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

HAKA3Y1O:

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

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

3. BHectn 3MmiHM [0 peecTpauiHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
miKapchKMX 3acobiB YKpaiHM Ha JTKapcekKi 3acobu (MeauuHi imMyHOOiosoriudi
TriperapaTy) 3TriJJHO 3 MepesiikoM (JOoAaToK 3).
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4. KOHTpOJIb 3a BUKOHAHHSM LJbOI'0 HaKa3y MOK/IAaCTU Ha 3acTyrHuKa MiHicTpa
Inuka P.P.

B.o. MinicTpa Y. CYIIPYH



3actynHuk MiHicTpa
HauvanbHUK YTipaB/iiHHA
dhapMalieBTUYHOI AisTbHOCTI

Ta SIKOCTi hapMalieBTHUHOI TTPOAYKIIil

HauasibHUK YTipaBiiHHS IPaBOBOr'O
3abe3reueHHs

HauanbHUK YTipaBiiHHA

opraisatjifiHoro 3abe3rneueHHst pob60TU

arlapary

3aBigyBau CeKTOpy OL[IHKK Ta
YCYHEHHS KOPYIILIIMHUX PU3HKIB

HauasnbHUK YTipaBiiHHA Oprati3sariil
poboTu KepiBHUI[TBa 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

I'ynan H.B.
200-06-68
223-58-20

P. Inuk

T. JISCKOBCLKUM

JI. [Jlem1lieBCbKa

I. Bennuko

C. Mycisika

C. AHTOHOB

- 2 IPUMipHUKHA

- 1 npyuMipHUK
- 1 npyUMipHUK

- 1 npuMipHUK



NMEPENIK
3APEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEAUYHUX IMYHOBIO/TOIN4YHUX NPEMAPATIB), AKI
BHOCATBLCA A0 AEPXXABHOI'O PEECTPY JNIKAPCbKUX 3ACOBIB YKPAIHA

Jopartok 1

[0 Hakasy MiHicTepcTBa OXOpPOHU
300pOB’A YKpaiHu
03.01.2018 Ne 12

Ne Hassa nikapcbko2o Popma surnycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknamy Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiIBHUKa BUPOGHUKa Bionycky BaHHs1 peecmpayiliHo2o
YnakosKa) nocsi0YeHHs1
1. | BEHAAMYCBICTA NOPOLLOK ANs Mictpan Benuka (BignoBiganbHuiA Yecbka peecTpauisf Ha 5 pokis 3a He UA/16512/01/01
NpUroTyBaHHsA Kenitan BpuTtaHis 3a BUNycK cepii) Pecny6nika/ MepioAnYHICTb NOAAHHA PErynsapHo peuenmom | nidnsieae
KOHLleHTpary ans MeHepKMeHT CiHTOH c.p.o., Icnanis/ OHOB/IOBAHOrO 3BiTY 3 6Ge3neKkn BiANOBILHO
NPUroTyBaHHS PO3YMHY Nimiten Yecbka Bonrapis o Mopsaaky 34iiicHeHHs dhapMakoHarisay,
Ans iHdy3iii no 25 mry Pecnyb6nika; 3aTBepXeHoro HakasoMm MiHicTepcTea
dhnakoHi; no 1 chnakoHy (BignoBiganbHuii OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
B KapTOHHIil kopobu;. 3a BUNycK cepir) 2006 poky Ne 898, 3apeecTpoBaHuii B
CiHTOH XicnaHis, MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
C.J1., IcnaHis; 2016 poky 3a Ne 1649/29779 (y pegaxuii
(BTOPUHHE Haka3y MiHicTepcTBa OXOPOHW 310POB’s
nakyBaHHs) YkpaiHu Bif 26 BepecHsi 2016 poky Ne 996),
Oxi | CTaHOBWTb: 3ri4HO 3i CTpOKamu,
dapmacbloTikan 3a3HaYeHMn y NepiognyHOCTI NOAaHHSA
c, N4, perynspHux 3BiTiB 3 6e3neku.
Bonrapisi;
(BMpOGHMLTBO,
nakyBaHHs)
OHKOMeE[,
MaHyhekTypiHT
a.c., Yecbka
Pecny6nika
2. | BEHOAMYCBICTA NOpPOLLOK AN1A MicTpan Benuvka (BignoBiganbHuiA Yecbka peecTpauif Ha 5 pokis 3a He UA/16512/01/02
NpUroTyBaHHsA Kenitan BputaHis 3a BUNycK cepii) Pecny6nika/ MepiognyHICTb NOAAHHA PErynsapHo peuenmom | nidnsieae
KOHLleHTpary ans MeHeKMeHT CiHTOH c.p.o., Icnanis/ OHOB/IOBAHOrO 3BiTY 3 6Ge3neKkn BiANOBILHO
NPUroTyBaHHA PO34NHY Nimiten Yecbka Bonrapis o Mopsaaky 34iiicHeHHs dhapMakoHarisay,
Ans iHdy3iii no 100 mry Pecnyb6nika; 3aTBepXeHOro Hakasom MiHicTepcTBa
dhnakoHi; no 1 chnakoHy (BignoBiganbHuii OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
B KapPTOHHI1 kopobu,. 3a BUNYyCK cepif) 2006 poky Ne 898, 3apeecTpoBaHuii B
CiHTOH XicnaHis, MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
C.J1., IcnaHis; 2016 poky 3a Ne 1649/29779 (y peaaxuii
(BTOpUHHE Hakasy MiHicTepcTBa OXOPOHM 3[,0POB’S




Ne Ha3ssa nikapcbko20 Popma surnycky 3asasHuK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamy Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKy BaHHS peecmpayjiliHo2o
yrnakoska) nocsio4YeHHs1
nakyBaHHs) Ykpainu Big 26 BepecHs 2016 poky Ne 996),
i | CTaHOBUWTbL: 3rigHO 3i CTpoKamu,
dapmacbloTikan 3a3HaYeHMMK y NepioanYHOCTI NOAAHHSA
c, NI1a, perynsipHux 3BiTiB 3 6e3neku.
Bonrapis;
(BUPOGHULTBO,
nakyBaHHs)
OHKOMe[,
MaHyOEeKTYPIHT
a.c., Yecbka
Pecny6nika
3. | ETUAIMETUATIAPO | kpucTaniyHuii nopoLlok ToBapucTBO 3 Ykpaina ToBapucTBo 3 YkpaiHa peecTpaList Ha 5 pokis - He UA/16514/01/01
KCuUniPMaAnNHY (cybcTaHuif) y milukax 06MEXeHOo 06MEXEHO nionsieae
CYKUUHAT nonieTuneHoBux 415 BigNoBiAa/IbHICT BignoBigasIbHICT
thapmaveBTU4HOro 10 "GPAPMXIM" 10 "GAPMXIM"
3aCTOCYyBaHHSA
4. | IBAHOPOHOBA KOHUEeHTpaT ans Akkopa Benuka Bupo6bHuuTBO IHais/ peecTpauis Ha 5 pokis 3a He UA/16515/01/01
KUCNOTA AKKOPJ, | po3uunHy ans iHdysii, 1 Xenckea N14. BpuTtaHis rotosoro 13, Benvka peyenmom | nidnsieae
Mmr/mA, no 2 mn tano 6 nepBuHHe, BputaHis
My donakoHax Nel BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI:
IHTac
PapmacboTuken
c Nlimiteq, IHAis;
BTopuHHe
nakyBaHHs:
Akkopfa Xenckea
NimiTen, Benvka
BpiTaHisi;
BignosiganbHuii
3a BUMYCK cepii:
AKKopg, Xesnckea
NimiTen, Benuka
BpuTaHia
5. | INPATPONIO KpucTaniyHuin NopoLLoK MAT "dapmaxk” YkpaiHa Tocoximika ITania peecTpauis Ha 5 pokis - He UA/16516/01/01
BPOMIA (cybcTaHuis) y Milkax C.nA nionsizae
noagiliHmx
nonieTuNeHoBNX Ans
dhapmaLeBTU4YHOro
3aCTOCYyBaHHSA
6. | KKO-MIH 100 TabneTkn, BKPUTI Ankem IHais Ankem IHais peecTpauist Ha 5 pokis - He UA/16517/01/02
NNiBKOBOK 060/I0HKO0 Na6opaTopi3 Na6opatopis niossieae
no 100 wmr in bulk Ne100 Ntp nta




Ne Ha3ssa nikapcbko20 Popma surnycky 3asasHuK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamy Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKy BaHHS peecmpayjiliHo2o
yrnakoska) nocsio4YeHHs1
y N1acTukoBomy
KOHTeliHepi
7. | KHO-MIH 100 TabneTku, BKPUTI Ankem IHais Ankem IHAis peecTpaList Ha 5 pokis 3a He UA/16518/01/02
NNiBKOBOIO 060/I0HKOK JNabopaTtopi3 JTabopatopi3 peuenmom | nidnsieae
no 100 mr Nel0 (10x1) y nrtp nta
6nicTepax
8. | KIO-MIH 200 TabneTku, BKpUTI Ankem IHAis Ankem IHgis peecTpauisi Ha 5 pokis - He UA/16517/01/03
NNiBKOBOIO 060/I0HKOI Nab6opaTtopi3 Na6opatopis nionsieae
no 200 mr in bulk Ne100 nrtp, Nt
y N1acTUKOBOMY
KOHTeWHepi
9. | KKO-MIH 200 TabneTkn, BKPUTI Ankem IHais Ankem IHais peecTpauist Ha 5 pokis 3a He UA/16518/01/03
NAiBKOBOK 060IOHKOI0 Na6opaTopi3 Na6opatopis peyenmom | nidnsieae
no 200 mr Nel0 (10x1) y nrtp nta
6nicTepax
10. | KHO-MIH 25 TabneTku, BKpUTI Ankem IHais Ankem IHais peecTpauif Ha 5 pokis - He UA/16517/01/01
NNiBKOBOI 060/I0HKOI Nab6opaTtopi3 Nab6opatopi3 nionsieae
no 25 mr in bulk Ne100 y nrtp, Nty
nn1acTUKoBOMY
KOHTEeWHepi
11. | KHO-MIH 25 TabneTkn, BKPUTI Ankem IHgis Ankem IHais peecTpauist Ha 5 pokis 3a He UA/16518/01/01
NNiBKOBO 060/I0HKO0 Na6opaTtopi3 Na6opatopis peuenmom | nidssieae
no 25 mr Nel10 (10x1) y nrtp nth
6nictepax
12. | KHO-MIH 300 TabneTku, BKPUTI Ankem IHais Ankem IHAis peecTpauis Ha 5 pokis - He UA/16517/01/04
NNiBKOBOI 060/I0HKO Nab6opaTopi3 Nabopatopi3 nionseae
no 300 wmr in bulk Ne60 y nTg, nth
nnacTUKoBOMy
KOHTelHepi.
13. | KHO-MIH 300 TabneTku, BKpUTI Arnkem IHAis Ankem IHgis peecTpauis Ha 5 pokis 3a He UA/16518/01/04
NNiBKOBOI 060/I0HKOI Nab6opaTopi3 Nabopatopi3 peuenmom | nidnsieae
no 300 mr Ne10 (10x1) y nrtp, nrg
6nictepax
14. | NO3APTAH TabneTku, BKPUTI TOB "TeBa Ykpaina AT YropwuHa peecTpaList Ha 5 pokis 3a He UA/16519/01/01
NNKC-TEBA NNiBKOBOI 060JI0HKOO, Ykpaina" PapmaueBTUYHU MepiognyHICTb NOAHHS PErYNSAPHO peuenmom | nidnsieae

no 50 mr/12,5 mr Ne30
(10x3), ab6o Ne60 (10x6),
ab6o Ne90 (10x9) y
6nicTepax

i 3aBog TEBA

OHOBJ/THOBAHOrO 3BITYy 3 6e3nekun BiANOBIAHO
[0 Mopagky 3ailicHeHHsa thapmakoHarnsay,
3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHW 3[10POB’S
Ykpainu Big 26 BepecHs 2016 poky Ne 996),




Ne Ha3ssa nikapcbko20 Popma surnycky 3asasHuK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamy Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKy BaHHS peecmpayjiliHo2o
yrnakoska) nocsio4YeHHs1
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku
15. | NNIO3APTAH TabneTkn, BKPUTI TOB "TeBa Ykpaina AT YropwmHa peecTpauist Ha 5 pokis 3a He UA/16519/01/02
NNKC-TEBA NNiBKOBOK 060/I0HKOH, YkpaiHa" dapmaueBTUYHU MepioAnYHICTb NOJAHHA PerynsapHo peuenmom | nidssieae
no 100 mr/25 mr Ne 30 1 3aBog TEBA OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANoBIAHO
(10x3) y 6bnicTepax 0o MNopsaky 34ificHeHHs hapmakoHarnsagy,
3aTBEPMAXEHOro Hakas3oM MiHicTepcTea
OXOPOHU 370POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
YkpaiHu Bif 26 BepecHst 2016 poky Ne 996),
CTaHOBWTL: 3riHO 3i CTpOKamu,
3a3HayveHMMn y NepiognyHOCTI NOAAaHHSA
PEerynsipHux 3BiTiB 3 6e3neku
16. | HEO®D/A3IA rycTuii ekcTpakT ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa peecTpais Ha 5 pokis - He UA/16520/01/01
(cybcTaHuisl) y EMHOCTSIX 0bMexeHo 0bMexeHot nionsizae
3 HepxaBitouoi cTani abo | BignosiganbHicT BignoBiganbHICT
KaHicTpax 10 "HaykoBo- 10 "HaykoBo-
naacTMacoBmx Ans BUPOGHMYA BMPOGHMYA
hapmaueBTUYHOTO KOMnaHis KOMnaHis
3aCTOCyBaHHSA "Ekochapm” "Ekodpapm”
17. | HITPO®YPAHTOIH | kpuctanu a6o api6Huii FOHIMAPK IHAis FOHIMAPK IHgis peecTpauis Ha 5 pokis - He UA/16521/01/01
Y MOHOTrIAPAT nopoLuok (cybcTaHuis) y PEMEJIEC PEMEAIEC nionsieae
noAgiliHMX NIMITEL NIMITEL
nonieTNeHOBUX MiLLKax
OnA dhapmaLeBTUYHOro
3aCTOCYBaHHS
18. | HYKANA™ NOPOLLOK A1 PO3UYUHY "nakcoCmiTKns Benuvka nakcoCmiTKnsi ITanis peecTpauis Ha 5 pokis. MNepiognyHiCcTb 3a He UA/16522/01/01
ONs iH ekyin no 100 mry H EkcnopT BpuTaHis H nofaHHs perynsipHO OHOB/IOBAHOIO 3BITY 3 peuenmom | nidnsieae
dhnakoHax Nel, Ne3 Nimiten MaHyhakTypuHr 6e3neku BignosigHO f0 MNopsaaky 34iNCHEHHS
C.n.A. dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOPOHM 340P0B’'S YKPaiHu Bif,
27 rpygHa 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi rocTuii
Ykpainu 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y peaakuii Hakady MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3
nignyHKTOM 1 NyHKTY 2 rnasm 3 posginy V.
19. | OKCA 100 KOHUEeHTpaT ans Emkyp IHais Emkyp IHais peecTpauis Ha 5 pokis 3a He UA/16523/01/02
PO34mnHY ANns iHdy3il, 5 dPapmacbioTikan dapmacbioTikan peuyenmom | nidnsieae




Ne Ha3ssa nikapcbko20 Popma surnycky 3asasHuK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamy Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKy BaHHS peecmpayjiliHo2o
yrnakoska) nocsio4YeHHs1

mr/mn no 20 ma (100 mr) c NTp. c Nta.
y dhnakoHax Nel

20. | OKCA 50 KOHLeHTpaT ans Emkyp IHAiA EmKkyp IHAis peecTpaLis Ha 5 pokis 3a He UA/16523/01/01
PO34MHYy A5 iHQY3in, 5 dapmacbtoTikan dapmacbtoTikan peuenmom | nidnsieae
mr/mn no 10 mn (50 mr) c NTp. c NTo.
y donakoHax Nel

21. | ®PIBE® KOMBI po3uunH ang iHranauin no | MAT "dapmak” YkpaiHa MAT "dapmaxk” YkpaiHa peecTpauisi Ha 5 pokis 3a He UA/16525/01/01
20 mn abo no 25 mny peuenmom | nidssieae

dhnakoHi; no 1 chnakoHy
y nayui

MepiognyHiCTb NOAAHHA perynspHo
OHOB/THOBAHOrO 3BITY 3 6e3nekn BiANOBIAHO
[0 Mopagky 3ailicHeHHA chapmakoHarnsgy,

3aTBEpPKEHOro Haka3om MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Big, 27 rpygHs

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainun 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepaxuii
Haka3sy MiHicTepcTBa OXOPOHMW 340POB’A

Ykpainu Bif 26 BepecHsa 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HaYeHMMK y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku

HauanbHuK YnpaBniHHA (hapmaleBTUUYHOI
DIANBbHOCTI Ta AKOCTi (hapmaueBTUYHOT NPOAYKLiT

T.M. NAacKOBCbKUu




NEPENIK
NMEPEPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEAUYHNX IMYHOBIONIOTNYHUX MPEMAPATIB), AKI BHOCATBCH A0
AEPXXABHOI'O PEECTPY NNIKAPCbKUX 3ACOBIB YKPAIHA

Jopatok 2

[0 Hakasy MiHicTepcTBa OXOpPOHU
300pOB’A YKpaiHu
03.01.2018 Ne 12

Ne Ha3ssa nikapcbko20 dopma sunycky 3asaBHuUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitliHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiiHo
ynakoska) 20
nocsioYeHHs1
1. | AMITPUOTUNIHY PO34MH ANa iH'ekuiid, 10 ToBapucTso 3 YkpaiHa KOHTPO/Ib AKOCTI, YkpaiHa MepepeecTpaLlisi Ha HEOBMEXEHNI TEPMIH. 3a He UA/4872/02/01
riAPOXNMOPUA-O3 | mr/mn no 2 Ma B amnyni; 06MEXEHO BUMYCK cepil: 3MiHu | TMny - 3MiHK Woao peyenmo niossiecae
no 10 amnyn y nayui 3 BiAgnoBigasIbHi ToBapucTBO 3 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsay. M
KapTOHY CTIo obmexeHoto 3MiHa y KOpOTKili XxapakTepucTui
"focnigHnii BiANOBIAA/IbHICT NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
3aBof, 10 "JocnigHnii IHCTPYKLT A1 Me4UYHOro 3aCTOCYBaHHA Ha
"rHUnAC 3asog "rHUAC", niacTasi perysisipHO OHOB/IOBAHOrO 3BITY 3

YKpaiHa;

BCi cTagii
BMPOGHMLTBA,
KOHTPO/Ib AKOCTI,
BUMYCK cepil:
ToBapucTBO 3
06MeXeHO
BiANOBiAa/IbHICT
10 "XapkKiBCbke
hapmMaueBTNUHE
nigNPUEMCTBO
"3a0poB'A
Hapoay",
YkpaiHa

6e3rnekun nikapcbkoro 3acoby, abo
JocnifpkeHb 3 6e3neky 3acToCyBaHHs
nikapcbKoro 3acoby B nicnspeecTpavyjinHuii
nepiog, abo sk pe3ynbTart OLiHKM 3BITY 3
JocnigpkeHb, NpoBefeHnX BignosigHoO A0
nnady negiarpnyHux gocnigpkeHs (PIP)
(3MiHY y3rofkeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHom) - 3MiHN BHECEHO
[0 IHCTpyKUii AN MEeAMYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby go posginy “rNokasaHHa"
(yToueHHs iHchbopmaLii), a Takox A0 po3ainis
"B3aemogis 3 iHWMMU fliKapCbKuMu
3acobamu Ta iHWi B1UAW B3aeEMogiin",
"Ocob6nmBoCTi 3acTocyBaHHSA", "T06IYHI
peakuii" BiANOBIAHO 4O OHOBMEHOT
iHbopMawii 3 6e3neku Ajlyol pevyoBMHN Ta
BWUCHOBKY KOHCY/TbTaTUBHO-E€KCMEPTHOT rpynu
"Hesponoris. Mecuxiatpis. Jlikapcbki 3acobu”.
MepiognyHICTL NOAAHHS PerynsipHo
OHOBJIHOBAHOrO 3BITYy 3 6e3nekun BiANOBIAHO
[0 Mopsagky 3ailicHeHHs chapMakoHarnsay,
3aTBepAXEHOro Hakasom MiHictepcTea
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii




10

n/n

Hazsa slikapcbko20
3acoby

Popma surnycky
(nikapcbka cpopma,
yrnakoska)

3asBHuUK

Kpaina
3asBHUKaA

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo
2o
nocsBi0YeHHs

Hakasy MiHicTepcTBa OXOPOHM 340POB’A
YkpaiHu Bif 26 BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HayYeHMM y NepiognyHOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.

3a

He

UA/7940/01/01

AMMOAVNIH-
DAPHULA

Tabnetku no 5 mr; no 10
Tab/1eToK Y KOHTYPHIl
YapyHKOBIll ynakoBLii; No
2 KOHTYpPHi YapyHKOBI
yNakoBKM y naui

MpAT
"®apmaueBTun
YHa hipma
"NapHnua”

YkpaiHa

MpAT
"®apmaueBTUyH
a thipma
"NapHuus”

YKpaiHa

nepepeecTpavisi Ha HEOOGMEXEHWNIA TEPMIH.
3MiHu | TUny - 3MiHK Woao
6e3nekn/edhekTUBHOCTI Ta thapmakoHarnsgy.
3MiHM Y KOPOTKIll XapakTepucTuui
NikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKLUT 418 MeAUYHOro 3aCTOCYBaHHSA
reHepuYHnX/ribpmaHnx/6ionodioHmMx
NikapcbKnx 3acobiB nicns BHECEHHs Tiel
camoi 3MiHM Ha pedhepeHTHWI npenapat
(3MiHa He NOTpebye HaAaHHS XXOAHUX HOBUX
[ofaTkoBux gaHux) (3MiHUM BHECEHO [0
IHCTPYKLii y po3ginu: "B3aemogis 3 iHWyMK
nikapcbknMK 3acobamu Ta iHLWi BUAN
B3aemogiit”, "Cnocib 3acTtocyBaHHs Ta
[o3un", 3rigHo 3 iHchopmMauieto Woao
MeAMYHOro 3acTOCyBaHHS ped)epeHTHOro
nikapcbkoro 3acoby (HOPBACK®, Tabnetku
5 mr a6o 10 wmr).
MepiognyHICTL NOAAHHS PerynsipHo
OHOBJIHOBAHOrO 3BITYy 3 6e3nekun BiANOBIAHO
[0 Mopsagky 3ailicHeHHs chapmakoHarnsay,
3aTBepAXEHOro Hakasom MiHictepcTea
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’S
YkpaiHu Bif 26 BepecHsi 2016 poky Ne 996),
CTaHOBWTbL: 3ri4HO 3i CTpoKamu,
3a3HavYeHMU Y NepiofnMYHOCTI NoAaHHA
perynspHux 3BiTiB 3 6e3neku.

peyenmo
M

3a

nionsicae

He

UA/7940/01/02

AMMIOAVNIH-
JAPHULA

Tabnetkv no 10 mr; no
10 TabneToK y KOHTYPHIiA
YapyHKOBIli ynakoBLii; Mo
2 KOHTYpPHi YapyHKOBI
ynakoBKu y nauuj

MpAT
"®apmavuesTu
YyHa dhipma
"fapHuua"

YKpaiHa

MpAT
"®apmaLueBTuiH
a hipma
"fapHuua"

YKpaiHa

nepepeecTpaLisi Ha HEOOMEXEHUI TEPMIH.
3MiHu | TUny - 3MiHK Woao

6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsay.

3MiHN Y KOPOTKIll XapaKTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKLUT 4719 MeANYHOro 3aCTOCYBaHHSA
reHepu4HUX/ribpuaHMX/6ionoaibHMX

peyenmo
M

nionsieae

10
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Homep

n/n

Hazsa slikapcbko20
3acoby

Popma surnycky
(nikapcbka cpopma,
yrnakoska)

3asBHuUK

Kpaina
3asBHUKaA

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

peecmpayitiHo

20
nocsBi0YeHHs

nNikapcbKnx 3acobiB nicns BHECEHH: Tiel
camoi 3MiHM Ha pedhepeHTHWIA npenapat
(3MiHa He NOTpebye HaAAHHS XXOLHWUX HOBUX
nofaTkoBux gaHux) (3MiHM BHECEHO [0
IHCTPYKUIT y po3ainu: "B3aemogis 3 iHWnMun
nikapcbkrMmM 3acobamm Ta iHLWi BUuam
B3aemogiit”, "Crocib 3acTtocyBaHHs Ta
[o3un", 3rigHo 3 iHchopmMauieto Wwoao
MeZJMYHOro 3aCTOCyBaHHs pethepeHTHOro
nikapcbkoro 3acoby (HOPBACK®, Tabnetku
5 mr a6o 10 mr).
MepiognyHicTb NoAaHHA perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku BiANOBIAHO
[0 Mopsaaky 3ailicHeHHs thapmakoHarnsay,
3aTBEpPAKEHOro Haka3om MiHicTepcTBa
OXOPOHW 3[0POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainun 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHMW 340POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTAaHOBWTL: 3riHO 3i CTpOKamu,
3a3HaYeHMMM y NepioanYHOCTI NoAaHHS
perynspHux 3BiTiB 3 6e3neku.

3a

He

UA/13166/01/01

BIOCENT

po3uunH ans
30BHILUHLOTO
3acTocyBaHHA 96% no
100 mn y chnakoHax abo
6aHkax, no5ny
KaHicTpax

TOB
"YKpaiHCbKa
thapmaueBTny
Ha KomnaHis"

YKpaiHa

MpusartHe
aKujioHepHe
TOBapUCTBO

"Bionik"

YKpaiHa

MepepeecTpallisi Ha He06MEXeHUI TepMiH

peyenmo
M

6e3

nionsieae

nionsicae

UA/8139/01/01

BAJIEPIAHN
HACTOUKA

HacTolika no 25 Mny
hnakoHax

MPAT
"®ITOPAPM"

YKpaiHa

MPAT
"®ITOPAPM"

YKpaiHa

MepepeecTpauis Ha HEOOMEXEHWIA TEPMIH.
3MiHu | TUnYy - 3MiHK Woao

6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsay.

3MiHa Y KOpPOTKiil XapaKTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKLUT 4719 MeANYHOro 3aCTOCYBaHHA Ha
nigcTasi perysisipHO OHOBJ/THOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifpKeHb 3 6e3neky 3acTOCyBaHHs
nikapcbKoro 3acoby B Mic/iApeecTpaviiiHmii
nepiog, abo Ak pe3ynbTar OLiHK/ 3BTy 3
JocnigpKeHb, NpoBeAeHVX BIANOBIAHO A0

peyenma

nnady negiatpuyHmx gocnimpkeHs (PIP)

11
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n/n

Hazsa slikapcbko20
3acoby

Popma surnycky
(nikapcbka cpopma,
yrnakoska)

3asBHuUK

Kpaina
3asBHUKaA

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo
2o
nocsBi0YeHHs

(3MiHY Y3ropKEHO 3 KOMMNETEHTHUM
YNOBHOBaXeHUM opraHom) - 3MiHN BHECEHO
[0 IHCTpyKUii AN MEeAMYHOro 3aCTOCYBaHHS

nikapcbKoro 3acoby Ao posgainy "Cnocio
3acTocyBaHHA Ta [031" BignoBigHo A0
OHOB/IEHOT iHdhopMaLlii 3 6e3neku aiyoi
peyoBuHN.

MepiognyHiCTb NoAaHHA perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO
[0 Mopsagky 3aiicHeHHA hapMakoHarnsgy,

3aTBEPKEHOro Haka3om MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs

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

YkpaiHu Bif 26 BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HavYeHMN Y NepiognYHOCTI NoJaHHSA
perynspHux 3BiTiB 3 6e3neku.

rPYAHUN 3BIP Ne2

36ip no 50 ry nauu,i 3
BHYTPILLUHIM NakeToMm; no
1,5 ry chinbTp-nakeTi; no
20 hinbTp-nakeTiB y
nauuj

MpAT
dPapmaueBTny
Ha habpuka
"Biona"

YkpaiHa

MpAT
PapmaueBTUyYHa
habpuka
"Biona"

YKpaiHa

MepepeecTpauis Ha HEOOMEXEHWUA TEPMIH.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANoBIAHO
0o MNopsaky 34ificHeHHs dhapmakoHarnsagy,
3aTBEPMAXEHOro Hakaszom MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHa
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
YkpaiHu Bif 26 BepecHsi 2016 poky Ne 996),
CTAaHOBUTL: 3rigHO 3i CTpOKamu,
3a3HayYeHMMn y NepiognyHOCTI NOAaHHSA
perynspHux 3BiTiB 3 6e3neku.

6e3
peyenma

nionsieae

UA/2123/01/01

ANNTIA3EM

Tabnetku no 60 mr, no
10 TabneTok y 6nictepi;
no 1 a6o 3 6nictepu B
navui

MAT
"Ny6Hndpapm”

Ykpaina

MNAT
"Nly6Hnchapm”

YkpaiHa

MepepeecTpauisi Ha HEOGMEXHW TEPMIH.
3MiHn | TURY - 3MiHK Woao

6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay.

3MiHa y KOpOTKili XxapakTepucTui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta
IHCTPYKLUT ANA MeAMYHOro 3acTOCYBaHHA Ha
nifcTasi peryaspHo OHOB/HOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifkeHb 3 6e3neku 3acToCyBaHHs

3a
peyernmo
M

He
niossiecae

UA/6554/01/01

12
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n/n

Hazsa slikapcbko20
3acoby

Popma surnycky
(nikapcbka cpopma,
yrnakoska)

3asBHuUK

Kpaina
3asBHUKaA

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo
2o
nocsBi0YeHHs

nikapcbKoro 3acoby B Mic/iApeecTpaviiiHmii
nepiog, abo sk pe3ynbTart OLiHKM 3BITY 3
JocnigpkeHb, NpoBeAeHVX BiANOBIAHO A0
nnaxy negiatpuyHmx gocnipxers (PIP)

(3MiHY Y3rofpKeHO 3 KOMNETEHTHUM
YMOBHOB&XEHNM OopraHoM) - 3MiHU BHECEHO
00 IHCTPYKUiT 415 MeaMyHOro 3acTocyBaHHs

nikapcbKoro 3acoby ao posgainy
"MpoTunokasaHHs", "B3aemogis 3 iHWMMun
nikapcbkrMmM 3acobamm Ta iHWi B1uam
B3aemogiin", "Ocob/MBOCTi 3aCTOCYBaHHSA",
"3paTtHiCTb BIAMBATY Ha LWBWMAKICTb peakLil
npy KepyBaHHi aBTOTPaHCNOpTOM abo
iHLWMMK MexaHidmamun', "Mo6IYHI peakwii”,
BiZANOBIAHO [0 OHOBMEHOT iHGhopMaLi 3
6e3neku Aito4oi PeHOBUHMN NMiKapCbKOro
3acoby.

MepiognyHicTb NOAaHHA perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku BiANOBIAHO
[0 Mopsaaky 3ailicHeHHs chapmakoHarnsgy,

3aTBEpPAKEHOro Haka3om MiHicTepcTBa
OXOPOHW 3[0POB’A YKpaiHu Bif, 27 rpyaHA

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainun 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’S

Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTAaHOBWTL: 3riHO 3i CTpOKamu,
3a3HavYeHMU Y NepiofnMYHOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.

D OKCULMKIH-
JAPHULA

kancynu no 100 mr, no
10 kancyn y KOHTYpHili
YapyHKOBIl ynakoBL,i; No
1 a60 no 2 KOHTYpPHi
YapyHKOBi YNakoBKu Y
nadui; no 1000 kancyn y
KOHTelHepax
NI1acTUKOBUX

MpAT
"®GapmavesTu
yHa chipma
"fapHuua”

YKpaiHa

MpAT
"®apmMaLeBTUyH
a thipma
"fapHuua”

YKpaiHa

MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH.
3MiHu | TMnYy - 3MiHK Woao

6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.

3MiHa y KOpOTKiil XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLUIT A9 MeANYHOro 3aCTOCYBaHHA Ha
nigcTasi peryssipHo OHOBJ/TOBAHOTIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
focnifpKeHb 3 6e3neky 3acToCyBaHHs
nikapcbKoro 3acoby B Mic/iApeecTpaviiiHmii
nepiog, abo Ak pe3ynbTart OLiHK/ 3BTy 3
[ocnigpkeHb, NpoBeAeHNX BignoBigHO A0
nnaHy negiatpmyHmx gocnigxeHs (PIP)

3a
peyenmo
M

He
nionseae

UA/8028/01/01

13
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n/n

Hassa nlikapcbko20

3acoby

Popma surnycky
(nikapcbka cpopma,
yrnakoska)

3asBHuUK

Kpaina
3asBHUKaA

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo
2o
nocsBi0YeHHs

(3MiHY Y3ropKEHO 3 KOMMNETEHTHUM
YNOBHOBaXeHUM opraHom) - 3MiHN BHECEHO
[0 IHCTpyKUii AN MEeAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ainis "Bsaemogis

3 HWMMK fiKapCbKMMK 3acobamu Ta iHLWi
BMAmn B3aemogiin”, "OcobmBocCTi
3acTocyBaHHA", "34aTHICTb BN/MBaTH Ha
LUBUAKICTb peakLii npu kepyBaHHi
ABTOTPAHCMOPTOM ab0 iHLWMMKN
MexaHismamu", "Mo6iuHi peakuji”, BiagNoBigHO
[0 OHOBEHOI iHGhopMaLLil 3 6e3nekun ajtoyol
PEYOBUHM /iKAPCLKOTO 3aco0y.

MepiognyHiCTL NoAaHHA perynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neKku BiANOBILHO
o Mopsaaky 3aiicHeHHs dhapMakoHarasay,

3aTBepKeHoro Hakasom MiHictepcTea
OXOPOHU 30POB’A YKpaiHu Bif 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHW 310POB’S

YkpaiHu Bif 26 BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpoKamu,
3a3HayYeHVMU Y NepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

EBKAMIMTA
HACTOUKA

HacTolika no 25 Mmny
hnakoHax; no 25 mny
hnakoHi; no 1 dpnakoHy
B naJui

TOB "AKnN
"®apmaueBTun
YyHa habpuka”

Ykpaina

TOB "OKnN
"®apmaueBTUYH
a chabpuka"

YkpaiHa

nepepeecTpaLisi Ha HEOBMEXEHWI TEPMIH.
MepiognyHICTL NOAAHHS PerynsipHo
OHOBJIHOBAHOrO 3BITYy 3 6e3neku BiANOBIAHO
[0 Mopsagky 34ilicHeHHs chapmakoHarnsay,
3aTBepAXEHOro Hakasom MiHictepcTea
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHMW 3[10POB’A
YkpaiHu Bif 26 BepecHsi 2016 poky Ne 996),
CTaHOBWTbL: 3ri4HO 3i CTpoKamu,
3a3HavYeHMU Y NepiofnMYHOCTI NoAaHHA
perynspHux 3BiTiB 3 6e3neku.

6e3
peyenma

nionsieae

UA/8517/01/01

10.

YXOBYOTMMHHUN

3bIP

36ip no 50 ry nayui 3
BHYTPILUHIM NakeToMm; no
1,5 ry chinbTp-nakeTi; no
20 hinbTp-nakeTiB y

MpAT
PapmavneBTNy
Ha habpuka
"Biona"

YKpaiHa

MpAT
dPapmaLeBTUYHa
habpuika
"Biona"

YKpaiHa

MepepeecTpaLis Ha HEOOMEXEHWNIA TEPMIH.
MepiognyHiCTb NOAAHHA perynspHo
OHOB/THOBAHOrO 3BITYy 3 6e3nekn BiANOBIAHO
0 MNopsaaky 3aiicHeHHs hapMakoHarasay,

6e3
peuyenma

nionsicae

UA/2476/01/01

14
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Ne Ha3ssa snikapcbko20 Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayitiHo
yrnakoska) 2o
nocsioYyeHHs1
nauuj 3aTBepXeHoro Hakasom MiHictepcTea
OXOPOHU 310POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHMW 310POB’S
YkpaiHu Bif 26 BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpoKamu,
3a3HayYeHVMU Y NepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
11. | NoAIKCON® cnpeid, 85 mrirno 301y TOB Ykpaina TOB YkpaiHa MepepeecTpaLisi Ha HEOGMEXEHUNIA TEPMIH. 6e3 nionseae UA/5764/01/01
KOHTeliHepi "Mikpodpapm" "Mikpochapm" MepioAnyHICTb MOAAHHS PErYNSAPHO peuyenma
naacTUKoBomy 3 OHOB/IHOBAHOTO 3BITY 3 6e3nekn BiANOBIAHO
MeXaHi4YHVM Hacocom Ta [0 Mopsagky 3ailicHeHHs chapmakoHarnsgy,
posnuntoBayem; no 1 3aTBepAXEHOro Hakasom MiHictepcTea
KOHTelHepy B nauyuj 3 OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA
KapTOHY 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’S
YkpaiHu Bif 26 BepecHsi 2016 poky Ne 996),
CTaHOBWTbL: 3ri4HO 3i CTpoKamu,
3a3HavYeHMU Y NepiofnMYHOCTI NoAaHHA
perynspHux 3BiTiB 3 6e3neku.
12. | IHCTAOIOT- cnpeii ans poToBoi ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa MepepeecTpauis Ha HEOOMEXEHWNIA TEPMIH. Ges nionsieae UA/10947/01/01
300POB'A ®OPTE | nopoxHuHu no 30 mny 0B6MEXEHO 06MEXEHOI0 MepiognyHICTb NOAAHHS PErynsapHo peyenma
3 POMALLKOKO 6asIoHi 3 K/17anaHoMm- BiANoBiAa/IbHI BiANOBIAA/IbHICT OHOB/THOBAHOrO 3BITYy 3 6e3nekun BiANOBIAHO
HacocoM, no 1 6as1oHy 3 CTHO 10 [0 Mopagky 3aiicHeHHsA chapmakoHarnsgy,
HacajKoto- "®apmavesTu "®apmaLueBTuyH 3aTBEPKEHOr0 Haka3om MiHicTepcTea
po3nuaoBayvem Ta YHa KOMMaHis a KoMnaHist OXOPOHU 340POB’A YKpaiHu Big, 27 rpygHs
3aXUCHMM KOBMayKkoM Yy "3popos'a” "3popos'a” 2006 poky Ne 898, 3apeecTpoBaHuii B
KOpOoO6Li 3 KapTOHY; Mo MiHicTepcTBi tocTuLi YKpainun 19 rpyaHs
50 mn'y donakoHi 3 2016 poky 3a Ne 1649/29779 (y pegaxuii
3aXVCHUM KOBMavKoM; Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
no 1 pnakoHy 3 YkpaiHu Bif 26 BepecHsi 2016 poky Ne 996),
opasibHUM CTaHOBWTb: 3riAHO 3 NiANYHKTOM 3 NYHKTY 2
pO3nuABaNbLHUM rnasu 3 po3giny V.
NPUCTPOEM Ta 3aXUCHUM
KOBMa4ykoM y Kopobui 3
KapTOHY
13. | KAM®OPHA ONiA 0/1isi A1 30BHILLHBOTO MpAT Ykpaina MpAT YkpaiHa MepepeecTpauis Ha HEOOMEXEHWNA TEPMIH. 6e3 nionsieae UA/0725/01/01
3actocyBaHHs 10 %, no dapmaueBTny dapmauleBTUyHa MepiognyHICTb NOAAHHS PerynsipHo peyenma
30 Mn y donakoHax; no Ha chabpuka habpuka OHOBJ/1OBAHOIO 3BIiTY 3 6€3neKku BiANOBIAHO
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Ne Ha3ssa snikapcbko20 Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayitiHo
yrnakoska) 2o
nocsioYeHHs1
30 mn 'y cpnakoHi, no 1 "Biona" "Biona" o Mopsaaky 3aiiicHeHHs hapMakoHarisay,
hnakoHy B nayui 3 3aTBEpKeHOro HakasomMm MiHicTepcTBa
KapTOHY OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegaxuii
Hakasy MiHicTepcTBa OXOPOHM 340POB’A
YkpaiHu Bif 26 BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HayYeHMM y NepiognYHOCTI NOAaHHS
perynspHux 3BiTiB 3 6e3neku.
14. | KANTOMPEC 12,5- Tabnetkn, no 10 MpAT Ykpaina MpAT YkpaiHa MepepeecTpauis Ha HEOOMEXEHWUA TEPMIH. 3a He UA/8156/01/01
OAPHULUA Tab/1eToK Y KOHTYPHil "®dapmaueBTu "®apmMaueBTUYH 3MiHu | TUNy - 3MiHK Woao peyenmo nionseae
YapyHKOBIll ynakoBLi, No YHa hipma a thipma 6e3nekn/edhekTUBHOCTI Ta thapmakoHarnsgy. M
2 KOHTYpPHi YapyHKOBI "NapHuus” "AapHnus” 3MiHa y KOpOTKili XapakTepucTuuj

yNaKoBK/ B nayLj

nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKLi 415 MeAUUYHOro 3acTOCyBaHHSA Ha
nigcTaBi perysisipHO OHOBJ/THOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
nocnigpkeHb 3 6e3neky 3acTocyBaHHS
niKapcbKoro 3acoby B nicnsipeecTpaviiHnii
nepiog, abo sk pe3ynbTar OLiHK/ 3BTy 3
JocnigpkeHb, NpoBeAeHVX BiANOBIAHO A0
nnaxy negiatpuyHmx gocnigpkeHs (PIP)
(3MiHY Y3ro/pPKEHO 3 KOMNETEHTHUM
YMNOBHOBaXEHUM opraHoM) - 3MiHN BHECEHO
[0 IHCTPYKUIT 4518 MeANYHOro 3acTocyBaHHS
npenapary Ao po3ainis "MNpotunokasaHHA",
"B3aemogis 3 iHWMMU fliKapCbKuMu
3acobamu Ta iHWi B1UAM B3aeEMogiin”,
"Oco6MBOCTI 3acTocyBaHHS", "3aaTHIiCTb
BN/MBATY Ha LUBUAKICTb peakLii npu
KepyBaHHi aBTOTPAHCMOPTOM ab0 iHWMMK
mMexaHismamu", "MepenosyBaHHs", "To6IYHI
peakuji " BiANOBIAHO 4O OHOBAEHOT
iHhopmauii 3 6e3nekn AilUNX PevyoBUH.
MepiognyHicTb NogaHHA perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOoBIAHO
0o MNopsaky 34ificHeHHs dhapmakoHarnsagy,
3aTBEpXEHOro Haka3om MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHa
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi FOCTULT YKpaiHu 19 rpyaHs
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Ne Ha3ssa snikapcbko20 Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayitiHo
yrnakoska) 2o
nocsioYyeHHs1
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3sy MiHicTepcTBa OXOPOHMW 340POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUWTb: 3ri4HO 3i CTpoKamu,
3a3HaYeHMMM y NepioanYHOCTI NoAaHHS
perynspHux 3BiTiB 3 6e3neku.
15. | KANTOMNPEC- Tabnetku, no 10 MpAT Ykpaina MpAT YkpaiHa MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/8156/01/02
AOAPHMLUA Ta6MEeTOK Y KOHTYPHIlA "®GapmavesTu "®apmaLeBTUyH 3MiHu | TURY - 3MiHK WoAao peyenmo nionsizae
YapyHKOBIlA ynakoBL,i, No yHa chipma a thipma 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. M
2 KOHTYpPHi YapyHKOBI "OapHnus” "OapHnus” 3MiHa y KOpOTKiil XapaKTepucTuLi

ynakoBK/ B naqu,i

NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLUIT AN1S MeANYHOro 3aCTOCYBaHHA Ha
nigcTasi peryssipHo OHOBJ/TOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
focnifpKeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B Mic/iApeecTpaviiiHmii
nepiog, abo Ak pe3ynbTart OLiHK/ 3BTy 3
[ocnigpkeHb, NpoBeAeHNX BignoBigHO A0
nnaxy negiatpuyHmx gocnipxexs (PIP)
(3MiHY Y3rof>KeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHNM OpraHom) - 3MiH1 BHECEHO
[0 IHCTPYKUIi 418 MEeAUYHOTO 3aCTOCYBaHHS
npenapary A0 po3ginis "MpoTunokasaHHa",
"B3aemMogis 3 iHWMMM NiKapCbKUMmn
3aco6amu Ta iHLWi BUAM B3aeMoSiii",
"Oco6n1BOCTI 3acTocyBaHHs", "3aaTHICTb
BN/IMBATY Ha LUBWUAKICTb peakLii npu
KepyBaHHi aBTOTPaHCMNOPTOM ab0 iHLIMMK
MexaHismamu", "MepenosysaHHsa”, "Mob6iyHI
peaxuii " BignoBigHO A0 OHOBMEHOT
iHcbopmaLii 3 6e3nekun OikUnx pevyoBUH.
MepiogUyHICTb NOAAHHS PerynsipHo
OHOB/OBAHOrO 3BITY 3 6Ge3NeKkn BiANOBILHO
[0 Mopagky 3aiicHeHHA chapmakoHarnsgy,
3aTBEpXEeHOro Haka3omMm MiHicTepcTBa
OXOPOHU 3[40POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuLi YKpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y peaakuii
Hakasy MiHicTepcTBa OXOPOHM 340POB’A
Ykpaiuu Bif, 26 BepecHsa 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpOKamu,
3a3HaYeHMMU y NepiogNYHOCTI NOAaHHS
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Ne Ha3ssa snikapcbko20 Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayitiHo
yrnakoska) 2o
nocsioYyeHHs1
perynspHux 3BiTiB 3 6e3neku.
16. | KAPBEAWON-KB Tabnetku no 12,5 mr; no MAT Ykpaina MAT "KuiBcbKuii YkpaiHa MepepeecTpauisi Ha HEOGMEXEHUIA TEPMIH. 3a He UA/8685/01/01
10 TabneTok y 6nicTepi; "KuiBCbKUiA BiTaMiHHWI 3MiHu | TUny - 3MiHK Woa0 peyenmo nionsieae
no 3 6nictepy B navw,i BiTaMiHHUI 3aBog" 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsgy. M
3aBog" 3MiHa y KOpOTKili XxapakTepucTuLi

NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKLUT A8 MeAMYHOro 3acTOCYBaHHA Ha
nifcTasi perynsapHoO OHOB/IIOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnigpkeHb 3 6e3neky 3acToCyBaHHs
nikapcbKoro 3acoby B nicnspeecTpavyjinHuii
nepiog, abo sk pe3ynbTart OLiHKM 3BITY 3
JocnimpkeHb, NpoBefeHnX BignosigHoO A0
nnady negiatpnyHux gocnigpkeHs (PIP)
(3MiHY y3rof»keHo 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHom) - 3MiH1N BHECEHO
[0 IHCTPYKLIT ANA MeANYHOro 3acToCyBaHHsA
npenapary A0 po3ainiB "dapmakooriyHi
BNacTMBOCTI" (pefaryBaHHs), “MokazaHHA"
(yTOUYHeHHs1 6e3 3MiHK iHdhopMmaLii no cyTi),
"MpoTunokasaHHa", "B3aemogisi 3 iHWnMmn
nikapcbkrMmn 3acobamm Ta iHLWi B1uam
B3aemogii", "OcobnmnBoCTi 3aCTOCyBaHHS",
"3acTocyBaHHSA y nepiog BariTHOCTi abo
rofyBaHHs rpyaat”, "3aatHicTb BnaMBaTu
Ha LWUBWAKICTb peakLii Npu KkepyBaHHi
aBTOTPAHCMOPTOM ab0 iHLWMMKN
MexaHismamu", "Crnoci6 3acTocyBaHHs Ta
nosn" (peparysanHs), "Aitn" (peparysaHHs),
"Mepeno3yBaHHsa", "Mo6GiYHI peakujii”
BiJNOBIAHO 4O OHOBNEHOI iHChopMaLi 3
6e3nekun Aito4oi pevoBUHN.
MepiognyHICTL NOAAHHS PerynsipHo
OHOBJIHOBAHOrO 3BITYy 3 6e3nekun BiANOBIAHO
[0 Mopsagky 3ailicHeHHs chapmakoHarnsay,
3aTBepAXEHOro Hakasom MiHictepcTea
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’S
YKkpaiHu Bif 26 BepecHsi 2016 poky Ne 996),
CT@HOBUTb: 3riAHO 3i CTpoKamu,
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Ne Ha3ssa snikapcbko20 Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayitiHo
yrnakoska) 2o
nocsioYyeHHs1
3a3HayYeHMM y NepiognyHOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.

17. | KAPBEAWUNON-KB Tabnetkn no 25 Mmr; no MAT Ykpaina MAT "KuiBcbknii YkpaiHa MepepeecTpauis Ha HEOOMEXEHWUA TEPMIH. 3a He UA/8685/01/02

10 TabneTok y 6nicTepi; "KniBCcbkuii BiTaMiHHWI 3MiHu | TUny - 3MiHK Woao peyenmo nionseae

no 3 6nictepu B nayw, BiTaMiHHUIA 3aBog" 6e3nekn/edhekTUBHOCTI Ta thapmakoHarnsgy. M

3aBog" 3MiHa y KOpOTKill XapakTepucTuui

nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKLi 415 MeAUYHOro 3acTOCyBaHHSA Ha
nigcTaBi perysisipHO OHOBJ/THOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
nocnigpkeHb 3 6e3neky 3acTocyBaHHS
niKapcbKoro 3acoby B nicnsipeecTpaviiHnii
nepiog, abo sik pe3ynbTar OLiHK/ 3BTy 3
JocnigpkeHb, NpoBeAeHVX BiANOBIAHO A0
nnaxy negiatpuyHmx gocnigpkeHs (PIP)
(3MiHY Y3ro/pKEHO 3 KOMNETEHTHUM
YMNOBHOBaXeHUM opraHoM) - 3MiHN BHECEHO
[0 IHCTPYKUIT 4518 MeANYHOro 3acTocyBaHHS
npenapary 0 po3ainis "dapmMakooriyHi
BNacTMBOCTI" (pefaryBaHHs), "MokasaHHa"
(yTouHEeHHs1 6e3 3MiHu iHchopmalii no cyTi),
"MpoTunokasaHHa", "B3aemogis 3 iHW1MuK
nNikapcbKrMmM 3acobamu Ta iHWi BUam
B3aemMogiin", "Ocob/IMBOCTi 3aCTOCYBaHHS",
"3acTocyBaHHs y nepiog BariTHoCTi abo
roflysaHHs rpyaar”, "3aatHicTb Bnavsatu
Ha WBUAKICTb peakLii Mpu kepyBaHHi
aBTOTPaAHCNOPTOM abo iHLMMYK
MexaHismamu", "Cnoci6 3acTocyBaHHA Ta
nosn" (pegaryBanHs), "LiTn" (pegaryBaHHs),
"Mepepo3yBaHHsA", "Mo6iyHI peakuii”
BiANOBIAHO 10 OHOBMEHOT iHhopMaLi 3
6e3nekn gjtyoi pevyoBUHN.
MepiognyHicTb NogaHHA perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO
0o MNopsaky 34ificHeHHs dhapmakoHarnsagy,
3aTBEpXEHOro Haka3om MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHa
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHW 30POB’S
YKpainu Big 26 BepecHs 2016 poky Ne 996),
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Ne Ha3ssa snikapcbko20 Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayitiHo
yrnakoska) 2o
nocsioYyeHHs1
CTaHOBUWTbL: 3ri4HO 3i CTpoKamu,
3a3HavYeHMN Y NepiofnMYHOCTI NoAaHHA
perynspHux 3BiTiB 3 6e3neku.
18. | NEBOMILUETUHY po34nH ons MpAT Ykpaina MpAT YkpaiHa MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH. 6e3 nionseae UA/8211/01/01
PO34NH 30BHILLHLOrO PapmavneBTny PapmaLeBTUYHa MepiognyHiCTb NoAAHHA perynsipHo peyenma
CNUPTOBUI 1% 3acToCyBaHHs, Ha thabpuka thabpuka OHOB/OBAHOrO 3BITY 3 6Ge3NeKkn BiANOBILHO
cnupToBuii 1 % no 25 "Biona" "Biona" o Mopsaaky 3aiicHeHHs hapMakoHarisay,
My dhnakoHax; no 25 3aTBEpXEeHOro Haka3omMm MiHicTepcTBa
My dh/1akoHi; no 1 OXOPOHU 3[40POB’A YKpaiHu Big 27 rpyaHs
hnakoHy B nayui 3 2006 poky Ne 898, 3apeecTpoBaHuii B
KapTOHY MiHicTepcTsi tocTuLi YKpainu 19 rpyaHa
2016 poky 3a Ne 1649/29779 (y peaakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
Ykpainu Bif, 26 BepecHsa 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpOKamu,
3a3HavYeHMN Y NepiofnYHOCTI NoJaHHA
perynsipHux 3BiTiB 3 6e3neku
19. | MEBEPUH® kancynm no 200 mr, 10 NAT YkpaiHa MAT YkpaiHa MepepeecTpauis Ha HEOOMEXEHUI TEPMIH. 3a He UA/7725/01/01
Kancyn y 6nicrepi, no 3 "Kuismegnpen "Kuismegnpenap 3MiHu | TUny - 3MiHK Woao peyenmo nionsieae
6nicTepy B nayw,i apar” ar" 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy. M

3MiHM Y KOPOTKili XapakTepucTuyj
NikapcbKoro 3acoby, TEKCTi MapKyBaHHsA Ta
IHCTPYKL|i 415 MeAUUYHOro 3aCTOCyBaHHS
reHepuYHUX/TibpUaHMX/6ionoaiGHMX
niKkapcbkunx 3acobiB Nicns BHECEHHSA Tiel
camoi 3MiHM Ha pedhepeHTHWI npenapat
(3miHa He nMoTpebye HafaHHs XOLHUX HOBUX
[0[aTKOBUX faHuX) - 3MiHN BHECeHi fo
iHCTPYKLi y po3ain "MpoTunokasaHHsA"
BiANOBIAHO A0 iHopMaL,ii pechbepeHTHOro
nikapcbkoro 3acoby (dycnataniH, kancynu
NPOJIOHroBaHoi Aji, TBepdi no 200 mr).
MepiognyHICTL NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BIiTY 3 6€3neku BiANOBILHO
[0 Mopsaaky 34aiiicHeHHsT dhapMakoHarisay,
3aTBEPAXEHOro Haka3om MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHW 3[10POB’S
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBMWTb: 3rigHO 3i CTpoKamu,
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Ne Ha3ssa snikapcbko20 Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayitiHo
yrnakoska) 2o
nocsioYyeHHs1
3a3HayYeHMM y NepiognyHOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.
20. | MEMA TabneTkn, BKPUTI AKTaBic rpyn IcnaHgis BUPOGHNK, Icnanis/ MepepeecTpauis Ha HEOOMEXEHWUA TEPMIH. 3a He UA/7816/01/01
NNiBKOBOI 000/I0HKOH, AT BiANOBiAaNbHNI HimeyunHa/ 3MiHu | TUny - 3MiHK Woao peyenmo nionseae
10 wmr, no 10 TabneTok y 3a BUPOBGHULTBO Bonrapis 6e3nekn/edhekTUBHOCTI Ta thapmakoHarnsgy. M
6nictepi, no 3 abo no 6 in bulk, 3MiHM Y KOPOTKIll XapakTepucTuui
6nicTepiB y KAPTOHHIl nakyBaHHs, nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
Kopoo6Li KOHTPO/b AKOCTI IHCTPYKLi 415 MeAUUYHOro 3aCTOCYBaHHS
Ta BMNYCK cepil: reHepuYHnX/ribpmaHnx/6ionodioHmMx
CiHTOH XicnaHis, NikapcbKnx 3acobiB nicns BHECEHHs Tiel
C.J1., IcnaHisi; camoi 3MiHM Ha ped)epeHTHUIA Nnpenapar
BUPOGHNK, (3MiHa He NOTpebye HaAaHHS XXOAHUX HOBUX
BiANOBiAaNbHNI [04aTKOBUX flaHuX) - 3MiHN BHECEHO [0
3a NakyBaHHs: IHCTPYKLi 415 MeAUUYHOro 3aCTOCYBaHHS
PotTeHgopc npenapary 4o po3ginis "lMokasaHHA"
dapma 'mbX, (YTOUYHEHHs hopMy IOBaHHS),
HimeuunHa "®apmakonoriyHi BnactneocTi" (yTOUHEHHS
Ta iHhopmauii), "MepenosyBaHHs", "MoGiYHi
i | peakuii®, "Ocob1MBOCTi 3acToCyBaHHS",
dapmacbloTikas "3acTocyBaHHSA y nepiof BariTHOCTi abo
¢, T4, bonrapis rofyBaHHs rpyaAar” (yTouHeHHs iHdoopmadii)
BignoBigHO A0 iHdhopMaLii pedpepeHTHOro
nikapcbkoro 3acoby (Ebixa, 10 mg film-
coated tablets, H. Lundbeck A/S - B YkpaiHi
3apeecTpoBaHuii ik Abikca, TabneTku,
BKPUTI NNiBKOBOK 060/10HKO0, X. JlyHA6GEK
A/C).
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3Mnekun BiANOBIAHO
0o MNopsaky 34ificHeHHs dhapmakoHarnsagy,
3aTBEPMAXEHOro Hakazom MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHa
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHM 340POB’A
YkpaiHu Bif 26 BepecHsi 2016 poky Ne 996),
CTAaHOBUTL: 3rigHO 3i CTpOKamu,
3a3HayYeHMMN y NepiognyHOCTI NOAaHHSA
perynspHux 3BiTiB 3 6e3neku.
21. | MEHOBA3UVH po34nH ons TOB Ykpaina BMPOGHULITBO 3a YkpaiHa MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH 6e3 nionseae UA/8480/01/01
30BHILLHLOIO "TepHodchapm" NOBHUM LK/IOM peyenma
3aCTOCYBaHHS, (BKNtoyatoUm
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Ne Ha3ssa snikapcbko20 Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayitiHo
yrnakoska) 2o
nocsioYeHHs1
cnupToBuUiA No 40 mn'y nepBuHHe Ta
hnakoHax abo y BTOPVHHE
dhnakoHax 3 MexaHiyHUM nakyBaHHs);
po3snunoBayem; no 40 BignoBiganbHWi
My h1iakoHi abo y 3a KOHTPO/1b Ta
dNaKkoHi 3 MexaHiuYHUM BMNYCK cepil:
po3nuaoBayvem; no 1 TOB
hnakoHy B nauwi "TepHochapm",
YKpaiHa;
BMPOBHULITBO 3a
NOBHUM LK/TOM
(BKKOUAKOUM
nepBuHHe Ta
BTOPVHHE
nakyBaHHs);
BignoBiganbHWi
3a KOHTPO/Ib Ta
BMNYCK cepil:
TOB
"Mikpochapm",
Ykpaina
22. | HATIAOK KBITKA KBiTKM Mo 25 r a6o no 50 MpAT Ykpaina MpAT YkpaiHa MepepeecTpaLis Ha HEOBMEXEHUIA TEPMIH. Ges nionseae UA/2156/01/01
'y nayui 3 BHYTPILLHIM dapmaueBTny dapmaueBTUYHA MepiognyHiCTb NOAAHHA perynsipHo peyenma
naketom; no 1,5ry Ha thabpuka thabpuka OHOB/OBAHOrO 3BITY 3 6Ge3NeKkn BiANOBILHO
inbTp-nakeTi; no 20 "Biona" "Biona" o Mopsaky 3aiiicHeHHs hapMakoHarasay,
iNbTP-NakeTiB y navLi 3aTBEPKEHOro Hakas3om MiHicTepcTea
OXOPOHU 3[40POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuLi YKpainu 19 rpyaHa
2016 poky 3a Ne 1649/29779 (y peaakuii
Hakasy MiHicTepcTBa OXOPOHM 340POB’A
Ykpaiuu Bif, 26 BepecHsa 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpOKamu,
3a3HaYeHMMM y NepiognYHOCTI NOAaHHSA
perynspHux 3BiTiB 3 6e3neku.
23. | HATPIIO Xnoprua PO3unH ANns iHdysiid, 9 ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa MepepeecTpauis Ha HEOOMEXEHUI TEPMIH. 3a He UA/8438/01/01
mr/mn, no 100 mn a6o 06MeXeHOI0 06MeXeHOI0 MepioguyHICTb NOAAHHS PerynsipHo peyenmo niosnsieae
no 200 mn, a6o 250 mn, BiANOBIAAbHI BiANOBIAALHICT OHOB/IIOBAHOrO 3BITY 3 6e3nekun BiANOBIAHO M
a6o 400 mn, abo 500 mn cTio chipma 10 hipma o Mopsaaky 3aiicHeHHs hapMakoHarisay,
y nAswWwLi; no 1 naswui s "HoBodhapm- "HoBodapm- 3aTBepxeHoro Hakasom MiHictepcTea
KapTOHHiiA KopobLyi; no BiocnHTes" BiocuHTes" OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs

100 mn a6o no 200 mn,
abo 250 mn, a6o 400

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
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n/n

Hazsa slikapcbko20
3acoby

Popma surnycky
(nikapcbka cpopma,
yrnakoska)

3asBHuUK

Kpaina
3asBHUKaA

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo
2o
nocsBi0YeHHs

M, abo 500 mny
NAsILKax

2016 poky 3a Ne 1649/29779 (y pegakuii
Hakasy MiHicTepcTBa OXOPOHMW 3[10POB’s
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUWTb: 3ri4HO 3i CTpoKamu,
3a3Ha4YeHVMU Y NepioAMYHOCTI NOAAHHS
perynspHux 3BiTiB 3 6e3neku.

24,

HOPKOJTYT®

Tabnetkn no 5 mr no 10
TabneTok y 6nictepi, no
2 6nicTepun y KapTOHHiIl
ynakoBLj

BAT "TeneoH
Pixtep"

YropumHa

BAT "TeneoH
PixTep"

YropLmHa

MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH.
3MiHu | TUNYy - 3MiHK Woao

6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.

3MiHW Y KOPOTKIil XapaKTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKL|i 415 MeAUYHOTO 3aCTOCYBaHHS
reHepuYHUX/TibpUAaHMX/6ionoaiGHMX
niKapcbknx 3acobiB nicns BHECEHHS Tiel
caMoi 3MiHM Ha pedoepeHTHUIA npenapaT
(3miHa He NoTpebye Haf@aHHs XOOHUX HOBUX
[04aTKOBUX AaHWX) - 3MiHN BHECEHI A0
IHCTPYKUii y po3ginn: "MpoTunokasaHHs",
"B3aemogis 3 iHWMMMW NiKapCbKUMu
3acobamu Ta iHLUi BUAY B3aEMOZIR",
"Oco6/MBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog BariTHoCTi abo
roflysaHHs rpyaar”, "3aatHicTb Bnavsatu
Ha WBWAKICTb peakLii npu kepyBaHHi
aBTOTPaAHCNOPTOM abo iHLWMMYK
mexaHismamu®, "MobiyuHi peakuii" BiANOBIAHO
[0 iHdhopMauii pedhepeHTHOro nikapcbkoro
3aco6y (MpumontoT-Hop)
MepiognyHiCTb NOAAHHA perynsipHo
OHOB/IOBAHOrO 3BITY 3 6Ge3NeKkn BiANOBILHO
o Mopsaaky 3aiiicHeHHs dhapMakoHarisay,
3aTBEpXEHOro Haka3omM MiHicTepcTBa
OXOPOHU 3[0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuLi YKpainun 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y peaakuii
Hakasy MiHicTepcTBa OXOPOHM 3/10pPOB’s
Ykpaiuu Bif, 26 BepecHsa 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpOKamu,
3a3Ha4YeHVMU Y NepioAMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku

3a
peyenmo
M

He
nionseae

UA/7288/01/01

25.

MEYAEBCbBKUN
BA/IAON-HATYP

TabneTku cybniHrBabHi
no 10 TabneTok y

MpAT
"TexHosnor"

YkpaiHa

MpAT
"TexHosor"

YkpaiHa

MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH.
3MiHu | TMNy - 3MiHK Woao

6e3
peyenma

niossiecae

UA/7693/01/01
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n/n

Hazsa slikapcbko20
3acoby

Popma surnycky
(nikapcbka cpopma,
yrnakoska)

3asBHuUK

Kpaina
3asBHUKaA

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo
2o
nocsBi0YeHHs

6nictepax; no 10
Tabnetok y 6aictepi, no
1 6nicTepi y nauyi 3
KapToHy; no 10
TabeToK y KOHTEliHepi,
no 1 KoHTeHepy y navui
3 KapTOHY

6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay.

3MiHa Y KOpPOTKiil XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKLUT 419 MeAMYHOro 3acTOCyBaHHA Ha
nigcTasi peryssipHO OHOB/IOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifpkeHb 3 6e3neky 3acToCyBaHHs
nikapcbKoro 3acoby B nic/isspeecTpaviiiHmii
nepiog, abo Ak pe3ynbTart OLiHK/ 3BTy 3
JocnimpkeHb, NpoBeAeHnX BignosigHo A0
nnaxy negiatpuyHmx gocnimpkeHs (PIP)
(3MiHY Y3rof>keHo 3 KOMNETEHTHUM
YNOBHOB&XEHUM OpraHom) - 3MiHN BHECEHO
[0 IHCTPYKUIiT ANA MEeAUYHOTO 3aCTOCYBaHHS
nikapcbKkoro 3acoby 4o posgainy
"Oco6MBOCTI 3aCTOCyBaHHS" BigNoBiAHO A0
OHOB/EHOT iH(hopMmaLlii 3 6e3neku
[OMOMDKHWUX PeYOBUH NiKapCbKOro 3acoby
MepiognyHICTb NOAAHHSA PerynsipHo
OHOB/IOBAHOIO 3BiTY 3 6€3neKku BiANOBILHO
o Mopsaaky 3aiicHeHHs dhapMakoHarisay,
3aTBEPAXEHOro Haka3om MiHicTepcTea
OXOPOHU 310POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHW 30POB’S
YkpaiHu Bif 26 BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpoKamu,
3a3HayYeHVMU Y NepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

26.

NINEPALUWNIH-
TA3OBAKTAM-
TEBA

NMOPOLLOK A/151 PO34UHY
ons iHdysi, 2 1/0,25 T,
1 chnakoH 3 NOPOLLIKOM B
Kopoo6Li

TeBa
dapmaleBTika
n lHpacTpi3
nra.

13painb

Bupo6HuuTBO 3a
MOBHUM LIK/IOM:
NabopaTtopio
Peir Nodpe,
C.A., IcnaHis;
Brpo6HMLTBO
NPOMIiXHOT
CyMiLLi:
Keiny TiaHxe
dapmaveBTikan
Ko., NI14., Kutaii

IcnaHis/
Kutaii

MepepeecTpaLisi Ha HEOGMEXEHUNIA TEPMIH.
3MiHu | TMny - 3MiHK Woa0
6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay.
3MiHM y KOPOTKili XapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKLi 4151 MeAUYHOro 3aCTOCYBaHHS
reHepuYHUX/ri6puaHNX/6ionoaiGHNX
NiKapcbKnx 3acobiB nNic/1si BHECEHHS Tiel
camoi 3MiHM Ha pedhepeHTHUIA Nnpenapar
(3miHa He noTpebye HaflaHHA XOLHWUX HOBMX
[04AaTKOBUX AaHuX) - 3MiHN BHECEHO A0

3a
peyenmo
M

He
niossiecae

UA/12729/01/01
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n/n

Hazsa slikapcbko20
3acoby

Popma surnycky
(nikapcbka cpopma,
yrnakoska)

3asBHuUK

Kpaina
3asBHUKaA

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo
2o
nocsBi0YeHHs

IHCTPYKUT y po3ain "Moka3aHHA", a TakoxX y
po3ginu: "MpoTtunokasaHHs", "B3aemogis 3
IHLIMMK NikapcbkMK 3acobamu Ta iHLWi BUuam
B3aemogii", "Ocob/MBOCTi 3aCTOCyBaHHA",
"3acTocyBaHHA y nepiof BariTHOCTi abo
roflyBaHHs rpyaar”, "3aatHicTb BnmBatm
Ha WBUAKICTb peakLii npn kepyBaHHi
aBTOTPAHCMOPTOM ab0 iHLWMMKN
MexaHismamn”, "Cnocib 3acTocyBaHHA Ta
fo3n", "Mo6iyHi peakwyji” 3rigHo 3
iHchopMmaLieto Woao MeguyHoro
3acToCyBaHHA pethepeHTHOro NikapcbKoro
3acoby (Tazocin2g/0.25gabo4g/05g
powder for solution for infusion, He
3apeecTpoBaHuii B YKpaiHi).
MepiognyHiCTL NogaHHA perynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neKku BiANOBILHO
o Mopsaaky 3aiiicHeHHs dhapMakoHarasay,
3aTBepKeHOoro Hakasom MiHictepcTea
OXOPOHU 30POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHMW 310POB’S
YkpaiHu Bif 26 BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpoKamu,
3a3HayYeHVMU Y NepiogMYHOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.

27.

NINEPAUNIH-
TA3OBAKTAM-
TEBA

NMOPOLLOK A/151 PO3UUHY
ons iHgysin, 41/0,5T, 1
(P/1aKOH 3 MOPOLLKOM B
Kopoo6Li

TeBa
dapmaueBTika
n lHpacTpi3
nra.

13painb

Bupo6HuuTBO 3a
MOBHUM LIK/IOM:
NabopaTtopio
Peir Nodpe,
C.A., IcnaHis;
Brpo6HMLTBO
NPOMIiXHOT
CyMiLLi:
Keiny TiaHxe
dapmaveBTikan
Ko., N1A., Kutain

IcnaHis/
Kutaii

MepepeecTpaLisi Ha HEOGMEXEHUNIA TEPMIH.
3MiHu | TUny - 3MiHK Woa0
6e3nekn/echeKTUBHOCTI Ta hapMmakoHarnsay.
3MiHM Y KOPOTKili XapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKLi 4151 MeAUYHOro 3aCTOCYBaHHS
reHepuYHUX/ri6puaHNX/6ionoaiGHNX
NiKapcbKnx 3acobiB Nic/1si BHECEHHS Tiel
camoi 3MiHM Ha pedhepeHTHUIA Nnpenapar
(3miHa He nNoTpebye Hafj@aHHA XOAHUX HOBUX
[0[AaTKOBUX AaHunX) - 3MiHN BHECEHO A0
IHCTPYKUT y po3ain "Moka3aHHSA", a Takox y
po3ginu: "MpoTunokasaHHs", "Bsaemogis 3
IHLIMMM NiKapCbKnMy 3acobamu Ta iHLWi BUan
B3aemMogii”, "Ocob/MBOCTi 3acTOCyBaHHS",

3a
peyenmo
M

He
nionsieae

UA/12729/01/02
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n/n

Hazsa slikapcbko20
3acoby

Popma surnycky
(nikapcbka cpopma,
yrnakoska)

3asBHuUK

Kpaina
3asBHUKaA

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo
2o
nocsBi0YeHHs

"3acTocyBaHHs y nepiog BaritTHocTi abo
rofyBaHHA rpyaat”, "3aatHicTb BNaMBaTtu
Ha LWIBWAKICTb peakLii Npu KkepyBaHHi
aBTOTPAHCMOPTOM @60 iHLWUMK
MexaHismamn", "Cnoci6 3acTocyBaHHA Ta
fo3n", "Mo6iuHi peakwyji” 3rigHo 3
iHhopMmaLieto Wwoa0 MeguyHoro
3aCTOCYBaHHSA pethepeHTHOro NikapcbKoro
3acoby (Tazocin2g/0.25gabo4g/05g
powder for solution for infusion, He
3apeecTpoBaHuii B YKpaiHi).
MepiognyHicTb NoAaHHA perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku BiANOBIAHO
[0 Mopsaaky 3ailicHeHHs thapmakoHarnsay,
3aTBEpPAKEHOro Haka3om MiHicTepcTBa
OXOPOHW 3[0POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainun 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’S
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTAaHOBWTL: 3riHO 3i CTpOKamu,
3a3HavYeHMU Y NepiofnMYHOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.

28.
000

CENTANOP®

Tabnetkvn gns
3aCTOCYBaHHSA Y POTOBIi
NOPOXHWHI; no 10
TabneTok y 6nictepi; no
2 6nictepn B navui 3
KapToHY

TOB
"TepHochbapm”

YKpaiHa

TOB
"TepHodchapm"

YKpaiHa

MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH.
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnisgy.
3MiHN Y KOPOTKIil XapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKL|i 415 MeAUYHOT0 3aCTOCYBaHHS
reHepuYHUX/TibpUAaHMX/6ionoaiGHMX
niKapcbkunx 3acobiB nicns BHECEHHS Tiel
caMoi 3MiHM Ha pedoepeHTHUIA npenapaT
(3miHa He NoTpebye Haf@aHHs XOOHUX HOBUX
[0[AaTKOBUX AaHuX) - 3MiHU BHECEHO A0
IHCTPYKUIT 4151 MEeANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ainy
"3acTocyBaHHs y nepiod BariTHOCTi abo
rofyBaHHs rpyaar” (yTouHeHHs iHdoopmadii)
BiANoBigHO A0 iHGhopMaLi, ka 3a3HavyeHa B
IHCTPYKLiI pedoepeHTHOro fikapcbKoro
3acoby («CEBIANH™», TabneTkn ans
PO3CMOKTYBaHHS).

6e3
peyenma

nionsicae

UA/5655/01/01
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Ne Ha3ssa snikapcbko20 Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayitiHo
yrnakoska) 2o
nocsioYyeHHs1
MepiognyHICTb NOAAHHSA PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neKku BiANOBILHO
o Mopsaaky 3aiicHeHHs dhapMakoHarisay,
3aTBEPAXEHOro Haka3om MiHicTepcTea
OXOPOHU 310POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHW 30POB’S
YkpaiHu Bif 26 BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpoKamu,
3a3HayYeHVMU Y NepiogMYHOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.
29. | CNUPT po34nH ons TOB Ykpaina TOB YkpaiHa MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH Ges nionseae UA/8525/01/01
KAM®OPHUI 30BHILUHLOTO "TepHochapm” "TepHodchapm" peuyenma
3aCTOCyBaHHS,
cnupToBuid 10 % no 40
My dhiakoHax; no 40
M1y p1akoHi; no 1
hnakoHy B KOpobL,i 3
KapTOHY
30. | CYNIb®AANME3N Tabnetku no 500 Mr no TOB Ykpaina TOB YkpaiHa MepepeecTpaLis Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/6875/01/01
H 10 TabneTok B "Arpochapm" "Arpochapm" 3MiHu | TMny - 3MiHK Woao peyenmo nionseae
6nictepax 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsay. M

3MiHa Y KOpPOTKiil XapaKTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKLUT 4719 MeANYHOro 3aCTOCYBaHHA Ha
nigcTasi peryssipHO OHOBJ/THOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifpKeHb 3 6e3neky 3acTOCyBaHHs
nikapcbKoro 3acoby B Mic/iApeecTpaviiiHmii
nepiog, abo Ak pe3ynbTar OLiHK/ 3BTy 3
JocnigpKeHb, NpoBeAeHVX BiANOBIAHO A0
nnaxy negiatpuyHmx gocnipkeHs (PIP)
(3MiHY Y3rof)KeHo 3 KOMNETEHTHUM
YNOBHOB&XEHNM OpraHoMm) - 3MiHu A0
IHCTPYKUIT ANA MeANYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby go posginis: "B3aemogis
3 iHWKVMU fliKkapCbKMMK 3acob6amu Ta iHLWi
BUAM B3aemogiit", "OcobnmBocTi
3actocyBaHHs", "lNo6iyHi peakuii" BiANOBIAHO
[10 OHOBJEHOT iHdhopMaLii 3 6e3nekun Aitoyol
PEYOBUHM JiIKAPCLKOTro 3acoby.
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Ne Ha3ssa snikapcbko20 Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayitiHo
yrnakoska) 2o
nocsioYeHHs1
MepiognyHICTb NOAAHHSA PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neKku BiANOBILHO
o Mopsaaky 3aiicHeHHs dhapMakoHarisay,
3aTBEPAXEHOro Haka3om MiHicTepcTea
OXOPOHU 310POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHW 30POB’S
YkpaiHu Bif 26 BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpoKamu,
3a3HayYeHVMU Y NepiogMYHOCTI NoAaHHSA
PEerynsipHux 3BiTiB 3 6e3neku
31. | TOPAAIB PO3YunH N8 iH'eKLiA, 5 TOB Ykpaina BECb YkpaiHa MepepeecTpaLisi Ha HEOGMEXEHUNIA TEPMIH. 3a He UA/11604/02/01
mr/mn, no 4 mny "®APMEKC BUPOBHNYNIA 3MiHu | TUny - 3MiHK Woao peyenmo niossiecae
hnakoHi; no 5 pnakoHis reyn npouec M3, 3 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay. M
Y KOHTYpHIli YapyHKOBIlA ypaxyBaHHAM 3MiHM y KOPOTKili XapakTepucTui
ynakosui; no 1 BUNYCKY cepii: NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
KOHTYPHIli YapyHKOBIi TOB IHCTPYKLT A8 MeANYHOro 3aCTOCYBaHHS
YNakoBLi Y KApTOHHIl "®APMEKC reHepuYHUX/Ti6pUaHNX/6ionoaiGHNX
nauui abo no 4 mn B reyn-, NiKapcbKnx 3acobiB nNic/1si BHECEHHS Tiel
amnyni; no 5 amnyny YKpaiHa; camoi 3MiHM Ha pedhepeHTHUIA Nnpenapar
6nicTepi; no 1 6nictepy BECb (3miHa He noTpebye Hafi@aHHA XOAHUX HOBUX
Yy KapTOHHIl nayui, abo BUPOBHWYMIA [04aTKOBMX faHuX) - 3MiHM BHECEHO 0
no 4 mn B amnyni; no 5 npouec M3, 3a IHCTPYKUIT y po3ainun: "®apmakosnorivHi
amnysn y KapTOHHil BUHATKOM BrnactmsocTi", "MokasaHHA" (pegaryBaHHs),
nauui 3 neperopogxkamu BUNYCKY cepii: "MpoTunokasaHHa", "B3aemogisi 3 iHWnMmn
TOB nikapcbkrMmM 3acobamu Ta iHLWi B1uam
"dapmaLeBTUyH B3aemogiin", "OcobnnBoCTi 3aCTOCyBaHHS",
a KoMnaHis "3acTocyBaHHSA y nepiog BariTHOCTi abo
"3nopoB’s", rofyBaHHs rpyaat”, "3aatHicTb BNaMBaTtu
Ykpaina Ha LWBWAKICTb peakLii Npu KkepyBaHHi

aBTOTPAHCMOPTOM ab0 iHLWMMKN

MexaHismamu", "Crnoci6 3acTocyBaHHS Ta
posu", "Aitn", "MepenosysaHHsa”, "Mo6iyHi

peakuii” BignoBigHo A0 iHhopmau,i Wwoao

MeZMYHOro 3aCTOCyBaHHs peddepeHTHOro

nikapcbkoro 3acoby (TPUNPAC®, po3unH

LN iH eKUin)
MepiognyHicTb NogaHHA perynsipHo

OHOB/IIOBAHOrO 3BITY 3 6e3nekun BiANOBIAHO
0o MNopsaky 34ificHeHHs hapmakoHarnsagy,

3aTBEpXEHOro Hakazom MiHicTepcTBa
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Ne Ha3ssa snikapcbko20 Popma surnycky 3assHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayitiHo
yrnakoska) 2o
nocsioYeHHs1
OXOPOHU 3[0POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainun 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHMW 340POB’A
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTAaHOBWTL: 3riHO 3i CTpOKamu,
3a3HaYeHMMM y NepioanYHOCTI NoAaHHS
perynspHux 3BiTiB 3 6e3neku.
32. | ®OPMIOPOH po34nH ons MpAT Ykpaina MpAT YkpaiHa MepepeecTpavis Ha HEOOMEXeHUIA TEPMIH 6e3 nionseae UA/0597/01/01
30BHIiLLHLOrO dapmaueBTny dapmaueBTUYHA peyenma
3acToCyBaHHs, Ha thabpuka thabpuka
cnupToBuii no 100 mny "Biona" "Biona"
donakoHi; no 1 chnakoHy
B Mauuj; no 50 mn abo
100 mn y dpnakoHax
33. | ®PIBPIC cupon, 2,5 mr/5 mn no Mini Xenckepe Benvka pakype IHais MepepeecTpauisi Ha HEOBMEXEHUIA TEPMIH. 6e3 nionseae UA/6853/02/01
100 mn 'y chnakoHi, no 1 Nimiten BpuTtaHis dapmacbloTikan 3MiHn | TURY - 3MiHK Woao peyenma
hnakoHy 3 MipHOKO cNTA 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay.

JIOXEUKOH B KAPTOHHIl
KOpoo6Li

3MiHa y KOpOTKili XxapakTepuctui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta
IHCTPYKLUT ANA MeAMYHOro 3acTOCYBaHHA Ha
nifcTasi peryaspHo OHOB/HOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifpkeHb 3 6e3neky 3acToCyBaHHs
nikapcbKoro 3acoby B nicnspeecTpavyjinHuii
nepiog, abo Ak pe3ynbTart OLiHK/ 3BTy 3
pocnigpkeHb, NpoBeAeHnX BignosigHo A0
nnaHy negiarpnyHux gocnigpkeHs (PIP)
(3MiHY y3rofkeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHom) - 3MiH1M BHECEHO
[0 IHCTPYKLT A8 MeANYHOro 3aCTOCYBaHHS
npenapary Ao po3ginis “NokasaHHs"
(yTouHeHHs), "MNpoTunokasaHHs",
"B3aemogis 3 iHWMMK fliKapCbKuMun
3acob6amu Ta iHWi B1UAM B3aeMogiin”,
"Oco61BOCTI 3acTOCyBaHHA",
"3acTocyBaHHs y nepiog BariTHoCTi abo
roflyBaHHs rpyaar”, "3aatHicTe BmBatm
Ha WBUAKICTb peakuii npu kepyBaHHi
aBTOTPAHCMOPTOM ab0 iHLWMMKN
mMexaHismamu", "Crnoci6 3acTocyBaHHS Ta
[o3un" (pegarysaHHs), "Mob6iyHi
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n/n

Hazsa slikapcbko20
3acoby

Popma surnycky
(nikapcbka cpopma,
yrnakoska)

3asiBHUK

Kpaina
3asBHUKaA

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo
2o
nocsBi0YeHHs

peaxuii"BifnoBigHO [0 OHOB/IEHOT
iHbopMmawii 3 6e3nekun Aityoi pevoBUHN.
MepiognyHicTb NoAaHHA perynspHo
OHOB/IHOBAHOrO 3BITYy 3 6e3Mnekun BiANOBIAHO
[0 Mopsaaky 3ailicHeHHs chapmakoHarnsgy,
3aTBEpPAKEHOro Haka3om MiHicTepcTBa
OXOPOHW 3[0POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainun 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’S
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUWTbL: 3ri4HO 3i CTpoKamu,
3a3HavYeHMU Y NepiofnMYHOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.

34.

DYPALUUNIH

Kpanni BYLUHi, pO34nH
0,066 % no 20 mny
hnakoHax; no 20 mny
thnakoHi; no 1 dpnakoHy
y navui

MpAT
PapmaneBTny
Ha habpuka
"Biona"

YKpaiHa

MpAT
dPapmaLeBTUYHa
thabpuka
"Biona"

YKpaiHa

MepepeecTpallisi Ha HEOBMEXEeHU TePMIH.

MepiognyHICTL NOAAHHS PerynsipHo
OHOBJIHOBAHOrO 3BITYy 3 6e3neku BiANOBIAHO
[0 Mopsagky 3ailicHeHHs chapmakoHarnsay,

3aTBepAXEHOro Hakasom MiHictepcTea
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHMW 3[10POB’A
YkpaiHu Bif 26 BepecHsi 2016 poky Ne 996),
CTaHOBWTbL: 3ri4HO 3i CTpoKamu,
3a3HavYeHMU Y NepiofnMYHOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.

6e3
peyenma

nionsicae

UA/8351/01/01

35.

LUMNNOCTA30N

nopoLuok (cybcraHuis) y
nakeTax noApiHMX
nonieTNeHoBux Ans
thapmaLeBTU4HOTO
3aCTOCYyBaHHSA

MAT
"KUiBCbKUIA
BiTaMiHHWIA

3asof”

YKpaiHa

neHmapk
dapmaueyTikan
Nimiten

IHais

MepepeecTpallis Ha Heo6MeXeHUit TepMiH

He
nionseae

UA/12892/01/01

HauanbHuK YnpaBniHHA (hapmaleBTUYHOI AiANBHOCTI Ta

AKOCTI (hapmaueBTUUHOT NPOAYKLiT
30

T.M. lIacKkoBCbKun
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MNEPENIK
NIKAPCbKMX 3ACOBIB (MEANYHUX IMYHOBIONOINYHUX MPEMAPATIB), LLLOAO AKNX BYNI BHECEHI 3MIHU A0 PEECTPALJINHNX
MATEPIANIB, AKI BHOCATbCA A0 AEPXABHOI'O PEECTPY NIIKAPCbKNX 3ACOBIB YKPAIHA

Aopatok 3

[0 Hakasy MiHicTepcTBa OXOpPOHU

300pOB’A YKpaiHu

03.01.2018 Ne 12

Ne | Ha3sa nikapcbkoz2o ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢popma, 3asBHUKa BUPOGHUKa Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYyeHHs1
1. | L-UET® TabneTku, BKpUTI KYCYM IHAisA KYCYM IHAisa BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasis: 3MiHu | 6es UA/8612/01/01
06010HKO0, Mo 5 Mr; No XENTXKEP XENTXKEP MBT TMny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenma
10 TabneTok y 6nicTepi; MBT NTA nTa Ta/abo agpecy 3asiBHKKa (BNacHWKa peecTpaviiHoro
no 1, a6o no 3, abo no noceifgYeHHs) (3MiHa Ha3BY 3asBHWKa); 3MiHK | Tuny -
10 6nicTepiB y AZMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo
KapTOHHI ynakoBLi agpecu Micusi NPoBaKEHHS AiiSIbHOCTI
BMPO6HMKa/iMNnopTepa roToBOro JlikapCbKoro 3acoby,
BK/IOYA0UM OiNbHUL BUMYCKy cepii abo micue
NPOBeAEeHHS KOHTPOJIHO AKOCTI. (LiANbHICTb, 3a AKY
BiAnoBigae BMPOGHMK/IMNOPTEP, BKIKOYAKOYM BUMYCK CEpili)
(3miHa Ha3BM BMPOGHKMKa, 6e3 3MiHM MicLs BUPOOHULITBA)
(TepMiH BBEAEHHS 3MiH NPOTArOoM 6-Tu MicALIB nicns
3aTBEPLKEHHS); 3MiHM | TUNY - 3MiHK Woa0
6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy (iHwi 3MiHN)
(3amiHa rpaciyHOro ohopmaIEHHS NEPBUHHOI Ta BTOPUHHOT
yNakoBOK Ha TEKCT MapKyBaHHS YNakoBOK 3 BifNoBigHUMMN
3miHamu 8o po3ginis MKA N3 (po3gin «IpadivHe
0othopMNEHHS» 3aMiHEHO PO3Ai/TIOM «MapKyBaHHs»)
(TepMiH BBEAEHHS 3MiH MPOTArOM 6-TK MicsALIB nicns
3aTBEPIKEHHS)
2. | ASUTPOMILUUNHY NOPOLLIOK KpUCTasTivHWi BE3 Xopsaris Anemb6ik IHais BHECEHHS 3MiH [10 peecTpaLjiiiHix maTtepianis: 3miHa - UA/7155/01/01
ANTrIAPAT (cybeTaHuin) y dapmaxem dapmaveyTikan3 3asBHMKa (B/1acHMKa peecTpaviiiHoro noceig4yeHHs) (3rigHo
noaBiiHNX 0.0.0. Nimiteq Haka3y MO3 Big 23.07.2015 Ne460)
nonieTnNeHoBnxX
naketax gns
BMPOGHMLTBA
HeCTepUIbHUX
nikapcbkux hopm
3. | AIEHAPA® Tabnetku no 70 mr, in KYCYM IHais KYCYM IHais BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: - UA/12663/01/01
bulk Ne 7200 (4x1800): XENTXKEP XENTXKEP MNBT TexHiYHa nomunka y posgini Cknag MeTtoais KOHTPO/O
no 4 Tabnetkny MBT NTA nTa SIKOCTi, MPW HanMcaHHi Ajto4oi pevyoBuHM By/10 AONYLLEHO

6nicTepi, no 1800

NOMWJIKY
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Ne Hasga sikapcbKo20 Popma surnycky 3asasHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYyeHHs1
6nicTepiB y KAPTOHHIl
KopoobLi
4, | ANEHOPA® Tabnetku no 70 wmr, no 4 KYCYM IHgis KYCYM IHais BHECEHHS 3MiH [0 peecTpauiiHux maTepiasis: 3a UA/7210/01/02
Tabnetku y 6nictepi, no XENTXKEP XENTXKEP NBT TexHiYHa nomuska y posgini Cknag MeTofiB KOHTPOSIO peyenmo
1 6nicTepy y KapTOHHii MNBT NTA nTa AKOCTI, NPU HanucaHHi Ajtoyoi pevyoBuHY 6y10 AONYyLLEHO M
ynaKoBLi NOMUJIKY
5. | AINYHA TabneTku, BKPUTI Amakca Benuka nepBuHHe LLiBeiiuapis BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 6e3 UA/11711/01/01
NAiBKOBOI 0O0/I0HKOIO, Papma /1T BpuTtaHis nakyBaHHs 3MiHM | TUNY - 3MiHK, NOB'A3aHI 3 HEOOXIAHICTIO peyenma
no 10 TabneTtok y (dbacyBaHHs), npuBELEHHS Y BiANOBIAHICTb A0 MoHorpadii 4dY abo
6nicTepi; no 1 a6o no 3 BTOPVHHE €Bponeiicbkoi hapmakonei, abo iHLWOoT HalioHaIbHOT
6nicTepy B KAPTOHHIl nakyBaHHs, hapmakonei gepxasun €C (3miHa y cneuudikawii
Kopoo6Li MapKyBaHHs: HedhapmakoneiiHoro A®l ans npuBefeHHs y BiANOBIAHICTb
lHcaHa CA, no sumor 1dY abo €sponeiicbkoi thapmakonei, abo iHLwOoi
LBeliuapis; HaujioHanbHOI thapmakonei gepxasun €C) - npuBefeHHs Y
KOHTPO/b Cepiit: BiAgnoBigHicTb A0 EP cneuudikauii i MeTogiB KOHTposto
IHTepnabop CyXOro eKCTPaKTy KOpPiHHA BasiepiaHn 3a nokasHukamm
Benn AT, «MikpobionoriyHa unctota», pernameHTauii kagmito, 3
LLBeiiuapis; po34iny onmc BUIyYaeTbCs CMak, 3MIHIETLCS p.
KOHTPO/1b SAKOCTI: «lpeHTudpikauis», «BmicT Bogu»; npuBefeHHs y
Na6op BiAgnoBigHICTb A0 EP cneuudikaLii i MeToAiB KOHTposo
LlonniHrep Ar, CYXOro eKCTPaKTy LUMLLOK XMesIo 3a NOKasHUkamu
LLiBeiiuapis; «MikpobionoriyHa ymcTota», cneuudikawii Wwoao
BMPOOHULITBO 3a pernameHTauii kagmito; 3MiHM | TUNY - 3MiHa y napameTpax
NOBHVM LK/TOM: cneumdikauin Ta/abo foNyCTUMKUX MEX, BUSHAUYEHNX Y
Makc Llennep cneuudikauisx Ha Adl, abo BUXigHWA/NPOMIKHWIA
3b0oHe AT, NpoAyKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLLEC
LLiBeiuapis BMPO6HMLTBA ADI - BBEAEHHSA BUMPOOYBaHHS Ha
iAeHTMiKaLilo aMiHOKUCNOT, BTpaTy B Maci npu
BUCYLLYBaHHi, peAakuiiiHi 3MiHW B cneuydikauii cyxoro
EKCTPaKTy LUMLLOK XMeSto; 3MiHK | TuMy - 3miHa y meTogax
BMNpo6yBaHHA A®| abo BuXigHoOro martepiany/npoMikHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIECI
BMpo6HMLUTBA API (iHLWi 3MiHN Y MeToAax BUNPOOYBaHHS
(BKtOYatoumn 3amMiHy abo fonoBHeHHs) APl abo
BUXiAHOTrO/NPOMIKHOTO NPOAYKTY) - 3MiHA METOAMK
BMNPOGYBaHHSA Ha BMICT BaXKKNX MeTasiB i adh/1aTOKCKHIB B
CYXOMY eKCTpakTi KopeHs BanepiaHu i JIPC); 3miHa
MEeTOAMNK BUNPOGYBAHHS HA BMICT BaXKKMX MeTaiB,
ahnaToKCUHIB, 3aMiHa BU3HAYEHHS PYTUHY Ha BU3HAYEHHS
i30KBEPLETUHY B CYXOMY eKCTPaKTi LWNLLOK XMento i JIPC
6. | AiIbBYHOPM 20% po3unH ANns iHdysin 20 OKTADAPMA ABCTpIs OKTA®APMA Lsewjis/ BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3a UA/13083/01/01
% (200 mr/mn) no 50 mn dapmaueBTmK dapmaueBTuKa HimeuyunHa 3MiHM Il TMny - 3miHn Woao 6e3nekn/edeKTMBHOCTI Ta peyenmo
a60 100 mn y dhnakoHax a MpoAyKTioHcrec hapmakoHarnsay. BHeceHHsi abo 3MiHa(1) A0 3060B'A3aHb M
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Ne Hasga sikapcbKo20 Popma surnycky 3asasHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYyeHHs1
Ne 1 ans iHdysili (ckno MpopykTioHcre M.6.X., ABCTpIS; Ta yMOB BMAaui peecTpaviiiHoro nocBig4YeHHs, BK/OYaoum
Tun ll) 3 npo6koto c M.6.X. OKTA®APMA MnaH ynpasniHHA pusmkKamMm (3acTocyBaHHS 3MiH(1), ski(a)
AB, LLiBewjs; BMMaratTb(€) NoJasnbLIOro 06r'pyHTYBaHHA HOBUMMN
OKTA®APMA, [0[aTKOBUM AaHMU, WO MarTb HaZaBaTucs
PpaHuis; KOMMNEeTEeHTHUM OpraHoM, OCKi/IbkW BUMaraeTbCsi CyTTeBa
OKTA®APMA OLjiHKa KOMNETEHTHUM opraHom) - [leTasnbHuii onuc
MpoaykTioHcrec cUCTEMW YNpaB/liHHA PU3nKaMun y BUrNSAAI nnaHy
enwagrt ynpas/iHHA pU3nMKaMm, MiICTUTb ONMUC 3aX0A4iB 3 MiHiMi3auiT
[Jounang pv3vKiB Ta 34iicHeHHs hapmakoHarnsgy. I[Hopmauis 3
M.6.X., 6e3neku, Lo npefcTaBeHa B iHCTPYKLIT 418 MegnyHOro
HimeuuunHa; 3acTocyBaHHA Nikapcbkoro 3acoby, Biobpaxae 3axoam 3
anbTepHaTMBHa MiHimi3aLii pusunkiB, BUKNaAeHi y nnaHi ynpasiiHHA
BMPOOHMYa pu3nkamu, HagaHoMy 3asiBHUKOM. Pestome nnaHy
AinsHka ons ynpaBiHHA pu3nkamy AOAAETHCA
BTOPWHHOIO
nakyBaHHS:
OKTA®APMA
v6X, deccay,
HimeyunHa
7. | ANIbBYHOPM 25% pO34nH ANna iHdysili 25 OKTA®APMA ABCTpIs OKTA®APMA Lsevis/ BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 3a UA/13083/01/02
% (250 mr/mn) no 50 mn dapmaleBTUK dapmaueBTHKa HimeuunHa 3MiHK |l TUNy - 3MiHM Woao 6e3nekn/ed)ekTMBHOCTI Ta peyenmo
a6o 100 mn y chnakoHax a MpoaykTioHcrec thapmakoHarnsgy. BHeceHHs abo 3miHa(v) Ao 3060B'A3aHb M
Ne 1 ans iHdpysili (ckno MpogykTioHcre M.6.X., ABCTpIs; Ta YMOB Bujaui peectpauiliHoro noceif4yeHHs, BK/H0Haoum
Tvn Il) 3 Npo6koto c M.6.X. OKTA®APMA MnaH ynpae/iHHA pusmkamMm (3acTocyBaHHS 3MiH(1), siki(a)
AB, LWBeLis; BMMaratTb(€) NofasbLIOro 06r'pyHTYBaHHA HOBUMM
OKTA®APMA, [04aTKOBMM AaHVMMU, L0 MatoTb HaJaBaTuca
dpaHuis; KOMMETEeHTHUM OpraHoM, OCKi/IbKW BUMaraeTbCsi CyTTeBa
OKTA®APMA OLliHKa KOMNETEHTHUM opraHom) - [letanbHuii onuc
MpopykTioHcrec cucTemMy ynpasniHHA pUsnkaMun y BUrNSALi nnaHy
enwadgT yNpaB/liHHA pU3MKaMm, MICTUTb ONNC 3aX0A4iB 3 MiHiMi3auiT
[Joiunang pv3vKiB Ta 34ilicHeHHs dpapmakoHarnsgy. [Hopmauis 3
M.6.X., 6e3neku, WO NpefcTasneHa B iHCTPYKLT 4158 MeguyHoro
HimeuumnHa; 3aCcToCyBaHHS NiKapcbKoro 3acoby, Bigobpaxae 3axoam 3
anbTepHaTMBHA MiHiMi3aLii pU3ukiB, BUKIaAEHI Y NnnaHi ynpasniHHA
BMPOGHMYA pv3vKkaMu, HafaHoMy 3asiBHUKOM. Pestome nnaHy
AingHka gns ynpasiHHA pU3nKamu AOAAETHCA
BTOPWHHOTO
naKkyBaHHs:
OKTA®APMA
rm6X, Oeccay,
HimeyunHa
8. | AMEPTUN® TabneTkn, BKpUTI Biodhapm /114 Monbwa Biodhapm J11g, Monbwa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 6e3 UA/2728/01/01
060/10HKOI0, No 10 Mr no TEXHiYHa NOMW/IKa B IHCTPYKLIT 415 MefnMyHoro peyenma
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Ne Hasga sikapcbKo20 Popma surnycky 3asasHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYyeHHs1
7 TabneTok y 6nictepi; 3acTOCyBaHHS Y p. "BUpo6HMK"
no 1 6nictepy B
KapTOHHI kopobuj; No
10 TabneTok y 6nicTepi;
no 1 a6o 2, a6o 3
6nicTepy B KapPTOHHIi
Kopoo6Ui
9. | AMIHOBEH pO34nH ANna iHdysili no PpeseHiyc HimeuunHa PpeseHiyc Kabi ABCTpis BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 3a UA/4585/01/01
IHOPAHT 10% 100 mn a6o no 250 mny Kabi ABcTpisi TM6X 3MiHK | TUNY - NOAAHHSA HOBUX cepTudpikatis BiANOBIAHOCTI peyenmo
hnakoHax Loinunang €Bponelicbkiin hapmakonei Big HOBUX BUPOOHWKIB (3aMiHa M
M6X ab0 AONOBHEHHS); 3MiHU | TUNY - BUNYYEHHSA BUPOBHUYOT
LinbHULI (BKIKOYatouN AifbHUL A1s ADI, MPOMIDKHOIO
npoAyKTy abo roToBOro nikapcbkoro 3acoby, AinbHULI AN
NpoBefeHHA NakyBaHHs, BUPOGHUKA, BiANOBiAaIbHOTO 3a
BUMYCK Cepili, MicLie MPOBEAEHHST KOHTPOSIO cepii) abo
noctavasibH1Ka BUXIAHOTO MaTepiasy, peareHTy abo
[OMNOMDKHOT PEYOBUHY (SIKLLIO 3a3HAYEHO Y OCLE); 3MiHY |
Tvny - 3MiHa napameTpiB cneundikaui Ta/abo
[0MNyCTUMUX MEX FOTOBOTO NiKapCbKOro 3acoby -
BU/yYeHHs 3i cneymdikalii Ha MOMEHT BUNYCKY
KiNIbKICHOTO BU3HAYEHHSA aueTtaTa i amiaka, BUTyYeHHs 3i
cneumadikaLii Ha TepMiH NPUAATHOCTI ifeHTUikauil girunx
peyoBMH, B 060X cneuudikalisx pefakLiiHi 3MiHM Ha3Bw 3i
3BY)XXEHHAM MeX; 3MiHK | Tuny - 3mMiHa y meToAax
BMMNPOOYBaHHA rOTOBOrO NiKaPCbKOro 3acoby - 3MiHa
METOAMK BUNPOBYBAHHS: KiNlbKiCHOTO BU3HAYEHHS
aMiHOKMC/IOT | aMiaky; 3MiHu Il Tuny - 3MiHa BUPOOHUKaA
BUXIAHOro/NPOMIKHOIO NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTbCSA Y BUPOBHNYOMY npoLeci AdPl, abo
3MiHa BUPOGHKMKa (BK/tOHaoun, ge HeobxigHo, micue
npoBefileHHA KOHTPOSI0 AKOCTi) APl (BBEAEHHS HOBOroO
BUMPOGHMKa A®I, KONK He NoJaeTbCs MacTep-ghaiin Ha AdI
Ta L0 BMMarae 3Ha4yHoi 3MiHM A0 BiANOBIgHOr0 po3ainy
[ocbe Ha AdI)
10. | AM1IOAUMNIH- Tabnetk no 5 mr no 10 TOB Ykpaina TOB YkpaiHa BHECEHHHS 3MiH 10 peecTpauiiHnx Matepianis: 3MiHu | 3a UA/3673/01/01
ACTPA®APM TabneTtok y 6nictepi, no "ACTPA®APM "ACTPAGAPM" Tuny - 3MiHM 3 AKOCTi. [0TOBWIA Nikapcbkuii 3aci6. Cuctema | peyenmo
2 abo 3, abo 10 " KOHTeliHep/3aKyrnoptoBabHuii 3aci6. 3MiHa po3mipy M

6nicTepis y Kopobu,i 3
KapTOHY

yMakoBKW rOTOBOrO MiKapCbKoro 3acoby (3MiHa KiflbKOCTi
oavHMLb (Hanpwkiag TabneTok, aMmnyn TOLLO) B YNakoBLi:)
- 3MiHa nosa fiana3oHoM 3aTBepAXeHNX Po3MipiB
ynakoBKku (404aBaHHA HOBOro po3Mipy ynakosku rno 10
TabneTok y 6nictepi; no 10 6nicTepis y kOpo6Lj 3 KapTOHY
i3 BIANOBIAHMMU 3MiHAMW [0 PO3AiaY «YNakoBKa»,
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n/n

Ha3sga nikapcbKo20

3acoby

Popma Bunycky
(nikapcbka cpopma,
ynakoska)

3asaBHuK

KpaiHa
3asiBHUKa

Bupo6HuUK Kpaina

BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayitiHo
20
nocsioYeHHs

nepBUHHWI NaKyBasibHWIA MaTepian He 3MiHMBCS)

11.

AMIOAUMNIH-
ACTPA®APM

Tabnetkn no 10 mr no 10
TabneTtok y 6ictepi, No
2 abo 3, abo 10
6nicTepis y Kopobu,i 3
KapTOHY

TOB
"ACTPA®APM

YKpaiHa

TOB YKpaiHa
"ACTPAGAPM"

BHECEHHHS 3MiH 0 peecTpauiliHux MaTtepianis: 3MiHu |
MMy - 3MiHKU 3 AKOCTI. FOTOBWIA SliKapCbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasbHuii 3aci6. 3MiHa po3mipy
yMakoBKW rOTOBOrO MiKapCbKoro 3acoby (3MiHa KiflbKOCTi
OAMHWLG (Hanpukiag Tab1eTok, aMnyn TOLLO) B yNakoBLi:)
- 3MiHa nosa fjiana3oHoM 3aTBepIXeHNX PO3MipiB
ynakoBkM (foAaBaHHSA HOBOTO PO3Mipy ynakoBku no 10
TabneTtok y 6ictepi; no 10 6nicTepiB y KOPOOL,i 3 KAPTOHY
i3 BIANOBIAHUMU 3MiHAMW [0 PO3AiNY «YNakoBKa»,
NepBUHHWIA NaKkyBaslbHWI MaTepian He 3MiHUBCA)

3a
peyenmo
M

UA/3673/01/02

12.

ATEHONON-
ACTPAD®APM

TabneTku no 50 mr, no
10 TabneTok y 6nicTepi,
no 2 a6o 10 6nictepis B
KOpOO6L|i 3 KapTOHY

TOB
"ACTPA®APM

YkpaiHa

TOB Ykpaina
"ACTPAGAPM"

BHECEHHS 3MiH 40 peecTpauiiiHux matepiasis: 3MiHu |
Tuny - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBasibHWiA 3aci6. 3miHa po3mipy
yMakoBKM FOTOBOrO MiKapCbKOro 3acoby (3MiHa KiflbKoCTi
OAVHWLL (Hanpukiag, TabneTok, aMmnyn TOLO) B ynakoBLii:)
- 3miHa no3a giana3oHoM 3aTBePKEHNX PO3MIpIB
ynakoBku (40AaBaHHA HOBOrO PO3Mipy ynakosku no 10
Tabnetok y 6nictepi; no 10 6nicTepis y KOpo6Lji 3 KAPTOHY
i3 BiANOBIAHMMM 3MiHAMU [0 PO3Z4iNny «YnakoBka»,
NepBUHHWI NaKyBaslbHWIA MaTepiaa He 3MiHMBCS)

3a
peyenmo
M

UA/4941/01/01

13.

ATEHONO/N-
ACTPA®APM

Tabnetkn no 100 Mr no
10 TabneTok y 6nicTepi,
no 2 a6o 10 6nictepis B
KOpOO6L 3 KAPTOHY

TOB
"ACTPA®APM

YKpaiHa

TOB YKpaiHa
"ACTPA®APM"

BHECEHHS 3MiH [j0 peecTpaLiiiHux matepiasnis: 3MiHu |
TUny - 3MiHM 3 AKOCTI. [OTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBanbHuii 3aci6. 3MiHa po3mipy
yNaKkoBKW rOTOBOrO NiKapCbKoro 3acoby (3MiHa Ki/lbKOCTi
oavHMLb (Hanpuknag TabneTok, amnyn TOLLO) B YNakoBsLyi:)
- 3miHa no3a Aiana3oHoM 3aTBepIKEHVX PO3MipiB
ynakoBKkM (foAaBaHHSA HOBOrO PO3Mipy ynakosku no 10
Tabnetok y 6nictepi; no 10 6nicTepiB y KOPOOL,i 3 KAPTOHY
i3 BigNOBIAHNMM 3MiHAMU [0 PO34iNny «YnakoBKa»,
NepBWHHWI NakyBasiIbHUIA MaTepian He 3MiHUBCS)

3a
peyenmo
M

UA/4941/01/02

14.

AUMKNOBIP

Tabnetku no 0,2 r, no 10
TabneTtok y 6nictepi, no
1 abo 2 6nictepu B
nauj 3 kKapToHy

MpusatHe
akuioHepHe
TOBapPUCTBO

"Nekxim-
Xapkis"

Ykpaina

MpuBatHe
akuioHepHe
TOBapUCTBO

"Jlekxim-Xapkis"

Ykpaina

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepianis: 3MiHu |
TMny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy 3asiBHKKa (BNacHWKa peecTpaviiHoro
nocBifyeHHs) (3MiHa HaliMeHyBaHHS Ta agpecy 3asBHuKa
(BnacHvika peecTpauiiHoro NocBig4eHHs); 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
afpecy MicLs NPoBaXXEHHS Ais/IbHOCTI
BMPOGHMKa/iMnopTepa rotToBoro Nikapcbkoro 3acoby,
BK/IIOYAOUM AiNbHULI BUMYCKY cepii abo micue
NpoBeLEHHS KOHTPO/IIO AKOCTI. (4iANbHICTb, 3a AKy
BiANOBiAae BMPOGHUMK/iMNOPTEp, BK/IOYAKUM BUMYCK Cepili)
(3MiHa HallMeHyBaHHs Ta agpecu BUpobHuka N3, 6e3

3a
peyerimo
M

UA/6895/01/01
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Ne Hasga sikapcbKo20 Popma surnycky 3asasHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYyeHHs1
3MiHM MicUsl BUPOOHMUTBA)
15. | ALUMKNIOBIP Tabnetkn no 0,2 r, in MpusatHe Ykpaina MpuBatHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | - UA/6896/01/01
bulk: no 3000 TabneTok akuioHepHe akuioHepHe TMNy - AAMIHICTPATVUBHI 3MiHW. 3MiHa HaliMEeHyBaHHsI
Y KOHTelHepax TOBapUCTBO TOBapUCTBO Ta/abo agpecu 3asaBHUKa (BNacHNKa peecTpauiiiHoro
nnacTMacoBux "Nlekxim- "Jlekxim-Xapkis" nocBiAYeHHs) (3MiHa HaliMeHyBaHHA Ta afgpecy 3asBHUKa
Xapkis" (BnacHvKa peecTpauiitHoro noceig4eHHs); 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
afipecyt MicLA NPoBaMKEHHS Ais/IbHOCTI
BMPO6HMKa/iMnopTepa roToBOro JlikapCbKoro 3acoby,
BK/IOUA0UM OiNbHULI BUMYCKy cepii abo micue
NPOBeLEHHS KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKYy
BiANOBiAa€ BUPOOHMK/IMNOPTEP, BKOUAKYM BUMYCK Cepiil)
(3MiHa HalilmeHyBaHHsA Ta agpecu BUpobHuka N3, 6e3
3MiHW MicLisi BUPOGHULITBA)
16. | BEK/TA3OH-EKO aepos3o/b Ans TeBa I3painb HopToH Ipnangis BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3a UA/5384/01/01
iHransyii, 100 mkr/go3sy dPapmaLeBTika (Batepdopn) 3MiHW | TUNY - 3MiHW 4,0 IHCTPYKUIT ANS MeANYHOro peyenmo
no 200 fo3 y 6a/10HUYNKY n lHpacTpi3 Nimiteq T/A 3acTocyBaHHSA y po3ainu: "Ocob/MBOCTI 3aCTOCYBaHHS", M
3 iHranAuinHMM nra. AMBEKC "Mo6iyHi peakwyji" BigNOBIgAHO A0 OHOBMEHOI iHChopMaLii 3
NPUCTPOEM Y KOpObLi dapmacbloTukan 6e3neku Ailoyoi pe4oBmHN. BBeAeHHA 3MiH npoTsirom 3-x
3 Ipnangisa T/A MicALiB nicnsa 3aTBepaKeHHs
TeBa
PapmacbioTuKan
3 Ipnangis
17. | BEK/TA30H-EKO aepo3o/b Ans TeBa I13painb HopToH Ipnangis BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/5384/01/02
iHransuii, 250 mkr/gosy dapmaleBTika (Batepdopn) 3MiHW | TUNY - 3MiHW 4,0 IHCTPYKLUIT ANS MeANYHOro peuyenmo
no 200 fo3 y 6a/10HunKy n lHgacTpi3 Nimiteg T/A 3acTocyBaHHSA y po3ainu: "Ocob/IMBOCTI 3aCTOCYBaHHS", M
3 iHranAuinHUM nra. AMBEKC "Mo6iyHi peakuyji" BigNoBigAHO A0 OHOBMEHOI iHChopMaLii 3
NPUCTPOEM Y KOpOObLi dapmacbloTukan 6e3neku Ailoyoi pe4oBmMHN. BBeAeHHA 3MiH npoTsirom 3-x
3 Ipnangia T/A MicALiB nicnsa 3aTBepaKeHHs
TeBa
PapmacbioTuKan
3 Ipnangis
18. | BETAAEPM® Masb no 15 ry Ty6i; no 1 TOB Ykpaina dapm3aBof, MonbLia BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/3511/02/01
Ty6i B KQPTOHHIA KOPOGLL "BAJIEAHT Enbta A.T. 3MiHu | TUNYy - 3MiHa y MeToAax BUNpobyBaHHSA rOTOBOro peyenmo
PAPMACBIOT NiKapCbKOro 3acoby - 3MiHN B PO3PaxyHKy KiflbKiCHOro M
IKAN3" BU3HAYEHHS reHTamiuuHy cynbaty B roToBOMy
niKapcbkoMy 3aco6i, y 3B’A3Ky 3 NPUBEAEHHAM aHaNiTUYHOI
MeToAnKM «KinbkKiCHe BU3HAYEHHS reHTaMiLuHy»
MiKp0o6ionoriYHUM METOAOM Y BiAMOBIAHICTb A0 3aranbHOl
ctarTi EP 5.3. «CTaTuCTUYHWIA aHani3 6ioNorivyHmx
BMNPOGYBaHb i KiIbKICHUX BU3HAYeHb»; 3MiHN | Tuny -
3MiHa y MeTofax B1UNpo6yBaHHSA roTOBOrO JliKapCbKOro
3acoby - He3Ha4Hi 3MiHX B MiKpO6ionoriYyHOMy MeToai
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n/n

Ha3ssa nikapcbko20
3acoby

Popma Bunycky
(nikapcbka cpopma,
ynakoska)

3asaBHuK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayitiHo
20
nocsioYeHHs

KiNIbKICHOTrO BU3HAaYeHHS (aKTUBHOCTI) reHTaMiluHy
cynbhaTy B roTOBOMY NiKapCbKOMy 3ac06i Ta B TOMY 4mchi
36ibLUEHHS KiNTbKOCTI KOHLEHTpaLili PO34MHY MOPIBHAHHSA
Ta BUNPo6YBaHOro po3ynHy Ao 3, 3 KoHUeHTpauismu 1,0
ME/mn, 1,5 ME/Mn, 2,25 ME/MA; 3MiHM | TUny - 3miHa y
mMeTofax BUNPO6YyBaHHS rOTOBOrO JlikapCbKoro 3acoby -
He3HauHi 3MiHN B 3aTBEPKEHNX MeToAax BUNPOOyBaHHS
rOTOBOrO JiKapCbKOro 3acoby 3a nokasHukamu «KinbkicHe
BU3HAYEHHSI 6eTaMeTa3oHy», «KifibkicHe BU3HAYEHHS
BYTUNriAPOKCUAHI30Ny» «KinbKicHe BU3HAYEHHS
BYTUATIAPOKCUTONYONY»; 3MiHW | TUNY - 3MiHW 3 AKOCTI.
[oToBWiA Nikapcbknii 3aci6. KOHTPOb roTOBOr0
nikapcbKoro 3aco6y (iHWi 3MiHK) - HE3HAYHI 3MiHM B
3aTBEPKEHNX MeToAax BUNPODOyBaHHSA, a caMe 3a
nokasHukamm «lgeHTudikalis 6etameTasoHy
aunponioHaTy», «lgeHTudikauis reHTamiuuHy cynbarty»,
«CynpoBifHi fOMilK/ 6eTaMeTa3oHy AunponioHaTy»,
«CynpoBifHi AOMILLK/ reHTamiLMHy cynbdaTy»

19.

BICONPONON-
ACTPAD®APM

Tabnetku no 5 mr, no 10
TabneTok y 6nictepi, no
2 abo 3, abo 10
6nicTepiB y kopobLi 3
KapTOHY

TOB
"ACTPA®APM

YKpaiHa

TOB
"ACTPA®APM"

YKpaiHa

BHECEHHS 3MiH j0 peecTpaLiiiHux matepiasnis: 3MiHu |
™My - 3MiHK 3 SIKOCTi. FOTOBWMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHMIA 3aci6. 3miHa po3mipy
yMakoBKM rOTOBOr0 MikapCbKoro 3acoby (3MiHa KiflbKoCTi
oAvHMLb (Hanpuknag TabneTok, aMmnyn TOLLO) B YNakoBsLyi:)
- 3MiHa nosa fjiana3oHoM 3aTBEepMAKEHNX PO3MIpIB
yNakoBKM (foaBaHHSi HOBOrO po3Mipy ynakoBku no 10
Tabnetok y 6nictepi; no 10 6nicTepiB y KOPOOL,i 3 KAPTOHY
i3 BIAMOBIAHMMW 3MiHAMW [0 PO34iNYy «YNakoBKa»,
NnepBUHHWI NaKyBaslbHWIA MaTepian He 3MiHMBCS)

3a
peyenmo
M

UA/8959/01/02

20.

BICOMNPONOI-
ACTPA®APM

Tabnetku no 10 mr, no
10 TabneTok y 6nictepi,
no 2 a6o 3, a6o 10
6nicTepis y Kopobu,i 3
KapTOHY

TOB
"ACTPA®APM

Ykpaina

TOB
"ACTPA®APM"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 3MiHu |
Tuny - 3MiHM 3 AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasbHuii 3aci6. 3MiHa po3mipy
yNakoBKM rOTOBOrO MiKapCbKoro 3acoby (3MiHa KiflbKOCTi
oavHMUb (Hanpwkias TabneTok, aMmnyn TOLLO) B YNakoBLi:)
- 3MiHa nosa fiana3oHoM 3aTBepAXeHNX pPo3MipiB
ynakoBKku (404aBaHHA HOBOro po3Mipy ynakosku rno 10
TabneTok y 6nictepi; no 10 6nicTepis y kopo6Lj 3 KapTOHY
i3 BIANOBIAHUMU 3MiHAMW [0 PO3AiNY «YNakoBKa»,
NepBUHHWIA NaKyBasIbHWIA MaTepian He 3MiHUBCA)

3a
peyerimo
M

UA/8959/01/03

21.

BON-PAH®

Tabnetkn NelO B
6nictepi, Ne100 (10x10)
B 6nicTepi

CKAH BIOTEK
nTa

IHais

BadHa
PapmacbloTikas
c N1g., Ingjs;
LUAPOH BIO-
MEACVH

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu |
Tuny - FOTOBWIA Nikapcbkuii 3aci6. Bupo6bHMLTBO. 3aMiHa
abo BBeAEHHA A0AATKOBOI Ai/bHUL BUPOGHMLTBA A1
4acTVHY abo BCbOro BUPOOHNYOro NpoLecy rotoBoro
NiKapcbKoro 3acoby (AinbHULSA, Ha SiKili NPoBOAATLCSA

3a
peyenmo
]

UA/13388/01/01
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3asaBHuK

KpaiHa

39

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayitiHo
20

nocsioYeHHs

n/n

Ha3ssa nikapcbko20
3acoby

Popma Bunycky
(nikapcbka cpopma,
ynakoska)

3asiBHUKa

6yab-sKi BAPOOHUYI CTaAji, 3a BUHATKOM BUMYCKY CepiiA,

NIMITEL, IHgis;

KOHTPO/110 AKOCTI, NEepPBUHHOIO Ta BTOPUHHOIO NakyBaHHA,

IHais

Bisimen Jla6c
Nra, IHais

BadHa

IHais

[OJ151 HECTEePU/IbHUX NiKapCbknX 3aco6iB) (JogaTkoBa
AinbHuus: Bisimeg /la6e 14, IHAis) CynyTHS 3MiHa -
[oTOBWIA Nikapcbkuii 3aci6. BupobHuuTBO. 3amiHa abo
BBEJEHHS A0aTKOBOI AifIbHULI BUPOOHULTBA 415
4acTVHY abo BCbOro BUPOOHNYOro npoLecy rotoBoro
niKkapcbKoro 3acoby (AiNbHMLA ANs BTOPUHHOIO
nakyBaHHs). - F0TOBWUIA Nnikapcbkuii 3aci6. BupobHMUTBO.
3amiHa abo BBeAeHHS f0AaTKOBOI AiNbHMLi BUpO6HULITBA
NS YacTnHM abo BCbOro BUPOGHMYOro NpoLecy rotoBoro
nikapcbKkoro 3acoby (A4inbHWUUA 415 NEPBUHHOMO
nakyBaHHs); 3miHu | Tuny - FoToBUIA Nikapcbkuid 3aci6.
Brvpo6HMLTBO. 3MiHW, LLIO CTOCYIOTLCS BUNYCKY cepii Ta
KOHTPOJIO0 SIKOCTi FOTOBOrO AiKapCbKoro 3acoby (3amiHa
abo fofasBaHHA BUPOBHMKA, BifjNOBIAAIbHOMO 3a BUMYCK
cepii) -

BK/1I0HAKOUM KOHTPOL/BUNPOGYBaHHSA cepii (JogaTkosa
AinbHuuA: Bisimep Jlabe /114, IHAisN)
BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianisa: 3MiHu |
TMny - FOTOBUIA NikapcbKnii 3aci6. BUpo6bHMLTBO. 3amiHa

UA/13389/01/01

BO/1-PAH®

Tabnetkn n bulk Ne1000

B MakeTi
nonieTuneHoBoOMy

CKAH BIOTEK
nTg

dapmacboTikas
c NTa., IHgjs;
LAPOH BIO-

ME/JCWVH
NIMITEL, IHAis;
Bisimen Nab6c

Ntg, IHais

39

abo BBeAEHHA A0AATKOBOI Ai/bHUL BUPOGHMLTBA A5
YacTVHM abo BCbOro BUPOGHNYOro NpoLecy rotoBoro
NiKapcbKoro 3acoby (AiNbHMLSA, Ha SIKi MPOBOASTLCSA
6yab-sKi BAPOOHUUI CTaAji, 3a BUHATKOM BUNYCKY CepiiA,
KOHTPOJI0 SIKOCTi, NEPBMHHOTO Ta BTOPUHHOIO NakKyBaHHS,
[OJ151 HECTEePU/TbHMX JiKapCbknx 3aco6iB) (JogaTkoBa
AinbHuus: Bisimeg /la6e 14, IHAis) CynyTHS 3MiHa -
oTOBWIA Nikapcbkunii 3aci6. BupobHuuTBo. 3amiHa abo
BBEEHHS 404ATKOBOI AiNbHML BUPO6HMUTBA A5
4yacTVHM abo BCbOro BUPOGHNYOro npoLiecy roToBoro
nikapcbKoro 3acoby (AiNbHULA 415 BTOPUHHOTO
nakyBaHHs). - FOTOBWIA Nikapcbkuii 3aci6. BUpoGHULTBO.

NiKapcbKoro 3acoby (AiNbHULA 415 NEPBUHHOTO
nakyBaHHs); 3miHu | Tuny - FoToBUIA Nnikapcbkuii 3aci6.

B1po6HMLTBO. 3MiHK, LLLO CTOCYIOTLCA BUMYCKY cepii Ta

abo fofaBaHHS BUPOGHUKA, BiANOBIAA/ILHOIO 3a BUMNyCl
cepii) -

3amiHa abo BBEAEHHS A0AATKOBOI Ai/IbHUL BUPOGHULTBA
[191 YaCTUHM 260 BCbOro BUPOGHMUYOTO NPOLLECy roTOBOrO

KOHTPOJIH0 SIKOCTi FOTOBOrO flikapCbKOro 3acoby (3amiHa

K

AinbHuUA: Bisimen /labe 114, IHAiN)

BK/1H0HAKOUM KOHTPO/b/BUNPOGYBaHHSA cepii (JogaTkosa




40

Ne Hasga sikapcbKo20 Popma surnycky 3asasHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYyeHHs1
23. | BABOHAT® kancysm no 500 mr Ne30 AT Natsia AT Nartsis BHECEHHS 3MiH [JO peecTpaviitHux maTepianis: 3miHu || 3a UA/9434/01/02
(6x5), Ne60 (6x10) y "OnaitHdhapm" "OnaiiHdpapm" TMny - 3MiHK Woao 6e3nekn/eddekTUBHOCTI Ta peyenmo
6nictepax thapmakoHarnagy. 3MiH1 y KOPOTKiil XxapakTepucTuLi M
nikapcbKoro 3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKLiT Ans
MEJMYHOIO 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMU JaHUMU 3
AKOCTI, AOKNIHIYHUMU, KAIHIYHUMW AaHVMU Ta JaHuMK 3
thapmakoHarnsagy -
3MiHM BHECEHI 10 IHCTPYKUiT y po3ain "MNoka3aHHA". 3MiHu
BHECEHI [0 iHCTPYKLiT y po3ginu: "dapMakonoriyHi
BnacTMBOCTi", "Cnocib 3acTocyBaHHA Ta Ao3mn")
24. | BEPAMAMIN- PO34MH ANa iH'ekwiid, 2,5 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3a UA/3582/02/01
AAPHNLA Mmr/mn, no 2 Mn B "®apmaueBTun "®apmaueBTUYH 3MiHK | TUMy - 3MiHa Nepiogy NOBTOPHNUX peyenmo
amnyni; no 5 amnyny YyHa chipma a thipma BMNpobyBaHb/nepiony 36epiraHHs abo yMoB 36epiraHHs M
KOHTYPHIli YapyHKOBIA "AapHnus” "AapHnus” A®I (3a BiACYTHOCTI Y 3aTBEPA)KEHOMY AOCLE cepTudpikaTa

yNakoBLj; MO 2 KOHTYPHI
4apyHKOBi YNakoBKu Y
nauyj; no 2 ma B amnyni;
no 10 amnyny
KOHTYPHIli YapyHKOBIi
ynakosLi; no 1
KOHTYPHIlA YapyHKOBIlA
ynakosLji y nayui

BigMNOBIgHOCTI €Bponelicbkili chapmakonei, Lo BKIoYae
nepiog, NOBTOPHOro BUNPOOYBaHHS) (iHLUi 3MiHK); 3MiHW |
TMny - 3MiHa y MeTogax sunpobysaHHA APl abo BUXigHOro
MaTepiany/MpomMiKHOro NPoAyKTy/peareHTy, Wo
BMKOPWCTOBYETbLCA Y NpoLieci BUPOGHMLTBA ADI (iHLUi
3MiHV Y MeTofax BUNpobyBaHHsA (BkIoYaoun 3aMiHy abo
[ONOBHEHHs) A®| abo BMXiAHOrO/MPOMIDKHOTO MPOAYKTY);
CynyTHs 3MiHa: 3MiHa y napameTpax cneuudikayiin Ta/abo
[0NyCTUMUX MEX, BU3HaUYeHnX y crneumdikavisax Ha Adl,
ab0 BUXigHUA/MPOMIXHWUIA NPOAYKT/peareHT, Lo
BVKOPWCTOBYIOTbCSA Y Npoueci BupobHuutea A®I (iHwwi
3MiHW) — 3MiHM Y cneundikauii Ta meTogax BXigHOro
KOHTpON0 A®| 3a NoKasHUKaMMN «PO3UNHHICTb»,
«lgeHTundikauis», «Mpo3opicTb po3UnHy», «ONTUYHE
06epTaHHsI», «pH po3unHy», «CynyTHI OMILLKM», «Baxki
mMeTanin», «MBUY», «AHOMa/IbHa TOKCUYHICTb», «KifbkicHe
BM3HAYEHHS» - HE3HAYHI 3MiHU Ta pefaKLiiiHi yTOUHEHHS
3rigHo BuMor dY Ta maTepianis hipMU-BUPOGHMKE; 3MiHN
| TMNY - 3MiHa y MeTofax BMNpobyBaHHA rOTOBOrO
nikapcbKoro 3aco6y (iHLWi 3MiHM y MeToax BUNPobyBaHb
(BKNOUAOUM 3aMiHy ab0 [OMNOBHEHHS)) — HE3HAYHI 3MIHW
Ta pefakuiiHi yTOYHEHHST 40 po34iniB «lgeHTudikauis B»
APy 2.3.1.), «CynyTHi gomiwku» (4PY 2.2.29),
«MexaHiyHi BKoYeHHs. Bugumi yactku» (APY 2.9.20) Ta
«KinbkicHe BU3HaueHHs» (AdY 2.2.25); 3MiHu | Tuny -
3MiHa y napameTpax crneumdikaiin Ta/abo fonycTumMmnx
MeX, BU3HaueHux y cneyudikanisx Ha A®l, abo
BUXIAHWIA/MPOMIKHWI NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTbCS Y NpoLieci BUpobHuuTea AdI
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Ne Hasga sikapcbKo20 Popma surnycky 3asasHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYyeHHs1
(3BY)XXEHHSA [OMYCTUMMX MEX, BUSHAUYEHNX Yy crieundikadii);
CYNyTHS 3MiHa: 3MiHa MeTofax BunpobyBaHHs APl abo
BMXiAHOrO Matepiany/npomikHOr0 NPOAYKTy/peareHTy, Lo
BUKOPVCTOBYETLCA Y NpoLeci BUpo6HULTBa AD| (He3HauHI
3MiHW y 3aTBEPAXEHNX METOAAX BUNPOBYBaHHS) —
3BY)EHHSA AOMNYCTUMMX MEX y cnevmdikaLii BXigHOro
KOHTpot0 AP| 38 NOKA3HNKOM «3aJNLLKOBI KifIbKOCTI
OpraHiYHNX PO3YMHHUKIB», K HACNIAOK, 3MiHW Y OnuUCi
MEeTOAMKM BUNPOo6yBaHHs (APY 2.2.28)
25. | BIHNOLUETUH Tabnetkn no 5 mr no 10 MAT Ykpaina NAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/8199/01/01
TabneTok y 6nictepi; no "Ximchapmsas "Ximchapmsaso, 3MiHM | TUNY - 3MiHa y TepmiHax npugaTtHocTi abo ymosax peyenmo
3 abo 5 6nicTepiB y of "UepBoHa "YepBoHa 3ipka" 36epiraHHs rOTOBOTO JTiKaPCbKOro 3acoby - 3MiHa B yMOBax M
nauui 3 KapToHy 3ipka" 36epiraHHsA roTOBOro NikapcbKoro 3acoby. BBeAeHHs 3MiH
npotarom 3 -X MicsILiB nicns saTBepKeHHs
26. | BIHNOUETUH Tabnetku no 10 mr no 10 NAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3a UA/8199/01/02
Tabnetok y 6ictepi; no "Ximchapm3zas "Ximthapm3zasoz, 3MiHM | TUNY - 3MiHa y TepMiHax NnpugatHocTi abo ymoBax peyenmo
3 6nicTepu B navui 3 of "UepBoHa "YepBoHa 3ipka” 36epiraHHs roTOBOrO JliKapCbKOro 3acoby - 3MiHa B yMOBaxX M
KapTOHY 3ipka" 36epiraHHsA roTOBOrO NikapCcbKoro 3acoby. BBeAeHHs 3MiH
npotsArom 3 -X micAuUiB nicnA 3aTBepKEHHs
27. | BITA- Tabnetku no 3 mr, no 10 MAT Ykpaina MAT "KuiBcbknii YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/7898/01/01
MENNATOHIH® TabneTok y 6nictepi; no "KniBCcbkuii BiTAMiHHWI 3MiHM | TUny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmo
3 6nicTepu B navui BiTaMiHHUIA 3aBog" hapmakoHarnsgy. BeegeHHs 3mMiH npoTaArom 3-x M
3asopg" MicALIB Nicnsa 3aTBepPAKeHHSA; 3MiHV | TUny - 3miHa y

napameTpax cneuudikauii Ta/abo JOMyCTUMUX MEX,
BM3HAYeHuX y cneuudpikauisx Ha A®l, abo
BUXIAHWIA/MPOMKHWI NpoAyKT/peareHT, Wwo
BMKOPMCTOBYIOTbCS Y Mpoueci BupobHuytea Ad|
(A0oNoBHEHHA cneuudikauii HOBUM NOKa3HWKOM SIKOCTi Ta
BiANOBIAHMM MEeTOA0M BUNPOBYBaHHSA); 3MiHK | TUny -
3MiHa Yy MeTofax B1UNpo6yBaHHSA roTOBOrO JliKapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBeppKeHUX MeTofax
BMNPOGYBaHHSA); 3MiHM | TUNy - 3MiHa napameTpis
cneuudikauii Ta/abo AONYCTUMKX MEX FOTOBOrO
NiKapcbKoro 3acoby (3BY)XXEHHS AOMYCTUMUX MEX); 3MiHN |
TUny - 3MiHM 3 AKOCTI. [OTOBWIA Nikapcbkuii 3aci6. Onuc Ta
CKNag, - He3HauHi 3MiHM y Cki1ai roTOBOro NiKapcbKoro
3acoby, 30kpema Macy TabneTkn BUPaKEHO Y Mr 3aMiCTb T;
3MiHW | TURY - BUNYYEHHA BUPOOHNYOT AiNIbHUL
(Bkntovaroum ginbHuui ans A®I, npoMixxHOro NpoaykTy abo
rOTOBOrO MiKapCbKOro 3acoby, AiNbHULi 4718 NPOBeAEHHS
nakyBaHHs, BUPO6HWMKa, BifNoBigaNIbHOIo 3a BUMYCK Cepil,
MicL,e MpOBeAEHHS KOHTPO/IO cepii) abo nocTavanbHMKa
BUXiAHOro MaTepiasy, peareHTy abo A0NOMiXHOI
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Ne Hasga sikapcbKo20 Popma surnycky 3asasHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYyeHHs1
PEYOBMHM (SKLLO 3a3HAYEHO Y [OCLE) - BUNYUYEHHS
BMpo6HUKa ADI
28. | BO/IbTAPEH® TabneTtkn HoBapric LLIseliyapis HoBapTic ®apma ITania/ BHECEHHS 3MiH [0 peecTpauiiHux maTepiasis: 3a UA/9383/02/01
racTpope3snCTEHTHI Mo dapma Al C.n.A., Itanis; TypeyunHa 3MiHu || TUNYy - 3MiHW A0 IHCTPYKLiT ANa MeanYHOoro peyenmo
25 mr no 10 TabneTtok y HoBapric 3acTocyBaHHSA y po3ginu: "MpoTunokasaHHs", "B3aemogis M
6nicTepi; no 3 6ictepn Carnik, liga Be 3 iHWXMW NiKapCbKMMK 3aco6amu Ta iHLWi BUan
B KOpOOGLi 3 KAPTOHY Tapim YpyHnepi B3aemogiin”, "OcobmBocTi 3acTocyBaHHs", “I06GiYHi
CaH. Be Tik. peakuii”. BBefieHHA 3MiH npoTAarom 3-x micAwis nicnsa
A.C., TypeyunHa 3aTBepPAKEHHS
29. | BO/IbTAPEH® TabneTtku Hosapric LLiBefiuapis HosapTic ®apma ITania/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/9383/02/02
racTpopesnCTeHTHI No dapma Al C.n.A,, Itanis; TypeyunHa 3MiHW I TUNY - 3MiHK [0 IHCTPYKUIT N8 MeanYHoro peyenmo
50 mr no 10 TabneTok y HoBaprTic 3acTocyBaHHsA y po3giu: "MNpoTrnokasaHHs", "B3aemMogis M
6nicTepi, no 2 6nictepu Carnik, liga Be 3 iHWKMMK NiKapcbknMy 3acobamu Ta iHWi BUAn
B KOpPOOL,i 3 KApTOHY Tapim YpyHnepi B3aemogijit”, "Ocob6mBocTi 3acTocyBaHHs", “IMo6GiYHi
CaH. Be Tik. peakuii”. BBefieHHA 3MiH NpoTArom 3-x micAwiB nicns
A.C., TypeyynHa 3aTBepAKEeHHs
30. | BOIbTAPEH® PO34nH ANS iH'ekUin, 75 HosaprTic LWsenuapis | Hosaptic ®apma Lsenuapis/ BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3a UA/9812/01/01
Mr/3 mano 3 mnB dapma Al LTeliH AT, CnoBeHis 3MiHW Il TUNY - 3MiHX 8O IHCTPYKUIT A4NS MeanYHOro peyenmo
amnyni, no 5 amnyny LLiBeiiuapis; Nek 3acTocyBaHHA y po3ginu: "MpoTunokasaHHsa", "B3aemogis M
KOpOoO6Li 3 KAPTOHY PapmacbioTuKan 3 iHLWUMW NiKapCbKMMK 3acob6amu Ta iHLWi Buan
c Aa.4a., CnoseHist B3aemogii", "OcobmBocTi 3acTocyBaHHs", "Cnoci6
3acTocyBaHHA Ta o3un", "MobiyHi peakuii”. BBegeHHsA
3MiH NpoTsArom 3-X MicsiLiB nicnsa 3aTBepaKeHHs
31. | BO/IbTAPEH® cynosuTopii no 25 mr no Hosapric LLiBefiuapis Oendapm PpaHuis BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/9383/01/01
5 cynosuTopiiB y cTpwni, dapma Al XioHiHr C.A.C. 3MiHK || TUNY - 3MiHK A0 IHCTPYKLiT ANna MeanYHoro peyenmo
no 2 cTpunu B KOpoobLi 3 3acTocyBaHHs y po3ginu: "MNpoTunokasaHHs", "B3aemogis M
KapToHY 3 iHWKMK NiKapcbKMKU 3aco6amMu Ta iHLWi BUan
B3aemogiit”, "OcobmBocTi 3acTocyBaHHsA", “IMo6GIYHI
peaxuii”. BBegeHHA 3MiH NpoTAarom 3-x MicsAuiB nicns
3aTBEPAKEHHSA
32. | BOIbTAPEH® cynosutopii no 50 Mr no HosaprTic LBeliuapis [Hendcapm PpaHLin BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 3a UA/9383/01/02
5 cynosuTtopiiB y cTpuni, dapma Al XioHiHr C.A.C. 3MiHK || TNy - 3MiHW A0 IHCTPYKLiT 419 MegnyHoro peyenmo
no 2 cTpunu B KOpoobLi 3 3acTocyBaHHA y po3ginu: "MpoTunokasaHHs", "B3aemogis M
KapTOHY 3 iHWMMW NiKapCbKMMK 3acobamm Ta iHLLI BUAY
B3aemMogiit”, "OcobnmBocTi 3acTocyBaHHs", “Mo6IYHi
peaxuii”. BBegeHHA 3MiH npoTarom 3-x Micsuis nicns
3aTBepAKEHHSA
33. | BO/IbTAPEH® cynosuTopii no 100 mr HoBaprTic LLiBefiuapis Oendcapm PpaHLis BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3a UA/9383/01/03
no 5 cynosutopiis y dapma Al XioHiHr C.A.C. 3MiHK I TUNY - 3MiHK A0 IHCTPYKLiT ANna MeanYHOoro peyenmo
cTpuni, no 1 ctpuny B 3acTocyBaHHsA y po3ginu: "MpoTunokasaHHa", "B3aemogis M

KOpOO6L|i 3 KapTOHY

3 iHWMMWM flikapcbKMMK 3acobamu Ta iHLWi BuAan
B3aemogiit”, "OcobmBocTi 3acTocyBaHHsA", “I06GIYHI
peakuii". BBegeHHA 3MiH npoTarom 3-x MmicsAuis nicns
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Ne Hasga sikapcbKo20 Popma surnycky 3asasHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYyeHHs1
3aTBEPAKEHHSA
34. | TEPBIOH® CUPOM | cupon, 7 mr/mn, no 150 KPKA, a.4., CnoseHis KPKA, a.4., CnoseHis BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 6es UA/12176/01/01
NAKLWA MJ1 cmpony y dh/1akoHi, HoBo mecTo HoBo mecTo 3MiHu |l TUNY - NoAaHHS OHOBIEHOrO MacTep-daiiny Ha peyenma
no 1 dpnakoHy pasom 3 A®I cyxoro ekcTpakTy nnCTa nioLla
NaacTUKOBOK MipHOKO
JIOXKHOIO B KAPTOHHIl
KopoobLi
35. | TNMHOKODAX TabneTku, BKpUTI Mepk CaHTte PpaHuin BMPOOHULITBO 3a ®paHuia/ BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3a UA/3994/01/01
NNiBKOBOIO 060JI0HKOIO, c.a.c. NOBHVM LK/TOM: Icnanis 3MiHW Il TUNy - 3MiHW 0O IHCTPYKUIT AN1S MeAnYHOro peyenmo
no 500 mr no 15 Mepk CaHre, 3acTocyBaHHA y po3ginu "TMpoTunokasaHHsA", "B3aemopis 3 M
TabneTok y 6nictepi; no PpaHuis; iHLWMMK NiKapCcbKMK 3aco6amMu Ta iHLWi BUAW B3aemogiii",
2 abo no 4 6nictepn y BMPOOHULITBO 3a "Oco6nmBOCTI 3acTocyBaHHs", "Crnoci6 3acTocyBaHHSA Ta
KapTOHHI kopobuj; no NOBHUM LK/IOM: [o3n". BBefeHHA 3MiH npoTarom 3-x Micsauis nicns
20 Tabnetok y 6nictepi; Mepk, CH, 3aTBepAKEeHHS
no 3 6nictepn y Icnanis
KapTOHHI KopobLli
36. | MNMHOKODAX TabneTku, BKpUTI Mepk CaHTte ®paHuis BMPOOHULITBO 3a PpaHuia/ BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3a UA/3994/01/03
NNiBKOBOI 060JI0HKOIO, c.a.c. NOBHVM LMK/TOM: Icnanis 3MiHW Il TUNY - 3MiHX 8O IHCTPYKUIT A4NS MeanYHOro peyenmo
no 1000 mr no 15 Mepk CaHre, 3acTocyBaHHSA y po3giny "MpotunokasaHHa", "B3aemopis 3 M
TabneTok y 6nictepi; no PpaHLis; HLMMKW NikapcbkMKU 3acobamu Ta iHLWi BUuamn B3aemogiii",
2 abo no 4 6nictepn y BMPOBHULITBO 3a "Oco6nmBOCTI 3acTocyBaHHS", "Cnocib 3acTocyBaHHA Ta
KapTOHHI KopooLyi NOBHUM LK/IOM: [o3un". BBegeHHA 3MiH npoTarom 3-x MicsAuis nicns
Mepk, CH, 3aTBepAKeHHs
Icnanis
37. | TNMIOKODAX TabneTku, BKpUTI Mepk CaHTe PpaHLis BMPOOHULITBO 3a PpaHuia/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/3994/01/02
NNiBKOBOI 060/I0HKOI0, c.a.c. NOBHUM LMK/IOM: Icnanis 3MiHK || TNy - 3MiHK A0 IHCTPYKLiT 418 MegnyHoro peyenmo
no 850 mr no 15 Mepk CaHTe, 3acTocyBaHHA y po3giny "MpotunokasaHHa", "B3aemogis 3 M
Tabnetok y 6aictepi; no dpaHuis; iHLWMMKW NikapcbKMKM 3acobamMu Ta iHLWi BUAW B3aemogiii",
2 abo no 4 6nictepn y BMPOOHULITBO 3a "Oco6mBoCTi 3acTocyBaHHA", "Cnocib 3acTocyBaHHA Ta
KapTOHHI kopobuj; no NOBHUM LMK/IOM: [o3un". BBefeHHs 3MiH npoTarom 3-x MicsAiuis nicns
20 Tabnetok y 6nictepi; Mepk, CH, 3aTBepAKEeHHSA
no 3 6nictepn y IcnaHis
KapPTOHHI Kopobui
38. | AEKBAAON Tabnetku, gns NAT YkpaiHa MAT "KuiBcbkuii YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 6es UA/14989/01/01
PO3CMOKTYBaHHS, no 6 "KuiBCbKUiA BiTaMiHHWI 3MiHK |l TUNy - 3MiHa BUPOGHMKA BUXiZHOr0/MPOMIDKHOTO peyenma
TabneTok y 6nictepi; no BiTaMiHHUI 3aBog" npoayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
3 abo 5 6nictepis y 3asog" BMPOGHUYOMY npoLieci AP|, abo 3miHa BUPOOHUKa

nauui 3 KapToHy

(BKNOUatoum, ge HeobxigHO, MicLe NMPOBEAEHHST KOHTPOSIO
AKocTi) A®I (3a BigcyTHOCTI cepTudpikara BiANoBiAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepAXXeHOMY [0ChE)
(BBEAEHHSA HOBOrO BUPOGHMKA AD| 3 HafaHHAM MacTep-
thaiina Ha A®I) - BBeEeHHA A04ATKOBOr0 BUPo6HUMKa AdI
AeKBaniHiio xnopug
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Ne Hasga sikapcbKo20 Popma surnycky 3asasHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYyeHHs1
39. | AEHIFMA® TabneTkn, BKpUTI KYCYM IHAjA KYCYM IHais/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasnis: 3MiHu | 3a UA/13254/01/01
060/10HKO0, N0 5 Mr, NO XENTXKEP XENTXKEP NBT YkpaiHa TMNy - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y peyenmo
14 TabneTok y 6nictepi; MBT NTA NTA, IHais; BMPO6HMLTBI. 3amiHa abo BBeAEHHS [0AATKOBOI AiNbHNL M
no 1 6nictepy B AnbTepHaTUBHM BMPOBHMLTBA 15 YaCTUHM ab0 BCbOro BUPOGHUYOro
KapTOHHI ynakoBLi; No 1 BUPOGHUIK, L0 npoLecy roToBoro Nikapcbkoro 3acoby (AinbHuUA ons
14 TabneTok y 6nicTepi; 3[jicHI0E BTOPUHHOIO NakyBaHHA) (BBEAEHHS [,04aTKOBOI AiNbHULL
no 1 6nictepy B BTOPVHHE BMpo6HMLUTBA TOB "KYCYM ®APM", YkpaiHa, L0
KapTOHHI ynakoBLij; no nakyBaHHsl, BifiNOBifAE 3a BTOPUHHE NakyBaHHA rOTOBOrO NiKapCbKoro
10 KapTOHHMX YNaKoBOK KOHTPO/b SIKOCTI 3aco6y); 3miHu | Tuny - 3MiHK 3 IKOCTi. FOTOBWIA
Y KapTOHHIlA Kopoobui Ta BUNycK cepii: nikapcbkuii 3aci6. 3MiHU Yy BUPOGHMLTBI. 3MiHa
TOB "KYCYM iMnopTepa/3miHuy, Lo CTOCYHTLCS BUMYCKY cepii Ta
DAPM", YkpaiHa KOHTPO/IO0 SIKOCTi FOTOBOrO AikapCbKoro 3acoby (3amiHa
abo fofaBaHHA BUPOOHMKA, LLO BiANOBIAAE 3@ BBE3EHHS
Ta/abo Bunyck cepii) - Bkiovaroum
KOHTPONb/BMNPOGYBaHHSA cepii (BBeAEHHS [0AaTKOBOI
AinbHUUi BUpo6HuuTBa TOB "KYCYM ®APM", YkpaiHa, Wwo
Bignosigae)
40. | AEHIFMA® TabneTkn, BKPUTI KYCYM IHgis KYCYM IHgis/ BHECEHHS 3MiH A0 peecTpavyiiHnx matepiasis: 3MiHu | 3a UA/13254/01/02
060n0Hkoto, no 10 wmr, XENTXKEP XENTXKEP NBT YkpaiHa TMny - 3MiHK 3 SiKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y peyenmo
no 14 tTabneTtok y MBT NTA NTA, IHpis; BMPOGHMLTBI. 3amiHa abo BBeEHHS [0AAaTKOBOI AiNbHUL M
6nictepi; no 1 6nictepy AnbTepHaTNBHU BMPOGHMLUTBA A/151 YaCcT1HM abo BCbOro BUPOBHNYOrO
B KapPTOHHIli ynakoBLy; 1 BUPOBHWK, WO npoLiecy roToBOro Mikapcbkoro 3acoby (4inbHWUA ans
no 14 tTabneTtok y 3ailicHioe BTOPUHHOIO NakyBaHHA) (BBEAEHHS [,04aTKOBOI AiNbHULL
6nictepi; no 1 6nictepy BTOPVHHE BUpo6bHMLTBa TOB "KYCYM ®APM", YKpaiHa, Wwo
B KapPTOHHIli ynakoBLy; nakyBaHHsl, BifiNOBifgaE 3a BTOPUHHE NaKyBaHHA rOTOBOrO NikapCbKOro
no 10 KapTOHHUX KOHTPO/b AKOCTI 3aco6y); 3miHn | Tuny - 3MiHK 3 SIKOCTi. FOTOBWIA
YNaKoBOK Y KapTOHHIlA Ta BMNYCK cepil: nikapcbknii 3aci6. 3MiHM Yy BUPOGHMUTBI. 3MiHa
KOpoo6Li TOB "KYCYM iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY cepii Ta
PAPM", YkpaiHa KOHTPOIO SIKOCTi rOTOBOrO fikapCcbKoro 3acoby (3amiHa
ab0 AofaBaHHsA BMPOOHMKA, WO BigNOBiAA€E 3a BBE3EHHS
Ta/abo BMNyckK cepii) - Bknoyaroun
KOHTpONb/BUNPOGYBaHHSA cepii (BBeAEHHA [0AaTKOBOI
AinbHMLI BUpo6HMyTBa TOB "KYCYM ®APM", YKpaiHa, Lo
Bignosigae)
41. | AMBIFTENb renb 0,1 % no 0,5 r a6o OpioH PiHNAHAIA OpioH PiHNAHAIA BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 3a UA/7892/01/01
no 1 ry nakeTuky; no 28 Kopnope#iwH Kopnope#iuH 3MiHu | TUMY - NOAAHHA OHOB/IEHOrO cepTudikaTa peyenmo
NakeTuKiB Y KapTOHHIl (3aBoa B BiANoBigHOCTI EBponeiickkili hapmakonei Ne R2-CEP M
Kopoo6Li Ecnoo), 1995-001-Rev 03 gns gjroyoi pevosuHn Estradiol
PiHNaHgis; hemihydrate Bif Bxe 3aTBepXeHOro BUpoOHWKa 3i 3MiHOO
OpioH Ha3BuW Ta agpecu BUPO6GHMKa
KopnopeWuH
(3aBog B Typky),
PiHNAHAIA
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Ne Hasga sikapcbKo20 Popma surnycky 3asasHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYyeHHs1
42. | OIOKCUN30/1b®- po3uuH no 50 r abo no MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/8021/01/01
OAPHULUSA 100 r y donakoHax abo "®apmaueBTu "®apmMaLeBTUUH 3MiHU | TUNY - BUNYyYeHHS BUPOOHWYOI AiNbHUL peyenmo
6aHkax, no 1 dnakoHy YHa dhipma a hipma (Brntovatoun ginbHuui ans A®l, npoMixXHOro NpoaykTy abo M
abo 6aHui y nayyi; no "fapHuua” "fapHuua” roTOBOrO JlikapCbKoro 3acoby, AiNbHUL 415 NPOBEeAEHHS
500 r abo no 1000 r y nakyBaHHs, BUPOGHWKa, BifNoBifasIbHOIO 3a BUMYCK Cepil,
dhnakoHax abo 6aHkKax MicL,e NpoBefEeHHSI KOHTPO/IO cepii) abo nocTavanbHuKa
BVXiHOTO Matepiany, peareHTy abo AONOMiXHOT
PEYOBUHM - BUNYUYEHHS DipM-BUpo6HUKIB ADl: TOB
"®apmxim", YkpaiHa
43. | APOTABEPUVH Tabnetkv no 40 mr no 10 | ToBapucTtso 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 6e3 UA/10344/01/01
TabneTok y 6nictepi; no obmexeHoro BMPOGHMLTBA, BUMpPaB/IEHHSA TEXHIYHNX NOMUIIOK Y NYHKTI 8 «[laTa peyenma
1 abo 2 6nictepu B BiANoBiAa/IbHI KOHTPO/Tb SIKOCTI, 3aKiHYEHHS1 TEPMiHY NPUAATHOCTI», TEKCTY MapKyBaHHs
KOpOO6Li 3 KapTOHY; Mo CTIO BUMYCK cepil: NEePBUHHOI YNaKoBKu
10 Tabnetok y "LocnigHnii ToBapucTso 3
6rictepax 3aB0Oj, 06MEXEHO
"rHuIC BiANoBiAa/IbHICT
10 "[ocnifHnii
3asog "rHUAC",
YKkpaiHa; BCi
cragii
BUPOOHMLTBA,
KOHTPO/b AKOCTI,
BUNYCK cepil:
ToBapucTtso 3
obMexeHo
BiANOBIAANLHICT
10 "®APMEKC
FPYTI", YkpaiHa;
BCi cTagil
BUPOOHMLTBA,
KOHTPO/b AKOCTI,
BUNYCK cepil:
ToBapucTtso 3
obMexeHo
BiANOBIAANLHICT
10
"®apmaueBTUyH
a KoMnaHist
"3p0pos'a”,
YkpaiHa
44. | EBKABANI® kpanni, 0,5 mr/mn no 10 Ecnapma HimeuyunHa Papma HimeuunHa BHECEHHS 3MiH [10 peecTpauiliHix maTtepianis: 6e3 UA/13241/01/02
KPANNI AnsA My donakoHi, no 1 M6X BepHirepoae TexHiyHa nomunka y Cneuudikauii MeToaiB KOHTPOSIO peyenma
LITEA 0N1aKOHY B KAPTOHHIl 'M6X SIKOCTi Ha roTOBUIA NiKapCbKUiA 3aci6, 3a NOKa3HUKOM
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n/n

Ha3sga nikapcbKo20

3acoby

Popma Bunycky
(nikapcbka cpopma,
ynakoska)

3asasHUK

KpaiHa
3asiBHUKa

Bupo6HuUK Kpaina

BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayitiHo
20
nocsioYeHHs

ynakoBLii

«lgeHTndpikayis. BeH3a/IKOHI X/10pnag.»

45.

EHANANPUN-
ACTPA®APM

Tabnetkv no 10 mr, no
10 TabneTok y 6nicTepi,
no 2 a6o 10 6nictepis y
KOpOoO6Li 3 KAPTOHY

TOB
"ACTPA®APM

YKpaiHa

TOB YKpaiHa
"ACTPAGAPM"

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu |
MMy - 3MiHKU 3 AKOCTI. FOTOBWIA SliKapCbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasbHuii 3aci6. 3MiHa po3mipy
yMakoBKW rOTOBOrO MiKapCbKoro 3acoby (3MiHa KiflbKOCTi
oanHMUG (Hanpukiag TabeTok, aMmnys TOLLO) B yNakoBLi)
- 3MiHa nosa fjiana3oHoM 3aTBepIXeHNX PO3MipiB
ynakoBkM (foAaBaHHSA HOBOTO PO3Mipy ynakoBku no 10
TabneTtok y 6ictepi; no 10 6nicTepiB y KOPOOL,i 3 KAPTOHY
i3 BIANOBIAHUMU 3MiHAMW [0 PO3AiNY «YNakoBKa»,
NepBUHHWIA NaKkyBaslbHWI MaTepian He 3MiHUBCA)

3a
peyenmo
M

UA/5232/01/02

46.

EHANANPUN-
ACTPAD®APM

TabneTku no 20 mr, no
10 TabneTok y 6nicTepi,
no 2 a6o 10 6nictepis y
KOpOO6L|i 3 KapTOHY

TOB
"ACTPA®APM

YkpaiHa

TOB Ykpaina
"ACTPAGAPM"

BHECEHHS 3MiH 40 peecTpauiiiHux matepiasis: 3MiHu |
Tuny - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBasibHWiA 3aci6. 3miHa po3mipy
yMakoBKM FOTOBOrO MiKapCbKOro 3acoby (3MiHa KiflbKoCTi
OvHUUL (Hanpukiag TabneTok, amny TOLLO) B yNakoBLi)
- 3miHa no3a giana3oHoM 3aTBePKEHNX PO3MIpIB
ynakoBku (40AaBaHHA HOBOrO PO3Mipy ynakosku no 10
Tabnetok y 6nictepi; no 10 6nicTepis y KOpo6Lji 3 KAPTOHY
i3 BiANOBIAHMMM 3MiHAMU [0 PO3Z4iNny «YnakoBka»,
NepBUHHWI NaKyBaslbHWIA MaTepiaa He 3MiHMBCS)

3a
peyenmo
M

UA/5232/01/03

47.

KANIEHAYNN
HACTOUKA

HacToiika no 40 mn, 50
M/, 100 mn 'y chnakoHax

M "Kinadpdp"

YKpaiHa

nn "Kinadpg" YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHM | TUNY - 3MiHa y MeToAax BUNpo6yBaHHSA roToBOro
NiKapCbKOro 3acoby - He3HauyHa 3MiHa y 3aTBEPMAKEHNX
mMeToAax BUNpo6yBaHHSA rOTOBOTO /likapCbKoro 3acoby 3a
nokasHnkom MBY, a came BHeCeHHs iHchopmauii Wwoao

iHTepnpeTaujii pe3ynbTartie. KpuTepii NpuitHATHOCTI 3a
nokasHnkom MBY 3anumwiaTbCst He3MIHHUMM

6e3
peyenma

UA/12540/01/01

48.

KAMETOH

aepo3onibno 30ry
6a/10Hi aepo30/1bHOMY
antomiHiesomy, no 1
6asioHy 3
posnunoBavemM B navui

AT "Ctoma"

Ykpaina

AT "Ctoma" Ykpaina

BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis:
3MiHM Il TMny - 3miHn Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. BHeceHHsi abo 3miHa(1) 40 3060B'A3aHb
Ta YMOB BMJaui peecTpaLiliHoro noceig4yeHHs, BKIUaum
MnaH ynpasniHHA pu3mkKamm (3acTocyBaHHA 3MiH(1), Aki(a)
B/MaratoTb(€) NofasbLIOro 06rpyHTYBaHHA HOBUMU
[0[AaTKOBUM JaHUMK, L0 MatoTb HagasaTucs
KOMMEeTEeHTHUM OpraHoM, OCKi/IbKW BUMaraeTbCsi CyTTeBa
OL{iHKa KOMMNETEHTHUM OpraHom) - BukoHaHHsi 3060B's13aHb
BignosigHo Ao niganyHkTy 1.13 nyHkTy 1 fogatky 15 go
Mopsaky NPoBeAEHHS EKCNEPTU3N peecTpaLitHnX
mMartepianis Ha nikapcbki 3acobu, L0 NoJarTbCs Ha
LEePXaBHY peecTpaLito (nepepeecTpawito), a Takox
eKkcrnepTun3n MaTepianis NPo BHECEHHA 3MiH [0
peecTpauiiHnx MaTepianis NpPoTArom Aii peecTpauiitHoro

6e3
peyenma

UA/4658/01/01
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n/n

Ha3ssa nikapcbko20
3acoby

Popma Bunycky
(nikapcbka cpopma,
ynakoska)

3asasHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayitiHo
20
nocsioYeHHs

NoCBIJYEHHS, 3aTBEpIKeHOro Hakazom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakasy MO3 Big,
23.07.2015 Ne 460)

49,

KAHECTEH®
KOMBI

TabneTku BariHanbHi No
200 mr + kpem 1 %;
KOMGi-ynakoBka: no 3
Tabnetkn y 6nictepi 3
annikatopom, Lo
BMILLLEHNIA Y KAPTOHHY
KOpOGKy + 1o 20 r Kpemy
y Ty6i B KApPTOHHIlA
KOpo6Ui, siKi BMiLLEHI Y
KapTOHHY KOPOOKY

Baiiep
KoHcbromep
Kep Al

LLiBefiuapis

BMPOGHMLITBO in-
bulk
BariHa/IbHNX
TabneTok;
nepBUHHe
nakyBaHHs
BariHa/IbHNX
TabneTok;
BTOPVHHE
nakyBaHHs
KOMGi-ynaKoBKMK:
BariHa/1bHi
TabneTtkn Ta
KPEM; KOHTPO/b
SAKOCTI Ans
BariHa/IbHNX
TabneTok;
BMPOGHUK,
BiANoOBiAaNbHNI
3a BUNyck cepii
KOMOi-ynaKoBKM:
TabneTku
BariHasIbHI Ta
Kpem:
Baiiep AT,
HimeuuunHa;
BUPOGHMUK in-
bulk kpemy;
nepBuHHe
nakyBaHHs
Kpemy,
BTOPUHHE
nakyBaHHs
Kpemy;
KOHTPO/b SKOCTI
08 Kpemy:
KepH dapma
C.J1,, IcnaHis

Himeuunna/
IcnaHis

BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu |
TMNy - AAMIHICTPATMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus NPOBamKeHHs AisfIbHOCTI
BMPOGHMKa/iMnopTepa rotToBoro Nikapcbkoro 3acoby,
BK/IIOYa0UM AiNbHUL BUNYCKy cepii abo micue
NpoBeAEeHHS KOHTPOJIH0 SKOCTI. (4iSANbHICTb, 3a SKYy
BiANOBiAae BMPOGHMK/iMNOPTEp, BK/IKOYAKUM BUMYCK Cepili)
(3MiHa Ha3BW BUPOGHMKa, 6e3 3MiHM MiCList BUPOOHULITBA)

6e3
peyenma

UA/14006/01/01

50.

KAHECTEH®
KOMBIMNAK

TabneTky BariHa/ibHi No
500 mr + kpem 1 %;

Baiiep
KoHcbomep

LLiBefiuapis

BMPOGHMK in-
bulk

HimeuunHa/
IcnaHis

BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu |
TMNy - AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS!

6e3
peyenma

UA/15284/01/01
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n/n

Ha3ssa nikapcbko20
3acoby

Popma Bunycky
(nikapcbka cpopma,
ynakoska)

3asasHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayitiHo
20
nocsioYeHHs

KOMbi-ynakoBka: no 1
BariHabHil TabneTuj y
6nicTepi y KOMNIEeKTi 3
annikatopom, o
BMiLLEHUIA Y KAPTOHHY
KOpO6Ky + 1o 20 r kpemy
y Ty6i B KapTOHHiA
KOpo6Li, ki BMiLLEHi Y
KapTOHHY KOPOOKy

Kep Al

BariHa/IbHNX
TabneTok;
nepBuHHE
nakyBaHHs

BariHa/IbHNX
TabneTok;
BTOPUHHE
nakyBaHHs

KOMOi-ynaKoBKM:
BariHasbHi
TabneTtkn Ta
KpeM; KOHTPO/1b
AKOCTI gns

BariHa/IbHNX
TabneTok;
BMPOGHMUK,

BiAnoBiganbHNA
3a BMNyckK cepil
KOMOGi-ynakoBKu:
TabneTkun
BariHa/IbHi Ta
Kpem:
Baiiep AT,
HimeuumnHa;
BMPOGHMK in-
bulk kpemy;
nepBuHHE
nakyBaHHs
Kpemy,
BTOPVHHE
nakyBaHHs
Kpemy;
KOHTPO/b AKOCTI
ONs Kpemy:
KepH ®apma
C.J1., IcnaHis

Ta/abo agpecyu MicLUs NPOBaKEHHS AiSNIbHOCTI
BMpPO6GHMKa/iMnopTepa roToBOro JlikapCcbKoro 3acoby,
BK/IOYA0UM AiNbHUL BUMYCKy cepii abo micue
NpoBeAEeHHSA KOHTPOJTHO AKOCTI. (LiSANbHICTb, 3a AKY
BiZANOBiAae BMPOGHMK/IMNOPTEP, BK/IOYAKUM BUMYCK Cepili)
(3miHa Ha3BU BUPOGHKMKA, 6€3 3MiHM MiCcLsA BUPOOHMLTBA)

51.

KETOHAN®

cynosuTopii no 100 wr,
no 6 cynosutopiis y
CTpuNi; No 2 CTpUnu B
KapTOHHI Kopo6Lyi

CaHpo3
dapmacbloTika
n3 a.a.

CnoseHis

KOHTpONb/
BMNPOGYBaHHSA
cepii, BUNycK
cepii:

Nek
dapmaueBTUYHA
KOomnaHis a.4.,

CnoseHis/
TypeuunHa/
PymyHis

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasnis: 3MiHu |
TUNy - 3MiHW 3 SIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHn y
BMPOOGHMLTBI. 3MiHa iMNopTepa/3aMiHK, WO CTOCYHThCSA
BUMYCKY Cepii Ta KOHTPOJIH0 SIKOCTi FOTOBOrO NiKapCbKoro
3acoby (3amiHa abo fofaBaHHA AiNbHUL, Ha SAKIRA
34iAICHIOETLCA KOHTPO/Ib/BUNPOBYBaHHS cepii) (BBEAEHHS
nopatkosoi ainbHuui C.K. CaHgos C.P.J1., PymyHis, Wwo

3a
peyenmo
M

UA/8325/06/01
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Ne Hasga sikapcbKo20 Popma surnycky 3asasHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYyeHHs1
CnoBeHis; BiANOBIAAE 3a KOHTPO/L/BUNPOGYBaHHS cepii; 3a3HaYeHHs
BUPOBHMLTBO in OYHKLiT KOHTPO/L/BUNPOBYBaHHA cepii AN paHile
bulk, nakyBaHHs: 3aTBEPMAXEHOT AinbHuLi Jlek PapmaveBTryHa KoMnaHis
CaHpos lnak 4.4., CnoseHis); 3MiHu | Tuny - AOMiHICTpaTBHI 3MiHK.
CaHalii Be 3MiHa HalimeHyBaHHsi Ta/abo agpecu MicLs NPOBaXEHHS
Tikapet A.C., AiSNbHOCTI BUPO6HUKa/iMnopTepa roToBOro /likapCbKoro
TypeyunHa; 3aco0y, BKHOYAKUN AiNbHNL BUNYCKY cepii abo MicLe
KOHTpONb/ NPOBeAEHHS KOHTPOIHO AKOCTI. (AiSANbHICTb, 3a AKY
BMNPOGYBaHHSA BiANoBigae BMPOGHMK/IMNOPTEp, He BK/IOYAOUM BUMYCK
cepii: cepiid) (3miHa agpecu BupobHuka CaHaos Inak CaHaii Be
C.K. CaHgo3 TikapeT A.C., TypeuyuunHa, 6e3 3miH1 Micusi BUPOOHULITBA)
C.P.J1,, PymyHis
52. | KOAEIHY ®OCDHAT | nopoluok (cybcTaHuis) B CaHodpi Ximi PpaHuin CaHodpi Ximi PpaHuis BHECEHHS 3MiH j0 peecTpaLiiiHux matepiasnis: 3MiHu | - UA/15109/01/01
FEMIFIAPAT LBOX NOMieTUAEHOBUX TUny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTI/IE-
naketax gsis cepTugikaT BiANOBIAHOCTI €BpONeChbKil
hapmaueBTUYHOTO thapmakonei/moHorpadii. NMogaHHs HoBOro abo
3acToCyBaHHA OHOBJ/IEHOrO cepTudikaTta BifnoBigHOCTI abo BUYyYEHHS
cepTudikaTta BignoBigHOCTI €EBponenchkin hapmakonei:
ansa A®l; ana BuxigHoro marepiasny/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOOGHULTBI API; ans
[0NOMKHOT pevoBrHK (cepTudpikat BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBMEHWIA cepTuddikaT Bif,
yXe 3aTBepkeHoro Bupo6Huka (NogaHHs OHOB/IEHOTO
cepTuduikaTta BignoBigHOCTI €Bponeicbkiin hapmakonei Ne
R1-CEP 1997-118-Rev 09 ans A®I kogeiHy cdocdat
remirigpar Bif, BXe 3aTBepaKeHoro BupobHuka CaHodi
Ximi, ®paHuis); 3miHu | TUNY - AQMIHICTPATUBHI 3MiHN.
3miHa HalimeHyBaHHS Ta/abo agpecu 3asBHMKa (BNacHvKa
peecTpaLiiHoro nocBifgyeHHs) (3MiHa agpecu 3asBHUKA)
53. | KOKAPBOKCWU/A3 | nopoLuok (cy6cTaHuis) y [JepxaBHe YkpaiHa [lepxasHe YkpaiHa BHECEHHS 3MiH 0 peecTpauiiiHux matepiasis: 3MiHu | - UA/2087/01/01
N rigpoxnoruna KOHTelHepax MignpuemcTBo MignpremcTso TMNy - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
nonieTuNeHoBmxX 415 "3aBof, "3aBog, XiMiYHUX Ta/abo agpecy 3asBHKKa (BNacHWKa peecTpauiliHoro
thapmaueBTUYHOro XIMIYHMX peakTuBiB" nocsigyeHHs) (3miHa agpecy 3aaBHuKa) (TepmiH BBEAEHHS
3acToCyBaHHS peakTusiB" HaykoBo- 3MiH NPOTAroM 3-X MicAUB NicNsA 3aTBepKEHHS); 3MiHN |
HaykoBo- TEXHO/10TYHOro TMny - AAMIHICTPATMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
TEeXHO/OoriYHor KOMM/IeKCy Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI BUPO6HUKA
0 KOMMeKcy "IHCTUTYT (BKKOYAtOUM, 3a HEO6XiAHOCTI, Micue NpoBefeHHs
"IHCTUTYT MOHOKpucTanis" KOHTPO/O SIKOCTi), a60 BnacHuka mactep-caiina Ha Adl,
MOHOKpUCTasTi HaujioHanbHoi ab0 noctavasibHuka A®Il/BuxigHoro
B" akazemii Hayk MaTepiany/peareHTy/nMpoMKHOro NPoAyKTy, Lo
HaujioHanbHOT Ykpainu" 3aCTOCOBYIOTbCS Y BUPOOHMUTBI ADI (SIKLLO 3a3HaYeHo y
akagemii Hayk [0CbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI cepTudikata
YKpaiHun" BiANoBigHOCTI EBponeiickkili hapmakonei y
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Ne Hasga sikapcbKo20 Popma surnycky 3asasHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYyeHHs1
3aTBEpIAXEHOMY [OCbE, a60 BUPOGHMKA HOBOI [OMOMIKHOI
pPeyoBUMHM (AKLLO 3a3HAYEHO Y A0CkE) (3MiHa agpecu
BMPO6HUKa, 6e3 3MiHM Micus BUpobHMLTBa) (TepMiH
BBEJEHHS 3MiHWN NPOTArom 3-X MicALiB nicns
3aTBEPKEHHS)
54. | KOMBIFPUN® Mas3b in bulk: no 200 kry OpraHocvH IHgis EHK'106 ETikan3 IHais BHECEHHS 3MiH 0 peecTpauiiHux maTepiasis: - UA/2599/01/01
KOHTelHepi Naiidp MpaiisiT Nimiteq 3MiHM | TUNYy - 3MiHa y MeToAax BUNpo6yBaHHS roTOBOro
CaeHcus IMBT. nikapcbKoro 3acoby (iHLWi 3MiHM y MeTodax BUNpobyBaHb
nra. (BKtOYAtOUM 3aMiHy ab0 [AOMOBHEHHS)); 3MiHW | TUMy -
3MiHa y MeToAax B1UNpoGyBaHHSA roTOBOrO JliKapCbKOro
3acoby (He3HayHa 3MiHa Y 3aTBepKeHNX MeTodax
BUMPOOYBaHHS)

55. | KOMBITPUMN® Masb no 20 ry OpraHocvH IHAis, 1HAiN, EHK'106 ETikan3 IHais BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 6e3 UA/1920/02/01
KOHTelHepi Ne 1; no 20 r Naiidp IHais MpaiisiTt Mimiteq 3MiHK | TNy - 3MiHa y MeToAax BUNpobyBaHHS rOTOBOro peyenma
abono40ryTy6ax Ne 1 | CaeHcus lBT. nikapcbKoro 3acoby (iHwi 3MiHM y MeTodax BUNPo6yBaHb

nra. (BK/KOYAKOYM 3aMiHy a60 [ONOBHEHHS)); 3MiHU | TUny -
3MiHa y MeTogax B1npobyBaHHA roTOBOrO NikapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBEpPAKEHVX MeToAax
BUNPOBYBaHHS)

56. | KOHUEPTA® TabneTtkn TOB Pociiicbka Bupo6bHMLTBO cuA/ BHECEHHS 3MiH 40 peecTpaviiHnx matepiasis: 3MiHu | 3a UA/14199/01/01
NpOJIOHroBaHoI Aii no 18 "[DXOHCOH & degepauis Hepo3dacoBaHo Benebris TMny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmo
mr, no 28 a6o 30 LDKOHCOH" ro NPoOAyKTY: Ta/abo agpecu micusa NPoBamXeHHs AisNIbHOCTI M
TabneTok y dh1akoHi; no ANN3A BMPO6HMKa/iMNopTepa roToBOro JlikapCbKoro 3acoby,

1 chnakoHy y KapTOHHIl KopnopeiwH, BK/IOYAOUM AiNbHUL BUMYCKy cepii abo micue
nauuj CLUA; NPOBeAEeHHS KOHTPOJIH0 AKOCTI. (LiSANbHICTb, 3a AKY
Brpo6HMLUTBO BiAnoBigae BMPOGHMK/IMNOPTEP, BKIKOYAKOYM BUMYCK CEpili)
Hepo3dacoBaHo (3miHa Ha3Bu Ta agpecy BUPOGHWKA, BiANOBifaIbHOMO 3a
ro NPoAyKTy, BUMYCK cepii, 6e3 3MiH1 Micusi BUPOBHULITBA)
nepBuHHa Ta
BTOPVHHA
yNaKoBKu:
AHcceH-Cinar
MaHydheKk4ypuHr
NNC, CWA,;
Bunyck cepii:
AHcceH
dPapmaueBTuKa
HB, Benbris

57. | KOHUEPTA® Tabnetkun TOB Pocilicbka Brpo6HMLTBO CLlA/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/14199/01/02
NPOSIOHroBaHoi Aii no 36 "[KOHCOH & denepauis Hepo3dghacoBaHO Benbris TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHsI peyenmo
mr, no 28 a6o 30 JDKOHCOH" ro NPOAYKTY: Ta/abo agpecu MicLUs NPOBaKEHHS AiSNbHOCTI M
TabneTok y chnakoHi; no ANI3A BMPOGHMWKa/iMnopTepa roToBoro fikapcbkoro 3acoby,

1 ch/1aKkoHY Y KapTOHHil KopnopeiiwH, BK/IOYA0UM AiNbHULI BUNYCKY cepii abo micue
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Ne Hasga sikapcbKo20 Popma surnycky 3asasHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYyeHHs1
nauuj CLUA; NpoBeAEeHHSA KOHTPOJTHO AKOCTI. (LiSANbHICTb, 3a AKY
Bupo6bHMLTBO BiZANOBiAaE BMPOGHMK/IMNOPTEP, BK/IOYAKOUM BUMYCK Cepili)
Hepo3dgacoBaHo (3miHa Ha3BM Ta agpecu BMPOOHUKA, BigNOBILaILHOIO 3a
ro NPoOAyKTy, BMNYCK cepii, 63 3MiHM MicLs BUPOOHNLTBA)
nepBuHHA Ta
BTOPUHHA
YNaKoBKu:
Anccen-Cinar
MaHydbekyypuHr
NNC, CWA,;
Bunyck cepii:
AHcceH
dapmaueBTmka
HB, Benbris
58. | KOHUEPTA® TabneTtkn TOB Pociiicbka Bupo6HMLTBO CLlA/ BHECEHHS 3MiH A0 peecTpaviiHnx matepiasis: 3MiHu | 3a UA/14199/01/03
NPOJIOHroBaHoI Aii no 54 "[>KOHCOH & depnepauis Hepo3dhacoBaHo Benbris TMny - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmo
mr, no 28 a6o 30 [DXOHCOH" ro NPoAyKTy: Ta/abo agpecu MicLs NPOBaKEHHNA AiSNbHOCTI M
TabneTok y d1akoHi; no AN3A BMPO6HMKa/iMnopTepa roToBOro JlikapCbKoro 3acoby,
1 chnakoHy y KapTOHHil KopnopefiH, BK/IOUA0UM AiNbHULI BUMYCKy cepii abo micue
navui CLUA; NPOBeLEHHS KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKY
Bupo6HMLTBO BiANOBiAa€ BUPOOHMK/IMNOPTEP, BKAOYAKYM BUMYCK Cepiil)
Hepo3dhacoBaHo (3miHa Ha3Bu Ta agpecy BUPOGHMWKA, BiANoBifaIbHOMo 3a
ro NPoAykKTy, BUNYCK cepil, 6e3 3MiHM MicLs BUPOOHNLTBA)
nepBuHHa Ta
BTOPWHHA
yMakoBKK:
Anccen-Cinar
MaHyekuypuHr
NNC, CWA;
Bunyck cepii:
AHcceH
dapmaveBTUKa
HB, Benbris
59. | KOconTt Kpanni O4Hi, po3ynH no 5 CaHTeH AT PiHNAHAIA Na6opaTopii PpaHuis BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/12581/01/01
M/1Yy NA1acTUKOBOMY Mepk LWapn i 3MiHM | TUNY - 3MiHa HaliMeHyBaHHS Ta/abo agpecu micus peyenmo
dhnakoHi TNy OkymeTp [Joym LWn6pe NPOBaKEHHS AiS/IbHOCTI BUPO6HMKA (BK/THOYatoun, 3a M
Mnoc®, no 1 donakoHy B Heob6XiAHOCTI, MicLe NPoBeAEHHSI KOHTPOSIO SIKOCTI), abo
KapTOHili kopobui BNlacHuKa macTep-gaiina Ha A®l, abo noctavasibHUKa
Adl/BnxigHoro matepiany/peareHTy/NpOMIKHOTO MPOAYKTY,
LLIO 3aCTOCOBYIOTLCA Y BUPOOHULTBI AD| - 3MiHa Ha3BU
BUpo6HuKa A®I Tumornony (y BArnsai Tumonona
Masnieara), 6e3 3mMiHM Micus BUPOOHULTBA, 3 BiAMNOBIAHNMM
3MiHaMu y p. «Cknag». BBefieHHA 3MiH NpoTsArom 3-x
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Ne Hasga sikapcbKo20 Popma surnycky 3asasHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYyeHHs1
MicALUiB nicnsa 3aTBepAXEHHSA
60. | KCEM/IIOH® cycneHsis ans iH'ekuiii TOB Pocilicbka AHcceH Benbrisi/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/13547/01/01
NposIoHroBaHoi gii, 100 "[PKOHCOH & depnepauis dapmaueBTHKa LLIBeliyapis 3MiHK |l TNy - 3MiHK A0 IHCTPYKLii 418 MeguyHoro peyenmo
mr/mn no 0,5 mn, abo LDKOHCOH" H.B., Benebris; 3aCcTOCyBaHHA A0 po3AiniB "®apmakooriyHi B1acTuBocTi”, M
0,75 mn, a6o 1,0 mn, Cinar Al, "B3aemogis 3 iHWMYMK NikapcbKrMKn 3acobamu Ta iHLWi BUAm
abo 1,5mny LLiBeliyapis B3aemogiin", "Ocob/IMBOCTi 3aCTOCYBaHHS", "3acToCyBaHHs
nonepegHL0 y nepioA BariTHOCTi abo rogyBaHHs rpyaaw”, "Cnocié
HanoBHEHOMY LUMPULY; 3acTocysaHHs Ta fo3u", "MobiyHi peakwii"
no 1 wnpwvuy i 2
ronkamu gns
BHYTPILUHHOM'A30BUX
iH'EKL Y KAPTOHHIN
Kopoo6Li
61. | KCEPO®OPM nopoLuUok (cybcTaHuis) y [JepxaBHe Ykpaina [epxasHe YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnx maTepiania: 3MiHu | - UA/1419/01/01
KOHTelHepax MignpremcTeo Nignpnemcteo TMny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
nonieTuneHoBux As "3aBop, "3aBog, XiMiYHUX Ta/abo agpecy 3asiBHKKa (BNacHWKa peecTpaviiHoro
hapmaueBTUYHOro XiMIYHMX peakTusiB" noceifyeHHs) (3MiHa agpecu 3anBHVKa) (TepMiH BBEEHHS
3aCcTOCyBaHHS peakTuBiB" HaykoBo- 3MiH NPOTArom 3-X MiCALIB MiC/A 3aTBEPMKEHHS); 3MiHN |
HaykoBo- TEXHOJI0TYHOro TMNy - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
TEeXHONOorivyHor KOMMeKcy Ta/abo agpecu Micus NPOBaLKEHHSA AiS/IbHOCTI BUPOOHUKA
0 KoMMneKcy "lHcTUTYT (BKtOYALOUM, 38 HEOOXIAHOCTI, MicLe NPoBeAEHHS
"IHCTUTYT MOHOKpucTanis" KOHTPO/O SIKOCTi), abo BacHuka mactep-chaiina Ha Adl,
MOHOKpUCTasi HaujioHasnbHoi abo noctavanbHuka Adl/BuxigHoro
B" akagemii Hayk mMarepiany/peareHTy/npoMiKHOr0 NPOAYKTY, L0
HaujioHasnbHOT Ykpainun" 3aCTOCOBYIOTLCS Y BUPOOHMUTBI ADI (SKLLO 3a3HaYeHO y
akagemii Hayk [0CbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI cepTudikaTa
Ykpainun" BiANOBIAHOCTI €Bponeiickbkili hapmakonei y
3aTBepXeHOMY [0Cbe, a60 BUPOGHMKA HOBOT AOMNOMDKHOT
PeyoBUHM (SKLLO 3a3HAYEHO y A0CbE) (3MiHa agpecu
BMPOGHUKa, 6e3 3MiHM Micus BUpo6HMLTBA) (TepMiH
BBEJEHHS 3MiH NpoTAroM 3-x MicsliB nicns
3aTBEPKEHHS)
62. | IAHBIC™ Tabnetkv no 40 mr no 25 | AcneH ®apma IpnaHgis Ekcenna M'v6X i HimeuyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/9128/01/01
TabneTtok y dh1akoHi; no TpegiHr Ko. KI TMny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta peuyenmo
1 chnakoHy B KapTOHHIN Nimiten hapmakoHarnsagy. 3mMiHu y TepaneBTUYHNX NoKa3aHHAX M
Kopoo6Li (BUNYYEHHS TepaneBTUYHOrO NokasaHHs) (3MiHU BHECEHI
[0 HCTPYKLT y po3ain "Moka3aHHA") (TepMiH BBEAEHHS
3MiH NPOTArOM 6-Tu MiCALB NicNs 3aTBepAKEHHS); 3MiHun ||
TMny - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTuLi
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOr0o 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMU JaHUMU 3
SAKOCTI, AIOKIIHIYHMMM, KIHIYHHUMU AaHUMW Ta AaHUMK 3
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Ne Hasga sikapcbKo20 Popma surnycky 3asasHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYyeHHs1
thapmakoHarnagy (3MiHvM BHeCeHi [0 iHCTPYKUii y po3ainu:
"®apmakonoriyHi BnactusocTi”, "MpoTunokasaHHA",
"Oco6numBi 3axoamn 6e3nekn"”, "Blaemogis 3 iHWMK
nikapcbkMKn 3acobamu Ta iHLWi BUAW B3aeMogiii",
"Oco611BOCTi 3acTocyBaHHA" (Y T.4. "3acToCyBaHHA Y
nepiog, BariTHOCTi abo rogyBaHHs rpyaar”, "3aaTHicTb
BMN/IMBATU Ha WWBUAKICTb peakuii Npu KepyBaHHI
aBTOTPaHCMNOPTOM abo iHWUMKN MexaHi3mamun™), "Cnoci6
3acTocyBaHHs Ta go3u", "Mepepo3ysaHHs", "MobiuHI
peaxuii”. Ha3By thapmakoTepaneBTUYHOI rpynu YyTOYHEHO
BiANOBIAHO A0 KNacudikatopa dapm.rpyn i koais ATX
BOO3) (TepMiH BBEAEHHSI 3MiH MPOTArOM 6-Tn MicsLIB
nicns 3aTBepaKeHHs)
63. | JIAPIAM® TabneTkn no 250 mrno 4 | ®.XoddmanH- | Lseliuapis BMPOGHMLITBO Lseliuapis/ BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 3a UA/1778/01/01
Tabnetkn y 6ictepi; no Na Pow N1pg, Hepo3dgacoBaHo dpaHuis 3MiHM | TURY - 3MiHW Y NpoLEeCi BUPOGHULITBA TOTOBOTO peyenmo
2 6nictepn y KapTOHHIl T npoAyKuj, NiKapCbKoro 3acoby, BK/IKOHYAKUM MPOMIKHWIA NPOAYKT, L0 M
Kopoo6Li BMNPOGYBaHHSA 3aCTOCOBYETLCA MPU BUPOOHULITBI FOTOBOIO /TIKAPCLKOro
KOHTPO/I0 3aco6by - 3MiHM Y Npoueci BUPOOHULTBA FOTOBOIO
AKOCTI, BUMYCK nikapcbkoro 3acoby: 3amiHeHO eTaHon 94% Ha eTaHonN
cepii: 96% ( AkicTb EP) 3 6inbl feTanbHum onvcom fo p. "Onuc
®.XohchbmaHH- BMPOBHMYOro NPOLECy Ta KOHTPOJIH SIKOCTI"; 3MiHM | Tmny -
Na Pow NT1g, 3MiHW BUNPO6YBaHb ab0 [ONYCTUMUX MEX, BCTAHOBNEHNX
Lseliuapis; y cneuudikauisix, nig yac BUpoOHULTBA rOTOBOrO
BMPOBHULTBO NiKapcbKoro 3acoby (BuU/ly4eHHs1 HECYTTEBOrO
Hepo3dhacoBaHo BMNPOOYBaHHA B NPOLLECi BUPOOGHMLTBA); 3MiHM | TUny -
T npoAykuji, 3MiHa napameTpiB crneuudikaviin Ta/abo fonycTUMUX Mex
nepBuHHe Ta AN AONOMDKHOT PEYOBUHY (3BYXXEHHS [ONYCTUMUX MEX) -
BTOPVHHE 3MiHM y cneyudikauii 415 4ONOMDKHOT PEYOBUHU KasblLiito
naKyBaHHs: aMOHI0 anbriHaT: 3BY)XEHHS AONYCTUMUX MEX 3a
CeHekci, p."Mikpo6iosioriyHa unctoTa”; 3miHu | TMny - 3amiHa
PpaHuis; napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MeX ANs
nepBuHHe Ta [OMOMDKHOT peYOBUHY - 3MiHW y cneuudikauii Ans
BTOPVHHE [0NOMDKHOT PEYOBVHU KaslbLiit0 aMOHit0 asibriHaT:
nakyBaHHs, [OMNOBHEHHSA T."MiKpOGiooriyHa ymcToTa" BUNPo6yBaHHAM
BMNPOGYBaHHSA Ha BM3HayeHHs staphylococcus aureus; 3MiHu | TUNy -
KOHTPO/0 3MiHa y MeTofax BUNpPo6yBaHHSA AOMOMIKHOT peYOBUHN
AKOCTI: (He3HauHi 3MiHM y 3aTBEpXEHUX MeToAax BUNPoOyBaHb) -
®.XothpmaHH- 3MiHM Y cneumdikauii 15 AONOMDKHOT PeHOBUHN KasibLijto
s Pow NlTg, aMOHIt0 anbriHaT: NpMBeAEeHHs T."MikpobionoriyHa
LLiBeiuapis yuctoTa" oo sumor EP; 3miHW y 3aTBEpKEeHUX MeTofax

BUNPoByBaHb aTOMHO-a6copbLiiiHOI cnekTpockonii Ans
BU3HAYEHHSA CBUHLO, Y 3B 53Ky 3 NPUBEAEHHSAM A0 BUMOT
EP. 2.2.23; 3MiHu | TNy - 3MiHa y MeTogax BUNpo6yBaHHs
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n/n

Ha3sga nikapcbKo20

3acoby

Popma Bunycky
(nikapcbka cpopma,
ynakoska)

3asaBHuK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayitiHo
20
nocsioYeHHs

[OMOMIKHOI PEeYOBWHMN (BUTYYEHHSA METOAY BUNPOGYBaHHS,
AKLLO aNbTEPHATUBHUI MeToZ, BUNPOBYBaHHA BxXe
3aTBEPAXEHO) - 3MiHM Y cneuudikauii 418 [4ONOMKHOI
PEYOBUHM KaulbLiito aMOHIl0 asibriHaT: BUTyYEeHHSA
anbTepHaTuBHOro Metoay P®A (peHTreHodhiyopecLeTHNIA
aHani3) 419 BU3HaAYEeHHS MULL Ky, HAasiBHWI T.
cnekTpodoTOMETPINA; 3MiHU | TUNY - 3MiHAa NapaMeTpiB
cneundikauin Ta/abo [oNyCTUMUX MEX AJ151 AONOMIXHOT
pPeyoBUHM (AONOBHEHHS cneuudikaLii HOBUM NMOKA3HUKOM
3 BiANOBIAHVM METOOM BUMPOOYBaHHS) - AONOBHEHHS
cneuudikavii HOBUM NOKA3HMKOM 3 BiANOBIAHUM METOA0M
BMNPOGYBaHHA [4/19 AOMNOMKHOI Pe4yoBUHMU Nosiokcamep
3800; 3miHuM | TUNY - 3MiHa NapaMeTpiB cneyudikawii
Ta/abo fonycTUMUX MEeX A8 AONOMDKHOT peqyoBMHN
(BunyYeHHs 3i cneumdikavii He3HaYHOro NoKasHMKa
(Hanpukniag, 3actapifioro nokasHvka)) - 3MiHu y
cneuundikauii s A4ONOMDKHOT peqyoBMHU Nonokcamep
3800: BW/IyYEHHST NapameTpa NoAieTUIEHOBOIO |
noninponiNEHOBOro YMCe; BUMYHYEHHS M. MULL SK, Y
3B 513Ky 3 NpUBEAEHHSIM A0 BUMOr EP; 3miHu Il Tuny - 3miHa
napameTpiB cneuwudikauii Ta/abo AonycTUMUX MeX Ans
[OMOMDKHOT PeYOBMHM (3MiHA 3HAXOAUTBLCA No3a
3aTBEPKEHUMU AONYCTUMUMU MexaMu cneuudikalii) -
3MiHM B cneuyvdikauii 4158 AONOMIKHOT PeYOBUHU KaslbLito
aMOHit0 abriHaTt: po3LWrpPeHHs AOMYCTUMUX MEX T.
«MiKpO6iosioriyHa umcToTa» A5 3araslbHoro Yncna
aepob6HMX MikpoopraHiamis (TAMC), 3arasibHOro umcna
ApixmkoBux Ta naicHABuX rpn6is (TYMC) i TonepaHTHUX
[10 XXOBYi rpaMHepaTnBHMX GaKTepiil BignoBigHO A0 BUMOT
EP, 5.1.4. BBefieHHs 3MiH NpoTArom 6 micauis nicns
3aTBepMKEHHS

64.

NEBIHOP

PO34KH ANs iHdysili
0,5% no 100 mn y
nasawui; no 1 nnsawui 'y
navui

MpusatHe
akuioHepHe
TOBapUCTBO

"lHdpy3ia”

Ykpaina

MpuBatHe
akuioHepHe
TOBapUCTBO

"IHdpysia”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnx maTepiania: 3MiHu |
TMny - 3MiHK 3 AKOCTI. OTOBUIA NliKapCbKUiA 3aCi6. 3MiHN y
BMPOGHMLTBI. 3MiHa po3Mmipy cepii (BkIouYakoum gianasoH
po3mipy cepii) roToBOro NikapcbKoro 3acoby (36inbLIeHHs

00 10 pasiB NOPIBHSHO i3 3aTBEPAYKEHUM PO3MIPOM)
(36inbLUEHHSI TEOPETUYHOIO PO3MIpY cepil roTOBOro
nikapcbKoro 3acoby 3arsepmkeHo: 2000,00 n,
3anponoHoBaHo: 2000,00 n Ta 4000,00 n); 3miHn | TNy -
3MiHM 3 SKOCTi. FOTOBUIA NiKapCbKuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHa po3Mipy cepil (BKoYatoumn giana3oH
pO3Mipy cepii) roTOBOro /ikapCcbKoro 3acoby (3MeHLLEHHS
0o 10 pasis) -

3a
peyenmo
M

UA/15477/01/01
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Ne Hasga sikapcbKo20 Popma surnycky 3asasHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayiliHo
ynakoska) 20

nocsioYyeHHs1

3MEHLLEHHSA TEOPETUYHOIO PO3MIpY cepii roTOBOro

nikapcbKoro 3acoby 3arsepmkeHo: 2000,00 n,
3anponoHosaHo: 2000,00 n Ta 500,00 n); 3MiHn | Tuny -
3MiHM 3 SKOCTi. F0TOBUIA NiKapCbKuiA 3aci6. 3MiHW y

55

BUPOBGHUUTBI. 3MiHa iMNopTepa/3aMiHK, L0 CTOCYOThCA
BMNYCKY Cepii Ta KOHTPOIO0 SIKOCTi FOTOBOrO MiKapCbKOro
3acoby (3amiHa abo JofaBaHHs BUPOGHKKA, Lo
BignoBifgae 3a BBe3eHHA Ta/abo Bunyck cepii) -
Bkntoyaroun KoHTposib/BUNpobyBaHHS cepii (BBeAEHHS
[04aTKOBOT AiNbHULI BUpOGHMLTBA: YKpaiHa, 23219,
BiHHULbKa 06/1., BIHHWULBKWIA p-H, €. BiHHMLBKI XyTOpW,
BYyN. Hemupiscbke woce, 6. 84 A (3arasibHa KinbkicTb
yNakoBOK 3 HOBOIO afjpecol0 CTaHOBUTDL 2 LUTYKK, L0
NOB'AI3aHO 3 BUKOPUCTaHHAM Y BUPOGHULTBI NIALLOK ABOX
TUMIB 3 AiaMeTpoM ropsioBMHM 17 MM Ta 3 giameTpom
ropsI0BMHM 22 MM); 3MiHu | Tvny - 3MiHW 3 SKocTi. FoToBUiA
nikapcbkuii 3aci6. 3MiHM Yy BUPOGHMLTBI. 3amiHa abo
BBEJEHHS A0aTKOBOI AifIbHULI BUPOOHULTBA 415
4acTVHM abo BCbOro BUPOOHNYOro npoLecy rotoBoro
nNikapcbKoro 3acoby (AinbHULSA, Ha SiKili NPOBOAATLCSA
6yAb-sKi BUPO6HMYI CTaAji, 38 BUHATKOM BUNYCKy cepil,
KOHTPOJII0 SKOCTi Ta BTOPMHHOTO NakyBaHHA A1
CTepUbHUX NiKapCbKMX 3ac06iB (BKIHOYaOUM BUPOOGIEHI
acenTUYHUM METOLOM), KPiM fikapcbknx 3acobis
6i010riYHOro/iMyHO/OrYHOr0 MOXOAKEHHA)CYNyTHA 3MiHa -
3MiHK 3 IKOCTi. FOTOBUIA NiKapCbKuii 3aci6. 3MiHW y
BMPO6HMLTBI. 3amiHa abo BBeAEHHS [0AATKOBOI AiNbHNL
BMPOBHMLTBA 15 YaCTUHM ab0 BCbOro BUPOGHUYOro
npoLecy roToBoro Nikapcbkoro 3acoby (AinbHuUA ons
BTOPUHHOTO NakyBaHHs). - 3MiHW 3 AKOCTi. [0TOBWIA
nikapcbknii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHU Y npoLeci
BMPOGHMLITBA FOTOBOTO JiKapCbKOro 3acoby, BkIoyatum
MPOMDKHWIA MPOAYKT, L0 3aCTOCOBYETLCSA NPV BUPOOHULITBI
rOTOBOrO JliKapcbKoro 3acoby (iHwi 3miHW) (BBeAEHHS
[04aTKOBOI AiNbHULL BUPOBHULTBA: YKpaiHa, 23219,
BiHHWLbKa 0671., BiHHWLbBKWIA p-H, €. BiHHMLBKI XyTOpW,
Byn. HemupiBcbke LWoce, 6. 84 A. Cxema, TEXHOMOriYHi
cTagii BUpo6HMLTBA, NapameTpy KOHTPO/IO B NPOLLECi
BMPOGHULITBA HE 3MiHIOTbCA. He3HauHi 3MiHN B
ob6nagHaHHi BignosigatoTb BUMoram GMP; 3miHa
BUKNaAEHHS iHhopmaLii y cxeMi i onuci BUPOGHULTBA,;
3MiHa TepMiHy 36epiraHHs MPOMXXHOI NPOAYKLT

(3anponoHOBaHO: y peakTopi Mic/as NPUroTyBaHHS Ta ioro
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Ne Hasga sikapcbKo20 Popma surnycky 3asasHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYyeHHs1
PO3/IMBY CyMapHO He Ginblue 24 roAvH; y Naswkax o
cTepwisauii He 6inblie 24 rogunH)
65. | IEBOMEKO/Ib Masb, Mo 251y MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH A0 peecTpaviiHnx matepiasis: 3MiHu | 6e3 UA/0867/01/01
KOHTeliHepax; no 30 r dPapmaueBTny PapmaueBTUyYHa TMnNy - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenma
a6o no 40 r y Ty6ax; no Ha habpuka habpuka Ta/abo agpecy 3asBHKKa (BNacHWKa peecTpaviiHoro
30 ra6o no 40 ry Ty6i, "Biona" "Biona" noceigYeHHs) (3mMiHa agpecu 3asiBHuKa) (TepmiH BBeEHHS
no 1 Ty6i y KapTOHHiii 3MiH NPOTAroM 3-x MicAUiB NicNsA 3aTBepKeHHS); 3MiHu |
nauuj; no 20 r y Ty6ax; TMny - AAMIHICTPATMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
no 20 ry Ty6i, no 1 Ty6i Ta/abo agpecu micus NPOBamKeHHs AisSIbHOCTI
Y KapTOHHIli navui BMPOGHMWKa/imMnopTepa rotoBoro fikapcbkoro 3acoby,
BK/IIOYa0UM AiNbHUL BUNYCKy cepii abo micue
NpoBeAEHHS KOHTPOJIHO SKOCTI. (AiSANbHICTb, 3a AKYy
BiANOBiAae BMPOGHMK/iMNOPTEp, BK/IOYAKUM BUMYCK Cepili)
(3miHa agpecu BupobHuka MpAT dapmauesTuyHa
thabpuka "Biona", YkpaiHa, 6e3 3MiHM MicList BUPOGHMLITBA
(3miHa Ha3Bu BynuLj) (TepMiH BBEEHHSA 3MiH NPOTAroM 3-
X MicAUIB MicNnsa 3aTBEPAKEHHS)
66. | MI3nHoONPUN- Tabnetku no 5 mr, no 10 TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 peecTpauiiiHux matepiasis: 3MiHu | 3a UA/4968/01/01
ACTPA®APM Tabnetok y 6nictepi, no "ACTPA®APM "ACTPA®APM" Tuny - 3MiHK 3 AKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. Cuctema | peyenmo
1 a6o no 2, abo no 3, " KOHTelHep/3aKynopoBasibHWiA 3aci6. 3miHa po3mipy M
abo no 10 6nicTepiB y yMakoBKM FOTOBOrO MiKapCbKoro 3acoby (3MiHa KiflbKoCTi
KOpoOLi 3 KApTOHY OAUHWLL (Hanpukiag, TabneTok, aMnyn TOLO) B ynakoBLi:)
- 3miHa no3a giana3oHoM 3aTBePKEHNX PO3MIpIB
ynakoBkm (40AaBaHHA HOBOrO PO3Mipy ynakosku no 10
Tabnetok y 6nictepi; no 10 6nicTepis y KOpo6Lji 3 KAPTOHY
i3 BigNOBIAHVMM 3MiHAMU [0 PO3Ai/y YNakoBka,
NepBUHHWI NaKyBaslbHWIA MaTepiaa He 3MiHMBCS)
67. | M3nHoNPwUn- Tabnetku no 10 mr, no TOB Ykpaina TOB YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/4968/01/02
ACTPA®APM 10 TabneTok y 6nicTepi, "ACTPA®APM "ACTPA®APM" MRy - 3MiHKU 3 AKOCTI. FOTOBWIA NikapCbkuii 3aci6. Cuctema | peyenmo
no 1 a6o no 2, abo no 3, " KOHTeliHep/3aKynoptoBanbHuii 3aci6. 3MiHa po3mipy M
a6o no 10 6nicTepiB y yNaKoBKU rOTOBOr0 NiKapCbKoro 3acoby (3MiHa Ki/IbKOCTi
KOpOO6Li 3 KapTOHY oavHMLb (Hanpuknag TabneTok, amnyn TOLLO) B YNakoBsLyi:)
- 3miHa no3a fjiana3oHoM 3aTBEpIKEHVX PO3MipiB
ynakoBKM (foAaBaHHSA HOBOrO PO3Mipy ynakoBku no 10
Tabnetok y 6ictepi; no 10 6nicTepiB y KOPOOL,i 3 KAPTOHY
i3 BigNOBIAHMMM 3MiHAMU [0 PO3Ai/Ty YNaKkoBKa,
NepBWHHWI NakyBasIbHUIA MaTepian He 3MiH1BCS)
68. | NI3NHONPWUI- Tabnetkn no 20 mr, no TOB Ykpaina TOB YkpaiHa BHECEHHS 3MiH A0 peecTpaviiHux matepiasis: 3MiHu | 3a UA/4968/01/03
ACTPA®APM 10 TabneTok y 6nictepi, "ACTPA®APM "ACTPAGAPM" Tuny - 3MiHK 3 AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. Cuctema | peyenmo
no 1 a6o no 2, a6o no 3, " KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa po3mipy M
abo no 10 6nicTtepis y yMakoBKU rOTOBOrO MikapCbKoro 3acoby (3MiHa KiflbKoCTi
KOpOO6Li 3 KapTOHY oavHMLb (Hanpukias TabneTok, aMmnyn TOLLO) B YNakoBLi:)
- 3MiHa nosa fjiana3oHoM 3aTBepAKEHNX PO3MIpIB
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Ne Hasga sikapcbKo20 Popma surnycky 3asasHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYyeHHs1
ynakoBku (40AaBaHHA HOBOro Po3Mipy ynakosku no 10
Tabnetok y 6nictepi; no 10 6nicTepiB y KOPOOL,i 3 KAPTOHY
i3 BigNOBIAHVMM 3MiHAMU [0 PO3Ai/y YyNakoBka,
nepBUHHWI NaKyBasibHWUIA MaTepian He 3MiHMBCS)
69. | JIOTECT® TabneTku, BKpUTI Baviep ®apma HimeuunHa | Bupo6HMLTBO 3a ®paHuia/ BHECEHHS 3MiH 10 peecTpaviiiHnx maTepiania: 3MiHu | 3a UA/4859/01/01
060/10HKO0, M0 21 Al NOBHVM LK/IOM: HimeuunHa TMny - 3MiHK 3 AKOCTI. OTOBUIA NliKapCbKUiA 3aCi6. 3MiHN y peyenmo
Tabnetyi y 6nictepi 3 Jenbdapm BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYHTbCA M
KafleH4apHOo0 LLKaIOoLo; Ninne C.A.C., BMNYCKY cepii Ta KOHTPOIO AKOCTi FOTOBOrO NiKapCbKOro
no 1 6nictepy y nauui dpaHuis 3acoby (3amiHa abo goAaBaHHsS1 BUPOOHUMKA, L0
a6bo BiANOBIfa€e 3a BBE3€HHS Ta/abo Bunyck cepii) - He
BMPOGHMLITBO BK/1I0YAI0UM KOHTPO/b/BUNPOGYBaHHS cepii (BBEAEHHS
npoaykuir in- [04aTKOBOI a/lbTEpHATUBHOI AinbHuLi Baiiep ®apma AT,
bulk, koHTpOb HimeyunHa, W0 BigNoBiga€E 3a BUMYCK cepil); 3MiHu | Tuny -
cepii: 3MiHu 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
Baliep Balimap BMPOGHMUTBI. 3MiHa iMNopTepa/3aMiHK, WO CTOCYHThCSA
v6X i Ko. KT, BUNYCKY Cepii Ta KOHTPOSIO AKOCTi rOTOBOIO NikapCbKoro
HimeuuunHa; 3acoby (3amiHa abo fofaBaHHA AiNbHUL, Ha AKIRA
nepBrHHE Ta 34iAICHIOETLCA KOHTPO/Ib/BUNPOBYBaHHS cepii) (BBEAEHHS
BTOPUHHE [04aTKOBOI anbTepHaTUBHOI AinbHWLUi Baiiep Balimap
nakyBaHHs, M6X i Ko.KT, HimeuuunHa, Ha akiil 34iliCHIOETLCA KOHTPO b
BUMYCK cepil: SKOCTI); 3MiHM | TNy - 3MiHW 3 SIKOCTi. [OTOBWUIA NikapCbKWiA

Baiiep ®apma
Al', HimeuunHa

3aci6. 3mMiHM y BUpo6HULTBI. 3aMiHa abo BBEAEHHS
[0[AaTKOBOI fiNbHUL BUPOBGHMLTBA 151 YACTUHN abo
BCbOr0 BUPOGHNYOTrO NPOLLECY rOTOBOIO JliKapCbKOro
3aco6y (AinbHWLUS 4151 NePBUHHOIO NakyBaHHS) (BBEAEHHS
[04aTKOBOrO a/lbTEPHATUBHOIO BUPOGHMKaA
BiANOBIAA/ILHOIO 3a NepBUHHE NMakyBaHHA Bailep Papma
Ar, HimeuumHa. CynyTHs 3MiHa - 3MiHM 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. 3MiHW y BUPOBHMLTBI. 3amiHa abo
BBEEHHS 404ATKOBOI AiNbHML BUPO6HMUTBA A5
4acTVHM abo BCbOro BUPOGHNYOro nNpoLecy rotoBoro
nikapcbKoro 3acoby (AiNbHULA 415 BTOPUHHOTO
nakyBaHHs) (BBE[eHH:A [04aTKOBOrO a/ibTEPHATNBHOIO
BMPOGHMKa BiANOBIJa/IbHOTO 38 BTOPVHHE NakyBaHHS
Baiiep ®apma Al, HimeuuunHa); 3miHu | TUny - 3MiHM 3
SIKOCTi. [OTOBWIA Nikapcbknii 3aci6. 3MiHW Y BUPOOHULTBI.
3amiHa abo BBeieHHs AOAATKOBOI AiNbHULL BUPOBHMLITBA
NS YacTnHM abo BCbOro BUPOGHMNYOro NpoLecy rotoBoro
NiKapcbKoro 3acoby (AiNbHMLSA, Ha SIKi TPOBOASTLCSA
6yab-sKi BAPOOHUYI CTaAji, 3a BUHATKOM BUNYCKY CepiiA,
KOHTPO/I0 SKOCTi, NEPBMHHOTO Ta BTOPUHHOIO NaKyBaHHS,
[L151 HECTEPW/IbHUX JiKapCbKMX 3aco6iB) (BBeAEHHS
[01aTKOBOI a/lbTEPHATUBHOI AlinbHULI Baliep Barimap
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Ne Hasga sikapcbKo20 Popma surnycky 3asasHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYyeHHs1
v6X i Ko.KI, HimeuunHa, Wwo BignoBigae 3a BUpOGHULTBO
npogykuii in bulk); 3minm Il TuRy - 3miHKM Woao
6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy. 3miHu y
KOPOTKIil XapakTepucTuLi NikapCbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeANYHOro 3aCTOCyBaHHA Y
3B'A3KY i3 HOBVMU JaHWMW 3 SKOCTI, JOKMIHIYHUMU,
KNIHIYHUMY faHuMKU Ta faHuMu 3 papmakoHarnsgy (3MiHm
BHECEHO [0 IHCTPYKLIii y po3ainu: "dapmakonoriyHi
BractmsocTi", "lMpoTunokasaHHsa", "B3aemogis 3 iHWMmu
nikapcbkvMu 3acobamu Ta iHLWi BUAY B3aemogiii”, "Cnocio
3acTocyBaHHA Ta go3un", "MobiyHi peakuii™)
70. | NOPATAQNH Tabnetkn no 0,01 r no MpuBatHe Ykpaina MpuBaTHe YkpaiHa BHECEHHS 3MiH 40 peecTpavyiiHnx matepiasis: 3MiHu | 6e3 UA/4033/01/01
10 TabneTok y 6nictepi, akuioHepHe akuioHepHe TMny - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peuenma
no 1 a6o 2 6nictepu B TOBapuCTBO TOBapuCTBO Ta/abo agpecy 3asBHKKa (BNacHWKa peecTpauiiHoro — Ne 10,
nauui 3 kapToHy; no 10 "Jlekxim- "Jlekxim-Xapki" nocBigyeHHs1) (3MiHa HaliMeHyBaHHS Ta agpecu 3asiBHuka | Ne 20; o515
TabneTtok y 6nictepi, no Xapkis" (BNacHuka peecTpauiiiHoro nocBig4eHHs1), 6e3 3MiHu cmayioHa
50 a6o 100 6nicTepis B (haKTUYHOro MiCLUs 3HAXOMKEHHS); SMiHW | Tuny - pis — Ne
nauui 3 KapToHy AAMIHICTpaTVBHI 3MiHW. 3MiHA HaliMeHyBaHHA Ta/abo 500, Ne
agpecu Micusi NPoBaKEHHS Aisi/IbHOCTI 1000
BMPO6GHMKa/iMNopTepa roToBOro JlikapCbKoro 3acoby,
BK/IKOHAOUM AiflbHMLi BUMYCKY cepii abo micue
NPOBeEeHHSA KOHTPOJIH0 AKOCTI. (LiSANbHICTb, 3a AKY
BiANOBIAAE BUPOGHUK/IMNOPTEP, BK/OYAKOUM BUNYCK Cepiit)
(3miHa HalimeHyBaHHS Ta agpecu BUpo6Huka 13, 6e3
3MiHM MicUsl BUPOOHMUTBA)
71. | NOPATAAQVH Tabnetkv no 0,01 rin MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 3MiHu | - UA/4058/01/01
bulk: no 5000 TabneTok akujioHepHe akKuioHepHe TMny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Y KOHTelHepax TOBapuCTBO TOBapUCTBO Ta/abo agpecu 3asaBHUKa (BNacHNKa peecTpauiiiHoro
naacTMacoBux 3 "Nlekxim- "Jlekxim-Xapkis" nocBiAYeHHs) (3MiHa HaliMeHyBaHHS Ta afpecy 3asBHUKa
KPULLKOI 3 KOHTPOJIEM Xapkis" (BNacHvka peecTpauiiHoro nNocBig4yeHHs1), 6e3 3MiHu
NepLLIoro po3KpUTTA hakTUYHOro MiCUSl 3HAXOMKEHHS); 3MiHM | Tvny -
AAMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afpecy MicLs NPOBaXEHHS Ais/IbHOCTI
BMPOGHMWKa/iMnopTepa roToBoro /likapcbkoro 3acoby,
BK/IOYA0UM AiNbHUL BUNYCKY cepii abo micue
NpPOBeLEHHS KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKy
BiANOBiAae BMPOGHUMK/iMNOPTEp, BK/IKOYAKUM BUMYCK Cepili)
(3miHa HallMeHyBaHHA Ta agpecy BUpobHuka MN3, 6e3
3MiHM MicUsl BUPOOHMLUTBA)
72. | MAAOIHET TabneTku, BKPUTI Mi6e M6X HimeuyunHa Mibe Mm6X HimeuyunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/15840/01/01
NNiBKOBOI 060/I0HKOI0, ApuHaiimitten ApuHaiimiTTens TexHiyHa nomuaka y Cneuucpikauii Ha MOMEHT BUMYCKY peyenmo
no 0,03 mr/2 mr no 21 b MeTOZiB KOHTPO/II0 SKOCTi Ha Nikapcbkuii 3acio, 3a M
Tabnetui y 6nictepi; no nokKasHUKoM «CynyTHi AOMILLKM» 6y10 NponyLLieHo
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Ne Hasga sikapcbKo20 Popma surnycky 3asasHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYyeHHs1
1 a6o no 3, a6bo no 6 HOPMYBaHHS 3ara/ibHoi Ki/IbKOCTi AOMILLOK
6nicTepiB B KAPTOHHI eTuHinecTpagiony
Kopoo6Li
73. | MEHTON nopoLuok (cybcTaHuis) y JepxaBHe Ykpaina TOB KAN3EH IHais BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu | - UA/6537/01/01
noaBiNHNX MignpuemcTso OPTAHIKC TMNy - AAMIHICTPATMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
nonieTuIeHoBMX "3aBop, Ta/abo agpecy 3asiBHUKA (BNacHUKa peectpauiiHoro
naketax s XiMiYHMX noceigueHHs) (3miHa agpecy 3asiBHUKA)
hapmaLleBTUYHOro peakTusiB"
3aCTOCyBaHHSA Haykoso-
TexHosoriyHor
0 KOMMnekcy
"lHCcTUTYT
MOHOKpUCTani
B
HaujioHasbHOT
akazemii Hayk
YKpaiuun"
74. | METUMNPEAHI3O nopoLuok (cybcTaHuis) y CaHodpi Ximi ®paHLis CaHodpi Ximi PpaHLis BHECEHHS 3MiH 0 peecTpauiiiHux matepiasis: 3MiHu | - UA/9392/01/01
NOH nakertax TMNy - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
MIKPOHI3OBAHWIA | nonieTuneHosux Ans Ta/abo agpecy 3asBHKKa (BNacHWKa peecTpauiliHoro
BMPOGHMLTBA nocsigyeHHs) (3MiHa agpecu 3asBHuKa); 3MiHW | Tuny -
HecTepubHUX 3MmiHu 3 aKocTi. CepTudikaT BignosigHoCTI/IE-cepTudikar
nikapcbknx hopm BifnoBigHoCTI €Bponelickkili hapmakonei/MoHorpadii.
MoaaHHA HOoBOro abo OHOBNEHOroO cepTudikaTa
BiANOBIAHOCTI a60 BUYYeHHS cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®I; ana BUXigHOro
mMarepiany/peareHTy/npoMKHOr0 NPOAYKTY, L0
BYKOPUCTOBYHOTLCA Y BUPOOHULTBI API; ANS [ONOMDKHOT
peyoBuHM (cepTudikaT BiANoBiAHOCTI EBpONEiiChKiit
hapmakonei) - OHOBMeHUIA cepTudikarT Bif yxe
3aTBEPAKEHOro BUpo6HUKa (MogaHHst OHOBNEHOTO
cepTudikaTa BignoBigHOCTI EBponeiickkii dhapmakonei Ne
R1-CEP 1996-018-Rev 08 ana A®l MeTunnpeaHi3onoH
MiKpOHi30BaHWiA Bif BXe 3aTBEPAXEHOr0 BUPOOHUKA
CaHodi Ximi, ®paHuis)
75. | METUNYPAUUN- Cyno3nTopii peKTaJIbHi, TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [0 peecTpaviitHux maTepiasis: 3miHu || 6e3 UA/11698/01/01
DPAPMEKC 500 mr no 5 "®APMEKC "PAPMEKC TMny - 3MiHK Woao 6e3nekn/eddekTUBHOCTI Ta peuenma
Cynos3uTopiiB y CTpuni; reyn reyn" thapmakoHarnsgy. BHeceHHsi abo 3miHa(1) 40 3060B'A3aHb
no 2 cTpvnu B nNavui 3 Ta yMOB BMAaui peecTpaviiHoro nocBig4YeHHs, BKoYaoum
KapTOHY MnaH ynpasniHHA pusmMKamMm (3acTocyBaHHS 3MiH(1), ski(a)
BMMaraTb(€) NoJasbLIOro 06I'pyHTYBaHHA HOBUMMN
[04aTKOBUM Ai@HMK, Lo MaloTb HagasaTucs
KOMNEeTeHTHUM OpraHoM, OCKi/IbKW BUMaraeTbCsi CyTTeBa
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Ne Hasga sikapcbKo20 Popma surnycky 3asasHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYyeHHs1
OL{iHKa KOMNETEHTHUM opraHom) (BukoHaHHS 3060B'A3aHb
BIANOBIAHO A0 NiANYHKTY 2.3 NYHKTY 2 goaatky 15 o
MopsiaKy NPOBEAEHHST EKCNEPTU3M peecTpaLinHmx
marepianiB Ha nikapcbki 3acobwu, Lo NnoaaTbCs Ha
LepXaBHY peecTpaLito (nepepeecTpaLito), a Takox
eKCnepTn3n matepianis Npo BHECEHHS 3MiH [0
peecTpauiiHnx MaTepianis NpoTArom Aii peecTpayiinHoro
NOCBIJYEHHS, 3aTBEPIKEHOro Hakazom MO3 Big
26.08.2005 Ne 426 (y pepakuii Hakasy MO3 Big
23.07.2015 Ne 460)
76. | METPOBION renb gnaaced no 20 ry MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianisa: 3MiHu | 6es UA/11820/01/01
AEHTA Ty6ax; no 20 r y Ty6i; no dapmaueBTUY dapmaleBTUYHa TMNy - AAMIHICTPATVUBHI 3MiHW. 3MiHa HaliMeHyBaHHsI peyenma
1 Ty6i y nauui 3 kapToHy Ha thabpuka habpuka Ta/abo afpecyu MicLsl NPOBaKEHHS AiSNIbHOCTI
"Biona" "Biona" BMPO6GHMKa/iMNopTepa roToBOro likapCbKoro 3acoby,
BK/IIOYAOUM AiflbHMLi BUMYCKY cepii abo Micue
NPOBeEeHHSA KOHTPOJIH0 AKOCTI. (LiSANbHICTb, 3a AKY
BiANOBIAAE BUPOGHUK/IMNOPTEP, BK/OYAKOUM BUNYCK Cepiit)
(3miHa agpecu Bupo6HuKka M3 MpAT dapmaueBTryHa
thabpuka «Biona», 6e3 3mMiHU MicLsa BUpO6GHMLTBA (3MiHA
Ha3su Bynuuj) (TepmiH BBEEHHS 3MiH NPOTArom 3-x
MicsILiB Micns 3aTBepPAKEHHST); 3MiHM | TNy -
AAMiHIiCTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
aapecy 3asBHVKa (BNacHWKa peecTpauiiHoro
noceigueHHs) (3miHa agpecu 3asBHuka (MpAT
dapmauneBTMyHa habpuka "Biona", YkpaiHa) (TepMiH
BBE/IEHHS 3MiH NPOTAroM 3-X MicsLiB nicns
3aTBEPKEHHS)
77. | MOTUNIYM® TabneTku, BKPUTI MakHin Benuka AncceH-Cinar PpaHuis BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 6e3 UA/10190/01/01
NNiBKOBOI 060/I0HKOIO, Mpopaktc BpuTaHis 3MiHM | TUny - 3MiHa napameTpiB cneyudikauiin Ta/abo peyenma
no 10 mr no 10 TabneTok Nimiten [ONYyCTUMMX MEX FOTOBOTO NiKapCbKOro 3acoby -
y 6nictepi; no 1 a6o 3 O HOPIAHICTb [030BaHUX OAVHULLL - OAHOPIAHICTE BMICTY —
6nicTepy B KAPTOHHIl ((O®Y.2.9.40), BHYTpILLHI MeTog BEPX)). BBeieHHA
ynakosui; no 30 3MiH npoTsirom 3 micALiB nicns 3aTBepXeHHs
Tabnetok y 6ictepi; no
1 6nicTepy B KapTOHHIi
ynakoBLj
78. | M'ATUN NEPLIEBOI nuncta no 50 r y navkax 3 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasnis: 3MiHu | 6e3 UA/2261/01/01
nncTa BHYTpILWHIM NakeTom; no | ®apmaueBTuy PapmaLeBTUyHa TMny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HalilMeHyBaHHS peyenma
1,5 ry chinbTp-nakeTi; no Ha habpuka habpuika Ta/abo agpecy 3asiBHVKa (BnacHWKa peecTpaviiiHoro
20 hinbTp-nakeTiB y "Biona" "Biona" noceigyeHHs) (3mMiHa agpecy 3asiBHUKA)
navui
79. | HA30M® KIAC cnpeii HasanbHUiA 0,25% | TOB "Baiiep” Ykpaina IcTiTyTO e ITanis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/9482/01/01
no 10 mn y donakoHi 3 Anxeni C.p.n. TUny - 3MiHK 3 AKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. Cuctema | peyenma
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Ne Hasga sikapcbKo20 Popma surnycky 3asasHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYyeHHs
po3npuckysayem, no 1 KOHTeliHep/3aKyrnopoBanbHuii 3aci6. 3MiHa po3mipy
h1aKoHy B KapTOHHii yNaKkoBKW rOTOBOr0 NiKapCbKoro 3acoby (BUy4YeHHs
Kopoo6Li yMakoBKM MEBHOTO PO3MIpY) (BUyYEHHS 3 peecTpauiiHmnX
[OKYMEHTIB yrnakoBKu Mo 15 mn y dpnakoHi, no 1 dpnakoHy
B KQPTOHHI KOpo6Lji 3 MapKyBaHHSM YKPAIHCbKOK MOBOH))
80. | HA3O®PAH cnpeit HazanbHWiA, TeBa I13painb TeBa Yex Yecbka BHECEHHS 3MiH 0 peecTpauiiHux maTepiasis: 3a UA/6758/01/01
cycneHsis, 50 Mkr/go3y dPapmaLeBTika IHoacTpi3 c.p.o. Pecny6nika 3MiHW | TUNY - 3MiHW 4,0 IHCTPYKUIT ANS MeANYHOro peyenmo
no 120 a6o no 150 fo3sy n lHaacTpi3 3acTocyBaHHs y po3ginu: "OcobMBOCTI 3aCTOCyBaHHSA", M
hnakoHi; no 1 dpnakoHy nra. "Mo6iyHI peakuii” BigNoBigHO 40 OHOB/IEHOI iHhopmauii 3
B KapPTOHHIii KopobLyi 6e3neku Ailyoi pe4oBnHN. BBeAeHHA 3MiH npoTsirom 3-x
MicALiB nicnsa 3aTBepaKeHHs
81. | HEMPOBIOH TabneTkn, BKpUTI Mepk KlraA HimeuunHa Mepk KlraA i Ko. ABCTpis BHECEHHS 3MiH 40 peecTpauiiiHux matepiasis: 3MiHu | 3a UA/5409/01/01
060/10HKO10; Mo 10 Bepk LWniTTans Tuny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. Onuc Ta | peyernamo
Tabnetok y 6aictepi; no cknag (iHwi 3miHKn) (NpYBEeAEHHN CKNagy roToBOro M
2 6nicTepn y KapTOHHIN nikapcbKoro 3acoby [0 opuriHanbHKUX MaTtepianis
KopooLi BUpPO6HMKa) (TepMiH BBe,EHHSA 3MiH NPOTAToM 6-Tu
MiCALIB MiC/1A 3aTBEPKEHHS)
82. | OKCANIH® TabneTkn, BKpUTI KYCYM IHAis KYCYM IHgis/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/11096/01/01
NNiBKOBOIO 060/I0HKOIO, XENTXKEP XENTXKEP NBT YkpaiHa TUMy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkunii 3aci6. peuyenmo
no 300 mr no 10 NnBT. NTA. NTA, IHais; CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo ymosax M
TabneTok y 6nictepi; no AnbTepHaTVBHU 36epiraHHs rOTOBOTO /liKApCbKOro 3acoby (36i/bLIeHHS
3 6nicTepU y KapTOHHIiA 1 BUPOGHUIK, L0 TepMiHy NpuaaTHOCTI rOTOBOrO fikapcbKoro 3acoby) - Ans
ynakoBLj 3[iliCcHI0E TOProBoi ynakoBku (MiATBEPAKYETLCA AAHUMW PEASTbHOTO
BTOPUHHE yacy) (36iNbLUEHHS TEePMiHY NPUAATHOCTI NiKapCbKoro
nakyBaHHs, 3aco6y 3 2-x A0 3-x pokiB) (TepMiH BBEEHHSA 3MiH
KOHTPO/b AKOCTI NpoTArom 6-Tn MiCALIB NiCNa 3aTBEPMKEHHS)
Ta BUNyCK cepii:
TOB "KYCYM
PAPM", YkpaiHa
83. | OKCANIH® TabneTkn, BKpUTI KYCYM IHais KYCYM IHais BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | - UA/15766/01/01
NNiBKOBOIO 060/I0HKOIO, XENTXKEP XENTXKEP NBT TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
no 300 wmr in bulk: Ne NnBT. NTA. nTa CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo ymosax
10x240: no 10 TabneTok 36epiraHHs rOTOBOrO MliKApCbKOro 3acoby (36i/bLUeHHS
y 6nictepi; no 240 TepMiHy NpuaaTHOCTI rOTOBOrO fikapcbkoro 3acoby) - Ans
6nicTepiB y KAPTOHHIN TOProBoi ynakoBky (NiATBEPAXKYETLCA JaHUMW peasibHOro
Kopoo6Li yacy) (36iNbLUEHHA TEepPMiHY NPUAATHOCTI NiKapCbKOro
3aco6y 3 2-x A0 3-x pokiB) (TepMiH BBEAEHHS 3MiH
npoTArom 6-T1 MicALiB Nicns 3aTBepAKEHHS)
84. | OCETPOH® PO34MH ANS iH'eKUii, 2 O-p Peppi'c IHais O-p Peppi'c IHais BHECEHHS 3MiH j0 peecTpaLiiiHux maTepiasnis: 3MiHu | 3a UA/4886/01/01
Mr/Ma no 2 mn (4 mr) Na6opaTopic Na6opaTopic TMNy - AAMIHICTPATMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmo
a6o 4 mn (8 mr) B nTp, N14 (Bupo6Huua Ta/abo agpecy 3asiBHUKA (BNacHUKa peectpauiiHoro M
amnyni; no 5 amnyny OinbH1UA 1), noceigyeHHs) (3MiHa agpecu 3asaBHuKa) (TepmiH BB EeHHS
6nicTepi; no 1 6nictepy IHAjs; 3MiH NpoTArom 6-TW MicsiLiB nicns 3aTBepAKeHHs); 3MiHu |
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Ne Hasga sikapcbKo20 Popma surnycky 3asasHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYyeHHs1
B KapTOHHIi1 kopobu O-p Peppj'c TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.

Nab6opaTtopic
N14 (Bupo6Huua
ginbHUus - V1),
IHais

KOHTpOo/b roToBOro nikapcbkoro 3acoby. 3miHa y metogax
BMNPOGYBaHHA roTOBOrO NiKapCbKOro 3acoby (iHLi 3MiHW Yy
mMeTogax BUNpobyBaHb (BKIHOHaOUM 3aMiHy abo
[0NOBHEHHS)) (HE3HAYHI 3MiHW B MeToAuLi TecTy
"XpomatorpacpiyHa uictoTa" (B NPUroTyBaHHA pO3UMHY
npugatHocTi cuctemu). 3MiHa po3mipy KOSTOHKWN B TECTI
"NiMiT OHAACETPOHY CyNyTHLOI AOMILLKM D" (TUN KONOHKK
3a/IMLLAETLCA HE3MIHHUM) - NPUBELEHHS Y Bi4NOBIAHICTb
[0 MoHorpadii USP) (TepMiH BBeEHHSA 3MiH NPOTAIroM 6-
TV MiCALIB Nicna 3aTBepAXeHHSR); 3MiHW | TUNY - 3MiHK 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTPOb roToBOro
nikapcbkoro 3acoby. 3miHa y MeToAax BUNpobyBaHHS
roTOBOrO Nikapcbkoro 3acoby (iHLWi 3MiHM y MeToAax
BMNpoGyBaHb (BK/OYaoUM 3amiHy abo JOMNOBHEHHS))
(He3HauHi 3miHN B meToauLi TecTy "KifibkicHe BU3HaYeHHsA
HaTpito xnopuay") (TepMiH BBEAEHHS 3MiH NPOTAroM 6-Tn
MiCALIB MiCNA 3aTBEPAKEHHS); 3MiHM | TUny - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbknii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHa iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY cepii Ta
KOHTPOJIO0 SIKOCTi FOTOBOrO flikapCbKoro 3acoby (3amiHa
abo fofaBaHHA BUPOOHMKA, LLO BiANOBIAAE 3@ BBE3EHHS
Ta/abo Bunyck cepii) - Bkiovaroum
KOHTPONb/BMNPOGYBaHHSA cepii (BBeAEHHS [0AaTKOBOI
(anbTepHaTMBHOI) AinbHNL BUpOGHMUTBA - [-p Peaai'c
Na6opatopic NITg (BupobHuya ainbHuua-Vl), IHais)
(TepMiH BBEAEHHS 3MiH MPOTArOM 6-TU MicsALIB nicns
3aTBEpMXEHHS); 3MiHM | Tuny - 3MiHK 3 AKkocTi. [oToBWMIA
nikapcbkuii 3aci6. 3MiHM Yy BUPOGHMLTBI. 3amiHa abo
BBEJEHHS A0aTKOBOI AifIbHULI BUPOOHULTBA 415
4acTVHY abo BCbOro BUPOOHNYOro npoLecy rotoBoro
nikapcbKoro 3acoby (AinbHULSA, Ha SiKili NPOBOAATLCSA
6yAb-sKi BAPO6HMYI CTaAji, 3a BUHATKOM BUNYCKy cepil,
KOHTPOJII0 SKOCTi Ta BTOPMHHOTO NakyBaHHA A1
CTepUbHUX NiKapCbKMX 3ac06iB (BKIHOYaOUM BUPOOGIEHI
acenTUYHUM METOLOM), KPiM fikapcbknx 3acobis
6i010riYHOro/iMyHOOriYHOr0 NOXOMKEHHS) (TepmiH
BBEJEHHS 3MiH NPOTAroM 6-TW MicALiB nicas
3aTBEpMKEHHA) CynyTHS 3MiHa - 3MiHN 3 SKoCTi. FoToBUI
nikapcbkuii 3aci6. 3MiHM Yy BUPO6HMLTBI. 3amiHa abo
BBEEHHS 404AaTKOBOI AiNbHUL BUPOOGHMLUTBA AN
4yacTuHM abo BCbOro BUPOGHNYOro npoLiecy roToBoro
niKapcbKoro 3acoby (AiNbHMUA 4151 BTOPUHHOIO
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Ne Hasga sikapcbKo20 Popma surnycky 3asasHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYyeHHs1
nakyBaHHs) (BBeZeHHA [404aTKOBOI (a/lbTePHATUBHOT)
OinbHUUI BUpo6HuLTBa - [1-p Peagi'c labopatopic /T4
(BupobHuua ginbHunua-Vl), IHais) (TepmiH BBEAEHHS 3MiH
NPOTArom 6-T1 MicsAUIB NicNsA 3aTBEPAKEHHS)
85. | ODP/TIOKCALUH Tabnetkv no 0,2 r no 10 MpusatHe Ykpaina MpuBatHe YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnx maTepiania: 3MiHu | 3a UA/5050/01/01
TabneTtok y 6ictepi, No akuioHepHe akuioHepHe TMNy - AAMIHICTPATVUBHI 3MiHW. 3MiHa HaliMEeHyBaHHsI peyenmo
1 6nicTepy y nauui 3 TOBapUCTBO TOBapUCTBO Ta/abo agpecu 3asaBHUKa (BNacHNKa peecTpauiiiHoro M
KapToHy; no 10 "Nlekxim- "Jlekxim-Xapkis" nocBiAYeHHs) (3MiHa HaliMeHyBaHHA Ta afpecy 3asBHUKa
TabneTtok y 6ictepi, No Xapkis" (BnacHvKa peecTpauiitHoro noceig4eHHs); 3miHu | Tuny -
50 a6o 100 6nicTepiB y AAMiHIiCTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
nauj 3 KapToHy afipecyt MicLA NPoBaMKEHHS Ais/IbHOCTI
BMPO6HMKa/iMnopTepa roToBOro JlikapCbKoro 3acoby,
BK/IOUA0UM OiNbHULI BUMYCKy cepii abo micue
NPOBeLEeHHS KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKYy
BiANOBiAa€ BUPOOHMK/IMNOPTEP, BKOYAKYM BUMYCK Cepiil)
(3MiHa HalilmeHyBaHHsA Ta agpecu BUpobHuka N3, 6e3
3MiHW MicLisi BUPOGHULITBA)
86. | O®JIOKCALMH Tabnetkn no 0,2 rin MpuBaTHe YkpaiHa MpuBaTHE YkpaiHa BHECEHHS 3MiH 0 peecTpauiiiHux matepiasis: 3MiHu | - UA/5049/01/01
bulk: no 3000 TabneTok akuioHepHe akuioHepHe TMNy - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Y KOHTelHepax TOBapuCTBO TOBapuCTBO Ta/abo agpecy 3asBHKKa (BNacHWKa peecTpauiliHoro
"Nlekxim- "Jlekxim-Xapkis" nocBifyeHHs) (3MiHa HaliMeHyBaHHS Ta aApecy 3asBHMKa
Xapkis" (BnacHvKa peecTpauiiHoro nocBigYeHHs); 3miHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afpecy MicLs NPOBaXEHHS Ais/IbHOCTI
BMPOGHMWKa/iMnopTepa roToBoro /likapcbkoro 3acoby,
BK/IOYA0UM AiNbHUL BUNYCKY cepii abo micue
NpPOBeLEHHS KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKy
BiANOBiAae BMPOGHMK/iMNOPTEp, BK/IOYAKUM BUMYCK Cepili)
(3miHa HallMeHyBaHHA Ta agpecy BUpobHuka MN3, 6e3
3MiHM MicUsl BUPOOHMLUTBA)
87. | MAPANMNEKCIH® PO34uH NS iH ekuii, 5 TOB Ykpaina MpAT "Nlekxim - YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/15763/01/01
Mr/M o 1 Ma po3ymHy "®apmauesTu Xapkis" TexHiyHa nomuika B MeTogax KOHTPOSIO AKOCTi Ha peyenmo
B amnyni; no 5 amnyn B YyHa KOMMaHisi roTOBWiA NikapCbKWii 3aci6, y MeToAMLi BUNPOOYBaHHS M
6nictepi; no 2 6nictepu "CANNIOTAPIC nokasHuka «KinbKicHe BU3HaYEHHs»
B NayLi 3 KAPTOHY "
88. | MAPANNEKCIH® PO34unH ANs iH ekuin, 15 TOB Ykpaina MpAT "lekxim - Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/15763/01/02
Mr/mn no 1 Ma posynHy "®apmaueBTun Xapkis" TeXHi4yHa nomuska B MeTogax KOHTPOHO SKOCTi Ha peyenmo
B amnyni; no 5 amnyn B YHa KoMnaHis rOTOBWiA NikapCbKWii 3aci6, y MeToaunLi BUNPO6yBaHHS M
6nicTepi; no 2 6nictepu "CAJTIOTAPIC nokasHuka «KinbKicHe BU3HAYEHHS»
B Mauvli 3 KAPTOHY "
89. | MAPALIETAMON CyNno3uTOpIi peKTasTbHI TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux matepianis: 3MiHu Il 6e3 UA/13185/01/01
no 80 wmr; no 5 "®APMEKC "PAPMEKC TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenma
Cyno3uTopiiB y cTpuni; reyn" reyn" hapMakoHarnsay. BHeceHHsi abo 3MiHa(1) A0 3060B'A3aHb
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n/n

Ha3sga nikapcbKo20

3acoby

Popma Bunycky
(nikapcbka cpopma,
ynakoska)

3asasHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayitiHo
20
nocsioYeHHs

no 2 cTpunu B navu,j 3
KapTOHY

Ta YMOB BuAaui peectpauiiHoro NocBif4YeHHSs, BK/THOHaoum
MnaH ynpasniHHA pusmkKamMm (3acTocyBaHHS 3MiH(1), ski(a)
BMMaratTb(€) NoJasnbLIOro 06r'pyHTYBaHHA HOBUMMN
[0AAaTKOBUM JaHumu, WO MatoTb HaJasaTucs
KOMMETEHTHUM OpraHoM, OCKIfIbKW BUMaraeTbCsi CyTTEBA
OLliHKa KOMMeTeHTHUM opraHom) (BukoHaHHs 3060B'A3aHb
BiANoBigHO A0 NianyHKTY 1.13 nyHKTY 1, NignyHKTy 2.3
NYHKTY 2 gogatky 15 o Nopsaky npoBefeHHs ekcnepTusn
peecTpavuiiiHMX MaTepianis Ha Nikapcbki 3acobwu, Wwo
noAatTbCs Ha AepXaBHY peecTpalito (nepepeecTpadiio),
a TakoX eKkcrnepTusn matepiasiis NPo BHECEHHS 3MiH A0
peecTpauiiHnx mMatepianis NpPoTArom Aii peecTpaviniHoro
NoCBIJYEHHSs, 3aTBEpPIKEHOro Hakazom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakazy MO3 Big,
23.07.2015 Ne 460)

90.

MAPALETAMO/N

CYNo3uTOpIi peKTasIbHI
no 150 mr; no 5
CynosuTopIiB y CTpuni;
no 2 cTpunu B navuj 3
KapTOHY

TOB
"®APMEKC
reyn"

YKpaiHa

TOB
"®APMEKC
reyn"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu ||
TMny - 3MiHK LWoAo 6e3nekn/edeKkTUBHOCTI Ta
hapmakoHarnsgy. BHeceHHsi abo 3miHa(1) 40 3060B'A3aHb
Ta YMOB BuAaui peectpauiiHoro NocBig4YeHHSs, BK/THOHaoum
MnaH ynpasniHHA pu3nkamu (3acTocyBaHHS 3MiH(M), Ki(a)
B/MaraTb(€) NogasbLIOro 06rpyHTYBaHHA HOBYMMN
[00aTKOBUM AaHnMK, Lo MaloTb HagasaTucs
KOMMETEHTHUM OpraHoM, OCKIfIbKW BUMaraeTbCsi CyTTEBA
OLjiHKa KOMMNETEHTHNM opraHoMm) (BMKOHaHHS1 3060B'si3aHb
BignoBigHO A0 niagnyHKTy 1.13 nyHKTY 1, nignyHkTy 2.3
NyHKTY 2 goaatky 15 no Nopaaky nposefeHHs ekcnepTusmn
peecTpauifiHMX MaTepianis Ha Nikapcbki 3acobwu, Wwo
noAaloTbCs Ha AepXaBHy peecTpalito (nepepeectpadiio),
a TakoX ekcnepTusn maTepiaslis NPO BHECEHHS 3MiH A0
peecTpauiiiHMx MaTepianis NPOTArom Aji peectpauiiHoro
NoCBIJYEHHS, 3aTBEpPIKEHOro Hakazom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakasy MO3 Big
23.07.2015 Ne 460)

6e3
peyenma

UA/13185/01/02

91.

NEr-eIcTMmm

PO34MH ANS iH'eKLiin 6
mr/0,6 mn, no 0,6 mn (6
M) y nonepegHL0
HanoBHEHOMY LUNPUL,
no 1 nonepeaHL0
HanoBHEHOMY LUMPULYY Y
6nicTepi, no 1 6nictepy
B KapTOHHiiA Kopo6Lyi; no
0,6 mn (6 Mr) y chnakoHi,
no 1 gpnakoHy y

TOB "®3
"BIO®APMA"

YKpaiHa

TOB "®3
"BIO®APMA"

YKpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasnis: 3MiHu |
TMny - 3MiHK 3 IKOCTi. FTOTOBMIA Nnikapcbkuid 3aci6. Onuc Ta
cknag, (iHwi 3MiHN) (Y 3B’A3KY 3 YTOYHEHHSM HanvcaHHs
onuncy NepBUHHOT YNakoBKM rOTOBOrO /iKapCbKOro 3acoby
BIANOBIAHI 3MiHWN BHOCATLCA A0 p. «YNakoska», p.
«Cknagy», Cneuundikauii/MeTogiB BUNpobyBaHHs 3a
NOKa3HUKOM «CTEPUNbHICTb»)

3a
peyenmo
M

UA/15552/01/01
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Ne Hasga sikapcbKo20 Popma surnycky 3asasHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYyeHHs1
6nicTepi, no 1 6nictepy
B KapTOHHIi1 kopobui
92. | MENCAH Kancysm m'ski no 10 JNabopaTopii dpaHuis BMPOBHULTBO dpaHuis BHECEHHS 3MiH A0 peecTpaviiHnx matepiasis: 3MiHu | 6e3 UA/3558/02/01
Kancyn y 6nicrepi, no 3 Po3za- Hepo3dhacoBaHo TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peuenma
6nicTepy y KapTOHHiIl diTodhapma T npoAykuji: CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo ymosax
Kopoo6Ui JKB 36epiraHHs FOTOBOTO J1iKAPCbKOr0 3ac00y (3MEHLUEHHS
KAMNCHO/b, TepMiHy NpUAATHOCTI FOTOBOrO NiKapcbkoro 3acoby) - Ans
PpaHLis; TOProBoi ynakoBkW (3MEHLLEHHS TEPMiIHY NpuAaTHOCTI ANs
nepBrHHa Ta roToOBOro fikapcbkoro 3acoby B 6icTepax 3
BTOPVHHA MBX/antoMiHito 3 4-x 40 2-X pokKiB); 3MiHU | TNy - 3MiHN 3
ynakoBKa, AKOCTI. FoTOBUIA Nikapcbkuii 3aci6. Cuctema
KOHTPO/Tb SIKOCTI: KOHTeliHep/3akynoptoBasibHWI 3aci6. 3MiHa Yy NepBuHHIN
Na6opaTtopii yNakoBLji FOTOBOro NikapCbKoro 3acoby (TN KoHTelHepa
Maiioni ab0o fofaBaHHsl HOBOTO KOHTeliHepa) - TBepai, M'siki Ta
Cningnep,®paH HeCcTepw/bHI pigki nikapcbki hopmn (BBegeHHS
Lis; [04aTKOBOT NepBMHHOI ynakoBku [N13: 6nictep 3
BiAnoBiganbHN MNBX/ME/MNBAX/antomiHili (no 10 kancyn y 6nictepi, no 3
3a BUMYCK cepil: 6/1icTepun y KapTOHHIN KOpO6Li)
Na6opaTopii
Posa-
ditochapma,
dpaHuis
93. | NEPUAOH Tabnetkv no 0,01 r no MpusatHe Ykpaina MpuBatHe YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnx maTepiania: 3MiHu | 6es UA/2254/01/01
10 TabneTok y 6nictepi, akujioHepHe akKuioHepHe TMny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenma
no 1 a6o 3 6nictepu B TOBapuCTBO TOBapUCTBO Ta/abo agpecu 3asaBHUKa (BNacHNKa peecTpauiiiHoro
navui "Mlekxim- "Jlekxim-Xapkis" noceifyeHHs) (3MiHa agpecn Ta Ha3BM 3asiBHUKA
Xapkis" (BnacHvika peecTpauiiHoro NocBig4eHHs); 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo
afipecy MicLA NPOBaMKEHHS Ais/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /ikapcbKoro 3acoby,
BK/IIOHA0UM AiNbHULI BUMYCKY cepii a6o Micue
NPOBeLEHHS KOHTPOJIIO AKOCTI. (4iANbHICTb, 3a AKy
BiANOBiAaE BMPOGHMK/IMNIOPTEp, BK/IOYAKYM BUMYCK Cepili)
(3miHa agpecy Ta Ha3BW BUPOGHMYOT AinbHuLi N3, 6e3
3MiHM MicLsi BUPO6HMLITBA)
94. | NEPUAOH Tabnetkn no 0,01 rin MpuBaTHe YkpaiHa MpuBaTHE YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | - UA/2255/01/01
bulk: no 5000 TabneTok akuioHepHe akuioHepHe TMNy - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHSI
Yy KOHTelHepax TOBapuCTBO TOBapuCTBO Ta/abo agpecu 3asBHUKA (BNacHUKa peecTpauiiHoro
naacTMacoBux "Nlekxim- "Jlekxim-Xapkis" nocBigyeHHs) (3MiHa agpecu Ta Ha3BM 3a9BHUKA
Xapkis" (BnacHvKa peecTpauiiHoro nocBigYeHHs); 3miHu | Tuny -

AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afpecy MicLs NPOBaXEHHS Ais/IbHOCTI
BYpPO6GHMKa/iMNopTepa roToBoro JlikapcbKoro 3acoby,
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Ne Hasga sikapcbKo20 Popma surnycky 3asasHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYyeHHs1
BK/IOUaA0UM OiNbHUL BUMYCKy cepii abo micue
NPOBeAEHHS KOHTPOIH0 AKOCTI. (LiSANbHICTb, 3a AKY
BiANOBiAae BMPOGHMK/iMNOPTEp, BKKOYAKOYM BUMYCK Cepili)
(3miHa agpecy Ta Ha3BW BUPOGHMYOI AinbHuui N3, 6e3
3MiHU MicL BUPOBHMLTBA)
95. | NEPUHAONPUNY NOPOLLIOK KpUCTaslivyHNiA TOB "Toprosa Ykpaina UxeLssiH Kutaii BHECEHHS 3MiH 0 peecTpauiiHux maTepiasis: - UA/14114/01/01
EPBYMIH (cybcTaHuis) B KOMnaHis MeHoBo 3MiHK | TUNY - aAMIHICTPaTUBHI 3MiHU - 3MiHA TEKCTY
nonieTUNEHOBMX MiLLKax "ABpopa” dapmacbloTikas MapKyBaHHS CybCcTaHLi, y 3B'A3Ky 3 3a3HaYEHHAM Ha
AN BUPOBGHMLTBA Ko., Nita. MapKyBaHHi TOBapHOro 3HaKy
HeCTepPUsIbHUX
nNikapcbknx hopm
96. | MINEPA3NHY Tabnetkn no 200 mr Ne MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3a UA/7016/01/01
AOVMNIHAT- 10 y KOHTYpHUX "®apmaueBTun "®apmaueBTUYH 3MiHuM | TUNY - 3MiHa y MeTofax BunpobysaHHa APl abo peyenmo
AOAPHMLUA YapyHKOBMX yNakoBKax, YyHa hipma a thipma BUXiAHOro Martepiany/npomikKHOro NPOAYKTy/peareHTy, Lo M
Ne 10 (10x1) y "fapHuua" "fapHuua" BVIKOPVCTOBYETbLCS Y NpoLeci BUpo6bHULTBa Ad|; cynyTHSA

KOHTYPHUX YapyHKOBMX
ynakoBkax y nayui

3MiHa: 3MiHa y NnapameTpax crneuudikauii Ta/abo
O0NyCTUMUX MEX, BU3Ha4YeHuX y crneumdikanisax Ha Adl,
ab60 BMXigHWUA/NPOMIKHWIA NpoAyKT/peareHT, LWo
BMKOPWCTOBYIOTLCA Y NpoLeci BUpobHnuTBa A®I - 3MiHK y
cneumdikauii Ta MeTogax BXifHOro KoHTposo APl: 3a
po3gainom «Onuc» iHhopMaLio LWoao Temneparypm
NnaBfeHHA NepeHeceHo y po3ain «3arasibHi
B/1ACTMBOCTI», 3a po3AiiaMn «PO3YMHHICTb» Ta
«[pO30piCTb PO34MHY>» BHECEHO pedakuiliHi BUNPaB/IEHHS;
BBeEHO TecT «Boga» 3rigHO MoHorpadii Ha Adl;
nokasHuk «MBY» npueefeHo fo sumor Y 5.1.4;
He3HauHi 3MiHV y onuci MeTOAVK BUMPOOYBaHHS 3a M.
«CynyTHi AOMILLKM» Ta «KinbKicHe BU3HAYEHHS», 6e3 3MiH
KpuTepili NPUAHATHOCTI; 3MiHK | TUNY - 3MiHa NapameTpiB
cneuudikauii Ta/abo AONYCTUMKX MEX FOTOBOrO
NiKapcbKoro 3acoby - 3MiHK y creuudikaLii rotoBoro
nNikapcbKoro 3acoby 3a NoKasHUKOM «laeHTudikauis A»
(APY 2.2.24) (BBefeHHS cTaHAapTHMX 3paskiB EP CRS,
USP RS ta ®C3 1Y), 3a nokasHUkom «OAHOPIHICTb
[030BaHMX OAMHULL» iHTeprpeTaLis pe3ynbTartis
npuBefeHa y BignoBigHicTb fo APY, 2.9.40; n.
«Po3unHeHHs» (APY 2.9.3) fonoBHEHO iHhopmaLieto
00 Yacy po3umHeHHs; «MBY» npuBeseHo y
BiANOBIAHICTb A0 BUMOr [AdY, yTouHEHHS 3a n. «KinbkicHe
BM3HAYEHHS», 6€3 3MiH KPUTEPIil NPUAHATHOCTI; 3MiHY |
TMny - 3MiHa y MeTogax BunpobyBaHHSA roTOBOro
NiKapCbKOro 3acoby - y onMc MeToAMKN BUNPOOYBaHHA 3a
n. «CynyTHi goMmilkm» (TLX 2.2.27) BHECEHO TePMiHU
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Ha3ssa nikapcbko20 Popma sUMyCKY 3asasHUK KpaiHa Bupo6HuUK KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYyeHHs1
36epiraHHsa pPo34MHIB, TUMK XpoMaTorpadiuyHmX MNIacTuH,
Cnoci6 HaHeCEHHs PO3UMHIB; 3a M. «PO3YNHEHHS»,
«KiflbKicHe BM3Ha4YeHHs» BHECEHO TepMiHV 36epiraHHs
PO34MHIB, BHECEHO peAakLiiiiHi npaBku
97. | MONDKNHAKC Kancysnum sariHasibHi no 6 Na6opaTopis PpaHLis BUPOGHMUK, ®paHuia/ BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 3a UA/10193/01/01
Kancysn y 6nictepi; no 1 IHHOTEeK BiANoBiAa/IbHWI LLIBeliyapis 3MiHK | TUMY - NOAAHHSI OHOB/IEHOTO CcepTudikaty peyenmo
abo 2 6nictepu B IHTepHacbiioH 3a NakyBaHHS, BiANOBIAHOCTI EBponeiickkili hapmakonei Big M
KapTOHHI Kopo6bLyi anb KOHTPOSb | 3aTBEPKEHOro0 BUPOOHYKA Ajit040i PEYOBUHU HICTATUH,
BUMYCK cepil: 3MiHa Ha3Bu BMpPOGHUKka Adl, 3anponoHoBaHo: R1-CEP
IHHOTepa LLys3i, 1999-099-Rev 04; 3miHu | TUNY - NogaHHA OHOB/eHUX [E-
PpaHLis; cepTudikaTiB BiANOBIAHOCTI €Bponelickbkili hapmakonei
BUPOGHMUK, NS AONOMDKHOT PEYOBWHW XenaTuH Big, Bxe
BiANOBiAaNbHNI 3aTBEPKEHUX BUPOBHYIKIB:
3a BUPOBHULTBO 3anpornoHosaHo: R1-CEP 2000-029 Rev 05;
in bulk: 3anponoHoBaHo: R1-CEP 2001-424 Rev 03;
KataneHt 3anponoHosaHo: R1-CEP 2000-116 Rev 02;
®paHL, 3anponoHosaHo: R1-CEP 2003-172 Rev 01
BeliHxeiim CA,
PpaHuis;
BUPOGHMUK,
BiANoBiAaIbHWI
3a BUPOGHNLTBO
in bulk: CBICC
KEMC Ar,
LLiBeliLapis
98. | NON-NANA TpaBano40r,no50ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 6es UA/8884/01/01
nayvkax 3 BHYTPILLHIM "NikTpasun" "NikTpasun" 3MiHM | TUNY - 3MiHa y MeToAax BUNpo6yBaHHS roTOBOro peyenma
nakeTom NiKapCbKOro 3acoby - OHOBIEHHA METOANKN .
«lpgeHTudikayii C TLUX»; yTOUHEHHA METOAVKN KiIbKICHOTO
BW3HAYEHHS
99. | MPEAYKTAN® MR TabneTku, BKPUTI TOB "CepB'e Ykpaina Nab6opaTopil PpaHuis/ BHECEHHS 3MiH [j0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/3704/02/01
NNiBKOBOI 060/I0HKOI0, Ykpaina" Ceps' € MonbLa TMny - 3MiHK Woao 6e3nekn/edheKTUBHOCTI Ta peyenmo
3 MoAudpikoBaHUM IHpacTpi, thapmakoHarnagy (iHwi 3miHn) (3miHa posginy "IpadiuHe M
BUBI/IbHEHHAM 10 35 Mr dpaHuis; oghopmneHHs ynakoskun" B MKA 13 Ha po3gin
no 30 TabneTok 'y AH®APM "MapkyBaHHa") (TepMiH BBeAEHHS 3MiH NPOTATOM 6-TK
6nicTepi; no 2 6nictepu NignpuemcTeo MiCALIB MiC/1A 3aTBEPKEHHS); 3MiHM | Tuny -
y KOpOO6LUj 3 KapTOHY dapmaLeBTUYHE AAMIHICTpaTVBHI 3MiHW. BUyyYeHHs1 BUPOOHMYOT AiNbHULL
AT, MonbLa (Bkovatoum ginbHULi gns A®l, npoMixXHOro NpoaykTy abo
roTOBOrO JlikapCbKoro 3acoby, AiNbHUL 415 NPOBeAEHHS
nakyBaHHs, BUPOGHWKa, BifNOBifaNIbHOIO 3a BUMYCK Cepil,
MicLie NPOBeAEHHSI KOHTPO/IO cepii) abo noctavanbHuKa
BVXiHOTO Matepiany, peareHTy abo AONOMiXHOT
PEYOBMHM (AKLLO 3a3HAYEHO Y A0CLE) (Buy4veHHs
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Ne Hasga sikapcbKo20 Popma surnycky 3asasHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYyeHHs1
BMPOGHMYOI ainbHNLi TOB "Cepgikc”, Pociiicbka
Pepepauis) (TepmiH BBeAEHHS 3MiH NPOTArom 6-Tu
MiCALIB Mic/a 3aTBEPKEHHS)
100. | NPONOCON-H cnpeii ans poToBoi TOB Ykpaina TOB YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 6e3 UA/7820/01/01
nopoxHuHK no 20 r abo "Mikpochapm" "Mikpodpapm" 3MiHuY Il TUNy - BBEAEHHA aNlbTEPHATMBHOIO BUPOBHVKA peyenma
no 60 r y KoHTeliHepi 3 A®I|: 3anponoHoBaHo: TOB «XapkKiB64K0M0NPOAYKT»,
MeXaHi4YHUM HacoCoM; YkpaiHa Ta TOB «[IM4yenonpoayKT», YKpaiHa
no 1 KoHTeliHepy pa3om
3 po3nusBayem Ta
3aXMCHUM KOBMAaYKOM y
nauui 3 kapToHybe3s
peuenTa
101. | NYPEFOH® PO34uH NS iH'eKuiid, 833 LWepiHr-Mnay LLiBeiuapis BUPOBHULTBO HimeyunHa/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/5023/01/01
MO/mn no 0,420 mn CeHtpan Ict Hepo3dghacoBaHo | HigepnaHaw/lp | 3MmiHu Il TURY - 3MiHW BUNPOGYBaHb abo JONYCTUMUX MEXY | peyernmo
(300 MO/0,36 mn) abo Al T npoaykujii Ta naHgis npoueci BupobHuutea A®I, 10 BCTAHOB/EHI Y M
no 0,780 mn (600 nepBrvHHa cneundikauisx (BUny4yeHHs BUNpobyBaHHS B npoLeci
MO/0,72 mn) y ynaKkoBKa, BMPOOHMLTBA, L0 MOXE MATW iCTOTHWI B/IUB Ha 3arasibHy
KapTpuaxi, mo 1 KOHTPO/Ib SKOCTI, akicTb A®l) - 3MiHM y npoueci BupobHuuytea A®l —
KapTpuaKy Yy BigKpUTOMY TeCTyBaHHs BBeEHO nepeknacuaikaLilo BuXigHoro etany

n1acTKoOBOMY JIO0TKY B
KOMMNJIEKTi 3 rofikamu, no
2 KOMMJIEKTU ook - 2
KapTOHHI KOPO6KM
(koXeH KomnnekT no 3
oMKW, KOXKHa rosika B
iHAMBIAyansHOMY
n1acTUKoBOMY
KOHTEWHEPI) Y KapTOHHii
navui

CTepWAbHOCTI Ta
6akTepianibHNX
€HO0TOKCUHIB

roToBOro
nikapcbKoro
3acoby
(koHTpO/b
AKOCTI Ta
TecTyBaHHSA
CTabinbHOCTI),
BisyasibHa
iHCneKu,is:
BetTep ®apma-
®epTuryHr M6Xx
i Ko. KI,
HimeuuunHa;
KOHTPO/1b AKOCTI,
TecTyBaHHSA

CTepWAbLHOCTI Ta
6akTepianibHNX
€HO0TOKCUHIB

roToBOro
nikapcbKoro
3acoby

XpomaTorpadiiyHux cTagii pekoMGiHaHTHOro
chonikynoctumyntotouoro ropmoHy (PCr) - Big ynpasniHHS
npouecomM (IPC in process control) A0 K1H40BUX
XapaKkTepuUCTUK NpoLiecy, WO € NOKA3HNKOM Y3rO[pKEHHOCTI
Ta HagiliHOCTi mpouecy. 3a3HayeHi NimMiTh eTanis
XpomaTorpadpiyHmx cTagii aaanTyrTbCs BigNOBIAHO
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Ne Hasga sikapcbKo20 Popma surnycky 3asasHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYyeHHs1
(koHTpO/b
AKOCTI Ta
TecTyBaHHs
cTabinbHoCTI),
Bi3yasibHa
iHCnekwyjs:
BetTep ®apma-
PepTuryHr rmox
i Ko. KT,
HimeuuunHa;
Bi3yasibHa
iHCnekwyjs:
BetTep ®apma-
PepTuryHr rmox
i Ko. KT,
HimeuuunHa;
KOHTPO/b SKOCTI
Ta TecTyBaHHs
cTabinbHoCTi,
BTOPUHHA
ynakoBka,
[03BiN Ha
BUMYCK cepil:
H.B. OpraHoH,
HigepnaHgu;
OpraHoH
(Ipnangis) N74.,
IpnaHgis
102. | PEMMAKC-KB TabneTkn XyBasibHi 3 MAT YKpaiHa MAT "KuiBcbKuii YKpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/12125/01/01
anesib,CMHOBMM CMaKOM "KuiBCbKUiA BiTaMiHHWI 3MiHK | TUNY - 3MiHa y MeToAax BUNpobyBaHHS rOTOBOro peyenma
no 6 TabneTok y BiTaMiHHUI 3aBog" nikapcbKoro 3acoby - 3MiHM y cneumdikavii, meTogax
6nicTepi; no 3 6nictepn 3aBof" BMNpobyBaHb 3a T. "laeHTudikauin”, "KinbkicHe
y nauuyi BM3HAYEHHS" BHECEHO pefaKLiliHi npaBku, 3MiHa
(hOpMy/tOBaHHS, YTOUHEHHS PO34isly, Ha SIKMIA pobuTbeA
nocunaHHA. 3MiH1 y meTogax BunpobysaHHs 3a p.
"KinbkicHe BM3HaueHHs, KasbLito kapboHaT" -
BiIKOPUroBaHO NPUroTyBaHHs 6yPEPHOrO PO3UNHY,
3aMicTb 6ydpepHOro po3unHy Lesii x1opug - naHTaH
X/0pua BBeAEHO BydhepHWii PO3UMH TaHTaHy X/10puay
103. | PEMMAKC-KB TabneTku XyBasibHi 3 MAT Ykpaina MAT "KuiBcbkuii YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 6e3 UA/12126/01/01
Ma/IMHOBMM CMaKoM Mo "KuiBcbKuii BiTaMiHHWIA 3MiHK | TNy - 3MiHa y MeToAax BUNpobyBaHHS rOTOBOro peyenma
6 TabneTtok y 6nictepi; BiTaMiHHWI 3aBog" nikapcbKoro 3acoby - 3MiHM y cneumdikavii, meTogax
no 3 6nictepun y nayui 3aBof" BMNpo6yBaHb 3a T. "laeHTudikayis”, "KinbkicHe
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Ne Hasga sikapcbKo20 Popma surnycky 3asasHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYyeHHs1
BM3HAYEHHA" BHECEHO pejakLiiiHi npaBku, 3MiHa
chopMytoBaHHSA, YTOUHEHHS PO3Ainy, Ha KW pobrTbCA
nocunaHHsA. 3MiHM y meTogax BUnpobyBaHHs 3a p.
"KinbkicHe BU3HaueHHs1, KasbLjito kapboHat" -
BiJKOPMroBaHO NPUroTyBaHHA BydhepHOro po3unHy,
3amicTb 6ythepHOro posumnHy Lesiii X10pug, - NaHTaH
XN10pvA BBEAEHO 6YyhepHWA PO3UMH NaHTaHy X1o0puay
104. | PEMMAKC-KB TabneTkn XyBasibHi 3 MAT Ykpaina MAT "KuiBcbKuii YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/11362/01/01
M'ATHUM CMaKOM o 6 "KuiBCbKUiA BiTaMiHHWI 3MiHK | TUNY - 3MiHa y MeToAax BUNpobyBaHHS rOTOBOro peyenma
TabneTok y 6nictepi; no BiTaMiHHUI 3aBog" nikapcbKoro 3acoby - 3MiHM y cneumdikavii, meTogax
3 6nictepn y nayuyj 3aBof" BMNpobyBaHb 3a T. "laeHTudikauin”, "KinbkicHe
BM3HAYEHHS" BHECEHO pefaKLiliHi npaBku, 3MiHa
chopMy oBaHHSA, YTOUHEHHS PO34iny, Ha KV pobuTbea
nocunaHHsA. 3MiH1 y meTofax BunpobysaHHs 3a p.
"KinbkicHe BM3HaueHHs, KasbLito kapboHaT" -
BiJKOPMroBaHO NPUroTyBaHHA B6ydhepHOro po3unHy,
3aMmicTb 6ydpepHOro po3unHy Lesiii xnopug - naHTau
X/0pua BBeAEHO GydhepHWii PO3YMH TaHTaHy X/10puay
105. | PEMMAKC-KB TabneTku XyBasibHi 3 MAT Ykpaina MAT "KuiBcbkuii YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 6e3 UA/11362/01/01
M'ATHUM CMakom o 6 "KuiBCcbKuii BiTaMiHHWIA 3MiHKM | TRy - 3MiHK Woao 6e3nekn/etheKTUBHOCTI Ta peyenma
TabneTok y 6nictepi; no BiTaMiHHWI 3aBog" thapmakoHarnagy (iHwi 3MiHW) - NPUBEAEHHS TEKCTY
3 6nictepun y nauui 3aBog" MapKyBaHHS Y BiAMNOBIAHICTb A0 Haka3y MiHicTepcTBa
OXPOHM 34p0B'A YkpaiHu Ne 460 Big 23.07.2015, Ta
BHECEHHS He3HaYHWX pefakUiliHnX NPaBoK Ha BTOPUHHY
ynakoBky. BBefieHHs npoTArom 3-x micauis nicns
3aTBepPAKEHHSA
106. | PEMMAKC-KB Tabs1eTkn XyBasbHi 3 NAT YkpaiHa MAT "KuiBcbkuii YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 6e3 UA/12125/01/01
anesib,CHOBUM CMaKOM "KniBCbkuii BiTaMiHHWI 3MiHK | TNy - 3MiHK Woao 6e3nekn/eeKTUBHOCTI Ta peuenma
no 6 TabneTok y BiTaMiHHUIA 3asof” hapmakoHarnsay (iHwi 3MiHW) - NPUBEAEHHS TEKCTY
6nicTepi; no 3 6rictepu 3aBog" MapKyBaHHS y BifMoBigHICTb [0 Haka3y MiHicTepcTBa
y nauuj OXPOHU 34p0oB'A YkpaiHu Ne 460 Big 23.07.2015, Ta
BHECEHHS He3HAYHMX pefakUiliHnX NPpaBoK Ha BTOPUHHY
ynakoBky. BBefieHHA1 npoTsirom 3-x micAWiB nicns
3aTBEPAKEHHSA
107. | PEMMAKC-KB TabneTkn XyBasibHi 3 MAT YkpaiHa MAT "KuiBcbknii YKpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 UA/12126/01/01
Ma/IMHOBMM CMakoM Mo "KniBCcbkuii BiTaMiHHWI 3MiHM | TUny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peuyenma
6 Tabnetok y 6nicrepi; BiTaMiHHUI 3aBog" thapmakoHarnsaay (iHwi 3MiHKn) - NPUBELEHHS TEKCTY
no 3 6nictepun y navui 3aBog" MapKyBaHHs Yy BiANOBIAHICTb A0 Haka3y MiHicTepcTBa
O0XPOHU 34p0oB'A YkpaiHu Ne 460 Big 23.07.2015, Ta
BHECEHHS He3HaYHWX pefakUiliHnX NpaBoK Ha BTOPUHHY
ynakoBky. BBefieHHA1 npoTsirom 3-x micAwiB nicns
3aTBEPAKEHHSA
108. | PUHOMICTUH® Kpanni HasasibHi, KonektusHe Ykpaina MAT "dapmak”, YkpaiHa BHECEHHS 3MiH /10 peecTpaLiliHix maTepianis: 6e3 UA/14095/01/01
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Ne Hasga sikapcbKo20 Popma surnycky 3asasHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYyeHHs1
po3uuH, 0,1%/0,01 % no HayKoBO- YkpaiHa; TOB 3MiHM | TUNY - 3MiHa y MeToAax BUNpo6yBaHHS roTOBOro peuyenma
10 mn y donakoHi 3 BNpOBaXyBa "BupobHnye NiKapcbKoro 3acoby - 3MiHa y MeToax KOHTPO/IH0 FOTOBOro
KpanesibHuLeto, no 1 NbHe manie 06'eHaHHs NiKapcbKoro 3acoby 3a NokasHUKOM «KinbKicHe
th1aKkoHy B KapTOHHil niagnpMeEMCTBO "TeTepis" BM3HAYEHHS»: BBEAEHHSA MOCW/IaHb Ha 3arasibHy CTaTTio
nauuj "ICHA" Loy 2.2.46; 3miHa yMOB NpurotyBaHHs 6ydepHoro
PO3YUHY; YTOUHEHHS Y NPUrOTYBaHHI PO3YMHY NOPIBHAHHS;
3MiHa YMOB XpomMaTorpadyBaHHs
109. | CAJIbBYTAMOY NOPOLLIOK KpUCTasTiuHWiA TOB YKpaiHa NY30OXIMIKA ITania BHECEHHS 3MiH 0 peecTpaLiiiHux maTepianis: 3MiHu | - UA/15189/01/01
CYNb®AT (cybeTaHuin) y "MynbTicnpen" CnA My - AAMIHICTPATVUBHI 3MiHW. 3MiHa HaliMEeHyBaHHsI

noABiliHNX nakeTax 3
nonieTuneny ans
thapmaL,eBTMHHOTO
3aCTOCYBaHHS

Ta/abo agpecy 3asiBHVKa (BNacHWKa peecTpaviiHoro
nocsigyeHHn) (3MiHa agpecu 3ansHuKa); 3miHu Il Tuny -
3MiHM 3 skocTi. APl BUpo6HULTBO (iHLWi 3MiHWM)
(oHoBneHHsi DMF Ha cy6cTaHLito canbbytamony cynbdgar:
1. OHoBeHHs po3diny 3.2.S.1. 3arasibHa iHhopmauis:
BHECeHHS iHopMauii Wwoao AnbbyTepony cynbgaT Ta
iHhopmawii woao nonimopdiamy. 2. OHOBJIEHHA PO3ainy
3.2.S.2. Mpotec BUPOOHULTBA: OHOB/IEHHSA
agMiHiCTpaTMBHOT agpecy Ta BHECEHHS iHhopmau,ii Wwoao
KOHTPaKTHNX BUPOGHWKIB, BHECEHHS iH(pOpMaLii LWoa0
Onucy CUHTE3Yy NPOMIXHOrO NpoAaykTy Benzyloxy
Salbutamol. 3. OHoBnEeHHA po3giny 3.2.S.3 Onuc
xapaktepucTnk A®l: oHOBNEHHS MeToZiB |aeHTudikawii
A®I, 3a3HaveHHs iHhopmauii woao Jomiwok I, Q Ta
reHOTOKCUYHMX JoMiwokK. 4. OHOBEHHS Nigpo3giny
3.2.5.4.1. Cneuymdpikauiss 06yMOBNIEHO BHECEHHAM
[Jowmiwwkm Q 3a nokasHukom "CynpoBifHi JOMILLKK";
BBE/JEHHS NokasHuka "Managiii"; 3a3HavyeHHs ymoB
36epiraHHs. 5. OHoBNeHHSA nigpo3giny 3.2.5.4.2.
AHanNITUYHI METOAVKN: OHOBNIEHHS MeToay |aeHTudikawii
AQ®[; BHECEHHSA 3MiH Y METOAMKY NPUroTYBaHHS
cTaHAapTHUX po3ynHiB A, D, E 3a nokasHukom "CynpoBigHi
[OMILLKK", BHECEHHS METOAVKN BU3HAYEHHS [OMILLKM Q,
BHECEHHSA METOAVKN BU3HAYEHHS 38 NOKA3HVKOM
"Managjin”; He3HauHi pefakLiiiHi NpaBkM B MeTOAML
BUNPOOYBaHHSA 3a NOKa3HUKOM "3asINLLKOBI KiNlbKOCTI
OpraHiyHMX Po34mHHKKIB". 6. OHOBNEHHS NiAPO34iny
3.2.5.4.3. Banigauis aHaniTM4HNX METOAMK: BHECEHHS
Baslifaujii metoay Bu3HauyeHHs1 (BEPX) 3a noka3HUKOM
"CynpoBigHi gomilwkn”. 7. OHOB/EHHSA Migpo3ainy
3.2.5.4.4. AHani3 cepiii. 8. OHOBNEHHSA Nigpo3ainy
3.2.5.4.5. O6rpyHTyBaHHs cneumndikaii. 9. OHOBNEHHSA
po3giny 3.2.S.5. CtaHgapTHi 3pa3ku abo npenapatu. 10.
OHoBEeHHs po3giny 3.2.S.6. Cuctema
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Ne Hasga sikapcbKo20 Popma surnycky 3asasHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYyeHHs1
KOHTeliHep/3akynopoBaibHW 3aci6: BHECEHHS iHdhopMaLii
00 NaKkyBasIbHOTrO MaTepiany BifANOBIAHO A0 fOAAHUX
cepTudiikaTiB SAKOCTI Bif, NoCTavyasibHUKIB NakyBaslbHUX
Martepianis. 11. OHOB/eHHA po3giny 3.2.S.7.
CTabifibHICTb: 36iMbLUEHHS TEPMiIHY NPUAATHOCTI 3 3 pokKiB
[0 5 pokis)
110. | CEAICTPEC Tabnetku; no 10 TOB "dapma Ykpaina TOB "®apma YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 6e3 UA/14145/01/01
Tabnetok y 6aictepi; no Crapt" Crapt" 3MiHKM | TURYy - 3MiHK Woao 6e3nekn/eheKTUBHOCTI Ta peuenma
1, 3 Ta 6 6nicTtepiB y hapMakoHarnsay - BUTyYeHHst TEKCTY MapKyBaHHS
nauti 3 kKapToHy POCIiCbKOI0 MOBOIO 3 NEPBUHHOT Ta BTOPVMHHOI YNakoBOK
(6y10 YKpaiHCbKOK Ta POCIiCbKOI, a CTaso YKPaiHChKOH),
Yy 3B'A3Ky 3 MapPKETUHIOBUM PiLLEHHSAM KOMMaHii, a Takox
[OMOBHEHHSA TEKCTY MapKyBaHHSs iHchopmaLlieto Wwoao
NOroTUNY KOMNAHIi Ta iHLWO TEXHIYHOIO iH(hopMaLli€to;
3MiHKM | TNy - 3MiHW WoA0 6e3nekn/etheKTUBHOCTI Ta
hapmakoHarnsagy - 4oAaHo iHopMau,ito 40 IHCTPYKLi
LLI0A0 KOHTAKTIB i3 3annTaHb 6e3mnekn 3acTocyBaHHs
nikapcbkoro 3acoby. TepmiH BBeeHHs1 3MiH NPOTAIrom
6-TK MicAUIB Nicna 3aTBepAXEHHA
111. | CIMIOOHA YHO Tabnetku no 6,5 mr no Amakca Benvka aNbTepHaTUBHN LLIBeiiuapis BHECEHHS 3MiH [10 peecTpauiliHix maTtepianis: 6e3 UA/14581/01/01
30 Tabnetok y 6rictepi; dapma T4 BpuTtaHis I BUPOBOHUK: 3MiHuM Il Tuny - 3MiHa BUPOGHMKA BUXIAHOTO/MPOMIXHOIO peyenma
no 1 a6o 3 6nictepu B nepBuHHe NPOAYKTYy/peareHTy, L0 BYUKOPUCTOBYOTLCS Y
KapPTOHHI Kopo6Lyi nakyBaHHs BMPO6HUYOMY npoueci AdDl, abo 3miHa BUpObHMKa
(dbacyBaHHs), (BrTovatoun, fe HeobxigHO, MicLe MPOBeAEHHST KOHTPOSIO
BTOPVHHE fAKocTi) A®I (3a BigcyTHOCTI cepTudcbikata BiANoBiAHOCTI
nakyBaHHs, €Bponelicbkiin hapmakonel y 3aTBepaAXeHOMY [OCLE)
MapKyBaHHS: (BBEAEHHA HOBOro BMPOGHMKa ADI, KON He NoAAETLCSA
lHcaHa CA, macTep-paiin Ha A®| Ta Lo BUMarae 3HauHoi 3MiHM A0
LBeliuapis; BiANOBIAHOroO po3ainy focbe Ha A®l) - BBEAEHHSA
aslbTePHATNBHA a/lbTEPHATUBHOIO BMPOOHMKa AP CyxOoro ekCTpakTy
1 BUPOBHUK: KOpEeHeBULL, LMMiLmMdyrn ons BUpobHUYoi ctagii —
KOHTPO/b Cepili: PO3NutoBasIbHE CYLLIHHA
IHTepnabop
Benn Al,
LBeliuapis;
aslbTEPHATNBHA
1 BUPOBHUK:
KOHTPO/Ib SIKOCTI:
Na6op
Llonnivrep AT,
LBeliuapis;
BMPOOHULITBO 3a
NMOBHUM LIK/IOM:
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Ne Hasga sikapcbKo20 Popma surnycky 3asasHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYyeHHs1
Makc Liennep
3boHe AT,
LLiBeiuapis
112. | CIMIAOHA ®OPTE | Tabnetkn no 13 mr no 30 Amakca Benuvka BMPOBHULITBO 3a LLiBeiiuapis BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 6e3 UA/14582/01/01
TabneTok y 6nictepi; no Papma /1T BpuTtaHis NOBHUM LK/TOM: 3MiHY Il TUny - 3MiHa BUPOGHMKA BUXIAHOrO/MPOMIXXHOIO peyenma
1 a6o 3 6nictepn B Makc Lennep NpoAyKTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y
KapTOHHI Kopo6Lyi 3boHe AT, BMPO6HMYOMY npoLieci A®I, abo 3miHa BUPOGHUKa
LLieiiuapis; (BKOvatoum, oe HeobXxigAHO, MicLe NPOBEAEHHS KOHTPOO
asibTepHaTUBHN SKOCTi) AD| - BBe4EHHS aNlbTepHATUBHOIO BUPO6HMKa ADI
1 BUPOBHWMK: CyXOro eKCTPaKTy KOpPeHeBWLL, LuMiLmdyrn ans
KOHTPO/Ib AIKOCTI: BMPOGHNYOI CTagji — po3nutoBasibHe CyLUIHHA
Nlabop
Llonnivrep AT,
Lseliuapis;
a/lbTEPHATVBHU
1 BUPOBHUK:
nepBuHHe
nakyBaHHs
(chacyBaHHs),
BTOPUHHE
nakyBaHHS,
MapKyBaHHS:
lHcaHa CA,
LLiBeliyapisi;
anbTepHaTNBHA
1 BUPOBHUK:
KOHTPO/b Cepiii:
IHTepnabop
Benn AT,
LLIBeliyapis
113. | CIHAPTA® NOPOLLOK A/1A MAT "®apmak” Ykpaina MAT "®apmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/14774/01/01
OpasibHOro po3uunHy, 1,5 3MiHM | TUny - 3MiHa Ha3BM BUPOOHUKa A®I, 6e3 3MiHK peyenmo
r/3,95rno 3,95rB MicL BUPOGHMLUTBA M
cauwe; no 10 a6o 30
calue y nayui 3 KapToHy
114. | CIHAPTA® PO3uunH ANg iH'ekuin, 200 | MAT "dapmak” YkpaiHa MAT "®apmaxk" YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3a UA/12122/01/01
Mr/M N0 2 M PO3YNHY 3MiHM | TUNY - 3MiHa HaliMeHyBaHHSA Ta/abo afpecu micus peuyenmo
NpoBaKEHHS AiS/IbHOCTI BUPO6HMKA (BK/THOYatoun, 3a M

B amnyni (amnyna A) y
KOMMIeKTi 3 1 M
PO34MHHYMKa
(mieTaHonamiH, BOAa
ONs iH'ekui) (amnyna
B); no5amnyn Aino5

HeoObXiAHOCTI, MicLe NPoBeAEHHS KOHTPOJIIO SKOCTi), abo
BNlacHUKa macTep-ghaiina Ha A®l, abo noctavasibHUKa
Adl/BnxigHoro matepiany/peareHTy/npOMKHOTO MPOAYKTY,
LL|0 3aCTOCOBYIOTLCH Y BUPOOHNLTBI AD| (AKLLO 3a3HaYEHO
y [OCbE Ha Nikapcbkuii 3acib) 3a BifCYTHOCTI cepTudikata
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n/n

Ha3ssa nikapcbko20
3acoby

Popma Bunycky
(nikapcbka cpopma,
ynakoska)

3asaBHuK

KpaiHa
3asiBHUKa

Bupo6HuUK Kpaina

BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayitiHo
20
nocsioYeHHs

amnyn By 6nictepax
BignosigHo; no 1
6nictepy 3 amnynamu A
ino 1 6nictepy 3
amnynamu B B nayui

BiANOBIgHOCTI EBponeiickkili hapmakonei y
3aTBEpPAXEHOMY [0Cbe, a60 BUPOGHMKA HOBOT AONOMDKHOT
PEeYOBUHM (SIKLLO 3a3HAYEHO Y [OCbE) - 3MiHa
HaViMeHyBaHHs1 BUPOBGHMKa it040i peqyoBuHM oKo3aMiHy
cynbpaTy HaTpiea Cisib, 6€3 3MiHM MicLs BUPO6HULTBA

115.

cKonpPun NrOC®

Tabnetku no 20 mr/12,5
Mr no 10 TabneTok y
6nictepi; no 3 6nictepu
B KOpPOOU;i

Ankanoig AL -
Ckon'e

Pecny6nika
MakefioHist

Ankanoig AL -
Ckon'e

Pecny6nika
MakefioHisA

BHECEHHS 3MiH 0 peecTpauiiHux maTepiasis:
3MiHM | Tuny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHW [0 y3arasibHeHNX
[aHvx npo cuctemy chapmakoHarnsagy (BBefeHHs
y3arajibHeHUX AaHnx Npo cucTeMy hapMakoHarisay,
3MiHa YNOBHOBaXEHOT 0CO6M, BiANOBIgaNLHOI 3a
3iicCHEeHHS dhapMakoHarns4y; KOHTaKTHOI 0cobu 3
thapmakoHarnaay 3asBHuka Ans 34iliCHeHHS
hapmakoHarnagy B YKpaiHi, K0 BOHa BigMiHHA Bif,
YNOBHOB&XEHOT 0CO6U, BiANOBIfaIbHOI 3a 34iiCHEHHS
thapmakoHarnagy (Bkouatoum KOHTakTHI aaHi) Ta/abo
3MiHM Y pO3MiLLEeHHI MacTep-chalina cuctemu
thapmakoHarniagy) - [itoua pegakuisi: YnoBHOBaKeHa
ocoba 3asBHMKa, BiANOBiAa/IbHA 3a hapMakoHariag -
MapiHa EdppemoBa. KoHTakTHa ocoba B YkpaiHi
YMOBHOBAXXEHOT 0COOU 3asiBHMKA AN 34IACHEHHS
thapmakoHarnagy - Ponano liogmuna MukonaisHa.
lMponoHoBaHa pegakLisi: YNoBHoBaxeHa ocoba 3asiBHUKA,
BignoBigasibHa 3a papMakoHarnsg - Onisepa MNaHeBa.
KoHTakTHa ocoba B YkpaiHi yNnoBHOBaXeHOI 0cobu
3aABHUKA A1 34iICHEHHA hapMakoHarnsagy -
pygHWUbKWiA Irop BonogymmpoBmy. 3miHa KOHTaKTHUX
[aHVX YNOBHOBAXEHOI 0CO6U. 3MiHa KOHTaKTHUX AaHKX
KOHTaKTHOT 0co6u. 3MiHa HoMepa MacTep-ghaiina. 3MiHa
MicLIe3HaX0MKEHHS1 MacTep-cthainna

3a
peyenmo
M

UA/10253/01/01

116.

CKOMPUN®

Tabnetku no 10 mr no 10
TabneTok y 6nictepi; no
2 6nictepu abo no 3
6nicTepy y KapTOHHiIl
Kopoo6Li

Ankanoig A-
Ckon'e

Pecny6nika
MakenoHis

Ankanoig Al-
Ckon'e

Pecny6nika
MakefoHis

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis:
3MiHM | TUny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta
chapmakoHarnsgy. BeefeHHs abo 3miHM [0 y3araslbHEeHNX
[JaHux nNpo cucTemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX AaHnx Npo cuctemy hapmakoHarnsgy,
3MiHa yNOBHOB&XeEHOI 0c06y, BiANOBIAa/IbHOI 3a
3[jiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI ocobu 3
thapmakoHarnagy 3asiBHUKa Ansi 34iliCHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA Bif,
yNOBHOBaXXEHOT 0c06M, BiANOBiAaNbHOT 3a 34iCHEHHS
thapmakoHarnagy (BKouvatoum KOHTakKTHI gaHi) Ta/abo
3MiHM y pO3MilLeHHI MacTep-chaiina cuctemu
chapmMakoHarnagy) - [itoya pefakuisi: YnopHoBaxeHa

3a
peyenmo
M

UA/4283/01/01
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n/n

3acoby

Ha3sga nikapcbKo20

Popma Bunycky
(nikapcbka cpopma,
ynakoska)

3asaBHuK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayitiHo
20
nocsioYeHHs

ocoba 3asBHMKa, BiANOBiAa/bHA 3a hapMakoHarag -
MapiHa EdpemoBa. KoHTakTHa ocoba B YkpaiHi
YMNOBHOB&XeHOT 0CO6M 3asBHUKA A5 3L4iACHEHHS
thapmakoHarnagy - Ponano Jliogmuna MukonaisHa.
lMponoHoBaHa pegakLisi: YNosHoBaxeHa ocoba 3asiBHUKa,
BignoBigasbHa 3a dhapmakoHarnag - Onisepa MaHeBa.
KoHTakTHa ocoba B YkpaiHi yNnoBHOBaXeHOI 0cobu
3asBHUKA 419 34iICHEHHA hapMakoHarnsagy -
pygHWLbKWiA Irop BonogyMmposmy. 3miHa KOHTaKTHUX
[AaHNX YNOBHOBaXEHOT 0CO6U. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOI 0co6u. 3MiHa HoMepa MacTep-ghaiina. 3MiHa
MiCLie3HaxXoKEHHS MacTep-haina

117.

CKOMPUn®

Tabnetku no 20 mr no 10
TabneTok y 6nictepi; no
2 6nictepun abo no 3
6nicTepy y KapTOHHil
Kopoo6Li

Ankanoig A-
Ckon'e

Pecny6nika
MakeoHis

Ankanoig Al-
Ckom'e

Pecny6nika
MakefioHist

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis:
3MiHM | TUny - 3MiHK WoAo 6e3nekn/ethekTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHW A0 y3arasibHeHNX
[aHnx npo cuctemy capmakoHarnsgy (BBefeHHs
y3arasibHeHUX AaHnx Npo cuctemy apmMakoHarnsgy,
3MiHa YNMOBHOBaXXEHOT 0CO6M, BigNOBigaILHOI 3a
3[iiCHEeHHSs1 hapMakoHarsay; KOHTaKTHOI ocobu 3
thapmakoHarnaay 3asBHuUKa A1 34iliCHEHHS
hapMakoHarnisagy B YkpaiHi, SKLLO BOHA BigMiHHA Big,
yMNOBHOBaXXeHOT 0cobu, BiANoBiAanbHOT 3a 34iCHEHHS
thapmakoHarnagy (BKovatoum KOHTakKTHI gaHi) Ta/abo
3MiHM Yy PO3MILLLEHHI MacTep-thaiina cuctemm
thapmakoHarnagy) - [itoya pegakuis: YnoBHoBaxeHa
ocoba 3asBHMKa, BiANOBiAa/bHA 3a hapmakoHarnag -
MapiHa EdpemoBa. KoHTakTHa ocoba B YKpaiHi
YMNOBHOBaXXEHOT 0c06M 3asiBHUKA 4151 34iACHEHHS
thapmakoHarnagy - Ponano liogmuna MukonaisHa.
[MponoHoBaHa peaakuisi: YNoBHOBaxeHa ocoba 3asiBHUKA,
BignosigasibHa 3a thapmakoHarnsag - Onisepa NaHeBa.
KoHTakTHa ocoba B YKpaiHi ynoBHOBaXeHOI 0cobu
3as1BHMKa 4719 34iICHEeHHs hapMakoHariagy -
IpygHUUBKWiA Irop BonogymmpoBmy. 3miHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0CO6M. 3MiHA KOHTaKTHUX JaHUX
KOHTaKTHOT 0co6U. 3MiHa HoMepa macTep-aiina. 3miHa
MicLle3Hax0oMKEHHS1 MacTep-thainna

3a
peyenmo
M

UA/4283/01/02

118.

CONDEM

TabneTkn, BKPUTI
060n10HkKot0, Mo 100 wmr,
no 10 TabneTtok y
6nictepi, no 1, abo 3,
abo 6 6nicTepiB y
KapTOHHI ynakoBLi

Biochapm N4,

MonbLa

Biochapm N4,

MonbLwa

BHECEHHSA 3MiH 10 peecTpauiiiHux maTtepianis: 3MiHu I
TMny - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BHeceHHst abo 3MiHa(1) 40 3060B'A3aHb
Ta YMOB Bujauvi peectpauiliHoro noceif4eHHs, BK/THOHaoum
MnaH ynpaBniHHA py3nkamMu (3acTocyBaHHS 3MiH(M), ski(a)
BYMaratTb(€) nofanbLioro 06rpyHTyBaHHA HOBUMU

6e3
peyenma

UA/4448/01/01
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Ne Hasga sikapcbKo20 Popma surnycky 3asasHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYyeHHs1
[00aTKOBUM A@aHnMK, Lo MaloTb HagasaTucs
KOMMNEeTEeHTHUM OpraHoM, OCKi/IbkW BUMaraeTbCsi CyTTeBa
OLliHKa KOMMeTeHTHUM opraHom) (BukoHaHHs 3060B'A3aHb
BiANoBigHO A0 NianyHKTY 1.13 nyHKTY 1, nignyHKTy 2.3
NYHKTY 2 gogatky 15 o Nopsaky npoBefeHHs ekcnepTusn
peecTpavuiiiHMX MaTepianis Ha Nikapcbki 3acobwu, Wwo
nojatTbCs Ha AepXaBHy peecTpauito (nepepeecTpadiio),
a TaKoX eKCrnepTu3n MaTtepianis Npo BHECEHHS 3MiH [0
peecTpauiiHnx matepianis NpoTArom Aii peecTpavinHoro
NoCBIJYEHHS, 3aTBEpIKEHOro Hakazom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakazy MO3 Big,
23.07.2015 Ne 460)
119. | CONOAKN cupon no 100 ry MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH j0 peecTpaLiiiHux matepiasnis: 3MiHu | 6e3 UA/11622/01/01
KOPEHA CUPOI CKNAAHMX abo PapmaneBTny dPapmaLeBTUYHa TMny - AAMIHICTPATMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenma
nonimepHnx akoHax; Ha thabpuka thabpuka Ta/abo agpecy 3asiBHUKA (BNacHUKa peecTpauiiHoro
no 100 r y ckisHOMY "Biona" "Biona" noceigyeHHs) (3MiHa agpecy 3asBHVKA) (TepMiH BBEeHHS
abo nonimepHomy 3MiH NPOTArom 3-X MiCALIB NicNA 3aTBEPMKEHHS); 3MiHY |
hnakoHi; no 1 dpnakoHy TMNy - AAMIHICTPATVUBHI 3MiHW. 3MiHa HaliMeHyBaHHsI
pa3om 3 MipHOIO JIOXKKOH Ta/abo afpecyu MicLs NPOBaKEHHS AiSNIbHOCTI
a60 MipHUM BMPO6GHMKa/iMNopTepa roToBOro JlikapCbKoro 3acoby,
CTakaH4MKOM B naui; no BK/IKOHAOUM AiflbHMLi BUMYCKY cepii abo micue
200 r y CKNsAHNX NPOBeEeHHSA KOHTPOJIH0 AKOCTI. (LiSANbHICTb, 3a AKY
thnakoHax; no 200 r y BiANOBIAAE BUPOGHUK/IMNOPTEP, BK/OYAKOUM BUNYCK Cepiit)
cknsiHomy chrakoHi; nmo 1 (3miHa agpecu Bupo6Huka MNpAT dapmaleBTuyHa
(hnakoHy pasom 3 habpuka "Biona", YkpaiHa, 6e3 3miHM MicLls BUpo6HULTBA
MipHOHO JTIOXKOI a0 (3miHa Ha3Bu BynuLj) (TepMiH BBeAEHHS 3MiH NPOTAroM 3-
MIpPHUM CTakaH4yMKOM B X MicsiLiB micnsl 3aTBePAKEHHS); 3MiHN | Tuny - 3MiHK 3
nauui; no 200 ry AKOCTi. MeAun4Hi npucTpoi. 3MiHa NpUCTpoiB 4N
nonimepHunx chnakoHax BMMIPIOBaHHS 4,031 ab0 BBEAEHHS JliKapCbKOro 3acoby
YKYMOPEHNX KPULLIKOHO 3 (nofaBaHHst ab60 3aMiHa NPUCTPOID, KNI He €
Hacafkow Ta 6e3 HeBi/l'EMHOI0 YaCTUHOK NEePBUHHOI yNakoBku) - MpUCTpiid,
Hacagku; no 200 ry AKkuii Mae CE-mapKyBaHHS (404aBaHHsA MipHOTo
nonimepHoMy hnakoHi; CTaKaH4MKy 3i LKas1oto, 3 BignoBigHMMMN 3MiHAMM Yy pO34is
no 1 dpnakony «YnakoBka») (TepmiH BBeZeHHS 3MiH NpoTArom 3-X
YKYNopeHoMy KpPULLKOIO MiCALIB MiCNA 3aTBEPLYKEHHS)
3 HacagkKoto Ta 6e3
Hacagku pasom 3
MipHOIO JTOXKOI ab0o
MIPH/M CTakaH4MKOM B
nayui
120. | COPBEKC® kancynu no 0,25 r no 10 TOB Ykpaina TOB YkpaiHa BHECEHHS 3MiH [10 peecTpauiliHix maTtepianis: 6e3 UA/10156/01/01
Kancyn y 6nictepi; no 1 "BANIAPTIH "BANNAPTIH 3MiHW | Tuny - 3MiHK Woao 6e3neku/ehekTNBHOCTI Ta peyenma
abo no 2 6nictepu y PAPMA" PAPMA" hapmakoHarnagy. BeegeHHs abo 3MiHWM 10 y3arasibHEHUX
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n/n

Ha3ssa nikapcbko20
3acoby

Popma Bunycky
(nikapcbka cpopma,
ynakoska)

3asaBHuK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayitiHo
20
nocsioYeHHs

nauui 3 KapToHy; no 2
Kancynu y énictepi; no
100 6nicTepiB y nauui 3
KapTOoHY

[aHux npo cuctemy dpapmakoHarnsgy (BBefeHHs
y3ara/lbHeHNX AaHux npo cuctemy gapmakoHarnsamy,
3MiHa YNOBHOBaXXEHOT 0CO6M, BigNOBigaIbHOI 3a
3[jiCHEeHHs1 hapMakoHarIsay; KOHTakTHOI ocobu 3
thapmakoHarnagy 3asBHuUKa Ansi 34iliCHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa BigMiHHA Bif,
YNOBHOB&XEHOI 0CO6W, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnsgy (BkIo4Yatoum KOHTaKTHI AaHi) Ta/abo
3MiHM Yy PO3MILLLEHHI MacTep-thaiina cuctemm
hapmakoHarnsgy) - NponoHosBaHa pefakuis: Jasugosa
OneHa MukonaiBHa.
3MiHa KOHTaKTHUX AaHuX

121.

COPLIE®®

TabneTkn, BKpUTI
NNiBKOBOI 060I0HKOIO,
no 400 mr no 5 TabneTok
y 6nicTtepi; no 1 a6o no
2 6nicTepn y KapTOHHIl
KopoobUi

Ankanoig A-
Ckon'e

Pecny6nika
MakeoHis

Ankanoig Al-
Ckom'e

Pecny6nika
MakefioHist

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis:
3MiHM | TUny - 3MiHK WoAo 6e3nekn/ethekTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHW A0 y3arasibHeHNX
[aHnx npo cuctemy capmakoHarnsgy (BBefeHHs
y3arasibHeHUX AaHnx Npo cuctemy apmMakoHarnsgy,
3MiHa YNMOBHOBaXXEHOT 0CO6M, BigNOBigaILHOI 3a
3[iiCHEeHHSs1 hapMakoHarsay; KOHTaKTHOI ocobu 3
thapmakoHarnaay 3asBHuUKa A1 34iliCHEHHS
hapMakoHarnisagy B YkpaiHi, SKLLO BOHA BigMiHHA Big,
yMNOBHOBaXXeHOT 0cobu, BiANoBiAanbHOT 3a 34iCHEHHS
thapmakoHarnagy (BKovatoum KOHTakKTHI gaHi) Ta/abo
3MiHM Yy PO3MILLLEHHI MacTep-thaiina cuctemm
thapmakoHarnagy) - [itoya pegakuis: YnoBHoBaxeHa
ocoba 3asBHMKa, BiANOBiAa/bHA 3a hapmakoHarnag -
MapiHa EdpemoBa. KoHTakTHa ocoba B YKpaiHi
YMNOBHOBaXXEHOT 0c06M 3asiBHUKA 4151 34iACHEHHS
thapmakoHarnagy - Ponano liogmuna MukonaisHa.
[MponoHoBaHa peaakuisi: YNoBHOBaxeHa ocoba 3asiBHUKA,
BignosigasibHa 3a thapmakoHarnsag - Onisepa NaHeBa.
KoHTakTHa ocoba B YKpaiHi ynoBHOBaXeHOI 0cobu
3as1BHMKa 4719 34iICHEeHHs hapMakoHariagy -
IpygHUUBKWiA Irop BonogymmpoBmy. 3miHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0CO6M. 3MiHA KOHTaKTHUX JaHUX
KOHTaKTHOT 0co6U. 3MiHa HoMepa macTep-aiina. 3miHa
MicLle3Hax0oMKEHHS1 MacTep-thainna

3a
peyenmo
M

UA/11157/02/01

122.

CMNA3MOMEH®

TabneTkn, BKPUTI
NNiBKOBOIO 060JI0HKOIO,
no 40 mr Ne30 (10x3),
Ne30 (15x2) y 6nicTepax

A. MeHapiHi
IHaycTpie
dapmavueyTuy
e Piynite
C.pJl.

ITanis

Brpo6HMLTBO
"in bulk":
BEPNIH-XEMI
AT, HimeuyunHa
MakyBaHHA,
KOHTPO/Ib Ta

HimeyunHa

BHECEHHS 3MiH 10 peecTpaviiiHnx maTepiania: 3MiHu |
Tuny - 3MiHM 3 AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasbHuii 3aci6. 3MiHa po3mipy
yNakoBKM rOTOBOrO MiKapCbKoro 3acoby (3MiHa KiflbKOCTi
oavHMLb (Hanpwkias TabneTok, aMmny TOLLO) B YNakoBLi:)
- 3MiHa y fliana3oHi 3aTBEepXEHNX PO3MIpIB YNakoBKY

3a
peyerimo
M

UA/7146/01/01
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n/n

Ha3ssa nikapcbko20
3acoby

Popma Bunycky
(nikapcbka cpopma,
ynakoska)

3asaBHuK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayitiHo
20
nocsioYeHHs

BUWMYCK Cepiii:
BEPIH-XEMI
Al', HimeuyunHa

(BBeaeHHs foaaTkoBoi ynakoBku Ne30 (15x2) y 6nicTepax,
6e3 3MiHM NepBUHHOI ynakoBku) (TepmiH BBEAEHHS 3MiH
npoTArom 3-x MiCAUIB 3 AT 3aTBEPMKEHHS); 3MiHM | Tuny
- AgMiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
afipecy 3asBHUKa (BNacHWKa peecTpaviiiHoro
nocBigyeHHs) (BHECEHHS pefakLUiiHUX 3MiH J0
HaliMeHyBaHHS Ta afpecu 3asBHMKa (BNacHuka
peecTpadiiiHoro noceigueHHsi) (TepMiH BBELEHHS 3MiH
NpoTArom 3-x MiCAUIB MiC/A 3aTBEPMKEHHS); 3MiHuM Il Tuny
- 3MiHK Woao0 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKili xapakTepucTuui
nikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOrO 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMU JaHUMU 3
AKOCTI, AOKTIHIYHMMM, KIHIYHUMU AaHUMK Ta AaHUMK 3
thapmakoHarnagy (BHeceHi fo iHCTPYKUiT y po3ginu:
"®apmakonoriyHi BnactusocTi”, "Bzaemogis 3 iHWMMKN
nikapcbkMK 3acobamu Ta iHWi BUAW B3aeMoSii",
"3acTocyBaHHs y Nepiof BariTHOCTI abo roflyBaHHs
rpyaar”, "3aaTHicTb BNAMBATM Ha LUBUAKICTb peakuii npu
KepyBaHHi aBTOTPaHCNOPTOM ab0 iHW1MK MeXaHismamu®”,
"Cnoci6b 3acTocyBaHHA Ta go3un", "Aitn" (pegaryBaHHs
iHchbopmawii), "MepenosysaHHs", "MNo6ivHi peakuii) (TepmiH
BBEJEHHS 3MiH NPOTAroM 3-x MicsiLiB 3 faTu
3aTBepMXeHHs); 3MiHu Il Tuny - 3miHn Wwoao
6e3nekn/echeKTUBHOCTI Ta hapMmakoHarnsgy. 3miHm y
TepaneBTUYHMX NOKa3aHHAX (4oAaBaHHA HOBOrO
TepaneBTUYHOro NokasaHHa abo 3MiHa y 3aTBepAkKeHOMy
noKasaHHi) -BHeCeHi [0 iHCTPYKLii y po3ain “MNoka3aHHA")
(TepMiH BBEAEHHS 3MiH NPOTAroM 3-x MicsLiB 3 AaTu
3aTBEPKEHHS)

123.

TABINEK

Kancynu
KMLLKOBOPO3UYMHHI M'AIKi
no 150 mr; no 10 kancyn
y 6nictepi; no 3
6nicTepy B KAPTOHHIl
KopoobUi

PapmaveyTiw
e thabpik
MoHTaBIT

M6X

ABCTpist

BMPOGHMLTBO
Hepo3acosaHo
T npoayKu,i
(kancynoBaHHs,
KOHTPONb SIKOCTI
L,0MOMIDKHMX
PeyoByH,
KOHTPO/b B
npoueci
BMPOGHMLTBA:
KataneHt
xepmaHi
E6epbax,

Himeuunna/
ABCTpis

BHECEHHS 3MiH j0 peecTpaLiiiHux matepiasnis: 3MiHu |
TUNy - 3MiHW 3 SIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHn y
BMPOOGHULTBI. 3amiHa abo BBeAEHHS 40A4ATKOBOI AiNbHUL

BMPOGHMLTBA A/151 YACTUHM abo BCbOro BUPOBGHNYOro
npoLecy roToBoro Nikapcbkoro 3acoby (AiNbHWLSA, Ha AKil

NpoBOAATLCA OyAb-sKi BUPOOHMYI CTagii, 3a BUHATKOM

BUMYCKY Cepili, KOHTPO/IIO AKOCTi, NEPBMHHOTO Ta
BTOPVHHOTIO NaKyBaHHS, A1 HECTEPUTbHUX NiKapCbKUX
3aco6iB) (3MiHa BUPOOHMKA, L0 HAHOCUTb
KMLLKOBOPO34MHHE NOKPUTTA Ha Kancysy Ta 3a3HadeHHs B
MK$A 13 BCiX BUPOOHUKIB 3 X BUPOBHUUMMU OYHKLiSIMI)

6e3
peyenma

UA/5604/01/01
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Ne Hasga sikapcbKo20 Popma surnycky 3asasHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYyeHHs1
HimeuuunHa,;
HaHeCceHHs
KMLLKOBOPO3YVH
HOro NOKPUTTA
Ha kancyny,
nepBuHHe Ta
BTOPWHHE
nakyBaHHsl,
KOHTPO/b AKOCTI
Ta BMNYCK cepil:
dapmaueyTie
habpik
MoHTasBIT M'M6X,
ABCTpist
124. | TBIHPUKC™ | CycneHsis gns iH'exuin nakcoCmitKn Benvka nakcoCmiTKns Benbris BHECEHHS 3MiH [0 peecTpauiiHux maTepiasnis: 3a UA/13056/01/01
TWINRIX™ no 1 posi (1 mn/nosy) y SiH EkcnopT BpuTaHis H Bionoaxikana 3MiHK I TUNYy - 3MiHK A0 IHCTPYKLiT ANa MeanYHoro peyenmo
BAKUWHA And nonepegHLO Nimiteq C.A. 3acTocyBaHHSA y po3ain "Cnoci6 3acTocyBaHHS Ta f03u M
MPODINTAKTUKN HaMoBHEHOMY LUNpuLi Ne (IHCTPYKLiS LLOAO BUKOPUCTaHHA BakuMHW)". TepMiH
FENATUTIB A 1y KOMM/IEKTi 3 rOJIKOK0 BBEeAEHHSA 3MiH - NpoTAromM 3-x micsilis 3 Aatu
(IHAKTUBOBAHA) | 3aTBepKeHHs
B
(AACOPBEOBAHA)
125. | TEKTA KOHTPO/I® | Tabnetku Takepa M'mM6X HimeuyunHa BMPOGHULITBO 3a HimeuunHa BHECEHHS 3MiH [10 peecTpauiliHix maTtepianis: 6e3 UA/11085/01/01
racTpOpe3nCTEHTHI Mo MOBHUM LIK/IOM: 3MiHn Il TUNy - 3MiHK A0 IHCTPYKLiT 415 MeAnyHOro peyenma
20 mrno 7 a6o 14 Takena M'm6X, 3acTocyBaHHA A0 po3ginis "MpoTunokasaHHa", "B3aaemogis
Tabnetok y 6aictepi, no micue 3 iHWKUMK NiKapCbKMMK 3acob6amu Ta iHLWi Buan
1 6nicTepy B KAPTOHHIi BMPOGHMLITBA B3aemogiin", "OcobMBOCTi 3aCTOCYBaHHS", "3acTocyBaHHs
KopooLi OpaHieHbypr, y nepioA BariTHOCTi abo rogyBaHHsA rpyaar”, "Mo6ivHi
HimeuuunHa; peakuii”. BBefeHHA 3MiH npoTarom 3-x micAwis nicnsa
BMPOGHMLITBO 3aTBEePAKEHHSA
Hepo3dghacoBaHo
T npoAykuji:
ApsaHc Papma
m6X,
HimeyunHa
126. | TEPADJIEKC® kancynu, no 30, abo 60, TOB "baiiep” YkpaiHa Bupo6HuK, CLIA BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/7749/01/01
a6o 120 kancyn y BiAnNoBigabHNI TMNy - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y peuenma
nnacTukoBomy hnakoHi, 3a nakyBaHHA, BMPOGHMLTBI. 3amiHa abo BBEAEHHS [0AATKOBOI AiNbHNL
no 1 chnakoHy B KOHTPO/b Ta BMPOBHMLTBA [15 YAaCTUHM ab0 BCbOro BUPOGHUYOro
KapTOHHI KopooLyi BUMYCK cepil: npouecy roToBoro /ikapcbkoro 3acoby (iHLWi 3MiHK)
KoHTpakT (3a3HaveHHA hyHKLUi paHie 3aTBepaKEeHNX BUPOOHNYNX
dapmakan AiNbHULB 3rigHO apxiBHUX MaTtepianis) (TepMiH BBeAEHHS
KopnopeiiuH, 3MiH NPOTArom 6-TW MiCALIB MiC/A 3aTBEPAKEHHS)
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n/n

Ha3ssa nikapcbko20
3acoby

Popma Bunycky
(nikapcbka cpopma,
ynakoska)

3asasHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayitiHo
20

nocsioYeHHs1

127.

TUPO30N

CLA;
BUpPO6HUK,
BiANoOBiAabHNI
3a BUPOGHNLTBO
in bulk:
KoHTpakT
Papmaka
KopnopefiH,
CLIA

TabneTkn, BKpUTI
NNiBKOBOIO 060I0HKOIO,
no 5 mr no 10 TabneTok
y 6nictepi; no 5
6nicTepiB y KAPTOHHIi
KopoobUi

Mepk KlraA

HimeyunHa

Mepk KraA

HimeyunHa

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis:
3MiHM | TUny - 3MiHK WoAo 6e3nekn/ethekTUBHOCTI Ta
thapmakoHarnsgy. BeefeHHa abo 3miHM [0 y3araslbHeHNX
[JaHux nNpo cucTemy cdhapmakoHarnsgy (BBefeHHs
y3arasibHeHUX AaHnx Npo cuctemy apmakoHarnsgy,
3MiHa YNMOBHOBaXXEHOT 0CO6M, BigNOBigaIbHOI 3a
3[iicCHeHHs hapMakoHarnsagy; KOHTakTHOT ocobu 3
thapmakoHarnaay 3asBHuUKa Ansi 34iliCHEHHS
hapMakoHarnisagy B YkpaiHi, SKLLO BOHA BigMiHHA Big,
yMNOBHOBaXXeHOT 0cobu, BiANoBiAanbHOT 3a 34iCHEHHS
thapmakoHarnagy (BKovatoum KOHTaKTHI gaHi) Ta/abo
3MiHM Yy PO3MILLLEHHI MacTep-thaiina cuctemm
hapmakoHarnsgy) - iroya pefakuisi - ynoBHoBaxeHa
ocoba 3asBHVKa, BifnosifanbHa 3a hapmakoHarnsag, s
YkpaiHi: CopokoneTtoBa Anna bopucisHa; nponoHoBaHa
pepakLisi - KoHTakTHa ocoba B YKpaiHi yNoBHOBaXEHOI
0CcOo6V 3asiBHMKA 3a 34iICHEHHS hapMmakoHarnsgy:
KynHoBuLbKMiA OcTtan. 3mMiHa KOHTaKTHUX JaHuUX

3a
peyenmo
M

UA/8848/01/01

128.

TUPO30N

TabneTku, BKPUTI
NAiBKOBOIO 060/I0HKOIO,
no 10 mr no 10 TabneTok
y 6nicTepi; no 5
6nicTepiB Yy KAPTOHHIi
KOpoo6Li

Mepk KlraA

HimeyunHa

Mepk Klr'aA

HimeyunHa

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis:
3MiHM | TUny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta
chapmakoHarnsgy. BeefeHHs abo 3miHu [0 y3araslbHeHNX
[JaHux nNpo cucTemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHVUX AaHnx Npo cuctemy hapmakoHarnsgy,
3MiHa yNMOBHOB&XeHOI 0c06y, BiANOBIAa/IbHOI 3a
3[jiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI ocobu 3
thapmakoHarnagy 3asiBHUKa Ansi 34iliCHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA Bif,
yMNOBHOBaXXeHOT 0c06M, BiANOBiAaNbHOT 3a 34iCHEHHS
thapmakoHarnagy (BKouvatoum KOHTakKTHI gaHi) Ta/abo
3MiHM y pO3MilLeHHI MacTep-chaiina cuctemu
hapmakoHarnsagy) - iroya pefaxuisi - ynoBHoBaxeHa
ocoba 3asBHVKa, BignosiganbHa 3a hapmakoHarnsg, s
YkpaiHi: CopokoneTtosa Anna bopuciBHa; nponoHoBaHa
pefakLisi - KOHTakTHa ocoba B YKpaiHi yNOBHOBaXXEHOI

3a
peyenmo
M

UA/8848/01/02
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n/n

Ha3ssa nikapcbko20
3acoby

Popma Bunycky
(nikapcbka cpopma,
ynakoska)

3asasHUK

KpaiHa
3asiBHUKa

Bupo6HuUK Kpaina

BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayitiHo
20
nocsioYeHHs

0Cco6u 3asiBHMKA 3a 34iICHEHHSA dhapMmakoHarnsagy:
KynHoBuupbkuit OcTan. 3MiHa KOHTaKTHUX AaHWX

129.

TI3ANYA,

Tabnetku, no 2 mr, no 10
TabneTok y 6nictepi; no
3 6nicTepu y navui

MAT
"KWiBCbKUIA
BiTAMiHHWIA

3aBog"

YkpaiHa

MAT "KuiBcbknii
BiTaMiHHWI
3asof”

YKpaiHa

BHECEHHS 3MiH [0 peecTpauiiHux maTepiasis:
3MiHM | TUNYy - 3MiHa y MeToAax BUNpo6yBaHHS roTOBOro
nikapcbKoro 3acoby; 3MiHu | TUny - 3MiHU 3 AKOCTI.
[oToBUIA nikapcbkumii 3aci6. Onuc Ta ckiag, - B po3gini
«Cknag» MeToiB KOHTPOJIO SKOCTi Macy TabneTku
3a3HayeHo y minirpamMax 3amicTb rpamis; 3miHu | Tuny -
3MiHa napamMeTpiB cneymdikauiii Ta/abo 4oNyCTUMUX MeX
rOTOBOrO J1iKapCbKOro 3acoby; 3miHu | Tvny - BUNYYeHHS
BMPOBHUYOI AinbHUL (BKIOYaoUN finbHuLi ans Adl,
NPOMIXXHOro NPoAYKTY abo roToBOro fikapcbKoro 3acoby,
AiNbHULI AN18 NpOoBEAEHHS NakyBaHHS, BUPOBHNKa,
BiZJNOBIAAILHOrO 3a BUMYCK Cepild, MicLie NpoBeAeHHs
KOHTPO/0 cepii) abo nocTadasibHMKa BUXIGHOTO
Marepiany, peareHTy abo AONOMiXHOT PEHOBUHM (SIKLLLO
3a3HayvyeHo Yy 10CbE) - BUIYYEHHS BUpo6HMKa AdI

3a
peyenmo
M

UA/7594/01/01

130.

TI3ANYA,

Tabnetku, no 4 mr, no 10
Tabnetok y 6ictepi; no
3 6nicTepu y navui

MAT
"KUiBCbKUIA
BiTAMiHHWIA

3aBog"

YkpaiHa

MAT "KuiBcbknii
BiTaMiHHWI
3aBof”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:
3MiHM | TUNY - 3MiHa Yy MeToAax BUNPo6yBaHHSA roTOBOrO
nikapcbKoro 3acoby; 3MiHu | TUny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. Onuc Ta cknag, - B po3gini
«Cknag» MeToAjiB KOHTPO/O AKOCTi Macy TabneTku
3a3HayeHo y minirpamMax 3amicTb rpamis; 3miHu | Tuny -
3MiHa NnapameTpiB cneuyvdikadiii Ta/abo JONYyCTUMUX MeX
roTOBOrO /liKapCbKoro 3acoby; 3miHun | TUMY - BUNYyYEHHS
BMPOBHNYOI AinbHUL (BKNOYaOUN AinbHuui ans Adl,
NPOMDKHOr0 NPOAYKTYy abo roToBOro NikapcbKoro 3acoby,
OiNbHULI ANS NpoBeAEeHHS NakyBaHHSA, BUPOOHMKA,
BiZJNOBIAAILHOTO 3a BUMYCK Cepild, MicLie NpoBeAeHHSs
KOHTPO/10 cepii) abo nocTayanbHyKa BUXigHOTO
MaTepiany, peareHTy abo fOMNOMDKHOI PEYOBUHM (AKLLLO
3a3HavyeHo y 10CbE) - BUIYYEHHS BUPO6HMKa AdI

3a
peyenmo
M

UA/7594/01/02

131.

YrPUH®

HacTolika no 100 mn'y
thnakoHi abo y 6aHLi; no
1 conakoHy a6o no 1
6aHLj B MauLi 3 KapToHy

NAT
"Ximchapm3zas
of, "UepsoHa

3ipka"

YkpaiHa

NAT
"Ximthapmsasoz,
"YepsoHa 3ipka"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHK | TUNY - 3MiHa y TepMiHax NpuaaTHOCTI a6o ymoBax
36epiraHHa roToBOro Nikapcbkoro 3acoby (3miHa B ymoBax
36epiraHHs roToBOro Nikapcbkoro 3acoby abo nicns
PO3UYMHEHHS/BIAHOBNEHHS) - 3MiHA B yMOBax 36epiraHHs
roTOBOrO /liKkapCcbkoro 3acoby. BeefeHHs 3miH npoTtsrom 3-
X MicsiLiB micnsi 3aTBEPAKEHHS

6e3
peyenma

UA/8220/01/01

132.

DAPMATOH®

kancynu no 30 abo 60
Kancyn y naswui, no 1
NAALWLUI B KAPTOHHIN
KopoobLi

TOB "CaHodi-
ABeHTiC
YkpaiHa"

YKpaiHa

Bupo6bHMLTBO LLiBeiiuapis
Hepo3cacoBaHo
T npoayku;i:
Csicc Kanc AT,

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: TexHiYHa
nomwuska (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460).
BunpasneHo TeXHIYHY NOMW/IKY B iHCTPYKLi ANs
MefInyHoro 3acTtocysaHHa 13 y p. "Cknag”

6e3
peyenma

UA/4147/01/01
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82

Ne Hasga sikapcbKo20 Popma surnycky 3asasHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYyeHHs1
LLiBeiiuapis;
MepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPONb SIKOCTI
Ta BMNycK cepii:
lHcana CA,
LLBeiiuapis
133. | PEHEDPPUH 10% Kpansi o4Hi, po3unH 10 TOB "YHIME[, | CnoBaubka TOB "YHIMEL CnoBaubka BHECEHHS 3MiH 0 peecTpauiiHux maTepiasnis: 3a UA/7546/01/01
% no 5 mn abo no 10 mn OAPMA" Pecny6nika OAPMA" Pecny6nika 3MiHM | TUNY - 3MiHa y MeToAax BUNpo6yBaHHS roTOBOro peyenmo
y thnakoHi-KkpanesnbHNUL; NiKapcbKoro 3acoby — 3MiHW y METOAAaxX KOHTPO/IIO 3a M
no 1 dpakoHy- NOKa3HNKOM «CynyTHi AOMILLKW»: 3MiHV B NPUroTyBaHHi
KpanesibHuLji B 6ydhepHNX PO3UMHIB, BUXiAHNX PO3UMHIB (DEHINEDPUHY
KapTOHHI Kopo6Lyi rigpoxnopuay Ta cTaH4apTHUX PO3YMHIB; 3MiHA YMOB
XpomarorpadyBaHHs (NpUroTyBaHHS pyxomoi gopasn) 6e3
3MiHU TVNY KOMIOHKM - BUAAIEHHSA NOCKNaHb Ha 3arasibHy
cTaTTio EP. KpuTepii npuitHATHOCTI 3a faHNM MOKa3HUKOM
He 3MiHnancs
134. | PIICTUM® PO3uunH ANs iH'ekuinn 0,3 TOB "$3 Ykpaina BMPOGHMLTBO, YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasnis: 3MiHu | 3a UA/14300/01/01
mr (30 mad MO/1 mn); "BIOPAPMA" nepBuHHe Ta TMNy - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. Onuc Ta peyenmo
no 1 mn [(30 maH MO) BTOPUHHE cknag, (iHwi 3MiHn) M
(0,3 mr)] a6o no 1,6 mn nakyBaHHs, (Y 3B’A3Ky 3 YTOUHEHHS HanMcaHHA onucy NepBUHHOT
[(48 mnH MO) (0,48 wmr)] KOHTPO/Ib SIKOCTI, YyNaKoBKM rOTOBOTO JliKapCbKOro 3acoby BifnoBigHi 3MiHW
y chnakoHi; no 1 BUMYCK Cepiii: BHOCATbCA A0 p. «YnakoBka», p. «Cknag»,
hnakoHy y nauui 3 MpAT Cneupmdpikauii/MeTopgis BUNpobyBaHHA 3a NnokasHuKaMmu
KapToHy; no 1 mn [(30 "BIOPAPMA", «MexaHiuHi BK/TIYEHHS. HeBUAUMI YacTku»,
MaH MO) (0,3 mr)] abo YkpaiHa; «CTepWbHICTb»)
no 1,6 mn [(48 mnH MO) BMPOGHMLTBO,
(0,48 wr)] y nonepefHb0 nepBuHHE Ta
HanoBHEHOMY LUMPULI Ta BTOPWHHE
KOBMAYKOM 3aXVICHUM nakyBaHHsl,
abo y chnakoHi; no 1 BUMYCK Cepili:
nonepegHL0 TOB "®3
HarnoBHEHOMY LLINPULLY "BIOPAPMA",
abo donakoHi y bnictepi; Ykpaina
no 1 6nictepy y nauui 3
KapTOHY
135. | PITOCEA® HacToika no 100 mny MAT Ykpaina NAT YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 UA/3373/01/01
dhnakoHi cknsiHomMy abo "Ximcpapmsas "Ximchapmsasog 3MiHM | TUMy - 3MiHa y TepMmiHax npugaTtHocTi abo ymoBax peyenma
nonimepHomy; no 1 of, "UepBoHa "YepBoHa 3ipka” 36epiraHHs roToBOrO JliKapCbKOro 3acoby - 3MiHa B yMOBax
dhnakoHy B nauwyj; no 3ipka” 36epiraHHsA roTOBOro NikapcbKoro 3acoby. BBeaeHHsA 3MiH
100 mn y 6aHLi CKNsHIN; npotArom 3-x micsiLiB nicns saTBepKeHHs
no 1 6aHuj B navuj
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Ne Hasga sikapcbKo20 Popma surnycky 3asasHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYyeHHs1
136. | PNTAMIAE3 MrENb renbno 20r, 301, abo OpraHocvH IHAjA EHK'106 ETikan3 IHAjia BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/12794/01/01
40 r B namiHoBaHii Ty6i; Naiidp MpaiisiT MlimiTeq 3MiHK | TUNy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peuenma
no 1 Ty6i B KapTOHHiIl CaeHcus MeT. hapmakoHarnsgy. BeegeHHs abo 3miHW A0 y3arasibHeHnX
KOpo6Li n1g. [JaHux npo cuctemy dapmakoHarnsgy (BBefeHHs
y3araslbHeHUX faHnx nNpo cuctemy hapmakoHarnagy,
3MiHa YNMOBHOBaXXEHOT 0CO6M, BigNOBigaIbHOI 3a
3[iiCHeHHs hapMakoHarnagy; KOHTakTHOT ocobu 3
dhapmakoHarnsgy 3asaBHUKa AN 3MiRCHEHHS
thapmakoHarnsgy B YKpaiHi, SKL0 BOHa BigMiHHA Big,
YNOBHOB&XEHOI 0CO6W, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnsgy (BkIouvatoum KOHTaKTHI AaHi) Ta/abo
3MiHM Yy PO3MILLLEHHI MacTep-thaiina cuctemm
thapmakoHarnagy) - [itova pegakuis: naH bpigpkeww Peran
(Mr. Brijesh Regal). NponoHoBaHa pegaxuis: A-p Awy Aijin
LLlapma (Dr. Ashu Deep Sharma). 3MiHa KOHTaKTHUX AaHuX
137. | ®/IYSAME], Kancynu Teepgi no 150 «YOPNA Benuvka E.l.M.l.Ko. eruner BHECEHHS 3MiH j0 peecTpaLiiiHux matepiasnis: 3MiHu | 6e3 UA/7924/01/01
mr; no 1 kancyni'y MEAVLUWNH BpuTtaHis TUny - AAMIHICTPATMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenma
6nictepi; no 1 6nictepy NIMITEO» Ta/abo agpecy 3asiBHUKA (BNacHUKa peecTpauiiHoro
B KapTOHHI nauui noceigueHHs) (3miHa agpecy 3asiBHUKa (BNacHuKa
peecTpaLiiHoro NocBigYeHHs!)
138. | PNHOAITEK cupon 2 % no 125 mny NabopaTopis ®paHLis IHHOTepa LLys3i PpaHLis BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 6e3 UA/8082/01/01
thnakoHi, no 1 dpnakoHy IHHOTEeK 3MiHuM | TUNY - NOAAHHA HOBOTO cepTudikaTy BiANOBIAHOCTI peuenma
3 103yBa/IbHUM IHTepHacbiioH €sponelicbkoi thapmakonei Ne R1-CEP 1997-022-Rev 06
CTaKaH4MKOM B anb BiJi HOBOrO BMpOG6HMKa A®I Ta, ik HacnigokK, 3MiHW B
KapTOHHI ynakoBLi cneumaikaLii BXigHOro koHTposto A®| 3a nokasHMKamu
«CynpoBiHi AOMILLKN» Ta «3anLLIKOBa KiNbKiCTb
KaTanisaropis» BignosigHo Ao CEP; 3miHu | TMnYy - 3miHa
nepiogy NOBTOPHMX BUNPOGYBaHb/nepioy 36epiraHHA abo
ymoB 36epiraHHss A®| — BBefileHHS nepiofy NOBTOPHOIO
BMNpo6yBaHHA A®I - 12 micAuiB, HA OCHOBI pe3ynbTaTiB
[OCNifKeHb Y peasibHOMY Yaci 471 HOBOro BUpo6Huka Ad|
139. | PNOAITEK cupon 5 % no 125 mny Na6opaTtopis ®paHuis IHHOTepa LLy3i PpaHLin BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 6es UA/8082/01/02
dhnakoHi, no 1 drnakoHy IHHOTEK 3MiHM | TUNY - NOAAaHHA HOBOro cepTudikaTy BigNOBIAHOCTI | peyenma
3 [03yBa/IbHUM IHTepHacbiioH €sponelicbkoi hapmakonei Ne R1-CEP 1997-022-Rev 06
CTakaH4MKOM B anb Bifi HOBOro BMPO6HMKa API Ta, ik HacnigokK, 3MiHW B
KapTOHHI ynakoBLi cneumdikauii BXigHOro KoHTposo Ad| 3a nokasHuKamu
«CynpoBiJHi AOMILLKN» Ta «3anLlKoBa KinbKicTb
KaTanisaropis» BiagnosigHO A0 CEP; 3MiHu | TUnYy - 3miHa
nepiogy NOBTOpPHMX BUMPOGYBaHb/nepiody 36epiraHHA abo
ymoB 36epiraHHs A®| — BBeleHHsA nepiody NOBTOPHOIO
BMNpo6yBaHHA A®I - 12 micAuiB, HA OCHOBI pe3ynbTaTiB
OocnifpKeHb Y peasibHOMY Yaci /1 HOBOro BUPOo6HMKa Ad|
140. | LE®PANEKCUH NOPOLLIOK A7 Opas1bHOI Ankanoig AQ- Pecny6nika Ankanoig A- Pecny6nika BHECEHHS 3MiH /10 peecTpaLiliHix maTepianis: 3a UA/0264/01/01
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Ne Hasga sikapcbKo20 Popma surnycky 3asasHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYyeHHs1
ANKANOIA® cycneHsii, 250 mr/5 mn Ckon'e MakepoHis Ckon'e MakepoHis 3MiHM | Tuny - 3MiHK Woao 6e3neku/edpekTNBHOCTI Ta peyenmo
(gns 100 mn) no 65,4 r thapmakoHarnagy. BeegeHHs abo 3MiHM [0 y3arasibHEHUX M
NOpOLLKY Y th/1aKkoHi; No [AaHvx npo cuctemy chapmakoHarnsgy (BBefeHHs
1 chnakoHy y KoMNAeKTi y3ara/lbHeHUxX JaHnx npo cuctemy hapmakoHarnagy,
3 N1acTMacoBO0 3MiHa YyNOBHOBaXEHOT 0Co6MU, BiANOBIgaNbHOI 3a
MiPHOO JTOXKOH Y 34iicHEeHHS dpapMakoHarnsay; KOHTaKTHOI 0cobu 3
KapTOHHI Kopo6Lyi thapmakoHarnagy 3asBHuUKa Ans 34iliCHEHHS
hapmakoHarnagy B YkpaiHi, KO BOHA BigMiHHA Big,
YyNOBHOBaXeHOT 0cobu, BiANOBiAaNbHOT 3a 34iNCHEHHS
thapmakoHarnagy (Bk/ouatoum KOHTakTHi gaHi) Ta/abo
3MiHM Y pO3MiLLEHHI MacTep-chaiina cuctemu
thapmakoHarnagy) - Jitoya pegakuist: YNoBHOBaXeHa
ocoba 3asBHMKa, BiANOBiAa/bHA 3a hapMakoHariag -
MapiHa EdpemoBa. KoHTakTHa ocoba B YKpaiHi
YMNOBHOB&XeHOT 0CO6M 3asBHUKA A5 34iACHEHHSA
thapmakoHarnagy - Ponano Jliogmuna MukonaisHa.
MponoHoBaHa peaakLis: YnoBHoBaxxkeHa ocoba 3asaBHUKA,
BignoBigasbHa 3a dhapmakoHarnag - Onisepa MaHeBa.
KoHTakTHa ocoba B YkpaiHi yNnoBHOBaXeHOI 0cobu
3a8BHUKA 419 34iICHeHHA hapMakoHarnsagy -
pygHWLbKWiA Irop Bonogymmposmy. 3miHa KOHTaKTHUX
[AaHNX YNOBHOBaXXEHOT 0CO6U. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOI 0co6u. 3MiHa HoMepa MacTep-ghaiina. 3MiHa
MiCLie3HaxXoKEHHS MacTep-haina
141. | UEDPANEKCUH NOPOLLIOK A/151 Opas1bHOT Ankanoig A- Pecny6nika Ankanoig A- Pecny6nika BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/0264/01/01
ANKANOIA® cycneHsii, 250 mr/5 mn Ckon'e MakefoHist Ckon'e MakefioHist 3MiHK | TUNY - 3MiHa y MeToAax BUNpobyBaHHSA rOTOBOro peyenmo
(ans 100 mn) no 65,4 1 NiKapcbKoro 3acoby - BHECEHHS HE3HAYHUX 3MiH Y M
NOpOLLKY Y thnakoHi; no MeTOAVKY BUMPOOYBaHHA 3a NokasHWKoM "KinbkicHe
1 chnakoHy y KOMMAeKTi BU3HAYEHHSA LiedhasiekCuHy", 30KkpemMa: 3MiHV B NiAroToBLi
3 M71aCTMacoBo BUMPOO0BYBa/IbHOTO PO3YMHY; OHOBJIEHHSA PO3PaxyHKOBOT
MIPHOHO JTOXKOH0 Y hopMynIn ANA KiNbKiICHOrO BU3HAYEHHS; BHECEHHS
KapPTOHHII Kopo6Lii pefakuiiiHMX npaBok
142. | LE®YPOKCUM NMOPOLLOK A/151 PO34NHY MpuBaTHe YkpaiHa MpuBaTHE YkpaiHa BHECEHHS 3MiH 40 peecTpauiiiHux matepiasis: 3MiHu | 3a UA/15365/01/02
Ons iHekyii no 1,5 r, no akuioHepHe akuioHepHe TMNy - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmo
1, 5 a6o 50 chnakoHis 3 TOBapUCTBO TOBapUCTBO Ta/abo agpecu Micus NPOBaKEHHNA AiSNbHOCTI M
MOPOLLKOM Y Mauui 3 "Nekxim- "Mekxim- BMPOGHMKa/iMnopTepa roToBoro /ikapcbKoro 3acoby,
KapTOHY Xapkis" Xapkis" , BK/IIOHA0UM AiNbHULI BUMYCKY cepii a6o Micue
Ykpaina NpPOBeLEHHS KOHTPOJIIO AKOCTI. (4iANbHICTb, 3a AKYy
(nakyBaHHs i3 BiANOBiAaE BMPOGHMK/IMNOPTEp, BK/IOYAKYM BUMYCK CEpili)
hopmu in bulk (3MiHa HalilMeHyBaHHsA Ta agpecu BUpobHuka N3, 6e3
hipmm- 3MiHM micus BUpobHULTBa) (TepMiH BBEAEHHSA 3MiH
BMPOGHUKa NPOTAroM 3-x MICSLIB MIiC/1A 3aTBEPAKEHHS); 3MiHM | TMny -
Ksiny AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
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Ne Hasga sikapcbKo20 Popma surnycky 3asasHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYyeHHs1
dapmavueyTikas afipecy 3asBHUKa (BNacHWKa peecTpauiniHoro
Ko., N14., nocBifyeHHs) (3MiHa HaliMeHyBaHHS Ta afpecy 3asiBHMKa
KuTait) (BnacHvika peecTpauiiiHoro noceigyeHHs) (TepmiH
BBEEHHS 3MiH NpoTAroM 3-x MicsiB nicns
3aTBEPAKEHHS)
143. | LE®PYPOKCUM NOPOLLIOK A/151 PO3YUHY MpuBatHe Ykpaina MpuBaTHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/15365/01/01
ONS iH ek no 0,75 1, akujoHepHe aKujioHepHe TMny - AAMIHICTPATMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmo
no 1, 5 a6o 50 chriakoHiB TOBapnCTBO TOBapuCTBO Ta/abo agpecu micus NPOBamKeHHs AisSIbHOCTI M
3 NOPOLLKOM Y naui 3 "Jlekxim- "Jlekxim- BMPOGHMWKa/imMnopTepa rotoBoro fikapcbkoro 3acoby,
KapToHy; 1 chnakoH Ta 1 Xapkis" Xapkis" , BK/IIOYa0UM AiNbHUL BUNYCKy cepii abo micue
amnysna 3 Po34MHHUKOM YkpaiHa NpOBefeHHA KOHTPOSIIO AKOCTI. (AIANBHICTb, 3a AKY
(Bofa ans iH'exuiid, no (nakyBaHHs i3 BiANOBiAae BMPOGHMK/iMNOPTEp, BK/IOYAKUM BUMYCK Cepili)
10 mn B amnyni) y dhopmu in bulk (3miHa HalilMeHyBaHHA Ta agpecy BUpobHuka N3, 6e3
6nictepi, no 1 6nictepy dipmun- 3MiHM Micusl BUpobHMuTBa) (TepMiH BBEAEHHS 3MiH
y nayi 3 KapToHy BMPOGHUKa NpoTAroMm 3-x MicsuiB nicnsa 3aTBepixeHHs); 3MiHu | Tuny -
Ksiny AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
dapmaueyTikan agpecy 3asiBHMKA (BNacHUKa peectpauiiHoro
Ko., N14., nocBif4eHHs) (3MiHa HaliMeHyBaHHS Ta aApecy 3asiBHMKa
Kntai) (BnacHvKa peecTpauiiiHoro nocsigyeHHs) (Tepmi
BBE[EHHS 3MiH MPOTAroM 3-X MicsiLiB micns
3aTBepMAXEHHS); 3MiHK Il Tuny - 3MiHK 3 sikocTi. [oToBWMIA
nikapcbkuii 3aci6. Cuctema KoHTeliHep/3akynoptoBanbHUiA
3aci6 (iHwi 3miHK) (BBEAEHHS A04ATKOBOI yNakoBKM
roToBOro nikapcbkoro 3acoby no 1 dpnakoHy Ta 1 amnyni 3
PO34MHHMKOM (BOA@ ANA iH'eKLiA) B 6nicTepi; no 1
6nictepy y nauyi ana gosysaHHsa 0,75 1 3 BignoBigHMMM
3MiHaMK y p. «YNakoBka» Ta «TepMiH NpuAaTHOCTI»)
(TepmiH BBeAEHHS 3MiH NPOTAroM 3-x MicsLiB micns
3aTBEPAKEHHS)
144. | ULUHKOBA MA3b Ma3b 10 % no 25ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiiHnx maTepiania: 3MiHu | 6es UA/6626/01/01
KOHTelHepax; no 20 abo | ®dapmaueBTuy dapmaueBTUYHA TMny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenma
no 30 ry Ty6ax; no 20 Ha thabpuka thabpuka Ta/abo agpecy 3asiBHKKa (BNacHWKa peecTpaviiHoro
abono 30 ry Ty6i; no 1 "Biona" "Biona" noceifyeHHs) (3mMiHa agpecu 3asBHMKa (BNacHyKa
Ty6i B NayLji 3 KapToHY peecTpadiiHoro noceigyeHHs) (TepmiH BBELEHHS 3MiH
npoTAroM 3-x mMicsauiB nicnsa 3aTBepixeHHs); 3MiHu | Tuny -
AAMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afpecy MicLs NPOBaXEHHS Ais/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /ikapcbkoro 3acoby,
BK/IOYA0UM AiNbHUL BUNYCKy cepii abo micue
NpPOBeLEHHS KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKy
BiiNoOBiAae BMPOGHUMK/iMNOPTEp, BK/IKOYAKUM BUMYCK cepili)
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Ne Hasga sikapcbKo20 Popma surnycky 3asasHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYyeHHs1
3MiHa agpecu Bupo6Huka MNpAT dapmalesTuyHa habpuka
"Biona", YkpaiHa, 6e3 3MiH1 Micus BUPOOHMLTBA (3MiHa
Ha3By Bynuui) (TepmiH BBeAEHHS 3MiH NPOTArom 3-X
MicsILiB nMicns 3aTBEPAKEHHS)
145. | ULMNPO®/IOKCALL KpucTanivyHmii NopoLIoK TOB "TK Ykpaina AapTti Apar3 IHais BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: - UA/14021/01/01
NHY (cybeTaHuis) y "ABPOPA" Niviten 3MiHU | TUNy - 3MiHa y napameTpax cneumdikauii Ta/abo
rigPOX0oPUA, noaBiHNX LOMYCTUMMX MEX, BU3HAUEHUX Y crneundikaliax Ha Adl,
nonieTUNEHoBMX MiLKax ab0 BMXigHWUA/NPOMIXHWIA NpoayKT/peareHT, LWo
AN5 BUpOOHULITBA BVKOPWCTOBYIOTbCSA Y npoueci BUpobHuytea Adl -
HeCcTepuIbHUX npvBefeHHs cneynudikauii Ta MeToaiB KOHTposito Adl y
nikapcbkux 3acobis BignoBigHicTb Ao MoHorpadii «Ciprofloxacin
Hydrochloride» EP
146. | ULUCNNATUHA KOHLeHTpaT Ans Akkoppa, Benvka BMPOGHMLTBO IHais/ Benvka BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3a UA/15240/01/01
AKKOP/J, PO3uunHy Ans iHdysiid, 1 Xenckea /114, BpuTaHis roToBOro BpuTaHis BUNPAB/IEHHS TEXHIYHMX NOMWU/IOK B METOAAX KOHTPOSIO peyenmo
mr/mn, no 10 mn, no 25 nikapcbKoro AKOCTI Y NYHKTI 5 «/likapcbka dhopmMa i3 3a3HauYeHHAM M
M/, no 50 ma, no 100 mn 3acoby, mMacu, 06'eMy abo KiNlbKOCTi OANHNLb [,03YBaHHS, LLIO
y hnakoHi, no 1 nepBuHHe MICTATbCS B YNaKOBLLi» TEKCTY MapKyBaHHS1 BTOPUHHOT
h/1aKOHY Y KapTOHHIl nakyBaHHs, ynakoBku, 6yno AonyLEeHO ApyKapCbKy NOMUKY Y
KOpoo6Li KOHTPO/b AKOCTI HanvcaHHi OAUHULI BUMIpY 4031
cepii: IHTac
dapmacboTikas
3 NlimiTeq, IHAis
(anbTepHaTUBHA
1 BUPOBHWK);
BTOPWHHE
nakyBaHHS:
AkKopp, Xenckea
Nimiteq, Benvka
BpuTaHis;
BiZiNOBIAANbHWIA
3a BUMYCK Cepii:
Akkopg Xenckea
Niviten, Benvka
BputaHis
147. | UUTPAMOH Y Tabnetkn, no 6 MAT Ykpaina NAT YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 UA/5535/01/01
TabneTok y bnictepax; "Ny6Hncpapm” "Nly6Hnchapm"” 3MiHM | TUNY - 3MiHa y MeToAax BUNpo6yBaHHS roTOBOro peyenma:
no 6 TabneTtok y NiKapCbKOro 3acoby - BUNYyYEeHHS MokasHukKa «Tanbk», y Ne 6, Ne
6nicTepi, no 10 3B'A3KY 3 NPUBELEHHSAM Y BignoBigHICTb Ao APY 10;
6nicTepiB y nayui; no 10 3a
TabneTtok y 6nictepax; peyenmo
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Ne Hasga sikapcbKo20 Popma surnycky 3asasHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayiliHo
ynakoska) 20
nocsioYeHHs
no 10 TabneTtok y m: Ne 60
6nictepi, no 10 (6x10), Ne
6nicTepiB y nauui 100
(10x10)

HavyanbHUK YnpaBniHHA dpapMmaleBTUYHOI
AIANBHOCTI Ta AKOCTi (hapmaueBTUYHOT NPOAYKLiT T.M. NIAcKOBCbKUIA
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