MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA
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IIpo fep>kaBHY peecTpaLito
(rlepepeecTpailito) TiKapCbKUX 3aco0iB
(MegUUHUX iIMYHOOi0OTiUHUX
TripernapariB) Ta BHECEHHS 3MiH [0
peecTpaljiiHiX MaTepiaJiiB

BignosigHo g0 cratti 9 3akoHy YkpaiHu «IIpo mikapceki 3acobu»,
nyHKTiB 5, 7, 9, 10 Ilopsaky mepkaBHOI peecTpaliii (repepeecTpallii) JliKapCbKUX
3aco0iB, 3aTBep/pKeHOro 1octaHoBol Kabinery MinicTpiB Ykpainu Bix 26 TpaBHS
2005 poky Ne 376 «lIpo 3atBepgykeHHs Ilopsiaky mepykaBHOI peecTparii
(mepepeectpaiiii) sikapcbkux 3acobiB i po3MipiB 300py 3a iX AeprkaBHY peecTpailito
(epepeecTpaiiito)», ab3aily TpuauAToro miAnyHKTy 10 myHKTY 4 IlomokeHHS Mpo
MiHicTepcTBO 0XOpPOHHU 370pOB’S] YKpaiHU, 3aTBepKeHOro IMocTaHoBo KabiHery
Minictpie Ykpainu Big 25 Gepe3nss 2015 poky Ne 267, Ha mifcTaBi pe3yJbTaTiB
eKCTIePTU3M  PEECTpALlifHMX  MarepiasiB  JiKapcbkuxX  3acobiB  (MeJUYHHMX
iMyHObiosioriyHMX TpernapariB) Ta KOHTPOJIIO SIKOCTi THX, 1110 TO/laHi Ha [lep>KaBHY
peectpauitlo  (mepepeecTpaliio), NpoBeJeHUMX [Jlep)kaBHUM  MiANPUEMCTBOM
«[lep>kaBHUM eKcriepTHUM LieHTp MiHicTepcTBa OXOpPOHM 3[0pOB’Sl  YKpaiHW»,
BUCHOBKIB 1110710 e(eKTHBHOCTi, 0Oe3MeuHoCTi Ta SKOCTi J/iKapCchbKoro 3acoby
(MeguuHOrOo iMyHOOiO/OTiUYHOrO TIperapary), peKoMeHAallil Horo [o aep»kKaBHOI
peecTpaliii (TepepeecTpaliii) Ta BHECEHHsI 3MiH [0 peeCcTpalliiHKUX MaTepiasniB

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCcTH M0 Jlep>KaBHOTO DPeECTPY JiKapChbKuX 3acobiB
YKpaiHM fiKapchbKi 3acobu (MeauuHi iMyHOOiosOTiuHi TIpermapaTH) 3rifgHO 3
riepestikoM (gomaTok 1).

2. IlepepeecTtpyBaTy Ta BHECTH 70 Jlep>KaBHOTO PeECTPY JiKapChKUX 3acobiB
YKpaiHd miKapchKi 3acobu (MeauuHi iMyHoOionoriuHi mperapaTv) 3rigHO 3
riepesikoMm (JOoAaToK 2).

3. BHecTu 3MiHM [0 peecTpauiiHUX MarepiajiB Ta /lep)KaBHOrO peecTpy
miKapcbKux 3acobiB YKpaiHM Ha JKapchkKi 3acobu (MeauuHi imMyHOOiosoriuHi
TriperiapaTH) 3TiJJHO 3 MepeslikoM (JoAaToK 3).



4. BimzMOBUTH Yy [ep>KaBHiM peecTpallii/iepepeecTpaljii Ta BHECEHHI 3MiH [0
peecTpaliiHuX MarepiaiiB Ta [lep)kaBHOTO PeeCTPYy JIiKapChbKUX 3aco0iB YKpaiHu
JiKapcbKUX 3aco0iB 3rifiHO 3 epetikoM (fogaTok 4).

5. KOHTpO/1b 38 BUKOHAaHHSAM LIbOT'O HaKa3y IMOKJ/IaCTH Ha 3acTynmHUKa MiHicTpa
Inuka P.P.

B.o. MinicTpa Y. CYIIPYH



Jopatok 1

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu

08.05.2019 Ne 1030

NMEPENIK

3APEECTPOBAHUX NNIKAPCBbKUX 3ACOBIB (MEAUYHUX IMYHOBIONOIYHNX NPEMAPATIB), SKI
BHOCATbLCA A0 AEP>XXABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Ne Hassa dopma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Pexknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiIBHUKa BUPOOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) NocBi0YeHHs1
1. AnonypPuHon MOPOLLIOK My6niyHe akuioHepHe YkpaiHa Inka IHAjs peecTpauis Ha 5 pokis - He UA/17390/01/01
(cybeTaHuis) y ToBapucTBO "HaykoBo- Na6opaTopi3 nionsi2ae
noAgiliHmx BVMPOGHNYNIA LLEHTP nra.
nonieTnneHoBmx "BopLyariBcbkuii
naketax gns XiMiKo-
thapmaLeBTUYHOro thapmaueBTUYHUIA
3aCTOCyBaHHA 3aBog”
2. AM-ANITEP Tabnetkv no 4 mr/5 TOBAPUCTBO 3 YkpaiHa TOBAPUCT YkpaiHa peecTpauis Ha 5 pokis 3a He UA/17391/01/01
mr, no 10 TabneTok OBMEXEHOHO BO 3 peuenmom niosnsieae
y 6nictepi; no 3 BIANOBIAANBHICTHO OBMEXEH MepioAnyHICTb NOAaHHSA perynsipHo
6nicTepu y nauui HAYKOBO- (e]}0) OHOBJ/IKOBAHOTO 3BIiTYy 3 6e3nekn
BVPOBHUNYA ®IPMA BIANOBIOA BiANOBiAHO 0 MopsaKy 34iACHEHHS
«MIKPOXIM» NbHICTIO hapmakoHarnsgy, 3aTBepixeHoro
HAYKOBO- Haka3oM MiHicTepcTBa 0XOpPOHU
BMPOBHWMY 3/10pOB’A YKpaiHu Big 27 rpyaHsa 2006
A ®IPMA poky Ne 898, 3apeecTpoBaHuii B
«MIKPOXIM MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
» 2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHU 3[,0pOB’A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKaMM,
3a3Ha4YeHVMU y NepioanMYHOCTI NOAAHHS
PEerynsipHMx 3BiTiB 3 6e3neKku
3. AM-ANITEP Tabnetkv no 4 mr/10 TOBAPUCTBO 3 YkpaiHa TOBAPUCT YkpaiHa peecTpauis Ha 5 pokis 3a He UA/17391/01/02
mr, no 10 TabneTok OBMEXEHOHO BO 3 peuyenmom niossieae
y 6nictepi; no 3 BIANOBIAANBHICTHO OBMEXEH MepioAnyHICTb NOAAHHSA PErynspHO
6nictepu y nauui HAYKOBO- (e]}0) OHOBJIIOBAHOrO 3BiTY 3 6e3neKku
BVPOBHUNYA ®IPMA BIANOBIOA BiANOBIAHO 0 MNopsAaKy 3A4iCHEHHA
«MIKPOXIM» NBHICTHO hapmakoHarnagy, 3atBepiKeHoro
HAYKOBO- Haka3oM MiHicTepcTBa OXOPOHU
BNPOBHWY 300pOB’A YKpainu Big 27 rpyaHa 2006
A ®IPMA poky Ne 898, 3apeecTpoBaHuii B
«MIKPOXIM MiHicTepcTsi tocTuLii YKpainu 19 rpyaHs
» 2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHW 3[40POB’A
YKpaiHu Bif 26 BepecHsi 2016 poky Ne
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BiANOBIAHO A0 MNopsAaKy 34iACHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro
Haka3oM MiHicTepcTBa OXOPOHMN
3/10pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19 rpygHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHUW 340P0B'S
YKpaiHu Big 26 BepecHsi 2016 poky Ne

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
996), CTaHOBUTL: 3riAHO 3i CTPOKaMu,
3a3HaYeHMK y NepiognyHOCTi NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku
4, AM-ANITEP TabneTku no 8 mr/5 TOBAPUCTBO 3 YkpaiHa TOBAPUCT YkpaiHa peecTpauis Ha 5 pokis 3a He UA/17391/01/03
mr, no 10 TabneTok OBMEXEHOHO BO 3 peuenmom niosnsieae
y 6nictepi; no 3 BIANOBIAANBHICTHO OBMEXEH MepioAnyHICTb NOAaHHSA perynsipHo
6nicTepu y nauui HAYKOBO- (e]}0) OHOBJ/IHOBAHOTO 3BIiTYy 3 6e3nekn
BVPOBHUNYA ®IPMA BIANOBIOA BiANOBiAHO 0 MopsaKy 34iACHEHHS
«MIKPOXIM» NbHICTIO hapmakoHarnsgy, 3aTBepiXeHoro
HAYKOBO- Haka3oM MiHicTepcTBa 0XOpPOHU
BMPOBHWNY 3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006
A ®IPMA poky Ne 898, 3apeecTpoBaHuii B
«MIKPOXIM MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
» 2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 3[,0pOB’A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamMM,
3a3HayYeHVMU y NepiognMYHOCTI NOAAHHS
PErynsipHMx 3BiTiB 3 6e3neku
5. AM-ANITEP Tabnetku no 8 mr/10 TOBAPUCTBO 3 YkpaiHa TOBAPUCT YkpaiHa peecTpavuis Ha 5 pokis 3a He UA/17391/01/04
mr, no 10 TabneTok OBMEXEHOHO BO 3 peuyenmom niossieae
y 6nictepi; no 3 BIANOBIAANBHICTHO OBMEXEH MepioAnYHICTb NOAAHHSA PErynsapHO
6nictepu y nauui HAYKOBO- (e]}0) OHOBJIIOBAHOrO 3BiTY 3 6e3neKku
BUPOBHUNYA ®IPMA BIANOBIOA BiANOBIAHO 0 MopsAaKy 3AiCHEHHA
«MIKPOXIM» NBHICTHO hapmakoHarnagy, 3atBepiXeHoro
HAYKOBO- Haka3oM MiHicTepcTBa OXOPOHU
BNPOBHWY 300pOB’A YKpaiHu Big 27 rpyaHa 2006
A ®IPMA poky Ne 898, 3apeecTpoBaHuii B
«MIKPOXIM MiHicTepcTsi tocTuLii YKpainu 19 rpyaHs
» 2016 poky 3a Ne 1649/29779 (y pegaxuii
Hakasy MiHicTepcTBa OXOPOHW 3[40POB’A
YkpaiHu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTpOKamMu,
3a3HaYeHMK y NepiognyHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neku
6. BAKTIANIC Masb 2% no 15ry TOB "OKNMN YKkpaina TOB "AKNM Ykpaina peecTpauist Ha 5 pokis 3a He UA/17392/01/01
Ty6i; no 1 Ty6i B "bapmaueBTnyHa "papmaueBT peuyenmom niossieae
navui thabpuka" nyHa MepioAnYHICTL NOAaHHA perynsipHo
habpuka" OHOBJIHOBAHOrO 3BiTY 3 6Ge3neKku
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OHOBJ/IKOBAHOTO 3BIiTYy 3 6e3nekn
BiANOBIAHO A0 MNopsAaKy 34iACHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro

Haka3oM MiHicTepcTBa OXOPOHMN

3/10pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19 rpygHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHUW 340P0B'S
YKpaiHu Big 26 BepecHsi 2016 poky Ne

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
996), CTaHOBUTL: 3riAHO 3i CTPOKaMu,
3a3HaYeHMK y NepiognyHOCTi NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.
7. EMOKNOT NMOPOLLIOK Ta KEAPIOH C.M.A. ITanisa KEAPIOH ITanisa peecTpauis Ha 5 pokis 3a He UA/17394/01/01
PO3UYMHHWK ANs C.N.A. peuenmom niosnsieae
po34nHYy AN MepioAnyHICTb NOAaHHSA perynsipHo
iHdpysiin, 500 MO/10 OHOBJ/IHOBAHOTO 3BIiTYy 3 6e3nekn
m/1; no 500 MO y BiANOBiAHO 0 MopsaKy 34iACHEHHS
nakoHi Nel y hapMakoHarnagy, 3aTBepaXeHoro
KOMMJ/IEKTI 3 Haka3oM MiHicTepcTBa 0XOpPOHU
PO34MHHKKOM (BOAa 3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006
A8 iH ekyin) no 10 poky Ne 898, 3apeecTpoBaHuii B
My donakoHi Nel Ta MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
Habopom ansa 2016 poky 3a Ne 1649/29779 (y pegakuii
PO3YMHEHHS i Haka3y MiHicTepcTBa OXOPOHU 3[,0pOB’A
BBEJEHHSA Y Ykpainu Big 26 BepecHs 2016 poky Ne
KapTOHHI KOpooLi 996), CTaHOBUTbL: 3rigHO 3i CTPOKamMM,
3a3HayYeHVMU y NepiognMYHOCTI NOAAHHS
PErynsipHMx 3BiTiB 3 6e3neku
8. EMOKNOT NOPOLLIOK Ta KEAPIOH C.M.A. ITania KEAPIOH ITanis peecTpavuis Ha 5 pokis 3a He UA/17394/01/02
PO3YMHHKK Ans C.N.A. peyenmom nionsi2ae
PO34nHY AN1A MepiognyHICTb NOAaHHA PerynspHo
iHcpysiin, 1000 OHOBJIIOBAHOrO 3BiTY 3 6e3neKku
MO/10 mn; no 1000 BiANOBIAHO 0 MopsAaKy 3AiCHEHHA
MO y hnakoHi Nely thapmakoHarnagy, 3aTsepaxeHoro
KOMMNEKTi 3 Haka3oM MiHicTepcTBa OXOPOHU
PO34YMHHKKOM (BOAA 300pOB’A YKpaiHu Big 27 rpyaHa 2006
ONs iH ekyiin) no 10 poky Ne 898, 3apeecTpoBaHuii B
My dhnakoHi Nel ta MiHicTepcTsi tocTuuii Ykpainu 19 rpyaHsa
Habopom ans 2016 poky 3a Ne 1649/29779 (y pegaxuii
PO3UYNHEHHS | Hakasy MiHicTepcTBa OXOPOHW 3[40POB’A
BBELIEHHA Y YkpaiHu Bif 26 BepecHst 2016 poky Ne
KapTOHHI KOpoo6Li 996), CTaHOBUTL: 3riAHO 3i CTpOKamMu,
3a3HaYeHMK y NepiognyHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neku
9. IPBATA/-H 150 Tabnetkn no 150 Anembik IHais Anemoik IHgis peecTpauist Ha 5 pokis 3a He UA/17395/01/01
Mr/12,5 mr Ne 100 dapmac'toTikenc dapmac'oTik peuyenmom niossieae
(10x10) y 6nicTepax Nimiten enc fliviteq MepioAnYHICTL NOAaHHA perynsipHo
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
996), CTaHOBUTL: 3riAHO 3i CTPOKaMu,
3a3HaYeHMK y NepiognyHOCTi NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.
10. IPBATA/-H 300 Tabnetku no 300 AneMOBIK IHgis AnemMO6IK IHAjs peecTpauis Ha 5 pokis 3a He UA/17395/01/02
Mr/12,5 mr Ne 100 dapwmac'toTikenc dapmac'ioTik peuenmom niosnsieae
(10x10) y 6nicTepax Nimiteq enc Nimiteq, MepioAnYHICTb NOAAHHST PEryISAPHO
OHOBJ/IIOBAHOrO 3BiTY 3 6e3nekn
BiANOBiAHO 0 MopsaKy 34iACHEHHS
hapmakoHarnsgy, 3aTBepiXeHoro
Haka3oM MiHicTepcTBa 0XOpPOHU
3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 3[,0pOB’A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamMM,
3a3HayYeHVMU y NepiognMYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
11. KNOTPUMA3ON KpUcTanivyHmi ToBapucTso 3 YkpaiHa ONOH ITanis peecTpavuis Ha 5 pokis - He UA/17396/01/01
MOPOLLIOK obmexeHoro C.N.A. nionsi2ae
(cybeTaHuis) y BiANOBiAA/IbHICTIO
naketax nogginHuUx "®apmaueBTuyHa
nonieTuneHoBmxX KomnaHis "3g0pos'a"
ans
chapmaLeBTUYHOIo
3aCTOCYBaHHS
12. METOK/IONPAMI | kpucTasiyHuii ToBapucTBo 3 YkpaiHa AHdap IHais peecTpauis Ha 5 pokis - He UA/17399/01/01
ay NnopoLUoK abo 06MEXEHO NabopaTopi3 nionsieae
rigpoxnorup KpucTanm Bi4NOBiAA/IbHICTIO (m nTg
MOHOrIAPAT (cybcTaHuis) y "bapmaueBTnyHa
noABiNHNX KomnaHis "30pos'a”
nonieTNeHoBux
naketax gns
hapmaLeBTUYHOro
3aCTOCyBaHHSA
13. NMEMETPEKCE], NOpPOLLOK A/1A Akkoppg, Xenckea Benuka BUPOGHULTB IHais/ peecTpauis Ha 5 pokis 3a He UA/17400/01/03
AKKOPL KOHUeHTparty A/1s Nimviten BpuTtaHis 0, KOHTPOJ/1b Benuka bBpuTaHis peyenmom nionsi2ae
pO34nHy AN1A AKOCTI, MepiognyHICTb NOAAaHHA PerynsipHo
iHcpysiii no 1000 mr, nepBrHHE Ta OHOBJIHOBAHOrO 3BiTY 3 6e3neku
no 1 conakoHy B BTOPVHHE BiANOBIAHO A0 MOopsAKY 34iACHEHHS
naui nakyBaHHS chapmakoHarnsgy, 3aTBepmkeHoro
IHTac Haka3oM MiHicTepcTBa OXOpPOHM
dapmacbioTi 370pOB’A YKpaiuu Bif 27 rpyaHa 2006
Kan3 poky Ne 898, 3apeecTpoBaHuii B
Nimites, MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
IHAis; 2016 poky 3a Ne 1649/29779 (y pepaxuii

BTOPUHHE

Haka3y MiHicTepcTBa OXOPOHW 30POB'st
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
nakyBaHHs: Ykpainu Big 26 BepecHs 2016 poky Ne
AkKopp, 996), CTaHOBUTbL: 3rigHO 3i CTPOKaMM,
Xenckea 3a3Ha4YeHVMU y NepioanMYHOCTI NOAAHHS
Nimites, perynsipHux 3BiTiB 3 6e3neku
Benuka
BpitaHis;
BignoBigab
HWiA 3a
BUMYCK Cepii:
Akkopa
Xenckea
Nimiten,
Benvka
BpuTaHis
14. MNEMETPEKCEQ, NOPOLLIOK ANs Ans Akkoppg, Xenckea Benvka BVPOGHMLTB IHpis/ peecTpauisf Ha 5 pokis 3a He UA/17400/01/02
AKKOPL, KOHLeHTpaTy Ans Nimiten BpuTaHis 0, KOHTPO/Tb Benuka BpuTaHis peyenmom nionsizae
pO34nHy AnA AKOCTI, MepiognyHICTb NoAaHHA PerynspHo
iHcpysiin no 500 mr y nepBuHHE Ta OHOB/IOBAHOIO 3BIiTY 3 6e3nekn
dhnakoHax, no 1 BTOpWHHE BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
chnakoHy y nauji nakyBaHHs chapmakoHarnsgy, 3aTBepAXeHoro
IHTac Haka3oM MiHicTepcTBa OXOPOHMN
dapmacbHoTi 3040pOB’A YKpaiuu Big 27 rpyaHa 2006
Kan3 poky Ne 898, 3apeecTpoBaHuii B
Nimitea, MiHicTepcTBi tocTuLii Ykpainn 19 rpyaHs
IHAis; 2016 poky 3a Ne 1649/29779 (y pegaxuii
BTOPUHHE Hakasy MiHicTepcTBa 0XOPOHU 340PO0B’SA
nakyBaHHA: Ykpainu Big 26 BepecHsa 2016 poky Ne
AKkopA, 996), CTaHOBUTL: 3riAHO 3i CTPOKaMu,
Xenckea 3a3HaYeHMK y NepiognyHOCTI NOAaHHS
Nimitea, perynsipHux 3BiTiB 3 6e3neku.
Benvka
BpitaHis;
Bignosigaib
HWiA 3a
BMNYCK cepil:
AKKOp4
Xenckea
Nimites,
Benvka
BpuTaHis
15. NMEMETPEKCE], NOPOLUOK A5 ANns Akkoppg, Xenckea Benuka BUPOGHMLTB IHais/ peecTpauis Ha 5 pokis 3a He UA/17400/01/01
AKKOPA, KOHUeHTparty A/1s Nimiteq BpuTtaHis 0, KOHTPO/1b Benuka BpuTaHis peyenmom nionsi2ae
PO34nHY AN1A AKOCTI, MepiognyHICTb NOAaHHA PerynspHo
iHchysiii no 100 mr y nepBrHHe Ta OHOBJIIOBAHOrO 3BiTY 3 6e3neKku
hnakoHax, no 1 BTOPVHHE BiANOBIAHO 0 MNopsAaKy 3AiCHEHHA
ch/1akoHy y nadui nakyBaHHS chapmakoHarnsgy, 3aTBepaxeHoro
IHTac Haka3oM MiHicTepcTBa OXOpPOHM

PapmacbioTi

340poB’A YKpainu Big 27 rpyaHa 2006
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
Kan3 poky Ne 898, 3apeecTpoBaHuii B
Nimites, MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
IHAis; 2016 poky 3a Ne 1649/29779 (y pepaxuii
BTOPUHHE Hakasy MiHicTepcTBa OXOPOHW 340POB’A
nakyBaHHs: YkpaiHu Bif 26 BepecHsi 2016 poky Ne
Akkopa 996), cTaHOBUTL: 3riAHO 3i CTPOKamMu,
Xenckea 3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
Nimites, perynspHux 3BiTiB 3 6e3neku.
Benuka
BpitaHis;
Bignosiganb
HWiA 3a
BUMYCK Cepii:
Akkopg,
Xenckea
Nimitea,
Benuka
BpuTtaHis
16. MNPOKAIHY KpucTanivyHmi MprBaTHE akuioHepHe YkpaiHa UyHUjiH Kutaii peecTpauis Ha 5 pokis - He UA/17401/01/01
rigpoxnorup NnopoLUoK abo TOBapuCTBO “Jlekxim — CaycBecT niosnsieae
Kpuctanu Xapkis” No.2
(cybeTaHuis) y dapmacbHoTi
nakeTtax 3 nsiBku Kan dekropi
nonieTuneHoBoi Ans Ko., N1a4,.
thapmaueBTUYHOro
3acTOCyBaHHSA
17. PITOCCE cvpon no 200 mn 'y MpAT YkpaiHa diTodhapm Monbwa peecTpauisf Ha 5 pokis 6e3 nionsi2ae UA/17402/01/01
NOoAOPOXHUK chnakoHi; no 1 "apmaueBTNYHa KneHka C. peyenma
dNakoHy 3 MipHUM dipma "OapHuus” A. MepioAnYHICTb NOAAHHS PErynsapHO
CTakaH4YMKOM B OHOB/IOBAHOIO 3BIiTY 3 6e3nekn
navuyi BiANOBIAHO A0 MNopsAaKy 34iACHEHHSA
chapmakoHarnsgy, 3aTBepaAXeHoro
Haka3oM MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3sy MiHicTepcTBa 0XOPOHU 340PO0B’SA
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamM,
3a3HaYeHMMK y NepiognyHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
18. TA®PIKCUN TabneTku, BKPUTI dapma basapis Moptyranis NabiaHa IcnaHis peecTpavuis Ha 5 pokis 3a He UA/17403/01/01
nAiBKOBOO IHTepHauioHan (Pbl) dapmauesTi peuyenmom nionsi2ae
MopTyranis, FOHiN. Kasc, CJLY. MepioAnYHICTb NOAAHHST PETYIAPHO

060/10HKOH0, Mo 500
Mmr, no 10 TabneTok
y 6nicTepi, no 2, 3, 6

abo 10 6nictepiB y

Npa.

OHOBJ/IIOBAHOrO 3BITY 3 6e3nekn
BiANOBIAHO A0 MopsiAKy 34iACHEHHS
chapmakoHarnsgy, 3aTBepmkeHoro
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
KapTOHHI ynakoBLii

Haka3oM MiHicTepcTBa 0XOpPOHU
3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 3[,0pOB’A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamM,
3a3Ha4YeHVMU y NepiofnMYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

HavyanbHUK Bigainy 3 nutaHb (papmaleBTUYHOI
BIANbHOCTI lenapTamMeHTy BNnpoBag)XeHHA pedhopm T.M. JIACKOBCbKUM




Jopatok 2

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu

08.05.2019 Ne 1030

NMEPENIK

NMEPEPEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHUNX IMYHOBIONOIN4YHUX NMPEMNAPATIB), AKI BHOCATbLCA A0
DEPXXABHOIO PEECTPY NIKAPCbKUX 3ACOBIB YKPAIHUN

Ne Hassa dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as8HU BUPOGHUKa Bionycky aHHs1 peecmpayjitiHo2
3acoby yrnakoska) Ka 0 MNocBiOYeHHs
AJEHOMA-TPAH | rpanynun, no 10ry MpAT YkpaiHa MpAT YkpaiHa MepepeecTpauis Ha HEOBMEXEHWNI TEPMIH. 6e3 He UA/8296/01/01
neHani abo y "HaujioHanbHa "HaujioHasibHa peyenma niossieae
chnakoHi 3 KPULLIKOIO; romeonatuyH romeonatuyH MepiofnyHICTb NOAAHHS PErynsipHO OHOB/HOBAHOTO
no 1 neHany a6o a Cninka" a Cninka" 3BITY 3 6e3neku BignosigHO A0 MNopsaaKy 34iCHEHHSA
dhnakoHy B naui 3 chapmakoHarnsgy, 3aTBepAXeHoro Hakasom
KapToHY MiHicTepcTBa OXOPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
tocTuuil Ykpainum 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa OXOPOHU
340poB’A Ykpaiuu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3HaveHnmn y
nepiognYHOCTI NOAAHHA peryisipHUX 3BiTiB 3 6e3neKu.
AMBPOKCON Tabnetku no 30 mr, MAT Ykpaina MAT YkpaiHa MepepeecTpauis Ha HEOOMEXEHN TEPMIH. 6e3 nionsieae UA/2084/01/01
no 10 Tabnetok y "Kuismegnpen "Kuismegnpen 3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta peyenma

6nictepi; no 2
6nictepn y nayui

apat”

apat”

hapmakoHarnsgy. 3MiHu y KOpoTkili xapakTepucTui
NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLT
ANA MeANYHOrO 3aCTOCYBaHHS
reHepuYHNX/ribpraHNX/6ionoaiGHNX Nikapcbkmx 3acobis
nicns BHECEHHS Tiel camol 3MiHN Ha pedyepeHTHWi
npenapar (3mMiHa He NoTpebye HafaHHA XOLHUX HOBUX
[04aTKOBUX JaHuX) - 3MiHWU BHECEHO A0 iHCTPYKLT Ans
MEeAMYHOro 3acToCyBaHHS NiKapcbKoro 3acoby Ao
po3giniB "®apmakonoriyHi BnactneocTi”, "OcobnnBoCTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHA Ta 4o3mn",
"Mo6iuHi peakwyii" BigNoBigHO A0 iHdopmauil
pedhepeHTHOro fikapcbkoro 3acoby (JTJASOJIBAH®,
Tabnetku no 30 mr).

MepiognyHIiCTL NOAAHHA PerysiApHO OHOBJ/IOBAHOIO
3BiTy 3 6e3Mneku BignosiaHO A0 MopsiaKy 34iCHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
rocTuuil Ykpainu 19 rpygHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa OXOPOHU
34,0p0oB’s YKpaiHu Big 26 BepecHst 2016 poky Ne 996),
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Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asa8HU
Ka

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayjitiHo2
0 Mocsi0O4YeHHs1

CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3HaveHnmn y
nepiognYHOCTI NOAAHHA peryssipHUX 3BiTiB 3 6e3neKu.

BI®OHAN-
3/0POB'S

renb, 10 mr/rno 15 r
y Ty6i; no 1 Ty6i B
KapTOHHIA KOpooLi

ToBapucTBO 3
0bMexeHoto
BignoBigasbHi
cTH0
"®apmaueBTn
YHa KOMMNaHis
"3popos'a”

YkpaiHa

ToBapucTso 3
0bMexeHot
BignoBigasbHi
CTHO
"®apmauesTn
YHa KOMMNaHis
"3popos'a”

Ykpaina

MepepeecTpauis Ha HEOOMEXEHN TEPMIH.
3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KopoTkili XxapakTepucTuLi
NiKapcbKOro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLiT
ANA MeAUYHOro 3aCTOCYBaHHS Ha NiAcTasi perynsapHo
OHOBJ1HOBAHOrO 3BiTY 3 6e3MeKkun NiKapcbkoro 3acoby,
abo gocnimkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKoro
3acoby B mic/iApeecTpaviiiHvii nepiod, abo sk
pe3ynbTaT OLiHKM 3BIiTY 3 AOCNIMKEHb, NPOBEAEHNX
BiANOBIAHO A0 NnaHy negiatpuyHux gocnimpkerb (PIP)
(3MiHy y3rokeHo 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) - 3MiHV BHECEHI [0 iIHCTPYKUiT ans
MEeAMYHOro 3aCTOCYBaHHS MiKapCbKoro 3acoby y
po3ginu: "MNpoTunokasaHHs", "B3aemogis 3 iHWnMm
nikapcbkMKU 3acob6amMu Ta iHLWi BUAY B3aeMOLiiA",
"Oco6nMBOCTI 3acTocyBaHHA", "3acTocyBaHHs Yy nepiog,
BariTHoCTi abo rogyBaHHs rpyaa”, "3aarTHicTb
BM/IMBATW Ha LUBMAKICTb peakLii Npy KepyBaHHI
aBToTpaHcnopToM abo iHWMMKN MexaHismamu', "Cnocié
3acTocyBaHHs Ta go3n” (iHhopmauis 3 6e3nekn),
"Mepepo3yBaHHsa", "Mo6IYHI peakuii” Bi4NOBIAHO A0

OHOB/EHOT iH(hopMaLii 3 6e3nekn Ailo4oi peyoBUHU.

MepiofnyHICTb NOAAHHS PErynsipHO OHOB/IOBAHOTO
3BITY 3 6e3neku BignosigHO A0 MNopsaaKy 34iCHEHHSR
chapmakoHarnsgy, 3aTBepAXeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
tocTuuil Ykpainum 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa OXOPOHU
340poB’A Ykpainu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3HaveHnmn y
nepiognYHOCTI NOAAHHA perysisipHUX 3BiTiB 3 6e3neKu.

6e3
peyenma

niossieae

UA/2391/01/01

BEH/NA®AKCUH-
3H

Tabnetkn no 37,5
mr; no 10 TabneTok
y 6nicTepi, no 3 abo
5 6nictepiB y
KOpPOO6Lii 3 KApTOHY

ToBapucTBO 3
06MeXeHoto
BignoBigasIbHI
CTio
"XapkiBCcbke
hapmaveBTny
He
nigNpPUEMCTBO
"380poB'a
Hapoay"

Ykpaina

ToBapucTso 3
0bMeXxeHoto
BignoBigasIbHI
CTIO
"XapkiBcbke
thapmaueBTny
He
nignpueMcTBo
"340poB'a
Hapoay"

Ykpaina

MepepeecTpauis Ha HEOOMEXEHN TEPMIH.
3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili XxapakTepucTuui
NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
ANA MeAUYHOro 3acTOCYBaHHS Ha NiAcTasi perynsapHo
OHOBJIHOBAHOrO 3BiTY 3 6€3Mekun NiKapcbkoro 3acooby,
abo gocnigkeHb 3 6e3nekn 3acToCyBaHHS MikapCbKoro
3aco0y B mic/isApeecTpaviiiHvii nepiod, abo sk
pe3ynbTaT OLiHKM 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
BiANOBIAHO A0 NnaHy negiatpuyHux gocnimkerb (PIP)
(3MiHy y3rokeHo 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom) - 3MiHW BHECEHO A0 IHCTPYKLUIi Ans
MEeAMYHOro 3acToCyBaHHA NiKapCbKoro 3acoby ao

3a
peyerimom

He
nionsieae

UA/13809/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asa8HU
Ka

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayjitiHo2
0 Mocsi0O4YeHHs1

po3ginis "lNpoTmnokasaHHA", "MobiuHi peakuii”,
"Mepepo3yBaHHA", "3acTocyBaHHSA Y nepiog, BariTHOCTI
abo rogyBaHHA rpyaar” (YTouHeHHs iHdhopmadi),
"Oco611BOCTI 3aCTOCYBaHHS" BigMoBigHO A0
OHOB/EHOT iHthopMaLlii 3 6e3neku Ailo4oi PeYOBUHU.

MepiognyHICTb NOAAHHS PErynNsiPHO OHOB/THOBAHOTO
3BiTy 3 6e3Mneku BignoBiaAHO A0 MNopsaKy 34iiCHEHHS
thapmakoHarnsy, 3aTBepKeHOro Hakasom
MiHicTepcTBa 0XOpOHY 340POB’S YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
rocTuuii Ykpainu 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakaly MiHicTepcTBa OXOPOHM
370p0B’A YKpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTPOKaMu, 3a3Ha4YeHUMU Y
nepiogNYHOCTI NOAAHHSA PerysipHUX 3BiTiB 3 6E3NEKN.

BEH/TA®AKCUH-
3H

TabneTk no 75 mr;
no 10 Tabnetok y
6nicTepi, no 3 abo 5
6nictepis y Kopobui
3 KapTOHY

ToBapucTBo 3
06MexeHo
BignoBigasbHi
cTHO
"XapkiBCcbke
hapmavneBTuy
He
nigNPUEMCTBO
"3p0poB'a
Hapogy"

YkpaiHa

ToBapucTso 3
06MexeHo
BignoBigasbHi
CTH
"XapkiBCcbke
thapmaueBTUy
He
nignpueMcTBo
"3a0poB'a
Hapogy”

YKpaiHa

MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH.
3MiHn Wwopao 6esnekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KopoTkili XxapakTepucTuui
nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
L1 MeQUYHOro 3aCToCyBaHHA Ha NigcTasi perysispHo
OHOBJ/IHOBAHOTO 3BIiTY 3 6e3neku flikapcbKoro 3acoby,
abo pgocnimkeHb 3 6e3neky 3acToCyBaHHS NikapCbKoro
3acoby B nicrsApeecTpaviiiHnii nepiod, abo sk
pe3ynbTaT OLiHKK 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
Bi4NOBIAHO A0 NnaHy negiatpuyuHux gocnimxkers (PIP)
(3MiHY Y3rof)eHo 3 KOMNETEHTHNM YMOBHOBaXKEHUM
opraHom) - 3MiHVM BHECEHO [0 iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA NikapCbkoro 3acoby Ao
po3ginis "MpoTunokasaHHsA", "MobivHi peakuii”,
"Mepeno3yBaHHA", "3acTocyBaHHA y nepiog BariTHOCTi
abo roayBaHHs rpyaa” (YToOUHeHHs iHopmadii),
"Oco611BOCTI 3acTOCyBaHHSA" BignoBigHO A0
OHOBJIEHOT iHdhopMaLiii 3 6e3neku Ailo4oi peHoBUHY.

MepiognyHICTb NOAAHHSA PEryIipHO OHOBJ/IIOBAHOIO
3BiTy 3 6e3neku BignoBigHO A0 MNopsaaKy 34iiCHEHHS
chapmakoHarnsgy, 3aTBepAXXeHOro Hakasom
MiHicTepcTBa 0OXOpPOHY 340POB’S YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
tocTuuii Ykpainun 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa OXOPOHM
340poB’A Ykpaiu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3HaveHUMn y
nepiognYHOCTI NoJaHHS perynsipHuxX 3BiTiB 3 6e3neku.

3a
peyenmom

He
niossieae

UA/13809/01/02

BEHOCMIN

Kancynu no 200 mr
no 10 kancyny
6nicTepi, no 6 a6o 9

®aec dapma,
C.A.

IcnaHis

Paec dapma,
C.A.

IcnaHis

MepepeecTpalis Ha HeoObMeXeHW TepMIH
3MiHM Woao 6e3nekn/edpekTUBHOCTI Ta
dhapmakoHarnsgy. 3MiHu y KOpOTKili XapakTepucTuui

3a
peyenmom

He
nionsieae

UA/9600/01/01




n/n

Hasga

dopma sunycKy

3asBHUK

KpaiHa
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JliKapcbKo20
3acoby

(nikapcbka chopma,
ynakoska)
6nicTtepiB y

Bupo6Huk
3asA8HU

Ka

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu

Bionycky aHHs1

Peknamys

Homep
peecmpayjitiHo2

BONMIOTEH3®

KapTOHHilA KOopooLi

pO34nH ANs iHdYysii

TOB "tOpis-

YkpaiHa

CepymBepk

HimeyunHa

nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
0719 MEeAUYHOrO 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
AaHVIMU 3 SIKOCTi, AOKTIHIYHUMM, KNIHIYHUMW faHUMK Ta
AaHuMu 3 hapMakoHarnsgy - 3MiHM BHECEHO A0
IHCTPYKU|i 418 MEeANYHOTO 3aCTOCYBaHHS NikapCbKoro
3acoby A0 po3ginis "dapmakoTepaneBTUYHa rpyna”
(yTOuHEHHs TekcTy 6e3 3miHu kogy ATX),
"®apMakonoriyHi BnactnsocTi" (yTOUHEHHS
iHdhopmadii), "OcobnmnBoCTi 3acTOCyBaHHA",
"3acTocyBaHHs y nepiof BariTHOCTI Ta roflyBaHHs
rpyaar” (YTouHeHHs iHdhopmadii) BignosigHo Ao
marepianiB peecTpauiiHoro f0cCheE.

MepiognyHICTb NOAAHHS PErynsipHO OHOB/THOBAHOTO
3BiTy 3 6e3neKu BigNoBigHO A0 MopsAKY 34iCHEHHS
chapmakoHarnsgy, 3aTBepAKeHOro Hakasom
MiHicTepcTBa OXOPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
rocTuuii Ykpainu 19 rpygHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa OXOPOHU
340poB’A Ykpaiuu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMu, 3a3HaveHnmn y
nepiogNYHOCTI NOAAHHA perynsipHUX 3BiTiB 3 6e3neKu.

0 NMNoCcBIOYEHHS

no 500 mny
nAsLwkKax

Papm”

BepHb6ypr Al

MepepeecTpauis Ha HEOOMEXEHNA TEPMIH.
3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta
papmakoHarnsgy. 3mMiHa y KopoTkili XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
ANA MeAUYHOro 3aCTOCYBaHHS Ha NiAcTasi perynsapHo
OHOBJ1HOBAHOrO 3BiTY 3 6€3MeKkun NiKapcbkoro 3acoby,
abo gocnimkeHb 3 6e3neky 3acToCyBaHHS MikapCbKoro
3acoby B mic/ispeecTpaviiiHvii nepiod, abo sk
pe3ynbTaT OLiHKM 3BIiTY 3 AOCNIMKEHb, NPOBEAEHNX
BiANOBIAHO A0 NnaHy negiatpuyHux gocnimpkerb (PIP)
(3MiHy y3rokeHo 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) - 3MiHW BHECEHO [0 IHCTPYKLi y po3aiiv
"B3aemogis 3 iHWVMK fikapCbkumm 3acob6amm Ta iHLwi
BVAM B3aemogiin”, "OcobmMBOCTi 3acTocyBaHHS",

"Mepepo3yBaHHsa", "Mo6IYHI peakuii” Bi4NOBIAHO A0
OHOB/EHOT iH(hopMaLlii 3 6e3nekn Ailo4oi peyoBUHU.

MepiofnyHICTb NOAAHHS PErynsipHO OHOB/HOBAHOTO
3BITY 3 6e3neku BignosigHO 0 MNopsaaKy 34iCHEHHS
chapmakoHarnsgy, 3aTBepAXeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
tocTuuil Ykpainm 19 rpyaHsa 2016 poky 3a Ne

1649/29779 (y pepakuii Haka3y MiHicTepcTBa OXOPOHU

3a He
peyenmom nionsizae

340poB’A Ykpainu Bif 26 BepecHs 2016 poky Ne 996),

UA/13338/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asa8HU BUPOGHUKA Bionycky aHHs1 peecmpayjitiHo2
3acoby ynakoska) Ka 0 NocBi04YeHHs
CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3HaveHnmn y
nepiognYHOCTI NOAAHHA peryssipHUX 3BiTiB 3 6e3neKu.
8. rPyvn-reAH rpaHynun, no 10ry MpAT YkpaiHa MpAT YkpaiHa MepepeecTpaLis Ha HEOOMEXEHUA TEPMIH. 6e3 niossieae UA/8300/01/01
neHani abo y "HaujioHanbHa "HaujioHasibHa peyenma
chnakoHi 3 KPULLIKOHO; romeonatuyH FomeonaTnuH MepiofnyHICTb NOAAHHS PErynsipHO OHOB/IOBAHOMO
no 1 neHany a6o a Cninka" a Cninka" 3BITY 3 6e3neku BignosigHO 0 MNopsaaKy 34iCHEHHSA
dhnakoHy B naui 3 chapmakoHarnsgy, 3aTBepAXeHoro Hakasom
KapToHY MiHicTepcTBa OXOPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
tocTuuil Ykpainm 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa OXOPOHU
340poB’A Ykpainu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3HaveHnmn y
nepiognYHOCTI NOAAHHA peryssipHUX 3BiTiB 3 6e3neKu.
9. AEKCINAHT® Kancynm 3 Takega CLA BVMPOGHMLTBO Anonis/ MepepeecTpavis Ha 5 pokiB 3a He UA/13660/01/01
MoAnddiKoBaHUM PapmacbioTika Hepo3dacoBa Ipnangis/ 3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta peyenmom niossieae
BMBINIbHEHHSIM nc CLA, IHk HOI NPOAYKLUT: ITania hapmakoHarnsgy. 3MiHu y KOpoTkili xapakTepucTui
TBepai no 30 Mr no Takepa NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLT
14 kancyn y dapmacbloTika 0719 MEeAUYHOI0 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
6nictepi; no 1 abo n KomnaHi OaHUMK 3 SKOCTi, AOKNIHIYHUMU, KNIHIYHUMY faHUMKU Ta
no 2 6nictepu B NimiTea, LaHuMK 3 dhapmakoHarnsay - 3MiHM BHECEHO 40
KapTOHHIA KopoobLi AnoHis; IHCTPYKLi 419 Me4NYHOro 3aCTOCYBaHHSA NiKapCbKoro
BUPOGHMLTBO 3acoby Ao po3zinis "Oco6/MBOCTI 3aCTOCYBaHHS",
Hepo3dacoBa "iTn" BigNOBIAHO A0 MaTepiasiB peecTpauiniHoro
HOI NpOAYKUiT: [LOCbE.
Takega
IpnaHgia N7a, MepiognyHICTb NOAAHHA PerynsipHO OHOB/IOBAHOIO
Ipnangis; 3BiTy 3 6e3neku BignoBigHO 0 MNopsaaKy 34iiCHEHHS
nepBuHHE Ta chapmakoHarnsgy, 3aTBepAXXeHOro Hakasom
BTOPVHHE MiHicTepcTBa 0XOpPOHY 340POB’S YKpaiHu Big, 27 rpyaHs
nakyBaHHs, 2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepcTBi
[03BiN Ha rocTuuii Ykpainun 19 rpyaHsa 2016 poky 3a Ne
BWMYCK Cepii: 1649/29779 (y pepakuii Hakasy MiHicTepcTBa OXOPOHM
Oendapm 34,0p0B’A YKpaiHu Bif 26 BepecHs 2016 poky Ne 996),
HoBapa CTaHOBWTb: 3rifHO 3i CTPOKaMu, 3a3HaveHMn y
C.p.n., Itania nepiognMyYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3 6e3nekun
10. OEKCITAHT® Kancynm 3 Takepa CWA BVMPOGHMLTBO AnoHis/ MepepeecTpauia Ha 5 pokis 3a He UA/13660/01/02
MogupikoBaHUM dapmachbloTika Hepo3dhacosa Ipnangis/ 3MiHu Wopao 6e3nekn/edeKTUBHOCTI Ta peyenmom nions2ae
BMBI/IbHEHHSIM nc CLUA, IHK HOI NPOAYKUIT: ITanis hapmakoHarnisgy. 3MiH1 y KOpOTKili XxapakTepucTuui
TBEpAi no 60 mr, no Takena nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
14 kancyn y dapmachbloTika 015 MeNYHOro 3aCTOCYBaHHS Y 3B'A3KY i3 HOBUMU
6nictepi; no 1 abo n KomnaHi LAHUMU 3 SIKOCTi, AOKNIHIYHUMM, KAIHIYHUMW faHUMK Ta
no 2 6nictepu B Nimites, LaHumu 3 dpapmakoHarnsgy - 3MiHM BHECEHO [0
KapTOHHIA KOpooLi AnoHis; IHCTPYKLiT ANA MeAMYHOro 3aCTOCYBaHHA NiKapcbKoro
BUPOBHMLTBO 3aco6y Ao po3ginie "Oco6/IMBOCTI 3aCTOCYBaHHS",
Hepo3dacoBa "[iTn" BigNOBiIAHO [0 MaTepianis peecTpayiiiHoro
HOI nNpoayKu,i: [OCbE.
Takega
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asa8HU BUPOGHUKA Bionycky aHHs1 peecmpayjitiHo2
3acoby ynakoska) Ka 0 NocBi04YeHHs
Ipnangia Ntg, MepiognyHICTb NOAAHHS PErynsipHO OHOB/TIOBAHOTO
IpnaHgis; 3BiTy 3 6e3Mneku BignoBiaHO A0 MNopsaKy 34iiCHEHHS
nepBuHHE Ta thapmakoHarnsy, 3aTBepkeHOro Hakasom
BTOPUHHE MiHicTepcTBa 0XOpPOHY 340POB’S YKpaiHu Big, 27 rpyaHs
nakyBaHHs, 2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
[03BiN Ha rocTuuii Ykpainn 19 rpyaHsa 2016 poky 3a Ne
BWMYCK Cepii: 1649/29779 (y pepakuii Hakaly MiHicTepcTBa OXOPOHM
Oendapm 300p0B’A YKpaiHu Bifg 26 BepecHs 2016 poky Ne 996),
Hosapa CTaHOBWTb: 3ri4HO 3i CTPOKaMu, 3a3Ha4YeHUMU Y
C.p.n., Itanis nepiognYHOCTI NOAAHHS PEryNsipHMX 3BITiB 3 6e3neku
11. OVKNAK® ID Tabnetku 3 CaHpo3 CnoBeHi Cantotac HimeuyunHa MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/9808/01/01
MoAandikoBaHUM dapmacbtoTika a dapma 'mM6X 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta peuyenmom niossieae
BUWBI/TbHEHHAM MO 75 n3 a.n. hapmakoHarnsgy. 3mMiHa y KopoTkili XapakTepucTumui
Mmr, no 10 TabneTok niKkapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
y 6nicTepi; no 2 abo 015 MeQUYHOro 3aCToCyBaHHA Ha nigcTasi perysispHo
no 10 6nictepiB y OHOBJ/IKOBAHOTIO 3BIiTY 3 6e3neku flikapcbkoro 3acoby,
KapTOHHIlA KOpooLi abo pgocnimkeHb 3 6e3neky 3acTocyBaHHS NikapCcbKoro
3acoby B micrsApeecTpaviiiHnii nepiod, abo sk
pe3ynbTaT OLiHKM 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
Bi4NOBIAHO A0 NnaHy negiatpuyuHux gocnimxkers (PIP)
(3MiHY Y3rof)XeHo 3 KOMNETEHTHNM YMOBHOBaXXEHUM
opraHom) -
3MiHM BHECEHO [0 IHCTPYKLUIT A1 MeANYHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ginis
"MpoTrnoka3aHHs", "MobivHi peakuii”, "3acTocyBaHHS Y
nepiog BaritTHoCTi abo rogyBaHHsA rpyaar” (YTOUHEeHHS
iHchopmawii), "B3aemogis 3 iHWMMU fikapCbKuMm
3aco6amu abo iHLWi BUAM B3aeEMOAiii" BignoBigHoO 40
OHOB/EHOT iHthopMaLlii 3 6e3neky Ailo4oT PeYOBUHU.
MepiognyHICTb NOAAHHS PerynsipHO OHOB/TIOBAHOTO
3BiTy 3 6e3neku BignoBiaHO A0 MNopsiaKy 34iiCHEHHS
thapmakoHarnsy, 3aTBepXeHOro Hakasom
MiHicTepcTBa 0XOpOHY 340POB’S YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
rocTuuil Ykpainm 19 rpygxsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa OXOPOHM
370p0B’sA YKpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTPOKaMu, 3a3Ha4YeHUMHN Y
nepioaNYHOCTI NOAAHHSA PerysipHUX 3BiTiB 3 6e3NeKn.
12. OVKNAK® ID Tabnetku 3 CaHpo3 CnoBeHi BUPOGHMLTBO HimeyunHa/ MepepeecTpauisi Ha HEOOMEXEHUIA TEPMIH. 3a He UA/9808/01/02
MoAandgiKkoBaHUM dapmacboTika A in bulk, Monbwa 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta peuyenmom niossieae
BVBINIbHEHHAM NO n3 a.a. nakyBaHHs, hapmakoHarnsgy. 3mMiHa y KopoTkili XxapakTepucTuui
150 mr no 10 BUNYCK cepil: niKkapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
TabneTtok y bnictepi; Cantotac 0151 MeQUYHOro 3aCTOoCyBaHHS Ha nigcTasi perysispHo
no 2 a6o no 10 dapma 'v6X, OHOBJIHOBAHOTO 3BITY 3 6€3MekM NikapcbKoro 3acoby,
6nictepiB y HimeuuunHa; abo gocnimkeHb 3 6e3nekn 3acTocyBaHHS NikapCbKoro
KapTOHHI/ KopoobLi nakyBaHHs, 3acoby B nicspeecTpaviiiHvii nepiod, abo 5K
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asa8HU BUPOGHUKA Bionycky aHHs1 peecmpayjitiHo2
3acoby ynakoska) Ka 0 NocBi04YeHHs
BWMYCK Cepii: pe3ynbTaT OLiHKV 3BiTy 3 AOC/iDKEHb, MPOBEAEHNX
Nexk C.A,, Bi4NoBIAHO A0 NnaHy negiatpuyuHux gocnimxkers (PIP)
Monbla (3MiHY Y3rof)KeHo 3 KOMNETEHTHVM YNOBHOBaXXEHUM
opraHom) -
3MiHV BHECEHO [0 iHCTPYKLIT 4151 MeANYHOro
3aCTOCyBaHHS NiKapCbKoro 3acoby Ao po3ginis
"MpoTrnoka3aHHs", "Mo6ivHi peakuii”, "3acTocyBaHHs Y
nepiog BaritTHocTi abo rogyBaHHs rpyaar” (YTOUHEeHHS
iHchopmawii), "B3aemogisa 3 iHWMMU NiKapCbKumum
3acob6amu abo iHLWi BUAM B3aEMOii" BignoBigHO A0
OHOB/EHOT iHthopMaLlii 3 6e3neky Ailo4ol PeYOBUHU.
MepiognyHICTb NOAAHHS PErynNsipPHO OHOB/THOBAHOTO
3BiTy 3 6e3Mneku BignoBiaHO A0 MNopsaKy 34iiCHEHHS
thapmakoHarnsy, 3aTBepKeHOro Hakasom
MiHicTepcTBa 0XOpPOHY 340POB’S YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
rocTuuii Ykpainu 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakaly MiHiCTepcTBa OXOPOHM
300p0B’A YKpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTPOKaMu, 3a3HauYeHUMU Y
nepiogNYHOCTI NOAAHHSA PerysipHUX 3BiTiB 3 6E3NeEKN.
13. AVNKNO®EH- renb no 25 ry Ty6i; My6niyHe YkpaiHa My6niyHe YkpaiHa MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH. 6e3 niosnsieae UA/1384/01/01
FENb no 1 Ty6i y nauui 3 akuioHepHe akuioHepHe 3MiHn Wwopao 6e3nekn/edekTMBHOCTI Ta peyenma
KapTOHY TOBapUCTBO TOBapUCTBO thapmakoHarnsgy. 3MiHa y KopoTkili XxapakTepucTui
"HaykoBo- "HaykoBo- niKkapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
BUPOBHMUMI BMPOBHNYMI 0151 MeQUYHOro 3aCToCyBaHHA Ha nigcTasi perysispHo
LeHTp LeHTp OHOBJ/IKOBAHOTIO 3BIiTY 3 6e3neku flikapcbkoro 3acoby,
"BopLuariBcbk "BopLuariscbk abo pgocnimkeHb 3 6e3neky 3acTocyBaHHS NikapCbKoro
WA XimiKo- WA XimiKo- 3acoby B nicnspeecTpauiiiHnii nepiog, abo sk
hapmavneBTuy thapmaueBTUy pe3ynbTaT OLiHKV 3BITy 3 AOC/iDKEHb, MPOBEAEHNX
HWi 3aBoa” HWii 3aBoa” Bi4NOBIAHO A0 NnaHy negiatpuyuHux gocnimxkers (PIP)

(3MiHY Y3rof)eHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHom) - 3MiHVM BHECEHO [0 iHCTPYKLiT Ans
MeAMYHOro 3acToCcyBaHHA NikapCbkoro 3acoby Ao
po3sginis "lMpoTunokasaHHA", "3acTocyBaHHs y nepiog,
BariTHoCTi abo rogyBaHHs rpyaato”, "MepenosyBaHHs",
"Mo6iyHI peakuii BigNOBIAHO [0 OHOBJIEHOI iHhopMmaLil
3 6e3neKkun 3acTOCyBaHHS Ail0UMX PEYOBUH.

MepiofnyHICTb NOAAHHS PErynsipHO OHOB/HOBAHOTO
3BITY 3 6e3neku BignosigHO 0 MNopsaaKy 34iCHEHHS
chapmakoHarnsgy, 3aTBepAXeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
tocTuuil Ykpainm 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Haka3y MiHicTepcTBa OXOPOHU
340poB’A Ykpainu Bif 26 BepecHs 2016 poky Ne 996),
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asa8HU
Ka

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayjitiHo2
0 Mocsi0O4YeHHs1

CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3HaveHnmn y
nepiognYHOCTI NOAAHHA peryssipHUX 3BiTiB 3 6e3neKu.

14.

AlIdOCHOLINH

PO34MH ANS iH'EKLIN,
500 mr/4 mn no 4 mn
B amnyni; no 5
amnyn y KOHTYpPHIi
YapyHKOBIli ynakoBLj
Y KapTOHHIi1 kopobui

Maric
dapmachbHoTivi
C.p.n.

ITanis

Mitim C.p.n.

ITanis

MepepeecTpavisi Ha HEOBGMEXEHWUI TEPMIH
3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KOpoTkili XxapakTepucTui
NiKapcbKOro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLiT
ANA MeANYHOrO 3aCTOCYBaHHS
reHepuYHNX/ri6praHNX/6ionofiGHNX Nikapcbkmx 3acobis
nicns BHECEHHS TiEl camol 3MiHN Ha pedyepeHTHWi
npenapar (3mMiHa He NoTpebye HafaHHA XOLHUX HOBUX
[04aTKOBUX [laHuX) - 3MiHW BHECEHI 0 IHCTPYKLUIT Y
po3ginu: "B3aemMogis 3 iHLWIMMK NikapCbknuMmn 3acobamu
Ta iHWi BMAM B3aemogiit, "Crocib 3acTocyBaHHs Ta
no3un", "HecymicHicTb" BignoBigHo Ao iHdhopMaii
pedoepeHTHOro sikapcbkoro 3acoby LIEPAKCOH®
(po3uunH NS iH'ekw;in). 3MiHN WOA0
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnagy.
BBefeHHst abo 3MiHM [0 y3araslbHEHUX AaHWX NPO
cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHnX
[aHuX Npo cuctemy thapmakoHarnsgy, amiHa
YMOBHOBaXEHOT 0cO6U, BifNOBiAaIbHOI 3a 34iCHEHHSA
thapmakoHarnsay; KOHTaKTHoOi ocobu 3
chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
thapmakoHarnagy B YkpaiHi, SKLLO0 BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0co6u, BigNOBiAaNbHOI 3a 34iiCHEHHS
thapmakoHarnsgy (Bknoyatouy KOHTakTHI faHi) Ta/abo
3MiHM Yy PO3MILLEHHI MacTep-dhalina cucremu
hapmakoHarnsgy) - 3MiHa ynoBHOBaXXeHOi 0cobu
3as1BHIKA, BiANOBIAA/IbHOI 32 34iiCHEHHS
thapmakoHarnsgy: fitoua pegakuis: [-p ®paHuecko
Benni / Dr. Francesco Belli. MponoHoBaHa pefakuis —
[O-p OxeHidpep Mepis / Dr. Jennifer Parise. 3miHa
KOHTaKTHUX AaHWUX YNOBHOBaXEHOI 0CO6M. MpPUCBOEHHS
HoMepa mMacTep-chaiiny cuctemmn chapmakoHarnsgy.

MepiognyHICTb NOAAHHSA PEryIipHO OHOBJ/IIOBAHOIO
3BiTy 3 6e3neku BignoBigHO A0 MNopsaaKy 34iiCHEHHS
chapmakoHarnsgy, 3aTBepAXXeHOro Hakasom
MiHicTepcTBa 0OXOpPOHY 340POB’S YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
tocTuuii Ykpainun 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa OXOPOHM
340poB’A Ykpaiu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3HaveHUMn y
nepiognYHOCTI NoJaHHS perynsipHuxX 3BiTiB 3 6e3neku.

3a
peyerimom

He
niossieae

UA/13936/01/01

15.

[IGOCDOLVH

PO34UH A5 iH'EKLIN,
1000 mr/4 mn no 4
M B amnyni; no 3

Maric
dapmachioTivi
C.p.n.

ITanisa

MiTtim C.p.n.

ITanisa

MepepeecTpalis Ha HeoObMeXeHW TepMIH
3MiHM Woao 6e3nekn/edpekTUBHOCTI Ta
dhapmakoHarnsgy. 3MiHu y KOpOTKili XapakTepucTuui

3a
peyenmom

He
nionsieae

UA/13936/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asa8HU
Ka

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep

peecmpayjitiHo2

0 NMNoCcBIOYEHHS

ammnynn y KOHTYpHil
YapyHKOBIli ynakoBLyi
Y KapTOHHi Kopobuj

nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
ONA MeAUYHOro 3aCTOCYBaHHS
reHepuUYHNX/TibpuAHNX/6ioNoAIGHNX NikapCbkMxX 3acobiB
nicns BHECEHHS Tiel camol 3MiHN Ha pedepeHTHWiA
npenapar (3mMiHa He NOTpebye HafaHHA XOLHUX HOBUX
[0[AaTKOBUX AaHnX) - 3MIHN BHECEHI [0 IHCTPYKLi Yy
po3ginu: "B3aemMogis 3 iHLIMMKM NikapCbkuMmn 3acobamu
Ta iHWi BUAY B3aemogiit”, "Cnocib 3acTocyBaHHsA Ta
fo3n", "HecymicHicTb" BignoBigHo Ao iHchopmauii
pedhepeHTHOro nikapcbkoro 3acoby LIEPAKCOH®
(PO3unH Ans iH'ekjil). 3MiHM Woao
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
BeeeHHs1 ab0 3MiHW [0 y3arasibHEHNX JaHuX Npo
cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHnX
AaHvX nNpo cuctemy hapmakoHarnsgy, 3mMiHa
YMOBHOB&XEHOT 0c06U, BiANOBIAaIbHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTaKTHoi ocobu 3
hapmakoHarnsgy 3asiBHUKa /15 34iiCHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa BigMiHHA Big,
YNOBHOBaXXEHOT 0c0O6U, BiANOBIAANLHOI 3a 34iiCHEHHS
hapmakoHarnsagy (Bknoyarouy KOHTakTHI AaHi) Ta/abo
3MiHM Y PO3MiLlLEeHHI MacTep-dhaiisia cuctemm
thapmMakoHarnagy) - 3MiHa ynoBHOBaXeHOoI ocobu
3aBHUKA, BiAMNOBiAaIbHOI 3a 3AiAICHEHHSA
thapmakoHarnsgy: fitoua pegakuis: [-p ®paHuecko
Benni / Dr. Francesco Belli. MponoHoBaHa pegakuis —
[O-p OxeHicbep Mepis / Dr. Jennifer Parise. 3miHa
KOHTaKTHUX JaHVX YyNOBHOBaXKeHOi 0cobu. MpUCBOEHHSA
Homepa MacTep-haiiny cuctemun chapmakoHarnsgy.

MepiognyHICTb NOAAHHS PErynNsipPHO OHOB/THOBAHOTO
3BiTy 3 6e3Mneku BignoBiaAHO A0 MNopsaKy 34iiCHEHHS
thapmakoHarnsy, 3aTBepKeHOro Hakasom
MiHicTepcTBa 0XOpPOHY 340POB’S YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
rocTuuii Ykpainu 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakaly MiHicTepcTBa OXOPOHM
300p0B’A YKpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTPOKaMu, 3a3Ha4YeHUMN Y
nepioANYHOCTI NOAAHHSA PerysipHUX 3BiTiB 3 6E3NEKN.

16.

EK30-0EPM

cnpeii HaLKipHWiA,
po3unH, 10 mr/mn in
bulk: no 10 n a6o no
50 n'y 6oukax
meTasieBux KEI

ToBapucTBO 3
06MexeHo
BignoBigasbHi
cTHO
"®apmaueBTu
YyHa KOMNaHis
"3popos'a”

YkpaiHa

ToBapucTso 3
06MexeHo
BignoBigasbHi
CTH
"papmauesTu
YHa KOMMNaHisi
"3popos'a”

YKpaiHa

MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH.

MepiofguyHICTb NOAAHHS PerynsipHO OHOB/TIOBAHOTO
3BiTy 3 6e3Mneku BignoBiaHO A0 MNopsiaKy 34iiCHEHHS
chapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa 0XOpOHY 340POB’S YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
rocTuuii Ykpainum 19 rpyaxsa 2016 poky 3a Ne

He
niossieae

UA/15493/02/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asa8HU BUPOGHUKA Bionycky aHHs1 peecmpayjitiHo2
3acoby ynakoska) Ka 0 NocBi04YeHHs
1649/29779 (y pepakuii Hakaly MiHiCTepcTBa OXOPOHM
300p0B’A YKpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTPOKaMu, 3a3HauYeHUMU Y
nepiognYHOCTI NOAAHHS PErynsipHMX 3BITiB 3 6e3nekn
17. EK30-0EPM cnpeii HaLKipHWiA, ToBapucTBO 3 | YkpaiHa | ToBapuctso 3 YkpaiHa MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH. 6e3 niosnsieae UA/13915/01/01
po3unH, 10 mr/mn no 06MexeHo 06MexeHo 3MiHn Wwopao 6e3nekn/edekTMBHOCTI Ta peyenma
8 Mna6o 15 mny BiANOBIAa/TbHI BiANOBIAa/TbHI hapmakoHarnsgy. 3MiHu y KOpOTKili XapakTepucTulj
doNaKoHi, CTHo CTIo niKkapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
3ab6e3nevyeHomy "®apmaueBTn "PapmaueBTn L1 MeSUYHOIo 3aCTOCYBaHHSA
cnpeii-Hacocom, YyHa KOMNaHis YHa KOMMNaHisi reHepuYHMX/ribpnaHNx/6ionodibHNX nikapcbknx 3acobis
Hacagjkoto- "3popos'a” "3popos'a” nicnsi BHECEHHS Tiel camol 3MiHU Ha pedyepeHTHNA
posnuaBayemM Ta npenapar (3miHa He NoTpebye HafaHHSA XOAHUX HOBUX
3aXUCHUM [0[aTKOBUX AaHWX) - 3MiHN BHECEHO [0 IHCTPYKLUIi Y
KoBMaykom; no 1 po3gainu: "®apmakonoriyHi BnactusocTi”, "MNokasaHHA"
donakoHy y kopobui 3 (peparyBaHHs TekcTy), "lMpoTunokasaHHsa", "B3aemogis
KapToHy 3 iHWYMK NikapcbkMMK 3aco6amMu Ta iHLWi BUan
B3aemogii", "Ocob/MBOCTi 3aCTOCYBaHHA",
"3acTocyBaHHs y nepiog BariTHOCTi abo rogyBaHHs
rpyAAao”, "34aTHiCTb BIIMBATU Ha LIBUAKICTL peakwii
npu KepyBaHHi aBTOTPaHCNopPTOM abo iHWMMU
mMexaHismamu', "Mepepo3ysaHHs", "MobiuHi peakwii”
3rigHO 3 iHchopMaLielo WoA0 MEAMYHOIO 3aCTOCYBaHHS
pedrepeHTHOro nikapcbkoro 3acoby (EK3OAEPUN®,
PO3UMH HaLLKIPHWA).
MepiofnyHICTb NOAAHHS PErynsipHO OHOB/IOBAHOTO
3BITY 3 6e3neku BignosigHO A0 MNopsaaKy 34iCHEHHSR
chapmakoHarnsgy, 3aTBepAXeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
tocTuuil Ykpainum 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa OXOPOHU
340poB’A Ykpainu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3HaveHnmn y
nepioguYHOCTI NOAAHHSA PerynsapHUX 3BITIB 3 6e3neku
18. EHANAMNPUN-HL- | TabneTku, 10 ToBapucTBO 3 | YkpaiHa | ToBapucTso 3 YkpaiHa MepepeecTpauis Ha HEOOMEXeHWUA TepPMIH. 3MiHK | 3a He UA/1350/01/01
340POB'A mr/12,5 mr no 20 06MeXeHo 06MEXEHOo Tuny - 3MiHK Woao 6e3nekn/epekTNBHOCTI Ta peyenmom nionsieae
a6o no 30 TabneTok BignoBigasIbHI BignoBigasIbHI hapmakoHarnsgy. 3miHa y KopoTkili XxapakTepucTuui
y 6nicTepi; no 1 cTHo cTHo niKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLT
6nictepy B "®apmaueBTn "®apmauesTn 0N MeMYHOro 3acToCyBaHHA Ha NifcTasi perynisapHo
KapTOHHIA KopooLi YHa KOMMNaHis YHa KOMMaHis OHOBJIHOBAHOrO 3BiTY 3 6€3Mekun NiKapcbkoro 3acooby,
"3popos'sa” "3p0poB'sa” abo gocnigkeHb 3 6e3nekn 3acToCyBaHHS MikapCbKoro
3aco0y B mic/isApeecTpaviiiHvii nepiod, abo sk
pe3ynbTaT OLiHKM 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
BiANOBIAHO A0 NnaHy negiatpuyHux gocnimkerb (PIP)
(3MiHy y3rokeHo 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom) 3MiHU BHECEHI A0 IHCTPYKLUIT y po3ainu:
"MpoTunokasaHHs", "B3aeMogis 3 iHLIMMK NiKapCbKUMu
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asa8HU
Ka

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep

peecmpayjitiHo2

0 NMNoCcBIOYEHHS

3acob6amu Ta iHwWi BuAn B3aemogiit”, "OcobamBoCTi
3acTocyBaHHA", (Y T. 4. "3acTocyBaHHs Yy nepiog,
BariTHoCTi abo rogyBaHHsA rpyaa”, "3aaTHicTb
BM/IMBATY Ha LWUBWAKICTb peakLii Npu KepyBaHHi
aBTOTPAHCNOPTOM abo iHLWNMYK MexaHismammn™),
"Cnoci6b 3acTocyBaHHA Ta fo3un", "Mepeno3syBaHHsa",
"Mo6iuHi peakwyji” 3rigHO 3 AaHNMK Woa0 6e3nekn
Lit04nX peyoBuH.

MepiognyHICTb NOAAHHS PErynNsipPHO OHOB/THOBAHOTO
3BiTy 3 6e3Mneku BignoBiaAHO A0 MNopsaKy 34iiCHEHHS
chapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa 0XOpOHY 340POB’S YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
rocTuuii Ykpainu 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakaly MiHicTepcTBa OXOPOHM
300p0B’A YKpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTPOKaMu, 3a3Ha4YeHUMU Y
nepioguYHOCTI MoJaHHS perynsipHuX 3BiTIB 3 6e3neku.

19.

EHANANPUN-H-
310POB'A

Tabnetkn, 10 mr/25
Mmr in bulk: no 1000
a60 10000 Tabnetok
y nakerTi
noslieTuIeHoBOMY Y
KOHTeliHepi

ToBapucTBO 3
06MexeHo
BignoBigasbHi
cTHO
"®apmaueBTu
YyHa KOMNaHis
"3popos'a”

YkpaiHa

ToBapucTso 3
06MexeHo
BignoBigasbHi
CTH
"papmauesTu
YHa KOMMNaHisi
"3popos'a”

YKpaiHa

MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH.

MepiofguyHICTb NOAAHHS PerynsipHO OHOB/TIOBAHOTO
3BiTy 3 6e3neku BignoBiaHO A0 MNopsiaKy 34iiCHEHHS
thapmakoHarnsgy, 3aTBepaXeHOro Hakasom
MiHicTepcTBa 0XOpOHY 340POB’S YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
rocTuuil Ykpainm 19 rpygxsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa OXOPOHM
370p0B’sA YKpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTPOKaMu, 3a3Ha4YeHUMHN Y
nepioaNYHOCTI NOAAHHSA PeryssipHUX 3BiTiB 3 6e3NeKN.

He
niossieae

UA/14872/01/01

20.

EHANANPUN-H-
3[10POB'A

Tabnetku, 10 mr/25
mr no 20 a6o no 30
TabneTok y 6nictepi;
no 1 6nictepy B
KapTOHHI/ KopoobLi

ToBapucTBo 3
0bMexeHo
BignosiganbHi
CTHo
"®apmaueBTu
YyHa KOMMNaHis
"3popos'a”

YkpaiHa

ToBapucTso 3
06MexeHo
BignosiganbHi
CTIo
"papmauesTu
YHa KOMMaHis
"3popos'a”

YKpaiHa

MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH. 3MiHN |
Tuny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KopoTkili XxapakTepucTuui
niKkapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
0151 MeQUYHOro 3aCTOoCyBaHHS Ha nigcTasi perysispHo
OHOBJ/IIOBAHOTO 3BITY 3 6e3Mekn NikapcbKoro 3acoby,
abo gocnimkeHb 3 6e3neky 3acTocyBaHHS NikapCbKoro
3acoby B micspeecTpaviiiHvin nepiod, abo sk
pe3ynbTaT OLiHKK 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
Bi4NOBIAHO A0 NNaHy negiatpuyuHux gocnimxkers (PIP)
(3MiHY y3rofkeHo 3 KOMNETEHTHNM YMOBHOBaXKEHUM
opraHoM) 3MiHN BHECEHI A0 IHCTPYKUiT Yy po3ainu:
"MpoTunokasaHHs", "B3aeMogis 3 iHLIMMK NiKapCbKuMun
3acobamu Ta iHWi BUAmn B3aemogiii”, "OcobnmBocCTi
3acTocyBaHHA", (Y T. 4. "3acTocyBaHHs Yy nepiog,
BariTHOCTi abo rofyBaHHA rpyaa", "3aaTHiCTb

3a
peyenmom

He
niossieae

UA/1351/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asa8HU BUPOGHUKA Bionycky aHHs1 peecmpayjitiHo2
3acoby ynakoska) Ka 0 NocBi04YeHHs
BM/IMBATY Ha LWIBWAKICTb peakLii Npu KepyBaHHi
aBTOTPAHCNOPTOM abo iHLWMMYK MexaHismammn™),
"Cnoci6b 3acTocyBaHHsa Ta go3un", "Mepefo3syBaHHsa",
"Mo6iuHi peakwyji” 3rigHO 3 AaHNMK Woa0 6e3nekn
LitoUNX PeYOBUH.
MepiognyHICTb NOAAHHS PErynNsiPHO OHOB/THOBAHOTO
3BiTy 3 6e3Mneku BignoBiaAHO A0 MNopsaKy 34iiCHEHHS
thapmakoHarnsy, 3aTBepKeHOro Hakasom
MiHicTepcTBa 0XOpOHY 340POB’S YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
rocTuuii Ykpainu 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakaly MiHicTepcTBa OXOPOHM
370p0B’A YKpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTPOKaMu, 3a3Ha4YeHUMU Y
nepiogNYHOCTI NOAAHHSA PerysipHUX 3BiTiB 3 6E3NEKN.

21. EH3UCTAN N TabneTku, BKPUTI ToppeHT IHais ToppeHT IHais MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH 6e3 niosnsieae UA/13355/01/01
060/10HKOI0, dapmacboTika dapmacboTika peyenma
KMLLKOBOPO3YUHHI, nc rp, nc nrg, MepioguyHICTb NOAAHHS PerynsipHO OHOB/TIOBAHOTO
no 10 TabneTtok y 3BiTy 3 6e3Mneku BignoBiaHO A0 MNopsiaKy 34iiCHEHHS
6nicTepi, no 2 thapmakoHarnsgy, 3aTBepaXeHOro Hakasom
6nicTepu B MiHicTepcTBa 0XOpOHY 340POB’S YKpaiHu Big, 27 rpyaHs
KapTOHHIA ynakoBLi 2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi

rocTuuii Ykpainu 19 rpyaxsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa OXOPOHM
370poB’sA YKpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTPOKaMu, 3a3Ha4YeHUMHN Y
nepioaNYHOCTI NOAAHHSA PerysipHUX 3BiTiB 3 6e3NeKN.

22. 30/IOMEHT® TabneTku, BKPUTI TOB "KYCYM YkpaiHa | TOB "KYCYM YkpaiHa MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/9814/01/01
0060/10HKOH, DAPM" DAPM" 3MiHV Woao 6e3nekn/edhekTMBHOCTI Ta peuyenmom niossieae
KMLLKOBOPO34YMHHI NO dhapmakoHarnsgy. 3MiHM y KOpoTKili XxapakTepucTuj
40 wmr, no 14 nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
Tabnetok y 6nictepi; 015 MeAUYHOT0 3acTOCyBaHHS
no 1 6nictepy y reHepuYHUX/ribpnaHnx/6ionoAdibHNX fikapcbkmx 3acobis
KapTOHHI ynakoBLi; nicnsi BHECEHHS Tiel camol 3MiHU Ha pedyepeHTHWA
no 10 TabneTok y npenapar (3miHa He NOTpebye HafaHHSA XOAHUX HOBUX
6nicTepi; no 3 [04aTKOBUX JaHuX) -
6nictepn y 3MiHM BHECEHI [0 IHCTPYKLIi AN MegnyHoro
KapTOHHI ynakosL,i 3aCTOCYBaHHSA NiKapCbKoro 3acoby B po3Ainu:

"apmakonoriyHi BnactusocTi”, "Baaemogis 3 iHWMu
nikapcbkvMKU 3acob6amMm Ta iHLWi BUAY B3aeMogiii",
"Oco6nMBOCTI 3acTOCyBaHHSA", "3acTocyBaHHs Yy nepiog,
BariTHoCTi abo rogyBaHHs rpyaAa”, "3aaTHicTb
BM/IMBATV Ha LUBMAKICTb peakLii Npu KepyBaHHI
aBToTpaHcnopToM abo iHWMMKU MexaHismamu', "Cnoci6
3acTocyBaHHs Ta go3n", "Mepeno3syBaHHs", "TI06IYHI
peaxui™ BignoBigHo A0 iHhopmaL,i LWof0 MeanyHOro
3aCTOCyBaHHA pedpepeHTHOro NikapcbKoro 3acoby
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asa8HU
Ka

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep

peecmpayjitiHo2

0 NMNoCcBIOYEHHS

(KOHTPOJIOK®, TabneTku ractpope3ncteHTHi, 20 mr,
40 wr).

MepiognyHICTb NOAAHHA PerysipHO OHOB/IIOBAHOIO
3BiTy 3 6e3neku BignosigHO A0 MNopsaaKy 34iCHEHHS
chapmakoHarnsgy, 3aTBepAXeHOro Hakasom
MiHicTepcTBa 0OXOPOHY 340POB’ YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBi
rocTuuii Ykpainun 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa OXOPOHM
340poB’A Ykpaiuu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3HaveHUMn y
nepiognyYHOCTI NoJaHHS perynsipHux 3BiTiB 3 6e3neku.

23.

30/10MNEHT®

TabneTku, BKpUTI
060/10HKOI0,
KMLLKOBOPO3YMHHI N0
20 mr; no 14
Tabnetok y 6nictepi;
no 1 6nictepy y
KapTOHHI ynakoBsL,i

TOB "KYCYM
PAPM"

YkpaiHa

TOB "KYCYM
DAPM"

YkpaiHa

MepepeecTpavis Ha HEOOMEXEHUI TEPMIH.
3MiHM Woao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsgy. 3MiHM y KOpOTKili XapakTepucTuui
nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLT
ONA MeAUYHOTO 3aCTOCYBaHHS
reHepuYHNX/TiGpUAHNX/6ioNoAIGHNX NiKapCbKMX 3aco6iB
nicns BHeCEHHs Tiel camoi 3MiHN Ha ped)epeHTHWiA
npenapar (3mMiHa He NOTpebye HafaHHA XOLHUX HOBUX
[0AATKOBUX AaHuX) -
3MiHV BHECEHI A0 iHCTPYKLiT 4518 MegnyYHOro
3aCcTOCyBaHHS NikapcbKoro 3acoby B po3ainu:
"®apmakonoriyHi BractusocTi”, "B3aemogis 3 iHWyMm
nNikapcbkvMK 3aco6amMu Ta iHLWi BUAY B3aeMOiiA",
"Oco6nMBOCTI 3acToCcyBaHHA", "3acTocyBaHHSA y nepios,
BariTHoCTi abo rogyBaHHs rpyaa”, "3aatHicTb
BM/IMBATY Ha LUBWAKICTb peakLii Npu KepyBaHHi
aBTOTPaHCNoOpPTOM abo iHWKMMK MexaHismamn”, "Cnocio
3acTocyBaHHs Ta go3n", "Mepepo3sysaHHs", "TOGIYHI
peakuji" BignoBigHo Ao iHhopmauii LLoA0 MeanyHOro
3aCTOCyBaHHA pethepeHTHOro Nikapcbkoro 3acoby
(KOHTPOJIOK®, TabneTtkun racTpopesnucTeHTHi, 20 mr,
40 wmr).

MepiofnyHICTb NOAAHHS PErynsipHO OHOB/IOBAHOTO
3BITY 3 6e3neku BignosigHO A0 MNopsaaKy 34iCHEHHSA
chapmakoHarnsgy, 3aTBepAXeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
tocTuuil Ykpainum 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa OXOPOHU
340poB’A Ykpainu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3HaveHnmn y
nepiognYHOCTI NOAAHHA perysisipHUX 3BiTiB 3 6e3neKu.

3a
peyenmom

He
nionsieae

UA/9814/01/02

24,

IHAONPEC

TabneTkn, BKPUTI
NNiBKOBOKO
060/10HKO10, No 2,5
Mr no 10 TabneTok y

My6nivHe
akuioHepHe
TOBapUCTBO

"HaykoBo-

Ykpaina

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-

Ykpaina

MepepeecTpavisi Ha HEOOMEXEHWNI TEPMIH
3MiHu Wwoao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili XxapakTepucTuui
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT

3a
peyerimom

He
nionsieae

UA/2153/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asa8HU BUPOGHUKA Bionycky aHHs1 peecmpayjitiHo2
3acoby ynakoska) Ka 0 NocBi04YeHHs
6nicTepi; no 3 BVPOGHWYNIA BMPOBHUYNIA [O/19 MeMYHOT0 3aCTOCyBaHHS Ha MiAcTaBi perynsipHo
6nictepy B nauui LEeHTp LeHTp OHOBJIHOBAHOTO 3BITY 3 6€3Mnekn NikapcbKoro 3acoby,
"BopLyariscbk "BopLyariscbk abo gocnifxeHb 3 6e3nekn 3acToCyBaHHS /likapcbKoro
WA XiMiKO- WA XiMiKO- 3acoby B mic/iApeecTpaviiiHvii nepiod, abo sk
thapmaueBTny hapmaueBTny pes3ynbTaT OLiHKM 3BITY 3 JOCNIMKEHb, NPOBEAEHUX
HWiA 3aBof" HWi1 3aBoa" BiANOBIAHO A0 NnaHy negiatpuyHux gocnimkern (PIP)
(3MiHy y3ropkeHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) - 3MiHW BHECEHO A0 IHCTPYKLUIi Ans
MEeAMYHOro 3acToCyBaHHSA NiKapcbKoro 3acoby Ao
po3gainis: "B3aemogia 3 iHWMMKW NikapcbkMmn 3acobamm
Ta iHWi Buamn B3aemogiii", "OcobnnBocCTi
3acTocyBaHHSA", "3acTOCyBaHHSA Y nepiog, BariTHOCTI
abo rogyBaHHs rpyaao” (YTouHeHHs), "Mo6ivHi peakuii”
BiAMNOBIAHO 40 OHOBNEHOT iHChopMaLi 3 6e3neku Aitoyol
peyoBUHN.
MepiognyHICTb NOAAHHS PErynsipHO OHOB/THOBAHOTO
3BiTy 3 6e3neKu BigNoBiAHO A0 MOpsAKY 34iCHEHHS
chapmakoHarnsgy, 3aTBepAXeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
rocTuuil Ykpainm 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa OXOPOHU
340poB’A Ykpaiuu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTB: 3rifHO 3i CTPOKaMu, 3a3Ha4eHnmn y
nepiognYHOCTI NOAAaHHA peryssipHUX 3BiTiB 3 6e3neKu.
25. KANIO noagna MOPOLLIOK MPAT YkpaiHa Mpaui IHAain MepepeecTpauis Ha HEOOMEXEHUI TEPMIH. - He UA/14005/01/01
(cy6eTaHuis) y "OITOGAPM" dapmacbloTika nionsizae
noABiliHMX nakeTax 3 nc ner, /114,
nniBkn
noslieTuneHoBoil aAns
chapmaLeBTUYHOro
3aCTOCyBaHHs
26. KAPAIOAAPOH- PO34UH A5 iH'EKLIN, ToBapucTBO 3 | YkpaiHa | ToBapuctso 3 Ykpaina MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/1713/01/01
3400POB'A 50 mr/mn no 3 mn B 06MeXeHo 06MeXeHo 3MiHM Woao 6e3nekn/edekTUBHOCTI Ta peuenmom niosnsieae
amnyni no 10 amnyn BiANOBIAA/TbHI BiANOBIAA/bHI hapmakoHarnsgy. 3mMiHa y KopoTkili XapakTepucTuui
Y KapTOHHIi1 kopobuy; CTHo CTIo nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
no 3 ma B amny i, "®apmaueBTun "PapmaueBTn 0151 MeQUYHOro 3acToCyBaHHA Ha niacTasi perysispHo
no 5 amnyny YyHa KOMMaHis YHa KOMMaHis OHOBJ1HOBAHOrO 3BiTy 3 6€3MeKn NiKapcbKoro 3acooby,
6nicTepi, no 1 abo 2 "3p0poB'a” "3p0poB'a” abo fgocnifxeHb 3 6e3nekn 3acTOCyBaHHS JlikapcbKoro
6nictepn y 3aco6y B nicnsipeecTpaviiinnii nepiod, abo sk
KapTOHHI/ KopoobLi pe3ynbTaT OLiHKV 3BITY 3 AOC/IHKEHb, MPOBEAEHNX
BiANOBIAHO A0 NnaHy negiatpuyuHux gocnimkeHs (PIP)
(3MiHy y3rokeHo 3 KOMMNETEHTHUM YNOBHOBaXKEHUM
opraHoMm) - 3MiHW BHECEHO A0 iHCTPYKLiTy po3ginu
"MokasaHHA" (YTOUYHEHHS), "PapmMakooriyHi
BnactueocTi" (Lono 6e3neku), "MpoTmunokasaHHNA",
"B3aemogis 3 iHWVMK fTikapCbkMMK 3acobamm Ta iHLwi
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asa8HU BUPOGHUKA Bionycky aHHs1 peecmpayjitiHo2
3acoby ynakoska) Ka 0 NocBi04YeHHs
BMAM B3aemogiin", "OcobmMBOCTi 3acToCyBaHHS",
"3[aTHICTb BNAMBATU Ha LWBUAKICTL peakuii npu
KepyBaHHi aBTOTPAHCNOPTOM a60 iHLWMMK
MexaHismamu" (pegaryBaHHs), "Cnocibé 3actocyBaHHS
Ta go3un"” (wopo 6esnekn), "Oitn" (peparysaHHs),
"Mepepo3ysaHHa", "Mob6iyHI peakuii” BIANOBIAHO A0
OHOBJIEHOI iH(hopMaLii 3 6e3nekn gjtoyoi Ta
[L,OMOMDKHOT PEYOBUHM.
MepiognyHICTb NOAAHHS PErynNsipPHO OHOB/THOBAHOTO
3BiTy 3 6e3Mneku BignoBiaAHO A0 MNopsaKy 34iiCHEHHS
thapmakoHarnsay, 3aTBepKeHOro Hakasom
MiHicTepcTBa 0XOpOHY 340POB’S YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
rocTuuii Ykpainu 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakaly MiHicTepcTBa OXOPOHM
300p0B’A YKpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTPOKaMu, 3a3Ha4YeHUMU Y
nepioaNYHOCTI NOAAHHSA PerysipHUX 3BiTiB 3 6E3NEKN.
27. KAPCUN® TabneTku, BKPUTI AT Bonrapi Brvpo6HMuTBO Bonrapis MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH. 6e3 niosnsieae UA/2773/01/01
060/10HKOH, M0 22,5 "Codpapma” a Hepo3dhacoBa peyenma
mr, no 10 Tabnetok HOT NMpoAyKu,i, MepioguyHiCTb NOAAHHA PeryssipHO OHOBJIOBAHOIO
y 6nicTepi; no 8 nepBuHHa Ta 3BiTy 3 6e3neku BignoBiaHO A0 MNopsiaKy 34iiCHEHHS
6nicTepiB y BTOPVHHA thapmakoHarnsgy, 3aTBepaXeHOro Hakasom
KapTOHHIi navw,i ynakoBka: MiHicTepcTBa 0XOpOHY 340POB’S YKpaiHu Big, 27 rpyaHs
AT 2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
"Cochapma”, rocTuuii Ykpainm 19 rpygHsa 2016 poky 3a Ne
Bonrapis; 1649/29779 (y pepakuii Hakasy MiHicTepcTBa OXOPOHM
[o3sin Ha 370p0B’sA YKpaiHu Bif 26 BepecHs 2016 poky Ne 996),
BWMYCK Cepii: CTaHOBWTb: 3ri4HO 3i CTPOKaMu, 3a3Ha4YeHUMHN Y
AT nepioguYHOCTI MoAaHHS perynsipHuX 3BiTIB 3 6e3neku.
"Codhapma”,
Bonrapis
28. KNCEHb pigvHa (cybcTaHuis) MAT YkpaiHa MAT Ykpaina MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH. - He UA/10093/01/01
MEANYHUIA y pe3epsyapax ns "MonTaBcbkuii "MonTaBcbkuii nionsieae
PIAKWUIA KpIOreHHMX 3aBof, 3aBof,
NPOAYKTIB Ans MeAnYHOro MeAnYHOro
BMPOOHULITBA KMCHIO ckna” ckna”
MeLNYHOro
rasonogibHoro
29. KNAPUTUH® Tabnetku no 10 mr Baiiep Lseiiya LWepiHr-Mnay Benbris MepepeecTpauisi HA HEOBMEXEHMNIA TEPMIH 6e3 nionsieae UA/10060/01/01
no 7 aéo 10 KoHcblomep pist Na6o H.B. 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta peuyenma
Tabnetok y 6nictepi; Kep Al hapmakoHarnsgy. 3MiHu y KOpoTKili XxapakTepucTui
no 1 6nictepy B NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKLT
KapTOHHI KOpooLyi 011 MegUYHOro 3aCTOCYBaHHS Y 3B'13KY i3 HOBMMM
OaHUMK 3 AKOCTi, AOKNIHIYHUMU, KNIHIYHUMU SaHUMKU Ta
AaHvMu 3 chapmakoHarnsagy - 3MiHM BHECEHO A0
IHCTPYKUIi 4719 MEANYHOIO 3aCTOCYBaHHS NiKapCbKOro
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asa8HU
Ka

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep

peecmpayjitiHo2

0 NMNoCcBIOYEHHS

3aco6y A0 po3ainis "Ocob/MBOCTi 3aCTOCYyBaHHSA",
"3acTocyBaHHSA y nepiog BariTHOCTi abo rogyBaHHsA
rpyaar”, "3aatHicTb BNMBATU Ha LIBUAKICTL peakwii
npy KepyBaHHi aBTOTPaHCNOPTOM abo po60Ti 3 iHWNMK
MexaHismamu”, "lMo6ivHi peakuii” BignoBigHO A0
marepianiB peecTpaLiiHoro AockLE

MepiognyHICTb NOAAHHS PErynsipHO OHOB/HOBAHOMO
3BiTY 3 6e3neKu BiANoBiAHO A0 MOPsAKY 34iCHEHHS
chapmakoHarnsgy, 3aTBepAKeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
rocTuuii Ykpainum 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa OXOPOHU
340poB’A Ykpaiuu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTB: 3rifHO 3i CTPOKamu, 3a3Ha4eHnmn y
nepiognYHOCTI NOAAHHA peryssipHUX 3BiTiB 3 6e3neKu.

30.

NEBIUATAM

PO34MH OpasbHUIA,
100 mr/mn no 300
My dprakoHi; no 1
donakoHy y
KOMM/IEKTI 3 MipHUM
LUMPULIOM Y
KapTOHHI ynakosL,i

TOB "®apma
Crapt"

YkpaiHa

Brpo6HMUTBO,
ynakoBka:
$apmanabop-
MpopyTtoc
dapmacbloTiko
c, CA,
MopTyranis;
AHanis Ta
BUWMYCK Cepiii:
Bnycapma -
IHoycTpia
$apmacbloTika
, C.A,
MopTyranis;
TOB "®apma
Crapt",
YkpaiHa

Moptyranisa/
YkpaiHa

MepepeecTpavisi Ha HEOBMEXEHWUI TEPMIH
3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3MiHu y KOpoTkili XxapakTepucTui
NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
ANA MeANYHOrO 3aCTOCYBaHHS
reHepuYHNX/ri6praHNX/6iononi6HNX Nikapcbknx 3acobis
nicns BHECEHHS TiEl camol 3MiHN Ha ped)epeHTHWi
npenapar (3mMiHa He NoTpebye HafaHHA XOLHUX HOBUX
[04aTKOBUX [laHuX) - 3MiHW BHECEHI 0 IHCTPYKUIT Y
po3ginu "®apmakonoriyHi BiractusocTi”, "B3aemogis 3
IHLIMMKM NikapcbKMKU 3aco6amMu Ta iHLWi BUam
B3aemogii", "Ocob/MBOCTi 3aCTOCYBaHHSA",
"3acTocyBaHHS y nepiog BariTHOCTi abo rogyBaHHs
rpyAAao”, "34aTHicTb BIIMBATU Ha LIBUAKICTL peakwii
npu KepyBaHHi aBTOTPaHCNoOpPTOM abo iHWMMKN
MexaHismamu', "Cnoci6 3actocyBaHHs Ta gosun”, "Oitn"
(yTouHeHHs), "MobiuHi peakwyii” BignoBigHO A0
iHhopmawii pethbepeHTHOro nikapcbKoro 3acoby
(KEMMPA®, po3unH opanbHuii, 100 mr/mn ).

MepiofnyHICTb NOAAHHS PErynsipHO OHOB/HOBAHOTO
3BITY 3 6e3neku BignosigHO A0 MNopsaaKy 34iCHEHHSA
chapmakoHarnsgy, 3aTBepAXeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
tocTuuil Ykpainum 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa OXOPOHU
340poB’A Ykpainu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3HaveHnmn y
nepiognYHOCTI NOAAHHA perysisipHUX 3BiTiB 3 6e3neKu.

3a
peyerimom

He
niossieae

UA/11396/02/01

31.

MEKCUNETUHY

MOPOLLIOK

My6niyHe

YkpaiHa

Anemo6ik

IHais

[MepepeecTpalis Ha HEOOMEXEHWU TEPMIH.

He

UA/13816/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asa8HU BUPOGHUKA Bionycky aHHs1 peecmpayjitiHo2
3acoby ynakoska) Ka 0 NocBi04YeHHs
riaPOXNOPUL, (cy6eTaHuis) y akujioHepHe dapmac'tioTika nionsizae
noaBiniHMX TOBapucTBO nc Nimiteq
nosieTuIeHoBMX "HaykoBo-
naketax gns BVPOGHWYNIA
chapmaL,eBTU4YHOro LieHTp
3acTOoCyBaHHA "BopLyariscbk
i Ximiko-
thapmaueBTny
HWiA 3aBoa"
32. METOTPEKCAT PO34UH A5 iH'EKLIN, EBEBE ABcTpis NOBHUIA LMK AscTpisi/ MepepeecTpavis Ha HEOOMEXEHUI TEPMIH. 3a He UA/0513/02/01
"EBEBE" 10 mr/mn; no 1 mn dapma BUpOGHUUTBA: HimeuyunHa peuenmom niosnsieae
(20 wmr), no 5 mn (50 Fec.m.6.X. EBEBE MepiognyHiCTb NOAAaHHA PerynsipHo OHOBJIOBAHOMO
Mr) y donakoHi, no 1 Hdor. KI dapma 3BiTy 3 6e3neku BignoBigHO 10 MNopsaaKy 34iiCHEHHS
chnakoHy B rec.m.6.X. chapmakoHarnsgy, 3aTBepAXXEHOr0 Hakasom
KapTOHHI Kopo6Lyj; Hdpr. KT, MiHicTepcTBa 0OXOPOHY 340POB’S YKpaiHu Big, 27 rpyaHs
no 0,75 mn (7,5 mr), ABCTpiIst; 2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
no 1 mn (10 mr), no TECTYyBaHHS: tocTuuii Ykpainun 19 rpyaHsa 2016 poky 3a Ne
1,5 mn (15 wmr), no 2 MmN 1649/29779 (y pegakuii Hakaly MiHicTepcTBa OXOPOHU
mn (20 mr) y Mikpob6ionoriw 340poB’A Ykpaiuu Bif 26 BepecHs 2016 poky Ne 996),
nonepeaHLo ec CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3HavYeHUMn y
3arnoBHeHOMY Mptodpnabop nepioguyYHOCTI NoJaHHS perynsipHuxX 3BiTiB 3 6e3neku.
wnpuui, no 1 aéo no v6X,
5 nonepegHLO ABCTpIS;
3anoBHEHNX TecTyBaHHS:
LNpuLiB y Nabop N+ C
KapTOHHIA KOpooLi Al,
pasom 3i HimeuunHa
CTepuIbHOK
iH'EKLHOIO TOMKOHO
Ta cepBeTkamu
33. METOTPEKCAT KOHUeHTpaT ans EBEBE ABCTpiIs NOBHUIA LWKN ABcTpisi/ MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/1209/02/01
"EBEBE" pO34nHy ANns dapma BUpO6GHULTBA: HimeuunHa peuenmom nionsieae
iHdhysiiA, 100 mr/mn Fec.m.6.X. EBEBE MepiognyHiCTb NOA4AaHHA PerynsipHo OHOBJIOBAHOMO
no 5 mn (500 mr), Hdor. KI Papma 3BiTy 3 6e3neku BignoBigHO 0 MNopsaKy 34iiCHEHHS
a6o no 10 mn (1000 Fec.m.6.X. hapMakoHarnagy, 3aTBepAXeHoro Hakasom
Mr) a6o no 50 mn Hdpr. KT, MiHicTepcTBa 0XOpPOHY 340POB’S YKpaiHu Big, 27 rpyaHs
(5000 mr) y ABCTpIS; 2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepcTBi
donakoHi; no 1 TECTYBaHHS: rocTuuii Ykpainun 19 rpyaHsa 2016 poky 3a Ne
chnakoHy B Mnn 1649/29779 (y pepakuii Hakasy MiHicTepcTBa OXOPOHM
KapTOHHIA Kopoo6Li Mikpob6ionoriw 3[,0p0B’A YKpaiHu Bif 26 BepecHs 2016 poky Ne 996),
ec CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3HayeHUMn y
Mptochnabop nepiogNYHOCTI NOAAHHA PerysspHUX 3BiTiB 3 6e3neKu.
m6X,
ABCTpIS;
TecTyBaHHs:
Nabop N+ C
AT,
HimeuunHa
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asa8HU
Ka

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayjitiHo2
0 Mocsi0O4YeHHs1

34.

MIKOTENNb®

renb 20 mr/rno 151
y Ty6ax; no 1 Ty6iy
nauuj

MAT
"KviBmegnpen
apat”

YkpaiHa

MAT
"Kuismegnpen
apat”

YkpaiHa

MepepeecTpauisi Ha HEOOMEXEHWNA TEPMIH.
3MiHu Wopao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkili XapakTepucTui
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
ANA MeAUYHOro 3aCTOCYBaHHS Ha NiAcTasi perynsapHo
OHOBJ1HOBAHOrO 3BiTY 3 6€3MeKMn NiKapcbkoro 3acooby,
abo gocnigpkeHb 3 6e3neky 3acToCyBaHHSA MiKapCbKoro
3aco0y B nic/ispeecTpaviiiHnii nepiod, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOCMIDKEHb, MPOBEAEHNX
BiANOBIAHO A0 NiaHy negiatpuyHux gocnimkerb (PIP)
(3MiHy y3romkeHo 3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHoMm) - 3MiHVW BHECEHO A0 IHCTPYKUiT Ans
MeAMYHOro 3acToCyBaHHSA NikapCbKoro 3acoby Ao
po3ainy "OcobamBOCTi 3acTOCyBaHHA" BifgNoOBIAHO [0
OHOB/IEHOT IHhopMaLiii 3 6e3nekn JONOMDKHUX PEYOBUH
nikapcbKoro 3acoby.

MepiognyHICTb NOAAHHA PerysiipHO OHOB/IIOBAHOIO
3BiTy 3 6e3neku BignoBigHO 10 [NopsaaKy 34iCHEHHS
chapmakoHarnsgy, 3aTBepAXeHOro Hakasom
MiHicTepcTBa OXOPOHY 340POB’ YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
rocTuuii Ykpainun 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa OXOPOHM
340poB’A Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3HaveHmn y
nepiognyYHOCTI NoJaHHSA perynsipHuxX 3BiTiB 3 6e3neku.

6e3
peyenma

niossieae

UA/1316/01/01

35.

HANIBY®IH
IH'€KLII 10 MI

PO34UH A5 iH'EKLIN,
10 mr/mn no 1 mn B
amnyni; no 10
ammnys y KapTOHHIl
ynakoBLii

PycaH ®apma
nTg

IHgis

Pycax ®apma
nrh

IHais

MepepeecTpauis Ha HeOOMEXEeHUIA TEPMIH
3MiHM Woao 6e3nekn/eeKTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KopoTkili XapakTepucTuui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
AN MeAUYHOro 3aCTOCYBaHHS Ha NiAcTasi perynsapHo
OHOBJIHOBAHOrO 3BiTy 3 6€3MeKM NiKapcbKoro 3acooby,
abo gocnigpkeHb 3 6e3neky 3acToCyBaHHSA MiKapCbKoro
3aco6y B nicnsipeecTpaviiiHnii nepiod, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/IKEHb, MPOBEAEHNX
BiANOBIAHO A0 NiaHy negiatpuyHux gocnimkexb (PIP)
(3MiHy y3rogkeHo 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHoMm) - 3MiHVM BHECEHO A0 iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby Ao
po3ainis "MNpoTunokasaHHs", "B3aemogis 3 iHWnumu
nNikapcbkvMK 3acobamm Ta iHWi BUAY B3aEMogii",
"Oco6nMBOCTI 3aCTOCyBaHHSA", "3acTocyBaHHS Yy nepiog,
BariTHOCTi abo rogyBaHHsa rpyaar”, "MepefosyBaHHsA",
"Mo6iuHi peakwji" BigNOBIAHO A0 OHOBNEHOI iHchopMmaLii
3 6e3nekun 3acTocyBaHHS Ajloyol Ta JONOMDKHUX
PEYOBUH.
3MiHM WoAo 6e3nekn/edeKTMBHOCTI Ta

3a
peyenmom

He
nionsieae

UA/9424/01/01
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n/n

JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asa8HU
Ka

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayjitiHo2

36.

HANBY®IH

thapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHUX JaHunx npo cucTemy dapmakoHarnsgy
(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHuKa 415
3fiicHeHHs chapmakoHarnsgy B YkpaiHi, K0 BOHA
BiAMiHHa BiJ, YNOBHOBaXEHOI 0CO6M, BignoBifanbHOI 3a
3pjiicCHeHHs chapmakoHarnagy (BKYatUy KOHTaKTHi
AaHi) Ta/abo 3MiHM y po3MmilLeHHi MacTep-daiina
cucteMu dhapmakoHarnsgy) - YnoBHoBaxeHa ocoba
3asBHUKA ANA 3aiicHeHHs hapmakoHarnagy: Airova
pepakuist — Dr.Ghanashyam N Rao. MNponoHoBaHa
pegakuis — Mr.Nilesh Belokar. KoHTakTHa ocob6a B
YkpaiHi ynoBHOBakKeHOi 0cobu 3asiBHUKA [/15
3piicHeHHs hapmakoHarsay: [iroya pegakuis — Kister
L.A. MponoHoBaHa pepakuis — Maister M.H . 3miHa
KOHTaKTHUX JaHuX yNOBHOBaXKeHOI 0cobu.3MiHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0co6M.

MepiognyHICTb NOAAHHA PerysipHO OHOB/IIOBAHOIO
3BiTy 3 6e3neku BignosigHO A0 NopsaaKy 34iCHEHHS
chapmakoHarnsgy, 3aTBepAXeHOro Hakasom
MiHicTepcTBa 0OXOPOHY 340POB’ YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBi
rocTuuii Ykpainun 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pefakuii Hakasy MiHicTepcTBa OXOPOHM
340poB’A Ykpaiuu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3HaveHmMn y
nepiognyYHOCTI NoJaHHSA perynsipHuxX 3BiTiB 3 6e3neku.

0 NMNoCcBIOYEHHS

IH'EKLII 20 MI’

PO34UH A5 iH'EKLIN,
20 mr/mn, no 1 mn B
amnyni, no 5 amnyn
Y KapTOHHiii
ynakoBLii

PycaH ®apma
nTg

IHgis

Pycax ®apma
nrh

IHais

MepepeecTpauis Ha HeOOMEXEeHUI TEPMIH
3MiHM Wopao 6e3nekn/eeKTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KopoTkili XapakTepucTuui
nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
AN MeAUYHOro 3aCTOCYBaHHS Ha NiAcTasi perynsapHo
OHOBJIHOBAHOrO 3BiTy 3 6€3MeKMn NiKapcbKoro 3acooby,
abo gocnigpkeHb 3 6e3neky 3acToCyBaHHSA MiKapCbKoro
3acoby B nicnsipeecTpaviiiinii nepiod, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IHKEHb, MPOBEAEHNX
BiANOBIAHO A0 NiaHy negiatpuyHux gocnimkexb (PIP)
(3MiHy y3rogpkeHo 3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHoMm) - 3MiHVM BHECEHO A0 iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby Ao
po3ainis "MNpoTunokasaHHs", "B3aemogis 3 iHWnumu
nNikapcbkvMK 3acobamm Ta iHWi BUAY B3aEMOii",
"Oco6nMBOCTI 3aCTOCyBaHHSA", "3acTocyBaHHS Yy nepiog,
BariTHOCTi abo rogyBaHHsa rpyaar”, "MepefosyBaHHsA",

"Mo6iyHi peakuii" BigNOBIgHO 4O OHOBNEHOI iHthopMmaui

3a
peyenmom

He
nionsieae

UA/9424/01/02
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asa8HU BUPOGHUKA Bionycky aHHs1 peecmpayjitiHo2
3acoby ynakoska) Ka 0 NocBi04YeHHs
3 6e3Mekun 3acToCyBaHHS Ajloyol Ta JONOMDKHUX
PEYOBUH.
3MiHV LWoAo 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnx npo cuctemy dapmakoHarnsgy
(BBEAEHHS y3araslbHEHMX AaHUX NPO cucTemy
hapmakoHarnsgy, 3miHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0cobu 3 thapmMakoHarnsgy 3asBHuKa 415
3fificHeHHs chapmakoHarnsgy B YkpaiHi, KO0 BOHA
BiAMiHHA Bif, YNOBHOBaXEHOI 0CO6M, BifgnoBiganbHOI 3a
3pjiicCHeHHs hapmakoHarnagy (BKYaUy KOHTaKTHi
AaHi) Ta/abo 3MiHM y po3MmilLeHHi MacTep-daiina
cucteMu dhapmakoHarnsgy) - YnoBHoBaxeHa ocoba
3asBHUKA ANA 34iicHeHHs hapmakoHarnagy: Airova
pepakuist — Dr.Ghanashyam N Rao. MNponoHoBaHa
pegakuis — Mr.Nilesh Belokar. KoHTakTHa ocob6a B
YkpaiHi ynoBHOBaxkKeHOi 0cobu 3asiBHUKA [/15
3piicHeHHs hapmakoHarsay: [iroya pegakuis — Kister
L.A. MponoHoBaHa pepakuis — Maister M.H . 3miHa
KOHTaKTHUX JaHWX yNOBHOBaXKeHOI 0cobu.3MiHa
KOHTaKTHUX aHNX KOHTaKTHOT 0Cco6u.
MepiognyHICTb NOAAHHA PerysipHO OHOB/IIOBAHOIO
3BiTy 3 6e3neku BignosigHO A0 NopsaaKy 34iCHEHHS
chapmakoHarnsgy, 3aTBepAXeHOro Hakasom
MiHicTepcTBa 0OXOPOHY 340POB’ YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
rocTuuii Ykpainm 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pefakuii Hakasy MiHicTepcTBa OXOPOHM
340poB’A Ykpaiuu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMu, 3a3HaveHMn y
nepiognyYHOCTI NoJaHHSA perynsipHuxX 3BiTiB 3 6e3neku.
37. HATPIIO MOPOLLIOK MAT "dapmak” | YkpaiHa OiwmeH IHAaia MepepeecTpauisi Ha HEOBMEXEHWI TEPMIH - He UA/0908/01/01
MIKOCYNb®AT (cybeTaHuin) y Kap6oreH niosnsieae
NOABINHNX Awmuic NlimiTeq
nonieTnIeHoBUxX
Milkax ans
BMPOGHULITBA
HecTepuIbHNX
niKkapcbknx oopm
38. HEOTOH NopoLLIOK ANs Anbthacirma ITanis Anbthacirma ITanis MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/9671/01/01
pO34nHy AN C.n.A. C.n.A. peyenmom niosnsieae
iHpysiino L ry MepiognyHicTb NOAaHHA perynsipHO OHOB/IIOBAHOIO
thnakoHax, 1 a6o 4 3BITY 3 6e3neku BignosigHO 10 MNopsaaKy 34iCHEHHS:
dhnakoHm 3 chapmakoHarnsgy, 3aTBepAXeHOoro Hakasom
NOPOLUKOM Y MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHs
KapTOHHI/ KopoobLi 2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asa8HU
Ka

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep

peecmpayjitiHo2

0 NMNoCcBIOYEHHS

rocTuuii Ykpainu 19 rpygHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa OXOPOHU
340poB’A Ykpaiuu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTB: 3rifHO 3i CTPOKamu, 3a3HaveHnmn y
nepiognYHOCTI NOAAHHA peryssipHUX 3BiTiB 3 6e3neKu.

39.

HIMoAunniH

TabneTkn, BKPUTI
NiBKOBOIO
060/10HKO10, Mo 30
Mmr no 10 TabneTok y
6nicTepi; no 3 abo 5
6nicTepis B nauuj 3
KapTOHY

My6nivHe
akujioHepHe
TOBapUCTBO

"HaykoBo-
BVPOGHWYNIA

LieHTp
"BopLyariscbk
uii Ximiko-
hapmaveBTny
HWi 3aBog”

YkpaiHa

My6niyHe
akuioHepHe
TOBap1CTBO

"HaykoBo-
BMPOBHUYNIA

LeHTp
"BopLyariscbk
uii Ximiko-
thapmaueBTny
HWiA 3aBog"

Ykpaina

MepepeecTpauis Ha HEOOMEXeHN TePMIH. 3MiHK |
TUny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsgy. 3MiHv y TepaneBTUUHMX NoKa3aHHAX
(BUyYEHHS TepaneBTUYHOrO NokasaHHsA) 3MiHKn
BHECEHO A0 iHCTPYKLT A4/ MeANYHOro 3aCTOCYBaHHS
nikapcbKkoro 3acoby Ao po3giniy "MNokasaHHa"
(BUYYEHHS NoKa3aHHA: NikyBaHHA (PYHKLOHaUTbHUX
nopyLleHb MO3KOBOI AisifIbHOCTI Y NaUi€HTIB MiITHLOrO
BiKy 3 BUP@XXEHOI CUMMNTOMATUKOID) Ta SIK HACNigoK
BUNYYEHHS iHdhopmauii y po3aini "Cnocib
3acTocyBaHHs Ta o3u". 3MiHu | TUny - 3MiHu Woa0
6e3nekn/edekTUBHOCTI Ta thapMakoHarnsgy. 3miHa y
KOPOTKill XapaKkTepucTULLi NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeAnYHOro
3acTocyBaHHS Ha NigcTaBi perynsapHO OHOB/OBAHOIO
3BiTy 3 6€3nekun Nikapcbkoro 3acoby, abo focnigpkeHb 3
6e3nekn 3acTocyBaHHS /iKapCbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pe3ynbTat OLiHKM
3BITY 3 JOCAIMKEHb, NPOBEAEHMX BIANOBIAHO 4O NNaHy
negiatpuyHux gocnigxeHb (PIP) (3MiHy y3rofkeHo 3
KOMMNETEHTHUM YNOBHOBAXEHVM OpraHom) 3miHu
BHECEHO [0 iHCTPYKUIT 4151 MEANYHOIO 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3zainis:
"papmakoTepaneBTuyHa rpyna” (pegaryBaHHs),
"B3aemogis 3 iHWVMK nikapCbkuMm 3acob6amm Ta iHLi
BWAM B3aemogiin”, "OcobnmBocTi 3acTocyBaHHs", "diTn"
(peparyBaHHs), "Mepeno3yBaHHs", "Mo6IYHI peakwuii”
BIANOBIAHO [0 OHOBMEHOT iHGhopMaLii 3 6e3nekun Aitoyoi
PeyoBUHN.

MepiognyHICTb NOAAHHSA PEryIipHO OHOBJ/IIOBAHOIO
3BiTy 3 6e3neku BignoBigHO A0 MNopsaaKy 34iiCHEHHS
chapmakoHarnsgy, 3aTBepAXXeHOro Hakasom
MiHicTepcTBa 0OXOpPOHY 340POB’S YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
tocTuuii Ykpainun 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa OXOPOHM
340poB’A Ykpaiu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3HaveHUMn y
nepiognYHOCTI NoJaHHS perynsipHuxX 3BiTiB 3 6e3neku.

3a
peyerimom

He
niossieae

UA/1230/01/01

40.

HI®YPOKCA3UA

TabneTku, BKpUTI
nNiBKOBOKO
060/10HKOH, M0 200

MAT
"KviBmegnpen
apart”

YkpaiHa

MAT
"Kuismegnpen
apart”

YKpaiHa

MepepeecTpaLlisi Ha HEOBMEXEHW TEPMIH.
3MiHK Woao 6e3nekn/eeKTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KopoTkili XapakTepucTumui

3a
peyenmom

He
nionsieae

UA/1370/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asa8HU
Ka

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayjitiHo2
0 Mocsi0O4YeHHs1

mr no 10 TabneTok y
6nicTepi, no 1 abo 2
6nicTepy B nayw,i

nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
ANA MeAUYHOro 3aCTOCYBaHHS Ha NiAcTasi perynsapHo
OHOBJ1HOBAHOrO 3BiTY 3 6€3MeKMn NiKapcbkoro 3acooby,
abo gocnigpkeHb 3 6e3neky 3acTOCyBaHHSA MiKapCbKoro
3aco0y B mic/ispeecTpaviiiHnii nepiod, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOCMIHKEHb, MPOBEAEHNX
BiANOBIAHO A0 NiaHy negiatpuyHux gocnimkerb (PIP)
(3MiHy y3romkeHo 3 KOMMETEHTHUM YNOBHOBaXKEHNM
OopraHom) -
3MiHM BHECEHO [0 IHCTPYKUIiT AN MeANYHOro
3acTocyBaHHA NikapcbKoro 3acoby A0 po3ainy
"MokasaHHA" [3aTBepmKeHo: IHtekuiliHa giapes,
XPOHIiYHI KONiTV Ta EHTEPOKONITH iHtheKLiHOT eTionori,
y cknagi KOMMNEeKCHOro nikyBaHHsA CUHOPOMY AMC6io3y
KMLLEYHWKY; NpoddinakTyka iHeKUiliHuX ycknafHeHb 3
60Ky LLYHKOBO-K/LLIKOBOrO TPakTy Npu XipypriyHmx
BTpyYaHHAX" 3anponoHoBaHo: [ocTpa fiapes
iHbekLiHOI eTionorii ] Ta iHWKWX po3ginis "B3aemopist 3
IHLIMMKM NikapcbkMKM 3aco6amMu Ta iHLWi BUuam
B3aemogiin” , "OcobmnBocCTi 3acTocyBaHHS", "IM06IYHI
peakuii" BiANoBigHO A0 OHOBMEHOI iHthopMaLi 3
6e3nekn 3acToCyBaHHA [il040T PEYOBUHN.

MepiognyHICTb NOAAHHA PerysipHO OHOB/IIOBAHOIO
3BiTy 3 6e3neku BignosigHO A0 NopsaaKy 34iCHEHHS
chapmakoHarnsgy, 3aTBepAXeHOro Hakasom
MiHicTepcTBa 0OXOPOHY 340POB’ YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
rocTuuii Ykpainm 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pefakuii Hakasy MiHicTepcTBa OXOPOHM
340poB’A Ykpaiuu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMu, 3a3HaveHMn y
nepiognyYHOCTI NoJaHHSA perynsipHuxX 3BiTiB 3 6e3neku.

41.

HOBAPUHI'®

KinbLe BariHa/bHe,
11,7 mr/2,7 mr, no 1
KinbLo y cawwe; no 1
calle B KapTOHHii
Kopobui

Lepinr-Mnay
CeHTpan Ict
Al

LLiBelina
pist

3a NoBHUM
LIMK/IOM:
H.B. OpraHoH

HigepnaHngu

MepepeecTpauisi Ha HEOBMEXEHWI TEPMIH
3MiHM Woao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsgy. 3MiHM y KOpOTKili XapakTepucTuui
nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
0119 MEeAUYHOIO 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
AaHVIMU 3 SKOCTi, AOKTIHIYHUMM, KAIHIYHUMW aHUMK Ta
AaHuMu 3 hapMakoHarnsgy - 3MiHM BHeECEHO A0
IHCTpPYKUIT 415 MEeAMYHOro 3aCTOCyBaHHS Nikapcbkoro
3acoby A0 po3ainis "B3aemMogis 3 iHLWMMK AiKapCbKMMMn
3acob6amu Ta iHwWi Buan B3aemogiit, "OcobmBocCTi
3acTocyBaHHA" BignoBigHO 0 iHhopmalii 3 6e3neku,
siKa 3a3HayYeHa B KOPOTKii xapaKTepucTuLi nikapcbkoro
3aco06y.

MepiognyHICTb NOAAHHSA PEryssipHO OHOBJIOBAHOIO

3a
peyenmom

He
nionsieae

UA/9613/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asa8HU
Ka

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayjitiHo2
0 Mocsi0O4YeHHs1

3BiTy 3 6e3neku BignoBigHO 10 [NopsaaKy 34iCHEHHS
chapmakoHarnsgy, 3aTBepAXeHOro Hakasom
MiHicTepcTBa OXOPOHY 340POB’ YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBi
rocTuuii Ykpainun 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pefakuii Hakasy MiHicTepcTBa OXOPOHM
340poB’A Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3HaveHmn y
nepiognyYHOCTI NoJaHHSA perynsipHux 3BiTiB 3 6e3neku.

42.

noNIPITON - 1

HacToiika ans
nepopanbHOro
3acTocyBaHHs No
100 mn y 6aHui; no 1
6aHui B naywi

TOB "OKnM
"®apmaueBTn
YyHa habpuka"

YkpaiHa

TOB "[OKnM
"®apmaueBTn
yHa habpuka”

YKpaiHa

MepepeecTpauis Ha HeOOMEXEeHUI TEPMIH
3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KopoTkili XapakTepucTumui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
AN MeAUYHOro 3aCTOCYBaHHS Ha NiAcTasi perynsapHo
OHOBJIHOBAHOrO 3BiTy 3 6€3MeKM NiKapcbKoro 3acooby,
abo gocnigpkeHb 3 6e3neky 3acToCyBaHHSA MiKapCbKoro
3aco6y B nicnsipeecTpaviiiHnii nepiod, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/IKEHb, MPOBEAEHNX
BiANOBIAHO A0 NiaHy negiatpuyHux gocnimkerb (PIP)
(3MiHy y3rogkeHo 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) - 3MiHVM BHECEHO A0 IHCTPYKUiT Ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby Ao
po3ginis "MpoTunokasaHHsa", "Ocob6MBOCTI
3acToCcyBaHHS", "34aTHICTb BM/IMBATY Ha LUBUAKICTb
peakuji npy KepyBaHHi aBTOTPaHCMOPTOM ab0 iHWMMHK
MexaHismamu”, "MepenosysaHHa", "Mo6iyHI peakuii”
BiAANOBIAHO [0 OHOBMEHOT iHGhopMaL,i 3 6e3neku
[il04MX PeyvoBUH NiKapCbKOoro 3acoby.

MepiognyHICTb NOAAHHSA PErysiipHO OHOBJ/IIOBAHOIO
3BiTy 3 6e3neku BignoBigHO 10 MNopsaaKy 34iiCHEHHS
chapmakoHarnsgy, 3aTBepAXXeHOro Hakasom
MiHicTepcTBa 0OXOPOHY 340POB’S YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepcTBi
tocTuuii Ykpainun 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa OXOPOHM
340poB’A Ykpaiuu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3HavYeHUMn y
nepiognYHOCTI NoJaHHS perynsipHuX 3BiTiB 3 6e3neku.

6e3
peyenma

niossieae

UA/8925/01/01

43.

MPECAPTAH®-50

TabneTku, BKpUTI
NNiBKOBOO
o060n0Hkoto, No 50
mr; no 10 Tabnetok
y 6nicTepi; no 3
6nicTepu B
KapTOHHIA KopooLi
a6o no 14 tTabnetok
y 6aicTepi; no 2

Inka
Nab6opaTopi3
Nimiten

IHAisA

Inka
Nab6opaTopi3
Nimiteq

IHAjA

MepepeecTpauis Ha 5 pokiB.
3MiHM Woao 6e3nekun/edekTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KopoTkili XapakTepucTuui
nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
AN MeAUYHOIO 3aCTOCYBaHHS Ha NiAcTasi perynsapHo
OHOBJ1HOBAHOrO 3BiTy 3 6€3MeKn NiKapcbKoro 3acooby,
abo gocnigkeHb 3 6e3neky 3acToCyBaHHSA MiKapCbKoro
3aco6y B nicnspeecTpaviiinnii nepiod, abo siK
pe3ynbTaT OLiHKV 3BITY 3 AOC/IHKEHb, MPOBEAEHNX

3a
peyenmom

He
nionsieae

UA/8575/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asa8HU
Ka

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayjitiHo2
0 Mocsi0O4YeHHs1

6nictepu B
KapTOHHilA KOopooLi

BiANOBIAHO A0 NiaHy negiatpuyHux gocnimkerb (PIP)
(3MiHY Y3ro/pKeHO 3 KOMNETEHTHUM YNOBHOBaXKEHUM
OopraHom) -
3MiHU BHECEHO [0 IHCTPYKUIiT AN MeANYHOro
3acToCyBaHHA NiKapcbKoro 3acoby A0 po3ainis:
"MokasaHHsA" (pegaryBaHHs), "MpoTunokasaHHa",
"B3aemogis 3 iHWVMK flikapcbkumn 3acobamm Ta iHLwi
BMAM B3aemogiit", "OcobmMBOCTi 3acToCyBaHHS",
"Cnoci6 3acTocyBaHHs Ta fo3u", "Mo6iuHi peakyji”
BiANOBIAHO 4O OHOB/MEHOT iHhopMaLii 3 6e3nekun aito4oi
PEUYOBUHM.

MepiognyHICTb NOAAHHS PErynNsipPHO OHOB/THOBAHOTO
3BiTy 3 6e3Mneku BignoBiaHO A0 MNopsaKy 34iiCHEHHS
thapmakoHarnsy, 3aTBepKeHOro Hakasom
MiHicTepcTBa 0XOpPOHY 340POB’S YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
rocTuuii Ykpainu 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakaly MiHiCTepcTBa OXOPOHM
300p0B’A YKpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTPOKaMu, 3a3HauYeHUMU Y
nepiogNYHOCTI NOAAHHSA PerysipHUX 3BiTiB 3 6E3NeEKN.

MYNbMIKOPT
TYPBYXANEP

NMOPOLLIOK AN1si
iHranauin, 100
MKr/go3a no 200 o3
y NNacT1KoBOMY
iHranaTopi, no 1
iHransTopy B
KapTOHHIA KOpooLi

AcTpa3eHeka
Ab

Lsewis

AcTpa3eHeka
AB

LLseuis

MepepeecTpauisi Ha HEOOMEXEHWNI TEPMIH
3MiHn Wwopao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3MiHu y KOpOTKili XapakTepucTulj
niKkapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
0719 MeAUYHOro 3acCTOCYBaHHS Y 3B'A3KY i3 HOBUMU
OaHUMU 3 SIKOCTi, AOKNIHIYHUMMN, KNIHIYHUMW fJaHUMK Ta
AaHuMK 3 hapMakoHarnsgy - 3MiHM BHECEHO A0
IHCTPYKL,i 415 MeAUYHOro 3aCTOCYBaHHS /liKapCbKOro
3acoby A0 po3ainis "B3aeMogis 3 iHLLUMMK NiKapCbKUMK
3acobamu Ta iHWi B1uAmn B3aemogiii*, "Oco61mMBOCTi
3acTocyBaHHS", "3acTOCyBaHHS Y Nepiog, BariTHOCTI
abo rogyBaHHSA rpyaar”, "Cnocib 3actocyBaHHA Ta
no3n”, "MobiyvHi peakuii” BigNoBiaHO [0 MaTepiasiB
peecTpauinHoOro 4OChE.

MepiofnyHICTb NOAAHHS PErynsipHO OHOB/HOBAHOTO
3BITY 3 6e3neku BignosigHO A0 MNopsaaKy 34iCHEHHSA
chapmakoHarnsgy, 3aTBepAXeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
tocTuuil Ykpainum 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa OXOPOHU
340poB’A Ykpainu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3HaveHnmn y
nepiognYHOCTI NOAAHHA perysisipHUX 3BiTiB 3 6e3neKu.

3a
peyenmom

He
niossieae

UA/5552/02/01

45.

NyNbMIKOPT

NOPOLLIOK ANsA

AcTpa3eHeka

Lseuis

AcTpa3eHeka

Liseuis

[NepepeecTpaLisi Ha HEOOMEXEHWNI TEePMIH

3a

He

UA/5552/02/02
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asa8HU BUPOGHUKA Bionycky aHHs1 peecmpayjitiHo2
3acoby ynakoska) Ka 0 NocBi04YeHHs
TYPBYXANEP iHranauin, 200 ABb ABb 3MiHM Wwopo 6e3nekn/edeKTUBHOCTI Ta peyenmom niossieae
MKr/go3a no 100 fo3 hapmakoHarnsgy. 3MiHu y KOpoTKili XxapakTepucTui
y M1acTUKOBOMY NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
iHranaTopi, no 1 0719 MEAUYHOIO 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
iHranaTopy B OaHUMK 3 AKOCTi, AOKNIHIYHUMU, KNIHIYHUMY faHUMKU Ta
KapTOHHI KopooLi LaHumu 3 dhapmakoHarnsgy - 3MiHuM BHECEHO A0
IHCTPYKUIi 4719 MEAUYHOTO 3aCTOCYBaHHS NiKapCbKOro
3acoby A0 po3ainis "B3aemogis 3 iHLWMMK NikapCbkMun
3acob6amu Ta iHWi BUAW B3aemogiii”, "OcobnnsocTi
3acTocyBaHHs", "3acToCcyBaHHs y nepio BariTHOCTI
abo rogyBaHHsA rpyaar”, "Cnocié 3actocyBaHHA Ta
posn", "Mo6iyHi peakuii" BiANOBIAHO A0 MaTepianis
peecTpauiiHoro J0CbE.
MepiognyHICTb NOAAHHA PeryssipHO OHOB/IIOBAHOIO
3BiTy 3 6e3neku BignoBigHO A0 MNopsaaKy 34iiCHEHHS
chapmakoHarnsgy, 3aTBepAXeHOro Hakasom
MiHicTepcTBa 0OXOPOHY 340POB’ YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
rocTuuii Ykpainm 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pefakuii Hakasy MiHicTepcTBa OXOPOHM
340poB’A Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMu, 3a3HaveHMn y
nepiognyYHOCTI NoJaHHS perynsipHux 3BiTiB 3 6e3neku.
46. CAKOPA H TabneTkn, BKpUTI MPO®APMA ManbTta | BankaHdapma Bonrapis MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/13498/01/01
NNiBKOBOO IHTepHeLwwHN - OynHnus AL 3MiHM Woao 6e3nekn/edekTUBHOCTI Ta peuenmom niosnsieae
o060n0Hkoto, no 80 TperguHr hapmakoHarnsgy. 3mMiHa y KopoTkili XapakTepucTuui
mr/12,5 mr no 10 Nimiten nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT

Tabnetok y 6nictepi,
no 3 6nictepu B
KapTOHHIM navu,i

ANA MeAUYHOro 3aCTOCYBaHHS Ha NiAcTasi perynsapHo
OHOBJIHOBAHOrO 3BiTy 3 6€3MeKM NiKapcbKoro 3acooby,
abo gocnigxeHb 3 6e3neky 3acTOCyBaHHS JlikapcbKoro
3aco6y B nicnsipeecTpaviiiHnii nepiod, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IHKEHb, MPOBEAEHNX
BiANOBIAHO A0 NiaHy negiatpuyHux gocnimkerb (PIP)
(3MiHy y3rokeHo 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom) - 3MiHV BHECEHI [0 IHCTPYKUiT y po3ainu:
"®apmakonoriyHi BractmsocTi”, "lMpoTunokasaHHs",
"B3aemogis 3 iHWKMKN NiKapCbKumy 3acobamu Ta iHLLUi
BMAM B3aemogiit", "Oco6MBOCTI 3acTOCyBaHHs" (Y T. 4.
"3acTocyBaHHs y nepios BariTHOCTi abo rogyBaHHS
rpyaar'), "Cnocib 3actocyBaHHA Ta 403un",
"MepeposysaHHn", "MNo6iyHi peakuii” 3rifHO 3 AaHUMK
LoA0 6e3neku Ailoumx peyvoByH.

MepiognyHICTb NOAAHHSA PErysIipHO OHOBJ/IOBAHOIO
3BiTy 3 6e3neku BignosigHO 10 MNopsaaKy 34iiCHEHHS
chapmakoHarnsgy, 3aTBepAXXeHOro Hakasom
MiHicTepcTBa 0XOpPOHW 340pOB’st YKpaiHu Big 27 rpyaHs
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asa8HU
Ka

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayjitiHo2
0 Mocsi0O4YeHHs1

2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
rocTuuii Ykpainun 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pefakuii Hakasy MiHicTepcTBa OXOPOHM
340poB’A Ykpaiuu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMu, 3a3HaveHMn y
nepiognyYHOCTI NoJaHHS perynsipHux 3BiTiB 3 6e3neku.

47.

CAKOPA H

TabneTkn, BKpUTI
NNiBKOBOO
060/10HKO0, M0 160
mr/12,5 mr no 10
Tabnetok y 6nictepi,
no 3 6nictepu B
KapTOHHIM navu,i

MPOPAPMA
IHTepHeLLHN
TperguHr
Nimiteq

ManbTa

BankaHdapma

- BynHnusa AL

Bonrapis

MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH.
3MiHM Woao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KopoTkili XapakTepucTuui
nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
AN MeAUYHOro 3aCTOCYBaHHS Ha NiAcTasi perynsapHo
OHOBJIHOBAHOrO 3BiTY 3 6€3MeKM NiKapcbKoro 3acooby,
abo gocnigpkeHb 3 6e3neky 3acToCyBaHHSA MiKapCbKoro
3aco6y B nicnsipeecTpaviiiinii nepiod, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IKEHb, MPOBEAEHNX
BiANOBIAHO A0 NiaHy negiatpuyHux gocnimkerb (PIP)
(3MiHy y3rokeHo 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom)
3MiHU BHECEHI [0 iHCTPYKLii y po3ginu:
"apmMakonoriyHi BnactusocTi’, "lMpoTmunokasaHHa",
"B3aemogis 3 iHWVMK nikapCbkuMm 3acob6amm Ta iHLi
BMAM B3aemogiin”, "OcobnmBocTi 3acTocyBaHHA" (Y T. 4.
"3acTocyBaHHSA y nepiog BariTHOCTi abo rogyBaHHs
rpyaar'), "Cnocib 3actocyBaHHA Ta Ao3un",
"Mepego3yBaHHs", "INo6Gi4HI peakuii” 3rifHO 3 AaHUMN
Lwoao 6e3neku Ailoynx pevoBUH.

MepiognyHICTb NOAAHHS PerynsipHO OHOB/TIOBAHOTO
3BiTy 3 6e3Mneku BignoBiaHO A0 MNopsiaKy 34iiCHEHHS
thapmakoHarnsgy, 3aTBepaXeHOro Hakasom
MiHicTepcTBa 0XOpOHY 340POB’S YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
rocTuuii Ykpainm 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa OXOPOHM
370poB’sA YKpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTPOKaMu, 3a3Ha4YeHUMHN Y
nepioaNYHOCTI NOAAHHSA PerysipHUX 3BiTiB 3 6e3NeKN.

3a
peyenmom

He
nionsieae

UA/13499/01/01

48.

TABETIN

Tabnetkv no 1 mr;
no 10 TabneTok y
6nicTepi; no 2
6nictepu B
KapTOHHIM nayu,i

Hosapric
KoHcbtomep
Xenc C.A.

Lseiiya
pist

damap ITania
C.n.A.

ITanis

MepepeecTpauisi Ha HEOGMEXEHWNIA TEPMIH.
3MiHu Wwopao 6e3nekn/edeKTMBHOCTI Ta
dhapmakoHarnsgy. 3MiHM y KOpoTKili XxapakTepucTuj
nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
0719 MeAUYHOro 3acTOCyBaHHS Y 3B'A3KY i3 HOBUMU
LAaHVMW 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHMW AaHUMK Ta
AaHuMK 3 hapMakoHarnsgy - 3MiHM BHECEHO A0
IHCTPYKLi 415 MeAUYHOr0o 3aCTOCYBaHHS liKkapCbKOro
3acoby 40 po3ainis "B3aeMogis 3 iHLUMMM NiKapCbKUMK
3acobamu Ta iHLWi BuAn B3aemMogii","OcobnmnBocCTi
3acTocyBaHHs", "3acTocyBaHHs y nepiof BaritTHoCTi Ta

6e3
peuyenma

nionsieae

UA/1238/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asa8HU
Ka

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayjitiHo2
0 Mocsi0O4YeHHs1

rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHs Ta
[031"(YTOUHEHHS iHGpopMaLii ), "Mo6iuHi peakuii”
BiNOBIAHO 0 MaTepianiB peecTpauiiHoro foche.

MepiognyHICTb NOAAHHS PErynsipHO OHOB/HOBAHOTO
3BiTy 3 6e3neKu BiANoBiAHO A0 MOPsAKY 34iCHEHHS
dhapmakoHarnsgy, 3aTBepAXeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
rocTuuii Ykpainm 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa OXOPOHU
340poB’A Ykpaiuu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3HaveHnmn y
nepiognYHOCTI NOAaHHA peryssipHUX 3BiTiB 3 6e3neKu.

49.

TUNAKCUH®

MOPOLLIOK
(cy6eTaHuis) y
nakeTax noABinHMX
i3 niBkM
noslieTuneHoBol aAns
BMPOOHULITBA
HecTepuIbHNX
nNiKapcbknx dopm

ToBapucTBo 3
[04aTKOBOO
BignoBigasbHi
cTH0
"IHTEPXIM"

YkpaiHa

ToBapucTso 3
[04aTKOBOO
BignoBigasbHi
CTHO
"IHTEPXIM"

Ykpaina

MepepeecTpauis Ha HEOOMEXEHWU TEPMIHM

He
niossieae

UA/5658/01/01

50.

TPOKCETENb®

renb2%no40ry
Ty6i; no 1 Ty6i y
naJui i3 kKapToHy

MAT
"Kuismegnpen
apar”

YkpaiHa

MAT
"Kuismegnpen
apar”

YKpaiHa

MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH. 3MiHN |
Tuny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KopoTkili XxapakTepucTuui
niKkapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
0151 MeQUYHOro 3aCToCyBaHHA Ha nigcTasi perysispHo
OHOBJ/IOBAHOrO 3BiTY 3 6e3neKn NikapCbKoro 3acoby,
abo gocnimkeHb 3 6e3nekn 3acTocyBaHHS NikapCbKoro
3acoby B micnspeecTpaviiiHvin nepiod, abo sk
pe3ynbTaT OLiHKK 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
Bi4NOBIAHO A0 NNaHy negiatpuyuHux gocnimxkers (PIP)
(3MiHY y3rofkeHo 3 KOMNETEHTHNM YMOBHOBaXKEHUM
opraHom) 3MiHW BHECEHO [0 iIHCTPYKLii 418 MeguyHoro
3acTocyBaHHA Nikapcbkoro 3acoby Ao po3giny
"Moka3aHHA"

MepiofnyHICTb NOAAHHS PErynsipHO OHOB/THOBAHOTO
3BITY 3 6e3neku BignosigHO 0 MNopsaaKy 34iCHEHHS:
chapmakoHarnsgy, 3aTBepAXeHOro Hakasom
MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTEpCTBI
rocTuLii Ykpainm 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pegakuii Haka3y MiHicTepcTBa OXOPOHU
340poB’A Ykpainu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3HaveHnmn y
nepiogNYHOCTI NOAAHHA peryssipHUX 3BiTiB 3 6e3neku.

6e3
peuyenma

nionsieae

UA/1083/01/01

51.

YNbTPABICT 300

PO3YMH A5 iH'EKUIN

Baviep Al

Himeyun

Baviep Al

HimeyunHa

[NepepeecTpauisi Ha HEOOMEXEHUI TepPMiH

3a

He

UA/1986/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asa8HU
Ka

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayjitiHo2
0 Mocsi0O4YeHHs1

Ta iHdysiii, 300
mr/mn no 100 mny
donakoHi; no 1

chnakoHy y
KapTOHHI navi

Ha

3MiHM Wwopo 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3MiHu y KOpoTKili XxapakTepucTui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
0719 MEAUYHOIO 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
OaHUMK 3 AKOCTi, AOKNIHIYHUMU, KNIHIYHUMY faHUMKU Ta
AaHvMu 3 chapmakoHarnsgy - 3MiHM BHECEHO A0
IHCTPYKUIi 4719 MEAUYHOTO 3aCTOCYBaHHS NiKapCbKOro
3acoby Ao po3ainis "Oco6/MBOCTI 3aCTOCYBaHHS",
"Cnoci6 3acTocyBaHHA Ta 403U" (YTOUHEHHS
iHchopmawii), "Mo6iuHi peakuii” BigNoBIgHO A0
marepianiB peecTpauiiHoro 0cChe.

MepiognyHICTb NOAAHHS PErynNsipPHO OHOB/THOBAHOTO
3BiTy 3 6e3Mneku BignoBiaHO A0 MNopsaKy 34iiCHEHHS
thapmakoHarnsy, 3aTBepKeHOro Hakasom
MiHicTepcTBa 0XOpPOHY 340POB’S YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
rocTuuii Ykpainu 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakaly MiHiCTepcTBa OXOPOHM
300p0B’A YKpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTPOKaMu, 3a3HauYeHUMU Y
nepiogNYHOCTI NOAAHHSA PerysipHUX 3BiTiB 3 6E3NeEKN.

peyerimom

niossieae

52.

YNbTPABICT 370

PO34UH A5 iH'EKLLA
Ta iHdysii, 370
mr/mn no 50 a6o 100
My dprakoHi; no 1
donakoHy y
KapTOHHI/ nayuj; no
500 My h1akoHi;
no 8 dnakoHiB y
KapTOHHIM navu,i

Baiiep Al

Himeuun
Ha

Baiiep Al

HimeyunHa

MepepeecTpauisi Ha HEOOMEXEHWNI TEPMIH
3MiHn Wwopao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3MiHu y KOpOTKili XapakTepucTulj
niKkapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
0118 MEAUYHOTO 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
OaHUMU 3 SIKOCTi, AOKNIHIYHUMMN, KNIHIYHUMW fJaHUMK Ta
AaHuMK 3 hapMakoHarnsgy - 3MiHM BHECEHO A0
IHCTPYKL,i 415 MeAUYHOro 3aCTOCYBaHHS /liKapCbKOro
3acoby A0 po3ainis "Ocob/MBOCTi 3aCTOCyBaHHA",
"Cnoci6 3acTocyBaHHA Ta 403U" (YTOYHEHHS
iHchopmawii), "Mo6iuHi peakuii” BigNoBIgHO A0
marepianiB peecTpauiiHoro Aocbe

MepiognyHICTb NOAAHHSA PEryIipHO OHOBJ/IIOBAHOIO
3BiTy 3 6e3neku BignoBigHO A0 MNopsaaKy 34iiCHEHHS
chapmakoHarnsgy, 3aTBepAXXeHOro Hakasom
MiHicTepcTBa 0OXOpPOHY 340POB’S YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
tocTuuii Ykpainun 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa OXOPOHM
340poB’A Ykpaiu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3HaveHUMn y
nepiognYHOCTI NoJaHHS perynsipHuxX 3BiTiB 3 6e3neku.

3a
peyenmom

He
niossieae

UA/1987/01/01

53.

DAPMA3O/IH®

Kpan/i Ha3aslbHi
0,05% no 10 mny
donakoHi abo y

MAT "dapmak”

YkpaiHa

MAT "dapmak”

YKpaiHa

MepepeecTpalis Ha HeoObMeXeHW TepMIH
3MiHM Woao 6e3nekn/edpekTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KopoTkili XapakTepucTumui

6e3
peyenma

He
nionsieae

UA/1880/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asa8HU BUPOGHUKA Bionycky aHHs1 peecmpayjitiHo2
3acoby ynakoska) Ka 0 NocBi04YeHHs
chnakoHi 3 nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
fosartopom; no 1 ANA MeAUYHOro 3aCTOCYBaHHS Ha NiAcTasi perynsapHo
donakoHy B nauui 3 OHOBJ1HOBAHOrO 3BiTY 3 6€3MeKMn NiKapcbkoro 3acooby,
KapToHy; no 10 mny abo gocnigpkeHb 3 6e3neky 3acTOCyBaHHSA MiKapCbKoro
donakoHi 3aco0y B mic/ispeecTpaviiiHnii nepiod, abo sk
3aKynopeHomy pe3ynbTaT OLiHKV 3BITy 3 AOCMIHKEHb, MPOBEAEHNX
npo6Koto- BiANOBIAHO A0 NiaHy negiatpuyHux gocnimkerb (PIP)
KpanenbHuueto; no 1 (3MiHy y3romkeHo 3 KOMMETEHTHUM YNOBHOBaXKEHNM
chnakoHy B nauv 3 opraHoMm) - 3MiHVW BHECEHO A0 iHCTPYKLITy po3gin
KapToHy "Oco611BOCTI 3aCTOCYBaHHS" BigMoBIgHO A0
OHOBJIEHOT iHhopMaLii 3 6e3nekn Ailoyvoi peyoBUHN
MepiognyHICTb NOAAHHS PErynNsipPHO OHOB/THOBAHOTO
3BiTy 3 6e3Mneku BignoBiaHO A0 MNopsaKy 34iiCHEHHS
thapmakoHarnsy, 3aTBepKeHOro Hakasom
MiHicTepcTBa 0XOpPOHY 340POB’S YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
rocTuuii Ykpainu 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakaly MiHiCTepcTBa OXOPOHM
300p0B’A YKpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTPOKaMu, 3a3HauYeHUMU Y
nepiogNYHOCTI NOAAHHSA PerysipHUX 3BiTiB 3 6E3NeEKN.
54. DPAPMA3O/IH® Kpanni HasasibHi 0,1 MAT "®dapmak" | YkpaiHa | MAT "dapmak” YkpaiHa MepepeecTpauisi Ha HEOOMEXEHWNI TEPMIH 6e3 niosnsieae UA/1880/01/02
% no 10 mny 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta peyenma
chnakoHi abo y hapmakoHarnsgy. 3miHa y KopoTkili XapakTepucTuui
donakoHi 3 niKkapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
[o3saropowm; no 1 0151 MeQUYHOro 3aCToCyBaHHA Ha nigcTasi perysispHo
chnakoHy B nauuj 3 OHOBJ/IKOBAHOTIO 3BIiTY 3 6e3neku flikapcbkoro 3acoby,
KapToHy; no 10 mny abo gocnigpkeHb 3 6e3neky 3acToCyBaHHA MiKkapCbKoro
chnakoHi 3acoby B micnspeecTpaviiiHvin nepiod, abo K
3aKynopeHomy pe3ynbTaT OLiHKM 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
nNpo6koto- Bi4NOBIAHO A0 NnaHy negiatpuyuHux gocnimxkers (PIP)
KpanesnbHuueto; no 1 (3MiHY Y3ropKkeHO 3 KOMNETEHTHUM YNOBHOBAXKEHUM
chnakoHy B nauuj 3 opraHom) - 3MiHV BHECEHO A0 iHCTPYKLiTy po3ain
KapToHy "Oco611MBOCTi 3aCTOCYBaHHA" BIAMNOBIAHO A0
OHOBJIEHOT iH(hopMaLii 3 6e3neku Aito4oi pe4oBUHN
MepiofnyHICTb NOAAHHS PErynsipHO OHOB/HOBAHOTO
3BITY 3 6e3neku BignosigHO A0 MNopsaaKy 34iCHEHHSA
chapmakoHarnsgy, 3aTBepAXeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
tocTuuil Ykpainum 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa OXOPOHU
340poB’A Ykpainu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3HaveHnmn y
nepiognYHOCTI NOAAHHA perysisipHUX 3BiTiB 3 6e3neKu.
55. PEPYMBO cupon, 50 mr/5 mn My6niyne YkpaiHa My6niuHe YkpaiHa MepepeecTpauis Ha HEOBMEXEHMNA TEPMIH. 3MiHu | 3a He UA/2106/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asa8HU BUPOGHUKA Bionycky aHHs1 peecmpayjitiHo2
3acoby ynakoska) Ka 0 NocBi04YeHHs
no 50 mn y cpnakoHi akujioHepHe akuioHepHe TUny - 3MiHK Woao 6e3nekn/ethekTNBHOCTI Ta peyenmom nionsizae
CKsiHOMY abo TOBapUCTBO TOBap1CTBO thapmakoHarnsgy. 3MiHa y KopoTkili XapakTepucTui
nonimepHomy; no 1 "HaykoBo- "HaykoBo- NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
chnakoHy pas3om 3 BVPOGHWYNIA BMPOBHUYNIA 015 Me4MYHOT0 3aCTOCyBaHHS Ha MiAcTaBi perynsipHo
[03yBasIbHUM LieHTp LieHTp OHOBJ/IIOBAHOTO 3BITY 3 6e3neku NikapcbKoro 3acoby,
NPUCTPOEM B NauL; "BopLyariscbk "BopLiariscbk abo gocnifxeHb 3 6e3nekn 3acToCyBaHHS /likapcbKoro
no 100 mny WA XiMiKO- WA XiMiKO- 3acoby B mic/isApeecTpaviiiHmii nepiod, abo sk
oNakoHi CKNsAHOMY; thapmaueBTny thapmaueBTny pes3ynbTaT OLiHKM 3BITY 3 fOCNIMKEHb, NPOBEAEHUX
no 1 donakoHy HWiA 3aBof" HWi1 3aBoa" BiANOBIAHO A0 NnaHy negiatpuyHux gocnimpkern (PIP)
pasom 3 (3MiHy y3ropkeHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
[03yBa/TbHUM opraHom) 3MiHW BHECEHO [0 iIHCTPYKLIi 418 MeguyHoro
NPUCTPOEM B MauLy; 3acTOCyBaHHS NikapCcbKoro 3acoby A0 po3Ainis:
no 100 mn y 6aHL; "Moka3aHHs" (yTOUHEHHS), "B3aemogis 3 iHWNMK
no 1 6aHLi pasom 3 nikapcbkvMK 3acob6amMu Ta iHLWi BUAY B3aeMOiiA",
[03yBa/TbHUM "Oco61MBOCTI 3acTocyBaHHA", "3acTocyBaHHSA y nepiog,
NPUCTPOEM B NauL,i BariTHOCTi abo rogyBaHHs rpyAato" (YTOUHEHHS),
"3[aTHICTb BNAMBATU Ha LWBUAKICTL peakuii npu
KepyBaHHi aBTOTPAHCNOPTOM a60 iHLWMMK
MexaHismamu', "Cnocib 3actocyBaHHs Ta gosu”, "Oitn"
(yTouHeHHs), "Mepeno3syBaHHA", "Mo6IuHI peakwii”
BIANOBIAHO [0 OHOBMEHOT iHhopMaLlii 3 6e3nekun Aitoyoi
PeyoBUHN.
3MiHu | TUnYy - 3MiHK Wopno 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy. 3MiHv y TepaneBTUYHNX NOKa3aHHAX
(BUTyYEHHS TepaneBTUYHOIO nokasaHHs) 3MiHKn
BHECEHO A0 iHCTPYKLT 4N MeAMYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby Ao po3ainy "MNokaszaHHA"
(BnnydeHo nokasaHHs: MpodinakTrka geduiunTy 3anisa
nif, Yyac BariTHOCTI, Y nNepiof rogyBaHHsA rpyaato, y
XiIHOK penpoayKTMBHOrO nepioay, y Aitel, nianitkis,
Jopocnux (Hanpvknag, BeretapiaHuis Ta nogen
NITHBLOrO BIKY)), Ta AK HACMiA0K BUNy4YeHHSs iHdhopmMaui
y po3gini "Cnocib 3acTocyBaHHA Ta 031",
MepiognyHICTb NOAAHHS PErynsipHO OHOB/HOBAHOMO
3BiTy 3 6e3neKu BigNoBiAHO A0 MOpsAKY 34iCHEHHS
chapmakoHarnsgy, 3aTBepAKeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
rocTuuii Ykpainum 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa OXOPOHU
340poB’A Ykpaiuu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTB: 3rifHO 3i CTPOKaMu, 3a3Ha4eHnmn y
nepiognYHOCTI NOAAHHA peryssipHUX 3BiTiB 3 6e3neKu.
56. ®IHNENCUNH® TabneTtkn TeBa I13painb TOB TeBa Monbwa MepepeecTpavisi Ha HEOBMEXEHWUI TEPMIH 3a He UA/9848/01/01
200 PETAPL NPOJIOHroBaHoI fji dapmaueBTika OnepewH3 3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta peyenmom niossieae
no 200 wmr, no 10 n lHpacTpis MonaHpg thapmakoHarnsgy. BeegeHHs abo 3miHn fo
TabneTtok y brictepi; N1a. y3araJibHeHUX AaHux Npo cuctemy dpapmakoHarnsay
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asa8HU BUPOGHUKA Bionycky aHHs1 peecmpayjitiHo2
3acoby ynakoska) Ka 0 NocBi04YeHHs

no 5 a6o 10, a6o 20
6nictepis y Kopobui

(BBEAEHHSA Yy3arasIbHEHVX AaHUX NPo cucTemy
thapmakoHarnagy, 3MmiHa ynoBHOBaXXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHNA hapmakoHarnsay;

KOHTaKTHOI 0c0o6u 3 thapmakoHarnagy 3asBHuKa Ans
3piicHeHHs chapmakoHarnsay B YkpaiHi, KLU0 BOHA
BifIMiHHa Bif, YNOBHOB&XeHOI 0co6M, BiANOBIAA/ILHOI 3a
3[jiCHEeHHs1 hapmakoHaraay (BK/IKYakum KOHTaKTHI
OaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-taiina
cucTeMu dhapmakoHarnsgy) - 3MiHa yrnoBHOBaXXeHOT
0co6u 3as1BHMKA, BiANOBIAA/IbHOI 32 34iNCHEHHS
dhapmakoHarnsgy:

[itoya pepakuis -

Dr. Hedva Voliovitch MD, PhD.
MponoHoBaHa pepakuis — Orit Stern-Maman.
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXeHOi 0co6u 3MiHa
MicLs 34iICHEHHS OCHOBHOI AisS/IbHOCTI 3
thapmakoHarnsgy. 3miHa agpecu mactep-caiina.
3MiHn Wwopao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KOpoTkili XapakTepucTuui
niKkapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
0151 MeQUYHOro 3aCToCyBaHHA Ha nigcTasi perysispHo
OHOBJ/IOBAHOTO 3BIiTY 3 6e3neK NlikapcbKoro 3acoby,
abo gocnigkeHb 3 6e3neky 3acToCyBaHHS NikapCbKoro
3acoby B nicnsipeecTpauiiiHnii nepios, abo sk
pe3ynbTaT OLiHKM 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
Bi4NoBIAHO A0 NnaHy negiatpuyuHux gocnimxkers (PIP)
(3MiHY Y3rof)KeHo 3 KOMNETEHTHVM YNOBHOBaXKEHUM
opraHom) -
3MiHV BHECEHO [0 IHCTPYKLUIT Y po3ainu
"dapmMakoorivyHi BnacTuBocTi" (LLoAo 6e3nekn),
"MpoTunnokasaHHa", "B3aeMogis 3 iHLWMMK NiKapCbKUMuy
3aco6amu Ta iHWi B1uamn B3aemogiii”, "Ocob1mBoCTi
3acTocyBaHHSA", "3acTOCyBaHHS Y nepiog, BariTHOCTI
abo rogyBaHHs rpyaa0"”, "34aTHiCTb BIIMBATU HA
LUBUAKICTb peakLii Npy KepyBaHHi aBTOTPaHCNOPTOM
ab0 iHWKYMK MexaHi3mamm”, "Crnoci6 3acTocyBaHHsA Ta
[03n" (yTouHeHHs), "Oitn" (YyTOUHEHHS),
"Mepepo3yBaHHsa", "Mo6IYHI peakuii” BiANOBIAHO A0
OHOB/EHOT iHGhopMaLii 3 6e3nekn 440l peyoBUHU.

MepiognyHICTb NOAAHHS PErynsipHO OHOB/HOBAHOTO
3BiTy 3 6e3neKu BigNoBigHO A0 MopsAKY 34iCHEHHS
dhapmakoHarnsgy, 3aTBepAXeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
rocTuuii Ykpainm 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa OXOPOHU
340poB’sA Ykpaiuu Bif 26 BepecHs 2016 poky Ne 996),
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asa8HU BUPOGHUKA Bionycky aHHs1 peecmpayjitiHo2
3acoby ynakoska) Ka 0 NocBi04YeHHs
CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3HaveHnmn y
nepiognYHOCTI NOAAHHA peryssipHUX 3BiTiB 3 6e3neKu.
57. ®IHNENCUH® TabneTtkn TeBa I13painb TOB TeBa Monbwa MepepeecTpauis Ha HEOOMEXEHN TEPMIH. 3a He UA/9848/01/02
400 PETAP/, NPOJIOHroBaHoI fji dapmaueBTika OnepewH3 3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta peyenmom niossieae
no 400 wmr, no 10 n lHpacTpi3 MonaHpg thapmakoHarnsgy. BeegeHHs abo 3miHn fo
TabneTtok y 6nictepi; nra. y3araslbHeHUX AaHux Npo cuctemy dpapmakoHarnsgy

no 5 a6o 10, a6o 20
6nictepis y Kopobui

(BBEAEHHSA Yy3araslbHEHVX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnagy;

KOHTaKTHOI 0c0o6M 3 thapmakoHarnagy 3asBHuKa Ans
3piicHeHHs1 chapmakoHarnsay B YkpaiHi, K0 BOHA
BiIMiHHa Bif YNOBHOB&XeHOI 0CO6M, BiANOBIAA/ILHOI 3a
3[jiCHEeHHs1 hapmakoHaraay (BKIKYakum KOHTaKTHI
[OaHi) Ta/abo 3MiHM y po3MilLEeHHI MacTep-daiina
cucTemu dhapmakoHarnsgy) - 3MiHa yrnoBHOBaXXeHOT
0co6u 3as1BHMKA, BiANOBIAA/IbHOT 32 34iNCHEHHS
dhapmakoHarnsgy:

[itoua pepakuis-

Dr. Hedva Voliovitch MD, PhD.
MponoHoBaHa pepakuis — Orit Stern-Maman.
3MiHa KOHTaKTHUX AaHVX YNOBHOBa&XeHOi 0cobu 3MiHa
MicLs 34iICHEHHS OCHOBHOI AisS/IbHOCTI 3
thapmakoHarnsgy. 3miHa agpecu mactep-caiina.
3MiHn Wwopao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili XapakTepucTuui
niKkapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
0151 MeQUYHOro 3aCToCyBaHHA Ha nigcTasi perysispHo
OHOBJ/IKOBAHOTIO 3BIiTY 3 6e3neku flikapcbkoro 3acoby,
abo pgocnimkeHb 3 6e3neky 3acTocyBaHHS NikapCbKoro
3acoby B micnspeecTpaviiiHvin nepiod, abo K
pe3ynbTaT OLiHKM 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
Bi4NOBIAHO A0 NnaHy negiatpuyuHux gocnimxkers (PIP)
(3MiHY Y3rof)eHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHoMm) - 3MiHM BHECEHO [0 iHCTPYKLiTy po3ginu
"®apmakonoriyHi BnactnsocTi” (Loao 6esneku),
"MpoTunoka3saHHs", "B3aeMogis 3 iHLWMMK NiKapCbKUMu
3aco6amu Ta iHWi BuAn B3aemogiit”, "OcobamBocCTi
3acToCcyBaHHSA", "3acTOCyBaHHSA Y nepiog BarirTHOCTI
abo rogyBaHHsA rpyaar”, "3gaTtHicTb BNaMBaTK Ha
LWBUAKICTb peakLii Npy KepyBaHHi aBTOTPaHCNOPTOM
abo iHWKMK MexaHisMamn”, "Cnocib 3acTocyBaHHA Ta
[03n" (YTOUHeHHs), "OiTn" (YTOUYHEHHS),
"Mepepo3yBaHHsa", "Mob6iyHI peakuii” BiANOBIAHO A0
OHOBJ1EHOT iHGhopMaLii 3 6e3nekn 440l peyoBUHN.

MepiognyHICTb NOAAHHS PerynsipHO OHOB/TIOBAHOTO
3BiTy 3 6e3Mneku BignoBiaHO A0 MNopsiaKy 34iiCHEHHS
dhapmakoHarnsgy, 3aTBepAKEHOr0 Haka3om
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asa8HU
Ka

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayjitiHo2
0 Mocsi0O4YeHHs1

MiHicTepcTBa 0XOpOHY 340POB’S YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
rocTuuii Ykpainu 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakaly MiHicTepcTBa OXOPOHM
370p0B’A YKpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTPOKaMu, 3a3Ha4YeHUMHN Y
nepiogNYHOCTI NOAAHHSA PerysipHUX 3BiTiB 3 6E3NEKN.

58.

D/TIOKCIYM®

TabneTku, BKPUTI
NNiBKOBOKO
060/10HKO10, Mo 500
mr no 5 a6o no 10
TabneTtok y 6nictepi;
no 1y 6nictepy B
naui

MAT
"Kuismegnpen
apar”

YkpaiHa

MAT
"Kuismegnpen
apar”

YKpaiHa

MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH.

MepiognyHICTb NOAAHHS PerynsipHO OHOB/TIOBAHOTO
3BiTy 3 6e3Mneku BignoBiaHO A0 MNopsaKy 34iCHEHHS
thapmakoHarnsy, 3aTBepXeHOro Hakasom
MiHicTepcTBa 0XOpOHY 340POB’S YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
rocTuuii Ykpainm 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakazy MiHicTepcTBa OXOPOHM
3[0p0B’sA YKpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTPOKaMu, 3a3Ha4YeHUMHN Y
nepioANYHOCTI NOAAHHSA PerysipHUX 3BiTiB 3 6e3NeKU.

3a
peyenmom

He
nionsieae

UA/1315/01/01

59.

DYPACON

obnonickysau,
nopotok 0,1
r/naketmkno 1 r
npenapary y
nakeTuky, no 15
nakeTuKiB y nayui

AT
"OnaliHcpapm”

Nartsia

AT
"OnaliHcpapm”

Nartsis

MepepeecTpauisi Ha HEOOMEXEHWI TEPMIH
3MiHu Wwopao 6esnekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3MiHM y KOpOTKili XapakTepucTuj
nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
0719 MeAUYHOro 3acTOCyBaHHS Y 3B'A3KY i3 HOBUMU
LAaHVMW 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHMW AaHUMK Ta
[aHuMK 3 hapMakoHarnsgy - 3MiHM BHECEHO A0
IHCTPYKL,i 415 MeAUYHOr0o 3aCTOCYBaHHS liKkapCbKoro
3acoby Ao posainis "®apmakonoriyHi BnacTueocTi"
(yTouHeHHs iHdopmadii ), "MpoTunokasaHHA",
"Oco6nMBOCTI 3acTocyBaHHSA", "3acTocyBaHHs Yy nepiog,
BariTHOCTI Ta rogyBaHHsA rpyaa” (YTOYHEHHS
iHbopmawii), "Cnocib 3acTocyBaHHs Ta fo3n"
(yTouHeHHs indpopmauii), "[iTn" (yTOUHEeHHS
iHchbopmawii) BigNoBigHO A0 MaTepianiB peecTpauiiHoro
[0CbE.

MepiognyHiCTL NOAAHHA PerysiApHO OHOBJ/IOBAHOIO
3BiTy 3 6e3Mneku BignosiaHO A0 MopsiaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepaXeHOro Hakasom
MiHicTepcTBa OXOPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
rocTuuil Ykpainu 19 rpygHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa OXOPOHU
37,0p0B’sA YKpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTPOKaMu, 3a3Ha4YeHUMHN Y
nepioANYHOCTI NOAAHHA PeryssipHUX 3BiTiB 3 6E3NeEKN.

3a
peyenmom

He
niossieae

UA/1627/01/01

60.

XYMOAAP® b
100P

cycneHsia ans
iH'ekuin, 100 MO/mn

MpAT «[Mo
BUPOGHMLUTBY

YkpaiHa

MpAT «[Mo
BMPOGHULTBY

YkpaiHa

MepepeecTpaLisi Ha HEOGMEXEHWNIA TEPMIH.

He
nidssieae

UA/13721/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asa8HU BUPOGHUKA Bionycky aHHs1 peecmpayjitiHo2
3acoby ynakoska) Ka 0 NocBi04YeHHs
in bulk: Ne 100, Ne iHCYniHIB iHCyniHIB MepioguyHiCTb NOAAHHA PErysiipHO OHOBJIOBAHOIO
200 (no5mny "lHpap” "lHpap" 3BiTy 3 6e3Mneku BignoBiaHO A0 MNopsaKy 34iiCHEHHS
chnakoHi; no 100 thapmakoHarnsy, 3aTBepkeHOro Hakasom
abo 200 donakoHiB y MiHicTepcTBa 0XOpPOHY 340POB’S YKpaiHu Big, 27 rpyaHs
Kopo6i); in bulk: Ne 2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
100, Ne 200 (no 10 rocTuuii Ykpainn 19 rpyaHsa 2016 poky 3a Ne
My h/1akoHi; no 1649/29779 (y pepakuii Hakaly MiHicTepcTBa OXOPOHM
100 a6o 200 300p0B’A YKpaiHu Bifg 26 BepecHs 2016 poky Ne 996),
onakoHiB y KOpo6i) CTaHOBWTb: 3rigHO 3i CTPOKaMK, 3a3Ha4YeHnMn y
nepioaNYHOCTI NOAAHHSA PerysipHUX 3BiTiB 3 6E3NEKN.
61. XYMOLAP® b cycneHsis gns MpAT «[Mo YkpaiHa MpAT «[Mo YkpaiHa MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/1155/01/01
100P iH'ekuiin, 100 MO/Mn BVMPOGHMLTBY BMPOOHMULITBY 3MiHn Wwopao 6e3nekn/edeKTMBHOCTI Ta peyenmom nions2ae
no3mny iHCYniHIB iHCyniHIB hapmakoHarnsgy. 3mMiHa y KopoTkili XapakTepucTumui
KapTpuaxi; no 3 abo "lHpap” "lHpap" niKkapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
no 5 kapTpugxis y 015 MeQUYHOro 3aCToCyBaHHA Ha nigcTasi perysispHo
nauuj 3 KapToHy; No OHOBJ/IKOBAHOTIO 3BIiTY 3 6e3neku flikapcbkoro 3acoby,
10 mn y pnakoHi; no abo pgocnimkeHb 3 6e3neky 3acTocyBaHHS NikapCcbKoro
1 cbnakoHy B nauu,i 3 3acoby B nicnspeecTpauiiiHnii nepiog, abo sk
KapToHy; Mo 5 mny pe3ynbTaT OLiHKM 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
donakoHi; no 1 a6o Bi4NOBIAHO A0 NnaHy negiatpuyuHux gocnimxkers (PIP)
no 5 donakoHis y (3MiHY Y3ropKeHO 3 KOMNETEHTHUM YNOBHOBAXKEHUM
nauuj 3 KapToHy opraHom) -
3MiHV BHECeHO A0 [HCTpyKUii Ana MeguyHoro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ginis
"B3aemogis 3 iHWVMK NikapcbkuMm 3acobamm Ta iHLwi
BMAM B3aemogiit", "OcobMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHS y nepiog BariTHOCTi abo rogyBaHHs
rpyaAto” ([onoBHeHO iHdhopmalLiieto 3 6e3nekn),
"3[aTHICTb BNAMBATU Ha LWBUAKICTL peakLuii npu
KepyBaHHi aBTOTPAHCNOPTOM a60 iHLWMMK
mMexaHismamu", "Cnoci6 3actocyBaHHs Ta go3un"
(BUny4yeHo iHhopmalito LWoa0 NpoBefeHHS
BHYTPILUHBOLLKIPHOTO TECTY Ha YyTNMBICTb),
"MepepnosyBaHHa", "Mob6ivHi peakuii”, "HecymicHicTb"
BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLii 3 6e3neku Aitoyol
Ta JOMOMDKHUX PEYOBUH NMiKAPCbKOro 3acoby.
MepiofnyHICTb NOAAHHS PErynsipHO OHOB/HOBAHOTO
3BITY 3 6e3neku BignosigHO A0 MNopsaaKy 34iCHEHHSA
chapmakoHarnsgy, 3aTBepAXeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
tocTuuil Ykpainum 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa OXOPOHU
340poB’A Ykpainu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3HaveHnmn y
nepiognYHOCTI NOAAHHA perysisipHUX 3BiTiB 3 6e3neKu.
62. XYMOAAP® K25 cycneHsia ans MpAT «[Mo YkpaiHa MpAT «[Mo YkpaiHa MepepeecTpauis HA HEOBMEXEHWNIA TEPMIH. - He UA/13722/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asa8HU BUPOGHUKA Bionycky aHHs1 peecmpayjitiHo2
3acoby ynakoska) Ka 0 NocBi04YeHHs
100P iH'ekuin, 100 MO/Mn BVPOGHMLTBY BMPOOHULITBY nionsizae
in bulk: Ne 100, Ne iHCyniHIB iHCYyniHIB MepiognyHicTb NOAaHHA perynsipHo OHOBIOBAHOMO
200 (no5mny "Inpap" "Inpap" 3BiTy 3 6e3neKu BiANoBiAHO A0 MOopsAKY 34iCHEHHS
dhnakoHi; no 100 chapmakoHarnsgy, 3aTBepAXeHoro Hakasom
abo no 200 MiHicTepcTBa OXOPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHs
oNakoHiB y KOpooGiI); 2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
in bulk: Ne 100, Ne rocTuuil Ykpainm 19 rpyaHsa 2016 poky 3a Ne
200 (no 10 mny 1649/29779 (y pepakuii Hakasy MiHicTepcTBa OXOPOHU
donakoHi; no 100 34,0p0B’sA YKpaiHu Big 26 BepecHs 2016 poky Ne 996),
abo no 200 CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3Ha4eHnmn y
h/1aKOHIB y KOpoo6i) nepiognYHOCTI NOAAHHA peryssipHUX 3BiTiB 3 6e3neKu.
63. XYMOAAP® K25 cycneHsis gns MpAT «[Mo YkpaiHa MpAT «[lMo YkpaiHa MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/1533/01/01
100P iH'ekujin, 100 MO/Mn BVPOGHMLTBY BMPOOHULITBY 3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta peyenmom nionsizae
no3mny iHCyniHIB iHCyniHIB papmakoHarnsgy. 3mMiHa y KopoTkili XxapakTepucTuLi
KapTpuaxi; no 3 abo "lHpap” "lHpap" NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
no 5 kapTpuaxis y ANA MeAUYHOro 3aCTOCYBaHHS Ha NiAcTasi perynsapHo
naJui 3 KapToHy; No OHOBJ1HOBAHOrO 3BiTY 3 6e3Mekun NiKapcbkoro 3acoby,
5 mn 'y chnakoHi; no abo gocnimkeHb 3 6e3neky 3acToCyBaHHS NikapCbKoro
1 a6o no 5 dpriakoHiB 3acoby B mic/iApeecTpaviiiHvii nepiod, abo sk
y nauLii 3 KapToHy; pe3ynbTaT OLiHKM 3BIiTY 3 AOCNIMKEHb, NPOBEAEHNX
no 10 mn y dpnakoHi; BiANOBIAHO A0 NnaHy negiatpuyHux gocnimpkerb (PIP)
no 1 do1akoHy B (3MiHy y3rokeHo 3 KOMMETEHTHUM YNOBHOBaXKEHNM
naJi 3 KapToHy opraHom) - 3MiHW BHECEHO A0 IHCTpYKUii ons
MEeAMYHOro 3acToCyBaHHSA NiKapCbKoro 3acoby go
po3ginis "B3aemogis 3 iHLWIMMK nikapcbkuMy 3acobamu
Ta iHWi Buamn B3aemogiii”, "OcobnnBocCTi
3acTocyBaHHS", "3acTOCyBaHHS Y Nepiog BariTHOCTI
abo rogyBaHHs rpyaato” (4ONOBHEHO iHGhOpMaLieto 3
6e3neku), "30aTHICTb BN/IMBATU Ha LUBUAKICTb peakLii
npu KepyBaHHi aBTOTPAHCNOPTOM ab60 iHLNMKN
mMexaHismamu", "Cnoci6 3actocyBaHHs Ta go3un"
(BUny4yeHo iHhopmalito LWoa0 NpoBefeHHS
BHYTPILUHBOLLKIPHOTO TECTY Ha YyTNMBICTb),
"MepepnosyBaHHa", "Mob6ivHi peakuii”, "HecymicHicTb"
BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLii 3 6e3neku Aitoyol
Ta AONOMDKHUX PEYOBUH NiKapCbKOro 3acoby.
MepiofnyHICTb NOAAHHS PErynsipHO OHOB/HOBAHOTO
3BITY 3 6e3neku BignosigHO A0 MNopsaaKy 34iCHEHHSA
chapmakoHarnsgy, 3aTBepAXeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
tocTuuil Ykpainum 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa OXOPOHU
340poB’A Ykpainu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3HaveHnmn y
nepiognYHOCTI NOAAHHA perysisipHUX 3BiTiB 3 6e3neKu.
64. XYMOOAP® P PO34MH A5 iH'EKLIN, MpAT «[Mo YkpaiHa MpAT «[Mo YkpaiHa MepepeecTpauis HA HEOBMEXEHWNIA TEPMIH. - He UA/13723/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asa8HU BUPOGHUKA Bionycky aHHs1 peecmpayjitiHo2
3acoby ynakoska) Ka 0 NocBi04YeHHs
100P 100 MO/mn in bulk: BVPOGHMLTBY BMPOOHULITBY nionsizae
Ne 100, Ne 200 (no 5 iHCyniHIB iHCYyniHIB MepiognyHicTb NOAaHHA perynsipHo OHOBIOBAHOMO
My ch/1akoHi; no "lHpap” "lHpap" 3BiTy 3 6e3neKu BiANoBiAHO A0 MOopsAKY 34iCHEHHS
100 a6o 200 thapmakoHarnsgy, 3aTBepAXeHOro Hakasom
chaKoHiB y KOpoo6i) MiHicTepcTBa OXOPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHs
in bulk: Ne 100, Ne 2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
200 (no 10 mny rocTuuil Ykpainm 19 rpyaHsa 2016 poky 3a Ne
dhnakoHi; no 100 1649/29779 (y pepakuii Hakasy MiHicTepcTBa OXOPOHU
a6o no 200 34,0p0B’sA YKpaiHu Big 26 BepecHs 2016 poky Ne 996),
chakoHiB y KOpoo6i) CTaHOBWTb: 3ri4HO 3i CTPOKaMM, 3a3Ha4YEHUMN Y
nepiognYHOCTI NOAAHHA peryssipHUX 3BiTiB 3 6e3neKu.
65. XYMOJAP® P PO34NH A1 iH'EKLIN, MpAT «[Mo YkpaiHa MpAT «[lMo YkpaiHa MepepeecTpauis Ha HEOBMEXEHWNIA TEPMIH. 3a He UA/1232/01/01
100P 100 MO/mn no 3 mn BVPOGHMLTBY BMPOOHULITBY 3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta peyenmom nionsizae
y kapTpuaxi; no 3 iHCyniHIB iHCyniHIB papmakoHarnsgy. 3mMiHa y KopoTkili XxapakTepucTuLi
abono5 "lHpap” "lHpap" NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
KapTpuaXiB y nayui ANA MeAUYHOro 3aCTOCYBaHHS Ha NiAcTasi perynsapHo
3 KapTOHy; no 10 mn OHOBJ/IOBAHOrO 3BiTY 3 6e3neKkn NikapCbKoro 3acoby,
y chnakoHi; o 1 abo gocnimkeHb 3 6e3neky 3acToCyBaHHS NikapCbKoro
chnakoHy B nauui 3 3acoby B mic/iApeecTpaviiiHvii nepiod, abo sk
KapToHy; Mo 5 mny pe3ynbTaT OLiHKM 3BIiTY 3 AOCNIMKEHb, NPOBEAEHNX
chnakoHi; no 1 a6o BiANOBIAHO A0 NnaHy negiatpuyHux gocnimpkerb (PIP)
no 5 dpriakoHiB y (3MiHY Y3rofpKeHO 3 KOMNETEHTHUM YNOBHOBaXKEHUM
naJi 3 KapToHy opraHom) - 3MiHW BHECEHO A0 IHCTPYKLUIi Ans
MEeAMYHOro 3acToCyBaHHSA NiKapCbKoro 3acoby go
po3ginis "B3aemogis 3 iHLWIMMK nikapcbkuMy 3acobamu
Ta iHWi Buamn B3aemogiii”, "OcobnnBocCTi
3acTocyBaHHS", "3acTOCyBaHHS Y Nepiog BariTHOCTI
abo rogyBaHHs rpyaato” (4ONOBHEHO iHGhOpMaLieto 3
6e3neku), "30aTHICTb BN/IMBATU Ha LUBUAKICTb peakLii
npu KepyBaHHi aBTOTPAHCNOPTOM ab60 iHLNMKN
mMexaHismamu", "Cnoci6 3actocyBaHHs Ta go3un"
(BUny4yeHo iHhopmalito LWoa0 NpoBefeHHS
BHYTPILUHBOLLKIPHOTO TECTY Ha YyTNMBICTb),
"MepepnosyBaHHa", "Mob6ivHi peakuii”, "HecymicHicTb"
BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLii 3 6e3neku Aitoyol
Ta AONOMDKHUX PEYOBUH NiKapCbKOro 3acoby.
MepiofnyHICTb NOAAHHS PErynsipHO OHOB/HOBAHOTO
3BITY 3 6e3neku BignosigHO A0 MNopsaaKy 34iCHEHHSA
chapmakoHarnsgy, 3aTBepAXeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
tocTuuil Ykpainum 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa OXOPOHU
340poB’A Ykpainu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3HaveHnmn y
nepiognYHOCTI NOAAHHA perysisipHUX 3BiTiB 3 6e3neKu.
66. UNTIMAKC- PO3YMH ANS iH'EKLIN, MpAT YKpaiHa MpAT YkpaiHa [MepepeecTpauis Ha HEOOMEXeHWU TepMiH. 3MiHK | 3a He UA/13737/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asa8HU BUPOGHUKA Bionycky aHHs1 peecmpayjitiHo2
3acoby ynakoska) Ka 0 NocBi04YeHHs
AAPHMNLUA 250 mr/mn no 2 mn "®apmavneBTu "hapmavneBTu TUny - 3MiHK Woao 6e3nekn/ethekTNBHOCTI Ta peyenmom niossieae
(500 mr) a6o no 4 yHa hipma yHa thipma hapmakoHarnsgy. 3MiHu y KOpoTKili XxapakTepucTui
mn (1000 mr) B "AapHuus” "AapHuus” NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT

amnyni; no 3 abo no
5 amnyn y KOHTYPHiiA
YapyHKOBI
ynakosui; no 1
KOHTYPHIl
YapyHKOBI ynakoBL,i
B nauuj; no 2 mn
(500 mr) a6o no 4
mn (1000 mr) B
amnyni; no 5 amnyn
Y KOHTYpHili
YapyHKOBI
ynakosLi, no 2
KOHTYPHI YapyHKOBI
yMakoBKM B nayLi

AN19 MEeANYHOTO 3aCTOCYBaHHS
reHepuYHUX/ribpnaHnx/6ionodibHNX Nikapcbkmx 3acobis
nicns BHeCEHHS Tiel caMoi 3MiHW Ha pethepeHTHWIA
npenapar (3miHa He NnoTpebye HafaHHA XOLHUX HOBUX
[0[aTKOBUX AaHWX) BHECEHi 40 IHCTPYKLUiT Ans
MeAUYHOro 3acToCyBaHHA NiKapcbKoro 3acoby B
po3ginu: "MokasaHHsA", a TaKoX y po3A4inu:
"apmMakonoriyHi BnactusocTi", "Oco6nnBoCTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHsa Ta Ao3n",
"MobiuHi peakuii”, "HecymicHicTb" BignoBigHO A0
iHhopmaLii Wwoao MeanyHoro 3acTocyBaHHs
pedoepeHTHOro fikapcbkoro 3acody (LLEPAKCOH,
PO34MH A4 iH'ekwuiin). 3miHu | TUny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta papMakoHarnsgy. 3miHa y
KOPOTKiil XapakTepucTunLi NikapCbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKLiT 415 MeAnYHOro
3acTocyBaHHSA Ha NigcTaBi perynsapHO OHOB/OBAHOIO
3BiTY 3 6€3nekun Nikapcbkoro 3acoby, abo focnigpkeHb 3
6e3Mekn 3acTocyBaHHS /iKapCbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo Sk pe3ynbTaT OLiHKM
3BITY 3 JOCNIMKEHb, NPOBEAEHNX BiLNOBIAHO 4O NNaHy
negiatpuyHux gocnigxerb (PIP) (3MiHy y3rofkeHo 3
KOMNETEHTHUM YNOBHOBAXEHVM OpraHom) 3miHu
BHECEHI [10 IHCTPYKLIT A58 MEeANYHOro 3aCTOCYyBaHHS
nikapcbKoro 3acoby y po3ain "OcobameocTi
3acTocyBaHHA" BiANOBIAHO A0 iHGopMaLil Woao
6e3nekn fONOMIKHUX PEYOBUH.

MepiognyHICTb NOAAHHS PErynsipHO OHOB/HOBAHOTO
3BiTy 3 6e3neKu BigNoBigHO A0 MopsAKY 34iCHEHHS
dhapmakoHarnsgy, 3aTBepAXeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
rocTuuii Ykpainm 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa OXOPOHU
340poB’A Ykpaiuu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3HaveHnmn y
nepiognYHOCTI NOAaHHA perynsipHUX 3BiTiB 3 6e3neku.

HauanbHUK Bigainy 3 nutaHb (papmaueBTUYHOI

BIANbHOCTI [lenapTtamMeHTy BNpoBag)XeHHA pedhopm

T.M. JIAcKOBCbKUM




AopaTtok 3

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu
08.05.2019 Ne 1030

NMEPENIK

NIKAPCBbKUX 3ACOBIB (MEANYHUX IMYHOBIO/TONYHUX MPEMAPATIB), LLLOAO AKUX BY/IN BHECEHI 3MIHU 10
PEECTPAUIMHNX MATEPIANIB, AKI BHOCATbLCA A0 AEP>XXABHOI'O PEECTPY NIKAPCbKUX 3ACOBIB YKPAIHN

Ne Hassa dopma BUMYCKY 3asasHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 BionyckKy peecmpayitiHo
3acoby 20
nocgio4eHHs
1. 5- KOHLleHTpaT ans EBEBE ABCTpist NOBHUIA LWKN ABcTpisi/ BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu |l TUNY - 3MiHK LWoAa0 3a UA/6058/01/01
PTOPYPALUW | po3unHy gns Papma BMPOGHMLTBA: Himeuun 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy. 3MiHu y KOpoTKii peyenmom
N "EBEBE" iHdpy3iiA, 50 mr/mn; lec.m.6.X. EBEBE ®apma Ha XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
no 5 mn (250 mr) Hdor. KT. Fec.m.6.X. Hdr. MeAMYHOro 3aCTOCYBaHHSA Yy 3B'A3KY i3 HOBUMU AaHUMW 3 SKOCTI,
a6o no 10 mn (500 Kr., ABCTpisi; OOKTIHIYHUMK, KNIHIYHUMY faHUMK Ta AaHnMK 3 hapMakoHarnsgy - 3MiHu
Mr) B amnyni; no 5 KOHTpO/b/ BHECEHO [0 iHCTPYKLii 415 MeAM4YHOro 3acTocyBaHHS NikapCcbKoro 3acoby
amnyn y kopoo6u; BUNPOGYBaHHSA 00 po3ginis "Moka3aHHsA"(yToOYHEHHs iHdopMalii), "Oco6nBoCTi
no 5 mn (250 mr), cepii: 3acTocyBaHHs", "Cnoci6b 3acTocyBaHHA Ta 4o3un”, "MobivHi peaxuir”,
a6o no 10 mn (500 Mn "HecyMiCHICTb".
mr), abo no 20 mn Mikpo6ionoriwec BBefeHHS 3MiH NPOTAroM 6-Tu MICALIB NIC/A 3aTBEPAKEHHS
(1000 mr) y Mptodhnabop M6X,
hnakoHi; no 1 ABCTpIS;
hnakoHy B KOPOOLL KOHTpONb/
BMNPOGYBaHHSA
cepii:
Nab6op N+ C AT,
Himeuunna
2. L-NISNUHY po3unH ans MAT YkpaiHa MAT "Fanuucpapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHnux maTepianis: 3a UA/2131/01/01
ECUVHAT® iH'exui, 1 mr/mMn no | “rannudapm” 3MiHKM | TNy - 3MiHK WOoA0 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsgy - peuyenmom
5 mn B amnyni; no 5 OHOBNEHHSA BXe 3aTBEPKEHOrO TEKCTY MapKyBaHHA BTOPUHHOT Ta
amnyn y énictepi, NepBUHHOT YNakoBKM NiKapCbKOro 3acoby 3 BHECEHHAM [04aTKOBOT
noKpuTOMY iHdhopmaii (BHECEHHSI NO3HAYEHb OA4MHMLb BUMIPIOBAHHS, 3
nAiBKoo; Mo 2 BMKOPUCTAHHAM JliTep /IaTUHCLKOro andasiTy Ta ToLL0). BBegeHHS 3MiH
6nicTepu y nayui npoTArom 6-Tn MicALiB Nicns 3aTBepAKeHHs
3. ABUNNM® MOPOLLIOK AN1s Abpun IHAis HekTap IHAis BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu | Tuny - 3a UA/10084/01/01
po34nHy Ans dopmyneniH Naiidpcalicis AAMiHIiCTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus peuyenmom
iH'ekwjin no 500 wr, 3 MBT. /114 NimiTea-tOHIT-VI NPOBaKEHHS AIS/IbHOCTI BUPOOHUKa/iMnopTepa roToBOro Nikapcbkoro
1 donakoH 3 3aco6by, BKIOUauM AiNbHMLI BUMYCKy cepil abo micue npoBefeHHs
NMOPOLLUKOM Y KOHTPOJO AKOCTI. (AisS/IbHICTb, 3a 5Ky Bignosigae BMpobHuK/imnopTep,
KapTOHHIiA ynakoBL,i BK/THOUAIOYM BUMYCK CEPiid) 3MiHa Ha3BW Ta afpecy MiCLisi NPOBaKEHHS
aisnbHocTi Bupo6Huka N3 HekTap MaiidcaiiHcis fMimitea-tOHiT-VI, IHgis,
6e3 3MiH1 Micus BUpobHMLUTBA
4. ABNMNM® NMopoLIOK ANs Abpun IHAis Hekrap IHAis BHECEHHS 3MiH [10 peecTpauiiiHux maTepianis: 3miHu | Tuny - 3a UA/10084/01/02
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06’emom 1 mn) y
KapTOHHI KOpOOLii

BUMNPOOYBaHHA Ha
CTEpPUIbHICTb Ta
6akTepiasibHi
€HL0TOKCUHMN:
BeTTep ®apma-
®epTuryHr rmoX i
Ko KT, HimeuuunHa;
Bunpo6yBaHHs Ha
CTepUIbHICTb Ta
6akTepiasibHi
€HA0TOKCUHMU:
BeTTep ®apma-
®epTuryHr rmoX i
Ko KT, HimeuuuHa;
BeTTep dapma-
®epTuryHr MrmoX i
Ko KT, HimeuuuHa;

BK/IHOHAK0UM BUNYCK Cepiit) - 3MiHa Ha3BW i agpecy (3 pUAMYHOI Ha
hakTnyHy) BUPOGHUMKa /13, 6e3 3MiHM MicLsa BUPOGHMLTBA (BBEAEHHS 3MiH
NPOTAroM 6-TW MiCALIB NIiC/A 3aTBEPMKEHHSN); 3MiHW | TUnYy -
AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo aapecu Micus
NPOBaKEHHS AiS/IbHOCTI BUPOBGHMKa/imMnopTepa roToBOro /ikapCbKoro
3aco6y, BK/IHYaKuM AibHULL BUNYCKy cepii abo MicLe NpoBeAeHHs
KOHTPOIO AKOCTI. (fiANbHICTb, 3a 5Ky BifgnoBsigae BUpobOHuK/iMnopTep, He
BK/1KOYA0UM BUMYCK Cepili) - 3MiHa Ha3BW Ta agpecu BUpoOHUKa
®.XobcpmaHH-/15 Pow JiTa, 6€3 3miHu Micus BUpobHuLTBa ( BBEaeHHS
3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBEPMXEHHS); 3MiHW | Tuny -
AAMIHICTpaTVBHI 3MiHK. 3MiHA HaliMeHyBaHHA Ta/abo agpecu mMicus
NPOBaKEHHS Ais/IbHOCTI BUPOGHUKa/iMnopTepa roToBOro JlikapcbKoro
3acoby, BKNoYauy AinbHULI BUNYCKY cepii abo micue npoBefeHHs
KOHTPOJIO SIKOCTI. (ZisiSIbHICTb, 3a SIKy BignoBigae BMpo6HUK/imnopTep, He
BK/IHOHAK0UM BUMYCK Cepiit) - 3MiHa Ha3BM Ta agpecu BUpobHuka Polu
dapma All, 6e3 3MiHV Micus BUPOOHULITBA (BBEAEHHS 3MiH NPOTAroM 6-Tn
MiCSILiB MiCNs1 3aTBEPAKEHHS); 3MiHU | TNy - AOMIHICTPaTMBHI 3MiHK. 3MiHa

BunpobysaHHs HaVimeHyBaHHs Ta/abo agpecun MicusA NPOBaKEHHS AisNIbHOCTI
KOHTPO/IHO AKOCTI BMPOGHMKa/iMnopTepa rotoBoro MikapcbKoro 3acoby, BKAYaoUM AinbHUL
(kpim BUMYCKY cepii abo MicLe NpoBeAeHHA KOHTPOJIK0 AKOCTI. (AisSIbHICTb, 3a AKY

Ne Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKko20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
po34nHy Ans dopmyneniH Naiidpcalicis AAMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus peuyenmom
iH'ekuii no 1000 wr, 3 MBT. /114 NimiTea-tOHIT-VI NpOBaKEHHS AiS/IbHOCTI BUPOOHUKa/iMnopTepa roToBOro Nikapcbkoro
1 cdonakoH 3 3acoby, BKIOUauM AiNbHMLI BUMYCKy cepil abo micue npoBefeHHs
NMOPOLLUKOM Y KOHTPOJO AKOCTI. (AisS/IbHICTb, 3a 5Ky Bignosigae BMpo6HuUK/imnopTep,
KapTOHHIiA ynakoBL,i BK/IOYAKOUM BUMNYCK Cepiii) 3MiHa Ha3BW Ta afpecn MicLA NPOBaKEHHS
aisnbHocTi Bupo6Huka N3 HekTap MaiidcaiiHcis fMimitea-tOHiT-VI, IHgis,
6e3 3MiH1 Micusi BUpobHULUTBA

5. A3nnon TabneTku, BKpUTI AT "Apames MonbLa Mab6'aHiLbkni MonbLa BHECEHHS 3MiH [0 peecTpauiinHmx maTepiasis: 3MiHa 3asBHUKa (BNacHyKa 3a UA/14380/01/01
MN/1iBKOBOIO dapma” hapmaneBTUYHNI peecTpaujiiHoro noceigyeHHs) (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460): | peyenmom
060/10HKO0, No 250 3aBop, Monba BBefeHHS 3MiH NPOTAroM 6-TW MICALIB NIC/IA 3aTBEPAXKEHHS.
Mr; no 3 TabneTkn AT.
y 6nicTepi; no 2
6nictepu B
KapTOHHIV Kopobui

6. A3unon TabneTku, BKpUTI AT "Apamep, Monblwa Mab'sHiubKniA Monblwa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHa 3asBHUKa (BNacHyKa 3a UA/14380/01/02
NAiBKOBOIO Papma” hapmaLeBTUYHNI peecTpauiiiHoro noceigveHHs) (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460): | peyenmom
o60onoHkoto, no 500 3aBog, Monbha BBefeHHs 3MiH NpoTArom 6-Tu MicALB NiCNs 3aTBEPAKEHHS.
Mr; no 2 a6o 3 AT.
TabneTkv B
6nictepi, no 1
6nictepy B
KapTOHHIli KopoobLi

7. AKTEMPA® po34nH oNns . XodpchpmanH | Leliyap Bupo6HMLTBO Himeuun BHECEHHS 3MiH 40 peecTpauiiHNX MaTepiastiB: 3MiHM | Tuny - 3a UA/13909/02/01
iH'ekujn, 162 mr/0,9 -Na Pow J1Tg, is Hepo3acoBaHo! Ha/ AAMiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus peyenmom
MA; 4 nonepeaHbLO NPOAYKLUT, LBeliuap NpoBaKEHHA Ais/IbHOCTI BUPOOHUKa/iMnopTepa roToBOro likapCbKoro
HanoBHEHUX nepBuHHE is 3aco0y, BK/IoYaoun AiNbHULI BUMYCKy cepii abo MicLe NpoBefeHHs
wnpuua (KoxeH nakyBaHHs, KOHTPOJIO SIKOCTI. (AisNIbHICTb, 3a 5Ky BiAnoBigae BUpo6HuK/iMnopTep,
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Ne Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKko20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
BUNPOBYBaHHSA Ha BiANOBiAAE BMPOGHMK/IMNOPTEP, HE BK/THOYAKYM BUMYCK CEpild) - 3MiHa
CTEPUNBHICTb Ta Ha3Bu | agpecy BUpobHuKa BeTTep ®apma-PepturyHr M'm6X i Ko KI, 6e3
6akTepiasibHi 3MiHM Micus BUpo6HUUTBaA (BBEAEHHS 3MiH NPOTAroM 6-Tu MicAuiB nicns
€HO0TOKCUHN): 3aTBEPKEHHS); 3MiHW | TUNY - AOMIHICTPATUBHI 3MiHW. 3MiHa
Pow dapma AT, HaliMeHyBaHHs Ta/abo agpecu MicusA NPOBaKEHHS AisNIbHOCTI
HimeuyuunHa; BMPOGHMKa/iMnopTepa roToBoro /ikapcbKoro 3acoby, BKIOYaoun AinbHULI
BTopuHHe BUMYCKy cepii abo Micue NpoBefieHHA KOHTPOSIIO AKOCTI. (AiSNbHICTb, 3a AKY
nakyBaHHs, BiANOBiAAE BUPOGHMK/IMNOPTEP, HE BK/TKOYAOYM BUMYCK Cepili) - 3MiHa
BMNPOGYBaHHSA Ha3Bwu | agpecy BUpo6HuKa BeTTep ®apma-depturyHr M'm6X i Ko KI, 6e3
KOHTPOJIHO0 SKOCTI 3MiHU MicusA BUpo6HMLTBA (BBEeAeHHS 3MiH NPOTAroM 6-Tu MicAuiB nicas
(kpim 3aTBEPMKEHHS); 3MIHW | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
BMMNPOGYBaHHA Ha HalilMeHyBaHHs Ta/abo agpecy MiCLsA NPOBaXEHHS AiS/IbHOCTI
CTEepW/IbHICTb Ta BMPOGHMKa/iMnopTepa roToBoro /ikapcbKoro 3acoby, BKIOYaun AinbHULI
6akTepiasibHi BUNYCKy cepii abo MicLe NpoBeAEeHHS KOHTPOSIIO AKOCTI. (AISNbHICTb, 3a AKy
€HL,0TOKCUHM), BiANOBIAAE BMPOGHMK/IMNOPTEP, HE BK/TKOYAKYM BUMYCK CEpili) - 3MiHa
BUMYCK cepil: Ha3BW i agpecy BUpo6HMKa BeTTep ®apma-depTturyHr F'm6X i Ko KI, 6e3
®.XothpmaHH-/15 3MiHM Micus BUpO6HULTBA (BBEAEHHSA 3MiH NPOTAroM 6-Tu MicALiB nicns
Pow JlTa, 3aTBEPKEHHS)
LLiBeiiuapis
8. AKTEMPA® KOHLieHTpaT Ans ®.XothbdpmarH | Lsenuap Brpo6HMLTBO AnoHis/ BHECEHHS 3MiH [0 peecTpaLinHmx maTepiasis: 3MiHu | Tuny - 3a UA/13909/01/01
PO34mnHy Ans -Nla Pow 14 is Hepo3dacoBaHol Himeuun AnMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus peyenmom
iHdpy3iid, 20 mr/m; npoaykuir, Ha/ NpoBaPKEHHS AiS/IbHOCTI BUPOOHUKa/iMnopTepa roToBoro Nikapcbkoro
no 80 mr/4 mn abo nepBuHHE LLsenuap 3aco6y, BKNOYauy AiNbHULI BUNYCKY cepii abo micue npoBefeHHs
200 mr/10 mn, abo nakyBaHHs: is KOHTPOJIIO SIKOCTI. (ZisNbHICTb, 3a 5Ky BiAnoBigae BUpoOHuK/iMnopTep, He
400 mr/20 mny Uyraii ®dapma BK/IO4A0UM BUMYCK Cepild) - 3MiHa Ha3BW Ta aApecy BUPo6HMKa Yyraii
chnakoHi; no 1 a6o MaHydheKTypuHr dapma MarnydektypuHr Ko. 114, AnoHis, 6e3 3mMiHu Micusa BUpo6HMLTBA
4 chnakoHn y Ko. i, AnoHis; (BBeaeHHs 3MiH NpPOTAroM 6-TW MiCALB NicNs 3aTBEPMKEHHS); 3MiHM | TUny
KapTOHHIlA KopooLi BunpobyBaHHs - AgMiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo afpecu micus

KOHTPO/0 SIKOCTi:
Pow ®apma Arl,
HimeuuunHa;
BtopuHe
nakyBaHHs, BUMYCK
cepii:
®.XothpmaHH-/15
Pouw NTa,
LLiBeiiuapis

NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa roToBOro /likapCbKoro
3acoby, BKoYauy AiNbHULI BUNYCKy cepii abo micue npoBefeHHs
KOHTPOJIO SIKOCTI. (AisS/IbHICTb, 3a 5Ky Bignosigae BUpobHUK/imnopTep,
BK/1IOYAK0UY BMMYCK CEPIil) - 3MiHa Ha3BM | agpec (3 IPUANYHOI Ha
thakTUyHy) BUpo6HKKa MN13, 6e3 3miHM Micus BUpobHuULTBa (BBEAEHHS 3MiH
NPOTAroM 6-TW MICALIB NiC/A 3aTBEPMKEHHS); 3MiHK | TUny -
AfMiHiCTpaTuBHi 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa roToBoro Jlikapcbkoro
3aco06y, BK/IKOYaUM AiNbHULL BUNYCKY cepii abo MicLe npoBefeHHs
KOHTPO/O AKOCTI. (ZisANbHICTb, 3a Ky BifgnoBigae BUpobOHuK/imnopTep, He
BK/10UAK0UM BUMYCK Cepiid) - 3MiHa Ha3BM Ta agpecy BUpo6HMKa PoLwu
$apma Al', 6e3 3MiHK Micus BUpobHULUTBa (BBEAEHHS 3MiH MPOTATrOM 6-Tn
MICALIB MICNA 3aTBEPKEHHS); 3MiHM | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecyt MicLsA NPOBaXEHHS AiS/IbHOCTI
BUPOGHMKa/iMnopTepa roToBoro JlikapCbKoro 3acoby, BKIKYatoun AifbHUL
BMNYCKy cepii abo MicLe NpoBeAEHHS KOHTPO/IHO AKOCTI. (AISNbHICTb, 3a AKy
BiANOBIAAE BMPOGHMK/IMNOPTEP, HE BK/TKOYAKYM BUMYCK Cepili) - 3MiHa
Ha3BW Ta agpecu BupobHuka ®.XothdmaHH-/1a Pow /T, 6e3 3miHu Micus
BMPO6HMLTBA (BBEAEHHS 3MiH NPOTArOM 6-TU MIiCALB NiCIA 3aTBEPMAKEHHS)
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Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocgio4eHHs

ANEPAE3

cupon, 0,5 mr/mn,
no 50 mn Ta no 100
My doniakoHi; no 1
hnakoHy pasom 3
[03yBa/TIbHUM
NPVUCTPOEM B naulyj;
no 100 mn y 6aHuj;
no 1 6aHuji pasom 3
[03YBa/IbHNM
NPVUCTPOEM B NauLi

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BUPOGHNYNIA

LieHTp
"BopLuariscbk
niA Ximiko-
thapmaueBTUy
HWii 3aBoa”

YKpaiHa

My6niuHe
aKuioHepHe
TOBapUCTBO

"HaykoBo-

BUPOGHNUNIA LLEHTP
"BopLyariBcbkuii
Ximiko-
thapmaueBTUYHUIA
3asog”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TURY - 3MiHK 3 SKOCTi. A®I. KoHTposb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo fonyCTMMUX MEX, BUSHAYEHNX Y cneumdikauisx Ha
A®I, ab0 BUXiOHWIA/NPOMIKHUIA NPOAYKT/peareHT, Lo BUKOPUCTOBYHOTLCS Y
npoueci BupobHuutea AP (iHWi 3MiHK) - 3MiHKM A0 cneundikauii Ad®I: -
nokasHuK «Onuc» NpMBELEHO A0 BUMOT BUPOGHUKA; - BUSTYUYEHO MOKa3HUK
«TemMneparypa naB/ieHHs», OCKiNIbKA BUPOOHUK NpMBIB cneuudikaiio Ta
METOAMNKM KOHTPOJtO A0 BMMOT MoHorpadii EP “Desloratadine”; 3miHu |
Tuny - 3miHn 3 akocTi. A®l. KoHTponb A®L. 3miHa y meTogax BunpobyBaHHSA
A®| abo BUXigHOIrO MaTepiany/NnpoMiKHOro NpoAyKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BUPo6HMLTBa AD| (HE3HAYHI 3MiHK Y
3aTBEPAKEHNX METOAAX BUNPOBYBaHHS) - 3MiHU 3@ NOKA3HUKOM
«CynpoBigHi fOMILLKM», & caMe: BBeieHO (hopMy/in pO3paxyHKy BMIiCTY
[OMILLOK; 3MiHM | TUNY - 3MiHK 3 skocTi. CepTudikaT BignosigHoCTI/lIE-
cepTudikaT BiAgnNoBigHOCTI €Bponeiickkili hapmakonei/moHorpadii. 3MiHu,
noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BIiANOBIAHICTL A0 MOHOrpadii 4PY
abo €sponeiicbkoi hapmakonei, abo iHLWOT HaLioHaIbHOT thapmakonel
Aepxasu EC (3miHa y cneundikauisix, nos's3aHa 3i 3miHamum B 1dY, a6o
€Bponeiicbkili hapmakonei, abo iHWili HauioHasbHIN hapmakonei aepxasu
- 3MiHM Ao cneundikauii A®l genopataguHy, y 38’a3Ky 3 NpUBEAEHHAM [0
MoHorpadii EP: - noka3Huk «BTpata B Maci npu BUCYLLYBaHHi» 3aMiHEHO
NOKa3HNKOM «Boga»; - BUyYeHHs nokasHuka «Bakki meTasin»; 3miHu |
TMny - 3MiHK 3 akocTi. CepTudikaTt BignosigHoCTI/IE-cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei/moHorpadii. MogaHHA HOBOro
a60 OHOBMEHOrO cepTudikaTa BigNoBiAHOCTI abo BUyYeHHs cepTudiikata
BiNOBIAHOCTI €Bponelickkilt thapmakonei: ana Adl; ons BUXigHoro
marepiany/peareHTy/npoMKHOrO MPOAYKTY, WO BUKOPUCTOBYIOTHCS Y
BUPOGHMUTBI A®DI; Ana AONOMDKHOT peqyoBrHK (cepTudpikat BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - HoBWi cepTudikaT Bif, BXe 3aTBEPAXEHOIO
BMPOGHUKa - OTprMaHHs aBTopu3oBaHoro CEP Big Bupo6Huka Adl.
CynyTHS 3MiHa
- 3MiHu 3 skocTi. A®L. KoHTponb A®I. 3miHa y napameTpax cneumdikadiii
Ta/abo fonyCTUMUX MeX, BU3HAYEHNX Y cneumdikauiax Ha A®l, abo
BUXiAHWIA/NPOMIDKHUIA NPOAYKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLLECi
BMPOOHULTBA AP (3BY)KEHHSA [OMYCTUMUX MEX, BUSHAYEHUX Y
cneumdikauii) - nogaHHA HOBOro cepTuddikaTy BignoBigHOCTI €BponencbKol
thapmakonei Ne RO-CEP 2014-310-Rev 01 Big 3aTBepaXeHOro BUpobHuKa
A®| penoparaguHy Vashudha Pharma Chem LTD, India. Ak Hacnigok,
YTOYHEHHS! MiCLLENPOBaKEHHS AisNIbHOCTI BUPOOHMKA Ta 3MiHU [0
crneundikavii 3a NOKa3HUKOM «3asIULLIKOBI KiSIbKOCTi OpraHiyHux
PO3YUHHVKIB»

6e3
peyenma

UA/14492/01/01

10.

ANNEPBEN

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKOI M0 5 Mr
no 10 Tabnetok y
6nictepi, no 1 a6o
2 6nictepu B

4-p Peppi'c
Nab6opaTtopic
nTg

IHais

O-p Peapi'c
Na6opatopic N4
(BupobHuya
AinbHnusa-VI), Hais
O-p Peapi'c
JTabopaTopic /ITg

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais:
3MiHM | TUNY - 3MiHK WoA0 6e3nekn/edpeKTMBHOCTI Ta chapMakoHarnsay.
BeefeHHs1 ab0 3MiHu [0 y3araslbHEHUX AaHWX Npo cuctemy
dhapmakoHarnsgy (BBefjleHHs y3araslbHeHNX AaHvx Npo cuctemy
hapmMakoHarnagy, 3mMiHa yrnoBHOBaXeHOo! 0cobu, BiANoBifabHOI 3a
3iiCHEHHS ddapMakoHarnsay; KOHTaKTHOI 0cobu 3 hapMakoHarasgy

6e3
peyenma

UA/15436/01/01
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peecmpayitiHo
20
nocgio4eHHs

KapTOHHIlA KopooLi

3asBHUKa 419 34iiCHeHHA hapMakoHarniagy B YkpaiHi, SKLL0 BoHa
BiMiHHa Bif, yNOBHOBaXXEHOI 0CO6U, BiiNOBIAA/IbHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bkovatouy KOHTakKTHI AaHi) Ta/abo 3MiHU y pO3MiLLeHHI
MacTep-alina cuctemu papMakoHarssay) - 3miHa ynoBHOBaXeHoi 0cobu
3asBHVKa, BignoBigasibHOI 3a chapmakoHarnsag. Aiova pegakuis: Dr. Vijay
Kumar Talla. MNponoHoBaHa pegakuyis: Dr. Chetan Karoo. 3miHa KOHTaKTHMX
[aHnX YNOBHOBaXEHOT 0CO6U 3aABHMKa, BifnoBigabHOI 3a
hapmakoHarniag,

11.

ANbIEPIKA

Kancynv TBepgi no
75 mr, no 14
Kancyn y 6nictepi;
no 1,2, abo 4
6nictepu y Kopobui

TOB "TeBa
YkpaiHa"

Ykpaina

MNIBA XpBartcka
4.0.0.

XopBarTist

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais:
3MiHK | TNy - 3MiHK 3 aKocTi. CepTudikaTt BignosigHOCTI/IE-cepTudikaT
BiANOBIAHOCTI EBponeiickkili hapmakonei/moHorpadii. MogaHHA HOBOro
abo oHoBNeHoro cepTudikaTa BifgnoBiAHOCTI abo BUMYyYeHHs cepTudiikata
BiANoBiAHOCTI EBponeiickkili hapmakonei: ans A®Il; ans BUXigHOro
marepiany/peareHTy/npoMKHOrO NMPOAYKTY, WO BUKOPUCTOBYIOTHCS Y
BMPOGHMLTBI A®I; ans gonomixHoi pevoBuHn (MTE-cepTuddikart
BiANoBigHOCTI EBponeiickkili hapmakonei gns Adl/BuxigHoro
marepiany/peareHTy/npoMiKHOrO NPOAYKTY abo AONOMDKHOT pEYOBUHN) -
BunyyeHHs cepTudpikatis (y BUNaaKy HasBHOCTI My/IbTUNIETHOrO
cepTudpikata Ha martepian) - BunyyeHHs ME-ceptudpikaty € (R1-CEP
2003-172-Rev 01) ans xenatviHy, L0 BUKOPUCTOBYETLCS Y BUPOBHNLTBI
Kancys; 3miHu | Tuny - 3miHm 3 skocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii hapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa BignNoBigHOCTI abo
BU/TyYEHHS cepTudpikaTa BignoBigHOCTI EBponelickkiin chapmakonei: ans
A®I; ona BuxigHoro matepiany/peareHTy/npoMiXXKHOTO NPOAYKTY, L0
BMKOPUCTOBYHOTbCSA Y BUPOOHNLTBI ADI; Ans gonomixHoi pevosuHu (ME-
cepTudikaT BignoBigHOCTI EBponeiickkiii hapmakonei gns Ad|/BuxigHoro
mMaTtepiany/peareHTy/NpoMbKHOro NPoAyKTy abo AOMOMKHOI PeYOBUHM) -
HoBwuii cepTudikart gns BUXIAHOrO matepiany/peareHTy/mpoMixHoro
npoAayKkTy abo [OMNOMIKHOT pEYOBUHU Bif HOBOTO abo BXe 3aTBepaKeHOro
BMpO6HUKa - nofaHHa HoBoro ME-cepTudpikaty €P R1 CEP 2010-043-Rev
00 ans xenaTuHy Bif 3aTBepAxeHoro BupobHuka Rousselot, The
Netherlands

3a
peyenmom

UA/13629/01/01

12.

ANbIrEPIKA

Kancynv TBepgi no
150 wr, no 14
kancyn y 6nictepi;
no 1,2, a6o 4
6nictepy y Kopobui

TOB "TeBa
Ykpaina"

YKpaiHa

MNIBA XpBatcka
A.0.0.

Xopsartis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | Tuny - 3miHKn 3 AkocTi. CepTudikar BignosigHocTi/lE-cepTudikat
BiANOBiAHOCTI EBponeiickkili hapmakonei/MoHorpadii. MogaHHA HOBOro
a60 OHOBNEHOrO cepTudikaTa BigNoBIAHOCTI abo BUyYeHHs cepTuduikata
BiANOBIAHOCTI EBponeiickbkint hapmakonei: ans A®l; ans BuXigHOro
maTepiany/peareHTy/NPOMKHOrO NPOAYKTY, L0 BUKOPUCTOBYIOTHCSA Y
BUPO6HMUTBI A®I; Ana aonomikHOT peyoBuHu (ME-cepTudikar
BiANoBigHOCTI E€Bponeiickkili hapmakonei gns Adl/BuxigHoro
Marepiany/peareHTy/npoMiKHOI0 NPOAYKTY abo AONOMDKHOT peYOBUHN) -
BunyuyeHHs cepTudikaTtis (y BUNaAKy HassBHOCTI MybTUMIETHOrO
cepTtudbikata Ha matepian) - BunyyeHHs ME-ceptudpikaty € (R1-CEP
2003-172-Rev 01) ans xenatviHy, L0 BUKOPUCTOBYETLCS Y BUPOOGHMLTBI
Kancyn; 3miHu | Tuny - 3MiHu 3 akocTi. CepTudikat BignosigHocTi/IE-
cepTudikaT BigNoBigHOCTI €Bponeiickkiii dapmakonei/MoHorpadii.

3a
peyenmom

UA/13629/01/02
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Ne Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKko20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
MogaHHA HOBOro abo OHOB/IEHOrO cepTudiikaTa BiANoBiAHOCTI a6o
BU/yYeHHs cepTudikaTa BiAMnoBiAHOCTI EBponeiichkii hapmakonei: ans
A®I; ans BuxigHOro martepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BUKOPUCTOBYIOTLCA Y BUPOOHUUTBI A®I; Ana aonomikHoT peyosuHu (ME-
cepTudikaTt BignoigHoCTI EBponelickkilt hapmakonei ans Adl/BuxigHoro
mMarepiany/peareHTy/npoMiKHOr0 NPOAYKTY abo AOMOMDKHOT pEYOBMHN) -
HoBuii cepTudpikat gns BUXigHOro Matepiany/peareHTy/npoMixxHoro
npoaykTy abo AONOMDKHOT peYOBVHM Bif, HOBOTO ab0 BXe 3aTBEeP)KEHOro
BMPO6HMKa - nogaHHs Hosoro [E-cepTudcpikaty € R1 CEP 2010-043-Rev
00 pns xenaTtuHy Bif, 3aTBepyKeHoro BupobHuka Rousselot, The
Netherlands
13. AMBPOKCO PO34YUH OpasTbHUIA, TOB "TeBa YkpaiHa Mepkne M'm6X Himeuun BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasiB: 3MiHa 3asBHUKa (BNacHmka 6e3 UA/1853/03/01
N-TEBA 7,5 mr/mn no 40 mn YkpaiHa" (BUPOGHULTBO Ha peecTpaujiiiHoro noceig4eHHs) (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460): peyenma
abo no 100 mny Hepo3dacoBaHol 3Mminn | TUnYy - 3MiHN Wopao 6esnekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
thnakoHi; no 1 NpoAyKuUii, BBefeHHs1 abo 3MiHU [0 y3arasibHEHUX AaHWX NPo cucTemy
dhnakoHy 3 nepBuHHA Ta thapmakoHarnsgy (BBeeHHS y3arasibHeHUX AaHVX NPo cucTemy
npo6Kkoto- BTOPUHHA hapMakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0cobu, BiANOBiAaIbHOI 3a
KpanesnbHuueto, ynakoBska, 3[iiCHeHHA hapMakoHarnagy; KOHTakTHOT 0cobu 3 dhapmakoHarnsgy
[103y104010 KOHTPO/b Cepil; 3asBHUKa AN19 34iiCHeHHA hapMakoHarniagy B YkpaiHi, Ko BoHa
CK/IAHOYKOI0 B [,03Bi/T HA BUMYCK BiIMiHHA Bif, yNOBHOB&XXEHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
Kopobui cepii) hapmakoHarnsgy (Bkovaouy KOHTakKTHI AaHi) Ta/abo 3MiHU Yy pO3MiLLeHHI
MacTep-aiina cuctemu hapmakoHarnisgy) 3miHa KOHTaKTHUX JaHux
YNOBHOB&XEHOI 0c06u, BiANOBIAaIbHOI 3a thapmakoHarnsag,. 3miHa micus
3[iACHEHHSI OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy. 3miHa
MiCLie3HaxX0MKEeHHs1 MacTep-gaiina
14. AMBPOKCO Kancynm TOB "TeBa YkpaiHa Mepkne M'meX Himeuun BHECEHHS 3MiH 4,0 peecTpaLiliHnx maTtepiasiB: 3MiHa 3asiBHMKA (B/1acHMKa 6e3 UA/1853/01/01
N-TEBA NPOJIOHIOBaHOT Aji YkpaiHa" (nepBuHHa Ta Ha/ peecTpaujiiHoro noceig4eHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460): peyenma
TBEpAi no 75 mr no BTOPVHHA LLiseiiuap 3MiHu | TUny - 3MiHKM Wopao 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsagy.
10 kancyny yNakoBKa, is BBegeHHs abo 3MiHM [0 y3arasibHEHUX JaHWX NPO cUcTeMy
6nicTepi; no 1 KOHTPO/Tb Cepil; dhapmakoHarnsgy (BBefjeHHs y3araslbHEHNX AaHVX Npo cuctemy
6nictepy y kopobuii [L,03BiN Ha BUNYCK hapmakoHarnagy, 3MiHa yrnoBHOBaXeHO! 0cobu, BiANOBiAa1bHOI 3a
cepii), HimeuumHa; 34iiCHEHHS dpapMakoHarnsay; KOHTaKTHOI 0cobu 3 hapMakoHariagy
BUPOGHNLITBO 3asBHUKa 419 34iiCHeHHA dhapMakoHarniagy B YKpaiHi, SKLo BoHa
Hepo3acoBaHo! BiIMiHHA Bif, YNOBHOBaXEHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
npoaykuii Ta thapmakoHarniagy (BKIYaouM KOHTaKTHI AaHi) Ta/abo 3MiHM Y pO3MiLLEeHHi
KOHTPO/b Cepil: MacTep-aiina cuctemu dhapmakoHarnisgy) 3miHa KOHTaKTHUX JaHux
AuunHo dapma AT, YNOBHOB&XEHOT 0CO6MU, BiANOBILaNbHOI 3a (hapmakoHarnag,. 3miHa micus
LLiseiiuapis; 3[iACHEHHS1 OCHOBHOI AiANbHOCTI 3 hapmakoHarnsgy. 3miHa
KOHTPO/b Cepil: MiCLie3HaxoMKeHHs1 MacTep-daiina
YHTEP3YXYHICiHCTH
TyT Xennenep,
HimeuunHa
15. AMILNTPOH NMopoLOK aNns ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais: 6e3 UA/14117/01/01
® POPTE OopasibHOro [,00aTKOBOKO [,04aTKOBOKO 3MiHU | TUNY - 3MiHK Y peyenma
BE3 LLYKPY po3unHy no 13 ry BiANOBIAa/TbHI BiAANOBIAA/IBHICTIO cneuudikaLlii, MeTogax BUNpobyBaHHSA NEPBUHHOIO NaKyBaslIbHOro
cawe; o 13ry CTH "IHTEPXIM MaTepianly roToBOro JlikapcbKoro 3acoby (baraTowapoBuii MaTepiasi
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16.

cale, rno 10 cawe
y nauui

"IHTEPXIM

6ydoneH ansa BUrotoBneHHs Calle), yTOYHEHHS [0 pP. ONUC; 3MiHN
HOPMYBaHHS 3a M. WiNbHICTb 3arasibHa cepefHs, 3anponoHosaHo: 104,0 rim
2+ 10%); 3MiHW | TUMY - BUTYYEHHA HE3HAYHOTO NOKa3HMKa NepBUHHOIO
nakyBa/IbHOrO MaTepiasly roToBOro nikapcbkoro 3acoby (6aratoLuaposuii
marepian 6ytneH gnsa surotosneHHsa Cawue) - Po3mip» (lwmnpuHa ,
TOBLUMHA); 3MiHW | TUNY - KOHTPO/Ib AOMOMDKHUX PEYOBUH - 3MiHA
06yMOB/IeHa HEOOXIAHICTIO MPUBEAEHHSA crieumdikaLili Ta MeToAiB
KOHTPO/IO AKOCTi JOMOMDKHUX PEYOBUWH Y BIANOBIAHICTL 40 BUMOT
MoHorpadivi EBponelicbkoi hapmakonei Ta dY aitouoi pegakuii; 3MiHum |
UMY - NPUBEAEHHSA cneumaikaLlii Ta MeToAiB KOHTPOJIO AKOCTI AitoYyoTl
peyoBuHM MapaueTamon 3a nokasHukamu MikpobionoriyHa uncroTa, Onuc,
CynpoBigHi Aomilky, BTpata macu npy BUCYLLYBaHHI - yTOUYHEHHS
dhopMytoBaHHSA HOPMYBaHHS Ta ONUC METOAUKW, BUSTYHYEHHS NMOKa3HWKIB
Xnopuaw, Cynbhatun, Cynbdign y 38 A3Ky 3 NpUBeAEHHAM A0 BUMor JPY;
3MiHM | TUNY - NpuBEAeHHS cneundikauii Ta MeToAiB KOHTPOJIHO SKOCTI
Litoyoi pevoBuHY PeHinedpiny rigpoxnopuagy 4o sumor A®Y: BBEAEHHS 40
po3giny Xapaktepuctuka - Temnepartypu nnasneHHs 61m3bko 143° C);
YTOYHEHHS A0 T. MikpobiosoriyHa uncToTa; 3MiHW | TMny - NPYBEAEHHS
crneundikauii Ta MeToAiB KOHTPOSIO AKOCTI Ailo40T pevyoBrHN DeHipaMiHy
ManeaTy go sumor AdY 3a T. Mikpo6ionoriyHa YiacToTa; 3miHu | Tuny -
3MiHM Y cneumdikaii, MeTogax BUNPobyBaHHSA Ajito40l pevyoBUHU
AcKOp6IHOBOI KNC/IOTU Y 3B 513Ky 3 NpUBELAEHHSIM A0 BuMor AdY:

T. PO3UYMHHICTb YTOYHEHHS (3aMiHa PO34YMHHUIA Yy eTaHoNi Ha NoMipHa
PO3YUHHWI y eTaHonNi), T. |aeHTrdikalis - yTOYHEHHS Ha3BW peakTuBy, T.
Jowmiwka E - yTo4HeHHA Ha3Bu nokasHuka (BBeAEeHO K1CoTa LWaBneBsa), T.
CynpoBiAHI OMILLKW - yTOYHEHHS Ha3BW AOMILLOK, T. Mikpob6ionoriyHa
yncToTa - 3MiHW (DOPMYJIIOBAHHS HOPMYBAaHHS; 3MiHK | TUMY - 3MiHa
MEeTOAMK/A BUKOHAHHSA TeCTy 3a/INLIKOBI KifIbKOCTi OpraHiyHuX PO34MHHKKIB
Ana aioyoi peyoBrHY (Ackop6iHOBa KMcnoTa) 06yMoB/ieHa onTuMi3aLjieto
BUKOHAHHS PYTVHHWX aHani3is; 3MiHu | Tuny - 3MiHa METOAMKN BUKOHaHHS
TecTy 3a/IMLWKOBI Ki/IbKOCTI OpraHiyHMX PO3YUHHWKIB 418 AiH0HOT pevoBUHU
(PeHipamiHy Manieat) 06yMOBieHa ONTUMI3aLLED BUKOHAHHS PYTUHHUX
aHanisis; 3MiHU | TUMY - 3MiHA METOAMKN BUKOHAHHS TecTy 3a/nLLKOBI
KiNIbKOCTi OpraHiyH1X PO34YMHHUKIB 415 Aio4oi peyoBuHU (PeHinedpiHy
rigpoxnopvay) 06ymMossieHa ONTUMI3aLierd BUKOHaHHS PYTUHHUX aHanisis

AMOKCUKNA
B® 2X

TabneTku, BKpUTI
NAiBKOBOIO
0607/10HKOI0, N0 500
mr/125 mr no 7
TabneTok y
6nictepi, no 2
6nictepu y
KapTOHHIlA KopooLi

CaHpo3
dapmacbioTik
ans g.g

CnoBeHisi

Nex
dapmaueBTUyHa
KOMnaHis 4. 4.,
(Bunyck cepii); Jlek
dapmaueBTUyHa
KomnaHis g.4.,
CnoBeHis
(BUPOBHMLTBO 3a
NMOBHWUM LKIOM)

CnoBeHisi

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais:
3MiHUM | TUNY - 3MiHa Yy MeTofax BUNpPobyBaHHS rOTOBOrO JliKapCbKOro
3acoby (He3Ha4yHa 3MiHa y 3aTBEPAKEHNX METOA4AX BUNPOOYBaHHS) - 3MiHa
y MeTogax KOHTpoito /13 3a NOKa3HUKOM «PO3UYMHEHHS», a came:
[ofaBaHHA albTEPHATVBHOIO aBTOMATUYHOrO Bif6opy Npo6

3a
peyenmom

UA/7064/01/01

17.

AMMNIUUNIH

Tabnetkn no 250
Mmr; no 10 TabneTtok

y 6nicTepi; no 1

MAT
"Kuismegnpen
apar"

YkpaiHa

MAT
"Kuismegnpenapar

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHK | TUNy - 3MiHK Wopao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHW) - OHOBJ/IEHHS BXE 3aTBEP/)KEHOr0 TEKCTY MapKyBaHHS

3a
peyenmom

UA/2950/01/01
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Ne Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKko20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
abo 2 6nictepu B BTOPWHHOI Ta NEPBUHHOI YNaKOBKW /iKapCbKOro 3acoby (BHECEHHS
nauuj no3HayYeHb OMHULb BUMIPIOBAHHS 3 BUKOPUCTAHHAM MiTep NaTUHCLKOro
andasiTy). BBeAeHHs1 3MiH NPOTAroM 6-TM MiICALB Nic/1a 3aTBepAKEHHS
18. AHACTPO30 | TabneTku, BKpUTI MicTpan AHrnis (BUPOBHULTBO IcnaHis/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/16472/01/01
N - BICTA N/1iBKOBOIO Kenitan (noBHWiA uykn), Higepna AfMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu 3asBHUKa peyenmom
obonoHkoto, no 1 MeHepKMeHT BK/IO4A0UM BUMYCK Haw/ (BnacHvKa peecTpauiiiHoro noceigYeHHs) 3miHa agpecu 3asiBHUKa
Mr o 14 Tabnetok NimiTen cepir) Himeuun
y 6nicTepi; no 2 CiHTOH XicnaHis, Ha
6nictepu B C.J1., IcnaHis;
KapTOHHIlA KopooLi (BUPOBHMK,
BiANOBIga/IbHUI 38
BUMYCK cepii)
CiHTOH BB,
Higepnanguy;
(nakyBaHHS)
PotTeHgopd
dapma 'mM6X,
HimeyunHa;
(nakyBaHHs)
MM BB,
Higepnanan
19. ANCVBUNH TabneTku, BKPUTI O-p Peppj'c IHais O-p Peppic IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/15095/01/01
NAiBKOBOO NabopaTopic JNabopatopic NITg 3MiHM | TMNY - 3MiHK WoAo 6e3nekn/edheKTMBHOCTI Ta chapMakoHarnsay. peuyenmom
o060noHkoto, no 150 nra, (Bupo6bHuunii BBefeHHs1 abo 3MiHU 0 y3araslbHEHUX AaHKX NPo cucTemy
Mr no 10 Tabnetok BiaAain-7) thapmakoHarnsgy (BBefeHHs y3araslbHEHUX AaHWUX NPo cucTemy
y 6nictepi; no 1 hapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0co6u, BiANOBiAaIbHOI 3a
abo 6 6nicTepis B 3[jiCHEeHHSI hapMakoHarsay; KOHTaKkTHOI 0cobu 3 chapmakoHarnsay
KapTOHHIli KopoobLi 3asBHUKa 4151 34iiCHEHHA dapMakoHarnsay B YkpaiHi, Ko BoHa
BiIMiHHA Bif, yNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkovakouy KOHTaKTHI AaHi) Ta/abo 3MiHU y pO3MiLLEeHHI
MacTep-alina cuctemu papMakoHarssay) - 3miHa ynoBHOBaXeHol 0cobu
3as1BHVKa, BignoBigasibHOI 3a chapmakoHarnsag. [iova pegakuis: Dr. Vijay
Kumar Talla. NMponoHoBaHa pepakuis: Dr. Chetan Karoo. 3miHa KOHTakTHUX
LaHnX YNOBHOBaXXEHOT 0CO6U 3aABHMKa, BifgnoBigabHOI 3a
thapmakoHaring,
20. ANCVBUNH TabneTku, BKpUTI O-p Peppi'c IHais O-p Peppic IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/15095/01/02
nAiBKOBOIO Nab6opaTtopic Na6opatopic NTg 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/edpeKTMBHOCTI Ta chapMakoHarnsay. peyenmom
060/10HKO10, Mo 500 ntg (Brpo6Huunia BBegeHHs abo 3MiHM [0 y3arasibHEHUX JaHUX NPO CUCTEMY
mr no 10 TabneTok BigAain-7) thapmakoHarnsgy (BBefeHHs y3araslbHeHUX faHuX Npo cucTemy

y 6nictepi; no 1
ab6o 12 6nicTepis B
KapTOHHIlA KopoobLi

hapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi 0co6M, BiANOBIAa/IbHOI 3a
34iiCHEHHS dpapMakoHarnsay; KOHTaKTHOI 0cobu 3 hapMakoHaraay
3asBHMKa AN 34iiCHEHHA dapMmakoHarnsaay B YkpaiHi, Ko BoHa
BiAMiHHa Bif, yNOBHOBa)XXEHOI 0CO6U, BiNOBIAAIbHOI 3a 34iACHEHHS
thapmakoHarnisgy (BKIYaoUmM KOHTaKTHI AaHi) Ta/abo 3MiHW Y pO3MiLLEeHHi
mMacTep-alina cuctemu papMakoHarssay) - 3miHa ynoBHOBaXeHoi 0cobu
3asBHYKa, BignoBigasbHOI 3a hapmakoHarnsag. Aiova pegakuis: Dr. Vijay
Kumar Talla. NMponoHoBaHa pegakuyis: Dr. Chetan Karoo. 3miHa KOHTaKTHUX
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Ne Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKko20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
[aHnX YNOBHOBaXXEHOT 0CO6U 3aABHMKa, BifnoBiganbHOI 3a
hapmakoHarniag,
21. APEKNOK® TabneTkn, BKpUTI AT "IpiHaekc" Natsis Bci cTagii Typeuun BHECEHHS 3MiH [0 peecTpaliiiHuX maTepianis: BUNPaB/IEHHS TEXHIYHOT 3a UA/10398/01/01
NAiBKOBOIO BUPOBHNYOTO Ha/ NoMusIKK B oHoBneHnx MKA, siki 3aTBepapkeHi Hakazom MO3 Ykpainu Ne peyenmom
060n0HkKot0, No 50 npovecy, okpim Natsis 1570 Big 08.12.2017 (3miHu | TMNy - nogaHHA HOBOroO cepTudikara
mr; no 10 Tabnetok BWMNYCKY Cepii: BiANOBIAHOCTI EBponeiichbkili hapmakonei Big HOBOrO BUPO6HUKa - 3aMiHa
y 6nictepi; no 3 Kouak ®apma Inay, 3aTBEpAKEHOr0 BUPo6HUKa A®I GikasyTamig Ha HOBOro BUPOGHUKA, SKul
6nicTepy y navui Be Kimis Canai mae CepTtudikar BignosigHocTi EBponelichbkin hapmakonei Aarti Industries
A.C., TypeuuuHa; Ltd, Ingis, RO-CEP 2012-223-Rev 01). MNomuska 6yna gonyuieHa B po3gini
Brpo6HWK, SKni "Cneuudgikania” Ta y BiANoBiAHOMY ONUCI METOAY KOHTPOSIO SIKOCTi 3a
Bignosigae 3a nokasHukom "Bopa”.
BMNYCK cepil,
BK/THOHAI0UM
KOHTPO/b
cepii/snnpobyBaHH
a:
AT "IpiHaekc",
Nartsis
22. APTIXON TabneTku, BKpPUTI AT YkpaiHa AT "KMIBCbKUI YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 3MiHu | TUNYy - 3MiHN 3 6e3 UA/5383/01/01
NAiBKOBOIO "KNIBCbKW BITAMIHHUIA SKOCTi. [0TOBMIA Nikapcbkuii 3aci6. CTabifibHICTb. 3MiHa y TepMiHax peyenma
060/10HKO0, N0 200 | BITAMIHHWN 3ABO4" npuaaTHoCTi abo ymoBax 36epiraHHs roTOBOTO JlikapCbKoro 3acoby
Mmr, no 10 Tabnetok 3ABO4" (36iNbLUEHHA TepMiHY NPUAATHOCTI rOTOBOrO fikapcbKoro 3acoby) - Ansa
y 6nicTepi; no 3 TOProBOi ynakoBku (MiATBEPAKYETLCA AaHNUMU PEA/ILHOTO Yacy)
6nicTepy y nauui 36iNbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOTO JliKapCbKOro 3acoby Ha OCHOBI
NO3UTUBHUX pPe3y/bTaTiB JOBroCTPOKOBUX AOC/iMKEeHb CTabiNbHOCTI Y
peasibHOMY yaci: 3aTBepaxeHo: TepMiH NpuaaTHOCTI. 2 POKW.
3anponoHoBaHo: TepMiH NpuaaTHOCTI. 3 pokM BBefeHHA 3MiH NpOTAroM 6-
TV MiCAILIB NicNs 3aTBEPAKEHHS.
23. APTIXON TabneTkn, BKPUTI AT YkpaiHa AT "KNIBCbKI YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnx maTtepiasiB: 3miHu | Tuny - 3MiHun 3 6e3 UA/5383/01/02
NAiBKOBOIO "KNIBCbKWI BITAMIHHAIA AKocTi. [oToBWIA Nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa y TepMiHax peyenma
060/10HKOI0 Mo 400 BITAMIHHWA 3ABO" npuaatHocTi abo ymoBax 36epiraHHs rOTOBOro NiKapcbKoro 3acoby
Mr, no 10 Tabnetok 3ABOL" (36inbLIEHHS TepMiHY NPUAATHOCTI FOTOBOrO fikapcbKoro 3acoby) - Ans
y 6nicTepi; no 4 TOProBoi ynakoBku (MiATBEPIKYETLCA AaHNUMU PEasIbHOrO Yacy)
6nicTepu y nauui 36iNbLUEHHA TEPMIHY NPUAATHOCTI FOTOBOTO /iKapCbKOro 3acoby Ha OCHOBI
NO3UTMBHMX pPe3y/ibTaTiB JOBroCTPOKOBUX AOC/iMHKEHb CTabiNbHOCTI y
peanbHOMY Yaci: 3aTBepAXeHo: TepMiH NpMAAaTHOCTI. 2 POKN.
3anponoHoBaHo: TepMiH npugaTHocTi. 3 poku. BBefeHHs 3MiH NpoTsarom 6-
TV MiCSILiB Mic/si 3aTBEPAKEHHS.
24, ACKOPBIHO Apaxe no 50 wmr; no AT YkpaiHa AT "KMIBCbKUI YkpaiHa BHECEHHS 3MiH [JO peecTpaLjiiiHiX MmaTepianis: 3MiHu | TUny - 3MiHK 3 6e3 UA/1527/02/01
BA 10 gpaxe y "KNIBCbKWI BITAMIHHNIA AKocTi. FoToBUIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa y TepMiHax peyenma
KUCNOTA 6nictepax; no 10 BITAMIHHWIA 3ABOJA" npugaTHoCcTi abo ymoBax 36epiraHHs roTOBOrO JlikapCbKoro 3acoby
Apaxe y 6nictepi, 3ABO4" (36inbLUEHHSI TEpMiHY NpUAATHOCTI TOTOBOTO JlikapcbKoro 3acoby) - Ans

no 3 6nictepny
nauuj 3 KapToHy; No
50 gpaxe y
6nictepax; no 160
apaxe y

TOProBOi ynakoBku (NiATBEPMAXKYETLCA faHUMU PeasibHOro Yacy) -
36iNbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOTO J1iKapCbKOro 3acoby Ha OCHOBI
NO3UTUBHUX pPe3y/bTaTiB JOBroCTPOKOBUX AOC/iMKeHb CTabiNbHOCTI Y
peasibHOMY Yaci: 3aTtBepxeHo: TepMiH NpuaaTHOCTI. 2 POKK
3anponoHoBaHo: TepmiH NpuaaTHOCTI. 3 poku (BBeaeHHs 3MiH NpPOTsArom 6-
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Ne Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKko20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
KOHTEeliHepax TW MiCALB Nicna 3aTBePAXKEHHS)
(6aHoukax); no 160
Aapaxey
KOHTeliHepi
(6aHouuj), no 1
KOHTEliHepy
(6aHouL) y nayui
25. ACMNAPKAM po3uunH ans MAT YkpaiHa MAT "ranuucpapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais: 3a UA/1309/01/01
iH'exuiA, Mo 5 Mn B "Tannudapm 3MiHK | TUMy - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta hapMakoHarnsay - peyenmom
amnyni no 5 amnyn OHOB/IEHHS BXe 3aTBEPPKEHOTO TEKCTY MapKyBaHHS BTOPUHHOI Ta
y 6nicTepi, no 2 NepBNHHOT YNakoBKM NiKapCbKOro 3acoby, 3 BHECEHHAM MO3HAYEHb
6nicTepn y nauuj; OAVHWLb BMMIPIOBaHHS, 3 BUKOPUCTAHHAM MiTep NaTUHCLKOro andasiTy.
no 10 mn B amnyni; BBefeHHS 3MiH NPOTAroM 6-Tu MiICALIB NiC/A 3aTBePAKEHHS
no 5 amnyny
6nicTepi; no 2
6nictepu y nayuji
26. ALEKOP TabneTkn TOB YkpaiHa TOB HaykoBo- YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 6e3 UA/9628/01/01
KAPAIO KMLLKOBOPO3YMHHI HaykoBo- BMpOGHMYa hipma 3MiHM | Tuny - 3mMiHa napameTpiB cneuudikaLin Ta/abo fonycTMMNX Mex peyenma
no 100 wmr, no 50 BMpPOGHMYaA "Mikpoxim" roTOBOro NikapcbKoro 3acoby (iHLWi 3MiHK); 3MiHM | TUNY - 3MiHa Yy MeTogax
abo no 100 ipma BMNPOGYBaHHSA roTOBOro /ikapcbKoro 3acoby (iHLWi 3MiHM y MeTogax
TabneTok y 6aHui; "Mikpoxim" BMNPOGYBaHb (BK/TKOYaO4M 3aMiHy ab0 LOMNOBHEHHS))
no 1 6aHuj B nauLi
3 KapToHy; no 10
Tabnetok y
6nictepi, no 5
6nicTepis y nauuj 3
KapToHy; no 25
TabneTok y
6nicTepi, no 4
6nicTepy y nauui 3
KapTOHY
27. ALUETUKA- TabneTkn TOB "TeBa YkpaiHa BankaHdapma- Bonrapis BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais: 6e3 UA/14167/01/01
TEBA KMLLKOBOPO3YMHHI YkpaiHa" OynHuua AT 3MiHK | TUNy - 3MiHK 3 sAKocTi. CepTudikaTt BignosigHOCTI/I E-cepTudikaT peyenma
KAPAIO no 75 wmr, no 10 BiAnoBigHOCTI EBponeiickbkili hapmakonei/MoHorpadii. MoaaHHA HOBOro
TabneTok B ab0 OHOBMEHOTO cepTudikaTa BignoBIAHOCTI abo BUYYeHHSs cepTuduikata
6nicTepi; no 3 BiANOBiAHOCTI EBponeiickbkili hapmakonei: ans A®l; ans BuxigHoro
6nictepu B marepiany/peareHTy/npoMKHOroO NMPOAYKTY, WO BUKOPUCTOBYIOTLCS Y

KapTOHHI KOpoobLi;
no 100 TabneTok y
KOHTeliHepi; no 1
KOHTEHepy y
KapTOHHIlA KopoobLi

BUPO6HMUTBI ADI; A41a AONOMIKHOT pevyoBrHK (cepTudpikar BignoBigHOCTI
€Bponelicbkiint hapmakonei) - OHOBMeHWI cepTuddikaT Big yxe
3aTBEPKEHOro BUPOGHYKA - NOA4AaHHSA OHOBEHOTO cepTudikaTy
BignosigHocTi R2-CEP-1993-007-Rev 05 an1s Aito4oi peqoBuHM
aueTuicaniumioBa KMCoTa, Bif 3aTBepxeHoro BupobHuka Novacyl,
France y 3B’3Ky 3i 3MiHOI0 agpecu BUPOBHYKa (BUPOGHMYA AiNbHULA Ta
npouec BMPOGHMLTBA He 3MiHUBCSA) (3aTBepaxeHo: R2-CEP-1993-007-Rev
04; Name of holder: 29 avenue Joannes Masset France-69009 Lyon; Site
of production: Novacyl Rue Prosper Monnet France-69190 Saint-Fons;
Novacyl (Thailand) Limited 321 Bangpoo Industrial Estate Thailand-10280
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Ne Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKko20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
Samutparkarn; 3anponoHosaHo: 21, Chemin de la Sauvagarde France-
69130 Ecully; Site of production: Novacyl Rue Prosper Monnet France -
69190 Saint-Fons; Novacyl (Thailand) Limited 321 Bangpoo Industrial
Estate Thailand-10280 Samutparkarn
28. ALEETUNKA- Tabnetkn TOB "TeBa YkpaiHa BankaHdapma- Bonrapis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 6e3 UA/14167/01/02
TEBA KMLLKOBOPO3UMHHI YkpaiHa" Oynunus AT 3MiHM | Tuny - 3miHK 3 AkocTi. CepTudikar BignosigHocTi/lE-cepTudikat peyenma
KAPZIO no 100 wmr, no 10 BiAnoBigHOCTI EBponeiickkili hapmakonei/MoHorpadii. MoAaHHA HOBOro
TabneTok B a60 OHOBNEHOTO cepTudikaTa BigNoOBIAHOCTI abo BUyUYeHHS cepTudikata
6nicTepi; no 3 BiANOBIAHOCTI EBponeiickkiii hapmakonei: ans A®l; ans BuXigHoOro
6nictepu B mMartepiany/peareHTy/npoMbKHOIo NPOAYKTY, L0 BUKOPUCTOBYOTLCA Y
KapTOHHI Kopoo6L; BMPOGHMLTBI APl; ANA 4ONOMIXHOI peyoBuHU (cepTudikar BignoBIAHOCTI
no 100 TabneTok y €Bponelicbkiin hapmakonei) - OHOBMeHWA cepTuddikaT Big yxe
KOHTeliHepi; no 1 3aTBEPXEHOrO BUPOGHUKA - NOAAHHS OHOBMIEHOTO cepTuddikaTy
KOHTEliHepy y BignosigHocTi R2-CEP-1993-007-Rev 05 ans Aitlo4oi peyoBrHu
KapTOHHIli Kopoobui aueTuicaniuMioBa KMCnoTa, Bif 3aTBepxeHoro BupobHunka Novacyl,
France y 3B’A3Ky 3i 3MiHOI aZpecy BUPO6HMKa (BUPOGHMYA AiNbHULA Ta
npowec BUpobHULTBA HE 3MiHMBCSA) (3aTBepakeHo: R2-CEP-1993-007-Rev
04; Name of holder: 29 avenue Joannes Masset France-69009 Lyon; Site
of production: Novacyl Rue Prosper Monnet France-69190 Saint-Fons;
Novacyl (Thailand) Limited 321 Bangpoo Industrial Estate Thailand-10280
Samutparkarn; 3anponoHosaHo: 21, Chemin de la Sauvagarde France-
69130 Ecully; Site of production: Novacyl Rue Prosper Monnet France -
69190 Saint-Fons; Novacyl (Thailand) Limited 321 Bangpoo Industrial
Estate Thailand-10280 Samutparkarn
29. BEHOKCI Kpansi O4Hi, TOB "YHimen | Cnosaub TOB "YHIME[ Cnosaub BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/12824/01/01
po3unH 0,4 %, no dapma” Ka PAPMA" Ka 3MiHM | TURY - 3MiHK Woo 6e3nekn/eddeKTMBHOCTI Ta hapMakoHarnsgy. peyenmom
10 mny Pecny6ni Pecny6ni BBegeHHs abo 3MiHM [0 y3arasibHeHWX AaHUX Npo cuctemy
KOHTeliHepi- Ka Ka chapmakoHarnsgy (BBeEHHS y3arasibHEHUX AaHVX NPO CUCTEMY
KpanensHuui; no 1 thapMakoHarnsgy, 3MiHa yrnoBHOBaXXeHOT 0co6u, BiANOBiAaIbHOI 3a
KOHTelHepy- 3[iiCHeHHs hapMakoHarnsagy; KOHTakTHOT 0cobu 3 dhapmakoHarnsgy
KpanenbHuLi B 3asBHUKa 419 34iiCHeHHA hapMakoHarnisgy B YkpaiHi, SKLL0 BoHa
KapTOHHIli KopoobLi BiAMiHHA Bif, yNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkovakouy KOHTakKTHI AaHi) Ta/abo 3MiHU Yy pO3MiLLEHHI
mMacTep-halina cuctemu papMakoHarssay) - 3miHa KOHTakTHOI 0co6u
3asBHVKa, BigNOBIAaNbHOI 3a 34iiCHEHHS dhapmakoHarnagy B YKpaiHi.
[itova pepakuia — KanawHuk Jlapuca OnekcaHapisHa. MponoHoBaHa
pepakuis — N'ypebka Oapis AmuTpiBHA. 3MiHA KOHTAKTHUX AaHUX KOHTaKTHOT
0co6U 3asBHMKA, BiANOBIAA/ILHOI 3a 3AiiCHEHHS dhapMakoHarnaayB YKpaiHi
30. BETA/MIK Kpansi OYHi, TOB "YHIME[, | CnoBaub TOB "YHIME[ Cnosaub BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/7530/01/01
0,5% po3unH 0,5% no 5 PAPMA" Ka PAPMA" Ka 3MiHM | TURY - 3MiHK Woo 6e3nekn/eddeKTMBHOCTI Ta hapmMakoHarnsgy. peyenmom
mn abo no 10 mny Pecny6ni Pecny6ni BBegeHHs abo 3MiHM [0 y3arasibHEHUX JaHWX NPO CUCTEMY
donakoHi- Ka Ka dhapmakoHarnsgy (BBefileHHs y3arasibHEHNX AaHvX Npo cuctemy

KpanenbHuuj; no 1
oNakoHy-
KpanenoHuui B
KapTOHHIlA KOpO6L

hapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi 0co6W, BiANOBIAa/IbHOI 3a
34iiCHEHHS dpapMakoHarnsay; KOHTaKTHOI 0cobu 3 hapMakoHaraay
3asBHMKa AN 34iiCHEHHA dapmakoHarnsaay B YkpaiHi, Ko BoHa
BiAMiHHa Bif, yNOBHOBaXXEHOI 0CO6U, BiNOBIAAIbHOI 3a 34iACHEHHS
dhapmakoHarisgy (BKIYaUM KOHTaKTHI AaHi) Ta/abo 3MiHW Y pO3MiLLEeHHi
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Ne Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKko20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
MacTep-chaiina cuctemu hapmakoHarnsgy) - 3MiHa KOHTakTHOT ocobm
3as1BHUKA, BiANOBiAaIbHOI 3a 34iicHeHHA hapMakoHarnagy B YkpaiHi.
[itoua pepakuis — KanawHuk Jlapnca OnekcaHgpiBHa. NMponoHoBaHa
pefakuis — N'ypcbka Oapis AMuTpiBHA. 3MiHA KOHTAKTHUX JaHUX KOHTaKTHOT
0C06M 3asiBHUKA, BiANOBIAANbHOI 3a 34iICHEHHS hapmakoHarnsgy B
YKpaiHi
31. BETAMETA3 | kpewm, 0,64 mr/r; no MAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/4321/01/01
OH 15ry Ty6i; no 1 "Kvismegnpen "KviBmegnpenapar 3MiHW | TRy - 3mMiHn Wwoao 6e3nekn/edekTMBHOCTI Ta hapmakoHarnagy peyenmom
Ty6i y nauui apat", " (iHLWi 3MiHW) - OHOBJ/IEHHS BXE 3aTBEPKEHOr0 TEKCTY MapKyBaHHS
BTOPVHHOI Ta NePBMHHOT YNaKoBKM NiKapCbKoro 3acoby (BHECEHHS
Nno3HayYeHb OAMHWLb BUMIPIOBAHHS 3 BUKOPUCTAHHAM MiTep NaTUHCHKOro
andasiTy). BBeAeHHs1 3MiH NPOTAroM 6-TW MicALB Nic/1a 3aTBepAKEHHS
32. BOHBIBA® TabneTku, BKpUTI ®.XodhchmanH | Lseliuap Brpo6HMuTBO Benvka BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/5164/01/01
NAiBKOBOIO -Na Pow Nt is Hepo3gacoBaHoi BpuTaHis 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI Ta chapMakoHarnsgy. peyenmom
o060noHkoto, no 150 npoayKuir, / BBefeHHs1 abo 3MiHU [0 y3arasibHEHUX AaHKX NPo cucTemy
mrno 1 a6o no 3 BUNPOBYBaHHA Lseliuap chapmakoHarnsgy (BBeEHHS y3arasibHEHUX AaHVX MPO CUCTEMY
TabneTkn y KOHTPOJ0 SIKOCTI, is hapmMakoHarnsgy, 3MiHa yrnoBHOBaXXeHOT 0co6u, BiANOBiAaIbHOI 3a
6nicTepi; no 1 BUMYCK cepii: 3[iiCHEeHHSI hapMakoHarsay; KOHTaKkTHOI 0cobu 3 chapmakoHarnsay
6nictepy B & . XodhpmaHH-/15 3asBHUKa 4151 34iiCHEHHA dapMakoHarnsay B YkpaiHi, Ko BoHa
KapTOHHIli KopoobLi Pow /1Tg, BiIMiHHA Bif, yNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
LLiBefiuapis hapmakoHarnsgy (Bkovakouy KOHTaKTHI AaHi) Ta/abo 3MiHU Yy pO3MiLLEHHI
Bupo6HMLTBO mMacTep-halina cuctemu hapMakoHarssay) - 3miHa KOHTaKTHOI 0co6u
Hepo3dacoBaHol 3asBHWVKa, BiANOBIAaNbHOI 3a 34iCHEHHS dhapmakoHarnagy B YkpaiHi.
npoayKuir, [Oitoyva pegakuia — oy, TeTsaHa KOpiiBHa. MponoHoBaHa pefakLis —
BUNPOGYBaHHSA MowHiHa Onbra IBaHiBHa. 3MiHa KOHTAKTHUX JaHWX KOHTaKTHOT 0cobun
KOHTPOSO AKOCTI: 3asBHVKa, BiANOBIAaNbHOI 3a 34iiCHEHHS dhapmakoHarnagy B YkpaiHi.
MeHH 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0CO6M 3asiBHMKA, BignoBiganbHOT
PapmacbloTikas 3a 3[jiicHeHHs1 hapMakoHarnsay. 3MiHa Micus 34iliCHEHHS OCHOBHOI
Cepsices JlTa, LisiNbHOCTI 3 chapmakoHarnagy. 3MiHa MicLe3HaxoMmKeHHs macTep-galina
Benuka Bputanis cucteMu dhapmakoHarnsgy
MepBuHHE Ta
BTOPUHHE
nakyBaHHS:
IBepc-/i Al',
LLiBefuapis
MepBuHHE Ta
BTOPVHHE
nakyBaHHs,
BMNpPO6YBaHHSA
KOHTPO/IO SIKOCTI:
®.XothpmaHH-/15
Pouw JITa,
LLBeiiuapis
33. BOHAEPM masb, 20 mr/r no 15 Benyno, nikn Xopsaris Benyno, nikn Ta Xopsaris BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiasis: 3MiHn | Tuny - 3miHn 3 3a UA/15555/01/01
ryTy6i,nolTy6iy | Ta KoCcMeTuka, KOCMeTuka, A.4. AKocTi. FoToBWIA Nikapcbkuii 3aci6. CTabinbHicTb. 3MiHa y TepMiHax peyenmom
KapTOHHI nayui a.a. npuaaTtHocTi abo ymoBax 36epiraHHs roTOBOro NiKapcbKoro 3acoby

(3MEHLUEHHSI TepPMiHY NPMAATHOCTI FOTOBOrO JlikapcbKoro 3acoby) - A5
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Ne Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKko20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
TOProBOi YNakoBKW 3MEHLUEHHSI TePMiHY NPUAATHOCTI FOTOBOTO NiKapCbKoro
3acoby (3aTBepaKeHO: 2 poku,
3anponoHoBaHo: 18 micAuis).
34. BPELIEP niocpinizat gns O-p Peppi'c IHais O-p Peppi'c IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/15186/01/01
PO3umnHy Ans Na6opaTtopic Na6opaTopic /Tg, 3MiHM | TURY - 3MiHK Woo 6e3nekn/eddeKTMBHOCTI Ta hapmakoHarnsgy. peyenmom
iH'exuii no 3,5 wmr, nTp, (BupobHuunii BBefeHHs1 abo 3MiHU [0 y3arasibHEHMX AaHWX NPo cucTemy
1 chnakoH 3 Big4in - 7) thapmakoHarnsgy (BBefeHHs y3arasibHEHUX faHuUX Npo cucTemy
niocpinizatom y hapMakoHarnagy, 3mMiHa yrnoBHOBaXXeHOT 0co6u, BiANOBiAaIbHOI 3a
KapTOHHIli KopoobLi 3[jiCHEeHHSs1 hapMakoHarsa4y; KOHTaKkTHOI 0cobu 3 chapmakoHarnsay
3asBHUKa 419 34iiCHeHHA hapMakoHarniagy B YkpaiHi, SKLLo BoHa
BiIMiHHA Bif, yNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkovakouy KOHTakKTHI AaHi) Ta/abo 3MiHU Yy pO3MiLLeHHI
MacTep-alina cuctemu papMakoHarssay) - 3miHa ynoBHOBaXKeHoi 0cobu
3asBHVKa, BignoBigasibHOI 3a chapmakoHarnsag. Aioua pegakuis: Dr. Vijay
Kumar Talla. MNponoHoBaHa pegakuyis: Dr. Chetan Karoo. 3miHa KOHTaKTHUX
[aHnX YNOBHOBaXEHOT 0CO6U 3aABHMKa, BifgnoBiganbHOI 3a
hapmakoHaring,
35. BPUMOHAN Kparnsi o4Hi, TOB "YHIME/[, | CnoBaup TOB "YHIME/, Cnosaub BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/7532/01/01
0,2% po3unH 0,2 % no 5 PAPMA" Ka PAPMA" Ka 3MiHUM | TUNY - 3MiHK WoA0 6e3nekn/edhekTMBHOCTI Ta chapMakoHarnsay. peuenmom
M a6o no 10 mny Pecny6ni Pecny6ni BBefeHHs abo 3MiHN [0 y3araslbHEHUX AaHuX Npo cuctemy
donakoHi- Ka Ka dhapmakoHarnsgy (BBefjeHHs y3araslbHEHNX AaHVX Npo cuctemy
KpanensHuui; no 1 hapmakoHarnagy, 3MiHa yrnoBHOBaXeHO! 0cobu, BiANOBiAa1bHOI 3a
pNakoHy- 3iiCHEHHS dpapMakoHarnsay; KOHTaKTHOI 0cobu 3 hapMakoHaragy
KpanesnbHuLi B 3asBHUKa 419 34iiCHeHHA dhapMakoHarniagy B YKpaiHi, SKLo BoHa
KapTOHHIli KopoobLi BiIMiHHA Bif, YNOBHOBaXEHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkovaouy KOHTaKTHI AaHi) Ta/abo 3MiHU Yy pO3MiLLeHHI
MacTep-chaiina cuctemu hapmakoHarnisgy) - 3MiHa KOHTaKTHOT 0cobm
3asBHKa, BiANOBiAaNLHOI 3a 34iiCHEHHS chapMakoHarnaay B YkpaiHi.
[itoya pepakuis — KanawHuk Jlapuca OnekcaHgpiBHa. MponoHosaHa
pepakuis — N'ypcbka Oapis AmuTpiBHa. 3MiHA KOHTAKTHUX AaHUX KOHTaKTHOT
0Cco6U 3asiBHMKA, BiANOBIAA/ILHOI 32 34iicCHEHHS! chapMakoHarnsayB YkpaiHi
36. BYCKOMAH® | po3unH ans TOB "CaHogi- | YkpaiHa BepiHrep Icnanis BHECEHHS 3MiH A0 peecTpauiliHnx matepiasis: 3MiHu || Tuny - 3MiHK Wogo 3a UA/6378/02/01
iH'exuili, no 20 ABeHTIC IHrenbxainm 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy. 3mMiHu y KOpoTKii peyenmom
mr/mn, no 1 mn B YkpaiHa" EcnaHa, CA XapaKkTepucTuLi NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iIHCTPYKLiT Ans
amnyni; no 5 amnyn MeAMYHOro 3aCTOCYBaHHA Y 3B'A3KY i3 HOBUMW AaHUMW 3 SKOCTI,
Y KapTOHHii OOKNIHIYHUMUA, KNIHIYHUMY faHMK Ta faHMK 3 dpapMakoHarnagy (3miHu
Kopobui BHECEHO [0 IHCTPYKLii A8 MeANYHOro 3aCTOCYBaHHS /likapCbKoro 3acoby
00 po3giniB "®apmakonoriyHi BracTneocTi”, “MokasaHHA" (YTOYHEHHSI
iHchopmawii), "MpoTrnokasaHHsA", "Ocob6/MBOCTI 3aCTOCYBaHHA",
"3acTocyBaHHs y nepiof BariTHOCTi abo rogyBaHHs rpyaar0") - BBEAEeHHS
3MiH MPOTAroM 6-TW MiCALIB Nic/1A 3aTBEPAKEHHS
37. BYCTPUKC™ | cycneHsia ans nakcoCmitKn Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/15071/01/01
nonio iH'ekuili no 1 posi AliH EkcnopT BputaHis Bionoaxikans C.A 3MiHW | TUnYy - 3MiHK 3 SKocTi. A®l. Bupo6HMLTBO. 3MiHW B NpOLECi peyenmom
KOMBIHOBA | (0,5 mn/gosy), no 1 Nimiteq BMPOGHMLUTBA AD| (He3HauHa 3MiHa y npoLieci BUpo6HuuTea Adl) -
HA [03i y nonepeiHbL0 BBefeHHs1 anbTepHaTMBHOTO MeToAy NPUroTyBaHHS po34uHy Amino-Acids
BAKUMHA HanoBHeHOMY and Vitamins (AAV), LLIO BUKOPUCTOBYETLCH B NOXNBHOMY CepefoBuLLi AN
ansa wnpwuj; no 1 Vero cell culture Nnpy BUPOBHULITBI MPOMIDKHOTO MPOAYKTY iHAKTMBOBAHOIO
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Ne Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKko20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
MPO®INAKT nonepegHbL0 noniosipycy (IPV)
KN HanoBHeHOMY
DUNDTEPII, wnpuLy y
NnPABLUA, KOMNeKTi 3 BOMa
KALLUJTHOKY ronkamv B
(AUENONAP | nnacTvkoBomy
HUA KOHTeliHepi; no 1
KOMMOHEHT | koHTeliHepy y
)TA KapTOHHI Kopo6L;
noniomien
TY
(IHAKTUBOB
AHA)
(AACOPBOB
AHA, 3I
3MEHLLEHU
M BMICTOM
AHTUIEHIB)
38. BEPOLLUMNIPO | Tabnetku no 25 mr, BAT "l'egeoH YropLmH BAT "leneoH YropLmH BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/2775/02/01
H no 20 TabneTok y Pixtep" a PixTep", YropwuHa; a/ 3MiHY Il TNy - 3MiHW BHECEHO A0 IHCTPYKLi AN MEAUYHOr0 3aCTOCYBaHHS peyenmom
6nicTepi, no 1 TOB "T'epeoH Monbwa | nikapcbKoro 3acoby 0 po3ainie «dapmakognHamika», «[poTUnokasaHHs»,
6nictepy B PixTep Monbwa" «3acTocyBaHHSA y nepiof BariTHOCTI ab0 rofayBaHHs rpyaao», «3aaTHICTb
KapTOHHIi ynakoBLi BM/IMBATW Ha LUBMAKICTb peakwii Npu KepyBaHHi aBTOTpPaHCNOPTOM abo
pO6OTi 3 IHWUMY MexaHi3Mamun», «Crnocibé 3acTocyBaHHA Ta f03U»,
«[epefo3yBaHHA», «[06IYHI peakLjii». BBeAEHHS 3MiH NpoTAroM 3-x
MiCALIB Micns 3aTBePKEHHS
39. BUHAY3A niocpinizat ans O-p Peppi'c IHAjA O-p Peppi'c IHAjA BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/16042/01/01
pO34nHy Ans Nab6opaTtopic Na6opatopic N4 3MiHUM | TUNY - 3MiHK WoA0 6e3nekn/edhekTMBHOCTI Ta chapMakoHarnsay. peuenmom
iH ekt no 100 wmr; nTg (Brpo6Huunin BBegeHHs abo 3MiHM [0 y3arasibHEHUX JaHWX NPO cUcTeMy
1 chnakoH 3 Bip4in - 7) hapmakoHarnsgy (BBefeHHs y3araslbHeHUX faHuX Npo cuctemy
niocpinizatom y hapmakoHarnagy, 3MiHa yrnoBHOBaXeHO! 0cobu, BiANOBiAa1bHOI 3a
KapTOHHI KOpOOLii 34iiCHEHHS dpapMakoHarnsay; KOHTaKTHOI 0cobu 3 hapMakoHariagy
3asBHUKa 419 34iiCHeHHA dhapMakoHarniagy B YKpaiHi, SKLo BoHa
BiIMiHHA Bif, YNOBHOBaXEHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkovaouy KOHTaKTHI AaHi) Ta/abo 3MiHU Yy pO3MiLLEHHI
mMacTep-haiina cuctemu papMakoHarssay) - 3miHa ynoBHOBaXeHoi 0cobu
3asBHVKa, BignoBigasbHOI 3a hapmakoHarnsag. Aivoua pegakuis: Dr. Vijay
Kumar Talla. NponoHosaHa pegakuis: Dr. Chetan Karoo. 3miHa KOHTaKTHUX
[aHyX YNOBHOBaXEHOI 0CO6W 3asBHIKa, BiANoBiganbHOT 3a
hapmakoHarniag,
40. BIPOJIEKC NMopoLOK aNns KPKA, a.4., CnoBeHisi BupobHMuTBO "in ITania/ BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais: 3a UA/2526/03/01
po34nHy Ans HoBo mecTo bulk", nepeuHHe Ta | CnoBeHis 3MiHK | TUNy - 3MiHK 3 sAKocTi. CepTudikaTt BignosigHOCTI/I E-cepTudikaT peyenmom

iHcy3ili no 250 mr
no 5 chnakoHiB 3
MOPOLLKOM Y
KapTOHHIlA KOpO6L

BTOPUHHE
nakyBaHHA:
rNAKCOCMITKA
VH
MAHY®AKYYPUH

BiANOBIAHOCTI EBponelicbkilt thapmakonei/MoHorpadii. MogaHHA HOBOro
ab0 OHOBMEHOTO cepTudikaTa BignoBiAHOCTI abo BUYYeHHs cepTuduikata
BiANOBiAHOCTI EBponeiickkiii hapmakonei: ans A®Il; ans BuxigHoOro
maTepiany/peareHTy/npoMiDKHOIO NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BUPO6HMUTBI ADI; A/18 AONOMIXKHOT pevyoBrHK (cepTudpikart BignoBigHOCTI
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocgio4eHHs

I C.MN.A., Itanisa
BignoBiganbHWii 3a
KOHTPO/b Cepiil Ta

BUWMYCK Cepiii:
KPKA, a.4., Hoso
mecTo, CrnoseHis

€Bponelicbkiit hapmakonei) - OHOBMIEHWI cepTuddikaT Big yxe
3aTBEPKEHOr0 BUPOOHNMKA -
nogaHHs oHosneHoro CEP gns A®l ayuknosipy R1-CEP 1998-029-Rev 08
Bif, BXe 3aTBepxeHoro Bupo6Huka MYLAN LABORATORIES LIMITED,wwo
06yMOB/IEHO HE3HAYHUMY 3MiHaMK B aapeci BnacHvka CEP Ta BUpo6HMYMX
AinbHUUb (3aTBEpMkeHo: R1-CEP 1998-029-Rev 04); 3miHu | Tuny - 3MiHuW 3
AKocTi. CepTudikat BignosigHocTi/l'E-cepTudikat BigNoBIAHOCTI
€Bponeiicbkiii hapmakonei/moHorpadii. MogaHHs HOBOTO abo OHOB/IEHOTO
cepTudiikaTa BignoBigHOCTI abo BUyYeHHs cepTudikaTta BigNOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMKHOrO NMPOAYKTY, WO BUKOPUCTOBYOTHLCS Y
BMPOGHMLTBI A®I; ANs 4ONOMIXHOI pevyoBuHU (cepTudikaT BignoBiAHOCTI
€Bponelicbkiin hapmakonei) - OHOBMIEHWIA cepTuddikaT Big yxe
3aTBEPAKEHOro BMPOGHWMKa - NofaHHsA oHoBneHoro CEP ana Adl
auvknosipy R1-CEP 1998-029-Rev 05 Big BxXe 3aTBEpAXEHOr0 BUPOOHUKA
MYLAN LABORATORIES LIMITED, wwo 06yMOBAEHO HE3HAYHUMW 3MiHAMMU
B agpeci BnacHuka CEP Ta BUpo6HMYMX AinbHWUbG (3atBepakeHo: R1-CEP
1998-029-Rev 04); 3miHu | Trny - 3miHu 3 AkocTi. CepTudikar
BignosigHocTi/IE-cepTudikar BignosigHOCTI €Bponeiichkii
hapmakonei/moHorpadii. NMogaHHsA HOBOro abo OHOBEHOrO cepTudikata
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikaTta BignoBigHOCTI €EBponenchbkili
thapmakonei: ana A®l; ons BUxigHoOro matepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI API; ANst 4ONOMIKXHOT
peyoBuHM (cepTudikat BiANOBIAHOCTI EBponelickkili hapmakonei) -
OHOBNEeHWit cepTudikaT Bif, yXe 3aTBepAXEHOr0 BUPOOHUKA - NoJaHHSA
oHosrnieHoro CEP gnsa A®| auyuknosipy R1-CEP 1998-029-Rev 06 Bif Bxe
3arBepxeHoro BupobHnka MYLAN LABORATORIES LIMITED, wo
06yMOB/IEHO BBEIEHHSAM [0AATKOBOI AiNbHULI BUpobHULTBa ADI
(3aTBepaxeHo: R1-CEP 1998-029-Rev 04)

41.

BIPOJIEKC

Tabnetkn no 200
Mr no 10 Tabnetok
y 6nictepi; no 2
6nictepu y
KapTOHHIlA KopooLi

KPKA, 4.4.,
HoBo mecTo

CnoBeHisi

KPKA, a.4., HoBo
MecTo

CnoBeHisi

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais:
3MiHK | TNy - 3MiHK 3 aKocTi. CepTudikaT BignosigHoOCTI/IE-cepTudikaT
BiANOBIAHOCTI EBponeiickkili hapmakonei/moHorpadii. MogaHHA HOBOro
abo oHoBNeHoro cepTudikaTa BignoBiAHOCTI abo BUMYYeHHs cepTudiikata
BiANoBigHOCTI EBponeiickkili hapmakonei: ans A®l; ans BUXigHOro
marepiany/peareHTy/npoMKHOrO NMPOAYKTY, WO BUKOPUCTOBYIOTHCS Y
BMPOGHMLTBI A®I; AN 4ONOMIXHOT peqyoBUHU (CepTudikaT BignoBiAHOCTI
€Bponelicbkiit hapmakonei) - OHOBMEHWIA cepTUddikaT Bif yxe
3aTBEPAKEHOro BMPOGHWMKa - NofaHHs oHoBneHoro CEP gnia Adl
auvknosipy R1-CEP 1998-029-Rev 05 Bif BxXe 3aTBEpPAXEHOr0 BUPO6HUKA
MYLAN LABORATORIES LIMITED, wwo 06yMOBAIEHO HE3HAYHUMW 3MiHAMMU
B agpeci BnacHuka CEP Ta BUpo6HWNYMX AinbHWLb (3aTtBepgkeHo: R1-CEP
1998-029-Rev 04); 3miHu | Trny - 3miHu 3 AkocTi. CepTudikar
BiagnosiaHocTI/IE-cepTudikat BignosigHOCTI €Bponeiichkii
hapmakonei/moHorpadii. MogaHHsA HOBOro abo OHOBEHOro cepTudikara
BiANOBIAHOCTI a0 BMyYEHHS cepTudikaTa BifnoBigHOCTI EBponenchbkili
thapmakonei: ana Adl; ons BUXigHOro matepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI API; ANt 4ONOMIXHOT

3a
peyenmom

UA/2526/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocgio4eHHs

peyoBUHM (cepTuUdikaTt BiANOBIAHOCTI EBponelickkili hapmakoner) -
OHoBNEHWIA cepTUdiIKaT Bif, YXe 3aTBEp)KEHOr0 BUPOGHMKA - MOAAHHS
oHoBrieHoro CEP gnsa Adl ayuknosipy R1-CEP 1998-029-Rev 06 Bif Bxe
3aTBepxeHoro BupobHrka MYLAN LABORATORIES LIMITED, wo
00yMOB/IEHO BBEEHHAM [0AATKOBOI AiNbHULI BUpobHULTBA API
(3atBepmxeHo: R1-CEP 1998-029-Rev 04); 3miHu | TUny - 3MiHU 3 SKOCTI.
CeprtucpikaT BignosigHocTi/l E-cepTudpikaT BignosigHOCTi EBponeichkili
hapmakonei/moHorpadii. NMogaHHsA HOBOro abo OHOBEHOrO cepTudikara
BiANOBIAHOCTI ab0 BMyYEHHS cepTudikaTta BignoBigHOCTI €EBponenchbkili
thapmakonei: ana A®l; ons BUxigHoOro matepiany/peareHTy/npomikKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI API; ANt AONOMIKXHOT
peyoBuMHM (cepTudikat BiANOBIAHOCTI EBponelickkili hapmakonei) -
OHOBNEeHWit cepTuddikaT Bif, y)Xe 3aTBepAXEHOr0 BUPOOHUKA - NoJaHHSA
oHosrieHoro CEP gns A®l auuknosipy R1-CEP 1998-029-Rev 08 Bif Bxe
3aTBepmxeHoro BupobHuka MYLAN LABORATORIES LIMITED,wo
06YMOBJ/IEHO HE3HAYHUMM 3MiHaMK B agpeci BracHuka CEP Ta BUPO6HUUNX
AinbHuUb (3aTBEpAKeHO: R1-CEP 1998-029-Rev 04)

42.

BO/IbTAPEH
®

PO34MH ANna
iH'ekuii, 75 mr/3 mn
no 3 ma B amnyni,
no 5 amnyny
KOpoOLi 3 KapTOHY

HoBapric
®Papma Al

LLBeiiuap
in

Nex
dapmacboTrKanc
4.4., CnoseHis;
HoBapTic ®apma
LTeliH AT,
LLseiuapis

CnoBeHisi
/
LiseviLap
is

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais:
3MiHM | TUNy - 3MiHa NapameTpiB cneyudikaLiini Ta/abo fonycTMMNX Mex
roTOBOrO /iKAPCbKOro 3ac00y (3BY)XXEHHS AONYCTUMMNX MEX)
3BY)EHHS KpUTEPIiB NPUIAHATHOCTI B cneuudiikallii roToBoro ikapckoro
3aco0by 3a NoKa3HWKOM «bakTepiasibHi eHAOTOKCUHU» - 3BY)XXEHHS KpUTepiiB
NPUAHATHOCTI B crieymdikaLii roToBOro Nikapckoro 3acoby 3a NoKasHWKOM
«30BHILWLHIN BUrNAL EMHOCTI», A€ NPOMNOHYETHLCA GiNblU AETa/IbHUIA ONNC -
3MiHM | TUNy - 3MiHa napamMeTpiB cneyudikaLiin Ta/abo fonycTMMNX Mex
roTOBOrO JliKapCbKoro 3acoby (A40NoBHEHHS cnevudikaLyii HOBUM
NMoKa3HUKOM 3 BiAMoBiAHM METOAOM BUMPOOYBaHHS) - LOMOBHEHHS
cneumaikaLii Ha TepMiH NPUAATHOCTI HOBUM NOKAa3HUKOM «MeXaHiuHi
BK/IIOYEHHSA. HeBUAMMI 4acTKM», OCKITbKM JaHWA NOKa3HUK KOHTPOOETLCSA
Ti/TbKM NpY BUNYCKY FOTOBOTO /1iKapCKOro 3acoby; AONOBHEHHS cneuudikawii
Ha TepMiH NpUAaTHOCTI HOBUM MOKa3HUKOM «BakTepiasnibHi eHLOTOKCUHN»,
OCKINIbKW AaHWii NOKa3HWK KOHTPOIIOETLCS TisIbKU MPU BUMYCKY rOTOBOTO
nikapckoro 3acoby; AONOBHEHHS cneundikauii Ha TepMiH NpUAATHOCTI
HOBUM MOKa3HUKOM «CTepUbHICTb», OCKINIbKN AaHUii NOKa3HMK
KOHTPONIOETLCSA TiIbKM MPU BUMYCKY FOTOBOO /iKApCKOTro 3acoby;
[OMOBHEHHSA creumdikauii Ha TepMiH MPUAATHOCTI HOBMM MOKa3HUKOM
«BuANMI CTOPOHHI YacCTKM», OCKINIbKM A@HWA NOKa3HUK KOHTPOOETHCA
Ti/IbKV NPU BUNYCKY rOTOBOTO J1iKapCKOro 3acoby; 3MiHu | Tuny - 3amiHa y
MeToAax BUMPOGYyBaHHS rOTOBOTO JlikapCbKoro 3acoby (He3HauHa 3miHa y
3aTBEPKEHNX MeToAax BUNPOBYBaHHS) - He3HauYHa 3MiHa B MeToauL,i
KOHTPOJIIO 3a MOKa3HUKOM «pH», a came foAaBaHHsA 6ydepHOro po3umHy
5,00 Ta 8,00 a4nsa nepesipky 061aaHaHHSA Nicns kanibpyBaHHS; YTOUHEHHS Y
MeTOZAji KOHTPOJ0 FOTOBOTrO NiKaPCKOro 3acoby 3a NOKa3HMKOM
«lgeHTudikayis TLX»; yTOYHEHHS METOAMKN KOHTPO/IO 38 NMOKa3HUKOM
«Bunaumi CTOPOHHI YacTku» Ta BBeAEeHHs nocuiaHb Ha USP 790; He3HauHa
3MiHa Yy MeTO/i KOHTPOJIH0 FOTOBOrO NiKapCKOro 3acoby 3a NOKa3HUKOM
«Identification, assay and degradation products by HPLC»: - 3miHu B

3a
peyenmom

UA/9812/01/01
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Ne Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKko20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
pyxoMili chasi; - 3MiHM B MPUIOTyBaHHi PO3UMHIB NOPIBHSHHS; - BBEAEHHS
TepMiHy NpUAaTHOCTI PO3UYMHIB NOPIBHSAHbL; 3MiHM B Nikax igeHTudikaw;i.
BBefeHHs 3MiH NpoTSArom 3-x MicsLUIB Nicasl 3aTBEPAKEHHS
43. FEKCAKCWUM | cycneHsia ans CaHodpi PpaHuis 3AT "CaHodi- YropLmH BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/13080/01/01
I HEXAXIM iH'ekujn no 0,5 mn Mactep C. A ABeHTIC", a/ 3MiHK | TUny - 3MiHK 3 AKOCTi. A®I. CTabinbHiCTb. (iHWi 3MiHW) - OHOBAEHHS peyenmom
BAKUWHA (1 po3a) B YropumHa ®paHuia po3giniB 3arasibHOro TexHiYHOro AokymeHTy (3T/[) BignoBigHo Ao
ansa nonepegHbL0 (BTOpPUHHE NPOMUCNOBOI NPAaKTUKN LWOAO AOCNIKEHHSA CTabiNbHOCTI, SiKe NigTBEepAXYE
MPO®INTAKT 3arnoBHEHNX naxyBaHHs) 3apeecTpoBaHnii TepMiH NPUAATHOCTI A5 Ail040T PeYoBUHN 2-
KN wnpuuyax 3 1-eto CaHodpi Mactep, KOMMOHEHTHOT aLe/TtoSpPHOI BakLMHW MPOTY KaLLoKY - MpY TeMnepaTypi
DUNOTEPII, (abo 2-ma) ®paHLia (NoBHWMIA +50C +30C npotsarom 48 micsuis; 3miHu Il Tuny - 3miHn 3 AkocTi. AdI.
NPABLUA, OKPEMUMM rosikammn LMK BUPOBHULTBA, Bupo6HMLTBO. 3MiHM B npoueci BUpobHuuTBa AD®I (3Ha4Ha 3miHa y npoueci
KALLTIOKY Ne 1 a6o Ne 10 Ta 'y BUMYCK cepii) BMPOGHMLTBA ADI, LLI0 MOXE MaTu iCTOTHWIA BNMB Ha SKICTb, 6e3neky abo
(ALENONAP | cdnakoHax Ne 10 e)eKTMBHICTb NikapcbKoro 3acoby) - AoAaBaHHsA MPOMDKHOIO NOCIBHOIO
HUIA marepiany (ISL), skvin 6yae BukopncToByBaTucs 4151 BUPO6HULITBA HOBOMO
KOMMNOHEHT WSL wramy IM1591 ans gitoyoi peqyoBUHU (2-KOMMNOHEHTHA aLesitonspHa
), FENATUTY BaKLMHa NpOTM Kalwoky (afcop6oBaHnii OUMLLIEHWIA (hinaMeHTHUIA
B remarntoTuHiH (FHA) Ta agcop60oBaHmWil OUMLLLEHWNIA KALLMOKOBWIA aHATOKCWH
PEKOMBIHA (PTxd))
HTHA,
noniomieni
TY
IHAKTBOB
AHA TA
3AXBOPIOB
AHb,
CNPUYUNHEH
nx
HAEMOPHIL
us Tuny B
KOH'IOroBA
HA,
AICOPBEOB
AHA, PIAKA
44, FEKCAKCWUM | cycneHsia ans CaHodpi PpaHuis 3AT "CaHodi- YropLmH BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/13080/01/01
| HEXAXIM iH'ekujn no 0,5 mn Mactep C.A ABeHTIC", a/ 3MiHK | TUny - 3MiHK 3 AKOCTI. A®I. (iHWi 3MiHW) - BHeceHHs 3MiH g0 po3ginis | peyenmom
BAKUWHA (1 posa) B YropwmHa ®paHuia | 3.2.S.2.3 1a 3.2.A.2 1040 OHOB/EHHS iHChOPMAaLLil B peecTpauiliHoMy A0Cbe
ana nonepeaHL0 (BTOpUHHE 3 METOK NPUBELEHHS Y BiANOBIAHICTL 4O NPOMUC/IOBOT AOKYMEHTAUIT Ta
MPO®INTAKT 3aroBHEHNX nakyBaHHs) BUMpPaB/IEHHS NOMUIOK Ta ICTOPUYHMX PO36IXKHOCTENR; 3MiHM | TUny - 3MiHK 3
KN wnpuyax 3 1-et0 CaHodpi MNactep AKocTi. CepTudikat BignosigHocTi/l'E-cepTudikat BignoBiAHOCTI
ONODTEPII, (a6o 2-ma) C.A., dpaHuis €Bponelicbkiit hapmakonei/MmoHorpadii. MogaHHs HOBOTO ab0 OHOB/IEHOTO
NPABLA, OKpemMmnmu rosikammu (noBHWIA LKA cepTudpikaTa BignoBiAHOCTI abo BUIYyYeHHsA cepTudpikaTta BiANOBIAHOCTI
KALLTIOKY Ne 1 a6o Ne 10 Ta 'y BMPOGHMLITBA, €Bponelicbkin hapmakonei: ana A®l; agns BuxigHoro
(ALENONAP | dnakoHax Ne 10 BMNYCK cepil) mMartepiany/peareHTy/NpoMKHOIo NPOAYKTY, L0 BUKOPUCTOBYHOTLCA Y
HUIA BMPOGHMLTBI A®I; Ans gonoMixHOT pevoBuHn (MTE-cepTuddikart
KOMMOHEHT BiANoBigHOCTI EBponelickkili hapmakonei gns Adl/BuxigHoro
), FENATUTY MaTtepiany/peareHTy/NpoMKHOro NPoAyKTy abo AOMOMKHOI peYOBUHM) -
B OHOB/EHWI cepTUdikaT Bif BXe 3aTBEPAKEHOro BUPO6HMKA - OHOBEHHS
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Ne Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKko20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
PEKOMBIHA cepTudikaTy BignoBigHOCTI €Bponeiickkili ®apmakonei woao ryéyaroi
HTHA, eHuedanonartii 4nsa BUTSHXKKKM 3 6uuavoro cepus 3 R1-CEP 2000-252-Rew
noniomien 00 Ha R1-CEP 2000-252-Rew 01
TY
IHAKTUBOB
AHATA
3AXBOPIOB
AHb,
CMPUYMHEH
nx
HAEMOPHIL
usTuny B
KOH'IOroBA
HA,
AL COPBEOB
AHA, PIOKA
45, FENALUE®® MOPOLLIOK AN15 MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/0881/01/01
pO3uunHy Ansa "Kuismegnpen "Kuismeanpenapar 3MiHM | TUMy - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta hapMakoHarnsay - peyenmom
iH'ekuii no 1,0 r, 10 apar” " OHOBJ/IEHHSA BXXe 3aTBep)KeHOro TeKCTy MapKyBaHHA BTOPUHHOI Ta
dhnakoHis 3 NepBNHHOT YNakoBKM NiKapCbKOro 3acoby 3 BHECEHHSAM 40AATKOBOT
MOPOLLKOM y iHchopmawii (BHECEHHS NO3HAYeHb OAMHNLb BUMIPIOBaHHS, 3
KOHTYPHIit BMKOPUCTAHHAM JliTep TaTUHCLKOro andasiTy Ta ToLLo). BBeaeHHs 3MiH
YapyHKOBIli NpoTArom 6-Tn MiCALIB NiCNA 3aTBEPMAKEHHS
ynakosui; no 1
KOHTYPHIit
YapyHKOBIli
ynakoBLUi B nayui
46. FAYTOKCUM | po3uvH Ans iH'exuili TOB YkpaiHa MpAT "Nekxim- YkpaiHa BHECEHHS 3MiH [JO peECTpaLiiiHuX MaTepianis: BUNPaB/IEHHSI TEXHIYHOT 3a UA/5228/01/02
3%nolmne "30PABQO" Xapkis" nomunkv B MK, siki 3aTBepakeHi Hakazom MO3 YkpaiHu Ne 192 Big, peyenmom
amnyni; no 5 amnyn 24.01.2019 (3MiHu | TUNY - AAMIHICTPATVBHI 3MiHW. 3MiHa HaliMEHyBaHHS
y 6nictepi; no 1 Ta/abo aapecy 3asiBHMKA (BlacHMKa peecTpaviiHoro noceigyYeHHs)- 3MiHa
6nicTepy B nauui 3 afpecy 3asBHVKa; 3MiHW | TUNy - AGMIHICTPaTVBHI 3MiHW. 3MiHa
KapTOHy; Mo 2 M/ B HaliMeHyBaHHs Ta/abo agpecyt MicLA NPOBaXEHHS AiS/IbHOCTI
amnyni; no 5 amnyn BUPOGHMKa/iMnopTepa roToBOro JlikapCbKOro 3acoby, BKIKYakoun AifbHUL
y 6nicTepi; no 1 BMNYCKy cepii abo MicLe NpoBeAeHHS KOHTPO/IK0 AKOCTI. (AISNbHICTb, 3a AKy
abo no 2 6nictepu BiANOBIAAE BUPOGHMK/IMNOPTEp, BK/OUaUM BUMYCK Cepiid) - 3MiHa
B Naulj 3 KApTOHY HallMeHyBaHHs Ta agpecu BUpobHuka N3 MpAT “/lekxiM-Xapkis",
YkpaiHa). TexHiuHa nomunka byna gonylieHa B Cneuudikauii npu
odhopMeHHI oHoBNeHUX MKHA.
47. FYTOKCUM | po3umH AN iH'eKuili TOB YkpaiHa MpAT «Jlekxim- YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: BUNPaBIEHHSA TEXHIYHOI 3a UA/5228/01/01
1% no 1 mn1 abo "30PABQO" XapkiB» nomusikn B MK4, siki 3aTBepgxeHi Hakazom MO3 YkpaiHn Ne 192 Big, peuyenmom

no 2 M1 B amnynax;
no 5 amnyny
6nicTepi B navyi 3
KapTOHY

24.01.2019 (3MiHu | TUNY - AAMIHICTPATVBHI 3MiHW. 3MiHa HaliMEHyBaHHS
Ta/abo agpecy MicLA NPOBaKEHHS AifNIbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /iKapCbKOro 3acoby, BK/IYaKUM AiNbHALL BUMYCKY cepii abo

MicLe NpoBefEeHHS KOHTPOIK0 AKOCTI. (4isANbHICTb, 3a AKY Bignosigae

BUPOGHMK/iIMNOPTEP, BK/IOYAKOUM BUMYCK Cepil) - 3MiHa HaliMeHyBaHHA Ta

agpecu BupobHuka 13 MpAT "/lekxiM-Xapki", YkpaiHa; 3miHu | Tuny -
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocgio4eHHs

AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo afpecu 3asBHUKa
(BnacHuKa peecTpauiiHoro NocBigYeHHs) - 3MiHa aApPeCK 3asiBHUKA).
TexHiyHa nomuska 6yna gonyweHa B Crneumdikadii npy ooopmaeHHi

OHoBNEeHMX MKA.

48.

rPUNMNOCTA
A®C

Kancynu TBepai no
10 kancyny
6nictepi; no 1 a6o
2 6nictepn y
KapTOHHIli KopoobLi

CTAOA
ApuHaiimitren
b Al

Himeuyun
Ha

CTAIA
ApuHaiimitTTens Al

Himeuyun
Ha

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:
3MiHM | Tuny - 3mMiHa napameTpiB cneuudikaLin Ta/abo fonycTMMNX Mex
roTOBOrO /1iKapCbKoro 3acoby (BUyYeHHS HE3HAYHOrO NOoKasHWKa -
BU/yYeHHS 3i cneumdikauii nokasHvka igeHTudikauis 6apBHMKa
XiHONIHOBOrO XXOBTOr0, pefaKLiiiHi npaBku;

BU/TYYEHHSA MOKa3HKKa ifeHTuchikaLis 6apBHMKA epUTPO3UHY, pefakLiiiHi
npaBsKK; BUTYYEHHS NoKasHuKa igeHTudikauis 6apsH1ka 06010HKM Kancynm
TUTaHy Aiokcuay (Ha BUnyck); 3MiHu | Tuny - 3MiHa y meTogax
BUNPOBYBaHHS rOTOBOrO JlikapcbKoro 3acoby, 3amiHa MeToay
BMNpOGYyBaHHA roToBOro nikapckoro 3acoby BETLLUX Ha BEPX 3a n.
KinbkicHe Bu3HaueHHs MapaueTtamony, KodeiHy, XnopdeHamiHy maneary
y cneyndpikauii Ha TepmiH NPUAATHOCTI, BHECEHHS A0 cneuudikauii Ha
TEPMiH NPUAATHOCTI rOTOBOrO MiKapCKOro 3acoby anbTepHATMBHOIO MeToay
BMMNPOGYBaHHA 4715 KifIbKICHOr0 BU3HAYEHHS Ajit040i PeYOBUHM
(ackop6iHOBOI kMcnoTH). BHeceHo peaakuiliHi npasku. [laHa Bepcisi Bxe
3aTBEPKEHA HA BUNYCK rOTOBOTO NiKapCKoro 3acoby; 3miHu | Tuny - 3miHa
napameTpiB cneuudikauiii Ta/abo JOMYCTUMUX MEX rOTOBOr0 NikapCbKoro
3aco06y, 3BY)XEHHS AOMYCTMMUX MEX napameTpiB cneundikaii Ha TepMmiH
NPVAATHOCTI TOTOBOTO JTIKAPCKOro 3ac06y T.PO3UYMHEHHS. Y3romKeHHs
cneumdikauii Ha TepMiH NPUMAATHOCTI 3i cneuymdikalielo Ha BUMYCK rOTOBOro
nikapckoro 3acoby. [laHa Bepcis BXe 3aTBepAXeHa Ha BUNyCck roToBoro
nikapckoro 3acoby; 3miHn | Tuny - 3MiHa y MeTogax BUNpobyBaHHS rOTOBOrO
NikapCbKoro 3acoby, BUTyYeHHS allbTepHaTUBHWIA MeTOA BUNPOOYBaHHS
roToBOro nikapckoro 3acoby (BEPX) 3a n. Po3umHeHHs 3i cneuudikauii Ha
TEPMiH NPUAATHOCTI Yy 3B A3KY 3 Y3ropKeHHAM cneuudikauii Ha TepmiH
NpMAATHOCTI 3i cneundikalielo Ha BUMYCK rOTOBOrO J1iKkapckoro 3acoby

6e3
peyenma

UA/4648/01/01

49,

AOANTMAKCIH

cynosuTopii no 0,2
rin bulk: no 5
CynosuTopiiB y
6nictepi, no 180
6nicTepiB y ALMKY
3 rohpoKapToOHy

MNpuBatHe
akuioHepHe
TOBapuCTBO

"Nekxim -
Xapkis"

YKpaiHa

MpuBatHe
akuioHepHe
TOBapUCTBO

"Jlekxim - Xapkis"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TUNY - agMiHicTpaTMBHI 3MiHW. 3MiHa HalilmeHyBaHHsA Ta/abo agpecu
MiCLii NPOBaPKEHHS AiSNbHOCTI BUPO6HUKa (BK/THOHYaoun, 3a He0b6XiAHOCTI,
MicLie NPOBEAEHHSI KOHTPOSIHO SIKOCTi), ab0 BrlacHUKa mactep-chaiina Ha
A®l, abo noctavyanbHuka AdI/BUXiAHOTO MaTepiany/peareHTy/MPOMDKHOTO
NPOAYKTY, L0 3aCTOCOBYIOTHCS Yy BUPOOHWLTBI AD| (SKLLIO 3a3HAYEHO Y
[0CbE Ha Nikapcbkuid 3acib) 3a BiACyTHOCTI cepTudpikaTta BignoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepKeHOMy A0Cbe, abo BUPOOHMKa HOBOT
[,0MOMDKHOT PEYOBMHM (AIKLLLO 3a3HAYEHO Y A0CbE) - 3MiHa agpecu
BMPOBHUKA Ait040T PevyOBUHN TIOTPMA30/IiH; 3MiHW | TUNY - 3MiHW 3 AKOCTI.
A®|. Bupo6bH/LTBO. 3MiHM B npoLieci BupobHuuTea APl (He3HauHa 3MiHa y
npoueci BupobHuuTtea A®l)- HezHayHa 3MiHa y npoLeci BUpobHuuTea AdI,
a came OnNTMMI3aLis cxeMu BUPOBHULITBA Ai0YOT PEYOBUHUN (BUKTHOYEHHS
cTagii «MigrotoBka BUPO6HMLTBa» Ta «[igrotoBka Byrinasy», BUANEHHS B
okpeMy cTagito «CyLUiHHA» Ta «[ofpiGHEHHS», BHECEHHS peAaKLiliHMX
npasokK B cxemy BMPOGHULTBA A®I; 3MiHU | TUNY - 3MiHW 3 SKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudiikaT BifgnoBigHOCTi €EBponenchbkili

UA/7596/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocgio4eHHs

thapmakonei/MoHorpadii. 3mMiHK1, NOB'A3aHi 3 HEOOXIAHICTIO NPUBELEHHS Y
BiANOBIAHICTL [0 MOHOrpadii 4PY abo €Bponeiicbkoi hapmakonei, abo
iHLOI HaujoHanbHOT chapmakonei aepxasun E€C (3miHa y cneuudikauii
HedhapmakoneiiHoro A®l ans npuBefeHHs y BiANOBIAHICTL A0 BUMor AdY
abo €sponeiicbkoi hapmakonei, abo iHLWOT HaLioHaIbHOT thapmakonel
aepxasu €C) - Ad| - npuBefeHHs cneuymdikauii Ta MeToiB KoHTposo AdI
TiOTpMasoniHy y BigNOBIAHICTL A0 BUMOr MOHOrpadii MopdosiHito TiasoTarty
AdY; 3minm | Tvny - 3miHmn 3 AkocTi. A®l. KoHTponb A®I. 3miHa y meTodax
BunNpobyBaHHA APl abo BMXigHOTO MaTepiany/npomiKHOro
NpoAayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NpoLieci BUPobHuuTBa API
(iHWi 3mMiHW y MeTogax BUNpobyBaHHA (BK/IOYaouM 3amiHy abo
[0NoBHEHHS) A®| abo BUXIAHOrO/NPOMIDKHOTO MPOAYKTY) - 3MiHW Y
3aTBEPMXEHNX METOAaX BUNPOOYBaHHA 3a MOKa3HUKOM «laeHTudikaLlis»
(804aTKOBO 40AAHO BUKOPUCTaHHA poboyoro ctaHgapTHoro 3pasky (PC3)
nignprveMcTBa TioTprasoniHy (MopdoriHilo Tia3oTaTy) 415 NPUroTyBaHHSA
PO34MHY NOPIBHAHHS)

50.

AANMAKCIH

cynoawuTopii no 0,2
r,nos
cynosuTopiiB y
6nictepi, no 1 abo
2 6nictepn y navu,i
3 KAPTOHY

MpusaTHe
akujioHepHe
TOBapMCTBO

"Nekxim -

Xapkis"

YkpaiHa

MpuBatHe
akuioHepHe
TOBapUCTBO

"Jlekxim - Xapkis"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:
3MiHM | TUNy - agMiHiCTpaTMBHI 3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo agpecu
MiCLLA MpOBaMKEHHSA AisANbHOCTI BUPO6HMKA (BKIKOUaloum, 3a Heo6XiaHOCTI,
MicLie NPOBeAEHHS KOHTPO/IIO AKOCTI), abo BacHuka mactep-chaiina Ha
A®I, abo noctavanbHuka A®I/BUxigHOro MaTepiasy/peareHTy/MpoMiXXHOro
NPOAYKTY, L0 3aCTOCOBYIOTHCS Y BUPOOHMLTBI AD| (SKLLO 3a3HAYEHO Y
[0CbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI cepTudikaTta BignoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepAKeHOMy A0Cbe, ab0 BUPOOHMKA HOBOT
[0MOMDKHOT PEYOBMHM (SIKLLLO 3a3HAYEHO Y A0CLE) - 3MiHa agpecu
BMPOGHMKA Ait040T PEYOBVHY TIOTPUA30iH; 3MiHW | TUNY - 3MiHW 3 AKOCTI.
A®I. Bupo6bHuyTBO. 3MiHM B NpoLeci BUpobHuuTBa AdP| (He3HauHa 3MiHa Y
npoueci BupobHuutea A®l)- He3HayHa 3MiHa y npoLeci Bupo6HuuTBa Adl,
a came onTuMmisaLlis cxemn BUPOOHULTBA Ai04OT PEHOBUHYM (BUK/THOUEHHS
cTagiii «igrotToBka BUPO6GHMLTBa» Ta «[1iAroToBka Byrinas», BUAINEHHS B
okpeMy cTagito «CyLUiHHA» Ta «[ofApiGHEHHS», BHECEHHS peaKLiliHMX
npasoK B cxemMy BUpo6HULTBa API; 3MiHM | TUNY - 3MiHK 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudpikaT BignoBigHOCTI EBponenchkili
hapmakonei/MoHorpadii. 3mMiHK1, NOB'A3aHi 3 HEOOXIAHICTIO NPUBELEHHS Y
BiANOBIAHICTL A0 MoHOrpadii AdY abo €sponeiicbkoi hapmakonei, abo
iHLWOI HaujoHanbHOT chapmakonei aepxasu E€C (3miHa y cneuudikauii
HedhapmakoneiiHoro A®l ans npuBefeHHs y BiANOBIAHICTL A0 BUMOr AdY
abo €sponelicbkoi hapmakonei, abo iHLWOi HavioHanbHOT thapmakonei
fepxasu €C) - Ad| - npuBefeHHs cneuymdikadii Ta MeTogiB KoHTposo AdI
TiOTprasoniHy y BigNOBIAHICTL A0 BUMOr MOHOrpadii MopdoniHito TiasoTaty
AdY; 3mikm | Tvny - 3miHmn 3 AkocTi. A®l. KoHTponb A®l. 3miHa y meTodax
BunNpobyBaHHA APl abo BMXigHOTO MaTepiany/npomMiKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NpoLieci BUpobHuLTBa API
(iHwWi 3mMiHK y MeTogax BUNpobyBaHHA (BKIOYaouM 3amiHy abo
[0NOoBHEHHS) A®| ab0 BUXiAHOrO/NPOMIDXKHOTO MPOAYKTY) - 3MiHW Y
3aTBEPMAXEHNX METOAAX BUNPOGYBaHHSA 3@ MOKa3HUKOM «laeHTudikaLlis»
(804aTKOBO 40AAHO BUKOPUCTaHHSA poboyoro ctaHgapTHoro 3pasky (PC3)

3a
peyerimom

UA/7595/01/01
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Ne Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKko20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
nignpuemMcTaa TioTpuasoniHy (MopdoniHito TiazoTaTy) A/19 NPUroTyBaHHA
PO34YMHY MOPIBHAHHS)
51. AEKCNAHTE | piguHa abo ToBapucTBO 3 YkpaiHa BAC® CE Himeuun BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais: - UA/13967/01/01
HOnN HaniBkpucTaniyHa 06MeXeHO Ha 3MiHU | TUNY - BHECEHHA 3MiH [0 po3ainy «MapkyBaHHs1» MeTogis
peyoBuMHa BiANOBIAa/IbHI KOHTPOJIHO SIKOCTI /TiKapCbKOro 3acoby: a came Ha eTUKeTLj NikapCbKoro
(cybcTaHuis) y cTio "ToproBa 3acoby 3amiHa iHhopmaLii, Woa0 TePMiHY BUKOPUCTaHHS
meTaneBux KoMnNaHis
KOHTeliHepax gns "Apopa”
BMPOGHMLTBA
HecTepunbHUX
NiKapcbKnx 3acobis
52. AEHOBE/1b TabneTku, BKpUTI mi6e Mm6X Himeuun Mi6e MmM6X Himeuun BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/15836/01/01
30 N/1iBKOBOIO ApuHaiimitTen Ha ApuHaimiTTeNb Ha 3MiHK | TRy - 3MiHK 3 aKocTi. CepTudikaT BignosigHoOCTI/IE-cepTudikaT peuenmom
060/10HKO0, MO b BiANOBIAHOCTI EBponeiickkili hapmakonei/moHorpadii. MogaHHA HOBOro
0,03 mr/2 mr; no 21 abo oHoBNeHoro cepTudikaTa BignoBiAHOCTI abo BUTYYeHHS cepTudikata
Tabnetyiy BiAnoBigHOCTI E€Bponeiickkili hapmakonei: ans A®Il; ans BUXigHOro
6nicTepi; no 1 abo marepiany/peareHTy/npoMKHOrO MPOAYKTY, WO BUKOPUCTOBYOTHCS Y
no 3, abo no 6 BMPOGHMLTBI API; AN 4ONOMIXHOI peqyoBUHU (cepTudpikaT BifnoBiAHOCTI
6nictepiB y €Bponeiicbkili hapmakonei) - HoBuii cepTudikaT Big, BXe 3aTBEPIKEHOI0
KapTOHHIli KopoobLi BMPO6HUKa - BBeAeHHS HoBoro CEP Ne RO-CEP 2016-333-Rev 00 ana Adl
JieHorecTy Big, 3aTBepmakeHoro Bupo6Huka Industriale Chimica S.R.L.
(naHwnit CEP 3amiHoe ASMF for Dienogest Ph.Eur., version 0, 20160613)
53. AENAKIH TabneTkn, BKPUTI TOB "CaHogi- | YkpaiHa CaHocpi BiHTpon dpaHuis BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais: 3a UA/10118/01/01
XPOHO® 500 | 060/0HKO0, ABeHTIC IHpacTpia 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay - peyenmom
Mmr NPOJIOHroBaHOI Aji YkpaiHa" 3MiHa MapkKyBaHHS Ha BTOPUHHIlA yNakoBLji: OHOB/IEHHS MIKTOrpamMm BariTHOT
no 500 mr Ne30: no XIHKWN Ta 3aCTepeXeHHs Ha 30BHILLHI/ ynakoBLj; 3MiHu |l TMny - 3mMiHK
30 Tabnetok y BHECEHO [0 iHCTPYKLT 415 MeANYHOro 3aCTOCyBaHHS Nikapcbkoro 3acoby
KOHTeliHepi, [0 po3ginis "OcobnmnsocTi 3acTocyBaHHA", "Mo6iuHi peakuii”; 3miHu Il Tuny -
3aKpUTOMy 3MiHW BHECEHO A0 IHCTPYKLT 4718 MeAUYHOro 3acTOCYBaHHSA NiKapCbKoro
KPULLIKOIO 3 3acoby Ao po3gainy "B3aemogis 3 iHWMMK nikapCbKMMy 3acobamu Ta iHLi
BOJ10ronormHayem BUAMN B3a€MOZil"; 3MiHW || TUMY - 3MiHW BHECEHO A0 iHCTPYKLT Ans
, B KQPTOHHIW MeAMYHOro 3aCTOCYBaHHS /ikapCcbKOro 3acoby A0 po3ginis
KopobLi "MpoTunokasaHHa", "3acTocyBaHHSA y nepiog, BaritTHOCTi abo rogyBaHHs
rpyaar0” (yTouHeHHs iHdpopmauii), "Cnoci6 3actocyBaHHs Ta
[,031"(yTOUHEHHs1 iHchopmal,ii). BBeAeHHs 3MiH NpoTArom 6-Tn micsuiB nicns
3aTBEPAKEHHS
54. AENAKIH® cupon, 57,64 TOB "CaHodpi- | YkpaiHa FOHiTep Niksig, ®paHuisa BHECEHHS 3MiH [0 peecTpaLjiiiHnx maTepianis: 3a UA/3817/01/01
mr/mn, Ne 1: no 150 ABeHTIC MaHydekuypiHr 3MiHM | TMNy - 3MiHa MapKyBaHHA Ha BTOPVIHHII yNakoBLji: OHOB/IEHHS peyenmom
MmNy cpnakoHi; no 1 YkpaiHa" niKTOrpamm BariTHOI XiHKU Ta 3aCTEPEXEHHS Ha 30BHILLHI yNnakoBLi; 3MiHW

hnakoHy 3
£,03y0UnM
NPUCTPOEM 3
npo6koto-
afjanTopom B
KapTOHHIlA KopooLi

Il TMny - 3MiHX BHECEHO A0 IHCTPYKLT AN MEAMYHOTO 3aCTOCYBaHHSA
nikapcbKoro 3acoby Ao po3zinis "Oco6nmnBocTi 3acTocyBaHHs", "IM06iYHi
peaxuii”; 3miHu |l TUny - 3MiHXM BHECEHO [0 iHCTPYKUIT 415 MegnyHoro
3aCTOCyBaHHSA NikapcbKoro 3acoby Ao po3ainy "B3aemogis 3 iHwmmn
nikapcbkuMn 3acobamu Ta iHWi BUAW B3aEMOZin"; 3miHuv Il Tuny - 3MiHK
BHECEHO 0 iHCTPYKLT 415 MeANYHOro 3aCTOCyBaHHS Nikapcbkoro 3acoby
A0 posgainis "MpoTunokasaHHs", "3acTocyBaHHs y nepiof BariTHOCTi abo
roflyBaHHs rpyaar”(yTouHeHHs iHgopMadii), "Cnocib 3actocyBaHHs Ta
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Ne Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKko20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
[031"(YTOYHEHHSs iHdhopmalii). BBeeHHA 3MiH NpoTArom 6-Tm micsAuiB nicns
3aTBEPKEHHS
55. AENAKIH® niogpinizat ans TOB "CaHodpi- | YkpaiHa CAHO®I C.IN.A,, ITanis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais: 3a UA/10138/01/01
400 MI pPO34nHy Ans ABeHTIC ITanis (BUPOGHMK, YropLmH 3MiHM | TUNY - 3MiHA MapKyBaHHS1 Ha BTOPUHHIlA YNakoBLji: OHOB/IEHHS peuyenmom
iH'ekuin no 400 mr YkpaiHa" BiANOBIgaIbHNI 3a a niKkTorpamm BariTHOI XiHKU Ta 3aCTEPEXEHHS Ha 30BHILLHIA YNakoBLi; 3MiHM
Ne 4 (no 1 donakoHy BWNYCK Cepiit); Il TNy - 3MiHX BHECEHO A0 IHCTPYKLIi A1 MEAMNYHOTO 3aCTOCYBaHHS
3 niodpinizaTtom y XIHOIH, 3aBog, nikapcbKoro 3acoby no po3sainis "OcobmMBocCTi 3acTocyBaHHS", "Mo6IYHI
KommnnekTi 3 1 PapmaneBTUUYHUX peakuii; 3miHu Il TMny - 3MiHW BHECEHO A0 IHCTPYKLIT 418 MeANYHOro
ammnysoro Ta XiMiuHMX 3acTOCyBaHHS NikapCbKoro 3acoby A0 po3diny "B3aemogis 3 iHwWmmn
po3uMHHKKa (BoAa MpopaykTis MpaiisiT nikapcbknMKM 3acobamu Ta iHWi BUAM B3aeMogiid" ; 3miHu Il Tuny - 3miHK
ONs iH'ekuin) no 4 Ko. NTa4,, BHECEHO [0 IHCTPYKLii 4519 MeANYHOr0 3aCTOCYBaHHS /likapCbKOro 3acoby
MY KapTOHHIi YropumHa 00 po3gainis "lMpoTunokasaHHs", "3acTocyBaHHs y nepiof BariTHOCTi abo
Kopobui Ne 1; no 4 (BUPOBHKK roflysaHHs rpyaar”(yTouHeHHs iHgopMmadii), "Cnocib 3actocyBaHHA Ta
KapTOHHMX KOPOOKU PO3YMHHVKA) [031"(yTOUHEHHS iHhopmaLi). BBefeHHS 3MiH NpoTArom 6-T1 MicAuiB nicns
Ne 1y kapTOHHiIl 3aTBEPMAKEHHS
Kopobui Ne2)
56. AENAKIH® TabneTku, BKpUTI TOB "CaHodpi- | YkpaiHa CaHodi BiHTpon PpaHuin/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/2598/02/01
EHTEPIK 300 | 060s10HKOH0, ABEHTIC IHoacTpia, IcnaHis 3MiHM | TUNY - 3MiHA MapKyBaHHS1 Ha BTOPUHHIlA yNakoBL,i: OHOB/IEHHS peyenmom
KMLLKOBOPO3UMHHI YkpaiHa" ®paHuin; CAHO®I- niKkTOrpamm BariTHOI XiHKU Ta 3aCTEPEXEHHS Ha 30BHILLHI yNakoBLi; 3MiHM
no 300 mr Ne100 ABEHTIC C.A,, Il TMnNy - 3MiHK BHECEHO A0 IHCTPYKLi AN MEAMYHOTO 3aCTOCYBaHHS
(10x10): (no 10 IcnaHis nikapcbKoro 3acoby Ao po3zinis "Ocob6nmnBocTi 3acTocyBaHHA", "IM06iYHi
TabneTok y peaxuii”; 3miHu Il TMny - 3MiHX BHECEHO [0 iHCTPYKLiT 415 MegnyHoro
6nicTepi; no 10 3aCTOCyBaHHSA NikapcbKoro 3acoby A0 po3ainy "B3aemogis 3 iHwmmn
6nicTepiB y nikapcbkuMK 3acobamu Ta iHWi BUAW B3aeMogiid"; 3miHu Il Tuny - 3MiHK
KapTOHHIli Kopoo6Li) BHECEHO [0 IHCTPYKLii 4519 MeANYHOro 3aCTOCYBaHHS /likapCbKoro 3acoby
A0 posgainis "lMpoTunokasaHHs", "3acTocyBaHHs y nepiof BariTHOCTi abo
rogyBaHHs rpyaar”(yTouHeHHs iHopmad,ii), "Cnocib 3actocyBaHHs Ta
0031"(YyTOYHEHHSs iHdhopmalii). BBeAeHHS 3MiH NpoTArom 6-T1 micsuiB nicns
3aTBEPAKEHHS
57. OEPUBA renb, 1 mr/rno5r "neHmapk IHais "neHmapk IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/9164/01/01
BOAHWIA a6o no 15 r y Ty6i; PapmacboThK dapmMacbioTVKan3 3MiHK | TRy - 3MiHK 3 AKocTi. CepTudikaT BignosigHoCTI/IE-cepTudikaT peyenma
FENb no 1 1y6i B ans Jlimiteq nra. BiANOBIAHOCTI €Bponeiicbkiit hapmakonei/MoHorpadii. 3MiHK, NOB'A3aHi 3
KapTOHHIlA KopoobLi HeoOXiZHICTIO NPUBEAEHHS Y BiAMNOBIAHICTL A0 MOHorpacii 4dY abo
€Bponelicbkoi hapmakonei, abo iHLWOT HaLioHaNbHOT dhapmakonei gepxasu
€C (3miHa y cneuudikauisix, nos'ssaHa 3i 3miHamu B oY, abo
€Bponeiicbkili hapmakonei, abo iHWili HaLioHasbHIN hapmakonei aepxasu
€C) - npuBefeHHA cneumndikaii Ta meTogis BUNPOOyBaHHA Aitoyol
pevoBuHM AganasneH go MoHorpadii BP, 30kpema: BUIyYeHHSI KOHTPOsTHO
AKOCTi 3a NokasHuKamu "Badkki metanu", "BMicT Hikeno"
58. AEPUBA C rens no 5ra6o 15 Fnenmapk IHAiA nexmapk IHAiA BHECEHHS 3MiH [0 peecTpavliiiHnux maTepianis: 3a UA/9245/01/01
FENb ryTy6i;no11y6i B | ®apmacbloTuk dapmacbloTrKan3 3MiHM | Tuny - 3miHK 3 AkocTi. CepTudikar BignosigHocTi/l E-cepTudikat peyenmom
KapTOHHIlA KopooLi ans flimitep ntp, BiANoBiAHOCTI EBponelichbkiin hapmakonei/MoHorpadii. 3mMiHW, NoB'sA3aHi 3

HeoOXiHICTIO NpYBEAEHHS Y BiANOBIAHICTL A0 MoHorpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHLWOI HalioHasTbHOI dhapmakonel fgepxasn
€C (3MmiHa y cneuundpikauisx, nos'asaHa 3i 3MiHamu B JdY, abo
€Bponeiicbkiii hapmakonei, abo iHLWii HaLioHaNbHIl hapmakonei fAepxasu
€C) - npuBeAeHHs cneumdikawii Ta MeToAiB BUNPobyBaHHSA Aitoyoil
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KOHTpO/b cepii,
[103BiN Ha BUMYyCK
cepii: Mepkne
6X

BMPOGHMLTBI A®I; AN 4ONOMIXHOT peqyoBUHU (CepTudikaT BignoBiAHOCTI
€Bponelicbkiit hapmakonei) - OHOBMIEHWIA cepTuddikaT Bif yxe
3aTBEPAKEHOro0 BUPOGHMKA -
lMoaaHHA OHOB/IEHOTO cepTUdikaTy BigNOBIAHOCTI EBPONECHKOI
thapmakonei Ne R1-CEP 2002-012-Rev 02 Big 3aTBepKEHOro BUpobHUKa
A®I renapuH HaTpito (noctadanbHKk HELM AG) Changzhou Quianhong Bio
— Pharma Co., LTD, Kntaii.
3MiHuM 3 saKocTi. CepTudikaT BignosigHOCTI/I E-cepTudikaT BiANoBiAHOCTI
€sponelicbkin thapmakonei/moHorpadii. NMogaHHA HOBOro abo OHOBIEHOTO
cepTudpikaTa BignosigHOCTI abo BUyYeHHsA cepTudikaTa BigNoOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMKHOrO NMPOAYKTY, WO BUKOPUCTOBYIOTHCS Y
BMPOGHMLTBI A®I; AN 4ONOMIXHOT peqyoBUHU (CepTudikaT BignoBiAHOCTI
€Bponelicbkiit hapmakonei) - OHOBIEHWIA cepTuddikaT Bif yxe
3aTBEPAKEHOro BUPOGHYKA - MNogaHHss OHOBAEHOro cepTudikaty
BignoBigHoCTI EBponelicbkoi chapmakonei Ne R1-CEP 2002-012-Rev 03 Big,
3aTBepXeHoro BMpo6Hunka A®| renapuH HaTpito (noctavasibHuk HELM AG)
Changzhou Quianhong Bio — Pharma Co., LTD, KuTaii.
3miHu | TUny - 3miHu 3 aKocTi. CepTudikar BignosigHocTi/lE-cepTudikat
BiANoBigHOCTI EBponeiickkili hapmakonei/MoHorpadii. MoAaHHA HOBOro
ab0 OHOBNEHOTO cepTudikaTa BigNoOBIAHOCTI abo BUYyYeHHS cepTudiikata
BiANOBIAHOCTI EBponeiickkiii hapmakonei: ans A®l; ans BuXigHoOro
maTepiany/peareHTy/npoMKHOIO NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPOGHMLTBI APl; ANA 4ONOMIXHOI pevyoBuHU (cepTudikat BignoBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOBMeHW cepTuddikaT Big yxe
3aTBEPAXEHOr0 BUPOGHUKa - [MoJaHHA OHOB/IEHOro cepTudikaty
BignosigHocTi €poneiicbkoi hapmakonei Ne R1-CEP 2002-012-Rev 04 Big,
3aTBEpAXEHOro BupobHuka A®I renapuH Hatpito (noctavansHuk HELM AG)
Changzhou Quianhong Bio — Pharma Co., LTD, KuTaii. Ak Hacnigok,
He3HauHi 3MiHu B p. 3.2.S.
3aTBepmkeHo: 3anpornoHoBaHo:
CEP Ne R1-CEP 2002-012-Rev 01 CEP Ne R1-CEP 2002-012-Rev 02
CEP Ne R1-CEP 2002-012-Rev 03
CEP Ne R1-CEP 2002-012-Rev 04
BBefeHHS 3MiH NPOTAroM 6-TW MICALIB NIC/IA 3aTBEPAXKEHHS.
3minu |l Tuny - 3Milm 3 akocTi. A®L. Bupo6HuUTBO. 3MiHa BUPOOHMKa
BVIXiZLHOro/MpOMKHOro NpoAyKTy/peareHTy, L0 BUKOPUCTOBYHOTLCS Y
BUpPO6HMYOMY npoueci A®l, abo 3MiHa BUPOGHMKa (BK/OHaouun, ae

HeobxigHO, MicLe NpoBeAeHHS KOHTPO/I SKocTi) AdI (3a BifgCYTHOCTI

Ne Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKko20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
peyoBuHn AgananeH o MoHorpadii BP, 30kpema: BU1yYeHHs1 KOHTPOsI0
SKOCTi 3a NnokasHukamm "Baxki metanun", "BMIcT Hikenw"

59. AONOBEHE renb no 20 r abo paTtiodhapm Himeuun BMPOGHMLTBO Himeuun BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais: 6e3 UA/5565/01/01

50r,a60100ry 6X Ha Hepo3dhacoBaHoOro Ha 3MiHK | TNy - 3MiHK 3 aKocTi. CepTudikaT BignosigHoOCTI/IE-cepTudikaT peyenma

Ty6i; no 1 Ty6i B NPOAYKTY, BiANOBIAHOCTI EBponeiickkil hapmakonei/moHorpadii. MogaHHA HOBOro

Kopobui nepBuHHa Ta abo oHoBNeHoro cepTudikaTa BignoBiAHOCTI abo BUMYYeHHs cepTudiikata

BTOPVHHA BiANoBigHOCTI EBponeiickkili hapmakonei: ans A®l; ans BUXigHOro
ynaKkoBKa, marepiany/peareHTy/npoMKHOrO NMPOAYKTY, WO BUKOPUCTOBYIOTHCA Y
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocgio4eHHs

cepTudpikaTa BiANOBIAHOCTI EBpoONeiickkili hapmakonei y 3aTBepaKeHoMy
[0Cbe)(BBeAEHHS HOBOTO BUPOGHMKa AD| 3 HaflaHHAM MacTep-haiina Ha
A®I) - MprBeaeHHs iHopMaLii Npo noctavansHukis A®I B p. 3.2.S. AdI
"enapuH HaTpilo 40 peasibHOro mpkepena noctadaHHs Bif, 3aTBEPIKEHOr0
BMpo6HuKa A®| Changzhou Quianhong Bio — Pharma Co., LTD, KuTaii. B
peanbHocTi A®| noctavaeTbca ABOMa noctadasibHrkamun Helm AG,
HimeyunHa, Ta Welding GmbH & Co., LTD, HimeuunHa. MNpoTe,
noctavasnbHuk Helm AG, HimeuunHa, € BnacHnkom CEP Ne R1-CEP 2002-
012-Rev 04, a noctayansbHuk Welding GmbH & Co., LTD, € BnacHnkom
macTep — cpaiiny W-2018-03-10. Ak Hacnifok, OHoB/eHHs p. 3.2.S. Ta
3.2.R BiANOBiHO 10 3a8BNEHUX 3MiH, Ta € CYTO pefAaKLiiiHMK

60.

EAAPBIK/IOP
®

TabneTkn, BKpUTI
NAiBKOBOIO
0607s10HKOI0, 40
mr/25 mr no 14
TabneTok y
6nictepi; no 1 abo
no 2 6nictepu y
KapTOHHIlA KopooLi

Takega
dapmacbioTik
anc CLIA

CLIA

BMPOBHULITBO 3a
MOBHUM LMK/IOM:
Takepa IpnaHgis
nTg,
Bpeii BisHec Mapk,
Kinpyagzepi, Ko.
Yiknoy

IpnaHgis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais:
3MiHM | TUNY - 3MiHK WoA0 6e3nekn/edeKTMBHOCTI Ta chapMakoHarnsay.
BeefeHHs1 ab0 3MiHu [0 y3araslbHEHUX AaHWX Npo cuctemy
dhapmakoHarnsgy (BBefjeHHs y3araslbHeHNX AaHvx Npo cuctemy
hapmMakoHarnagy, 3MiHa yrnoBHOBaXeHOo! 0cobu, BiANoBifabHOI 3a
34iiCHEHHS dpapMakoHarnsay; KOHTaKTHOI 0cobu 3 hapMakoHaragy
3asBHMKa AN5 34iiCHEHHA dapMmakoHarnsaay B YkpaiHi, SKwo BoHa
BiIMiHHa Bif, YNOBHOBaXEHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkovaouy KOHTaKTHI gaHi) Ta/abo 3MiHN Yy pO3MiLLEHHI
MacTep-aiina cuctemu hapmakoHarnsgy) - 3miHa ynoBHOBaXeHoi 0cobu,
BiANoBiAabHOI 3a hapmakoHarnsa:

[itoua pegakuis: Simon Ashworth; MNponoHosaHa pegakuis: Sumit Munjal.
3MiHa KOHTaKTHOT 0CO6M 3asiBHMKA, BifNoBigaIbHOI 3a 34iACHEHHS
thapmakoHarnagy B Ykpaini: [itoua pefakuyis: KniwmH AHTOH Mukonaiosuy;
MponoHoBaHa pepakuis: CamoHeHko MapvHa BonogvnmupisHa. 3miHa
KOHTaKTHUX JaHuX yNMOBHOBaXKEHOI 0co6bw, BiANOBIAabHOI 3a
dhapmakoHarnsg. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0cobwm,
BignoBiga/IbHOI 3a dhapmakoHarnsg

3a
peyenmom

UA/15205/01/01

61.

EAAPBIK/IOP
®

TabneTku, BKpUTI
nAiBKOBOIO
060/10HKOI0, 40
mr/12,5 mr no 14
TabneTok y
6nictepi; no 1 a6o
no 2 6nictepu y
KapTOHHIli KopoobLi

Takega
dapmacbioTik
anc CLUA

CLIA

BMPOBHULITBO 3a

MOBHUM LK/IOM:

Takepa lpnaHgis
nrg,

Ipnangis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHM | TUNY - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI Ta chapMakoHarnsay.
BBefeHHs abo 3MiHU [0 y3araslbHEHUX AaHuX Npo cuctemy
hapmakoHarnagy (BBeeHHs y3arasibHeHNX AaHux npo cuctemy
hapmakoHarnagy, 3MiHa yrnoBHOBaXeHO! 0cobu, BiANOBiAabHOI 3a
34iiCHEHHS dpapMakoHarnsay; KOHTaKTHOI 0cobu 3 hapMakoHariagy
3aABHUKa 419 34iiICHeHHA hapMakoHarniagy B YKpaiHi, SKL0 BoHa
BiIMiHHA Bif, YNOBHOBaXEHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkovaouy KOHTaKTHI AaHi) Ta/abo 3MiHU Yy pO3MiLLEeHHI
macTep-gaiina cuctemy hapMakoHarnsay) - 3MiHa YNoBHOBaXEHOI 0cobu,
BiANOBiAabHOI 32 hapmakoHarnsga:

[itoua pegakuis: Simon Ashworth; MNponoHoBaHa pegakuis: Sumit Munjal.
3MiHa KOHTaKTHOT 0CO6M 3asiBHMKA, BifnoBigaNbHOI 3a 34iACHEHHS
thapmakoHarnagy B Ykpaini: [itoua pefakuyis: KniwmH AHTOH Mukonaiiosuy;
MponoHoBaHa pegakuis: CamoHeHko MapvHa BonogvnmupisHa. 3miHa
KOHTaKTHUX JaHWX yMOBHOBaXKEHOI 0co6w, BiANOBIAabHOI 3a
hapmakoHarnag. 3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0cobu,
BifgnoBiga/IbHOI 3a dhapmakoHarnsg

3a
peyenmom

UA/15204/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocgio4eHHs

62.

EKBATOP

Tabnetku, 20 mr/5
mr no 10 TabneTok
y 6nicTtepi; no 1, 3
abo 6 6nictepiB y
KapTOHHIiA ynakoBL,i

BAT "TeaeoH
Pixtep"

YropLmH
a

BAT "TefeoH
PixTep"

YropLmH
a

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TUny - 3mMiHKn 3 AKocTi. CepTudikar BignosigHocTi/lE-cepTucikar
BiANOBIAHOCTI EBponeiickkili hapmakonei/MmoHorpadii. MogaHHA HOBOro
a60 OHOBMEHOrO cepTudikaTa BifgNoBiAHOCTI abo BUIyYeHHs cepTudiikata
BiNOBIAHOCTI €Bponelickkilt thapmakonei: agna A®l; ons BUXigHoro
marepiany/peareHTy/npoMKHOrO MPOAYKTY, WO BUKOPUCTOBYIOTHCS Y
BUPOGHMUTBI A®I; An1a ONOMDKHOT peqyoBrHK (cepTudpikat BignoBigHOCTI
€sponeiicbkili hapmakonei) - OHOBNEHWI cepTudikaT Bif yxe
3aTBEPAKEHOr0 BUPOOHMKA -
nogaHHa oHosneHoro CepTtudikaTy BignoBigHOCTI EBponeiichkkiii
thapmakonei R1-CEP 2010-318-Rev 00 (nonepeaHs Bepcia RO-CEP 2010-
318-Rev 00) Bif BXe 3aTBEpMKEHOro BUpo6HukKa; Richter Themis Medicare
(1) Pvt. Ltd., IHgis gna A®l amnoguniHy 6e3unarty, 36i/bLUEHHs nepiogy
NOBTOPHUX BUNPOBYBaHb i3 24-x A0 36-TV MICALIB Ta OHOB/IEHHS
crneundikauii

3a
peyenmom

UA/3211/01/03

63.

EKBATOP

Tabnetkn, 20 mr/10
Mr no 10 TabneTok
y 6nicTepi; no 1,
abo no 3, abo no 6
6nicTepiB y nauui

BAT "TeaeoH
Pixtep"

YropLmH
a

BAT "TeneoH
PixTep"

YropLmH
a

BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis:
3MiHM | Tuny - 3miHKn 3 AkocTi. CepTudikar BignosigHocTi/lE-cepTucikat
BiANOBiAHOCTI EBponeiickkili hapmakonei/MmoHorpadii. MogaHHA HOBOro
a60 OHOBNEHOrO cepTudikaTa BigNoBIAHOCTI abo BUyYeHHs cepTudiikata
BiANOBIAHOCTI €Bponeiickbkin thapmakonei: ana A®l; ans BuxigHoOro
marepiany/peareHTy/npoMKHOrO MPOAYKTY, WO BUKOPUCTOBYIOTHCS Y
BUPOGHMUTBI ADI; Ana AONOMDKHOT peqyoBrHK (cepTudpikar BignoBigHOCTI
€sponelicbkiin thapmakonei) - OHoBMeHWA cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOOHMKA -
nogaHHs oHoBnieHoro CepTudikaTy BignoBigHOCTI EBponeiickkiii
thapmakonei R1-CEP 2010-318-Rev 00 (nonepegHs sepcis RO-CEP 2010-
318-Rev 00) Bif BxXe 3aTBEpMKEHOr0 BUPO6HUMKa; Richter Themis Medicare
(1) Pvt. Ltd., IHZis gna A®l amnoguniHy 6e3unary, 36i/bLUEeHHs nepiogy
NOBTOPHUX BMUNPOBYBaHb i3 24-x A0 36-TV MICALIB Ta OHOB/IEHHS
cneundikauii

3a
peyenmom

UA/3211/01/02

64.

EKBATOP

Tabnetkn, 10 mr/5
Mr no 10 TabneTok
y 6nicTepi; no 1,
abo no 3, abo no 6
6nicTepiB y nauui

BAT "TeneoH
Pixtep"

YropLmH
a

BAT "TepeoH
PixTep"

YropLmH
a

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | Tuny - 3miHKn 3 AkocTi. CepTudikar BignosigHocTi/l E-cepTudikat
BiANoOBigHOCTI EBponeiickkili hapmakonei/MoHorpadii. MogaHHA HOBOro
a60 OHOBNEHOrO cepTudikaTa BigNoOBIAHOCTI abo BUyYeHHs cepTudiikata
BiANOBIAHOCTI EBponeiickbkin hapmakonei: ans A®l; ans BuxigHoOro
maTepiany/peareHTy/NPOMKHOIO NPOAYKTY, L0 BUKOPUCTOBYIOTHCSA Y
BUPOGHMUTBI ADI; Ana AONOMDKHOT peqyoBrHK (cepTudpikat BignoBigHOCTI
€Bponelicbkiin thapmakonei) - OHOBMEeHWIA cepTuddikaT Bif yxe
3aTBEPAKEHOro BUPOBGHMKA - NoAaHHs OHoBNieHoro CepTudikary
BignoBiaHoCTI €Bponelickkiin hapmakonei R1-CEP 2010-318-Rev 00
(nonepepgHs Bepcis RO-CEP 2010-318-Rev 00) Big, BXe 3aTBEpAKEHOro
BMpPOGHMKa; Richter Themis Medicare (1) Pvt. Ltd., IHgis ans Adl
amnoauniHy 6esunary, 36inbLUeHHA nepiody NOBTOPHUX BUNPOGYBaHsb i3
24-x Ao 36-Tv MicsLiB Ta OHOBMIEHHS cneundikauii

3a
peyenmom

UA/3211/01/01

65.

EK3NDIH®

Tabnetku no 250
Mr no 4 TabneTtkn y
6nictepi, no 4

[-p Peppicc
Nab6opaTtopic
1A

IHais

O-p Peppi'c
Na6opaTopic iTg,
(Bupo6Huya

IHais

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TURY - 3MiHK Woo 6e3nekn/eddeKTMBHOCTI Ta hapmMakoHarnsgy.
BBefeHHs1 ab0 3MiHM A0 y3arasibHEHNX AaHUX NPo cUcTemy

3a
peyenmom

UA/4720/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocgio4eHHs

6nictepu B
KapTOHHI KOpo6Li

AinbHNUsA-VI)

dhapmakoHarnsgy (BBefeHHs y3arasibHEHUX AaHVX Npo cucTemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0co6W, BiANOBIAa/IbHOI 3a
3[jiCHEeHHSsT hapMakoHarsay; KOHTaKkTHOI 0cobu 3 chapmakoHarnsay
3asBHUKa 419 34iiCHeHHA hapMakoHarniagy B YkpaiHi, SKLLo BoHa
BiMiHHa Bif, yNOBHOBaXXEHOI 0CO6U, BiiNOBIAA/IbHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bkovaouy KOHTaKTHI AaHi) Ta/abo 3MiHU y pO3MiLLeHHI
MacTep-alina cuctemu hapMakoHarssay) - 3miHa ynoBHOBaXeHoi 0cobu
3asBHVKa, BignoBigasibHOI 3a chapmakoHarnsag. Aivova pegakuis: Dr. Vijay
Kumar Talla. MNponoHoBaHa pegakuyis: Dr. Chetan Karoo. 3miHa KOHTaKTHMX
[aHnX YNOBHOBaXXEHOT 0CO6U 3aABHMKa, BifnoBigabHOI 3a
hapmakoHarniag,

66.

EHAM

Tabnetkv no 2,5 mr
no 10 TabneTok y
cTpwni; no 2
CTpUNM y navui

4-p Peppi'c
Nab6opaTtopic
nTg

IHais

O-p Peapi'c
Na6opaTopic /Ta,
Brpo6Huya
OinbHUUS - 11

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais:
3MiHM | TUNY - 3MiHK WoA0 6e3nekn/edeKTMBHOCTI Ta chapMakoHarnsay.
BeefeHHs1 ab0 3MiHu [0 y3araslbHEHUX AaHWX Npo cuctemy
dhapmakoHarnsgy (BBefjeHHs y3araslbHeHNX AaHvx Npo cuctemy
hapmMakoHarnagy, 3MiHa yrnoBHOBaXeHOo! 0cobu, BiANoBifabHOI 3a
34iiCHEHHS dpapMakoHarnsay; KOHTaKTHOI 0cobu 3 hapMakoHaragy
3asBHMKa AN5 34iiCHEHHA dapMmakoHarnsaay B YkpaiHi, SKwo BoHa
BiIMiHHa Bif, YNOBHOBaXEHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkovaouy KOHTaKTHI gaHi) Ta/abo 3MiHN Yy pO3MiLLEHHI
mMacTep-haiina cuctemu papMakoHarssay) - 3miHa ynoBHOBaXKeHoi 0cobu
3asBHVKa, BignoBiganbHOI 3a hapmakoHarnsag. Aivova pegakuis: Dr. Vijay
Kumar Talla NponoHosaHa pegakuis: Dr. Chetan Karoo
3MiHa KOHTaKTHMX JaHuX YNOBHOBaXXEHOT 0CO6M 3asiBHMKA, BifNOBifa/IbHOT
3a hapmakoHarnag

3a
peyenmom

UA/2251/01/01

67.

EHAM

TabneTku no 5 mr
no 10 Tabnetok y
cTpwni; no 2
CTpUNM y nauui

[-p Peagi'c
NabopaTtopic
nTg

IHais

A-p Peapi'c
Na6opaTopic /NTa,
Bupo6bHuua
AinbHUUS - 11

IHais

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis:
3MiHM | TURY - 3MiHK Woo 6e3nekn/eddeKTUBHOCTI Ta hapMakoHarisay.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHWX AaHUX Npo cuctemy
thapmakoHarnagy (BBef4eHHs y3arasibHeHUX AaHux Npo cuctemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi 0co6u, BiANOBIAa/IbHOI 3a
3[jiCHEHHSs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3 chapmakoHarnsgy
3a8BHMKa AN 34ICHEHHA ddapmakoHarnsagy B YKpaiHi, SKwo BoHa
BiIMiHHA BiJ, YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnagy (BkIvaoun KOHTaKTHI AaHi) Ta/abo 3MiHW Y pO3MiLLEeHHi
MacTep-arina cuctemm hapmakoHarisgy) - 3MiHa ynoBHOBaXKeHOT 0cobu
3asBHVKa, BignoBigasibHOI 3a hapmakoHarnsag. Aitoya pegakuis: Dr. Vijay
Kumar Talla MponoHoBaHa pegakuis: Dr. Chetan Karoo
3MiHa KOHTaKTHUX AaHWX YNOBHOBa&XEHOI 0C06M 3asBHMKa, BignoBiganbHOT
3a (hapmakoHarnag

3a
peyerimom

UA/2251/01/02

68.

EHAM

Tabnetkv no 10 mr
no 10 TabneTtok y
cTpwni; no 2
CTpUNK y nayi

O-p Peppi'c
JlabopaTtopic
nTg

IHais

[-p Peppi'c
NabopaTopic /Tg,
Brpo6Huya
AinbHUUS - 11

IHais

BHECEHHS 3MiH [0 peecTpavLjiiiH1ux maTepianis:
3MiHM | TUNY - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI Ta chapMakoHarnsgy.
BBefeHHs1 abo 3MiHU [0 y3araslbHEHUX AaHWX NPo cucTemy
chapmakoHarnsgy (BBeEHHS y3arasibHEHUX AaHKX MPO CUCTEMY

hapmMakoHarnsgy, 3MiHa yrnoBHOBaXXeHOT 0Co6M, BiANOBiga/IbHOI 3a
3[iiCHEeHHS1 hapMakoHarsay; KOHTaKTHOI 0cobu 3 chapmakoHarnsgy
3asBHUKa AN19 34iicCHeHHA hapMakoHarniagy B YkpaiHi, SKLL0 BoHa
BiAMiHHA BiJ YNOBHOBaXKEHOI 0C06W, BiANOBIAA/IbHOI 32 34iNCHEHHS

3a
peyenmom

UA/2251/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocgio4eHHs

hapmakoHarnsgy (Bkouvatouy KOHTaKTHI AaHi) Ta/abo 3MiHU Y pO3MiLLeHHI
mMacTep-alina cuctemu papmakoHarssay) - 3miHa ynoBHOBaXKeHoi 0co6u
3a8BHMKa, BiANOBIAA/IbHOI 3a chapmakoHarnsag,. fitoua pegakuis: Dr. Vijay
Kumar Talla MponoHoBaHa pegakuis: Dr. Chetan Karoo
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXXEHOI 0CO6M 3asBHMKa, BignoBigabHOT
3a (hapmakoHarnag

69.

EH3UCTAN N

TabneTku, BKPUTI
060/10HKOIO,
KULLKOBOPO3YUHHI,
no 10 TabneTtok y
6nictepi, no 2
6nictepu B
KapTOHHIA ynakoBL,i

ToppeHT
dapmacbioTiK
anc Jitg

IHais

ToppeHT
dapmacbioTikanc
nTg,

IHais

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3MiHu LWoao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy. 3MiHn y KOpoTKii
XapaKkTepucTuLi NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHA reHepUUHNX/ribpuaHux/6ionoaibHNX NikapCbKnx
3aco06iB nicns BHECEHHS TiEl camoi 3MiHM Ha peddepeHTHUIA Npenapar
(3miHa He NoTpebye HagaHHA XOAHUX HOBUX JOAATKOBUX AaHMX) - 3MiHM
BHECEHI A0 IHCTPYKLi 419 MeAUYHOro 3aCTOCYBaHHSA NiKapcbKoro 3acoby y
po3ginu: "MokasaHHa", a Takox y po3ginu: "MpotunokasaHHsa", " "Cnocié
3acTocyBaHHs Ta go3n", "Mepeno3yBaHHs", "Mo6iuHi peakwyii” BignoBigHO A0
iHbopMmaLii WoA0 MegnyHOro 3acTocyBaHHA pehepeHTHOro Nikapcbkoro
3acoby (ME3VM ®OPTE, Tabnetku, BKpUTI NNIBKOBOK 0O60/I0HKOI); 3MiHW
| TNy - 3miHK Woao 6e3nekn/ehekTMBHOCTI Ta hapMakoHarIsay.
BBegeHHs1 abo 3MiHM A0 y3arasibHeHNX AaHuX Npo cuctemy
chapmakoHarnsgy (BBELEHHS y3araslbHEHUX AaHVX MPO CUCTEMY
hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0co6U, BiANOBIAa/IbHOI 3a
3[iiCHEHHS1 hapMakoHarsay; KOHTaKTHOI 0cobu 3 chapmakoHarnsagy
3asBHMKa AN 34ICHEHHA ddapmakoHarnsagy B YKpaiHi, SKWwo BoHa
BiIMiHHA BifJ, yNOBHOB&XXEHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnagy (BKIovaoUumn KOHTaKTHI AaHi) Ta/abo 3MiHW Y pO3MiLLEeHHi
mMacTep-harina cucteMun hapmakoHarisgy) - 3MiHa KOHTakTHOT ocoobu,
BiANOBIAaUIbHOI 3a 34ilicHeHHS hapmakoHarnsagy: [ioya pegakuis —
Bapano AHHa MukonaiBHa. NponoHoBaHa pefakuis — XKirap XXacBaHTCiHX
Xapgexa. 3MiHa KOHTaKTHMX AaHVX KOHTaKkTHOI 0co6W, BiAMNOBIAA/IbHOI 3a
3AiiCHEHHS1 chapMakoHarnsay

6e3
peyenma

UA/13355/01/01

70.

EHTEPOCTE
Nb
EKCTPAKAN
Cc

kancynn no 0,32 r
no 7 kancyny
6nicTepi; no 1, 2
a6o 4 6nictepun y
KOpoOL,i 3 KApTOHY

MpAT "EO®
"KPEOMA-
PAPM"

YKpaiHa

[MpAT "EO®
"KPEOMA-®APM"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TUMY - 3MiHWM BHECEHO [0 IHCTPYKUIT 4719 MEAWNYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ainis "lMpoTunokasaHHs”, "Mo6iuHi peakwyii
010 6e3nekn 3acTOCyBaHHA iKapCbKOro 3aco0y Ta YTOYHEHHS TEPMiHY B
po3ain "Cnocib 3acTocyBaHHA Ta go3un"

6e3
peyenma

UA/4415/03/01

71.

EXIHALEA-
TEBA

Tabnetku no 100
Mmr, no 10 Tabnetok
y 6nicTepi; no 2
abo 5 6nicTepiB y
KopooLi

TOB "TeBa
YkpaiHa"

YkpaiHa

Mepkne M'm6X

Himeuun
Ha

BHECEHHS 3MiH 10 peecTpaLiiiHuX maTepianiB: 3MiHu | TUMy - 3MiHW Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHu Ao
y3ara/ibHeHNX JaHux Npo cuctemy dapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHux Npo cucTemy chapmakoHarnsgy, 3miHa
YNOBHOBaXKEHOI 0c06W, BifNOBIAaIbHOT 3a 34iCHEHHS hapMmakoHarnsgy;
KOHTaKTHOT 0CO6U 3 chapMakoHarnsay 3asiBHVKa 415 34iICHEeHHS
thapmMakoHarnagy B YkpaiHi, KO BOHA BigMiHHA Bif, yNIOBHOBaXEHOT
0co6wu, BiAnNoBifaNbHOI 3a 34iicHeHHA hapMakoHarniagy (BKIoyarum
KOHTaKTHi faHi) Ta/abo 3MiHM Y PO3MiILLLEHHI MacTep-diaiisa cucTemm
thapmakoHarnsgy) - 3MiHa KOHTakTHUX AaHnX YNOBHOBaXKEHOT 0cobu,
BiANOBIAaNbHOI 3a hapmakoHarnag. 3miHa Micus 3AjliCHeHHSt OCHOBHOT
LisiNbHOCTI 3 chapmakoHarnsgy. 3MiHa MicLe3HaxoMKeHHs macTep-goalisia

6e3
peyenma

UA/3712/01/01
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Ne Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKko20 Bionycky peecmpayitiHo
3acoby 20
nocsioYyeHHs1
72. SAHIAIN® TabneTkn, BKpUTI Pekoppari Ipnangis Pekopparti ITania BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/11126/01/01
nAiBKOBOIO AineHp Nta IHoacTpia Xivika e 3MiHK | TUNYy - 3MiHa BUPOBHUKA BMXiAHOrO/MPOMIXXHOrO NPOAYKTy/peareHTy, peyenmom
o6onoHkoto, no 10 dapmaceBTika LLIO BUKOPUCTOBYIOTLCS Y BUPOGHMYOMY npoueci A®I, abo 3MiHa BMPOGHMKa
Mr Mo 14 Tabnetok C.n.A. (BKKOYaloUm, e HeobXiAHO, Micue NPOBeAEeHHA KOHTPOSIO AKOCTi) API -
y 6nicTepi; no 1, BBEEHHSA a/lbTEPHATUBHOI fiNTbHUL AN BUPOOHMLITBA AiH0HOT PeYOBUHN
abo 2, abo 4, abo 7 JepkaHiguniny rigpoxnopug
6nicTepiB y
KapTOHHIi Kopobui
73. SAHIAIN® TabneTku, BKpUTI Pekopgaari IpnaHgjs Pekopgaari ITanisa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais: 3a UA/11126/01/02
NAiBKOBOIO Ainenp Nta IHoacTpia Xivika e 3MiHK | TUNYy - 3MiHa BUPOOHUKA BMXiAHOrO/MPOMIXHOrO NPOAYKTy/peareHTy, peuyenmom
06010HKot0, No 20 dapmaceBTika LLIO BUKOPUCTOBYIOTLCA Y BUPOGHMYOMY npoueci A®I, abo 3miHa BUPOGHMKa
Mr no 14 Tabnetok C.n.A (Bkntovatoun, ge HeobxigHO, MicLe NPOBEAEHHS KOHTPOO SKOCTi) AdI -
y 6nictepi; no 1, BBEJEHHS a/lbTepHATUBHOI AiNIbHULI A58 BUPOGHULTBA Ait040T Pev0oBUHA
abo 2, abo 4, abo 7 TNepkaHiguniny rigpoxnopug
6nicTepiB y
KapTOHHI KopobLyi
74. 30/1A®PPEH TabneTku, BKpUTI AT "Apamep Monbwa | BMPOGHUK "in bulk", MonbLa BHECEHHS 3MiH [0 peecTpauiinHux maTepiasiB: 3miHa 3asBHUKa (BNacHyKa 3a UA/2604/01/01
060n0Hkoto, No 5 dapma” NepBMHHOIO Ta peecTpauiiHoro noceigueHHs) (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460): | peyenmom
mr no 30 Tabnetok BTOPVHHOIO BBefeHHS 3MiH NPOTAroM 6-Tu MICALIB NiC/A 3aTBePAKEHHSA
y 6nicTepi; no 1 nakyBaHHs:
6nictepy y 3aknag
KapTOHHI Kopo6Lyi dapmaLleBTUYHNIA
Apaven ®apma
C.A., MNonbLya;
KOHTPO/b SIKOCTi Ta
[,03Bi/T HA BUMYCK
cepii:
Mab6'saHiLbKui
hapmaueBTUYHNI
3aBog, Monbha
A.T., MNMonblua
75. 30/1APPEH TabneTkn, BKPUTI AT "Agamesq Monbwa | BUpPOGHMK "in bulk", Monba BHECEHHS 3MiH 4,0 peecTpauiiHnx maTtepiasiiB: 3MiHa 3asiBHMKa (B/1acHMKa 3a UA/2604/01/02
o6onoHkoto, no 10 dapma” NepBMHHOIO Ta peecTpaujiiHoro noceigveHHs) (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460): | peyenmom
mr no 30 TabneTok BTOPUHHOIO BBefieHHs1 3MiH NPOTArom 6-T1 MiCALLIB MiCNA 3aTBEPKEHHSA
y 6nicTepi; no 1 nakyBaHHs:
6nictepy y 3aknag
KapTOHHI Kopobuj dapmaveBTUYHNIA
Apavepq ®apma
C.A., NonbLya;
KOHTPOb AKOCTi Ta
[03BiN Ha BUNYCK
cepii:
Mab'aHiLbKuiA
hapmaueBTUYHUI
3aBog, Monbha
A.T., Nonblia
76. 30/1APPEH TabNeTKn, BKPUTI AT "Agamven Monbwa | BUpPOGHMK "in bulk", Monblia BHECEHHS 3MiH A0 peecTpauiiHuX maTtepianis: 3a UA/2604/01/01
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Ne Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKko20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
060/10HKO10, N0 5 dapma” NepBMHHOIO Ta 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/edpekTMBHOCTI Ta hapMakoHarnsgy. peuyenmom
mr no 30 TabneTok BTOPMHHOIO BBegeHHs abo 3MiHM A0 y3arasibHEHUX JaHWUX NPO cucTeMy
y 6nictepi; no 1 nakyBaHHS: dhapmakoHarnsgy (BBefjleHHs y3araslbHeHNX AaHvx npo cuctemy
6nictepy y 3aknag thapmMakoHarnagy, 3MiHa yrnoBHOBaXxeHOo! 0cobu, BiAnoBifabHOI 3a
KapTOHHI KOpo6Li dapmMaveBTUYHUIA 3AjiliCHeHHs hapMakoHarnsay; KOHTaKTHOT 0coby 3 hapmakoHarnsgy
Apameq dapma 3asBHUKa A1 34IVICHEHHA hapMakoHarniagy B YKpaiHi, SKL0 BoHa
C.A, Monbuwa BiIMiHHA BifJ, YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
KOHTPO/b SKOCTi Ta hapmakoHarnagy (BKIYaoumn KOHTaKTHI AaHi) Ta/abo 3MiHW Y pO3MiLLEeHHi
[L,03Bi/T HA BUMYCK MacTep-aiina cuctemy dhapmakoHarnisgy) - 3miHa KOHTaKTHUX JaHux
cepii: YNOBHOB&XEHOT 0CO6U 3aABHMKa, BifgNoBigabHOI 3a papMakoHarnsag.
MNab'sHiLbKnii 3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0co6M , BiANOBIAAILHOI 3a
hapmaueBTUYHNI thapmakoHarnag B YkpaiHi. 3miHa Micus 34iACHEHHSI OCHOBHOI AiSNIbHOCTI 3
3aBog, Monbha hapmakoHarnsgy. 3mMiHa MicLe3HaxomkKeHHs1 MacTep-taiina
AT.
77. 30/1A®PPEH TabneTku, BKpUTI AT "Agamen Monbwa | BUpPO6HUK "in bulk", Monbla BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais: 3a UA/2604/01/02
060/10HKO10, M0 10 dapma NepBMHHOIO Ta 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/edpekTMBHOCTI Ta chapMakoHarnsay. peuyenmom
mr no 30 TabneTok BTOPWHHOIO BBegeHHs abo 3MiHM [0 y3arasibHEHUX JaHWX NPO cucTeMy
y 6nictepi; no 1 nakyBaHHS: dhapmakoHarnsgy (BBefjleHHs y3araslbHeHNX AaHvx Npo cuctemy
6nictepy y 3aknag hapmMakoHarnagy, 3mMiHa ynoBHOBaXeHOo! 0cobu, BiANoBifabHOI 3a
KapTOHHI KOpOoobLii dapmayeBTUUHWI 34iiCHEHHS dpapMakoHarnsay; KOHTaKTHOI 0cobu 3 hapMakoHariagy
Apamep ®apma 3asBHMKa AN 34iiCHEHHA hapMmakoHarnsaay B YkpaiHi, SKwo BoHa
C.A,, Monbuwa BiIMiHHa Bif, YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
KOHTPO/b SKOCTi Ta hapmakoHarniagy (BKIYaoUn KOHTaKTHI AaHi) Ta/abo 3MiHW Y pO3MiLLEeHHi
[L,03Bi/T HA BUMYCK MacTep-aiina cuctemv dhapmakoHarnsgy) - 3miHa KOHTaKTHUX JaHuX
cepii: YNOBHOBaXEHOT 0CO6U 3aABHMKA, BifNoBigabHOI 3a papMakoHarnsag.
Mab6'aHiLbkvi 3MiHa KOHTaKTHUX AaHVX KOHTaKTHOI 0Co6M , BiANOBIAAILHOI 3a
hapmaneBTUYHNI thapmakoHarnag B YkpaiHi. 3miHa Micus 34iACHEHHSI OCHOBHOT AiSNIbHOCTI 3
3aBog Monbha hapmakoHarnsgy. 3miHa MicLe3HaxomKeHHs1 MacTep-taiina
AT.
78. 30/IEB® po34nH ons "HOHIK IHAjA "HOHIK IHAjA BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/15760/01/01
IHPY3IA iHdpysiil, 5 Mr/mn no | ®apmacbloTuk dapmacbioTuKas 3MiHM | TUny - 3MiHKW 3 IKOCTi. FoTOBWMIA NiKapcbkuii 3aci6. 3MiHN y peuyenmom
100 mn y chrakoHi; an NabopaTtopis"” BMPOGHMUTBI. 3MiHa po3Mmipy cepii (BK/oUaroumn gianasoH po3mipy cepir)
no 1 conakoHy B Na6opatopiz” (BiogineHHs dipmun rOTOBOrO JlikapcbKoro 3acoby (iHLi 3MiHW) - BBEAEHHS 404aTKOBOro
KapTOHHIli KopoobLi (BipLineHHn "Ix. b. Kemikan3 pO3Mipy cepii roTOBOrO Jlikapcbkoro 3acoby - 3950 11 (38 350 chniakoHiB).
chipmn "Ox. B. eHf 3aTtBepaxeHo: 500 n — 4 854 drnakoHu, 3anponoHosaHo: 500 n — 4 854
Kemikans eHp, PapmacboTukan3 thnakoHn 3950 n - 38 350 dprakoHiB
PapmacbloTHK nta.")
an3 Jita.")
79. IHOAN® Kancynu no 2,5 mr NMPO.MEA.LC Yecbka BMPOGHULITBO 3a Yecbka BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/4237/01/01
no 10 kancyny Mpara a.c. Pecny6ni NOBHUM LMK/IOM, Pecny6ni 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/edpeKTMBHOCTI Ta chapMakoHarnsay. peyenmom
6nictepi; no 3 Ka BUMYCK cepii: Ka BBegeHHs abo 3MiHM [0 y3arasibHEHUX JaHWX NPO CUCTEMY
6nictepu B MPO.MEA.LC hapmakoHarnsgy (BBefeHHs y3araslbHeHUX faHuX Npo cucTemy
KapTOHHIli KopooLi Mpara a.c., Yecbka hapmMakoHarnagy, 3MiHa yrnoBHOBaXeHO! 0cobu, BiANOBiAa1bLHOI 3a
Pecny6nika 34iiCHEHHS dpapMakoHarnsay; KOHTaKTHOI 0cobu 3 hapMakoHaraay
nepBuHHE i 3aABHUKa AN19 34iiCHeHHA hapMakoHarnagy B YkpaiHi, SKLo BoHa
BTOPUHHE BiAMiHHa Bif, yNOBHOBaXXEHOI 0CO6U, BiNOBIAAIbHOI 3a 34iACHEHHS
nakyBaHHs: dhapmakoHarisgy (BKIYaUM KOHTaKTHI AaHi) Ta/abo 3MiHW Y pO3MiLLEeHHi
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Ne Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKko20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
CBYC dapma a.c., MacTep-chaiina cuctemu hapmakoHarnisgy) - 3MiHa KOHTaKTHOT 0cobu
Yecbka Pecnybnika YNOBHOBaXXeHOI 0C06M 3asiBHMKA , BiANOBiAaIbHOI 3a 3AiAICHEHHS
thapmakoHarnagy B Ykpaini. [itoua pegakuis — AHTyHeBuY Hagis
nepBuHHE i OnekcaHgpisHa. MNponoHoBaHa pefakuis — CaBueHko AmuTtpo CepriioBuy.
BTOPUHHE 3MiHa KOHTaKTHUX [aHNX KOHTaKTHOI 0CO6M YNOBHOBaXKEHOT 0CO6M
nakyBaHHS: 3asBHUKA, BIANOBIAA/IbHOI 3a 34iiCHEHHS hapMakoHarnagy B Ykpaii
KOO®APMA c.p.o.
80. IHAIPAB nioghinizoBaHuii TOB "®apma YkpaiHa BMPOGHMLTBO in IHAis BHECEHHS 3MiH [0 peecTpalinHmx maTepiasis: 3MiHu | Tuny - - UA/15391/01/01
BAKLUVHA MOPOLLIOK AN1s Navid" bulk, Bunyck cepii: AnMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus
AHTUPABIM pO34nHy Ans Bxapart bioTek NpoBaPKEHHS AiS/IbHOCTI BUPOOHUKa/iMnopTepa roToBoro Nikapcbkoro
HA iH'EKLi HEe MeHLwe IHTepHeLHN 3aco6y, BKNoYauy AinbHULI BUNYCKY cepii abo micue npoBefeHHs
OYULLEHA, 2,5 MO/po3a Ta Nimiteq, HAjs; KOHTPOJI0 SIKOCTI. (AisfIbHICTb, 3a Ky BiAnoBigae BUpoGHWK/iMnopTep,
IHAKTBOB PO3UMHHYIK, in bulk: BUPOBHULTBO BK/IOUAOUM BUMYCK Cepili) - NpUBEAEHHS aapecu MicLs NpoBaXeHHSs!
AHA 1 chnakoH 3 PO3YMHHMKA: AisnbHOCTI BUpO6HUKa in bulk go niueHsii Ha BUPOGHWLUTBO; 3MiHu | TURy -
niogpinizoBaHUM CoBepeiiH ®apma 3MmiHu Wwoao 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy (iHLWi 3miHK) -
nopotukom Ta 1 MpaiiBat flimiTes, PepakuiiiHi npaBk1 [0 TEKCTY MapKyBaHHS NEPBUHHMX Ta BTOPUHHUX
amnyna 3 IHAis yNakoBOK; 3MiHM | Tuny - AAMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
PO3YMHHMKOM MO Ta/abo agpecy MicLsA NPOBaXEHHS AiS/IbHOCTI BUPOOHMKa (BK/TOYatoum, 3a
0,5 mn (HaTpito HeOo6XiAHOCTI, MicLe NPOBEeAEHHSI KOHTPOSIO SIKOCTI), abo BriacHMKa MacTtep-
xnopugy po3umnH thaiina Ha A®I, abo noctavanbHuka APl/BrxigHoro
ans iH'exuini 0,3 %) matepiany/peareHTy/npomMiKHOro MPOAYKTY, L0 3aCTOCOBYHOTLCS Y
B N1aCTUKOBOMY BMPOGHMLTBI A®I (SKLLO 3a3HAYEHO Y [1OCLE Ha Nikapcbkuii 3acib) 3a
neHani y nayui 3 BiICYTHOCTI cepTudpikaTta BiAnoBigHOCTI €Bponeichbkili hapmakonei y
kapToHy; no 10 3aTBEPAKEHOMY [OChE, a60 BUPOGHMKA HOBOT AOMNOMIKHOT PEHOBUHU (SIKLLO
nayokK 3 KapToHY Y 3a3HayeHo Yy 10CbE) - 3MiHa agpecy Micus NPOBaKEHHS AiS/IbHOCTI
KOpPOO6Lii 3 KApTOHY; BMPOGHMKA Aito40i peyoBrHW. BUpo6HMya AinbHULSA Ta BCi BUPO6HUYI
no 12 a6o 32 onepavuii He3MiHHi
KOPOGKM 3 KapTOHY
Y KAPTOHHOMY
KOpobi
(TpaHcnopTHOMY
KOpo6i)
81. IHTECTI®AT po3unH no 10 mny Heollpo6ioKe KaHapa TOB «®APMEKC Ykpaina/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/15970/01/01
® hnakoHax Ne 1, Ne ap IHk. FPYIM», Ykpaina KaHaga AAMIHICTpaTVBHI 3MiHW. 3MiHa Ha3BW NiKapCbKOro 3acoby - 3mMiHa Ha3Bu peyenmom
BAKTEPIO® 4 y koMnnekTi 3 ans nikapcbkoro 3acoby. 3BATBEPDKEHO: IHTecTichar® 3ANPOMOHOBAHO:
Ar KpULLKaMu- Heollpo6ioKeap IHTecTidhar® 6akTepiodar noniBaneHTHNM
NONIBANEH KpanenbHuyamm IHK., KaHaga
THWIA ab0 6e3 KPULLIOK-
KpanenbHuLpb B
naykax 3 KapToHy;
no 20 mny
onakoHax Ne 1, Ne
4 B naykax 3
KapToHy; no 50 mn
y chnakoHax Ne 1 B
nayui 3 KapToHY
82. IHPAHPUKC cycneHsis (DTPa- nakcoCmitKn Benvka "nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 40 peecTpauiiHuX maTtepiais: 3a UA/15832/01/01
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Ne Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKko20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
™ INB XIb / IPV) ans iH'ekuiii AliH ExkcrnopT BputaHis Bionogxikans C.A 3MiHK | TUNY - 3MiHK 3 AKOCTi. A®l. BUpO6HULTBO. 3MiHW B NpoLLECi peuyenmom
INFANRIX™ no 0,5 mn (1 posa) Nimiteq BMPO6HMLTBA AP| (He3HaYHa 3MiHa Y npoLeci BupobHuuTea AdI) -
IPV HIB Ta niodpinizar (Hib), BBefeHHs1 a/lbTepHAaTUBHOTO METOAY NMPUroTYBaHHSA po3umHy Amino-Acids
KOMBIHOBA | cycneHsia (DTPa- and Vitamins (AAV), L0 BUKOPUCTOBYETLCA B MOXMBHOMY CepefioBULLi AN
HA IPV) ans in'exuiii Vero cell culture npn BUPOBHULLTBI MPOMIDKHOTO MPOAYKTY iHAKTBOBAHOIO
BAKLUVHA no 0,5 mn (1 posa) noniosipycy (IPV)
Aana y nonepeaHL0
MPO®INTAKT HanoBHeHOMY
KN 0fHOpa3oBOMY
DUNOTEPII, wnpuui Ne 1y
NMPABLA, KOMMNEKTi 3 ABOMa
KALUTFIOKY ronkamu Ta
(ALENONAP | nioginizat (Hib) y
HUI chnakoHi Ne 1, uio
KOMMOHEHT | 3miwyoTbcs nepeg,
)s BUKOPUCTaHHAM; N0
noniomieni 1 nonepefHbLO
TYTA HanoBHeHOMY
3AXBOPIOB 0fiHOpa3oBoOMYy
AHb, wnpuay y
3BYAHNKOM | komnnekTi 3 ABOMa
AKX € ronkamu Ta 1
HAEMOPHIL hnakoHoM 3
us niogpinizatom (Hib)
INFLUENZAE | y BakyyMHili
TNy B CTepUsIbHii
ynakosui; no 1
BaKyyMHilA
CTEpWUnbHIl
ynakoBLi y
KapTOHHIli KopoobLi
83. IHOAOUUNA Tabnetku, no 20 [Joiiue Himeuun [oiiue XomeonarTi- Himeuun BHECEHHS 3MiH 4,0 peecTpaLiiHnx martepianis: 3miHu |l Tuny - 3MiHn WwWoa0 6e3 UA/6740/01/01
TabneTok y Xomeonari- Ha YHioH OXY- Ha 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy. 3MiHu y TepaneBTUYHNX peyenma
6nictepi; no 3 YHioH OXY- ApuHaiimiTTens nokKasaHHsX (4o4aBaHHSA HOBOrO TepaneBTUYHOro nokasaHHs abo 3miHa y
6nictepu y ApuHrarimitren M6X & Ko. KI 3aTBEPKEHOMY NOKa3aHHI) - 3MiHU y 3aTBEP)KEHOMY TepaneBTUYHOMY
KapTOHHIli KopoobLi b 'M6X & Ko. nokasaHHi BHECEHO A0 IHCTPYKLiT 4719 MeANYHOro 3aCTOCYBaHHS
KIr niKapcbkoro 3acoby A0 po3ainy “MNokasaHHa" BiANOBIAHO A0 MaTepianis
PeECTpaLHOro AOCbE Ta BUCHOBKY KOHCY/IbTATUBHO-EKCNEPTHOI rpynu
"diTonpenapaTy Ta roMeonaTnyHi Jlikapcbki 3acobun”
84. IHPALNA, PO34YUH OpasibHUIA [Loiue Himeuun [oitue Xomeonari- Himeuun BHECEHHS 3MiH [10 peecTpaLjiitHux maTepianis: 3MiHu Il Tuny - 3miHn woao 6e3 UA/6740/02/01
no 30 M/ po3ynHy Xomeonari- Ha YHioH OXY- Ha 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy. 3MiHu y TepaneBTUYHNX peyenma
y thnakoHi; no 1 YHioH OXY- ApuHaimiTTeNnb nokasaHHsX (fofaBaHHs HOBOTO TepaneBTUYHOIO NokasaHHA abo 3miHa y
hNakoHy y ApuHaiimitren 'm6X & Ko. KT, 3aTBEPKEHOMY NOKa3aHHI) - 3MiHN y 3aTBEPKEHOMY TepaneBTUYHOMY
KapTOHHIli KopoobLi b ['M6X & Ko. HimeuuunHa; nokasaHHi BHECEHO A0 IHCTPYKLIT 4719 MEANYHOrO 3aCTOCYBaHHS
Kr B1pOGHMK, nikapcbkoro 3acoby Ao po3ainy “lMNokasaHHa" BiAMOBIAHO 40 MaTepianis

BiANoBiganbHUii 3a
nepBuHHe Ta

peecTpaLiiHoro 4ocbe Ta BUCHOBKY KOHCY/IbTaTUBHO-EKCMNEPTHOI rpynu
"®iTonpenapatu Ta romeonaTtuyHi fikapcbki 3acobun”
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYyeHHs1

BTOPUHHE
nakyBaHHs:
[Op. Binbmap

LLisa6e Mm6X i Ko.

KI, HimeuunHa

85.

KABIBEH
NEPN®EPUY
HUN

emynbCis Ans
iHdpy3iin no 1440
mn, abo no 1920
mn, abo no 2400
M1 eMynbCii y
TpVKaMepHoOMy
KOHTEeWHepi
"BiodhiH"(1 kamepa
— 885 mn, abo
1180 mn, abo 1475
MmN 11 % po3unHy
r/1I0KO3K; 2 kamepa
— 300 mn, a6o 400
mn, a6o 500 mn
BamiHy 18 HoBym;
3 kamepa — 255
M1, abo 340 mn,
abo 425 mn
IHTpaninigy 20 %),
AKWIA pasom 3
AaHTNOKNCHNKOM
BMILLYIOTb B
30BHiLLHIN
NIacTUKOBUIA
MILLIOK; KOHTeliHepK
B KapTOHHI
KOpoobLi

PpeseHiyc
Kabi
[oliunang,
6X

Himeuun
Ha

®peseHiyc Kabi Ab

LLBeuis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TUny - nogaHHa Hosoro CEP Ha Mntoko3u moHorigpar Big
BMpo6HMKa Roquette Freres, France CEP Ne R1-CEP 1996-030-Rev 04)

3a
peyenmom

UA/9045/01/01

86.

KAIIO
rnoava,

Kpansni ouHi,
po3unH 2% no 10
MI1Y KOHTeliHepi-
KpanenbHuj; no 1
KOHTeWHepy-
KpanesibHuLi y
KapTOHHI Kopo6Lyi

TOB "YHimep
dapma”

Cnosaub
Ka
Pecny6ni
Ka

TOB "YHimep,
Papma”

Cnosaub
Ka
Pecny6ni
Ka

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TURY - 3MiHK Woo 6e3nekn/eddeKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM [0 y3arasibHeHWX AaHUX Npo cuctemy
thapmakoHarnagy (BBefeHHs y3arasibHeHNX AaHnx Npo cuctemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0co6W, BiANOBIAA/IbHOI 3a
3[iiCHeHHs hapMakoHarnsagy; KOHTakTHOT 0cobu 3 dhapmakoHarnsgy
3asBHUKa 419 34iiCHeHHA hapMakoHarnisgy B YkpaiHi, SKLL0 BoHa
BiAMiHHA Bif, yNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkovakouy KOHTakKTHI AaHi) Ta/abo 3MiHU Yy pO3MiLLEHHI
mMacTep-halina cuctemu hapMakoHarssay) - 3miHa KOHTakTHOI 0co6u
3asBHWVKa, BiANOBIAaNbHOI 3a 34iiCHEHHS dhapmakoHarnagy B YKpaiHi.
[itova pepakuia — KanawHuk Jlapuca OnekcaHapisHa. MponoHoBaHa
pepakuis — N'ypebka Oapis AmuTpiBHA. 3MiHA KOHTAKTHUX AaHUX KOHTaKTHOT
0co6u 3asBHMKA, BiANOBIAA/ILHOI 3a 34iiCHEHHS hapmakoHarnagy B

3a
peyenmom

UA/12808/01/01




79

Ne Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKko20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
YKpaiHi
87. KAPBEAWNO | tabnetku no 12,5 AT YkpaiHa AT "KMIBCBKUI YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiauis: 3MiHK | Tuny - 3MiHn 3 3a UA/8685/01/01
n-KB mr no 10 TabneTok "KUIBCbKWI BITAMIHHWIA AKocTi. [oToBWIA Nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa y TepMiHax peyenmom
y 6nictepi; no 3 BITAMIHHW 3ABO4" npuaatHocTi abo ymoBax 36epiraHHs roTOBOro NiKapcbKoro 3acoby
6nicTepu B nayw, 3ABOJ" (36iNbLUEHHS TEPMiIHY NPUAATHOCTI FOTOBOTO Jlikapcbkoro 3acoby) - [ns
TOProBOi yNakoBKW (MiATBEPLKYETLCA AaHUMN peasibHOro vacy) -
36iM1bLLUEHHS TEPMIHY NPUAATHOCTI FOTOBOrO NikapCbKoro 3acoby Ha OCHOBI
NO3WUTVBHUX Pe3y/bTaTiB [OBrOCTPOKOBUX AOCAiMKEHb CTabiNbHOCTI Y
peanbHOMy yaci:
3aTtBepxeHo: TepMiH NpuaaTHOCTI. 2 poky. 3anponoHoBaHO: TepMiH
npuaaTHoCTi. 3 poku. BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS.
88. KAPBEAWUNO | Ttabnetku no 25 mr AT YkpaiHa AT "KMIBCbKUIA YkpaiHa BHECEHHS 3MiH [JO peecTpaLjiiiHix maTepianis: 3MiHu | TUNYy - 3MiHK 3 3a UA/8685/01/02
N-KB no 10 TabneTtok y "KNIBCbKW BITAMIHHUIA SKOCTi. [0TOBMIA Nikapcbkuii 3aci6. CTabisibHICTb. 3MiHa y TepMiHax peyenmom
6nicTepi; no 3 BITAMIHHW 3ABO4" npuaaTHoCTi abo ymoBax 36epiraHHs roTOBOrO JlikapcbKoro 3acoby
6nictepu B nauLi 3ABO4" (36iNbLUEHHA TepMiHy NPUAATHOCTI rOTOBOrO fikapcbKoro 3acoby) - Ansa
TOProBOi yNakoBku (NiATBEPAXYETLCA faHUMU PeasibHOro yacy) -
36iNbLUEHHA TEPMiHY NPUAATHOCTI FOTOBOTO JliKapCbKOro 3acoby Ha OCHOBI
NO3UTUBHMUX pPe3y/bTaTiB JOBroCTPOKOBUX AOC/iMKEeHb CTabiNbHOCTI Y
peanibHOMy yaci:
3arsepmKeHo: TepMiH NpUAATHOCTI. 2 POKKU. 3anponoHoBaHo: TepMiH
npuaaTHocTi. 3 poku. BBeAeHHs 3MiH NPOTArom 6-Tn MicsLiB nicns
3aTBEPKEHHS.
89. KAPBWUOEKC | Tabnetku, BKpUTI O-p Peppi'c IHais O-p Peppi'c IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/8820/01/01
® nAiBKOBOIO Nab6opaTtopic Na6opaTopic NTg, 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/edpeKTMBHOCTI Ta chapMakoHarnsay. peyenmom
060/10HKOI0, MO nTa BupobHuua BBegeHHs1 ab0 3MiHM [0 y3arasibHEeHNX AaHUX Npo cuctemy
6,25 mr; no 10 OinbHnus - 11 hapmakoHarnsgy (BBefeHHs y3araslbHeHUX faHuX Npo cucTemy
TabneTok y cTpuni; hapmMakoHarnagy, 3MiHa yrnoBHOBaXeHO! 0cobu, BiANOBiAa1bHOI 3a
no 2 cTpunu B 34iiCHEHHS dpapMakoHarnsay; KOHTaKTHOI 0cobu 3 hapMakoHariaay
KapTOHHIlA KopoobLi 3asBHMKa AN 34iiCHEHHA dapmakoHarnsaay B YkpaiHi, Ko BoHa
BiAMiHHa Bif, yNOBHOBa)XXEHOI 0CO6U, BiNOBIAA/IbHOI 3a 34iACHEHHS
thapmakoHariagy (BKIYaoun KOHTaKTHI AaHi) Ta/abo 3MiHW Y pO3MiLLEeHHi
mMacTep-haiina cuctemu papMakoHarssay) - 3miHa ynoBHOBaXeHoi 0cobu
3asBHVIKa, BignoBigasbHOI 3a chapmakoHarnsag. Aivoya pegakuis: Dr. Vijay
Kumar Talla MponoHoBaHa pegakuis: Dr. Chetan Karoo 3miHa KOHTaKTHUX
[aHnX YNOBHOBAaXEHOI 0CO6U 3asBHIKa, BiANoBiganbHOT 3a
hapmakoHarniag,
90. KAPBWUAEKC | Tabnetku, BKpuUTI [O-p Peppi'c IHais [-p Pegpi'c IHais BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais: 3a UA/8820/01/02
® NNiBKOBOKO Na6opaTtopic Na6opaTopic T4, 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/edpekTMBHOCTI Ta chapMakoHarnsgy. peuyenmom
060/10HKOO, NO nrh Brpo6Huya BeefeHHs ab0 3MiHW [0 y3araslbHEHUX AaHuX Npo cuctemy
12,5 mr; no 10 OinbHuus - 11 thapmakoHarnagy (BBe4eHHS y3arasibHeHVX AaHUX Npo cucTemy

TabneTok y cTpuni;
no 2 cTpunu B
KapTOHHIli KopoobLi

thapmMakoHarnagy, 3MiHa yrnoBHOBaXeHOo! 0cobu, BiAnoBifabHOI 3a
3[jiCHEHHsI hapMakoHarsay; KOHTaKTHOI 0cobu 3 chapmakoHarnsgy
3asBHMKa 415 34ICHEHHA ddapMmakoHarnsaay B YKpaiHi, SKwo BoHa
BiIMiHHa BiJ, YNOBHOB&X€EHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkaovaouy KOHTaKTHI gaHi) Ta/abo 3MiHU Y pO3MiLLeHHI
mMacTep-harina cuctemu papmakoHarasgy) - 3MiHa ynoBHOBaXKEHOT 0cobu
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n/n | nikapcbKko20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
3asBHVKa, BignoBigasbHOI 3a hapmakoHarnsa. Aioya pegakuis: Dr. Vijay
Kumar Talla MponoHoBaHa pepakuis: Dr. Chetan Karoo 3miHa KOHTakTHUX
[aHyX YNOBHOB&XEHOI 0CO6M 3asBHNKa, BiAnoBiganbHOT 3a
hapmakoHarniag
91. KAPBUAEKC | tabnetku, BKpuUTI [-p Peppi'c IHAis [-p Pegpj'c IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/8820/01/03
® MN/1iBKOBOIO NabopaTtopic Na6opaTopic T4, 3MiHM | TURY - 3MiHK Woo 6e3nekn/eddeKTUBHOCTI Ta hapMakoHarisay. peyenmom
060/10HKOI0, M0 25 nTg Bupo6bHuua BBegeHHs abo 3MiHM [0 y3ara/ibHeHUX JaHUX Npo cucTemy
Mr; no 10 TabneTok LinbHUus - 11 thapmakoHarnsgy (BBeAEeHHs y3arasilbHEHUX faHMX NP0 cUCTeMy
y CcTpuni; no 2 hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0co6U, BiANOBIAa/IbHOI 3a
CTPUNW B KAPTOHHIl 3AiiCHeHHs hapMakoHarnsay; KOHTaKkTHOT 0cobu 3 dhapmakoHarnsgy
Kopoobui 3asBHMKa AN 34ICHEHHA dhapmakoHarnsaay B YKpaiHi, SKwo BoHa
BiIMiHHA BiJ, yNOBHOB&XXEHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy (BKIoYaoUun KOHTaKTHI AaHi) Ta/abo 3MiHW Y pO3MiLLEeHHi
MacTep-tharina cuctemum hapmakoHarisgy) - 3MiHa ynoBHOBaXKeHOT 0co6u
3a8BHMKa, BiANOBIAA/bHOI 3a hapmakoHarnsag,. fitoua pegakuis: Dr. Vijay
Kumar Talla MponoHoBaHa pepakuis: Dr. Chetan Karoo 3miHa KOHTakTHUX
[aHyX YNOBHOB&XEHOI 0CO6W 3asBHYKa, BigNoBigabHOT 3a
chapmakoHariag,
92. KAP3AMN® TabneTtky no 8 mr TOB "CaHopi- | YkpaiHa BUWMYCK Cepiil: Yecbka BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHa 3asiBHUKA (BNacHuKa 3a UA/16991/01/01
Ne 14 (14x1), Ne 28 ABEHTIC TOB "3eHTiBa", Pecny6ni | peectpauiiiHoro nocsigueHHs) (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460): peyenmom
(14x2), Ne 70 YkpaiHa" Yecbka Ka/ BBefeHHA 3MiH NPOTArom 6-Tu MiCALIB Micns 3aTBEPMKEHHS. 3MiHu | Tuny -
(14x5): no 14 Pecny6nika; Manbta/ 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsay. BeeneHHs abo
TabneTok y BMPOGHMLTBO ®paHuina 3MiHM [0 y3arasibHEHNX JaHuX Npo cuctemy chapmakoHarnsgy (BBegeHHs
6nicTepi; no 1, 2 roToOBOI NiKapCbKOT y3araslbHeHUX faHux npo cuctemy dhapmakoHarnsgy, amiHa
a6o 5 6nictepiB y chopmu, NepBuHHe YNOBHOBaXKEHOT 0CO6U, BiANOBIAaNbHOT 3a 34iICHEHHST chapMakoHarnaay;
Kopoobui Ta BTOPUHHE KOHTaKTHOI 0co6u 3 hapmakoHarnsgy 3asaBHVKa 415 34iACHEHHS
nakyBaHHs, thapmakoHarnagy B YkpaiHi, AKLO BOHA BiMiHHA Bif, yNIOBHOBaXXEHOT
KOHTPO/Ib SIKOCTI, ocob6u, BiANoBifaNbHOI 3a 34iliCHEHHA hapMakoHarnsay (Bkaovarum
MiKPOGIONOriYHi KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MiILLLEHHI MacTep-dhalina cucremu
BMNPO6GYBaHHA Ta dhapmakoHarnsgy) fAitova pefakLisi: YNoBHOBaKeHa ocoba 3asBHYKa,
BUWMYCK Cepiil: BignoBiganbHa 3a papmakoHarnsag - Eric Teo/Epik Teo.
3irgopig ManbTa [MponoHoBaHa pefakLis: YNoBHOBaXXeHa 0coba rpynu komnatiin Sanofi,
Nta, ManbTa; BiAMNOBigasIbHa 3a (hapmakoHarnag Ha rnobanbHoMy piBHi - Eric Teo/Epik
MiKPOGIONOriyHi Teo; YnoBHOBaxkeHa 0coba 3asiBHMKA, BiANOBiAa/IbHA 3a hapMakoHarnsg B
BMMNPOGYBaHHS: YkpaiHi - KniwmH AHTOH Mukonainosuy.
KoHthapma 3MiHn | TURY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta dapMakoHarnsagy
PpaHuin, PpaHuis (iHWi 3MiHM) 3MiHV BHECEHI B iIHCTPYKLi0 4151 MEAUYHOIO 3acTocyBaHHSA /13
LLOAO0 AofaHHA p. "3asaBHuK", "MicLe3HaxomKeHHs 3asBHMKA". BBeAeHHs
3MiH MPOTAroM 6-TV MicALIB NiCMA 3aTBEPMKEHHS.
93. KAP3AMN® Tabnetky no 16 mr TOB "CaHodi- YKpaiHa BUWMYCK Cepil: Yecbka BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHa 3asiBHUKA (BNacHMKa 3a UA/16991/01/02
Ne 14 (14x1), Ne 28 ABEHTIC TOB "3eHTiBa", Pecny6ni | peecTpauiiiHoro noceigueHHs) (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460): | peyernmom
(14x2), Ne 70 YkpaiHa" Yecbka Ka/ BBefeHHA 3MiH NPOTArom 6-TW MiCALIB MicNs 3aTBEPMKEHHS. 3MiHU | Tuny -
(14x5): no 14 Pecny6nika; ManbTta/ 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsay. BeeneHHs abo
TabneTok y BUPOBHNLITBO ®dpaHuisa 3MiHW [0 y3arasibHEHNX AaHuX Npo cuctemy hapmakoHarnisgy (BBefeHHs

6nicTepi; no 1, 2
abo 5 6nicTepis y
Kopobu,i

roTOBOI NiKapCbKOT
dhopmu, nepsuHHe
Ta BTOpPUHHE

y3arasibHeHUX JaHux Npo cucTemy chapmakoHarnsgy, 3mMiHa
YNOBHOBaXKEHOI 0C06W, BifNOBIAaILHOT 3a 34iCHEHHS hapMmakoHarnsgy;
KOHTaKTHOI 0co6U 3 chapMakoHarnsay 3asiBHUKa A5 34iINCHEeHHs
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nakyBaHHs, thapmMakoHarnagy B YkpaiHi, KO BOHa BigMiHHA Bif, yNIOBHOBaXEHOT
KOHTPO/Ib SIKOCTI, ocob6u, BiAnNoBigabHOI 3a 34iliCHEHHA hapMmakoHarnsay (Bkaoyarum
MiKpOGionorivHi KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-ghaiina cuctemm
BUNPOBYBaHHSA Ta thapmakoHarnsgy) [itova pefakuis: YnoBHoBaxeHa ocoba 3asBHUKa,
BUMYCK cepili: BiAgnoBigasibHa 3a hapmakoHarnag - Eric Teo/Epik Teo.
3irdpig ManbTa MponoHoBaHa pefakuisi: YnoBHOBaxkeHa ocoba rpynu komnawiin Sanofi,
Nta, ManbTa; BignoBigasibHa 3a hapMakoHarnag Ha rnobanbHOMy piBHi - Eric Teo/Epik
MiKPOGIONOriYHi Teo; YnoBHOBavkeHa 0coba 3asiBHMKA, BiANOBiAa/IbHA 3a hapMakoHarnsg B
BMMPOGYBaHHS: YkpaiHi - KniwmH AHTOH Mukonainosuy.
KoHthapma 3MiHn | TUNY - 3MiHK LWoao 6e3nekn/edeKTUBHOCTI Ta dapMakoHarnsgy
PpaHuin, PpaHuis (IHLWi 3MiHW) 3MiHV BHECEHI B IHCTPYKLtO 4151 MEeAUYHOT0 3acTocyBaHHA /13
LLOAO AofaHHS p. "3asBHuMK", "MicLe3HaxomKeHHs 3asaBHMKA". BBegeHHs
3MiH NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAXEHHS.
94. KETANbIr’MH po3uunH ans MpuBaTtHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais: 3a UA/3314/02/01
® NOHr iH'exui, 30 mr/mn, akujioHepHe akuioHepHe 3MiHM | TUMy - 3MiHKU 3 SKOCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHU y peyenmom
no 1 mn B amnyni, TOBapuCTBO TOBapuCTBO BUPOGHMUTBI. 3MiHa po3Mmipy cepii (BK/oYaroumn gianasoH po3mipy cepir)
no 10 amnyn y "Jlekxim - "Jlekxim - Xapkis" roTOBOro Nikapcbkoro 3acoby (36inbleHHs Ao 10 pasiB NOpPiBHAHO i3
nauuj; no 1 mn B Xapkis" 3aTBEPKEHUM PO3MipOM) - BBEEHHS A0AAaTKOBOrO PO3Mipy cepii roToBOro
amnyni, no 100 nikapcbKoro 3acoby. 3arsepaxkeHo: 81 818 wwT. amnyn. 3anpornoHoBaHo: 81
amnyn y naudui; no 818 wr. amnyn. 480 000 wT. amnyn
1 mn B amnyni; no 5
amnyn B 6nicTepi;
no 2 6nictepu B
nayui
95. KETOHAN® Kpem 5% no 30 ry CaHpo3 CnoseHis Cantotac ®apma Himeuun BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3miHu | Tuny - 3a UA/8325/07/01
Ty6i; no 1 Ty6i y dapmacbHoTiK 6X Ha AfMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus peyenmom
KapTOHHIli KopoobLi an3 a.a. NPOBaKEHHA AiS/IbHOCTI BUPOGHUKa/iMnopTepa roToBoro JlikapcbKoro
3aco0by, BK/IOYaUM AiNbHULL BUNYCKY cepii abo MicLe npoBeAeHHs
KOHTPOJIO SIKOCTI. (AisNbHICTb, 3a Ky BiAnoBigae BUpo6HMK/iMnopTep,
BK/IO4aA0UM BUMYCK Cepiid) 3MiHa Ha3BM Ta agpecy BUpobHuka M13, 6e3
3MiHU Micus BUpO6HMLTBA. BBEAEHHSA 3MiH NPOTArom 6-Tv MicsiLiB nicns
3aTBEPKEHHS.
96. KETOPON pO34nH N O-p Peppi'c IHais O-p Peppi'c IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/2566/01/01
iH'ekuiii, 30 mr/mn Nab6opaTtopic Na6opatopic T4 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/edpeKTMBHOCTI Ta chapMakoHarnsay. peyenmom
no 1 mna B amnyni; ntg (Bnpo6Huya BBegeHHs abo 3MiHM [0 y3arasibHEHUX JaHWX NPO CUCTEMY
no 10 amnyn y AinbHuusa — VI) dhapmakoHarnsgy (BBefieHHs y3araslbHEHNX AaHvX Npo cucTemy
6nictepi hapmMakoHarnagy, 3MiHa yrnoBHOBaXeHO! 0cobu, BiANOBiAabHOI 3a
34iiCHEHHS dpapMakoHarnsay; KOHTaKTHOI 0cobu 3 hapMakoHaraay
3asBHUKa AN19 34iiCHeHHA hapMakoHarnagy B YkpaiHi, SKLLo BoHa
BiAMiHHa Bif, yNOBHOBa)XXEHOI 0CO6U, BiNOBIAA/IbHOI 3a 34iACHEHHS
thapmakoHariagy (BKIYaoun KOHTaKTHI AaHi) Ta/abo 3MiHW Y pO3MiLLEeHHi
MacTep-haiina cuctemu hapmakoHarnsgy) - 3MiHa ynoBHOBaXKeHOT 0cobu
3asBHVKa, BignoBigasbHOI 3a hapmakoHarnsag. Aioya pegakuis: Dr. Vijay
Kumar Talla MponoHoBaHa pegakuis: Dr. Chetan Karoo 3miHa KOHTakTHUX
[aHnX YNOBHOBAaXEHOI 0CO6U 3asBHIKa, BiANoBiganbHOT 3a
hapmakoHarniag,
97. KOMBICAPT TabNeTKn, BKPUTI AT YkpaiHa AT "KMIBCbK YkpaiHa BHECEHHS 3MiH A0 peecTpauiiHuX maTtepianis: 3a UA/15341/01/01
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3acoby 20
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NNiBKOBOIO "KNTIBCbKWI BITAMIHHUIA 3MiHUM | TUNY - 3MiHa Yy MeTofax BUNpPobyBaHHSA roTOBOrO JliKapCbKOro peyenmom
060n0Hkoto 10 BITAMIHHWNIA 3ABO" 3aco6y (He3HayHa 3MiHa Y 3aTBEPKEHNX MeTOAax BUNPOOYBaHHS)
mr/160 mr no 10 3ABOL"
TabneTok y
6nictepi; no 3
6nictepn y nayuj
98. KOMBICAPT TabneTku, BKPUTI AT YkpaiHa AT "KMIBCbKUI YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/15340/01/01
NAiBKOBOIO "KNIBCbK BITAMIHHUIA 3MiHM | TUNY - 3MiHa Yy MeTogax BUNPo6yBaHHS rOTOBOIO JliKapCbKOro peyenmom
o6onoHkoto, 5 BITAMIHHWIA 3ABOL" 3ac00y (He3HayHa 3MiHa y 3aTBEpKEHNX METOAAxX BUNPOBYBaHHS)
Mr/160 mr no 10 3ABOA"
TabneTok y
6nicTepi; no 3
6nictepu y nayuji
99. KOMBICAPT TabneTku, BKpUTI AT YkpaiHa AT "KMIBCbKUI YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/15125/01/01
H NAiBKOBOIO "KNIBCbKWI BITAMIHHAIA 3MiHM | TUNY - 3MiHa y MeToAax BUNpPoOyBaHHS rOTOBOrO NiKapCbKoro peyenmom
060/10HKOI0 MO BITAMIHHW 3ABO/[", YkpaiHa 3acoby (He3HayHa 3MiHa y 3aTBepKEHUX MeToAax BUNPOOyBaHHS)
10mr/160 mr/12,5 3ABOL"
mr no 10 TabneTtok
y 6nictepi; no 3
6nicTepu y nayui
100. | KOMBICAPT TabneTkn, BKpUTI AT YkpaiHa AT "KMIBCbKUI YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/15124/01/01
H nAiBKOBOIO "KNIBCbKW BITAMIHHUIA 3MiHM | TUNY - 3MiHa Yy MeTogax BUNpPobyBaHHS rOTOBOrO JliKapCbKoro peyenmom
060/10HKOI0 M0 5 BITAMIHHWA 3ABO" 3acoby (He3HayHa 3MiHa y 3aTBEpP)KEHNX METOA4AxX BUNPOOYBaHHS)
mr/ 160 mr/ 12,5 mr 3ABO4"
no 10 TabneTtok y
6nictepi; no 3
6nictepn y nayuj
101. | KOMBICO Tabnetkn, 10 MPO.ME/A.LC Yecbka MPO.MEA.LIC Yecbka BHECEHHS 3MiH [J0 peecTpavjiiiHux maTepianis: 3a UA/13793/01/01
mr/6,25 mr no 10 Mpara a.c. Pecny6ni Mpara a.c Pecny6ni 3MiHM | TURY - 3MiHK Woo 6e3nekn/eddeKTMBHOCTI Ta hapMakoHarisay. peyenmom
TabneTok y Ka Ka BBegeHHs1 abo 3MiHM A0 y3arasibHeHNX AaHuX Npo cuctemy
6nicTepi; no 3 abo thapmakoHarnagy (BBefeHHs y3arasibHeHUX AaHnx Npo cuctemy
10 6nicTepiB y hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0co6W, BiANOBIAa/IbHOI 3a
KapTOHHIlA KopooLi 3[iiCHEHHS1 hapMakoHarisay; KOHTaKTHOI 0cobu 3 chapmakoHarnsay
3asBHUKA AN19 34iiCHEHHA hapMakoHarniagy B YkpaiHi, SKLL0 BoHa
BiIMiHHA BiJ, yNOBHOB&XXEHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (BKouvatouy KOHTaKTHI AaHi) Ta/abo 3MiHU Y pO3MiLLeHHI
MacTep-chaiina cuctemu hapmakoHarnisgy) - 3MiHa KOHTakTHOT 0cobm
YMOBHOB&XEHOT 0CO6Y 3asBHMKA , BiAMOBIAA/IbHOI 3a 3A4iCHEHHS
hapMakoHarnagy B YkpaiHi. [itova pegakuis — AHTyHeBuY Hagis
OnekcaHngpiBHa. MponoHoBaHa peaakLisi — CaByeHko Amutpo CepriioBuy.
3MiHa KOHTaKTHMX AaHNX KOHTaKTHOT 0CO6M YNOBHOBaXKEHOT 0co6m
3asBHUKA, BiANOBIAA/ILHOI 32 34iiCHEHHS dhapMakoHarnaay B YkpaiHi
102. | KOHTPAXICT | Ttabnetku, BKpuUTI AT "Apawmeg, Monbwa nepBuHHEe Ta Monbwa BHECEHHS 3MiH [0 peecTpauiinHmx maTepiauis: 3MiHa 3asBHUKa (BNacHyKa 6e3 UA/15823/01/01
ANEPAXI® MN/1iBKOBOIO dapma” BTOpPUHHE peecTpaujiiHoro noceigueHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460): peyenma
060/10HKOI0, N0 5 nakyBaHHs, BBefeHHS 3MiH NPOTAroM 6-Tu MiICALIB Nic/a 3aTBePAKEHHS
Mr no 10 TabneTok KOHTPO/b SKOCTi Ta
y 6nicTepi, no 1 BUMYCK cepii:
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Ne Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKko20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
6nicTepy B Mab6'saHiLbkni
KapTOHHI KOpo6L; thapmaLeBTUYHUIA
no 7 TabneTtok y 3aBog Monba
6nicTepi, no 1 A.T., Monbla;
6nicTepy B BMPOGHULITBO,
KapTOHHIli KopoobLi nepBUHHE Ta
BTOPVIHHE
naxyBaHHs:
3aknag
dapmaLleBTUYHNIA
Apaven ®apma
C.A., Monbla
103. | KCE®POKAM NnopoLloK ANns Takena ABCTpis BTOPUHHE ABcTpisi/ BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 3a UA/2593/02/01
® po3unHy AnA AscTpia F'm6X nakyBaHHs Ta Himeuun 3MiHM | TURY - 3MiHK Woo 6e3nekn/eddeKTMBHOCTI Ta hapmakoHarnsgy. peyenmom
iH'ekwjin no 8 mr no BUWMYCK Cepii: Ha BBefeHHs1 abo 3MiHU [0 y3arasibHEHUX AaHWX NPo cucTemy
5 chnakoHiB 3 Takefa ABCTpis thapmakoHarnsgy (BBeeHHS y3arasibHeHUX AaHVX NPo cucTemy
NMOPOLLKOM Y 'M6X, ABCTpISi; hapMakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0cobu, BiANOBiAaIbHOI 3a
KapTOHHIli KopoobLi BMPOGHMLTBO 3[jiCHEeHHST hapMakoHarsay; KOHTaKkTHOI 0cobu 3 chapmakoHarnsay
Hepo3acoBaHo! 3asBHUKa 415 34iiCHEHHA dapMakoHarnsay B YKpaiHi, SKlo BoHa
NPOAYKUii, BiIMiHHA Bif, yNOBHOB&XXEHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
nepBuUHHE hapmakoHarnsgy (Bkovaouy KOHTakKTHI AaHi) Ta/abo 3MiHU Yy pO3MiLLeHHI
nakyBaHHs: MacTep-haiina cuctemu hapmakoHarnisgy) - 3MiHa ynoBHOBaXKeHOT 0cobm
Baccepbyprep BiANOBIAA/IbHOI 32 hapmakoHarnsa:
ApuHaiimiTTenbeep [itoua pepakuis: Simon Ashworth; MNponoHoBaHa pegakuis: Sumit Munjal.
K TM6X, HimeuunHa 3MiHa KOHTaKTHOI 0CO6U 3asiBHMKA, BifNOBIAALHOI 32 34iiCHEHHS
thapmakoHarnsgy B Ykpaini: [itova pegakyis: KnilwmH AHTOH Mukonainoswmy;
MponoHoBaHa pegakuis: CamoHeHko MapuHa BonogumupisHa. 3miHa
KOHTaKTHUX AaHuX YNOBHOBaXEHOT 0Co6U, BiANOBiAaNbHOI 3a
thapmakoHarnsg. 3mMiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu,
BignoBigabHOI 3a dhapmakoHarnsg
104. | NABAKCOH nopoLUIoK ANns M. BioTek it Benvka AcTtpan CtepiTek IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/13903/01/01
po3unHy AnA BputaHis MpaisiT Nimiteq AfMiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus peyenmom
iH'ekuii mo 1,0 r, no NPOBaKEHHA AiS/IbHOCTI BUPO6HUKa/iMnopTepa roToBOro JlikapcbKoro
1 chnakoHy a6o 10 3aco0by, BK/IOYaUM 4iNbHULL BUNYCKY cepii abo MicLe npoBefeHHs
dhnakoHiB 3 KOHTPOJO SKOCTI. (AisNbHICTb, 3a Ky BiAnoBigae BUpo6HWK/iMnopTep,
NMOPOLUKOM Y nayi BK/IO4A0UM BUMYCK cepiid) - 3MiHa agpecy BupobHuka Actpan CtepiTek
3 KapTOHY MpaiisiT JlimiTea, IHAiS, 663 3MiHW MicLisi BUOPOGHMLUTBA
105. | NTABAKCOH NMopoLOK aNns M. BioTek /iTg Benvka AcTtpan CtepiTek IHais BHECEHHS 3MiH 40 peecTpauliiHNX MaTepiasiiB: 3MiHM | Tuny - 3a UA/13903/01/02
po34nHy Ans BpuTaHis MpaiisiT NimiTeq AAMiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus peyenmom
iH'ekuii no 2,0 1, no NpOBaPKEHHSA AIS/IbHOCTI BUPOOHUKa/iMnopTepa roToBOro Nikapcbkoro
1 cbnakoHy a6o 10 3aco0y, BK/IoYaoun AiNbHULI BUMYCKy cepii abo Micue NpoBefeHHs
(hN1aKoHIB 3 KOHTPOJI0 SKOCTI. (fisNIbHICTb, 3a 5Ky BiAnoBigae BUpo6HuK/iMnopTtep,
MOPOLLKOM Yy nayLi BK/THOHAI0UM BUMNYCK Cepiit) - 3miHa agpecu BupobHuka Actpan CtepiTek
3 KapTOHY MpawsiT JlimiTed, IHAisA, 63 3MiHK Micus BMOPOGHULTBA
106. | TATAHOKC® | kpanni o4Hi 0,005 AnpaH- XopBarTisi | fAapaH-FaneHcbkuii | Xopsaris BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/12401/01/01
% no 2,5 mn laneHcbKuii Na6oparopiit 4.4, 3MiHK | TUMY - 3MiHW BHECEHI B TEKCT MapKyBaHHS YNakKoBKM JlikapCbKOro peyenmom
PO3YMHY Y JlabopaTtopili 3aco6y WoA0 3a3HaYeHHs MbKHApPOAHUX NO3HAYeHb 0AMHULb
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Ne Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKko20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
hN1aKoHi- a.a BMMIipIOBaHHS. BBeeHHS 3MiH NPOTAroM 6-T1 MicsLIB NiCNsA 3aTBEP)KEHHS
KpanenbHuui; no 1
abo 3 chnakoHa-
KpanenoHuui y
KapTOHHI KOpo6Li
107. | NEBOUUH-H | po3uuH ans TOB YkpaiHa BIOCEP C.A. Mpevis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais: 3a UA/12842/01/01
iHdpysii, 500 "®APMACEN" MAPEHTEPAN YkpaiHa | 3miHu | Tvny - 3miHa agpecu BupobHuka APl nesochnokcaumHy remirigpaTy. peuyenmom
mr/100 mn no 100 COJIiowHC PakKTNUHe MiCLe3HaxXOMKEHHS BUPOOHNYOI AiNIbHULi HE 3MiHUAOCS; 3MiHU |
mn a6o 150 mny IHOACTPI, Ipeuis TUMy - 3MiHK B Npoueci BUpobHuytea A®| - He3HayHa 3miHa y npoueci
dhnakoHi, no 1 (Hepo3dhacoBaHwuii BUpO6HMUTBa ADI; cynyTHA 3MiHa:
dhnakoHy B nauuj 3 NPOAYKT, NEPBUHHA 3MiHa y napameTpax cneumdikauin Ta/abo gonycTUMNX MEX, BUSHAUYEHNX Y
KapToHYy yrakoBka, cneuudikalisx Ha A®l, abo BUXigHWIA/MPOMIXHWI NPOAYKT/peareHT, Lo
BTOPVHHA BMKOPVCTOBYIOTbCS y Npoueci BUpobHuUTBa A®|, He3HaYHa 3MiHa y npoLeci
ynaKkoBKa, BMPOGHMLTBA ADI, 3i 3MiHOIO B cneuudikaLii BUpoBGHVKa Airo40i pevyoBUHN
KOHTponb); TOB nesBodpriokcalMHy remMirigpaTy 3a n. 3a/MWKOBI Ki/IbKOCTi OpraHivuHmx
"®APMACEN", PO3UMHHWKIB; 3MiHW | TUMY - BBEAEHHS [04ATKOBOI BUPOOHMYOT AiNTbHULL
YkpaiHa (KOHTpOosb,
BMNYyCK cepii)
108. | IETPO30/1- | TabneTtku, BKpUTI MicTpan AHrnis CiHgaH ®apma PymyHis BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3miHu | Tuny - 3a UA/14559/01/01
BICTA NAiBKOBOIO Kenitan C.P.. AAMIHICTpaTVBHI 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecu 3asiBHUKa peyenmom
o6onoHkoto, no 2,5 MeHeXMeHT (BnacHvka peecTpadiiiHoro noceigyeHHs) 3MiHa agpecu 3asBHUKa
Mmr; no 10 Tabnetok NimiTen
y 6nicTepi; no 3
abo 10 6nicTepiB y
nayui 3 KapToHY
109. | NIHNAP3A Kancynu Teepai, no ACTPA3EHE LLiBeuis AcTpa3eHeka tOK Benvka BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/14747/01/01
50 wr, no 112 KA Ab Nimiten, Benvka BpuTaHis 3MiHu |l TUNY - 3MiHW BHECEHO A0 IHCTPYKLT 4719 MeAWNYHOro 3aCTOCYBaHHS peyenmom
Kancyn 1sepaux y BpuTtaHis / nikapcbKoro 3acoby Ao po3ginis "®apmakoTepanesTuyHa rpyna’
donakoHi; no 4 (nepBuHHe Ta CWA (YTOYHEHHS Ha3BM po3ainy), "®apmakonoriyHi BactneocTi”, "Blaemogis 3
h1akoHu B BTOPUHHE iHLWIMMK nikapcbkMKM 3acobamu Ta iHLWi BUuan B3aemogiii”, "Oco6mBocCTi
KapTOHHIlA KOpO6Li nakyBaHHs1, BUMYCK 3acTocyBaHHs", "3acTocyBaHHA y nepiof BaritTHoOCTi abo rofyBaHHsA
cepii); MaTeoH rpyaar”, "34aTHiCTb BNAMBATK Ha LIBUAKICTb peakLii mpu kepyBaHHi
PapmacbioTikasc aBTOTpaHcNopToM abo po6oTi 3 iHWKMKU MexaHizmamn”, "Cnoci6
IHK, CLLUA 3acTocyBaHHs Ta fo3n", "MepefosysaHHsa", "Mob6iyHI peakuii”. BeefeHHA
(BMPOGHMLTBO in- 3MiH NPOTArom 6 MiCsILiB MiCNA 3aTBEPAKEHHS
bulk)
110. | NOPONIK cnpeii gnst poToBO| MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiitHuX maTepianis: 3MiHu, L0 NOTPEOYThL 6e3 UA/15920/02/01
NMOPOXHUHM no 50 "TexHonor" HOBOI peecTpauii - 3MiHa abo foJaBaHHS HOBOI MikapcbKoi hopmu peyenma

MN Y hnakoHi 3
nyNbBEPU3aTOPOM,
no 1 dpnakoHy B
naJi 3 KapToHy

(oofaBaHHs HOBOI JlikapcbKoT hopmMu)

MepioAnyHICTb NOAAHHS PEry/IAPHO OHOBJIIOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 34iCHEHHS hapMakoHarnsay, 3aTBepXeHoro
Haka3oM MiHicTepcTBa OXOPOHM 300POB’'St YKpaiHu Big 27 rpyaHs 2006 poky
Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHsa 2016
poky 3a Ne 1649/29779 (y pepakuii Hakasy MiHicTepcTBa OXOPOHU 34,0P0B’S
Ykpainu Bif 26 BepecHsa 2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKamMMK,
3a3Ha4YeHNMKY Y NepiognYHOCTI MOAAHHS PEryIsipHUX 3BITiB 3 6e3neku.
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Ne Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKko20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
111. | NKOTEIHA TabneTku AT "Apamep MonbLa Mab6'saHiLbKni MonbLa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiani: 3MiHa 3asiBHUKA (BNacHuKa 3a UA/5244/01/01
BariHasbHi no 50 mr Papma” hapmaueBTUYHNI peecTpaujiiiHoro noceig4eHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460): peyenmom
no 15 tabnetok y 3aBog Monba BBefeHHs 3MiH NpoTArom 6-Tu MicALIB NicNs 3aTBEPAKEHHS.
6nicTepi; no 2 AT.
6nictepu B
KapPTOHHI KOpOOLii
112. | MABTEPA® PO3unH ans iH'ekuin | ®.XodpdmanH | Lseliuap & . XodhpmaHH-/15 LLiBeiiuap BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/14231/01/02
no 1600 mr/13,4 -Na Pow Jitg, is Pow Jtg is 3MiHM | TURY - 3MiHK Woo 6e3nekn/eddeKTMBHOCTI Ta hapmakoHarnsgy. peyenmom
mn; no 13,4 mny BeegeHHs ab0 3MiHM A0 y3arasibHeHNX AaHUX Npo cuctemy
dhnakoHi; no 1 dhapmakoHarnsgy (BBeEeHHS y3arasibHeHUX AaHVX Npo cucTemy
pnakoHy y hapMakoHarnagy, 3MiHa yrnoBHOBaXXeHOT 0cobu, BiANOBiAaIbHOI 3a
KapTOHHIli KopoobLi 3[jiCHEeHHS1 hapMakoHarsay; KOHTaKkTHOI 0cobu 3 chapmakoHarnsay
3asBHUKa AN19 34iiCHeHHA hapMakoHarniagy B YkpaiHi, SKLLo BoHa
BiIMiHHA Bif, yNOBHOB&XXEHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkovakouy KOHTakKTHI AaHi) Ta/abo 3MiHU Yy pO3MiLLeHHI
MacTep-chaiina cuctemu hapmakoHarnsgy) - 3MiHa KOHTaKTHOT 0cobu
3asBHVKa, BiANOBIAaNbHOI 3a 34iCHEHHA dhapmakoHarnagy B YkpaiHi.
[itoua pepakuis — Kisim Onbra €sreHiBHa. lNponoHoBaHa pefakuist —
MouwHiHa Onbra IBaHiBHa. 3MiHa KOHTAKTHUX JaHUX KOHTaKTHOT 0cobun
3asBHVKa, BiANOBIAaNbHOI 3a 34iCHEHHA dhapmakoHarnagy B YkpaiHi.
3MiHa KOHTaKTHMX JaHuX YNOBHOBaXXEHOT 0CO6M 3asiBHMKA, BifNOBifa/IbHOT
3a 3AjicHeHHs1 hapMakoHarnisay. 3MiHa Micus 34iliCHEHHS OCHOBHOI
AISNbHOCTI 3 dhapmakoHarnagy. 3MiHa MiCLe3HaxoMKeHHss macTep-dainna
cucteMun dpapmakoHarnsgy
113. | MAKCUAEKC | kpanni ouHi, 1 Hosaprtic Lseliuap AnkoH-KyBpbop Benebris BHECEHHS 3MiH [0 peecTpaLiiiHnux maTepianis: 3a UA/10812/01/01
® mr/Ma; no 5 mny dapma Al is 3MiHM | TUMY - 3MiHWM BHECEHO [0 IHCTPYKUIT 4719 MEANYHOrO 3aCTOCYBaHHS peyenmom
pN1aKoHi- nikapcbKoro 3acoby 0 po3AiiB "B3aemogis 3 iHWMMU NikapCbKuMu
KpanenbHuui 3aco6amMu Ta iHWi BUAW B3aemogiii”, "OcobnmBocTi 3acTocyBaHHs", "Mo6iuHi
"[lpon-TeiHep®"; peakuii” 3a pekomeHgauismy PRAC ansa nikapcbknx 3acobiB, WO MICTATb y
no 1 conakoHy- CBOEMY CKNaji fiekcaMeTasoH; 3MiHu |l TUny - 3MiHU BHECEHO A0 iHCTPYKLT
KpanenbHuui B 015 MeMYHOro 3acToCcyBaHHSA NikapcbKoro 3acoby Ao po3zainis
KOpo6L,i 3 KapTOHY "MpoTnnokasaHHA", "B3aeMogia 3 iHWIMMMK NiKkapCbKUMK 3acobamm Ta iHLi
BVAM B3aemogiit", "OcobnmBoCTi 3acTocyBaHHS", "3acTocyBaHHA y nepiof
BariTHOCTi abo rogyBaHHa rpyaar", "MepenosysaHHa", "Mo6iyHI peakuii”
114. | MAHIT po34nH oNns MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais: 3a UA/4535/01/01
iHdpysin 15 % no akuioHepHe akuioHepHe 3MiHW | TUNY - 3MiHK 3 SKOCTi. A®Il. KoHTposb A®I. 3miHa y napameTpax peyenmom
100 mn, 200 mn, TOBapuCTBO TOBapucTBO cneumdikauii Ta/abo JOMYCTUMUX MEX, BU3HAUYEHUX Y crneuudikalisx Ha
400 Mn y nasiwkax "IHpy3isa” "IHdy3ia" A®I|, ab0 BMXiAHWA/NPOMIXXHWUIA NPOAYKT/peareHT, L0 BUKOPUCTOBYHOTLCS Y
npoueci BupobHuuTBa A®I (iHLWi 3MiHM); CynyTHS 3MiHa: 3MiHUM 3 AKOCTi. AdI.
KoHTponb A®I. 3miHa y meTogax BunpodysaHHa APl abo BuUXigHOrO
marepiany/npoMiXHOro NPOAYKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoueci BUpo6HuuTBa A®| (He3HauHi 3MiHM Y 3aTBEPMAKEHUX MeTofax
BMNPO6YBaHHS) - BHECEHHSA 3MiH A0 Cneuudikadii / MeTogis BunpobysaHHs
A®| MaHiT 3a nokasHukom "lgeHTudpikauis”, 3okpema: BUy4YeHHs KOHTPOTHO
AKOCTI 3a nigpo3ainom "Apyra igeHtTudpikauis” 3 BignoBigHMMM metogamm
BMMPO6YyBaHHSA
115. | MEAOBIP Tabnetkn no 400 Megokemi Kinp Megokemi 1T/, Kinp BHECEHHS 3MiH 40 pPeeCcTpaliiHNX MaTepiasiiB: 3MiHu | Tuny - 3a UA/9478/01/02
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Ne Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKko20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
Mr rno 10 Tabnetok nTa (UeHTpanbHuii AAMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus peuyenmom
y 6nicTepi, no 1 3asop), Kinp; NpoBafKEHHSA Ais/IbHOCTI BUPO6HUKa/iMnopTepa roToBoro /likapCbKoro
6nictepy y Mepnokemi T/, 3acoby, BKIOUauM AiNbHMLI BUMYCKy cepil abo micue npoBefeHHs
KapTOHHIli KopooLi (3aBopg AZ), Kinp KOHTPOJO AKOCTI. (AisS/IbHICTb, 3a 5Ky Bignosigae BMpo6HuUK/imnopTep,
BK/IHOHAK0UM BUNYCK cepiit), 3MiHa agpecy BUpobHuka Megokemi 1T/,
(3aBog AZ), 6e3 3MiHU MicLA BUPOGHMLTBA. BBEAEHHS 3MiH NpoTArom 3-x
MicALiB Nic/1A 3aTBEPAKEHHS.
116. | MEAOBIP Tabnetku no 800 Megokemi Kinp Mepokemi T/, Kinp BHECEHHS 3MiH [0 peecTpalinHmx maTepiasis: 3MiHu | Tuny - 3a UA/9478/01/01
mr, no 10 Tabnetok nTa (UeHTpanbHuii AnMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus peyenmom
y 6nictepi, no 1 3aBog), Kinp; NpoBaPKEHHS AiS/IbHOCTI BUPOOHUKa/iMnopTepa roToBoro Nikapcbkoro
6nictepy y Mepokemi T/, 3aco6y, BKNoYauy AinbHULI BUNYCKY cepii abo micue npoBefeHHs
KapTOHHIli KopoobLi (3aBog AZ), Kinp KOHTPOJI0 SIKOCTI. (AisfIbHICTb, 3a Ky BiAnoBigae BUpoGHWK/iMnopTep,
BK/1OHAK0UM BUMYCK Cepiid), 3MiHa agpecn BupobHuka Mepgokemi NT/,
(3aBog AZ), 6e3 3MiHN MicLA BUPOGHMLTBA. BBEAEHHS 3MiH NpoTArom 3-x
MicsILiB Mic/1a 3aTBepAKEHHS.
117. | MIKOTE/1Ib® renb, 20 mr/r no 15 MAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHW | TUNY - 3MiHW WoA0 6e3 UA/1316/01/01
r B Tybax; no 1 Ty6i | "KviBmegnpen "Kvismegnpenapar 6e3nekn/edeKTMBHOCTI Ta dapMakoHarnsgy - OHOB/IEHHS BXe peyenma
y nauuj apar” " 3aTBEPKEHONO TEKCTY MapKyBaHHA BTOPUHHOT Ta NepPBUHHOT YNakoBKN
NiKapcbKoro 3acoby 3 BHECEHHAM A04aTKOBOI iHhopmaLii (BHECEHHS
no3HayYeHb OAMHUL BUMIPIOBAHHS, 3 BUKOPUCTAHHAM fiTep NaTUHCbKOTo
andasiTy Ta Towo). BBeAeHHA 3MiH NpoTArom 6-t1 micauis nicna
3aTBepAXKEHHSA
118. | MOHOCAH® Tabnetky no 40 mr NMPO.ME/A.LIC Yecbka BMPOGHULITBO 3a Yecbka BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais: 3a UA/4257/01/02
no 10 Tabnetok y Mpara a.c. Pecny6ni NOBHUM LMK/TOM: Pecny6ni 3MiHM | TUNY - 3MiHK Woo 6e3nekn/eddeKTUBHOCTI Ta hapMakoHarsay. peyenmom
6nicTepi; no 3 Ka MPO.MEA.LIC Ka/ BeefieHHs1 ab0 3MiHU [0 y3araslbHEHUX AaHuX Npo cuctemy
6nictepu B Mpara a.c., Yecbka | Cnosaub dhapmakoHarnsgy (BBefileHHs y3araslbHeHNX AaHvx npo cuctemy
KapTOHHIlA KopoobLi Pecny6nika Ka hapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi 0cobu, BiANOBIAa/IbHOI 3a
BMPOGHULITBO, Pecny6ni 3AiliCHeHHs hapMakoHarnsay; KOHTaKTHOT 0co6u 3 hapmakoHarnsgy
nepBuHHe Ta Ka 3asBHUKa A1 34IiICHeHHA hapMakoHarniagy B YKpaiHi, SKLo BoHa
BTOPUHHE BiIMiHHA BiJ, YNOBHOB&X€EHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
nakyBaHHs, hapmakoHarnsgy (Bkaoyaouy KOHTaKTHI AaHi) Ta/abo 3MiHU Y pO3MiLLeHHI
KOHTPO/Tb SIKOCTI: MacTep-harina cuctemm hapmakoHarisgy) - 3MiHa KOHTaKTHOT 0cobum
XBM ®apma c.p.o., YNOBHOBaXEHOT 0CO6YM 3asBHMKA , BiAMOBIAA/IbHOI 3a 34iACHEHHS
Cnosaubka thapmakoHarnagy B Ykpaini. [itoua pefakuis — AHTyHeBuY Hagis
Pecny6nika OnekcaHgpiBHa. NponoHoBaHa pegakuisi — CaByeHko Amutpo CeprilioBuu.
nepBuHHE Ta 3MiHa KOHTaKTHMX AaHNX KOHTaKTHOT 0CO6M YNOBHOBaXKEHOT 0co6M
BTOPUHHE 3asBHUKA, BiANOBIAANbLHOI 3a 3AiliCHeHHs hapmakoHarnagy B YKpaiHi
nakyBaHHS:
KOO®APMA
c.p.o., Yecbka
Pecny6nika
119. | MOHOCAH® Tabnetky no 20 mr NMPO.MEA.LC Yecbka BMPOBHULITBO 3a Yecbka BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/4257/01/01
no 10 Tabnetok y Mpara a.c. Pecny6ni NOBHUM LMK/TOM: Pecny6ni 3MiHM | TUNY - 3MiHK Woo 6e3nekn/eddeKTMBHOCTI Ta hapmMakoHarnsgy. peyenmom
6nicTepi; no 3 Ka MPO.MEA.LIC Ka/ BBefeHHs1 abo 3MiHU [0 y3araslbHEHMX AaHKX NPOo cucTemy
6nictepu B Mpara a.c., Yecbka | Cnosaub dhapmakoHarnsgy (BBeeHHs y3arasibHEHUX AaHVX MPo cucTemy
KapTOHHIli KopooLi Pecny6nika Ka hapmMakoHarnagy, 3MiHa yrnoBHOBaXeHO! 0cobu, BiANOBiAaIbHOI 3a
BMPOGHULTBO, Pecny6ni 3iicCHEHHS1 ddapMakoHarnsay; KOHTaKTHOI 0cobu 3 hapMakoHarsgy
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Ne Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKko20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
nepBuHHe Ta Ka 3asBHUKa 419 34iiCHeHHA hapMakoHarniagy B YkpaiHi, SKLL0 BoHa
BTOPUHHE BiMiHHa Bif, yNOBHOBaXXEHOI 0CO6U, BiiNOBIAA/IbHOI 3a 34iACHEHHS
nakyBaHHs, hapmakoHarnsgy (Bkovatouy KOHTakKTHI AaHi) Ta/abo 3MiHU y pO3MiLLeHHI
KOHTPO/1b SIKOCTI: mMacTep-alina cuctemu hapMakoHarssay) - 3miHa KOHTakTHOI 0co6u
XBM ®apma c.p.o., YNOBHOBaXKeHOI 0C06M 3asiBHMKA , BiANOBiAaIbHOI 3a 3AiAICHEHHSA
CnoBaubka thapmakoHarnagy B Ykpaini. [itoua pegakuis — AHTyHeBuY Hagis
Pecny6nika OnekcaHgpisHa. NponoHoBaHa pefakuis — CaBueHko AmuTtpo CepriioBuy.
nepBuHHe Ta 3MiHa KOHTaKTHMX faHWUX KOHTaKTHOI 0CO6M YNOBHOBaXKEHOI 0CO6U
BTOPUHHE 3asBHUKA, BiANOBIAA/IbHOI 3@ 34iiCHEHHS hapMakoHarnagy B Ykpaii
nakyBaHHS:
KOO®APMA
C.p.o., Yecbka
Pecny6nika
120. | HASUBIH® Kpanni HasanbHi Mepk Himeuun Mepk KlraA, Himeuun BHECEHHS 3MiH [0 peecTpaLjiiHuX maTtepiauis: 3MiHK | Tuny - 3MiHn 3 6e3 UA/7928/01/01
0,01 % no5mny 3enbcTmeamk Ha HimeuyuunHa; Ha/ AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN y BUPO6HMLTBI. 3amiHa abo peyenma
dhnakoHi; no 1 aTioH 'M6X Codhapimekc- MopTyra BBeEHHS OAATKOBOI AifIbHULI BUPOOGHMLTBA A1 YacTUHM abo BCbOro
chnakoHy B IHgycTpia Kimika e nis/ BMPOGHNYOro MPOLEeCy roToBOro likapcbKoro 3acoby (AiNbHUUSA, Ha KR
KapTOHHIli KopoobLi dapmaueyTika, Higepna npoBoAATLCS 6yAb-AKi BUPOOHUYI CTagil, 3a BUHATKOM BUMYCKY Cepid,
C.A., MopTtyranis; HAW KOHTPO/II0 AKOCTi, NEePBMHHOIO Ta BTOPUHHOTO NakyBaHHS, A1

Pamvap HegepnaHnpg
B.B., HigzepnaHngu

HeCTepUIbHUX NiKapCbKnx 3acobiB) -
CynyTHS 3miHa
- 3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3amiHa
ab0 BBeAEHHA A0AATKOBOI AiNbHULI BUPOGHMLTBA A1 YACTUHM abo BCbOro
BMPOGHMYOro MpoLEecy roToBOro MikapcbKoro 3acoby (AinbHUUS ons
BTOPMHHOTO NakyBaHHS);

- 3MiHM 3 KOCTi. FOTOBWIA NiKapCbKuiA 3aci6. 3MiHWM Y BUPOOHMLTBI. 3amiHa
ab0 BBeAEHHA A0AATKOBOI AiNbHUL BUPOGHMLTBA A1 YACTUHM abo BCbOro
BMPOBHMYOro NpoLecy roToBOro Mikapcbkoro 3acoby (AinbHUUSA Ans
NepBUHHOIO NakyBaHHS) - BBEA,EHHS A0AATKOBOro BUPO6HMKa Pamap
HepepnaHg B.B., HigepnaHan. BeBegeHHs 3MiH NpoTArom 6-Tm Micsauis
nicns 3aTBepmAXeHHst; 3MiHU | TUNy - 3MiHK 3 iKOCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHM Yy BUPOOHMLTBI. 3MiHa iMnopTepa/3MiHu, L0 CTOCYHOTLCA
BWMYCKY Cepii Ta KOHTPOJIK0 SKOCTi FOTOBOrO NiKapCbKoro 3acoby (3amiHa
abo fgofiaBaHHA BUPOOHMKA, L0 BiANOBILA€E 3a BBE3EHHSA Ta/abo BunycK
cepii) - Bkntoyatoum KOHTPONb/BMNPOGYBaHHSA cepii - AoAaBaHHSA BUPOOHMKA
- ®amap HegepnaHpg B.B., Hinepnangun. BBegeHHs 3MiH NpoTarom 6-1m
MiCALIB MiC/A 3aTBEPKEHHS; 3MiHM | TUNY - 3MiHK 3 AIKOCTi. FOTOBWMIA
nikapcbknit 3aci6. 3MiHN Y BUPOGHMLTBI. 3MiHKN Y NpoLeci BUpo6HMLTBA
roTOBOrO JliKapcbKoro 3acoby, BK/OYaoUy NPOMiIXHUI MPOAYKT, WO
3aCTOCOBYETLCA NMPY BUPOBHULTBI FOTOBOrO NiKapCbKOro 3acoby (He3HauHa
3MiHa y npoueci BUpobHMLTBA) - HE3Ha4YHa 3MiHa y npoueci BUpobHuLTBa
Ha NMpPOMNOHOBaHiI BUPOGHWYIW AinbHULI ®amap HepepnaHg B.B. y 38'a3ky i3
3aCTOCyBaHHAM [eLL0 Pi3HUX BUAIB BUPOOHMYOro o6nafHaHHA Ta
BHACMIAOK AeAKNX pefakLiiHiX 3MiH B ONC NOTOYHOrO BUPOBHNYOro
npotecy(cam BUPOOHNYMIA NPOLLEC 3/TULLAETLCA HE3MIHHUM).
BBefeHHS 3MiH NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAXEHHS; 3MiHW | TUny -
3MiHu 3 siKocTi. [oTOBWMIA Nikapcbkuii 3aci6. 3MiHW Yy BUPOGHMLTBI. 3MiHa
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocgio4eHHs

po3Mipy cepil (Bk/toYatoun dianaszoH po3mipy cepii) FoTOBOro Nikapcbkoro
3aco6y (36inbweHHsA Ao 10 pasiB NOPIBHAHO i3 3aTBEPAKEHUM PO3MIPOM) -
36inbLUEHOro po3mipy cepii 3 1000 1 4o 1750 N roToBOro NikapcbKoro
3acoby A/15 A0AAaTKOBI BUPO6HUYOI AinbHUL ®amap Heaepnang B.B.,
Higepnangyn 3atBeppxeHo: 3.2.P.3.2. Cknag, Ha cepito 1000 n gns
BMPOGHUWYOI AinbHNLi Mepk KlraA, HimeuyuunHa; 3anponoHoBaHo: 3.2.P.3.2.
Cknap Ha cepito 3.2.P.3.2. Cknag Ha cepito 1000 n ans Bupo6HUYoi
AinbHuui Mepk KraA, HimeuurHa 1750 n ana Bupo6HUYoT AinbHuui davap
Henepnang B.B., HinepnaHan BBegeHHs 3MiH NpoTArom 6-tm MicAuiB nicns
3aTBEPXEHHST; 3MiHW | TUNY - 3MiHU 3 SIKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMUTBI. 3MiHU BUNpobyBaHb abo A0NYCTUMUX MEX,
BCTaHOB/IEHNX Y cnieuudikauisx, nig yac BUpO6GHMLTBA rOTOBOrO
nikapcbKoro 3aco6y (iHLWi 3MiHM) - HE3HAYHI 3MiHU 4719 BUPOGHWYOT AiNbHULL
damap Hepepnang b.B., Higepnanay KOHTPONO B NpoLeci BUPO6GHMLTBA
(n. 3.2.P.3.3.2.4 - Onuc BUpOGHMYOrO NpoLecy Ta KOHTPOSIH0 Mpouecy) A1
nepeBsipKy HaNoBHEHHSA (h/1aKoHIB rOTOBOrO NlikapcbKoro 3acoby (BeBeaeHHs
3MiH NPOTArom 6-Tn MicAUiB NicNs 3aTBepPAKEHHS)

121.

HA3MBIH®

Kpanni HasanbHi
0,025 % no 10 mny
dhnakoHi; no 1
chnakoHy B
KapTOHHIlA KopooLi

Mepk
3en6ecTmennk
aTioH Mv6X

Himeuun
Ha

Mepk KlraA,
HimeuumnHa;
Codhapimekc-
IHgycTpia Kimika e
dapmaLeyTika,
C.A., Moptyranis;
dPamvap HepepnaHg,
B.B., HigepnaHau

Himeuun
Ha/
MopTtyra
nisi/
Higepna
HOY

BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepiasis: 3MiHu | Tuny - 3MiHn 3
sKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHM Yy BUPOOHMLTBI. 3amiHa abo
BBEJEHHS 404aTKOBOI AiNIbHULI BUPOOHWLTBA 418 YacTuHK abo BCbOro
BMPOGHMYOro MpoLecy roToBoro Jlikapcbkoro 3acoby (AinbHUUA, Ha Kl
nNpoBoAATLCS 6y Ab-AKi BUPOOHUYI CTagil, 38 BUHSITKOM BUMYCKY Cepiid,
KOHTPOJIH0 SIKOCTi, NEPBUHHOIO Ta BTOPUHHOTO NakyBaHHS, 4715
HEeCTEpPUIbHUX NMiKapCbKyX 3acobiB) -

CynyTHS 3MiHa
- 3MiHM 3 KOCTi. FOTOBWIA NiKapCbKuiA 3aci6. 3MiHWM Y BUPOOHMLTBI. 3amiHa
ab0 BBeAEHHA A0AATKOBOI AiNbHUL BUPOGHMLTBA A1 YACTUHM abo BCbOro
BMPOBHMYOro NpoLecy roToBOro Mikapcbkoro 3acoby (AinbHUUSA Ans
BTOPWHHOTO NakyBaHHS);

- 3MiHM 3 sKoCTi. [0TOBWMIA Nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3amiHa
ab0 BBeleHHA 404ATKOBOI AiNbHULI BUPOBHMLTBA A1 YaCTUHU ab0 BCbOro
BUPOBHMYOro NpoLecy roToBOro MikapCbkoro 3acoby (4inbHuus ans
NMepBUHHOTO MakKyBaHHS) - BBeieHHs AOAATKOBOro BUPO6OHMKa damap
HepepnaHnpg 6.B., HinepnaHan. BBefieHHA 3MiH NPOTArom 6-Tu MicsiLiB
nicns 3aTBepmXeHHs; 3MiHu | Tuny - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKni
3aci6. 3MiHM y BUPO6HMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYHOTLCA
BUNYCKY cepii Ta KOHTPOJIKO SKOCTI FOTOBOrO NiKapCbKoro 3acoby (3amiHa
abo gofaBaHHA BUPOGHMKA, WO BiANOBILA€E 3a BBE3EHHS Ta/abo BMnyck
cepii) - Bkntoyatouy KOHTPONb/BMNPOGYBaHHSA cepii - AoAaBaHHS BUPOOHMKaA
- ®amap HepgepnaHg b.B., Hinepnanan. BBegeHHS 3MiH NpoTArom 6-tm
MiCALIB MIiCNA 3aTBEPLKEHHS; 3MiHM | TUNY - 3MiHM 3 AKOCTi. [0TOBWMIA
nikapcbknii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHK Y NpoLeci BUpo6HMLTBA
roTOBOrO /liKapCbKOro 3acoby, BK10Yaun NPOMiKHUIA NPOAYKT, L0
3aCTOCOBYETLCA MPY BUPOOHMLTBI FOTOBOrO NiKapCbKOro 3acoby (He3HauHa
3MiHa y npoueci BUpo6bHMLTBA) - He3Ha4YHa 3MiHa y npoueci BUpobHMLTBa
Ha NPONOHOBaHiIN BUPOGHWYIW AinbHULI ®amap HepepnaHg B.B. y 38's13ky i3
3aCTOCYBaHHSM el Pi3HWX BUAIB BUPOGHNYOro 06/1agHaHHsS Ta

6e3
peyenma

UA/7928/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocgio4eHHs

BHAC/IAOK AEAKUX pefakLiliHiX 3MiH B ONC NOTOYHOr0 BUPOBHNYOro
npotecy(cam BUPOBHNYMIA NPOLLEC 3A/TULLAETLCA HE3MIHHUM).
BBefeHHs1 3MiH NPOTArom 6-T1 MiCALIB MiC/1A 3aTBEPMKEHHS; 3MiHN | Tuny -
3MiHu 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW Y BUPOGHMLTBI. 3MiHa
po3Mipy cepil (BK/IKoYatoun gianasoH po3Mmipy cepii) FOTOBOro Nikapcbkoro
3aco6y (36inbweHHs Ao 10 pasiB NOPIBHSHO i3 3aTBEPAKEHUM PO3MIPOM) -
36inbLUEHOro po3mipy cepii 3 1000 n go 1750 N roToBOro Nikapcbkoro
3aco6y A1a AoAATKOBI BUPOOHUYOI ginbHUUi ®amap Hegepnang B.B.,
Higepnavgy 3atBeppxeHo: 3.2.P.3.2. Cknag, Ha cepito 1000 n gns
BUPO6HUYOT ainbHUUi Mepk KI'aA, HimeuunHa; 3anponoHoBaHo: 3.2.P.3.2.
Cknag, Ha cepito 3.2.P.3.2. Cknag Ha cepito 1000 n 4ns BMpo6HUYoT
AinbHuui Mepk KraA, HiveuurHa 1750 n ans BMpo6HUYOT AinbHuui ®amap
HepepnaHg B.B., HigepnaHav BBefeHHs 3MiH NPOTArom 6-Tu MicsliB nicns
3aTBEPMKEHHS; 3MiHM | TUNY - 3MiHU 3 AKOCTI. FOTOBUIA Nikapcbkuii 3aci6.
3MiHM Yy BUPOGHMUTBI. 3MiHM BUNpobyBaHb abo AONYCTUMMX MEX,
BCTaHOB/IEHNX Y crneuudikauisx, nig yac BUpo6GHULTBA rOTOBOrO
NiKapcbKoro 3acoby (iHWi 3MiHW) - HE3HAYHI 3MiHU 4719 BUPOBGHWUYOT AiNbHULL
damap HegepnaHg b.B., HigepnaHay KOHTpO0 B NpoLeci BUpO6GHMLTBA
(n. 3.2.P.3.3.2.4 - Onuc BUpo6GHMYOTro NpoLLecy Ta KOHTPO/IH npouecy) A4N1s
nepeBipKy HaNoOBHEHHS (hN1aKoHIB rOTOBOrO JlikapcbKoro 3acoby (BeegeHHs
3MiH NPOTArom 6-TM MiICALIB Nic/1A 3aTBePAKEHHS)

122.

HA3UNBIH®

Kpansi Ha3asibHi
0,05 % no 10 mny
chnakoHi; no 1
(h1akoHy B
KapTOHHIl Kopoobui

Mepk
3enbcTmeamk
aTioH MM6X

Himeuun
Ha

Mepk KlraA,
HimeuuunHa;
Codpapimekc-
IHaycTpia Kimika e
dapmaveyTika,
C.A., Moprtyranis;
damap HepepnaHg,
B.B., HigepnaHngu

Himeuun
Ha/
MopTtyra
nisi/
Higepna
HOY

BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 3MiHu | TUny - 3MiHK 3
AKOCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN y BUPO6HMLTBI. 3amiHa abo
BBe/leHHs1 J0AATKOBOT fiNbHULI BUPOOHWLTBA 151 YACTUHM ab0 BCbOro
BMPOGHMYOro NPOLEeCy roTOBOrO JIiKapcbKoro 3acoby (AiNbHULSA, Ha SAKil
npoBoAATLCA 6yAb-AKi BUPOOHWYI CTagil, 3a BUHATKOM BUMYCKY CEpiid,
KOHTPO/TIO AKOCTi, NEePBUHHOIO Ta BTOPUHHOIO NakyBaHHS, A1
HecTepubHUX iKapCbkMX 3aco6iB) -

CynyTHS 3miHa
- 3MiHM 3 sKoCTi. [0TOBWMIA Nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3amiHa
ab0 BBeleHHA 404ATKOBOI AiNbHULI BUPOBHMLTBA A1 YaCTUHU ab0 BCbOro
BUPOBHMYOro NpoLecy roToBOro MikapCbkoro 3acoby (4inbHuus ans
BTOPWHHOTO NaKyBaHHS);

- 3MiHu 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3amiHa
ab0 BBeAEHHA A0AATKOBOI AiNlbHULI BUPOGHMLTBA A1 YACTUHM abo BCbOro
BMPOGHMYOro MPOLEeCy roTOBOro MikapcbKoro 3acoby (AinbHUUS ons
NepBUHHOTO NakKyBaHHS) - BBeAEHHS AOAATKOBOro BUPO6HMKa Pamap
HepepnaHg B.B., Higepnangn. BeegeHHs 3miH npoTarom 6-Tm Micsauis
nicns 3aTBepmXeHHs ; 3MiHu | Tuny - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbknii
3aci6. 3MiHU y BUPOGHULTBI. 3MiHa iMNopTepa/3miHu, L0 CTOCYHTbCA
BWMYCKY Cepii Ta KOHTPOJIH0 AKOCTi FOTOBOrO NiKapCbKoro 3acoby (3amiHa
abo foJaBaHHS BUPOOHMKA, LLIO BiANOBiAAE 3a BBE3EHHSA Ta/abo BMMYyCK
cepil) - Bknoyatoum KOHTPOb/BUNPOBYBaHHSA cepii - fofAaBaHHA BUPOOHMKA
- ®amap Hegepnaxpg B.B., Hinepnangun. BeefeHHs 3MiH NpoTarom 6-1m
MiCALIB MiC/1A 3aTBEPLKEHHS; 3MiHM | TUNy - 3MiHM 3 AKOCTi. [0TOBWIA
nikapcbkunii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHU Y NpoLLeCi BUPOGHMLITBA
roTOBOrO JliKapCbKOro 3acoby, BKYaUM MPOMiIXHWI MPOAYKT, Lo

6e3
peyenma

UA/7928/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocgio4eHHs

3aCTOCOBYETLCA NMPY BUPOOHULTBI FOTOBOrO NiKapCbKOro 3acoby (He3HauHa
3MiHa y npoueci BUpobHMLTBA) - He3Ha4YHa 3MiHa y npoueci BUpobHuLTBa
Ha NMPOMNOHOBaHIN BUPOGHWYIW AinbHULi ®amap HepepnaHg B.B. y 38'a3ky i3
3aCcToCyBaHHAM [eLo Pi3HUX BUAIB BUPOOHMYOro obnagHaHHA Ta
BHaCNIA0K AesKNX pefakUiiHuX 3MiH B ONWUC NOTOYHOTO BUPOGHUYOro
npotecy(cam BUPOOHNYMIA NPOLLEC 3A/TULLAETLCA HE3MIHHUM).
BBefeHHS 3MiH NPOTAroM 6-Tu MiICALIB NiCNA 3aTBEPAXEHHS; 3MiHW | TUny -
3MiHK 3 siKOCTi. FOTOBWIA Nnikapcbkuid 3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
po3mipy cepii (Bk/toYaroum fianasoH po3mipy cepii) roToBOro Nikapcbkoro
3acoby (36inbleHHA Ao 10 pasiB NOPiBHAHO i3 3aTBEPIKEHUM PO3MIPOM) -
36i/1bLLEeHOro po3mipy cepii 3 1000 n1 go 1750 51 rOTOBOrO JliKapCbKOro
3acoby 415 AoAATKOBI BUPOOHUYOI ginbHULi ®amap Heaepnang B.B.,
HigepnaHaun 3atBepaxeHo: 3.2.P.3.2. Cknag Ha cepito 1000 n gns
BMPOGHUYOI AinbHNUL Mepk KlraA, HimewunHa; 3anponoHosaHo: 3.2.P.3.2.
Cknag, Ha cepito 3.2.P.3.2. Cknag Ha cepito 1000 1 4n1s BUpo6HUYOT
AinbHUUi Mepk KlMaA, HimeuurHa 1750 n ans BMpo6HUYOi AinbHuui damap
Hepepnang B.B., Higepnanan BBefeHHs 3MiH NpOTSArom 6-Tv MicsiliB nicns
3aTBEPMKEHHS; 3MiHM | TURY - 3MiHK 3 SKOCTI. [OTOBMIA Nikapcbkuii 3aci6.
3MiHV Yy BUPOGHULTBI. 3MiHM BUNPO6YyBaHb abo A0NYyCTUMUX MEX,
BCTAHOB/EHNX Y cneundikauisx, nig yac BUpo6HULTBA rOTOBOrO
NikapcbKoro 3acoby (iHWi 3MiHM) - HE3HAYHI 3MiHU 4719 BUPOGHWYOT AinbHULI
damap Hepepnang B.B., HigepnaHan KOHTPOo B Npoueci BUpobHULUTBAa
(n. 3.2.P.3.3.2.4 - Onuc BUpO6GHMYOTO NpoLecy Ta KOHTPOSI0 npouecy) AN1s
nepeBipky HANOBHEHHS (h/1aKOHIB rOTOBOTO Jlikapcbkoro 3acoby (BBegeHHs
3MiH NPOTAroM 6-TM MiICALIB Nic/A 3aTBEPAXEHHS)

123.

HA3O®AH

cnpeii HazanbHWIA,
cycneHsis, 50
MKr/go3y; no 120
a6o 150 po3y
thnakoHi; no 1
h1akoHy B
KapTOHHIl KopoobLi

TeBa
dapmaueBTika
n lHpacTpi3
nTg

I3painb

TeBa Yex IHgacTpi3
c.p.o

Yecbka
Pecny6ni
Ka

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais:
3MiHM | Tuny - 3miHK 3 AkocTi. CepTudikar BignosigHocTi/l E-cepTudikat
BiANoBigHOCTI EBponeiickkili hapmakonei/MoHorpadii. MoAaHHA HOBOro
ab0 OHOBNEHOTO cepTudikaTa BigNoOBIAHOCTI abo BUYyYeHHS cepTudiikata
BiANOBIAHOCTI EBponeiickkiii hapmakonei: ans A®l; ans BuXigHoOro
maTepiany/peareHTy/npoMKHOIO NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPOGHMLTBI APl; ANA 4ONOMIXHOI pevyoBuHU (cepTudikat BignoBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOBMeHW cepTuddikaT Big yxe
3aTBEPAKEHOrO BUPOGHMKA -

MofaHHA OHOBMIEHOTO cepTudikaTy BigNOBIAHOCTI EBPONENCHKOI
thapmakonei Ne R1-CEP 2007-192-Rev 03 Big BXe 3aTBEpAXEHOr0
BUPOGHMKa A®I chnyTrKa3oHy NpomnioHaTy 3i 3MiHOK Ha3BM BUPOOHUKA Ta
BnacHuka CEP 3 Perrigo API Ltd., I3painb Ha Wavelength Enterprises Ltd.,
I3painb (3aTBepXeHUii cepTudikaT BiANOBIAHOCTI EBpoONeicbKol
thapmakonei Ne R1-CEP 2007-192-Rev 02). ®i3nyHe micLe po3TallyBaHHSA
BMPOGHMYOI AiNTbHUL He 3MiHMA0CA

3a
peyerimom

UA/6758/01/01

124.

HEBIBONO/-
TEBA

Tabnetku no 5 mr
no 10 TabneTok y
6nicTepi; no 2 abo
no 3 6nictepu B
KapTOHHIA KopobL;
no 14 TabneTtok y

TOB "TeBa
YkpaiHa"

YkpaiHa

BMPOBHULITBO 3a
MOBHUM LK/IOM:
AxTasic 1T/,
ManbTa,
BMPOOHULITBO 3a
NOBHUM LIMKIOM:

Manbta/
Bonrapis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHM | TUny - 3MiHKW 3 KOCTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMUTBI. 3MiHa po3Mmipy cepii (Bk/oUaloumn gianasoH po3mipy cepir)
roTOBOrO Jlikapcbkoro 3acoby (36inblueHHs A0 10 pasiB NOPIBHSHO i3
3aTBEPAKEHNM PO3MIPOM) - 36iMbLLEHO po3Mip cepil 13
3aTBepakeHo: 34.8 kr-464 kr (150,000 -2,000,000 TabneTok)

3a
peyenmom

UA/14877/01/01
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Ne Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKko20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
6nicTepi; no 2 BankaHapma- 3anponoHoBaHo: 34.8 kr-580 kr (150,000 -2,500,000 Ta6neTok)
6nictepu B Oynuuus AT,
KapPTOHHI KOpOoOLii Bonrapis
125. | HEMPOKCOH | Ta6neTku, BKpUTI MAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/13305/01/01
® N/1iBKOBOIO "Kvismegnpen "KviBmegnpenapar 3MiHW | TRy - 3mMiHn Wwoao 6e3nekn/edekTMBHOCTI Ta hapmakoHarnagy peyenmom
ob6onoHkoto, no 500 apat" " (iHwWi 3MiHW), 3amiHa rpadiyHOro 0popMIEHHS MEPBUHHOI Ta BTOPUHHOI
mr no 10 TabneTok yNakoBOK Ha TEKCT MapKyBaHHS yNakoBOK 3 BiANOBiAHAMY 3MiHamu A0
y 6nicTepi; no 2 po34iny MEeTOAIB KOHTPOJIHO SIKOCTI MikapCcbKoro 3acoby (po3gin «IpacivHe
abo no 3 6nictepu 0hOopMIEHHS YMAKOBKM>» 3aMiHEHO PO34inoM «MapKyBaHHs»); BHECEHHS
B MauLi 3 KapToHYy No3HauYeHb OAVHWLb BUMIPIOBAHHS, 3 BUKOPUCTAHHAM JliTep NaTUHCLKOro
anasiTy B TEKCT MapKyBaHHS NMEPBMHHOI Ta BTOPMHHOI YNaKoBOK.
BBeggeHHs1 3MiH NPOTArom 6-Tu MicALIB Nic/1a 3aTBepAXEHHS
126. | HEOFABIH Kancynu no 150 mr TOB "®apma YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/13702/01/01
150 no 10 kancyny Crapt” Crapt” 3MiHM | Tuny - 3miHKn 3 AkocTi. CepTudikar BignosigHocTi/l E-cepTudikat peyenmom
6nicTepi, no 3 abo BiANoBigHOCTI EBponeiickkili hapmakonei/MoHorpadii. MogaHHA HOBOro
no 6 6nicTtepis B a60 OHOBNEHOrO cepTudikaTa BigNoOBIAHOCTI abo BUyYeHHs cepTuduikata
nauuj 3 KapToHy BiANOBIAHOCTI EBponeiickbkin hapmakonei: ans A®l; ans BuxigHoOro
maTepiany/peareHTy/NPOMKHOrO NPOAYKTY, L0 BUKOPUCTOBYIOTHCSA Y
BUPOGHMUTBI ADI; Ana AONOMDKHOT peqyoBrHK (cepTudpikat BignoBigHOCTI
€sponelicbkiin hapmakonei) - OHoBMeHWIA cepTuddikaT Bif yxe
3aTBEpAXEHOro BMPObHUKa - nogaHHs oHoBneHoro CEP ans Al
Mpera6aniHy NeRO-CEP 2016-181-Rev-02 Bif 3aTBEPAXEHOIO BUPOGHMKA
Hikal Limited, IHgis MonepeaHi Bepcii: NeRO-CEP 2016-181-Rev-01
127. | HEOT'ABbIH Kancynu no 75 mr TOB "®apma YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/13702/01/02
75 no 10 kancyny Crapt” Crapt” 3MiHM | TUny - 3mMiHK 3 AKocTi. CepTudikar signosigHocTi/lE-cepTudcikar peyenmom
6nictepi, no 3 abo BIANOBIAHOCTI €Bponelicbkili hapmakonei/MmoHorpadii. MogaHHA HOBOrO
no 6 6nictepis B abo oHoBNeHoOro cepTudikata BignoBiAHOCTI abo BUNYYeHHS cepTudikata
nauuj 3 KapToHy BiNOBIAHOCTI €Bponelickkilt thapmakonei: ana Ad®l; ons BUXigHoro
maTtepiany/peareHTy/NPOMKHOIO NPOAYKTY, L0 BUKOPUCTOBYIOTHCSA Y
BMPOGHMLTBI A®I; AN 4ONOMIXHOI pevyoBuUHM (cepTudikaT BifnoBiAHOCTI
€sponelicbkili hapmakonei) - OHOBNeHWI cepTudikaT Bif yxe
3aTBEPAKEHOro BMPOGHWMKa - NogaHHs oHoBneHoro CEP gnia Adl
Mpera6aniHy NeRO-CEP 2016-181-Rev-02 Bif 3aTBEpAXEHOTO BUPOGHMKA
Hikal Limited, IHais MonepeaHi Bepcii: NeRO-CEP 2016-181-Rev-01
128. | HEO®EH cnpeii gns Benyno, nikn | Xopsaris Benyno, nikn Ta XopBarTisi BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiasis: 6e3 UA/14788/01/01
BENYNO 30BHILIHLOrO Ta KoCMeTuKa, KOCMeTuka, A.4. 3MiHM | TUny - 3MiHKU 3 AKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHN Y peyenma
3actocyBaHHsA 50 a.n BUPOBHMLTBI. 3MiHM ¥ NpoLeci BUPOGHMLITBA FOTOBOTO NiKapCbKOro 3acoby,
mr/r no 50 mny BK/TO4AI0UM MPOMIXKHMI MPOAYKT, WO 3aCTOCOBYETLCSA NPU BUPOOHULITBI
hNakoHi 3 roTOBOrO JlikapCcbkoro 3acoby (He3HauHa 3MmiHa y npoueci BUpo6bHULTBA) -
MeXxaHiYHUM BBEEHHS1 HOBOT BUPOBOHMYOT NiHii N5 po3mipy cepii 100 kr i BBEAEHHSA
NOMMOBUM PYXOMOro pesepByapa Ha iCHyUMX BUPOOHNYMX NiHiSX ans cepiin 100 Kr i
po3nunaBayem; no 500 kr
1 chnakoHy B
KapPTOHHI/ nayui
129. | HICNA3M TabneTku, BKPUTI CYH-®APM Monbua Mibe Mm6X Himeuun BHECEHHS 3MiH [J0 peecTpaLjiiiHiX maTepianis: 3MiHu | TUnNYy - 3MiHK 3 6e3 UA/15658/01/01
DPOPTE N/1iBKOBOIO Cn.30.0. ApuHaimiTTenb Ha AKocTi. [oToBWIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa y TepMiHax peyenma

060/10HKOH0, Mo 80

npuaaTHocTi a6o yMoBax 36epiraHHsl roTOBOro NiKapcbKoro 3acoby
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Ne Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKko20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
Mr rno 10 Tabnetok (36inbLUEHHSI TEpMiHY NpUAATHOCTI TOTOBOTO JlikapcbKoro 3acoby) - Ans
y 6nicTepi; no 2 TOProBOi yNakoBku (NiATBEPAKYETHCA AAHUMW PEASTBHOTO Yacy) -
6nictepu B 36iNbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOTO /liKapCbKOro 3acoby Ha OCHOBI
KapTOHHIli KopooLi NO3UTUBHUX PE3Y/bTAaTIB JOBrOCTPOKOBUX AOCNiMKEHb CTabiNbHOCTI Y
peasibHOMY Yaci: 3aTtBepxeHo: TepMiH NnpugaTHoOCTI. 3 poku
3anponoHoBaHo: TepMiH npuaaTHocTi. 5 pokiB (BBeAEHHS 3MiH NPOTArom
6-TU MicsAUIB NicNsA 3aTBEPKEHHS)
130. | HOBAPUHI'® | kinbLe BariHabHe, Wepinr-Mnay | LWseliyap 3a NoBHUM Higepna BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/9613/01/01
11,7 mr/2,7 mr, no 1 CeHtpan lct is LMK/TOM: HON AnMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus peyenmom
KinbLto y calle; no Al H.B. OpraHoH NpoBaPKEHHS AiS/IbHOCTI BUPOOHUKa/iMnopTepa roToBoro Nikapcbkoro
1 cawe B 3aco6y, BKNoYauy AinbHULI BUNYCKY cepii abo micue npoBefeHHs
KapTOHHIli KopoobLi KOHTPOJI0 SIKOCTI. (AisfIbHICTb, 3a Ky BiAnoBigae BUpoGHWK/iMnopTep,
BK/IIOHAK0UM BUMYCK CEpiii) 3a3HaYeHHs IOpUANYHOT agpecn Ta agpecu
MiCLii MPOBa)KEHHS AiNIbHOCTI BUpo6HUKa 13 H.B. OpraHoH,
HigepnaHam, 6e3 3miH1 Micusi BUpOGHULITBA
131. | HOBOKAIH po3unH ans MAT YkpaiHa MNAT "Tanunucbapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnux maTepianis: 3a UA/5126/01/01
iH'ekuin, 5 mr/mn no | "rannucapm” 3MiHM | TUNY - BUNYYEHHS 3i cneuudikaLii roToBOro NikapcbKoro 3acoby T. peyenmom
5 mn B amnyni, no 5 aHOMasIbHa TOKCUYHICTb; CynyTHA 3MiHa - 3MiHa Y MeToAax BUNpobyBaHHS
amnyn y KOHTYpHIiA roTOBOro Nikapcbkoro 3acoby (iHWi 3MiHK y MeToAax BUnpobyBaHb
YapyHKOBIl (BK/TOYALOUM 3aMiHy ab0 [OMNOBHEHHS));
ynakosLi, no 2 3MiHK | TUNY - NpuBeAeHHs cnevumdikavii 4ONoMKHOT peyoBnHM Boga ans
KOHTYPHI YapyHKOBI iH ekUili o BuMor AdY; cynyTHsi 3MiHa - 3MiHa y MeTogax BUNpobyBaHHs
ynakoBKU B naui [OMNOMDKHOT peyoBUHY (iHLWi 3MiHW y MeTogax BUNpobyBaHHS (BKIYakoum
3amiHy abo goaaBaHHs))
132. | OMHINAK po3unH ans iH'ekuin | Mxul Xenckea | Hopeerisa [xunl Xenckea Ipnangis BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3mMiHu | Tuny - 3a UA/2688/01/03
300 mr nogy/mn: no AC Ipnangis Niviteq, AAMiHICTpaTVBHI 3MiHK. 3MiHa Ha3By APl abo AOMNOMIKHOT PEYOBUHM - peuyenmom
50 mn a6o no 100 YTOYHEHHS! Ha3BM Jit040T PEYOBUHM JiKapCbKOro 3acoby. 3aTBepKeHO:
My h/1aKoHi; no lorekcon 3anponoHosaHo: Vorekcon (BeeaeHHs 3MiH NpoTArom 6-Tn
10 dhnakoHiB y MiCAILiB MicNsi 3aTBEPAYKEHHSIM)
KapPTOHHI KOpOOLL
133. | OMHINAK po3unH ans iH'ekuin | Mxul Xenckea | Hopseris [xul Xenckea Ipnangis BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3MiHu | Tuny - 3a UA/2688/01/04
350 wr inogy/mn: no AC IpnaHgisa Nimiteq, AAMiHiCTpaTuBHI 3MiHN. 3miHa Ha3Bn A®| abo JONOMIKHOIT PEYOBUHY - peyenmom
50 mn a6o 100 mn, YTOYHEHHS Ha3BM [i040T PEYOBUHM JiKapCbKOro 3acoby. 3aTBepKeHO:
a6o 200 mn, abo lorekcon 3anponoHosaHo: Vorekcon (BeeaeHHs 3MiH NpoTArom 6-Tn
500 mn y dpnakoHi; MiCALIB MiC/1A 3aTBEPIKEHHAM)
no 10 donakoHiB y
KapTOHHI KOpo6Li
134. | OMHINAK pO3uuH ans Ixunl Xenckea | Hopseris [xul Xenckea IpnaHgjs BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais: 3a UA/2688/01/03
iH ekuiii, 300 Mr AC Ipnangis Nimiteq, 3MiHM | TUny - 3MiHa HaliMeHyBaHHS Ta/abo afipecu Micusi NPOBaKEHHS peuyenmom
nogy/mn; no 50 mn OiSNTbHOCTI BUPOOHMKA (BKIKOYAOUM, 38 HEOOXIAHOCTI, MiCLie NpOBEAEHHS
abo no 100 mny KOHTPOJI0 SIKOCTI), @60 BnacHvka macTep-ghaiina Ha A®l, abo
dhnakoHi; no 10 noctavanbHuka AdI/BuxigHOro matepiany/peareHTy/MpoOMKHOro NPOAYyKTY,
hnakoHiB y LLIO 3aCTOCOBYIOTbCA Y BUPOOHMLTBI APl - YTOUHEHHA Ha3BY Ta agpecu
KapPTOHHI KOpOoOLii BMpoGHUKa ADI iiorekcony
135. | OMHINAK po3unH ans Ixul Xenckea | Hopseris [xunl Xenckea Ipnangis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/2688/01/04
iH ekuiii, 350 mr AC IpnaHgisa Nimiteq, 3MiHM | TRy - 3MiHa HaliMeHyBaHHS Ta/abo agpecu Micus NPOBafKEHHS peyenmom

noay/mn; no 50 mn

LisNbHOCTI BUpo6HMKa (BK/KOYAKUM, 3a HEOOXIiAHOCTI, MicLie NpoBeAeHHs
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Ne Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKko20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
a6o 100 mn, abo KOHTPOJI0 SIKOCTI), @60 BnacHuka macTep-ghaiina Ha A®l, abo
200 mn, a6o 500 noctavanbHuka AdDI/BUXigHOro MaTepiany/peareHTy/MPOMIXHOrO NPoAyKTY,
M7y do/1akoHi; no LLIO 3aCTOCOBYIOTLCA Y BUPOOHMLTBI A®I - YTOUHEHHS Ha3BM Ta agpecu
10 chnakoHiB y BMpOGHUKa A®I liorekcony
KapTOHHI KOpo6Li
136. | OCETPOH® pO3uuH ans [O-p Peppi'c IHais [-p Pegpi'c IHais BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais: 3a UA/4886/01/01
iH'ekuii, 2 mr/mn no Nab6opaTtopic Na6opatopic N4 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/edeKTMBHOCTI Ta chapMakoHarnsay. peuyenmom
2 mn (4 mr) aéo 4 nTg (Bmpo6Huua BBegeHHs abo 3MiHM A0 y3arasibHEHUX JaHWX NPO cucTeMy
mn (8 mr) B amnyni; AinbHnusa-VI), Hais thapmakoHarnagy (BBeAeHHs y3arasibHeHVX AaHUX Npo cucTemy
no 5 amnyny O-p Peppi'c hapmMakoHarnagy, 3MiHa yrnoBHOBaXeHOo! 0cobu, BiANoBiLa1bHOI 3a
6nictepi; no 1 Nabopatopic NTg 34iiCHEHHS dpapMakoHarnsay; KOHTaKTHOI 0cobu 3 hapMakoHariagy
6nictepy B (BupobHunya 3asBHMKa AN5 34iCHEHHA ddapMmakoHarnsaay B YKpaiHi, SKwo BoHa
KapTOHHIlA KopooLi AinbHuuA 1) BiIMiHHa Bif, YNOBHOBa&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkovaouy KOHTakKTHI gaHi) Ta/abo 3MiHN Yy pO3MiLLEHHI
macTep-aiina cuctemy papMakoHarssay) - 3miHa ynoBHOBaXKeHoi 0cobu
3asBHYKa, BignoBiganbHOI 3a hapmakoHarnsag. Aivoua pegakuis: Dr. Vijay
Kumar Talla. NMponoHosaHa pegakuis: Dr. Chetan Karoo. 3miHa KOHTaKTHUX
[aHnX YNOBHOBaXEHOI 0CO6M 3asBHIKa, BiAnoBiganbHOT 3a
hapmakoHarniag,
137. | ODJTIOKCAL, po3uunH ans MpuBaTtHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/13268/01/01
VH iHdpysii 0,2%; no akuioHepHe akuioHepHe 3MiHM | TURY - 3MiHKM 3 AKocTi. A®l. BUpo6HMLTBO. 3MiHa BUPOGHMKA peyenmom
100 mn a6o 200 mn TOBapMCTBO TOBapUCTBO BWXiZAHOTO/MPOMIDXKHOTO NPOAYKTY/peareHTy, L0 BUKOPUCTOBYHOTLCA Y
npenapary y "Indpysia” "lHdpysia” BMpPOGHMYOMY npoueci A®l, abo 3MiHa BUPOGHMKa (BK/TOYaoum, ae
naawwyi; no 1 HeobxiAHO, MicLe NpPoBeAEeHHS KOHTPOJI SKocTi) AdI (3a BigcyTHOCTI
NAAWL Y nayui cepTudcpikaTa BiANOBIAHOCTI EBpONeiickkili hapmakonei y 3aTBepaKeHoMy
[0Cbe)(3anponoHoBaHNI BUPOOHUK HaNeXnTb A0 TiEi caMoi BUPOGHUYOT
rpynu NignpUeEMCTB, LU0 i1 3aTBEPKEHUIA) - 3MiHa afpecu AiNbHUL
BMpo6HULUTBa cybcTaHuii OdnokcaunH BupobHuka Zhejiang East-Asia
Pharmaceutical Co., Ltd., Kutaii, B 38'A3Ky 3 NepeHeCeHHsIM BUPOGHMLTBA
Ha HOBY AiNIbHULLIO
138. | NAHKPEATHU MopOLLIOK TOB "TK YkpaiHa [JesHr CiHosim KnTaii BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: BUNPaBIEHHSA TEXHIYHOI - UA/16384/01/01
H (cybeTaHuin) y "ABpopa" dapmacboTikas NOMW/IKM B OHOB/IeHMX MKS, siki 3aTBepaKeHi HakazoM MO3 YkpaiHu Ne 7
noaBinHMX Ko. NTg,. Bia 02.01.2019 (3miHu | Tuny - 3MiHK 3 sikocTi. A®I. CTabinbHICTb. 3MiHA
nonieTnaeHoBmx nepiogy NOBTOPHUX BUNPO6YBaHb/nepiofy 36epiraHHsA abo ymos
MilKax ans 36epiraHHa A®I (3a BiACYTHOCTI y 3aTBEpPAKEHOMY [0CHLE cepTudiikaTa
hapmaueBTUYHOTO BiANOBIAHOCTI EBponelickbkili hapmMakonei, Lo BKI0YaE nepio NoBTOPHOro
3acTocyBaHHA BUNpobyBaHHsA) (Nepio, NOBTOPHOrO BUNPOo6yBaHHA/Nepios 36epiraHHs) -
36inblueHHs abo BBeAEHHS Nepiogy NOBTOPHOrO BUNPOGYBaHHs/nepiogy
36epiraHHs Ha OCHOBI pe3ynbTaTiB AOC/iKEHb Y peaslbHOMY Yaci.
36inbLweHHA TepMiHy npuaaTtHocTi APl MaHkpeaTuH). MomMuaka BUHMKIA
npw nepeHeceHHi iHopmauii B oHoBneHi MKA (nomusika cTocyeTbes
HOPMYBaHHs1 Moka3HuKiB "KinbkicHe BU3HauYeHHs" Ta "MikpobionoriyHa
yncToTa" 3a3HadeHnx B Cnevjidikauii Ta MeToax KOHTPOSIKO SKOCTI).
139. | MAHTOMPA3 | Tabnetkn TOB "TeBa YkpaiHa | Tesa ®apma C.J1.Y. Icnanis BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepiasis: 3MiHK | Tuny - 3MiHn 3 3a UA/16874/01/01
ON-TEBA racTpopesnCTeHTHi YkpaiHa" akocTi. CepTudikat BignosigHocTi/l'E-cepTudikat BigNoBIAHOCTI peuyenmom
no 40 mrno 7 €Bponelicbkiit hapmakonei/MmoHorpadii. MogaHHs HOBOTO a60 OHOB/IEHOTO
TabneTokK y cepTudikaTa BifgnoBigHOCTI a60 BUYyYEHHS1 cepTuduikaTta BignoBigHOCTI
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocgio4eHHs

6nictepi; no 2 abo
4 6nictepun B
kopobui; no 10
TabneTtok y
6nictepi; no 3
6nicTepy B KOpoo6LUi

€Bponelicbkiin hapmakonei: ana A®l; agns BuxigHoro
marepiany/peareHTy/npoMKHOrO NPOAYKTY, WO BUKOPUCTOBYIOTHCS Y
BMPOGHMLTBI A®I; ANsS 4ONOMIXHOI peqyoBuHU (CepTudikaT BignoBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOBMIEHWIA cepTuddikaT Big yxe
3aTBEPKEHOro BUPO6HMKA - MOAAHHS OHOB/IEHOTO cepTudikaTa
BigNoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP 2009-302-Rev 00
(3aTBepmxeHo: RO-CEP 2009-302-Rev 01) ans Aitoyoi peyoBuHU
Pantoprazole sodium sesquihydrate Bif BXe 3aTBeEpKEHOT0 BUPOOHMKA
TEVA PHARMACEUTICAL INDUSTRIES LTD, sik HACMii0K BUTyYEHHS
BMpOOHUKa NPOMIXHOro NpoAykTy Zhejiang Huangyan Yannian Melatonin
Co., Ltd.; 3MiHn | TURNY - 3MiHK 3 akocTi. CepTudikaT BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI €EBponeiickkiii hapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO cepTudiikaTa BiANoBIiAHOCTI a6o
BUJTyYeHHs cepTudikaTa BiAgnoBiAHOCTI EBponeiichkii hapmakonei: ans
A®I; ans BuXigHOro martepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; An1s ONOMDKHOT peYOBUHU
(cepTudpikaTt BignoBsigHOCTI €Bponelickkili hapmakonei) - HoBui
cepTudikaT Big, HOBOro BUpPOGHYKa (3aMiHa abo AOMOBHEHHS) - MOJaHHSA
HOBOrO cepTudikaTa BignoBigHOCTI EBponelickkiii hapmakonei Ne RO-CEP
2013-350-Rev 01 ansa gjtouoi pevoBuHn Pantoprazole sodium
sesquihydrate Big HoBoro Bupo6HMka SHOUGUANG FUKANG
PHARMACEUTICAL CO., LTD.; 3MmiHu | T1ny - 3MiHW 3 siKocTi. AdI.
KoHTponb A®I. 3miHa y meTogax BunpobdysBaHHs APl abo BUXigHOrO
matepiany/NnpoMiXHOro NPOAYKTy/peareHTy, WO BUKOPUCTOBYETLCS Y
npoueci BUpobHuuTBa A®P| (He3HaUHI 3MiHW Y 3aTBEPIKEHUX MeTofax
BUNPOBYBaHHSA) - HE3HAUHI 3MiHW Y 3aTBEPMAXEHUX MeToAax BUNpobyBaHHSA
A®| 3a NoKa3HMKOM «P03Mip Y4acTok»; 3MiHU | TUMY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkumii 3aci6. 3MiHM Yy BUPO6HULTBI. 3MiHa po3mipy cepii
(BKKOYAOUM giana3oH po3Mipy cepii) roTOBOro NikapcbKoro 3acoby
(36inbLUeHHs Ao 10 pasiB MOPIBHSAHO i3 3aTBEPAYKEHNM PO3MIPOM) -
BBe[EHHS 10A4AaTKOBOro po3mipy cepii 13 1,680,000 TabneTok o BXe
3aTBepAKeHoro po3mipy 840,000 Ta6neTok 3 BIANOBIAHMMU 3MiHAMU Y
Ha3Bi 4OMNOMIKHOI Pe4OBUHM HaTPIlO Tigpodhocdar —BuganeHo cioBo
6e3B0OAHWIA BigNoBigHO A0 MoHorpadii EP; 3 po3giny 3.2.P.1 ans gjtovoi
PEeYOBUHN BUAAIEHO NOCUIAHHA Ha CTaHAAPT AKOCTI(BHYTPILLHA
cneuudikauis), 3a3Ha4eHo nocunaHHa Ha EP; KinbKicTb 4OMOMDKHOT
PeyoBMHM COMOsIMEPY METaKpUIOBOI KUC/IOTU | eTUaKpunaTty 3a3HauyeHo y
nepepaxyHky Ha Cyxy peuvoBuHy, BuganeHo gpasy «30% gucnepcis», 6e3
3MiHW KifIbKOCTI; 3MiHKM | TNy - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta
hapMakoHarnagy (iHwWi 3MiHW) - 3MiHW BHECEHI B IHCTPYKLi0 ANs
MeJMYHOro 3actocyBaHHsa y p. "Cknag" (40NomikHI peyoBuHM) BeeaeHHA
3MiH MPOTAroM 6-TW MicALIB Nic/1A 3aTBEPAKEHHS

140.

MAPAMNNEKC
IH®

po3uunH ans

iH €Ki 5 mr/mn,
no 1 mMn po3yvHy B
amnyni; no 5 amnyn
B bnicTepi; no 2

TOB
"PapmaueBTn
YyHa KoMMaHis
"CAJTIOTAPIC

YKpaiHa

MpAT "“Nlekxim-
Xapkis"

YKpaiHa

BHECEHHS 3MiH [J0 pEECTPaLiiiHUX MaTepianiB: BUNPaB/IEHHSI TEXHIYHOT
nomunku B MKA B po3gini "KinbkicHe BU3HaYeHHR", AKi 3aTBEPAKEHI
Hakazom MO3 Ykpainn Ne 1635 Big 07.09.2018 (npoueaypa - 3miHu | Tuny -
AnMiHIiCTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu Micus
NpOoBaPKEHHSA Ais/IbHOCTI BUPO6HUKa/iMnopTepa roToBoro JlikapCbKoro

3a
peyenmom

UA/15763/01/01
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Ne Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKko20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
6nicTepy B nauuj 3 3aco6y, BK/IHYaKuM [ibHULL BUNYCKY cepii abo MicLe NpoBeAeHHS
KapToHYy KOHTPOJIO AKOCTI. (AisaNbHICTb, 3a Ky BiAnoBigae BUpo6bHMK/iMnopTep,
BK/IO4A0UM BUMYCK Cepili) 3MiHa agpecy BUPOOHMKa, 6e3 3MiHN MicLA
BUPOGHMLTBA: BBEAEHHS 3MiH NPOTAroM 3-X MiCALIB NiCNs 3aTBEPOKEHHS).
Mpy nepeHeceHHi iHdopmaLii B oHoBNeHi MKA He 6ynn BpaxoBaHi 3miHu,
SKi 3aTBepapKeHi Hakazom MO3 Ykpainm Ne 12 Big 03.01.2018.
141. | NAPANNIEKC | po3uuH ans TOB YkpaiHa MpAT "Nlekxim- YkpaiHa BHECEHHS 3MiH [J0 pEECTpaLiiiHUX MaTepianiB: BUNPaB/IEHHSI TEXHIYHOT 3a UA/15763/01/02
IH® iH ekuini 15 mr/mn, "papmaueBTu Xapkis" nomunku B MKA B po3aini "KinbkicHe BU3HaYeHHR", AKi 3aTBEPKEHI peyenmom
no 1 mn po3uunHy B YHa KOMNaHis Hakazom MO3 Ykpainn Ne 1635 Big 07.09.2018 (npoueaypa - 3miHu | Tuny -
amnyni; no 5 amnyn | "CA/NIIOTAPIC AAMiHIiCTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo aapecu Micus
B 6nicTepi; no 2 " NPOBaKEHHS AiS/IbHOCTI BUPOOHMKa/iMnopTepa roToBOro Nikapcbkoro
6nicTepy B nayuj 3 3acoby, BK/IIOYaKuM AibHUL BUNYCKY cepii abo MicLe NpoBeAeHHS
KapToHy KOHTPO/IO SKOCTI. (Ais/IbHICTb, 3a 5Ky Bignosigae BupobHuK/imnopTep,
BK/IO4AI0UM BUMYCK Cepili) 3MiHa agpecn BUPOOHMKa, 6e3 3MiHN MicLA
BMPOGHMLTBA: BBEAEHHS 3MiH MPOTAroM 3-X MICALIB NIiCNSA 3aTBEPAXKEHHS).
Mpu nepeHeceHHi iHpopmaLii B oHoBeHi MKA He 6ynv BpaxoBaHi 3MiHK,
AKi 3aTBEpAKeHi Haka3om MO3 YkpaiHu Ne 12 Big 03.01.2018.
142. | NAPOKCUH TabneTku, BKpUTI TOB "®apma YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/3184/01/01
nAiBKOBOIO Crapt" Crapt" 3MiHK | TRy - 3MiHK 3 aKocTi. CepTudikaTt BignosigHocCTI/IE-cepTudikaT peuenmom
060n10HKot0, No 20 BiANOBIAHOCTI EBponeiickkili hapmakonei/moHorpadii. MogaHHA HOBOro
mr no 10 TabneTok abo oHoBNeHoro cepTudikaTa BignoBiAHOCTI abo BUTYYeHHs cepTudikata
y 6nictepi; no 3 BiAnoBigHOCTI E€Bponeiickbkili hapmakonei: ans A®l; ans BUXigHOro
abo 6 6nicTepiB y marepiany/peareHTy/npoMKHOrO MPOAYKTY, WO BUKOPUCTOBYIOTHCA Y
naJui 3 KapToHy BMPOGHMLTBI API; AN 4ONOMIXHOI peqyoBUHU (cepTudikaT BifnoBiAHOCTI
€Bponelicbkii hapmakonei) - OHOBMEHWIA cepTudikaT Big yxe
3aTBEPAKEHOro BMPOGHWMKA - NofaHHs oHoBneHoro CEP gnia Adl
MapokceTuHy rigpoxnopuay Hanisrigpaty Ne R1-CEP 2011-200-Rev 00 Big,
3aTBepxeHoro Bupo6Huka "Medichem, S.A.", IcnaHisa MNMonepesHi Bepcii:
CEP Ne RO-CEP 2011-200-Rev 01
143. | NAC rpaHynu CKAH IHais Bisimen Jlabc /lTg IHais BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasni: 3MiHa 3asBHUKa (BNacHuKa 3a UA/8971/01/01
KMLLKOBOPO3UUHHI, BIOTEK NTA, peecTpavuiiiHoro noceig4eHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460): peyenmom
80 /100 rmo 100 r 3MiHM | TMny - 3MiHKM Wop[o 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy.
y NakeTuky 3 BBegeHHs abo 3MiHM [0 y3arasibHeHWX AaHuX Npo cuctemy
antoMiHieBoi thapmakoHarnagy (BBefeHHs y3arasibHeHUX AaHnx Npo cuctemy
donbru, hapmMakoHarnsgy, 3MiHa yrnoBHOBaXXeHOT 0Co6M, BiANOBiga/IbHOI 3a
BK/1afileHoMy Y 3[iiCHeHHs hapMakoHarnsgy; KOHTakTHOT 0cobu 3 dhapmakoHarnsgy
nonieTnneHoBuii 3asBHUKa AN19 34iicCHeHHA hapMakoHarniagy B YkpaiHi, SKLL0 BoHa
nakeTuk, y BiAMIHHA BiJ YNOBHOBaXKEHOI 0CO6W, BiANOBIAA/IbHOT 32 34iNCHEHHS
KOMMJIEKTi 3 hapmakoHarnsgy (Bkovatouy KOHTaKTHI AaHi) Ta/abo 3MiHU Yy pO3MiLLeHHI
MipPHOIO JTOXKOIO Ta mMacTep-chaiina cuctemun chapmakoHarnsgy) 3mMiHa KOHTaKTHUX faHuX
nakeTom YNOBHOB&XEHOT 0CO6MU, BiANOBifa/IbHOI 3a (hapmakoHarnisg,. 3miHa micus
cunikareno y 3[iiCHEHHSI OCHOBHOI Aisi/IbHOCTI 3 chapmakoHarnsgy. 3mMiHa Homepa
n1acTMKOBOMY mMacTep-chaiina. 3miHa MicLe3HaxoMKeHHs MacTep-haina.
KOHTEelHepi
144. | NAC rpaHynu CKAH IHais Bisimep Jla6c Ntg IHais BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHa 3asiBHUKA (BNacHuKa - UA/10446/01/01
KMLLKOBOPO3YMHHI, BIOTEK NTA peecTpaLiiHoro noceigyeHHs) (3rigHo Hakaly MO3 Big 23.07.2015 Ne 460):

80 /100 r in bulk:

3MiHu | TMny - 3MiHKM Woao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
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Ne Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKko20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
no100ry BBefeHHsA abo 3MiHM [0 y3ara/ilbHeHUX JaHWUX NPo cucTemy
nakeTuky 3 chapmakoHarnsgy (BBEEHHS y3arasibHEHUX AaHVX MPO CUCTEMY
anomiHieBoi hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0co6W, BiANOBIAa/IbHOI 3a
osbru, 3[iiCHEHHSI hapMakoHarsay; KOHTaKTHOI 0cobu 3 chapmakoHarnsay
BKNafeHoMy y 3asBHUKA AN19 34iiCHEHHA hapMakoHarniagy B YkpaiHi, SKLL0 BoHa
noslieTuIeHoOBUM BiIMiHHA Bif, yNOBHOB&XXEHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
nakeTuk, no 100 hapmakoHarnsgy (Bkouvatouy KOHTaKTHI AaHi) Ta/abo 3MiHU Yy pO3MiLLeHHI
NaKkeTuKIB y MiLLKy mMacTep-chaiina cuctemun chapmakoHarnsgy) 3mMiHa KOHTaKTHUX JaHuX
nonieTusieHoBOMy YMOBHOBaXEHOI 0c06u, BiANOBIAa/IbHOI 3a thapMakoHarnsag,. 3miHa micus
B KapTOHHIlA 3[iiCHEHHS1 OCHOBHOT Aisi/IbHOCTI 3 chapMakoHarnsgy. 3mMiHa Homepa
kopo6Li; in bulk: no macTep-chaiina. 3miHa MicLe3HaxoMKeHHss MacTep-haina.
100 r y nakeTuky 3
antoMiHieBoi
dhonbru,
BK/1afileHoMy Y
nonieTnneHoBuii
nakeTuk, y
KOMN/IEeKTi 3
MipHOIO JTOXKOIO Ta
nakeTVKOM
cunikarento y
nnacTyKoBoMy
KOHTeliHepi; no 100
KOHTEliHepiB B
KapTOHHIli KopoobLi
145. | NEPUHAONP | Ttabnetkun, BKpUTI Tesa I3painb AT YropLyH BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais: 3a UA/14925/01/01
uni MN/1iBKOBOIO dapmaueBTika dapmaleBTUYHNI a 3MiHM | Tuny - 3miHK 3 skocTi. CepTudikar BignoBigHOCTI/IE-cepTudikar peyenmom
IHOANAMIA 060/10HKOI0, N0 5 n lHpacTpi3 3aBog TEBA BiANoBigHOCTI EBponeiickkili hapmakonei/MoHorpadii. MoAaHHA HOBOro
POPTE- mr/1,25 mr no 30 nrp. abo oHoBneHoro cepTudikara BignoBiAHOCTI abo BUNYyYeHHs cepTudikata
TEBA TabneTok y BiANOBIAHOCTI EBponeiickkiii hapmakonei: ans A®l; ans BuXigHoOro

KOHTeliHepi; no 1
KOHTeliHepy B
Kopobui

maTepiany/peareHTy/npoMKHOIO NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPOGHMLTBI APl; ANA 4ONOMIXHOI pevyoBuHU (cepTudikat BignoBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOBMeHW cepTuddikaT Big yxe
3aTBEPAKEHOrO BUPOGHMKA -
noAaHHA OHOBMIEHOTO cepTudikaTa BignoBigHOCTI EBponeichKii
thapmakonei Ne R1-CEP 1998-075-Rev 04 ans fito4oi peyoBuHM
Indapamide Big Bxe 3aTBepmkeHoro supobHuka BIOINDUSTRIA L.1.M.
S.P.A., sk Hacnigok 3miHa agpecu BnacHuka CEP (3aTBepgxeHo: Via De
Ambrosiis, 2-4-9 Italy-15067 Novi Ligure, Alessandria; 3anponoHoBaHo: Via
De Ambrosiis, Ne 2 Italy-15067 Novi Ligure, Alessandria); 3miHu | Tuny -
3MiHn 3 akocTi. CepTudpikaT BignosigHocTI/l E-cepTudikart BiANOBIAHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHS HOBOTro abo OHOBIEHOTO
cepTudikaTa BigNoBIigHOCTI abo BUyYeHHS cepTuddikaTta BignoBigHOCTI
€sponelicbkin hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoMKHOrO MPOAYKTY, WO BUKOPUCTOBYIOTHCS Y
BUPOGHMUTBI ADI; Ana AONOMDKHOT peqyoBrHK (cepTudpikar BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHoBMEHWI cepTuddikaT Bif yxe
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocgio4eHHs

3aTBEPAXEHOr0 BUPOGHUKA - NOAaHHA OHOB/IEHOTO cepTudikaTa
BifNoBigHOCTI €Bponelickkili hapmakonei Ne R1-CEP 1998-075-Rev 03
(3aTtBepmxeHo: R1-CEP 1998-075-Rev 02) ans fito4oi peqyoBuHU
Indapamide Big Bxe 3aTBepmkeHoro supobHuka BIOINDUSTRIA L.1.M.
S.P.A, Ak Hacnigok npueegeHHs cneumndikayii APl y BignosigHIiCTb A0
MoHorpadii EP

146.

NEPVHAOMNP
uni
IHAAMAMIA-
TEBA

TabneTku, BKPUTI
NAiBKOBOIO
060n0Hkoto, no 2,5
mr/0,625 mr no 30
TabneTok y
KOHTeliHepi; no 1
KOHTEliHepy B
Kopobu,i

TeBa
dapmaueBTika
n lHaacTpi3
nra.

13painb

AT
dapmaLleBTNYHNI
3aBog TEBA

YropLmH
a

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | Tuny - 3miHKn 3 AkocTi. CepTudikar BignosigHocTi/lE-cepTudikat
BiANOBiAHOCTI EBponeiickkili hapmakonei/MmoHorpadii. MogaHHA HOBOro
a60 OHOBEHOrO cepTudikaTa BigNoBIAHOCTI abo BUyYeHHs cepTudiikata
BiANOBIAHOCTI €Bponeiickbkin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOrO MPOAYKTY, WO BUKOPUCTOBYIOTHCS Y
BUPO6HMUTBI ADI; s ONOMDKHOT peqyoBrHK (cepTudpikar BignoBigHOCTI
€sponelicbkiin thapmakonei) - OHoBMeHWA cepTuddikaT Bif yxe
3aTBEPAKEHOr0 BUPOBHMKA -
noAaHHA OHOB/IEHOTO cepTudpikaTa BignoBifAHOCTI EBponeiickkiii
dhapmakonei Ne R1-CEP 1998-075-Rev 04 ans gito4oi peyoBuHn
Indapamide Big Bxe 3aTBepmxeHoro BupobHuka BIOINDUSTRIA L.I.M.
S.P.A,, sk Hacnigok 3miHa agpecu BnacHuka CEP (3aTBepaxeHo: Via De
Ambrosiis, 2-4-9 Italy-15067 Novi Ligure, Alessandria; 3anponoHoBaHo: Via
De Ambrosiis, Ne 2 Italy-15067 Novi Ligure, Alessandria); 3miHu | Tuny -
3MiHu 3 aKocTi. CepTudikaT BignosigHOCTI/I E-cepTudikaT BiANOBIAHOCTI
€sponelicbkin thapmakonei/moHorpadii. NMogaHHA HOBOro abo OHOBIEHOTO
cepTudpikaTa BignoBigHOCTI abo BUyYeHHs cepTudikaTta BigNoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMKHOrO NMPOAYKTY, WO BUKOPUCTOBYIOTHCS Y
BMPOGHMLTBI A®I; AN 4ONOMIXHOT peqyoBUHU (CepTudikaT BignoBiAHOCTI
€Bponelicbkiit hapmakonei) - OHOBMEHWIA cepTUddikaT Bif yxe
3aTBEPKEHOro BUPOOHMKA - MOAAHHS OHOB/IEHOTO cepTudikaTa
BignoBigHOCTi EBponeiickkii hapmakonei Ne R1-CEP 1998-075-Rev 03
(3aTBepmxeHo: R1-CEP 1998-075-Rev 02) ans Aitoyoi pe4oBuHU
Indapamide Big Bxe 3aTBepmkeHoro supobHuka BIOINDUSTRIA L.1.M.
S.P.A, Ak Hacnigok npuBeaeHHs cneumndikayii APl y BignoBigHIiCTb o
MoHorpadii EP

3a
peyenmom

UA/14925/01/02

147.

NIKOBIT®

TabneTkn, BKPUTI
o6onoHkoto, no 15
TabneTok y
6nictepi; no 2
6nictepu B
KapTOHHIli KopooLi

KPKA, a.4.,
HoBo mecTto

CnoBeHis

BiANOBigaIbHUI 3a
BMPOGHMLTBO “in
bulk", nepsrHHY

yMakoBKy,
BTOPVIHHY
ynakosky: KPKA,

A.4., HoBo mecTo,

CrnoseHis;

BiANoBiganbHUii 3a
KOHTPO/b cepii:
KPKA, a.4., HoBo

mecTto, CroseHis;

BiANoBigasIbHUIA 3a

CnoBeHis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:
3MiHK | TNy - 3MiHK 3 sAKocTi. CepTudikaTt BignosigHOCTI/I E-cepTudikaT
BiAnoBigHOCTI EBponeiickkili hapmakonei/MoHorpadii. MogaHHA HOBOro
ab0 OHOBEHOTO cepTudikaTa BifgNoOBIAHOCTI abo BUYYeHHS cepTudiikata
BiANoOBigHOCTI EBponeiickbkii hapmakonei: ans A®Il; ans BuXigHoOro
maTepiany/peareHTy/npoMiKHOIO NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHULTBI API; ANA 4ONOMIXHOI peyoBuHU (cepTudikaT BignoBIAHOCTI
€Bponelicbkiin hapmakonei) - OHoBMeHWIA cepTuddikaT Big yxe
3aTBEPXEHOT0 BUPOGHUKA - NOAAHHS OHOBMIEHOTO cepTuddikaTy
BignoBigHoCTi €Bponeiicbkoi thapmakonei Ne R1-CEP 2004-110-Rev 03
(3aTBepmxeHo Ne R1-CEP 2004-110-Rev 02) ans Ait040i pevoBUHU
HiKOTUHaMmiIZ, Big 3aTBEpKEeHOro BUpo6bHka LONZA GUANGZHOU
NANSHA LTD

6e3
peyenma

UA/8268/02/01
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Ne Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKko20 Bionycky peecmpayitiHo
3acoby 20
nocsioYyeHHs1
KOHTpO/b Ta
BUNYCK cepil:
KPKA, a.4., HoBo
MecTo
148. | NIKOBIT® cupon no 150 mn KPKA, a.4., CnoBeHis KPKA, a.4., Hoso CnoBeHis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 6e3 UA/8268/01/01
cupony y chnakoHi, HoBo mecTo MecTo 3MiHM | Tuny - 3miHK 3 AkocTi. CepTudikar BignosigHocTi/lE-cepTudikat peyenma
no 1 conakoHy BiAnoBigHOCTI EBponeiickkili hapmakonei/MoHorpadii. MoAaHHA HOBOro
pasom 3 MipHOt0 a60 OHOBNEHOTO cepTudikaTa BigNoOBIAHOCTI abo BUyUYeHHS cepTudikata
JIOXKOIO Y BiANOBIAHOCTI EBponeiickkiii hapmakonei: ans A®l; ans BuXigHoOro
KapTOHHI Kopo6Lyi mMartepiany/peareHTy/npoMbKHOIo NPOAYKTY, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMLTBI APl; ANA 4ONOMIXHOI peyoBuHU (cepTudikar BignoBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOBMeHWA cepTuddikaT Big yxe
3aTBEPXEHOrO BUPOGHUKA - NOAAHHS OHOBMIEHOTO cepTuddikaTy
BignosigHocTi €Bponeiicbkoi hapmakonei Ne R1-CEP 2004-110-Rev 03
(3atBepmxeHo Ne R1-CEP 2004-110-Rev 02) ans Aitoyoi pevoBuHN
HiKOTUHaMmiIZ Bif 3aTBEpkeHoro BupobHrka LONZA GUANGZHOU
NANSHA LTD
149. | NIOPAIr® po3unH no 10 mny Heollpo6ioKe KaHapa TOB «®APMEKC Ykpaina/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepiasnis: 3miHu | Tuny: 3a UA/15974/01/01
BAKTEPIO® CKNSTHOMY (p/1aKOoHi; ap IHk. FPYIM», Ykpaina KaHaga AAMIHICTpaTVBHI 3MiHW. 3MiHa Ha3BW NikapCbKOro 3acoby - 3MiHa Ha3Bu peyenmom
Alr no 1 conakoHy y ons nikapcbKoro 3acoby. 3atsepgxeHo: MIOPAI®. 3anponoHoBaHo: MIOPAI®
MONIBANEH KOMIMNEKTI 3 Heollpo6ioKeap BAKTEPIO®AI MONIBANEHTHUIA.
THWIA KPULLIKOIO- IHK., KaHaga
KpanenbHuLeo abo
6€3 KpULLKN-
KpanesbHuuj, B
iHAVBIgyansHOMY

nakyBaHHS B naui
3 KapToHy; no 10
MY CKNSIHOMY
dhnakoHi; no 4
hnakoHun B
KOHTYPHIli
YapyHKOBIl
ynakosLi; no 1
KOHTYPHIli
YapyHKOBIl
ynakoBLi y
KOMM/IEKTI 3
KpyLLKamm-
KpanensHULAMU
ab0o 6e3 KpuLLIOK-
KpanenbHuLb, B
iHAMBIAyanbHOMY
nakyBaHHS B nauui
3 KapToHy; no 20
M/1Y CKNSIHOMY
donakoHi; no 1
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYyeHHs1

hnakoHy B nauui 3
KapToHy; no 20 mn
Y CKISTHOMY
dhnakoHi; no 4
pnakoHun B
KOHTYPHIl
YapyHKOBIl
ynakosui; no 1
KOHTYPHIl
YapyHKOBIl
ynakosLi B navui 3
KapToHy; no 50 mn
y CKNsSHHOMY
dhnakoHi; no 1
chnakoHy B nauuj 3
KapTOHY

150.

MIPALLETAM

PO34MH aNna
iH'ekujin, 200 mr/mn,
no 5 mn B amnyni;
no 5 amnyny
KOHTYpHIl
YapyHKOBIl
ynakosLi; no 2
KOHTYpPHi YapyHKOBI
YNakoBKM y nauui

NAT
"Tannudapm”

YkpaiHa

MAT "ranuucpapm"

YkpaiHa

3MiHM | TUny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy -

3MiHU BHECEHI B TEKCT MapKyBaHHS YNakoBKV Nikapcbkoro 3acoby oo

3a3HayYeHHs MiKHapPOAHMX NO3HAYEHb OAVHWLIb BUMIPIOBaHHS. BBeAeHHSN
3MiH NPOTArom 6-Tu MIiCALIB NiCNA 3aTBEPAXKEHHS

3a
peyerimom

UA/0901/01/01

151.

NIPNAOKCHU
HY
rAPOX/OP
VA

PO34MH NS iH'EKLN
no 50 mr/mn, no 1
M B amnyni; no 10
amnyn B nauui 3
KapTOHY

My6niyHe
akuioHepHe
TOBapMCTBO

"Ny6Hnchapm"

YkpaiHa

MAT "ly6Hucbapm”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis:
3MiHK | TUNY - BBEAEHHSA HOBOro BUPOOHMKA 4151 Ail040i PEHOBUHM
Pyridoxine hydrochloride DSM Nutritional Products Ltd.(CEP Ne R1-CEP
1998-099-Rev 02) B AONOBHEHHS [0 3aTBEPMAXEHOr0 BUPO6HUKa AdDI
Jiangxi Sentai Pharmaceutical Co., Ltd, Kutaii

3a
peyerimom

UA/13549/01/01

152.

NONbKOPTO
NOH®

TabneTkv no 4 mr
no 25 TabneTok y
6nicTepi; no 2
6nictepu B
KapPTOHHI KopooL,ji

AT "Apamepn
dapma”

MonbLya

Mab6’AHiubkuii
hapmaueBTUYHUI
3aBog, Monbha
AT.

MonbLya

BHECEHHS 3MiH [0 peecTpauiiiHnx maTepianis: 3MiHa 3asBHMKa (BNacHUKa
peecTpavuiiiHoro noceigyeHHs) (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460):
BBefeHHA 3MiH NPOTArom 6-TW MiCALIB MicNs 3aTBEPMKEHHS. 3MiHU | Tuny -

3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsy. BeeneHHs abo

3MiHW [0 y3arasibHEeHNX AaHuX Npo cuctemy hapmakoHarnisgy (BBefeHHs
y3arasibHeHUX JaHux Npo cucTemy chapmakoHarnsgy, 3mMiHa

YNOBHOBaXKEHOI 0C06W, BifNOBIAaILHOT 3a 34iCHEHHS hapMmakoHarnsgy;

KOHTaKTHOT 0CO6U 3 chapMakoHarnsay 3asiBHVKa 415 34iCHEeHHS
thapmMakoHarnagy B YkpaiHi, AKLO BOHA BigMiHHA Bif, yNIOBHOBaXEHOT
0co6wu, BiAnoBifaNbHOI 3a 34iicHeHHA hapMakoHarniagy (BKoyarum

KOHTaKTHi faHi) Ta/abo 3MiHM Y PO3MiIlLLLEeHHI MacTep-dhaiina cucremm
chapmakoHarnsgy) 3miHa KOHTaKTHUX JaHnX YNOBHOBaXKEHOi 0Cobu
3asBHUKA, BiANOBIAANbLHOI 3a 3AiliCHeHHs hapmakoHarnagy. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI 0Cco6u, BiAMNOBIAa/IbHOT 3a 34iACHEHHS
hapmakoHarnsgy B YkpaiHi. 3aMmiHa MicLs 34iiACHEHHS OCHOBHOI AisifIbHOCTI
3 chapmakoHarnsgy. 3amiHa MicLie3HaxomKeHHs1 MacTep-chaiina cuctemu

3a
peyenmom

UA/3029/01/01
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dhapmakoHarnsgy.
153. | NPENIANN refb ans Mdpainzep IHk. CWA Mdpainzep Benbris BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/9727/01/01
eHJoLepBikanbHOr MeHtodekvypuHr AnMiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus peyenmom
0 BBefleHHs, 0,5 Benbrisa HB NpoBaPKEHHS AiS/IbHOCTI BUPOOHUKa/iMnopTepa roToBoro Nikapcbkoro
mr/3 r; no 31 reno 3aco6y, BKNOYauy AiNbHULI BUNYCKY cepii abo micue npoBefeHHs
B 0JHOPa30BOMY KOHTPOJI0 SIKOCTI. (AisfIbHICTb, 3a Ky BiAnoBigae BUpoGHWK/iMnopTep,
wnpwyj; no 1 BK/IOUA0UM BUMYCK Cepiid) YTOUHEeHHSA aapecy Bupo6Huka 13 MNdaiizep
wnpuuy B MeHtocbekuypuHr Benbria HB, Benbris, 6e3 3MiHM MicLsA BUPO6HMLTBA:
6nicTepHii BBefeHHs1 3MiHM NPOTAroM 6-TW MicALiB NiCNs 3aTBEPAXKEHHS
ynakosLi Ta 1
CTepuibHOMY
karetopy B
6nicTepHii
ynakosLi B
KapPTOHHI KOpOOLi
154. | NPOCMAH® Kpanni 20mr/mn no EHrenbrapg, Himeuun EHrensrapg Himeuun BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/0672/04/01
KPAMN/I BIA, 20 a6o no 50, abo ApuHaiimitten Ha ApuHaiimitTenb Ha 3MiHK | TUny - 3MiHM B npoueci BupobHuuTea A®I - 3miHa B npoveci peyenma
KALWUMHO no 100 mny b M6X & M6X & Ko. KI BMPOGHMLITBA CyXOro eKCTpaKTy AINCTS MW, Yy 3B8'A3Ky 3 onTUMIsalieto
hnakoHi 3 NpobKoto Ko.KI TEXHO/OMYHOr0 NPOL,ECY CKOPUrOBaHO HEKPUTUYHI TEXHIUHI NOKa3HUKN
KpanesnbHuLeto; No npoLiecy CyLUiHHA eKCTPaKTy, OCHOBHMIA MPOLEC eKCTpakL,ii 3anwaeTbes
1 chnakoHy B HEe3MiHHUM; 3MiHu | TUNY - 3MiHa Yy MeTogax BunpobysBaHHa APl abo
KapTOHHIA Kopoo6Ly, BUXIQHOrO MaTepiasy/NnpoOMiXXHOro NPoAYyKTy/peareHTy, Lo
BMKOPMCTOBYETLCA Y npoLieci BUpobHuuTea AP| - HE3HAUHI 3MiHW B
MeToAuLi BUNpobyBaHHA AD| Cyxuii eKCTpakT IMCTA NoLWA 3a NOKa3HNKOM
«KiflbKicCHe BM3HaYeHHs», L0 BUKOHYETLCA MeToAoM BEPX, y 3B’'A3ky 3
npuabGaHHAM HOBOro 06nafHaHHS; 3MiHW | Tuny - 3MiHa y meTogax
BMNPOBYBaHHS rOTOBOTO Nikapcbkoro 3acoby (He3HauHa 3MmiHa y
3aTBEPMAKEHNX MeToAax BUNPOBYBaHHS); 3MiHU | Tuny - 3MiHa y meTogax
BMNPOGYBaHHS rOTOBOTO /iKapCbKOro 3acoby (BUIyYeHHs1 MeToay
BUMPOOYBaHHSA, AKLLO BXe 3aTBeppKeHUi anbTepHaTUBHWI METOL); 3MiHN
Il TNy - 3MiHa NapameTpiB cneyudikauiii Ta/abo AONYCTUMMX MEX
rOTOBOrO J1iKapCbKOro 3acoby (iHLui 3mMiHKn)
155. | NYCTUPHUK | TpaBa, no 50 r abo MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/2266/01/01
A TPABA no 100 r y naykax 3 | dapmauesTny PapmMaLeBTUYHa 3MiHK | TUNy - 3MiHK WoAo 6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsay - peyenma
BHYTPILLHIM Ha habpuka thabpuka "Biona" 3MiHM BHECEHI B TEKCT MapKyBaHHsi BTOPMHHOI YNakoBKM J1iKapCbKOro
naketom; no 1,5ry "Biona" 3aco6y (po3LwwrpeHHs iHdhopmaLii). BBegeHHs 3MiH npoTsiroM 3-x micsiyis
hinbTp-nakeTi; no nicns 3aTBepmkeHHs
20 hinbTp-nakeTiB
y nasuj
156. | PEBMAJITUH | Tabnetku, no 15 mr TOB YkpaiHa TOB "dAPMEKC YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/11608/03/02
no 10 Tabnetok y "®APMEKC reyn" 3MiHuM Il TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta papmakoHarnsagy. peyenmom
6nicTepi, no 1 abo reyn" IHWWI 3MiHK, AIKi He BBILLAN Yy Lieli po3ain, Ski BKIYaoTh NOAaHHSA

2 6nictepn y nauyy;
no 20 Tabnetok y
6nicTepi, no 1
6nicTepy B naui

pe3ynbTaTiB AOC/iLKEHb A0 KOMNETEHTHOIO OpraHy - Nikapcbkuii 3acio
PeBmanruH, Tabnetku, no 15 mr no 10 TabneTok y 6nictepi, no 1 a6o 2
6nictepu y nayui; no 20 TabneTok y 6aicTepi, no 1 6nictepy B nauui €
6ioeKBiBa/IEHTHUM pedhepeHTHOMY JlikapCbkoMy 3acoby Mosanic®,
Tabnetku no 15 mr, Boehringer Ingelheim, Mpeuisi
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157. | PEAVUBEK Kancynu Teepai no O-p Peppi'c IHais O-p Peppi'c IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/16725/01/01
100 wmr; no 10 Nab6opaTtopic Nabopatopic T4 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI Ta chapmakoHarnsay. peyenmom
kancyn y 6nictepi, nTp, (BupobHuunii BBefeHHs1 abo 3MiHM [0 y3arasibHEHMX AaHWX NPOo cucTemy
no 6 6nictepis y Big4in - 7) thapmakoHarnsgy (BBefeHHs y3arasibHeHUX AaHuX Npo cucTemy
KapTOHHIli KopoobLi hapmMakoHarnagy, 3MiHa yrnoBHOBaXeHOT 0co6u, BiANOBiAa/IbHOI 3a
3[jiCHEeHHSsT hapMakoHarsay; KOHTaKkTHOI 0cobu 3 chapmakoHarnsgy
3asBHUKa 419 34iiCHeHHA hapMakoHarniagy B YkpaiHi, SKLL0 BoHa
BiMiHHa Bif, yNOBHOBaXXEHOI 0CO6U, BifiNOBIAA/IbHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bkovatouy KOHTaKTHI AaHi) Ta/abo 3MiHU y pO3MiLLeHHI
MacTep-alina cuctemu papMakoHarssay) - 3miHa ynoBHOBaXeHoi 0cobu
3asIBHIKA, BiANOBiAANLHOI 3a 3iiCHEHHS chapmakoHarnagy: fitoua
pegakuis Dr. Vijay Kumar Talla; MponoHoBaHa pepakuis — Dr. Chetan
Karoo. 3MiHa KOHTaKTHWX laH1X YNOBHOBaXeEHOI 0cobu
158. | PEOVBEK Kancynv Teepgi no [-p Peppi'c IHAis [-p Pegpj'c IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais: 3a UA/16725/01/02
400 wr; no 10 NabopaTtopic Na6opaTopic /T4, 3MiHM | TURY - 3MiHK Woo 6e3nekn/eddeKTUBHOCTI Ta hapMakoHarisgy. peyenmom
Kancyn y 6nictepi, nra (Bupo6HUunii BBefeHHs abo 3MiHM [0 y3ara/ibHEeHUX JaHWUX Npo cucTemy
no 3 6nictepn y Bigain - 7) thapmakoHarnagy (BBefeHHs y3arasibHeHNX AaHnx Npo cuctemy
KapTOHHIli KopoobLi hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0co6U, BiANOBIAa/IbHOI 3a
3[iiCHEHHS1 hapMakoHarsay; KOHTaKkTHOI 0cobu 3 chapmakoHarnsay
3a8BHMKa AN 34ICHEHHA ddapmakoHarnsagy B YKpaiHi, SKwo BoHa
BiIMiHHA BifJ, yNOBHOB&XXEHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnagy (BKIovaoUumn KOHTaKTHI AaHi) Ta/abo 3MiHW Y pO3MiLLEeHHi
MacTep-tharina cuctemum hapmakoHarisgy) - 3MiHa ynoBHOBaXKeHOT 0co6u
3a8BHKa, BiANOBIAANbLHOI 3a 34iiCHeHHS chapmakoHarnagy: [itoua
pegakuis Dr. Vijay Kumar Talla; MponoHoBaHa pepakuis — Dr. Chetan
Karoo. 3MiHa KOHTaKTHUX faHWX YMOBHOBaXEHOI 0cobu
159. | PEQUCTATU TabneTku, BKpUTI O-p Peppi'c IHAjA O-p Peppi'c IHAjA BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/14948/01/02
H nAiBKOBOIO Nab6opaTtopic Na6opaTopic NTg, 3MiHUM | TUNY - 3MiHK WoA0 6e3nekn/edhekTMBHOCTI Ta chapMakoHarnsay. peuenmom
060n10HKot0, No 10 nrg Brpo6Huya BBefeHHs abo 3MiHN [0 y3araslbHEHUX AaHuX Npo cuctemy
mr, no 10 TabneTok AinbHnUA - 1 dhapmakoHarnsgy (BBefjeHHs y3araslbHEHNX AaHVX Npo cuctemy
y 6nictepi, no 3 hapmakoHarnagy, 3MiHa yrnoBHOBaXeHO! 0cobu, BiANOBiAa1bHOI 3a
6nictepu B 34iiCHEHHS dpapMakoHarnsay; KOHTaKTHOI 0cobu 3 hapMakoHariagy
KapTOHHIli KopoobLi 3asBHMKa AN 34iiCHEHHA ddapMmakoHarnsaay B YkpaiHi, Ko BoHa
BiIMiHHA Bif, YNOBHOBaXEHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkovaouy KOHTaKTHI AaHi) Ta/abo 3MiHU Yy pO3MiLLEHHI
mMacTep-haiina cuctemu papMakoHarssay) - 3miHa ynoBHOBaXeHoi 0cobu
3asBHVKa, BignoBigasbHOI 3a hapmakoHarnsag. Aivoua pegakuis: Dr. Vijay
Kumar Talla MponoHoBaHa pegakuis: Dr. Chetan Karoo 3miHa KOHTaKTHUX
[aHyX YNOBHOBaXEHOI 0CO6W 3asBHIKa, BiANoBiganbHOT 3a
hapmakoHarniag,
160. | PEAUCTATWN | Tabnetku, BKpUTI O-p Peppj'c IHais O-p Pepai'c IHais BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais: 3a UA/14948/01/03
H NNiBKOBOIO NabopaTtopic Na6opaTopic /T4, 3MiHM | TUNY - 3MiHK Woo 6e3nekn/eddeKTUBHOCTI Ta hapMakoHarsay. peyenmom
060/10HKOI0, Mo 20 nrh Brpo6Huya BeefieHHs1 ab0 3MiHK [0 y3araslbHEHUX AaHuX Npo cuctemy
mr, no 10 TabneTok AinbHNUA - 11 dhapmakoHarnsgy (BBefileHHs y3araslbHeHNX AaHvx npo cuctemy

y 6nicTepi, no 3
6nictepu B
KapPTOHHI KOpOOLii

hapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi 0co6u, BiANOBIAa/IbHOI 3a
3[jiCHEHHsI hapMakoHarsay; KOHTaKTHOI 0cobu 3 chapmakoHarnsgy
3as1BHVKa /15 34iiCHEHHS hapMakoHarsgy B YKpaiHi, KLU0 BOHA
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BiIMiHHa BiJ, YNOBHOB&X€EHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkovaouy KOHTaKTHI gaHi) Ta/abo 3MiHU Y pO3MiLLeHHI
macTep-aiina cuctemy papMakoHarssay) - 3miHa ynoBHOBaXKeHOi 0cobu
3asBHVKa, BignoBigasbHOI 3a hapmakoHarnsag. Aivoya pegakuis: Dr. Vijay
Kumar Talla MponoHoBaHa pepakuis: Dr. Chetan Karoo 3miHa KOHTakTHUX
[aHyX YNOBHOB&XEHOI 0CO6M 3asBHIKa, BignoBiganbHOT 3a
hapmakoHarniag
161. | PEQUCTATWU | Tabnetku, BKpUTI [-p Peppi'c IHAis [-p Pegpj'c IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais: 3a UA/14948/01/04
H MN/1iBKOBOIO NabopaTtopic Na6opaTopic T4, 3MiHM | TURY - 3MiHK Woo 6e3nekn/eddeKTUBHOCTI Ta hapMakoHarisgy. peyenmom
060/10HKO10, M0 40 nTg Bupo6bHuua BBefeHHsA abo 3MiHM [0 y3ara/ilbHeHUX JaHWUX Npo cucTemy
mr, no 10 TabneTok LinbHUus - 11 hapmakoHarnsgy (BBeAEeHHs y3arasilbHEHUX faHMX NP0 cUCTeMy
y 6nicTepi, no 3 hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0co6U, BiANOBIAa/IbHOI 3a
6nictepu B 3[iiCHEHHS1 hapMakoHarsay; KOHTaKTHOI 0cobu 3 chapmakoHarnsay
KapTOHHI KOpOObLii 3asBHVKa 419 34iCHEHHS hapMakoHarisgy B YKpaiHi, KO BOHA
BiIMiHHA BiJ, yNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 32 34iiCHEHHS
hapmakoHarnagy (BKIovaoUumn KOHTaKTHI AaHi) Ta/abo 3MiHW Y pO3MiLLeHHi
MacTep-tharina cuctemm hapmakoHarisgy) - 3MiHa ynoBHOBaXKeHOT 0co6u
3a8BHMKa, BiANOBIAALHOI 3a hapmakoHarnsag,. fitoua pegakuis: Dr. Vijay
Kumar Talla MponoHoBaHa pepakuis: Dr. Chetan Karoo 3miHa KOHTakTHUX
[aHyX YNOBHOB&XEHOI 0CO6M 3asBHYKa, BigNoBigabHOT 3a
chapmakoHariag,
162. | PEAUCTATUN | Tabnetku, BKpUTI O-p Peppj'c IHais [-p Peppi'c IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/14948/01/01
H NAiBKOBOO NabopaTopic Nab6opaTopic /Tg, 3MiHM | TMNY - 3MiHK WoAo 6e3nekn/edheKTMBHOCTI Ta chapMakoHarnsay. peuyenmom
060/10HKOI0, M0 5 nTa Bnpo6Huua BBegeHHs ab0o 3MiHM A0 y3arasibHeHNX AaHuX Npo cuctemy
mr, no 10 TabneTok AinbHuus - 11 thapmakoHarnsgy (BBeEHHS y3arasibHEHUX AaHVX MPO CUCTEMY
y 6nictepi, no 3 hapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0co6u, BiANOBiAaIbHOI 3a
6nictepu B 3[iiCHeHHs hapMakoHarnsgy; KOHTakTHOT 0cobu 3 dhapmakoHarnsgy
KapTOHHIli KopoobLi 3asBHUKa 4151 34iiCHEHHA dapMakoHarnsay B YkpaiHi, Ko BoHa
BiIMiHHA Bif, yNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkovakouy KOHTaKTHI AaHi) Ta/abo 3MiHU y pO3MiLLEeHHI
MacTep-alina cuctemu papMakoHarssay) - 3miHa ynoBHOBaXeHol 0cobu
3as1BHVKa, BignoBigasibHOI 3a chapmakoHarnsag. [iova pegakuis: Dr. Vijay
Kumar Talla MponoHoBaHa pepakuis: Dr. Chetan Karoo 3miHa KOHTakTHUX
LaHnX YNOBHOBaXXEHOT 0CO6U 3aABHMKa, BifgnoBigabHOI 3a
thapmakoHaring,
163. | PUB'AYNN kancynu no 500 wr; TeBa I3painb AT YropLumH BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/6681/01/01
XNP-TEBA no 10 kancyny PapmacbioTiK dapmaveBTUYHNIA a 3MiHM | TUny - 3MiHK 3 AKocTi. CepTudikar signosigHocTi/lE-cepTudikar peyenma
6nictepi; no 7 abo an lHgacTpis 3aBog TEBA BIAMOBIAHOCTI €Bponelicbkili hapmakonei/MmoHorpadii. MogaHHA HOBOTO
9 6nicTepiB y nra abo oHoBNEeHOro cepTudikaTa BignoBiAHOCTI abo BUNYYeHHs cepTudikata

KapTOHHIlA KOpO6Li

BiNOBIAHOCTI €Bponelickkilt thapmakonei: ana Adl; ons BUXigHoro
maTtepiany/peareHTy/NPOMKHOIO NPOAYKTY, L0 BUKOPUCTOBYIOTHCSA Y
BMPOGHMLTBI A®I; ans gonoMixHoi pevoBuHn (MTE-cepTuddikat
BignoBigHoCTI €Bponelickkili hapmakonei ans A®l/BuxigHoro
MaTepiany/peareHTy/MpoMiKHOTrO NPOAYKTY abo JOMOMIKHOI PeYOBUHM) -
OHOBEeHWIA cepTudikar Bif BXe 3aTBePKEHOro BUPOGHUKA - NoAaHHSA
OHOBJIEHOr0 cepTudikaTa BignoBiAHOCTI EBponeiickkii hapmakonei Ne R1-
CEP 2000-312-Rev 01 (3atBepmxkeHo: R1-CEP 2000-312-Rev 00) ans
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[IOMOMIXHOI PEYOBWHM XeNaTuH Bif, BXe 3aTBepLKeHOro BUPOGHUKa
Italgelatine SpA, Italy.
164. | PUCCET® TabneTkn, BKpUTI MNiBA XopBarTist MNIBA XpBartcka XopBarTist BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais: 3a UA/4542/01/01
nNiBKOBOIO XpBaTcka 4.0.0. 3MiHU | TUNY - 3MiHW BHECEHO A0 IHCTPYKLT AN MeANYHOro 3acTOCyBaHHSA peyenmom
060/10HKO0, MO 1 4.0.0. nikapcbkoro 3acoby y po3ginu: "MpoTunokasaHHsa" (pegaryBaHHs TEKCTY),
mr, no 10 TabneTok "B3aemogis 3 iHWVMU NikapcbkMMK 3acob6amu Ta iHLWi BUAW B3aeMogiin”,
y 6nicTepi; no 2 "Oco6mBocCTi 3acTocyBaHHA", "Mo6IYHI peakuii" BIANOBIAHO 4O OHOBNEHOT
abo 6 6nicTepis y inchopmawuii 3 6e3neku Ajroyoi pevyoBUHN.
Kopobu,i BBefeHHs 3MiH NpoTsArom 3-x MicsLiB Nicnsl 3aTBEPKEHHS
165. | PUCCET® TabneTku, BKPUTI NNIBA Xopsaris MNIBA XpBaTcka Xopsartis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/4542/01/02
NAiBKOBOIO XpBarcka [.0.0. 3MiHK | TUMY - 3MiHW BHECEHO A0 IHCTPYKLiT 4719 MeAMYHOro 3aCTOCYBaHHS peyenmom
060/10HKOI0, MO 2 4.0.0. nikapcbkoro 3acoby y po3ginu: "MpoTunokasaHHsA" (pefaryBaHHA TEKCTY),
Mmr, no 10 Tabnetok "B3aemogis 3 iHWVMU NikapcbknMK 3acob6amu Ta iHLWi BUAY B3aeMogiin”,
y 6nicTepi; no 2 "Oco6mBOCTi 3acTocyBaHHSA", "Mo6iuHi peakuii” BiANOBIAHO 4O OHOBNEHOT
abo 6 6nicTepiB y iHchopmawii 3 6e3neku Ajro4oi pevyoBUHN.
Kopobui BBefieHHA 3MiH NPOTArom 3-X MicsLIB Nicns 3aTBEPKEHHS
166. | PUCCET® TabneTkn, BKPUTI NAIBA Xopsaris MNIBA XpBaTcka Xopsaris BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais: 3a UA/4542/01/03
nNiBKOBOIO XpBaTcka 4.0.0. 3MiHU | TUNY - 3MiHW BHECEHO A0 IHCTPYKLT A48 MeANYHOro 3aCTOCYBaHHS peyenmom
060/10HKO0, N0 3 4.0.0. nNikapcbkoro 3acoby y po3ainu: "MpoTunokasaHHs" (pegaryBaHHs TEKCTY),
Mr, no 10 TabneTok "B3aemMogisi 3 iHWMMM JlikapCbKUMK 3aco6amMm Ta iHLWi BUAW B3aEMOgii",
y 6nicTepi; no 2 "Oco6nmBOoCTi 3acTocyBaHHs", "Mo6iuHI peakuii” BiANOBIAHO 4O OHOBNEHOI
abo 6 6nicTepis y iHchopmauii 3 6e3neku Ajtoyoi pevyoBUHN.
Kopobu,i BBefeHHs 3MiH NpoTSArom 3-x MicsUIB Nicasl 3aTBEPAKEHHS
167. | PUCCET® TabneTkn, BKpUTI NNIBA Xopsartis MNIBA XpBaTcka Xopsartis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/4542/01/04
nAiBKOBOIO XpBarcka [.0.0. 3MiHK | TUNY - 3MiHW BHECEHO A0 IHCTPYKLIT 4719 MeAMYHOro 3aCTOCYBaHHS peyenmom
060n10HKot0, Mo 4 4.0.0. nikapcbkoro 3acoby y po3giau: "MpoTrnokasaHHsa" (pefaryBaHHs TeKCTy),
Mmr, no 10 TabneTok "B3aemogis 3 iHWVMU NnikapcbkMMK 3acob6amu Ta iHLWi BUAY B3aemMogiin”,
y 6nicTepi; no 2 "Oco61BOCTi 3acTocyBaHHSA", "Mo6IYHI peakuii" BIANOBIAHO 4O OHOBNEHOT
abo 6 6nicTepiB y iHchopmawii 3 6e3nekn Ajto4oi pevyoBUHN.
Kopobui BBefieHHA 3MiH NPOTArom 3-X MicsLUIB Nicns 3aTBEPKEHHS
168. | PO3YBACTA | Tabnetku, BKpUTI TosapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/15855/01/01
TUH IC NNiBKOBOIO [,04aTKOBOH [04aTKOBOK 3MiHM | TUNY - 4ONOBHEHHS NapameTpiB cneuydikalii NepBUHHOT yNakoBKM peyenmom
060/10HKOI0, N0 5 BignoBigasbHi BigNoBigaIbHICTIO (nniBka 6ap epHa) TecToM "laeHTudikawis®;
mr no 10 TabneTok cTHO "IHTEPXIM" 3MiHM | TUNY - 3MiHK chopMyntoBaHHA cneuudikaLii NPOMKHUX NPOAYKTIB
y 6nicTepi; no 3 "IHTEPXIM" («Cmecb ans TabnetmpoBaHus», «TabneTmacca») 3a nokasHukamm
6nictepn y nauui «OAHOPIAHICTL BMICTY», «KifIbKICHUIA BMICT»; 3MiHW | TUNY - BBEAEHHSA
[04aTKOBOro BUpo6bHmka AdI.
3MiHM Il TRy - 3MiHa napameTpiB cnevyudikauiin 3a T. «CynpoBigHi
[OOMILLKM» 36i/bLLEHHS HOPMYBaHHSA BMICTY gomiwku C 3 0,5% no 0,8%,
BiANoOBIAHO A0 BMMOr MoHorpadii EP Rosarvastatin calcium
169. | PO3YBACTA | Tabnetku, BKpUTI ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/15855/01/02
TUH IC NAiBKOBOIO [,00aTKOBOKO [,00,aTKOBOKO 3MiHM | TUNY - 4ONOBHEHHS NapameTpiB cneundikalii NnepBUHHOI YNakoBKu peyenmom
060n0HkKot0, No 10 BiANOBIAa/IbHI BiANOBIAA/TIbHICTIO (nniBka 6ap epHa) TecToM "lgeHTudikauis®;
mr no 10 TabneTok CTHO "IHTEPXIM" 3MiHW | TUNY - 3MiHW hopMyNoBaHHA crieuudikaLii NPOMIXHUX NPOAYKTIB
y 6nictepi; no 3 "IHTEPXIM" («Cmecb ans TabneTmpoBaHusi», «TabneTmMacca») 3a nokasHukamm

6nicTepu y nauui

«O[HOPIAHICTb BMICTY», «KifIbKICHUIA BMICT>»; 3MiHU | TUNY - BBEAEHHSA
[0[1aTKOBOro BUpo6bHuka AdI.
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3acoby 20
nocgio4eHHs
3MiHM Il TNy - 3MiHa napameTpiB cnewudikauiin 3a T. «CynpoBigHi
[OMILLKM» 36iNbLUEHHA HOPMYBaHHSA BMICTY gomiwkn C 3 0,5% ao 0,8%,
BignoBiAHO A0 BUMOr MoHorpadiii EP Rosarvastatin calcium
170. | PO3YBACTA | Tabnetku, BKpUTI ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/15855/01/03
TUH IC NAiBKOBOIO [,00aTKOBOKO [,00,aTKOBOKO 3MiHM | TUNY - 4ONOBHEHHS NapameTpiB cneuyudikauii NePBNUHHOI YNaKkoBKN peyenmom
0060/10HKO10, M0 20 BignoBigasbHi BignoBiga/bHICTIO (nniBka 6ap epHa) TecToM "lgeHTudikauis®;
Mr no 10 Tabnetok CTHO "IHTEPXIM" 3MiHM | TUNY - 3MiHW hopMyNioBaHHA crieuudikaLii NPOMiIXHUX NPOAYKTIB
y 6nicTepi; no 3 "IHTEPXIM" («Cmecb ans TabneTmpoBaHusi», «TabnermMacca») 3a nokasHukamm
6nictepy y navui «O[HOPIAHICTb BMICTY», «Ki/IbKICHWA BMICT»; 3MiHW | TUNY - BBEAEHHS
[0aTKOBOro BUpo6bHuKa AdI.
3miHuM Il Tvny - 3MiHa napameTpiB cneuudikauii 3a 7. «CynposigHi
[OMILLKM» 36iNbLUIEHHA HOPMYBaHHSA BMICTY gomiwku C 3 0,5% ao 0,8%,
BiAnoBiAHO A0 BUMOr MoHorpadii EP Rosarvastatin calcium
171. | PO3YBACTA | Tabnetku, BKpUTI ToBapucTBO 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/15855/01/04
TUH IC nAiBKOBOKO [L,04aTKOBOH [04aTKOBOK 3MiHM | TUNY - ONOBHEHHSA NapameTpiB cneumdikalii NepBUHHOT YNakoBKu peyenmom
060/10HKO10, M0 40 BignoBigasIbHi Bi4NoBiAa/IbHICTIO (nniBka 6ap epHa) TecToM "laeHTudikawis®;
mr no 10 TabneTok cTIO "IHTEPXIM" 3MiHM | TUNY - 3MiHK chbopMyNtoBaHHA cneuudikaLii NPOMKHUX MPOAYKTIB
y 6nicTepi; no 3 "IHTEPXIM" («Cmecb ans TabnetmpoBaHus», «Tabnermacca») 3a nokasHukamm
6nictepn y nauui «OAHOPIAHICTb BMICTY», «KifIbKICHUIA BMICT»; 3MiHW | TUNY - BBEAEHHSA
[04aTKOBOro BUpo6bHuka Ad.
3MiHM Il TRy - 3MiHa napameTpiB cnewyudikauiii 3a T. «CynpoBigHi
OOMILLKM» 36iMbLUEHHS HOPMYBaHHSA BMICTY gomiwwku C 3 0,5% po 0,8%,
BiANOBIAHO A0 BMMOr MoHorpadii EP Rosarvastatin calcium
172. | CEPMIOH® TabneTkn, BKpUTI Mdpaiizep IHkK. CWA Mdpaiizep ITanisa C. ITania BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/5183/01/01
N1iBKOBOIO p. n. AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo aapecu Micus peyenmom
060/10HKO10, Mo 30 NPOBaZKEHHS AiS/IbHOCTI BUPOBGHMKa/imMnopTepa roToBOro /ikapCbKoro
mr, no 15 tabneTok 3aco0by, BKIOYauM AiNbHUL BUMYCKy cepii abo MicLie NpoBeAeHHs
y 6nicTepi, no 2 KOHTPOJIO AKOCTI. (AisNbHICTb, 3a 5Ky BiAnoBigae BUpobHUK/iMnopTep,
6nictepn y BK/1HOYAOUM BUMYCK Cepili) 3MiHa agpecu BUpobHuka 13 MNdpaiisep ITanis
KapTOHHIlA KopoobLi C. p. n., ITanis, 6e3 3MiH1 MicLA BUpOGHMLTBA: BBEAEHHS 3MiH NpoTsrom 6
MicSILIIB 3 ATV 3aTBEPKEHHS
173. | CTONTYCUH | Tabnetku no 10 TeBa I3painb TOB TeBa Monbwa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 6e3 UA/2447/03/01
-TEBA TabneTtok y dapmaueBTika OnepeiwH3 3MiHK | TNy - 3MiHK 3 sAKocTi. CepTudikaTt BignosigHOCTI/IE-cepTudikaT peyenma
6nictepi, no 2 n lHpacTpi3 MonaHg BignoBigHOCTI EBponeiickkili hapmakonei/MoHorpadii. MogaHHA HOBOro
6nicTepy B KOpoo6LUi nTp, abo oHoBneHoro cepTudikata BignoBiAHOCTI abo BUNyYeHHs cepTudiikata

BiANoBigHOCTI E€Bponeiickkilii hapmakonei: ans A®Il; ans BuXigHoOro
marepiany/peareHTy/npoMKHOrO NMPOAYKTY, WO BUKOPUCTOBYIOTHLCS Y
BMPOGHMLTBI A®l; ANS 4ONOMIXHOI pevyoBuHU (cepTudikaT BignoBiAHOCTI
€Bponelicbkiin hapmakonei) - OHOBMIEHWI cepTuddikaT Big yxe
3aTBEPAKEHOr0 BUPOGHYKA -

OHoBreHMiA cepTUddikaT AN5 AjH040i pe4yoBUHM rBaiidhaHe3vH Bif yxe
3aTBepmKeHoro BupobHuka ZHEJIANG HAIZHOU PHARMACEUTICAL
CO., LTD., Kutaii 3i 3miHOtO0 Ha3Bwu Ta agpecu BnacHuka CEP; 3mibm | Tuny -
3MiHn 3 skocTi. CepTudpikaT BignosigHocTI/l E-cepTudikart BiANOBIAHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii. MogaHHsA HOBOro abo OHOB/IEHOTO
cepTudiikaTa BignoBiAHOCTI abo BUYyYeHHA cepTudikaTta BigNoOBIAHOCTI
€Bponelicbkili hapmakonei: anst A®I; ana BuxigHoro
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocgio4eHHs

maTepiany/peareHTy/npoMKHOrO NPOAYKTY, L0 BUKOPUCTOBYIOTHCSA Y
BMPOGHULTBI API; AN 4ONOMIXHOI peqyoBuHU (cepTudikar BifnNOBIAHOCTI
€Bponelicbkin hapmakonei) - OHOBMeHWA cepTuddikaT Bif yxe
3aTBEPXEHOr0 BMPO6HUKa - OHoBMeHwW cepTudikat (CEP - R1-CEP
2002-194-REV03) ans fitoyoi pevoBuHM realihaHesuH Big yxe
3arBepmxeHoro BupobHnka ZHEJIANG HAIZHOU PHARMACEUTICAL
CO., LTD., KnTai4, i iK HacnifoK 3HNXEHHSI KpUTEepIiB NPUAHATHOCTI Ans
6yab-5KOi HEBU3HAYEHOT AOMILLKM 3 He Binbe 0,10% a0 He 6inbwe 0,05%

174.

CYAOPETA

kancynu Teepgi no
75 mr, no 14
Kancyn y 6nictepi;
no 2 6nictepu B
Kopooui

4-p Peppi'c
Nab6opaTtopic
nTg

IHais

O-p Peapi'c
Na6opaTopic /Ta,
Brpo6Huya
OinbHUUS - 11

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais:
3MiHM | TUNY - 3MiHK WoA0 6e3nekn/edeKTMBHOCTI Ta chapMakoHarnsay.
BeefeHHs ab0 3MiHU [0 y3araslbHEHUX AaHuX Npo cuctemy
dhapmakoHarnsgy (BBefjleHHs y3araslbHeHNX AaHvx Npo cuctemy
hapmMakoHarnagy, 3MiHa yrnoBHOBaXeHOo! 0cobu, BiANoBifabHOI 3a
34iiCHEHHS dpapMakoHarnsay; KOHTaKTHOI 0cobu 3 hapMakoHariagy
3a8BHMKa 415 34iiCHEHHA dapMmakoHarnsaay B YkpaiHi, SKwo BoHa
BiIMiHHA Bif, YNOBHOBaXEHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkovaouy KOHTaKTHI gaHi) Ta/abo 3MiHN Yy pO3MiLLeHHI
mMacTep-aiina cuctemy papMakoHarssay) - 3miHa ynoBHOBaXKeHoi 0cobu
3asBHVKa, BignoBiganbHOI 3a hapmakoHarnsag. Aivoua pegakuis: Dr. Vijay
Kumar Talla. NMponoHosaHa pegakuis: Dr. Chetan Karoo. 3miHa KOHTaKTHUX
[aHnX YNOBHOBaXEHOI 0CO6M 3asBHKKa, BignoBiganbHOT 3a
hapmakoHarniag,

3a
peyenmom

UA/15871/01/01

175.

CYJOPETA

Kancynu TBepai no
150 wmr, no 14
Kancyn y 6nictepi;
no 2 6nictepu B
Kopobui

[-p Peagi'c
NabopaTtopic
nTg

IHais

A-p Peapi'c
Na6opaTopic /T4,
Bupo6bHuua
AinbHUUS - 11

IHais

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais:
3MiHM | TURY - 3MiHK Woo 6e3nekn/eddeKTUBHOCTI Ta hapMakoHarisay.
BBegeHHs1 ab0o 3MiHM A0 y3arasibHeHNX AaHUX Npo cuctemy
thapmakoHarnagy (BBefAeHHs y3arasibHeHUX AaHnx Npo cuctemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi 0co6Wu, BiANOBIAa/IbHOI 3a
3[jiCHEHHSs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3 chapmakoHarnsgy
3a8BHMKa AN 34ICHEHHA ddapmakoHarnsagy B YKpaiHi, SKwo BoHa
BiIMiHHA BiJ, YNOBHOB&X€EHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnagy (BkIvaoumn KOHTaKTHI AaHi) Ta/abo 3MiHW Yy pO3MiLLEeHHi
MacTep-tharina cuctemu hapmakoHarisgy) - 3MiHa ynoBHOBaXKeHOT 0co6u
3asBHVKa, BignoBigasibHOI 3a hapmakoHarnsag. Aivoya pegakuis: Dr. Vijay
Kumar Talla. MponoHoBaHa pepakuisn: Dr. Chetan Karoo. 3miHa KOHTakTHUX
[aHvX YNOBHOB&XEHOI 0CO6M 3asBHNKa, BignoBiganbHOT 3a
hapmakoHarnsag

3a
peyerimom

UA/15871/01/02

176.

CYMAMEZ®

kancynu no 250 mr;
no 6 kancyny
6nicTepi; no 1
6nicTepy B
KapTOHHI KOpOOLii

TeBa
dapmaueBTika
n lHpacTpi3
nra.

I3painb

MIBA XpBaTcka
[.0.0

Xopsartis

BHECEHHS 3MiH [0 peecTpavLjiiiH1ux maTepianis:
3MiHK | TUny - 3MiHK 3 skocTi. CepTudikaT BignosigHocTiI/IE-cepTudikaT
BiANoBigHOCTI EBponeiickkili hapmakonei/MoHorpadii. MogaHHA HOBOro
a60 oHOBNEHOrO cepTudikaTa BigNoOBIAHOCTI abo BUyUYeHHs cepTuduikata
BiANOBIAHOCTI €Bponelicbkiii hapmakonei: ans A®l; gna BuxigHoro
maTepiany/peareHTy/npoMKHOIO NPOAYKTY, L0 BUKOPUCTOBYIOTHCSA Y
BMPOGHULTBI API; AN fonoMixHOT pevosuHn (TE-cepTuddikart
BignoBigHOCTI €Bponelickbkili chapmakonei gns Adl/BuxigHoro
Marepiany/peareHTy/npoMiKHOr0 NPOAYKTY abo AONOMIKHOT peYOBUHN) -
OHOBNEeHWIA cepTudikarT Bif, BXe 3aTBepXeHOro BUpo6HUKa - MogaHHsA
OHoBneHoro CepTuduikaty BiANoOBIAHOCTI €Bponelicbkili papmakonei R1-

3a
peyenmom

UA/2396/03/01
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Ne Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKko20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
CEP 2003-172-Rev 02 (nonepegHs Bepcisa R1-CEP 2003-172-Rev 01) Big
BXE 3aTBEPAXeHOro BupobHuka Gelita group An1s AONOMKHOI peYOBUHN
XenartvH
177. | CYMETPO/I Tabnetky no 400 3AT YropLmH 3AT YropLmH BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/3194/02/01
M® mr/80 mr, no 10 PapmaneBTny a dapmaleBTUYHNN a 3MiHW | TURY - 3MiHK 3 AKOCTI. FOTOBMIA Nikapcbkuii 3aci6. KOHTponb peyenmom
TabneTok y HWiA 3aBO, 3asof ElIC [OMOMKHUX PEYOBUH. 3aMiHa mxepena ofepXaHHs A0NOMIKHOT peyoB/HN
6nictepi; no 2 ErC a60 peakTuBy, LLLO CTAHOBUTb PU3NK Nepefadi 36yaHukiB 'E (MaTepiany,
6nictepn y L0 CTaHOBUTL PU3MK Nepegadi 36yaHuvkis ME, Ha maTepian pocnnHHoro abo
KapTOHHIli KopoobLi CUHTETUYHOTO MOXOMKEHHS) - N1 LONOMIXHMX PEe4OBUH abo peakTuBiB, AKi
He BMKOPUCTOBYIOTLCA Y BUPOGHULITBI @aKTUBHOI PEYOBUHM
6i0/10r4HOro/iMyHO/10TYHOTO NOXOKEHHS, ab0o NikapcbKoro 3acoby
6i010ri4YHOro/iMyHO/OFYHOTO MOXOKEHHS - 3aMiHa AOMOMiXHOI PeYOBUHU
MarHito cTeapaTy TBApUHHOIO NOXOAXKEHHA Ha AOMOMKHY PEYOBUHY MarHito
cTeapaT POC/IMHHOIO MOXOMKEHHS. BUPOBHYK Ailo4oi peyoBuHM
3IMLIAETLCA HE3MIHHUM
178. | TENNICAPTAH | Tta6netku no 40 wmr; O-p Peppj'c IHais O-p Peppi'c IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/14589/01/02
no 10 TabneTtok y NabopaTtopic Nab6opatopic /Tg, 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI Ta chapMakoHarnsgy. peuyenmom
6nicTepi; no 1 abo nTa Bnpo6Huua BBegeHHs abo 3MiHM [0 y3arasibHeHWX AaHuX Npo cuctemy
3 6nictepu B LinbHUuS - 11 thapmakoHarnsgy (BBefeHHs y3arasibHeHUX AaHWX Npo cuctemy
KapTOHHI KOpOOLii thapMakoHarnsgy, 3MiHa yrnoBHOBaXXeHOT 0co6u, BiANOBiAaIbHOI 3a
3[iiCHeHHA hapMakoHarnsgy; KOHTakTHOT 0cobu 3 dhapmakoHarnsgy
3asBHUKa 419 34iiCHeHHA hapMakoHarnisgy B YkpaiHi, SKLL0 BoHa
BiIMiHHA Bif, yNOBHOB&XXEHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkovakouy KOHTakKTHI AaHi) Ta/abo 3MiHU Yy pO3MiLLEHHI
MacTep-aiina cuctemu papMakoHarssay) - 3miHa ynoBHOBaXKeHoi 0coou
3as1BHVKa, BignoBigasibHOI 3a chapmakoHarnsag. [itoua pegakuis: Dr. Vijay
Kumar Talla MponoHoBaHa pepgakuis: Dr. Chetan Karoo 3miHa KOHTakTHUX
LaHnX YNOBHOBaXXEHOT 0CO6U 3aABHMKa, BifnoBigabHOI 3a
thapmakoHaring,
179. | TENCAPTAH | Ttabnetku no 80 mr; O-p Peppi'c IHais O-p Peppi'c IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/14589/01/01
no 10 Tabnetok y Na6opaTopic Na6opaTopic ta, 3MiHM | TURY - 3MiHK Woo 6e3nekn/eddeKTMBHOCTI Ta hapmMakoHarnsgy. peyenmom
6nictepi; no 1 abo ntg Bupo6bHmua BBegeHHs abo 3MiHM [0 y3arasibHEHUX JaHWX NPO CUCTEMY
3 6nictepu B AinbHUA - 1 dhapmakoHarnsgy (BBefileHHs y3arasibHEHNX AaHvX Npo cuctemy
KapTOHHIli KopooLi hapmMakoHarnagy, 3mMiHa yrnoBHOBaXeHO! 0cobu, BiANOBiAaIbHOI 3a
34iiCHEHHS (papMakoHarnsay; KOHTaKTHOI 0cobu 3 hapMakoHaraay
3aABHUKa AN19 34iiCHeHHA hapMakoHarnagy B YkpaiHi, SKLo BoHa
BiAMiHHa Bif, yNOBHOBaXXEHOI 0CO6U, BiNOBIAAIbHOI 3a 34iACHEHHS
thapmakoHarnisgy (BKIYaoUM KOHTaKTHI AaHi) Ta/abo 3MiHW Y pO3MiLLEeHHi
mMacTep-halina cuctemu papMakoHarssay) - 3miHa ynoBHOBaXeHoi 0cobu
3asBHVKa, BignoBigasbHOI 3a chapmakoHarnsag. Aiova pegakuis: Dr. Vijay
Kumar Talla MponoHoBaHa pegakuis: Dr. Chetan Karoo 3miHa KOHTaKTHUX
[aHnX YNOBHOBAaXEHOI 0CO6M 3asBHIKa, BiANoBifanbHOT 3a
hapmakoHarniag,
180. | TENCAPTAH- | Tabnetku no 80 [O-p Peppi'c IHais [-p Pegpi'c IHais BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais: 3a UA/14775/01/01
H Mmr/12,5 mr, no 7 Na6opaTtopic Na6opatopic N4, 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/edpeKTMBHOCTI Ta chapMakoHarnsay. peuyenmom
TabneTok y nrh BeefeHHs ab0 3MiHM [0 y3araslbHEHUX AaHuX Npo cuctemy

6nicTepi; no 2 abo

thapmakoHarnagy (BBeAeHHs y3arasibHEHMX AaHWX NPO cUcTeMY
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Ne Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKko20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
4 6nictepu B thapmMakoHarnagy, 3MiHa ynoBHOBaXxeHOo! 0cobu, BiAnoBifabHOI 3a
KapTOHHIli KopooLi 3[jiCHEHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3 chapmakoHarnsgy
3a8BHMKa 415 34ICHEHHA ddapMmakoHarnsaay B YKpaiHi, SKwo BoHa
BiIMiHHA BifJ, YNOBHOB&X€EHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkovaoum KOHTaKTHI gaHi) Ta/abo 3MiHU Y pO3MiLLeHHI
macTep-aiina cuctemy papMakoHarssay) - 3miHa ynoBHOBaXKeHOi 0cobu
3asBHVKa, BignoBigasbHOI 3a hapmakoHarnsag. Aivoya pegakuis: Dr. Vijay
Kumar Talla MponoHoBaHa pepakuis: Dr. Chetan Karoo 3miHa KOHTakTHUX
[aHyX YNOBHOB&XEHOI 0CO6M 3asBHIKa, BiAnoBiganbHOT 3a
hapmakoHarniag,
181. | TENCAPTAH- | tabnetku no 40 [-p Peppi'c IHAis [-p Pegpj'c IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/14776/01/01
H mr/12,5 mr, no 7 NabopaTtopic Na6opaTopic /T4, 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. peyenmom
TabneTok y nTa BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX AaHUX Npo cuctemy
6nicTepi; no 2 abo thapmakoHarnagy (BBefeHHs y3arasibHeHNX AaHnx Npo cuctemy
no 4 6nictepu B hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0co6WU, BiANOBIAa/IbHOI 3a
KapTOHHIlA KopooLi 3[iiCHEHHS1 hapMakoHarisay; KOHTaKTHOI 0cobu 3 chapmakoHarnsay
3a8BHMKa AN 34ICHEHHA ddapmakoHarnsagy B YKpaiHi, SKwo BoHa
BiIMiHHA BiJ, yNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 32 34iiCHEHHS
thapmakoHarnagy (BKIovaoun KOHTaKTHI AaHi) Ta/abo 3MiHW Y pO3MiLLEeHHi
MacTep-haiina cuctemm hapmakoHarisgy) - 3miHa ynoBHOBaXKeHOI 0cobum
3a8BHMKa, BiANOBIAa/IbLHOI 3a hapmakoHarnsag,. fitoua pegakuis: Dr. Vijay
Kumar Talla MponoHoBaHa pepakuis: Dr. Chetan Karoo 3miHa KOHTakTHUX
[aHyX YNOBHOB&XEHOI 0CO6M 3asBHNKa, BigNoBigaNbHOT 3a
chapmakoHarsag,
182. | TIAMIHMIPO NOpPOLLOK TOB YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHa 3asiBHUKA (BNacHuKa - UA/11908/01/01
DOCDHATXN (cybeTaHuis) y “dapmaveBTn "®apmavueBTuyHa peecTpaLiiHoro noceigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460)
OPUAAMIHO | nnswkax 3 YHa KOMMNaHis hipma "dapKoC"
ALUETATO- nonieTunexHTepedT “®apKoC”
MATHIKO (11) anaty ans
KANIEBA hapmaueBTUYHOTO
Cilb 3acToCcyBaHHA
TPUTIAPAT
183. | TIOTPUA3ON | po3unH Ans iH'eKLil MAT YkpaiHa MAT "Tanuuchapm” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/2931/01/02
IH® 25 Mr/mnno 2 mn B "Tanuudgpapm" 3MiHK | TUNy - 3MiHK WoAo 6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsay - peyenmom

amnyni; no 10
amnyn y KOHTYpHIiA
YapyHKOBIl
ynakosLi, no 1
KOHTYPHIit
YapyHKOBIl
ynakoBLi B nauL;
no 4 mn B amnyni;
no 5 amnyny
KOHTYPHil
YapyHKOBIl
ynakosi, no 2
KOHTYPHIi YapyHKOBI

OHOB/IEHHS BXEe 3aTBEPPKEHOIO TEKCTY MapKyBaHHSA BTOPVHHOI Ta
nepBUHHOT ynakoBku /13 (BHECEHHS NO3HaYeHb OAMHULL BUMIPOBaHHS, 3
BVKOPUCTAHHAM JliTep NaTUHCLKOro andasiTy).BBefeHHA 3MiH NPOTArom 6-
TV MiCAILIB NiCNs 3aTBEPAKEHHST
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocgio4eHHs

YNakoBKMW B naui

184.

TPECIBA®
®NIEKCTAY®

PO34MH aNna
iH'ekujin, 100 O4/mn
no3wmny
KapTpuaXi, K1
MICTUTbCS Y
6araTof030Biii
04HOpPas3oBii
WwnpuL-pyyj; mo 1
a60o no 5 wnpwu-
PYYOK Y KapTOHHIl
Kopobui

A/T Hoso
Hopaic

[NaHis

A/T Hoso Hopgick,
[OaHis
(BMpo6HULTBO,
HanoBHEHHS B
NepBUHHY YNakoBKy
Ta KOHTPO/b Ganky.
BignosiganbHuii 3a
Bunyck); A/T HoBo
Hopgick, daHis
(BupobHuyTBO,
HanoBHEHHS B
NepBUHHY YNakoBKy
Ta KOHTPO/b Banky.
KomnnektyBaHHs,
MapKyBaHHA Ta
BTOPUHHE
nakyBaHHs
roTOBOrO NPOAYKTY.
KoHTponb skocTi
6asiky rotoBoro
NpoAykTy Ta
KiHL,€BOro rotoBoro
npoaykty); AIT
Hoso Hopgick,
[JaHis
(MapkyBaHHs Ta
BTOPVHHE
nakyBaHHs
roToBOro
npoaykty); Hoso
Hopgaick
MpogatokcboH CAC,
PpaHuin
(mMapkyBaHHs Ta
BTOPVIHHE
nakyBaHHs
roTOBOro NPOAYKTY)

NaHis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:
3MiHU | TUMY - 3MiHW BHECEHO A0 MapKyBaHHS BTOPMHHOT yNakoBKu
nikapcbkoro 3acoby A0 n.7 "IHWi 0cobnuBi 3acTepexeHHs"; 3MiHu 1l Tuny -
3MiHWM BHECEHO [0 IHCTPYKLi 419 MEANYHOr0 3acTOCyBaHHS NiKapCbKOro
3acoby Ao po3ginis "®apmakosnoriyHi BNacTMBOCTI" Ha NiACcTaBi OHOBMEHNX
AaHux KniHivHoro gocnimkeHHa DEVOTE, go po3ainis "Oco6mBocTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta f03W" 415 3MEHLLEHHS
NOTEHUIAHOTO pU3nKy MeauyHoT NoMuku Ha 3anuT Big PRAC, go po3giny
"apmMakosorivyHi BNacTMBOCTI" 040 OHOBEHOI iHGhopMaLlii Npu nepexogai
3 iHWKMX 6a3anbHUX iHCYNIHIB Ta BNAMB Tpeci6a® Ha rinornikemito, Ao
po3giny "Cnoci6 3actocyBaHHS Ta 4031" LWOAO0 OHOB/IEHOI iHGhopMaL,i npu

nepexofi 3 iHWKnX 6a3anbHNUX iHCYNIHIB Ta BNAvB Tpecib6a® Ha rinornikemito.

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

3a
peyerimom

UA/14264/01/01

185.

TYBEPKYNIH
nna RrT 23
Ssi

PO3YMH ANS iH'EKL
2 TO/0,1 mn; in
bulk: no 1,5 mny
hnakoHax Nel300-
1400 B
n1acTMKOBOMY
MiLLIKY

CrareHc
Cepym
IHCTUTYT

[aHis

Ei Dxeit BakumHec
EW/Ec

[JaHis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:

3MiHM | TUny - 3MiHKW 3 sIKOCTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMnopTepa/3aMiHu, L0 CTOCYIOTLCS BUNYCKY cepii Ta
KOHTPOJI0 SKOCTi FOTOBOTO J1iKapCbKOro 3acoby (3amiHa abo fgofaBaHHSA

[iNbHULI, Ha SKill 3AJACHIOETLCSI KOHTPOL/BUNPOGYBaHHS cepii) -
[0JaBaHHA KOHTpaKTHOI labopatopii Statens Serum Institut, Denmark

BifjNOBIabHOI 32 YyTPYMYBaHHS Ta NOBOMXXEHHS 3 TBAPUHAMW, SiKi

BMKOPUCTOBYIOTLCA B BIONOMNYHUX LiNAX ANS TECTIB KOHTPO/O
AKOCTI/BUNPOBYBaHHs cepii

UA/16761/01/01
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Ne Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKko20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
186. | TYBEPKY/IH | po3uvH Ans iH'exuili CraTeHc [aHia Eli kel BakunHec [aHia BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/16739/01/01
nna RT 23 2TO/0,1 mn; no 1,5 Cepym Eli/Ec 3MiHU | TUNY - 3MiHK 3 AKOCTI. FOTOBUIA Nikapcbkuii 3aci6. 3MiHW y peyenmom
Ssi M po3umnHy (15 IHCTUTYT BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, L0 CTOCYIOTLCS BUMYCKY cepii Ta
[03) y chnakoHi; no KOHTPOJIO SIKOCTi rOTOBOrO MikapcbKoro 3acoby (3amiHa abo foaaBaHHSA
1 a6o 10 chnakoHis [iNbHWL, Ha SiKilA 3QiCHIOETLCA KOHTPOL/BUNPOBYBaHHSA cepii) -
B KapTOHHIiA [0faBaHHA KOHTpakTHOI fabopatopii Statens Serum Institut, Denmark
Kopobu,i 3 Bi4NOBiAa/IbHOT 32 YTPYMYBaHHS Ta NMOBOKEHHS 3 TBapUHAMK, SAKi
MapKyBaHHAM BVMKOPUCTOBYIOTLCA B BION0MYHUX LiNsAX ANS TECTIB KOHTPO/O
YKPaiHCbKO AKOCTI/BUNPOBYBaHHS cepii
MOBOIO
187. | TYBEPKYNIH | po3uvH ans iH'exuin TOB YkpaiHa TOB "NOM'EP YkpaiHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/16762/01/01
nna RT 23 2 TO/0,1 mn, no 1,5 "MOM'EP PAPMA" [aHis 3MiHM | TUNY -3MiHW 3 SKOCTi. [OTOBWIA Nikapcbkunii 3aci6. 3miHK y peyenmom
SSI M/ po3umnHy (15 PAPMA" Ykpaina BMPOBHUUTBI. 3MiHa iMNopTepa/3aMiHK, LLLO CTOCYIOTLCA BUMNYCKY cepii Ta
[03) y ch1akoHi; no (BUPOGHNLTBO 3 KOHTPO/IO SIKOCTi rOTOBOrO MikapcbKoro 3acoby (3amiHa abo goaaBaHHsA
10 chnakoHiB y nakyBaHHs in bulk [iNbHULI, Ha K 34iACHIOETLCS KOHTPONL/BUMPOGYBaHHS cepii) -
KOHTYPHIit ipMn-BMpoOHUKA [oflaBaHHA KOHTpaKTHOI nabopatopii Statens Serum Institut, Denmark
YapyHKOBIli Eli kel BakunHec BiANOBIAA/IbHOI 3@ YTPUMYBaHHS Ta NOBOL)KEHHS 3 TBApUHaMK, SKi
ynakosLi abo 6e3 Eii/Ec, [aHis) BMKOPWCTOBYIOTbCS B 6i0NOTMYHMX LiNSX 415 TECTIB KOHTPOSIO
KOHTYpPHOI AKOCTI/BUNPOGYBaHHSA cepil hopmu in bulk
YapyHKOBOI
YNakoBKN Y
KapTOHHIA KopobL;
no 1,5 M1 po3umHy
(15 po3) y donakoHi;
no 1 chnakoHy y
kommnnekTi 3 15
wnpuuamm y
KOHTYPHIit
YapyHKOBIli
ynakosLi abo 6e3
KOHTYpPHOT
YapyHKOBOI
YNakoBKN Y
KapTOHHIli KopoobLi
188. | YHA3NH® NMopoLIOK aNs NOANIEP CWA Mdpaiizep Moban AnoHis/ BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/5992/01/01
pPO3uunHy Ansa IHK., Cennnait OxanaH ITania 3MiHu |l TUNY - 3MiHW BHECEHO A0 IHCTPYKLT 4719 MeAWNYHOro 3aCTOCYBaHHSA peyenmom
iH'ekuii no 0,75T; 1 IHK. Harost MnaHT, nikapcbKoro 3acoby fo po3szinis "®apmakonoriyHi BnactneocTi”,
dhnakoH 3 AnoHis "B3aemogis 3 iHWVMU nikapcbkMMK 3acob6amu Ta iHLWi BUAY B3aEMOgiin",
NMOPOLLUKOM Y (BMpPOGHNLTBO "Ocob6nmBoCTi 3acTocyBaHHSA", "MMo6iuHi peakuii”. BBe4eHHSA 3MiH MPOTArom
KapTOHHIlA ynakoBL,i CTEepPU/IbHOI CyMiLLi 3-x micsLiB nicns 3aTBEPAKEHHS
cynbbaktamy
Hatpito Ta
amniynniny

HaTpito); Xaynt

dapwma JlatiHa
C.p.n., Itania
(cTepunbHe
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYyeHHs1

HanoBHEHHS,
nakyBaHHs,
KOHTPO/Tb AKOCTI,
BMNYyCK cepii)

189.

YHA3SUNH®

MOPOLLIOK A5
PO34nHyY Ans
iH'ekuiino1,5r; 1
hnakoH 3
MOPOLLKOM Y
KapTOHHI ynakoBLi

NMOAN3EP
IHK.

CLIA

Mdpaiizep Mnoban
Cennnait JkanaH
IHK. Haros lMnaHT,
AnoHis
(BMpOGHMLTBO
CTEePU/IbHOI CyMiLi
cynbbaktamy
HaTpilo Ta
amniynniny
HaTpito); Xaynt
dapma NatiHa
C.p.n., Itania
(ctepunbHe
HamnoBHEHHS,
nakyBaHHs1,
KOHTPO/Ib SIKOCTI,
BMNYyCK cepii)

AnoHis/
ITanis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:
3MiHu |l TMNy - 3MiHK BHECEHO A0 IHCTPYKLiT AN MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3gainis "®apmakonoriyHi BnactnsocTi”,
"B3aemogis 3 iHWVMK nikapcbkMMK 3acob6amu Ta iHLWi BUAY B3aEMOgiin",
"Oco6nmBoCTi 3acTocyBaHHA", "M06iuHi peakuii”. BBegeHHSA 3MiH MPOTAromM
3-x micsLiB nicns 3aTBEPKEHHS

3a
peyerimom

3a

UA/5992/01/02

UA/5992/01/03

190.

YHA3NH®

NOPOLLIOK ANs
PO34mnHy Ans
iH'ekuinno 3,0r; 1
hnakoH 3
MOPOLLKOM Y
KapTOHHI ynakoBLi

MN®AN3EP
IHK

CWA

Mdpaiizep Moban
Cennnain [xanaH
IHK. Haros MNnaHT,
AnoHia
(BMPOGHMLTBO
CTepPU/IbLHOI CyMiLLi
cynbbakTamy
HaTpito Ta
amniynniny
HaTpito); Xaynt
dapma NlatiHa
C.p.n., Itania
(cTepunbHe
HanoBHEHHS,
nakyBaHHs,
KOHTPO/b AKOCTI,
BWMYCK cepii)

AnoHis/
ITanis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHY Il TUNY - 3MiHW BHECEHO A0 IHCTPYKLii AN MEeAUYHOT0 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3Ainis "®apmakonoriyHi BnacTmBocTi”,
"B3aemogis 3 iHWKMU NikapcbknMK 3acob6amu Ta iHLWi BUAY B3aeMogiin”,
"Oco6nuBocTi 3acTocyBaHHA", "Mo6iuHI peakuii”. BBeAEHHA 3MiH MPOTArom
3-x micALiB nicns 3aTBEPKEHHSA

peyenmom

191.

YHINAT

Kpanni o4Hi,
po34nH 50 MKr/mn
no25mny
pN1aKoHi-
KpanenbHuui; no 1
oNakoHy-
KpanesibHULi B
KapTOHHI Kopobuj

TOB "YHimep,
dapma”

Cnosaub
Ka
Pecny6ni
Ka

TOB "YHimep,
Papma”

Cnosaub
Ka
Pecny6ni
Ka

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TURY - 3MiHK Woo 6e3nekn/eddeKTMBHOCTI Ta hapmMakoHarnsgy.
BBegeHHs1 ab0 3MiHM [0 y3arasibHEeHNX AaHuX Npo cuctemy
dhapmakoHarnsgy (BBefileHHs y3arasibHEHNX AaHvX Npo cuctemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi 0co6W, BiANOBIAa/IbHOI 3a
34iiCHEHHS dpapMakoHarnsay; KOHTaKTHOI 0cobu 3 hapMakoHaraay
3aABHUKa AN19 34iiCHeHHA hapMakoHarnagy B YkpaiHi, SKLo BoHa
BiAMiHHa Bif, yNOBHOBaXXEHOI 0CO6U, BiNOBIAAIbHOI 3a 34iACHEHHS
dhapmakoHarisgy (BKIYaUM KOHTaKTHI AaHi) Ta/abo 3MiHW Y pO3MiLLEeHHi

3a
peyenmom

UA/14038/01/01
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Ne Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKko20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
mMacTep-alina cuctemu papMakoHarssay) - 3miHa KOHTakTHOI 0co6u
3as1BHUKA, BiANOBiAaIbHOI 3a 34iicHeHHA hapMakoHarnagy B YkpaiHi.
[itoua pepakuis — KanawHuk Jlapnca OnekcaHgpiBHa. NMponoHoBaHa
pefakuis — N'ypcbka Oapis AMuTpiBHA. 3MiHA KOHTAKTHUX JaHUX KOHTaKTHOT
0C06M 3asiBHUKA, BiANOBIAANbHOI 3a 34iICHEHHS hapmakoHarnsgy B
YKpaiHi
192. | YHI®/IOKC Kpansi O4Hi/BYLLHI, TOB "YHimepn | Cnosaub TOB "YHIME[ Cnosaub BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/12837/01/01
po3unH 0,3 % no 5 dapma” Ka PAPMA" Ka 3MiHM | TURY - 3MiHK Woo 6e3nekn/eddeKTMBHOCTI Ta hapmakoHarnsgy. peyenmom
MmNy Pecny6ni Pecny6ni BBefeHHs1 abo 3MiHU [0 y3arasibHEHUX AaHKX NPo cucTemy
nnacTyKoBOMy Ka Ka dhapmakoHarnsgy (BBeEeHHS y3arasibHeHUX AaHVX Npo cucTemy
KOHTenHepi- hapMakoHarnagy, 3MiHa yrnoBHOBaXXeHOT 0cobu, BiANOBiAaIbHOI 3a
KpanesnbHuui ; no 1 3[jiCHEeHHS1 hapMakoHarsay; KOHTaKkTHOI 0cobu 3 chapmakoHarnsay
KOHTeliHepy- 3asBHUKa AN19 34iiCHeHHA hapMakoHarniagy B YkpaiHi, SKLLo BoHa
KpanesnbHuL,i B BiIMiHHA Bif, yNOBHOB&XXEHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
KapTOHHIli Kopoobui hapmakoHarnsgy (Bkovakouy KOHTakKTHI AaHi) Ta/abo 3MiHU Yy pO3MiLLeHHI
mMacTep-alina cuctemu hapMakoHarssay) - 3miHa KOHTakTHOI 0co6u
3asBHVKa, BiANOBIAaNbHOI 3a 34iCHEHHA dhapmakoHarnagy B YkpaiHi.
[itoua pepakuis — KanawHuk /lapnca OnekcaHgpiBHa. MponoHoBaHa
pepakuis — N'ypcbka Oapis AMuTpiBHA. 3MiHA KOHTAKTHUX JaHUX KOHTaKTHOT
0cob6u 3asBHMKA, BiANOBIAAILHOI 3a 34iiCHEHHSA thapmakoHarnagy B
YKpaiHi
193. | YPOJIECAH® | kpanni opaibHi no MAT YkpaiHa MAT "Tannucpapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnux maTepianis: 6e3 UA/2727/02/01
25 Mn 'y donakoHi- "Tannudapm” 3MiHM | TURy - 3MiHK 3 AKOCTi. FoTOBMIA NikapCbkuii 3aci6. 3MiHN Y peyenma
KpanensHuui, no 1 BMPOGHMLTBI. 3MiHM Y NpoLieci BUPOGHMLITBA FOTOBOTO /iKapCbKOro 3acoby,
dhnakoHy- BK/THOHAI0UM NPOMiXHWIA NPOAYKT, L0 3aCTOCOBYETLCA NPU BUPOOHULTBI
KpanenbHuui B roTOBOrO NiKapCbKOro 3acoby (He3HayHa 3miHa y Npoueci BUPOOHULITBA) -
naJui; no 25 mny BHECEHHS 3MiH o0 po3giny 3.2.P.3. MNpouec BUpOGHMLTBA NiKapCbKOro
donakoHi- 3aco0y, 30KpeMa: BUKNAAEHHS TEKCTY KOPOTKOrO OMUCY TEXHOMOTYHOIo
KpanesnbHuL,, npovecy Ta TEXHOOrIYHOI cxemMn BUpobHULTBa /13 B HOBI pefakuii;
3aKpuToMy 3MiHM | TUNY - 3MiHK 3 AKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y
KPULLIKOIO 3 BUPOGHMUTBI. 3MiHa po3Mmipy cepii (BK/oYarumn giana3oH po3mipy cepir)
KOHTpONIEM rOTOBOrO /liKapCbkoro 3acoby (iHLi 3MiHW) - 3MiHa TEOPETUYHOMY PO3Mipy
nepLLoro cepili N3 (3aTBepmxeHuii po3mip: 66,160 Tuc. yn.; 3anponoHoBaHui
pPO3KpUTTS, No 1 po3mip: 65,612 Tu1C. yn.) 06ymoB/ieHa 36iNbLIEHHAM TOYOK KOHTPOJIHO Ha
pNakoHy- cTagjisix TexHonoriyHoro npouecy. O6'em cepii 'N13 3annwaeTbes
KpanenobHuui B He3MiHHUM - 1640,3 n
nayui
194. | YPOJIECAH® | kpanni opasibHiin MAT YkpaiHa MAT "Tanuuchapm™ YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais: - UA/9517/02/01
bulk: no 25 mny "Tanuudapm” 3MiHM | TUny - 3MiHKU 3 SKoCTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHU Y

hnakoHi-
KpanenbHuLi ; no
88 chnakoHiB-
KpanesnbHuLb Yy
KOpoo6i
KapTOHHOMY; Mo 25
MN 'y chnakoHi-
KpanenbHuuj,

BMPOGHMLTBI. 3MiHK Y NpoLieci BUPOGHMLITBA rOTOBOTO NiKapCLKOro 3acoby,
BK/THOYAOUM NPOMIXKHUIA MPOAYKT, L0 3aCTOCOBYETLCSA MNPV BUPOOHMLTBI
roTOBOrO JlikapcbKoro 3acoby (He3HauHa 3MmiHa y npoueci BUpobHULTBA) -
BHECEHHS 3MiH [0 po3giny 3.2.P.3. MNMpouec BUPOGHMLTBA NiKapCbKOro
3aco0y, 30KpemMa: BUKNAAEHHS TEKCTY KOPOTKOrO OMUCY TEXHO/OTYHOIo
npoLecy Ta TEXHOJOTYHOI cxeMu BUpobHULTBa /13 B HOBIl pefakyii;
3MiHW | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKAPCbKWIA 3aci6. 3MiHN Y
BMPO6GHMUTBI. 3MiHa po3mipy cepii (BkAYalum giana3oH po3mipy cepii)
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Ne Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKko20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
3aKpuTOMy roTOBOrO JlikapcbKoro 3acoby (iHLi 3MiHW) - 3MiHA TEOPETUYHOMY PO3Mipy
KPULLIKOIO 3 cepiin TN3 (3aTBEpKEHW po3Mip: 66,160 TUC. yn.; 3aNpoNoHOBaHWIA
KOHTpONeM po3wmip: 65,612 Tuc. yn.) 06ymoBieHa 36iMbLUEHHSAM TOHOK KOHTPOJIIO Ha
nepLioro cTafisx TexHonoriyHoro npotecy. O6'eM cepii 113 3anvwaeTbcs
PO3KpUTTH, no 88 He3MiHHUM - 1640,3 n
dhrakoHiB-
KpanenbHuupb y
KOpPO6i KapTOHHOMY
195. | YPCOCAH® kancynv no 250 mr MPO.ME/A.LIC Yecbka BCi cTagii Yecbka BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais: 3a UA/3636/01/01
no 10 kancyny Mpara a.c. Pecny6ni BMPOOHULTBA, Pecny6ni 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/edeKTMBHOCTI Ta chapMakoHarnsay. peuyenmom
6nicTepi; no 1 abo Ka KOHTPO/b AKOCTi Ta Ka/ BeefeHHs ab0 3MiHU [0 y3araslbHEHUX AaHuX Npo cuctemy
5, a6o 10 6nicTepiB BMNYCK cepil: Himeuun thapmakoHarnagy (BBeAeHHs y3arasibHeHVX AaHUX Npo cuctemy
Y KapTOHHiii MPO.MEA.LIC Ha hapmMakoHarnagy, 3MiHa yrnoBHOBaXeHOo! 0cobu, BiANoBifabHOI 3a
Kopobu,i Mpara a.c., Yecbka 34iiCHEHHS dpapMakoHarnsay; KOHTaKTHOI 0cobu 3 hapMakoHariagy
Pecny6nika 3a8BHMKa 415 34iiCHEHHA dapMmakoHarnsaay B YkpaiHi, SKwo BoHa
BUPOBHULTBO BiIMiHHA Bif, YNOBHOBaXEHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
NPOMiKHOro hapmakoHarnsgy (Bkovaouy KOHTaKTHI gaHi) Ta/abo 3MiHN Yy pO3MiLLeHHI
npoayKTy, MacTep-haiina cuctemu hapmakoHarnisgy) - 3MiHa KOHTakTHOT ocobm
KOHTPO/Ib SIKOCTI: YNOBHOBaXEHOT 0CO6Y 3asBHMKA , BiAMNOBIAA/IbHOI 3a 3AiACHEHHS
XeHHir thapmakoHarnagy B Ykpaini. [itoua pegakuis — AHTyHeBuY Hagis
ApuHaiimiTTens OnekcaHgpisHa. [NponoHoBaHa pefakuis — CaBueHko AmuTtpo CepriioBuy.
'M6X i Ko.KI, 3MiHa KOHTaKTHUX fAaHUX KOHTaKTHOI 0CO6M YNOBHOBaXKEHOI 0CO6YU
Himeuunna 3asBHUKA, BIANOBIAA/ILHOI 3a 34iiCHEHHSA (hapmakoHarnsgy B YkpaiHi
MepBUHHE i
BTOPVHHE
nakyBaHHS:
CBYC dapma a.c.,
Yecbka Pecny6nika
NepBUHHE i
BTOPVHHE
nakyBaHHS:
KOO®APMA c.p.o.,
Yecbka Pecnybnika
196. | ®AMY/NAH® Kpanni opasibHi; no Pixapa ABcTpis Pixappg BitTHep Al ABcTpis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 6e3 UA/14131/01/01
20 a6o 50, a6o 100 BitTHep Al 3MiHM | Tuny - 3MiHa NapameTpiB cneuudikaLin Ta/abo fonycTMMNX Mex peyenma
MN 'y chnakoHi- roToBOro NikapcbKoro 3acoby - [JonoBHEHHS cneuumdikaLii 4oAaTKOBUM
KpanensHuui; no 1 nokasHukom “[lo3a Ta 04HOPIAHICTb 403U A/151 NepopasibHUX Kpanenb" 3
oNakoHy- BiANOBIAHWM METOA0M BUNPOOYBaHHS
KpanensHuui y
KapTOHHI ynakosL,i
197. | ®EHE®PUH Kpanni o4Hi po3unH | TOB "YHIME/L | Cnosaup TOB "YHIME[ Cnosaub BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/7546/01/01
10% 10% no 5 mn abo PAPMA" Ka PAPMA" Ka 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/edpeKTMBHOCTI Ta chapMakoHarnsay. peyenmom
no 10 mny Pecny6ni Pecny6ni BBegeHHs abo 3MiHM [0 y3arasibHEHUX JaHNX NPO CUCTEMY
donakoHi- Ka Ka dhapmakoHarnsgy (BBefieHHs y3araslbHEHNX AaHvX Npo cucTemy

KpanesbHuui; no 1
oNakoHy-

hapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi 0co6M, BiANOBIAa/IbHOI 3a
3fiicCHEHHS1 ddapMaKoHarns4y; KOHTaKTHOI 0cobu 3 hapMakoHarsgy
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocgio4eHHs

KpanenoHuui B
KapTOHHI KOpo6Li

3asBHUKa 419 34iiCHeHHA hapMakoHarniagy B YkpaiHi, SKLL0 BoHa
BiMiHHa Bif, yNOBHOBaXXEHOI 0CO6U, BiiNOBIAA/IbHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bkovatouy KOHTakKTHI AaHi) Ta/abo 3MiHU y pO3MiLLeHHI
MacTep-chaiina cuctemu hapmakoHarnsay) - 3MiHa KOHTaKTHOT 0cobu
3as1BHUKA, BiANOBiAaIbHOI 3a 34iicHeHHA hapMakoHarnagy B YkpaiHi.
[itoua pepakuis — KanawHuk Jlapnca OnekcaHgpiBHa. MponoHoBaHa
pepakuis — N'ypcbka Oapis AMuTpiBHA. 3MiHA KOHTAKTHUX AaHUX KOHTaKTHOT
0C06M 3asiBHUKA, BiANOBIAANbHOI 3a 34iiCHEHHS hapmakoHarnsgy B
YKpaiHi

198.

DITIALQEKC

Masb, 20 mr/r, no
10ra6o 15ry
Ty6i; no 1 Ty6i B
KapTOHHIlA KopooLi

ToBapucTso 3
obmexeHor
BignoBigasbHi
CTHO
"PapmaueBTn
YHa KOMNaHis
"3p0poB'a”

YKpaiHa

ToBapucTBO 3
06MexeHo
BignoBiga/bHICTIO
"®apmaueBTUyHa
KOMMaHis
"3p0pos'a”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | Tuny -
AfMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu 3asBHUKa
(BnacHviKa peecTpauiiHoro NocBigYeHHs) 3MiHa aapecy 3asBHUKA:
BBefeHHS 3MiH NPOTAroM 6-TW MICALIB NIC/IA 3aTBEPAXKEHHS.
3MiHn | TUNY - AgMiIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu
MiCLl MPOBaKEHHSA AiS/IbHOCTI BUPO6HUKa/iMnopTepa rotoBoro
NiKapcbkoro 3acoby, BkIoYaoun AifbHULI BUNYCKy cepii abo Micue
NpOBefEeHHS KOHTPOJIIO SKOCTI. (A4iANbHICTb, 3a AKy Bignosifae
BMPOGHUK/iMNOpTEp, BK/IKOYAKOUM BUMYCK cepili) 3MiHa agpecyu BUPoOHMKa
['N13 ToBapncTBO 3 06MEXEHO0 BiANOBiAA/bHICTIO "dapmaleBTUyHa
KOMMNaHis "380pos'a”, YkpaiHa, 6e3 3MiH1 MicLsa BUPOGHMLTBA: 3MiHN
BHECEHI B po3in "BupobHuk" Ta "Micue3Haxo[keHHs: BUPO6HUKa Ta /ioro
aapeca Micus NpoBaMKeHHS AisNbHOCTI" B IHCTPYKLIO 418 MeANYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby, ik HAaCNiAoK - BiANOBIAHI 3MiHN Y TEKCTI
MapKyBaHHS YNakoBK/ NiKapCcbKoro 3acooy.

BBefeHHS 3MiH NPOTAroM 6-TW MICALLIB Nic/1A 3aTBEPAKEHHS.

6e3
peyenma

UA/3374/01/01

199.

®JIEHOKC®

po3uunH ans
iH'ekuji, 10000
aHTn-Xa MO/mn no
0,2 mn (2000 aHTK-
Xa MO) a6o no 0,4
MA (4000 aHTU-Xa
MO) a6o no 0,6 mn
(6000 aHTK-Xa MO)
y wnpuui; no 1
wnpuLy B 6aictepi;
no 1, 2 a6o 10
6nictepiB y nauui 3
KapToHy;

no 0,8 mn (8000
aHTn-Xa MO) y
wnpuui; no 1
WwnpuLy B 6nictepi;
no 1 a6o 2
6nictepn y nauui 3
KapTOHY;

no 0,2 mn (2000
aHTK-Xa MO) abo

MAT
"®apmak”

YkpaiHa

MAT "®apmak”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis:
3MiHK | TUNY - foJaHO albTePHATUBHY METOAMKY BUNPOGYBaHHA 3a
nokasHUKoM «laeHTudikauis» metogom 2.2.30. EkckntosiiiHa
Xpomatorpadis 3 BUKOpUCTaHHSAM cTaHAapTHMX 3paskiB USP RS a6o NIBS;
3MiHK | TUNY - BBEAEHHA NepiognYHOCTI KOHTPO/IIO 3a NoKasHMKaMun «Badkki
MeTa/In» Ta «3a/IMLLKOBI KiNIbKOCTI OpraHiyHnX pO34MHHUKIB» B
cneumdikauii BXigHOro KOHTposo Ad| i3 BU3HAYEHO NepioANYHICTIO
(KOHTpO/b KOXHOT 5-i cepiii, ane He pigwe 1-ro pasy Ha pik); 3miHu | Tuny -
BW/IYYEHO BUKIALEHHS NOBHOI METOAMKM 3a NOKa3HUKOM «MikpobGionoriyHa
yYMCTOTa» B METOZAX KOHTPOSIHO Ail0HOT PEYOBMHUN eHOoKcanapuHy HaTpito

3a
peyerimom

UA/13119/01/01
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Ne Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKko20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
0,4 mn (4000 aHTK-
Xa MO) a6o 0,6 mn
(6000 aHTK-Xa MO)
y wnpuui; no 2
wnpuumn B 6nictepi;
no 1 a6o5
6nicTepiB y nauuj 3
KapToHy; no 0,8 mn
(8000 aHTK-Xa MO)
y wnpuui; no 2
wnpuua y énictepi;
no 1 6nictepy y
nayli 3 KapToHY
200. | ®/IOPOCIMA po3unH AN NMPOPAPMA MasibTa [Jencbapm Typ ®paHuisa BHECEHHS 3MiH [0 peecTpaLjiiHuX maTtepiauis: 3MiHK | Tuny - 3MiHn 3 3a UA/17113/01/01
3Min iH'exuii, no 40 IHTepHeLwwH AKocTi. [0TOBWIA Nikapcbkuii 3aci6. CucTeMa KoHTelHep/3aKynopoBasibHUI peyenmom
mr/0,04 Mr/4 mn; no TpeiguHr 3aci6 (iHLWi 3MiHKM) - BBEAEHHA 10AATKOBOrO NakyBaslbHOr0 Matepiany
4 mn B amny”ni; No Nimiteq (KOHTYPHOI YapyHKOBOI YNakoBKW), 3 BiAMOBIAHAMMN 3MiHW Y P. «YNaKoBKa.
10 amnyny 3aTBepakeHo: «no 4 M1 B amnyni; no 10 amnyn y KapTOHHI kopobL,i»;
KOHTYPHIlA 3anponoHoBaHo:
YapyHKOBIli «no 4 mn B amnyni; no 10 amnyn y KOHTYPHIl YapyHKOBI ynakosLi; no 1
ynakosui; no 1 KOHTYPHIll YapyHKOBI yNakoBL,i y KapTOHHI KOpo6Lyi»
KOHTYPHIit BBefeHHS 3MiH NPOTAroM 6-TW MICALIB NIC/1A 3aTBEPAXKEHHS.
YapyHKOBIli
ynakoBLi y
KapTOHHIli KopoobLi
201. | ®OCMIUUNH MopoLUOK AN Mewgxi AnoHis Meigxi Celika AnoHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu Il Tuny - 3miHn woao 3a UA/5664/01/01
pO34nHy Ans Ceiika Papma $apma Ko., N114., 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy. BHecenHsi abo 3miHa(un) o peyenmom
iHekyinnolry Ko., NTo. Ogpasapa MNnaHT 3060B'A3aHb Ta YMOB BUaui peeCTpaLliiiHOro NocBigYeHHs1, BKIKYaum
dhnakoHi no 10 Mnax ynpaBniHHA pu3vkamu (3acTocyBaHHs 3MiH(1), Ski(a) BUMaratoTb(€)
donakoHis 3 noAasIbLLIOro 06I'pyHTYBaHHS HOBMMU [O4ATKOBUM AaHUMMU, L0 MatoTb
MOPOLLKOM Y Ha/jaBaTnca KOMNETEHTHUM OPraHoM, OCKINIbKU BUMAraeTbcs CyTTeBa
KapTOHHI KOpOOLii OLiHKa KOMNETEHTHNM OpraHoMm) - BUKOHaHHsi 3060B's13aHb BignoBigHO A0
nignyHkTy 1.13 nyHKTY 1, nignyHKTy 2.3 NyHKTY 2 gogatky 15 no Mopsaky
NPOBELEHHS eKCNepTU3n peecTpaLiliHix MaTepianiB Ha nikapcbki 3acobu,
LLI0 NOJalThCA Ha AepXaBHY peecTpaviio (MepepeecTpayiio), a Takox
eKcnepTu3n matepianiB Npo BHECEHHS 3MiH 0 peecTpaviliHix maTtepianis
NpoTArom fii peecTpauiiHoro NocBigYeHHs!, 3aTBEpPAXXEHOro Hakazom MO3
Bif 26.08.2005 Ne 426 (y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)
202. | ®OCMILUUNH NMopoLIoK ANs MeWgxi AnoHis Meiigxi Celika AnoHis BHECEHHS 3MiH [10 peecTpaLjiitHux maTepianis: 3mMiHu Il Tuny - 3miHu woao 3a UA/5664/01/02
po3unHy ans Ceiika Papma ®apma Ko., /114, 6e3neku/edekTMBHOCTI Ta hapmakoHarnsagy. BHecenHs abo 3mina(un) o peyenmom
iH'ekuinmo2ry Ko., NITg,. Ogpgasapa MNnaHT 3000B'13aHb Ta YMOB BuJaui peecTpaviiHoro NocBig4eHHs, BKIOUaoum

dhnakoHi no 10
(hNakoHiB 3
MOPOLLKOM Y
KapTOHHIlA KopoobLi

MnaH ynpaeniHHA py3ukamu (3aCTOCyBaHHs 3MiH(1), Aki(a) BUMaratoTb(€)
noAasIbLIOro 06rpyHTyBaHHSA HOBUMU [OAATKOBUM JaHUMU, O MatoTb
Ha/laBaTnCca KOMMETEHTHUM OPraHoM, OCKiNIbKN BUMAraeTbCs CyTTeBa

OLjiHKa KOMNETEHTHUM OpraHoMm) - BrukoHaHHs 3060B'A3aHb BigNOBIAHO [0

nignyHkTy 1.13 nyHkTy 1, NignyHKTy 2.3 NyHKTY 2 gogatky 15 fo Mopsagky

NpoBefeHHs eKCNepTn3n peecTpaLiiHux maTepiaiB Ha Jikapcbki 3acobu,
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocgio4eHHs

L0 NoJalTbCA Ha AepXaBHYy peecTpaLiio (MepepeecTpauito), a Takox

eKCrepTM3n MaTepiasliB Npo BHECEHHA 3MiH 10 pEECTpaLiiiHUX MaTepianis

NPOTAroM Aji peecTpauiiiHoro NocBig4eHHs, 3aTBepakeHoro Hakasom MO3
Big 26.08.2005 Ne 426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)

203.

204.

OY3IKYTAH

DY3IKYTAH

Kpem 2% no5r, 10
r,15r,a6030ry
Ty6i; no 1 1y6i B
KapTOHHIW nayvj

Jepmadapm
Al

Himeuyun
Ha

Mi6e MmM6X
ApuHaiimiTTens

Himeuyun
Ha

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:
3MiHM | TURY - 3MiHKM 3 AkocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BuUNpobyBaHHsA APl abo BMXiZAHOrO MaTepiany/npomiKHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y Npoueci BUpobHuuTea Ad|
(iHwWi 3mMiHW y MeToaax BUNpobyBaHHA (BK/IKOYakouM 3amiHy abo
[0noBHEHHS) AP| abo BMXIAHOTO/NPOMIXHOr0O NPOAYKTY) - BHECEHHS 3MiH
o Cneundikauii/MeTogis BunpobysaHHa A®I, 30kpema: AofaBaHHSA
MeToAy BMNpobyBaHHS 3a NoKasHWKOM "Po3mip YacTok" meTogom JlazepHoi
Andppakuii Big Bupo6Huka N13; po3pobnenuii posain 3.2.S. Adl Big
BMPO6HUMKa M13; 3miHuW | TMny - 3MiHK 3 AkocTi. CepTudikart
BignosigHocTi/l E-cepTudikat BignosigHOCTI EBponeiicbkii
thapmakonei/MmoHorpadii. NMogaHHsA HOBOro abo OHOBIEHOro cepTudikarta
BIANOBIAHOCTI ab0 BMUNyYEHHS cepTudikaTta BifgnoBigHOCTI €Bponenchbkili
hapmakonei: ana A®l; ans BuxigHoro marepiany/peareHTy/npoMixXHOro
NPOAYKTY, LU0 BUKOPUCTOBYIOTLCS Y BUPOOHUUTBI A®I; A5 LONOMDKHOT
peyoBuHYM (cepTudiikat BiANOBIAHOCTI EBponeiichbkili hapmakonei) -
OHOBReHWi cepTudikaT Bif, y)ke 3aTBepAKeHOro BUPObHUKa - MogaHHSA
oHoBneHoro Ceptudpikata R1-CEP 2006-121-Rev 01 ana A®l Kucnota
y3naoBa Big Bxe 3aTBepmkeHoro BupobHnka ERCROS S.A. CEP
BMOAETLCA TAKOX AJ151 MiKPOHI30BaHOT hopMM Ta BK/OUAE AOAATKOBWIA
NoKasHWKOM "P0O3Mip 4acToK" 3 BUKOPUCTaHHAM MeToay JlazepHoi
andppakuii. 3atsepgakeHo: CEP R1-CEP 2006-121-Rev 00.
3anponoHoBaHo: CEP R1-CEP 2006-121-Rev 01

3a
peyerimom

UA/10307/01/01

Ma3b2%no5r, 15
ra6o 30 ry Ty6i;

no 1 Ty6i B
KapTOHHI naywi

Jepmadhapm
Al

Himeyun
Ha

Mi6e MTmM6X
ApuHaiimiTTens

Himeuun
Ha

BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis:
3MiHM | TURY - 3MiHK 3 AKocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BunNpobyBaHHA APl abo BMXigHOTO MaTepiany/npomMiKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NpoLieci BUPobHuLTBa API
(iHwWi 3mMiHW y MeTogax BUNpobyBaHHA (BKIKOYaOuM 3amiHy abo
[0MNoBHEHHS) AD| abo BMXiZHOro/NPOMIKHOMO MPOAYKTY) - BHECEHHS 3MiH
no Cneundikauii/MeTogis BunpobysaHHss AP, 30kpema: fJofaBaHHSA
MEeTOAY BUNPOOYBaHHS 3a MOKa3HMKOM “"Po3mip yacTok" meToaoM JlazepHoi
Andppakuii Big Bupo6Huka 'N13; po3pobnenunii po3ain 3.2.S. Adl Big
BMpo6HUuKa MN3; 3miHn | Trny - 3MiHK 3 aKocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignosigHOCTI EBponeiichkii
hapmakonei/MmoHorpadii. NMogaHHs HOBOro abo OHOBNIEHOro cepTudikaTa
BiZANOBIAHOCTI 260 BUNYYEHHS cepTudikaTa BignosigHOCTI EBponeichkili
hapmakonei: ana A®l; ans BuxigHoro matepiany/peareHTy/npoMixHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOOHULTBI ADI; ANt 4ONOMIXHOT
peyoBuMHM (cepTuUdikaT BiANoBIgHOCTI EBponeiickkili hapmakoner) -
OHoBReHW cepTuddikaT Bif, y)Xe 3aTBepAKeHOro BUPObHUKa - NogaHHsA
oHoBneHoro Ceptudpikata R1-CEP 2006-121-Rev 01 ana A®l Kucnota
y3naoBa Bif, Bxe 3aTBepaxeHoro BupobHnka ERCROS S.A. CEP
BMAAETHCS TAKOX A1 MIKPOHI30BaHOT hopMM Ta BKIOYAE A0AATKOBUI

3a
peyenmom

UA/10307/02/01
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Ne Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKko20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
NoKasHWKOM "P0O3Mip 4acToK" 3 BUKOPUCTaAHHAM MeToay JlazepHoi
andppaxuii. 3atBepmxeHo: CEP R1-CEP 2006-121-Rev 00.
3anponoHoBaHo: CEP R1-CEP 2006-121-Rev 01
205. | XIMOTPMINC niocpinizat gns TOB "®3 YkpaiHa TOB "$3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/2347/01/01
MH pOo3unHy AnA "BIOPAPMA" "BIODAPMA" AAMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOGHUYOI AinbHULI (BKIOYaOUN peyenmom
KPUCTANMIYH | iHekyinno0,01r,5 AinbHuui ana A®l, npomixkHOro NpoAyKTy abo roToBOro Jlikapcbkoro 3acoby,
ni (hN1akoHiB 3 OiNbHULI ANS NpoBeAEeHHS NakyBaHHS, BUPOOHUKA, BiANOBILaIbHOIMO 3a
niogpinizatom y BWMYCK Cepiii, MicLie NpoOBEAEHHS KOHTPO/IIO cepii) abo nocTayanbHMKa
6nicTepi; no 2 BVXiHOTO Matepiany, peareHTy abo fONOMiXHOT pe4yoBUHM (SKLLO
6nictepy y nauui 3 3a3HayeHo y Aocbe) CynyTHSA 3MiHa: 3MiHM 3 SKOCTi. [OTOBWIA JliKapCbKuii
KapToHy; 5 amnyn 3 3aci6. Cuctema KoHTeliHep/3akynoptoBanbHuii 3aci6. 3MiHa po3mipy
niogpinizatom y yMakoBKM rOTOBOrO NiKapCbKOro 3acoby (BUyYEHHS yNakoBKW NMEBHOIO
6nictepi; no 2 po3mipy) — BunyueHHs BupobHuYoi ainbHuui MpAT "Biodapma”, YkpaiHa. Y
6nicTepu y nauui 3 3B'A3KY 3 NPUNNHEHHAM BUPOOHULITBA IKAPCHKOro 3ac0by Ha BUPOGHWUIN
KapToHYy AinbHuui MNpAT "Biochapma”, YkpaiHa, BUny4atoTbCs ynakoBKM NikapCbKoro
3aco6by (no 0,01 r npenapaTy B amnyu CKsiHI abo amnyny CKNsHI 3
Kinbuem 3namy o6’emom 5 M, no 10 amnyn y nayui), ski BUpO6saAMCH Ha
Lii BUPOGHWYIN AinbHUL.
206. | LETPUH® TabneTku, BKpPUTI O-p Peppj'c IHais O-p Peppi'c IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 6e3 UA/6789/02/01
NAiBKOBOIO NabopaTtopic Nab6opaTopic /Tg, 3MiHM | TMNY - 3MiHK WoAo 6e3nekn/edheKTMBHOCTI Ta chapMakoHarnsgy. peyenma
060/10HKOI0, No 10 nTa Bnpo6Huya BBegeHHs abo 3MiHM [0 y3arasibHeHWX AaHuX Npo cuctemy
mr, no 10 TabneTok AinbHuS - 11 chapmakoHarnsgy (BBeEHHS y3arasibHEHUX AaHVX MPO CUCTEMY
y 6nicTepi; no 2 hapmMakoHarnsgy, 3MiHa yrnoBHOBaXXeHOT 0co6u, BiANOBiAaIbHOI 3a
abo 3 6nictepu y 3[jiCHEeHHSsT hapMakoHarsay; KOHTaKkTHOI 0cobu 3 chapmakoHarnsay
KapTOHHIli KopoobLi 3asBHUKa 415 34iiCHEHHA dapMakoHarnsay B YkpaiHi, Ko BoHa
BiAMiHHA Bif, yNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkovakouy KOHTaKTHI AaHi) Ta/abo 3MiHU Yy pO3MiLLEHHI
MacTep-alina cuctemu papMakoHarssay) - 3miHa ynoBHOBaXKeHoi 0coou
3as1BHVKa, BignoBigasibHOI 3a chapmakoHarnsag. [ioua pegakuis: Dr. Vijay
Kumar Talla MponoHoBaHa pepakuis: Dr. Chetan Karoo 3miHa KOHTakTHUX
LaHnX YNOBHOBaXXEHOT 0CO6U 3aABHMKa, BifnoBigabHOI 3a
thapmakoHaring,
207. | LE®PENIM NMopoLIoK ANs Abpun IHais Hekrap IHais BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/9913/01/01
po3unHy AnA dopmynenH Nalidpcaiitcia AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo aapecu Micus peyenmom
iH'ekujn no 500 wr; 3MBT. IT4 NimiTea-tOHIT-VI NPOBaZKEHHS AiS/IbHOCTI BUPOBGHMKa/imMnopTepa roToBOro /ikapCbKoro
1 chnakoH 3 3aco6y, BK/IHYaKuM AibHULL BUNYCKy cepii abo MicLe NpoBeAeHHs
MOPOLLKOM Y KOHTPOJIO AKOCTI. (AisNbHICTb, 3a 5Ky BiAnoBigae BUpobHUK/iMnopTep,
KapTOHHI ynakoBLi BK/THOYAKOUM BUMYCK Cepili) 3MiHa Ha3BM Ta aApecu MicLsa NPoBaAKeHHs
aisinbHOcTi Bupo6Huka M3 HekTap flaiichcaiiHcia Jlimitea-tOHiT-VI, IHgjs,
6e3 3MiH1 MicLA BUPOBHMLTBA
208. | LLEE®EMIM MOPOLLIOK AN1s Abpun IHAis HekTap IHAis BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu | Tuny - 3a UA/9913/01/02
po34nHy Ans dopmynenH Naiidpcalicis AAMiHIiCTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus peuyenmom
iH'ekuii no 1000 wr; 3 MBT. /114 NimiTea-tOHIT-VI NPOBaKEHHS AIS/IbHOCTI BUPOOHMKa/iMnopTepa roToBOro Nikapcbkoro
1 donakoH 3 3aco6by, BKIOUauM AiNbHMLI BUNYCKy cepil abo micue npoBefeHHs
NMOPOLLUKOM Y KOHTPOJIO SKOCTI. (AisS/IbHICTb, 3a 5Ky Bignosigae BMpo6HuUK/imnopTep,

KapTOHHIiA ynakoBL,i

BK/IOYAKOUM BUMNYCK Cepiii) 3MiHa Ha3BW Ta afpecn MicLA NPOBaKEHHS
AisinbHOCTI BUpo6Huka N3 Hektap fMlaiidpcaiincis Jliitea-tOHiT-VI, IHgjs,
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Ne Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKko20 Bionycky peecmpayitiHo
3acoby 20
nocsioYyeHHs1
6e3 3MiH1 Micusi BUpobHULUTBA
209. | LE®PTPUAKC | nopowiok ans xeHocbapm Benvka HCIC Xeb6eit Kutaii BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/7824/01/01
OH HOPISA- NpUroTyBaHHS nTp, BputaHis XyamiH AJMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu 3asBHUKa peyenmom
DAPM pPO34nHy Ans dapmacbloTikas (BNacHuKa peecTpauiiiHoro nNocBigYeHHs1) 3MiHa afpecu 3asiBHUKa
iH'exuii no 1000 mr KomnaHi Mlimiteq
1 a6o 5, a6o 10
(hN1akoHiB 3
MOPOLLKOM B
KapPTOHHIN nayuyi
210. | LE®TPUAKC | nopowok ons [bxeHodhapm Benvka HCIC Xe6ei Kutaii BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3miHu | Tuny - 3a UA/7825/01/01
OH OPIfA- NPUroTyBaHHSA nrg BputaHis XyamiH AfMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu 3asBHUKa peyenmom
DPAPM pO34nHy Ans PapmacboTikau (BNacHvKa peecTpauiiiHoro NocBigYeHHs) 3MiHa agpecu 3asBHUKa
iH'ekuili no 1000 mr Komnasi fimiteq
in bulk: 10, a6o 50,
abo 100 chnakoHiB
3 MOPOLLKOM Y
rpynosiii Tapi 3
KapTOHY
211. | LE®DTPIAKC MOPOLLIOK A5 MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpavLjiiiH1ux maTepianis: 3a UA/6126/01/01
OH PO34UNHY ANnsa "KvisBmegnpen "KviBmegnpenapar 3MiHKM | TNy - 3MiHK WOoA0 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsgy - peyenmom
iH'ekuii no 0,51, 10 apar” " 3MiHV BHECEHI B TEKCT MapKyBaHHs yNakoBKM NiKapCbKoro 3acoby oo
h1akoHiB 3 3a3Ha4YeHHs MKHapOAHUX NO3HAaYeHb OUHULIb BUMIpIOBaHHSA. BBeaeHHA
NMOPOLLUKOM Y 3MiH NPOTAroM 6-TK MiICALIB NiC/1A 3aTBEPAKEHHS
KOHTYpHilA
YapyHKOBIl
ynakosLi; no 1
KOHTYpHilA
YapyHKOBIl
ynakoBLi B nayi
212. | LE®PTPIAKC NnopoLIoK ANns MAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/6126/01/02
OH po3unHy AnA "Kvismegnpen "Kvismegnpenapar 3MiHM | TUny - 3MiHK Woo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy - peyenmom
iH'ekuin no 1,0 r, 10 apat" " 3MiHV BHECEHI B TEKCT MapKyBaHHs yNakoBKM NikapCbKoro 3acoby woao
donakoHis 3 3a3HayYeHHs MiKHapOAHMX NO3HAYeHb OAVHWLIb BUMIpIOBaHHS. BBeAeHHS:
NMOPOLLKOM Y 3MiH NPOTArom 6-TU MIiCALB NiCNA 3aTBEPMKEHHS
KOHTYPHIl
YapyHKOBIl
ynakosui; no 1
KOHTYPHIl
YapyHKOBIl
ynakoBLi B nayi
213. | WLMHABCWUH Tabnetkn no 20 [Hoive Himeuun B1pOGHMK, Himeuun BHECEHHS 3MiH 40 peecTpauiiiHux matepiasis: 3MiHu | TUny - 3MiHu 3 6e3 UA/6790/01/01
TabneTok y Xomeonari- Ha BiANoOBigabHUIA 3a Ha sKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHM Yy BUPOOHMLTBI. 3amiHa abo peyenma
6nicTepi; no 5 YHioH AXY- BMPOGHMLTBO BBEJEHHS 404aTKOBOI AiNIbHULI BUPOOHWLTBA 418 YacTuHK abo BCbOro
6nicTepiB y ApuHaiimitren KIHL,EBOrO BMPOGHMYOro MPOLEeCy roToBOro MikapcbKoro 3acoby (AinbHUUS ons
KapTOHHI Kopo6Lyi b MM6X & Ko. NPOAYKTY: NEePBMHHOIO NakyBaHHS) BBEAEHHS a/lbTEPHATUBHOI BUPOOHUYOT AiNbHALL
KI [loinue Xomeonari- BiANOBIAa/IbHOI 32 NepBrHHE NakyBaHHs: [lp. Binbmap Lsabe M6X i Ko.

YHioH AXY-

KI, HimeyumHa. 3miHm | Tuny - 3MiHK 3 SKOCTi. FOTOBWIA NiKapCbKUiA 3acib.
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Ne Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKko20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
ApuHaiimiTTens 3MiHU Yy BUPO6HMLTBI. 3amiHa abo BBeAEHHS f0AAaTKOBOI AiNbHUL
'm6X & Ko. KT, BUPOBHMLTBA A/151 YacT1HM abo BCbOro BUPOBHNYOr0 NpoLecy roToBoro
HimeuyuunHa; nikapcbKoro 3acoby (AiNbHULSA 415 BTOPVHHOTO NakyBaHHS) BBEAEHHS
Bupo6HuKy, anbTepHaTUBHOT BUPOOHUYOT AiNbHULI BiANOBIAAIBHOT 32 BTOPUHHE
BiANOBiAa/bHI 3a nakyeaHHs: [p. Binbmap Leabe Mv6X i Ko. KI, HimeuuunHa.
nepBuHHe Ta
BTOPVIHHE
nakyBaHHS:
[oiiue XomeonarTi-
YHioH AXY-
ApuHaimiTTeNb
mM6X & Ko. KT,
HimeuuunHa,;
Op. Binbmap
LliBabe M6X & Ko.
Kr, Himeuunna;
Brnpo6HuK,
BignoBigasibHWi 3a
BMNYCK Cepiit
KiHL,EBOro
NPOAYKTY:
[Joiiue Xomeonari-
YHioH AXY-
ApuHaiimiTTens
v6X & Ko. KT,
HimeuunHa
214. | ULMHAPU3WNH | TabneTku no 75 Mr MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais: 3a UA/1085/01/01
DOPTE no 10 TabneTok y "KuiBmegnpen "KviBmegnpenapat 3MiHK | TUNy - 3MiHK Woao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsgy - peuenmom
6nicTepi; no 2 apat" " OHOBJ/IEHHS BXE 3aTBEPL)KEHOrO TEKCTY MapKyBaHHS BTOPUHHOT Ta
6nicTepy B navw, NepBUHHOT ynakoBku J13 3 BHECEHHAM J0AATKOBOI iHhopMalLii (BHECEHHS
No3HauYeHb OAVHWLb BUMIPIOBAHHS, 3 BUKOPUCTAHHAM JliTep NaTUHCLKOro
andasiTy Ta Towo). BBEAEHHS 3MiH NPOTAroM 6-T1 MicsLiB nicns
3aTBEPMAKEHHS
215. | LUTUKOJIH- | po34uH opasibHUiA, ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiitHux maTepianis: 3MiHu | Tuny - 3MiHN 3 3a UA/16711/02/01
340POB'A 100 mr/mn no 30 obmexeHor 06MexeHo AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. CucTema KoHTelHep/3aKynopoBasibHN peyenmom
mn, no 50 mn a6o BifNoBigasIbHi BiNoBiAa/IbHICTIO 3aci6. 3MiHa y NepBYHHIli yNakoBLji FOTOBOr0 NiKapCcbKoro 3acoby (Tvn
no 100 mny CTIO "®apmaueBTuyHa KOHTeliHepa abo gofaBaHHs HOBOTO KOHTelHepa) - TBepai, M'siki Ta
dhnakoHi 3i ckna; no | "®apmaueBTu KoMMaHis HecTepw/bHi pigki nikapcbki dopmu - CynyTHS 3MiHa: 3MiHM 3 AKOCTI.
1 donakoHy 3i YHa KOMNaHis "3nopos'a” ['oTOBWMIA Nikapcbkuii 3aci6. Cuctema KoHTeliHep/3aKkynopoBaibHUi 3aci6.
CTakaHOM MipHUM Y "3p0pos'a" 3MiHa nocTavasnibHMKa nakyBasibHUX MaTepiasiB abo KOMNAEKTYOUMX (SKLLO

KOpPOOLii 3 KapTOHYy;
no 50 mn a6o no
100 mn y chnakoHi
nonimepHomy; no 1
hNakoHy 3i Lwnpuu-
nineTKot
[03yH040I0 Y

3a3HayYeHo B A0Cbe) (3aMiHa abo AoAaBaHHs NnocTavyasibHuKa), CynyTHsA
3MiHa:3MiHM 3 AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTpob rOTOBOro
nikapcbkoro 3acoby. 3miHa napameTpiB cneyudikauii Ta/abo gonycTummnx
MEX roTOBOrO NiKapCbKoro 3acoby (f0MOBHEHHSA cneuudikaLii HoBUM
NoKa3HUKOM 3 BiAMOBiAHNM METOAOM BUMPOGYBaHHS)CynyTHA 3MiHa:3MiHM
3 AKoCTi. FoTOBWIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBaibHMIA 3acib. 3mMiHa po3Mipy YNakoBKu roTOBOro
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocgio4eHHs

KOpo6L,i 3 KapTOHY;
no 10 mn y cauue;
no 20 cawe y
KopoOLi 3 KapToHY

nikapcbkoro 3acoby (3miHa Macu/o6'emMy BMICTY KOHTeliHepa
6araTo030BOr0 JliKapCbKOro 3acoby A/ HenapeHTepaslbHOro
3acTocyBaHHs (ab0 04HOA030BOr0, YaCTKOBOrO BUKOPUCTAHHS)) —
BBe/leHHA [04aTKOBOro Buay nakysaHHs /13 no 10 mn y cawe. Ak
HacnifloK: - BBEAEHHS AOAATKOBMX NOCTaYasIbHUKIB NaKyBaslbHOro
Marepiany (marepian kombiHoBaHWii (4N cawe); - JonoBHEHHS
crneundikavii HOBUM MOKa3HUKOM AKOCTi «OAHOPIAHICTL [030BaHNX
OAVHWLb>» 3 BIANOBIAHUM METOAOM BUNPOGYBaHHS. BBeAEeHHS 3MiH
NpoOTAroM 3-x MicsLIB MiC/1A 3aTBepKEHHA 3MiHM | Trny -  3MiHN 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Onuc Ta cknag. 3MiHa y cknagi (4oNOMiKHUX
peyoBMHaXxX) roTOBOro NiKapcbKoro 3acoby (CMakoBi f06aBkm abo 6apBHUKN)
- JopasaHHs, BUNyyeHHs abo 3amiHa — 3aMiHa apomaTr3aTopa Xxap4oBoro
Ha apomatunsatop «CyHMUA» Ta, K HacNifgokK, 3MiHa CKNagoBux
KOMMOHEHTIB apomaTtusatopy. BeefeHHs 3MiH NpoTarom 3-x Micauis nicns
3aTBepMKEHHS. 3MiHM | Tny - 3MiHu 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6.
KOHTpOb [ONOMDKHUX PeHOBUH. 3MiHa Y MeTodax BUNPOOYBaHHS
[OMOMDKHOT pEYOBUHY (HE3HAYHI 3MIHW Y 3aTBEP)KEHNX METOAAX
BMNPOOYBaHb) - — NPUBEAEHHS METO/AIB KOHTPO/O A1 AOMOMIKHOI
peyoBuHM apoMaTtm3aTop «CyHULs», Y BigNoBigHICTb 0 BUMOT Ail040ro
BMAaHHA OPY 3a nokasHnkoM «MBY». 3MiHn | TURY - 3MiHM 3 AKOCTI.
[oTOBWMIA Nikapcbknii 3aci6. KOHTPOsIb JOMOMKHUX PEYOBMH. 3MiHA
napameTpiB cneuudikaliii Ta/abo 4OMYCTUMUX MEX A8 [LONOMDKHOI
PeyoBUHM (AONOBHEHHS cneuudikauii HOBYM NOKA3HWKOM 3 BifMoBigHUM
MeTOA0M BUMPOGYBaHHS) AOMOBHEHHA cneuudikaLii JONOMDKHOT peYOBUHN
ApomaTunzatop «CyHWLS» HOBUMM NOKa3HWKaMU: «PO3UYMHHICTb», «Baxki
MeTasIn», «PTyTb», Y 3B'A3KY 3 NPUBEAEHHAM 40 HOPMATUBHOI
JoKyMeHTauii dhipmy BUpo6HMKa. 3miHu | Trny - 3MiHK 3 siKocTi. FoToBwMiA
nikapcbkuii 3aci6. KOHTPOb AONOMiXHUX peqyoBUH. 3MiHa napameTpis
cneumdgikauiii Ta/abo AONYCTUMUX MEX AJ151 AONOMKHOT peYOBUHM (iHLLI
3MiHW)- NpMBeAEHHS cnewmdikalin JONOMKHOT pe4oBMHY ApomaTn3aTop
«CyHUUA» Yy BIANOBIAHICTb A0 MaTepianiB BUPOOHMKA 3a NOKa3HUKaMu:
«30BHILLHIN BUTNAL», «BigHOCHA ryCcTHa», «[MOKa3HUK 3a/TOMIEHHS».
3miHu | Tvny - 3MiHK 3 SKocTi. [oTOBMIA Nikapcbknii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa po3mipy cepii (Bk/IUYatoumn gianasoH po3Mipy cepir)
roTOBOrO /liKapCbkoro 3acoby (36inbLueHHs A0 10 pasis NOPIBHAHO i3
3aTBEPMXEHUM po3MipoM) — BBefeHHs foaaTkoBrx po3mipis cepiii no 10
MmN y cawe Ne 20 uexy XL (ginbHnus MPNI®CIA), y 3B’3Ky 3 BUPOOHUYOT
HeOoOXIAHICTIO, i3 3a3HAaYEHHAM Y TUC. Y. Ta iTpax.

216.

AHYBIA

TabneTkn, BKpUTI
NAiBKOBOIO
0607/10HKO0, N0 100
Mr; no 14 tabnetok
y 6nictepi; no 2
6nictepu B
KapTOHHIli KopoobLi

Mepk Wapn i
Joym lgea IHK

LLiBeiiuap
in

B1pOGHMK,
BiANoOBigabHUIA 3a
BMNYCK cepil:
Mepk Wapn i Joym
B.B., HigepnaHaw;
Brpo6Huk 3a
MOBHUM LMK/IOM:
Mepk Wapn i oym
NliviTeq, Benvka

Higepna
Hon/
Benvka
BputaHis

BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepiasis: 3MiHK | Tuny - 3MiHN 3
sKocTi. FoTOBWIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa y TepMiHax
npugaTHoCcTi abo ymoBax 36epiraHHs roToBOro JlikapcbKoro 3acoby

(36inbLUEHHS TEpMiHY NPUAATHOCTI FOTOBOTO Jlikapcbkoro 3acoby) - s
TOProBOi yNakoBKW (MiATBEPLKYETLCA AaHUMK peasibHoro vacy) -
36i/IbLUEHHS TEPMIHY NPUAATHOCTI FOTOBOrO NiKapCbKOoro 3acoby Ha OCHOBI

NO3VUTVBHUX PE3Y/bTaTiB JOBrOCTPOKOBUX AOCAiMKEeHb CTabiNbHOCTI Y
peasibHOMY Yaci: 3aTBepAKeHo: 24 Micsui; 3anponoHoBaHo: TepMmiH

npugaTHocTi. 36 micsuis (BBegeHHs 3MiH NpoTsArom 6-T MicsauiB nicns

3a
peyenmom

UA/9432/01/03
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Ne Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKko20 Bionycky peecmpayitiHo
3acoby 20

nocBiO4YeHHs

BpuTaHis 3aTBEPKEHHS)

HavanbHuK Bigainy 3 nutaHb dpapmaueBTUYHOI
pianbHoCTI [lenapTaMeHTy BNpoBagXeHHs pedopm T.M. J1ACcKOBCbKWiA
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MEPENIK
NIKAPCbKUNX 3ACOBIB (MEAUYHUX IMYHOBIOIOTYHUX MPEMAPATIB), AKUM BIAMOB/IEHO Y AEP)XABHIN PEECTPALL, I'IEPEPEEICTPALI,IT TA
BHECEHHI 3MIH 4O PEECTPALIMHNX MATEPIANIB TA JEP>XABHOI'O PEECTPY NIKAPCbKUX 3ACOBIB YKPAIHN

Aopartok 4

[0 Hakasy MiHicTepcTBa OXOPOHU
3040pOB’A YKpaiHu

08.05.2019 Ne 1030

Ne Hassa Popma surnycky 3assHuUK Kpaina Bupo6Huk Kpaina lNiocmasa lMpoyedypa
n/n NiKapcbKo20
3acoby
FAIbBYCMET® TabneTtku, BKPUTI NNiBKOBOKO HosapTic LLiBeiiuapi Hosapric CiHranyp CiHranyp/ | 3acigaHHs BiaMOBUTM Yy 3aTBepPAXEHHi - 3MiHW | Tuny - BBeAeHHA abo 3MiHu [0
060/10HKO0, MO 50mr/500Mmr, dapma Al A PapmacboTuKasl HimeuunH | HTP Ne 13 Big, | y3arasibHEHMX  JaHux Mpo  cuctemy  dpapmakoHarnsagy — (BBeAeHHs
50mr/850mr, 50mr/1000mr; MaHydekTypiHr Mre. a/ 28.03.2019 y3araslbHeHUX AaHux Npo cucteMy dhapMakoHarsisgy, 3miHa yrnoBHOBaXKeHO!
no 10 Tabnetok y 6nictepi, nrta., CiHranyp LLiBeiiuapi ocobu, BignoBifanbHOI 3a 3AjiACHEHHST thapMakoHarnsay; KOHTakTHOT ocobu 3
no 3 abo no 6 6nictepis y (B1pOGHMLTBO, A thapmakoHarnagy 3asBHUKa [78 3A4iACHEHHS dhapmakoHarnagy B YKpaiHi,

KOpOO6Lii 3 KapTOHY

KOHTPO/Ib SKOCTI);
HosapTic ®apma
MpogakwH M6X,
HimeyunHa
(BUPOBHMLTBO 3a
MOBHWM LMK/IOM);
HoBapTic ®apma
LTeiH AT,
LLisefiuapis
(BMpOGHMLTBO 3a
NMOBHWUM LMK/IOM)

AKW0 BOHa BiAMIHHA Bif YMOBHOBAXEHOi 0co6uW, BigMOBIga/IbHOI 3a
3MjlicHeHHs1 chapMakoHarnsay (BKIHYaKUM KOHTaKTHI AaHi) Ta/abo 3MmiHu y
po3mileHHi macTep-haiina cuctemn hapmakoHarnsagy) (B.1.8. (a) IAHn) 3miHa
YMOBHOBaXeHOT 0cO6M 3asiBHMKA, BIiAMOBIAA/IbHOI 3a (hapmakoHarnag, -
[Oitova pepakuis: Philippe Close,M.D. - TNponoHoBaHa pepjakuis: Gabriele
Hecker-Barth , M.D., Ph.D. 3miHa KOHTaKTHOI 0co6u, BignoOBi4a/IbLHOI 3a
thapmakoHarnag B YkpaiHi. - fitoua pepakuis: Cepega HOnisi. - MponoHoBaHa
pepaxuis: Opnos B’ayecnas.

3MiHa KOHTaKTHUX AaHNX YNOBHOB&XEHOI 0COOM 3asiBHUKA, BifnoBiganbHOI 3a
thapmakoHarnag. 3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0cobu, BignoBigansbHoT
3a thapMakoHarnsg B YkpaiHi. 3miHa MicLs 34iiCHEHHS] OCHOBHOI Aisi/IbHOCTI 3
papmakoHarnsgy. 3miHa Micue3HaxOLKeHHS MacTep-haiiia, OCKiSibkn B
HagaHux [OAAaTKOBUX MaTepuanax BKasaHa iHcopmauis npo  3MiHy
YNOBHOB&XXEHOI 0CO6U 3asiBHUKA A1 3AICHEHHA dhapMakoHarnagy
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Ne Hassa ®dopma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa lliocmasa lpoyedypa
n/n JliKapcbKo20
3acoby
HOBOMAPUH® pO34uH AN11 iH'ekuii, 100 mr DKEHO® Benuka LeHnmpxeH Tekgoy Kutaii 3acigaHHs BigmoBuTU y 3arBepfpkKeHHi - 3MiHM | Tuny - 3MiHA pO3Mipy YNakoBKu
(10 000 aHTU-hakTop Xa APM NTA. BpuTaHis PapmacboTuKas HTP Ne 12 Big, | roToBOro nikapcbKoro 3acoby (3MiHa KiflbKOCTi OAuHULL (Hanpuknaz TabneTok,
MO)/mn; no 0,2 mn (20 mr), Ko., NTa. 21.03.2019 amnyn Towo) B ynakosuj) (B.11.r'5. (a)-2. 16) BBeAeHHA [0AaTKOBOI YyNakoBku in
abo no 0,4 mn (40 mr), abo bulk,
no 0,6 mn (60 mr), abo no OCKINIbKN Y HafaHOMy OGI'PYHTYBaHHI LLOAO BBEAEHHS HOBOrO BUAY MakyBaHHS
0,8 mn (80 mr), abo no 1,0 in bulk 3a3Ha4YeHo: «3anaBHVMK Mae Hamip BBO3WUTK B YkpaiHy in bulk NelO ans
mn (100 mr) y nonepesHs0 noJasIbLLOr0 MakyBaHHA y BTOPUHHY YMakoBKY Ha BITYM3HSAHMX 3aBofdax Ta
HamoBHEHOMY LINpuLj, no 2 nofasnbLIoMy BWMNyCKy [ANS Po3ApibHOro npofaxy B anTekax Mpu3HaveHol
Lwnpuum B 6nictepi, no 1 ynakoBku Ne2». OCKiNlbKN Ha PUHKY YKpaiHu y Lboro X BupobHuka (LeHpxeH
6nicTepy B KapTOHHIl Tekpoy PapmacbtoTukan Ko., /ita, Kntaii) HasiBHa ToproBa ynakoska Ne 2, He
kopo6ui; no 0,2 mn (20 wmr), 6yna foBefeHa AOLUbHICTE Ta HarasibHa notpeba y BBeAEeHi JaHoro Buay
a6o no 0,4 mn (40 mr), abo nakyBaHHs. TakoX 3a3HauMMo, WO NpeACcTaBfeHWn nikapcbknii  3aci6
no 0,6 mn (60 mr), abo no HosonapuH® € /13 6ioNoriYHOro NOXoMKeHHs. 3asBHNKOM Ta BUPOOHUKOM He
0,8 mn (80 mr) y 6yn10 HagaHo NiATBEPXEHHS, WO nig vac po3gineHHa ynakoBky Ne 10 He
nornepeaHb0 HanoBHEHOMY 6y[e nopyLueHa LifiCHICTb NepBUHHOT ynakoBku J13
LUMPKL, NO 2 WNpULM B
6nictepi, no 5 6nictepis B
KapTOHHilA KOpo6L
CAHAOCTATUH pO34uH AN iH'ekuii no 0,05 Hosapric LLBeiiuapi HosapTic ®apma LLiBeiiuapi | 3acigaHHs BiaMOBUTM Yy 3aTBEpPMKEHHI - 3MiHW | Tuny - BBeAeHHs abo 3MiHW [0
® mr/l mn; no 0,1 mr/Almnnol | d®apma Al a LWrein Al A HTP Ne 14 Bif | y3aranbHeHWX AaHux npo  cuctemy  chapmakoHarnsgy — (BBedeHHs
M/ B amnyni ;no 5 amnyn B 04.04.2019 y3araJibHeHUX AaHux npo cuctemy drapmakoHarnsgy, 3MiHa YnoBHOB&XEHOT
Kopo6Li 3 KapTOHY ocobu, BignoBifasbHOI 3a 3AjACHEHHST thapMakoHarnaay; KOHTakTHOT ocobu 3
thapmakoHarnagy 3asBHUKa [A78 3A4iACHEHHS dhapmakoHarniagy B YKpaiHi,
AKWI0 BOHa BiAMIHHA Bif YMOBHOBAXEHOi 0co6W, BigMOBIga/IbHOI 32
3[jlicHeHHs1 chapMakoHarnsgy (BKIHYAKUM KOHTaKTHI AaHi) Ta/abo 3MiHu y
po3mileHHi macTep-ghaiina cuctemu papmakoHarnsgy) (B.1.8. (a) I1AHM) 3miHa
YMOBHOBaXeHOI  0cob6w,  BignoBiganbHOI  3a  hapmakoHariag: -
[Oitova pepakuia: Philippe Close, M.D. - lNponoHoBaHa pepakuis: Gabriele
Hecker-Barth, M.D., Ph.D. 3miHa KOHTaKTHOI 0co6u, BignoBigasbHOI 3a
hapmakoHarnsag: - Aitoya pepakuin: Cepega tOnisi. - MNMponoHoBaHa pefakuis:
OpnoB B'ayecnaB. 3MiHa KOHTaKTHUX [aHWX YMNOBHOBaXEHOi 0cobwu,
BiANOBiAaNbHOI 3a hapmakoHarnsg. 3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI
ocobu, BignoBifanbHOI 3a hapmakoHarnsag,. 3miHa micus 34iliCHEHHS OCHOBHOT
AiSnbHOCTI 3 papmakoHarnsgy. 3MiHa MiCLEe3HaxOMKeHHs1 MacTep-ghaiina,
OCKiNbKM 3asiBNEHi 3MiHM He BIAMOBIAATL akTyasbHin iHopmauii woao
cuctemn hapmakoHarnsgy, 3asHauveHii 3asBHWMKOM B [00MpaLboBaHNX
marepianax
CUNAEHA®INY NopoLoK (cybcTaHuis) y Yemo Icnanis Manpimeg C.A. ApreHTnHa | 3acigaHHs BiaMOBUTN y 3aTBEPAXEHHi - 3MiHM | Tuny - 3MiHM 3 sikocTi. CepTudikat
UNTPAT noABifiHMX NoNieTUIEHOBUX 16epika, HTP Ne 14 Big, | signosigHocTi/l' E-cepTudikar BiANOBIAHOCTI €Bponeiicbkili
nakeTax g BUpo6HMLUTBa C.A. 04.04.2019 hapmakonei/moHorpadii. MNogaHHA HOBOro abo OHOB/IEHOro cepTugiikaTa

HECTEePUbHUX NIKapCbKNX
hopm

BiAMOBIAHOCTI abo BUy4YeHHS cepTudiikata BigNoOBIAHOCTI E€Bponeiicbkili
hapmakonei: ansa A®l; ana BuxigHoro Matepiany/peareHTy/npomiKHOro
NPOAyKTY, WO BWKOPUCTOBYIOTbCA Y BUPOGHULUTBI APl OnA  [OMNOMIKHON
peyoBuHn  (cepTuddikaT  BignNoBIgHOCTI  €Bponeicbkii  papmakonei) -
OHoBreHWii cepTudikat Bif yxe 3arsepmxeHoro BupobHuka (b.111.1. (a)-2 1A)
noflaHHA OHOB/IEHOTO cepTudpikaTa BiAMOBIAHOCTI €Bponelickkiit hapmakonel
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Ne Hassa ®dopma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa lliocmasa lpoyedypa
n/n JliKapcbKo20
3acoby
Ne RO-CEP 2013-100-Rev 01

(3aTBepaxeHo: RO-CEP 2013-100-Rev 00) ansa aivo4voi peyvoBuHu Sildenafil
citrate Big BxXe 3aTBepmKeHoro BupobHuka MAPRIMED S.A., ApreHtuHa 3
BiANOBIAHUMK 3MiHamMy y crieuundpikalii Ta MeTofgax KOHTposn sKocTi AdI,
cybceTaHuis 3apeectpoBaHa B 2014 poui 3 HagaHHaM OM® y martepianax
peecTpauiiHoro gocke. B 2019 poui Bigbynacb nepepeectpalisi cybcTaHLuii
3riAHO YMHHOro 3akoHodaBcTBa Hakaszy MO3 YkpaiHn Ned26 Big 26.08.05 (y
pepakuii Hakazy MO3 YkpaiHu Big 23 nunHsa 2015 poky Ne 460). BigcyTHi
3MiHM Wwogo 3amiin JM® Ha CEP, Tomy 3miHa WOA0 NOAaHHSA OHOB/IEHOrO
cepTudiikaTa BignoBigHocTi E€Bponelicbkiint dhapmakonei Ne RO-CEP 2013-100-
Rev 01 pgns piovoi pedvoBuHu Sildenafil citrate Big BXe 3aTBepayKeHOro
Bupo6bHuka MAPRIMED S.A., ApreHTMHa 3 BignoBigHMMW 3MiHAMU Yy
cneumdikauii Ta MeTogax KoHTposio skocTi Ad|

HauyanbHUK Bigainy 3 nutaHb (papmaleBTUYHOI

BIANbHOCTI lenapTamMeHTy BNnpoBag)XeHHA pedhopm

T.M. IacKOBCbKUu
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