MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
23.10.2018 Ne 1925
Kuis

[Ipo mep>kaBHY peecTpariito
(rlepepeecTpailito) TiKapCbKUX 3aco0iB
(MegUUHUX iIMYHOOi0OTTUHMX
ripernapariB) Ta BHECEHHS 3MiH /10
peecTpaljiiHiX MaTepia’iiB

BignosigHo g0 cratti 9 3akoHy YkpaiHu «IIpo sikapceki 3acobu»,
nyHKTIB 5, 7, 9, 10 Ilopsaky [epskaBHOI peecTpallii (mepepeecTpaiiii) JliKapCbKHUX
3acobiB, 3aTBepykeHOro moctaHoBoro Kabinety MiHicTpiB YKpainu Bif 26 TpaBHS
2005 poky Ne 376 «IIpo 3arBepgkenHs Ilopsaky Jep)kaBHOI peecTpaLil
(riepepeecTpaiiii) MiKapcbKUX 3aco0iB i po3MipiB 300py 3a iX JepkaBHY peecTpailito
(mepepeecTpatiito)», ab3auy TpualsToro mianyHkTy 10 nyHKTY 4 IToso)eHHs TIpO
MiHicTepcTBO OXOPOHM 3/]0POB’sl YKpaiHH, 3aTBep/KeHOoro moctaHoBor KabiHety
Minictpie Ykpainu Big 25 6epesnsi 2015 poky Ne 267, Ha mifcTaBi pe3y/bTaTiB
eKCITIepTHU3U  PeEeCTpalliiHuX  MaTepialiB  JHiKapCbKUX  3aco0iB  (MeAUUHUX
iMyHOGionoriyHMX TIperapariB) Ta KOHTPOJIFO SIKOCTi THX, IT0 TO/laHi Ha JeprKaBHY
peecTpaijito  (TlepepeecTpaiiito), MpoBeJeHUX  Jlep>)KaBHUM  TIiJINIPUEMCTBOM
«/lep>kKaBHUM eKCIepTHUM LieHTp MiHicTepcTBa OXOpPOHU 3[0POB’ST  YKpaiHW»,
BHUCHOBKIiB I[0fI0 e(eKTHBHOCTi, 0Oe3MeuHoCTi Ta SKOCTi J/iKapCchbKOro 3aco0y
(MeguuHOrO iMyHOOiO/IOTiUYHOrO IIperapary), pPeKOMeHAarii Horo [0 aeprkKaBHOI
peecTpaliii (TlepepeecTpallii) Ta BHeCEeHHs 3MiH [0 peeCTpaL[iiHUX MaTepialiB

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCTH /0 Jlep>KaBHOTO DPeECTPY JiKapChbKUX 3acobiB
YKpaiHM fiKapchbKi 3acobu (MeauuHi iMyHOOiosOriuHi TpermapaTH) 3rifHO 3
riepesikoM (JoAaTok 1).

2. [lepepeecTpyBaTH Ta BHECTU /10 Jlep>KaBHOT'O peECTPY JiKapChbKUX 3aco0iB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOiosoriuHi mperapatv) 3rigHO 3
riepesikoM (JoAaTokK 2).

3. BHectn 3MmiHM [0 peecTpauiHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
miKapchKMX 3acobiB YKpaiHM Ha JTKapcekKi 3acobu (MeauuHi imMyHOOiosoriudi
TriperapaTy) 3TriJJHO 3 MepesiikoM (JOoAaToK 3).
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4. BimMOBUTH Yy [ep>KaBHiM peecTpaliii/riepepeecTpallii Ta BHECEHHI 3MiH [0
peecTpaliiHuX MarepiasiB Ta Jlep>kaBHOTO DeECTPYy JIiKAapChKUX 3aco0iB YKpaiHu
MKapChbKHUX 3aCO0iB 3TiIHO 3 TIeperikoM (701aToK 4).

5. KOHTpO/1b 32 BUKOHaHHSAM LIbOT'O HaKa3y IOK/IaCTy Ha 3acTyrnmHUKa MiHicTpa
Inuka P.P.

B.o. MinicTpa Y. CYIIPYH



NMEPENIK

Jopatok 1

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu

23.10.2018 Ne 1925

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

Ne Hassa dopma sunycky 3assHukK Kpaina Bupo6HuUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiIBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakosKa) nocsi0YeHHs1
1. | APTITEK PO34rH ANna iHdysil, 8 MpAT YkpaiHa MpAT YkpaiHa peecTpauis Ha 5 pokis 3a He UA/16986/01/01
mr/mn no 250 mny "®apmaueBTuny "®apmaueBTUYH peyenmom niosnisiecae
hnakoHi; no 1 dpnakoHy Ha dhipma a hipma MepiognyHICTb NOfAHHA PerynsipHo
B navui "AapHuus” "OapHuus” OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
Mopsaky 34ificHeHHs hapmakoHarnsgy,
3aTBEPMAXEHOro Haka3oM MiHictepcTea
OXOPOHW 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuil Ykpaiuu 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHM 3[40P0B’st YKPaiHM Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKaMK, 3a3HaYeHNMN y
nepiogNYHOCTI NOAAHHS PeryssipHUX 3BiTiB 3
6e3neku
2. | ALEMIK TabneTku, BKpUTI AHaHTa Benvka Tynin Na6 M.T. IHAiA peecTpauisf Ha 5 pokis 3a He UA/16987/01/01
NNiBKOBOI 060JI0HKOO, Megikeap /14, BpuTaHis NTa. peyenmom niosisiecae
no 500 wmr, no 10 MepiognyHICTb NOAAHHA PerynspHo
Tabnetok y 6nictepi; no OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
1 6nicTepy B kopobL,i Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOr0 Haka3oM MiHictepcTea
OXOPOHW 340POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuWii B
MiHicTepcTsi tocTuuil Ykpaiuu 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340POB’A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3ifHO 3i CTPOKaMK, 3a3HaYeHNMKN y
nepioguYHOCTI MoAaHHS perynsipHuX 3BiTIB 3
6e3nekun
3. | AUMKNOBIP NOPOLLIOK KpUCTaNiuHWi BE3 Xopsartis UxeussaH Kutaii peecTpauif Ha 5 pokis - He UA/16988/01/01
(cybeTaHuis) y dapmaxem YepioTip niosisi2ae
noagiiHnx 4.0.0. dapmacbioTikan
nonieTUIeHoBMX Ko., N114.
naketax gns
chapmav,eBTUYHOro
3aCTOCYBaHHS
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHsl peecmpayiliHo2o
3acoby ynakoska) nocsi0o4YeHHs1
4. | 3ANI3A nopoLok (cybcTtaHuis) y Caiivep, la63 IHgis Caiivep, la63 IHAiA peecTpauis Ha 5 pokis - He UA/16989/01/01
CAXAPAT naketax NimiTen Nimiteq niosnsieae
nonieTuNeHoBnx ans
dhapmaLeBTU4YHOro
3aCTOCYyBaHHSA
5. KAP3AMN® Tabnetkn no 16 mr Ne 14 | TOB "3eHTiBa" Yecbka BUNYCK Cepiii: Yecbka peecTpauist Ha 5 pokis 3a He UA/16991/01/02
(14x1) abo Ne 28 (14x2) Pecny6nika TOB "3eHrTiBa", Pecny6nika/ peyenmom niosiss2ae
a60 Ne 70 (14x5) y Yecbka Manbta/ MepiognyHICTb NOfAHHS PErynsipHo
6nictepax Pecny6bnika PpaHuin OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
BMPOGHMLTBO Mopsaaky 3aiicHeHHs chapmakoHarnagy,
roToBOIl 3aTBepXeHoro Hakasom MiHictepcTBa
NiKapCbKoi OXOPOHW 340POB’A YKpaiHu Bif 27 rpyaHs
hopmu, 2006 poky Ne 898, 3apeecTpoBaHuii B
nepBrHHe Ta MiHicTepcTsi tocTuuil Ykpaiuum 19 rpyaHs 2016
BTOPVHHE poky 3a Ne 1649/29779 (y pefakuii Hakasy
nakyBaHHs, MiHicTepcTBa OXOpPOHU 340POB’A YKpaiHu Bif,
KOHTPONb 26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
AKOCTI, 3rifHO 3i CTPOKaMK, 3a3HaYeHMN y
Mikpo6ionoriyHi nepioguYHOCTI MoJaHHS perynsipHuX 3BiTiB 3
BUNPOBYBaHHSA 6e3nekn
Ta BUNYCK cepiit:
3irdopig Manbta
nta, Mansta
MiKpo6ionoriyHi
BMNPOGYBaHHSA:
KoHthapma
PpaHuis,
®paHuia
6. KAP3AMN® Tabnetkn no 8 mr Ne 14 TOB "3eHTiBa" Yecbka BUNYCK Cepiii: Yecbka peecTpauist Ha 5 pokis 3a He UA/16991/01/01
(14x1) abo Ne 28 (14x2) Pecny6nika TOB "3eHrTiBa", Pecny6nika/ peyenmom niosisieae
a60 Ne 70 (14x5) y Yecbka Manbta/ MepiognyHICTb NOAAHHS PerynsipHo
6nictepax Pecny6nika PpaHuin OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
BMPOOHMLTBO Mopsaky 34ificHeHHs hapmakoHarnagy,
roToBol 3aTBepXeHoro Hakasom MiHicTepcTBa
nNikapcbKoi OXOPOHU 340POB’A YKpaiHu Bif 27 rpyaHs
cdhopmu, 2006 poky Ne 898, 3apeecTpoBaHuii B
nepBrHHe Ta MiHicTepcTsi tocTuuil Ykpainum 19 rpygHs 2016
BTOPVHHE poky 3a Ne 1649/29779 (y pefakuii Hakasy
nakyBaHHs, MiHicTepcTBa OXOPOHUW 340P0B’S YKPaiHU Bif,
KOHTPONb 26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
AKOCTI, 3rifgHO 3i CTpOKaMK, 3a3HaYeHMN Y
MiKpo6ionoriyHi nepiogNYHOCTI NOAAHHA PeryssipHUX 3BiTiB 3
BUNPOBYBaHHSA 6e3nekn
Ta BUNYyCK cepiit:
3ircppig Manbta
nta, Mansta
MiKpob6ionoriyHi
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHsl peecmpayiliHo2o
3acoby ynakoska) nocsi0o4YeHHs1
BMNPOGYBaHHSA:
KoHthapma
®paHuisa
7. | MIAOKAIHY KpUCTanivyHmii NopoLIoK ToBapucTBO 3 YkpaiHa C.LM.C. C.P.N1. ITania peecTpauist Ha 5 pokis - He UA/16992/01/01
riaPOXNOPUA, (cybeTaHuis) y obmexeHor nionisieae
noaBiiHNX BiANOBiAA/IbHI
nonieTuIeHoBmX CTtO
naketax gns "®apmaueBTny
thapmaueBTUYHOro Ha KOMMaHis
3aCcToCyBaHHA "3p0poB'a”
8. PIHA3AN® cnpeii HasasbHUiA, MpAT YkpaiHa MpAT Ykpaina peecTpauis Ha 5 pokis 6e3 He UA/1751/02/01
no3oBaHwuii 0,5 mr/mn; "®apmaueBTuny "®apmaueBTUYH MepiognyHICTb NOAAHHS PerynsipHo peyenma nionsieae
no 10 mn y chnakoHi, no Ha dhipma a chipma OHOB/IIOBAHOrO 3BITY 3 6e3nekun BiANOBIAHO [0
1 chnakoHy 3 403Y0UNM "fapHuus” "fapHuus” Mopsaaky 34iicHeHHs chapmakoHarnagy,
HacoCoM Yy nauli 3aTBEPKEHOro Hakasom MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuil Ykpainum 19 rpygHs 2016
poky 3a Ne 1649/29779 (y pefakujii Hakasy
MiHicTepcTBa OXOPOHUW 340P0B’S YKPAiHU Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3rigHO 3i CTpOKaMK, 3a3HaYeHMN Y
nepiogNYHOCTI NOAAHHA PeryssipHUX 3BiTiB 3
6e3neku.
9. PIHA3AN® cnpeii HazaNbHWIA, MpAT YKpaina MpAT YkpaiHa peecTpauist Ha 5 pokis 6e3 niossiecae UA/1751/02/02
nosoBaHuii 1,0 mr/mn; "®apmaueBTuny "®apmaueBTUYH MepiognyHICTb NOfAHHA perynsipHo peyenma
no 10 mn y chnakoHi, no Ha dhipma a thipma OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
1 chnakoHy 3 A03y0UnM "OapHnua" "dapHnua" Mopsaky 34ificHeHHs hapmakoHarnisgy,
HacocoM y nauli 3aTBepAKeHoro Hakasom MiHictepctsa
OXOPOHW 340POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuil Ykpaiuu 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHM 340P0B’st YKPaiHM Big,
26 BepecHs1 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKaMK, 3a3HaYeHNMuN y
nepioAgNYHOCTI NOAAHHS PerysisipHUX 3BiTiB 3
6e3nekw.
10. | TIBOMAKC® A PO34MH opasibHWiA, 200 MpAT YkpaiHa MpAT YkpaiHa peecTpauisf Ha 5 pokis 6e3 He UA/16994/01/01
Mr/mn, no 100 mn abo "®dapmavueBTuy "®apmaLeBTUYH peyenma niosisi2ae
no 200 M1y dp1akoHi; no Ha chipma a hipma MepiognyHICTb NOfAHHA perynsipHo
1 chnakoHy 3 MipHOIO "AapHuus” "AapHuus” OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0

JIOXKKOIO B nauLyi

Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAXEHOro HakasoM MiHictepcTea
OXOPOHW 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHsl peecmpayiliHo2o
3acoby ynakoska) nocsi0o4YeHHs1
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), CTaHOBUTL:
3rifHO 3i CTPOKamu, 3a3Ha4YeHMN y
nepioguyHOCTI NoJaHHA perynsipHux 3BiTiB 3
6e3neku
11. ®/IEBABEH® Tabnetku, no 1000 mr Ne KPKA, a.4., CnoBeHis BUPOGHMLTBO CnoseHis peecTpauis Ha 5 pokis 6e3 nionsieae UA/16995/01/02
1000 30 (10x3), Ne 60 (10x6) HoBo mecTo "in bulk", peuyenma
y bnictepax nepBuUHHE Ta MepiognyHicTb NoAaHHA perynsipHo
BTOPVIHHE OHOBJ/IOBAHOTO 3BITY 3 6e3Mneku Bi4NoBIAHO A0
nakyBaHHs, Mopsaaky 3aiicHeHHs thapmakoHarnagy,
KOHTpO/b cepii 3aTBEPAKEHOro Haka3oM MiHicTepcTea
Ta BMNYCK cepil: OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHsA
KPKA, a.4., 2006 poky Ne 898, 3apeecTpoBaHuii B
HoBo mecTo, MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHsa 2016
CnoBeHis; poky 3a Ne 1649/29779 (y pepakuii Hakasy
KOHTpPOb cepii: MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big,
KPKA, a.4., 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
HoBo mecTo, 3rifHO 3i CTPOKamu, 3a3Ha4YeHNMN y
CnoBeHis nepiognyYHOCTI NoJaHHSA perynsipHuxX 3BiTiB 3
6e3neku
12. ®JIEBABEH® TabneTku, BKPUTI KPKA, a.4., CnoBeHis BUPOGHMLTBO CnoseHis peecTpauist Ha 5 pokis 6e3 nionsicae UA/16995/01/01
500 nAiBKOBOIO 060/IOHKOIO, Hoso mecTo "in bulk", peyenma
no 500 mr Ne 30 (15x2), nepBrHHe Ta MepiognyHICTb NOJAHHA perynspHo
Ne 60 (15x4) y BTOPVIHHE OHOB/IOBAHOTO 3BITY 3 6e3neku Bi4NOBIAHO A0
6nictepax nakyBaHHs, Mopsaaky 3aiicHeHHs chapmakoHarnagy,
KOHTpO/b cepii 3aTBEPAKEHOro HakasoM MiHictepcTea
Ta BMNYCK cepil: OXOPOHU 30POB’A YKpaiHu Big 27 rpyaHA
KPKA, ao.4., 2006 poky Ne 898, 3apeecTpoBaHuii B
HoBo mecTo, MiHicTepcTsi tocTuuil Ykpaiuu 19 rpyaHs 2016
CnoBeHis; poky 3a Ne 1649/29779 (y pepakuii Hakasy
KOHTpPOb cepii: MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big,
KPKA, a.4., 26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
HoBo mecTo, 3riHO 3i CTPOKaMu, 3a3Ha4YeHNMN Y
CnoBeHis nepioguyYHOCTI NoJaHHS perynsipHuxX 3BiTiB 3
6e3neku
13. | UWATAPABIH KPUCTanNiuyHWiA NOPOLLIOK TOB "lOpis- YkpaiHa M/c. MAK-XEM IHAain peecTpauis Ha 5 pokis - He UA/16996/01/01
(cybeTaHuin) y dapm"” NMPOJAKTC niossiecae
noagiiHnx (IHAIA) NBT.
nonieTuneHoBmx NTAa.
naketax gns
dhapmaLeBT14HOro

3aCTOCyBaHHSA




HavyanbHuK YnpaBniHHA dpapmMmaleBTUYHOI .
AiSNbHOCTI Ta AKOCTI (hapMaLeBTUUHOT NPoAYKLii T.M. NlackoBCcbkun



BHOCATbLCA A0 AEP)XABHOIO PEECTPY NIKAPCbKUX 3ACOBIB YKPAIHU

NMEPENIK
NMEPEPEECTPOBAHUX NNIKAPCbKNX 3ACOBIB (MEAUNYHUX IMYHOBIONOTTYHUX MPEMAPATIB), AKI

Jopatok 2

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu
23.10.2018 Ne 1925

Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs1 peecmpayitiHo2o
3acoby ynakosKa) nocsi04YeHHs1
1. | AQUETPUC® NOpPOLLIOK NS Takepa ®apma [JaHis Brpo6H1LTBO ITanis/ MepepeecTpauis Ha 5 pokis 3a He UA/13286/01/01
KOHLeHTpaTy Ans AIC Hepo3dacoBaHoi ®paHuia/ 3MiHn Wwoao 6e3nekn/eddekTMBHOCTI peyenmom nionsizae
PO34mnHy ANns iHgysili no npoaykuii, ABcTpisi/ Ta (hapmakoHarnsgy. 3MiHu y
50 mr; 1 chnakoH 3 nepBuHHa Benuka KOPOTKili xapakTepucTui
NMOPOLLKOM Y KapTOHHIl yrnakoBka: BpuTaHis nikapcbKoro 3acoby, TekcTi
KopooLi BCn MapKyBaHHS Ta IHCTPYKLUIiT AN
dapmacbioTikan3 Me[MYHOro 3aCTOCyBaHHSA y 3B'A3KY
C.M.A., ITanis; i3 HOBMMMW AaHVMMK 3 SIKOCTI,
M'ep ®abp OOKNIHIYHUMMA, KNIHIYHUMW JaHUMU
MegukameHT Ta faHuMu 3 dhapmakoHarnsgy -
MpopakLuH, 3MiHU BHECEHO [0 IHCTPYKUIT Ans
dpaHuis; MeAMYHOro 3acTOCyBaHHA
BTOPUHHA nikapcbkoro 3acoby A0 po3ainis
ynakoBka, [03BiN "Oco611BOCTI 3acTOCyBaHHS",
Ha BUMycK cepii: "Mo6iyHi peakuii " BignNoBigHO A0
[Jendapm Hosapa maTepianiB peecTpauiliHoro focbe.
C.p.n., Itanis;
Takega ABCTpis MepiognyHICTb NOAAHHA perynspHo
'M6X, ABCTpIst; OHOB/IOBAHOrO 3BITY 3 6e3neKku
KOHTPO/Ib SKOCTI BiANOBIAHO A0 Mopsaky 34jiACHEHHS
cepii: chapmakoHarnsgy, 3aTBepmxeHoro
KoBaHc Haka3oM MiHicTepcTBa OXOPOHU
NabopaTtopis 3[,0pOB’A YKpaiHu Bif 27 rpyaHs
NimiTen, Benuka 2006 poky Ne 898, 3apeecTpoBaHuii
BpuTtaHis B MiHicTepcTBi tocTuuii Ykpainm 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHMW 340P0B’s
Ykpainu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTL: 3riHO 3i
CTpOKamu, 3a3HaveHMn y
nepiogMYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3MneKu.
2. | ASUTPOMIUUH- Kancynv no 125 mr gns ToBapucTso 3 YkpaiHa BCi cTagii YkpaiHa MepepeecTpauis Ha HeobmexeHui 3a He UA/9503/01/01
340POB'AA TOB "dapmareBTnyHa 06MEXeHO BVMPOGHMLTBA, TepMiH. 3miHu | Tuny - 3MiHK Woao peyenmom nionsieae

KOMMaHisi "310poB 5™ no

BiA4NoBiAa/IbHICTIO

KOHTPO/1b SAKOCTI,

6e3nekn/edeKTBHOCTI Ta




n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

6 kancyn y 6nictepi; no
1 6nicTepy B KAPTOHHIl
Kopob6ui; ana TOB
"®apmekc pyn": no 6
Kancyn y 6nicrepi, no 1
6nicTepy B KAPTOHHIl
Kopoo6Li

"papmaLeBTnyHa
KoMMaHis
"3710poB'"

BUMYCK Cepii:
ToBapucTBO 3
06MEXEHOI0
BigNOBiAA/IbHICTIO
"®GapmaueBTuyHa
KOMMaHis
"3p0poB'a”
YkpaiHa,;

BCi cTagii
BVMPOGHMLTBA,
KOHTPO/b SKOCTI:
ToBapucTBo 3
06MEXEHOI0
BiANOBiAA/IbHICTIO
"®APMEKC
rePyn-,
YkpaiHa

hapmakoHarnsagy. 3mMiHu y KopoTkili
XapakTepucTuLi nikapcbkoro
3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLji 4Ns MeguyHoro
3aCTOCyBaHHSA
reHepuyHnX/ribpuaHnx/6ionodibHNX
NiKapCbKNxX 3aco6iB Nicas BHECEHHS
Tiei camol 3MiHW Ha pedhepeHTHW
npenapar (3miHa He noTpebye
HafaHHA XOAHVX HOBUX
[o[aTKoBUX faHuX) 3MiHW BHECEHI
[0 iHCTPYKUiTy po3ain "Moka3aHHA";
a Takox y po3ginu:
"papmMakonoriyHi BnactusocTi”,
"MpoTunoka3saHHa", "B3aemogis 3
HLWIMMKM NikapcbkMK 3acobamu Ta
iHWI BMAW B3aemogiin”,
"Oco6/1MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHsA y Nepios BariTHOCTI
a6o rogysaHHsa rpyaar”,
"3paTtHICTb BNMBATK Ha LUBUAKICTb
peakuii Npn KepyBaHHi
aBTOTPaAHCNOPTOM @60 iHLWMMK
mexaHismamu", "Cnoci6
3acTocyBaHHs Ta gosu", "fitn"
(yTouHeHHs iHdopMauii),
"Mepeno3yBaHHs", "Mo6GiYHI peakujii™
BiANOBIAHO A0 iHdopMaLii
pedyepeHTHOro /ikapcbkoro 3acoby
(Cymamep).

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 Mopsaky 34iMCHEHHS
chapmakoHarnsgy, 3aTBepmxeHoro
Haka3oM MiHicTepcTBa OXOPOHM
3[,0pOB’A YKpaiHw Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi 1oCcTuLii YkpaiHn 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHMW 340P0OB’s
Ykpainu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTL: 3riHO 3i
CTpokamu, 3a3Ha4eHnMmn y
nepiogMYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku

ASUTPOMILUMNH-

Kkancysv no 250 mr ansa

ToBapucTBO 3

YkpaiHa

BCi cTagii

Ykpaina

[MepepeecTpauis Ha HEObMeXeHN

3a

He

UA/9503/01/02
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA BionyckKy aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
340POB'A TOB "dapmaueBTnyHa 06MEXEHO BMPOGHMLTBA, TepMiH. 3miHu | Tuny - 3MiHK Woao peyenmom nionsieae
KOMMaHisi "30poB’s™: N0 | BignoBiganbHICTIO KOHTPO/b SIKOCTI, 6e3nekn/edekTMBHOCTI Ta
6 kancyn y 6nictepi; no "®apmavleBTuyHa BUMYCK Cepii: thapmakoHarnsgy. 3MiHu y KopoTKil
1 6nicTepy B KAPTOHHIl KOMMaHis ToBapucTBo 3 XapaKTepucTuLi Nikapcbkoro
Kopobui; ans TOB "3p0pos'a" 06MeXeHo 3aco0by, TeKCTi MapKyBaHHs Ta
"®apmekc pyn": no 6 BiANOBIAA/LHICTIO IHCTPYKLi ANs MeguyHoro
Kancyn y 6nictepi, no 1 "dapmaveBTNyHa 3aCTOCyBaHHSA
6nicTepy B KApTOHHiIl KOMnaHis reHepUYHUX/ribpuaHNx/6ionodibHNX
Kopoo6Li "3p0pos'a” NiKapcbKux 3aco6iB NicNs BHECEHHSA
YkpaiHa; Tiei camoi 3MiHW Ha pedhepeHTHWi
BCi cTagii npenapar (3miHa He noTpebye
BMPOGHMLTBA, HafaHHSA XOAHWX HOBUX

KOHTPO/Ib SKOCTI:
ToBapucTBO 3
obmexeHoro
BigNOBiAA/IbHICTIO
"®APMEKC
rePyn",
YkpaiHa

[0[AaTKOBUX AaHWX) 3MiHN BHECEHI
[0 IHCTPYKLT y po3ain "Moka3aHHS";
a TaKkoxX y posginu:
"®apmakonoriyHi BnacTmBocTi”,
"MpoTunokasaHHa", "B3aemogis 3
HLUIMMKM NikapcbKMK 3acobamu Ta
iHWi BUAW B3aemogiin”,
"Oco611MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepiog BariTHOCTI
abo rogyBaHHs rpyaar”,
"3paTHICTb BNAMBATU Ha LWBUAKICTb
peakLii Npn KepyBaHHi
aBTOTPaHCNOPTOM abo iHLWUMK
mexaHizmamu", "Cnocié
3acTocyBaHHsa Ta gosu", "[itn"
(yTO4YHeHHs1 iHchopmawi),
"MepeposysaHHsa", "To6IYHI peakujii™
BiANOBIAHO A0 iHdopmaLii
pedhepeHTHOro /likapcbkoro 3acoby
(Cymamep).

MepiognyHICTb NOAAHHS PerynsipHoO
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BifNOBIAHO 0 MOPSAAKY 34iCHEHHS
dhapmakoHarnsgy, 3aTBepmkeHoro
Haka3oM MiHicTepcTBa OXOPOHU
3[,0p0B’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi toCcTuLii YkpaiHn 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa OXOPOHUW 300P0B’A
Ykpainu Bif 26 BepecHsn 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3HaveHmMn y
nepioguyYHOCTi NOAAHHS
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA BionyckKy aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
perynisipHuX 3BiTiB 3 6e3neKu
4, A3UTPOMILUWNH- kancynu no 500 mr ans ToBapucTBo 3 YkpaiHa BCi cTagii Ykpaina MepepeecTpavis Ha HEOBMEXEHUIA 3a He UA/9503/01/03
3400POB'A TOB "®apmaueBTuyHa 06MEXEHOI0 BUPOGHMLTBA, TEPMiH. 3MiHn | TUny - 3MiHK WOA0 peyernmom nidnseae
KOMMaHis "340poB’s™: Nno | BignoBiganbHICTIO KOHTPO/Ib AKOCTI, 6e3nekn/edeKTUBHOCTI Ta
3 kancynu y 6nictepi, no "papmaneBTUYHa BMNYCK cepil: hapmakoHarnsgy. 3miHu y KopoTkili
1 6nicTepy B KAPTOHHIM KOMMaHis TosapucTso 3 XapakTepucTuLi Nikapcbkoro
Kopob6ui; ana TOB "3popos's” o6MexeHo 3acoby, TEKCTIi MapKyBaHHS Ta
"®apmekc Mpyn": no 3 BiANOBIAA/IbHICTIO IHCTPYKUT ANna MeguyHoro
kancynm y 6nictepi, no 1 "apmaueBTnyHa 3aCTOCyBaHHS
6nicTepy B KapTOHHiIl KOMMaHis reHepuYHMX/ribpnaHnx/6ionodibHNx
KopooLi "3popos'a’, nNiKapcbkunx 3acobiB Nic/1s1 BHECEHHSA
YKpaiHa,; Tiei camol 3MiHV Ha pedhepeHTHWi
BCi cTagii npenapar (3miHa He noTpebye
BMPOBHMLITBA, HafaHHA XOAHWX HOBUX

KOHTPO/b AKOCTI:
ToBapucTBO 3
obmexeHoo
BiANOBIAA/LHICTIO
"®APMEKC
rePyn-,
YkpaiHa

[0[aTKOBUX AaHuX) 3MiHN BHECEHI
[0 iHCTpYKUiT y po3ain "Moka3aHHA";
a Takox y po3ginu:
"dapmMakonorivyHi BnactueocTi”,
"MpoTunoka3aHHs", "B3aemogis 3
iHLWIMMK NikapcbKMK 3acobamn Ta
iHLWI BMAW B3aemogiin",
"Oco6MBOCTI 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTI
abo rogyBaHHA rpyaar”,
"3paTHICTb BNMBATK Ha LBUAKICTb
peaxuii npy kepyBaHHi
aBTOTPAHCMOPTOM ab0 iHLWMMK
mexaHizmamu”, "Crocié
3acTocyBaHHA Ta gosun”, "Aditn"
(yTOouYHeHHs iHchbopmauii),
"MepepnosyBaHHs", "Mo6iyHI peakuji”
BiANOBIAHO A0 iHdopMaLiT
pedyepeHTHOrO /likapCbKoro 3acoby
(Cymamep).

MepiognyHiCTb NOAAHHA PerynsipHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3nekn
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpaiHu Bifg 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuuii Ykpaitm 19
rpygHsa 2016 poky 3a Ne
1649/29779 (y pepaxujii Hakasy
MiHicTepcTBa OXOpPOHU 34,0POB’SA
Ykpainu Big 26 BepecHs 2016 poky
Ne 996), CTaHOBUTb: 3riAHO 3i
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Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

CTpOKamu, 3a3HavyeHnmn y
nepioguyYHoOCTi NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku

BPOHXUMNPET®

Kpanni opasibHi no 50 mn
a6o no 100 mny
hNakoHi 3 f03yUnM
KpanesnbHUM NPUCTPOEM;
no 1 dpnakoHy B
KapTOHHI Kopo6Lyi

BioHopuka CE

HimeuunHa

BioHopuka CE

HimeuunHa

MepepeecTpauis Ha HeObMeXeHWIA
TEPMiH.
3MiHM Wwoao 6e3nekn/edhekTUBHOCTI
Ta hapmakoHarnsagy. 3miHm y
KOPOTKIili XapakTepucTuLi
NikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPyKLUii Ans
MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY
i3 HOBMMM JaHVMMK 3 SKOCTI,
OOKNIHIYHUMMN, KNIHIYHUMK JaHUMK
Ta faHumu 3 dhapmakoHarnsagy -
3MiHN BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3acToCyBaHHA
nikapcbKoro 3acoby o posginy
"MokasaHHs" (YyTOUYHEHHS
iHchopmawii Ta po3ainis
"Oco61MBOCTI 3aCTOCYBaHHSA",
"Cnoci6 3acTocyBaHHs Ta f03mn"
(yTouHeHHs iHdhopmalii), "MobiuHi
peaxuii”, BignoBigHO A0 MaTepianis
peecTpavuiniHOro 4ocbe.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 34jiACHEeHHS
chapmakoHarnsgy, 3aTBepaXeHoro
Haka3oMm MiHicTepcTBa OXOPOHM
3[,0pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi toCcTuLii Ykpainn 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHMW 340POB's
YkpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTL: 3riAHO 3i
CTpokamu, 3a3Ha4eHnMmn y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

6e3
peyenma

nionsieae

UA/8673/01/01

rMILNCEA®

Tabnetkv no 100 mr no
10 TabneTok y 6nicTepi;
no 5 6nictepis y naywi

MAT

"Knismegnpenapa

T

Ykpaina

MAT

"KuiBmegnpenapa

T

Ykpaina

MepepeecTpauis Ha HEOOMEXEHNIA
TEPMiH.

MepiognyHiCTb NOAAHHA perynsipHo
OHOB/IHOBAHOTO 3BITY 3 6e3nekn
BiANOBIAHO A0 MopsAaKy 34iCHEHHS
dhapmakoHarnsgy, 3aTsepmkeHoro

6e3
peyenma

nionsieae

UA/0585/01/01




n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

Haka3oM MiHicTepcTBa OXOPOHM
3[10pOB’A YKpaiHu Bif 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuuii Ykpaitm 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakujii Hakasy
MiHicTepcTBa OXOpPOHM 34,0POB’A
Ykpainu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3HavyeHmn y
nepioguyYHoOCTi NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku

JVUMEKCWU,

pigyHa ANs 30BHILIHBOrO
3acTocyBaHHsA no 50 mn
abo no 100 mny
dhnakoHi; no 1 dpnakoHy
B NauLli 3 KapTOHY

NAT
"Jly6HUhapm"

YkpaiHa

NAT
"ly6HUhapm"

YKpaiHa

MepepeecTpauis Ha HeObMeXeHWIA
TEPMIH.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 Mopsaky 34jiMCHEHHS
dhapmakoHarnsgy, 3aTBepmkeHoro
Haka3oM MiHicTepcTBa OXOPOHU
3[,0pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi toCcTuLii YkpaiHn 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa OXOPOHMW 340P0B’A
Ykpainu Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3HaveHnmMn y
nepioguyYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

6e3
peyenma

nionsieae

UA/9117/01/01

EHANAMPUN-
JAPHULSA

Tabnetkv no 10 mr, no
10 TabneToK y KOHTYpHIli
YapyHKOBIli ynakoBLii; no
2 KOHTYpPHi YapyHKOBI
ynakoBKW y nauuj

MpAT
"papmaLeBTUYHa
hipma "dapHnus”

YKpaiHa

MpAT
"bapmaueBTyHa
chipma "OapHuus”

YKpaiHa

MepepeecTpauis Ha HeOBMEXeHWIA
TEepPMiH
3MiHM Wwoao 6e3nekn/eddekTUBHOCTI
Ta (hapmakoHarnsgy. 3MmiHa y
KOPOTKIill XapakTepucTumui
nikapcbKoro 3acoby, TekcTi
MapKyBaHHs Ta IHCTPYKLUiT Ans
MeJMNYHOro 3acTOCyBaHHS Ha
nifcTasi perynsipHo OHOB/IOBAHOTO
3BiTy 3 6€3nekun NiKapcbkoro
3acoby, abo AocnigKeHb 3 6e3nekn
3acToCcyBaHHSA Nikapcbkoro 3acoby
B nicnsipeecTpaiiHuii nepiog, abo
AK pe3ynbTaT OLiHKV 3BITY 3
AocnifmxeHb, NPoBeAeHNX
BiANOBIAHO A0 MiaHy nejiatpuydHmnx
pocnigmkedb (PIP) (3MiHy y3romxeHo

3a
peyenmom

He
nionseae

UA/9020/01/01




14

n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

3 KOMMETEHTHNM YMOBHOBaXKEHUM
opraHom) - 3MiHV BHECEHO [0
IHCTPYKUi ANna MeguyHoro
3aCTOCyBaHHSA NikapcbKoro 3acoby
00 po3ginis "®apmMakonorivHi
BracTmsocTi", "B3aemogis 3 iHWNMK
nikapcbknMmn 3acobamu Ta iHLWi
BMAM B3aemogiii", "Cnocio
3acTocyBaHHA Ta fo3n”
(yTouHeHHs1), "OiTn" (pegaryBaHHs
TeKCTy) BiANOBIAHO A0 OHOBNEHOI
iHchbopmawii 3 6esnekn
3aCTOCYBaHHS fil040i PeYOBUHMU.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 34jiMCHEHHS
chapmakoHarnsgy, 3aTBepmxeHoro
Haka3oM MiHicTepcTBa OXOPOHM
3[,0pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuLii YkpaiHn 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHMW 340P0B’s
Ykpainu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTL: 3riHO 3i
CTpokamu, 3a3Ha4eHnMmn y
nepiogMYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3MneKu.

XXOBY BUYHAYA
CYXA

nopoLuok (cybcTaHuis) y
naketax noABinHMX
nonieTuNeHoBux ans
BMPOGHMLTBA
HeCTepusIbHNX
nikapcbkux hopm

My6niuHe
akKuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHNYNIA

LeHTp
"BopLyariscbkuii
XiMiKo-
hapmaLeBTUYHNIA
3asof”

YkpaiHa

AmepikeH
NabopaTtopis
IHKOpropeliTes

CLUA

MepepeecTpauis Ha HEOOMEXEHNIA
TEepPMiH

He
nionsieae

UA/13339/01/01

10.

KAPBENIC

Kpanni opasibHi, po34unH
no 30 mn, no 50 mn, no
100 mn 'y dpnakoHi,
3aKyrnopeHomy npo6Kot-
KpanesibHuLeto; no 1
th1akoHy B KapTOHHil
nauuj

NMPO®PAPMA
IHTepHeLHN
TpenguHr Miviteq

MasnbTa

[Op. MycTtaB KnsiiH
'm6X & Ko. KI

Himeyunna

MepepeecTpauis Ha HeOBMEXeHWIA
TEPMiH.

3MiHM Wwoao 6e3nekn/eddekTUBHOCTI

Ta (hapmakoHarnsgy. 3miHa y
KOPOTKIill XapakTepucTumui
nikapcbKoro 3acoby, TekcTi

MapKyBaHHs Ta IHCTPYKLUiT Ans
MeMYHOro 3acTOCyBaHHs Ha

6e3
peuyenma

nionsieae

UA/13314/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

nificTasi perynsipHoO OHOB/IOBAHOTO
3BiTYy 3 6€3nekn NikapcbKoro
3acoby, abo focnigkeHb 3 6e3nekn
3aCTOCyBaHHSA NikapcbKoro 3acoby
B nicnsipeecTpauiiHuii nepiog, abo
AK pe3ynbTaT OLiHKM 3BITY 3
[ocNiMKeHb, NPOBEAeHNX
BiANOBIAHO A0 MnaHy negiatpuydHmnx
pocnigpkens (PIP) (3MiHy y3rogxeHo
3 KOMNETEHTHNM YMOBHOBaXKEHUM
opraHom) - 3MiHV BHECEHO [0
IHCTPYKUi ANna MeguyHoro
3aCTOCyBaHHSA NikapcbKoro 3acoby
0o po3ginis: "MpoTunokasaHHsA",
"OcobuBi 3axoaun 6e3nekn”,
"B3aemogis 3 iHWVMK NiKkapCbKuMun
3aco6amMu Ta iHLWi BUAY B3aeMOLiA",
"Oco6/1MBOCTI 3aCTOCYBaHHSA",
"MepepnosyBaHHs", "MNo6iyHI peakui™
BiANOBIAHO 4O OHOBNEHOT
iHchopmauii 3 6e3neku gjrounx Ta
[OMNOMDKHUX PEYoBYVH Npenapary.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 Mopsaky 34iMCHEHHS
chapmakoHarnsgy, 3aTBepmxeHoro
Haka3oM MiHicTepcTBa OXOPOHM
3[,0pOB’A YKpaiHw Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuLii YkpaiHn 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHMW 340P0OB’s
Ykpainu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTL: 3riHO 3i
CTpokamu, 3a3Ha4eHnMmn y
nepiogMYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3MneKu.

11.

NA30/IBAH®

Tabnetku no 30 mr, no
10 TabneTok y 6nictepi;
no 2 a6o no 5 6nictepis
Y KapTOHHIi1 kopobu,i

TOB «CaHodi-
ABeHTIC YkpaiHa»

YkpaiHa

BepiHrep
IHrenbxaiim Ennac
A.E.

pevis

MepepeecTpauis Ha HEOOMEXEHNIA
TEPMiH.

MepiognyHiCTb NOAAHHA PerynsipHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3nekn
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpaiHu Bifg 27 rpyHs
2006 poky Ne 898, 3apeecTpoBaHuii

6e3
peyenma

nionsieae

UA/3430/03/01




Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA BionyckKy aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
B MiHicTepcTBi tocTuuii Ykpaitm 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakujii Hakasy
MiHicTepcTBa OXOpPOHN 34,0POB’A
YKkpainu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3HavyeHmn y
nepioguyYHoOCTi NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.
12. | NETPO30/- TabneTkun, BKpUTI TeBa I3painb BVMPOGHMLTBO, I13pains/ MepepeecTpauis Ha HeObMeXeHWIA 3a He UA/13315/01/01
TEBA NNiBKOBOIO 060/I0HKOIO, dapmaLeBTikan nepBuHHE Ta YropwmHa TEPMiH. peuyenmom niosnsieae
2,5 mr, no 10 Tabnetok y IHpacTpi3 /174, BTOPWHHE 3MiHK Wwoao 6esnekn/edeKkTMBHOCTI
6nicTepi; no 3 6rictepu nakyBaHHs, Ta hapmakoHarnsagy. 3miHm y

B KOPOO6LUi

KOHTPO/b AKOCTI,
BUWMYCK Cepiii:
TeBa
dapmaueBTikas
IHpacTpis N14.,
13painb
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/1b AKOCTI,
BUMYCK Cepii:
AT
dapmaLeBTUYHNIA
3asof TEBA,
YropmHa

KOPOTKIili XapakTepucTuLi
NikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTpyKLUii Ans
MeAMYHOro 3acToCyBaHHSA
reHepuyHnX/ribpnaHnx/6ionodibHnx
NiKapCbKNx 3aco6iB Nicasi BHECEHHS
Tiei camol 3MiHW Ha pedhepeHTHWA
npenapar (3miHa He noTpebye
HafaHHA XOAHWX HOBUX
[0[aTKOBUX AaHuX) 3MiHW BHECEHI
[0 IHCTPYKUiT Yy po3ginu:
"®apmakonoriyHi BnacTmBocTi”,
"B3aemogisa 3 iHWKMMK NiKapCbKUMu
3acob6amu Ta iHLWi BUAY B3aEMOLIIA",
"OcobnuBocTi
3acTocyBaHHA","34aTHICTb
BMAMBATY Ha LWUBMAKICTb peakuii npu
KepyBaHHi aBToTpaHCcnopToM abo
IHWKXMK MexaHi3mamun”, “"To6iYHi
peakuii" BiANOBIAHO A0 iHdopmaLii
LLOA0 MEAMYHOrO 3aCTOCYBaHHS
pediepeHTHOrOo JliKapCbKOro 3acoby

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 Mopsaky 34iMCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro
Haka3oM MiHicTepcTBa OXOPOHU
3[,0pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuLii YkpaiHn 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa OXOPOHMW 300P0B’A
YKkpainu Bif 26 BepecHs 2016 poky




n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

Ne 996), cTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3Ha4eHUMM y
nepioguYHOCTI NOAAHHSA
perynsipHmx 3BiTiB 3 6e3neku.

13.

noronsda
PO34YMH 3
FNILEPUHOM

PO34MH OPOMYKO3HUIA NO
25 r y chnakoHax; no 25
r'y donakoHi, no 1
hnakoHy B nauui 3
KapTOHY

TOB
"TepHodchapm"

YKpaiHa

TOB
"TepHochbapm”

YKpaiHa

MepepeecTpavis Ha HEOBMEXeHUIA
TEPMiH.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 34jiACHEeHHS
chapmakoHarnsgy, 3aTBepaXeHoro
Haka3oM MiHicTepcTBa OXOPOHM
3[,0pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi toCcTuLii Ykpainn 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHMW 340POB's
Ykpainu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTL: 3riAHO 3i
CTpoKkamu, 3a3Ha4eHnMmn y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

6e3
peuyenma

nionsieae

UA/0343/01/01

14.

HIMECYNIA-
JAPHULA

Tabnetkn no 100 mr; no
10 TabneToK y KOHTYpHili
YapyHKOBIli ynakoBLiji; no
3 KOHTYpPHI YapyHKOBI
yNakoBKM y naui

MpAT
"PapmavueBTuyHa
hipma "JapHuus”

Ykpaina

MpAT
"®GapmaueBTuyHa
ipma "OapHuus”

Ykpaina

MepepeecTpauis Ha HEOOMEXEHNIA
TEPMiH.
3MiHu Wwopao 6e3nekn/edpekTMBHOCTI
Ta (papmakoHarnsagy. 3miHa y
KOPOTKIil XapakTepucTuui
nikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUii Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nifcTasi perynsipHo OHOB/IOBAHOTO
3BITYy 3 6e3neku nikapcbKoro
3acoby, abo gocnimkeHb 3 6e3neku
3acToCyBaHHS NikapcbKoro 3acoby
B nicnsipeecTpauiiHuii nepiog, abo
AK pe3yfibTar OLiHKW 3BiTY 3
[ocniixeHb, NpoBeAeHNX
BiAMOBIAHO A0 NAaHy negiatpuyHux
pocnipxeHs (PIP) (3mMiHy y3rogpkeHo
3 KOMMETEHTHUM YMOBHOBaXEHUM
opraHom) - 3mMiHV BHECEHO A0
IHCTPYKUiT 418 MeanyHOoro
3acToCcyBaHHS NikapcbKoro 3acoby
00 po3ginis "MNpoTunokasaHHs",
"B3aemogisa 3 iHWKMKN NiKapCbKUMu
3aco6amMu Ta iHLWi BUAY B3aeMogii",
"Oc06/1MBOCTI 3aCTOCYBaHHS",

3a
peyerimom

He
nionsiecae

UA/9104/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

"3acTocyBaHHsA y Nepios BariTHOCTI
abo rogyBaHHs rpyaar”, "Cnocié
3acTocyBaHHA Ta [031" (YTOYHEHHS
iHchopmawii), "MoGiyHi peakujii™
BiAMNOBIAHO 4O OHOBNEHOT
iHdhopmauii 3 6e3neku gitoyoi
PEeYOBUHM NiKApCbKOro 3acoby.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 Mopsaky 34jiACHEHHS
chapmakoHarnsgy, 3aTBepmxeHoro
Haka3oM MiHicTepcTBa OXOPOHM
3[,0pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi 1oCcTuLii YkpaiHn 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHMW 340P0B’s
Ykpainu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTL: 3riHO 3i
CTpokamu, 3a3Ha4eHnMmn y
nepiogMYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3MneKu.

15.

O®DJ/IOKCUH®
200

TabneTkn, BKPUTI
060n0Hkot0, No 200 Mr
Ne10 (10x1): no 10
Tabnetok y 6nictepi; no
1 6nicTepy y KapTOHHii
KopooLi

TOB "CaHodi-
ABeHTIC YkpaiHa"

Ykpaina

TOB "3eHrTiBa"

Yecbka
Pecny6nika

MepepeecTpayis Ha 5 pokiB. 3MiHn |
TUny - 3MiHM WoAao
6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsagy. 3miHu y KopoTkili
XapaKTepucTuLi Nikapcbkoro
3acoby, TeKCTi MapKyBaHHs Ta
IHCTPYKUi AN MeguyHoro
3aCTOCyBaHHSA
reHepuYHNUX/ribpraHUX/6ionoaibHNX
NiKapcbKnx 3acobiB Nic/1s1 BHECEHHS
Tiei camoi 3MiHM Ha pedhepeHTHWi
npenapar (3MiHa He noTpebye
HafaHHA XOHWX HOBUX
[0[AaTKOBUX AaHWX) 3MiHN BHECEHI
00 IHCTPYKLIi y po3ain:
"MokasaHHA", a TakoX y po3ainu:
"®apmakonoriyHi BnacTmBocTi”,
"MpoTunokasaHHa", "B3aemogis 3
HLWMMKM NikapcbkMK 3acobamu Ta
iHWi BUAW B3aemMogii”,
"Oco611MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepiog BariTHOCTI
abo rogyBaHHs rpyaar”,
"3[aTHICTb BNAMBATMU Ha LUBUAKICTb
peakuii Npn KepyBaHHi

3a
peyerimom

He
nionsieae

UA/8147/02/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

aBTOTPaHCMNOPTOM abo iHLWUMK
mexaHizmamu", "Cnocié
3acTocyBaHHsa Ta gosu", "[itn"
(yTO4YHeHHs1 iHchbopmawi),
"MepeposysaHHsa", "TMo6IYHI peakujii™
BiANOBIAHO A0 iHhopMaL,i Woao
MeAMYHOro 3acTOCyBaHHS
pedyepeHTHOro /ikapcbkoro 3acoby
(Tarivid, film-coated Tablets, He
3apeecTpoBaHuii B YKpaiHi) 3rigHo 3
eKCNepTHNM BUCHOBKOM
KOHCY/IbTaTUBHO-EKCNEPTHOT rpynu
"MpOTUMIKPOGHI, aHTUTEeNbMIHTHI Ta
NPOTUBIPYCHI Nikapcbki 3acobu”.

MepiognyHICTb NOAAHHS PerynsipHoO
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BifNOBIAHO 0 MOPSAAKY 34iCHEHHS
dhapmakoHarnsgy, 3aTBepmkeHoro
Haka3oM MiHicTepcTBa OXOPOHU
3[,0p0B’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi toCcTuLii YkpaiHn 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa OXOPOHU 300P0B’A
Ykpainu Bif 26 BepecHsn 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3HaveHmMn y
nepioguYHOCTI NOAAHHSA
perynsipHmx 3BiTiB 3 6e3neku.

16.

MANIH®

kancynu no 200 mr no
10 kancyn y 6nictepi; no
2 6nicTepu B KAPTOHHIN
KopooLi

CaHpo3
dapmacbloTikans
a.Aa.

CnoseHis

BMPOOHULITBO in
bulk, nakyBaHHs1,
BUMYCK Cepii:
Nek
PapmaneBTUYHa
KoMnaHisa g.4.,
CnoBeHis
nakyBaHHs:
Nek
dapmaueBTUyYHa
KomnaHia g.4.,
CnoBeHis

CnoBeHisa

MepepeecTpavis Ha HEOBMEXeHUIA
TepMiH. 3miHu | Tuny - 3MiHn Woao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKkTepucTuLi Nikapcbkoro
3acoby, TEKCTIi MapKyBaHHS Ta
IHCTPYKUiT ANna MeguyHoro
3aCTOCyBaHHSA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
nocnigpkeHb 3 6e3neku
3acToCyBaHHSA Nikapcbkoro 3acoby
B nicnsipeecTpaiiHuii nepiog, abo
AK pe3ynbTaT OLiHKV 3BITY 3
[ocnifmkeHb, NPoBeAeHNX
BiNOBIAHO A0 MaHy negiatpuydHmnx
pocnigkeHb (PIP) (iHwwi 3miHW)

3a
peyenmom

He
nionsieae

UA/9137/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA BionyckKy aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3MiHU BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3acTOCyBaHHA
nikapcbKkoro 3acoby 4o po3ainis:
"MpoTunoka3aHHs", "OcobnmBoCTi
3acTocyBaHHSA", "3acTocyBaHHsA y
nepiog, BaritTHocTi abo rofyBaHHs
rpyAA0" (YTOUHEHHs iHdhopmaii),
"Cnoci6 3acTocyBaHHA Ta f031"
(peparyBaHHs), "Mo6iuHI peakuji”
BiNOBIAHO 4O OHOBMEHOT
iHdbopmalii 3 6e3neku
3aCTOCYBaHHSA Ait040T PEYOBUHM.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 34jiMCHEHHS
chapmakoHarnsgy, 3aTBepmxeHoro
Haka3oM MiHicTepcTBa OXOPOHM
3[,0pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuLii YkpaiHn 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHMW 340P0B’s
Ykpainu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTL: 3riHO 3i
CTpokamu, 3a3Ha4eHnMmn y
nepiogMYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3MneKu.
17. | CEHOBUHA KpucTanivyHuin NopoLloK MpAT YkpaiHa Mepk KeinpxieiEn HimeuunHa MepepeecTpauis Ha HeobmexeHui - He UA/13333/01/01
abo kpuctanm "®apmaneBTuyHa TEepPMiH nionsizae
(cyb6eTaHuifn) y nakeTax chipma "JapHuus”
noAgifiHNX
nonieTNeHoBux ans
chapmav,eBTU4HOrO
3aCTOCYBaHHS
18. cnneT po34nH ans MAT "Tanuudapm* YkpaiHa MAT "Tannudapm* Ykpaina nepepeecTpawis Ha HeobMexeHwi 3a He UA/13561/01/01
ETUNOBWIA 70% 30BHILUHLOIO TEPMiH peuyenmom nionsieae
3actocyBaHHA 70 % no
100 mn y dpnakoHax
19. | COUPT po3uunH gns MAT "ranuucpapm" YkpaiHa MAT "Tanunucpapm" YkpaiHa MepepeecTpaLlis Ha HeobMeXeHwi 3a He UA/13561/01/02
ETNNOBUIA 96% 30BHILUHLOTO TEepPMiH peuyenmom nionsieae
3acTocyBaHHA 96 % no
100 mn y chnakoHax
20. | CMOPATAN Kancynv no 100 mr no TOB "dapma YkpaiHa TOB "dapma YkpaiHa MepepeecTpauis Ha HeobMeXeHWiA 3a He UA/0316/01/01
10 kancyn y 6nictepax; Crapt" Crapt” TEPMiH peuyenmom nionsieae

no 10 kancyn y 6nictepi;

3MiHM Wwoao 6e3nekn/edeKTUBHOCTI
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA BionyckKy aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Ta hapmakoHarnsagy. 3miHu y

no 1, a6o no 3 6nictepu
B MavLj 3 KapToHy

KOPOTKIili XapakTepucTuLi
NikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPyKLUii Ans
MeAMYHOro 3acTOCyBaHHA
reHepuyHnX/ribpuaHnx/6ionodibHNX
NiKapCbKNxX 3aco6iB Nicas BHECEHHS
Tiei camol 3MiHW Ha pedhepeHTHW
npenapar (3miHa He noTpebye
HafaHHA XOAHVX HOBUX
[04aTKOBUX flaHuX) - 3MiHN BHECEHI
[0 iHCTPYKUiTy po3ain "Moka3aHHA";
a Takox y po3ginu:
"papmMakonoriyHi BnactusocTi”,
"MpoTunoka3saHHa", "B3aemogis 3
HLWIMMKM NikapcbkMK 3acobamu Ta
iHWI BMAW B3aemogiin”,
"Oco6/1MBOCTI 3aCTOCYBaHHSA",
"Cnoci6 3acTocyBaHHs Ta fo3un",
"Oitn" (yTOUHEHHS),
"Mepeno3yBaHHsa", "Mo6GiYHI peakujii™
BiANOBIAHO A0 iHdopMaLii
pediepeHTHOro /ikapcbkoro 3acoby
(OpyHran, kancynu, no 100 wmr).
3MiHn Wwoao 6e3nekn/edekTMBHOCTI
Ta hapmakoHarnsgy. BeegeHHs
a60 3MiHM A0 y3arasibHEHUX JaHNX
npo cucTemy thapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHVX AaHUX
npo cucTemy thapmakoHarnsgy,
3MiHa YNOBHOB&XEHOI 0co6H,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnagy
3asBHUKA A5 34ICHEHHSN
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiMiHHA BiJ, yNTOBHOB&XXEHOI
ocobwu, BignoBiganbHOT 3a
3ailicHeHHs hapMakoHarnagy
(BK/HOHAKOUN KOHTaKTHI JaHi) Ta/abo
3MiHM y pO3MiLLEeHHI MacTep-halina
cuctemu chapmakoHarnagy) - 3miHa
YMOBHOB&XEHOT 0CO6Y 3asBHIIKa,

aitova pepakuis - OneliHikoa H.B.;
nponoHoBaHa pefakujis —
CenesHboBa O.10. 3miHa

BignoBigabHOI 3a hapmakoHarnsga:

KOHTaKTHUX aHMX YNOBHOBAXEHO|
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA BionyckKy aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
ocobwm.
MepiognyHiCTb NOAAHHA PerynsipHo
OHOBJ/IIOBAHOTO 3BITY 3 6e3nekn
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOPOHM
3[10pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuuii Ykpaitm 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHN 34,0POB’A
YkpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3HavyeHmn y
nepioguyYHOCTi NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.
21. | TPAXEHTA® TabneTku, BKpUTI BepiHrep HimeuyunHa Bupo6HMLTBO, CLUA/ MepepeecTpauis Ha 5 pokiB. 3a He UA/13236/01/01
NNiBKOBOIO 060/I0HKOIO, IHrenbxanm nepBuHHE Ta HimeuyunHa peuyenmom niosnsieae
no 5 mr; no 10 Tabnetok | IHTepHewHn MM6X BTOPWHHE MepiognyHiCTb NOAAHHA PerynsipHo
y 6nictepi; no 3 nakyBaHHs, OHOB/THOBAHOrO 3BITYy 3 6e3nekn
6nicTepy B KAPTOHHIi KOHTPO/b SIKOCTI, BiANOBIAHO A0 MopsAaKy 34iACHEHHS
KOpoo6Li BUMYCK Cepii: thapmakoHarnagy, 3aTBepKeHoro
BecT-Bapp Haka3oM MiHicTepcTBa OXOpPOHM
Konymoéyc IHK., 3[10pOB’A YKpaiHu Bifg 27 rpyHs
CLA; 2006 poky Ne 898, 3apeecTpoBaHuii
BTopuHHE B MiHicTepcTBi tocTuuii Ykpaitm 19
nakyBaHHs Ta rpygHsa 2016 poky 3a Ne
BUWMYCK Cepii: 1649/29779 (y pepaxuii Hakasy
Bepinrep MiHicTepcTBa OXOpPOHU 34,0POB’SA
IHrenbxanm Ykpainu Big 26 BepecHs 2016 poky
dapma M'vbX i Ne 996), cTaHOBUTL: 3rigHO 3i
Ko.KT, HimeuunHa CTpoKamu, 3a3HavyeHuMn y
nepioguyYHoOCTi NoAAHHSA
perynsipHmx 3BiTiB 3 6e3neku.
22. | TPUMETA3UAWH | nopowok (cybcTaHuis) y Baxem CA LLiBeiiuapis Baxem CA LLiBeiuapis MepepeecTpauis Ha HeObMeXeHWIA - He UA/8799/01/01
Yy NIOMIHIEBUX EMKOCTSIX TEPMiH nionsieae
AVrigPOXNOPU | ans chapmauesTUyHOro
Ji} 3acToCyBaHHsA
23. PACHIK rpaHynun as opasibHOro 3am60H C.M.A. ITania 3am60oH LLIBeiiuapis MepepeecTpavia Ha 5 pokiB. 3MiHu | 6e3 nionsieae UA/5137/01/01
PO3UMHY 3 M'ATHUM Csituepnang /174, ™ny - 3MiHW LWoAo peyenma

cmakom no 200 mry
naketax Ne 12

6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsagy. BeegeHHs abo
3MiHW [0 y3araslbHeHVX AaHnX Npo
cuctemy hapMmakoHarnagy
(BBEAEHHSA Y3arasIbHEHNX AaHUX
npo cucTemy dpapmakoHarnsgy,
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

3MiHa YNOBHOB&XEHOI 0co6H,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3asBHUKA A5 34ICHEHHSN
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA BiJ, yNTOBHOB&XXEHOI
ocobw, BignoBiganbHOT 3a
3ailicHeHHA hapMakoHarnagy
(BK/HOHAKOUN KOHTaKTHI AaHi) Ta/abo
3MiHM y pO3MiLLEeHHI MacTep-halina
cuctemu hapmakoHarnagy) — 3amiHa
KOHTaKTHUX JaHNX YNMOBHOBaXKEHOT
0cobu 3 chapmakoHarnsgy Ta
KOHTaKTHOI 0cobu 3
dhapMakoHarnsiay B YKpaiHi.

24.

DJTYKOHA3O0/

TabneTku, BKPUTI
060/10HKO0, N0 150 mr
in bulk: no 3000
Tabnetok y
KOHTelHepax

MpAT "TexHonor"

YKpaiHa

MpAT "TexHonor"

YKpaiHa

MepepeecTpaLiis Ha HEOOMEXEHUIA
TEPMiH.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 3A4jiACHEeHHS
chapmakoHarnsgy, 3aTBepaXeHoro
Haka3oM MiHicTepcTBa OXOPOHM
3[,0pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi toCcTuLii Ykpainn 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa OXOpPOHMW 340P0B's
Ykpainu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTL: 3riHO 3i
CTpoKkamu, 3a3Ha4eHnmMmn y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

He
nionsieae

UA/13380/01/01

25.

D/TYKOHA3O0N

TabneTkn, BKPUTI
060n0Hkoto, No 150 Mr
no 1 Tabnetuiy
6nictepi, no 1 a6o 2
6nicTepy B navu,j 3
KapTOHy; No 2 TabneTkn
y 6nictepi, no 1
6nicTepy y navui 3
KapTOHY

MpAT "TexHonor"

Ykpaina

MpAT "TexHonor"

Ykpaina

MepepeecTpauis Ha HEOOMEXEHNIA
TEPMiH. 3MiHu | TUnY - 3MiHK WoA0
6e3nekn/edekTBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KopoTkili
XapakTepucTuLi nikapcbkoro
3acoby, TeKCTi MapKyBaHHs Ta
IHCTPYKUi AN MeguyHoro
3aCTOCyBaHHSA
reHepuYHNX/ribpraHNX/6ionoaibHNX
NiKapCcbKnx 3acobiB Nic/1s BHECEHHSA
Tiei camoi 3MiHW Ha pedhepeHTHWi
npenapart (3miHa He noTpebye
HaZiaHHS XXOAHWX HOBUX

Ne 1 — 6e3
peyenma;
Ne 2 - 3a
peuyenmom

Ne 1-—
nionsieae;
Ne 2 — He
nionseae

UA/0276/01/03
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

[0[AaTKOBUX AaHWX) 3MiHN BHECEHI
[0 IHCTPYKLii y po3ain "Moka3aHHS"
(yTouHeHHs), "MpoTunokasaHHs",
"B3aemogis 3 iHWVMW fiKkapCbKuMun
3aco6amMu Ta iHLWi BUAY B3aeMOIiA",
"Oco6/1MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHsA y Nepios BariTHOCTI
abo rogysaHHs rpyaa”, "MobidHi
peakujii" BiANOBIAHO A0 iHdopmaLii
pedepeHTHOro /likapcbkoro 3acoby
(ANPNTIOKAH®, kancynu, no 50 mr,
100 wmr, 150 wmr).

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 34jiMCHEHHS
chapmakoHarnsgy, 3aTBepmxeHoro
Haka3oM MiHicTepcTBa OXOPOHM
3[,0pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuLii YkpaiHn 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHMW 340P0B’s
Ykpainu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTL: 3riHO 3i
CTpokamu, 3a3Ha4eHnMmn y
nepiogMYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3MneKu.

26.

D/TYKOHA3O0N

TabneTkn, BKPUTI
060/10HKOt0, No 50 Mr no
10 TabneTok y 6nictepi,
no 1 6nictepy B nauui 3
KapToHy; no 10
Tabnetok y 6nictepi, no
100 6nicTepiB y kOpo6L;i
3 KapTOHY

MpAT "TexHonor"

YkpaiHa

MpAT "TexHonor"

Ykpaina

MepepeecTpauis Ha HEOOMEXEHNIA
TepMiH. 3miHu | Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsagy. 3miHu y KopoTkili
XapaKTepucTuLi NikapcbKoro
3aco0by, TeKCTi MapKyBaHHs Ta
IHCTPYKUi AN MeguyHoro
3aCTOCyBaHHSA
reHepuYHNX/ribpraHUX/6ionoaibHNX
NiKapcbKnx 3acobiB Nic/1s1 BHECEHHS
Tiei camoi 3MiHV Ha pedhepeHTHW
npenapar (3MiHa He noTpebye
HaflaHHsA XOHWX HOBUX
[0[AaTKOBUX AaHWX) 3MiHN BHECEHI
[0 IHCTPYKLii y po3ain "Moka3aHHS"
(yTouHeHHs), "MpoTunokasaHHs",
"B3aemogis 3 iHWVMU NiKkapCbKuMun
3aco6amMu Ta iHLWi BUAY B3aeMOIiA",
"Oc06/1MBOCTI 3aCTOCYBaHHSA",

3a
peyerimom

He
nionsieae

UA/0276/01/01




25

n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

"3acTocyBaHHsA y Nepios BariTHOCTI

abo rogysaHHsa rpyaat”, "MobidHi

peakuii" BiANOBIAHO A0 iHdopmaLii

pedhepeHTHOro /likapcbkoro 3acoby

(ANPNTIOKAH®, kancynu, no 50 mr,
100 wmr, 150 wmr).

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 Mopsaky 34jiACHEHHS
chapmakoHarnsgy, 3aTBepmxeHoro
Haka3oM MiHicTepcTBa OXOPOHM
3[,0pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi 1oCcTuLii YkpaiHn 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHMW 340P0B’s
Ykpainu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTL: 3riHO 3i
CTpokamu, 3a3Ha4eHnMmn y
nepiogMYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3MneKu.

27.

D/TYKOHA3O0N

TabneTkn, BKPUTI
060n0Hkot0, No 100 Mr
no 10 Tabnetok y
6nictepi, no 1 6nictepy
B naui 3 kapToHy; no 10
Tabnetok y 6nictepi, no
100 6nicTepiB y kOpobL;i
3 KapTOHY

MpAT "TexHonor"

Ykpaina

MpAT "TexHonor"

Ykpaina

MepepeecTpauis Ha HEOOMEXeHNIA
TepMiH. 3miHu | Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsagy. 3miHu y KopoTkili
XapaKTepucTuLi Nikapcbkoro
3acoby, TeKCTi MapKyBaHHs Ta
IHCTPYKUi AN MeguyHoro
3aCTOCyBaHHSA
reHepuYHNUX/ribpraHUX/6ionoaibHNX
NiKapcbKnx 3acobiB Nic/1s1 BHECEHHS
Tiei camoi 3MiHM Ha pedhepeHTHWi
npenapar (3MiHa He noTpebye
HafaHHA XOHWX HOBUX
[0[AaTKOBUX AaHWX) 3MiHN BHECEHI
[0 IHCTPYKLii y po3ain "Moka3aHHS"
(yTouHeHHs), "MpoTunokasaHHs",
"B3aemogis 3 iHWVMU NiKkapCbKuMu
3aco6amMu Ta iHLWi BUAY B3aeMogIii",
"Oco6/1MBOCTI 3aCTOCYBaHHS",
"3acTocyBaHHs y Nepios BariTHOCTI
abo rogysaHHa rpyaa”, "MobiyHi
peakuii" BiANOBIAHO A0 iHdopmaLii
pedhepeHTHOrO Jlikapcbkoro 3acoby
(ANPNTIOKAH®, kancynu, no 50 mr,
100 mr, 150 mr).

3a
peyerimom

He
nionsieae

UA/0276/01/02
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 Mopsaky 34iMCHEHHS
chapmakoHarnsgy, 3aTBepmxeHoro
Haka3oM MiHicTepcTBa OXOPOHM
3[,0pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi toCcTuLii YkpaiHn 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHMW 340P0B’s
Ykpainu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTL: 3riHO 3i
CTpokamu, 3a3Ha4eHnMmn y
nepiogMYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3MneKu.

28.

®YLINC®

Tabnetkn no 100 mr no 4

abo no 10 TabneTok y
6nictepi; no 1 6nictepy
B KQpPTOHHI ynakoBLi

KYCYM
XENTXKEP MBT
nTa

IHais

KYCYM
XENTXKEP MNBT
nTa

IHais

MepepeecTpauis ,Ha HEOOMEXEHW
TepMiH. 3MiHu Woa0
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnagy. 3miHa y KopoTkili
XapaKTepucTuLi NikapcbKoro
3acoby, TeKCTi MapKyBaHHs Ta
IHCTPYKUi AN MeguyHoro
3aCTOCyBaHHA Ha nigcrasi
perynsipHo OHOB/IOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
nocnigpkeHb 3 6e3nekn
3aCTOCYBaHHSA NikapcbKoro 3acoby
B nicnsipeecTpauiinHuii nepiog, abo
AK pe3ynbTaT OLiHKM 3BITY 3
[ocnifixeHb, NpoBeAeHNX
BIAMOBIAHO A0 NAaHy negiatpuyHnx
pocnimkeHs (PIP) (3MiHy y3ropkeHo
3 KOMNETEHTHUM YMOBHOBaXEHUM
OopraHom) - 3mMiHVM BHECEHO A0
IHCTpYKLUii y po3ainu "lMoka3aHHs,
"MpoTunokasaHHA" (pefaryBaHHs),
"B3aemogis 3 iHWVMK fliKapCbKumum
3aco6amu Ta iHWi Buan B3aemMogiin”,
"Oco6/11MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepiog BariTHOCTI
abo rogyBaHHSA rpyaar”, "Cnocib
3acTocyBaHHA Ta o3un", "MobiyHi
peaxuii” BignoBigHO A0 OHOBMEHOT
iHhopmawuii 3 6e3neku gjtoyoi

PeyoBUHN.

3a
peyerimom

He
nionsieae

UA/7617/01/02
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BifNOBIAHO 0 MOpPSAAKY 34iCHEHHS
dhapmakoHarnsgy, 3aTBepmkeHoro
Haka3oM MiHicTepcTBa OXOPOHU
3[,0pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi toCcTuLi YkpaiHn 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa OXOPOHUW 300P0B’A
Ykpainu Bif 26 BepecHsn 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3HaveHumMn y
nepioguYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.

29.

®YLINC®

Tabnetkn no 200 mr no 4

abo no 10 TabneTok y
6nicTepi; no 1 6nictepy
B KapPTOHHI1 ynakoBLi

KYCYM
XENTXKEP MBT
nTp

IHais

KYCYM
XENTXKEP MBT
nTg

IHais

MepepeecTpauis ,Ha HEOOMeXeHNI
TEepPMiH. 3MiHM Woa0
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKkTepucTuLi Nikapcbkoro
3aco0y, TEKCTI MapKyBaHHS Ta
IHCTPYKUT ANna MeguyHoro
3aCTOCyBaHHSA Ha nigcTasi
perynsipHoO OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
nocnigpkeHb 3 6e3nekn
3acToCyBaHHSA Nikapcbkoro 3acoby
B nicnsipeecTpaiiHuii nepiog, abo
AK pe3ynbTaT OLiHKV 3BITY 3
AocnimkeHb, NPoBeAeHNX
BiANOBIAHO A0 MaHy negiatpuydHmnx
pocnigmkeHs (PIP) (3MiHy y3rogpkeHo
3 KOMMETEHTHNM YMOBHOBaXKEHUM
opraHom) - 3mMiHVM BHECEHO [0
IHCTPYKLUiT y po34inu "MNoka3aHHs,
"MpoTunokasaHHa" (pefaryBaHHs),
"B3aemogisa 3 iHWKMMKN NiKapCbKUMu
3acob6amu Ta iHLWi BUAY B3aEMOgII",
"Oco6MBOCTI 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTI
abo rogyBaHHs rpyaar”, "Cnocié
3acTocyBaHHs Ta go3u", "TobiuHi
peaxuii” BignoBigHO A0 OHOB/EHOT
iHchopmauii 3 6e3neku gjtoyoi

PeyoBUHN.

MepiognyHiCTb NOAAHHSA PerynsipHo

3a
peyenmom

He
nionsieae

UA/7617/01/04
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

OHOBJ/IHOBAHOTO 3BITY 3 6e3nekn
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnagy, 3aTBepKeHoro

Haka3oM MiHicTepcTBa OXOPOHM

3[10pOB’A YKpaiHu Bif 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuuii Ykpaitm 19

rpyaHsa 2016 poky 3a Ne

1649/29779 (y pepakujii Hakasy

MiHicTepcTBa OXOpPOHM 34,0POB’A
Ykpainu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3HavyeHmn y
nepioguyYHoOCTi NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.

30.

®YLUC®

Tabnetkv no 50 mr no 4
a6o no 10 Tabnetok y
6nictepi; no 1 6nictepy
B KQpPTOHHIl ynakoBLi

KYCYM
XENTXKEP NBT
nTa

IHais

KYCYM
XENTXKEP MNBT
nTa

IHais

MepepeecTpauis ,Ha HeobMeXxeHn
TEepMiH. 3MiHM Woa0
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTkiii
XapakTepucTuLi nikapcbkoro
3aco6y, TEKCTI MapKyBaHHs Ta
IHCTPYKLii 4Ns MeguyHoro
3acTocyBaHHA Ha nigcrasi
perynsipHo OHOB/HOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
nocnigpkeHs 3 6e3neku
3aCTOCYBaHHS NikapCbKOro 3acoby
B nicnsipeecTpauiiHuii nepiog, abo
AK pe3yfibTarT OLiHKK 3BIiTY 3
OOCNigpKeHb, NPOBEAEHNX
BiAMOBIAHO A0 NiaHy nejiatpuyHux
pocnipxeHs (PIP) (3MiHy y3rompkeHo
3 KOMNETEHTHUM YMOBHOBaXEHUM
opraHom) - 3MiHVM BHECEHO A0
IHCTPYKLUiT y po3ainu "MNoka3aHHs,
"MpoTunoka3saHHa" (pefarysaHHs),
"B3aemogis 3 iHWVMU NiKkapCbKuMun
3aco6amMu Ta iHLWi BUAY B3aeMOIiA",
"Oco6/1MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepios BariTHOCTI
abo rogyBaHHsa rpyaar”, "Cnocio
3acTocyBaHHsA Ta go3sun”, "MobiyHi
peakujii" BiANOBIAHO 4O OHOBMEHOT
iHhopMaLii 3 6e3nekun airoyoi
pPeyoBUHN.

MepioANYHICTb NOAAHHA PerynsipHo
OHOB/IKOBAHOrO 3BITY 3 6e3neku

3a
peyenmom

He
nionsieae

UA/7617/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

BiANOBIAHO A0 Mopsaky 34iACHEHHS
chapmakoHarnsgy, 3aTBepmxeHoro
Haka3oM MiHicTepcTBa OXOPOHM
3[,0pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi toCcTuLii YkpaiHn 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHMW 300P0B’s
Ykpainu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTL: 3riHO 3i
CTpokamu, 3a3Ha4eHnmMmn y
nepiogMYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3MneKu.

31

®YLINC®

Tabnetkn no 150 mr; no
1 a6o no 2, abo no 4
Tabnetkn y 6aictepi; no
1 6nicTepy B KAPTOHHIM
ynakoBLi

KYCYM
XENTXKEP MBT
nTa

IHais

KYCYM
XENTXKEP MNBT
nTa

IHais

MepepeecTpauis ,Ha HEOOMEXEeHW
TepMiH. 3MiHu Woa0
6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3miHa y KopoTkili
XapaKTepucTuLi Nikapcbkoro
3acoby, TeKCTi MapKyBaHHs Ta
IHCTPYKUi AN MeguyHoro
3aCTOCyBaHHA Ha nigcrasi
perynsipHo OHOB/IOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
nocnigpkeHb 3 6e3nekn
3aCTOCYBaHHSA NikapcbKoro 3acoby
B nicnsipeecTpauinHuii nepiog, abo
AK pe3ynbTaT OLiHK/ 3BITY 3
[ocnifixeHb, NpoBeAeHNX
BIAMNOBIAHO A0 NAaHy negiatpuyHnx
pocnimkeHs (PIP) (3MiHy y3ropxeHo
3 KOMNETEHTHUM YMOBHOBaXEHUM
OopraHom) - 3mMiHV BHECEHO A0
IHCTpYKLUii y po3ainu "lMoka3aHHs,
"MpoTunokasaHHA" (pefaryBaHHs),
"B3aemogis 3 iHWVMW fiKkapCbKumum
3aco6amu Ta iHWi Buan B3aemogiin”,
"Oco61MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepiog BariTHOCTI
abo rogyBaHHsA rpyaar”, "Cnocio
3acTocyBaHHA Ta o3un", "MobiyHi
peaxuii” BignoBigHO A0 OHOBMEHOT
iHhopmawuii 3 6e3neku gjtoyoi
PeyoBUHN.

MepiognyHicTb NoAaHHA perynsipHo
OHOB/IOBAHOIO 3BITY 3 6e3neku
BiANoBIAHO A0 Mopsaky 34iMCHEHHS

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

Ne 1 -
nionsieae;
Ne 2; Ne 4

— He
nionsieae

UA/7617/01/03
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

dhapmakoHarnsgy, 3aTBepmkeHoro
Haka3oM MiHicTepcTBa OXOPOHU
3[,0p0B’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi toCcTuLii YkpaiHn 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa OXOPOHU 300P0B’A
Ykpainu Bif 26 BepecHsn 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3HaveHumn y
nepioguYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3neku.

32.

XOMBIO®-
PEBMAH

Kpanni opasibHi no 50 mn
y hnakoHi - kpanenbHuLi
; Mo 1 conakoHy-
KpanesibHUL B
KapTOHHI Kopo6Lyi

Xowmsiopa
ApuHaiimitTens

[p. XarepopH
M6X i Ko.

HimeyunHa

CiHtepa [4-p.
®pigpixc Mv6X i
Ko. KI

HimeyunHa

MepepeecTpavis Ha HEOBMEXEHUIA
TEPMiH.
3MiHM Wwoao 6e3nekn/eddekTMBHOCTI
Ta (hapmakoHarnsgy. 3miHa y
KOPOTKIill XapakTepucTumui
nikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKLUiT AN
MeJMNYHOro 3aCTOCyBaHHS Ha
nificTasi perynsipHo OHOB/IIOBAHOTO
3BiTy 3 6e3nekun NiKapcbkoro
3acoby, abo JocnigkeHb 3 6e3nekn
3acToCyBaHHSA Nikapcbkoro 3acoby
B nicnsipeecTpaiiHuii nepiog, abo
AK pe3ynbTaT OLiHKV 3BITY 3
[ocnimkeHb, NPoBeAeHNX
BiNOBIAHO A0 MaHy negiatpuydHmnx
pocnigxenb (PIP) (iHwi 3miHW) -
3MiHU BHECEHO A0 IHCTpyKUil Ans
MeAMYHOro 3acToCyBaHHSA
NiKapcbKoro 3acoby A0 po3ainis
"®apmakonoriyHi B1acTuBocTi"
(yTO4HEeHHs iHdopMauii),
"MpoTunoka3saHHs", "B3aemogis 3
iHLWMMKW NikapcbkMKU 3acobamu Ta
iHLWI BMAY B3aemogiin”,
"Oco6/1MBOCTI 3aCTOCYBaHHSA",
"Cnoci6 3acTocyBaHHs Ta fo3mn”
(yTouHeHHs iHcopmauii), "ditn"
(Byno: 3acTtocyBaHHs LbOro
npenapary AiTAM BUBYEHO
HefocTaTHbO. MpU3HaYeHHs Moro
AOiTAM BiKOM 0 12 pokiB He
pekoMeHAYETbCA Yepes Te Lo
npenapar mictutb cnupT. CTano:
3acTocyBaHHS LpOro npenapary

6e3
peuyenma

nionsieae

UA/7321/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

[iTSIM BYBYEHO HeA0CTaTHBO.
MpenapaT He 3aCTOCOBYIOTb AITAM
(Bikom [0 18 pokiB) uepes Te, WO
BiH MiCTWUTb cnupT); "Mo6iuHi
peakui™ BignoBigHoO A0 matepianis
peeCTpaLiiHOro A0CLE JiKkapCbKoro
3acoby.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 Mopsaky 34jiACHEHHS
chapmakoHarnsgy, 3aTBepmxeHoro
Haka3oM MiHicTepcTBa OXOPOHM
3[,0pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi 1oCcTuLii YkpaiHn 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHMW 340P0B’s
Ykpainu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTL: 3riHO 3i
CTpokamu, 3a3Ha4eHnMmn y
nepiogMYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3MneKu.

33.

LUMHKOBA MA3b

Ma3b 10 % no20ry
Ty6ax

TOB
"TepHochapm"

Ykpaina

TOB
"TepHochapm"

Ykpaina

MepepeecTpauis Ha HEOOMEXeHNIA
TEPMiH.

MepiognyHiCTb NOAAHHA PerynsipHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3nekn
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpaiHu Bifg 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuuii Ykpaitm 19
rpygHsa 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa OXOpPOHU 34,0POB’SA
Ykpainu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3HavyeHmMn y
nepioguyYHOCTi NOAAHHSA
perynsipHmx 3BiTiB 3 6e3neku.

6e3
peyenma

nionsieae

UA/0406/01/01
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HauanbHUK YnpaBniHHA hapMmaueBTUUYHOI AiANBbHOCTI Ta .
AIKOCTi chapmaLieBTUUHOT NPOAYKLiT T.M. JIackoBCbKuUK



NEPENIK
NIKAPCbKNX 3ACOBIB (MEAUYHUX IMYHOBIONONYHUX MPEMAPATIB), LLLOAO AKNX BY/IN BHECEHI 3MIHU 4,0 PEECTPALINHUX MATEPIAJIB, SKI
BHOCATLCA A0 AEP)XABHOIO PEECTPY NNIKAPCbKUX 3ACOBIB YKPAIHU

AopaTtok 3

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu

23.10.2018 Ne 1925

Ne Hassa dopma sunycky 3assBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa YmoBu Homep
n/n NiKapcbKo20 BionycKy peecmpayjiliHo2o
3acoby nocsi04YeHHs1
1. L-NIBNHY PO34mMH ANS iH'ekuinn, 1 MAT "Tanuucpapm” YkpaiHa MAT "Tannudapm” Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/2131/01/01
ECUMHAT® Mmr/mn no 5 M B amnyni; 3MiHU | TUNY - BUKIAAEHHS TEKCTY KOPOTKOro onucy peyenmom
no 5 amnyn y 6nictepi, Ta TEXHOJIOTYHOT CXEMW BUPOBHMLTBA FOTOBOro
NOKPUTOMY MNAIBKOLO; MO nikapcbkoro 3acoby B HOBIli pegakLii 6e3 3MiHu
2 6nicTepu y nayui TEXHO/I0TYHOro npoLecy, ioro cragiii, onepaduiii Ta
MeXonepawiinHoro KOHTPO/IK
2. L-NIBNHY PO34mMH ANS iH'ekuin, 1 MAT "Tanuucpapm" YkpaiHa MAT "Tanuudapm” Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: - UA/9507/01/01
ECUMHAT® mr/mn in bulk: no 5 mn B 3MiHK | TUNY - BUKIAAEHHS TEKCTY KOPOTKOro onucy
amnyrni; no 462 amnynu Ta TEXHO/OTYHOI CXeMV BUPOGHULITBA FOTOBOIO
B KOPO6i KAPTOHHOMY nikapcbkoro 3acoby B HOBIli pefaxLii 6e3 3MiHu
TEXHOJI0TYHOro npoLecy, oro cragiii, onepaduiii Ta
MeXonepawjiinHoro KOHTPOJIK
3. | AEPTAN® TabneTku, BKPUTI BAT "leneoH YropwmHa BAT "T'eneoH YropwmHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/5359/01/01
NNiBKOBOI 060/IOHKOO, PixTep" PixTep" 3MiHK | TURy - 3MiHN Woao 6e3nekn/edekTUBHOCTI Ta peyernmom
no 100 wr, no 10 thapmakoHarnsgy. BeegeHHs abo 3miHu oo
Tabnetok y 6nictepi; no y3ara/lbHeHNX AaHux nNpo cuctemy dpapmakoHarnsgy
2 abo no 6 6nicTepis B (BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
KapTOHHI ynakoBLi thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0coou,
BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsay;
KOHTaKTHOT 0CO6U 3 chapmakoHarnsay 3asBHuKa 415
3[jiCHeHHs1 hapMakoHarisay B YKpaiHi, SKLo BoHa
BigMiHHa Bif, yNOBHOBaXeEHOI 0c06W, BignoBiganbHOI
3a 3fjiicHeHHs hapmakoHarnagy (Bkioyarun
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
(paiina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOBaXXEHOT 0CO6MU, BiANOBigaIbHOT 3a
3pjficHeHHs1 hapmakoHarsay. MponoHoBaHa
pefakuis: Attila Olah. 3MiHa KOHTaKTHUX AaHUX
YNOBHOBaXXEHOT 0CO6MU, BiANOBigaIbHOT 3a
3fiicHeHHs1 chapmakoHaraagy
4. | ASUMEA® NOPOLLIOK 7151 Opas1bHOT NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK 3a UA/7234/03/02
cycnensii, 100 mr/5mn 1 | "KviBmegnpenapa "KuiBmepgnpenapa Il Tvny - 3miHu Wogo 6e3nekn/edekTMBHOCTI Ta peyenmom
(h1aKOH 3 MOPOLLKOM T T thapmakoHarnsgy. BHeceHHsi abo 3miHa(v) fo
(400 Mr a3nTpOMILNHY) 3060B'A3aHb Ta YMOB BUJavi peecTpadiiiHoro
ans 20 mn cycneHsii y nocsigyeHHs, Bkntoyaoun Mniax ynpasniHHA
hnakoHi; no 1 dpnakoHy pu3nKamm (3aCTocyBaHHSA 3MiH(1), Aki(a)
pa3om 3 kanibpoBOYHUM B/MaratoTb(€) NofanbLIOoro 06r'pyHTyBaHHA HOBUMU
LINPULIOM i MipHOO [04AaTKOBUM AaHWMW, L0 MaloTb HagasaTucs




n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

J10XXEUKOK0 B I'Ia‘—lLli

KOMMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs
CyTTEBA OL{iHKA KOMNETEHTHUM OpraHom) BukoHaHHs
3060B'A3aHb BIANOBIAHO A0 NignyHKTY 1.13 nyHkTy 1

popatky 15 go MNopagky npoBefeHHA ekcnepTusu
peecTpauiiiHux MaTepiasiiB Ha nikapcbki 3acobu, Lo

NoAalnTbCa Ha AepXaBHy peecTpawito

(nepepeecTpauiio), a TakoX ekcnepTn3n Matepianis

NpOo BHECEHHS 3MiH 10 peecTpauiiHnx MaTepianis

NPOTAroM fji peecTpawiiiHoro nocBig4eHHs,

3aTBepMAKeHoro Hakasom MO3 Big 26.08.2005 Ne

426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460).

A3VIME[®

NOPOLLOK A5 OPa/1bHOT
cycneHsii no 200 mr/5
M 1 cpnakoH 3
nopotukom (1200 mr
asuTpomiumHy) ansa 30
MJ/1 OP&J/TbHOT CyCneHsil
pasom 3
KanibpyBasibHUM
LUNPWLOM Ta MipHOHO
JIOXEUKOI B nauLyi

MAT
"Knismegnpenapa
™

YkpaiHa

MAT
"KuiBmegnpenapa
™

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu
Il TNy - 3miHK Woao 6e3nekn/eteKTMBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo 3miHa(u) fo
3060B'A3aHb Ta YMOB BMAaYi peecTpauiiniHoro
NOCBIAYEHHS, BKIoYatoun MnaH ynpasiHHA
pu3nKamm (3acTocyBaHHS 3MiH(1), ski(a)
BMMaralTb(€) NOAAIbLIOTO 06IPYHTYBaHHS HOBMMM
[04aTKOBUM A@aHMK, Lo MaloTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbes
CyTTeBa OLiHKa KOMMETEHTHUM OpraHom) BrkoHaHHSA
3060B'A3aHb BiAMOBIAHO A0 NignyHKTY 1.13 nyHKTy 1,
nignyHKTy 2.3 NyHKTY 2 gogatky 15 no Mopsiaky
NpPOBELEHHS EKCNepTU3N peecTpauiliHix marepianis
Ha nikapcbki 3ac06u, WO NoAalTbCs Ha AepXaBHy
peecTpauito (nepepeecTpaLiio), a Takox ekcnepTusun
mMarepianis Npo BHECEHHS 3MiH A0 peecTpauiiHnX
marepianiB NpoTArom fii peecTpauiiHoro
nocBigveHHs, 3aTBepmkeHoro Hakazom MO3 Bif,
26.08.2005 Ne 426 (y pepakuii Hakasy MO3 Big,
23.07.2015 Ne 460).

3a
peyerimom

UA/7234/03/01

AK/TACTA

PO34mnH ANns iHdysii, 5
Mr/100 mn no 100 mny
hnakoHi; no 1 dpnakoHy
B KOPOO6Lj 3 KApTOHY

HosapTic ®apma
Al

LLiBeiiuapis

BUPOBHMLTBO 3a
MOBHUM LMK/IOM:
HosapTic ®apma
LLTeiiH AT,
Llseiuapis;
BVMPOGHMLTBO,
nepBuHHe
nakyBaHHs:
®peseHiyc Kabi
ABcTpis T'M6X,
ABCTpISi; KOHTPO/b
AKOCTI 3a
NOKa3HUKOM
"BakTepianbHi
€HOOTOKCUHN™:
®peseHiyc Kabi
ABCTpisi TM6X,

LLiBeiiuapis/
ABCTpis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TRy - 3MiHK WoAo 6e3nekn/edpekTNBHOCTI Ta
dhapmakoHarnsgy. BeegeHHsa abo 3miHn o
y3araJibHeHuX fiaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaxeHoT ocobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
KOHTaKTHOT 0CO6U 3 chapmakoHarnsay 3asBHuKa 4715
3[jiCHeHHs1 hapmakoHarisay B YKpaiHi, AKLo BoHa
BigMiHHa Bif, yNOBHOBaXeEHOI 0c0o6u, BignoBiganbHOI
3a 3fjiicHeHHs hapmakoHarnagy (Bkioyarun
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
(paiina cuctemu papmakoHarnagy) - 3miHa
YyNOBHOBaXeEHOT 0c06y 3asBHVKa. MNponoHoBaHa
pepakuis: Gabriele Hecker-Barth. 3miHa kOHTakTHOT
ocobu 3asBHUKa. [ponoHoBaHa pegakuis: Opnos
B’ayecnas. 3MiHa KOHTAKTHUX AaHVX YNOBHOB&XEHOI

3a
peyenmom

UA/4099/01/01




Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
ABCTpISi; KOHTPO/b 0co6u. 3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0co6u.
AKOCTI 3a 3MiHa Micus 34iICHEHHS OCHOBHOI AisiNIbHOCTI 3
NOKa3HNKOM hapmakoHarnsgy. 3miHa agpecu mactep-caiina
"CTepunbHicTb": cucteMu dpapmakoHarnsgy 3asBHUKa
ATEC 'm6X IME[,
ABCTpis
7. | ANOKIH-ANTb®A | niodpinizaT ansa posunHy | TOB 'TB-®APMA" | depepatuBH MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHU 3a UA/8668/01/01
Ons iH'ekuii no 1,0 wr; a "BIO®APMA", | TMny - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta peuyenmom
ans supobHuka MpAT Pecny6nika YkpaiHa thapmakoHarnagy. BeegeHHs abo 3miHn go
"BIOPAPMA", YKpaiHa, HimeuunHa TOB "®3 y3arasibHeHVX AaHnxX Npo cuctemMy hapmakoHarnsgy
M. KuiB: "BIO®PAPMA", (BBELEHHSA y3araslbHEHUX AaHUX NP0 CUCTEMY
3 amnynm 3 YkpaiHa thapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi 0ocobu,
niogoinizaTom y KaceTHil BiANOBIAA/IbHOI 3a 34iliCHEHHA hapmakoHarnsgy;
KOHTYPHIli YapyHKOBIA KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHuKa AN
ynakoBLi; No 1 KaceTHil 34iicHeHHs hapmakoHarnsgy B YKpaiHi, KO BOHa
KOHTYPHIli YapyHKOBIi BiAMiHHa BiJ YNOBHOBaXeHOi 0co6M, BiANOBIAA/IbHOI
ynakosLi y nayui 3 3a 3gjlicHeHHs hapMakoHarnsay (Bkioyakun
KapTOHY; KOHTaKTHI faHi) Ta/abo 3MiHM Yy pO3MilLieHHI MacTep-
ons BupobHuka MpAT thaiina cuctemun chapmakoHarnsgy) 3miHa
"BIO®PAPMA", YKpaiHa, YNOBHOBaXEHOI 0CO6M 3as1BHMKA, BifnoBigaibHOI 3a
Kuiscbka 061., Mm.Bina hapmakoHarnsag: 3miHa micus 34iNCHeHHss OCHOBHOT
LlepkBa: AisnbHOCTI 3 dhapmakoHarnagy. 3MiHa agpecu
3 thnakoHu 3 macTep-gaiina. 3miHa 3asiBHUKa (BNacHuUKa
nioginizaTom y KaceTHii peecTpauiiHoro NocBigYeHHS)
KOHTYPHIli YapyHKOBIi
ynakoBLi; no 1 kaceTHil
KOHTYPHIli YapyHKOBIi
ynakoBLj y nauui 3
KapToHy; 3 amnynu 3
nioginizaTom y KaceTHii
KOHTYPHIli YapyHKOBIi
ynakoBLi; no 1 kaceTHil
KOHTYPHIli YapyHKOBIi
ynakoBLj y nauui 3
KapTOHY
8. | AJIb®APEKIH® niodinizaT A4na po3unHy TOB "BAJIAPTIH Ykpaina TOB "BANIAPTIH Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu 3a UA/15135/01/01

005 iH eKyin no 1 MaH PAPMA" PAPMA", YkpaiHa | TMny - AgMiHiCTpaTVUBHI 3MiHW. 3MiHa peyenmom

MO, 10 dnakoHiB 3
niocpinizatom B
nnacTyKoBil KaceTi; no 1
KaceTi B KApTOHHii
Kopob6Li; 5 dhnakoHis 3
niodpinizatom y
KOMMJIEKTi 3 5 amnynamu
PO3YMHHMKA NO 2 M
(Bofa Ans iH'eKUil) B
nnacTyKoBiii kKaceTi; no 1
KaceTi B KApTOHHii

(nakysaHHs1 3
¢gopmu "in bulk"
¢hipmu-BupobHUKa
TOB "Haykoso-
BUPOGHUYA
KOMMaHisi
"IHmepchapmbiom
ek", YkpaiHa)
BMPOGHUK
PO3UMHHYKA:
NAT

HaliMeHyBaHHs1 Ta/abo agpecu MicLs NPOBaAXEHHS
AisnbHOCTI BUpOo6OHMKa/imnopTepa roToBoro
NiKapcbKoro 3aco6y, BKIOYAKUN Ai/TbHULL BAMYCKY
cepii abo MicLe NpoBefEeHHS KOHTPOJIHO AKOCTI.
(@isnbHiCcTb, 3a AKy BignoBigae BUPOOHMK/iMnopTep,
BK/10HAK0UM BUMYCK Cepiid) 3MiHa agpecy BUPOGHMKa
TOB "BAJNTAPTIH ®APMA", YkpaiHa, 6e3 3MiHu
Micus BUPO6HMLTBA:

BBefeHHA 3MiH NpoTAroM 6-Tu micauis nicns
3aTBEPAKEHHS.
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
Kopo6Li; 1 chnakoH 3 "ranunudapm",
niodpinizatom y YkpaiHa
KOMMeKTi 3 1 amnyot
PO3YMHHWMKA MO 2 M
(BoZa Ans iH'eKUili) B
KapPTOHHI Kopobui
9. | AMNIOCTAT® Tab1eTky BKPUTI TOB "KYCYM YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHU 3a UA/11500/01/01
060/10HKO0, Mo 14 PAPM" PAPM" Il TMny - 3MiHK Woao 6e3nekn/edHekTBHOCTI Ta peuyenmom
TabneTtok y 6nictepi, no thapmakoHarnagy. BHeceHHs abo 3miHa(n) o
1 a6o no 2, a6o no 4, 3060B'A3aHb Ta YMOB Buavi peecTtpauiiHoro
a6o no 6 6nictepis y NocBifYeHHs, BKoYatoun MnaH ynpas/iHHA
KapPTOHHI ynakoBLii pusmkKamm (3acTocyBaHHS 3MiH(1), ski(a)
BMMaralTb(€) NOAANbLIOTO 06I'PYHTYBaHHS HOBUMM
[04aTKOBUM A@aHMK, Lo MaloTb HagaBaTucs
KOMMETEHTHVM OpraHOM, OCKiflbk1 BUMaraeTbCs
CyTTEBA OLjiHKA KOMNETEHTHUM OpraHom) BukoHaHHs
3060B'A3aHb BiAMNOBIAHO A0 NiANYHKTY 1.13 nyHKTY 1,
nignyHkTy 2.3 NyHKTY 2 gogatky 15 go Mopsgky
NpoBeLEeHHS eKCNepTu3M peecTpauiiiHix matepianis
Ha nikapcbki 3aco6u, WO NoAaTLCA Ha AepXaBHY
peecTpauito (nepepeecTpaw,iio), a Takox ekcnepTusm
Marepianis Npo BHECEHHS 3MiH A0 peecTpauiiHnX
marepianiB NpoTsArom fii peecTpauiitHoro
noCBigY€EHHs, 3aTBEepAKeHoro Hakazom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakasy MO3 Big,
23.07.2015 Ne 460).
10. | AM®ONIN CyCneHsis ANns po3ynHy Bxapat Cipamc IHAjsa BxapaTt Cipamc IHAisA BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiasis: 3MiHN 3a UA/5704/01/01
ONs iHQysilA, 5 mr/mn, no eHp, BakumHc eHp, BakumHc Il Tny - 3MiHK Woao 6e3nekn/eteKTUBHOCTI Ta peyenmom
2 mn, abo no 10 mn, abo NimiTen Nimiteq hapmakoHarnagy. BHeceHHs abo 3miHa(u) o
no 20 Mn y cKNAHOMY 3000B'A3aHb Ta YMOB BMAaYi peecTpauiitHoro
hnakoHi; no 1 dpnakoHy NOCBIAYEHHS, BKtoYatouy MnaH ynpasniHHA
B 6nicTepi; no 1 pusnkKamm (3acTocyBaHHS 3MiH(1), ski(a)
6nicTepy pasom 3 BMMaralTb(€) NOAAIbLIOTO 06rPYHTYBaHHS HOBUMM
rONKOK-PiIbTPOM Y [04aTKOBUM A@aHMK, Lo MaloTb HagaBaTucs
6nicTepi B KAPTOHHiIl KOMMETEHTHUM OPraHOM, OCKi/IbKN BUMaraeTbCs
KOpOO6Li. CyTTEBa OLiHKa KOMMETEHTHUM OpraHom) -
BrikoHaHHA 3060B'A3aHb BiAMOBIAHO A0 MiANYHKTY
1.13 nyHkTYy 1, NignyHKTY 2.3 NyHKTY 2 gogatky 15 ao
MopsigKy NpoBeAEHHST €KCNepTU3N peecTpaLinHmX
mMarepianis Ha nikapcbki 3acobu, Wo NofalTbCsA Ha
OepxaBHy peecTpaLito (nepepeecTpalito), a Takox
eKcnepTn3n marepianis Npo BHECEHHS 3MiH A0
peecTpauiiHnx Matepianis NpoTarom il
peecTpaLiiHoro NocBiAYeHHs, 3aTBEPIAXKEHOIO
Hakazom MO3 Big, 26.08.2005 Ne 426 (y pegakuii
Hakazy MO3 Big 23.07.2015 Ne 460)
11. | AHA®PAHIN® TabneTku, BKpUTI HosapTic ®apma LBeliuapis BMPOGHMLTBO 3a ITanisa BHECEHHS 3MiH [0 peecTpavliiiHnx maTtepianis: 3a UA/3484/01/01
060/10HKO0, M0 25 Mr Mo Al NMOBHVM LMK/IOM: 3MiHK | Tuny - 3MiHKM Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

10 TabneTok y 6nicTepi;
no 3 6nictepun B KOpoobLi
3 KapTOHY

HoBaprTic ®apma
C.n.A., ITanis;
nepBuHHe Ta

BTOPVHHE
nakyBaHHS:

Midapm C.n.A.,

ITanisa

thapmakoHarnagy. BeegeHHs abo 3miHu o
y3araslbHeHUxX JaHnx npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX NPO cUcTEMY
thapmakoHarnsgy, 3miHa ynoBHOBaXKeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHA hapmakoHarnsgy;
KOHTaKTHOT 0CO6U 3 chapmakoHarnsay 3asBHUKa 415
3[jiCHEeHHs1 hapmakoHaraay B YKpaiHi, KO0 BoHa
BigMiHHa Bif, yNOBHOBaXeEHOI 0co6y, BignoBiganbHOI
3a 34iliCHEHHA dhapmakoHarnsgy (Bkaovaun
KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
(paiina cuctemu hapmMakoHarnsgy) - 3miHa
YNOBHOBaXEHOT 0C06U 3asBHMKa. MNponoHoBaHa
pepakuisi: Gabriele Hecker-Barth. 3miHa kOHTakTHOI
ocobu 3asBHMKa. [ponoHoBaHa pegakuis: Opnos
B’ayecnas. 3MiHa KOHTaKTHUX AaHVX YNOBHOBaXEHOI
0Cco6U. 3MiHa KOHTaKTHUX AAaHUX KOHTaKTHOT 0CO6W.
3MiHa Micus 34iICHEHHS OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsgy. 3miHa agpecu mactep-caiina
cucteMun dhapmakoHarnsgy 3asaBHUKa

12.

AHA®PAHIN®

PO34unH ANS iH'eKUiin, 25
Mr/2 Mano 2 Mn B
amnyni, no 10 amnyn y
KOpOOLLi 3 KAPTOHY

Hosaprtic ®apma
Al

LLiBeiiuapis

HosaprTic ®apma
LWtenH Al

LBeiiLapis

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHM | TRy - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu oo
y3araslbHeHUxX JaHunx npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHNX AaHWX NPO CUCTEMY
thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0coou,
BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsay;
KOHTaKTHOT 0CO6M 3 chapmakoHarnsay 3asBHuKa 415
3[jiCHeHHs1 hapmakoHaraay B YKpaiHi, SKLo BoHa
BigMiHHa Bif, yNOBHOBaXeEHOI 0c06W, BignoBiganbHOI
3a 3fjiicHeHHs hapmakoHarnagy (Bkioyarun
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
(paiina cuctemu papmMakoHarnisgy) - 3miHa
YMOBHOBaXEHOT 0C06U 3asBHVKa. MNponoHoBaHa
pepakuisi: Gabriele Hecker-Barth. 3miHa kOHTaKTHOT
ocobu 3asBHMKa. [ponoHoBaHa pefakuis: Opnos
B’ayecnas. 3MiHa KOHTAKTHUX AaHVX YNOBHOBaXEHOI
0Cco6U. 3MiHa KOHTaKTHMX AAaHUX KOHTaKTHOT 0COOW.
3MiHa Micus 34iICHEHHS OCHOBHOI AisifIbHOCTI 3
hapmakoHarniagy. 3miHa agpecu macTtep-hana
cucteMu dhapmakoHarnsgy 3asaBHUKa

3a
peyenmom

UA/5018/01/01

13.

AHTUKATAPAN

NOpPOLLOK A5
OPa/IbHOrO PO34KHY, N0
10 nakeTuKiB 3
NOPOLLKOM Y naui 3
KapTOHY

CninbHe
YKpaiHCbKO-
icnaHcbke
nigNpPUEMCTBO
"CMNEPKO
YKPAIHA"

YKpaiHa

NNTABOPATOPIOC
ANKANA PAPMA,
C.n.

IcnaHis

BHECEHHS 3MiH [J0 peecTpaLjiiiHiX maTepianis: 3MiHU
| TNy - AOMiHICTpaTMBHI 3MiHU. 3MiHa
HaliMeHyBaHHA Ta/abo afpecy MicLs NPOBaKEHHS
AisnbHOCTI BUpoBHUKa/iMnopTepa roToBoro
NiKapcbKoro 3acoby, BKAOUAKUM Ai/TbHULi BUNYCKY
cepii abo micLie NpoBeAEeHHS KOHTPOJHO SKOCTI.
(aisnbHICTb, 3a AKy BignNoBiAae BUPOBGHUK/iMNopTep,
BK/1H0YaK0UM BUMYCK Cepiif)

6e3
peuyenma

UA/7810/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
3MiHa HaliMeHyBaHHs BUpo6Huka 13, 6e3 3MiHu
Micus BUPOBGHULTBA: TepMiH BBEL,eHHS 3MiH
NPOTArom 3-x MicsALiB NiCNA 3aTBEPAYKEHHS
14. | APMAOVH® Tabnetkun TOB HB® YkpaiHa TOB HB® Ykpaina BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/12306/01/02
NOHr NPOSIOHroBaHoI Aii no "Mikpoxim" "Mikpoxim" 3MiHU | TUNY - NPYBEAEHHS TEXHONOrYHOT YacTUHN peuyenmom
500 mr no 40 TabneTok y peecTpauiiHoro Aocbe A0 PaKTUYHMX AaHWX MO
6aHuj; no 1 6aHui B BMKOPUWCTaHHIO eTaHosy Ha cTagii NpuUroTyBaHHs
nauti 3 kKapToHy NOKpUTTS
15. | APMAJVH® TabneTtkn TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/12306/01/01
NOHIr NPOSIOHroBaHoI Aii No "Mikpoxim" "Mikpoxim" 3MiHK | TUNY - NPYBEAEHHS TEXHONOrYHOT YacTUHN peyenmom
300 mr no 40 TabneTok y peecTpavuiiiHoro Aocke A0 PaKTUYHMX AaHMX N0
6aHuj; no 1 6aHui B BMKOPUCTaHHIO eTaHoy Ha cTagii NpUroTyBaHHA
nauti 3 kKapToHy NOKPUTTS
16. | ALL® 100 Tabnetku wunydi no 100 CaHpos3 CnoseHis BUMYCK Cepii: HimeuunHa/ BHECEHHS 3MiH [0 peecTpavliiiHnx maTepianis: 6e3 UA/8272/01/01
Mr no 20 TabneTok y dapmacbloTikan3 Caniotac ®apma ABCTpISA 3MiHU | TUNY - NOAAHHS OHOB/IEHOTO cepTudikara peyenma
Ty6i; no 1 Ty6i B n.o. M6X, HimeuunHa; BiAgnoBigHOCTI EBponelickkili hapmakonei Ne R1-
KapTOHHI Kopobuyj BUPOGHMK in bulk, CEP 1996-070-Rev 06 ana Aito4oi peyoBuHY Bif BXe
nakyBaHHS: 3aTBEPKEHOr0 BUPOGHMKA i3 3MIHOK Ha3BM Ta
Xepmec dapma appecy BnacHvka CEP Ta 3miHa Ha3By BUPOGHUYOT
lec.m.6.X., AinbHULi, 6e3 3MiHn Micua BUpobHuLTBa ADI; 3MiHK |
ABCTpIS; TMMY - NOAAHHS OHOB/IEHOTO cepTudiikaTa
anbTepHaTUBHWIA BiAgnoBigHOCTI EBponeiickkili hapmakonei Ne R1-
BUPOGHMK in bulk, CEP 1996-070-Rev 08 ans fjito4oi pevyoBuHH Bif, BXe
nakyBaHHS: 3aTBEPKEHOr0 BUPOGHUKA
Xepmec
ApuHaiimiTTeNnb
'mM6X, HimeuunHa
17. | AULU® 200 TabneTtku wunydi no 200 CaHpo3 CnoseHis BUNYCK cepil: HimeuunHa/ BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 UA/8272/01/02
Mmr no 20 TabneTok y dapmacbloTikan3 Cantotac dapma ABCTpist 3MiHK | TUNY - NOA4AHHS OHOBIEHOTO cepTudiikaTa peyenma
Ty6i; no 1 Ty6i B o.o. M6X, HimeyunHa; BiAgnoBigHOCTI EBponelickkilt hapmakonei Ne R1-
KapTOHHI Kopo6Lyi BUPOGHMK in bulk, CEP 1996-070-Rev 06 ans fjito4oi peqyoBuHH Bif, BXxe
nakyBaHHs: 3aTBEPKEHOro BUPO6HMKA i3 3MIHOK Ha3Bu Ta
Xepmec ®apma appecy BnacHvka CEP Ta 3miHa Ha3By BUPOGHUYOT
fec.m.6.X., AinbHUUi, 6e3 3MiHu Micusa BUpobHuyTBa ADI; 3MiHK |
ABCTpIS; TUMY - NOAAHHA OHOB/IEHOTO cepTudlikara
anbTepHaTUBHWIA BiAgnoBigHOCTI EBponelickkilt hapmakonei Ne R1-
BUPOGHMK in bulk, CEP 1996-070-Rev 08 ans fjito4oi pevyoBuHH Bif, BXxe
nakyBaHHs: 3aTBEPL)KEHOr0 BUPOOHMKA
Xepmec
ApuHaiimiTTens
'mM6X, HimeyunHa
18. | AUU® FAPSIYUIA | nopouwok ans CaHpos CnoBeHis BUMYCK Cepii: HimeuunHa/ BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 6e3 UA/6568/02/01
HAMIA MES, OpasIbHOro Po34nHy no dapmacbloTikan3 Cantotac dapma LBeiiLapis 3MiHK | TUNY - NOAAaHHS OHOB/IEHOTO cepTudikaTa peyenma
JNTMMOH 600 Mr; Mo 3 r NopoLUKy Aa.4. M6X, HimeyunHa; BiAgnosigHOCTI €Bponeiickkil thapmakonei Ne R1-
B NakeTuKy; no 6 BMPOGHKK in bulk, CEP 1996-070-Rev 08 ans Aitlo4oi peyoBrHA
NakeTuKiB y KapTOHHIl TEeCTyBaHHS, Acetylcysteine Bif BXxe 3aTBEpAXXEHOr0 BUPOOHNKA;
KOpoo6Li nakyBaHHs: 3MiHM | TUMy - N0A4aHHA OHOBMIEHOTO cepTudlikara
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
Ninpgodhapm Mv6X, BiAnoBigHOCTI EBponelickkilt hapmakonei Ne R1-
HimeuuunHa; CEP 1996-070-Rev 06 ans fito4oi pe4yoBuHM
BUPO6HMK in bulk, Acetylcysteine Bif BXe 3aTBEPAXEHOr0 BUPOGHYMKA i3
TecTyBaHHs, 3MIHOI0 Ha3BK Ta agpecy BnacHuka CEP Ta 3miHa
nakyBaHHs: Ha3BY BUPOOHMYOT AiNbHUL, 6e3 3MiHM Micua
3am60H BMPOOHULTBA API
CeiT3enaHpg 14,
LLiBeiiuapis
19. | AULU® FAPAYUNN | nopowlok gns CaHpos CnoBeHis BUMYCK Cepii: HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 6e3 UA/6568/02/02
HAMIA MES, OpasIbHOro PO34nNHY Mo dapmacbloTikan3 Canotac Papma LBeiiuapis 3MiHM | TUMY - NOAAaHHA OHOBNIEHOTO cepTudiikara peyenma
NAMOH 200 mr; no 3 r NopoLUKy o.n. M6X, HimeuyunHa,; BiAgnoBigHOCTI EBponeiickkili hapmakonei Ne R1-
B nakeTuky; no 20 BMPOGHMK in bulk, CEP 1996-070-Rev 08 ans fito4oi peyoBuHu
nakeTVKiB Y KApTOHHIl TeCTyBaHHS, Acetylcysteine Big BXe 3aTBEpAXEHOI0 BUPOOHMKA,;
KopooLi nakyBaHHs: 3MiHK | TUNY - NOAaHHS OHOBIEHOTO cepTudikaTa
Ninpgodhapm MmbX, BiAgnosigHOCTI €Bponeiickkil thapmakonei Ne R1-
HimeuumnHa; CEP 1996-070-Rev 06 ans fitlo4oi peyoBrHN
BUPOGHMK in bulk, Acetylcysteine Bif, BXe 3aTBEPAXEHOr0 BUPOGHUKA i3
TECTyBaHHS, 3MiHOI Ha3BM Ta agpecu BnacHnka CEP Ta 3miHa
nakyBaHHs: Ha3BW BUPOGHMYOT AiNbHULI, 6€3 3MiHN MicLA
3amM60H BMPOGHULTBA AdI
CsiT3enang /114,
LLIBeliLapis
20. BAPBOBA/I® Kpanni opanbHi, no 25 MAT "®apmak” YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis: 3miHa 6e3 UA/1196/01/01
My h1akoHi 3 HaliMeHyBaHHA Ta/abo agpecu MicLa NPOBamXeHHSs peuyenma
npo6koto- [isSNbHOCTI BUpo6HMKa/iMnopTepa roToBoro
KpanenbHuueto; no 1 NikapcbKoro 3acoby, BKIHOYaOUMN AibHUL BUNYCKY
dhnakoHy B nauu 3 cepii abo micLe NpoBefeHHsI KOHTPOSO SKOCTI.
KapToHY (misnbHicTb, 3a AKy BignoBigae BUpOOHMK/iMIopTep,
BK/IO4A0UM BUMYCK Cepiid) - 3amiHa topuanyHol
afpecy Ha hakTuyHy agpecy BupobHuka MNAT
"®apmak”, YkpaiHa , 6e3 3MiHM Micus BUPOOHMLTBA:
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicns
3aTBEPKEHHS;
3MiHM Woao 6e3nekn/ehekTBHOCTI Ta
dhapmakoHarnsigy - OHOB/IEHHS BXe 3aTBEPAKEHOr0
TEKCTY MapKyBaHHS1 00yMOB/IEHE BHECEHHSIM 3MiH A0
TEeKCTY MapkyBaHHs (BBeAeHHs 3MiH NpOTArom 6-Tu
MiCALIB Mic/sa 3aTBepAKEHHS)
21. BETAQVH® cynosuTopii BariHabHi 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHW 6e3 UA/6807/02/01
no 200 mr; no 7 dapmaLeBTUYHNIA dapmaneBTUYHNIA Il Tny - 3MiHK Woao 6e3nekn/etdeKTUBHOCTI Ta peyenma
cynosuTopiiB y 6nictepi; 3asof ElC 3aBog EliC thapmakoHarnagy. BHeceHHs abo 3miHa(u) o
no 1 a6o 2 6nictepn y 3000B'A3aHb Ta YMOB BMAadi peecTpauiitHoro
KapTOHHIN nayui NOCBIAYEHHS, BKtOYatoun MnaH ynpasniHHA
pu3nkamm (3aCToCyBaHHS 3MiH(M), AKi(a)
B/MararTb(€) NoganbLIOro 06r'pyHTYBaHHSA HOBMMMU
[04aTKOBUM AaHMK, Lo MaloTb HagaBaTucs
KOMMETEHTHUM OpraHoM, OCKiflbkM BUMaraeTbes
CYTTEBA OLIiHKA KOMMETEHTHUM OPraHom) -




Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
BrkoHaHHSA 3060B'A3aHb BiANOBIAHO A0 MiANYHKTY 2.3
NyHKTY 2 gogatky 15 no Nopsaky nposefeHHs
eKCnepTn3n peecTpauiiiHnx MaTepianis Ha nikapcbki
3aco6u, L0 NoAalTLCA Ha fiepXaBHy peecTpadiiio
(nepepeecTpaljio), a Takox ekcnepTusn matepianis
Npo BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis
NPOTAroMm fii peecTpauiiHoro NocBigYeHHs,
3aTBepmxeHoro Hakaszom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)
22. | BIKAPA® TabneTkun, BKpUTI MPO®APMA Manbta Na6opaTtopioc Icnanis BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/12927/01/02
N/1iBKOBOK 060/0HKOI0, IHTepHeLuHN HopwmoH C.A. TEXHIYHa NOMW/KA Y TEKCTi MapKyBaHHS yNakoBKu peyenmom
no 10 wr, no 15 TpenguHr Nimiteq nikapcbkoro 3acoby. 3AMPOMOHOBAHO: 12.
TabneTtok y 6nictepi; no HOMEP PEECTPALIMHOIO NOCBIAYEHHS.
2 6nicTepu B KAPTOHHIl PeecTpauiiiHe nocsigueHHst Ne: UA/12927/01/02
nayui
23. Bl- Tabnetku; no 30 e NABOPATYAP PpaHuis Na6opaTtopii ®paHuia/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/8748/01/04
MPECTAPIYM® TabneToK y KoOHTeliHepi CEPB'E€ Ceps'e lHgacTpi, Ipnangis/ 3MiHuM | TUNY - JOoAaBaHHA HOBMX NapameTpis peuyenmom
10 MIr/10 MIr nns tabnetok; no 1 ®paHuisn; Ceps'e Monbwa cneuudikaLii Aito4oi pevoBMHY NepuHAoNpuIy

KOHTelHepy B KopobLi 3
KapTOHY

(IpnaHgis)
IHpacTpic /T4,
Ipnangis;
AHOPAPM
MignpuemcTtBo
PapmaLeBTUYHe
AT, Monbwa

apriHiHy Ta ix BignoBigHWX METOAIB KOHTPOJIHO:
BM3HAYEHHA 3a/IMLLKOBOrO BMICTY KaTasizaTopis
nannagis i pogis 3 4acToTOK «BUBIpPKOBE
BUMNPOBYBaHHA» abo CKin-TecT; AoAaBaHHA
3a/IULLKOBOrO BMICTY PO3UMHHWKIB aLeTOHY i
Tonyony; 3MiHu | Tuny - BuganenHs CEP Ne R1-CEP
2007-233-Rev 00 ana amnoguniHy, Wasx cUHTesy A,
BUPOGHMK 3AT dapmaLeBTUYHWIA 3aBog ETIC,
OCKi/TbKV BUPOGHWK BiAMOBMBCS Bif, HbOr0; 3MiHY |
UMy - 3MiHa MeToAy Xpomarorpadii AN BU3HAYEHHS
CNopiAHEHNX CMOSYK Ait0HOT PEYOBUHN
nepyvHAONPWUAY apriHiH; 3mMiHun | Tuny - foAaBaHHA B
cneuudoikauito amnoguniHy 6ecmnary, Wwo
BMPOBNAETLCSA LLMSAXOM CUHTE3Y b TecTy ans
KOHTPO/IO 3a/IMLLKOBOrO i30MponaHony; 3miHu | Tuny
- 36inbLUEHHA Nepiody NOBTOPHMX BUNPOOYBaHb AN
amnogunivy 6ecunaTty 3 36 Ao 60 micsiuiB BiANoBiAHO
[0 JaHWX JOCigXeHHs cTabinbHocTi i CEP; 3MiHu |
Tuny - oHoBsieHHs CEP Ne R1-CEP 2007-185-Rev 01
LwsAx cuHTesy b gnsa amnogunidy 6ecunary, Ta
HacTynHui oHoBneHuit CEP Ne R1-CEP 2007-185-
Rev 02 Big Bupo6Huka 3AT dapmaLeBTUYHWIA 3aBO,
ErIC; 3miHu | TUny - BUNy4YeHHs BupobHka ROLABO
BUXIAHOTO MaTepiany nepuHgonpuny
TepT6yTMNamiHy, L0 BUKOPUCTOBYETLCS A/1A
BUIOTOBJIEHHS Ail040I PEYOBUHU NEPUHAONPUITY
apriHiH; BUNYYEHHS abTepHATUBHOMO
nocravasnbHuka Kopalle BuxigHoro marepiany
pTanoiny amnoamnidy, Lo BUKOPUCTOBYETLCA AN1S
BWIOTOB/IEHHS 1il040i PEYOBMHW aMIoauNiHy; 3MiHN




n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

Il TNy - fogaBaHHA B cneumndikayito AdI
MepvHaonpuay ApriHiH NoKasHWKIB 2 BiZOMUX
[OOMILLIOK, SIKi paHille BU3HaYaInchb sk «byb-axa
iHLWa gOMiLLKa»

24.

Bl-
MPECTAPIYM®
10 Mr/5 MI’

Tabnetku; no 30
TabneTokK y KOHTeliHepi
nns tabnetok; no 1
KOHTelHepy B KOpobLi 3
KapTOHY

NE NABOPATYAP
CEPB'E

PpaHuis

Nab6opaTopii
Ceps'e lHgacTpi,
®paHuis; Ceps'e

(IpnaHgis)
IHpacTpic NTa,
IpnaHgis;
AHDPAPM
Mignpnemcteo
dapmaueBTUyHe

AT, MonbLa

PpaHuia/
Ipnangis/
MonbLa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHW | TUny - 36inbLIEeHHSA nepiofy NOBTOPHMX
BMMNpo6yBaHb Ans amnogunivy 6ecunaty 3 36 go 60
MiCAILiB BiANOBIAHO A0 AaHWUX AOCNIIKEHHS
ctabinbHocTi i CEP; 3miHu | Tuny - BuganernHs CEP
Ne R1-CEP 2007-233-Rev 00 415 amnogunixy, WwWnsx
CUHTE3Y A, BUPOGHMK 3AT dapmMaLeBTUYHMI 3aBOS,
ErIC, ockinbku BUPOGHWK BiAMOBMBCSA Bif, HOTO;
3MiHK | TUNY - foAaBaHHA HOBUX NapameTpiB
crneundikavii Aivo4oi peyoBUHU NepuHAoNpUIY
apriHiHy Ta iX BignoBiAHNX METO/AIB KOHTPO/IO:
BM3HAYEHHS 3a/IMLLKOBOrO BMICTY KaTasli3aTopiB
nannagis i poais 3 4acToTol «BUbipKoBe
BMNpPobyBaHHsA» abo CKin-TecT; foAaBaHHA
3a/IMLLKOBOr0 BMICTY PO3YMHHUKIB aLeTOHY i
TOMyony; 3MiHu | TUny - goAaBaHHs B creuudikaLio
amnoaunivy 6ecunaty, Wo BUPOBASAETLCA LLUISAXOM
cuHTe3y b TecTy A8 KOHTPO/IO 3a/NLLIKOBOTO
i3onponaHony; 3miHu | Tuny - oHoBNneHHss CEP Ne R1-
CEP 2007-185-Rev 01 wnsx cuHtesy b ana
amnogunivy 6ecunaty, Ta HaCTyMHWIA OHOB/IEHWIA
CEP Ne R1-CEP 2007-185-Rev 02 Bif BUpo6HMKa
3AT dapmaueBTuHMA 3aBog EMNC (3 0HOBNEHHAM
CEP Bifj6yBaeTbCA BBELEHHA 3 [OAATKOBUX
LiNbHULUB BUPOBHULITBA BUXIAHOIO MaTepiany
pTaU10iny amnoamnidy, LWo BUKOPUCTOBYETLCS 415
BWIOTOBJIEHHS [il040i PEYOBMHM Bi4NOBIAHO A0
mMaTepianis AOCbE); 3MiHU | TUNY - 3MiHa MeToay
xpomarorpadii 415 BU3HAYEeHHS CropigHEHNX
CMOMyK Ait040i PEHYOBUHW NMEPUHAOMPUY apriHiH;
3MiHK | TUNY - BUNy4YeHHs BMpo6Hnka ROLABO
BMXIAHOIO MaTepiany nepuHgonpuny
TepT6yTMnamiHy, L0 BUKOPUCTOBYETLCS A/1A
BUrOTOBJIEHHA [il040T PEYOBUHU NepuHAoNpuny
apriHiH; BUNYYEHHS albTEPHATUBHOIO
noctavasnbHuka Kopalle BuxigHoro matepiasny
pTasioiny amnoamnidy, Lo BUKOPUCTOBYETLCA A5
BWUIOTOB/IEHHS 1il040i PEYOBMHW aM10anNiHy

3a
peyenmom

UA/8748/01/03

25.

Bl-
NMPECTAPIYM® 5
MI/10 Mr

Tabnetku; no 30
TabneToK y KOHTeliHepi
ons Tabnetok; no 1
KOHTelHepy B KopobLi 3
KapTOHY

Nne NABOPATYAP
CEPB'E

PpaHuin

Na6opaTtopii
Ceps'e lHgacTpi,
®paHuisn; Ceps'e

(IpnaHgis)
IHpacTpic /T4,
Ipnangis;

®paHuia/
Ipnangis/
Monbla

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis:
3MiHK | TUNY - foAaBaHHSA HOBUX NapameTpiB
cneuudikaLii Aito4oi pevoBMHY NepuHAoNpUIy
apriHiHy Ta ix BignoBigHUX METOLIB KOHTPOJIHO:
BM3HAYEHHA 3a/IMLLKOBOrO BMICTY KaTasizaTopis
nannagis i podisi 3 4HacToTOK «BUBIPKOBE

3a
peyenmom

UA/8748/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

AHOPAPM
MignpuemcTBo
PapmaLeBTUYHe
AT, Monbwa

BMNpPo6yBaHHsA» abo CKin-TecT; foAaBaHHSA
3a/IMLLKOBOr0 BMICTY PO3UYMHHWKIB aLeTOHY i
ToNyony; 3MiHu | Tuny - euganenHs CEP Ne R1-CEP
2007-233-Rev 00 ans amnogunidy, LWAsSX CUHTe3y A,
BUPOGHMK 3AT ®apmaLeBTUYHWIA 3aBog ETIC,
OCKi/TbKV BUPOGHWK BiAMOBUBCS Bif, HbOr0; 3MiHY |
™Mny - 3MiHa MeTogdy xpomaTorpadii 415 BU3HAYEHHS
CMOPigHEHUX CNONYK Aito40i peYoBUHN
nepuHAONPUAY apridid; 3miHun | Tuny - oAaBaHHA B
cneundikauito amnoguniHy 6ecmnary, wo
BUPOGNSETLCA LINSAXOM CUHTE3y b TecTy ans
KOHTPOO 3a/IMLLKOBOrO i30MponaHony; 3miHu | Tuny
- oHoB/ieHHss CEP Ne R1-CEP 2007-185-Rev 01
LWwNsx cuHTe3y b gns amnogunivy 6ecunarty, Ta
HacTynHuit oHoBneHuii CEP Ne R1-CEP 2007-185-
Rev 02 Big Bupo6Hunka 3AT dapmaueBTUYHWIA 3aBO,
ETIC; 3MiHM | TUNY - 36iNbLUEHHS NEpiogy NOBTOPHUX
BMNpobyBaHb AN1a amnogunivy 6ecunaty 3 36 fo 60
MiCSILiB BiANOBIAHO A0 AAHWX AOCNIAKEHHS
cTabinbHocTi i CEP; 3miHM | TUNy - BUTYyYeHHS
BMpo6HMKa ROLABO BuxigHoro martepiany
nepuHAONpPUY TePTOYTUIaMIHY, LLO
BUKOPWUCTOBYETLCA [/ BUTOTOBMIEHHS Ait04O0T
PEYOBUHN NEPUHAONPUIY apriHiH; BUTYyYEHHS
anbTepHaTUBHOrO noctavyasnbHuka Kopalle BuxigHoro
mMartepiany ranoiny amnogunidy, Lo
BMKOPWCTOBYETLCA A/151 BUTOTOB/IEHHSA Ajit04OT
PeyoBMHN amnoauniHy; 3minu Il Tvny - AoAaBaHHA B
crneundikauito A®I MepuHgonpuny ApriHiH
NMOKa3HWKIB 2 BiOMMUX AOMILLIOK, SiKi paHilue
BM3HAYa/IUCb AK «OyAb-siKa iHWa AOMilLKa»

26.

Bl-

NMPECTAPIYM® 5

Mr/s Mr

Tabnetku; no 30
TabneTokK y KOHTeliHepi
nns tabnetok; no 1
KOHTelHepy B KopobLi 3
KapTOHY

NE NABOPATYAP
CEPB'E

PpaHuis

Nab6opaTopii
Ceps'e lHgacTpi,
®paHuis; Ceps'e

(IpnaHgis)
IHpacTpic iTa,
IpnaHgis;
AHDPAPM
Mignpnemcteo
dapmaueBTUyHe

AT, MonbLa

PpaHuia/
Ipnangis/
MonbLa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHV | TUNY - AOoAaBaHHSA HOBMX NapameTpis
cneuudikauii Ailo4oi pevoBVHY NepyHAoNpuIy
apriHiHy Ta ix BignoBigHUX METOLIB KOHTPOJIHO:
BM3HAYEHHS 3a/IMLLKOBOrO BMICTY KaTasizaTopis
nannagis i poAisi 3 4acToTOl «BUBIPKOBE
BUNPOBYBaHHA» abo CKin-TecT; AoAaBaHHsA
3a/IMLLKOBOrO BMICTY PO3UYMHHUKIB aLeTOHY i
Tonyony; 3MiHu | Tuny - BuganenHss CEP Ne R1-CEP
2007-233-Rev 00 ana amnoauniHy, Wasx cUHTesy A,
BMPOGHMK 3AT dapmaueBTuyHMiA 3aBog ElIC,
OCKi/TbKV BUPOGHWK BiAMOBMBCS Bif, HbOr0; 3MiHM |
T™Mny - 3MiHa MeToAy xpomaTorpadii 415 BU3HAYEHHSN
CNOpiAHEHNX CMOSYK Ai0YOT PEYOBUHN
nepyvHAONPWUAY apriHiH; 3mMiHu | Tuny - foAaBaHHA B
cneumdikauito amnoguniHy 6ecunary, Wo
BMPOBASETHCSA LWNSXOM CUHTE3Y b TecTy Ans

3a
peyenmom

UA/8748/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

KOHTPO/TIO 3a/IMLLIKOBOTO i30MponaHony; 3miHn | Tuny
- 36iNbLLEHHSA Mepiogy NOBTOPHUX BUNPOOYBaHb AN1S
amnoguniny 6ecunaty 3 36 fo 60 micAuiB BIiANOBIAHO
[0 AaHWX JoC/igXeHHs cTabinbHocTi i CEP; 3MiHu |
Tuny - oHosneHHa CEP Ne R1-CEP 2007-185-Rev 01
WX cuHTesy b gnsa amnogunidy 6ecunary, Ta
HacTynHui oHoBneHnin CEP Ne R1-CEP 2007-185-
Rev 02 Big Bupo6Huka 3AT ®apmaLeBTUYHWIA 3aBO,
ErIC; 3MiHu | TUNy - BUNyyeHHs BupobHuka ROLABO
BUXIZHOTO MaTepiasly nepuHgonpuny
TepT6yTMNamiHy, L0 BUKOPUCTOBYETLCS A/1A
BUIOTOB/IEHHS 0401 PEYOBUHU NEPUHAONPUITY
apriHiH; BUyYeHHA anlbTepHaTUBHOIO
nocravanbHuka Kopalle BuxigHoro martepiany
pTas1oiny amnoamnidy, LWo BUKOPUCTOBYETLCS A5
BUrOTOB/IEHHS Ail04OT PEYOBUHWN aMI04UNIHY; 3MiHW
Il TMny - gogaBaHHsa B cneumdikauito AdD|
MepuHgonpuny ApriHiH NOKa3HUKIB 2 BigOMMX
OOMILLOK, SiKi paHille BU3Ha4YaInch sK «byab-saKa
iHLWa fOMiLLKa»

27.

BI®POH® CKIH

PO3UUH HaLLKIpHWI %
no 15 a6o 35 mn
PO34MHY Y dh1aKkoHi-
KpanenbHuui; no 1
thnakoHy y KapTOHHil
nauui; no 25 mny
hnakoHi-cnpei 3
fo3aropom; no 1
h1aKoHyY Y KapTOHHilA
naJui

Lepmacbapm Al

HimeyunHa

Mi6e Mm6X
ApuHaiimitTTens

HimeuyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu
| TNy - 3miHK Woao 6e3nekn/edhekTNBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLiT
AN8 MeANYHOro 3aCTOCYBaHHS
reHepuYHUX/riopuaHNx/6ionoaibHNX NiKapcbkux
3ac06iB nicns BHECEHHS TiEl caMoi 3MiHM Ha
pedhepeHTHWIT NpenapaT (3MiHa He NnoTpebye
HaJaHHA XOAHVX HOBUX AOAATKOBUX AaHWX) 3MiHK
BHECEHI [0 HCTPYKLii y po3ginu: "®apmMakonorivHi
BnactusocTi", "Ocob6nuBi 3axomn 6esnekn”,
"B3aemopis 3 iHWMMKN NiKapCbknumy 3acobamm Ta iHLLi
BMAW B3aemogiin", "OcobnmsocTi 3acTocyBaHHA" (Y T.
4. "3acTocyBaHHS y nepiog BaritTHOCTi abo rogyBaHHs
rpyaar”, "3aaTHicTb BNAMBATM Ha LIBUAKICTb peakuil
npu KepyBaHHi aBTOTPAHCNOPTOM a60 iHLINMKN
MexaHismamu'), "Cnocib 3acTocyBaHHs Ta A03un",
"Mepeno3yBaHHA", "T06IYHI peakui™; pefaryBaHHs
iHbopMmauii po3ginis "MokasaHHaA", "AiTn" BignosigHO
[0 iHdhopmaLii pechepeHTHOro nikapcbKoro 3acoby
Mycospor® Losung. YTOYHEHO Ha3By
thapmakoTepaneBTUYHOI rpynu BigMNOBIAHO A0
Knacuguikatopa dpapm.rpyn i kogis ATX BOOS3.

6e3
peyenma

UA/13616/01/01

28.

BOPOMEHTON

Masb, No 25 1y Ty6i
antomiHiesili; no 1 Ty6i B
nauui 3 kKapToHy; no 25r
y Ty6ax astoMiHiEBMX

TOB
"TepHodchapm"

YKpaiHa

TOB
"TepHochbapm”

YKpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK
| TNy - AgMiHicTpaTmBHi 3MiHU. 3MiHa Kogy ATX
3MiHM BHECEHO B po3Ain "®apmakoTepaneBTuyHa
rpyna" BignosigHo Ao knacudpikatopa kogis ATX
BOO3 [itoya pegakuisn: 3acib, Wo i€ Ha YyT/uBi

6e3
peuyenma

UA/8619/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
HepBOBi 3aKiHYEHHS. IHLWIi 3acobu ANs NikyBaHHA
3axBOpHOBaHb MOPOXHUHKM Hoca. Kog ATX RO1A X30.
MponoHoBaHa pegakuis: MNMpenapaTtn 60pHOT
kncnotn. Kog ATX DOBA D.
29. BPEKCIH® Tabnetku no 20 mr no 10 K'e3i ABCTpIs BMPOOHULITBO in ITania BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu 3a UA/4636/01/01
Tabnetok y 6nictepi; no dapmac'toTikens bulk, nepsuHHe Ta | Tuny - 3MmiHM 3 AKoCTi. FOTOBMIA Nikapcbkuit 3aci6. peyenmom
1, 2 a6o 3 6nictepu B v6X BTOPUHHE 3MiHU y BUPOGHMLTBI. 3amiHa abo BBeAEHHS
nauui 3 KapToHy nakyBaHHs, [04aTKOBOI Ai/IbHUL| BUPOBHULITBA A/19 YaCTUHN abo
KOHTPO/ib Ta BCbOr0 BMPOGHMYOro NPOLLECY FOTOBOTO JliKapCbKOro
BUMYCK Cepii: 3aco06y (AinbHWLSA, Ha SKili NPOBOAATLCA Oy Ab-AKi
K'e3i BMPOGHMYI CTafii, 3a BUHATKOM BUMYCKY Cepil,
dapmaueyTumyi KOHTPO/IO SIKOCTi, NEPBMHHOIO Ta BTOPMHHOIO

C.n.A., Itanisa
KOHTPO/b Ta
BUMYCK Cepii:
K'esi
dapmaueyTumui
C.n.A., lTania

nakyBaHHs, /1 HECTEPUTbHUX MIKaPCbKMX 3ac06iB)
BBE[EHHS 3apeecTpoBaHol AinbHuLI K'esi
dapmaueytumyi C.n.A. Bia CaH fleoHapgo 96, 43122,
Mapma, ITania BignosigansHOT BUpo6HMLTBO in bulk
[0 MeTOofiB KOHTPOJIO SAKOCTI JTIKapCbKOro 3acoby.
3MmiHu | TUNY - 3MiHK 3 SKOCTi. FOTOBMIA NiKAPCbKN
3aci6. 3MiHM y BUpobHULTBI. 3amiHa abo BBEAEHHS
[04aTKOBOI Ai/IbHUL| BUPOBHULTBA A/18 YaCTUHN abo
BCbOro BUPOBHMYOro NpoLecy roToBoro Nikapcbkoro
3aco6y (gibHMLA AN BTOPUHHOTO NakyBaHHS)
BBE[EHHS 3apeecTpoBaHol AinbHuLI K'esi
dapmaueytumyi C.n.A. Bia CaH fleoHapgo 96, 43122,
Mapma, ITanisa BigNoBiAasIbHOI 3a NepBUHHE
nakyBaHHS [0 METOAiB KOHTPO/IO AKOCTi MliKapCbKoro
3ac06y. 3miHu | TUNy - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa abo
BBEJEHHS A0AATKOBOI Ai/IbHULi BUpOOHULTBA AN
YyacTuHK abo BCbOro BUPOBHMYOr0 NPOLECY rOTOBOrO
nikapcbKoro 3acoby (AinbHULUS 415 NEPBUHHOIO
nakyBaHHs1) BBEJEHHS 3apeecTpoBaHol AinbHuLI K'e3i
dapmaueytumyi C.n.A. Bia CaH fleoHapgo 96, 43122,
Mapma, ITanis BignoBiganbHOT 3a BTOPUHHE
nakyBaHHS [0 METOAiB KOHTPO/IO AKOCTi MliKapCbKoro
3ac06y. 3miHu | TUny - 3MiHK 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHy, L0 CTOCYIOTLCS BUNYCKY cepii Ta
KOHTPOJIH0 SIKOCTi FOTOBOrO NiKapCbKoro 3acoby
(3amiHa abo fofaBaHHS BMPOGHMKA, L0 BiAnoBigae
3a BBe3€eHHSA Ta/abo BMNycK cepii) - Bkoyatroum
KOHTPO/b/BMNPOGYBaHHSA cepii - foAaBaHHA
BMPOGHMKA, LU0 BiANOBIAAE 32 KOHTPO/b Ta BUMYCK
cepii - K'esi ®apmaueyTtuui C.n.A. Bia CaH JleoHapao
96, 43122, Mapma, Itanisa. 3minu | TMNy - 3MiHK Woa0
6e3nekn/edekTUBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHW) BBEA,EHHS a/IbTEPHATUBHOIO TEKCTY
MapKyBaHHA A/19 NEPBUHHOI Ta BTOPUHHOI YNakoBOK
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

NiKapcbKoro 3acoby i3 3a3Ha4YeHHSIM OKPEMOTO
BMpOOHUKa BiANOBIA&/ILHOIO 3a BUMYCK cepii Ta
BHECEHHS HEe3HAYHWX pefakLiiiH1X NpaBoK B
3aTBEPMKEHNI TEKCT MapKyBaHHSA. Sk HacNigoK
nosiBa TPbOX [0AATKOBYVX YMAKOBOK 3 TEKCTOM
MapKyBaHHS YKPATHCbKOK Ta aHr/ilicbko MoBaMK.

30.

BPOHXUMNPET®

Kpanni opasibHi no 50 mn
a6o no 100 mny
hNakoHi 3 f03yUnM
KpanesnbHUM NPUCTPOEM;
no 1 dpnakoHy B
KapTOHHI Kopo6Lyi

BioHopuka CE

HimeuunHa

BioHopuka CE

HimeyunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHU
| Tuny - 3MiHK 3 AKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/Ib FOTOBOrO NiKapcbKoro 3acoby. 3miHa y
MeToAax BUNPoGyBaHHSA rOTOBOrO /liKapCbKoro
3acoby (He3Ha4yHa 3MiHa y 3aTBEpPKEHUX MeTofax
BMNPOGYBaHHA) HesHauHi 3MiHM y meTofax
KOHTpO/It0 Ta cneumdikauii M13: - 3a NoKasHUKOM

«MBY» yToUHEeHHs oanHuLb BUMipYy (KYO/r 3aMiHeHO

KYO/mn); - 32 noKasHMKOM «OnuUC» YTOUYHEHHS
30BHILUHBbOTO BUMIAAY PigvHA. 3MiHW | TURy: 3MiHu 3
skocTi. FOTOBWMIA Nikapcbkuii 3aci6. KOHTpob
roTOBOrO NlikapcbKoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo [ONyCTUMNX MEX rOTOBOrO
niKkapcbKoro 3acoby (BU1yYEHHSI HE3HAYHOro
nokasHuka (Hanpvknag 3actapifioro nokasHuka,
Takoro sk 3anax Ta cMak, abo igeHTudikauis
6apBHYIKIB Y/ CMaKoBUX 406aBOK)) - BUTYUYEHHS 3i
cneupndikauii MN13 nokasHukie «Cmak» Ta «O6’em
HaMNOBHEHHS» (faHW NOKa3HNK KOHTPOOETHLCA B
npoueci BUPoGHULTBA). 3MiHM | TNy - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTponb
roTOBOrO JlikapcbKoro 3acoby. 3miHa napameTpis
cneuudikaLin Ta/abo foNyCTUMUX MEX rOTOBOrO
NiKapcbKoro 3acoby (BUIyYEHHSI HE3HAYHOTO
nokasHuka (Hanpvknag 3actapisnoro NnokasHuka,
Takoro sk 3anax Ta cmak, abo igeHTudikavis
6apBHUKIB UM CMAKOBMX [06ABOK)) BUTYHYEHHS 3i
cneundoikauii MN13 nokasHukie «Cmak» Ta «O6’eM
HanNOBHEHHS» (4aHW NOKa3HNK KOHTPOIOETHLCA B
npoueci BUpobHUUTBa). 3MiHW | Tuny - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbknii 3aci6. Onuc Ta cknag,.
3miHa y cknagi (4oNoMbKHMUX pevoBUHaxX) roToBoro
NikapcbKoro 3acoby (cmakoBi fo6aBkn abo
6apBHVKN) - [logaBaHHs, BUNyYEHHs abo 3amiHa -
3MiHa y ck1agy AOMOMDXKHUX peqyoBuH 13, a came
BBEJEHHSI CMaK0BOI f06aBKM rigpokcunponisn
6eTagexc, 3 MeTo nosinweHHs cmaky 3.
3MiHu | TUNY - 3MiHK 3 SiKOCTi. FOTOBMIA NiKapCbKNii
3aci6. CtabinbHicTb. 3MiHa y TepMiHax npuaaTHOCTI
abo ymoBax 36epiraHHsi roTOBOrO JlikapCbKOro
3aco0y (3MEHLLEHHA TepMiHy NPUAATHOCTI FOTOBOro
nikapcbKoro 3acoby) - /115 Toprosoi ynakoBKu

6e3
peyenma

UA/8673/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o

31.

BPYCTAH

3MEHLLEHHS TepMiHy 36epiraHHs /13, Ha OCHOBI
pe3ynbTaTiB [OC/IIKEHHS CTabiNIbHOCTI.
3arBepaXeHo: 4 poku; 3anpornoHOBaHO: 2 POKU.
3miHu | TUNYy - 3MiHK 3 SKOCTi. FOTOBMIA NiKAPCbKNi
3aci6. KOHTposib roTOBOrO NiKapcbkoro 3acoby. 3miHa
y MeTogax BunpobyBaHHSA roTOBOro NikapCbKoro
3aco06y (iHWi 3MiHM y MeTodax BUNpPobyBaHb
(BKNKOYAKOUM 3aMiHY ab0 [JOMOBHEHHS))
3MiHVU MeTofiB KOHTposto 13, y 3B'A3Ky 3
nepernagaHHaM gokymeHTauii. KonnyectseHHoe
onpejeneHne XnaKoro aKcTpakTa yabpeLa B
nepepacuete Ha heHo bl (Mo aHanornm ¢
MoHorpadomeii DAB «XXungknii akcTpakT yabpena»)
KonunuectBeHHOe onpefeneHne XnaKoro akcTpakTa
yabpeLa B nepepacyete Ha Tumon (B PY PM
650/02) KonuuecTBeHHOe onpeaesieHne Xnakoro
3KCTpakTa nAtLa B nepepacyeTe Ha regepakosng C
(meTop komnaHun BruoHopuka) KonnyectseHHoe
onpefenieHne XnUAKoro aKkCcTpakTa nsawLia B
nepepacueTte Ha regepakosug C (B PY PM 649/02)
3MiHn | TURY - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu)
3aMiHa po3giny «padiyHe 306paxeHHs ynakoBOK»
Ha po3ain «TekCT MapKyBaHHsS». BBeeHHS 3MiH
NpoTArom 6-Tu MicALIB NiCNs 3aTBEPMKEHHS. 3MiHu ||
TMNy - 3MiHK 3 SIKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
KOHTPO/Ib FOTOBOIO NiKapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo JONYCTUMMX MEX
rOTOBOrO /ikapCbKOro 3acoby (3MiHa 3HaxoauTbCA
nosa 3aTBepAyKeHMN AONYCTUMUMUN MeXamu
cneuudikauiin) 3MiHa 4OMYCTMUX MeX Y
crneundikaii I'N13 3a nokasHvkamu “CogepxaHue
XUW/KOro 3KCTpakTa yabpela B nepepacyeTe Ha
theHonbI», «CoAepXaHne XULKOro aKCTpakTa nioLa
B NepepacyeTe Ha regepakosung C», «3TaHoN»,
«pH», «OTHOCUTE/IbHAsA NIOTHOCTL», «[lokasartesib
npenomaeHuns», «Cyxoli ocTaTok.

nocsBi04YeHHs

TabneTku, BKPUTI
N/1iBKOBOKO 060/10HKOI0,
no 10 TabneTtok y
6nictepi; no 1 6nictepy
B KapTOHHIi kopobu,

CaH
PapmacbloTukan
IHpacTpi3 Nimiteq

IHais

CaH
PapmacboTuKan
IHgacTpi3 Nimiten

IHais

BHECEHHS 3MiH [J0 peecTpaLjiiiHiX maTepiasis: 3MiHU
Il Tvny - 3miHK Woao 6e3nekn/etekTUBHOCTI Ta
thapmakoHarnsgy. BHeceHHsi abo 3miHa(v) fo
3060B'A3aHb Ta YMOB Buadi peecTpadiiHoro
noceigyeHHs, Bknoyaouy MNMnax ynpasniHHA
pu3ukamm (3aCTOCyBaHHS 3MiH(M), Aki(a)
B/MaratTb(€) NofanbLIoro 06rpyHTyBaHHA HOBUMU
[04ATKOBUM JaHVMK, LLIO MaloTb HagasaTucs
KOMMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs
CyTTEBA OLLiHKA KOMMETEHTHUM OpPraHom) -

BrikoHaHHs 3060B'A3aHb BIANOBIAHO A0 MiANYHKTY

3a
peyenmom

UA/4617/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

1.13 nyHkTy 1 goaatky 15 fo Nopsaky npoBefeHHs
eKcnepTu3n peecTpauiiHnx MaTepianis Ha nikapcbki
3acobu, Lo NoAaloTbCA Ha [lepXaBHy peecTpadiiio
(nepepeecTpauito), a TakoX ekcnepTn3n Matepianis
NpOo BHECEHHS 3MiH 10 peecTpauiiHnx MaTepianis
NPOTAroM fii peecTpawiiiHoro NocBig4YeHHs,
3aTBepMAKeHoro Hakasom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)

32.

BPY®EH®

rpaHysm wunydi no 600

mr, 30 calle B KapTOHHIiA

KopooLi

AGGOTT
Na6opatopis
M6X

HimeyunHa

A66BI C.p.n.

ITanis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis:
3MiHY | Tuny - 3MiHK Woao 6e3nekn/edpeKTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu fo
y3arasibHeHVX AaHnx npo cuctemy thapmakoHarnsgy
(BBEAEHHA Y3araslbHEHVX AaHNX NPO cucTemy
thapMakoHarnsgy, 3amMiHa ynoBHOBaXeHO! ocobu,
BiANOBIAA/IbHOI 3a 34iICHEHHST hapMakoHarnsaay;
KOHTaKTHOI 0c0obM 3 hapMakoHarnagy 3asBHuKa Ans
3[jiCHEeHHs1 hapMakoHariaay B YKpaiHi, AKL0 BoHa
BiAMIHHa Bif YNOBHOB&XeHOi 0c06M, BiANOBIAA/IbHOI
3a 3pjlicHeHHs hapmakoHarnsgy (Bkoyakun
KOHTaKTHI flaHi) Ta/abo 3MiHW Y PO3MILLEHHI MacTep-
tharina cuctemmn thapmakoHarnsgy) - 3miHa
yMOBHOBaXXeEHOT 0C06M 3a8BHUKA, BiAMNOBIga/IbHOI 3a
3pilicHeHHs hapmakoHarnagy. NponoHoBaHa
pepakuis: Dr. Monica Buchberger, Pharm. PhD/[p.
Motika Byx6eprep, Pharm. PhD.
3MiHa KOHTaKTHOT 0C06M 3asiBHUKA /15 3LiACHEHHS
hapMakoHarnagy B Ykpaini. lMponoHoBaHa pegakuis:
Kizim Onbra €sreHisHa.
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0CO6U
3a8BHVKa, BiANOBIA&NbHOI 38 34iICHEHHSA
thapmakoHarnsgy. 3MiHa KOHTaKTHUX AaHux
KOHTaKTHOI 0C06M 3asBHMKa 419 3AIACHEHHA
hapmakoHarnagy B YkpaiHi

3a
peyerimom

UA/13154/02/01

33.

BPY®EH®
DOPTE

cycrneHsis opasbHa, 200
mr/5 mn no 150 mny
dhnakoHi; no 1 dpnakoHy
3 MipHUM LINpuLem y
KapTOHHI Kopo6Lyi

ABGOTT
Nab6opaTtopi3
m6X

HimeyunHa

BMPOGHULTBO in-
bulk, nepsuHHe Ta
BTOPUHHE
nakyBaHHS1, BUMYCK
cepii:
dapmacieppa
MaHydakTypiHr,
C.J1., IcnaHis;
KOHTPO/b cepii:
Papmanigep,
C.A,, IcnaHis

IcnaHisa

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis:
3MiHK | TUny - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta
hapmakoHarnsigy. BeegeHHs abo 3miHu go
y3ara/lbHeHUxX JaHunx npo cuctemy dpapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHVX AaHUX NPO cucTeMy
hapMakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHuKa AN
3[jiCHEeHHs hapmakoHaragy B YKpaiHi, AKLOo BoHa
BiAMiHHa BiJ YNOBHOBaXeHOi 0cO6M, BiANOBIAA/IbHOI
3a 3[jlicHeHHs chapMakoHarnsay (BkioYakun
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemu hapmMakoHarnisgy) - 3miHa
YNOBHOBaXEHOI 0CO6U 3as1BHMKA, BifnoBigabHOI 3a
thapmakoHarnag: NponoHoBaHa pedakuis: MoHika

6e3
peuyenma

UA/14371/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

Byx6eprep/Monica Buchberger. 3miHa KOHTaKkTHOI
0co6M B YKpaiHi yNnoBHOBaXeHOT 0CO6U 3asiBHMKA 3a
hapmakoHarnsg: MNponoHoBaHa pefaxuis: Kisim
Onbra €BreHiBHa. 3MiHa KOHTAKTHUX AaHWX
YNOBHOB&XEHOT 0CO6U 3aABHMKA. 3MiHA KOHTaKTHUX
[aHVX KOHTaKTHOi 0cobu

34.

BYNPEKCOH-3H

TabneTku cy6niHrBanbHi,

8 mr/2 mr no 10

TabneTtok y 6nictepi; no
1 a6o no 5 6nicTepiB y

KOpOOLLi 3 KAPTOHY

ToBapucTsO 3
obmexeHoto
BiANOBIAA/IBHICTIO
"XapkiBcbke
hapmMavueBTUyHE
nignpYEMCTBO
"3p0poB'a
Hapoay"

YkpaiHa

ToBapucTBO 3
obmexeHoto
BiANOBIAA/LHICTIO
"XapkiBcbke
hapmaueBTUyHe
nignpMeEMCTBO
"3p0poB'a
Hapogy"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHU
| TMny - AAMiHICTpaTVBHI 3MiHW. 3MiHa
HallMeHyBaHHA Ta/abo agpecy 3asBHVKa (BlacHuka
peecTpaLiiHoro noceigyeHHs)) 3miHa agpecu
3asBHVKa 3MiHY | TUNY - AAMIHICTPATUBHI 3MiHN.
3miHa HalimeHyBaHHs Ta/abo agpecu Micua
NpOoBaKEHHS AiSNIbHOCTI BUPO6HUKa/iMnopTepa
roTOBOrO NikapcbKoro 3acoby, BKIKYaUn AinbHULL
BWMYCKy cepii abo MicLe NpoBeAEHHSA KOHTPO/IO
AKOCTI. (AISNbHICTb, 3a AKy Bignosigae
BMPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK Cepild)
3MiHa agpecu BUpo6HuKa 13, 6e3 3mMiHM Micus
BMPOGHMLTBA. BBEAEHHS 3MiH NPOTAroM 3-x MicsLiB
nicnsa 3aTBepXeHHs. 3MiHu | Tuny - 3MiHK Woa0
6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHM) 3amiHa rpadyiyHOro 0YopMIIEHHS NEPBUHHOI
Ta BTOPVMHHOT YNakoBOK Ha TEKCT MapKyBaHHS
yMakoBOK 3 BiANOBIAHUMY 3MiHamu 40 po3ginis MKA
N3 (po3gin «pachiuHe ohopMIEHHS» 3aMiHEHO
po3inoM «MapKyBaHHSI»).

3a
peyenmom

UA/13443/01/02

35.

BYNPEKCOH-3H

TabneTkn cybniHreasibHi,

2 mr/0,5 mr no 10

TabneTtok y 6nictepi; no
1 a6o no 5 6nicTepiB y

KOPO6LLi 3 KAPTOHY

ToBapucTBO 3
06MeXeHo
Bi4NoBiAA/IbHICTIO
"XapkiBcbke
thapmaueBTUyHe
nigNpPUEMCTBO
"3p0poB'A
Hapoay”

Ykpaina

ToBapucTBO 3
06MeXeHoI0
BiANOBiAANLHICTIO
"XapkiBcbke
hapmaueBTnyHe
nigNpPUEMCTBO
"3p0poB's
Hapoay”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu
| TMny - AgMiHiCTpaTVUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asiBHVKA (BlacHMKa
peecTpaLiiHoro noceig4eHHs)) 3miHa agpecu
3asBHVKa 3MiHW | TUNY - AGMIHICTPaTUBHI 3MiHW.
3miHa HalimeHyBaHHs1 Ta/abo agpecu Micus
NpoBafKEHHN AiSNIbHOCTI BUPO6HUKa/imnopTepa
rOTOBOrO JliKkapCbKOro 3acoby, BK/IYaoun AiflbHUL
BUNYCKy cepii abo MicLie NpoBeAEHHS KOHTPO/IO
SAKOCTI. (AiS/IbHICTb, 3a 5Ky BiANOBigae
BMPOGHMK/IMNOPTEp, BK/IOYAUM BUMYCK Cepiid)
3MiHa agpecu BUpo6HuKa 13, 6e3 3MiHM MicLsa
BMPOGHMLTBA. BBEAEHHS 3MiH NpOTAroM 3-x MicsLiB
nicna 3aTBepmXeHHs. 3MiHu | Tiny - 3MiHK Woa0
6e3nekn/edrekTMBHOCTI Ta thapmakoHarnagy (iHwi
3MiHM) 3amiHa rpad)iyHOro 0YopMIEHHS NEPBUHHOI
Ta BTOPVMHHOT YNakoBOK Ha TEKCT MapKyBaHHS
yNakoBOK 3 BifnoBigHMMM 3MiHaMun o po3ginis MKA
N3 (po3gin «IpacdiyHe 0hopMAEHHS» 3aMiHEHO
po34i/10M «MapKyBaHHS»).

3a
peyerimom

UA/13443/01/01

36.

BY®EKCAMAK

nopoLuLok (cybcTaHuis) y

MilLKax NoABilHMX

MpuBatHe
akuioHepHe

YkpaiHa

OnoH C.n.A.

ITanis

BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3MiHW
| TMNy - AAMIHICTPaTVBHI 3MiHW. 3MiHa

UA/3391/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
nonieTNeHoBux ans TOBapUCTBO HalimeHyBaHHs Ta/abo agpecu 3asBHUKa (BNacHUKa
hapmaLeBTUYHOTO “Nlekxim — Xapkis” peecTpauiiHoro noceig4eHHs) 3MiHa HaliMeHyBaHHs
3aCTOCYyBaHHs Ta afpecu 3asBHUKA
37. | BA3AP TabneTku, BKpUTI TOB "TeBa YkpaiHa AxTtasic NTA, Manbta/ BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/5463/01/01
NNiBKOBOIO 060JI0HKOIO, YkpaiHa" ManbTa; Bonrapis 3MiHK | TUNy - 3MiHK Woao 6e3nekn/edheKTUBHOCTI Ta peuyenmom
no 40 mr no 10 TabneTok BankaHdapwva- thapmakoHarnsgy. BeegeHHs abo 3miHu oo
y 6nictepi, no 3 a6o 9 Oynuunus AT, y3arasibHeHVX AaHnxX Npo cuctemMy hapmakoHarnsgy
6nicTepiB y KAPTOHHIl Bonrapis (BBELEHHSA y3araslbHEHUX AaHUX NP0 CUCTEMY
KOpoo6Li thapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEeHHA hapmakoHarnsgy;
KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHuKa AN
3[jiCHEeHHs hapmakoHaragy B YKpaiHi, AKLO BoHa
BiAMiHHa BiJ YNOBHOBaXeHOi 0co6M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs hapMakoHarnsay (Bkioyakun
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemu papmakoHarnisgy) - 3miHa
YNOBHOBaXEHOI 0CO6U 3as1BHMKA, BifnoBigaibHOI 3a
thapmakoHarnag Ha LeHTpasibHOMY PiBHI:
MponoHoBaHa pepakuis: Dr. Hedva Voliovitch MD,
PhD, MBA. 3MiHa KOHTaKTHOI 0CO6U A5 34iACHEHHSI
hapMakoHarnagy B Ykpaini. lMponoHoBaHa pegakuis:
BucTtpoBa OkcaHa BitaniiBHa. 3MiHa KOHTaKTHUX
[aHuX YNoBHOBaXKEHOT 0CO6U. 3MiHA KOHTaKTHUX
[aHVX KOHTaKTHOI 0co6U. 3MiHa MiCLA NPOBaKEHHS
OCHOBHOI Aisi/IbHOCTi 3 ddapmakoHarnsgy Ta micus
36epiraHHa macTep-ghaiina
38. BA3AP TabneTkn, BKPUTI TOB "TeBa YkpaiHa AkTasic NTA, ManbTta/ BHECEHHS 3MiH 4,0 peecTpavyiiHux martepianis: 3a UA/5463/01/02
NniBKOBOI 060/I0HKOH, YkpaiHa" ManbTa; Bonrapis 3MiHY | TRy - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta peyenmom
no 80 mr no 10 TabneTok BankaHdapma- thapmakoHarnsgy. BeegeHHs abo 3miHu fo
y 6nicTepi, no 3 a6o 9 [Oynuuus AT, y3arasibHeHVX AaHnx Npo cuctemy thapmakoHarnsgy
6nicTepiB y KAPTOHHIl Bonrapis (BBEAEHHSA y3araslbHEHNX AaHUX NPO CUCTeEMY

KopooLi

hapmakoHarnsgy, 3amiHa yrnoBHOBaXeHO! ocobu,
BiANOBIAA/IbHOI 3a 34iICHEHHS chapMakoHarnsaay;
KOHTaKTHOI 0c0obM 3 hapMakoHarnagy 3asBHuKa 4ns
3[jiCHEeHHs1 hapMakoHarniaay B YKpaiHi, Ko BoHa
BiAMIHHa Bif YNOBHOBaXeHOi 0co6M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs hapmakoHarnsay (Bkioyakun
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
thaiina cuctemun chapmakoHarasgy) - 3miHa
yMOBHOBaXXEHOT 0C06M 3aBHUKA, BiAMNoBigaIbHOI 3a
hapMakoHarnsg Ha LeHTpasibHOMY PiBHi:
MponoHoBaHa pegakuis: Dr. Hedva Voliovitch MD,
PhD, MBA. 3miHa KOHTaKTHOT 0CO6W NS 3QjiNCHEHHS!
hapmakoHarnagy B Ykpaini. lMponoHoBaHa pegakuis:
BuctpoBa OkcaHa BiTaniiBHa. 3MiHa KOHTaKTHWX
[aHUX YNOBHOB&XXEHOT 0CO6W. 3MiHa KOHTaKTHUX
LaHUX KOHTakKTHOT 0cobu. 3MiHa MicLs NpoBaMKEHHS
OCHOBHOI AiSi/IbHOCTi 3 ddapmakoHarnsgy 1a micus
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

36epiraHHa mactep-gaiina

39.

BA3AP

TabneTku, BKPUTI
N/1iBKOBOKO 060/10HKOI0,
no 160 mr no 10
Tabnetok y 6nictepi, no
3 abo 9 bnictepiB y
KapTOHHI Kopo6Lyi

TOB "TeBa
YkpaiHa"

YKpaiHa

AkTasic NTA,
ManbTa;
BankaHdapwva-
OynHunusa AT,
Bonrapis

ManbTa/
Bonrapis

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHM | TRy - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu oo
y3araslbHeHUxX JaHunx npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHNX AaHWX NPO CUCTEMY
thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0coou,
BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsay;
KOHTaKTHOT 0CO6U 3 chapmakoHarnsay 3asiBHuKa 415
3[jiCHeHHs1 hapmakoHaraay B YKpaiHi, SKLo BoHa
BigMiHHa Bif, yNOBHOBaXeEHOI 0c0o6y, BignoBiganbHOI
3a 3fjiicHeHHs hapmakoHarnagy (Bkioyarun
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
(paiina cuctemu papmakoHarniagy) - 3miHa
YNOBHOBaXKEHOI 0CO6U 3asiBHMKA, BignoBigasibHOI 3a
thapmakoHarnag Ha LeHTpasibHOMY PiBHi:
MponoHoBaHa pepakuis: Dr. Hedva Voliovitch MD,
PhD, MBA. 3MiHa KOHTaKTHOI 0COBW 4115 34iCHEHHS
hapmakoHarnsgy B YkpaiHi. NponoHoBaHa pefakuis:
Buctposa OkcaHa BitaniiBHa. 3MiHa KOHTaKTHUX
LaHnX YNOBHOBaXKEHOT 0CO6U. 3MiHA KOHTaKTHMX
[aHVX KOHTaKTHOT 0co6U. 3MiHa MicLA NPOBaKEHHS
OCHOBHOI ZisiNbHOCTI 3 hapmakoHarnsgy ta micus
36epiraHHa mactep-gaiina

3a
peyenmom

UA/5463/01/03

40.

BA3AP

TabneTku, BKpUTI
nNiBKOBOI 060/1I0HKOIO,
no 320 mr no 10
Tabnetok y 6nictepi, no
3 abo 9 bnictepiB y
KapTOHHI Kopo6Lyi

TOB "TeBa
YkpaiHa"

YKpaiHa

AkTasic T4,
ManbTa;
BankaHdapwva-
OynHnua AT,
Bonrapis

ManbTta/
Bonrapis

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis:
3MiHK | TUny - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta
hapmakoHarnsigy. BeegeHHs abo 3miHu go
y3ara/ibHeHuX faHnx Npo cuctemy hapmakoHarnsgy
(BBEIEHHSA Y3araslbHEHUX AaHWX NPo cucTemy
hapMakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
KOHTaKTHOI 0CO6M 3 thapmakoHarnsay 3asBHuKa A1
3[jiCHEeHHs hapmakoHaragy B YKpaiHi, AKLOo BoHa
BiAMiHHa BiJ YNOBHOBaXeHOi 0cO6M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapMakoHarnsay (Bkioyarun
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemu hapmMakoHarnisgy) - 3miHa
YNOBHOBaXEHOI 0CO6U 3as1BHYKA, BifnoBigabHOI 3a
thapmakoHarnag Ha LeHTpasibHOMY piBHI:
MponoHoBaHa pepakuis: Dr. Hedva Voliovitch MD,
PhD, MBA. 3MiHa KOHTaKTHOI 0CO6BU AN15 34iACHEHHSI
hapmakoHarnsgy B Ykpaini. lMponoHoBaHa pegakuis:
Buctposa OkcaHa BitaniiBHa. 3MiHa KOHTaKTHUX
[aHuX YyNoBHOBaXKEHOT 0CO6U. 3MiHA KOHTaKTHUX
[aHVX KOHTaKTHOT 0co6u. 3MiHa MicLA NPOBaXXEHHS
OCHOBHOI ZisNbHOCTI 3 dhapmakoHarnsgy ta micua
36epiraHHa macTep-ghaiina

3a
peyenmom

UA/5463/01/04

41.

BA3AP H

TabNeTKkn, BKPUTI

TOB "TeBa

YKpaiHa

BankaHdapma-

Bonrapisi/

BHECEHHS 3MiH 0 PeECTPaLiiHNX MaTepiasiB: 3MiHa

3a

UA/5743/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
NAiBKOBOIO 060/I0HKOH, YkpaiHa" Oynuunus AT, ManbTa 3a8BHMKa (BNacHyKa peecTpauiiHoro NocBig4YeHHs) peyenmom
no 80 mr/12,5 mr no 10 Bonrapis (3rigHo Hakasy MO3 Big, 23.07.2015 Ne 460):
Tabnetok y 6nictepi, no AkTasic NTA,
3 abo 9 bnicTepiB y ManbTa
KapTOHHIN Kopo6Lli
42. BA3AP H TabneTkn, BKPUTI TOB "TeBa YKpaiHa BankaHdapma- Bonrapisi/ BHECEHHS 3MiH 4,0 pPEeeCTpaLiiHNX maTepiasiB: 3MiHa 3a UA/5744/01/01
NAiBKOBOI 000IOHKOH, YkpaiHa" Oynuunus AT, ManbTa 3a8BHMKa (BNacHyKa peecTpauiiHoro NocBig4YeHHs) peyenmom
no 160 mr/12,5 mr no 10 Bonrapis (3rigHo Haka3y MO3 Big, 23.07.2015 Ne 460):
TabneTtok y 6nictepi; no AkTasic NTA,
3 abo 9 bnicTepiB y ManbTa
KapTOHHII Kopo6Lii
43. BA3AP H TabneTkn, BKPUTI TOB "TeBa YKpaiHa BankaHdapma- Bonrapisi/ BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepiasiB: 3MiHa 3a UA/5744/01/02
NniBKOBOI 060/I0HKOH, YkpaiHa" AynHnusa AT, ManbTa 3a8BHMKa (BNacHyKa peecTpauiiHoro NocBig4YeHHs) peyenmom
no 320 mr/25 mr no 10 Bonrapis (3rigHo Hakasy MO3 Big, 23.07.2015 Ne 460):
TabneTtok y 6nictepi; no AkTasic NTA,
3 abo 9 bnicTepiB y ManbTa
KapTOHHIN Kopo6Lyi
44, BA3AP H TabneTkn, BKPUTI TOB "TeBa YkpaiHa BankaHdapma- Bonrapisi/ BHECEHHS 3MiH 40 pPeeCcTpaLiiHnX maTepiasiB: 3MiHa 3a UA/5743/01/02
nniBKOBOI 060I0HKOH, YkpaiHa" OynHuus AT, ManbTa 3a8BHMKa (BNacHyKa peecTpauiiHoro NocBig4YeHHs) peyenmom
no 160 mr/25 mr no 10 Bonrapis (3rigHo Haka3y MO3 Bif 23.07.2015 Ne 460):
TabneTtok y 6nictepi, no AkTasic NTA,
3 abo 9 6nicTepiB y ManbTa
KapTOHHI Kopobuji
45. | BA3APH TabneTkn, BKpUTI TOB "TeBa YkpaiHa AxTtasic NTA, Manbta/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/5744/01/01
NNiBKOBOIO 060JIOHKOIO, YkpaiHa" ManbTa; Bonrapis 3MiHu | TUNy - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta peuyenmom
no 160 mr/12,5 mr no 10 BankaHdapma- thapmakoHarnsgy. BeegeHHs abo 3miHu fo
TabneTtok y 6nictepi; no Oynuunus AT, y3arasibHeHVX AaHnx Npo cuctemy chapmakoHarnsgy
3 abo 9 bnictepiB y Bonrapis (BBELEHHSA y3araslbHEHUX AaHUX NPO cUcTeMy
KapTOHHI Kopobuyj thapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi ocobu,
BiANOBIAA/IbHOI 32 34iiCHEHHA hapmakoHarnsgy;
KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHuKa AN
3pjiicCHeHHs hapmakoHarnagy B YkpaiHi, K0 BOHa
BiAMiHHa BiJ YNOBHOB&XeHOi 0C06M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs hapMakoHarnsay (Bkioyakun
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemu papmakoHarniagy) - 3miHa
YMOBHOBaXKEHOT 0CO6M 3aBHUKA, BiAMNoBigaIbHOI 3a
hapmakoHarnag Ha LeHTpasibHOMY PiBHI:
MponoHoBaHa pepakuis: Dr. Hedva Voliovitch MD,
PhD, MBA. 3MiHa KOHTaKTHOI 0CO6OU A5 34iACHEHHS
hapmakoHarnagy B Ykpaini. MponoHoBaHa pegakuis:
BucTtpoBa OkcaHa BitaniiBHa. 3MiHa KOHTaKTHUX
[aHVX YNOBHOBAaXEHOI 0COOU. 3MiHA KOHTaKTHUX
[aHVX KOHTaKTHOT 0co6U. 3MiHa MiCLA NPOBaKEHHS
OCHOBHOI Aisi/IbHOCTI 3 dhapmakoHarnsgy ta micus
36epiraHHa macTep-ghaiina
46. | BA3APH TabneTkun, BKpUTI TOB "TeBa YkpaiHa AxTtasic NTA, Manbta/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3a UA/5744/01/02
NNiBKOBOK 060JI0HKOH, YkpaiHa" ManbTa; Bonrapis 3MiHK | TMnNy - 3MiHKM Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

no 320 mr/25 mr no 10
Tabnetok y 6nictepi; no
3 abo 9 bnictepis y
KapTOHHI Kopo6Lyi

BankaHdapwva-
OynHuus AT,
Bonrapis

thapmakoHarnagy. BeegeHHs abo 3miHu o
y3araslbHeHUxX JaHnx npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX NPO cUcTEMY
thapmakoHarnsgy, 3miHa ynoBHOBaXKeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHA hapmakoHarnsgy;
KOHTaKTHOT 0CO6U 3 chapmakoHarnsay 3asBHUKa 415
3[jiCHEeHHs1 hapmakoHaraay B YKpaiHi, KO0 BoHa
BigMiHHa Bif, yNOBHOBaXeEHOI 0co6y, BignoBiganbHOI
3a 34iliCHEHHA dhapmakoHarnsgy (Bkaovaun
KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
(paiina cuctemu hapmMakoHarnsgy) - 3miHa
YNOBHOBaXXEHOI 0CO6U 3asiBHMKA, BifnoBigasibHOI 3a
thapmakoHarnag Ha LeHTpasibHOMY PiBHi:
MponoHoBaHa pepakuis: Dr. Hedva Voliovitch MD,
PhD, MBA. 3miHa KOHTaKTHOI 0CO6M AN15 34iNCHEHHS
thapmakoHarnsgy B YkpaiHi. NponoHoBaHa pefakuis:
Buctposa OkcaHa BitaniiBHa. 3MiHa KOHTaKTHUX
LaHnX YNOBHOBaXKEHOT 0CO6U. 3MiHA KOHTaKTHUX
[aHVX KOHTaKTHOT 0co6U. 3MiHa MiCLA NPOBaKEHHS
OCHOBHOI ZisiNbHOCTI 3 hapmakoHarnsay Ta micus
36epiraHHs MacTep-cthaiina

47.

BA3AP H

TabneTkun, BKpUTI
nNiBKOBOI 060/10HKOIO,
no 80 mr/12,5 mr no 10
TabneTtok y 6nictepi, no
3 abo 9 bnictepiB y
KapTOHHI Kopo6Lyi

TOB "TeBa
YkpaiHa"

YkpaiHa

BankaHdapwva-
OynHunusa AT,
Bonrapisi; AktaBic
NTA, Mansta

ManbTa/
Bonrapis

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis:
3MiHK | TUNy - 3MiHK Woao 6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHu go
y3ara/lbHeHUx JaHnx npo cuctemy papmakoHarnsgy
(BBEAEHHSA Y3araslbHEHVX A@HUX NPO cucTeMy
hapMakoHarnsgy, 3MiHa yrnoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34ilicCHEeHHA hapmakoHarnsgy;
KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHuKa AN
3[jiCHEeHHs hapmakoHaragy B YKpaiHi, AKLO BoHa
BiAMiHHa BiJ YNOBHOBaXeHOi 0co6M, BiANOBIAA/IbHOI
3a 3pjlicHeHHs hapMakoHarnsay (Bkioyakun
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemy papmakoHarnisgy) - 3miHa
YNOBHOBaXEHOI 0CO6M 3as1BHYVKA, BifnoBigaibHOI 3a
thapmakoHarnag Ha LeHTpasibHOMY PiBHI:
MponoHoBaHa pepakuis: Dr. Hedva Voliovitch MD,
PhD, MBA. 3MiHa KOHTaKTHOI 0CO6U A5 34iACHEHHSI
hapMakoHarnagy B Ykpaini. lMponoHoBaHa pegakuis:
BucTtpoBa OkcaHa BitaniiBHa. 3MiHa KOHTaKTHUX
[aHuX YNoBHOBaXKEHOT 0CO6U. 3MiHA KOHTaKTHUX
[aHVX KOHTaKTHOI 0co6U. 3MiHa MiCLA NPOBaKEHHS
OCHOBHOI Aisi/IbHOCTi 3 ddapmakoHarnsgy Ta micus
36epiraHHa macTep-ghaiina

3a
peyenmom

UA/5743/01/01

48.

BA3AP H

TabneTkn, BKPUTI
NNiBKOBOI 060JIO0HKOH,
no 160 mr/25 mr no 10
TabneTok y 6aictepi, no

TOB "TeBa
YkpaiHa"

Ykpaina

BankaHdapwva-
OynHnua AT,
Bonrapisi; AktaBic
AT, ManbTa

Manbta/
Bonrapis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
3MiHY | TRy - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu fo
y3arasibHeHVX AaHnx Npo cuctemy chapmakoHarnsgy

3a
peyerimom

UA/5743/01/02
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
3 abo 9 bnicTepiB y (BBEAEHHSA y3araslbHEHUX AaHKX NPO cucTemy
KapTOHHI Kopo6Lyi thapMakoHarnagy, 3amMiHa yrnoBHOBaXeHOo! ocobu,
BiZANOBIAA/IbHOI 3a 34iicCHEHHS hapmakoHarnsay;
KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHVKa 415
3[jiCHEHHS1 hapMakoHariaay B YkpaiHi, AKLo BoHa
BifAMIHHa Bif, YNOBHOB&XeHOi 0cO6M, BiANOBIAA/IbHOI
3a 3pjlficHeHHs hapmakoHarnagy (BkioyYakun
KOHTaKTHi fjaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
(paiina cuctemu papmakoHarnagy) - 3miHa
YMOBHOB&XEHOT 0C06M 3asBHMKA, BiAMOBiga/IbHOI 3a
thapMakoHarnsag Ha LeHTpasbHOMY PiBHi:
MponoHoBaHa pepakuis: Dr. Hedva Voliovitch MD,
PhD, MBA. 3miHa KOHTaKTHOT 0CO6W A5 34iACHEHHSI
hapmakoHarnagy B Ykpaini. MponoHoBaHa pefakuis:
BuctpoBa OkcaHa BiTaniiBHa. 3MiHa KOHTaKTHWX
[aHUX YNOBHOBaXXEHOT 0CO6W. 3MiHa KOHTaKTHUX
[aHUX KOHTakKTHOT 0cobu. 3MiHa MicLs NpoBaKeHHs
OCHOBHOI Aisi/IbHOCTi 3 hapmakoHarnsagy Ta micus
36epiraHHa mactep-gaiina
49. BA/NIABIP® TabneTku, BKPUTI MAT "®apmak” YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/5386/01/01
06010HKOt0, N0 500 Mr 3MiHW | TUNy - 3MiHa Ha3BW BUPOOHUKa AdI peyenmom
no 6 TabneTok y BalaUUK/IOBIpy rigpoxnopugy, 6e3 3MiHu Micus
6nictepi; no 7 6nictepis BUPOGHMLTBA
y mauyui 3 kKapToHy; no 10
TabneTtok y 6nictepi, no
1 6nicTepy B nauui 3
KapTOHY
50. BISUMAK po3umnH ANng iH'ekuinn, 270 | Oxul Xenckea AC Hopseris Dxul Xenckea IpnaHgis BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/4254/01/01
Mr iogy/mn no 50 mn Ipnangis Niviteq, 3MiHK | TUNy - 3MiHa agpecu BUpo6Huka Mxul peuyenmom
abo no 100 mny Xenckea AC, Hopaeris A®I MlognkcaHon 6e3 3MiHm
dhnakoHi; no 10 MicLs BUPOGHMLITBA
(h1aKOHIB Y KapTOHHiiA
KopoobUi
51. BISUMAK po3uunH ang iH'ekuin, 320 | xul Xenckea AC Hopseris xunl Xenckea IpnaHgis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/4254/01/02
mr iogy/mn no 20 mn, IpnaHgia Nimiteq, 3MiHM | TUny - 3MiHa agpecu BUpobHuKa xul peyenmom
a6o no 50 mn, abo no Xenckea AC, Hopgeris A®| MogukcaHon 6e3 3miHu
100 mn, abo no 200 mn, MicLs BUPOGHMLITBA
a6o no 500 mny
dhnakoHi; no 10
(h1aKoHIB y KapTOHHii
KopoobUi
52. BIKTO3A® PO34YMH ANS iH'eKUii, 6 A/T Hoso Hopgaick [anis Brpo6HuK, [anis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHU 3a UA/12124/01/01
Mmr/mn, no 3 Mny Hepo3dghacoBaHoro Il Tny - 3MiHK Woao 6e3nekn/etdeKTUBHOCTI Ta peuyenmom
KapTpuaKax, BKNageHux NPOAYKTY, thapmakoHarnagy. BHeceHHs abo 3miHa(v) fo
y nonepesHbL0 HanoBHEHHS, 30608B'A3aHb Ta YMOB BuAadi peectpauiiiHoro
3anoBHeEHY nepBuUHHA nocBiAYEeHHS, BKoYatoun MnaH ynpasiHHA
6aratofo030By yrnakoBKa, pu3nkamm (3aCToCyBaHHS 3MiH(M), AKi(a)

0fJHOPa30BY LUMPUL|-

KOHTPOJ1b SAKOCTI

B/MaralTb(€) NoganbLIOro 06r'pyHTYBaHHS HOBMMMU
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
pyuKy; no 1 a6o no 2 Ta BiANOBIfATbHWIA [04aTKOBUM @aHMK, Lo MatoTb HagasaTucs
nonepeaHbLO 3anoBHEHI 3a BUNYyCK cepili KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbecs
LUNPYL-PYYKM B KiHL,eBOro CyTTEBa OLiHKa KOMMETEHTHUM OpraHom) BrKoHaHHSA
KapTOHHI Kopo6Lyi NpoAyKTY: 30060B'A3aHb BiANOBIAHO A0 nignyHkTy 1.13 nyHkTy 1
A/T Hoso Hopgick, nopatky 15 go rNopagky nposefeHHA ekcnepTusu
NaHis peecTpaLiiiHix MaTepianiB Ha nikapcbki 3acobw, LWwo
Bnpo6Huk ans noJatTbCA Ha AepXaBHy peecTpauito
36MpaHHs, (nepepeecTpaljlo), a Takox ekcnepTusu matepianis
MapKyBaHHA Ta Npo BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis
yMakoBKuU, NPOTAroMm fii peecTpauiiHoro NocBig4YeHHs,
BTOPWHHOrO 3aTBepmxeHoro Hakazom MO3 Big 26.08.2005 Ne
nakyBaHHs: 426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)
A/T HoBo Hopgick,
[JaHis
53. BIHMNOLEETUH Tabnetkn no 5 mr, no 10 ToBapucTBo 3 YKpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/1272/02/01
TabneTtok y 6nictepi, no obmexeHo BMPOGHMLTBA, 3MiHM | TUNY - BUy4YeHHs 3i Cneumndikavii / MeTtogis peyenmom
3 6nicTepa B Kopobui BigNoBiAa/IbHICTIO KOHTPO/b SIKOCTI, BMNPOGYBaHHS rOTOBOrO NiKapCbKOro 3acoby
"[locnigHwii 3aBog BUMYCK Cepii: nokasHuka "CtupaHictb"
“rHUNC! ToBapucTBo 3
obmexeHoo
BiANOBIAA/LHICTIO
"[ocnigHuii 3aBog
"rHUNCY,
Ykpaina; Bci ctagil
BVMPOGHMLTBA,
KOHTPO/b SKOCTI,
BUMYCK Cepii:
ToBapucTBO 3
obmexeHoo
BiANOBIAA/LHICTIO
"®APMEKC
rPYN", Ykpaixa:
BCi cTagii
BVMPOGHMLTBA,
KOHTPO/b SKOCTI,
BUMYCK Cepii:
ToBapucTBO 3
obmexeHoo
BiANOBIAA/LHICTIO
"GapmaueBTuyHa
KOMMaHis
"3p0pos'a’,
YkpaiHa
54. BIHMOLEETUH- KOHUEeHTpaT a5 MAT "®apmak” YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK 3a UA/0507/01/01
DPAPMAK po3uunHy ans iHdysiii 0,5 | Tuny: AgMiHICTpaTnBHI 3MiHN. 3MiHa HaliMeHyBaHHS peyenmom

% no 2 mn1 B amnyni; no
10 amnyn B nayui 3
KapTOHY; No 2 M1 B

Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BMpOOHUKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
BK/1HOYAKOUM AiNbHWLI BUNYCKY cepii abo Micue
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
amnyni; no 5 amnyn 'y NpOBELEHHS KOHTPOJTO AKOCTI. (AIANbHICTb, 3a AKy
6nicTepi; no 2 6nictepu BiAANOBIAAE BMPOGHMK/IMNOPTEpP, BK/IOUAOUM BUMYCK
B Nayi 3 KApTOHY cepiit) 3amMiHa topuanMYHOi agpecy Ha hakTUyHY
aapecy Bupo6Huka MAT "dapmak”, YkpaiHa , 6e3
3MiHW MicLis BUPOGHMLTBA: BBEAEHHS 3MiH NPOTSArom
6-T1 MicALIB Micnsa 3aTBEPMKEHHS. 3MiHM | Tuny:
3MiHM Wwopo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHWM) OHOBIEHHS BXe
3aTBEPKEHOr0 TEKCTY MapKyBaHHs 06yMOBeHe
BHECEHHAM 3MiH [0 TEKCTY MapKyBaHHS.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPKEHHS.
55. | BIPOKOMB TabneTku, BKpUTI CaH IHAjsA CaH IHAisa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHU 3a UA/8675/01/01
060/10HKOI0, M0 60 $apmacbioTukan dapmacboTukan | Tuny - 3MiHK 3 AKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. peuyenmom
Tabnetok y nnactukosux | IHgactpis Nimiteq, IHgacTpi3 Nimiteq CrabinbHicTb. 3MiHa y TepMiHax npugaTtHocTi abo
dhnakoHax ymoBax 36epiraHHsi FOTOBOrO JliKapCbKoro 3acoby
(36iNbLUEHHA TepMiHY NPUAATHOCTI FOTOBOro
nikapcbKoro 3acoby) - 115 Toprosoi ynakoBKu
(nigTBEPMKYETLCA AaHUMK peasibHOro Yacy) — 3MiHa
TepMiHy 36epiraHHs 3 2-X pokiB A0 3-X pokiB
56. BIPEHA Tabnetkun, BKpUTI Mdpaiizep IHK. CWA BMPOGHMLTBO HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/2666/01/01
NAiBKOBOI 000/IOHKOH, npenaparty in bulk, ITania 3MiHK | TUNy - 3MiHa y cneuudikauii A®1 ans peyenmom
no 200 mr no 7 Tabnetok KOHTPO/b AKOCTI NPUBELEHHS Y BiANOBIAHICTL A0 BUMOr €BPONENCLKOT
y 6nictepi; no 2 npv BUMNYCKy, chapmakonei
6nicTepy B KapPTOHHii nakyBaHHs,
KopooLi KOHTPO/b AKOCTI
(cTabinbHicTb),
BUNycK cepii: P-
dapm JxepmaHi
'm6X, HimeuunHa;
BMPOGHMLTBO
npenaparty in bulk,
KOHTPO/b SKOCTI
npv BUNYCKY:
Mcpaiizep ITanis
C. p. n., ltanis
57. BIPEHA TabneTku, BKpUTI Mdpaiizep IHK. CWA BMPOGHMLTBO HimeyunHa/ BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/2666/01/02
NNiBKOBOI 060/I0HKOIO, npenaparty in bulk, ITania 3MiHu | TUNy - 3MiHa y cneyudikauii A®1 ans peyernmom

no 50 mr no 10 TabneTok
y 6nicTepi; no 1
6nicTepy B KAPTOHHIl
KopoobUi

KOHTPO/1b SKOCTI
npv BUNYCKY,
nakyBaHHs,
KOHTPO/1b SIKOCTI
(cTabinbHicTb),
BUMYCK cepii: P-
dapm [kepmaHi
M6X, HimeuunHa;
BMPOGHULITBO
npenapary in bulk,

npuBeAEHHS Y BiANOBIAHICTb A0 BUMOr €BPONECLKOT
hapmakonei
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
KOHTPO/b SIKOCTI
npv BUNYCKY:
Mdpaiizep ITanis
C. p. n., ltanis
58. BOJ/IbTAPEH® emynbrenb ans Hosapric LLiBeiiuapis Hosapric LBeiiLapis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/1811/01/02
POPTE 30BHILLHBOrO KoHcblomep Xerc KoHcbtomep Xerc 3MiHM | TUMy - 3MiHK y NpoLeci BUPOGHMLTBA peyenma
3acTocyBaHHA 2,32 % no CA CA rOTOBOrO JliKkapCbKOro 3acofy, BK/IYatoum
50 r a6o 100 r B Ty6i; no NPOMKHUIA NPOAYKT, L0 3aCTOCOBYETLCS MNPy
1 Ty6i y KapTOHHIi BMPOGHMLITBI FOTOBOrO /iKAPCLKOro 3acoby -
KOpoo6Li He3HayHa 3MiHa y npoLieci BUpo6HMLTBA —
[ofaBaHHSA AOMOMDKHOI PEYOBUHM AieTunamiHy
6e3nocepeHbO Y NPOLLEC 3aMiCTb MPUrOTyBaHHSA
pO34MHY AaHOT PeyoBUHU; 3MiHM | TURY - 3MiHA
po3Mipy cepil (Bk/ItoYatoun AianaszoH po3mipy cepii)
roTOBOrO /liKapCbKOro 3acoby (36ibLueHHs 4o 10
pasiB MOPIBHAHO i3 3aTBEPAXXEHUM PO3MIpPOM) -
36iNbLUEHHS PO3MIpPY cepii rOTOBOroO NMikapcbKoro
3aco6y. 36inbLWEeHHsA NOTY)XHOCTel BUpobHMLUTBa Ta
BBEJEHHSI peakTopy 6inbLioro 06'eMy Ha 5000 kr
59. FALOBICT 1,0 PO34MH ANs iH'ekuiin, 1 Baiiep Al HimeuunHa Baiiep AT, HimeyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHiX maTepianis: 3MiHU 3a UA/6664/01/01
MMOsIb/MA, No 5 ma abo Il TMnNy - 3MiHKM WoA0 6e3nekn/edPeKTNBHOCTI Ta peuyenmom
no 7,5 mn, aéo no 10 mn thapmakoHarnsgy. BHeceHHsi abo 3miHa(v) fo
Y CKISIHOMY LUNPUL, 3060B'A3aHb Ta YMOB BUavi peecTpadiiiHoro
BK/1AZ,EHOMY Y NMPO30pYy noceigyeHHs, Bknoyaoun MNMiax ynpasniHHA
nnacTyKoBY KOPOOKY, pu3nKamm (3aCTocyBaHHSA 3MiH(1), Aki(a)
3aKpuTy nanepom; no 5 BMMaratTb(€) No4asbLIOr0 06r'PYHTYBaHHS HOBUMMU
LINPULIB Y KAPTOHHIN [,00ATKOBMM JaHVMK, WO MaloTb HajasaTnca
Kopo6Li KOMMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbecs
no 5 mn a6o no 7,5 mn, CyTTEBA OLLiHKA KOMMETEHTHUM OpPraHom) -
abono 10 mny BrikoHaHHA 3060B'A3aHb BiAMNOBIAHO A0 MiANYHKTY
N1acTMKOBOMY LUMPWULL, 1.13 nyHKTY 1, NignyHKTY 2.3 NyHKTY 2 gogatky 15 go
BK/1aleHOMY Y Npo3opy Mopsiaky NPOBEAEHHSA EKCMEPTU3N peecTpaLiniHnX
naacTKoBy KOPOOKY, marepianis Ha nikapcbki 3acobu, WO NoalTbCA Ha
3aKpuUTy NMonieTUIeHoMm,; OepxaBHy peecTpauito (nepepeecTpalito), a Takox
no 5 wnpuuyis y eKcrnepTm3n MaTepiasiiB Npo BHECEHHS 3MiH A0
KapTOHHI Kopo6Lyi peecTpauiiHnx Matepianis NpoTArom il
peecTpaLiiHoro NoCBiAYeHHs, 3aTBEPAKEHOIO
Hakazom MO3 Big 26.08.2005 Ne 426 (y peaakuii
Haka3ly MO3 Big 23.07.2015 Ne 460)
60. FANONEPUAON- | TabneTku no 1,5 mr, no BAT "l'eneoH YropwmHa BAT "T'epfeoH YropwmHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/7271/02/01
PIXTEP 25 TabneTok y 6nictepi; PixTep" PixTep" 3MiHY | Tuny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta peyenmom

no 2 6nictepu B
KapTOHHI ynakoBLi

hapmakoHarnsigy. BeegeHHs abo 3miHn go
y3araslbHeHVX AaHnx Npo cuctemMy chapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHNX A@HUX NPO cUcTEMY
hapMakoHarnsay, 3MiHa yrnoBHOBaXXeHOT 0cobum,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
KOHTaKTHOI 0c06M 3 chapMakoHarniagy 3asBHuKa Ans
3iicHeHHs1 hapmakoHarisagy B YKpaiHi, KO BOHA




n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

BiAMiHHA BiJ YNOBHOB&XeHOi 0C06M, BiANOBIAA/TbHOI
3a 3pjlicHeHHs hapMakoHarnsay (Bkioyakun
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemu hapmakoHarnagy) - 3miHa
YNOBHOB&XEHOT 0Co6MU, BiANOBiAaIbHOI 3a
3pilicHeHHs chapmakoHarnagy. rNponoHoBaHa
pepakuis: Attila Olah. 3MiHa KOHTaKTHUX AaHKX
YNOBHOB&XEHOT 0Co6MU, BiANOBiAaIbHOI 3a
3AjlicCHeHHs hbapMakoHarnsay

61.

rFANONEPNAON-
PIXTEP

PO34uMH ANS iH'eKUiin, 5
mr/mn, no 1 mn B
amnyni; no 5 amnyny
nnacTyKoBil dhopmi y
KapTOHHI Kopo6Lyi

BAT "TeneoH
PixTep"

YropuwmHa

BAT "TegeoH
PixTep"

YropumHa

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis:
3MiHK | TUNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHu go
y3ara/lbHeHUx JaHnx npo cuctemy hapmakoHarnsagy
(BBEAEHHSA Y3ara/lbHEHVX A@HUX NPO cucTeMy
hapMakoHarnsgy, 3MiHa yrnoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHA hapmakoHarnsgy;
KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHuKa AN
3[jiCHEeHHs hapmakoHaragy B YKpaiHi, AKLWO BoHa
BiAMiHHa BiJ YNOBHOBaXeHOi 0co6M, BiANOBIAA/IbHOI
3a 3[jlicHeHHs hapMakoHarnsay (Bkioyakun
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemu papmakoHarnisgy) - 3miHa
YNOBHOB&XEHOT 0CO6MU, BiANOBIAabHOI 3a
3[jicHeHHs hapmakoHarnsgy. MponoHoBaHa
pepakuis: Attila Olah. 3MiHa KOHTAKTHUX AaHKX
YNOBHOB&XEHOT 0CO6MU, BiANOBIAa1bHOI 3a
3[jiCHEHHs hapmakoHarisay

3a
peyenmom

UA/7271/01/01

62.

FACTAN®

TabneTtku ans
CMOKTaHHS 3i CMakoMm
BULWHi Ne 24 (6x4), Ne 48
(6x8) y bnicTepax

TeBa
dapmaLeBTikan
IHpacTpis /174,

I3painL

MNIBA XpBartcka
4.0.0.

Xopsartis

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis:
3MiHU | TURy - 3MiHW 0 [HCTPYKUIT 4Ns8 MeguyHoro
3acTOCyBaHHSA 40 po3ainiB "HanexHi 3axogmn 6esneku
npu 3actocyBaHHi", "MNepeno3yBaHHA", "M06IYHI
peaxui”, "B3aemopis 3 iHLIMMKN NiKapCbKuMu
3acob6amu Ta iHLWi BUAY B3aEMOZI" BigNoBigHO A0
Marepianis peecTpauiiiHoro gocke. BBeieHHA 3MiH
nporarom 3-x MicauiB Nicnsa saTBepAKEeHHs

6e3
peyenma

UA/3993/01/01

63.

FACTAN®

Tabnetkn ans
CMOKTaHHS! 3i CMakoM
M'aTU Ne 24 (6x4), Ne 48
(6x8) y bnictepax

TeBa
dapmaLeBTikan
IHpacTpi3 /T4,

I13painsb

MIBA XpBatcka
4.0.0.

Xopsaris

BHECEHHS 3MiH 40 peecTpayiiHux martepianis:
3MiHU | TUNY - 3MiHW 0 [HCTPYKUIT 418 MeguyHoro
3acToCyBaHHA A0 po3ainis "HanexHi 3axoamn 6esneku
npu 3actocyBaHHi", "Mepego3yBaHHA", "Mo6IYHI
peaxui”, "Bzaemopis 3 iHLIMMKW NiKapCbKUMu
3acob6amu Ta iHLWWi BUAY B3aEMOZjN". BBeAeHHA 3MiH
NPoTArom 3-X MicsiliB nicasa 3aTBepKeHHs

6e3
peyenma

UA/3991/01/01

64.

FACTPO-TEBA

Tabnetkn Ans
cMokTaHHs Ne 30 (6x5),
Ne 60 (6x10) y
6nicTepax

TeBa
dapmaveBTikan
IHpacTpi3 /T4,

I3painL

TOB TeBa
OnepenwH3
MNonaHg

MNonbLa

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHW | TURY - 3MiHK 80 IHCTPYKLUii 4158 MeguyHoro
3acToCyBaHHSA A0 po3ainis "HanexHi 3axoam 6e3neku
npu 3actocyBaHHi", "Mepeno3yBaHHA", "M0GIYHI
peakuii”, "B3aemogis 3 iHWMMK NliKapCbKUMu

3aco6amu Ta iHWi BuAy B3aemogiii". BBefgeHHs1 3MiH

6e3
peuyenma

UA/0432/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
NPoTArom 3-X MicsiliB nicsis 3aTBepAKeHHs
65. FACTPO-TEBA Tabnetkn Ans TeBa I3painb TOB TeBa Monbwa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/0432/01/01
CMOKTaHHS no 6 dapmaLeBTikan OnepenwH3 3MiHK | TUNY - NOA4AHHS OHOBIEHOTO cepTudlikaTa peyenma
TabneTtok y 6nictepi; no IHpacTpi3 /T4, MonaHg BignoBigHoCTi EBponelickkilt hapmakonei Ne R1-
5 a6o no 10 6nictepiB y CEP 2001-344-Rev 03 ans fjto4oi pevyoBuHH Bif, BXe
KOpoo6Li 3aTBEPKEHOr0 BUPOOHUKA, SK HACNIAOK Bigdynmch
3MiHM B agpeci BuUpobHuka A®| (3MiHeHWin nowToBuiA
iHoekc BnacHuka CEP Ta BUpOGHUYOI AiNbHNLL) Ta
BiANOBIAHMMY 3MiHamu B cneundikauii Al —
npuBeaeHHs 4o MoHorpadii «Magnesium
Hydroxide»EP 3 Bu1y4eHHsaM nepiognyHocCTi
KOHTpOo0 Ad|
66. FEPBANAKC cupon no 150 mny Kaccenna-mep HimeuyunHa BVMPOGHMLTBO, HimeyunHa BHECEHHS 3MiH 0 peecTpaLiiiHx maTtepianis: 3miHu | 6e3 UA/15165/01/01
cupon hnakoHax Ne 1 m6X & Ko. KI aHaniTMyHe TMNy - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peuenma
TECTyBaHHS, 3MiHU y BUPO6HMLTBI. 3MiHN Y NpoLeci BUpobHULTBa
nepBuHHe Ta roTOBOrO /iKapcbKoro 3acoby, BKkIoYaoun
BTOPVHHE NPOMIXKXHUIA MPOAYKT, L0 3aCTOCOBYETLCA NpY
nakyBaHHs: BMPOGHMLITBI FOTOBOrO MiKAPCbKOro 3acoby (iHLwi
A. HatTepmaHH 3MiHM) 3MiHa TepMiHy 36epiraHHs bulk 3 30 gHiB go 6
eHg Cie. T™m6X, micauis (nigpo3gin 3.2.P.3.4.).
HimeuunHa 3MmiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NiKAPCbKN
BVMPOGHMLTBO, 3aci6. 3MiHM y BUpObHULTBI. 3amiHa ab0 BBEAEHHS
aHaniTMyHe [04aTKOBOI Ai/bHUL| BUPOBHULTBA A/18 YaCTUHN abo
TecTyBaHHs, BCbOr0 BMPOGHMYOro NPOLLECY rOTOBOTO JliKapCbKoro
nepBrHHe Ta 3aco06y (AiNbHMLSA, Ha SKili NPoBOAATLCA OyAb-AKi
BTOPWHHE BMPOGHWYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
nakyBaHHs, BUMYyCK KOHTPO/H0 SIKOCTi, NEPBUHHOIO Ta BTOPUHHOIO
cepii: nakyBaHHs, /1 HECTEPUTbHUX NMIKapPCbKMX 3ac06iB)
Knoctepcpay BBEJEHHS 404AaTKOBOI AiIbHULi BUPOOHMLUTBA
Bepnin M'm6X, Knoctepcppay Bepnit M'M6X, HimeuunHa
HimeyunHa (BUPOOHMLTBO, NEPBUHHE NakyBaHHS). CynyTHSA

3MiHa - 3MiHM 3 AKOCTi. FOTOBWMIA Nikapcbknii 3aci6.
3MiHN y BUPOGHMLTBI. 3amiHa abo BBeAEHHS
[0AaTKOBOT AiNbHULI BUPOBHMLTBA A151 YACTUHW abo
BCbOro BUPOOHMYOro NPoLecy rotToBoro Nikapcbkoro
3aco6y (AiNbHWUA 415 NEPBUHHOTO NakyBaHHS)
3MmiHu | TUNY - 3MiHK 3 SKOCTi. FOTOBMIA NiKapCbKNii
3aci6. 3MiHM y BUPOGHULTBI. 3MiHa iMnopTepa/3miHu,
LLIO CTOCYIOTbCSI BUNYCKY Cepii Ta KOHTPOJIHO SKOCTI
roTOBOrO JlikapCcbKoro 3acoby (3amiHa abo
[ofaBaHHA BUPOOHUKA, L0 BiANOBILA€E 3a BBE3EHHS
Ta/abo Bunyck cepii) - Bkatovaroum
KOHTPO/b/BMNPOGYBaHHSA cepii - 3aMiHa BUpOGHMKa
roTOBOr0O Nikapcbkoro 3acoby. 3miHu | Tuny - 3MiHu 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTponb
roTOBOrO /likapCbKOro 3acoby. 3miHa y meTogax
BMNPOGYBaHHS rOTOBOrO MiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEpPAKEHUX MeTohax
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

BMNPOGYBaHHS) HE3Ha4YHa 3MiHa Y 3aTBepOKEeHMX
MeToAax BUNPOGYBaHHS 3a NOKa3HUKaMU:
«laeHTUdiKalis Ta KiflbkicHe BU3HAYEHHS Kanito
copb6ary», «laeHTudikalis MaTpuyHOi HaCTONKN
Hedera helix», «lgeHTUdikaLis MaTpuyHOi HaCTONKM
Cinchona pubescens». 3miHu | Tuny - 3MiHU 3 AKOCTI.
oTOBMIA NiKapcbkuii 3aci6. 3MiHWM y BUPOOHULTBI.
3MiHV y npoueci BUPOOHULITBA FOTOBOrO NiKapCbKoro
3aco0y, BKIOYaoUy NPOMKHUIA NPOAYKT, L0
3aCTOCOBYETHLCA NPY BUPOGHULITBI FOTOBOIO
nikapcbKoro 3acoby (He3HayHa 3MmiHa y npoLeci
BMPOGHUMLITBA) 3MiHKM Yy nigpo3aini 3.2.P.3.3. "Onuc
BMPOGHMYOro NpoLecy Ta KOHTPO/IO npouecy”. 3MiHu
| TMny - AgMiHICTpaTVBHI 3MiHW. BunyyeHHs
BMPOGHWYOI AinbHNL (BKIOYAoun ginbHuui ana Adl,
NPOMKHOro NPOAYKTY abo roToBOro JiKapcbKoro
3aco06y, AiNbHUL ANS NPOBEAEHHA NakKyBaHHS,
BMPOGHWKa, BifNOBIAa/IbHOTO 3a BUMYCK Cepild, MicLe
NpoBefEeHHS KOHTPO/TIO cepii) abo nocTavanbHuKa
BMXiZAHOro MaTepiany, peareHTy abo fOMNOMDKHOI
PEYOBUHM (SIKLLO 3a3HAYEHO Y [O0CLE) BUTYUYEHHS
BMPOGHWYOI AinbHNLI AD| MaTpuyHa HacTolka
Dactylopius coccus - LLitaydeH - ®apma TM6X &
Ko.KI", Himeuwuunna. 3minm Il Tuny - 3MiHu 3 SKOCTI.
A®I|. BupobHuLTBO. 3MiHA BMPOGHMKA
BVXIZAHOrO/NPOMIXHOr0 NPOAYKTYy/peareHTy, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHMYOMY npoueci API,
abo 3miHa BUpOGHYKa (BKIOUaKun, ae HeobxigHo,
MicLe NpoBeAeHHSA KOHTPO AkocTi) AdI (3a
BiICYTHOCTI cepTudpikarta BifgnoBigHOCTI
€Bponelicbkii hapmakonei y 3aTBepXeHOMY [0CbE)
(BBEAEHHS HOBOrO BMPOGHMKa A®I, KON He
nofjaetbca Mactep-haiin Ha A®I Ta Wwo BUMarae
3HAYHOI 3MiHM [0 BiANOBIAHONO PO3A4isy AOCHE HA
A®I) BBeAEHHS BUPOOHMYOT AinbHUL APl MaTpuyHa
HacTolika Dactylopius coccus — TEPBAME[, AT,
LLiBeiuapis.

67.

FEPBIOH®
cupon

ICNAHACBLKOIo

MOXY

cupon, 6 mr/mn no 150
My donakoHi; no 1
thnakoHy pa3om 3
MIpPHOIO JTOXKOIO B
KapTOHHI Kopo6Lii

KPKA, a.4., Hoso
MECTO

CnoseHis

KPKA, a.4., Hoso
MecTo

CnoBeHis

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHM | TUNy - 3MiHa y MeTodax BUNPO6yBaHHS
rOTOBOrO Jlikapcbkoro 3acoby (He3HavyHa 3miHa y
3aTBEPAKEHNX METOAAX BUNPOBYBaHHS)

6e3
peuyenma

UA/13504/01/01

68.

FOHAN-®®

MOPOLLIOK A4/191 PO3UUHY
Ons iH'ekuii no 75 MO

Apec TpeligiHr
C.A.

LLiBefiuapis

Mepk CepoHo
C.A., BiggineHHsa y

LLBenuapis/
ITanisa

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis:
3MiHK | TUny - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta

(5,5 mkr); Ne 1: 1 M. OBOHH, thapmakoHarnsgy. BeegeHHs abo 3miHu o
dp1akoH 3 NOPOLLKOM Y Lseliuapis; Mepk y3ara/lbHeHUX JaHnx npo cuctemy papmakoHarnsagy
KOMNJIeKTi 3 CepoHo C.n.A,, (BBEAEHHSA y3aralbHEHVX A@HWX NPO cucTeMy

3a
peyenmom

UA/4113/01/03
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
pO34nHHMKOM (Boga Ans ITanisa thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0cobu,
iH'ekuil) no 1 mn y BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy;
nonepegHL0 KOHTaKTHOI 0co6M 3 thapmakoHarnsay 3asiBHuKa A1
3anoBHeHoMy wwnpuyj, 1 3[jiCHEeHHs1 hapmakoHaraay B YKpaiHi, AKLOo BoHa
rO/IKOK0 N5 PO3YMHEHHS BigMiHHa Bif, yNOBHOBaXeEHOI 0co6u, BignoBiganbHOI
Ta 1 ronkowo Ans 3a 34ilicCHEHHA dhapmakoHarnsgy (Bkaovaun
BBE/JEHHS Y KOHTYPHIil KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
YapyHKOBIli ynakoBLii; no (paiina cuctemu hapmMakoHarnsgy) - 3miHa
1 KOHTYpHIli YapyHKOBIA YNOBHOBaXEHOT 0C06U 3asBHMKa. MNponoHoBaHa
YNaKoBLji Y KAPTOHHIM pepakuis — CabiHa Xakenb/Sabine Hackel. 3miHa
Kopo6ui; Ne 10: 5 KOHTaKTHOI 0co6U 3asBHKKa. MponoHoBaHa
(h1aKOHIB 3 MOPOLLKOM Y pepakuis: OneHa PocTokiHa. 3MiHa KOHTaKTHUX
KOMNeKTi 3 [aHUX YNOBHOB&XXEHOT 0CO6W. 3MiHa KOHTaKTHUX
PO34MHHKKOM (BOAa ANA [aHUX KOHTaKTHOI 0cobm
iH'ekyin) no1lmny5
nonepegHLo
3anoBHeHUX Wwnpuuax, 5
ronKkamu ans
PO34YMHEHHSA Ta S5
ronkaMu gnsi BBEAEHHN
Y KOHTYpHIli YapyHKOBIA
yNaKoBLji, MO 2 KOHTYPHI
4yapyHKOBi YNakoBK/ B
KapPTOHHI Kopobui
69. | TOHAN-®® PO34MH NS iH'EKLA No Apec TpeligiHr LLiBeiuapis Mepk CepoHo ITanisa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/4113/02/01
300 MO (22 mkr)/0,5 mn C.A. C.n.A. 3MiHK | TUny - 3MiHK Woao 6e3nekn/edheKTUBHOCTI Ta peuyenmom
no 0,5 mny kapTpuaxi 3 thapmakoHarnsgy. BeegeHHs abo 3miHn go
NPOG6KOI-NOPLUHEM Ta y3ara/lbHeHUx JaHnx npo cuctemy hapmakoHarnsgy
prchNEHOI0 KPULLIEYKOIO, (BBEAEHHSA Y3araslbHEHVX A@HUX NPO cucTeMy
BMILLEHOMY Y PYUKy 415 thapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi 0cobu,
BBEJEHHS; Mo 1 pyyui Ta BiANOBIAA/IbHOI 3a 34iliCHEHHA hapmakoHarnsgy;
8 ronoK y KapTOHHiiA KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHuKa AN
KOpoo6Li 3[jiCHEeHHs hapmakoHaraay B YKpaiHi, AKLO BoHa
BiAMiHHa Bif YNOBHOBaXeHOi 0co6M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapMakoHarnsay (Bkioyakun
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemu papmakoHarnisgy) - 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHMKa. [ponoHoBaHa
pefakuis — CabiHa Xakenb/Sabine Hackel. 3miHa
KOHTaKTHOI 0CO6U 3asBHMKA. [TponoHoBaHa
pefakuis: OneHa PocTokiHa. 3MiHa KOHTaKTHUX
LaHnX YNOBHOBaXKEHOT 0CO6U. 3MiHA KOHTaKTHMX
[AaHUX KOHTaKTHOI 0cobu
70. FOHAN-®® PO34MH AN1S1 iH'EKLA No Apec TpeligiHr LLiBeiiuapis Mepk CepoHo ITania BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/4113/02/02
450 MO (33 mkr)/0,75 C.A. C.n.A. 3MiHM | TRy - 3MiHK WoAo 6e3nekn/edpekTUBHOCTI Ta peyenmom

M1 no 0,75 mny
KapTpuaXi 3 NpobKoto-
NopLIHEM Ta pUdIIEHO

thapmakoHarnsigy. BeefieHHs a6o 3MiHU 4o
y3ara/lbHeHVX AaHux Npo cUCTeMy hapmakoHarnsay
(BBE)EHHS y3ara/lbHEeHUX [AaHUX NPo cucTeMy
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

KPWLLEYKOIO, BMILLIEHOMY
Y PYUKy 4N51 BBEAEHHS;
no 1 pyuyui ta 12 ronok y
KapTOHHI Kopo6Lyi

thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy;
KOHTaKTHOT 0CO6U 3 chapmakoHarnsay 3asBHUKa 415
3[jiCHEeHHs1 hapmakoHaraay B YKpaiHi, AKLOo BoHa
BigMiHHa Bif, yNOBHOBaXeEHOI 0co6u, BignoBiganbHOI
3a 34ilicCHEHHA dhapmakoHarnsgy (Bkaovaun
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
(paiina cuctemu hapmMakoHarnsgy) - 3miHa
YNOBHOBaXEHOT 0C06Y 3asBHVKa. MNponoHoBaHa
pepakuis — CabiHa Xakenb/Sabine Hackel. 3miHa
KOHTaKTHOI 0co6U 3asBHKKa. MponoHoBaHa
pegakuisi: OneHa PocTokiHa. 3MiHa KOHTaKTHUX
[aHUX YNOBHOB&XXEHOT 0CO6W. 3MiHa KOHTaKTHUX
[aHUX KOHTaKTHOI ocobu

71.

FOHAN-®®

PO34MH ANS iH'EKLA No
900 MO (66 mkr)/1,5 mn
no 1,5 Mny kapTpuaxi 3
nNpo6KoK-NopLUHEM Ta
pYhNEHOI0 KPULLIEYKOIO,
BMILLIEHOMY Y PyUKy Ans
BBEEHHS; No 1 pyyui Ta
20 rofioK y KapTOHHiIl
KopooLi

Apec TpeligiHr
C.A.

LLisefuapis

Mepk CepoHo
C.n.A.

ITanis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis:
3MiHM | Tuny - 3MiHK Woao 6e3nekn/edpeKTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu fo
y3arasibHeHnX AaHnx npo cuctemy thapmakoHarnsgy
(BBEAEHHA Y3araslbHEHVX AaHNX NPO cucTemy
thapMakoHarnsgy, 3amMiHa yrnoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iICHEHHST chapMmakoHarnsaay;
KOHTaKTHOI 0cobM 3 hapMakoHarniagy 3asBHuKa ANs
3[jiCHEeHHs1 hapMakoHariaay B YKpaiHi, AKLo BoHa
BiAMIHHa Bif YNOBHOB&XeHOi 0c06y, BiANOBIAA/IbHOI
3a 3pjlicHeHHs hapmakoHarnsgy (Bkioyakun
KOHTaKTHI faHi) Ta/abo 3MiHW Y PO3MILLEHHI MacTep-
tharina cuctemun thapmakoHarnsgy) - 3miHa
YMOBHOBaXeEHOI 0c06y 3asiBHVKa. MNponoHoBaHa
pefakuis — CabiHa Xakenb/Sabine Hackel. 3miHa
KOHTaKTHOI 0c06U 3asiBHMKa. [ponoHoBaHa
pepakuis: OneHa PocTokiHa. 3MiHa KOHTaKTHMX
[aHuX YNoBHOBaXKEHOT 0CO6U. 3MiHA KOHTaKTHUX
[aHVX KOHTaKTHOi 0cobu

3a
peyerimom

UA/4113/02/03

72.

FOHAN-®®

PO34MH ANS iH'EKL No
300 MO (22 mkr)/0,5 mn
no 0,5 mny kapTpuaxi 3
NPOGKOL-NOPLUHEM Ta
prchNEHOIO KPULLIEYKOIO,
BMILLEHOMY Y pYyKy A1
BBefieHHs; no 1 pyyui Ta
8 ronoK y KapTOHHiiA
KopoobUi

Apec TpeligiHr
C.A.

LLiBefiuapis

Mepk CepoHo
C.n.A.

ITanisa

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis:
3MiHU | TUNY - OHOB/IEHHSA cheundikaLii Npy BUNYycKy
3a nokasHukom "O6'eM, WO BATATAETbCA" Y
Bif4NOBIAHICTb A0 BUMOT 3aranbHoi cTaTTi EP

3a
peyenmom

UA/4113/02/01

73.

FOHAN-®®

PO34MH ANS iH'EKLA No
450 MO (33 mkr)/0,75
mnno 0,75 mny
KapTpuaXi 3 Npobkoto-
nopLUHeM Ta pugueHo
KPULLEYKOH, BMILLEHOMY

Apec TpeligiHr
C.A.

LLiBeiiuapis

Mepk CepoHo
C.n.A.

ITanis

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHM | TUNY - OHOBAEHHA cneuudikaLil Npy BUMYCKY
3a nokasHukoM "O6'em, WO BUTAraeTbcs" y
BiANOBIAHICTb A0 BUMOT 3arasibHOI cTatTi EP

3a
peuyenmom

UA/4113/02/02
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
Y PYUKY AN BBEEHHS;
no 1 pyuyui Ta 12 ronok y
KapTOHHI Kopobui
74. | TOHAN-®® PO34MH ANS iH'EKLiA No Apec TpeligiHr LLiBeiuapis Mepk CepoHo ITanisa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/4113/02/03
900 MO (66 mkr)/1,5 mn C.A. C.n.A. 3MiHU | TUNY - OHOBJ/IEHHSA creundikaLii Npu BUNYycKy peuyenmom
no 1,5 My kKapTpuaxi 3 3a nokasHukoM "O6'em, WO BUTAraeTbes" y
npo6Koto-nopLUHeM Ta BiANOBIAHICTb A0 BUMOT 3arasibHOI cTaTTi EP
prchNEHOIO KPULLIEYKOIO,
BMILLEHOMY Y PYUKy 415
BBefieHHs; no 1 pyyui Ta
20 ronoK y KapTOHHil
KopoobUi
75. rPONPUHO3VH Tabnetku no 500 mr, no BAT "TeneoH YropwmHa TOB "T'eneoH MonbLla BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/6286/01/01
® 10 TabneTok y 6nicTepi, PixTep" PixTep Monbwa" 3MiHK | TUny - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta peuyenmom
no 2 a6o no 5 6nictepis thapmakoHarnsgy. BeegeHHs abo 3miHu o
B KapPTOHHIi Kopoobui y3ara/lbHeHUX JaHnx npo cuctemy dpapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHVX A@HWX NPO cucTeMy
hapMakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHuKa AN
3[jiCHEeHHs hapmakoHaraay B YKpaiHi, AKLOo BoHa
BiAMiHHA BiJ YNOBHOBaXeHOi 0cO6M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapMakoHarnsay (Bkioyakun
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemu hapmakoHarnisgy) - 3miHa
YNOBHOB&XEHOT 0CO6MU, BiANOBiAabHOI 3a
3[jicHeHHs hapmakoHarnsgy. MponoHoBaHa
pegakuis: Attila Olah. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XEHOT 0cO6MU, BiANOBiAa1bHOI 3a
3fjiCHEeHHs1 hapmakoHarisay
76. | AEKCINAHT® Kancyniu 3 Takepa CWA BMPOGHMLTBO AnoHis/ BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/13660/01/01
MoAMIKOBaHUM dapmacbloTikanc Hepo3shacoBaHoi Ipnangis/ BUMNpPaB/IEHHSA TEXHIYHOI NOMUIKM Y po3aini «Onuc» B peyenmom
BUBI/IbHEHHAM TBEPAi N0 CLWA, IHK. npoaykuii: Takega ITanis MeTofaax KOHTPOJIH SKOCTI NikapCbKoro 3acoby 6yno
30 wmr, no 14 kancyny PapmacbloTikau [0MYLLLEHO NOMWSIKY, NOB'A3aHy 3 HEKOPEKTHUM
6nicTepi; no 1 abo no 2 KomnaHi flimites, nepeknagom iHcopmawii
6/1icTepy B KAPTOHHi ANOoHIs;
KOpoo6Li BMPOGHMLTBO
Hepo3dg)acoBaHoi
npoayKuii:
Takepa lpnaHgis
Ntp, Ipnangis;
nepBuHHe Ta
BTOPVHHE
nakyBaHHs, [,03Bif
Ha BUMYCK cepil:
Jendhapm Hosapa
C.p.a., Itania
77. | AEKCITAHT® Kancysu 3 Takega CWA BMPOGHULITBO AnoHis/ BHECEHHS 3MiH 0 peecTpaLiiHux maTtepianis: 3a UA/13660/01/02




Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
MOANIKOBAHNM dapmachbloTikanc Hepo3dacoBaHoi IpnaHgis/ BMMNpPaB/IEHHS TEXHIYHOI NOMUIIKM Y po34ini «<Onuc» B |  peyernmom
BUBI/IbHEHHAM TBEPAi N0 CLA, IHK. npoaykuii: Takega ITania MeToaax KOHTPOJIH AKOCTI MikapcbKoro 3acoby 6yno
60 mr, no 14 kancyny dapmacbloTikan [OMyLLLEHO MOMWSIKY, NMOB'A3aHY 3 HEKOPEKTHUM
6nicTepi; no 1 abo no 2 KomnaHi flimites, nepekiagom iHopmawii
6nicTepy B KapTOHHii ANoHis;
Kopoo6Li BMPOGHMLITBO
Hepo3dacoBaHoi
npoayKuii:
Takepa Ipnangis
Ntp, Ipnangis;
nepBuHHe Ta
BTOPVHHE
nakyBaHHS, [403BiN
Ha BUMYCK cepii:
[endapm Hosapa
C.p.n., ITania
78. | DXKA3 TabneTku, BKPUTI Baiiep ®apma Al HimeuyunHa MepBuHHE Ta HimeyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHiX maTepiasis: 3MiHU 3a UA/5468/01/01
060/10HKOI0, N0 28 BTOPWHHE Il Tvny - 3miHK Woao 6e3nekn/etekTUBHOCTI Ta peyenmom
Tabnetok (24 TabneTkn nakyBaHHs, BUMyCK thapmakoHarnsgy. BHeceHHsi abo 3miHa(v) fo
CBIT/N10-pOXEBOIO + 4 cepi: 3060B'A3aHb Ta YMOB BUavi peecTpadiiHoro
Tabnetkn (Nnauebo) Baiiep ®apma Ar, NOCBIAYEHHS, BKOYatoun MnaH ynpas/iiHHA
6is10ro KonbLopy) y HimeuunHa pu3ukamm (3aCTOCyBaHHS 3MiH(M), ki(a)
6nicTepi 3 camMoKelikor Bupo6HULTBO B/MaratTb(€) NofanbLIoro 06rpyHTyBaHHA HOBUMU
CTpiukoto; No 1 6nictepy Hepo3acoBaHoi [04AaTKOBUM JaHVMK, LLIO MaloTb HagasaTucs
Y KapTOHHIlA navui npoaykuii Ta KOMMETEHTHVM OpraHoM, OCKi/fIbKM BUMaraeTbCs
npoBefeHHs CyTTEBA OLLiHKA KOMMETEHTHUM OpPraHom) -
KOHTPOJIHO SIKOCTI: BrkoHaHHA 3060B'A3aHb BIANOBIAHO A0 MigNYHKTY 2.3
Baiiep ®apma Ar, NyHKTY 2 goaatky 15 o MNopaaky nposefeHHA
HimeyunHa eKcnepTu3n peecTpauiiHnx MaTepianis Ha nikapcbki
Bci cTagii 3aco6u, Lo NoAalTbCS Ha AepXaBHY peecTpauito
BMPOGHMLTBA: (nepepeecTpauito), a TaKoX eKkcnepTn3n Matepianis
Baiiep Baiimap NpOo BHECEHHS 3MiH 10 peecTpauiliHnx MaTepianis
v6X i Ko. KT, NPOTAroMm fii peecTpauiiHoro NocBig4YeHHs,
HimeuunHa 3aTBepMAKeHoro Hakasom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)
79. | BKA3 NN0C Tabnetkun, BKpUTI Baiep ®apma Al HimeuunHa MepBuHHA Ta HimeuunHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiasis: 3MiHN 3a UA/12143/01/01
o6onoHkoto, Ne 28: no BTOPVHHA Il Tny - 3MiHK Woao 6e3nekn/eteKTUBHOCTI Ta peyenmom

24 TabneTkn poXxeBoro
KONbOpY i N0 4 TabneTkn
CBIT/10-OpaHXeBoro
Konbopy B 6nicTepi; no 1
6nicTepy B KapTOHHIl
nayui

ynakoBka, A,03BiN
Ha BUMYCK Cepii:
Baiiep ®apma Ar,
HimeuunHa
Brpo6HMUTBO 3a
MOBHUM LIIK/TOM:
Baiiep Baiimap
M6X i Ko. KT,
HimeuunHa

hapmakoHarnagy. BHeceHHs abo 3miHa(u) o
3000B'A3aHb Ta YMOB BMAadi peecTpauiitHoro
nocBif4YeHHs, BKNoYaouy MNMiaH ynpasniHHA
pusnkKamm (3acTocyBaHHS 3MiH(1), ski(a)
BMMaralTb(€) NOAAIbLIOTO 06rPYHTYBaHHS HOBUMM
[04aTKOBUM JaHUMW, L0 MaloTb HagasaTucs
KOMMETEHTHVM OpraHoM, OCKi/IbkM BUMaraeTbCs
CyTTEBa OLiHKa KOMMETEHTHUM OpraHom) -
BrKoHaHHSA 3060B'A3aHb BiANOBIAHO A0 MiANYHKTY 2.3
NyHKTY 2 gogatky 15 no MNopsiaky nposefeHHs
eKCMepTM3n peecTpaliiHnX MaTepiasliB Ha likapcbki
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
3acobu, L0 NoAalTbCA Ha fiepXaBHy peecTpadiiio
(nepepeecTpal,iio), a Takox ekcnepTusu matepianis
Npo BHECEHHS 3MiH 0 peecTpavliiiHnx maTepianis
NPOTAroMm fii peecTpauiiHoro NocBigYeHHs,
3aTBepmKeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)
80. | AUIrOKCUH Tabnetkv no 0,1 mr, no ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/5751/01/01
50 Tabnetok y 6aHkax; 06MeXeHO BUPOGHMLTBA, 3MiHuM | TUNY - NOA4aHHSA HOBOTO cepTudikaTa peuyenmom
no 50 TabneTtok y BiANOBIAA/IBHICTIO KOHTPO/b SKOCTI, BiAgnosigHOCTI E€Bponeiickbkin thapmakonei R1-CEP
KOHTelHepax; no 50 "[ocnigHnii 3aBog BUMYCK Cepii: 2010-042-Rev 00 Ha Ad| gUrokcuH Big, HOBOTO
Tabnetok y 6aHui abo "rHUNC ToBapucTBO 3 BUPOGHMKa
KOHTeWHepi, No 1 6aHLi obmexeHoro
abo koHTeliHepy B maui BigNoBiAa/IbHICTIO
3 KapToHy; no 25 "[locnigHnii 3aBof,
TabneTtok y 6nictepax; "THUACY,
no 25 TabneTtok 'y YkpaiHa; Bci cTagii
6nictepi, no 2 6nictepu BUPOGHMLTBA,
y naJui 3 kapToHy; no 10 KOHTPO/b SKOCTI,
TabneTtok y 6nictepi, no BUMYCK Cepii:
5 6nicTepiB y nayui 3 ToBapucTBO 3
KapTOHY obmexeHoro
BigNoBiAa/IbHICTIO
"®APMEKC
rPYN", YkpaiHa;
BCi cTagii
BUPOGHMLTBA,
KOHTPO/Ib SIKOCTI,
BUMYCK Cepii:
ToBapucTBO 3
06MEXEHOI0
BigNoBiAa/IbHICTIO
"GapmaueBTuyHa
KOMMaHis
"3p0pos'a’,
YkpaiHa
81. ANTOKCUH Tabnetk no 0,1 mr in ToBapucTBO 3 YKpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: - UA/12140/01/01
bulk: no 10000 Ta6netok obmexeHo o6MexeHo 3MiHuM | TUNY - NOA4AaHHA HOBOTO cepTudikaTa
Y KOHTelHepax Bi4NoBiAA/IbHICTIO BiANOBiAANLHICTIO BignoBigHOCTI EBponeiickkilt hapmakonei R1-CEP
"[locnigHwii 3aBog "[locnigHnin 3aBog, 2010-042-Rev 00 Ha A®| gUrokcuH Bif HOBOTO
"rTHUC" "rHUAC" BUPOBHMKA
82. | ANKNO®EHAK Tabnetku no 0,05 r no NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/0708/01/01
10 TabneTok y "Ximthapm3saBog "Ximthapm3saBog 3MiHKM | TURY - 3MiHa po3mipy cepii (BkItouarun peyenmom

6nictepax; no 10
Tabnetok y 6nictepi; no
1 a6o 3 6nictepn y
nauui 3 KapToHy

"YepBoHa 3ipka”

"YepBoHa 3ipka”

[iana3oH po3mipy cepii) roToBOro /likapCbKoro
3aco06y - 36iMbLUEeHHS PO3Mipy cepii roToBOro
nikapcbKkoro 3acoby. MponoHoBaHa pegakuis: TP 64-
00481241-040-17, Po3wmip cepii: TeopeTnyHuii 06’em
cepii: 46,16 Tnc. yn. Ne 10; Ne 10 (10x1), 15,38 Tuc.
yn. Ne 30 (10x3), OuikyBaHuii 06’em cepii: 43,8?45,6
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
Tmc. yn. Ne 10; Ne 10 (10x1), 14,6?15,2 Tnic. yn. Ne
30 (10x3), TP 64-00481241-041-18, Po3mip cepii:
TeopeTnuHuii 06'em cepii: 91,8 Trc. yn. Ne 10; Ne 10
(10x1), 30,6 Tnc. yn. Ne 30 (10x3),
OuikyBaHuii 06’em cepii: 88,51?791,155 Tnc. yn. Ne
10; Ne 10 (10x1), 29,170?30,385 Tuc. yn. Ne 30
(10x3); 3miHm Il TUNY - BBEAEHHS A0AATKOBOI
AinbHuUi (Ne 3) BUPOGHULITBA FOTOBOTO NiKapCbKOro
3acoby, Ha sikili NpoBOAATL BYAb-AKi BUPOOHUYI
cTagii, 3a BUHATKOM BMMYCKy Cepii, L0 po3TalloBaHa
Ha iCHyI04OMY BUPOBHWMYOMY MaigaHumnKy
83. | ANKNO®DEHAK nopoLuok (cybcTaHuis) y MpuBatHe YkpaiHa Awmoni OpraHikc IHAaiA BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 3MiHN - UA/13857/01/01
HATPIIO noABiliHNX NakeTax 3 akKuioHepHe Mer. N74. | TNy - AAMiHICTpaTWBHI 3MiHU. 3MiHa
nonieTuneHy ans TOBapUCTBO HalimeHyBaHHs1 Ta/abo agpecu 3asBHMKa (BNacHuka
BMPOGHMLTBA “Nekxim — Xapkis” peecTpaLiiHoro NocBigYeHHs) - 3MiHa
CTepu/ibHUX Ta HaliMeHyBaHHA Ta afpecy 3asiBHMKa
HeCTepUIbHUX
nikapcbkux opm
84. | ANKNO®EHAK PO34MH ANS iH'eKUin 2,5 NAT Ykpaina NAT Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/5713/01/01
HATPIO % no 3 mn B amnyni; No "Jly6HUhapm" "y6HUpapm" TEeXHi4YHa MOMWJIKA B IHCTPYKLIT AN MeguyHOoro peuyenmom
5 amnyn y 6nictepi; no 3aCTOCyBaHHSA NikapcbKoro 3acoby y p. "OCHOBHI
1, 2 a6o 20 6nicTepiB y hi3nko-XximiyHi BnactusocTi*
nauti 3 kapToHy; no 5
ab6o 10 amnyn y nauuj 3
KapTOHy 3
neperopogKamu
85. | AMniPngAMon TabneTkn, BKPUTI ToBapucTBO 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/7465/02/01
060/10HKOI0, N0 25 Mr no 06MeXeHO BUPOBHMLITBA, 3MiHK | TUMY - NOAAHHSA HOBOrO cepTudikaTa peyenmom
50 TabneTok y 6aHkKax BiANOBIAA/ILHICTIO KOHTPO/b AKOCTI, BiANOBIAHOCTI €Bponelicbkilit hapmakonei Ne R1-
abo KoHTeliHepax; no 50 | “[ocnigHwii 3aBog BMNYCK Cepil: CEP 2004-204-Rev 02 g5 4itoyoi pevoBuHM Big
Tabnetok y 6aHui abo "rTHUNC" ToBapucTBO 3 HOBOro BMPOGHUKa 0AATKOBO 10 3aTBEPKEHOr0O
KOHTEeWHepi; No 1 6aHLi 06MEXEHO BMPOOHUKA; 3MiHM | TUNY - 3MiHA Ha3BW BUPOGHMKA
ab0 KOHTeliHepy B maulyj; BigNOBiAA/IbHICTIO A®l, 6e3 3MiHM Micusi BUPOOHULTBA
no 40 TabneTok y "[locnigHwii 3aBog
6nictepax; no 10 "THUICY,
TabneTtok y 6nictepi; no YKpaiHa; Bci cTagii
5 6nicTepiB y nayui BMPOGHMLTBA,
KOHTPO/b SKOCTI,
BMNYCK Cepil:
ToBapucTBO 3
06MEXEHOI0
BigNOBiAA/IbHICTIO
"GapmaueBTuyHa
KOMMaHis
"3popos'a”,
YKpaiHa
86. | AMniPAAMOnN TabneTku, BKpUTI ToBapucTso 3 YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 3a UA/7465/02/02
0060/10HKO0, M0 75 Mr Mo 06MEXEHO BMPOOHMLUTBA, 3MiHM | TMNY - NoO4AHHS HOBOTO cepTudlikaTa peyenmom
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
40 TabneTok y 6aHkax BiANOBIAA/TLHICTIO KOHTPO/Ib SKOCTI, BiAnoBigHOCTI EBponelickkilt hapmakonei Ne R1-
abo koHTeliHepax; no 40 | “[ocnigHuii 3aBop, BUNYCK cepil: CEP 2004-204-Rev 02 gnsa fitoyoi peyoBuHu Bif,
TabneTtok y 6aHLi abo "rHUAC ToBapucTBo 3 HOBOro BMPOGHMKA A0AATKOBO A0 3aTBEPAKEHOIO
KOHTelHepax; no 1 obMexeHo BMPOGHUKA; 3MiHM | TUNY - 3MiHA Ha3BW BUPOOHMKA
6aHLji abo KoHTeilHepy B BiANOBiAA/IbHICTIO A®I, 6e3 3MiHU MicLs BUPOBHMLTBA
nauui; no 40 TabneTok y "[locnigHwii 3aBog,
6nicTepi; no 10 "THUC,
Tabnetok y 6nictepi; no YKpaiHa; Bci ctagji
4 6nictepun y nauui BMPOGHMLTBA,
KOHTPO/b IKOCTI,
BUNYCK cepil:
ToBapucTBo 3
06MEXEHOI0
BiANOBiAA/IbHICTIO
"dbapmaLeBTnyHaA
KOMnaHis
"3popos'a”,
YKpaiHa
87. | AMniPgAMon PO34MH ANS iH'eKUil, 5 ToBapucTBo 3 YkpaiHa KOHTPO/Ib AKOCTI, Ykpaina BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/7465/01/01
Mr/mMn no 2 Ma B amnyni; 06MeXeHO BMNYCK cepil: 3MiHu | TNy - 3MiHa Ha3BM BUpPo6HUKa ADI, 6e3 peuyenmom
no 5 amnyn y nauui 3 BiANOBIAA/IbHICTIO TosapucTso 3 3MiHM MicUS BUPOOHULITBA; 3MiHW | TUMY - NOAAaHHSA
KapTOHY; N0 2 M/ B "[locnigHwii 3aBog obmexeHo HOBOrO cepTudikaTa BignoBigHOCTI EBponeiichKiii
amnyni; no 5 amnyny "rHUNC BiANOBIAA/IbHICTIO thapmakonei Ne R1-CEP 2004-204-Rev 02 ans
6nicTepi; no 1 6nictepy "[locnigHwin 3aBog, Ai040T PEYOBVHYM B HOBOTO BMPOGHMKA A04ATKOBO
B NauLi 3 KApTOHY "THUCY, [0 3aTBEpPOKEHOro BMPOGHMKA
YkpaiHa; BCi cTagii
BMPOGHMLTBA,
KOHTPO/b SIKOCTI,
BMNYCK cepil:
ToBapucTBO 3
06MEXeHOI0
BiANOBIAA/IbHICTIO
"dbapmaLeBTnyHa
KOMnaHis
"3popos'a”,
YKpaiHa
88. | ANDPTANIb® kpanni o4Hi 0,1% no 5 MAT "®apmak” YkpaiHa MAT "®apmak” Ykpaina BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/10548/01/01
M a6o 10 mny 3MiHu | TUny - 3MiHa y MeToAax BUnpobyBaHHSA peuyenmom

dhnakoHi; no 1 drnakoHy
B nauuj

rOTOBOrO /1iKapCbKOro 3acoby - He3HauHi 3MiHN Y
3aTBEPAKEHOMY MeTOoZi BUNPO6YBaHHS roTOBOro
NiKapcbKoro 3acoby 3a NokasHUKoM «CynpoBigHi
[OOMILLKM» AONOBHEHO NOCUNaHHAM Ha 2.2.46 Y,
BBE/IEHO MOX/IMBICTb BUKOPUCTaHHSA aHas10ri4yHoI
KonoHkn Hypersil BDS C8 po3mipom 4,6 x 150 Mm 3
PO3MIpPOM YacTOK 5 MKM 40AaTKOBO A0 3aTBEPAKEHOI
Supelco Discovery C8 po3mipom 4,6 x 250 MM, 3
PO3MIpOM 4aCTOK 5 MKM); foAaHO NPUMITKY: «[nsa
NPUroTyBaHHS BCiX PO34MHIB BUKOPUCTOBYBATU NOCY [




67

n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

3 TEMHOTO CK/1a», WO 06yMOBNEHO YTBOPEHHAM
CYNPOBIAHUX AOMILLOK B KifIbKOCTAX, LLO
nepesuLLYIOTb MeXi, BCTaHOB/EHI B cneuyudikauii Ha
roTOBWiA NiKapCbKWiA 3aCib Npu TpUBaUIOMy 36€epiraHHi
NPUroToBaHNX PO34MHIB B NOCY/i 3 NPO30POro CKNa;
3MiHM | TUNY - 3MiHa Y napameTpax cneumdikaiii
Ta/abo JoNyCTUMUX MEX, BUSHAUYEHUX Y
cneundgoikauisix Ha A®I, abo BMXigHWIA/NPOMKHUIA
npoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLIECI
BMpo6HMUTBa A®I - 3MiHKM 0 cneuudikauii AdI
AvknodpeHaky HaTpito 3a NOKa3HUKOM
«MikpobionoriyHa yncToTa», a came BBeLEHHS
nepiofNYHOCTI NPOBEAEHHA BUNPOGYBaHHA: NepLuy
Ta KOXHY AeCATY HacTyMHi cepil; 3MiHW | Tuny - 3MiHK
[0 MeToaiB KOHTponto Ad| auknodheHaky HaTpito 3a
nokasHukom «MikpobiosioriyHa ynctota», a came
BW/TyYEHO ONWC NPOBEAEHHA METOANKM, OCKIIbKY
MeTOoAMKa KOHTPOSII0 3@ AaHNM NOKa3HUKOM
NpoBOAUTbLCS BigNoBiAHO A0 BUMOr JOY/EP 3
BiNOBIAHUM NOCWNAHHAM Ha 3arasibHy CTaTTIo;
3MiHM | TUNYy - 3MiHa y MeTodax BUNpPo6yBaHHS
roTOBOrO NiKapCbKOro 3acoby - A0AaHHS
anbTepHaTUBHOI METOAVKM 3a NOoKasHWKaMm
«BeH3a/IKOHit0 X10pna» i3 BUKOPUCTAHHSA KOMTOHKM
Zorbax XDB C-18 (4,6 mm x 50 x 1,8 Mkm) Ta
3MiHEHMMU NapameTpamun XxpomaTorpadyBaHHs

89.

AIOBAH®

TabneTkn, BKPUTI

NNiBKOBOI 060JI0HKOO,
no 80 mr; no 14

Tabnetok y 6nictepi, no

1 abo 2 6nictepu y
KOpOO6Li 3 KAPTOHY

HosapTic ®apma
Al

LLisefiuapis

HoBapTic ®apma
LTeliH AT,
LseiiLapis;

HosaprTic
dPapmacbloTrKa
C.A., IcnaHis

LLsenuapis/
IcnaHis

BHECEHHS 3MiH [0 peecTpaLliiiHux maTepianis:
BUMPAaB/IEHHA TEXHIYHOT MOMWUSIKN Y TEKCTI
MapKyBaHHS1 YNakoBKyv Nikapcbkoro 3acoby y n.11.

3a
peyerimom

UA/7169/01/02

90.

AIOBAH®

TabneTkn, BKPUTI

NNiBKOBOI 060JIO0HKOH0,
no 160 wmr; no 14

Tabnetok y 6nictepi, no

1 a6o 2 6nictepu y
KOpOoO6L 3 KAPTOHY

HosapTic ®apma
Al

LLisefiuapis

HoBapTic ®apma
LTeliH AT,
Lseiiyapis;

HosaprTic
dPapmacboTrKa
C.A., IcnaHis

LLsenuapis/
IcnaHisa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
BUMPaB/IEHHSA TEXHIYHOT MOMWUSIKN Y TEKCTI
MapKyBaHHS YNakoBKv Nikapcbkoro 3acoby y n.11.

3a
peyerimom

UA/7169/01/03

91.

DICTPEH

kancynu no 300 mr no
10 kancyn y 6nictepi; no
3 6nicTepun y kopobL,i 3
KapTOHY

X. Ypiak i
Komnatisi, C.A.

Icnanis

X. Ypiak i
Komnatis, C.A.

IcnaHis

BHECEHHS 3MiH 40 pPeeCcTpauiiHNX MaTepiasiiB: 3MiHK
| Tuny - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepmiHax npugaTtHocTi abo
yMoBax 36epiraHHsi roTOBOrO flikapCbKOro 3acoby

(3MEeHLLEHHA TepMiHy NpUAaTHOCTI TOTOBOro
nikapcbKoro 3acoby) - [1s Toprosoi ynakoBKu
TepmiH 36epiraHHs: 2 poku. 3MiHu Il Tuny - 3MiHn 3
AKocTi. [oTOBWIA Nikapcbkuii 3aci6. KoHTponb
roToBOrO flikapcbKoro 3acoby. 3MiHa napameTpis
crneundikauiii Ta/abo 4ONYyCTMMUX MEX rOTOBOTO

3a
peyenmom

UA/9509/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
nNikapcbKoro 3acoby (3MiHa 3HaxoAMTbCS No3a
3aTBepAKEHVMI AONYCTUMAMK MeXamu
cneumdikayiin) 36inbWweHHS 4oNYyCTUMUX NIMITIB
(npoTarom TepMiHy NpuAaaTHOCTI), AN CYNyTHLOI
[LOMIiLLKM — 4-(TpuddTOpMETU) casilunnoBa kucnota
(F'TB),3<2,0 Ha<4,0.
92. | OICTPEH kancynv no 300 mr no X. Ypiak i Icnanis X. Ypiak i Icnanis BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/9509/01/01
10 kancyn y 6nictepi; no Komnanis, C.A. Komnanisi, C.A. 3MiHK | TUny - 3MiHK Woao 6e3nekn/edheKTUBHOCTI Ta peuyenmom
3 6nicTepu y Kopobui 3 thapmakoHarnagy. BeegeHHs abo 3miHn go
KapTOHY y3ara/lbHeHUx JaHnx npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHVX A@HUX NPO cucTeMy
hapMakoHarnsgy, 3MiHa yrnoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHA hapmakoHarnsgy;
KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHuKa AN
3[jiCHEeHHs hapmakoHaraay B YKpaiHi, AKLO BoHa
BiAMiHHa BiJ YNOBHOBaXeHOi 0co6M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs hapMakoHarnsay (Bkioyakun
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemu papmakoHarnisgy) - 3miHa
KOHTaKTHOT 0CO6M 3asiIBHVKA BifnoBiganbHOI 3a
hapmakoHarnsg B YkpaiHi: nponoHosaHa pefakuis —
TpeT sk Jlapuca BaneHTyHIBHA. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOT 0co6u 3asiBHMKA BifnoBigasbHOT
3a papmakoHarnag B Ykpaini
93. | AOKCUUUKNIH- Tabnetku no 100 mMr no patiocapm M6X HimeuyunHa Mepkne 'm6X, HimeyunHa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/3033/02/01
TEBA 10 TabneTok y 6nicTepi; HimeuunHa 3MiHK | TUNY - 3MiHW 00 IHCTPYKLUIT Ana MeAnYHOoro peuyenmom
no 1 6nictepy B (BUpPOGHMLTBO 3acToCyBaHHs y po3ainu: "B3aemogis 3 iHwWmmn
KapTOHHI Kopo6Lyi Hepo3g)acoBaHol nikapcbk1MK 3acobamu Ta iHLWi BUAW B3aEMoSiid",
npoaykuii Ta "Oco6nnBocTi 3acTocyBaHHs", "MobivHi peakuii”
[03BIisT HAa BUMYCK 3rigHO 3 AaHVMK Woo 6e3neku 4iryoi peyoBUHN.
cepii); Mepkne PeparyBaHHsA TekcTy po3ginis "MokazaHHs", "Cnocio
'M6X, HimeyunHa 3acTocyBaHHA Ta gosun”, "Aitn", "Mepeno3yBaHHsA".
(nepBuHHa Ta BBefeHHA 3MiH npoTsarom 3-x MicauiB nicns
BTOPVHHA 3aTBepAKEHHA
ynakoBka,
KOHTpPO/b cepii)
94. | AOKCUUUKNIH- Kancynm m'aki no 100 mr patiocapm M6X HimeuyunHa [03BiN Ha BUNYCK HimeyunHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/3033/01/02
TEBA no 10 kancyn y 6nictepi; cepii: Mepkne 3MiHU | TUMY - 3MiHW [0 IHCTPYKUIT 4719 MeANYHOro peyenmom
no 1 6nictepy B KOPOOLLi 'M6X, HimeuunHa,; 3acTOCyBaHHSA y po3ginu: "B3aemogis 3 iHWMK
BMPOGHMLTBO nikapcbk1MK 3acobamu Ta iHLWi BUAM B3aEMOSiid",
Hepo3shacoBaHoi "OcobnuBocTi 3acTocyBaHHsA", "Mo6iuHI peakuii”
npoaykuii, 3rigHO 3 AaHUMK WOoA0 Ge3nekn AikHoi peHOBUHN.
KOHTPO/Ib SAKOCTI: PeparyBaHHA TekcTy po3ginis "MokazaHHs", "Cnocio
KataneHt 3acTocyBaHHsa Ta gosu", "[itn", "MepenosysaHHaA".
HimeuunHa BBeAeHHA 3MiH NPOTArom 3-x MicALiB nicns
E6epbax Mm6X, 3aTBEpPAXKEHHS
HimeyuunHa,;

NnepByUHHa Ta




Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
BTOPVHHA
ynakoBka,
KOHTPO/b AKOCTI:
Mepkne 'm6X,
HimeuyunHa
95. | AOKCOPYBIUWH | po3uuH ans iH'exuii, 2 Amakca Papma Benuvka KOHTPO/b SKOCTI, HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/16213/01/01
AMAKCA Mr/mMn no 5 mn, 25 mn, nTa BpuTaHis BTOPUHHE TexHiyHa nomuska (3rigHo Hakasy MO3 Big peyenmom
75 Mn y donakoHi, no 1, 2 nakyBaHHs, 23.07.2015 Ne 460)
abo 5 dnakoHis B MapKyBaHHs, BUMNpPaB/IEHHS TEXHIYHOI MOMW/IKM 3rifHO
KapTOHHI Kopo6Lyi BUWMYCK Cepiii: [OOKyMeHTaL|i 3asBHMKa:
CTALA®APM
'm6X, HimeyunHa
BMPOGHMLTBO
po3unHy bulk,
3aNoBHEHHS,
KOHTPO/b SIKOCTI,
nepBuHHe Ta
BTOPVHHE
nakyBaHHS:
TumoopraH
dapmauie MvbX,
HimeuunHa
96. | APOTABEPUHY Tabnetkn no 40 mr no 10 NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 6e3 UA/0834/01/01
rigpoxnoprug TabneTok y 6nictepax; "Nly6Hnchapm” "Ny6Hncpapm” 3MiHu Il Tuny - 3MiHa BUpPOGHKKa peyenma
no 10 TabneTok y BMXIZAHOrO/NPOMIXHOr0 NPOAYKTY/peareHTy, Lo
6nicTepi; no 2 6nictepu BMKOPUCTOBYHOTbCS Y BUPOOHNYOMY npoueci AdI,
B Mauuj 3 KapToHY abo 3miHa BUpOoGHYKa (BKIOUaKun, ae HeobxigHo,
MicLie NpoBeAEeHHS KOHTPOA AkocTi) AdI (3a
BiICYTHOCTI cepTudpikarta BignoBigHOCTI
€Bponelicbkii hapmakonei y 3aTBepaAXeHOMY [0ChE)
(BBEAEHHSA HOBOrO BUPOGHMKa API 3 HafaHHAM
mMacTtep-haiina Ha A®l); cynyTHs 3MiHa: 3MiHa Y
napameTpax cneuudikauii Ta/abo AONyCTUMUX MEX,
BM3Ha4YeHUX y cneuudpikauisx Ha Adl, abo
BUXIiAHWA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTbCS Y Mpoueci BUpo6bHuuTBa AdI -
BBEEHHS 10AATKOBOro BUpobHUKa AdI 3
BIANOBIAHUM Y3roKeHHAM cneuudikauii i MeTogis
BXiZJHOr0 KOHTPO/IIO
97. | EK3OAEPUN® PO3YMH HaLLKipHUii 1 % CaHpi03 CnoseHis BifNoBigaNbHWIA 3a ABCTpIs BHECEHHS 3MiH [0 peecTpaviiiHnx maTepianis: 6e3 UA/3960/02/01
no 10 mn, 20 mn a6o 30 dapmacboTikan3 BMNYCK Cepil: 3MiHM | TUNY - 3MiHa y MeTogax BunNpobyBaHHA Ad| peuyenma
M1y p1akoHi; no 1 o.n. CaHpo3 M'mbX- abo BMXigHOro Martepiany/npomiKHOro

(h/1aKOHY B KapPTOHHii

TexOnc, ABCTpis;

NPOAYKTy/peareHTy, Lo BUKOPUCTOBYETLCSA Y NPOLIECI

KopoobUi BUPOBHUK BUPO6HMLUTBA AP - HE3HAYHI 3MiHW Y 3aTBEPAKEHNX
npogykuii in bulk, MeTofax BUNpobyBaHHs AdI - 3mMiHa 0 MeToay
nakyBaHHs: BW3HAYEHHS PO3MIpY YacTOK, y 3B A3Ky 3
no6ochapm BMPOBaKEHHSIM HOBOro ob6/1agHaHHs Alpine
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
dapmauoiiTiwe Hosokava aijrjet sieve E 200 LC
MpoayKubAoH3-
YHA
laHgenbcresensLu
at M6X, ABCTpis
98. EKOHA3O0NY nopoLuok (cybcTaHuis) y MpuBatHe Ykpaina OnoH C.n.A. ITanisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu - UA/14304/01/01
HITPAT noABiiHNX NakeTax 3 akujioHepHe | TNy - AAMiHICTpaTVBHI 3MiHU. 3MiHa
nonieTuneHy ans TOBapUCTBO HalimeHyBaHHs1 Ta/abo agpecu 3asBHMKa (BNacHuka
BMPOGHMLTBA “Nekxim — Xapkis” peecTpauiiHoro noceig4eHHs) 3MiHa HaliMeHyBaHHS
HeCTepusIbHNX Ta afpecu 3asBHUKa
NiKapcbkux popm
99. EKOHA301/1- necapii no 150 mr no 3 TOB "®APMEKC YKpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 4,0 peecTpavyiiHux martepianis: 3a UA/13578/01/01
DPAPMEKC necapii B 6nictepi; no 1 reyn reyn 3MiHY | TUny - 3MiHa Ha3BW BUPObHUKa AdI peyenmom
6nictepy B navui 3 EkoHasony HiTpart, 6e3 3MiHu Micus BUpobHMLTBa
KapToHy; no 5 necapiis y
6nicTepi; no 1 abo 2
6nicTepu B nauui 3
KapToHY
100. EHAN® PO34MH ANS iH'EKLi, KPKA, a.4., Hoso CnoseHis KPKA, a.4., Hoso CnoseHis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/4323/02/01
1,25 mr/l mnno 1 mn B MecTo MecTo BMNPAaB/IEHHS TEXHIYHMX NOMU/IOK Y MeTofax peyenmom
amnyni; no 5 amnyny KOHTPOsH0 siKocTi (po3gin 3.2.P.5.1 Cneuymdikauis) 3a
KapPTOHHI Kopobui n. «MexaHiYHi BK/ToYEeHHs»
101. EHAO®DA/IBK NOPOLLIOK A4/1A [p. ®anbk Papma HimeuyunHa | BignoBiganbHwii 3a | HimeuunHa/ BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 6e3 UA/4197/01/01
OpasIbHOr0 PO34YUHY MO 6X BUMYCK Cepiii ITanisa 3MiHM | TRy - 3MiHK Woao 6e3nekn/edpekTBHOCTI Ta peyenma
55,318 r nopoLuky y KiHLLeBOro thapmakoHarnsay. BeegeHHs abo 3miHu o
naketi, No 6 nakeTiB y NpoayKTy Ta y3arasibHeHnX faHnx npo cuctemy hapmakoHarnsgy
KOpO6Li anbTepHaTnBHe (BBEAEHHA Y3araslbHEHVX AaHNX NPO cucTemy
BTOPVHHE chapmakoHarnsgy, 3miHa yrnoBHOBaxeHoT ocobu,
nakysaHHs: [p. BiiNOBIAaNbHOI 3a 3[iiCHEHHS hapmakoHarnsay;
danbk Papma KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHVKa 415
'mM6X, HimeuunHa,; 3[jiCHEHHS1 hapMakoHariaay B YKpaiHi, AKLo BoHa
BMPOGHUKN BiAMIHHa Bif, YNOBHOB&XeHOi 0co6M, BiANOBIAA/IbHOI
[,030BaHoi hopmu, 3a 3pjlficHeHHs hapmakoHarnagy (Bkioyaun
nepBuHHe Ta KOHTaKTHi fjaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
BTOPWHHE (paiina cuctemu papmakoHarnagy) - 3miHa
nakyBaHHs: Jlo3aH YMOBHOBaXEHOT 0c06y 3asBHVKa. MNponoHoBaHa
dapma 'mbX, pepakuis: Andrea De lacovo / AHapea [le AkoBo.
HimeuuunHa; Knoke 3MiHa KOHTaKTHOT 0CO6U 3asBHMKa. MNponoHoBaHa
dapma-Cepsic pepakuisi: BoiteHko AHTOH lMeopriioBuy.
'mM6X, HimeuunHa,; 3MiHa KOHTaKTHUX AaHNX YNOBHOBAXEHOI 0CO6MU.
C.LLT. c.p.n. 3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0co6u
Cepgisio
IHTepHauioHane,
ITanisa
102. | EON pO34unH opasnbHuii, 0,5 CTAOA HimeuunHa BUWMYCK Cepiii: HimeuunHa/ BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 6e3 UA/14555/01/01
mr/mn no 150 mny ApuHaiimiTTens CTALA peuisi/ 3MiHu | TNy - 3MiHa nepiogy NOBTOPHUX peuenma
dhnakoHi; no 1 chnakoHi y Al ApuHarimitTTens Bonrapis/ BunNpobyBaHb/nepiogy 36epiraHHs abo ymoB
KOMMEKTi 3 MipHOH Al, HimeuunHa; PpaHujis 36epiraHHa A®I (3a BiACYTHOCTI y 3aTBEpAKEHOMY
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
JIOXEYKOK abo MipHUM BMPOGHMLTBO [0Cbe cepTudiikaTa BignoBigHOCTI EBPONECHKIi
NPUCTOPOEM Y BUrNAZI Hepo3dacosBaHoro dhapmakonei, Wwo BKIoYa€e nepiog NOBTOPHOrO
LUNpYLA Y KAPTOHHIl NPOAYKTY, BMNPOGYBaHHS) (Nepiog NOBTOPHOroO
KOpoo6Li nepBuHHE Ta BMNpobyBaHHsA/nepios 36epiraHHs) - 36i1bLIeHHs abo
BTOPVHHE BBe/leHHs nepiofy MOBTOPHOTO
nakyBaHHs, BMNpo6yBaHHA/Nepiody 36epiraHHA Ha OCHOBI
KOHTPO/Ib Cepili: pe3ynbTaTiB AOC/IIKEHb Y PeasIbHOMY Yaci -
Cneumndpap C.A., 3anponoHOBaHO: Nepios NOBTOPHOrO BUNPOGYBaHHSA
Ipeuis; cknagae
BMPOGHMLTBO 2 poku; 3miHu | TMNy - NogaHHsA HOBOro cepTudikara
Hepo3ghacoBaHoro BiANoBiaHOCTI EBponelicbkoi hapmakonel ans Ad|
NPOAYKTY, Bifl BXe 3aTBepapkeHoro BupobHuka, RO-CEP 2014 -
nepBrHHE Ta 359-REV 01; 3iHun Il TNy - 3mMiHa y napameTpax
BTOPWHHE cneuudikaLiin Ta/abo goNycTUMUX MEX, BUSHAYEHMX
nakyBaHHs, y cneuudikauisx Ha A®l, abo BUXigHWA/NPOMIXHWIA
KOHTPO/Tb Cepiii: npoAyKT/peareHT, WO BUKOPUCTOBYHOTLCS Y NPOLEC
"BAIKAHOAPMA- BMPOGHMLTBA AD| (BUNYyYEHHSI NnapameTpa
TPOAH" AL, cneumdikadii, KM MOXe MaTn CyTTEBUIA BB Ha
Bonrapis; akicTb A®| Ta/abo roToBoro nikapcbkoro 3acoby)
BMPOOHULTBO
Hepo3acoBaHoro
NPOAYKTY,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b Cepili:
®AMAP
OPJIEAHC,
PpaHuis
103. €BPO Tabnetkn, no 10 a6o 20 Mibe MmeX HimeuyunHa Mi6e M'm6X HimeuunHa BHECEHHS 3MiH 4,0 peecTpaLiiHux martepianis: 6e3 UA/10827/01/01
LUNTPAMOH TabneTtok y 6nictepi; no ApuHaiimiTTens ApuHaiimiTTens 3MiHM | TUNY - NOAAHHS OHOBMIEHNX CcepTUdIKaTIB peyenma
1 6nicTepy B KAPTOHHIl BiANoBigHOCTI EBponeiicbkoi thapmakonei: - CEP Ne
nauuj R2-CEP 1993-007-Rev 05 Big 3aTBEpPAXEHOrO
BMPOGHMKa A®| aueTuncaniunioBoi KUCnoTu. Fk
Hacnigok, 3MiHa aapecu BnacHuka CEP; 3MiHu | Tuny
- NOJAaHHS OHOBNEHNX cepTUdikaTis BigNOBIAHOCTI
€Bponelicbkoi hapmakonei: - CEP Ne R1-CEP 2002-
214-Rev 02 Big 3aTBEPAXEHOrO BUPO6GHNKA ADI
napaueTtamor. Sk Hacnigok, 3MiHa agpecu BnacHuka
CEP; 3MiHM | TUNY - NOAAHHA OHOBIEHMX
cepTudikaTiB BiANOBIAHOCTI €BpONEcbKOI
thapmakonei: - CEP Ne R1-CEP 2003-172-Rev 02
BiJ 3aTBEpAKEHOro BUpo6HrKa Ad| xenatunH. Ak
HacnifoK, BKIOYEHHS HOBUX NOTEHLiHMX KpaiH
NOXOMKEHHS BUXiAHOTO Matepiany
104. | 3IATEH™ PO34mnH opanbHuii, 20 BiiB Xenckep FOK Benvka "nakcoCmiTKnsiH KaHapa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/4163/01/01
mr/mn no 240 mny NimiTen BpuTaHis IHK. 3MiHuM | TUNY - 3MiHa agpecu BUpo6Huka Adl, y peuyenmom
dpnakoHi; no 1 drnakoHy 3B'A3KY 3i 3MiHOIO wWTaTa y IHAjii. Agpeca BMpOGHMKa
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
3 4O3YHOUMM LUMPULIOM 3amwaeTbcs 6e3 3MiH; 3miHu | Trny - 3MiHa y
Ta agantepom Ans napameTpax cneuudikauii Ta/abo AONyCTUMUX MEX,
LUNpYLA Y KAPTOHHIl BM3HAYeHUX Y cneumdikauisx Ha Adl, abo
KOpoo6Li BUXIiAHWA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BupobHuutea AdI -
3MiHa CTOCYETbCS BUPOGHNYOrO MPOLLECy CUHTEe3a
A®| abakasipa cynbar, a came OHOB/IEHHS
cneumdikauii Ha BUXigHWUin maTepian GI268494A
LLIOA0 KOHTPOJ/IK0 CYNPOBIAHNX AOMILLOK, AOAAETLCA
KOHTpPO/b TpaHc-izomepa (GW642522) 3 nimiTom He
6inbLue Hix 0,10%, «byab-aka iHAiBiAyanbHa
[OOMILLKa» KOHTPO/KETLCS 3 IIMITOM He BifbLue HiX
0,2%; 3miHu |l TUNY - foAaBaHHS albTEPHATUBHOTO
BUPOGHMKA, LLIO BUTOTOBISIE MPOMIKHWIA NPOAYKT Ha
cTagii | cuHTesy Abakasipy cynbgarty
105. | 30M1TA KOHUEeHTpaT Ans Amakca dapma Benuka Na6opaTtopioc Icnanis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHU 3a UA/15207/01/01
PO34unHy ANns iHdysild, 4 nTa BpuTaHis HopmoH C.A. | TMny - 3miHK Wwoao 6e3nekn/eddeKTMBHOCTI Ta peuyenmom
Mr/S5mn no 5 mny hapmakoHarnsagy (iHwi 3miHun)
dhnakoHi; no 1 dpnakoHy 3MiHU BHECEHI Y 3B'A3KY i3 BBEIEHHAM
B KapPTOHHIiA Kopobuyi albTEPHATUBHOIO TEKCTY MapKyBaHHSA YKpPaiHCbKOO
Ta aHrifcbKo MoBaMu A1 BTOPVMHHOI | NEPBUHHOI
ynakoBok J13. BBeZieHHS1 3MiH NPOTArom 6-Tn MicsALiB
nicns 3aTBepAKeHHs
106. | IBAHAPOHOBA KOHUEeHTpaT ans Akkopg, Xenckea Benuka BMPOGHMLTBO IHgis/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/16515/01/01
KUCNOTA PO34unHy ANns iHdysiid, 1 nra. BpuTaHis rotosoro /13, Benuvka TEeXHIYHa MOMUSIKA Yy TEKCTIi MapKyBaHHSA Ha peyenmom
AKKOPL Mr/mn, no 2 Ma Tano 6 nepBrHHeE, BpiTaHis NepBUHHINA ynakoBsL,i
My dhnakoHax; no 1 BTOPWHHE
thnaKkoHy y KapTOHHil nakyBaHHs,
KopooLi KOHTPO/Ib SAKOCTI:
IHTac
dapmacbloTukenc
Nimites, IHAis;
BTOPUHHE
nakyBaHHS:
Akkopg, Xenckea
NimiTen, Benuka
BpitaHis;
BiAnoBigabHUIA 3a
BUMYCK Cepii:
Akkoppg Xenckea
NimiTen, Benuka
BpuTtaHis
107. IMOBAKC NOJMIO | cycneHsis Ans iH'ekuili CaHodpi Nactep PpaHuis MMoBHWIA LMKN ®paHuia/ BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK 3a UA/14266/01/01
BAKUMHA ANnA no 0,5 mn (1 go3a) y C.A. BMPOGHMLTBA, YropLumHa | Tny - 3miHKn 3 AKoCTi. FOTOBUIA Nikapcbkuii 3aci6. peyenmom
MPO®ITAKTUKUN nonepegHLo BMNYCK Cepil: 3MiHM Y BUPOBHULTBI. 3MiHK BUNpo6yBaHb abo
noniomMmienity 3arnoBHeHOMY LnpuLi 3 CaHodpi MNacrep, O0NyCTUMUX MeX, BCTAHOB/IEHUX Y creuudikalisx,
IHAKTUBOBAHA | npuKpinseHo rosko PpaHuis nif, Yac BUPOGHULITBA rOTOBOO NiKapCbKOro 3acoby
PIAKA (abo 2-ma okpeMumu BTopuHHe (4o4aBaHHA HOBOrO MeToAy BMNPOOYBaHHA Ta
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rosikamu) B KapTOHHIl
Kopo6ui; no 5 mn (10
003) y hnakoHi 3
3aXMCHUM KOBMa4KoM;
no 1 a6o 10 chnakoHis B
KapTOHHI Kopobuj

nakyBaHHs:
3AT "CaHodi-
ABEHTIC",
YropmHa
3anoBHEHHsA
wnpuyis,
KOHTPO/b SIKOCTI
(cTepunbHICTb):
CAHO®I
BIHTPOMM
IHOACTPIA,
®paHuia

JonycTuMmx Mex) - [logasaHHA BUNPOGYBaHHA Ha
LinicHicTb cuctemn "ynakoskalykynopka" (tect CCIT)
y npoueci BupobHuuTBa ansa dopmu Bunycky M3y
wnpuuax. 3miHu | Tuny - 3MiHu 3 sKocTi. FoToBMi
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynopoBasibHKiA 3aci6. 3MiHa
napameTpiB cneuudikauiii Ta/abo JONYyCTUMMX MEX
NepBUHHOT YNakoBKM rOTOBOrO /iKapCbKoro 3acoby
(BUNYyYEHHA HE3HAYHOro NoKasHukKa (Hanpuknag
3acTapifioro NokasHrka)) - BunyueHHs TecTy Ha
CTepW/bHICTb 3i cneumadikalii Ansa nnyHxepa. 3Minu |
TUNy - 3MiHW 3 IKOCTi. FTOTOBWIA Nnikapcbkuii 3acio.
CucTema KoHTeliHep/3aKynoptoBasibHNIA 3aci6. 3miHa
napameTpiB cneuudikauii Ta/abo AONYCTUMMX MEX
NepBUHHOT YNakoBKM FOTOBOrO NiKapCbKoro 3acoby
(monoBHeHHs cnevmdikavii HOBUM NOKa3HMKOM 3
BiANOBIAHUM METOAO0M BUNPOOYBaHHS) - logaBaHHA
TeCTy /159 BU3HAYEHHA GaKTepiasibHUX eHAO0TOKCUHIB
00 cneundikauii gns nayHxepa. 3miu Il Tuny -
3MiHu 3 siKocTi. FOoTOBWMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBeAEHHSA [0AAaTKOBOI
AiNbHULI BUPOBHMLTBA /18 YacTUHM abo BCbOro
BMPOGHNYOro NpoLiecy roToBOro MikapCbKoro 3acoby
(ainbHWUA, Ha Skl NpoBOAATLCA ByAb-AKi BUPOOHNUYI
cTagii, 3a BUHATKOM BUMYCKY Cepiil, NpOBeAEHHS
KOHTPOJTH0 SKOCTi Ta BTOPUHHOTO NakyBaHHSA, A5
nikapcbkux 3aco6iB 6i010rYHOro/iMyHONOrYHOrO
NOXOMKEHHST ab0 NikapCbknx )OPM KOMM/IEKCHOTO
(cknagHoro) Bupo6HMYoro npotecy) - JofaBaHHs
BMPOGHUWKA, LU0 BIANOBIAAE 3@ 3aNOBHEHHS LUMPUL,B.
3MiHu |l Tuny - 3MiHM 3 AKOCTI. [OTOBMIA Nikapcbkuii
3aci6. 3MiHM y BUPO6HMLTBI. 3MiHa iMnopTepa/3MiHu,
LLIO CTOCYIOTbCSI BUNYCKY Cepii Ta KOHTPOJIH0 SKOCTI
roTOBOrO JlikapCcbkoro 3acoby (3amiHa abo
[0AaBaHHA AiNbHULI, Ha SKIA 3MiCHI0ETbCA
KOHTPONb AKOCTI/BUNPOGYBaHHS cepii gns
6i0/10r4YHOr0/iMyHO1OTYHOTO NiKapCbKOro 3acoby, Ta
6yAb-AKOI AiNbHUL, Ha SiKili 3aCTOCOBYETLCSA
6ioN10riYHWIA/iMyHONOTIYHNIA MeToZ BUNPOBYBaHHS) -
[lopaBaHHsa BUPOOHUMKa, LLO BiAMOBiga€E 3a KOHTPO/Ib
SKOCTi (CTEpPULHICTb)

108.

IHFANINT-KM

cnpeii no 30 mny
6asoHi 3 K1anaHom
HacocHoro Tuny; no 1
6aloHy B KOMM/IEKTi 3
po3nunioBaveM B navj
3 KApPTOHY

AT "CTOMA"

Ykpaina

AT "CTOMA"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis:
3MiHM | TURY - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta
dhapmakoHarnsgy - 3miHa TeKCTy MapKyBaHHSA
NepBVHHOI Ta BTOPVMHHOI YNakoBKu; 3MiHu | Tvny -
3MiHa B yMOBax 36epiraHHs roTOBOrO J1ikapcbKoro
3acoby. BBegeHHs1 3MiH NpoTArom 6-T1 Micsuis
nicns saTBep/AKeHHs

6e3
peyenma

UA/0827/01/01
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109.

IHCY®OP

TabneTkun, BKpUTI
NNiBKOBOI 060/10HKOIO,
no 850 mr no 15
TabneTtok y 6nictepi; no
2 abo 4 6nictepn y
KapTOHHi KopobLyj; no
15 TabneTok y 6nicTepi;
no 6 6nictepis y
KapTOHHI Kopobuyj

YOPA[,
MEOLIMH INAY
CAH. BE TIZX.

AL

TypeuunHa

Inko Inay CaH. Be
Timx. A.LL.,
TypeyuunHa

yorPna

MEAVLUWH INAY

CAH. BE TIXK.

A.ll., TypeyunHa

TypeuunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHU
| Tuny - 3MiHK 3 AKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.
3MiHN y BUPOGHMLTBI. 3amiHa abo BBeAEHHS
[0[aTKOBOI AiNTbHNL BUPOGHMLTBA A1 YaCTUHM abo
BCbOro BUPOOHMYOro NpoLecy rotToBoro Nikapcbkoro
3aco0y (AiNbHULSA, Ha K NPOBOAATLCA By Ab-AKi
BMPOGHWYI CTagii, 3a BUHATKOM BUMYCKY Cepii,
KOHTPOJIH0 AKOCTi, NEePBUHHOTO Ta BTOPUHHOIO
nakyBaHHs, 419 HECTEPWU/TbHUX NiKapCbknX 3acobiB).
CynyTHS 3MiHa - 3MiHW 3 AKOCTi. [OTOBWIA NlikapCbkuii
3aci6. 3MiHM y BUPO6HMLTBI. 3aMiHa abo BBeAEHHS
[0AATKOBOI AiNTbHUL BUPOGHULTBA A1 YaCTUHU abo
BCbOr0 BMPOOHMYOro NpoLecy rotToBoro Nikapcbkoro
3aco0by (4ibHMUA 4719 BTOPUHHOTO NakyBaHHS) -
3MiHK 3 iKOCTi. TOTOBWIA Nnikapcbkuid 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS 40AATKOBOI
AiNbHULI BUPOGHULTBA AN18 YacTUHK abo BCbOro
BMPOBHMYOro NpoLEecy roTOBOrO /liKapCbKoro 3acoby
(BinbHUUSA ON18 NEPBUHHOIO NakyBaHHS) BBEAEHHS
[0o4aTKoBOT AinbHUL BUpo6HuUUTBa YOP//,
MEANLVH INAY CAH. BE TIIK. A.LL., TypeuunHa.
3miHu | TUnYy - 3MiHK 3 SKOCTi. FOTOBMIA NiKapCbKNi
3aci6. 3MiHM y BUPO6HMLTBI. 3MiHa iMnopTepa/3MiHu,
LLIO CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPOJIH0 SKOCTI
roTOBOrO JlikapCcbkoro 3acoby (3amiHa abo
[ofaBaHHA BUPOOHUKA, LLO BiANOBILA€E 3a BBE3EHHS
Ta/abo Bunyck cepii) - Bkatovaroum
KOHTPO/Ib/BMNPOGYBaHHS cepii - BBEAEHHS
[0o4aTKoBOT AinbHUL BUpo6HuUUTBa YOP//,
MEANLVH INAUY CAH. BE TIAK. A.LL., TypeuuuHa,
AK HAaC/MifOK NosiBa TPbOX A0AATKOBUX BTOPUHHUX
YNaKoBOK [11151 KOXXHOTO 103yBaHHS.

3a
peyenmom

UA/14631/01/01

110.

IHCY®OP

TabneTkn, BKPUTI
NAiBKOBOI 000IOHKOH,
no 1000 wmr; no 10
Tabnetok y 6nictepi; no
3 6ricTepn y KapTOHHIN
Kopo6ui; no 10 TabneTok
y 6nicTepi; no 6 abo 9
6nicTepiB y KAPTOHHIl
KopooLi

YOPI]
MEAVLMH INAY
CAH. BE TIDX.

AL,

TypeyunHa

Inko lnay CaH. Be
Tigpk. A.LL.,
TypeyunHa

YOPNA
MEAVUWH INAY
CAH. BE TIXK.
A.lL., TypeyunHa

TypeyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu
| Tuny - 3miHM 3 AKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHM Y BUpOBHULTBI. 3amiHa abo BBeAeHHSA
[04aTKOBOT AiNbHUL BUPOBGHMLITBA A/19 YaCTUHN abo
BCbOro BMPOOHWNYOro NpoLecy rotToBoro Nikapcbkoro
3aco6y (AiNbHMLSA, Ha SiKili NPoBOAATLCA BY/Ab-SiKi
BMPOGHWYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJTH0 AKOCTi, NEePBUHHOTO Ta BTOPUHHOIO
nakyBaHHs, 4151 HECTEPU/IbHUX NiKapCbKUX 3acobiB).
CynyTHSA 3MiHa - 3MiHW 3 SKOCTi. FOTOBWIA NiKapCbKWiA
3aci6. 3MiHM y BUpobHULTBI. 3amiHa abo BBEAEHHS
[0[aTKOBOT AiNbHULL BUPOBHULITBA A/191 YaCTUHN abo
BCbOr0 BMPOGHMYOro NPOLLECY FOTOBOTO J1iKapCbKOro
3aco0y (AiNbHWLA AN BTOPUHHOTO NakyBaHHS) -
3MiHu 3 siKkocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS 10AAaTKOBOI

3a
peyerimom

UA/14631/01/02
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AiNbHULI BUPOBHMLTBA /18 YacTUHM abo BCbOro
BMPOGHMYOro NpoLLecy roToBOro Jlikapcbkoro 3acoby
(AinbHULA ONA NEPBUHHOIO NakyBaHHS) BBEAEHHS
[04aTKOBOT AinbHULI BUpoGHMUTBa YOP/[,
MEAMLVIH INIAU CAH. BE TIZK. A.LLL, TypeuunHa
3MiHu | TUNY - 3MiHK 3 AKoCTi. FoTOoBUIA NiKapcbkuii
3aci6. 3MiHN y BUPO6HMLTBI. 3MiHa iMnopTepa/3MiHu,
LLIO CTOCYIOTBCS BUMNYCKY Cepii Ta KOHTPO/IH SKOCTI
roTOBOrO likapCbKOro 3acoby (3amiHa abo
[0faBaHHA BUPOOHMKA, LLIO BiAMNOBiJa€E 3a BBE3EHHS
Ta/abo Bunyck cepii) - Bktovaroum
KOHTPO/b/BUNPOGYBaHHSA cepii - BBEAEHHSA
[04aTKOBOT AinbHULI BUpoGHMLUTBa YOP/[,
MEAMLVIH INIAU CAH. BE TIZK. AL, TypeuunHa
AIK HAC/iOK NOsiBa TPbOX A0AATKOBUX BTOPUHHUX
YMaKOBOK /17151 KOXKHOTO 03YBaHHS.

111.

IHCY®DOP

TabneTku, BKPUTI
N/1iBKOBOKO 060/10HKOI0,
no 500 mr no 15
Tabnetok y 6nictepi; no
2 abo 4 6nictepn y
KapTOHHiI kopobuj; no
15 TabneTok y 6nicTtepi;
no 6 6nictepis y
KapTOHHI Kopo6Lyi

YOPA[,
MEMLIMH I1AY
CAH. BE TIIX.

AL

TypeyunHa

lnko lnay CaH. Be
Tigpk. A.LL.,
TypeuunHa
yorPna
MEANLUNH INTAY
CAH. BE TIXK.
A.W., TypeyunHa

TypeyunHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK
| Tuny - 3MiHM 3 AKoCTi. FOTOBMIA Nikapcbkuit 3aci6.
3MiHN y BUPOGHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI Ai/IbHUL| BUPOBHULTBA A/18 YaCTUHN abo
BCbOr0 BMPOGHMYOro NPOLLECY FOTOBOTO J1iKapCbKOro
3aco06y (AiNbHULSA, Ha SKili NPOBOAATLCA Oy Ab-AKi
BMPOGHMYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPO/H0 SIKOCTi, NEPBUHHOIO Ta BTOPUHHOIO
nakyBaHHs, /199 HECTEPW/TbHUX JiKapCbknX 3aco6iB).
CynyTHS 3MiHa - 3MiHM 3 SKOCTi. FOTOBWIA NliKapCbKuii
3aci6. 3MiHM y BUpOOHULTBI. 3amiHa abo BBeAEHHS
[04aTKOBOT AiNbHULI BUPOGHMLTBA A1 YacTUHM abo
BCbOro BUPOBHMYOro NpoLecy roToBoro Nikapcbkoro
3ac06y (AiNbHWLA 415 BTOPUHHOTO NakyBaHHS) -
3MiHu 3 sKoCTi. [oTOBWMIA Nikapcbkuii 3aci6. 3MiHN y
BUPOGHMLTBI. 3aMiHa abo BBeLeHHS 004aTKOBOT
AiNbHULI BUPOBHMLTBA 19 YacTUHM abo BCbOro
BMPOGHNYOro NpoLecy roToBOro ikapCbKoro 3acoby
(AiNbHULA AN NEPBMHHOIO NakyBaHHS) BBEAEHHS
[04aTKOBOT AinbHNLi BUpo6HMLUTBA YOP/[,
MEAVLVH INAY CAH. BE TILK. A.LL., TypeuunHa.
3MiHu | TUNY - 3MiHK 3 SiKOCTi. FOTOBMIA NiKapCbKUii
3aci6. 3MiHM y BUPO6HMLTBI. 3MiHa iMnopTepa/3MiHu,
LLIO CTOCYOTbCA BUMYCKY Cepii Ta KOHTPOJI0 SKOCTi
roTOBOrO JlikapCbKoro 3acoby (3amiHa abo
A0faBaHHA BUPOOHMKA, LLIO BiANOBifa€E 38 BBE3EHHSA
Ta/abo Bunyck cepii) - Bkaovyaroun
KOHTPO/1b/BUNPOBYBaHHSA cepii - BBEAEHHS
[04aTKOBOT AinbHNL BUpo6HMUTBA YOP/[,
MEAVLIVH INAY CAH. BE TILK. A.LL., TypeuunHa,
AK HAaC/ifOK NosiBa TPbOX A0AATKOBUX BTOPUHHUX
YMaKOBOK [1/151 KOXKHOTO [J03YBaHHS.

3a
peyenmom

UA/14631/01/03
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112.

IH®PE3O0/1® 100

PO34unH ANs iHdysil no
250 mn a6o no 500 mny
dhnakoHi; no 10
(h/1aKOHIB y KapTOHHIi
KopooLi

BEP/NIH-XEMI Al

HimeuunHa

BEP/NIH-XEMI Al

HimeyunHa

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:
3MiHM | TUNY - 3MiHa Yy MeTofax BUNpobyBaHHS
roTOBOrO MiKapCbKOro 3acoby - 3MiHa MeToAMK
iaeHT1diKauii i KiNbKICHOro BU3HAYEHHS AitounX
PEYOoBVH aueTiNUMCTelHy Ta aueTinTMpo3nHy
(3aTBEpAXKEHO OKpeMi MeToamnkm BEPX 3
rpafi€eHTHUM eiooBaHHAM; 3anponoHOBaHa cnifbHa
MeToavKa BEPX 3 i30kpaTH/M entotoBaHHSM); 3MiHa
mMeToAnkM BEPX KiflbKiCHOro BU3Ha4Y€HHS JOMILLKN
N,N"-gnaueTtnnuucTeiny (3 rpagieHTHOro Ha
i30KpaTHe entoloBaHHSA); Bif6yBaETLCA AONOBHEHHS
aflbTepPHATUBHOIO MeToay ifeHTudiKauii i KinbKicHoro
BM3Ha4eHHs Na, K, Ca, Mg — ioHiB; BBEAEHHS
anbTepHaTMBHOrO MeToAy BMNPOGYBaHHA Ha
6akTepiasibHi eHAOTOKCUHN 3 BigNOBIAHNMMN
AonoBHeHHamu p. 3.2.P.5.3.i 3.2.P.6. BBegeHHA
3MiH NPOTArom 6 micsaUiB 3 AaTN 3aTBEPKEHHS;
3MiHM | TUNYy - 3MiHa y MeTodax BUNPo6yBaHHS
NepBUHHOT YNakoBKW1 rOTOBOrO JliKapCbKoro 3acoby -
B po3gini 3.2.P.7. "koHTeliHep/3akynoproBasibHUiA
3aci6" o115t NPo6oK A0AAHO aflbTEPHATUBHUI MeTo,
ineHTudbikauil, TakoX OHoB/eHa iHhopmaLis Lwoao
Y& cnekTpy BignosigHo o EP;
3MiHM | TUNy - 3MiHa y MeToax BUNPO6yBaHHS
[OMOMDKHOT PEYOBVHY - 10 3aTBEPKEHOr0 TecTy A
€Bponelicbkoi hapMakonei foAaeTbCA
anbTepHaTMBHA MeToAMKa ifeHTudikalii asoTy,
O[IHOYACHO BUMPaBNSAIOTLCSA MOMWUIIKW, JONYLLEHI Npu
nepecopmatyBaHHi focbe 3 hopmaTy iHpopmavii
ana 3assHUKiB NTA y chopmar 3arasibHoro
TEeXHi4YHOro gokymeHty (CTD)

3a
peyenmom

UA/0192/01/01

113.

IHPE3O/1® 100

PO34mnH ANs iHdysil no
250 mn1 a6o no 500 mny
thnakoHi; no 10
(h1aKOHIB Y KapTOHHii
KopoobUi

BEP/IH-XEMI Al

HimeyunHa

BEP/NIIH-XEMI Al

HimeyunHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3minn | TMNYy: 3miHK 3 akocTi. CepTuddikat
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
HOBOro abo OHOB/IEHOTO cepTudikarTa BifgnoBigHOCTI
ab0o BUNyYeHHs cepTudikaTta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMikHOro NPOAYKTY, Lo
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[0MOMDKHOT peyoBrHU (cepTudikaT BignoBigHOCTI
€Bponeiicbki hapmakonei) - OHOBNEHWI
cepTudikaT Bif y)xe 3aTBepXeHOro BUpoOHWmKa -
oHoBNeHHss CEP ansa auetnntuposuHy Big SEKISUI
MEDICAL CO., LTD., Japan (3arBepgxeHo Ne R1-
CEP 2004-076-Rev 00; 3anponoHosaHo: R1-CEP
2004-076-Rev 01). 3MiHu | Tuny: 3MiHM 3 AKOCTI.
Ceptudpikat BignosigHocTi/l E-ceptuddikat

3a
peyenmom

UA/0192/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1

BiANOBIAHOCTI EBpONEChKil
thapmakonei/MoHorpadii. MogaHHsA HoBOro abo
OHOBJ/IEHOTO cepTudikaTta BignoBigHoOCTI abo
BW/TyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMikHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0MOMDKHOT peyoBUHU (CepTudikaT BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHUi
cepTudikaT Bif, yxe 3aTBepIXEeHOro BUPOOHUKa-
oHoBneHHs1 CEP Big Ajinomoto Co., Inc., Japan
(ainbHULs Bpo6HMLTBA AJINOMOTO NORTH
AMERICA, INC.,USA) gns L-anaHiHy (3aTtBepmxeHo
Ne R1-CEP 1998-105-Rev 02; 3anpornoHosaHo: R1-
CEP 1998-105-Rev 03, R1-CEP 1998-105-Rev 04).
3minu | TMnYy: 3miHn 3 sAkocTi. CepTuddikat
BignosigHocTI/TE-cepTudpikat BignosigHoCTi
€Bponeiicbkiii hapmakonei/MmoHorpadii. MogaHHs
HOBOro abo OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI
abo BUNy4YeHHs cepTucpikata BigNoBIAHOCTI
€sponeiicbkili hapmakonei: gns A®l; ansa BUXigHOro
marepiany/peareHTy/npoMikHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; aAns
[OMNOMDKHOT peyoBuHY (cepTuddikaTt BifnoBIigHOCTI
€Bponeiicbkiii hapmakonei) - OHOBNeHWi
cepTudikaT Bif, yxe 3aTBepAXeHOro BUPO6HUKa-
oHoBneHHs1 CEP Big Kyowa Hakko Bio Co. Ltd.,
Japan ans L-anaHiny (3atBepgxeHo Ne R1-CEP
1999-013-Rev 01; 3anponoHosaHo: R1-CEP 1999-
013-Rev 02). 3miHu | TUny: 3MiHK 3 AKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTuddikat
BiANOBIAHOCTI EBpONEeichkili
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI abo
BU/IyYEHHS cepTudikaTa BifnoBigHOCTI
€sponeiicbkili hapmakonei: gns A®l; ana BUXigHOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; aAna
[OMNOMDKHOT peyoBuHY (cepTuddikaTt BifnoBIigHOCTI
€Bponeiicbkii hapmakonei) - OHOBNeHWi
cepTudikaT Bif, yXe 3aTBepAXeHOro BUPo6bHUKa-
oHosrieHHst CEP Big Ajinomoto Co., Inc., Japan ans
L-apriHiHy. (3atBepmxeHo Ne R1-CEP 1998-104-Rev
02; 3anponoHosaHo: R1-CEP 1998-104-Rev 03, R1-
CEP 1998-104-Rev 04). 3minu | Tuny: 3MiHn 3 SKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTuddikat
BiANOBIAHOCTI EBpONEeichbkili
hapmakonei/moHorpadii. NMogaHHA HoBoro abo
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OHOBJIEHOTO cepTudikaTa BignoBigHOCTI abo
BU/TyYEHHS cepTudikaTa BifnoBigHOCTI
€sponeiicbkili hapmakonei: gns A®l; ansa BUXigHOro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; aAns
[OMNOMDKHOT peyoBuHY (cepTuddikaTt BifnoBIigHOCTI
€Bponeiicbkiii hapmakonei) - OHOBNeHWi
cepTudikaT Bif, yxe 3aTBepAXeHOro BUPO6HUKa-
oHoBneHHs1 CEP Big Kyowa Hakko Bio Co. Ltd.,
Japan ans L-apriHiny. (3atBepgxeHo Ne R1-CEP
1998-109-Rev 02; 3anponoHosaHo: R1-CEP 1998-
109-Rev 03, R1-CEP 1998-109-Rev 04). 3MiHu |
Tuny: 3miHn 3 AkocTi. CepTudikar BignosigHocTI/IE-
cepTudikaT BignoBigHOCTI EBponenchkili
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI abo
BU/TyYEHHS cepTudikaTa BifnoBigHOCTI
€sponeiicbkili hapmakonei: gns A®l; ana BUXigHOro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; aAna
[OMNOMDKHOT peyoBuHY (cepTuddikaTt BifnoBIigHOCTI
€Bponeiicbkii hapmakonei) - OHOBNeHWi
cepTudikaT Bif, yXe 3aTBepAXeHOro BUPo6bHUKa-
oHosrieHHst CEP Big Ajinomoto Co., Inc., Japan ans
L-acnapriHoBoi kncnotu. (3arBepgxeHo Ne R1-CEP
2003-143-Rev 02; 3anponoHosaHo: R1-CEP 2003-
143-Rev 03). 3miHu | Trny: 3MiHN 3 SKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTuddikat
BiANOBIAHOCTI EBpONEeichbkili
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI abo
BU/IyYEHHS cepTudikaTa BifnoBigHOCTI
€sponeiicbkili hapmakonei: gns A®I; ansa BUXigHOro
marepiany/peareHTy/npomMikHOro NPOAYyKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; aAna
[OMOMDKHOT peyoBuHY (cepTuddikaTt BifnoBIigHOCTI
€Bponeiicbkiii hapmakonei) - OHOBNeHWi
cepTudikaT Bif, yXe 3aTBepAXeHOro BUPO6HUKa-
oHoBrneHHst CEP Big Taenaka Kogyo Co., Ltd., Japan
ansa L-rnytamiHoBoi kucnotu. (3arsepmxeHo Ne R1-
CEP 2000-205-Rev 01, 3anponoHosaHo: R1-CEP
2000-205-Rev 02). 3miHu | Trny: 3MiHX 3 SKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTuddikat
BiANOBIAHOCTI EBpONEeichkili
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI abo
BU/TyYEHHS cepTudikaTa BifnoBigHOCTI
€Bponevicbkivi hapmakonei: anst A®l; ansa BuxigHoro
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marepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; aAna
[OMNOMDKHOT peyoBuHY (cepTuddikaTt BifnoBIigHOCTI
€Bponeiicbkii hapmakonei) - OHOBNeHWi
cepTudikaT Bif, yXe 3aTBepAXeHOro BUPo6bHUKa-
oHoBneHHs1 CEP Big, Yuki Gosei Kogyo Co., Ltd,
Japan ans rniguHy (3atBepmxeHo Ne R1-CEP 1995-
018-Rev 03; 3anpornoHoBaHo: R1-CEP 1995-018-Rev
04, R1-CEP 1995-018-Rev 05). 3miHu | Trny: 3miHn
3 akocTi. CepTudikar BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI EBpONEeichkili
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI abo
BU/IyYEHHS cepTudikaTa BifnoBigHOCTI
€sponeiicbkili hapmakonei: gns A®I; ansa BUXigHOro
marepiany/peareHTy/npoMikHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; ans
[OMOMDKHOT peyoBuHY (cepTuddikaTt BifnoBIigHOCTI
€Bponeiicbkiii hapmakonei) - OHOBMEHWi
cepTudikaT Bif, yXe 3aTBepAXeHOro BUPO6HUKa-
oHoBrieHHs CEP Big Ajinomoto Co., Inc., Japan
(ainbHULs Bpo6HMLTBA AJINOMOTO NORTH
AMERICA, INC.,USA) gns L-rictuguHy.
(3atBepmxeHo Ne R1-CEP 1998-107-Rev 01,
3anponoHosaHo: R1-CEP 1998-107-Rev 02, R1-CEP
1998-107-Rev 03). 3miHu | TUNY: 3MiHK 3 AKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTuddikat
BiANOBIAHOCTI EBpONEeChbkil
thapmakonei/MoHorpadii. MogaHHsA HoBOro abo
OHOBJ/IEHOTO cepTudikaTta BignoBigHoOCTI abo
BW/TyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMikHOro NPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0MOMDKHOT peyoBUHU (CepTudikaT BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHUii
cepTudikaT Bif, yxe 3aTBepIXEeHOro BUPOOHUKa-
oHoBneHHsA CEP Big Kyowa Hakko Bio Co. Ltd.,
Japan gns L-rictuauny. (3atesepgxeHo Ne R1-CEP
1999-027-Rev 02; 3anponoHoBaHo: R1-CEP 1999-
027-Rev 03). 3MiHn | TMNYy: 3MiHKU 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-cepTuddikat
BiANOBIAHOCTI EBpONEeChbkil
thapmakonei/MoHorpadii. MogaHHsA HoBOro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo
BW/TyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMikHOro NpPoAyKTy, Lo
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BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0MOMDKHOT peyoBUHU (CepTudikar BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHUiA
cepTudikaT Bif, y)xe 3aTBepIXEHOro BUPOOHUKa-
oHoBneHHs CEP Big Ajinomoto Co., Inc., Japan ons
L-izoneliunny (3atBepmxeHo Ne RO-CEP 2009-100-
Rev 01; 3anponoHoBaHo: Ne RO-CEP 2009-100-Rev
02, Ne RO-CEP 2009-100-Rev 03, R1-CEP 2009-
100-Rev 00) (ginbHMUA BupobHuuTea AJINOMOTO
DO BRAZIL INDUSTRIA E COMERCIO DE
ALIMENTOS LTDA, Brazil). 3miHu | Trny: 3miHn 3
akocTi. CepTudikaT BignosigHocTi/lE-cepTudikart
BiANOBIAHOCTI EBpONEeChkil
thapmakonei/MoHorpadii. MogaHHsA HoBOro abo
OHOBJ/IEHOTO cepTudikaTta BignoBigHoOCTI abo
BW/TyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMikHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0MOMDKHOT peyoBUHU (CepTudikar BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHUiA
cepTudikaT Bif, yxe 3aTBepAXEeHOro BUPOOHUKa-
oHoBneHHss CEP Big Kyowa Hakko Bio Co. Ltd.,
Japan ans L-izoneiiuuny. (3atBepaxeHo Ne R1-CEP
1999-014-Rev 02; 3anponoHoBaHo: R1-CEP 1999-
014-Rev 03). 3MiHu | TUNY: 3MiHKU 3 AKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTuddikat
BiANOBIAHOCTI EBpONEeChbkil
thapmakonei/MoHorpadii. MogaHHsA HoBOro abo
OHOBJ/IEHOTO cepTudikaTta BignoBigHoOCTI abo
BW/TyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMikHOro NPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0MOMDKHOT peyoBUHU (CepTudikaT BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHUii
cepTudikaT Bif, yxe 3aTBepIXEeHOro BUPOOHUKa-
oHoBrieHHst CEP ans L-neliuyny Big Ajinomoto
Co.,Inc, Japan (3atBepgxeHo Ne RO-CEP 2008-233-
Rev 01; 3anponoHoBaHo: Ne RO-CEP 2008-233-Rev
02, Ne RO-CEP 2008-233-Rev 03; R1-CEP 2008-
233-Rev 00. OgHo4acHo BifbyBaeTbCs 3MiHa
BnacHuka CEP (3 AJINOMOTO AMINOSCIENCE
LLC, North Carolina Plant 4020 Ajinomoto Drive
United States Am.-27610 Raleigh, North Carolina Ha
AJINOMOTO CO., INC. 15-1, Kyobashi 1-Chome
Chuo-Ku Japan-104-8315 Tokyo), 3miHa Ha3BK

AinbHUuUi Bupo6bHuyTtea (3 AJINOMOTO
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AMINOSCIENCE LLC, USA Ha AJINOMOTO
NORTH AMERICA, INC., USA ( agpeca ginbHuui He
3MiHWMAack)). 3MiHY | TUMy: 3MiHK 3 AKOCTI.
CepTudpikat BignosigHocTi/l E-cepTuddikat
BiANOBIAHOCTI EBpONEeichkili
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI abo
BU/IyYEHHS cepTudikaTa BifnoBigHOCTI
€sponeiicbkili hapmakonei: gns A®I; ansa BUXigHOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; ana
[OMNOMDKHOT peyoBuHY (cepTuddikaTt BifnoBIigHOCTI
€Bponeiicbkii hapmakonei) - OHOBNeHWi
cepTudikaT Bif, yxe 3aTBepAXeHOro BUPo6HUKa-
oHoBneHHs CEP ans L-neliunHy Big Kyowa Hakko
Bio Co. Ltd., Japan (3atBepgxeHo Ne R1-CEP 1999-
160-Rev 02; 3anponoHoBaHo: R1-CEP 1999-160-Rev
03). 3Mminn | TUNY: 3MmiHK 3 akocTi. CepTuddikat
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
HOBOro abo OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI
ab0o BUNyYEHHs cepTudikaTta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMikHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0MOMDKHOT peyoBUHU (CepTudikaT BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHuii
cepTudikaT Bif, yxe 3aTBepIXEeHOro BUPOOHUKa-
oHoBneHHss CEP ansa nisvHy aueTtary Big Ajinomoto
Co., Inc., Japan (3atBepmxeHo Ne. RO-CEP 2005-
060-Rev 00; 3anponoHoBaHo: Ne R1-CEP 2005-060-
Rev 00, Ne R1-CEP 2005-060-Rev 01). 3MiHu | Tuny:
3MiHK 3 axocTi. CepTudpikaT BignosigHocTI/lE-
cepTudiikaT BignoBigHOCTI EBpONenchbkili
hapmakonei/MoHorpadii. MogaHHsA HoBOro abo
OHOBJ/IEHOTO cepTudikaTta BignoBigHoOCTI abo
BW/TyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHMLTBI ADI; ans
[0MOMDKHOT peyoBUHU (CepTudikaT BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHuii
cepTudikaT Bif, y)xe 3aTBepIXEHOro BUPOOHUKa-
oHoBneHHss CEP Big MACCO ORGANIQUES,
S.R.O., Czech Republic ans marHito xnopugy
rekcarigpaty. (3atBepgxeHo: RO-CEP 2006-264-Rev
01, 3anponoHosaHo: Ne RO-CEP 2006-264-Rev 02,
Ne R1-CEP 2006-264-Rev 00, Ne R1-CEP 2006-264-
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Rev 01).3miHu | Triny: 3MiHn 3 skocTi. CepTudikar
BignosigHocTI/TE-cepTudpikat BignosigHoCTi
€Bponeiicbkiii hapmakonei/MmoHorpadii. MogaHHs
HOBOro abo OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI
abo BUNy4YeHHs cepTucpikata BignoBiAHOCTI
€sponelicbkili hapmakonei: gns A®I; ana BUXigHOro
marepiany/peareHTy/npomMikHOro NPOAYyKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; ans
[OMNOMDKHOT peyoBuHY (cepTuddikaTt BifnoBIigHOCTI
€Bponeiicbkiii hapmakonei) - OHOBNeHWi
cepTudikaT Bif, yxe 3aTBepAXeHOro BUPo6HUKa-
oHoBneHHst CEP Big SEKISUI MEDICAL CO., LTD.,
Japan ans L-meTioHiHy. (3aTBepmkeHo: R1-CEP
1999-136-Rev 02; 3anponoHosaHo: Ne R1-CEP
1999-136-Rev 04). 3MiHn | TUNY: 3MiHK 3 AKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTuddikat
BiANOBIAHOCTI EBpONEeichbkili
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI abo
BU/TyYEHHS cepTudikaTa BifnoBigHOCTI
€sponeiicbkili hapmakonei: gns A®l; ansa BUXigHOro
marepiany/peareHTy/npoMikHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; aAns
[OMNOMDKHOT peyoBuHY (cepTuddikaTt BifnoBIigHOCTI
€Bponeiicbkiii hapmakonei) - OHOBNeHWi
cepTudikaT Bif, yxe 3aTBepAXeHOro BUPO6HUKa-
oHosrieHHst CEP Big Ajinomoto Co., Inc., Japan ans
L-chbeHinanaHivy. (3atBepmxeHo: Ne R1-CEP 1998-
067-Rev 01; 3anpornoHoBaHo: Ne R1-CEP 1998-067-
Rev 02).3minu | Trny: 3MiHn 3 axocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
HOBOro abo OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI
ab0o BUNyYEHHs cepTudikarta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMikHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHMLTBI ADI; ans
[0MOMDKHOT peyoBUHU (CepTudikar BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHuiA
cepTudikaT Bif, y)xe 3aTBepAXEHOro BUPOOHUKa-
oHoBneHHss CEP Big Kyowa Hakko Bio Co. Ltd.,
Japan ans L-dpeHinanaHiny. (3atsepgxeHo: Ne R1-
CEP 1999-084-Rev 02; 3anpornoHosaHo: Ne R1-CEP
1999-084-Rev 03).3MiHu | TMNy: 3MiHU 3 AKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTuddikat
BiANOBIAHOCTI EBpONEeChbkil
thapmakonei/MoHorpadii. MogaHHsA HoBOro abo
OHOBJ/IEHOTO cepTudikaTta BignoBsigHocTi abo
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BW/TyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro

marepiany/peareHTy/npomMikHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0MOMDKHOT peyoBUHU (CepTudikaT BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHUii
cepTudikaT Bif, y)xe 3aTBepIXEHOro BUPOOHUKa-
oHoBneHHs1 CEP Big Ajinomoto Co., Inc., Japan
(ainbHUus Bpo6HMLTBa AJINOMOTO NORTH
AMERICA, INC., USA) gns L-nponiny.
(3arBepmxeHo: Ne R1-CEP 1998-064-Rev 01,
3anpornoHosaHo: Ne R1-CEP 1998-064-Rev 02, Ne
R1-CEP 1998-064-Rev 03). 3MiHu | Tuny: 3miHu 3
AKkocTi. CepTudpikat BignosigHocTi/lE-cepTudikat
BiZJNOBIAHOCTI €BpPONENChKiit
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60
BWYYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana Ad®l; gns BuxigHoro
matepiany/peareHTy/NPoOMKHOIO NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi
cepTudikaT Bif, yxe 3aTBepAXeHOro BUPOOHUKa-
oHoBrieHHsi CEP Big Kyowa Hakko Bio Co. Ltd.,
Japan ans L-nponiHy (3atBepmxkeHo: Ne R1-CEP
1999-018-Rev 01, 3anponoHoBaHo: Ne R1-CEP
1999-018-Rev 02). 3miHu | TUNY: 3MiHK 3 AKOCTI.
CepTtucpikat BignosigHocTi/lE-cepTudikat
BiZJNOBIAHOCTI €BpPONENChKiit
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60
BWYYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; gns BuxigHoro
matepiany/peareHTy/NPoOMKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi
cepTudikaT Bif, yxe 3aTBepXEeHOro BUPOOHUKa-
oHoBrieHHst CEP Big Ajinomoto Co., Inc., Japan
(ainbHMLA BUpo6HULTBA AJINOMOTO NORTH
AMERICA, INC.,USA) ans L-cepuHy (3aTBEpaXeHo:
Ne R1-CEP 1999-159-Rev 01; 3anponoHoBaHo: Ne
R1-CEP 1999-159-Rev 02, Ne R1-CEP 1999-159-
Rev 03). 3minu | Trny: 3miHn 3 akocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA

HOBOro abo OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI
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ab0o BUNyYeHHs cepTudikarta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMikHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0MOMDKHOT peyoBUHU (CepTudikaT BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHUii
cepTudikaT Bif, y)xe 3aTBepIXEHOro BUPOOHUKa-
oHoBneHHss CEP Big Kyowa Hakko Bio Co. Ltd.,
Japan ans L-cepuHy (3atBepaxeHo: Ne R1-CEP
1999-019-Rev 01; 3anponoHoBaHo: Ne R1-CEP
1999-019-Rev 02). 3miHu | TUNYy: 3MiHK 3 AKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTuddikat
BiANOBIAHOCTI EBpONEeChkil
thapmakonei/MoHorpadii. MogaHHsA HoBOro abo
OHOBJ/IEHOTO cepTudikaTta BignoBigHoOCTI abo
BW/TyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMikHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0MOMDKHOT peyoBUHU (CepTudikar BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHUiA
cepTudikaT Bif, yxe 3aTBepAXEeHOro BUPOOHUKa-
oHoBneHHs CEP Big ESCO - EUROPEAN SALT
COMPANY GMBH & CO. KG, Germany A5 HaTpito
xnopugy (3arBepmxeHo: Ne RO-CEP 2007-367-Rev
00; 3anponoHoBaHo: Ne R1-CEP 2007-367-Rev 00).
3Mminn | TURY: 3MiHK 3 akocTi. CepTuddikat
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
HOBOro abo OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI
ab0o BUNyYEHHs cepTudikaTta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMikHOro NPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0MOMDKHOT peyoBUHU (CepTudikaT BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHUii
cepTudikaT Bif y)xe 3aTBepXeHOro BUPOOHWKa -
oHoBneHHsA CEP Big Kyowa Hakko Bio Co. Ltd.,
Japan ans L-TpeoHiHy (3ateepmxeHo: Ne R1-CEP
1999-015-Rev 01; 3anponoHoBaHo: Ne R1-CEP
1999-015-Rev 02). 3miHu | TMNYy: 3MiHK 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-cepTuddikat
BiANOBIAHOCTI EBpONEeChbkil
thapmakonei/MoHorpadii. MogaHHsA HoBOro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo
BW/TyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMikHOro NpPoAyKTy, Lo
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BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0MOMDKHOT peyoBUHU (CepTudikar BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHUiA
cepTudikaT Bif y)xe 3aTBepXeHOro BUPOOHWKa -
oHoBneHHs1 CEP Big Ajinomoto Co., Inc., Japan
(ainbHULs Bpo6HMLTBA AJINOMOTO NORTH
AMERICA, INC., USA) gns L-TpeoHiH
(3arBepmxeHo: Ne R1-CEP 1996-097-Rev 03;
3anpornoHosaHo: Ne R1-CEP 1996-097-Rev 05, Ne
R1-CEP 1996-097-Rev 06). 3miu | Tvny: 3MiHn 3
AaKkocTi. CepTudpikat BignosigHocTi/lIE-cepTudikaT
BiZJNOBIAHOCTI €BpPONENChKiit
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60
BWYYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; gns BuxigHoro
matepiany/peareHTy/npoMKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi
cepTuddikaT Bif, yxe 3aTBepAXeHOro BUPOOHUKa-
oHoBrieHHst CEP Big Ajinomoto Co., Inc., Japan
(ainbHMLA BUpo6HULTBA AJINOMOTO NORTH
AMERICA, INC., USA) gns L-tpuntochaH
(3atBeppxeHo: Ne R1-CEP 1998-137-Rev 01;
3anpornoHosaHo: Ne R1-CEP 1998-137-Rev 02, Ne
R1-CEP 1998-137-Rev 03). 3minu | Tvny: 3MiHn 3
akocTi. CepTudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBpONEeichbkili
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI abo
BU/IyYEHHS cepTudikaTa BifnoBigHOCTI
€sponeiicbkili hapmakonei: gns A®I; ansa BUXigHOro
marepiany/peareHTy/npomMikHOro NPOAYyKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; aAna
[OMOMDKHOT peyoBuHY (cepTuddikaTt BifnoBIigHOCTI
€Bponeiicbkiii hapmakonei) - OHOBNeHWi
cepTudikaT Bif, yXe 3aTBepAXeHOro BUPO6HUKa-
oHoBneHHs1 CEP Big Kyowa Hakko Bio Co. Ltd.,
Japan ans L-tpuntodany (3atBepgxeHo Ne R1-CEP
1999-189-Rev 01; 3anponoHosaHo: Ne R1-CEP
1999-189-Rev 02). 3MiHn | TUNY: 3MiHM 3 AKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTuddikat
BiANOBIAHOCTI EBpONEeichkili
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI abo
BU/TyYEHHS cepTudikaTa BifnoBigHOCTI
€Bponevicbkivi hapmakonei: anst A®l; ansa BuxigHoro
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marepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; aAna
[OMNOMDKHOT peyoBuHY (cepTuddikaTt BifnoBIigHOCTI
€Bponeiicbkii hapmakonei) - OHOBNeHWi
cepTudikaT Bif yXe 3aTBepAXeHOro BUPOOHUKa -
oHoBrieHHs CEP Big Ajinomoto Co., Inc., Japan
(ainbHULs BUpo6HMLTBA AJINOMOTO NORTH
AMERICA, INC., USA) ons L-saniHy (3aTBepaxeHo
Ne. R1-CEP 1998-106-Rev 03; 3anpornoHoBaHo: Ne
R1-CEP 1998-106-Rev 04, Ne R1-CEP 1998-106-
Rev 05). 3miHu | Trny: 3miHn 3 AkocTi. CepTudpikat
signosigHocTi/l E-cepTudikar BignosigHoCTi
€Bponeiicbkiii hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOTrO cepTudpikaTa BifgnoBigHOCTI
abo BUNyYeHHs cepTudikara BifnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; gns BuxigHoro
matepiany/peareHTy/npoMKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi
cepTuddikaT Bif, yxe 3aTBepAXeHOro BUPOOHUKa-
oHoBrieHHsi CEP Big Kyowa Hakko Bio Co. Ltd.,
Japan ana L-saniny (3atBepmkeHo Ne. R1-CEP
1999-016-Rev 01, 3anponoHoBaHo: Ne R1-CEP
1999-016-Rev 02). 3miHu | TUNY: 3MiHK 3 AKOCTI.
CepTtucpikat BignosigHocTi/lE-cepTudikat
BiZJNOBIAHOCTI E€BpPONENChKiit
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60
BWYYEHHA cepTudikaTta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ons BuxigHoro
matepiany/peareHTy/NPoOMKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - HoBuit ceptudikaT Ha
HecTepunbHuii A®I, akuii 6yae BUKOPUCTOBYBATUCA
AN BUPOOHMLTBA CTEPUIIBHOIO J1iIKApCbKOro 3acoby,
AKLLO BOAA BUKOPUCTOBYETLCA Ha OCTaHHIX eTanax
CUHTE3y Ta MaTepiasl He BiflbHUiA Bif, 6akTepiasibHUX
€HJOTOKCUHIB - HoBMiIA CEP Big Bupo6Hunka K+S Kali
GmbH, Germany ans kanito xnopugy Ne RO-CEP
2010-380-Rev 01. BigbysaeTbcs BUNpPaBAeHHA
NMOMWJ/IKOBO 3a3Ha4eHOol Ha3ByU BUPOOHMKa
Chemische Fabrik Lehrte, Germany. 3miHu | Tvny:
3MiHK 3 akocTi. CepTudpikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBpONenchbkili
thapmakonei/MoHorpadii. MogaHHsA HoBOro abo

OHOBJ/IEHOTO cepTudikaTta BignoBsigHocTi abo
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BW/TyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMikHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0MOMDKHOT peyoBUHU (CepTudikaT BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - HoBuit cepTudikat Ha
HecTepunbHuiA A®|, skmin 6yae BUKOPUCTOBYBAaTUCA
ANSA BUPOBHMLTBA CTEPUIBHOIO /liKapcbKoro 3acoby,
AKLLLO BOAA@ BUKOPUCTOBYETLCS Ha OCTaHHIX eTanax
CMHTE3Y Ta Matepias He BiflbHWiA Bif 6akTepiasibHUX
€H/ZI0TOKCUHIB - HoBMIA CEP Ne RO-CEP 2011-384-
Rev 01 Big 3aTBEpAKEHOr0 BUpobHMKa MERCK
KGAA, Germany gnsa HaTpito auerarty Tpurigpary.
3MiHu | TMny: 3MiHK 3 AkocTi. CepTudikar
signosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponeiicbkii hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOrO cepTudpikaTa BifgnoBigHOCTI
abo BUNyYeHHs cepTudikarta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana Ad®l; gns BuxigHoro
matepiany/peareHTy/NPoOMKHOIO NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - HoBuit ceptudikaT Ha
HecTepunbHuii A®I, akuii 6yae BUKOPUCTOBYBATUCS
AN BUPOOHMLITBA CTEPUIIBHOIO J1iKApCbKOro 3acoby,
AKLLO BOAA BUKOPUCTOBYETLCA Ha OCTaHHIX eTanax
CUHTE3y Ta MaTepiasl He BiflbHUiA Bif, 6akTepiasibHUX
€HA0TOKCKHIB - HoBMIn CEPNe R1-CEP 2006-263-
Rev 01 Big HoBOro BMpo6Huka Macco Organigues
S.R.O., Czech Republic ansa kanbLjito xnopuay
avrigpaty. 3miHn | Tuny: 3miHun 3 AkocTi. CepTudikart
BignosigHocTI/TE-cepTudpikat BignosigHoCTi
€Bponeiicbkiii hapmakonei/MmoHorpadii. MogaHHs
HOBOro abo OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI
abo BUNy4YeHHs cepTucpikata BignoBiAHOCTI
€sponeiicbkili hapmakonei: gns A®l; ana BUXigHOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; aAna
[OMNOMDKHOT peyoBuHY (cepTuddikaTt BifnoBIigHOCTI
€Bponeiicbkili hapmakonei) - HoBuin cepTudikaT Ha
HecTepunbHuiA A®I, siknii 6yae BUKOPUCTOBYBAaTUCS
A5 BUPOOHULTBA CTEPUIIBHOTO NiKAPCLKOro 3acoby,
AKLLO BOAA BUKOPUCTOBYETLCA Ha OCTaHHIX eTanax
CMHTE3Y Ta MaTepian He BiflbHWiA Bifg 6akTepiasibHUX
€HA0TOKCUHIB - HoBUIA CEP Bif HOBOro BUpo6HMKa
EVONIK REXIM (NANNING) PHARMACEUTICAL
CO., LTD., China. Ne R1-CEP 2008-099-Rev 02 ans
rAiuMHy. 3MiHy | Tuny: 3miHu 3 skocTi. CepTudikart
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BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
HOBOro abo OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI
ab0o BUNyYeHHs cepTudikaTa BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMikHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0MOMDKHOT peyoBUHU (CepTudikaT BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - HoBwuit cepTudikat Ha
HecTepunbHuiA AdI, sknin 6yae BUKOPUCTOBYBAaTUCA
ANSA BUPOBHMLTBA CTEPUIBHOIO /iKapCbKoro 3acoby,
AKLLLO BOAA@ BUKOPUCTOBYETLCS Ha OCTaHHIX eTanax
CMHTE3Y Ta Matepias He BiflbHWiA Bif 6akTepiasibHUX
€H/I0TOKCUHIB - HoBMiA CEP Big EVONIK REXIM
(NANNING) PHARMACEUTICAL CO., LTD., China
Ne R1-CEP 2005-190-Rev 02 gnsi MeTIOHiHY. 3MiHu |
TMny: 3MiHK 3 AkocTi. CepTudikat BignosigHocCTI/TE-
cepTudikaT BignoBigHOCTI EBponeichkili
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60
BWYYEHHA cepTudikaTta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; gns BuxigHoro
matepiany/peareHTy/NPoOMKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - HoBuit ceptudikaT Ha
HecTepunbHuii A®I, akuii 6yae BUKOPUCTOBYBATUCA
AN BUPOOHMLTBA CTEPUIIBHOIO J1iIKApCbKOro 3acoby,
AKLLO BOAA BUKOPUCTOBYETLCA Ha OCTaHHIX eTanax
CUHTE3y Ta MaTepiasl He BiflbHUiA Bif, 6akTepiasibHUX
€HJO0TOKCUHIB - HoBUi CEP Bif, 3aTBEpAXEHOro
BMpo6HuKa Kyowa Hakko Bio Co. Ltd., Japan ans
nisuHy auetaty Ne RO-CEP 2014-227-Rev 00. 3MiHn
| TUNy: AgMiHICTpaTMBHI 3MiHWU. BunyyeHHs
BUPOBHNYOT AiNbHUL (BKIHOYaoun AinbHULI Ana Adl,
NPOMDKHOro NPOAYKTY abo roToBOro NikapcbKoro
3acoby, AinbHNULi AN NPOBEAEHHS NaKyBaHHS,
BMPOGHMKA, BiANOBifa/IbHOTO 3a BUMYCK cepil, Micue
NpoBefeHHs1 KOHTPO/IIO cepii) abo nocTavyanbHUKa
BMXiQHOrO marepiasy, peareHTy abo JONOMDKHOT
PEYOBMHM (SKLLO 3a3HAYEHO Y [OCbE) - BunyyeHHs
BMpo6Huka Chemische Fabrik Lehrte, Germany gns
KanbLjto xiopugy aurigpaty. 3minum | Tuny:
AIMIHICTPaTMBHI 3MiHW. BUy4YeHHs BUPOBHUYOT
AinbHUUI (BKIOYatoumn AinbHuui Ana A®l, npoMixHoro
npoaykTy abo roToBOro /likapCbKoro 3acoby,
OiNbHULI ANS NPOBeAEHHA NaKyBaHHS, BUPOOHUKA,
BiiNOBIAa/IbHOIO 3a BUNYCK Cepiii, Micue
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NpoBefEeHHS KOHTPO/TIO cepii) abo nocTavanbHuKa
BMXiZAHOro MaTepiany, peareHTy abo fOMNOMDKHOI
PEYOBUHM (SIKLLLO 3a3HAYEHO Y A0CLE) - BunyyeHHs
BMpo6HuKka Merck KgaA, Germany ans marHito
xnopugy rekcarigpaty. 3miHu | Tuny:
AAMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOGHUYOI
AinbHUUI (BkIoYaroum ainbHuui Ana A®l, npoMixHoro
npoaykTy abo roToBOro fikapcbKoro 3acoby,
AiNbHULI ANA NPoBeAEHHSA NakyBaHHS, BUPOOHNKa,
BiANOBIAA/ILHOIO 3a BMMNYCK Cepiii, MicLe
NpoBeAeHHs KOHTPOI0 cepil) abo noctavyanbHUKa
BMXiAHOro marepiasny, peareHTy abo AONOMDKHOT
PEYOBMHM (SKLLO 3a3HAYEHO Y [OCLE) - BunyyeHHA
BMpo6Huka Chemische Fabrik Lehrte, Germany ans
HaTpito aueTary Tpurigpaty. 3minu | Tuny:
AAMIHICTPaTUBHI 3MiHW. BuyyeHHs: BUPO6HUYOI
OinbHUUI (BKNOYaoun AinbHULI ana APl npoMiXKHOTo
npoaykTy abo roToBOro ikapCbKoro 3acooy,
AiNbHULI A58 NpoBeAeHHS NakyBaHHS, BUPOOHNKa,
BiANOBIAA/ILHOIO 3a BMMNYCK Cepiii, MicLe
NpoBefeHHs1 KOHTPO/IIO cepii) abo nocTavyanbHUKa
BMXiQHOrO marepiasy, peareHTy abo JONOMDKHOT
PEYOBMHM (SIKLLIO 3a3HAYEHO Y JOCHE) - BUTYUYEHHSN
BMPOBGHUYOI AinbHULi Ajinomoto Co. Inc., Japan
(Kawasaki) (CEPNe R1-CEP 2000-234-Rev 01 ) ans
L-neiiumHy. 3MiHn | Tuny: 3miHK 3 skocTi. AdI.
Brpo6HMLTBO. 3MiHa BUPOOHMKA
BWXi4HOro/MPOMIKHOro NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYIOTLCH Y BUPOGHMYOMY npoueci AdI,
abo 3miHa BNpOGHYKa (BKNoYarouu, ge HeobxigHo,
MicLie NpoBeAeHHS KOHTPOIO SkocTi) AdI (3a
BiJCYTHOCTI cepTudikaTa BignosigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepiXeHOMY [JOCbE)
(3anponoHoBaHWit BUPOBHMKA HANEXUTb [0 TiEl
camMoi BUPOBHMYOI rpynun NignpuemMcTs, LWO i
3aTBEPAKEHNIA) - (BBEAEHHS HOBOT BUPOGHUYOT
OinbHWLI Ana BUpo6HMKa A®| A6/1y4HOT KUCNOTH
Kyowa Hakko Bio Co. Ltd., Japan ginbHuus Hofu
Plant. YTouHeHHs iHchopMmalLii LWoA0 3aTBEepKEHOI
BMPOGHMYOI AinbHuLi Ube Plant, AnoHis.
(3atBepoxeHo: Malic acid ( Kyowa, Ube, Japan);
3anponoHoBaHo: Kyowa Hakko Bio Co. Ltd.: Hofu
Plant 1-1 Kyowa cho J-747-8522 Hofu, Yamaguchi-
Pref; in addition to: Ube Plant 2548 Fujimagari J-755-
8501 Ube, Yamaguchi-Pref). 3minun | Tuny: 3miHu 3
AKocTi. [0ToBWIA Nikapcbkuii 3aci6. CTabinbHICTb.
3MiHa y TepMiHax npugaTHocTi abo ymoBax
36epiraHHs roToBOro MiKkapCcbKoro 3acoby (iHLi 3MiHW)
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(OonoBHeHHA yMOB 36epiraHHs. 3aTBepKeHO:
«36epiraTv Npy TemnepaTypi He BuLe 25 ?7C B
opuriHanbHili ynakoBLi; 3anponoHoBaHo: «36epiratu
npu Temnepartypi He Buwie 25 ?C. 36epiratn
(p1aKoHM B 30BHILLHIN yNakoBLi Ans 3axXucTy Bif Aii
cBiTna. He 3amopoxyBati.»). BeBefeHHs 3MiH
npoTarom 6 micsAuiB nicnsA 3aTBepAKeHHs. 3MiHu |
TUNy: AAMIHICTpaTUBHI 3MiHW. BunyyeHHs
BMPOGHWYOI AinbHNL (BKIOYAoun ginbHuui ana Adl,
NPOMKHOro NPOAYKTYy abo roToBOro JIiKapcbKoro
3aco06y, AiNbHUL ANS NPOBEAEHHA NakyBaHHS,
BMPOGHWKa, BifNOBIAa/IbHOTO 3a BUMYCK Cepild, MicLe
NpoBefeHHS KOHTPO/IIO cepii) abo nocTavanbHuKa
BMXiZAHOro MaTepiany, peareHTy abo fOMNOMDKHOI
PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCLE) - BUTYUYEHHS
BMPOGHMYOI ainbHNLi Kyowa Hakko Bio Co. Ltd.,
Japan (CEPNe R1-CEP 1999-190-Rev 01 ) ans L-
acnapariHoBoi KUCnotn. 3MiHu | Tuny: 3MiHM 3 AKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI EBpONEeichkili
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI abo
BU/IyYEHHS cepTudikaTa BifnoBigHOCTI
€sponelicbkili hapmakonei: gns A®I; ana BUXigHOro
marepiany/peareHTy/npomMikHOro NPOAYyKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; aAna
[OMNOMDKHOT peyoBuHY (cepTuddikaTt BifnoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHOBNeHWi
cepTudikaT Bif, yXe 3aTBepAXeHOro BUPO6HUKa-
oHosrieHHss CEP gns L-nponiny Big Kyowa Hakko
Bio Co. Ltd., Japan (3atBepgxeHo Ne R1-CEP 1999-
018-Rev 02; 3anpornoHoBaHo: R1-CEP 1999-018-Rev
03). BigbyBaeTbca BBeAEHHS [0AATKOBOI AiNTbHUL
BMpo6HuuTBa Hofu Plant 1-1 Kyowa cho J-747-8522
Hofu, Yamaguchi-Pref go 3atBepgpxeHoi Ube Plant.
3MiHu | TUNYy: AgMIHICTPaTVBHI 3MiHW. BunyyeHHs
BMPOGHWYOT AinbHUL (BKIHOYAouU ginbHuui ans Adl,
NPOMIiXHOro NPOAYKTY abo roToBOro Nikapcbkoro
3aco6y, AinbHNULi AN NPOBELEHHS NaKyBaHHS,
BMPOGHMKA, BiANOBiAaIbHOTO 3a BUMYCK Cepil, Micue
NpoBeAeHHs KOHTPOIO cepil) abo noctavyanbHUKa
BMXiAHOro marepiasny, peareHTy abo AONOMKHOT
PEYOBUHM (SIKLLIO 3a3HAYEHO Y JOCHE) - BUTYUYEHHS
BMPO6HUYOI AinbHULi Ajinomoto Co. Inc., Japan
(North Carolina plant, USA) (CEPNe R1-CEP 1998-
122-Rev 01 ) ansa L-izoneiumHytuny: 3miHn 3 AKOCTI.
CepTtucpikat BignosigHocTi/lE-cepTudikat
BifiNOBIAHOCTI E€BpONeNChKiii
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hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60
BWYYEHHA cepTudikaTta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana Ad®l; gns BuxigHoro
matepiany/peareHTy/NPoOMKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi
cepTuddikaT Bif, yxe 3aTBepAXeHOro BUPOOHUKa-
oHoBrieHHsi CEP Big Kyowa Hakko Bio Co. Ltd.,
Japan ans L-saniHy (3aTBepmkeHo Ne. R1-CEP
1999-016-Rev 01, 3anponoHoBaHo: Ne R1-CEP
1999-016-Rev 02). 3miHu | TUNY: 3MiHK 3 AKOCTI.
CepTtucpikat BignosigHocTi/l E-cepTudikat
BiZJNOBIAHOCTI €BpPONENChKiit
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60
BWYYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana Ad®l; gns BuxigHoro
matepiany/peareHTy/NPoOMKHOIO NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - HoBuit ceptudikaT Ha
HecTepunbHuii A®I, akuii 6yae BUKOPUCTOBYBATUCS
AN BUPOOHMLITBA CTEPUIIBHOIO J1iKApCbKOro 3acoby,
AKLLO BOAA BUKOPUCTOBYETLCA Ha OCTaHHIX eTanax
CUHTE3y Ta MaTepiasl He BiflbHUiA Bif, 6akTepiasibHUX
€HJOTOKCUHIB - HoBMiA CEP Big Bupo6Hunka K+S Kali
GmbH, Germany ans kanito xnopugy Ne RO-CEP
2010-380-Rev 01. BigbysaeTbcs BUNpPaBEHHA
NMOMW/IKOBO 3a3HayeHOol Ha3ByU BUPOBOHMKa
Chemische Fabrik Lehrte, Germany. 3miHu | Tvny:
3MiHK 3 axocTi. CepTudpikaT BignosigHocTI/lE-
cepTudiikaT BignoBigHOCTI EBpONenchbkili
hapmakonei/MoHorpadii. MogaHHsA HoBOro abo
OHOBJ/IEHOTO cepTudikaTta BignoBigHoOCTI abo
BW/TyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHMLTBI ADI; ans
[0MOMDKHOT peyoBUHU (CepTudikaT BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - HoBuit cepTudikat Ha
HecTepunbHuiA A®|, skmin 6yae BUKOPUCTOBYBAaTUCA
ANSA BUPOBHMLTBA CTEPUIBHOIO /iKapcbKoro 3acoby,
AKLLLO BOAA BUKOPUCTOBYETLCS Ha OCTaHHIX eTanax
CMHTE3Y Ta Matepias He BiflbHWiA Bif 6akTepiasibHUX
€H/I0TOKCUHIB - HoBMIA CEP Ne RO-CEP 2011-384-
Rev 01 Big 3aTBepaKeHoro supobHmka MERCK
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KGAA, Germany i HaTpito auerarty Tpurigpary.
3MiHu | TUNy: 3MiHK 3 AkocTi. CepTudikar
signosigHocTi/l E-cepTudikar BignosigHoCTi
€Bponeiicbkii hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOrO cepTudpikaTa BifgnoBigHOCTI
abo BUNyYeHHs cepTudikarta BifnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; gns BuxigHoro
matepiany/peareHTy/NPoOMKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - HoBuit cepTudikaT Ha
HecTepunbHuilt A®I|, akuii 6yae BUKOPUCTOBYBATUCA
AN BUPOOHMLITBA CTEPUIIBHOIO /1iKApCbKOro 3acoby,
AKLLO BOAA BUKOPUCTOBYETLCA Ha OCTaHHIX eTanax
CUHTE3y Ta MaTepiasl He BiflbHUiA Bif, 6akTepiasibHUX
€HA0TOKCUHIB - HoBMIn CEPNe R1-CEP 2006-263-
Rev 01 Big HoBOro BMpo6Huka Macco Organigues
S.R.O., Czech Republic ans kanbLjito xnopuay
avrigpaty. 3miHn | Tuny: 3miHun 3 AkocTi. CepTudikart
BignosigHocTI/IE-cepTudpikat BignosigHocCTi
€Bponeiicbkiii hapmakonei/MmoHorpadii. MogaHHs
HOBOro abo OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI
abo BUNy4YeHHs cepTucpikata BignoBiAHOCTI
€sponelicbkili hapmakonei: gns A®I; ana BUXigHOro
marepiany/peareHTy/npomMikHOro NPOAYyKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; aAna
[OMNOMDKHOT peyoBuHY (cepTuddikaTt BifnoBigHOCTI
€Bponeiicbkili hapmakonei) - HoBuin cepTudikaT Ha
HecTepunbHuiA A®I, siknii 6yae BUKOPUCTOBYBAaTUCS
A5 BUPOOHULTBA CTEPUIIBHOTO NiKAPCLKOro 3acoby,
AKLLO BOAA BUKOPUCTOBYETLCA Ha OCTaHHIX eTanax
CMHTE3Y Ta MaTepiasn He BiflbHWiA Bifg 6akTepiasibHUX
€HA0TOKCUHIB - HoBUIA CEP Bif HOBOro BUpo6HMKa
EVONIK REXIM (NANNING) PHARMACEUTICAL
CO., LTD., China. Ne R1-CEP 2008-099-Rev 02 ans
rAiLMAY. 3MiHy | Tuny: 3miHun 3 skocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
HOBOro abo OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI
ab0o BUNyYEHHs cepTudikaTta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMikHOro NPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0MOMDKHOT peyoBUHU (CepTudikar BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - HoBwuit cepTudikat Ha
HecTepunbHuiA AdI, sknin 6yae BUKOPUCTOBYBAaTUCA
ANS BUPOBHMLTBA CTEPUIBHOIO /iKapcbKoro 3acoby,
AIKLLLO BO/@ BUKOPUCTOBYETLCS Ha OCTaHHIX eTanax
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CMHTE3Y Ta Matepias He BiflbHWiA Bif 6akTepiasibHUX
€H/ZI0TOKCUHIB - HoBMiA CEP Big EVONIK REXIM
(NANNING) PHARMACEUTICAL CO., LTD., China
Ne R1-CEP 2005-190-Rev 02 gnsi MeTIOHiHY. 3MiHu |
TMny: 3MiHK 3 AkocTi. CepTudikat BignosigHoCTI/TE-
cepTudikaT BignoBigHOCTI EBponeichkili
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60
BWYYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; gns BuxigHoro
martepiany/peareHTy/NpoOMKHOIo NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - HoBuit cepTudikaT Ha
HecTepunbHuii A®I, akuii 6yae BUKOPUCTOBYBATUCA
AN BUPOBHMLITBA CTEPUIIBHOIO /1iIKApCbKOro 3acoby,
AKLLO BOAA BUKOPUCTOBYETLCA Ha OCTaHHIX eTanax
CUHTE3y Ta MaTepiasl He BiflbHUiA Bif, 6akTepiasibHUX
€HJO0TOKCUHIB - HoBUi CEP Bif 3aTBEpAXEHOro
BMpo6HuKa Kyowa Hakko Bio Co. Ltd., Japan ans
nisuHy auetaty Ne RO-CEP 2014-227-Rev 00. 3MmiHn
| TUNy: AgMiHICTpaTMBHI 3MiHWU. BunyyeHHs
BUPOBHNYOT AiNbHUL (BKIHOYaouM AinbHULI Ana Adl,
NPOMDKHOro NPOAYKTY abo roToBOro NikapcbKoro
3acoby, AinbHNULi AN NPOBEAEHHS NaKyBaHHS,
BMPOGHMKA, BiANOBifa/IbHOrO 3a BUMYCK cepil, Micue
NpoBefeHHs1 KOHTPO/IIO cepii) abo nocTavyanbHUKa
BMXiQHOrO marepiasy, peareHTy abo JONOMDKHOT
PEYOBMHM (SKLLO 3a3HAYEHO Y [OCbE) - BunyyeHHA
BMpo6Huka Chemische Fabrik Lehrte, Germany gns
KanbLjto xiopugy aurigpaty. 3minum | Tuny:
AMIHICTPaTUBHI 3MiHU. BUy4YeHHs BUPOBHUYOT
AinbHUUI (BKIOYatoumn AinbHuui Ana A®l, npoMixHoro
npoaykTy abo roToBOro /likapCbKoro 3acoby,
OiNbHULI ANS NPOBefEeHHSA NaKyBaHHS, BUPOOHUKA,
BiANOBIAA/ILHOIO 3a BUNYCK Cepiid, MicLe
NpoBefEeHHS KOHTPO/TIO cepii) abo nocTavanbHuKa
BMXiZAHOro MaTepiany, peareHTy abo fOMNOMDKHOI
PEYOBUHM (SIKLLLO 3a3HAYEHO Y A0CLE) - BunyyeHHs
BMpo6Huka Merck KgaA, Germany ans marHito
xnopugy rekcarigpaty. 3miHu | Tuny:
AAMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOGHUYOI
AinbHUUI (BkIoYaroum ainbHuui Ana A®l, npoMixHoro
npoaykTy abo roToBOro fikapcbKoro 3acoby,
AiNbHULI ANA NPpoBeAEeHHSA NakyBaHHS, BUPOOHNKa,
BiANOBIAA/ILHOIO 3a BMUMNYCK Cepiii, MicLe
NpoBeAeHHs KOHTPOI0 cepil) abo noctavyanbHUKa
BMXi4HOr0 Marepiany, peareHty abo AONOMIKHOI
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PEYOBMHM (SKLLO 3a3HAYEHO Y [OCLE) - BunyyeHHA
BMpo6Huka Chemische Fabrik Lehrte, Germany ans
HaTpito aueTary Tpurigpaty. 3minu | Tuny:
AAMIHICTPaTUBHI 3MiHW. BuyyeHHsi BUPO6HUYOI
OinbHUUI (BKNOYaoun AinbHULI ana APl npoMiXKHOTo
npoaykTy abo roToBOro ikapCbKoro 3acooy,
AiNbHULI A58 NpoBeAEeHHS NakyBaHHS, BUPOOHNKa,
BiANOBIAA/ILHOIO 3a BMUMNYCK Cepiii, MicLe
NpoBefeHHs1 KOHTPO/IIO cepii) abo nocTavyanbHUKa
BMXiQHOrO marepiasy, peareHTy abo JONOMDKHOT
PEYOBMHM (SIKLLLO 3a3HAYEHO Y AOCHE) - BUTYUYEHHSN
BMPOBHUYOI AinbHULi Ajinomoto Co. Inc., Japan
(Kawasaki) (CEPNe R1-CEP 2000-234-Rev 01 ) ans
L-neiiumHy. 3MiHn | Tuny: 3miHK 3 skocTi. AdI.
Brpo6HMLTBO. 3MiHa BUPOOHMKA
BWXi4HOro/MPOMKHOro NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYIOTLCSH Y BUPOGHMYOMY npoueci AdI,
abo 3miHa BNpOGHYKa (BKNoYarouu, ge HeobxigHo,
MicLie NpoBeAEeHHS KOHTPOIO AKocTi) AdI (3a
BiJCYTHOCTI cepTudikaTa BignosigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepiXeHOMY [JOCbE)
(3anponoHoBaHWin BUPOBHMKA HANEXUTb [0 TiEl
camMoi BUPOBHMYOI rpynun NignpuemMcTs, WO i
3aTBEPAKEHNIA) - (BBEAEHHS HOBOT BUPOGHUYOT
OinbHWLI Ana BUpo6HMKa A®| A6/1y4HOT KUCNOTH
Kyowa Hakko Bio Co. Ltd., Japan ginbHuus Hofu
Plant. YTouHeHHs iHdhopmalLii LWoAo 3aTBepKEHOI
BMPOGHMYOI AinbHuLi Ube Plant, AnoHis.
(3atBepoxeHo: Malic acid ( Kyowa, Ube, Japan);
3anponoHoBaHo: Kyowa Hakko Bio Co. Ltd.: Hofu
Plant 1-1 Kyowa cho J-747-8522 Hofu, Yamaguchi-
Pref; in addition to: Ube Plant 2548 Fujimagari J-755-
8501 Ube, Yamaguchi-Pref). 3minu | Tuny: 3miHu 3
AKocTi. [0ToBWIA Nikapcbkuii 3aci6. CTabinbHICTb.
3MiHa y TepMiHax npugaTHocTi abo ymoBax
36epiraHHs roToBOro MikapcbKoro 3acoby (iHLi 3MiHM)
(OonoBHeHHA yMOB 36epiraHHs. 3aTBepKeHO:
«36epiraT Nnpu Temneparypi He Buwe 25°C B
opuriHanbHili ynakoBLi; 3anponoHoBaHo: «36epiratu
npu Temnepatypi He Buuie 25°C. 36epirat dh1akoHm
B 30BHILLHII1 ynakoBLi A5 3axXucTy Big Aii ceitna. He
3amMopoXxyBaTu.»). BBefeHHA 3MiH npoTsrom 6
MicAWiB nicnsa 3aTBepgKeHHA. 3miHu | Tuny:
AIMIHICTPaTMBHI 3MiHW. BUy4YeHHs BUPOBHUYOT
AinbHUUI (BKIOYatoumn AinbHuui Ana A®l, npoMixHoro
npoaykTy abo roToBOro /likapCbKoro 3acoby,
OiNbHULI ANS NPOBeAEHHA NaKyBaHHS, BUPOOHUKA,
BiiNOBIAa/IbHOIO 3a BUNYCK Cepiii, Micue
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NpoBefEeHHS KOHTPO/TIO cepii) abo nocTavanbHuKa
BMXiZAHOro MaTepiany, peareHTy abo fOMNOMDKHOI

PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCLE) - BUTYUYEHHS
BMPOGHMYOI ainbHNLi Kyowa Hakko Bio Co. Ltd.,
Japan (CEPNe R1-CEP 1999-190-Rev 01 ) ans L-
acnapariHoBoi Kucrnotn. 3miHu | Tuny: 3MiHu 3 AKocTi
Ceptudpikat BignosigHocTi/l E-cepTuddikat
BiANOBIAHOCTI EBpONEeichkili
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI abo
BWU/IyYEHHS cepTudikaTa BifnoBigHOCTI
€sponeiicbkili hapmakonei: gns A®I; ansa BUXigHOro
marepiany/peareHTy/npoMikHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; aAna
[OMNOMDKHOT peyoBuHY (cepTuddikaTt BifnoBIigHOCTI
€Bponeiicbkii hapmakonei) - OHOBNeHWi
cepTudikaT Bif, yxe 3aTBepAXeHOro BUPo6HUKa-
oHosrieHHss CEP gns L-nponiny Big Kyowa Hakko
Bio Co. Ltd., Japan (3atBepgxeHo Ne R1-CEP 1999-
018-Rev 02; 3anpornoHoBaHo: R1-CEP 1999-018-Rev
03). BigbyBaeTbca BBeAEHHS [0AATKOBOI Ai/TbHUL
BMpo6HuuTBa Hofu Plant 1-1 Kyowa cho J-747-8522
Hofu, Yamaguchi-Pref go 3atBepgpxeHoi Ube Plant.
3MiHu | TUNYy: AgMIHICTPaTVBHI 3MiHW. BunyyeHHs
BMPOGHWYOT AinbHUL (BKIHOYAouU AinbHuui ans Adl,
NPOMIXHOr0o NPOAYKTY abo roToBOro Nikapcbkoro
3acoby, AinbHNULi AN NPOBEAEHHS NaKyBaHHS,
BMPOGHMKA, BiANOBiAaIbHOTO 3a BUMYCK Cepili, Micue
NpoBeAeHHs KOHTPOI0 cepil) abo noctavyanbHUKa
BMXiAHOro marepiasny, peareHTy abo JONOMDKHOT
PEYOBUHM (SIKLLIO 3a3HAYEHO Y JOCHE) - BUTYUYEHHS
BMPO6HMYOI AinbHULi Ajinomoto Co. Inc., Japan
(North Carolina plant, USA) (CEPNe R1-CEP 1998-
122-Rev 01 ) ansa L-izoneiumHytuny: 3miHn 3 AKOCTI.
CepTtucpikat BignosigHocTi/lE-cepTudikat
BiZJNOBIAHOCTI €BpPONENChKiit
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60
BWYYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ons BuxigHoro
matepiany/peareHTy/NPoOMKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi
cepTudikaT Bif, yxe 3aTBepAXeHOro BUPOOHUKa-
oHoBrieHHsi CEP Big Kyowa Hakko Bio Co. Ltd.,
Japan ans L-saniny (3aTBepmkeHo Ne. R1-CEP

1999-016-Rev 01, 3anponoHoBaHo: Ne R1-CEP
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1999-016-Rev 02). 3miHu | TUMNY: 3MiHK 3 AKOCTI.
CepTtucpikat BignosigHocTi/lE-cepTudikat
BiZJNOBIAHOCTI €BpPONENChKiit
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60
BWYYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; gns BuxigHoro
matepiany/peareHTy/NPoOMKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - HoBuit cepTudikaT Ha
HecTepunbHuilt A®I|, akuii 6yae BUKOPUCTOBYBATUCA
AN BUPOOHMLITBA CTEPUIIBHOIO /1iKApCbKOro 3acoby,
AKLLO BOAA BUKOPUCTOBYETLCA Ha OCTaHHIX eTanax
CUHTE3y Ta MaTepiasl He BiflbHUiA Bif, 6akTepiasibHUX
€HJOTOKCUHIB - HoBMiIA CEP Big Bupo6Hunka K+S Kali
GmbH, Germany ans kanito xnopugy Ne RO-CEP
2010-380-Rev 01. BigbysaeTbcs BUNpPaBAeHHA
NMOMW/IKOBO 3a3Ha4eHOol Ha3ByN BUPOOHMKa
Chemische Fabrik Lehrte, Germany. 3miHu | Tvny:
3MiHn 3 aKocTi. CepTudpikaT BignosigHocTI/lE-
cepTudiikaT BiAnoBigHOCTI EBpONenchbkili
thapmakonei/MoHorpadii. MogaHHsA HoBOro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHoOCTi abo
BW/TyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMiKHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHMLTBI ADI; ans
[0MOMDKHOT peyoBUHU (CepTudikar BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - HoBuit cepTudikat Ha
HecTepunbHuiA A®|, skmin 6yae BUKOPUCTOBYBAaTUCA
AN BUPOBHMLTBA CTEPUIBHOIO /iKapCbKoro 3acoby,
AKLLLO BOAA BUKOPUCTOBYETLCS Ha OCTaHHIX eTanax
CMHTE3Y Ta Matepias He BiflbHWiA Bif 6akTepiasibHUX
€H/ZI0TOKCUHIB - HoBMIA CEP Ne RO-CEP 2011-384-
Rev 01 Big 3aTBEpAKEHOr0 BUpobHMKa MERCK
KGAA, Germany i HaTpito auerarty Tpurigpary.
3MiHu | TUNy: 3MiHK 3 AkocTi. CepTudikar
signosigHocTi/l E-cepTudikar BignosigHoCTi
€Bponeiicbkiii hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOrO cepTudpikaTa BifgnoBigHOCTI
abo BUNyYeHHs cepTudikara BifnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; gns BuxigHoro
matepiany/peareHTy/NpoOMKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BignoBigHOCTI
€Bponeiickbkili hapmakonei) - HoBuit cepTudikaT Ha
HecTepunbHuii A®|, akuii 6yae BUKOpUCTOBYBaTUCS
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n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1

AN BUPOBHMLITBA CTEPUIIBHOIO J1iKApCbKOro 3acoby,
AKLLO BOAA BUKOPUCTOBYETLCA Ha OCTaHHIX eTanax
CUHTE3y Ta MaTepiasl He BiflbHUiA Bif, 6akTepiasibHUX
€HA0TOKCUHIB - HoBMIn CEPNe R1-CEP 2006-263-
Rev 01 Big HoBOro BMpo6Huka Macco Organigues
S.R.O., Czech Republic ans kanbLito xnopuay
avrigpaty. 3miHn | Tuny: 3miHun 3 AkocTi. CepTudikar
BignosigHocTI/TE-cepTudpikat BignosigHoCTi
€Bponeiicbkiii hapmakonei/MmoHorpadii. MogaHHs
HOBOro abo OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI
abo BUNy4YeHHs cepTucpikata BigNoBiAHOCTI
€sponeiicbkili hapmakonei: gns A®I; ansa BUXigHOro
marepiany/peareHTy/npoMikHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; aAna
[OMNOMDKHOT peyoBuHY (cepTuddikaTt BifnoBIigHOCTI
€Bponeiicbkili hapmakonei) - HoBui cepTudikaT Ha
HecTepunbHuiA A®I, siknii 6yae BUKOPUCTOBYBAaTUCS
A5 BUPOOHULTBA CTEPUIIBHOTO NIKAPCLKOro 3acoby,
AKLLO BOAA BUKOPUCTOBYETLCA Ha OCTaHHIX eTanax
CMHTE3Y Ta MaTepian He BiflbHWiA Bifg 6akTepiasibHUX
€HA0TOKCUHIB - HoBUIA CEP Bif HOBOro BUpo6HMKa
EVONIK REXIM (NANNING) PHARMACEUTICAL
CO., LTD., China. Ne R1-CEP 2008-099-Rev 02 ans
rAiLMAyY. 3MiHy | Tuny: 3miHun 3 skocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
HOBOro abo OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI
ab0 BUNyYEHHs cepTudikaTa BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMikHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHMLTBI ADI; ans
[0MOMDKHOT peyoBUHU (CepTudikaT BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - HoBuit cepTudikat Ha
HecTepunbHuiA A®|, skmin 6yae BUKOPUCTOBYBAaTUCA
ANSA BUPOBHMLTBA CTEPUIBHOIO /liKapcbKoro 3acoby,
AKLLLO BOAA@ BUKOPUCTOBYETLCS Ha OCTaHHIX eTanax
CMHTE3Y Ta Matepias He BiflbHWiA Bif 6akTepiasibHUX
€H/ZI0TOKCUHIB - HoBMiA CEP Big EVONIK REXIM
(NANNING) PHARMACEUTICAL CO., LTD., China
Ne R1-CEP 2005-190-Rev 02 gnsi MeTIOHiHY. 3MiHu |
TMny: 3MiHK 3 AkocTi. CepTudikat BignosigHoCTI/TE-
cepTudikaT BignoBigHOCTI EBponeiichkili
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60
BWYYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; gns BuxigHoro
matepiany/peareHTy/NPoOMKHOIO NPOAYKTY, WO
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADI; Ans
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1

[OMOMDKHOT peyoBMHY (cepTudiikaTt BignoBigHOCTI
€Bponeiickbkili hapmakonei) - HoBuit cepTudikaT Ha
HecTepunbHuii A®I|, akuii 6yae BUKOPUCTOBYBATUCA
AN BUPOBHMLITBA CTEPUIBHOIO J1iKApCbKOro 3acoby,
AKLLO BOAA BUKOPUCTOBYETLCA Ha OCTaHHIX eTanax
CUHTE3y Ta MaTepiasl He BiflbHUiA Bif, 6akTepiasibHUX

€HJOTOKCUHIB - HoBUi CEP Bif, 3aTBEpAXEHOro

BMpo6HUuKa Kyowa Hakko Bio Co. Ltd., Japan ans
nisuHy auetaty Ne RO-CEP 2014-227-Rev 00. 3miHn

| TUNy: AgMiIHICTpaTMBHI 3MiHWU. BunyyeHHs
BUPOBHNYOT AiNbHUL (BKIHOYaoUM AinbHULI Ana Adl,
NPOMDKHOro NPOAYKTY abo roToBOro NikapcbKoro
3aco6y, AinbHNULi AN NPOBEAEHHS NaKyBaHHS,
BMPOGHMKA, BiANOBifa/IbHOrO 3a BUMYCK cepili, Micue
NpoBefeHHs1 KOHTPO/IIO cepii) abo nocTavyanbHUKa
BMXiQHOrO marepiasy, peareHTy abo JONOMDKHOT

PEYOBMHM (SKLLO 3a3HAYEHO Y [OCbE) - BunyyeHHA

BMpo6Huka Chemische Fabrik Lehrte, Germany gns
KanbLjto xiopugy aurigpaty. 3minu | Tuny:
AMIHICTpaTUBHI 3MiHW. BUy4YeHHs BUPOOHUYOT
AinbHUUI (BKIOYatoumn AinbHuui Ana A®l, npoMixHoro
npoaykTy abo roToBOro /likapcbKoro 3acoby,

OinbHULI ANS NPpOBeAEeHHSA NaKyBaHHS, BUPOOHUKA,

BiANOBIAA/ILHOIO 3a BUNYCK Cepiii, MicLe
NpoBefeHHS KOHTPO/IIO cepii) abo nocTavanbHuKa
BMXiZAHOro MaTepiany, peareHTy abo fOMNOMDKHOT
PEYOBUHM (SIKLLLO 3a3HAYEHO Y A0CLE) - BunyyeHHs
BMpo6Huka Merck KgaA, Germany ans marHito
xnopugy rekcarigparty. 3miHu | Tuny:
AAMIHICTPaTUBHI 3MiHW. BuyyeHHs BUPOGHUYOI
AinbHUUI (BkIoYatoum ainbHuui ana A®l, npoMixHoro
npoaykTy abo roToBOro fikapcbKoro 3acoby,

AiNbHULI ANA NPoBeAEHHSA NakyBaHHS, BUPOOHNKa,

BiANOBIAA/ILHOIO 3a BMMNYCK Cepiii, MicLe

NpoBeAeHHS KOHTPOIO cepil) abo noctavyanbHUKa

BMXiAHOro marepiany, peareHTy abo JONOMDKHOT

PEYOBMHM (SKLLO 3a3HAYEHO Y [OCLE) - BunyyeHHA

BMpo6Huka Chemische Fabrik Lehrte, Germany ans
HaTpitlo aueTary Tpurigpaty. 3minu | Tuny:
AAMIHICTPaTUBHI 3MiHW. BuyyeHHs: BUPO6HUYOI
OinbHUUI (BKNOYaoun AinbHULI ana APl npoMiXKHOTo
npoayKTy abo roToBOro ikapCbKoro 3acooy,

AiNbHULI A58 NpoBeAEeHHS NakyBaHHS, BUPOOHNKa,

BiANOBIAA/ILHOIO 3a BMUNYCK Cepiii, MicLe
NpoBefeHHs1 KOHTPO/IIO cepii) abo nocTayanbHUKa
BMXiQHOrO marepiasy, peareHTy abo JONOMDKHOT
PEYOBMHM (SIKLLIO 3a3HAYEHO Y AOCHE) - BUTYUYEHHSN
BMPO6HUYOI AinbHULi Ajinomoto Co. Inc., Japan
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1

(Kawasaki) (CEPNe R1-CEP 2000-234-Rev 01 ) ans
L-neiiumHy. 3MiHn | Tuny: 3miHn 3 skocTi. AdI.
Brpo6HMLTBO. 3MiHa BUPOOHMKA
BWXi4HOrO/MPOMIKHOro NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYIOTLCH Y BUPOGHMYOMY npoueci AdI,
abo 3miHa BNpOGHYKa (BKNoYarouu, ge HeobxigHo,
MicLie NpoBeAeHHS KOHTPOIO SkocTi) AdI (3a
BiJCYTHOCTI cepTudikaTa BignosigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepiXeHOMY [JOCbE)
(3anponoHoBaHWin BUPOBHMKA HANEXUTb [0 TiEl
camMoi BUPOBHMYOI rpynun NignpuemMcTs, WO i
3aTBEPAKEHNIA) - (BBEAEHHS HOBOT BUPOGHUYOT
OinbHWLI Ana BUpo6HMKa A®| A6/1y4HOT KUCNOTH
Kyowa Hakko Bio Co. Ltd., Japan ginbHuus Hofu
Plant. YTouHeHHs iHchopmalLii LWoA0 3aTBepKEHOI
BMPOGHMYOI AinbHuLi Ube Plant, AnoHis.
(3atBepoxeHo: Malic acid ( Kyowa, Ube, Japan);
3anponoHoBaHo: Kyowa Hakko Bio Co. Ltd.: Hofu
Plant 1-1 Kyowa cho J-747-8522 Hofu, Yamaguchi-
Pref; in addition to: Ube Plant 2548 Fujimagari J-755-
8501 Ube, Yamaguchi-Pref). 3minun | Tuny: 3miHu 3
AKocTi. [0ToBWiA Nikapcbkuii 3aci6. CTabinbHICTb.
3MiHa y TepMiHax npugaTtHocTi abo ymoBax
36epiraHHs roToBOro MikapcbKoro 3acoby (iHLi 3MiHM)
(JonoBHeHHS yMOB 36epiraHHs. 3aTBepKeHO:
«36epiraT npu Temneparypi He Buwe 25°C B
opuriHanbHili ynakoBLi; 3anponoHoBaHo: «36epiratu
npu Temnepatypi He Buuie 25°C. 36epirat dh1akoHm
B 30BHILLHII1 ynakoBLi A5 3axuCTy Big Aii ceitna. He
3aMOpOoXyBaTu.»). BBeieHHs 3MiH NpoTArom 6
MicsLIB nicns 3aTBepAKeHHs. 3MiHu | Tuny:
AMIHICTPaTUBHI 3MiHU. BUy4YeHHs BUPOBHUYOT
AinbHUUI (BKIOYatoumn AinbHuui Ana A®l, npoMixHoro
npoaykTy abo roToBOro /likapCbKoro 3acoby,
OiNbHULI ANS NPOBefEeHHSA NaKyBaHHS, BUPOOHUKA,
BiANOBIAA/ILHOIO 3a BUNYCK Cepiid, MicLe
NpoBefEeHHS KOHTPO/TIO cepii) abo nocTavanbHuKa
BMXiZAHOro MaTepiany, peareHTy abo fOMNOMDKHOI
PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCLE) - BUTYUYEHHS
BMPOGHMYOI ainbHNLi Kyowa Hakko Bio Co. Ltd.,
Japan (CEPNe R1-CEP 1999-190-Rev 01 ) ans L-
acnapariHoBoi KUCnotn. 3MiHu | Tuny: 3MiHK 3 AKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTuddikat
BiANOBIAHOCTI EBpONEeichkili
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI abo
BU/TyYEHHS cepTudikaTa BifnoBigHOCTI
€Bponevicbkivi hapmakonei: anst A®l; ansa BuxigHoro
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

marepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; aAna
[OMNOMDKHOT peyoBuHY (cepTuddikaTt BifnoBIigHOCTI
€Bponeiicbkii hapmakonei) - OHOBNeHWi
cepTudikaT Bif, yXe 3aTBepAXeHOro BUPo6bHUKa-
oHosrieHHss CEP gns L-nponiny Big Kyowa Hakko
Bio Co. Ltd., Japan (3atBepgxeHo Ne R1-CEP 1999-
018-Rev 02; 3anpornoHoBaHo: R1-CEP 1999-018-Rev
03). BigbyBaeTbca BBeA€HHS [0AATKOBOI Aj/TbHUL
BMpo6HuuTBa Hofu Plant 1-1 Kyowa cho J-747-8522
Hofu, Yamaguchi-Pref go 3atBepgpxeHoi Ube Plant.
3MiHu | TUNYy: AgMIHICTPaTVBHI 3MiHW. BunyyeHHs
BMPOGHWYOT AinbHUL (BKIHOYAouU AinbHuui ans Adl,
NPOMIXHOro NPOAYKTY abo roToBOro Nikapcbkoro
3aco6y, AinbHNULi AN NPOBELEHHS NaKyBaHHS,
BVMPOGHMKA, BiANOBiAaIbHOTO 3a BUMYCK Cepil, Micue
NpoBeAeHHs KOHTPOI0 cepil) abo noctavyanbHUKa
BMXiAHOro marepiany, peareHTy abo JONOMDKHOT
PEYOBUHM (SIKLLIO 3a3HAYEHO Y JOCHE) - BUTYUYEHHS
BMPO6HMYOI AinbHULi Ajinomoto Co. Inc., Japan
(North Carolina plant, USA) (CEPNe R1-CEP 1998-
122-Rev 01 ) gns L-isoneiumny

114.

KAMNEUMBEKC
150

TabneTku, BKPUTI
N/1iBKOBOKO 060/10HKOI0,
no 150 mr no 10
Tabnetok y 6nictep; no
3, 6 abo 12 6nicTepiB y
KapTOHHI Kopo6Lyi

Akkopg Xenckea
Nimiten

Benvka
Bputanis

BUPOBHUK
BiANOBIAaIbHNI 3a
BUMYCK Cepii:
Akkopg, Xenckea
NimiTea, Benuka
BpuTaHis;
nepBuHHe Ta
BTOPVHHE
nakyBaHHS:
Akkopg, Xenckea
NimiTea, Benuka
BpuTaHis;
BUPOBHULTBO
roTOBOro
nikapcbKoro
3acoby, nepBuHHe
nakyBaHHs,
BTOPVHHE
nakyBaHHs,
KOHTPO/1b SKOCTI
cepii: IHTac
dapmacbioTikan3
Nimiten, IHAis;
BMPOGHMLTBO
roToBOro
niKkapcbKkoro

Benuka
Bputanis/
IHais

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHu | TUNy - nogaHHs Hoeoro Ceptudikaty RO-CEP
2015-325-Rev 00 ana A®Il KaneuutabiH Big Bxe
3aTBEPAXEHOr0 BUPOGHUKA

3a
peyenmom

UA/14799/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

3acoby, nepBuHHe
Ta BTOPWHHE
nakyBaHHS,
KOHTPO/b SIKOCTI
cepil
(anbTepHaTuBHUIA
BMPOGHUK): IHTaC
dapmacbioTikans
Nimitea, IHaia

115.

KANEUWBEKC
150

TabneTkun, BKpUTI
nNiBKOBOI 060/10HKOIO,
no 150 mr no 10
TabneTtok y 6nictepi; no
3, 6 abo 12 6nictepiB y
KapTOHHI Kopo6Lyi

Akkopg Xenckea
NimiTen

Benuka
BpuTaHis

BMPOGHMK
BiANoBigabHUI 3a
BUMYCK Cepii:
Akkoppa Xenckea
NimiTen, Benuka
BpuTaHis;
nepBuHHe Ta
BTOPVHHE
nakyBaHHs:
Akkoppa Xenckea
NimiTen, Benuka
BpuTaHis;
BMPOGHMLTBO
roToBOro
nikapcbkoro
3acoby, nepBuHHe
nakyBaHHs,
BTOPUHHE
nakyBaHHS,
KOHTPO/b SKOCTI
cepii: IHTac
dapmacbloTikans
Nimites, IHAis;
BMPOGHMLTBO
roToBOro
nikapcbKoro
3acoby, nepBuNHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTPO/1b SKOCTI
cepii
(anbTepHaTUBHWIA
BMPOGHUK): IHTaC
dapmacbloTikans
NimiTes, IHAisA

Benuka
BpuTaHis/
IHais

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis:
3MiHu | TUNy - nogaHHA HoBoro CEP Big Bxe
3aTBEPKEHOr0 BUPOBHYKA. 3anponoHOBaHO:
BMPOGHUK gjtoyoi pevosunHu: CEP RO-CEP 2014-332-
Rev 00. BBegeHHA 3MiH NPOTArom 6-Tu micauis
nicns saTBepAKeHHsA

3a
peyenmom

UA/14799/01/01

116.

KAMNEUMBEKC
500

TabneTkn, BKPUTI
NNiBKOBOI 060JIO0HKOH,
no 500 mr no 10
TabneTok y 6aictepi, no

AKKopp, Xenckea
Nimiteq

Benvka
BpuTaHis

BiANOBIAaIbHNI 3a
BUNYCK Cepil:
Akkoppg, Xenckea
JNimiTea, Benuka

Benuvka
BpuTanis/
IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
3MiHu | TUNY - nogaHHA Hosoro Ceptudikaty RO-CEP
2015-325-Rev 00 ana A®l KaneuntabiH Big BXe
3aTBEPKEHOr0 BUPOBHMKA

3a
peyerimom

UA/14799/01/02
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Ymosu

Homep

n/n

Hassa
JliKapcbKo20

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

BionyckKy

peecmpayiliHo2o
nocsioYeHHs

3acoby

3, 6 abo 12 6nicTepiB y
KapTOHHI Kopo6Lyi

BpuTaHis;
nepBuHHe Ta
BTOPVHHE
nakysaHs: AKKOp/,
Xenckea Jlimites,
Benuka bputaHis;
BMPOGHMLTBO
roToBOro
nikapcbkoro
3acoby, nepeuHHe
nakyBaHHs,
BTOPVHHE
nakyBaHHs,
KOHTPO/b SKOCTI
cepii: IHTac
dapmacbloTikans
NimiTen, IHAjs;
BMPOGHMLITBO
roToBOro
nikapcbKoro
3acoby, nepBuMHHe
nakyBaHHs,
BTOPVHHE
nakyBaHHs,
KOHTPO/b SIKOCTI
cepil
(anbTepHaTUBHUIA
BMPOGHUK): IHTac
dapmacbioTikans
Nimitea, IHaia

3a

UA/14799/01/02

117.

KANEUWBEKC
500

TabneTku, BKpUTI
nNiBKOBOI 060/10HKOIO,
no 500 mr no 10
TabneTtok y 6nictepi, no
3, 6 abo 12 6nictepiB y
KapTOHHI Kopo6Lyi

Akkopg Xenckea
NimiTen

Benuka
BpuTaHis

BignoBigabHWiA 3a
BMNYCK cepil:
AkKopp, Xenckea
NimiTen, Benuka
BpuTtaHis;
nepBuHHe Ta
BTOPVHHE
nakyBaHs: AKKOp/,
Xenckea Jlimitea,
Benuka bBputaHis;
BUPOBHULTBO
roToBOro
nikapcbKoro
3acoby, nepBrHHe
nakyBaHHs1,
BTOPVHHE
nakyBaHHs,

KOHTPO/1b SKOCTI

Benuka
BpuTaHis/
IHais

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis:
3MiHu | TUNy - nogaHHA HoBoro CEP Big Bxe
3aTBEPKEHOr0 BUPOBHYMKA. 3anponoHOBaHO:
BMPOGHUK gitoyoi pevoBunHu: CEP RO-CEP 2014-332-
Rev 00. BBegeHHA 3MiH NPOTArom 6-Tu micauis
nicns saTBepAKeHHsA

peyenmom
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
cepii: IHTac
dapmacbioTikan3
Nimiten, 1HAis;
BMPOGHMLTBO
roToBOro
nikapcbkoro
3acoby, nepeuHHe
nakyBaHHs,
BTOPUHHE
nakyBaHHs,
KOHTPO/b SKOCTI
cepii
(anbTepHaTUBHWIA
BUPOGHUK): IHTac
dapmacbioTikan3
NimiTeq, IHAjs

118. KAPBOJIOHI® NOPOLLIOK OpasibHUiA No 5 TOB "BAJTAPTIH YkpaiHa TOB "BANIAPTIH YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK 6e3 UA/0945/01/01
r, no 5 ry nakeri; no 30 PAPMA" PAPMA" | TNy - AOMiHICTpaTMBHI 3MiHU. 3MiHa peyenma
nakeTiB y nauuj 3 HalimeHyBaHHS Ta/abo agpecu MicLsa NPoBamXeHHS
KapTOHY [isnbHOCTI BUpoBHUKa/iMnopTepa rotoBoro

NiKapcbKoro 3acoby, BKAOYAKUN Ai/TbHULi BUNYCKY
cepii abo micLe NpoBefEeHHST KOHTPOSTIO SKOCTI.
(aisnbHICTb, 3a Ky BigNoOBiAaE BUPOOHUK/iMNopTep,
BK/IHOYAK0UM BMMYCK Cepiid) 3MiHa agpecy BUPO6HMKa
TOB "BAJIAPTIH ®APMA", 6€3 3MiH1 Micus
BUPOGHUUTBA. 3MiHM | TUNY - AOMIHICTPATUBHI 3MiHW.
3miHa HalimeHyBaHHS Ta/abo agpecu 3asiBHUKA
(BNacHvka peecTpauiiHoro nocBigyeHHs)) 3MiHa
afpecu 3asBHUKA.

119. | KIPUH NOPOLLIOK ANS CyCrneHsii Megokemi N1TA Kinp Megokemi IT], Kinp/ Itanisa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiasis: 3MiHN 3a UA/6669/01/01
onsiH'ekuiino 2r; 1 (AMNynbHUIA Il Tny - 3MiHK Woao 6e3nekn/eteKTUBHOCTI Ta peyenmom
(h1aKoH 3 MOPOLLKOM Y IH eKLiHWiA hapmakoHarnagy. BHeceHHs abo 3miHa(u) o
KOMMNEKTi 3 3aBog), Kinp 3000B'A3aHb Ta YMOB BMAadi peecTpauiitHoro
PO3YMHHWUKOM MO 3,2 M NabopaTopio NOCBIAYEHHS, BKtoYatoun MnaH ynpasniHHA
B amnyni ITaniaHo Biokimiko pusnKamm (3acTocyBaHHS 3MiH(1), ski(a)

(bakTepiocTaTnyHa BOAa dapmacbloTiko BMMaralTb(€) NOAAIbLIOTO 06IPYHTYBaHHS HOBMMM
ONs iH'EKLR 3 Nizathapma [,00aTKOBMM AaHVMK, WO MaloTb HagasaTucs
6€H3MN0BUM CnMPTOM, 9 C.N.A., Itanisa KOMMETEHTHUM OPraHoM, OCKi/IbKM BUMaraeTbcs
mr/mn) y 6nictepi; no 1 CyTTEBA OLjiHKa KOMNETEHTHNM OpPraHomMm) -
6nicTepy B KOpo6Li BrKoHaHHSA 3060B'A3aHb BiANOBIAHO A0 MiANYHKTY 2.3
NyHKTY 2 gogatky 15 no MNopsiaky nposefeHHs
eKCnepTn3n peecTpaliiiHnX MaTepiasiiB Ha nikapcbki
3acobu, L0 NoAaloTbCA Ha flepXaBHy peecTpadiiio
(nepepeecTpalilo), a Takox ekcnepTusn matepianis
Npo BHECEHHS 3MiH [0 peecTpauiliHnx matepianis
NpOTAroMm fii peecTpauiiHoro NocBig4YeHHs,
3aTBepmKeHoro Hakaszom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
120. | KOHTPO/IOK® NOPOLLIOK A5 PO3UNHY Takepa M'm6X HimeuunHa BMPOGHMLTBO 3a HimeuunHa/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/0106/02/01
ans iH'exuii no 40 wr, 1 NOBHWM LK/IOM: ITania/ 3MiHK | TUNy - 3MiHK Woao 6e3nekn/edheKTUBHOCTI Ta peuyenmom
dh1akoH 3 NOPOLLKOM Y Takepa Mm6X, MopTyranis thapmakoHarnagy. BeegeHHsa abo 3miHu o
KapTOHHI Kopo6Lyi HimeuyuunHa; y3arasibHeHVX AaHnx Npo cuctemMy chapmakoHarnsgy
BMPOGHMLITBO (BBEAEHHSA Y3araslbHEHVX A@HWX NPO cucTeEMyY
Hepo3dg)acoBaHol hapMakoHarnsay, 3amMiHa yrnoBHOBaXeHOT 0cobu,
npoayKuii, BiANOBIAA/IbHOI 3a 34iiCHEHHA dhapmakoHarnsgy;
nepBuHHe KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHuKa AN
nakyBaHHs: 3pjiicHeHHs hapmakoHarnagy B YkpaiHi, K0 BOHa
MaTeoH ITania BiAMiHHa BiJ YNOBHOB&XeHOi 0C06M, BiANOBIAA/IbHOI
C.N.A., ITanis; 3a 3[jlicHeHHs hapMakoHarnsay (Bkioyakun
Baccepbyprep KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
ApuHaiimiTTensse thaiina cuctemu hapmakoHarniagy) - 3miHa
pK F'M6X, KOHTaKTHOT 0c0o6M, BifgnoBigansHoi 3a
HimeuunHa; Xikma hapmakoHarnsg; nponoHoBaHa pefakuis -
dapmacbloTika CamoHeHko MapuHa BonogumupiBHa. 3miHa
(NopTyranis), KOHTaKHWX AaHNX KOHTaKTHOI 0cO6U, BiANOBIAa/IbHOI
C.A,, MNoprtyranis 3a (papmakoHarnag
121. | KOHTPO/OK® Tabnetkun Takepa M'm6X HimeuyunHa BMPOGHMLTBO 3a HimeuyunHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/0106/01/02
racTpope3nCTEHTHI Mo NOBHWM LK/IOM: 3MiHK | TUNy - 3MiHK Woao 6e3nekn/edheKTUBHOCTI Ta peuyenmom
20 wr; no 14 TabneTok y Takepa M'M6X, thapmakoHarnsigy. BeegeHHs abo 3miHu go
6nicTepi; no 1 6nictepy micue y3arasibHeHVX AaHnX Npo cuctemMy chapmakoHarnsgy
B KapTOHHIi1 kopobui BMpPOBOHULTBA (BBELEHHSA y3araslbHEHUX AaHUX NPO CUCTEMY
OpaHieHbypr, thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi ocobu,
HimeuumnHa; BiANOBIAA/IbHOI 3a 34iliCHEHHA hapmakoHarnsgy;
HaHeCeHHs KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHuKa AN
NOKpUTTA Ha aapa 3[jiCHEeHHs hapmakoHaragy B YKpaiHi, AKLO BoHa
TabneTok: BiAMiHHa BiJ YNOBHOBaXeHOi 0co6M, BiANOBIAA/IbHOI
ApsaHc ®apma 3a 34ilicHeHHA dhapmakoHarnsagy (Bkaovaum
'mM6X, HimeyunHa KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemu papmakoHarnisgy) - 3miHa
KOHTaKTHOT 0c0o6M, BignoBigansHoI 3a
thapmakoHarnsj; NponoHoBaHa pefakuis -
CamoHeHko MapuHa BonogumupisHa. 3MiHa
KOHTaKHUX laHUX KOHTaKTHOI 0co6M, BignoBiganbHol
3a (hbapmakoHarnag
122. KCANATAH® Kpansni O4Hi, po34nH Mdpaiizep IHK. CWA Mdpaiizep Benbris BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu 3a UA/11617/01/01
0,005 % no 2,5 mny MeHo ek ypUHr | Tuny - 3MiHK 3 siKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. peuyenmom
nonieTuaeHoBomMy Benbria HB CucTtema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3miHa

hnakoHi; no 1 dpnakoHy
B KapTOHHIi1 kopobu,i

PO3Mipy ynakoBKu roTOBOrO NiKapCbKoro 3acoby
(BUNYYEHHS YNakoBK1 NEBHOrO Po3mipy)
BunyuerHs ynakoBok Ne3 Ta Ne3 (1x3) (Mo 1
h1aKoHy B KapTOHHI kopobLi, N0 3 KAPTOHHI
KOpPOGKM, ynakoBaHi pa3oM y KapTOHHY KOpPOOKy Ta no
3 thnakoHn B KapTOHHIN kopobLi.) 3MiHa BHOCUTLCS Y
3B'A3KY i3 NPUAHATUM MapPKETUHIOBUM PiLLEHHSM.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPAKEHHS.
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
123. | KCANONTUK Kpani o4Hi, po3uuH, 50 dapmaueBTUYHNI Monbwa BMPO6HMUTBO 13, MNisoeHHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/13410/01/01
MKr/MA no 2,5 Mny 3aBog nepBuHHE Kopes/ 3MiHK | TUNy - 3MiHK Woao 6e3nekn/edheKTUBHOCTI Ta peuyenmom
hnakoHi 3 "Monbapma” C. nakyBaHHs, MonbLya thapmakoHarnagy. BeegeHHsa abo 3miHu o
KpanenbHuueto; no 1 A. KOHTPO/b SIKOCTI: y3ara/lbHeHUxX JaHnx npo cuctemy hapmakoHarnsgy
hnakoHy 3 TaexyH ®APM. (BBELEHHSA y3araslbHEHUX AaHUX NPO cUCTeMy
KpanesibHuLEel B Ko. NlTg, NiBaeHHa thapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi ocobu,
KapTOHHI Kopo6Lyi Kopesi; BTOpuHHE BiANOBIAA/IbHOI 3a 34iiCHEHHA dhapmakoHarnsgy;
nakyBaHHs, KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHuKa AN
KOHTPO/Ib AKOCTI 3pjiicHeHHs hapmakoHarnagy B YkpaiHi, K0 BOHa
N3 Ta Bunyck BiAMiHHa BiJ YNOBHOB&XeHOi 0C06M, BiANOBIAA/IbHOI
cepii: 3a 3[jlicHeHHs hapMakoHarnsay (Bkioyakun
dapmaveBTUYHUIA KOHTaKTHI faHi) Ta/abo 3MiHM Yy pO3MiLLieHHi MacTep-
3aBofg thaiina cuctemu hapmakoHarniagy) - 3miHa
"Monbhapma” C. KOHTaKTHOI 0co6MU, BiANOBIAa/IbHOI 3a 34iACHEHHS
A., Monbla thapmakoHarnagy: MNponoHoBaHa pefakuis -
TaHacoBa 3opsiHa MukonaiBHa. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0co6w, BiANOBIAaILHOI 3a
3AjlicCHeHHs hbapMakoHarnsay
124. | KCANONTUK Kparni o4Hi, po34uH No dapmaueBTUYHMI Monbwa BMPO6HMLTBO 13, MNisoeHHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/13411/01/01
KOMBI 2,5 Mn y donakoHi 3 3aBog nepBuHHE Kopesi/ 3MiHK | TUNy - 3MiHK Woao 6e3nekn/edheKTUBHOCTI Ta peuyenmom
KpanesibHuLeto; no 1 "Monbthapma” C. nakyBaHHs, MonbLa thapmakoHarnsigy. BeegeHHs abo 3miHu go
abo no 3 chnakoHu 3 A. KOHTPO/b SIKOCTI: y3ara/lbHeHUx JaHnx npo cuctemy dpapmakoHarnsgy
KpanesbHuLelo B TaexyH ®APM. (BBELEHHSA y3araslbHEHUX AaHUX NPO CUCTEMY
KapTOHHI Kopo6Lyi Ko. NlTa, NiBaeHHa thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi ocobu,
Kopesi; BTOpuHHE BiANOBIAA/IbHOI 3a 34iliCHEHHA hapmakoHarnsgy;
nakyBaHHs, KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHuKa AN
KOHTPO/1b SKOCTI 3[jiCHEeHHs hapmakoHaragy B YKpaiHi, AKLO BoHa
N3 Ta Bunyck BiAMiHHa BiJ YNOBHOBaXeHOi 0co6M, BiANOBIAA/IbHOI
cepi: 3a 3[jlicHeHHs hapMakoHarnsay (Bkioyakun
dapmaueBTUYHNI KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLieHHI MacTep-
3aBopg thaiina cuctemu papmakoHarnisgy) - 3miHa
"Monbhapma” C. KOHTaKTHOI 0co6MU, BiANOBIAa/IbHOI 3a 34iiCHEHHS
A., Monba thapmakoHarnagy: MNponoHoBaHa pefakuis -
TaHacoBa 3opsiHa MukonaiBHa. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI ocobu, BiANOBIAa/IbHOI 3a
3[jiCHEHHs hapmMakoHarisay
125. | JIASO/IBAH® Tabnetku no 30 mr, no TOB "CaHodi- YkpaiHa BepiHrep Ipeuis BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 6e3 UA/3430/03/01
10 TabneTok y 6nicTepi; ABeHTIC YKpaiHa" IHrenbxaiim Ennac 3MiHK |l TRy - 3MiHW 0 IHCTPYKLUIT ANA MeANYHOro peuenma
no 2 a6o no 5 6nictepis AE. 3acTocyBaHHA A0 po3inis "®apmakonoriyHi
Y KapTOHHIli KOpoo6Li BnactmsocTi”, "MpoTunokasaHHs", "OcobnBOCTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHA Ta 403Kn",
"Mo6iuHi peakuji”. BBegeHHA 3MiH NPOTATromM 6-Tn
MicALiB Nicns 3aTBepPMAKEHHA
126. | NNAKTUHET®- TabneTku, BKPUTI BAT "leneoH YropwmHa BAT "l'eneoH YropwmHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/9036/01/01
PIXTEP NNiBKOBOI 060JI0HKOO, PixTep" PixTep" 3MiHK | TURy - 3MiHKM Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
no 0,075 wmr, no 28 thapmakoHarnsgy. BeegeHHs abo 3miHu o
TabneTtok y 6nictepi; no y3araJlbHeHNX AaHux Npo cuctemy dpapmakoHarnsgy
1 6nicTepy y nakeTi 3 (BBEAEHHSA y3araJlbHEHUX AAaHUX NP0 CUCTEMY
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
NaMiHOBaHOI thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0cobu,
antoMiHieBOT ponbru; no BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy;
1 a6o 3 nakeTu pa3om 3 KOHTaKTHOI 0co6M 3 thapmakoHarnsay 3asiBHuKa A1
KapTOHHUM CPYTNISSPOM 3[jiCHEeHHs1 hapmakoHaraay B YKpaiHi, AKLOo BoHa
ONA 36epiraHHsA BigMiHHa Bif, yNOBHOBaXeEHOI 0co6u, BignoBiganbHOI
6nictepa B KApTOHHIlA 3a 34ilicCHEHHA dhapmakoHarnsgy (Bkaovaun
ynaKkoBLi KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
(paiina cuctemu hapmMakoHarnsgy) - 3miHa
YNOBHOBaXXEHOT 0CO6MU, BiANOBiAaIbHOI 3a
3pjicHeHHs hapmakoHarisay: MponoHoBaHa
pegakuisa — Attila Olah, MD. 3MiHa KOHTaKTHUX AaHWX
YNOBHOBaXXEHOT 0CO6MU, BiANOBiAaIbHOI 3a
3fiicHeHHs1 chapmakoHarasagy
127. | NEBOAAP B/B po34nH Ana iHdpysiii, 500 | AAP ®APMA NTA CnonyyeHe €sponaiic IHAin BHECEHHS 3MiH [0 peecTpayjiiiHux maTepianis: 3MiHM 3a UA/16259/01/01
Mr/100 mn no 100 mny KoponisctBo Xentkeap lNBT. oo 6e3nekn/edhekTMBHOCTI Ta chapmakoHarnsgy. peyernmom
KOHTelHepi; no 1 nra. BBeaeHHs abo 3MiHM [0 y3arasibHeHVX AaHnX Npo
KOHTelHepy y nnisLji B cuctemy chapmakoHarnagy (BBefeHHs y3arasibHeHnX
KopoobUi LaHuX Npo cuctemy hapmakoHarnsgy, 3miHa
yMOBHOBaXeHOI 0cobu, BignosiganbHOT 3a
3[iicCHEHHs1 hapMakoHarnsay; KOHTaKTHOI 0cobu 3
thapmakoHarnsgy 3asBHUKa ANs 34iCHEHHSA
hapmakoHarnsgy B YkpaiHi, SKWw0 BOHa BiAMiHHA Bif,
YNOBHOB&XEHOT 0CO6MU, BiANOBIAabHOI 3a
3[iicHeHHs hapmakoHarnsay (BK/IKUYauM KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3MmilLeHHi MacTep-daiina
cucTeMu hapmMakoHarnsgy) - 3MmiHa ynoBHOBaXKeHOl
0cobu, BigNoBiganbHOI 3a 34iCHEHHS
thapmakoHarnagy: fitoya pegakuyis — MNywkap Hagis
B’ssuecnasiBHa. NMponoHoBaHa pepakLisi — Bosk HOpiii
CepriioBnY. 3MiHa KOHTAKTHUX AaHWX
YMOBHOBaXEHOT 0co6U; 3MiHa 3asBHMKa (BNacHvKa
peecTpaLiiiHoro noceig4eHHs) (3rigHo Hakasy MO3
Bif 23.07.2015 Ne 460):
3 AHaHTa Megijkeap /1T4., Benuka BpuTaHis Ha AAP
SAPMA NTL, CnonyyeHe KoponiBcTBO
128. | NIEBO®JIOKCAL, | Tabnetku, BKpUTI TOB "TeBa YkpaiHa AkTasic /1T, ManbTa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/11952/01/01
WNH-TEBA NNiBKOBOI 060/I0HKOO, YkpaiHa" 3MiHu |l TNy - 3MiHK 3 AkocTi. AP, (iHLWi 3MiHK) - peuyenmom
no 250 mr no 5 TabneTok OHOBJ/IEHHS MacTep-haiiny Ha gjto4vy peyoBUHy
y 6nicTepi; no 2 nesodpnokcaluHy remirigpaT Big BupobHuka Mylan
6nicTepy B KApPTOHHIi 0o Bepcii MLL/LFX/001/03 February 2017
KopoobUi
129. | NNIEBO®J/IOKCAL, | Tabnetku, BKpUTI TOB "TeBa YkpaiHa AxTasic /1T, ManbTta BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/11952/01/02
NH-TEBA NNiBKOBOI 060/I0HKOIO, YkpaiHa" 3MiHu | Tuny - 3MiHK 3 AkocTi. AP, (iHLWi 3MiHK) - peyernmom

no 500 mr no 5 TabneTok
y 6nicTepi; no 2
6nicTepy B KAPTOHHIl
KopoobUi

OHOBJIEHHS MacTep-haiiny Ha gjtovy peyoBUHy
nesocpnokcaluHy remirigpaT Big Bupo6Huka Mylan
0o Bepcii MLL/LFX/001/03 February 2017
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Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
130. | NETPO30/- TabneTkun, BKpUTI TeBa I3painb BVPOGHMLTBO, I3pains/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/13315/01/01
TEBA NNiBKOBOIO 060JIOHKOIO, dapmaLeBTikan nepBuHHe Ta YropwmHa 3MiHK | TUNY - 3MiHW [0 IHCTPYKLUIT 418 MeAnYHOro peuyenmom
2,5 mr, no 10 Tabnetok y IHpacTpi3 /T4, BTOPWHHE 3aCTOCyBaHHA y po3ainu: "B3aemogis 3 iHwWmmMn
6nicTepi; no 3 6rictepu nakyBaHHs, nikapcbknMn 3acobamu Ta iHWi BUAW B3aEMOSiin",
B KOpPOO6LU;j KOHTPO/b SIKOCTI, "Oco61BoCTi 3acTocyBaHHA", "Cnocib 3acTocyBaHHSA
BUMYCK Cepili: Ta gosun" (iHdopmauisa 3 6e3nekn), "MepenosysaHHs",
TeBa "Mo6iuHi peakwyi" BigNOBIAHO A0 OHOBEHOT
$apmaueBTikas iHbopmawii 3 6e3neku Ajtoyoi pevoBuHY. BBegeHHs
IHpacTpis N14., 3MiH npoTarom 3-x MicALiB NicnsA 3aTBepPAKeHHA
13painb; nepBuHHe
Ta BTOPWHHE
nakyBaHHs,
KOHTPO/b IKOCTI,
BUMNYCK cepiii: AT
dapmaveBTUYHNIA
3asofg TEBA,
YropLmHa
131. NIBEN® kancynu, no 200 mr no TOB "BAJTAPTIH YKpaiHa BUPOOGHMLTBO, YkpaiHa BHECEHHS 3MiH 40 pPeeCTpaLiliHNX MaTepiasis: 3MiHK 3a UA/10583/01/01
10 kancyn y 6nicTtepi; no PAPMA" nepBuHHE Ta | TNy - AAMiHICTpaTVBHI 3MiHU. 3MiHa peyenmom
5 abo 10 6nictepiB y BTOPWHHE HalilMeHyBaHHs Ta/abo agpecy 3asiBHVKA (BlacHUKa
KapTOHHIN navuj nakyBaHHs, peecTpavuiiiHOro NoceigYeHHs) 3MiHa agpecu
KOHTPO/b AKOCTI: 3a8BHMKa. 3MiHW | TUMY - AOMiHICTPaTUBHI 3MiHW.
TOB 3MmiHa HalimeHyBaHHs Ta/abo agpecu Micus
"ACTPA®APM", NpoBaf)KEHHS AiSNIbHOCTI BUPOOHUKa/imnopTepa
YkpaiHa rOTOBOrO JlikapCbKOro 3acoby, BK/IOYaoUn AiNbHUL
BMNYCK cepil: BUNYyCKy cepii abo MicLie NpoBeAEeHHS KOHTPO/IHO
TOB "BANIAPTIH AKOCTI. (AIANbHICTb, 3a AKy Bignosigae
DAPMA", BMPOGHMK/IMNOpTEp, BK/IOYAUM BUMYCK Cepiid)
YkpaiHa 3MiHa agpecu Bupo6Huka TOB "BANTAPTIH ®APMA",
6e3 3MiHn Micua BUpo6GHMLTBa. BBEAEHHS 3MiH
npoTsArom 3-x MicsALiB Nicais 3aTBEepAKEHHS.
132. | NINCTEP Kpem 5% no 5 ry Ty6i; MAT "®apmak” YkpaiHa MAT "dapmak” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHiX maTepianis: 3MiHU 6e3 UA/1325/01/01
no 1 Ty6i y nayui 3 | TNy - AOMiHICTpaTMBHI 3MiHU. 3MiHa peyenma

KapToHy

HaliMeHyBaHHA Ta/abo afpecy MicLs NPOBaKEHHS
AisnbHOCTI BUpoBHUKa/iMnopTepa roToBoro
NiKapcbKoro 3acoby, BKAOUAKUM Ai/TbHULi BUNYCKY
cepii abo micLie NpoBeAEeHHS KOHTPOJHO SKOCTI.
(aisnbHICTb, 3a AKy BignNoBiAae BUPOBGHUK/iMNopTep,
BK/IO4A0UM BUMYCK Cepild) -
3MiHa agpecu Bupo6bHuka M3 MNAT «dapmMak» 3
IOPUANYHOIT Ha hakTUYHY, 6e3 3MiHM MicLA
BMPOGHMLTBA.

BBefeHHA 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPKEHHS;
3MiHM | TRy - 3MiHK WoAo 6e3nekn/edpekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
3MiHV B MapKyBaHHi. OHOB/IEHHS BXe
3aTBEPA)KEHOro TeKCTy MapKyBaHHA MNepBUHHOT Ta
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
BTOPVHHOT YNakoBokK J13.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPKEHHS
133. | NNIPUKA kancynv no 150 mr no Mdpaiizep IHK. CLIA Mdpaiizep HimeuyunHa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/3753/01/02
14 xancyn y 6nictepi; no MeHo ek ypUHr 3MiHK | TUny - 3MiHK 3 AkocTi. APl Cuctema peuyenmom
1 a6o no 4 6nictepu B [Jonuneng rmeX KOHTeliHep/3akynoptoBaibHWii 3aci6. 3miHa y
KapTOHHiI kopobuj; no 6e3nocepeHiit ynakosui APl - BHECEHHS 3MiH A0
21 kancyni 'y 6nictepi; peecTpauiiiHux MaTepiasiiB Ha nikapcbki 3acobu p.
no 1 a6o no 4 6nictepn 3.2.S.6. Cnctema KoHTelHep/3akynoproBasibHUiA
B KapTOHHIil kopobu,i 3aci6b - 3MiHV Yy BTOPMHHIA YNakoBL,i Aito40i pe4oBUHM
Mpera6aniH, 63 3MiHW NePBUHHOTO NaKyBaslIbHOIO
marepiany
134. | NNIPUKA Kkancynv no 75 mr no 14 Mdpaiizep IHK. CWA Mdpaiizep HimeyunHa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/3753/01/04
Kancyn y 6nictepi; no 1 MeHo ek ypUHr 3MiHK | TNy - 3miHK 3 AkocTi. APl Cuctema peuyenmom
abo no 4 6nictepu B [onunena MrmexX KOHTeliHep/3akynoptoBanbHWii 3aci6. 3miHa y
KapTOHHiI kopobuj; no 6e3nocepeHiit ynakosui APl - BHECEHHSA 3MiH A0
21 kancyni 'y 6nictepi; peecTpauiiiHux maTepiasiB Ha nikapcbki 3acobu p.
no 1 a6o no 4 6nictepn 3.2.S.6. Cnctema KoHTelHep/3akynoproBasibHUiA
B KapTOHHIi1 kopobu,i 3aci6b - 3MiHV Y BTOPUHHIA yNakoBL,i Aito40i pe4yoBUHM
Mpera6aniH, 63 3MiHWN NePBUHHOTO NaKyBaslIbHOrO
marepiany
135. | NIIPUKA kancynu no 50 mr no 21 Mdpaiizep IHK. CWA Mdpaiizep HimeyunHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/3753/01/05
Kancyniy 6nictepi; no 1 MeHtohekuypuHr 3MiHM | Tuny - 3MiHK 3 akocTi. A®l. Cuctema peyenmom
a6o no 4 6nictepu B [Loliuneng M6 X KOHTeliHep/3akynoptoBasibHNIA 3aci6. 3miHa y
KapTOHHI Kopo6Lyi 6e3nocepeHiit ynakosui A®| - BHECEHHSA 3MiH A0
peecTpauiiiHux MmaTepiasiB Ha nikapcbki 3acobu p.
3.2.S.6. Cuctema KOHTelHep/3aKynopoBasibHUIA
3aci6b - 3MiHV Y BTOPWHHIlA yNakoBL,i Aito40i pe4yoBUHM
Mpera6aniH, 6€3 3MiH1 NePBUHHOIO NaKyBasIbHOro
marepiany
136. | JNIPUKA kancysnu no 300 mr rno Mdpaiizep IHK. CWA Mdpaiizep HimeyunHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/3753/01/06
21 kancyni y 6nictepi; MeHtohekuypuHr 3MiHM | Tuny - 3MiHK 3 akocTi. A®l. Cuctema peyenmom
no 1 a6o no 4 6nictepn [Lonuneng MrmeX KOHTeliHep/3aKyrnoptoBaibHWii 3aci6. 3MiHa y
B KapTOHHIi1 kopobui 6e3nocepeHiit ynakosui APl - BHECEHHSA 3MiH A0
peecTpauiiiHux MaTepiasiiB Ha nikapcbki 3aco6u p.
3.2.S.6. Cnctema KoHTelHep/3akynoproBasibHUIA
3aci6b - 3MiHV Y BTOPUHHIlA yNakoBL,i Aito4oi pe4yoBUHM
MperabaniH, 6e3 3MiH1 NEPBUHHOIO NaKyBas/IbHOro
marepiany
137. | NIOPAKCUM NOPOLLIOK [/151 PO3YUHY Ekcip IpaH Ekcip IpaH BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/8164/01/01
A8 iH'ekui no 500 mry PapmacbloTukan dPapmacboTukan 3MiHM | TMNY - NoAaHHA HOBOro cepTudikaTy peyenmom
chnakoHax Ne 1 Komnai Komnawi BiAgnoBigHOCTI EBponeiickkin hapmakonei R1-CEP
2003-005-Rev 02 Big, HOBOro BUPOGHUKA
138. | IOPAKCM NMOPOLLIOK A/151 PO3UUHY Ekcip IpaH Ekcip IpaH BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/8164/01/02
Ons iH'ekuii no 1000 mr PapmacbloTukan dapmacbioTukan 3MiHuW | TUNY - NOA4aHHA HOBOTO cepTudikaTy peyenmom
y thnakoHax Ne 1 Komnawi Komnawi BignoBigHOCTI EBponeiickkilt hapmakonei R1-CEP
2003-005-Rev 02 Big HOBOro BUpOGHMKa
139. NNOCAPTAH NopoLLOoK (cy6CTaHLjis) y TOB "KYCYM YKpaiHa Bacyaxa ®apma IHAjs BHECEHHS 3MiH 10 peecTpaLiiHux maTtepianis: - UA/16317/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
KAMIO noAagiiHNX PAPM" Xewm Nimiteq, 3MiHM | TUNY - 3MiHa y MeTogax BunpobyBaHHA Ad|
nonieTuneHoBmx abo BMXigHOro Martepiany/npomiKHOro
naketax gns NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y NPOLIECI
thapmaueBTUYHOro BMPOGHMLTBA AD| - HE3HAYHI 3MiHM Y MeToaML
3acToCyBaHHS BUNPOOBYBaHHSA 3a NokasHukoM «MikpobionoriyHa
yucToTar. MNpuBeaeHHs MeToAy KOHTPOSIO Y
BiANOBIAHICTb 4O OHOB/IEHOI AOKYMeHTaLl, HagaHoi
BMPOGHMKOM A®I; 3miHM | TUNy - 3MiHa y NapameTpax
cneyudikauin Ta/abo AonyCTUMUX MEX, BUSHAUYEHNX
y cneuudikayisx Ha A®l, abo BUXiZHWNIA/MPOMIKXHWIA
npoayKT/peareHT, Lo BUKOPUCTOBYIOTHLCS Y NpoLeci
BMPOGHULTBA AP - NpUBEAEHHSA KpUTEPIIB
MPUIAHATHOCTI Y cneuudikauii 3a NoKasHUKOM
«Mikpob6ionoriyHa yucToTa» y BifgnoBigHICTb A0
BMMOr € filo4oro BuAaHHA
140. | NOBEPIC® NOPOLLIOK A1 PO3UNHY Apec TpeligiHr LLiBeiuapis Mepk CepoHo LBeiiuapis BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/0384/01/01
Ons iH’ekyin no 75 MO; C.A. C.A,, BigfineHHsa y 3MiHK | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuyenmom
Ne 1, Ne 3: 1 a6o 3 M. O60HH thapmakoHarnsigy. BeegeHHs abo 3miHu go
dpNakoHM 3 MOPOLLKOM Y y3ara/lbHeHUx JaHnx npo cuctemy dpapmakoHarnsagy
KomnnekTi 3 1 a6bo 3 (BBEAEHHSA Y3araslbHEHVX A@HUX NPO cucTeMy
thnakoHamu abo thapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi 0cobu,
amnynamm 3 BiANOBIAA/IbHOI 3a 34iliCHEHHA hapmakoHarnsgy;
PO3YMHHMKOM no 1 mn KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHuKa AN
(Boga ans iH'ekuin) y 34iicHeHHs hapmakoHarnsgy B YKpaiHi, KO BOHa
KOHTYPHIli YapyHKOBIi BiAMiHHa Bif YNOBHOBaXeHOi 0co6M, BiANOBIAA/IbHOI
ynakosLi; no 1 3a 3gjlicHeHHs chapMakoHarnsay (Bkioyakun
KOHTYPHI YapyHKOBIl KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
YNaKoBLji B KAPTOHHI thaiina cuctemu papmakoHarnisgy) - 3miHa
Kopo6ui; Ne 10: 5 YNOBHOB&XEHOI 0CO6U 3asBHMKa. [ponoHoBaHa
(h/1aKOHIB 3 MOPOLLKOM Y pepakuis — CabiHa Xakenb/Sabine Hackel. 3miHa
KOMMJIEKTi 3 5 KOHTaKTHOI 0CO6U 3asBHMKA. [TponoHoBaHa
thnakoHamun abo pefakuis: OneHa PocTokiHa. 3MiHa KOHTaKTHUX
amnynavu 3 [AaHVX YNOBHOB&XEHOI 0CO6U. 3MiHa KOHTaKTHUX
PO3UYNHHUKOM Mo 1 Mn [aHUX KOHTaKTHOI 0cobm
(Bofa Ans iH'eKUil) y
KOHTYPHIli YapyHKOBIi
YNaKoBLi; MO 2 KOHTYPHI
YapyHKOBi YNakoBK/ B
KapTOHHI Kopo6Lyi
141. METANI3E® niodpinizat oNs po3ymHy BepiHrep HimeuyunHa BepiHrep HimeyunHa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/8168/01/01
Ons iH'ekuii no 10 000 IHrenbxanmv IHrenbxanm 3MiHKM | TUNy - 3MiHa NPUCTPOIB A5 BUMIpIOBaHHSA peyernmom
O/ (50 mr), 1 conakoH 3 IHTepHewHn M'veX dapma N'v6X i Ko. 0031 abo BBeAEHHA NiKapcbKoro 3acoby (AoAaBaHHsA
niodpinizatom Ta 1 KIr ab0 3aMiHa NpUCTPOIO, AAKMIA HEe € HEBI'EMHOI

LUNPWL, 3 PO34YUHHNKOM
no 10 mn (Boga Ans
iH'EKUIA) y KOMMeKTi 3i
CTepUIbHUM
nepexigH1UM NpUCTPoEM

YacTMHOK NEPBUHHOI YNakoBku) - MpuUCTpiid, akuii
mae CE-mapkyBaHHs - Homep CE 3amiHeHo 3 0473
Ha 0344 BHaCNifOK 3MiHN HOTU(DIKOBAHOrO OpraHy.
Bumorn Himeubkoro ctaHgapty EN 980: 2008-08 €
HeAincHUMK | 3aMiHeHi Ha BUMormn 1ISO 15223-1:2016
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
nns hnakoHa Ta
CTepubHOK
0/IHOPa30BOI0 rOJIKOI Y
KapPTOHHI Kopobui
142. METPOHIAA30/1 | Tabnetkn no 250 mr no NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu 3a UA/6538/01/01
10 TabneTok y "Nly6Hndhapm"”, "y6Hndhapm”, Il TMny - 3MiHKM WoA0 6e3nekn/edPeKTNBHOCTI Ta peuyenmom
6nictepax; thapmakoHarnsgy. BHeceHHsi abo 3miHa(v) fo
no 10 Tabnetok y 3060B'A3aHb Ta YMOB Buavi peecTpadiiHoro
6nicTepi; no 2 6nictepu noceigyeHHs, BkNoyaouy MNMnax ynpasniHHA
y mayui 3 KapToHy pu3ukamm (3aCTOCyBaHHS 3MiH(M), AKi(a)
B/MaratTb(€) NofanbLIOro 06r'pyHTyBaHHA HOBUMU
[04AaTKOBUM JaHVMK, L0 MaloTb HagasaTucs
KOMMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs
CyTTEBA OLLiHKA KOMMETEHTHUM OpPraHom) -
BrikoHaHHA 3060B'A3aHb BiAMNOBIAHO A0 MiANYHKTY
1.13 nyHkTy 1, nignyHkTy 2.3 NyHKTY 2 gogatky 15 no
MopsiaKy NPoBEeAEHHSA EKCNePTU3N peecTpauitHnux
marepianis Ha nikapcbki 3aco6u, WO NogalTbCA Ha
[epxaBHy peecTpauiio (nepepeecTpaLiio), a Takox
eKcrnepTm3n MaTepiasiiB Npo BHECEHHS 3MiH A0
peecTpauiiHnx matepianis NpoTArom il
peecTpauiiHoro NocBig4YeHHs, 3aTBEpPIKEHOr0
Haka3zom MO3 Big, 26.08.2005 Ne 426 (y peaakuii
Hakazy MO3 Big 23.07.2015 Ne 460).
143. METPOHIAA30/1 | KpuCTasliyHWiA NOPOLLIOK MpuBaTHe Ykpaina AAPTI OPAI3 IHais BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHK - UA/14308/01/01
(cy6eTaHuin) y akuioHepHe NIMITEL, | TMny - AAMiHICTpaTVBHI 3MiHW. 3MiHa
noABiliHNX nakeTax 3 TOBapUCTBO HaliMeHyBaHHS Ta/abo agpecu 3asBHUKA (BNacHUKa
nonietTuneHy ans “Nlekxim — Xapkis” peecTpauiiHoro Noceig4eHHs) 3MiHa HaliMeHyBaHHS
chapmav,eBTUYHOTO Ta afpecu 3asBHUKA
3aCTOCYyBaHHS
144. METPOHIAA30/1 | po3yvH Ans iHdysii, 5 MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepiasis: 3MiHK 3a UA/4079/02/01
-O0APHULA mr/mn; no 100 mn'y "papmaLeBTUYHa "dbapmaLieBThyHaA | Tny - 3miHKn 3 AKoCTi. FOTOBUIA Nikapcbkuii 3aci6. peyenmom
pNakoHi ipma "[apHuus” ipma "fapHuus” CTabinbHicTb. 3MiHa y TepMiHax NpuAaTHOCTI abo
noninponineHosomy, no ymMoBax 36epiraHHs roToBOro Nikapcbkoro 3acoby
1 chnakoHy y nauu; no (36inbLUEHHs TEPMiIHY NPUAATHOCTI FOTOBOrO
100 mn y chrnakoHax nikapcbKkoro 3acoby) - 15 TOproeoi ynakoBKu
(nigTBEPAXKYETHCA AAHNMU PEA/TLHOTO Yacy) -
36iNbLUEHO TepMIH npuaaTHocTi M3
3arBepOKeHo: 2 poku 3arnpornoHoBaHoO: 3 PoKK
BBefeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPKEHHS;
3MiHK | TURy - 3MiHKM Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwWi 3MiHW) - 3MiHX B TEKCTI
MapKyBaHHA NepPBUHHOT Ta BTOPUHHOI YNaKOBKU.
BBegeHHs 3MiH MpoTAroM 6-Tu micsAuiB nicns
3aTBEPAKEHHSA
145. | ME®EHAMIHOB MiKPOKPUCTaNIUHWIA TOB "TK "Aspopa" YkpaiHa HiH60 CmapT KnTaii BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: - UA/15469/01/01

A KMCNOTA

NopoLLoK (cybCTaHL;is) B

dapmacbHoTiKas

3MiHK | TMNY - NnpuBeAeHHs cneumndikauii A®I 3a
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

nonieTUNEHOBMX MilKax
Ons hapmaleBTUYHOro
3aCTOCyBaHHs

Ko., NlI1g

nokasHukoM «KiflbkicHe BU3HAYEHHS» Yy BiAMNOBIAHICTb
[0 BuMor moHorpadii Mefenamic acid EP

146.

MIKOMAKC® 150

kancysm no 150 mr Ne 1,
Ne 3: no 1 a6o no 3
Kkancynm y 6nictepi; no 1
6nicTepy B KapTOHHiIl
KopooLi

TOB "CaHodi-
ABeHTIC YKpaiHa"

YkpaiHa

TOB "3eHTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiaslis: 3MiHN
| TMNy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHn go
y3ara/lbHeHUx JaHnx npo cuctemy papmakoHarnsgy
(BBEAEHHSA Y3araslbHEHVX A@HUX NPO cucTeMy
hapMakoHarnsgy, 3mMiHa yrnoBHOBaXeHOT ocobum,
BiANOBIAA/IbHOI 3a 34ilicCHEeHHA hapmakoHarnsgy;
KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHuKa AN
3[jiCHEeHHs hapmakoHaragy B YKpaiHi, AKLO BoHa
BiAMiHHa BiJ YNOBHOBaXeHOi 0co6M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs hapMakoHarnsay (Bkioyakun
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) - Aivoua
pefakLisi: ynoBHOBaxkeHa 0coba 3asaBHUKa,
BiAnoBigasbHa 3a dhapmakoHarnsag - Eric Teo/Epik
Teo. MNponoHoBaHa peAakLis: ynoBHoOBaxkeHa ocoba
rpynu komnadiii Sanofi, BignosigansHa 3a
hapMakoHarnsg Ha rnobansHoMmy piBHI - Eric
Teo/Epik Teo; ynoBHOBaXeHa 0coba 3asiBHIKa,
BignoBigasnibHa 3a hapMakoHarnsag B YkpaiHi -
KniwmH AHTOH MukonaiioBuy; 3miHu | Tuny - 3miHn
oo 6e3nekun/edpekTBHOCTI Ta chapmakoHarnsagy
(iHWi 3MiHK)
3MiHN Y TEKCTi MapKyBaHHs. 3MiHN BHECEHI B
IHCTPYKUiO 4N MeANYHOro 3aCTOCYBaHHS LLIOAO
[0[aHHA 3aABHUKA Ta IOro MiCLLe3HaxXoKeHHs, K
HacnifoK - BIANOBIAHI 3MiHW Yy TEKCTi MapKyBaHHS:
3a3HayYeHHs 3asABHMKA Ha 30BHILLHIV ynakoBLi
niKkapcbKoro 3acoby. 3amiHa TEKCTY MapKyBaHHs
NepBMHHOT Ta BTOPVMHHOI YNakoBKW BiAMNOBIAHO A0
BMMOr Hakaly MO3 Ykpainu Ne460 Big 23.07.2015 p.
(TepMiH BBEAEHHS 3MiH - NPOTAroM 6 MicALiB nicns
3aTBEPAXKEHHS); 3MiHa 3asiBHMKaA (BNacHuKa
peecTpaLiiHoro nocig4eHHs) (3rigHo Hakasy MO3
Bif, 23.07.2015 Ne460)

TepmiH BBEAEHHSA 3MiH - NPOTAroM 6 micauis nicns
3aTBEPAKEHHSA

6e3
peyenma —
No 1;
3a
peyenmom —
Ne 3

UA/4155/01/01

147.

MIPBEAON

TabneTku, BKPUTI
nAiBKOBOIO 060/I0HKOI,
no 10 mr no 15 TabneTok
y 6nicTepi; no 2 abo 4
61icTepun y KapTOHHIN
ynakoBLj

BAT "TepeoH
PixTep"

YropumHa

BAT "TepeoH
PixTep",
YropuivHa (Bunyck
cepii); TOB
"'epeoH PixTep
Monbwa”,
Monba
(KOHTPO/Ib SIKOCTI,

YropwmHa/
Monbla

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TRy - 3MiHK WoAo 6e3nekn/edpekTNBHOCTI Ta
dhapmakoHarnsgy. BeegeHHsa abo 3miHn o
y3araslbHeHUxX JaHnx npo cucTemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaxeHoT ocobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
KOHTaKTHOT 0C06U 3 dhapmakoHarnsay 3asiBHUKa 4715

3a
peyenmom

UA/15221/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
[03BI/T HAa BUMYCK 3[jiCHEeHHs1 hapmakoHaraay B YKpaiHi, AKLO BoHa
cepii: BigMiHHa Bif, yNOBHOBaXeEHOI 0co6y, BignoBiganbHOI
BMPOBHULTBO 3a 3fjicHeHHs chapMakoHarnsgy (Bkioyarun
Hepo3acoBaHoro KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
NpoAYyKTY, (paiina cuctemu papmMakoHarnsgy) - 3miHa
nepBuHHa yMNOBHOBaXeHOT 0cobu, BifgnoBifanbHOT 3a
ynakoBka, 3filicHeHHs hapmakoHarnagy. NponoHoBaHa
BTOPVHHA pegpakuis: Attila Olah. 3MiHa KOHTaKTHUX JaHUX
ynakoBka) yNOBHOBaXeHOT 0cobu, BifgnoBifaNbHOT 3a
3fiicHeHHs1 chapmakoHarasagy
148. HAJTOKCOH-3H PO34unH ANs iH'ekuinn, 0,4 ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHa 3a UA/1398/01/01
mr/mn no 1 mna B amnyni; 06MEXEHOI0 BUPOGHMLTBA, HaliMeHyBaHHS Ta/abo agpecu 3asBHUKa (BNacHUKa peyernmom
no 10 amnyn B kKOpo6Uji 3 | BignoBigaNbHICTIO KOHTPO/Ib AKOCTI, peecTpauiiHOro NOCBIAYEHHS) - 3MiHa Ha3BK Ta
KapToHy; no 1 mn B "XapkiBcbke BMNYCK cepil: afpecu 3asaBHUKa TOBapUCTBO 3 0OMEXEHOI
amnyni; no 5 amnyny hapmaueBTUyHe TosapucTso 3 BiANOBIAa/TbHICTIO " XapkiBCbKe hapmaueBTnyHe
6nicTepi; no 2 6rictepu nianpYEMCTBO obMexeHo nignprveMcTBO "340pOB’ss Hapoay” YkpaiHa.
y KOpO6Lj 3 KapTOHY; No "3p0poB'a BiANOBiAA/IbHICTIO (BBeAEHHS 3MiH NpOTAroM 3-x MicsiLiB nicns
1 mn B amnyni; no 10 Hapogay" "Xapkiscbke 3aTBEPAKEHHS); 3MiHA HaliMeHyBaHHs Ta/abo
amnyn y 6nictepi; no 1 thapmaueBTUYHe afpecy MicLA NPOBaMKeHHS AisIbHOCTI
6nictepy y kopobui 3 nigNpPUEMCTBO BMpPOGHUKa/iMnopTepa roToBoro Jlikapcbkoro 3acooy,
KapTOHY "3p0poB'a BK/IOYAI0UM AiNbHUL BUMYCKY cepii abo micue
Hapoay", NpoBefEeHHS KOHTPOJT AKOCTI. (AIANbHICTb, 3a AKy
YkpaiHa BignoBigae BUPOGHUK/iIMNOPTEp, BKIOHYAKOUM BUNYCK
Ta cepiit) - 3MiHa agpecu Ta Ha3BM BUPOOHUKA
BCi cTagii ToBapncTBO 3 06MEXEHOI0 BiAMOoBIfa/IbHICTIO
BUPOGHMLTBA, "XapkiBcbke thapmaueBTUYHe NigNPUEMCTBO
KOHTPO/b AKOCTI: "300poB’s Hapody” 6e3 3MiHV hakTUYHOro Micus
ToBapucTBo 3 BeZleHHS AisIbHOCTI.
06MEXEHO (BBeAEHHS 3MiH NpoTAroM 3-x MicsiLiB nicns
BiANOBIAA/LHICTIO 3aTBEPAKEHHS)
"GapmaueBTuyHa
KOMMaHis
"3p0pos'a’,
YkpaiHa
149. HATPIO nopoLuok (cybcTaHLis) B MAT "®apmak” YkpaiHa ®epmioH Ol PiHnaHaisa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK - UA/7585/01/01

KPOMOINIKAT

nakeTax
nonieTNeHoBux ans
BUPOGHMLTBA
CTEepPW/IbHUX i
HeCTepUIbHNX
nikapcbkux chopm

| TMnNy - 3MiHK 3 skocTi. CepTudcpikat
BignosigHocTI/lE-cepTudpikar BignosigHoCTi
€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHsA
HOBOro abo OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI
abo BUNyYeHHs cepTudikaTa BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; gns BUXigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
[0MOMDKHOT peyoBrHK (CepTudikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - HoBuin ceptudikaT Big,
BXe 3aTBePAKEeHOro BUPO6HYKa - NO4aHHSA HOBOrO
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
hapmakonei Ne RO-CEP 2013-136-Rev 02 ana Al
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

Hatpito kpomornikar Bif, 3aTBEpAXXEHOr0 BUPOOHUKa
Fermion Oy. 3 BigNoBiAHUMY 3MiHaMK Y cneumdikawi
i MeTofax KOHTposo AdL, y po3gini «Ynakoska»,
«[Mepiog peTecTyBaHHS» - (3aTBEPMAXKEHO: 3 POKY,
3anponoHoBaHo: 5 pokis) BiAgnosigHo Ao Bumor CEP.

150.

151.

HATPIIO
KPOMOIMIKAT

nopoLuok (cybcTaHuis) B
MilLKax noABinHMX
nonieTUNEHOBUX ANSA
BMPOGHMLTBA
CTEpUIbHUX Ta
HEeCTEPUIbHUX
nikapcbkux hopm

MAT "®apmak”

Ykpaina

OJIOH C.IN.A.

ITanis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu
| TMNy - 3MiHKW 3 AkocTi. CepTudikart
BignosigHocTI/IE-cepTudpikat BignosigHoCTi
€Bponeiicbki thapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOTr0 cepTudikaTa BifgnoBigHOCTI
abo BUNy4YeHHs cepTucpikata BiANOBIAHOCTI
€sponelicbkin hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; ans
[OMOMDKHOT peyoBMHY (cepTuddikaTt BifgnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHWi
cepTudikaT Bif yXe 3aTBepAXeHOro BUPOOHUKa -
noAaHHA OHOBMIEHOTO cepTudikara BignoBigHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 1996-107-
Rev 08 Ta Ne R1-CEP 1996-107-Rev 09
(3aTBepmxkeHo: Ne R1-CEP 1996-107-Rev 07) gnis
aitoyoi pevoBnHM Sodium cromoglicate Big Bxe
3aTBEpPKEHOr0 BUPOBHMKA 3i 3MIHOI Ha3BU

UA/1412/01/01

152.

HATPIIO
Xnopug,

HIMECUH®

po3uunH Ans iHdysiii, 0,9
% no 100 mn, 200 mn,
250 mn, 400 mn, 500 mn,
1000 mn, 3000 mn Ta
5000 mn y KoHTelHepax

[ouipHe
nignNpPUeEMCTBO
"®dapmatpeiig”

Ykpaina

[JouipHe
nigNpPUEMCTBO
"®apmartpeiig”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHKM | TUNY - NOAAaHHA HOBOTO cepTudikaTa Ha
HecTepunbHuiA A®I, siknii 6yae BUKOPUCTOBYBaTUCS
415 BUPOOHMLTBA CTEPUIIBHOTO NiKApPCbKOro 3acoby,
AKLLIO BOAA BUKOPUCTOBYETLCA Ha OCTaHHIX eTanax
CMHTE3Y Ta MaTepias He BiflbHWiA Bif, 6akTepiasibHUX
€HAO0TOKCUHIB - A0AAaHHA A0 BUPOo6bHMka APl HaTpito
X/10pMAY HOBOTO BUPOGHMKA 3 HOBUM CEPTUIKATOM
Ha HecTepwubHUIA ADI, sknii 6yae
BMKOPMCTOBYBATUNCA A/15 BUPOOHMLTBA CTEPUTBHOMO
nikapcbKoro 3acoby, AKL0 BOfa BUKOPUCTOBYETHCA
Ha OCTaHHIiX eTanax CMHTEe3y Ta MaTepiasl He BiflbHUiA
Bif 6akTepiasibHNX eHO0TOKCUHIB, 3aMponoHoBaHo: 1)
CarniHeH AycTpia Al', AscTpia CEP NeR1- CEP 2004-
315-Rev 02, 2, ecko - toporieH cont komnaHi M6X
eHg Ko. KI, Himeuwunna, CEP R1- CEP 2007-367-
Rev 01

3a
peyerimom

UA/4285/01/01

Tabnetkv no 100 mr no
10 TabneTok y 6nicTepi;
no 1 a6o 10 6nictepiB y
KapTOHHI navui

OpraHocyvH Naiid
CaeHcms MeT. /T4,

IHais

EBepromxeH
Naiich CaeHcus
Nimitepn

IHais

BHECEHHS 3MiH [0 peecTpaviiiHnx maTepianis:
3MiHK | TURy - 3MiHKM Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHuX faHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi 0coou,
BiANOBIAA/IbHOI 3a 34ilicHEHHSA hapmakoHarnsgy;

KOHTaKTHOI 0CO6M 3 dpapMakKoHarns4y 3asiBHUKA /15

3a
peyenmom

UA/9973/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

3[jiCHEeHHs1 hapmakoHaraay B YKpaiHi, AKLO BoHa
BigMiHHa Bif, yNOBHOBaXeEHOI 0co6y, BignoBiganbHOI
3a 34iliCHEHHA dhapmakoHarnsgy (Bkaovaun
KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
(paiina cuctemu hapmakoHarnsay) - NponoHosaHa
pepakuis: [I-p Awy fiin Wapma (Dr. Ashu Deep
Sharma). 3miHa KOHTaKTHUX AaHUX

153.

HIMECUH®

Tabnetkn no 100 mr in
bulk: no 2500 TabneTok
Y KOHTeliHepi Ans
BUrOTOB/IEHHSI TOTOBUX
nNikapcbknx 3acobis

OpraHocuH Naiich
CaeHcus MeT. /iT4.

IHais

EBepTomxeH IHais
Naiich CaeHcus
Nimiteq

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHW | TRy - 3MiHK Woao 6e3nekn/edpekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu oo
y3araslbHeHUxX JaHnx npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX NPO CUCTEMY
thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0coou,
BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsgy;
KOHTaKTHOT 0CO6U 3 chapmakoHarnsay 3asiBHuKa 415
3[jiCHeHHs1 hapmakoHaraay B YKpaiHi, SKLo BoHa
BigMiHHa Bif, yNOBHOBaXeEHOI 0c06W, BignoBiganbHOI
3a 3fjiicHeHHs hapmakoHarnagy (Bkiroyarun
KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
(paiina cuctemu hapmakoHarnsay) - NMponoHosaHa
pepakuis: [I-p Awy fiin Wapma (Dr. Ashu Deep
Sharma). 3miHa KOHTaKTHUX AaHUX

UA/9974/01/01

154.

HIMECYNIg

nopoLuok (cybcraHuis) y
noAgiiHNX nakeTax 3
nonietTuneHy ans
BUPOGHMLTBA
HeCTepuIbHUX
Nikapcbknx dhopm

MpuBartHe
akujioHepHe
TOBapUCTBO

“Nlekxim — Xapkis”

YKpaiHa

AapTti Apar3 IHais
Nimiten

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK
| TNy - AOMiHICTpaTWBHI 3MiHU. 3MiHa
HalimeHyBaHHs Ta/abo agpecu 3asBHMKa (BNacHuka
peecTpauiiiHoro noceigYeHHs) 3MiHa HaliMeHyBaHHs
Ta afipecu 3asBHUKa

UA/13773/01/01

155.

HITPO®YHIH
HEO

PO34MH Ans
30BHILLHbOrO
3acTocyBaHHs, 0,11 r/25
M 1o 25 Mn 'y dhnakoHi;
no 1 dpakoHy B
KapTOHHI Kopo6Lyi

TeBa
dapmaveBTikan
IHpacTpi3 114,

I3painb

Yecbka
Pecny6nika

TeBa Yex
IHgacTpi3 c.p.o.

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHM
Il TMny - 3MiHK WoA[0 6e3nekn/edPeKkTNBHOCTI Ta
thapmakoHarnsgy. BHeceHHsi abo 3miHa(v) fo
3060B'A3aHb Ta YMOB BUJaui peecTpadliiiHoro
NOCBIAYEeHHS, BKIoYatoun MnaH ynpasniHHA
pu3nKamm (3acTocyBaHHS 3MiH(1), Aki(a)
BMMaraloTb(€) NOAAIbLIOTO 06IPYHTYBaHHS HOBYMM
[04aTKOBUM iaHUMK, Lo MatoTb HagasaTucs
KOMMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbecs
CYTTEBA OLiHKa KOMMETEHTHUM OpraHom) -
BUKOHaHHSA 3060B'A3aHb BiAMOBIAHO A0 NigNyHKTY
1.13 nyHKTY 1, NignyHKTY 2.3 NyHKTY 2 gogatky 15 go
MopsiaKy NPOBEAEHHS EKCMEPTU3N PeECTpaLiiHNX
mMaTepianiB Ha Nikapcbki 3aco6y, Lo NogalTbes Ha
OepxaBHy peecTpauito (nepepeecTpal,ito), a Takox
ekcnepTn3n martepianis NPo BHECEHHSA 3MiH [0
peecTpauiiiHux MaTepianis NpoTArom gji
peecTpaLiiHoro NoCBiAYeHHs, 3aTBEPAKEHOrO
Hakazom MO3 Big, 26.08.2005 Ne 426 (y pegaxuii
Hakaszy MO3 Big 23.07.2015 Ne 460)

6e3
peyenma

UA/6640/02/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
156. | HOKCIPEWN HasasbHuiA cnpeli 0,05 CninbHe YkpaiHa CninbHe Ykpaina/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 6e3 UA/1703/01/01
% no 10 mn, no 15 mn YKpaiHCbKO- YKpaiHCbKO- IcnaHis 3MiHu | TUNY — nogaHHA HoBoro CepTudpikaty peyenma
a60 20 MmN y KoHTeliHepi icnaHcbke icnaHcbke BignosigHocTi EP Ha A®| okcumeTasoniHy
3 Npo6Koto- nianpYEMCTBO nignpMeEMCTBO rigpoxnopwvA, Bif, HOBOTO BUPOGHUKA
po3nuaoBayvem; no 1 "Cnepko YkpaiHa" "Criepko YkpaiHa",
KOHTelHepy B nauuj 3 YkpaiHa; Ankana
KapToOHY $apwma, C.J1.,
IcnaHis
157. HONINPEN® TabneTkn, BKPUTI NE NABOPATYAP dpaHuis Na6opaTopii dpaHuin/ BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHW 3a UA/5650/01/01
APTIHIH NNiBKOBOIO 000/IOHKOIO; CEPB'E Ceps'e IHgacTpi, Ipnangis Il TNy - 3miHK Woao 6e3nekn/eteKTMBHOCTI Ta peyenmom
no 14 a6o no 30 dpaHuis thapmakoHarnagy. BHeceHHs abo 3miHa(u) fo
TabneTokK y KOHTelHepi; abo 3060B'A3aHb Ta YMOB BMAaYi peecTpauiiniHoro
no 1 koHTelHepy B Cepg'e (IpnaHgis) nocBigyeHHs, Bkovaoun MiaH ynpaeniHHA
KOpOOL 3 KAPTOHY IHgacTpic /1ta, pu3nKamm (3acTocyBaHHS 3MiH(1), ski(a)
IpnaHgis BMMaralTb(€) NOAAIbLIOTO 06IPYHTYBaHHS HOBUMM
[04aTKOBUM AaHMK, Lo MaloTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbecs
CyTTEBA OLiHKa KOMMETEHTHUM OpraHom) -
BuikoHaHHA 3060B'A3aHb BiAMOBIAHO A0 MiANYHKTY
1.13 nyHKTY 1, NignyHKTY 2.3 NyHKTY 2 gogatky 15 ao
MopsigKy NpoBeAEHHST eKCNepTU3N peecTpaLinHmx
mMarepianis Ha nikapcbki 3acobu, Wo NofalTbCs Ha
OepxaBHy peecTpauito (NnepepeecTpalito), a Takox
eKcnepTn3n matepianis Npo BHECEHHS 3MiH A0
peecTpauiiHnx Matepianis NpoTArom il
peecTpaLiiHoro NocBiAYeHHs, 3aTBEPIAXKEHOIO
Hakazom MO3 Big, 26.08.2005 Ne 426 (y pegaxuii
Haka3zy MO3 Bia 23.07.2015 Ne 460)
158. HONINPEN® TabneTku, BKPUTI NE NABOPATYAP PpaHuis Nab6opaTopii PpaHuin/ BHECEHHS 3MiH [J0 peecTpaLjiiiHiX maTepianis: 3MiHU 3a UA/5650/01/02
APTIHIH ®OPTE NNiBKOBOI 060JI0HKOIO; CEPB'E€ Ceps'e IHgacTpi, IpnaHgis oo 6e3nekn/edhekTMBHOCTI Ta chapmakoHarnsgy. peyernmom
no 14 a6o no 30 PpaHuin BHeceHHs abo 3miHa(1) A0 3060B'A3aHb Ta YMOB
TabneTokK y KoHTeliHepi; abo BMAAui peecTpavliiHoro NocBiAYeHHs, BKOUaUn
no 1 KoHTeiHepy B Ceps'e (IpnaHgis) MnaH ynpaBniHHA py3vKamn (3acTocyBaHHS 3MiH(1),
KOpOO6Li 3 KAaPTOHY IHgacTpic /ita, sKi(a) BuMararoTb(€) NoAaIbLIOro 06rpyHTYBaHHS
IpnaHgis HOBMMW [OAATKOBMM JaHUMMU, L0 MatoTb
HagasaTncs KOMNETEHTHUM OPraHoM, OCKiSIbKU
BMMaraeTbCs CyTTEBA OLLIHKA KOMMETEHTHNUM
opraHom) - BukoHaHHs 3060B's13aHb BiAMNOBIAHO 0
nignyHkTy 1.13 nyHKTY 1, NignyHKTY 2.3 NyHKTY 2
fopatky 15 go MNopagky npoBefeHHA ekcnepTusu
peecTpauiiiHux maTepiasiiB Ha nikapcbki 3aco6u, Lo
noAalTbCs Ha AepXaBHy peecTpawito
(nepepeecTpaljlo), a Takox ekcnepTusn marepianis
NpO BHECEHHS 3MiH 10 peecTpauiliHnx MaTepianis
NPOTAroMm fjii peecTpaLiiHoro NocBig4YeHHs,
3aTBepmKeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)
159. HONINPEN® BI- TabNeTKkn, BKPUTI Jle Jlabopatyap dpaHuis JlabopaTopii PpaHuisn/ BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3a UA/10248/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
POPTE NAiBKOBOIO 060/I0HKOH, Cepp’e Ceps’e IHgacTpi, Ipnangis 3MiHW |l TURy - 3MiHW 80 IHCTPYKUIT 4519 MeANYHOro peyenmom
no 30 Tabnetok y ®paHuisn; Ceps’e 3acTocyBaHHA A0 po3ainis "MpoTunokasaHHNA",
KOHTelHepi, no 1 (Ipnangis) "B3aemogis 3 iHWMMK NiKkapCbKMMM 3acob6amm Ta iHLLi
KOHTelHepy B kopobL,i 3 IHpacTpic fTa, BVAM B3aemogiin”, "OcobmBOCTi 3acToCyBaHHS",
KapToOHY IpnaHgis "Mo6iuHi peakuji”. BBeAeHHA 3MiH NPOTAToM 6-Tn
MicsLiB nicnsa 3aTBepAKeHHSA
160. | OKCOI/IH- Masb, 2,5 mr/r; no 10 ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 6e3 UA/6926/01/01
AAPHUUSA Ty6i; no 1 Ty6i B nayui "papmaneBTUYHa "PapmaleBThYHA BUNPABNEHHS TEXHIYHOT NOMUKM B IHCTPYKLIT 415 peuenma
dipma "AapHuusa” dipma "OapHuus" MeAMNYHOro 3aCTOCYBaHHSA (PO36DKHICTb B HAMUCAHHI
HOMepa Ta AaTu Hakasy)
161. OMHINAK PO3YUH NSt iH EKLN, bxnl Xenckea AC Hopseris xmnl Xenckea IpnaHgis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/2688/01/03
300 wr nogy/mn; no 50 IpnaHgis Nimiteq, 3MiHM | TURY - 3MiHK B Npoueci BUpobHuutBa Adl - peyenmom
mn a6o no 100 mny BHECEHHS HE3HAYHMX 3MiH B NpoLec BUPOGHMLITBA
thnakoHi; no 10 A®I lorekcon, 30kpema: gogasaHHs
(h1aKOHIB y KapTOHHIi a1bTePHATUBHOIO METOAY OUMLLIEHHS /1A
Kopoo6Li BMAasIeHHS coni Ha eTani C. ANbTepHaTUBHWI MeTop,
BK/IIOYAE BUAASIEHHS CONi Nicns KpucTanisawii,
BMKOPUCTOBYHOUM KOMbIHALLit0 enekTpoaianisy Ta
noAasIbLLIOr0 BUKOPUCTAHHSA iOHOOO6MiHHUX CMON
162. | OMHIMAK PO3YMH ANA iH EKLA, [xul Xenckea AC Hopseris [oxul Xenckea Ipnangis BHECEHHS 3MiH [0 peecTpavliiiHnx maTtepianis: 3a UA/2688/01/04
350 mr nogy/mn; no 50 Ipnangis Niviteq, 3MiHM | TUNY - 3MiHW B Npoueci BUpobHuuTea Ad| - peuyenmom
Mn abo 100 mn, abo 200 BHECEHHS HE3HAYHMX 3MiH B NpoLiec BUpo6bHULTBA
mn, abo 500 mny A®| lorekcosn, 3okpemMa: AoAaBaHHsA
dpnakoHi; no 10 a/IbTEPHATUBHOIO METOAY OUULLIEHHA 415
(hN1aKoHIB y KapTOHHii BMAaJIeHHS coni Ha eTani C. AnbTepHaTUBHWI MeTop,
Kopoo6Li BK/IOYAE BUAANEHHA CONi Micnsa kpucTanisaw,,
BMKOPUCTOBYHOUM KOMbIHALit0 enekTpogianisy Ta
noAasIbLLIOr0 BUKOPUCTAHHSA iOHOOO6MiHHUX CMON
163. OIMNPIMEA Tabnetku no 0,088 mr; KPKA, a.4a., Hoso CnoseHis BignoBiganbHuii CnoseHis BHECEHHS 3MiH [J0 peecTpaujiitHux maTepianis: 3a UA/14075/01/01
no 10 TabneTtok y MecTo 3a BUPOGHNLTBO BHECEHHS 3MiH O peecTpaLiiiHux maTepiasiB: 3miHa peyenmom
6nicTepi; no 2, a6o no 3, «in bulk», y MeToax BuUnpobyBaHHSA roTOBOro Nikapcbkoro
abo no 6, abo no 9, abo nepBUHHY Ta 3ac06y (He3HayHa 3MiHa Y 3aTBEpAKEHNX MeToAax
no 10 6nvcTepiB y BTOPUHHY BMNPOOYBaHHS)
KopooLi ynakoBKY, — He3HauHi 3MiHV [0 MeToay BUNpobyBaHHA 13 3a

KOHTPO/b cepiit Ta
BWMNYCK CepiiA:
KPKA, a.4., Hoso
mecTo, CrnoBeHis
BignosigansHuii
3a BUPOGHNLTBO
«in bulk»,
NepBUHHY Ta
BTOPUHHY
yNaKoBKy:
KPKA, a.4., HoBo
mMecTo, CroBeHist

nokKasHUkoM «CynpoBigHi JOMILLKW» | B TOMY ymnchi
MeTOAVKY AOMNOBHEHO CTaHAAPTHNM PO34YMHOM AN1A
iaeHTudikauii nikis gomilkm PX-NA Ta po3unHom
nnaue6o; 3MiHW 3 SIKOCTi. FTOTOBWIA NikapcbkuMii 3aci6.
3MiHN y BUPOGHMLTBI. 3amiHa abo BBEAEHHS
[0AATKOBOT AiNbHULL BUPOGHMLTBA 4151 HACTUHW abo
BCbOro BUPOBHMYOro NpoLecy rotToBoro Nikapcbkoro
3aco6y (AinbHWLSA, Ha SKii NPOBOAATLCA Oy Ab-AKi
BMPOGHWYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJIH0 SKOCTi, NEPBUHHOTO Ta BTOPUHHOIO
nakyBaHHs, /189 HECTEPW/TbHUX JTiKapCbknX 3acobiB);
CYNyTHS 3MiHa - 3MiHW 3 SIKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. 3MiHM y BUpOOHULTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI Ai/bHULj BUPOBGHULITBA A/18 YaCTMHN abo
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n/n

JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o

164.

OMPIMEA

BCbOr0 BMPOOHMYOro NpoLecy rotToBoro NikapcbKoro
3aco6y (AibHULA A1 BTOPUHHOTO NakKyBaHHS);
3MiHU 3 AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. 3MiHM Y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS J40AATKOBOI
AiNbHULI BUPOGHULTBA A/18 YacTUHKN abo BCbOro
BMPOBHMYOro NpoLecy roTOBOrO JliKapCbKoro 3acoby
(AinbHULA ON18 NEPBUHHOIO NakyBaHHS) - BBEAEHHS
nofaTtkoBoi BUpo6HuUYoi ainbHuLi KRKA d.d., Novo
Mesto, Novomeska cesta 22, 8310 Sentjernej,
Slovenia, sika BigNoBiga/IbHa 3a BUPOGHMLTBO,
NepBUHHY Ta BTOPUHHY ynakosky M'13;
afMiHICTpaTUBHI 3MiHW. BunyyeHHs BUPOOHUYOI
AinbHUUI (BkIoYatoum ainbHuui ana A®l, npoMixHoro
npoaykTy abo roToBOro fikapcbKoro 3acoby,
AiNbHULI ANA NPoBeAEHHSA NakyBaHHS, BUPOOHNKa,
BiANOBIAA/ILHOIO 3a BMMNYCK Cepiii, MicLe
NpoBeAeHHs KOHTPOI0 cepil) abo noctavyanbHUKa
BMXiAHOro marepiany, peareHTy abo JONOMDKHOT
PEYOBMHM (SIKLLLO 3a3HAYEHO Y JOCLE) — BUNYHYEHHS
BMpoOHUKa A®| npaminekcony y Burnsagi
npaminekcony gurigpoxnopugy moHorigparty Alembic
Pharmaceuticals Limited, India

nocsBi04YeHHs

Tabnetkn no 0,18 mr; no
10 TabneTok y 6nictepi;
no 2, aéo no 3, abo no
6, abo no 9, a6o no 10
6nmcTepiB y Kopoobui

KPKA, a.4., Hoso
MECTO

CnoseHis

BignoBiganbHuii
3a BUPOGHNLTBO
«in bulk»,
NepBUHHY Ta
BTOPWHHY
yNaKkoBKy,
KOHTpONb cepili Ta
BUWMNYCK CepiiA:
KPKA, a.4., HoBo
mMecTo, C/oBeHist
BignosigansHuii
3a BUPOGHNLTBO
«in bulk»,
NepBUHHY Ta
BTOPWHHY
ynaKkoBKy:
KPKA, a.4., Hoso
mecTo, CroBeHis

CnoBeHis

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHa
y MeTogax BMnpobyBaHHA roTOBOrO /iKapCbKOro
3acoby (He3Ha4yHa 3MmiHa y 3aTBEpPKEHUX MeTofax
BMNPOBYBaHHS)

— He3HauHi 3MiHM 40 MeToAy BUNpobysaHHs /13 3a
nokKasHUKoM «CynpoBifHi JOMILLKW» | B TOMY Yuchi
METOAMKY JONOBHEHO CTaHAAPTHUM PO3YMHOM A5
ineHTudikauii nikis gomiwkm PX-NA Ta po3unHom
nnawe6o; 3MiHu 3 KOCTi. FToToBUIA Nikapcbkuid 3aci6.
3MiHN y BUPO6GHMLTBI. 3amiHa abo BBEAEHHS
[04,aTKOBOT AiNbHULI BUPOGHMLTBA A1 YacTUHM abo
BCbOro BUPOGHMYOro NpoLecy roToBoro Nikapcbkoro
3aco6y (AinbHWLA, Ha SKii NPoBOAATLCA Oy Ab-AKi
BMPOGHWYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJIH0 AKOCTi, NePBUHHOTO Ta BTOPUHHOIO
nakyBaHHs, 419 HECTEPWU/TbHUX iKapCbknX 3acobis);
CYNyTHS 3MiHa - 3MiHW 3 SKOCTi. [OTOBWIA NikapCbKuMii
3aci6. 3MiHN y BUPO6HULTBI. 3aMiHa abo BBeAEHHS
[,04aTKOBOI Ai/bHUL| BUPOBHULTBA A4/18 YaCTMHN abo
BCbOro BUPOOHWNYOro NpoLecy rotToBoro Nikapcbkoro
3aco06y (4iNbHULA A5 BTOPUHHOIO NakyBaHHS);
3MiHM 3 AKOCTI. [OTOBWIA Nikapcbkunii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3amiHa abo BBeAEeHHS J40AATKOBOI
OiNbHAL BUPOBGHULTBA A1 YACTUHN ab0 BCbOro

BMPOBHMYOrO NpoLecy roTOBOrO JiKapCbKoro 3acoby

3a
peyenmom

UA/14075/01/05
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BionyckKy

Howmep
peecmpayiliHo2o

165.

OMPIMEA

Tabnetkn no 0,35 mr; no

KPKA, a.4a., Hoso

CnoseHis

(8iNbHULA ON18 NEPBUHHOIO NakyBaHHS) - BBEAEHHS
nofaTtkoBoi BUpo6HUYoI ainbHuLi KRKA d.d., Novo
Mesto, Novomeska cesta 22, 8310 Sentjernej,
Slovenia, sika BigNoOBiga/IbHa 3a BUPOGHMLTBO,
NepBUHHY Ta BTOPUHHY ynakosky IM'13;
afMiHICTpaTUBHI 3MiHW. BunyyeHHs BUPOOHUYOI
AinbHUUI (BkIoYaroum ainbHuui Ana A®l, npoMixHoro
npoaykTy abo roToBOro fikapcbKoro 3acoby,
AiNbHULI ANA NPoBeAEHHSA NakyBaHHS, BUPOOHNKa,
BiANOBIAA/ILHOIO 3a BMMNYCK Cepiii, MicLe
NpoBeAeHHs KOHTPOI0 cepil) abo noctavyanbHUKa
BMXiAHOro marepiasny, peareHTy abo AONOMDKHOT
PEYOBMHM (SIKLLLO 3a3HAYEHO Y [OCLE) — BUNYHYEHHS
BMpo6OHUKa A®| npaminekcony y Burnsagi
npaminekcony gurigpoxnopugy moHorigpaty Alembic
Pharmaceuticals Limited, India

nocsBi04YeHHs

10 TabneTok y 6nictepi;
no 2, aéo no 3, abo no
6, abo no 9, a6o no 10
6nmcTepiB y Kopoobui

MecTo

BignoBiganbHuii
3a BUPOGHNLTBO
«in bulk»,
NepBUHHY Ta
BTOPVHHY
yNaKkoBKy,
KOHTpONb cepili Ta
BWMNYCK Cepii:
KPKA, a.4., HoBo
mMecTo, CroBeHist
BignosigansHuii
3a BUPOGHNLTBO
«in bulk»,
NepBUHHY Ta
BTOPWHHY
ynaKkoBKy:
KPKA, a.4., Hoso
mecTo, CroBeHis

CnoBeHisa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasis: 3miHa
y MeTogax BMnpobyBaHHA roTOBOTO /iKapCbKOro
3acoby (He3Ha4yHa 3MiHa y 3aTBEpPKEHUX MeTofax
BMNPOBYBaHHS)

— He3HauHi 3MiHM 40 MeToAy BUNpobyBaHHs /13 3a
nokKasHUKoM «CynpoBifHi JOMILLKW» | B TOMY YuChi
METOAMKY JONOBHEHO CTaHAAPTHUM PO3YMHOM A5
ineHTudikauii nikis gomiwkm PX-NA Ta po3unHom
nnawe6o; 3MiHu 3 KoCTi. FoToBUIA Nikapcbkuid 3aci6.
3MiHN y BUPO6HMLTBI. 3amiHa abo BBEAEHHS
[04aTKOBOT AiNbHULI BUPOGHMLTBA A1 YacTUHM abo
BCbOro BUPOBHMYOro NpoLecy roToBoro Nikapcbkoro
3aco6y (AinbHULA, Ha SKii NPoBOAATLCA Oy Ab-AKi
BMPOGHWYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJIH0 AKOCTi, NePBUHHOTO Ta BTOPUHHOIO
nakyBaHHs, 419 HECTEPWU/TbHUX iKapCbknX 3acobis);
CyNyTHS 3MiHa - 3MiHW 3 SKOCTi. [O0TOBWIT NiKapCbKWii
3aci6. 3MiHM y BUPO6HMLTBI. 3aMiHa abo BBeAEHHS
[,04aTKOBOI Ai/bHUL| BUPOBHULTBA A4/18 YaCTMHN abo
BCbOro BMPOOHWNYOro NpoLecy rotToBoro Nikapcbkoro
3aco06y (4iNbHULA 4515 BTOPUHHOIO NakyBaHHS);
3MiHM 3 AKOCTI. [OTOBWIA Nikapcbkunii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3amiHa abo BBeAEeHHS J40AAaTKOBOI
OiNbHAL BUPOBGHULTBA A1 YACTUHN ab0 BCbOro
BMPOBHMYOrO NPoL,EeCy rOTOBOrO JliKapCbKOro 3acoby
(8iNbHULA ON18 NEPBUHHOIO NakyBaHHS) - BBEAEHHS
nofaTtkoBoi BUpo6HuUYoi ainbHuLi KRKA d.d., Novo
Mesto, Novomeska cesta 22, 8310 Sentjernej,

Slovenia, fika BigNoBigaibHa 3a BUPOGHMLTBO,

NepBUHHY Ta BTOPUHHY ynakosky IM'/13;

aAMiHICTpaTUBHI 3MiHW. BuayyeHHs BUPOGHUYOI

3a
peyenmom

UA/14075/01/03




Hassa
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n/n

JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o

166.

OMPIMEA

Tabnetkn no 0,7 mr; no

AinbHUUI (BkIoYaroumn ainbHuui Ana A®l, npoMixHoro
npoaykTy abo roToBOro fikapcbKoro 3acoby,
AiNbHULI ANA NPOoBEAEHHSA NakKyBaHHS, BUPOOHNKa,
BiANOBIAA/ILHOIO 3a BMUMNYCK Cepiii, MicLe
NpoBeAeHHs KOHTPOIO cepil) abo noctavyanbHUKa
BMXiAHOro marepiasy, peareHTy abo AONOMKHOT
PEYOBMHM (SIKLLLO 3a3HAYEHO Y [OCLE) — BUNYHYEHHS
BMpoOHUKa A®| npaminekcony y Burnsagi
npaminekcony gurigpoxnopugy moHorigparty Alembic
Pharmaceuticals Limited, India

nocsBi04YeHHs

10 TabneTok y 6nictepi;
no 2, aéo no 3, abo no
6, abo no 9, a6o no 10
6nmcTepiB y Kopoobui

KPKA, a.4., Hoso
MECTO

CnoseHis

BignoBiganbHuii
3a BUPOGHNLTBO
«in bulk»,
NepBUHHY Ta
BTOPVHHY
yNaKkoBky,
KOHTpONb cepili Ta
BUWMNYCK CepiiA:
KPKA, a.4., HoBo
mMecTo, CroBeHist
BignosigansHuii
3a BUPOGHNLTBO
«in bulk»,
NepBUHHY Ta
BTOPWHHY
yNaKkoBKy:
KPKA, a.4., Hoso
mecTo, CroBeHis

CnoBeHisa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasis: 3miHa
y MeTogax BMnpobyBaHHA roTOBOTO NiKapCbKOro
3acoby (He3Ha4yHa 3MiHa y 3aTBEpPKEHUX MeTofax
BMNPOBYBaHHS)
— He3HauHi 3MiHM 40 MeToAy BUNpobyBaHHsa /13 3a
nokKasHUKoM «CynpoBifHi JOMILLKW» | B TOMY Ymnchi
MeToAVKY AONOBHEHO CTaHAAPTHNM PO34MHOM A5
iaeHTudikauii nikis gomiwkm PX-NA Ta po3unHom
nnawe6o; 3MiHu 3 KOCTi. FoToBUIA Nikapcbkuid 3aci6.
3MiHN y BUPOGHMLTBI. 3amiHa abo BBEAEHHS
[04,aTKOBOT AiNbHULI BUPOGHMLTBA A1 YacTUHM abo
BCbOro BUPOGHMYOro NpoLecy roToBoro Nikapcbkoro
3aco6y (AinbHWLA, Ha SKii NPoBOAATLCA Oy Ab-AKi
BMPOGHWYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJIH0 AKOCTi, NePBUHHOTO Ta BTOPUHHOIO
nakyBaHHs, 419 HECTEPWU/TbHUX iKapCbknX 3acobis);
CyNyTHS 3MiHa - 3MiHW 3 SKOCTi. [O0TOBWIA NikapCbKuWii
3aci6. 3MiHN y BUPO6HULTBI. 3aMiHa abo BBeAEHHS
[,04aTKOBOI Ai/TbHUL| BUPOBHULTBA A4/18 YaCTUHN abo
BCbOro BMPOOHMYOro NpoLecy rotToBoro Nikapcbkoro
3aco06y (4iNbHULA 4515 BTOPUHHOIO NakyBaHHS);
3MiHM 3 AKOCTI. [OTOBWIA Nikapcbkunii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3amiHa abo BBeAEeHHS J0AAaTKOBOI
OiNbHAL BUPOBGHULTBA A1 YaCTUHN a60 BCbOro
BMPOBHMYOrO NPoL,EeCy rOTOBOIO /liKapCbKOro 3acoby
(AiNbHULA ON18 NEPBUHHOIO NakyBaHHS) - BBEAEHHS
nofaTtkosoi BUpo6HuUYoi ainbHuli KRKA d.d., Novo
Mesto, Novomeska cesta 22, 8310 Sentjernej,
Slovenia, fika BigNoBigaibHa 3a BUPOGHMLTBO,
NepBUHHY Ta BTOPUHHY ynakosky IM'/13;
aAMiHICTpaTUBHI 3MiHW. BunyyeHHs BUPOOHUYOI
AinbHUUi (BkIoYatoum ainbHuui Ana A®l, npoMixHoro
NPOAYKTY abo roTOBOro NiKapcbKoro 3acoby,
AiNbHULI ANA NpOoBEAEHHS NakyBaHHS, BUPOOHNKa,
BiANOBIAA/ILHOIO 3a BMUMNYCK Cepiii, MicLe
NpoBeeHHs KOHTPOIO cepil) abo noctavyanbHUKa

BMXi4HOr0 marepiany, peareHty abo AONOMKHOT

3a
peyenmom

UA/14075/01/04
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
PEYOBMHM (SIKLLLO 3a3HAYEHO Y JOCLE) — BUNYHYEHHS
BMpoOHUKa A®| npaminekcony y Burnsagi
npaminekcony gurigpoxnopugy moHorigparty Alembic
Pharmaceuticals Limited, India
167. OMNPIMEA Tabnetku no 1,1 mr; no KPKA, a.4., Hoso CnoseHis BignoBiganbHuii CnoseHis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/14075/01/02
10 TabneTok y 6nictepi; MecTo 3a BUPOGHNLTBO BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHa peyenmom
no 2, a6o no 3, abo no «in bulk», y MeTogax BUNpobyBaHHSA roTOBOr0 NiKapCbKoro
6, abo no 9, a6o no 10 NepBUHHY Ta 3acoby (He3Ha4yHa 3MmiHa y 3aTBEpPKEHUX MeTofax
6nmcTepiB y Kopoobui BTOPUHHY BMNPOBYBaHHS)
yNaKkoBKy, — He3HauHi 3MiHn 40 meToAdy BMNpobyBaHHs 13 3a
KOHTPO/b cepilt Ta nokKasHUKoM «CynpoBifHi JOMILLKW» | B TOMY YmnChi
BUMYyCK cepili: METOAMKY JONOBHEHO CTaHAAPTHUM PO3YMHOM A1
KPKA, a.4., HoBo ineHTudikauii nikis gomiwkm PX-NA Ta po3unHom
mMecTo, C/oBeHist nnawe6o; 3MiHM 3 KOCTi. FoToBUIA Nikapcbkuid 3aci6.
BignosigansHuii 3MiHN y BUPO6GHMLTBI. 3amiHa abo BBEAEHHS
3a BUPOGHNLTBO [04aTKOBOT AiNbHULI BUPOGHMLTBA A1 YacTUHM abo
«in bulk», BCbOro BUPOGHMYOro NpoLecy roToBoro Nikapcbkoro
NepBUHHY Ta 3aco6y (AinbHWLA, Ha SKii NPoBOAATLCA Oy Ab-AKi
BTOPUHHY BMPOGHWYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
ynaKkoBKy: KOHTPOJIH0 AKOCTi, NePBUHHOTO Ta BTOPUHHOIO
KPKA, a.4., Hoso nakyBaHHs, 419 HECTEPWU/TbHUX NiKapCbknX 3acobiB);
mecTo, CroBeHis CYNyTHS 3MiHa - 3MiHW 3 SKOCTi. [OTOBWIA NikapCbKuii
3aci6. 3MiHN y BUPO6HULTBI. 3aMiHa abo BBeAEHHS
[,04aTKOBOI Ai/bHUL| BUPOBHULTBA A4/18 YaCTMHN abo
BCbOro BUPOOHWNYOro NpoLecy rotToBoro Nikapcbkoro
3aco06y (4iNbHULA 4515 BTOPUHHOIO NakyBaHHS);
3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3amiHa abo BBeAEeHHS J40AATKOBOI
OiNbHAL BUPOBGHULTBA A1 YACTUHN ab0 BCbOro
BMPOBHMYOrO NPoL,EeCy rOTOBOIO /liKapCbKOro 3acoby
(AiNbHULA ON18 NEPBUHHOIO NakyBaHHS) - BBEAEHHS
nofaTtkoBoi BUpo6HuUYoi ainbHuLi KRKA d.d., Novo
Mesto, Novomeska cesta 22, 8310 Sentjernej,
Slovenia, fika BigNoBigaibHa 3a BUPOGHMLTBO,
NepBUHHY Ta BTOPUHHY ynakosky IM'/13;
aAMiHICTpaTUBHI 3MiHW. BunyyeHHs BUPOOHUYOI
AinbHUUI (BkIoYaoumn ainbHuui Ana A®l, npoMixHoro
NPOAYKTY abo roTOBOro NiKapcbKoro 3acoby,
AiNbHULI ANA NPOBeAEHHS NakyBaHHS, BUPOOHNKa,
BiANOBIAA/ILHOIO 3a BUMYCK Cepiii, MicLe
NpoBeeHHs KOHTPOIO cepil) abo noctavyanbHUKa
BWXiAHOrO marepiasy, peareHTy abo JONOMDKHOT
PEYOBMHM (SIKLLLO 3a3HAYEHO Y JOCLE) — BUNYHYEHHS
BMpoOHUKa A®| npaminekcony y Burnsagi
npaminekcony gurigpoxnopugy moHorigparty Alembic
Pharmaceuticals Limited, India
168. O®DJ/TIOKCALVH Kpanni o4Hi, 3 mr/1 mn, dapma LUTYNbH HimeuunHa dapma LUTYNbH HimeyunHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK 3a UA/15986/01/01
LTY/IbH KOA no 0,5 mny 1y6- 6X v6X | Tuny - 3MiHM 3 AKocTi. [0TOBMIA NikapcbKuii 3acib.

peyenmom
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
KpanenbHuui; no 5 Ty6- Cuctema KoHTeliHep/3aKynopoBasibHWI 3aci6 (iHLWi
KpanenbHULb y 610Ky; 3MiHWM) BHECEHHSA YTOUYHEHHS A0 p. «YnakoBka» MKHA
no 1 6noky (Ne5), no 2 /13 CTOCOBHO HasABHOCTi a/ltOMiHIEBOT (hO/IbIN, B SKY
6noku (Ne10) B 3aropTarTbcs 6/10kM 3 Ty6-kpanenbHULj
a/IlOMIHIEBI ynakoBLj
a60o no 6 6n10kiB (N230,
KOXHi 2 6/10ku1 B
aloMiHIEBIl ynakoBLj) y
KapPTOHHI Kopobui
169. | ODPTAKBIKC® Kpanni o4Hi, 5 mr/mn, no CaHTteH AT DiHNAHAA BVPOGHWK, diHnaHgisa/ BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/3755/01/01
5 mMn y chnakoHi 3 BiANoBigabHUI 3a KuTai 3MiHM | TUNY - 3MiHa NapameTpiB crnewumdikawii peuyenmom
KpanesibHuLeto, no 1 BMPOBHMUTBO in- Ta/abo foNyCTMMUX MEX rOTOBOrO NiKapCbKoro
th1akoHy B KapTOHHii bulk, nepeuHHe 3aco0y - BuAaneHHs 3i cneyudikallii roToBoro
KopooLi nakyBaHHs, nNiKapcbKoro 3acoby nokasHvka SKoCTi «MexaHiuHi
BTOPWHHE BK/IIOYEHHS» i3 BiANOBIAHOI0 METOAVKONO
nakyBaHHs: BMNPOGYBaHHSA, TaK siK BiAMOBIAHI BUMOTM LW040
CaHTeH AT, MeXaHiYHMX YacCToK BignoBigHO A0 € BKIOYEHI 40
PiHNAHgis; BunpobyBaHHsa "Onuc"
BVPOGHWK,
BiANoBigabHUI 3a
BMPOGHMLTBO in-
bulk, nepsuHHe
nakyBaHHS:
CaHteH
dapmacbloTikan
(Kutait) Ko. N1,
KuTtaii; BUPOGHUK,
BignoBiganbHWi1 3a
XiMiuHi,
MiKpOGiosoriyHi
BUMPOOYBaHHA Ta
BMNYCK cepil:
CaHTeH AT,
PiHNsAHAIA
170. MNANIH® kancynu no 200 mr no CaHpo3 CnoseHis BMPOOHULITBO in CnoseHis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/9137/01/01
10 kancyn y 6nictepi; no dapmacbloTikans bulk, nakyBaHHs, 3MiHM | TUny - 3MiHK WoAo 6e3nekn/edekTMBHOCTI Ta | peyenmom
2 6nicTepu B KAPTOHHIN n.o. BUNYyCK cepii: Jlek thapmakoHarnsgy. BeegeHHs abo 3miHu o

KopooLi

PapmaueBTUyYHa
KomnaHia g.4.,
CnoseHis;
nakyBaHHs: Jlek
PapmaLeBTUYHA
KomnaHia a.4.,
CnoseHis

y3araslbHeHUxX JaHnx npo cucTemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXeHoT ocobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
KOHTaKTHOT 0CO6U 3 chapmakoHarnsay 3asiBHUKa 415
3[jiCHeHHs1 hapmakoHarisay B YKpaiHi, AKLo BoHa
BigMiHHa Bif, yNOBHOBaXeEHOI 0co6u, BignoBiganbHOI
3a 3fjiicHeHHs hapmakoHarnagy (Bkioyarun
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) - 3miHa y
PO3MilLeHHi MacTep-ghaiily cucremu




122

n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

thapmakoHarnagy, 3mMiHa mMicus 34iiCHEHHS OCHOBHOI
LifNbHOCTI 3 thapmakoHarnagy, 3mMiHa KOHTakTHUX
[aHnXx ynoBHOBaXXEHOI 0CO6Y 3asBHVKa AN
3fiicHeHHs1 chapmakoHarasagy

171.

NEKTONIBAH®
nnoLy,

kancynu no 52,5 mr; no
10 kancyn y 6nictepi; no
3 6nicTepu B nayui

MAT "®dapmak”

YKpaiHa

MAT "®apmak”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHiX maTepiasis: 3MiHU
| Tuny - AOMiHICTpaTMBHI 3MiHW. 3MiHa Ha3BK
nikapcbKoro 3acoby
3aTtBepmxeHo: MNnodopkad Pluforcough
3anponoHosaHo: MekTonsaH® nntouy, Pectolvan
Hedera Helix.

BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicns
3aTBEPKEHHS.

6e3
peuyenma

UA/15403/01/01

172.

NMEHECTEP®

TabneTku, BKpUTI
060/10HKOI0, M0 5 Mr Ne
30 (15x2): no 15
TabneTtok y 6nictepi; no
2 6nicTepU y KapTOHHIN
KopoobLi

TOB "CaHodi-
ABeHTIC YKpaiHa"

YKpaiHa

TOB "3eHTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH 1O peecTpaLiiiHux maTepiasnis: 3miHa
3asBHMKa (BNacHMKa peecTpauiiHoro NocBigYeHHs!)
(3rigHo Hakasy MO3 Big 23.07.2015 Ne 460)
TepMiH BBEAEHHS 3MiH - NPOTAroM 6 MicALiB nicns
3aTBEpMKEHHS. 3MiHN | TUNy - 3MiHK WoA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHUX JaHux npo
cucTemy thapmakoHarnsagy (BBefieHHs y3arasibHeHUX
AaHyX Npo cuctemy chapmakoHarnsgy, 3MiHa
yMOBHOBaXeHOI 0cobu, BignosiganbHOT 3a
3[iicCHEHHs1 hapMakoHarnsay; KOHTaKTHOI 0cobu 3
thapmakoHarnsgy 3asBHUKa ANs 34iCHEHHSN
hapmakoHarnagy B YkpaiHi, AKLLO0 BOHa BigMiHHA Bif,
YNOBHOB&XEHOT 0CO6MU, BiANOBiAabHOI 3a
3[iicHeHHs hapmakoHarnsay (BKIKUYauM KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3MmilLeHHI MacTep-caiina
cuctemu hapmakoHarnsgy) [iova pegakuis:
yNOBHOBaXXeHa 0coba 3asBHUKa, BignosiganbHa 3a
thapmakoHarnag, - Eric Teo/Epik Teo.
MponoHoBaHa pefakLis: ynosHoBaXKeHa ocoba rpynu
KomMmnaHii Sanofi, BignoBigasibHa 3a hapmakoHarnsg
Ha rnobanbHoMy piBHi - Eric Teo/Epik Teo;
YyNOBHOBaXKeHa ocoba 3asBHUKa, BignoBijanbHa 3a
hapmakoHarnag B Ykpaini - KnilwmH AHTOH
Mwukonaiosuy;
3MiHK | TUny - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta
hapmakoHarnsagy (iHwi 3mMiHn). 3MiHW y TekcTi
MapKyBaHHs. 3MiHN BHECEHI B iHCTPYKLitO 4715
MeZIMYHOro 3aCTOCYBaHHA LWOAO0 AOAAHHA PO3LiNiB
"3anBHKK" Ta "MicLe3HaxomKeHHs 3asBHUKA" 3
BiANOBIAHVMU 3MiHAMU Y TEKCTI MapKyBaHHS.
MprBEAEHHA TEKCTY MapKyBaHHS [0 BUMOT Hakasy
MO3 Big 23.07.2015 Ne460. TepMmiH BBEEHHS 3MiH -
npoTarom 6 MicauiB NicNs 3aTBEPAKEHHS.

3a
peyenmom

UA/6000/01/01

173.

NK-MEPL,

po3unH ans iHdysiid, 0,4
mr/mn, no 500 mn y

Mepy,
dapmacbioTikasic

HimeyunHa

Brpo6HuK
roTOBOrO

Icnanis/
HimeyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3MiHW
1l TMNy - 3MiHK WoA0 6e3nekn/eddekTNBHOCTI Ta

3a
peyenmom

UA/9031/02/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
dhnakoHi, No 2 driakoHu 6X nikapcbKoro thapmakoHarnsgy. BHeceHHsi abo 3miHa(v) fo
Y KapTOHHii1 kopobui 3acoby: 3060B'A3aHb Ta YMOB Buadi peecTpadiiiHoro
B. bpayH noceifgyeHHs, Bknoyaoun MNMnax ynpasniHHA
Megukan, CA, pr3ukamm (3aCTOCyBaHHS 3MiH(M), AKi(a)
IcnaHis B/MaratoTb(€) NofanbLioro 06rpyHTyBaHHA HOBUMU
Brpo6HuK, [04AaTKOBUM JaHUMK, L0 MaloTb HagasaTucs
BiNOBIgabHWI 3a KOMMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs
BUNYCK cepii: CyTTEBA OL{iHKA KOMNETEHTHUM OpraHom) BukoHaHHs
Mepy, dapma 3060B'A3aHb BIANOBIAHO A0 NignyHKTY 1.13 nyHkTy 1
v6X i Ko. KlraA, popatky 15 go MNopagky npoBefeHHA ekcnepTusu
HimeyunHa peecTpauiiiHux MaTepiasiiB Ha nikapcbki 3acobu, Lo
noAalnTbCa Ha AepXaBHy peecTpawito
(nepepeecTpauito), a TakoX ekcnepTn3n Matepianis
NpOo BHECEHHS 3MiH 10 peecTpauiiHnx MaTepianis
NPOTAroM fii peecTpaviiiHoro nocBigYeHHs,
3aTBepMAKeHoro Hakasom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460).
174. nynbMo/I0OP® Tabnetkn in bulk: no Mogi Xenc Mrm6X LLiBeliyapis CaBa Xesickea IHais/ BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: - UA/10379/01/01
5000 TabneTok y NTa, IHgis; YropuHa 3MiHM | TUNy - 3MiHa y MeToAax BUNpPoGyBaHHS
noagiiHnx Megiton rOTOBOrO J1iKapCbKOro 3acofy - 3MiHa y aHaniTUYHii
nonieTuIeHoBNX dapmacbloTikan mMeToauLi «KifibKicHe BUSHAYEHHS [i0UNX PEYOBUH,
nakertax NTa., YropwyHa Ta AK HacnNifokK, B MeToAnkax «PO3UMHEHHS» Ta
«OAHOPIAHICTb A030BaHNX OAVHULB. JlopaTagnH».
BBegeHHA 3MiH npoTArom 6 micsAuiB nicns
3aTBepAXKEHHA
175. nyNbMOJIOP® Tabnetku, no 10 Mogi Xenc rm6XxX LLiBeiiuapis CaBa Xenckea IHais/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/10378/02/01
TabneTtok y 6nictepi; no NTa, IHgis; YropumHa 3MiHM | TUNy - 3MiHa y MeTodax BUNpPo6yBaHHS peyenma
1 a6o 2 6nicTepu B Megiton rOTOBOrO /1iKapCbKOro 3acoby - 3MiHa y aHaniTU4Hii
KapTOHHI ynakoBLi dapmacbloTikas MeToauui «KinbkicHe BU3HAYEHHS Ail0UMX PEHOBUHY,
n1a., YropwmHa Ta 5K Hac/MigokK, B MeToankax «PO34YMHEHHA» Ta
«OAHOPIAHICTb A030BaHVX OAVHWLB. JlopaTagnH».
BBepeHHsA 3MiH npoTsarom 6 micsAuis nicnsa
3aTBepAKEHHs
176. PAN3OOErr® po3umnH ANns iH'ekuiin, 100 | A/T Hoso Hoppaick [anis BMPOGHMLTBO, [Oanis/ BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/14281/01/01
DNIEKCTAY® oA/mn no 3 mny HanoBHEHHA B PpaHuis 3MiHK | TUny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyernmom
KapTPUAXi, SKNIA NepPBUHHY hapmakoHarnsigy. BeegeHHs abo 3miHn go
MICTUTbCA Y ynakoBky Ta y3ara/lbHeHUX JaHnx npo cuctemy hapmakoHarnsagy
6araTo0308ili KOHTPO/b 6aUiky. (BBEAEHHSA Y3araslbHEHUX AaHWX NPo cucTemy
04HOPA30BIN WNpuL- BignosigansHuii hapMakoHarnsgy, 3MiHa yrnoBHOBaXXeHOT 0cobu,

pyuui; no 1 a6o no 5
LUNPUL-PYYOK Y

3a Bunyck: A/IT
Hoso Hopgick,

BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
KOHTaKTHOI 0co6M 3 thapmakoHarnsay 3asBHuKa A1

KapPTOHHI KOpooL;i [anis; 3ilicHeHHs hapmakoHarsisgy B YKpaiHi, SKLWO BOHA
BMPOGHMLTBO, BiAMiHHa Bif YNOBHOBaXeHOI 0c06M, BiANOBIAA/IbHOI
HanoBHEHHA B 3a 3[jlicHeHHs chapMakoHarnsay (Bkioyarun
NepBUHHY KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
ynakoBKy Ta tpaiina cuctemu hapmMakoHarnisgy) - 3miHa
KOHTPO/b 6aUiky. KOHTaKTHOI 0CO6U B YKpaiHi ynoBHOBaXeHO! 0cobu
KomnnekTyBaHHs, 3asBHMKA 415 34iiCHEHHA ddapmakoHarnsgy.
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
MapKyBaHHs Ta lMponoHoBaHa pefakuis: /lJacToBEHKO AHHA
BTOPUHHE CepriiBHa. 3MiHa KOHTaKTHUX JAaHWUX KOHTaKTHOI
nakyBaHHs 0co6U B YKpaiHi ynoBHOBaXXeHOI 0Co6M 3asBHMKa
roTOBOro [AnA 3pjicHeHHs hapMakoHarnsgy
NPOAYKTY.
KoHTponb sikocTi
6as1Ky rotoBoro
npoaykTy Ta
KiHL,eBOro
roToBOro
npoaykty: AIT
Hoso Hopgick,
[Oanis;
MapKyBaHHs Ta
BTOPUHHE
nakyBaHHs
roToBOro
npoaykrty: AIT
Hoso Hopagick,
[aHisn; Hoso
Hopgick
MpoatoKCbLoH
CAC, ®paHuis
177. | PEKYTAH® pignHa no 100 mn y MAT "rannucpbapm" YkpaiHa MAT "rannuchapm" Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 6e3 UA/8838/01/01
dhnakoHi cknsHomy abo BUMpPaB/IEHHHS TEXHIYHOT MOMWIKN B iHCTPYKUIT Ans peyenma
nonimepHomy; no 1 MeAMYHOr0o 3aCTOCYBaHHS y Ha3Bi /TiKapCbKoro
hnakoHy B nmauuj; no 3acoby Ha aHrNincbkin MoBi
100 mny 6aHui; no 1
6aHui B nayui
178. PN3EHOPOC® TabneTkn, BKPUTI TOB "3eHTiBa" Yecbka BMPOBHULTBO Yecbka BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/7150/01/01
35 o060n0Hkoto, no 35 mr Ne Pecnybnika | Hepo3sdhacoBaHoro | Pecny6nika/ 3MiHn Il Tuny - 3miHK Woao 6e3nekun/ecekTUBHOCTI peyenmom
2 (2x1): no 2 TabneTkn B NPOAYKTY, Cnosaubka Ta (hapmakoHarnsgy. BHeceHHs abo 3miHa(n) Ao
6nictepi; no 1 6nictepy nepBrHHE Ta Pecny6nika 3000B'A3aHb Ta YMOB BMAadi peecTpauiitHoro
B KapTOHHIi KopobLyi; Ne BTOPVHHE NOCBIAYEHHS, BKtoYatoun MnaH ynpasiHHA
4 (4x1), Ne 8 (4x2), Ne nakyBaHHs, pusnKamm (3acTocyBaHHS 3MiH(1), ski(a)
12 (4x3): no 4 TabneTtkn KOHTpONb Ta BMMaralTb(€) NOAAIbLIOTO 06IPYHTYBaHHS HOBMMM
B 6nicTepi; no 1 abo no BUMycK cepiii: TOB [04aTKOBUM A@aHMMK, Lo MaloTb HagaBaTucs
2, abo no 3 6nictepn B "3eHTiBa", Yecbka KOMMETEHTHUM OPraHoM, OCKi/IbKM BUMaraeTbcs
KapTOHHI Kopo6Lyi Pecny6nika; AT CyTTEBa OLiHKa KOMMETEHTHUM OpraHom) -
"CaHeka BrKoHaHHSA 3060B'A3aHb BiANOBIAHO A0 MiANYHKTY 2.3
$apmacbloTikans", NyHKTY 2 gogatky 15 no MNopsiaky nposefeHHs
Cnosaubka eKCnepTun3n peecTpauiiHnx Matepianis Ha nikapcbki
Pecnyb6nika 3acobu, L0 NoAaloTbCA Ha flepXaBHy peecTpadiiio
(nepepeecTpalilo), a Takox ekcnepTusn matepianis
Npo BHECEHHS 3MiH [0 peecTpauiliHnx matepianis
NpOTAroMm fii peecTpauiiHoro NocBig4YeHHs,
3aTBepmKeHoro Hakaszom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
179. PUKOHPEA TabneTkun, BKpUTI [-p Peggaj'c IHais [-p Pegpi'c IHais BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/16733/01/01
NNiBKOBOIO 060JIOHKOIO, Na6opaTopic NiTA, Na6opatopic 114, BUNPABNEHHS TEXHIYHOT NOMUNKM B IHCTPYKLIT 4715 peuyenmom
no 50 wr, no 10 BupobHuua MeAUYHOro 3acToCyBaHHA y po3aini “/likapcbka
Tabnetok y 6nictepi, no AinbHuus - 1l hopma/OCcHOBHI i3VKO-XiMi4Hi BNacTnBocCTi"
1 a6o 3 6nictepu y
KopoobLi
180. PUKOHPE/A TabneTku, BKpUTI [-p Peggaj'c IHais [-p Pegpi'c IHais BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/16733/01/02
NNiBKOBOIO 060JI0HKOIO, Na6opaTopic T4 Na6opatopic /114, BUNPAaB/IEHHA TEXHIYHOT MOMUIIKM Y MeToAax peuyenmom
no 200 wmr, no 10 Bupo6Huya KOHTPO/IO SKOCTi y p. "Onuc"; BunpasnieHHs
TabneTtok y 6nictepi, no OinbHnus - 11 TEeXHIYHOT MOMUIIKU B iHCTPYKLIT 4719 MEeANYHOro
1 a6o 3 6nictepn y 3acTocyBaHHsA y po3gaini "flikapcbka dpopma/OCHOBHI
KopoobUi i3nkKo-XimiyHi BractTusocTi"
181. POMECTIH® 10 TabneTku, BKpUTI AHaHTa Mepgikeap Benvka MapkcaHc ®apma IHais BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu 3a UA/14017/01/01
NNiBKOBOIO 060/I0HKOK nra. BpuTaHis nta., Hais; | Tuny - 3MiHK 3 AiKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. peuyenmom
no 10 mr, Ne 30 (10x3) B KonpaH Nimiteg, 3MiHN y BUPOGHMLTBI. 3amiHa abo BBeAEHHS
6nictepax IHAjs; [04,aTKOBOT AiNbHULI BUPOGHMLTBA A1 YacTUHM abo
ApTypa BCbOro BUPOOHMYOro NpoLecy rotToBoro Nikapcbkoro
dapmacbloTikans 3aco6y (AinbHWLA, Ha Kl NPoBOAATLCA Oy Ab-AKi
MeT. N114,., IHAA BMPOGHWYI CTagii, 3a BUHATKOM BUMYCKY Cepil,

KOHTPOJIH0 SKOCTi, NEPBUHHOTO Ta BTOPUHHOIO
nakyBaHHs, A719 HECTEPUIbHUX MIKapPCbKMX 3acobiB) -

BBE/IEHHS 40AAaTKOBOI BUPOOHNYOT AinbHULI KonpaH

Nimiten, IHAIA | 9K Hacnigok nosiBa 3-X 4O0AATKOBUX
ynakoBoK. BBefeHHs 3MiH NpOTArom 3 -x MicAuis

nicna 3areepaxeHHsA. CynyTHA 3MiHa

- 3MiHK 3 siKOCTi. FoTOBUIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBeAEeHHS J0AAaTKOBOI
AiNbHULI BUPOGHULTBA A8 YacTUHK abo BCbOro

BMPOGHMYOro NpoLiecy roToBOro MikapCbKoro 3acoby

(AiNbHULSA ANS NEPBMHHOIO NakyBaHHS)

- 3MiHM 3 SKOCTi. F0TOBMIA NiKapcbkuii 3aci6. 3MiHN y
BUPOGHMLTBI. 3amiHa abo BBeLeHHS 004aTKOBOT
AiNbHULI BUPOBHMLTBA 19 YacTUHM abo BCbOro

BMPOGHNYOro NpoLiecy roToBOro MikapCbKoro 3acoby

(4iNbHULSA AN BTOPUHHOIO NakyBaHHA) 3MiHKM | Tuny

- 3MiHK 3 SKOCTi. FoTOBMIA Nikapcbkuii 3aci6. 3mMiHn y

BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYOTbCS BUMYCKY Cepii Ta KOHTPOIO AKOCTI
roTOBOrO JliKapCbKOro 3acoby (3amiHa abo

[0AaBaHHA BUPOOHYKA, LLIO BiANOBIAa€E 3a BBE3EHHS

Ta/abo Bunyck cepii) - Bktovaroum
KOHTPO/b/BUNPOGYBaHHSA cepii - foAaBaHHA
BMPO6HUKa - KonpaH flimiTes, IHAiS i SK Hacigok
nosiea 3-x 404aTKOBMX YNakoBOK. BBeeHHs 3MiH
npoTArom 3-x MicsLiB Nic/A 3aTBepAKEHHS. 3MiHu |
Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn) 3MiHM BHECEHI LWoa0
PO34iNeHHS IHCTPYKLIT OKPEMO /15 KOXHOTO
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

BMPOGHMKA. BBeAEHHS 3MiH MPOTAroM 3-X MicsLiB
nicns 3aTBepPAXEHHS

182.

POMECTIH® 20

TabneTkn, BKPUTI
NNiBKOBOI 060/IOHKOK
no 20 mr, Ne 30 (10x3) B
6nictepax

AHaHTa Mepgikeap
nra.

Benuvka
BpuTaHis

MapkcaHc ®apma
nta., IHais;
KonpaH Nimites,
IHAis;
ApTtypa
dapmacbioTikan3
Met. NIT4., IHAiA

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu
| Tuny - 3miHM 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
3MiHM Y BUpO6HULTBI. 3amiHa abo BBeAeHHSA
[,04aTKOBOI Ai/bHUL| BUPOBHULTBA A4/18 YaCTMHN abo
BCbOro BUPOOHWNYOro NpoLecy rotToBoro Nikapcbkoro
3aco6y (AinbHMLSA, Ha SiKili NPoBOAATLCA By /Ab-SiKi
BMPOGHWYI CTagji, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJTH0 AKOCTi, NEPBUHHOTO Ta BTOPUHHOIO
nakyBaHHs1, 411 HECTEPWU/IbHUX JiKapCbKMX 3ac06iB) -
BBE/EHHS 40AaTKOBOI BUPOOHNYOI AinbHULI KonpaH
Nimite, IHAIA | 9K HAcNigoK nosiBa 3-X 4OAATKOBUX
ynakoBOK. BBeieHHs1 3MiH NpoTAroM 3 -X MicsiLiB
nicns 3aTeepmkeHHs. CynyTHs 3MiHa
- 3MiHM 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3aMiHa abo BBeLleHHS 004aTKOBOT
AiNbHULI BUPOBHMLTBA 19 YacTUHM abo BCbOro
BMPOGHNYOro NpoLiecy roToBOro ikapCbKoro 3acoby
(BiNbHULA 4N NEPBUHHOIO NakyBaHHS)

- 3MiHK 3 SKOCTi. FoTOBMIA NiKapCbKuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3amiHa abo BBeAEeHHS J40AATKOBOI
OiNbHAL BUPOBGHULTBA A1 YACTUHN ab0 BCbOro
BMPOBHMYOrO NPoL,EeCy rOTOBOrO /liKapCbKOro 3acoby
(BiNbHMUSA ANA BTOPMHHOIO NakyBaHHs) 3MiHu | Tvny
- 3MiHK 3 siKOCTi. FoTOBUIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCA BUMYCKY Cepii Ta KOHTPOO AKOCTI
roTOBOrO JlikapCbKoro 3acoby (3amiHa abo
A0faBaHHA BUPOOHMKA, LLIO BiANOBiJa€E 38 BBE3EHHSA
Ta/abo Bunyck cepii) - Bkaovyaroun
KOHTPO/b/BUNPOGYBaHHSA cepil - AoAaBaHHSA
BMPO6HUKa - KonpaH flimitea, IHAiS i SK Hacnigok
nosiea 3-x A0AATKOBMX YNakoBOK. BBefeHHsS 3MiH
NPOTAroM 3-X MicsLiB Nic/sa 3aTBEPLKEHHSA. 3MiHU |
TUny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) 3MiHW BHECEHI LL0A0
PO3/iNEeHHs IHCTPYKLT OKPEMO A/191 KOXHOTO
BMPOGHMKA. BBEAEHHSA 3MiH MPOTArOM 3-X MicsiLiB
nicns 3aTBepAKeHHs

3a
peyerimom

UA/14017/01/02

183.

POMECTIH® 5

TabneTku, BKPUTI
N/1iBKOBOKO 060/10HKOIO
no 5 mr, Ne 30 (10x3) B
6nictepax

AHaHTa Mepikeap
nra.

Benuka
BpuTanis

MapkcaHc ®apma
nra., IHAais;
KonpaH Nimites,
IHais;
ApTypa
PapmacbioTikan3
MeT. N14., IHAiA

IHais

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK
| Tuny - 3MiHM 3 AKoCTi. FOTOBWMIA Nikapcbkuit 3aci6.
3MiHN y BUPOGHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI Ai/bHUL| BUPOBHULTBA A/18 YaCTUHN abo
BCbOr0 BMPOGHMYOro NPOLLECY FOTOBOTO JliKapCbKoro
3aco06y (AiNbHMLSA, Ha SKii NPOBOAATLCA OyAb-AKi
BMPOGHWYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPO/IH0 SIKOCTi, NEPBUHHOIO Ta BTOPUHHOIO

3a
peyenmom

UA/14017/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

nakyBaHHs, /1 HECTEPUTbHUX NIKaPCbKMX 3acobiB) -
BBEJEHHS 404aTKOBOI BUPOOHMYOT AinbHuUL KonpaH
Nimiten, IHAiA | 9K Hacnifok nosiea 3-X A0AATKOBUX
yrnakoBOK. BBefeHHs 3MiH NpoTArom 3 -x MicAuiB
nicnsa 3aTBepgkeHHs. CynyTHA 3miHa

- 3MiHM 3 iKOCTi. FOTOBWIA Nnikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS 40AATKOBOI
AiNbHULI BUPOGHULTBA AN18 YacTUHK abo BCbOro

BMPOBHMYOro NpoLecy roTOBOrO /liKapCbKoro 3acoby

(@iNbHUUSA ANA NEPBMHHOIO MaKyBaHHS)

- 3MiHK 3 SKOCTi. FOoTOBMIA NiKapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3amiHa abo BBeAEHHSA [0AAaTKOBOI
AiNbHULI BUPOBHMLTBA /18 YacTUHM abo BCbOro

BMPOGHMYOro NpoLiecy roToBOro NikapCbKoro 3acoby

(AiNbHMUA ANA BTOPUHHOIO nakyBaHHs) 3MiHu | Tuny

- 3MiHM 3 SKoCTi. FoTOBMIA NikapCbkuii 3aci6. 3MiHN y

BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOO AKOCTI
roTOBOrO JlikapCcbkoro 3acoby (3amiHa abo

[ofaBaHHA BUPOOHUKA, LLO BiANOBILAE 3a BBE3EHHS

Ta/abo Bunyck cepii) - Bkatovaroum
KOHTPO/b/BMNPOGYBaHHSA cepii - foAaBaHHSA
BMpOOGHUKa - KonpaH NlimiTes, IHAia i Ak Hacnifok
nosiea 3-x 40AaTKOBMX yNakoBOK. BBeAeHH:A 3MiH

NpoTAroM 3-x MicsLB Mic/1A 3aTBepKEHHS. 3MiHu |

TMny - 3MiHK WoA0 6e3nekn/eddekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) 3MiHW BHECEHI LL0A0
PO34iNeHHs IHCTPYKLT OKPEMO /15 KOXXHOTO
BMpOOHUKa. BBEAEHHS 3MiH NPOTAroM 3-X MicsiLiB
nicns 3aTBepiKeHHs

184.

CANODPA/BbK

rpaHynu
racTpope3nNCTEeHTHI

NpPOJIOHroBaHoOI Aii no 3 1

no 5,58 rpaHyn y nakeri
"I'paHy-CTtukc"; no 50
naketiB y Kopobui

Ap. ®ansk Papma
6X

HimeuunHa

BignoBigabHWiA 3a
BUMYCK Cepiii
KiHL,eBOro
npoaykTy,
anbTepHaTnBHe
BTOPVHHE
nakysaHHsa: [p.
®ansbk Papma
'm6X, HimeuunHa;
BMPOGHMK
[,030BaHoi chopmu,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs: JlozaH
dapma 'm6X,
HimeuunHa;
$ap6in Papma
'm6X, HimeyunHa

HimeyunHa

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis:
3MiHK | TUNy - 3MiHK Woao 6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHn go
y3ara/lbHeHUx JaHnx npo cuctemy papmakoHarnsgy
(BBEAEHHSA Y3araslbHEHVX A@HUX NPO cucTeMy
hapMakoHarnsgy, 3MiHa yrnoBHOBaXeHOT ocobum,
BiANOBIAA/IbHOI 3a 34ilicCHEeHHA hapmakoHarnsgy;
KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHuKa AN
3[jiCHEeHHs hapmakoHaragy B YKpaiHi, AKLO BoHa
BiAMiHHa BiJ YNOBHOBaXeHOi 0co6M, BiANOBIAA/IbHOI
3a 3pjlicHeHHs hapMakoHarnsay (Bkioyakun
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemy papmakoHarnisgy) - 3miHa
YNOBHOB&XEHOT 0CO6U 3asBHMKa. MponoHoBaHa
pepakuis: Andrea De lacovo / AHgpea [le AkoBo.
3MiHa KOHTaKTHOT 0cobu 3asiBHMKa. [ponoHoBaHa
pepakuisi: BoiiTeHko AHTOH leoprilioBuy.
3MiHa KOHTaKTHUX [iaHWX YNOBHOBAXEHOI 0CO6M.

3a
peyenmom

UA/3745/01/03
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
3MiHa KOHTaKTHWX AaHUX KOHTaKTHOI 0cobm
185. CANODANBK Cyno3uTopii peKkTasibHi, Op. danbk Papmva HimeuunHa | BignosiganbHwii 3a | HimeuunHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/3745/03/01
no 250 mr no 5 6X BUMYCK Cepiii Llseiiuapis 3MiHM | TRy - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
Cyno3unTopiiB y CTpUi; KiHL,EBOro thapmakoHarnsgy. BeegeHHs abo 3miHu oo
no 2 cTpunu B Kopobui 3 npoaykTy Ta y3araslbHeHUxX JaHunx npo cuctemy hapmakoHarnsgy
KapTOHY aflbTepHaTuBHe (BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
BTOPVHHE chapmakoHarnsgy, 3miHa yrnoBHOBaXeHoT ocobu,
nakysaHHs: [p. BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsay;
danbk Papma KOHTaKTHOI 0co6M 3 thapmakoHarnsgy 3asiBHVKa A1
M6X, HimeuunHa; 3[jiCHeHHs1 hapmakoHaraay B YKpaiHi, SKLo BoHa
BUPOBHUK BigMiHHa Bif, yNOBHOBaXeEHOI 0c0o6y, BignoBiganbHOI
[o030BaHoi chopmu, 3a 3fjiicHeHHs hapmakoHarnagy (Bkioyarun
nepBuHHE Ta KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
BTOPWHHE (paiina cuctemu papmakoHarniagy) - 3miHa
nakyBaHHs: Bidop YMOBHOBaXEHOT 0C06U 3asBHVKa. MNponoHoBaHa
Al pepakuis: Andrea De lacovo / AHgpea [e fkoBo.
LiBaliHiaepnaccyH 3MiHa KOHTaKTHOI 0co6u 3asBHYKa. [ponoHoBaHa
r Megixemi pepakuis: BonteHko AHTOH lMeopriioBuy.
ETTiHreH, 3MiHa KOHTaKTHMX AaHUX YNOBHOBaXKEHOT 0CO6Y.
LLiBeiiuapis 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu
186. CANODANBK Cyno3unTopii peKTaslbHi [p. danbk Papmva HimeuunHa | BignosiganbHwii 3a | HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/3745/03/02
no 500 mr no 5 6X BUMYCK Cepiii LBeiiLapis 3MiHY | TRy - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta peyenmom
Cyno3uTopiiB y CTpuni; KiHLLeBOro thapmakoHarnsgy. BeegeHHs abo 3miHu fo
no 2 cTpunu B KOpooLi 3 npoayKTy Ta y3arasibHeHVX AaHnx Npo cuctemy thapmakoHarnsgy
KapTOHY anbTepHaTnBHe (BBEAEHHSA Y3araslbHEHVX AaHNX NPO cucTemy
BTOPVHHE chapmakoHarnsgy, 3miHa ynoBHoOBaxeHoT! ocobu,
nakysaHHs: [p. BiANOBIAA/IbHOI 3a 34iiCHEeHHA ddapmakoHarnsgy;
dansbk Papma KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asiBHVKa AN
m6X, HimeuyunHa,; 3[jiCHEeHHs1 hapMakoHarniaay B YKpaiHi, Ko BoHa
BMPOGHMK BiAMIHHa Bif YNOBHOBa&XeHOi 0co6M, BiANOBIAA/IbHOI
[030BaHol hopmu, 3a 3gjlicHeHHs hapmakoHarnsay (Bkioyakun
nepBrHHE Ta KOHTaKTHI faHi) Ta/abo 3MiHW Y PO3MiLLEHHI MacTep-
BTOPWHHE thaiina cuctemu chapmakoHarasgy) - 3miHa
nakyBaHHs: Bidop yMOBHOBaXeEHOI 0c06y 3asBHVKa. MponoHoBaHa
Al pepaxuis: Andrea De lacovo / AHapea e AkoBo.
LiBaliHigepnaccyH 3MiHa KOHTaKTHOT 0cobm 3asBHMKa. MponoHoBaHa
r Megixemi pepakuisi: BoiteHko AHTOH lMeopriioBuy.
ETTiHreH, 3MiHa KOHTaKTHUX faHWX YNOBHOBaXeHOI 0CobMu.
LLisefuapis 3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0cobu
187. CANODANBK rpaHynu Op. danbk Papmva HimeuunHa | BignosiganbHwii 3a | HimevunHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/3745/01/02
racTpopesnCTeHTHI, 6X BUNYCK cepilt 3MiHY | Tuny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta peyenmom

NPOJIOHrOBaHOI Aii No
1000 mr no 1860 mr
rpaHyn y naketmkax
"I'paHy-CTtumkc"; no 50
nakeTukiB y kopoobui

KiHLleBOro
npoaykTy Ta
anbTepHaTnBHe
BTOPUHHE
nakysaHHs: [p.
danbk Papma
vM6X, HimeyuunHa;

hapmakoHarnsigy. BeegeHHs abo 3miHn go
y3araslbHeHVX AaHnx Npo cuctemMy chapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHNX A@HUX NPO cUcTEMY
hapMakoHarnsay, 3MiHa yrnoBHOBaXXeHOT 0cobum,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
KOHTaKTHOI 0c06M 3 chapMakoHarniagy 3asBHuKa Ans
3iicHeHHs1 hapmakoHarisagy B YKpaiHi, KO BOHA
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
BMPOGHUKM BiAMiHHA BiJ YNOBHOB&XeHOi 0C06M, BiANOBIAA/TbHOI
[030BaHoOT hopmu, 3a 3pjlicHeHHs hapMakoHarnsay (Bkioyakun
nepBUHHE Ta KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
BTOPUHHE thaiina cuctemu hapmakoHarnagy) - 3miHa
nakysaHHs: Jlo3aH YNOBHOB&XEHOT 0C06U 3aaBHMKa. MponoHoBaHa
dapma 'mbX, pepakuis: Andrea De lacovo / AHgpea [le AkoBso.
HimeyuunHa, 3MiHa KOHTaKTHOT 0cobm 3asiBHMKa. [ponoHoBaHa
HimeuuunHa; pepakuisi: BoiteHko AHTOH lMeopriioBuy.
®apbin Papma 3MiHa KOHTaKTHUX [aHnX YNOBHOBAXEHOI 0CO6M.
'M6X, HimeyunHa 3MiHa KOHTaKTHMX AAaHUX KOHTaKTHOI 0cobu
188. CANNODANBK rpaHynun [p. danbk Papmva HimeuunHa | BignosiganbHwii 3a | HimeuunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/3745/01/01
racTpopesnCTeHTHI, 6X BUMYCK Cepiii 3MiHM | TRy - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
NpOJIOHroBaHoI Aii no KiHLleBOoro thapmakoHarnsgy. BeegeHHs abo 3miHu oo
500 mr no 930 mr rpaHyn NPOAYKTY Ta y3ara/lbHeHUX AaHux nNpo cuctemy dpapmakoHarnsgy
y nakeTukax "lpaHy- aflbTepHaTuBHe (BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
CTukc"; no 50 nakeTukis BTOPUHHE thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0coou,
y KOpoo6u;j nakysaHHs: [p. BiANOBIAA/IbHOI 3a 34iicCHEHHSA hapmakoHarnsay;
danbk Papma KOHTaKTHOI 0co6U 3 thapmakoHarnsgy 3asiBHVKa A1
M6X, HimeuunHa; 3[jiCHEeHHs1 hapMakoHaraay B YKpaiHi, AKLo BoHa
BMPOBOHUKN BigMiHHa Bif, yNOBHOBaXeEHOI 0c06W, BignoBiganbHOI
[030BaHoi chopmu, 3a 3fjiicHeHHs hapmakoHarnagy (Bkioyarun
nepBuHHE Ta KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
BTOPWHHE (paiina cuctemu papmMakoHarnisgy) - 3miHa
nakysaHHs: Jlo3aH YMOBHOBaXEHOT 0C06Y 3asBHVKa. MNponoHoBaHa
dapma 'vbX, pepakuis: Andrea De lacovo / AHgpea [e fkoBo.
HimeuuunHa, 3MiHa KOHTaKTHOI 0co6u 3as1BHYKa. [ponoHoBaHa
HimeuyuunHa; pepakuis: BonteHko AHTOH lMeopriioBuy.
®apbin dapma 3MiHa KOHTaKTHUX AaH/X YNIOBHOBAXEHOI 0CO6MU.
'M6X, HimeyunHa 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu
189. CANODANBK Cyno3unTopii peKTaslbHi [p. danbk Papmva HimeuunHa | BignosiganbHwii 3a | HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/3745/03/03
no 1000 mrno 5 6X BUMYCK Cepiii LBeiiLapis 3MiHY | TRy - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta peyenmom

Cyno3uTopiiB y CTpuni;
no 2 abo 6 ctpunis B
KOpo6Lj 3 KapTOHY

KiHLLeBOro
npoayKTy Ta
a/lbTepHaTUBHe
BTOPUHHE
nakysaHHs: [p.
dansbk Papma
M6X, HimeyunHa;
BMPOGHMK
[030BaHol hopmu,
nepBuHHe Ta

thapmakoHarnsgy. BeegeHHs abo 3miHu fo
y3arasibHeHVX AaHnx Npo cuctemy thapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHVX AaHNX NPO cucTemy
hapmMakoHarnsgy, 3amMiHa yrnoBHOBaXeHO! ocobu,
BiANOBIAA/IbHOI 3a 34iICHEHHST hapMakoHarnsaay;
KOHTaKTHOI 0c0obM 3 hapMakoHarnagy 3asBHuKa 4Ns
3[jiCHEeHHs1 hapMakoHarniaay B YKpaiHi, Ko BoHa
BiAMIHHa Bif YNOBHOBaXeHOi 0c06M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs hapmakoHarnsay (Bkioyakun
KOHTaKTHI faHi) Ta/abo 3MiHW Y PO3MiLLEHHI MacTep-

BTOPWHHE thaiina cuctemu chapmakoHarasgy) - 3miHa
nakyBaHHs, YNOBHOBaXXeHOi 0c0bM 3asBHMKa. MNponoHoBaHa
KOHTPO/b SKOCTI: pepaxuis: Andrea De lacovo / AHapea [le AkoBo.
Bichop Al 3MiHa KOHTaKTHOT 0cobm 3asBHMKa. MponoHoBaHa
LiBaliHiaepnaccyH pepakuisi: BoiiTeHko AHTOH eoprilioBuy.
r Megixemi 3MiHa KOHTaKTHUX faHWX YNOBHOBaXeHOI 0CobMu.
ETTiHreH, 3MiHa KOHTaKTHMX AAaHUX KOHTaKTHOI 0co6bu
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
LLIBeliyapis
190. CANODANBK rpaHynun Op. danbk Papmva HimeuunHa | BignosiganbHwii 3a | HimeuunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/3745/01/04
racTpope3ncTeHTHI 6X BUMYCK Cepiii 3MiHM | TRy - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
NpOJIOHroBaHoI Aii no KiHLleBOoro thapmakoHarnsgy. BeegeHHs abo 3miHu oo
1,5rno 2,79 r rpaHyny NPOAYKTY, y3ara/lbHeHUX AaHux nNpo cuctemy dpapmakoHarnsgy
nakeTi «[paHy-CTuKC»; anbTepHaTMBHe (BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
no 35 nakeTiB y KopooLli BTOPUHHE thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0coou,
nakysaHHs: [p. BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsay;
danbk Papma KOHTaKTHOI 0co6M 3 thapmakoHarnsgy 3asiBHVKa A1
M6X, HimeuunHa; 3[jiCHeHHs1 hapmakoHaraay B YKpaiHi, SKLo BoHa
BUPOBHUK BigMiHHa Bif, yNOBHOBaXeEHOI 0c0o6y, BignoBiganbHOI
[o030BaHoi chopmu, 3a 3fjiicHeHHs hapmakoHarnagy (Bkioyarun
nepBuHHE Ta KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
BTOPWHHE (paiina cuctemu papmakoHarniagy) - 3miHa
nakysaHHs: Jlo3aH YMOBHOBaXEHOT 0C06U 3asBHVKa. MNponoHoBaHa
dapma 'vbX, pepakuis: Andrea De lacovo / AHgpea [e fkoBo.
HimeuuunHa; 3MiHa KOHTaKTHOI 0co6u 3asBHYKa. [ponoHoBaHa
®apbin Papma pepakuis: BonteHko AHTOH lMeopriioBuy.
'vm6X, HimeuunHa 3MiHa KOHTaKTHUX AaH/X YNOBHOBAXEHOI 0CO6MU.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu
191. CANODANBK CyCrneHsis pekTanbHa, 4 [p. danbk Papmva HimeuunHa | BignosiganbHwii 3a | HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/3745/02/01
/60 r, no 60 r cycneHsii 6X BUMYCK Cepiii LBeiiLapis 3MiHY | TRy - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta peyenmom
y Ki3Mi, N0 7 K1i3M y KiHLLeBOro thapmakoHarnsgy. BeegeHHs abo 3miHu fo
6nicTepax B KOpoo6Li NpoayKTY, y3arasibHeHVX AaHnx Npo cuctemy thapmakoHarnsgy
anbTepHaTnBHe (BBEAEHHSA Y3araslbHEHVX AaHNX NPO cucTemy
BTOPVHHE chapmakoHarnsgy, 3miHa ynoBHoOBaxeHoT! ocobu,
nakysaHHs: [p. BiANOBIAA/IbHOI 3a 34iiCHEeHHA ddapmakoHarnsgy;
dansbk Papma KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asiBHVKa AN
m6X, HimeuyunHa,; 3[jiCHEeHHs1 hapMakoHarniaay B YKpaiHi, Ko BoHa
BMPOGHMK BiAMIHHa Bif YNOBHOBa&XeHOi 0co6M, BiANOBIAA/IbHOI
[030BaHol hopmu, 3a 3gjlicHeHHs hapmakoHarnsay (Bkioyakun
nepBrHHE Ta KOHTaKTHI faHi) Ta/abo 3MiHW Y PO3MiLLEHHI MacTep-
BTOPWHHE thaiina cuctemu chapmakoHarasgy) - 3miHa
nakyBaHHs: Bidop yMOBHOBaXeEHOI 0c06y 3asBHVKa. MponoHoBaHa
Al pepaxuis: Andrea De lacovo / AHapea e AkoBo.
LiBaliHigepnaccyH 3MiHa KOHTaKTHOT 0cobm 3asBHMKa. MponoHoBaHa
r Megixemi pepakuisi: BoiteHko AHTOH lMeopriioBuy.
ETTiHreH, 3MiHa KOHTaKTHUX faHWX YNOBHOBaXeHOI 0CobMu.
LLisefuapis 3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0cobu
192. CANODANBK TabneTku, BKpUTI Op. danbk Papmva HimeuunHa | BignosiganbHwii 3a | HimevunHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/3745/04/02
060/10HKOIO, 6X BUNYCK cepilt 3MiHY | Tuny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta peyenmom

KMLLKOBOPO34MHHi, N0
500 mr no 10 Tabnetok y
6nictepi; no 5 a6o no 10
6nicTepiB y Kopobu,i 3
KapTOHY

KiHLleBOro
npoaykTy Ta
anbTepHaTnBHe
BTOPUHHE
nakysaHHs: [p.
danbk Papma
vM6X, HimeyuunHa;

hapmakoHarnsigy. BeegeHHs abo 3miHn go
y3araslbHeHVX AaHnx Npo cuctemMy chapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHNX A@HUX NPO cUcTEMY
hapMakoHarnsay, 3MiHa yrnoBHOBaXXeHOT 0cobum,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
KOHTaKTHOI 0c06M 3 chapMakoHarniagy 3asBHuKa Ans
3iicHeHHs1 hapmakoHarisagy B YKpaiHi, KO BOHA
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
BMPOGHUKM BiAMiHHA BiJ YNOBHOB&XeHOi 0C06M, BiANOBIAA/TbHOI
[,030BaHoi chopmu, 3a 3pjlicHeHHs hapMakoHarnsay (Bkioyakun
nepBUHHE Ta KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
BTOPUHHE thaiina cuctemu hapmakoHarnagy) - 3miHa
nakysaHHs: Jlo3aH YNOBHOB&XEHOT 0C06U 3aaBHMKa. MponoHoBaHa
dapma 'mbX, pepakuis: Andrea De lacovo / AHgpea [le AkoBso.
HimeyuunHa; 3MiHa KOHTaKTHOT 0cobm 3asiBHMKa. [ponoHoBaHa
PoTteHgopd pepakuisi: BoiteHko AHTOH lMeopriioBuy.
dapma 'm6X, 3MiHa KOHTaKTHUX faHWX YNOBHOBaXEHOI 0Co6Mu.
HimevunHa; 3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT 0cobm
KataneHt
HimeuunHa
LLopHaopd Mv6X,
HimeuyunHa
193. CANODANBK TabneTkn, BKpUTI [p. danbk Papmva HimeuunHa | BignosiganbHuii 3a | HimeyunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3a UA/3745/04/01
060/10HKOI0, v6X BUMYCK Cepiii 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta | peyenmom
KMLLKOBOPO34MHHI, N0 KiHLLeBOro thapmakoHarnsgy. BeegeHHs abo 3miHu fo
250 mr no 10 TabneTok y NPOAYKTY Ta y3araJibHeHNX AaHux Npo cuctemy dpapmakoHarnsgy
6nicTepi; no 5 a6o no 10 anbTepHaTuBHe (BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
6nicTepis y Kopobu,i 3 BTOPWHHE thapMakoHarnsgy, 3amMiHa yrnoBHOBaXeHOT ocobu,
KapTOHY nakysaHHs: [p. BiANOBIAA/IbHOI 3@ 34iiCHEHHA ddapmakoHarnsgy;
danbk Papma KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asiBHVKa AN
'M6X, HimeuyunHa,; 3[jiCHEeHHs1 hapMakoHariaay B YKpaiHi, AKLo BoHa
BMPOGHUKN BiAMIHHa Bif YNOBHOB&XeHOi 0c06y, BiANOBIAA/IbHOI
[,030BaHoi hopmu, 3a 3pjlicHeHHs hapmakoHarnsgy (Bkioyakun
nepBuHHE Ta KOHTaKTHI faHi) Ta/abo 3MiHW Y PO3MILLEHHI MacTep-
BTOPWHHE tharina cuctemun thapmakoHarnsgy) - 3miHa
nakysaHHs: Jlo3aH YMOBHOBaXEHOT 0c06Y 3asBHVKa. MponoHoBaHa
dapma 'm6X, pepakuis: Andrea De lacovo / AHapea e AkoBo.
HimeuumnHa; 3MiHa KOHTaKTHOT 0CO6U 3asBHMKa. MNponoHoBaHa
PoTteHgopd pepakuisi: BoiteHko AHTOH lMeopriioBuy.
dapma 'm6X, 3MiHa KOHTaKTHUX faHuX YNOBHOBAXeHOI 0CObMW.
HimeuunHa 3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0co6u
194. CAHAIMYH KOHUEeHTpaT ans Hosaprtic ®apma LLiBefiuapis HosapTic ®apma LBeiiLapis BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/3165/02/01
PO34unHy ans iHgysiid, 50 Al LTelin A 3MiHK | TUny - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta peuyenmom

Mr/lmnnolwmne

amnyni; no 10 amnyn B

KapTOHHI Kopo6Lyi

hapmakoHarnsigy. BeegeHHs abo 3miHu go
y3araJlbHeHUX AaHux npo cuctemy dpapmakoHarnsgy
(BBELEHHSA y3araslbHEHUX AAaHUX NPO CUCTEMY
hapMakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
KOHTaKTHOT 0C06M 3 hapmakoHarnsay 3asBHUKa 415
3[jiCHEeHHs hapmakoHaragy B YKpaiHi, AKLOo BoHa
BiAMiHHa BiJ YNOBHOBaXeHOi 0cO6M, BiANOBIAA/IbHOI
3a 3[jlicHeHHs chapMakoHarnsay (BkioYakun
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemu hapmMakoHarnisgy) - 3miHa
YNOBHOBaXEHOT 0CO6U 3asBHMKa. MponoHoBaHa
pefakuisi: Gabriele Hecker-Barth. 3miHa KOHTaKTHOI




n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

ocobu 3asBHMKa. [ponoHoBaHa pegakuis: Opnos
B’sAvuecnaB. 3MiHa KOHTaAKTHUX faHNX YNOBHOBaXKeHOI
0co6u. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0Co6u.
3MiHa Micusa 34iiCHEHHS OCHOBHOI Aisi/IbHOCTI 3
hapmakoHarnsgy. 3miHa agpecu Mactep-caiina
cucTeMun dpapmakoHarnsagy 3asiBHuka

195.

CEPNI®T

TabneTku, BKpUTI
060/10HKO0, M0 50 Mr no
14 TabneTok y 6nicTepi;
no 2 6nictepu B
KapTOHHI Kopo6Lyi

CaH
PapmacbioTuKan
IHpacTpi3 Nimiteq

IHais

CaH
dapmacboTuKan
IHgacTpi3 Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3MiHN
Il TMny - 3MiHK Woao 6e3nekn/edHekTBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo
3060B'A3aHb Ta YMOB Buavi peecTtpauiiHoro
nocBiAgYeHHs, BKoYatoun MnaH ynpasiHHA
pu3nkamm (3aCToCyBaHHS 3MiH(M), AKi(a)
BMMaralTb(€) NOAANbLIOTO 06I'PYHTYBaHHS HOBUMM
[04aTKOBUM A@aHMK, Lo MaloTb HagaBaTucs
KOMMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs
CyTTEBA OLLiHKA KOMMETEHTHUM OpPraHom) -
BukoHaHHA 3060B'A3aHb BIAMNOBIAHO A0 NiANYHKTY
1.13 nyHkTy 1 gogatky 15 fo Nopsaky npoBefeHHs
eKCnepTun3n peecTpauiiHnx MaTepianis Ha nikapcbki
3acobu, L0 NoAaloTbCs Ha lepXxaBHy peecTpadiiio
(nepepeecTpaliio), a Takox ekcnepTusn matepianis
Npo BHECEHHS 3MiH [0 peecTpauiiHnx Martepianis
NpoTAroMm fiii peecTpauiiiHoro NocBig4eHHs,
3aTBepmkeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)

3a
peyenmom

UA/4446/01/01

196.

CEP/II®T

TabneTku, BKPUTI
0060/10HKO0, N0 100 mr
no 14 TabneTtok 'y
6nictepi; no 2 6nictepu
B KapTOHHIi kopobu,i

CaH
PapmacboTukan
IHoacTpi3 flimites

IHais

CaH
PapmacboTuKan
IHaacTpi3 flimiTes

IHais

BHECEHHS 3MiH [J0 peecTpaLjiiiHiX maTepianis: 3MiHU
Il Tvny - 3miHK Woao 6e3nekn/etekTUBHOCTI Ta
thapmakoHarnsgy. BHeceHHsi abo 3miHa(v) fo
3060B'A3aHb Ta YMOB BUaui peecTpadliiiHoro
noceigyeHHs, Bknoyaoun MNMiax ynpasniHHA
pu3nKamm (3aCTocyBaHHSA 3MiH(1), Aki(a)
B/MaratoTb(€) NofanbLIoro 06rpyHTyBaHHA HOBUMU
[04aTKOBUM AaHVMK, LLIO MaloTb HagasaTucs
KOMMETEHTHVM OpraHoM, OCKi/IbK BUMaraeTbCs
CYTTEBA OLiHKa KOMMETEHTHUM OpraHom) -
BrikoHaHHA 3060B'A3aHb BiAMNOBIAHO A0 MiANYHKTY
1.13 nyHkTy 1 gogatky 15 no MNopsaky npoBefeHHs
eKCcnepTun3n peecTpauiiHnx MaTepianis Ha nikapcbki
3acobu, L0 NoAalTbCA Ha lepXaBHy peecTpaLiiio
(nepepeecTpaljlo), a Takox ekcnepTusn marepianis
NpO BHECEHHS 3MiH 10 peecTpauiliHnx Matepianis
NPOTAroMm fjii peecTpaLiiHoro NocBigYeHHs,
3aTBepmxeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)

3a
peyenmom

UA/4446/01/02

197.

CKIHOPEH®

kpem 20 %, no 30ry
Ty6i; no 1 Ty6i y
KapTOHHI Kopobuyj

Baiiep Al

HimeuunHa

Baliep Xenckep

MaHyakTypiHr
C.P.N.

ITanis

BHECEHHS 3MiH A0 peecTpauiiHnX maTtepiasis: 3mMiHa
3asBHMKa (BNacHyKa peecTpauiiHoro NocBig4YeHHs)
(3rigHo Haka3dy MO3 Big, 23.07.2015 Ne 460): 3MiHu |
TVNYy - AOMIHICTPATUBHI 3MiHW. 3MiHA HAallMEHYBaHHS

6e3
peyenma

UA/1074/02/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1

Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa (BK/THOYAKOUM, 3a HEOHXIAHOCTI, MicLe
NpOBeLEHHS KOHTPO/IIO AKOCTI), ab0 BlacHuka
MacTtep-aiina Ha A®l, abo noctavanbHVKa
Adl/BuxigHoro Matepiany/peareHTy/npomixkHOro
NPOAYKTY, L0 3aCTOCOBYHOTHCA Y BUPOOHULTBI AD|
(AKLLLO0 3a3HAYeHO Y AOChE Ha Nikapcbkuii 3acib) 3a
BiJCYTHOCTI cepTudikaTa BignosigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepAXXEHOMY [OCbE,
a60 BMPO6GHMKA HOBOI AOMOMIXKHOI PEeYOBUHM (SKLLO
3a3HayeHo y [0CbE) 3MiHa Ha3BU BUPOGHMKa ADI
asenaiHoBoi knucnoTu: 3aTBepakeHo: Bayer Pharma
AG Berlin-Wedding, Germany 3anponoHoBaHo:
Bayer AG, Berlin, Germany. 3miHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa HalimeHyBaHHA Ta/abo
agpecy Micus NPoBaMKeHHS AisIbHOCTI BUPOGHMKa
(BKtOHAKOYM, 3a HEOBXIAHOCTI, MicLe NPoBeAeHHs
KOHTPOJH0 AIKOCTi), abo BnacHuka mactep-caiina Ha
A®l, abo noctavasnbHuka A®I/BMXigHOTO
matepiany/peareHTy/NPoOMKHOIO NPOAYKTY, WO
3aCTOCOBYOTbCA Y BUPOOHULTBI AD| (AKLLLO
3a3Ha4yeHo y J0CbE Ha Nikapcbkuii 3acib) 3a
BiJCYTHOCTI cepTudikaTa BignosigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepAXXEHOMY [OCbE,
a60 BMPO6GHMKA HOBOI AOMOMIXKHOI PEeYOBUHM (SKLLO
3a3HayeHo y [0CbE) 3MiHa Ha3BU BUPOGHMKa ADI
asenaiHoBol kucnoTu: 3minum | Tuny -
AZMiHICTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo
azpecy Micus NPoBaKEHHS Ais/IbHOCTi BUPOBGHMKaA
(BK/IIOYAKOUM, 38 HEOOXIAHOCTI, MicLie NpoBeAEHHS
KOHTPO/I0 SIKOCTi), ab0 BlacHuka mactep-gaiina Ha
A®l, abo noctavanbHuka A®Il/BrxigHoro
marepiany/peareHTy/npomMikHOro NPoAyKTy, Lo
3aCTOCOBYHTbCA Y BUPOOHULTBI AD| (AKLLO
3a3HayeHo Yy A0CbE Ha JlikapCbKuii 3acib) 3a
BiICYTHOCTI cepTudpikarta BignoBigHOCTI
€Bponelicbkin hapmakonei y 3aTBepAXeHOMY [OCbE,
a60 BMPOGHMKA HOBOI AOMOMIXHOI PeYOBUHM (SKLLO
3a3HayvyeHo y 10CbE) 3MiHa Ha3BW BUPO6HMKa AdI
asenaiHoBoi kucnoTu: 3minm | Tnny -
AfMiHICTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo
azpecy Micusi NPoOBaKEHHS AisiNIbHOCTi BUPOGHMKA
(BkNtOYaKOUM, 3a HEOOXiAHOCTI, MiCLle MPOBEeAEHHS
KOHTPO/I0 SIKOCTi), a60 BlacHUKa MacTep-gaiina Ha
Adl, abo noctavansHuka AdI/BUXigHOTO
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
3aCTOCOBYHTbCS Y BUPOOGHULTBI AD| (AKLLO
3a3HaYeHo y 10ChLE Ha Nikapcbkuii 3aci6) 3a




134

n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

BiICYTHOCTI cepTudpikaTa BignoBigHOCTI
€Bponelicbkiin hapmakonei y 3aTBepAXeHOMY [10CbE,
a60 BMPO6GHMKA HOBOI AOMOMIXHOI PEYOBUHM (SKLLO
3a3HayeHo y [0CbE) 3MiHa Ha3BU BUPOGHMKa AdI
a3e/niaiHoBOI KUC/IO0TH:

198.

CKIHOPEH®

rens 15 %, no 5 r a6o no
30 ry Ty6i; no 1 Ty6i B
KapTOHHIN nauui

Baiiep Al

HimeyunHa

Baitep Xenckep
MaHydhakTypiHr
C.P.N.

ITanis

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3miHa
3a8BHMKa (BNacHyKa peecTpauiiHoro NocBig4YeHHs)
(3rigHo Haka3dy MO3 Big, 23.07.2015 Ne 460): 3MiHu |
TMNy - AOMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BMpO6HUKa (BK/IHOYaKOUK, 38 HEOOXIAHOCTI, Micue
NpPOBEAEHHS KOHTPO/IO AKOCTi), ab0 BNacHUKa
MacTep-caiina Ha A®l, abo noctavanbHVKa
Adl/BnxigHoro Matepiany/peareHTy/npomixkHOro
NPOAYKTY, L0 3aCTOCOBYHOTbCA Y BUPOOHULTBI AD|
(AKLLLO0 3a3HaYeHO Y A0ChE Ha Nikapcbkuii 3acib) 3a
BiJCYTHOCTI cepTudikaTa BignosigHOCTI
€Bponeiicbkin hapmakonei y 3aTBepAXeHOMY [OCbE,
a60 BMPO6GHMKA HOBOI AOMOMIXKHOI PeYOBUHM (SKLLO
3a3HayeHo y 10Cbe) 3MiHa Ha3BW BUPOGHMKa AdI
asenaiHoBoi kucnotu: 3arsepmxeHo: Bayer Pharma
AG Berlin-Wedding, Germany 3anponoHoBaHo:
Bayer AG, Berlin, Germany. 3MmiHu | Tuny -
AfMiHICTpaTMBHI 3MiHN. 3MiHa HallMeHyBaHHs Ta/abo
agpecy Micus NpoBaKeHHS AisIbHOCTI BUPOGHMKa
(BKtOHAKOYM, 38 HEOBXIAHOCTI, MicLe NPoBeAEeHHS
KOHTPO/IO AIKOCTi), ab0 BnacHuka mactep-gaiina Ha
A®l, abo noctavanbHuka A®I/BMXigHOTO
matepiany/peareHTy/npoMbKHOIo NPOAYKTY, L0
3aCTOCOBYHOTbCA Y BUPOOHULTBI AD| (AKLLO
3a3Ha4yeHo y J0CbE Ha Nikapcbkuii 3acib) 3a
BiJCYTHOCTI cepTudikaTa BignosigHOCTI
€Bponeiicbkin hapmakonei y 3aTBepAXeHOMyY [OCbE,
a60 BMPO6GHMKA HOBOI AOMOMIXKHOI PEeYOBUHM (SKLLO
3a3HayeHo y 10Cbe) 3MiHa Ha3BW BUPOGHMKa AdI
asenaiHoBoi kucnoTu: 3minm | Tuny -
AZMiHICTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo
aZipecy Micus NpoBaKEHHS Aisi/IbHOCTI BUPOGHMKA
(BK/IHOYAKOYM, 38 HEOOXIAHOCTI, MicLie NPOBEAEHHSA
KOHTPO/I0 SIKOCTi), ab0 BlacHuka macTep-ghaiina Ha
A®l, abo noctavansHuka API/BUXigHOTO
marepiany/peareHTy/npomMikKHOro NPOAYKTY, Lo
3aCTOCOBYHOTbCA Y BUPOOHULTBI AD| (AKLLO
3a3HaYeHo y 0CbE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudpikarta BignoBigHOCTI
€Bponelicbkiin hapmakonei y 3aTBepAXeHOMY [0CbE,
ab0 BUPOBGHMKA HOBOT AONOMDKHOT PEYOBUHU (SIKLLO
3a3HaYeHO Y A0CLE) 3MiHA Ha3BM BUPOOHUKa ADI

6e3
peyenma

UA/1074/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

asenaiHoBoi kucnoTu: 3minm | Tnny -
AfMiHICTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo
azpecy Micusi NPoBaKEHHS AisiNIbHOCTi BUPOGHMKA
(BkNtOYAKOUM, 382 HEOBXiIAHOCTI, MiCLle MPOBEeAEHHS
KOHTPO/I0 SIKOCTi), a60 BacHUKa mMacTep-aiina Ha
A®l, abo noctavansHuka AdI/BUXiZHOTO
marepiany/peareHTy/npomMikHOro NPOAYyKTY, Lo
3aCTOCOBYHTbCS Y BUPOOHULTBI AD| (AKLLO
3a3HaYeHo y 0CbE Ha Nikapcbkuii 3aci6) 3a
BiICYTHOCTI cepTudpikara BignoBigHOCTI
€Bponelicbkiin hapmakonei y 3aTBepAXeHOMY [10CbE,
a60 BMPO6GHMKA HOBOI AOMOMIXHOI PEYOBUHM (SKLLO
3a3HayeHo y [0CbE) 3MiHa Ha3BU BUPOGHMKa AdI
a3e/niaiHoBOI KUC/I0TH:

199.

COOITI®

TabneTkn, BKPUTI
NNiBKOBOI 060JI0HKOO,
0,03 mr/2 mr Ne 28
(21+7) y 6nictepi; no 1
6nicTepy pasom 3
Ka/leHAAPHOH LLIKasIOH0,
Tpumayem ans énictepy

dapmioHioH BCB
[esenonmeHT
nra.

Kinp

NabopaTtopioc
NleoH dapma, C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu
| TNy - 3miHK Woao 6e3nekn/edhekTNBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
AN9 MeANYHOro 3aCTOCYBaHHS
reHepuYHUX/riopuaHNx/6ionoaibHNX NiKapcbkux
3ac06iB nicns BHECEHHS TiEl caMoi 3MiHM Ha
pedhepeHTHWIT NpenapaT (3MiHa He NnoTpebye
HaaHHS XOAHWX HOBUX AOAATKOBUX faHUX) -
BHeceHi 3mMiHu [0 IHCTPYKUIT 4718 MeANYHOro
3aCTOCyBaHHSA y po34in "®apmakoTepaneBTuyHa
rpyna. Kog ATX", "®apmakonoriyHi BinactnsocTi”,
"B3aemogis 3 iHWMMK fikapCbkMMm 3acobamm Ta iHLLUi
BVAM B3aemogiin”, "OcobimBoCTi 3acTocyBaHHS",
"Cnoci6b 3acTocyBaHHs Ta fo3u", "Mo6iuHI peakuii”
BIANOBIAHO A0 iHdopMaLii pechepeHTHOro
nikapcbkoro 3acoby (XKAHIH®, TabneTkun, BKpUTI
060/10HKOH).

3a
peyerimom

UA/16220/01/01

200.

CTUMON®

NOPOLLIOK LUNMYYNiA ANs
NpUroTyBaHHs
OpasIbHOro po3uunHy no 1
I B NaKeTuky; no 18
nakeTVKiB B KApPTOHHIiA
KopooLi

BIOKOJEKC

PpaHuin

BIOKOJEKC

®paHuisa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHM | TUNY - 3MiHa NapameTpiB cneumdikawii
Ta/abo foNyCTUMUX MEX rOTOBOrO NiKapCbKoro
3acoby; CynyTHs 3MiHa: 3MiHa y MeTogax
BUMPOOYBaHHA rOTOBOTO NiKapCbKOro 3acoby
(oHOBNEHHS NpoLieaypy BUNpobyBaHHA ANA
npuBeaeHHs Yy BiANOBIAHICTb 3i 3MIHEHOIO 3arasibHO
ctatTeto AdY abo EBponeiicbkoi hapmakonei);
3MiHM | TUNY - 3MiHa NapameTpiB crneumdikawii
Ta/abo foNyCTMMUX MEX rOTOBOrO NiKapCbKoro
3aco0y (BHECEHHS 3MiH Y JOCbE A1 NPUBEAEHHS Y
Bi4NOBIAHICTb A0 3aranbHoi cTaTTi 2.9.40
«OfHOPIAHICTb 4030BaHNX O4UHULb>
[dY/EBponelicbkoi hapMakonei 3amicTb
3aTBEPKEHUX 3arasibHKX cTaTelt 2.9.5
«OfgHopigHICTb Macu» Ta/abo 2.9.6 «<OAHOpPIAHICTb

6e3
peyenma

UA/12606/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
0,031»)
201. | TAHTIBEPT TabneTtku 3i cMakom ToBapucTBo 3 YkpaiHa BMNYCK cepil: YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/16484/01/01
eBkaninty no 3 mr no 10 06MEXEHOI0 ToBapucTBO 3 3MiHu |l Tuny - 3MiHW Woao 6e3nekn/edekTMBHOCTI peyenma
TabneTtok y 6nictepi, no BiANOBIAA/TLHICTIO o6MexeHo Ta dpapmakoHarnsgy. BHeceHnHst abo 3miHa(n) oo
1, 2 abo 3 6nictepu B "papmaneBTUYHa BiANOBIAA/IbHICTIO 3060B'A3aHb Ta YMOB Buadi peecTpadiiHoro
nauuj hipma "BepTekc” "®apmaueBTuyHa NOCBIAYEHHS, BKOYatoun MnaH ynpas/iiHHA
hipma "BepTekc", pu3ukamm (3aCTOCyBaHHS 3MiH(M), Aki(a)
YkpaiHa; BCi cTagii B/MaratoTb(€) NofanbLIoro 06rpyHTyBaHHA HOBUMU
uukny [04AaTKOBUM JaHVMK, LLIO MaloTb HagasaTucs
BUPOBHMLITBA, KOMMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs
Kpim BUMNYCKY CyTTEBA OLLiHKA KOMMETEHTHUM OPraHom) -
cepii: TOB BrikoHaHHA 3060B'A3aHb BiAMNOBIAHO A0 MigNYHKTY
"®APMEKC 1.8.2 nyHkty 1.8 gopatky 5 fo Mopsaky npoBefeHHs
FPYM", YkpaiHa eKcnepTu3n peecTpauiiHnx MaTepianis Ha nikapcbki
3aco6u, WO NoJalTbCA Ha AepXaBHy peecTpaLiio
(nepepeecTpauito), a TakoX ekcnepTn3u Matepianis
NpOo BHECEHHS 3MiH 10 peecTpauiliHnx MaTepianis
NPOTAroMm fii peecTpaLiiHoro NocBig4YeHHs,
3aTBepMAKeHoro Hakasom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)
202. | TAHTIBEPT TabneTkn 3i CMakom ToBapucTBO 3 YkpaiHa BMNYCK cepil: YkpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 6e3 UA/16483/01/01
M'aTv no 3 mr no 10 obmexeHo ToBapucTBO 3 3MiHn Il Tuny - 3miHK Woao 6e3nekun/eekTUBHOCTI peyenma
Tabnetok y 6nictepi, no Bi4NoBiAA/IbHICTIO 06MEXEHO Ta (hapmakoHarnsgy. BHeceHHs abo 3miHa(n) Ao
1, 2 abo 3 6nictepn B "®apmavleBTyHa BiANOBIAA/LHICTIO 3060B'A3aHb Ta YMOB Buaudi peectpauiiHoro
nauuj thipma "BepTekc” "apmaueBThyHa NOCBIAYEHHS, BKtoYatoun MnaH ynpasniHHA
thipma "BepTekc", pusnKamm (3acTocyBaHHS 3MiH(1), ski(a)
YkpaiHa; Bci ctagil BMMaralTb(€) NOAAIbLIOTO 06IPYHTYBaHHS HOBUMM
LKy [04aTKOBUM A@aHMMK, Lo MaloTb HagaBaTucs
BMPOBHMLITBA, KOMMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbecs
KpiM BUMYCKY CyTTEBAa OLiHKa KOMMETEHTHUM OpraHom) -
cepii: TOB BrikoHaHHA 3060B'A3aHb BiAMNOBIAHO A0 MiANYHKTY
"®APMEKC 1.8.2 nyHkTy 1.8 pogatky 5 oo Nopsaky nposefeHHsA
FPYIM", YkpaiHa eKCnepTun3n peecTpauiiHnx Matepianis Ha nikapcbki
3acobu, L0 NoAaloTbCA Ha flepXaBHy peecTpadiiio
(nepepeecTpalilo), a Takox ekcnepTusn matepianis
Npo BHECEHHS 3MiH [0 peecTpauiliHnx matepianis
NpOTAroMm fii peecTpauiiiHoro NocBig4YeHHs,
3aTBepmKeHoro Hakaszom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)
203. | TAHTIBEPT TabneTky 3i cMakom ToBapucTBO 3 YkpaiHa BUNYCK cepil: Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 UA/16482/01/01
anenbCcuHy no 3 mr no 06MEXEHO ToBapucTBO 3 3MiHu |l Tuny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenma
10 TabneTok y 6nicTepi, BigNOBiAA/TbHICTIO 06MEXEHO Ta thapmakoHarnsgy. BHeceHHs abo 3miHa(n) Ao
no 1, 2 a6o 3 6nictepn B | "®apmaueBTuyHa Bi4NOBIAA/IbHICTIO 3060B'A3aHb Ta YMOB Buadi peecTpadiiHoro
nauuj hipma "BepTekc" "®GapmaueBTuyHa NoCBiAYEHHS, BKoYatoun MnaH ynpasiHHA

chipma "BepTekc”,
Ykpaina; BCi cTagii
uukny
BMPOOHMLTBA,

pusnKamm (3acTocyBaHHS 3MiH(1), ski(a)
BMMaralTb(€) NOAabLIOTO 06I'PYHTYBaHHS HOBUMM
[04aTKOBUM A@aHMK, L0 MaloTb HagaBaTucs
KOMNETEHTHUM OpPraHoM, OCKi/IbK/ BUMAaraeTbecs




n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

KpiM BUMYCKY
cepii: TOB
"®APMEKC

FPYT", Ykpaina

CyTTEBA OLLiHKA KOMMETEHTHUM OPraHom) -
BukoHaHHsA 3060B'A3aHb BiAMNOBIAHO A0 NiANyHKTY
1.8.2 nyHkty 1.8 fopatky 5 fo Mopsaky npoBefeHHs
eKCnepTn3n peecTpauiiHnx MaTepianis Ha nikapcbki
3acobu, L0 NoAaloTbCs Ha lepXxaBHy peecTpaLiiio
(nepepeecTpalio), a Takox ekcnepTusn matepianis
Npo BHECEHHS 3MiH [0 peecTpauiiHnx Matepianis
NpoTAroMm fii peecTpauiiiHoro NocBig4YeHHs,
3aTBepmAkeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)

204.

TENMICAPTAH

KpUCTanivyHmii NopoLIoK
(cybeTaHuin) y
noaBiiHNX
NoNieTUNEHOBMX MilLiKax
0N5 hapMaueBTUYHOTO
3acToCyBaHHS

TOB "KYCYM
PAPM"

YKpaiHa

Bacyaxa dapma
Xewm Jlimiteq

IHais

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHM | TUNY - 3MiHa y MeTogax BunpobyeaHHA Ad|
abo BMXigHOro martepiany/npomikKHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLLECI
BUPO6HMUTBA AD| - HE3HAYHI 3MiHM Y MeToAMLI
BMNpoOyBaHHA 3a NoKa3HMKOM «MikpobionoriyHa
yuctoTax. MprBeAeHHA MeToay KOHTPOMI Y
BiANOBIAHICTb 4O OHOBEHOI AOKYMeHTAaLUl, HagaHoi
BMPOGHMKOM A®I; 3miHKM | TMNy - 3MiHa y NapameTpax
cneuudikayiin Ta/abo goNyCTUMUX MEX, BUSHAYEHNX
y cneundikauisx Ha A®l, abo BUXIAHNA/NPOMIKXHNIA
npoAyKT/peareHT, WO BUKOPUCTOBYHOTHLCS Y NpoLeci
BMpoOHULTBa AP - NpuBEeEHHA KpUTEpIiB
NPUIAHATHOCTI Y cneuudikauii 3a NoKasHUKoOM
«MikpobionoriyHa unctoTa» y BiANOBIAHICTb A0
BUMOr € fit040ro BUAAHHS

UA/16321/01/01

205.

TECTIC
KOMMNO3UTYM

PO34mnH ANS iH'EKLiA no
2,2 Mny amnyni; no 5
amnysn y KOHTYPHiiA
YapyHKOBIli ynakoBLi; no
1,n02abono20y
KOHTYPHWX YapyHKOBMX
ynakoBOK Y KOpOO6Lii 3
KapTOHY

Bionoriwe
Xannbmitresb
Xeenb MmM6X

HimeyunHa

Bionoriwe
Xannbmitresb
Xeenb M'mM6X

HimeuyunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
3MiHY | TUMY - 3MiHK, NOB'A3aHi 3 HEOOXiAHICTIO
npvBeLeHHs y BiANOBIAHICTb A0 MoHorpadii AdY
abo €sponeiicbKoi hapmakonei, abo iHWwoi
HauioHanbHOI hapmakonei gepxasu €C —
npuBefeHHs cneuudikadii Ta MeTOAiB KOHTPO/IHO Ha
BUXigHI MaTepiasin Selenium Ta Magnesium
phosphoricum go Bumor moHorpadiii «Seleniun for
homoeopathic preparations» Ta «Magnesium
phosphoricum for homoeopathic preparations» EP
(BignoBigHO). | SiK HACNifOK pefakuiiiHi npaBku (3MiHa
nocwnaxb) y cneumdikauii Tputypauii Selenium D1;
3MiHM | TMNy - 3MiHa y napameTpax cneuudikaui
Ta/abo [oNyCTUMUX MEX, BUSHAUYEHUX Y
cneundgoikauisix Ha A®I, abo BMXigHWIA/NPOMIKHUIA
npoAyKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIECi
BUpo6HMLTBa AD| — 10 NokasHuka «Microbiological
contamination» cneuucpikauii Ha NoYaTKoBi
HacTosiHkM Turnera diffusa Ta Vitex agnus-castus
[0[aHO PYTUHHMIA TECT Ha BU3HaueHHs1 Escherichia
coli Ta'y cneumdikavito Ha BUxigHuii matepian
Turnera diffusa folia/flores/turiones BBefeHo HOBUIA

3a
peyerimom

UA/0791/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
nokasHuk «BTpaTa B Maci Npu BUCYLLYBaHHI»
206. | TIOKTAUMA® PO34mnH AN iH'ekuiin (600 MEZOA dapma HimeuyunHa yCi BUpOBHUYI HimeyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHiX maTepiasis: 3MiHU 3a UA/5289/01/01
600T Mr/24 mn) no 24 mn B 'vM6X eHg Ko. KI cTagii, 3a | Tuny - AOMiHICTpaTMBHI 3MiHU. 3MiHa peyenmom
amnyni, no 5 amnyn B BMHATKOM BUMYCKY HalimeHyBaHHS Ta/abo agpecu MicLs NPoBafXeHHS
KOHTYPHIli YapyHKOBIi cepi: [isNbHOCTI BUpoBHUKa/iMnopTepa rotoBoro
ynakosLi, no 1 3ircbpug MamesnbH NiKapcbKoro 3acoby, BKAOYAKUM Ai/TbHUL| BUNYCKY
KOHTYPHIli YapyHKOBIi M6X, HimeuunHa; cepii abo micLe NpoBefEeHHS KOHTPOJTIO SKOCTI.
ynakosLi B nayui BMNYCK cepil: ([isnbHICTb, 3a Ky BiANOBIAaE BUPOOHUK/iMNopTep,
MEJOA ®apma He BK/I04atoum BUMYCK Cepild)
'm6X eHg Ko. KT, 3MmiHa Ha3Bu BMpo6HMKa hameln pharmaceuticals
HimeyunHa gmbh, Germany, 6e3 3MiHM MiCLi1 BUPOGHULTBA:
207. | TPACTYMAB niodpinizat ans TOB "IIOM’EP YkpaiHa TOB "NtIOM’EP Ykpaina BHECEHHS 3MiH [0 peeCTpaLjiiiHuX MaTepiasis: 3MiHN 3a UA/15716/01/01
KOHLeHTpaty Ans PAPMA" PAPMA" Il TMny - 3miHK Wwoao 6e3nekn/edhekTBHOCTI Ta peuyenmom
PO3unHy Ans iHdysii no thapmakoHarnsgy. BHeceHHst abo 3miHa(v) fo
150 mr y chnakoHi Ne 1 3060B'A3aHb Ta YMOB BuJavi peecTtpauiiHoro
(BMPOGHMLTBO i3 NocBifYEeHHS, BKoYatoun MnaH ynpas/iHHA
npoaykuii in bulk py3nkamm (3aCTOCyBaHHS 3MiH(M), AKi(a)
BMPOOHYKA: BMMaratTb(€) NO4asIbLIOrO 06r'PYHTYBaHHS HOBUMMU
®.XodpcpmaHH-/15 Pow [00aTKOBMM AaHVMU, WO MakTb HajasaTuca
Ntga, Weeliyapis; Pow KOMMNETEHTHUM OpPraHoOM, OCKi/IbKN BUMaraeTbCsi
[OiarHocTuke Mm6X, CyTTEBA OLIiHKA KOMMETEHTHUM OPraHom) -
HimeyunHa) BukoHaHHsA 3060B'A3aHb BIANOBIAHO A0 NiANYHKTY
1.8.2 nyHkty 1.8 fopatky 5 fio Mopsaky npoBefeHHs
eKcnepTu3n peecTpauiiHnx MaTepianis Ha nikapcbki
3acobu, L0 NoAaloTLCs Ha ilepXxaBHy peecTpadiio
(nepepeecTpaliio), a TakoX ekcnepTusn matepianis
Npo BHECEHHS 3MiH [0 peecTpauiiHnx Martepianis
NpoTAroMm fii peecTpauiiiHoro NocBigYeHHs,
3aTBepmAKeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (y pefakuii Hakazy MO3 Big 23.07.2015 Ne 460)
208. | TPUNINIKC 135 Kancyniv 3 ABGOTT CWA Bupo6HuuTBO, Ipnangis/ BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3MiHW 3a UA/12998/01/01
Mmr MoauchikoBaHUM JNlabopaTtopi3 KOHTPO/Tb SIKOCTI: dpaHuis | TMny - 3MiHK 3 AKOCTI. FOTOBUIA NiKapPCbKMii 3aci6. peyenmom
BUBI/IbHEHHAM M0 135 Mr IpnaHacbki 3MiHU Yy BUPOGHMLTBI. 3amiHa abo BBeAEHHS
, no 10 kancyny Nab6opaTopii [,04aTKOBOI Ai/bHUL| BUPOBHULTBA A/18 YaCTUHN abo
6nictepi; no 3 6ictepu dypHbe JlimiTea, BCbOr0 BMPOBGHMYOrO NPOLLECY FOTOBOIO JliKapCbKOro
B KapTOHHIi1 kopobui IpnaHgis 3aco06y (iHWi 3MiHKM) 3a3HayeHHs PYHKLT
MakyBaHHSA, 3aTBepPKEHNX BUPOBHNKIB, 3rifHO MaTepianis
[L,03BiN Ha BMNYCK peeCTpauiniHoOro JocLE.
cepii:
MaiinaH
Na6opaTtopiz CAC,
dpaHuis
209. | TPUMIMNIKC 45 MI' | kancynu 3 ABGOTT CLIA Bupo6HuuTBO, Ipnangis/ BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3MiHN 3a UA/12998/01/02
MOANIKOBAHNM Na6opatopis KOHTPO/Ib SIKOCTI: ®paHuisa | Tuny - 3miHM 3 AKOCTi. [OTOBMIA Nikapcbknii 3aci6. peyenmom
BUBI/IbHEHHAM MO 45 Mr , IpnaHacbKi 3MiHU Yy BUPOGHMLTBI. 3amiHa abo BBeAEHHS
no 10 kancyn y 6nictepi; Na6opaTopii [,04aTKOBOI Ai/bHUL| BUPOBHULTBA A4/18 YaCTUHN abo
no 3 6nictepu B PypHbE JlimiTea, BCbOro BMPOBGHMYOro NPOLLECY rOTOBOIO JliKapCbKOro
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
KapTOHHI KOpo6Lyi Ipnangis 3aco06y (iHWi 3MiHKM) 3a3HayveHHs PyHKLT
MakyBaHHS, 3aTBEpPKEHUX BUPOBHUKIB, 3rifHO MaTtepianis
[03BiN Ha BUNYyCK peecTpauiiHoro Aocbe.
cepii:
MavinaH
Na6opaTtopiz CAC,
PpaHuis
210. | YKPNIB® Tabnetku no 250 mr, no TOB "KYCYM YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/11750/01/01
10 TabneTok y 6nictepi; PAPM" PAPM" 3MiHM | TMNy - 3MiHa y MeTodax BUNPO6yBaHHS peyenmom
no 3 a6o 10 6nictepiB y roTOBOrO JIiKapCbKOro 3acoby - 3miHa y meTogax
KapTOHHI ynakoBLi BMNpobyBaHb 3a T. CynpoBigHi JOMILLKK, Y 3B A3KY 3
npusBefeHHsM 4o MoHorpadii BP (3amiHa meTogy
TWX Ha meToa BEPX); 3MiHu | TMRY - 3miHa
napameTpiB cneuudikauii Ta/abo AONYCTUMMX MEX
roTOBOrO /1iKapCbKOro 3acoby - 3miHa napameTpis
cneumdikauii 3a T. CynpoBigHi 4OMILLKK, Y 3B A3KY 3
npuBeAeHHAM A0 MoHorpadii BP
211. | YNbTPAKAIH® PO34mnH ANS iH'EKi, TOB "CaHodi- YkpaiHa CaHodpi-ABeHTiC HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3a UA/3406/01/01
A-c amnynu: Ne 100 (10x10): ABeHTIC YKpaiHa" [oiunang MvbX, PpaHuis 3MiHuM | TUNY - NOA4AaHHA HOBOTO cepTudikaTa peyenmom
no 2 mn B amnyni; no 10 HimeuuunHa; BiAgnoBiaHOCTI EBponeiickkili hapmakonei Ne RO-
amnyn y KapToHHil OENTb®APM CEP 2013-266-Rev 02 ans fito4oi peyoBuHu Big,
YapyHKOBIli ynakoBLii; no [DKOH, ®paHuis HOBOrO BUPOGHMKA, B JOMOBHEHHS [0
1 KapTOHHIl YapyHKOBI 3aTBEPKEHOr0 BUPO6HMKa API; 3MiHM | TRy - 3MiHa
yMNakoBLi B KAPTOHHIl y MeToAax BUNpobyBaHHS rOTOBOro NiKapCbKoro
Kopo6ui; no 10 3acoby (415 NpuBeLEHHS Y BignoBigHicTb 3 DY abo
KapTOHHMX KOPOGOK, €BponeiicbKkoto hapmakoneeto Ta BUNYYEHHS
06TArHEeHVX NAiBKO nocunaHHA Ha 3acTapinuii BHYTPILLHIA MeTo4
L1dp1IeHOBOID; BMNpPO6YBaHHSA i 1ioro Homep)
KapTpuaxi: Ne 100
(10x10): no 1,7 mn y
KapTpuaxi; no 10
KapTPUIXIB Y KAPTOHHIl
YapyHKOBIli ynakoBLii; no
10 KapTOHHUX
YapyHKOBUX YNaKkoBOK Y
KapTOHHI Kopo6Lii
212. | YNbTPAKAIH® PO3YMH ANS iH'EKLi, TOB "CaHodi- YkpaiHa CaHodpi-ABEHTIC HimeyunHa/ BHECEHHS 3MiH 10 peecTpaLiiiHux maTepiasnis: 3miHa 3a UA/3406/01/02
A-C ®OPTE amnynu: Ne100 (10x10): ABeHTiC YkpaiHa" [Loiiunang MvoX, ®paHuisa HaliMeHyBaHHA Ta/abo afpecy MicLs NPOBaIKEHHS peyenmom

no 2 mn B amnyni; no 10
amnys y KapTOHHii
YapyHKOBIll ynakoBLi; No
1 KAPTOHHIli YapyHKOBIl
ynakoBLi B KAPTOHHiIl
Kopo6ui; no 10
KapTOHHWX KOPOOOK,

HimeuumnHa;
OENBbOAPM
ADKOH, ®paHuia

AOiSbHOCTI BMpO6OHMKa/iMnopTepa roToBoro
NiKapcbKoro 3aco6y, BKIOYAKUN Ai/TbHULL BAMYCKY
cepii abo MicLe NpoBeAEHHS KOHTPOJIHO AKOCTI.
([isnbHICTb, 3a SKy BignoBigae BUpo6GHUK/iMnopTep,
BK/IO4A0UM BUMYCK cepiif)
3MiHa Ha3BW Ta agpecy BUpobHuKa CaHodi-ABEHTIC
[oliunang Nv6X, HimeuunHa, 6e3 3MiHn micus

06TATHEHMX MNIBKOO BMPOGHMLTBA:
LudheHoBoO, BBefieHHs1 3MiH NpoTArom 6-T1 MicALUiB nicnsa
KapTpuKi: Ne 100 3aTBEPKEHHS.
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
(10x10): mo 1,7 mny
KapTpuaxi; no 10
KapTPULXIB Y KapPTOHHIi
YapyHKOBIli ynakoBLij; Mo
10 KapTOHHMUX
YapyHKOBMX YMakoBOK Y
KapPTOHHI Kopobui
213. | YPOJIECAH® kancynu no 10 kancyn y NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/10393/01/01
6nicTepi; no 4 6nictepu "Kuismegnpenapa "KuiBmepgnpenapa 3MiHW | TUNy - BHECEHHS 3MiH Ao p. 3.2.P.3.3. "Onuc peyenma
B nauui ™ ™ BMPOBHMYOro NpoLecy Ta KOHTPOso npouecy”, a
came cTagis «Kancynu HeposdacoBaHi»* Mpumitka*
- faHi Ans opMyBaHHSA pe3y/bTaTiB KOHTPOSIO Y
BignosigHocTi 4o MKA /13 no BCiM nNokasHyKam
MOXYTb NEPEHOCUTUCA NO pe3y/ibTataM KOHTPO/I0
Kancyn Hepo3chacoBaHuM, KpiMm NokasHukis "Onuc”,
"MBY", "MapkyBaHHs", "lNaKkyBaHHA"
214. | YPCO®A/DbK cycneHsis opanbHa, 250 Op. danbk Papmva HimeuunHa | BignosiganbHwii 3a | HimeuunHa/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/3746/01/01
Mmr/5 ma no 250 mny 6X BUMYCK Cepiii Llseiiuapis 3MiHM | TRy - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
CKNSAHIM nnawuj, no 1 KiHLEeBOro thapmakoHarnsgy. BeegeHHs abo 3miHu o
nnsAwyi pasom 3 1 npoAaykTy Ta y3araslbHeHUxX JaHnx npo cucTemy chapmakoHarnsgy
MipHVUM CTaKkaH4YMKOM anbTepHaTuBHe (BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
BTOPVHHE chapmakoHarnsgy, 3miHa ynoBHOBaXeHoi ocobu,
nakysaHHs: [p. BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
danbk Papma KOHTaKTHOI 0co6u 3 chapmakoHarnsgy 3asiBHVKa Ans
M6X, HimeuunHa; 3[jiCHeHHs1 hapmakoHarisay B YKpaiHi, AKLo BoHa
BUPOBHUK BigMiHHa Bif, yNOBHOBaXeEHOI 0c0o6u, BignoBiganbHOI
[,030BaHoi hopmu, 3a 3fjiicHeHHs hapmakoHarnagy (Bkioyarun
nepBrHHE Ta KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
BTOPWHHE (paiina cuctemu papmakoHarnagy) - 3miHa
nakyBaHHs: Bidop YMOBHOBaXEHOT 0c06y 3asBHMKa. MNponoHoBaHa
Al pepaxuis: Andrea De lacovo / AHgpea [le SkoBo.
LiBaliHiaepnaccyH 3MiHa KOHTaKTHOI 0cobu 3as1BHYKa. [ponoHoBaHa
r Megixemi pepakuis: BointeHko AHTOH lMeopriioBuy.
ETTiHreH, 3MiHa KOHTaKTHMX AaHUX YNOBHOBaXKEHOT 0CO6Y.
LLIBeiiuapis 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu
215. | YPCO®A/bK kancysm no 250 mr no [p. danbk Papma HimeuyunHa | BignosiganbHuii 3a | HimeuunHa BHECEHHS 3MiH 40 peecTpayiiHux martepianis: 3a UA/3746/02/01
10 kancyn y 6nicTtepi; no m6X BUMYCK Cepiii 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta peyenmom

1 6nicTepy B kOpobL; 3
KapToHy, Mo 25 Kancyn y
6nicTepi; no 2 abo 4
6nicTepu B KOpoo6Lii 3
KapTOHY

KiHL,eBoro
NpoAyKTy Ta
anbTepHaTMBHE
BTOPUHHE
nakyBaHHs: Ap.
dansk Papma
v6X, HimeuyuunHa,;
BMPOGHUKMN
[,030BaHoi chopmu,
nepsuHHe Ta
BTOPWHHE

thapmakoHarnagy. BeefeHHsa abo 3miHu o
y3arasibHeHVX AaHnx Npo cuctemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHKX NPO cucTemy
thapmakoHarnagy, 3miHa ynosHoBaXKeHoi ocobu,
BiANOBIAA/IbHOI 3a 34jICHEHHST chapMmakoHarnsaay;
KOHTaKTHOI 0cO6U 3 chapMakoHarnsay 3asiBHMKa AN
3pjiicCHeHHs chapmakoHarnagy B YkpaiHi, KL BOHa
BigMiHHa Bif, yNMOBHOBaXKEHOI 0CO6W, BignoBigasibHOI
3a 3pjlicHeHHs hapmakoHarnsay (Bkioyakun
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
charina cuctemu papmakoHarasgy) - 3miHa
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
nakyBaHHs, YNOBHOBaXEHOI 0C0bM 3asBHMKa. MNponoHoBaHa
KOHTPO/b SAKOCTI: pepaxuis: Andrea De lacovo / AHapea [le AkoBo.
NosaH ®apma 3MiHa KOHTaKTHOT 0cobu 3asBHMKa. MponoHoBaHa
M6X, HimeyunHa; pepakuisi: BoiteHko AHTOH lMeopriioBuy.
Knoke ®apma- 3MiHa KOHTaKTHUX AaHNX YNOBHOBAXEHOI 0CO6MU.
Cepsic 'M6X, 3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0co6u
HimevunHa;
anndgameq,
PAPBIN
ApuHaiimitTTens
'M6X, HimeyunHa
216. | YPCO®A/bK TabneTkun, BKpUTI [p. ®anbk Papmva HimeuunHa | BignosiganbHuii 3a | HimeyunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3a UA/3746/03/01
NAiBKOBOI 000IOHKOH, v6X BUMYCK Cepiii 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta | peyenmom
no 500 mr no 25 KiHLLeBOro thapmakoHarnsgy. BeegeHHs abo 3miHu fo
TabneTtok y 6nictepi, no npoaykTy Ta y3ara/ibHeHNX AaHux Npo cuctemy dpapmakoHarnsgy
1, 2 abo 4 6nictepn B anbTepHaTnBHe (BBEAEHHA Y3araslbHEHVX AaHNX NPO cucTemy
KapTOHHI Kopo6Lyi BTOPWHHE thapMakoHarnsgy, 3amMiHa yrnoBHOBaXeHO! ocobu,
nakysaHHs: [p. BiANOBIAA/IbHOI 3@ 34iiCHEHHA dhapmakoHarnagy;
danbk Papma KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asiBHVKa Ans
'M6X, HimeuyunHa,; 3[jiCHEHHSs1 hapMakoHariaay B YKpaiHi, AKLo BoHa
BMPOGHMK BiAMIHHa Bif YNOBHOB&XeHOi 0c06M, BiANOBIAA/IbHOI
[,030BaHoi hopmu, 3a 3pjlicHeHHs hapmakoHarnagy (Bkioyakun
nepBuHHE Ta KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
BTOPWHHE tharina cuctemun chapmakoHarnsgy) - 3miHa
nakysaHHs: Jlo3aH YMOBHOBaXEHOT 0c06Y 3asBHVKa. MNponoHoBaHa
dapma 'm6X, pepakuis: Andrea De lacovo / AHapea e AkoBo.
HimeyunHa 3MiHa KOHTaKTHOT 0CO6U 3asBHMKa. MNponoHoBaHa
pepakuisi: BoiteHko AHTOH lMeopriioBuy.
3MiHa KOHTaKTHUX faHuX YNOBHOBaXeHOI 0CObW.
3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0co6u
217. DA/TIBAKC PO34uH ANS iH'ekuiin, 250 O-p Peppi'c IHAjia O-p Peppi'c IHAjA BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/16437/01/01
Mr/5mMnno5mny Na6opaTopic T4 Nab6opaTtopic 3MiHu |l Tuny - 3MiHK Woao 6e3nekn/edhekTUBHOCTI peuyenmom
nonepegHL0 Nimvites, Ta (papmakoHarnsgy. BHecenHs abo 3miHa(n) oo
HanoBHEHOMY LUMPULL; Buipo6Hunya 3060B'A3aHb Ta YMOB BuAadi peectpauiiiHoro
no 2 nonepeaHbLo AinbHuUS - 9 nocBiAgYeHHs, BktoYatoun MnaH ynpasniHHA

HanoBHEHUX LUMpMLA
pasom 3 ABoma
6e3neyHVMN ronkaMm B
KOHTYPHIli YapyHKOBIi
ynakosui; no 1
KOHTYPHIli YapyHKOBIi
yMNaKoBLi B KAPTOHHI
Kopoo6Li

py3nkamm (3aCTOCyBaHHS 3MiH(M), sKi(a)
BMMaralTb(€) NOAaNbLIOTO 06I'PYHTYBaHHS HOBUMM
[04AaTKOBUM JaHUMK, L0 MaloTb HagasaTucs
KOMMETEHTHVM OpraHOM, OCKiflbk1 BUMaraeTbCs
CYTTEBA OLliHKa KOMMETEHTHUM OpraHom) -
BukoHaHHsA 3060B'A3aHb BIANOBIAHO A0 NiANYHKTY
1.8.2 nyHkty 1.8 gopatky 5 fio Mopsaky npoBefeHHs
eKcnepTu3n peecTpauiiHnx MaTepianis Ha nikapcbki
3aco6u, Lo NoJalTbCA Ha iepXXaBHy peecTpaLiio
(nepepeecTpaliio), a TakoX ekcnepTusn marepianis
Npo BHECEHHS 3MiH [0 peecTpauiiHnx Matepianis
NpoTAroMm fii peecTpauiiiHoro NocBigYeHHs,
3aTBepAKeHoro Hakazom MO3 Big 26.08.2005 Ne
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

426 (y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)

218.

DAPUHIOCENT

NbOASHWKN NPECcoBaHi
no 10 wr, no 10
NbOASHUKIB Y 6nicTepi,
no 2 6nictepun y
KapTOHHI Kopo6Lyi

CaH
PapmacbioTukan
IHpacTpi3 Nimiteq

IHais

KK Tepanis AT PymyHis

BHECEHHS 3MiH [J0 peecTpaLjiiiHiX maTepiasis: 3MiHU
Il Tvny - 3miHK Woao 6e3nekn/etekTUBHOCTI Ta
thapmakoHarnsgy. BHeceHHsi abo 3miHa(v) fo
3060B'A3aHb Ta YMOB Buadi peecTpadiiHoro
noceigyeHHs, BkNoyaoun MNMnax ynpasniHHA
pu3ukamm (3aCTOCyBaHHS 3MiH(M), Aki(a)
B/MaratoTb(€) NofanbLIoro 06rpyHTyBaHHA HOBUMU
[04AaTKOBUM JaHVMK, LLIO MaloTb HagasaTucs
KOMMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs
CyTTEBA OLLiHKA KOMMETEHTHUM OPraHom) -
BrikoHaHHA 3060B'A3aHb BiAMNOBIAHO A0 MigNYHKTY
1.13 nyHkTy 1 gogatky 15 fo MNopsaky npoBefeHHs
eKcnepTu3n peecTpauiiHnx MaTepianis Ha nikapcbki
3acobu, L0 NoAalTbCA Ha [lepXaBHy peecTpaLiiio
(nepepeecTpauito), a TakoX ekcnepTn3u Matepianis
NpOo BHECEHHS 3MiH 10 peecTpauiliHnx MaTepianis
NPOTAroMm fii peecTpaLiiHoro NocBig4YeHHs,
3aTBepMAKeHoro Hakasom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)

6e3
peuyenma

UA/6511/01/01

219.

DAPUHIOCENT
31 CMAKOM
NTIMMOHA

NbOASHUKN NPecoBaHi
no 10 wmr, no 10
NbOASAHUKIB Yy 6nicTepi,
no 2 6nictepn y
KapTOHHI Kopo6Lyi

CaH
dapmacbloTuKan
IHpacTpi3 Mivites

IHais

KK Tepanis AT PymyHis

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiasis: 3MiHN
Il Tny - 3MiHK Woao 6e3nekn/eteKTUBHOCTI Ta
hapmakoHarnagy. BHeceHHs abo 3miHa(u) o
3000B'A3aHb Ta YMOB BMAadi peecTpauiitHoro
nocBifyYeHHs, BKNoYatouy MNMiaH ynpasniHHA
pusnKamm (3acTocyBaHHS 3MiH(1), ski(a)
BMMaralTb(€) NOAAIbLIOTO 06IPYHTYBaHHS HOBUMM
[04aTKOBUM JaHUMW, L0 MaloTb HagasaTucs
KOMMETEHTHVM OpraHoM, OCKi/IbkM BUMaraeTbCs
CyTTEBAa OLiHKa KOMMETEHTHUM OpraHom) -
BrikoHaHHA 3060B'A3aHb BiAMNOBIAHO A0 MiANYHKTY
1.13 nyHkTy 1 goaatky 15 o MNMopagky npoBefeHHSA
eKCnepTn3n peecTpaliiiHnX MaTepiasiiB Ha nikapcbki
3acobu, L0 NoAaloTbCA Ha flepXaBHy peecTpadiiio
(nepepeecTpalilo), a Takox ekcnepTusn matepianis
Npo BHECEHHS 3MiH [0 peecTpauiliHnx matepianis
NpOTAroMm fii peecTpauiiiHoro NocBig4YeHHs,
3aTBepmKeHoro Hakaszom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)

6e3
peyenma

UA/0019/01/01

220.

DAPI BEPAE

cnpeii ans poToBoi
NOpPOXHWUHY 1,5 mr/mn,
no 30 mA y KOHTeliHepi 3
KPULLIKOKO B KOMM/IEKTi 3
NPUCTPOEM A5
PO3NWNIOBaHHA y NauLli

CninbHe
YKpaiHCbKO-
icnaHcbke
nigNpPUEMCTBO
"CMNEPKO
YKPAIHA"

YKpaiHa

CninbHe
YKparHCbKo-
icnaHcbke
nignNpPUEMCTBO
"CMNEPKO
YKPAIHA"

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHM | TUny - 3mMiHa agpecu BUpobHuka Ad|
6eH3naaminy rigpoxsiopua,; 3miHu | Tuny - 3amiHa
[iNbHULI 3 KOHTPOJIKO AKOCTI, BUPOBHUKa ADI
6eH3npaminy rigpoxnopug, (75)

6e3
peyenma

UA/16539/01/01

221.

DACHIK

rpaHynun aasi opasibHOro
PO3UMHY 3 M'ATHUM
cmakom rno 200 mr no 3 1

3amboH C.IM.A.

ITanis

3am60H
CsiTuepnaHg, /174,

LBeiiLapis

BHECEHHS 3MiH [J0 peecTpaLjiiiHiX MmaTepiasis: 3MiHN
| TNy - 3MiHa NnapameTpiB cneuundikaLii Ta/abo
[O0MYyCTUMMX MEX rOTOBOIO NiKapCbKOro 3acoby -

6e3
peuyenma

UA/5137/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
rpaHysn y nakerti; no 12 3MiHM o T. "MikpobionoriyHa unctora" y 38 A3Ky 3
CnapeHnx nakeTiB y nprvBeAEeHHAM [0 BUMOT fjl040ro BuaaHHs EP;
KapTOHHI navui CYnyTHS 3MiHa: 3MiHa y MeTogax BUnNpobyBaHHs
roTOBOrO MikapcbKoro 3acoby
222. | PEBAPUH® TabneTku, BKPUTI AGGOTT Xenckea HigepnaHan MaiinaH PpaHuis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/7599/01/01
nAiBKOBOIO 0O0OHKOHO, Mpopaktc B.B. Na6opaTtopiz CAC 3MiHM | Tuny - 3MiHK WoAo 6e3nekn/edekTMBHOCTI Ta | peyenmom
no 50 wmr, no 15 thapmakoHarnsgy. BeegeHHs abo 3miHu oo
Tabnetok y 6nictepi; no y3ara/lbHeHUX AaHux nNpo cuctemy dpapmakoHarnsgy
1 a6o no 2 6nictepu B (BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
KapTOHHiI kopobuj; no thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0coou,
20 Tabnetok y 6nictepi; BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsgy;
no 3 6nictepu B KOHTaKTHOI 0co6M 3 thapmakoHarnsgy 3asiBHVKa A1
KapTOHHI Kopo6Lyi 3[jiCHeHHs1 hapmakoHariaay B YKpaiHi, AKLo BoHa
BigMiHHa Bif, yNOBHOBaXeEHOI 0c06y, BignoBiganbHOI
3a 3fjiicHeHHs hapmakoHarnagy (Bkioyarun
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
(paiina cuctemu papmakoHarnsgy) - 3miHa
YNOBHOBaXXEHOI 0CO6U 3asiBHMKA, BignoBigasibHOI 3a
3pjficHeHHs hapmakoHarsay. MponoHoBaHa
pepakuis: Dr. Monica Buchberger, Pharm. PhD / Op.
Motika Byx6eprep, Pharm. PhD.
3MiHa KOHTaKTHOT 0CO6M 3asiBHUKA ANS 3AiACHEHHS
hapmakoHarnagy B Ykpaini. MponoHoBaHa pefakuis:
Kisim Onbra €sreHisHa.
3MiHa KOHTaKTHMX AaHUX YNOBHOBAXEHOT 0CO6YU
3asBHMKA, BiANOBIAANbLHOI 38 3iICHEHHS
thapmakoHarnsgy. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOI 0CO6M 3asiBHMKA A1 34iAICHEHHS
hapmakoHarnsay B YkpaiHi
223. | PEBAPUH® TabneTkn, BKPUTI ABGOTT Xenckea HigepnaHngn Maiinax dpaHuis BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/7599/01/02
NniBKOBOI 060/I0HKOH, Mpogaktc b.B. Na6opaTtopiz CAC 3MiHY | TRy - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta peyenmom

no 100 wmr, no 15
TabneTtok y 6nictepi; no
1 a6o no 2 6nictepu B
KapTOHHiIi kopobuj; No
20 Tabnetok y 6nictepi;
no 3 6nictepu B
KapTOHHI Kopo6Lyi

thapmakoHarnsgy. BeegeHHs abo 3miHu fo
y3arasibHeHVX AaHnx Npo cuctemy thapmakoHarnsgy
(BBEAEHHA y3arasibHeHUX AaHuX Npo cuctemy
hapmMakoHarnsgy, 3amMiHa yrnoBHOBaXeHO! ocobu,
BiANOBIAA/IbHOI 3a 34iICHEHHST hapMakoHarnsaay;
KOHTaKTHOI 0c0obM 3 hapMakoHarnagy 3asBHuKa 4Ns
3[jiCHEeHHs1 hapMakoHarniaay B YKpaiHi, Ko BoHa
BiAMIHHa Bif YNOBHOBaXeHOi 0c06M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs hapmakoHarnsay (Bkioyakun
KOHTaKTHI faHi) Ta/abo 3MiHW Y PO3MiLLEHHI MacTep-
thaiina cuctemu chapmakoHarasgy) - 3miHa
YMOBHOBaXXEHOT 0C06M 3aBHUKA, BifMNoBigabHOI 3a
3pilicHeHHs chapmakoHarnagy. NponoHoBaHa
pepaxkuis: Dr. Monica Buchberger, Pharm. PhD / [ip.
Motika Byx6eprep, Pharm. PhD.
3MiHa KOHTaKTHOT 0C06M 3asiBHUKA /15 3L4iACHEHHS

dhapMakoHarnsgy B Ykpaini. [MponoHoBaHa pegakuis:
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
Kizim Onbra €sreHisHa.
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0CO6U
3asBHUKA, BiAMNOBIAaIbHOI 38 3AiACHEHHS
thapmakoHarnsgy. 3MiHa KOHTaKTHUX AaHux
KOHTaKTHOI 0C0bM 3asBHMKa A1 3AICHEHHA
hapmakoHarnagy B Ykpaii
224. | PE3AM® Kancynv Teepgi no 10 BankaHdapwma- Bonrapis BankaHdapwva- Bonrapis/ BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/3371/01/01
Kancyn y 6nictepi; no 2 OynHuua AT OynHuus AT, Cepbis 3MiHuM | TUNY - NOA4aHHSA HOBOTO cepTudikaTa peuyenmom
abo 6 6nicTepiB y Bonrapis; BiAnoBigHOCTI E€Bponeickkil thapmakonei Ne R1-
KapTOHHI Kopo6Lyi dapmaueBTMyHa i CEP 2004-271-Rev 01 ans Aito4oi peyoBrHN
XimiyHa IHgycTpis, Cinnarizine Bif, HOBOro BUPO6GHMKa B AOMOBHEHHS [0
3apasne AT, BXE 3aTBEPKEHOro BUPOOHMKA
Cepbis
225. | ®PEHOBAPBITA/1 | Tabnetky no 100 mr, no ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK 3a UA/12251/01/01
-3H 10 TabneTok y 6nicTepi; 06MEXEHOI0 06MEXEHO0 Il TMny - 3MiHKM WoA0 6e3nekn/edPeKTNBHOCTI Ta peuyenmom
no 5 6nictepiB y kopobui | BignosiganbHiCTIO BiANoBiAa/IbHICTIO thapmakoHarnsgy. BHeceHHsi abo 3miHa(v) fo
"XapkiBcbke "XapkiBcbke 3060B'A3aHb Ta YMOB BUJavi peecTpadiiiHoro
hapmaLeBTUyHe thapmaueBTyHe noceigyeHHs, Bknoyaoun MNMiax ynpasniHHA
nignNpPUeEMCTBO nigNpPUEMCTBO pu3nKamm (3aCTocyBaHHS 3MiH(1), Aki(a)
"3p0poB'a "3p0poB's B/MaratoTb(€) NofanbLIoro 06r'pyHTyBaHHA HOBUMU
Hapogay", Hapogay" [04aTKOBMM aHuMU, WO MaloTb HajaBaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbecs
CyTTEBA OL{iHKA KOMMNETEHTHUM OpraHom) BukoHaHHs
3060B'A3aHb BiAMOBIAHO A0 NiagNyHKTY 1.13 nyHKTy 1,
nignyHKTy 2.3 NyHKTY 2 gogatky 15 no Mopsaky
NpoBefEeHHA ekcnepTn3n peecTpauiliHux Martepianis
Ha nikapcbki 3ac06u, WO NoAaTbCS Ha AepXaBHy
peecTpauito (NepepeecTpaL,iio), a Takox ekcnepTnsu
Marepianis Npo BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis NpoTArom fii peectpauiiHoro
NnocBig4eHHs, 3aTBepAkeHoro Hakasom MO3 Bif,
26.08.2005 Ne 426 (y pepakuii Hakazy MO3 Bif
23.07.2015 Ne 460).
226. | ®PEHOBAPBITAN | Tabnetkn no 50 mr, no ToBapucTBO 3 YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK 3a UA/12251/01/02
-3H 10 TabneTok y 6nicTepi; 06MEXEHOI 06MEXEHO Il TMny - 3MiHK Wwoao 6e3nekn/edheKTUBHOCTI Ta peuyenmom
no 5 6nictepiB y KOpoo6Li | BiANOBIAAIBHICTIO BigNOBiAA/IbHICTIO thapmakoHarnisgy. BHeceHHs1 abo 3miHa(n) o
"XapkiBcbke "XapkiBcbke 3060B'A3aHb Ta YMOB Buadi peecTpadiiHoro
hapmauleBTUyHe thapmaveBTuuHe noceifgyeHHs, Bknoyaoun Mnax ynpasniHHA
nigNpPMeEMCTBO nigNpPUeEMCTBO pusmKamm (3acTocyBaHHS 3MiH(1), ski(a)
"340poB's "340poB'a BMMaralTb(€) NOAabLIOTO 06I'PYHTYBaHHS HOBUMM
Hapogay", Hapogay" [04aTKOBMM AaHuMuU, Lo MaloTb HajaBaTucs

KOMMETEHTHVM OpraHOM, OCKifIbKM BUMaraeTbCs
CYTTEBa OLLiHKa KOMMETEHTHUM OpraHom) BrkoHaHHs
30608'A3aHb BiAMNOBIAHO A0 NiANYHKTY 1.13 nyHKTY 1,

nignyHKTy 2.3 NyHKTY 2 aogatky 15 go Mopsigky
NpPOBELIEHHS EKCNepTU3N peecTpauiiiHix martepianis

Ha nikapcbki 3ac06u, WO NOAATLCA Ha AepXasHy
peecTpauito (nepepeecTpaw,iio), a TakoX ekcnepTusm
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
Marepianis Npo BHECEHHS 3MiH A0 peecTpauiiHnX
marepianiB NpoTArom fii peecTpauiiHoro
nocBigYeHHs, 3aTBepakeHoro Hakazom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakasy MO3 Big,
23.07.2015 Ne 460).
227. | ®EPUHXEKT® PO34mnH ANS iH'EKLin Ta Bichop LLisefiuapis BMPOGHMLTBO HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/13356/01/01
iHdpy3ii, 50 mr/mn, no 2 (IHTepHeLwHN) IHK. Hepo3dacoBaHoi LBeiiuapis 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta | peyenmom
M1 a6o no 10 mny npoaykuii, thapmakoHarnsgy. BeegeHHs abo 3miHu fo
thnakoHi; no 1 a6o 5 nepBrHHA Ta y3arasibHeHVX AaHnx Npo cuctemy thapmakoHarnsgy
(h1aKOHIB y KapTOHHIi BTOPUHHA (BBEAEHHSA y3araslbHEHUX AaHKX NPO cucTemy
KopooLi ynakoska: BINMCO thapMakoHarnsgy, 3amMiHa yrnoBHOBaXeHO! ocobu,
M6X, HimeyunHa; BiANOBIAA/IbHOI 3a 34iiCHEHHA dhapmakoHarnagy;
IAT Bionorika KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asiBHVKa AN
'M6X, HimeuyunHa,; 3[jiCHEHHs1 hapMakoHarisay B YKpaiHi, K0 BoHa
BTOPVHHA BiAMIHHa Bif YNOBHOB&XeHOi 0c06M, BiANOBIAA/IbHOI
yrakoBKa: 3a 3pjlicHeHHs hapmakoHarnsgy (Bkioyakun
BAJIAA, KOHTaKTHI flaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
Lseiiuapis; haiina cuctemu papmakoHarnagy) - 3miHa
BTOPVHHA KOHTaKTHOI 0c0o6M 3 hapMakoHarnagy 3asBHuKa 45
yrnakoBka, [03Bin 34iicHeEHHs chapMakoHarnsay B YkpaiHi.
Ha BUMYCK cepil: MponoHoBaHa pepakuis: CamoHeHko MapvHa
Bichop BonogmmupiBHa. 3MiHa KOHTaKTHUX AaHWX
(IHTepHewHn) IHK., KOHTaKTHOI 0co6MU, BiANOBIAa/IbHOI 3a 34iiCHEHHS
LLIBeliyapis dpapmakoHarnsay
228. | PINCTUM® PO34unH AN4 iH'ekuiin, 0,3 TOB "®3 Ykpaina BVMPOGHMLTBO, Ykpaina BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/14300/01/01
mr (30 mad MO/1 mn); "BIO®APMA" nepBrHHE Ta 3MiHu | TUny - 3MiHa y MeToAax BUnpobyBaHHSA peuyenmom
ansa NpAT "biochapma: BTOPVHHE rOTOBOrO NiKapCbKOro 3acoby (iHwWi 3MiHM y MeTogax
no 1 mn [(30 maH MO) nakyBaHHs, BMNpoOyBaHb (BK/IOUaUM 3aMiHy abo [OMNOBHEHHS))
(0,3 mr)] a6o no 1,6 mn KOHTPO/b SIKOCTI,
[(48 maH MO) (0,48 mr)] BMNYCK Cepi:
y dhnakoHi; no 1 MpAT
hnakoHy y nauui 3 "BIO®APMA",
KapToHy; ans TOB "®3 YKpaiHa,;
"Biochapma: no 1 mn BVMPOGHMLTBO,
[(30 mnH MO) (0,3 mr)] nepBrHHE Ta
a6o no 1,6 mn [(48 m/H BTOPWHHE
MO) (0,48 mr)] y nakyBaHHs1, BUMYCK
nonepegHLO cepiii: TOB "®3
HanoBHEHOMY LLUNPUL "BIO®APMA",
abo y chnakoHi; no 1 YkpaiHa
nonepeaHLO
HanoBHEHOMY LUMPULLY
abo chnakoHi y 6nictepi;
no 1 6nictepy y nauui 3
KapToHY
229. | PINCTUM® PO34unH ANs iH'ekuin, 0,3 TOB "$3 YkpaiHa BMPOGHMLTBO, Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/14300/01/01
mr (30 mad MO/1 mn); "BIO®PAPMA" nepBuHHE Ta 3MiHu | TUNy - 3MiHa y MeToAax BUNpobyBaHHSA peyernmom
ons MpAT "Biochapma'™: BTOPVHHE rOTOBOIO JIiKAPCbKOro 3acoby (OHOB/IEHHS
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
no 1 mn [(30 maH MO) nakyBaHHs, npoueaypu BUNPOGYBaHHS 4151 NPUBEAEHHS Y
(0,3 mr)] a6o no 1,6 mn KOHTPO/b SIKOCTI, BiANOBIAHICTb 3i 3MiHEHOIO 3arasibHOO cTaTTeto APy
[(48 mnH MO) (0,48 mr)] BUMYCK Cepili: abo €sponeiicbkoi hapmakoner)
y chnakoHi; no 1 MpAT
hnakoHy y nauui 3 "BIO®APMA",
KapToHy; ansa TOB "®3 YKpaiHa,;
"Biodhapma”: no 1 mn BVMPOGHMLTBO,
[(30 mnH MO) (0,3 mr)] nepBuHHe Ta
a6o no 1,6 mn [(48 m/H BTOPWHHE
MO) (0,48 wmr)] y nakyBaHHs, BUNYyCK
nonepegHLO cepiii: TOB "®3
HanoBHEHOMY LLUNPUL "BIO®APMA",
abo y chnakoHi; no 1 YkpaiHa
nonepeaHLo
HanoBHEHOMY LUMPULLY
abo chnakoHi y 6nictepi;
no 1 6nictepy y nauui 3
KapTOHY
230. | ®NIYKOAAP B/B po3uunH Ang iHdysiid, 200 | AAP ®APMA NT[A | CnonydyeHe €ponaiic IHAisa BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiaslis: 3MiHN 3a UA/15995/01/01
Mr/100 mn no 100 mny 3 KoponisctBo Xentkeap IMBT. woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsgy. peuyenmom
KOHTeliHepi; no 1 nra. BBepgeHHs abo 3MiHM [0 y3arasibHeHVX AaHnX Npo
KOHTelHepy B NAiBLji B cucTemy chapmakoHarnsagy (BBeAeHHs y3arasibHeHNX
KopooLi [aHuX nNpo cuctemy hapmakoHarnsagy, 3miHa
YNOBHOBaXXEHOT 0CO6MU, BiANOBigaIbHOT 3a
3[ificHeHHs hapMakoHarnsay; KOHTaKTHOI 0co6u 3
chapmakoHarnsgy 3asaBHuKa 418 34iACHEHHS
hapmakoHarnsagy B YKpaiHi, SKWwo BOHa BigMiHHA Bif,
yMOBHOBaXeHOI 0cobu, BignosiganbHOT 3a
3[iicHeHHs1 hapMakoHarsay (BK/IHUYaKUM KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3MmilLeHHI MacTep-taiina
cuctemu chapmakoHarnsgy) - 3MiHa ynoBHOBaXKEHOT
ocobwu, BignoBifanbHOI 3a 3MiCHEHHS
hapmakoHarnsgy: ditova pegakuis — bepkasio
Hatanis MvkonaisHa. MponoHoBaHa pefakuis —
BoBk HOpili CepriiioBnY. 3MiHa KOHTAKTHUX JaHUX
YMOBHOBaXEHOT 0cO6U; 3MiHa 3asBHMKa (BNacHuKa
peecTpaLiiHoro nocig4eHHs) (3rigHo Hakasy MO3
Bif, 23.07.2015 Ne 460):
3 AHaHTa Megikeap /114., Benvka BputaHis Ha AAP
®APMA NTA, CnonyyeHe KoponiscTso
231. | ®OTONNIOH niodpinizat gNs posunHy PYM Pecny6nika PYM Pecny6nika BHECEHHS 3MiH 40 pPeeCTpaLiliHNX MaTepiasis: 3MiHK 3a UA/11770/01/01
Ons iHdysiii no 50 mr, 1 "benmMegnpenapar Binopycb "Benmeanpenapart Binopycb Il Tny - 3MiHK Woao 6e3nekn/eteKTUBHOCTI Ta peyenmom
nnsiwka abo piakoH 3 n" n" hapmakoHarnagy. BHeceHHs abo 3miHa(u) o

niocpinizatom y nauui 3
KapTOHY

3000B'A3aHb Ta YMOB BMAadi peecTpauiitHoro
NOCBIAYEHHS, BKtoYatoun MnaH ynpasiHHA
pu3nKamm (3acTocyBaHHS 3MiH(1), ski(a)
BMMaralTb(€) N0AaIbLIOTO 06IPYHTYBaHHS HOBMMM
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

[04aTKOBUM @aHMK, Lo MatoTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbecs
CyTTEBa OLiHKa KOMMETEHTHUM OpraHom) BrKoHaHHSA
3060B'A3aHb BiAMOBIAHO A0 NiagnyHKTY 1.13 nyHkTy 1,
nignyHKTy 2.3 NyHKTY 2 gogatky 15 no Mopsiaky
NpOBefEHHA ekcnepTn3n peecTpauiliHux Martepianis
Ha nikapcbki 3ac06u, W0 NoAaTbCS Ha AepXaBHYy
peecTpauito (nepepeecTpaL,iio), a Takox ekcnepTusun
mMarepianis NPo BHECEHHS 3MiH JO peecTpaLiiHnX
marepianiB NpoTArom fii peecTpauiiHoro
nocBig4eHHs1, 3aTBepakeHoro Hakazom MO3 Bif,
26.08.2005 Ne 426 (y pepakuii Hakasy MO3 Big,
23.07.2015 Ne 460).

232.

®OTOJIOH

niodpinizaTt 4N posynHy
Ans iHdysiii no 100 mr,
1 nnswka abo hnakoH 3
niodpinizatom y navui 3
KapTOHY

Pyn
"benmegnpenapar
it

Pecny6nika
Binopycb

Pyn
"Benmeanpenapar
it

Pecny6nika
Binopycb

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK
Il Tny - 3miHK Woao 6e3nekn/etekTUBHOCTI Ta
thapmakoHarnsgy. BHeceHHsi abo 3miHa(v) fo
3060B'A3aHb Ta YMOB BUavi peecTpadiiHoro
noceigyeHHs, BkNoyaouy MNMnax ynpasniHHA
pu3ukamm (3aCTOCyBaHHS 3MiH(M), ki(a)
B/MaratoTb(€) NofanbLIoro 06rpyHTyBaHHA HOBUMU
[04AaTKOBUM JaHVMK, L0 MaloTb HagasaTucs
KOMMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs
CyTTEBA OL{iHKA KOMNETEHTHUM OpraHom) BukoHaHHs
3060B'A3aHb BiAMOBIAHO A0 NiagnyHKTY 1.13 nyHKTy 1,
nianyHkTy 2.3 NyHKTY 2 gogatky 15 go Mopsgky
NpoBefeHHA excnepTn3n peecTpauiliHux Martepianis
Ha nikapcbki 3ac06u, WO NoAATbLCS Ha AepXaBHy
peecTpadito (nepepeecTpawito), a TakoX ekcnepTun
Marepianis Npo BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis NpoTArom fii peectpauiiHoro
nocBiAYeHHs, 3aTBepAkeHoro Hakasom MO3 Bif
26.08.2005 Ne 426 (y pepakuii Hakazy MO3 Bif
23.07.2015 Ne 460).

3a
peyenmom

UA/11770/01/02

233.

DTANA3O0N

Tabnetk no 0,5 r no 10
Tabnetok y 6nictepax;
no 10 Tabnetok y
6nicTepi; no 1 a6o 10
6nicTepiB B nayuj 3
KapTOHY

NAT
"Ximthapm3sasoz
"YepsoHa 3ipka"

YKpaiHa

NAT
"Ximchapmsasoz
"YepsoHa 3ipka"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHK
| Tuny - 3MiHK 3 siKOCTi. FOTOBWMIA Nikapcbkuii 3aci6.
Cunctema KoHTeliHep/3aKynoproBasibHUiA 3aci6. 3MiHa
PO3Mipy ynakoBKu roTOBOr0 NiKapCbKoro 3acoby
(3miHa KinbKOCTi ognHUUE (Hanpuknag TabneTok,
amnyn TOLL0) B yNakoBLi:) - 3mMiHa no3a gianasoHoM
3aTBEPKEHNX PO3MIPIB YNakoBKN BBEAEHHS
[04aTKOBOro po3mipy ynakoBku no 10 TabneTok B
6nicTepi; no 10 6nicTepiB B NayLj 3 KapToHy, 6e3
3MiHM NMEePBUHHOTO NakyBaslbHOTO MaTepiany: 3MiHn
BHECEHO B iHCTPYKL,i0 415 MEANYHOrO 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao po3diny «YnakoBka», a came
— BBEEHHSA [04aTKOBOro po3mipy ynakosku 13 (no
10 6nicTepiB), K HACNifOK — 3MIHW BHECEHO A0
po3gainy «Kareropis Bignycky» (3a peuentom - Ne

6e3
peyenma
Nel0,
Nel0x1.
3a
peyenmom -
Ne 100
(10x10).

UA/7925/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
100 (10x10)) Ta BigMoBiAgHI 3MiH BHECEHO [0 TEKCTY
MapKyBaHHS. TepMiH BBELEHHS 3MiH MPOTAroM 3-x
MicsILiB Nicns 3aTBEPAYKEHHS
234. | XNOPOMIPAMIH nopoLuok (cybcTtaHuis) y MpuBaTHE YkpaiHa Mpoxkoc Ec.ni.Ei. ITanisa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu - UA/12795/01/01
Y rAPOXNOPUA | noAgiliHMX nakeTax 3 akuioHepHe | TMny - AAMiHICTpaTVBHI 3MiHW. 3MiHa
nonieTuneHy ons TOBapUCTBO HaliMeHyBaHHS Ta/abo agpecu 3asBHUKa (BNacHUKa
thapmaueBTUYHOro “lekxim — XapkiB” peecTpauiiHoro Noceig4eHHs) 3MiHa HaliMeHyBaHHS
3aCTOCyBaHHSA Ta afpecu 3asiBHUKA
235. | X/ZIOPO®ININT Tabnetkn no 25 mr no 40 ToBapucTBO 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 6e3 UA/1556/01/01
Tabnetoky obmexeHo BMPOGHMLTBA, 3MiHM | TUNY - 3MiHa NapameTpiB cneumdikawii peyenma
KOHTelHepax BiANoBiAA/IbHICTIO KOHTPO/b SIKOCTI, Ta/abo foNyCTMMUX MEX rOTOBOro NikapCbKoro
nnactmMacosux; no 10 "[locnigHwii 3aBog BUMYCK Cepii: 3aco6y - BunyyeHHs 3i Cneuudpikauii / Metogis
TabneTtok y 6nictepi; no “rHUNC" ToBapucTBO 3 BMNPOOYBaHHA rOTOBOrO MiKapCbKOro 3acoby
2 6nicTepu y nayui 3 06MEeXEHO nokasHuka "CrmpaHictb"
KapToHy; no 20 BiANOBIAA/ILHICTIO
TabneTtok y 6nictepi; no "[locnigHuii 3aBofg,
1 6nicTepy y nauui 3 "rHUNC"
KapTOHY YkpaiHa; Bci ctagil
BMPOGHMLTBA,
KOHTPO/b SKOCTI,
BUMYCK Cepii:
ToBapucTBO 3
obmexeHoro
BiANOBIAA/LHICTIO
"®GapmaueBTuyHa
KOMMaHis
"3p0pos'a"’,
YKpaiHa
236. | X/IOPO®ININT Tabnetku no 12,5 mr no ToBapucTBO 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/1556/01/02
10 TabneTok y 6nicTepi; 06MEXEHO BMPOGHMLTBA, 3MiHK | TNy - 3MiHa NapamMeTpiB cneymdikay,ii peuyenma
no 2 6nictepn y nayui 3 BigNoBiga/IbHICTIO KOHTPO/1b SIKOCTI, Ta/abo [oMyCTUMUX MeX roTOBOro NikapCbKoro
KapToHy; no 20 "[locnifHnii 3aBof, BUMYCK Cepii: 3acoby - BunyyeHHs 3i Cneuudikauii / Metogis
TabneTtok y 6nictepi; no "rHUNCH ToBapucTBO 3 BMNPOOGYBaHHSI TOTOBOTO /liKapCbKOro 3acoby
1 6nicTepy y nauui 3 06MexeHo nokasHuka "CrmpaHictb"

KapToHy

BiANOBIAA/LHICTIO
"[locnigHuii 3aBog
"rHyact
YkpaiHa; Bci ctagil
BMPOOHMLTBA,
KOHTPO/b SKOCTI,
BUMYCK Cepii:
ToBapucTtso 3
06MexeHo
BiANOBIAA/ILHICTIO
"GapmaueBTuyHa
KOMNaHis
"3popos'a”,
YkpaiHa
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
237. | XNOPMPOMA3M PO3umnH ANs iH'ekuin, 25 TOB "XapkiBcbke YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/10294/01/01
HY Mr/mMn no 2 M B amnyni; hapmMaueBTUyHE BMPOGHMLTBA, 3MiHuW | TUNY - Ha4aHHA HOBOTO cepTuaikaTy peuyenmom
rigpoxnoprung no 10 amnyn B kopo6Lyj; nignpPMEMCTBO KOHTPO/b AKOCTI, BiANOBIAHOCTI €Bponelicbkilit hapmakonei Ne R1-
no 2 ma B amnyni; no 5 "300poB's Bunyck cepii: TOB CEP 1999-043-Rev 06 Big HoBOro Bupo6Hunka Adl
amnyn y 6nictepi; no 2 Hapoay" "XapkiBcbke XnopnpomasuHy rigpoxnopuay
6nictepu y kopobui; no 2 hapmaueBTnyHe
M B amnyni; no 10 nignpMeEMCTBO
amnyn y 6nictepi; no 1 "3p0poB's
6nictepy y kopobui Hapogy", YkpaiHa,;
BCi cTagii
BMPOGHMLTBA,
KOHTPO/b AKOCTI:
TOB
"GapmaueBTuyHa
KOMMaHis
"3p0pos'a’,
YkpaiHa
238. | XNOPXIHANBbAO | nopoLok (cy6ecTaHuis) y MpuBatHe YkpaiHa Ann'wem C.A.C. ®paHuisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu - UA/12467/01/01
n noAgBiiHNX nakeTax 3 akKujioHepHe | TNy - AAMiHICTpaTVBHI 3MiHU. 3MiHa
nonieTuneHy ans TOBapUCTBO HalimeHyBaHHs1 Ta/abo agpecu 3asBHMKa (BNacHuka
hapmaueBTUYHOro “Nekxim — Xapkis” peecTpauiiHoro noceig4eHHs) 3MiHa HalMeHyBaHHS
3aCTOCYyBaHHSA Ta afpecu 3asBHUKA
239. | XOMBIO®- Kpanni opasibHi no 50 mn Xowmsiopa HimeuunHa Cintepa [-p. HimeuyunHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK 6e3 UA/7321/01/01
PEBMAH y hnakoHi-kpanenbHuL, ; ApuHaimiTTens ®pigpixc Mv6X i | TNy - AOMiHICTpaTWBHI 3MiHU. 3MiHa peyenma
no 1 dpnakoHy- [Ap. XarepopH Ko. KI HaliMeHyBaHHs Ta/abo agpecu MicLs NPoBaXeHHS
KpanesbHULi B v6X i Ko. AisnbHOCTI BUpoBHUKa/iMnopTepa roToBoro
KapTOHHI Kopo6Lyi NiKapcbKoro 3acoby, BKIOYAKUN Ai/TbHNL BUMYCKY
cepii abo micLie NpoBeAEeHHS KOHTPOJHO SKOCTI.
(aisnbHICTb, 3a AKy BignNoBiAae BUPOBGHUK/iMNopTep,
BK/IKOYAKOUM BUMYCK Cepili) 3MiHa Ha3BM Ta agpecu
BMPOGHMKA, 6e3 3MiHW MicLisi BUPOGHULITBA
240. | LEPE3NM® 400 NopoLLOK NS [>xeHsaiim HOpon HigepnaHngn KOHTpPO/b cepii, Benuka BHECEHHS 3MiH [0 peecTpaviiiHnx maTepianis: 3a UA/8659/01/02
(o)1} NpUroTyBaHHs B.B. nakyBaHHs1, BpwuTaHis/ 3MiHK | TNy - 3MiHa y NapameTpax cneymdikay,in peyenmom
KOHLEeHTpaTy Ans MapKyBaHHS, Ipnangis/ Ta/abo foNyCTUMUX MEX, BUSHAYEHUX Y
pO34nHy Ans iHdysili no MiCLie3HaXOAKEHH CWA cneumdikauisax Ha A®l, abo BUXiLHWIA/NPOMIKHNIA
400 Of, no 1 a6o 5 A YNOBHOB&XXEHOI NPOAYKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLLECI
dpnakoHiB 3 MOPOLLKOM Y 0cobu, BANycK BMPOOHMLTBA ADI - 3BY)XKEHHS AONYCTUMUX MEX,
KapTOHHI Kopobuyj cepii: BMU3HAYeHUX y cneuudikauii T. Jomiku ans
,EI,)KEH3AI7IM peEMoentoyoro hepmeHTy SiKuniA BUKOPUCTOBYETLCS
NIMITEL, Benuka npy BUPOGHULTBI Ait04O0T PEHOBUHN
BpuTaHis;
BMPOGHULTBO
KiHLLeBOro
NPoOAyKTY
(fillAfinish),
KOHTPO/b Cepil,
nakyBaHHs,
MapKyBaHHs,
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

MiCLLe3HaxXOKeHH
A YNOBHOBaXEHOI
ocobu, BUNycK
cepii: [xeHsairim
Ipnang Nimites,
Ipnangis;
chopmystoBaHHsA
npenaparty: /loHua
Bionogxikc, IHK.,
CLUA;
hopMy/toBaHHS
npenapary:
[hxeH3aiim
KopnopeiiH,
CLWA

241.

LEPE3/M® 400
oA

NopoLUoK AN
NpUroTyBaHHs
KOHLEHTpaTy AN
PO34unHy ANns iHdysiii no
400 O, no 1 a6o 5
(h/1aKOHIB 3 MOPOLLKOM Y
KapTOHHI Kopo6Lyi

[hxenzaiim FOpon
B.B.

HigepnaHvgn

Benuka
BpuTaHis/
Ipnangis/

CLUA

KOHTpPO/b cepii,
nakyBaHHs,
MapKyBaHHS,
MiCLLe3HaxXoKeHH
A YNOBHOBaXEHOI
ocobu, BNycK
cepii:
IPKEH3ANM
NIMITEL, Benvka
BpuTaHis;
BUPOBHULTBO
KiHL,eBOro
NpoAyKTy
(fillAfinish),
KOHTPO/b Cepil,
nakyBaHHS,
MapKyBaHHS,
MiCLe3HaXOAKEHH
A YNOBHOBaXEHOI
ocobu, BUNYycK
cepii: [xeHsaiim
IpnaHg, Niviten,
IpnaHgis;
chopmyntoBaHHA
npenaparty: /loHua
Bionogxikc, IHK.,
CLUA;
chopmystoBaHHS
npenapary:
[xeHzainm
KopnopeiiwH,
CLLA

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:
3MiHM | TUNYy - 3MiHa y NapameTpax cneuudikauiii
Ta/abo fonyCTUMUX MEX, BUSHAUYEHNX Y
cneundikauisix Ha A®l, abo BMXigHWIA/NPOMDKHUIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NpoLeci
BMpO6HULTBa AP - 3MiHa Yy NnapameTpax
cneuudikaLiin (3By)KeHHS fOMYCTUMUX MeX) Y 3B 3Ky
3 BBE[I€HHAM OHOBJIEHOTO METOAY BU3HAYEHHS
3a/IMLLKOBUX OPraHiYHUX PO3UYMHHUKIB; 3MiHM | TUny -
3MmiHa y MeTogax BunpobyBaHHa A®l abo BMXigHOro
mMartepiany/npomiKHOro NpoAyKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BupobHuutea APl -
3MiHa y MmeTogax BUnpobyBaHHs AD| BU3HAUYEHHS
3a/IMLLKOBMX OpraHiyHMX PO3YNHHUKIB 3 KiSIbKICHOTO
(meTopg MX, 3 BUKOPUCTAHHAM CTaHAapTHOT KPMBOT)
Ha HaniBKi/IbKicHW (MeTog, X, 3 BUKOPUCTaHHAM
rPaHNYHOro CTaHAapTy), WO 3HKYE CKNadHICTb
npoueaypv Ta nigsuLLye NPOAYKTUBHICTb METOAY,
3a6e3neuvyoun nNpy LbOMY HaleXHy AKiCTb NPOAYKTY;
3MiHuM | TUNY - 3MiHa y MeTogax BunpobyBaHHA Ad|
abo BMXigHOro martepiany/npomiKHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLLEC
BMpo6HULUTBa AP - 3MiHA Y MeTofax BUNPO6YyBaHHSA
A®I - 3amiHa MeTofy BM3HAYEHHS OnirocaxapuaHoro
NPoiNto 3 KiNbKICHOrO aHaslizy Ha OCHOBI resto
(FACE) Ha B1COKOE(EKTUBHY PiAUHHY
xpomatorpacito (HPLC); 3miHa y meTogax
BMNpo6yBaHHA A®I: BU3HAYEHHS PIBHA OKUCHEHHS
(BinbHoro Tiony) «Oxidation», y 3B A3Ky 3 AOAaHHSM
[10 3pasKa [leHaTypyr4oro areHTa (ce4osuHa) 3
MeTOo0 3abe3neyeHHs GiNbLL TOYHOTO KiflbKICHOTO
aHanisy; 3MiH1 y MeTofi BunpobysaHb AdI T. Peptide
map (HPLC) — 3miHa B NnpoboniaroToBLi 3paska 3

3a
peyenmom

UA/8659/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

BMKopucTaHHsAM Trypsin and Lys-C 3amicTb Trypsin
(improved peptide cleavage completion); 3minu I
MRy - 3MiHa y MeTogax sunpobyeaHHa APl abo

BMXiAHOro Matepiany/npomixKHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLLECI
BMpo6HULTBAa AP (CyTTEBA 3MiHA Y
6ion0riyHoMy/iMyHONOTYHOMY/iIMyHOXiMiYHOMY
MeToAi BUNpo6yBaHHS abo MeTofi, y AKOMY
BUKOPVCTOBYETLCA GiONOriYHNIA peareHT ans
6ionoriyHoro A®l, abo iioro 3amiHa); 3MiHu |l Tuny -
3MiHa y napameTpax crneuudikauiii Ta/abo

[ONYCTUMUX MEX, BUSHAUYEHMX y crieumdikalisx Ha

A®I, abo BUXigHWIA/NPOMKHUIA NPOAYKT/peareHT, wo
BMKOPUCTOBYIOTLCSA Y Npoueci BupobHuutea AdI -
3MiHa y napameTpax crneumdikaii T. BU3HAYEHHSN

PIBHSI OKMCHEHHS (BiIbHOTO TioNy) (3BY>XEHHS

JianasoHy rpaHiyH1X 3Ha4YeHb); 3MiHu Il Tuny - 3miHa

y napameTpax creuudikauiii Ta/abo gonyctmmmnx
MeX, BU3Ha4eHux y crneumdikayisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo

BMKOPUCTOBYIOTLCA Y npoueci BUpobHuuTea Ad| -

3MiHa y napameTpax creumdikauii

onirocaxapuzHoro npodinto, y 38°A3Ky 3i 3MiHamu y

MeToZi BUnpobysaHb

242.

LEPE3/M® 400
oA

NopoLUOoK AN
NpUroTyBaHHs
KOHLEHTpaTy Ans
PO34unHy ANns iHdysiii no
400 O, no 1 a6o 5
(h/1aKOHIB 3 MOPOLLKOM Y
KapTOHHI Kopo6Lyi

[hxenzaiim FOpon
B.B.

HinepnaHvgu

KOHTpPO/b cepii,
nakyBaHHs,
MapKyBaHHs,
MiCLLe3HaxX0KeHH
A YNOBHOBaXEHOI
ocobu, BNycK
cepii:
IPKEH3ANM
NIMITEA, Benuka
BpuTaHis;
BUPOBHULTBO
KiHL,eBOro
NpoAyKTy
(fillAfinish),
KOHTPO/b cepil,
nakyBaHHS,
MapKyBaHHS,
MiCLe3HaXOAKEHH
A YNOBHOBaXEHOI
ocobu, BUNYycK
cepii: [xeHsaiim
IpnaHg, Niviten,
IpnaHgis;
dhopmMyntoBaHHsA

Benuka
BpuTaHia/
Ipnangis/

CLUA

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis:
3MiHuM | TUNY - 3MiHa y MeTogax BunpobyBaHHA Ad|
abo BMXigHOro martepiany/npomiKHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLLEC
BUpo6HULUTBa APl - 3miHa Y cneumdikaLii meToAis
BuNpobyBaHHA ansa Ad| 1. (specific) activity —
BHECEHHS 3MiHN HOPMYBaHHS, LL06 3MEHLWNTN
KINbKICTb 3HAYYLLMX LUMdp 415 3paska sk YaCTUHU
KpUTEpIiB NPUAHATHOCTI; 3MiHW | TUMy - 3mMiHa y
mMeTofax BUNpobyBaHHS AD| abo BMXiZHOro
mMartepiany/npomiKHOro NpoAyKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BupobHuutea APl -
3MiHM Yy MeTodax BUNpobyBaHHs T. Purity/ Hamster
GCR (meTof iMyHOhepMeHTHOro aHanisy 10A),
OHOBJIEHHSI PO3AiNiB "MPUroTyBaHHA 3paska”,
"NPUroTyBaHHA CTaHAAPTHUX PO3UMHIB 415 NO6YA0BU
CTaHZapTHOT KpMBOI", "aHani3 3pa3ka" - BujaneHo Agi
HVDKHI KOHLIEHTpaLii, iki BUKOPUCTOBYOTbLCS A5
nobyaoBu cTaHgapTHOI kpmBoi, TO6TO 11 0,5 Hr/mn
Ta OTPMMATW MOKA3HWKM ONTUYHOT FYCTUHM
CTaHAAPTHUX PO3YMHIB HAVHWKXYOI Ta HaNBULLOT
KOHLIeHTpaL,ii"; peaakuiiiHi npaBku; 3MiHM y MeTogax
BMNpobyBaHHA Remodeling Enzymes ELISA - 3amiHa
CTaHAapTHOI Kp1BOI N06yA0BaHOI HA OCHOBI KiJIbKOX

3a
peyenmom

UA/8659/01/02
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
npenaparty: /loHua 3Ha4YeHb Ha CTaHAapT 3 EANHUM 3HAYEHHAM,
Bionopxike, IHK., OCKiNbKN BUNPOBYBaHHS MPOBOAUTLCSA 3
CLA; BM3HAYEHHAM rpaHiuyHMX PiBHIB
chopmysntoBaHHsS
npenapary:
LbxeH3aiim
KopnopefiwH,
CLLA
243. LETPOTIA® 0,25 | nOpOLLOK Ta PO3YMHHUK Apec TpeligiHr LLisefuapis BMPOGHWK HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasli: 3MiHN 3a UA/4898/01/01
Mr 07151 pO34VHY Ans C.A. Hepo3dacoBaHoi ®paHuia/ | Tuny - 3miHK 3 AKoCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
iH'ekuili no 0,25 wr, 1 npoaykuii Ta HigepnaHan CTabinbHicTb. 3MiHa y TepMiHax npuaaTHOCTI abo
hN1aKoH 3 MOPOLLKOM Y nepBuHHE yMmoBax 36epiraHHsi rOTOBOrO MikapCbKoro 3acoby
KOMM/IekTi 3 1 nakyBaHs: (3miHa B ymoBax 36epiraHHs roTOBOr0 /TiKapCbKOro
nonepeaHL0 BakcTep 3acoby abo nicns po34MHEHHS/BIAHOBNEHHS) - 3MiHa
3arnoBHEHVM LUMPULLOM 3 OHkonomxi MM6X, B YMOBax 36epiraHHs rOTOBOr0 /likapCbKOro 3acoby
pO34nHHMKOM (Boga Ans HimeuunHa (BBEAEHHSA 3MiH NPOTAroM 6-T1 MicALIB nicns
iH ekuin) no 1 mn, 1 M'ep ®abp 3aTBEPMKEHHS); 3MiHM | TUNy - AAMIHICTpaTUBHI
rOfIKO0 A1 MegukameHT 3MiHW. BunyyeHHs BUpOOHUYOI AiNbHWL| (BKIOYAOUM
PO34YnHEHHS, 1 rosikoo MpopakiwH, AkiTeH AinbHuui ana A®Il, npoMixxHOro npoaykTy abo
ONs iH ekuiin Ta 2 dapm roTOBOrO Nikapcbkoro 3acoby, AinbHULi A1
TaMnoHamu, IHTepHacbiioHanb NpOBefEHHs NakyBaHHs, BUPOGHUKA,
NpOCOYEHVMU CINPTOM, (MOMM/ADI), BiANOBIAA/ILHOIO 3a BUMNYCK Cepiii, MicLe
Y KOHTYpHIli YapyHKOBIli dpaHuin NpoBeeHHs KOHTPOIO cepil) abo noctavyanbHUKa
ynakosLi; no 7 BTOPUHHE BMXIAHOrO MaTepiany, peareHTy abo fOMOMIKHOI
KOHTYPHUX YapyHKOBMX nakyBaHHS: PEYOBMHM (SIKLLIO 3a3HAYEHO Y AOCHE) - BUTYUYEHHS
yNaKoBOK B KAPTOHHIl A660TT a/lbTepHaTUBHOIT BUPOBOHUYOI AinbHuLi 13 AETepHa
KOpoo6Li Bionogxikan3 3eHTapic M'm6X, HimeuunHa (BignosiganbHuin 3a
B.B., Hizepnangu BUMYCK cepii) BBegeHHs 3MiH NpoTArom 6-tm MicsuiB
BiANoBigabHUI 3a nicns 3aTBepKEHHS
BUMYCK Cepii:
Mepk KlraA,
HimeuyunHa
244, | UE®TA3NANM NOPOLLIOK A5 PO3UUHY BITA CAH NTA Benukobput Csicc IHAisA BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/15346/01/01
onsiHekyimnolr, 1 aHis MepeHTepanc 3MiHn Il Tuny - 3miHK Woao 6e3nekn/ecekTUBHOCTI peyenmom
(h1aKoH 3 MOPOLLKOM Y nra. Ta (hapmakoHarnsgy. BHeceHHsa abo 3miHa(u) Ao

KOpOOLi 3 KAPTOHY

3000B'A3aHb Ta YMOB BMAaYi peecTpauiitHoro
nocBifyYeHHs, BKNoYatouy MNMiaH ynpasniHHA
pu3nKamm (3acTocyBaHHS 3MiH(1), ski(a)
BMMaralTb(€) NOAA/IbLIOTO 06IPYHTYBaHHS HOBUMM
[04aTKOBUM JaHUMW, L0 MaloTb HagasaTucs
KOMMETEHTHVM OpraHoM, OCKi/IbkM BUMaraeTbes
CyTTEBAa OLiHKa KOMMETEHTHUM OpraHom) -
BrkoHaHHA 3060B'A3aHb BiAMNOBIAHO A0 MiANYHKTY
1.8.2 nyHkTy 1.8 pogatky 5 o Nopsaky nposefeHHsA
eKCnepTn3n peecTpaliiiHnx MaTepiasiiB Ha nikapcbki
3acobu, L0 NoAaloTbCA Ha iepXaBHy peecTpadiiio
(nepepeecTpaliio), a Takox ekcnepTusn matepianis
Npo BHECEHHS 3MiH 0 peecTpauiliHnx Matepianis
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
NPOTAroMm fii peecTpauiiiHoro NocBigYeHHs,
3aTBepmxeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)
245. | ULMHAPU3VH Tabnetku no 75 mr Ne 20 MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/1085/01/01
DOPTE (10x2) y 6nicTtepax "KuiBmeanpenapa "KuiBmegnpenapa 3MiHK | TNy - 3MiHa agpecu BUpPo6HNka Ad| peuyenmom
T T LIMHAPU3VHY, 6e3 3miHn micus BUpobHuLTBA
246. LIMHKY OKCWUA, nopoLuok (cybcTaHuis) B MpuBaTHe Ykpaina EBEPLVHK HigepnaHgy | BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3MiHn - UA/15019/01/01
4oTupu1LIapoBux abo y akuioHepHe HEQEPNAHA B.B. | TMny - AAMiHICTpaTVBHI 3MiHW. 3MiHa
noninponineHosux abo y TOBapUCTBO HaliMeHyBaHHS Ta/abo agpecu 3asBHUKA (BNacHUKa

TPULLAPOBUX MilLKax
Ansa hapmaleBTUYHOro
3aCTOCYBaHHs

“Nlekxim — Xapkis”

peecTpauiiHoro Noceig4eHHs) 3MiHa HaliMeHyBaHHS
Ta afpecu 3asBHUKA

HavanbHuK YnpaBniHHA hapMmaleBTUYHOI AiANBHOCTI Ta
AKOCTI hapmMmaueBTUYHOI NPOAYKLT

T.M. IacKoBCbKuUu




MEPENIK

NIKAPCbKUNX 3ACOBIB (MEAUYHUX IMYHOBIONTOTNYHUX MPEMAPATIB), AKUM BIAMOB/IEHO Y AEP)XABHIN PEECTPALLI, NEPEPEECTPALLI TA
BHECEHHI 3MIH 4O PEECTPALUIMHNX MATEPIANIB

TA AEP>XABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHU

Aopartok 4

[0 Hakasy MiHicTepcTBa 0XOPOHU
304,0pOB’A YKpaiHu

23.10.2018 Ne 1925

Ne n/n Hassa Popma sUMYCKY 3assBHUK KpaiHa Bupo6HuUK KpaiHa riocmasa lMpoyedypa
JliKapcbKo20
3acoby
1. FEHTOC® kancynv TBepgi no 10 TOB "OMETA | YkpaiHa | Owmera ®apma | HimeuunHa | 3acigaHHs BigmoBUTK y 3aTBepAXEHHi - BUNPaB/IEHHS TEXHiYHOI momunkn (opdorpadivHa
PEMIHA kancyn y 6nictepi; no 3 PAPMA MeHblothekye HTP Ne 33 nomwaka B TpaHcAiTepayii Npu 3a3HauyeHHi MiCLEe3HaxoMKeHHs BUPOOHMKA) B
a6o 6, abo 12 6nictepis YKPAIHA" PiHF TMO6X i Bif IHCTPYKUii 4N MeAMYHOrO  3acTOCyBaHHSl, po34ini  “"MapkyBaHHs"  MKHA.
Y KapTOHHI1 kopobuj Ko. KI 06.09.2018 | OpdporpadpiyHa nomwuKka B TpaHCAiTepauii npy 3a3HauvyeHHi MicLe3HaxX0oKeHHs
BMPOOHUKA B po3gini "MapkyBaHHa" MKHA, ska 6yna gonyuwieHa npu npoueaypi
peecTpauii (Hakaz Nelll7 Big 20.09.2017 p.), 3a BWCHOBKOM [lenapTameHTy
hapmaueBTUYHOT AisIbHOCTI 3a3HayYeHe BUNPaB/IEHHS He Bignosigae martepianam
peecTpauiiiHoro [ocbe ski NpeacTaB/fieHi B apxiBi, OCKISIbKM B anoCTU/IbOBaHMX
[OKyMeHTaXx, L0 MICTATLCS B apXiBHUX MaTepiasiax peecTpaliiiHoro focke, a came: B
ceptudiikati hapmaueBTMYHOTO MNPOAYKTY, cepTudikati BiANOBIAHOCTI BMPOGHMKa
HaNexXHiin BUPOOHUYIA npakTuui (GMP), niueHsii Ha BMPOBHWLTBO Ta B BUCHOBKY
WoAo MigTBEPAKEHHS BiAMNOBIAHOCTI YMOB BMPOOHMLTBA NiKapCbknx 3acobis
BMMOraM Has1ieXHoi BUPOOHMYOT NpakTUkM BuaaHoro [epxaBHow Cnyx60t0 YkpaiHu
3 fikapcbknx 3acobiB, MiCLe3HaxXOMKEHHA BUPOGHMKA Oyno 3a3HavyeHo -
«XeppeHbepr»
2. PONIFPAD™ | niodinizaT A8 PO3UNHY Bxapart IHAia Bxapar IHAain 3acifaHHs BigMOBUTU y 3aTBepMXKeHHi - 3MiHM | TUNy - 3MiHa y napameTpax cneuudikaLiii
Ans iH'ekuii no 75 MO, Cipamc eHp, Cipamc eHp, HTP Ne 34 Ta/abo [onycTUMMX  MeX, BU3HAYeHWX Yy cneuudikauyiax Ha A®l, abo
150 MO y chnakoHi Nely BakuuHc BakuuHc Big BUXIOHWIA/NPOMDDKHUIA  NpoAyKT/peareHT, WO  BUKOPWUCTOBYKOTbCA Y  MpPOLECI
KOMMJIEKTi 3 Nimiteq Nimiten 13.09.2018 BMPO6HULTBA ADI (3BYXKEHHS AOMYCTUMMX MEX, BU3HaveHux y cneyudikauii) (6.1.6.1.
po34nHHMKOM 1o 0,5 mn (6) IB) - BHeceHHs 3MiH g0 cneuudikauii gns A®l Recombinant Human Follicle
B amnyni Nel Stimulating Hormone (liquid Bulk) 3a noka3HMKOM fAKOCTi “"BakrepianbHi
€HAO0TOKCMHW", OCKI/IbKM 3MiH Y crieundikaLii He Big6ynocs

HavyanbHuK YnpaBniHHA dpapMmaleBTUYHOI

OIANBHOCTI Ta AKOCTI (papmaueBTUYHOT NPOAYKLiT

T.M. IacKOBCbKUu
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