHO Ha 6inbLu BigNoBIAHI
«in-house» B3aeMo3amiHHi meToaw). PegakuiiiHi
3MiHU 4,0 aHaNITUYHOT METOANKN «3a/INLLIKOBUIA
PO3YMHHWK eTaHOM». BBEAEHHS 3MiH NPOTArom
6-Tv MicALiB NicnsA 3aTBepAKEHHS. 3MiHu | Tvny -
3MiHu 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
Cuctema KoHTelHep/3akynopoBasibHKiA 3aci6.
3miHa Byab-AKOi YaCTUHU MaTepiany NepBUHHOT
YNaKkoBKMK, LLIO HE KOHTaKTY€e 3 FOTOBUM
nikapcbk1M 3ac060M (Hanpuknag, Konip
KPMLLIEYOK 3 KOHTPO/IEM NEPLLOro BifKPUTTS,
KONip KOJOBWX KineLp Ha amnynax, KoHTeliHepa
AN ronok (pisHi Buam nnactmacu) (3miHa, sxa
He BM/IMBA€E Ha KOPOTKY XapaKTepucTuKy
nikapcbKoro 3acoby) - 3MiHN NEPBUHHOIO

nakyBa/IbHOTO MaTepiasy, sSikuii He KOHTaKTye 3

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
960 000 Tabn.**
3840 000 Tabn.*
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
peuenTypoto Nikapcbkoro 3acoby - 3amiHa
NOTOYHOI NNiBKM AN 6nicTepis nniBkoto 6e3
HITpoLEeN0N03U (HITPOLEto03a B ApyKapChkuii
rPYTOBLi B MOEAHAHHI 3 aMiHaMV B YOPHWSI
Moxe yTeoptoBaTy gomilkn (NDMA/NDEA), aki
noTiM Nig, Yyac npouecy nakyBaHHS MOXYTb 6yTK
nepeHeceHi Ha TabneTkn, ynakoBaHi B cepefuHi
6nictepa). BBeieHHs 3MiH NPOTArom 6-Tu
MicsILLiB NiCNs 3aTBEPAKEHHS.
177. | CYBAPAIO TabneTku, BKpUTI CaHpos CnoBeHis ek ®apmaueBTUyHa CnoBeHis/ BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasiis: 3a He UA/12605/01/01
NNiBKOBOO dapmachbioTika KoMnaHisa g.4., CnoseHis Monbwa 3MiHM | Tuny - 3MiHK 3 AKocTi. FoToBWMIA peyenmom | nidssieae
060/10HKO0OMNO, N0 5 n3 a.a. (Bnpo6HMLTBO in bulk , nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
M, 0 7 TabneTok y TeCcTyBaHHS, nakyBaHHS, iMnopTepa/3miHu, L0 CTOCYTLCA BUMYCKY cepil
6nictepi; no 4 BMNYCK Cepil; NnakyBaHHS, Ta KOHTPOJ1t0 AKOCTi FOTOBOTO NiKapCbKoro
6nictepu y BWMNYCK Cepil) 3ac06y (3amiHa abo AogasaHHA AifbHULI, Ha
KapTOHHI kopo6uyj; Nek C.A., Monbwa AKili 34iCHIOETLCSA KOHTPO/b/BUNPOGYBaHHS
no 10 TabneTtok y (BUpo6HMLTBO in bulk, cepii) - JlofaBaHHA BUPOBGHMKA BiANOBiA&/IbHOIO
6nictepi; no 3, 6 abo nepBUHHE Ta BTOPYHHE 3a TecTyBaHHs Jlek C.A., Byn. Mogninie, 16,
10 6nicTepiB y naKyBaHHs, TECTYBaHHS) Ctpuikos, 95-010, Monbuia/Lek S.A, 16, Podlipie
KapTOHHI Kopobuyj; Str., 95-010 Strykow, Poland. BBefeHHs 3MiH
no 15 tabnetok y NpoTArom 6-Tn MIiCALIB NiCNA 3aTBEPMKEHHS;
6nictepi; no 2 a6o 4 3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
6nictepn y nikapcbkuii 3aci6. Cuctema
KapTOHHI kopo6Lyj; KOHTeliHep/3akyrnoptoBasibHWii 3aci6. 3MiHa
no 14 tabnetok y pO3Mipy ynakoBKy roTOBOrO JlikapCbKoro 3acoby
6nictepi; no 2 (3MiHa KiNbKOCTI oanHUUE (Hanpukiag TabneTok,
6nictepu y amny/ TOLLO) B ynakoBLi:) - 3MiHa y gianas3oHi
KapTOHHIA KopooLi 3aTBEpPXEHUX PO3MIpIB YNakoBky - BBeAeHHs
[04aTKOBOro po3Mipy ynakoBku: no 14 TabneTtok
y 6nicTepi; no 2 6nicTepun y KapTOHHIi kopobL;.
3MiHM BHECEHO B po34in "YnakoBka" B
IHCTPYKLi0 415 MeANYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby. BeefeHHsA 3MiH NpOTArom
6-TW MicALIB Nic/is 3aTBEPKEHHS
178. | CYBAPAIO TabneTtku, BKPUTI CaHpo3 CnoseHis Nexk ®apmaveBTUYHa CnoseHis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a He UA/12605/01/02
NAiBKOBOIO dapmachbloTika KomnMaHis 4.4., CnoseHis Monbwa 3MiHY | TRy - 3MiHK 3 AKocTi. FoToBWMI peyenmom | nionsi2ae
o60s10HKo0MNOo, Nno 10 n3 a.o. (Bnpo6HMLTBO in bulk , nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa

Mr; Mo 7 TabneTok y
6nictepi; no 4
6nictepu y
KapTOHHI Kopobuyj;
no 10 TabneTok y
6nictepi; no 3, 6 abo
10 6nicTepiB y
KapTOHHI kopo6Lyj;
no 15 tabnetok y
6nictepi; no 2 a6o 4
6nictepun y

TEeCTyBaHHs, NakyBaHHS,
BMNYCK Cepii; NaKyBaHHS,
BUNYCK cepii)

Nek C.A., Nonblwa
(BUpo6HMLTBO in bulk,
nepBrHHE Ta BTOPUHHE
nakyBaHHs1, TECTYBaHHS)

iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY cepil
Ta KOHTPOJIH0 SKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo AofaBaHHA AiNbHULI, Ha
SIKi 3AIICHIOETLCA KOHTPO/L/BUNPOBYBAHHS
cepii) - logasaHHsA BUPOOHYKKa BiANOBIAA/IbHOTO
3a TecTyBaHHs Jlek C.A., Byn. Mopgninie, 16,
Ctpukos, 95-010, Monbla/Lek S.A, 16, Podlipie
Str., 95-010 Strykow, Poland. BBeaeHHS 3MiH
NPOTArom 6-Tv MiCALIB MiCNs 3aTBEPOKEHHS;
3MiHu | TMNY - 3MiHK 3 siKOCTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
KapTOHHI kopo6uyj; KOHTeliHep/3aKyrnoptoBaibHWii 3aci6. 3MiHa
no 14 tTabneTtok y pPO3Mipy ynakoBKv roTOBOrO NikapCbKoro 3acoby
6nictepi; no 2 (3MiHa KiflbkoCTi oAMHMLE (Hanpuknas TabneTok,
6nictepu y amny/ TOLLO) B yNakoBLi:) - 3MiHa y giana3oHi
KapTOHHiA Kopoo6Li 3aTBEpPKEHMX PO3MIpIB yNakoBku - BBeeHHS
[04aTKOBOrO po3Mipy ynakosku: no 14 tabneTtok
y 6nicTepi; o 2 6ricTepun y KapTOHHI kopobL;.
3MiHM BHECEHO B po3Ain "YnakoBka" B
IHCTPYKLO AN18 MeANYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby. BBegeHHs 3MiH NpOTArom
6-TW MicALB Nicnsa 3aTBEPKEHHS
179. | CYBAPAIO TabneTkun, BKpUTI CaHpos CnoBeHis ek ®apmaueBTuyHa CnoseHis/ BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3a He UA/12605/01/03
NNiBKOBOIO dapmachboTika KoMnaHisa g.4., CnoeeHis Monbwa 3MiHM | TRy - 3MiHK 3 AKkocTi. [oToBWMiA peyenmom | nionsizae
060/10HKO0MO, No 20 n3 a.a., (BUpO6HMLTBO in bulk , nikapcbkuii 3aci6. 3MiHM Yy BUPOGHMLTBI. 3MiHa
Mr, N0 7 TabneTok y CnoseHis TEeCTyBaHHS, nakyBaHHA, iMnopTepa/3aMiHu, L0 CTOCYIOTLCS BUNYCKY cepil
6nictepi; no 4 BUMYCK Cepil; NaKyBaHHS, Ta KOHTPOJIH0 SKOCTi FOTOBOTO NiKapCbKOro
6nictepn y BUNYyCK cepii) 3aco0by (3amiHa abo fofaBaHHA AiNbHUL, Ha
KapTOHHI kopo6Lyj; Nex C.A., Monbwa AKil 34iiCHIOETLCSA KOHTPO/1b/BUNPOGYBaHHS
no 10 TabneTok y (Bpo6HMLTBO in bulk, cepil) - logaBaHHA BUPOOHYKKa BiANOBIAA/IbHOTO
6nictepi; no 3, 6 abo nepBMHHE Ta BTOPUHHE 3a TecTyBaHHs Jlek C.A., Byn. Mopaninie, 16,
10 6nicTepiB y naKyBaHHs, TECTYBaHHS) Ctpukos, 95-010, Monbuia/Lek S.A, 16, Podlipie
KapTOHHI kopo6uyj; Str., 95-010 Strykow, Poland. BBeeHHS 3MiH
no 15 ta6netok y NPOTArom 6-Tv MiCAILIB MicNs 3aTBEPOKEHHS;
6nictepi; no 2 abo 4 3MiHn | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
6nictepu y nikapcbkuii 3aci6. Cuctema
KapTOHHI Kopobuyj; KOHTeliHep/3aKynopoBasibHUii 3aci6. 3MiHa
no 14 TabneTtok y pPO3Mipy ynakoBK/ roTOBOrO MiKapCbKOro 3acoby
6nictepi; no 2 (3MiHa KinlbkoCTi oAVMHMLB (Hanpukias TabneTok,
6nictepn y amnyn TOLLO) B yNakoBLi:) - 3mMiHa y Aiana3oHi
KapTOHHI/ KopoobLi 3aTBEPKEHUX PO3MIPIB YNakoBky - BBeAeHHA
[04aTKOBOro PO3Mipy ynakoBku: no 14 Tabnetok
y 6nicTepi; no 2 6nicTepun y KapTOHHIi kopobL;.
3MiHN BHECEHO B pO34in "Ynakoska" B
IHCTPYKLi0 415 MeAMYHOr0 3aCTOCyBaHHS
niKkapcbKoro 3acoby. BBeeHHS1 3MiH NPOTAroM
6-T MicALIB MiC/1A 3aTBEPAKEHHS
180. | CYBAPAIO TabneTku, BKpUTI CaHpo3 CnoseHis ek ®apmaveBTUYHA CnoseHis/ BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasiis: 3a He UA/12605/01/01
NNiBKOBOO dapmacbioTika KoMnaHisa g.4., CnoseHis Monbwa 3MiHM | TNy - 3MiHK 3 AKoCTi. FoTOBWMIA peuyenmom | nidssieae
060/10HKOH0, M0 5 Mr; n3 a.a. (BUpOGHMLTBO in bulk , nikapcbkuii 3aci6. Onuc Ta cknag. 3MiHa y

no 7 TabneTtok y
6nictepi; no 4
6nictepn y
KapTOHHI kopobuyj;
no 10 TabneTtok y
6nictepi; no 3, 6 abo
10 6nicTepiB y
KapTOHHI Kopobuyj;
no 15 TabneTtok y

TeCTyBaHHS, NaKyBaHHs,
BMNYCK Cepii; NakyBaHHS,
Bunyck cepii); lek C.A.,

Monbwa (BUpo6HULTBO in

bulk, nepsuHHe Ta
BTOPUHHE NakyBaHHs,
TecTyBaHHS)

cknagi (4ONOMIXHUX pevyoBMHax) roTOBOrO
nikapcbkoro 3acoby (iHWi 4ONOMDKHI pevyoBUHN) -
Byab-sika He3HayHa 3MiHa KinlbKicHOro cknagy
[OMOMDKHUX PEYOBWH Y rOTOBOMY JTiKapCbKOMY
3aco6i - 3MiHa B KiJIbkKiCHOMY cknafi TabneTku no
5 Mr, a came 3MeHLUEHHSI Macu TabneTkn BABidi,
3a paxyHOK 3MEHLLUEHHS [JOMOMiXHOI PEeYOBUHM
NakTo3n 6e3B0AHOI, a TaKoX KibKOCTi
6apBHUKIB. [laHi 3MiHM NPOBOASATHCS 3 METOH
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
6nictepi; no 2 a6o 4 rapmoHi3aLii KOHCUCTEeHLi MiX ycima
6nictepu y [03yBaHHAMM J13, 1106 MaTy OAHAKOBWIA

KapTOHHIiA Kopo6L;
no 14 tabnetok y
6nictepi; no 2
6nictepn y
KapTOHHI Kopoo6Li

BifICOTKOBWI1 BMICT YCiX KOMNOHEHTIB. BBEAEHHSA
3MiH NPOTAroM 6-Tu MicsyiB nicns
3aTBepAKEHHS; 3MiHU | TUny - 3MiHM 3 AKOCTI.
[oTOBWI1 NikapcbkuMii 3aci6. Onuc Ta cknag.
3MiHa chopmum abo po3mipiB Mlikapcbkoi hopmm
(TabneTkv 3 HeraiHM BMBISIbHEHHAM, Kancynu,
cyno3uTtopii Ta necapii) - 3miHa po3mipy
TabneTkn no 5 mr, Tabnetkv HOBOI hopmu
MatoTb iHLWi PO3MipK, OCKiNbk/ TabneTka MeHLa.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUIB nicns
3aTBEPKEHHS; 3MiHM | TUMY - 3MiHK 3 AKOCTI.
['oTOBWIA Nikapcbkuii 3aci6. Onuc Ta cknag,
3miHa abo fofaBaHHs WTamniB, NOTOBLLEHb a60
iHLUIMX MapKyBaHb, YK/oUauy 3aMiHy abo
nofasaHHA hapb ana mapKyBaHHA NikapCbKoro
3aco6y (3miHa WwTamnis, NOTOBLLEHb ab0 iHLWMX
MapKyBaHb) - BUAA/IEHHS TUCHEHHS Ha TabneTw,i
nikapcbkoro 3acoby. MoTtouHa hopma /13
MICTUTb TEKCT «RSV 5», HAHECEHWI TUCHEHHAM
Ha OfHiin CTOpOHI TabneTky, HoBa hopma He Mae
TUCHEHHSA. 3MiHW BHECEHI B iHCTPYKL,t0 ANs
MeANYHOro 3acToCyBaHHA NiKapCbKoro 3acoby y
po3gain "Mikapcbka dhopma” (OCHOBHI ¢hi3uko-
XiMiYHi BNacTMBOCTI). BBeleHHA 3MiH NPOTArom
6-Tv MicALiB nicnsa 3aTBepKEHHS; 3MiHN | Tuny -
3MiHu 3 sKoCTi. [0TOBMIA NikapCbkuii 3aci6. 3MiHKn
y BUPOGHULTBI. 3MiHa po3Mipy cepii (Bk/toYatoUu
[fianasoH po3mipy cepii) roToBOro /likapcbKoro
3aco6y (36in1bLweHHs GinbL HiX y 10 pasiB
NOPIBHAHO i3 3aTBEPKEHUM PO3MIPOM AN
TBEPAMX NiKapCbKUX hopM 3 HEralHUm
BUBI/IbHEHHAM /151 NEPOPasIbHOIO
3aCTOCYBaHHS) - 36iNbLUEHHS po3Mipy cepii /13
no 5 mr (3atBepmxeHo: 240 000 Tabn.,
3anponoHoBaHo: 480 000 Ta6s., Ta 4 800 000
Tabn.). BBeAeHHs 3MiH NPOTAroM 6-Tn MicsLiB
nicnsa 3aTBepmxeHHs; 3MiHu | Tuny - 3miHun 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO fliKapcbKoro 3acoby. 3miHa y meTogax
BMNPOBYBaHHA rOTOBOrO /iKapCbKOro 3acoby
(iHWi 3miHW y MeTogax BUNpobyBaHb
(BKKOYaLOUM 3aMiHy ab0 [ONOBHEHHS)) -
He3HauHi 3MiHV 40 npoLieaypy BUNPOGYyBaHHS
N3 no 5 mr gns igeHTndikayii giokenay TuTaHy.
Hapasi 3pa3ok rotyeTbCs i3 BUKOPUCTaHHAM
n'aTn TabaeToK, 3anpPonoHOBaHO
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Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
BUKOPWCTOBYBAaTKN fjecATb TabneTok. BBegeHHA
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPKEHHS
181. | CYNEPBITA TabneTku, BKpUTI TOBAPUCTB YkpaiHa ToBapncTBO 3 0OMEXEHOI0 Ykpaina BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiis: - UA/14778/01/03
100 060/10HKO10, M0 100 03 BiANOBIAANILHICTIO 3MiHa 3aaBHuKa J13 (MIBI) (BnacHuka
mr in bulk: no 1000 OBMEXEHO "PapmaueBTnyHa peecTpauiniHOro Nnoceig4YeHHs) (3rigHo Hakasy
a6o 4000 TabneTok 10) KoMnaHis "3gopos'a” MO3 Big 23.07.2015 Ne 460). BBefeHHS 3MiH
y nakeTi BIANOBIAAN NPOTArom 6-Tv MiCAILB MicNs 3aTBEPKEHHS.
noslieTuIeHOBOMY Y bHICTHO 3MiHu | TMNY - 3MiHK WoA0
KOHTeliHepi «KOPTMOPALII 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.
A BBegeHHs abo 3MiHM A0 y3arasibHeHNX AaHux
«300POB’'A» npo cuctemy thapmakoHarnsgy (BBefeHHs
y3ara/ibHeHUX JaHnx Npo cucTemy
thapMakoHarnsgy, 3amMiHa yrnoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 32 3AiICHEHHS
thapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA
BiAMIHHA BiJ YNOBHOBaXeHOi 0co6H,
BiANOBIfa/bHOI 3a 3AiICHEHHA hapMakoHarnsay
(BK/TIOYAOYUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLeHHi MacTep-ghaiina cuctemu
hapmakoHarnsagy).
3MiHa yNoBHOBaXXKEHOI 0CO6M 3asiBHMKA,
BiANOBIAa/IbHOI 3a hapMakoHarnag. Jiroya
pegakuis: LeBueHko OneHa lropiBHa.
MponoHoBaHa pegakuis: MaHoBa OneHa
MukonaiBHa. 3MiHa KOHTaKTHUX AaHnX
YMNOBHOBA&XEHOI 0CO6M 3as1BHYKA,
BiANOBiAa/IbHOI 32 hapmakoHarnsg.
3MiHa HoMepa MacTep-haiina cuctemu
dhapmakoHarnsgy
182. | CYNEPBITA TabneTkn, BKpUTI TOBAPUCTB YkpaiHa BCi CTagii BUpO6HMLTBA, Ykpaina BHECEHHS 3MiH 0 peecTpaLliiiHux maTepiasis: 3a UA/6480/01/01
100 060n10HKot0, No 100 03 KOHTPO/1b AKOCTI, BUMYCK 3MiHa 3aaBHuKa J13 (MIBI) (BnacHuka peyenmom
Mmr no 1 Tabnertuiy OBMEXXEHO cepi: peecTpauiiHoro NoceigYeHHs1) (3rigHo Hakasy
6nictepi; no 1 a6o 4 10] ToBapucTBO 3 0OMEXEHOI0 MO3 Big 23.07.2015 Ne 460). BBefeHHs 3MiH
6nictepu y BIAMOBIOAN Bi4nNoBIAANbHICTIO NPOTArom 6-Tv MiCALIB MiCNs 3aTBEPOKEHHS.
KapTOHHIA KOopooLi bHICTHO "papmaueBTNYHA 3MiHu | TUnNy - 3MiHK Woao
«KOPMNOPALJ KomnaHis "3gopos'a", 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
A YKpaiHa; BBeaeHHs abo 3MiHU [0 y3arasibHeHNX AaHnx
«300POB’'A» BCi cTagii BUpobHMUTBA,

KOHTPO/b AKOCTI:
ToBapuCTBO 3 0OMEXEHOID
BiANOBIAA/ILHICTIO
"®APMEKC rPy1",
YkpaiHa

npo cuctemy thapmakoHarnsgy (BBefeHHs
y3arasibHeHVX AaHux Npo cuctemy
chapmakoHarnsgy, 3miHa ynoBHOBaxeHoT ocobu,
BiANOBIAA/IbHOI 32 3AiiCHEHHS
hapmakoHarnsgy; KOHTakTHOT 0cobm 3
chapmakoHarnsgy 3asaBHuKa 415 34iACHEHHS
hapmakoHarnsay B YkpaiHi, K0 BOHa
BiAMiHHA Bifl YNOBHOBaXEHOI 0cO6M,
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n/n JliKapcbKo20

3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

183. | CYMNEPBITA

TabneTtku, BKPUTI

TOBAPUCTB

YKpaiHa

BiAMOBIAaUTbHOI 3a 34iiCHEHHA hapMakoHarnsay
(BK/KOHAOUM KOHTaKTHI faHi) Ta/abo 3MiHU y
po3MilLieHHi MacTep-chaiina cuctemm
thapmakoHarnsgy).
3MiHa YNOBHOBaXKEHOT 0COOM 3asiBHUKA,
BiANOBIAaUIbHOI 3a hapmakoHarnag. Jirova
pegpakuisi: LeBueHko OneHa IropiBHa.
MponoHoBaHa pepakuis: MaHoBa OneHa
MukonaiBHa. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBigabHOI 3a hapmakoHarnsg.
3MiHa HoMepa MacTep-ghaiina cuctemu
dhapmakoHarnsgy

25

184. | CYNEPBITA

060/10HKOHD, M0 25
Mr in bulk: no 1000
a60 4000 TabneTok
y nakeTi
nonieTuneHoBoMy y
KOHTelHepi

03
OBMEXXEHO
10]
BIANOBIAAN
bHICTHO
«KOPMOPALLI
A
«300POB’'A»

ToBapnCTBO 3 06MEXEHOI0

BiANOBIAA/LHICTIO
"@apmaueBTnyHa

KoMnaHis "3gopos'a”

YKpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis:
3MiHa 3aaBHuKa J13 (MIBI) (BnacHuka
peecTpauiiHoro Noceig4eHHs) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460). BBefieHHS 3MiH
NpoTArom 6-Tn MIiCALIB NiCNA 3aTBEPMKEHHS.
3miHu | TMny - 3MiHK WwWoao
6e3nekun/edekTVBHOCTI Ta thapMakoHariagy.
BeefeHHs abo 3MiHU [0 y3araslbHeHNX AaHnX
npo cuctemy thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHux Npo cucTemy
hapMakoHarnsgy, 3MiHa yrnoBHOBaXeHOT ocobu,
BigNoBiAa/IbHOI 3a 3[jACHEHHSI
thapmakoHarnsgy; KOHTaKTHoi 0cobm 3
thapmakoHarnsgy 3asBHUKa ANs 34iCHEHHSA
thapmakoHarnagy B YkpaiHi, SKLi0 BoHa
BiMiHHa Bif, yNIOBHOBaXKeHOT 0co6M,
BiANOBigasIbHOI 3a 34jCHEHHST dhapMakoHarnsay
(BK/THOYAOUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy).
3MiHa ynoBHOBaXkeHOi 0CO6U 3asBHUKA,
BignoBiganbHOI 3a hapmakoHarnag. Jiroya
peaakuist: LLleBueHko OneHa IropiBHa.
MponoHoBaHa pegakuis: Manosa Onera
MukKonaiBHa. 3MiHa KOHTaKTHUX SaHuX
YNOBHOB&XeHOT 0COOM 3as1BHMKA,
BiANOBIAa/IbHOI 3a chapmakoHarnsg,.
3MiHa HoMepa MacTep-haiina cuctemu
dpapmakoHarnsgy

UA/14778/01/01

25

TabneTku, BKpUTI
060/10HKOI0, N0 25
mr no 1 tabnetyjiy
6nictepi; no 1 a6o 4
6nictepn y

TOBAPWCTB
03
OBMEXEHO
to
BIAMNOBILAN

KapTOHHI/ KopoobLi

bHICTIO

YkpaiHa

BCi cTagii BUPOGHMLTBA,
KOHTPO/Ib SIKOCTi, BUMYCK

cepii:

ToBaprCTBO 3 06MEXEHOI0

BiANOBIAA/ILHICTIO
"papmaueBTniHa

YKpaiHa

BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasiis:
3MiHa 3aaBHuKa J13 (MIBI) (BnacHuka
peecTpauinHoOro NocBig4YeHHs) (3rigHO Hakasy
MO3 Big 23.07.2015 Ne 460). BBegeHHs 3MiH
NPOTArom 6-Tv MiCAILIB MiCNs 3aTBEPKEHHS.

3MiHu | TMNy - 3MiHK Woa0

3a
peyenmom

UA/6480/01/03
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n/n

JliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakoska)

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o

185.

CYNEPBITA

«KOPMOPALII
A
«300POB'A»

KomnaHis "3gopos'a",
YKpaiHa;
BCi CTafii BUPO6HMLTBA,
KOHTPO/b SIKOCTI:
ToBapucTBO 3 06MEXEHOID
BiANOBIAA/LHICTIO
"®OAPMEKC I'PYT11",
YKpaiHa

6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX AaHux
npo cuctemy thapmakoHarnsgy (BBefeHHs
y3ara/ibHeHUX JaHnX nNpo cucTemy
thapMakoHarnagy, 3amiHa yrnoBHOBaXeHOo! ocobu,
BiANOBIabHOI 3a 3[iICHEHHS
thapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiAMIHHA BiJ YNOBHOBaXEHOi 0cO6M,
BiANOBIAa/bHOI 3a 3AiiCHEHHSA hapMakoHarnsay
(BK/TIOYAIOYM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy).
3MiHa yNnoBHOBaXXEHOI 0CO6M 3asiBHUKA,
BiANOBIAaUIbHOI 3a hapmMakoHariag. [irova
pepakuis: LieBueHko OneHa lropiBHa.
MponoHoBaHa pepakuis: MaHoBa OneHa
MukonaiBHa. 3MiHa KOHTaKTHUX AaHWX
YMNOBHOB&XEHOI 0CO6M 3as1BHYKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,.
3MiHa HoMepa mMacTep-haiina cuctemu
dhapmakoHarnsgy

nocsBi0OYeHHs

50

TabneTtku, BKPUTI
060/10HKOH0, Mo 50
mr in bulk: no 1000
a60 4000 TabneTok
y nakeTi
nonieTuIeHoBOMy y
KOHTeliHepi

TOBAPUCTB
03
OBMEXXEHO
o
BIAMOBIAAN
bHICTIO
«KOPMOPAUJ
A
«300POB’'A»

YkpaiHa

ToBapucTBO 3 0OMEXEHOI0
BiANOBiAA/IbHICTIO
"@apmaueBTnyHa

KoMnaHis "3gopos'a”

Ykpaina

BHECEHHS 3MiH 40 peecTpaLiitHux maTepiasis:
3MiHa 3aaBHuKa J13 (MIBI) (BnacHuka
peecTpauiiHoro NocBigYeHHs1) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460). BBefeHHs 3MiH
NpoTArom 6-Tu MicALB NiCNs 3aTBEPMAKEHHS.
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM [0 y3arasibHeHNX AaHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX faHuX Npo cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0coou,
BiANOBIAA/IbHOI 32 3AiICHEHHS
hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHa
BiAMIHHa Bif YNOBHOBaXEHOI 0CO6M,
BiAMOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay
(BK/KOHAOUM KOHTaKTHI faHi) Ta/abo 3MiHU y
pO3MiLLEeHHI MacTep-ghaiina cuctemu
thapmakoHarnsgy).
3MiHa yNnoBHOBaXXEHOI 0CO6YM 3asiBHUKA,
BiANOBIAaUIbHOI 3a hapmakoHarnag. Jirova
pegpakuist: LeBueHko OneHa IropiBHa.
MponoHoBaHa pepakuis: MaHoBa OneHa

MwukonaiBHa. 3MiHa KOHTaKTHUX JaHUX

UA/14778/01/02
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
YNOBHOB&XEHOI 0CO6M 3asBHIIKA,
BignoBiganbHOI 3a hapmakoHarnsg.
3MiHa HoMepa MacTep-ghaiina cuctemu
dhapmakoHarnsgy
186. | CYMNEPBITA TabneTtku, BKPUTI TOBAPUCTB YkpaiHa BCi cTajii BUpobHMUTBA, Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3a UA/6480/01/02
50 060/10HKot0, Mo 50 O3 KOHTPO/Ib SIKOCTi, BUMYCK 3MiHa 3asBHuKa f13 (MIBI) (BnacHuka peyenmom
mr no 1 tabnetyjiy OBMEXXEHO cepii: peecTpauiiHoro noceig4eHHs) (3rigHo Hakasy
6nictepi; no 1 a6o 4 10) ToBapuCTBO 3 06MEXEHOI MO3 Big 23.07.2015 Ne 460). BBefieHHS 3MiH
6nictepu y BIANOBIAAN BiANOBIAA/LHICTIO NpoTArom 6-Tn MIiCALIB NiCNA 3aTBEPMKEHHS.
KapTOHHIA KopooLi bHICTIO "®apmavueBTUYHa 3miHu | TMny - 3MiHK WwWoao
«KOPMNOPAULY KoMnaHisa "3go0pos'a”, 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
A YkpaiHa; BeefeHHs abo 3MiHU [0 y3araslbHeHNX AaHnX
«3[0POB’A» BCi CTagii BUPO6HMLTBA, npo cuctemy chapmakoHarnsgy (BBefeHHs
KOHTPO/b SIKOCTI: y3arasibHeHUX faHnx Npo cucTemy
ToBapnCcTBO 3 0OMEXEHOID hapMakoHarnsay, 3MiHa yrnoBHOBaXeHOT ocobu,
BiANOBiAA/IbHICTIO BigNoBiAa/IbHOI 3a 3[jACHEHHSI
"®APMEKC I'PYT11", hapMakoHarnsgy; KOHTakTHoi ocobu 3
YkpaiHa thapmakoHarnsgy 3asBHUKa ANs 34iCHEHHSA
thapmakoHarnagy B YkpaiHi, SKLi0 BoHa
BiMiHHa Bif, yNIOBHOBaXKeHOT 0co6M,
BiANOBigasIbHOI 3a 34jCHEHHST dhapMakoHarnsay
(BK/THOYAOUM KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEeHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy).
3MiHa ynoBHOBaXkeHOi 0CO6U 3asBHUKA,
BignoBiganbHOI 3a hapmakoHarnag. Jiroya
peaakuist: LLleBueHko OneHa IropiBHa.
MponoHoBaHa pegakuis: Manosa Onera
MukKonaiBHa. 3MiHa KOHTaKTHUX SaHuX
YNOBHOB&XEHOT 0COOM 3as1BHMKA,
BiANOBIAa/IbHOI 3a chapmakoHarnsg,.
3MiHa HoMepa MacTep-haiina cuctemu
dpapmakoHarnsgy
187. | TABIMNEK Kancynm dapmaveyTil ABCTpIf BMPOGHMLITBO HimeyunHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 6e3 UA/5604/01/01
KMLLKOBOPO3YMHHI e habpik Hepo3acoBaHol ABCTpis 3MiHu | TUNYy - 3MiHKM 3 AKocTi. ADI. peuenma
M'sKi no 150 mr; no MoHTaBIiT npoAykKLuii (kancynoBaHHs, Brpo6HMLTBO. 3MiHa BUPOOHMKA
10 kancyny M6X KOHTPO/b AKOCTI BVXiZHOrO/NPOMIXHOr0 NPOAYKTY/peareHTy, Lo
6nictepi; no 3 [LOMOMDKHUX PEYOBUH, BMKOPUCTOBYHOTLCS Y BUPOOHUYOMY NPOLLECI
6nictepu B KOHTPO/1b B NpoLeci

KapTOHHIA KopoobLi

BMPOGHMLTBA:
KataneHTt JxepmaHi
E6epbax, HimeuunHa;
HaHeCeHHs
KMLLKOBOPO34MHHOTO
MOKPUTTSA Ha Karncyny,
nepBUHHE Ta BTOPUHHE
nakyBaHHS, KOHTPO/b
AKOCTI Ta BUNYCK cepil:

A®I, abo 3miHa BUpobHMKa (BKIKOYaKouK, e
HeobxiaHO, MicLie NPOBeAEHHS KOHTPO/IHO SIKOCTI)
A®I (3a BigcyTHOCTI cepTudpikata BigNoOBIAHOCTI

€Bponelicbkin hapmakonei y 3aTBepaKeHOMY
[0CLE)(IHLLi 3MiHWN) -

JopasaHHa "second supplier of crude spike
lavender oil". fitoua pegaxuis: Supplier of crude
spike lavender oil: Bontoux SA
MponoHoBaHa pepakuis: Supplier of crude spike
lavender oil: Bontoux SA second supplier of
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donakoHy y

KOHTPO/O SKOCTI. (Ais/IbHICTb, 3a Ky BignNoBigae

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
dapmaueyrTiwe dabpik crude spike lavender oil: Alcarria Flora S.P.A.
MoHTaBiT ['M6X, ABCTpisi
188. | TAQANIC TabneTku, BKPUTI Akkopa MonbLa BiANOBIAa/IbHNI 38 BUMYCK Benvka BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3a He UA/19557/01/01
NAiBKOBOIO Xenckea cepii: Bputanis/ 3MiHM | TRy - 3MiHK 3 AKkocTi. [oToBWMiA peyenmom | nionsizae
060/10HKO10, M0 20 Moncka Cn. AKKOP[, XE/ICKEA YropwmHa/ nikapcbkuii 3aci6. 3MiHM Yy BUPOGHMLTBI. 3MiHa
Mr, N0 2 TabneTkn y 3.0.0. NIMITE/A, Benuka ITanis/ iMnopTepa/3aMiHu, L0 CTOCYIOTLCSA BUNYCKY cepil
6nictepi, no 1 Bputanis; IHgis/ Ta KOHTPOJIH0 SKOCTi FOTOBOTO NiKapCbKOro
6nicTepy y naui; no BTOPVHHE NaKyBaHHS: Manbta/ 3acoby (3amiHa abo foAaBaHHS BUPOOHMKa, LLLO
4 TabneTkn y AKKOP[, XE/ICKEA Monbwa BiANOBIAAaE 3a BBE3EHHA Ta/abo BMNYyCK cepil) -
6nictepi, no 1 a6o 2 NIMITEA, Benuka He BK/OYAK0UM KOHTPO/IL/BUNPOBYBaHHS Cepii.
6nictepn B nayuj BpuTaHis; [opasaHHA OinbHULI, WO BiANOBIAAE 3@ BUNMYCK
KOHTPO/b AKOCTI: cepii. 3MiHVM BHECEHO B iHCTPYKLIit0 ANA
ACTPOH PECbOPY MeJMYHOro 3acTOCyBaHHS NiKapCbKoro 3acoby y
NIMITEL, Benuka po3ainu "BupobHuk", "MicLe3HaxomKeHHs
BpuTaHis; BMPOOHMKA Ta agpeca MicLa NPoBafKeHHs Moro
KOHTPO/b AKOCTI: LOisiNbHOCTI" 3 BiANOBIgHMMM 3MiHAMW B TEKCTI
BeccniHr XaHrepi K., MapKyBaHHS yNakoBOK. BBeJeHHS 3MiH
YropLmHa; NpoTArom 6-Tn MIiCALIB NiCNA 3aTBEPMKEHHS.
BTOPWHHE MaKyBaHHS: 3MiHu | TUNY - 3MilK Woao
OiERYENL CEMAM UEWH 6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy
(Itanis) CMA, Itanis; (iHWi 3MiHW) OHOB/IEHHS TEKCTY MapKyBaHHS
BUPOGHMLITBO NiKapCbKOro yNaKoBKM NiKapCbKOro 3acoby 3 BHECEHHAM
3acoby, nepBrHHe Ta iHbopmauii Wwoao orotuny BUPo6HMKa Ta
BTOPVHHE NakKyBaHHS, BHYTPILLHI NO3HaYKN BUPOOHVKa. BBEAEHHS 3MiH
KOHTPO/Ib SKOCTI cepil, NpoTArom 6-Tu MicALIB NicNa 3aTBEPIKEHHS
€KCMOoPT Ha AiNbHULI0
BUMYCKY Cepii:
IHTac ®apmacbloTikanc
NimiTen, HAis;
KOHTPO/b AKOCTI:
SAPMABANIA NTA.
Mikpo6ionoriyHa
nabopartopis, YropLmHa,;
KOHTPO/b SIKOCTI:
dapmagokc Xenckea J1Ta,,
ManbTa;
BignoBigansHuii 3a BUNyCK
cepi:
Akkopfa Xenckea lMoncka
Cn. 3 0.0. Cknap,
ImnopTepa, MosbLua
189. | TAHTYM po3unH ans potoBoi | AsieHae Kimike ITanisa AsieHge Kimike PiyHiTe ITanisa BHECEHHS 3MiH 0 peecTpaLliiiHux maTepiasis: 6e3 nionsizae UA/3920/01/01
BEPOE® NOPOXHUHY, 1,5 PiyHiTe AHXeniHi dpaHyecko 3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenma
Mmr/mn; no 120 mny AHXenNiHi AKP.A®. C.nA. HallMeHyBaHHs Ta/abo agpecy Micus
h1akoHi 3 MipHUM PpaHyecko NpoBaf)KEHHN AiSNIbHOCTI BUPO6HUKa/imnopTepa
cTakaH4ynmkom; rno 1 AK.P.A®. rOTOBOrO JlikapCbKOro 3acofy, BK/IYakum
C.n.A. AOinbHULI BUNYCKy cepii abo Micle npoBefeHHs

KapTOHHI/ KopoobLi




152

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BMPOGHMWK/IMNOpPTEpP, BK/OYAKYM BUMYCK Cepili)
3MiHa agpecu Micua NPoBaXeHHs LisNIbHOCTI
BMpO6HUKa MN3. 3MiHWM BHECEHO B iIHCTPYKLiO
O719 MeANYHOI0 3aCTOCYBaHHS NikapCbKoro
3acoby y po3ginu «BupobHuk» Ta
«Micue3HaxomkeHHs BUPOGHMKa Ta agpeca
MiCLii MPOBa/PKEHHS AOTO AiS/TbHOCTI» 3
BiAMNOBIAHMMU 3MiHAMU Y TEKCTi MapKyBaHHS
ynakoBKM NikapcbKoro 3acoby. BeefeHHs 3MiH
npoTArom 6-T1 MiCALIB NiCNA 3aTBEPMAKEHHS.
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHW) 3MiHVM BHECEHO B TEKCT MapKyBaHHS
NepBUHHOT YNakoBKM MikapcbKoro 3acoby B n. 11.
«HAAMEHYBAHHS | MICLLE3HAXOPI)KEHHS
BVPOBHWKA TA/ABO 3AABHWKA» woao
BUAANIeHHA aApecu BUpo6HMKa. BBedeHHs 3MiH
NpoTArom 6-T1 MiCALIB NiCNa 3aTBEPKEHHS

190.

TAHTYM
PO3A®

PO34UH BariHaIbHWIA
0,1%; no 140 mny
donakoHi
OCHalLLleHOMY
KaHtoneto 3
KpYLLEYKOKO AN
3aKpuTTA; Mo 5
donakoHiB y
KapTOHHI/ Kopoo6Li

AsieHge Kimike
PiyHiTe
AHXeniHI
dpaHyecko
AK.P.A®.
C.n.A.

ITanis

AsieHge Kimike PiyHiTe

AHXeniHi dpaHyecko
AKP.A®. C.nA.

ITanis

BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiis:
3MiHK | TUNY - AOMIHICTpaTUBHI 3MiHU. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micusa
NpoBaKEHHS AiS/IbHOCTI BUPO6HUKa/iMnopTepa
roTOBOrO NiKapcbKoro 3acoby, BKIoYaun
AinbHULI BUNYCKY cepii abo MicLe NpoBeAeHHs
KOHTPO/O SKOCTI. (AisNIbHICTb, 3a Ky BiAnoBigae
BMPOGHUK/IMNOPTEp, BK/IOYAKOUM BUMYCK cepild) -
3MiHa agpecy MicLs NPOBa)KEHHS Ai/IbHOCTI
BMPO6HMKa 13. 3MiHN BHECEHO B iHCTPYKL,itO
ON9 MeAUYHOro 3aCTOCYBaHHS NikapCbKoro
3aco6y y po3ginu «BnpobHuk» Ta
«Micue3HaxofpKkeHHs1 BUpObGHMKa Ta agpeca
MiCLii NPOBa/PKEHHS AOr0 AisSSIbHOCTI» 3
BiANOBIAHUMY 3MiHAMW Y TEKCTi MapKyBaHHS
yNakoBKM NikapcbKoro 3acoby. BBeAeHHs 3MiH
NPOTArom 6-Tv MiCAILB MicNs 3aTBEPOKEHHS;
3MiHu | TMNY - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapMmakoHarnsgy
(iHWi 3MiHM) - 3MiHN BHECEHO B TEeKCT
MapKyBaHHS MEPBUHHOI YNaKOBKW /iKapCbKOro
3acoby B M. 5. «HAMMEHYBAHHSA |
MICUE3HAXOPO)KEHHA BUPOBHWKA
TA/ABO 3AABHWKA» wwoa0 BuganeHHs agpecu
BMPOOHVKa. BBEAEHHA 3MiH NPOTAroM 6-Tu
MicsILiB Micns 3aTBepIKEHHS

6e3
peyenma

nionsieae

UA/4012/02/01

191.

TAHTYM
PO3A®

rpaHynun ans
BariHa/IbHOro
po3umnHy no 500 wr;
no 10 cawe B

AsieHge Kimike
PiyHiTe
AHXenNiHi
PpaHyecko

ITanis

AsieHge Kimike PiyHiTe

AHXeniHi dpaHyecko
AK.P.A®. C.nA.

ITanis

BHECEHHS 3MiH 0 peecTpaLliiiHux maTepiasis:
3MiHu | TUNy - 3MiHKU Woao
6e3nekn/edekTBHOCTI Ta thapmakoHarnsagy
(iHLWi 3MiHW) - OHOB/IEHHS TEKCTY MapKyBaHHS

6e3
peyenma

nionsieae

UA/4012/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

KapTOHHI Kopoo6Li

AK.P.A®.
C.n.A.

NepBUHHOT YNakoBKK Nikapcbkoro 3acooy;
BU/TyYEHHS iH(DOpMaLii, 3a3Ha4YeHOT POCIiCbKO
MOBOI0, 3 TEKCTY MapKyBaHHA NepBUHHOI Ta
BTOPWHHOT YNaKoOBKM, & TAKOX BHECEHHS 3MiH Y
BTOPUHHY ynakosky B n. 16. «IHPOPMALIIA,
AKA HAHOCUTBCA LWPVIOTOM BPANNS».
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micas
3aTBEpKEHHS; 3MiHY | TUny - AQMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo aapecu
MiCLii MPOBaPKEHHS Ai/IbHOCTI
BMPOGHMWKa/imnopTepa roToBoro ikapcbkoro
3acoby, BKIYaum AinbHNULI BUNycky cepii abo
MicLie NPOBEeAEHHS KOHTPOJTHO AKOCTI.
(aisnbHICTb, 3a AKy BignNoOBIfaE
BMPOGHMK/iIMMOPTEp, BK/IOYAKOUN BUMYCK Cepild) -
3MiHa agpecy Micus NPOBaKEHHS Ai/IbHOCTI
BMpOo6HUKa MN3. 3MiHW BHECEHO B IHCTPYKL,iO
0151 MeNYHOro 3aCTOCyBaHHS NiKapCbKoro
3aco6y y po3ain «Micue3HaxomKeHHs
BMPOGHMKa Ta afpeca MicLs NpoBafXeHHS Moro
AiSNBHOCTI» 3 BigNOBIAHUMMN 3MiHAMM Y TEKCTI
MapKyBaHHS YNakoBKV NikapCbKoro 3acoby.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPMKEHHS; 3MiHM | TUny - 3MiHK Woao
6e3nekn/ecdheKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW) - 3MiHX BHECEHO B iHCTPYKLit0 ANs
MeAUYHOro 3acToCyBaHHA NiKapCbKoro 3acoby y
po3gin «BupobHuK», a came: BUAANEHHS Ha3BW
KpaiHu 3 HaliMeHyBaHHS BUPOGHMKa. BBeaeHHs
3MiH NPOTAroM 6-Tu micsuiB nicns
3aTBEPAKEHHSA

192.

TET 36.6® 3
APOMATOM
NMNMOHY

NOPOLLIOK A5t
OpasbHOro PO3UUHY,
no 13,1 ry cawe-
nakeTi; no 5 a6o 10
calle-nakeTiB y
naui

MNpuBaTHe
aKujioHepHe
TOBapuCTBO

"Nlekxim-
Xapkis"

YKpaiHa

MprBaTHE aKLioHepHe
TOBapUCTBO "J1eKxim-
Xapkis"

YKpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis:
3MiHn | TURYy - 3MiHK 3 akocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponeiicbkili hapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO cepTugiikaTa
BiAMNOBIAHOCTI @60 BUNyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
A®I; onsa ByxigHOro
Marepiany/peareHTy/npoMiKHOTO MPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; ana
[0NOMIKHOT peyoBrHY (cepTuddikat
BiANOBiAHOCTI EBponeiickbki hapmakonei) -
OHOB/EHMIA cepTUQIKaT Bif yXe 3aTBEPKEHOrO
BMPOGHMKA - MOAaHHSA OHOB/IEHOTO cepTudikara
BiANOBIAHOCTI EBponeiickbkili hapmakonei R1-
CEP 2015-030-Rev 00 (3aTBepmxeHo: RO-CEP
2015-030-Rev 00) ans gitovoi peyoBmHM

6e3
peuyenma

UA/17816/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
Pheniramine maleate Big BXe 3aTBepAXEHOr0
BMpo6HMka, SUPRIYA LIFESCIENCE LTD
193. | TET 36.6® MOPOLLIOK ANs MpuBaTtHe YkpaiHa MprBaTHE aKLioHepHe Ykpaina BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 6e3 UA/17386/01/01
MAKCI 3 Opa/ibHOro PO34MHY, akujioHepHe TOBapuUCTBO "“Jlekxim- 3MiHn | TUny - 3MiHn 3 akocTi. CepTuddikaT peyenma
APOMATOM no 23 ry cauwle- TOBapucTBo Xapkis" BignosigHocTI/TE-cepTudpikat signosigHoCTi
NMNMOHY naketi, no 5 a6o 10 "Nlekxim- €Bponeiicbkiin thapmakonei/moHorpadii.
calle-nakeTiB y XapkiB" MoaaHHsA HOBOro abo OHOBIEHOTO cepTudiikaTa
nauui BiANOBIAHOCTI ab60 BUYYEHHS cepTudikaTa
BiANOBIAHOCTI EBponeiickbkil thapmakonei: ans
A®l; pns BUXigHOro
MaTepiany/peareHTy/NpoMKHOro NPoAyKTY, LLO
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[LOMNOMIXHOT peyoBrHY (cepTuddikat
BiAnoBigHOCTI EBponeiickbkilt hapmakonei) -
OHoBeHWt cepTuddikat Big, y)xe 3aTBEPAKEHOTO
BMPOGHMKA - MOAAaHHSA OHOB/IEHOTO cepTudikata
BiANoBIgHOCTI EBponeiickkili hapmakonei R1-
CEP 2015-030-Rev 00 (3atBepaxeHo: RO-CEP
2015-030-Rev 00) ansa gito4oi peyoBuHM
Pheniramine maleate Bif BXe 3aTBEpKEHOr0
BMpo6Huka, SUPRIYA LIFESCIENCE LTD
194. | TET 36.6® NOpOLLOK AN MpuBaTHe YkpaiHa MpuBaTHe akuioHepHe Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 6e3 UA/17861/01/01
MAKCI 3 Opa/IbHOro PO3UUHY, akuioHepHe TOBapuUCTBO "J1ekxim- 3MiHu | TUnYy - 3MiHK 3 AKkocTi. CepTudikat peuenma
APOMATOM no 23 ry cate- TOBapucTBo Xapkis" BignosigHocTi/l E-cepTudikar BignosigHoOCTI
MATMHA nakerti; no 5 a6o 10 "J1ekxim- €Bponeiicbkiii hapmakonei/MmoHorpadii.
calle-nakeTiB y Xapkis" MofaHHA HOBOrO abo OHOB/IEHOTO cepTudiikaTa
QECI] BIANOBIAHOCTI @60 BUNyYeHHs cepTudiikara
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
AdI; onsa BuxigHoro
marepiany/peareHTy/npoMiKHOT0 MPOAYKTY, L0
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
[LOMOMDKHOT peyoBUHU (cepTudikaT
BiANOBIAHOCTI EBponelickbkin hapmakonei) -
OHOB/EHWI cepTUdIKaT Bif yXe 3aTBEpIXEHOro
BMPOBHMKA - NOAaHHA OHOBNEHOro cepTucpikata
BiANOBIAHOCTI EBponeiickbkili hapmakonei R1-
CEP 2015-030-Rev 00 (3aTBepmxeHo: RO-CEP
2015-030-Rev 00) ans Ajto4oi pe4yoBrHU
Pheniramine maleate Big BXe 3aTBEpPAKEHOTO
BMpo6HUKa, SUPRIYA LIFESCIENCE LTD
195. | TET 36.6® NOpPOLLOK ANs MpusaTHe YkpaiHa MpuBaTHE aKLioHepHe Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 6e3 UA/17420/01/01
PAMIA 3 OpPa/IbHOIO PO34UHY, akuioHepHe TOBapUCTBO "J1eKXim- 3MiHu | TMny - 3MiHK 3 AkocTi. CepTudiikaT peuyenma
APOMATOM no 23 ry caule- TOBapucTBo Xapkis" BignosigHocTI/lE-cepTudpikat signosigHoCTi
NMMOHY naketi, no 5 a6o 10 "Nlekxim- €Bponeiicbkiii hapmakonei/moHorpadii.
calle-nakeTiB y Xapkis" MogaHHA HOBOrO abo OHOB/IEHOTO cepTugikaTa

nauui

BiANOBIAHOCTI @60 BUNyYeHHs cepTudikata
BiZJNOBIAHOCTI E€BponeNchbkiin hapmakonei: ans
Adl; anst BUXigHOToO
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

Marepiany/peareHTy/npoMiKHOTO MPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOGHMUTBI A®I; ana
[0NOMDXHOT peyoBrHY (cepTuddikat
BiANOBIAHOCTI EBponelicbkin hapmakonei) -
OHOB/EHWIA cepTUQIKaT Bif y)Xe 3aTBEPKEHOr0
BMPOGHMWKA - MOAAHHSA OHOB/IEHOTO cepTudikara
BiANOBIAHOCTI EBponeiickbkili hapmakonei R1-
CEP 2015-030-Rev 00 (3aTBepmxeHo: RO-CEP
2015-030-Rev 00) ansa gito4voi peyoBuHU
Pheniramine maleate Big BXe 3aTBEpAXEHOr0
BMpo6HUKa, SUPRIYA LIFESCIENCE LTD

196.

TIANPINTAH®

Tabnetkn no 100 wmr;
no 20 TabneTok y
6nictepi; no 1 a6o 3
6nicTepmn y Kopobu,i 3
KapToHy

TOB «BAYLW
XENC»

YkpaiHa

I.J1. dapma M6 X

ABCTpIf

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis:
3MiHW | TUny - 3MiHK 3 skocTi. AdI.
Brvpo6HMUTBO. 3MiHa BUPOGHMKA
BWXi4HOrO/MPOMIKHOro NpoAyKTy/peareHTy, Lo
BUKOPWCTOBYIOTLCS Y BUPOOGHNYOMY NPOLIECI
A®I, abo 3miHa BUpobHMKa (BK/IKOYaKouK, e
HeobXiAHO, MiCLie NPOBEAEHHS KOHTPO/IO SIKOCTI)
A®I| (3a BigcyTHOCTI cepTuddikaTa BifnoBiAHOCTI
€Bponeliicbkiin hapmakonei y 3aTBepAKeHOMY
[0cbe)(iHLWi 3MiHN) - BBEAEHHS HOBOrO
BMPOGHMKa MPOMiXHOT Mpoaykuii «CIMES» -
Yash Rasayan & Chemicals, Plot N0.417/3,
G.I1.D.C. Estate Phase-II, Panali, Dist. Bharuch,
Ankleshwar — 394116 Gujarat, IHAis; 3miHW |
TMny - 3MiHK 3 AkocTi. ADL. KoHTposb APl 3miHa
y napameTpax cneuudikaui Ta/abo gonyctmmmx
MeX, BU3Ha4YeHunx y crneumdikayisx Ha Adl, abo
BUXiHWUA/NPOMIKHWIA NpOAYKT/pearexT, Wwo
BMKOPMCTOBYIOTbCS Yy npoueci BupobHuytea Ad|
(BVNYYEHHS HE3HAYHOTO MOKa3HMKa SKOCTI
(Hanpuknag, BUTyYEHHs 3aCTapifioro nokasHvka))
- BUTyYeHHs 3i cneumdikavii Ta meTogis
BMNpo6yBaHHA A®I Tianpuay rigpoxnopug,
KOHTPO/S 3a NOKa3HUKOM "Baxki MmeTanin"; 3MiHn
| Tuny - AOMiHICTpaTMBHI 3MiHU. 3MiHa
HalilmeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS AisS/IbHOCTI BUPOOHUKA
(BKKOUAOUM, 3a HEOOXiAHOCTI, Micue
NpoBefleHHS KOHTPOJT AKOCTI), ab0 BnacHuka
MacTep-chaiina Ha A®l, abo nocTavanbHMKa
Adl/BnxigHoro maTepiasy/peareHTy/npoMiXXHOro
NPOAYKTY, L0 3aCTOCOBYOTbCA Y BUPOOHULITBI
A®I (SKLLO 3a3HAYEHO Y JOCLE Ha NiKapCbKUiA
3acib) 3a BigcyTHOCTI cepTudiikaTa BignoBiAHOCTI
€Bponelicbkiin hapmakonei y 3aTBepaKeHOMY
nocbe, abo BUPOOHMKA HOBOI LONOMIXHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y OCHE) - 3MiHA

3a
peyermom

UA/10161/01/01
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n/n

Hassa

3acoby

JliKapcbKo20

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

HalimeHyBaHHs BUpobHuka A®I Tianpugy
rigpoxnopugy 3 ICROM S.p.a Ha ICROM S.R.L.

197.

TOBPALEKC
®

Kpanni o4Hi; no 5 mn
y do1akoHi-
KpanenbHuuj; no 1
donakoHy-
KpanesnbHuLi B
KopobLi 3 KapTOHY

Hosaprtic
dapma Al

LLsenuapi
f

AnkoH-KyBpbop

Benbris

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis:
3miHu | TMny - 3MiHK WwWoao
6e3nekn/edeKkTMBHOCTI Ta thapmakoHarnagy
(iHLWi 3MiHW)

Y 3B'A3Ky 3 6i3HEC PiLLEHHAMM, LLIO 3yMOB/IEHI
BMXOA,0M KOMMaHii A/KOH i3 cknagy Hosapric,
3anponoHOBaHO BUYyUYNTUN TOPriBEbHY MapKy
hnakoHy-kanenbHuui "Apon-TeliHep®" 3
po3ainy «Ynakoska» MK$ /13, OCKisibku s
TOopriBeNibHa Mapka Ha/1eXuTb KOMNaHiT AIKOH.
3areeppxeHo: MKA 13 YMAKOBKA Mo 5 mn
npenapara nomeLLatoT BO th/1akoHbI-
KanenbHWUpl «pon-TeliHep®» 13 nonnMaTuieHa
HU3KOW NIOTHOCTU C KPbILLEYKON 13
nonunponuaeHa. ®nakoH BMecTe ¢ UHCTPYKLueit
no MeAULIMHCKOMY MPYMEHEHNI0 NOMELLAoT B
KOpPOGKY 13 KapTOHa YNakoBOYHOTO.
3anponoHoBaHo: MKA J13 YTTAKOBKA Mo 5 mn
npenapary y hiakoHi-kpanenbHuuj 3
nonieTuNeHy HU3bKOI LLI/TbHOCTI 3 KPULLKOIO 3
noninponineHy. ®nakoH-KkpanenbHNL0 pas3oMm 3
IHCTPYKLi€0 415 MegnyYHOro 3acTocyBaHHs
KnagyTb Y KOPO6KY 3 KapTOHY NakyBaslbHOTO.
3MiHV BHECEHO B iHCTPYKLiO 4158 MegUYHOoro
3aCTOCYBaHHSA NikapCbKoro 3acoby y po3ain
«YnakoBka» 3 BiANOBIAHUMY 3MIHAMU Y TEKCTi
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby
(BrAaneHHs Ha3BM TOProBoi Mapku «[pon-
TeliHep®» 3 ONNCY NEPBUHHOTO NaKyBaHHS).
Takox BHeCeHO pefakLiliHi NpaBku No TEKCTY
MapKyBaHHs NEePBMHHOI Ta BTOPUHHOI YNakoBKM
nikapcbKoro 3acoby. BBegeHHs 3MiH NpOTArom
6-T1 MicsLIB NicNs 3aTBEPKEHHS.

3a
peyermom

He
nionsieae

UA/2448/01/01

198.

TOBPAMILN
H-®APMEKC

Kpansi o4Hi, 3 mr/mn

no 5 mn 'y conakoHi;
no 1 donakoHy
pa3oM i3 KPULLKOK-
KpanenbHULE B
QECI]

TOBAPUCTB
03
OBMEXXEHO
0
BIANOBIAAN
bHICTIO
«KOPMOPAULJ
A
«300POB’'A»

YkpaiHa

TOB "®APMEKC IPymn"

Ykpaina

BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasis:
3MiHa 3aaBHuKa J13 (MIBIT) (BnacHuka
peecTpauiiHoro NocBig4eHHs1) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460). BBefeHHs 3MiH
NPOTArom 6-Tv MiCALIB MiCNs 3aTBEPOKEHHS.
3MiHu | TUny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM [0 y3arasibHeHNX AaHux
npo cuctemy chapmakoHarnsgy (BBeAeHHs
y3arasibHeHVX AaHux Npo cuctemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHoT ocobu,
BiANOBIAA/IbHOI 32 3AiiCHEHHS
hapmakoHarnsgy; KOHTakTHoi ocobm 3

3a
peyerimom

UA/18190/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
hapmakoHarnsgy B YkpaiHi, KLU0 BOHa
BiAMIHHa Bif, YNOBHOBaXeEHOI 0CO6M,
BiAMOBIAaUTbHOI 3a 34iiCHEHHA hapMakoHarnsay
(BK/KOHAOUM KOHTaKTHI faHi) Ta/abo 3MiHU Y
po3MilLieHHi MacTep-chaiina cuctemm
thapmakoHarnagy).
3MiHa YNOBHOBaXKEHOT 0COOM 3asiBHUKA,
BiANOBIAaUIbHOI 3a hapmakoHarnag. Jirova
pepakuis: LeueHko OneHa IropiBHa.
MponoHoBaHa pepakuis: MaHoBa OneHa
MukonaiBHa. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBigasibHOI 3a hapmakoHarnsg. 3miHa
HoMepa MacTep-ghaiina cuctemu
chapmakoHarnisgy.

199.

TPUHOMIA®

Kancynu TBepai no
100 mr/20 mr/5 wmr;
no 7 kancyny
6nictepi; no 4
6nictepu B
KapTOHHIA KopooLi

deppep
IHTepHaujoHan
b, C.A.

IcnaHis

deppep IHTepHaLioHasb,
C.A

IcnaHis

BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiais:
3MiHn | TURYy - 3MiHK 3 akocTi. CepTudikat
BignosigHocTi/l E-cepTudikat BignosigHOCTI
€Bponeiicbkili hapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO cepTugiikaTa
BiAMNOBIAHOCTI @60 BUNy4YeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
A®I; onsa ByxigHOro
Marepiany/peareHTy/npoMiKHOTO MPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; ana
[0NOMIXHOT peyoBrHY (cepTuddikat
BiANOBiAHOCTI EBponeiickbki hapmakonei) -
HoBuii cepTudpikat Bif BXe 3aTBEPAXEHOr0
BMPO6GHMKA - MNogaHHSA HOBOTO cepTudikaTa
BignoBigHOCTI EBponelickkilt hapmakonei Ne RO-
CEP 2021-102 - Rev 00 gns Aitoyoi pe4oBuHU
ATopBacTaTuHy kasbLito Tpurigpat Process I
Bif BXe 3aTBEpAXeHOro BUpo6Huka Ind-Swift
Laboratories Limited, IHgis; 3miHn | TUNY - 3MiHK
3 akocTi. CepTucpikaT BignosigHocTi/lE-
cepTuduikaT BignoBigHOCTI EBpoNenchbkili
thapmakonei/MmoHorpadii. MogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo
BWyYEHHS cepTudpikaTta BianoBigHOCTI
€Bponeiicbkilt hapmakonei: ana A®l; ans
BMXigHOro marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA Y BUPOOHULTBI
A®I; ons fONOMIXHOT pevoBuHY (cepTudikat
BiANOBIAHOCTI EBponelickbkin hapmakonei) -
HoBuii cepTudikart Bif BXe 3aTBEpAKEHOro
BMpo6HUKa - MofgaHHA HOBOro cepTudikaTa
BiAgnoBigHOCTI €Bponeickkil thapmakonei Ne RO-

3a
peyenmom

UA/15409/01/01
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®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

CEP 2018-059 - Rev 02 gns gjto40i pe4yoBuHU
ATopBacTaTuHy KasbLjto TpurigpaT Bif Bxe
3aTBEpAKEHOro BMpOoGHMKa TEVA
PHARMACEUTICAL INDUSTRIES LTD; 3MiHu |
TMny - 3MiHK 3 skocTi. CepTudpikat
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponeiicbkiit hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTudlikaTa
BIANOBIAHOCTI @60 BUNYyYeHHs cepTudikara
BiANOBIAHOCTI EBponeiickbkili hapmakonei: ans
A®I; onsa BUXigHOroO
marepiany/peareHTy/npoOMKHOTO NPOAYKTY, L0
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[LOMOMDKHOT peyoBUHU (cepTudikaT
BiANOBIAHOCTI €Bponelickkilt thapmakonei) -
OHOBEHWI cepTUdIKaT Bif YXe 3aTBEpIXEHOro
BUPOGHMKa - [MoAaHHA OHOBMEHOTO cepTudikaTta
BiANOBIAHOCTI €Bponelicbkilt hapmakonei Ne R1-
CEP 2012-035 - Rev 01 (3atBepmxeHo: R1-CEP
2012-035 - Rev 00) ans gito4voi pevyoBuHA
ATOopBacTaTWHy KasibLilo TpUrigpaT Bif BXe
3aTBEpMAKEHOro BUpobHnka TEVA
PHARMACEUTICAL INDUSTRIES LTD. Ak
Hacnigok, 3miHn B MKA 13 B p. «Cknag»
(3atBepmxeHo: TEVA API INDIA LTD, India;
3anpornoHosaHo: TEVA PHARMACEUTICAL
INDUSTRIES LTD.); 3miHu | Tvny - 3miHun 3
akocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponenchkili
hapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI abo
BW/IyYEHHS cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana
BMXigHOro marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA Y BUPOOHULTBI
A®I; ons [ONOMIXKHOT pevoBuHN (cepTudikar
BiANOBIAHOCTI EBponeiichbkin hapmakonei) -
OHOB/EHWIA cepTUQIKaT Bif yXe 3aTBEPXEHOr0
BMPOGHUKA - MNMoJaHHA OHOBMEHOrO cepTudikata
BiAgnoBigHOCTI EBponelickkilt hapmakonei Ne RO-
CEP 2021-102 - Rev 01 gns Aitoyoi pe4oBuHU
ATOopBacTaTWHy KasibLilo TpUrigpaT Big BXe
3aTBepMAXeHOro BupobHuka Ind-Swift
Laboratories Limited, IHgis; 3miHu | TUNY - 3MiHK
3 aKocTi. CepTucpikaT BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBpONenchbkili
hapmakonei/MoHorpadii. MogaHHs HoBOro abo

OHOBJ/IEHOTO cepTudikaTta BignoBigHoOCTi abo
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

BW/yYEHHS cepTudpikaTta BianoBigHOCTI
€Bponeiicbkilt hapmakonei: ana A®l; ans
BMXiAHOro marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA Y BUPOOHULTBI
A®I; onsa fONOMIXHOT pevoBuHY (cepTudikat
BiANOBIAHOCTI €Bponelickkilt thapmakonei) -
OHOoBEeHWI cepTUdIKaT Bif Y)Xe 3aTBEpXEHOro
BUPOGHMKa - [MoAaHHA OHOBMEHOTO cepTudikaTa
BiNOBIAHOCTI €Bponelicbkilt hapmakonei Ne R1-
CEP 2001-297 - Rev 07 (3atBepmxeHo: R1-CEP
2001-297 - Rev 06) ans gito4oi pevyoBuHN
Paminpun Big, BXe 3aTBepAKEHOro BUPO6HYKa,
AKNIA 3MiHMB Ha3By 3 SANOFI-AVENTIS
DEUTSCHLAND GMBH Ha EUROAPI
GERMANY GmbH; 3MmiHu | Tuny - 3miHu 3
akocTi. CepTtudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponenchkili
hapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI abo
BW/IyYEHHS cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana
BMXigHOro marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA Yy BUPOOHULTBI
A®I; ons fONOMIXHOT pevoBuHN (cepTudikar
BiANOBIAHOCTI EBponelichbkin hapmakonei) -
OHOB/EHWIA cepTUQIKaT Bif y)Xe 3aTBEPXEHOr0
BMPOGHUKA - MNMoJaHHA OHOBMEHOrO cepTudikata
BiAnoBigHOCTI EBponelickkilt hapmakonei Ne R1-
CEP 2012-035 - Rev 02 gns fitoyoi peyoBuHU
ATOopBacTaTWHy KasibLilo TpUrigpaT Bif BXe
3aTBEpMAKEHOro BUpobHnka TEVA
PHARMACEUTICAL INDUSTRIES LTD., India;
3MiHn | TURY - 3MiHK 3 akocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponeiicbkili hapmakonei/MoHorpadii.
MofaHHA HOBOro abo OHOB/IEHOTO cepTugiikaTa
BiAMNOBIAHOCTI @60 BUNyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
A®I; ona sByxigHoOro
Marepiany/peareHTy/npoMiKHOTO MPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; aAna
[0NOMIXHOT peyoBrHY (cepTuddikat
BiANOBIAHOCTI EBponelichbkin hapmakonei) -
OHOB/EHWIA cepTUQIKaT Bif yXe 3aTBEPXEHOr0
BMPOGHUWKA - MNMogaHHA OHOBMEHOrO cepTudikata
BiAgnoBigHOCTI EBponelickkilt hapmakonei Ne RO-
CEP 2018-059 - Rev 03 gns Aitoyoi peyoBuHU

ATopBacTaTuHy KaslbLilo TpUrigpaT Bif BXe
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

3aTBEpMAKEHOro BUpobHnka TEVA
PHARMACEUTICAL INDUSTRIES LTD., India;
3MiHn | TURY - 3MiHK 3 akocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponeiicbkiii hapmakonei/MoHorpadii.
MofaHHA HOBOro abo OHOB/IEHOTO cepTugikaTa
BiAMNOBIAHOCTI @60 BUNyYeHHs cepTudiikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
A®I; onsa ByxigHoro
Marepiany/peareHTy/npoMiKHOTO MPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; ans
[0NOMDKHOT peyoBrHY (cepTuddikat
BiANOBIAHOCTI EBponeiichbkin hapmakonei) -
OHOB/EHWIA cepTUQIKaT Bif y)Xe 3aTBEPXEHOr0
BMPOGHUWKA - MNMoJaHHA OHOBMEHOrO cepTudikata
BiAgnoBigHOCTI EBponelickkilt hapmakonei Ne R1-
CEP 2018-059 - Rev 00 gns Aitoyoi peyoBuHU
ATOopBacTaTWHy KasibLilo TpUrigpaT Bif BXe
3aTBEpMAKEHOro BUpobHnka TEVA
PHARMACEUTICAL INDUSTRIES LTD., India;
3MiHn | TURY - 3MiHK 3 akocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponeiicbkiii hapmakonei/MoHorpadii.
MofaHHA HOBOro abo OHOB/IEHOTO cepTugikaTa
BiAMOBIAHOCTI @60 BUNyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
A®Il; onsa BuxigHoro
Marepiany/peareHTy/npoMiKHOTO MPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOGHMUTBI A®I; ana
[0NOMDKHOT peyoBrHY (cepTuddikat
BiANOBIAHOCTI EBponeiichbkin hapmakonei) -
OHOB/EHWIA cepTUQIKaT Bif y)Xe 3aTBEPKEHOr0
BMPOGHUWKA - MNMoJaHHA OHOBMEHOrO cepTudikata
BiAgnoBigHOCTI EBponelickkilt hapmakonei Ne RO-
CEP 2021-102 - Rev 02 gns Aitoyoi pe4oBuHU
ATOopBacTaTWHy KasibLilo TpUrigpaT Bif BXe
3aTBEepMAXeHOro BupobHuka Ind-Swift
Laboratories Limited, IHgis; 3miHu | TUNY - 3MiHK
3 aKocTi. CepTucpikaT BignosigHocTi/lE-
cepTudiikaT BignoBigHOCTI EBpONenchbkili
hapmakonei/MoHorpadii. MogaHHs HoBOro abo
OHOBJ/IEHOTO cepTudikaTta BignoBigHoOCTI abo
BWyYEHHS cepTudpikaTta BignoBigHOCTI
€Bponeiicbkilt hapmakonei: ana A®l; ans
BMXiQHOro marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCSA Yy BUPOOHWLTBI
A®I; ons fONOMIXHOT pevoBuHY (cepTudikar
BiNOBIAHOCTI E€Bponelicbkilii hapmakone) -
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

OHOBEHWI cepTUdIKaT Bif YXe 3aTBEpIXEHOro
BUPOGHMKa - [MoAaHHA OHOBMEHOTO cepTudikaTa
BiANOBIAHOCTI €Bponeiickkiin thapmakonei CEP
R2-CEP 1993-007-Rev 06 (3aTBepmxeHo: R2-
CEP 1993-007-Rev 05) ans Ajto4oi pe4yoBrHU
KUCNOTU aueTuIcaniumIoBOi Bif BXe
3aTBepmxeHoro Bupo6Huka Novacyl, France.
CEP [0NOBHEHWI OLHKOK pU3KKIB LLL0A0
efleMeHTHUX AOMILLOK BignosigHo fo sumor ICH
Q3D Guideline for elemental impurity

200. | TPUTTIKO TabneTtku AsieHge Kimike ITanis AsieHge Kimike PiyHiTe ITania BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3a He UA/9939/01/01
NPOSIOHrOBaHOI Aji PiyHite AHXeniHi dpaHyecko 3MiHu | TMNY - 3MiHK Wo[0 peyenmom nionseae
no 75 wr, no 10 AHXeniHi AK.P.A®. C.nA. 6e3nekn/edheKTUBHOCTI Ta hapMmakoHarnsgy
Tabnetok y 6nictepi; dpaHyecko (iHLWi 3MiHK)
no 3 6nictepu B AK.P.A®. OHOB/EHHA TEKCTY MapKyBaHHS YNakoBKu
KapTOHHI navvj; no C.n.A. nikapcbKoro 3acoby, 30kpema BUTyHYeHHS
15 TabneTok y iHchopMmawii, 3a3HaueHoI pocilicbkol MOBOIO, Ta
6nictepi; no 2 BHECEHHS He3HauYHVX pefakLUiiH1X NpaBok no
6nictepu B TekcTy. BBeAeHHS 3MiH NpoTarom 6-Tu micsuis
KapTOHHI nayi nicnsa 3aTBepXeHHs. 3MiHu | Tuny -

AIMiHICTpaTMBHI 3MiHN. 3MiHa HallMeHyBaHHS
Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BMpPOGHMKa/iMnopTepa roToBoro JlikapcbKoro
3aco6by, BKIYaK4M AinbHNULI BUNYCKy cepii abo
MicLie NPOBEeAEHHS KOHTPOJTHO AKOCTI.
(misnbHICTb, 3a AKy BignNoOBIfae
BMPOGHMK/IMNOPTEP, BK/KOYAKOYM BUMYCK Cepili)
3MiHM BHECEHO B IHCTPYKLUiIO 4151 MeAUYHOT0
3aCTOCYyBaHHS NikapcbKoro 3acoby y po3ainm
«BurpobHMK» Ta «Micue3HaxomKeHHs BUPOOHMKa
Ta agpeca MicLa NpoBaKeHHs oro
LiSNbHOCTI» 3 BigNOBIAHAMM 3MiHAMU Y TEKCTI
MapKyBaHHS YNakoBKV NikapCbKoro 3acoby.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micas
3aTBEPKEHHS. 3MiHN | TUny - 3MiHK LWoA0
6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW) 3MiHM BHECEHO B iHCTPYKLil0 ANs
MeAMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby
Tay TEKCT MapKyBaHHS YNakoBKV NiKapCbKoro
3aco6y W00 BUTYyYEeHHS po3aiNniB «3asBHMK» Ta
«MicLe3HaxoKeHHs 3asiBHMKa.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns

3aTBEPAKEHHS.

201. | TPUTTIKO TabneTtkn AsieHge Kimike ITania AsieHge Kimike PiyHiTe ITania BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a He UA/9939/01/02
NPOSIOHrOBaHOI Aji PiyHiTe AHXeniHi dpaHyecko 3MiHu | TMNY - 3MiHK Woa0 peyenmom nionseae
no 150 wmr; no 10 AHXeENiHi AKP.A®. C.nA. 6e3nekn/edheKTUBHOCTI Ta hapMmakoHarnsgy
TabneTtok y 6nictepi; dpaHyecko (iHLWi 3MiHK)

no 2 6nictepu B AK.P.A®. OHOB/EHHA TEKCTY MapKyBaHHS yNakoBKu
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

KapTOHHIM navi

C.n.A.

NikapcbKoro 3acoby, 30kpema BUTyYeHHS
iHchopMmawii, 3a3HaYeHoi pocilicbkol MOBOIO, Ta
BHECEHHS He3HAYHMX pefakLiliHMX NpaBokK No
TekcTy. BBeAeHHs 3MiH NpoTarom 6-Tu micsuis
nicnsa 3aTBepXeHHs. 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BMPOGHMWKa/imnopTepa roToBoro ikapcbkoro
3acoby, BKIYauK AinbHNULI BUNycky cepii abo
MicLie NPOBEeAEHHS KOHTPOJTHO AKOCTI.
(misnbHICTb, 3a AKy BignNOBifaE
BMPOGHMK/iMMOPTEp, BKIOYAKOUMN BUMYCK Cepild)
3MiHM BHECEHO B IHCTPYKLUiIO A1 MeAUYHOT0
3aCTOCyBaHHS Nikapcbkoro 3acoby y po3ainm
«BrpobHuK» Ta «MicLe3HaxomKeHHs BUPOOHMKa
Ta agpeca MicLa NpoBaKeHHs 1oro
LiSNbHOCTI» 3 BigNOBIAHAMM 3MiHAMU Y TEKCTI
MapKyBaHHS YNakoBKV NiKapcbKoro 3acoby.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micas
3aTBEePKEHHSA. 3MiHN | TUny - 3MiHK WoA0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW) 3MiHM BHECEHO B iIHCTPYKLil0 Ans
MeAMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby
Ta y TEKCT MapKyBaHHS YNakoBKY NiKapCbKoro
3aco6y W00 BUTYYEeHHS po3aiNniB «3asBHMK» Ta
«Micue3HaxoKeHHs 3asiBHMKa.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUIB nicnsa
3aTBEPAKEHHS.

202.

YPOMITEKCA
H® 400 MI

PO3YUH O151 iH'EKLLNA,
100 mr/mn; no 4 mn
(400 wr) B amnyni;
no 5 amnyny
KOHTYPHIl
YapyHKOBIl
ynakosLi; no 3
KOHTYPHI YapyHKOBI
yNaKkoBKu1 y
KapTOHHIA KOopoo6Li

Bakctep
OHkonoaxi
m6X

HimeyunH
a

Bakctep OHkonoaxi MM6X

HimeuyunHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis:
3MiHu | TMNY - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapMmakoHarnsgy
(iHWi 3mMiHWM) OHOBJIEHHS TEKCTY MapKyBaHHS
NepBUHHOT Ta BTOPVMHHOI YNakoBOK /1ikapCbKoro
3acoby, a came: JOMNOBHEHI po3ainn
iHbopmaLlieto NPo HaHeCeHHs nNepeMiHHNX
JaHHuX (cepis, TepMiH NpugaTHOCTI, gara
BWIOTOBJIEHHS, PeECTpaLifiHe NOCBIAYEHHS).
TepMiH BBEAEHHS 3MiH NPOTAroM 6 micAuiB nicns
3aTBEPKEHHS

3a
peyenmom

UA/1405/01/01

203.

DABPA3NM®

NOPOLLIOK A/1A
NpUroTyBaHHs
KOHueHTpaTty (5
Mr/mn) AN po3vnHy
Ans iHdy3ili no 5 mr
abo no 35 mry
donakoHi; no 1
donakoHy B
KapTOHHI/ KopoobLi

CaHodpi B.B.

HigepnaH
an

BUPOGHMLITBO KIHLLEeBOro
npopykty (fill/finish),
KOHTPO/b
cepii/BunpobyBaHHs,
nepBUHHA Ta BTOPUHHA
ynakoBka, fj03BiN1 Ha
BUNYCK cepi:

[xeHzaiim Ipnang Nimiteq,

IpnaHgis

BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasiis:
3MiHK |l TNy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTyuL, NikapcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUIT ANns
MeAMNYHOro 3aCTOCYBaHHS y 3B'AA3KY i3 HOBUMM
[AaHUMW 3 AKOCTI, JOKNIHIYHUMU, KNIHIYHUMN
[aHUMK Ta faHumy 3 hapmakoHarnsgy - 3MiHm
BHECEHO B iHCTPYKLi A58 MEeANYHOro

3a
peyenmom

He
nionsieae

UA/10306/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3aCTOCYBaHHS Nikapcbkoro 3acoby A0 po3ainis
"apmMakornoriyHi BnactusocTi, "OcobnnBoCTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta fo3n".
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micas
3aTBepKeHHS; 3MiHu Il Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
IHLWIi 3MiHW, SKi He BBIALLAW Y Lei po3gin, aki
BK/TIOHAI0Tb NOAAHHA pe3ynbTaTiB fOCigKeHb
[10 KOMMETEHTHOTO OpraHy - 3MiHV BHECEHO B
IHCTPYKLi0 415 MeAMYHOrO 3aCTOCyBaHHSA
nikapcbKoro 3acoby Ao po3ainy "®apmakosnorivHi
BacTmMBoCTi". BBefeHHs 3MiH NpoTsArom 6-tv
MiCALIB MiC/1A 3aTBepXEHHS; 3MiHu || Tuny -
3MiHu Wwoao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. IHLWi 3MiHW, SKi He BBINLWAN Y
Leli po3gin, ski BKIYaloTb NogaHHS
pe3ynbTaTtiB fOCiAKEeHb A0 KOMNETEHTHOro
opraHy - lMogaHHA 3BiTY NPO AOCAIAXKEHHS Y
nicnsapeecTpauiHuii nepiog, WoAo AaHNX Npo
BariTHICTb XIHOK, 3aHECEHNX Y PEECTP NaLieHTIB
i3 xBopo6ot Pabpi

204.

PABPA3NM®

NOPOLLIOK A/1A
NpUroTyBaHHs
KoHueHTpaTty (5
Mr/M/T) AN PO3UUHY
Ans iHdy3ili, no 5 mr
abo no 35 mry
chnakoHi; no 1
donakoHy B
KapTOHHI/ KopoobLi

CaHodpi B.B.

HinepnaH
an

BMPOBHULITBO KiHLIEBOrO
npoaykty (fill/finish),
KOHTPO/b
cepii/BunpobyBaHHs,
nepBUHHA Ta BTOPUHHA
yrnakoBka, [j03BiN1 Ha
BWMNYCK Cepil:
[xeHzaiim Ipnang Nimites,

IpnaHgis

BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasiis:
3MiHK |l TNy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuL, NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT ANns
MEAMYHOI0 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
LAHUMU 3 SIKOCTi, AOKNIHIYHUMM, KNIHIYHUMIN
AaHuMK Ta faHumuy 3 hapmakoHarnsgy - 3MiHm
BHECEHO B iHCTPYKLiO 4719 MEANYHOIO
3aCTOCYBaHHS NikapcbKoro 3acoby A0 po3ainis
"®apmakonoriyHi BnactusocTi" Ta "Cnocié
3acTOoCyBaHHSA Ta 403U". BBeAeHHS 3MiH
NpoTArom 6 MicsiliB Micas 3aTBepAKEeHHs

3a
peyenmom

He
nionsieae

UA/10306/01/01

205.

DABPA3NM®

NOPOLLIOK A/15
NPUroTyBaHHs
KoHueHTpaTty (5
Mr/mMn) AN pO3UNHY
Ans iHdysiii; no 5 mr
abono 35 mry
donakoHi; no 1
chnakoHy B
KapTOHHIA Kopoo6Li

CaHodpi B.B.

HigepnaH
an

BMPOOHULITBO KiHLLEBOro
npoaykty (fill/finish),
KOHTPO/b
cepii/BMNpo6yBaHHs,
nepBuHHa Ta BTOPMHHA
ynakoBka, [j03BiN Ha
BUNYyCK cepi:
[xeHsainm Ipnang Nimiteq,

IpnaHgais

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHV | TUNY - AAMIHICTPaTWBHI 3MiHW.
BunyyeHHst BUPOGHMYOI AinbHULi (BKIHOYAKOUM
AinbHuui ansa A®l, npomixxHOro NnpoAaykTy abo
rOTOBOrO /iKapCbKOro 3acoby, AiNbHULI Ans
NpoBefeHHA NakyBaHHs, BUPOGHMKA,
BiANOBiAA/ILHOIO 3a BUMNYCK Cepiii, MicLe
NpoBeAEeHHS KOHTPOo cepii) abo
noctadasibH1Ka BUXiAHOTO MaTepiasy, peareHTy
a60 4ONOMDKHOT PevOBUHU (SIKLLLO 3a3HAYEHO Y
LOCBE) -
3anponoHOBaHO BUAATIEHHS Takux BUPOOHNYMX
LiNSHOK, AKi 6inblUe He 3a/isHi y TeCTyBaHHI
3riHO HOBOro BMpo6HMYoro npouecy FZ-ICH:

3a
peyenmom

UA/10306/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

- Genzyme Corporation, Framingham, USA
6yaisni 51 ta 76 NYA, 5K AiNSHKK, WO
BiAnosifae 3a BUPO6HMUYI onepaliii, a Takox 3a
36epiraHHs KNiTMHHOTO H6aHkKy.

- Genzyme Corpocation, Allston, USA, siK
AiNSHKW, BIANOBIAA/ILHOI 38 BUNPOGYBaHHSA
LMHKY 4151 aKTUBHOI cybcTaHLji arancuaasn
6eta.

- Genzyme Flanders bvba, Belgium i Genzyme
Corporation, Waltham, USA, 5k AinsiHOK,
BiANOBIAa/IbHUX 3a BUNPOOYBaHHSA Ha BE3UBIpYC
VV2117 akT1BHOI cy6CTaHLii arasicmpasm 6eTa.
- BioReliance, Life Sciences Center, Rockville,
USA K AinsiHKW, BiANOBIAa/IbHOT 3a
BMNPOBYyBaHHA Ha Mikonaasmy akTUBHOI
cy6cTaHuii arancugasm 6eta Ta
ro/I0BHOro/po604oro KIiTUHHOTO GaHKy.

- Charles River Laboratories, 251 Ballardvale
Road, Wilmington, MA 01887, USA, 5K AinsiHKu,
BiANOBIA&/IbHOT 32 BUNPOBYBaHHS in Vivo Ha
3aHeceHi Bipycy, L0 NPOBOAMTLCS Ha 3pasky
KTITUH i3 BiopeakTopa, B3TOMY B OCTaHHIl feHb
06po6KM 360pY.

- Charles River Laboratories, 358 Technology
Drive, Malvern, PA, USA, sik ginsiHkn,
BiAMNOBIAA/ILHOT 32 BUNPOBYBaHHS in Vitro Ha
3aHeceHi Bipycy, L0 NPOBOAUTLCS Ha 3pasky
KTITUH i3 BiopeakTopa, B3STOMY B OCTaHHIl feHb
06po6KK 360pYy.

BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicnsa
3aTBEPAKEHHS;
3MiHK | TUNYy - 3MiHK 3 AKocTi. API.
Brpo6HMLTBO. 3MiHa BUPOOHMKA
BWXi4HOrO/MPOMIKHOro NpoAyKTy/peareHTy, Lo
BUKOPWCTOBYIOTLCS Y BUPOBHNYOMY NPOLIECi
A®I, abo 3miHa BUpobHMKa (BKIKOYaKOuK, ae
HeobxigHO, MicLe NPOBEAEHHS KOHTPOIHO SIKOCTI)
A®I (3a BigcyTHOCTI cepTudpikata BignoBiAHOCTI
€Bponelicbkili hapmakonei y 3aTBepaXeHoMy
[0Cbe)(3anponoHOBaHUA BUPOGHVK HANTEXUTb
[0 Tiel caMoi BUPO6GHMYOI rpynu nignpruemcTs,
LU0 11 3aTBEPAXEHNIT) - 3aNPONOHOBaHO
[opasaHHsA HoBoro koprycy 8 NYA 5K AinsiHKm
BXe 3aTBepAKeHoro B1pobHunka Genzyme
Corporation, Framingham, USA signosiganibHoi
3a BUPOGHMLTBO aKTUBHOI Cy6CTaHLi
arancugasu 6eta. BeegeHHs 3MiH NpoTarom 6-
TV MicsiliB nicns 3aTBepAkeHHs; 3MiHu | Tuny -
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

3MiHn 3 sKocTi. A®l. Bupo6HMUTBO. 3MiHa
BUPOGHMKA BUXIAHOTO/MPOMIXHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYIOTHLCH Y
BMPO6HMYOMY npoteci ADl, abo 3miHa
BMPOGHMKa (BK/IOUaouun, Ae HeobxigHo, Micue
npoBefeHHs1 KOHTPO/O skocTi) APl (3a
BiICYTHOCTI cepTudpikaTta BiAMoBIgHOCTI
€Bponelicbkiin hapmakonei y 3aTBepaXeHOMY
00Cbe)(3MiHM 40 3ax0fiB, NOB'A3aHMX 3
KoHTponem Adl, abo JoaaBaHHs finbHULI, Ae
NPOBOAUTLCS KOHTPO/L/BUNPOGYBaHHS cepii) -
3anponoHoBaHo foAaBaHHsS AiNbHUL
BioReliance Corporation, Life Sciences Center,
14920 Broschart Road, Rockville, MD 20850,
USA Ak fofaTkoBOl AiNsSHKK, LWO BignosiganbHa
3a NPOBEAEHHS KOHTPOSIIO AKOCTi aKTUBHOI
cy6CeTaHUil arancugasmn 6eta, B TOMy YnCi
TECTyBaHHS LL0A0 APIBGHOro Bipycy MuLLei
(MMV), sike MPOBOANTLCA Ha PiAVHI aKTUBHOI
cybcTaHUil octaTtoyHoro 3abopy. BeeaeHHs 3MiH
NpoTArom 6-Tn MICALIB NiCNA 3aTBEPMAKEHHS;
3MmiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTpob roToBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo foNyCTUMNX MEX rOTOBOrO
nikapcbKoro 3acoby (40NOBHEHHSA crieumdikawi
HOBVM MOKa3HWKOM 3 BifiNOBigHMM METOL0M
BUMPOOYBaHHS) - 3anponoHOBaHO AONOBHEHHS
crneundikavii Ha 113 BUNpobyBaHHAM Ha
MiKonnasmy, Lo NPOBOAUTLCA Ha 3pasKy KNiTWH
3 biopeakTopa, B3ATOMY B OCTaHHiIil AeHb
06p0o6KK 360py Ta BUNPOGYBAHOMY Ha LibOMY
eTani, ANs y3rokeHHs 3 cepTudikaTtoM SKoCTi
Ha 'N13. BBeAeHHS 3MiH MPOTArOM 6-TW MicsL,iB
nicns 3aTBepkeHHs; 3MiHu | Tuny - 3MiHu 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JlikapcbKoro 3acoby. 3miHa napameTpisB
cneuudikauin Ta/abo foNyCTUMNX MEX FOTOBOrO
NiKapcbKoro 3acoby (40NOBHEHHA cneuudikauit
HOBMM MOKa3HUKOM 3 BifNOBIAHNM METOAOM
BUMPOOYBaHHA) - 3anponoHOBaHO AONOBHEHHS
cneumdikauii M3 goaaTkoByM BUNPOOYBaHHAM
Ha ApibHuii Bipyc muweii (Murine Minute Virus -
MMV), LWo NpoBOAUTLCA Ha 3pasky KIiTUH 3
6iopeakTopa, B3STOMY B OCTaHHili eHb 06POGKM
360py Ta BUNpobyBaHOMY Ha LibOMy eTari, A1s
Y3ro[pKeHHs 3 cepTudpikatom skocTi Ha 'N13.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicas
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

3aTBEPMKEHHS; 3MiHM | TMNy - 3MiHW 3 AKOCTI.
[OTOBWIA Nikapcbkmii 3aci6. KOHTpoib rOTOBOro
nikapcbKoro 3acoby. 3miHa y meTogax
BMNPO6YBaHHSA rOTOBOrO MiKapCbKOro 3acoby
(iHWi 3miHK y MeTofax BUNpobyBaHb
(BKtOYAKOUN 3aMiHy ab0 [ONOBHEHHS)) -
3anponoHoBaHO 3aMiHy npoueaypu
BMMNPOOYBaHHA Ha BMICT KNCHIO B ra3oBiii hasi
dhnakoHy 3 metogy hapbyBaHHsA/3aHYpPEHHSA Ha
MeTO/ 3 aHa/i3aTOPOM KMCHIO B ra3oBiii dasi
0151 NepeBipKy LiliCHOCTI cucteMmn
KOHTelHep/KpuLLKa B cneuyudikaLlisix roToBoro
nikapcbkoro 3acoby. Ockiflbkn B Hapasi
3aTBepmxeHnx MKHA faHa 3amiHa MeTody Bxe
BNPOBaPKEHA, B AaHUi MeTO[ BHOCATLCS
npaBsKK i3 JOMNOBHEHHSIM Y BiANOBIAHICTb A0
po3giny 3.2.P.5.2. AHaniTnuHi metoamku. Kpim
TOro, 3asiBHUK KOPUCTYETLCA MOX/IMBICTIO
BHECTU Kiflbka peilakTOPCbKVX NMPaBoK.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPLAKEHHS; 3MiHM | TMNy - 3MiHM 3 SIKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax
cneumdgikaLii Ta/abo AONYCTUMUX MEX,
BM3HAYEHNX Y cneupudikauisx Ha Adl, abo
BVIXiZHWA/NPOMDKHWIA NpoAyKT/pearexT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(monoBHeHHA crevumdikalii HOBUM NOKa3HUKOM
AKOCTI Ta BiAMOBIAHUM METOA0M BUNPOOYBaHHS)
- 3anponoHoBaHO fofaBaHHs peLienTopHOro
3B’a3yBaHHsA (Receptor Binding, method Surface
Plasmon Reonance) go cneuudikauii akTBHOT
cybcTaHuil arancugasn 6eta, LWo
BMKOPUCTOBYIOTLCSA B NpoLeci BUpoOHULTBA
aKkTMBHOI cybCTaHUil arancngasm 6eta. JaHa
3MiHa BHOCUTBLCS Ha OCHOBI KPUTUYHUX
nokasHukis skocti (CQA), fOKNafHO ONMUCAHNX Y
po3gini 3.2.S.2.6. Po3po6ka BUpOOHNYOro
npouecy. BeeieHHs 3MiH NPOTArom 6-Tv MicsiLiB
nicns saTeepmkeHHs; 3miHu Il Tuny - 3miHn 3
akocTi. A®l. BUpo6bHMUTBO. 3MiHM B Mpoueci
BMpo6HULUTBA AP| (3MiHA CTOCYETLCS aKTUBHOI
peyvoBUHM 6I0N10rYHOrO/iMyHONOTIYHOTO
NOXOMKEHHS1 ab0 BUKOPUCTaHHS XiMiYHUX AD| y
BMPOGHMLTBI NiKapCbKoro 3acoby
6i010r4YHOro/iIMyHO/TOMYHOTO MOXOMKEHHS, AKa
MOXe MaTu 3HaYHUIi BN/IB Ha SIKICTb, 6e3neky
Ta epeKTUBHICTb JliKapCbKOro 3acoby, i He
CTOCYETbCSA MPOTOKOY) - 3anponoHOBaHo




167

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

BHECEHHS 3MiH Y NpoLec BUPOGHMLTBA
6ionoriyHoi akTMBHOI cybcTaHUIT arancugasn
6eTa, 06 NepeTBOpUTM MOro Ha XiMiYHO-
BM3HaueHuii npouec (XB, abo CD)
iHTerposaHoro npouecy 6ioBnpo6HuuTBa (ICB)
6€e3 KOMMOHEHTIB TBAPUHHOIO NMOXOXKEHHSA
(KTr, abo ADC-free), TOBTO KTITUHHA NiHISA
SIEYHVKIB KMTaiicbkoro xomsika (CHO), oTpumaHa
3 opuriHasty, 6yna obpaHa A1 BUPOLLYyBaHHS B
XB cepepoByiLi 6€3 KOMNOHEHTIB TBAPMHHOTO
noxomxeHHs (KTIM). Kpim Toro, 6yB NOBHICTIO
nepernsHyTuii noganslunii npouec. 3mMiHu B
npoveci BUpobHMLTBA 6I0/10rYHO aKTUBHOT
cy6CTaHUjiT arancugasm 6eta nonaraoTb y TOMY,
06 NepeTBOPUTY OTO Y XiMIYHO BU3HAYEHWIA
NpoLec iHTErpOBaHOITO KOMMIEKCY
6i0BMPOBGHULTBA 6€3 KOMMOHEHTIB TBAPUHHOIO
NOXOMKEHHS (KNITUHHA MiHIA AEYHMKIB
KMTalricbKOro xom’'sika 6yfie BUpOLLYyBaTUCA B
cepefoByLLi 6e3 KOMMNOHEHTIB TBAPUHHOIO
NoXoKeHHs. HafaHi 3asBHNKOM Matepianu
06rpyHTOBYIOTb 3anNpOMOHOBaHI 3MiHM Ta
nigTBEPAXYIOTh pPiBEHb 6e3MneKy NikapCcbKoro
3acoby. BBeieHHA 3MiH NpPOTArom 6-Tn micauis
nicns 3aTBepmkeHHs; 3miHu Il Tuny - 3miHn 3
AKOCTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneumdgikauii Ta/abo AONYCTUMUX MEX,
BM3HAYEeHNX Y cneundikauisix Ha Adl, abo
BVXiHWA/NPOMDDKHWIA NpOAYKT/pearexT, LWwo
BMKOPUCTOBYIOTbCSA Y npoueci BUpobHuytBa Ad|
(BnnyueHHs1 napameTpa cneuudikauii, SKui
MOXe MaTu CyTTEBUI BNMB Ha skicTb AP| Ta/abo
roToBOro MikapcbKoro 3acoby) - 3anponoHoBaHO
BUAA/IEHHA CYTTEBMX NapameTpiB BKIOYAKUM
iaeHTudikaLito meTogom TBepaocasHoro IPA,
rnikaHie metogom BEPX ans Bmicty MaHHO3u-6-
dhoccpaty Ta cianoBoi KUCAOTW, MPOQiNOBaHHSA
onirocaxapuiis MeTo40M BUCOKOE(EeKTUBHOT
aHIOHOO06MIHHOT XpomaTorpadii 3 MybCyUNM
amnepomeTpuyHuM getektopom (HPAEC-PAD),
BifIbHOro TioNy MeToaoM Y&-
cnekTpodoTomeTpil, Yynctotn metogom JHC-
MATr-enekTpodopesy, npodinto IEF meTogom
MAAT-enekTpodpopesy, piBHA okcuaawii
meTogom BEPX i3 06epHeHo0 has3oto Ta BCix
noBs3aHWX i3 NPOLLECOM JOMILLOK (30Kpema
3a/IMLLKOBUX BIsKiB KNITUH-HOCIIB, 3a/IULIKOBY
anbpa-ranakrosungasy Hocis/xomsika,
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
3asmwkoBy AHK, 3a/IMLLKOBMX PO3YMHHUKIB

3a/IMLLKOBOrO LIMHKY) 3i cneuudikaLii akTuBHOI
cybcTaHUil arancugasu 6eta, aki

Migxig 0o BUNpo6yBaHHA Ha CTabifibHICTL OyB
nepernsHyTuin AN BUAaNEeHHA 3aliBUX Ta
OHOBJIEHHSA KPUTUYHUX aHani3iB BBeAeHHs 3MiH
NPOTArom 6-Tv MiCAILiB MiCNs 3aTBEPOXKEHHS;
3minu [l TUny - 3MiHn 3 axkocTi. A®Il. KoHTponb
A®l. 3miHa y meTogax BunpobyBaHHs A®| abo
BUXiAHOrO MaTepiany/npomikHOro
NPOAYKTY/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuutea APl (cyTTeBa 3MiHa Y
6ionoriyHoMy/iMmyHONOrYHOMY/IMYHOXIMIYHOMY
mMeTofi BUnpobyBaHHA abo MeTofi, y KoMy
BMKOPUCTOBYETHLCA BGiONOriYHNI peareHT ans
6ionoriyHoro A®l, abo iioro 3amiHa) -
3anponoHoBaHo 3aMiHy aHaslisy KOHLEeHTpaLil
6ionoriyHoro 6inka metogom BEPX i3
06epHeHOt0 ha3ol Ha aHani3 KoHLeHTpauil
6inka 3a A280, igeHTudikauiio 3a nenTuaHo0
kapTot (BEPX i3 ob6epHeHot hasoio 3
BigaineHHam Lys-C) Ha igeHTudikauio 3a
nentTuaHow kapTor (YEPX 3i 3B0pOTHLOO
chasoto, TPMMCKH), YNCTOTN MeTogoM BEPX i3
o6epHeHoo (ha3oto Ha YMcToTy MeTofom YEPX
3i 3BOPOTHBLOIO ha3oto, NpodpintoBaHHA
onirocaxapuis METOA0M BYCOKOE(EKTUBHOT
aHioOHO06MIHHOT XpoMaTorpadii 3 Ny/IbCYHUUM
amMnepomMeTpuyHNM AEeTEKTOPOM Ha aHaniz AA-
rnikaHis (MeTofoMm pignHHOT xpomaTorpadii
rigpocpinbHNX B3aemogiit (by HILIC-UPLC), Ta
3MiHM y MeToZj arperadiii 3a 40NOMOrow
npoueayp ekcknosiiHoi BEPX gns 6ionoriyHo
aKTMBHOI pevoBUHU. OCKINbKA METoAM KOHTPOSIO
A5 KOHUeHTpauii 6inka 3a A280, yicToTa 3a
YEPX Ta arperauis 3a ekckniosiinHowo BEPX €
ofHakoBuMK sk ansa N1C tak i ana /13, 3MiHn
cneumdikauii akTMBHOT cybcTaHuii Ta M3
06’eaHaHi B 0aHili 3miHi Tuny |l. BBegeHHs 3MiH
NPOTArom 6-Tv MiCAILiB MicNs 3aTBEPOKEHHS;
3MiHu Il TUny - 3MiHK 3 AKocTi. FoToBwMiA
nikapcbknii 3aci6. KOHTponb roToBOro
nikapcbkoro 3acoby. 3MiHa napameTpis
cneumdikauii Ta/abo LONYCTUMUX MEX FOTOBOTO
NikapcbKoro 3acoby (BUyYeHHS NOKa3HWKa,
AKUIA MOXEe MaTu ICTOTHUIA BNINB Ha SKICTb

BYKOPUCTOBYHOTLCS B MpoLeci BUpoGHULTBa ADI.

roToBOro MikapcbKoro 3acoby) - 3anponoHoBaHO
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
BW/TyYEHHS 3HAYHOTO MOKa3HWKa igeHTudikauii
METOZ0M aHasi3y aKTMBHOCTI (TBEpAOha3HMiA
IPA), unctotn metogom AHC-MAAT-
enekTpochopesy i aHasizy AOMOMIKHUX PEYOBUH
(maHiTony, HaTpito Ta dpocchaty) 3i cneumdpikauii
'N3. BBeAeHHA 3MiH NPOTAroM 6-Tu MicsLiB
nicns 3aTBepAKeHHs
206. | PABPA3MM® | nopoluok ans CaHodpi B.B. HigepnaH BMPOOHULITBO KiHLLEBOro IpnaHgais BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3a He UA/10306/01/01
NPUroTyBaHHsA on npoaykty (fill/finish), 3MiHW, WO NOTPebyTh HOBOI peecTpaLii - 3MiHKn peyenmom | nionsi2ae
KoHUeHTpaTy (5 KOHTPO/b y AP, ski He Npu3BOAATL A0 HOBOI [P: HE3HAYHI
Mr/M) AN PO3UNHY cepii/BMNpobyBaHHs, 3MiHK 6i0N0riYHOT pevyoBrHN abo
Ans iHduysii, no 5 mr nepBrHHa Ta BTOPUHHA 6i0OTEXHOOTIYHOIO NPOAYKTY
abono 35 mry yrnakoBKa, [103BiN1 Ha
donakoHi; no 1 BUNYCK cepil: MepioAnYHICTb NOAAHHSA PErynspHO
chnakoHy B [xeHsaim Ipnang OHOB/IOBAHOIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
KapTOHHIA KOopooLi Nimiten, lpnaHgis Mopsaky 34jicHeHHs hapMakoHarisay,
3aTBEPAKEHOrO Haka3oM MiHicTepcTBa OXOPOHM
340p0B’A YKpaiHu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCcTuLi
YkpaiHu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pegakuii Hakaly MiHicTepcTBa OXOPOHU
300pOoB'a YKpaiHu Big 26 BepecHst 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMM,
3a3Ha4YeHUMK Y NepiognuYHOCTI NoJaHHSA
perynisipHuX 3BiTiB 3 6e3neKu.
207. | PEMIHATI® TabneTtku, BKPUTI TOB YkpaiHa Na6opaTtopioc JleoH IcnaHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasnis: 3a He UA/16341/01/01
NAiBKOBOIO «BOPBAPTC ®apma, C. A. 3MiHn | TURY - AgMIHICTPaTMBHI 3MiHW. 3MiHa peyenmom | nionsi2ae
o6onoHkoto, 0,03 DAPMA» HaliMeHyBaHHs Ta/abo agpecy 3asiBHVKa

Mmr/3 wmr; no 28
(21+7) TabneTtoK y
6nictepi; no 1
6nictepy pasom 3
KaneHAapHo
LUKasIot0 Ta
TpUmayem ans
6nictepy y
KapTOHHIA KopoobLi

(BnacHvka peecTpauiiHoro noceigYeHHs) 3MiHa
agpecy 3asBHMKa (BNacHMKa peecTpauinHoro
NoCBiJYEHHS) 3MiHU BHECEHO B IHCTPYKLi0 /1A
MeAMYHOI0 3aCTOCYBaHHS NikapcbKoro 3acoby y
po3ainv «3asBHUK» Ta «MicLe3HaxomKeHHs
3asABHMKa». 3MiHK | TNy - AOMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MiCLii MPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro Mikapcbkoro
3acoby, BKIYaum AinbHNULI BUNycky cepii abo
MicLie NpoBEeAEHHS KOHTPOJIHO SKOCTI.
(aisnbHICTb, 3a AKy BignoBigae
BMPOGHUWK/iMNOPTEp, BK/OYAOUM BUMYCK cepili)
3miHa agpecy BiAMoBIAHO A0 OHOBEHOI NiLEeH3iT
BMPOGHMKA.

Litoua pepakuin: Byn. Jla Bannina 6/H, MoniroHo
IHaycTpianb HaBatexepa, Binbskinam6pe, J/1eoH,
24008, IcnaHist.

MponoHoBaHa pefakuis: Byn. Jla BanniHa 6/H,
MoniroHo IHaycTpianb HaBaTexepa,
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Binbsikinambpe, 24193, IcnaHis.
3MiHV BHECEHO B IHCTPYKLiO 4719 MeAUYHOro
3aCTOCYBaHHA NikapCbKoro 3acoby y po3ain
«Micue3HaxofpKkeHHs1 BUpObHMKa Ta agpeca
MiCLii NPOBa/PKEHHS A0OT0 OiS/IbHOCTI» 3
BiANOBIAHUMY 3MiHAMW Y TEKCTi MapKyBaHHS
YNaKOBKW flikapCbKoro 3acoby.
208. | ®NNIEBOAIA TabneTtku, BKPUTI Nab6opaTtopis PpaHuis IHHOTepa LLys3i PpaHuis BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 6e3 UA/8590/01/01
600 NAiBKOBOO IHHOTEK 3MiHn | TMRY - 3MiHK 3 SKoCTi. FoToBUIA peyenma
o060s10HKOt0, Mo 600 IHTepHacbioH nikapcbknii 3aci6. 3MiHU Y BUPOGHWLTBI. 3MiHN Y
Mmr; no 15 Tabnetok anb npoueci BUPOGHULITBA FOTOBOIO NiKapCbKOro

y 6nicTepi; no 1 abo
no 2 6nictepu y
KapTOHHIA Kopoo6Li

3aco6by, BK/IOYAKYN MPOMDKHWIA MPOAYKT, WO
3aCTOCOBYETLCA NPV BUPOGHULITBI FOTOBOIO
nikapcbkoro 3acoby (He3HayHa 3MiHa y npoveci
BMPOOHULITBA) HE3HAYHA 3MiHA Y NPOLECI
BUpo6HMLTBa 13, a came: nif yac cyxoro
rpaHy/iloBaHHs napaMeTp NpoLecy «TOBLUMHA
LUIMATOYKIB 6/1M3bKO 6 MM» BUANSETLCS, @ Ha
HanNpUKIHLI eTany WwWmMaTouku NoapibHI0Tb
yepes cuTo 1,25 MM 3aMicTb cuta 1 MM, nig vac
NPUroTyBaHHS PO3UMHY A5 NOKPUTTS
NNiBKOYTBOPIOBAY AMCMEPTYIOTb B OUULLEHIN BOA)
npu 35°C 3amicTb 40 °C.
3MiHn | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHMLTBI. 3MiHK
BMNPO6YBaHb ab0 A0NYCTUMUX MEX,
BCTAHOB/IEHVX Y cneuumdikauisx, nig vac
BMPOGHMLITBA rOTOBOTO J1iKapCbKOro 3acoby
(nopaBaHHs HOBOTO MeTOAY BMNPOBYBaHHS Ta
[0NyCTUMUX MEX) AOAaBaHHA HOBOTO MeToay
BUMPOOYBaHHA Ta AONYCTUMUX MeX Nif yac
BMpo6HUUTBa /13, a came: HanpuKiHLi npouecy
CYXOrO rpaHy/ItoBaHHs AN rpaHy BUKOHYETbCA
BMMPOOYBaHHA LWOA0 PO3NOAiNy YacTUHOK 3a
po3Mipom.
3MiHn | TURY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3MiHK
BMNPO6YBaHb ab0 AONYCTUMUX MEX,
BCTAHOB/IEHVX Y cneumdikauisx, nig vac
BMPOGHMLITBA FOTOBOTO /1iKapCbKOro 3acoby
(BMNyYEHHS1 HECYTTEBOTO BUNPOGYBaHHSA B
npoLeci BUPO6HMLITBA) BUNYYEHHS HECYTTEBOTO
BMNPOOYyBaHHA y NpoLieci BUPO6HMLTBA FOTOBOrO
nikapcbKoro 3acoby, a came: BuasieHHs
BMNpobyBaHHA -TOBLUMHA TabneTkn 6e3
noKpUTTA. 3MiHM | TURY - 3MiHK 3 AKOCTI.
[FoTOBMIA NikapcbKuii 3aci6. 3miHK y
BMPOGHMLTBI. 3MiHW Y Npoueci BUPO6HMLITBA
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roTOBOrO /iKapPCbKOro 3acoby, BKIoYaun
NPOMIKHUIA NPOAYKT, L0 3aCTOCOBYETLCA NP
BMPOGHULITBI FOTOBOrO /iKAPCLKOro 3acoby
(He3HayHa 3miHa y npoueci BUpo6GHMLTBA)
BHECEHHS 3MiH y TEXHOMOrYHMIA MpoLiec
BMpo6HUUTBa /13, a came: 3aMiHa PO3YNHHKKA,
AKUIA BUKOPUCTOBYETLCA A4/151 PO3BELEHHS
nonipysasibHoro areHty (Opaglos ®) 3
[eHaTypoBaHOro cnmpTty Ha eTaHon (96%).
3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI. 3MiHU Y
npoeci BUPO6HULITBA FOTOBOTO NiKapCbKOro
3ac06y, BK/II0YAKUM NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOGHULITBI FOTOBOrO
nikapcbKkoro 3acoby (He3HayHa 3MiHa y npoveci
BMPOGHMLTBA) HE3HAYHI 3MiHN Y BUPOGHUYOMY
npoueci 113, a caMe Haf/IMLLOK 3aCTOCOBaHWA
[Ansa cycnensii NNiBKOPOro NoKpUTTA
3MeHLWyeTbeA 3 67,33 % f0 25%. Le
3MEHLLUEHHS HafIMLLKY CyCneHsii A1A NOKpUTTS
He BN/MBAE Ha SAKICTb TabNeTOK, BKPUTUX
NNiBKOBOK 060/I0HKOK, OCKISIbKY KiNTbKICTb
HaHeCeHOoro NOKPUTTA € He3MiHHUM (6/1M3bKo 25
Mmr/Tabnetky). 3MiHu | Tuny - 3MiHKM 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3miHW y
BMPOGHMLTBI. 3MiHU Y NpoLieci BUPOGHMLITBA
rOTOBOrO NiKapCbKOro 3acoby, BKIYaUn
NPOMDKHUIA NPOAYKT, L0 3aCTOCOBYETLCA NPy
BMPOBOHULTBI rOTOBOTO J1iKApCbKOro 3acoby
(He3HayHa 3miHa y npoueci BUpobHULTBa)
He3HauHi 3MiHM y BUpobHuyomy npoueci N3, a
came: NopsA0K NPOBEeAEHHS AOMNOMDKHUX
PeyvYoBUH A1 NAIBKOBOrO MOKPUTTA BiAMNOBILHO
[10 peKomMeHgaLii nocTavyasibHKKa, Lo [03BOSIAE
He HarpiBaTtu BoAy. 3aBAsK1 3MiHi NOCNILO0BHOCTI
BBE/IEHHS [ONOMDKHUX PEYOBUH Y BOAY, fKa
BUKOPVCTOBYETLCA /151 MPUTOTYBaHHA CyCneHsil
NNiBKOBOroO NOKPUTTS, Ti He NOTPIGHO HarpiBaTwy,
a npouec gucnepcii BiabyBaeTbCs 3a
TemnepaTtypu HaBKO/INLLIHBLOTO CepefoBULLa.
Takox fofaeTbes iHhopMauis, LWo CycrneHsito
Heo6XiAHO NoCTiliHO NepeMmillyBaTh 3 METO
Kpawioi gucnepcii. Takox foAaTkoBO Gynn
BHeCeHi AesKi NpaBku Ta BUNPaB/eHi TEXHIYHI
nomMusku, a came: Ha etani 6 gns CtupaHocTi
BMNpaBs/ieHo MiMiT 3 1% Ha 1,0%; Ha eTani 7
[0Aa€ETbCA Nepe.ipka 415 NPOMiIXXHOro
KOHTPO/HO.
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n/n
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JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
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Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX
peyoByvH. 3MiHa napameTpiB cneuudikav,i
Ta/abo fonycTMMUX MeX A1 [ONOMIKHOT
pevoBUHY (BUNYyYeHHS 3i cneuudikaLii
HEe3Ha4YHOro nokasHuka (Hanpukiag 3actapinoro
nokasHukay))

He3HauHi 3MiHM y BUpo6HMYoMy npoleci N3, a
came: BuAaneHHs 3i cneyudikavlii 4ONOMiKHOT
peyvoBuHM Sepifilm TecTiB LWOAO BU3HAYEHHS
BaXKMX MeTaUliB Ta MULL'AKY. 3MiHW | Tuny -
3MiHK 3 siKkocTi. FoToBWMIA Nikapcbkuii 3aci6.
KOHTpO/b AONOMIKHVX PeHOBUH. 3MiHa Yy
mMeToAax BUNPoGyBaHHSA [ONOMDKHOI PEHOBUHU
(He3HauHi 3MiHW y 3aTBEPMXXEHUX MeTogax
BMNPoOyBaHb) HE3HAYHI 3MiHW Y BUPOOHUYOMY
npoueci '3, a came He3HaYHi 3MiHW Y
npoueaypi TeCTyBaHHS AONOMIXHOT PEYOBUHN
Sepifilm: TecT igeHTUdikauii NS rinpoMinosm 3a
[0MNOMOrOH0 HIHTMAPYHY AeLo CnpoLeHo, nig vyac
NpoBeAEHHS aHasi3y 3pa3okK HarpiBaeTbCcs Npu
Temnepatypi 110 °C 3amicTb 140 °C. JoaaTkoBo
BHECeHi He3HauHi BUNpaB/ieHHs 40 MeTofiB
KOHTPO/IO AKOCTI [OMOMDKHOI PEYOBUHM
Sepifilm.

209.

LEDYPOKCHU
M-BX®3

NMOPOLLIOK A5t
PO34UMHY NS iH'EKLIR
no 250 mr; 1 chnakoH
3 MOPOLUKOM Yy nauvi
3 KQpTOHY; 5
h1akoHiIB 3
NMOPOLLKOM Y KaceTi;
no 1 kaceti y neHani
3 KapTOHY

My6niyHe
aKujioHepHe
TOBapUCTBO

"HaykoBo-
BVPOGHWYNIA

LieHTp
"BopLuariscbk
WA XiMiKO-
hapmaneBTuy
HWi1 3aBoa"

YKpaiHa

My6niyHe akuioHepHe
TOBapucTBO "HaykoBo-
BVMPOGHWYMNIA LEHTP
"BopLyariBcbkuiA XiMiko-

thapmavueBTUYHWA 3aBo4"

YKpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis:
3MiHK | TUNY - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.
3MiHa Y KOpPOTKiil XapakTepuCTuLi NikapcbKoro
3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITy 3 6e3mneku
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCcTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiiuii nepiog, abo sik pesynbtart
OLiHKM 3BITY 3 AOC/iKEHb, NPOBEAEHNX
BiANOBIAHO [0 MiaHy nejiaTpUyHUX JOCAIAKEHb
(PIP) (3MiHY y3rompKeHo 3 KOMNETEHTHUM
YMNOBHOB&XEHNM OpraHom).
3MiHM BHECEHO B IHCTPYKLi0 415 MeANYHOro
3acTocyBaHHSA NikapcbKoro 3acoby A0 po3ainy
"Oco6nMBOCTI 3acTOCyBaHHA" BifNOBIAHO 40
OHOB/IEHOI iHhopMaLii LWoao 6e3nekn
3aCTOCYBaHHSA [il040T PEYOBUHM 3riHO 3
pekomeHgauieto PRAC. BBegeHHS 3MiH
NpOTSArom 6-Tv MicsLiB Micns 3aTBepApKEHHS!

3a
peyenmom

He
nionseae

UA/0565/01/01

210.

LE®YPOKCHU
M-BX®3

NMOPOLLIOK A5t
PO34MHY NS iH'EKLIR

My6niyHe
akKuioHepHe

YKpaiHa

My6niyHe akuioHepHe
TOBapuCTBO "HaykoBo-

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLjiitHux maTepiasis:
3MiHK | TUny - 3MiHKM Woao

3a
peyenmom

He
nionsieae

UA/0565/01/02
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no 750 mr, 1 chnakoH TOBapUCTBO BVMPOGHWYNIA LEHTP 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
3 MOPOLUKOM Y nayi "HaykoBo- "BopLyariBcbkuiA XiMiko- 3MiHa y KOpOTKili XapakTepucTuL NikapCbKoro
3 KapToHy; 5 BMPOBHNYNIA dhapmaLeBTUYHMIA 3aBOA" 3ac06y, TEKCTI MapKyBaHHS Ta iHCTPYKUii Ans
ch/1aKkoHiIB 3 LeHTp MeJMYHOro 3aCTOCyBaHHA Ha MigcTasi
MOPOLLKOM Y KaceTi; "BopLuariBcbk perynsipHo OHOB/IHOBAHOTO 3BITY 3 6e3mneku
no 1 kaceti y neHani NiA XiMiKo- nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3 KapToHy; 1 chnakoH | dhapmauesTuy 3aCcTOCyBaHHS Nikapcbkoro 3acoby B
3 MOPOLUKOM Y HWi1 3aBoa" nicnsipeecTpauiiHnii nepiog, abo sik pesynbtart
KOMMEKTi 3 OLiHKM 3BITY 3 AOCAIKEHb, NPOBEAEHNX
PO34YMHHMKOM (BOAA BiANOBIAHO [0 MiaHy nejiaTpUyHNX JOCAIAKEHb
Ans iH'ekuiid) no 5 (PIP) (3MiHY y3rompKeHo 3 KOMNETEeHTHUM
mn abo no 10 mn B YMNOBHOB&XEHUM OpraHom).
amny”ni B navu,j 3 3MiHU BHECEHO B |HCTPYKL,tO AN MEANYHOrO
KapTOHHOIO 3aCTOCyBaHHSA Nikapcbkoro 3acoby Ao po3ainy
neperopoakoto "Oco611BOCTI 3acTOCyBaHHA" BifNOBIAHO A0
OHOBJIEHOI IHhopMaLii Lwoao 6e3nekn
3aCTOCYBaHHSA [il040T PEYOBUHY 3rigHO 3
pekomeHpauieio PRAC. BBegeHHS 3MiH
NpoTSArom 6-Tv MicsiLiB Micns 3aTBePAKEHHSI
211. | UE®YPOKCWU | nopoluok ans My6niyHe YkpaiHa My6niyHe akLioHepHe Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3a He UA/0565/01/03
M-BX®3 PO34nHy AN5 iH'EKLI aKujioHepHe TOBapucTBO "Haykoso- 3MiHM | TUny - 3MiHK Wwoao peyenmom | nionsi2ae
no 1,5r, 1 pnakoH 3 TOBapUCTBO BVMPOGHWYMNIA LEHTP 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.
NOPOLLKOM Y nadi 3 "HaykoBo- "BopLyariBcbkuiA XiMiko- 3MiHa Y KOpPOTKiil XapaKTepuCTuLi NiKapcbKoro
KapToHy; 5 dhnakoHiB BVPOGHWYNIA thapmavueBTUYHMA 3aBo4" 3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
3 NOPOLUKOM Y LieHTp MeAMYHOro 3acToCyBaHHA Ha NiAcTasi
KacerTi; no 1 kaceTiy "BopLuariBcbk perynisipHoO OHOBJIKOBAHOTO 3BITY 3 6e3neku
neHani 3 KapToHy NI XiMiKo- nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
thapmaueBTuy 3aCcTOCyBaHHSA Nikapcbkoro 3acoby B
HWi1 3aBoa" nicnsipeecTpaviiHuii nepiog, abo sik pesynbtart
OLiHKM 3BITY 3 AOC/iKEHb, NPOBEAEHNX
BiANOBIAHO [0 MiaHy nejiaTpUyHUX JOCAIAKEHb
(PIP) (3MiHY y3rompKeHo 3 KOMNETEHTHUM
YNOBHOB&XEHNM OpraHom).
3MiHM BHECEHO B IHCTPYKL,i0 415 MeANYHOro
3acTocyBaHHSA NikapcbKoro 3acoby A0 po3ainy
"Oco6nMBOCTI 3acTOCyBaHHA" BifNOBIAHO 40
OHOBJIEHOI iHhopMaLii LWoao 6e3nekn
3aCTOCYBaHHSA [il040T PEYOBUHY 3riHO 3
pekomeHgauieto PRAC. BBegeHHS 3MiH
NpOTSArom 6-Tv MicsLiB Micns 3aTBepApKEHHS!
212. | UANPODAP Kpansi ByLLHi, AT "dapmak” YkpaiHa AT "dapmak” Ykpaina BHECEHHS 3MiH [0 peecTpaLiitHux maTepiais: 3a UA/15541/01/01
M® AEKC cycneHsisi no 7,5 mn 3MiHu | TMny - 3MiHK 3 AKkocTi. CepTudiikaT peyenmom

y thnakoHi; no 1
dhnakoHy y nauui 3
KapToHy

BignosigHocTI/TE-cepTudpikat BignosigHocCTi
€Bponeiicbkili hapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI @60 BUMyYeHHs cepTudikata
BiANoBigHOCTI EBponeiickbkili hapmakonei: ans
A®I; nnsa BMXigHOro
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ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK
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Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYyeHHs1

Marepiany/peareHTy/npoMiKHOTO MPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOGHMUTBI A®I; ana
[0NOMDXHOT peyoBrHY (cepTuddikat
BiANOBIAHOCTI EBponelicbkin hapmakonei) -
HoBuii cepTudikat Bif BXe 3aTBEPAXEHOro
BMPOGHUKA - MOJaHHS HOBOrO cepTudikara
BiAnoBigHOCTI EBponelickkilt hapmakonei Ne R1-
CEP 2015-205 - Rev 00 gns Aitoyoi pe4oBuHU
Dexamethasone Bif Bxe 3aTBepKeHOro
Bmpo6Huka TIANJIN TIANYAO
PHARMACEUTICALS CO., LTD., China (3amiHa
DMF (Version: Oct, 2015). Ak Hacnigok,
BHECEHHS 3MiH 40 cneuudikalii Ta MeToAiB
KOHTPO/IO Aj04O0T PEe4OBVHM 38 NOKa3HUKaMm
«lpoeHTudikauis», Nutome oNTuuHe obepTaHH:A,
«KinbKicHe BU3HAUYEHHS», «3a/NLLKOBI
PO3UMHHUKM>». 3MiHU | TUNY - 3MiHW 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y MmeToAax
BMnpobyBaHHA APl abo BuXigHOTO
MaTepiany/npomMiKHOro NpoAyKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BupobHuuTea AdI
(iHWi 3MiHM y MeTogax BUNpobyBaHHs
(BkNtOYarOUM 3aMiHy abo fonoBHeHHS) Ad| abo
BWXi4HOrO/MPOMIXXHOro NPOAYKTY) BHECEHHS 3MiH
B METOAMN KOHTPOJIIO A/1A Ait040i PEeHOBUHM
Dexamethasone Bupo6HuuTBa TIANJIN
TIANYAO PHARMACEUTICALS CO., LTD.,
China 3a nokasHunkoM «CynpoBigHi LOMILLK/».
3MiHu | TUnY - 3MiHK 3 aKocTi. A®Il. KoHTposb
A®I. 3miHa y napameTpax cneumdikauiii Ta/abo
[OMNYCTUMUX MEX, BUSHAUYEHMX y crieumdikalisx
Ha A®I, a6o BMXigHWIA/NPOMIKXHWIA
NpoAYKT/peareHT, Lo BUKOPUCTOBYHOTLCS Y
npoueci Bupo6bHuutea APl (BUnyyYeHHs
He3Ha4yHOro MokasHuka SKocTi (Hanpuknag
BU/TYYEHHS 3acTapifioro nokasHuka)) BHECEHHS
3MiH g0 creuudikaLii Ta MeTOAiB KOHTPO/IO ANA
nitoyoi pevoBuHY Dexamethasone BUPOGHULITBA
TIANJIN TIANYAO PHARMACEUTICALS CO.,
LTD., China, a came BWIy4YEHHS MOKa3HMKa
«PO3YMHHICTb», TaK AK AaHWi NOKa3HUK Mae
pekoMeHAaLUiiHWI xapakTep, Ta He €
060B’A3KOBUM

213.

LUMPAM3A

KOHLleHTpaT Ans
po3unHy Ans
iHcpysiin, 10 mr/mn;
no 10 mn ta 50 mny
dnakoHax, no 1

Eni Nlinni
HepnepneHg
B.B.

HigepnaH
an

BUPOBHMLTBO NiKapCbKOro

3acoby, nepBvHHA
ynakoBKa, KOHTPOsIb Ta

TeCTyBaHHs CTabifIbHOCTI

nikapcbKoro 3acoby:

CLUA/
Icnanis/
ITania/
PpaHuin/
Ipnangis

BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis:
3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW.
BunyyeHHst BUPOGHMYOI AinbHuLi (BKIHOYAKUM
AinbHuui ansa A®I, NpomixXHOro NpoAaykTy abo
rOTOBOrO J1iKapCbKOro 3acoby, AifbHuULI Ans

3a
peyenmom

UA/16889/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
chnakoHy B Eni Ninni enp Komnai, NpoBefEeHHs NaKyBaHHs, BUPOOHNKa,
KapTOHHIA ynakoBLi CWA BiANOBiAA/ILHOIO 3a BUMNYCK Cepiii, MicLe
BTOPVHHA yNakoBkKa, nNpoBeAEeHHA KOHTPOo cepii) abo
MapKyBaHHS, KOHTPO/b, noctadasibH1Ka BUXiAHOTO MaTepiasy, peareHTty
BMNYCK cepii Nnikapcbkoro a60 [0NOMDKHOT Pe4OBUHU (SIKLLLO 3a3HAYEHO Y
3acoby: [0CbE) BUMTYYEHHS AinbHUL KoBaHC
Ninni C.A., Icnanis Na6opaTopis NimiTes, BennkobpuTaHis, sk
KOHTPO/b AKOCTI Ta OinbHULI, WO BiANOBIAAE 3@ KOHTPOb AKOCTI
TeCcTyBaHHA CTabiIbHOCTI (6ionoriyHuii KOHTPOIbL) FOTOBOTO NliKAPCLKOro
nikapcbKoro 3acoby: 3ac06y. 3miHu | TUNy - 3MiHK 3 SKoCTi. FoToBMIA
IMKnoH Cuctems JI/1C, nikapcbkuii 3aci6. Cuctema
CWA KOHTeliHep/3akyrnopoBasibHWiA 3aci6. 3MiHa
KOHTPO/b AKOCTI nocTavasnibHvKa nakyBasibHVX maTepianis abo
niKkapcbKoro 3acoby: KOMMNEKTYHOUUX (SIKLLO 3a3HAYEHO B [OCLE)
Eni Mlinni Kinceiin Mivites, (BNyYeHHs1 nocTavanbHyKa) 3MiHa Ha3BK
Ipnangis noctavasibH1Ka 3aKyrnopioBaslbHUX e/IeMeHTIB
KOHTPO/b AKOCTI ons cknsHoi Tapu 3 Schott North America, Inc.
niKapcbKoro 3acooby: Schott AG Ha Schott. 3miHu Il TRy - 3MiHK 3
Yapnb3 Pisep AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
Na6opaTopi3 AiipneHp, BMPOOHULTBI. 3MiHa po3Mmipy cepii (BKIOYaruu
Nimitesn, lpnaxgis [fianasoH po3mipy cepii) roToBOro /likapcbKoro
KOHTPO/b SKOCTI 3aco6y (3MiHa CTOCYETbCS BCiX iHLUNX JliKapCbKMX
niKkapcbKoro 3acoby: ¢hopM CyKynHOro (KOMM/IeKCHOro) BUPOBHNYOro
Eni Ninni Itanis C.MN.A., npotecy) 36inbLIeHHs diana3oHy po3mipy cepii
ITanisa rOTOBOrO JlikapCbkoro 3acoby, L0 BUPOGISETLCA
BUPOGHMLTBO 3a NOBHUM Ha BMPOGHWYIN AinbHuUUi Ninni ®paHc, PpaHuis 3
LIMKNOM: 300-615 n (w0 BiANOBifaE TEOPETUYUHIN KiNbKCTI
Ninni ®paHc, dpaHuis dhnakoHiB: 27 996 -55 992 donakoHiB no 10 mn
Ta 5 7 66-11532 dhnakoHis no 50 ms) go 300-
1000 n. (Wwo BiANOBIAAE TEOPETUYHIN KiNTbKCTI
dhnakoHiB: 27 996 — 93 321 chnakoHiB no 10 mn
Ta 5 7 66-19220 donakoHis no 50 M)
214. | UACATPAKY PO34nH ANS iH'EKLRA AT "Kanuekc" Nartsis BCi cTagii BUPO6HMYOro CnosayunHa BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3a UA/18698/01/01
PIA Ta iHdysili, 2 mr/imn; npovecy, KpiMm BUNYCKy / 3MiHW | TUny - 3MiHK Wwoao peyenmom
KANUEKC no 2,5 mn, 5 mn abo cepi: Nartsis 6e3nekun/edekTVBHOCTI Ta thapMakoHariagy.

10 mn B amnyni; no
5 amnyn B KOHTYpHili
YapyHKOBIli
ynakosLi; no 1
KOHTYPHiIl
YapyHKOBIli yrnakoBLi
B NnauLj 3 KapTOHy

XBM ®apma c.p.o.,
Cnosay4nHa; BUPOGHMK,
KW BignoBigae 3a
KOHTPO/b
cepii/BunpobyBaHHs:
AT "I'piHaekc”, NaTsis;
BMPOGHWK, AKWiA
BiANOBIAae 3a BMMyCK
cepi:

AT "Kanuekc", NlaTBis

3MiHa yacToTv Ta/abo TepMiHiB NogaHHsA
perynsipHoO OHOB/IOBaHWX 3BiTiB 3 6e3Mneku
nikapcbkunx 3acobis. 3MiHa 4acTOTU Ta TEPMiHY
NOAAHHSA PerysiipHO OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby: [litoua pefakuis:
YactoTa nogaHHsa PO3b — 6 micauis; KiHuesa
Jarta ans BKIYeHHs gaHux go PO3b —
12.01.2023 p.; AaTa nogaHHs — 13.04.2023 p.
MponoHoBaHa peaakuis: YactoTa nogaHHs
PO3B - 5 pokis; KiHLeBa fata A4/15 BK/IHOYEHHSA
AaHux go PO3b — 31.07.2025 p.; [lata nogaHHsA
—29.10.2025 p. PekomeHA0BaHO [0
3aTBEPKEHHS BiANOBIAHO A0 NEPIOANYHOCTI




176

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

noJaHHA PerynsapHO OHOB/IIOBAHUX 3BITIB 3
6e3nekmn Nikapcbkux 3acobiB y €Bponeincbkomy
Cotosi

215.

UMCNNATUH
-TEBA

KOHLieHTparT Ans
pO34nHy Ans
iHdysiiA, 0,5 mr/mn
no 20 mn a6o no 50
M1, abo no 100 mny
dnakoHi; no 1
ch1akoHy y nauui

TOB «TeBa
YKpaiHa»

Ykpaina

BMPOOHMLTBO 3& NOBHUM
umknom: dapmaxemi b.B.,
HigepnaHaw; KOHTposb
cepii: M/1IBA XpBartcka
[.0.0., XopBartis

HigepnaHgu
/

Xopsaris

BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiis:
3MiHu | TUNy - 3MiHKU Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NikapcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT ANns
MeAUYHOro 3acToCyBaHHA Ha nigcTaBi
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3 6e3mneku
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTOCyBaHHS NMikapCcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtart
OLliHKM 3BITY 3 AOCNIAKEHb, NPOBEAEHUX
BiANOBIAHO [0 NiaHy negiaTpUyHNX JOCAiAKEHb
(PIP) (iHwi 3miHW). 3MiHM BHECEHI A0 iHCTPYKLi
ON9 MeAUYHOro 3aCTOCYBaHHS NikapCbKoro
3acoby y po3ginu "Ocob6aMBOCTi 3acTOCyBaHHSA",
"3acTocyBaHHs y nepio BaritTHocTi abo
roflyBaHHs rpyaao” BignosigHoO 40 OHOB/IEHOT
iHchopmawii 3 6e3nekun fjtoyoi peyoBnHHN.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPMAXKEHHS

3a
peyenmom

He
nionsieae

UA/7552/01/01

216.

UACNNATUH
-TEBA

KOHLeHTpaT Ans
PO34nHy AnA
iHcpysiid, no 1 mr/mn
no 100 mny
donakoHi; no 1
dhnakoHy y nauui

TOB «TeBa
YkpaiHa»

YkpaiHa

BVMPOGHMLTBO 3@ NOBHUM
umknom: dapmaxemi b.B.,
HigepnaHaw; KOHTposb
cepii: MNIBA Xpsartcka
[.0.0., XopBaris

Higepnangu
/

Xopsartis

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis:
3MiHu | TUNy - 3MiHKU Woao
6e3nekun/edekTVBHOCTI Ta hapMmakoHariagy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acTOCYBaHHA Ha NiacTasi
perysisipHoO OHOBJ/TOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimxkeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnapeecTpayiinnii nepiog, abo sk pesynbtat
OL|iHKM 3BITY 3 AOC/IAKEHb, NPOBEAEHNX
BIAMNOBIAHO A0 NNaHy negiaTpuyuHUX AOCNiLKeHb
(PIP) (iHwi 3MiHK). 3MiHM BHECEHI A0 iHCTPYKLi
0719 MeAUYHOr0o 3aCTOCYBaHHS NikapCbKoro
3acoby y po3ginu "OcobnnBocCTi 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiod BariTHocTi abo
roflyBaHHs rpyaao” BignosigHo 40 OHOB/EHOT
iHbopmaLii 3 6e3nekn AitoHoi peHoBUHN.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHSA

3a
peyerimom

He
niosnsicae

UA/7552/01/02

217.

LUNTPAMOH
B

TabneTtku
no 6 aéo 10
TabneTok y cTpunax;

no 6 aéo 10

MNAT
«MoHdapm»

YkpaiHa

MAT «MoHapm»

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis:
3MiHK | TUny - 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa
pPO3Mipy ynakoBKM roTOBOTO /liKapCbKOro 3acoby

6e3
peyenma

nionsieae

UA/7359/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

Tabnetoky (3MiHa KinlbkoCTi oAMHMLB (Hanpukias TabneTok,
6nictepax; amnys TOLLO) B ynakosLi:) - 3MiHa nosa
no 6 TabneTok y Aiana3soHoM 3aTBePPKEHNX PO3MIpPIB YNaKOBKK.
cTpuni; no 2 a6o 10 CynyTHS 3MiHa- 3MiHN LLOA0
CTpuniB y naywi 3 6e3nekn/edreKTMBHOCTI Ta thapmakoHarnsagy
KapToHY; (iHwWi 3miHKW) - JogaTkoBe BTOPUHHE NaKyBaHHSA
no 10 TabneTok y Ne30 (6x5) (no 6 Tabnetok y 6nictepi; no 5
cTpwuni; no 2 aéo 10 6nicTepun y nadui 3 KApTOHY 3 MapKyBaHHAM
CTpuNiB y nauui 3 YKPaiHCbKOK MOBOI0) MPOBOANTLCA A/1A
KapTOHY; MOX/TMBOCTI €KCK/THO31BHOIO NPOAAXKY
no 6 TabneTok y NikapcbKoro 3acoby B AaHOMy BUAI NaKyBaHHA
6nicTepi; no 2, no 5 anctpub’totopy KYBI "MnacTik". Ha kopobkn
abo no 10 6nictepis Hak/1eloTb eTUKETKM i3 Nanepy eTMKeTKOBOro
y naulli 3 KapToHy; abo nucasbHoro.
no 10 TabneTtok y 3MiHM BHECEHI B po34in "YnakoBka" B iHCTPYKLi0
6nictepi; no 2 abo 071 MeAUYHOT0 3aCTOCYBaHHS /iKapCbKoro
10 6nicTepiB y nayuj 3aco0by y 3B'A3KYy 3 BBEIEHHAM [04aTKOBOI
3 KapTOHY BTOPUHHOI YNakoBKM Ta SIK HACifOK -

3aTBEPKEHHA TEKCTY MapKyBaHHSA [04aTKOBOI

yrnakoBKU fikapcbKoro 3acoby. BeefeHHs 3MiH

nNpoTArom 6-Tn MiCALIB NiCNa 3aTBEPMKEHHS.
218. | AHYMET TabneTku, BKpUTI Mepk Wapn i LLiBefiuapi MepBrHHA Ta BTOPMHHA HigepnaHgu BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasiis: 3a UA/11003/01/02
NNiBKOBOO Joym IAEA a ynakoBka, aHaniTuyHe / 3MiHW | TUNY - AOMIHICTPATUBHI 3MiHW. peyenmom
060/10HKot0, Mo 50 6X TECTYBaHHS Mpu BUMYCKY, Benvka BunyueHHsi BUPO6HMYOI AinbHUL (BKIHOHYAK0UM
mr/850 wmr; no 14 [03BiN Ha BUNYCK cepil: BpuTanis/ AinbHuui Ana A®Il, npomixxHoOro npoaykTy abo
Tabnetok y 6nictepi; Mepk Wapn i Joym B.B., cuwA/ roTOBOrO NiKapCbKOro 3acoby, AiNbHULi Ans
no 4 6nictepu B HigepnaHgn Cinranyp/ NpoBefEeHHS NaKyBaHHs, BUPOOHNKa,
KapTOHHIA KopooLi Brpo6HMUTBO ITanisa BiANOBIAA/ILHOIO 3a BMMNYCK Cepiii, MicLe
Hepo3acoBaHol npoBeAeHHsA KOHTPOIo cepii) abo

npoaykKLujii, aHaniTn4He
TecTyBaHHS Npy BUMYCKY:
Ecika KBiH60po NlimiTes,
Benuka BpuTaHis
MareoH MyepTo Piko, IHK.,
MyepTo Piko, CLLUA
MCJ, IHTepHewwHn MmeX
(piniss Cinranyp), CiHranyp
AHaniTMYHe TECTyBaHHS
npw BUNYCKY:
EypodpiHc Bionab CP/1,
ITanisa
TecTyBaHHSA CTabiNbHOCTI:
Mepk Wapn i Joym JIIC,
CLWA

nocTavasnibHvKa BUXIAHOrO MaTepiasny, peareHTy
ab0 [ONOMIXHOT pevyoBUHU (SKLLO 3a3HaYeH0 y
[ocbe) BunyyeHHs Bupo6Hvka Posi ®apma
IngacTpian Cepsicec, C.A., IcnaHis,
BifiNOBIJa/IbHOTO 3a NepBUHHE Ta BTOPUHHE
nakyBaHHs1 FOTOBOTO J1iKapCbKOro 3acoby. 3MiHu
| Tuny - 3MiHW 3 AKOCTI. FOTOBWIA NiKapCbkuii
3aci6. KOHTposib roTOBOro NikapcbKoro 3acoby.
3miHa napameTpiB cneuudikadin Ta/abo
[0MNyCTUMUX MEX FOTOBOrO NiKapCbKoro 3acoby
(nonoBHeHHst @60 3amiHa NokasHUKa
crneundikauii 3a pesynbTatamu LOC/iLKeHb 3
6e3nekn abo AKOCTI (3a BUHATKOM MiKapCbKuX
3aco6iB 6i0N0riYHOro/iMyHOsI0rNYHOT0
NOXO[KEHHS)) AONOBHEHHS crneuudikalii HoBUM
nokasHukom " Xpomartorpaciyna unctota NDMA
(N-HiTpOo30AMMETUNAMIH)" 3 Bi4NOBIAHUM
MeTOA0M BUNPOo6yBaHHA. BBeAeHHS 3MiH
npoTArom 3-b0X MicsiLiB NiCNs 3aTBEPAKEHHS.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

3MiHu | TMRY - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, LLIO CTOCYIOTLCA BUNYCKY cepil
Ta KOHTPOJIIO SAKOCTi FOTOBOTO NiKAPChKOro
3acoby (3aMiHa abo AofaBaHHA AiNbHULI, Ha
AKI 34ICHIOETLCSA KOHTPO/BL/BUNPOGYBAHHS
cepii)

[opaBaHHsa BUpo6HUKa EypodhiHe Bionab CP/1,
Bia b, Byossi, 2, 20055, BimogpoHe (MinaH),
ITanis/Eurofins Biolab SRL, Via B, Buozzi, 2,

20055 Vimodrone (MI), Italy BignoBiganbHoro 3a
aHaniTyYHe TecTyBaHHA Npu BUNYCKY. 3MiHu |

TMny - 3MiHM 3 AKOCTI. [OTOBWIA NiKapCbKWii
3aci6. 3MiHM Y BUPOBGHULITBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYIOTLCA BUNYCKY cepil
Ta KOHTPOJIIO AKOCTi FOTOBOTO NiKAPChKOro
3acoby (3aMiHa abo AofaBaHHA AifbHULI, Ha
AKIA 34ICHIOETLCS KOHTPOBL/BUNPOGYBAHHS
cepii) JogasaHHs hyHKLiT aHaniTU4He
TecTyBaHHS Npy BUNYCKy 151 3aTBEPAKEHOrO
BMpo6HMKa Mepk LLapn i foym B.B.,
Higepnavgu/ Merck Sharp & Dohme B.V., the
Netherlands.

219.

AHYMET

TabneTtku, BKPUTI
NAiBKOBOIO
060/10HKO10, M0 50
mr/1000 mr no 14
Tabnetok y 6nictepi;
no 4 6nictepu B
KapTOHHI/ KopoobLi

Mepk Wapn i

Joym IAEA
6X

LLsenuapi
f

lMepBUHHA Ta BTOPUHHA
ynakoBka, aHasTliTuyHe
TecTyBaHHS Npu BUMYCKY,
[03BiN Ha BUNYCK cepil:
Mepk Wapn i Joym B.B.,
HigepnaHamn
Brpo6HMLUTBO
Hepo3dacoBaHol
NpoAyKLUii, aHaniTuyHe
TeCTyBaHHS NPW BUMYCKY:
Ecika KBiH60opo JlimiTes,
Benvika BputaHis
MateoH MyepTo Piko, IHK.,
MyepTo Piko, CLWA
MCZA IHTepHewHn FTmM6X
(diniss Cinranyp), Cinranyp
AHaNiTMYHe TecTyBaHHA
npw BUNYCKY:
EypodiHc Bionab CP/1,
ITanisa
TecTyBaHHSA CTabiNbHOCTI:
Mepk Wapn i Aoym JIIC,
CLA

HigepnaHgn
/

Benuka
Bputanis/
CLUA/
Cinranyp/
ITanisa

BHECEHHS 3MiH 40 peecTpaLiitHux maTepiasis:
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW.
BunyyeHHs1 BUPOOGHMYOT AiNbHULL (BK/IHOYAOUN
AinbHuui ana A®Il, npomixHoro npoaykTy abo
roTOBOrO JliKkapCbKOro 3acoby, AiNbHULi Ans
NpoBefeHHsA NakyBaHHs, BUPOGHMKA,
BiANOBIAA/ILHOIO 3a BUMYCK Cepiid, Micue
npoBefeHHS KOHTPOJIKO cepii) abo
noctavanbHUKa BUXiLHOTO MaTepiany, peareHTy
ab0 4ONOMIKHOT PevoBUHU (SKLLO 3a3HAYEHO Y
pocbe) BunyyeHnHs BupobHuka Posi ®apma
IHpacTpian Cepsicec, C.A., IcnaHis,
BiANOBIA&/IbHOrO 3a NEPBMHHE Ta BTOPUHHE
naKyBaHHS FOTOBOr0 NiKapCbKoro 3acoby. 3MiHu
| Tuny - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKuii
3aci6. KOHTposib roTOBOrO NikapcbKoro 3acoby.
3miHa napameTpiB cneuudikauin Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCbKoro 3acoby
(nonoBHeHHS abo 3amMiHa NokasHMKa
cneumdikauii 3a pesynbTataMmu AOCNigKeHb 3
6e3nekn abo AKOCTI (3a BUHATKOM NiKapCbKMX
3aco06iB 6i0/10r4YHOro/iMyHO0rYHOTO
MOXOPKEHHS)) AONOBHEHHS cnevudikalii HoBUM
nokasHukom " XpomartorpaciyHa umctota NDMA
(N-HiTpo30AMMETUNAMIH)" 3 BigNOBIAHNM

3a
peyermom

UA/11003/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

MeTOoA0M BUNPOo6yBaHHA. BBegeHHs 3MiH
NPOTAroM 3-b0X MICALIB NIC/A 3aTBEPAKEHHS.
3MiHu | TMNY - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/amiHu, L0 CTOCYIOTLCS BUMYCKY cepil
Ta KOHTPOJIH0 SKOCTi FOTOBOTO NiKapCbKOro
3aco6y (3amiHa abo AofaBaHHA AifbHULI, Ha
SKilA 3AIAICHIOETLCA KOHTPO/b/BUNPOBYBAHHS
cepii)

[opasaHHsa BupobHuka EypodpiHc Bionab CP/1,
Bia b, Byossi, 2, 20055, BimogpoHe (MinaH),
ITanis/Eurofins Biolab SRL, Via B, Buozzi, 2,
20055 Vimodrone (MI), Italy BignoBiganbHoro 3a
aHasliTMyYHe TecTyBaHHA NpU BUMNYCKY. 3MiHu |
TUny - 3MiHW 3 SIKOCTi. FTOTOBMIA NikapcbKuii
3aci6. 3MiHM y BUpOOHULTBI. 3MiHa
iMnopTepa/amiHu, L0 CTOCYIOTLCS BUMYCKY cepil
Ta KOHTPOJIH0 SIKOCTi FOTOBOTO NiKapCbKoro
3aco6y (3amiHa abo AopaBaHHA AifbHULI, Ha
SKilA 34iAICHIOETLCA KOHTPO/b/BUNPOBYBaAHHS
cepii) JlogasaHHsA yHKLiT aHaniTUuHe
TecTyBaHHS Npy BUNYCKY [/151 3aTBEPAKEHOrO
BUpo6HMKa Mepk Wapn i Joym B.B.,
Higepnangu/ Merck Sharp & Dohme B.V., the
Netherlands.

220.

AHYMET

TabneTtku, BKPUTI
NNiBKOBOO
o6onoHkoto, no 50
Mr/500 wmr; no 14
TabneTtok y 6nictepi;
no 4 6nictepu B
KapTOHHIA KOopoo6Li

Mepk LWapn i

Jloym IAEA
6X

LLiBeiiuapi
P

MepBWHHA Ta BTOPMHHA
ynakoBka, aHaniTuyHe
TecTyBaHHS Npu BUMYCKY,
[03BiN Ha BUNYCK cepii:
Mepk Wapn i Joym B.B.,
HigepnaHvgn
BupobHMLTBO
Hepo3acoBaHol
npoAykKLuii, aHaniTn4He
TecTyBaHHS Npu BUMYCKY:
Ecika KsiH6opo /limiTes,
Benuka BpuTaHis
MateoH MyepTo Piko, IHK.,
MyepTo Piko, CLWA
MCJ, IHTepHewwHn MveX
(cbinia Cinranyp), CiHranyp
AHaniTMyHe TecTyBaHHS
npw BUNYCKY:
EypodpiHc Bionab CP/1,
ITanisa
TecTyBaHHS CTabiNbHOCTI:
Mepk Wapn i Joym JINC,
CLUA

HigepnaHaun
/

Benuka
BpuTaHis/
CLUA/
Cinranyp/
ITania

BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis:
3MiHn | TURY - AgMIHICTPATUBHI 3MiHW.
BunyyeHHst BUPOGHMYOI AinbHuLi (BKIHOYAKUM
AinbHuui ansa A®I, NpomixXHOro NpoAaykTy abo
rOTOBOrO /iKapCbKOro 3acoby, AiNbHULi Ans
NpoBefeHHA NakKyBaHHS, BUPOGHMKA,
BiANOBiAA/ILHOIO 3a BUMNYCK Cepiii, MicLe
nNpoBeAEeHHS KOHTPOIo cepii) abo
noctadyasibH1Ka BUXiAHOTO MaTepiasy, peareHTy
a60 [0NOMDKHOT PevyoBUHU (SIKLLLO 3a3HAYEHO Y
pocbe) BunyyenHs BupobHuka Posi ®apma
IHpacTpian Cepgicec, C.A., IcnaHis,
BifiNOBifa/IbHOTO 3a NepBMHHE Ta BTOPUHHE
nakyBaHHS FOTOBOrO /likapCbKoro 3acoby. 3MiHn
| TNy - 3MiHK 3 AKOCTi. OTOBWIA NlikapCbKuii
3aci6. KoOHTpOo/ib roTOBOro NiKapcbkoro 3acoby.
3MmiHa napameTpiB cneundikauii Ta/abo
[0MyCTUMUX MEX rOTOBOrO NiKapCbKoro 3acoby
(monoBHeHH:A abo 3aMiHa NokasHukKa
crneungikauii 3a pesynbTatamu LOC/MiLKEHb 3
6e3nekn abo SKOCTI (3a BUHATKOM NliKapCbKuX
3aco06iB 6i0/10r4HOro/iMyHO0rYHOIO
NOXOPKEHHS)) AONOBHEHHS cneuudikalii HoBUM

3a
peyenmom

UA/11003/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

nokasHukom " XpomartorpacdiyHa uictota NDMA
(N-HiTpO30AMMETUNAMIH)" 3 BIANOBIAHUM
MeToA0M BUNPO6YBaHHA. BBefeHHs 3MiH
NpoTArom 3-b0OX MICALIB NICNS 3aTBEPAXKEHHS.
3MiHu | TMNY - 3MiHK 3 SKOCTI. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW y BUPOBHWLTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYIOTLCS BUNYCKY cepil
Ta KOHTPOJIO AKOCTi FOTOBOTO NiKapCbKOro
3aco6y (3amiHa abo AogasaHHA AifbHULI, Ha
SKIV 34IICHIOETBCA KOHTPO/Ib/BUNPOOYBaHHS
cepir)

[lopasaHHsa BUpobHUka EypodpiHc Bionab CP/1,
Bia B, Byossi, 2, 20055, BimogpoHe (MinaH),
ITanis/Eurofins Biolab SRL, Via B, Buozzi, 2,

20055 Vimodrone (Ml), Italy BignoBiganbHoro 3a
aHasTliTMYHe TecTyBaHHA NpU BUMYCKY. 3MiHu |

TMNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHM y BUpOOHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYIOTLCS BUNYCKY cepil
Ta KOHTPOJIIO SAKOCTi FOTOBOTO NMiKapCbKOro
3aco6y (3amiHa abo AogasaHHA AifbHULI, Ha
AKIV 34IICHIOETBCA KOHTPO/Ib/BUNPOBOYBaHHS
cepii) JlogaBaHHA OYHKLiT aHaniTU4He

TECTyBaHHS Npy BUNYCKY A/151 3aTBEPAKEHOIO

BMpo6HMKa Mepk LWapn i fJoym B.B.,

Higepnanaw/ Merck Sharp & Dohme B.V., the

Netherlands.

*y pa3i BHeCEeHHs1 3MiH 00 iHCMPYKYii Npo MmeduYyHe 3acmocyBaHHs

B.o. Haua/ILHUKA

dapmalneBTUYHOr0 yNpaB/IiHHSA

Onekcanpap I'PIIIEHKO
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