MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
05.12.2018 Ne 2260
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).



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

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

B.o. MinicTpa Y. CYIIPYH



3actynHuk MiHicTpa

3acTynHuK MiHiCTpa 3 ITUTaHb
€BPOIEUCHKO] iHTerpariii

['eHepabHUM AUPEKTOD
dapmaLleBTUYHOTO AUPEKTOPaTy

HauanbHUK YTipaB/iiHHA
(hapMaLleBTUYHOI AisS/TbHOCTI
Ta SIKOCTi (hapMaLleBTUUHOI MPOAYKILIii

HauvanbHUK YTipaB/iiHHA IPaBOBOIO
3abe3rneyeHHs

HavanbHuK YTipaB/iiHHSA
oprasi3aliiiHoro 3abe3mneueHHsI pOOOTH
ariaparty

3aBigyBau CeKTOpPY OL{IHKM Ta
YCYHEHHS KOPYTL[iMHUX PU3UKIB

HauanbHUK YTipaBiiHHS opraHisariil
poboTH KepiBHHUIITBa MiHicTepcTBa

Peectp po3cunku:

Jl0 CTIpaBU

YnpaBninHs ¢papMarieBTUYHOI Jis/TbHOCTi

Ta KOCTi (papmMaLieBTUUHOT ITPOAYKLiT

Ol «lep>kaBHUM eKcriepTHUM LieHTp MO3 YkpaiHu»
HepkaBHa ciy)kba YKpaiHu 3 iKapChbKUX 3aco0iB

Ta KOHTPOJIIO 32 HAPKOTUKaMH

Apko JI.B.
200-06-68
223-58-20

P. Inuk

O. CredanuivHa

O. Komapizga

T. JISCKOBCHLKUH

JI. [lem1ieBCbKa

I. Benuuko

C. Mycisika

C. AHTOHOB

- 2 IPUMipHUKHA

- 1 npyuMipHUK
- 1 npyUMipHUK

- 1 npuMipHUK



AopaTok 1

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu

05.12.2018 Ne 2260

NMEPENIK

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

Ne Hassa dopma sunycky 3assHukK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa BionyckKy aHHs1 peecmpayiliHo2
3acoby ynakosKa) 0 MoCBIOYEeHHs
1. AHTAPEC Tabnetku no 200 wr; MAT YkpaiHa MAT YkpaiHa peecTpauis Ha 5 poki 3a He UA/17096/01/01
no 10 TabneTok y "KvisBmegnpen "KniBmegnpenapar MepioAnyHICTb MOA4AHHS PErYNSPHO peyenmom nidnsieae
6nictepi; no 3 abo 9 apart" " OHOBJIHOBAHOrO 3BITYy 3 6e3Mekun BigNoBiAHO
6nicTepis y nauti; no o Mopsagky 3ailicHeHHa dhapmakoHarnsgy,
15 TabneTok y 3aTBEpKEeHOro Hakasom MiHicTepcTBa
6nictepi; no 6 OXOPOHW 3[10POB’A YKpaiHu Bif, 27 rpyaHs
6nicTepis y nayui 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
YKkpainu Big 26 BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTpoKamu,
3a3HavYeHUMN y NepiogMUHOCTi NoAaHHsA
perynsipHux 3BiTiB 3 6e3nekn
2. BYTUKOPT Masb 1 mr/r, no 10 ry MAT Ykpaina MAT YkpaiHa peecTpoadist Ha 5 pokis 3a He UA/17097/01/01
Ty6i B nauyi; no30ry | "Ximcapmsas "Ximcpapmsasog MepiognyHiCTb NOAAHHA perynspHo peyenmom nionsi2ae
Ty6i B nayuj opf "YepsoHa "YepBoHa 3ipka" OHOB/THOBAHOrO 3BITY 3 6e3Mekn BigNoBiAHO
3ipka” [0 MNopsaky 3aiicHeHHs hapMakoHarnsay,
3aTBEpXEeHOro Haka3om MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHa
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3sy MiHicTepcTBa OXOPOHU 3[40POB’A
Ykpainu Big, 26 BepecHsa 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTPOKamu,
3a3HayeHUMKM y NepioANYHOCTI NoAaHHS
perynsipHmx 3BiTiB 3 6e3neku.
3. | BA3OTEH3 TabneTku, BKpUTI "KcaHTic Kinp BMPOGHULTBO 1D, IHpis/ peecTpauis Ha 5 pokis 3a He UA/17098/01/04
NNiBKOBOIO dapma nepBuHHa Ta Bonrapis MepioAnYHICTb NOAAHHS PErynsapHo peuenmom niosnsieae
060/10HKOt0, N0 100 Nimiten" BTOPUHHA OHOB/IIOBAHOrO 3BITY 3 6e3Mekn BigNoBIAHO
Mr Ne 30 (10x3), Ne ynakoBka: [0 MNopsAaky 3aiicHeHHs hapMakoHarisgy,
100 (10x10) y Uwvnna Ntg, HAis; 3aTBepxeHoro Hakasom MiHicTepcTea
6nictepax KOHTpOb cepii, OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
BWMYCK Cepil: 2006 poky Ne 898, 3apeecTpoBaHuii B
BANTKAHOAPMA MiHicTepcTBi tocTuLil Ykpainu 19 rpyaHs
AYNHWLA AT, 2016 poky 3a Ne 1649/29779 (y pegakuii
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Ne Hassa ®opma surnycKy 3asaBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayjiliHo2
3acoby ynakoska) 0 NocBIOYEeHHs
Bonrapis Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
Ykpaiuu Big 26 BepecHsa 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3MneKu.
4. | BA3OTEH3 TabneTkun, BKPUTI "KcaHTic Kinp BMPO6HMLTBO 1D, IHAis/ peecTpauis Ha 5 pokis 3a He UA/17098/01/01
NAiBKOBOO dapma nepBuHHa Ta Bonrapis MepiognyHiCTb NOAAHHSA PerynsipHo peyenmom nionsizae
060/10HKO10, 1Mo 12,5 NimiTen" BTOPVHHA OHOB/IOBAHOrO 3BITY 3 6e3nekn BiANOBILHO
mr Ne 30 (10x3), Ne yrnakoBKa: [0 MNopsaaky 3aiicHeHHs hapmakoHarnsgy,
100 (10x10) y Lvnna Nra, IHgis; 3aTBEpXEHOro Hakasom MiHicTepcTBa
6nictepax KOHTPONb cepil, OXOPOHW 3,0POB’A YKpaiHu Bif 27 rpyaHs
BWMNYCK Cepil: 2006 poky Ne 898, 3apeecTpoBaHuii B
BANKAH®APMA MiHicTepcTBi tocTuyi Ykpainn 19 rpyaHs
OYMHUNLSA AT, 2016 poky 3a Ne 1649/29779 (y pepakuii
Bonrapis Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpoKamu,
3a3Ha4YeHMN y NepiogMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.
5. BA3OTEH3 TabneTtku, BKPUTI "KcaHTic Kinp BUPO6HULTBO /1D, IHais/ peecTpauis Ha 5 poki 3a He UA/17098/01/03
NNiBKOBOO Papma nepBuHHA Ta Bonrapis MepioAnyHICTb NOA4AHHS PErYNSAPHO peyenmom nidnsieae
060/10HKOH0, 1Mo 50 Mmr; Nimiten" BTOPVHHA OHOBJ/THOBAHOrO 3BITY 3 6€3Mekn BigNoBIAHO
Ne 30 (10x3), Ne 100 yrnakoBKa: [0 MNopsaky 3aiicHeHHs1 hapMakoHarnsgy,
(10x10) y 6nicTtepax Lvnna Nta, IHgis; 3aTBEPXEHOro Haka3om MiHicTepcTea
KOHTPO/b cepil, OXOPOHW 3[0POB’A YKpaiHu Bif 27 rpyaHs
BUNYCK cepil: 2006 poky Ne 898, 3apeecTpoBaHuii B
BANTKAHOAPMA MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
AOYMHWLA AT, 2016 poky 3a Ne 1649/29779 (y pepakuii
Bonrapis Haka3y MiHicTepcTBa OXOPOHM 30,0PO0B’s
Ykpaiuu Big, 26 BepecHs 2016 poky Ne 996),
CTaHOBUTL: 3ri4HO 3i CTPOKamu,
3a3HayeHUMK y NepioANYHOCTI NoAAHHS
perynsipHmx 3BiTiB 3 6e3neKu.
6. BA3OTEH3 TabneTku, BKPUTI "KcaHTic Kinp BMPOGHULTBO /1D, IHais/ peecTpauist Ha 5 pokis 3a He UA/17098/01/02
NNiBKOBOIO Papma nepBuHHa Ta Bonrapis MepioAnyHICTb NOA4AHHS PErynspHO peyenmom nionsieae
060/10HKOH0, M0 25 Mr; NimiTen" BTOPVHHA OHOB/OBAHOrO 3BITY 3 6e3MNeKn BigNOBILHO
Ne 30 (10x3), Ne 100 yrnakoBKa: [0 MNopsaky 3aiicHeHHs hapMakoHarnsay,
(10x10) y 6nicTtepax Lvnna Nra, IHgis; 3aTBepKEHOro Hakasom MiHicTepcTea
KOHTPO/b Cepil, OXOPOHU 34,0POB’A YKpaiHu Big 27 rpyaHs
BUNYCK cepil: 2006 poky Ne 898, 3apeecTpoBaHuii B
BAJIKAHOAPMA MiHicTepcTBi tocTuLi YKpainu 19 rpyaHa
AYMHULA AT, 2016 poky 3a Ne 1649/29779 (y pepaku;i
Bonrapis Haka3y MiHicTepcTBa OXOPOHW 30,0P0B’s
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpOKamu,
3a3HayYeHUMM y NepioaNYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3neKu.
7. | ANOEHIIAPAMIH | kpucTanivyHuii ToBapucTBO 3 YKpaiHa LligyH JyHioe Kutaii peecTpaList Ha 5 pokis - He UA/17099/01/01
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Ne Hassa ®opma surnycKy 3asaBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayjiliHo2
3acoby ynakoska) 0 NocBIOYEeHHs
Y rAPOXNOPUA | nopoLuok obmexeHor dapmachboTikan nionsizae
(cybeTaHuis) y BignoBigasbHi Ko., NTg.
nosieTuIeHoBOMy CTHO
naketi, AK1iA "XapkiBcbke
BK/1aJaeTbecs y dhapmavneBTy
aNloMiHIEBWIA NakeT He
ans nignNpUeEMCTBO
hapmMaueBTUYHOIO "340poB'a
3aCTOCYBaHHA Hapoay"
8. | EMKACT 10 TabneTku, BKpUTI MCH IHAaia MCH Na6opatopic IHAjs peecTpauis Ha 5 pokis 3a He UA/17072/02/01
NNiBKOBOIO Nab6opaTtopic MpaiiBiT MimiTes MepioAnYHICTb NOAAHHS PErynspHo peuenmom nidnseae
060/10HKOI0, N0 10 Mr Met. N14. OHOB/IIOBAHOrO 3BITY 3 6e3Mekn BigNoBiAHO
Ne30 (10x3) y [0 MNopsAaky 3aiicHeHHs hapMakoHarsgy,
6nictepax 3aTBepxeHoro Hakasom MiHicTepcTea
OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3sy MiHicTepcTBa OXOPOHU 30POB’A
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHSA
perynsipHmx 3BiTiB 3 6e3neku.
9. | EMKACT 10 TabneTku, BKPUTI MCH IHAaia MCH Na6opatopic IHAjs peecTpauis Ha 5 pokis 3a He UA/17071/02/01
NNiBKOBOKO NabopaTtopic MpaiBit Mimiteq MepioAnYHICTb NOAAHHS PerynsapHo peyenmom nionsieae
060/10HKOH0, N0 10 Mr MeT. N14. OHOB/IOBAHOrO 3BITY 3 6e3nekn BiANOBILHO
"in bulk" Ne500 0 MNopsAaky 3aiicHeHHs hapmakoHarnsgy,
(10x50), Ne1000 3aTBepxeHoro Haka3om MiHicTepcTea
(10x100) y 6nictepax OXOPOHW 3,0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
Ykpainu Big 26 BepecHa 2016 poky Ne 996),
CTaHOBWTbL: 3riAHO 3i CTpoKamu,
3a3Ha4yeHMMN y NepiogMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.
10. IKEPBNC® Kpanni ou4Hi, CaHTeH AT PiHNAHAIA Brpo6HMUTBO, PpaHuis/ peecTpadis Ha 5 pokis 3a He UA/17100/01/01
emMy/ibCist, 1 mr/ma Ne KOHTPO/b SIKOCTI, diHNAHAIA MepioAnYHICTb MOA4AHHS PErYNSPHO peuyenmom nidnsieae

30 (5x6) T6UK-
KpanenbHULb ans
O/1HOKPAaTHOro
3actocyBaHHs no 0,3
MmN

nepBuHHe Ta
BTOPWHHE
nakyBaHHS, BUMYCK
cepi:
EKCE/IbBIKEH,
dpaHuis;
BTopuHHe
nakyBaHHs, BUMYCK
cepil:

OHOBJTHOBAHOrO 3BITY 3 6e3Mekun BiANoBiAHO
[0 Mopsagky 3ailicHeHHA dhapmakoHarnsgy,
3aTBepKEHOro Haka3om MiHicTepcTea
OXOPOHW 3[0POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
YKpainu Big 26 BepecHsi 2016 poky Ne 996),




7

Ne Hassa ®opma surnycKy 3asaBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayjiliHo2
3acoby ynakoska) 0 NocBIOYEeHHs
CaHTeH AT, CTaHOBWTb: 3riHO 3i CTPOKamu,
PiHNAHAIA; 3a3HavyeHMu1 y NepiognyHOCTi NoAaHHsA
BTopuHHe perynspHux 3BiTiB 3 6e3neku
nakyBaHHS:
CEPBIMAK,
®paHuis
11. | NEBO®P/IOKCALL PO34uH NS iHQy3il, [JouipHe YkpaiHa [JouipHe YkpaiHa peecTpaduis Ha 5 pokis 3a He UA/17124/01/01
NH 500 mr/100 mn, no nignpueMcTBo nignpueMcTBo peuenmom nionsieae
100 mMn y KOHTeliHepi, "dapmatpeiig, "®apmaTtpeiig” MepiognyHiCTb NOAAHHA PerynspHo
no 1 KoHTelHepy B " OHOBJ/THOBAHOrO 3BITYy 3 6e3Mekn BigNoBiAHO
nonieTMneHoBoMy [0 Mopsagky 3aiicHeHHA dhapmakoHarnsgy,
nakeTi B KAPTOHHIl 3aTBEpKEHOro Haka3om MiHicTepcTBa
ynakoBLi OXOPOHU 340pOB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu,
3a3HayeHUMM y NepioaNYHOCTI NOAaHHS
perynspHux 3BiTiB 3 6e3nekn
12. | NOHIPANQ, TabneTku, BKpUTI TOB "AnTep Ykpaina MCH Na6opatopic IHais peecTpauif Ha 5 pokis 3a He UA/17101/01/01
NNiBKOBOIO Ero dapma" MpaiisiT MimiTeq MepioAnyHICTb NOAAHHS PErynspHoO peuenmom nionsieae
060/10HKOI0, N0 30 Mr OHOB/TIOBAHOrO 3BITY 3 6€3Mekn BigNoBIAHO
Ne 1, Ne 4y [0 MNopsAaky 3aiicHeHHs hapMakoHarisgy,
6nicTtepax 3aTBepXeHoro Hakasom MiHicTepcTea
OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Hakasy MiHicTepcTBa OXOPOHU 30POB’A
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
13. | NNIOHIPANA, TabneTkn, BKPUTI TOB "AnTep YkpaiHa MCH JNla6opatopic IHgis peecTpauist Ha 5 pokis 3a He UA/17101/01/02
NNiBKOBOO Ero dapma” MpaiBit MimiTes MepioAnYHICTb NOAAHHS PerynsapHo peyenmom niosnsieae
060/10HKOI0, N0 60 Mr OHOB/IIOBAHOrO 3BITY 3 6e3Mnekun Bi4NoBIAHO
Ne 1, Ne 4y 0o MNopsiaky 34ificHeHHs hapmakoHarisgy,
6nictepax 3aTBepxeHoro Hakasom MiHictepcTea

OXOPOHW 300POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU 30POB’A
Ykpainu Big 26 BepecHsa 2016 poky Ne 996),
CTaHOBWTL: 3ri4HO 3i CTpOKamu,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS
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Ne Hassa ®opma surnycKy 3asaBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayjiliHo2
3acoby ynakoska) 0 NocBIOYEeHHs
perynsipHmx 3BiTiB 3 6e3neku.
14. MIAOCTA/, TabneTku, BKPUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa peecTpaList Ha 5 pokis 3a He UA/17102/01/02
060/10HKOH0, M0 150 "TexHonor" MepiognyHICTb NOA4AHHS PErYNSAPHO peyenmom nionsieae
Mr no 10 TabneTok y OHOBJ/THOBAHOrO 3BITYy 3 6e3Mekn BigNoBiAHO
6nictepi; no 3 [0 MNopsaky 3aiicHeHHs hapMakoHarnsay,
6nictepu B nayui 3aTBEpPKEHOr0 Haka3om MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHS
perynsipHmx 3BiTiB 3 6e3neKu.
15. MIAOCTA], TabneTku, BKpUTI MpAT Ykpaina MpAT "TexHonor" YkpaiHa peecTpauisf Ha 5 pokis 3a He UA/17102/01/01
060/10HKOH0, 10 50 Mr "TexHonor" MepioAnyHICTb NOAAHHS PErynspHo peuenmom nionsieae
no 10 TabneTok y OHOB/IIOBAHOrO 3BITY 3 6e3Mekun BigNoBIAHO
6nictepi; no 3 [0 MNopsaky 3aiicHeHHs hapMakoHarisgy,
6nictepn B nauuj 3aTBepXeHoro Hakasom MiHicTepcTea
OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Hakasy MiHicTepcTBa OXOPOHU 30POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HayvYeHUMM y NepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
16. MIHIAON Kancysnm m ski Mini Benvka OniB Xenckepe IHgis peecTpauist Ha 5 pokis 6e3 nionsieae UA/17103/01/01
xenatuHosi no 200 mr Xernckepe BpuTtaHis peyenma
Ne 4, Ne 10y Nimiteq
6nictepax
17. MOHTErEH TabneTtku, BKPUTI letepo /1a63 IHais letepo /1a63 IHais peecTpauist Ha 5 pokis 3a He UA/17104/01/01
NNiBKOBOIO NimiTeq NimiTeq MepiognyHICTb NOA4AHHS PEryNspHO peyenmom nionsieae

060/10HKO0, 1Mo 10 wr;
no 10 TabneTtok y
6nictepi, no 3
6nictepm y kopobui

OHOB/THOBAHOrO 3BITY 3 6€3Mekn BigNoBiAHO
no Mopsagky 3aiicHeHHA dhapmakoHarnsgy,
3aTBEpXEeHOro Hakasom MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHa
2016 poky 3a Ne 1649/29779 (y pepakuii
Hakasy MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big, 26 BepecHsa 2016 poky Ne 996),
CTaHOBWTb: 3TiAHO 3i CTpOKamu,
3a3HayeHUMM y NepioANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.
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Ne Hassa ®opma surnycKy 3asaBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayjiliHo2
3acoby ynakoska) 0 NocBIOYEeHHs
18. | HATPIO KpucTaniyHmi ToBapucTBO 3 YkpaiHa HOPTICT Kutaii peecTpauis Ha 5 pokis - He UA/17105/01/01
ACKOPBAT nopoLuok a6o 06MexeHo PAPMACBIOTIKA niosnsieae
KpucTtanu BiANOBIAa/TbHI NTPYMNKO., NTA.
(cybeTaHuis) B CTIO
nonieTuIeHoBmX "PapmaueBTn
naketax gns YHa KoMnaHis
hapmaLeBTUYHOrO "3p0poB'a
3acTocyBaHHs
19. HITPO®PYPA3OH NOPOLLOK TOB "UcTok- YkpaiHa LlaHAOHT DeHrKCiHT Kutaii peecTpauist Ha 5 pokis - He UA/16978/01/01
(cybeTaHuis) y Mnioc” TexHonooxi nionsi2ae
nosieTuIeHoBMX [JesenonmeHT Ko.,
MiLLKax 4ns Nt
chapmaLeBTUYHOro
3acTocyBaHHS
20. OHTAS3EH-1000 NOpPOLLOK AN CeHc IHais CeHc Jlabopatopic IHais peecTpauisf Ha 5 pokis 3a He UA/17128/01/01
PO3UUHY ON151 iH'EKLLNA Nab6opaTtopic MeT. N14. MepioAnyHICTb NOAAHHS PErynspHo peuenmom nionsieae
no 1000 mry Mner. N4, OHOB/IIOBAHOrO 3BITY 3 6e3Mekun BigNoBIAHO
dhnakoHi; no 1 [0 MNopsaky 3aiicHeHHs hapMakoHarisgy,
(h/1aKOHY Y KapTOHHilA 3aTBepXeHoro Hakasom MiHicTepcTea
ynakoBLi OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Hakasy MiHicTepcTBa OXOPOHU 30POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HayvYeHUMM y NepioANYHOCTI NOAAHHS
perynspHux 3BiTiB 3 6e3nekun
21. PABENPA30N NOpPOLLOK leTepo Apar3 IHais leTepo Apar3 IHais peecTpauisf Ha 5 pokis - He UA/17106/01/01
HATPIIO (cybeTaHuis) y Nimiteq Nimiteq nionsi2ae
NoABINHMX
nonieTNeHoBUxX
naketax gns
chapmaLeBTUYHOro
3aCcTOCyBaHHSA
22. | PO3YBACTATUH | nopolok MpAT YkpaiHa FNEHMAPK IHAIA peecTpadis Ha 5 pokis - He UA/17117/01/01
KANbLUIO (cybeTaHuis) y "®apmaueBTu SAPMAC'HOTIKAN nionsizae
noAagiliHMX YHa hipma C nTA.
nonieTuIeHoBmx "fapHuus”
naketax gns
chapmaLeBTUYHOro
3aCTOCyBaHHS
23. | POMIHO3 Kpanni opasibHi, YOPNA4 Ipysis YOPAA4 MEOVLIVH | TypeuyunHa peecTpauis Ha 5 pokis 6e3 nionsizae UA/17107/01/01
po3uuH, 10 mr/mn, 20 MEAVNUVH INAY CAH. BE MepioAnYHICTb NOAAHHS PErynsapHo peyenma
My conakoHi Nel nTa TIOXK. A.LL. OHOB/IIOBAHOrO 3BITY 3 6e3Mekn BigNoBIAHO

0o MNopsiaky 34ificHeHHs dhapmakoHarisay,
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Homep
peecmpayjiliHo2
0 MocsiO4eHHs

3aTBepAXEHOro Hakaszom MiHicTepcTea
OXOPOHW 3[0POB’A YKpaiHu Bif, 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuyi Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A

Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTpoKamu,
3a3Ha4YeHUMN y NepiogMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neKu.

24,

CAHAKCOH-1000

NOPOLLIOK A/15
PO3UnNHY A5 iH'EKLN,
no 1000 mr no 1
(h/1aKOHY B KapTOHHii
Kopoo6ui

CeHc
Nab6opaTtopic
Mer. 114,

IHais

CeHc J/labopaTtopic
Met. N14.

IHais

peecTpaList Ha 5 pokis
MepiognyHiCTb NOAAHHSA PerynspHo
OHOBJ/THOBAHOrO 3BITYy 3 6e3Mekn BignNoBiAHO
[0 Mopsagky 3ailicHeHHA dhapmakoHarnsgy,
3aTBEpPKEHOro Haka3om MiHicTepcTBa
OXOPOHU 340pOB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpOKamu,
3a3HayYeHUMM y NepioaNYHOCTI NOAAHHS
perynspHux 3BiTiB 3 6e3nekn

3a
peyenmom

He
nionsieae

UA/17129/01/01

25.

CAHAKCOH-2000

MOPOLLIOK A/1A
PO3UUHY OJ151 iH'EKLLNA,
no 2000 mr no 1
h/1aKoHY B KapTOHHii
Kopo6bLi

CeHc
Nab6opaTtopic
Mnet. N4,

IHAjA

CeHc Jlabopatopic
rert. /114,

IHAis

peecTpauisf Ha 5 pokis
MepiognyHiCTb NOAAHHA PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mekun BigNoBIAHO
[0 Mopsagky 3aiicHeHHA dhapmakoHarnsagy,
3aTBepKEHOro Hakasom MiHictepcTea
OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3Ha4YeHUMN y NepiognMYHOCTI NoJaHHS
perynspHux 3BiTiB 3 6e3nekun

3a
peyenmom

He
nionsieae

UA/17129/01/02

26.

TAHI3 EPAC

Tabnetku
NPONOHIoBaHoi Aji No
0,4 mr no 10
TabneTtok y 6nicrepi;
no 3 a6o 9 6nictepis
B KapPTOHHIiA KOpOGLi

KPKA, 4.4.,
HoBo mecTo

CnoseHis

nepBuHHE Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/Ib cepii
(XimiuHi/ci3nuHi Ta
MiKpoG6ionoriyHi
BMNPOOYBaHHs) Ta
BUNYCK cepil:
KPKA, a.4., Hoso
mecTo, CroBeHis;

CnoseHis/
Icnanis/
HigepnaHpg,
n/
Yecbka
Pecny6nika
/
HimeuunHa

peecTpauist Ha 5 pokis
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3Mnekun BigNoBIAHO
0o MNopsiaky 34ifcHeHHs hapmakoHarisgy,
3aTBEPMAXEHOro Hakasom MiHicTepcTBa
OXOPOHW 300POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Hakasy MiHicTepcTBa OXOPOHU 30POB’A

3a
peyenmom

He
nionsiecae

UA/17109/01/01




11

bulk", nepeuHHe Ta

BTOPWHHE
nakyBaHHs,
KOHTPO/Ib cepil
(XimiuHi/hi3nuHi Ta
MiKpOG6io/oriyHi
BMNPOOYBaHHS):
CiHTOH Icnanis
C.J/1., Icnanis;
KOHTPO/Ib cepil
(XiMiYHI/cDi3nYHi
BMNPOOYBaHHS):
KPKA, a.4., Hoso
mecTo, C/oBeHis;
KOHTpPO/b cepii
(XiMiYHI/i3nyHI
BUNPOBYBaHHSA):
CinToH BB,
HigepnaHaw,;
KOHTPO/b cepii
(XimMiuHi/ci3nyHi
BMNPOOYBaHHS):
KBiHTa-AHaniTika
C.p.0., Yecbka
Pecnyb6nika;
nepBuHHe Ta
BTOPWHHE
nakyBaHHS:
MaHyhekuypiHr
MekemxiHr
Papmaka (MMP)
B.B., HinepnaHngw;
KOHTpPO/b cepii
(mikpob6ionoriyHi
BUNPOBYBaHHSA):
Na6op N+C AT,
HimeuuunHa,
KOHTPO/b cepii
(mikpobionoriyHi
BMNPOOYBaHHS):

Yecbka
Pecnyb6nika;
BMPOGHMLTBO "in
bulk", koHTpoNb
cepil

ITECT nntoc c.p.o.

(XIMiYHI/i3nYHi

3a3HavYeHUMN y NepiognMUHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

Ne Hassa ®opma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayjiliHo2
3acoby ynakoska) 0 NocBIOYEeHHs
BMPOGHMLTBO "in Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
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Ne Hassa ®opma surnycKy 3asaBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayjiliHo2
3acoby ynakoska) 0 NocBIOYEeHHs
BMNPOOYBaHHS):
PotTeHgopd
dapma M'v6X,
HimeyunHa;
nepBuHHe Ta
BTOPUHHE
nakyBaHHS:
PotTeHgopd
dapma M'v6X,
HimeyunHa;
nepBuHHe Ta
BTOPUHHE
nakyBaHHS, BUMYCK
cepi:
TAL ®apma M'vM6X,
HimeyunHa;
KOHTPO/Ib cepil
(XiMiYHI/cDi3nyHi
BMNPOOYBaHHS):
TAL ®apma M'M6X,
HimeyunHa
27. | TOPACEMIA- Tabnetku no 10 mr no MpAT YkpaiHa MpAT YkpaiHa peecTpadis Ha 5 pokis 3a He UA/16245/02/02
AAPHULA 10 Tabnetok y "PapmaueBTn "PapmaueBTnyHa MepioAnYHICTb NOAAHHS PErynsapHo peyenmom niosnsieae
KOHTYPHIli YapyHKOBIi yHa chipma tipma "AapHuug" OHOB/IIOBAHOrO 3BITY 3 6e3Mekn BigNoBIAHO
ynakoBLij; no 3 abo no "NapHuus" [0 MNopsAaky 3aiicHeHHs hapMakoHarisgy,
10 KOHTYPHUX 3aTBEPMXEHOr0 Haka3oM MiHicTepcTBa
YapyHKOBMX YNakoBOK OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
B nauu,i 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 30POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS
perynspHux 3BiTiB 3 6e3nekun
28. | TOPACEMIA- Tabnetkn no 5 mr no MpAT YkpaiHa MpAT Ykpaina peecTpauist Ha 5 pokis 3a He UA/16245/02/01
AAPHULA 10 TabneTtok y "®apmaueBTn "PapmaueBTnyHa MepioAnYHICTb NOAAHHS PerynsapHo peyenmom niossieae
KOHTYPHili YapyHKOBIi yHa hipma ipma "OapHuus” OHOB/IOBAHOrO 3BITY 3 6e3nekn BiANOBILHO
ynakoBsLi; no 3 "fapHuus” 0 MNopsAaky 3aiicHeHHs hapmakoHarnsgy,

KOHTYPHI YapyHKOBI
ynakoBKM B nauLli

3aTBeppKeHoro Hakasom MiHictepcTsa
OXOPOHW 30POB’A YKpaiHu Bif 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHMW 3[10POB’S

Ykpainu Big 26 BepecHa 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpoKamu,

3a3Ha4YeHMMM y NepiognMYHOCTI NoAaHHSA
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Ne Hassa ®opma surnycKy 3asaBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayjiliHo2
3acoby ynakoska) 0 NocBIOYEeHHs
perynsipHux 3BiTiB 3 6e3nekn
29. | TIOHEKC PO34UH ONS1 iH'EKL, 2 3AT JinToBCbKa NNABOPATOPIO ITanis peecTpaList Ha 5 pokis 3a He UA/17110/01/01
Mr/mn, no 2 Mn B «Papmira» Pecny6nika PAPMALIEYTIKO MepiognyHICTb NOA4AHHS PErYNSAPHO peyenmom nionsieae
amnysnax; no 6 amnyn C.T.C.P.N. OHOBJ/THOBAHOrO 3BITYy 3 6e3Mekn BigNoBiAHO
B KOHTYpHili [0 MNopsaky 3aiicHeHHs hapMakoHarnsay,
YapyHKOBIl ynakoBLyj; 3aTBEpPKEHOro Haka3om MiHicTepcTBa
no 1 KOHTYpHIl OXOPOHU 340POB’A YKpaiHu Big 27 rpyaHs
YapyHKOBIli yrnakoBLi 2006 poky Ne 898, 3apeecTpoBaHuii B
B navu, MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHS
perynspHux 3BiTiB 3 6e3nekn
30. DPAPNIHEKC cnpeii OpOMYKO3HWIA, BocHanek a.4. BocHis i BocHanek a.4. BocHis i peecTpauisf Ha 5 pokis 6e3 niosisieae UA/17111/01/01
po3umnH no 30 mny lepuerosuH l'epuerosuH MepioAnyHICTb NOAAHHS PErynspHo peyenma
chnakoHi; no 1 a a OHOB/IIOBAHOrO 3BITY 3 6e3Mekun BigNoBIAHO
chnakoHy 3 HaCOCOM- [0 Mopsagky 3aiicHeHHA dhapmakoHarnsagy,
posnunoBayem Ta 3aTBEPXEHOr0 Haka3oM MiHicTepcTBa
ansikatopom B OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
KapTOHHI Kopoo6Li 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Hakasy MiHicTepcTBa OXOPOHU 30POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HayvYeHUMM y NepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
31. PEPPODON TabneTkn XyBasibHi, MpAT YkpaiHa MpAT "TexHonor" YKkpaina peecTpauist Ha 5 pokis 3a He UA/17112/01/01
no 10 TabneTok y "TexHonor" MepioAnYHICTb NOAAHHS PerynsapHo peyenmom niossieae
6nictepi; no 3 OHOB/IIOBAHOrO 3BITY 3 6e3Mnekun BigNoBIAHO
6nicTepn B nauuj 0o MNopsiaky 34ificHeHHs hapmakoHarisgy,
3aTBEPMAXEHOro Hakasom MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU 30POB’A
Ykpainu Big 26 BepecHsa 2016 poky Ne 996),
CTaHOBUTL: 3ri4HO 3i CTpOKamu,
3a3HayvYeHUMM y NepioANYHOCTI NOAAHHS
perynspHux 3BiTiB 3 6e3neKu.
32. dNYAPOKOPTU3 | nopoLiok TOB YKpaiHa BUPOBHMLTBO, ITanis peecTpadist Ha 5 pokis - He UA/17114/01/01
OHY ALUETAT (cybeTaHuis) y "APTEPIYM KOHTPO/b SKOCTI, nionsizae
MIKPOHI3OBAHW | noagiiHux nTgr BUNYCK cepil:
n nonieTUNeHoBMX ®APMABIOC
naketax gns C.N.A., lITanis;
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Ne Hassa ®opma surnycKy 3asaBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayjiliHo2
3acoby ynakoska) 0 NocBIOYEeHHs
hapmaLeBTUYHOro cTafis MiKpoHi3auji:
3aCcToCyBaHHsA MIKPOXEM C.P.J1.,
ITanis
33. | LE®ENIM-O MOPOLLIOK ANsi Oxoa Imnekc IHAaia HiTiH NalidhcaeHce3 IHAjs peecTpauis Ha 5 pokis 3a He UA/17115/01/01
NpUroTyBaHHs nTp. peyenmom nionsieae
PO34UMHY NS iH'EKLR
no 1 ry cknsHomy
donakoHi, no 1
h1akoHy Y KapTOHHI
Kopo6ui
34. LE®POKCUM-O NMOpPOLLOK ANA Oxoa Imnekc IHAiA HiTiH NalihcaeHces IHAjs peecTpadist Ha 5 pokis 3a He UA/17116/01/01
NPUroTyBaHHs nra. peyenmom nionsizae

PO34UHY A5 iH'EKLLA
no 1 ry ckasHomy
dnakoHi, no 1
h1aKoHy Y KapTOHHIiA
Kopobui

HavyanbHuK YnpasniHHA papmaueBTUYHOT
[IANBLHOCTI Ta AKOCTI (hapmaueBTUYHOI NPOAYKLiT

T.M. IacKkoBCbKUM




NMEPENIK

Jopatok 2

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu
05.12.2018 Ne 2260

NMEPEPEECTPOBAHUX NNIKAPCbKNX 3ACOBIB (MEAUNYHUX IMYHOBIONOTTYHUX MPEMAPATIB), AKI

BHOCATbLCA A0 AEP)XABHOIO PEECTPY NIKAPCbKUX 3ACOBIB YKPAIHU

Ne Ha3ssa sikapcbko20 dopma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiIBHUKa BUPOGHUKa BionycKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi04YeHHs1
1. ABICAH nopoLUoK (cybeTaHuis) y ToBapucTBo 3 Ykpaina ToBapucTBO 3 YkpaiHa MepepeecTpauia Ha - He UA/1775/01/01
naketax obmexeHor 0bMexeHo HeobMeXeHW TepMiH nionsizae
nonieTuneHoBux ans BiANOBIAA/ILHICTIO BiANOBIAA/ILHICTIO
thapmaueBTUYHOro "dbapmaLieBTnyHA "®apmMaueBTnYHa
3aCTOCYyBaHHSA KOMMaHis KOMnNaHis
"3a0poB's"” "3p0pos'a”
2. ACKOPBIHOBA PO34uMH ANs iH'ekuin, 50 NAT Ykpaina MAT YkpaiHa MepepeecTpauis TepmMiHOM Ha 3a He UA/0003/02/01
KUCNOTA Mr/M/1 MO 2 M B aMny/ii; "Ny6Hnchapm” "Nly6Hnchapm" 5 pokiB. 3MiHu | TURY - 3MiHK peyenmom nionsizae

no 10 amnyn y nauui 3
KapToHYy

oo 6esnekn/edeKTUBHOCTI
Ta hapmakoHarnsagy. 3miHa y
KOPOTKili XapakTepucTuui
niKkapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMNYHOro 3aCTOCYBaHHA Ha
nigcTasi perynsipHo
OHOB/1HOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooy,
a6o pocnigxeHb 3 6e3nekn
3aCTOCYBaHHS NMikapCbKOro
3acoby B nic/isipeecTpavyinHnia
nepiog, abo sk pesynbrat
OLLiHKVM 3BIiTYy 3 AOC/iKEHD,
npoBefeHNX BigNOBIAHO A0
nnaHy negiaTpuuHnux
pocnipkerb (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHom)
3MiHV BHECEHO A0 IHCTPYKL,i
ANS MegnyHoro
3aCcTOCyBaHHS NiKapcbKoro
3acoby [0 po3ginis
"B3aemogijs 3 iHLWMMK
nikapcbkMmn 3acobamu Ta
iHLWI BMAW B3aemogiin”,
"Oco6MBOCTI 3acTOCyBaHHS",
"Mepeno3yBaHHsA", "Mo6IYHI




n/n

HasBa snikapcbko20

Popma sUMYCKY

3asiBHUK

16

3acoby

(nikapcbka ¢hopma,
ynakoska)

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu

Peknamys
BionyckKy

aHHsA

Homep
peecmpayitiHo2o

AT®D-JIOHI®

Tabnetku no 10 wmr, no

My6niyHe

YkpaiHa

My6niyHe

peakuii" BiANOBIAHO A0
marepianiB peecTpauiiHoro
[,0CbLE Ta OHOBJ/1EHOT
iHchopmawii 3 6e3nekn
3acToCyBaHHS Nikapcbkoro
3acoby.

MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IHOBAHOTO
3BiTy 3 6e3neku BigNOBIAHO

o MNopagky 34iiCHEeHH:

hapmakoHarnsagy,
3aTBEPKEHOro Hakas3om

MiHicTepcTBa OXOpPOHU
300pOoB’A YKpaiuu Big, 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi toCcTULi YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3sy MiHicTepcTBa
OXOPOHW 30P0B’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHnumu y
nepioguYHOCTi NoAAaHHSA
perynspHux 3BiTiB 3 6e3neku.

nocsio4YeHHs

10 TabneTok y 6nictepi,
no 4 6nictepu B navui 3
KapTOHY

akuioHepHe
TOBapUCTBO
"HaykoBo-
BMPOGHUYUIA
LeHTp
"BopLyariBcbKuii
XimiKo-
hapMaLeBTUYHWIA
3aBog”

akuioHepHe
TOBap1CTBO

"HaykoBo-
BMPOGHUYNIA

LieHTp

"BopuyariBcbkuii
Ximiko-
hapmavLeBTUYHWi
3asop"

YkpaiHa

MepepeecTpadis Ha
HEeobMeXeHul TEPMIH.
3MiHM Wwozo
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. 3miHa y
KOPOTKil XapakTepucTuui
NiKapcbKoro 3acoby, TEKCTI
MapKyBaHHs Ta IHCTPYKLUIT Ansa
MeJMNYHOro 3aCTOCYBaHHS Ha

nigcTaBi perynspHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acooy,
abo JocnigxeHb 3 6e3nekn
3aCTOCyBaHHS NiKapcbKoro
3acoby B nicrsipeecTpayinHuia
nepiog, abo sk pesynbTart
OL|iHKM 3BITY 3 4OC/IXEHb,
npoBefeHnX BifNoBiAHO A0
nnaxy negiatpuyuHnx

pocnimpkeHs (PIP) (3MiHy

Ees3
peuenma

nionsieae

UA/0723/01/01
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

Y3rO[PKEHO 3 KOMMETEHTHUM
YNOBHOB&)XXEHNM OpraHom) -
3MiHW BHECEHO A0 IHCTPYKL,i

AN MegnyHoro
3acToCyBaHHS Nikapcbkoro
3acoby A0 posainis
"®apmakonorivHi
BnactmsocTi”, "rMokasaHHA"
(yTouYHeHHs iHdhopmauii),
"B3aemogis 3 iHLWMMK
nikapcbkMun 3acobamu Ta
iHWi B1AW B3aemogiin",
"Mo6iyHi peakwyii" BigNOBIgHO
[,0 OHOBJIEHOI iHGhopMaLii 3
6e3nekn 3acToCyBaHHS
[il040T PEYOBUHY.
MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IOBAHOTO
3BiTy 3 6e3neku BiANOBIAHO
fo MNopagky 34iiCHEeHH:
hapmakoHarnsagy,
3aTBEPAKEHOIO Haka3oMm
MiHicTepcTBa OXOpPOHU
300pOoB’A YKpaiuu Big, 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B

MiHicTepcTBi toCcTULi YKpaiHu

19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3sy MiHicTepcTBa
OXOPOHW 30POB’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne
996

AT®D-JIOHI®

Tabnetku no 20 wmr, no
10 TabneTok y 6nictepi,
no 4 6nictepu B navui 3
KapToHY

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHNUUIA
LeHTp
"BopuyariBcbkuii
XimiKo-
hapMaLeBTUYHWIA
3aBsog”

YkpaiHa

My6niyHe
akuioHepHe
TOBapWCTBO

"HaykoBo-
BMPOGHUYNIA
LieHTp
"BopuyariBcbkuii
Ximiko-
hapmavLeBTUYHWi
3asop"

YkpaiHa

MepepeecTpadis Ha
HeobMeXeHui TEPMIH.
3MiHM Wwozo
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y
KOPOTKIil XapakTepucTuui
NiKapcbKoro 3acoby, TEKCTI
MapKyBaHHs Ta IHCTPYKLUIT Ansa
MeAMYHOr0 3aCTOCYBaHHS Ha
nigcTaBi perynspHo
OHOBJ/IOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acooy,
abo JocnigxeHb 3 6e3nekn
3acTOCyBaHHS NikapcbKoro

3acoby B nicrsipeecTpayinHunia

Ees3
peuenma

nionsieae

UA/0723/01/02
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

nepiog, abo sk pesynbtar
OL|iHKM 3BITY 3 AOC/iXEHb,
npoBefeHnxX BifnoBiAHO A0
nnaxy negiatpuyHnux
pocnipkeHs (PIP) (3MiHy
Y3rOPKEHO 3 KOMNETEHTHUM
YMOBHOB&XXEHUM OpraHom) -
3MiHM BHECEHO [0 IHCTPYKLUIT
Ana MeAnyHoro
3aCTOCyBaHHSA NiKapCbKOro
3acoby 4o posainis
"®apMaKonorivHi
BnactueocTi", "MNokasaHHsa"
(yTouHeHHs iHdopMaLir),
"B3aemogis 3 iHWmMun
nikapcbknMn 3acobamu Ta
iHWI BMAW B3aemopiin”,
"Mo6iuHi peakuii" BiANOBIAHO
[0 OHOBJEHOI iHChopMaL,i 3
6e3neky 3acTocyBaHHsA
Lit0Y0l peYOBUHN.
MepiognyHICTb NOAaHHSA
perynsipHo OHOB/IOBAHOIO
3BiTYy 3 6e3neku BiANOBILHO
0o Mopaaky 34iCHeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3om
MiHicTepcTBa 0XOpOHU
3[0p0B’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 3[4,0POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996

BYNIBAKAIH

PO34nH A1 iH'eKUin, 5
mr/mn, no 10 mn B
amnyni; no 10 amnyn y
naJui 3 KapToHy

TOB "HIKO"

Ykpaina

KoHTpOsb, BUMYCK
cepii:

TOB "HIKO",
YKpaina;
HeposdacoBaHuii
NPOAYKT,
nepBUHHA
yrnakoBka,
BTOPWHHA
yNakoBKa,

YkpaiHa/
pewis

MepepeecTpauis ,Ha
HeobMeXeHW TepMiH
3MiHM Wwoao
6e3nekn/edeKkTNBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKIili XapakTepucTuLi
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPyKUii ans
MeAMYHOro 3acToCyBaHHA
reHepunyHux/ribpuaHvx/6ionog

3a
peyerimom

He
nionsieae

UA/13416/01/01
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
KOHTPO/b! iBHMX NiKapCbKnx 3acobisB
OEMO CA nicns BHeCeHHs Tiel camol
SAPMACBIOTIKA 3MiHW Ha pediepeHTHUA
N IHBACTPI, npenapar (3miHa He noTpebye
Ipeuis HafaHHA XOAHWX HOBUX

[0[aTKOBUX AaHuX) - 3MiHK
BHECEHI [0 iHCTPYKLiTy
po3zin "Moka3aHHA", a TakoX
y po3ginu: "®apmMakonorivHi
BNacTMBOCTI", "B3aemogis 3
IHLWMMK NiKapCbKnumu
3acob6amu Ta iHLWi BUAK
B3aemogiii", "OcobnnBocCTi
3acTocyBaHHs", "3aTHiCTb
BN/IMBATY Ha LUBUAKICTb
peakLjii Npn KepyBaHHi
aBTOTpaHcnopToM abo
IHWXMKX MeXaHi3mammn”,
"Cnoci6 3acTocyBaHHS Ta
no3n”, "MepenosysaHHA",
"Mo6iuHi peakuii" BiANOBIAHO
[0 iHdopmau,ii pedhepeHTHOro
nikapcbKoro 3acoby
(MAPKATH, po3uuH ans
iH'exuiid, mo 5 mr/mn). 3miHK
oo 6esnekn/edeKTUBHOCTI
Ta thapmakoHarnsgy.
BBefeHHs1 abo 3MiHU A0
y3arasibHeHUX JaHux npo
cuctemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX
[JaHux npo cuctemy
thapmakoHarnsgy, 3miHa
YMOBHOB&XEHOT 0cobw,
BignoBigabHOI 3a
3[iACHEHHS
hapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 34IACHEHHSA
thapmakoHarnagy B YkpaiHi,
SAKLLO BOHa BigMiHHA Bif,
YNOBHOBaXEHOI 0CcobY,
BigNoBiAa/IbHOI 3a
3pificHeHHst hapmakoHarnsgy
(BK/IIOYAKOYN KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-aiina cuctemu
hapmakoHarnsgy) - 3miHa
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

Micusi 34iACHEHHA OCHOBHOI
LiSiNbHOCTI. 3MiHa KOHTaKTHUX
[aHnX ynoBHOBaXeHOi 0cobu
BignoBiga/IbHOI 3a
hapmakoHarnag. 3miHa
HoMepy Ta
MiCLIe3HaxXOpKeHHs1 macTep-
dpaiiny.
MepioAnYHICTb NOAAHHS
perynsipHoO OHOBJIOBAHOIO
3BiTy 3 6e3neku BiAMNoBIAHO
o MNopaaky 3aiiCHEHHS:
dhapmakoHarnsgy,
3aTBEPAKEHOrO HakasoMm
MiHicTepcTBa 0XOpOHU
340pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi loCcTULi YKpaiHn
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxui
Haka3y MiHicTepcTBa
OXOPOHW 30P0B’A YKpaiHu
Bif 26 BepecHsn 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHnMn y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

3a

He

UA/13417/01/01

BYMNIBAKAIH
CMIHAN

PO34UH ON15 iH'EKUIN, 5
Mr/MA No 4 M B amnyni;
no 5 amnyn y nauui 3
KapTOHY

TOB "HIKO"

YKpaiHa

KoHTponb, Bunyck
cepii:

TOB "HIKO",
YKpaiHa;
HeposdacoBaHwii
NPOAYKT,
nepBuHHA
ynakoBkKa,
BTOPUHHA
ynakoBka,
KOHTPO/b:
JEMO CA
®APMACBIOTIKA
N IHBACTPI,
Ipeuis

YkpaiHa/
pevjis

MepepeecTpalis ,Ha
HeobMeXeHW TePMIH.
3MiHM Wwozao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKIili XapakTepucTuui
nikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUii ans
MeAMYHOro 3acTOCyBaHHSA
reHepuyHuX/ribpuaHunx/éionos

iBHNX NiKapcbknx 3acobis
nicns BHeCeHHs Tiei camoi
3MiHW Ha pedhepeHTHW
npenapar (3miHa He noTpebye
HafaHHA XOAHWX HOBUX
[0[4aTKOBUX AaHuX) - 3MiHK
BHECEHI [0 iHCTPYKLiTy
po3gain "MokasaHHS"; a Takox
y po3ainu: "®apMakonorivHi

BNacTUBOCTI",

peyenmom

nionsieae
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1

"MpoTunokasaHHsa",
"B3aemopis 3 iHLWMMK
nikapcbkMmn 3acobamu Ta
iHWi BUAW B3aemogiin",
"Oco61BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHA y nepiof
BariTHoCTi abo rogyBaHHs
rpyaar”, "3aaTHictb
BMN/IMBATH Ha LUBUAKICTb
peakLjii Npu KepyBaHHi
aBTOTpaHcnopToM abo
IHWMKX MeXaHi3mammn”,
"Cnoci6 3acTocyBaHHS Ta
nosun", "Oitn" (yToYHEHHS
incpopmauii),
"MepepnosyBaHHa", "MobGiyHi
peakuii" BignosigHo A0
iHhopmalii pechepeHTHOro
nikapcbkoro 3acoby (MapkaiH
CniHan XeBi, po34nH Ans
iH'eKLUii no 5 mr/mn). 3MiHK
Loao 6e3nekn/edeKTMBHOCTI
Ta thapmakoHarnsgy.
BBefeHHs abo 3MiHM [0
y3arasibHeHUX JaHnx npo
cuctemy hapmakoHarnagy
(BBEAEHHS y3araslbHEHNX
[JaHux npo cuctemy
thapmakoHarnagy, amiHa
YNOBHOBaXEHOI 0CcobY,
BigNoBiAa/IbHOI 3a
3[iACHEHHSA
hapmakoHarnsgy; KOHTakTHol
ocobu 3 chapmakoHarnsgy
3asBHUKa 419 3AICHEHHA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BigMiHHA Bif
YMOBHOBaXEHOT 0co6Y,
BiANOBIAa/IbHOI 3a
3pjiicHeHHs hapmakoHarnsgy
(BK/KOYAKOYM KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLLEHHI
macTep-aiina cucremu
thapmakoHarnsgy) - 3miHa
Micus 3AiACHEHHSI OCHOBHOT
LisiNIbHOCTI. 3MiHa KOHTaKTHUX
[aHnX yNOBHOBaXEHOI 0co6u
BiANOBIAa/IbHOI 3a
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

thapmakoHarnag. 3MiHa
Homepy Ta
MiCLLe3HaxXOMKEHHS MacTep-
thainny
MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IHOBAHOTO
3BiTy 3 6e3neku BigNOBIAHO
fo MNopagky 34iiCHEHH:
hapmakoHarnsagy,
3aTBEPAKEHOIO Haka3oMm
MiHicTepcTBa OXOpPOHU
300pOoB’A YKpaiuu Big, 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi toCcTULi YKpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 310POB’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i
CTpOKamu, 3a3HauyeHnMn y
nepioguYHoOCTi NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.

FABICKOH®
NOABINHOI Al

CYCMeH3is opasibHa; Mo
150 mn y cpnakoHax; no
10 mn y cawe; no 10,
12, 20 a6o 24 cawe y
KapTOHHIlA KopooLi

PexkkiTT BeHkizep
Xenckep (KOKelid)
Nimiten

Benuka
BpuTaHis

PekkiTT BeHkizep
Xenckep (HOKei)
Nimiteq

Benuka
BpuTaHis

MepepeecTpadis Ha
HEOOMEXEHMUI TepMiH. 3MiHK
| TMny - 3MiHKM Woao
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeeaeHHs
ab60 3MiHU [0 y3arasibHeHNX
[JaHux npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3aranibHeHVX gaHnx npo
cuctemy hapmakoHarnagy,
3MiHa YNOBHOBaXEHOT 0co6M,
BiANOBIA&/IbHOI 3a
3iiCHeHHs
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 chapmakoHarnsgy
3as1BHMKA A1 34iAICHEHHS
thapmMakoHarnsagy B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOB&XeHOT 0cobw,
BignoBiganbHOI 3a
3[jiicHeHHs hapmakoHarnsgy
(BK/THOYAOYUM KOHTaKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-garisa cuctemm

6e3
peyenma

nionsieae

UA/13393/01/01
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

thapmakoHarnagy) 3miHa
KOHTaKTHOI 0cobwm,
BiANOBIAa/IbHOI 3a
hapmakoHarnag;: ditoua
pefaxuis: OneHa Boesoga,
MponoHoBaHa pepakuis:
Hatanis LWWaTpoBa. 3miHa
KOHTaKTHUX AaHNUX KOHTaKTHOT
ocobu, BiAnoBigasIbHOI 3a
thapmakoHarnag. 3minu Il
TMNy - 3MiHK WoA0
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKili XapakTepucTuLi
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPyKUii Ans
MeAMYHOro 3aCTOCYBaHHS y
3B’A3KY i3 HOBUMW JAHUMU 3
SIKOCTi, AOK/iIHIYHUMMU,
KNiHIYHUMY flaHMK Ta
AaHvMu 3 chapmakoHarnsgy -
3MiHM BHECEHO [0 IHCTPYKLUl
AN MegnyHoro
3aCTOCYyBaHHS NMikapCbKoro
3acoby 4o posainis
"TpoTunokasaHHsa",
"Oco61BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs
rpyaato”, "Cnocié
3acTocyBaHHA Ta f03n"
(peparyBaHHsA TekcTy), "Aitn"
(YTOYHEHHS hopMytoBaHHS),
"Mo6iyHi peakwyii" BigNOBIgHO
[0 MaTepianis
peecTpavujiiHoro AocChLE.

MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IOBAHOTO
3BiTy 3 6e3neku BigNOBIAHO

fo MNopagky 34iiCHEeHH:

hapmakoHarnsagy,
3aTBEPAKEHOIO Haka3oMm
MiHicTepcTBa OXOpPOHU

370pOB’A YKpaiuu Big, 27

rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi loCcTULi YKpaiHu
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3sy MiHicTepcTBa
OXOPOHW 30P0B’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHnumu y
nepioguYHOCTi NoAAaHHSA
perynspHux 3BiTiB 3 6e3neku.

FPAHAA30N®

po34nH N8 iHgysili, 5
Mmr/2,5 mr/mn no 100 mn
a6o no 200 mny
nAswWyi; no 1 naswuyi B
naJui 3 KapToHy; no 100
M1 a6o no 200 mny
KOHTeliHepi; no 1
KOHTelHepy B nauuii 3
KapTOHY

TOB "tOpis-®apm”

YkpaiHa

TOB "tOpis-®apm”

YkpaiHa

MepepeecTpadis Ha
HeobMeXeHui TepMiH.
3MiHM Wwozo
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. 3miHa y
KOPOTKil XapakTepucTuui
NiKapcbKoro 3acoby, TEKCTI
MapKyBaHHs Ta IHCTPYKLUIT Ansa
MeJMNYHOro 3aCTOCYBaHHS Ha
nigcTaBi perynspHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acooy,
abo JocnigxeHb 3 6e3nekn
3aCTOCyBaHHS NiKapcbKoro
3acoby B nicrsipeecTpayinHuia
nepiog, abo sk pesynbTart
OL|iHKM 3BITY 3 JOC/IAXEHb,
npoBefeHnX BifNoBiAHO A0
nnaxy negiatpuyuHnx
pocnimpkeHs (PIP) (3miHy
Y3rO)KEHO 3 KOMNETEHTHUM
YNOBHOB&XXEHNM OpraHom)
3MiHM BHECEHO A0 [HCTpyKU,i
Ana MeanyHoro
3aCTOCyBaHHSA NiKapCbKOro
3acoby Ta KopoTKoi
XapaKkTepuCTMKM NikapCbKoro
3acoby 4o posainis
"TpoTunokasaHHsa",
"B3aemogis 3 iHWmMun
nikapcbknMu 3acobamu Ta
iHWIi BMAW B3aemogiin”,
"Oco61BOCTI 3aCTOCyBaHHA",
"MepepnosyBaHHa", "Mo6iyHi
peakuii”, "3gaTHicTb
BN/IMBATW Ha LUBUAKICTb
peakLjii npu KepyBaHHi
aBTOTpaHcnopToM abo
iHLWMMK MeXxaHi3mamn'

3a
peyenmom

He
nionsieae

UA/11535/02/01
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
BiANOBIAHO A0 OHOBMEHOT
iHchopMmawii 3 6e3neku Aiunx
PEYOBUH JiKAPCbKOro 3acoby.
MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IHOBAHOTO
3BiTy 3 6e3neku BigNOBIAHO
fo MNopagky 34iiCHEHH:
hapmakoHarnsagy,
3aTBEPAKEHOIO Haka3oMm
MiHicTepcTBa OXOpPOHU
300pOoB’A YKpaiuu Big, 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi toCcTULi YKpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 310POB’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i
CTpOKamu, 3a3HauyeHnMn y
nepioguYHoOCTi NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.
9. | OIASENAM MOPOLLIOK KPUCTaUTiYHWIA TOB "XapkiBCbke YkpaiHa ®.I.C.- dab6pika ITania MepepeecTpauis Ha - He UA/13725/01/01
(cybeTaHuin) y hapmaueBTNYHE ITaniaHa CiHTeTiui He0OMeXeHW TepMiH nionsieae
noABINHNX nignpMeMCTBO C.n.A.
nonieTueHoBmX "3p0poB'a
naketax gnsa Hapoay"
thapmavLeBTUYHOro
3aCTOCYBaHHSA
10. EMETOH PO34UH A5 iH'EKUINA, 2 TOB "HIKO" Ykpaina KoHTpOsb, BUMYCK YkpaiHa/ MepepeecTpavia Ha 3a He UA/13447/01/01
mr/mn, no 2 mn a6o no 4 cepi: Mpeuis HEOOMEXEHU TEPMIH. peyernmom nionseae
M/1 B amnyni; no 5 TOB "HIKO", 3MiHK Wwopao
amnyn y navyi 3 kKapToHy YKpaiHa; 6e3nekun/edekTBHOCTI Ta
HeposdacoBaHuii thapmakoHarnagy. 3MiHn y
NPOAYKT, KOPOTKili XapakTepucTui
nepBuHHa niKkapcbKoro 3acoby, TekcTi
yrnakoBkKa, MapKyBaHHS Ta iHCTPYKUii ans
BTOPUHHA MeAMYHOro 3acTOoCyBaHHA
yrnakoBka, reHepuyHux/ribpuaHmnx/éionos
KOHTPO/b: i6HMX NikapCbknx 3acobis
OEMO CA nicnsi BHECEHHA TiET caMol
PAPMACBHOTIKA 3MiHV Ha pedhepeHTHW
N IHOACTPI, npenapar (3miHa He noTpebye
Ipeuis HafaHHA XOAHWX HOBUX

[0[aTKOBUX AaHuX) - 3MiHK
BHECEHI [0 iHCTPYKLiTy
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

po3ginu: "OcobamBocTi
3aCToCyBaHHS",
"3acTocyBaHHA y nepiof
BariTHocTi abo rogyBaHHsA
rpyaar”, "3aaTHictb
BN/IMBATH Ha LUBUAKICTb
peakLjii Npu KepyBaHHi
aBTOTpaHcnopToM abo
IHWXMKX MeXaHi3mammn”,
"MepepnosyBaHHa", "MobGiyHI
peakuii" BignosigHo Ao
iHhopmalii pechepeHTHOro
nikapcbkoro 3acoby (3odpaH,
pO34uH ANA iH'eKUil 2mr/mn).
MepioAnYHICTb NOAAHHS
perynsipHoO OHOBJIOBAHOIO
3BiTy 3 6e3neku BiAMNoBIAHO
o MNopaaky 3aiiCHEHHS:
dhapmakoHarnsgy,
3aTBEPAKEHOrO HakasoMm
MiHicTepcTBa 0XOpOHU
3040pOoB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi loCcTULi YKpaiHn
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 30P0B’A YKpaiHu
Bif 26 BepecHsn 2016 poky Ne
996), CTaHOBUTL: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHnMn y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

11.

NNNrPUKC®

pO34uH ONA iH'eKUiid, 15
mr/mn, no 1 mn e
amnyni, no 5 amnyny
YapyHKOBIli ynakoBLj
(nigaoHi); no 2
YapyHKOBI YNakoBKu
(nigooHn) y nayui 3
KapToHy

AT "T'piHoekc”

Nartsis

BUPOBHUK
roTOBOro
nikapcbkoro
3acoby (Bci cTagii
BVMPOGHMYOTO
npovecy, Kpim
BMNYCKY cepii)
XBM dapma
c.p.o.,
CnosavuvHa;
BMPOBHUK, KW
BignoBigae 3a
BUNYyCK cepil,
BK/IKOYA0YM

CnosavunHa/
Nartia

MepepeecTpalis Ha
HEOOMEXEHN TePMiH. 3MiHK
| Tuny - 3miHn Wwoao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKili XapakTepucTuui
niKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUii ans
MeAMYHOro 3acToCyBaHHA
reHepuyHux/ribpuaHunx/éionos
iBHNX NiKapcbknx 3acobis
nicns BHeCeHHs Tiei camoi
3MiHW Ha pedhepeHTHW
npenapar (3miHa He noTpebye

3a
peyenmom

He
nionseae

UA/13534/01/02
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
nocsioYeHHs

ynakoska)

KOHTpOsb cepii/

BMNPO6YBaHHS:

AT "I'piHaekc",
Nartsis

HafaHHA XOAHNX HOBUX
[04aTKOBUX AaHuX) - 3MiHK
BHECEHI [0 IHCTPYKLiT Y
po3gin "MobiuHi peaxuii”
BiANoBIAHO A0 iHdhopMaLii
pedyepeHTHOro NikapcbKoro
3aco6y HEMPOMIANH®
(PO34MH Ans iH?€eKUiR). 3MiHK
| TMny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
a60 3MiHN [0 y3arasibHeHNX
[JaHux npo cuctemy
thapmakoHarnsagy (BBefeHHs
y3aranibHeHVX gaHnx npo
cuctemy hapmakoHarnagy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIAa/IbHOI 3a
3iiCHEeHHS
thapmakoHarnagy; KOHTakTHoOl
ocobu 3 chapmakoHarnsgy
3as1BHMKa A1 34iCHEHHS
hapmakoHarnsagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOB&XEHOT 0cobw,
BignoBigabHOI 3a
34ilicHeHHs hapMakoHarnagy
(BK/THOYAKOUM KOHTaKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
macTep-aiina cucremm
thapmakoHarnagy) 3miHa
KOHTaKTHOI 0cobwm,
BiANOBIAa/IbHOI 3a
thapmakoHarnsg, B Ykpaini:
nitoya pepakuisa - MisgHaki
IpuHa CtenaHiBHa,
NponoHoBaHa pefakLis -
€kimoBa IpvHa BitaniiBHa.
3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOI 0cobwm,
BignoBigabHOI 3a
hapmakoHarnsg.

MepioAnyHICTb NOAAHHSA
perynsipHoO OHOB/IOBAHOTO
3BiTy 3 6e3neku BigNOBIAHO

0o Mopsaaky 34iCHeHHS

hapmakoHarnsaay,
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

3aTBEPKEHOro Hakasom
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi toCcTULi YKpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 310POB’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHuMu y
nepioguYHoOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.

12.

UMUrPUKC®

pO34MH AN1 iH'eKUin, 5
Mmr/mn no 1 mn B amnyni,
no 5 amnyny
YapyHKOBIli ynakoBLj
(nigaoHi); no 2
YapyHKOBI YNaKOBKU
(migaoHN) y navui 3
KapTOHY

AT "I'piHgekc"

Natsis

BMPOBHUK
roToBOro
niKapcbKoro
3acoby (Bci cTagii
BUPOGHMYOro
npovecy, Kpim
BUMYCKy cepiT)
XBEM ®apma
c.p.o.,
CrnoBayuuHa;
BUPOGHUK, KNI
Bignosigae 3a
BWMNYCK Cepil,
BK/TIOHA0UM
KOHTpONb cepii/
BMNPOGYBaHHSA:
AT "T'piHgekc",
Natsis

CnoBavumnHa/
Nartsisa

MepepeecTpadis Ha
HEOOMEXEHUI TepMiH. 3MiHK
| TMny - 3MiHK Woao
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. 3miHu y
KOPOTKIil XapakTepucTuui
NiKapcbKoro 3acoby, TEKCTI
MapKyBaHHs Ta IHCTPYKLUIT Ansa
MeJMNYHOro 3aCTOCyBaHHS
reHepunyHux/ribpuagHux/6ionog,
i6HMX NiKkapcbknx 3acobis
nicns BHeCeHHs Tiel camoi
3MiHW Ha pedhepeHTHWi
npenapar (3miHa He noTpebye
HaaHHA XOAHWUX HOBUX
[0[aTKOBUX AaHWX) - 3MiHU
BHECEHIi A0 IHCTPYKLi y
po3gin "Mob6iuHi peakuii"
BiANOBIAHO A0 iHGopMaLii
pedhepeHTHOro Nikapcbkoro
3aco6y HEMPOMIJNH®
(po34mH Ans iH?eKUiin). 3MiHKN
| TMny - 3MiHK Woao
6e3nekn/edeKkTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
[aHux nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHUX faHux npo
cuctemy hapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0co6H,
Bi4noBiganbHOI 3a

3a
peyenmom

He
nionsieae

UA/13534/01/01
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

3iiCHEeHHS
thapmakoHarnagy; KOHTakTHoOl
ocobu 3 chapmakoHarnsgy
3as1BHMKa A4/1 34iACHEHHS
hapmakoHarnsagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOB&XEHOT 0cobw,
BignoBigabHOI 3a
3AilicHeHHs hapMakoHarnagy
(BK/THOYAKOUM KOHTaKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
macTep-aiina cucremm
thapmakoHarnagy) 3miHa
KOHTaKTHOI 0cobwm,
BiANOBIAa/IbHOI 3a
thapmakoHarnsg, B Ykpaini:
nitoya pepakuisa - MisHaki
IpuHa CtenaHiBHa,
NponoHoBaHa pefakLis -
€kimoBa IpvHa BitaniiBHa.
3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOI 0cobwm,
BignoBigabHOI 3a
hapmakoHarnsg.

MepioAnyHICTb NOAAHHSA
perynsipHoO OHOB/IHOBAHOTO
3BiTy 3 6e3neku BigNOBIAHO

fo MNopagky 34iiCHEeHH:

hapmakoHarnsagy,
3aTBEPKEHOro Hakas3om

MiHicTepcTBa OXOpPOHU

300pOoB’A YKpaiuu Big, 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi toCcTULi YKpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 30POB’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHnumu y
nepioguYHoOCTi NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.

13.

IHTENNAH

kancynu, no 20 a6o no
60 kancyn y dnakoHi; no

XepbioH MakuctaH
MpaiiBeT JlimiTeq,

MakncTtaH

XepbioH MakuctaH
MpaiiseT JlimiTeq,

MakncTaH

MepepeecTpadis Ha
HeobMeXeHWi TepMiH.

6e3
peyenma

nionsieae

UA/2009/02/01
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
1 dp1akoHy B KapTOHHii
Kopooui

3MiHM Wwogao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3miHa y
KOPOTKili XapakTepucTuui
nikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT Ans
MeAMNYHOro 3aCTOCYBaHHA Ha
nigcTasi perynsipHo
OHOBJIHOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acooy,
a6o pocnigxeHb 3 6e3nekn
3aCcTOCyBaHHS NMikapCbKOro
3acoby B nic/isipeecTpavyinHuii
nepiog, abo K pesynbrat
OLLiHKM 3BITYy 3 AOC/iKEHD,
npoBefeHnX BigNOBIAHO A0
nnaHy negiatpuuHnux
pocnigxens (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) -
3MiHW BHECEHO A0 IHCTPYKL,i
AN MegnyHoro
3acToCyBaHHS Nikapcbkoro
3acoby Ao po3ginis "MobiyHi
peakuii, "MNepeno3yBaHHs",
"Oco61BOCTi 3acTOCyBaHHA"
"B3aemogis 3 iHWmMu
nikapcbkrMu 3acobamu abo
iHWi BMAW B3aemopiin”
BiANOBIAHO [0 OHOBMEHOT
iHchopmauii 3 6e3nekn gjirounx
PEYOBUH.

i

MepiognyHICTb NOAaHHSA
perynsipHo OHOBJIOBAHOIO
3BiTYy 3 6€3neku BiANOBILHO

0o Mopsaaky 34iCHeHHS

chapmakoHarnsgy,
3aTBEPIAKEHOIO Haka3oM

MiHicTepcTBa 0XOpoHHU

3[0p0B’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa

OXOPOHW 3[,0POB’A YKpaiHu
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHnMn y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3MneKu.
14. | NEBOLUEN PO34urH N8 iHdysii 5 MPOPAPMA Manbta Nab6opaTtopioc IcnaHis MepepeecTpauia Ha 3a He UA/13346/01/01
mr/mn, no 100 mn 'y IHTEepHeLHN HopwmoH C.A. HEeobMeXeHW TepMiH. peyenmom nionsizae

nakerti; no 1 nakety y
6nicTepi

TpeiauHr fiviten

3MiHM Wwoao
6e3nekn/edeKkTNBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKIili XapakTepucTuLi
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPyKUii ans
MeAMYHOro 3acToCyBaHHA
reHepunyHux/ribpuaHux/6ionog,
iBHMX NiKapCcbknx 3acobis
nicns BHeceHHs Tiel camol
3MiHV Ha pedpepeHTHWi
npenapar (3miHa He noTpebye
HafaHHA XOAHWNX HOBUX
O04AaTKOBMX AaHNX)- 3MiHW
BHECEHI [0 iHCTPYKLiTy
po3zin "MokasaHHsA"
(oo4aHHA NoKa3aHHS:
nereHesa dpopma crbipcbKoi
BMpasku: npodinakTrka nicns
KOHTaKTIB Ta NiKyBaHHs),
"MpoTunokasaHHsa",
"Oco6nuBi 3axoaun 6e3nekn”,
"B3aemogis 3 iHWmMun
nikapcbknMu 3acobamu Ta
iHWIi BMAW B3aemogiin”,
"Oco61BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs
rpyaat”, "3aaTHictb
BNMBATY Ha LUBUAKICTb
peaxuii npu kepyBaHHi
aBTOTpaHcnopTom abo
IHWMMK MexaHi3mamn',
"Cnocib 3acTocyBaHHsA Ta
fosn", "AiTn" (yTOYHEHHS),
"MepepnosyBaHHa", "Mo6iyHi
peakuii”, "HecymicHicTb"
BiANOBIAHO A0 iHopMmaLii
pedhepeHTHOro slikapcbKoro
3acoby (TaBaHik®, po3ynH
ans indysin 500 mr/100 mn,
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

He 3apeecTpoBaHuii B
YkpaiHi).

MepiognyHICTb NOAaHHSA
perynsipHo OHOB/IOBAHOIO
3BiTYy 3 6€3neku BiANOBILHO

0o Mopaaky 34iCHeHHS

chapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm

MiHicTepcTBa 0XOpOHU

3[0pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 3[4,0POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3HavyeHumun y
nepiogMYHOCTI NoAaHHSA
perynspHux 3siTiB 3 6e3neku.

15.

NEPKAMEH® 10

TabneTkn, BKPUTI
NNiBKOBOK 060/10HKOIO,
no 10 mr no 7 TabneTok
y 6nicTepi; no 1
6nicTepy B KapTOHHIl
Kopobui; no 14 Tabnetok
y 6nicTepi; no 1 a6o 2
6nicTepy B KAPTOHHii
Kopob6ui; no 15 Tabnetok
y 6nicTepi; no 4 a6o 6
6nicTepiB y KAPTOHHIl
Kopobui

MeHapiHi
IHTepHeLoHan
OnepeiioHc
NMiokcembypr C.A.

JNokcembypr

Brpo6HuyTBO "in
bulk":
BEP/IIH-XEMI AT,
HimeuumnHa,;
MakyBaHHs,
KOHTPO/b Ta
BWMNYCK Cepiii:
BEP/IH-XEMI AT,
HimeyunHa

HimeuunHa

MepepeecTpauia Ha
HeobMeXeHW TepMiH
3MiHM Wwoao
6e3nekn/edeKkTNBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKIili XapakTepucTuLi
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPyKUii ans
MeAMYHOro 3acTOCYBaHHS y
3B'A3KY i3 HOBUMW JAHUMK 3
SIKOCTi, AOK/iHIYHUMMU,
KNiHIYHUMY flaHMK Ta
AaHvMu 3 chapmakoHarnsgy -
3MiHM BHECEHO [0 IHCTPYKLUl
AN MegnyHoro
3aCTOCYBaHHS NMikapCbKOro
3acoby 4o posainis
"MpoTunokasaHHA"
(yTouHeHHs iHchopmaii),
"Oco6MBOCTI 3acTOCyBaHHS",
"3acTocyBaHHs y nepios
BariTHOCTi abo rogyBaHHs
rPyAAH0" (YTOUHEHHS
iHdhopmauii), "Cnocié
3acTocyBaHHs Ta gosn'”

3a
peyerimom

He
nionsieae

UA/0583/01/01
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

(peparyBaHHs), "INo6iuHi
peaxuii” (pegaryBaHHs)
BiANOBIAHO A0 mMaTepianis
peecTpauiiHoro JOCbeE.
MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IHOBAHOTO
3BiTy 3 6e3neku BigNOBIAHO
fo MNopagky 34iiCHEHH:
hapmakoHarnsagy,
3aTBEPAKEHOIO Haka3oMm
MiHicTepcTBa OXOpPOHU
300pOoB’A YKpaiuu Big, 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi toCcTULi YKpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 310POB’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i
CTpOKamu, 3a3HauyeHnMn y
nepioguYHoOCTi NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.

16.

MO®/TOKCUH
nroniH

TabneTku, BKpUTI
NNiBKOBOK 060/I0HKOIO,
no 400 wr, in bulk: no 50
TabneTok y ni1acTmkoBmx
6aHkax

ToniH NimiTepq,

IHais

Nionin Nliviteq

IHais

MepepeecTpadis Ha
HeobMeXeHui TepMiH.
3MiHM Wwozo
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeeaeHHs
ab60 3MiHU [0 y3arasibHeHNX
[JaHux npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3aranibHeHVX gaHnx npo
cuctemy hapmakoHarnagy,
3MiHa YNOBHOBaXEHOT 0co6M,
BiANOBIA&/IbHOI 3a
3iiCHeHHs
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 chapmakoHarnsgy
3as1BHMKA A1 34iAICHEHHS
thapmMakoHarnsagy B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOB&XeHOT 0cobw,
BignoBiganbHOI 3a
3[jiicHeHHs hapmakoHarnsgy
(BK/THOYAOYUM KOHTaKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-garisa cuctemm

He
nionsieae

UA/12976/01/01
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

hapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U
3aaBHVKa. [litoya pefakuis :
Dr. Priya Prasad.
MponoHoBaHa pegakLis:
Shahnawaz Ibrahim. 3miHa
KOHTaKTHOI 0CO6U 3asBHUKA.
Litova pepakuin: boHaap
[annHa OnekciiBHa.
MponoHoBaHa pegakuis:
3iHYeHKo Jllogmuna
BanepiiBHa. 3miHa
KOHTaKTHUX AaHuX
YNOBHOB&XEHOT 0cO6U. 3MiHa
KOHTaKTHUX AaHUX KOHTaKTHOI
ocobun. 3miHa micus
3[iACHEHHSI OCHOBHOI
AiSNbHOCTI 3
hapmakoHarnsagy. 3miHa
HoMepy Ta afpecu mactep-
thaiina cucrtemm
chapmakoHarnsgy 3assHka
MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IHOBAHOTO
3BiTy 3 6e3neku BigNOBIAHO
fo MNopagky 34iiCHEHH:
hapmakoHarnsagy,
3aTBEPKEHOro Hakas3om
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi toCcTULi YKpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 310POB’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHuMu y
nepioguYHoOCTi NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.

17.

MO®/TOKCUH
nroniH

TabneTku, BKpUTI
N/1iBKOBOK 060JIOHKOIO,
no 400 mr, no 5
Tabnetok y 6nictepi; no
1 6nicTepy B KApTOHHiIl
ynakosLi; no 10

ToniH NimiTepq,

IHais

Nionin Nliviteq

IHais

MepepeecTpadis Ha
HeobMeXeHui TepPMiH.
3MiHM Wwozo
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y
KOPOTKIili XapakTepucTuui

3a
peyenmom

He
nionsieae

UA/12975/01/01
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
NiKapcbKoro 3acoby, TEKCTi

YMakKoBOK Y KapTOHHIi
Kopo6ui; no 50 TabneTok
y NaCTUKOBUX HGaHKax

MapKyBaHHS Ta IHCTPYKLUIT Ansa
MeAMYHOro 3aCTOCYBaHHSA Ha
nigcTaBi perynspHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acooy,
abo JocnigxeHb 3 6e3nekn
3acToCyBaHHS Nikapcbkoro
3acoby B nicnsapeecTpauiiHnii
nepiog, abo sk pesynbtart
OL|iHKM 3BITY 3 AOC/IXEHb,
npoBefeHnxX BifnoBiAHO A0
nnaaxy negiatpuyHnux
pocnipkeHs (PIP) (3miHy
Y3rOKEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHNM OPraHom)
3MiHM BHECEHO [0 IHCTPYKLUIT
AN MeguyHoro
3aCTOCyBaHHSA NiKapCbKOro
3acoby Ao po3gainis "Mo6iuHi
peakuii”, "OcobnmsocTi
3acTocyBaHHA" BiAMOBIgHO A0
OHOBNEHOI iHhopMaLi 3
6e3nekun Ajtoyol pevoBUHH.
3MiHM Wwozao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. BeegeHHs
ab0 3MiHM [0 y3araslbHEHNX
[JaHux npo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHUX JaHnx npo
cuctemy chapmakoHarnagy,
3MiHa YNOBHOB&XEHOI 0Co6M,
BigNoBiAa/IbHOI 3a
3[iACHEeHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 chapmakoHarnsgy
3asBHUKa 419 3AICHEHHA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BigMiHHA Bif
YMOBHOBaXEHOT 0cobY,
BiANOBIAa/IbHOI 3a
3pjicHeHHs hapmakoHarnsgy
(BK/KOYAKOYM KOHTaKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLLEHHI
macTep-aiina cucremu
thapmakoHarnsgy) - 3miHa

YNOBHOBaXEHOI 0c06M




36

n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

3aaBHuKa. [iloya pegakuis :
Dr. Priya Prasad.
MponoHoBaHa pepakuis:
Shahnawaz Ibrahim. 3miHa
KOHTaKTHOT 0CO6M 3asiBHMKA.
[itoya pepakuis: boHgap
[annHa OnekciiBHa.
MponoHoBaHa pefakuis:
3iHueHKo Jlloamuna
BanepiiBHa. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXeHOT 0cobu. 3miHa
KOHTaKTHMX AaHWUX KOHTaKTHOI
ocobu. 3miHa micusa
3[iACHEHHSI OCHOBHOI
LisiNIbHOCTI 3
thapmakoHarnagy. 3miHa
HOMepy Ta afgpecu mactep-
thaiina cnuctemm
chapmakoHarnsgy 3asBHka
MepioAnyHICTb NOAAHHS
perynsipHoO OHOBJIOBAHOIO
3BiTy 3 6e3neku BiAMNoBIAHO
o MNopaaky 3aiiCHEHHS:
dhapmakoHarnsgy,
3aTBEPAKEHOrO HakasoMm
MiHicTepcTBa 0XOpOHU
340pOoB’sA YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi loCcTULi YKpaiHn
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxui
Haka3y MiHicTepcTBa
OXOPOHW 30P0B’A YKpaiHu
Bif 26 BepecHsn 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i
CTpoKamu, 3a3HauyeHnMn y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

18.

MYKO®AJIbK
ANENbCUH

rpaHynu, 3,25r/5r,no 5
I rpaHyn y nakeTi; no 20
nakeTiB y KapTOHHIi
Kopobui

Op. ®ansk dapma
6X

HimeyunHa

BiAnoBiganbHUIA 3a
BWMNYCK Cepiit
KiHLLeBOro
NpoAyKTy Ta
anbTepHaTuBHe
BTOPUHHE
nakyBaHHS:
[Ap. ®anbk Papma

HimeuunHa

MepepeecTpalis Ha
HEOOMEXEHU TepMiH. 3MiHK
| Tuny - 3miHn Wwoao
6e3nekun/edekTBHOCTI Ta
hapmakoHarnsgy. BeegeHHs
ab0 3MiHM [0 y3arasibHeHNX
[aHux npo cuctemy
hapmakoHarnagy (BBefeHHs

6e3
peuyenma

nionsieae

UA/6104/01/01
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
nocsioYeHHs

ynakoska)

vM6X, HimeuunHa;
BVMPOGHMKM
A030BaHoi chopmu,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS:
No3ax ®apma
Mv6X, HimeuunHa,;
KatasieHt
HimeuyunHa
LLlopHaopd M6X,
HimeuumnHa,;
BMPOGHUK,
BiANoOBigabHNIA 3a
nepBuHHeE,
BTOPUHHE
nakyBaHHA Ta
KOHTPONb AKOCTI:
Ninpgodhapm Mv6X,
HimeyunHa

y3arasibHeHNX JaHnx npo
cuctemy chapmakoHarnagy,
3MiHa YNOBHOBaXEHOI 0Co6M,
BignoBiga/IbHOI 3a
3[iACHEHHSA
hapmakoHarnsgy; KOHTakTHol
ocobu 3 chapmakoHarnsgy
3asBHUKa 419 3AICHEHHA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BigMiHHA Bif
YMOBHOBaXEHOT 0cobY,
BiANOBIAa/IbHOI 3a
3pjiicHeHHs hapmakoHarnsgy
(BK/KOUAKOYM KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLLEHHI
macTep-aiina cucremm
hapmakoHarnsgy) 3miHa
YNOBHOBaXEHOT 0co6u
3asBHMKa. [ljtoya pepakuis:
Karin Dilger / Kapin Ainrep.
MponoHoBaHa pepakuis:
Andrea De lacovo / AHgpea
[e FkoBo. 3MiHa KOHTaKTHOT
0cobu 3asBHKKa. [itoua
pegpakuis: Boiko Ceprili
Bonogumuposuu.
MponoHoBaHa pepakuis:
BoiiTeHko AHTOH
leopriiioBuy. 3miHa
KOHTaKTHUX AaHnX
YMOBHOBaXeHOT 0cobu. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT
ocobu. 3minn Il Tuny - 3MiHn
oao 6e3nekn/edeKTUBHOCTI
Ta (hapmakoHarnsagy. 3MiHu y
KOPOTKili XapakTepucTui
nNiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUIT Ansa
Me[MYHOrO 3aCTOCYBaHHS y
3B’A3KY i3 HOBUMW JaHMW 3
AKOCTI, JOKMIHIYHUMMU,
KMIHIYHUMW AaHMu Ta
JaHumMm 3 hapmakoHarnsgy -
3MiHM BHECEHO [0 IHCTPYKLIT
AN MegnyHoro
3aCTOCyBaHHSA NiKapCbKOro
3acoby 4o posainis
"dapmMakonorivHi
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

BNacTMBOCTI" (YTOUHEHHS
iHdhopmadii), "MokasaHHA"
(yTouHeHHs iHdhopmaii),
"MpoTunokasaHHsa",
"B3aemopis 3 iHLWMMK
nikapcbkMmn 3acobamu Ta
iHWi BUAW B3aemogiin”,
"Oco6nuBi 3axoau 6e3nekun”,
"Oco61BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs
rpyaato”, "Cnocié
3acTocyBaHHA Ta o3n”,
"Mo6ivHi peakui™ BignNoBigHO
[0 matepianis
peecTpavuiiHoro JocChbeE.

MepioAnYHICTb NOAAHHS
perynsipHoO OHOBJIOBAHOIO
3BiTy 3 6e3neku BiAMNoBIAHO

[0 MNopaaky 3aiCHEHHS:

dhapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oMm

MiHicTepcTBa 0XOpOHU

300pOB’sA YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi loCcTULi YKpaiHn
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxui
Haka3y MiHicTepcTBa
OXOPOHW 30P0B’A YKpaiHu
Bif 26 BepecHsn 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHnMn y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

19.

MYYHWULI TNCTA

nuncta no 50 r y naykax 3
BHYTPILLHIM NaKkeToM

MAT
"Ny6Hnchapm”

YKpaiHa

MAT
"Ny6Hnchapm"

YKpaiHa

MepepeecTpalis Ha
HEoOMeXeHWin TepMIH
3MiHM Wwozao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3miHa y
KOPOTKIili XapakTepucTuui
niKkapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUii Ans
MeAMYHOro 3aCTOCYBaHHA Ha
nigcTasi perynsipHo
OHOBJIHOBAHOrO 3BITY 3

6e3
peuyenma

nionsieae

UA/9131/01/01
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

6e3nekun nikapcbkoro 3acooy,
a60o pocnigxeHb 3 6e3nekn
3acTOCyBaHHS NMikapCbKOro
3acoby B nic/isipeecTpayinHuii
nepiog, abo Ak pesynbrart
OLLiHKM 3BITY 3 AOC/iKEHD,
npoBefeHnX BigNOBIAHO A0
nnaHy negiaTpuyHnux
pocnigkens (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM
YNOBHOB&)XXEHNM OpraHom) -
3MiHW BHECEHO A0 IHCTPYKL,i
AN MegnyHoro
3acTOCyBaHHS NikapcbKoro
3acoby fo po3giny "Mo6iyHi
peakuii" BiANOBIAHO A0
OHOBNEHOI iHhopMaLi 3
6e3nekn 3acToCyBaHHSA
Ait0Y0T PEYOBUHN.
MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IHOBAHOTO
3BiTy 3 6e3Mneku BigNOBIAHO
fo MNopagky 34iiCHEeHH:
hapmakoHarnsagy,
3aTBEPAKEHOIO Haka3oMm
MiHicTepcTBa OXOpPOHU
300pOB’A YKpaiuu Big, 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi toCcTULi YKpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3sy MiHicTepcTBa
OXOPOHW 30POB’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i
CTpOKamu, 3a3HauyeHnMn y
nepioguYHOCTi NoAAaHHSA
perynsipHux 3BiTiB 3 6e3neku

20.

HEBAHAK®

Kpanni o4Hi, cycneHsis,
1 mr/mn, no5mMny
chnakoHi-kpanenbHuL,i
"[Opon-TeiiHep®"; no 1
hnakoHy B KOpo6L;i 3
KapTOHY

HoapTic ®apma

LLiBefiuapis

AnkoH-KyBpbop

Benbris

MepepeecTpadis Ha
HeobMeXeHui TepMiH.
MepioAnyHICTb NOAAHHS
perynsipHoO OHOBJIOBAHOIO
3BiTy 3 6e3neku BiANOBIAHO
0o MNopsaky 34iCHEHHs
dhapmakoHarnsgy,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa 0XOpOHU

3a
peyenmom

He
nionsieae

UA/13522/01/01
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
340pOB’sA YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi oCcTULi YKpaiHn
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 30P0B’A YKpaiHu
Bif 26 BepecHsn 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i
CTpoKamu, 3a3HauyeHnMn y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
21. HIMECYNIA nopoLUoK (cybeTaHuis) y MpuBatHe Ykpaina AapTi Opar3 IHais MepepeecTpauia Ha - He UA/13773/01/01
noABiliHMX nakeTax 3 akujioHepHe Nimiteq HeobMeXeHWn TepMiH nionsizae
nonieTuneHy ans TOBapuCTBO
hapMaLeBTUYHOTO “NekxiMm — Xapkis”
3aCTOCyBaHHs
22, HOKCIMPEN AKTVB HasanbHwuii crnipeit 0,05 CninbHe Ykpaina CninbHe YkpaiHa MepepeecTpauia Ha 6e3 niosnsieae UA/12675/01/01
% no 10 mny YKpPaiHCbKO- YKPaiHCbKO- HeoBOMEeXeHWI TepMiH peyenma
KOHTeliHepi 3 HacocoMm 3 icnaHcbke icnaHcbke 3MiHn Wwoao
posnuaBayem; no 1 nigNpPUEMCTBO nignpueMcTBo 6e3nekn/edeKTNBHOCTI Ta
KOHTEiHepy B KapTOHHiIl "CMEPKO "CMNEPKO thapmakoHarnsgy. 3miHa y
naui YKPAIHA" YKPAIHA" KOPOTKiii XapakTepucTuui

nikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKLUIT Ansa
MeJMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsapHo
OHOBJ/IOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acooy,
abo JocnigxeHb 3 6e3nekn
3aCcTOCyBaHHS NiKapcbKoro
3acoby B nicnsipeecTpayinHuia
nepiogd, abo Ak pe3ynbtar
OL}iHKM 3BITY 3 AOC/IAXEHb,
npoBefeHnX BifnoBiAHO A0
nnaaxy negiatpuuHnx
pocnimpkeHs (PIP) (3miHy
Y3rOKEHO 3 KOMNETEHTHUM
YMOBHOB&XXEHUM OpraHoMm) -
3MiHM BHECEHO [0 IHCTPYKLUIT
y po3ginu "rpoTunokasaHHs",
"B3aemMogis 3 iHWMMK
nikapcbkMmn 3acobamu Ta
iHLWI BMAW B3aemogiin”,
"Oco6MBOCTI 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiog
BariTHoCTi abo rogyBaHHs




n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,

3asiBHUK

KpaiHa

41

Bupo6Huk

ynakoska)

3asiBHUKa

KpaiHa

BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o

23.

MATUPYATKA® IC

Tabnetku, no 10
Tabnetok y 6nictepi, no

ToBapucTBO 3
[04aTKOBOO

YkpaiHa

ToBapucTso 3

YkpaiHa

rpyaaro”,"lMepenosysaHHa",
"Mo6ivHi peakui™ BigNoOBIgHO
[,0 OHOB/EHOI iHhopMmaL,i 3
6e3nekun A4ilo4oi PeHOBVHN.
MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IHOBAHOTO
3BiTy 3 6e3neku BigNOBIAHO
fo MNopagky 34iiCHEHH:
hapmakoHarnsagy,
3aTBEPKEHOro Hakas3om
MiHicTepcTBa OXOpPOHU
300pOoB’A YKpaiuu Big, 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi toCcTULi YKpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 310POB’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHnumu y
nepioguYHoOCTi NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.

nocsio4YeHHs

1 6nicTepy B nauuj 3
KapTOHY

BiANOBIAA/LHICTIO
"IHTEPXIM"

[04aTKOBOO
BiANOBIAA/LHICTIO
"IHTEPXIM"

nepepeecTpauis Ha
HeobMeXeHui TepMiH.
3MiHM Wwozo
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y
KOPOTKIil XapakTepucTuui
NiKapcbKoro 3acoby, TEKCTI
MapKyBaHHs Ta IHCTPYKLUIT Ansa
MeJMNYHOro 3aCTOCYBaHHS Ha
nigcTaBi perynspHo
OHOBJ/IOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acooy,
abo JocnigxeHb 3 6e3nekn
3acTOCyBaHHS NikapcbKoro
3acoby B nicrsipeecTpayinHuia
nepiog, abo sk pesynbtart
OL|iHKM 3BITY 3 4OC/IXEHb,
npoBefeHnX BifNoBiAHO A0
nnaxy negiatpuuHnux
pocnimpkeHs (PIP) (3miHy
Y3rOPKEHO 3 KOMNETEHTHUM
YMOBHOB&XXEHUM OpraHom) -
3MiHM BHECEeHO A0 [HCTpyKU;i

AN MenYHoro

3a
peyenmom

He
nionsieae

UA/8698/01/01




HasBa snikapcbko20

42

n/n

3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o

24.

P-LUVH

3aCTOCyBaHHSA NiKapCbKOro
3acoby Ao posginy
"Moka3aHHs" (pegakTopcbka
npaBska), a TakoX 0 po3AiniB
"®apMaKonorivHi
BNacTMBOCTI" (YTOYHEHHS
iHchopmauii),
"TpoTunokasaHHsa",
"B3aemogis 3 iHWmMu
nikapcbknMn 3acobamu Ta
iHWI BMAW B3aemogiin”,
"Oco61BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog
BariTHoCTi abo rogyBaHHs
rpyaaw”, "Oitn"
(pepakTopcbka npaBka),
"MepeposyBaHHA", "M0GIYHI
peakuji" BiAnoBigHO A0
OHOBJIEHOT iHdhopMaLii 3
6e3neku AiloUnx peyoBuH
nikapcbKoro 3acoby.

MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IHOBAHOTO
3BiTy 3 6e3neku BigNOBIAHO

fo MNopagky 34iiCHEHH:

hapmakoHarnsagy,
3aTBEPKEHOro Hakas3om

MiHicTepcTBa OXOpPOHU

370pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi toCcTULi YKpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 310POB’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHuMu y
nepioguYHoOCTi NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.

nocsio4YeHHs

kancysv no 150 wr in
bulk Ne1000: no 1000
Kancyn y 6aHkax

ToniH NimiTepq,

IHais

Nionin Nliviteq

IHais

MepepeecTpadis Ha
HeobMeXeHuit TEPMIH.
MepioAnyHICTb NOAAHHS

perynsipHoO OHOBJIOBAHOIO
3BiTy 3 6e3neku BiANOBIAHO

00 MNopsaky 34iNCHEHHs

He
nionsieae

UA/8841/01/01
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

dhapmakoHarnsgy,
3aTBEPAKEHOrO HakasoMm
MiHicTepcTBa 0XOpOHU
340pOB’sA YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi loCcTULi YKpaiHn
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxui
Haka3y MiHicTepcTBa
OXOPOHW 340P0B’A YKpaiHu
Bif 26 BepecHsn 2016 poky Ne
996), CTaHOBUTL: 3rigHO 3i
CTpoKamu, 3a3HauyeHnMn y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

25.

P-LIVH

kancynu no 300 mr, no
100 a6o 1000 kancyny
6aHKax

MoniH NimiTeg,

IHais

Nionin Nimiteq,

IHais

MepepeecTpalis Ha
HEOOMEXEHN TePMiH. 3MiHK
| Tuny - 3miHn Wwoao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3miHa y
KOPOTKIili XapakTepucTuui
niKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUii ans
MeAMYHOro 3aCTOCYBaHHA Ha
nigcTasi perynsipHo
OHOBJIHOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acooy,
a60o pocnigxeHb 3 6e3nekn
3aCTOCYBaHHS NMikapCbKOro
3acoby B nic/isipeecTpavyinHuii
nepiog, abo sk pesynbrat
OLLiHKVM 3BIiTYy 3 AOC/iKEHD,
npoBefeHNX BigNOBIAHO A0
nnaaHy negiatpuuHnux
pocnigxeHs (PIP) (3Miny
Y3rO[KEHO 3 KOMMETEHTHUM
YNOBHOB&)XXEHNM OpraHom) -
3MiHV BHECEHO A0 IHCTPYKL,i
ANS MegnyHoro
3aCTOCyBaHHS NiKapcbKoro
3acoby Ao po3ginis "MobiyHi
peakuji®, "3acTocyBaHHsA y
nepiog sariTHocTi abo
roflyBaHHs rpyaar”
(yTo4YHeHHs iHchopmaii),
"Oco6nmBOCTI 3aCTOCyBaHHA"
BiANOBIAHO 10 OHOBMEHOT

3a
peyenmom

He
nionseae

UA/8840/01/02
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

26.

iHchopmawii 3 6e3neku gjtoyoi
PeYOBUHY Ta AOMOMDKHNX
PEYOBYH.

MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IHOBAHOTO
3BiTy 3 6e3neku BigNOBIAHO

fo MNopagky 34iiCHEHH:

hapmakoHarnsagy,
3aTBEPKEHOro Hakas3om

MiHicTepcTBa OXOpPOHU

300pOoB’A YKpaiuu Big, 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi toCcTULi YKpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 310POB’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHnumu y
nepioguYHoOCTi NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.

P-LUVH

Kancynu no 150 wmr, no
100 a6o 1000 kancyny
6aHkax

ToniH NimiTepq,

IHais

Nionin Nliviteq

IHais

MepepeecTpadis Ha
HEOOMEXEHMUI TepMiH. 3MiHK
| TMny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y
KOPOTKIil XapakTepucTuui
NiKapcbKoro 3acoby, TEKCTI
MapKyBaHHs Ta IHCTPYKLUIT Ansa
MeJMNYHOro 3aCTOCYBaHHS Ha
nigcTaBi perynspHo
OHOBJ/IOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acooy,
abo JocnigxeHb 3 6e3nekn
3acTOCyBaHHS NikapcbKoro
3acoby B nicrsipeecTpayinHuia
nepiog, abo sk pesynbtart
OL|iHKM 3BITY 3 4OC/IXEHb,
npoBefeHnX BifNoBiAHO A0
nnaxy negiatpuuHnux
pocnimpkeHs (PIP) (3miHy
Y3rOPKEHO 3 KOMNETEHTHUM
YMOBHOB&XXEHUM OpraHom) -

3MiHM BHECEHO A0 IHCTPYKLUIT

3a
peyenmom

He
nionsieae

UA/8840/01/01
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

AN MegnyHoro
3acToCyBaHHS Nikapcbkoro
3acoby Ao po3ginis "MobiuHi
peakuii”, "3acTocyBaHHs y
nepiog, BariTHOCTi a6o
roflysaHHs rpyaar”
(yTOo4YHeHHs iHchopmawii),
"Oco6nmBOCTi 3acTOCyBaHHA"
BiANOBIAHO [0 OHOBMEHOT
iHchopmawii 3 6e3neku gjtoyoi
PEYOoBVHM Ta JONOMDKHUX
PEeYOBUH.

MepioAnyHICTb NOAAHHSA
perynspHo OHOB/IOBAHOTO
3BiTy 3 6e3neku BigNOBIAHO

o MNopagky 34iiCHEeHH:

hapmakoHarnsagy,
3aTBEPKEHOro Hakasom

MiHicTepcTBa OXOpPOHU

370pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi toCcTULi YKpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 310POB’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHuMu y
nepioguYHoOCTi NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.

27.

DEHICTUN

Kpanni opasibHi, 1 mr/mn,

no 20 Mn y donakoHi 3
KpanensHuueto; no 1
th/1aKoHy B KapTOHHii
Kopobui

HoBaprTic
KoHcblomep Xenc
C.A.

LLiBefiuapis

HoBaprTic
KoHcbromep Xernc
CA

LLiBeiuapis

MepepeecTpadis Ha
He0OMeXeHW TepMiH
3MiHM Wwozo
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3miHu y
KOPOTKIil XapakTepucTuui
NiKapcbKoro 3acoby, TEKCTI
MapKyBaHHs Ta IHCTPYKLUIT Ansa
MeJMNYHOrO 3aCTOCYBaHHS y
3B’A3KY i3 HOBUMM JaHUMU 3
AKOCTI, JOKMIHIYHUMMU,
KMIHIYHUMW AaHMu Ta
JaHumMm 3 hapmakoHarnsgy -
3MiHM BHECEeHO A0 [HCTpyKU;i
Ana MeAnyHoro

6e3
peyenma

nionsieae

UA/9377/01/01
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

3aCTOCyBaHHSA NiKapCbKOro
3acoby 4o posainis
"®apMaKonorivHi
BNaCTVBOCTI",
"MpoTumnokasaHHsa", "Cnocio
3acTocyBaHHsA Ta fo3n”,
"Oco6MBOCTI 3aCTOCYBaHHS",
"3acTocyBaHHSA y nepios
BariTHocTi abo rofyBaHHsA
rpyaar”, "MepenosysaHHa"
BiANoBIAHO A0 iHdopMaL;i
CTOCOBHO 6e3neku, sika
3a3HayeHa B martepiasiax
peecTpauiiHoro Aocbe.

MepiognyHICTb NOAaHHSA
perynsipHo OHOBJIOBAHOIO
3BiTYy 3 6€3neku BiANOBILHO

0o Mopsagky 34iCHeHHS

chapmakoHarnsgy,
3aTBEPKEHOr0 HaKka3om

MiHicTepcTBa 0XOpOHU

3[0p0B’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 34,0POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHumun y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3MneKu.

28.

DNIAMPOKC

TabneTkn, BKPUTI
NNiBKOBOK 060/TIOHKOIO,
no 500 mr no 10
TabneTtok y 6nictepi; no
1 6nicTepy B KapTOHHiIl
Kopobui

POTA®APM
NIMITE[

Benvka
BpuTaHis

Biochapma Inay
CaH.Be Tigxk. A.LL.

TypeuunHa

MepepeecTpauia Ha
HeoOMeXeHW TepMiH. 3MiHK
| TMny - 3MiHK Woao
6e3nekn/edeKkTNBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKIili XapakTepucTuLi
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPyKUii ans
MeAMYHOro 3acToCyBaHHA
reHepunyHux/ribpuaHux/6ionog,
iBHMX NikapCcbknx 3acobis
nicns BHeceHHs Tiel camol
3MiHV Ha pedpepeHTHui

3a
peyerimom

He
nionsieae

UA/12982/01/02
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

npenapar (3miHa He noTpebye
HafaHHA XOAHWX HOBUX
[0[AaTKOBUX AaHuX) - 3MiHK
BHECEHI [0 iHCTPYKLiTy
po3zin "MokasaHHA". 3MiHU
BHECEHI [0 IHCTPYKLiT Y
po3ainu: "®apmakonoriyHi
BNactTuBOCTI", "B3aemogis 3
IHLLIMMKW NiKaPCbKUMKN
3aco6amu Ta iHWi BUAn
B3aemogiit", "OcobmMBOCTi
3acTocyBaHHs", "Cnocib
3acTocyBaHHA Ta o3n”,
"MepeposyBaHHA", "M06IYHI
peakuji" BianoBigHO A0
iHchopmawii pedrepeHTHOro
nikapcbKoro 3acoby
LIMNPOBAVI®, TabneTku,
BKPWTI MiBKOBOHO
060/10HKOI0, M0 500 Mr.

MepiognyHICTb NOAaHHSA
perynsipHo OHOB/IOBAHOIO
3BiTYy 3 6e3neku BiANOBILHO

0o Mopaaky 34iCHeHHS

chapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3om

MiHicTepcTBa 0XOpOHU

3[0p0B’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 3[4,0POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3HavyeHumun y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3MneKu.

29.

XENICKAH®

mMaca nogpioHeHa
(cybcTaHuis) 3 cymili
NiKapcbKoi POCAVHHOT
CMPOBUWHM Y MiLLIKax
naneposux A
BMpPOOHULTBA
HeCTepWU/IbHNX

NAT
"Ximchapmsasoz
"UepBoHa 3ipka"

Ykpaina

NAT
"Ximcpapmsasog
"UepBoHa 3ipka"

YkpaiHa

MepepeecTpauia Ha
HeobMeXeHW TepMiH

He
nionsieae

UA/13637/01/01
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n/n

3acoby

HasBa snikapcbko20

Popma sUMYCKY

ynakoska)

(nikapcbka ¢hopma,

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o

30.

LE®EMIM

niKapcbknx doopm

nocsio4YeHHs

31.

MOPOLLOK A5 PO3YNHY
ans iH'ekuii no 1,0 rin
bulk: 50 chnakoHiB 3
NMOPOLLKOM Y KOpo6Li

MpuBartHe
akujioHepHe
TOBapUCTBO

«Jlekxim-XapkiB»

YKpaiHa

Ksiny
dapmaveyTikan
Ko., fita,.

Kutaii

MepepeecTpaLis Ha
HeobMeXeHW TePMIH.

MepioAnyHICTb NOAAHHSA
perynsipHoO OHOB/IHOBAHOTO
3BiTYy 3 6e3nekun BiANOBIAHO

o MNopaaky 34iicHeHHs

thapmakoHarnsaay,
3aTBEPKEHOro Hakas3om

MiHicTepcTBa OXOpPOHU

340pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi toCcTULi YKpaiHn
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3sy MiHicTepcTBa
OXOPOHW 30POB’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHnuMu y
nepioguYHoOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.

He
nidnseae

UA/13348/01/01

32.

LE®OTAKCUM

LE®OTAKCUM

MOPOLUOK A1 PO3YUHY
ans iH'ekuii no 1,0 rin
bulk: 50 chnakoHis 3
MOPOLLKOM Y KOPO6L

MpuBartHe
akuioHepHe
TOBapUCTBO

"JlekxiMm-Xapkis"

YKpaiHa

Ksiny
dapmaveyTikan
Ko., 14,

Kutaii

MepepeecTpadis Ha
HeobMexeHuit TepMiH.

MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IOBAHOTO
3BiTYy 3 6€3neku BiANOBILHO

fo MNopagky 34iCHEeHH:

thapmakoHarnagy,
3aTBEPIKEHOr0 Hakasom

MiHicTepcTBa OXOPOHU

37,0pOB’sA YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 3[4,0pPOB’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpokamu, 3a3Ha4yeHuMn y
nepioguYHOCTI NoAaHHSA
perynspHux 3siTiB 3 6e3neku.

He
nionsieae

UA/13414/01/01

MOPOLUOK /11 PO3YUHY

MNpuBartHe

YKpaiHa

[NpuBartHe

YKpaiHa

MepepeecTpaujis Ha

3a

He

UA/13415/01/01
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
onsiH'ekuinno1,0r, 1 akujioHepHe akujioHepHe HEoOMeXeHW TepMiH. peyenmom nionsieae
a6o 5, abo 50 chnakoHiB TOBapuCTBO TOBapucTBO 3MiHV Wwoao

3 MOPOLLKOM Yy navi 3
KapToHy; 1 chnakoH 3
nopoLukom Ta 1 amnyna
3 PO34YMHHUKOM no 10 mn
(Boga pns iH'ekuinn) y
6nicTepi, no 1 6nictepy
B NauLj 3 KapToHy

"Nlekxim-Xapkis"

"Mekxim-Xapkis"
(nakyBaHHS i3
dhopmu in bulk

ipMun-BUPO6HYMKa
Qilu
Pharmaceutical
Co., Ltd., KuTait)

6e3nekn/edeKkTUBHOCTI Ta
thapmakoHarnagy. 3miHa y
KOPOTKIili XapakTepucTuLi
NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPyKUii Ans
MeAMYHOro 3acTOCYBaHHA Ha
nigcTasi perynspHo
OHOBJ/IOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acooy,
a6o pocnigxeHb 3 6e3nekn
3aCTOCyBaHHS NiKapCbKOro
3acoby B nic/isipeecTpavyinHunii
nepiog, abo sk pesynbrart
OLLiHKVM 3BITY 3 AOC/iKEHb,
npoBeeHuX BignoBigHO A0
nnaHy negiatpuyHnx
nocnigkeHb (PIP) (3MiHy
Y3rO[KEHO 3 KOMNETEHTHUM
YNOBHOB&XEHUM OpraHom) -
3MiHM BHECEHO [0 IHCTPYKLUl
AN MegnyHoro
3aCTOCYyBaHHS NMikapCbKoro
3acoby 4o posainis
"B3aemopis 3 iHLWMMK
nikapcbkMmn 3acobamu Ta
iHWi BUAW B3aemogii”,
"Oco61BOCTI 3aCTOCyBaHHA",
"Mepeno3yBaHHA", "M06IYHI
peakuii”BignoBsigHo Ao
OHOBNEHOI iHhopMaLi 3
6e3nekn 3acToCyBaHHS
[il040i PEYOBUHY.
MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IOBAHOTO
3BiTy 3 6e3neku BigNOBIAHO
fo MNopagky 34iiCHEeHH:
hapmakoHarnsagy,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa OXOpPOHU
300pOoB’A YKpaiuu Big, 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi toCcTULi YKpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii

Hakasy MiHicTepcTBa
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1

OXOPOHW 310POB’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHnuMu y
nepioguYHoOCTi NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.

HavanbHUK YnpaBniHHA hapMmaleBTUYHOI AiANBHOCTI Ta .
AIKOCTi (hapMaLieBTUYHOT NPOAYKLiT T.M. JlackoBCbKuK




AopaTtok 3

Ao Hakasy MiHicTepcTBa 0XOPOHU
3[40pOB’A YKpaiHu

05.12.2018 Ne 2260

MEPENIK
NIKAPCbKUNX 3ACOBIB (MEANYHUX IMYHOBIONONYHUX NMPEMNAPATIB), LLLOAO AKX BY/IN BHECEHI 3MIHU 0 PEECTPALINHNX MATEPIANIB, AKI
BHOCATbLCA A0 AEP>XXABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHA

Ne Hassa dopma sunycky 3assHuUK Kpaina Bupo6HUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 BionycKy peecmpayjitiHo2
3acoby 0 MNocBiO4YeHHs
1. ArEH® 10 Tabnetku no 10 mr TOB Ykpaina TOB Yecbka BHECEHHS 3MiH [0 peecTpauiinHmx maTepiasis: 3miHu | Tuny - 3miHn 3a UA/7446/01/01
Ne 30 (10x3): no 10 "CaHodi- «3eHTiBa» Pecny6nik oAo 6e3nekn/edpeKTBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peyenmom
Tabnetok y 6nictepi; ABeHTIC a 3MiHM [0 y3ara/ibHeHUX JaHuxX Npo cucTeMy chapMmakoHariagy
no 3 6nictepn y YkpaiHa" (BBEAEHHSA y3aras/lbHEHNX AAaHUX MPO cucTemy hapmakoHarnsgy, amiHa
KapTOHHiI kopobuyj, YMOBHOBaXEHOT 0co6u, BiANOBiAAILHOI 3a 34iiCHEHHS
Ne 30 (15x2): no 15 hapmMakoHarnagy; KOHTakTHoOI ocobu 3 thapmakoHarnagy 3asBHUKa ons
Tabnetok y 6nictepi; 3fiicHeHHs hapmMakoHarnsay B YkpaiHi, SKL0 BOHa BiAMiHHA Bif
no 2 6nictepn y YMOBHOBaXEHOT 0co6u, BiANOBIAAIbHOI 3a 34iiCHEHHS
KapTOHHI Kopo6Lyi thapmakoHarnagy (BKiovaroumn KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MileHHI MacTep-tharina cuctemun hapmakoHarnsgy) ditova
pepakuis - YNoBHOBaXeHa ocoba 3asBHMKa, BignoBiganbHa 3a
thapmakoHarnag, - Eric Teo/Epik Teo. 3miHu | TUny - 3MiHK WoA0
6e3nekn/edekTnBHOCTI Ta thapmakoHarnsgy (iHwi 3MiHn) OHOBAIEHHS
BXe 3aTBePAKEHOro TeKCTY MapKyBaHHA BTOPUHHOI ynakosku /13, 3
BHECEHHSIM 3MiH 0 TEKCTY MapKyBaHHS: 3a3HauyeHHs 3asBHMKa B TEKCTi
MapKyBaHHS. BBe/eHHS 3MiH NpPOTArom 6-Tu micauis nicns
3aTBEpMAXEHHS. 3MiHa 3asiBHUKA (BNacHMKa peecTpauiiHoro
noceigueHHs) (3rigHo Hakazy MO3 Big, 23.07.2015 Ne 460):
BBefieHHs1 3MiH NPOTArom 6-T MiCALIB MiC/1A 3aTBEPKEHHS
2. | ATEH® 10 Tabnetku no 10 mr TOB Ykpaina TOB Yecbka BHECEHHS 3MiH [0 peecTpaLjiiiHuXx maTepiasiis: 3a UA/7446/01/01
Ne 30 (10x3): no 10 "CaHodi- "3eHTiBa" Pecny6nik 3MiHK | TUny - 3MiHa y cknagi (4oNOMKHUX peyoBUHAX) rOTOBOro peuyenmom
Tabnetok y 6nictepi; ABeHTIC a NikapcbKoro 3acoby - 3MiHa y Ki/IbkicHOMY ckniai fOMOMDKHUX PEYOBUH;
no 3 6nictepn y YkpaiHa" 3MiHM | TNy - 3MiHa yMOB 36epiraHHsi, 3anponoHoBaHo: 36epiratv Npu
KapTOHHI kopobuyj, Temneparypi He Bue 25° C B opuriHasibHIlA yNnakoBLji o5t 3aXUCTY Bif
Ne 30 (15x2): no 15 cBiTna. 36epiratn y HefoCTYNHOMY ANs giTel Micui
Tabnetok y 6nictepi;
no 2 6nictepn y
KapTOHHI KopobLii
3. | ATEH® 10 Tabnetku no 10 mr TOB Ykpaina TOB Yecbka BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3a UA/7446/01/01
Ne 30 (10x3): no 10 "CaHocpi- "3eHTiBa" Pecny6nik 3MiHW | TUMY - BUNYYEHHS OfHOro 3 BUPOOHWMKIB ADI (amnoauniny peyenmom
TabneTtok y 6nictepi; ABEHTIC a 6ecunaty) — Dr. Reddy's Laboratories Limited, IHgis
no 3 6nictepn y YkpaiHa"
KapTOHHi KopobLyj,
Ne 30 (15x2): no 15
Tabnetok y 6nictepi;
no 2 6nictepu y
KapPTOHHI Kopobui
4. | ATEH® 5 Tabnetky no 5 mr Ne TOB Ykpaina TOB Yecbka BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHu | Tuny - 3MiHKn 3a UA/7446/01/02
30 (10x3): no 10 "CaHodpi- «3eHTiBa» Pecny6nik Loao 6esnekn/edpeKkTNBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peyenmom
TabneTok y 6nictepi; ABEHTIC a 3MiHM [0 y3arasibHeHMX JaHKX Npo cucTeMy dapMakoHarasgy
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
no 3 6nictepn y YkpaiHa" (BBEAEHHA y3ara/lbHEHVX AaHUX NPO cucTemy hapmMakoHarnsgy, smiHa
KapTOHHI kopobuyj, YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 3a 34iiCHEHHS
Ne 30 (15x2): no 15 hapMakoHarnagy; KOHTaKTHOI 0cobu 3 chapmakoHarniagy 3asBHUKa ons
Tabnetok y 6nictepi; 3[ificHEeHHS hapMakoHarsay B YKpaiHi, K0 BOHA BigMiHHA Bif
no 2 6nicrepun y YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 32 34iiCHEHHS
KapTOHHI Kopobuj hapmakoHarnsagy (Bkaovaouy KOHTaKTHI gaHi) Ta/abo 3MiHn y
po3MmilLeHHi MacTep-ghaiina cuctemun hapmakoHarnsagy) Aivoua
pefakuis - YNnoBHoBaxeHa ocoba 3asBHUKa, BiAnoBiganbHa 3a
hapmakoHarnag, - Eric Teo/Epik Teo. 3MiHu | Tuny - 3MiHu LWoAo
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy (iHwi 3MiHn) OHOBAIEHHS
BXe 3aTBEPAXEHOro TEKCTY MapKyBaHHSA BTOPUHHOT ynakosku J13, 3
BHECEHHSIM 3MiH [j0 TEKCTY MapKyBaHHS: 3a3Ha4YeHHs 3asBHUKA B TEKCTI
MapKyBaHHs1. BBeeHHS 3MiH NpPOTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHSA. 3MiHa 3aABHUKa (B1acHMKa peecTpaviiHoro
noceigyeHHs) (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460):
BBegeHHs1 3MiH NPOTAroM 6-Tu MiCALB Nic/1a 3aTBEPAKEHHS
5. | ATEH® 5 Tabnetky no 5 mr Ne TOB Ykpaina TOB Yecbka BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/7446/01/02
30 (10x3): no 10 "CaHodpi- "3eHTiBa" Pecny6nik 3MiHM | TUNY - 3MiHa y cknagi (4ONOMIKHNX peYoBMHAX) rOTOBOrO peyenmom
Tabnetok y 6nictepi; ABeHTIC a nNikapcbKoro 3acoby - 3MiHa y Ki/IbkicHOMY Cckiafi fJOMOMDKHUX PEUYOBUH;
no 3 6nictepn y YkpaiHa" 3MiHu | TUNy - 3MiHa yMOB 36epiraHHs1, 3anponoHoBaHo: 36epiraty npu
KapTOHHI kopobuyj, Temneparypi He Buwe 25° C B opuriHasibHIli ynakoBLji 415 3aXUCTY Bif,
Ne 30 (15x2): no 15 cBiTna. 36epiratn y HefoCTYNHOMY A5 AiTel Micui
Tabnetok y 6nictepi;
no 2 6nictepn y
KapPTOHHI Kopobui
6. | ATEH® 5 Tabnetkn no 5 mr Ne TOB Ykpaina TOB Yecbka BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/7446/01/02
30 (10x3): no 10 "CaHodi- "3eHTiBa" Pecny6nik 3MiHW | TUMY - BUNYYEHHS OfHOro 3 BUPOOHWMKiB ADI (amnoguniny peyenmom
Tabnetok y 6nictepi; ABEHTIC a 6ecunaty) — Dr. Reddy's Laboratories Limited, IHais
no 3 6nictepn y YkpaiHa"
KapTOHHI kopobuyj,
Ne 30 (15x2): no 15
Tabnetok y 6nictepi;
no 2 6nictepn y
KapPTOHHI Kopobui
7. | ADBBAHTAH® kpem 0,1%; no 5r Baitep Al HimeuumnH Baiiep ITanis BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasiB: 3MiHa 3asBHUKA 6e3 UA/0784/01/01
a6o no 15 r y Ty6i; a Xenckep (BnacHvKa peecTpauintHoro noceig4veHHs) (3rigHo Hakasy MO3 Big peuyenma
no 1 Ty6i B MaHydakTyp 23.07.2015 Ne 460); 3miHu | Tuny: AgMiHiCTpaTUBHI 3MiHX. 3MiHa
KapTOHHI Kopobuyj iHr C.P.J. HaliMeHyBaHHS Ta/abo afpecy MicLA NPOBaMXXEHHS Aif/IbHOCTI

BMPO6HMKaA (BK/THOYAKOUM, 32 HEODOXIAHOCTI, MicLie NPOBeAEHHS
KOHTPOJI0 SIKOCTI), @60 BnacHuka macTep-ghaiina Ha A®l, abo
noctavyansbHuka A®I/BuxigHoOro matepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO 3aCTOCOBYIOTLCA Yy BUPOOHNLTBI AD| (SKLLIO 3a3HAYEHO Y
[0CbE Ha Jlikapcbkuii 3aci6) 3a BigcyTHOCTI cepTudpikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepAXeHOMY [0Cbe, a60 BUPOOHMKA
HOBOI JOMOMiXXHOI PEYOBMHY (SIKLLO 3a3HAY€EHO Y JOCbE) - 3MiHA HAa3BU
BMpPOGHMKa AP METUNNPELHI30M0HY alenoHaTy; 3MiHu | Tuny:
AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo aapecu Micus
NpPoBaKEHHS AisS/IbHOCTI BUPOOHMKA (BK/IKOYaK4K, 32 He06XigHOCTI,
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
MiCLie NpoBeAEeHHS KOHTPOJII0 SIKOCTI), ab0 BacHWKa macTep-ghaiina Ha
A®l, abo noctavanbHuka API/BUXiAHOTO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO 3aCTOCOBYHOTLCS Y

BMPOGHMLTBI AP (SKLLO 3a3HAYEHO Y JOChE Ha Nikapcbkuii 3acib) 3a

BiICYyTHOCTi cepTudpikaTa BiANoBigHOCTI EBponeiickkili hapmakonei y

3aTBEPAKEHOMY [10CbE, 260 BUPOGHVKA HOBOT AONOMDKHOT PEYOBUHU

(AKLLLO 3a3HAYEHO Y A0CHE) - 3MiHA Ha3BW BUPObHUKa Ad|
MeTWUNNPeAHI30M10HY auenoHaTy
8. | AKTOBETIH po3umnH ANns iH'ekuin, | TOB "Takega Ykpaina Takepa ABCTpIs BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny - 3MiHu 3 - UA/9048/02/01
40 mr/mn in bulk Ne YkpaiHa" ABCTpIsi [KocTi. FoToBMiA Nnikapcbkuii 3aci6. Cuctema
1500: no 2 mn (80 6X KOHTeliHep/3aKynoproBasibHWiA 3aci6 (iHLWi 3MiHK) - 3MiHa po3Mipy
Mr) B amnyni; no 5 ynakoBku in bulk, a came 3miHa Ki/IbKOCTi 3aXMCHNX KOPOOOK y
amnyny KapTOHHI Kopobui 3 44 Ha 40, Wwo Npu3BOAUTb A0 3MiHM Ki/TbKOCTI
n1acTUKoOBOMY KiHL.eBoro npoaykTy 3 Ne 440 Ha Ne 400 (BBefeHHs 3MiH NPOTArom 6-
KOHTeWHepi; no 5 TUMICALiB Nicns 3aTBEPKEHHS)
KOHTEWHepiB Y
3axUCHiIi KopobL;
no 60 3axncHUX
KOPOBGOK y KapTOHHiIl
Kopo6ui; in bulk Ne
900: no 5 mn (200
Mr) B amnyni; no 5
amnyny
nnacTykoBomy
KOHTeliHepi; no 4
KOHTEelHepu B
3aXMCHIl KopobLj;
no 45 3axMCcHNX
KOPOBGOK Y KapTOHHiIl
Kopo6ui; in bulk Ne
400: no 10 mn (400
Mr) B amnyni; no 5
amnyny
n1acTUKOBOMY
KOHTeliHepi; no 2
KOHTEeWHepn B
3aXKCHiIl KopobL;
no 40 3axX1CHNX
KOPOGOK y KapTOHHIN
Kopoo6Ui
9. | AIMATENb® CyCrneHsis opaibHa, BankaHdapm Bonrapis Bankandap Bonrapis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: BUNpaB/ieHHA 6e3 UA/3264/01/01

no 170 mny a-TposH AT Ma-TposiH AT TEXHIYHOT MOMUJIKM (HanucaHHA Tuny y1akoHy) B Hakasi MO3 peyenma

(hNaKoHi CKNAHOMY
abo 3
nonietuneHtepedT
anaty; nol
hN1akoHy 3 MipHOH
JIOXKKOIO B KQPTOHHI

YkpaiHu Ne 1479 Big 10.08.2018 B npoueci BHECEHHS 3MiH
(BMNpaBNEHHSA TEXHIYHOT MOMU/IKM B OHOB/IEHWX METOAaX KOHTPO/IO
AKOCTI NikapcbKoro 3acoby (Hakaz MO3 Ykpainn Ne 1023 Big
03.10.2016). MNMpu npoBeAeHH Npouesypy BHECEHHS 3MiH
"BUNPaB/IEHHS TEXHIYHUX NOMWU/IOK B TEKCTI MapKyBaHHS, LU0
NpU3BOAMTL A0 Pi3HOYUTAHHSA 3aTBEPKEHOT ikapcbKoi hopmu B
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n/n

Hassa

JliKapcbKo20

3acoby

dopma suUnycKy

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep

peecmpayjitiHo2

0 NocBIOYEHHS

KOpoo6Li;

nol0mny
nakeTuky; no 10 abo
20 nakeTvikiB y
KapTOHHI KopooLyi

MeXax 04HOro AOKyMeHTY" iHhopmMalis Wwoao "Temneparypy KOMOHKKN",
po3gin "KonnyectBeHHOe onpefeneHne BCroMoraresbHbIX BelecTB
MeTunnaparmgpokcmbeHsoar, nponuanaparnipokcubeHsoar,
6yTunnaparngpo-kenbeHsoat" B oHoBneHi MKA 6yna BkitoveHa 3
noMusKow. 3ateBepaxeHa pefakuis: 35 °C. 3anponoHoBaHa pejakuis:
25 °C.) Ta Haka3i MO3 YkpaiHu Ne 1920 Big 22.10.2018 B npoueci
BHECEHHS 3MiH (3MiHu | Tvny - 3miHn woao 6e3nekn/edyekTMBHOCTI Ta
dhapmakoHarnsgy. BeefeHHsa abo 3MiHM 40 y3araslbHEHVX AaHUX Npo
cucTtemy thapmakoHarnsagy (BBeAeHHS y3arasiBHeHUX AaHuX npo
cuctemy hapmakoHarnisgy, 3miHa ynoBHOBaKeHOT ocobu,
BiANOBIAA/IbHOI 32 34iiCHEHHSA (hapMakoHarna4y; KOHTakTHOT 0cobu 3
thapmakoHarnsgy 3asBHUKa A1 34iliCHeHHs hapMakoHarnagy B
YkpaiHi, SKLLO BOHA BigMiHHA Bifi YNOBHOBaXKeHOT 0cobw,
BiANOBIAANLHOI 3a 3ilicCHEHHS (hapMakoHarnaay (Bkiovarum
KOHTaKTHI AaHi) Ta/abo 3MiH1 y PO3MilLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy) - 3MiHa yrnoBHOBa)XEHOI 0CO6GU 3asBHUKA,
BiANOBIA&/IbHOT 3a (hapmakoHarnsag, Ha LeHTpasibHOMY PiBHI:
MponoHoBaHa pegakuis: Dr. Hedva Voliovitch MD, PhD, MBA. 3miHa
KOHTaKTHOI 0CO6U AnA 34jicHeHHs hapMakoHarnsay B YkpaiHi.
MponoHoBaHa pepakuin: buctposa OkcaHa BitaniiBHa. 3MiHa
KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0CO6UN. 3MiHA KOHTaKTHUX AaHWX
KOHTaKTHOI 0C06M. 3MiHa MiCL NMPOBa)KEHHS OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnsgy Ta Micusa 36epiraHHa MmacTep-chaiina).
Pedakyis 8 Hakasi — 3 nosiiemusieHmepegmasaHy. BipHa pedakyisi — 3
rnosiemusieHmepegmasaamy.

10.

ANMPOCTAH®

KOHLeHTpaT Ans
PO34nHY Ans
iHdpysiin, 0,1 mr/0,2
mA; Nel0 (5x2): no
0,2 mn B amnyii, no
5 amnyn y 6nictepi;
no 2 6nictepu B
KopoobUi

TOB
"CaHodpi-
ABeHTIC
YkpaiHa"

YKpaiHa

TOB
"3eHTiBa"

Yecbka
Pecny6nik
a

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3MiHKn
wozao 6esnekn/echekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHVX AaHUX Npo cuctemy hapmakoHarisgy
(BBEAEHHSA Y3araslbHEHVX AaHUX NPO cucTemy hapmMakoHarnsgy, amiHa
YNOBHOBaXEHOT 0CO6U, BigNOBIAaIbHOI 38 34iCHEHHS
chapmakoHarnsgy; KOHTaKTHoOT 0cobm 3 chapmakoHarnagy 3asBHvKa Ans
3[iicCHEHHs1 hapMakoHarsay B YkpaiHi, KLU0 BOHa BigMiHHA Bif
YNOBHOBaXEHOT 0CO6U, BigNOBIAaIbHOI 38 34iCHEHHSA
hapmakoHarnsgy (Bkouvalouy KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLieHHi MacTep-thaiina cuctemn papmakoHarnsay). 3Miiu | Tuny -
3MmiHu Wwoao 6esnekn/edekTMBHOCTI Ta thapmakoHarnagy (iHLWi 3mMiHw)
OHOBJIEHHS BXEe 3aTBEPKEHOrO TEKCTY MapKyBaHHS BTOPUHHOI
ynakoBku /13, 3 BHECEHHAM 3MiH 10 TEKCTY MapKyBaHHA: 3a3HaYeHHs
3asBHVIKa B TEKCTi MapKyBaHHs. BBeeHHS 3MiH NpoTArom 6-Tu micsuis
nicns 3aTBepMkeHHs. 3MiHa 3asiBHMKa (B/lacHUKa peecTpaviiiHoro
noceigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460):
BBefieHHs1 3MiH NpOTArom 6-T1 MicALIB NiCNs 3aTBEPMAKEHHS.

3a
peyenmom

UA/6956/01/01

11.

AMBPOKCO/1-
LAPHULA

TabneTkn no 30 mr
no 10 TabneTok y
KOHTYPHIli
YapyHKOBIli
ynakosLi; no 2
KOHTYPHi YapyHKOBI

MpAT
"PapmaueBTn
YyHa chipma
"fapHuus”

YKpaiHa

MpAT
"®apmaueBT
nyHa chipma

"fapHuua”

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis:
3MiHKM | TUNy - 3MiHa y MeToAax BUNpobyBaHHSA rOTOBOrO JliKapCbKoro
3acoby - pefakuiliHi NpaBku 3a po34isiom «Po3nagaHHs»; 3MiHu | Tuny -
3MiHa NapameTpiB cneuudikalili Ta/abo JoMyCTMUX MEX roTOBOro
NiKapCbKOro 3acoby - 3BY)XEHHS MeX Ha MOMEHT BMMYCKY 3a
nokasHukom «KinbkicHe BU3HaYeHHs» (3anponoHoBaHo: 28,50 mr —

6e3
peyenma

UA/5703/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjitiHo2
0 MocsiO4YeHHs1

YNaKoBKY y naui

31,50 wmr). PegakuiiiHi npaBky Ao po3ginis «Onvc» (3anponoHoBaHoO:
«JlonyckaeTbCsi HAABHICTb leflb NOMITHUX CipyBaTUX BKpanieHb»),
«laeHTudikauis», «O4HOPIAHICTb A030BAHNX OANHULEY», «CyNyTHI
LOMILLKM», «Po34nHeHHs», «MikpobionoriyHa uncToTa», «KinbkicHe

BM3HAYEHHS» pefakLiiiHi NpaBku 6e3 3MiHU METOAMK BUNPOOYBaHHS.

Takox 3MiH1 BHECEHO B po3gin "/likapcbka dhopma” (0OCHOBHI ¢hi3unko-

XiMiYHi BNacTMBOCTI) IHCTPYKLi 4115 MEAUYHOT0 3aCTOCYBaHHS
nikapcbKoro 3acoby; CynyTHS 3MiHa: 3MiHa y MeTofax BUNPobyBaHHs
roTOBOrO liKapCbKOro 3acoby; 3MiHK | Tuny - 3MiHa y MeToAax
BMNpobyBaHHA APl abo BMXigHOTO MaTepiany/npomMiKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NpoLieci BUpo6HULTBa
A®| - pefakLiiiHi yTOUHEHHSI METOZAIB BXiAHOr0 KOHTPO/II0 AMBPOKCO/Y
rigpoxnopuay Ao po3ginis: «Mpo3opicTb po3unHy», «KonbopoBicTb
pO34nHy», «BTpaTa Macu Npy BUCYLLYBaHHi», «KifbkiCHe BU3HAUYEHHS»;
3MiHM | TUNy - HagaHHa oHosneHoro CEP Ne R1-CEP 2004-240-Rev 00
Ha AMGpPOKCO/y TiAPOXI0PUA, Bif YXKe 3aTBEPAKEHOIO BUPOGHYKA.
BBefeHHA 3MiH NPOTAroM 6-Tu MicAILiB nicnsa 3aTBepAKeHHSA; 3MiHU
| TMNy - 3MiHa y napameTpax crneuudikaliin Ta/abo fonycTUMUX MeX,
BM3HAYEHUX Y cneundikauisix Ha Adl, abo BMXigHWA/NPOMKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NpoLeci BUpobHMUTBa ADI -
B cneuudikauii i MeTogax BXifiHOro KOHTPO/IIO BifbyBa€eTbCA
npuBefeHHs go AdY posginy «MikpobionoriyHa YicToTa», MPUBEAEHHS
pernameHTauii 3a NokasHWKOM «CyrnpoBiJHi OMILLKV» Y BIAMOBIAHICTb
o CEP 3 BignoBigHUM y3rof)XeHHsIM MeTOLMKN BUNPOOYBaHHS,
YTOUHEHHS cneuudikayii i 3MiHA METOAMKM BUMPOOYBaHHSA 3a
NOKa3HNKOM «3aJ/TLLIKOBI KiNTIbKOCTi OpraHivHNX PO34NHHUKIB»,
pefakLiiiHi 3MiHW [0 po3ainiB: «PO3UYNHHICTb», «laeHTudikauis», «pH

PO34MHY»; CYNyTHS 3MiHa: 3MiHa y MeTogax BunpobyeaHHA APl abo

BUXiQHOrO MaTepiany/npoMixXHOro NpoayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BupobHuutea AdI

12.

AMIITPEH

kancysm no 50 wmr,
no 1 kancyniy
6nictepi; no 1 a6o
no 3, a6o no 6
6nicTepiB B KOPOOL
3 KapTOHY; Mo 6
Kancyn y énicrepi;
no 1 6nictepy B
KOpOO6Li 3 KAPTOHY

TOB
"ACTPADAP
M"

YkpaiHa

TOB
"ACTPA®AP
M"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiastis: 3MiHu | Tuny - 3MiHn 3
siKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3aci6. 3MiHa po3Mipy ynakoBKu roTOBOrO
nikapcbKoro 3acoby (3MiHa KinbKocTi ognHNLb (Hanpukiag TabneTok,
amny TOLLO) B ynakoBLi:) - 3MiHa no3a fiana3oHoM 3aTBepKeHNX
PO3MIpiB yNakoBKM - BBEAEHHA AOAATKOBMX YNakoBOK No 1 kancyniy
6nictepi no 6 6nictepis y kopobui (Ne 6(1x6)) Ta no 6 kancys1y ogHOMY
6nictepi y kopobui (Ne6 (6x1)), 3 BigNOBIAHMMU 3MiHAMU Y P.
«YnakoBKa»

3a
peyenmom

UA/6890/01/01

13.

AMIIT'PEH

kancysnu no 100 wmr,
no 1 kancyniy
6nictepi; no 1 a6o
no 3, a6o no 6
6nicTepiB B KOPOOL
3 KapTOHY; Mo 6
Kancyn y énicrepi;
no 1 6nictepy B
KOpOo6LIi 3 KAPTOHY

TOB
"ACTPADAP
M"

YKpaiHa

TOB
"ACTPA®AP
M"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHK | Tuny - 3MiHu 3
siKocTi. FoToBwMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHMIA 3aci6. 3MiHa po3Mipy ynakoBKu rOTOBOrO
nikapcbKoro 3acoby (3MiHa KinbKocTi ognHNLb (Hanpukias TabnieTok,
amny TOLLO) B ynakoBLi:) - 3MiHa no3a fiana3oHoM 3aTBepKEHNX
PO3MipiB yNakoBKM - BBEAEHHA AOAATKOBUX YNakoBOK No 1 kancyniy
6nictepi no 6 6nicTepis y kopobui (Ne 6(1x6)) Ta no 6 kancys1y ofgHOMY
6nictepi y kopobui (Ne6 (6x1)), 3 BigNOBIAHMMU 3MiHAMU Y p.
«YnakoBKa»

3a
peyenmom

UA/6891/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
14. | AMIHA/IOH®-KB Kancynv Teepgi no AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiaslis: 6e3 UA/1210/01/01
250 wmr; no 10 "KNIBCbKWI "KUIBCbKN 3MiHK | TUNY - 3MiHa po3mipy cepii (BkoYatoun giana3oH po3Mipy cepir) peuenma
Kancyn y 6nictepax; BITAMIHHWA i roTOBOrO NikapCbKoro 3acoby (36inblweHHs Ao 10 pasiB NOpiBHAHO i3
no 10 kancyny 3ABOA" BITAMIHHN 3aTBEPXEHUM PO3MIpPOM) - BBEAEHHS A0AAaTKOBUX PO3MIpIB cepil
6nicTepi; no 5 " 3ABOA" roToBOro nikapcbkoro 3acoby. MNponoHoBaHa peaakuis: Po3mip cepil,
6nicTepiB y nauuli ans ynakoskv Ne 10 - 28 900 yn; JlogaTkoBuii po3mip cepii: 86 700 yn,
115 600 yn, 144 500 yn; ans ynakoskn Ne 50 - 5780 yn.; [logaTtkoBuii
po3mip cepii: 17 340 yn, 23 120 yn, 28 900 yn; 3MiHW | TUNY - 3MiHX Y
npoueci BUPOBGHULITBA FOTOBOrO MiKapCbKOoro 3acoby, BKIYaumn
NPOMDKHWIA MPOAYKT, L0 3aCTOCOBYETLCSA NPV BUPOOHULITBI rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci BUPO6HMLITBA)
15. | AMIOKOPAVNH® Tabnetku no 200 mr KPKA, a.4., CnoseHis KPKA, g.4., CnoseHis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/10291/01/01
no 10 Tabnetok y HoBso mecTo HoBso mecto 3MiHK | TUNY - 3MiHa Y MeToAax BUNpPo6yBaHHSA roTOBOrO /iKapCbKoro peyenmom
6nictepi; no 3 abo 6 3aco6y - 3MiHVM B METOAWLL KOHTPOJIKO FOTOBOTO JiKapCbKOro 3acoby 3a
6nictepis y nokasHukom «Onuc», a came BUyYeHHs hpasu «6e3 3anaxy»,
KapTOHHI Kopo6Lyi OCKi/TbKM faHUiA MOKA3HUK KOHTPOJIOETHLCSA BidyaslbHO i aHM METOA0M
He MOX/IMBO BU3HAUNTN XapakTepucTuky. BBeaeHHs 3mMiH npoTarom 6-
TV MiCALIB NiCNA 3aTBEPMKEHHS; 3MiHM | TUMY - 3MiHa NapameTpis
cneuudikauin Ta/abo fonycTMMKX MEX roTOBOrO JliKkapCbKoro 3acoby -
3MiHU KpUTEPITB NPUAHATHOCTI 3@ MOKa3HNKOM «PO34YMHEHHS
AmiogapoHy rigpoxnopug B HacnifokK 3amiHu MeTOAY KOHTPOSIIo 3a
[aHUM NOKa3HUKOM (i3 METOLY PO3UMHEHHS i3 BUKOPUCTaHHAM npunagy
i3 nonaTAMK Ta METOAY OLHIOBaHHS Y® Ha MeTof PO3UYMHEHHS i3
BMKOPUCTaHHAM Npunagy i3 Kop3uHKaMu Ta MeToAy OLjiHIOBaHHS
pesynbTaTieB BEPX)
16. | AM/IOCTAT® TabneTku BKpUTI TOB "KYCYM Ykpaina TOB Ykpaina BHECEHHS 3MiH [J0 peEECTpaLjiiiHuX MaTepianiB: yTOUHEHHSA 3a UA/11500/01/01
06010HKOt0, Mo 14 PAPM" "KYCYM peecTpauiiiHoi npoueaypu B Hakasi MO3 YkpaiHu Ne 1925 Big peyenmom
Tabnetok y 6nictepi, DPAPM" 23.10.2018 B npoueci BHeCEHHSA 3MiH - 3MiHu |l TUny - 3MiHK Woa0

no 1 a6o no 2, abo
no 4, a6o no 6
6nictepiB y
KapTOHHI ynakoBLi

6e3nekn/ehekTUBHOCTI Ta hapMakoHarnsgy. BHeceHHss a6o 3miHa(1)
[0 3060B'A3aHb Ta YMOB BMAadi peecTpayiiiHoro noceigyeHHs,
BKOYaoun MnaH ynpas/iHHA pusnkamuy (3acTocyBaHHA 3MiH(K), ski(a)
BMMaratoTb(€) NofanbLIOro 06rpyHTYBaHHA HOBMMU 40AATKOBUM
AaHVMK, L0 MaloTb HaJaBaTUCsA KOMNETEHTHUM OpraHOM, OCKINIbKM
B/MAaraeTbCs CyTTEBA OLjiHKa KOMMNETEHTHUM OpraHoMm) - BukoHaHHsA
3060B'A3aHb BiANOBIAHO A0 NigNyHKTY 1.13 nyHKTY 1, NignyHkTy 2.3
NyHKTY 2 goaatky 15 o MNopsagky npoBefeHHA ekcrepTusn
peecTpauiiiHux MaTepiasiiB Ha Nikapcbki 3aco6u, L0 NoJalTbCs Ha
JepxaBHy peecTpauito (nepepeecTpauito), a Takox ekcnepTnsn
marepianis Npo BHECEHHS 3MiH [0 peecTpauiliHix Matepianis NPoTArom
Oji peecTpaviiiHoro nNocBig4eHHs1, 3aTBepaKeHoro Hakazom MO3 Big
26.08.2005 Ne 426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460).
3MiHU BHECEHI A0 IHCTPYKLii y po3ginu: "dapmakonoriyHi BNacTusBocTi",
"MpoTunokasaHHsa", "B3aemogis 3 iHWMMK nikapcbkumuy 3acobamu Ta
iHWi BMAW B3aemogiin", "OcobMBOCTi 3acTOCyBaHHA" (Y T. u.
"3acTocyBaHHs y nepiog BariTHOCTi abo rogyBaHHsA rpyaar”,
"3paTHICTb BNAMBATKU Ha LWBUAKICTb peakuil Npy KepyBaHHi
aBTOTPaAHCMOPTOM abo iHWMMKU MexaHidmamun'), "MobivHi peakuii” 3rigHO
3 AiaHMm woao 6esneky Airynx peyoBuH. PegaryBaHHs TEKCTY
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
po3gainy "MokasaHHs".
Byno nponyuieHo npoueaypy BHECEHHS 3MiH 0 iHCTPYKUiT ans
MeM4HOro 3aCTOCYBaHHs.
17. | AHANbIIH Tabnetkn no 0,5, MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis: 6e3 UA/7331/01/01
no 10 Tabnetok y "MoHdpapm" "MoHchapm" 3MiHK | TUNy - 3MiHK Woao 6e3nekn/ehekTUBHOCTI Ta hapmakoHarnsaay peuenma —
6nictepax; no 10 - BBEJIEHHS TEKCTY MapKyBaHHS /715 NEPBUHHOI ynakoBku (6nictepa) Ne 10; 3a
Tabnetok y 6nictepi; nikapcbKoro 3acoby peyenmom —
no 2 a6o 10 Ne 20, Ne
6nicTepiB y nayui 3 100
KapTOHY
18. | AHECTE3O0/I® cynosuTopii, no 5 MpuBaTHe Ykpaina MpuBatHe Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 UA/7065/01/01
Cyno3uTopiiB y akuioHepHe aKuioHepHe 3MiHM | TUNY - NogaHHa oHoeneHoro CEP Big 3aTBepAXeHoro peyenma
6nicTepi, no 1 abo 2 TOBapuCTBO TOBapuCcTBO BMPO6HUKa A®I (6eH30KaiHY), y 3B 3Ky 3 YTOUHEHHAM afpecu Micus
6nictepu B nauui "Jlekxim- "Jlekxim- NPOBaPKEHHS AISSIbHOCTI BUPOBGHMKA Ait0H0T pEYOBUHY Ta 3MiHO
Xapkis" Xapkis" TepMiHy NepeKkoHTPoto, 3anponoHoBaHo: R1- CEP 2004-008-REV 05,
TEepPMiH NPUAATHOCTI: 3 POKKM; 3MiHW | TUNY - NogaHHA oHosieHoro CEP
Bif, 3aTBEpAKEHOro BUPOOHUKa AD| (LMHKY OKCUAY) 3i 3MIHOK Ha3BU
BMPO6HMKa, 3anponoHoBaHo: RO- CEP 2012-347-REV 02; 3miHu Il Tuny
- BBE}€HHS J0AATKOBOro BUPOGHMKa A1 AitoHoT peyoBuHn MeHTony 3
HagaHHam M
19. | AHECTE3O/® cynosuTopii, in bulk: MpuBaTHe YkpaiHa MpuBatHe YkpaiHa BHECEHHS 3MiH A0 peecTpayiiHux maTtepiaiis: - UA/7066/01/01
no 5 cynosutopiis y akuioHepHe akuioHepHe 3MiHK | TUNy - nogaHHsA oHosneHoro CEP Big 3aTBEpaXeHoro
6nicTepi, no 180 TOBapuCTBO TOBapucTBO BMPOGHUKa AP (6eH30KaiHY), Yy 3B A3KY 3 YTOYHEHHAM afpecu micus
6nicTepiB y ALWMKY "Jlekxim- "Jlekxim- NPOBaYKEHHS AiS/TbHOCTI BUPOOHMKA Ail0H0T PpEYOBMHM Ta 3MiHO
Xapkis" Xapkis" TEPMiHY NepekoHTPO/I0, 3anponoHoBaHo: R1- CEP 2004-008-REV 05,
TEPMiH NPUAATHOCTI: 3 POKK; 3MiHW | TUMY - NoAaHHA oHosneHoro CEP
Bi, 3aTBEpAKEHOro BUpobHuka A®| (LMHKY OKcMAay) 3i 3MiHOI Ha3BU
BMPO6HMKa, 3anponoHoBaHo: RO- CEP 2012-347-REV 02; 3miHu Il Tvny
- BBE/IEHHA [04AaTKOBOro BUPOOHMKa 4151 AiH0UOi peqyoBuHM MeHToNy 3
HagaHHam M
20. | APADPOH® TabneTku, BKPUTI ne PpaHuis BigNoBiAiNbH ®paHuis/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | Tuny - 3a UA/1001/01/01
PETAP/L nniBKOBOKO NTABOPATYA nii 3a Ipnangis/ AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo agpecu micus peyernmom
060/10HKOI0, P CEPB'E BMPOGHMLITB Monbwa NPOBaPKEHHA AiS/IbHOCTI BUPO6HUKa/iMnopTepa roToBOro JlikapCbKoro
NPOSIOHroBaHoi Al 0, KOHTPO/1b 3aco0by, BK/IYauun AinbHAUL BUNYCKY cepii abo Micle NpoBefeHHs
no 1,5 mr; gns AKOCTI, KOHTPO/IO AKOCTI. (AisNbHICTb, 3a Ky BiAnNoBigae BUpo6HMK/iMnopTep,
BMPOGHMKa nakyBaHHs BK/IOUA0UM BUMYCK Cepili) - 3MiHa agpecu BupobHuka /13 Jlabopatopii
AH®APM Ta BUMYCK Ceps’e IHOacTpi, PpaHLis, 6e3 3MiHM Micus BUPO6HULTBA (BBEAEHHS
Mignpuemcteo cepii: 3MiH NPOTAroM 6-TW MiCALB NiCNA 3aTBEPMAKEHHS); 3MiHW | TUny -
dapmaueBTyHe AT, Na6opaTtopii AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus
Monbwa: no 30 Ceps'e NpoBapKeHHS AiS/IbHOCTI BUPOOHMKa/iMnopTepa roToBOro Nikapcbkoro
Tabnetok y 6nictepi; IHpacTpi, 3aco6y, BKIIOYaun fibHUL BUNYCKY cepii abo MicLe npoBefeHHs
no 1 6nictepy B ®paHuis; KOHTPOJO SKOCTI. (AisiNIbHICTb, 3a 5Ky BiANOBigae BUPOGHMK/iMnopTep,
KOpOOLLi 3 KAPTOHY; BiANoBIAINbH BK/IOUa0UM BUMYCK Cepiid) - 3MiHa agpecy BUpo6Huka 13 AHOAPM
[ANs BUPOGHYKIB uii 3a Mignpuemcteo ®apmaueBTuuHe AT, MonbLua, 6e3 3mMiHn micus
Ni6opatopii Ceps'e BMPOGHMLITB BMPOGHMLTBA (BBEAEHHS 3MiH NPOTAroM 6-Tu MicAuiB nicns
IHaacTpi, ®paHLuis 0, KOHTPO/1b 3aTBEPKEHHS); 3MiHM | TUNY - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
Ta Ceps'e (IpnaHgis) AKOCTI, thapmakoHarnagy (iHwi 3MiHW) - 3MiHU BHECEHI B IHCTPYKLiito AN
IngacTpic 114, nakyBaHHS MeAMYHOro 3aCTOCYBaHHS NikapCbKOro 3acoby L0AO HaliMeHyBaHHA Ta
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
IpnaHgis: no 15 Ta BUMNycK MiCL,e3HaxXOKEHHS MpeACTaBHUKA 3asBHIKA B YKpaiHi (BBefeHHs 3MiH
Tabnetok y 6nictepi; cepit: NPOTAroM 6-TW MiCALIB NiC/A 3aTBEPAXEHHS)
no 2 6nictepu y Ceps'e
KOpOO6L| 3 KAPTOHY (Ipnangis)
IHoacTpic
NiTa,
IpnaHgis;
BigNoBiAiNbH
it 3a
BMPOGHMLITB
0, KOHTPO/Tb
SKOCTI,
nakyBaHHs
Ta BUMYyCK
cepii:
AHOAPM
MignpuemcTs
o
PapmaLeBTu
yHe AT,
MonbLa
21. | ATAKAHA NNKOC | Tabnetku, no 16 AcTpa3eHeka Lseuis Bupo6HuK "in Lseuisi/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/7620/01/01
mr/12,5 wmr, no 14 Ab bulk": HimeuumnH AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus peyenmom
Tabnetok y 6nictepi; AcTpa3eHek a NPOBaPKEHHA AiS/IbLHOCTI BUPO6HUKa/iMnopTepa roToBOro JlikapCbKoro
no 2 6nictepu B a Ab, 3aco0by, BK/IYaUuN AiNbHAULL BUNYCKY cepii abo MicLle NpoBefeHHs
KapTOHHI Kopo6Lyi Lsewis; KOHTPO/O AKOCTI. (AisfIbHICTb, 3a Ky BiAnNoBigae BUPo6HMK/iMnopTep,
B1po6HWK, BKJIO4A0UM BUMYCK Cepili) YTOYHEHHS agpecy BupobHuka M3
Bignosiganb AcTpa3eHeka 'M6X, HimeuunHa, 6e3 3MiH1 Micusi BUpobHUUTBA.
HWi1 3a TepmiH BBEAEHHSA 3MiH MPOTAroM 6-Tv MiCALIB NICNSA 3aTBEPAKEHHS.
nakyBaHHSs
Ta BUMyCK
cepii:
AcTpa3eHek
a rm6X,
HimeuunHa
22. | ATAPAKC® TabneTku, BKPUTI HOCBE dapma Benbris BMPOOHULTB Benbris BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/1872/01/01
nNiBKOBOKO C.A. 0 3a NOBHUM 3MiHKM | TUny - 3MiHN Woao 6e3nekn/edekTMBHOCTI Ta peyernmom
060/10HKOI0, No 25 LMK/TOM: dhapmakoHarnsgy. BeefeHHsa abo 3MiHM 0 y3arasibHEeHVX AaHUX Npo
Mr no 25 TabneTok y KOCB ®apma cuctemy hapmakoHarnsgy (BBefLeHHs y3arasibHeHNX AaHux npo
6nicTepi; no 1 C.A., cuctemy dhapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOi ocobu,
6nictepy y Benbrig; BiANOBIAA/IbHOI 32 34iiCHEHHSA hapMakoHarns4y; KOHTakTHOT 0cobm 3
KapTOHHI Kopo6Lyi nofatkosa hapmakoHarnsgy 3asiBHUKa A5 34iiCHEHHSA hapmakoHarnsgy B
BMPOGHMYa YKkpaiHi, SKLLO BOHA BigMiHHA Bifi, yNOBHOBaXKEHOT 0cobu,
OiNbHULSA, Ha BiANOBIAA/LHOI 3a 34iliCHEHHS (hapMakoHarnagy (Bkiovakum
SAKINA KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MilLleHHI MacTep-ghaiina cuctemm

34iCHI0ETLC

hapmakoHarasgy) - 3miHa KOHTaKTHOT 0cO6U 3asiBHMKA, BifgnoBigabHOI
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
A1 KOHTPO/b 3a 3gjiicHeHHs chapmakoHarnsay: NponoHoBaHa pegakuis: YpeTii
cepit: Ceprili IBaHOBUY. 3MiHA KOHTAKTHUX AAHUX KOHTaKTHOI 0CO6M
AHabioTMK
HB, Benbris;
CIrc na6
CimoH CA,
Benbris
23. | ATPOMIHY PO34unH NS iH'ekuUiid, | ToBapucTBO 3 Ykpaina ToBapucTBO Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/5461/02/01
CYNb®AT 1wmr/mMnnolwmns obmexeHor 3 3MiHM | TUMY - 3MiHK, NOB'A3aHi 3 HEOOXIAHICTIO NPUBELEHHS Y peyenmom
amnynax; no 10 BiAMNOBIAa/TbHI obMexeHot BiANOBIAHICTb A0 MoHOrpadii AdY abo €Bponeiicbkoi chapmakoner,
amnyn y nadui 3 CTHO Bignosiganb abo iHWOI HauioHasIbHOIT hapmakonel gepxasu €C (3MiHa y
KapToHy; No 1 mn B "[ocnigHnii HICTIO cneumgikauisix, NoB'A3aHa 3i 3amiHOK BMMOT MoHorpadii 4Py abo
amnynax; no 10 3aB0f, "LocnigHwi iHLIOT HaujoHanbHOI chapmakonei Aepxasu EC Ha BUMOrn MoHorpadii
amnyn y énictepi; no "rHunc" 3aBof, €Bponeiicbkoi hapMakonel); cynyTHs 3MiHa: 3MiHa y MeTogax
1 6nicTepy B nauui 3 "rHUNCY, BunpobysaHHA APl abo BMXigHOrO MaTepiany/npomMiKHOro
KapToHy; no 1 mn B YkpaiHa NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPoLieci BUPobHULTBa
amnynax; no 5 (KOHTPO/b A®I; 3miHM | TUNY - BUIYYEHHS NokasHuka «MBY» 3i cneyudikauii Ta
amnyn y énictepi; no AKOCTI, METOZIB KOHTPO/II0 NEPBUNHHOI YNakoBKM (aMnyn CKISHOI) rOTOBOrO
2 6nicTepu y nauu;j 3 BMMYCK nNikapcbKoro 3acoby, y 3B’A3Ky 3 HASABHICTIO a/lbTEPHATUBHOTO METOAY
KapTOHY cepii); KOHTPOJO SIKOCTI; 3MiHW | TUMY - 3MiHK, NOB'A3aHi 3 HEOOXIAHICTIO
ToBapucTBO npuBeaeHHs Yy BiANOBIAHICTb A0 MoHorpadii APY abo €Bponencbkoi
3 thapmakonei, abo iHLWOi HauioHasTbHOI dhapmakonel gepxasu E€C (3MiHa
06MeXeHo y cneyudikauisix, nos'sa3aHa 3i 3miHamu B 1Y, abo €Bponeiicbkiit
BignoBiga b hapmakonei, abo iHWil HavuioHanbHI hapmakonei gepxasu €C);
HiCTIO CynyTHS 3MiHa: 3MiHa y MeToAax BUNpobyBaHHSA AONOMKHOI peYOBUHM
"papmaueBT (He3HauHi 3MiHW Y 3aTBEPKEHNX MeTofax BUNPO6yBaHb) - 3MiHa Y
nyHa MeToAax BUNPOOYyBaHHS AOMNOMIXHOI PeUYOBUHM - 3MiHW A0 cneuudikawii
KoMnaHis Ta METOZjB BXiAHOr0 KOHTPO/IIO JOMNOMDKHUX PEYOBUWH, Y 3B’A3KY 3
"3p0pos'a”, NpuBeLEHHAM Y BIANOBIAHICTL ADY* Aitove BUAAHHS; 3MiHM | TUNy -
YkpaiHa (Bci 3MiHa napameTpiB crneumndikauiii Ta/abo 4onyCTUMUX MexX Ans
cTagii [OMOMDKHOT PEYOBVHW; CyMyTHSA 3MiHa: 3MiHa Y MeToAax BUNpPoGyBaHHS
BMPOOHULITB [L0MOMDKHOT peYOBMHU - 3MiHW [0 cneuudikauii Ta MeTogiB BXigHOro
a, KOHTPO/1b KOHTPOO [OMOMDKHOI pevoBuHn Boga ans iH'ekujin, y 38’'A3Ky 3
AKOCTI, npuBEAEHHSM A0 BUMOT AOKYMeHTaLii BUPOOHMKA; 3MiHM | Tumy - 3mMiHa
BUNYyCK cepil) napameTpiB cneuudgikalii Ta/abo AoNyCTUMUX MEX FOTOBOrO
NiKapcbKoro 3acoby; CynyTHA 3MiHa: 3MiHa y MeTogax BUNpobyBaHHS
roTOBOrO JlikapCcbKoro 3acoby - 3miHM A0 cneuudikauii Ta meToais
KOHTPOJIH0 TOTOBOTO J1iKapCbKOro 3acoby
24. ALIETUNKA- TabneTtkn TOB "TeBa YkpaiHa BankaHdap Bonrapis BHECEHHS 3MiH 0 peecTpaLiiHux martepianis: 3miHu | Tuny - 3MiHn Ne 30 - 6e3 UA/14167/01/01
TEBA KAPAIO KMLLKOBOPO3YMHHI M0 YkpaiHa" Ma-AynHuusa woao 6e3nekn/ehekTVBHOCTI Ta dhapmakoHarsisgy. 3MiHN Y KOPOTKii peyenma,
75 mr no 10 AT XapaKTepucTuL NikapcbKoro 3acoby, TEKCTIi MapKyBaHHS Ta iIHCTPYKLT Ne 100 — 3a
Tabnetok y 6nictepi, 015 MeANYHOro 3acTOCyBaHHS reHepuyYHUX/ribpyuaHmx/6ionoaibHmX peyenmom

no 3 6nictepn y
KapTOHHI kopobuy;
no 100 TabneTok y
KOHTeliHepi, no 1
KOHTEelWHepy y
KapTOHHI KopobLii

niKapcbkUx 3aco6iB Nicnsi BHECEHHS TiET camoi 3MiHM Ha ped)epeHTHUIA
npenapar (3mMiHa He NOTpebye HafaHHA XOLHWUX HOBMX [0AATKOBUX
JaHunx) - 3MiHN BHECEHI A0 IHCTPYKLii y po3ain "lMoka3aHH:A"
(YyTOYHeHHS), "PapmakosiorivyHi BnactuBocTi”, "lMpoTunokasaHHaA",

"B3aemogia 3 iHWMMKM NikapCbkumm 3acobamu Ta iHLWi B1uAW B3aEMogiin",
"Oco6nMBOCTI 3acTocyBaHHSA", "3acTocyBaHHs y nepiof BariTHOCTi abo
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs

rogyBaHHs rpyaar”, "34atHiCTb BN/IMBATY Ha LUBUAKICTb peakwjii npu
KepyBaHHi aBTOTPaHCNOpPTOM abo iHW1MK MexaHismamu®, "Cnoci6
3acTocyBaHHsa Ta fo3n", "MepeposysaHHs", "Mo6iuHI peakuyii” 3rigHo 3
iHchopMmaLielo o0 MeAUYHOTO 3aCTOCYBaHHSA ped)epeHTHOro
nikapcbkoro 3acoby (ACMIPUH KAPAIO, TabneTku, BKpUTI
KMLLIKOBOPO3UYMHHOI 060/TOHKO); 3MiHM | TUny - AAMIHICTPaTUBHI
3MiHW. 3MiHa Ha3BW NiKapcbKoro 3acoby - 3aTBepAXEHO:
AueTnncaniumnoa kucnota (Acetylsalicylic acid); 3anponoHoBaHo:
AueTtunka-Tesa Kappgio (Acetylka-Teva Cardio); 3aminu | Tuny -
AZMIHICTPaTMBHI 3MiHN. BuyuyeHHs1 BUPOGHMYOT AinbHuLi (BKIHOHYAKUM
OinbHUUi gns A®l, NpoMiXXHOro NPoAYKTY abo roToBOro NikapcbKoro
3acoby, AinbHULI 418 NPOBEAEHHS NaKyBaHHSA, BUPOOHNKA,
BiANOBIA&/IbHOIO 3a BMMYCK Cepiii, MiCLie NPOBEAEHHS KOHTPOJIO Cepil)
ab0 noctavasibHVKa BUXIQHOrO MaTepiany, peareHTy abo [0oNoMiKHOI
PEeYoBUHM (SIKLLO 3a3HAYEHO Y A0CbE) - BunyyeHHs BupobHuka M3
AxTasic /ITA, ManbTa; 3MiHu | TUNY - 3MiHK WOA0
6e3nekn/edrekTMBHOCTI Ta thapmakoHarnagy (iHwi 3mMiHW) - 3MiHK B
MapKyBaHHS YNakoBKV 3 MapKETUHIOBUX MPUYUH; 3MiHW | TURy - 3MiHN
woAo 6e3nekn/edpekTBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHVX AaHnX NPo cuctemy hapmMakoHarisgy
(BBEAEHHSA y3araslbHEHUX AaHVX NPo cucTemy hapmakoHarnsgy, samiHa
YMOBHOBaXEHOT 0c06u, BiANOBIAAIbHOI 3a 34iiCHEHHS
chapmakoHarnsgy; KOHTaKkTHoi 0cobu 3 chapmakoHarnagy 3asBHvKa Ans
3ailicHeHHA hapMakoHarnagy B YkpaiHi, SiKLLO BOHa BigMiHHA Bif,
YMOBHOBaXEHOT 0c06U, BiANOBIAAIBHOI 3a 34iiCHEHHS
thapmMakoHarnagy (BKiovaroumn KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MilLeHHi MacTep-thalina cuctemn hapmakoHarnagy) - 3miHa
YyMOBHOBaXeHOT 0cobu 3aaBHMKa. [itoya pegakuyis- lise Sjoholm.
MponoHoBaHa pepakuisi- Dr. Hevda Voliovitch. 3miHa koHTakTHOT oco6m
[AnA 3piicCHEHHA dhapMakoHarnsay B Ykpaini. [jtoya pefakuis —
BoraTuyk KatepuHa MuxaiinisHa.

MponoHoBaHa pepakuis — buctposa OkcaHa BitaniiBHa. 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0CO6U. 3MiHA KOHTaKTHUX AaHNX
KOHTaKTHOT 0cO6U. 3MiHa NPOBaXEHHS OCHOBHOT AiS/IbHOCTI 3
thapmakoHarnagy Ta 36epiraHHs Mactep-caiiny.; 3miHu | Tuny - 3miHn
oo 6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnagy. 3miHa y KopoTkiii
XapaKTepucTu1Li Nikapcbkoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLi
AN MeAMYHOro 3acToCyBaHHA Ha NiACTaBi peryspHo OHOB/IOBAHOTO
3BiTY 3 6e3nekun NikapcbKoro 3acoby, abo focnimkeHb 3 6e3neku
3aCTOCYBaHHSA NikapcbKoro 3acoby B Mic/speecTpaviiiHvii nepioa, abo
AK pe3ynbTar OUiHKK 3BiTY 3 AOCNiAKEHb, NPOBEAEHNX BignoBigHO A0
nnaHy negiatpnynHux gocnimpkeHs (PIP) (iHLWi 3mMiHW) - 3MiHW BHECeHi A0
IHCTPYKLi y po3ginu "MpoTunokasaHHs", "B3aemogis 3 iHWvMu
nikapcbkMu 3acobamu Ta iHWi BUAn B3aemogiii”, "Oco61mMBOCTi
3acTocyBaHHA", "3acTocyBaHHs y nepiog, BariTHOCTi abo rogyBaHHs
rpyaaro”, "Cnocib 3actocyBaHHA Ta fosun”, "MNepenosysaHHs", "Mo6iyHi
peaxuii” BignoBigHO 40 OHOBMEHOT iHhopMaL,ii 3 6e3neku Aitoyoi
PEeYOBUHM; 3MiHU | TNy - 3MiHK 3 SIKOCTi. FTOTOBWIA NiKapCbKMii 3aci6.
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Ne Hassa
n/n JliKapcbKo20
3acoby

®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu

BionyckKy

Homep
peecmpayjitiHo2
0 MocsiO4YeHHs1

3MiHU Yy BUPOGHMUTBI. 3MiHU BUNpobyBaHb abo AOMYCTUMUX MEX,
BCTaHOB/IEHMX Y cneuundikauisx, nig yac BUpoOHULTBA rOTOBOrO
NiKapcbKoro 3acoby (BUyYEHHS HECYTTEBOrO BUNPOGYBaHHSA B NPOLECI
BMPOGHMLTBA) - BUnyuyeHHa BUNpobyBaHHS 3a NOKa3HVKOM
«Po3nagaHHsA» B npoueci Bupo6HuLTBa /13 3a HasABHOCTI
BMNPOGYBaHHS 3a NOKA3HUMKOM «Po3umHeHHs» B cneumdikauii M13;
3MiHM | Tuny - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbkuii 3aci6. KoHTpob
roTOBOrO JliKapCbKoro 3acoby. 3miHa y MeTofax BUNpobyBaHHs
rOTOBOrO /1iKapCbKOro 3acoby (He3HauHa 3MiHa y 3aTBepAXEHNX
mMeToJax BUNPobyBaHHS) - He3HauHa 3MiHa B MeToAWL, BU3HAYEHHS
«CynpoBigHUX [OMILLIOK» 3 METOI BAOCKOHaIEHHS METOAMNKN
(3MeHLLEHHA 06 emy 3paska 3 20 MK 4o 15 MKn); 3MiHu | Tuny - 3MiHK
3 AKOCTi. [0TOBWMIA Nikapcbkuii 3aci6. KOHTPOIb FOTOBOTO JiKapCbKOro
3aco6y. 3miHa napameTpiB cneyudikaLiin Ta/abo fonycTUMKUX MEX
rOTOBOrO Nikapcbkoro 3acoby (iHwi 3miHK) - BigbyBatoTbea peaakuiliti
3MiHM Wwoao npusefeHHss MKA 13 y BiANOBIAHICTb 40 OPUTiIHAUTLHOTO
po3giny 3.2.P.5.1., skuii noagaBaBcsa Npu peecTpadii, B TOMy uuchi
[0Ja€EeTbCs po3Mip Tabnetkn 7,2 mm ans gosyeaHHsa 100 mr i 9,2x5,2
MM A/15 803yBaHHA 75 Mr. - 3MiHM BHECEHi [0 IHCTPYKUIT y po3ain
"Mikapcbka dhopma”; 3miHu | TMNy - 3MiHKU 3 SKOCTi. FOTOBMIA Nikapcbkuii
3aci6. Cucrtema KoHTeliHep/3akynoptoBasibHUiA 3aci6. 3MiHa y
MepBWHHIA yNakoBLji rOTOBOrO Jlikapcbkoro 3acoby (Tun koHTeliHepa abo
[lofaBaHHsA HOBOrO KOHTelHepa) - TBepai, M'siki Ta HeCTepW/IbHi piakKi
nikapcbki oopmu - flonatkosuii BUA, i po3mip ynakoskn HDPE
KoHTeliHep no 35 mn: no 100 TabneToK y KOHTeHepi; 3MiHN BHECEHI A0
IHCTPYKLUiT y po3ainu "Ynakoska", "KaTeropis Bignycky" (peectpauis
popatkosoi ynakosku Nel0O 3 kaTeropieto Bignycky "3a peuentom”);
CynyTHS 3MiHa - 3MiHUM 3 SKOCTi. F0TOBWIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHUi 3aci6. 3MiHa po3mipy ynakoBKU FOTOBOrO
niKkapcbKoro 3acoby (iHwi 3miHun); 3miHn | Ta Il Tuny, 3miHa 3asiBHMKA
(BnacHvika peecTpauiiHoro noceigyeHHs) (3rigHo Hakasy MO3 Big
23.07.2015 Ne 460)

25.

ALETWUKA-
TEBA KAPAIO

Tabnetkun
KMLLKOBOPO34MHHI N0
100 mr no 10
Tabnetok y 6nictepi,
no 3 6nictepn y
KapTOHHI kopobuy;
no 100 TabneTok y
KOHTelHepi, no 1
KOHTEeWHepy y
KapTOHHI Kopo6Lyi

TOB "TeBa
YkpaiHa"

YkpaiHa

BankaHdap
Ma-AynHuus
AT

Bonrapis

BHECEHHS 3MiH [0 peecTpaljiiiHux maTtepianis: 3MiHu | Tuny - 3MiHn
oo 6e3nekn/ehekTVBHOCTI Ta dhapmakoHarsisgy. 3MiHN Y KOPOTKii
XapaKTepucTuL NikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLIT
O/15 MeANYHOr0 3aCTOCYBaHHS reHepuyYHUX/ribpuaHmx/6ionoaibHmX
niKapcbKUx 3aco6iB Nicasi BHECEHHS TiET camoi 3MiHM Ha peddepeHTHUIA
npenapar (3mMiHa He NOTpebye HafaHHA XOLHUX HOBMX [0AaTKOBUX
JaHunx) - 3MiHN BHECEHI A0 IHCTPYKLii y po3ain "Moka3aHHsA"
(yTOouHeHHs1), "dapmMakonoriyHi BnactusocTi", "MNpoTunokasaHHs",
"B3aemogis 3 iHWMMU NikapcbkMMK 3acobamu Ta iHLLI BUAY B3aemogiin”,
"Oco6nMBOCTI 3acTocyBaHHA", "3acTocyBaHHs y nepiof BariTHOCTi abo
rogyBaHHS rpyaar”, "34aTHiCTb BN/IMBATU Ha LUBUAKICTb peakwii npu
KepyBaHHi aBTOTPaHCNOPTOM abo iHW1MK MeXxaHismamu”, "Cnoci6
3acTocyBaHHsa Ta go3n", "Mepego3ysaHHs", "Mob6iyuHi peakuyii 3rigHo 3
iHchopMmaLieto W00 MeaUYHOro 3aCToCyBaHHSA ped)epeHTHOro
nikapcbkoro 3acoby (ACMIPUH KAPAIO, Tabnetku, BKpUTI
KMLLKOBOPO34YMHHOK 060/10HKOH); 3MiHM | Tuny - AAMiHICTpaTuBHI

Ne 30 - 6e3
peyenma,
Ne 100 — 3a
peyenmom

UA/14167/01/02
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
3MiHW. 3MiHa Ha3BW NiKapcbKoro 3acoby - 3aTBepAXeHO:

AueTnncaniumnoa kucnota (Acetylsalicylic acid); 3anponoHoBaHo:
AueTtunka-Tesa Kappgio (Acetylka-Teva Cardio); 3minu | Tuny -
AZMIHICTPaTMBHI 3MiHN. BuydyeHHs1 BUPOGHMYOT AinbHuL (BKIHOHYAKUM
OinbHUUi gns A®l, NpoMiXXHOro NPOAYKTY abo roToBOro NikapcbKoro
3aco6y, AinbHULI 418 NPOBEAEHHS NaKyBaHHSA, BUPOOHYIKa,
BiANOBIAA/ILHOIO 3a BMMYCK Cepiii, MiCLie NPOBEAEHHS KOHTPOJIO Ccepil)
ab0 noctavasibHVKa BUXIQHOrO MaTepiany, peareHTy abo [0oNoMiKHOI
PeYoBUHM (SIKLLO 3a3HAYEHO Y A0CbE) - BunyyeHHs BupobHuka M3
AxTasic /ITA, ManbTa; 3MiHu | TUNYy - 3MiHK WoA0
6e3nekn/edhekTMBHOCTI Ta thapmakoHarnsagy (iHwi 3mMiHW) - 3MiHK B
MapKyBaHHS YNakoBKV 3 MapKETUHIOBUX MPUYMH; 3MiHW | TURy - 3MiHN
Loao 6e3nekn/edpekTBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo cuctemy hapmMmakoHarisgy
(BBEAEHHSA Y3araslbHEHUX AaHVX NPo cucTemMy hapmakoHarnsgy, 3amiHa
YMOBHOBaXEHOT 0c06u, BiANOBIAAIbHOI 3a 34iiCHEHHS
chapmakoHarnsgy; KOHTaKkTHoi 0cobu 3 hapmakoHarnagy 3asBHvKa Ans
3ailicHeHHs hapMakoHarnagy B YkpaiHi, SiKILO BOHa BigMiHHA Bif
YMOBHOBaXEHOT 0c06u, BiANOBIAAIbHOT 3a 34iiCHEHHS
thapMakoHarnagy (BKiovaroun KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MilLeHHi MacTep-thaiina cuctemn hapmakoHarnagy) - 3miHa
yMOBHOBaXeHOT 0cobu 3aaBHMKa. [itoya pegakuyis- lise Sjoholm.
MponoHoBaHa pepakuisi- Dr. Hevda Voliovitch. 3miHa koHTakTHOT ocobm
[AnA 3giicCHEHHA dhapMakoHarnsay B Ykpaini. [jitoya pefakuis —
BoraTuyk KatepuHa MuxaiinisHa.

MponoHoBaHa pepakuisa — buctposa OkcaHa BitaniiBHa. 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0CO6UN. 3MiHA KOHTaKTHUX AaHNX
KOHTaKTHOT 0cO6U. 3MiHa NPOBaAXXEHHS OCHOBHOT AiS/IbHOCTI 3
thapmakoHarnagy Ta 36epiraHHs Mactep-caiiny.; 3miHu | Tuny - 3miHn
oo 6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnagy. 3miHa y KopoTkiii
XapaKTepucTu1Li Nikapcbkoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLi
AN MeAMYHOro 3acToCyBaHHA Ha NiACTaBi peryispHo OHOB/IOBAHOTO
3BiTY 3 6e3nekun Nikapcbkoro 3acoby, abo focnimkeHb 3 6e3neku
3aCTOCYBaHHS NikapcbKoro 3acoby B Mic/speecTpaviiiHvii nepioa, abo
AK pe3ynbTar OUiHKW 3BIiTY 3 AOCNiAKEHb, NPOBEAEHMX BigNoBigHO A0
nnaHy negiatpnyHux gocnimpkeHs (PIP) (iHLWi 3MiHW) - 3MiHW BHECeHi A0
IHCTPYKLi y po3ginu "MpoTunokasaHHs", "B3aemogis 3 iHWvMu
nikapcbkMu 3acobamu Ta iHWi BUuAn B3aemogiii”, "Oco61mMBOCTi
3acTocyBaHHA", "3acTocyBaHHs y nepiog BariTHOCTi abo rogyBaHHs
rpyaaro”, "Cnocib 3actocyBaHHA Ta fosun”, "MNepenosysaHHs", "Mo6iyHi
peaxuii” BignoBigHO A0 OHOBMEHOT iHhopMaL,ii 3 6e3neku Aioyol
PeYOoBUHY; 3MiHU | TUNY - 3MiHK 3 IKOCTi. FTOTOBWIA NiKapcbkuii 3aci6.
3MiHU Yy BUPOGHMUTBI. 3MiHU BUNpobyBaHb abo AOMYCTUMUX MEX,
BCTaHOB/IEHMX Y cneuundikauisx, nig yac BUpoOHULTBA rOTOBOrO
NiKapcbKoro 3acoby (BUyYEHHS HECYTTEBOrO BUNPOOYBaHHSA B NPOLECI
BMPOGHMLTBA) - BunyuyeHHa BUNpobyBaHHs 3a NOKa3HVKOM
«Po3nagaHHsA» B npoueci Bupo6HuLTBa /13 3a HasABHOCTI

BMNPOGYBaAHHS 3a NOKA3HMKOM «Po3unHeHHs» B cneumdikauii 13;
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep

peecmpayjitiHo2

0 NocBIOYEHHS

3MiHM | Tuny - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapCbKoro 3acoby. 3mMiHa y MeTofax BUNpobyBaHHS
rOTOBOrO J1iKapCbKOro 3acoby (He3HauHa 3MiHa y 3aTBepAKEHNX
MeTofax BUNpobyBaHHS) - He3HauHa 3MiHa B MeToAWL, BU3HAYEHHS
«CynpoBigHUX JOMILLIOK» 3 METOI BAOCKOHaIEHHS METOAMNKN
(3MeHLLEHHA 06 emy 3paska 3 20 MK 4o 15 MKn); 3MiHu | Tuny - 3MiHK
3 AKOCTi. [oTOBWMIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOTO JiKapCbKOro
3aco6y. 3miHa napameTpiB cneyudikaLiin Ta/abo fonycTUMKUX MEX
roOTOBOrO Nikapcbkoro 3acoby (iHwi 3miHK) - BigbyBatoTbca peaakuiliti
3MiHM Wwoao npusefeHHss MKA 13 y BiANOBIAHICTb 40 OPUTiIHAUTLHOTO
po3giny 3.2.P.5.1., Akuii noaaBaBcsa Npu peecTpadii, B TOMy uuchi
[0Ja€EeTbCs po3Mip Tabnetkn 7,2 mm ans gosysaHHsa 100 mr i 9,2x5,2
MM A/15 803yBaHHA 75 Mr. - 3MiHM BHECEHi 0 IHCTPYKUIT y po3ain
"Mikapcbka dhopma”; 3miHu | TMNy - 3MiHKU 3 SKOCTI. FOTOBMIA Nikapcbkuii
3aci6. Cucrtema KoHTeliHep/3akynoptoBasibHUA 3aci6. 3MiHa y
MepBWHHIA yNakoBLji rOTOBOrO Jlikapcbkoro 3acoby (Tun koHTeliHepa abo
[lofaBaHHsA HOBOrO KOHTelHepa) - TBepai, M'siki Ta HeCTepW/IbHI piaKi
nikapcbki oopmm - lonatkosuii BUg, i po3mip ynakoskn HDPE
KoHTeliHep o 35 mn: no 100 TabneToK y KOHTeHepi; 3MiHN BHECEHI A0
IHCTPYKLUiT y po3ainu "Ynakoska", "KaTeropis Bignycky" (peectpauis
popatkosoi ynakosku Nel0O0 3 kaTeropieto Bignycky "3a peuentom”);
CynyTHS 3MiHa - 3MiHUM 3 SKOCTi. F0TOBWIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWi 3aci6. 3MiHa po3mipy ynakoBKU rOTOBOrO
niKkapcbKoro 3acoby (iHwi 3miHun); 3miHn | Ta Il TMny, 3miHa 3asiBHMKA
(BnacHvika peecTpauiiHoro noceigyeHHs) (3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460)

26.

BAKNO®EH

Tabnetkv no 10 wr,
no 50 TabneTtok y
noninponizieHoBomy
haKoHi 3 KPULLIKOHO
i3 amopTn3aTopom
Ta 3aX1CHUM
Kinbuem; no 1
chnakoHy B
KapTOHHI Kopo6Lyi

PapmaueBTn
YHMI 3aBog
“Monbthapma”
C.A.

MonbLla

PapmaLeBTu

YHUIA 3aBOj

“Monbthapma
" C.A.

MonbLla

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis:
3MiHM | TRy - 3MiHK Woao 6e3nekn/edpeKkTNBHOCTI Ta
dhapmakoHarnsgy. BeefgeHHsa abo 3MiHM 40 y3arasibHEHVX AaHUX Npo
cuctemy chapmakoHarnagy (BBeAeHHs y3arasibHeHVX AaHuX Npo
cuctemy hapmakoHarnsgy, 3miHa ynoBHoBaxKeHoT ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA (hapMakoHarns4y; KOHTakTHOT 0cobu 3
hapmakoHarnsgy 3asBHUKa Ans 34iiCHEHHA dhapmakoHarnsagy B
YkpaiHi, SKLLO BOHa BigMiHHA Bif yNOBHOBa)KeHOT 0cobwu,
BiANOBiAANLHOI 3a 3filicHeHHS (hapMakoHarnaay (Bki4vakum
KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MiILLLEeHHI MacTep-dalina cucremm
thapmakoHarnagy) - 3miHa KOHTakTHOI 0co6W, BiANOBIAA/ILHOI 3a
3ailicHeHHa hapMakoHarnsgy: MNponoHoBaHa pejakLis - TaHacoBa
3opsiHa MukonaiBHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI ocobu,
BiNOBiAA/IbHOI 3a 34ilICHEHH:A hapmakoHarnsgy

3a
peyerimom

UA/0497/01/01

27.

BAK/TO®PEH

Tabnetku no 25 wr,
no 50 Tabnetok y
noninponisieHoBomy
(hNaKoHi 3 KPULLIKOKO
i3 amopTusaTopom

PapmaueBTn
YHU 3aBog
“Monbthapma”
C.A.

MonbLa

dapmaLesTu

YHUIA 3aBOj

“Monbhapma
" C.A.

MonbLa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHM | TRy - 3MiHK Woao 6e3neku/edpekTnBHOCTI Ta
dhapmakoHarnsgy. BeefeHHsa abo 3MiHM 0 y3araslbHeHNX AaHUX Npo
cuctemy chapmakoHarnagy (BBeAeHHs y3arasibHeHVX AaHux Npo
cuctemy thapmakoHarfisgy, 3miHa ynoBHOBaXKeHOI 0cobu,

Ta 3aX1CHUM BifiNOBIfabHOI 3a 34iICHEHHS hapMakoHarnsaay; KOHTaKkTHOI 0cobm 3
Kinbuem; no 1 chapmakoHarnsgy 3asBHUKa A1 34ilicHeHHs hapMakoHarnagy B
dh/1akoHy B YKpaiHi, SKLLIO BOHA BigMiHHa Bifi YNOBHOBaXKEHOI 0cobu,

3a
peyenmom

UA/0497/01/02
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
KapTOHHI KOpo6Lyi BiANOBIAA/IbHOI 3a 34ilicCHeHHS thapmakoHarnagy (Bkiovakum
KOHTaKTHI AaHi) Ta/abo 3MiHU y po3MilLeHHi MacTep-ghaiina cuctemu
thapmakoHarnagy) - 3miHa KOHTaKTHOI 0co6w, BiANOBIAAILHOI 3a
3pificHeHHs hapmMakoHarnsgy: NMponoHoBaHa pegakuis - TaHacoBa
3opsiHa MukonaiBHa. 3MiHa KOHTakTHUX AaHUX KOHTakTHOI ocobu,
BiZJNOBIAANbHOI 3@ 3AiiCHEHHS hapmakoHarnsaay
28. | BETANOA- necapii no 200 wr, TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 6e3 UA/13830/01/01
DAPMEKC no 7 necapiis y "PAPMEKC "®APMEKC AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo afipecy 3asiBHUKa peuenma
6nicTepi, no 1 a6o 2 reyn" reyn" (BNacHvika peecTpauiiHoro NocBigYeHHs) - 3MiHa agpecu 3asBHUKa
6nicTepy B navu,j 3 (BBeggeHHA 3MiH MPOTAroM 6-TW MicsLiB NicNs 3aTBEPLKEHHS); 3MiHY |
KapTOHY TMNy - AOMiHICTpaTBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu
MiCLil NPOBaPKEHHS AiS/IbHOCTI BUPOOHUKa/iMnopTepa roToBoro
nikapcbKoro 3acoby, BKIHOYAKUN AiNbHNL BUNYCKY cepii abo Micue
NpoBeAEeHHS KOHTPOIO AKOCTI. (AisNbHICTb, 3a AKY Bignosigae
BMPOGHUK/IMNIOPTEP, BK/IKOYAKOUM BUMYCK CEPIll) - YTOUHEHHS afpecu
BMpo6Huka 13 TOB "®APMEKC IM'PYM", YkpaiHa 6e3 3MiHn Micus
BUpO6HMUTBA (BBEAEHHS 3MiH MPOTAroM 6-TW MicAUiB nicns
3aTBEPAKEHHS); 3MiHM | TNy - 3MiHW 3 SKOCTi. [O0TOBWUIA NikapCbKni
3aci6. Cuctema KoHTeliHep/3akyrnopoBanbHuii 3aci6. 3MiHa po3mipy
yNakoBKN rOTOBOrO NiKAPCbKOro 3acoby (BUMYYEHHS YNakoBKV NEBHOO
po3mipy) - BUayyYeHo Buay nakyBaHHsa M13: Ne 5 (5x1), Ne10 (5x2) 3
BiANOBIAHMMYM 3MiHaMK Yy p. YnakoBka (BBegeHHs 3MiH NpoTsArom 6-tu
MicaLiB Nic/a 3aTBepAKEHHS)
29. BETONTUK® S Kpanni ouHi, 0,25 % HosapTic LLIseliyapi AKOH- Benbris BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiais: 3a UA/8509/01/01
noswmny dapma Al A KyBpbop 3MiHM | TUNY - NOAAHHA OHOBMEHOTO cepTudikaTy BiANOBIAHOCTI peyenmom
hnakoHax- €poneiicbkoi thapmakonei: CEP Ne R1-CEP 2009-344-Rev.01 Big,
KpanesbHULAX 3aTBEpPAKEHOro BMPOoGHMKa Ad| 6eTakconony rigpoxiopuay. byno
"[Opon-TeiiHep®"; no pO3LWMPEHO Nepios NEPEKOHTPOO cybeTaHLii 3 3 pokiB 40 5 pokis
1 donakoHy-
KpanenbHuLi B
KOpo6Lli 3 KapTOHY
30. BET®EP®-1A PO34MH ANA iH'eKLii TOB "®3 Ykpaina TOB "®3 Ykpaina BHECEHHS 3MiH [0 peecTpayiiiHux maTtepianis: 3miHu | TURy - 3a UA/13963/01/02
no 12 000 000 MO, "BIODAPMA" "BIO®APMA AOMIHICTPaTVBHI 3MiHW. BUy4YeHHs1 BUPOOHMYOT AiNbHULI (BKIHOYAOUN peyenmom

5 wnpuuyis (06'emomM
1 mn) y 6nicTepi; no
2 6nictepun B nauuj;
5 amnyn (06'emom 2
mn) y 6nictepi; no 2
6nicTepu B nauuj

ninbHUU ana A®l, npomikHOro NPoAyKTy abo roToBOro JlikapcbKoro
3aco0y, AiNbHULI ANs NPOBELEHHS NaKyBaHHS, BUPOOHNKa,
Bi4NOBIAA/IbHOIO 3a BUMYCK Cepiid, MicLle NPOBeAEHHS KOHTPOJTHO cepil)
ab0 nocTtavasibHVKa BUXIQHOrO MaTepiany, peareHTy abo [0NoMiKHOI
PEYOBMHM (SIKLLLO 3a3HAYEHO Y [OCLE) - BUNYHYEHHSI BUPOGHMYOT
AinbHuui NpAT "BIODAPMA”, YkpaiHa; CynyTHs 3MiHa
- 3MiHK 3 fKoCTi. F0TOBUIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHUi 3aci6. 3MiHa po3mipy YNakoBKU FOTOBOrO
NiKapcbKoro 3acoby (BUyYEHHS YNakOBKU MEBHOMO PO3Mipy) - y 3B’A3KY
3 NPUNMHEHHAM BUPOOHMLTBA NiKapCbKOro 3acoby Ha BUPOGHMUIl
AinbHuui MNpAT " BIOPAPMA ", YKpaiHa, BU1y4atoTbCA YNakoBKu
nikapcbkoro 3acoby no 5 a6o 10 amnyn (06’emom 2 M) y nadui Ta no 5
a60 10 dpnakoHiB (06'eMoM 5 M) y nadui. K HacNiLOK BHECEHHS
KoperyBaHHs [i0 NOKa3HWKIB Y cneuyudikallito Ta METOAN KOHTPOSI0
SIKOCTi e 3a3HaveHa iHhopMauis Wo40 BUIYYEHHST YNAaKOBOK
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
31. | BUIE BYTinnga® Tabnetku, 210 wmr, TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [0 peecTpayjiiiHuX maTepianis: pMiHu | Tuny - 6e3 UA/16126/01/01
no 10 Tabnetok y "OMHI®APM "®APMEKC AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo afpecu 3asBHUKa peuenma
6nicTepi; no 1 A KMiB" reymn (BnacHvKa peecTpaLiiiHoro nocBigYeHHs). BBeaeHHs 3MiH NpoTsArom 3-x
6nictepy B MiCALIB MiC/1A 3aTBEPKEHHS. 3MiHM | TUMy - 3MiHM 3 AKOCTi. [0TOBWMIA
KapTOHHI nauui; no nikapcbkuii 3aci6. CtabinbHiCTb. 3MiHa y TepMiHax NpuaaTHOCTI abo
12 TabneToK y ymoBax 36epiraHHsi TOTOBOrO MiKapCbKOro 3acoby (36iNbLUeHHS TepMiHY
6nicTepi; no 2 npuAaTHOCTI FOTOBOrO MiKapCbKOro 3acoby) - 15 TOproBoi ynakoBKu
6nictepu B (NiaTBEPOKYETLCA AAHUMW PEeasIbHOMO Yacy) 36iNbLUeHHA TePMiHY
KapTOHHI navui npraaTHOCTI TOTOBOTO JIiKAPCbKOro 3acoby 3 2-X PokiB A0 3-X POKIB.
BBefeHHs1 3MiH NpoTAroM 3-xX MicsiLiB NicNsl 3aTBEPAKEHHS.
32. BlconPonon - Tabnetku no 5 mr, AT Ykpaina AT Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/8672/01/01
KB no 10 Ta6neTok y "KNIBCbKWI "KNTBCbKI 3MiHM | TUNY - 3MiHa Yy MeToAax BUNPo6yBaHHs rOTOBOTO JliKapCbKoro peyenmom
6nicTepi; no 3 BITAMIHHWIA " 3ac00y - yA0CKOHa/IEHHSI METOAMKN KOHTPOSIH0 nokasHuka «CynpoBigHi
6nictepu y nauui 3ABOA" BITAMIHHW [OOMILLKV» Ha TOTOBUIA NiKapCbKkuii 3acib, MeTog, pianHHOI
" 3ABOA" xpomaTorpadii. NMpoBeAeHHA KOHTPOSIIO NepeBefeHo Ha ynbTpa
KOJIOHKM, aKTyasli30BaHO BUKIaAEHHA METOANKM
33. BICOMNPONON - Tabnetkv no 10 wr, AT Ykpaina AT Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/8672/01/02
KB no 10 Ta6neTok y "KNIBCbKWI "KNTBCbKI 3MiHM | TUNY - 3MiHa Y MeToAax BUNPoByBaHHs rOTOBOTO JiKapCbKOro peyenmom
6nicTepi; no 3 BITAMIHHW/ i 3ac00y - yAO0CKOHa/IEHHSI METOAMKN KOHTPOSIK0 NokasHuka «CynpoBigHi
6nictepu y nauui 3ABO4" BITAMIHHW [OOMILLKV» Ha TOTOBUIA NiKapCbkuii 3aci6, MeTog, pianHHOI
" 3ABOA" xpomaTorpadii. NMpoBeAeHHA KOHTPOSIIO NepeBeAeHo Ha ynbTpa
KOJIOHKM, aKTyali3oBaHO BUKIaAEHHA METOANKM
34. BIConPONoOn - Tabnetk no 5 mr, AT YKpaiHa AT YKpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/8672/01/01
KB no 10 TabneTtok y "KNIBCbK "KNIBCbKW 3MiHK | TNy - 3MiHK WoAo 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsgy peuyenmom
6nicTepi; no 3 BITAMIHHW i - po3gin «IpadiyHe ohopMIEHHS YNaKOBKM» 3aMiHEHO PO3/i/IOM
6nicTepy y nauui 3ABO4" BITAMIHHW «MapkKyBaHHs». BBefjeHHA 3MiH npoTarom 3-x MicsLiB nicns
" 3ABOA" 3aTBEpPMAKEHHS; 3MiHM | Tuny - B po3aini «Cknag» macy 1abnetku
3a3HayeHo B Mr 3aMiCTb T, Ha3BY [OMNOMDKHOI PEHOBUHU «/1aKT03a,
MOHoOrifpar» NpMBeAeHO Y BifNOBIAHICTL A0 MoHorpadii 4PY; 3MmiHu |
MRy - 3MiHa y MeTogax BUNpobyBaHHS rOTOBOTO JTiKapCbKOro 3acoby
(He3HauHa 3MiHa y 3aTBEpAXEHUX MeToAax BUNpobyBaHHs); 3MiHu |
T™Mny - 3MiHU BUNPO6YyBaHb ab0 fONYCTUMUX MEX, BCTAHOBNEHNX Y
cneumdikayisix, nig 4ac BUPOGHMLTBA rOTOBOTO JliKapCbKOro 3acoby;
3MiHK | TMNY - 3MiHa TepMiHY NpUAATHOCTI Hepo3d)acoBaHOi NPoAYKUi
35. BICcOonPONON - Tabnetkv no 10 wr, AT Ykpaina AT Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/8672/01/02
KB no 10 TabneTtok y "KUIBCbKWI "KMNIBCbKN 3MiHM | TUny - 3MiHK Wwoao 6e3nekn/eddekTMBHOCTI Ta hapmakoHarnsay peyenmom
6nicTepi; no 3 BITAMIHHW i - po3gin «IpaciyHe ohopM/IEHHS YNaKOBKM» 3aMiHEHO PO3[i/IOM
6nicTepy y nauui 3ABO" BITAMIHHW «MapkKyBaHHs». BBej,eHHA 3MiH npoTarom 3-x MicsauiB nicns
" 3ABOA" 3aTBepPMAKEHHS; 3MiHuM | Tuny - B po3aini «Cknag» macy Tabnetku
3a3HayeHo B Mr 3aMiCTb T, Ha3BY [OMNOMIKHOI PEHOBUHU «/1aKT03a,
MOHOrifpar» NpMBeAeHO Y BifNOBIAHICTb A0 MoHorpadii PY; 3MmiHu |
TUMy - 3MiHa y MeToAax BUNpobyBaHHS roTOBOr0 /ikapcbKoro 3acoby
(He3HayHa 3MiHa y 3aTBepMKEeHNX MeToAax BUNPOBYyBaHHS); 3MiHK |
TUMY - 3MiHW BUNPO6yBaHb abo AONYCTUMUX MEX, BCTAHOB/IEHUX Y
cneuudikayisix, nig yac BUPOOGHULTBA FOTOBOrO NiKapCbKoro 3acoby;
3MiHM | TUNY - 3MiHa TepMiHY NPWMAATHOCTI Hepo3d)acoBaHol NpPoAyKu;ii
36. BlconpPonony NOPOLLIOK AT Yecbka KOPAEH ®paHuis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny - 3MiHu 3 - UA/13351/01/01
PYMAPAT (cy6eTaHuis) y "MIMKo®apma | Pecny6nik PAPMA sKocTi. CepTudikat BignosigHocTi/l E-cepTudoikat BignoBiAHOCTI
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
noAagiiHNX " a LLIEHOB €Bponelicbkin hapmakonei/moHorpadii. NMogaHHA HoBOro abo
nonieTuneHoBmx OHOBJIEHOTO cepTudiKaTa BifgNoBIigHOCTI abo BUyYeHHs cepTudiikara
MilKax gns BifNoBigHOCTI €Bponelicbkili hapmakonei: ans A®l; ans BUxigHoOro
dhapmaLeBTU4YHOro maTepiany/peareHTy/MPOMKHOIO NPOAYKTY, L0 BUKOPUCTOBYIOTLCSA Y
3acToCyBaHHS BMPO6HULTBI A®I; Anst 4ONOMIXHOT pevoBuHU (cepTudpikar
BiANOBIAHOCTI €Bponeichbkiin thapmakonei) - HoBuii cepTuddikaT Bif BXe
3aTBEPAKEHOI0 BUPOBHMKA - NOAAHHS HOBOrO cepTudikara
BiAnoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP 2008-143-Rev 01
Ans pitoyoi pevosrHu Bisoprolol fumarate Bif Bxe 3aTBepakeHoro
BMPOGHMKA
37. BOHAEPM Masb, 20 mr/rno 151 | Benyno, niku Xopsaris Benyno, niku Xopsaris BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/15555/01/01
y Ty6i, no 1 Ty6i y Ta Ta 3MiHM | Tuny - 3MiHK Wwoao 6e3nekn/ethekTnBHOCTI Ta peyenmom
KapTOHHI navui KOCMeTuKa, KOCMeTuKa, dhapmakoHarnsgy. BeefeHHsa abo 3mMiHM 0 y3araslbHEHNX AaHUX Npo
a.n. a.n. cuctemy chapmakoHarnagy (BBe4eHHs y3arasibHeHNX AaHux Npo
cuctemy thapmakoHarnisgy, 3miHa ynoBHOBaXKeHOI 0cobu,
BiANOBIAA/ILHOI 32 34iiCHEHHSA hapMakoHarns4y; KOHTakTHOT 0cobm 3
chapmakoHarnsgy 3asBHUKa AN 34ilicHeHHs hapMakoHarnagy B
YkpaiHi, KLLO BOHA BifMiHHA Bifi yNOBHOBaXKEHOT 0cobu,
BiANOBIAANLHOI 3a 34ilicCHeHHS hapmakoHarnagy (Bkaovarum
KOHTaKTHi AaHi) Ta/abo 3MiHU y po3MilLEeHHI MacTep-ghaiina cuctemu
thapmakoHarnsgy) - 3MmiHa KOHTaKkTHOI 0cobu 3 chapmakoHarnagy
3asBHUKa 415 34iiCHEHHSA hapmakoHarnsgy B YkpaiHi. MponoHoBaHa
pepakuis: lwyk Hatanka MNeTpiBHa. 3MiHa KOHTaKTHUX AaHWX
KOHTaKTHOI 0co6U 3 thapmakoHarnsgy 3asaBHVKa 415 34iACHEHHS
hapMakoHarnisay B YkpaiHi
38. BOHAPOHAT® TabneTku, BKpUTI ®.XothdpmaH Lselivapi BupobHuute | LUBeliuapi BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3miHu Il Tuny - 3MiHn 3a UA/5557/02/01
nNiBKOBOKO H-J17 Powwu A 0 a/ wopo 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy. BHeceHHs abo peuyenmom
o6onoHkoto, no 50 nrh Hepo3dghacos Benuvka 3MmiHa(1) Ao 3060B'A3aHb Ta YMOB BUAadi peecTpauiiiHoro nocBig4eHHs,
Mr, N0 7 TabneTok y aHoi BpuTaHis BKOYatoun MNnaH ynpasaiHHA pusnkamu (3acTocyBaHHA 3MiH(K), sKi(a)
6nicTepi; no 4 NPOAYKLUT, BMMaraTb(€) NOJaNbLIOro 06I'pyHTYBaHHA HOBUMMW AOAATKOBUM
6nictepn y BUNpobyBaH AaHUMK, L0 MaoTb HaAaBaTUCA KOMMETEHTHAM OPraHoM, OCKINbKK
KapTOHHI navui HAl KOHTPOSIO BMMaraeTbCs CyTTEBA OLLiHKA KOMMNETEHTHUM OpraHoMm) - BUkoHaHHs
AKOCTI, 30060B'A3aHb BiAMOBIAHO A0 NiANYHKTY 2.3 NyHKTY 2 gogatky 15 ao
BUMYCK cepii: Mopsaky NPoBeAEeHHS eKCNepTu3n peecTpaliiHnx maTepianis Ha
& . XoppmaH nikapcbki 3aco6u, Lo NoAalnTbCa Ha AepXaBHY peecTpaLiiio
H-J1a PoLu (nepepeecTpalito), a TakoX ekcnepTv3y martepianis Npo BHECEHHS 3MiH
nra, [0 peecTpauiiHnx MaTepianis NpoTArom Aii peecTpauiiHoro
LLiseiiuapis; NnocBiAYeHHs, 3aTBepakeHoro Hakazom MO3 Big 26.08.2005 Ne 426 (y
Brpo6HMUTB pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)
o
Hepo3dgracoB
aHol
npoayKuir,
BMNpO6YyBaH
HS1 KOHTPOSO
AKOCTI:
MeHH

dapmacbHoTi
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
Kan
Cepsices
nta, Benvka
BputaHis;
MepBuHHE Ta
BTOPUHHE
nakyBaHHS:
IBepc-Ni Al',
LBeliuapis;
MepBuHHE Ta
BTOPVHHE
naxkyBaHHs,
BMNpOGYBaH
HAl KOHTPOSIO
AKOCTI:
®.XochdpmaH
H-/1a PoLu
NTa,
LLIBeliLapis
39. BA3AP TabneTku, BKPUTI TOB "TeBa Ykpaina AxTasic NTA, ManbTta/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/5463/01/01
nNiBKOBOKO YkpaiHa" ManbTa; Bonrapis 3MiHu | TUNy - 3MiHa NapamMeTpiB cneymdikayin Ta/abo gonyCTUMUX MeX peyernmom
o6onoHkoto, no 40 BankaHdap roTOBOrO JliKapCcbKoro 3acoby - 3miHM A0 cneuudikauii Ta meToais
Mr no 10 TabneTok y Ma-[ynHuus KOHTPO/I0 rOTOBOTO NiKapcbkoro 3acoby, a came BHECEHHS
6nictepi, no 3 a6o 9 AT, Bonrapis pefakuiiHMX NpaBoK 3 NPUBEAEHHSAM creundikaL,ii roToBoro
6nicTtepiB y nikapcbKoro 3acoby y BifMoBigHICTb [0 OpUriHaNIbHOT cneumndikadii
KapTOHHI Kopo6Lyi BMPOGHMKa y po3aini 3.2.P.5.1 Cneuudikadii peecTpauiiiHoro Aocbe,
6e3 3miH NnapameTpiB Ta AoNyCTUMUX MeX. BHacnifok KopurysaHHs
BUMOT A/171 NokasHuka «Onuc», aHanoriyHe hopMyIloBaHHA Y MeToAax
KOHTpONI0 Byfe BiapeaaroBaHo, Lo ABNse COO00 pefakTopChbKy
npaskKy, OCKi/Ibkn He BY/10 A04aHO ab0 BUTYHEHO XKOAHUX
XapakTepucTUK 30BHILLUHLOrO BUTNAAy TabneTkn. BBefAeHHA 3MiH
npoTArom 3-x MicsiliB nicnsa saTBepAXeHHsA
40. BA3AP TabneTkn, BKPUTI TOB "TeBa Ykpaina AxTasic 1T/, Manbta/ BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiais: 3a UA/5463/01/02
nNiBKOBOKO YkpaiHa" ManbTa,; Bonrapis | 3miHu | Tny - 3MiHa napameTpiB cneyndikauii Ta/abo AoNycTUMUX MEX |  peyernmom
060/10HKO0, Mo 80 Bankandap roToBOro Nikapcbkoro 3acoby - 3mMiHM 40 cneyndikauii Ta MeToais
mr no 10 TabneTok y Ma-AynHnusa KOHTPO/110 FOTOBOrO NiKapCbKoro 3acoby, a caMe BHECEHHS
6nicTepi, no 3 abo 9 AT, Bonrapis pefakuiiHuX NpaBoK 3 NpUBEAEHHAM cneuudikallii rotoBoro
6nictepiB y nNiKapcbKoro 3acoby y BiANOBIAHICTb A0 OpUriHa/IbHOT cnewmdikadii
KapTOHHI KOpoOL BUpO6HMKa Y po3gini 3.2.P.5.1 Cneundbikauii peectpauiiiHoro Aocbe,
6e3 3MiH napameTpiB Ta 4ONYCTUMUX MeX. BHaCNifoK KopuryBaHHs
BUMOT A/191 NokasHuka «Onucs», aHanoriyHe hopMy IloBaHHA Y MeToaax
KOHTpONt0 Byae BigpeaaroBaHo, Lo ABAsE COH600 pefaKTopCbKy
npasKy, OCKi/Ibkvi He 6yn0 foAaHo abo BUMYyHYEHO XOLHUX
XapakTepucTUK 30BHILLHLOTO BUrNAAy TabneTkn. BBefgeHHA 3MiH
npotarom 3-x MicaliB Nicnsa 3saTBepAKEeHHsA
41. BA3AP TabneTku, BKpUTI TOB "TeBa Ykpaina Axtasic NTA, ManbTta/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3a UA/5463/01/03
nNiBKOBOKO YkpaiHa" ManbTa; Bonrapis 3MiHM | TUNY - 3MiHa napameTpiB cnewudikauiii Ta/abo fonycTUMNX Mex peyernmom

060/10HKOH0, N0 160

BaskaHdap

roTOBOrO /iKapcbKoro 3acoby - 3MiHM A0 cneundikauii Ta MeToais
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
Mmr no 10 Tabnetok y ma-[ynHuus KOHTPO/I0 FOTOBOIO /liKapCbKOro 3acoby, a came BHECEHHS
6nicTepi, no 3 abo 9 AT, Bonrapis pefakuiiHUX NpaBoK 3 NPUBEAEHHAM cneuudikaLllii roToBoro
6nicTepiB y nikapcbKoro 3acoby y BifNoBigHICTb [0 OpUriHaNbHOT cneumdikadii
KapTOHHI Kopo6Lyi BMPOGHMKa y po3gini 3.2.P.5.1 Cneuundikauii peecTpauiiiHoro Aocbe,
6e3 3MiH NapameTpiB Ta AoNyCTUMUX MeX. BHaCNifoK KopuryBaHHs
BMMOT 47171 MOKa3HWKa «Onuc», aHanoriyHe hopMysiloBaHHS y MeTogax
KOHTpONI0 Byfe BiApeaarosaHo, Lo ABASE COO0K pefakTOpChbKy
npasKy, OCKifIbkvi He 6yn0 foAaHo abo BUIYHYEHO XOLHUX
XapaKTepUCTUK 30BHILLHBLOrO BUrNALY TabneTkn. BBeaeHHsA 3MiH
npoTArom 3-x MicsiliB nicnsa 3aTBepaKeHHs
42, BA3AP TabneTku, BKPUTI TOB "TeBa Ykpaina AxTasic NTA, ManbTta/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/5463/01/04
nNiBKOBOKO YkpaiHa" ManbTa; Bonrapis 3MiHu | TUNy - 3MiHa NapamMeTpiB cneymdikawin Ta/abo gonyCTUMUX MeX peyernmom
o6onoHkoto, no 320 BankaHdap roTOBOrO JliKapCcbKoro 3acoby - 3miHM A0 cneuudikauii Ta meToais
Mr no 10 TabneTok y Ma-[ynHuus KOHTPO/I0 rOTOBOTO NiKapCcbkoro 3acoby, a came BHECEHHS!
6nicTepi, no 3 a6o 9 AT, Bonrapis pefakuiiHMX NpaBoK 3 NPUBEAEHHSAM creumdikaL,ii roToBoro
6nicTepiB y nikapcbKoro 3acoby y BifMnoBigHICTb [0 OpUriHaNIbHOT cneumndikadii
KapTOHHI Kopo6Lyi BMPOGHMKa y po3aini 3.2.P.5.1 CneuudpikaLii peecTpauiiiHoro Aocbe,
6e3 3MiH NnapameTpiB Ta AoNyCTUMUX MeX. BHacnifgok KopurysaHHs
BUMOT A/171 NokasHuka «Onuc», aHanoriyHe hopMy IloBaHHA Y MeToAax
KOHTpONI0 Byfe BiapeaaroBaHo, Lo ABNse COO00 pefakTopChbKy
npaskKy, OCKi/Ibkn He BY/10 A04aHO ab0 BUTYHEHO XKOAHUX
XapakTepucTUK 30BHILLUHLOTO BUTNAAy TabneTkn. BBefAeHHA 3MiH
npoTArom 3-x MicsiliB nicnsa saTBepAXeHHsA
43. | BA3APA Tabnetkun, BKpUTI TOB "TeBa YkpaiHa BankaHdap Bonrapis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/16612/01/01
nNiBKOBOKO YkpaiHa" Ma-[ynHuus 3MiHM | TNy - 3MiHa y MeTogax BUNpoOyBaHHS rOTOBOrO NiKapCbKoro peyenmom
060/10HKOI0, N0 5 AT 3acoby - n. "CynposigHa gomiwka A BancaptaHy (D-BancapTaH) - 3miHa
mr/80 mr, no 7 yacy yTpvMaHHs BasicapTaHy, AOMILKU A BasicapTaHy Ta amioauniHy,
Tabnetok y 6nictepi, Ta 36iNblUEHHS TpuBasocTi aHanidy 3 20 xB. Ha 40 xB.
no 2 a6o 4 6nictepu
y kopo6uj; no 10
Tabnetok y 6nictepi;
no 3 a6o 9 6nictepis
y Kopoo6ui
44, BA3AP A TabneTku, BKpUTI TOB "TeBa Ykpaina Bankandap Bonrapis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3a UA/16612/01/02
nniBKOBOO YkpaiHa" Ma-[ynHuua 3MiHY | TUNy - 3MiHa y MeToAax BUNpobyBaHHSA roTOBOro NikapcbKoro peyenmom
060/10HKO0, M0 5 AT 3acoby - n. "CynposigHa gomiwka A BasicapTaHy (D-BasicapTaH) - 3miHa
Mr/160 mr, no 7 yacy yTprYMaHHsa BasicapTaHy, AOMIlIKM A BasicapTaHy Ta aM/1o4umiHy,
Tabnetok y 6nictepi, Ta 36iNblUeHHs TpuBasiocTi aHanidy 3 20 xB. Ha 40 xB.
no 2 a6o 4 6nictepu
y Kopob6uj; no 10
Tabnetok y 6nictepi;
no 3 a6o 9 6nicTepis
y Kopobuj
45. | BASAP A TabneTkun, BKpUTI TOB "TeBa YkpaiHa BankaHdap Bonrapis BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/16612/01/03
nAiBKOBOIO YkpaiHa" Ma-AynHuus 3MiHM | TUNy - 3MiHa y MeTogax BUNpoOyBaHHS rOTOBOrO NiKapCbKoro peyenmom
060/10HKO0, M0 10 AT 3acoby - n. "CynposigHa gomilika A BancaptaHy (D-BancapTaH) - 3miHa

mr/160 mr, no 7
TabneTtok y 6nictepi,

yacy yTpvMaHHsi BasicapTaHy, AOMILKU A BasicapTaHy Ta aMmioAuniHy,
Ta 36i/blUeHHsA TpuBanocTi aHanisy 3 20 xB. Ha 40 xB.
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
no 2 abo 4 6nictepn
y kopo6uj; no 10
Tabnetok y 6nictepi;
no 3 abo 9 6nictepis
y Kopobui
46. BA3AP H TabneTkn, BKPUTI TOB "TeBa Ykpaina AxTasic 1T/, Manbta/ BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiais: 3a UA/8900/01/01
nniBKOBOIO YkpaiHa" ManbTa; Bonrapis 3MiHM | TRy - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta peyenmom
060/10HKOI0, No 320 BankaHdap dhapmakoHarnsgy. BeegeHHsa abo 3MiHM 0 y3arasibHEHVX AaHUX Npo
mr/12,5 mr no 10 Ma-[ynHuus cuctemy chapmakoHarnsgy (BBeAeHHs y3arasibHeHUX gaHux npo
TabneTtok y 6nictepi; AT, Bonrapis cuctemy dhapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOi ocobu,
no 3 a6o 9 6nictepis BiANOBIAA/IbHOI 3a 34iiCHEHHSA (hapMakoHarns4y; KOHTakTHOT 0cobu 3
Y KapTOHHIi kopobu,i hapmakoHarnsgy 3asBHUka Ans 34iliCHEHHA dhapmakoHarnsagy B
YKpaiHi, SKLLO0 BOHa BigMiHHA Bif yNOBHOBaXKeHOT 0cobwu,
BiANOBIAANLHOI 3a 3filicHEHHS (hapMakoHarnaay (Bkiuvaum
KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MiILLLEHHI MacTep-dalina cucremm
hapmakoHarnsgy) - 3MiHa ynoBHOBaXEHOi 0COOU 3asBHUKA,
BIANOBIA&/IbHOT 3a (hapmakoHarnsag, Ha LeHTpasibHOMY PiBHI:
MponoHoBaHa pegakuis: Dr. Hedva Voliovitch MD, PhD, MBA. 3miHa
KOHTaKTHOI 0CO6U AnA 34jicHEeHHA hapMakoHarnsay B YkpaiHi.
MponoHoBaHa pepakuin: buctposa OkcaHa BitaniiBHa. 3MiHa
KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0CO6MN. 3MiHA KOHTAKTHUX AaHNX
KOHTaKTHOI 0c06W. 3MiHa MiCL NMPOBaJ)KEHHS OCHOBHOI AisifIbHOCTI 3
hapmakoHarnsgy Ta Micus 36epiraHHa macTep-ghaiina
47. BA3OTEH3 H Tabnetkun, BKpUTI KcaHTic Kinp Axtasic AT Icnangis BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3miHu Il Tuny - 3miHn 3a UA/16041/01/01
N/1iBKOBOO dapmva wono 6e3nekn/edekTMBHOCTI Ta hapMakoHarnagy. BHeceHHs abo peyernmom
060/710HKO10, 100 NimiTen 3MmiHa(1) fo 3060B'A3aHb Ta YMOB BUJadi peecTpauiiiHoro nocBigYeHHs,
mr/12,5 mr no 10 BKOYatoun MnaH ynpas/iHHA pusnkamuy (3acTocyBaHHA 3MiH(K), siki(a)
Tabnetok y 6nictepi; BMMaraTb(€) NOAaNbLIOr0 06I'PYHTYBaHHA HOBUMMW AOAATKOBUM
no 3 a6o 10 [aHUMK, L0 MaoTb HaAaBaTUCA KOMNETEHTHAM OPraHoM, OCKINbKU
6nicTepiB y B/MAaraeTbCs CyTTEBA OLjiHKA KOMMNETEHTHNM OpraHoMm) - BukoHaHHSA
KapTOHHIN nayui 3060B'A3aHb BiANOBIAHO A0 nMignyHKTy 1.8.2 nyHkTy 1.8 foaaTky 5 o
Mopsaky NPoOBeAEHHS EKCNEPTU3N peecTpaLiiHnx maTepianis Ha
nikapcbki 3acobu, Lo NoAarTbCA Ha AepxaBHy peecTpawiio
(nepepeecTpadito), a TakoX ekcnepTnsn marepiasiB NPo BHECEHHS 3MiH
[0 peecTpauiiHnx Matepianis NpoTArom Aii peecTpauiitHoro
noceigyeHHs, 3aTBepa)keHoro Hakasom MO3 Big 26.08.2005 Ne 426 (y
pegakuii Hakady MO3 Big 23.07.2015 Ne 460); 3MiHM BHeCeHi 40
IHCTPYKLIT y po3ain "B3aemopis 3 iHWMMKM Nnikapcbknmy 3acobamu 1a
iHLLI BMAW B3aEMOZii" 3rifHO 3 JaHUMK LLOA0 6e3MneKn 3acTocyBaHHS
iHriGITOPIB aHrOTEH3MHNEPETBOPHBAILHOIO DEPMEHTY
48. BAPIIPUKC™ | niocpinizat gns nakcoCmitK Benuvka nakcoCmiTK Benbris BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/15966/01/01
VARILRIX™ PO34MHY 415 iH'EKLi NARH BpuTaHis NAUH 3MiHM | TUNY - 3MiHa iMNopTepa/3MiHu, L0 CTOCYIOTLCS BUMYCKY Cepii Ta peyenmom
BAKUUHA And no 1 posi; 1 dpnakoH Ekcnopt Bionompxikan KOHTPO/O SIKOCTi FOTOBOrO JliKapcbKoro 3acoby - 3aMiHa AinbHuli, Lo
MPO®INTAKTUKN | 3 niochinizatom Ta 1 Nimiten 3C.A

BITPAHOI BICNN
XVBA
ATEHYWOBAHA

amnyna 3
PO3YMHHIKOM (BOAA
ANst iH'ekwiin) B
N1aCTUKOBOMY

BiJNOBIAAE 3a KOHTPOSIb AKOCTi BOAM ANA iH'EKLjA y nonepeaHbo
HaMOBHEHMX LUNPULAX, KPiM TECTIB PO3YMHHICTb Ta igeHTudikauis
HaTpito; 3MiHK | TUNY - 3aMiHa ab0 BBeAEHHS A0AATKOBOI AiNbHULL

BMPOGHMLTBA A1 YACTUHM abo BCbOro BUPOBGHUYOro NpoLecy rotToBoro
NiKapcbKoro 3acoby; BefeHHs1 gogatkoBoi 6ygisni (Building T) Ha Bxe
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
KOHTeliHepi B 3apeecTpoBaHOMYy caiTi. BHeceHHs pefakuiiiHuX NpaBoK A0 po3ginis
KapTOHHI kopobuy; 3.2P.33T1a3.2P81
1 chnakoH 3
niodpinizatom Ta 1
nonepeaHLO
HanoBHEeHWIA WnpuL,
3 PO3YMHHUKOM
(Bofa Ans iH'eKUil) y
KOMMEKTi 3 ABOMA
ronkamu B
nnacTUKoBOMy
KOHTelHepi B
KapTOHHI kopobuy;
100 ¢hnakoHis 3
niogpinizatom Ta 100
amnyn 3
PO34MHHKKOM (BOAA
ONA iH'ekuiid) (B
YapyHKOBIli
yrnakoBLii) B OKpemMmnx
KapTOHHWX KOopobkax
49. BEHTEP Tabnetkn no 1r, no KPKA, a.4a., CnoBeHis KPKA, a.4., CnoBeHis BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasiis: 3a UA/0520/01/01
10 TabneTok y HoBo mecTo HoBo mecTo 3MiHW | TUNY - 3MiHW Y NpoLieci BUPOGHULITBA rOTOBOTO NiKapCbKOro peyenmom
6nicTepi; no 5 3ac06y, BK1IOYAKUM NPOMDKHUIA NPOAYKT, LLIO 3aCTOCOBYETLCSA MNP
6nicTtepiB y BVMPOGHMLTBI FOTOBOTO NiKAPCbKOro 3acoby - BK/IOYEHHS hakTopm3aui,
KapTOHHI Kopo6Lyi KOJIN KiNbKICTb Ait04H0I pEYOBUHM PO3PAax0OBYETHLCA 3 ypaxyBaHHAM
pe3ynbTaTiB aHasisy hakTMYHOro BMICTY A/18 KOXHOT napTii Aito4oi
peyoBMHN. PaKTopK3aLlisi BUKOPUCTOBYETLCA A5 BiNbLL TOYHOTO
po3paxyHky BMICTy APl y roTOBOMY NPOAYKTI; 3MiHV | TUNY - 3MiHa Y
MeTofax BUNPobyBaHHA roTOBOTO NiKapCbKOro 3acoby - BBEAEHHS
HOBOrO MeTOoAy KOHTPO/I0 3a N. "laeHTudikauis Ta KinbkicHe
BU3HAYEHHS Ccykpasibhata'; 3MiHu | TUny - BUNyYeHHs BUPOOHUKa AD|
cykpasibhaty
50. BIMNAT® TabneTku, BKpUTI IOCB ®apma Benbris nepeuvHHe Ta | HimeyunH BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 3a UA/10825/01/01
nniBKOBOKO C.A BTOPUHHE a/ Benbria 3MiHK | TUny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peuyenmom
060n0Hkot0, o 50 nakyBaHHs: thapmakoHarnagy. BeegeHHs abo 3miHW [0 y3arasibHEeHUX faHuX Npo
Mr no 14 Tabnetok y Eficika cuctemy chapmakoHarnagy (BBe4eHHs y3arasibHeHNX AaHux npo
6nictepi; no 1 a6o 4 $apmacbiotu cuctemy thapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi ocobu,
6nictepu B kan3 rmoéX, BiANOBIAA/bHOI 3a 34iiCHEHHS hapmakoHarns4y; KOHTakTHOT 0cobm 3
KapTOHHI Kopo6Lyi HimeyunHa,; hapmakoHarnagy 3asBHUKa AN 34iiCHEHHA dhapmakoHarnsagy B
BUPOBHUK YKpaiHi, AKL0 BOHA BiAMIHHA Bif, yNOBHOBaXXeHOI 0cobu,
BignoBiga b BiAMNOBIAA/IbHOT 32 34iICHEHH:A hapmakoHarnsgy (BkIvaumn
HWi1 3a KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLieHHI MacTep-gaiina cuctemm
BUNYyCK cepii hapmakoHarnsgy) - 3miHa KOHTaKTHOT 0CO6U 3asBHMKA, BifNoBigabHOT
Ta KOHTPO/1b 3a 3fjiicHeHHs thapmakoHarnsgy: NponoHoBaHa pegakuis: YpeTii
AKOCTI: Ceprili IBaHOBUY. 3MiHa KOHTAKTHUX AAHUX KOHTaKTHOI 0CO6M
Elicika

Papmacbiotu
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep

peecmpayjitiHo2

0 NocBIOYEHHS

kan3 rvéX,
HimeyunHa,;
BMPOGHUK
Hepo3dacos
aHol
npoaykuii Ta
KOHTPO/b
AKOCTI:
Elicika
$apmacboTu
kan3 rméX,
HimeuunHa;
BMPOGHMWK
Hepo3dghacos
aHoi
npoaykuii Ta
KOHTPO/b
akocTi: FOCb
dapma C.A,,
Benbris

51.

BIMMNAT®

TabneTkn, BKPUTI
nniBKOBOIO
060/10HKO10, No 100
Mmr no 14 tabneTok y
6nicTepi; no 1 a6o 4
6nictepu B
KapTOHHI Kopo6Lyi

HOCB ®apma
C.A

Benbris

nepBUHHE Ta
BTOPUHHE
nakyBaHHs:
Elicika
dapmacboTn
Kan3 rvoéX,
HimeuunHa,;
BMPOGHMK
Bignosiganb
HWIA 3a
BMMNYCK cepii
Ta KOHTPO/1b
AKOCTI:
Elicika
®PapmacboTn
kan3 rmoéX,
HimeuuuHa;
BUPOBHUK
Hepo3dgacos
aHol
npoaykuii Ta
KOHTPO/1b
AKOCTI:
Elicika
PapmacboTn
kan3 rvéX,
HimeyunHa,;
BMPOBHMWK

HimeyuuH
a/ benbris

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHM | TRy - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta
dhapmakoHarnsgy. BeefgeHHsa abo 3MiHM 0 y3arasibHEHNX AaHUX Npo
cucTtemy thapmakoHarnsagy (BBeAEHHS y3arasibHEHUX AaHuX nNpo
cuctemy dhapmakoHarnsgy, 3miHa ynoBHOBaKeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA (hapMakoHarns4y; KOHTakTHOT ocobu 3
thapmakoHarnsgy 3asBHUka Ans 34iiCHEHHA dhapmakoHarnsagy B
YKpaiHi, SKLLO BOHA BigMiHHA Bifi yNOBHOBaXKEHOT 0cobu,
BiANOBiAANLHOI 3a 3filicHeHHS (hapMakoHarnaay (Bki4varum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y po3MilLeHHI MacTep-tharina cuctemm
hapmakoHarnsgy) - 3MiHa KOHTaKTHOT 0cO6U 3asiBHUKA, BiANOBIAA/IbHOI
3a 3AjiicHeHHs1 hapMakoHarnsay: MponoHoBaHa pefakuis: YpeTii
Ceprili IBaHOBUY. 3MiHA KOHTAKTHUX AAHNX KOHTaKTHOI 0CO6M

3a
peyerimom

UA/10825/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep

peecmpayjitiHo2

0 NocBIOYEHHS

Hepo3dacos
aHoi
npoaykuii Ta
KOHTPO/Tb
akocTi: FOCb
Papma C.A.,
Benbrist

52.

BIMMNAT®

TabneTku, BKPUTI
nAiBKOBOO
060/10HKOI0, No 150
Mmr no 14 tabneTok y
6nictepi; no 1 a6o 4
6nictepu B
KapTOHHI Kopo6Lyi

HOCB ®apma
C.A

Benbris

nepBUHHE Ta
BTOPUHHE
nakyBaHHs:
Elicika
PapmacboTn
kan3 rvéX,
HimeyunHa,;
BMPOGHMK
BignoBiganb
HKi1 3a
BMMNYCK cepii
Ta KOHTPO/b
AKOCTI:
Elicika
dapmacboTn
Kan3 rvéX,
HimeuunHa,;
BMPOGHMWK
Hepo3dhacos
aHoi
npoaykuii Ta
KOHTPO/1b
SIKOCTI:
Elicika
PapmacboTn
kan3 rmoéX,
HimeuuunHa;
BUPOBHUK
Hepo3dgacos
aHol
npoaykuii Ta
KOHTPO/1b
akocTi: FOCBb
Papma C.A.,
Benbrist

HimeyuunH
a/ benbris

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | Tuny - 3MiHK Wwoao 6e3nekn/ethekTnBHOCTI Ta
dhapmakoHarnsgy. BeefeHHsa abo 3mMiHM 0 y3araslbHEHVX AaHUX Npo
cuctemy chapmakoHarnagy (BBe4eHHs y3arasibHeHNX AaHux Npo
cuctemy thapmakoHarnisgy, 3miHa ynoBHOBaXKeHoI 0cobu,
BiANOBIAA/ILHOI 32 34iliCHEHHSA hapMakoHarns4y; KOHTakTHOT 0cobm 3
thapmakoHarnsgy 3asBHUKa AN 34ilicHeHHs hapMakoHarnagy B
YkpaiHi, AKLLO BOHA BigMiHHA Bifi yNOBHOBaXKEHOT 0cobu,
BiANOBIAANLHOI 3a 34iliCHeHHS hapmakoHarnagy (Bkaovarum
KOHTaKTHI flaHi) Ta/abo 3MiHM y po3MilLleHHI MacTep-gaiina cuctemm
hapmakoHarnsgy) - 3miHa KOHTaKTHOT 0CO6U 3asiBHMKA, BifnoBigabHOI
3a 3gjiicHeHHsa hapmakoHarnsgy: NponoHoBaHa pegakuis: YpeTii
Ceprili IBaHOBUY. 3MiHA KOHTAKTHUX AAHUX KOHTAKTHOI 0CO6M

3a
peyenmom

UA/10825/01/03

53.

BIMMAT®

TabneTku, BKpUTI
nniBKOBOO
0060/10HKOI0, N0 200
Mr no 14 TabneTtok y
6nictepi; no 1 a6o 4
6nictepv B

IOCB ®apma
C.A

Benbrisa

nepBuHHe Ta
BTOPUHHE
nakyBaHHs:
Elicika
PapmacboTn
kan3 rméX,

HimeyuunH
a/ benbris

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis:
3MiHK | TUny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsigy. BeegeHHs abo 3miHM 40 y3arasibHEHUX AaHUX Npo
cuctemy chapmakoHarnagy (BBe4eHHs y3arasibHeHNX AaHux npo
cuctemy hapMakoHarnsgy, 3miHa ynoBHoBaxeHoi ocobu,
BiANOBIAa/IbHOI 3@ 34ilicCHEHHS dhapMakoHars4y; KOHTakTHOT 0cobm 3

3a
peyenmom

UA/10825/01/04
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep

peecmpayjitiHo2

0 NocBIOYEHHS

KapTOHHI KOpo6Lyi

HimeuunHa;
BUPOBHUK
Bignosigasb
HWiA 3a
BUNYyCK cepii
Ta KOHTPO/b
AKOCTI:
Elicika
dapmacboTu
kan3 rvoéX,
HimeyunHa,;
BMPOGHUK
Hepo3dacos
aHol
npoaykuii Ta
KOHTPO/b
AKOCTI:
Elicika
$apmacboTu
Kan3 rvoéxX,
HimeuunHa;
BMPOGHMWK
Hepo3dghacos
aHoi
npoaykuii Ta
KOHTPO/b
akocTi: FOCb
dapma C.A,,
Benbris

thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHA ddapmakoHarnsagy B
YkpaiHi, SIKLLO BOHA BigMiHHA Bifi yNOBHOBaXKEHOT 0cobu,
BiANOBiAA/IbHOI 3a 3filicHEHHs (hapmakoHarnaay (Bkauyaroum
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLieHHI MacTep-dhaiina cuctemm
hapmakoHarnsgy) - 3MiHa KOHTaKTHOT 0CO6U 3asiBHUKA, BiANOBIAA/IbHOI
3a 3fiiicHeHHs dhapmakoHarnsgy: MponoHoBaHa pefakuis: YpeTiii
Ceprili IBaHOBUY. 3MiHa KOHTAKTHUX AAHUX KOHTaKTHOI 0CO6M

54.

BIMMNAT®

PO3unH ANs iHdys3il,
10 mr/mn no 20 mny
thnakoHi; no 1
chnakoHy B
KapTOHHI Kopo6Lyi

HOCB ®apma
C.A

Benbris

BMPOGHMK
Hepo3dacos
aHoi
npoAyKuii,
nepBuHHE
nakyBaHHs
Ta KOHTPO/b
akocTi: FOCBb
Papma C.A.,
Benbris;
BMPOGHWK
Hepo3dhacos
aHoi
npoayKLUii
nepBuHHE
nakyBaHHs
Ta KOHTPO/b
AKOCTI:
MaTteoH

HimeyuuH
a/ benbris/
ITanisa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHM | TRy - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta
dhapmakoHarnsgy. BeefgeHHsa abo 3MiHM 0 y3arasibHEHNX AaHUX Npo
cucTtemy thapmakoHarnsagy (BBeAEHHS y3arasibHeEHUX AaHuX npo
cuctemy dhapmakoHarnsgy, 3miHa ynoBHOBaKeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA (hapMakoHarns4y; KOHTakTHOT ocobu 3
hapmakoHarnsgy 3asBHUKa Ans 34ilCHEHHA dhapmakoHarnsagy B
YKpaiHi, SKLLO BOHA BigMiHHA Bifi yNOBHOBaXKEHOT 0cobu,
BiANOBiAANLHOI 3a 3filicHeHHS (hapMakoHarnaay (Bki4varum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y po3MilLeHHI MacTep-tharina cuctemm
hapmakoHarnsgy) - 3MiHa KOHTaKTHOT 0cO6U 3asiBHUKA, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapmakoHarnsay: NMponoHoBaHa pefakLis: YpeTii
Ceprili IBaHOBUY. 3MiHA KOHTAKTHUX AAHNX KOHTaKTHOI 0CO6M

3a
peyerimom

UA/10825/02/01
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
ITanisa
C.n.A.,
ITanis;
BMPOGHMK
Bignosiganb
HWiA 3a
BMMNYCK cepil
Ta KOHTPO/b
AKOCTI:
Eiicika
dPapmacboTn
kan3 rméx,
HimeuuunHa;
BTOPVHHE
naxkyBaHHs:
Eiicika
dPapmacboTn
kan3 rméx,
HimeyunHa
55. BITAMIH E 200- Kancysnm m'ski no TOB Ykpaina AT "CaHeka CnoBaubk BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3MiHK 6e3 UA/3392/01/01
CAHO®I 200 mr Ne 30: no 30 "CaHodi- dapmacbHoTi a wopao 6e3snekn/edhekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peuyenma
Kancyn y dpakoHi; ABeHTIC Kanz" Pecny6nik 3MiHM A0 y3araslbHEHUX AaHuX MPo cucTemy dpapmakoHarnsgy
no 1 dpnakoHy B YkpaiHa" a (BBELEHHSA y3araslbHEHNX AaHUX NMPO cucTemMy hapmakoHarnsay, amiHa
KapTOHHI Kopo6Lyi YMOBHOBaXEHOT 0CO6U, BigNOBIAaIbHOI 38 34iCHEHHSA
chapmakoHarnsgy; KOHTaKTHOT 0cobm 3 hapmakoHarnagy 3asBHvKa Ans
3[iicCHEHHs1 hapMakoHarnsay B YkpaiHi, KLU0 BOHA BigMiHHA Bif
YNOBHOBaXEHOT 0Co6U, BigNOBIAaIbHOI 38 34iCHEHHS
hapmakoHarnsgy (Bkouvalouy KOHTaKTHI gaHi) Ta/abo 3miHn y
po3MilLieHHi MacTep-chaiina cuctemu chapmakoHarnsay) 3miHu | Tuny -
AAMIHICTPaTUBHI 3MiHWN. 3MiHa Ha3BW likapcbKoro 3acoby - 3miHa Ha3Bwu
nikapcbkoro 3acoby (6yno - BITAMIH E 200 - 3EHTIBA/VITAMIN E
200-ZENTIVA®). BBeaeHHs 3MiH NpoTAroM 6-tu micsauiB nicns
3aTBepMKeHHs. 3miHu | Tuny - 3miHn Wwoago 6e3nekun/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHN) - OHOB/IEHHS BXXe 3aTBEPXEHOr0 TEKCTY
MapKyBaHHSi BTOPVHHOT yNakoBku J13 3 BHECEHHSAM 3MiH [0 TEKCTY
MapKyBaHHS: fOMNOBHEHHS iH(hopMalLiielo CTOCOBHO 3asBHUKa /13.
BBefeHHs1 3MiH NPOoTArom 6-T1 MicsLIB Micns 3aTBEpMAXEHHS. 3MiHa
3asiBHUKA (BNacHMKa peecTpauiiiHoro nocBig4eHHst) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460). BBefeHHs1 3MiH NpoTArom 6-T1 Micauis
nicns 3aTBepKeHHs.
56. BITAMIH E 400- Kancysnm m'ski no TOB Ykpaina AT "CaHeka CnoBaubk BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3MiHK 6e3 UA/3392/01/02
CAHO®I 400 mr Ne 30: no 30 "CaHodi- dapmacbHoTi a oo 6e3snekn/edhekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peuyenma
Kancysn y dp1akoHi; ABEHTIC Kans" Pecny6nik 3MiHM [0 y3ara/ibHeHUX JaHuxX Npo cucTemy chapmakoHariagy
no 1 dpnakoHy B YkpaiHa" a (BBELEHHSA y3araslbHEHNX AaHUX NMPO cucTemy hapmakoHarnsay, amiHa

KapTOHHI Kopo6Lyi

YMOBHOBaXEHOT 0co6U, BigNOBiAaIbHOT 3a 34iCHEHHS
chapmakoHarnsgy; KOHTaKTHoOT 0cobum 3 chapmakoHarnagy 3asBHvKa Ans
3[iicCHEHHs1 hapMakoHarnsay B YkpaiHi, KLU0 BOHa BigMiHHA Bif
YMOBHOBaXEHOT 0c0o6u, BifNoBiAaIbHOI 38 3AiCHEHHS
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep

peecmpayjitiHo2

0 NocBIOYEHHS

hapmakoHarnsgy (Bkouvauy KOHTaKTHI gaHi) Ta/abo 3miHn y
po3MilLieHHi MacTep-thaiina cuctemu chapmakoHarnsay) 3miiu | Tuny -
AAMIHICTPaTUBHI 3MiHWN. 3MiHa Ha3BW SlikapcbKoro 3acoby - 3miHa Ha3Bwu

nikapcbKoro 3acoby (6yno - BITAMIH E 400 - 3EHTIBA/VITAMIN E
400-ZENTIVA®). BBefieHHS 3MiH NPOTAroM 6-Tu MicauiB nicas
3aTBepMKeHHs. 3MiHu | Tuny - 3miHn Wwogo 6e3nekun/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS BXXE 3aTBEPKEHOTr0 TEKCTY
MapKyBaHHSi BTOPVHHOT yNakoBku J13 3 BHECEHHAM 3MiH [0 TEKCTY
MapKyBaHHS: fOMNOBHEHHS iH(hopMaLlielo CTOCOBHO 3asBHUKa /13.
BBefeHHs1 3MiH NPoTArom 6-T1 MicALIB MiCis 3aTBEPMAXEHHS. 3MiHa
3asBHUKA (BNacHyKa peecTpauiiHoro nocBig4eHHs) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460). BBefieHHs1 3MiH NPOTArom 6-T1 MicALiB
nicns 3aTBepKEHHS.

57.

BITAMIH E-
CAHO®I

Kancysnm m'ski no
100 mr Ne 30: no 30
Kancyn y pakoHi;
no 1 dpnakoHy B
KapTOHHI Kopo6Lyi

TOB
"CaHodpi-
ABeHTIC
YkpaiHa"

YKpaiHa

AT "CaHeka
dapmacbHoTi
Kan3"

Cnosaubk
a
Pecny6nik
a

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3MiHK
oo 6esnekn/edhekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHVX AaHUX Npo cuctemy hapmMmakoHarisgy
(BBEAEHHSA Y3araslbHEHVX AaHUX NPO cucTemy hapmMakoHarnsgy, 3miHa
YMOBHOBaXEHOT 0CO6U, BigNOBIAaIbHOI 3a 34iCHEHHSA
chapmakoHarnsgy; KOHTaKTHOT 0cobum 3 hapmakoHarnagy 3asBHvKa Ans
3[iicCHEHHs1 hapMakoHarsay B YkpaiHi, KLU0 BOHa BigMiHHA Bif
YNOBHOBaXEHOT 0CO6U, BigNOBIAaIbHOI 38 34iCHEHHS
hapmakoHarnsgy (Bkouvalouy KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLieHHI MacTep-thaiina cuctemu chapmakoHarnsay) 3miHu | Tuny -
AAMIHICTPaTMBHI 3MiHWN. 3MiHa Ha3BW likapcbKkoro 3acoby - 3miHa Ha3Bwu
nikapcbkoro 3acoby (6yno - BITAMIH E - 3BEHTIBA/VITAMIN E-
ZENTIVA®). BBefieHHs 3MiH NPOTArom 6-Tv MicsiLiB nicns
3aTBepMKeHHs. 3miHu | Tuny - 3miHn wogo 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS BXXe 3aTBEPAXEHOTr0 TEKCTY
MapKyBaHHSi BTOPVHHOT yNakoBku J13 3 BHECEHHSAM 3MiH [0 TEKCTY
MapKyBaHHS: fOMNOBHEHHS iH(hopMaLiielo CTOCOBHO 3asBHUKa /13.
BBefeHHs1 3MiH NPOTArom 6-T1 MicsLIB MicNa 3aTBEpPMXEHHS. 3MiHa
3asBHUKA (BNacHMKa peecTpaLiiiHoro nocBig4eHHst) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460). BBefeHHs1 3MiH NpoTArom 6-T1 MicauiB
nicns 3aTBepKeHHs.

6e3
peuyenma

UA/3392/01/03

58.

BOJA ANA
IH'EKLIN

PO3YMHHVUK ANA
napeHTepanbHOro
3acTocyBaHHsA Mo 5
M B amnyniax Ne 10
(5x2) y bnictepax y
nayyi; no 2 mn B
amnynax Ne 10
(10x1) y 6nictepax y
nayui

MAT
"Tanuugapm"

YKpaiHa

NAT
"Tannydapm

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHM | TURY - 3MiHW Y NpoLLeCi BUPOGHMLTBA rOTOBOTO /iKapCbKOro
3aco0y, BK/IOYatoUy NPOMKHWIA NPOAYKT, L0 3aCTOCOBYETHLCS MPU
BMPOBHMLTBI rOTOBOrO NikapCbkoro 3acoby (He3HauHa 3MiHa y npoueci
BMPOGHMLTBA)

6e3
peuyenma

UA/10078/01/01

59.

BOJA ANA
IH'EKLYINA

PO3YMHHUK ANs
napeHTepabHOro
3aCTOCyBaHHs in
bulk no 2 mn B
amnysiax Ne 10x100

MNAT
"Tanmudgapm”

Ykpaina

MNAT
"Tanuuchapm

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHK | TUNY - 3MiHK y NpoLeci BUPOGHMLTBA FOTOBOTO JTiKAPCbKOT0
3aco6y, BK/1HOYAKUYM NPOMDKHUIA NPOAYKT, LLIO 3aCTOCOBYETLCS MpY
BUPOBHULTBI rOTOBOrO NikapCbkoro 3acoby (He3HauHa 3MiHa y npoueci
BMPO6GHMLTBA)

UA/10079/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
y bnictepax y
Kopo6ui; in bulk no
3,2 M1 B amnynax
Ne 5x84 y 6nicTepax
y Kopobui
60. | BOAA Ansd PO3YMHHWK AnA MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: - UA/10079/01/01
IH'EKLYA napeHTepanbHOro "Tannudapm” "rannudapm 3MiHM | TUNY - 3MiHa NOCTaYa/ibHKKa NaKyBaslbHUX MaTepianis abo
3aCTOCYBaHHS in " KOMMNIEKTYIOUMX (SIKLLO 3a3HAYEHO B AOCHE) (BUTYUYEHHS
bulk no 2 mn B noctavyasibHUKa) - BHECEHHS 3MiH 0 MaTepiasiB peecTpayiiniHOro Aocbe
amnynax Ne 10x100 p. 3.2.P.7. CucTemMa KoHTelHep/3aKynoploBasibHUIA 3aci6: BUTYyYEeHHS
y 6nictepax y iHchopMaLii Woa0 BUPOOHMKIB NEPBUHHOT YNakoBku (amnys)
Kopob6ui; in bulk no
3,2 Mn1 B amnynax
Ne 5x84 y 6nicTepax
y KOpobui
61. FEKCAKCUM | cycneHsia gns CaHodpi ®paHuin NOBHUIA LMK ®paHuis/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 3a UA/13080/01/01
HEXAXIM iH'ekuii no 0,5 mn (1 Mactep C.A. BMPOOGHULTB | YroplmHa 3MiHK | TUNy - 3MiHa BUPOOHUKA BMXiZAHOrO/MPOMIXHOIO peuyenmom
BAKUMHA Ana [03a) B nonepegHb0 a, BUMycK npoayKTy/peareHTy, WO BUKOPUCTOBYOTLCSA Y BUPOOHNYOMY NpOLIECi
MPO®ITAKTUKN | 3anoBHEHKWX cepiii: A®I, abo 3miHa BUpO6HYKa (BKO4aoun, ae HeobxigHo, Micle
ONDTEPII, wnpuuax 3 1-eto CaHodi npoBeAeHHA KOHTPosto skocTi) A®I (3a BigCyTHOCTI cepTudikata
NPABLA, (a6o 2-ma) Mactep C.A., Bi4NOBIAHOCTI €BpONeNiCchbKili hapmakonei y 3aTBepAKeHOMY [0ChE)
KALUTHOKY OKpPEMUMU rosikammn PpaHuis; (3MiHM g0 3axopiB, MOB'A3aHUX 3 KOHTponeM Adl, abo foAaBaHHS
(ALEENONAPHN Ne 1 a6o Ne 10 Ta 'y BTOpPUHHE OinbHUL, Ae NPOBOAUTLCS KOHTPO/L/BUNPOOYBaHHSA cepii) - AoAaBaHHA
N KOMMOHEHT), | chnakoHax Ne 10 nakyBaHHs: HoBOT 6yaisni B44 B M.Banb-fe-Poii sk anbTepHaTUBHOT AiNSHKK, Ha
FENATUTY B 3AT AKili BUKOHYETbCA KOHTPO/b AkocTi A®| Poliomyelitis Concentrated
PEKOMBIHAHTH "CaHoi- Trivalent; 3miHu Il TUNy - 3MiHa BUPOBHUKA BMXiZAHOrO/MPOMIDKHOIO
A, ABeHTIC", NpoAyKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y BUPOOHMYOMY MPOLLEC
noniomMieniTy YropwwmHa A®I, abo 3miHa BUpo6HYKa (BKOUaoun, ge HeobxigHo, Micle
IHAKTUBOBAHA npoBeAeHHA KOHTPosto skocTi) A®I (3a BigCyTHOCTI cepTudikata
TA Bi4NOBIAHOCTI €BpONeNiCchbKili hapmakonel y 3aTBepAKeHOMY [0ChE)
3AXBOPHOBAHDb, (3miHa B A®| 6i0/10riYHOr0 NOXOKEHHS 260 BUXigHOMY
CNPUYNHEHNX MaTepiani/peareHTi/NpoOMiXXHOMY MPOAYKTI, LLIO BUKOPUCTOBYIOTLCS A5
HAEMOPHILUS BMPOGHULTBA 6i0/10r4YHOr0/iMyHOI0TYHOTO NiKapCbKOro 3acoby) -
TNy B [oaaBaHHA HOBOI 6yaisni B44 B M.Basnib-ge-Poii sk anbTepHaTUBHOI
KOH''OFOBAHA, LiNsIHKK, Ha 5K BUKOHYETbCS OCTaHHIli eTan npouecy BUpobHULTBa
A COPBOBAHA, A®| Poliomyelitis Concentrated Trivalent
PIOKA
62. | FTEKCAKCUM / cycneHsia ans CaHodi PpaHLis 3AT YropumHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/13080/01/01
HEXAXIM iH'ekujin no 0,5 mn (1 Mactep C.A. "CaHoi- | dpaHuin 3MiHM | TUNY - OHOB/IEHHA cepTudpikaTty BignoBigHOCTI WoAOo rybyartol peuyenmom
BAKUUHA ANA [03a) B nonepeaHb0 ABeHTIC", eHuedpanonarii 4ns BUTSHKKK 3 Budadoro cepusa R1-CEP 2000-252-Rev
NMPO®ITAKTUKA 3anoBHEHUX YropLmHa 01 Bif BXe 3aTBEpP)KEHOTO BUPOOHMKA
AUNDTEPI, wnpuuax 3 1-eto (BTOpUHHE
NMPABLA, (abo 2-ma) nakyBaHHs);
KALUMOKY OKpPeMUMU ronKkamu CaHodi
(ALEENMONAPHN Ne 1 a6o Ne 10 Tay Mactep C.A,,
N KOMMOHEHT), | chnakonax Ne 10 PpaHuin
FENATUTY B (noBHwiA

PEKOMBIHAHTH

LMKN
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
A, BMPOGHMLITB
noniomMienity a, BUMycK
IHAKTUBOBAHA cepii)
TA
3AXBOPHOBAHb,
CMPUYNHEHNX
HAEMOPHILUS
TNy B
KOH'FOFOBAHA,
AICOPBOBAHA,
PIOKA
63. | FAIMENIPUA, TabneTkv No 2 Mr no MpAT «[Mo YkpaiHa MpAT «[Mo YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/15940/01/01
IHOAP 10 TabneTok y BMPOGHMLITBY BMPOGHMLTBY 3MiHM | TRy - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta peyenmom
6nictepi; no 3 iHCyniHIB iHCYniHIB hapmakoHarnsgy. BeefeHHa abo 3miHu [0 y3arasibHEHUX AaHUX Npo
6nicTepu y nauui 3 «IHOAP>» «IHOAP>, cucTtemy thapmakoHarnsagy (BBeAEHHS y3arasibHeEHUX AaHuX npo
KapTOHY YKpaiHa cuctemy dhapmakoHarnsgy, 3MiHa ynoBHOBaXXeHoi ocobu,
(BUPOGHULTB BiANOBIAA/ILHOI 32 34iiCHEHHSA (hapMakoHarns4y; KOHTakTHOT 0cobu 3
03 hapmakoHarnsgy 3asBHUKa Ans 34ilCHEHHA dhapmakoHarnsagy B
nakyBaHHs in YKpaiHi, SKLLO0 BOHA BigMiHHA Bif yNOBHOBaXKeHOT 0cobwu,
bulk dpipmun BiANOBiAANLHOI 3a 3filicHeHHS (hapMakoHarnaay (Bki4varum
IHOoKO KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MiILLLEHHI MacTep-dalina cucremm
Pewmegi3 thapmakoHarnagy) - 3miHa ynoBHOBaXeHOI 0co6u, BiANOBiAa/IbHOI 3a
nta, 1HAis) thapmakoHarnag. NponoHoBaHa peakuis — MoHoMapuyk HiHenb
[muTpisHa
64. rAIMENIPUA, Tabnetkv no 3 Mr no MpAT «[Mo Ykpaina MpAT «[Mo Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 3a UA/15940/01/02
IHAAP 10 TabneTok y BMPOOHULTBY BUPOBHULTBY 3MiHK | TUny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peuyenmom
6nicTepi; no 3 iHCyniHIB iHCyniHIB thapmakoHarnagy. BeegeHHs abo 3miHW A0 y3arasibHEHUX faHuX Npo
6nictepy y nauui 3 «IHOAP>» «IHOAP», cuctemy chapmakoHarnagy (BBe4eHHs y3arasibHeHNX AaHux npo
KapTOHY YKpaiHa cuctemy thapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi ocobu,
(BMpPOGHNLTB BiANOBIAAbHOI 3a 34iliCHEHHSA hapmakoHarns4y; KOHTakTHOT 0cobm 3
03 chapmakoHarnsgy 3asBHUKa A1 34iliCHeHHs hapMakoHarnagy B
nakyBaHHs in YKpaiHi, AKL0 BOHA BiAMIHHA Bif, yNOBHOBaXXeHOI 0cobu,
bulk chipmmn BiAMNOBIAA/IbHOT 32 34iICHEHH:A hapmakoHarnsgy (BkIvaumn
IHooKO KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-ghaiina cuctemm
Pewmepi3 hapmakoHarnsgy) - 3miHa ynoBHOBaxeHO! ocobu, BiANoBiAa/IbHOI 3a
NTa, IHais) thapmakoHarnsg. MNponoHoBaHa pegakuis — MoHomapuyk HiHenb
OmutpiBHa
65. | FAIMENIPUA, TabneTkv no 4 Mr no MpAT «[lMo YkpaiHa MpAT «[Mo YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/15940/01/03
IHOAP 10 TabneToKk y BMPOOHULTBY BMPOBHULTBY 3MiHKM | TUny - 3MiHN Woao 6e3nekn/edekTMBHOCTI Ta peuyenmom
6nicTepi; no 3 iHCYniHIB iHCYniHIB thapmakoHarnsgy. BeegeHHs abo 3MiHW [0 y3arasibHEHNX faHuX Npo
6nicTepu y nauui 3 «IHOAP» «IHOAP>», cucTtemy thapmakoHarnsagy (BBefieHHS y3arasiHeHUX AaHuX npo
KapToHY YkpaiHa cuctemy thapmakoHaraisigy, 3miHa ynoBHOBaKeHoi ocobu,
(BMpPOGHULTB BiANOBIAA/ILHOI 3a 34iiCHEHHS (hapMakoHarns4y; KOHTakTHOT ocobm 3
03 thapmakoHarnsgy 3asBHUKa A1 34iliCHeHHs hapMakoHarnagy B
nakyBaHHs in YKpaiHi, AKL,0 BOHA BiAMIHHA Bif, yNOBHOBa)XXeHOI 0co6u,
bulk dhipmun BiANOBIAANbHOI 3a 34ilicHEHHS (hapMakoHarnaay (Bkiovakum
IHOoKO KOHTaKTHi AaHi) Ta/abo 3MiHU y pO3MilLEeHHI MacTep-ghaiina cuctemm
Pemegi3 dpapmakoHarnsay) - 3MiHa ynoBHOBaXXeHOI 0cobu, BiAMOBiAa/IbHOI 3a
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
NTa, IHais) thapmakoHarnsg. MNponoHoBaHa pegakuis — MoHomapuyk HiHenb
AmuTpiBHa
66. FMIOKOBAHC® TabneTkun, BKpUTI Mepk CaHTe ®paHuis Mepk CaHTe ®paHuis BHECEHHS 3MiH [0 peecTpavuiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/5390/01/01
nniBKOBOIO c.a.c. AAMiHICTpaTUBHI 3MiHW. 3MiHa Ha3BW JlikapcbKoro 3acoby - peyenmom
060/10HKO10, No 500 3arBepaxeHo: NMMKOKOBAHC 3anponoHosaHo: NTFOKOBAHC®
mr/2,5 mr no 15 BBefeHHs1 3MiH NpoTArom 3-x MicsLiB NiCNSA 3aTBEPAYKEHHS; 3MiHM |
Tabnetok y 6nictepi; Tuny - 3MiHK Woao 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHuwi
no 2 6nictepu B 3MiHW) - OHOB/IEHHS BXE 3aTBEPAKEHOIO TEKCTY MapKyBaHHS
KapTOHHI KOPO6Lyj; NepBMHHOT Ta BTOPMHHOI YNakoBku J13, 3 BHECEHHAM 3MiH A0 TEKCTY
no 20 TabneTok y MapKyBaHHsl. BBeieHHS 3MiH NpoTarom 3-x MicauiB nicns
6nictepi; no 3 3aTBEPKEHHS; 3MiHU || Tuny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
6nictepu B hapmakoHarnsgy. 3MiHM y KOpPOTKili XapakTepucTyuL, NikapCbKoro
KapTOHHI Kopo6Lyi 3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 415 MeAnYHOro 3acTocyBaHHS
y 3B'A3KY i3 HOBUMU AaHUMU 3 IKOCTIi, AOKAIHIYHUMM, KITIHIYHUMUN
OaHMU Ta gaHumu 3 dpapmakoHarnsagy - BHeceHi [0 iHCTPyKUii ans
MeJMNYHOro 3aCTOCyBaHHS MikapCbKoro 3acoby A0 po3Ainis
"MpoTunokasaHHa", "B3aemogis 3 iHWMMK NikapCbkuMn 3acobamm Ta
iHWI BMAM B3aemogiin", "OcobmBOCTi 3aCTOCYyBaHHA".
BBefeHHs 3MiH NpoTSArom 3-x MicsiLiB Nicnsl 3aTBEPAKEHHS
67. FMOKOBAHC® TabneTku, BKPUTI Mepk CaHTe PpaHuis Mepk CaHTe PpaHuis BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | Tuny - 3a UA/5390/01/02
nNiBKOBOKO c.a.c. AZMiHICTpaTMBHI 3MiHX. 3MiHa Ha3BW NliKApCbKOro 3acoby - peyernmom
o6onoHkoto, no 500 3arsepmxeHo: MNMKOKOBAHC 3anponoHosaHo: NTTOKOBAHC®
mr/5 mr no 15 BBeneHHs 3MiH NpoTAroM 3-x MiCSILB NiCNs 3aTBEPKEHHS; 3MiHN |
Tabnetok y 6nictepi; TUny - 3MiHK WoAo 6e3nekn/edpekTNBHOCTI Ta chapmakoHarnagy (iHuwi
no 2 6nictepu B 3MiHW) - OHOBJ/IEHHS BXe 3aTBEP)KEHOIO TEKCTY MapKyBaHHs
KapTOHHI kopobuy; NepBMHHOT Ta BTOPUHHOI YNakoBku J13, 3 BHECEHHAM 3MiH [0 TEKCTY
no 20 TabneTok y MapKyBaHHs. BBeieHHS 3MiH NpoTarom 3-x Micauis nicns
6nicTepi; no 3 3aTBEePKEHHS; 3MiHM Il Tuny - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta
6nictepu B hapmakoHarnsgy. 3MiH1 y KOpOTKili XxapakTepucTuL,i NikapCbKoro
KapTOHHI Kopo6Lyi 3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLi 415 MeAnyYHOro 3acTocyBaHHS
Y 3B’A3KY i3 HOBUMMW JAHUMW 3 AKOCTi, AOKNIHIYHUMU, KNIHIYHUMU
LaHUMK Ta AaHUMK 3 hapMakoHarnsaay - BHeCeHi Ao iHCTpYKUiT Ans
MeJMNYHOro 3aCTOCYBaHHS MikapCbKoro 3acoby [0 po3Ainis
"MpoTunokasaHHsa", "B3aemogis 3 iHWMMK nikapcbkumuy 3acobamu Ta
iHWi BMAW B3aemogiit", "OcobMBOCTi 3aCTOCYBaHHA".
BBefeHHs 3MiH NpoTarom 3-x MicALIB Micnsa 3aTBepAKEHHS
68. rNHOKO3n PO34uH ANs iHQy3il MpuBaTHe Ykpaina MpusatHe Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3a UA/12138/01/01
PO34M1H 10% 10 % no 200 mn, akuioHepHe aKujioHepHe 3MiHM | Tuny - NnpuBefeHHs Cneundikadlii BXiAHOro KOHTposo ans AdI peyenmom
ONA IHOY3IN a6o no 250 mn, abo TOBapuCTBO TOBapuCTBO rNI0K03a A0 BUMOr MOHOrpadii €Bponeicbkoi papmakonei
no 400 mn, abo no "IHdpy3ia” "IHdy3ia"
500 M1y nasLKax
69. | FIOKO3U PO34uH ANs iHdys3il MpuBaTtHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiaslis: 3a UA/12138/01/02
PO34MH 5% ANA | 5 % no 200 mn, abo akuioHepHe akuioHepHe 3MiHK | TUNy - NnpuBegeHHs CrneundikaLii BXigHOro KoHTpono ana Adl peuyenmom
IHOY3IN no 250 mn, a6o no TOBapuCTBO TOBapUCTBO r1t0K03a A0 BMMOTr MoHorpadpii €Bponelicbkoi hapmakonei
400 mn, abo no 500 "Indpysisa” "lHdpy3ia"
M1 Y NAsLWKax
70. | FNTIOKODAX TabneTkun, BKpUTI Mepk CaHTe ®paHuis BMPOGHMLITB ®paHuis/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiaslis: 3a UA/3994/01/02
NNiBKOBOK c.a.c. 0 3a NOBHUM IcnaHis 3MiHu | TMNy - 3MiHKM Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
0060/10HKOI0, N0 850 LIMK/TOM: dhapmakoHarnsgy. BeefeHHsa abo 3miHM 0 y3arasibHeHNX AaHUX Npo
Mr no 15 Tabnetok y Mepk CaHrTe, cuctemy chapmakoHarnagy (BBeAeHHs y3arasibHeHNX AaHux Npo
6nictepi; no 2 abo dpaHuis; cuctemy thapmakoHarnisgy, 3miHa ynoBHOBaXKeHoi 0cobu,
no 4 6nictepn y BMPOGHMLITB BiANOBIAA/IbHOI 32 34iiCHEHHSA hapMakoHarns4y; KOHTakTHOT 0cobm 3
KapTOHHI KopobuLyj; 0 3a NOBHUM chapmakoHarnsgy 3asBHUKa AN 34ilicHeHHs hapMakoHarnagy B
no 20 TabneTok y LMKIOM: YKpaiHi, AKL0 BOHA BiAMIHHA Bif, YNOBHOBaXXeHOI 0cobu,
6nicTepi; no 3 Mepk, CH, BiANOBIAA/IbHOI 3a 34iliCHeHHS thapmakoHarnagy (Bkivakum
6nictepn y IcnaHis KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-ghaiina cuctemu
KapTOHHI Kopobuyj hapmakoHarnsgy) - 3MiHa ynoBHOBaXXeHOI 0CObU 3asBHMKa 415
3[jiCHEHHST hapMakoHarisay, 3MiHa KOHTaKTHUX AaHnX
yrNOBHOBaXeHOT 0cobu. NponoHoBaHa pefakuis: Dr. Sabine Hackel.
3MiHa KOHTaKTHOT 0cobun B YKpaliHi, ynoBHOBaXEHOI 0CO6Y 3asBHMKa
[ONA 34jiiCHEeHHs hapMakoHarisgy. 3MiHa KOHTaKTHUX JaHuX
KOHTaKTHOI ocobu.
IMponoHoBaHa pefakuin: PoctokiHa OneHa MukonaiBHa
71. | FNTIOKO®DAX TabneTkun, BKpUTI Mepk CaHTe ®paHuis Mepk CaHTe, ®paHuia/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/3994/01/01
nniBKOBOKO c.a.c. ®paHuin IcnaHis 3MiHu | TUNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuyenmom
o060n0oHkoto, no 500 (BMpOGHMLTB thapmakoHarnagy. BeegeHHs abo 3miHW [0 y3arasibHEHUX faHuX Npo
mr; no 15 TabneTtok 0 3a NOBHUM cuctemy chapmakoHarnagy (BBefeHHs y3arasibHeHNX AaHux npo
y 6nictepi; no 2 abo LMKIOM); cuctemy thapmakoHarnsgy, 3miHa ynoBHOBaXXeHoi ocobu,
no 4 6nictepn y Mepk, C/, Bi4NOBIAA/IbHOI 32 34iCHEHHST hapMakoHarfs4y; KOHTakTHOT ocobu 3
KapTOHHI kopobuy; Icnanisa hapmakoHarnsgy 3asBHUKa ANS 34iCHEHHA dhapmakoHarnsagy B
no 20 TabneTok y (BUPOGHULTB YKpaliHi, AKL0 BOHA BiAMIHHA Bif, yNOBHOBaXXeHOI 0cobu,
6nicTepi; no 3 0 3a NOBHUM BIANOBIAA/IbHOI 3a 34iiCHEHHSA thapmakoHarnagy (Bkivarym
6nictepu y LMKIIOM) KOHTaKTHi AaHi) Ta/abo 3MiH1 y po3MmilLeHHi MacTep-ghaiina cuctemm
KapTOHHI Kopo6Lyi thapmakoHarnagy) - 3miHa ynoBHOBaXXeHOI 0co6u 3asiBHUKa A5
3[jiCHEHHS hapMakoHarnfay, 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXeHOi ocobu. MponoHoBaHa pepakuis: Dr. Sabine Hackel.
3MiHa KOHTaKTHOI 0co6¥ B YKpaiHi, yNOBHOBaXKEHOI 0CO6U 3asiBHUKA
018 30iNCHEeHHA dhapmakoHarnsagy. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0cobm.
MponoHoBaHa pefakuin: PocTokiHa OneHa MukonaiBHa
72. | FNMIOKODAX TabneTkun, BKpUTI Mepk CaHTe ®paHuis Mepk CaHTe, ®paHuia/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 3a UA/3994/01/03
nNiBKOBOKO c.a.c. ®paHuin IcnaHis 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edheKkTNBHOCTI Ta peyenmom
060/10HKO10, N0 1000 (BUPOGHMLTB hapmakoHarnsgy. BeefeHHs abo 3miHu [0 y3arasibHEHUX AaHUX Npo
mr, no 15 TabneTok 0 3a NOBHUM cuctemy chapmakoHarnsgy (BBeAeHHs y3arasibHeHUX gaHux npo
y 6nicTepi; no 2 abo LMKIOM); cuctemy chapmakoHarnsgy, 3MiHa ynoBHOBaxXeHoi ocobu,
no 4 6nictepn y Mepk, CH, BiANOBIAA/IbHOI 32 34iiCHEHHSA (hapMakoHarns4y; KOHTakTHOT 0cobu 3
KapTOHHI Kopo6Lyi Icnanis hapmakoHarnsgy 3asBHUKa Ans 34ilCHEHHA ddapmakoHarnsagy B
(BMpOGHULTB YKkpaiHi, SIKLLIO BOHa BigMiHHA Bif yNOBHOBaXkKeHOi ocobu,
0 3a NOBHUM BiANOBiAANLHOI 3a 3ilicHeHHs (hapMakoHarnaay (Bkavaum
LMKIOM) KOHTaKTHI AaHi) Ta/abo 3MiH1 y po3MmilLeHHi MacTep-dhaiina cuctemm

hapmakoHarnsgy) - 3MiHa ynoBHOBaXXeHO! 0CObU 3asiBHUKA 415
3[ilicCHeHHA hapMakoHarnaay, 3MmiHa KOHTaKTHUX JaHUX
yNOBHOBaXXeHOT 0co6u. MNponoHoBaHa pegakuisi: Dr. Sabine Hackel.
3MiHa KOHTaKTHOT 0cobM B YKpaliHi, ynoBHOBaXEHOI 0Co6M 3asBHMKa
[ANA 3giicHEHHSA dhapmakoHarnsagy. 3mMiHa KOHTaKTHUX JaHnX
KOHTaKTHOT 0co6u. MNponoHoBaHa pefakuist: PoctokiHa OneHa
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
MukonaisHa
73. FMHIOKODAX XR TabneTtku Mepk CaHTe ®paHuin Mepk KlraA, HimeuuunH BHECEHHS 3MiH [J0 peecTpaLjiiiHux MmaTepianis: 3a UA/3994/02/02
NPOJIOHrOBaHOI fji c.a.c. HimeuunHa; a/ 3MiHM | TRy - 3MiHK Wwoao 6e3nekn/ethekTnBHOCTI Ta peyenmom
no 1000 wmr; no 10 Mepk CaHTe, dpaHuin dhapmakoHarnsgy. BeefeHHsa abo 3MiHM 0 y3araslbHEHVX AaHUX Npo
Tabnetok y 6nictepi; ®paHuin cuctemy hapmakoHarnsgy (BBeLeHHs y3arasibHeHUX AaHux npo
no 3 abo no 6 cuctemy thapmakoHarfisgy, 3miHa ynoBHOBaXKeHOI 0cobu,
6nicTtepiB y BiANOBIAA/ILHOI 32 34iiCHEHHSA hapMakoHarns4y; KOHTakTHOT 0cobm 3
KapTOHHI Kopo6Lyi hapmakoHarnsgy 3asiBHUKa A5 34iiCHEHHSA hapMakoHarnsgy B
YkpaiHi, AKLLO BOHA BigMiHHA Bif, yNOBHOBaXKEHOT 0cobM,
BiANOBIAANLHOI 3a 34ilicCHeHHS hapmakoHarnagy (Bkaovarum
KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MilLleHHI MacTep-gaiina cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXKEHOI 0CO6Y 3asiBHMKA A5
3[jiCHEHHS hapMakoHarsay, 3MiHa KOHTaKTHUX AaHnX
yNOBHOBaXeHOT 0cobu. MNponoHoBaHa pefakuis: Dr. Sabine Hackel.
3MiHa KOHTaKTHOT 0cobun B YKpaliHi, ynOBHOBaXXEHOI 0CO6M 3asBHMKa
[ONA 34jiiCHeHHs hapMakoHarsgy. 3MiHa KOHTaKTHUX JaHuX
KOHTaKTHOI ocobu.
IMponoHoBaHa pegakuis: PoctokiHa OneHa MukonaiBHa
74. | AEKAMEBIT® TabneTku, BKpUTI AT Ykpaina AT Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 6e3 UA/4850/01/01
nniBKOBOKO "KNIBCbKW "KUIBCbKN 3MiHK | TNy - 3MiHa Ha3Bu BUPOOHUKa AD| BitamiHy A, 6€3 3MiHK Micus peuenma
060/10HKOI0, M0 10 BITAMIHHWIA 7 BUPOGHMLITBA
Tabnetok y 6nictepi; 3ABOA" BITAMIHHN
no 2 6nicTepu B " 3ABOA"
navui
75. | AENO-MEAPON cycneHsia gns Mdpaiizep IHkK. CLA Mdpaiizep Benbris BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3a UA/10030/01/01
iH'ekuili, 40 mr/mn no MeHtodekuy 3MiHW | TURY - 3MiHW 40 IHCTPYKUIT ANS MeANYHOro 3aCTOCyBaHHS 40 peyernmom
1 mn y donakoHi, no PUHr Benbris po3ginis "B3aemogis 3 iHWMMM NiKapCbKnMy 3acobamu Ta iHLWi BUAK
1 conakoHy B HB B3aemogiit", "OcobmBOCTi 3acTOCyBaHHA"; 3MiHU || TUNY - 3MiHK A0
KapTOHHI Kopobuyj IHCTPYKLi 415 MeAUYHOro 3aCTOCyBaHHA [0 Po34inis "®apmakonorivHi
BnacTmBocTi", "lMpoTrnokasaHHsa","B3aemMogisi 3 iHLWMMK JTiKapCbKUMMN
3acobamu Ta iHWi B1uAmn B3aemogiii”, "Oco61MBOCTi 3aCTOCyBaHHS",
"3acTocyBaHHA y nepiof BariTHOCTI abo rogyBaHHs rpyaar”,
"3paTHICTb BNAMBATM Ha LWBWAKICTb peakuil Npy KepyBaHHi
aBTOTPaAHCNOPTOM abo iHWMMY MexaHismamun”, "ditn",
"MepeposysaHHsa", "MobiuHi peakuii”. BBegeHHA 3MiH NPOTAromM 3-x
MicsiLiB nicnsa 3aTBepAKEeHHs
76. | LXXAPAIHC® TabneTku, BKPUTI BepiHrep HimeuuunH BMPOGHMULITB HimeuuunH BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiais: 3a UA/14980/01/01
nniBKOBOKO IHrenbxanmv a 0, a 3MiHKM | TNy - 3MiHa Ha3BuM Ta agpecu BUpobHuKka A®| emnarnich103uHy peyernmom
0060/10HKOI0, N0 25 IHTepHeLHN nakyBaHHs,
Mmr no 10 TabeTok y M6X MapKyBaHHs,
nepdgopoBaHomy KOHTPONb
6nicTepi; no 1 a6o 3 AKOCTI,
6nictepn y BMNYCK cepil:
KapPTOHHI Kopo6Lyi BepiHrep
IHrenbxanmv
dapma M'moX
i Ko. KT,

HimeyunHa,;
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n/n

Hassa

JliKapcbKo20

3acoby

dopma suUnycKy

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

Peecmpayitina npoyedypa

Ymosu
BionyckKy

Homep

peecmpayjitiHo2

0 NocBIOYEHHS

a/lbTepHaTVB
Ha AinbHUUsA
ans
BTOPVHHOTO
nakyBaHHS:
®apm/lor
Papma
NopxicTik
m6X,
HimeuunHa;
LTteremaHH
NboHdepnak
YHIeH YHA,
NoricTiwep
Cepsic e. K.,
HimeuunHa

717.

IDKAPAIHC®

TabneTku, BKPUTI
nAiBKOBOO
060/10HKOI0, No 10
mr no 10 TabeTok y
nepdopoBaHomy
6nicTepi; no 1 a6o 3
6nictepu y
KapTOHHI Kopo6Lyi

BepiHrep
IHrenbxanmv
IHTepHeLwHN

M6X

HimeyuunH
a

BMPOOHULITB
o,
nakyBaHHs,
MapKyBaHHS,
KOHTPO/1b
AKOCTI,
BMNYCK cepil:
Bepinrep
IHrenbxainm
dapma 'mM6X
i Ko. KT,
HimeuuuHa;
anbTepHaTuB
Ha AinbHULA
ans
BTOPVHHOIO
nakyBaHHS:
®apm/lor
dPapma
JNopxicTik
v6X,
HimeyunHa,;
LLiteremaHH
NboHdepnak
YHIeH YHA,
NoricTiwep
Cepsic e. K.,
HimeyunHa

HimeyuunH
a

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TNy - 3MiHa Ha3BuW Ta agpecun BUpobHuka A®| emnarnicpiosuHy

3a
peyenmom

UA/14980/01/02

78.

ANTOKCUH

PO34MH ANS iH'EKi,
0,25 mr/mn, no 1 mn
B amnyni; no 10
amnyn y nadui 3

ToBapucTso 3
obmexeHo
BignoBigabHi
CTt0

Ykpaina

ToBapucTBo
3
06MmeXeHo
Bignosigasib

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHM | TUNY - 3MiHa NapameTpiB cnewudikauiin Ta/abo fonycTUMNX MeX
NS AONOMIXXHOT PEeYOBMHY; CYNyTHA 3MiHa: 3MiHa y MeToaax
BMNPOBYBaHHA [OMOMIKHOI Pe4YOBUHM - 3MiHU 0 cneumdikauii Ta

3a
peyerimom

UA/5751/02/01
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
KapToHy; no 1 mn B "[ocnigHnii HICTIO MeTOZiB BXiHOr0 KOHTPO/IH0 AOMNOMDKHOI peyoBMHY Boga ans iH'exuii,
amnyni; no 10 3aBof "LocnigHwii y 3B’A3KY 3 NPUBELAEHHAM [0 BUMOr JOKYMEHTaLil BUPOGHMKa; 3MiHN |
amnyn y énictepi; no "rHuact 3aB0/, TUMY - BUNYYEHHS NOKa3HuKa «MBUY» 3i cneuundikadii Ta metogis
1 6nicTepy B nauui 3 "rHUC, KOHTPO/IH0 NEPBUHHOI YNaKoBKW (ammy/in CKISIHOT) rOTOBOTO /1iKkapCbKOro
KapToHy; Mo 1 mn B YkpaiHa 3aco0y, y 3B'A3Ky 3 HasBHICTIO albTepPHaTUBHOIO MeToAy KOHTPO/I0
amnyni; no 5 amnyn (kOHTpOnb AKOCTI; 3MiHW | TUMY - 3MiHK, NOB'A3aHI 3 HEOOXIAHICTIO NPUBEAEHHS Y
y 6nictepi; no 2 AKOCTI, BiANOBIAHICTb A0 MoHOrpadii AdY abo €sponeiicbkoi chapmakoner,
6nicTepy B navwj 3 BUNYCK abo iHWOI HauioHasIbHOIT hapmakonei gepxasu EC (3miHa y
KapTOHY cepii); cneumdikauisx, nos's3aHa 3i 3MiHamu B I®Y, a6o €Bponeiicbkii
ToBapucTBo thapmakonei, abo iHLWii HavioHanbHil dhapmakonei gepxasu €C);
3 CYNyTHA 3MiHa: 3MiHa Y MeToAax BUNpo6yBaHHSA [OMNOMKHOI peYoBUHN
06MexeHo - 3MiHM A0 cneundikauii Ta MeTOAIB BXifHON0 KOHTPOO AOMOMDKHUX
BignoBigaib peyvoBuH; 3MiHK | TUNY - 3MiHa NapameTpiB cneundikauiii Ta/abo
HICTIO [OMYCTUMMUX MEX rOTOBOTO NiKapCbKOro 3acoby; CynyTHS 3MiHa: 3MiHa Y
"hapmaueBT MeToAax BUNpPo6yBaHHSA rOTOBOTO JiKapCbKOro 3aco6y - 3MiHM [0
n4yHa cneumdikauii Ta MeTOZAIB KOHTPOJIIO FOTOBOTO JliKapcbkoro 3acoby;
KOMnNaHis 3MiHUW | TUNY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
"3popos's", BiANOBiAHICTL A0 MoHorpadii 4dY abo EBponeiicbkoi thapmakoner,
YkpaiHa (Bci abo iHWOi HauioHas1bHOIT hapmakonei Aepxasn EC (3MiHa y
cragji cneumagikalisx, nos'a3aHa 3i 3amiHo BUMOT MoHorpadii 4PY a6o
BUPOGHNLITB iHLIOI HaujoHanbHOI thapmakonei aepxasu €C Ha BUMOrn MoHorpadii
a, KOHTPO/1b €Bponelicbkoi hapmMakonel); cynyTHA 3MiHa: 3MiHa y MeTogax
AKOCTI, BUNPOBYBAHHS ONOMIXHOI PEHOBUHM - 3MiHU A0 cnevumdikauii Ta
BUMYCK cepii) MeTOZiB BXifHOr0 KOHTPO/IHO AOMOMDKHOIT PEHOBUHW, Y 3B’A3KY 3
npuBeAEeHHSM Yy BignoBigHicTb APY* fitoye BUAAHHSA
79. | AUKNAK® PO3YUMH NS iH EKLIN, CaHpo3 CnoseHis Nex CnoseHisa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/1202/03/01
75 mr/3 mn no 3 mn dapmacbioTiK PapmaLeBTu 3MiHM | TUNY - 3MiHW 80 IHCTPYKLiT 4719 MEANYHOro 3aCTOCYBaHHS y peyenmom
B amny”ni; no 5 an3 a.n. yHa po3ainu: "MpoTunokasaHHs", "B3aemogis 3 iHWMMU flikapCbKumn
amnyn B KApTOHHIl KOMNaHis 3acobamu Ta iHWi B1uAmn B3aemogiii*, "Oco61MBOCTi 3aCTOCyBaHHS",
KOpoo6Li a.a. "Mo6iuHi peakwyji" BigNoBigHO A0 iHhopmav,ii pedepeHTHOro
nikapcbkoro 3acoby BO/IbTAPEH®, po3unH gns iH'ekuiid, 75 mr/3 M.
BBefeHHA 3MiH NPOTAroM 6-Tu MicsiLiB Nicnsa 3aTBepAXeHHsA
80. | AUKNOKAIH PO34MH ANS iH'eKLi ToBapucTBo 3 YkpaiHa TosapucTBo YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 3a UA/8315/01/01
no 2 Mn B amnyni; 06MeXeHo 3 3MiHW | TUMY - YTOYHEHHST MiCLe3HaX04KeHHA BUPO6HUKa AdI peyernmom
no 10 amnyny BignoBigasIbHI 06MeXeHo [viknodeHak HaTpito BIANOBIAHO A0 MaTepianis BUpo6Huka Ningbo
KapTOHHI KOpo6L,i 3 CTHO BignoBiga b Smart Pharmaceutical Co., Ltd., China. Bupo6bHuya ginbHuus Ta BCi
neperopogkamu; no "dapmaueBtu HicTiO BMPOGHWYI onepaLlii 3anMLatoTbCA HE3MIHHUMU; 3MiHW | TUMY - 3MiHa Y
2 mn B amnyni; no 5 YyHa KOMMaHis "papmaueBT napameTpax cneuyudikauii Ta/abo AONYCTUMUX MEX, BU3HAUEHUX Y
amnyn y énictepi; no "3popos'a" nyHa cneuudikalisx Ha A®l, abo BUXigHWUI/MPOMIXHWI NpoAyKT/peareHT, Lo
2 6nictepu B KOMnaHis BMKOPWCTOBYIOTLCSA Y npoueci BUpobHuLTBa A®I; cynyTHS 3MiHa: 3MiHa
KapTOHHI kopobuy; "3popos'a"” y MeToaax BunpobysaHHsA APl abo BMXiAHOrO MaTepiany/npomMiKHOro

no 2 mn B amnyni;
no 10 amnyny
6nictepi; no 1
6nictepy B
KapTOHHI Kopo6Lyi

npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y MPOLEeCi BUpo6GHULTBA
A®I| - npuBeeHHA cneumdikauii Ta METOAIB BXiZAHOr0 KOHTpoo AdPI
[nknodheHak HaTpilo 3a NOKA3HUKOM «3a/IMLLIKOBA KiTbKICTb OpraHiuHmx
PO3YMHHNKIB» Y BiAMNOBIAHICTb MaTepianis BUpo6HuKa Ningbo Smart
Pharmaceutical Co., Ltd., China (3rigHo DMF); 3miHn | Tvny - nogaHHA
HOBOro cepTudpikata Bif BXe 3aTBEPKEHOr0 BUPOOHYKA; CYNyTHS
3MiHa: 3MiHa y NnapameTpax cneundikauivi Ta/abo AonycTUMUX MEX,
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs

BM3HAYEHUX Y cneundikauisix Ha Adl, abo BMXigHWA/NPOMKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NpoLeci BUpobHMUTBa ADI -
3MiHa y MeTogax BunpobysaHHa APl abo BMXigHOTO
maTepiany/npoMiKHOro NPoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci Bupo6bHuMLUTBa A®I - NogaHHA HOBOrO cepTudikaTy
BiNOBigHOCTI €Bponelicbkilt hapmakonei Ne R1-CEP 1997-066-Rev 03
Bifl 3aTBEPAKEHOro BUPO6HMKa AdI, 3i 3MIHOK HaliMeHyBaHHs
BMPOGHUKA, Ta 3i 3MiHO HPUANYHOT aapecu Ha aapecy BUPOGHNYOT
AisnbHOCTI. K Hacnifok, 3mMiHa B cneumdikauii Ta metTogax BXigHOro
KOHTposto AP 3a NOKa3HUKOM «3asTMLLKOBI KifIbKOCTi OpraHiuyHux
PO3YMHHYKIB». BUpo6HMYa AiTbHULA Ta BCi BUPOGHMYI onepauil
3a/IMLLIATLCA HE3MIHHUMU. CXemMa CUHTEe3Y He 3MiHunacs; 3minu | Tuny
- 3MiHW, MOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BIANOBIAHICTL A0
MoHorpadii dY abo EBponeiicbkoi chapmakonei, abo iHwoT
HaujioHas1bHOI hapmakonei gepxasn E€C (3MiHa y cneuudikauisx,
nos'sa3aHa 3i 3miHamu B 1Y, abo €Bponelickbkiin hapmakonei, abo
iHWWIN HauioHanbHI thapmakonei Aepxasu €C); cynyTHA 3MiHa: 3MiHa Y
mMeTofax BunpobysaHHs A®| abo BuXiAHOro Matepiasy/MpoMixHOro
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIeci BUPObHULTBa
A®I| - 3MiHKM y cneundpikauii Ta MeToAax BXigHOro KOHTposno Ad®|
[JvknodeHak HaTpito: 3miHW | TUny - NogaHHsA HOBOro cepTuddikaTa Big
BXE 3aTBEPPKEHOro BUPOOHMKA; CynyTHA 3MiHa: 3MiHa y napameTpax
cneuudikaLii Ta/abo JONYCTUMKX MEX, BU3HAUYEHMX y cnewudikalisax
Ha A®I, a6o BUXigHWA/NPOMIKHUIA NPOAYKT/peareHT, Lo
BUKOPVCTOBYIOTBCSA Y Npoueci BUpobHuuTea A®I - 3MiHa y MeTogax
BUNpobyBaHHA A®l abo BMXiAHOrO MaTepiany/npomiKHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y NPOLECi BUPOGHULTBA
A®I - nogaHHA HOBOrO cepTudikaTy BiANOBIAHOCTI €BpONenchbkili
thapmakonei Ne R1-CEP 2001-014-Rev 03 Bif, 3aTBepA)XEHOr0
BUPOGHMKa ADI, 3i 3MiHOK HaliMeHyBaHHSi BUPOGHMKA, Ta 3i 3aMiHO0
aAMiHICTpaT1BHOI afgpecy Ha agpecy BUPOBHNYOT AiSNbHOCTI. Ak
Hacnigok, 3MiHa B crneuudikaLii Ta MeTogax BXigHoOro KoHTposo A®l 3a
NOKa3HUKOM «3a/TULLKOBI KifIbKOCTi OPraHiyHNX PO3UYNHHUKIB». 3MiH Y
MiCLie3HaxXOMKEHHI BUPOOHNYOT AiNbHWL|, y NpoLieci BUPO6HMLTBA Ta
cxeMi cuHTesy A®I He Bigbynocs; 3MiHu | TNy - 3MiHW, NOB'A3aHi 3
HeOoOXiAHICTIO NpUBEAEHHS Y BIANOBIAHICTL A0 MOHorpadii 4PY abo
€Bponelicbkoi hapmakonei, abo iHWOi HauioHa/bHOI hapmakonei
nepxasu €C (3MiHa y cneuudikauisix, nos'a3aHa 3i 3aMiHamu B APY,
abo Eponeiicbkiii hapmakonei, abo iHLWii HaLioHabHIl hapMakonei
Aepxasu €C); cynyTHA 3MiHa: 3MiHa y MeTodax BunpobysaHHs A®| abo
BUXiQHOro MaTepiany/npoMiXXHOro NpoayKTy/peareHTy, LWo
BMKOPUCTOBYETBLCA Y NpoLieci BUpobHuuTea APl - 3MiHa 0
cneumdikauii Ta MeTogiB KoHTposio Ad| JligokaiHy rigpoxnopug 3a
nokasHukom «MBUY» Ta BUIy4YeHHA nokasHvka «Badkki meTanu», y
3B’A3KY 3 NPUBEAEHHSAM [0 BUMOT fjl0H0ro BuaaHHa EP; 3MiHu | Tuny -
3MiHW, MOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii dY abo EBponeiicbkoi chapmakonei, abo iHwoT
HaujioHas1bHOI dhapmakonei Aepxasn €C (3MiHa y cneundikauisx,
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjitiHo2
0 MocsiO4YeHHs1

nos'sa3aHa 3i 3miHamu B 1Y, abo €Bponelicbkiin hapmakonei, abo
iHWWIN HauioHanbHIK thapmakonei Aepxasu €C); cynyTHA 3MiHa: 3MiHa Y
MeTofax BUNPO6YyBaHHS AOMNOMiIXHOI PeYOBUHM - 3MiHW A0 cneuudikawii
Ta METOZiB KOHTPO/IO AOMOMDKHUX PEYOBUH; 3MiHU | TUMY - BUNYYEHHS
amnyn Tuny LUM 3i ckna mapku HC — 3 Bupo6Huka BAT «Kypcbkuii
3aB0O/, MEMYHOTIO CK/1a», & TakoX, YTOYHEHO pefakLiito 3aTBepKEHNX
TUMIB amnys1; 3MiHu Il Tuny - 3MiHa BUPOGHKKa BUXigHOTO/MPOMiXXHOIO
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYOTLCA Y BUPOGHNYOMY MPOLiEC
Adl, ab0 3miHa BUpo6HMKa (BKIKOUAKOUM, e HEOOXiAHO, Micue
npoBefeHHs KOHTposto skocTi) APl (3a BigcyTHOCTI cepTudiikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepaXeHOMY [0ChE)
(BBEAEHHS HOBOTO BMPOGHMKa AD| 3 HafaHHAM MacTep-haiina Ha
A®I); cynyTHA 3miHa: 3MiHa Yy NnapameTpax crneuudikauiii Ta/abo
O0NyCTUMUX MeX, BU3HaYeHUX Y cneumgikauisx Ha A®l, abo
BUXIZAHWUA/NPOMIXHUIA NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCS Y
npoueci BupobHuutea A®| - 3MiHa y meTodax BunpobyBaHHs AD| abo
BUXiQHOrO MaTepiany/npoMixXHOro NpoayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea AdP| - ogaBaHHA
BMpOGHMKa A®| [InknodeHak HaTpito. FK HacNigoK, BBEAEHHS
[04aTKOBOro nokasHuka skocti «N-cheHin-N-xnopauetun-2,6-
avxnopaHinid (Aumnar)» fo cneuymdikadii 3 BigNOBIgHUM METOA0M
KOHTpOst0 (3rigHo npeacTasneHoro DMF) ans gaHoro BUpOGHKKa;
3MiHu Il TUNy - 3MiHa BUPOBGHMKA BUXiZHOrO/MPOMIKHOIO
NpoAyKTy/peareHTy, WO BUKOPUCTOBYOTLCS Y BUPOOHNYOMY NPOLIECI
A®I, abo 3miHa BUpOGHYKa (BKIOUaoun, ae HeobxigHo, Micue
npoBeAeHHsA KOHTPOso AkocTi) A®I (3a BigCyTHOCTI cepTudikaTa
BiANOBIAHOCTI EBponeiickbkili hapmakonei y 3aTBepaKeHOMY [0ChE)
(BBEAEHHA HOBOrO BMPOGHMKa APl 3 HagaHHAM MacTep-thaiina Ha
A®I); cynyTHSA 3miHa: 3MiHa Yy NapameTpax crneuudikauii Ta/abo
[ONyCTUMMX MEX, BU3HaUeHuX y cneyudikalisx Ha A®l, abo
BWXiAHWA/NPOMDKHUIA NpOAYKT/peareHT, WO BUKOPUCTOBYOTLCS Y
npoueci BupobHuuTBa A®I - 3miHa y MeTofax BunpobysaHHs APl abo
BVXifHOrO Matepiany/npoMiKHOro NPoAyKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLieci BUpobHuuyTea Ad| - fofaBaHHsA
BMpobHuKka A®I AARTI DRUGS LTD, India. {4k Hacnigok, BHECEHHS
3MiH o crneumdikayii Ta meTogis KoHTposto APl [inknodeHak HaTpito
3a NOKA3HWKOM «3asIMLLKOBI KiNTbKOCTi OpPraHiYHUX PO3UYMHHUKIBY
BiANOBIAHO [0 AOKYMeHTaLii BUpo6HMKa (3rifHo npeactasneHoro DMF)

81.

ANNTIASEM

Tabnetkv no 60 wmr,
no 10 TabneTtok y
6nictepi; no 1 a6o
no 3 6nictepu B
nauuj

NAT
"Nly6Hnchapm"

Ykpaina

MNAT
"Jly6Hndhapm

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHM | TNy - 3MiHa y MeTogax BUNpoOyBaHHS roOTOBOrO MiKapCbKoro
3acoby (ans NpuBefeHHs y BignoBiaHICTL 3 AdY abo EBponeiicbkoo
hapmakoneeto Ta BUyYEHHS MOCUIAHHS Ha 3acTapinuii BHYTPILLHI
MeToZ BUNpPoOYyBaHHS i AI0r0 HOMEP) - BUTyYEHHS MOKa3HVKa
«Aepocun» y cneumaikaLii Ta MeTogax KOHTPOSIO 3rifHO AiloHoro
BUAaHHA DY

3a
peyerimom

UA/6554/01/01

82.

OMNPO®ON®
EATA

emynbCeia Ans
iHdpy3iii, 10 mr/mn no
20 ma B amnyii; no

MAT
"®papmak”

YKpaiHa

MAT
"@apmak”

YKpaiHa

BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasis: 3miHu |l Tuny - 3MiHn
wopno 6e3snekv/edpekTMBHOCTI Ta hapmakoHarnsgy. BHeceHHs abo
3miHa(1) Ao 3060B'A3aHb Ta YMOB BUAadi peecTpauiiHoro nocBig4eHHs,

3a
peyenmom

UA/15942/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
5 amnyn y nauuj; no BK/tOYatouu MnaH ynpaBniHHA py3nkamu (3acTocyBaHHS 3MiH(1), ski(a)
20 mMn y donakoHi; no BMMaratoTb(€) NofanbLIoro 06rpyHTyBaHHA HOBMMU 40AATKOBUM
1 a6o 5, abo no 10 AaHVMK, L0 MaloTb HaJaBaTUCA KOMNETEHTHUM OpraHOM, OCKINIbKK
chnakoHiB y nauui; B/MAaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHUM OpraHoMm) - BukoHaHHS
no 50 mn 'y donakoHi; 3060B'A3aHb BiANOBIAHO A0 NianyHKTY 1.8.2 nyHKTy 1.8 AopaTky 5 o
no 1 conakoHy y Mopsaky NPOBEAEHHS EKCNEPTU3N peecTpaLiiHnX maTepianis Ha
navi nikapcbki 3acobwu, L0 NoAarTbCA Ha AepxaBHy peecTpawiio
(nepepeecTpadito), a TakoX ekcnepTn3n martepianis NPo BHECEHHS 3MiH
[0 peecTpavjiiiHux maTepianis NPOTAroM Aji peecTpaLjiiitHoro
nocBigyYeHHs, 3aTBepaxeHoro Hakazom MO3 Big 26.08.2005 Ne 426 (y
pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)
83. | AMNPOPON® emynbCis ans MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3miHu Il Tuny - 3miHn 3a UA/15942/01/02
EATA iHdpysii, 20 mr/mn no "®apmak” "dapmak” oo 6e3nekn/edpekTBHOCTI Ta chapmakoHarnsgy. BHeceHHst abo peyenmom
20 mn B amnyni; no 3MiHa(1) Ao 3060B'A3aHb Ta YMOB BUJadi peecTpauiiiHoro nocBigYeHHs,
5 amnyn y nauuj; no BK/OYatoum MnaH ynpasniHHA pu3nkamu (3acTocyBaHHS 3MiH(1), ski(a)
20 mn 'y donakoHi; no B/MaraTb(€) NOJaNbLIOr0 06I'PYHTYBaHHA HOBUMMW AOAATKOBUM
1 a6o 5, a6o no 10 JaHUMK, L0 MatoTb HaAaBaTUCA KOMMETEHTHAM OPraHoM, OCKiNbKK
dhnakoHiB y nauu; B/MAaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHNM OpraHoMm) - BukoHaHHSA
no 50 mn 'y doriakoHi; 3060B'A3aHb BiANOBIAHO A0 MignyHKTy 1.8.2 nyHkTy 1.8 fodaTky 5 o
no 1 conakoHy y Mopsaky NPoBeAEHHS eKCNepTU3N peecTpaliiHnx maTepianis Ha
nauuj nikapcbki 3aco6u, WO NoAalnTbCa Ha AEPXaBHY peecTpaLiio
(nepepeecTpalito), a TakoX ekcnepTv3y martepianis Npo BHECEHHS 3MiH
[0 peecTpauiiHnx MaTepianis NpoTArom Aii peecTpauiiiHoro
noceigyeHHs, 3aTBepa)keHoro Hakasom MO3 Big 26.08.2005 Ne 426 (y
pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)
84. | 3YBHI KPAN/I kpanni no 10 mny MPAT Ykpaina MPAT Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHMX maTepiasnis: BUNPaB/IEHHSI TEXHIYHOT 6e3 UA/8153/01/01
dhnakoHax "®ITODAPM" "®ITOPAPM NOMU/IKM B OHOBNeHnX MKSA, 3aTBepmxeHnx HakazoMm MO3 YkpaiHn Ne peyenma
" 341 Big 29.03.2017, B po3aini "TepMmiH NnpugatHocTi": pefakuis B
oHoBneHux MKA: 3 poku; 3anponoHoBaHa pefakLis: 2 poku. MNomwuika
CTOCYETbCA HaNUCaHHSA TePMiHY NPUAATHOCTI NPy NPOBeAEHHi
npoueaypu BHECEHHS 3MiH A0 peecTpauiiHnx Matepianis (3miHu | Tuny
- AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu
3asBHMKa (BN1acHVKa peecTpauiiniHoro noceigveHHs) (3MiHa agpecu
3asBHVKa) (TepmiH BBeLEeHHSA 3MiH NpOTArom 1-ro poky nicns
3aTBEPAXKEHHS); 3MiHM | TUNy - AAMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu MicLa NPOBaMKEHHS AisIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro Nikapcbkoro 3acoby, BKIYaUm
OinbHULI BUNYCKY cepii abo MicLe NpoBeAEeHHS KOHTPOHO SKOCTI.
(oisnbHiCcTb, 3a AKy BignoBigae BUPOGHMK/IMNOPTEP, BKAOUAKOUN BUMYCK
cepiii) (3MiHa agpecy BUpo6HuKa /13, 3 BigNOBiAHAMMN 3MiHAMU Y
MapKyBaHHi ynakoBku (nepeiMeHyBaHHA M. APTEMIBCbK Ha M. BaxmyT)
(TepmiH BBEL,EHHS 3MiH MPOTAroM 1-ro poky nicns 3aTBEpA)KEHHS).
B peecTpauiiiHnx maTepianax (peecTpauiiiHoMmy nocsigyeHHi, MKA Ta
IHCTPYKLT ANS MEAMYHOro 3aCTOCYBaHHS), 3aTBEPAXKEHNX NPK
nNpoBeAeHHI npoLeaypy nepepeecTpaii Nikapcbkoro 3acoby TepmiH
NpWAATHOCTI BKa3aHWii BipHO, a came: 2 poKMu.
85. IBYNMPOM MAKC TabneTku, BKPUTI lOHina6, Nn CLA Brpo6HuK, Monbwa/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 6e3 UA/1361/01/01
060/10HKO10, Mo 400 BignoBigab Benvka AOMIHICTPATVBHI 3MiHW. BUyYeHHs1 BUPOOHMYOT AiNbHULI (BKIHOYA0UN peyenma
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
Mr, no 6 TabneTtok y HWiA 3a BpuTtaHis OinbHUUi ana A®l, npomikHOro NpPoAyKTy abo roToBOro JliKkapCbKoro
6nicTepi, no 1 ynakoBKY, 3aco0y, AiNbHUL A8 NpoBeAEeHHsS NakyBaHHSA, BUPOOHUKA,
6nictepy B KOHTpONb Ta BiZINOBIAANLHOO 3a BUMYCK Cepili, MicLie NPOBELEHHSA KOHTPOSIO cepii)
KapTOHHI kopobuy; BMMNYCK cepil ab0 nocrtavasibHVKa BUXIQHOrO MaTepiasy, peareHTy abo [0MOMKHOI
no 12 tabnetok y roToBOro pPEeYOBUHM (AKLLO 3a3HAYEHO Y [OCbE) - BUSTyYEHHS BUpoOHUKa MN3
6nicTepi; no 1 abo NPOAYKTY: CsiccKo Cepsices Al, Lseliuapin: 3atBepaxeHo (BBefeHHSA 3MiH
no 2 6nictepu B TOB OC NPOTAroM 6-TU MiCALIB MiCNA 3aTBEPIKEHHS)
KapTOHHI kopobuyj, dapmauis,
no 24 tabnetkn y MonbLya;
dhnakoHi, no 1 Brpo6HWK,
(hNakoHy B Bignosiganb
KapTOHHI Kopobuyj HWiA 3a
BMPOGHMLITB
0, KOHTPO/Tb
Ta BUMYyCK
NpPOAYKTY in
bulk:
Lyedapm
Cepsices
nta, Benvka
BpuTtaHis
86. IBY®EH® AN CyCneHsis opasibHa, MEOAHA Monbwa MegaHa Monbwa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasiis: 6e3 UA/9215/01/01
DITEA MANTMHA 100 mr/5 mn no 100 DPAPMA dapmva 3MiHuM | TUNY - NOAAaHHSA OHOBEHOTO cepTudikaTa BifnoBigHOCTI peuenma
M/1Y N1acTUKOBOMY AKLiOHepHe AKuioHepHe €poneiicbkili hapmakonei Ne R1-CEP 2002-099-Rev 03 gns giroyoi
(MET) chnakoHi 3 ToBapucTBO ToBapucTBo peyoBuHM Ibuprofen Bif BXe 3aTBEpXEHOro BUPOOHHMKE; 3MiHU | Tvny -
nonieTuneHoBUM noAaHHs OHOB/IEHOTO cepTudhikaTa BignoBifgHOCTI EBponeiickkiii
aganTtepom; no 1 dapmakonei Ne R1-CEP 1996-061-Rev 12 ans Aitlo4oi peyoBrHN
chnakoHy 3 Ibuprofen Big Bxe 3aTBEpAXEHOro BUPO6HUKaA
Lwnpuyem-
[,03aTOpOM B
KaPTOHHIN nayuyj
87. IBY®EH® ONA CyCrneHsis opaibHa, MEOAHA Monbwa MEOAHA Monbwa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 UA/11881/01/01
DITEA 100 mr/5 mn no 100 DPAPMA PAPMA 3MiHM | TUNY - NOAAHHSA OHOBIEHOTO cepTudikaTa BignoBigHOCTI peyenma
nonyHmuA M abo 120 mny AKUjoHepHe AKLjOHepHe €poneiicbkili hapmakonei Ne R1-CEP 1996-061-Rev 12 ans gitoyoi
NNacTUKOBUX ToBapucTBO ToBapucTBo peuoBnHM Ibuprofen Big Bxe 3aTBep)KEHOro BUPOGHUKA; 3MiHW | Tuny -
dhnakoHax 3i noAaHHA OHOBMIEHOTO cepTudikaTa BignoBigHOCTI €EBponeichkiii
LINPULLOM- hapmakonei Ne R1-CEP 2002-099-Rev 03 an1s Ajto40i pe4yoBrHN
nosatopom Ne 1 Ibuprofen Big, Bxe 3aTBEpAXEHOro BUPOOHUKA
88. IBY®EH® CycCneHsisi opaibHa 3 | dapmaueBTu Monbwa MegaHa Monbwa BHECEHHS 3MiH A0 peecTpayiiHux maTtepiaiis: 6e3 UA/14437/01/01
POPTE Ma/IMHOBUM YHWi1 3aBOA, Papma 3MiHu | TUNY - NOAAaHHSA OHOBNEHOTO cepTudikaTa BifnoBigHOCTI peuyenma
apomaTtom, no 200 "MOJIb®APM AKuioHepHe €Bponeiicbkiii hapmakonei Ne R1-CEP 2002-099-Rev 03 ans gitoyoi
mr/5 mn, no 40 mn A" C.A. ToBapncTBO pevoBuHu Ibuprofen Big BXe 3aTBEpAKEHOro BUPOGHMKA; 3MiHW | Tuny -

abo no 100 mny
thnakoHi; no 1
hnakoHy 3i
LINPULOM-
[,03aTOPOM Y
KapPTOHHI Kopobui

noAaHHs OHOBNIEHOTo cepTudpikaTa BignoBigHOCTI EBponeiichkiii
dapmakonei Ne R1-CEP 1996-061-Rev 12 ans Ailo4oi peyoBuHu
Ibuprofen Big, Bxe 3aTBEpAXEHOro BUPOOHUKA
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89. | IBY®EH® CyCrneHsis opasibHa 3 | dapmauesTu Monbwa MenaHa Monbwa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiaslis: 6e3 UA/12829/02/01
POPTE NONYHUYHUM YHW1 3aBOS, Papma 3MiHuW | TUNY - NOAAHHSA OHOBNEHOTO cepTudikaTa BifnoBigHOCTI peuenma
apomaTtom, no 200 "MOJIb®APM AKUioHepHe €Bponeiicbkiit hapmakonei Ne R1-CEP 2002-099-Rev 03 ans gitouoi
Mmr/5 mn, no 40 mn A" C.A. ToBapucTBo peyoBuHM Ibuprofen Big BXe 3aTBEpXEHOro BUPOOHWMKA; 3MiHU | Tvny -
a6o no 100 mny noAaHHsA OHOB/MIEHOTO cepTudpikaTa BignoBigHOCTI EBponeiichkiii
thnakoHi; no 1 dapmakonei Ne R1-CEP 1996-061-Rev 12 ans Aito4oi peyoBrHu
dhnakoHy 3i Ibuprofen Big Bxe 3aTBEpAXEHOr0 BUPOOHUKA
LINPYLOM-
[103aTOPOM Y
KapPTOHHI Kopobui
90. IBY®EH® FOHIOP | kancynu m'siki no dapmaueBTn Monbwa MepaHa Monbwa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/12829/01/01
200 mr no 10 kancyn YHWUIA 3aBOS, Papma 3MiHM | TUNY - NOAAHHSA OHOBIEHOTO cepTudikaTa BignoBigHOCTI peyenma
y 6nictepi; no 1 a6o | "MONIb®APM AxuioHepHe €poneiicbkili hapmakonei Ne R1-CEP 2002-099-Rev 03 gns gitoyoi
2 6nictepu y A" C.A. ToBapucTBO peyoBuHu Ibuprofen Big BXe 3aTBEPAXEHOr0 BUPOBHMKA; 3MiHU | TUny -
KapTOHHI Kopo6Lyi noAaHHA OHOB/IEHOTO cepTudikaTa BignoBigHOCTI €EBponeichKii
apmakonei Ne R1-CEP 1996-061-Rev 12 ans Aitlo4oi peyoByHN
Ibuprofen Big Bxe 3aTBEpAXEHOro BUPOOHUKA
91. IHTENNAH kancysm no 20 abo XepbioH MakucTaH XepbioH MakucTaH BHECEHHS 3MiH 4,0 peecTpaLiiHnx martepianis: 3MiHu | Tuny - 6e3 UA/2009/02/01
no 60 kancyny MakncTtaH MaknctaH AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecy 3asBHUKa peyenma
thnakoHi; no 1 MpaliseT MpaiiBeT (BNacHvKa peecTpauiiHoro nocBig4eHHs); 3miHu | Tuny -
chnakoHy B Nimiteq Niviten AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus
KapTOHHI Kopo6Lyi NPOBaPKEHHA AiS/IbHOCTI BUPO6HUKa/iMnopTepa roToBOro JlikapCbKoro
3aco0by, BKIKYaKUM AiNbHALL BUNYCKY cepii abo MicLe NpoBefeHHs
KOHTPOJO SKOCTI. (AisfIbHICTb, 3a Ky BiANoBigae BUpo6HMK/iMnopTep,
BK/1KOYAK0UM BUMYCK Cepili)
92. IHTENNAH kancynu, no 20 a6o XepbioH MakucTaH XepbioH MakucTaH BHECEHHS 3MiH [J0 peecTpaLiiiHMXx maTepianis: 3MiHu | TUNy - 3MiHa 6e3 UA/2009/02/01
no 60 kancyny MakncTtaH MaknctaH po3mipy cepii (BK/IOUaUK gianasoH po3mipy cepii) roToBoro peyenma
thnakoHi; no 1 MpaiiBeT MpaiiBeT nikapcbKoro 3acoby - 36inblUeHHs cepii: 3anponoHoBaHo: 100 kr
hnakoHy B Nimiten Nimiten
KapPTOHHI Kopobui
93. IHTENNAH kancynu, no 20 a6o XepbioH MaknctaH XepbioH MaknctaH BHECEHHS 3MiH [JO peecTpaLiiiHux maTepiasiB: 3MiHu | Tuny - 3mMiHa y 6e3 UA/2009/02/01
no 60 kancyny MakucraH MakncTaH MeToAax BUNPO6yBaHHS rOTOBOTO J1iKapCbKOro 3acO6y - BHECEHHS 3MiH peyenma
dhnakoHi; no 1 MpaiiBeT MpaiiBeT £o Cneundikauii/MeToAiB KOHTPOIIO AKOCTI 3a NapaMeTpoM
(hNakoHy B NimiTen NimiTen «lgeHTudikauis», 30Kpema: YTOUHEHHSI OnuUcy pesynbTaTy AKiCHOT
KaPTOHHI Kopo6Lyi peakLii Ha ackop6iHOBY KMCNOTY
94. | IH®E30/® 100 PO34uH ANs iHdys3il BEP/IH- HimeuuunH BEP/IH- HimeuuunH BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasiis: 3a UA/0192/01/01
no 250 mn a6o no XEMI Al a XEMI Al a 3MiHK | TNy - 3MiHK 3 skocTi. APl KoHTponb A®I. 3miHa y MeTogax peuyenmom

500 mMn y chiakoHi;
no 10 cpnakoHiB y
KapTOHHI KopooLyi

BunpobysaHHA APl abo BMXigHOrO MaTepiany/npomMiKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPoOLieci BUPobHULTBa
ADI| (BuNyueHHsA meToay BuUnpobysaHHA ans Adl/peareHTy/npoMixHOro
NPOAYKTY, AKLLO afibTEPHATMBHUIA METOS BXe 3aTBepkeHunit) b.1.6.2.
(6), IA — BunyyeHHss anbtepHatuBHoro metoay NIR (61vmkHbOT
iHbpayepBOHOI cnekTpockonit) 3 po3giny «laeHTugikalis» metoais
KOHTPO/IO Ha Ajtouy peyvoBuHy L-anaHiny Big Bupo6Hnka AJINOMOTO
NORTH AMERIKA, INC., USA, npu HasiBHOCTI iHLUUX METOZIB
BUNPOGYBaHHSA BifMNoBIAHO A0 BUMOr MOHorpadii «Alanine» EP; 3MiHu |
™My - 3MiHK 3 akocTi. A®I. KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHsA APl abo BMXigHOro martepiaay/npomiKHOro
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NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIeci BUPObHULTBa
Ad| (BuNyueHHsA MeToay BUnpobysaHHA ans Adl/peareHTy/npomMixHOro
NPOAYKTY, SKWO afibTEPHATUBHUI METOZ, BXe 3aTBepxeHuid) 5.1.6.2.
(6), IA — BunyyeHHs1 anbtepHatuBHoro metogy NIR (6vmkHboT
iHbpayepBOHOT cnekTpockonit) 3 po3giny «laeHTugikalis» meToais
KOHTPO/IO Ha fiilovy pevyoBuHy L-anaHiny Bif BupobHuka KYOWA
NAKKO BIO CO., LTD., Japan, npy HasBHOCTI iHUIMX METOAIB
BUNPOBYBaHHSA BifnoBigHO A0 BUMOr MoHorpadii «Alanine» EP; 3MiHu |
™My - 3MiHK 3 akocTi. A®I. KoHTponb A®I. 3miHa y meTogax
BMNpobyBaHHA APl abo BMXigHOTO MaTepiany/npomMiKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NpoLieci BUpo6HULTBa
A®I (BUNyyYeHHA MeToay BUNPobyBaHHA ans Adl/peareHTy/npoMikHOro
NPOAYKTY, SKWO aNbTepHAaTUBHWI METOZ, BXe 3aTBepmxeHnii) b.1.6.2.
(6), IA — BunyuyeHHs anbtepHaTuBHoro metogy NIR (6MxHbOT
iHthpauepBoHOI cnekTpockonii) 3 po3ainy «laeHTudikauis» MeTogis
KOHTPO/II0 Ha Aitovy peqyoBuHY L- apriHiHy Big Bupo6Hnka AJINOMOTO
CO., INC., Japan, npu HasiBHOCTI iHLUMX MeToAiB BUNPO6YBaHHSA
BiANOBIAHO 40 BUMOr MoHOrpadii «Arginine» EP; 3miHM | Tuny - 3MiHu 3
akocTi. A®l. KoHTponb A®L. 3miHa y meTogax BunpobyBaHHs APl abo
BUXiQHOrO MaTepiany/npoMixXHOro NpoayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BUPo6HMLTBa AD| (BUNYYEHHA METoLY
BMNpoGyBaHHA A1 AdI/peareHTy/NPOMIXKHOTO NPOAYKTY, AKLO
anbTepHaTUBHUI MeTOZ, BXe 3aTBepxeHnii) 6.1.6.2.(6), 1A —
BUNYYEHHA anbTepHaTueHoro metogy NIR (61mkHbLOT iHpavepBoHOT
cnekTpockonii) 3 po3ainy «laeHtudikayis» MeToaiB KOHTPOSIIO Ha Aitody
peyoBuHy L- apriHiHy Big BupobHuka KYOWA NAKKO BIO CO., LTD.,
Japan, Npu HasiBHOCTI iHLLUNX MeTOZiB BUNPO6YBaHHSA BiAMOBIAHO A0
BMMOT MoHorpadii «Arginine» EP; 3MmiHu | Tuny - 3miHu 3 akocTi. AdI.
KoHTposnb A®L. 3miHa y MeTodax BunpobyBaHHs APl abo BUXigHOro
marepiany/npoMiKHOro NPoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y
npoueci BUpobHuuTea Ad| (BUIy4eHHS MeToAy BUNPOGYyBaHHS ANs
Adl/peareHTy/NPOMIKHOIO NPOAYKTY, AKLLO aflbTEPHATUBHUI MeToA
BXe 3aTBepaxeHunii) 5.1.6.2.(6), IA — BUNyYeHHS anbTepHaTUBHOIO
meToay NIR (61vkHbOT iHdpayepBOHOI cnekTpockonii) 3 po3ainy
«lgeHTudikauisi» MeToniB KOHTPOJIKO Ha ilody pevyoBuHy L-
acnapariHoBoi Kucnotu Big BupobHuka AJINOMOTO CO., INC., Japan,
NpU HasABHOCTI iHLWIMX METOAIB BUNPO6yBaHHS BiANOBIAHO [0 BUMOT
MoHorpadii «Aspartic acid» EP; 3MmiHn | Tuny - 3miHu 3 skocTi. A®I.
KoHTponb A®l. 3miHa y meTogax BunpobysaHHa APl abo BMXigHOTO
maTepiany/npoMiKHOro NPoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BupobHuuTBa A®| (BU1yYeHHsT MeToay BUNpPoOyBaHHA Ans
Adl/peareHTy/NPOMIXKHOTO NPOAYKTY, AKLLO aflbTEPHATUBHUI MeToz
BXe 3aTrBepaxeHuii) 6.1.6.2.(6), |A — BUny4YeHHs anbTepHaTUBHOIO
MeToay NIR (61vxHbOI iHhpavepBOHOT cnekTpockonil) 3 po3ainy

«laeHTudikalis» MeTofiB KOHTPO/IO Ha Aitody peyoBUHY L-
rnyTamiHoOBOI kncnotu Big BupobHuka TAENAKA KOGYO CO., LTD.,
Japan, npu HasiBHOCTI iHLLINX MeTOoAiB BUNPOGYyBaHHSA BiAMOBIgHO A0
BMMOr MoHorpadii «Glutamic fcid» EP; 3miHu | Tuny - 3MiHKU 3 AKOCTI.
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A®I. KoHTponb A®I. 3miHa y meTogax BunpobyBaHHs A®| abo
BUXiQHOrO MaTepiany/npoMixXHOro NpoayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BUPo6HMLTBa AD| (BUNYYEHHA METoLY
BMNpoGyBaHHA A1 Ad|/peareHTy/NPOMIXKHOTO NPOAYKTY, SKLO
anbTepHaTUBHUI MeTOZ, BXe 3aTBepxeHnii) 6.1.6.2.(6), 1A —
BUNYYEHHA anbTepHaTueHoro metogy NIR (61mkHbLOT iHpavepBoHOT
cnekTpockonii) 3 po3ainy «laeHtudikayis» MeToaiB KOHTPOSIIO Ha Aitody
peyoBUHY rniuyHy Big BupobHnka YUKI GOSEI KOGYO CO,. LTD.,
Japan, Nnpu HasiBHOCTI iHLLUNX MeTOZAiB BUNPO6YBaHHSA BiAMOBIAHO A0
BMMOT MoHorpadii «Glycine» EP; 3miHu | Tvny - 3miHu 3 skocTi. API.
KoHTposnb A®L. 3miHa y MeTodax BunpobyBaHHs APl abo BUXigHOro
marepiany/npoMiKHOro NPoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y
npoueci BUpobHuuTea Ad| (BUIy4eHHS MeToAy BUNpoGyBaHHS ANs
Adl/peareHTy/NPOMIKHOIO NPOAYKTY, AKLLO aflbTEPHATUBHUI MeTOA
BXe 3aTBepaxeHunii) 5.1.6.2.(6), IA — BUNyYeHHS anbTepHaTUBHOIO
meToay NIR (6nvkHbOT iHdpayepBOHOI cnekTpockonii) 3 po3ainy
«lpeHTudpikauisi» MeToAiB KOHTPO/IKO Ha Ailoyy peqyoBuHY L-rictnauHy
Bif, BUpo6HUKka AJINOMOTO NORTH AMERIKA, INC., USA, npun
HasIBHOCTI iHLUMX METOAiB BUNpobyBaHHS BiANOBIAHO fO BUMOT
MoHorpadii «Histidine» EP; 3miHu | Tuny - 3MiHu 3 AkocTi. AdI.
KoHTponb A®l. 3miHa y meTogax BunpobysaHHa APl abo BMXigHOTO
maTepiany/npoMiKHOro NPoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BupobHuuTBa A®| (BU1yYeHHsT MeToay BUNpPoOyBaHHA Ans
Adl/peareHTy/NPOMIXKHOTO NPOAYKTY, AKLLO aflbTEPHATUBHUI MeToz,
BXe 3aTrBepaxeHuii) 6.1.6.2.(6), |A — BUny4YeHHs anbTepHaTUBHOIO
MeToay NIR (61mkHbLOI iHdhpavepBOHOT cnekTpockonil) 3 po3ainy
«laeHTudikalis» MeTofiB KOHTPO/IO Ha Aitody peyoBuHY L-ricTuanHy
Bi BMpo6HmMka KYOWA NAKKO BIO CO., LTD., Japan, npy HasiBHOCTI
IHWKMX MeToAiB BUNPO6YyBaHHA BiAMNOBIAHO A0 BUMOI MOHOrpadii
«Histidine» EP; 3MiHu | Tuny - 3miHn 3 skocTi. A®l. KoHTpons AdI.
3miHa y MmeToAax BunpobyeaHHA A®l abo BuxigHoro
maTepiany/npoMiXHOro NPoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea A®| (BUNyYEHHA METOLY BUNPOGYBaHHS 415
Adl/peareHTy/NnpoOMIKHOrO NMPOAYKTY, SKLLO0 a/lbTEPHATUBHWIA MeTof,
BXe 3aTBepaxeHuii) 6.1.6.2.(6), |IA — BUNy4YeHHs anbTepHaTUBHOIO
meTtody NIR (6nmkHbOT iHdpayepBoHOI cnekTpockonii) 3 po3ainy
«lgeHTudikalis» MeToaiB KOHTPO/IO Ha Aitody peyoBuHY L-i3oneiuHy
Bif BUpo6HMka AJINOMOTO DO BRAZIL INDUSTRIA E COMERCIO
DE ALIMENTOS LTDA., Brazil, npy HasBHOCTI iHLUMX MeTOAB
BMNpPOoGYyBaHHSA BignoBigHO A0 BUMOr MoHorpadii «Isoleucine» EP;
3MiHK | TUNy - 3MiHK 3 AkocTi. A®l. KoHTponb A®I. 3miHa y MeTofax
BunpobysaHHA APl abo BMXiAHOrO MaTepiany/npomMiKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLieci BUpobHULTBa
Ad| (BunyueHHsA MeToay BUnpobysaHHA ans Adl/peareHTy/npomMixHoOro
NPOAYKTY, SKWO afibTEPHATUBHUI MEeTOZ, BXe 3aTBepxeHuid) 5.1.6.2.
(6), IA — BunyyeHHss anbtepHatuBHoro metogay NIR (61vkHbOT
iHbpayepBOHOT cnekTpockonit) 3 po3giny «laeHTugikalis» metoais
KOHTPOJII0 Ha flitlo4y pevyoBuHy L-i3oneiuunHy Big BUpo6Hnka KYOWA
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NAKKO BIO CO., LTD., Japan, npy HasBHOCTI iHLUINX METOAIB
BMNPOBYBaHHSA BifgNoBigHO A0 BUMOr MoHorpadii «Isoleucine» EP;
3MiHY | TUny - 3MiHK 3 akocTi. A®I. KoHTponb A®I. 3miHa y meTogax
BMNpobyBaHHA APl abo BMXigHOTO MaTepiany/npomMiKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NpoLieci BUpo6bHULTBa
A®I (BUNyyYeHHA MeToay BUNPobyBaHHA Ans Adl/peareHTy/npomMikHOro
NPOAYKTY, SKWO aNbTepHAaTUBHWI METO/, BXe 3aTBepmixeHuii) b.1.6.2.
(6), IA — BunyuyeHHs anbtepHaTuBHoro metody NIR (6MxHbOT
iHtbpauepBoHOI cnekTpockonii) 3 po3ainy «laeHTudikalis» MeTogis
KOHTPO/II0 Ha fiitovy pevyoBuHy L-neiumHy Big Bupo6Hrka AJINOMOTO
NORTH AMERIKA, INC., USA, npu HasBHOCTI iHLUIMX MeToziB
BMNPOGYBaHHSA BiANOBIAHO A0 BUMOr MOHorpadii «Leucine» EP; 3MiHu |
TMny - 3miHK 3 skocTi. A®I. KoHTponb A®I. 3miHa y meTogax
BUNpobyBaHHA A®l abo BMXigHOrO MaTepiany/npomMiKHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y MPOLECi BUPOBGHULTBA
A®I (BUny4YeHHs meToay BUNpobyBaHHa ons Adl/peareHTy/npomikHOro
NPOAYKTY, AKLLIO aflbTEPHATUBHUIA METOZA BXe 3aTBepmxeHunit) 6.1.6.2.
(6), IA — BUnyyeHHs anbtepHatusHoro metogdy NIR (61vkHbOI
iHtbpauepBOHOI cnekTpockonii) 3 po3ainy «laeHTudikalis» MeTogis
KOHTPOJII0 Ha fiitovy pevyoBuHy L-neiumHy Big Bupo6Hrka KYOWA
NAKKO BIO CO., LTD., Japan, npy HassBHOCTi iHLUMX METOLIB
BMMPOGYBaHHS BiANOBIAHO A0 BMMOr MoHorpadii «Leucine» EP; 3MiHu |
TMny - 3MiHK 3 AkocTi. APl KoHTponb A®Il. 3miHa y MeTogax
BunpobysaHHA APl abo BMXiAHOrO MaTepiany/npomMiKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLieci BUpobHULTBa
AD| (BunyueHHsA MeToay BUNpobysaHHA ansa Adl/peareHTy/npoMixHoOro
NPOAYKTY, SKWO aNibTEPHATUBHUI METOZ, BXe 3aTBepxeHuid) 5.1.6.2.
(6), IA — BunyyeHHss anbtepHatuBHoro metogay NIR (61vkHbOT
iHbpayepBOHOT cnekTpockonit) 3 po3giny «laeHTugikalis» metoais
KOHTPO/IO Ha Ajilouy peyvoBUHY Ni3MHY aueTaTy Bif BUPOOHMKa
AJINOMOTO CO., INC., Japan, npv HasBHOCTI IHLLUX METOZjB
BMNPOBYBaHHSA BifNOBIgHO A0 BUMOr MOHOrpagii «Lysine acetate» EP;
3MiHY | TUny - 3MiHK 3 akocTi. A®I. KoHTponb A®I. 3miHa y meTogax
BMnNpobyBaHHA APl abo BMXigHOTO MaTepiany/npomMiKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y MpoLieci BUpo6HULTBa
A®I (BUNyyYeHHA MeToay BUNPobyBaHHA s Adl/peareHTy/npoMikKHOro
NPOAYKTY, SKWO aNbTepHAaTUBHWI METOZ, BXe 3aTBepmixeHuii) b.1.6.2.
(6), IA — BunyuyeHHs anbtepHaTuBHoro metogy NIR (6mxHbOT
iHtbpauepBoOHOI cnekTpockonii) 3 po3ainy «laeHTudikauis» MeTogis
KOHTPO/II0 Ha fiilovy pevyoBUHY Ni3vHy aueTarty Bif BMpobHuka KYOWA
NAKKO BIO CO., LTD., Japan, npy HassBHOCTI IHLUMX METOLIB
BMNpobyBaHHA BigNOBIAHO A0 BUMOr MOHorpadii «Lysine acetate» EP;
3MiHY | Tuny - 3MiHK 3 sikocTi. A®I. KoHTponb A®I. 3miHa y meTogax
BuNpobyBaHHA A®l abo BMXIiAHOrO MaTepiany/npomMiKHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y MPOLECi BUPOGHULTBA
A®| (BUny4YeHHs meToay BUNpobyBaHHa ons Adl/peareHTy/npomikHOro
NPOAYKTY, AKLLO aflbTEPHATUBHUIA METOZA BXe 3aTBepmxeHunit) 6.1.6.2.
(6), IA — BUunyyeHHs anbtepHatusHoro metody NIR (61vxHbol
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iHtbpauepBOHOI cnekTpockonii) 3 po3ainy «laeHTudikalis» MeTogis
KOHTPO/O Ha Aito4y peqyoBuHy L-961y4HOT KUCNOTY Bif, BUPOOGHUKA
KYOWA NAKKO BIO CO., LTD., Japan, npy HasBHOCTI iHLUMX METOZIB
BMNPOGYBaHHSA BiAMoBigHO A0 BMMOr MoHorpadii «Malic acid» EP;
3MiHK | TNy - 3MiHK 3 AkocTi. A®l. KoHTponb A®I. 3miHa y MeTogax
BunpobysaHHA APl abo BMXiAHOrO MaTepiany/npomMiKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLieci BUpobHULTBa
AD| (BunyueHHsA MeToay BUnpobysaHHA ansa Adl/peareHTy/npoMixHOro
NPOAYKTY, SKWO aNibTEPHATUBHUI METOZ, BXe 3aTBepxeHuid) 5.1.6.2.
(6), IA — BunyyeHHss anbtepHatuBHoro metogay NIR (61vkHbOT
iHbpayepBOHOT cnekTpockonit) 3 po3giny «laeHTugikalis» Mmetoais
KOHTPOJIIO Ha fitovy peqyoBuHy L-MeTioHiHY Big BUpobHuka SEKISUI
MEDICAL CO., LTD., Japan npv HasBHOCTI iHLUNX METOZ,B
BMNPOGYBaHHS BiANOBIAHO A0 BUMOr MoHorpadii «Methionine» EP;
3MiHY | TUny - 3MiHK 3 akocTi. A®I. KoHTponb A®I. 3miHa y meTogax
BunNpobyBaHHA APl abo BMXigHOTO MaTepiany/npomMiKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NpoLieci BUpo6HULTBa
A®I (BUNyyYeHHA MeToay BUNPobyBaHHA s Adl/peareHTy/npoMikKHOro
NPOAYKTY, SKWO aNbTepHAaTUBHWUI METO, BXe 3aTBepmixeHuii) 6.1.6.2.
(6), IA — BunyuyeHHs anbtepHaTuBHoro metogy NIR (6mxHbOT
iHthpauepBoOHOI cnekTpockonii) 3 po3ainy «laeHTudikadis» MeTogis
KOHTPOJII0 Ha fiitoYy PEeYOBWHY OPHITUHY TiApOXJI0pUAY Bif BUPOGHMKA
KYOWA NAKKO BIO CO., LTD., Japan, npy HassBHOCTI iHLUWX METOAiB
BMNpPOBYBaHHSA BiAMNoBIAHO A0 BUMOr MOHorpadii «Ornithine
hydrochloride» EP; 3miHu | Tuny - 3miHu 3 sikocTi. A®I. KoHTponb AdI.
3MiHa y meTogax BunpobysaHHa APl abo BUXigHoOro
marepiany/npoMiKHOro NPoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y
npoueci BMpobHuuTea Ad| (BUIy4eHHS MeToay BUNpoGyBaHHS ANs
Adl/peareHTy/NPOMIKHOr0 NPOAYKTY, AKLLO aflbTEPHATUBHUI MeTOA
BXe 3aTBepaxeHunii) 5.1.6.2.(6), IA - BUNyYeHHsi anibTepHaTVBHOTO
meToay NIR (61vkHbOT iHdpayepBOHOI cnekTpockonii) 3 po3ainy
«lgeHTudikauisi» MeToniB KOHTPOJ/IK Ha ilody pevyoBuHy L-
heHinananiny Big BupobHrka KYOWA NAKKO BIO CO., LTD., Japan,
NpW HasABHOCTI iHLWIMX METOAIB BUNPO6yBaHHS BiANOBIAHO [0 BUMOT
MoHorpagii «Phenylalanine» EP; 3miHu | Tuny - 3MiHn 3 AkocTi. AdL.
KoHTponb A®l. 3miHa y meTogax BunpobysaHHa APl abo BMXigHOTO
maTepiany/npoMiKHOro NPoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BupobHMuTBa A®| (BUNYYEHHA MeTogy BUNpoGyBaHHA Ans
Adl/peareHTy/NPOMIXKHOTO NPOAYKTY, AKLLO aflbTEPHATUBHUI MeToz
BXe 3aTrBepaxeHuii) 6.1.6.2.(6), |IA — BUnIy4YeHHs anbTepHaTUBHOIO
MeToay NIR (61vkHbOI iHdpavepBOHOT cnekTpockonil) 3 po3ainy
«laeHTudikalis» MeTofiB KOHTPO/IO Ha Aitloyy peyoBUHY L-
cheHinanaHiny Big BupobHnka AJINOMOTO NORTH AMERIKA, INC.,
USA, npu HasiBHOCTI iHWWX MeToZiB BUNPO6YBaHHA BIAMOBIAHO A0
BMMOT MoHorpacii «Phenylalanine» EP; 3MiHu | Tuny - 3miHn 3 SKOCTI.
A®I. KoHTponb A®I. 3miHa y meTogax BunpobyBaHHs A®| abo
BUXiQHOrO MaTepiany/npoMixXHOro NpoayKTy/peareHTy, LWo
BMKOPWCTOBYETLCA Y NpoLieci BUpobHuuTBa AD| (BUNYYEHHA MeToay
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BMNpoGyBaHHA A1 Ad|/peareHTy/NPOMIXKHOTO NPOAYKTY, AKLO
anbTepHaTUBHUI MeTOZ, BXe 3aTBepxeHnii) 6.1.6.2.(6), 1A —
BUNYYEHHA anbTepHaTueHoro metogy NIR (61mkHbLOT iHpavepBoHOT
cnekTpockonii) 3 po3ainy «laeHtudikayis» MeToaiB KOHTPOSIIO Ha Aitody
peyoBuHy L-nponiHy Big Bupo6HMka AJINOMOTO NORTH AMERIKA,
INC., USA, npu HasiBHOCTI iHLLUMX MeTOAiB BUNPOBYBaHHSA BiAMNOBIgHO A0
BMMOr MoHorpadii «Proline» EP; 3miHu | Tuny - 3miHun 3 skocTi. A®I.
KoHTposnb A®L. 3miHa y MeTodax BunpobyBaHHs APl abo BUXigHOro
marepiany/npoMiKHOro NPoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y
npoueci BUpobHuuTea Ad| (BUIyYeHHS MeToAy BUNPOGYyBaHHS ANs
Adl/peareHTy/NpPOMIKHOIO NPOAYKTY, AKLLO aflbTEPHATUBHUI MeTOA
BXe 3aTBepaxeHunii) 5.1.6.2.(6), IA - BUNy4YeHHsi anibTepHaTVBHOTO
meToay NIR (61vkHbOT iHdpayepBOHOI cnekTpockonii) 3 po3ainy
«lpeHTudpikauis» MeToAiB KOHTPOSIIO Ha Aitoyy peyoBUHY L-nponiHy Big,
BnpobHMKa KYOWA NAKKO BIO CO., LTD., Japan, npu HasiBHOCTI
iHLWIUX MeTogiB BMNPOOYBaHHS BiAMoOBIAHO A0 BUMOT MOHOrpadii
«Proline» EP; 3miHu | TUny - 3MiHun 3 akocTi. A®l. KoHTponb A®L. 3miHa
y MeTogax sunpobysaHHA APl abo BUXIAHOrO MaTepiasly/npoMiKHOro
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIeci BUPObHULTBa
Ad| (BuNyueHHsA MeToay BUnpobysaHHA ans Adl/peareHTy/npomMixHOro
NPOAYKTY, SKWO afibTEPHATUBHUI METOZ, BXe 3aTBepxeHuid) 5.1.6.2.
(6), IA — BunyyeHHss anbtepHatuBHoro metogy NIR (61vmkHbOT
iHbpayepBOHOT cnekTpockonit) 3 po3giny «laeHTugikalis» meToais
KOHTPOJIO Ha Aijilouy peyvoBuHy L-cepuHy Big Bupo6Hnka AJINOMOTO
NORTH AMERIKA, INC., USA, npu HasiBHOCTI iHLLMX METOZAIB
BMNPO6YBaHHA BiAMNOBIAHO 40 BUMOr MoHorpadii «Serine» EP; 3MiHu |
TMny: 3MiHn 3 AkocTi. API. KoHTponb A®I. 3miHa y meToAax
BMNpobyBaHHA APl abo BMXigHOTO MaTepiany/npomMiKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NpoLieci BUpo6HULTBa
A®I (BUNyYeHHA MeToay BUNPobyBaHHA ans Adl/peareHTy/npomikHOro
NPOAYKTY, SKWO aNbTepHAaTUBHWI METOZ, BXe 3aTBepmxeHnii) b.1.6.2.
(6), IA — BunyuyeHHs anbtepHaTuBHoro metogy NIR (6MxHbOT
iHthpauepBoHOI cnekTpockonii) 3 po3ainy «laeHTudikauis» MeTogis
KOHTPO/II0 Ha fiilovy pevyoBuHy L-cepuHy Bif BupobHuka KYOWA
NAKKO BIO CO., LTD., Japan, npy HassBHOCTI IHLUMX METOLIB
BMNPOOGYBaHHSA BiAMNOBIAHO A0 BUMOT MOHorpadii «Serine» EP; 3MiHu |
MRy - 3miHK 3 skocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BUNpo6yBaHHA A®l abo BMXIigHOrO MaTepiany/npomMiKHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y NPOLECi BUPOOHULTBA
A®| (BUny4eHHs meToay BUNpobyBaHHa ons Adl/peareHTy/npomikHOro
NPOAYKTY, SKLLO aflbTEPHATUBHUIA METOZA BXe 3aTBepmxeHunit) 6.1.6.2.
(6), IA — BUnyyeHHs anbtepHatusHoro metogdy NIR (61vkHbOI
iHthpauepBOHOI cnekTpockonii) 3 po3ainy «laeHTudikalis» MeTogis
KOHTPOJIO Ha Ajtoyy peyoBuHy HaTpito aueTtaty 3H20 Big BUpo6HMKaA
MERCK KGAA, Germany, npy HasBHOCTI iHLUMX METO/,iB
BMNpPOo6YyBaHHSA BignoBigHO A0 BUMOr MoHorpadii «Sodium acetate
trinydrate» EP; 3MiHu | Tuny - 3miHn 3 sikocTi. A®I. KoHTponb AdI.
3MiHa y meTofax BunpobysaHHss A®| abo BuxigHoro
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maTepiany/npoMiKHOro NPoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci Bupo6bHuuTBa A®| (BU1yYeHHsT MeToay BUNPoOyBaHHA Ans
Adl/peareHTy/NPOMIXKHOTO NPOAYKTY, AKLLO aflbTEPHATUBHUI MeToz,
BXe 3aTrBepaxeHuii) 6.1.6.2.(6), |IA — BUny4YeHHs anbTepHaTUBHOIO
MeToay NIR (61vkHbOI iHdpavepBOHOT cnekTpockonil) 3 po3ainy
«laeHTudikalis» MeTofiB KOHTPO/IO Ha Aitody peyoBuHY L-TPEOoHiHy Bif,
Bmpo6Huka KYOWA NAKKO BIO CO., LTD., Japan, npy HasiBHOCTI
IHWKMX MeToAiB BUNPO6YyBaHHA BiAMNOBIAHO A0 BUMOr MOHOrpadii
«Threonine» EP; 3MmiHu | Tuny - 3miHn 3 sikocTi. A®l. KoHTponb AdI.
3miHa y MmeToAax BunpobyeaHHA A®l abo BuxigHoro
maTepiany/npoMiXKHOro NPoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea A®| (BUNyYEHHA METoLY BUNPOGYBaHHSA 415
Adl/peareHTy/NnpoOMKHOrO NMPOAYKTY, SKLLO0 a/lbTEPHATUBHWIA MeTof,
BXe 3aTBepaxeHuii) 6.1.6.2.(6), 1A
— BUNYyYeHHs anbTepHaTueHoro metogy NIR (61mkHbLOT iHbpavepBoHOT
cnekTpockonii) 3 po3ainy «laeHtudikayis» MeToaiB KOHTPOSIIO Ha Aitody
peyoBuHy L-TpeoHiHy Big BupobHuka AJINOMOTO NORTH AMERIKA,
INC., USA, npu HasiBHOCTI iHLLUUX MeTOAiB BUNPOBYBaHHSA BiAMNOBIAHO A0
BMMOr MoHorpadii «Threonine» EP; 3miHu | Tuny - 3miHu 3 skocTi. AdI.
KoHTposnb A®L. 3miHa y MeTodax BunpobyBaHHs APl abo BUXigHOro
marepiany/npoMiKHOro NPoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y
npoueci BUpobHuuTea Ad| (BUIy4eHHS MeToAy BUNpOGyBaHHS ANs
Adl/peareHTy/NpPOMIKHOIO NPOAYKTY, AKLLO aflbTEPHATUBHUI MeTOA
BXe 3aTBepakeHunii) 5.1.6.2.(6), A — BUNyYeHHS anbTepHaTUBHOIO
meToay NIR (61vkHbOT iHdpayepBOHOI cnekTpockonii) 3 po3ainy
«lpeHTudikauisi» MeToAiB KOHTPO/IKO Ha Aildy pevyoBuHy L-TpuntodhaHy
Bif, BUpo6HMKka AJINOMOTO NORTH AMERIKA, INC., USA, npn
HasIBHOCTI iHLIMX METOAiB BUNpobyBaHHS BigNOBIAHO fO BUMOT
MoHorpadii «Tryptophan» EP; 3miHu | Tuny - 3MiHK 3 sKocTi. Ad®I.
KoHTponb A®l. 3miHa y meTogax BunpobysaHHa APl abo BMXigHOTO
maTepiany/npoMiKHOro NPoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BupobHuuTBa A®| (BU1yYeHHsT MeToay BUNpPoOyBaHHA Ans
Adl/peareHTy/NPOMIXKHOTO NPOAYKTY, AKLLO aflbTEPHATUBHUI MeToz
BXe 3aTrBepaxeHuii) 6.1.6.2.(6), |A — BUny4YeHHs anbTepHaTUBHOIO
MeToay NIR (61vkHbLOI iHdhpavepBOHOT cnekTpockonil) 3 po3ainy
«lgeHTudikalis» meTogiB KOHTPO/IO Ha Aitody peyoBuHY L-TpuntodaHy
Bi BMpo6HmMka KYOWA NAKKO BIO CO., LTD., Japan, npy HasiBHOCTI
IHWKMX MeToAiB BUNPO6YyBaHHA BiAMNOBIAHO A0 BUMOI MOHOrpadii
«Tryptophan» EP; 3MiHu | Tuny - 3MiHn 3 akocTi. A®Il. KoHTponbs AdL.
3miHa y MmeToAax BunpobyeaHHA A®l abo BuxigHoro
maTepiany/npoMiXHOro NPoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea A®| (BUNyYEHHA METOLY BUNPOGYBaHHS 415
Adl/peareHTy/NnpoOMIKHOrO NMPOAYKTY, SKLLO0 a/lbTEPHATUBHWIA MeTof,
BXe 3aTBepaxeHuii) 6.1.6.2.(6), |IA — BUNy4YeHHs anbTepHaTUBHOIO
meTtody NIR (6nmkHbOT iHdpayepBoHOI cnekTpockonii) 3 po3ainy
«laeHTudikalis» MeToZiB KOHTPOJIIO Ha Ailody pevyoBuHy L-BaniHy Big
BUpo6HMKa AJINOMOTO NORTH AMERIKA, INC., USA, npu
HasiBHOCTI iHLWIMX MeTOAiB BUNpobyBaHHA BifNoBiAHO [0 BUMOT
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MoHorpadii «Valine» EP; 3miHu | Tvny - 3miHn 3 skocTi. A®Il. KoHTponb
A®l. 3miHa y meTofax BUNpobyBaHHs AD| abo BKXiZHOTO
marepiany/npoMiKHOro NPoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y
npoueci BUpobHuuTea Ad| (BUIy4EHHS MeToAy BUNPOGYyBaHHS ANs
Adl/peareHTy/NpPOMIKHOIO NPOAYKTY, AKLLO aflbTEPHATUBHUI MeTOA
BXe 3aTBepaxkeHunii) 5.1.6.2.(6), A — BUNyYeHHS! anbTepHaTUBHOIO
meToay NIR (61vkHbOT iHdpayepBOHOI cnekTpockonii) 3 po3ainy
«lpeHTudpikauisi» MeToaiB KOHTPOJIIO Ha Ailody pevyoBuHy L-BaniHy Big
BnpobHMKa KYOWA NAKKO BIO CO., LTD., Japan, npu HasiBHOCTI
iHLWIMX MeTogjiB BMNPOOYBaHHS BiAMoOBIAHO A0 BUMOT MOHOrpadii
«Valine» EP
95. IHOTAPAKC Masb no 15rab6o 25 | ToBapucTBO 3 YkpaiHa ToBapucTeBo YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiHnX MmaTtepiasis: 3MiHu | TUny - 3MiHK 3 3a UA/10175/01/01
r,abo 50ra6o 100r | ob6bmexeHo 3 [KocTi. FoToBMiA Nnikapcbkuii 3aci6. Cuctema peyenmom
y Ty6i; no 1 1y6i y BiANOBiAa/bHI 06MeXeHo KOHTeliHep/3akynopoBasibHUI 3aci6. 3MiHa po3mipy YNakoBKU FOTOBOrO
KapTOHHI Kopo6Lyi CTIO Bignosigasib nNiKapcbKoro 3acoby (BUyYEHHS YNakoBKN NEBHOTO PO3MIpY) -
"®apmaueBTu HiCTIO BWyYeHHs nakyBaHHS in bulk (BBegeHHs 3MiH npoTarom 6-Tu micauis
YyHa KoMMaHis "papmaueBT nicnsa 3aTBepKeHHS); 3MiHY | TUNy: AAMIHICTPaTUBHI 3MiHU. 3MiHa
"3p0pos'a” nyHa HalilMeHyBaHHS Ta/abo agpecu 3asBHVKa (BNacHvKa peecTpauiiHoro
KoMMaHis NocBiJYEHHS) - 3MiHa agpecy 3asiBHVKa (BBeAEeHHS 3MiH NPOTArom 6-Tu
"3p0pos'a” MiCAILiB Micnsa 3aTBEPMKEHHS); 3MiHU | Tuny: AAMIHICTPATUBHI 3MiHN.
3miHa HalimeHyBaHHs Ta/abo agpecu Micus NPoBaKEeHHS AisIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro fikapcbKoro 3acoby, BKIoUaun
OinbHULI BUNYCKY cepii abo MicLe NpoBeAEeHHS KOHTPOHO SKOCTI.
(oisnbHiCTb, 3a AKy BiAMNoBigae BUPOGHMK/IMNOPTEP, BKAOUAKOUN BUMYCK
cepiid) - 3MiHa agpecu BupobHuka 13 IHdnapakc, Masb, TOBapUCTBO 3
06MeXeHOoH0 BignoBiganbHICTO "®apmaleBTMyYHa KOMNaHisa "310pos'a”,
Ykpaina, 6e3 3miHu micus BUpobHuLTBa (BBeaeHHs 3MiH NpoTsarom 6-Tv
MicsILiB nicns 3aTBepaKeHHs)
96. INPAAYAN aepo3o/b TOB Ykpaina TOB Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/16432/01/01
[030BaHwWii no 20 "MynbTicnperi "MynbTicnpe 3MiHu Il Tvny - 3MiHn Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
MKr/50 mKr/gosa no " n" thapmakoHarnagy. BHeceHHsi abo 3miHa(v) Lo 3060B'A3aHb Ta YMOB
200 po3 B BUAaYi peecTpauiiiHoro noceigyeHHs, BkIoyaoun MnaH ynpasniHHA
ANIOMIHIEBUX pu3nKamMm (3acToCyBaHHS 3MiH(1), ki(a) BUMararTb(€) NogasibLLIOr0
6anoHax, 06r'pyHTYBaHHA HOBMMY AOAATKOBMM JaHVMW, O Mal0Tb HajaBaTucs
repMeTuyHo KOMNETEeHTHUM OpraHoM, OCKi/IbKM BUMaraeTbCsi CyTTEBA OLjiHKa
3aKpUTKX 403YH0UUM KOMNETEHTHUM OpraHom) - BMKoHaHHS 3060B'si3aHb BifgnNoBigHO 40
KnanaHom Ta nignyHkTy 1.8.2 nyHkTy 1.8 gogatky 5 o MNopsaky nposeneHHs
3a6e3neyeHnx eKcnepTun3n peecTpauiliHnx MaTepianis Ha nikapcbki 3acobu, Lo
HacagKoto- noJalTbCsA Ha AepXaBHY peecTpaliio (MepepeecTpaLiiio), a Takox
iHransaTopom i3 eKkcnepTn3n Martepianis NPo BHECEHHS 3MiH A0 peecTpauiiHnX
3aXUCHUM marepianiB NpoTsArom fii peecTpauiiHoro NOCBiAYEHHS, 3aTBEPKEHOIO
KOBMAYKOM Hakazom MO3 Big 26.08.2005 Ne 426 (y peaakuii Hakasy MO3 Big
23.07.2015 Ne 460)
97. KAHECMOP® Masb AN Baviep Lseliuapi B1po6HMK HimeuyunH BHECEHHS 3MiH [0 peecTpayiiiHux maTtepianis: 3miHu | TURy - 6e3 UA/6241/01/01
HABIP 30BHILUHLOTO KoHcblomep A NPOMiXHOT a/ AOMIHICTPaTVBHI 3MiHW. BUy4YeHHs1 BUPOOHMYOT AiNbHULI (BKIHOYAOUN peuyenma
3acTocyBaHHsA rno 10 Kep Al CYMiLLi: IcnaHis ninbHUUi ana A®l, npomikHOro NPoAyKTy abo roToBOro JlikapcbKoro
ry Ty6i, 3i Baviep AT, 3aco6y, AinbHULI A8 NPOBEAEHHS NaKyBaHHSA, BUPOOHYIKa,
CMY)XXKamu HimeyunHa,; BiNOBIAA/IbHOIO 3a BUMYCK CepiiA, MicLie NPpOBeAEHHS KOHTPOJIK cepil)
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BOZOCTIliKOTO Brpo6HuK in- ab0 nocrtavasnibHVKa BUXIQHOrO MaTepiasy, peareHTy abo [0MOMKHOI
nnactmpy Nel5, bulk; PEYOBUHM (SKLLO 3a3HAYEHO Y [OCLE) - BUTYYEHHS [0AATKOBOro
CKpebKoM A5 HIrTiB nepBrHHe Ta BMPOGHMKa AN cTadil BTOPUHHOro nakysaHHs '13 Hosadapm NAB, C.
Nel y kopobui BTOPUHHE N. (IcnaHis)
nakyBaHHS;
KOHTpPO/1b
AKOCTI;
BMPOGHUK,
Bignosigasb
HWiA 3a
BMNYCK Cepil:
KepH ®apma
c.n,
Icnanis;
[opaTkosi
BMPOGHUKM
ans cragii
BTOPUHHOTIO
nakyBaHHs
roToBOro
NPOAYKTY:
Ciceam,
C.A,
IcnaHis;
NabopaTtopi
dyHpauio
[AY, IcnaHis
98. | KAPBAMA3ENIH- | Tabnetku no 200 mr TOB "®apma YkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis: 3a UA/9471/01/01
®C no 10 Tabnetok y Crapt" Crapt" 3MiHU | TUNY - 3MiHK y NpoLeci BUPOBGHNLTBA FOTOBOTO J1iKapCLKOr0 peuyenmom
6nicTepi; no 1, no 2, 3ac06y, BK1IOYAKUN NPOMDKHUIA NPOAYKT, LLIO 3aCTOCOBYETLCSA MNP
no 5 a6o no 10 BMPOGHULITBI FOTOBOrO NiKapCbKoro 3acoby (HesHayHa 3MiHa y npoueci
6nicTepiB y nauui 3 BMPOGHMLTBA); 3MiHU | TMNY - 3MiHK 3 SIKOCTI. FOTOBUIA NiKapCbKUii
KapTOHY 3aci6. 3MiHV y BUPOOHMUTBI (iHLWi 3MiHW)
99. KAPBAMASBEMIH- | TabneTku no 200 mr TOB "dapma Ykpaina TOB "®apma Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: - UA/9472/01/01
®C in bulk: no 6 kry Crapt" Crapt" 3MiHU | TUNYy - 3MiHK y NpoLeci BUPOGHULTBA FOTOBOTO J1iKapCbLKOro
nakerTi, BK1ageHomy 3ac06y, BK1IOYAKUM NPOMDKHUIA NPOAYKT, LLIO 3aCTOCOBYETLCS MpU
Y KOHTelHep BMPOGHULTBI FOTOBOrO NikapcbKoro 3acoby (He3HayHa 3MiHa Y NpoLeci
BMPOGHMLTBA); 3MiHU | TUNY - 3MiHK 3 SIKOCTi. FOTOBUIA NiKapCbKuii
3aci6. 3MiHV Yy BUPOOHMLTBI (iHLWi 3MiHW)
100. KACAPK® HD Tabnetku, 32 mr/25 OPI'AHOCMU OAE EBepTomxeH IHais BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasiB: 3MiHa 3asiBHUKa 3a UA/12282/01/01
mr, no 10 TabneTok H Naidp (BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakazy MO3 Big, peyernmom
y 6nicTepi, no 1, no NANOCAEH CaeHcms 23.07.2015 Ne 460); 3miHu | Tuny - 3MiHM Woa0 6e3nekn/edhekTUBHOCTI
3, no 10 6nicTepis B Cn3 (E® NimiTen Ta dpapmakoHarnsgy. BeegeHHs abo 3MiHM 0 y3arasibHEHUX AaHnX
Kopoo6Li 3ET CI) npo cuctemy thapmakoHarnsgy (BBefeHHs y3arasibHeHUX AaHuX npo

cuctemy hapmakoHarisgy, 3miHa ynoBHoBaxeHoi ocobu,
BiANOBIAA/ILHOI 3a 34iliCHEHHS (hapMakoHarns4y; KOHTakTHOT ocobm 3
thapmakoHarnsgy 3asBHUKa A1 34iliCHeHHs hapMakoHarnagy B
YKpaiHi, AKW,0 BOHA BiAMiHHA Bif, YNOBHOBa)XEHOI 0cobu,
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjitiHo2
0 MocsiO4YeHHs1

BiANOBIAA/IbHOI 3a 34ilicCHeHHS thapmakoHarnagy (Bkiovakum
KOHTaKTHI AaHi) Ta/abo 3MiHU y po3MilLeHHi MacTep-ghaiina cuctemu
hapmakoHarnsgy). 3MmiHa KOHTaKTHUX AaHWX YNOBHOBaXKEHOI 0cobu.
3miHa KoHTakTHOI 0co6u B YKpaiHi yNmoBHOBaXeHOI 0coby 3asBHMKa

[ANA 3iicHeHHs hapMakoHarsay. 3miHa micus 34ilicHEHHA OCHOBHOI
AiSNbHOCTI 3 dhapmakoHarnagy. 3MiHa MicLie3HaxoMKeHHs MacTep-
(palina cuctemu chapmakoHarasgy

101.

KACAPK® HD

Tabnetku, 32 mr/25
mr in bulk: no 2500
Tabnetoky
noAgiliHoMy nakeTi;
no 1 naketyy
KapTOHHI Kopo6Lyi

OPrAHOCU
H
NANGCAEH
CU3 (E®
3ET CI)

OAE

EBepToaeH
Nand
CaeHcus
NimiTen

IHais

BHECEHHS 3MiH 0 peECTpaLiiiHMX MaTepiasiB: 3MiHa 3asiBHUKa
(BnacHvika peecTpauiiHoro noceigyeHHs) (3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460); 3miHm | Tuny - 3miHn Wwoao 6e3nekn/eddekTMBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3MiHM 0 y3arasibHEHNX AaHUX
npo cuctemy thapmakoHarnsgy (BBEAEHHS y3arasibHEHUX AaHuX npo
cuctemy hapmakoHarnsgy, 3miHa ynoBHoBaxKeHoT ocobu,
BiANOBIAA/IbHOI 32 34iiCHEHHSA (hapMakoHarns4y; KOHTakTHOT 0cobu 3
thapmakoHarnsgy 3asBHUKa Ans 34ilCHEHHA dhapmakoHarnsagy B
YKpaiHi, SKLLO0 BOHa BigMiHHA Bifi yNOBHOBaXKEHOT 0cobu,
BiANOBIAANLHOI 3a 3filicHEHHS (hapMakoHarnaay (Bkivakum
KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MiILLLEeHHI MacTep-dalina cucremm
thapmakoHarnsgy). 3MiHa KOHTaKTHVX AaHUX YNOBHOBaXXEHOT 0co6u.
3MiHa KoHTaKTHOI 0cobu B YKpaiHi yNoBHOBaXKEHOI 0CO6Y 3asiBHUKA
ANA 3iicHeHHs hapmakoHarnsgy. 3miHa micus 34iiCHEHHA OCHOBHOI
OiSNbHOCTI 3 dhapmakoHarnagy. 3MiHa MicLie3HaxoMKeHHs MacTep-
thaiina cuctemu chapmakoHarnsay

UA/12283/01/01

102.

KACAPK® H

Tabnetku 16 mr/12,5
Mr no 10 TabneTok y
6nictepi; no 1 a6o
no 3, a6o no 10
6nicTepiB y
KapTOHHI Kopo6Lyi

OPFAHOCMU
H
NAADCAEH
CU3 (E®
3ET CI)

OAE

EBepropxeH
Nand
CaeHcus
Nimiten

IHais

BHECEHHS 3MiH 4O PEECTPaLiiHNX MaTepiasliB: 3MiHa 3asiBHUKA
(BnacHvika peecTpauiiHoro noceigyeHHs) (3rigHo Hakasy MO3 Big
23.07.2015 Ne 460); 3MiHK | TUNy - 3MiHK WoA0 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3MiHM [0 y3arasibHEHUX AaHWX
npo cucTemy thapmakoHarnsagy (BBefleHHs y3arasibHeHux faHux npo
cuctemy hapmakoHarnsgy, 3MiHa ynosHoOBaXXeHoi ocobu,
BiANOBIAAbHOI 3a 34iliCHEHHSA hapmakoHarns4y; KOHTakTHOT 0cobm 3
chapmakoHarnsgy 3asBHUKa A1 34iliCHeHHs hapMakoHarnagy B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif, yNOBHOBaXXeHOI 0cobu,
BiAMNOBIAA/IbHOT 32 34iICHEHH:A hapmakoHarnsgy (BkIvaumn
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-ghaiina cuctemm
hapmakoHarnsgy) - 3MiHa ynoBHOBaXKeHOT 0co6W, BignoBiganbHOI 3a
3[jiCHEHHS hapMakoHarnfay; 3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XeEHOI 0co6u. 3miHa KoHTaKTHOT 0cobu B YKpaiHi
YNOBHOBaXXeHOI 0C06M 3asBHMKa A1 3AiiCHEHHA hapMakoHarnaay:
MponoHoBaHa pepakuin — LUtaHreesa HOnis BanepiiBHa. 3MiHa micus
3[iiCHEHHS1 OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy. 3miHa
MicLie3Haxo/pKeHHs1 MacTep-chaiina cuctemu papmakoHarnsgy

3a
peyerimom

UA/12313/01/01

103.

KACAPK® H

Tabnetkn 16 mr/12,5
Mr in bulk: no 2500
Tabnetok B
noABiliHOMY MakeTi;
no 1 nakety B
KopooLi

OPFAHOCH
H
NAAGCAEH
Cn3 (E®
3ET CI)

OAE

EBepTonxeH
Naind
CaeHcus
Nimiteq

IHgis

BHECEHHS 3MiH 40 PEECTpaLiiHNX MaTepiasliB: 3MiHa 3asiBHUKaA
(BnacHvika peecTpauiiHoro noceigyeHHs) (3rigHo Hakazy MO3 Big
23.07.2015 Ne 460); 3minu | Tvny - 3miHn Wwono 6e3nekn/eddeKTMBHOCTI
Ta dpapmakoHarnsgy. BeegeHHs abo 3MiHM [0 y3arasibHEHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBeeHHs y3arasibHeHUX AaHuX npo
cuctemy thapmakoHarnsgy, 3miHa ynoBHoBaXKeHoi ocobu,
Bi4NoBiAa/IbHOI 32 3AiICHEHHST hapMaKoHarsay; KOHTakTHOI 0cobu 3

UA/12314/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHA ddapmakoHarnsagy B
YkpaiHi, SIKLLO BOHA BigMiHHA Bifi yNOBHOBaXKEHOT 0cobu,
BiANOBiAA/IbHOI 3a 3filicHEHHs (hapmakoHarnaay (Bkauyaroum
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLieHHI MacTep-dhaiina cuctemm
thapmakoHarnsgy) - 3MiHa ynoBHOBaXeHOT 0co6W, BignoBifanibHOI 3a
3AilicCHeHHA hapMakoHarnaay; 3MiHa KOHTaKTHUX JaHUX
YMNOBHOB&XeHOI 0co6u. 3miHa KoHTakTHOT 0cobum B YKpaiHi
YNOBHOBaXXEHOI 0C06M 3asBHMKa A1 3AiICHEHHA hapMakoHarnaay:
MponoHoBaHa pepakuin — LUTtaHreesa HOnis BanepiisHa. 3MiHa micusa
3[iiCHEHHSI OCHOBHOI AiANbHOCTI 3 hapmakoHarnsgy. 3miHa
MicLie3HaxopKeHHs1 MacTep-chaiina cuctemu hapmakoHarnsgy
104. KBALEBIT® TabneTkn, BKPUTI AT Ykpaina AT Ykpaina BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiais: 6e3 UA/8633/01/01
NNIiBKOBOKO "KUIBCbKWI "KUIBCbKN 3MiHM | TMNY - 3MiHa HaliMeHyBaHHs Ta/abo agpecy Micus peyenma
060/10HKO0, M0 10 BITAMIHHW i NpoBaPKEHHSA Ais/IbHOCTI BUPOOHUKa (BK/ItOYakoun, 3a HeobXigHOCTI,
Tabnetok y 6nictepi, 3ABOA" BITAMIHHN MiCLie NPOBEAEHHSA KOHTPO/IIO SKOCTI), ab0 BacHWKa macTep-ghaina Ha
no 3 6nictepu B 1 3ABOA" A®l, a6o noctavanbHUka AdI/BMXiAHOrO
nauuji; no 15 matepiany/peareHTy/NPOMKHOIO NPOAYKTY, L0 3aCTOCOBYIOTLCS Y
Tabnetok y 6nictepi; BMPO6HULTBI A®I - 3miHa Ha3BW BMPOGHMKa AP| BiTamiHy A, 6€3 3MiHK
no 4 a6o no 6 MicLsl BUPO6HULITBA
6nicTepis y nayui
105. | KENMNPA® PO34YUH OpasIbHUIA, HOCB dapma Benbrisa Hekctdapma ®paHuis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/9155/02/01
100 mr/mn no 300 C.A. CAC 3MiHM | TNy - 3MiHK Woao 6e3nekn/edheKkTNBHOCTI Ta peyenmom
My dhnakoHi; no 1 hapmakoHarnsgy. BeefeHHs abo 3miHu [0 y3arasibHEHUX AaHUX Npo
dhnakoHy 3 MipHUM cucTtemy thapmakoHarnsagy (BBeAeHHS y3arasibHeEHUX AaHuX npo
n1acTUKOBUM cuctemy hapmakoHarnsgy, 3miHa ynoBHoBaxeHoi ocobu,
LINpULLOM Yy navi 3 BiAANOBIAA/IbHOI 32 34iiCHEHHSA (hapMakoHarns4y; KOHTakTHOT 0cobu 3
KapTOHY hapmakoHarnsgy 3asBHUKa Ans 34ilCHEHHA dhapmakoHarnsagy B
YKkpaiHi, SIKLLIO BOHa BigMiHHA Bifi yNOBHOBaXkKeHOT 0cobu,
BiANOBiAANLHOI 3a 3filicHEHHS (hapMakoHarnaay (Bkavaum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y po3MilLeHHI MacTep-thaiina cuctemm
hapmakoHarnsgy) - 3MiHa KOHTaKTHOT 0cobU 3asiBHUKA, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapmakoHarnsay: NMponoHoBaHa pefakLisi: YpeTii
Ceprili IBaHOBUY. 3MiHA KOHTAKTHUX A@HWX KOHTaKTHOI 0co6u
106. KETUNENT® TabneTku, BKpUTI 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3a UA/8157/01/01
nniBKOBOO dapmaueBTm dapmanesTn TeXHiYHa NOMU/IKa B TEKCTI MapKyBaHHS peyenmom
060/10HKOI0, M0 25 YHWUIA 3aBO[, YHUI 3aBOA,
mr no 30 a6o 60 ErIC ErIC
TabneTok y hnakoHi;
no 1 dpnakoHy y
KapTOHHI ynakoBL;
no 10 TabneTok y
6nicTepi, no 3 abo 6
6nicTepiB y
KapPTOHHI ynakoBL,i
107. | KETUNENT® TabneTkn, BKpUTI 3AT YropuHa 3AT YropuHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiaslis: 3a UA/8157/01/02
NiBKOBOO dapmaueBTu dapmaLeBTn TeXHiYHa NoOMWKa B TEKCTi MapKyBaHHA peyenmom
060/10HKO0, No 100 YHWiA 3aBO, YHWi1 3aBOf,
mr no 30 a6o 60 EriC ErIC
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
TabneTok y cpriakoHi;
no 1 dpnakony y
KapTOHHIA ynakoBLy;
no 10 TabneTtok y
6nicTepi, no 3 abo 6
6nictepiB y
KapPTOHHII ynakoBLi
108. KETUNENT® TabneTku, BKPUTI 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/8157/01/03
nAiBKOBOO dapmaneBTm dapmaneBTn TEXHiYHa NOMUJIKa B TEKCTI MapKyBaHHS peyenmom
060/10HKO0, Mo 200 YHWUIA 3aBO[, YHUI1 3aBOA,
mr rno 30 a6o 60 EFIC Eric
TabneTok y h1akoHi;
no 1 conakoHy y
KapTOHHII ynakoBL;
no 10 Tabnetok y
6nicTepi, no 3 abo 6
6nictepiB y
KapPTOHHI ynakosLi
109. KETOPO/N reE/fb renb 2% no 30ry O-p Peppi'c IHAjA O-p Peppi'c IHAjA BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3miHu Il Tuny - 3MiHn 6e3 UA/2566/03/01
Ty6i; no 1 1y6i B Nab6opaTtopic NabopaTopic wopno 6e3snekv/edpekTMBHOCTI Ta hapmakoHarnsgy. BHeceHHs abo peuenma
KOpoo6Li nrg nrp, 3MmiHa(1) Ao 3060B'A3aHb Ta YMOB BuAadi peecTpauiiiHoro nocBig4eHHs,
(Bupo6Hnya BKtOYaoun MNnaH ynpas/iHHA pusnkamuy (3acTocyBaHHA 3MiH(K), ski(a)
LinbHUUA - BMMaratoTb(€) NofanbLIoro 06rpyHTYBaHHA HOBMMU 4OAATKOBUM
VI) AaHVMK, L0 MaloTb HaJaBaTUCA KOMNETEHTHUM OpraHOM, OCKINIbKM
BMMaraeTbCs CyTTEBA OLLIHKA KOMMNETEHTHUM OpraHoMm) - BUkoHaHHS
3060B'A3aHb BIAMNOBIAHO A0 NiANYHKTY 2.3 NyHKTY 2 aogatky 15 go
Mopsaky NpoBeAeHHS ekcnepTy3n peecTpaLinHux MaTepiasnis Ha
nikapcbki 3aco6u, Lo NOAATLCA Ha AepKaBHY peecTpawiio
(nepepeecTpadiio), a TakoX ekcnepTn3n martepianis NpPo BHECEHHS 3MiH
[0 peecTpauiiHnx Matepianis NpoTArom Aii peecTpavinHoro
NnocBifYeHHs, 3aTBepakeHoro Hakazom MO3 Big, 26.08.2005 Ne 426 (y
pefakuii Hakasy MO3 Big 23.07.2015 Ne 460)
110. KUCNOTA PO34MH NS iHdysiid, TOB "tOpis- YkpaiHa TOB "HOpis- YkpaiHa BHECEHHS 3MiH A0 peecTpayiiHux maTtepiasiis: 3a UA/2170/01/01
AMIHOKAMPOHO | 50 mr/mn no 100 mn Papm"” Papm” 3MiHK | TUNY - 3MiHa po3mipy cepii (BKIoYatoun Agiana3oH po3Mipy cepir) peyenmom
BA y nasiwkax, no 100 roToBOro NikapcbKoro 3acoby (3meHLeHHa go 10 pasis) -
MY KOHTeliHepax BBE/IeHHs [0AaTKOBOro PO3Mipy cepii roToBOro Nikapcbkoro 3acoby -
nonimepHux; no 2 900 n
M abo no 4 mny
KOHTeliHepi
0[IHOA030BOMY; MO
10 KoHTeliHepiB ¥
nauuj 3 KApToHY
111. KIBEKCA™ TabneTku, BKPUTI BiiB Xenckep Benuvka BUPOBHUKM Benuvka BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiais: 3a UA/11130/01/01
nniBKOBOKO HOK NimiTen BpuTaHis Hepo3dgracos BpuTanisa/ 3MiHM | TUNy - 3MiHa y napameTpax cneyudikauin Ta/abo AonycTummx peyernmom
060/10HKO0, Mo 600 aHoi Monbwa/ MeX, BU3HaueHux y cneumdikayisax Ha A®Il, abo BUXIZHNIA/MPOMIXHWIA
Mr/300 mr no 10 NpoaYyKLUil: IcnaHis npoayKT/peareHT, WO BUKOPUCTOBYIOTLCA Y npoLeci BUpobHuuTea AdI -
Tabnetok y 6nictepi; nakco 3MiHa CTOCYeTbCSA BUPOGHMYOro npouecy cuHTesa APl abakasipa

no 3 6nictepu B

OnepeiiHc

cynbgaTy, a caMe, OHOBJ/IEHHS cneumdikauii Ha BUXigHWiA matepian




99

Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
KOpOO6Li 3 KapTOHY 3 tOK NimiTes, G1268494A 3a po3ginom «CynpoBigHi AOMILIKW»; 3MiHN | TUMY - 3MiHa
MapKyBaHHSIM Benuvka HaliMeHyBaHHs Ta/abo agpecu MicLA NPOBaAKEHHS AisIbHOCTI
YKpaiHCLKOK MOBOIO BputaHis; BMPOGHMKA (BK/IKOYAKOYM, 38 HEOOXIAHOCTI, MicLie NPOBeAEHHS
abo aHrnilicbkoro nakcoCmiTK KOHTPOJII0 SIKOCTI), @60 BnacHuka macTep-ghaiina Ha A®l, abo
MOBOIO 3i CTikepom NARH noctavanbHuka A®I/BuxigHoro matepiany/peareHTy/npomixKHOro
YKpaiHCLKOI0 dapmacboTu NPOAYKTY, L0 3aCTOCOBYOTbCA Y BUPOOHULITBI AD| - 3MiHW BHOCATLCA B
MOBOI0; no 10 kan3 C.A., po3gin 3.2.S.2.1; 3minu Il TMny - 3miHa BUPO6HUKa
Tabnetok y 6nictepi; Monbua; BUXiAHOrO/NPOMIXHOro NPOAYKTY/peareHTy, L0 BUKOPUCTOBYHOTLCH Y
no 3 6nictepu B BMPOGHUK BMPOGHMYOMY npoLieci A®I, abo 3MiHa BUPO6HUKa (BKIKOYaouu, ae
KOpOOGLi 3 KapTOHY, ans HeobXxigHO, MicLe NPOBEAEHHS KOHTPOO AKOCTi) AdI - 3miHa
no 3 Kopobku B nakyBaHHs CTOCY€ETbCA BUPOBHMYOro npouecy cnHTesy Adl abakasipy cynbar, a
KOHTeNHepHIli Ta BUNYyCKy came, peecTpaLlisi 4O4aTKOBOTO BUPOGHMKA MPOMIKHOIO NPOAYKTY
ynakoBLji Tuny cepii: nakco CuHTe3y 26U90
"MynbTUNak" 3 Bennkom
MapKyBaHHAM C.A., IcnaHis
YKpPaiHCbKOK0 MOBOO
abo aHrnilicbkoto
MOBOH) 3i CTikepom
YKPAIHCbKOH MOBOK
112. Knonigorpeen- TabneTku, BKPUTI TeBa 13painb TeBa 13painb BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/14007/01/01
TEBA nNiBKOBOKO dapmaueBTik dapmaueBTik 3MiHK | TURY - 3MiHW 4O IHCTPYKLUIT 415 MEeANYHOTO 3aCTOCYBaHHSA Y peyernmom
060n0Hkot0, No 75 an lHgacTpis an lHgacTpi3 po3ainu: "Mo6iyHi peaxuii”, "Oco6MBOCTI 3acToCcyBaHHA", "B3aemogis 3
Mmr no 10 TabneTok y nra. nra. IHWMMK NikapcbKMK 3acobamMu Ta iHLWi BUAM B3aeMoSiiA" 3rigHo 3
6nicTepi; no 3 abo 9 AaHvMu Wwoao 6e3neku Ajroyoi pevyoBuHN.
6nicTepiB y Kopobui BBefeHHsA 3MiH NpoTsarom 3-x MicAuiB Nicnis 3aTBepAKEeHHs!
113. KOAETEPN Tabnetkv no 10 TOB Ykpaina TOB Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHnx maTepianis: 3a UA/3563/01/01
Tabnetok y 6nictepi; "XapkiBcbke "XapkiBcbke 3MmiHuM |l Tvny - 4o 3aTBEpAXeHoro BMpo6Huka A®| koaeiHy doccpary peyenmom
no 1 6nictepy y chapmaueBTu chapmaneBtu BBOANTLCA [OAATKOBUI BUPOBHWK, SK HACNIAOK, NPUBEAEHHS
KOpOoO6Li 3 KAPTOHY yHe yHe NoKa3HUKa «3a/IMLLKOBI KiIbKOCTi OpPraHiyHnUX pO34MHHUKIB» Y
nignprvemMcTs nignpvemcTs cneuudikavii koHTponto AP| go BUMOr hipM - BUPOGHWKIB
0 "300poB'A 0 "340poB'Aa
Hapoay"” Hapozy"
114. KOMBIBIP™ TabneTkn, BKPUTI BiiB Xenckep Benvka [nakco Benvka BHECEHHS 3MiH A0 peecTpayiiHux maTtepiasiis: 3a UA/1935/01/01
o60n0oHkoto, no 60 HOK NimiTen BpuTaHis OnepeiwHc BpuTtanisa/ 3MiHK | TUNY - NpuBeAEeHHs cnevumdikayii giro4oi pevyoBUHY 3UA0BYANH peyenmom
TabneTok y hnakoHi; tOK Nimiten, MonbLa 0 BUMOr MoHorpadii «Zidovudine» EP 3a nokasHUKaMmu: «30BHiLLIHil
no 1 chnakoHy B Benvka BUINAL»; «PO3UYMHHICTb»; «CneljasibHe onTuyHe o6epTaHHA»,
KapTOHHi kopobuy; BpuTaHis; «CynbhaTHa 301a»; «CynposifHi JOMILLKN»; «3aINLIKOBi PO3YUHHUKN
no 10 TabneTtok y nakcoCmiTK (HasBHMIA CEP R1-CEP 2005-063-Rev 02); «Baxki meTanu» (nokasHuk
6nicTepi; no 6 NAUH BWJTyHYEHO)
6nicTepiB y $apmacboTu
KapPTOHHI Kopo6Lyi kan3 C.A.,
MNonbLia
115. KOHTPO/IOK® NOpPOLLOK A/1A Takega 'M6X | HimeuuunH BMPOGHMULITB ITania/ BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny - 3MiHu 3 3a UA/0106/02/01
PO34MHY ANA iH'eKLii a 0 3a NOBHUM HimeuyunH AKOCTI. FOTOBUIA Nikapcbkuii 3aci6. 3MiHW y BUPOBHULTBI. 3MiHa peyenmom
no 40 mr; 1 donakoH LMKIOM: a iMnopTepa/3aMiHu, L0 CTOCYIOTbCS BUMYCKY CEPii Ta KOHTPO/IHO SKOCTI
3 NOPOLLKOM Y Takepa roTOBOrO /likapCbKOro 3acoby (3aMiHa abo gofaBaHHsA AiNbHUL, Ha Kl
KapTOHHI Kopobuyj m6X, 3AiiCHIOETLCA KOHTPO/L/BUNPOOYBaHHSA cepii) - BBeAEeHHS 404aTKOBOT
HimeyunHa,; OinbHUL BUpo6HMUTBa MateoH Itania C.IM.A., ITanis (KOHTPO/b SKOCTI)
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjitiHo2
0 MocsiO4YeHHs1

BMPOGHMLITB
o
Hepo3dghacos
aHol
npoayKuir,
nepBuHHe

nakyBaHHS:
MareoH
ITanisa
C.NA,
ITanis;
Baccepbypre
p
ApuHaiimitTTe
NbBeEpK
v6X,
HimeyunHa,;
Xikma
dapmachbHoTi
Ka
(Moptyranis)
,C.A,
MopTyranis;
BUPOGHULITB
o
Hepo3dgacos
aHoi
NpPOAyKLUi,
KOHTPO/b
AKOCTI:
MareoH
ITanis
C.NA,
ITanis

BBefeHHs 3MiH NPOTArom 6-T1 MiCALIB MiC/1A 3aTBEPMXKEHHS; 3MiHM |
TUMy - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbkuii 3aci6. 3MiHWU Y BUPOOHULITBI.
3amiHa abo BBeAEeHHA [0AATKOBOI Ai/TbHNL BUPOOHMLITBA A1 YACTUHM

a60 BCbOro BUPOGHMYOro MPOLLeCy roToBOro JlikapcbKoro 3acoby
(ZinbHUUSA, Ha AKi NpoBOASATLCSA OyAb-AKi BUPOGHUUI CTagjl, 3a
BUHSATKOM BUMYCKY Cepii, KOHTPO/IIO AKOCTi Ta BTOPUHHOIO NakKyBaHHS
07151 CTepUbHKX NiKapCbKUX 3aco6iB (BK1HOYAKUM BUPOGEHI
acenTUYHUM METOAO0M), KpiM Nikapcbkux 3acobiB
6i010r4YHOro/iMyHOONYHOTO NMOXOPKEHHS) - BBEAEHHS A0AaTKOBOT

AinbHUUi BUpo6HuuTBa MateoH Itania C.M.A., ITania (BMpo6HMULTBO

Hepo3dhacoBaHOT NPoAykLii) BBefeHHA 3MiH NPOTArom 6-Tn MicsiLiB

nicns 3aTBepaKeHHs

116.

KOCIPE/b 10
MI/10 Mr

TabneTku, BKPUTI
nNiBKOBOKO
o6onoHkoto, no 10
mr/10 mr no 30 a6o
100 TabneTok y
KOHTeWHepi gns
Tabnetok; no 1
KOHTelWiHepy Ans
Tabs1eToK B KOPOOL
3 KapTOHY

ne
NABOPATYA
P CEPB'E

®paHuin

BMPOOHULITB
0, aHani3,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs1,
BUMYCK Cepii:
Nab6opaTopil
Ceps'e
IHgacTpi,
PpaHuis;
nepBUHHE Ta
BTOPVIHHE
nakyBaHHs1,
BWMYCK Cepii:

PpaHuis/
Ipnangis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHW Il TMny - 3MiHKM 40 IHCTPYKUIT 418 MEAMYHOrO 3aCTOCYBaHHA [0
po3ginis "MpoTunokasaHHs", "B3aemogis 3 iHWMMU NiKapCbKuMu
3acobamu Ta iHWi B1uAmn B3aemogiii*, "Oco61MBOCTi 3aCTOCyBaHHS",
"Mo6iuHi peakuji”. BBegeHHA 3MiH NPOTAromM 6-Tm MicsauiB nicna
3aTBePAKEHHS

3a
peyenmom

UA/16109/01/02
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
CepB'e
(IpnaHgis)
IHpacTpic
iy
IpnaHgis
117. KOCIPE/b 10 TabneTkun, BKpUTI ne ®paHuis BMPOGHMLITB ®paHuis/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/16110/01/01
Mr/s Mr NNiBKOBOKO NTABOPATYA 0, aHanis, IpnaHgis 3MiHM |l TRy - 3MiHW [0 IHCTPYKLiT 4719 MEeANYHOro 3acTOCyBaHHS A0 peyenmom
060/10HKO0, M0 10 P CEPB'E nepBrHHe Ta po3ainis "MpoTunokasaHHs", "B3aemMogis 3 iHWUMW NikapCbKMMU
mr/5 mr no 30 abo BTOPUHHE 3acobamu Ta iHWi BUAK B3aemogiii”, "Ocob1mMBOCTi 3aCTOCyBaHHS",
100 TabneTok y nakyBaHHs, "Mo6iuHi peakuji”. BBeAeHHA 3MiH NPOTATroM 6-Tu MicsiLiB nicnA
KOHTelHepi Ans BUMYCK cepii: 3aTBEPAKEHHSA
Tabnetok; no 1 Na6opaTopii
KOHTelHepy ans Ceps'e
TabneTok B KOPOOL IHAacTpi,
3 KapToHYy dpaHuis;
nepBuHHe Ta
BTOPVHHE
nakyBaHHs1,
BUMYCK Cepii:
Ceps'e
(Ipnangis)
IHpacTpic
nra,
Ipnangis
118. KOCIPE/Ib 5 TabneTku, BKpUTI ne ®paHuin BMPOGHMLITB ®paHuis/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 3a UA/16111/01/01
Mr/10 MIr nniBKOBOO NNABOPATYA 0, aHani3, Ipnangis 3MiHKM |l TUNY - 3MiHW 00 IHCTPYKLUIT 418 MeAWYHOro 3aCTOCYBaHHSA 0 peuyenmom
060/10HKO0, N0 5 P CEPB'E nepBrHHe Ta po3sginis "MpoTunokasaHHs", "B3aemogis 3 iHWYMU fikapcbKuMu
Mr/10 mr no 30 a6o BTOPUHHE 3acobamu Ta iHWi B1uAmn B3aemogiii”, "Oco6aMBOCTi 3aCTOCyBaHHS",
100 TabneTok y nakyBaHHs, "Mo6ivHi peakui”. BBegeHHA 3MiH NPOTAroM 6-Tu MicAWiB nicns
KOHTeWHepi gns BUMYCK Cepii: 3aTBepAKeHHs
Tabnetok; no 1 Na6opaTtopii
KOHTelWHepy ans Ceps'e
TabneTok B KOpoobLi IHgacTpi,
3 KApPTOHY dpaHuis;
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
BMNYCK cepil:
Ceps'e
(IpnaHgis)
IHpacTpic
Nra,
IpnaHgis
119. KOCIPE/Ib 5 TabneTku, BKpUTI ne PpaHLis BMPOGHULITB ®paHuia/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/16109/01/01
Mri/s Mr NNiBKOBOKO NIABOPATYA 0, aHanis, IpnaHgis 3MiHK || TMRy - 3MiHK A0 IHCTPYKL,T A/19 MeAUYHOro 3aCTOCYBaHHS A0 peyenmom
060n10HKo0, N0 5 P CEPB'E nepBrHHE Ta po3ainis "MpoTunokasaHHs", "B3aemogis 3 iHLWUMW NikapCbKUMU
mr/5 mr no 30 abo BTOPUHHE 3acobamu Ta iHWi BUAY B3aemogiii", "OcobnmnBOCTi 3aCTOCyBaHHS",
100 TabneTok y nakyBaHHs, "Mo6ivHi peakuii”. BBegeHHs 3MiH NPOTAroM 6-T1 MicALiB nicas
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
KOHTeWiHepi gns BUMYCK Cepii: 3aTBepPAKEHHSA
Tabnetok; no 1 Nab6opaTopii
KOHTelHepy ans Ceps'e
Tabs1eToK B KOPOOL IHgacTpi,
3 KapTOHY dpaHuis;
nepBuHHE Ta
BTOPVIHHE
nakyBaHHs1,
BUMYCK Cepii:
CepB'e
(IpnaHgis)
IHpacTpic
iy
IpnaHgis
120. KCUN3AN® Kpanni opasibHi, HOCb LLIseliyapi Eicika ITanis BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiais: 6e3 UA/9127/02/01
po3uuH, 5 mMr/mn no ®apuwim C.A. A dapmacboTn 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenma
10 mn y donakoHi 3 kan3 C.P.J1 hapmakoHarnsgy. BeefeHHa abo 3miHu [0 y3arasibHEHUX AaHUX Npo
KpanesnbHuueto; no 1 cucTtemy thapmakoHarnsagy (BBeAEHHS y3arasibHEHUX AaHuX nNpo
dhnakoHy y cuctemy dhapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOi ocobu,
KapTOHHI Kopo6Lyi BiANOBIAA/IbHOI 32 34iiCHEHHSA (hapMakoHarns4y; KOHTakTHOT 0cobu 3
thapmakoHarnsgy 3asBHUka Ans 34iliCHEHHA dhapmakoHarnsagy B
YKpaiHi, SKLLIO BOHa BigMiHHA Bifi yNOBHOBaXKEHOT 0cobwu,
BiANOBiAANLHOI 3a 3filicHeHHs (hapMakoHarnaay (Bkavakum
KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MiILLLEeHHI MacTep-dalina cucremm
hapmakoHarnsgy) - 3MiHa KOHTaKTHOT 0cObU 3asiBHUKA, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapmakoHarnsay: NMponoHoBaHa pefakLis: YpeTii
Ceprili IBaHOBUY. 3MiHA KOHTAKTHUX A@HWX KOHTaKTHOI 0co6u
121. | JIAHTYC® PO3YMH ANS iH'EKi, TOB Ykpaina CaHodhi- HimeuuunH BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 3a UA/8106/01/01
COJIOCTAP® 100 Opa./mn; Ne5: no "CaHodi- ABeHTIC a AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo aapecu micus peuyenmom
3 Mny KapTpuaxi, ABeHTIC [Jonunang NPOBaf)KEHHS AiS/IbHOCTI BUPO6HUKa/iMnopTepa roToBOro JlikapCbKoro
BMOHTOBaHOMY B YkpaiHa" rM6X 3acoby, BK/IIOYAKUN [iNTbHUL BUNYCKY cepii abo MicLe NpoBeAeHHS
04HOPa30BY LUMNPULL- KOHTPO/O SIKOCTI. (ZisS/IbHICTb, 3a 5Ky BignoBigae BMpobHuUk/imnopTep,
pyuKy (6€3 ronok BK/1HOYAKOUM BUNYCK Cepili) - 3MiHa agpecu BMpo6Hunka CaHodi-ABEHTIC
018 iH ekyjin); no 5 [onunang MmM6X, HimeyunHa, 6€3 3MiHM MicLA BUPOGHMLTBA
LUNPUL-PYHOK Y (BBefeHHs 3MiH NPOTAroM 6-T1 MicALIB NiCNSA 3aTBEPLYKEHHS)
KapTOHHI Kopo6Lii
122. | NEBAHA® NOPOLLIOK ToBapucTBO 3 Ykpaina ToBapucTBO Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: - UA/10775/01/01
(cybeTaHuis) y [04aTKOBOO 3 3MiHY | TUny - 3MiHa y MeTogax BunpobysaHHA A®I T. «cynposigHi
naketax NogBinHMX BignoBigasIbHi [04aTKOBOK OOMILLKM», y 3B A3KY 3i 3MiHaMK y napameTpax cneuudikauii; 3miHm I
i3 nniBkn CTHO Bignosigaib TMny - 3MiHa y napameTpax cneuudikayin Ta/abo gonycTummx Mex,
nonieTuneHosol Ans "IHTEPXIM" HiCcTI0 BM3HaYeHNX y cneuudikadisx Ha A®l, abo BUXigHUIA/NPOMIXKHWIA
hapmaLeBTUUHOTO "IHTEPXIM" npoAayKT/peareHT, L0 BUKOPUCTOBYOTLCSA Y NMpoLeci BUpo6HuyTBa Ad|
3aCTOCyBaHHSA (pO3LMPEHHSA JOMYCTUMUX MEX, BU3HAUYEeHUX Y crieumdikalisx Ha
BUXiAHI MaTepiann/NpoMixXHi NPOAYKTH, SiKi MAKOTb ICTOTHWIA BNIMB Ha
sKicTb A®I Ta/abo roToBOr0 JiKapCbKOro 3acoby)
123. | IEBEBPEWH TabneTku, BKPUTI yopna TypeuunH yopna TypeuunH BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3miHu | TUny - 3a UA/16365/01/01
nniBKOBOIO MEAOMUMH a MEAVLUWVH a AQMIHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo aapecy Micus peyenmom
060/10HKOH0, N0 250 IIAY CAH. IJTAY CAH. NpPOBaPKEHHS AiS/IbHOCTI BUPOBGHMKa/iMnopTepa roToBOro ikapcbKoro
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
Mr no 10 TabneTtok y BE TIXK. BE TIXK. 3aco6y, BK/IIOYAKUN [i/TbHNL BUNYCKY Cepii abo MicLe NpoBeAeHHs
6nicTepi, no 3 abo 5 A.LL. A.LL. KOHTPOJO SKOCTI. (AisiNIbHICTb, 3a 5Ky BiAnoBigae BUpoGHMK/iMnopTep,
6nictepiB y BK/IOYAt0UM BUMYCK cepili) 3miHa agpecu BUpo6Huka YOP/[,
KapTOHHI Kopo6Lyi MEOWLWH INAY CAH. BE TIAXK. A.LL., TypeuunHa , 6e3 3miHM micus
BMPO6GHULITBA
124. | NEBEBPENH TabneTkun, BKpUTI YOPNA TypeyuunH YOPNA TypeyuunH BHECEHHS 3MiH [0 peecTpaLiitHux maTepianis: 3minu | Tuny - 3a UA/16365/01/02
NNiBKOBOKO MEOMUMH a MEANLUNH a AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus peyenmom
060/10HKO10, No 500 INAY CAH. ITAY CAH. NpoBapPKEHHS AiS/IbHOCTI BUPOOHMKa/iMnopTepa roToBOro Nikapcbkoro
mr no 10 Tabnetok y BE TIK. BE TIAXK. 3aco6y, BKIIOYAUN fiTbHUL BUNYCKY cepii abo MicLe npoBeaeHHs
6nicTepi, no 3 abo 5 A.LL. A.LL. KOHTPOJO SKOCTI. (AisiNIbHICTb, 3a Ky BiANoBigae BUpOGHMK/iMnopTep,
6nictepiB y BK/IOUA0UM BUMYCK cepili) 3miHa agpecu BupobHunka YOP/,
KapTOHHI Kopo6Lyi MEONLH INAY CAH. BE TIAXK. A.LL., TypeyunHa , 6e3 3miHW micus
BMPOGHULITBA
125. | IEBEBPEWH TabneTku, BKPUTI yopna TypeuunH YOPNA4 TypeuunH BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/16365/01/03
naiBKOBOIO MEAOMUMH a MEAVUNH a AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus peyenmom
o6onoHkoto, no 1000 INAY CAH. ITAY CAH. NPOBaPKEHHA AiS/IbHOCTI BUPO6HUKa/iMnopTepa roToBOro JlikapCbKoro
mr no 10 TabneTok y BE TIXK. BE TIOXK. 3aco0by, BKIYaKUKN AiNbHALL BUNYCKY cepii abo MicLe NpoBefeHHs
6nictepi, no 3 abo 5 A.LL. A.LL. KOHTPO/O SIKOCTI. (4isSSIbHICTb, 3a 5Ky Bignosigae BMpo6Huk/imnopTep,
6nicTepiB y BK/IOUA0UM BUMYCK cepili) 3mMiHa agpecu BupobHunka YOP//,
KapTOHHI Kopo6Lyi MEAVUWH INAY CAH. BE TIIK. A.LL., TypeyunHa , 6€3 3mMiHV Micus
BMpPOGHULTBA
126. | NIBPA PO34uH ANs iHQy3il, MpuBaTHe Ykpaina MpusatHe Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny - 3MiHu 3 3a UA/15578/01/01
42 mr/mn no 100 mn akuioHepHe akuioHepHe sKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHM Yy BUPOOHMLTBI. 3amiHa abo peyernmom
y naswuyi; no 1 TOBapUCTBO TOBapUCTBO BBE/leHHs [J0AATKOBOI AiNbHUL BUPOOHMLTBA 151 HACTUHM ab0 BCbOro
nAsAWwLi y navui "IHdpy3ia” "IHdy3ia" BMPOGHMYOro NpoLecy roToBoro Jlikapcbkoro 3acoby (AinbHUUSA, Ha SKii

npoBoAATLCA Oyb-Ki BUPOBHWYI cTagil, 3a BUHATKOM BUMYCKY Cepii,
KOHTPOJH0 SKOCTi Ta BTOPUHHOTO NakKyBaHHS A4/151 CTEPUSIbHUX
nikapcbKunx 3acobiB (BKIOUaOUM BUPOGIEHI acenTUYHUM MeToA0M),
KpiM NiKapcbknx 3aco6iB 6i0N10ri4HOro/iMyHONOMNYHOTO NMOXOLKEHHS) -
CynyTHS 3MiHa - 3MiHN 3 SKOCTi. FOTOBWIA NiKapCbKUiA 3aci6. 3MiHN Y
BMPO6HMLTBI. 3amiHa abo BBeAEeHHS [,0AaTKOBOI AiNbHULI BUPO6HULTBA
[O/15 YacTUHU abo BCLOro BUPOGHMYOro MPOLEeCy roToBOro /ikapcbKoro
3acoby (giNbHMUA 419 BTOPUHHOMO NakKyBaHHS) - 3MiHM 3 SIKOCTi.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOHULTBI. 3MiHM Yy npoueci
BMPOGHMLITBA FOTOBOrO JiKapCbKOro 3acoby, BKIOYaoun NPOMiKHUIA
NPOAYKT, L0 3aCTOCOBYETHLCA NPU BUPOOHWLTBI FOTOBOTO MIKAPCLKOro
3ac00y (iHLWi 3MiHK) - BBEAEHHS AOAATKOBOI Ai/bHUL BUPOOHMLTBA.
Cxema, TEXHONOrIYHI cTagii BUpoObHMLUTBA, NapamMeTpu KOHTPOSIO B
npoueci BUPOGHNLTBA HE 3MiHIOIOTLCS. He3HauHi 3MiHWM B 06/1agHaHHI
BignosigatTb BUMoram GMP; 3MiHa BUKIafeHHs iHdhopmauil y cxemi i
Onuci BUPOGHULITBA; 3MiHA TEPMIHY 36epiraHHs NPOMKHOI NPOAYKLT
(3amponoHOBaHO: 'y peakTopi Nic/iA NPUroTyBaHHA Ta Moro po3nney
CyMapHO He 6inblue 32 rouH; y naskax go crepunisauii He GinbLue
32 roavH); 3mMiHK | TMny - 3MiHW 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
3MiHV Yy BUpOOHMUTBI. 3MiHa iMnopTepa/3aMiHK, L0 CTOCYTbCSt BUMYCKY
cepii Ta KOHTPO/IO SIKOCTi FOTOBOTO JlikapcbKoro 3acoby (3amiHa abo
AofasaHHA BUPOOHYKa, LLO BiAMNOBIfAE 3a BBE3EHHS Ta/abo Bunyck
cepii) - Bknroyaroum KOHTPO/Ib/BUNPOBYBaHHS cepii - BBEAEHHS
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
[04aTKOBOI AiNbHULI BUPOGHMLTBA (3arasibHa KislbKiCTb YNakoBOK 3
HOBOI a/]pECOI0 CTAHOBUTb 2 LUTYKY, L0 NOB'A3aHO 3 BUKOPUCTaHHAM Y
BVMPOGHWLTBI MNALWOK ABOX TUMIB 3 AiaMeTpoM ropaoBuHM 17 mm Ta 3
LiaMeTpOM rop/IoBUHU 22 MM)
127. | NIHOAP3A Kancynu Teepgi, no AcTpa3eHeka Lseuis BMPOOHULITB cuwA/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/14747/01/01
50 mr, no 112 Ab 0 in-bulk: Benuka 3MiHK | TNy - 3MiHa y NapameTpax crneuudikauiii Ta/abo gonyctummx peyernmom
Kancyn TBepaux y MateoH BpuTaHis MeX, BU3HaueHux y crneuudikayisax Ha A®Il, abo BUXIZHNIA/MPOMIXHWIA
thnakoHi; no 4 dapmacbHoTi npoayKT/peareHT, WO BUKOPUCTOBYIOTLCA Y npoLeci BUpobHuuTea AdI -
dhnakoHn B Kasc IHK, BBE/EHHS TPaHC-KPOTOHINXI0praa sk cneundikoBaHoi JOMILLKU Ta
KapTOHHI Kopo6Lyi CLUA; HOBOro MeToAy rasoBoi xpomarorpadii 3 BiNOBIAHO MEXEI He
nepBrHHe Ta 6inbLue 0,5 % m/M y 3apeecTpoBaHOMy BUXIAHOMY MaTepiani
BTOPUHHE (umknonponaH KapboHin xnopugi) A®| onanapnba; 3MiHu | TURY - 3MiHK
nakyBaHHs, y npoueci BUPOOHMLTBA FOTOBOrO /1iKapCbKOro 3acoby, BKIOHaoum
BUMYCK cepii: NPOMDKHWIA NPOAYKT, L0 3aCTOCOBYETHLCS NPW BUPOGHULTBI FOTOBOrO
AcTpa3eHek NiKapcbKoro 3acoby - BBeAEHHS [04aTKOBOr0 BTOPMHHOIO KOHTEHepa
a oK 3 nonieTneHa BUCOKOT LWiNbHOCTI 415 36epiraHHsa Ta TpaHCMOpPTyBaHHS
NimiTen, Kancyn roToBoro flikapcbkoro 3acoby y surnagi in bulk. Y pesynbTtari
Benvka 3anponoHOBaHOT 3MiHW He BifBYN0CA HIKUX 3MiH Y KOHTaKTi maTepiasis
BpuTaHis 3 MPOAYKTOM, OCKI/IbKM Y SIKOCTi MEPBUHHOI YNakoBKW, K i paHilue,
BYKOPUCTOBYIOTb MOAIETU/IEH HU3bKOT LLiSIbHOCTI
128. | noniPEN TabneTkn, BKPUTI TOB "TeBa Ykpaina AkTasic 1T/, ManbTa BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiais: 3a UA/11636/01/01
NNiBKOBOKO YkpaiHa" 3MiHU | TUNY - 3MiHW 0 IHCTPYKUIT 4719 MEeANYHOT0O 3aCTOCYBaHHSA Y peyenmom
060/10HKOI0, M0 75 po3ainu: "Mo6iuHi peakwii”, "Oco6NMBOCTI 3acTOCyBaHHA", "B3aemogis 3
mr no 10 TabneTok y IHLWIXMK NikapcbkMK 3acobamu Ta iHWi B1uAn B3aeMogiii" 3rigHo 3
6nicTepi; no 3 abo 9 OaHyMK Wwoao 6e3neky Ajtyoi pevyoBUHN.
6nictepis y BBepfeHHA 3MiH npoTArom 3-x micAWiB nicnsa 3arBepaKeHHs
KapTOHHI kopobuy;
no 7 Tabnetok y
6nictepi; no 4
6nictepu B
KapPTOHHI Kopobui
129. | JZIOMNPAKC TabneTku, BKpUTI Ekcip IpaH Ekcip IpaH BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/8191/02/01
N/1iBKOBOO dapmacboTy dapmacbioTn TEXHiYHa NOMW/IKa B TEKCTI MapKyBaHHSA NikapCbKoro 3acoby (BTOpUHHA |  peyenmom
o6onoHkoto, no 400 Kan1 KomnaHi Kas1 KomnaHi yrnaxkoBka)
mr no 10 TabneTok y
6nictepi; no 2
6nictepu B
KapTOHHI Kopobuyj;
no 6 TabneTok y
6nicTepi; no 1
6nicTepy B
KapPTOHHI Kopobui
130. MAANINIH cupon, 97 mr/5 mn TOB "OKnM Ykpaina TOB Monbwa/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiais: 6e3 UA/14682/01/01
no 125 r y cpnakoHi; "PapmaueBTn "Acpnodcpapm YkpaiHa 3MiHK | TRy - 3MiHK Woao 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsgy peyenma
no 1 conakoHy 3 YyHa dapmauis (IHLWi 3MiHK) - BHECEHHS 3MiH Y TEKCT MapKyBaHHS YNakoBKu
[,03Y04MM habpuka" Monbebka®, nikapcbKkoro 3acoby
NPUCTPOEM B MonbLa
ynakoBLj (moBHwMIA
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
LMK
BMPOGHMULITB
a,
BK/THOHAIOUM
BUMYyCK
cepii); TOB
"KM
"@apmaueBT
nyHa
thabpuka”,
YKpaiHa
(Bunyck
cepii)
131. MEAOUMNPUH TabneTku, BKPUTI Megokemi Kinp Megokemi Kinp BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/6922/01/01
nNiBKOBOKO nTa NTA (3aBog 3MiHu |l Tuny - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta peyernmom
o6onoHkoto, no 500 AZ) thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo 3060B'A3aHb Ta yMOB
Mmr no 10 TabneTok y BMAAui pEECTPALiiHOro NOCBIAYEHHS, BKIOYaumM MNnaH ynpas/liHHA
6nicTepi; no 1 pvi3vkamu (3acTocyBaHHS 3MiH(M), Ski(a) BUMaratoTb(€) nogasibLLoro
6nictepy B 06r'pyHTYBaHHS HOBUMW JOLATKOBMM AaHUMK, L0 MatoTb HaJaBaTucs
KapTOHHI Kopo6Lyi KOMNETEHTHNUM OpPraHoM, OCKi/IbKM BUMAraeTbCsa CyTTEBA OLLiHKa
KOMNETEHTHUM OpraHom) - BMKOHaHHS 3060B'si3aHb BignoBigHO A0
nignyHkTy 1.13 nyHkTy 1, nignyHkTy 2.3 NyHKTY 2 fodaTky 15 o
Mopsaky NPoBeAEHHS eKCNepPTU3N peecTpaliiHnx maTepianis Ha
nikapcbki 3acobu, Lo NoAarTbCA Ha AepXaBHy peecTpawiio
(nepepeecTpalito), a TakoX ekcnepTv3y Mmartepianis Npo BHECEHHS 3MiH
[0 peecTpauiiHnx Matepianis NpoTArom Aii peecTpauiiHoro
noceigyeHHs, 3aTBepa)keHoro Hakasom MO3 Big 26.08.2005 Ne 426 (y
pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)
132. MEPOMNEHEM NOPOLLOK A/1A LLieHbYKeHb Kutaii LLieHbYxeHb Kutaii BHECEHHS 3MiH 1O peecTpaLiiiHnX maTepianis: 3MiHu | TUny - 3MiHK 3 - UA/10967/01/01
PO3UMHY A5 iH'EKLii XanbuHb XanbuHb SIKOCTIi. [O0TOBMIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Y TepMiHax
no 0,5 rin bulk: 200 dapmacboTu $apmacboTu npugaTHocTi abo ymoBax 36epiraHHsl rOTOBOTO JlikapcbKoro 3acoby
(hN1akoHiB y KOpo6L ken Ko., T4 ken Ko., NTg, (36iNnbLUEHHA TepMiHY NPUAATHOCTI rOTOBOrO MikapcbKoro 3acoby) - Ans

TOProBOi yNakoBku (NiATBEPAKYETbCA AaHUMU PEaUTbHOrO Yacy) -
36iNbLUEHHA TepMiHy npuaaTHocTi /13 Ha nigcTasi focnigkeHb
CTabiNbHOCTI NPOBEAEHNX B peaslbHOMY 4aci: 3aTBepkeHo: TepMmiH
36epiraHHA: 2 poku; 3anponoHoBaHo: TepMiH 36epiraHHs: 3 poku
(BBefeHHsA 3MiH NPOTArom 3-X MiCALIB Mica 3aTBepKEeHHS); 3MiHN |
TMNy - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu
MiCLii MPOBaPKEHHS AiS/IbHOCTI BUPOOHUKa/iMnopTepa roToBoro
nikapcbKoro 3acoby, BKIKYAKUN AiNbHNL BUNYCKY cepii abo MicLe
NPOBeAEHHS KOHTPOIO AKOCTI. (AisNbHICTb, 3a AKy Bignosigae
BMPOGHUK/IMNOpPTEpP, BKKOYAOUM BUMYCK Cepili) - 3MiHa agpecu
BMPOGHUKa LLleHbwxeHb XainbnHb ®apmackioTuken Ko. J1T4., Kutai,
6e3 3MiHN Micus BUPOOHMLTBA; 3MiHKM | TUNY - AAMIHICTPaTVBHI 3MiHW.
3miHa HalimeHyBaHHS Ta/abo agpecu Micus NPoBapKeHHS AisfIbHOCTI
BMPOGHMKa (BK/TOYakUM, 3a HEOOXIAHOCTI, MicLie NPOBeAEHHS
KOHTPOJI0 SIKOCTI), @60 BnacHuka macTep-ghaiina Ha A®l, abo
noctavyanbHuka A®I/BuxigHoro matepiany/peareHTy/npomixKHOro
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NPOAYKTY, WO 3aCTOCOBYIOTLCA Yy BUPOOHWLTBI AD| (SKLLIO 3a3HAYEHO Y
[l0CbE Ha nikapcbkuid 3acib) 3a BiACyTHOCTI cepTudikaTta BignoBigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepAXXeHOMY [0Cbe, a60 BUPOOHMKA
HOBOT JOMOMDKHOI PEYOBMHM (SIKLLIO 3a3HA4YEHO Y A0CbE) - 3MiHa aapecu
BMpOGHMKa A®I LLeHbWKeHb XalitbuHb ®apmMackioTuken Ko. /T4,
KnTaii, 6€3 3MiHM MicLA BUPOOHMLTBA; 3MiHW | TUNy - ALMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu 3asBHMKa (B/lacHUKa
peecTpauiiHoro NocBigYeHHs!) - 3MiHa afpecu 3asiBHUKa

133.

MEPONEHEM

NopoLLOK AN
PO3UMHY ANS iH'EKLi
no 1,0 r, in bulk: 200
dhnakoHiB y KopobLii

LLeHbWwKeHb
XainbvHb
PapmacboTm
ken Ko., Itg,

Kutai

LLleHbYKeHb
XaibnHb
®PapmacboTn
ken Ko., litg

Kutai

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny - 3MiHu 3
AKocTi. [0ToBWiA Nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa y TepMiHax
npuaatHocTi abo ymoBax 36epiraHHs roTOBOro NiKapcbKoro 3acoby

(36inbLUEHHS TepMiHY NPUAATHOCTI rOTOBOrO Mikapcbkoro 3acoby) - s
TOProBOi yNakoBKW (MigTBEPLKYETLCA AAHUMU PeasbHOro Yacy) -
36iNbLIEHHs TepMiHy npuaaTHocTi 13 Ha nigcTasi AocnifixeHb

CTabiNIbHOCTi NPOBEAEHNX B peasibHOMY Yaci: 3aTBepakeHo: TepMiH

36epiraHHA: 2 poku; 3anponoHoBaHo: TepMiH 36epiraHHs: 3 poku

(BBefeHHsA 3MiH NPOTAromM 3-X MiCALIB Micns 3aTBepAKEHHS); 3MiHN |
TMNy - AGMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu

MiCLil MPOBaPKEHHS AiS/IbHOCTI BUPOOHUKa/iMnopTepa roToBoro
NiKapcbKoro 3acoby, BKIoYakoun AinbHULI BUNYCKy cepii abo Mmicue
NPOBEAEHHS KOHTPOJIIO SKOCTI. (fisNbHICTb, 3a AKy BifgnoBsifae
BMPOGHUWK/IMNOpPTEp, BK/IOYAUM BUMYCK Cepiid) - 3MiHa agpecu
BMPOGHUKa LLleHbUxeHb XainbnHb ®apmMackioTuken Ko. J1ta., Kutai,
6e3 3MiHn Micua BUPOBHULTBA; 3MiHM | TNy - AOMIHICTPaTUBHI 3MiHN.
3miHa HalimeHyBaHHS Ta/abo agpecu Micus NPoBaKeHHS AisfIbHOCTI
BMpO6HUKa (BK/IHOYAKOUM, 38 HEOOXIAHOCTI, MicLle NPOBEeAEHHS
KOHTPO/II0 SIKOCTI), @60 BnacHuka mactep-gaiina Ha A®l, abo
noctavansHvka Ad|/BuxigHoro matepiany/peareHTy/mpoMixXHOro

NPOAYKTY, L0 3aCTOCOBYIOTLCS Yy BUPOOHNLTBI AD| (SKLLO 3a3HAYeHO Y

[0CbE Ha nikapcbkuii 3acib) 3a BiACYTHOCTI cepTudikaTta BiANoBIgHOCTI

€Bponeiicbkiii hapmakonei y 3aTBepAXeHOoMy [0Cbe, ab0 BUPOGHMKa

HOBOI JONOMIDKHOT pe4yOBUHM (SIKLLLO 3a3Ha4YeHO0 Y AOCbLE) - 3MiHa aapecu
BMpo6HMKa API LLleHbwkeHb XanbuHb dapmacbiotuken Ko., J1T4,.,
Kutalii, 6e3 3MiHW Micus BUPOOHULTBA; 3MiHW | Tuny - AAMiHICTpaTWBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo afipecu 3asiBHMKa (B/1acHUKa
pPeECTpaLinHOro NOCBIAYEHHS) - 3MiHA aApecun 3asiBHUKA

UA/10967/01/02

134.

MET®OPMIH
IHAAP

TabneTku, BKpUTI
nniBKOBOKO
060n0Hkoto, no 500
Mr, no 10 TabneTok
y 6nictepi; no 3 abo
6 6nicTepiB y nauui 3
KapToHY

MpAT «[Mo
BMPOBGHULTBY
iHCyniHIB
«IHOAP»

YKpaiHa

MpAT «[Mo
BUPOBHULTBY
iHCyniHIB
«IHOAP»,
YKpaiHa
(BMpPOGHNLTB
03
nakyBaHHs in
bulk chipmu
"IHOOKO
PEMEZLI3
NTA" IHais)

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis:
3MiHK | TUny - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsigy. BeegeHHs abo 3miHM 40 y3arasibHEHUX AaHUX Npo
cuctemy chapmakoHarnagy (BBe4eHHs ysarasibHeHNX AaHux npo
cuctemy hapMakoHarnsgy, 3miHa ynoBHoBaxeHol ocobu,
BiANOBIAAbHOI 3a 34iiCHEHHS hapmakoHarns4y; KOHTakTHOT 0cobm 3
chapmakoHarnsgy 3asaBHUKa A1 34iliCHeHHs hapMakoHarnagy B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif, yNOBHOBaXXeHOI 0cobu,
BiAMOBIAA/IbHOT 32 34iICHEHH: hapmakoHarnsgy (BkIvaryumn
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-ghaiina cuctemm
hapmakoHarnsgy) - 3miHa ynoBHOBaxeHOo! ocobu, BiANoBiAa/IbHOI 3a

hapmakoHarnsg. NponoHoBaHa pefakuis — MoHomapyyk Hinenb

3a
peyenmom

UA/15947/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
AmuTpiBHa
135. MET®OPMIH TabneTku, BKPUTI MpAT «[Mo Ykpaina MpAT «[Mo Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux MmaTepianis: 3a UA/15947/01/02
IHAAP nAiBKOBOO BMPOOHMLITBY BMPOGHNLTBY 3MiHM | TRy - 3MiHK Wwoao 6e3nekn/ethekTnBHOCTI Ta peyenmom
o6onoHkoto, no 1000 iHCyniHIB iHCyniHIiB thapmakoHarnagy. BeegeHHs abo 3miHW [0 y3arasibHEHNX faHuX Npo
mr, no 10 TabneTtok «IHOAP>» «IHOAP», cuctemy chapmakoHarnagy (BBe4eHHs y3arasibHeHNX AaHux npo
y 6nictepi; no 3 abo Ykpaina cuctemy thapmakoHarfisgy, 3miHa ynoBHOBaXKeHOI 0cobu,
6 6nicTepis y navui 3 (BMpPOGHMLTB BiANOBIAA/ILHOI 32 34iiCHEHHSA hapMakoHarns4y; KOHTakTHOT 0cobm 3
KapTOHY 03 thapmakoHarnsgy 3asaBHUKa AN 34ilicHeHHs hapMakoHarnagy B
nakyBaHHs in YkpaiHi, AKLLO BOHA BigMiHHA Bif, yNOBHOBaXKEHOT 0cobM,
bulk chipmu BiANOBIAANLHOI 3a 34ilicCHeHHS hapmakoHarnagy (Bkaovarum
"IHAOKO KOHTaKTHi AaHi) Ta/abo 3MiHU y po3MilLeHHI MacTep-ghaiina cuctemu
PEMEQI3 thapmakoHarnagy) - 3miHa ynoBHOBaXeHOi 0cobu, BiAnNoOBiAaIbHOI 3a
NTAa", IHais) hapmakoHarnsg. MNponoHoBaHa pefakuis — MoHomapuyk HiHenb
AmuTpiBHa
136. MICTON® cynosuTopii KYCYM IHais KYCYM IHais BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiais: 3a UA/16131/01/01
BariHanbHi no 500 XENTXKEP XENTXKEP 3MiHu | TUNY - 3MiHa po3mipy cepil (BKoYatoun agiana3oH po3Mipy cepir) peyenmom
Mr no 5 cynosutopiis MBT NTA NBT NTA roTOBOro Nikapcbkoro 3acoby (36inblweHHs Ao 10 pasiB NOpPiBHAHO i3
y cTpuni; no 2 3aTBEPKEHUM PO3MIPOM) - 36iNbLLUEHHS PO3MIPY Cepii (3aTBEPAKEHHS:
CTPUNKN Y KAPTOHHIl Po3mip cepii 30 kr; 3anponoHoBaHo: Po3mip cepii 30 kr, 150 Kr)
ynakoBLi
137. MOBEKC® TabneTkn, BKPUTI Mosi Xenc LLIseliyapi CaBa IHgis/ BHECEHHS 3MiH A0 peecTpayiiHux maTtepiaiis: 6e3 UA/9817/01/01
KOM®OPT o6onoHkoto, no 30 M6X A Xenckea YropuwuHa | 3miHu | Tny - 3MiHa napameTpiB cneyudikauii Ta/abo AoNyCTUMMX MeX peuyenma
TabneTokK y naswi; nTa, IHais; rOTOBOrO /iKapCbKOro 3acoby - NpUBeAEHHS AOMYCTUMUX MEX
no 1 naswuyi y Megiton nokasHuka «CTiliKiCTb [0 p0o34aB/ioBaHHs» 40 BUMor BP, a came
KapTOHHI ynakoBL; dapmacbHoTi nepeBefeHHs OAUHULL BUMIPY NOKa3HUKA 3 « KI/CM3» B «HbIOTOHU» 3
no 60 TabneTok y ka1 /114, eKBiBa/IEHTHM NepepaxyHKOM 3Ha4YeHHs gonycTumoi mexi (4,0 kr/ cm3
nnawuj; no 1 aéo no YropuyHa ekBiBasIeHTHO 39 HbloToHam). MprBeAEeHHA MeX NoKa3HUKa
2 NNAWKA B «MikpobionoriyHa ynctota» o BuMor BP. BBeieHHA 3MiH NPOTATroM
KapTOHHI ynakoBLy; 6-Tn micALiB nicna 3aTBepAKeHHs
no 120 TabneTok y
nnsAwui; no 1
NASALWL| Y KAPTOHHii
ynakoBLj
138. MOBEKC® TabneTku, BKPUTI Mosi Xenc LLiBeiiuapi CaBa IHais/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiais: - UA/9818/01/01
KOM®OPT 06010HKOH0, in bulk: M6X A Xenckea YropwpHa | 3miHu | TUny - 3miHa napameTpiB cneuudikaiii Ta/abo onycTUMUX MeX
no 1000 TabneTtoK y N1g, IHais; roTOBOrO /1iKaPCbKOro 3acoby - NPUBEAEHHA AOMYCTUMUX MEX
noAgiiHnx Megiton nokasHuka «CTilKiCTb 40 pO34aBnoBaHHSA» [0 BUMor BP, a came
nonieTuneHoBnX dapmachbHoTi nepesefieHHA OAUHULIb BUMIPY MOKa3HMKa 3 « KI/CM3» B «HbIOTOHU» 3
nakertax kan /itg,., eKBiBaJIEHTHUM NepepaxyHKOM 3HaueHHs fonyctumoi mexi (4,0 kr/ cm3
YropimHa ekBiBas1IeHTHO 39 HbloToHam). MNpuBeeHHSA MeX NoKasHuka
«MikpobionoriyHa unctotTa» [0 BuMor BP. BBefeHHA 3MiH NPOTATrom
6-TU MicsILiB nicnis 3aTBePAKEHHSA
139. MYNIMEH Kpanni opasibHi No Bionoriwe HimeuuunH Bionoriwe HimeuuunH BHECEHHS 3MiH [J0 peecTpaLjiiiHux MmaTepianis: 6e3 UA/3698/01/01
50 mn y donakoHi- Xannbmitren a Xannemitren a 3MiHK | TUNY - 3MiHa NOCTaYasibHKKA NakyBasIbHUX MaTepianis abo peyenma
KpanenbHuui; no 1 b Xeenb b Xeenb KOMMNJIEKTYUNX - AoAaBaHHA AOAATKOBOro nocravasibHuka marepiany
hNakoHy- 6X 6X NepBMHHOT YNakoBKM — BEPTUKa/IbHOI KpanesibHULi Ta KoBnayka, Lo

KpanenbHuLi y
KOpO6LIi 3 KAPTOHY

HarBUH4YyeTbCA




108

Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
140. | HASO®PAH cnpeii HasasTbHUiA, TeBa I13painb Tesa Yex Yecbka BHECEHHS 3MiH [0 peecTpaLiiiHuX MmaTepiasiB: yTOUHEHHS npoueaypu 3a UA/6758/01/01
cycneHsis, 50 dapmaueBTik IHoacTpi3 Pecny6nik | B Hakasi MO3 YkpaiHu Ne 1479 Big 10.08.2018 B npoLeci BHECEHHSA peuyenmom
MKr/go3y no 120 abo | an IHgacTpis c.p.o. a 3MiH: 3MiHuW | TMNY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbkunii 3aci6.
no 150 po3y nra. KOHTposb roTOBOro Nikapcbkoro 3acoby. 3MiHa y meToaax
thnakoHi; no 1 BMNPOOYBaHHSA rOTOBOr0 NiKapCbKoro 3acoby (He3HayHa 3miHa y
hnakoHy B 3aTBEPIKEHNX MeToAax BUNPobyBaHHS) - 3MiHa y 3aTBEpAXEHNX

KapTOHHI Kopo6Lyi

MeToAax BMNpobyBaHHs 3a Nn. "KiflbkicHe BU3HAYEHHS GeH3asIKOHI0
xnopugy" 3amiHa kogy metoauku 3 V 1.0 Ha V 2.0; gogaHo iHdopmaLiiio
npo cTabiNbHICTL CTAHAAPTHOrO PO34MHY Ha OCHOBI 3BITY NMPO
[OCNigpKEHHS; 3MiHW B onuci Npo60oniAroToBKW; 3MiHN po3giny
"npugarHicTb XxpomarorpadivyHoi cuctemu”. 3miHn | Tuny - 3MiHK 3
akocTi. A®l. KoHTponb A®L. 3miHa y meTogax BunpobysaHHa APl abo
BVXiHOTrO Matepiany/NpoMiXHOr0 NpoAyKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NpoLeci BUpo6bHuLTBa A®I (iHLWI 3MiHWM Y MeTodax
BMNpobyBaHHA (BKIOYatoun 3amiHy abo AonoBHEHHs) AP abo
BWXi4HOr0/MpOMiXXHOro NpoAykTy) - 3mMiHa y MeTogax BUNPoGyBaHHS
A®I 3a n. «<Po3nogin 3a po3mipom 4acTok» (MeTog nasepHoi
pudpakuii) 3 Bepcii QDP0016368 V 1.0 Ha Bepcito QDS0044907 V
1.0. 3miHu | TNy - 3miHK 3 AkocTi. APl KoHTponb A®l. 3miHa y
napameTpax cneyudikauii Ta/abo AONYCTUMUX MEX, BU3HAUEHUX Y
cneumdikauiax Ha A®I, abo BUXiAHUIA/NPOMIXHUIA NPOAYKT/pearexT, Lo
BUKOPVCTOBYIOTBCS Y Npoueci BUpobHuLTBa AD| (3BY)XKEHHSA
LOMYCTUMMUX MEX, BUHAUYEHNX Y crieundikaLii) - 3By)XeHHs
[0NyCTUMMX MEX, BU3HaUeHunx y cneuudikadii 3a n. "3asmLLKosi
po3unHHKKK: TeTparigpodypaH” 2 knac), 3aTBepgxeHo: 720 ppm,
3anponoHoBaHo: 250 ppm. 3MiHu | TUNY - 3MiHK 3 AKOCTi. ADI.
KoHTponb A®I. 3miHa y napameTpax cneuudikaLiii Ta/abo AonycTummx
MeX, BU3HaueHux y crneuudikayisax Ha A®Il, abo BUXIZHNIA/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCS y Npoueci BUpobHuLUTBa AdI
(monoBHeHHA crieymdikalii HOBUM NOKa3HWKOM SIKOCTI Ta BifnoBigHUM
MeToA0M BUMPOOYBaHHS) - 3MiHa y cneyndikauii Al gogaHo m.
"nomiwka K", 3 mexeto "He 6inblue 0,15%", (paHille 3a3Ha4YeHo sK
"HeBifgoMa AoMilKa", AOMiLLKa SBSE COBOL0 i30Mep hyTUKa3oHy).
3miHu | TUny - 3miHK 3 AkocTi. APl KoHTponb A®Il. 3MiHa y napameTpax
cneuudikauii Ta/abo AONYCTUMUX MEX, BU3HAUYEHMX y cneLudikalisax
Ha A®I, abo BUXigHWIA/NPOMIKHUIA NPOAYKT/peareHT, Lo
BMKOPVCTOBYIOTBCSA y Npoueci BUpobHuLUTBa AD| (BUTYUYEHHS
He3Ha4yHOro MokasHuKa SKOCTi (HanpyKknag BUIyUYeHHs 3acTapifioro
nokasHuka)) - BunyyeHHs napaMeTpiB KOHTPO/IIO AKOCTI 4718 [OMILLOK
A,B,E,F,H,|, BYY 1,23 3rigHo 3 gitounm BugaHHsam EP Ta gitouoto
MoHorpadieto EP, 3atBepmxeHo: Impurity A,B,C,D,E,F,G,H,I, impurity
with relative retention at about 1.23, Any other impurity, total
3anponoHoBaHo: Impurity C,D, G, Unspecified impurites, total. 3miHun |
TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTi/IE-cepTudikaT
BifnoBigHOCTI €Bponelicbkili hapmakonei/mMoHorpadii. 3MiHW, NOB'A3aHi
3 HeOOXiZHICTIO NPUBEAEHHS Y BIANOBIAHICTL A0 MOHOrpadii APY abo
€Bponelicbkoi hapmMakonel, abo iHWOoT HauioHa/IbHOI dhapmakonel

Jepxasu €C (3miHa y cneumdikauisix, nos'a3aHa 3i 3miHamu B 1PY,
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abo €ponelicbkiin hapmakonei, abo iHLWIA HauioHanbHIn dapmakonei
nepxasu €C) - MpuBegeHHA cneyndikauii Ha API (hnyTrkasoHy
nponioHar) y BignoBigHiCTb A0 MoHorpadii EP: 3atBepmxeHo Assay
(HPLC) 98.0-102.0% Related substance HPLC Impurity C NMT 0.1%
Impurity D NMT 0.1% Impurity G NMT 0.1% Any other impurity NMT
0.1% total NMT 0.5 % 3anponoHosaHo Assay (HPLC) 97.5-102.0%
Related substance HPLC Impurity C NMT 0.2% Impurity D NMT 0.3%
Impurity G NMT 0.3% Unspecified impurites NMT 0.10%, total NMT 0.8
% BupaneHHs sunpobyBaHHA Ha igeHTudikauiio B. 3minun | Tuny -
3MiHu 3 sKocTi. CepTudikat BignosigHocTi/l E-cepTudikat
BiANOBIgHOCTI EBponeiickkili hapmakonei/MoHorpadii. MogaHHsA
HOBOro abo OHOB/IEHOTO cepTuddikaTa BifnNoBIAHOCTI ab60 BUYyYEHHS
cepTudiikaTa BignNoBiAHOCTI EBponeiickkili hapmakonei: s A®l; ana
BUXIAHOrO MaTepiasny/peareHTy/npoMixXHOro NpoayKTy, Lo
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI API; AN AONOMIXKHOT PEeUOBUHM
(cepTudhikaT BignoBigHOCTI EBponeiickkin dhapmakoner) - OHOBEHWIA
cepTudikaT Bif yxe 3aTBEpAXEHOro BUPO6HMKA -MoAgaHHs OHOB/IEHOTO
cepTugikaty BignosigHocTi EP, 3aTBepaxeHo: R1-CEP 2007-192-REV
00 3anponoHoBaHo: R1-CEP 2007-192-REV 02. (6ysn10 - 3miHa y
mMemodax surnpobysaHHsi A®I 3a . «Po3nooin 3a po3mMipoM 4acmok»
(memod nasepHoi duchpakyii) 3 sepcii QDP0016368 V 1.0 Ha sepcito
QDS0044907 V 2.0)

141.

HEMOTAH

TabneTku, BKPUTI
nAiBKOBOO
o6onoHkoto, no 30
mr; no 10 TabneTok
y 6nicTepi; no 3 abo
10 6nicTepiB y
KapTOHHI Kopo6Lyi

Megokemi
nTa

Kinp

Megokemi
NTA (3aBog
AZ)

Kinp

BHECEHHS 3MiH [J0 peECTpaLjiiiHNX MaTepiasiB: TEXHIYHA NOMUIKa
(3rigHo Haka3y MO3 Big 23.07.2015 Ne 460) — BUNpaB/I€HHS TEXHIYHOT
nomunkn y MK4, sika 6yna gonyueHa npv nepepeectpadii /13 (Hakas
Ne 460 Big 03.07.2014 p.), Npu nepeHeceHHi iHdopmaLii 3 MaTepianis

peecTpauiinHoro gocbe (po3gin 3.2.P.1Cknag nikapcbkoro 3acoby), y
cKknagj niBkoBoi 060/10HKM NOMUIIKOBO A0MyLLeHa TeEXHIYHA MOMUIIKa, a
came: 3riJHO OpUriHaNIbHOro AOCLE BUPOOHMKA, NNiBKOBA 060/10HKA
CKNagaeTbea 3 TasbKy Ta NAiBKOBOro nokpuTTa Opadry white OY-28920
(cnupT nonisiHinoBwiA, TTaHy aiokemg(E 171), Tanbk, neuntuH (E 322),
KcaHTaHoBa kamifb(E 415)), 8O cKnafy SIKOro TakoX BXOAWUTb Taslbk. Y
3arBepmxeHnx MKA Tanbk BkasaHuii nuwe y cknagi Opadry white OY-
28920

3a
peyenmom

UA/1286/01/01

142.

HIKAPZIA®
PETAP/],

TabneTku, BKPUTI
060/10HKOIO,
NPOJIOHroBaHoI Al
no 20 mr no 10
TabneTtok y 6nictepi;
no 3 a6o 10
6nictepis y Kopobui

"FOHiK
dapmacboTn
Kan
Na6opatopis"
(BipAaineHHs
ipmun " Ox.
B. Kemikans
eHg,
dapmacboTu
Kans /ita.")

IHais

FOHiK
PapmacboTn
Kau
Na6opaTtopi3
(BipAineHHs
hipmu " x.
B. Kemikans
eHf
PapmacboTn
kan3 /ita.")

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHM | TMNy - 3MiHa napameTpiB cneuudikavin Ta/abo AoNyCTUMUX MeX
roTOBOrO /1iKapCbKOro 3acoby - BunpasieHHs TunorpadiyHoi NOMUIKL y
p. 3.2.P.5.1. Cneuudikauis(-i) peecTpauyiiiHoro ocbe Ta sik Hacnigok
3MiHM y cneumdikayii MKA nikapcbkoro 3acoby 3a NokasHWKOM
«CepefiHsa Maca»

3a
peyenmom

UA/3971/01/01

143.

HILEPIroniH

NMOPOLLIOK
(cybeTaHuis) y
nonieTuNeHoBmX
nakeTax s

BE3
dapmaxem
4.0.0.

Xopsaris

TEBA Yex
IHoacTpi3
c.p.o.

Yecbka
Pecny6nik
a

BHECEHHS 3MiH A0 peecTpayiiHux maTtepiaiis:
3MiHuM | TUNY - NOAAaHHSA OHOBNEHOTO cepTudikaTa BifnoBigHOCTI
€sponeiicbkiii hapmakonei Ne R1-CEP 2003-198-Rev 03

ans pitovoi pevosrHn Nicergoline Bif BXe 3aTBepAKEHOT0 BUPOOHMKA 3

UA/15078/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
thapmaueBTUYHOro BiANOBIAHUMY 3MiHamMVy B cneuudikauii Ta MeTogax KoHTponto Ad| 3a
3acToCyBaHHs nokasHNKoOM «laeHTudikauis» (BuganeHHs 1. D, B) - npuBegeHo go
BMMor moHorpadii «Nicergoline» EP, 3a n. «3anuLwKoBi PO3YMHHUKIN -
npvBeAEeHHO Y BiANOBIAHICTb A0 BuMor CEP
144. HOBAPUHI® KinbLe BariHasibHe, LWepinr-Mnay | LWeeiuapi | H.B.OpraHoH | HigepnaH BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/9613/01/01
11,7 mr/2,7 mrno 1 CeHtpan lct A , anl 3MiHK || TUNY - 3MiHK B IHCTPYKLIi 4158 MeQUYHOro 3acTOCyBaHHSA B peyernmom
KinbLo y cawwe, no 1 Al HigepnaHgu IpnaHgis po3ainu "OcobmBocTi 3acTocyBaHHs", “INoGiYHI peakuii”.
calle B KapTOHHIlA (3a NoBHUM BBeAeHHA 3MiH NpoTarom 3-x MicsAiliB nicna 3aTBepmKeHHs
KopoobUi LMKIOM);
OpraHoH
(IpnaHgis)
N,
IpnaHgis
(BTOpUHHE
nakyBaHHs
Ta BUMYyCK
cepii)
145. HOBOCEBEH® NOPOLLIOK A/T Hoeo [Oanis BUPOBHMK [anisa/ BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiais: 3a UA/5178/01/05
niodpinizoBaHWin Ans Hopgaick airoyoi HimeuuunH 3MiHM | TUMy - 3MiHa y napameTpax cneuudikauiin Ta/abo gonycTummx peyenmom
NpuUroTyBaHHsA PEYOBUHN, a MeX, BU3HaueHux y cneyudikayisax Ha A®I, abo BUXiAHUIA/NPOMIXHNIA
PO3UMHY ANS iH'EKLi roToBOro npoayKT/peareHT, WO BUKOPUCTOBYIOTbCA Y npoueci BupobHuutea AdI -
no 2 mr (100 KMO), NpoAyKTYy Ta BUyYeHHS 3i cneumdikauii poboyoro 6aHky knitnH WCB T. naTTepH
1 CKNSIHWIA chnakoH 3 BMPOOBHUK, i30pepMeHTa, y 3B 513Ky 3 OHOB/IEHHAM po6oyoro 6aHky knitnH (WCB);
niodinizoBaHUM Bignosigasib 3MiHM y napameTpax cneumdikauii APl 3ByXeHHs NimiTy 418 T.
NOPOLLKOM Y HWi1 3a Lomiwkn uutpyniny rEVIE Ha OCHOBI CTATUCTUYHUX JaHWX; 3MiHW | TUny -
KOMMNNekKTi 3 1 BUMYCK Cepiii 3MiHa y MeToAax BunpobyBaHHsA APl abo BMXiAHOMO
nonepegHL0 roToBOro marepiany/npoMiKHOr0 NPOAYKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
3anoBHEeHUM NPOAYKTY: npoueci BupobHuuTea A®I - 3MiHM y MeTogax BUNpobyBaHHs AdI T.
LINPULLOM, SIKWIA A/T HoBo Mikpo6iosioriyHa YACTOTa, Y 3B A3KY 3 NPUBEAEHHAM A0 BUuMmor EP, USP,
MICTUTb 2 M/ Hopaick, JP
PO3YMHHMKA [JawHis;
(ricTuamH, Boga ans OinbHUUSA
iH'eKLil), LUTOKOM BMPOGHMNLITB
nopLuHS, a, Ha sKif
nepexifgHNKom ans npoBOANTLCA
chnakoHa B BTOPUHHE
iHAMBIOYabHIN nakyBaHHs
ynakoBLi y roToBOro
KapTOHHI Kopo6Lyi NPOAYKTY:
A/T HoBo
Hopagaick,
[NaHis;
LiNbHULUS
BMPOOHULITB
a, Ha fKin
npoBOANTLCA
BTOPVHHE

nakyBaHHA
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayjitiHo2
0 MocsiO4YeHHs1

roToBOro
NpoAyKTy:
AIT Hoso
Hopaick,
[aHis;
AinbHUUA
BMPOGHMLITB
a, Ha akin
npoBOANTLCA
KOHTPO/b/BK
npo6yBaHHs
cepii
roToBOro
NpoAyKTy:
AIT Hoso
Hopaick,
[aHis;
AinbHUUA
BMPOGHMLITB
a, Ha akin
npoBOANTLCA
KOHTPO/b/BK
npo6yBaHHs
cepii
roToBOro
NpoAyKTy:
AIT Hoso
Hopaick,
[aHis;
AinbHUUA
BMPOGHMLITB
a, Ha akin
npoBOANTLCA
KOHTPO/b/BK
npo6yBaHHs
PO34MHHYMKA
y
nonepeaHLo
HanoBHEHOM
y wnpuu;:
Bettep
dapma-
PepTiryHr
M6X yHA
Ko. KT,
HimeuuunHa;
OinbHUUSA, Ha
SKIA
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
NpoOBOANTLCA
BUrOTOB/IEHH
A
PO3YMHHMKA
y
nonepegHL0
HanoBHEHOM
y wnpuui Ta
oro
nepBuHHE
nakyBaHHs:
BetTep
dapwma-
PepTiryHr
M6X yHA
Ko. KT,
HimeuunHa
146. HOBOCEBEH® NOPOLLIOK A/T Hoeo [Oanis BUPOBHUK [anisa/ BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiais: 3a UA/5178/01/04
niodpinizoBaHWin Ans Hopgaick aitoyoi HimeuuunH 3MiHM | TUMy - 3MiHa y napameTpax cneuudikauin Ta/abo gonycTummx peyenmom
NpUroTyBaHHsA pPEeYoBUHN, a MeX, BU3HaueHux y cneuudikayisax Ha A®l, abo BUXiAHUIA/NPOMIXHNMIA
PO3UMHY ANS iH'EKL roToBOro NpoAyKT/peareHT, WO BUKOPUCTOBYIOTbCA Y npoueci BupobHuutea AdI -
no 5 mr (250 KMO), npoaykTy Ta BUTyYeHHS 3i cneumdikauii poboyoro 6aHky kit WCB T. naTTepH
1 CKNSAHWIA chnakoH 3 BUPOOBHUK, i30pepMeHTa, y 3B 513Ky 3 OHOBJIEHHAM po6oyoro 6aHky knitnH (WCB);
niodpinizoBaHUm BiAgnosigasib 3MiHM y napameTpax cneumdikauii APl 3ByXeHHs NimiTy 415 T.
NOPOLLKOM Y HWi1 3a [Jomiwkn unTtpyniHy rEVII Ha OCHOBI CTATUCTUYHUX AaHWX; 3MiHK | Tuny -
KOMMNeKTi 3 1 BUMYCK Cepiii 3MiHa y MeToAax BunpobysaHHsA APl abo BMXiAHOMO
nonepegHL0 roToBOro marepiany/npoMiKHOr0 NPoAYKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
3anoBHEHUM NPOAYKTY: npoueci BupobHuuTea A®I - 3MiHM y MeTogax BUNpobyBaHHs AdI T.
LINPULIOM, SIKWIA A/T HoBo Mikpo6iosioriyHa YACTOTa, Y 3B A3KY 3 MPUBEAEHHAM [0 BUuMor EP, USP,
MiCTUTb 5 M1 Hopaick, JP
PO3YMHHMKA [JaHis;
(ricTuamH, Boda ans OinbHUUSA
iH'EKLil), LUTOKOM BMPOGHMLITB
NnopLUHS, a, Ha fKif
nepexigHnKom ans npoBOANTLCA
dhnakoHa B BTOPUHHE
iHAMBIAYabHIN nakyBaHHs
ynakoBLii y roToBOro
KapTOHHI Kopo6Lyi NPOAYKTY:
A/T Hoso
Hopgaick,
[NaHis;
OinbHUUSA
BMPOOHULITB
a, Ha AKin
NpOBOANTLCA
BTOPVHHE

nakyBaHHA
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Homep
peecmpayjitiHo2
0 MocsiO4YeHHs1

roToBOro
NpoAyKTy:
AIT Hoso
Hopaick,
[aHis;
AinbHUUA
BMPOGHMLITB
a, Ha akin
npoBOANTLCA
KOHTPO/b/BK
npo6yBaHHs
cepii
roToBOro
NpoAyKTy:
AIT Hoso
Hopaick,
[aHis;
AinbHUUA
BMPOGHMLITB
a, Ha akin
npoBOANTLCA
KOHTPO/b/BK
npo6yBaHHs
cepii
roToBOro
NpoAyKTy:
AIT Hoso
Hopaick,
[aHis;
AinbHUUA
BMPOGHMLITB
a, Ha akin
npoBOANTLCA
KOHTPO/b/BK
npo6yBaHHs
PO34MHHYMKA
y
nonepeaHLo
HanoBHEHOM
y wnpuu;:
Bettep
dapma-
PepTiryHr
M6X yHA
Ko. KT,
HimeuuunHa;
OinbHUUSA, Ha
SKIA
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
NpoOBOANTLCA
BUrOTOB/IEHH
A
PO3YMHHMKA
y
nonepegHL0
HanoBHEHOM
y wnpuui Ta
oro
nepBuHHE
nakyBaHHs:
BetTep
dapwma-
PepTiryHr
M6X yHA
Ko. KT,
HimeuunHa
147. HOooOTPOMIN TabneTkn, BKPUTI HOCBE dapma Benbris HOCB ®apma Benbris BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiais: 3a UA/0054/04/01
nniBKOBOIO C.A. C.A. 3MiHM | TRy - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
060/10HKO10, N0 1200 hapmakoHarnsgy. BeefeHHa abo 3miHu [0 y3arasibHEHUX AaHUX Npo
mr no 10 TabneTok y cuctemy chapmakoHarnsgy (BBeAeHHs y3arasibHeHUX gaHux npo
6nicTepi; no 2 cuctemy dhapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOi ocobu,
6nictepu B BiANOBIAA/IbHOI 3a 34iiCHEHHSA (hapMakoHarns4y; KOHTakTHOT 0cobu 3
KapTOHHIN nauui hapmakoHarnsgy 3asBHUka Ans 34iliCHEHHA dhapmakoHarnsagy B
YkpaiHi, SKLLO BOHA BigMiHHA Bif yNOBHOBaXKEHOT 0cobw,
BiANOBIAANLHOI 3a 3ilicHEHHS (hapMakoHarnaay (Bkivaum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y po3MilLeHHI MacTep-tharina cuctemm
hapmakoHarnsgy) - 3MiHa KOHTaKTHOT 0cObU 3asiBHUKA, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapmakoHarnsay: NMponoHoBaHa pefakLis: YpeTii
Ceprili IBaHOBUY. 3MiHA KOHTAKTHUX A@HWX KOHTaKTHOI 0co6u
148. HOOTPOMIN TabneTku, BKpUTI IOCB ®apma Benbris HOCB ®apma Benbris BHECEHHS 3MiH [0 peecTpaLjiiiHuXx maTepiasiis: 3a UA/0054/04/02
nniBKOBOKO C.A. C.A. 3MiHK | TUny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuyenmom
060n0Hkot0, no 800 thapmakoHarnsgy. BeegeHHs abo 3miHW A0 y3arasibHEHUX faHuX Npo
Mr no 15 Tabnetok y cuctemy chapmakoHarnagy (BBe4eHHs y3arasibHeHNX AaHux npo
6nictepi; no 2 cuctemy hapmakoHarnisgy, 3miHa ynoBHOBaXKeHoi ocobu,
6nictepu B BiANOBIAA/bHOI 3a 34iiCHEHHS hapmakoHarns4y; KOHTakTHOT 0cobm 3
KapTOHHIN nayui hapmakoHarnagy 3asiBHUKa AN 34iiCHEHHA dhapmakoHarnsgy B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif, yNOBHOBaXXeHOI 0cobu,
BIAMOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsgy (Bkavaryumn
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLleHHI MacTep-giaiina cuctemm
hapmakoHarnsgy) - 3MiHa KOHTaKTHOT 0CO6U 3asBHMKa, BifgNoBigabHOI
3a 3fjiicHeHHs hapmakoHarnsgy: NponoHoBaHa pegakuis: YpeTii
Cepriit IBaHOBMY. 3MiHa KOHTAKTHUX AAHMX KOHTAKTHOI 0Cco6u
149. HOooOTPOMIN PO3YMH ANS iH'EKLIN, HOCB dapma Benbris Elicika ITanis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/0054/01/01
200 mr/mnno 5 mn B C.A. dapmacbotu 3MiHKM | TUny - 3MiHN Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
amnyni; no 6 amnyn kan3 C.P.1. dhapmakoHarnsgy. BeefeHHsa abo 3MiHM 0 y3arasibHEHVX AaHUX Npo

y 6nictepi; no 2
61icTepy y nauui

cucTemy thapmakoHarnsgy (BBefieHHs y3arasisHeHux AaHux npo
cUCTeMy dpapMakoHarsi4y, 3MiHa YNnoBHOBaXeHO! 0cobu,
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n/n

Hassa

JliKapcbKo20

3acoby

dopma suUnycKy

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep

peecmpayjitiHo2

0 NocBIOYEHHS

KapTOHHiI; no 15 mn
B amnyni; no 4
amnynu B 6nicrepi;
no 1 6nictepy y
naui KapTOHHil

BiANOBIAA/IbHOI 32 34iiCHEHHSA hapMakoHarns4y; KOHTakTHOT 0cobm 3
chapmakoHarnsgy 3asBHUKa AN 34ilicHeHHs hapMakoHarnagy B
YKkpaiHi, AKLLIO BOHA BifMiHHa Bifi YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHeHHS thapmakoHarnagy (Bkivakum
KOHTaKTHI AaHi) Ta/abo 3MiHU y po3MilLeHHi MacTep-ghaiina cuctemu
hapmakoHarnsgy) - 3miHa KOHTaKTHOT 0CO6U 3asiBHUKA, BifNoBigabHOI
3a 3gjiicHeHHs chapmakoHarnsgy: NponoHoBaHa pegakuis: YpeTii
Ceprili IBaHOBUY. 3MiHA KOHTAKTHUX AAHWX KOHTaKTHOI 0Co6K

150.

HOPMOAUMIH

Tabnetkv no 5 mr no
10 TabneTok y
6nictepi; no 3
6nictepu B
KapTOHHI ynakoBLi

BAT "l'efeoH
PixTep"

YropmHa

BAT "TepeoH
PixTep"

YropmHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHW | TUNY - OHOBJIEHHA BXEe 3aTBEPAXXEHOI0 TEKCTY MapKyBaHHS
NepPBUHHOI Ta BTOPUHHOI YNakoBOK 3 BHECEHHSIM 3MiH [10 TEKCTY
MapKyBaHHS; 3MiHW | TMny - 3MiHa y TepmiHax npuaaTHoCTi abo ymoBax
36epiraHHs roTOBOTO NiKapCbKOro 3acoby - 3MiHa B yMOBax 36epiraHHs
BHAC/iJOK NPOBEeEHNX TEeCTiB DOTOCTabiNIbHOCTI. 3anponoHOBaHO:
YMoBM 36epiraHHs. 36epirati npyu Temneparypi He Buwe 30°C, B
opuriHabHili ynakoBLji 415 3aXUCTY Bif BNAVBY CBITAa; 3MiHW | Tumy -
3MiHW [0 IHCTPYKLUiT A8 MeAMYHOro 3aCTOCYBaHHS Y PO3Ainu:
"B3aemogis 3 iHWVMK nikapCbknMm 3acobamm Ta iHLWi BUAY B3aemMogiin”,
"3acTocyBaHHs y nepio BariTHOCTi abo rogyBaHHs rpyaao”, "MobivHi
peaxuii” BignoBigHO A0 pehepeHTHOro NikapcbKoro 3acoby
HOPBACK®; 3MiHu | TURY - 3MiHW A0 iHCTPYKLii y po3ainu: "B3aemogis
3 iHWKMMU flikapCbKMMK 3acobamu Ta iHLWi BUAW B3aeMOgiin",
"Oco6/1MBOCTI 3aCTOCYBaHHA" 3rigHO 3 AaHUMU LWOAO 6e3nekn Aitoyoi
peyosBuHV. BBeAeHHsA 3MiH npoTArom 3-x mMicauis nicna
3aTBEPAKEHHS

3a
peyerimom

UA/2777/01/01

151.

HOPMOAUIMIH

Tabnetku no 10 mr
no 10 Tabnetok y
6nicTepi; no 3
6nictepu B
KapTOHHI ynakoBLi

BAT "TeaeoH
Pixtep"

YropLmHa

BAT "TepeoH
PixTep"

YropLmHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHU | TUMY - OHOBNEHHS BXe 3aTBEPAXKEHOro TEKCTY MapKyBaHHS
NepPBUHHOT Ta BTOPUHHOI YNakoBOK 3 BHECEHHSAM 3MiH [0 TEKCTY
MapKyBaHHS; 3MiHM | TUNY - 3MiHa Yy TepMiHax NpuaaTtHOCTI abo ymoBax
36epiraHHa roToBOrO NiKapCbKoro 3acoby - 3MiHa B yMOBax 36epiraHHs
BHAaCNiA0OK NpoBefeHnX TecTiB hoTocTabinibHOCTI. 3anponoHOBaHO:
YMoBM 36epiraHHs. 36epirati npyu Temnepartypi He Buwe 30°C, B
opuriHanbHili ynakoBLi 415 3aXUCTY Bif BNAWBY CBITAA; 3MiHM | Tuny -
3MiHW [0 IHCTPYKLUIT 4719 MeAMYHOro 3aCTOCYBaHHSA Y PO3Ain:
"B3aemogis 3 iHWKMU NikapcbkMMM 3acobamu Ta iHLWi BUAY B3aemogiin”,
"3acTocyBaHHs y nepio BariTHOCTi abo rogyBaHHs rpyaar”, "MobivHi
peakuii" BiANOBIAHO A0 pedhepeHTHOro NikapcbKoro 3acoby
HOPBACK®; 3MiHu | Tuny - 3MiHW A0 IHCTPYKLUii y po3ainu: "B3aemogis
3 iHWMMU NliKapCbKMMK 3acob6amu Ta iHLWi BUAW B3aeMOgiin",
"Oco6MBOCTI 3aCTOCYBaHHS" 3rigHO 3 JaHUMK LLOA0 6e3neku aiyoi
peyoBuHW. BBeAEHHA 3MiH NPOTArom 3-x MicAuiB nicnsa
3aTBepPAKEHHSA

3a
peyenmom

UA/2777/01/02

152.

HYPO®EH®
EKCIMNPEC
YNbTPAKARN

Kancysm m'ski no
200 wr, no 4 a6o 10
Kancyny 6nictepi;
no 1 6nictepy B
KapTOHHI Kopobuyj

PekkiTT
BeHkizep
Xenckep

IHTepHeLHN

Nimiten

Benuka
BpuTtaHis

PekkiTT
BeHkizep
Xenckep

IHTEpHeLHN

Nimiten

Benuka
BpuTtaHis

BHECEHHS 3MiH [10 peecTpaviiiHix maTtepiani: 3MiHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu Micus
NPOBaKEHHS AiS/IbHOCTI BUPOOHMKa/imnopTepa roToBOro Nikapcbkoro
3aco6y, BKIHOYAKUM [i/TbHUL BUNYCKY cepii abo MicLe NpoBeAeHHS
KOHTPO/IO AKOCTI. (AisNIbHICTb, 3a 5Ky BiAnNoBigae BUpo6bHMK/iMnopTep,
BK/THOYAKOYM BUMYCK CEPIili) YTOUYHEHHS agpecy BUpobHuka /13 PekkiTT

6e3
peyenma

UA/13599/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
BeHkizep Xenckep IHTepHewwHn NlimiTes, Benvka BputaHis, 6e3 3miHu
MicLl BAPOGHULTBA. BBEAEHHS 3MiH NPOTSAroM 4-x micsuis nicns
3aTBepMKeHHs. 3MiHu | Tuny - 3miHn Wwogo 6e3nekun/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu)
3aMiHa rpadyiyHoro ohopMIeHHsI NEPBMHHOT Ta BTOPMHHOT YNakoBOK Ha
TEKCT MapKyBaHHS yNakoBOK 3 BigNoBigHUMMN 3MiHaMKn [0 po3ginis MKA
N3 (po3gin «pachiyHe 0hopMIEHHS» 3aMiHEHO PO3Ai/IOM
«MapkyBaHHs»). BBeieHHs 3MiH NPOTAroM 4-x MicsuiB nicns
3aTBEPKEHHS
153. | OKCUKOPT aeposo/b Ans TapXoMiHCbK Monbwa TapxoMiHCbK Monbwa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis: 3a UA/6469/01/01
3aCTOCYyBaHHA Ha nii nii 3MiHK | TNy - 3MiHa Y MeToAax BUNpoGyBaHHSA roTOBOrO /iKapCbKoro peyenmom
LLKipY, CyCneHsis no hapmanesTn thapmaueBTm 3acoby - 3amiHa 3aTBepAkeHoro metoay sunpobysaHHA HPLC
(9,30 mr+3,10 mr)/r YHWUIA 3aBO[, YHUI1 3aBOA, MB/C2/775 Ha meTog HPLC MB/6600/134, sikuii € 6inbLu
no 32,25ry "Monbha" AT "Monbga” YL0CKOHa/IeHUM Ta [03BONSAE ineHTUIKyBaTH Ta Ki/IbKiCHO BU3HaYaTu
aepo30/ibHOMY AT BMICT BCiX AOMILLOK, LLIO MOXOAATb i3 OKCUTETPaLUVKIiHY rigpoxnopuay,
6as10Hi; no 1 6anoHy 3a3HaveHux BignosiaHo A0 MoHorpadii E® «OkcuTeTpaumKIiHy
B KapTOHHIi1 kopobui rigpoxnopua» Ta A0A4ATKOBUX AOMILLOK BIAMOBIAHO A0 KEPIBHULTBA NO
BCTAHOB/IEHHIO crieumdikaliin 4na cnopigHeHNX AOMILLIOK B
aHTnbioTKax. Obuasa MetToan BUNPOOGYyBaHHS NPOBOAATbL METOA0M
BEPX; 3miHu | Tuny - 3MiHa napameTpiB cneuudikauii Ta/abo
O0NYCTUMUX MEX FOTOBOTO /1iKapCbKOro 3acoby - po3wwmpeHo npodisib
[OOMILLIOK, Y 3B’SI3KY 3i 3MiHOK METOAMKM
154. ONNIMECTPA® H TabneTku, BKPUTI KPKA, a.4., CnoseHisa Bignosigans | CnoseHis/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/13600/01/01
20 nNiBKOBOKO HoBso mecTo HWA 3a HimeuumnH BUNPaB/IEHHS TEXHIYHOI NOMUIKM B po3aini "CocTas" MeToAiB peyernmom
o6onoHkoto, 20 BMPOGHMLITB a KOHTPO/O SKOCTI JliKkapCcbKoro 3acoby, a came npy BHECEHHI 3MiHM 3a .
mr/12,5 mr no 10 0, NepBUHHE B.IIl.1. (a)-1,I6. gonyLeHO NOMUAKY B Ha3Bi BUPOOHMKA Aito4oTl
TabneTtok y 6nictepi, Ta BTOPUHHE PEYOBUHM OIMEecapTaHy MeAOoKCOMIN
no 3 a6o 6, abo 9 nakyBaHHs,
6nictepiB y KOHTPONb Ta
KapTOHHI KOpO6Lyj; BMNYCK Cepil:
no 14 tabneTtok 'y KPKA, a.4.,
6nictepi, no 2 abo 4, HoBo mecTo,
abo 6, abo 7 CnoBeHisi;
6nicTepiB y Bignosigasib
KapTOHHIi Kopo6Lyi Huii 3a
nepBUHHe Ta
BTOPVIHHE
nakyBaHHs1,
KOHTPO/ib Ta
BMNYCK Cepil:
TAL ®apma
m6X,
HimeuyunHa
155. | ONIMECTPA® H TabneTku, BKpUTI KPKA, a.4., CnoseHis signosiganb | CnoseHis/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/13601/01/01
40 NNiBKOBOKO HoBo mecTo HWA 3a HimeuumnH BUMPaB/IEHHS TEXHIYHOI NOMU/IKM B po3gini "CocTas" MeTogiB peyenmom
o6onoHkoto, 40 BMPOGHMLITB a KOHTPOJI0 SIKOCTI, & came Npu BHeCeHHi 3miHu 3a n. B.111.1. (a)-1,I6.
mr/12,5 mrno 7 0, NepBUHHE A0nyLeHo NOMUIIKY B Ha3Bi BUPOOHMKA fiil040i peYOBUHU OfiMecapTaHy

TabneTtok y 6rictepi,

Ta BTOPUHHE

MeL0KCOMisT
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
no 4 a6o 8, a6bo 12, nakyBaHHs1,
abo 14 6nictepiB y KOHTpONb Ta
KapPTOHHi kopobuyj; BMNYCK Cepil:
no 10 TabneTtok y KPKA, a.4.,
6nicTepi, no 3 abo 6, HoBo mecTo,
ab6o 9 6nictepiB y CnoseHis;
KapTOHHI Kopo6Lyi BignoBiga b
HKiA 3a
nepBuHHE Ta
BTOPVIHHE
nakyBaHHs,
KOHTPO/ib Ta
BUMYCK Cepii:
TAL ®apma
m6X,
HimeuunHa
156. ONIMECTPA® TabneTku, BKPUTI KPKA, a.4., CnoseHisa Bignosigans | CnoseHis/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/13602/01/01
HD 20 nNiBKOBOKO HoBso mecTo HWIA 3a HimeuumnH BUNPaB/IEHHS TEXHIYHOI NOMUIKM B po3aini "CocTas" MeTogiB peyernmom
o6onoHkoto, 20 BMPOOHMLITB a KOHTPOJIH0 SIKOCTi MiKapCcbKoro 3acoby
Mmr/25 mr no 7 0, NepBUHHE
Tabnetok y 6nictepi, Ta BTOPUHHE
no 4 a6o 8, a6o 12, nakyBaHHs,
a6o 14 6nicTepis y KOHTPONb Ta
KapTOHHI KOPO6Lyj; BMNYCK Cepil:
no 10 TabneTtok y KPKA, a.4.,
6nictepi, no 3 abo 6, HoBo mecTo,
ab6o 9 6nictepiB y CnoseHis;
KapTOHHI Kopo6Lyi BignoBiganb
HKi1 3a
nepBUHHE Ta
BTOPVIHHE
nakyBaHHs1,
KOHTPO/ib Ta
BUMYCK Cepii:
TAL ®apma
m6X,
HimeuunHa
157. ONIMECTPA® TabneTku, BKPUTI KPKA, a.4., CnoseHisa Bignosigans | CnoseHis/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/13600/01/02
HD 40 nNiBKOBOKO HoBso mecTo HWA 3a HimeuumnH BMNPAB/IEHHST TEXHIYHOI NOMUAKM B po3gini "Coctas" MKA nikapcbkoro peyernmom
060s10HKot0, 40 BUPOGHULTB a 3aco0by A0MyLLEHO NOMUIIKY B Ha3Bi BUPOOHMKA Ait040i PeHOBUHM
Mmr/25 mr no 7 0, NepBUHHE ofiMecapTaHy MeLoKCOMIN
TabneTtok y 6nictepi, Ta BTOPUHHE
no 4 a6o 8, a6o 12, nakyBaHHs,
a6o 14 6nicTepis y KOHTPONb Ta
KapTOHHI KOpO6Lyj; BMNYCK Cepil:
no 10 TabneTtok y KPKA, a.4.,
6nictepi, no 3 abo 6, HoBo mecTo,
abo 9 6nictepiB y CnoBeHis;
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
KapTOHHI KOpo6Lyi BignoBiga b
HWiA 3a
nepBuHHe Ta
BTOPVIHHE
nakyBaHHs1,
KOHTPO/ib Ta
BUMYCK Cepii:
TA[L ®apma
m6X,
HimeyunHa
158. OMHINAK PO3YMH NS iH EKLIN, xml Hopseris xml IpnaHgais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/2688/01/03
300 wr inogy/mn; no Xenckea AC Xenckea 3MiHM | TURY - 3MiHW y NpoLLeCi BUPOGHMLTBA rOTOBOTO iKapCbKOro peyenmom
50 mn a6o no 100 IpnaHgis 3aco0y, BK/1I0YAKYU NPOMDKHUIA NPOAYKT, LLIO 3aCTOCOBYETLCS MNPy
My donakoHi; no 10 NimiTen BUPOGHMLTBI FOTOBOTO NiKapCbKoro 3acoby - B Matepianax
hNakoHiB y peecTpavuiiHoro gocbe B po3gin 3.2.P.3.3. Onuc BUpo6HMYOro npouecy
KapTOHHI Kopo6Lyi Ta Mpouecy KOHTPO/I0, AoAaBaHHA NyHKTY «Introduction» Ta BHECEHHS
pefakuUiiHX YTOYHEHb Ha cTagji 7; 3MiHu | Tuny - 3MiHK y Npoueci
BMPOBOHMLTBA FOTOBOrO MiKapCbKOro 3acoby, BKAUAUM NPOMDKHUM
NPOAYKT, L0 3aCTOCOBYETHLCA NPU BUPOOHNLTBI FOTOBOTO NiKAPCHKOro
3acoby - gofaBaHHsa o posginy 3.2.P.3.3. Onuc BMpo6GHNYOro npoLecy
Ta NpoLecy KOHTPO/IIO aflbTEPHATMBHOIO BUPOGHMYOTO npouecy Ta
3MiHa Yyacy BUTPVIMKM MPOMIXXHOIO NPOAYKTY; 3MiHM | TNy - 3MiHa
po3Mipy cepii (BkIOYaoUM dianasoH po3mipy cepii) roToBoro
nikapcbkoro 3acoby (36inbweHHsA [0 10 pasis NOPIBHAHO i3
3aTBEPMAXEHUM PO3MIpOM) - 36iMbLUEHHS po3Mipy cepii 3 2500 11 go
6600 1; 3MiHuK | TUNY - 3MiHWM BUNPOGYBaHb a0 AONYCTUMUX MEX,
BCTAHOB/IEHNX Y cneundikauisx, nig yac BUpo6HMLTBA roTOBOrO
nikapcbKoro 3acoby - 3MiHK B cneuudikallii IPOMKHOrO MPOAYKTY 3a
nokasHukoM «bakTrepiasibHi eHLO0TOKCMHM» (BUJTYYEHO TOProBi Ha3BM Ta
3acTapini NoKasHUKW»), Y 3B'A3KY 3 MPMBEAEHHAM [0 OpUTiHA/IbHOI
[OKyMeHTauii BUpo6HuKa. KpuTtepii NpuiAHATHOCTI He 3MiHunncsa. MeTog,
TEXHIYHO He 3MIHIOETbCA Ta Bignosigae EP; 3miHu | TUny - 3MiHK,
noB'sA3aHi 3 HEOOXiAHICTIO MPUBEAEHHS Y BIANOBIAHICTb A0 MOHOrpadii
[®Y abo €poneiicbkoi hapmakonei, abo iHLOI HaLioHaTbHOT
thapmakonei gepxasn €C - He3HauHi 3MiHM B NPOL,ECi KOHTPO/IO
6ioHaBaHTaXeHHs (3amiHa cTapoi TepmiHonorii «Total viable aerobic
count» Ha «Microbial Enumeration Test» nig yac BMpo6H140ro
npouecy, y 3B'A3Ky 3 NPUBEAEHHAM Y BIAMNOBIAHICTbL 4O BUMOT Ail0HOro
BuAaHHA EP. Kputepii npuiiHATHOCTI He 3MiHMAncs
159. OMHIMNAK PO3UMH NS iH EKLIN, Doxnl Hopseris xul IpnaHgis BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasiis: 3a UA/2688/01/04
350 wr itogy/mn; no Xernckea AC Xenckea 3MiHK | TUNY - 3MiHK y NpoLeci BUPOGHNLTBA rOTOBOTO J1iKapCbKOro peyernmom
50 mn a6o 100 mn, Ipnangis 3ac06y, BK1IOYAKUM NPOMDKHUIA NPOAYKT, LLIO 3aCTOCOBYETLCS MpU
ab6o 200 mn, abo Nimiten BVMPOGHMLTBI FOTOBOTO NiKApCbKOro 3acoby - B Martepianax

500 mMn y hN1akoHi;
no 10 cpnakoHis y
KapTOHHI Kopo6Lyi

peecTpadiiiHoro aocke B po3gin 3.2.P.3.3. On1c BUpo6HUYOro npotiecy
Ta Npouecy KOHTPO/IO, AoAaBaHHA NYHKTY «Introduction» Ta BHECEHHS
peAakuiiHX YTOYHEHb Ha cTagji 7; 3mMiHu | TMny - 3MiHK y npoueci
BMPOGHULITBA rOTOBOTO /iKApPCbKOro 3acoby, BK/IHUAKUM NPOMKHUIA
NPOAYKT, L0 3aCTOCOBYETLCS NPV BUPOOHULTBI rOTOBOTO J1iKApChKOro
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjitiHo2
0 MocsiO4YeHHs1

3acoby - gogasaHHa fo posginy 3.2.P.3.3. Onunc BUpo6HMYOoro npouecy
Ta Npouecy KOHTPOJI0 abTepHATUBHOIO BUPOGHUYOTO MpoLiecy Ta
3MiHa Yyacy BUTPMMKM MPOMDKHOTO NPOAYKTY; 3MiHM | TNy - 3MiHa
po3mipy cepii (Bk/Iro4Yatoum gianasoH po3mipy cepii) roToBoro
nikapcbkoro 3acoby (36inbweHHs Ao 10 pasiB NOpiBHSHO i3
3aTBEPAKEHUM PO3MIPOM) - 36iNbLUEHHS PO3Mipy cepii 3 2500 11 Ao
6600 71; 3MiHK | TMNY - 3MiHWM BUNPOGYBaHb abo AOMYCTUMUX MEX,
BCTaHOB/EHMX Y cneuundikauisx, nig yac BUpoOHULTBA rOTOBOrO
NiKapcbKoro 3acoby - 3MiHKM B cneuudikalii T(poMiXKHOIo NPoAyKTY 3a
nokasHukom «bakTepiasibHi eHAOTOKCMHM» (BUTyYEHO TOProBi Ha3Bu Ta
3acTapini NoKasHUKW»), y 3B'A3KY 3 NPUBEAEHHAM A0 OPUTiHASIbHOI
[OKyMeHTaLji BUpo6HuKa. KpuTepii NpuitHATHOCTI He 3MiHnnncsa. MeTog,
TEXHIYHO He 3MIHIETbCA Ta Bignosigae EP; amiHu | Tvny - 3MiHK,
noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BIANOBIAHICTL A0 MOHOrpagil
LY abo Esponelicbkoi hapmakonei, abo iHLWOI HaLioHaTbHOT
thapmakonei gepxasu €C - He3Ha4Hi 3MiHM B MPOLECI KOHTPOSIO
6ioHaBaHTaXeEHHS (3aMiHa cTapoi TepmiHonorii «Total viable aerobic
count» Ha «Microbial Enumeration Test» nig yac BMpo6HUYOro
npouecy, y 38's3Ky 3 NpYBEAEHHAM Y BiAMNOBIAHICTb 4O BUMOT Ail04Oro
BuAaHHA EP. Kputepii npuiAHATHOCTI He 3MiHMAncs

160.

OPHIAA30N

PO3unH ANs iHdys3il
0,5% no 100 mn y
nnswui; no 1
nAAWL y nayui

MpusaTHe
akujioHepHe
TOBapMCTBO

"Indpysia”

Ykpaina

MpusatHe
akuioHepHe
TOBapUCTBO

"lHdpysia"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny - 3MiHu 3
AKOCTi. [0TOBWIA Nikapcbknii 3aci6. 3MiHN Y BUPOOHULTBI. 3MiHA
iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY Cepil Ta KOHTPOJIH0 SAKOCTI
roTOBOrO JlikapcbKoro 3acoby (3amiHa abo fofaBaHHS BUPOGHMKA, L0
BiANOBIAaE 3a BBE3€HHA Ta/abo BMMNYCK cepii) - Bkoyaroun
KOHTPOb/BUNPOGYBaHHSA cepii - BBEAEHHA A0AaTKOBOI Ai/IbHULL
BMPOGHMLTBA (3arasibHa KiNibKiCTb YNakoBOK 3 HOBOH afpecoto
CTaHOBUTb 2 LUTYKK, LLIO NOB'A3aHO 3 BUKOPUCTAHHAM Y BUPOOGHULITBI
NASLWOK ABOX TVNIB 3 AiaMeTPOM rop/1oBMHN 17 MM Ta 3 fiaMeTpoMm
rOP/I0BUHM 22 MM); 3MiHW | TUny - 3MiHM 3 AKOCTI. FOTOBWIA Nikapcbkumii
3aci6. 3MiHM y BUpobHULTBI. 3amiHa abo BBeAEHHS A0AaTKOBOI
LiNbHULI BUPOBHULTBA [/19 YACTUHU abo BCbOro BUPOGHUYOro npoLiecy
roTOBOrO /1iKapCbKOro 3acoby (AiNbHULSA, Ha AKi NPOBOAATLCA ByAb-AKi
BMPOGHUYI CTagji, 3a BUHATKOM BUMYCKY Cepii, KOHTPOJIKO SKOCTi Ta
BTOPWHHOTO NakKyBaHHA A5 CTEPUNbHUX NiKapCbknX 3acobiB
(BKtOMaOUM BUPOGIEHI aCENTUYHUM METOA0M), KPIM NiKapCbKUX
3ac06iB 6i0N0riYHOro/iMyHO/TOFYHOTO MOXOAKEHHS) - CynyTHS 3MiHa -
3MiHK 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW Yy BUPOGHMLTBI.
3amiHa abo BBeAEeHHA [0AATKOBOI Ai/TbHNLi BUPOOHMLITBA A1 YACTUHM
a60 BCbOro BUPOGHMYOro NpoL,ecy roToBoro likapcbkoro 3acoby
(BiNbHULA ANA BTOPUHHOIO NakKyBaHHS) - 3MiHK 3 IKOCTi. [OTOBWMiA
nikapcbkuii 3aci6. 3MiHW y BUPO6HMLTBI. 3MiHW Y npoLeci BUpobHuLTBa
rOTOBOrO JliKapCbKoro 3acoby, BK/OUaouy NPOMiIXHWI NPOAYKT, Lo
3aCTOCOBYETLCA MNPV BUPOOHMLTBI TOTOBOMO NikapCcbKoro 3acoby (iHLwi
3MiHW) - BBELEHHS [0AATKOBOI AiflbHULI BUPOGHMLTBA. Cxema,
TEXHOJOTiYHi cTagil BUpoOHMLTBa, NapaMeTpy KOHTPO/TIO B NPOLECi
BUPOGHMLTBA HE 3MIHIOITLCA. He3HauHi 3MiHWM B 06N1aHaHHI
BignosigatoTb BUMoram GMP; 3miHa BUKNageHHs iHhopmauii y cxemi i

3a
peyerimom

UA/15676/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
onuci BUPO6HULITBA; 3MiHA TEpPMiHY 36epiraHHs NPOMKHOI NPOAYKLil
(3anponoHOBaHO: 'y peakTopi NiCNs MPUroTyBaHHA Ta MOro po3nuBy
CYMapHO He 6inbLue 32 rofguH; y naswkax 4o ctepwnisauii He 6inbLie
32 rofvH); 3miHW | TUny - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbknii 3acib.
3MiHV Yy BUpOBHMUTBI. 3MiHa po3Mmipy cepii (BKoYatoum giana3oH
po3Mipy cepil) roToBOro Aikapcbkoro 3acoby (3meHweHHsA Ao 10 pasiB) -
3MEHLLEHHS TEOPETUYHOIO PO3MIpY Cepii FOTOBOTO NiKapCbKOro 3acoby
(3aTBEpmxeHo: 2000,00 1, 3anponoHoBaHo: 2000,00 n Ta 500,00 1)
161. MAKNITAKCEN KOHLEeHTparT Ans Akkopa Benvka Brpo6HMUTB IHpis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny - 3MiHu 3 3a UA/13924/01/01
AKKOPL, PO34mnHy Ans Xenckea N14. BpuTaHis 0 roTOBOr0 Benuka akocTi. CepTtudikart BignosigHocTi/l E-cepTudpikart BiAMoBIigHOCTI peyenmom
iHdpy3iid, 6 Mr/mn no nikapcbkoro BpuTaHis €Bponelicbkiin hapmakonei/MmoHorpadii. MogaHHsA HoBOro abo
5 mn (30 mr), no 3acoby, OHOB/IEHOTO cepTudiKaTa BifNoOBIAHOCTI abo BUyYeHHs cepTudiikata
16,7 mn (100 mr), no BMPOGHMLITB BiANOBIAHOCTI €Bponelickkili hapmakonei: s A®I; onsa BuxigHoro
50 mn (300 mr) y o bulk, mMartepiany/peareHTy/nPoMbKHOIO NPOAYKTY, L0 BUKOPUCTOBYHOTLCA Y
dhnakoHax Ne 1 nepBuHHE BMPOOHULTBI API; Ans AONOMIKHOT pevoBuHN (cepTudikar
nakyBaHHs, BiANOBIAHOCTI EBponeiickkili hapmakonei) - OHOBNeHW cepTudikat
BTOPUHHE Bif, y)Ke 3aTBepKEHOro BUPO6HMKA - MOAAHO OHOBJ/IEHI cepTudikatu
nakyBaHHs, BignosigHocTi E® R1-CEP 2008-031-Rev 01 (3aTBepgxeHo RO-CEP
KOHTpPO/Tb 2008-031-Rev 01 (Bupo6Huk Yunnan Hande BIO-TECH Co., LTD, IHgis
AKOCTI cepil: (izonboBaHwuii Big npupogHix mkepen)) Ta R1-CEP 2010-091-Rev 01
IHTac (3atBepaxeHo RO-CEP 2010-091-Rev 00 (Bnpo6HvK Yunnan Hande
dapmachbHoTi BIO-TECH Co., LTD, IHgis (BMpo6aeHnii HamniB-CUHTETUYHUM
Kans npouecom)) Ans AitoHoi pevoBUHY NakniTakceny Bif 3aTBEPLKEHNX
Nivitea, BMPOGHWKIB; 3MiHM | TUMny - 3MiHK 3 AkocTi. CepTudikar
IHAis; BignosigHocTI/IE-cepTudikat BignoBiaHOCTI EBpoNeiichkii
BTopvHHe thapmakonei/MmoHorpadii. NMogaHHsA HOBOro abo OHOBJIEHOTO
nakyBaHHs: cepTudiikaTa BignoBigHOCTI ab0 BUIYyYeHHsA cepTudikaTa BignoBigHOCTI
Akkopg, €Bponelicbkiin hapmakonei: Ana A®l; gns BuxigHoro
Xenckea maTepiany/peareHTy/npOMKHOIO NPOAYKTY, L0 BUKOPUCTOBYIOTHCSA Y
Nivitea, BMPOOHULTBI API; Ans AONOMIKHOT pevoBuHN (cepTudikar
Benuka BiANOBIAHOCTI E€Bponelickkili hapmakonei) - HoBuit cepTudikar Big,
BpuTaHis; HOBOro BMPOGHUKa (3aMiHa abo [ONOBHEHHS) - NOA4AHO HOBWIA
Bignosiganb ceptudikaT BignosigHocTi € R1-CEP 2010-143-Rev 00 (BMpO6HUK
HWi1 3a Polymed Therapeutics, Inc., Kutail) gns gitoyoi peyoBuHM naknitakceny
BMNYCK cepil: Bifl HOBVX BUPOGHUKIB; 3MiHWM | TUNy - 3MiHW 3 SKOCTi. FOTOBMIA
Akkopg, nikapcbkuii 3aci6. Cnuctema KoHTelHep/3akynoproBasibHUiA 3aci6. 3miHa
Xenckea dhopmy abo po3Mipy KOHTelHepa Yu 3aKyrnoproBasIbHOr0 3acoby
NimiTen, (NepBUHHOI yNakoBKK) (CTePUIbHI Nikapcbki 3ac06u) - BBEAEHHSA
Benvka nopatkosmx chnakoHis no 5 mn (30 Mr) Big HOBOro NoCTavas/IbHUKA;
BputaHis; 3MiHM | TUNY - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
Bupo6bHuuTB BUPOGHMUTBI. 3MiHa po3Mmipy cepii (Bk/IoYarumn gianasoH po3mipy cepii)
0 roToBOro rOTOBOrO /1iKapCbKOro 3acoby (iHLi 3MiHW) - 36iMbLLEHHSA PO3MIpy cepil
nikapcbKoro AN 06’'eMy HanoBHeHHS 16,7 mn (100 mr) Ta 50 ma (300 mr).
3acoby, 3arBepgxeHo: 16,7 mn: 60,0 n, 193,13 n; 50 mn: 60,0 n, 193,13 n.
nepBrHHe Ta 3anponoHosaHo: 16,7 mn: 60,0 n, 193,13 n, 268,24 n. 50 mn: 60,0 n,
BTOPUHHE 193,13 n, 268,24 n. BBegeHHA 3MiH MPOTAroM 6-Tv MicsLiB nicns
nakyBaHHs1, 3aTBEPMKEHHS; 3MiHW | TUNY - 3MiHWU 3 AKOCTI. FOTOBUIA NikapCbkuii

KOHTPO/Ib

3aci6. 3MiHV y BUPO6HULITBI. 3MiHA iMNopTepa/3MiHK, L0 CTOCYHOTbCA
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjitiHo2
0 MocsiO4YeHHs1

AKOCTI cepii
(anbTepHaTy
BHWIA
BMPOGHUK):
IHTac
dapmachbHoTi
Kasnc
NimiTen,
IHais

BWMYCKY Cepii Ta KOHTPOJIK0 SKOCTi FOTOBOrO fiKapCbKOro 3acoby
(3amiHa abo foAaBaHHSA AiNbHUL, Ha SIKil 34iACHIOETLCA
KOHTPONb/BUNPOGYBaHHSA cepil) - BBEAEHHSA AOAATKOBOI BUPOGHNYOT
AinbHuui IHTac ®apmacktoTikasic flimites, IHAIS (Bupo6Hudi ginsHkm Ne
5/6/7, dapmes, 6ina cena MaTtoga, Capxemx/basna HauioHa/lbHe
woce, Ne-8a, CaHaHf Tanyka, okpyr Axmegabag, 382213, IHais), ska
3[iICHIOE KOHTPO/b AKOCTI cepii (BBeAeHHS 3MiH MPOTAroM 6-Tv MicsLiB
nicns 3aTBepmXeHHs); 3MiHM | Tuny - 3MiHK 3 AKoCTi. [0TOBWIA
nikapcbkuii 3aci6. Cuctema KoHTeliHep/3akynoproBasibHMiA 3aci6. 3miHa
nocTavasibHVKa nakyBasibHVX MaTtepianis abo KOMNAEKTYHUNX (SKLLO
3a3HayveHo B 10CbE) (3amiHa abo foaaBaHHA nocTavasibHMKA) -
BBEEHHA HOBOro noctavasibHuka thnakoHis no 5 ma Nipro Tube Glass
Limited; 3miHu | TMRNY - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
KOHTposb roToBOro Nikapcbkoro 3acoby. 3miHa y metogax
BMNPOGYBaHHS TOTOBOrO JIiKApCbLKOro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX MeToAax BUNPOOYBaHHS) - 40 aHaNITUYHOT METOANKN 3a
NokasHUKoM «CynyTHi AOMILLK/» AOAAHO NPUMITKY LOA0 BPaxyBaHHS
noL NikiB AOMILLOK; 3MiHW || TURY - 3MiHW 3 SIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHM y BUPO6GHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI Ai/IbHUL| BUPOBHULTBA A8 YaCTUHN abo BCbOro
BMPOGHMYOro NPOLLeCY rOTOBOTO JliKapcbKoro 3acoby (iHLwi 3MiHW) -
BBEJEHHS 40AaTKOBOI BUPOOHUYOI AinbHUL IHTac ®apmachkloTikanc
Nimiten, IHAia (BupobHuui ginsHkm Ne 5/6/7, ®apmes, 6ins cena
Matopa, Capxemx/basna HauioHanbHe woce, Ne-8a, CaHaHg Tanyka,
okpyr Axmepabag, 382213, IHais), ska BiANOBiAaE 3a BUPOGHMLTBO,
nepBUHHe Ta BTOPUHHE NakyBaHHA (BBeAeHHA 3MiH NpoTArom 6-Tu
MicsLiB NicNsA 3aTBEPAYKEHHS)

162.

MAHTONPA30O/

NopoLUoK AN
NpUroTyBaHHs
PO34nHy Ans

iH ekuili no 40 mr no
1 conakoHy 3
NOopOLLKOM AN
NpUroTyBaHHs
PO3UMHY ANS iH'EKLi
Y KapTOHHIi1 kopobu,i

'piH BisHec
ContowH3 CA

LLisefiuapi
A

PetoHr
PapmacboTn
kan Ko., Nita.

KuTalicbka
HapogHa
Pecny6nik
a

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis:
3MiHu | TNy - 3MiHKM Woao 6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo 3060B'A3aHb Ta yMOB
BMAAui peecTpaLiiHoOro NocBig4yeHHs, BKIoYaumn MNnaH ynpas/iiHHA
pr3nKamm (3acTocyBaHHS 3MiH(1), Siki(a) BUMararTb(€) NoA4asbLLIOro
06r'pYyHTYBaHHA HOBUMM AOAATKOBMM AaHVMMW, LLO MaroTb Hagasatucs
KOMNETEHTHUM OpraHoM, OCKi/TIbK/ BUMaraeTbCsi CyTTEBA OLjiHKa
KOMNETEHTHUM OpraHom) - BukoHaHHS 3060B'si3aHb BifnoBigHO 40
nianyHkty 1.8.2 nynkTy 1.8 popatky 5 fo MNopsaky nposedeHHs
eKCnepTun3n peecTpauiiHnx MaTepianis Ha nikapcbki 3acobu, Lo
nofaloTbCs Ha AepXaBHy peecTpaliio (nepepeecTpaLiio), a Takox
eKkcnepTM3n martepianis NPo BHECEHHS 3MiH A0 peecTpauiiHnX
marepianiB NpoTArom fii peecTpauiiHoro NOCBiAYEHHs, 3aTBEPKEHOr0
Haka3zom MO3 Big 26.08.2005 Ne 426 (y pegakuii Hakasy MO3 Big
23.07.2015 Ne 460)

3a
peyenmom

UA/16464/01/01

163.

NMAPABEPIH®

Tabnetku, no 10
Tabnetok y 6nictepi;
no 1 a6o 3, a6o 9
6nicTepiB y
KapTOHHI ynakoBLi

TOB "KYCYM
PAPM"

YKpaiHa

TOB
"KYCYM
PAPM"

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3MiHn
Loao 6e3nekn/etheKkTBHOCTI Ta chapmakoHarnagy. 3MiHa y KOpoTkiii
XapakTepucTuLi NikapCcbkoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKL,i
AN MeAMYHOro 3acToCyBaHHA Ha NiACTaBi perysisspHoO OHOB/IOBAHOTO
3BiTY 3 6e3nekun Nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3acTOCyBaHHS NikapCcbKoro 3acoby B nicnsipeecTpauiiiHnii nepiog, abo

6e3
peyenma

UA/12092/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs

AK pe3ynbTaT OLiHKV 3BITy 3 AOC/iKEHb, MPOBEAEHNX BifMoBIAHO A0
nnaxy negiatpuyHux gocnimxeHs (PIP) (3MiHY y3romxeHo 3
KOMMETEHTHVUM YNOBHOB&XXEHVM OPraHOM) - 3MiHWN BHECEHI A0 iHCTPYKLT
AN Me4MYHOro 3acTOCyBaHHS NikapcbKoro 3acoby y posginu: "Cnocié
3acTocyBaHHs Ta fo3n" (iHchopmavis 3 6e3neku), "4iTn"; 3miHu Il Tuny -
3MiHK Wwoao 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. BHeceHHs
abo 3miHa(1) 8o 3060B'A3aHb Ta YMOB BMAaui peecTpayiiiHoro
nocBigYeHHs, BKoYaoun MnaH ynpasniHHA pyu3nkamm (3acTocyBaHHA
3MiH(K), AKi(a) BUMaratoTb(€) NOAaNbLLIOrO 06r'PYHTYBaHHSA HOBUMY
[0AATKOBUM AAHVIMW, WO MaloTb HafaBaTUCs KOMNETEHTHUM OpraHoM,
OCKiNbKN BUMaraeTbCs CyTTEBA OL{iHKA KOMMNETEHTHUM OpraHoMm) -
BriKoHaHHA 3060B'A3aHb BiAMNOBIAHO A0 NiANYHKTY 1.13 nyHKTY 1,
nignyHkTy 2.3 NyHKTY 2 gogatky 15 go MNopsaky npoBeaeHHs
eKcnepTu3n peecTpauiiHnx MaTepianis Ha nikapcbki 3acobu, Lo
noJaloTbCs Ha AepXaBHy peecTpaliio (MepepeecTpaLiiio), a Takox
eKcnepTM3n MaTtepianis NPo BHECEHHS 3MiH A0 peecTpauiiiHnX
marepianiB NpoTArom fii peecTpauiiHoro NocBiAYEHHs, 3aTBEPIKEHOrO
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii Hakasy MO3 Big
23.07.2015 Ne 460)

164. NMEMETPEKCEQ- niodpinizat gns TOB "TeBa Ykpaina BTOPVHHA Xopsarisi/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/16385/01/01
TEBA NpUroTyBaHHA YkpaiHa" ynaKoBKa, Higepnax 3MiHW | TUNY - 3MiHW [0 IHCTPYKLiT 4719 MeANYHOro 3aCTOCYBaHHS y peyenmom
PO34mnHy Ans [03BiN Ha on po3ginu "B3aemogis 3 iHWMMK Nikapcbkumy 3acobamu Ta iHLWi Buan
iHdpysiii no 100 mry BMNYCK cepil: B3aemogiit”, "OcobmMBOCTi 3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta
dhnakoHi, 1 donakoH MNBA no3n" (iHchopmavis 3 6e3nekn), "MobiuHi peakuii” BignosigHO [0
3 niodpinizatom y XpBarcka OHOB/IEHOI iH(hopMaLii 3 6e3neku Ajto4oi peyoBuHN. BBeAEHHS 3MiH
KopooLi 4.0.0., npoTArom 3-x MicsiliB nicnsa saTBepaXeHHA
Xopsaris;
BMPOGHMLITB
o
Hepo3dgacos
aHoi
npoayKuir,
nepBuHHa
ynakoBka,
KOHTPO/b
AKOCTI:
dapmaxemi
B.B.,
Higepnangu
165. NMEMETPEKCEA- niodpinizat ans TOB "TeBa Ykpaina BTOPVHHA Xopsarisi/ BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasiis: 3a UA/16385/01/02
TEBA NpUroTyBaHHs YkpaiHa" ynakoBKa, Higepnax 3MiHU | TURY - 3MiHW 0 IHCTPYKLUIT 415 MEeANYHOro 3aCTOCYBaHHSA Y peyernmom
po3unHy Ans [03BiN Ha on po3ginv "B3aemogis 3 iHWMMK nikapcbkumu 3acobamu Ta iHLi Buan
iHdpysii no 500 mr y BMNYCK Cepil: B3aemogiin”, "OcobnmBocTi 3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta
thnakoHi, 1 pnakoH MNIBA no3un" (iHchopmauisa 3 6e3neku), "MobivHi peakuii” BignosigHO A0
3 niodinizatom y XpBarcka OHOB/IEHOI iHchopMmalLii 3 6e3neku Ajtoyoi peyoBuHN. BBeA€HHSA 3MiH
Kopoo6Li n0.0.0., npoTArom 3-x mMicsiliB nicns saTrBepaKeHHA

Xopsarisi;
BMPOGHMLITB
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
o}
Hepo3dghacos
aHoi
NPOAYKLUi,
nepBuHHA
ynakoBka,
KOHTPO/b
AKOCTI:
dapmaxemi
B.B.,
Higepnanan
166. | MEMETPEKCEL- | niodpinizat gns TOB "TeBa YkpaiHa BTOPUHHA Xopsaris/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/16385/01/03
TEBA NpPUroTyBaHHsa YkpaiHa" ynakoBKa, Higepnax 3MiHW | TUMY - 3MiHW 80 IHCTPYKLiT 4719 MeANYHOro 3acTOCYBaHHS y peyenmom
pPO34nHy Ans [03BiN Ha on po3ainu "B3aemogis 3 iHLWMMK NikapcbKrMy 3aco6amu Ta iHWi BUau
iHdy3ii, no 1000 mr BMNYCK Cepil: B3aemMogiit", "OcobamBocCTi 3acTocyBaHHSA", "Cnocib 3acTocyBaHHS Ta
y chnakoHi, 1 MniBA no3n" (iHopmauia 3 6e3nekn), "MobivHi peakuii” BignoBigHO f0
hnakoH 3 XpBatcka OHOB/EHOT iHGhopMaLii 3 6e3nekn Ailo4oil peyoBrHU. BBegeHHSA 3MiH
niodpinizatom y a.0.0., npoTArom 3-x MicaLiB NicnA 3aTBepAKEHHsA
KOpoo6Li XopBaTis;
BMPOOHULITB
o}
Hepo3dacos
aHoi
npoAyKuii,
nepBuHHA
ynakoBka,
KOHTPO/1b
AKOCTI:
dapmaxemi
B.B.,
Higepnangn
167. NMEHTAKCUM NOPOLLIOK CaHodpi PpaHuis CaHodi PpaHuis/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/13010/01/01
BAKUUHA ONA Haemophilus Mactep C.A. Mactep, YropLmHa 3MiHK | TNy - 3MiHa y NapameTpax crneuugikauiii Ta/abo gonycTummx peyernmom
MPO®INAKTUKN influenzae Tuny b Ta PpaHuis; MeX, BU3HaueHux y crneuudikayisax Ha A®l, abo BUXIZHNIA/MPOMIXHWIA
LNDTEPII, cycneHsia ons CAHO®I npoAayKT/peareHT, L0 BUKOPUCTOBYOTLCS Y npoLeci BUpo6bHuuTea AdI -
NPABLA, iH'ekuin (0,5 mn), no C.NA., BWIYYEHHS BUMPOOYBAHHS Ha PO3UYMHHICTb 3i cneumdikaii BUXigHoT
KALLU/TIOKY 1 conakoHy 3 ITanis; peyoBuHM Ammonium sulfate; BUNy4YeHHS BUNPOGYBaHHS Ha
(ALLEENONAPHA nopoLukom Ta 1 CaHodhi- PO34YMHHICTb 3i cneyudpikauii BUxigHoi pevosuHmn L-glutamine;
1 KOMMOHEHT), | nonepeaHbo ABeHTiC BWTYYEHHS BUMPOOYBAHHS Ha PO3UYMHHICTb 3i cneumdikaii BUXigHoT
noniomMmienity 3arnoBHeHOMy MpaiisiT Ko. peuvoBuHM Beef Heart Infusion; Buny4eHHs BUNpoGyBaHHS Ha
IHAKTUBOBAHA | wnpwuuy (0,5 mn) 3 nra., PO34MHHICTb 3i cneyudpikauii BuxigHoi peyosuHmn Thioglycolate-
TA BAKUVHA NPVKPINIEHO YropLmHa Resazurin Broth (powder); Buny4eHHss BUNPOOYBaHHS Ha PO3YUHHICTb 3i
And rosnkoto (abo 2 crneundikauii BuxigHoi peyosrHn Sodium glutamate monohydrate;
MPO®ITAKTUKUN OKpeMUMU rofikamu), BW/TyYEHHSI BUNPOGYBAHHSA Ha PO3UYMHHICTb 3i cnevudikadil BUXigHoi
IHDEKLLIA, L0 MICTUTb pevoBuHu Gluthatione; BU1yYeHHS1 BUNPOGYBaHHSI HA PO3UYMHHICTD 3i
CNPUHNHEHNX cycrneHsito ans

HAEMOPHILUS
TNy B

iH'EKLil, B KAPTOHHIi
KopoobUi

cneumaikauii BuxigHoi pevosmHn Charcoal Agar; BUny4eHHs
BUNPOGYBAHHSA Ha PO3UYMHHICTD 3i cnevudikaLil BUXigHOI pevyoBUHM
Beta-alanine; Buny4yeHHs BunpobyBaHHA Ha PO3YMHHICTb 3i
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
KOH’IOTOBAHA, cneumdikauii BuxigHoi pevyoBuHn Sodium hydroxyde solution 30 %.
AJCOPBOBAHA TepmiH BBeAeHHS 3MiH 01.10.2019; 3MiHuM | TUNY - 3MiHW, NOB'A3aHi 3

HeOoOXiAHICTIO NpUBEAEHHS Y BIANOBIAHICTL A0 MOHorpadii APY abo
€Bponelicbkoi hapmakonei, abo iHWOi HauioHanbHOI hapmakonei
nepxasun €C - 3MiHM y cneuudpikauii Ethanol, anhydrous, ans
npvBeAeHHs y BiANOBIAHICTL A0 MoHorpadii 1318 €BponeicbKkoi
dapmakonei; 3MiHM | TURY - 3MiHa y napameTpax cneuudikauin Ta/abo
O0NyCTUMUX MEX, BU3HaYeHUX Y cneumgikalisx Ha A®l, abo
BUXIZAHWUIA/NPOMIXHUIA NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCS Y
npoueci Bupo6HuuTea Ad| - BUNyYeHHs1 BUNPOOYBaHHA 3 BU3HAYEHHS
BMICTY BaXKMUX MeTasliB 3 BHYTPILUHbOT cneuudikauil BUXigHOI peqoBUHU
Ammonium sulfate; Buny4eHHs BUNPO6YBaHHA 3 BU3HAYEHHS BMICTY
BaXKKMX MeTasiB 3 BHYTPILWHbOI cneuudikauii BUXigHOI pe4yoBuHM Iscove
medium (without hepes). PegakuiiiHi npaBky B onnci 30BHILLUHLOTO
BUINIAAY; BUNYYEHHS! BUNPOGYBAHHSA 3 BU3HAYEHHS BMICTY BaXKKUX
MeTasliB 3 BHYTPILWHbOI cneyudikauii BuxigHoi peyosuHn MEM Earle
Salt. PepakLiiiHi npaBk1 B ONWCi 30BHILLHBOrO BUM/ISAY; BUTYYEHHS
BMNPOOYBaAHHA 3 BUSHAYEHHS BMICTY BaXKKUX MeTaniB 3 BHYTPILWHbLOT
cneuudikauii BuxigHoi peyosmHyn Medium 199 Hanks without phenol
red; BUNyYeHHA BUNPOOYBaHHA 3 BU3HAYEHHS BMICTY BaXXKUX MeTasliB 3
BHYTPILLIHLOI cneuyudikauii BuxigHoi pevosnHn Medium 199 Hanks
(Special); Buny4eHHs BUNPOOYBaHHS 3 BU3HAYEHHSI BMIiCTY BabKKMX
MeTasliB 3 BHYTPILWHbLOT cneuudikauii BUXigHoi peqoBuHn Sodium
glutamate monohydrate; Buny4YeHHs BUNPoOyBaHHA 3 BU3HAYEHHS
BMICTY BaXKNX MeTaniB 3 BHYTPILWHbOI cneuudikauii BUXiAHOI pe4yoBUHM
crneundikauii Gluthatione; Buny4yeHHs BUNPo6GyBaHHSA 3 BUSHAYEHHS
BMICTY BaXKNX MeTaniB 3 BHYTPILWHbOI cneumdikaLlii BUXiAHOT pe4yoBUHM
1-Ethyl 3-(3-Dimethyl Aminopropyl) Carbodiimide); BunyueHHs
BUNPOBYBaHHS 3 BU3HAYEHHS BMICTY BaXXKUX MeTasiB 3 BHYTPILLHbOI
cneuudikaLii BUXigHOI peyoBuHM L-glutamine; BUnyyYeHHs
BMNPOOYBaHHSA 3 BU3HAYEHHS BMICTY BaXXKUX MeTaniB 3 BHYTPILWHbOT
cneuunagikauii BUXigHOT pe4yoBrHN Maltose; BUIyYeHHs1 BUNPo6yBaHHS 3
BM3HAYEHHS BMICTY BaXKKMX MeTaniB 3 BHYTPILWHbLOI cnevuudikawii
BMXigHOT pevoBnHU Manganese Chloride 4H20; BunyyeHHs
BUNPOBYBaHHS 3 BU3HAYEHHS BMICTY BaXXKUX MeTasiB 3 BHYTPILLHbOIT
cneumdikauii BuxigHoi peyosuntmn L-Cysteine (Hydrochloride
Anhydrous); BU1y4eHHs BUNpoOyBaHHSA 3 BUSHAYEHHS BMICTY BaXKKUX
MeTasliB 3 BHYTPILIHbLOT cneuudikauii BuxigHoi pevosuHu Antifoam;
BWYYEHHS BUNPOGYBaHHS 3 BU3HAYEHHS BMICTY BaXKKVUX MeTaniB 3
BHYTPILIHBOI cneyudikauii BuxigHoi pevyoBuHu 2,6-Dicarboxylic Pyridic
Acid; BUny4YeHHs1 BUNPO6YyBaHHSA 3 BU3HAUYEHHS BMICTY BaXKKUX MeTanis
3 BHYTPILLHBLOI cneumndikavii BuxigHoi pevosnHy Medium 199 Earle.
PepakuiiHi npaBku B ONWCi 30BHILLIHBOTO BUMNSAAY; BUTYYEHHS
BUNPOBYBaHHS 3 BU3HAYEHHS BMICTY BaXXKUX MeTasiB 3 BHYTPILLHbOI
cneundikavii BUXigHOT pe4oBrHn Hepes medium; BUIYyYEHHS
BMNPOOYBaHHSA 3 BU3HAYEHHS BMICTY BaXXKUX MeTaniB 3 BHYTPILWHbOT
cneuundikauii BuxigHoi pedosmHn Sodium hydroxyde (solution 30 %);
BWIYYEHHS BUNPOGYBAaHHS 3 BU3HAYEHHS BMICTY BaXKVUX MeTaiB 3
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs

BHYTPILLIHBOI cneuudikauii BUXigHOI peyoBuHU Beta-alanine; BunyyeHHs
BMNPOBYBaHHSA 3 BUSHAYEHHS BMICTY BaXKKMX MeTasliB 3 BHYTPILLHbLOT
cneumdikauii BuxigHoi pevoBmHK Antifoam tetanus.; 3miHu | Tuny -
3MiHa napameTpiB crneumndikauiii Ta/abo JoMyCTUMUX MexX s
[OMOMiXXHOT PEYOBWHM - BUSTyYEHHS BUNPOOYBaHHA 3 BU3HAYEHHS
BMICTY BaXXKUX MeTaniB 3 BHYTPILWHbLOI cneuudikaLii onoMidKHOT
peyoBuHM Medium 199 Hanks without Phenol red

168. NMEPCTAYY KopeHeBuLa MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: - UA/7040/01/01
MPAMOCTOAYO | (cybeTaHuisn) y "NikTpasn" "NikTpasn" 3MiHM Il Tuny - 3miHa y napameTpax cneuudikadii Ta/abo AonycTuMmx
ro MilLKax, TioKkax ans MeX, BU3HaueHux y crneuudikayisax Ha A®Il, abo BUXIZHNIA/MPOMIXHWIA
KOPEHEBULLUA BUPOGHMLTBA NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCSA Y NpoLeci BUpo6HuLTBa AdI;
HecTepusbHUX CynyTHs 3MiHa: 3MiHa y MeTogax BunpobysaHHa APl abo BMXigHOTo
nikapcbkux hopm mMarepiany/npoMiXKHOTO NPOAYKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y

npoueci BupobHuuTBa A®I - [ONOBHEHHS cneumdikaLii/meToais
KOHTPO/I0 AKOCTI hpakLiero nogpibHeHOT cnpoBmHK «MoapibHeHa
CMpOBMHa hpakLis 2», yTOYHEHHS] Ha3BU 3aTBEPMXEHOI (hpakLil
noapiéHeHoi cnposuHK (MoapibHeHa cMpoBuHa hpakuia 1) 3i 3MiHamu
Ta AOMOBHEHHAMW Y BiANOBIAHMX MeTOANKax BUNpobyBaHHS (M.
«lgeHTudikauis A»; n. «BunpobyBaHHs: CTOPOHHI AOMILLIKM,
[Moapi6HEHICTb»), JONOBHEHHA PO34iny «YnakoBKa»

169. | MIKOBIT® Tabnetkun, BKpUTI KPKA, a.4., CnoBeHia, | Bignosigasib CnoBeHis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 6e3 UA/8268/02/01
o6onoHkoto, no 15 HoBo mecTo CnoseHisa HWi1 3a 3MiHK | TUNY - NOAAHHA OHOBIEHUX cepTudpikaTis BiANOBIAHOCTI peyenma
Tabnetok y 6nictepi, BMPOOHULITB €Bponeiicbkoi hapmakonei Ne R1-CEP 1999-057-Rev 04 Big,
no 2 6nictepn y 0 "in bulk", 3arBepaxeHoro BupobHunka A®| TiamiH HiTpaTty. 3anponoHoBaHo:
KapTOHHI Kopo6Lyi NepBUHHY TiamiHy HiTpat CEP Ne R1-CEP 1999-057-Rev 02, CEP Ne R1-CEP
ynakoBKY, 1999-057-Rev 03, CEP Ne R1-CEP 1999-057-Rev 04 (zitounid)
BTOPUHHY
yNaKkoBKy:
KPKA, a.4.,
HoBo mecTo,
CroseHis;
BignoBiganb
HWi1 3a
KOHTPO/b
cepii: KPKA,
Aa.4a., Hoeo
MecTo,
CnoseHis;
Bignosiganib
HWiA 3a
KOHTPO/b Ta
BUMYCK Cepii:
KPKA, o.4.,
HoBo mecTo,
CnoBeHis

170. MIKOBIT® cupon no 150 mn KPKA, a.4., CnoseHisa KPKA, a.4., CnoseHisa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 6e3 UA/8268/01/01
cupony y pnakoHi, HoBo MecTO HoBo mecTo 3MiHW | TUMY - NOAAHHA OHOBMIEHOTO cepTudikaTty BiANOBIAHOCTI peyenma
no 1 dp1akoHy €sponevicbkoi dpapmakonei Ne R1-CEP 2009-050-Rev 01 Big
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
pasom 3 MipHO 3aTBepAKeHOro BUpobHuka A®| xonekasbuudepon. Ak Hacnigok,
JIOXKOIO Y KapTOHHIl JofaBaHHA BUPOOHWYOI AiNbHUL 418 BUPOOHWLTBA NPOMIXHOMO
Kopoo6Li NpoAyKTY Ta BUAASIEHHSA BOAM Ha eTani ounweHHs. 3MiH BifHOCHO
OinbHUL BUrotossieHHs A®| He Bigbynocs
171. MIHOCON® cnpeii HazabHUiA, TOB Ykpaina Bignosigans Ykpaina/ BHECEHHS 3MiH 0 peecTpaLiiiHuX MaTepiasis: 3MiHM 040 6e3 UA/6606/01/01
po3unH Nel: no 10 "CaHodpi- HWi1 3a Cnosaubk 6e3nekn/edeKkTnBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHv Ao peyenma
My donakoHi B ABeHTIC BMPOGHMLITB a y3arasibHeHVX faHux Npo cucteMy dpapmakoHarisay (BBeAeHHs
KOMMEKTI 3 YkpaiHa" 0 PO34UHY, Pecny6nik y3araslbHeHUX gaHux Npo cuctemy dpapmakoHarnsgy, amiHa
HacoCcoM-403aTopoM nepBrHHE Ta a YNOBHOBaXEHOT 0C06U, BifNOBIAaIbHOI 38 34iCHEHHS
3 po3nusBayYem BTOPVIHHE chapmakoHarnsgy; KOHTaKTHOT 0cobm 3 chapmakoHarnagy 3asBHvKa Ans
Ha3aNbHOro nakyBaHHs: 3[iicCHEHHs1 hapMakoHarsay B YKpaiHi, KLU0 BOHa BigMiHHA Bif
npu3HayeHHs; no 1 MAT YNOBHOBaXEHOT 0CO6U, BigNOBIAaIbHOI 38 34iCHEHHSA
dhnakoHy y "dapmak”, hapmakoHarnsgy (Bkouvalouy KOHTaKTHI AaHi) Ta/abo 3miHn y
KapTOHHI Kopo6Lyi YkpaiHa,; pO3MilLEeHHI MacTep-ghaiina cucteMmun papmakoHarnsgy) - Qiroua
Bignosiganb pejakuis - YnoBHOBaxeHa ocoba 3asBHWKa, BignosigasbHa 3a
HWi1 3a hapmakoHarnsg, - Eric Teo/Epik Teo. MponoHoBaHa pefakuis:
KOHTPONb Ta YnoBHOBaxeHa ocoba rpynu komnadiii Sanofi, BignosigansHa 3a
BUMYCK hapmakoHarnsg Ha rnobansHomy piBHi - Eric Teo/Epik Teo;
cepiii: YnoBHOBaXxeHa ocoba 3asBHYVKa, BignoBiganbHa 3a hapmakoHarnsg, B
AT "CaHeka YkpaiHi - KnilmH AHTOH MurkonainoBmy; 3MiHu LoA0
dapmachbHoTi 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi 3mMiHn) - NpuBeaeHHs
kans", TEKCTy MapKyBaHHS yNnakoBOK BiANOBifHO A0 BUMOT LLOAO
Cnosaubka ohopmNeHHs. BBeeHHA 3MiH NPOTArom 6-Tu MicsLiB nicns
Pecny6nika 3aTBEPKEHHS; 3MiHA 3asBHMKa (B/1aCHMKa peecTpaLiiHoro
noceigueHHs) (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460):
3aTtBepmxeHo: AT "3eHTiBa", Crnoaubka Pecny6ika; 3anpornoHOBaHo:
TOB «CaHodi-ABeHTIiC YkpaiHa», YkpaiHa
TakoX 3MiHN BHECEHI B iHCTPYKLtO0 A/19 MEAMNYHOIO 3aCTOCYBaHHS LWo40
[0AaHHA 3asBHUKA Ta A0r0 MiCLLe3HaXOMKEHHSI.
BBefieHHs1 3MiH NPOTArom 6-Tv MiCALIB MiC/1A 3aTBEPKEHHS
172. MIPAUETAM- PO34unH NS iH'ekUiil, | ToBapucTso 3 Ykpaina ToBapucTBO Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuXx maTepiasiis: 3a UA/7498/01/01
340POB'A 200 mr/mn, no 5 mn 06MEXEHO 3 3MiHK | TNy - 3MiHa po3mipy cepii (Bkoyatoun Aiana3oH po3Mipy cepir) peuyenmom
B amnyni; no 10 BiANOBIAa/TbHI 06MexeHo rOTOBOrO /1iKapCbKOro 3acoby - BBEEHHS A0AaTKOBUX PO3MIpIB cepil
amnyn y kopo6uj; no CTHO Bignosigasib nikapcbkoro 3acoby Ans gitodoro uexy /13 (amnynbHuii uex).
5 mn B amnyni; no 5 "papmaueBTu HICTIO 3anponoHoBaHo: Llex 1713 (AmnynbHuiA Lex), Po3mip cepii cknagae: no
amnyn y 6nictepi; N0 | 4YHa KOMnNaHis "dbapmaueBT 5 mn B amnyni 40 Tuc. amnyn (200 n); 50 Tuc. amnyn (250 n); 98 Tuc.
2 6nictepu B "3popos'a” NyHa amnyn (490 n), no 10 mn B amnyni 20 Tuc. amnyn (200 n); 25 Tuc.
Kopo6ui; no 10 mn B KOMNaHis amnyn (250 n); 49 Tnc. amnyn (490 n); JopatkoBuii po3mip cepii
amnyni; no 5 a6o 10 "3popos'sa” cknagae: no 5 mn B amnyni 194 tuc. amnyn (970 n), 240 Tuc. amnyn
amnyn y KapTOHHil (1200 n1), no 10 mn B amnyni 120 tuc. amnyn (1200 n)
KopoobLi
173. MONIMIKCUH B NOPOLLIOK ToBapucTBO 3 YkpaiHa BioTika A.C. CnoBaubk BHECEHHS 3MiH A0 peecTpaLiiHnX maTtepiastiB: 3MiHu | TUNy - 3MiHK 3 - UA/16506/01/01
CYNb®AT (cybeTaHuis) y obMexeHo a aKocTi. CepTudikar BignosigHocTi/l'E-cepTudikar BianoBigHOCTI
noagiiHnx BignoBigasIbHI Pecny6nik €Bponelicbkiit hapmakonei/moHorpadii. MogaHHsA HoBoro a6o
nonieTuIeHoBMX cTHO a OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI abo BUlyYeHHs cepTudiikata
naketax g "papmaueBTu BiANoBigHOCTI EBponeiickkili hapmakonei: ans A®I; onsa ByxigHoro
hapmaveBTU4HOro YHa KoMnNaHis marepiany/peareHTy/npoMKHOro NMPOAYKTY, WO BUKOPUCTOBYIOTLCS Y
3aCTOCYBaHHs "3p0poB'a" BMPO6GHULTBI ADI; A58 AONOMIXKHOI pevyoBrHU (cepTudikat
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
BiANOBIAHOCTI EBponeiickbkili hapmakonei) - OHOBReHW cepTudikaTt
Bif] y)Xe 3aTBEPAKEHOro BUPOGHMKa - [ogaHHA OHOBIEHOTO
cepTudcbikaTa BignosigHocTi €Bponeiickbkili hapmakonei Ne R1-CEP
2011-166-Rev 00 (3atBepmxeHo: RO-CEP 2011-166-Rev 01) gns
aitoyoi pevosuHu Polymyxin B sulfate Big Bxe 3aTtBepkeHoro
Bupo6Huka BIOTIKA a.c., Cnosaupka Pecny6nika 3 BignosigHMMu
3MiHamMu B agpeci Bupo6Huka A®| Ta npuBeAeHHs aHaniTUYHOI
MEeTOAMKM 3a NOKa3HUKOM «PO3Mip 4acToK» Y BignoBigHICTb [0
OHoBsieHoi Bepcii CEP
174. | NONlO CABIH™ CyCneHsis opasibHa nakcoCmiTK Benuka nakcoCmiTK Benbrisa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis: 3a UA/16435/01/01
ABOBAJIEHTHA no 10 go3 (1 mn) NANRH BpuTaHis NARH 3MiHM | TUNY - OHOBJIEHHA cepTudpikaty BifgnoBIAHOCTI WoAo rybyaTol peuyenmom
BAKUMHA AnAa abo no 20 go3 (2 Excnopt Bionogxikan eHuedanonarii gns etanbHoi buyayoi cuposatkn R1-CEP 2000-155-
MPO®ITAKTUKN | mn) y chnakoHax Ne Nimiteq 3C.A. Rev 02 Big, BXe 3aTBEPAXEHOr0 BUPOGHMKA; 3MiHM | TUMY - OHOB/EHHS
noniomMmienity 100 cepTuduikaty BiANOBIAHOCTI WOA0 rybyatoi eHuedanonarii s
TUNIB1TA3 theTanbHOI 6ryayoi cuposatkn R1-CEP 2000-155-Rev 03 Big, BXe
(KMBA, 3aTBEPMAKEHOr0 BUPOBHUKA; 3MiHW | TUMY - OHOBMIEHHA cepTudiikaTy
ATEHYNOBAHA) BIANOBIAHOCTI WOA0 ry6yaToi eHuedanonarii 4nsa getanbHoi buyayol
cupoBatkn R1-CEP 2000-387-Rev 01 Big BXe 3aTBEPAKEHOIO
BMPOGHWKA; 3MiHM | TUMy - oHoBNEeHHA CepTudikaTy BifnoBiAHOCTI
€sponelicbkoi ®apmakonei Wwoo ryéuartoi eHuedanonartii Ha
heTanbHy 6uuavy cuposaTtky R1-CEP 2000-155-Rew 04. BHeceHHs
pefakuiiHmx npaBok Ao po3ainie 3.2.A.2 Ta 3.2.R
175. MPIOPUKC™ | niogpinizat gna nakcoCmiTK Benuka nakcoCmiTK Benbrisa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/13694/01/01
PRIORIX™ po3unHy Ans NANH BpuTtaHis NARH 3MiHM | TUNy - 3MiHa iMnopTepa/3MiHu, L0 CTOCYIOTLCSA BUNYCKY cepii Ta peyenmom
KOMBIHOBAHA iH'ekuin, 1 Ekcnopt Bionogxikan KOHTPOJI0 SIKOCTi FOTOBOrO JliKapcbKoro 3acoby (3amiHa abo foAaBaHHSA
BAKUVHA ANnd MOHO/1030BWiA NimiTen 3C.A. LAiNbHUL, Ha AKil 34iACHIOETBCST KOHTPOL/BUNPOGYBaHHS cepii); 3MiHK |
MPO®INAKTUKN chnakoH (1 gosa) 3 TUMy - BBEAEHHA aoaatkosoi 6yaisni (Building T) Ha Bxe
KOPY, niodpinizatom y 3apeecTpoBaHoMy caiiTi Aspen Notre Dame de Bondeville site, France.
EMIAEMIYHOIO KOMMNEKTI 3 BHeceHHs1 pefakuiiiHux npaBok o po3ginis 3.2.P.3.3 1a 3.2.P.8.1
NMAPOTUTY TA PO34MHHMKOM (BOAa
KPACHYXU ONS iH'eKUIn) y

nonepeaHLO
HanoBHEHOMY
wnpuvui Ta ggoma
ronkaMmn B KapTOHHii
Kopo6ui; 100
MOHOZ030BKX (1
003a) oNakoHiB 3
niogpinizatom y
KOMM/TIEKTi 3
PO34MHHKKOM (BOAA
015 iH'eKUi) B
amnynax Ne 100 B
OKpeMiii ynakosui; 1
MyNbTUL030BUIA (2
[,031) h1aKoH 3
niocpinizatom y
KOMMJIEKTI 3
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
PO34MHHMKOM (BOAa
ONs iH'eKUI) B
amnyni; no 100 wTyk
chnakoHiB Ta amnyn
B OKpEMUX KOpobKax
176. MPIOPUKC- niodpinizoBaHuin nakcoCmitK Benvka nakcoCmiTK Benbris BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiais: 3a UA/16549/01/01
TETPA™ NOPOLLOK AN1s NAAH BpuTaHis NAGH 3MiHuM Il TNy - 3amiHa abo BBeAEeHHS [0AATKOBOI AiNTbHUL peyenmom
KOMBIHOBAHA iH’eKuUild, 1 donakoH 3 Ekcnopt Bionoppxikan BUPOGHMLTBA A/151 YacT1HU abo BCbOro BUPOGHNYOro NpoLecy roToBoro
BAKUMHA AnAa NOPOLLIKOM Y Nimiteq 3C.A. nikapcbKoro 3acoby (AinbHWULA, Ha ki NPoBOAATLCA Oy Ab-AKi
MPO®INTAKTUKN | komnnexTi 3 BMPOGHUYI CTagji, 3a BUHATKOM BUMYCKY CEpiil, NPOBEAEHHS KOHTPO/II0
KOPY, PO34MHHMKOM (BOAa SAIKOCTi Ta BTOPUHHOIO NakyBaHHS, 4151 JTiKapCbKMX 3ac06iB
ENIAEMIYHOIO ons iH'ekyiin) no 0,5 6i0N10riYHOro/iMyHO/ONYHOrO NOXOMKEHHST 260 NMikapCbkmx chopm
MAPOTUTY, mn (1 gosa) y KOMMJIEKCHOTO (CknafHoro) BUpo6HMYOro npotecy) - 3aMiHa Gyaisni
KPACHYXU TA nonepeaHL0 RX16 caiity Rixensart, Benbrist Ha 6ygisnto WN16 Ha caiiti Wavre,
BITPAHOI HanoBHeHOMY Benbris, gns cragin homyBaHHs,, HAMOBHEHHS Ta fliodhinisauii BakuyHy;
BICMW, XXUBA wnpuui (y KomnaexTi 3MiHu Il TUny - 3MiHW y NpoLieci BUPOGHULITBA FOTOBOTO /iKapCbKOro
ATEHYNOBAHA 3 AiBOMA rofikamu 3aco6y, BK1HOYAKUM NPOMKHUIA NPOAYKT, LLLO 3aCTOCOBYETLCS NPy

abo 6e3 rosok) abo
y amnynax y
BaKyyMHil
CTepW/bHIl
ynakosuj; no 1
BaKyyMHil
CTEPW/IbHIl ynakoBLi
Y KapTOHHIli KOpoo6Li;
1 chnakoH 3
NMOPOLLKOM Y
KOMNeKTi 3
PO34MHHKKOM (BOAA
ans iH’ekyiin) no 0,5
mn (1 gosa) y
nonepeaHLo
HanoBHEHOMY
wnpuui (y KomnaexTi
3 IBOMa rosikamu) y
BaKyyMHii
CTepUsbHIl
ynakosLi; no 10
BaKyyMHUX
CTepUIbHUX
ynakoBOK Y
KapTOHHI kopobuy;
1 chnakoH 3
MOPOLLKOM Y
KOMM/IEKTI 3
PO34MHHVKOM (BOAa
nns iH’ekuyiin) no 0,5
ma (1 gosa) y

BMPOBHMLTBI rOTOBOTrO NiKapCbKOro 3acoby (nikapcbkuii 3aci6 €
nikapcbkM 3ac060M 6i010riYHOr0/iMyHOIONIYHOTO NMOXOMXKEHHS Ta
3MiHa BMMarae NpoBefeHHs NOPIBHANBHUX AOCMIAKEHD) -
3anpoBa/pKeHHs1 HOBOTO UKy niodpinisauii y 6yaisni WN16 Ha caiiTi
Wavre, Benbris
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjitiHo2
0 MocsiO4YeHHs1

nonepegHL0
HanoBHEHOMY
LINPWL Yy BaKyyMHiIl
CTepUsbHIl
ynakosui; no 1, 10,
20 abo 50
BaKyyMHUX
CTepUIbHUX
ynakoBoOK Y
KapTOHHiI kopobuy;
1 chnakoH 3
NMOPOLLKOM Y
KOMNeKTi 3
PO34MHHKKOM (BOAA
ONA iH'ekujid) no 0,5
mn (1 gosa) B
amnyni y BakyyMHiiA
CTEPUSbHIl
ynakosui; no 1, 10
a60 100 BakyyMHUX
CTePUIbHUX
yMNaKoBOK y
KapTOHHIN Kopo6Lli

177.

MNPIOPUKC-
TETPA™
KOMBIHOBAHA
BAKUVHA ANnsi
MPO®INAKTUKA
KOPY,
EMIAEMIYHOIO
MNAPOTUTY,
KPACHYXWN TA
BITPSIHOI
BICIW, XXNBA
ATEHYAOBAHA

niodpinizoBaHuin
NopoLUOoK AN
iH’eKuUild, 1 donakoH 3
NMOPOLLKOM Y
KOMNeKTi 3
PO34MHHKKOM (BOAA
ans iH’ekyiin) no 0,5
mn (1 gosa) y
nonepeaHLo
HanoBHEHOMY
wnpuui (y KomnaexTi
3 ABOMa rofikamu
abo 6e3 rosok) abo
y amnynax y
BaKyyMHil
CTepW/bHIl
ynakosuj; no 1
BaKyyMHil
CTEPW/IbHIN ynakoBLi
Y KapTOHHIli KOpoo6Li;
1 chnakoH 3
NMOPOLLKOM Y
KOMNeKTi 3
PO34MHHKKOM (BOAA
Aans in’ekyiin) no 0,5

nakcoCmiTK
NANRH
ExcnopTt
Nimiteq

Benvka
BpuTaHis

nakcoCmiTK
NAGH

Bionoppxikan
3C.A.

Benbris

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHM | TURY - 3MiHa iMMopTepa/3MiHK, WO CTOCYIOTbLCS BUMYCKY cepii Ta
KOHTPOJIO SIKOCTi rOTOBOrO Nikapcbkoro 3acoby (3amiHa abo foaasBaHHs
AiNbHUL, Ha AKIA 34iACHIOETECS KOHTPONL/BUNPOOYBaHHSA cepii); 3MiHu |
TUMy - BBeAEHHS Aoaartkosoi 6yaisni (Building T) Ha Bxe
3apeecTpoBaHoMy caiiTi Aspen Notre Dame de Bondeville site, France.
BHeceHHA pegakuiiHmx npasok o po3ainis 3.2.P.3.3 1a 3.2.P.8.1

3a
peyerimom

UA/16549/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep

peecmpayjitiHo2

0 NocBIOYEHHS

mn (1 gosa) y
nonepeaHLO
HanoBHEHOMY
wnpuui (y KoMnaexTi
3 ABOMa rosikamu) y
BaKyyMHiit
CTepUsbHIl
ynakosui; no 10
BaKyyMHUX
CTePUIbHUX
ynakoBOK Y
KapTOHHI Kopobuyj;
1 chnakoH 3
MOPOLLKOM Yy
KOMM/IEKTI 3
PO34MHHMKOM (BOAa
nns iH’ekyiin) no 0,5
mn (1 gosa) y
nonepegHL0
HanoBHEHOMY
LINPWL Yy BaKyyMHiIl
CTepUsbHIl
ynakosui; no 1, 10,
20 abo 50
BaKyyMHUX
CTepUIbHUX
yNakoBOK Y
KapTOHHiI kopobuy;
1 chnakoH 3
NMOPOLLKOM Yy
KOMNeKTi 3
PO34MHHKKOM (BOAA
ONA iH'ekujid) no 0,5
mn (1 gosa) B
amny”ni y BakyyMHiiA
CTEPUSbHIl
ynakosui; no 1, 10
a60 100 BakyyMHUX
CTepUIbHUX
yMNaKoBOK y
KapTOHHIN Kopo6Lli

178.

NMPOCKAP®

TabneTkn, BKPUTI
nniBKOBOIO
060/10HKOI0, 10 5 Mr
no 14 TabneTok y
6nicTepi; no 2
6nictepu B
KapPTOHHI ynakoBLi

Mepk Wapn i
Joym lgea IHK

LLsenuapi
b

Brpo6HMK
Hepo3dacos
aHHoI
nNpoAYyKLUiT:
AIAC
IHTepHeLwHN
Papma,

CLUA/
Benuka
BpuTaHisa/
Higepnax
an

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny - 3MiHu 3
AKocTi. FoToBMiA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHUi 3aci6. 3MiHa po3mipy YNakoBKU FOTOBOrO
nNiKapcbKoro 3acoby (BUyYEHHS YNakoBKN NEBHOTO PO3MIpY) -
BW/TYYEHHS 3 PEECTPALiiHUX [JOKYMEHTIB YNakoBku No 14 TabneTok y
6nicTepi; No 1 6nicTepy B KAPTOHHIA YNakoBL,i 3 MapKyBaHHSIM
YKpaiHCbKOK MOBOIO (BBefeHHsI 3MiH NpoTArom 3-x MicsauiB nicas

3a
peyerimom

UA/0485/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
TOB, CLUA; 3aTBEPMKEHHS); 3MiHu || TMny - 3MiHK WoAo0 6e3nekn/edheKTUBHOCTI Ta
MepBuHHE hapmakoHarnsgy. 3MiHM y KOpOTKili XapakTepucTuL, NikapCbKoro
nakyBaHHs: 3ac06y, TEKCTi MapKyBaHHS Ta IHCTPYKLi 415 MeAnyYHOro 3acTocyBaHHs
Mepk Wapn i Y 3B’A3KY i3 HOBUMM A@HVMU 3 SKOCTi, AOK/IHIYHUMM, KNIHIYHUMUA
Joym JaHuMK Ta gaHumu 3 hapmakoHarnsgy - 3MiHU BHECEHO A0 iHCTPYKLT
Nimites, 0151 Me4MYHOro 3acTocyBaHHSA fikapcbKoro 3acoby Ao po3zinis
Benvka "B3aemogisa 3 iHWVMK fikapcbkuMK 3acobamm Ta iHLWi BUAY B3aemogiin”,
BpuTaHis; "Oco6NMBOCTI 3aCTOCYBaHHSA", "3acToCcyBaHHs y nepiog BariTHOCTi abo
BTopuHHe rogyBsaHHs rpyaar”, "Cnoci 3actocyBaHHsA Ta fo3un”, "Mo6idHi peakuii”.
nakyBaHHs,
BMNYCK Cepil: BBefeHHA 3MiH NpoTArom 3 MiCALiB Nicna 3aTBepAKeHHs
Mepk Wapn i
Joym B.B.,
HigepnaHan
179. | PAHITUANH- TabneTkun, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/4934/01/01
AAPHUUSA nniBKOBOKO "papmaueBTu "papmaueBT 3MiHuM | TUNY - 3MiHa y MeTogax BunpobyBaHHA APl abo BUXigHOIO peuyenmom
o060n0oHkoto, no 150 YyHa hipma nyHa chipma marepiany/npoMiKHOro NPoAYKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
Mmr no 10 TabneTok y "NapHuus" "NapHuusa” npoueci BupobHuuTea A®I (iHWi 3MiHM Yy MeTogax BUNPObyBaHHS
KOHTYpHilA (BKtOUAOUM 3aMiHy ab60 A0NOBHEHHS) APl abo BMXiAHOrO/MPOMIKHOIO
YapyHKOBIl NPOAYKTY); CyNyTHA 3MiHA: 3MiHa y NapameTpax cneyudikauin Ta/abo
ynakosuj, no 1 a6o 2 [OMNyCTUMMX MEX, BU3HaueHunx y cneyudikauisx Ha Ad®l, abo
KOHTYPHI YapyHKOBI BMXiAHWIA/NPOMIXHUIA NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCS Y
ynakoBKW B mauLi npoueci BupobHuutea A®|. BBegeHHA 3MiH NpoTArom 6 micsauis
nicnsa 3aTBepKeHHs
180. PEriaPoOH NOPOLLIOK A,030BaHUiA OpioH PiHNAHAiA BUpO6HUK, diHnaHpis/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | Tuny - 6e3 UA/2065/01/01
no 18,9 r nopoLuky y KopnopeiiwH w0 30ilicHIoe Icnanis AOMIHICTPaTMBHI 3MiHN. BuydyeHHs1 BUPOGHWYOI AinbHuL (BKIHOUYaoun peyenma
nakeri, no 20 KOHMPO/1b OinbHUUi ana A®l, npomikHOro NpPoAyKTy abo roToBOro JlikapcbKoro
nakeTiB y KapTOHHiIl sKkocmi i 3aco0y, AiNbHUL 418 NpoBeAEHHS NaKkyBaHHS, BUPOOHUKA,
KOpoo6Li BUMYCK BiANOBIA&/IbHOrO 3a BMMNYCK Cepiii, MiCLie NPOBEAEHHS KOHTPO/IIO cepil)
cepil: ab0o nocTavasibHVIKa BUXiGHOrO MaTtepiasty, peareHTy abo fOnOMiKHOT
OpioH PEYOBUHM (SKLLO 3a3HAYEHO Y [JOCLE) - BUSTYYEHHSI BUPOBHUYUMX
Kopnope#iLuH AiNbHULb; 3MiHM | TURY - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMEHyBaHHS
, DiHNAHAIA; Ta/abo agpecy MicLs NPOBaXEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
BUpO6HUK, roTOBOro NMikapCbKOro 3acoby, BKIYaun AiNbHUL BUNYCKy cepii abo
wo 30iticHroe MicLie NpoBeAEeHHS KOHTPOIHO SKOCTI. (4isNbHICTb, 3a Ky Bignosigae
BUPO6GHUYMB BMPOGHMK/iMNOpTEp, BK/OYAOYM BUMYCK Cepili) - 3MiHa agpecy i Has3Bn
o, BUPO6HMKa, 6e3 3MiHM Micusi BUpOOHULITBA. BBEAEHHSA 3MiH NpOTSArom 6
nakyBsaHHs, MICALIB 3 AATN 3aTBEPIKEHHS.
KOHMPO/ib
sikocmi i
BUMYCK
cepiti:
TOB
Peundapm
Mapertc,

IcnaHis
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
181. | PErAPoOH NOPOLLOK A5 OpioH PiHNAHAA Bupo6HuK, PiHnaHgis/ BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 6e3 UA/9267/01/01
onTiM OP&/IbHOIO PO3UUHY, KopnopeiiH wo 30ilicHoe IcnaHis AAMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo aapecu micus peuenma
no 10,7 r NOpoLUKyY y KOHMPO/1b NpOBaKEHHS AiS/IbHOCTI BUPOBOHUKa/iMnopTepa roToBOro Nikapcbkoro
nakeri; no 20 skocmi i 3aco6y, BK/IIOYAKUN [i/TbHNL BUNYCKY Cepii abo MicLe NpoBeaeHHSs
nakeTiB y KapTOHHiIl BUMYCK KOHTPOJO SKOCTI. (AisiNIbHICTb, 3a 5Ky BiANoBigae BUpoGHMK/iMnopTep,
Kopoo6Li cepit: BK/THOHAI0UM BUMYCK CEpiii) - 3MiHa Ha3BW Ta agpecu Micus
OpioH NpoBapKeHHs Ais/ibHOCTI BUpobHuka TOB Peundbapm MapeTc, IcnaHis,
KopnopeiiLuH 6e3 3MiHu Micusa BUpo6HMLTBA (BBEAEHHSA 3MiH NPOTArom 6 MicsiuiB 3
, PiHNAHAIS; [aTu 3aTBepAKEeHHS)
Bupo6HuK,
wo 30ilicHoe
KOHMPO/ib
sKoCMi:
Oi
Megdaiinz
iy
PiHNAHAIA,;
BUpO6HUK,
wo 30ilicHoe
BUPOBHUYMB
o,
rnakysaHHsl,
KOHMPO/ib
sKocmi ma
BUMYCK
cepiti:
TOB
Peundapm
MNapertc,
Icnanis
182. | PESIICTON® Kpanni opasibHi in MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: - UA/14765/01/01
bulk: no 20 mny "Tanuucapm" "lanuuchapm 3MiHM | TUNY - 3MiHa napameTpiB cnewudikaLiii Ta/abo fonycTUMNX Mex
dhnakoHi; no 88 " rOTOBOrO NiKapCbKOro 3acoby; CynyTHsS 3MiHa: 3MiHa y MeTogax
chnakoHiB y Kopobi BMNPOGYBaHHS roTOBOrO JlikapcbKoro 3acoby (iHLWi 3MiHM y MeTogax
KapTOHHOMY; in bulk: BMNPOGYBaHb (BKOYAOUM 3aMiHy ab0 AONOBHEHHS))
no 50 mn y gonakoHi;
no 80 chnakoHiB y
KOpob6i KapTOHHOMY
183. PE3ICTON® Kpanni opasibHi No MAT Ykpaina NAT Ykpaina BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiais: 6e3 UA/13789/01/01
20 mn abo no 50 mn | "Tanuudapm” "lanuudapm 3MiHM | TUNY - 3MiHa NapameTpiB cnewudikauiin Ta/abo fonycTUMNX Mex peuyenma
y thnakoHi 3 " roTOBOrO NikapCbKoro 3acoby; CynyTHS 3MiHa: 3MiHa y MeTofax
npo6Koto- BMNPOOYBaHHS rOTOBOTO JIiKAPCbKOro 3acoby (iHLWi 3MiHM Yy MeTodax
KpanesibHuueto, no 1 BMNpoO6yBaHb (BK/OYaoUM 3aMiHy abo AOMNOBHEHHS))
hN1akoHy y nauui
184. PENI®® NPO KPEeM peKTasibHWi1 Mo Baliep LLIseliyapi Baiiep ITanis BHECEHHS 3MiH A0 peecTpayiiHux maTtepiaiis: 6e3 UA/10318/01/01
15rabono30ry KoHcbomep A Xenckep 3MiHu | TUNy - 3MiHa Ha3BM BMPOo6HMKa AP| chyoKOpTO/IOHY niBanar, peyenma
Ty6i, no 1 Ty6i 3 Kep Al MaHydakTyp BiANOBIA@/IbHOrO 3a KOHTPO/Ib SIKOCTi, OKPIM BU3HAYEHHS PO3MIpY
annaikaTopom y iHr C.P.J1 4YacToK Ta MiKpo6ioI0riYHOT YNCTOTH; BUNYCK Cepii, 6e3 3MiHWN Micust
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
KapTOHHI nayui BMPOOHULITBA; 3MiHM | TUMy - 3MiHa Ha3BM BMPOOHUKa Ad|
(hlyOKOPTOSIOHY NiBasiart, BigNoBiAa/IbHOIO 3a KOHTPO/1b PO3MipYy
4yacTok, 6e3 3MiHV1 MicLA BUPOBHMLTBA; 3MiHW | TUMY - 3MiHa Ha3BK
BMpOG6HMKa AP| dhlyoKOpTOIOHY niBanaT, BigMnoBigabHOMO 3a
MiKpOG6iO0riYHUIA KOHTPOb, 6€3 3MiHM MiCLS BUPOGHULTBA; 3MiHN |
TUMY - 3a3HAYEHHA BUPOOHNUMX AinbHULE AD| JligokaiHy rigpoxnopuay
B po3gini 3.2.S.2.1. Bupo6Hwuk(1), Ae NPpOBOAATLCA Taki eTanu
BMPOGHMLITBA SIK MiKPOHi3aLlisi, KOHTPO/Ib SIKOCTi Ta BUMYCK Cepiit; 3MiHu |
TUMy - 3MiHa Ha3BW B/lacHUKa MacTep-taiina Ha A®I dyTlyoKOPTONOHY
nigasiar, 6e3 3MiHu Micusl BUpo6HMLTBA
185. PENI®® MPO cynosuTopii Baiiep LLiBeiiuapi BUPOOBHUK, ITania BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/10318/02/01
pekTasibHi no 5 KoHcbomep ] BignoBiga b 3MiHKM | TUNY - 3MiHa Ha3Bu BMPo6HUKa ADI chlyokopTo/oHy niBanar, peyenma
CynosunTopiiB y Kep Al HWi1 3a BiANOBIAA/ILHOIO 3a KOHTPO/Ib SIKOCTi, OKPIM BU3HAYEHHSI PO3MipY
cTpwni; No 2 cTpunu BUNYycCK cepii 4YacToK Ta MiKpo6IONIOriYHOT YNCTOTH; BUNYCK cepii, 6e3 3MiHW1 Micus
B nauui roToBOro BMPOOHULITBA; 3MiHW | TUMY - 3MiHa Ha3BM BUPOOHUKa Ad|
nikapcbKoro th/TlyOKOpPTO/IOHY MNiBanaT, BiAMNOBIAA/ILHOTO 3a KOHTPO/Ib PO3Mipy
3acoby: 4acToK, 6e3 3MiHWN Micus BUpOOHMUTBA; 3MiHK | TUMy - 3MiHa Ha3BuW
Baiiep BMpO6HMKa AP| dolyoKOpTONOHY niBanaT, BignoBigaIbHOMO 3a
Xenckep MiKpOG6IOI0riYHUIA KOHTPO/b, 6€3 3MiHM MiCLA BUPOGHMLTBA; 3MiHM |
MaHydakTyp TUMY - 3a3HAaYEHHA BUPOOHUYMX AinbHULL ADI JligokaiHy rigpoxnopuay
inr C.P.J1., B po3gini 3.2.S.2.1. Bupo6Hwuk(1), Ae NPOBOAATLCA Taki eTanu
ITanis; BMPOGHMLITBA K MiKPOHi3aLisi, KOHTPO/Ib SKOCTi Ta BUMYCK Cepiit; 3MiHu |
BUPOGHMK, My - 3MiHa Ha3BW BNacHuka macTtep-aina Ha A®| dyoKopTONOHY
BignoBiga b nisanar, 6e3 3MiHu Micus BUpO6HMLTBA
HWiA 3a
BMPOOHULITB
o bulk,
nakyBaHHs,
KOHTPO/b
cepii
roToBOro
nikapcbkoro
3acoby:
IcTiTyTO [e
Anxeni
C.p.n., ITania
186. PIABAN cupon (7,5 mr/5 mn) Xikma VoppaHis 3e Apab VoppaHis BHECEHHS 3MiH [0 peecTpaLjiiiHuX MaTepianiB: yTOUHEHHSA 6e3 UA/2908/02/01
no 60 mn cupony y PapmacboTm dapmacbHoTi peecTpauiliHoi npoueaypy B Hakasi MO3 YkpaiHu Ne 1449 Big, peyenma
dhnakoHi; no 1 kan3 Ko. /114, Kaun 03.08.2018 B npovieci BHECEHHA 3MiH: 3MiHM | TUny - 3MiHK WoA0
hNakoHy 3 MeHydekuyp 6e3nekn/edheKTNBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHv o
nineTkoto- iHr Ko. N74. y3arasibHeHUX faHux Npo cucTemy dhapmakoHarnsgy (BBefeHHs

[03aTOpPOM y
KapTOHHI Kopo6Lyi

y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnisay, 3mMiHa
YMOBHOBaXeHOT 0co6y, BiANOBIAAILHOT 3a 34iiCHEHHS
hapmakoHarnsay; KOHTakTHOT 0cobm 3 dhapMakoHarsay 3asBHVKa st
3fiicHeHHs hapMakoHarnsay B YkpaiHi, AKL0 BOHa BiAMiHHA Bif
YMOBHOBaXeEHOT 0co6u, BiANOBIAAILHOT 3a 34iiCHEHHS
thapmakoHarnagy (BKiovaoUun KOHTaKTHI AaHi) Ta/abo 3miHu y

po3MilLieHHi macTep-chaiina cuctemm hapmakoHarnsagy) - 3miHa
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
YNOBHOB&XEHOI 0CO6M 3asBHVKA, BiANOBigaIbHOT 38 34jiICHEHHS
thapmakoHarnagy: [fitoya pegakuis — Dr. Neyla Gargouri Darvaza.
MponoHoBaHa pegakuyis -Ahmad N.Aburmilah. 3miHa KOHTaKTHUX AaHKX
YNOBHOB&XEHOI 0C061. 3MiHa KOHTaKTHOI 0co6M, BiANOBIAA/ILHOI 3a
hapmakoHarnag: ditoyva pegakuis — AmutpeHko KOnis. MNponoHoBaHa
pefakuis — daTtanieBa AniHa. 3MiHa KOHTAKTHUX AaHUX KOHTaKTHOI
ocobwu, BignoBiganbHOI 3a chapmakoHarnag. 3MiHa MiCLe3HaX0MKeHHS
macTep-gaiina cuctemu hapmakoHarnsgy (6yso - Airoua pedakyis -
Andy Blackman. NpornoHosaHa pedakyjisi -Ahmad N.Aburmilah)
187. | PO3APT TabneTkun, BKpUTI TOB "TeBa YkpaiHa Axtasic NT[, ManbTa BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasiiB: 3MiHa 3asBHUKaA 3a UA/11647/01/02
nNiBKOBOKO YkpaiHa" (BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakazy MO3 Big peuyenmom
060/10HKO10, Mo 10 23.07.2015 Ne 460)
Mmr o 10 TabneTok y
6nictepi; no 3 a6o 9
6nicTepis y kopobui
188. PO3APT TabneTku, BKpUTI TOB "TeBa Ykpaina AkTasic 1T/, ManbTa BHECEHHS 3MiH [0 peecTpaLjiiiHux MmaTepiasiiB: 3MiHa 3asiBHUKa 3a UA/11647/01/03
nniBKOBOKO YkpaiHa" (BnacHvika peecTpauiiHoro noceigyeHHs) (3rigHo Hakazy MO3 Big, peuyenmom
060/10HKO10, M0 20 23.07.2015 Ne 460)
Mr no 10 TabneTtok y
6nictepi; no 3 a6o 9
6nicTepis y kopobui
189. PO3APT TabneTku, BKpUTI TOB "TeBa Ykpaina AkTasic 1T, ManbTa BHECEHHS 3MiH 40 peecTpaLiiiHMx MaTepiasiB: 3MiHa 3asiBHUKa 3a UA/11647/01/04
nNiBKOBOKO YkpaiHa" (BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakazy MO3 Big, peyernmom
060/10HKOI0, M0 40 23.07.2015 Ne 460)
Mr no 10 TabneTok y
6nicTepi; no 3 abo 9
6niicTepiB y Kopobui
190. PO3APT TabneTku, BKPUTI TOB "TeBa Ykpaina AkTasic T/, ManbTa BHECEHHS 3MiH [J0 peecTpaLjiiiHux MmaTepiasiB: 3MiHa 3asiBHUKA 3a UA/11647/01/01
nniBKOBOKO YkpaiHa" (BnacHvika peecTpauiiHoro noceigyeHHs) (3rigHo Hakazy MO3 Big, peyernmom
060/10HKO0, N0 5 Mr 23.07.2015 Ne 460)
no 10 Tabnetok y
6nicTepi; no 3 a6o 9
6nicTepiB y Kopobui
191. POTA3AP TabneTku, BKPUTI POTA®APM TypeuunH yopPna TypeuunH BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/16265/01/01
nAiBKOBOO INAYNAPI a MEAVLUNH a AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus peyenmom
060n0HKot0, No 75 NTA. WTI. INAY CAH. NPOBaKEHHS AiS/IbHOCTI BUPO6HUKa/iMnopTepa roToBOro JlikapCbKoro
Mr no 14 tabneTok y BE TIOXK. 3aco0by, BK/IYaUUN AiNbHAULL BUNYCKY cepii abo MicLe NpoBefeHHs
6nicTepi; no 2 A.LL. KOHTPOJO AKOCTI. (Ais/IbHICTb, 3a Ky BiAnNoBigae BUPo6HMK/iMnopTep,
6nictepu B BKJIO4Al0UM BUMYCK cepiii) 3miHa agpecu BupobHuka 13 YOP[,
KapTOHHi Kopobuyj MEAVLWVH INTAY CAH. BE TIOK. A.LU. (WORLD MEDICINE ILAC
SAN. VE TIC. A.S.), TypeyynHa , 6e3 3miHM Micus BUpo6HULTBA
192. POTAS3AP TabneTku, BKpUTI POTA®APM TypeuunH yYOPNA4 TypeuunH BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | TUny - 3a UA/16265/01/02
nniBKOBOKO INAYNAPI a MEAVNUNH a AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo aapecu micus peuyenmom
060n0Hkoto, no 150 nTAa. WTl. ITAY CAH. NPOBaf)KEHHS AiS/IbHOCTI BUPO6HUKa/iMnopTepa roToBOro JlikapCbKoro
Mr o 14 TabneTok y BE TIAX. 3acoby, BK/IIOYAKUN [iNTbHUL BUNYCKY cepii abo MicLe NpoBeAeHHS
6nictepi; no 2 A.LL. KOHTPO/O SIKOCTI. (AisS/IbHICTb, 3a 5Ky Bignosigae BMpobHuk/imnopTep,

6nictepu B
KapPTOHHI Kopobui

BKJ/THOYAKOUM BUMYCK Cepili) 3MiHa agpecu BUpo6HuKka M3 YOP/[,
MEAVLINH INAY CAH. BE TIIXK. A.LI. (WORLD MEDICINE ILAC
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjitiHo2
0 MocsiO4YeHHs1

SAN. VE TIC. A.S.), TypeyunHa , 6e3 3MiHM MicLs BUPOGHMLTBA

193.

POTASAP

TabneTku, BKPUTI
nAiBKOBOO
060/10HKOI0, No 300
Mr no 14 tabneTok y
6nictepi; no 2
6nictepu B
KapTOHHI Kopo6Lyi

POTA®GAPM
INIAUSIAPI
AT, WTI.

TypeyunH
a

YOPAN[,
MEAVLIH
INIAY CAH.
BE TIZXK.
ALLLL

TypeyunH
a

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo agpecu micus
NPOBaPKEHHA AiS/IbHOCTI BUPO6HUKa/iMnopTepa roToBOro JlikapCbKoro
3aco0by, BK/IYaUuN AiNbHAULL BUNYCKY cepii abo MicLle NpoBefeHHs
KOHTPOJO SKOCTI. (AisfIbHICTb, 3a Ky BiANoBigae BUpo6HMK/iMnopTep,
BKJIO4al0UM BUMYCK cepiii) 3miHa agpecu BupobHuka 13 YOP[,
MEAVLUWVH ITAY CAH. BE TIOK. A.LU. (WORLD MEDICINE ILAC
SAN. VE TIC. A.S.), TypeyynHa , 6e3 3miHM Micus BUpo6HULTBA

3a
peyenmom

UA/16265/01/03

194.

P-UVH

kancynu no 150 mr
in bulk Ne1000: no
1000 kancyny
6aHKax

JoniH
NimiTen

IHAjA

JoniH
NimiTen

IHAjA

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3MiHn
woao 6esnekv/ehpekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo
3MiHM A0 y3araslbHEHUX AaHWX NMPo cucTemy dpapmakoHarnsagy
(BBEAEHHSA y3arasibHeHUX AaHuX Npo cucTemy hapmakoHarnsgy, amMiHa
YNOBHOBaXXEHOT 0CO6U, BiANOBIAAILHOI 32 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHOT ocobu 3 hapmakoHarsay 3asBHVKa Ans
3[iicHeHHs hapMakoHarsay B YkpaiHi, KLU0 BOHa BigMiHHA Bif
YNOBHOBaXXEHOT 0CO6U, BiANOBIAAILHOI 32 34iiCHEHHS
hapmakoHarnsagy (Bkovaouy KOHTaKTHI gaHi) Ta/abo 3miHn y
po3MilLleHHi MacTep-chaiina cuctemn hapmakoHarnsgy) - 3miHa
YNOBHOBaXEHOI 0c06U 3asBHMKa. [ponoHoBaHa pefakuis: Shahnawaz
Ibrahim. 3miHa kOHTaKTHOI 0co6u 3asBHMKa. MponoHoBaHa pefakLs:
3iH4yeHKo Jllogmuna BanepiiBHa. 3MiHa KOHTaKTHUX AaHWX
YNOBHOB&XXEHOT 0CO6U. 3MiHA KOHTaKTHUX AaHWUX KOHTakTHOI 0COobu.
3MiHa Micus 34iMCHEHHA OCHOBHOI AiS/IbHOCTI 3 hapMakoHariagy.
3MiHa HoMepy Ta agpecu macTtep-chaiina cuctemm hapmakoHarnsgy
3asBHUKA

UA/8841/01/01

195.

P-UVH

kancynu no 300 wr,
no 100 a6o 1000
Kancyn y 6aHkax

JTtoniH
Nimiteq

IHgis

ToniH
NimiTen

IHgis

BHECEHHS 3MiH 0 peecTpaLiiHnx maTtepianis: 3miHu | Tuny - 3MiHn
Lono 6e3nekn/edpeKTNBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3araslbHEHUX AaHuX NpPo cuctemy dpapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX NPo cuctemy hapmMakoHarnisgy, smiHa
yMOBHOBaXEHOT 0co6U, BiANOBIAANLHOT 3a 34iACHEHHS
hapmakoHarnsay; KOHTakTHOT ocobu 3 hapmakoHaraay 3asaBHVKa Ans
3[iliCHEHHS1 (papMakoHarnsay B YkpaiHi, KLU0 BOHA BigMiHHA Big,
yMOBHOBaXeEHOT 0c06U, BiANOBIAANILHOT 3a 34iiCHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTaKTHI gaHi) Ta/abo 3MiHn y
po3MilLeHHI MacTep-haiina cuctemn hapmakoHarnsgy) - 3miHa
yNOBHOBaXeHOT 0cobu 3asBHMKa. [ponoHoBaHa pefakuis: Shahnawaz
Ibrahim. 3miHa KOHTaKTHOI 0co6Y 3asBHMKa. MponoHoBaHa pefakLis:
3iHueHKo Jlloagmnna BanepiiBHa. 3MiHa KOHTAKTHUX AaHWX
YMOBHOBaXEHOT 0CO6M. 3MiHa KOHTaKTHWUX JaHUX KOHTaKTHOT ocobu.
3MiHa Micus 34iCHEHHA OCHOBHOT AiANbHOCTI 3 dapMakoHarnaay.
3MiHa HoMepy Ta agpecun mactep-gaiisia cucteMu hapmakoHarisagy
3a8BHUKA

3a
peyenmom

UA/8840/01/02

196.

P-LUVH

kancynu no 150 wr,
no 100 a6o 1000
Kancyn y 6aHkax

Jonin
NimiTeq

IHais

oniH
Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpayjiiiHux maTtepianis: 3MiHW | TUMY - 3MiHK
woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX NPo cuctemy hapmMmakoHarisgy
(BBEAEHHSA Y3araslbHEHUX AaHVX NPo cucTemy hapmakoHarnsgy, 3amiHa

YNOBHOBaXXEHOI 0CO6MU, BignoBiganbHOI 3a 34iCHEHHS

3a
peyerimom

UA/8840/01/01
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
chapmakoHarnsgy; KOHTaKTHoOi 0cobm 3 hapmakoHarnagy 3asBHvKa Ans
3[jificCHEHHs1 hapMakoHarsay B YKpaiHi, KLU0 BOHa BigMiHHA Bif
YNOBHOBaXXeHOI 0c0obK, BifANOBIfA/IbHOT 3a 34iCHEHHS
hapmakoHarnsgy (Bkouvauy KOHTakKTHI gaHi) Ta/abo 3miHn y
po3MilLleHHi MacTep-chaiina cuctemun hapmakoHarnsgy) - 3miHa
yNoBHOBaXeHOT 0cobu 3asBHMKa. MNponoHoBaHa pegakuis: Shahnawaz
Ibrahim. 3miHa kOHTaKTHOT 0c06Y 3asBHMKa. [ponoHoBaHa pefakuis:
3iHYeHKo Jllogmnna BanepiiBHa. 3MiHa KOHTaKTHUX AaHWX
YMNOBHOBaXeHOT 0CO6U. 3MiHa KOHTaKTHUX JAaHUX KOHTaKTHOT 0cobu.
3miHa MicLAa 3AiICHEHHST OCHOBHOI AiSNbHOCTI 3 hapMakoHarisay.
3MiHa Homepy Ta agpecy macTep-aina cuctemu chapmakoHarnsgy
3asBHMKA
197. | CONAHTPA® Kpem, 10 mr/r, no 30 Fangepma LLiBeiuapi BMPOGHMLITB ®paHuis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 3a UA/16320/01/01
ry T1y6i; no 1 Ty6i B CA A o, BUMNPAB/IEHHS TEXHIYHOI NOMW/IKM, B METOAax KOHTPOJIO SIKOCTI, a came, peuyenmom
KapTOHHI Kopo6Lyi nakyBaHHs, He 3a3HayeHa npumiTka B cneumdikawlii 3a NOKasHUKOM
MapKyBaHHS, «MikpobionoriyHa YncToTa», CTOCOBHO PYTUHHOCTI MPOBeAEHHS
BUNpobyBaH KOHTPO/0
HS1 KOHTPOJO
AKOCTI,
BMNpO6YyBaH
HA
cTabinbHOCTI
Ta BUMyCK
cepii:
NNTABOPATO
PIi
FANLEPMA,
®paHuis;
BMNpO6YyBaH
HS1 KOHTPOSO
AKOCTI,
BMNpO6YyBaH
HA
cTabinbHOCTI
AMATCITPY
1, ®paHuist
198. COJIAHTPA® kpem, 10 mr/r, no 30 Fangepma LLiBeiiuapi BMPOOHULTB PpaHuis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/16320/01/01
ry Ty6i; no 1 Ty6i B CA A o, 3MiHW | TUMY - 3MiHW Yy TEKCT MapKyBaHHS yMakoBKM NikapcbKoro 3acoby, peyenmom
KapTOHHI Kopo6Lyi nakyBaHHs, a came yTO4YHeHHs y pp. "Homep cepii nikapcbkoro 3acoby”, “Aarta
MapKyBaHHs, 3aKiHYeHHs1 TepMiHy npuaaTHocTi”, "IHwe". BBeAeHHA 3MiH NPOTArom
BMNpo6yBaH 6-Tn micALiB nicnsa 3aTBepAKeHHs
HAl KOHTPOSIIO
AKOCTI,
BMNpo6yBaH
HA
cTabinbHOCTI

Ta BUMYyCK
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
cepiii:
NABOPATO
PIi
FANOEPMA,
PpaHuis;
BMNpo6yBaH
HAl KOHTPOSIIO
AKOCTI,
BMNpo6yBaH
HA
cTabinbHoCTi
AMATCITPY
I, ®paHuis
199. CTPENCI/NIC® NbOASAHUKM no 12 PekkiTT Benuka PekkiTT Benuka BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny - 6e3 UA/13607/01/01
ANsl QITEN 6+ NbOASHUKIB Y BeHkizep BpuTaHis BeHkizep BpuTtaHis AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus peyenma
6nictepi; no 1 a6o 2 Xenckep Xenckep NpoBapPKEHHS AiS/IbHOCTI BUPOOHMKa/iMnopTepa roToBoro Nikapcbkoro
6nictepu B IHTEepHeLWwHN IHTepHeLHN 3ac06y, BKIIOYAKUN fiTbHUL BUNYCKY cepii abo MicLe npoBeAeHHS
KapTOHHI Kopo6Lyi Nimiteq Nimiten KOHTPOJIO SKOCTI. (AisNIbHICTb, 3a Ky BiANoBigae BUpOGHMK/iMnopTep,
BK/1HOHAKUM BUMYCK Cepild) - yTOUHEHHSI aApecy BUPOGHMKa 13 PekkiTT
BeHkizep Xenckep IHTepHewHn flimitea, Benvka BputaHisi, 6€3 3MiHK
MicLs BUPO6HMLTBA (BBEAEHHS 3MiH NPOTAroM 4-x MicauiB micns
3aTBEPKEHHS); 3MiHM | TUNY - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy - 3amiHa rpadiyHoro ochopmMaeHHs NEPBUHHOI Ta
BTOPVHHOT YNakOBOK Ha TEKCT MapKyBaHHS YNakoBOK 3 BifMOBigHUMM
3MiHamu fo po3ginis MKA N13 (po3ain «IpadiyHe ohopMaeHHs»
3aMiHEHO po3AiioM «MapkyBaHHs») BBeAeHHS 3MiH NpoTsirom 4-x
MicsILiB Mmicnsi 3aTBEpPAKEHHS
200. CTPENCI/IC® NbOASAHUKM N0 8 PekkiTT Benuvka PekkiTT Benuvka BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | Tuny - 6e3 UA/3915/01/01
nntoc NbOASHUKIB Y BeHkizep BpuTtaHis BeHkizep BpuTtaHis AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus peyenma
6nicTepi; no 2 Xenckep Xenckep NPOBaPKEHHA AiS/IbHOCTI BUPO6HUKa/iMnopTepa roToBOro JlikapCbKoro
6nictepu B IHTEpHELUHN IHTepHeLwHN 3aco0by, BKIKYaKUM AiNbHALL BUNYCKY cepii abo MicLe NpoBefeHHs
KapTOHHI Kopo6Lyi Nimiteq Niviten KOHTPO/O SKOCTI. (AisIbHICTb, 3a Ky BiAnNoBigae BUpo6HMK/iMnopTep,
BK/IO4AK0UM BUMYCK Cepiid) -
YTOYHEHHSA afpecy BUpobHuka 13 PekkiTT BeHkizep Xenckep
IHTepHelwwHn NimiTen, Benvka BputaHis, 6e3 3mMiHM Micus BUPOGHULTBA.
BBefAEeHHSA 3MiH NPOTAroM 4-X MicsLiB MicNs 3aTBepAKEHHS
201. CTPENTOUUA Tabnetku no 300 mr MAT Ykpaina NAT Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/6759/01/01
no 10 TabneTtok y "ly6Hnchapm" "ly6H1dhapm 3MiHKM | TNy - 3MiHa y MeToAax BUNPOObyBaHHS rOTOBOIO /liKapCbKOro peuyenmom
6nicTepax " 3acoby (ans NnpuBefeHHs y BignosigHicTb 3 dY abo EBponeiicbkoo
chapmakoneeto Ta BUyYeHHS NOCUIaHHA Ha 3acTapinuii BHYTPILLHIl
MEeTOZ, BUNPOOYBaHHS i 1Or0 HOMep) - BUTYYEHHS! NOKa3HUKa «Taslbk» Y
cneymndikauii Ta MeTogax KOHTPOK 3rigHo Ajtyoro BuaaHHsa Ay
202. CTPENTOLUWNA, Tabnetkn no 0,5 r no NAT YkpaiHa MNAT YkpaiHa BHECEHHS 3MiH [0 peecTpavjiitHux maTepianis: 3a UA/7121/01/01
10 TabneTok y "MoHdhapm" "MoHdapm" 3MiHM | TUny - 3MiHK Wwoao 6e3nekn/eddekTMBHOCTI Ta hapmakoHarnsay peyenmom

cTpunax abo
6nictepax; no 10
TabNeTOK y CTpUNi;

- BBEJJEHHS TEKCTY MapKyBaHHs 115t NePBMHHOI yNakoBku (6nictepa)
nikapcbKkoro 3acoby
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
no 2 a6o 10 ctpunis
y naulii 3 KapToHy;
no 10 Tabnetok y
6nicTepi; no 2 abo
10 6nicTepiB y nauui
3 KapTOHY
203. | CTYFrEPOH Tabnetkv no 25 wr, TOB YkpaiHa FAHcceH- ITanisa BHECEHHS 3MiH 0 peecTpaLjiiiHux MmaTepiasiiB: 3MiHa 3asBHUKaA 3a UA/2754/01/01
no 25 tabnetok y "[XOHCOH | Cinar C.n.A. (BNacHvKa peecTpauiiHoro nocBig4eHHst). 3mMiHu | Tuny - 3MiHy Woao peuyenmom
6nicTepi; no 2 [xoHCOoH 6e3nekn/edekTnBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHv Ao
6nictepu y YkpaiHa" y3arasibHeHVX faHux Npo cucteMy dpapmakoHarnisay (BBeAeHHs
KapTOHHI navui y3arasibHeHUX JaHux Npo cucTemy dhapmakoHarnsgy, 3miHa
YNOBHOBaXEHOT 0CO6U, BigNOBIAaIbHOI 38 34iCHEHHSA
chapmakoHarnsgy; KOHTaKTHOT 0cobm 3 chapmakoHarnagy 3asBHvKa Ans
3[iicCHEHHs1 hapMakoHarnsay B YkpaiHi, KLU0 BOHa BigMiHHA Bif
YNOBHOBaXEHOT 0CO6U, BigNOBIAaIbHOI 38 34iCHEHHSA
hapmakoHarnsgy (Bkouvaluy KOHTaKTHI AaHi) Ta/abo 3miHn y
PO3MiLLEHHI MacTep-ghaiina cucteMu papmakoHarnsgy) 3miHa
YNOBHOBaXKEHOT 0COOU 3asiBHYMKA, BignoBigasibHOI 3a dapMakoHarnsa:
[itoua pepakuis - Dr. Logesvaran Yogendran, MNponoHoBaHa peakuis -
Dr. Laurence Oster-Gozet. 3MiHa KOHTaKTHUX JaHUX YNOBHOBaXXEHOI
0Cco6U 3asBHMKA, BiANOBIAA/IbHOI 3a thapmMakoHarnsg
204. | TAKHI Kancynv Teepai no TeBa 13painb Na6opaTopie IcnaHis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 3a UA/14248/01/01
0,5 mr, no 10 kancyn | dPapmaveBTik 3 LUnHdpa 3MiHU | TUNY - BUNYYEHHS BUPOBHNYOI AiNbHUL (BKIOUAKOUN OiNTbHULL peuyenmom
y 6nictepi, no 5 an lHgacTpis C.A., IcnaHis o151 A®I, npoMixXHOro NpoAyKTy abo rotToBOro fikapcbkoro 3acoby,
6nicTepiB y nra. (BMpOGHULTB OiNbHULI ANA NpoBeAeHHS NakyBaHHS, BUPOOHUKa, BiANOBIAa/IbHOIO 3a
3anasiHoMy nakeTi B o] BWMYCK Cepiii, MicLle NPOBELEHHSI KOHTPO/HO cepii) abo nocTavasnbHMKa
KOpOoo6Li Hepo3schacos BUXiAHOrO marepiany, peareHTy abo AONOMDKHOT peYOBWHM -
aHoi BUNyYeHHs BUpobHuka A®I (Takponimyc) Zhejiang Hisun
npoayKuir, Pharmaceutical Co. Ltd, Kutaii
nepBuHHa Ta
BTOPVHHA
yNaKkoBKa;
nepBuHHa Ta
BTOPVHHA
ynakoBka,
[03BiN Ha
BUMYCK cepil)
205. | TAKHI Kancynu Teepgi no 1 TeBa 13painb Na6opaTopie Icnanis BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/14248/01/02
mr, no 10 kancyny dapmaueBTik 3 LlnHdpa 3MiHW | TUMY - BUYYEeHHS BUPOOGHNYOI AifbHUL (BKAKOUAKOUN LifTbHULL peuyenmom
6nicTepi, no 5 an lHpacTpi3 C.A., IcnaHis ans A®l, npomikHOro NpoayKTy abo roToBOro Nikapcbkoro 3acoby,
6nicTepis y nra. (Bpo6HULTB AiNbHULI ANA NPoBeAEeHHA NakyBaHHs, BUPOOHUKA, BIANOBIAA/IbHOIO 3a
3anasiHoMy nakeTi B o] BMNYCK Cepili, MicLie MPOBEAEHHST KOHTPOSIO Cepii) abo nocTadasibHMKa
KOpoo6Li Hepo3dghacoB BUXiAHOro Marepiany, peareHTy abo AONOMIKHOT peYOBWHM -
aHoi BUNy4YeHHS BUPoOHUKa A®I (Takponimyc) Zhejiang Hisun
npoayKuir, Pharmaceutical Co. Ltd, KuTaii
nepBMHHa Ta
BTOPUHHA

YynakoBKa;
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
nepBuHHa Ta
BTOPVHHA
ynakoBka,
[03BiN Ha
BMNYyCK cepii)
206. | TAKHI Kancynv Teepgi no 5 Tesa I13paine Na6opaTopie Icnanis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/14248/01/03
mr, no 10 kancyn y dapmaueBTiK 3 LuHdpa 3MiHY | TUMY - BUIYYEHHA BUPOOHNYOT AiNbHWLI (BKIOYAOUM AiNbHULL peyenmom
6nictepi, no 5 an lHgacTpis C.A,, IcnaHist ons A®l, npoMixHOro NpoAykTy abo rotoBoro fikapcbkoro 3acooby,
6nictepiB y nrp. (BMpO6GHMLTB OiNbHULI ANA NPOBEAEHHA NakyBaHHS, BUPOOHUKA, BiANOBIAA/IbHOIO 3a
3anasiHoOMy nakeTi B o] BWMYCK Cepiii, MicLle NpoBEAEHHS KOHTPO/IIO cepii) abo nocTavanbHrKa
KopooLi Hepo3ghacoB BMXIZHOrO MaTepiany, peareHTy abo fOMOMDKHOI PeYOBUHM -
aHoi BUNyYeHHs BUpobHUka A®I (Takponimyc) Zhejiang Hisun
NpPOAYKLUi, Pharmaceutical Co. Ltd, Kutaii
nepBMHHA Ta
BTOPVHHA
ynaKkoBKa,;
nepBMHHA Ta
BTOPVHHA
ynakoBka,
[03BiN Ha
BMMNYCK cepii)
207. | TEPBIHA®IHY NOPOLLIOK Yemo 16epika, IcnaHis Kimika IcnaHis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: - UA/13101/01/01
rigpoxnoprupg (cy6eTaHuin) y C.A. CiHTeTika, 3MiHK | TUNY - nogaHHs oHosneHoro CepTudiikata RO-CEP 2012-269-
noaBiiHNX C.A. Rev 03 ans Adl TepbiHadiHy rigpoxnopug, Big BXe 3aTBEPAKEHOro
nonieTuneHoBmX BMPO6HUKA, SIK Hacnigok, 3miHa Cneuundikauii/MeToaiB BUNpobyBaHHsA
naketax gsis BignoBigHO MoHorpadii EP
thapmavueBTUYHOro
3aCTOCYyBaHHSA
208. | TOTEMA PO34MH OpasbHWIA NABOPATOP PpaHLis IHHOTEpa PpaHLis BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 6e3 UA/7854/01/01
no 10 mn B amny/i; 19 IHHOTEK LLlysi 3MiHK | TNy - 3MiHa y NapameTpax crneuugikauiii Ta/abo gonycTumMmx peuyenma
no 10 amnyn B IHTEPHACb MeX, BU3HaueHux y cneuudikayisax Ha A®l, abo BUXiZHNIA/NPOMIXHNMIA
YyapyHKOBIl VOHANb NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y npoueci BupobHuuTea AdI -

ynakosLi; no 2
YapyHKOBI yNaKoBKu
B KapPTOHHIii KopobLyi

3MiHa napamMeTpiB cneymdikayii (4718 TecTy Ha cy/ibdatu), OCKINbKM
npoLec CMHTe3y HOBOTO BUPOGHUKA BifpPi3HAETLCSA Bif CUHTE3Y
NOTOYHOro BUPOBHMKA Mifj FIOKOHATY; 3MiHW | TUny - 3MiHa Y
napameTpax cneuyucikauii Ta/abo AONyCTUMKX MEX, BUSHAYEHNX Y
cneuudikauisix Ha A®l, abo BUXigHWIA/MPOMIXHWI NpoAyKT/pearexT, Lo
BUKOPVCTOBYIOTLCS y Npoueci BUPo6HMLUTBa AD| - BUAAIEHHSA TPbOX
napameTpiB cneundikauii (pH, BTpata B Macci npu BUCYyLLYyBaHi Ta
BM3HAYEHHSI METAHOJTY), OCKi/IbK/ NPOLLEC CUHTE3Yy HOBOTO BUPOGHMKA
Bifl NOTOYHOro BUPOGHMKA Mifji; 3MiHW | TUMY - BBEAEHHSA HOBOTO
CepTudoikaTy BignoBigHOCTI €Bponeiicbkilt hapmakonei R1 - CEP
2001-444-Rev 00 ansa gjtoyoi pevyoBuHY 3ani3a rMioKoHaT Bif BXe
3aTBEPKEHOro BUPOGHYMKA; 3MiHU || Tuny - 3MiHa BUPOGHMKa
BVXifHOro/MPOMIKHOro NPOAYKTy/peareHTy, L0 BUKOPUCTOBYHOTLCS Y
BMPOGHMYOMY npouieci A®I, abo 3MiHa BUPOGHUKa (BK/THOYatouu, ae
HeoObXxifHO, MicLe NPoBeAEeHHS KOHTPO/IO AKocTi) AdI (3a BifCyTHOCTI
cepTuguikaTa BignoBigHOCTI EBponeichkin hapmakonei y
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep

peecmpayjitiHo2

0 NocBIOYEHHS

3aTBEPAKEHOMY [OCLE)(BBEAEHHS HOBOTO BUPOGHUKa AP, KON He
noaaeTbcsa MacTep-taiin Ha A®I Ta Lo BUMarae 3Ha4yHoi 3MiHU 10
BiANOBIAHOrO po3ainy focbe Ha A®I) - 3amiHa BUPO6HUKIB AP Migi

TAIOKOHATY; 3MiHKM |l Tvny - 3MiHa y napameTpax cneuudikauiii Ta/abo

O0NyCTUMUX MEX, BU3HaYeHUX Y cneumgikalisx Ha A®l, abo

BUXIZAHWUIA/NPOMIXHUIA NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCS Y
npoueci BupobHuutea A®I - 3miHa napameTpiB cneyudikauii (41
TeCTy Ha X/10puam), OCKiNIbKN NPOLLEeC CUHTE3Y HOBOTO BUPOGHMKA
BiIPi3HAETLCA Bif CMHTE3Y NOTOYHOrO BMPOBHUKA Mifi INOKOHATY

209.

TPAYME/b C
FE/Nb

renb no 50 ry Ty6i,
no 1 Ty6i B Kopobu,i 3
KapTOHY

Bionoriwe
Xainbmitten
b Xeesb
meX

HimeuumnH
a

Bionoriwe
Xannbmitren
b Xeesb
eX

HimeuumnH
a

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis:
3MiHM | TUny - 3MiHa y napameTpax cneuudikalin Ta/abo AonycTuMmx
MeX, BU3HaueHux y cneumdikauisax Ha A®l, abo BUXIAHNIA/NMPOMIXKHWIA
NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NpoLeci BUpobHuUTBa ADI -
3BY)XEHHS1 AONYCTUMUX MEX crneuudikaLlii MaTpuyHOi HacTolKN
Echinacea purpurea 3a nokasHukom "MikpobionoriyHa ymctorta"; 3miHu |
TMNy - 3MiHa y napameTpax cneuudikauin Ta/abo gonycTummnx Mex,
BM3HAYEHUX Y cneundikauisix Ha AdDl, abo BUXigHWA/NPOMIKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTbCA Y npoueci BupobHuutea AdI -
[onoBHeHHs Cneuundikauii / MeToais BUNPO6yBaHHSA HOBMMM
nokKasHMkamu sIKOCTi, 30KpeMa: - ANs BUXIigHOro marepiany Arnica
montana BBeJeHHSA NokasHuka sKocTi "BTparta B Maci npu
BULLCYLLYBaHI" 3 BiAMOBIAHMMU KPUTEPISMU NPUAHATHOCTI (Max. 13%
(m/m)); - AN MaTpUYHOI HacToiku Echinacea purpurea BBeAeHHS
JopartkoBux nokasHukis "Escherichia coli”, "Adpnatokcun B1", "Cyma
AdnoTokcumHiB B1, B2, G1 ta G2"; 3miHu | TUny - 3miHa y MeTogax
BMNPO6YBaHHSA rOTOBOrO J1IKAPCHLKOro 3aC00Y - BHECEHHS 3MiH [0
Cneuyucpikauii / MeTogis BunpobyBaHHsA 3a NOKa3HWKOM "BMicT
eTaHony", 30Kkpema: foAaBaHHA aNlbTePHATUBHOT METOAUKN
BM3HAUYEHHS BMICTY eTaHOMy MEeTOA0M ra3oBoi Xxpomarorpadii; 3MiHu |
TUMY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BIANOBIAHICTbL A0
MoHorpadii 4dY abo EBponeiicbkoi dhapmakonei, abo iHwoT
HauioHasbHOT hapmakonel gepxasun €C - 3MiHWM BUMOT crieumadikaL,i
ANa MaTpuyHoi HacToliku Atropa Belladonna, 3okpema: 3amiHa
MoHorpaduii HAB Ha moHorpadito Ph. Eur.

6e3
peyenma

UA/5934/04/01

210.

TPU3UNMNH®
NOHr

Tabnetkun
NPOJIOHrOBaHOI fji
no 500 mr no 28
TabneTtok y 6aHL;
no 1 6aHui B nayuj 3
KapTOHY

TOB HB®
"MIKPOXIM"

YKpaiHa

TOB HB®
"MIKPOXIM"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHM | TURY - 3MiHW Y NpoLLeCi BUPOGHMLTBA rOTOBOTO /iKapCbKOro
3aco0y, BK/IOYatoUy NPOMKHWIA NPOAYKT, L0 3aCTOCOBYETHLCS MPU
BMPOBHULTBI rOTOBOTO /liKapCbKOro 3acoby

3a
peyenmom

UA/12303/01/01

211.

TPU3UNMNNH®
NOHr

Tabnetkun
NPOJIOHrOBaHOI il
no 750 mr no 28
TabneTok y 6aHu;
no 1 6aHuj B navuyi 3
KapTOHY

TOB HB®
"MIKPOXIM"

Ykpaina

TOB HB®
"MIKPOXIM"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHK | TUNY - 3MiHK y NpoLeci BUPOGHMLTBA FOTOBOTO JTiKAPCLKOT0
3aco0y, BK/IOYatoUy NPOMKHWIA NPOAYKT, L0 3aCTOCOBYETHLCS MpW
BMPOGHULITBI FOTOBOTO NiKapCLKOro 3acoby

3a
peyenmom

UA/12303/01/02

212.

TPASUNMNH®
NOHIr

TabneTtkn
NPOJIOHrOBaHOI Ail

TOB HB®
"MIKPOXIM"

Ykpaina

TOB HB®
"MIKPOXIM"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHK | TUNy - 3MiHK y Npoueci BUPOGHMLTBA rOTOBOTO JTiKAPCbKOro

3a
peyenmom

UA/12303/01/03
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
no 1000 mr no 28 3ac00y, BK/1H0YAKYM NPOMDKHUIA NPOAYKT, LLIO 3aCTOCOBYETLCS NP
TabneTtok y 6aHLi; BMPOBOHULTBI FOTOBOTO J1iKapCbKOro 3acoby
no 1 6aHui B nayuj 3
KapTOHY
213. | TPMMCINA 200 TabneTku, BKPUTI Maxkneopc IHais Makneoac IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/8739/01/01
nNiBKOBOKO PapmacboTn PapmacboTn 3MiHKM | TUny - 3MiHN Woao 6e3nekn/edekTUBHOCTI Ta peyernmom
060/10HKO0, Mo 200 Kasic Nlimiteq, Kauic NlimiTeq, thapmakoHarnagy. BeegeHHs abo 3MiHW A0 y3arasibHEHNX faHuX Npo
Mr no 6 TabneTok y cuctemy chapmakoHarnagy (BBeAeHHs y3arasibHeHNX AaHux npo
cTpuni, no 1 a6o 5 cuctemy dhapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOi ocobu,
CTPUNIB y KAPTOHHIi BiANOBIAA/ILHOI 32 34iiCHEHHSA hapMakoHarns4y; KOHTakTHOT 0cobm 3
ynakoBLi chapmakoHarnsgy 3asBHUKa AN 34ilicHeHHs hapMakoHarnagy B
YkpaiHi, AKLLO0 BOHA BigMiHHA Bifi yNOBHOBaXKEHOT 0cobw,
BiANOBIAANLHOI 3a 34ilicCHeHHS hapmakoHarnagy (Bkaovarum
KOHTaKTHI AaHi) Ta/abo 3MiH1 y po3MilLEeHHI MacTep-ghaiina cuctemu
thapmakoHarnagy) - 3miHa ynoBHOBaXeHOi 0cobu, BiAnNoOBiAaIbHOI 3a
hapmakoHarnsg;: MNponoHoBaHa pegakuis - Dr Sukhada Wadkar
(Wykxapa Bagkap). 3MiHa KOHTAKTHUX AaHMX YNOBHOBaXKEHOI 0cobu,
BiANOBIAa/IbHOI 3a thapmakoHarnsa. 3miHa KOHTaKTHOI 0co6u,
BiANOBIAa/IbHOI 32 hapMakoHarnsg B YkpaiHi: [ponoHoBaHa pefakuis -
[HiTeubka /Ito6oB BanepiiBHa. 3MiHa KOHTAKTHUX JaHUX KOHTaKTHOT
ocobu, BiAnoBiganbHOI 3a hapmakoHarnag B YkpaiHi
214. | YPOJIECAH® cupon no 90 mny MAT Ykpaina NAT Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 6e3 UA/2727/01/01
6aHLi; no 1 6aHLi y "Tanuudgpapm" "Tanuuchapm 3MiHK | TUNY - 3MiHK y NpoLeci BUPOGHULTBA rOTOBOTO J1iKapCbKOro peuenma
nayui; no 90 mn a6o " 3ac06y, BKI1IOYAKUM NPOMDKHUIA NPOAYKT, LLIO 3aCTOCOBYETLCS MpU
no 180 mny BMPOGHMLTBI FOTOBOTO NiKAPCLKOro 3ac0o0y - BHECEHHS 3MiH A0 po3ainy
thnakoHi; no 1 3.2.P.3. MNpovec BMpo6HULITBA NiKapCbKOro 3acoby, 3okpema:
pNakoHy B nauuj BUKNAAEHHSI TEKCTY KOPOTKOro ONMCY TEXHO/IOTMYHOTO Npouecy Ta
TEXHOMOrYHOT CXeMU BMPOOHMLTBA FOTOBOTO /iKapCbKOro 3acoby B
HOBIli pegakuii
215. | YPOJIECAH® cupon in bulk: no 90 MAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH A0 peecTpayiiHux maTtepiaiis: - UA/9518/01/01
My 6aHuj; no 48 "Tanuudapm” "lanuucapm 3MiHM | TUny - 3MiHW y NpoLLeci BUPOGHMLTBA FOTOBOTO /ikapCbKOro
6aHoK y kopobKax " 3aco0y, BKIOYaoUy NPOMKHUIA NPOAYKT, L0 3aCTOCOBYETHLCS MPU
KapTOHHWMX; in bulk: BMPOGHMLTBI TOTOBOTrO /iKapCbKOro 3acoby - BHECEHHS 3MiH [0 po3giny
no 180 mny 3.2.P.3. MNpouec BMpobHULITBA NikapcbKoro 3acoby, 3okpema:
dhnakoHi; no 30 BVIK/TA,eHHSA TEKCTY KOPOTKOrO ONMUCY TEXHO/ONMYHOTO npoLecy Ta
pNakoHiB y TEXHOJI0TYHOI CXeMV BUPOBHMLTBA FOTOBOIO /NiKapCbKoro 3acoby B
KOpPOBKaxX KapTOHHMX HOBIN peaakuji
216. | YPOTON® TabneTku, BKPUTI TOB Ykpaina TOB Yecbka BHECEHHS 3MiH 40 peecTpaLiitHux MaTepiasis: 3MiHa 3asBHUKA 3a UA/6706/01/02
060/10HKO0, MO 2 MP "CaHodi- "3eHTiBa" Pecny6nik (BnacHvika peecTpauiiHoro noceigyeHHs) (3rigHo Hakasy MO3 Big, peyenmom
Ne 28 (14x2), Ne 56 ABeHTIC a 23.07.2015 Ne460). TepMiH BBeEHHS 3MiH - NPOTAroM 6 MicsiLiB nicns
(14x4): no 14 YkpaiHa" 3aTBEPMKEHHS; 3MiHN | TUNY - 3MiHK WOA0 6e3nekn/edhekTUBHOCTI Ta

Tabnetok y 6nictepi;
no 2 a6o no 4
6nictepu B
KapTOHHI Kopo6Lyi

thapmakoHarnagy (iHwi 3MiHM) 3MiHN Y TEKCTi MapKyBaHHS. 3MiHU
BHECEHI B iHCTPYKLIit0 A1 MEAUYHOIO 3aCTOCYBaHHS LWOA0 AOAAHHS
iHchopmalii Woa0 3asBHMKA Ta MOro MiCLLe3HaXOMKEHHS 3
BiANOBIAHUMY 3MiHAMW Y TEKCTi MapKyBaHHS YNakoBKW /iKapCbKoro
3aco6y. TepMmiH BBeZleHHSI 3MiH - NPOTArom 6 micsyis nicns
3aTBEPMKEHH; 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/etekTUBHOCTI Ta
dhapmakoHarnsgy. BeefeHHsa abo 3miHM [0 y3araibHeHVX AaHUX Npo
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
cuctemy chapmakoHarnagy (BBefeHHs y3arasibHeHNX AaHux npo
cuctemy dhapmakoHarnagy, 3miHa ynoBHoBaxeHoi ocobu,
BifiNOBIfaANbHOI 3a 34iICHEHHS hapMmakoHarnsay; KOHTaKTHOI 0cobm 3
thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHA ddapmakoHarnsagy B
YkpaiHi, SIKLLIO BOHA BigMiHHA Bifi yNOBHOBaXKEHOT 0cobu,
BiANOBiAA/IbHOI 3a 3filicHEHHs (hapmakoHarnaay (Bkauyaroum
KOHTaKTHi AaHi) Ta/abo 3MiHN y po3MilLeHHi MacTep-ghaiina cuctemm
thapmakoHarnagy) [ivova pefakuis: ynoBHoBaxeHa ocoba 3asBHUKA,
BignoBigasibHa 3a hapmakoHarnag - Eric Teo/Epik Teo.
MponoHoBaHa pedakuis: ynoBHOBaXKeHa ocoba rpynv komnaHiii Sanofi,
BignosiganbHa 3a hapMakoHarnag Ha rnobanbHoMy piBHi - Eric
Teo/Epik Teo; ynoBHOBaXeHa 0coba 3asBHVKa, BignoBigasnbHa 3a
dhapMakoHarnsg B YKpaiHi - KniwnH AHTOH MukonalioBuy
217. | PABPA3NM® NOPOLLOK A5 [xeHzalim HigepnaH BTOPWHHA Benuka BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/10306/01/01
NpUroTyBaHHA tOpon B.B. an ynaKoBKa, BputaHis/ | 3miHn | TNy - 3MiHa iMnopTepa/3MiHn, L0 CTOCYOTLCA BUNYCKY cepii Ta peyenmom
KoHueHTpaty (5 [03BiN Ha CnosyyeHi | KOHTPOJIIO SKOCTi FOTOBOTO NiKapCbKOro 3acoby - BBEAEHHS [0AaTKOBOT
Mr/Mn) 4715 PO3UUHY BMNYCK cepil: LWratn OinbHULI - 6yAiBNSA 68 ANa TeCTyBaHHA npenapary 3a T.
ANns iHdpysili, no 5 mr [bxeH3alim Amepukn/ "MiKpo6ionoriyHa uMcToTa" 4151 rOTOBOTO JiKaPCbKOro 3acoby; 3miHu |
abono 35 wmry Nimites, IpnaHgis TMny - 3MiHW B npoueci BuUpobHuuytea A®I - 3miHM B npoueci
thnakoHi; no 1 Benuka BMpo6HULUTBa APl po3ain 3.2.5.2.2 3.2; OHOB/EHHSA po3ainy 3.2.5.2,y
chnakoHy B BputaHis; 3B A3KY 3 BUJTYYEHHAM MOCWU/IAHHA HA METOJ, 2; OHOBJ/IEHO PO3A4in
KapTOHHI Kopo6Lyi BMPOGHMLITB 3.2.5.2.2.3.2; 3MiHn | TUNY - 3MiHM BUNPOGYyBaHb abo JOMYCTUMMNX MEX
0, NepBUHHA y npoueci Bupo6HuLTBa A®I, 1110 BCTAHOBNEHI Y crieundikaLisax - 3MiHu
ynakoBka: BMNpobyBaHb y NpoLieci BUpobHuuTBa Ad| (aranbcngasa 6eta r-
Xocnipa IHk., haGAL) ans kynbTypu KniTuH y maclutabi 2000 /1, OHOB/IEHHS po3ainy
Cnony4eHi 3.2.S.2.4 KOHTPO/Ib B NpOLLEeCi BUPOOHMLITBA 3@ NOKasHUkamu pH, nimitu
LWratn TUCKY 4151 dhasn pocTy, hasm 3MEHLLEHHS CUPOBOTKM, hasun 36opy
Amepuku; KMITUHHOT KyNbTypu; 3MiHK | TUNy - 3MiHa y MeTofax BUNpPo6yBaHHS
BUPOGHULTB roTOBOrO fiKapCcbKoro 3acoby - He3HauHa 3MiHa y 3aTBepKeHUX
0 KiHLIeBOro mMeTofax BUNPOOYBaHHS — YTOYHEHHS B METO/I BUNPOOYBaHHSA
npoaykTy Concentration by RP- HPLC ansi roToBOro nikapcbkoro 3acoby
(fillfinish), (BHeceHa 3amiHa KoediLjieHTa KopensLil 3 « r2» Ha «r»); He3Ha4yHa
KOHTPO/1b 3MiHa y 3aTBEpPMKEHNX MeTofax BUNPobyBaHHA A1 BUSHAYEHHS
cepii, uncTot Metogom BEPX (SDS-PAGE) - yTOUHEHHS B ONUCi NpoLeaypi;
nepBrHHa Ta 3MiHuM | TUNY - 3MiHa y MeTogax BunpobyBaHHA APl abo BUXigHOIO
BTOPUHHA marepiany/npoMiKHOro NPoAYKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
ynakoBka, npoueci Bupo6HuuTea A®| - He3HayHa 3MiHa y 3aTBEpAKEHNX MeToAax
[03BiN Ha BUNPO6YBaHHA APl — yTOUHEHHS B MeTO/i BUNpobyBaHHS
BUNYCK cepii Concentration by RP- HPLC gns gitouoi peqoBuHM (BHECEHHS 3aMiHa
(ansa 35 mr): KoedqoiLjieHTa Kopensauji 3 « r2» Ha «r»); He3Ha4yHa 3MiHa y
[oxeHsaim 3aTBEPAXEHNX MeToAax BUNPOOYBaHHS A/151 BUSHAYEHHS YACTOTK
IpnaHg, metogom BEPX (SDS-PAGE) - yTouHeHHs B onuci npoueaypi;
Nimiteg, He3HayHa 3MiHa y 3aTBepXeHnX MeTodax BUNpobyBaHHS - OHOB/IEHHS
IpnaHgais po34iny «CTabifbHICTb CUCTEMU Ta KpUTEPIi NPUAHATHOCTI» ANs

ineHTudbikauii metogom Peptide Map Assay; 3MiHV y meTogax
BunpobyBaHHA A®I T. Residiual solvent — oHOBNEHHS KpUTEPIiB
NPUAHATHOCTI cncTemm «system suitability» (GC); 3miHu | Tuny - 3miHa y
MeTofax BunpobysaHHs A®| abo BuxigHOro matepiasy/mpoMixHoro
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Ne Hassa ®dopma surnycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayjitiHo2
3aco6y 0 NocBiO4YeHHs
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIeci BUPObHULTBa
A®| - He3HaYHa 3MiHa y 3aTBEPMAXEHUX MeTogax BunpobysaHHa AdI T.
Hamster a GAL (ELISA); - yTOYHEHHS 4O Onucy MeToay TecTy:
npurotyBaHHs 6ydpepHoro po3umHy (FBS), 3amiHa oguHuLb
BMMIiptoBaHHA 3 ng/ml Ha ng/mg BigNoBigHO 3aTBEPAXEHIN cneuudikauil
AitoyoT pevoBuHN (arasicnaasn 6eta); HesHauHi 3MiHU y 3aTBEPLKEHNX
MeToZax BUNPOOYBaHHS - YTOYHEHHS KPUTEPIiB NPUIAHATHOCTI B METOSI
BnNpobyBaHHsa A®I Protein Impurities (ELISA)
218. | ®AKOBIT TabneTtkn ToBapucTBo 3 Ykpaina ToBapucTBO Ykpaina BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiais: 6e3 UA/7664/01/01
LL/TYHKOBOPO3YUHHi obmexeHo 3 3MiHM | TUMY - 3MiHa napameTpiB cnewudikauiin Ta/abo fonycTUMNX MeX peyenma
+ TabneTkun, BKpUTI BignoBigasbHi 06MeXeHo roTOBOrO NiKapCcbKoro 3acoby (BUIyYEHHSI HE3HAYHOIO MoKa3HMKa
060/10HKOI0, CTHO BignoBiga b (Hanpuknag, 3acTapifioro NokasHyka, Takoro sk 3anax Ta cMak, abo
KMLLKOBOPO34UHHI; "®hapmaueBTu HiCTIO iaeHTndikauis 6apBHMKIB Y CMakoBUX [106aBOK))
no 10 YHa KOMMNaHis "®apmavueBT
LLTYHKOBOPO3UNHHN "3po0pos'a” nyHa
X TabneTok y KOMMaHis
6nictepi Ta no 10 "3p0pos'a”,
BKPUTNX 0OOMOHKOIO, YkpaiHa (Bci
KMLLIKOBOPO3UYNHHUX cTagii
Tabnetok y 6nictepi; BMPOOHULITB
no 6 6nictepis (nNo a, KOHTPO/1b
Tpy 6nictepn AKOCTI,
KOXHOro BUay BUMYyCK
Tabnetok) y cepii);
KapTOHHI kopobuy; ToBapucTBo
no 30 3
LL/TYHKOBOPO3YUHHN 06MexeHo
X TabneTok y BignoBiganb
6nictepi Ta no 30 HICTIO
BKPUTNX 06O0MOHKOIO, "®APMEKC
KULLIKOBOPO3UYNHHUX reyn.,
Tabnetok y 6nictepi; YkpaiHa (BCi
no 2 6nictepu (no cragii
ogHoMmy 6nictepy BMPOGHMLITB
KOXHOro BUay a, KOHTPO/b
Tabnertok) y SIKOCTI)
KapPTOHHI Kopobui
219. | ®EHICTUN Kpanni opanbHi, 1 Hosapric LLiBeiiuapi Hosapric LLiBeiiuapi BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | Tuny - 6e3 UA/9377/01/01
mr/mn, no 20 mny KoHcbtomep ] KoHcblomep ] AAMIHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu micus peyenma
hNakoHi 3 Xenc C.A. Xenc CA NPOBaPKEHHA AiS/IbHOCTI BUPO6HUKa/iMnopTepa roToBOro JlikapCbKoro
KpanesnbHuueto; no 1 3aco0by, BKIKYaKUM AiNbHALL BUNYCKY cepii abo MicLe NpoBefeHHs
chnakoHy B KOHTPO/O SKOCTI. (AisIbHICTb, 3a Ky BiAnNoBigae BUpo6HMK/iMnopTep,
KapTOHHI Kopo6Lyi BK/IO4Al0UM BUMYCK Cepiid) - 3MiHa agpecy BUpobHuka HosapTic
KoHcetomep Xenc CA, Lseliyapis
220. | ®IAMOIPE/b TabneTkn, BKPUTI AHaHTa Benvka dnamiHro IHgis BHECEHHS 3MiH A0 peecTpayiiHux maTtepiaiis: 3a UA/7441/01/01
75 nniBKOBOKO Megikeap BpuTaHis $apmacboTu 3MiHU | TUNY - 3MiHW B IHCTPYKUiT 418 MeAUYHOro 3aCTOCyBaHHA Yy p. peyenmom
060/10HKOI0, M0 75 nra. Kanc Jta,., "Bupo6HuK", "MicLesHaxomkeHHs BUPO6HMKa Ta agpeca Micus

Mr no 10 TabneTok y

IHAis;

NPOBaPKEHHS AOr0 AisNIbHOCTI" A/1 MOX/IMBOCTI APYKYBATUW iHCTPYKLLiH0
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n/n

Hassa
JliKapcbKo20

dopma suUnycKy

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjitiHo2
0 MocsiO4YeHHs1

3acoby

6nicTepi; no 1, 3 abo
10 6nicTepiB y nauui

ApTypa
dapmacbHoTi
ka3 M.T.
Nta., IHais

AN KOXHOro BUpo6Huka /13 okpemo. BBeieHHA 3MiH npoTsirom 3-x
micsauiB nicnA 3aTBepAKeHHs

UA/13692/01/01

221.

DOPTEPA3

rpaHynu ons
OP&/TLHOTO PO3UNHY
no3r, 1cawe 3
rpaHyiamuv B
KapTOHHI Kopo6Lyi

Ekcenric
Xerncke C.J1.

IcnaHis

CMELIAN
MPOAYKTC
NANH
C.MA.

ITanisa

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepiasis: 3MiHu | TUny - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbknii 3aci6. 3MiHM Y BUPOOHULITBI. 3MiHA
iMnopTepa/3aMiHu, L0 CTOCYIOTLCS BUMNYCKY Cepii Ta KOHTPO/IHO SKOCTI
roToBOro Nikapcbkoro 3acoby (3amiHa abo fofaBaHHS BUPOOHMKA, L0
Bi4NoBiAa€e 3a BBE3EHHSA Ta/abo BMMNYCK cepii) - Bkaoyaroum
KOHTPO/b/BMNPOGYBaHHSA cepii - 3aMiHa BUPOBHMNYOT AifbHULL; 3MiHW |
TUNy - 3MiHK 3 AIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHW Y BUPOBHULITBI.
3amiHa abo BBeAEeHHA [0AATKOBOI Ai/TbHNLi BUPOOHMLITBA A1 YACTUHM
ab60 BCbOro BUPOGHMYOro MpoL,ecy roToBoro sikapcbkoro 3acoby
(ZinbHUUSA, Ha AKi NpoBOASATLCS OyAb-AKi BUPOOHUUI CTagjl, 3a
BMHATKOM BUWMYCKY CEpiii, KOHTPOO AKOCTi, MEPBNHHOIO Ta BTOPUHHOIO
nakyBaHHs, /19 HECTEPUTbHUX NIKaPCbKKX 3aco6iB) - CynyTHS 3MiHa
- 3MiHK 3 siKoCTi. FoTOBWMIA Nikapcbkuid 3aci6. 3MiHW Yy BUPOGHULTBI.
3amiHa abo BBeAEeHHSA [0AATKOBOI Ai/TbHNLi BUPOOHMLITBA A1 YACTUHM
a60 BCbOro BUPOGHMYOro NpoL,ecy roToBoro slikapcbKoro 3acoby
(BiNbHULA ANA BTOPUHHOIO NakKyBaHHS) - 3MiHK 3 IKOCTi. [0TOBWMiA
nikapcbkuii 3aci6. 3MiHM y BUPO6HMLTBI. 3amiHa abo BBeAEHHS
[0[AaTKOBOT AiNbHULI BUPOGHMLTBA A1 YACTMHM abo BCbOro
BMPOBHMYOro NPoLEecy roToBOro Mikapcbkoro 3acoby (4inbHUUsS Ans
NepBUHHOIO NakyBaHHS) - 3aMiHa BUPOGHMYOI AinbHUL

3a
peyenmom

UA/1636/01/01

222.

DPOPTYM™

NnopoLUoK AN
PO3YMHY A5t iH'EKLi
no 500 wmr; 1 donakoH
3 MOPOLLKOM Y
KapTOHHI Kopo6Lyi

nakcoCmiTK
NARH
Excnopt
Nimiteq

Benuka
BpuTaHis

nakcoCmiTK
NSAH
MaHydakTyp
nHr C.n.A.

ITanisa

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasiis: 3miHW |l Tuny - 3MiHn
oo 6e3nekn/ethekTMBHOCTI Ta chapmakoHarisgy. 3MiHN Y KOPOTKii
XapakTepucTuLi NikapCcbkoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKL,i
N8 MeVYHOro 3aCTOCYBaHHA Y 3B’A3KY i3 HOBUMM JaHUMU 3 SIKOCTI,
OOKNIHIYHUMUA, KNIHIYHUMY faHMK Ta faHnMK 3 dapMakoHarnsagy -
3MiHV BHECEHO A0 IHCTPYKUIT A48 MEANYHOIO 3aCTOCyBaHHSA
nikapcbKoro 3acoby Ao po3zinis "®apmakonoriyHi BnacTmsocTi”,
"Oco61BOCTi 3acTOCyBaHHA", "34aTHICTb BN/IMBATY Ha LUBUAKICTb
peakLii Npy KepyBaHHi aBTOTPaHCNOPTOM abo0 iHLWMMY MexaHismamm®,
"Cnocib 3acTtocyBaHHs Ta go3n", "TobiuHi peakuii”. BBeAeHHS 3MiH
NPOTArom 6-Tv MiCALIB MicNa 3aTBEPMKEHHS; 3MiHM |1 TUNY - 3MiHK
oo 6e3snekn/edeKTMBHOCTI Ta hapmakoHarnsagy. 3miHm y
TepaneBTUYHNX NOKa3aHHAX (fofaBaHHA HOBOrO TepaneBTUYHOro
nokasaHHs abo 3MiHa y 3aTBep)KEHOMY MOKa3aHHi) - 3MiHY BHECEHO A0
IHCTPYKUiT ANA MEeAMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby Ao
po3ainy "lMokasaHHA" (BHECEHO YTOYHEHHS [0 OAHOTO 3 Noka3aHb)
BBefeHHs 3MiH NPOTAroM 6-TW MiICALIB Nic/1A 3aTBEPAXEHHS

3a
peyenmom

223.

DOPTYM™

NopoLUoK AN
PO34MHY ANS iH'EKLi
no 1r; 1 dpnakoH 3
MOPOLLKOM Y
KapTOHHI Kopo6Lyi

nakcoCmitK
NARH
Ekcnopt
NimiTeq

Benuka
BpuTaHis

nakcoCmiTK
NSAH
MaHydakTyp
nHr C.n.A.

ITanis

BHECEHHS 3MiH 40 peecTpauiiHnX MmaTepiasiis: 3MiHu |l Tuny - 3MiHn
uono 6e3nekn/edpekTVBHOCTI Ta dhapmakoHarnsgy. 3MiHN Y KOPOTKii
XapaKkTepucTuLi NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKL,i
NS MeiVYHOTO 3aCTOCYBaHHA Y 3B'A3KY i3 HOBUMW AaHUMW 3 SKOCTI,
OOKNIHIYHUMUA, KNIHIYHUMY faHMK Ta flaHuMK 3 ddapMakoHarnsagy -
3MiHV BHECEHO A0 IHCTPYKUIT A/18 MEANYHOrO 3aCTOCYyBaHHSA

nikapcbKoro 3acoby Ao po3ginis "®apmakooriyHi BacTnBoCTi”,

3a
peyenmom

UA/1636/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep

peecmpayjitiHo2

0 NocBIOYEHHS

"Oco6nMBOCTI 3acTOCyBaHHSA", "34aTHICTb BM/IMBATU HA LIBUAKICTb
peakLii Npy KepyBaHHi aBTOTPAHCNOPTOM abo0 iHLIMMY MexaHismamm®,
"Cnoci6 3acTtocyBaHHs Ta fo3n", "TobiuHi peakuii”. BBeAeHHS 3MiH
NpPOTArom 6-T1 MiCALIB MiC/1A 3aTBEPMKEHHS; 3MiHM || Tuny - 3MiHK
oo 6e3nekn/edeKTMBHOCTI Ta hapMakoHarnsgy. 3miHu y
TepaneBTUYHMX NOKa3aHHAX (foAaBaHHSA HOBOro TepPaneBTUYHOrO
nokasaHHs abo 3miHa y 3aTBEp)KEHOMY NOKa3aHHi) - 3MiHN BHECEHO A0
IHCTPYKUiT 415 MEeAMYHOro 3aCTOCyBaHHSA Nikapcbkoro 3acoby Ao
po3giny "MokasaHHA" (BHECEHO YTOYHEHHS A0 OAHOTO 3 NOKa3aHb)
BBegeHHs1 3MiH NPOTAroM 6-Tu MiCALB Nic/ia 3aTBEPAKEHHS

224,

DOPTYM™

NopoLUoK AN
PO3UUHY ANS iH'EKL
no 2r; 1 cpnakoH 3
NMOPOLLKOM Yy
KapTOHHI Kopo6Lyi

nakcoCwmitK
NANH
Excnopt
NimiTen

Benvka
BpuTtaHis

nakcoCmiTK
NARH
MaHydakTyp
mHr C.n.A.

ITanisa

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MmiHu Il Tuny - 3MiHW
woao 6e3nekun/ehekTnBHOCTI Ta dhapmakoHarsgy. 3MiHN Y KOPOTKii
XapaKTepucTu1Li NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKL,i
AN MeAMYHOro 3aCTOCYBaHHA Y 3B'A3KY i3 HOBUMW A@HWMU 3 AKOCTI,
OOKNIHIYHUMUN, KNIHIYHUMW JaHMK Ta faHuMK 3 dapMakoHarnsagy -
3MiHW BHECEHO A0 IHCTPYKUIT 415 MEANYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby Ao po3zinis "®apmakooriyHi BiacTnsocTi”,
"Oco61MBOCTI 3acTOCyBaHHSA", "34aTHICTb BN/IMBATY Ha LUBUAKICTb
peakLii Npy KepyBaHHi aBTOTPaHCNOPTOM ab0 iHLWMMY MexaHismamm®,
"Cnoci6 3acTocyBaHHA Ta o3un", "To6ivHI peakuil”. BBeAeHHS 3MiH
NPOTAroM 6-T1 MiCALIB NiCNA 3aTBEPMKEHHS; 3MiHM || TUny - 3MiHK
oo 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy. 3miHm y
TepaneBTUYHMX NOKasaHHAX (f4oAaBaHHsA HOBOro TepaneBTUYHOrO
nokasaHHs abo 3miHa y 3aTBEp)KEHOMY NOKa3aHHi) - 3MiH1 BHECEHO A0
IHCTPYKUIiT 415 MEANYHOrO 3aCTOCYyBaHHSA Nikapcbkoro 3acoby Ao
po3ainy "MokasaHHA" (BHECEHO YTOYHEHHS 10 OAHOTO 3 NoKa3saHb)
BBefieHHs1 3MiH NPOTArom 6-T MiCALIB MiC/1A 3aTBEPKEHHS

3a
peyenmom

UA/1636/01/03

225.

LE®ENIM

nopoLUoK AN
PO3YNHY AN51 iH'EKLi
no 500 mr 1 donakoH
3 MOPOLLKOM Y navj
3 KapTOHY

M. BioTek
nTg

Benuka
BpuTaHis

ACTPA
CTEPITEK
MPABIT
NIMITEA,

IHAjA

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo aapecu micus
NPOBaf)KEHHS AiS/IbHOCTI BUPO6HUKa/iMnopTepa roToBOro JlikapCbKoro
3acoby, BK/IIOYAKUN [iNTbHUL BUNYCKY cepii abo MicLe NpoBeAeHHS
KOHTPO/O SIKOCTI. (ZisS/IbHICTb, 3a 5Ky BignoBigae BMpobHuUk/imnopTep,
BK/1OYaK0UM BUMYCK Cepiid) - 3MiHa agpecy BupobHuka M13 , 6e3 3MiHu
MicL BAPOOHMLTBA; 3MiHM | TURY - AQMIHICTPATUBHI 3MiHW. BunyyeHHs
BMPOBHUYOT AiNbHULI (BKNOYa0UX AinbHULi Ana APl npoMiKHOIo
npoaykTy abo roToBOro NikapCcbKoro 3acoby, AiflbHULI 4718 NPOBeAEeHHS
nakyBaHHs, BUPOOHMKa, BifMNoBifabHOMO 3a BUMYCK cepili, MicLe
NpoBeAEeHHS KOHTPOIO cepil) abo noctavasibHMKa BUXiLHOrO
MaTepiany, peareHTy abo fOMOMIKHOI PEHOBUHM (SKLLO 3a3HAYEHO Y
[0CbE) - BUTYYEHHS aNlbTepHaTUBHOT BUPOBHUYOI AinbHULi ansa M3
CAMPY[ ®APMACBIOTIKAMI3 NBT. ITA.

3a
peyenmom

UA/10108/01/01

226.

LE®ENIM

NopoLUoK AN
PO34MHY ANS iH'EKLi
no 1000 mr 1
dpakoH 3 NOPoLUKOM
y nauuii 3 KapToHy

M. BioTek
nTg

Benuka
BpuTaHis

ACTPAN
CTEPITEK
MPANBIT
NIMITE/,

IHgis

BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasis: 3miHu | Tuny -
AAMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo aapecu micus
NPOBaPKEHHA AiS/IbHOCTI BUPOOHUKa/iMnopTepa roToBoro JlikapCbKoro
3aco0by, BK/IYaKUMN AiNbHALL BUNYCKY cepii abo MicLe NPoBeAeHHs!
KOHTPOJO SKOCTI. (AisiNbHICTb, 3a 5Ky BiAnNoBigae BUpoGHMK/iMnopTep,
BK/THOHAK0UM BUMNYCK Cepiii) - 3MiHa aapecy BUpobHuka M3, 6e3 3MiHu
MicLsi BAPOOHULTBA; 3MiHM | TMny - AAMiHICTpaTMBHI 3MiHW. BuayYeHHs

3a
peyenmom

UA/10108/01/02




146

n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjitiHo2
0 MocsiO4YeHHs1

BMPOGHUYOI AinbHNL (BKIHOYAOUN AinbHNL Ans AD|, IPOMiXHOTO
npoAyKTy abo roToBOro MikapcbKoro 3acoby, AiNbHUL A8 NPOBeAeHHS
nakyBaHHs, BUPOGHUKA, BiAMOBIAANLHOIO 3a BUNYCK Cepiid, Micue
NpOBeAEHHS KOHTPOSIO cepii) abo nocTavasibHVKa BUXIAHOTO
MaTepiany, peareHTy abo AOMNOMDKHOI PEHOBUHM (AKLLO 3a3HAYEHO Y
[0CbE) - BUTYYEHHS aNlbTepPHATUBHOI BUPOOHUYOI AinbHUL ana M3
CAMPY ] ®PAPMACBIOTIKAN3 MBT. ITA.

227.

LE®POTPUH

NOpPOLLIOK A/st

PO34MHY ANS iH'EKL

no 1r; 1 cpnakoH 3
NOPOLLKOM B
KapTOHHI Kopo6Lyi

AHaHTa
Megikeap
nro.

Benvka
BpuTtaHis

"BeHyc
Pemegic
NimiTeg"

IHais

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TMny - 3mMiHa napameTpis cneuudikavin Ta/abo AoNyCTUMNX MeX
roTOBOrO JIiKapCbKOro 3acoby - 3 po3ainy «BigHOBNEHWI pO3UMH»
BU3HAYEHHS BUAMMMX YACTOK 3 BifNOBIAHUM METOAO0M BUNPOGYBaHHS
NepeHocnTLEA y Po34in «MexaHiuHi BKIHOUEHHS»;

- BUJyYeHHS nokasHuka «CepefHa Maca HanoBHEHHS», OCKIbKY
NpPOBOAMTLCA BUNPOBYBaHHS Ha OAHOPIAHICTb A030BaHUX OANHULL
3rigHo BUMoOr EP; - oHOBNEeHHs cneumdikadii 3a nokasHnkoMm CynpoBigHi
OOMILLKV ANS NPUBEAEHHS Y BiANOBIAHICTb A0 MoHorpadii USP Ha
rotosy nikapcbky coopmy Cefepime for Injection; 3miHu | TUNYy - 3miHa y
mMeTofdax BUNPOGYyBaHHS roTOBOTO JlikapCbKOro 3acoby
— NpVIBEAEHHA MEeTOANKN BUNPOOYBaHHS rOTOBOTO NiKapCbKoro 3acoby
3a nokasHukamu «CynpoBigHi AOMILLKM» Ta «KiNbKiCHE BU3HAYEHHS» Y
BiANOBIAHICTb A0 BUMOr MoHorpadii USP Cefepime for Injection.
BBefAeHHA 3MiH NpoTarom 3-x MicsAuiB Nic/is 3aTBepAKEeHHs

3a
peyenmom

UA/12006/01/01

228.

LUUNMPAM®

TabneTku, BKPUTI

NNiBKOBOKO
0060/10HKOI0, M0 10

Mmr, no 10 TabneTok
y 6nictepi; no 3

6nictepu B

KapTOHHIN nauui

BIOCAMHC
nTa.

Cnony4yeH
e
KoponiscT
BO
Benvkobp
nTaHii i
MiBHIYHOI
IpnaHgji

AxTasic J/ITa.

ManbTa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHM | TURy - 3MiHa y napameTpax cneuudikauin Ta/abo gonyctummx
MeX, BU3HaueHux y crneuudikayisax Ha A®l, abo BUXIZHNIA/MPOMIXHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCA Y npoueci BupobHulTea AdI -
oHosrieHHst DMF 3 Bepcii 11/2012-09-06 BepeceHb 2012 poky Ha
Bepcito 03 rpyaeHb 2016 poky, y 3B A3Ky JOMOBHEHHSAM cneuudikaui
HOBVM MOKa3HWKOM SKOCTi Ta BifNOBIAHUM MEeTOA0M BUNPOGYBaHHA 415
T. JOMiLLKKW; 3MiHM | TURY - 3MiHA BUPOOHMKa BUXigHOrO/MpOMKHOrO
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y BUPOGHNYOMY MpOLiECi
A®l, ab0 3miHa BUpo6HMKa - oHoBNeHHss DMF 3 Bepcii 11/2012-09-06
BepeceHb 2012 poky Ha Bepcito 03 rpyaeHb 2016 poky, Y 3B A3Ky 3
[ofaBaHHAM BUPOGHMKa NpoMixHoro npoaykTty Honour Labs Unit V ans
36i/1bLLEHHSI PO3MIpY cepil; 3MiHW | TUNY - 3MiHa BUPOOHMKa
BVXifHOro/MpOMKHOro NpPoAyKTy/peareHTy, L0 BUKOPUCTOBYHOTLCS Y
BMPOGHMYOMY npoLieci A®I, abo 3MiHa BUPOOHUKa (BKIKOYatouw, e
HeobXifHO, MicLe NpoBefeHHS KOHTPOSo AkocTi) APl (3a BigCyTHOCTI
cepTtudcpikaTa BiANOBIAHOCTI EBpoNeiichkili hapmakonei y
3aTBepAKEHOMY [0CbE) - OHOBMeHHA DMF 3 Bepcii 11/2012-09-06
BepeceHb 2012 poky Ha Bepcito 03 rpyaeHb 2016 poky, Y 3B A3Ky 3
A0AaBaHHAM BUPOOHMKA NPOMIXKHOIO NPOAYKTY; 3MiHM | TUny - 3MiHU B
npoueci BupobHuutea APl - oHoBneHHss DMF 3 Bepcii 11/2012-09-06
BepeceHb 2012 poky Ha Bepcito 03 rpyaeHb 2016 poky, Y 3B A3Ky 3
He3HauyHMMK 3MiHamK y npoLeci BUpobHuuTea APl y 3a3HaueHHi
CTapToBUX MaTepianis 4ns BUpobHuka npoaykty Venkar Chemicals
Pvt.Ltd; 3miHm | TURNY - 3mMiHa po3mipy cepii (Bknoyatoun gianazoHu) Adl
a60 NPOMIXXHOTO NPOAYKTY, SKMI 3aCTOCOBYETHLCA Y NpoLeci

3a
peyenmom

UA/14673/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjitiHo2
0 MocsiO4YeHHs1

BMPOGHMLTBA ADI| (36inbLIeHHS A0 10 pasiB MOPIBHSAHO i3
3aTBEpXEeHM PO3MipoM) - oHoB/ieHHA DMF 3 Bepcii 11/2012-09-06
BepeceHb 2012 poky Ha Bepcito 03 rpyaeHsb 2016 poky, Y 3B A3Ky 3i
3MiHamM po3mipy cepii NpomikHOro npoaykTy (stage 1)3 360 kr go 720
Kr; oHoBneHHa DMF 3 Bepcii 11/2012-09-06 BepeceHb 2012 poky Ha
Bepcito 03 rpyaeHb 2016 poky, y 3B A3Ky 3i 3MiHaMK1 po3mipy cepii
original process 42 kgs to scale-up process (113 kgs and 226 kgs);
3MiHUW | TUNY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiNOBIAHICTb [0 MOHOrpadii AdPY abo €Bponelicbkoi thapmakonel,
ab0 iHWOi HauioHasIbHOI dhapmakonei Aepxasn EC - oHoBneHHss DMF 3
Bepcii 11/2012-09-06 BepeceHb 2012 poky Ha Bepcito 03 rpyaeHb 2016
POKy, Y 3B A3Ky 3i 3MiHamu y cneumdikayii A®| T. Enantiometric purity y
BiANOBIAHICTb A0 BMMOr €Bponelicbkoi hapmakonei; oHoBneHHs DMF 3
Bepcii 11/2012-09-06 BepeceHb 2012 poky Ha Bepcito 03 rpyaeHb 2016
pOKy, Y 3B A3KY 3i 3MiHamu y creuudpikanii A®I 1. Description,
identification, specific optical rotation, loss on drying, water content, y
BiANOBIAHICTL A0 BUMOr €Bponelicbkoi hapmakonei; 3miHu | Tuny -
3MiHKM B npoLeci Bupo6Huutea A®I - oHosneHHs DMF 3 Bepcii 11/2012-
09-06 BepeceHb 2012 poky Ha Bepcito 03 rpyaeHb 2016 poky, y 3B 3Ky
3i 3MiHaMM y TeXHO/0r4YHOMY npoLeci (BKIOYEHHS B npoLec
OHOBJ/IEHMX PO3YMHHUKIB)

229.

LUNPAM®

TabneTkun, BKpUTI
nNiBKOBOKO
060/10HKOI0, N0 20
mr, no 10 TabneTok
y 6nictepi; no 3
6nictepu B
KapTOHHI nayui

BIOCAIHC
nTa.

CnonyyeH
e
KoponiscT
BO
Benuko6p
nTaHii i
NiBHiuHOT
Ipnanaii

AkTasic JITa.

MasnbTa

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasiis:
3MiHM | TUNy - 3MiHa y napameTpax cneuudikalin Ta/abo AonycTuMmx
MeX, BU3HaueHux y cneumdikadisax Ha A®l, abo BUXIAHNIA/NMPOMIXKHWMIA
NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y NpoLeci BUpobHMLUTBa ADI -
oHoBneHHss DMF 3 Bepcii 11/2012-09-06 BepeceHb 2012 poky Ha
Bepcito 03 rpyaeHb 2016 poky, y 3B A3Ky JOMOBHEHHAM cneuydikawlii
HOBMM MOKa3HUKOM SIKOCTi Ta BifMNOBIAHAM METOAOM BUMPOOYyBaHHA ANs
T. JOMiLLKM; 3MiHW | TUNY - 3MiHa BUPO6GHMKA BUXIAHOTO/NPOMIKHOIO
NpoAayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y BUPOOHMYOMY NPOLLECI
A®I, abo 3miHa BUpo6HYKa - oHoBneHHs DMF 3 Bepcii 11/2012-09-06
BepeceHb 2012 poky Ha Bepcito 03 rpyaeHb 2016 poky, y 3B A3Ky 3
[ofaBaHHAM BUPOGHMKa NpoMixXHOro npodykTty Honour Labs Unit V gna
36iNbLUEHHS PO3MIpY cepii; 3MiHK | TUMY - 3MiHa BUPOOHUKa
BUXiZAHOrO/MPOMIXKHOTO NPOAYKTY/peareHTy, L0 BUKOPUCTOBYHOTLCA Y
BMPOGHMYOMY npoueci A®I, abo 3miHa BUPO6HMKa (BKIOYaoum, e
HeobXxiAHO, MicLe NpoBeAeHHS KOHTPO/IO AKkocTi) AdI (3a BigCyTHOCTI
cepTudikaTa BiANOBIAHOCTI EBpoNeiickkili hapmakonei y
3aTBEPAKEHOMY [1OCbE) - OHOBNEHHs DMF 3 Bepcii 11/2012-09-06
BepeceHb 2012 poky Ha Bepcito 03 rpyaeHb 2016 poky, y 3B A3Ky 3
[0aBaHHAM BUPOBGHMKA NPOMDKHOIO NMPOAYKTY; 3MiHW | TUNY - 3MiHV B
npoueci BupobHuutea APl - oHoBneHHss DMF 3 Bepcii 11/2012-09-06
BepeceHb 2012 poky Ha Bepcito 03 rpyaeHb 2016 poky, y 3B A3Ky 3
He3Ha4YHMMKM 3MiHaMu y npoueci BUpo6HuLTBa A®I y 3a3HaYEHHI
CTapToBMX MaTepianis A1s BUpobHuka npoaykty Venkar Chemicals
Pvt.Ltd; 3miHM | TUNY - 3MiHa po3mipy cepii (Bkovaloun gianaszoHun) Ad|
ab0 NPOMiXHOro NPOAYKTY, SKWIA 3aCTOCOBYETHLCS Y NPOLEC
BMPO6HMLUTBA ADI| (36ibLIeHHA A0 10 pasiB NOPIBHSAHO i3

3a
peyenmom

UA/14673/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep

peecmpayjitiHo2

0 NocBIOYEHHS

3aTBEPXEHUM PO3MipoM) - oHoBrieHHss DMF 3 Bepcii 11/2012-09-06
BepeceHb 2012 poky Ha Bepcito 03 rpyaeHb 2016 poky, Y 3B A3Ky 3i
3MiHaMu po3Mipy cepii NPOMIDKHOro NpoAykTy (stage 1)3 360 kr go 720
kr; oHoBneHHs DMF 3 Bepcii 11/2012-09-06 BepeceHb 2012 poky Ha
Bepcito 03 rpyaeHb 2016 poky, Y 3B A3Ky 3i 3MiHaMu po3Mmipy cepii
original process 42 kgs to scale-up process (113 kgs and 226 kgs);
3MiHM | TUMY - 3MiHK, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTL A0 MoHorpadii AdY abo EBponeiicbkoi chapmakoner,
a60 iHWOI HauioHasIbHOIT chapmakonei gepxasn €C - oHoBeHHA DMF 3
Bepcii 11/2012-09-06 BepeceHb 2012 poky Ha Bepcito 03 rpyaeHb 2016
pOKy, Y 3B'A3Ky 3i 3MiHamu y cneumndikayii A®| 1. Enantiometric purity y
BiZJNOBIAHICTb O BUMOT EBponeiicbKkoi hapmakonei; oHoBneHHs DMF 3
Bepcii 11/2012-09-06 BepeceHb 2012 poky Ha Bepcito 03 rpyaeHb 2016
pOKy, Y 3B A3Ky 3i 3MiHaMu y cneumdikauii A®I 1. Description,
identification, specific optical rotation, loss on drying, water content, y
BIANOBIAHICTb A0 BUMOr E€Bponelicbkoi hapmakonei; 3miHu | Tuny -
3MiHM B npoueci BupobHuuTea APl - oHoBneHHsa DMF 3 Bepcii 11/2012-
09-06 BepeceHb 2012 poky Ha Bepcito 03 rpyaeHb 2016 poky, y 3B 3Ky
3i 3MiHamMK Y TEXHO/TOFYHOMY NpoLieci (BK/THOYEHHS B MpoLec
OHOB/1EHUX PO3YMHHUKIB)

230.

LIMINPO®/IOKCO

DAPM

Kpanni o4Hi/ BYLUHI,
po3unH 0,3% no 5
MY h1aKoHi-
KpanenbHuui; no 1
chnakoHy-
KpanesbHuLj y
KapTOHHI Kopo6Lyi

ToBapucTso 3
obmexeHor
BignoBigasbHi
cTio “®opc-
dapma
[nctpubioH

Ykpaina

K.T.
Pomdapm
KomnaHi
C.P.J.

PymyHis

BHECEHHS 3MiH 4O PEECTPaLiiHNX MaTepiasliB: 3MiHa 3asBHUKA
(BnacHviKa peecTpauiiHoro noceigyeHHs) (3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460); 3MiHK | TNy - 3MiHW WoA0 6e3nekn/edeKTUBHOCTI
Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHM [0 y3arasibHEHUX AaHnX
npo cucTemy dpapmakoHarnsgy (BBefeHHs y3araslbHEHUX AaHux npo
cuctemy hapmakoHarnsgy, 3miHa ynoBHoBaxeHoi ocobu,
BIANOBIAA/bHOI 3@ 34iiCHEHHSA hapmakoHarns4y; KOHTakTHOT 0cobm 3
thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHA dhapmakoHarnsagy B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif, yNOBHOBaXXeHOI 0cobu,
BIAMNOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsgy (Bkavaryumn
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-ghaiina cuctemm
hapmakoHarnagy). 3MiHa yrnoBHOBaXeHOT 0co6u, BiANOBiAabHOI 3a
hapmakoHarnsg: gitoya pegakuis - Kaingaw OneHa BacunisHa,
npornoHoBaHa pefakLis - Iwyk Hatans MeTpiBHa. 3MiHa KOHTaKTHUX
[aHux ynoBHOBaXEHOT 0co6U, BiNOBIAaNLHOI 3a thapMakoHariag,.

3a
peyerimom

UA/15845/01/01

231.

LUUTPAMOH B

Tabnetku no 6 abo
10 TabneTok y
cTpunax; no 6 abo
10 TabneTok y
6nictepax; no 6
TabneTtok y cTpuni;
no 2 a6o 10 ctpunis
y naulj 3 KapToHy;
no 10 TabneTok y
cTpuni; no 2 a6o 10
CTpuNiB y navuj 3
KapTOHY; Nno 6
TabneTtok y 6nictepi;

NAT
"MoHdpapm”

Ykpaina

NAT
"MoHchapm”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis:
3MiHM | TUny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta hapMakoHarnsay
- BBEJleHHS TeKCTY MapKyBaHHS A/18 NepBUHHOI ynakoBku (6nictepa)
nikapcbKkoro 3acoby

6e3
peyenma

UA/7359/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep

peecmpayjitiHo2
0 MocsiO4YeHHs1

no 2 a6o 10
6nicTepiB y navuj 3
KapToHy; no 10
Tabnetok y 6nictepi;
no 2 a6o 10
6nicTepiB y nauuj 3
KapTOHY

232.

LJAHOKOBA/IAM
IH (BITAMIH B12)

PO3YMH ANS iH'EKLiA,
0,5 mr/mnno 1 mnB
amnyni; no 10
amnysn y KOHTYPHiiA
YapyHKOBIl
ynakosuj; no 1
KOHTYpHilA
YapyHKOBIli ynakoBLyi
B Mauuj

MAT
"Tannudgpapm"

YKpaiHa

NAT
"Mannydapm

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TURY - 3MiHW y NpoLLeCi BUPOGHMLTBA rOTOBOTO /iKapCbKOro
3aco0y, BK/IOYatoUy NPOMKHWIA NPOAYKT, L0 3aCTOCOBYETHLCS MPU
BUPOBHULTBI rOTOBOrO NikapCbkoro 3acoby (He3HauyHa 3MiHa y npoueci
BMPOGHMLTBA)

3a
peyenmom

UA/7360/01/01

HauyanbHuK YnpaBniHHA cpapmMmaueBTUYHOI
AIANBHOCTI Ta AKOCTI (papmavueBTUYHOT NPoAYKLUil

T.M. 1ACKOBCbKUM




MEPENIK

AopaTok 4

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu

05.12.2018 Ne 2260

NIKAPCbKNX 3ACOBIB (MEANYHMX IMYHOBIO/TONYHNX NPEMNAPATIB), AKUM BIAMOB/IEHO ¥ AEP)XABHIN PEECTPALLI, NEPEPEECTPALLI TA
BHECEHHI 3MIH 4O PEECTPALUIMHNX MATEPIANIB

TA AEP>XABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHU

donakoHi; no 1
onakoHy B
KOMMNEKTi 3i
LUNPULLOM-
[o3atopom no 5
MJ1 B KAPTOHHIi
Kopobu,i

BMPOBHUKOM Papmanigep,
C.A))); TOB HOC dapmauis,
MonbLa (Bunyck cepii); ®amap
Hepepneng B.B., Higepnanan
(BMPOGHMLTBO, NEPBUHHE Ta
BTOPWHHE MakKyBaHHS, KOHTPO/1b
AKOCTI, BUMYCK Cepii roTOBOro
nikapcbKoro 3acoby);
dapmanigep, C.A., IcnaHis
(KOHTPO/Ib AKOCTI ( 32 BUHATKOM
MiKpOGiOMOriYHOro KOHTPOJIHO),
BWNYCK cepii roTOBOro
npoaykTy); dapmacbeppa

Ne Ha3sBsa nikapcbko2o ®opma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa rliocmasa lpoyedypa
n/n 3acoby
1. IBYNPOM ANnsA cycneHsis KOHina6, NN CLA Biona6 C.J1., IcnaHis Icnanis/ | 3acigaHHs BigmoBUTK y 3aTBEPAKEHHI - BUMPABNEHHS TEXHIYHMX MOMWUIOK Y
DITEN opasbHa, no 100 (anbTepHaTMBHA AiNbHALA AN1A Monbwa | HTP Ne 42 Big, | meTogax KOHTPOO SKOCTI, Siki 6y fonyLieHi npu nepepeecTpauii
mr/5 mn no 100 npoBeAeHHs MiKpo6iosoriYHoro / 08.11.2018 N3, npu nepeHeceHHi iHhopMauii 3 MaTepiasiiB peecTpauiiiHoro
mn, 150 mn a6o KOHTponto (cy6aorosip 3 Higepna pocke (po3ain 3.2.P.5.1-2 ): y cneundikauii Ha BUNycK Ta Ha TEPMiH
200 mn y dpnakoHi; BMpPO6HUKOM Papmartigep, HAK npugaTHOCTi  3a  KOXHUM  posginom -  «PacTBopeHue»,
no 1 chnakoHy y C.A)); TOB tOC dapmauis, «KonunyectBeHHoe onpegeneHne néynpodeHa», «KonnyectseHHoe
KOMMAeKTi 3i MonbLwa (Bunyck cepii roToBoro onpegeneHve Hatpus 6eH3oaTa», «ConyTCTBYOLME NPUMECKH»
LUMPULIOM- npoaykTty); ®amap Higepnanan fJofaBaHHA CnoslyyHuKa «abo» Mix metogamm | i ll, wo gae amory
fo3saropom no 5 B.B., Higepnangn npoBoaMTM abo nepmii metog abo Apyruii MeTof; a 3a po3fi/iom
MJ1 B KAPTOHHIi (BPOGHNLTBO, NEPBUHHE Ta «B’A3KICTb» Y KpUTEpIiX NPUAHATHOCTI 3a3HaunTW BIipHO OAMHWL
Kopobui BTOPWHHE NaKyBaHHS, KOHTPO/Tb BMMIpIOBaHHs, TO6TO «cl13» 3amicTb «clla», OCKiNbkMn 3a3HavyeHe
SIKOCTI, BUNYCK Cepii roToBOro BMMpPaB/IEHHS He BiANOBIAAE MaTepiasiaM peecTpaLiiHoro Aocke
npoaykTy); ®apmanigep, C.A.,
IcnaHis (KOHTponb SKOCTi (3a
BMHAATKOM MiKpPOG6ionoriYHoro
KOHTPO/I0), BUNYCK cepii
roTOBOrO NPOAYKTY);
dapmacieppa MaHyaKTypiHr,
C./1., IcnaHis (BMPOGHMLTBO,
nepBUHHE Ta BTOPVHHE
nakyBaHHS, KOHTPO/b SKOCTI,
BUMYCK Cepii roToBOro
NPOAYKTY )
2. IBYNPOM AN cycneHsis opanbHa | KOHina6, Nn CWA Biona6 C./1., IcnaHis IcnaHis/ 3acigaHHs BigmoBUTK Y 3aTBEPAXKEHHI - BUMPaBNEHHS TEXHIYHUX MOMUIOK Y
OITEA ®OPTE no 200 mr/5 mn no (anbTepHaTMBHA AiNbHULA 4NA Monbwa/ | HTP Ne 42 Big | meTodax KOHTPO/IO SKOCTI, AKi 6ynv AonyLieHi npu nepepeectpawi
30 mn, 100 mn, NpoBeAEeHHS MIKpOG6ioNoriYHoro Higepna 08.11.2018 N3, npu nepeHeceHHi iHhopMauii 3 MaTepiasiiB peecTpauiiHoro
150 mn, 200 mny KOHTpo/to (cy6a0roBip 3 HAW pocbe (po3ain 3.2.P.5.1-2 ): y cneundikaLii Ha BUNYCK Ta Ha TEPMIH

npuaaTHOCTi  3a  KOXHUM  po3ginom -  «PacTBopeHue»,
«KonnuecTBeHHoe onpegeneHne néynpodeHa», «KonnyectseHHoe
onpegeneHne Hatpus GeHsoata», «ConyTCTByHOLME MNPUMECU»
[0faBaHHA CrnoslyyHuKa «abo» mix metogamu | i ll, wo pgae 3mory
npoBoAUTM abo nepwmini MeTog abo Apyruii MeTod, OCKiNbKM
3a3HayeHe BMNPaB/EHHS He BignoBigae maTepianam
peecTpavuiiiHoro Aocbe




151 ITpojoBxeHHs fojaTKa 4

MaHydekuypiH, C.J1., IcnaHia
(BMPOGHMLTBO, NEPBUHHE Ta
BTOPWHHE NaKyBaHHS, KOHTPO/Ib
AKOCTI, BUMYCK Cepii roTOBOro
NiKapCcbKoro 3acoby)

HavyanbHuK YnpasniHHA papmaueBTUYHOT

[IANBHOCTI Ta AKOCTI (papmaueBTUYHOT NPOAYKLiT T.M. NIAcKoBCbKUi
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