MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKA3
18.03.2020 Ne
Kuis

[®)]
~
[08]

[Ipo mepkaBHY peecTpaLlito
(mepepeecTpallito) JlikapCbKUX 3acobiB
(MegUUHKX IMYHOJIOTIUHUX
TriperaparTiB) Ta BHECEHHS 3MiH /0
peecTpaLiiiHiX MaTepiaiB

BignoBigHo g0 crarti 9 3akoHy Ykpainu «IIpo sikapcbki 3acobu»,
nyHKTIiB 5, 7, 9, 10 Tlopsigky meprkaBHOI peecTpariii (repepeecTpallii) JliKapCbKUX
3aco0iB, 3aTBep/MKeHOro rnocraHoBoo Kabinety MiHicTpiB YKpainu Bif 26 TpaBHS
2005 poky Ne 376 «lIpo 3atBepgykeHHs Ilopsaky pepykaBHOI peecTparii
(mepepeecTpaiiii) sikapcbkux 3acobiB i po3mipiB 300py 3a iX Zep)kaBHY peecTpailito
(mepepeecTpailito)», ab3aily ABaAISATL CbOMOTO MiAMYHKTY 12 nyHKTY 4 [TomoxeHHs
rnpo MIiHICTEPCTBO OXOpPOHM 3[0pOB’S YKpaiHW, 3aTBepKeHOro TI10CTaHOBO)
Kabinery MinicTpiB Ykpainu Bim 25 Gepesns 2015 poky Ne 267 (B pemakiii
noctaHoBu KabGinety MiHicTpiB Ykpainu Bif 24 ciuns 2020 p. Ne 90), Ha migcTaBi
pe3y/bTaTiB eKCIIePTU3U PeeCTpalliiHMX MaTrepiaiiB TiKapCchKUX 3aco0iB (MeaUUHMX
iMyHOOio/IOTiUHMX TIperapariB) Ta KOHTPOJIIO SKOCTi THX, III0 TIO/laHi Ha [Iep>KaBHY
peecTpaiiito  (repepeecTpaifito), MOpoBeJeHUX  [lep)kKaBHUM  MiATIPUEMCTBOM
«/lep>kaBHMM eKCepTHUM 1eHTp MiHicTepcTBa OXOPDOHM 370pOB’S  YKpaiHW»,
BHUCHOBKIB 1[0/I0 e(heKTUBHOCTI, 0Oe3meuHOCTi Ta SKOCTi JIiKapChKOTO 3aco0y
(MeguuHOTO iMyHOOiO/IOTiUHOTO TMperapary), peKoMeHjallii Moro Ao JepKaBHOI
peecTpaliii (epepeecTpaliii) Ta BHECEHHS 3MiH [0 peeCTpalliiHKUX MaTepiaiB

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCTH [0 [lep)kaBHOTO peeCTpy JIiKapChKUX 3acobiB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOionoriuHi mperapatv) 3rigHO 3
riepesikoMm (gomaTok 1).

2. TlepepeectpyBaTty Ta BHECTH 70 Jlep>KaBHOTO peECTPY JiKapChbKuX 3acobiB
Ykpainu sikapcbki 3acobu (MeauuHi imyHoOiosioriyHi TpemapaTl) 3TiHO 3
riepesikoM (oAaToK 2).
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3. BrHectu 3MiHM [0 peecTpalilHUX MarepiamiB Ta /lep>KaBHOTO peecTpy
JMKapcbKuX 3aco0iB YKpaiHW Ha JiKapchKi 3acobw (MeguuHi imyHoOGiomoriusi
riperapaTH) 3riJIHO 3 TiepesiikoM (JoAaToK 3).

KOHTpOJ’Ib 3d BUKOHAHHSM LbOI'O HAKA3Yy 3d/IMIIAI0 3d coboro.

MiHuicTp Inna EMELLb



[JupekTop [lenaprameHTy
peavtizarjii moIiTUK

['eHepabHUM JUPEKTOP
dapMalieBTUYHOIO JUPEKTOPATY

HauasibHUK BiJi/y 3 NUTaHb
dhapMalleBTUYHOI Ais/TbHOCTI
[enapramMeHTy peati3aLiil MOJIiTUK

HauasnbHUK YTipaB/iHHS IPaBOBOI'O
3abe3neueHHs

3acTynHUK gupektopa [leraprameHTy
oprasi3alfiiHoro 3abe3rneueHHs

B.o. 3aBigyBaua CeKkTopy 3 nuTaHb
3ari00iraHHs Ta BUSAB/IEHHS KOPYIILIii

Hauanbhuk Bigainy Ciy»x6u
3abe3reueHHs JisiIbHOCTI 3aCTYITHUKIB
MiHicTpa (CaMOCTiVHUN BiAfim)

Peectp po3cunku:

Jl0 CrIpaBy

Bigzin 3 nuranb apMarieBTUUHOI Ais/IbHOCTI
JenaptameHTy peasi3aLil NOMITUK

OIT «lep>kaBHUiA eKkcriepTHUM 1jeHTp MO3 Ykpainu»
Hep>kaBHa cimykba YKpaiHu 3 iKapcbKuX 3acobiB

Ta KOHTPOJIIO 32 HAPKOTUKaMH

I'yuyan H.B.
200-07-93

A. I'aBpustrok

O. Komapiza

T. JISCKOBCHLKUN

JI. [lem1lieBCbKa

I. Bemuuko

O. Tyuak

C. AHTOHOB

- 2 IPYMIipHUKU

- 1 npuMipHUK
- 1 mpuMipHUK

- 1 mpuMipHUK



MEPENIK

Hoparoxk 1
Ao Haka3y MiHicTepcTBa 0X0poHH
3/10pOB’sl YKpaiHu

18.03.2020 Ne 673

3APEECTPOBAHNX NIKAPCbKNX 3ACOBIB (MEAUYHUX IMYHOBIO/TONYHUX MPEMNAPATIB), AKI BHOCATLCA A0
AEPXXABHOI'O PEECTPY JIIKAPCbKUX SACOBIB YKPAIHN

Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/ | nikapcbko2o | (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayiliHo2o
n 3acoby ynakoska) nocsi04YeHHs1
1. ANbUMEPAT | po3u4uH opasibHuiA, MpAT YkpaiHa MpAT "TexHonor" YkpaiHa peecTpauisi Ha 5 pokiB 3a He UA/17979/01/01
600 mr/7 mn, no 7 "TexHonor" MepioAnYHICTb NOAAHHS PErynsipHO peyenmom niosnsieae
MJ/1 PO3YUHY Y OHOBJIHOBAHOrO 3BiTY 3 6€3neku, BiANOBIAHO A0
dhnakoHi, no 10 Mopsaky 34iicHeHHs hapMakoHarisay,
hnakoHIiB y KopobLi 3aTBEpKEeHOro Haka3oM MiHicTepcTBa OXOPOHHU
3 KapTOHY 340pOoB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi loCcTuLi
YKpaiHnu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
peaakuii Hakasy MiHicTepcTBa OXOPOHU
300pOoB'a YkpaiHu Bifg 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMM,
3a3Ha4YeHUMK y NepioguyYHOCTI NoJaHHS
perynsipHux 3BiTiB 3 6e3neku.
2. ADDOUNOA CyCneHsisi opasibHa 3 [enbTa Lseiiapis ANKANOIL AL MiBHiYHa peecTpadist Ha 5 pokis 6e3 He UA/17927/01/01
ANa [AITEN abprKocoBUM Megiken Ckon'e MakefoHis MepioAnYHICTb NOAAHHST PETYIAPHO peyernma nionsieae
cmakom, 100 mr/5 MpomoyLuH3 OHOB/IHOBAHOrO 3BIiTY 3 6e3neky BiANOBIAHO A0
mn no 100 mny Al Mopsaky 3aiiicHeHHsT hapMakoHarasay,
dnakoHi; no 1 3aTBEPKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
hnakoHy B 3[0p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne
KOMMNNEKTI 3i 898, 3apeecTpoBaHuii B MiHicTEpPCTBI FOCTULLT
LINpULOM- Ykpainm 19 rpyaHa 2016 poky 3a Ne 1649/29779
[,03aTOpOM Y (y pepakuii Hakasy MiHicTepcTBa OXOPOHU
KapTOHHI KopooLi 3/10pOB’A YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), cCTaHOBUTL: 3riAHO 3i CTPOKaMMu,
3a3HaveHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3siTiB 3 6e3neku.
3. BPY®EH® Kancysm m siki no AGGOTT HimeyunHa lenTek MpaviBeT IHgis peecTpauist Ha 5 pokis 6e3 nidssieae UA/17980/01/01
PANIA, 400 wmr, no 10 Na6opaTtopi3 Nimitepn MepioAnYHICTb NOAAHHS PErynsipHO peuyenma
Kancyn y énictepi, v6X OHOBJIIOBAHOrO 3BiTY 3 6€3neku, BiANOBIAHO A0
no 1 6nictepy y Mopsigky 34iicHeHHs hapmakoHaraagy,
KapPTOHHI KOpooLj 3aTBEpPKEHOro HakazoM MiHiCTepcTBa OXOPOHM
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3acTocyBaHHs, 20
mr/mnno 1l mny
amnynax CkasHuX Ne
10: no 5 amnyny
KOHTYpHIlA
YapyHKOBIl
ynakosLi, rno 2
KOHTYPHIi YapyHKOBI
YNaKoBKM y nauii 3

OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku, BiANOBIAHO A0
Mopsaky 3AiicHeHHs hapMakoHarnaay,
3aTBEPKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
370p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTsi loCTULi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU
3[,0p0B'A YKpaiHu Big 26 sepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO 3i CTPOKamMM,

Ne Hassa dopma surnycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayitiHa npoyedypa Ymosu Pexknamys Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayiliHo2o
n 3acoby ynakoska) NocBi0YeHHs1
300pOB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa 0XOpPOHM 340POB'A YKpaiHu Big 26
BepecHs 2016 poky Ne 996), cTaHOBUTbL: 3rigHO
3i CTpoKamu, 3a3HaYeHMK y NepioguuHoCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3neku
4, MEMTEK® TabneTtku, Wo MpAT YkpaiHa xeHechapm CA Ipeuis peecTpadist Ha 5 pokis 3a He UA/17981/01/01
[ucnepryoTbes B "PapmaueBT MepioAnYHICTb NOAAHHST PEryIsiPHO peyenmom niossieae
POTOBI NOPOXHWHI, nyHa chipma OHOBJIHOBAHOTO 3BIiTYy 3 6e3nekw, BiANOBIAHO A0
no 10 mr no 15 "fapHuua" Mopsaky 34iicHEeHHsT hapMakoHarasay,
TabneTok y 6nictepi, 3aTBEPKEHOr0 Haka3om MiHICTepcTBa OXOPOHM
no 2 6nictepu B 300pOB’A YKpaiHu Bif 27 rpygHs
nauui 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340POB'A YKpaiHu Big 26
BepecHs 2016 poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpoKamu, 3a3Ha4YeHMU y NepiognYHOCTI
NnoJlaHHA perynspHUX 3BiTiB 3 6e3neKu.
5. METOTPEKC | po3uuH Ans iH ekuii AKkopa, Benuka BMPOGHWLTBO, IHpis/ peecTpauis Ha 5 pokiB 3a He UA/17982/01/01
AT AKKOP/, 25 mr/mn, no 2 mn Xenckea BpuTaHis KOHTPO/b AKOCTI, Benuvka MepioAnYHICTb NOAAHHSA PErynsapHO peyenmom niossieae
(50 mr), 20 mn (500 Nimiten nepBuHHE Ta BpuTaHis OHOBJIIOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
mr), 40 ma (1000 mr) BTOPVHHE Mopsaky 34jiicHeHHs dhapMakoHarisay,
y thnakoHax, no 1 nakyBaHHS: 3aTBEPAKEHOr0 Haka3oM MiHICTepCcTBa OXOPOHM
dhnakoHy B nauwi IHTac 37,0p0B’sA YKpaiHu Bif 27 rpyaHs
dapmacboTikan3 2006 poky Ne 898, 3apeecTpoBaHOro B
Nimiteq, IHAiS; MiHicTepcTsi tocTuuil Ykpainu 29 ciuHsa 2007
BUNYCK cepii: poky 3a Ne 73/13340 (y pefaxuii Hakasy
AKKOP/[, XE/ICKEA MiHicTepcTBa OXOpPOHM 340pOB'A YKpaiHu Big 26
NIMITEL, Benuka BepecHs 2016 poky Ne 996), cTaHOBUTbL: 3rigHO
BpuTaHis; 3i CTpOKamu, 3a3Ha4eHUMU y NepioanYHOCTI
BTOPVHHE NOAAHHSA perynsipHuX 3BiTiB 3 6e3neku.
nakyBaHHS:
Akkoppa, Xenckea
NimiTen, Benuka
BputaHis
6. O3ENAP PO34uH ANs iHgysil TOB "tOpis- YkpaiHa TOB "HOpis-dapm” Ykpaina peecTpadist Ha 5 pokis 3a He UA/17983/01/01
Ta opasIbHOro dapm" MepiognyHICTb NOAaHHA PerynspHo peyernmom nionszae
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Ne Hassa dopma surnycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayitiHa npoyedypa Ymosu Pexknamys Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayiliHo2o
n 3acoby ynakoska) NocBi0YeHHs1
KapToHYy 3a3Ha4YeHVMU y NepioanMYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
7. OJIONATAAN | kpucTanivyHuii ToBapucTBO YkpaiHa ®.1.C. DABBPIKA ITania peecTpadist Ha 5 pokis - He UA/17984/01/01
HY MOPOLLIOK 3 ITANIAHA nionsi2ae
FAPOXNOPU | (cy6ecTaHuis) y obMmexeHo CIHTETIHI C.MN.A.
il noAgiliHMx Bignosiganb
nonieTnIeHoBmxX HICTIO
naketax ans "PapmaueBT
chapmaLeBTUYHOro nyHa
3aCcToCyBaHHSA KOMnNaHis
"3popos'a”
8. OMENPA3O0/1 | kancynuv TBepai TOB YkpaiHa BUPOBHMLTBO, IcnaHis peecTpadist Ha 5 pokis 3a He UA/17985/01/01
KMLIKOBOPO34MHHI Mo | "APTEPIYM nepBUHHE Ta MepioAnYHICTb NOAAHHST PETYNISAPHO peyenmom niossieae
20 wr, no 10 kancyn nTa" BTOPVHHE OHOBJ/IHOBAHOTO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
y 6nicTepi, no 3 nakyBaHHs, Mopsaky 34iicHeHHsT hapMakoHarasay,
6nicTepy B nayy, KOHTPO/1b Ta BUMYCK 3aTBEPKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
cepii: 3[0p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne
Nab6opaTtopioc 898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuULji
NikoHca, C.A., Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
IcnaHis; pefakuii Hakasy MiHicTepcTBa OXOPOHU
ninsiHka ans 3/10pOB's YKpaiHu Bif 26 BepecHst 2016 poky Ne
albTepHaTUBHOIO 996), cTaHOBUTL: 3riAHO 3i CTpOKamMu,
BTOPVHHOIO 3a3HaYeHMK y NepiognyHOCTI NOAaHHSA
nakyBaHHs: perynspHux 3siTiB 3 6e3neku.
ATgic dapma, C.N1.,
IcnaHis;
ninsiHka ans
anbTepHaTUBHOIO
KOHTPO/II0 3a
nokasHvkom MbY:
Nab6opaTopio
EueBapHe, C.A.,
IcnaHis;
AinsHka ans
a/lbTePHATUBHOIO
BTOPVHHOIO
nakyBaHHs:
ManaHTian IHTerpa,
C.J1.Y., IcnaHig
9. O®PJTIOKCALM | kpanni ouHi, 3 Mr/mn TOB YkpaiHa TOB "®APMEKC Ykpaina peecTpauist Ha 5 pokis 3a He UA/17986/01/01
H-®APMEKC no 5 mn y cpnakoHi, "®APMEKC reyn MepioAnYHICTb NOAAHHS PErynsipHO peyenmom niossieae
no 1 pnakoHy reryn" OHOBJIIOBAHOrO 3BiTY 3 6€3neku, BiANOBIAHO A0

pa3oMm 3 KPULLKOKO-
KpanenbHULEe B
navui

Mopsigky 34iicHeHHs hapmakoHaraagy,
3aTBEPXEHOro HakazoM MiHiCTepcTBa OXOPOHM
370poB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi loCcTumLji
YkpaiHnu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
peaakuii Hakasy MiHicTepcTBa OXOpPOHU
30,0p0B'st YKpaiHu Big 26 BepecHsi 2016 poky Ne
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Ne Hassa dopma surnycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayitiHa npoyedypa Ymosu Pexknamys Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayiliHo2o
n 3acoby ynakoska) NocBi0YeHHs1
996), cTaHOBUTL: 3riAHO 3i CTPOKaMMu,
3a3HayveHMn y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.
10. | NPEFABANIH | nopotLuok MNAT Ykpaina XIKAN NIMITEL IHAis peecTpauis Ha 5 pokis - He UA/17987/01/01
(cybeTaHuis) y "KniBmegnp nionsizae
noAgiliHMx enapar”
nonieTnIeHoBmxX
naketax gns
chapmaLeBTUYHOro
3aCTOCYBaHHS
11. | POTAN®EH PO34UH NS iH'EKLN, yopna TypeyuunHa dapmaBixH CaH. Be TypeyunHa peecTpadis Ha 5 pokiB 3a He UA/17988/01/01
50 mr/2 mn, no 2 mn MEANLUNH Tigpk. A.LL. MepioAnYHICTb NOAAHHS PErynsipHO peyenmom niosnsieae
B amnyni; no 5 INAY CAH. OHOBJIHOBAHOrO 3BiTYy 3 6€3Meku, BiANOBIAHO A0
amnys B KOHTYpHili BE TIAX. Mopsaky 34iicHeHHs hapMakoHarisay,
YapyHKOBIi AL 3aTBEPXEHOrO Haka3oM MiHiCTepcTBa OXOPOHM

ynakosLj; no 1 a6o 2
KOHTYPHIi YapyHKOBI
yNaKkoBKN y
KapTOHHI KOpoo6Li

340pOoB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi toCTuULji
YKkpaiHnu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
peaakuii Hakasy MiHicTepcTBa OXOPOHU
3[10pOB'A YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKaMM,
3a3Ha4YeHUMK Y NepioguYHOCTI NoJaHHS
perynsipHux 3BiTiB 3 6e3neku.

HauanbHUK Bigaginy 3 nutaHb (papmauneBTUYHOI
[iANnbHOCTI lenapTaMeHTy peasiisauii NONITUK

NMEPENIK

T.M. NacKoBCbKUu

Joparok 2

J0 Haka3y MiHicTepcTBa 0X0poHH

300pOB’A YKpaiHu
18.03.2020 Ne 673

NMEPEPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEANYHNX IMYHOBIO/IONYHUX MPENAPATIB), AKI
BHOCATbLCA A0 AEPXXABHOI'O PEECTPY JIKAPCbKUNX 3ACOBIB YKPAIHA
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknam Homep
n/ | nikapcbkoeo | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | yBaHHs | peecmpayiliHo20
n 3acoby YnakosKa) nocBi04YeHHs1
1. A3APrA® Kpanni o4Hi, no 5 mn HoBapric | LUBeliuapis AnKoH-KyBpbop Benbris MepepeecTpaLisi Ha HEOOMEXEHNI TEPMIH 3a He UA/10400/01/01
y dhnakoHi- dapma Al MepiognyHicTb NOAAHHA PEry/IPHO OHOBJ/IIOBAHOTO | peyerimom | nidsiseae
KpanenbHuui "Apon- 3BiTy 3 6e3neku, BignoBigHO A0 Mopaaky 34iicHeHHS
TeiliHep®"; no 1 hapmakoHarnagy, 3aTBepAXeHoro Hakasom
chnakoHy- MiHicTepcTBa 0XOpOHU 30,0POB’A YKpaiHu Big 27
KpanenbHuui y rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
KOpo6Li 3 KapTOHY MiHicTepcTBi tocTuuii Ykpainu 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHW 370pOB'A YKpaiHu Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HAYEHNMM
y NepioANYHOCTI NOAAHHS PErynspHUX 3BITIB 3
6e3neku.
2. | AKTPANIA® PO34MH AN8 iH KL, AIT HoBso [Janis Brpo6HMK [Oanis/ MepepeecTpavis Ha HEOOMEXEHUI TEPMIH. 3a He UA/0325/01/02
HM 100 MO/mn no 10 Hopgaick Hepo3dacoBaHoro ®paHuisa 3MiHM Woao 6e3nekun/edhekTBHOCTI Ta peyenmom | nidssizae
My cpnakoHi; no 1 nNpoayKTY, thapmakoHarnagy. 3MiHU y KOPOTKili XxapakTepucTuLi
chnakoHy y HanoBHEHHSA B nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLi
KapTOHHIlA KopoobLi 1akoHW, NepBMHHA [ONs MeAMYHOro 3acTOCyBaHHS Y 3B’A3KY i3 HOBUMM
yrnakoBKa, KOHTPO/1b OaHUMK 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHAMUW faHuMK Ta
AKOCTI Ta AaHumy 3 hapmakoHarnsgy - 3MiHM BHECEHO A0
BiANOBiAa/IbHWIA 32 IHCTPYKUIT AN MEAMYHOrO 3aCTOCYBaHHS NMiKapCbKoro
BWMYCK Cepili 3acoby Ao po3ainy "®apmakoTepaneBTuyHa rpyna’,
KIHLLEBOrO NPOAYKTY: "®apmakonoriyHi BnactusocTi”, "lMpoTunokasaHHs",
A/T Hoso Hopagick, "B3aemogis 3 iHWMMU NiKkapcbKMKU 3acobamMm Ta iHLWi
[JaHis; BMAM B3aemogiit”, "OcobmMBOCTi 3aCTOCyBaHHA",
Brpo6HWK npoAykuii "Cnoci6 3acTtocyBaHHs Ta go3un", "MepeaosysaHHs",
3a MOBHUM LIMK/IOM: "Mo6iyHi peakwyji" BignoBigHO Ao iHhopMaLii CTOCOBHO
HoBo Hopgick 6e3neku, SiKka 3a3HayeHa B MaTepianax
MpogtokcboH CAC, peecTpauiiHoro focCbeE.
dpaHuis; MepiognyHICTb NOAAHHS PerynsipHO OHOB/THOBAHOrO
Bupo6Huk ans 3BiTy 3 6e3neku, BignoBigHO A0 Mopaaky 34iicHEHHSA
MapKyBaHHS Ta hapmakoHarnsgy, 3aTBepaXeHoro Hakasom
yMakoBKM (0N1aKoHIB, MiHicTepcTBa 0XOpOHU 340pOB’A YKpaiHu Big 27
BTOPVHHOIO rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
nakyBaHHs: MiHicTepcTBi tocTuuii Ykpainm 29 ciuHs 2007 poky 3a
A/T Hoso Hopagick, Ne 73/13340 (y pepakuii Hakady MiHicTepcTBa
[aHis OXOPOHW 30pOB'A YkpaiHu Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBWTb: 3riAHO 3i CTPOKaMM, 3a3HAYEHNMM
y NepioANYHOCTI NOAAHHSA PErynspHUX 3BITIB 3
6esneku.
3. | APKOKCIA® TabneTkun, BKpUTI Mepk Wapn i |LWBseliyapis BMPOBHUK Icnanis/ MepepeecTpauis Ha HEOBMEXEHWNIA TEPMIH. 3a He UA/10704/01/04
NNiBKOBOO Joym IAEA Hepo3dhacoBaHO| HigepnaH 3MiHM Woao 6e3nekun/edhekTMBHOCTI Ta peyenmom | ridssieae
060/10HKO10, N0 120 6X NPOAYKLT, KOHTPO/b on thapmakoHarnagy. 3MiHU y KOPOTKili XxapakTepucTuLi
Mr; 1o 7 TabneTok y AKOCTIi, NaKyBaHHs: nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLi
6nicTepi; no 1 ®poccT I6epuka, C.A., 0151 MeMYHOro 3aCTOCyBaHHSA Y 3B’A3KY i3 HOBUMM
6nictepy y IcnaHis; OaHuMK 3 AKOCTI, AOKNIHIYHUMU, KAIHIYHAMUW faHuMu Ta
KapTOHHI KOpoOLii nakyBaHHs1, BUMYCK AaHumy 3 hapmakoHarisgy - 3MiHM BHECEHO 40
cepi: IHCTPYKUII AN MeQUYHOro 3aCTOCyBaHHA NiKapcbKoro
Mepk Wapn i Joym 3acoby y po3ainu "®apmakonoriyHi BnactnsocTi”
B.B., Hinepnanan (yTouYHeHHst iHchopmauii), "B3aemogis 3 iHwmmu
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Ha3ssa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
YnakosKa)

3assBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs

Homep

peecmpayitiHo2o

nocBi04YeHHs1

nikapcbknMun 3acobamu Ta iHWi BUAn B3aemogini',
"Oco61MBOCTI 3acTocyBaHHS", "3acTocyBaHHs y
nepioZ, BaritTHoOCTi ab0 rogyBaHHs rpyaato"(yTOYHEHHS
iHchbopmawii), "Mo6iyHi peakuii” BiANOBIAHO A0
mMarepianis peecTpaLiiHoro JOCbE.
MepioguyHICTb NOAA@HHS PerynsipHO OHOB/IHOBAHOMO
3BiTy 3 6e3nekw, BignoBiAHO A0 MopsaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepPMKEHOr0 Haka3om
MiHicTepcTBa OXOPOHMW 300P0B’S YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainm 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 340P0B'A YKpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBWTB: 3riAHO 3i CTPOKaMK, 3a3HaYEHNMM
y NepioAnYHOCTI NoAAaHHA perynsipHux 3BiTiB 3
6e3neku.

APKOKCIA®

TabneTku, BKpUTI
N/1iBKOBOIO
0060/10HKOI0, Mo 30
Mr no 7 TabneTtok y
6nictepi; no 1 a6o 4
6nictepn y
KapTOHHIli Kopoobui

Mepk Wapn i

Ooym IAEA
6X

LLiBefiuapis

BMPOBHUK
Hepo3dracoBaHOl
NpoAyKLii, KOHTPOsIb
AKOCTI, NaKyBaHHS:
dpoccT 16epuka, C.A.,
IcnaHis;
nakyBaHHS, BUMYCK
cepit:

Mepk Wapn i Joym
B.B., Hinepnanan

Icnanis/
HigepnaH
an

MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH.
3MiHU Woao 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOPOTKil xapakTepucTumui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTpYKLi
AN MeAMYHOro 3acTOCYBaHHSA y 3B’A3KY i3 HOBUMM
OaHVMK 3 SIKOCTi, JOKNIHIYHAMU, KAIHIYHUMW AaH MK Ta
JaHnuMu 3 dhapMakoHarnifgy - 3MiHM BHECEHO [j0
HCTPYKLT AN MeAUYHOro 3acTOCYBaHHS NikapCbKoro
3acoby y po3ginu "®apmakonoriyHi BnactneocTi”
(yTouHeHHs iHchopmawii), "B3aemogis 3 iHWmmun
nikapcbknMK 3acobamu Ta iHWi BUAM B3aeMogiid",
"Oco611BOCTI 3acTOCyBaHHS", "3acTocyBaHHs y
nepiog, BaritTHOCTi abo roAyBaHHs rpyAato" (YTOUHEHHS
iHdhopmadii), "Mo6iyHi peakuii” Bi4NOBIAHO A0
mMaTepianis peecTpawiiHoro fOCheE.
MepiognyHICTb NOAAHHS PerynsipHO OHOB/IHOBAHOrO
3BiTy 3 6e3neku, BignoBigHO A0 Mopaaky 34iicHEHHSA
thapmakoHarnisigy, 3aTBepMKEHOro Haka3om
MiHicTepcTBa 0XOpoHU 30,0pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainm 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 30pOB'A YKpaiHu Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBWTb: 3riAHO 3i CTPOKaMK, 3a3HAYEHNMM
y NepioANYHOCTI NOAAHHSA PErynspHUX 3BITIB 3
6esneku.

3a
peyenmom

He
nionsieae

UA/10704/01/01

APKOKCIA®

TabneTkn, BKPUTI
NNiBKOBOO
060/10HKO10, M0 60
Mr 110 7 TabneToK y
6nicTepi; no 1 a6o 4
6nictepn y
KapTOHHI Kopobui

Mepk Wapn i

Joym IAEA
6X

LLiBefuapis

BMPOBHUK
Hepo3dhacoBaHO|
NPOAYKLT, KOHTPO/b
AKOCTIi, NaKyBaHHs:
®poccT I6epuka, C.A.,
Icnanis;
nakyBaHHs, BUNyCK

Icnanis/
HigepnaH
an

MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH.
3MiHM Woao 6e3nekun/edhekTMBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKili XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKL,i
N8 MeANYHOro 3acTOCYBaHHS y 3B’A3KY i3 HOBUMM
OaHuMK 3 AKOCTI, AOKNIHIYHUMU, KAIHIYHAMUW faHuMu Ta
JaHMMK 3 chapmMakoHarnsay - 3MiHM BHECEHO 10

3a
peuyernmom

He
nionseae

UA/10704/01/02
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Ha3ssa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
YnakosKa)

3assBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs

Homep

peecmpayitiHo2o

nocBi04YeHHs1

cepii:
Mepk Wapn i Joym
B.B., HigepnaHnaun

IHCTPYKLi 415 MeAUYHOro 3acTOCyBaHHS NiKapCbKOro
3acoby y po3ginu "®apmakonorivyHi BnactmBocTi”
(yTouHeHHs iHdhopMmaLiT), "B3aemMogis 3 iHWwmMu
NikapcbKMMU 3aco6amu Ta iHLi BUAW B3aemogiii",
"Oco61MBOCTI 3acTocyBaHHS", "3acTocyBaHHs y
nepioZ, BaritTHoOCTi ab0 rogyBaHHs rpyaato"”(YyTOYHEHHS
iHcbopmawii), "Mo6iyHi peakuii” BiANOBIAHO A0
mMarepianis peecTpauiiHoro JOCbE.
MepiogUyHICTb NOA@HHS PerynsipHO OHOB/HOBAHOMO
3BiTy 3 6e3nekw, BignoBiAHO A0 MopsaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepPMKEHOr0 Haka3om
MiHicTepcTBa OXOPOHMW 300P0B’S YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainm 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 340P0B'A YKpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBWTB: 3riAHO 3i CTPOKaMK, 3a3HaYEHNMM
y NepioAnYHOCTI NOAAaHHA perynsipHuX 3BiTiB 3
6e3neku.

APKOKCIA®

TabneTku, BKpUTI
N/1iBKOBOIO
0060/10HKOI0, N0 90
Mr no 7 TabneTtok y
6nictepi; no 1 a6o 4
6nictepn y
KapTOHHIli Kopoobui

Mepk Wapn i

Ooym IAEA
6X

LLiBefiuapis

BMPOBHUK
Hepo3dracoBaHOl
NpPoAyKLii, KOHTPO/Ib
AKOCTI, NaKyBaHHS:
dpoccT 16epuka, C.A.,
IcnaHis;
nakyBaHHS, BUMYCK
cepi:

Mepk Wapn i Joym
B.B., Hinepnanan

Icnanis/
HigepnaH
an

MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH.
3MiHU Woao 6e3nekn/eddeKTUBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKil XxapakTepucTumLi
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTpYKLi
AN MeAMYHOro 3acTOCYBaHHSA y 3B’A3KY i3 HOBUMM
OaHVIMK 3 SKOCTi, JOKNIHIYHAMU, KAIHIYHUMW AaH MK Ta
JaHuMu 3 dhapmakoHarnfgy - 3MiHM BHECEHO [j0
HCTPYKLT AN MEAUYHOro 3acTOCYBaHHS NikapCbKoro
3acoby y po3ginu "®apmakonoriyHi BnactneocTi”
(yTouHeHHs iHchopmawii), "B3aemogis 3 iHWmmun
nikapcbknMK 3acobamu Ta iHLWi BUAM B3aeMogiid",
"Oco611BOCTI 3acTOCyBaHHS", "3acTocyBaHHs y
nepiog, BaritTHoOCTi abo rogyBaHHs rpyAato" (YTOUHEHHS
iHdhopmadii), "Mo6iyHi peakuii” Bi4NOBIAHO A0
mMaTepianis peecTpawiiHoro fOCheE.
MepiognyHICTb NOAAHHS PerynsipHO OHOB/IHOBAHOrO
3BiTy 3 6e3neku, BignoBigHO A0 Mopaaky 34iicHEHHSA
thapmakoHarnisigy, 3aTBepIKEHOr0 Haka3om
MiHicTepcTBa 0XOpoHU 300pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainm 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHW 30pOB'A YKpaiHu Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBWTb: 3riAHO 3i CTPOKaMM, 3a3HAYEHVMM
y NepioANYHOCTI NOAAHHSA PErynspHUX 3BITIB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/10704/01/03

BEKOHA3E

cnpeli HazaNbHWiA,
cycneHsis, 50
MKr/ao3y no 100 o3
a60 180 go3y

TOB
«MNEPPIFO
YKPAIHA»

Ykpaina

BMPOGHMLITBO 3a
NOBHUM LMK/IOM:
nakco Bennkom C.A.,
IcnaHis;

Icnanis/
ABCTpIA

MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH.
3MiHM Woao 6e3nekun/edhekTMBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKili XxapakTepucTuLi
NiKapCbKoro 3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKL,i

6e3
peyenma

nidnsieae

UA/3140/01/01
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a6o 250 mn, abo
400 mn, a6o 500 mn
y naswkax; no 250
mn abo 500 mn y
KOHTeliHepax

thapmakoHarnsgy. 3MiHa y KOpOTKill xapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKL,i
AN MeAUYHOro 3acTOCyBaHHS Ha NiACTasi perynspHo
OHOBJIIOBAHOrO 3BiTY 3 6€3neKkun NiKapcbkoro 3acooby,
ab0 pocnimkeHb 3 6e3nekn 3acTOCyBaHHS JiKapCbKOro
3acoby B nicnisipeecTpawiiiHuii nepiod, abo sk
pe3ynbTaT OLiHKM 3BiTY 3 AOCNIAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NiaHy negiatpuyHnx gocnigxers (PIP)
(3MiHY y3rofXX€HO 3 KOMMETEHTHUM YNOBHOBaXKEHVM
OpraHoMm) - 3MiHW BHECEHO [0 iHCTPYKLiT ANns
MEeAMYHOro 3aCTOCyBaHHSA MiKapCcbKoro 3acoby Ao
po3ginis "lNpoTmnokasaHHA", "OcobunBi 3axoau
6e3nekun”, "B3aemMogia 3 iHWMMKN NiKapCbKUMu
3acob6amu Ta iHWi BUAY B3aemogiii", "OcobnmsocTi
3acTocyBaHHs", "3acTocyBaHHS y nepiog BariTHOCTi
abo rogyBaHHs rpyaa” (YTOUHEeHHs iHhopmadii),
"3paTtHICTb BIAMBATK Ha LWUBMAKICTb peakuii npn
KepyBaHHi aBTOTPaHCMopToM abo iHWMMK
MexaHizmamu”, "Cnoci6 3actocyBaHHA Ta fo3m "
(yTouHeHHs iHcbopmavi), "AiTn" (yTouHeHHs
iHchbopmawii), "Mo6iyHi peakuii” Ta KopoTkoi
XapaKTepuCTUKM NiKapcbKoro 3acoby A0 po3ainis
"MpoTrnokasaHHs", "B3aeMogis 3 iHLIMMK NiKapCbKUMun
3aco6amu Ta iHWi Buan B3aemogiin”, "Ocobnmsi
3acTepexeHHs Ta 3anobikHi 3axoau npu
3acToCyBaHHI", "3acTocyBaHHS Mif Yac BariTHOCTI Ta
rofyBaHHs rpyaar”, "Aitn","[lo3n Ta cnocio

Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknam Homep
n/ | nikapcbkoeo | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | yBaHHs | peecmpayiliHo20
n 3acoby YnakosKa) nocBi04YeHHs1
hnakoHi BMPOGHMLTBO 3a AN MeAMYHOro 3aCTOCYBaHHS Yy 3B'A3KY i3 HOBUMM
noninponineHoBoMy NMOBHVM LUK/TOM: OaHUMM 3 SIKOCTi, AOKNIHIYHUMU, KNIHIYHAMW gaHuMK Ta
a6bo Pixapg BiTTHep AT, AaHumuy 3 hapmakoHarnsgy - 3MiHM BHECEHO [0
nosieTuIeEHOBOMY, ABCTpist IHCTPYKUII AN MeAUYHOro 3aCTOCYyBaHHSA NiKapcbKoro
3’eHaHOMY 3 3acoby Ao posginis "lMpoTunokasaHHs", "Blaemogis 3
[03ylo4num iHLWMMK NiKapcbKMK 3acobamu Ta iHWi BUAn
NPUCTPOEM, B3aemMogiin","Oco6MBOCTI 3acTocyBaHHA", "
HOCOBUM afanTepom 3acTocyBaHHsA y nepiof BaritTHOCTi abo rogyBaHHs
Ta KpuLleukoto; no 1 rpyaat” (YTouHeHHs iHdhopmadi), "Mo6ivHi peakuii”
th1akoHy B KOPOOGL BiINOBIAHO O MaTepianiB peecTpaLiiHoro Aocke.
MepiognyHICTb NOAAHHS PerynsipHO OHOB/THOBAHOrO
3BiTy 3 6e3neku, BignoBigHO A0 Mopaaky 34iicHeHHS
hapmakoHarnsgy, 3aTBepaXeHoro Hakasom
MiHicTepcTBa 0XOpOHU 30,0POB’A YkpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii YKpainun 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHW 370pPOB'sA YKpaiHu Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HaYEHNMM
y NepioANYHOCTI NOAAHHS PErynspHUX 3BITIB 3
6e3neku.
8. FEKOOE3® pO3unH ANs iHQysii TOB "lOpis- | YkpaiHa TOB "tOpis-®apm” YkpaiHa MepepeecTpavis TepMiHOM Ha 5 pokis. 3a He UA/3672/01/01
60 mr/mn no 200 mn dapm” 3MiHM Woao 6e3nekun/edhekTNBHOCTI Ta peyenmom | nidssizae
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KapTOHHIlA KopoobLi

reHepuYHUX/ribpuaHNX/6ionodibHNX NikapcbKnx
3aco06iB Nic/1s BHECEHHS TiEl camoi 3MiHN Ha
pechepeHTHUIA Npenapar (3mMiHa He NoTpebye HagaHHA
XXOZHVX HOBMX A0AATKOBUX @HKX) - 3MiHA BHECEHO [0
HCTPYKLT AN MeAUYHOro 3aCTOCYBaHHS NikapCbKoro
3acoby A0 po3ginis "B3aemMogis 3 iHLWMMU AiKapCbknMun
3acob6amu Ta iHWi BUuav B3aemogiin”, "OcobmBocTi
3acTocyBaHHs", "34aTHICTb BN/IMBATW Ha LUBUAKICTb
peaxuii Npy KkepyBaHHi aBTOTPAHCNOPTOM ab0 iHLWMMK
mMexaHismamu", "MepefosyBaHHa", "Mo6iyHI peakuii”
BiANOBIAHO A0 iHGopMAaLl pedhepeHTHOro Nikapcbkoro
3acoby (TRUSOPT® 20 mg/ml eye drops, solution).
MepiogUyHICTb NOAAHHS PerynsipHO OHOB/HOBAHOrO
3BiTy 3 6e3neku, BignoBigHO A0 Mopaaky 34iicCHEHHS
hapmakoHarnsgy, 3aTBepaXeHoro Hakasom

Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknam Homep
n/ | nikapcbkoeo | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | yBaHHs | peecmpayiliHo20
n 3acoby YnakosKa) nocBi04YeHHs1
3acTocyBaHHs", "Bnave Ha 34aTHICTb kepyBaTu
TpaHCMopTHUMK 3acobamu abo npauioBaTy 3 iHWKMK
aBTomartn3oBaHumMu cuctemamu’”, “MobiuHi peakwii”
BiAANOBIAHO A0 OHOBNEHOI iHhopMaL,ii 3 6e3neku
3aCTOCYBaHHS fjil040i Pe4yoBUHM
riApOKCIeTUNKPOXMaUTb.
MepiognyHICTL NOAAHHA PeryasipHO OHOB/IOBAHOTO
3BiTy 3 6e3neku, BignoBigHO A0 Mopaaky 34iiCHeHHA
thapmakoHarnsgy, 3aTBepAXeHOro Hakasom
MiHicTepcTBa OXOpPOHW 340POB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuUii Ykpainu 29 ciyHa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 340pOB's YKpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riHO 3i CTPOKaMW, 3a3HaYEHUMU
y NePioANYHOCTI NOAAHHA PErynspHUX 3BITiB 3
6e3neku.
9. OOKTOP cupon, no 100 mn y TOB YkpaiHa FOHiK ®apmacbioTuKas IHais MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH. 6e3 lionsizae UA/2408/02/01
MOM® nAswLi 3i ckna; no 1 "[IKOHCOH i NabopaTtopi3 MepiognyHICTL NOAAHHSA PerynsipHo OHOB/IIOBAHOTO peyenma
NAAWL B KAPTOHHIN L[KOHCOH (BigaineHHs dipmu 3BiTy 3 6e3neku, BignoBigHO A0 Mopaaky 34iicHeHHA
Kopo6ui; no 100 mn YkpaiHa" k. B. Kemikan3s eHg thapmMakoHarnagy, 3aTBepAkeHoro Hakasom
abo no 150 mny PapmacboThKan3 MiHicTepcTBa 0XOpOHM 340pOB’A YKpainu Big 27
naswui 3 nrp) rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
nonietTuneny; no 1 MiHicTepcTBi tocTuuii Ykpainu 29 ciuHa 2007 poky 3a
NAAWL pasom 3 Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
MipHOI0 CK/TSIHKOIO B OXOPOHU 340POB'sA YKpaiHu Big 26 BepecHs 2016 poky
KapTOHHIlA KopooLi Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMW, 3a3HaYEHUMU
y NepioANYHOCTI NOAAHHA PErynspHUX 3BITIB 3
6e3neku.
10. | AOP3ONTUK | kpanni ouHi, po3uunH, | Bapwascbkn | [Monbla BapLuaBcbkuii MonbLa MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/14472/01/01
20 mr/mn no 5 mn " hapMaueBTUUHWIA 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peyenmom | nidssieae
PO34YrHY Y hriakoHi- thapmaueBT 3aBog MNonbgha AT thapmakoHarnagy. 3MiHU y KOpPOTKili XapakTepucTuui
KpanesibHuuj; no 1 WYHWIA 3aBOf, NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKU,i
chnakoHy B Monbcha AT 0151 MeMYHOro 3aCTOCyBaHHSA
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknam Homep
n/ | nikapcbkoeo | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | yBaHHs | peecmpayiliHo20
n 3acoby YnakosKa) nocBi04YeHHs1
MiHicTepcTBa OXOpPOHW 340POB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 340pOB's YKpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMW, 3a3HaYEHUMU
y NEPioANYHOCTI NOAAHHA PErynspHUX 3BITIB 3
6e3neku.
11. | EYBAKC B cycneHsis gns TOB YkpaiHa Enfxi Kem, N14. Kopes nepepeecTpawis Ha HeobMeXeHuli TepMiH 3a He UA/13950/01/01
BAKUVHA iH'exuUin, 20 mMKr/go3y "Papma 3MiHm |l Tuny - 3miHK Woao 6e3nekn/edhekTUBHOCTI Ta | peyenmom | nidsisizae
ans no 1,0 mn (1 gosa) y Nandg" thapmakoHarnsgy. 3MiHU y KOPOTKili XapakTepucTumui
MPODINAKT dhnakoHi; no 1, 10 NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKU,T
KN abo 20 chnakoHis y [ONs MeANYHOro 3acTOCyBaHHS Y 3B’A3KY i3 HOBUMM
FEMATUTY B, | kapTOHHIli navui OaHUMK 3 SIKOCTi, AOKNIHIYHUMY, KNIHIYHAMW gaHuMK Ta
PEKOMBIHA JaHumuy 3 hapmakoHarnsgy - 3MiHM BHECEHO [0
HTHA PIOKA IHCTPYKUIi 418 MEAUYHOro 3aCTOCYyBaHHS NiKapcbKoro
3acoby Ao posginis "®apmakoTepaneBTuyHa rpyna’
(YyTOUYHEHHs TekcTy 6e3 3MiHu kogy), "Moka3aHHS"
(yTouHeHHs chopmytoBaHHs), "MpoTrnokasaHHNA",
"B3aemogis 3 iHWMMU NiKkapCbKMKU 3acob6amMm Ta iHLWi
BMAM B3aemogiit”, "OcobMBOCTi 3aCTOCyBaHHA",
"Cnoci6b 3acTocyBaHHA Ta A031" (YTOYHEHHS
hopmyntoBaHHs), "OiTn" (yTo4UHeHHS chopMy/THoOBaHHS)
BiANOBIAHO [0 MaTepianiB peecTpaviliHoro foche.
MepiognyHICTL NOAAHHSA PerynsipHo OHOB/IIOBAHOTO
3BiTy 3 6e3neku, BignoBigHO A0 Mopaaky 34iicHeHHA
thapmakoHarnsgy, 3aTBepAXeHOro Hakasom
MiHicTepcTBa 0XOpOHW 340POB’A YKpaiu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 340POB'sA YKpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMW, 3a3Ha4YEHUMU
y NepioAVYHOCTI NOAAHHA PerynsipHuX 3BiTiB 3 6e3neku
12. | EYBAKC B cycneHsis gns TOB YkpaiHa Enfxi Kem, N14. Kopes nepepeecTpawis Ha HeobMeXeHuli TepMiH 3a He UA/13950/01/02
BAKUWHA iH'ekwji, 10 MKr/po3y "dapma 3MiHu |l Tuny - 3miHK Woao 6esnekn/edekTUBHOCTI Ta | peyenmom | nidssi2ae
and no 0,5 mn (1 posa) y Nand" thapmakoHarnsgy. 3MiH1 y KOPOTKili XxapakTepucTumui
MPO®INAKT dhnakoHi; no 1, 10 nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTpYKLi
KN a60 20 chnakoHiB y 0151 MeANYHOro 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMMU
FEMATUTY B, | kapTOHHIli navui OaHVIMU 3 SKOCTi, JOKNIHIYHAMU, KAIHIYHUMW AaHMKn Ta
PEKOMBIHA AaHnumuy 3 papmakoHarnsagy - 3MiHM BHECEHO [0
HTHA PIOKA IHCTPYKUII 418 MeAUYHOro 3aCTOCyBaHHSA NiKapcbKoro

3acoby Ao po3ginis "®apmakoTepaneBTUYHa rpyna”
(yTOYHeHHS TekcTy 6e3 3MiHu Koay), “INokazaHHsA"
(yTouHeHHs chopMyoBaHHsS), "MpoTunokasaHHA",
"B3aemogis 3 iHWVMKU NiKkapcbKMKU 3acob6amMm Ta iHLWi
BMAM B3aemogiin”, "OcobmMBOCTi 3acToCyBaHHA",
"Cnoci6 3acTocyBaHHA Ta A031" (YTOYHEHHS

dopmyntoBaHHs), "AiTn" (yTO4UHeHHS hOpMy/THoBaHHS)
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Ha3ssa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
YnakosKa)

3assBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs

Homep

peecmpayitiHo2o

nocBi04YeHHs1

BiZJNOBIAHO A0 MaTepianiB peecTpauiliHoro 4oCbe.
MepiognyHICTb NOAAHHS PerynsipHO OHOB/THOBAHOMO
3BiTy 3 6e3neku, BignoBigHO A0 Mopaaky 34iicHeHHS
hapmakoHarnsgy, 3aTBepAXeHoro Hakasom
MiHicTepcTBa 0XOpOHU 30,0POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii YKpainmn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHW 370pOB'A YKpaiHu Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HAYEHNMM
y NepioAnYHOCTI NOAAHHS PerynsipHux 3BiTiB 3 6e3neku

13.

INOMELIH

KOHLleHTparT Ans
pO34unHy Ans
iHdpy3iiA, 20 MKr/m,
no 1 mn B amny i,
no 5 amnyny
KapTOHHIlA KopoobLi

Baiiep Al

HimeuunHa

Bepnivepg, C.A.

IcnaHis

MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH.
3MiHM Woao 6e3nekun/ehekTnBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTumui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKU,T
[ONS MeANYHOro 3acTOCyBaHHS Y 3B’A3KY i3 HOBUMMN
OaHUMK 3 SKOCTi, AOKNIHIYHUMU, KNIHIYHAMW gaHuMKn Ta
JaHuMu 3 dhapMakoHarnagy - 3MiHM BHECEHO [10
IHCTPYKUIT AN MEAMYHOTO 3aCTOCYBaHHS NMiKapCbKOoro
3acoby Ao po3gainis: "OcobAnBOCTI 3aCTOCYBaHHA",
"Mo6ivHi peakui™ BignNoBigHO A0 MaTepianis
peecTpauinHoro focheE.

MepiognyHICTb NOAAHHS PerynsipHO OHOB/IHOBAHOrO
3BiTy 3 6e3neku, BignoBigHO A0 Mopaaky 34iicHEHHSA
hapmakoHarnsgy, 3aTBepaXeHoro Hakasom
MiHicTepcTBa 0XOpoHU 30,0pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainm 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 30pOB'A YKpaiHu Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBWTb: 3riAHO 3i CTPOKaMK, 3a3HAYEHNMM
y NepioANYHOCTI NOAAHHSA PErynspHUX 3BITIB 3
6esneku.

3a
peyenmom

He
nidnsieae

UA/3658/01/01

14.

KONAPEKC®

TabneTku no 12
Tabnetok y 6nictep;
no 1 6nictepy B
KapTOHHIl KopoobLi

nakcoCmitT
KnsaiiH
KoHcblomep
Xernckep
(tOK)
TpegiHr
Nimiten

Benuka
BpuTaHis

BMPOGHMLITBO 3a
MOBHUM LIIK/TOM:
nakcoCmiTKnaiiH
[axrapsaH Jlimites,
Ipnangis;
Bignosigae 3a
NepBUHHY, BTOPUHHY
yNaKoBKY, KOHTPO/1b
AKOCTI (TiNbKn
MikpobiosoriyHa
yucToTa), BUMyCK
cepil:
CMiTKNsiH Bivem
C.A., IcnaHis

IpnaHgis/
Icnanis

MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH.
3MiHM Woao 6e3nekun/edhekTMBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKili XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKL,i
N8 MeANYHOro 3acTOCYBaHHS y 3B’A3KY i3 HOBUMM
OaHuMK 3 AKOCTI, AOKNIHIYHUMU, KAIHIYHAMUW faHuMu Ta
JaHvMK 3 chapmakoHarnsgy - 3MiHM BHECEHO [0
IHCTPYKLT AN MEAUYHOro 3acTOCYBaHHS NikapCbKoro
3acoby fo po3ginis: "®apmakoTepanesTuyHa rpyna”
(yTOuYHeHHs), "dapmakonoriyHi BnacTmeocTi”,
"MpoTunokasaHHsA", "B3aemMogisa 3 iHLWIMMK NikapCbKUMuU
3aco6amu Ta iHWi BUAY B3aemogiii”, "OcobnmBocTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta 4o3un",
"[iTn" (3aTBEpAXeHO: He pekoMeHayeTbCA
3acTOCOBYBaTW Npenapar AiTAM BikoMm A0 12 pokis;
3anponoHoBaHo: He pekoMeHayETbCSA 3aCTOCOBYBATH

6e3
peyenma

rlionsizae

UA/2675/01/01
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Ha3ssa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
YnakosKa)

3assBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs

Homep

peecmpayitiHo2o

nocBi04YeHHs1

npenapar Aitam Bikom Ao 16 pokis), "MNepenosysaHHsA",
"Mo6iyHi peakwyji" BigNOBIAHO [,O OHOBMEHOI
iHbopMmauii 3 6e3nekun 4irunx Ta AOMNOMIKHUX PeYOBUH
nikapcbKoro 3acoby.

MepiognyHICTb NOAAHHS PerynsipHO OHOB/THOBAHOMO
3BiTy 3 6e3neku, BignoBigHO A0 Mopaaky 34iicHeHHS
hapmakoHarnsgy, 3aTBepaXeHoro Hakasom
MiHicTepcTBa 0XOpOHU 34,0pOB’A YkpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii YKpainun 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHW 3[0pOB'A YKpaiHu Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HaYEHNMM
y NepioANYHOCTI NOAAHHS PErynspHUX 3BITIB 3
6e3neku.

15.

KOPBITO/I®
100

Tabnetku no 100 wmr,
no 10 Tabnetok y
6nictepi, no 3 abo 5
6nictepiB y
KapTOHHIli Kopoobui

BEP/IH-
XEMI Al

HimeyunHa

Bupo6HuK, Lo
BUKOHY€E BUPOOHNLTBO
npenaparty "in bulk”,
KOHTpOnb cepii:
BEPJIIH-XEMI AT,
HimeuunHa,
Bupo6HuK, Lo
BUKOHYE KiHL|eBe
nakyBaHHS:
MeHapiHi-®oH XeligeH
M6X, HimeuunHa;
BUpO6HMK, L0
BMKOHYE KiHLEBE
nakyBaHHS, KOHTPO/b
Ta BMNyCK cepil:
BEP/IH-XEMI AT,
HimevunHa

HimeyunH
a

MepepeecTpavis Ha HEOOMEXEHWNI TEPMIH
3MiHM Woao 6e3nekun/edhekTnBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKL,i
AN MeAUYHOro 3acTOCyBaHHS Ha NiACTaBi perynspHo
OHOBJIIOBAHOrO 3BiTY 3 6€3neKkun NiKapcbkoro 3acooby,
ab0 pocnimkeHb 3 6e3nekn 3aCTOCyBaHHS JliKapCbKOro
3acoby B nicrisipeecTpawiiiHuii nepiod, abo sk
pe3ynbTaT OLiHKM 3BiTY 3 AOCNIAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NiaHy negiatpuyHnx gocnigxexs (PIP)
(3MiHY y3rof>X€HO 3 KOMMETEHTHUM YNOBHOBaXKEHVM
OpraHomMm) - 3MiH1 BHECeHO [0 IHCTpyKuii Ans
MEeAMYHOro 3aCTOCyBaHHSA MiKapcbKoro 3acoby Ao
po3giny "MokasaHHS" (YTOUYHEHHS), a TakoX A0
po3zinis "®apmakonoriyHi BNacTuBOCTI" (YTOUHEHHS),
"MpoTrnokasaHHs", "B3aeMogis 3 iHLIMMK NiKapCbKUMu
3acob6amu Ta iHWi Buav B3aemogiin”, "OcobmBocCTi
3acToCcyBaHHSA", "3acToCyBaHHsA y nepiog BarirTHOCTi
abo rogyBaHHA rpyaaro” (4ONOBHEHO iHhopMaLieto 3
6e3neku), "34aTHICTb BNAMBATK Ha LWUBUAKICTb peakuii
npu KepyBaHHi aBTOTPaHCNOPTOM ab0 iHLWMMK
MexaHismamn”, "Cnocib 3acTocyBaHHs Ta go3un"
(yTo4YHeHHs iHchopMmalii cTocoBHO 6e3neku), "Oitn"
(yTOuHeHHs iHchopmalii 3 6e3nekn), "Mepefo3yBaHHSA",
"Mo6iuHi peakwyji" BigNOBIAHO [0 OHOBMNEHOI
iHchopMmauii 3 6e3nekn Ajto4oi pevyoBUHMN MiKapPCbKOro
3acoby.

MepiognyHICTL NOAAHHSA PerynsipHO OHOB/IIOBAHOTO
3BiTy 3 6e3neku, BignoBigHO A0 Mopaaky 34iicHeHHA
thapmakoHarnsgy, 3aTBepAXeHOro Hakasom
MiHicTepcTBa 0XOpOHW 340POB’A YKpaiu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHW 3710pOB'st YKpaiHu Bif 26 BepecHsi 2016 poky

3a
peyernmom

He
nidnsieae

UA/3124/01/01
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknam Homep
n/ | nikapcbkoeo | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | yBaHHs | peecmpayiliHo20
n 3acoby YnakosKa) nocBi04YeHHs1
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HAYEHNMM
y NepioANYHOCTI NOAAHHS PErynspHUX 3BITIB 3
6e3neku.
16. | KOPBITON® Tabnetku no 50 mr, BEP/IH- HimeyunHa BUpOo6HMK, W0 HimeuumnH MepepeecTpavis Ha HEOOMEXEHWNI TEPMIH 3a He UA/3124/01/02
50 no 10 Tabnetok y XEMI Al BVKOHYE BYPOGHMLTBO a 3MiHM Woao 6e3nekun/edhekTNBHOCTI Ta peyenmom | nidssizae
6nictepi, no 3 a6o 5 npenaparty "in bulk”, thapmakoHarnsgy. 3MiHa y KOpOTKill xapakTepucTuLi
6nicTepis y KOHTpPOnb cepii: nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLi
KapTOHHIli Kopoobui BEP/1IH-XEMI AT, ON151 MeMYHOro 3acTOCyBaHHS Ha MiAcTasi perynsipHo
HimeuuuHa; OHOBJIIOBAHOrO 3BiTY 3 6€3neKkun NiKapcbkoro 3acooby,
Bupo6HuK, Lo abo gocnimkeHb 3 6e3nekn 3acTocyBaHHS /liKapCbKoro
BMKOHYE KiHLEBE 3acoby B nicnisipeecTpawiiHuii nepiod, abo sk
nakyBaHHS: pesynbTaT OLiHKK 3BiTY 3 AOCNIAKEHb, NPOBEAEHNX
MeHapiHi-®oH XeligeH BIANOBIAHO A0 NiaHy negiatpuyHnx gocnigxers (PIP)
'm6X, HimeuuunHa; (3MiHY Y3rogKeHo 3 KOMNETEHTHUM YNOBHOBAXXEHUM
BUpO6HMK, L0 OpraHoMm) - 3MiH1 BHECeHO [0 IHCTpyKLUii Ans
BUKOHYE KiHLIEeBE MEeAMYHOro 3aCTOCyBaHHSA MiKapCcbKoro 3acoby Ao
nakyBaHHs, KOHTPO/1b po3giny "MokasaHHs" (YTOUYHEHHS), a TakoX A0
Ta BMNyCK cepil: po3zinis "®apmakonoriyHi BNacTuBOCTI" (YTOUHEHHS),
BEPJIIH-XEMI AT, "MpoTnnokasaHHs", "B3aeMogis 3 iHLIMMK NiKapCbKUMu
HimeuunHa 3acob6amu Ta iHWi B1uav B3aemogiin”, "Oco6mBocCTi
3acToCyBaHHSA", "3acToCyBaHHS y nepios BarirTHOCTi
abo rogyBaHHA rpyaaro” (4ONOBHEHO iHhopmaLieto 3
6e3neku), "34aTHICTb BNAMBATK Ha LWBUAKICTb peakuii
npu KepyBaHHi aBTOTPaHCNOPTOM ab0o iHWKMMK
MexaHismamn", "Cnocib 3acTocyBaHHs Ta go3un"
(yTo4YHeHHs iHchopMmalii cTocoBHO 6e3neku), "itn"
(yTOuHeHHs iHchopmalii 3 6e3nekn), "Mepefo3yBaHHSA",
"Mo6iuHi peakwyji" BigNOBIAHO [0 OHOBMNEHOI
iHchopMmauii 3 6e3nekn Ajt4oi pevyoBUHMN MiKapPCbKOro
3acoby.
MepiognyHICTL NOAAHHSA PerynsipHO OHOB/IIOBAHOTO
3BiTy 3 6e3neku, BignoBigHO A0 MopaakKy 34iicCHeHHA
thapmakoHarnsgy, 3aTBepAXeHOro Hakasom
MiHicTepcTBa 0XOpOHM 340pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 340PO0B's YKpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTL: 3riAHO 3i CTPOKaMW, 3a3HaYEHUMU
y NepioANYHOCTI NOAAHHA PEryNspHUX 3BITIB 3
6e3neku.
17. | MENI®PUH- PO34UH ON151 iH'EKLLN, ToBapucTBo | YkpaiHa BCi cTagii YkpaiHa MepepeecTpavis Ha HEOBMEXEHUIA TEPMIH. 3a He UA/10776/01/01
340POB'A 30 mr/mn no 1,7 mn 3 BMPOOHMLTBA, 3MiHK WoA0 6e3nekn/edekTMBHOCTI Ta peyenmom | nidssieae
y amnyni; no 10 06MexeHo KOHTPO/b AKOCTI, thapmakoHarnagy. 3MiHU y KOpPOTKili XxapakTepucTumui
amnyn y kopobui 3 Bignosiganb BUNYCK cepil: NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKU,i
KapToHy; no 1,7 mny HICTHO ToBapucTso 3 AN5 Me[UYHOro 3aCTOoCyBaHHSA
amnyni; no 5 amnyn "®PapmaueBT 06MeXeHo reHepuYHUX/ribpuaHNX/6ionodibHNX NiKapCbKnx
y 6nicTepi; no 2 nyHa BiANOBIAA/LHICTIO 3aco06iB Nic/1s BHECEHHS TiET camoi 3MiHN Ha
6nicTepu y kopobui 3 KOMMaHis "PapmMaueBTNYHa pedhepeHTHWIA Npenapar (3mMiHa He noTpebye HagaHHsA
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ynakosui; no 4
KOHTYPHI YapyHKOBI
yMakoBKU B mauLi

AN MeAUYHOro 3acToCyBaHHS Ha NiACTasi perynspHo
OHOBJIIOBAHOrO 3BiTY 3 6€3neKkun NiKapcbkoro 3acooby,
ab0 pocnimkeHb 3 6e3nekn 3acTOCyBaHHS JiKapCbKOro
3acoby B nicrisipeecTpawiiiHuii nepiod, abo sk
pe3ynbTaT OLiHKM 3BiTY 3 AOCNIAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NiaHy negiatpuyHnx gocnigxexs (PIP)
(3MiHY y3rof>X€HO 3 KOMMETEHTHUM YNOBHOBaXKEHVM
OpraHomMm) - 3MiH1 BHECeHO [0 IHCTpyKuii Ans
MEeAMYHOro 3aCTOCyBaHHSA MiKapcbKoro 3acoby Ao
posginis: "Cknag" (yTouHeHHs iHdhopmaldii),
dapmakoTepaneBThyHa rpyna”(yToYHeHHs
iHchopmawii), "®apmakonoriyHi BnactmeocTi”
(yTouHeHHs iHchopmawii), MokazaHHA"(YTOUHEHHS
iHbopmawii), "MpoTunokasaHHa", "B3aemogis 3 iHWnMun
nikapcbkrMmn 3acobamu Ta iHWi BUamn B3aemogin',
"3acTocyBaHHs y nepiof BaritTHoCTi abo rogyBaHHS
rpyaato” (yTouHeHHs iHdopmadit), "Cnoci6
3acToCyBaHHA Ta [031"(YTOYHEHHS iHchopmaLii),
"Mo6iyHi peakwyji" BigNOBIAHO [,O OHOBMEHOI
iHbopMmaLii 3 6e3nekn 3acTocyBaHHA Aito4oTl
pPeyvoBUHN.

MepioANYHICTb NOAAHHA PerynsipHO OHOB/HOBAHOTO

Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknam Homep
n/ | nikapcbkoeo | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | yBaHHs | peecmpayiliHo20
n 3acoby YnakosKa) nocBi04YeHHs1
KapToHy; no 1,7 mny | "3popos'a” KomnaHia "3g0poB'sa", XOAHUX HOBMX J0AATKOBUX faHUX) - 3MIHW BHECEHI A0
kapnyni; no 10 YKpaiHa; IHCTPYKLji 415 MeAUYHOro 3aCTOCyBaHHS /liKkapCbKOro
Kapnyn y énictepi; BCi cTagii 3acoby y po3giny "MokasaHHS" (YTOUHEHHS),
no 1 a6o no 5 BMPOGHULITBA, "Ocob6nuBi 3axoau 6e3nekn", "B3aemogia 3 iHWNMK
6nicTepiB y kKopobui KOHTPO/b AKOCTI: nikapcbkMmn 3acobamu Ta iHWi BUuamn B3aemogiii",
3 KapToHY ToBapucTso 3 "Oco611MBOCTi 3aCTOCYBaHHSA", "3acToCcyBaHHs Y
obmexeHor nepiog, BariTHOCTi abo rofyBaHHsA rpygar”, "3aaTHicTb
BiANOBIAA/LHICTIO BMMBaTU Ha LWBUAKICTb peakLil Npu kepyBaHHi
"OAPMEKC IrPy11", aBTOTPaHCMNOPTOM abo iHLWMMK MexaHiaMammn”,
YkpaiHa "Cnoci6 3acTtocyBaHHs Ta go3n", "MepeaosysaHHs",
"Mo6iuHi peakuyji" BigNoBigHO A0 iHchopmawi
pedhepeHTHOro nikapcbkoro 3acoby (CKAHAOHECT
3% MPOCTWW, po3umnH Ans iH'eKLjif).
MepiognyHICTb NOAAHHS PerynsipHO OHOB/THOBAHOrO
3BiTy 3 6e3neku, BignoBigHO A0 Mopaaky 34iicHeHHS
hapmakoHarnsgy, 3aTBepaXeHoro Hakasom
MiHicTepcTBa 0XOpOHU 30,0POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii YKpainun 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHW 370POB'A YKpaiHu Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HAYEHNMM
y NepioANYHOCTI NOAAHHS PErynspHUX 3BITIB 3
6e3neku.
18. | METAMAKC kancynu no 250 mr MpAT YkpaiHa MpAT YkpaiHa MepepeecTpauis Ha HEOBMEXEHWNI TEPMIH 3a He UA/3572/01/01
no 10 kancyny "®apmaueBT "®apmavueBTUYHa 3MiHM Woao 6e3nekn/edhekTBHOCTI Ta peyenmom | nidssizae
KOHTYPHIit n4yHa dpipma thipma "JapHuus” thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTuLi
YapyHKOBIl "fapHuus” nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLi




18

Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknam Homep
n/ | nikapcbkoeo | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | yBaHHs | peecmpayiliHo20
n 3acoby YnakosKa) nocBi04YeHHs1
3BiTy 3 6e3nekw, BignoBiAHO A0 MopsaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepPMKEHOr0 Haka3om
MiHicTepcTBa OXOPOHMW 300P0B’S YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainm 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 340POB'sA YKpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBWTB: 3riAHO 3i CTPOKaMK, 3a3HaYEHNMM
y NepioAnYHOCTI NOAAaHHA perynsipHuX 3BiTiB 3
6e3neku.
19. | METAMI3ON KpucTaniyHmi TOB "TK YkpaiHa Xe6eii LisixeH (Mpyn) Kutai nepepeecTpawis Ha HeobMeXeHuli TepMiH - He UA/14802/01/01
HATPIIO NOpOLLOK "Apopa" dapmacbtoTikan Ko., nionsieae
(cy6eTaHuin) B nra.
oAviHapHuXx abo
noaBiiHMX
nonieTuIeHoBmx
MilKax ans
dhapmaL,eBTU4YHOro
3aCTOCyBaHHs
20. | MIKCTAPLA® cycneHsis gns A/T Hoso [JaHis Brpo6HMK [Oanisa/ MepepeecTpavis Ha HEOOMEXEHUI TEPMIH. 3a He UA/2682/01/01
30 HM iH'ekuili, 100 MO/mn; Hopgaick Hepo3hacoBaHoro PpaHuisa 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom | nidssieae
no 10 mn y dpriakoHi; NPOAYKTY, thapmakoHarnsgy. 3MiH1 y KOPOTKill XxapakTepucTumLi

no 1 cpnakoHy B
KapTOHHIlA KopooLi

HarnoBHEHHSA B
th/1akoHW, NepBrUHHA
ynakoBKa, KOHTPO/1b
SKOCTi Ta
BiANOBiAabHMI 3a
BWMYCK Cepiii
KIHLLeBOro NpoAyKTy:
A/T Hoso Hopgick,
[JaHis;
Brpo6HWK npoayKuii
3@ NOBHUM LIMK/TOM:
Hoso Hopgick
MpopatokcboH CAC,
PpaHuis;
Brpo6Huk gns
MapKyBaHHS Ta
ynakoBKU (hriakoHiB,
BTOPUHHOTIO
nakyBaHHS:
A/T Hoso Hopgick,
[JaHis

nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLi
AN MeAUYHOro 3acTOCYBaHHS y 3B’A3KY i3 HOBUMM
OaHVIMU 3 SKOCTi, JOKNIHIYHAMU, KAIHIYHUMW AaHMKn Ta
OaHumn 3 dhapmakoHarnsagy - 3MiHM BHeCeHi [0
HCTPYKLT AN MeAUYHOro 3aCTOCYBaHHS NikapCbKoro
3acoby Ao po3ginis "®apmakoTepaneBTUyHa rpyna”
(3MiHM B TeKcTi 6e3 3MiHK Koay), "PapMakosIoriyHi
BNACTMBOCTI" (pefaryBaHHs TEKCTY),
"MpoTrnokasaHHs", "B3aeMogis 3 iHLUMMUK NiKapCbKUMun
3acob6amu Ta iHWi BUuav B3aemogiin”, "OcobmBocTi
3acTocyBaHHSA", "3acToCyBaHHS Yy nepiog BaritTHOCTI
abo rogyBaHHA rpyaa0” (YTOUHEHHs iHdhopmadii),
"3paTHICTb BNAMBATM Ha LWBUAKICTb peakuii npu
KepyBaHHi aBTOTpPaHCNoOpPTOM abo iHWKMK
MexaHismamu" (pegaryBaHHs TekcTy), "Cnocio
3acTocyBaHHA Ta [o3n" (pefaryBaHHA Tekcty), "Aitn*
(peparyBaHHs TekcTy), "MepenosysBaHHsA", "T06IYHI
peakuii" BignoBigHO A0 MaTepianis peecTpauiiHoro
[0CbE.

MepiofnYHICTb NOAAHHS PErynsipHO OHOB/HOBAHOMO
3BiTY 3 6e3neku, BignoBigHO A0 Mopaaky 34iiCHeHHS
thapmakoHarnsgy, 3aTBepMKeHOro Hakasom
MiHicTepcTBa OXOPOHMW 340P0OB’S YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciyHa 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3zy MiHicTepcTBa
OXOPOHU 340POB's YKpaiHu Big 26 BepecHs 2016 poky
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Ha3ssa
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BionyckKy
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yBaHHs

Homep
peecmpayitiHo2o
nocsio4eHHs

Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HAYEHNMM
y NepioANYHOCTI NOAAHHS PErynspHUX 3BITIB 3
6e3neku.

21.

MINICTAH
cuPon BIg,
KALL/IO

cupon no 100 mny
thnakoHi; no 1
hNakoHy 3 MipHOK
JIOXKEUKOIO Y
KapTOHHI ynakoBsL,i

Mini
Xenckepe
Nimiteq

Benuka
BpuTtaHis

pakype
dapmacbtoTikanc NT],

IHais

MepepeecTpauis Ha HEO6MeEXeHNA TepMiH. 3MiHK |
MRy - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOTKill xapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKL,i
AN MeAUYHOro 3acTOCyBaHHS Ha NiACTasi perynspHo
OHOBJIIOBAHOrO 3BiTY 3 6€3neKkun NiKapcbkoro 3acooby,
ab0 pocnimkeHb 3 6e3nekn 3acTOCyBaHHS JiKapCbKOro
3acoby B nicnisipeecTpawiiHuii nepiod, abo sk
pesynbTaT OLiHKK 3BiTY 3 AOCNIAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NiaHy negiatpuyHnx gocnigxers (PIP)
(3MiHY y3rof>X€HO 3 KOMMETEHTHUM YNOBHOBaXKEHVM
opraHoM) 3MiHU BHECEHO A0 IHCTPYKUIT ANns
MEeAMYHOro 3aCTOCyBaHHSA MiKapCcbKoro 3acoby Ao
po3ginis: "Oco6/MBOCTi 3aCTOCYBaHHSA",
"3acTocyBaHHS y nepiog, BaritHOCTi abo rogyBaHHsA
rpyaato”, "Cnocib 3actocyBaHHs Ta Ao3n", "MobiyHi
peakujii BiANOBIAHO A0 OHOBMEHOT iHGhopMaL;i 3
6e3neky 3acTocyBaHHA Ail040i PEHOBUHM.
MepiognyHICTL NOA4AHHSA PerynsipHO OHOB/IIOBAHOTO
3BiTy 3 6e3neku, BignoBigHO A0 MopaakKy 34iicCHeHHA
thapmakoHarnsgy, 3aTBepAXeHOro Hakasom
MiHicTepcTBa 0XOpOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 340PO0B's YKpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTL: 3riAHO 3i CTPOKaMW, 3a3HaYEHUMU
y NepioANYHOCTI NOAAHHA PEryNspHUX 3BITIB 3
6e3neku.

6e3
peyenma

He
nidnsieae

UA/2435/01/01

22.

HEOTPAHEK
C

PO34UH A5 iH'EKLLA
500 wmr/5 mn, no 5
M/1 B amnyni, no 5
amnysn y KOHTYPHiiA
ynakosui, no 1
KOHTYPHIl1 ynakoBLi
B KapTOHHI Kopo6Lyi

BioiHaacTpia
NabopaTtopi
o ITaniaHo
MegiuiHani
C.NA.

ITanis

BioiHaacTpia
JTabopatopio ITaniaHo
MegijyiHani C.IN.A.

ITanisa

MepepeecTpaLisi Ha HEOOMEXEHUIA TEPMIH
3MiHM Woao 6e3nekun/ehekTnBHOCTI Ta
dhapmakoHarnsgy. BeegeHHsa abo 3miHn o
y3arasibHeHUX JaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
dhapmakoHarnsgy, 3miHa ynoBHOBaxeHoT ocobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsgy;
KOHTaKTHOT 0CO6M 3 chapmakoHarnsay 3asBHuKa 415
3[jicCHeHHs1 hapMakoHaraay B YkpaiHi, AKLo BoHa
BiMiHHA Bif, YNOBHOBaXEHOI 0CcOo6Y, BignoBigasibHOT
3a 34jicHeHHs thapmakoHarnsagy (Bknoyarun
KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOBaXXEHOT 0CO6M, BigNoBigabHOI 3a
thapmakoHarnag. NponoHoBaHa pejakuis - Lucia
Biagiotti. 3MiHa KOHTAKTHUX AaHUX YNOBHOBaXEHOT
ocobu, BignoBiganbHOI 3a chapmakoHarnsg. 3MiHu

3a
peyenmom

He
nidnsieae

UA/14214/01/01
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oo 6e3snekn/edeKTMBHOCTI Ta hapmakoHarnagy.
3MiHN Y KOPOTKiil XapakTepucTuLi Nikapcbkoro 3acoby,
TeKCTi MapKyBaHHSA Ta iIHCTPYKLii 415 MeguyHoro
3aCTOCYBaHHA reHepPUYHNX/TIBPMAHNX/6I0N0AIGHNX
Nikapcbkyx 3aco6iB MiC/1s BHECEHHS TiEi camoi 3MiHN
Ha pedhepeHTHW NpenapaT (3MiHa He NnoTpebye
HaaHHSA XOAHMNX HOBMX AOAATKOBMX AaHUX) - 3MiHU
BHECEHO A0 iHCTPYKLiT 4151 MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3gin "MNokasaHHA", a Takox y
po3ainu: "dapmakonoriyHi BNacTmeocTi",
"MpoTrnokasaHHsa", "B3aeMogis 3 iHLIMMUW NiKapCbKUMun
3aco6amu Ta iHWi BUAY B3aemogiii”, "OcobnmBocTi
3acTocyBaHHSA", "3acTOCyBaHHS y nepiog BarirTHOCTI
abo rogyBaHHSA rpyaar”, "34atHicTe BN/MBaTn Ha
LUBMAKICTb peakLii Npu KepyBaHHi aBTOTPaHCMOPTOM
ab0 iHWKMK MexaHiamamn”, "Cnocib 3acTocyBaHHsA Ta
po3n", "[iTn" (yTouHeHHs iHdopmauii),
"MepenosyBaHHaA", "Mo6ivHI peakuii”, "HecyMicHicTb."
3rigHO 3 iHhopmaLieto LWoA0 MeANYHOrO 3aCTOCYBaHHS
pedhepeHTHOro nikapcbkoro 3acoby (Cyklokapron
100mg/mL solution for injection/infusion, He
3apeecTpoBaHuii B YkpaiHi).
MepiognyHICTb NOAAHHS PerynsipHO OHOB/THOBAHOMO
3BiTy 3 6e3neku, BignoBigHO A0 Mopaaky 34iicHeHHS
hapmakoHarnsgy, 3aTBepAXeHoro Hakasom
MiHicTepcTBa 0XOpOHU 34,0pOB’A YkpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii YKpainun 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHW 370pOB'A YKpaiHu Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HaYEHNMM
y NepioANYHOCTI NOAAHHS PErynspHUX 3BITIB 3
6e3neku.

23.

oBNINNXN
oniA

onis, no 50 mny
chnakoHax

TOB "OKnN
"GapmauesT
N4yHa
habpuka"

YkpaiHa

TOB "OKN
"PapmaueBTnyHa
habpuka”

Ykpaina

MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH.
MepiognyHICTb NOAAHHS PerynsipHO OHOB/IHOBAHOrO
3BiTy 3 6e3neku, BignoBigHO A0 Mopaaky 34iicHEHHSA
hapmakoHarnsgy, 3aTBepaXeHoro Hakasom
MiHicTepcTBa 0XOpoHU 300pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainm 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHW 30pOB'A YKpaiHu Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBWTb: 3riAHO 3i CTPOKaMM, 3a3HAYEHVMM
y NepioANYHOCTI NOAAHHSA PErynspHUX 3BITIB 3
6e3neku.

6e3
peyenma

nidnsieae

UA/2685/01/01

24,

OCTEOBIOC

Kpanni ans
nepopasbHoro
3actocyBaHHsA rno 30
MJ1 Kpanesnb y

l'yHa C.n.a.

ITanis

lN'yna C.n.a.

ITanis

MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH
MepiogUyHICTb NOAAHHS PerynsipHO OHOB/HOBAHOrO
3BiTy 3 6e3neku, BignoBigHO A0 Mopaaky 34iicCHEHHS

hapmakoHarnsgy, 3aTBepaXeHoro Hakasom

6e3
peyenma

nidnsieae

UA/2649/01/01
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknam Homep
n/ | nikapcbkoeo | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | yBaHHs | peecmpayiliHo20
n 3acoby YnakosKa) nocBi04YeHHs1
hnakoHi- MiHicTepcTBa OXOpPOHW 340POB’A YKpaiuu Big 27
KpanesnbHuui; no 1 rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
onakoHy- MiHicTepcTBi tocTuLii Ykpainu 29 ciuHa 2007 poky 3a
KpanesnbHULi B Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
KapTOHHIlA KopoobLi OXOPOHU 340pOB's YKpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMW, 3a3HaYEHUMU
y NEPioANYHOCTI NOAAHHA PErynspHUX 3BITIB 3
6e3neku.
25. | NAPOKCETUA NOpOLLOK "Mepgixem IcnaHis "Megixem C.A." IcnaHis nepepeecTpawis Ha HeobMeXeHuli TepMiH - He UA/11151/01/01
HY (cybeTaHuis) y CA" nionsizae
FAPOX/IOPU | noagiiHMx
ay nonieTuIeHoBuxX
HANIBrigPA naketax gnsa
T dhapmaLieBTU4YHOro
3aCTOCYyBaHHSA
26. | NEKTONBAH | kpanni opanbHi; no MAT YkpaiHa MAT "dapmak” YkpaiHa MepepeecTpavis Ha HEOOMEXEeHUI TEPMIH. 6e3 nionsizae UA/10685/01/01
® CTOn 25 mMn y donakoHi; no "®Papmak” 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta peyenma
1 chnakoHy B nauyui 3 thapmakoHarnaay. 3MiHU y KOPOTKili XxapakTepucTuLi
KapToHYy nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLi
AN MeANYHOro 3acTOCYBaHHS
reHepUYHNX/ribpUAHNX/6I0NOAIGHNX NiKapCbKMX
3ac06iB Nicns BHECEHHS TiEl camoi 3MiHU Ha
pechepeHTHWIA Npenapar (3MiHa He NoTpebye HagaHHs
XXOLHVX HOBMX A0AATKOBMX A@HKX) - 3MiHA BHECEHO [0
IHCTPYKLi 415 MeAUUYHOro 3acToCyBaHHS NiKkapCbKOro
3acoby Ao posginis "®apmakosnoriyHi BnactMeocTi”,
"MpoTunokasaHHsA", "B3aemMogis 3 iHLWIMMK NikapCbKMu
3acobamu Ta iHWi BUAY B3aemogiii”, "OcobnmsocTi
3acToCyBaHHSA", "3acToCcyBaHHsA y nepiog BarirtHOCTi
abo roayBaHHsA rpyaar”, "3aaTHicTb BNAMBATK Ha
LUBMAKICTb peakLii Npy kepyBaHHi aBTOTPaHCNoOpPTOM
abo iHWKYMKU MexaHi3mamu®, "Cnocib 3acTocyBaHHs Ta
nosun", "Oitn" (pegaryBaHHs TekcTy), "Mo6iyHi peakuii”
BiANOBIAHO A0 iH(hopMaLii pechepeHTHOro NikapCbKoro
3acoby (CTOMTYCUH-TEBA, kpanni opasbHi).
MepiofnYHICTb NOAAHHS PerynsipHO OHOB/THOBAHOMO
3BiTY 3 6e3neku, BignoBigHO Ao Mopaaky 34iicCHeHHS
thapmakoHarnsgy, 3aTBepMKeHOro Hakasom
MiHicTepcTBa OXOPOHMW 340P0OB’'S YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciyHa 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 340pOB's YKpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riJHO 3i CTPOKaMW, 3a3Ha4EHUMU
y NepioAnYHOCTI NOAAHHA perynsipHux 3BiTiB 3
6e3neku.
27. | NPOTA®PAH® | cycneHsisa 4ns A/T Hoso [aHis Brpo6HuK [Oanisa/ MepepeecTpauis Ha HeOBMEXEHWUIA TEPMIH 3a He UA/2700/01/01
HM iH'ekuji1, 100 MO/mn; Hopgaick Hepo3g)acoBaHOro PpaHuia/ 3MiHU Woao 6e3nekn/edpekTUBHOCTI Ta peyenmom | nidssieae
no 10 mMA y doNakoHi; nNpoayKTY, [aHis dhapmMakoHarnsay. 3miHuM y KOpoTKili XapaKTepucTuLi
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknam Homep
n/ | nikapcbkoeo | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | yBaHHs | peecmpayiliHo20
n 3acoby YnakosKa) nocBi04YeHHs1
no 1 dpnakoHy B HanoBHEHHSA B nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLi
KapTOHHIA KopoobLi o1akoHuW, NepBMHHA [ONs MeAMYHOro 3acTOCyBaHHS Y 3B'A3KY i3 HOBUMM
ynakoBKa, KOHTPO/1b OaHUMU 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHAMUW faHuMK Ta
AKOCTI Ta AaHumuy 3 hapmakoHarnsgy - 3MiHM BHECEHO A0
BiANOBiAA/IbHWIA 32 IHCTPYKUIT AN MEAMYHOrO 3aCTOCYBaHHS NiKapCbKOoro
BUMYCK cepiii 3acoby [0 po3giny "®apmakoTepaneBTuyHa rpyna’,
KIHLLEBOrO NPOAYKTY: "®apmakonoriyHi BnactmsocTi”, "MpoTunokasaHHs",
A/T Hoso Hopagick, "B3aemogis 3 iHWVMU NiKapCbKMKU 3acob6amMm Ta iHLWi
[aHis; BMAM B3aemogiit", "OcobMBOCTi 3aCTOCyBaHHA",
Brpo6HWK npoAayKuii "Cnoci6 3acTtocyBaHHs Ta go3n", "MepeaosysaHHs",
3a MOBHUM LIMK/IOM: "Mo6iuHi peakwyji" BigNoBigHO Ao iHhopMaLii CTOCOBHO
Hoso Hopgick 6e3neku, siKa 3a3HayeHa B MaTepianax
MpopatokcboH CAC, peecTpaLiiiHoro Aoche.
dpaHuis; MepiognyHICTb NOAAHHS PerynsipHO OHOB/THOBAHOrO
Bupo6Huk ans 3BiTy 3 6e3neku, BignoBigHO A0 Mopaaky 34iicHeHHS
MapKyBaHHs Ta hapmakoHarnsgy, 3aTBepaXeHoro Hakasom
yMakoBKM (N1aKOHIB, MiHicTepcTBa 0XOpOHU 30,0POB’A YKpaiHu Big 27
BTOPVHHOrO rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
nakyBaHHs: MiHicTepcTBi tocTuuii Ykpainum 29 ciuHs 2007 poky 3a
A/T Hoso Hopagick, Ne 73/13340 (y pepakuii Hakady MiHicTepcTBa
[aHis OXOPOHW 370POB'A YKpaiHu Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HAYEHNMM
y NepioANYHOCTI NOAAHHS PErynspHUX 3BITIB 3
6e3neku.
28. | PAUBOOEIr® | po3uviH Ans iH'exuii, AIT HoBso [Janis Brpo6HMLTBO, [Oanis/ MepepeecTpauis Ha 5 pokis. 3a He UA/14281/01/01
®NEKCTAY® | 100 OA/mn; no 3 mn Hopgaick HarnoBHEHHS B ®paHuisa MepiognyHicTb NOAAHHA PErysiipHO OHOBJ/IIOBAHOTO | peyerimom | nidsiseae

Y KapTpuaxi, skuit
MiCTUTbCA Y
6araToao30Bili
04HOpPAa3oBili
LWwnpuL-pyyLj; no 1
abo no 5 wnpwuy-
PYYOK Y KapTOHHii
Kopobu,i

NepBMHHY YNakoBKy Ta
KOHTPO/b 6asiky.
BignosigansHuii 3a
BUMYCK:

A/T Hoso Hopgick,
[LaHist;
Bupo6bHuuTBO,
HaroBHEHHS B
NepBUHHY yNakoBKy Ta
KOHTPONb 6anky.
KomnnektyBaHHs,
MapKyBaHHS Ta
BTOPVHHE NaKyBaHHSA
rOTOBOrO NPOAYKTY.
KoHTponb skocTi
6asKy rotoBoro
NpoAyKTYy Ta KiHLEBOro
rOTOBOrO NPOAYKTY:
A/T Hoso Hopgick,
[Janis;
MapkyBaHHsA Ta
BTOPVHHE NakKyBaHHSA
rOTOBOrO NPOAYKTY:
A/T HoBo Hopgick,

3BiTy 3 6e3neku, BignoBigHO A0 Mopaaky 34iicHEHHSA
thapmakoHarnisigy, 3aTBepIKEHOr0 Haka3om
MiHicTepcTBa 0XOpoHU 300pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainm 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHW 30pOB'A YKpaiHu Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBWTb: 3riAHO 3i CTPOKaMM, 3a3HAYEHMM
y NepioANYHOCTI NOAAHHSA PErynspHUX 3BITIB 3
6esneku.
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknam Homep
n/ | nikapcbkoeo | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | yBaHHs | peecmpayiliHo20
n 3acoby YnakosKa) nocBi04YeHHs1
[Janis;
Hoso Hopgick
MpoatokcboH CAC,
PpaHuis
29. | PEBOHATUB | pos3uvH ans iH'ekuih, | Oktadhapma | ABCTpis BMPOGHUK, HimeuumnH MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH. 3a He UA/14323/01/01
625 MO/mn, no 1 mn | PapmaueBT BiANOBiAAbHMI 3a a/ MepiognyHICTb NOAAHHA PerynsipHO OHOB/IIOBAHOTO peyenmom | ridssieae
B amnyni; no 1 nKa BTOPVHHE NaKyBaHHSA: Lseuis 3BiTY 3 6e3neku, BignoBigHO A0 Mopaaky 34iiCHeHHA
amnyni B MpoaykTioHC OkTadhapma [leccay thapmakoHarnsgy, 3aTBepMKeHOro Hakasom
N1acTUKOBIl rec m.6.X. 'M6X, HimeuuunHa; MiHicTepcTBa OXOPOHMW 300P0B’S YKpaiHu Big, 27
6icTepHili ynakoBLy; BUPOBHUK, rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoOro B
no 1 nnacTukoBiii BiANOBIAa/IbHUN 3a MiHicTepcTBi tocTuii Ykpainu 29 ciuHa 2007 poky 3a
6nicTepHili ynakoBLji BMPOBHULTBO 3a Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
B KQPTOHHIN NOBHUM LMK/IOM, 38 OXOPOHU 340pOB's YKpaiHu Big 26 BepecHsi 2016 poky
Kopo6Li; no 2 mn B BVIK/TIOYEHHSAM Ne 996), cTaHOBWTB: 3ri4HO 3i CTPOKaMK, 3a3HaYEHNMM
amnyni; no 1 amnyni BTOPVHHOI YNaKoBKU: y NepioAnYHOCTI NOAAaHHA perynsipHux 3BiTiB 3
B N1aCTVKOBIl OkTadapma AB, 6esneku.
6nicTepHili ynakoBLyj; LLiseujs
no 1 NNacTuKoBili
6nicTepHili ynakosLi
B KQPTOHHIi1 Kopobui
30. | PO3SYBACTA MOpPOLLIOK letepo IHAjs leTepo fpars flimiteq, IHAisa nepepeecTpauis Ha HeoGMeXeHuii TepMiH - He UA/14566/01/01
TUH (cybeTaHuis) y [Npar3 nionsizae
KANbLUIO NoABINHMX Nimiten
nonieTnaeHoBuUx
naketax ans
dhapmaLeBTU4YHOro
3aCTOCYBaHHSA
31. | POMALLKUA pignHa (cybcTaHuis) ToBapuncTBO YKpaina ToBapucTBO 3 YkpaiHa nepepeecTpaisi Ha HeOOMeXeHW TEPMIH - He UA/14773/01/01
KBITOK y MeTaneBmnx 6oykax 3 obMexeHo niosnsieae
HACTOWKA KEI ona 06MeXeHo BiANOBIAA/ILHICTIO
hapMaLeBTUYHOIO BignoBigasb "hapmaueBTNYHA
3acTocyBaHHA HiCTIO KoMnaHis "3gopos'a”
"®GapmaLeBT
nyHa
KoMMaHis
"3p0pos'a"
32. | CMO®KABIB | emynbcis gns ®peseHiyc | HimeyunHa ®peseHiyc Kabi Ab LLBeuis MepepeecTpauis Ha 5 pokiB 3a He UA/14345/01/01
EH iHpy3iiA; no 1206 Kabi MepiognyHICTb NOAAHHA PerynsipHO OHOB/IIOBAHOTO peyenmom | nidssieae
NMEPUPEPUY | mn, no 1448 mn, no [Loiiunang, 3BiTy 3 6e3nekw, BignoBiaHO A0 Mopsaky 34iCHEHHS
HWIA 1904 mn B 6X hapmakoHarnsgy, 3aTBepaAXeHoro Hakasom
TpuKamepHomMy MiHicTepcTBa OXOPOHMW 300P0B’S YKpaiHu Big, 27
nnacTMKoBOMy rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoOro B
KOHTEeliHepi MiHicTepcTBi tocTuii Ykpainu 29 ciuHa 2007 poky 3a
«bBiothiH», AKuii Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
pasom 3 OXOPOHU 340P0B'sA YKpaiHu Big 26 BepecHs 2016 poky
AaHTWOKVMCHNKOM Ne 996), cTaHOBWTb: 3ri4HO 3i CTPOKaMK, 3a3HAYEHUMM
BMIiLLYIOTb Y y NepioAnYHOCTI NOAAaHHA perynsipHuX 3BiTiB 3
30BHILUHIl 6esneku.

NA1aCcTUKOBUIA MILLIOK;
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Ha3ssa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
YnakosKa)

3assBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocBi04YeHHs1

no 1206 mn, no
1448 mn, no 1904
M1 B TpUKaMepHoOMy
n1acTMKOBOMY
KOHTEeliHepi
"BiodhiH", AKuii
pasom 3
AHTMOKNCHUKOM
BMIiLLYIOTb Y
30BHiLLHIl
NAacTUKOBUIA MILLIOK;
no 4 Milkun B
Kopoobui

33.

CMO®KABIB
EH
LEHTPA/IbH
nn

emynbCis ans
iHdpy3iiA; no 986 mn,
no 1477 mn, no
1970 mn, no 2463
M1 B TpPUKaMepHOMY
n1acTMKOBOMY
KOHTEliHepi
«BiothiH», AKuii
pasom 3
aHTUOKNCHMKOM
BMIiLLYIOTb Y
30BHILLIHIl
NAacTUKOBUIA MILLIOK;
no 986 mn, no 1477
M, no 1970 mn B
TprKaMepHOMy
n1acTMKOBOMY
KOHTEliHepi
«bBiothiH», sKuii
pasom 3
AHTUOKNCHMKOM
BMILLYIOTb Y
30BHiLLHIl
NNacTUKOBUIA MILLIOK;
no 4 Milkv B
KopobLi; no 2463 mn
B TPMKamMepHOMY
n1acTMKOBOMY
KOHTEeliHepi
«BiothiH», aKnin
pasom 3
AHTUOKNCHUKOM
BMILLYOTb Y
30BHiLLHIl
N1ACTUKOBUIA MILLIOK;
no 3 MilLKku B
Kopo6u,i

®peseHiyc
Kabi

[onunang
m6X

HimeuunHa

®peseHiyc Kabi Ab

LLiBeuis

MepepeecTpauis Ha 5 pokiB
MepiogUyHICTb NOAAaHHS PerynsipHO OHOB/HOBAHOMO
3BiTY 3 6e3neku, BignoBigHO A0 Mopaaky 34iiCHeHHA
thapmakoHarnsgy, 3aTBepAKeHOro Hakasom
MiHicTepcTBa OXOPOHMW 300P0B’S YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 340PO0B's YKpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBWTB: 3riAHO 3i CTPOKaMK, 3a3HaYEHNMM
y NepioAnYHOCTI NOAAaHHA perynsipHux 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/14346/01/01
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PeecmpayitiHa npoyedypa

Ymosu

Peknam

Homep

Ha3ssa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
YnakosKa)

KpaiHa
3asiBHUKa

3assBHUK

Bupo6Huk

Kpaina
BUPOGHUKa

MepepeecTpauisi Ha HEOBMEXEHWIA TEPMIH

BionyckKy

6e3

yBaHHs

nionsieae

peecmpayitiHo2o

nocBi04YeHHs1
UA/3373/01/01

®ITOCEA®

HacToiika, no 100
My ch1aKoHi
CKNsiHOMY a60
nonimepHomy; no 1
chakoHy B nauuj; no
100 mn y 6aHu;i
CKNSAHIN; no 1 6aHui
B nauui

MAT Ykpaina

"Ximchapmsa
BOf,

"YepsoHa

3ipka”

MAT "Ximdhapm3asog,
"YepBoHa 3ipka"

YkpaiHa

Benbris

3MiHM Woao 6e3nekn/ehekTnBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOTKill xapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKU,i
AN MeAUYHOro 3acTOCYBaHHSA Ha NiACTasi peryispHo
OHOBJIOBAHOrO 3BiTY 3 6€3neKkun NiKapcbkoro 3acooby,
ab0 pocnimkeHb 3 6e3nekn 3aCTOCYBaHHS JiKkapCbKoro
3acoby B nicrisipeecTpawiiHuii nepiod, abo sk
pes3ynbTaT OLiHKM 3BIiTY 3 AOCAIAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NiaHy neaiatpuyHunx gocnigxers (PIP)
(3MiHY Y3rofXXE€HO 3 KOMMETEHTHUM YNOBHOBEXKEHVM
opraHoMm) - 3MiHW BHECEHO A0 IHCTPYKUiT ANns
MeAMYHOro 3aCTOCyBaHHSA MiKapcbKoro 3acoby Ao
po3gainy "OcobnmnBOCTi 3aCTOCyBaHHA" BiANOBIAHO 40
OHOB/EHOT iHthopMaLii 3 6e3nekn 3acTocyBaHHS
AitoY0l pevoBUHN.

MepiognyHICTb NOAAHHS PerynsipHO OHOB/THOBAHOrO
3BiTy 3 6e3neku, BignoBigHO A0 Mopaaky 34iicHeHHS
hapmakoHarnsgy, 3aTBepaxeHoro Hakasom
MiHicTepcTBa 0XOpOHU 30,0POB’A YkpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii YKpainun 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHW 370pOB'A YKpaiHu Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HaYEHNMM
y NepioANYHOCTI NOAAHHS PErynspHUX 3BITIB 3
6e3neku.

MepepeecTpauis Ha HEOOMEXEHNIA TEPMIH.

peyernma

3a

He

UA/3403/02/01

35.

LENECTOAE
PM-B® 3
FAPAMIUWVH
oM

Mas3b; no 30 r B Ty6i;
no 1 Ty6iy
KapTOHHIlA KOpooLi

LepiHr- LLisefuapis
Mnay
CeHtpai Ict

Al

LepiHr-Mnay /1a6o
H.B.

3MiHM Woao 6e3nekn/edhekTnBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKili XapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKL,i
[ANA MeANYHOro 3acTOCYBaHHS y 3B’A3KY i3 HOBUMM
OaHUMK 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHAMUW faHuMK Ta
JaHuMK 3 chapmakoHarnsgy - 3MiHM BHECEHO [0

IHCTPYKUIT 415 MEAUYHOrO 3aCTOCYyBaHHS NiKapCbKOro
3acoby Ao po3ainis "MpoTunokasaHHA", "B3aemogis 3

IHLIMMK NikapcbKMKU 3acob6amMu Ta iHLWi BUan

B3aemogiin”, "OcobMBOCTi 3acTOCyBaHHs",
"3acTocyBaHHS y nepiog, BaritHOCTi abo rogyBaHHsA
rpyaato”(yTouHeHHs iHghopMmauii), "Mepepo3yBaHHs",

"Mo6iuHi peakuii” BiANOBIAHO A0 MaTepianis

peecTpaLiiHoro Aocbe.

MepiognyHICTL NOAAHHSA PerynsipHO OHOB/IIOBAHOTO
3BiTy 3 6e3neku, BignoBigHO A0 Mopaaky 34iicHeHHA

thapmakoHarnsgy, 3aTBepAXeHOro Hakasom
MiHicTepcTBa 0XOpOHW 340POB’A YKpaiu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTea

peyernmom

nidnsieae

OXOPOHW 3710pOB'st YKpaiHu Bif 26 BepecHsi 2016 poky
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknam Homep
n/ | nikapcbkoeo | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | yBaHHs | peecmpayiliHo20
n 3acoby YnakosKa) nocBi04YeHHs1
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HAYEHNMM
y NepioANYHOCTI NOAAHHS PErynspHUX 3BITIB 3
6e3neku.
36. | LMNPAMIN TabneTkun, BKpUTI Nynpbek [Janis Brpo6HMuTBO [aHis MepepeecTpauis Ha HEOBMEXeHUA TEPMIH 3a He UA/2210/01/02
N/1iBKOBOIO Ekcnopt A/C Hepo3dacoBaHoro 3MiHM Woao 6e3nekun/edhekTNBHOCTI Ta peyenmom | nidssizae
060/10HKO10, M0 20 nNpoAayKTy, NepBUHHE thapmakoHarnsgy. 3MiHU y KOPOTKili XapakTepucTuLi
Mr no 14 TabneTtok y Ta BTOPVHHE nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLi
6nictepi; no 2 nakyBaHHS, BUMYCK [ANA MeANYHOro 3acTOCYBaHHSA y 3B’A3KY i3 HOBUMM
6nictepu B cepiii: OaHUMK 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHAMUW faHuMK Ta
KapTOHHI KOpoobLyi X. Nynabek A/C, AaHumn 3 hapmakoHarnsgy - 3MiHM BHECEHO A0
[JaHis; IHCTPYKUIT AN MEAMYHOrO 3aCTOCYBaHHS NiKapCbKoro
BunpobyBaHHs 3a 3acoby A0 po3zinis "®apmakonoriyHi BacTueocTi”,
NMOKa3HMKOM "MpoTunokasaHHA", "Cnocib 3acTocyBaHHA Ta f03uK"
«MikpobionoriyHa (BHECEHI YTOUHEHHS W00 TPUBA/IOCTi 3aCTOCYBaHHS
yucToTax: Ta iHLWWIi YTOYHEHHS), "B3aemogis 3 iHWMmn
EypodiHc Biodhapma nNiKkapcbknmy 3acobamu Ta iHWi BUAW B3aeEMogjn”,
MpopgakT TecTiHr "Oco61MBOCTI 3acTOCyBaHHS", "3acTocyBaHHs y
[enmapk A/C, OaHis nepiog BariTHoOcTi abo rogyBaHHsA rpyaar” (404aTKOBI
3acTepexeHHs), "Mepeno3ysaHHa", "M06IYHI peakui™
BiAMOBIAHO A0 MaTepianiB peecTpauiiHoro JoCheE.
MepioguyHICTb NOAaHHS PerynsipHO OHOB/HOBAHOMO
3BiTY 3 6e3neku, BignoBigHO A0 Mopaaky 34iiCHeHHA
thapmakoHarnsgy, 3aTBepMKeHOro Hakasom
MiHicTepcTBa OXOPOHM 300P0B’S YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 340pPO0B's YKpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBWTB: 3ri4HO 3i CTPOKaMK, 3a3HaYEHNMM
y NepioAnYHOCTI NOAAaHHA perynsipHux 3BiTiB 3
6e3neku.
37. | AHYMET TabneTku, BKpUTI Mepk Wapn i |LWBeliyapis MepBuHHA Ta HigepnaH MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH 3a He UA/11003/01/01
NNiBKOBOO Joym IOEA BTOPWHHA ynakoBkKa, an/ MepiofuyHICTb NOAAHHS PErynsipHO OHOBJIIOBAHOMO | peyernmom | niosisizae
o060n0oHkoto, no 50 6X [03BiN Ha BUMYCK Benuka 3BiTY 3 6e3neku, BignoBigHO A0 Mopaaky 34iicCHeHHA
mr/500 wr; no 14 cepi: BputaHis/ thapmakoHarnagy, 3aTBepXeHoro Hakasom
Tabnetok y 6nictepi, Mepk Wapn i Joym MyepTto MiHicTepcTBa OXOPOHMW 340P0OB’S YKpaiHu Big, 27
no 4 6nictepu B B.B., Higepnanaw; Piko, CLLUA rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoOro B
KapTOHHIlA KopoobLi Brpo6HMUTBO / MiHicTepcTBi tocTuuii Ykpainu 29 ciyHa 2007 poky 3a
Hepo3dacoBaHOl IcnaHis Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
nNpoAyKLii: OXOPOHU 340pOB's YKpaiHu Big 26 BepecHs 2016 poky

Ecika KBiH60pO
Nimiten, Benvka
BpuTaHis;
MateoH MyepTo Piko,
IHK., MyepTo Piko,
CLUA;
MNepBuHHa Ta
BTOPWHHA ynakoBKa:
dpoccT I16epuka, C.A.,

Ne 996), cTaHOBUTb: 3riJHO 3i CTPOKaMW, 3a3Ha4EHUMU
y NepioAnYHOCTI NOAAHHA perynsipHux 3BiTiB 3
6e3neku.
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknam Homep
n/ | nikapcbkoeo | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy | yBaHHs | peecmpayiliHo20
n 3acoby YnakosKa) nocBi04YeHHs1
Icnanis
38. | AHYMET TabneTku, BKpUTI Mepk Wapn i |LWBeliyapis MepBrHHa Ta HignepnaH MepepeecTpauis Ha HeOGMEXEeHUIA TEPMIH 3a He UA/11003/01/02
NNiBKOBOO Joym IAEA BTOPWHHA ynakoBkKa, an/ MepiogUyHICTb NOAAHHS PErynsipHO OHOB/IIOBAHOrO | peyernmom | niosisizae
o060n0oHkoto, no 50 6X [03BiN Ha BUMYCK Benuka 3BiTY 3 6e3neku, BignoBigHO A0 Mopaaky 34iiCHeHHA
mr/850 wr, no 14 cepii: BpuTtaHis/ hapmakoHarnsgy, 3aTBepaXeHoro Hakasom
Tabnetok y 6nictepi, Mepk Wapn i Joym MyepTto MiHicTepcTBa OXOPOHM 300P0B’S YKpaiHu Big, 27
no 4 6nictepu B B.B., HigepnaHau; Piko, CLLUA rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoOro B
KapTOHHIli Kopoobui Brpo6HMLUTBO / MiHicTepcTBi tocTuii Ykpainu 29 ciuna 2007 poky 3a
Hepo3dhacoBaHOl IcnaHis Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
NpoAyKLii: OXOPOHU 340pPO0B's YKpaiHu Big 26 BepecHs 2016 poky
Ecika KBiH60pO Ne 996), cTaHOBWTB: 3ri4HO 3i CTPOKaMK, 3a3HaYEHNMM
NimiTen, Benvka y NepioAnYHOCTI NOAAaHHA perynsipHux 3BiTiB 3
BpuTaHis; 6e3neku.
MateoH MyepTo Piko,
IHK., MyepTo Piko,
CLUA;
MNepBuHHa Ta
BTOPMHHA ynakoBKa:
dpoccT 16epuka, C.A.,
Icnaxis
39. | AHYMET TabneTkun, BKPUTI Mepk Wapn i |LBeliuapis MepBuHHa Ta Hinepnax MepepeecTpaLlisi Ha HEOOMEXEHNI TEPMIH 3a He UA/11003/01/03
NAiBKOBOIO Joym IEA BTOPUHHA ynakoBkKa, on/ MepiognyHICTb NOAAHHSA PeryasipHO OHOB/IHOBAHOTO peuyenmom | nidnsieae
060/10HKO10, 50 meX [03BiN Ha BUNYCK Benuka 3BiTy 3 6e3neku, BignoBigHO A0 Mopaaky 34iicCHEHHA
mr/1000 mr; no 14 cepil: BputaHis/ hapmakoHarnagy, 3aTBepAXeHoro Hakasom
Tabnetok y 6nictepi, Mepk Wapn i Joym MyepTo MiHicTepcTBa 0XOpOHU 340POB’A YKpaiHu Big 27
no 4 6nictepu B B.B., HigepnaHaw,; Piko, CLLA rpyaHa 2006 poky Ne 898, 3apeecTpoBaHOro B
KapTOHHIlA KopooLi Brvpo6HMuTBO / MiHicTepcTsi tocTuuii Ykpainu 29 ciuHg 2007 poky 3a
Hepo3dghacoBaHol IcnaHis Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
NPOAYKLUT: OXOPOHW 3[0pPOB's YKpaiHu Bif 26 BepecHs 2016 poky

Ecika KBiH60pO
Nimiten, Benvka
BpuTaHis;
MateoH MyepTo Piko,
IHK., MyepTo Piko,
CLA;
MNepBuHHa Ta
BTOPUHHA ynakoBKa:
®poccT I6epuka, C.A.,
Icnanis

Ne 996), cTaHOBUTL: 3riAHO 3i CTPOKaMW, 3a3HaYEHUMU
y NepioANYHOCTI NOAAHHA PErynspHUX 3BITiB 3
6e3neku.

HavyanbHuK Bigainy 3 nutaHb papmaveBTUYHOIT
AisnbHOCTI [lenapTaMeHTy peasiisauii NONITUK

T.M. NAacKOBCbKUA
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Moparok 3

Ao Haka3y MiHicTepcTBa 0X0poHH

300pOB’A YKpaiHu
18.03.2020 Ne 673

MEPENIK
NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIOJTIOTYHUX MPEMAPATIB), LLIOAO AKUX BY/TIN BHECEHI 3MIHU O
PEECTPAUINHNX MATEPIANIB, AKI BHOCATbLCA A0 AEPXXABHOIO PEECTPY NNIKAPCbKUX 3ACOBIB YKPAIHA

Ne Hassa Popma 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbkoeo BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
1. A3ENTUN po3uuH ans Megpokemi Kinp Megpokemi T/, Kinp BHECEHHS 3MiH O peecTpaLiiiHnx MmaTepianiB:3MiHv | TUMY - 3MiHW WoA0 3a UA/15229/01/01
iH ekuiin, 500 nTa (AMnynbHWUIA 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy. BBegeHHss abo 3MiHM Ao peuenmom
mr/5 mn no 5 mn IH'ekuiiHni 3aBog) y3arasibHeHNX JaHnx nNpo cucTemy dpapmakoHarnsgy (BBefeHHs
B amnyni; no 5 y3arasibHeHUX faHnx Npo cuctemy hapmakoHarnsgy, amiHa
amnyny YMOBHOBaXXEHOT 0COOMU, BigNoBigaIbHOI 3a 34iiCHEHHS (dapMakoHariaay;
6nictepi; no 2 KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHVKa A5 34iACHEHHS
6nictepn y thapmakoHarnagy B YKpaiHi, K0 BOHa BifMiHHA Bif, yNOBHOBaXEHOI
KapTOHHIN 0cobw, BignoBiAa/IbHOT 3a 34iCHEHHST hapmakoHarnsagy (Bkaoyarum
KopoobLi KOHTaKTHi AaHi) Ta/abo 3MiHN y po3MmilLeHHi MacTep-dhaiina cuctemu
hapmakoHarnagy) - 3MiHa ynoBHOBaXKEHOT 0CO6U 3asBHMKA,
Bi4NOBiAa/IbHOI 3a 3[jICHEHHSsT hapmakoHarnsay: MponoHoBaHa pefakuis:
Marina Couva. 3MiHa KOHTaKTHUX AaHuX YNOBHOBaXXEHOT 0cobu,
BiiNOBIAaNbHOI 3a 3jiCHEHHS hapmakoHarnsgy. 3MiHa KOHTaKTHUX JaHUX
KOHTaKTHOT 0CO6U 3asiIBHMKA, BifNoBigasIbHOI 3a 34iNCHEHHST
thapmakoHarnagy B YkpaiHi. 3MiHa MicLs 3iACHEHHS] OCHOBHOI AiSNbHOCTI
3 (hbapmakoHarnagy. 3mMiHa MicLie3HaxomKeHHs MacTep-dhaiina
2. A3UTPOMIL, TabneTku, BKpUTI Lxy6inaHTt IHais [bxy6inaHt IHgis BHECEHHS 3MiH A0 peecTpavliiiHuX MaTepiasiB:3MiHN | TUMY - 3MiHW WoA0 3a UA/12966/01/01
MH NNiBKOBOO [bxeHepikc [xeHepikc NimiTeq, 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy. BeegeHHs abo 3MiHn Ao peuyenmom
060/10HKO0, MO Nimiteq y3araslbHeHVX AaHnx Npo cuctemy dapmakoHarnsgy (BBefeHHs
250 mr, no 6 y3arasibHeHUX JaHnx npo cuctemy dpapmakoHarnsgy, 3mMiHa
TabneTok y YNOBHOB&XXEHOI 0c06W, BifNOBIAaIbHOT 3a 34iICHEHHS hapmakoHarnsgy;
6nicTepi; no 1 KOHTaKTHOI 0c06M 3 hapMakoHarnaay 3asBHMKa A5 34iNCHEHHS
6nictepy y thapmakoHarnagy B YkpaiHi, K0 BOHa BifMiHHA Bif, yNIOBHOBaXXEHOT
KapTOHHIlA ocobu, BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsgy (Bkaouvaoum
KopoobLi KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-haiina cuctemu
thapmakoHarnsgy) - 3MiHa KOHTakTHOI 0C06M YNOBHOBaXXEHOI 0Co6M
3asBHUKA, BiANOBIAA/IbHOI 3a 34iiCHEHHA dapMakoHarnsay B YkpaiHi.
MponoHoBaHa pegakuis: Kymap MaHomk. 3MiHa KOHTaKTHUX faHnx
KOHTaKTHOI 0CO6M YNOBHOBaXXEHOT 0COOM 3asiBHUKA, BiAMNOBIAA/IbHOI 3@
3[jiCHEHHs1 hapMakoHarisay B YkpaiHi
3. A3SUTPOMIL, TabneTkun, BKpUTI [xy6inaHTt IHAain [bxy6inant IHAis BHECEHHS 3MiH 0 peecTpavliiniHux MmaTepiasis:3MiHu | TUMY - 3MiHW WoA0 3a UA/12966/01/02
NH N/1iBKOBOIO [hxeHepikc [hxenepikc fimiteq 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go peyenmom
060/10HKOI0, N0 Nimiten y3araslbHeHUX AaHux npo cuctemy dpapmakoHarnsgy (BBefeHHs
500 mr, no 3 y3arasibHeHVX AaHnxX Npo cuctemy papmakoHarnsgy, 3miHa
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pedhepeHTHOro nikapcebkoro 3acoby CYMAME/, TabneTkun, BKpUTI
nniBKOBOK 060/10HKOK. BBEAEHHS 3MiH NpoTAroM 3-x micsuiB nicns
3aTBepKEHHs

Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
Tabnetku B YNOBHOBaXKEHOI 0c06U, BiNOBIAAILHOT 3a 34iCHEHHS hapmakoHarnsgy;
6nicTepi; no 1 KOHTaKTHOI 0cO6U 3 chapmakoHarnsay 3asBHVKa 415 34iACHEHHS
6nictepy y hapMakoHarnagy B YkpaiHi, KO BOHA BigMiHHA Bif, yNIOBHOBaXKEHOT
KapTOHHIlA 0ocob6u, BiANOBIAasIbHOI 3a 34iiCHEHHA hapmakoHarnsay (Bkaoyaoum
Kopobui KOHTaKTHI AaHi) Ta/abo 3MiHN Y po3MmilLeHHi MacTep-dhaiina cuctemu
hapmMakoHarnsgy) - 3MiHa KOHTaKTHOI 0co6M YNOBHOBaXXeHOT 0cobu
3asBHUKA, BiANOBIAANLHOI 3a 3AiiCHEHHs hapmakoHarnagy B YKpaii.
MponoHoBaHa pepakuis: Kymap MaHomK. 3MiHa KOHTaKTHUX JaHnX
KOHTaKTHOT 0CO61 YNOBHOBaXKEHOT 0CO6M 3asiBHMKA, BiANOBIAA/ILHOT 38
3AjicHeHHs hapMakoHarnaay B Ykpaii
4, A3UTPOMIL, TabneTku, BKpUTI [xy6inaHt IHais [bxy6inaHt IHgis BHECEHHS 3MiH A0 peecTpavliiiHuX MaTepiasiB:3MiHu | TUMY - 3MiHW WoA0 - UA/12967/01/01
MH NAiBKOBOO [bxeHepikc IxeHepikc Nimiteq, 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy. BeegeHHs abo 3MiHM Ao
060/10HKO0, MO Nimiteq y3aranibHeHVX gaHnx Npo cuctemy dpapmakoHarnisay (BBefeHHs
250 wr, in bulk: y3arasibHeHVX AaHnX Npo cuctemMy hapmMakoHarnsay, 3mMiHa
no 5000 YMNOBHOBaXXEHOT 0CO6U, BiANOBIAaNLHOT 3a 34iICHEHHST hapMakoHarnaay;
Tabnetok y KOHTaKTHOI 0co6M 3 thapmakoHarnsgy 3asasBHVKa 415 34iACHEHHSA
nonieTuseHoBOM thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif, yNOBHOBaXXEHOI
y nakeTi ocob6u, BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsgy (Bkaovaoum
KOHTaKTHi fjaHi) Ta/abo 3MiHM y pO3MiLLLEeHHI MacTep-dhalina cucremu
thapmakoHarnsgy) - 3MiHa KOHTaKTHOT 0C06M YNOBHOBaXEHOI 0co6U
3as1BHUKA, BiANOBIAA/IbHOI 3a 34iiCHEHHSA dapMakoHarnsay B YkpaiHi.
MponoHoBaHa pegakuis: Kymap MaHomk. 3MiHa KOHTakTHUX faHnx
KOHTaKTHOI 0CO6U YNOBHOBaXXEHOT 0COOM 3asiBHUKA, BiAMNOBIAA/IbHOI 3@
3[jiCHEHHs1 hapMakoHarsay B YkpaiHi
5. A3SUTPOMIL, TabneTkun, BKpUTI [xy6inaHt IHAain [bxy6inant IHAiA BHECEHHS 3MiH 40 peecTpaLliiiHux MaTepiasis:3MiHu | TUMY - 3MiHW WoA0 - UA/12967/01/02
NH NNiBKOBOO L[bxeHepikc [bxeHnepikc NimiTeq, 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go
060/10HKOI0, N0 NimiTen y3arasibHeHUX AaHux npo cuctemy dpapmakoHarnsgy (BBefeHHs
500 wr, in bulk: y3aranibHeHVX AaHnx Nnpo cuctemy hapmakoHarnsgy, 3miHa
no 5000 yMOBHOBaXeHOT 0cobu, BiANOBIAaNbHOT 3a 34iICHEHHS hapMakoHariaay;
TabneTok y KOHTaKTHOI 0c06M 3 hapMakoHarnaay 3asBHVKa A5 34iACHEHHS
nonieTueHoBom thapmakoHarnagy B YKpaiHi, SKL0 BOHa BifMiHHA Bif, yNOBHOBaXEHOI
y nakeTi ocobu, BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsagy (Bkaovaum
KOHTaKTHI faHi) Ta/abo 3MiH1 y po3MilLeHHi MacTep-dhaiina cuctemu
papMakoHarnsay) - 3MiHa KOHTaKTHOI 0CO6M YNOBHOBaXXEHOT 0CObM
3asBHUKA, BiANOBIAA/IbHOI 3a 34iicCHEHHA dapmakoHarnsgy B YkpaiHi.
MponoHoBaHa pefakuis: Kymap MaHompK. 3MiHa KOHTaKTHUX JaHWX
KOHTaKTHOT 0CO6M YNOBHOBaXKEHOT 0CO6M 3asiBHMKA, BiANOBIAA/IbHOT 3a
3fiicHeHHs1 chapmakoHarsgy B YkpaiHi
6. A3TEK TabneTkun, BKpUTI €BPO IHAain ®AC Nimiteq IHAis BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis:3MiHW | TUNYy - 3MiHK 80 3a UA/6635/01/01
NAiBKOBOIO NANDKEP IHCTPYKL,ii A/191 MeAMYHOro 3aCTOCYBaHHS /iKapCbKoro 3acoby y po3ginv: | peyenmom
060/10HKOI0, N0 MPAMBIT "MpoTunokasaHHs", "B3aeMogis 3 iHLIMMUK NiKapCbKUMK 3acobamu Ta iHLUi
500 mr no 3 NIMITEL BMAM B3aemogiit", "OcobMBOCTi 3acToCyBaHHA", "3acToCyBaHHSA y nepios
Tabnetkn y BariTHOCTi abo rogyBaHHA rpyaat”, "34aTtHiCTb BNAMBATK Ha LWBMAKICT
6nicTepi; no 1 peakLuii Npy KepyBaHHi aBTOTPaHCNOPTOM abo0 iHLMMK MexaHiaMammn”,
6nicTepy B "Cnoci6 3acTtocyBaHHs Ta go3un”, "Oitn" (YTouHeHHs iHdopmadir), "Mo6iuHi
ynakoBLUi peakuii” 3rigHo 3 iHhopMaLi€lo LWOA0 MEANYHOTO 3aCTOCYBaHHS




30

Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
7. | A3TEK TabneTkun, BKpUTI €BPO IHAaia ®AC Nimiteq, IHAis BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis:3MiHW | TUNYy - 3MiHW 80 3a UA/6635/01/02
MN/1iBKOBOIO JNIANOKEP IHCTPYKL|i 415 MeAUYHOr0o 3aCTOCYBaHHS Jlikapcbkoro 3acoby y po3ainv: | peyenmom
060/10HKOI0, N0 MPABIT "MpoTunokasaHHA", "B3aeMopis 3 iHWMMKM NiKapCbknmy 3acobamu Ta iHLi
250 mr no 6 NIMITEL BMAM B3aemogiit", "OcobnMBOCTi 3acToCcyBaHHA", "3acTocyBaHHS y Nepios,
Tabnetoky BariTHOCTi abo rogyBaHHs rpyaar”, "3aaTHiCTb BNAMBaTK Ha LWBUAKICTb
6nictepi; no 1 peaxuii Npy KepyBaHHi aBTOTPAHCNOPTOM a60 iHWNUMK MeXaHi3Mammn”,
6nictepy B "Cnoci6 3acTtocyBaHHs Ta go3n", "Oitn" (yTouHeHHs iHdbopmadii), "MobiuHi
ynakoBLi peakuii” 3rigHo 3 iHchopMaLli€to LWoA0 MeANYHOro 3acTOCyBaHHS
pedhepeHTHOro sikapcbkoro 3acoby CYMAME/, TabneTku, BKpUTI
nniBKOBOK 060/10HKO. BBEAEHHS 3MiH NpoTAroM 3-x micsAuiB nicns
3aTBEPAKEHHSA
8. AJNNTAHTOIH KpucTaniyHmi ToBapucTBOo | YKpaiHa XyHaHb Li3toasHb Kutalicb BHECEHHS 3MiH 10 peecTpauiliHix MaTepianis: 3mMiHuM | Tuny - 3MiHW 3 - UA/16180/01/01
MOPOLLIOK 3 [oHr'sH Ka akocTi. A®l. Bupo6bHMLUTBO. 3MiHa BUPOGHUKA BUXIAHOro/MPOMIKHOTO
(cybcTaHuis) y obmexeHo dapmacbtoTikan Ko., | HapogH npoaykTy/peareHTy, WO BYKOPVCTOBYIOTLCS Y BUPO6HMYOMY npotieci AdI,
noaBiiHMX Bignosiganb nra. a a60 3MiHa BMPOGHMKa (BKIHOYatouu, ie HeobxigHo, MicLie NpoBefeHHS
nonieTuIeHoBmx HiCTIO Pecny6n KOHTpOst0 sikocTi) AP (3a BigCYTHOCTI cepTucpikata BiANOBIAHOCTI
naketax gns "®apmaueBT iKa €Bponelicbkiin hapmakonei y 3aTBepApKeHOMY A0ChE)(3anponoHoBaHUiA
hapmaueBTUYHO nyHa BMPOBHUK HANEXUTb [10 TiEl camoi BUPOBHUYOI rpyny NiANpPUEMCTB, Lo i
ro 3acToCyBaHHA KOMMaHis 3aTBEPIKEHNIA)
"3popos'a” — NepeHeceHHs MicLA NPOBaMKeHHS AisNbHOCTI BUpOGHMKa AdI
AnaHTOliHy Ha ginbHuuto Hunan Jiudian Hongyang Pharmaceutical Co.,
Ltd., The People’s Republic of China. Bupo6HuutBo A®I Ha cTapiii
AinbHuui 6yno npunuHeHo. Hoea duipma «Hunan Jiudian Hongyang
Pharmaceutical Co., Ltd.» ABNSI€TbCA AOYiIPHLOI KOMMaHIe
3aTBEepMXKeHOi dhipmn «Hunan Jiudian Pharmaceutical Co., Ltd.»
9. AMIHON® pO34uH ans TOB "HOpia- | YkpaiHa TOB "lOpis-Papm” Ykpaina BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | TUny - 3a UA/5616/01/01
iHdpy3iid; no 100 Papm" AZMiHICTpaTMBHI 3MiHU. 3MiHA HalilMeHyBaHHs1 Ta/abo agpecu Micus peuenmom
M1, abo no 200 NPOBaKEHHS AiS/IbHOCTI BUPOBHMKa/iMnopTepa roToBOro Nikapcbkoro
mn, abo no 400 3ac00y, BKIOYAKUU [i/TbHUL BUNYCKY cepii abo MicLe NpoBeAeHHS
MY NAALIL KOHTPO/I0 AKOCTI. (4iSNbHICTb, 3a Ky BiANOBIAaE BUPOGHMK/iMNopTep,
CKNsAHIl; o 1 BK/IO4a0UM BMMYCK cepiid) 3miHa agpecu BUpo6Hrka TOB «tOpis-dapm»,
NASAWLi B Nauu; 6e3 3MiHN MicLA BUPOGHMLUTBA. TePMiH BBEAEHHS 3MiH - NPOTAroM 6
no 3 msa abo no MiCALB NiCNa 3aTBEPAXKEHHS.
5 My chriakoHi;
no 1 a6ono5
hNakoHiB B
nauui
10. | AHIIH- Tabnetku, no 50 Bionoriwe Himeyun Bionoriwe Himeuun BHECEHHS 3MiH 0 peecTpaLiiiHuX MaTepiasiB:3MiHN | TUMY - 3MiHW WoA0 6e3 UA/5900/01/01
XEENb C Tabnetok y Xaiinbmitte Ha XaiinbMmitTens Ha 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy. BeegeHHs abo 3MiHM Ao peyenma
KOHTeliHepi Nb Xeernb Xeenb M'M6X y3ara/ibHeHNX JaHnx npo cuctemy dpapmakoHarnsgy (BBefeHHs
noninponineHos mM6X y3arasibHeHNX JaHnx npo cuctemy dpapmakoHarnsgy, 3amiHa
omy; no 1 YNOBHOBaXKEHOI 0c06W, BifNOBIAAIbHOT 3a 34iCHEHHS hapMmakoHarnsgy;
KOHTelHepy B KOHTaKTHOT 0CO6U 3 dhapMakoHarnsay 3asiBHuKa 415 34iNCHEeHHS
KopooLi 3 hapMakoHarnagy B YkpaiHi, AKLWO BOHA BiMiHHA Bif, yNIOBHOBaXKEHOT
KapToHy 0co6wu, BiANOBifa/IbHOT 3a 34iiCHEHHA thapMakoHarnsay (BKIovaoum

KOHTaKTHi fjaHi) Ta/abo 3MiHM y PO3MilLLLEeHHI MacTep-dalina cuctemm
hapmakoHarnsgy) - 3miHa KOHTakTHOI 0co6y 3asiBHMKa, BignoBifanbHOT 3a
3pjiicHeHHs chapMakoHarnagy B YkpaiHi: MponoHoBaHa pegakuis —
LLlanoBasioBa IHHa AHaTo/iIBHA. 3MiHA KOHTAKTHWUX AaHNX KOHTaKTHOI
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
0Cco6M 3asBHMKA, BiANOBIAANBHOI 3a 34iiCHEHHS hapmakoHarnsgy B
YKpaiHi
11. | ACAKON® cynosuTopii Tinotc LLseiiua Brnpo6HuK, LBeiiua BHECEHHS 3MiH [J0 peecTpaLiitHux maTepiasnis: 3MiHu | TUnYy - 3a UA/4770/02/01
peKTasibHi No Papma Al pis BiANOBIAaIbHMI 3a pis/ AAMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus peyenmom
500 mr BWMYCK CepiA: Himeuun NPOBaPKEHHN AiS/IbHOCTI BUPO6HUKa/iMnopTepa roToBoro Jlikapcbkoro
no5 Tinotc ®apma Al Ha 3aco0by, BKIYaUK AinbHULI BUNYCKy cepii abo micue npoBefeHHs
CynosunTopiiB y LLiseiuapis; KOHTPO/O AKOCTI. (AisANbHICTb, 3a 5Ky BiANoBigae BUPOGHMK/iMNopTep, He
6nicTepi; no 4 B1po6GHWK, BK/IOYA0UM BUMYCK cepili) 3MiHa Ha3BW Ta agpecy BupobHuka M3,
6nictepu B BiANOBigaIbHUIA 3a BiANOBIAA/ILHOIO 3a A030BaHy hopMy Ta nakyBaHHs, 6€3 3MiHu Micus
Kopobu,i 3 [030BaHy thopmy Ta BUPOGHMLTBA
KapTOHY nakyBaHHS:
Xaynt ®apma
BronbiHr MM6X,
HimeuunHa
12. | ATAKAHA Tabnetkn, no 16 | ACTPA3EH LLseuis AcTtpa3eHeka Ab, LLseuis/ BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis:3MiHu | TUMY - 3MiHK A0 3a UA/7620/01/01
nnoc mr/12,5 mr, no EKA Ab LLBeuis (BUpOGHMK Himeuun IHCTPYKLi 4159 MeAUYHOro 3acTocyBaHHS /likapCbKoro 3acoby Ao po3ginis | peyernmom
14 TabneTok y "in bulk™); Ha "®apmakonorivHi BractmocTi”, "Ocob6mBocTi 3acTocyBaHHs", “IM06iYHi
6nictepi; no 2 AcTpa3eHeka 'M6X, peakujii” BignoBigHO A0 pekomeHaauii PRAC. BBefeHHs1 3MiH NpoTsArom 6-
6nictepu B HimeuunHa TN MiCALiB NicNs 3aTBEpAKEHHS
KapTOHHIA (BMPOGHMK,
Kopobui BiANOBigaIbHUI 3a
nakyBaHHs Ta
BUMYCK cepil)
13. | ATTEHTO® TabneTkun, BKpUTI MeHapiHi | /Tiokcem6b Brpo6HMUTBO in Himeuun BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHW | TUny: 3MiHK Woa0 3a UA/13780/01/01
20/5 NAiBKOBOIO IHTepHeLLOoH ypr bulk, nakyBaHHs, Ha 6e3nekn/edpekTBHOCTI Ta hapMakoHarisgy (iHwi 3MiHn) peuenmom
060/10HKO0, MO an KOHTPO/b Ta BUNYCK - 3aMiHa rpachiyHOro 306paXKeHHs ynakoBkn Ha TEKCT MapKyBaHHS
20 mr/5 mr; no OnepeiiwoH cepiit: yNakoBKM 3 METOI0 NPUBELEHHS Y BiANOBIAHICTL A0 Hakasy MO3 YkpaiHu
14 TabneTok y c [Oaiui CaHkio FOpoyn Ne 426 Big 26.08.05 (y pegakuii Hakasy MO3 YkpaiHn Ne460 Big
6nicTepi; no 1 Tokcembypr vm6X, HimeuunHa; 23.07.2015 p.), fogaBaHHA OAUHULE S| A0 TEKCTY MapKyBaHHA 3 METOH
abo 2 6nictepu C.A. MakyBaHHA Ta BMKOHaHHS BUMOr Haka3y MiHicTepcTBa eKOHOMIYHOro po3BUTKY Ta TOpPriBAi

B KQPTOHHIN
KopoobLi

BMNYCK Cepii:
BEP/IH-XEMI AT,
HimeuunHa

Big 04.02.2015 Ne914. BBeAeHHSI 3MiH MPOTAroM 6-Tu MicsAUiB nicns
3aTBepMXeHHs. 3MiHu | Tuny: 3MiHK 3 siKoCTi. FOTOBMIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npuaaTHOCTi abo ymoBax 36epiraHHs
rOTOBOTO JIiKAPCbKOro 3acoby (36i/1bLEeHHS TePMiHY NPUAATHOCTI TOTOBOrO
nikapcbKoro 3acoby) - [ins TOprosoi ynakoBku (NiATBEPMKYETLCA faHMM
peasibHOro yacy) - 36inbLeHHA TepMiHy npuaaTtHocTi 13, 3aTBepapkeHo:
4 pokun 3anpornoHoBaHo: 5 pokiB. 3MiHW BHECEHI B iIHCTPYKLiO A5
MeAMYHOro 3acTOoCyBaHHA NikapCbKoro 3acoby y p. «TepMiH NpuaaTHOCTI».
BBefieHHs1 3MiH NPOTArom 6-T MiCALIB MIiC/1A 3aTBEPKEHHSA. 3MiHU | TUNYy:
3MiHM 3 KOCTi. [0TOBWIA NikapCbkuii 3aci6. KOHTPOIb rOTOBOrO MikapCbKoro
3ac006y (iHLWi 3MiHW) - BHECEHHS 3MiH B METOAMKMN 3a MOKa3HNKOM
«MikpobionoriyHa YicToTa», A0AAaTKOBO [0 NOCUMIAHHS Ha (hapMakoneliHi
Tectn (2.6.12 Ta 2.6.13) fopaHo iHchopmalito Npo 3pasku (3pasku
iHAaKTMBYIOTb LUMSAXOM po3BefeHHs 1:100 crepunbHUM 6ydiepom,
nopasaHHAM 0,1 % rictuanHy Ta 0,3 % neuutuHy Ta 1 % abo 5 %
nosicop6arty 80 Ta iHKy6yOTb LUISAXOM A04aBaHHSA Ka3eiHO — COEBMX 606IB
abo cepeposua Cabypo). BBeeHHS 3MiH NpOTArom 6-Tu MicauiB nicns
3aTBePMHKEHHSA. 3MiHW | Tuny: AgMIHICTPATUBHI 3MiHW. BunyyeHHs
BMPOGHUYOT AiNbHMUI (BKAKOYaAUM AinbHuui a8 APl npoMixKHOro
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1

npoaykTy abo rotToBOro Nikapcbkoro 3acoby, AifbHULI 4718 NPOBEAEHHS
nakyBaHHs1, BUPOGHYKa, Bif4NoBiAaNbHOIo 3a BUMYCK Cepiid, micue
npoBefeHHs KOHTPOIo cepil) abo nocTayanbHKKa BUXiAHOTO MaTepiasty,
peareHTy abo AONOMIXKHOI pEYOBUHYU (SKLLO 3a3HAYEHO Y [OCLE) -
BWyYEHHS (DYHKLiT KOHTPO/IIO Cepii ANs 3aTBEpAXeHOro BupobHuka M3
BEPNIH-XEMI Al', HimeuyunHa. BBeieHHs 3MiH NpOTAroM 6-T1 micsis
nicnsa 3aTeepmkeHHs. 3miHu | Tuny: 3miHu 3 skocTi. APl. KoHTponb AdI.
3miHa y MmeTogax BunpobysaHHA A®l abo BUXigHOTO
maTepiany/npoMiKHOro NPoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea A®| (He3HauHi 3MiHW y 3aTBEPAKEHNX MeTofax
BMMNPOGYBaHHS) - HE3HAYHI 3MiHW y 3aTBEPMXEHUX MeToAax BUNpoOyBaHHS
ans A®l amnoguniHy 6ecunarty 3a nokasHMkoM «Po3mip 4yacTok». YacTnHa
CUCTEMM 3MIHIOETHCS 3 BiAKPWTOT BibpaLiiiHOT CMCTEMM Ha 3aKpUTWIA
MiKpoA03yBasibHUiA NpucTpiii. Cama meToavka (nasepHa gndipakuis) ta
Cneupndpikauis A®I amnoguniHy 6ecunaty 3a NokasHUKOM «Po3Mmip
4acTok» He 3MiHunacs. 3miHu | Tuny: 3minun 3 akocTi. CepTudikar
BignoBigHocTI/IE-cepTudikaT BiANOBIAHOCTI EBPONEChKIl
hapmakonei/MoHorpadii. NMogaHHsA HOBOro abo OHOBNEHOro cepTudpikata
BiNOBIAHOCTI 260 BUTyYeHHs cepTudikaTa BignoBiAHOCTI EBponechkii
hapmakonei: ana A®l; gns BuxigHoro matepiany/peareHTy/npoMixXHOro
NPOAYKTY, LU0 BUKOPUCTOBYIOTLCA Y BUPOOHUUTBI ADI; Ana AONOMDKHOT
peyoBMHM (cepTuddikat BignoBigHOCTI EBponeiickkiii hapmakonei) - Hoswii
cepTudikaT Big HOBOro BUPOGHKKa (3aMiHa abo AONOBHEHHS) - NOAAHHS
HOBOro cepTudikata BignoBigHOCTI EBponelickkiii chapmakonei Ne RO-CEP
2013-105-Rev 01 gns gitoyoi pevosuHn Olmesartan medoxomil Big HoBOro
Bupo6Huka CHINOIN PHARMACEUTICAL AND CHEMICAL WORKS
PRIVATE CO., LTD., Hungary. 3MmiHu | Tuny: 3miHu 3 akocTi. CepTudikar
BifnoBigHOCTI/IE-cepTudikar BifgnoBigHOCTI €Bponenchkii
thapmakonei/moHorpadii. NogaHHs HOBOro abo OHOB/IEHOTO cepTudiikara
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikaTa BiAnoBigHOCTI EBponechkili
hapmakonei: ana A®l; gns BuxigHoro matepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI; Anst 4ONOMIXHOT
peyoBUHM (cepTudpikaT BiANOBIAHOCTI EBponeiickkili hapmakonei) - HoBwii
cepTudikaT Bif, BXe 3aTBEpPKEHOr0 BUPOGHMKA - MOAaHHS HOBOrO
cepTtudikaTa BignosigHocTi E€Bponelickkinn hapmakonei CEP Ne RO-CEP
2012-398-Rev 01 (3amiHa ASMF) Big, Bxe 3aTBepakKeHoro BupobHuka Adl
Olmesartan medoxomil, sk HacnifoK 3MiHa Ha3BM BUPOOHMKA, a TaKoX
BBE/EHHS BUPOOHNYOI AiNbHULI 4151 MPOMIKXHOT MPOAYKLii. 3aTBepKeHO:
Daiichi Sankyo Propharma Co., Ltd, Japan; 3anponoHoBaHo: Daiichi
Sankyo Co., Ltd., Japan. 3minu | Trny: 3MiHn 3 axkocTi. CepTudikar
BignoBigHocTI/IE-cepTudikaT BiANOBIAHOCTI EBpONEChKIi
hapmakonei/MmoHorpadii. NMogaHHsA HOBOro abo OHOBEHOro cepTudpikata
BiNOBIAHOCTI 260 BUTyYeHHs cepTudikaTa BignoBiAHOCTI EBponechkii
hapmakonei: ana A®l; gns BuxigHoro matepiany/peareHTy/mpoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOOHUUTBI ADI; Ana ONOMDKHOT
peyoBMHM (cepTudikar BignoBiAHOCTI EBponechkii dhapmakonei) -
OHOBNEeHWi cepTuddikaT Bif, y)xe 3aTBEPAKEHOr0 BUPOOHUKA - NOJaHHS
oHosneHoro CEP Ne RO-CEP 2012-398-Rev 02 ansa A®| onmecapTaHy
MeZIOKCOMINy Big, yxe 3aTsepmkeHoro BupobHuka DAIICHI SANKYO CO.,
LTD. 3miHu | Tuny: 3miHu 3 sikocTi. CepTudikaT BignosigHoCTi/l E-
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cepTudikaT BignosigHocTi €Bponelicbkili hapmakonei/MoHorpadii.
MoaaHHA HOBOro abo oHoBIEHOro cepTudikaTa BignoBigHOCTI abo
BU/TyYEHHS cepTudikaTa BignoBigHOCTI EBponelickkiii dhapmakonei: ans
A®I; ans BUXigHOro matepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHNLTBI ADI; ANns SONOMDKHOI peYOBUHM
(cepTudpikaT BignoBigHOCTI EBponelickkiin chapmakoner) - OHOBNEHUIA
cepTuddikaT Bif y)xe 3aTBEPKEHOro BUPOOHNMKA - NOJAHHS OHOB/IEHOTO
CepTudpikaTy BignoigHocTi €Bponeiicbkoi hapmakonei CEP Ne RO-CEP
2012-398-Rev 03 Big yxe 3aTBepAxeHoro BupobHrka APl OnmecapTaHy
megokcominy DAIICHI SANKYO CO., LTD., ik Hacnifjok, BBejeHHS
BVMPOGHMYOI AinbHULI AN NpoMikHOT npogykuii Chinoin Pharmaceutical
and Chemical Works Private Co., Ltd To Utca 1-5 Hungary — 1045
Budapest. 3miHun | Tuny: 3miHn 3 skocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI €EBponeiickkiii hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOBNEHOTO cepTudikaTa BigNoBigHOCTI a60
BUJTyYeHHs cepTudikaTa BiAnoBiAHOCTI EBponeiichkii hapmakonei: ans
A®I; ans BUXigHOro matepiany/peareHTy/npoMikHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; Ana AONOMDKHOT peYOBUHU
(cepTuchikat BignoBigHOCTI EBponelickkiit thapmakoner) - OHOBNEHUIA
cepTuduikaT Bif yXe 3aTBepXEHOro BUPOOHNMKA - NOAAHHS OHOB/IEHOTO
Ceprtucpikaty BignoBigHocTi €EBponelicbkiin hapmakonei Ne RO-CEP 2012-
398-Rev 04 ana APl onmecapTaHy MeAoKCOMINYy Bif y)Xe 3aTBepPKEHOr0
Brpo6HMKa DAIICHI SANKYO CO., LTD. 3MiHn | Tuny: 3miHu 3 SIKOCTi.
CepTtudpikaT BignoigHocTi/l E-cepTudpikaT BiaNoBigHOCTI EBponechkili
hapmakonei/moHorpadii. NMogaHHsA HOBOro abo OHOBEHOro cepTucpikata
BiANOBIAHOCTI abo BMy4YeHHs cepTudpikaTa BiANoBigHOCTI €Bponenchbkili
thapmakonei: gna A®l; ans BuxigHoOro Matepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI API; ANs 4ONOMIKXHOT
peyoBuHM (cepTudpikaTt BiANOBIAHOCTI EBponeiickbkii hapmakonei) -
OHOBNEHWI cepTUdikaT Bif, y)Xe 3aTBEpAXEHOr0 BUPOOHUKA - NoJaHHS
oHoBneHoro CepTudikaTy BifnoBigHOCTI €Bponelickkilt hapmakonei Ne
RO-CEP 2012-398-Rev 05 gnis A®| onmecaptaHy MeA0oKCOMIny Bif, yxe
3aTBepxeHoro Bupo6Hrka DAIICHI SANKYO CO., LTD. 3MmiHu | Tuny:
3miHu 3 sKocTi. CepTudikat BignosigHocTi/IE-cepTudikar BignoBigHOCTI
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHsA HOBOro abo OHOB/IEHOTO
cepTudikaTta BiANOBIAHOCTI ab0 BUyYeHHA cepTuddikara BignosigHOCTI
€Bponeiicbkiit hapmakonei: ana A®l; ans BUXigHOro
marepiany/peareHTy/npomMiKHOro NMPOAYKTY, WO BUKOPUCTOBYOTHCS Y
BUPOOHULTBI A®DI; Ana AONOMDKHOT peqyoBrHK (cepTudpikar BignoBigHOCTI
€sponeiicbkiii hapmakoner) - HoBuii cepTudikaT Big, BXe 3aTBEPIAXEHOTO
BMPO6HMKA - MoJaHHA cepTudiikaTa BignoBigHOCTI EBPONECHKIi
thapmakonei Ne RO-CEP 2015-140-Rev 01 a1 Aito4oi peqoBuHu
Amlodipine besilate Process Il gns 3atsepgxeHoro BupobHuka APl CIPLA
LIMITED, IHgjs ( B ZJONOBHEHHS A0 BXe 3aTBepgxeHoro CEP R1-CEP
2006-067-Rev 01 ans gitouoi pevouHn Amlodipine besilate Bupo6Huka
CIPLA LIMITED, Ingis). 3minn | Tuny: 3miHn 3 akocTi. Ceptudikat
BignoBigHocTI/IE-cepTudikaT BiANOBIAHOCTI EBpONEChKI
hapmakonei/MoHorpadii. NMogaHHsA HOBOro abo OHOBEHOro cepTudpikata
BiNOBIAHOCTI 260 BUTyYeHHs cepTudikaTa BignoBiAHOCTI EBponechkii
chapmakonei: s A®l; ans BUxigHOro MaTepiany/peareHTy/npoMixKHOro
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NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI API; Ans ONOMIKHOT
peyoBuHM (cepTudbikaTt BiANOBIAHOCTI EBponeiickbkii hapmakonei) -
OHoB/IEHMIA cepTUIKaT Bif Y)Xe 3aTBEPKEHOr0 BUPOOHMKA — NOJaHHS
OHOBJIEHOrO cepTudikaTy BignoBigHOCTI €Bponelickkoi hapmakonei CEP
Ne R1-CEP 2006-067-Rev 00 (3aTBepaxeHa Bepcis: CEP Ne RO-CEP
2006-067-Rev 04) Bif 3aTBEPAXEHOIO BUPO6HMKA APl AMnoauniHy
6ecunary Cilpa Limited, India. 3miHu | TURYy: 3miHK 3 akocTi. CepTudikat
BignosigHocTI/IE-cepTudikaT BiANOBIAHOCTI EBPONEChKIi
hapmakonei/MoHorpadii. NMogaHHsA HOBOro abo OHOBEHOro cepTudpikata
BiNOBIAHOCTI 260 BUTyYeHHs cepTudikaTa BignoBiAHOCTI EBponecbkiii
hapmakonei: ana A®l; gns BuxigHoro matepiany/peareHTy/mpoMixKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOOHUUTBI ADI; Ana AONOMDKHOT
peyoBMHM (cepTudikat BignoBiAHOCTI EBponechkiit dhapmakonei) -
OHOBNEeHWi cepTuddikaT Bif, y)xe 3aTBEpAXEHOr0 BUPOOHUKA - MoJaHHS
OHOBJIEHOrO cepTudikaTa BiAnoBigHOCTI EBponeiickkili hapmakonei Ne
R1-CEP 2006-067-Rev 01 (3atBepgxeHo: R1-CEP 2006-067-Rev 00) ans
aitoyoi peyosrHn Amlodipine besilate Big BXe 3aTBepAKEHOro BUpoGHMKa
CIPLA LIMITED, IHgis, sik Hacnigok, 3MiHa agpecy BnacHuka CEP
(BMPOGHMYI AiNbHULI 3a/MLLATbCSA HE3MIeerMu), a TakoX, 3MiHV B
cneumdikauii A®| 3a nokasHukamu «CynpoBigHi 4OMILLKW». 3MiHKW | Tuny:
3MiHu 3 siKocTi. CepTudpikat BignosigHocTI/IE-cepTudpikat BignosigHocTi
€sponeiicbkiii hapmakonei/moHorpadii. MogaHHs HOBOTO abo OHOB/IEHOTO
cepTucpikaTa BiANOBIAHOCTI ab0 BUIyYEHHS cepTudikarta BignoBigHOCTI
€Bponeiicbkili hapmakonei: gns A®l; ons BUXigHOro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, WO BUKOPUCTOBYIOTHCH Y
BMPO6HMUTBI A®I; AN 4ONOMIXHOT peqyoBUHU (CepTudikaT BigNoBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA cepTUQikaT Bif yxe
3aTBEPKEHOr0 BUPOGHYVKA - MOA4AHHS OHOBIEHOTO cepTudikaTa
BiAnoBigHOCTI EBponeiickbkint hapmakonei Ne R1-CEP 2005-237-Rev 00
(3aTBEpAXeHO: RO-CEP 2005-237-Rev 03) ans Ailoyoi peyoBuHU
Amlodipine besilate Big Bxe 3aTBepaxeHoro Bupo6Hunka Moehs Iberica
S.L., IcnaHis. 3miHn | Tuny: 3miHm 3 AkocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOBMEHOTO cepTudikaTa BignNoBigHOCTI a60
BW/TyYEHHS cepTudikaTa BignoBigHOCTI EBponeiickkii hapmakonei: ans
A®I; ons BUXIAHOTO MaTepiany/peareHTy/NPoOMKHOro NPoAyKTY, Lo
BMKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI; 418 AONOMDKHOI peYOBUHM
(cepTudpikaT BignoBigHOCTI EBponelickkiin hapmakoner) - OHOBNEHUI
cepTuaikaT Bif ye 3aTBepAXeHOro BUPOOHUKa - NoaHHA OHOBJ/IEHOTo
CepTudikaTy BignosigHocTi €Bponelicbkoi hapmakonei CEP Ne R1-CEP-
2005-237-Rev 01 (nonepegHs Bepciss CEP Ne R1-CEP- 2005-237-Rev 00)
Bif, e 3aTBepmxeHoro BupobHuka A®l Amlodipine besilate Moehs
Iberica S.L., IcnaHis.
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BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTBa AD| (HE3HAYHI 3MiHW Y
3aTBEPKEHMX MeTofax BUNPOOYBaHHS) - He3HauHi 3MiHW Y
3aTBEpMKEHUX MeTogax BunpobysaHHa ana APl amnoguniHy 6ecunaty
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B KAPTOHHIl
Kopobui

BUMYCK cepili:
BEPJIIH-XEMI AT,
HimeuunHa

BiIKPUTOT BiGpaLiiHOT CUCTEMM Ha 3aKpUTWIA MIKPOA03yBasTbHWIA NPUCTPIA.
Cama meToavika (nasepHa audppakuis) tTa Cneumdikauia APl amnoguniny
6ecunary 3a nokasHMKoM «POo3Mip 4aCcToK» He 3MiHWnacs. 3miHu | Tuny:
3miHu 3 sKocTi. CepTudikat BignosigHocTi/IE-cepTudikar BignoBigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHsA HOBOro abo OHOB/IEHOTO
cepTudikaTta BifNOBIAHOCTI abo BUyYeHH:A cepTuddikara BignoBiAHOCTI
€Bponeiicbkiit hapmakonei: ana A®l; ans BUXigHOro
marepiany/peareHTy/npomMiKHOro NMPOAYKTY, WO BUKOPUCTOBYOTLCS Y
BUPOOHUUTBI A®DI; Ana AONOMDKHOT peqyoBrHK (cepTudpikat BignoBigHOCTI
€sponeiicbkili hapmakonei) - OHOBNeHUli cepTudikaT Bif yxe
3aTBEPKEHOr0 BUPOGHMKA - NOAAHHA OHOB/IEHOTO cepTudikara
BiagnoBigHoCTi E€Bponeiickkili hapmakonei Ne R1-CEP 2005-237-Rev 00
(3aTBepaxeHo: RO-CEP 2005-237-Rev 03) ans Aitloyoi peyoBrHU
Amlodipine besilate Big Bxe 3aTBepmxeHoro BupobHuka Moehs Iberica
S.L., Icnanisa. 3miHn | Trny: 3MiHK 3 skocTi. CepTudikat BignosigHOCTI/TE-
cepTudikaT BignosigHocTi €Bponelicbkili hapmakonei/MoHorpadii.
MoaaHHA HOBOro abo oHoBEHOro cepTudiikaTa BignoBigHOCTI abo
BU/TyYEHHS cepTudpikaTa BignoBigHOCTI EBponelickkiii dhapmakonei: ans
A®I; ans BUXigHOro matepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYOTbCS Y BUPOOHNLTBI ADI; ANns JONOMDKHOI peYOBUHM
(cepTudpikaT BignoBigHOCTI €Bponeiickkili hapmakonei) - Hosuii
cepTudikaT Bif BXe 3aTBEPKEHOT0 BUPOOHMKA -
noAaHHa HOBOro cepTudpikaTa BiANOBIAHOCTI E€Bponelickkili hapmakonei
Ne RO-CEP 2015-140-Rev 01 pgns gitodoi pedosuHn Amlodipine besilate
Process Il gnsa 3atBepgxeHoro supo6Huka A®| CIPLA LIMITED, IHgis (B
[ONOBHEHHSA [0 BXe 3aTBepmxeHoro CEP R1-CEP 2006-067-Rev 01 gns
nitoyoi pevosuHn Amlodipine besilate Bupo6Huka CIPLA LIMITED, IHgis).
3MiHn | TURNY: 3miHK 3 akocTi. CepTudikat signosigHocTi/IE-cepTudikar
BiANOBiAHOCTI EBponelickkiin hapmakonei/MmoHorpadii. MogaHHA HOBOro
abo oHOBNIEHOTO cepTuddikaTa BiANOBIAHOCTI ab60 BUIYYEHHS cepTudikata
BiNOBIAHOCTI €Bponeichbkiin thapmakonei: ana Adl; ons BUxigHoro
marepiany/peareHTy/npomMiKHOro NMPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPOOHULTBI A®DI; Ana AONOMDKHOT peqyoBrHK (cepTudpikat BignoBigHOCTI
€sponeiicbkiii hapmakoner) - HoBwii cepTudikaT Big, BXe 3aTBEPAXEHOTO
BMPOGHMKA - MOAAaHHS HOBOro cepTudiikaTa BifnoBiAHOCTI EBPONENCHKIi
thapmakonei Ne RO-CEP 2012-398-Rev 01 (3amiHa ASMF) ans gito4oi
peyosuHn Olmesartan medoxomil Bif BXe 3aTBEPAXEHOr0 BUPOOHMKA,
SIK Hacnigok 3MiHa Ha3BW BMPOGHMKa (3aTBepaykeHo: Daiichi Sankyo
Propharma Co., Ltd, Japan; 3anponoHoBaHo: Daiichi Sankyo Chemical
Pharma Co., Ltd., Japan) Ta BBeAEHHS BUPOOHUYOI AiNbHULI ANA
npomMikHMx npoaykTis (Daiichi Sankyo Chemical Pharma Co., Ltd.
Hiratsuka Plant 4-4-8, Nishiyawata, Hiratsuka Japan -254-0073

Kanagawa;
cepTudikaT BignoBigHOCTI €EBponeiickkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOBMEHOrO cepTudikaTa BigNoBigHOCTI a60
BUJTyYeHHs cepTudikaTa BiAnoBiAHOCTI EBponeiichkii hapmakonei: ans
A®I; ans BUXigHOro marepiany/peareHTy/npoMikHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; Ans AONOMDKHOT peYOBUHU
(cepTudbikaT BignoBigHOCTI E€Bponelickkili hapmakonei) - Houi
cepTudikaT Bi HOBOro BMPOGHUMKA (3aMiHa abo [ONOBHEHHS) - NOAAHHS
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HOBOro cepTudpikata BignoBigHOCTi EBponelicbkili hapmakonei Ne RO-CEP
2013-105-Rev 01 pgns gitoyoi pedoBuHu Olmesartan medoxomil Big
HoBoro Bupo6Huka CHINOIN PHARMACEUTICAL AND CHEMICAL

WORKS PRIVATE CO., LTD., Hungary B JONOBHEHHS [0 3aTBEPIXEHOro

Brpo6HMKa A®| Daiichi Sankyo Propharma Co., Ltd, Japan (CEP RO-CEP

2012-398-Rev 03). 3miHu | Trny: 3MiHK 3 AkocTi. CepTudikat
BignoBigHocTI/IE-cepTudikar BifgnoBigHOCTI €Bponenchkii
thapmakonei/moHorpadii. NogaHHs HOBOro abo OHOB/IEHOTO cepTudiikara
BiANOBIAHOCTI ab0 BUYYEHHS cepTudikaTa BianoBigHOCTI EBponenchkili
hapmakonei: ana A®l; gns BuxigHoro matepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI A®I; Anst 4ONOMIXHOT
peyoBUHM (cepTudhikaT BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHOBNEHWIA cepTUdikarT Bif, yXe 3aTBep)KeHOro BUPO6HMKa - MofaHHS
OHOBJ/IEHOrO cepTudikaTa BiANoBigHOCTI €Bponeiickkili hapmakonei Ne
R1-CEP 2006-067-Rev 01 ans gitouoi pevoBuHn Amlodipine besilate Big,
BXe 3aTBepmxeHoro BupobHuka CIPLA LIMITED, IHgia, Sk Hacnigok,
3MiHa agpecu BracHuka CEP (BMPOGHMUYI AiNbHUL 3anMwaoTbes
He3MiHHUMU), & Takox 3MiHWN B cneuudikauii AP| 3a NoKasHNKOM
«CynpoBigHi AOMiLLKM». 3MiHM | TUNY: 3MiHW 3 AKOCTI. FTOTOBWIA NiKapCbKMii
3aci6. CtabinbHICTb. 3MiHa y TepMiHax npugaTHocTi abo ymoBax
36epiraHHs roTOBOro /liKapCcbKoro 3acoby (36i/bLUEHHSI TEPMIHY
NpUAATHOCTI FOTOBOrO JiKAPCLKOro 3acoby) - 41 TOproBoi ynakoBKu
(nigTBEPAKYETLCA AaHUMUN peasibHOro Yacy) - 36ibLIEeHHS TepMiHY
npuaatHocTi N3 (3aTBepAXeHO: 4 poku; 3anponoHoBaHoO: 5 pokiB). 3MiHK

BHECEHI B iHCTPYKLIitO A1 MEAMYHOIO 3aCTOCYBaHHSA NiKapCbKOoro 3acoby y

p. «TepMiH NpuaaTHOCTI». BBeAEeHHS 3MiH NPOTArom 6-T1 MicALIB micns

3aTBEPMKEHHS. *

thapmakoHarnagy (iHwi 3miHn)(B. (x),IA)
3amiHa rpaiyHoOro 306paxeHHs ynakoBKMN Ha TEKCT MapKyBaHHS yNakoBKu
3 MeTOK NpuBeAEHHS Y BiANOBIAHICTb A0 Haka3zy MO3 YkpaiHu Ne 426 Big,
26.08.05 (y pepakuii Hakazy MO3 YkpaiHu Ne460 Big 23.07.2015 p.),
JofaBaHHA ofuHULE S| 40 TEKCTY MapKyBaHHS 3 METOI BUKOHAHHSI BUMOT
Haka3y MiHicTepcTBa eKOHOMIYHOro po3BUTKY Ta Toprisni Big 04.02.2015
Ne914.

BBefeHHs1 3MiH NpoTArom 6-Tv MicAUIB MIiC/1A 3aTBEPKEHHSA. 3MiHu | TUny:
AAMIHICTPaTUBHI 3MiHW. BuyyeHHs1 BUPOOHWYOT AiNbHULL (BK/IHOYa0UN
AinbHuui 4na A®l, NpoMiXXHOro NPoAyKTy abo roToBOro NikapCbLKoro
3aco06y, AiNbHULI 418 NPOBEAEHHS NaKyBaHHS, BUPOBHNKa,
BiANOBIAA/ILHOIO 3a BUMNYCK Cepiii, MicLie NPoBeAEeHHS KOHTPOJIK cepii) abo
nocTavasibHvKa BUXiAHOrO MaTepiasny, peareHTy abo [OnOMKHOI
PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCLE) - BUTYYEeHHS dOYHKLii KOHTPOIO cepii
4N 3aTBEpAXeHOoro BupobHuka M3 BEPJIIH-XEMI AT, HimeuunHa.
BBefieHHs1 3MiH NPOTArom 6-T MiCALIB MIiC/1A 3aTBEPKEHHSA. 3MiHK | TUNy:
3MiHK 3 SKOCTi. F0TOBUIA NiKapcbkuid 3aci6. KOHTPO/b rOTOBOTO JliKapCbkoro
3aco0y (iHLWi 3MiHW) - BHECEHHS 3MiH B @aHaJTITUYHI METOAMKY 3a
nokasHukom «MikpobionoriyHa ynctoTa», oAaTKOBO A0 NOCUMAHHA Ha
thapmakoneiiHi Tectn (2.6.12 Ta 2.6.13) gofaHo iHchopmaLiito Npo 3pasku
(3pasku iIHaKTUBYIOTb LUMAXOM po3BedeHHs 1:1000 ctepuibHUM 6ydepom,
nopasaHHAM 0,1 % rictuanHy Ta 0,3 % neuntuHy Ta 1 % abo 5 %
nosicop6arty 80 Ta iHKyOYHThb LUISXOM 0AaBaHHS Ka3eiHO — COEBMX 606iB
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abo cepegosuLa Cabypo). BBeeHHs 3MiH NPOTArom 6-Tu MicsiLiB nicns

3aTBepMKeHHs. 3MiHun | Tuny: 3miHu 3 skocTi. CepTudikar
BignoBigHoCTI/IE-cepTudhikaT BiANOBIAHOCTI EBpONEiChKilt
hapmakonei/moHorpadii. NMogaHHsA HOBOro abo OHOBEHOro cepTucpikata
BiANOBIAHOCTI abo BMy4YeHHs cepTudikaTa BiANoBigHOCTI €Bponenchbkili
thapmakonei: gna A®l; ansa BuxigHoro Matepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI API; Ans 4ONOMIKXHOT
peyoBuHM (cepTudpikaTt BiANOBIAHOCTI EBponeiickbkin hapmakonei) -
OHOBNEHWI cepTUdikaT Bif, y)xe 3aTBEPAXEHOr0 BUPOOHUKA - NOJaHHS
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI EBponelickbkiii hapmakonei Ne
R1-CEP 2005-237-Rev 01 ans gitoyoi peyosmHn Amlodipine besilate Big,
BXE 3aTBepXeHoro BUpobHuka Moehs Iberica S.L., IcnaHis. 3miHu | TUny:
3miHu 3 sKocTi. CepTudikat BignosigHocTi/lE-cepTudikar BignoBigHOCTI
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHsA HOBOro abo OHOB/IEHOTO
cepTudikaTta BifANOBIAHOCTI abo BUYyYeHHA cepTuddikara BignosiAHOCTI
€Bponeiicbkiit hapmakonei: ana A®I; ans BUXigHOro
marepiany/peareHTy/npomMiKHOro NMPOAYKTY, WO BUKOPUCTOBYOTLCS Y
BUPOOHULTBI A®I; Ana AONOMDKHOT peqyoBrHK (cepTudpikat BignoBigHOCTI
€sponeiicbkiii hapmakonei) - OHOBNeHUli cepTudikaT Bif yxe
3aTBEPAKEHOIO BUPOBHMKA - NOAaHHS OHOB/ieHOro CepTtudikary
BiAnoBigHoCTI E€Bponeiickkili hapmakonei Ne RO-CEP 2012-398-Rev 02
ana A®| onmecapTtaHy MefoKCOMINY Bif Y)e 3aTBepL)KEHOro BUPOOHMKa
DAIICHI SANKYO CO., LTD. 3minu | Tvny: 3miHu 3 sikocTi. CepTtudikat
BignoBigHocTI/IE-cepTudpikaT BiANOBIAHOCTI EBpONEiChKIl
hapmakonei/moHorpadii. NMogaHHsA HOBOro abo OHOBEHOro cepTucpikata
BiANOBIAHOCTI abo BMy4YeHHs cepTudpikaTa BiANoBigHOCTI €Bponenchbkili
thapmakonei: gna A®l; ans BuxigHoOro Matepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI API; ANs 4ONOMIKXHOT
peyoBuHM (cepTudpikaTt BiANOBIAHOCTI EBponeiickbkii hapmakonei) -
OHOBNEHWI cepTUdikaT Bif, y)Xe 3aTBEpAXEHOr0 BUPOOHUKA - NoJaHHS
oHoBneHoro CepTudikaty BignosigHOCTI EBponeiicbkiii hapmakonei Ne
RO-CEP 2012-398-Rev 03 gns A®| onmecapTaHy MeA0oKCOMIny Bif, yxe
3aTBepaxeHoro BupobHuka DAIICHI SANKYO CO., LTD., sik Hacnifok
BBEEHHS BUPOOHMYOI AiNbHULI A8 NPOMDKHUX NpoaykTie Chinoin
Pharmaceutical and Chemical Works Private Co., Ltd To Utca 1-5
Hungary-1045 Budapest). 3miHu | Tuny: 3miHn 3 sikocTi. CepTudikat
BifnoBigHOCTI/IE-cepTudikar BifgnoBigHOCTI €Bponenchkii
thapmakonei/moHorpadii. NogaHHs HOBOro abo OHOB/IEHOTO cepTudiikara
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikaTa BiAnoBigHOCTI EBponechkili
hapmakonei: ana A®l; gns BuxigHoro matepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI; Anst 4ONOMIXHOT
peyoBUHM (cepTuchikaT BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHOBNEHWIA cepTUdikarT Bif yXe 3aTBepA)KeHOro BUPO6HMKa - MofaHHS
oHoBneHoro CepTudpikaTy BignosigHOCTI EBponelickkiin chapmakonei Ne
RO-CEP 2012-398-Rev 04 ans A®Il onmecapTaHy MefoKCoMIny Bif, yxe
3aTBepaxeHoro Bupo6Hrka DAIICHI SANKYO CO., LTD. 3minu | Tuny:
3miHu 3 sKkocTi. CepTudikat BignosigHocTi/l E-cepTudikart BignoBigHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii. NMogaHHsA HOBOro abo OHOB/IEHOTO
cepTucbikaTa BiANOBIAHOCTI 260 BUNYYEHHS cepTudikarta BifgnoBigHOCTI

€Bponeiickkin dpapmakonei: gns APl; ans BUxigHoro
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marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO BUKOPUCTOBYIOTHCS Y
BMPO6HMLTBI A®I; AN 4ONOMIXHOT peyoBUHU (cepTudikaT BigNoBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA cepTUdikaT Bif yxe
3aTBEPAKEHOro BUPOGHYMKA - MOfaHHSA OHOBNeHOro CepTudiikaTy
BignoBigHOCTI EBponeiickkint hapmakonei Ne RO-CEP 2012-398-Rev 05
ana A®l onmecapTaHy MefoKCOMINy Bif, yke 3aTBepAXXeHOro BUPOGHUKa
DAIICHI SANKYO CO., LTD. 3MmiHu | Tuny: 3miHu 3 skocTi. CepTudikaT
BignosigHocTI/IE-cepTudikaT BiANOBIAHOCTI EBPONEChKIi
hapmakonei/MoHorpadii. NMogaHHsA HOBOro abo OHOBEHOro cepTudpikata
BiNOBIAHOCTI 260 BUTyYeHHs cepTudikaTa BignoBiAHOCTI EBponecbkiii
hapmakonei: ana A®l; gns BuxigHoro matepiany/peareHTy/mpoMixKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOOHUUTBI ADI; Ana AONOMDKHOT
peyoBMHM (cepTudikat BignoBiAHOCTI EBponechkiit dhapmakonei) -
OHOBNEeHWi cepTuddikaT Bif, y)xe 3aTBEpAXEHOr0 BUPOOHUKA - MoJaHHS
OHOBJIEHOrO cepTudikaTa BiAnoBigHOCTI EBponeiickkili hapmakonei Ne
R1-CEP 2006-067-Rev 00 (3atBepmxeHo: RO-CEP 2006-067-Rev 04)
ans givoyoi peyosmHy Amlodipine besilate Big BXxe 3aTBepaXeHoro
Bupo6Huka CIPLA LIMITED, IHgis

15.

ATTEHTO®
40/5

TabneTkn, BKPUTI
N/1iBKOBOIO
060/10HKOI0, N0
40 mr/5 mr; no
14 TabneTok y
6nictepi; no 1
abo 2 6nictepu
B KapTOHHIiA
Kopooui

MeHapiHi
IHTEpHELLOoH
an
OnepenwoH
c
Tokcembypr
C.A.

Nokcem
6ypr

Brpo6HMUTBO in
bulk, nakyBaHHs,
KOHTPO/b Ta BUNYCK
cepii:

[Haiui CaHkio FOpoyn
M6X, HimeyunHa;
MakyBaHHA Ta
BWMYCK CepiA:
BEPIIH-XEMI AT,
HimeuunHa

Himeyun
Ha

BHECEHHS 3MiH [0 peecTpauiinHmx maTepiasis: 3miHu | Tuny: 3MiHn Wozao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHun)

- 3aMiHa rpadiyHOro 306paXKeHHs YNakoBKM Ha TEKCT MapKyBaHHS
yNakoBKU 3 METOI NMPVBEAEHHS Y BiAMNOBIAHICTb A0 Hakady MO3 Ykpainu
Ne 426 Big 26.08.05 (y pegaxuii Hakasy MO3 Ykpainu Ne460 Big
23.07.2015 p.), fogaBaHHSA OAUHULG S| A0 TEKCTY MapKyBaHHA 3 METOI
BMKOHAHHS BUMOT Haka3y MiHicTepcTBa EKOHOMIYHOIO PO3BMTKY Ta TOPriBAi
Big 04.02.2015 Ne914. BBeAeHHS 3MiH NpOTArom 6-Tu MicauiB nicns
3aTBepMXEHHS. 3MiHuM | Tuny: 3MiHK 3 siKOCTi. FOTOBWMIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npuaaTHOCTi abo ymoBax 36epiraHHs
rOTOBOrO J1iKapCbKOro 3acoby (36iNbLUIEHHS TEPMiHY MPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - [na Toprosoi ynakoBku (MiATBEPIKYETLCA AAaHUMU
peasibHOro Yacy) - 36iNbLUEeHHs TepMiHy npuaaTHocTi MN3. 3aTBepaXeHo:
4 poku. 3anponoHoBaHo: 5 pokiB. 3MiHV BHECEHi B IHCTPYKLito AN
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby y p. «TepMiH NpUAATHOCTI».
BBefeHHs1 3MiH NpoTArom 6-Tv MiCAUIB MiC/1A 3aTBEPKEHHSA. 3MiHu | TUny:
3MiHM 3 sKocTi. [0TOBWMIA Nikapcbkuii 3aci6. KOHTPOb roTOBOro NiKapCcbKoro
3aco06y (iHLi 3MiHW) - BHECEHHS 3MiH B METOAVKM 3a NOKa3HUKOM
«MikpobionoriyHa uncToTa», AOAATKOBO A0 NOCUIaHHA Ha hapmakoneliHi
TecTu (2.6.12 Ta 2.6.13) goaaHo iHchopmaLito Npo 3paskuy (3pasku
iHAKTUBYIOTb LUNSAXOM po3BefeHHs 1:100 ctepuibHUM 6ydepom,
nopasaHHaM 0,1 % rictuanHy Ta 0,3 % neuntuHy Ta 1 % abo 5 %
nonicop6aty 80 Ta iHKybyOTb LUIAXOM A0faBaHHS Ka3eiHo — COeBUX 606iB
abo cepegosuLa Cabypo). BBeieHHs 3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPMKEHHSA. 3MiHW | TMNy: AgMIHICTPATUBHI 3MiHW. BunyyeHHs
BMPOGHWYOI AinbHML (BKNOYAKUN AinbHNLi s AdDI, NPOMiKHOTO
npoAayKTy abo roToBOro NikapcbKoro 3acoby, AiNbHULI ANs NPOBefEHHS
naxkyBaHHs, BUPOOHYKa, BifNoBiAaNbHOIO 3a BUMYCK Cepild, micue
npoBefeHHS KOHTPOJTIO cepil) abo nocTayasnbHKKa BUXigHOTO Matepiany,
peareHTy ab0 [ONOMIXXHOI PEYOBUHU (AKLLO 3a3HA4YeHO Y 10CbE) -
BUyYEHHS (DYHKLIT KOHTPOIO Cepii ANA 3aTBEPAXEHOro BUpobHuka 13
BEPJIIH-XEMI Al', HimeyunHa. BBeieHHs1 3MiH MPOTAroM 6-T1 MicsiLiB

3a
peyerimom

UA/13781/01/01
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nicnsa 3aTeepmkeHHs. 3miHu | Tuny: 3miHun 3 skocTi. APl. KoHTposnb AdPI.
3miHa y meTogax BunpobysaHHA A®l abo BuXigHOrO
maTepiany/npoMiKHOro NPoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea A®| (He3HauHi 3MiHW y 3aTBEPAKEHNX MeTofax
BMMNPOGYBaHHS) - HE3HAYHI 3MiHW y 3aTBEPMXEHUX MeToAax BUNpoOyBaHHS
ansa A®l amnoauniHy 6ecunaty 3a NokasHUKOM «PO3Mip 4acToK».
YacTuHa cucteMu 3MiHIOETLCA 3 BiAKPUTOI BibpaLiiHOT cucteMu Ha
3aKpUTWIA MiKpOA03yBa/ibHWIA NpucTpiii. CaMa mMeToauka (nasepHa
Andppakuis) Ta Cneumdikauisa APl amnoguniHy 6ecunary 3a NokasHUKOM
«P0o3mip yacTok» He 3MiHnnacs. 3miHu | Tuny: 3miHu 3 skocTi. CepTudikar
BignoBigHocTI/IE-cepTudikaT BiANOBIAHOCTI EBPONEChKI
thapmakonei/MoHorpadii. NMogaHHsA HOBOro abo OHOBEHOro cepTudpikata
BiNOBIAHOCTI 260 BUTyYeHHs cepTudikaTa BignoBiAHOCTI EBponechkii
hapmakonei: ana A®l; gns BuxigHoro matepiany/peareHTy/npoMixKHOro
NPOAYKTY, LU0 BUKOPUCTOBYIOTLCA Y BUPOOHUUTBI ADI; Ana AONOMDKHOT
peyoBMHM (cepTuUddikat BignoBiAHOCTI EBponeiickbkiii hapmakonei) - Hoswit
cepTudikaT Big HOBOro BUPOGHKKa (3aMiHa abo AOMNOBHEHHS) - NOAAHHS
HOBOro cepTudikata BignoBigHOCTI EBponelickkiii chapmakonei Ne RO-CEP
2013-105-Rev 01 gns gitoyoi pevosuHn Olmesartan medoxomil Big HoBOro
Bupo6Huka CHINOIN PHARMACEUTICAL AND CHEMICAL WORKS
PRIVATE CO., LTD., Hungary. 3miHu | Tuny: 3miHu 3 akocTi. CepTudikar
BignoBigHocTI/ITE-cepTudikar BignoBigHOCTI €Bponenchkii
thapmakonei/moHorpadii. NogaHHs HOBOro abo OHOB/IEHOTO cepTudiikara
BiANOBIAHOCTI ab0 BUyYeHHS cepTudikaTa BiAnoBigHOCTI EBponechkili
hapmakoneli: ana A®l; s BuxigHoro matepiany/peareHTy/npoMixHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI; NSt 4ONOMIXHOT
peyoBUHM (cepTudpikat BiANOBIAHOCTI EBponeiickkili hapmakonei) - Howii
cepTudikaT Bif, BXe 3aTBEpPKEHOro BUPOGHMKA - MOAaHHS HOBOrO
cepTtudikaTa BignosigHocTi €Bponelickkinn dhapmakonei CEP Ne RO-CEP
2012-398-Rev 01 (3amiHa ASMF) Big, Bxe 3aTBepakKeHoro BupobHuka Adl
Olmesartan medoxomil, Sk HacnifoK 3MiHa Ha3BM BUPOOHMKA, a TaKoX
BBE/EHHS BUPOOHNYOI AiNbHULI 4151 MPOMIXHOT MPOAYKLii. 3aTBepKeHo:
Daiichi Sankyo Propharma Co., Ltd, Japan; 3anponoHoBaHo: Daiichi
Sankyo Co., Ltd., Japan.

BignosigHocTI/IE-cepTudikaT BiANOBIAHOCTI EBPONEChKIi
hapmakonei/MoHorpadii. NMogaHHsA HOBOro abo OHOBNEHOro cepTudpikata
BiNOBIAHOCTI 260 BUTyYeHHs cepTudikaTa BignoBiAHOCTI EBponecbkiii
hapmakonei: ana A®l; gns BuxigHoro matepiany/peareHTy/mpoMixKHOro
NPOAYKTY, LU0 BUKOPUCTOBYIOTLCA Y BUPOOHUUTBI ADI; Ana AONOMDKHOT
peyoBWHM (cepTudikat BignoBiAHOCTI EBponeichkii dhapmakonei) -
OHOBNEeHWi cepTuddikaT Bif y)xe 3aTBEPAXEHOr0 BUPOOHUKA - MoJaHHS
oHosneHoro CEP Ne RO-CEP 2012-398-Rev 02 ansa A®| onmecapTaHy
MeZIOKCOMINy Big, yxe 3aTsepmkeHoro BupobHuka DAIICHI SANKYO CO.,
LTD. 3minu | Tuny: 3miHn 3 sikocTi. CepTudikar BignosigHocTi/IE-
cepTudikaT BignoBigHOCTI EBponeiickkiii hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOBMEHOTO cepTudikaTa BigNoBigHOCTI a60
BW/TyYEHHS cepTudikaTa BignoBigHOCTI EBponeiickkii hapmakonei: ans
A®I; ons BUXIAHOTO MaTepiany/peareHTy/NPoOMKHOro NPoAyKTY, L0
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; 415 AONOMDKHOI peYOBUHU
(cepTudpikat BignoBiAHOCTI €Bponelicbkili papmakoner) - OHOBIEHWI
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cepTuddikaT Bif y)xe 3aTBepKEHOro BUPOOHYMKA - NOJAHHS OHOB/IEHOTO

CepTudpikaTy BignoBigHocTi €Bponeiicbkoi hapmakonei CEP Ne RO-CEP
2012-398-Rev 03 Big yxe 3aTBepAxeHoro BupobHuka A®l OnmecapTaHy
megokcominy DAIICHI SANKYO CO., LTD., ik Hacnifjok, BBejeHHS
BVMPOGHMYOI AinbHNLI AN NpoMikHOI npoaykuii Chinoin Pharmaceutical
and Chemical Works Private Co., Ltd To Utca 1-5 Hungary — 1045
Budapest. 3miHun | Tuny: 3miHn 3 skocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI €EBponeiickkiii hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOBNEHOrO cepTudikaTa BignNoBigHOCTI a60
BUJTyYeHHs cepTudikaTa BiAnoBiAHOCTI EBponeiichkii hapmakonei: ans
A®I; ans BUXigHOro matepiany/peareHTy/npoMikHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; Ans AONOMDKHOT peYOBUHU
(cepTucpikat BignoBigHOCTI EBponelickkiit thapmakoner) - OHOBNEHUI
cepTuduikaT Bif y)Xe 3aTBepXEHOro BUPOOHNMKA - NOAAHHS OHOB/IEHOTO
Ceprtucpikaty BignoigHocTi €Bponelicbkiin hapmakonei Ne RO-CEP 2012-
398-Rev 04 pnsa APl onmecapTaHy MeLOKCOMINY Bif YXe 3aTBepAKEHOro
Brpo6HMKa DAIICHI SANKYO CO., LTD. 3MiHn | Tuny: 3miHu 3 SIKOCTi.
CepTtudpikaT BignoigHocTi/l E-cepTudpikaT BiaNoBigHOCTI EBponechkili
hapmakonei/moHorpadii. NMogaHHsA HOBOro abo OHOBEHOro cepTucpikata
BiANOBIAHOCTI abo BMy4YeHHs cepTudpikaTa BiANoBigHOCTI €Bponenchbkili
thapmakonei: ana A®l; ansa BuxigHoOro Matepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI API; Ans 4ONOMIKXHOT
peyoBuHM (cepTudbikaTt BiANOBIAHOCTI EBponeiickbkin hapmakonei) -
OHOBNEHWI cepTUdikaT Bif, y)xe 3aTBEpAXEHOr0 BUPOOHUKA - NOJaHHS
oHoBneHoro CepTudikaty BignosiaAHOCTI EBponeiicbkiii hapmakonei Ne
RO-CEP 2012-398-Rev 05 g A®| onmecaptaHy MeA0oKCOMInNy Bif, yxe
3aTBepxeHoro Bupo6Hrka DAIICHI SANKYO CO., LTD. 3MmiHu | Tuny:
3miHu 3 sKocTi. CepTudikat BignosigHocTi/lE-cepTudikar BignoBigHOCTI
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHsA HOBOro abo OHOB/IEHOTO
cepTudikaTta BiANOBIAHOCTI ab0o BUyYeHHA cepTuddikara BignoBiAHOCTI
€Bponeiicbkiit hapmakonei: ana A®l; ans BUXigHOro
marepiany/peareHTy/npomMiKHOro NMPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPOOHULTBI A®DI; Ana AONOMDKHOT peqyoBrHK (cepTudpikat BignoBigHOCTI
€sponeiicbkiii hapmakoner) - HoBwii cepTudikaT Big, BXe 3aTBEPAXEHOTO
BMPO6HMKA - MoJaHHA cepTudiikaTa BignoBigHOCTI EBpONECHKii
thapmakonei Ne RO-CEP 2015-140-Rev 01 ans Aitoyoi pevoBuHU
Amlodipine besilate Process Il gns 3atsepgxeHoro BupobHuka APl CIPLA
LIMITED, IHgjs ( B ZONOBHEHHS A0 BXe 3aTBepgeHoro CEP R1-CEP
2006-067-Rev 01 ans gitouoi pevouHn Amlodipine besilate Bupo6Huka
CIPLA LIMITED, Ingis). 3minn | Tuny: 3miHn 3 axkocTi. Ceptudikat
BignoBigHocTI/IE-cepTudikaT BiANOBIAHOCTI EBpONEChKIi
hapmakonei/MmoHorpadii. NMogaHHsA HOBOro abo OHOBEHOro cepTudpikata
BiNOBIAHOCTI 260 BUTyYeHHs cepTudikaTa BignoBiAHOCTI EBponechkii
hapmakonei: ana A®l; gns BuxigHoro matepiany/peareHTy/mpoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOOHUUTBI ADI; Ana ONOMDKHOT
peyoBMHM (cepTudikar BignoBiAHOCTI EBponechkii dhapmakonei) -
OHoBreHMIA cepTUdikaT Bif Y)Xe 3aTBepKEHOr0 BUPOOHMKA — NOJaHHS
OHOBJ/IEHOTO cepTudikaTy BignoBiaHOCTI EBponeiicbkoi dhapmakonei CEP
Ne R1-CEP 2006-067-Rev 00 (3aTBepaxeHa Bepcis: CEP Ne RO-CEP
2006-067-Rev 04) Big 3aTBEpAKEHOrO BUPO6HMKa AP AMaoauniHy
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6ecunary Cilpa Limited, India. 3miHu | TUNYy: 3miHK 3 akocTi. CepTudikat
BignoBigHocTI/IE-cepTudikaT BiANOBIAHOCTI EBPONECHKI
hapmakonei/MoHorpadii. NMogaHHsA HOBoro abo OHOBEHOro cepTudpikata
BiNOBIAHOCTI 260 BUTyYeHHs cepTudikaTa BignoBiAHOCTI EBponechkii
hapmakonei: ana A®l; gns BuxigHoro matepiany/peareHTy/mpoMixXHOro
NPOAYKTY, LU0 BUKOPUCTOBYIOTLCA Y BUPOOHUUTBI ADI; Ana AONOMDKHOT
peyoBMHM (cepTUdikat BignoBiAHOCTI EBponeichkii dhapmakonei) -
OHOBNEeHWi cepTudikaT Bif, y)xe 3aTBEPAKEHOr0 BUPOOHUKA - NOJaHHS
OHOBJIEHOrO cepTudikaTa BiAnoBigHOCTI EBponeiickkili hapmakonei Ne
R1-CEP 2006-067-Rev 01 (3atBepgxeHo: R1-CEP 2006-067-Rev 00) ans
aitoyoi peyosrHn Amlodipine besilate Big BXe 3aTBepKEHOro BUpOGHMKa
CIPLA LIMITED, IHgis, sik Hacnigok, 3MiHa agpecy BnacHuka CEP
(BMPOGHMYI AiNbHULI 3aMLLATbCSA HE3MIeerMu), a Takox, 3MiHV B
cneuudikauii APl 3a nokasHukamy «CynpoBigHi JOMILLKN».
3MiHu 3 sKocTi. CepTuddikat BignosigHocTI/IE-cepTudpikar BignosigHocTi
€sponeiicbkiii hapmakonei/moHorpadii. MogaHHs HOBOTO ab0 OHOB/IEHOTO
cepTucpikaTa BiANOBIAHOCTI ab0 BUyYEHHS cepTudikarta BifgnoBigHOCTI
€Bponeiickkili hapmakonei: gnsa A®l; ons BUXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO BUKOPUCTOBYIOTLCH Y
BMPO6HMLTBI A®Il; ANt 4ONOMIXHOT pevyoBUHU (CepTudikaT BignoBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA cepTUdikaT Bif yxe
3aTBEPKEHOr0 BUPOGHYMKA - MOA4AHHS OHOBIEHOTO cepTudikaTa
BiAnoBigHOCTI EBponeiickbkint hapmakonei Ne R1-CEP 2005-237-Rev 00
(3aTBEpAXeHO: RO-CEP 2005-237-Rev 03) ans Ailoyoi peyoBuHU
Amlodipine besilate Big Bxe 3aTBepmxeHoro BupobHuka Moehs Iberica
S.L., IcnaHis. 3miHn | Tuny: 3miHm 3 AkocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOBMEHOTO cepTudikaTa BigNoBigHOCTI a60
BW/TyYEHHS cepTudikaTa BignoBigHOCTI EBponeiickkii dhapmakonei: ans
A®I; onsa BuxigHoro marepiany/peareHTy/npoMixXHOro NpoaykKTy, Lo
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; 415 AONOMDKHOI peYOBUHU
(cepTudpikaT BignoBigHOCTI EBponelickkiin hapmakoner) - OHOBNEHUI
cepTuaikaT Bif ye 3aTBepAXeHOro BUPOOHUKa - NoAaHHA OHOBJ/IEHOTo
CepTudikaTy BignosigHocTi €Bponelicbkoi hapmakonei CEP Ne R1-CEP-
2005-237-Rev 01 (nonepegHs Bepcis CEP Ne R1-CEP- 2005-237-Rev 00)
Bif, y)e 3aTBepmxeHoro BupobHuka A®l Amlodipine besilate Moehs
Iberica S.L., IcnaHis.

16.

BEPBEPIC-
FTOMAKOP/,

Kpanni opaJibHi,
no 30 mny
hnakoHi-
KpanesnbHuULi
CKnsiHomy; no 1
donakoHy-
KpanesnbHuLi B
KapTOHHIlA
Kopobu,i

Bionoriwe
Xannbmitre
Nb Xeenb
X

Himeuun
Ha

Bionoriwe
XannbmitTenb
Xeenb Mvb6X

Himeuun
Ha

BHECEHHS 3MiH A0 peecTpavliiiHuX MaTepiasiB:3MiHu | TUMY - 3MiHW WoA0
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy. BeegeHHss abo 3MiHM Ao
y3arasibHeHUX faHnX Npo cucTemy drapmakoHarnsgy (BBeAeHHs
y3arasibHeHUX JaHnx npo cuctemy dpapmakoHarnsgy, 3mMiHa
YMNOBHOBaXXEHOT 0CO6U, BiANOBIAaNLHOT 3a 34iICHEHHST hapMakoHarnaay;
KOHTaKTHOI 0co6M 3 thapmakoHarnsgy 3asnBHVKa 415 34iACHEHHSA
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif, yNOBHOBaXXEHOI
ocob6u, BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsgy (Bkaovaoum
KOHTaKTHi fjaHi) Ta/abo 3MiHM y pO3MiILLLEeHHI MacTep-dhalina cuctemu
hapmakoHarnsgy) - 3MmiHa KOHTaKTHOI 0co6y 3asiBHVKa, BignoBiganbHOT 3a
3[jiCHeHHs1 hapMakoHarisay B YkpaiHi: [ponoHoBaHa pefakuis —
LLlanosanosa IHHa AHaToniiBHa. 3MiHa KOHTAKTHUX AaHWUX KOHTaKTHOI
0co6u 3asiBHMKA, BiANOBiAA/IbHOI 3a 34iliCHEHHs hapMakoHarisgy B

6e3
peyenma

UA/9733/01/01
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YkpaiHi
17. | BIMIKAH® Kpanni ouHi, dapmaueBT | Monbwa BapLuaBcbkuii Monbwa BHECEHHS 3MiH [0 peecTpaviiiHuX maTepianiB:3MiHu | TNy - OHOBNEHHS 3a UA/16893/01/01
EKO po3yuH 0,3 WNYHWIA 3aBO, hapmaLeBTUYHNIA 3aTBEPKEHOro TEKCTY MapKyBaHHS ynakoBok J13. BBeeHHs 3MiH peyenmom
mr/MA, no 3 mn "MONb®AP 3aBof Monbha AT NpOTArom 6-Tn MiCALB MiCNA 3aTBEPMAKEHHS
npenapary y MA" C.A.
hNaKoHi-
KpanesnbHuLi, No
1 donakoHy B
KapTOHHIlA
Kopobui
18. | BIOUEPYNIH pO34uH ans TOB Ykpaina TOB "BIODPAPMA Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3MiHun 3 3a UA/0763/01/01
® iHpy3iiA no 20 "BIO®APMA MNA3MA" siKocTi. FoToBWMIA Nikapcbkuii 3aci6. Onuc Ta cknag (iHLWi 3MiHu) peuenmom
mr/mMn no 5 mn B MNA3MA" (BpOGHMLTBO, KOPEeKTHe 3a3HayeHHs cuam Aii B /likapcbkili hOpMi; YTOUHEHHS NiKapCbKOi
amnyni, no 5 nepBuHHe Ta chopmu y 3B’A3Ky 3 NPUBEAEHHSM Y BiANOBIAHOCTbL A0 CNOCOby
amnyn B BTOPVHHE 3aCTOCYBaHHS, L0 NPONMCaHWiA B iHCTPYKLT ANS MeAnYHOro
6nicTepi, no 1 nakyBaHHs, BUMYCK 3acTOCyBaHHSA. 3MiHM BHECEHO A0 IHCTpYKLii 415 MeanyHoro
abo 2 6nictepu cepiii; BTOpUHHE 3acTOCyBaHHS Nikapcbkoro 3acoby A0 po3zinis “flikapcbka opma”,
B nauuj 3 nakyBaHHs1, BUMYCK "Cnoci6 3acTocyBaHHs Ta f03U" (3a3HAYEHO: PO3YMH A5 iH'EKLiA;
KapToHYy cepii) 3anponoHOBAHO: PO3YMH A5 iHAy3iit), Ta, AK HAcNiAoK, [0 TEKCTY
MapKyBaHHS yNnakoBKu. BBefeHHA 3MiH NpoTArom 3-x micauis nicns
3aTBEepMKEHHS. 3MiHM | Tuny: 3MiHK 3 siKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
CuncTema KoHTeliHep/3aKynoproBasibHUIA 3aci6. 3MiHa y NEPBUHHIN
ynaKoBLji FOTOBOTO NikapCbKoro 3acoby (Tun koHTeliHepa abo fJoAaBaHHSA
HOBOTO KOHTelHepa) - BunyyeHHs NepBUHHOI YNakoBKW, L0 He
NPU3BOANTL A0 NMOBHOIO BUTYUYEHHS J1iKapCbKOro 3acoby 3 NEBHOK CUSIOH
aii abo y neBHili nikapcbkin hopmi
CynyTHs1 3miHa: 3MiHK 3 siKOCTi. FoTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWI 3aci6. 3MiHa po3Mipy ynakoBKy roTOBOro
NikapcbKoro 3acoby (BWyYeHHs yNakoBK/ MEBHOTO Po3Mipy) BunyueHHs
NepPBUHHOT YNakoBKW — (hriakoHiB, 3 BiANOBIAHMY 3MiHAMW O PO34iny
«YnakoBka». 3MiHN BHECeHi A0 IHCTPYKLiT A58 MEANYHOro 3aCTOCyBaHHSA
nikapcbKoro 3acoby A0 po3Ainy "YnakoBka" y 3B'A3KY i3 BUTYYEHHSAM
NepBUHHOT YNakoBKM - (h/TAKOHIB, Ta, IK HACMIAOK, 0 TEKCTY MapKyBaHHS
yMakoBKM.
BBefeHHA 3MiH NpoTAroM 3-X MicsLIB MicNs 3aTBEPAKEHHS.
19. | BICAKOAWUN- | cynosuTopii TOB YKpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiitHux maTepianis: 3MiHu | TUnYy - 6e3 UA/11607/01/01
PAPMEKC pekTasibHi no 10 "®APMEKC reyn" AZMIHICTpaTVBHI 3MiHW. 3MiHA HaliMeHyBaHHs1 Ta/abo agpecu 3asiBHMKa peyenma
Mr, no 5 reyn" (BNnacHvKa peecTpauiiHoro nNocBigYeHHs) 3MiHa afpecu 3asiBHUKA.
CynosunTopiie y BBefieHHs1 3MiH NPOTArom 6-T MICALIB MiCNA 3aTBEPKEHHS.
cTpuni; no 2 3MiHM | TUNYy - AgMIHICTPATUBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
CTpUNM B Naui 3 afpecy MicLs NPoBaXEHHS Ais/IbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
KapToHy nNiKapcbKoro 3acoby, BKIoYatoun AinbHUL BUNYCKy cepii abo micue
NpOBeAEeHHS KOHTPOJIHO SKOCTI. (AisNbHICTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpTEp, BK/OYaUM BUMYCK Cepiid) 3MiHa afpecy BUPO6GHUKa
N3 TOB "®APMEKC I'PYN", YkpaiHa, 6e3 3miH1 micus BUpobHMLTBA:
BBegeHHs1 3MiH NPOTAroM 6-TW MICALIB NiC/1A 3aTBEPAKEHHS.
20. | BICAKOAWN- | cynosuTopii TOB Ykpaina TOB "®APMEKC Ykpaina BHECEHHS 3MiH [j0 peecTpauiitHux maTepiasis: 3miHu | TUnYy - - UA/15440/01/01
DAPMEKC pekTasbHi no 10 "®APMEKC reymn AQMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo afpecu 3asBHUKA
Mr, in bulk Ne reyn" (Br1acHMKa peecTpawiiHoro NocBig4yeHHs) 3MiHa agpecy 3asiBHUKA.
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1200 (5x240): BBefeHHs1 3MiH NPOTArom 6-T1 MICALIB MiCNA 3aTBEPKEHHS.
no5 3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
cynosuTopiiB y agpecu Micus NpoBaKeHHS Aisi/IbHOCTI BUPOGHMKa/imnopTepa roToBoro
cTpuni, no 240 NiKapCbKOro 3acoby, BKNHOYAUN AiNbHUL BUNYCKY cepii abo Micue
cTpuniB y NMPOBeLEHHS KOHTPOJIO SKOCTI. (ZisANbHICTb, 3a Ky BignoBigae
Kopo6ui; in bulk BMPOGHMK/IMNOPTEpP, BK/OUaUM BUMYCK Cepiid) 3MiHa afipecy BUPO6GHUKa
Ne 1600 N3 TOB "®APMEKC I'PYN", YkpaiHa, 6e3 3mMiH1 mMicus BUpobHMLTBA:
(5x320): mo 5 BBefeHHS 3MiH NpoTArom 6-Tu MiCALIB MiCNs 3aTBEPMKEHHS.
cynosuTopiis y
cTpwuni, no 320
cTpuniB y
Kopobui
21. | BILMKNON Tabnetkv no 25 Bengxinr Kutaii BeinmxiHr FOHiOH Kutaw BHECEHHS 3MiH [0 peecTpavuiiHiX maTtepianis:3miHu | Tuny - 3miHa y 3a UA/1736/01/01
mr; no 9 FOHioH dapmacbloTikan TepMiHax NpuaaTHOCTi abo ymoBax 36epiraHHsl roTOBOrO JlikapCbKoro peyenmom
Tabnetoky PapmacbHoTi PekTopi 3aco0by - 3MiHV B yMOBax 36epiraHHs roTOBOro /likapCbKoro 3acoby;
6nicTepi; no 2 Kan dekTopi 3anponoOHOBAHO: YCNOBUA XpPaHEHNS. XPaHWTb B OPUTMHA/IBHON yrnakoBke
6nictepy B navi npu Temneparype He Bbiwe 30?7 C. BBeAeHHS 3MiH NPOTArom 6-Tu MicauiB
nicns 3aTBepAKeHHs
22. | BON-PAH® Tabnetku; no 10 CKAH IHAain BadHa IHAiA BHECEHHS 3MiH 40 peecTpaLliiiHux MaTepiasis:3MiHu | TUMY - 3MiHW WoA0 3a UA/13388/01/01
Tabnetoky BIOTEK PapmacboTiKasic 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go peyenmom
6nictepi; no 1 nTa Nta., IHpisa; BiBiveps, y3arasibHeHUX AaHux npo cuctemy dpapmakoHarnsgy (BBefeHHs
6nictepy B Nab6ce N1, IHgjsa y3aranbHeHVX AaHnx Npo cuctemy hapmakoHarnsgy, 3miHa
KapTOHHIA yMOBHOBaXeEHOT 0cobu, BiANOBIAaNbHOT 3a 34iICHEHHS hapMakoHariaay;
ynakosLi; no 10 KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHVKa A5 34iACHEHHS
Tabnetoky thapmakoHarnagy B YKpaiHi, K0 BOHa BifMiHHA Bif, yNOBHOBaXKEHOI
6nicTepi; no 10 ocobu, BiANOBIAa/IbHOI 3a 34iiCHEHHS hapmakoHarnsagy (Bkao4vaoum
6nictepiB y KOHTaKTHI faHi) Ta/abo 3MiH1 y po3MmilLeHHi MacTep-dhaiina cuctemu
KapTOHHIW hapmakoHarnsgy) - 3miHa ynoBHOBaXKeHOT 0co6M 3asBHMKa,
ynaxoBLi BiANOBiAa/IbHOT 3a hapmakoHarnsg: NponoHoBaHa pefakuis:
onanakpiwHa MaHikep BiHy. 3MiHa KOHTaKTHUX AaHUX YNIOBHOBaXEHOT
ocobu 3as8BHUKA, BiANOBIAA/ILHOI 3a 34iiCHEeHH:A ddapmakoHarnsgy. 3miHa
KOHTaKTHOI 0CO6U YNOBHOBaXXEHOT 0COOM 3asiBHUKA, BiANOBIAA/IbHOI 3@
3[ilicCHeHHs1 hapmakoHarnaay B YkpaiHi. [ponoHoBaHa pefakuis:
IBaHULbKMIA AHAPIV BacunboBny. 3MiHa KOHTaKTHUX JaHWUX KOHTaKTHOT
0cobu yNnoBHOBaXXEHOT 0CO6Y 3as1BHMKA, BignoBifasibHOI 3a 34iACHEHHS
hapmakoHarnsay B YkpaiHi
23. | BON-PAH® Tabnetku in CKAH IHais BadHa IHgis BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB:3MiHN | TUMy - 3MiHK W0A0 - UA/13389/01/01
bulk: no 1000 BIOTEK PapmacbloTiKasic 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go
Tabnetok y nTa NTa., IHApis; Bisivepg, y3arasibHeHNX faHnx Npo cuctemy apmakoHarnsgy (BBefeHHs
naketi, Na6e Nta, IHaisa y3araJlbHeHUX AaHux nNpo cuctemy dpapmakoHarnsgy, aMiHa
BK1afeHoMy y YNOBHOB&XXEHOI 0C06W, BifNOBIAaIbHOT 3a 34iCHEHHS hapmakoHarnsagy;
KOHTeliHep KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHMKa A5 34iACHEHHS

hapMakoHarnsgy B YkpaiHi, SKLO0 BOHA BigMiHHA Bif, yNTOBHOBaXKEHOT
ocobu, BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsgy (Bkao4vaoum
KOHTaKTHI AaHi) Ta/abo 3MiHKN Y po3MilLEeHHI MacTep-dhaiina cuctemu
hapmakoHarsagy) - 3MiHa ynoBHOBaXKEHOT 0CO6U 3asBHMKA,
BiANOBiAa/IbHOT 3a hapmakoHarnsg: NponoHoBaHa pefakuis:
FonanakpiwHa MaHikep BiHy. 3MiHa KOHTAKTHUX JaHUX YNOBHOBaXKEHOT
0Co6M 3as1BHMKA, BiANoBiAa/IbHOI 3a 34iCHEHHA dhapmakoHarasgy. 3miHa
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KOHTaKTHOT 0CO6M YNOBHOBaXKEHOT 0CO6M 3asiBHMKA, BiANOBIAA/ILHOT 38
3pjicHeHHs hapmakoHarnsgy B YkpaiHi. [lponoHoBaHa pegakuis:
IBaHULbKNIA AHAPIV BacunboBrYy. 3MiHa KOHTAKTHUX AaHWUX KOHTaKTHOT
0CcOo6Y YNOBHOBaXXEHOI 0CO6M 3asiBHMKA, BiNOBIAaIbHOT 3a 3iICHEHHS
papMakoHarnsiay B YkpaiHi
24. | BPOHXANIC- | Tabnetku, no 50 Bionoriwe Himeuun Bionoriwe Himeuun BHECEHHS 3MiH 0 peecTpaLiiiHuX MaTepiasiB:3MiHN | TUMY - 3MiHW LWO0A0 6e3 UA/1932/01/01
XEE/b Tabnetok y Xannbmitre Ha Xannbmitrenb Ha 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy. BeegeHHs abo 3MiHM Ao peyenma
KOHTeliHepi; no 1 Nb Xeernb Xeenb M'M6X y3arasibHeHNX JaHnx npo cucTemy dpapmakoHarnsgy (BBefeHHs
KOHTelHepy B rmM6X y3arasibHeHUX faHnx nNpo cucTemy dpapmakoHarnsgy, 3amiHa
KopoobLi YMOBHOBaXeHOT 0co6u, BigNOBIAaNIbHOT 3a 34iCHEHHS hapMakoHariagy;
KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asBHVKa 415 34iACHEHHS
hapMakoHarnagy B YkpaiHi, KLU0 BOHA BigMiHHA Bif, yNIOBHOBaXEHOT
ocob6u, BiANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnsagy (Bkayaoym
KOHTaKTHI AaHi) Ta/abo 3MiHM Y po3MmilLeHHi MacTep-dhaiina cuctemu
hapmakoHarnagy) - 3MiHa KOHTakTHOI 0cobu 3asiBHUKa, BIAMNOBIAa/IbHOT 3a
3[jiCHeHHs hapmMakoHarnsay B YkpaiHi: [ponoHoBaHa pefakuis —
LLlanoBasioBa IHHa AHaTo/iIBHA. 3MiHA KOHTAKTHUX AaHNX KOHTaKTHOT
0Cco6U 3asBHIKA, BiANOBIAANLHOI 3a 3/iiCHEHHS chapMakoHarnsay B
YkpaiHi
25. | BANNIEKAPA- Tabnetkv no 10 ToBapucTBO | YKpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3miHu | TUny - 6e3 UA/14815/01/01
3400POB’A Tabnetok y 3 06MEXEHO AZMiHICTpaTMBHI 3MiHU. 3MiHA HalilMeHyBaHHs1 Ta/abo agpecu Micus peuenma
6nictepi; no 1 06MEXEHO BigNoBiga/IbHICTIO NPOBaKEHHS AiS/IbHOCTI BUPOOHMKa/iMnopTepa roToBOro Nikapcbkoro
abono5 Bignosigasib "XapkiBcbke 3aco0y, BKIOYAKUU [i/TbHUL BUNYCKY Cepii abo MicLe NpoBeAeHHS
6nictepiB y HiCTIO thapmaueBTuyHe KOHTPO/I0 AKOCTI. (4iSNbHICTb, 3a Ky BiANOBIAaE BUPOGHMK/iMnopTep,
Kopobu,i 3 "®apmaueBT nigNPUEMCTBO BKJ/THOYAOUM BUMYCK Cepili) 3MiHa agpecy BUpo6H1Ka ToBapucTBo 3
KapToHy N4Ha "3p0poB'sa Hapoay" 06MeXeHOH0 BifnoBiganbHICTIO "XapkiBcbke hapmaleBTUyHe
KOMNaHis nignpuemcTBo "340p0B'A Hapoay", YkpaiHa, 6e3 3miHn Micus
"3p0pos'a" BMPOGHULTBA. BBEAEHHA 3MiH MpOTAroM 6-Tv MicsuiB nicns
3aTBEpPMKEHHS. 3MiHM | TUMy - 3MiHK 3 AKOCTi. OTOBWIA NikapcbKuii 3acio.
CucTema KoHTeliHep/3akynoptoBasibHUIA 3aci6. 3MiHa Po3Mipy YNakoBKM
rOTOBOrO /1iKapCbKOro 3acoby (B1IyYEeHHS YNakoBKy NEBHOrO po3Mipy)
BunyueHHsi ynakoBku no 10 TabneTok y 6nictepi; no 2 6nictepu y
KapTOHHI Kopo6Li 3 BiANOBIAHMMI 3MiHAMK 4,0 PO34iny «YnakoBKa»
BBefeHHs 3MiH NpOTArom 6-Tu MiCALB Nicas 3aTBEPMKEHHS. 3MiHM | Tuny
- 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta hapmakoHarnsgy (iHLWi 3miHn)
OHOBJ/IEHHS! BXE 3aTBEPKEHOr0 TEKCTY MapKyBaHHS BTOPMHHOT yNakoBKM
N3; BHeceHHs 3MiH Ao po3giny “MapkyBaHHa” MKA /13: BBeAeHHS 3MiH
NPOTAroM 6-TW MicsAUIB NiCNs 3aTBEPAYKEHHS.
26. | BANEPIAHN €KCTPaKT rycTuii MAT YkpaiHa MAT "Fanuucpapm” Ykpaina BHECEHHSA 3MiH [0 peecTpaLiiiHux maTepianiB:3MiHu | TMny - 3MiHa - UA/6809/01/01
EKCTPAKT (cybeTaHuin) B "Tanmudpap HaliMeHyBaHHs BUPOGHMKa A®I, 6e3 3miH y MKH J13; 3anponoHoBaHo:
rycTuin 60ukax m" MoBHa Ha3Ba AkLioHepHe ToBapucTBo "lMannudapm” CkopoyeHa Ha3Ba
noniMepHux ans MAT "Fanuuchbapm"; 3miHM | TUNY - 3MiHA HaliMEHYBaHHS 3asiBHUKa, 6e3
BMPOGHMLTBA 3MiH y MKA /13; 3anponoHoBaHo: MNMoBHa Ha3Ba AKLiiOHepHe TOBapucTeo "
HEeCTepUIbHUX Fanuudpapm” CkopoyeHa Hassa NMAT " Manunudapm”
NiKapcbKnx
doopm
27. | BANIAON- Tabnetku no 60 AT Ykpaina AT "Jly6Hunchapm” Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianiB:3MiHu | TUny - BBEAEHHS 6e3 UA/4697/01/01
NYBHU®APM | mrno 6 a6o 10 "Nly6Hndhap nepioguyHOCTi 3a NokasHMKoM "MikpobionoriyHa unctoTa’: nepLua ta peyenma
TabneTok y m" KOXXHa HaCTyMHa flecsita cepisi, asie He pigwe Hix 1 cepisi B pik
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
6nictepax
28. | BEHK/NIKCTO | Ttabnetku, BKpUTI E66Bi Lseiiua | E66BI AlipneHg H/1 | IpnaHgis | BHeCEHHs 3MiH 40 peecTpauiliHnx matepianis: 3miHu Il Tuny - 3miHn Wwoao 3a UA/16667/01/01
NAiBKOBOO Biochapmach pis B.B., IpnaHgin / 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy. 3mMiHu y KopoTkili peuenmom
o6onoHkoto, 10 toTikan3 (BMpPOGHMLTBO Himeuun | xapakTepucTuui ikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
mr; Nel4: no 2 6X nikapcbKkoro 3acoby, Ha MeJMYHOro 3aCTOCYBaHHS Y 3B’AA3KY i3 HOBUMW JaHUMU 3 SIKOCTI,
Tabnetkn y TecTyBaHHs); LOKNIHIYHUMMU, KNIHIYHUMW JaHUMK Ta AaHnMK 3 hapMakoHarnagy - 3MiHu
6nictepi, no 7 E66BI [oinuneHp, BHECEHI A0 IHCTPYKUiT 4151 MEANYHOIO 3aCTOCYBaHHS NiKapCbKOro 3acoby
6nicTepiB y v6X i Ko. KT, 00 po3gainis: "®apmakonoriyHi BnactmBocTi”, "MNoka3aHHA" (YTOUHEHHS),
KapTOHHIlA HimeuunHa "B3aemogis 3 iHWMMU NlikapcbkMMK 3acob6amu Ta iHLWi BUAY B3aeMOgiin”,
Kopobu,i (BUPOGHMLTBO, "Cnoci6b 3acTocyBaHHs Ta fo3un", "Mo6iuHI peakuii”. 3aTBepAKEHHS
nakyBaHHs Ta KOPOTKOI XapakTepuCTVKN NiKapCbKoro 3acoby. BeefeHHs1 3MiH NpOTArom
TecTyBaHHS 6-TN MicALiB Nicnsa 3aTBEPKEHHS
NPOMXHOro
ekcTpygary
BEHETOK/TaKCy;
nepBUHHE Ta
BTOPVHHE
nakyBaHHs, BUMYyCK
cepii roToBoro
NiKapcbKoro 3acoby)
29. | BEHKNIKCTO | Tabnetku, BKpUTI E66BI Lseiiua E66Bi AlipneHg HN IpnaHgis | BHeCeHHsi 3MiH [0 peecTpauiiiHux Matepianis: 3MiHu Il Tuny - 3MiHK Woao 3a UA/16667/01/02
NAiBKOBOIO Biochapmach pis B.B., Ipnangin / 6e3nekn/epeKTUBHOCTI Ta hapMakoHaragy. 3MiHU y KOPOTKil peyenmom
o6onoHkoto, 50 oTikan3 (BUpPOGHNLTBO Himeuun | xapakTepucTuli flikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
mr; Ne7: no 1 6X NiKapcbKoro 3acooby, Ha MeAMYHOrO 3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMU AAaHUMM 3 SKOCTI,
Tabnetyiy TeCTyBaHHS); OOKAIHIYHUMU, KNIHIYHAMUY JaHuMK Ta jaHuMmn 3 dhapMakoHarnagy - 3miHm
6nicTepi, no 7 E66BI [oiiuneHs, BHECEHIi [0 IHCTpyKLUii AN MeANYHOro 3aCTOCYBaHHS JlikapcbKoro 3acoby
6nictepiB y m6X i Ko. KI, [0 po3ginis: "®apmakonoriyHi BnactuBocTi”, "Moka3aHHA" (YTOUHEHHS),
KapTOHHIW HimeuunHa "B3aemogis 3 iHWMMU flikapcbkMMK 3acob6amu Ta iHLWi BUAY B3aEMOgiin",
Kopobui (BMpOGHMLTBO, "Cnoci6 3acTocyBaHHS Ta 4o3u", "IMo6ivHi peakuil”. 3aTBepKEHHS
nakyBaHHs Ta KOPOTKOI XapakTepUCTVKM NiKapCbKoro 3acoby. BBeeHHs1 3MiH NpOTSArom
TeCcTyBaHHS 6-TV MiCALIB MiCNSA 3aTBEPAXKEHHS
NPOMIiXHOro
ekcTpyaarty
BEHETOK/IaKcy;
nepBuHHe Ta
BTOPVHHE
nakyBaHHs, BUMYyCK
cepii rotoBoro
nNiKapcbKoro 3acoby)
30. | BEHK/NIKCTO | Tabnetku, BKpUTI EG66BI LLiBeliya E66Bi Alipneng HN IpnaHgis | BHeCEeHHs 3MiH 40 peecTpauiiHux matepiania: 3MiHu |l Tuny - 3miHN Wwoao 3a UA/16667/01/03
NNiBKOBOO Biochapmach pis B.B., Ipnangin / 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3mMiHu y KopoTkili peuyenmom
o060n0oHkoto, 100 toTikan3 (B1POGHULTBO Himeuun | xapakTepucTuui fikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta IHCTPYKUIT Ans
mr; Ne7, Nel4: 6X NiKapcbKoro 3acooy, Ha MeAMYHOrO 3aCTOCYBaHHS Y 3B'A3KY i3 HOBUMW AAaHUMM 3 SIKOCTI,
no 1 a6o 2 TecTyBaHHs); LOKMIHIYHUMMU, KNIHIYHUMW JaHUMY Ta AaHnMK 3 hapMakoHarnagy - 3MiHu
TabneTkn y E66Bi [oliunens, BHeCeHi [0 IHCTPYKUii AN MeAUyYHOro 3aCTOCYBaHHS JlikapcbKoro 3acoby
6nictepi, no 7 m6X i Ko. KI, [0 po3ginis: "®apmakonoriyHi BacTuBocTi”, "MokaszaHHA" (YTOUHEHHS),
6nicTepiB y HimeuunHa "B3aemopis 3 iHWMMU flikapcbkMMK 3acob6amu Ta iHLWi BUAW B3aeMogiin”,
KapTOHHiiA (Bpo6HMLTBO, "Cnoci6 3acTocyBaHHs Ta fo3u", "IMo6ivHi peakuii”. 3aTBepayKeHHs

Kopo6L;

NnakyBaHHA Ta

KOPOTKOT XapaKTepuCTUKK Nikapcbkoro 3acoby. BBefeHHs 3MiH NPOTSiroM
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
Nell2: no 4 TeCTyBaHHSA 6-TV MiCALIB MiCNA 3aTBEPIKEHHS
Tabnetkny NPOMiKHOro
6nictepi, no 7 ekcTpyaarty
6nictepiB y BEHETOK/IaKcy;
KapTOHHI nepBUHHE Ta
Kopobui; 4 BTOPWHHE
KapTOHHI nakyBaHHs, BUMYyCK
KOpO6KU y cepii rotoBoro
rpynosiii nikapcbKoro 3acoby)
ynakoBLi
31. | BEPTIFOXEE | po3uvH ans Bionoriwe Himeuun Bionoriwe Himeuun BHECEHHS 3MiH A0 peecTpavliiiHuX MaTepiasiB:3MiHu | TUMY - 3MiHW WoA0 3a UA/5303/01/01
nb iH'ekyii no 1,1 Xaiinbmitte Ha XaiinbMmiTTens Ha 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy. BeegeHHs abo 3MiHM Ao peuenmom
M B amny’ii; no Nb Xeenb Xeenb M'm6X y3aranibHeHVX gaHnx Npo cuctemy dpapmakoHarnisay (BBefeHHs
5amnyny M6X y3arasibHeHUX JaHnx npo cuctemy dpapmakoHarnsgy, 3miHa
KOHTYPHIit YMNOBHOBaXXEHOT 0CO6U, BiANOBIAaNLHOT 3a 34iICHEHHST hapMakoHarnaay;
YapyHKOBIl KOHTaKTHOI 0co6M 3 thapmakoHarnsgy 3asasBHVKa 415 34iACHEHHSA
ynakosui; no 1 thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif, yNOBHOBaXXEHOI
ab6o no 2 a6o no ocob6u, BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsgy (Bkaovaoum
20 KOHTYPHUX KOHTaKTHI AaHi) Ta/abo 3MiHN Y po3MmilLeHHi MacTep-dhaiina cuctemu
YapyHKOBUX hapmakoHarnsgy) - 3MmiHa KOHTakTHOI 0co6y 3asiBHVKa, BignoBiganbHoOT 3a
ynakoBOK Y 3pilicHeHHs chapMakoHarnagy B YkpaiHi: MponoHoBaHa pegakuis —
Kopobu,i 3 LLlanosasioBa IHHa AHaTOiBHA. 3MiHA KOHTAKTHUX AaHNX KOHTaKTHOT
KapToHY 0Cco6U 3asBHMKA, BiANOBIAALHOI 3a 34iliCHEHHS chapmakoHarnsgy B
YKpaiHi
32. | BEPTIFOXEE | kpanni opasibHi; Bionoriwe Himeuun Bionoriwe Himeuun BHECEHHS 3MiH [0 PEeECTpaLiiHNX MaTepiastiB:3MiHN | TURy - 3MiHK W0A0 6e3 UA/5303/02/01
nb no 30 mny Xaiinbmitre Ha XaiinbmiTTens Ha 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go peuyenma
donakoHi- Nb Xeenb Xeenb MM6X y3arasibHeHNX faHnx nNpo cucTemy dpapmakoHarnsgy (BBefeHHs
KpanesibHuLj; no 6X y3araslbHeHUX AaHux Npo cuctemy dpapmakoHarnsgy, amiHa
1 chnakoHy- yMOBHOBaXeHOT 0cobu, BiANOBIAaNbHOT 3a 34iICHEHHS hapMakoHariaay;
KpanenbHuLj y KOHTaKTHOI 0c06M 3 hapMakoHarnaay 3asBHVKa A5 34iACHEHHS
KopobLi 3 thapmakoHarnagy B YKpaiHi, SKL0 BOHa BifMiHHA Bif, yNOBHOBaXEHOI
KapToHy ocobu, BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsagy (Bkaovaum
KOHTaKTHI faHi) Ta/abo 3MiH1 y po3MilLeHHi MacTep-dhaiina cuctemu
hapmakoHarnsgy) - 3miHa KOHTaKTHOI 0co6y 3asBHMKa, BignoBiganbHOT 3a
3[jicCHeHHs1 hapMakoHarisay B YkpaiHi: [ponoHoBaHa pefakuis —
LLlanosanoBa IHHa AHaTONiBHA. 3MiHA KOHTAKTHUX faHNX KOHTaKTHOT
0co6U 3asBHMKa, BiANOBIAAILHOI 3a 34iiCHEHHS chapmakoHarnagy B
YKpaiHi
33. | BIPMIAC TabneTkun, BKpUTI Crpaiigc IHAain Crpaiigc ®apma IHAis BHECEHHS 3MiH [0 peecTpayiiiHux maTtepianis: 3MiHu | Tuny - 3miHn 3 3a UA/17052/01/01
NAiBKOBOIO dapma CalieHc Jlivitepg, SIKOCTi. [O0TOBWIA Nikapcbkuii 3aci6. CTabifibHICTb. 3MiHa Y TepMiHax peuenmom
060/10HKOI0, N0 CaileHc npuaaTHocTi abo ymoBax 36epiraHHsi rOTOBOrO JlikapCbKOro 3acoby
90 mr/400 mr; no Nimiten (36iNbLUEHHS TEPMIHY NPUAATHOCTI FOTOBOTO JliKapCbKoro 3acoby) - Ans
28 Tabnetoky TOProBoi YNakoBky (NiATBEPMKYETLCA AAaHVMU PeasibHOro Yacy) -
dhnakoHi, no 1 36i/bLLUEHHSA TEPMiHY NPUAATHOCTI FOTOBOrO /iKapCbKOro 3acoby Ha OCHOBI
hnakoHy y NO3UTUBHUX Pe3yNbTaTiB JOBrOCTPOKOBUX JOCAiMKEHb CTAbINBLHOCTI Y
KapTOHHIN peanibHOMY yaci: 3aTBepXeHo: TepMiH NPUAATHOCTI 2 POKW.
KopoobLi 3anponoHoBaHo: TepMiH npuaatHocTi 3 poku. BBefeHHA 3MiH NpOTArom 6-
TN MicsiLiB nicnsi 3aTBEPAKEHHS.
34. | TABAHA® kancynu no 300 MAT YKpaiHa MNAT YKpaiHa BHECEHHS 3MiH 40 peecTpauiiHuX MaTepiasiB: 3MiHW, L0 NOTPe6yThL 3a UA/14764/01/03
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
mr, no 10 kancyn | "Kuismegnp "Knismegnpenapar” HOBOI peecTpau,ji - peecTpalist HoBOT cunu aii peyenmom
y 6nicTepi; no 2 enapat”
6nictepu B navuj MepiognyHICTb NOAAHHSA PETYISPHO OHOBJIKOBAHOTO 3BITY 3 6GE3MeKu,
BiANOBIAHO [0 MopsAAKY 34iMCHEHHS hapMakoHarnsay, 3aTBepaXXeHoro
Haka3oM MiHicTepcTBa OXOPOHW 340POB’ YKpaiHu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B MiHicTepcTBi toCcTULIT YKpaiHu 29 CiuHsa
2007 poky 3a Ne 73/13340 (y pefaxuii Hakaly MiHicTepcTBa OXOPOHU
300pOoB'A YKpaiHu Big 26 BepecHst 2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4YeHVMN Y NepiogUYHOCTI NOAAHHSA PerynspHUX 3BiTiB 3
6e3neku.
35. | FANIYM- Kpanni opasibHi Bionoriwe Himeuun Bionoriwe Himeuun BHECEHHS 3MiH A0 peecTpavliiiHuX MaTepiasiB:3MiHu | TUMY - 3MiHW WoA0 6e3 UA/3283/01/01
XEE/Ib no 30 mny Xaiinbmitte Ha XaiinbMmiTTens Ha 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy. BeegeHHs abo 3MiHM Ao peuenma
hnakoHi- Nb Xeenb Xeenb M'm6X y3aranibHeHVX gaHnx Npo cuctemy dpapmakoHarnisay (BBefeHHs
KpanenbHuL; No M6X y3arasibHeHUX JaHnx npo cuctemy dpapmakoHarnsgy, 3miHa
1 chnakoHy- YMNOBHOBaXXEHOT 0CO6U, BiANOBIAaNLHOT 3a 34iICHEHHST hapMakoHarnaay;
KpanesnbHuUui y KOHTaKTHOI 0co6M 3 thapmakoHarnsgy 3asasBHVKa 415 34iACHEHHSA
Kopo6ui 3 thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif, yNOBHOBaXXEHOI
KapToHy ocob6u, BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsgy (Bkaovaoum
KOHTaKTHi fjaHi) Ta/abo 3MiHM y pO3MiLLLEeHHI MacTep-dhalina cucremu
hapmakoHarnsgy) - 3MmiHa KOHTakTHOI 0co6y 3asiBHVKa, BignoBiganbHoOT 3a
3[jiCHeHHs1 hapMakoHarsay B YkpaiHi: [ponoHoBaHa pefakuis —
LLlanosanosa IHHa AHaToniiBHa. 3MiHa KOHTAKTHUX AaHWX KOHTaKTHOI
0Cco6U 3asBHMKA, BiANOBIAALHOI 3a 34iliCHEHHS chapmakoHarnsgy B
YKpaiHi
36. | FAPOACUN | cycneHsis ans Mepk Wapni | LWseiua Mepk Wapn i Joym Higepna BHECEHHS 3MiH [0 peecTpavliiiHux maTepiasis:3miHu || Tuny - 3miHW A0 3a UA/13451/01/01
GARDASIL® iH'ekuUin; 1 abo Joym IAEA pis B.B., HigepnaHaun Hawn/ IHCTPYKUIT AN MEAMYHOrO 3aCTOCYBaHHS NikapcbKoro 3acoby 10 po3Ainis | peyenmom
BAKUWHA 10 donakoHis (no 6X (BTOpUHHE CWA "IMyHOGIONOriYHI | BioNorivHi BNacTMBOCTI" Ta BiKOPEroBaHO TeKCT
nPOTU 0,5 mn (1 fosa)) nakyBaHHs1, 403Bifl po3ginis "Cnoci6b 3acTocyBaHHSA Ta 403un", "Oco6/IMBOCTi 3aCTOCYBaHHS"
BIPYCY Y KapTOHHiii Ha BUMyckK cepii); BiANOBIAHO A0 MaTepianiB peecTpauiiHoro Aocke. TepMiH BBEEHHS 3MiH -
AAOIIOMU Kopobui; 1 abo 6 Mepk LWapn i Joym npoTarom 3 MicALiB Nicns 3aTBepIKEHHS
N 4NHAN nonepeaHL0 Kopn., CLLA
(TniB 6, 11, HanoBHEHUX (BUpPOGHNLTBO
16, 18) wnpwyis (no 0,5 Hepo3acoBaHo!
KBAAPUBAN | mn (1 gosa))y NpPOAYKLUii, KOHTPO/b
EHTHA KomnaekTi 3 1 AKOCTi Ta NepBUHHE
PEKOMBIHA rONIKOK Y nakyBaHHs)
HTHA KOHTYPHIi
KOMIpKOBIi
ynakosLi B
KapTOHHIW
Kopo6ui
37. | FACTPUKYM Tabnetku, no 50 Bionoriwe Himeuun Bionoriwe Himeuun BHECEHHS 3MiH [0 peecTpaLiiiHnx MmaTepianiB:3MiHv | TUMY - 3MiHW WoA0 6es UA/1629/01/01
ENb Tabnetok y Xannbmitre Ha Xannbmitrenb Ha 6e3nekn/edeKkTMBHOCTI Ta thapmakoHarnsgy. BBegeHHss abo 3MiHM Ao peyenma
KOHTeliHepi; no 1 Nb Xeenb Xeenb M'M6X y3arasibHeHNX JaHnx nNpo cucTemy dpapmakoHarnsgy (BBefeHHs
KOHTelHepy B M6X y3arasibHeHUX faHnx Npo cuctemy hapmakoHarnsgy, amiHa

Kopobu,i 3
KapTOHY

YNOBHOBaXXEHOT 0COOMU, BigNoBigabHOI 3a 34iiCHEHHS (dapMakoHariaay;
KOHTaKTHOI 0co6U 3 chapMakoHarnsay 3asBHVKa 415 34iACHEHHS
thapmakoHarnagy B YKpaiHi, K0 BOHa BifMiHHA Bif, yNOBHOBaXeEHOI
0co6w, BignoBiAa/IbHOT 3a 34iCHEHHST hapmakoHarnsagy (Bkawyarum
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Ha3ssa
JliKapcbK0O20
3acoby

Popma
BUMYCKY

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsio4yeHHs

KOHTaKTHI AaHi) Ta/abo 3MiHN Y Po3MilLEeHHI MacTep-dhaiina cuctemu
hapmakoHarnsgy) - 3miHa KOHTaKTHOI 0co6y 3asiBHVKa, BignoBiganbHOT 3a
3[jiCHEeHHs1 hapMakoHarisay B YkpaiHi: [ponoHoBaHa pefakuis —
LLlanosasnosa IHHa AHaToniiBHA. 3MiHA KOHTAKTHUX AaHWX KOHTaKTHOI
0Cco6U 3asBHMKa, BiANOBIAA/ILHOI 3a 34iiCHEHHS chapmakoHarnisgy B
YKpaiHi

38.

FEMNIBPA®

PO34MH ANa
iH ey no 30
Mr/1 mn; no 1 mn
(30 mr)y
thnakoHi, no 1
donakoHy y
KapTOHHIW
Kopobui

®.XothcpmaH
H-/19 Poww
nra

LLiseliya
pist

Pow [JjarHocTtuke
m6X, HiMewunHa
(BUNpobyBaHHSA
KOHTPO/IO SIKOCTI);
Pow ®apma Arl,
HimeuunHa
(BunpobyBaHHs
KOHTPOJIO AKOCTI);
CamcyHr
Biologxukce Ko,
NTtp, Pecny6nika
Kopes
(BMpPOGHMLTBO
Hepo3dacoBaHol

npoaykLii, nepBrHHe

nakyBaHHs1,
BMMNPOGYBaHHSA
KOHTPO/IO SIKOCTI);
®.XothpmaHH-/15
Pow NTa,
LLiBeiiLapis
(BunpobyBaHHs
KOHTPO/0 AKOCTI,
BTOPVHHE
nakyBaHHs1, BUMyCK

cepii); Yyrain ®apma
MaHydekTypuHr Ko,

Nta, AnoHis
(BMpPOGHMLTBO
Hepo3gacoBaHo!

npoayKuii, NnepBnHHe

nakyBaHHs,
BUNPOGYBaHHSA

KOHTPO/IO SIKOCTI);
Uyrai ®apma

MaHydekTypuHr Ko.,

Nta, AnoHis
(BunpobyBaHHs
KOHTPOJHO SIKOCTI)

Himeyun
Ha/
Kopes/
Lselina
pist/
AnoHis

BHECEHHS 3MiH 40 peecTpavliinHux MmaTepiasis:3MiHu | TUMYy - 3MiHW A0
IHCTPYKL|i 415 MeAUYHOro 3acToCcyBaHHS /ikapCbKoro 3acoby Ao po3giny
"Cnoci6 3acTocyBaHHA Ta f031" (pefaryBaHHsA TeKCTy). BBeAeHHS 3MiH
NpoTArom 6-Tn MiCALB NiCNs 3aTBEPMAKEHHS

3a
peyerimom

UA/16914/01/01

39.

FEMNIBPA®

PO34uH Ann
iH ek no 150
mr/1 mn; no 0,4
M (60 wmr); no

®.XohcpmaH
H-19 Poww
nrta

LLiseliya
pis

Pow JjarHocTtuke
vM6X, HimeuunHa
(BUNpobyBaHHSA
KOHTPO/IO SIKOCTI);

Himeyun
Ha/
Kopes/
LiBelina

BHECEHHS 3MiH 40 peecTpavliiiHux MaTepiasis:3MiHu | TUMY - 3MiHW A0
IHCTPYKLT A8 MEAUYHOro 3acTOCYBaHHS NikapCbKoro 3acoby 0 po3giny
"Cnocib 3acTocyBaHHA Ta f031" (pefaryBaHHsA TeKCTy). BBeAeHHS 3MiH
npoTArom 6-Tn MicALiB Micns 3aTBepPAKEHHS

3a
peyerimom

UA/16914/01/02




49

Ha3ssa
JliKapcbK0O20
3acoby

Popma
BUMYCKY

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsio4yeHHs

0,7 mn (105 wmr);
no 1 mn (150 mr)
y thnakoHi, no 1
donakoHy y
KapTOHHI
Kopobui

Pow ®apma Arl,
Himeuunna
(BUNpobyBaHHs
KOHTPO/O SIKOCTI);
CawmcyHr
Bio/lomkuke Ko,
Ntp, Pecny6nika
Kopes
(BUpPOGHMLTBO
Hepo3gacoBaHo!
npoaykuii, NnepBnHHe
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPOJIO AKOCTI);
® . XodhpmaHH-/15
Pow /1tg,
LLiBefiuapis
(BUNpobyBaHHs
KOHTPO/O SIKOCTI,
BTOPVHHE
nakyBaHHs, BUMyCK
cepii); Yyraii dapma
MaHydekTypuHr Ko,
Nta, AnoHis
(B1pPOGHNLTBO
Hepo3dacoBaHo|
npoaykuii, nepBrHHe
nakyBaHHs1,
BMNPOGYBaHHSA
KOHTPO/O SIKOCTI);
Uyraii dapma
MaHydchekTypuHr Ko.,
Nta, AnoHis
(BunpobyBaHHsA
KOHTPOJHO SIKOCTI)

pisi/
AnoHis

40.

FEM/IIBPA®

PO34MH ANna
iH eKuili no 30
mr/1 mn; no 1 mn
(30 mr) y
donakoHi, no 1
chnakoHy y
KapTOHHIlA
Kopobui

®.XohpmaH
H-J18 Pow
nTg

LLseiiua
pis

Pow fliarHocTuke
'm6X, HimeuunHa
(BunpobyBaHHs
KOHTPO/O SIKOCTI);
Pow ®apma Arl,
HimeuunHa
(BUNpobyBaHHSA
KOHTPO/IO SIKOCTI);
CawmcyHr
Bio/lomxkuke Ko,
Ntp, Pecny6nika
Kopes
(BMPOGHULTBO
Hepo3gacoBaHol
npoAykuii, nepByHHE

Himeyun
Ha/
Kopes/
LBeiiua
pis/
AnoHis

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianiB:3MiHu | TUNy - OHOBNEHHS
TEKCTY MapKyBaHHS1 yNakoBKM JlikapCbKOro 3acoby. BBegeHHs 3MiH
NpoTArom 6-Tu MiCALB NicNs 3aTBEPMAKEHHS

3a
peyenmom

UA/16914/01/01
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Ha3ssa
JliKapcbK0O20
3acoby

Popma
BUMYCKY

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsio4yeHHs

nakyBaHHs1,
BMNPOGYBaHHSA
KOHTPO/O SIKOCTI);
®.XothpmaHH-/15
Pow NTa,
LLiBeiuapis
(BunpobyBaHHsA
KOHTPOJO AKOCTI,
BTOPVHHE
nakyBaHHs, BUMYCK
cepii); Yyrain ®apma
MaHydekTypuHr Ko,
Nta, AnoHis
(BMpPOGHMLTBO
Hepo3gacoBaHo!
npoAyKLUii, NnepBuHHe
nakyBaHHs,
BUNPOGYBaHHSA
KOHTPO/O SIKOCTI);
Uyrai ®apma
MaHydekTypuHr Ko.,
Nta, AnoHis
(BunpobyBaHHs
KOHTPOJHO SIKOCTI )

41.

FEMNIBPA®

PO34MH ANa
iH ekujin no 150
mr/1 mn; no 0,4
M (60 wmr); no
0,7 mn (105 wmr);
no 1 mn (150 mr)
y dhnakoHi, no 1
chnakoHy y
KapTOHHIlA
Kopobui

®.XothcpmaH
H-/19 Poww
nra

LLiseliya
pist

Pow [jarHocTtuke
m6X, HiMewunHa
(BUNpobyBaHHSA
KOHTPO/IO SIKOCTI);
Pow ®apma Arl,
HimeuunHa
(BunpobyBaHHs
KOHTPOJIO AKOCTI);
CamcyHr
Biologxukce Ko,
NTp, Pecny6nika
Kopes
(BMpPOGHMLTBO
Hepo3dacoBaHo|
npoaykLii, nepBrHHe
naxkyBaHHs,
BMMNPOGYBaHHSA
KOHTPO/O SIKOCTI);
®.XothdpmaHH-/15
Pow NTa,
LLiBeiiuapis
(BunpobyBaHHs
KOHTPO/O AKOCTI,
BTOPVHHE
nakyBaHHs, BUMYyCK
cepii); Yyraii ®apma

Himeyun
Ha/
Kopes/
Lselina
pist/
AnoHis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis:3MiHun | TMny - OHOBNEHHS
TEKCTY MapKyBaHHA yNakoBKW /ikapCbKoro 3acoby. BeefeHHs 3MiH
NPOTArom 6-Tv MIiCAILIB MiCNs 3aTBEPKEHHS

3a
peyerimom

UA/16914/01/02
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
MaHydekTypuHr Ko,
Nta, AnoHis
(BUPOGHULTBO
Hepo3gacoBaHo!
npoaykuii, NnepBnHHe
nakyBaHHs1,
BMNPOGYBaHHSA
KOHTPOJIO AKOCTI);
Uyraii ®apma
MaHyhekTypuHr Ko.,
Nta, AnoHis
(BUNpobyBaHHs
KOHTPOJH0 SIKOCTI )
42. | TEHTOC® Kpanni opaJibHi, Pixapa ABCTpis Pixappg BitTHep Al ABcTpist BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis:3miHu | Tuny - 3amiHa 6e3 UA/1971/02/01
no 20 mn, abo BitTHep Al po3ainy «Ipadmyeckoe ohopmaeHne ynakoBku» Ha po3zin peuyenma
no 50 mn, abo «MapkyBaHHsa» B MKA J13: 3anponoHoBaHo:
no 100 mny MapkyBaHHs. 3rigHO 3aTBEP)KEHOr0 TEKCTY MapKyBaHHS
hnakoHax-
KpanesbHULAX;
no 1 dpakoHy B
KapTOHHIlA
yNaKkoBLi
43. | TENAP pO34uH ans Bionoriwe Himeyun Bionoriwe Himeyuu BHECEHHS 3MiH 40 peecTpaLiiiHuX MaTepiasiB:3MiHN | TUMY - 3MiHW WoA0 3a UA/6553/01/01
KoMmn. iH'ekiit no 2,2 Xaiinbmitte Ha XaiinbMmiTTens Ha 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy. BeegeHHs abo 3MiHM Ao peuenmom
XEE/Ib M B amny’i; no Nb Xeenb Xeenb M'm6X y3aranibHeHVX AaHnx Npo cuctemy dpapmakoHarnsay (BBefeHHs
5amnyny mM6X y3arasibHeHUX JaHnx npo cuctemy dpapmakoHarnsgy, 3mMiHa
KOHTYPHIi YNOBHOBaXKEHOT 0CO6U, BigNOBIAaNILHOT 3a 34iICHEHHST hapMakoHarnaay;
YapyHKOBIl KOHTaKTHOI 0cO6U 3 thapmakoHarnsagy 3asBHVKa 415 34iACHEHHS
ynakosLi; no 1 hapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif, yNIOBHOBaXXEHOT
abo no 2, abo ocob6u, BiANOBIAasIbHOI 3a 34iiCHEHHSA hapMakoHarnsgy (Bkaoyaoum
20 KOHTYPHUX KOHTaKTHI AaHi) Ta/abo 3MiHM Y po3MmilLeHHi MacTep-dhaiina cuctemu
YapyHKOBUX dhapmakoHarnsgy) - 3MmiHa KOHTakTHOI 0co6y 3asiBHMKa, BignoBiganbHOT 3a
yNakoBOK Y 3piiicHeHHs hapMakoHarnagy B YkpaiHi: NMponoHoBaHa pegakuis —
Kopobu,i LLlanoBasioBa IHHa AHaTO/iIBHA. 3MiHA KOHTAKTHUX AaHNX KOHTaKTHOT
0Cco6U 3asBHMKa, BiANOBIAALHOI 3a 34iiCHEHHS chapMakoHarnsgy B
YKpaiHi
44. | TEPMNEBIP® mMasb 2,5 % no 5 NAT YkpaiHa MNAT YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux martepianiB:3MiHu | Tuny - 3MiHa 3a UA/2466/02/01
r, 151y 1y6i, 1 "Kuismegnp "Kuismegnpenapar” HalilMeHyBaHHs 3asiBHUKa, 6€3 3MiH y MK, B iHCTPYKLUIiT 4519 MeANYHOro peyenmom
Ty6a B nauui enapar” 3aCTOCYBaHHS Ta 'y TeKCTi MapKyBaHHs J13; nolsesy
3anponoHoBaHo: NMoBHa Ha3Ba: AKLiOHEpHE TOBap1CTBO my6i; 6e3
"KuiBmegnpenapat" CkopoyeHa Ha3sa: MNAT "KuiBmegnpenapat"”; 3miHu | peyenma
TUNy - 3MiHa HaliMeHyBaHHs BUPOGHMKa, 6e3 3MiH Yy MKH, B iHCTpyKLii Ans noseay
MeAMYHOro 3aCTOCYBaHHA Ta Y TeKCTi MapkyBaHHA J13; 3anponoHoBaHo: my®6i
MoBHa Ha3Ba: AkuioHepHe ToBapucTBo "KuiBmegnpenapat” CkopoveHa
Ha3Ba: [AT "Kuismegnpenapar”
45. | TIHINPAN KOHLeHTpaT Ans Takepa ABCTpis Takepa ABCTpIs ABcTpist BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepiasliB: yTOUHEHHS 3a UA/2845/03/01
pO34uHy ons ABCTpis v6X peecTpauiiiHoro Homepa B Hakasi MO3 YkpaiHu Ne 527 Big, 25.02.2020 |peyenmom
iHdpy3iiA, 25 M6X B Npoueci BHeCEeHHA 3iMH (3MiHW | TUNYy - 3MiHK LWoAo

MKI/5 M, no 5

6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy. BBegeHHsi abo 3MiHM Ao
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
M B amny’i; no y3arasibHeHVX AaHnx Npo cuctemy dhapmakoHarnisgy (BBefeHHs
5 amnyny y3arasibHeHUX JaHnx npo cuctemy dpapmakoHarnsgy, 3mMiHa
KapTOHHIlA YNOBHOBaXEHOT 0c0o6U, BiANOBIAaNLHOT 3a 34iICHEHHS hapMakoHarnaay;
KopoobLi KOHTaKTHOI 0c06M 3 hapMakoHarnaay 3asBHuKa A5 34iANCHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa BifMiHHA Bif, yNIOBHOBaXXEHOT
ocobu, BiAMNOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsgy (Bkaouvaoum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLEeHHI MacTep-haiina cuctemm
hapmakoHarnsgy) - 3miHa ynoBHOBaXeHOT 0cobuM 3asBHMKa,
BiANOBIAa/IbHOI 3a 34ilicHEHHSA hapmakoHarnsgy: MNponoHoBaHa pefakLis:
Johan Hellmer. 3miHa KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0COOM 3asiBHUKA,
BIANOBIAA/IbHOI 3@ 34iliCHEHHS hapmakoHarnagy. 3MiHa Micus 34iiCHEHHS
OCHOBHOI Ajisi/IbHOCTI 3 (hapmakoHarnsgy. 3MiHa agpecu mactep-caiina
cuctemu hapmakoHarnsgy). Pegakuia B Hakasi - UA/2845/01/01.
3anponoHoBaHa pegakuisi - UA/2845/03/01.
46. | TIOTPUD® TabneTku, BKPUTI BepiHrep Himeuun | A eHg Em LUTabTtect | Himeyum BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasnis:3miHu || TUny - 3mMiHK A0 3a UA/15816/01/01
NAiBKOBOO IHrenbxanm Ha Nabop dyp Ha IHCTPYKLUIT ANS MeAMYHOrO 3aCTOCYBaHHS JlikapCcbkoro 3acoby 3acoby Ta | peyenmom
060/I0HKOI0 MO IHTepHeLHN AHaniTuK yHg, KOPOTKOT XapakTepucTuKM NikapcbKoro 3acoby [0 po3fginy
20 mr, no 7 6X Crab6initarcnpydyHr "PapMakoorivyHi BNacTUBOCTI" - A0AaHO ONUC HOBUX K/IHIYHMUX AaHUX.
Tabnetok y eH 'mbX, BBefeHHs 3MiH NpoTarom 6 micALiB Nicnsa 3aTBEPAYKEHHS
nepchopoBaHOM HimeuunHa
y 6nictepi; no 1 (anbTepHaTVBHA
6nictepy B naboparopia Ans
namiHoBaHOMy npoBefAeHHs
aNOMiHIEBOMY KOHTPO/IO SIKOCTI);
calle 3 naketom BepiHrep
AecukaHTy; no 4 IHrenbxavim ®apma
aOMIHIEBUX m6X i Ko. KT,
cawey HimeuunHa
KapTOHHIA (BMpOGHMLTBO,
Kopobui nepBrHHe Ta
BTOPUHHE
nakyBaHHs,

KOHTPO/Ib AKOCTi Ta
Bunyck cepii); Jlabop
N+C Arl, HimeuyunHa

(anbTepHaTVBHA
naboparopia Ans
npoBefAeHHs

KOHTPO/IIO AKOCTI 3a

NMOKa3HNMKOM
Mikpob6ionoriyHa
yuctota); CIrc

IHCTUTYT Ppeseriyc

v6X, HimeuunHa

(anbTepHaTVBHA

naboparopia Ans
npoBefAeHHs

KOHTPOIIO AKOCTI 3a

NMOKa3HNMKOM
MiKpo6ionoriyHa
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Ha3ssa
JliKapcbK0O20
3acoby

Popma
BUMYCKY

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsio4yeHHs

unctota); Papm/lor
dapma JlogxicTik
M6X, HimeuunHa
(anbTepHaTMBHaA
LinbHUUS ANns
MapKyBaHHSA Ta
BTOPWHHOTO
nakyBaHHs); PACT
lesenbliadT drop
dapmavoiiTiwe
KyanitetcreHgapgac
M6X, HimeuunHa
(anbTepHaTMBHA
OinbHUUS aNns
KOHTPOJIH0 AKOCTI
roTOBOro
nikapcbKoro 3acoby
Ta 3a NoKasHVKOM
"Po3knagaHHsA
aimetunaminy");
LteremaHH
JboHbepnakyHreH
yHA, NoricTiwep
Cepsic e. K.,
HimeuunHa
(anbTepHaTMBHA
OinbHUUA ANns
MapKyBaHHSA Ta
BTOPVHHOTO
nakyBaHHs)

47.

FIOTPNO®

TabneTtkn, BKPUTI
N/1iBKOBOIO
060/10HKOIO MO
30 mr,no 7
Tabnetoky
nepcoposaHom
y 6nictepi; no 1
6nictepy B
namiHoBaHOMy
anoMiHiEBOMY
calle 3 nakeTom
JecukaHTy; no 4
QTIOMIHIEBUX
cawey
KapTOHHIlA
Kopobu,i

BepiHrep
IHrenbxanmv
IHTepHeLHN

6X

Himeuyun
Ha

A eHp Ewm WTabTecT
Na6op dyp
AHaNITUK yHA,
Cra6initarcnpydyHr
eH M'M6X,
HimeuunHa
(anbTepHaTMBHA
naboparopia Ans
npoBeeHHs
KOHTPO/IO SIKOCTI);
BepiHrep
IHrenbxaiim ®apma
m6X i Ko. KI,
Himeuunna
(BUPOBHMLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs1,
KOHTPO/Ib SKOCTi Ta
BMNyck cepii); Jlabop

Himeyun
Ha

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:3miHu || Tuny - 3miHu Ao
IHCTPYKUIT 415 MEeAMYHOro 3acToCyBaHHS Nikapcbkoro 3acoby 3acoby Ta
KOPOTKOT XapakTepucTuKM NikapcbKoro 3acoby [0 po3gainy
"apmakonoriyHi B1acTMBoCTi" - OAAHO ONUC HOBUX KNIHIYHWUX AaHWX.
BBeaeHHs 3MiH NpoTArom 6 micsLiB Nicns 3aTBEpAKEHHS

3a
peyerimom

UA/15816/01/02
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Ha3ssa
JliKapcbK0O20
3acoby

Popma
BUMYCKY

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsio4yeHHs

N+C Al, HimeuyunHa
(anbTepHaTMBHA
nab6opartopis Ans

npoBefeHHs

KOHTPOJIIO AKOCTI 3a

MOKa3HNKOM
Mikpob6ionoriyHa
yucroTta); CIrC

IHCTUTYT PpeseHiyc
'm6X, HimeuunHa
(anbTepHaTMBHA
na6opartopis Ans

npoBefeHHs

KOHTPOJIIO AKOCTI 3a

MOKa3HNMKOM
Mikpob6ionoriyHa
yuctorta); dapm/ior
dapma JlogxicTik
'm6X, HimeuunHa
(anbTepHaTMBHA
OinbHUUA ANns
MapKyBaHHA Ta
BTOPVHHOTO
nakysaHHs); PACT
lesenbwadT drop
dapmauoiiTiwe

KyaniteTcteHgapac
M6X, HimeuunHa
(anbTepHaTMBHA

OinbHUUA ANns
KOHTPOJIH0 SIKOCTI
roToBOro
nikapcbKkoro 3acoby
Ta 3a NOKa3HUKOM
"Po3kniagaHHs
gimetunaminy");
LLiteremaHH

JTboHdepnakyHreH
yHA NoricTiwep

Cepsic e. K.,
Himeuunna
(anbTepHaTVBHA
AinbHUUA Ana
MapKyBaHHSA Ta
BTOPWHHOTO
nakyBaHHs)

48.

FIOTPNO®

TabneTku, BKpUTI
nNiBKOBOKO
060/10HKOI0 MO
40 mr, no 7

BepiHrep
IHrenbxanmv
IHTEepHeLWHN

v6X

Himeuun
Ha

A eHp Em LUTab6TeCT
NaGop cyp
AHaNITUK yHA,
Crab6initarcnpydpyHr

Himeuun
Ha

BHECEHHS 3MiH [0 peecTpaliiiHux MmaTepiasi:3miHu || Tuny - 3mMiHW Ao
IHCTPYKUIT 415 MeAMYHOro 3aCToCyBaHHS Nikapcbkoro 3acoby 3acoby Ta
KOPOTKOI XapakTepuUCTUKIN NiKapCbKoro 3acoby A0 po3giny
"dapMaKo1oriyHi BMACTUBOCTI" - A0AaHO OMUC HOBUX K/iHIYHMX AAHWX.

3a
peyenmom

UA/15816/01/03
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
Tabnetok y eH 'mobX, BBefieHHs 3MiH NpoTArom 6 MicsALiB NicNsA 3aTBEPAYKEHHS
nepchopoBaHOM HimeuunHa
y 6nictepi; no 1 (anbTepHaTVBHA
6nictepy B naboparopia Ans
namiHoBaHOMy npoBefeHHs
antoMiHiEBOMY KOHTPO/O SIKOCTI);
calle 3 naketom BepiHrep
AecukaHTy; no 4 IHrenbxavim ®apma
aIIOMIHIEBMX v6X i Ko. KT,
cawe y HimeuunHa
KapTOHHI (BMpOGHMLTBO,
Kopobui nepBrHHe Ta
BTOPUHHE
nakyBaHHs,

KOHTPO/Tb AKOCTi Ta
BUMYCK cepii );
Na6op N+C AT,
HimeuunHa
(anbTepHaTMBHA
naboparopis Ans
npoBeAeHHs
KOHTPO/IIO SIKOCTI 3a
MOKa3HNKOM
Mikpo6ionoriyHa
unctota); CIrc
IHCTUTYT PpeseHiyc
M6X, HimeuunHa
(anbTepHaTMBHA
naboparopis Ans
npoBeAeHHs
KOHTPO/IIO SIKOCTI 3a
MOKa3HNKOM
Mikpo6ionoriyHa
unctota); Papm/lor
dapma JlogxicTik
M6X, HimeuunHa
(anbTepHaTMBHA
LinbHUUS ANns
MapKyBaHHSA Ta
BTOPWHHOTO
nakyBaHHs); PACT
[esenbliadT drop
dapmavoiiTiwe
KyanitetcreHgapgac
M6X, HimeuunHa
(anbTepHaTMBHA
LinbHUUS ANns
KOHTPOJIH0 AKOCTI
roToBOro
NiKapcbKoro 3acoby
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
Ta 3a NOKa3HUKOM
"Po3kiagaHHs
gimetunaminy");
LLiteremaHH
JTboHdepnakyHreH
yHA NoricTiwep
Cepsic e. K.,
Himeuunna
(anbTepHaTVBHA
AinbHUUA Ana
MapKyBaHHSA Ta
BTOPWHHOTO
nakyBaHHs)
49. | TIOTPUND® TabneTku, BKpUTI BepiHrep Himeuun | A eng Em LTabTect | Himeuun BHECEHHS 3MiH [0 peecTpaliiiHux maTepiasi:3miHu || Tuny - 3mMiHW Ao 3a UA/15816/01/04
NAiBKOBOO IHrenbxanmv Ha Nab6op dyp Ha IHCTPYKLUIT ANA MeANYHOro 3aCTOCYBaHHS ikapcbkoro 3acoby 3acoby Ta | peyernmom
060/10HKOI0 NO IHTepHeLwHn AHaNITUK yHA, KOPOTKOI XapaKTepUCTUKN MiKapCbKoro 3acoby [0 po3ainy
50 mr, no 7 6X CrabinitarcnpydyHr "®apmakonoriyHi B1acTMBOCTI" - 4OAAHO ONWUC HOBUX KANIHIYHWX AaHUX.
Tabnetoky eH 'm6X, BBefeHHs 3MiH NPOTAroM 6 MicALiB Nicns 3aTBepaKeHHs
nepchopoBaHoOM HimeuunHa
y 6nicTepi; no 1 (anbTepHaTMBHA
6nictepy B nab6opartopis Ans
namiHoBaHoOMy npoBefeHHs
anoMiHieBOMY KOHTPOJIO AKOCTI);
calle 3 nakeTom BepiHrep
JecuKaHTy; no 4 IHrenbxavim ®apma
aTIOMIHIEBUX m6X i Ko. K,
cawey HimeuunHa
KapTOHHIW (Bpo6HMLTBO,
Kopobui nepBUHHe Ta
BTOPVHHE
nakyBaHHs1,

KOHTPO/Tb AKOCTi Ta
BMNyCK cepii );
Nab6op N+C AT,
Himeuunna
(anbTepHaTVBHA
naboparopia Ans
npoBefAeHHs
KOHTPO/IIO AKOCTI 3a
NMOKa3HNMKOM
Mikpob6ionoriyHa
yuctota); CIrc
IHCTUTYT Ppeseriyc
m6X, HiMewunHa
(anbTepHaTVBHA
naboparopia Ans
npoBefAeHHs
KOHTPOIIO AKOCTI 3a
NMOKa3HNMKOM
MiKpo6ionoriyHa
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
unctota); Papm/lor
dapma JlogxicTik
M6X, HimeuunHa
(anbTepHaTMBHaA
LinbHUUS ANns
MapKyBaHHA Ta
BTOPUHHOTO
nakyBaHHs); PACT
lesenbliadT drop
dapmavoiiTiwe
KyanitetcreHgapgac
M6X, HimeuunHa
(anbTepHaTMBHA
OinbHUUS aNns
KOHTPOJIH0 AKOCTI
roToBOro
nikapcbKoro 3acoby
Ta 3a NoKa3HUKOM
"Po3knagaHHsA
aimetunaminy");
LteremaHH
JboHbepnakyHreH
yHA, NoricTiwep
Cepsic e. K.,
HimeuunHa
(anbTepHaTMBHA
OinbHUUA ANns
MapKyBaHHA Ta
BTOPUHHOTO
nakyBaHHs)
50. | FMEMOHT Tabnetku "neHmapk IHAain neHmapk IHAis BHECEHHS 3MiH [0 peecTpavuiiHiX maTtepianis:3miHu | Tuny - 3miHa y 3a UA/13872/01/01
TABJTIETKN XXyBasibHi Mo 4 dapmacboT dapmacboTuKan3 MeToJax BUMPOOYBaHHS rOTOBOTO JliKapCbKOro 3acoby - JOMOBHEHHS Y peyenmom
XXYBAJbHI mr; no 10 nkans Jita. nra. MeToAuLi BUNPOOYBaHHA nokasHuKa «KisibkicHe BU3HAYeHHS» AN
Tabnetok y roTOBOrO NikapCbKOro 3acoby
6nicTepi, no 3
6nictepu B
KapTOHHIW
kopo6ui; no 30
Tabnetoky
KOHTeHepi, no 1
KOHTEliHepy B
KapTOHHIlA
Kopobu,i
51. | FNMEMOHT Tabnetku "neHmapk IHais neHmapk IHais BHECEHHS 3MiH IO peecTpaviiiHix MmaTepianiB:3miHu | Tuny - 3MiHa y 3a UA/13872/01/02
TABJTIETKN XyBasibHi no 5 dapmacboT PapmacboTuKan3 MeToAax BUNPO6YyBaHHSA roTOBOrO JiKapCbKOro 3ac06y - AONOBHEHHS Y peyenmom
XYBAJbHI mr; no 10 nkans Jitg,. nra. MeToAuLj BUNpo6yBaHHS nokasHuka «KinbkicHe BU3HaYeHHS» 415
TabneToky roTOBOrO /liKapcbKoro 3acoby

6nictepi, no 3
6nicTepv B
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
KapTOHHiiA
kopo6ui; no 30
Tabnetok y
KOHTeliHepi, no 1
KOHTEliHepy B
KapTOHHIlA
Kopoobui
52. | rnio3omig kancynv no 20 AnBoreH INokcem EiileH ®apma IpnaHgis BHECEHHS 3MiH 40 peecTpavliiiHuX MaTepiasiiB:3MiHu | TUMY - 3MiHW A0 3a UA/13832/01/01
Mr; o 1 kancyni INKo C.ap.n 6ypr Nimites, lpnaHais IHCTPYKLT 419 MeQUYHOro 3aCTOCYBaHHA NiKapcbkoro 3acoby. BeeaeHHss | peyernmom
y cauwle; no 5 (Bnpo6HMLTBO N3, 3MiH NPOTArom 6-Tu MiCALIB NiCNA 3aTBEPAXKEHHS
cawle y nayui 3 nakyBaHHs,
KapTOHyY TecTyBaHHs, BUNYCK
cepii); MinmayHT
Xenckea Jita,
IpnaHgis (nepBuHHE
i BTOPUHHE
nakyBaHHs)
53. | rNIo3oMig Kancynu no 100 AnBoreH Iokcem Elilen ®apma IpnaHgis BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis:3MiHW | TUNY - 3MiHK 80 3a UA/13832/01/02
mr, no 1 kancyni IMKo C.ap.n, 6ypr Nimitea, lpnaHgis IHCTPYKLi 415 MeAUUYHOro 3acTocyBaHHS ikapCcbKoro 3acoby. BeegeHHs | peyenmom
y cawe; no 5 Iokcembypr (Bupo6HMLTBO 13, 3MiH NPOTArom 6-Tu MiCALIB NiCNa 3aTBEPIKEHHS
calle y nayui 3 nakyBaHHs1,
KapToHy TecTyBaHHs, BUNYyCK
cepii); MinmayHT
Xenckea /114,
Ipnangis (nepsuHHe
i BTOPVHHE
nakyBaHHs)
54. | rNio3omig kancynu no 180 AnBoreH Jliokcem EilreH d®apma Ipnangis BHECEHHS 3MiH 40 PEECTpaLiiHNX MaTepianiB:3MiHM | TUNy - 3MiHKM 40 3a UA/13832/01/03
Mr; o 1 kancyni IMKo C.ap.n 6ypr Nimites, lpnaHgis IHCTPYKLi 415 MeAUYHOro 3acTocyBaHHS /likapCcbkoro 3acoby. BeegeHHs | peyenmom
y caule; no 5 (B1po6HULTBO N3, 3MiH NPOTAroM 6-TW MicsLiB nicns 3aTBepKeHHS
calle y nayui 3 nakyBaHHs,
KapTOHY TecTyBaHHs, BUNYyCK
cepii); MinmayHT
Xenckea Jita,
IpnaHgis (nepBuHHE
i BTOPUHHE
nakyBaHHs)
55. | rNio3oMig Kancynu no 250 AnBoreH IMokcem Eiilen ®apma IpnaHgis BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasiB:3MiHu | TUMY - 3MiHK A0 3a UA/13832/01/04
mr; no 1 kancyni INKo C.ap.n 6ypr Nimiten, Ipnaxgis IHCTPYKLi 415 MeAnUYHOro 3acTocyBaHHS /ikapCbkoro 3acoby. BeegeHHs | peyenmom
y cawe; no 5 (Bnpo6HuLTBO N3, 3MiH NPOTAroM 6-TU MiCALIB MiCNA 3aTBEPIKEHHS
calle y nayui 3 nakyBaHHs1,
KapToHy TecTyBaHHs, BUNYCK
cepii); MinmayHT
Xenckea /114,
Ipnangis (nepsuHHe
i BTOPUHHE
nakyBaHHs)
56. | rNIO3oOMIA Kancynu no 20 AnBoreH Iokcem Eiilen ®apma IpnaHgis BHECEHHS 3MiH [0 peecTpaLiiiHuX MaTepiasiB: TEXHIYHA MOMUIIKA B TEKCTI 3a UA/13832/01/01
Mr; Mo 1 kancyni INKo C.ap.n oypr NlimiTeq, lpnaHgis MapKyBaHHsS Ha BTOPWHHI ynakoBui /13 y HanmcaHHi Ne Pl peuyenmom
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
y cawe; no 5 (BUpOGHMLTBO MN3,
cawle y nayui 3 nakyBaHHs,
KapTOHY TecTyBaHHs, BUNYyCK
cepii); MinmayHT
Xenckea Jita,
IpnaHgis (nepBuUHHE
i BTOPUHHE
nakyBaHHs)
57. | rnio3omig Kancynu no 100 AnBsoreH Mokcem EiileH ®apma IpnaHgis BHECEHHS 3MiH [0 peECTPaLiiiHUX MaTepiasliB: TEXHIYHA MOMU/IKA B TEKCTI 3a UA/13832/01/02
mr, no 1 kancyni INKo C.ap.n 6ypr Nimiten, lpnaxgis MapKyBaHHS Ha BTOPWHHIM ynakosui /13 y HanucaHHi Ne Pr1 peyenmom
y cawe; no 5 (Bnpo6HuLTBO 13,
calle y nayui 3 nakyBaHHs1,
KapToHy TecTyBaHHs, BUNYCK
cepii); MinmayHT
Xenckea /114,
Ipnangis (nepsuHHe
i BTOPUHHE
nakyBaHHs)
58. | rNio3omig Kancynu no 180 AnBoreH Iokcem Eiilen d®apma IpnaHgis BHECEHHS 3MiH 40 peecTpaLliiiHuX MaTepiasiB: TEXHIYHA MOMUIKA B TEKCTI 3a UA/13832/01/03
Mr; no 1 kancyni INKo C.ap.n 6ypr Nimites, lpnaHgis MapKyBaHHS Ha BTOPWHHII ynakosLi /13 y HanucaHHi Ne Pr1 peyenmom
y cawe; no 5 (BUpo6HULTBO M3,
calue y nauui 3 nakyBaHHs,
KapTOHY TecTyBaHHs, BUNYyCK
cepii); MinmayHT
Xenckea /114,
IpnaHgis (nepBuHHE
i BTOPVHHE
nakyBaHHs)
59. | rNio3omig Kancynu no 250 AnBsoreH IMokcem EiileH ®apma IpnaHgis BHECEHHS 3MiH 0 peeCTpaLiiiHuX MaTepiasiiB: TEXHIYHA MOMUIIKA B TEKCTI 3a UA/13832/01/04
Mr; no 1 kancyni INKo C.ap.n 6ypr Nimiten, Ipnaxgis MapKyBaHHS1 Ha BTOPUHHIl ynakoBLj /13 y HanucaHHi Ne Pr1 peyenmom
y cawe; no 5 (BUpOGHMLYTBO M3,
calle y nayui 3 nakyBaHHs,
KapToHY TecTyBaHHs, BUNYCK
cepii); MinmayHT
Xenckea /114,
Ipnangis (nepsuHHe
i BTOPVHHE
nakyBaHHs)
60. | FNIOKCANb po3uuH ans Bionoriwe Himeuun Bionoriwe Himeuun BHECEHHS 3MiH [0 peecTpaLiiiHnx MaTepianiB:3MiHv | TUMY - 3MiHW WoA0 3a UA/7275/01/01
KOMMO3WUTY | iH'ekuiid, no 2,2 Xaiinbmitre Ha XaiinbmitTens Ha 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go peyenmom
M MA B amnysi; no Nb Xeenb Xeenb MM6X y3arasibHeHNX JaHnx Npo cucTemy dpapmakoHarnsgy (BBefeHHs
5amnyny M6X y3aranibHeHUX faHnx Npo cuctemy hapmakoHarnsgy, 3miHa
KOHTYPHIi YMOBHOB&XeHOT 0cobu, BigNOBIAaNbHOT 3a 34iICHEHHS hapMakoHariaay;
YapyHKOBIl KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHVKa A5 34iACHEHHS
ynakosui; no 1 thapmakoHarnagy B YKpaiHi, SKL0 BOHa BifMiHHA Bif, yNOBHOBaXXEHOI
KOHTYPHIi oco6u, BiAMNOBIAA/IbHOI 3a 34iiCHEHHS hapMakoHarnsagy (Bkaovaoum
YapyHKOBIl KOHTaKTHI AaHi) Ta/abo 3MiHN y po3MmilLeHHi MacTep-dhaiina cuctemu
ynakosLi B hapmakoHarnsgy) - 3MiHa KOHTaKTHOI 0cobu 3asiBHMKa, BIAMNOBIAa/IbHOT 3a

Kopobui 3

34iicHeHHs1 dpapMakoHarisay B YkpaiHi: MponoHoBaHa pegakuis —
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
KapToHy; no 2,2 LLlanosasioBa IHHa AHaTOMiBHA. 3MiHA KOHTAKTHUX AaHUX KOHTaKTHOT
M B amny’ii; no 0Cco6U 3asBHMKA, BiANOBIAA/ILHOI 3a 34iiCHEHHS chapmakoHarnisgy B
5amnyny YkpaiHi
KOHTYpHIl
YapyHKOBIl
ynakosLi; no 20
KOHTYPHUX
YapyHKOBUX
yNnakoBOK Y
KopobLi 3
KapToHy; no 2,2
M/1 B amnyni; no
5amnyny
KOHTYPHIi
YapyHKOBIl
ynakosLi; no 2
KOHTYPHUX
YapyHKOBUX
yMnakoBOK y
Kopobui 3
KapToHy3a
peuenTom
61. | FTIOKO3A Tabnetkmno 1r; AT YkpaiHa AT "KMIBCbKNN YkpaiHa BHECEHHS 3MiH [0 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 3MiHn 3 6e3 UA/4518/01/01
no 10 Ta6netok "KUIBCbKW BITAMIHHUIA siKocTi. FoToBWMIA Nikapcbkuii 3aci6. CucTeMa KOHTelHep/3akynopoBasibHUiA | peyernma
y bnictepax; no " 3ABOA" 3aci6. 3MiHa po3mipy ynakoBKy roToBOro fikapcbKoro 3acoby (BUny4YeHHs
10 TabneTok y BITAMIHHN yNakoBKW MEBHOTO PO3MiIpy).
6nictepi; no 3 " 3ABOA" BunyuyeHHs ynakosku no 10 Tabnetok y 6aictepi, no 5 6nictepis y nayuj, 3
6nicTepy B nayi BiAMOBIAHMMM 3MiHAMW [0 PO3Ainy «YNakoBKa.
3 KapTOHY BBefeHHS 3MiH NpoTArom 6-Tu MicALiB Nicns 3aTBEpMKEHHS. 3MiHM | Tuny
- 3MiHM Wwoa0 6e3nekn/edhekTUBHOCTI Ta thapMakoHarnagy (iHLwi 3MiHun) -
BHECEHHS 3MiH 0 po3ainy “MapkyBaHHSA" MKA /13, OHOBNEHHS TEKCTY
MapKyBaHHS YNakoBKV NikapCbkoro 3acoby
BBefeHHS 3MiH NPOTAroM 6-TW MICALIB Nic/1A 3aTBEPKEHHS.
62. | FNMIOKODAX | TabneTku Mepk CaHTe | ®paHuis Mepk CaHTe ®paHuis BHECEHHS 3MiH 40 peecTpaLliiiHux MaTepiasis:3MiHu | TUMY - 3MiHW WoA0 3a UA/3994/02/01
XR MPOSIOHrOBaHOT c.a.c. 6e3nekv/edekTMBHOCTI Ta thapMakoHarnagy. BeegeHHs abo 3miHW o peyenmom
4ii no 500 wmr; no y3arasibHeHUX AaHux npo cuctemy dpapmakoHarnsgy (BBefeHHs
15 TabneTok y y3araslbHeHUX AaHux Npo cuctemy dpapmakoHarnsgy, amiHa
6nicTepi; no 2 yMOBHOBaXeHOT 0cobu, BiANOBIAaNbHOT 3a 34iICHEHHS hapMakoHariaay;
abo no 4 KOHTaKTHOI 0co6U 3 chapMakoHarnsay 3asBHVKa 151 34iACHEHHS
6nictepu B thapmakoHarnagy B YKpaiHi, SKL0 BOHa BifMiHHA Bif, yNOBHOBaXEHOI
KapTOHHIA ocobu, BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsagy (Bkaovaum
Kopobui KOHTaKTHI faHi) Ta/abo 3MiH1 Y po3MilLEeHHi MacTep-dhaiina cuctemu
hapmakoHarnsgy) - 3MiHa KOHTaKTHUX AaHUX YNMOBHOBaXKEHOT 0cobu,
BiANOBiAaNbHOI 3a chapmakoHarnsg. 3miHa micus 34ilicCHEHHA OCHOBHOT
[isNbHOCTI 3 dpapmakoHarsay. 3MiHa MicLLe3HaX0MKEHHs1 MacTep-gaiina
63. | FNMIOKOPAX | Tabnetkn, Bkputi | Mepk CaHTe | ®paHuis Mepk CaHTe, dpaHuin BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB:3MiHN | TUMy - 3MiHK W0A0 3a UA/3994/01/03
® NNiBKOBOO c.a.c. PpaHuin / Icnania 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go peuyenmom

060/10HKOI0, N0
1000 wmr, no 15

(BMPOGHMLTBO 3a
NMOBHUM LMK/IOM);

y3ara/lbHeHuX faHux Npo cucTemy papmakoHarnsay (BBefeHHs
y3ara/lbHeHVX faHuX Npo cUcTeMy hapmakoHarnsgy, 3aMmiHa
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
Tabnetok y Mepk, C/1, Icnanis YNOBHOBaXKEHOI 0c06U, BiNOBIAAILHOT 3a 34iCHEHHS hapmakoHarnsgy;
6nicTepi; no 2 (BMPOGHMLTBO 3a KOHTaKTHOI 0cO6U 3 chapmakoHarnsay 3asBHVKa 415 34iACHEHHS
abo no 4 NOBHUM LMK/IOM) hapMakoHarnagy B YkpaiHi, KO BOHA BigMiHHA Bif, yNIOBHOBaXKEHOT
6nictepu y 0co6wu, BiANOBifa/IbHOT 3a 34iiCHEHHSA thapMakoHarnsay (BKIYaum
KapTOHHI KOHTaKTHI AaHi) Ta/abo 3MiHN Y po3MmilLeHHi MacTep-dhaiina cuctemu
Kopobui thapmakoHarnagy) - 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0cobu,
BiNOBIAaNbLHOI 3a hapmakoHarnag. 3miHa Micus 34iliCHEHHSI OCHOBHOT
AisNbHOCTI 3 hapmakoHarnsgy. 3MiHa MicuesHaxoMKeHHs macTep-goaiina
64. | FTOHAN-®® po34uH Ans Apec Lseiiua | Mepk CepoHo C.n.A. ITanis BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis:3mMiHu | Tuny - 3MiHK y 3a UA/4113/02/01
iH'exuin no 300 TpengiHr pis npoueci BUpOGHULITBA FOTOBOTO flikapCbKOoro 3acoby, BKIYaum peyenmom
MO (22 mkr)/0,5 C.A. NMPOMiKHWIA MPOAYKT, L0 3aCTOCOBYETLCSA NPV BUPOOHULITBI TOTOBOrO
mnno 0,5 mny NikapcbKoro 3acoby - 36ibLUEHHA MaKCUMaIbHOrO Yacy Ans eTany
KapTpuaxi 3 BMPOBHMYOrO NpoLEeCy — 3an0BHEHHS Ta 3aKynoptoBaHHSA KapTPUAXIB 3
npo6koto- npenapatam — 3 10 roavH o 18 roguH
NopLUHEM Ta
pudoneHoto
KpVILLIEYKOIO,
BMiLLlEeHOMY Y
Py4Ky Ans
BBEEHHS; no 1
pyuLi Ta 8 rosiok
Y KapTOHHii
Kopo6u,i
65. | FOHAN-®® po34uH Ans Apec Lseiiua | Mepk CepoHo C.n.A. ITania BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:3MiHu | Tuny - 3MiHK y 3a UA/4113/02/02
iH'exuin no 450 TpengiHr pis npoueci BUPOGHULITBA rOTOBOTO fliKapCbKOro 3acoby, BKYaum peyenmom
MO (33 C.A. NPOMiXKHWIA MPOAYKT, L0 3aCTOCOBYETLCSA NPV BUPOOHULITBI TOTOBOrO
MKr)/0,75 mn no NiKapcbKoro 3acoby - 36i/bLUEHHSI MaKCMMa/IbHOro Yacy A4/1a eTany
0,75 mny BMPOGHMYOro NPOLIECY — 3aMOBHEHHS Ta 3aKynopOBaHHA KapTpUaXKIB 3
KapTpuaxi 3 npenaparam — 3 10 roguH 4o 18 roguH
npo6koto-
MopLUHEM Ta
pudoneHoto
KpYILLEYKOIO,
BMiLLLeHOMY Y
Py4Ky Ans
BBe/leHHs; no 1
pyuui Ta 12
ronok y
KapTOHHIlA
Kopobu,i
66. | FOHAN-®® pO34uH Ans Apec Lseiiua | Mepk CepoHo C.n.A. ITanis BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianiB:3MiHu | Tuny - 3MiHK y 3a UA/4113/02/03
iH'ekuiin no 900 TpelgiHr pis npoueci BUpoBHULITBA FOTOBOTO flikapCbKoro 3acoby, BKIYaum peuenmom
MO (66 mkr)/1,5 C.A. NPOMIXHWIA NPOAYKT, L0 3aCTOCOBYETLCS NPV BUPOOHULTBI FTOTOBOTO

mMano 15mny
KapTpuaxi 3
Npo6Koto-
nopLiHeM Ta
pudpneHoto
KpULLIEYKOIO,

nikapcbKoro 3acoby - 36i/bLUEHHS MakCUMa/lbHOro Yacy Ans etany
BMPOBHMYOro NpoLecy — 3an0BHEHHS Ta 3aKyrnopioBaHHA KapTpPUAXIB 3
npenaparam — 3 10 roguH fo 18 roauH
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
BMiLLLleHOMY Y
Py4Ky Ans
BBefleHHs; no 1
pyuui Ta 20
ronok y
KapTOHHIlA
Kopoobui
67. | TPUNAYT MOPOLLIOK ANs €BPO IHAaia ®AC NimiTen ITania BHECEHHS 3MiH [0 peecTpaviiiHiX MaTepianiB:3miHun | Tuny - BUIyYeHHs 3 6e3 UA/15361/01/01
FAPSYMI opasibHoro NIANDKEP TEeKCTY MapKyBaHHS ynakoBok J13 iHdhopmalii woao 3asBHUKa. BBeeHHs peyenma
HAMIA pO34MHYy Mo 6 1y MPAVBIT 3MiH NPOTArom 3-X MIiCALiB NiCNa 3aTBEPMXKEHHS
nakeTtuky, no 10 NIMITEL
nakeTukKiB y
KapTOHHIW
Kopo6u,i
68. | AEMO- cycneHsisa gns Mdpaiizep CWA Mdpaiizep Benbris BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu |l Tuny - 3MiHK WoA0 3a UA/11244/01/01
NMPOBEPA® iH'ekuiin, 150 IHK. MeHogeKUYPUHT 6e3nekn/edpeKTNBHOCTI Ta hapMakoHarsgy. 3MiHU y KOPOTKil peyenmom
Mmr/mn; no 1 mn Benbria HB XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
cycnensii y MeAMYHOro 3acTOCYBaHHA Y 3B'A3KY i3 HOBUMW A@HWMW 3 SIKOCTI,
thnakoHi abo OOKAIHIYHUMU, KNIHIYHAMY JaHuMK Ta jaHuMmn 3 dhapmakoHarnsgy - 3miHm
3anoBHEHOMY BHECEHO [0 IHCTPYKLIT 415 MEefMUYHOro 3aCTOCyBaHHS Nikapcbkoro 3acoby
wnpwyj, no 1 00 po3gainis "®apmakonoriyHi BnactnsocTi”, "KniHivHi xapakrepuctuku',
donakoHy a6o 1 "MokasaHHs", "Oco6MBOCTI 3acTocyBaHHS", "IMo6GiuHI peakyii”, "4itn",
wnpuuy B "3[aTHICTb BN/IMBATU Ha LUBUAKICTb peakLii npy KepyBaHHI
KapTOHHIlA aBTOTPaHCNOPTOM abo iHWMMKN MexaHi3mamu' BiANOBIAHO A0 MaTepianis
Kopoobui peecTpauiniHoro Aocbe. BBeAeHHS 3MiH NpoTArom 3-x MicAuiB nicns
3aTBEPAKEHHS.
69. | AENPATAN TabneTkun AT "Agamepq | Monblua BMPOGHMLTBO MonbLa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3MiHu | Tuny - 3MiHn 3 3a UA/17428/01/02
KMLLKOBOPO3YMH dapma” "rpaHynsaTy": SIKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHW Y BUPOOHULTBI. 3MiHa peuenmom
Hi no 60 mr; no 7 AT «Apave[ iMnopTepa/3miHy, L0 CTOCYIOTLCS BUMYCKY Cepil Ta KOHTPOJIH0 AKOCTI
Tabnetok y dapma», MonbLua,; roTOBOro Nikapcbkoro 3acoby (3amiHa abo foAaBaHHS BUPOOHMKA, LLLO
6nictepi; no 1 BUPOGHMLTBO, BiNOBiAaE 3a BBe3eHHS Ta/abo BMMNYCK cepil) - He Bktovatoun
abo 4 6nictepu nepBrHHE Ta KOHTPO/b/BMNPOGYBaHHS cepii - 3MiHa BUPO6HUKa, LU0 BigrnoBigae 3a
Y KapTOHHiiA BTOPUHHE BUMYCK Cepii, He BK/OYaouM KOHTPONL/BUNPO6YBaHHSA cepii (BBeaeHHA
Kopobu,i nakyBaHHs1, BUMYCK 3MiH NPOTArOM 6-TW MICALIB NiC/1A 3aTBEPAKEHHS); 3MiHM | TNy -
cepit: AnMiHicTpaTMBHI 3MiHU. 3MiHA HalilMeHyBaHHs Ta/abo agpecu Micua
AT «Apaveq NPOoBaPKEHHA AiS/IbHOCTI BUPOOHUKa/iMNopTepa roToBOro JlikapCbKoro
dapmax, MonbLya 3aco6by, BK/IYaK4M AiNbHULI BUNYCKY cepii abo Micue NpoBeAeHHSs!
KOHTPO/IO SIKOCTI. (AisiNbHICTb, 3a 5Ky BiAnoBigae BUpo6HuK/iMnopTep, He
BK/HOHAIOYMN BUMNYCK CEPIlA) - 3MiHa Ha3BM BUPOGHUKA, BiAMOBIAANLHOIO 3a
BMPOBHMLITBO, NEPBUHHE Ta BTOPMHHE NakyBaHHA (BBeAeHHs 3MiH
NPOTAroM 6-TW MICALIB NIC/1A 3aTBEPMKEHHS); 3MiHW | TUny -
AAMiHICTPaTVBHI 3MiHW. 3MiHa HalilMeHyBaHHA Ta/abo agpecu Micus
NPOBaKEHHS Ais/IbHOCTI BUPOBHMKa/iMnopTepa roToBOro Nikapcbkoro
3aco0y, BKIOYAKUU [i/TbHULL BUNYCKY cepii abo MicLe NpoBeAeHHS
KOHTPOO AKOCTI. (AisNbHICTb, 3a Ky BiANoBigae BUPOBGHUK/IMNopTep, He
BK/1H0HAKOUM BUMYCK Cepild) - 3MiHa Ha3BM BMPOOHMKA, BiAMNOBIAa/IbHOTO 3a
BMPOGHULITBO rpaHynsTy (BBefeHHS 3MiH NpoTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS)
70. | AENPATAN TabneTkn AT "Agamveg | MNonblia BMPOBHMLTBO Monbla BHECEHHS 3MiH 0 peECTpaLiiHNX MaTepiasiB: 3MiHu | TMNy - 3MiHK 3 3a UA/17428/01/01
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
KMLLKOBOPO3UMH dapma” "rpaHynaTy": AKoCTI. FoToBUIA Nikapcbkuii 3aci6. 3MiHW y BUPOBHMLUTBI. 3MiHa peyenmom
Hi no 30 mr; no 7 AT «Apgaveq iMnopTepa/3aMiHu, L0 CTOCYIOTLCS BUNYCKY Cepii Ta KOHTPOSIHO SKOCTI
TabneTok y dapma», MonbLua,; roToBOro fikapcbkoro 3acoby (3amiHa abo gofaBaHHA BUPOOHYMKA, LU0
6nicTepi; no 1 BMPOGHMLTBO, BiAnoBiAae 3a BBe3eHHA Ta/abo BMNYCK cepii) - He Bkoyaroun
abo 4 6nictepu nepBUHHE Ta KOHTPO/b/BMNPOGYBaHHS cepii. 3MiHa BUpPObHUKa, Lo BignoBigae 3a
Y KapTOHHiii BTOPWHHE BMNYCK Cepil, He BKNOYaUn KOHTPONb/BUNPOBYBaHHS cepil
KopoobLi nakyBaHHs, BUMYyCK (3aTBEpAXEHO: BUNYCK cepil Mab’saHiLbKWA hapmaLleBTUYHWI 3aBOS,
cepii: Monbcha A.T., Monbla Pharmaceutical Works Polfa in Pabianice Join-
AT «Apamep, Stock Company, Poland; 3anponoHoBaHo: AT «Afameg ®apmax, MonbLa
dapmax, MNonbLya Adamed Pharma S.A., Poland). BeegeHHsi 3MiH npoTsirom 6-Tv MicsLiB
nicnsa 3aTBepMKeHHs. 3MiHu | Tuny - AAMIHICTPaTUBHI 3MiHN. 3MiHa
HaliMeHyBaHHs Ta/abo afpecy MicLsA NPOBaKEHHS AiSSIbHOCTI
BMpO6HMKa/iMnopTepa roToBOro JiKapCbKOro 3acoby, BKIOYaoun AifbHUL
BWMNYCKy cepii abo MicLe NpoBeAeHHS KOHTPOJIK0 SKOCTI. (AiSNbHICTb, 3a AKy
BiANOBiAae BMPOGHMK/IMNOPTEpP, HE BK/IHOYAKUM BUMYCK Cepili) - 3MiHa
Ha3BW BUPOOHWKa, BifNOBIAaIbHOIO 3a BUPOOGHULTBO, NEPBUHHE Ta
BTOPVHHE MakKyBaHHSA (3aTBEPMKEHO: BUPOOHNLTBO, NEPBUHHE Ta
BTOPUHHE NakyBaHHS Mab’aHiLpKnil hapmaleBTMUHKiA 3aBog Monbga
A.T., Nonbua Pharmaceutical Works Polfa in Pabianice Join-Stock
Company, Poland; 3anponoHoBaHo: BUPOOGHNLTBO, NEPBVHHE Ta BTOPUHHE
nakyBaHHsa AT «Apnames ®apmax, Monblwa Adamed Pharma S.A.,
Poland). BBefieHHS 3MiH NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPKEHHS.
3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
agpecu Micus NpoBaKeHHS AisiNIbHOCTI BUPOGHMKa/imnopTepa roToBoro
nNiKapcbKoro 3acoby, BKIoUakoun AibHULi BUNYCKy cepii abo micue
NPOBELEHHS KOHTPOJIO SKOCTI. (ZiANbHICTb, 3a Ky BignoBigae
BMPOGHMK/IMNOPTEp, HE BK/IKOYAKUM BUMYCK cepili) - 3MiHa Ha3BK
BMPO6HMKA, BIAMNOBIAA/ILHOIO 3a BUPOGHULTBO rPpaHyNsaTy (3aTBEPLKEHO:
BVMPOGHMLTBO rpaHynsaTy 3aknag ®apmaueBTuuHuin Agames apma C.A.
Zaklad Farmaceutyczny Adamed Pharma S.A., Poland; 3anponoHoBaHo:
BMPOGHULTBO rpaHynsaTty AT «Agameq ®apma, MNonblia Adamed Pharma
S.A., Poland). BBefieHHs1 3MiH NpoTArom 6-T1 MicALUIB nicns
3aTBEPAKEHHS.
71. | AETPANEKC TabneTkun, BKpUTI ne ®paHuis | NlabopaTopii Ceps'e | ®paHuis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:3miHu || Tuny - 3miHW Ao 6es UA/4329/01/01
® N/1iBKOBOIO NABOPATY IHpacTpi IHCTPYKUIiT AN MeAMYHOro 3aCTOCyBaHHS NikapcbKoro 3acoby. BBeaeHHs peyenma
060/10HKOI0, N0 AP CEPB'E€ 3MiH NPOTArom 6-Tu MiCALIB MicNa 3aTBEPIKEHHS
500 mr Ne 30
(15x2), Ne 60
(15x4) y
6nictepax
72. | AMNPUBAH emy/bCia Ans AcneH IpnaHgis BMPOGHMK "in bulk", ITania/ BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiB:3MiHu | TUMY - 3MiHK A0 3a UA/11592/01/01
iHdpy3iid, 10 dapma nakyBaHHs: KopaeH Benvka IHCTPYKUIT AN MeQUUHOro 3acToCyBaHHA NiKapcbKoro 3acoby A0 po3ainis | peyenmom
mr/Mn no 20 mn TpeWngiHr ®apma C.n.A,, BpuTaHi "apmakonoriyHi BnactmBocTi”, "3acTocyBaHHs Y nepiog, BaritHOCTi abo
B amnyni; no 5 Nimiten ITanis; BUPO6HUK, a rogyBaHHsA rpyaaro” 3rigHo pekomeHgauii PRAC BHeceHi 3acTepexeHHs

amnyny BiANOBigaIbHUI 3a L1040 PENpPOAYKTUBHOI TOKCUYHOCTI Ta HEMPOTOKCMYHOCTI Ha NigcTaBi
KOHTYPHIi BUMYCK Cepii: OOKMIHIYHNX faHuX 3 6e3neku; 3miHW | Tuny - 3MiHKM Jo IHCTpyKUii Ans
YapyHKOBIl AcTtpa3eHeka tOK MeJMYHOro 3aCTOCYBaHHS MikapcbKoro 3acoby Ao po3giny "OcobnmsocTi
ynakosLi; no 1 Nimiten, Benvka 3acTocyBaHHA" 3a BuMoro PRAC 1040 OHOBEHHS iHGhopMaLii CTOCOBHO
KOHTYPHIit BpuTtaHis "cuHgpomy iHdysii nponodpony”; 3minm Il TMNy - 3MiHWM A0 IHCTPYKLiT Ans
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
YapyHKOBIl Me[MYHOro 3aCTOCYBaHHS NMiKapcbKoro 3acoby [0 po3ainis "Bsaemogis 3
ynakoBLi y iHLWMMKM NikapcbkvMK 3acobamu Ta iHWi B1uAan B3aemogiii”, "Cnocio
KapTOHHIlA 3acTocyBaHHA Ta o3un”, "MobiyHi peaxui”
Kopo6ui; no 50
My ch1aKoHi;
no 1 cpnakoHy 3
yTprMyBayem y
KapTOHHI
Kopobui
73. | ANCKYC po34uH ans Bionoriwe Himeuun Bionoriwe Himeuun BHECEHHS 3MiH 0 peecTpaLliiniHux MmaTepiasis:3MiHN | TUMY - 3MiHW WoA0 3a UA/3959/01/01
KOMMO3WUTY | iH'ekuiii no 2,2 Xaiinbmitre Ha XainbmitTens Ha 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go peyenmom
M MM B amnynax Nb Xeenb Xeenb MM6X y3arasibHeHNX JaHnx nNpo cucTemy dpapmakoHarnsgy (BBefeHHs
Ne 5 (5x1), Ne 10 6X y3araslbHeHUX AaHux Npo cuctemy dpapmakoHarnsgy, aMmiHa
(5x2), Ne 100 YMOBHOBaXXeEHOT 0cobu, BigNOBiAaNbHOT 3a 34iICHEHHS hapMakoHariaay;
(5x20) KOHTaKTHOI 0co6U 3 chapMakoHarnsay 3asBHVKa 151 34iACHEHHS
thapmakoHarnagy B YKpaiHi, K0 BOHa BifMiHHA Bif, yNOBHOBaXKEHOI
oco6u, BiAMNOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsagy (Bkaovaoum
KOHTaKTHI AjaHi) Ta/abo 3MiHM Y po3MilLeHHi MacTep-dhaiina cuctemu
hapmakoHarnsgy) - 3miHa KOHTaKTHOI 0Co6yu 3asBHMKa, BignoBiganbHOT 3a
3[jiCHeHHs1 hapMakoHarisay B YkpaiHi: [ponoHoBaHa pefakuis —
LLlanosasnioBa IHHa AHaTOMIBHA. 3MiHA KOHTAKTHUX faHUX KOHTaKTHOT
0co6U 3asBHMKA, BiANOBIAAIBHOI 3a 34iiCHEHHSA hapmakoHarnagy B
YKpaiHi
74. | ANDPEHIH® Tabnetku no 117 AT YkpaiHa AT "KMUIBCbKUIA Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3mMiHu 3 3a UA/4523/01/01
Mr no 10 "KUIBCbKW BITAMIHHUIA SKOCTi. [OTOBWIA Nikapcbkuii 3aci6. Cuctema KOHTelHep/3aKynoproBasibHUI | peyenmom
Tabnetoky n 3ABO4" 3aci6. 3MiHa po3mipy ynakoBKy roTOBOrO JlikapcbKoro 3acoby (BUMy4YeHHs
6nictepax ; no BITAMIHHW yNakoBKM NEBHOr0 PO3Mipy) - BU/TyYEHHS ynakoBku no 10 TabneTok y
10 TabneTok y " 3ABOA" 6nicTepi, Nol 6ricTepy B navui 3 BiANOBIAHMMMN 3MiHAMKN A0 po3giny
6nicTepi, no 6 «YnakoBka» MKS J13. 3MiHV BHeceHi B po34ia "YnakoBka" B iHCTPYKL,it0
6nictepiB y 0151 MeANYHOro 3aCTOCYBaHHSA MikapCbKoro 3acoby y 3B"A3ky 3
nauuj BWTyYEHHAM NEBHOTO PO3MIpY YNaKoBKM, SIK HACMIOK - BUNYYEHHS TEKCTY
MapKyBaHHS BifnoBigHOT yNakoBku. BBeeHHs1 3MiH NPOTAroM 6-tm micsAuis
nicnsa 3aTBepKeHHs. 3MiHu | Tuny - 3MiHK Woao 6e3nekn/edekTMBHOCTI
Ta thapmakoHarnagy (iHwi 3miHM) - OHOB/IEHHS BXXE 3aTBEPAXKEHOro TEKCTY
MapKyBaHHA NepPBUHHOT Ta BTOPVMHHOT yNakoBku /13 (f4ofaBaHHA OANHNLb
BUMIpIOBaHHA cucTemMmn S| 3 BUKOPUCTaHHAM NiTep NaTWHCbKOro andasiTy,
TOLWO0) BHeCeHHs 3MiH A0 po3giny “MapkyBaHHs" MKA /13"; 3aTBepaKeHo:
MapkyBaHHs. Bignosigae HagaHoMy TEKCTY MapKyBaHHS. 3anponoHOBaHO:
MapkyBaHHs. 3rifHO 3aTBep)KEHOMY TeKCTy MapKyBaHHS. OHOBEHHS
TEeKCTY MapKyBaHHS YNakoBKW NMiKapCbKOro 3acoby i3 3a3HavyeHHsAM
MDKHapPOAHUX NO3HA4YeHb OAVHMLL BUMIPOBaHHA. BBegeHHs 3MiH
NPOTAroM 6-TW MICALIB NIC/IA 3aTBEPAKEHHS.
75. | AONOBEHE renb; no 20 r TOB "TeBa YkpaiHa Mepkne M'vbX, Himeuun BHECEHHS 3MiH 40 peecTpaLiiHnx maTtepianiB:3MiHu | TUny - 3MiHK y 6e3 UA/5565/01/01
a6o 50 r, abo YkpaiHa" HimeuuunHa (Byn. Ha npoLieci BUpo6HMLITBA FOTOBOrO NiKapCbKOro 3acoby, BKIKYakum peyenma
100 r B Ty6i; no pad — Apko 3, NPOMDKHWIA NPOAYKT, L0 3aCTOCOBYETHLCS MPW BUPOGHULITBI FOTOBOTO
1 Ty6i B KOpOOLLi 89079 Ynbm, NiKapcbKoro 3acoby (HesHayHa 3MiHa y Npoueci BUPO6bHMLTBA)
HimeuunHa
(B1POGHULTBO

Hepo3d)acoBaHOro
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
NPoOAYKTY, NepBMHHA
Ta BTOPMHHA
ynaKkoBka, KOHTPO/Tb
cepii); oasir —
Mepkne — LWTpacce
3, 89143
Bnay6oiipeH,
HimeuumnHa (o3Bin
Ha BMNycK cepii))
76. | AOP3OMTUK | kpanni ouHi, Baplascbku | MonbLua BapLuascbkuii MonbLa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis:3MiHun | TMny - OHOBNEHHS 3a UA/14472/01/01
po3uuH, 20 n thapmaueBTUYHUI BXE 3aTBEePAKEHOro TeKCTY MapKyBaHHA BTOPUHHOI Ta NePBUHHOI peyenmom
Mr/mn no 5 mn hapmauesT 3aBog, Monbtha AT ynakoBku /13 (BHECEHHSI NO3HAYEHb OAMHNLb BUMIPIOBaHHS, 3
PO3YuHyY y VNYHWI 3aBOf, BMKOPVCTAHHAM JliTep NaTUHCbKOro andasiTy); BHECEHHSA 3MiH 0 pO34iny
chnakoHi- Monbcha AT “MapkyBaHHa" MKSA /13: 3anponoHoBaHo: MapKyBaHHS: 3rifHO
KpanenbHuLj; No 3aTBEPKEHOrO TEKCTY MapkyBaHHS. BBeieHHs 3MiH NpoTaro 6-Tu micauis
1 chnakoHy B nicns 3aTBepmXeHHs
KapTOHHIA
Kopobui
77. | EKCDOPX TabneTkun, BKpUTI HosaprTic LLiseiiua HosapTic ®apma Lsenua BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasis: BUNPaBIeHHS TEXHIUHOT 3a UA/8102/01/01
NNiBKOBOO dapma Al pis LTeliH AT, pis/ nomunkn y MK4, siki 6ynn gonyuieHi npy nepepeectpadii 13 (Hakas Ne 190 | peyerrmom
060/10HKOI0, 5 LLiseiiuapis; IcnaHis Bia 07.03.2013 p.), npu nepeHeceHHi iHchopmalLiii 3 peecTpauiiiHoro
mr/80 mr; no 14 HoBapric nocbe(posain 3.2.P.1) y cknagi [OMOMDKHMX peHOBUH NiKapCbKoro 3acoby
TabneToky dapmacbloTuka 6y10 MOMWU/IKOBO 3a3Ha4eHO 3aiiBuil 6apBHNK «Kenesa OKCUA, KPacHbIA»,
6nictepi; no 1 C.A., IcnaHist ocKinbky 6yna Bigpasy nepepeectpawis Aekinbkox Ao3ysaHb( 5/160 wmr,
abo no 2 10/160 wmr, 2.5/80 mr, 5/80 mr) i y go3yBaHHax 10/160 mr Ta 2.5/80 mr
6nictepu B OaHnin 6apBHUK NPUCYTHINA. BrnpaBneHo TEXHIYHY MOMW/IKY B IHCTPYKL,i
Kopobui 0151 MeQUUYHOro 3aCToCyBaHHA NikapcbKoro 3acoby y p "Cknaa” (40noMikHi
PEYOBUHW) AN A03yBaHHsS 5 mMr/80 mr).
78. | EKCDOPX TabneTku, BKpUTI Hosapric LLseiiua HosapTic ®apma LlBeiiua BHECEHHS 3MiH 0 peecTpaLiiiHuX MaTepiasliB: BUNPaB/IEHHS TEXHIUHOT 3a UA/8102/01/02
NiBKOBOIO dapma Al pis LLTeiiH AT, pis/ nomunkun y MK, ski 6ynu gonyuieHi npy nepepeectpadii 13 (Hakas Ne 190 | peyernmom
0060/10HKOID, 5 LLIBeliyapisi; IcnaHis Big 07.03.2013 p.), Npy nepeHeceHHi iHhopmMaii 3 peecTpawiiHoro fockbe
Mr/160 wmr; no 14 Hosapric (po3gin 3.2.P.1) y cknajj 4ONOMiIXHMX PEYOBUH NiKapCcbKoro 3acoby 6yno
Tabnetok y dapmacbloTmKa NMOMW/IKOBO 3a3HaYeHO 3aiiBnii GapBHUK «kenesa OKCU KpacHbIn»,
6nictepi; mo 1 C.A., IcnaHis ockinbky 6yna Bigpasy nepepeecTpayis Aekinbkox Ao3yBaHb( 5/160 wmr,
a6bo no 2 10/160 wr, 2.5/80 mr, 5/80 mr) i y go3yBaHHsx 10/160 mr Ta 2.5/80 mr
6nictepu B AaHuii 6apBHYK NPUCYTHIN. BunpaBneHo TeXHIYHY NOMUIKY B iHCTPYKL
Kopobu,i 011 MegUYHOro 3aCToCyBaHHSA Nikapcbkoro 3acoby y p "Cknaa” (4onomMixkHi
peYvoBmHN)
79. | EKCPOPX TabneTkun, BKpUTI HosaprTic LBeliua HosaprTic ®apma LBeliua BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: BunpaBneHo TEXHIUHY 3a UA/8102/01/03
MN/1iBKOBOIO dapma Al pist LTeliH AT, pis/ MOMWJ/IKY B IHCTPYKUIT 4719 MEAMYHOrO 3aCTOCYBaHHS /TiKapcbKoro 3acoby y | peyenmom
060/10HKOt0, 10 LLiseiiuapis; IcnaHis p "Cknag" (4ONOMiKHI peqyoBuHN) oNs fo3yBaHHA 5 Mr/80 mr).
Mmr/160 wmr; no 14 Hosapric
TabneTok y dapmacbloTuka
6nictepi; no 1 C.A,, IcnaHis
abo no 2
6nictepu B
Kopobui
80. | EKCPOPX TabneTkun, BKpUTI HosaprTic Lsenua HosapTic ®apma Lseiua | BHeceHHs 3MiH 40 peecTpauiitHux maTepianis: 3miHu | Tuny - 3miln Wwoao 3a UA/8102/01/01
NAiBKOBOO dapma Al pist LLiTenH Al, pisi/ 6e3nekn/edPeKTMBHOCTI Ta hapMakoHarsgy. 3MiHa y KOpoTkil peuyenmom
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
060/10HKOI0, 5 LBeliuapis; Icnanis XapaKkTepucTuLi NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iIHCTPYKLiT Ans
mr/80 mr; no 14 Hosapric MeAMYHOro 3acTOCyBaHHA Ha NiACTaBi perysispHO OHOBJIOBAHOTO 3BITY 3
TabneTok y dapmacbloTuka 6e3nekn nikapcbkoro 3acoby, abo focnimpkeHb 3 6e3nekn 3acTocyBaHHs
6nictepi, no 1 C.A,, IcnaHis nikapcbKoro 3acoby B Mic/speecTpawiittnii nepiod, abo sik pesynbtaT
abo no 2 OLiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX BiAMOBIAHO A0 NiaHy
6nictepu B negiatpuyHux gocnimxkers (PIP) (3MiHy y3ropkeHo 3 KOMMNeTEHTHUM
KopoobLi YNOBHOB&XEHWM OpraHom) - 3MiH1 BHECEHO A0 IHCTPYKLii 4158 MeAUYHOro
3aCTOCYBaHHS NikapcbKoro 3acoby B po3dinv "B3aemogis 3 iHLWUMK
nikapcbkMK 3acobamu Ta iHWi BUAM B3aeMogiid", "3acTocyBaHHs y nepios
BariTHOCTi abo rofyBaHHs rpyaat”,"MobivHi peakyjii" OHOBNEHHSA
iHchopmav,ii Wwoao 6e3neku Ailo4oi peyoBMHY "amnoauniH" BiANOBIAHO A0
pekomeHpauili PRAC. 3MiHn | Tuny - 3MiHK WwWoao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnagy (iHwi 3miHn) - 3aTBepKeHHS MapKyBaHHS YNakoBKu
nikapcbkoro 3acoby. 3amiHa po3ainy «I'padivyHOro 306paxeHHs ynakoBKu»
Ha po3ain «MapkyBaHHs» B MKA /13: 3aTBepaxeHo: «Ipadmueckoe
othopmieHne ynakoBku». COOTBETCTBYET NpeAoCcTaBIeHHOMY
rpacmueckomy n306pakeHno ynakoBKky 3anponoHoBaHo: «MapKMpoBKa».
CornacHo yTBepIXeHHOMY TEKCTY MapKMpPOBKWU. 3MiHW Il Tuny - 3MiHK
o0 6e3nekn/edeKTMBHOCTI Ta hapMakoHarnagy. 3MiHu y KOpoTkiii
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHA Y 3B'A3KY i3 HOBUMW A@HWMW 3 AKOCTI,
OOKMIHIYHUMM, KNIHIYHUMW aHUMK Ta AaHMu 3 hapMakoHarnsagy -
3arBepKeHHsA TEKCTY IHCTPYKLIT 419 MEeAMYHOro 3aCTOCyBaHHS Ta
MapKyBaHHS1 YNakoBKyv Nikapcbkoro 3acoby Ao PeecTpauiiiHux nocsigyeHb
Ne UA/8102/01/01, Ne UA/8102/01/02, Ne UA/8102/01/03, 3aTBEPLKEHNX
Hakazom MO3 Ykpainu Big 05.02.2019 poky Ne 297. IHchopmauis
BUKNaAeHa B iHCTPYKLiT 415 MEANYHOro 3aCTOCyBaHHSA NikapCbKoro
3acoby, BignoBifae MaTepiasiam peecTpayiiiHoro oCbe Ta OHOBJIEHIN
iHdbopMalii 3 6e3MNeKn 3aCTOCYBaHHSA fAiH04MX PEYOBVH.

81. | EKCDOPX TabneTku, BKPUTI Hosapric LLseiiua HosapTic ®apma LliBeiiua | BHeceHHsi 3MiH 0 peecTpauiitHux maTepianis: 3miHu | Tuny - 3MiHW Woa0 3a UA/8102/01/02
nAiBKOBOO Papma Al pis LTenH Al, pis/ 6e3nekn/edpeKTUBHOCTI Ta hapMakoHarisgy. 3miHa y KopoTkil peyenmom
o6onoHkoto, 5 LLiseiiuapis; Icnanis XapaKTepuCTULi NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKUiT Ans
Mr/160 wmr; no 14 Hosapric MeAMYHOro 3acTOCyBaHHSA Ha MiAcTasi perynsipHO OHOB/IOBAHOIO 3BITY 3
Tabnetok y dapmacboTuka 6e3nekun nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3mnekn 3acTocyBaHHS
6nicTepi, no 1 C.A., IcnaHis nikapcbKoro 3acoby B Mic/iApeecTpawiinHnii nepiod, abo Sk pesynbtat
abo no 2 OL|iHKM 3BITY 3 AOCNIAKEeHb, NPOBEAEHMX BiANOBIAHO A0 NiiaHy
6nictepu B negiatpuyHux gocnimpkeHs (PIP) (3MiHy Y3rofpkeHo 3 KOMNEeTEHTHUM
Kopobui YNOBHOB&XEHNM OpraHoM) - 3MiHM BHECEHO [0 iHCTPYKLUiT 418 MeAN4HOro

3aCcTOCyBaHHSA NikapcbKkoro 3acoby B po3ainv "B3aemMogis 3 iHWmMm
nNiKkapcbknmy 3acobamu Ta iHLWi BUAM B3aEMOZiR", "3acTocyBaHHS y nepiog,
BariTHOCTi abo rogyBaHHs rpyaat”,"MobivHi peakyjii” OHOB/IEHHS
iHhopmaLii Wwoao 6e3neku Ailoyoi pevyoBuHY "amMnoauniH” BiANOBIAHO A0
pekomeHgauii PRAC. 3MiHn | Tuny - 3MiHn Wopo 6e3nekn/edeKTMBHOCTI
Ta dpapmakoHarnsagy (iHwi 3miHu) - 3aTBepXeHHs MapKyBaHHS YNakoBKu
nikapcbKoro 3acoby. 3amiHa po3ainy «padiyHOro 306paxkeHHs yNakoBKu»
Ha po3gin «MapkysaHHs» B MKA J13: 3atBepgxeHo: «Ipaduueckoe
ochopmeHve ynakoBku». COOTBETCTBYET NpefoCcTaB/IEHHOMY
rpachmyeckomy M306paKeHno ynakoBky 3anponoHoBaHo: «MapKMpoBKa».
CornacHo yTBepaXeHHOMY TeKCTY MapkMpoBku. 3MiHu I Tuny - 3miHn
oo 6e3nekn/edpeKTMBHOCTI Ta dhapmakoHarnsay. 3MiHW y KOpOTKii
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Ha3ssa
JliKapcbK0O20
3acoby

Popma
BUMYCKY

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsio4yeHHs

XapaKkTepucTuLi NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iIHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHA Y 3B'A3KY i3 HOBUMW A@HUMW 3 AKOCTI,
OOKNIHIYHUMUA, KNIHIYHUMY faHUMK Ta flaHMK 3 ddapMakoHarnagy -
3arBepAKeHHs TEKCTY IHCTPYKLi 419 MeAUUYHOro 3acTOCyBaHHS Ta
MapKyBaHHS! yNakoBKU JlikapcbKoro 3acoby Ao PeecTpauiliHix nocBig4yeHb
Ne UA/8102/01/01, Ne UA/8102/01/02, Ne UA/8102/01/03, 3aTBEPIKEHNX
Hakaszom MO3 Ykpainu Big 05.02.2019 poky Ne 297. IHdpopmauis
BUKNaAeHa B iHCTPYKLiT 4115 MeAMYHOro 3aCTOCyBaHHS NiKapCbKOro
3acoby, BignoBifae MaTepianiam peecTpayiiiHoro foCbe Ta OHOBJIEHIN
iHpopmauii 3 6e3neku 3acToCyBaHHA Ail04YMX PEYOBUH.

82.

EKC®OPX

TabneTku, BKpUTI
NAiBKOBOO
o6onoHkoto, 10
mr/160 wr; no 14
Tabnetoky
6nictepi, no 1
abo no 2
6nictepu B
Kopobu,i

HoBapric
dapma Al

LLiBeliya
pis

HoBapTic ®apma
LLTeiiH AT,
LLiseiuapis;

HoBaprTic
dapmMacbioTuKa
C.A., IcnaHis

LLiBelina
pis/
IcnaHis

BHeceHHs 3MiH 0 peecTpauiliHix maTtepianis: 3miHu | Tuny - 3miHu Wwoao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3miHa y KopoTkili
XapaKkTepucTuLi NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA Ha NiACTaBi pery/ispHO OHOBJIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3nekn 3acTocyBaHHSA
nNiKkapcbKoro 3acoby B niciisapeecTpavyiinnii nepiog, abo sik pesynibtat
OLiHKM 3BITY 3 AOC/iIXEHb, MPOBEAEHNX BiAMOBIAHO A0 NaHy
negiatpnyHmx gocnimxkeHs (PIP) (3MiHy y3roipkeHo 3 KOMMNeTEHTHUM
YMOBHOBaXXEHUM OpraHoMm) - 3MiHM BHECEHO A0 iHCTPYKUiT 4151 MeANYHOTO
3aCTOCYBaHHS NiKapcbKoro 3acoby B po3dinuv "B3aemMogis 3 iHLWUMK
nikapcbkMM 3acobamu Ta iHWi BUAM B3aeMogiid", "3acTocyBaHHs y nepios
BariTHOCTi abo rogyBaHHs rpyaat”,"MobivHi peakyii" OHOBIEHHS
iHcbopma,ii Wwoao 6e3neku Ailo4oi peyoBMHY "amnoauniH" BiANoBIgHO A0
pekomeHpauili PRAC. 3MiHn | Tuny - 3MiHK Woao 6e3neku/edheKTUBHOCTI
Ta hapmakoHarnagy (iHwi 3miHn) - 3aTBepaKEHHS MapKyBaHHS YNakoBKu
nikapcbkoro 3acoby. 3amiHa po3ainy «I'padivyHOro 306paxeHHs ynakoBKu»
Ha po3ain «MapkyBaHHs» B MKA /13: 3aTBepaxeHo: «Ipaduueckoe
odhopmieHne ynakoBku». COOTBETCTBYET NpeAoCcTaBIEHHOMY
rpacdmyeckomy n306paKeHno ynakoBky 3anponoHoBaHo: «MapKMpoBKa».
CornacHo yTBepAXeHHOMY TEKCTY MapKMpPOBKWU. 3MiHW Il TUny - 3MiHK
woao 6e3nekun/ethekTnBHOCTI Ta hapmakoHarnagy. 3MiHN Y KOPOTKii
XapaKTepuCTULi NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHA Y 3B'A3KY i3 HOBUMW AaHWMW 3 SKOCTI,
OOKTIHIYHUMK, KNIHIYHUMW aHUMK Ta AaHMu 3 hapMakoHarnsagy -
3arBepKeHHsA TEKCTY IHCTPYKLIT 419 MeAMYHOro 3aCTOCyBaHHSA Ta
MapKyBaHHS1 YNakoBKV Nikapcbkoro 3acoby Ao PeecTpauiiiHux nocsigyeHb
Ne UA/8102/01/01, Ne UA/8102/01/02, Ne UA/8102/01/03, 3aTBEPLKEHNX
Hakazom MO3 Ykpainu Big 05.02.2019 poky Ne 297. IHchopmauis
BUKNaAeHa B iHCTPYKLiT 415 MeAMYHOro 3aCTOCyBaHHS NiKapCbKoro
3acoby, BignoBigae matepianam peecTpauyiiiHoro 4oCbe Ta OHOB/EHIN
iHdbopMalii 3 6e3NeKn 3aCTOCYBaHHSA AiH04MX PEYOBVH.

3a
peyenmom

UA/8102/01/03

83.

ENEBIT®
MPOHATA/b

TabneTku, BKPUTI
N1iBKOBOIO
060/10HKOI0, N0
10 TabneTok y
6nictepi, no 3
a6o 10
6nictepiB y
KapTOHHIW

Baiiep
KoHcbtomep
Kep Al

Lseiiua
pis

PotTeHgopg ®apma
M6X

Himeyun
Ha

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis:3MiHu | TUMY - NogaHHs
OHOB/IEHOrO cepTudikaTa BiANoBIgHOCTI E€Bponeiichbkili hapmakonei Ne
R1-CEP 2004-110-Rev 03 ans gitovoi pevosrHu Nicotinamide Bif Bxe

3aTBepaxeHoro BupobHnka LONZA GUANGZHOU NANSHA LTD; 3MiHu |
TUMY - NOAAHHA OHOBMIEHOTO cepTudikaTa BignoBigHOCTI EBponelichkii
hapmakonei Ne R1-CEP 2004-110-Rev 04 onsa fito4oi peqoBuUHU
Nicotinamide Big Bxe 3aTBepAxeHoro BupobHnka LONZA GUANGZHOU
NANSHA LTD., siKk Hacnifok BUIy4eHHs BUPOOHNYOI AinbHuLi LONZA

6e3
peyenma

UA/9996/01/01
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Kopo6ui, no 20 Guangzhou Ltd

Tabnetoky

6nicTepi, no 5

6nictepiB y

KapTOHHI

Kopobui
84. | ENIrAPA 45 MopoLLIOK AN Actennac Higepna Actennac ®apma Higepna BHECEHHS 3MiH [0 peecTpavyiiiHuX maTepianiB: TeXHiuHi noMmunkm B MKA 3a UA/5758/01/03

Mr NPUroTyBaHHS dapma HOW tOpon B.B., Haw/ (po3ginu Cneumdikayis, MeToau KOHTPOIO) peyenmom

pPO34uHYy Ana HOpon B.B., HigepnaHaun CLIA

NiALWKIPHUX HigepnaHgm (BignoBiganbHuii 3a

iH'ekUjn no 45 mr BTOPUHHY YNaKOBKY

y nonepesHbo Ta BUNycK cepir);

HanoBHEHOMY KaHmkuH 6iodapma

Lwinpui, nnc., CWA

KOMNAeKT (BignoBiganbHuiA 3a

MiCTUTb 2 NOTKK: BUPOBHMLTBO

1 nOTOK MIiCTUTB wnpuua b); Tonvap

nonepeaHL0 IHK., CLLA

HanoBHEHUN (BignoBigansHuii 3a

wnpuu A 3 BUPOBGHNLITBO

PO3YNHHMKOM wnpuua A); Tonmap

(noni(DL- IHK., CLLA

NakTua-Ko- (BignoBiganbHuii 3a

rnikonig)nonime BUPOBHULTBO

p, N-meTun-2- wnpuua A, wnpuua

niponigoH) no B, KiHLEBY yrNakoBKy

434 wr, Ta KOHTPO/1b AKOCTI)

nopLieHb

wnpuua b Ta

nakeTuk 3

BOAONOINVHa4

UM areHToMm; 2

NIOTOK MiCTUTb

nonepeAHL0

HarnoBHEHW

wnpuy, b 3

MOPOLLIKOM,

CTepuIbHY ronKy

Ta NakeTuk 3

BOIOronorNnHa

IOUYMM areHToMm,

KOMMNIEKT y

KapTOHHIW

Kopo6u,i
85. | ENIKBIC TabneTtku, BKPUTI Mdpaiizep CWA Bupo6bH1uTBO, cuwaA/ BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3miHu | Tuny - 3MiHn Woa0 3a UA/13699/01/01

NAiBKOBOO IHK. KOHTPO/Ib SIKOCTi Ta ITanis 6e3nekun/edhekTUBHOCTI Ta papMakoHarnsay (iHwi 3MiHKn) peyenmom

060/10HKOI0, MO KOHTPO/b SIKOCTi Npw 3riiHO BUCHOBKY [lenapTameHTy hapmaueBTUUHOT AisbHOCTI: 3MiHa A0

2,5wmr; no 10 BUMNYCKy cepii: po3ziny MKA N3, a came po3ain «IpadiyHe ohopMaeHHs» 3aMiHEHO

TabneTok y

BpicTton-Maviepc

po3giniom «MapkyBaHHs» (3rigHO 3aTBEPAKEHOIO TEKCTY MapKyBaHHS).
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6nicTepi; no 2 CkBi66 3rigHO BUCHOBKY YNpaB/liHHA €KCNePTM3MN IHCTPYKIl Ta HOMEHKNATypu:

6nictepn y nayui MeHtodekuypuHr 3aTBepKeHHA TEKCTY MapKyBaHHS CTUKepa YKpPaiHCbKOK MOBOIO, LU0

3 KapPTOHY 3 KomnaHi, CLLA; HaHOCUTbLCA Ha OpUriHasTbHY BTOPUHHY YNaKoBKY Nikapcbkoro 3acoby

MapKyBaHHSIM MakyBaHHs,

aHrNincbKo KOHTPO/Ib SKOCTi Ta

abo iHwoto BMNYCK cepil:

iHO3eMHOI BpicTon Maiiepc

MOBOIO 3i CkBi66 C.p.n., ITanis

CTVKepOM

YKpaiHCbKOI0

MOBOI0; no 10

Tabnetok y

6nictepi; no 2

6nictepn y navui

3 KapPTOHY 3

MapKyBaHHSIM

YKpaiHCbKOH

MOBOIO
86. | ENIKBIC TabneTkn, BKPUTI Mdpaiizep CLWA Bupo6bHnuTBO, cuA/ BHECEHHS 3MiH 40 peecTpaLiiHnx matepianis: 3MiHu | Tuny - 3miHn Woao 3a UA/13699/01/02

N/1iBKOBOIO IHK. KOHTPO/Ib SKOCTi Ta ITania 6e3nekn/edhekTNBHOCTI Ta chapmakoHarnagy (iHwi 3MiHN) peyenmom

060/10HKOI0, N0 KOHTPO/b SIKOCTI Npn 3rilHO BUCHOBKY [lenapTameHTy chapMaleBTUYHOT AiSIbHOCTI: 3MiHa A0

5 wr; no 10 BUNYCKY Cepil: po3giny MKA /13, a came po3gain «IpadivuHe ohopMAeHHSA» 3aMiHEHO

Tabnetoky BpicTton-Maiiepc po3ginom «MapkyBaHHs» (3rigHO 3aTBEPAXKEHOrO TEKCTY MapKyBaHHS).

6nictepi; no 6 CkBi66 3rifHO BUCHOBKY YNpaB/liHHA eKCNepTU3n iHCTPYKili Ta HOMEHKNAaTypu:

6nicTepis y MeHtoekuypuHr 3aTBepAXEeHHA TEKCTY MapKyBaHHA CTMKepa yKpaiHCbLKO MOBOIO, L0

nautii 3 KapToHy KomnaHi, CLLA; HaHOCUTbLCA Ha OpUTiHaUTbHY BTOPVMHHY YNaKoBKY NikapcbKoro 3acoby

MapKyBaHHSAM MakyBaHHs,

aHrMiCbKO KOHTPO/Ib SKOCTi Ta

abo iHwoto BUMYCK Cepii:

iHO3eMHOL0 Bpicton Maiiepc

MOBOIO 3i CkBi66 C.p.n., Itanisa

CTVIKepoM

YKpaiHCLKO
MOBOI0; no 10
Tabnetoky
6nictepi; no 3
abo no 6, abo
no 10 6nicTepis
y nauui 3
KapToHy 3
MapKyBaHHSAM
YKpaiHCLKO
MOBOI0; no 14
Tabnetoky
6nictepi; no 2
6nicTepn y nauui
3 KapTOHY 3
MapKyBaHHSAM
YKpaiHCbKOI0
MOBOIO
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87. | EMANNAI® po3uuH ans TOB "lOpis- | YkpaiHa LeHbsaH CaHLwaiiH KuTaii BHECEHHS 3MiH [0 peecTpavyiiiHux maTtepianis: 3MiHu | Tuny - 3a UA/15181/01/01
iH'ekuiin, no 15 dapm” dapmacstoTikan Ko., AZMiHICTpaTMBHI 3MiHX. 3MiHa Ha3BWM Jlikapcbkoro 3acoby - [JjoaaHHs peyenmom
3aXMCHOro 3Haky ®. 3MiHEHO Ha3BY NiKapCbKoro 3acoby (3aTBepKeHO:

000 OA/mn; no 1
My ch1aKoHi;
no 1 dpnakoHy B
nauui

nra.

EMANJAT (EMAPLUG), 3anponoHoBaHo: EMAMJIAT ® (EMAPLUG ®)).
3miHu |l Tuny - 3MiHM 3 SKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOro flikapcbKoro 3acoby. 3MiHa y MeTofax BUNPobyBaHHS rOTOBOrO
nikapcbkoro 3acoby (cyTTeBa 3miHa 'y
6ionoriyHOMy/iMyHONOrYHOMY/iIMyHOXIMIY4HOMY MeTOZAji BUNpo6yBaHHs abo
MeTogi, Y IKOMY BUKOPUCTOBYETLCSA 6i0M0riYHUIA peareHT, abo ix 3amiHa,
abo 6ionoriyHoro npenapary nopiBHAHHA (CTaHAapPTHOro nNpenapary), Lo
He 3a3HayeHuii y 3aTBepaKeHOMy NpOTOKOsi) TepMiH BBEAEHHS 3MiH — 3
HaCTYMHOro BUPOBHNYOTO LMKy,
3MiHa y MeTOAj KOHTPO/O NoKa3HuKa «laeHTudikayis. PekoMoUHaHTHUIA
TPOMOGONOETUH NMOANHNY», «CTEPUIBHICTB», «BMICT BiflKy», «AKTUBHICTb in-
vitro». 3mMiHa y MeTogji KOHTposto «laeHTudikauisi. PEKOMOUHAHTHWI
TPOMGONOETUH MOAVHM»: 3MIHEHO NpoLeAypa NpUrotysaHHs 6yepHux
PO34MHIB, POGOUNX PO3UMHIB A/1A NPOBEAEHHS IMYyHOXIMIYHOTO MeToay
BU3HAYEHHS (BUKOPUCTAHHS KOMEPLiHNX PO34MnHIB). «CTEPUBbHICTb» -
MeToAuKa npuBeAeHa y BiANoBiAHICTb A0 pepakuii Ch.P. 2015, ska €
ekBiBa/IeHTHOI cTatTi €Bpon. ®apmakonei. MNokasHuk «BMicT 6inky» -
3MiHeHO npoueaypa NPUroTyBaHHA OEAKUX peareHTiB, a Takox ixX
KOHLLeHTpaLili 683 3MiH KOHLEHTPALLii peareHTiB y TECTOBUX PO34MHAX
(po3umHy kanito TapTparty (3 0,1 monb/n Ha 0,05 mMonb/n), Ny>XHOro
po3uunHy (3 0,8 % Ha 2,5 %), 3MiHa KOHLeHTpaLil po34nHy cynbdary megi
(3 0,04 monb/n Ha 0,05 Monb/n), 3MiHa KOHLEHTpaLii heHoIbHOro
peareHTy (1 monb/n Ha 0,125 Monb/n), 3MiHM NOB’A3aHi i3 3mMiHamu y Ch.
Ph. (2010 Ta 2015 p.). BukopucTaHHs KOMepLiiHOro peaktuy ®oniHy ans
BM3HAYEHHS BifIKy 3amiCTb NPUroTOBaHWX peakTuBiB. MNMokKasHWK
«AKTMBHICTb in-vitro» - 3MiHa NPOTOKO/Y PO3BeAEHb A5 OTPUMAaHHS
eKCrnepUMEHTaSIbHUX KPUBUX «103a-e(heKT», Lo NPU3BOANTb A0
PO3LUMPEHHSA EKCMEPUMEHTAILHOTO Ajana3oHy KOHLeHTpawii
(BCTAHOB/IEHO A1 KOHUEeHTpauiin — 25 MO/mn-0,0015 MO/mn, y
nonepepgHiii pegakuii 100 MO/mMn-0,195 MO/M). 3MiHM y NPUroTyBaHHi
peareHTiB, cepefoBuLY,. 3MiHa AOBXWUHW XBUAI NPY BU3HAYEHHI ONTUYHOT
ryctunm (570 Hm Ta 630 HM 3amicTb (540 HM Ta 630 HM. MpuBeaeHHs
ovHWUb BUMiptoBaHHA (MKS) y BignosigHicTe go p. 3.2.P.5.1. 3miHu |1
TMNYy - 3MiHK 3 AIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. KOHTPOb roToBOro
nikapcbKoro 3acoby. 3MiHa y MeToAax BUNPOGyBaHHS rOTOBOrO
nikapcbKoro 3aco6y (iHWi 3MiHM) BUknoYeHHs ineHTudikaliiiHux TecTis
«HaTpiit», «Xnopugun». TepMiH BBeAEHHS 3MiH — 3 HACTYMHOro
BMPOGHMYOTO UmKy. 3miHu |l Trny - 3miHn woo 6e3nekn/eddekTMBHOCTI
Ta hapmakoHarnsgy. 3mMiHM y TepaneBTUYHUX NOKa3aHHAX (f0faBaHHS
HOBOTrO TepaneBTUYHOTO NokasaHHs abo 3MiHa y 3aTBepAyKEHOMY
nokasaHHi) 3MiHW BHECEHO A0 IHCTPYKLiT 415 MeAMYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby Ao po3gainy "lMNokasaHHs", Ta, SK HacifoK, Ao po3ainy
"Cnoci6 3acTocyBaHHA Ta fo3K". BignosigHi 3MiHY BHECEHO [0 KOPOTKOI
XapakTepuCTMKX NikapCbKoro 3acoby Ao po3ainis "4.1. TepaneBTUYHi
nokasaHHs", "4.2. lo3un i cnoci6 3actocyBaHHs". 3MiHu Il TUNY - 3MiHW

oo 6e3nekn/edeKTMBHOCTI Ta hapMakoHarnagy. 3MiHu y KOpoTkiii

XapaKTepucTuLi NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKUii Ans
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Me[MYHOro 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMW JaHUMU 3 AKOCTI,
OOKAIHIYHUMU, KNIHIYHAMY JaHuMK Ta JaHuMmn 3 dhapMakoHarnagy - 3miHm
BHECEHO A0 IHCTPYKLIT 415 MEeAMUYHOro 3aCTOCyBaHHS Nikapcbkoro 3acoby
[0 po3ainis "dapmakonoriyHi BnactmeocTi”, "Oco6AMBOCTI 3aCTOCyBaHHA",
"Cnoci6 3acTtocyBaHHs Ta fo3un”, "Mepeno3sysaHHA", "IMobiuHi peakuii”.
BignosigHi 3MiHM BHECEHO [0 KOPOTKOI XapaKTepUCTUKM NiKapCbKoro
3acoby fo po3ginis "4.2. o3n i cnoci6 3actocyBaHHs", "4.5. OcobnuBi
3acTepexeHHs Ta 3anobixHi 3axoau npu 3actocyBaHHi", "4.9. Mo6iuHi
peakuii”, "4.10. Nepego3syBaHHs", "5.2. PapmMakoKiHETUYHI BNaCcTMBOCTI".
88. | EHricTon Tabnetku, no 50 Bionoriwe Himeuun Bionoriwe Himeuun BHECEHHS 3MiH 0 peecTpaLliiniHux MmaTepiasis:3MiHN | TUMY - 3MiHW WoA0 6es UA/2053/02/01
Tabnetoky Xaiinbmitre Ha XainbmitTens Ha 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go peyenma
KOHTeliHepi Nb Xeenb Xeenb MM6X y3arasibHeHNX JaHnx nNpo cucTemy dpapmakoHarnsgy (BBefeHHs
noninponineHos 6X y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy, 3miHa
omy, no 1 YMOBHOBaXXeEHOT 0cobu, BigNOBiAaNbHOT 3a 34iICHEHHS hapMakoHariaay;
KOHTeliHepy B KOHTaKTHOI 0C06M 3 hapMakoHarnagy 3asBHVKa A5 34iACHEHHS
Kopobui 3 thapmakoHarnagy B YKpaiHi, K0 BOHa BifMiHHA Bif, yNOBHOBaXKEHOI
KapToHY oco6u, BiAMNOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsagy (Bkaovaoum
KOHTaKTHI AjaHi) Ta/abo 3MiHM Y po3MilLeHHi MacTep-dhaiina cuctemu
hapmakoHarnsgy) - 3miHa KOHTaKTHOI 0Co6yu 3asBHMKa, BignoBiganbHOT 3a
3[jiCHeHHs1 hapMakoHarisay B YkpaiHi: [ponoHoBaHa pefakuis —
LLlanoBasnoBa IHHa AHaTonMiIBHA. MiHA KOHTAKTHUX AaHNX KOHTaKTHOI 0cobun
3asBHMKA, BiANOBIA&IbHOI 3a 3AiNCHEHHS dhapmakoHarnagy B YKpaiHi
89. | EHricTon pO34uH ans Bionoriwe Himeyun Bionoriwe Himeyuu BHECEHHS 3MiH 40 peecTpaLiiiHuX MaTepiasiB:3MiHN | TUMY - 3MiHW WoA0 3a UA/2053/01/01
iH'ekuiit, no 1,1 Xaiinbmitte Ha XaiinbMmiTTens Ha 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy. BeegeHHs abo 3MiHM Ao peuenmom
M B amny’i; no Nb Xeenb Xeenb M'm6X y3aranibHeHVX AaHnx Npo cuctemy dpapmakoHarnsay (BBefeHHs
5amnyny mM6X y3arasibHeHUX JaHnx npo cuctemy dpapmakoHarnsgy, 3mMiHa
KOHTYPHIi YNOBHOBaXKEHOT 0CO6U, BigNOBIAaNILHOT 3a 34iICHEHHST hapMakoHarnaay;
YapyHKOBIl KOHTaKTHOI 0cO6U 3 thapmakoHarnsagy 3asBHVKa 415 34iACHEHHS
ynakosui; no 1, hapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif, yNIOBHOBaXXEHOT
abo no 2, abo ocob6u, BiANOBIAasIbHOI 3a 34iiCHEHHSA hapMakoHarnsgy (Bkaoyaoum
no 20 KOHTYPHUX KOHTaKTHI AaHi) Ta/abo 3MiHM Y po3MmilLeHHi MacTep-dhaiina cuctemu
YapyHKOBUX dhapmakoHarnsgy) - 3MmiHa KOHTakTHOI 0co6y 3asiBHMKa, BignoBiganbHOT 3a
yNakoBOK Y 3piiicHeHHs hapMakoHarnagy B YkpaiHi: NMponoHoBaHa pegakuis —
Kopobu,i 3 LLlanoBasioBa IHHa AHaTO/iIBHA. 3MiHA KOHTAKTHUX AaHNX KOHTaKTHOT
KapTOHY 0co6u 3asBHWKa, BiANOBIAAIbHOT 3a 34iICHEHHS hapmakoHarnsagy B
YKpaiHi
90. | EPIAOH® TabneTkn BKpUTI [ekcenb I3painb BUPOGHMLTBO, I3painb BHECEHHS 3MiH 0 peecTpauiinux martepianis: 3MiHu | Tuny - 3MiHn 3 3a UA/17620/01/01
NNiBKOBOO nra. nakyBaHHs, akocTi. A®l. KoHTponb A®L. 3miHa y MeTogax BunpobysaHHs A®l abo peyenmom
060/10HKO0, NO BUNPOBYBaHHSA BUXifHOro Martepiany/npoMiKHOro NpoAyKTy/peareHTy, LWwo
2 mrno 10 KOHTPO/IO SIKOCTi Ta BMKOPUCTOBYETLCA Y MpoLeci BUpobHuuTBa A®I (He3HauHi 3MiHN Y
TabneTok y BUMYCK cepii: 3aTBEPMKEHNX MeToAax BUNPOGYBaHHA) HE3HAUHI 3MiHW B MeTOogi
6nicTepi; no 3 [ekcenb N14., BMMIpIOBaHHA YacTok B po3aini 3.2.S.4 ana A®| PucnepunoH, a came
abo 6 6nictepiB I13pains; BMKOPUCTaHHS cepegoBuLla I3onap G 3amiCTb OUNULLEHOT feaepoBaHoi
Y KapTOHHiiA BUMPOOYBaHHA BOAV N5 MOKPAaLLEeHHs MpoLieAypy BUPOOYBaHHS.
nauuj KOHTO/I0 AKOCTI 3MiHu | TMNY - 3MiHK 3 AKOCTi. FOTOBUIA NikapCbkuii 3aci6. 3MiHW Y

(mikpob6ionoriuHuia
KOHTPO/Ib):
TOB IHcTUTYT
Xap4yoBoi

BMPOGHMLTBI. 3MiHa iMNopTepa/3aMiHK, L0 CTOCYOTLCSA BMMYCKY cepii Ta
KOHTPO/0 SKOCTi FOTOBOrO /liKapcbKoro 3acoby (3amiHa abo gogasBaHHSA
[iNbHUL, Ha SKili 34JCHIOETLCA KOHTPO/L/BUNPOOYBaHHS cepii) BBEAEHHS
[0AaTKOBOro BUPOOHYKA, BiANOBIJa/IbHOTO 38 BUNPO6YBAHHS KOHTPOJI0




72

Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
Mikpobionorii Ta AKOCTI (MiKpOBioNOriuHMA KOHTPONb) TOB IHCTUTYT XapyoBOi MiKpoGiosoril
CMOXWBYUX TOBAPIB, Ta cnoxuBumx ToBapis Xalllanom Poya 9, Hewwep, I3pains / The Institute
I13painb for Food Microbiology & Consumer Goods Ltd 9 HaShalom Road, Nesher,
Israel.
91. | EPIAOH® TabneTky BKpUTI [Lexcenb I3painb BMPOGHMLTBO, I3painb BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3miHu 3 3a UA/17620/01/02
NAiBKOBOO nra. nakyBaHHs, AKOCTi. A®I. KoHTponb A®I. 3miHa y meTogax BunpobysaHHA APl abo peuenmom
060/10HKO0, NO BMNPOGYBaHHSA BMXiAHOro Martepiany/npoMiKHOro NPoAyKTy/peareHTy, Wwo
4 mrno 10 KOHTPOJIO SIKOCTi Ta BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTBa AD| (HE3HAYHI 3MiHW Y
Tabnetoky BMNYCK cepil: 3aTBEPMKEHNX MeToAax BUNPOBYBaHHS) HE3HaYHI 3MiHN B MeTOZj
6nicTepi; no 3 [lekcens NTA,., BMMIpIOBaHHSA YacTok B po3aini 3.2.S.4 ana A®| PucnepungoH, a came
abo 6 6nicTepis 13pains; BMKOPUCTaHHSA cepefoBylia I13onap G 3amicTb O4MLLEHOT feaepoBaHoT
Y KapTOHHiiA BUMNPOOYBaHHA BOAM N5 MOKPAaLLEeHHs npoLieAypy BUPOOYBaHHS.
nauuj KOHTOJI0 AKOCTi 3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBMIA Nikapcbkuii 3aci6. 3MiHN Y
(mikpobionorivHwmia BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, L0 CTOCYIOTLCSA BUMYCKY cepii Ta
KOHTPO/Ib): KOHTPOJt0 SIKOCTi FOTOBOrO MikapcbKoro 3acoby (3amiHa abo foaaBaHHsA
TOB IHcTUTYT [OiNbHUL, Ha AKIN 34iACHIOETLCS KOHTPONL/BUNPOGYBaHHS cepii) BBEAEHHSA
Xapy4oBoi [0AaTKOBOrO BUPOOHYKA, BiANOBIfa/IbHOTO 38 BUNPOOYBAHHS KOHTPO/O
Mikpo6ionorii Ta sKoCTi (Mikpo6ionoriyHuii kKoHTpob) TOB IHCTUTYT Xap4oBoi Mikpobiosorii
CMNoXMBYMX TOBApIB, Ta cnoxmsumx ToBapis Xalllanom Poyg 9, Hewep, 13pains / The Institute
I3painb for Food Microbiology & Consumer Goods Ltd 9 HaShalom Road, Nesher,
Israel.
92. | ECNA- Tabnetkv no 2,5 Ecnapma Himeuun Ninpodhapm M6X Himeuun BHECEHHS 3MiH 40 peecTpaLliiiHux MaTepiasis:3MiHu | TUMY - 3MiHW WoA0 3a UA/17004/01/01
TNBON Mmr Ne 28 (28x1) M6X Ha Ha 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go peyenmom
y 6nictepax y3arasibHeHNX faHnx nNpo cucTemy dpapmakoHarnsgy (BBefeHHs
y3aranibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy, 3miHa
YNOBHOB&XXEHOI 0c06W, BifNOBIAa/IbHOT 3a 34iCHEHHS hapmakoHarnsagy;
KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHVKa A5 34iNCHEHHS
thapmakoHarnagy B YKpaiHi, K0 BOHa BifMiHHA Bif, yNOBHOBaXKEHOI
ocobu, BiAMNOBIAa/IbHOI 3a 34iiCHEHHS hapmakoHarnsgy (Bkao4vaoum
KOHTaKTHI AaHi) Ta/abo 3MiHN y po3MmilLeHHi MacTep-dhaiina cuctemu
hapmakoHarnsgy) - 3MiHa ynoBHOBaXKEHOT 0CO6U 3asBHMKA,
BiANOBIAa/IbHOI 3a 34ilicHeHHs dhapmakoHarnsgy: NponoHoBaHa pefakLis:
Mara Dinkel. 3mMiHa KOHTaKTHUX AaHWUX YNOBHOBaXEHOI 0cobu,
BIANOBIAA/bHOI 3a 34ilicHeHHs hapmakoHarnsgy. 3MiHa Micus 34iiCHEHHS
OCHOBHOI AifiNIbHOCTI 3 hapmakoHarnsgy. 3miHa Homepy Ta
MiCLLE3HaX0MKEHHSI MacTep-goaiina
93. | EY®OPBIYM cnperi Bionoriwe Himeuun Bionoriwe Himeuun BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB:3MiHN | TUMy - 3MiHK W0A0 6e3 UA/6010/01/01
KOMMO3WUTY | HazanbHWii1 No Xaiinbmitte Ha XaiinbMmiTTens Ha 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go peuenma
M 20mny Nb Xeenb Xeenb M'm6X y3arasibHeHNX faHnx Npo cuctemy apmakoHarnsgy (BBefeHHs
HA3EHTPON po3nutoBavax X y3araJlbHeHUX AaHux nNpo cuctemy dpapmakoHarnsgy, aMiHa
®EHC Ne 1 yNOBHOBaXeEHOT 0cobu, BiANOBIAaNbHOT 3a 34iICHEHHST hapMakoHarnsay;

KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHMKa A5 34iACHEHHS
hapMakoHarnsgy B YkpaiHi, SKLO0 BOHA BigMiHHA Bif, yNTOBHOBaXKEHOT
ocobu, BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsgy (Bkao4vaoum

KOHTaKTHI AaHi) Ta/abo 3MiHKN Y po3MilLEeHHI MacTep-dhaiina cuctemu
thapmakoHarssgy) - 3MiHa KOHTaKTHOI 0co6M 3asiBHMKA, BiAMOBIAA/IbHOT 32
3[jiCHeHHs1 hapMakoHarsay B YkpaiHi: [ponoHoBaHa pefakuis —
LLlanosasnosa IHHa AHaToniiBHA. 3MiHA KOHTAKTHUX AaHWUX KOHTaKTHOI
0co6u 3asiBHMKA, BiANOBIAA/IbHOI 32 34iCHEHH hapMakoHarisgy B
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
YkpaiHi
94. | E®IHA Tabnetkn Ne4: CKAH IHais BadHa IHgis BHECEHHS 3MiH 40 peecTpavliiiHuX MaTepiasiB:3MiHu | TUMY - 3MiHW WoA0 3a UA/11380/01/01
no 4 Tabnetkn y BIOTEK PapmacbloTikasic 6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy. BeegeHHs abo 3MiHM Ao peuenmom
6nicTepi, no 1 nTa nra. y3aranibHeHVX AaHnx Npo cuctemy dpapmakoHarnisgy (BBefeHHs
6nictepy B y3arasibHeHVX AaHnx Npo cuctemMy hapmMakoHarnsay, 3mMiHa
KapTOHHIlA YMNOBHOBaXXEHOT 0CO6U, BiANOBIAaNLHOT 3a 34iICHEHHST hapMakoHarnaay;
ynakosui, Ne 20 KOHTaKTHOI 0co6M 3 thapmakoHarnsgy 3asnsBHVKa 415 34iACHEHHSA
(10x2): no 10 thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif, yNOBHOBaXXEHOI
Tabnetoky ocob6u, BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsgy (Bkaovawum
6nicTepi, no 2 KOHTaKTHI AaHi) Ta/abo 3MiHN Y po3MmilLeHHi MacTep-ghaiina cuctemu
6nictepu y hapmakoHarnsgy) - 3miHa ynoBHOBaXeHOT 0cobum 3asBHMKaA,
KapTOHHIlA BiANOBIAa/IbHOT 3a hapmakoHarnsaz: NMponoHoBaHa pefakuis:
ynakosLi;Ne 100 FonanakpiwHa MaHikep BiHy. 3MiHa KOHTAKTHNX JaHUX YNOBHOBaXKEHOT
(10x10): mo 10 ocobu 3asBHUKA, BiANOBIAA/IbHOI 3a 34iiCHEHHSA ddapmakoHarnsgy. 3miHa
Tabnetoky KOHTaKTHOI 0CO6M YNOBHOBaXKEHOT 0CO6Y 3asiBHMKA, BIANOBIAA/ILHOT 38
6nicTepi, no 10 3fjiicHeHHs hapmakoHarnagy B YkpaiHi. [lponoHoBaHa pegakuis:
6nicTepiB y IBaHUUbKNIA AHAPIV BacunboByYy. 3MiHa KOHTAKTHUX AaHWUX KOHTaKTHOT
KapTOHHIlA 0co6u YyNOBHOBaXKEHOT 0CO6UM 3asIBHUKA, BifnoBifasibHOT 3a 34iACHEHHS
yNaKkoBLi dhapmakoHarnagy B YkpaiHi
95. | EXIHALEA Po3unH gnsa Bionoriwe Himeuun Bionoriwe Himeyun BHECEHHS 3MiH 40 peecTpaviiiHuX MaTepiasiB:3MiHN | TUMY - 3MiHW WoA0 3a UA/7368/01/01
KOMMO3WUTY | iH'eKuiii no 2,2 Xaiinbmitte Ha XaiinbMmiTTens Ha 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy. BeegeHHs abo 3MiHM Ao peuenmom
MC M B amny’ii; no Nb Xeenb Xeenb M'm6X y3aranibHeHVX AaHnx Npo cuctemy dpapmakoHarnsay (BBefeHHs
5amnyny mM6X y3ara/ibHeHUX JaHnx npo cuctemy dpapmakoHarnsagy, 3miHa
KOHTYPHIi YNOBHOBaXKEHOT 0CO6U, BiANOBIAaIbHOT 3a 34iiCHEHHST hapMakoHarnaay;
YapyHKOBIl KOHTaKTHOI 0cO6M 3 thapmakoHarnsgy 3asBHVKa 415 34iACHEHHS
ynakosLi; no 1 hapmMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif, yNIOBHOBaXXEHOT
KOHTYPHIi ocob6u, BiANOBIAasIbHOI 3a 34iiCHEHHSA hapMakoHarnsgy (Bkaovaoum
YapyHKOBIl KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MmilLeHHi MacTep-dhaiina cuctemu
ynakosL|i B dhapmakoHarnsgy) - 3MmiHa KOHTakTHOI 0co6y 3asiBHVKa, BignoBiganbHOT 3a
Kopobui 3 3[jiCHEeHHs1 hapMakoHarisay B YkpaiHi: MponoHoBaHa pefakuis —
KapToHy abo 2 LLlanoBasioBa IHHa AHaTOiBHA. 3MiHA KOHTAKTHUX AaHNX KOHTaKTHOT
KOHTYpPHI 0Cco6U 3asBHMKa, BiANOBIAALHOI 3a 34iiCHEHHS chapMakoHarnsgy B
YapyHKOBI YkpaiHi
ynakoBKku B
KopooLi 3
KapToHy; no 2,2
M/1 B amnyi; no
5amnyny
KOHTYPHIi
YapyHKOBIW
ynakosLi; no 20
KOHTYPHUX
YapyHKOBUX
yNakoBOK B
Kopobui 3
KapToHy
96. | SUBAKC TabneTku, BKpUTI CKAH IHais BadHa IHais BHECEHHS 3MiH 0 peecTpaLiiiHuX MaTepiasiB:3MiHN | TUMY - 3MiHW LWoA0 3a UA/15775/01/01
NAiBKOBOO BIOTEK dapmacbloTikasic 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy. BeegeHHs abo 3MiHM Ao peyenmom
060/10HKO0, MO nTa n1g y3araJibHeHNX JaHnX Npo cucTemy dpapmakoHarnsgy (BBefieHHs
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
250 mr Ne 3 y3araslbHeHUX AaHux Npo cuctemy dpapmakoHarnsgy, amiHa
(3x1), Ne 6 (6x1) YMOBHOB&XeHOT 0cobu, BigNOBIAaNbHOT 3a 34iICHEHHS hapMakoHariaay;
y 6nictepax KOHTaKTHOI 0co6U 3 chapMakoHarnsay 3asBHVKa 415 34iACHEHHS
thapmakoHarnagy B YKpaiHi, K0 BOHa BifMiHHA Bif, yNOBHOBaXEHOI
oco6u, BiAMNOBIAa/IbHOI 3a 34iiCHEHHS hapmakoHarnsagy (Bkaovaoum
KOHTaKTHI AaHi) Ta/abo 3MiH1 y po3MilLeHHi MacTep-dhaiina cuctemu
hapmakoHarnsgy) - 3MiHa ynoBHOBaXKEHOT 0CO6U 3asBHMKA,
BiANoOBiAaNbHOI 3a hapmakoHarnsg: MponoHoBaHa pegakuis:
onanakpiwHa MaHikep BiHy. 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT
0co6y 3asiBHMKa, BifNOBIfaIbHOT 3a 34iMCHEHHS dhapmakoHarnsgy. 3miHa
KOHTaKTHOI 0CO6M YNOBHOBaXXEHOT 0COOM 3asiBHUKA, BiAMOBIAA/IbHOI 3@
3[ilicCHeHHs1 dhapmakoHarnaay B YkpaiHi. [ponoHoBaHa pefakuis:
IBaHWUbKNI AHAPIV BacnnboBuY. 3MiHa KOHTAKTHUX AaHUX KOHTaKTHOI
0cobu ynoBHOBaXEHOT 0CO6Y 3as1BHMKA, BifMnoBigasibHOT 3a 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi
97. | SUBAKC TabneTkun, BKpUTI CKAH IHAain Badra IHAis BHECEHHS 3MiH 0 peecTpaLiiniHux MaTepiasis:3MiHN | TUMY - 3MiHW WoA0 3a UA/15775/01/02
N/1iBKOBOIO BIOTEK dapmacbloTikanc 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go peyenmom
060/10HKO0, MO nTa nra. y3arasibHeHNX JaHnx Npo cucTemy dpapmakoHarnsgy (BBefeHHs
500 mr Ne 3 y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy, 3miHa
(3x1), Ne 6 (6x1) YMOBHOBaXXeEHOT 0cobu, BigNOBIAaNbHOT 3a 34iICHEHHS hapMakoHarnaay;
y 6nictepax KOHTaKTHOI 0co6U 3 chapMakoHarnsay 3asBHVKa 4151 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa BifMiHHA Bif, yNOBHOBaXXEHOI
oco6u, BiAMNOBIAa/IbHOI 3a 34iiCHEHHS hapMmakoHarnsagy (Bkaovaoum
KOHTaKTHI AjaHi) Ta/abo 3MiH1 y po3MilLeHHi MacTep-dhaiina cuctemu
thapmakoHarnagy) - 3MiHa ynoBHOBaXKEHOT 0CO6U 3asBHMKA,
BiANOBiAanbHOI 3a hapmakoHarnsg: NMponoHoBaHa pegakuis:
onanakpiwHa MaHikep BiHy. 3MiHa KOHTaKTHUX AaHUX YNIOBHOBaXEHOT
ocobu 3asBHUKA, BiANOBIAA/ILHOI 3a 34IiCHEHHSA hapmakoHarnsgy. 3miHa
KOHTaKTHOI 0CO6M YNOBHOBaXXEHOT 0COOM 3asiBHUKA, BiAMNOBIAA/IbHOI 3@
3[ilicCHeHHs1 hapmakoHarnaay B YkpaiHi. [ponoHoBaHa pefakuis:
IBaHULbKkNIA AHAPIV BacunboBny. 3MiHa KOHTAKTHUX JaHWUX KOHTaKTHOT
0cobu ynoBHOBaXeHOT 0co6Y 3asBHMKA, BignoBigasibHOT 3a 34iACHEHHS
hapmakoHarnsgy B YkpaiHi
98. | SOMETA® KOHLeHTpaT Ans HosaprTic LLiseiiua ArEC 'm6X IMEZ, ABCTpisi/ | BHeECEHHsI 3MiH A0 peecTpaLiiiHuX MaTepianis:3MiHN | TUMY - 3MiHW B TEKCT 3a UA/8368/01/01
pO34nHy Ans dapma Al pis ABCTpIS (KOHTPOSIb LBeliua | MapkyBaHHS ynakoBKv Nikapcbkoro 3acoby. BeefeHHs 3MiH NpoTarom 6-Tu | peyenmom
iHdpy3iid, 4 mr/5 AKOCTI 3a pis MiCsILiB MicNs 3aTBEpPKEHHS
MA Mo 5 My NOKa3HNKOM
dhnakoHi; no 1 "CTepunbHIiCTL"(8NA
dhnakoHy B BMPOBHMKa
KapTOHHIW PpeseHiyc Kabi
Kopoobui v6X, MNpau) );

HosapTic ®apma
LLTeliH AT,
LLiBefiuapis

(BUPOBHMLTBO 3a

MOBHVM LMK/IOM);

®peseHiyc Kabi
ABCTpist TM6X,
ABCTpisi
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
(BpO6HMLTBO,
nepBuHHe
nakyBaHHs);
dpeseHiyc Kabi
AscTpisa F'm6X,
ABCTpist (Bi3yanbHUI
KOHTPO/1b
CTepunizoBaHnx
chnakoHiB (4ns
BMPOGHMKA
®peseHiyc Kabi
ABCTpist TM6X,
Ipav)); PpeseHiyc
Kab6i ABcTpis TM6X,
ABCTpIsl (KOHTPO/Ib
AKOCTI 3a
MOKa3HNKOM
"BakTepia/ibHi
eHA0ToKCUHN"( aNns
BMPOGHMKaA
PpeseHiyc Kabi
ABcTpist TM6X,
Ipauy))
99. | IHOOKONNIP | kpanni o4Hi, 1 TOB YkpaiHa Nab6opaTtopis PpaHuis BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 3MiHu | Tuny - 3a UA/3260/01/01
® 0,1% mr/mn, no 5 mny «BAYLU LLloBeH, ®paHuis; / AAMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu 3asBHUKaA | peyenmom
chnakoHi- XENC» [Op. Fepxapg MaHH, | Himeuun | (BnacHuka peecTpauiiiHOro NocBigYeHHs) - 3MiHa HaliMeHyBaHHS 3asiBHUKa
KpanesnbHuL; no XeM.- chapm. Ha (BNacHvKa peecTpaLliiHoro nocBig4eHHs1) BBeAeHHS 3MiH NPOTArom 6-Tu
1 dhnakoHy- ®abpuk M'm6X, MICALIB MiCNA 3aTBEPAKEHHS
KpanesnbHuUui y HimeuunHa
KapTOHHIlA
Kopobui
100, IPUKAP masb, 0,1 r/1r, AnbneH Himeyun [oiue Xomeonari- Himeyuu BHECEHHS 3MiH 40 peecTpauiiiHux MaTepiasis: 3MiHa 3asBHMKa (BNacHuka 6e3 UA/3766/01/01
no 50 r masiy dapma Ha YHioH OXY- Ha peecTpaujiiiHoro noceig4eHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne peuenma
Ty6i; no 1 Ty6i y 6X ApuHaiimiTTens 460): 3MiHn | TUNY - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta
KapTOHHIiA v6X & Ko. KI thapmakoHarnagy. BeegeHHs abo 3MiHW [0 y3arasibHEHNX AaHuX Npo
KOpOO6L cuctemy hapmakoHarnagy (BBeAeHHs ysarasibHeHUX AaHux npo cuctemy

hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0co6y, BiANOBIAA/IbHOI 3a
3AiicHeHHA hapMakoHarnsgy; KOHTakTHOT 0cobu 3 dhapmakoHarnsgy
3as1BHUKA AN19 34iiCHEHHA thapMakoHarnsgy B YKpaiHi, SKLL0 BoHa
BiAMIHHA Bif YNOBHOBaXeHOI 0CO6U, BiAMNOBIAaUIbHOI 3a 34iICHEHHS
hapmakoHarnsgy (Bk/ouvalouy KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLeHHI
MacTep-haiina cuctemu hapmakoHarnagy) Aitoya pegakuis:
YnoBHOBaxeHa ocoba 3asBHMKa, BignosiganbHa 3a hapmakoHarnsag — Dr.
Anja Hofner/ Ap. AHsl FodoHep. KoHTakTHa ocoba 3asiBHUKa, BiAnoBigaibHa
3a (papmakoHarnsg — BoiiteHko AHTOH MeoprilioBuy. MNponoHoBaHa
pejakuis: YnoBHoBaxkeHa ocoba 3asBHMKa, BiAnoBifasibHa 3a
thapmakoHarnag — BoiiteHko AHTOH MeoprilioBny. 3MiHa KOHTaKTHUX
[aHnX ynoBHOBaXEHOI 0co6W, BignoBigansHoI 3a hapmakoHarnsg. 3miHa
MicUsi 34iCHEHHA OCHOBHOI AisS/IbHOCTI 3 dapMakoHarnsay. 3miHa
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
MiCLle3HaxopKeHHs1 macTep-aiina.
101.| ICEHTPECC Tabnetkn, Bkputi | Mepk Wapni | Lseliua Mepk Wapn i Joym Higepna BHECEHHS 3MiH [0 peecTpaLjiiiHuX MaTepianiB TeXHIYHa NoMu/Ka B 3a UA/9325/01/01
NAiBKOBOO Joywm IAEA pis B.B., HigepnaHaun How/ Creuundikanii MKA /13, a came: npy nepeHeceHHs iHhopmal,i Lwoao peuenmom
060/10HKO0, NO 6X (nepBuHHE Ta Cinrany KpuTepiiB NPURHATHOCTI 3a NokasHukamu "MpoaykTun gerpagauii”,
400 wr; no 60 BTOPVHHE p/ "Po3unHeHHs"
Tabnetoky nakyBaHHs, 4,03Bifl IpnaHgis
thnakoHi; no 1 Ha BUMYyCK cepii);
chnakoHy B MCJ, IHTepHeLwHn
KapTOHHIlA v6X (chinis
KopoobLi Cinranyp), CiHranyp
(BUpPOGHWMK
Hepo3dacoBaHo!
npoaykuii Ta
KOHTPO/Ib SKOCTI);
MC[ IHTepHeLwHN
v6X / MCA
IpnaHgis
(Bennigaiin),
IpnaHgis (BUpo6HMK
Hepo3dacoBaHol
npoaykuii Ta
KOHTPO/Ib SIKOCTI)
102, ICEHTPECC Tabnetkn, Bkputi | Mepk Wapni | Llseliua Mepk Wapn i Joym Higepna BHECEHHS 3MiH 10 peeCTpaLjiiiHuX MaTepianiB TEXHIYHA MOMW/IKa B - UA/14320/01/01
nAiBKOBOO [Joywm IAEA pis B.B., HigepnaHamn How/ Creuundikanii MKA /13, a came: npy nepeHeceHHs iHhopmal,i woao
060/10HKO0, N0 6X (nepBuHHE Ta CiHrany KpuTepiiB NPUNHATHOCTI 3a NokasHukamu "MpoaykTn gerpagauii”,
400 wr; in bulk: BTOPWHHE p/ "Po3unHeHHs"
no 60 TabneTok nakyBaHHsi, [,03Bif IpnaHgis
y donakoHi; no Ha BUMyCK cepii);
120 dpnakoHis B MCJ, IHTepHeLwHN
rpynosiii M6X (chinis
ynakoBLi Cinranyp), Cinranyp
(BUPOGHWMK
Hepo3acoBaHo!
npoaykuii Ta
KOHTPO/b AKOCTI);
MC/ IHTepHeLwHN
rveX / MCA
IpnaHgais
(Bennigaiin),
IpnaHgis (BUpO6HMK
Hepo3gacoBaHoT
npoaykuii Ta
KOHTPO/Ib SIKOCTI)
103, Mopg, pO34uH Ans MpAT Ykpaina MpAT "TexHonor" Ykpaina BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiiB: 3MiHu | Tuny - 3MiHK Woao 6e3 UA/12321/01/01
MEYAEBCbLK | 30BHILHLOMO "TexHonor" 6e3nekn/edpekTVBHOCTI Ta papMakoHarnagy (iHLWi 3MiHK). peyenma
71| 3aCTOCYyBaHHSA OHOB/IEHHA BXe 3aTBEPKEHOI0 TEKCTY MapKyBaHHS NepBUHHOT Ta
10 %, no 30 mn BTOPUHHOT YNaKOBKM NiKapCbKOro 3acoby i3 3a3Ha4YeHHsIM MKHapPOAHUX
y donakoHi 3 no3HayeHb OfMHULb BUMIpIOBaHHSA. BHECEeHHs 3MiH A0 po3giny
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n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
npo6Koto- “MapkysaHHa" MKA /13. BBeAeHHA 3MiH NPOTAroM 6-Tu micsuis nicns
KpanesbHULElo; 3aTBEPMKEHHS. 3MiHW | TUny - 3MiHM 3 AKOCTI. [OTOBWIA NiKapcbKuii 3acio.
no 1 cpnakoHy B Cuctema KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3MiHa po3Mipy yNakoBKM
nauui i3 rOTOBOrO JliKapcbKoro 3acoby (3MiHa macu/o6'eMy BMICTY KOHTelHepa
kapToHy; no 50 6araTo,030BOro /iKapCbKoro 3acoby A/11 HenapeHTepasibHOro
M a6o no 100 3acTocyBaHHA (ab0 04HOA030BOr0, YaCTKOBOrO BUKOPUCTaHHS)). 3MiHU
My chakoHi 3 BHECEHI B po3in "YnakosKa" B iIHCTPYKLitO 4151 MEAMYHOTO 3aCTOCYBaHHS
Hacagkoto, no 1 NikapcbKoro 3acoby Yy 3B'A3Ky 3 BBEEHHAM A0AAaTKOBMX YNaKOBOK, AK
dhnakoHy B naui HacnifokK - 3aTBEpAKEHHA TEKCTY MapKyBaHHA 40AAaTKOBUX YNakoBOK
i3 KapTOHyY; No nikapcbkoro 3acoby. BHeceHHs aoaaTkoBmx ynakoBok (no 50 mn ta no 100
120 mn y 6aHui 3 M1y dolakoHax MosliMEPHUX 3 TBUHTOBOIO FOP/IOBMHOKO Ta KOBNAYKOM
npo6koto- HarBMH4YyBaHUM 3 HacafKot), 6e3 3MiH1 NEPBUHHOTO NaKyBa/lbHOrO
KpanesibHuLelo; mMaTepiany, 3 BignoBigHNMK 3MiHAMK Y p. «YNakoBka». 3MiHu | Tuny -
no 1 6aHui B 3MiHK 3 SKOCTi. F0TOBUIA NiKapcbkuiA 3aci6. KOHTPO/b rOTOBOTO JliKapCbKoro
naJui; no 1000 3aco6y. 3MiHa napameTpiB cneuudikaLii Ta/abo AoNyCTUMUX MEX
MmNy rOTOBOrO /1iKapCbKoro 3acoby (iHwi 3miHK). CynyTHS 3MiHa - 3MiHM 3 AKOCTI.
KOHTeliHepax [oTOBWIA Nikapcbknii 3aci6. KOHTPO/Ib rOTOBOrO MikapcbKoro 3acoby. 3miHa
nnacTMacoBux y MeTogax BMnpobyBaHHA rOTOBOTO /ikapCbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX MEeTOAaxX BUNPOBYBaHHS) - BHECEHHS 3MiH A0
cneuudikaLii/MeToAiB KOHTPO/ISA AKOCTI N. « O6’eM BMICTY yNakoBKM» Y
3B'A3KY 3 BBEEHHAM [004aTKOBUX yNakoBok no 50 ma ta no 100 mny
donakoHax
104 KANETPA pO34MH AnA E66Bi LLseiiua NOBHWIA LMK Benuko6 BHECEHHS 3MiH [0 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 3MiHn 3 3a UA/6998/02/01
nepopasnbHoro Biochapmach pis BUPOGHMLTBA: putaHis/ AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHM Yy BUPOOHULITBI. 3MiHA peuenmom
3aCTOCYyBaHHA; toTikan3 AECIKA KBIHBOPO CLIA/ iMnopTepa/3aMiHu, L0 CTOCYIOTLCS BUNYCKY Cepii Ta KOHTPOSIHO SAKOCTI
no 60 mny X nTAa, Himeuun roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo foAaBaHHS AiNbHUL, HA SKil
hnakoHi; no 5 BenukobputaHis; Ha 3[iACHIOETLCSI KOHTPOL/BUNPOGYBaHHS cepii) - BBEAEHHS
h1aKkoHiB y AnbTepHaTUBHUI anbTepHaTuMBHOro BMpo6Huka E668I IHk., CLUA 1401 LWepigep Poyg, Hopc
KapTOHHIA BMPOGHMWK Yukaro, InniHoiic 60064, CLUA; (AbbVie Inc., USA 1401 Sheridan Road,
Kopobui BiANOBIgaIbHUI 3a North Chicago, lllinois 60064, USA) BignoBiganbHOro 3a TeCTyBaHHS.
BMPOGHMLTBO BBefeHHs 3MiH NpoTArom 6-Tu MiCALB NiCAs 3aTBEPMKEHHS. 3MiHM | Tuny

nikapcbKkoro 3acoby,
nepBuHHe Ta
BTOPVHHE
nakyBaHHS:
E66BI IHK., CLUA;
AnbTepHaTUBHWI
BMPOGHMWK
BiANOBIgaIbHUI 3a
TECTyBaHHS:
E66BI IHk., CLUA;
AnbTepHaTUBHUIA
BMPOGHUK
BignoBigabHWi 3a
TecTyBaHHA Ta
BUMYCK Cepii:
E66BI [oiuneHp,
m6X i Ko. KI,
HimeuunHa

- 3MiHu 3 sKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHN Y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYIOTLCS BUMYCKY Cepil Ta KOHTPOJIIO SKOCTI
roTOBOrO /likapcbkoro 3acoby (3amiHa abo fofaBaHHSA BUPOGHMKA, L0
BiANOBIAAaE 3a BBe3€HHA Ta/abo BMMNyCK cepii) - Bkovaoun
KOHTpO/b/BUNPOBYBaHHA cepii. BBeAeHHA anbTepHaTUBHOIO BUPOGHMKA
E668Bi fJonuneHg MvoX i Ko. KI, HimewunHa KHonbwitpacce, 67061
MopgircxadeH, HimeuunHa; (Abbvie Deutschland GmbH Co. & KG,
Germany Knollstrasse, 67061 Ludwigshafen, Germany) BignosigansHoro
3a TeCTyBaHHA Ta BMMNYCK cepii. BBeAEeHHSA 3MiH NpoTArom 6-Tu Micauis
nicns 3aTBepmkKeHHs. 3MiHu | Tuny - 3MiHY 3 AKOCTi. [0TOBWIA NMiKapcbKumii
3aci6. 3MiHM y BUPO6HULTBI. 3aMiHa ab0 BBeeHHA [0AaTKOBOI Ai/bHULL
BMPOGHMUTBA 4151 YacTnHM abo BCbOro BUPOGHNYOro nNpoLecy rotoBoro
nikapcbKoro 3acoby (4inbHULSA, Ha SKili NPOBOAATLCSA By Ab-sKi BUPOOHMUI
cTagji, 3a BUHATKOM BUMYCKY Cepiid, KOHTPOSIIO SKOCTi, NEPBUHHOIO Ta
BTOPWHHOIO NakyBaHHSA, 4719 HECTEPWU/IbHUX NiKapCcbknx 3acobiB). CynyTHA
3MiHa
- 3MiHU 3 siKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHN Yy BUPOGHULITBI. 3amiHa
abo BBeAEHHA A0AATKOBOI fi/TbHUL BUPOGHMLTBA A1 YacTUHM abo
BCbOro BUPO6GHMYOro NpoLecy roToBOro Jlikapcbkoro 3acoby (AinbHuus ans
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BTOPWHHOIO NakKyBaHHs1)- 3MiHW 3 SIKOCTi. FTOTOBWIA Nikapcbkuii 3aci6. 3MiHK
y BUpO6GHMLTBI. 3amiHa abo BBeAEHHS [0AATKOBOT AifIbHULL BUPOOHMLTBA
[ANSA YacTUHK abo BCbOro BUPOBHMYOro NpoLecy roToBoro Nikapcbkoro
3aco6y (4iNbHMUA AN1S NepBUHHOTO NaKyBaHHS) - BBEAEHHS
anbTepHaTUBHOro BMpo6HuKa E66BI IHk., CLUA 1 H BykeraH Pg, Hopc
Uukaro, InniHoiic 60064, CLUA; (AbbVie Inc. 1 N Waukegan Road, North
Chicago, lllinois 60064, USA) BifnosifanbHOro 3a BUPO6GHULITBO FOTOBOIO
NiKapCbKoro 3acoby, NepBuHHe Ta BTOPUHHE MakyBaHHSA
BBefeHHS 3MiH NPOTAroM 6-TW MICALIB Nic/1A 3aTBEPAXKEHHS.
105, KANbUIN -A3 | Tabnetkn Takepa ABCTpist Takepa AC Hopseri BHECEHHS 3MiH [0 PEECTPaLiiHNX MaTepiasiB:3MiHN | TURy - 3MiHK WO0A0 6e3 UA/3541/01/01
HIKOMEA 3 XyBasibHi no 20 ABcTpist A 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go peyenma
ANENBbCUHO | a6o no 50, a6o 6X y3araslbHeHUX AaHux nNpo cuctemy dpapmakoHarnsgy (BBefeHHs
BUM no 100 Ta6neTok y3araslbHeHUX AaHux Npo cuctemy dpapmakoHarnsgy, aMmiHa
CMAKOM y donakoHi; no 1 YMOBHOBaXXeEHOT 0cobu, BigNOBiAaNbHOT 3a 34iICHEHHS hapMakoHariaay;
donakoHy B KOHTaKTHOI 0C06M 3 hapMakoHarnagy 3asBHVKa A5 34iACHEHHS
KapTOHHIW thapmakoHarnagy B YKpaiHi, K0 BOHa BifMiHHA Bif, yNOBHOBaXKEHOI
Kopobui oco6u, BiAMNOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsagy (Bkaovaoum
KOHTaKTHI AjaHi) Ta/abo 3MiHM Y po3MilLeHHi MacTep-dhaiina cuctemu
hapmakoHarnsgy) - 3MiHa ynoBHOBaXKEHOT 0CO6U 3asBHMKA,
BiANOBIAa/IbHOI 3a 34ilicHeHHs dhapmakoHarnsgy: MNponoHoBaHa pejakuis:
Johan Hellmer. 3miHa KOHTaKTHUX faHWUX YNOBHOBaXEHOT 0COOM 3asBHUKA,
BIANOBIAA/IbHOI 3@ 34ilicCHeHHA hapmakoHarnagy. 3MiHa Micus 34iiCHEHHS
OCHOBHOI Aisi/IbHOCTI 3 dhapmakoHarnagy. 3miHa agpecu mactep-caiina
cucTeMmn dhapmakoHarisay
106., KAPI3OH Kpem, 0,5 mr/1 r Oepmachapm | Himeuun Mi6e MmeX Himeuun BHECEHHS 3MiH 40 peeCTpaLiliHNX MaTepianiB:3miHu | TUNy - 4OA4ATKOBOI 3a UA/10950/02/01
no 15 r, abo no Al Ha ApuHaiimiTTens Ha iH(hopMmaLii (BHECEHHS No3HaYeHb O4NHULbL BUMIPIOBAHHS, 3 peyenmom
30r,abono50r BMKOPUCTAHHAM J1iTep NaTUHCLKOro andasiTy). BHeceHHs 3MiH [0 TeKCTy
y Ty6i; no 1 Ty6i MapKyBaHHs ynakoBkun MKS /13: 3anponoHoBaHo: p. MapkyBaHHS “3rigHo
B KAPTOHHIl 3aTBEPKEHOr0 TEKCTY MapKyBaHHS". BBefieHHS 3MiH NpoTAromM 6-x
Kopobui MiCsILiB MicNs 3aTBEpKEHHS
107.| KNONIAONPE | Tabnetku, BkpuTi | TOB «TeBa YkpaiHa AkTasic 1T/, ManbTa BHECEHHS 3MiH A0 peecTpaviiHnx matepiasis: 3miHu | Tuny - 3a UA/11636/01/01
N-TEBA NNiBKOBOO YkpaiHa» AAMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo afpecu 3asiBHUKa | peyenmom
060/10HKO0, NO (BnacHuKa peecTpauiiiHoro noceigueHHs) 3MiHa agpecy 3asiBHUKa
75 mr; no 10
Tabnetok y
6nictepi; no 3
ab6o 9 6nicTepiB
Y KapTOHHiii
Kopo6Li; no 7
Tabnetok y
6nicTepi; no 4
6nictepu B
KapTOHHIN
Kopobui
108, KOEH3UM pO34uH Ana Bionoriwe Himeuun Bionoriwe Himeuun BHECEHHS 3MiH 1O peecTpaLiiiHnx maTepianiB:3MiHv | TUMy - 3MiHW WoA0 3a UA/6999/01/01
KOMMO3WUTY | iH'ekuiit; no 2,2 Xaiinbmitre Ha XaiinbmitTens Ha 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go peyenmom
M MA B amnysi; no Nb Xeenb Xeenb MM6X y3arasibHeHNX JaHnx Npo cucTemy dpapmakoHarnsgy (BBefeHHs
5amnyny M6X y3aranibHeHUX faHnx Npo cuctemy hapmakoHarnsgy, 3miHa

KOHTYpHili

YMOBHOBaXXEHOI 0CO6M, BigNoBigaNbHOI 3a 34iiCHEHHS dapMakoHarisay;
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YapyHKOBIl KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHuKa A5 34iNCHEHHS
ynakosui; no 1 thapmakoHarnagy B YkpaiHi, K0 BOHa BifMiHHA Bif, yNIOBHOBaXXEHOI
KOHTYPHIi ocobu, BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsgy (Bkaovawoum
YapyHKOBIl KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLEeHHI MacTep-haiina cuctemu
ynakoBLi B hapmakoHarnsgy) - 3miHa KOHTakTHOI 0co6y 3asBHVKa, BignoBiganbHOT 3a
Kopobu,i 3 3[jiCHEeHHs1 hapMakoHarisay B YkpaiHi: [ponoHoBaHa pefakuis —
KapToHy; no 2,2 LLlanosasioBa IHHa AHaTOMiBHA. 3MiHA KOHTAKTHUX AaHUX KOHTaKTHOT
M B amny’ii; no 0Cco6U 3asBHMKa, BiANOBIAA/ILHOI 3a 34iiCHEHHS chapmakoHarnisgy B
5amnyny YkpaiHi
KOHTYpHIl
YapyHKOBIl
ynakosLi; no 2
KOHTYPHI
YapyHKOBI
yNakoBKM B
KopobLi 3
KapTOHY;
no 2,2 Mn B
amnyni; no 5
amnyny
KOHTYPHIi
YapyHKoBIl
ynakosLi; no 20
KOHTYPHUX
YapyHKOBUX
yNaKkoBOK Y
Kopobu,i 3
KapToHY
109.) KO- Tabnetku, 2 KPKA, ao.4., CnoBeHi BMPOBHULITBO "in CnoBeHi BHECEHHS 3MiH [0 peecTpaliiiHux maTepianis: 3MiHu | Tuny - 3MiHn 3 3a UA/10953/01/01
MPEHECA® Mmr/0,625 mr, no HoBo mecTo A bulk", nepsrHHe Ta a AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. KOHTPO/Ib rOTOBOrO NiKapCbKoro peuenmom
10 TabneTok y BTOPVHHE 3acoby. 3miHa y meTogax BMNpobyBaHHS rOTOBOrO NikapCbKoro 3acoby
6nicTepi; no 3 nakyBaHHs, (He3HauHa 3miHa y 3aTBEpAXEeHMX MeTofax BUNpobyBaHHS) - He3HayHa
a6o 6, abo 9 KOHTPO/1b Ta BUMYCK 3MiHa B aHaNiTUYHOI MeToauui «laeHTUiKaLia Ta KilbKiCHe BU3HAYEHHS»,
6nicTepis y cepii: a came: 3miHa MigroToBKM po3UMHy 3paska [/19 3abesneyeHHs Kpawoi
KapTOHHIA KPKA, a.4., HoBo NOBTOPIOBAHOCTI pe3ynbTaTiB i penpe3eHTaTUBHOCTI 3pa3ka Ta
Kopob6ui; no 15 MecTo, CnoBeHis; 36iNbLUEHHS KiNbkOCTi Tabnetok Ao 10 3amicTb 5 TabneTok 3 BiANOBIAHUM
Tabnetok y KOHTPO/b Ccepii: perynioBaHHA 06CariB po3unHi; 3MiHN | TMNY - 3MiHK 3 SKOCTi. FoTOBWMIA
6nicTepi; no 2 KPKA, a.a., Hoso nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa y cknagi (40noMiKHUX
a6o 4, abo 6 mecTo, C/oBeHis peyoBUHaXxX) roTOBOro NiKapcbkoro 3acoby (iHLi AONOMDKHI peYOBUHN) -
6nicTepis y Byfb-fika He3HayHa 3MiHa KiflbKiCHOro cknagy AOMNOMIKHUX PEYOBUH Y
KapTOHHIA roTOBOMY NliKapCbKOMY 3ac06i - He3Ha4YHa 3MiHa KifIbKiCHOro cknagy
Kopobui [LO0NOMDKHOT pevoBrHU JTlakTo3a, MOHOriApaT; 3MiHu | Tuny - 3MiHW 3 AKOCTI.
[oTOBWIA NiKapcbknii 3aci6. 3MiHM y BUPOOHULTBI. 3MiHa iMnopTepa/3miHu,
LLIO CTOCYIOTbCA BUMYCKY Cepil Ta KOHTPO/IH0 AKOCTi FOTOBOTO /TiKapCbKOro
3acoby (3amiHa ab0 AofaBaHHA AifbHULI, Ha SKil 3[iCHI0ETbCS
KOHTPONb/BMNPOGYBaHHSA cepii) - A0AaBaHHA AiNbHULI Ha KU
3[iICHI0ETLCA KOHTPOSb cepii, a came: KPKA, a.4., HoBo mecTo, CrioBeHis
3a agpecoto NoBxoBa yniya 5, 8501 HoBo mecTto, CnoBeHis; 3miHu | Tuny -
3miHu 3 sKocTi. CepTudikat BignosigHocTi/IE-cepTudikart BignoBigHOCTI
€Bponelicbkili hapmakonei/MmoHorpadii. NMogaHHs HOBOro abo OHOB/IEHOTO
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cepTucbikaTa BiANOBIAHOCTI 260 BUNYYEHHS cepTudikarta BifgnoBigHOCTI
€poneiicbkili hapmakonei: gns A®l; onsa BMxigHoOro
maTepiany/peareHTy/MpomiKHOro NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMLTBI API; ANt AONOMIKHOT peqyoBuHM (cepTudikar BignNoBIAHOCTI
€Bponelicbkin hapmakonei) - OHOBMIEHWIA cepTudikar Bif yxe
3aTBEpPAKEHOr0 BUPOBHMKa - [MoAaHHA OHOBMEHOro cepTudikaTy
BifNoBigHOCTI €Bponelickkili hapmakonei Bif BXe 3aTBepAKeHOro
BMpo6Huka BIOINDUSTRIAL LIM SPA, Itanis R1-CEP 1998-075-Rev 04
Ta, K BHACNiAOK 3MiHW agpecu BnacHUka ceptudikary
110, KO- Tabnetkn, 4 KPKA, a.4., CnoseHi BMPOOBHULITBO "in CnoBeHi BHECEHHS 3MiH [0 peecTpaliitHux maTepiasis: 3MiHu | Tuny - 3MiHn 3 3a UA/10953/01/02
NPEHECA® mr/1,25 wr, no HoBo mecTo A bulk", nepBuHHe Ta A AKOCTi. [0TOBWIA Nikapcbkunii 3aci6. KOHTPO/b rOTOBOrO NiKapCbKoro peyenmom
10 TabneTok y BTOPWHHE 3acoby. 3miHa y MeTofax BUNpo6yBaHHsS roTOBOrO J1ikapCbKoro 3acoby
6nicTepi; no 3 naxkyBaHHs, (He3HayHa 3miHa y 3aTBEPAXEHMX MeToAax BUNpobyBaHHS) - He3HaYHa
abo 6, abo 9 KOHTPO/Ib Ta BUMYCK 3MiHa B aHaliTUYHOT MeToauLi «laeHTudikalia Ta KinbkicHe BU3HAUYEHHS»,
6nictepiB y cepi: a came: 3MiHa NiAroToBKU PO3UYMHY 3paska [/1a 3a6e3neyeHHs KpaLlol
KapTOHHIW KPKA, a.4., Hoso NOBTOPIOBAHOCTI pe3ynbTaTiB | penpe3eHTaTMBHOCTI 3pa3ka Ta
kopobui; no 15 mMecTo, CnoBeHis; 36iNbLUEHHS KifbKOCTi TabneTok fo 10 3amicTb 5 TabNeToK 3 BiANOBiAHUM
Tabnetoky KOHTPO/b cepil: perynoBaHHsA 06CAriB PO34nHi; 3MiHK | TUNY - 3MiHK 3 iKOCTi. FOTOBWMIA
6nicTepi; no 2 KPKA, a.4., Hoso nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa y cknagi (40noMiKHUX
abo 4, abo 6 mecTo, C/ioBeHis peyoBMHAaX) roTOBOrO JlikapcbKoro 3acoby (iHLi 4OMOMKHI pevyoBUHM) -
6nictepiB y Byab-siKa He3Ha4YHa 3MiHa KiNlbKiCHOro cknagy AONOMIKHUX PEYOBUH Y
KapTOHHIN rOTOBOMY JliKapCbKOMY 3aC006i - He3HaYHa 3MiHa KiJIbKICHOrO cknaay
Kopobui [OMNOMDKHOT peyoByHY JlakTo3a, MoHorigpar; 3MiHu | Tuny - 3MiHU 3 SKOCTI.
[OTOBWIA Nlikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI. 3MiHa iMnopTepa/3miHu,
LLIO CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOJIK0 SIKOCTI FOTOBOrO NiKapCbKOro
3acoby (3amiHa abo AofaBaHHA AiNbHULI, Ha 5K 34iACHI0ETbLCS
KOHTPONb/BMNPOGYBaHHSA cepii) - AoAaBaHHA AiNbHULL Ha KU
3[iiCHIOETBLCA KOHTPOsIb cepii, a came: KPKA, g.4., HoBo mecto, CrnoBeHis
3a agpecoto MNoexosa yniya 5, 8501 HoBo mecTo, CnoBeHis; 3miHu | Tuny -
3MiHu 3 sikocTi. CepTuddikat BignosigHoCTI/IE-cepTudpikar BignosigHocTi
€sponelicbkin hapmakonei/moHorpadii. NMogaHHA HOBOro abo OHOBIEHOTO
cepTudikaTa BiANOBIAHOCTI ab0 BUIYyYEHHS cepTudikaTta BignoBigHOCTI
€Bponeiicbkili hapmakonei: gns A®l; ons BUXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO BUKOPUCTOBYOTbCS Y
BMPOGHMUTBI APIl; AN 4ONOMIXHOT peqyoBUHU (CepTudikaT BignoBiAHOCTI
€Bponelicbkiin hapmakoner) - OHOB/IEHWIA cepTUdikaT Bif yxe
3aTBEPAKEHOro BUPOBHMKaA - MNoAaHHsi OHOBNEHOro cepTudpikaty
BiANOBIAHOCTI EBponelichbkili hapmakonei Bif BXe 3aTBepAXeHOro
BMpo6HMKa BIOINDUSTRIAL LIM SPA, Itania R1-CEP 1998-075-Rev 04
Ta, K BHAC/iAOK 3MiHM afgpecu BNacHvKa cepTugikary
111, KO- Tabnetku, 8 KPKA, a.4., CnoBeHi BMPOBHULITBO “in CnoBeHi BHECEHHS 3MiH 0 peecTpavliiiHux maTepianis: 3MiHu | Tuny - 3MiHn 3 3a UA/10953/01/03
NMPEHECA® mr/2,5 mr, no 10 HoBo mecTo A bulk", nepsuHHe Ta a AIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. KOHTPO/Ib rOTOBOrO NiKapCbKoro peuenmom
Tabnetok y BTOPVHHE 3acoby. 3miHa y MeTogax BUNpobyBaHHS rOTOBOrO NiKkapCbKoro 3acoty
6nicTepi; no 3 nakyBaHHs, (He3HauHa 3MiHa y 3aTBepAXeHUX MeTofax BUNpobyBaHHS) - He3Ha4vHa
a6o 6, abo 9 KOHTPO/1b Ta BUMYCK 3MiHa B aHaNiTUYHOI MeToauui «laeHTudiKaLia Ta KinbKiCHe BU3HAYEHHS»,
6nicTepiB y cepii: a came: 3MiHa MigroToBKM po3uMHy 3paska [/ 3abesneyeHHs Kpaioi
KapTOHHIA KPKA, a.4., Hoso NOBTOPIOBAHOCTI pe3y/ibTaTiB | penpe3eHTaTMBHOCTI 3pa3ka Ta
Kopobui; no 15 MecTo, CnoBeHis; 36iNbLUEHHS KiNbkOCTi TabneTok Ao 10 3amicTb 5 TabneTok 3 BiANOBIAHUM
Tabnetok y KOHTPO/b cepii:

peryniBaHHsA 06cariB po3yuHi; 3MiHK | TMNy - 3MiHK 3 siKocTi. [oToBWMIA
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
6nicTepi; no 2 KPKA, a.4., Hoso nikapcbknii 3aci6. Onuc Ta cknag. 3miHa y cknagi (4oNoMiKHMX
abo 4, abo 6 mecTo, C/ioBeHis peyoBMHaXx) roTOBOrO JlikapCbKoro 3acoby (iHLi JOMOMKHI pevyoBUHN) -
6nictepiB y Byab-siKka He3Ha4yHa 3MiHa KiNlbKiCHOro cknagy AONOMIXKHUX PeYOBUH Y
KapTOHHIlA roTOBOMY /liKapCbKOMY 3aC006i - He3HaYHa 3MiHa KiJIbKiCHOrO cknagy
Kopobui [OMNOMDKHOT peyoBMHY JlakTo3a, MoHorigpar; 3MiHu | Tuny - 3MiHU 3 SKOCTI.
[0TOBWIA Nlikapcbkuii 3aci6. 3MiHM Yy BUPOGHULTBI. 3MiHa iMnopTepa/3miHu,
LLIO CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOJIKO SIKOCTI FOTOBOrO NiKapCbKoro
3acoby (3amiHa abo AofaBaHHA AibHULI, Ha SKIA 34iACHI0ETbCS
KOHTPONb/BMNPOGYBaHHSA cepii) - AoAaBaHHA AiNbHULL Ha KUl
3[iICHIOETbCS KOHTPOSIb cepil, a came: KPKA, a.4., HoBo mecTo, CrioBeHis
3a agpecoto MNoexosa yniya 5, 8501 HoBo mecTo, CnoBeHis; 3miHu | Tuny -
3MiHu 3 siKocTi. CepTudpikat BignosigHocTI/IE-cepTudpikat BignosigHocTi
€sponeiicbkiii hapmakonei/moHorpadii. MogaHHs HOBOTO abo OHOB/IEHOTO
cepTucpikaTa BiANOBIAHOCTI ab0 BUIyYEHHS cepTudikarta BifgnoBigHOCTI
€Bponeiickkili hapmakonei: gns A®l; ans BUXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO BUKOPUCTOBYIOTHCH Y
BMPO6HMUTBI A®I; AN 4ONOMIXHOT peyoBUHU (CepTudikaT BigNoOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA cepTUdikaT Bif yxe
3aTBEpPKEHOro BUPO6HMKa - MNoAaHHs OHOBEHOro cepTudpikaty
BiANOBIAHOCTI EBponeiichbkili hapmakonei Bif BXe 3aTBEpAXEHOro
BMpo6HMKa BIOINDUSTRIAL LIM SPA, Itania R1-CEP 1998-075-Rev 04
Ta, K BHAC/IOK 3MiHM agpecu BNacHvKa ceptugikary
112 KOP CYIC pO34MH AnA Bionoriwe Himeuun Bionoriwe Himeuun BHECEHHS 3MiH A0 peecTpavliiiHuX MaTepiasiB:3MiHu | TUMY - 3MiHW WoA0 3a UA/4277/01/01
KOMMO3WUTY | iH'ekuiii no 2,2 Xaiinbmitte Ha XaiinbMmiTTens Ha 6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy. BeegeHHs abo 3MiHM Ao peuenmom
MH M B amny’ii; no Nb Xeenb Xeenb M'm6X y3aranibHeHVX AaHnx Npo cuctemy dhapmakoHarnisay (BBefeHHs
5amnyny M6X y3arasibHeHUX JaHnx npo cuctemy dpapmakoHarnsgy, 3mMiHa
KOHTYPHIit YMOBHOBaXEHOT 0c06U, BiANOBIAaNLHOT 3a 34iICHEHHST hapMakoHariaay;
YapyHKOBIl KOHTaKTHOI 0co6M 3 thapmakoHarnsgy 3asnBHVKa 415 34iACHEHHSA
ynakosui; no 1 thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif, yNIOBHOBaXEHOI
abo no 2, abo ocob6u, BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsgy (Bkaovaoum
no 20 KOHTYPHUX KOHTaKTHI AaHi) Ta/abo 3MiHM Y po3MmilLeHHi MacTep-ghaiina cuctemu
YapyHKOBUX hapmakoHarnsgy) - 3MmiHa KOHTakTHOI 0co6y 3asiBHVKa, BignoBiganbHoOT 3a
ynakoBOK Y 3AjlicHeHHs hapMakoHarnagy B YkpaiHi: NMponoHoBaHa pegakuis —
Kopobu,i 3 LLlanosasioBa IHHa AHaTOMiBHA. 3MiHA KOHTAKTHUX AaHNX KOHTaKTHOT
KapToHY 0Cco6U 3asBHKKA, BiANOBIAALHOI 3a 34iliCHEHHS chapmakoHarnsgy B
YKpaiHi
113, KOTE//IIK® Tabnetkn, Bkputi | ®.XodpcpmaH | Lselina | Odenbdapm MinaHo, ITanis/ BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis:3miHu || Tuny - 3asBHUKOM 3a UA/15199/01/01
NNiBKOBOO H-J1a Pow pis C.P.N., Itania LBeniua HaJlaHO OHOB/EHY BEPCIi0 NaHy ynpas/liHHA pU3nMKaMu y 3B’A3Ky 3 peyenmom
060/10HKOI0, N0 nrp, (nepBuHHe Ta pis OHOBJ/IEHHSIM ioro B €C y Bignosiab Ha 38iT PRAC, EMA (CHMP) 3 oLjiHKK
20 mr, no 21 BTOPUHHE nicnsipeecTpawiiHoro gocnigpkeHHs 3 6esnekn ML39302. leTanbHuii onvc
Tabnetuiy nakyBaHHs, CUCTEMU YNPaB/liHHA pU3nKkaMun y BUrSAI NNaHy ynpasniHHSA pusukamu,
6nictepi; no 3 BUNPOGYBaHHSA LLIO Ha/laHWi1 3asiBHUKOM, MICTUTb PU3MK NPOMOPLiiHI 3axoau 3 MiHiMi3aw,i
6nictepu y KOHTPO/O SIKOCTI); pv3vKiB Ta 34ilicHeHHs hapmakoHarnsagy. IHchopmauis 3 6esneku, Wwo
KapTOHHIA . XodhpmaHH-/15 npegcTasneHa B iHCTPYKLiT 4719 MeANYHOro 3aCTOCYBAHHS JiKapCbKOro
Kopobui Pow Nta, 3acoby Kotennik®, TabneTtku, BKPUTI NNiBKOBOO 060/10HKOD, N0 20 Mr; No
LLIseliyapis (Bunyck 21 TabneTui y 6nictepi; no 3 6nicTepn y KApTOHHIN KOPOO6Li BiaoGpaxae
cepii); 3axo4u 3 MiHimi3auii pu3ukis, Bignosigae iHpopMalii, BUKIageHid y niaHi

& . XodppmaHH-/15
Pow /T,

yNpaBniHHs pU3nKamm, HaiaHOTO 3asiBHUKOM
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
LBeliuapis
(BunpobyBaHHs
KOHTPO/O SIKOCTI);
®.XothpmaHH-/15
Pow NTa,
LLiBeiuapis
(B1POGHMLTBO
Hepo3dacoBaHo|
npoayKuir,
BMNPOGYBaHHSA
KOHTPOJHO SIKOCTI)
114, NAKTUHET®- | TabneTku, BKPUTI BAT Yropwm BAT "leneoH Yropwum BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasiB:3MiHu | TUMY - 3MiHK A0 3a UA/9036/01/01
PIXTEP nAiBKOBOO "lefeoH Ha PixTep" Ha IHCTPYKLiT A1 MeAMYHOro 3aCTOCYBaHHSA NiKapCbKOro 3acoby y po3ainu: | peyenmom
060/10HKO0, N0 PixTep" "®apmakonoriyHi BnactmsocTi”, "MpoTunokasaHHs", "B3aemogis 3 iHWMu
0,075 mr, no 28 nikapcbkrMu 3acobamu Ta iHWi BUAn B3aemogiii”, "Oco61mMBocCTi
Tabnetok y 3acTocyBaHHA" (y T. 4. "3acTocyBaHHs y nepiog BariTHOCTi abo rogyBaHHs
6nicTepi; no 1 rpyaat”), "Cnocib 3actocyBaHHs Ta 031" (BK/THOYHO 3 pefaryBaHHAM
6nictepy y iHhopmauii nigpo3ainy "Aitn™), "Mo6iyHi peakuii” BiANOBIAHO A0
nakeTi 3 iHdhopmalii pechepeHTHOro nikapcbkoro 3acoby Cerazette (B YkpaiHi He
namiHoBaHoi 3apeecTpoBaHuii). BBeAeHHS 3MiH NpoTArom 3-x MicAuiB nicns
IOMIHIEBOIT 3aTBEPKEHHS
donbru; no 1
abo 3 nakeTn
pasom 3
KapTOHHUM
dyTnspom ans
36epiraHHs
6nictepa B
KapTOHHIA
ynakoBLi
115, NTEBOMILIET Tabnetkn no 250 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiHnX MmaTepiasiiB:3MiHN | TUMy - BUTYYEHHS 3a UA/3470/01/01
NH- Mmr o 10 "PapmaueBT "apmaueBTNyHa hipMU-BMPOGHMKA Aito40i peyoBrHY XnopamdeHikosy (1eBoMiLeTVHY) peyenmom
OAPHULUSA Tabnetok y M4yHa chipma ipma "dapHuus" NORTHEAST PHARMACEUTICAL GROUP CO., LTD., CHINA. BBefeHHs
KOHTYPHili "NapHuus" 3MiH NPOTArOM 6-TK MICALIB NiC/1A 3aTBEPAKEHHS
YapyHKOBIl
ynakosLi, no 2
KOHTYPHI
YapyHKOBI
yNakoBKM B
nadui; no 10
Tabnetoky
KOHTYPHUX
YapyHKOBUX
ynakoBKax
116., TEBOMILIET Tabnetku no 500 MpAT YKpaiHa MpAT YkpaiHa BHECEHHS 3MiH [J0 peECTpaLjiiiHuX MmaTepiasiB:3MiHu | TUny - BUNYyYeHHs 3a UA/3470/01/02
NH- mr no 10 "®bapmaueBT "apmavueBTNyHa ipMn-BMPOBHUKA Ajto40T pevoBMHY XnopamdeHikosy (1eBOMILETUHY) peuenmom
AAPHNLA Tabnetok y M4yHa chipma ipma "dapHnus” NORTHEAST PHARMACEUTICAL GROUP CO., LTD., CHINA. BeefeHHA
KOHTYPHIit "fapHuus" 3MiH NPOTArom 6-TW MiCALIB NicNs 3aTBEPIKEHHS

YapyHKOBIW
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
ynakosLi, no 2
KOHTYPHI
YapyHKOBI
ynakoBku B
nadui; no 10
Tabnetok y
KOHTYPHUX
YapyHKOBUX
ynakoBKax
117! NEBO®/IOKC | Tabnetkv BKpUTI CKAH IHAain Badra IHAis BHECEHHS 3MiH 0 peecTpaLliiniHux MmaTepiasis:3MiHN | TUMY - 3MiHW WoA0 3a UA/13292/01/01
N/1iBKOBOIO BIOTEK dapmacbloTikanc 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go peyenmom
060/10HKO0, MO nTa nra. y3arasibHeHNX JaHnx nNpo cucTemy dpapmakoHarnsgy (BBefeHHs
500 mr no 5 y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy, 3miHa
Tabnetoky YMOBHOBaXXeEHOT 0cobu, BigNOBiAaNbHOT 3a 34iICHEHHS hapMakoHariaay;
6nictepi; no 1 KOHTaKTHOI 0co6U 3 chapMakoHarnsay 3asBHVKa 151 34iACHEHHS
6nictepy B thapmakoHarnagy B YKpaiHi, K0 BOHa BifMiHHA Bif, yNOBHOBaXKEHOI
KapTOHHIA oco6u, BiAMNOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsagy (Bkaovaoum
ynakosLi; no 10 KOHTaKTHI AjaHi) Ta/abo 3MiHM Y po3MilLeHHi MacTep-dhaiina cuctemu
Tabnetok y hapmakoHarnsgy) - 3miHa ynoBHOBaXeHOT 0cobuM 3asBHMKA,
6nicTepi; no 1 BiANOBiAaNbHOI 3a hapmakoHarnsg: MponoHoBaHa pegakuis:
6nictepy B onanakpiwHa MaHikep BiHy. 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT
KapTOHHIW ocobu 3asBHUKA, BiANOBIAA/ILHOI 3a 34IiCHEHHSA hapmakoHarnsagy. 3miHa
yrakoBLi KOHTaKTHOI 0CO6U YNOBHOBaXXEHOT 0COOM 3asiBHUKA, BiAMNOBIAA/IbHOI 3@
3[ilicCHeHHs1 dhapmakoHarnaay B YkpaiHi. [ponoHoBaHa pefakuis:
IBaHULbKkNIA AHAPIV BacunboBny. 3MiHa KOHTAKTHUX JaHWUX KOHTaKTHOT
0cobu ynoBHOBaXXeHOT 0co6Y 3asBHMKA, BignoBigasibHOI 3a 34iACHEHHS
hapmakoHarnsgy B YkpaiHi
118 NEBO®/IOKC | Tabnetkv BKpUTI CKAH IHAain Badra IHAiA BHECEHHS 3MiH 40 peecTpaLliiiHux MaTepiasis:3MiHu | TUMY - 3MiHW WoA0 - UA/13293/01/01
NNiBKOBOO BIOTEK PapmacbloTiKasic 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go
060/10HKOI0, MO nTa N1 y3arasibHeHNX faHnx nNpo cucTemy dpapmakoHarnsgy (BBefeHHs
500 wr in bulk: y3aranibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy, 3miHa
no 5 TabneTtok y yMOBHOBaXeEHOT 0cobu, BiANOBIAaNbHOT 3a 34iICHEHHS hapMakoHariaay;
6nictepi; no 200 KOHTaKTHOI 0co6U 3 chapMakoHarnsay 3asBHVKa 151 34iACHEHHS
6nicTepiB y thapmakoHarnagy B YKpaiHi, SKL0 BOHa BifMiHHA Bif, yNOBHOBaXEHOI
KapTOHHIiA ocobu, BiANOBIAa/IbHOI 3a 34iiCHEHHS hapmakoHarnsagy (Bkao4vaoum
ynakosLi; in KOHTaKTHI faHi) Ta/abo 3MiH1 y po3MilLEeHHi MacTep-dhaiina cuctemu
bulk: no 10 hapmakoHarnsgy) - 3miHa ynoBHOBaXKeHOT 0co6M 3asBHMKa,
TabneTok y BiZNOBIAabHOI 3a thapmakoHarnag: NponoHoBaHa pefakuis:
6nictepi; no 100 onanakpiwHa MaHikep BiHy. 3MiHa KOHTaKTHUX AaHUX YNIOBHOBaXEHOT
6nicTepiB y ocobu 3as8BHUKA, BiANOBIAA/ILHOI 3a 34iiCHEeHH:A ddapmakoHarnsgy. 3miHa
KapTOHHIA KOHTaKTHOI 0CO6U YNOBHOBaXXEHOT 0COOM 3asiBHUKA, BiANOBIAA/IbHOI 3@
ynakosLi; in 3[ilicCHeHHs1 dhapmakoHarnaay B YkpaiHi. [ponoHoBaHa pefakuis:
bulk: no 1000 IBaHULbKNIA AHAPIV BacunboByy. 3MiHa KOHTAKTHUX JaHWUX KOHTaKTHOT
TabneToky 0COo6V YNOBHOBaXXEHOT 0CO6M 3asBHMKA, BifNOBIAa/1bHOT 3a 34jiICHEHHS
nosieTuieHoBoM thapmakoHarnsgy B YkpaiHi
y nakeTi B
KOHTelHepi
119, NEBO®JIOKC | posuvH gns ToBapuctso | YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH 10 peeCTpaLiiiHuX MaTepianiB:3MiHu | TUMNY - OHOBNIEHHSA 3a UA/16632/01/01
AUUH- iHdpysilA, 5 mr/mn 3 06MEXEHO 3aTBEPKEHOI0 TEKCTY MapKyBaHHS ynakoBok J13. TepMiH BBEAEHHS 3MiH | peyenmom
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
HOBO®APM no 100 mny obmexeHoro BiANOBIAA/TIbHICTIO npoTArom 6 micAuiB nicns 3aTtBepikKeHHs
naswyi; no 1 BiAMNoOBIgasb thipma "HoBodhapm-
NAAWLI Y nayui HiCTIO hipma BiocnHTes"
"HoBodpapm-
BiocuHTes"
120., NEBO®NIOKC | Tabnetku, BkpuTi | TOB "TeBa YkpaiHa AkTasic T/ ManbTta BHECEHHS 3MiH 0 peECTpaLiiiHUX MaTepiasiiB: BHECEHHS 3MiH 0 3a UA/11952/01/01
AUVH-TEBA nAiBKOBOO YkpaiHa" peecTpauiiiHux MaTepianis: 3MiHu | TUNy - 3MiHN WOA0 peyenmom
060/10HKOI0, N0 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy. 3miHa y KopoTkii
250 mr, no 5 XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
Tabnetok y MeAMYHOro 3aCTOCyBaHHS Ha MiACTaBi perynsipHO OHOB/HOBAHOIO 3BITY 3
6nicTepi; no 2 6e3nekun nikapcbkoro 3acoby, abo Aoc/iMKeHb 3 6e3neKkn 3acToCyBaHHS
6nictepu B nikapcbKoro 3acoby B Nic/isspeecTpaLiitHuii nepiod, abo sik pesynstat
KapTOHHIW OLIiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX BiAMOBIAHO A0 NAaHy
Kopobui nepiatpnyHux gocnimpkeHs (PIP) (3MiHy y3rogpKeHo 3 KOMNEeTEHTHUM
YMNOBHOB&XXEHUM OpPraHoMm) - 3MiHW BHECEHI [10 IHCTPYKUIT 415 MEAUYHOIO
3acTOCyBaHHS NikapcbKoro 3acoby y po3gin "lMNokasaHHA" Ta po3ginu:
"Cnoci6 3acTtocyBaHHs Ta fo3un" (BiANOBIAHO A0 3MiH po3ainy
"MokasaHHA"), "OcobnnBoCTi 3acTocyBaHHA", "Mo6iYHI peakuii” BiaNoBIiAHO
[,0 OHOBNEHOT iHhopMaLii LWoao 6e3neku Aitoyoi peyoBuHn (BBegeHHs
3MiH NpoTArom 3-X MiCALB Micns 3aTBEPMKEHHS); 3MiHM | Tuny - 3MiHK
uono 6e3nekun/edhekTMBHOCTI Ta chapmakoHarnagy. 3MiHa y KOpoTKiii
XapaKkTepucTuLi NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA Ha NiACTaBi perysispHO OHOBJIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3nekn 3acTocyBaHHS
nNiKkapcbKoro 3acoby B niciispeecTpavyiinnii nepiog, abo sik pesynbtat
OLiHKM 3BITY 3 AOC/iIXEHb, MPOBEAEHNX BiAMOBIAHO A0 NaHy
negiatpnyHmx gocnimxkeHs (PIP) (3MiHy y3ropkeHo 3 KOMMNeTEHTHUM
YNOBHOB&XXEHMM OpPraHoM) - 3MiHW BHECEHI A0 iIHCTPYKLii 418 MeguyHoro
3aCTOCyBaHHS NiKapcbKoro 3acoby y po3aim "Ocob6nmnBocTi
3acTocyBaHHA", "Mo6iYHi peakuii” BiANOBIAHO A0 OHOBNEHOT iHChopMaLi
LoAo 6e3nekmn Aitoyoi pevoBuHN (BBegeHHs 3MiH MPOTAroM 3-x micsiuis
nicns 3aTBepMKeHHs); 3MiHM | Tuny - 3MiHW Wwoao 6e3nekn/edekTMBHOCTI
Ta hapmakoHarnagy (iHwWi 3mMiHW) - 3MiHW BHECEHI [0 IHCTPYKUiT ans
MeAMUYHOro 3acTOCyBaHHSA NiKapCbKoro 3acoby y po3giv "dapmakonorivHi
BractmsocTi", "MpoTunokasaHHs", "B3aemogis 3 iHWMMU flikapCbKuMn
3acobamu Ta iHWi BUuAKY B3aemogiii”, "Mo6iyHi peakuii”, "OcobmBocCTi
3acToCyBaHHA/34aTHICTb BNAMBATY Ha LUBWAKICTb peakuii npu kepyBaHHi
aBTOTPaHCMNOPTOM abo iHWUMK MexaHismamun”, "MepenosyBaHHs", “Mo6GivHi
peakuii” (pegaryBaHHsl TEKCTY po3AiniB Ha nigcTasi iHopmavii
peecTpavuinHoOro Aocbe). BBegeHHs 3MiH NpoTsarom 3-x micsAuiB nics
3aTBEPAXKEHHSA
121, NEBO®NIOKC | Tabnetku, BkpuTi | TOB "TeBa YkpaiHa AkTasic 1T/, ManbTta BHECEHHS 3MiH 0 peecTpaLiiiHuX MaTepiasiiB: BHECEHHS 3MiH [0 3a UA/11952/01/02
AUVH-TEBA NAiBKOBOO YkpaiHa" peecTpauiiiHux MaTepianis: 3MiHu | TUNy - 3MiHN WoOA0 peyenmom
060/10HKOI0, N0 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. 3miHa y KopoTkil
500 mr, no 5 XapakTepucTuLi NikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
Tabnetok y MeAMYHOro 3aCTOCyBaHHS Ha MiACTaBi perynsipHO OHOB/KOBAHOTO 3BITY 3
6nicTepi; no 2 6e3nekun nikapcbKoro 3acoby, abo AoC/iMKeHb 3 6e3neKn 3acToCyBaHHS
6nictepu B nikapcbKoro 3acoby B Nic/isspeecTpawiitHnii nepiod, abo sik pesynstat
KapTOHHIW OLIiHKV 3BITY 3 AOC/ifKEHb, MPOBEAEHNX BiAMOBIAHO A0 NaaHy
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
KopoobLi negiatpuyHux gocnimpkeHs (PIP) (3MiHYy Y3rofpkeHo 3 KOMNETEHTHUM
YNOBHOB&XEHVM OPraHOM) - 3MiHV BHECEHI [0 IHCTPYKLIiT 4719 MeaNYHOro
3aCTOCYBaHHS NiKapcbKoro 3acoby y po3ain "MNokasaHHA" Ta po3ainu:
"Cnoci6 3acTtocyBaHHsl Ta fo3n" (BiANOBIAHO A0 3MiH po3ainy
"Moka3zaHHs"), "OcobmBocTi 3acTocyBaHHs", "M06iYHI peakuii” BiANOBIAHO
[,0 OHOBNEHOT iHhopMaLii LWoao 6e3neky Ailoyoi pevoBuHu (BBeeHHs
3MiH NPOTArom 3-X MIiCALB MiCNA 3aTBEPMKEHHS); 3MiHM | TUNY - 3MiHK
oo 6e3nekn/ehekTnBHOCTI Ta hapmakoHarnisgy. 3MiHa y KOpoTKiii
XapakTepucTuLi NikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
MeAMYHOro 3acTOCyBaHHSA Ha MiACTaBi perynspHO OHOB/OBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo AocnimMKeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3aco6y B Mic/ispeecTpaviiiHnii nepiod, abo sik pesynstaT
OLiHKM 3BITY 3 AOC/iKEHb, MPOBEAEHNX BiAMNOBIAHO A0 NAaHy
nepjiatpnyHux gocnimpkeHs (PIP) (3MiHy y3rofpkeHo 3 KOMNEeTEHTHUM
YNOBHOB&XXEHUM OpraHoM) - 3MiHW BHECEHI [0 iHCTPYKUii 418 MeguyHoro
3acToCyBaHHA Nikapcbkoro 3acoby y po3ginun "OcobnnsocTi
3acTocyBaHHs", "INo6i4HI peakujii” BiANOBIAHO A0 OHOBMIEHOT iHGhopMaLii
Loao 6e3nekun aitodoi pevoBuHN (BBeaeHHsS 3MiH MPOTSAroM 3-x micsiyis
nicna 3aTBepkKeHHs); 3MiHW | Tuny - 3MiHW Wwofo 6e3nekun/etekTMBHOCTI
Ta dhapmakoHarnagy (iHwi 3MiHW) - 3MiHW BHECEHI A0 iHCTPYKLii Ans
MeAMYHOro 3acToCyBaHHA MikapCbKoro 3acoby y po3giny "®apmMakonoriyHi
BnactusocTi", "lMpoTunokasaHHa", "B3aemogis 3 iHWMMK flikapCbkumMum
3acobamu Ta iHWi BUAY B3aemogiii”, "MNo6iyHi peakuii”, "OcobamBocTi
3aCTOCYBaHHA/34aTHICTb BN/IMBATU Ha LUBUAKICTb peakuii Npu KepyBaHHI
aBTOTPaHCNOPTOM abo iHWUMK MexaHismamun”, "MepefosysaHHs", “Mo6iyHi
peakuii” (pegaryBaHHs TeKCTy po3Zi/liB Ha nigcrasi iHopmaii
peecTpaLiiiHoro gocke). BBeAeHHS 3MiH NpoTArom 3-x MicAuiB nicns
3aTBEPKEHHS
122 NEPKAHIONN | Tabnetku, Bkputi | TOB «TeBa | YkpaiHa TeBa I3painb BHECEHHS 3MiH 40 peecTpaviiiHuX MaTepiasiiB: 3MiHu | Tumny - 3a UA/16781/01/01
IH-TEBA NAiBKOBOO YkpaiHa» dapmaueBTikas AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu 3asBHUKa | peyenmom
060/10HKO0, MO IHpacTpi3 /74, (BNacHviKa peecTpauiiHoro NocBigYeHHS) - 3MiHa agpecu 3asBHUKaA
10 mr, mo 7
Tabnetoky
6nicTepi; no 4
6nictepu y
Kopob6ui; no 10
Tabnetok y
6nicTepi; no 6
6nictepiB y
Kopobui
123 NEPKAHIONN | Tabnetku, Bkputi | TOB «TeBa Ykpaina TeBa I3painb BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiB: 3MiHu | Tuny - 3a UA/16781/01/02
IH-TEBA NAiBKOBOO YkpaiHa» dapmaueBTikas AQMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo ajpecu 3asBHUKa | peyenmom
060/10HKO0, MO IHpacTpi3 /174, (BNacHviKa peecTpauiiHoro NocBigYeHHS) - 3MiHa agpecu 3asBHUKa
20 mr, no 7
Tabnetok y
6nicTepi; no 4
6nictepu y

Kopob6ui; no 10
TabneTok y
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6nictepi; no 6
6nictepiB y
Kopobui
124, NE®PCAH po3uuH ans M. BioTek Benuvka MT. HOBE/N IHAoOHESI BHECEHHS 3MiH [0 peecTpaLljiiiHux maTtepianis:3miHu || Tuny - BBEAEHHSA 3a UA/12567/01/01
iHpy3iii no 5 nto BpuTtaHi ®APMACBIOTIKAN A [0[AaTKOBOTO a/1IbTEPHATVBHOTO BUPOGHUKA Ai040i peHoBMHN peyenmom
mr/mn no 100 mn A NABOPATOPI3 nesodyiokcauuHy remirigpaty Zhejiang Apeloa Kangyu Pharmaceutical
y dhnakoHi, no 1 Co. Ltd, P.R., Kutaii; 3minn |l Tuny - BBE,EHHS [,O4ATKOBOIO BUAY
chnakoHy y nauui NepBUHHOT yNakoBku (h/1akoH CKNSHWIA 3 TyMOBOI Npobkoto Ta
3 KQpTOHY IOMIHIEBYM OOTUCKHMM KOBMAYKOM, CMOPSMKEHUM KPULLKOH dhnin-odp)
125, NE®PCAH pO34uH ans M. BioTek Benuvka MT. HOBE/N IHAoOHESI BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:3miHu || Tuny - BBEAEHHSA - UA/12568/01/01
iHdpy3iiA no 5 nrp, BputaHi PAPMACBIOTIKAN a [0[AaTKOBOTO a/lbTEPHATVBHOTO BUPOGHUKA Ai040i peHoBUHN
mr/mn; in bulk: A NABOPATOPI3 nesodhniokcauuHy remirigpaty Zhejiang Apeloa Kangyu Pharmaceutical
no 50 chnakoHiB Co. Ltd, P.R., Kutaif; 3minn |l Tuny - BBE,EHHS [,OAATKOBOrO BUAY
y nauui 3 nepBUHHOT yNakoBku ((h/1aKOH CKASIHWIA 3 TYMOBOIO MPOBKOIO Ta
KapToHy IOMIHIEBYM OBTUCKHMM KOBMAYKOM, CMOPSAMKEHUM KPULLKOK donin-odp)
126. NMNIAOKCAH NbOASHNKK, 5 ToBapucTBO | YKpaiHa Nab6opaTopia Benbris/ BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTepiasiB:3MiHN | TUny - NoAaHHs 6e3 UA/16168/01/01
NMOH mr/1 mr no 12 3 Kesanidhap HB CnoBeHi OHOBJ/IEHOrO cepTudikaTy BignoBigHOCTI EBponelickkiii chapmakonei R1- peuenma
NbOASHUKIB Y 06MEXEHO (Kanidpap HB), a CEP 1996-020-Rev 07 ana Aitoyoi pevoBUHM NifoKaiHy rigpoxiopuay Big,
6nictepi; no 2 Bignosigasb Benbris BXE 3aTBEPAKEHOro BMPOOHUKa
6nictepu y HicTI0 (BMpPOGHMLTBO 3a
KapTOHHiiA "CaHpo3 MOBHWM LK/IOM);
Kopobu,i YkpaiHa" Nex
dapmMaLeBTUYHa
KomnaHia g.4.,
CnoBeHis (Bunyck
cepiit)
127, NIM®OMIO3 Kpanni opasibHi Bionoriwe Himeuun Bionoriwe Himeuun BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasiB:3MiHN | TUMY - 3MiHW WO0A0 6e3 UA/6673/01/01
oT no 30 mny Xaiinbmitre Ha XaiinbmitTens Ha 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go peyenma
donakoHi- Nb Xeenb Xeenb MM6X y3arasibHeHNX JaHnx nNpo cucTemy dpapmakoHarnsgy (BBefeHHs
KpanesibHuLi; no 6X y3araslbHeHUX AaHux Npo cuctemy dpapmakoHarnsgy, amiHa
1 donakoHy- YMOBHOB&XEHOT 0c0obu, BigNOBIAaNbHOT 3a 34iICHEHHS hapMakoHariaay;
KpanenbHuLj y KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHVKa A5 34iACHEHHS
KopobLi 3 thapmakoHarnagy B YKpaiHi, SKL0 BOHa BifMiHHA Bif, yNOBHOBaXKEHOI
KapToHY oco6u, BiANOBIAA/IbHOI 3a 34iiCHEHHS hapmakoHarnsagy (Bkaovaoum
KOHTaKTHI AaHi) Ta/abo 3MiHN y po3MmilLeHHi MacTep-dhaiina cuctemu
hapmakoHarnsgy) - 3miHa KOHTaKkTHOI 0Co6yu 3asBHWKa, BignoBifanbHOT 3a
3[jiCHeHHs1 hapMakoHarisay B YkpaiHi: [ponoHoBaHa pefakuis —
LLlanosasnioBa IHHa AHaTOMiBHA. 3MiHA KOHTAKTHUX JaHUX KOHTaKTHOT
0co6M 3asBHMKA, BiANOBIAANBHOI 3a 34iiCHEHHS hapmakoHarnsgy B
YKpaiHi
128, NOPN3AH® Tabnetku no 10 MAT YkpaiHa MNAT Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux MaTepiasis:3MiHu | TUMY -3MiHa 6e3 UA/0905/01/01
Mmr no 10 "Knismegnp "Kuismegnpenapar” HaliMeHyBaHHS 3asiBHKKa, 6e3 3MiH y MKA /13, B iHCTpYKLUiT 415 MmeanyHoro | peyenma
TabneTok y enapar” 3aCTOCyBaHHA Ta y TEKCTi MapKyBaHHs J13; 3anponoHoBaHo: MoBHa Ha3Ba

6nictepi; no 1
6nictepy y nauui

AkuioHepHe ToBapucTBO "KuiBmegnpenapat” CkopoyeHa Ha3sa MNAT
"KviBmegnpenapart”; 3miHu | Tvny - 3MiHa Ha3sBu BUpPo6HKKa 13, 6e3 3miH
y MKA N3, B iHCTPYKLiT 4719 MEANYHOrO 3aCTOCYBaHHSA Ta y TEKCTI
MapkyBaHHs J13.
3anponoHoBaHo: MoBHa Ha3Ba AKLiOHEpHE TOBapVCTBO
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"Kuismegnpenapar” CkopoyeHa Ha3sa NMAT "KuiBmegnpenapar"
129 MAAOIHET TabneTku, BKpUTI mi6e Mm6X Himeuun Mi6e MmM6X Himeuun BHECEHHS 3MiH 10 peecTpavjiiiHuX maTepianiB:3MiHu | TNy - OHOBNIEHHS 3a UA/15840/01/01
NNiBKOBOO ApuHaimiTT Ha ApuHaimiTTeNb Ha 3aTBEPKEHOr0 TEKCTY MapkKyBaHHS ynakoBok J13. BBeeHHs 3MiH peyenmom
060/10HKO0, NO enb NpOTArom 6-Tn MiCALB MiCNA 3aTBEPMAKEHHS
0,03 mr/2 mr no
21 Tabnetuiy
6nictepi; no 1
abo no 3, abo
no 6 6nictepis B
KapTOHHIW
Kopo6u,i
130, MAKPOLIE® MopoLLIoK AN DKEHO®A Benuka HCMC Xeb6eli Kutaii BHECEHHS 3MiH 1O peecTpaLiiiHnx maTepianiB:3MiHu | TUMY - 3MiHW WoA0 - UA/8972/01/01
NpuUroTyBaHHsA PM NTA BpuTaHi XyamiH 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy. BBegeHHs abo 3MiHM Ao
pO34nHy Ans a dapmacbloTikan y3arasibHeHNX JaHnx nNpo cucTemy dpapmakoHarnsgy (BBefeHHs
iH ekuili, 500 Komnai Mimiteq y3araslbHeHUX AaHux npo cuctemy dpapmakoHarnsgy, amiHa
mr/500 mr in yMOBHOBaXeHOT 0cobu, BigNOBIAaNbHOT 3a 34iICHEHHS hapMakoHariagy;
bulk: no 10 KOHTaKTHOI 0co6U 3 chapMakoHarnsay 3asBHVKa 415 34iACHEHHS
hNakoHiB 3 hapMakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Bif, yNIOBHOBaXKEHOT
NOPOLUKOM Y 0cobw, BignoBiAa/IbHOT 3a 34iCHEHHS hapmakoHarnsagy (Bkaoyarum
rpynosiii Tapi i3 KOHTaKTHi faHi) Ta/abo 3MiHM y po3MmilLeHHi MacTep-dhaiina cuctemu
KapToHy hapmakoHarnagy) - 3MiHa ynoBHOBaXKEHOT 0CO6U 3asBHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg. MponoHoBaHa peaakuisi: MUPOHEHKO
Cepriii OnekcaHApoBMY. 3MiHa KOHTAKTHUX AaHWX YNOBHOBaXEHOI 0co6u
3asBHVKa, BiANOBIAAILHOT 32 dhapmakoHarnsg
131, MAKPOLIE®D NMopoLOK ANs IDKEHODA Benvka HCIMC Xe6eit Kutaii BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB:3MiHN | TUMy - 3MiHK W0A0 - UA/8972/01/02
NPUroTYBaHHSA PM NTA BputaHi XyamiH 6e3nekn/ecdheKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go
po3unHy ans A PapmacbloTikan y3arasibHeHVX gaHnx Npo cuctemy papmakoHarnsgy (sBefeHHs
iH ek, 1000 Komnani flimiTeq y3araJlbHeHUX AaHux Npo cuctemy dpapmakoHarnsgy, aMmiHa
Mr/1000 mr in YNOBHOBaXeHOT 0cobu, BiANOBIAaNbHOT 3a 34iICHEHHS hapMakoHarisay;
bulk: no 10 KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHVKa A5 34iNCHEHHS
oNakoHiB 3 hapMakoHarnsgy B YkpaiHi, SKLO0 BOHA BigMiHHA Bif, yNTOBHOBaXKEHOT
NMOPOLLKOM Y ocobu, BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsagy (Bkaouvaoum
rpynosiii Tapi i3 KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-haiina cuctemu
KapTOoHYy hapmakoHarsagy) - 3MiHa ynoBHOBaXKEHOT 0CO6U 3asBHMKA,
BiNOBIganbHOI 3a thapmakoHarnag. NponoHoBaHa pegakuis: MUpOHeHKo
Cepriii OnekcaHApoBMY. 3MiHA KOHTAKTHUX AaHMX YNOBHOBaXEHOI 0CO6U
3as1BHVKA, BigNoBiAa/IbHOI 32 dhapmakoHarnsg
132, MAKPOLIE® NopoLloK Ans OKEHO®A Benuka HCIC Xe6ei Kuraii BHECEHHS 3MiH 0 peecTpaLiiiHuX MaTepiasiB:3MiHN | TUMY - 3MiHW WoA0 3a UA/8973/01/01
NpuUroTyBaHHA PM NTA BpuTaHi XyamiH 6e3nekn/edeKkTMBHOCTI Ta thapmakoHarnsgy. BeegeHHs abo 3MiHM Ao peyenmom
pO34nHy Ans b dapmacbioTika y3arasibHeHNX JaHnxX nNpo cuctemy dpapmakoHarnsgy (BBefeHHs
iH ekuili, 500 KomnaHi Mimiteq y3araslbHeHUX AaHux npo cuctemy dpapmakoHarnsgy, amiHa

mr/500 mr no 1
abo no 5, abo
no 10 donakoHiB
3 MOPOLLKOM Y
nauuj 3 KapToHy

YMNOBHOBaXKEHOT 0CO6U, BifNOBiAaNIbHOT 3a 34iiCHEHHST hapMakoHarnaay;
KOHTaKTHOI 0cO6U 3 chapmakoHarnsay 3asBHVKa 415 34iACHEHHS
hapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif, yNIOBHOBaXKEHOT
0co6wu, BiANOBifa/IbHOT 3a 34iiCHEHHSA thapMakoHarnsay (BKIYaum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y po3MmilLeHHi MacTep-dhaiina cuctemu
thapmakoHarnagy) - 3MiHa ynoBHOBaXKeHOT 0CO6U 3asBHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg. MponoHoBaHa peAakuisi: MUPOHEHKO
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Ceprili OnekcaHApoBMY. 3MiHa KOHTAKTHUX AaHWX YNOBHOBaXEHOI 0CO6U
3as1BHVKA, BigNoBiAa/IbHOI 32 dhapmakoHarnsg
133, MAKPOLIE®D NopoLUoK AN KEHO®A Benvka HCIC Xe6eit Kutaii BHECEHHS 3MiH 0 peecTpaLiiiHuX MaTepiasiiB:3MiHU | TUMY - 3MiHW LWO0A0 - UA/8973/01/02
NpUroTyBaHHsA PM NTA BpuTaHi XyamiH 6e3nekn/edeKkTMBHOCTI Ta thapmakoHarnsgy. BeegeHHs abo 3MiHM Ao
pO34nHy Ans a dapmacbloTika y3arasibHeHNX JaHnx npo cucTemy dpapmakoHarnsgy (BBefeHHs
iH ekuili, 1000 Komnai Mimiteq y3araslbHeHUX AaHux npo cuctemy dpapmakoHarnsgy, amiHa
mr/1000 mr no 1 YyMOBHOBaXeHOT 0cobu, BigNOBIAaNbHOT 3a 34iICHEHHS hapMakoHarnaay;
abo no 5, abo KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asBHVKa 415 34iACHEHHS
no 10 donakoHiB hapMakoHarnagy B YkpaiHi, KLU0 BOHA BigMiHHA Bif, yNIOBHOBaXEHOT
3 NMOPOLUKOM Y ocobw, BignoBiAa/IbHOT 3a 34iCHEHHS hapmakoHarnsagy (Bkaoyarum
nauuj 3 KapToHy KOHTaKTHI AaHi) Ta/abo 3MiHM Y po3MmilLeHHi MacTep-dhaiina cuctemu
thapmakoHarnagy) - 3MiHa ynoBHOBaXKeHOT 0CO6U 3asBHMKA,
BiANOBiAabHOI 3a thapmakoHarnsg. MponoHoBaHa pegakuisi: MUPOHEHKO
Cepriii OnekcaHApoBMY. 3MiHa KOHTAKTHUX AaHWX YNMOBHOBaXKEHOT 0co6u
3asBHVKa, BiANOBIAA/IbHOT 38 hapmakoHarnsg
134 MAPKAIH po34nH Ans AcneH Ipnangis Pecidhapm MoHTC ®paHuis BHECEHHS 3MiH 40 peecTpaLliiiHux MaTepiasis:3MiHu | TUMY - 3MiHW WoA0 3a UA/0663/01/01
iH'ekuii, 5 mr/mn dapma 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go peyenmom
no 20 mny Tpenginr y3arasibHeHNX faHnx nNpo cucTemy dpapmakoHarnsgy (BBefeHHs
chnakoHi; no 5 Nimiteq y3aranibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy, 3miHa
hnakoHiB y yMOBHOBaXEHOT 0cobu, BiANOBIAaNbHOT 3a 34iICHEHHS hapMakoHariaay;
KapTOHHIiA KOHTaKTHOI 0c06M 3 hapMakoHarnaay 3asBHVKa A5 34iACHEHHS
Kopoobui thapmakoHarnagy B YKpaiHi, K0 BOHa BifMiHHA Bif, yNOBHOBaXEHOI
ocobu, BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsagy (Bkaovaum
KOHTaKTHI faHi) Ta/abo 3MiH1 y po3MilLeHHi MacTep-dhaiina cuctemu
papMakoHarnsay) - 3MiHa KOHTaKTHOI 0CO6M YNOBHOBaXXEHOT 0CO6M
3asBHVIKA, BifNoBigabHOI 3a hapmakoHarnsag B YkpaiHi. NponoHoBaHa
pepakuis: Kyuma Bonogmmup OnekcaHApOBMY. 3MiHA KOHTaKTHUX AaHKX
KOHTaKTHOT 0CO6M YNOBHOBaXKEHOT 0CO6M 3asiBHMKA, BiANOBIAA/IbHOT 3a
chapmakoHarnsg B YkpaiHi
135 MEFECTPON- | TtabneTtku no 160 Mictpan AHrnis chiznKo-xiMiuHWi YropLum BHECEHHS 3MiH [0 peecTpayiiiHux maTtepianis: 3MiHu | Tuny - 3miHn 3 3a UA/17622/01/01
BICTA mr no 10 Kenitan KOHTPO/Tb SIKOCTI: Ha/ SIKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOHULTBI. 3amiHa abo peuenmom
Tabnetok y MeHegxmeH BECC/IHI OmaH BBE/IEHHS1 40AATKOBOI AiflbHULI BUPOOHMLTBA /18 YacTUHK abo BCbOro
6nicTepi; no 3 T NimiTeq, YropumHa K., BMPOGHNYOro NPOLECY rOTOBOrO NiKAPCLKOro 3acoby (AiNbHuUS ANs
abo 10 YropLuHa,; BTOPWHHOTO NakKyBaHHs) BBEAEHHS [0A4AaTKOBOrO BUPOOHUKA,
6nicTepiB y BMNYCK Cepil, BiANOBiAaNbHOIO 3a BTOPUHHE NakyBaHHsA EyponieH ®apma Xab /14.,
KapTOHHiiA BTOPUHHE YropLivHa. BBEieHHS 3MiH NMPOTAroM 6-Tu MIcALIB NICNSA 3aTBEPAKEHHS.
Kopobu,i nakyBaHHS: 3MiHM | TUNYy - AgMIHICTPATUBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
€yponieH ®apma afpecy MicLs NPOBaXEHHS Ais/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
Xab Nrta., nNiKapcbKoro 3acoby, BKIoYatoun AibHUL BUNYCKy cepii abo Mmicue
YropmHa; NpoBeAEeHHS KOHTPOJIH0 SKOCTI. (AisNbHICTb, 3a Ky Bignosigae
BVMPOGHMLTBO, BMPOGHMK/IMNOpTEp, BK/OYaoUM BUMYCK Cepiid) 3MiHa afpecy BUPO6HUKa
nepBrHHe, BTOPUHHE E€yponieH ®apma Xab N174., YropwuHa, 6e3 3MiHn MicLa BUpo6bHMLTBA
nakyBaHHs1, BBE[EHHS 3MiH MPOTATrOM 6-TK MiCAUIB Nic/1A 3aTBEPLKEHHSA. 3MiHM | TNy -
KOHTPO/Ib SIKOCTI: AnMiHicTpaTMBHI 3MiHU. 3MiHA HalilMeHyBaHHs Ta/abo agpecu Micua
OmaH NpoBaPKEHHS AiS/IbHOCTI BUPOBGHMKa/iMnopTepa roToBOro Nikapcbkoro

dapmacboTikau
MpopakTc Ko.,
N.N.C., OmaH

3aco6by, BK/IYaK4M AiNbHULI BUNYCKY cepii abo Micue NpoBeAeHHSs!
KOHTPO/O SIKOCTI. (AisiNbHICTb, 3a 5Ky BiAnoBigae BUpo6HuK/iMnopTep, He
BK/TOHAK0UM BUNYCK Cepiit)
3MiHa agpecu BupobHnka BECC/IIHI YropwimHa KdoT., YropuwmHa, 6e3
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3MiHV MicL BUPO6HMLTBA. BBEAEHHS 3MiH NPOTArom 6-Tv MicsAuiB nicns
3aTBEPAKEHHS.
136, MEAAKCOH NopoLUoK AN Mepokemi Kinp Mepnokemi (da IcT) B'eTHam/ BHECEHHS 3MiH 0 peecTpaLiiiHuX MaTepiasiiB:3MiHU | TUMY - 3MiHW LWO0A0 3a UA/7582/01/01
pO3uuHy Ans nTa NTA., (AcenTik Kinp 6e3nekn/edhekTMBHOCTI Ta thapmakoHarnsgy. BeegernHs abo 3miHu o peyenmom
iH'ekyin, nolr, LledhanocnopuH y3arasibHeHVX AaHux Npo cucteMy dpapMakoHarsay (BBefeHHs
10 dpnakoHis 3 daciniti) , B'eTHam y3araslbHeHUX AaHux npo cuctemy dpapmakoHarnsgy, amiHa
MOPOLLKOM B (BMpPOGHNLTBO YyMOBHOBaXeHOT 0cobu, BigNOBIAaNbHOT 3a 34iICHEHHS hapMakoHarnaay;
KapTOHHIA roToBOro KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asBHVKa 415 34iACHEHHS
Kopooui NiKapcbKoro 3acooby, hapMakoHarnagy B YkpaiHi, KLU0 BOHA BigMiHHA Bif, yNIOBHOBaXEHOT
nepBuHHE Ta ocobw, BignoBiAa/IbHOT 3a 34iCHEHHS hapmakoHarnsagy (Bkaoyarum
BTOPUHHE KOHTaKTHI AaHi) Ta/abo 3MiHM Y po3MmilLeHHi MacTep-dhaiina cuctemu
nakyBaHHs); thapmakoHarnagy) - 3MiHa ynoBHOBaXKeHOT 0CO6U 3asBHMKA,
Megokemi T/, BiANOBIAA/IbHOI 3a 34ilicCHeHH:A dhapmakoHarnsgy. NponoHoBaHa pejakuis:
(3aBop C), Kinp Marina Couva. 3MiHa KOHTaKTH/X AaHUX YNOBHOBaXXEHOT 0cobu,
(BUPOBHMLTBO 3a BiANOBIAaA/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsagy. 3MiHa KOHTaKTHUX AaHnX
NMOBHUM LKOM) KOHTaKTHOI 0CO6U 3asiBHUKA, BiANOBIAA/IbHOI 3@ 34iiCHEHHS
thapmakoHarnagy B YkpaiHi. 3MiHa Micus 3[iACHEHHS] OCHOBHOT AiSNbHOCTI
3 chapmakoHarnsgy. 3miHa MicLie3HaXOKEHHA MacTep-haina
137, MEAAKCOH NMopoLLUOK AN Megokemi Kinp Megokewmi (da IcT) B'eTHam/ BHECEHHS 3MiH 40 peecTpaLliiiHux MaTepiasis:3MiHu | TUMY - 3MiHW WoA0 3a UA/7582/01/02
pO34uHy ons nTa NTA., (AcenTik Kinp 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go peyenmom
iH'eKUild, no 2, LiecbanocnopuH y3arasibHeHNX faHnx nNpo cucTemy dpapmakoHarnsgy (BBefeHHs
10 dpnakoHis 3 daciniti) , B'eTHam y3aranbHeHVX AaHnx Npo cuctemy hapmakoHarnsgy, 3miHa
MOPOLLKOM B (BMPOGHNLTBO YNOBHOB&aXXEHOI 0C06W, BifNOBIAa/IbHOT 3a 34iICHEHHS hapmakoHarnsagy;
KapTOHHIiA roToBOro KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHVKa A5 34iACHEHHS
Kopoobui nikapcbKoro 3acooby, thapmakoHarnagy B YKpaiHi, K0 BOHa BifMiHHA Bif, yNOBHOBaXKEHOI
nepBrHHe Ta ocobu, BiANOBIAa/IbHOI 3a 34iiCHEHHS hapmakoHarnsagy (Bkao4vaoum
BTOPWHHE KOHTaKTHI faHi) Ta/abo 3MiH1 y po3MmilLeHHi MacTep-dhaiina cuctemu
nakyBaHHs); hapmakoHarnsgy) - 3miHa ynoBHOBaXKeHOT 0co6M 3asBHMKa,
Mepokemi T/, BiANOBIAa/IbHOI 3a 34ilicHeHHs dhapmakoHarnsgy. NponoHoBaHa pefakLis:
(3aBog C), Kinp Marina Couva. 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0cobu,
(BMPOGHMLTBO 3a BiANOBIAA/IbHOI 3a 34ilicCHeHH:A dhapmakoHarnsagy. 3MiHa KOHTaKTHUX AaHnX
MOBHUM LIK/TOM) KOHTaKTHOI 0CO6M 3asBHWKa, BifNOBIAaIbHOI 3a 34iICHEHHS
thapmakoHarnagy B YkpaiHi. 3MiHa MicLsa 34iiCHEHHS] OCHOBHOI AisNIbHOCTI
3 thapmakoHarnsgy. 3miHa Micue3HaxoKeHHs macTep-dainna
138, MEAIATOPH pO34uH Ans MAT Ykpaina MAT "Tanuuchapm" Ykpaina BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianiB:3MiHu | Tuny - 3miHa 3a UA/15375/01/01
® iH ekuild, 15 "Tanuudpap napameTpiB cneuudgikauii Ta/abo AONYCTUMUX MEX O/151 AONOMIKHOT peyenmom
mr/mn no 1 mn B m" peyoBUHM (iHLWI 3MiHK); CyNyTHA 3MiHa: NPpUBEAEHHS cneungikauii Ta
amnyni, no 10 MEeTOZIB KOHTPO/O A1 [ONOMiXHOT pevyoBuHM Boga ans iH'ekuid 4o BUMor
amnyny MoHorpadii EP/O®PY, fitoyoro BUAaHHsA, a caMe: BUTyYEeHHs NoKasHUKa
KOHTYPHili «pH» Ta pegakuiiHi yTOYHEHHs1 A1l NokasHUKa «MikpoBGionorivyHmi
YapyHKOBIl MOHITOPUHI
ynakosui, no 1
KOHTYPHili
YapyHKOBIl
ynakoBLii B nayLli
139 MEAITAH kancysv no 100 AT YkpaiHa AT «Dapmak» YkpaiHa BHECEHHS 3MiH 40 peecTpavliiiHux MaTepiasiiB: 3MiHu | Tumny - 3a UA/12318/01/01
Mmr, o 10 kancyn «Papmar» AAMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo afpecu 3asBHUKaA | peyenmom

y 6nictepi; no 3
6aicTepn y nayuj

(BnacHuKa peecTpauiliHoro NocBig4eHHs) - 3MiHa Ha3BW Ta agpecu
3as1BHVKA. BBeAEHHS 3MiH NPOTSArom 6-Tv MicsILiB Mic/si 3aTBEPAKEHHS.
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n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
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3 KapTOHY 3MiHuW | TMNY - AgMiIHICTPaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
afjpecy MicL NPoBaXEHHS Ais/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
NikapcbKoro 3acoby, BKIKYAKUN AiNbHUL BANYCKY cepii abo Micue
NPOBeLEHHS KOHTPOJIO AKOCTI. (fiANbHICTb, 3a Ky BignoBsifae
BMPOGHMK/IMNOpPTEp, BK/IOYAKOUM BUMYCK CEpili) - 3MiHa Ha3BW Ta agpecu
BUPOGHMKaE, 6€3 3MiHWN Micus BUpOOHULTBA. BBEAEeHHSA 3MiH NPOTArom 6-1u
MicsLiB NicNs 3aTBEPAKEHHS.
140 MEAITAH kancysv no 300 AT YkpaiHa AT «Dapmak» YkpaiHa BHECEHHS 3MiH 40 peecTpaviiiHux MaTepiasiiB: 3MiHu | Tumny - 3a UA/12318/01/02
Mr, o 10 kancyn «Papmak» AAMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo afpecu 3asiBHUKa | peyernmom
y 6nicTepi; no 3 (BnacHviKka peecTpauiiHoro NocBigYeHHs) - 3MiHa Ha3BW Ta agpecu
abo 6 6nicTepis 3asBHUKaA. BBeAEHHS 3MiH NPOTArom 6-Tu MIiCALIB MiCNs 3aTBEPAKEHHS.
y nauui 3 3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
KapToHYy agpecy Micusi NpoBaKeHHS Aisi/IbHOCTi BUPOGHMKa/imnopTepa roToBoro
NiKapcbKOro 3acoby, BKIHOYAKUN AiNTbHUL BUMYCKY cepii abo Micue
NPOBeEeHHS KOHTPOJIIO AKOCTI. (AisNbHICTb, 3a AKy Bignosigae
BMPOGHMK/IMNIOPTEp, BK/IKOYAKOUM BUMYCK CEpIili) - 3MiHa Ha3BW Ta agpecun
BMPOGHMKa, 6e3 3MiHM Micus BMpObHULTBA. BBeAEHHS 3MiH NpoTArom 6-Tu
MicALiB Nic/a 3aTBePAKEHHS.
141, MEAITAH kancynu no 400 AT YkpaiHa AT «dapmak» Ykpaina BHECEHHS 3MiH 40 peecTpavjiiHnX MaTepianis: 3MiHW | Tuny - 3a UA/12318/01/03
Mmr, o 10 kancyn «Papmar» AAMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo afpecu 3asBHUKa | peyenmom
y 6nictepi; no 3 (BNacHvKa peecTpauiiHoro NocBigYeHHs!) - 3MiHa Ha3BW Ta agpecu
6nicTepu y nauui 3asBHUKA. BBeAEHHS 3MiH NPOTArom 6-Tu MICALB MiCAA 3aTBEPMAKEHHS.
3 KapTOHY 3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afpecu Micus NpoBaKEHHS AisiNIbHOCTI BUPOGHMKa/imnopTepa roToBoro
NiKapcbKoro 3acoby, BKIoUakun AibHULI BUNYCKy cepii abo Micue
NPOBeEeHHSA KOHTPOJIHO AKOCTI. (4isANbHICTb, 3a AKY Bignosigae
BMPOGHMK/IMNOPTEP, BK/IKOYAKOUM BUMYCK Cepili) - 3MiHa Ha3BK Ta agpecun
BMPOGHMKa, 6e3 3MiHM Micus BMPOOHULTBA. BBEAEHHS 3MiH NPOTAroM 6-Tu
MiCSLIB MicNs 3aTBEPAKEHHS.
142, MEAOMPAM TabneTkun, BKpUTI Megpokemi Kinp Megpokemi T/, Kinp/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianiB:3MiHv | TUMY - 3MiHW WoA0 3a UA/14937/01/01
NAiBKOBOIO nTa (3aBog AZ), Kinp; Higepna 6e3nekn/edeKkTMBHOCTI Ta thapmakoHarnsgy. BBegeHHss abo 3MiHM Ao peuenmom
060/10HKO0, MO dapmaLeBTil HAN y3arasibHeHNX JaHnx nNpo cucTemy dpapmakoHarnsgy (BBefeHHs
5 wr, no 10 AHaniTiL y3arasibHeHUX faHnx Npo cuctemy hapmakoHarnsgy, amiHa
Tabnetok y JlabopaTopiym YMOBHOBaXXEHOT 0CO0MU, BignoBigabHOI 3a 34iiCHEHHS (dapMakoHariaay;
6nicTepi; no 3 [OyiseH B.B., KOHTaKTHOI 0cO6U 3 chapMakoHarnsay 3asBHVKa 4151 34iACHEHHS
6nictepn y Higepnangu thapmakoHarnagy B YKpaiHi, K0 BOHa BifMiHHA Bif, yNOBHOBaXEHOI
KapTOHHIN 0ocobw, BignoBiAa/IbHOT 3a 34iCHEHHST hapmakoHarnsagy (Bkaoyarum
KopoobLi KOHTaKTHI AaHi) Ta/abo 3MiHN y po3MmilLeHHi MacTep-dhaiina cuctemu
hapmakoHarnagy) - 3MiHa ynoBHOBaXKEHOT 0CO6U 3asBHMKA,
Bi4NOBiAa/IbHOI 32 3[jICHEHHSsT hapmakoHarisgy. MponoHoBaHa pefakuis:
Marina Couva. 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0cobu,
BiiNOBIAaANbHOI 3a 3jiCHEHHS hapmakoHarnsgy. 3MiHa KOHTaKTHUX JaHUX
KOHTaKTHOT 0CO6U 3asiIBHMKA, BifNoBigasIbHOI 3a 34iNCHEHHST
thapmakoHarnagy B YkpaiHi. 3MiHa MicLs 3[iACHEHHS] OCHOBHOI AiNbHOCTI
3 (hbapmakoHarnagy. 3miHa MicLie3HaxomkKeHHs MacTep-dhaiina
143, MEAOMPAM TabneTku, BKpUTI Mepokemi Kinp Megokemi NT/, Kinp/ BHECEHHS 3MiH A0 peecTpavliiiHuX MaTepiasliB:3MiHN | TUMY - 3MiHW WoA0 3a UA/14937/01/02
NNiBKOBOO nTa (3aBog AZ), Kinp; Higepna 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy. BeegeHHs abo 3MiHn Ao peuyenmom
060/10HKO0, MO PapmaueBTiLL HAY y3araslbHeHVX AaHnx Npo cuctemy dapmakoHarnsgy (BBefeHHs
10 wr, no 10 AHaniTiw y3araJibHeHNX JaHnX Npo cucTemy dpapmakoHarnsgy, 3mMiHa
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n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
Tabnetok y Na6opaTopiym YNOBHOBaXKEHOI 0c06U, BiNOBIAAILHOT 3a 34iCHEHHS hapmakoHarnsgy;
6nicTepi; no 3 [OyiseH B.B., KOHTaKTHOI 0cO6U 3 chapmakoHarnsay 3asBHVKa 415 34iACHEHHS
6nictepu y HigepnaHaun hapMakoHarnagy B YkpaiHi, KO BOHA BigMiHHA Bif, yNIOBHOBaXKEHOT
KapTOHHIlA 0ocob6u, BiANOBIAasIbHOI 3a 34iiCHEHHA hapmakoHarnsay (Bkaoyaoum
Kopobui KOHTaKTHI AaHi) Ta/abo 3MiHN Y po3MmilLeHHi MacTep-dhaiina cuctemu
thapmakoHarnagy) - 3mMiHa ynoBHOBaXKeHOT 0CO6U 3asBHMKA,
BiNOBIfaNbHOI 3a 3iiCHEHHS hapmakoHarnsgy. MponoHoBaHa pefakuis:
Marina Couva. 3miHa KOHTaKTHUX JaHNX YNOBHOBaXEHOT 0cobm,
BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsagy. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOI 0COBM 3asBHWKA, BiNOBIAANbHOI 32 34iICHEHHS
thapmakoHarnagy B YkpaiHi. 3MiHa MicLs 3[4iACHEHHS] OCHOBHOT AiSNbHOCTI
3 chapmakoHarnsgy. 3miHa MicLLe3HaXoKEHHA MacTep-dhaina
144, MEAOMPAM TabneTkun, BKpUTI Megokemi Kinp Megokemi T/, Kinp/ BHECEHHS 3MiH 0 peecTpavliiniHux MmaTepiasis:3MiHu | TUMY - 3MiHW WoA0 3a UA/14937/01/03
N/1iBKOBOIO nTa (3aBopg AZ), Kinp; Higepna 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go peyenmom
060/10HKO0, MO dapmaLeBTiL HaW y3arasibHeHNX JaHnx nNpo cucTemy dpapmakoHarnsgy (BBefeHHs
20 mr, no 10 AHanITIW y3araslbHeHUX AaHux Npo cuctemy dpapmakoHarnsgy, aMmiHa
Tabnetoky NabopaTopiym YMOBHOBaXXeHOT 0cobu, BigNOBiAaNbHOT 3a 34iICHEHHS hapMakoHariaay;
6nictepi; no 3 [OyiseH B.B., KOHTaKTHOI 0co6U 3 chapMakoHarnsay 3asBHVKa 151 34iACHEHHS
6nictepu y Higepnangu thapmakoHarnagy B YKpaiHi, K0 BOHa BifMiHHA Bif, yNOBHOBaXXEHOI
KapTOHHIiA oco6u, BiAMNOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsagy (Bkaovaoum
Kopobui KOHTaKTHI AjaHi) Ta/abo 3MiH1 y po3MilLeHHi MacTep-dhaiina cuctemu
thapmakoHarnsgy) - 3MiHa ynoBHOBaXKEHOT 0CO6U 3asBHMKA,
BiANOBIAa/IbHOI 3a 34ilicHeHHs dhapmakoHarnsgy. NponoHoBaHa pejakuis:
Marina Couva. 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicHeHHsA dhapmakoHarnsagy. 3MiHa KOHTakTHUX AaHnX
KOHTaKTHOT 0CO6U 3asiBHMKA, BifnoBigasibHOI 3a 34jiACHEHHS
thapmakoHarnagy B YkpaiHi. 3MiHa MicLsa 3[iliCHEHHS] OCHOBHOI AisNIbHOCTI
3 thapmakonarnsgy. 3miHa MicLe3HaxoKeHHS MmacTep-daina
145, MEJTOKCUKA | po3unH gns TOB Ykpaina TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 10 peecTpauiitHux maTepianis: 3miHu | Tuny - 3MiHu Woa0 3a UA/12604/01/01
M-CAHO®I iH'ekujin, 15 "CaHodi- Pecny6n 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3mMiHu y KopoTkili peuenmom
mr/1,5 mn; Ne 5, ABeHTIC iKa XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
Ne 10: no 1,5 mn YkpaiHa" MeJMYHOro 3aCTOCYBaHHS reHepUYHMX/ribpuaHNX/6ionodibHUX Nikapcbkux
B amnyni; no 5 3ac006iB Mic/1si BHECEHHSI TiEl camoi 3MiHM Ha pedhepeHTHUIA npenapat
abo no 10 (3MiHa He noTpebye HaJaHHS XOAHMX HOBMX AOAATKOBUX AaHWX) 3MiHK
amnyny BHeCeHi 10 IHCTPYKUIT 415 MEeJUYHOro 3aCTOCyBaHHS NikapCbKoro 3acoby y
KapTOHHIlA po3ainu "dapmakonoriyHi BnactneocTi”, "MNokasaHHA" (pegaryBaHHs),
KopoobLi "B3aemogis 3 iHWMMU flikapcbkMMK 3acob6amu Ta iHLWi BUAY B3aEMOgiin",
"Mo6iyHi peakyii” 3rigHO 3 iIHhOpPMALED WOoA0 MeanyYHOro 3acTOCyBaHHS
pedhepeHTHOro nikapcebkoro 3acoby (MOBAJIIC, po3uunH ans iH'ekwiid, 15
Mr/1,5 mn). BBefeHHs 3MiH MpOTAroM 6-X MicsLiB NicNs 3aTBEPAKEHHS.
146, METPO- pO34uH Ans Bionoriwe Himeyun Bionoriwe Himeuun BHECEHHS 3MiH 0 peecTpaLiiiHuX MaTepiasiB:3MiHN | TUMY - 3MiHW LWoA0 3a UA/2055/01/01
AOQHEKC- iH'ekyiii no 1,1 Xaiinbmitte Ha XaiinbMiTTens Ha 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy. BeegeHHss abo 3MiHM Ao peyenmom
IH'E€ENb M1 B amnyii; no Nb Xeenb Xeenb Mv6X y3araJlbHeHUX AaHux nNpo cuctemy dpapmakoHarnsgy (BBeAeHHs
5amnyny mM6X y3arasibHeHNX JaHunx npo cuctemy dpapmakoHarnsgy, 3miHa
KOHTYpHIl YNOBHOBaXKEHOI 0c06U, BifNOBIAAIbHOT 3a 34iCHEHHS hapMakoHarnsgy;
YapyHKOBIW KOHTaKTHOT 0CO6U 3 dhapMakoHarnsay 3asiBHVUKa 415 34iCHEeHHS

ynakosui; no 1,
no 2 a6o no 20
KOHTYPHUX

hapMakoHarnagy B YkpaiHi, KLU0 BOHA BigMiHHA Bif, yNIOBHOBaXKEHOT
0co6wu, BiANOBifa/IbHOT 3a 34iiCHEHHA thapMakoHarnsay (BKIyaoum
KOHTaKTHi flaHi) Ta/abo 3MiHM Yy PO3MilLLLeHHI MacTep-dalina cuctemu
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YapyHKOBMX hapmakoHarnsgy) - 3miHa KOHTaKTHOI 0Co6yu 3asBHWKa, BignoBifanbHOT 3a
yMakoBOK y 3[jiCHeHHs1 hapMakoHarisay B YkpaiHi: [ponoHoBaHa pefakuis —
Kopobui 3 LLlanosasnioBa IHHa AHaTOMiBHA. 3MiHA KOHTAKTHUX JaHUX KOHTaKTHOT
KapToHYy 0Cco6M 3asBHMKa, BiANOBIAANLHOI 3a 34iiCHEHHS hapmakoHarnsay B
YKpaiHi
147, MUPLIEPA® po34uH ans ®.XopcpmaH | LBeiiua Bupo6HMLTBO Himeuun BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 3MiHu | Tuny - 3a UA/16434/01/01
iH ey no 75 H-J18 Pow pis Hepo3g)acoBaHol Ha/ AZMIHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun micus peyenmom
Mkr/0,3 mn; 1 nto npoaykuii, nepeuHHe | LUBeliua NPOBaPKEHHN AiS/IbHOCTI BUPO6HUKa/iMnopTepa roToBoro Jlikapcbkoro
nonepegHL0 nakyBaHHs, pis 3aco0by, BK/IYaUK AinbHULI BUNYCKy cepii abo micue npoBefeHHs
HarnoBHeHW BTOPVHHE KOHTPO/II0 AKOCTI. (AiANbHICTb, 3a AKy Bignosigae BUPo6HuK/iMnopTep, He
LINpUL, pasoMm 3 nakyBaHHs, BK/IOUAOUM BUMYCK Cepili) - 3MiHa agpecyn BupobHuka ®.XoddmaHH-/15
roJiKoK A/1A BUNPOGYBaHHSA Pow /ita, WBeliyapis, 6€3 3MiHM MicLiA BUPOGHMLTBA. BBEAEHHS 3MiH
IH'EKLin y KOHTPO/I0 AKOCTi (3a NPOTAroM 6-T1 MIiCALIB MiC/1A 3aTBEPKEHHS.
KapTOHHIA BVHATKOM
ynakoBLi BUNPOGYBaHHSA
MEeToA0M

6ionoriyHoro
aHani3y "AKTUBHICTb
in vivo, Ha
HOPMOUMTEMIYHIl
Muwi" ans
[OCNigKEHHS
cTabinbHoCTI),
BMNYCK cepil:
Pow [jarHocTtuke
m6X, HimeuunHa,;
BunpobyBaHHs
KOHTPOJIH0 SIKOCTI
aKTMBHOCTI ANs
BU3HAYEHHS (Ti/IbKK
BMNPOGYBaHHSA
MeToA0M
6ionoriyHoro
aHanisy "AKTUBHICTb
in vivo, Ha
HOPMOLMTEMIYHIl
Muwi" gns
LOCNiMKEHHS
CTabinbHOCTI):
Bioecceli-flabop
dotop bionoriwe
Ananitik F'moX,
HimeuunHa;
Brpo6HMLTBO
Hepo3gacoBaHo!
npoayKuii, NnepBnHHe
nakyBaHHs,
BUNPOGYBaHHSA
KOHTPO/I0 AKOCTi (3a
BUHATKOM
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BMNPOGYBaHHSA
MeToA0M
6iosoriyHoro
aHanisy "AKTUBHICTb
in vivo, Ha
HOPMOLMTEMIYHIl
Muwi" ans
LOCNiMKEHHS
cTabiNbHOCTI:
®.XothpmaHH-/15
Pow NTa,
LLiBeiiLapis
148, MUPLIEPA® po34uH ans ®.Xodpcpman | Lseiua Brpo6HMLTBO Himeuun BHECEHHS 3MiH 0 peecTpaliinHmx MmaTepiasis: 3MiHu | Tuny - 3a UA/16434/01/02
iH ekuili mo 50 H-/18 Pow pist Hepo3dacoBaHol Ha/ AAMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus peyenmom
Mkr/0,3 mn, 1 nrp, npoaykuii, nepeuHHe | LlBeiiua NPoBaPKEHHS Ais/IbHOCTI BUPOBHMKa/iMnopTepa roToBoro Nikapcbkoro
nonepeaHL0 nakyBaHHs, pis 3ac00y, BKIIOYAKUM [ibHNL BUNYCKY Cepii abo MicLe NpoBeAeHHSs
HanoBHeHW BTOPUHHE KOHTPOJTO AKOCTI. (AiSNbHICTb, 32 AKy Bignosigae BUPo6HuK/iMnopTep, He
LINpWL, pasoMm 3 nakyBaHHs, BK/IOUAOUM BUMYCK cepil) - 3MiHa agpecn BUpobHuka ®.XoddmaHH-/15
ro/iKoK A/15 BMNPOGYBaHHSA Pow Jita, Wseliuapis, 6€3 3MiH1 MicLA BUPOGHMLTBA. BBEAEHHS 3MiH
iH'EKLi y KOHTPO/I0 SKOCTi (3a NPOTAroM 6-TW MiCALIB MiC/IA 3aTBEPKEHHS.
KapTOHHIiA BUHATKOM
ynakoBLi BMNPOGYBaHHSA
MeToA0M

6ionoriyHoro
aHanisy "AKTUBHICTb
in vivo, Ha
HOPMOLMTEMIYHIl
Muwi" gns
LOCNiMKEHHS
cTabinbHOCTI),
BUMYCK Cepii:
Pow [liarHocTukc
M6X, HimeyunHa;
BunpobyBaHHs
KOHTPOJIHO AKOCTI
aKTMBHOCTI ANs
BM3HAYEHHS (TiNbKM
BMMNPOGYBaHHSA
MeToA0M
6ionoriyHoro
aHanizy "AKTUBHICTb
in vivo, Ha
HOPMOLMTEMIYHIV
Muwi" gns
LOCNiMKEHHS
cTabinbHoCTI):
Bioecceli-Nlabop
dorop Gionoriwe
AHaniTik F'moX,
HimeyuunHa;
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n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
Brpo6HMLTBO
Hepo3dacoBaHo|
npoaykuii, nepBrHHe
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPOSIO SIKOCTI (3a
BUHATKOM
BMNPOGYBaHHSA
MeTOoA0M
6iosnoriyHoro
aHanisy "AKTUBHICTb
in vivo, Ha
HOPMOLMTEMIYHIlA
Muwi" gns
LoCNimKeHHsA
CTabifIbHOCTI:
®.XothdpmaHH-/15
Pow JlTa,
Leliuapis
149. MIKOTFENb® renb 20 mr/r no MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHuX MmaTepiasiB:3MiHu | Tuny - 3miHa 6e3 UA/1316/01/01
15 ry Ty6ax; no "Kuismegnp "Kuismegnpenapar” HalilMeHyBaHHs 3as1BHUKa, 6e3 3mMiH y MKS /13; 3anponoHoBaHo: MoBHa peyenma
1 Ty6i y nayui enapar” Ha3Ba AkLjoHepHe ToBapucTeo "KuiBmegnpenapar” CkopoyeHa HasBa
MAT "KuiBmegnpenapar”; 3miHu | Tuny - 3mMiHa Ha3BW BUPOGHWMKA, 6e3 3MiH
y MKA /13, 6€e3 3MiH B iHCTPYKLi 419 MeAUYHOro 3aCTOCyBaHHA Ta Y TEKCTI
MapkyBaHHs J13; 3anponoHoBaHo: MoBHa Ha3Ba AKLiOHEpHE TOBapuCTBO
"Kuismegnpenapar” CkopoyeHa Ha3sa MNMAT "KuiBmegnpenapar”
150., MIHIPUH cnpeit $eppiHr Lseiiua ®eppiHr MM6X, Himeuun BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis:3MiHN | TUMY - 3MiHW WO0A0 3a UA/5118/01/01
HasaIbHUIA, IHTepHeLHN pis HimeyunHa Ha/ 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy. BeegeHHs abo 3MiHM Ao peyenmom
[o30BaHuit, 10 CeHntep CA (BMpOGHMLTBO, LBeniua y3araslbHeHUX AaHux npo cuctemy dpapmakoHarnsgy (BBefeHHs
MKr/no3y no 50 BiANOBigaIbHUI 3a pis y3araslbHeHUX AaHux nNpo cuctemy dpapmakoHarnsgy, amiHa
pos (5mn)y nepBuHHE yMOBHOBaXeHOT 0cobu, BigNOBIAaNbHOT 3a 34iICHEHHS hapMakoHarnagy;
donakoHax Ne 1 nakyBaHHs, KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHVKa A5 34iACHEHHS
KOHTPO/Ib SAKOCTI Ta hapMakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Bif, yNIOBHOBaXKEHOT
BUMYCK cepil); ocob6u, BiANOBIAa/IbHOI 3a 34iICHEHHA hapmakoHarnsgy (Bkaoyaoum
PeppiHr KOHTaKTHi AaHi) Ta/abo 3MiHN y po3MmilLeHHi MacTep-dhaiina cuctemu
IHTepHelwwHn CeHTep hapmakoHarnsgy) - 3MiHa KOHTaKTHOI 0co6M YNOBHOBaXXEHOI 0cobu
CA, Weeiiyapis 3asBHUKA, BIANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsgy B YKpaiHi.
(BignoBiganbHuii 3a MponoHoBaHa pepakuis: Kyuma Bonogumup OnekcaHApoBuY.
BTOPUHHE 3MiHa KOHTaKTHUX faHUX KOHTaKTHOI 0CO6M YNOBHOBaXKEHOI 0CO6YU
nakyBaHHs) 3asBHUKA, BiANOBIAAIbHOI 3a 34iICHEHHS dhapmakoHarnagy B YKpaiHi
151, MOKCWH TabneTku, BKpUTI CKAH IHais BadHa IHais BHECEHHS 3MiH 0 peecTpaLiiiHuX MaTepiasiB:3MiHN | TUMY - 3MiHW LWoA0 3a UA/11530/01/01
NAiBKOBOIO BIOTEK dapmacbloTikasic 6e3nekn/edeKkTMBHOCTI Ta thapmakoHarnsay. BeegeHHss abo 3MiHM Ao peyenmom
060/10HKOI0, MO nTa NTa., IHApis; BiBivepg, y3araJlbHeHUX AaHux nNpo cuctemy dpapmakoHarnsgy (BBeAeHHs

400 mr Ne 5: no
5 Tabnetok y
6nictepi; no 1
6nictepy B

Nab6c N1, IHgjs

y3arasibHeHUX AaHnx Npo cuctemMy hapmakoHarnsay, 3mMiHa
YNOBHOBaXKEHOI 0c06W, BifNOBIAAIbHOI 3a 34iCHEHHS hapmakoHarnsgy;
KOHTaKTHOT 0CO6U 3 dhapMakoHarnsay 3asiBHVUKa 415 34iCHEeHHS
chapmakoHarnsay B YKpaiHi, SKU0 BOHa BigMiHHA Bif YNOBHOBaXXEHOT
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KapTOHHIlA ocob6u, BiANOBIAa/IbHOI 3a 34iiCHEHHA hapMakoHarnsay (Bkaoyaoum
Kopobui KOHTaKTHI AaHi) Ta/abo 3MiHN Y po3MmilLeHHi MacTep-dhaiina cuctemu
thapmakoHarnagy) - 3MiHa ynoBHOBaXKeHOT 0CO6U 3asBHMKA,
BiAnoBiAaNbHOI 3a thapmakoHarnsag: MponoHoBaHa pepakLis:
lonanakpiwHa MaHikep BiHy. 3MiHa KOHTAKTHNX JaHWX YNOBHOBaXKEHOT
ocobu 3asiBHUKA, BiANOBIAA/IbHOI 3a 34iicCHEHHSA dapmakoHarnsgy. 3miHa
KOHTaKTHOI 0CO6M YNOBHOBaXKEHOT 0CO6M 3asiBHMKA, BiANOBIAA/ILHOT 38
3pjicHeHHs hapmakoHarnsay B YkpaiHi. [lponoHoBaHa pegakuis:
IBaHULbKMIA AHAPIV BacunboByYy. 3MiHa KOHTAKTHUX JaHWUX KOHTaKTHOT
0CcOo6Y YNOBHOBaXEHOI 0CO6M 3asiBHMKA, BifNOBIAaIbHOT 3a 3iICHEHHS
papMakoHarnsiay B YkpaiHi
152, MOKCWVH TabneTku, BKPUTI CKAH IHais BadHa IHAis BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasiiB:3MiHN | TUMY - 3MiHW LWO0A0 - UA/11531/01/01
nAiBKOBOO BIOTEK dapmacbloTikasic 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy. BeegeHHs abo 3MiHM Ao
060/10HKO0, N0 nTa NTa., IHAis; BiBivepg, y3arasibHeHVX AaHux Npo cucteMy dpapMakoHarsay (BBefeHHs
400 wr in bulk: Na6e Nta, IHais y3araslbHeHUX AaHux npo cuctemy dpapmakoHarnsgy, amiHa
Ne 1000 YMOBHOBaXeHOT 0cOobu, BigNOBIAaNbHOT 3a 34iICHEHHS hapMakoHariaay;
(5x200): mo 5 KOHTaKTHOI 0co6U 3 chapMakoHarnsay 3asBHVKa 415 34iACHEHHS
Tabnetoky hapMakoHarnagy B YkpaiHi, KLU0 BOHA BigMiHHA Bif, yNIOBHOBaXEHOT
6nicTepi; no 200 ocob6u, BiANOBIAa/IbHOI 3a 34iICHEHHA hapmakoHarnsagy (Bkaoyaoym
6nicTepiB y KOHTaKTHI AaHi) Ta/abo 3MiHM Y po3MmilLeHHi MacTep-dhaiina cuctemu
KapTOHHIlA thapmakoHarnagy) - 3MiHa ynoBHOBaXKeHOT 0CO6U 3aABHMKA,
kopobui; in bulk: BiAnoBiAaNbHOI 3a thapmakoHarnsag: NMponoHoBaHa pegakLis:
Ne 1000: no lonanakpiwHa MaHikep BiHy. 3MiHa KOHTaKTHUX JaHWX YNOBHOBaXKEHOT
1000 TabneTtok y ocobu 3asiBHUKA, BiANOBIAA/IbHOI 3a 34iiCHEHHSA dapmakoHarnsgy. 3miHa
KOHTelHepax KOHTaKTHOT 0CO61 YNOBHOBaXKEHOT 0CO6M 3asiBHMKA, BiANOBIAA/IbHOT 3a
3[4iiCHeHHs dhapmakoHarniagy B YkpaiHi. [ponoHoBaHa pefakuis:
IBaHULbKMIA AHAPIV BacunboBrYy. 3MiHa KOHTAKTHUX JaHWUX KOHTaKTHOT
0cobu ynoBHOBaXKEHOT 0CO6VM 3asiBHMKA, BifMnoBifasibHOT 3a 3MiACHEHHSA
dpapMakoHarnsiay B YkpaiHi
153, MOJIECKIH® masb 0,1 %, no AT YkpaiHa AT "®apmak” Ykpaina BHECEHHS 3MiH [0 peeCTpaLiiiHnX maTepianiB:3MiHu | TUMy - BBEAEHHSN 3a UA/7002/02/01
15ry 1y6i; no 1 "®dapmak” [0[aTKOBOro po3Mipy cepii roTOBOrO JlikapCbKOro 3acoby; 3anponoHOBaHO: | peyenmom
Ty6i y mauui 3 200 kr (13 Tuc. Ty6 no 15 r) 350 kr (23 Tuc. Ty6 no 157)
KapTOHY
154, MOMAT kpem 0,1 % no 5 neHmapk IHais neHmapk IHgis BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB:3MiHN | TUMy - 3MiHK W0A0 3a UA/7827/01/01
KPEM ra6o 15r B Ty6i; | ®apmacbioT PapmacboTuKan3 6e3nekn/ecdheKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go peyenmom
no 1 Ty6iy nkans Jita,. Nimiten, HAjis; y3aranibHeHNX gaHnx Npo cuctemy dapmakoHarnsgy (sBefeHHs
KapTOHHIi neHmapk y3ara/ibHeHUX JaHunx npo cucTemy dpapmakoHarnsgy, 3mMiHa
ynakoBLj dapmacbloTUkan3 YNOBHOB&XXEHOI 0C06W, BifNOBIAa/IbHOT 3a 34iCHEHHS hapmakoHarnsagy;
nra., IHpia KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHVKa A5 34iNCHEHHS

hapMakoHarnsgy B YkpaiHi, SKLO0 BOHA BigMiHHA Bif, yNTOBHOBaXKEHOT
ocobu, BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsagy (Bkaouvaoum
KOHTaKTHI AaHi) Ta/abo 3MiH1 Y po3MilLeHHi MacTep-dhaiina cuctemu
hapmakoHarssgy) - 3MiHa ynoBHOBaXKEHOT 0CO6U 3asBHMKA,
BignosigasibHOI 3a hapmakoHarnsi. MNponoHoBaHa pefakLuis: YTe XodHep
/ Ute Hoeffner. 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXKEHOI 0CO6Y 3asBHIKa,
BiANOBIAa/IbHOT 32 hapmakoHarnisg,. 3MiHa KOHTaKTHOI 0cobum
YNOBHOBaXEHOI 0C06YM 3asBHVKA, BiANOBiAaNbHOT 3a 34iICHEHHS
hapmakoHarnsagy B Ykpaini. NMponoHosaHa pegakuis: MameTosa [liHa
HisiziBHA. 3MiHA KOHTAKTHUX JaHMNX KOHTAKTHOT 0COOGUN YNOBHOBaXEHOT
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0Cco6M 3asBHMKA, BiANOBIAANBHOI 3a 34iiCHEHHS hapmakoHarnsgy B
YkpaiHi. 3MiHa Micus 34iiCHEHHA OCHOBHOI AisifIbHOCTI 3 hapmakoHarnsgy.
3MiHa MicLe3HaxoMKeHHs1 MacTep-halina cuctemu hapMakoHarisgy ta
ioro Homepy
155 MOMAT ma3b 0,1 % no 5 neHmMapk IHAaia neHmapk IHAjs BHECEHHS 3MiH A0 peecTpavliiiHuX MaTepiasiB:3MiHu | TUMY - 3MiHW WoA0 3a UA/7827/02/01
MA3b raéo 15ry 1y6i; | PapmacbioT PapmacbloTUKan3 6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy. BeegeHHs abo 3MiHM Ao peuenmom
no 1 1y6iy nkans Jitg,. Nimiteq, HAjs; y3aranibHeHVX gaHnx Npo cuctemy dapmakoHarnisay (BBefeHHs
KapTOHHIi FneHmapk y3arasibHeHUX JaHnx npo cuctemy dpapmakoHarnsgy, 3mMiHa
ynakoBLi PapmacbloTUKan3 YMOBHOBaXEHOT 0c06U, BiANOBIAaNLHOT 3a 34iICHEHHST hapMakoHariaay;
nTa., IHaia KOHTaKTHOI 0co6M 3 thapmakoHarnsgy 3asnBHVKa 415 34iACHEHHSA
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif, yNIOBHOBaXEHOI
ocobu, BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsgy (Bkaovaoum
KOHTaKTHi fjaHi) Ta/abo 3MiHM y pO3MiLLLEeHHI MacTep-halina cuctemu
hapmakoHarnsgy) - 3miHa ynoBHOBaXeHOT 0cobum 3asBHMKa,
BignosigasibHOI 3a hapmakoHarnsg. MNponoHoBaHa pefakLis: YTe XodHep
/ Ute Hoeffner. 3miHa KOHTaKTHNX AaHUX YNMOBHOBaXKEHOT OCOOU 3asIBHMKA,
BiANOBiAaNbHOI 3a chapmakoHarnsg,. 3miHa KOHTaKTHOI 0co6u
YNOBHOBaXEHOI 0CO6M 3asBHMKA, BiANOBiAaNbHOT 3a 34iACHEHHS
hapmakoHarnsagy B Ykpaini. NMponoHosaHa pegakuis: MameTosa [liHa
HisziBHa. 3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT
0Cco6U 3asBHIKA, BiANOBIAAILHOI 3a 3/iiCHEHHS chapMakoHarnsgy B
YkpaiHi. 3MiHa MicuA 34iICHEHHA OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsgy.
3MiHa MicLe3HaxomKkeHHs MacTep-halina cuctemu hapmakoHarisgy Ta
ioro Homepy
156, MOHOCAH® Tabnetku no 20 NMPO.MEZA.L, Yecbka KOO®APMA c.p.o., Yecbka BHECEHHS 3MiH 40 peecTpauiiHux martepianiB:3amMiHu | Tuny - 3miHa y 3a UA/4257/01/01
mr no 10 CMparaa.c. | Pecny6bn | Yecbka Pecnybnika | Pecnybn | meTogax BMNpoGyBaHHSA rOTOBOrO /liKapPCbKOro 3acoby - He3HauHi 3MiHu Ta | peyernmom
Tabnetok y ika (nepBuHHe Ta ika/ YTOUYHEHHA 40 MeToAy BUNpobyBaHHSA «BTpaTa B Maci Npy BUCYLLYBaHHI»,
6nictepi; no 3 BTOPVHHE Cnosay «OHOPIAHICTb 4030BaHMX Of4MHMLb» FOTOBOIO JliKapcbKoro 3acoby, a
6nictepu B nakyBaHHs); bka came NpuBefeHHS BUKNaLKU METOAMKN, Y BiANOBIAHICTb A0 MaTepiasliB
KapTOHHIlA MPO.MEA.LIC Pecny6n peecTpauiiiHoro Aocke
KopoobLi Mpara a.c., Yecbka iKa
Pecny6nika
(BUPOBHMLTBO 3a
MOBHVM LMK/IOM);
XBM ®apma c.p.o.,
Cnosaubka
Pecny6nika
(BMpOGHMLTBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/1b SIKOCTI)
157, MOHOCAH® Tabnetku no 40 MPO.ME[A.LL Yecbka KOO®APMA c.p.o., Yecbka BHECEHHS 3MiH 40 peecTpauiiHux martepianiB:3aMiHu | Tuny - 3mMiHa y 3a UA/4257/01/02
mr no 10 C Mpara a.c. | Pecnybn Yecbka Pecnybnika | Pecny6n | meTofax BUNPOGYBaHHS rOTOBOrO NiKapCbKOro 3acoby - He3HauHi 3MiHM Ta | peyernmom
Tabnetok y iKa (nepsBuHHe Ta ika/ YTOYHEHHSA [0 MeTOoAy BUNPOo6yBaHHS «BTpaTa B Maci Npy BUCYLLYBaHHI»,
6nictepi; no 3 BTOPVHHE Cnosauy «Op[HOPIAHICTb [030BaHUX OAMHULIb» TOTOBOrO MiKapCbKoro 3acoby, a
6nictepn B nakyBaHHs); bka came NpuBefeHHS BUKNaAKU METOAMKN, Y BiANOBIAHICTL A0 MaTepiasiB
KapTOHHIlA MPO.MEA.LIC Pecny6n peecTpavuiiiHoro Aocke
Kopobu,i Mpara a.c., Yecbka ika
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Pecny6nika
(BMPOGHMLTBO 3a
NMOBHWUM LMK/IOM);
XBM ®apwma c.p.o.,
Cnosaubka
Pecny6nika
(BpO6HMLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/Tb AIKOCTI)
158., MYNIMEH Kpanni opasibHi Bionoriwe Himeuun Bionoriwe Himeuun BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasiiB:3MiHN | TUMY - 3MiHW LWO0A0 6e3 UA/3698/01/01
no 50 mny Xannbmitre Ha Xannemitrenb Ha 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy. BeegeHHs abo 3MiHM Ao peyenma
donakoHi- Nb Xeernb Xeenb M'M6X y3arasibHeHNX JaHnx nNpo cucTemy dpapmakoHarnsgy (BBefeHHs
KpanenbHuLj; No rmM6X y3arasibHeHUX JaHnx npo cuctemy dpapmakoHarnsgy, 3miHa
1 chnakoHy- YMOBHOBaXeHOT 0cOobu, BigNOBIAaNbHOT 3a 34iICHEHHS hapMakoHariaay;
KpanesnbHuui y KOHTaKTHOI 0co6U 3 chapMakoHarnsay 3asBHVKa 415 34iACHEHHS
Kopobu,i 3 hapMakoHarnagy B YkpaiHi, KLU0 BOHA BigMiHHA Bif, yNIOBHOBaXEHOT
KapToHYy ocobw, BignoBiAa/IbHOT 3a 34iCHEHHS hapmakoHarnsagy (Bkaoyarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y po3MmilLeHHi MacTep-dhaiina cuctemu
hapmakoHarnsgy) - 3MiHa KOHTakTHOI 0cobu 3asiBHUKa, BIAMNOBIAa/ILHOT 3a
3[jiCHeHHs1 hapmakoHarnsay B YkpaiHi: [ponoHoBaHa pefakuis —
LLlanoBasioBa IHHa AHaTo/iIBHA. 3MiHA KOHTAKTHWUX AaHNX KOHTaKTHOT
0Cco6U 3asBHIKA, BiANOBIAAILHOI 3a 3/iiCHEHHS chapMakoHarnsay B
YkpaiHi
159 HA3OHEKC® | cnpei LepiHr- LLBeiua MCJ, IHTepHeLwHN CiHrany BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianiB:3miHu | Tuny - 3MiHa Ha3Bu 3a UA/7491/01/01
HasasibHUiA, Mnay pis v6X (dinis p/ noctavyanibHUKa KOMMOHEHTIB MexaHiamy nomnu goiakoHy 3 Alcan Ha peuenmom
[o30BaHuii, 50 CeHTtpan Ict Cinranyp), CiHranyp; | Benbris Novelis. KifibKicHWi1 Ta SIKICHUIA Cknaj KOMMOHEHTIB MeXaHi3My nomnm
MKr/go3y; no 18 Al LWepinr-Mnay labo h1akoHy He 3MiHMBCSA
r (140 po3) H.B., Benbria
cycnexsii y
nonieTnieHoBoOM
y thnakoHi 3
[03y04nm
Hacocom-
posnuaoBayem,
3aKpUTUM
KoBnaykom, no 1
donakoHy y
KapTOHHIW
Kopo6ui
160., HAPOIMIH po3uuH ans AcneH Ipnangis AcTtpa3eHeka Ab Lsewis BHECEHHS 3MiH [0 peecTpaLiiiHnx MmaTepianiB:3MiHv | TUMY - 3MiHW WoA0 3a UA/9670/01/03
iH'exuin, 10,0 dapma 6e3nekn/edeKkTMBHOCTI Ta thapmakoHarnsgy. BBegeHHss abo 3MiHM Ao peuenmom
mr/mn no 10 mn Tpenginr y3arasibHeHNX JaHnx nNpo cucTemy dpapmakoHarnsgy (BBefeHHs
B amnyni; no 1 Nimiten y3arasibHeHUX faHnx Npo cuctemy hapmakoHarnsgy, amiHa

amnyni B
KOHTYPHIi
YapyHKOBIl
ynakoBLi; no 5

YNOBHOBaXXEHOT 0COOMU, BigNoBigabHOI 3a 34iiCHEHHS (dapMakoHariaay;
KOHTaKTHOI 0co6U 3 chapMakoHarnsay 3asBHVKa 415 34iACHEHHS
thapmakoHarnagy B YKpaiHi, K0 BOHa BifMiHHA Bif, yNOBHOBaXeEHOI
0co6w, BignoBiAa/IbHOT 3a 34iCHEHHST hapmakoHarnsagy (Bkawyarum
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KOHTYPHUX KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-haiina cuctemu
YapyHKOBMX thapmakoHarnsgy) - 3MiHa KOHTakTHOI 0C06M YNOBHOBaXEHOI 0co6U
ynakoBOK Y 3asBHVIKa, BigNoBiganbHOI 3a chapmakoHarnsag B YkpaiHi. NponoHoBaHa
KapTOHHIA navui pepakuisa: Kyuma Bonogumup OnekcaHaposuy. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOI 0CO6M YNOBHOBaXXEHOT 0COOM 3asiBHUKA, BiAMOBIAA/IbHOI 3@
thapmMakoHarnsag B YkpaiHi
161, HAPOIMIH po3uuH ans AcneH Ipnangis AcTtpa3eHeka Ab LLseuis BHECEHHS 3MiH 0 peecTpaLliniHux MaTepiasis:3MiHN | TUMY - 3MiHW WoA0 3a UA/9670/01/02
iH'ekuin, 7,5 dapma 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go peyenmom
mr/mn no 10 mn Tpenginr y3arasibHeHNX JaHnx Npo cucTemy dpapmakoHarnsgy (BBefeHHs
B amnyni; no 1 NimiTeq y3araslbHeHUX AaHux Npo cuctemy dpapmakoHarnsgy, aMmiHa
amny”ni B YMOBHOBaXXEHOT 0cobu, BigNOBiAaNbHOT 3a 34iICHEHHS hapMakoHariaay;
KOHTYPHIl KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHVKa A5 34iACHEHHS
YapyHKOBIl thapmakoHarnagy B YKpaiHi, SKL0 BOHa BifMiHHA Bif, yNOBHOBaXXEHOI
ynakosLi; no 5 oco6u, BiAMNOBIAa/IbHOI 3a 34iiCHEHHS hapMmakoHarnsagy (Bkaovaoum
KOHTYPHUX KOHTaKTHI AjaHi) Ta/abo 3MiHM Y po3MilLeHHi MacTep-dhaiina cuctemu
YapyHKOBUX thapmakoHarnsgy) - 3MiHa KOHTakTHOI 0C06M YNOBHOBaXEHOI 0co6u
ynakoBOK Yy 3asBHUKA, BiANOBIAA/IbHOI 3a hapMakoHarnisg B YkpaiHi. [ponoHoBaHa
KapTOHHI navui pepakuisf: Kyuma Bonogymup OnekcaHapoBuy. 3MiHa KOHTaKTHUX JaHUX
KOHTaKTHOT 0CO6M YNOBHOBaXKEHOT 0CO6M 3asiBHMKA, BiAMNOBIAA/ILHOT 38
hapMakoHarnisg B YKpaiHi
162, HAPOIMIH po34uH Ans AcneH IpnaHgis AcTtpa3eHeka MMTi ABcTpan BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis:3MiHN | TUMY - 3MiHW WO0A0 3a UA/9384/01/01
iH'eKUin, 2 mr/mn dapma nTg is 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy. BeegeHHs abo 3MiHM Ao peyenmom
no 100 mny TpeigiHr y3araslbHeHUX AaHux npo cuctemy dpapmakoHarnsgy (BBefeHHs
KOHTeliHepi; no 1 NimiTen y3araslbHeHUX AaHux nNpo cuctemy dpapmakoHarnsgy, amiHa
KOHTeliHepy B yMOBHOBaXeHOT 0cobu, BigNOBIAaNbHOT 3a 34iICHEHHS hapMakoHariagy;
KOHTYPHIl KOHTaKTHOI 0c06M 3 thapMakoHarnagy 3asBHVKa A5 34iACHEHHS
YapyHKoBIl hapMakoHarnagy B YkpaiHi, KO BOHA BigMiHHA Bif, yNIOBHOBaXKEHOT
ynakoBLi; no 5 0ocobw, BignoBiAa/IbHOT 3a 34iCHEHHS hapmakoHarnsagy (Bkaoyarum
KOHTYPHUX KOHTaKTHI faHi) Ta/abo 3MiHN y po3MmilLeHHi MacTep-dhaiina cuctemu
YapyHKOBMX hapmakoHarnsgy) - 3MiHa KOHTaKTHOI 0co6M YNOBHOBaXXeHOT 0cobu
ynaKkoBOK y 3asBHVIKa, BignosiganbHOI 3a hapmakoHarnsag B Ykpaini. NMponoHosaHa
KapTOHHI navw,i pepakuisa: Kyuma Bonogmumup OnekcaHgpoBuY. 3MiHA KOHTaKTHUX AaHuX
KOHTaKTHOI 0CO61 YNOBHOBaXKEHOT 0CO6M 3asiBHMKA, BIANOBIAA/ILHOT 38
hapmakoHarnag B YkpaiHi
163, HEBIAO pO34uH Ans Baiiep Al Himeyun Baiiep Al Himeuuu BHECEHHS 3MiH 0 peecTpaLiiiHuX MaTepiasiB:3MiHN | TUMY - 3MiHW WoA0 3a UA/2629/01/01
iH ekuili, 250 Ha Ha 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy. BeegeHHs abo 3MiHM Ao peyenmom

Mr/mMn no 4 mny
hnakoHi; no 1
hnakoHy B
KapTOHHI/ nauui

y3ara/ibHeHNX JaHnx npo cuctemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnx npo cuctemy dpapmakoHarnsgy, 3miHa
YNOBHOBaXKEHOI 0c06U, BiNOBIAAIbHOT 3a 34iCHEHHS hapmakoHarnsgy;
KOHTaKTHOT 0CO6M 3 dhapMakoHarnsay 3asiBHVUKa 415 34iCHEeHHS
hapMakoHarnagy B YkpaiHi, KLU0 BOHA BigMiHHA Bif, yNIOBHOBaXKEHOT
0co6wu, BiANOBifa/IbHOT 3a 34iiCHEHHA thapMakoHarnsay (BKIovaoum
KOHTaKTHi fjaHi) Ta/abo 3MiHM y PO3MilLLLEeHHI MacTep-dalina cuctemm
thapmakoHarnsgy) - 3MiHa ynoBHOBaXeHO! 0Cobun 3asBHUKa,
BiANoBiAau1bHOI 3a hapmakoHarnag. MponoHosaHa pegakuis: Justin
Daniels. 3MiHa KOHTAKTHUX AaHNX YNOBHOBaXKEHOI 0CO6M 3asiBHMKA,
BiANOBiAanbHOI 3a chapmakoHarnsg. 3miHa micus 34ilicCHEHHS OCHOBHOT
[ifNbHOCTI 3 hapMakoHarnaay. 3MiHa MicLie3HaxomKeHHa MacTep-ghaiina
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164 HEMPOAWUKN | kancynu; no 10 TOB YkpaiHa I.J1. ®apma MM6X, ABCTpis BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/5909/01/01
OBIT Kancyny «BAYLU ABCTpIS; AAMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu 3asBHUKa | peyernmom
6nictepi; no 3 XENC» BUPOBHUK (BnacHvika peecTpauiiiHoro NocBig4YeHHs) - 3MiHa HaliMeHyBaHHS 3asiBHUKa
abono5 BiANOBigabHWIA 32 (BnacHuka peecTpauiiHoro noceigyeHHs) BBeaeHHs 3MiH NpoTsarom 6-Tu
6nicTepis B BWMYCK NPOAYKTY: MiCALIB MiC/1A 3aTBEPAKEHHS
Kopobu,i 3 1. ®apma MmM6X,
KapToHY ABCTpisi
165., HEO-AHIH® | nbogsHWKK No [OvBachapma | Himeuum Bignosigae 3a Himeuun BHECEHHS 3MiH A0 peecTpaviiiHuX MaTepiasiB:3MiHu | TUMY - 3MiHW WoA0 6e3 UA/10972/01/01
LLIABIA 12 nboAAHUKIB Y 6X Ha BMNYCK cepil: Ha 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy. BeegeHHs abo 3MiHM Ao peuenma
6nicTepi; no 2 [Nnsadchapma Mm6X, y3aranibHeHVX AaHnx Npo cuctemy dpapmakoHarnisay (BBefeHHs
6nictepu B HimeuuunHa; y3arasibHeHVX AaHnxX Npo cuctemMy hapmMakoHarnsay, 3mMiHa
KapTOHHIlA BUPOBHULTBO YMNOBHOBaXEHOT 0C06U, BiANOBIAaNLHOT 3a 34iICHEHHST hapMakoHarnaay;
KopoobLi Hepo3dacoBaHol KOHTaKTHOI 0co6M 3 thapmakoHarnsgy 3assBHVKa 415 34iACHEHHSA
NPOAYKLi: thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif, yNOBHOBaXEHOT
Knoctepdpay ocob6u, BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsgy (Bkaovawoum
Bepnin M'M6X, KOHTaKTHI AaHi) Ta/abo 3MiHM Y po3MmilLeHHi MacTep-ghaiina cuctemu
HimeuunHa thapmakoHarnsgy) - 3MiHa KOHTakTHOT 0C06M YNOBHOBaXEHOI 0co6u
3as1BHUKA, BiANOBIAA/IbHOI 3a 34iiCHEHHSA dapMakoHarnsay B YkpaiHi.
MponoHoBaHa pepakuis: BiTkoBcbka TeTsHa BitastiiBHa. 3MiHa KOHTAKTHUX
[aHVX KOHTaKTHOI 0CO6M YNOBHOBaXXEHOT 0CO6U 3asiBHUKA, BiANOBIAANbHOI
3a 3AjiicCHeHHs1 hapMakoHarisay B YKpaiHi
166., HEOIrAbIH kancynu no 150 TOB YkpaiHa | TOB "®apma Ctapt" | YkpaiHa BHECEHHS 3MiH 4,0 pPeeCTpaLiiHNX MmaTepiasiB: 3MiHu | TUny - 3MiHKn 3 3a UA/13702/01/01
150 Mmr; o 10 kancyn "ACIHO [KocTi. FoToBWIA Nikapcbkuii 3aci6. CructeMa KoHTelHep/3akynoproBasibHUIA | peyenmom
y 6nictepi, no 1, YKPAIHA" 3aci6. 3MiHa po3mipy ynakoBKM rOTOBOrO J1ikapCbKOro 3acoby (3miHa
no 3 abo no 6 KiIbKOCTi 0AVHMLE (Hanpuknag TabneTok, amnys TOLLO0) B yNakoBL:) -
6nicTepis B 3MiHa y giana3oHi 3aTBepAXeHNX PO3MIpiB YNakoBKY - BBEAEHHS
naJui 3 KapToHy nofatkosoi ynakoBku Ne 10, 6e3 3MiH NepBUHHOIO NakyBa/lbHOro
marepiany Ta 3 BignoBigHUMM 3MiHaMK [0 po34iny «YnakoBka» (BeedeHHs
3MiH MPOTAroM 6-Tv MicsUiB NiCNsA 3aTBEPMKEHHS)
167 HEOrABIH 75 | kancynu no 75 TOB YkpaiHa | TOB "®apma Ctapt" | YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHu | TUny - 3MiHK 3 3a UA/13702/01/02
mr, no 10 kancyn "ACIHO SKOCTi. [OTOBWIA Nikapcbkuii 3aci6. Cuctema KOHTeHep/3aKynoproBasibHUI | peyenmom
y 6nicTepi, no 1, YKPAIHA" 3aci6. 3MiHa po3mipy ynakoBKu roTOBOrO JlikapcbKoro 3acoby (3miHa
no 3 abo no 6 KiNIbKOCTi 0AMHWLE (Hanpuknag TabneTok, amnys TOLLO) B yNakoBLy:) -
6nicTepiB B 3MiHa y giana3oHi 3aTBepAKEHNX PO3MIpIB YNaKOBKM - BBEAEHHS
naJui 3 KapToHy popatkoBoi ynakoBku Ne 10, 6e3 3MiH NepBUHHOIO NakyBaslbHOTo
marepiasy Ta 3 BignoBiAHUMM 3MiHAMK [0 Po34iny «YnakoBka» (BeefeHHs
3MiH NPOTAroM 6-TW MiICALIB Nic/1A 3aTBEPAKEHHS)
168 HEPBOXEE/T | Ta6bnetku no 50 Bionoriwe Himeyuun Bionoriwe Himeuuu BHECEHHS 3MiH 0 peecTpaLiiiHuX MaTepiasiB:3MiHN | TUMY - 3MiHW WoA0 6e3 UA/2947/01/01
b Tabnetok y Xaiinbmitre Ha XalinbMmitTens Ha 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy. BeegeHHs abo 3MiHM Ao peyenma
KOHTeliHepi Nb Xeernb Xeenb MM6X y3arasibHeHNX JaHnxX nNpo cuctemy dpapmakoHarnsgy (BBefeHHs
noninponineHos rmM6X y3arasibHeHUX JaHnx npo cucTemy dpapmakoHarnsagy, 3miHa
omy; no 1 YNOBHOBaXKEHOI 0C06U, BifiNOBIAAILHOI 3a 34iCHEHHS hapMmakoHarnsay;
KOHTEliHepy B KOHTaKTHOI 0cO6U 3 chapmakoHarnsay 3asBHVKa 415 34iACHEHHS
Kopobui 3 hapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif, yNIOBHOBaXKEHOT
KapToHYy ocob6u, BiANOBIAa/IbHOI 3a 34iiCHEHHA hapMakoHarnsay (Bkaoyaoum

KOHTaKTHI AaHi) Ta/abo 3MiHM Y po3MmilLeHHi MacTep-dhaiina cuctemu
thapmakoHarnsgy) - 3MiHa KOHTakTHOI 0cobu 3asiBHUKa, BiAMNOBiAa/IbHOT 3a
3piiicCHeHHs hapMakoHarnagy B YkpaiHi: NMponoHoBaHa pegakuis —
LLlanoBasioBa IHHa AHaTo/iIBHA. 3MiHA KOHTAKTHUX AaHNX KOHTaKTHOI
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n 3acoby nocsi04YeHHs1
0Cco6M 3asBHMKA, BiANOBIAANBHOI 3a 34iiCHEHHS hapmakoHarnsgy B
YKpaiHi
169. HIKOPENb® Tabnetku no 10 [ekcenb I3painb BUNPOGYBaHHSA I3painb BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3MiHn 3 3a UA/17691/01/01
Mmr no 10 Papma KOHTPOJIH0 SIKOCTI SKOCTi. [OTOBWIA Nikapcbkuii 3aci6. Cuctema KOHTenHep/3aKynoproBasibHUI | peyenmom
Tabnetoky TexHonomxu (mikpobionoriuHmia 3aci6. 3MiHa po3mipy ynakoBKu roTOBOrO JlikapcbKoro 3acoby (3miHa
6nictepi, no 3 3114, KOHTPO/b): KINbKOCTI oguHuLpe (Hanpukiag TabneTok, amnys TOLO) B ynakoBLi:) -
abo 6 6nicTpis B TOB IHCTUTYT 3miHa no3a fiana3oHoM 3aTBEpKEHNX PO3MIPIB yNakoBku. BBeaeHHs
KapTOHHI navu,i Xap4oBoi popartkosoi ynakoBku Ne 60 (10x6) y 6nicTepax, 6€3 3MiHU NEPBUHHOIO
Mikpo6ionorii Ta nakyBasiIbHOr0 MaTepiany Ta 3 BiAMNOBIAHUMU 3MiHAMU [0 PO3AiNny
CNOXWBYUX TOBAPIB, «YnakoBka»
13pains;
BUPOGHULTBO,
naxkyBaHHs,
BMMNPOGYBaHHSA
KOHTPOJHO AKOCTI
(hi3nKo-XimMiuHwi
KOHTPO/Ib) Ta BUNYCK
cepit:
[Jekcenb NTA4,,
I13painb
170., HIKOPENb® Tabnetkun no 20 [ekcenb I3painb BUNPOGYBaHHSA I3painb BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3MiHn 3 3a UA/17691/01/02
Mmr no 10 dapma KOHTPOJTH0 SIKOCTI SKOCTi. [OTOBWIA Nikapcbkuii 3aci6. Cuctema KOHTeHep/3aKynoproBasibHUI | peyenmom
Tabnetoky TexHonomxu (mikpobionorivHwmi 3aci6. 3MiHa po3mipy ynakoBKu roTOBOrO JlikapcbKoro 3acoby (3miHa
6nictepi, no 3 3114, KOHTPO/b): KiNbKOCTi oguHuLpe (Hanpukniag TabneTok, amnys TOLO) B yNakoBLi:) -
abo 6 6nicTpis B TOB IHCTUTYT 3miHa no3a fiana3oHoM 3aTBepKEHUX PO3MIpIB yNakoBku. BBeAeHHS
KapTOHHI navw,i Xap4yoBoi popatkosoi ynakoBku Ne 60 (10x6) y 6nictepax, 6€3 3MiHU NEPBUHHOIO
Mikpo6ionorii Ta nakyBasiIbHOrO MaTepiany Ta 3 BiANOBIAHUMU 3MiHAMU [0 PO3A4iny
CNOXWBYUX TOBAPIB, «YnakoBka»
13pains;
BUPOGHMLTBO,
nakyBaHHs,
BMNPO6YBaHHSA
KOHTPOJHO AKOCTI
(dhi3nKo-XimMiuHwi
KOHTPO/Ib) Ta BUNYCK
cepit:
[Hekcenb N1p4,,
I13painb
171 HI®YPOKCAS3 | TabneTtku, BKpUTI MAT YkpaiHa MAT Ykpaina BHECEHHSA 3MiH [0 peecTpaLiiiHux maTepianiB:3MiHu | TMny - 3MiHa 3a UA/1370/01/01
na NAiBKOBOIO "Knismegnp "KniBmegnpenapart” HaliMeHyBaHHS BUPOGHMKa. 3anpornoHoBaHo: MoBHa Ha3Ba AKLiOHEpHe peyenmom
060/10HKOI0, N0 enapar” ToBapucTeo "Kuismeanpenapar”.
200 mr no 10 CkopoyeHa Hassa MNAT "KuisMmegnpenapat”; 3MiHu | TURy - 3miHa
TabneToky HaliMeHyBaHHS 3asiBHMKa. 3anponoHoBaHo: [MoBHa Ha3Ba AKLioHepHe
6nicTepi, no 1 ToBapucTeo "Kuismeanpenapar”. CkopoyeHa Ha3Ba [MNAT
abo 2 6nictepun "KuiBmegnpenapat"
B nauui
172, HOBATPA TabneTku, BKpUTI €Bpo IHais & AC NimiTeq, IHgis BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: Cuctema 3a UA/6701/01/01
HEO NNiBKOBOO Naiidokep KOHTeliHep/3aKynopoBasibHWi 3aci6. 3MiHa po3mipy ynakoBKM1 roTOBOro peuyenmom
060/10HKOI0, N0 MpaiiBiT nNikapcbKoro 3acoby (3MiHa KinlbKoCTi oAvHULL (Hanpuknag TabneTok,
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n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
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50 mr no 1 a6o Nimiteq amnyn TOLL0) B yNakoBLi:) - 3MiHa no3a fjanasoHoM 3aTBEPKEHNX
no 2 TabneTtkm y PO3MipiB yNakoBk/ BBeAEHHS AoAaTKoBMX ynakoBoK (Ne 8 (4x2)), 6e3 3miHu
6nictepi; no 1 NEePBUHHOIO NakyBasibHOro marepiasny, 3 BHECEHHSIM BifNoOBiAHNUX 3MiH [0
6nictepy B p. «YnakoBka»: BBefeHHS 3MiH NpoTarom 3-x Micauis nicns
KapTOHHI 3aTBEPIKEHHS.
Kopob6ui; no 4
Tabnetkn y
6nicTepi; no 1
abo no 2
6nictepu B
KapTOHHI
Kopobui
173 HOBATPA TabneTkun, BKpUTI €Bpo IHAain ®AC Nimiteq IHAis BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasnis: Cuctema 3a UA/6701/01/02
HEO N/1iBKOBOIO Naiidokep KOHTeliHep/3aKynopoBa/ibHWiA 3aci6. 3MiHa po3Mipy ynakoBKv TOTOBOTO | peyernmom
060/10HKOI0, N0 MpaiiBiT niKkapcbKoro 3acoby (3MiHa KifIbKOCTi 0AMHMLL (Hanpuknag TabneTok,
100 mrno 1 Nimiteq amnyn TOLLO) B yNakoBLji:) - 3MiHa no3a fjanasoHoM 3aTBEPKEHNX
Tabnetyiy PO3MipiB yNakoBk/ BBeAEHHS AoAaTKOBMX ynakoBoK (Ne 8 (4x2)), 6e3 3miHu
6nictepi; no 1 NepPBMHHOIO NakyBaslbHOro mMarepiany, 3 BHECEHHSIM BifNoOBIAHNUX 3MiH [0
6nictepy B p. «YnakoBka»: BBefeHHS 3MiH npoTarom 3-x Micauis nicns
KapTOHHIiA 3aTBEPMKEHHS.
Kopob6ui, no 4
Tabnetkn y
6nicTepi; no 1
abo no 2
6nictepu B
KapTOHHIA
Kopobui
174, HOPMPOJ/AK | Tabnetkn no 25 deppiHr Himeuun €nbha Monbwa BHECEHHS 3MiH [0 PEECTPALiiHNX MaTepiasliB:3MiHN | TURY - 3MiHK W0A0 3a UA/9337/01/01
MKT + TabneTkm M6X Ha dapmaceTikan / 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go peyenmom
no 50 mkr, no 3 KomnaHi CA, Himeuun y3arasibHeHUX AaHux npo cuctemy dpapmakoHarnsgy (BBefeHHs
Tabnetku MonbLa Ha y3aranibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy, 3miHa
cBiTNO- (BignoBiganbHuii 3a yMOBHOBaXeEHOT 0cobu, BiANOBIAaNbHOT 3a 34iICHEHHS hapMakoHariaay;
poXeBoro BMPOBHNLTBO, KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHVKa A5 34iACHEHHS
Kosibopy Ta no 3 ynakoBKy Ta thapmakoHarnagy B YKpaiHi, SKL0 BOHa BifMiHHA Bif, yNOBHOBaXEHOI
Tabnetku KOHTPO/b AKOCTI ocobu, BiANOBIAa/IbHOI 3a 34iiCHEHHS hapmakoHarnsagy (Bkao4vaoum
CBIT/0- roTOBOrO NPOAYKTY); KOHTaKTHI faHi) Ta/abo 3MiH1 y po3MilLEeHHi MacTep-dhaiina cuctemu
6/1aKNTHOTO ®eppiHr MM6X, papMakoHarnsay) - 3MiHa KOHTaKTHOI 0CO6M YNOBHOBaXXEHOT 0CObM
KOnbopy y HimeyunHa 3asBHUKA, BiANOBIAA/IbHOI 3a 34iiCHEHHA dapMakoHarnsay B YkpaiHi.
6nictepi; no 1 (BignoBiganbHuii 3a MponoHoBaHa pegakuin: Kyuma Bonognmup OnekcaHaposuy. 3MiHa
6nictepy B BMNYCK cepil) KOHTaKTHUX JaHWUX KOHTaKTHOI 0CO6M YNMOBHOBaXKEHOI 0COOM 3asiBHMKA,
aNtoMiHIEBOMY BiANOBIAa/IbHOI 3a 34iiCHEHHSA hbapMakoHarnsagy B YkpaiHi
naketi B
KapTOHHIW
Kopo6ui
175, HYKC Kpanni opasibHi Bionoriwe Himeuun Bionoriwe Himeuun BHECEHHS 3MiH O peecTpaLiiiHnx MmaTepianiB:3MiHv | TUMY - 3MiHW WoOA0 6es UA/3126/01/01
BOMIKA- no30mny Xannbmitre Ha Xannbmitrenb Ha 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy. BBegeHHss abo 3MiHM Ao peyenma
FTOMAKOPA hnakoHax- Nb Xeenb Xeenb M'm6X y3araslbHeHUX AaHux npo cuctemy dpapmakoHarnsgy (BBefeHHs
KpanesnbHULAX M6X y3arasibHeHUX faHnx Npo cuctemy hapmakoHarnsgy, amiHa
Ne 1 YMOBHOBAXXEHOI 0CO6M, BigNoBigaNIbHOI 3a 34iiCHEHHS dapMakoHariaay;
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KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHuKa A5 34iNCHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa BifMiHHA Bif, yNIOBHOBaXXEHOI
ocobu, BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsgy (Bkaovawoum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLEeHHI MacTep-dhaiina cuctemu
hapmakoHarnsgy) - 3miHa KOHTakTHOI 0co6y 3asBHVKa, BignoBiganbHOT 3a
3[jiCHEeHHs1 hapMakoHarisay B YkpaiHi: [ponoHoBaHa pefakuis —
LLlanosasnosa IHHa AHaToniiBHA. 3MiHA KOHTAKTHUX AaHWUX KOHTaKTHOI
0Cco6U 3asBHMKa, BiANOBIAA/ILHOI 3a 34iiCHEHHS chapmakoHarnisgy B
YKpaiHi
176, HYTPU®DJIEK emynbCia ans B. bpayH Himeuun B. bpayH Himeuun BHECEHHS 3MiH 0 peecTpaLliiniHux MmaTepiasis:3MiHN | TUMY - 3MiHW WoA0 3a UA/13231/01/01
C OMErA iHpy3ii no 1250 | Menb3yHreH Ha Menb3yHreH AT, Ha 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go peyenmom
CIMNEUJIANBbH mn, 1875 mny Al HimeuunHa y3araslbHeHUX AaHux nNpo cuctemy dpapmakoHarnsgy (BBefeHHs
nin MiLLIKY (BUPOGHMLTBO, y3araslbHeHUX AaHux Npo cuctemy dpapmakoHarnsgy, aMmiHa
n1acTMKOBOMY nepBuHHAa Ta YMOBHOBaXXeEHOT 0cobu, BigNOBiAaNbHOT 3a 34iICHEHHS hapMakoHariaay;
TpVKaMepHoMY; BTOPVHHA YNakoBKa, KOHTaKTHOI 0C06M 3 hapMakoHarnagy 3asBHVKa A5 34iACHEHHS
no 1 miLky BWMYCK cepil); thapmakoHarnagy B YKpaiHi, K0 BOHa BifMiHHA Bif, yNOBHOBaXKEHOI
n1acTMKOBOMY B.BpayH oco6u, BiAMNOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsagy (Bkaovaoum
TpUKamepHomy B Menb3yHreH AT, KOHTaKTHI AjaHi) Ta/abo 3MiHM Y po3MilLeHHi MacTep-dhaiina cuctemu
3axncHomy HimeuunHa hapmakoHarnsgy) - 3miHa KOHTaKTHOI 0Co6yu 3asBHMKa, BignoBiganbHOT 3a
MiLLKy; no 5 (koHTpOsIb Cepii) 3piicHeHHs1 hapMakoHarnsay B YkpaiHi: . [ponoHoBaHa pefakuis —
3aXMCHUX MILLKIB NebeanHeub €nn3aBeta PoMaHiBHa. 3MiHa KOHTaKTHUX AAHWUX KOHTaKTHOI
Y KapTOHHii 0co6U 3asBHMKA, BiANOBIAAIBHOI 3a 34iiCHEHHSA hapmakoHarnagy B
Kopo6u,i YKpaiHi
177.| HYTPU®DNEK po34uH Ans B. BpayH Himeuun B.BpayH Megvkan Lseiiua BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis:3MiHN | TUMY - 3MiHW WO0A0 3a UA/7915/01/01
C NEPI iHdhysili; no 1000 | Menb3yHreH Ha CA pist 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy. BeegeHHs abo 3MiHM Ao peyenmom
MY MiLLKY Al y3arasibHeHNX JaHnx nNpo cucTemy dpapmakoHarnsgy (BBefeHHs
nnacTykoBOMy y3arasibHeHUX faHnx npo cucTemy dpapmakoHarnsgy, 3miHa
[ABOKamepHomy yMOBHOBaXeHOT 0cobu, BigNOBiAaNbHOT 3a 34iICHEHHS hapMakoHarnagy;
(400 mn KOHTaKTHOI 0co6U 3 chapMakoHarnsay 3asBHVKa 415 34iACHEHHS
pO34nHy hapMakoHarnagy B YkpaiHi, KLU0 BOHA BigMiHHA Bif, yNIOBHOBaXKEHOT

aMiHOKUCIOT,
600 M1 po34nHYy
rNoKo3m); no 1
MiLLKY B
nNacTyKoBoOMy
3aXMCHOMY
MiLLIKY i3
copbeHTOoM; no 5
MiLLKIB Y
KapTOHHIW
Kopo6Li; no
2000 MmNy MiLLKy
n1acTMKoOBOMY
[BOKamepHomy
(800 mn
pO3unHy
amiHoK1cnoT,
1200 mn
po34nHy

ocob6u, BiANOBIAa/IbHOI 3a 34iiCHEHHA hapmakoHarnsagy (Bkaoyaoym
KOHTaKTHi AaHi) Ta/abo 3MiHN y po3MmilLeHHi MacTep-dhaiina cuctemu
hapmakoHarnsgy) - 3MiHa KOHTakTHOI 0cobu 3asiBHMKa, BiANOBIAa/ILHOT 3a
3[iicHeHHs hapmakoHarnsgy B YkpaiHi: . NponoHoBaHa pefakuis —
NebeguHelp €nnsaBeTa PomaHiBHa. 3MiHa KOHTaKTHUX JaHWUX KOHTaKTHOT
0Cco6U 3asBHIKA, BiANOBIAAILHOI 3a 3/ilicCHEHHS chapMakoHarnagy B
YkpaiHi
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rAoKo3m); no 1
MiLLIKY B
nnacTyKoBoMy
3aXMCHOMY
MiLLIKY i3
copbeHToM; no 5
MiLLKIB Y
KapTOHHI
Kopobui

178,

HYTPU®DNEK

C
cn
nn

EUIANBH

PO34MH ANa
iHcpy3iii no 1000
MJ1Y MiLLKY
n1acTMKOBOMY
[BOKaMepHomy
(BepxHa kamepa
- 500 mn
pO34nHy
amiHOKMCNOoT 3
enekTponitamu,
HWXHS kamepa -
500 M1 pO34mnHY
rAtoKo3m); no 1
MiLLIKY B
nNacTyKoBOMYy
3axMcHOMy
MiLLIKY i3
copbeHToM; no 5
MiLLKIB Y
KapTOHHIA
Kopobui; no
1500 My Milky
nNacTyKoBoMy
[ABOKamMepHomy
(BEpPXHA Kamepa
- 750 mn
pO34nHy
amiHoKMCNoT 3
enekTponitamu,
HWXHS kamepa -
750 M1 po3UmnHY
rakosm); no 1
MiLLKY B
n1acTMKOBOMY
3aXMCHOMY
MILLKY i3
copbeHToM; no 5
MIiLLIKIB Y
KapTOHHIlA
Kopobui

B. bpayH
Menb3yHreH
Al

Himeuyun
Ha

B. bpayH Megvkan
CA

Lselina
pis

BHECEHHS 3MiH 0 peecTpaLliiniHux MmaTepiasis:3MiHN | TUMY - 3MiHW WoA0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go
y3arasibHeHNX JaHnx nNpo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnxX Npo cucTemy dpapmakoHarnsgy, 3mMiHa
YMOBHOBaXXeEHOT 0cobu, BigNOBiAaNbHOT 3a 34iICHEHHS hapMakoHariaay;
KOHTaKTHOI 0C06M 3 hapMakoHarnagy 3asBHVKa A5 34iACHEHHS
thapmakoHarnagy B YKpaiHi, K0 BOHa BifMiHHA Bif, yNOBHOBaXKEHOI
oco6u, BiAMNOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsagy (Bkaovaoum
KOHTaKTHI AjaHi) Ta/abo 3MiHM Y po3MilLeHHi MacTep-dhaiina cuctemu
hapmakoHarnsgy) - 3miHa KOHTaKTHOI 0Co6yu 3asBHMKa, BignoBiganbHOT 3a
3piicHeHHs1 hapMakoHarnsay B YkpaiHi: . [ponoHoBaHa pefakuis —
NebeanHeub €nn3aBeta PoMaHiBHa. 3MiHa KOHTaKTHUX AAHWUX KOHTaKTHOI
0co6U 3asBHMKA, BiANOBIAAIBHOI 3a 34iiCHEHHSA hapmakoHarnagy B
YkpaiHi

3a
peyerimom

UA/7917/01/01
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
179, HbIOPEKCAH | Tabnetkv no 25 Bionoriwe Himeuun Bionoriwe Himeuun BHECEHHS 3MiH O peecTpaLiiiHnx maTepianiB:3MiHv | TUMy - 3MiHW WoA0 6es UA/17415/01/01
® abo no 50 Xaiinbmitre Ha XainbmiTTens Ha 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go peyenma
TabneTok y Nb Xeenb Xeenb MM6X y3arasibHeHNX JaHnx Npo cucTemy dpapmakoHarnsgy (BBefeHHs
KOHTEliHepI 6X y3araslbHeHUX AaHux Npo cuctemy dpapmakoHarnsgy, aMmiHa
noninponineHos YMOBHOB&XeHOT 0cobu, BigNOBIAaNbHOT 3a 34iICHEHHS hapMakoHariaay;
omy; no 1 KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHVKa A5 34iACHEHHS
KOHTelHepy B thapmakoHarnagy B YKpaiHi, K0 BOHa BifMiHHA Bif, yNOBHOBaXXEHOI
Kopobui 3 oco6u, BiAMNOBIAA/IbHOI 3a 34iiCHEHHS hapmakoHarnsagy (Bkaovaoum
KapToHy KOHTaKTHI AaHi) Ta/abo 3MiHN Y po3MilLeHHi MacTep-dhaiina cuctemu
hapmakoHarnsgy) - 3miHa KOHTakTHOI 0co6yu 3asBHWKa, BignoBifanbHOT 3a
3[jiCHeHHs1 hapMakoHarisay B YkpaiHi: [ponoHoBaHa pefakuis —
LLlanosasnioBa IHHa AHaTOMIBHA. 3MiHA KOHTAKTHUX JaHUX KOHTaKTHOT
0co6M 3asBHMKA, BiANOBIAANBHOI 3a 34iiCHEHHS hapmakoHarnsgy B
YkpaiHi
180., OKcon po34uH ans Mini Benvka BeHyc Pemegic IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3MiHu Wo0 3a UA/4065/01/01
iH'eKUIn, 2 Xernckepe BpuTaHi Nimiten 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy. BeegeHHs abo 3MiHM Ao peyenmom
mr/m; no 25 mn Niviten A y3arasibHeHVX AaHux Npo cucteMy dpapMakoHarisay (BBefeHHs
abo 50 mny y3arasibHeHUX JaHnx npo cuctemy dpapmakoHarnsgy, 3miHa
thnakoHi; no 1 YMOBHOBaXeHOT 0cOobu, BigNOBIAaNbHOT 3a 34iICHEHHS hapMakoHariaay;
chnakoHy B KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asBHVKa 415 34iACHEHHS
KapTOHHIlA hapMakoHarnagy B YkpaiHi, KLU0 BOHA BigMiHHA Bif, yNIOBHOBaXEHOT
KopoobLi ocob6u, BiANOBIAa/IbHOI 3a 34iiCHEHHA hapmakoHarnsagy (Bkayaoym
KOHTaKTHi AaHi) Ta/abo 3MiHN Y po3MmilLeHHi MacTep-dhaiina cuctemu
thapmakoHarnagy) 3MiHa yrnoBHOBaXeHOT 0CO6M 3asBHUKA, BiANOBiLa1IbHOT
3a (papmakoHarnag,. fitoua pegakuis: Pegopuyk HO.B.
MponoHoBaHa pegakuis: EpmowwnHa OneHa AMUTPiBHA. 3MiHA KOHTaKTHUX
[aHuX yrnoBHOBaXXEHOT 0CO6U 3as1BHYKA, BifnoBiganbHOI 3a
hapmakoHarnsg. 3mMiHa MicLle3HaxomKeHHs1 MacTep-haiina cuctemm
hapmakoHarnsgy. 3miHa 3asBHuKa (BnacHvka peecTtpauiiHoro
noceigyeHHs)(3rigHo Hakasy MO3 Big 23.07.2015 Ne 460)
181, OMENPA30/ | karcynu no 20 NAT YkpaiHa MNAT YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianiB:3aMiHu | Tuny - 3mMiHa Ha3Bu 3a UA/0966/01/01
Mmr o 10 kancyn "Kuismegnp "Kvuismegnpenapar” BMpOGHUKa 13, 6e3 3MiH y MKA /13 (3atBepaxeHo: MAT peyenmom
y 6nictepi, no 1 enapart” "KviBmegnpenapaTt"), B iHCTPYKLii 415 MeAMUYHOro 3aCToCyBaHHA Ta 'y
abo 3 6nictepu TeKCTi MapkyBaHHs J13; 3anponoHoBaHo: MNoBHa Ha3Ba AKLiOHepHe
B nauuii ToBapucTeo "Kuismeanpenapar”
CkopoyeHa HasBa MNAT "KuiBmegnpenapat”; 3miHu | Tuny - 3miHa
HaliMeHyBaHHS 3asiBHKKa, 6€3 3MiH y MKA /13, B iHCTpYKLUiT Ans MeanyYHOro
3acTocyBaHHA Ta y TeKCTi MapKyBaHHs J13; 3anponoHoBaHo: MNoBHa Ha3Ba
AKuioHepHe ToBapucTBo "KniBmegnpenapat” CkopoyeHa Ha3sa MNAT
"Knismegnpenapar"
182, OMPIMEA® Tabnetku KPKA, a.4., CnoBeHi BMPOBHULITBO "in CnoBeHi BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3MiHu 3 3a UA/14075/02/01
NPOJIOHIOBaHoT1 HoBso mecTo ] bulk", nepsuHHe Ta a/ sKocTi. FOTOBWIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Yy TepMiHax peyenmom
aii no 0,26 wr; BTOPVHHE Himeuun npugaTHocTi abo yMoBax 36epiraHHsi roTOBOro flikapCbKoro 3acoby
no 10 TabneTtok nakyBaHHs, Ha (36inbLUEHHS TEPMiIHY NpUAATHOCTI TOTOBOTO Jlikapcbkoro 3acoby) - Ans
y 6nicTepi; no 3 KOHTPO/b Ta BUMYCK TOProBoi yNakoBku (NiATBEPAKYETLCA AaHNUMU PeasibHOTO Yacy)
ab6o 9 6nicTepiB cepit: 306i/bLUEHHS TepMiHy npugaTHocTi [/13: 3aTBepakeHo: TepMmiH

Y KapTOHHii
Kopoobui

KPKA, a.4a., Hoso
mMecTo, CNoBeHis;

NpUAATHOCTI — 2 pokW. 3anponoHOBaHO: TepMiH NpMAATHOCTI — 3 POKW.
BBefieHHs1 3MiH NpoTArom 6-T1 MiCALIB MiCAA 3aTBEPAKEHHS.
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nepBuHHe Ta
BTOPVHHE
nakyBaHHs, BUMyCK
cepii:

TAL d®apma 'vM6X,
HimeuuunHa;
KOHTPO/b cepii:
TAL dapma N'M6X,
HimeuuunHa;
KOHTPO/b
MikpobiosoriyHol
yncToTu cepii (y
BUMNAAKY KOHTPOSIO
cepii TA[ ®apma
v6X):
Nab6op N+C AT,
Himeuunna

183,

OMPIMEA®

TabneTtku
NpPOJIOHIOBaHoT1
aii no 0,52 wr;
no 10 Ta6netok
y 6nicTepi; no 3
abo 9 6nicTepis
Y KapTOHHiii
Kopobu,i

KPKA, a.4.,
Hoso mecTo

CnoBeHi
A

BMPOGHULTBO "in
bulk”, nepsnHHe Ta
BTOPUHHE
naxkyBaHHs,
KOHTPO/Ib Ta BUMYCK
cepii:

KPKA, a.4a., Hoso
mecTo, CnoBeHis;
nepBuHHE Ta
BTOPUHHE
nakyBaHHs, BUMYyCK
cepii:

TAL dapma 'M6X,
HimeuunHa;
KOHTPO/b cepii:
TAL dapma 'M6X,
HimeuunHa;
KOHTPO/1b
Mikpo6ionoriyHol
yucToTH cepii (y
BUMNafKy KOHTPOJIO
cepii TAL ®apma
v6X):
Na6op N+C AT,
HimeyumnHa

CnoBeHi
s/
Himeuun
Ha

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3mMiHu 3
AKocTi. [0ToBWiA Nikapcbknii 3aci6. CTabinbHICTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHs rOTOBOrO JlikapCbKoro 3acoby

(36iNbLUEHHA TEepMiHY NPUAATHOCTI rOTOBOrO fikapcbKkoro 3acoby) - Ana
TOProBOi yNakoBku (NiATBEPMAXKYETLCA aHUMU PEasTbHOrO Yacy)
36iNbLUEHHS TepMiHy npugaTHocTi [N13: 3aTBepaxeHo: TepMiH
NpUAATHOCTI — 2 poKW. 3anponoHOBaHO: TepMiH NPUAATHOCTI — 3 POKW.
BBefeHHs 3MiH NpoTArom 6-T1 MiCALIB MiCNA 3aTBEPMKEHHS.

3a
peyenmom

UA/14075/02/02

184,

OMPIMEA®

Tabnetku
NPOJIOHTOBaHOT
aiino 1,05 wr;
no 10 TabneTtok
y 6nicTepi; no 3
a6o 9 6nictepis
Y KapTOHHii

KPKA, a.4.,
HoBo mecTo

CnoBeHi
A

BMPOBHULITBO "in
bulk", nepeuHHe Ta
BTOPUHHE
naxyBaHHs,
KOHTPO/Ib Ta BUMYCK
cepit:

KPKA, a.4., Hoso

CnoBeHi
a/
Himeyun
Ha

BHECEHHS 3MiH [0 peecTpavliiiHux maTepianis: 3miHu | Tuny - 3miHun 3
AKocTi. [0ToBWiA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa y TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHsi roTOBOro NikapcbKoro 3acoby

(36inbLUEHHS TEepPMiHY NPUAATHOCTI FOTOBOrO fikapCcbKoro 3acoby) - Ansa
TOProBOi yNakoBKW (MiATBEPMKYETLCA AAaHUMU PeaslbHOro vacy)
36iNbLUEHHS TepMiHy npuaaTHocTi [N13: 3aTBepmkeHo: TepMmiH

npuaaTHOCTI — 2 pokK. 3anponoHoBaHo: TepMiH NpuaaTHOCTI — 3 pOKU.

3a
peyerimom

UA/14075/02/03
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mecTo, CnoBeHis;
nepBuHHE Ta
BTOPUHHE
nakyBaHHs, BUMYyCK
cepii:

TAL dapma M'M6X,
HimeuunHa;
KOHTPO/b cepii:
TAL dapma M'M6X,
HimeuunHa;
KOHTpPO/1b
Mikpo6ionoriyHol
yucToTH cepii (y
BUMNafKy KOHTPOJIO
cepii TAL ®apma
v6X):
Na6op N+C AT,
HimeuumnHa

BBefieHHs 3MiH NPOTArom 6-T1 MIiCALIB MiCNA 3aTBEPMKEHHS.

185.

OMPIMEA®

Tabnetku
NPOJIOHTOBaHOT
aiino 1,57 wr;
no 10 TabneTtok
y 6nicTepi; no 3
ab6o 9 6nictepis
Y KapTOHHii
Kopobui

KPKA, a.4.,
HoBo mecTo

CnoBeHi
A

BMPOOGHULITBO "in
bulk", nepBuHHe Ta
BTOPVHHE
nakyBaHHs1,
KOHTPO/b Ta BUMYCK
cepit:

KPKA, a.4., Hoso
mecTo, CnoBeHis;
nepBuHHe Ta
BTOPVHHE
nakyBaHHS, BUMYCK
cepit:

TAL ®apma M'M6X,
HimeuuunHa;
KOHTPO/b cepil:
TAL ®apma M'v6X,
HimeuuunHa;
KOHTPO/b
MiKpob6iosioriyHol
yncToTH cepii (y
BUNAAKY KOHTPO/O
cepii TA[, ®apma
v6X):
Nab6op N+C AT,
HimeuunHa

CnoBeHi
al
Himeyun
Ha

BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3miHun 3
AKocTi. [0TOBWiA Nikapcbknii 3aci6. CTabinbHICTb. 3MiHa y TepMiHax
npuaaTtHocTi abo ymoBax 36epiraHHsi roTOBOro NikapcbKoro 3acoby

(36inbLUEHHS TEepPMiHY NPUAATHOCTI FOTOBOrO fikapcbKoro 3acoby) - Ansa
TOProBOi yNakoBKW (MigTBEPMKYETLCA AAaHUMU PeaslbHOro vacy)
36iNbLUEHHS TepMiHy npuaaTHocTi [N13: 3aTBepmkeHo: TepMiH
npuaaTHOCTI — 2 pokn. 3anponoHoBaHo: TepMiH NpUAaTHOCTI — 3 POKU.
BBefeHHs 3MiH NpoTArom 6-Tu MiCALIB MiCNs 3aTBEPMAKEHHS.

3a
peyerimom

UA/14075/02/04

186.

OMPIMEA®

TabneTku
NPOJIOHIOBaHOT
aiino 2,1 mr; no
10 TabneTok y
6nictepi; no 3
abo 9 6nicTepis

KPKA, 4.4.,
HoBo mecTo

CnoseHi
a

BMPOBHULITBO “in
bulk", nepsuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b Ta BUNYCK
cepii:

CnoBeHi
a/
Himeyun
Ha

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3MiHun 3
sIKoCTi. FOTOBWIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Yy TepMiHax
npugaTHocTi abo ymoBax 36epiraHHsi rOTOBOrO JliKapCbKOro 3acoby

(36iNbLUEHHS TEpPMiIHY NpUAATHOCTI FOTOBOTO Jlikapcbkoro 3acoby) - Ans
TOProBOi YNakoBKW (NiATBEPLKYETLCA AAaHUMU PeasibHOro Yacy)
36inblUEHHs TepMiHy npugaTHocTi [N13: 3aTBepakeHo: TepMiH

3a
peyenmom

UA/14075/02/05
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Y KapTOHHiiA
Kopobui

KPKA, a.4., Hoso
mecTo, CnoBeHis;
nepBuHHe Ta
BTOPVHHE
nakyBaHHS, BUMYCK
cepit:

TAL ®apma M'M6X,
HimeuuunHa;
KOHTPO/b Ccepil:
TAL ®apma M'M6X,
HimeuuunHa;
KOHTPO/b
MiKpob6iosioriyHol
yncToTH cepii (y
BUMNaAKY KOHTPOO
cepii TA[, ®apma
v6X):
Na6op N+C AT,
HimeuumnHa

npuaaTHOCTI — 2 pokK. 3anponoHoBaHo: TepMiH NpUAaTHOCTI — 3 POKU.
BBefeHHs 3MiH NpoTArom 6-Tu MiCALIB MiCNs 3aTBEPMAKEHHS.

187,

OMPIMEA®

TabneTku
NPOJIOHIOBaHOT1
aiino 2,62 wr;
no 10 TabneTtok
y 6nictepi; no 3
abo 9 6nicTepis
Y KapTOHHii
Kopooui

KPKA, 4.4.,
HoBo mecTo

CnoBeHi
a

BMPOBHULTBO "in
bulk", nepsrHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b Ta BUNYCK
cepii:

KPKA, a.4., HoBo
MecTo, CrioBeHis;
nepBuHHe Ta
BTOPVHHE
nakyBaHHs, BUMYyCK
cepii:

TAL d®apma 'M6X,
HimeuuunHa;
KOHTPO/b Ccepii:
TAL d®apma 'M6X,
HimeuuunHa;
KOHTPO/1b
MikpobiosoriyHol
yncToTun cepii (y
BMNAAKY KOHTPOSO
cepii TA[, ®apma
m6X):
Nab6op N+C AT,
HimeyunHa

CnoBeHi
a/
Himeyun
Ha

BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3miHun 3
sKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa y TepMiHax
npugaTHoCcTi abo ymoBax 36epiraHHsi roTOBOrO JliKapCbKOro 3acoby

(36iNbLUEHHS TEPMiIHY NpUAATHOCTI FOTOBOTO Jlikapcbkoro 3acoby) - Ans
TOProBOi yNakoBKW (NiATBEPMKYETLCA AAaHUMY PeasibHOro Yacy)
36inbLUEHHS TepMiHy npugatHocTi [13: 3ateepakeHo: TepMiH
NPUAATHOCTI — 2 POKKU. 3anponoHoBaHo: TepMiH NpuAAaTHOCTI — 3 POKK.
BBefeHHS 3MiH NPOTAroM 6-TW MICALIB NiC/1A 3aTBEPAKEHHS.

3a
peyenmom

UA/14075/02/06

188.

OMPIMEA®

Tabnetkn
NPOSIOHroBaHo!
aii no 3,15 wr;
no 10 TabneTok
y 6nicTepi; no 3

KPKA, a.4.,
HoBso mecTo

CnoBeHi
a

BMPOBGHULTBO "in
bulk", nepsnHHe Ta
BTOPVHHE
nakyBaHHs1,
KOHTPO/b Ta BMUMNYCK

CnoBeHi
s/
Himeyun
Ha

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3mMiHu 3
AKocTi. [0ToBWiA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa y TepMiHax
npUAATHOCTI @60 ymoBax 36epiraHHs roTOBOrO NiKapcbKoro 3acoby

(36inbLUEHHA TEepMiHY NPUAATHOCTI rOTOBOrO fikapcbKoro 3acoby) - Ansa
TOProBOi ynakoBku (NiATBEPAXYETbCA JAHUMW PeasibHOro Yacy)

3a
peyenmom

UA/14075/02/07
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
abo 9 6nicTepis cepii: 36inbLUEHHS TepMiHy npugatHocTi [N13: 3aTeepakeHo: TepMiH
Y KapTOHHii KPKA, a.4., Hoso npuaaTHOCTI — 2 pokn. 3anponoHoBaHo: TepMiH NpuaaTHOCTI — 3 poKu.
Kopobui MecTo, CnoBeHis; BBefeHHSA 3MiH NPOTAroM 6-TW MICALIB NiC/1A 3aTBEPAKEHHS.
nepBuHHE Ta
BTOPVHHE
nakyBaHHs, BUMyCK
cepii:
TAL dapma N'M6X,
HimeuuunHa;
KOHTPO/b cepii:
TAL dapma N'M6X,
HimeuuunHa;
KOHTPO/1b
MikpobiosoriyHol
yncToTu cepii (y
BUNaAKY KOHTPOO
cepii TA[ ®apma
v6X):
Nab6op N+C AT,
Himeuynna
189. OPHIAA30/- | po3yvH ans ToBapucTBO | YKpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianiB:3MiHu | TNy - OHOBNEHHS 3a UA/16647/01/01
HOBO®APM iHdpy3ilA, 5 mr/mn 3 06MEXEHOI0 3aTBEPMAKEHOr0 TEKCTY MapKyBaHHS ynakoBok J13. TepmiH BBeAEHHS 3MiH - | peyernmom
no 100 mny 06MEeXeHO BignoBiga/IbHICTIO npoTArom 6 micsLiB nicns 3aTBepKeHHs
nnawuyi; no 1 Bignosiganb thipma "Hosochapm-
nAsWYi y nayyj HicTIo chipma BiocuHTes"
"HoBodhapm-
BiocuHres"
190., OPHI3O/I® TabneTkn, BKPUTI NAT YkpaiHa MNAT YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux martepianis:3miHu | Tuny - 3miHa 3a UA/1140/01/01
NNiBKOBOO "Kuismegnp "Kvismegnpenapar” HalilMeHyBaHHs BUPO6HUKa, 6e3 3MiH y MKH, B iHCTPYKUiT NS MeanMyHoro | peyenmom
060/10HKOI0, N0 enapar” 3aCTOCYBaHHSA Ta 'y TeKCTi MapkyBaHHs J13; 3anponoHoBaHo: MNoBHa Ha3Ba:
500 mr no 10 AkuioHepHe ToBapucTBo "KniBmegnpenapat” CkopoueHa Hassa: MAT
Tabnetoky "KviBmegnpenapat”; 3mMiHu | TUNy - 3MiHa HaliMeHyBaHHS 3asiBHUKa, 6e3
6nictepi; no 1 3MiH Y MK, B IHCTPYKLii AN MeAUYHOro 3aCTOCyBaHHS Ta y TEKCTi
6nicTepy B naui MapkyBaHHs J13; 3anponoHoBaHo: [oBHa Ha3Ba: AKLiOHEpHe TOBapnCTBO
"Knismegnpenapar" CkopoyeHa Hassa: MNAT "KuiBmegnpenapar”
191, NABAN po3uuH ans PeppiHr Himeuun ®eppiHr TM6X, Himeuun BHECEHHS 3MiH O peecTpaLiiiHnx MmaTepianiB:3MiHv | TUMY - 3MiHW WoOA0 3a UA/8834/01/01
iH'ekuin, 100 X Ha HimeuunHa Ha/ 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy. BBegeHHss abo 3MiHM Ao peuenmom
Mkr/Ma no 1 mn (BMPOBHMLTBO, Yecbka y3arasibHeHNX JaHnx nNpo cucTemy dpapmakoHarnsgy (BBefeHHs
y dhnakoHi; no 5 BiANOBigaNbHWIA 32 Pecny6n y3arasibHeHUX faHnx Npo cuctemy hapmakoHarnsgy, amiHa
oNakoHIiB y nepBuHHE ika YMOBHOBaXXEHOT 0COOMU, BigNoBigaNbHOI 3a 34iiCHEHHS (dapMakoHaraay;
KapTOHHIiA nakyBaHHs, KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHVKa A5 34iACHEHHS
ynakoBLij KOHTPO/Ib AKOCTi Ta thapmakoHarnagy B YKpaiHi, K0 BOHa BifMiHHA Bif, yNOBHOBaXEHOI

BMNycCK cepii);
PeppiHr-/leunsa,
a.c., Yecbka
Pecny6nika
(BignoBiganbHuii 3a
BTOPVHHE
nakyBaHHs)

0cobw, BignoBiAa/IbHOT 3a 34iCHEHHST hapmakoHarnsagy (Bkaoyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN y po3MmilLeHHi MacTep-dhaiina cuctemu
hapMakoHarnsgy) - 3MiHa KOHTaKTHOI 0co6M YNOBHOBaXXeHOT 0cobu
3as1BHMKA, BigMnoBigasibHOI 3a 34iMCHEHHST dhapMmakoHarnsay B YkpaiHi.
MponoHoBaHa pepakuis: Kyuma Bonogumup OnekcaHaposuy. 3MiHa
KOHTaKTHUX AaHWUX KOHTaKTHOI 0CO6M YNOBHOBaXXEHOT 0COOU 3asBHUKA,
Bif4NoBifa/IbHOI 3a 34iICHEHHST hapMakoHarnsay B YKpaiHi
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
192, MAKNITAKCE | koHueHTpar gna | Amakca J/ITA | Benuka KOHTPO/b Ta BUNycK | Himeyun BHECEHHS 3MiH 0 peeCTpaLiiiHNX MaTepianis: 3MiHa 3asBHMKa (BacHWKa 3a UA/15145/01/01
N AMAKCA po3unHy ons BpuTtaHi cepii: Ha/ peecTpauiiHoro noceig4eHHs) (3rigHo Hakaly MO3 Big 23.07.2015 Ne 460) | peyenmom
iHdy3iiA, 6 A AkBiga 'véX, Pecny6n | (TepMiH BBeAEHHS 3MiH: NPOTArOM 6 MiICALIB NiCNSA 3aTBEPAKEHHS); 3MiHM |
Mmr/Mn, no 5 mn, HimeuunHa; iKa TMny - AAMiHICTpaTMBHI 3MiHK. 3MiHa Ha3Bu APl abo [ONOMIXHOT
16,7 mn a6o 50 BMPOGHMLTBO in Kopes PEYOBUHM - 3MiHA Ha3BM AONOMIDKHOT PEYOBVHM JTiKapCbKOro 3acoby
M1y dpnakoHi; bulk, nepBuHHe Ta KMcnoTa IMMOHHa 6e3BoJHa Ha KucnoTa NMMoHHa (TepMiH BBELEHHS 3MiH
no 1 donakoHy B BTOPVHHE - NPOTArOM 6 MICALIB MiCNA 3aTBEPKEHHS)
KapTOHHI nakyBaHHs:
Kopob6ui; no 5 CamsHr
M, 16,7 mn abo Biochapmac’toTikens
50 mny KopnopefiwH,
dhnakoHi; no 1 Pecny6nika Kopes;
chnakoHy B BMPOGHMLTBO in
KapTOHHI bulk, nepsuHHe
Kopobui nakyBaHHs:
OHkoTek ®apma
MpogaykuioH M6X,
HimeuuunHa;
BMPOGHMLTBO in
bulk, nepsuHHe
nakyBaHHs1,
BTOPUHHE
nakyBaHHs,
KOHTPO/b Ccepil:
AkBiga Mmo6X,
HimeuuunHa;
BTOPVHHE
nakyBaHHs:
BeHyc ®apma Mm6X,
HimeyumnHa
193, MAHTOIMPAS3 | nopoLuok How Na6ce IHAain How Na6c¢ Met. NiTa,. IHAis BHECEHHS 3MiH 0 peecTpaliinHmx MmaTepiasis: 3MiHu | Tuny - - UA/14280/01/01
O HATPILO (cybeTaHuis) y Mer. NiTg. AAMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus
CECKBIrigrP noaBiliHMX NPOBaPKEHHSA AiS/IbHOCTI BUPOOHUKA (BK/IHOUat0UM, 3a HEOOXIAHOCTI, MicLe
AT nosieTuIeHoBUX NPOBEAEHHS KOHTPOJIO SIKOCTI), ab0 BNacHuka mactep-daiina Ha Adl, abo
naketax gns noctavansHvika A®l/BuxigHoro matepiasy/peareHTy/MpoMiIXXHOIO NPOAyKTY,
dhapmaL,eBTU4HO LLI0 3aCTOCOBYIOTLCS Y BUPOOGHULTBI AD| (AKLLO 3a3HAYEHO Y AOChE HA
ro 3acToCyBaHHA nikapcbkuii 3acib) 3a BiACYTHOCTI cepTuddikaTa BifnoBiAHOCTI
€Bponelicbkiin hapmakonei y 3aTBepXeHoMy [0Cbe, ab0 BUPOGHMKa
HOBOI ONOMDKHOT pe4yoBUHY (SIKLLO 3a3Ha4yeHo y A0Cbe). 3MiHa aapecu
BMpo6HMKa API MaHTonpason Hatpito cecksirigpat HOLL Nab6ce MeT. T4,
IHAisA, 6e3 3MiHN Micusl BUpO6HMUTBA.
194, NMAPALIETAM | nopoLuok MpAT YkpaiHa Xebeii Li3ixeH Kutaii BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3mMiHu 3 - UA/16230/01/01
on KpucTanivyHni "Jlekxim- (Fpyn) akocTi. CepTudpikaT BignosigHocTi/IE-cepTudikaT BigNOBILHOCTI
(cybeTaHuis) y Xapkis" dapmacstoTikan Ko., €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA HOBOro abo OHOB/IEHOT0
noaBiliHMX nra. cepTuduikaTta BifNOBIAHOCTI ab0 BUYyYeHHA cepTudikarta BignoBiAHOCTI

(nonieTnneHoswm
x/
noninponisieHos
UX NAETEHNX)

€poneiicbkili hapmakonei: gns A®l; ons BUXigHoOro
mMartepiany/peareHTy/npoMiKHOIo NPOAYKTY, L0 BUKOPUCTOBYOTLCA Y
BMPOBGHULTBI ADI; Ana AONOMDKHOT peqoBrHK (cepTudpikart BignoBigHOCTI
€Bponelicbkiin dpapmakonei) - OHOBEHWI cepTudiikaT Bif yxe
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
Milwkax abo y 3aTBEPAKEHOro BUPO6HYKA - NogaHHsA OHoBNeHOro CepTudiikaty
noABINHNX BiAnoBigHOCTI €Bponeiickbkili hapmakonei R1-CEP 2012-148-Rev 01
nonieTnIeHoBux (nonepepnHs Bepcist R1-CEP 2012-148-Rev 00) Bif BXe 3aTBEpAXEHOro
naketax gns BMPOGHUKa Xebeii LizixeH (Mpyn) ®apmacbtoTikan Ko., /1Ta., Kutain gns
thapmaueBTUYHO A®| napauetamory 3i 3MiHaM1 B po34ini «YnakoBka»
ro 3aCTOCYBaHHSA
195 NAPALUETAM | cupon, 120 mr/5 My6niuHe Ykpaina My6niyHe Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:3MmiHu | Tuny - 3miHa 6es UA/2514/01/01
on ana ma no 50 mny aKLioHepHe akLjioHepHe JianasoHy po3mipy cepii roToBoro nikapcbkoro 3acoby; 3anponoHoOBaHo: peyenma
LITEN hnakoHi TOBapuCTBO TOBapucTBO 15 000 ynakoBok no 100 mn (ouikyBaHuii Buxig: 15 450 - 14 706 yn.); 30
CKNsAHOMY a60 "HaykoBo- "HaykoBo- 000 ynakosok no 50 mn (ouikyBaHuii Buxig: 30 900 - 29 412 yn.)
nonimepHomy, BMPOGHUYMIA BMPOGHUYNIA LEHTP
no 1 chnakoHy LEeHTp "BopLuariBcbkuii
pasom 3 "Bopuiariscb XimiKo-
[03yBasIbHOIO KW Ximiko- hapmaLeBTUYHNI
JIOXKOI B nauL; hapmauesT 3aBog"
no 100 mny NYHUIA
chnakoHi 3aBog"
CKNsiHOMY abo y
6aHLji
nonimepHiii, no
1 chnakoHy abo
6aHuji pasom 3
[103yBasIbHOIO
JIOXKKOI B nayLli
196. MAC rpaHynu CKAH IHAain Bisimeg Na6c /11g, IHAiA BHECEHHS 3MiH 40 peecTpaLliiiHux MaTepiasis:3MiHu | TUMY - 3MiHW WoA0 3a UA/8971/01/01
KMLLKOBOPO34MH BIOTEK 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go peyenmom
Hi, 80 r/100 r no nTa y3arasibHeHUX AaHux npo cuctemy dpapmakoHarnsgy (BBefeHHs
100 r y nakeTuky y3araslbHeHUX AaHux Npo cuctemy dpapmakoHarnsgy, amiHa
3 a/IlOMiHIEBOT yMOBHOBaXeHOT 0cobu, BiANOBIAaNbHOT 3a 34iICHEHHS hapMakoHariaay;
donbru, KOHTaKTHOI 0c06M 3 hapMakoHarnaay 3asBHVKa A5 34iACHEHHS
BKNafieHoMy y thapmakoHarnagy B YKpaiHi, SKL0 BOHa BifMiHHA Bif, yNOBHOBaXEHOI
nonieTueHoBui ocobu, BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsagy (Bkaovaum
nakeTuk, y KOHTaKTHI faHi) Ta/abo 3MiH1 y po3MilLeHHi MacTep-dhaiina cuctemu
KOMNJIEKTi 3 hapmakoHarnsgy) - 3MiHa ynoBHOBaXKEHOT 0CO6U 3asBHMKA,
MipHOIO JTOXKOIO BiANOBiAa/IbHOT 3a hapmakoHarnsg: NMpornoHoBaHa pejakuis:
Ta NakeTuKom onanakpiwHa MaHikep BiHy. 3MiHa KOHTaKTHUX AaHUX YNIOBHOBaXKEHOT
cunikarento y ocobu 3as8BHUKA, BiANOBIAAILHOI 3a 34iiCHEeHH:A dapmakoHarnsgy. 3miHa
nnacTMKoBomy KOHTaKTHOI 0CO6U YNOBHOBaXXEHOT 0COOM 3asiBHUKA, BiANOBIAA/IbHOI 3@
KOHTEliHepi 3[ilicHeHHs1 hapmakoHarnaay B YkpaiHi. [ponoHoBaHa pefakuis:
IBaHULbKMIA AHAPIV BacunboBrYy. 3MiHa KOHTAKTHUX JaHWUX KOHTaKTHOT
0cobu yNnoBHOBaXeHOT 0CO6Y 3asIBHMKA, BignoBifasibHOI 3a 34iACHEHHS
hapmakoHarnsay B YkpaiHi
197, NAC rpaHynu CKAH IHais Bisimeg Jla6c /Tg, IHgis BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB:3MiHN | TUMy - 3MiHKX W0A0 - UA/10446/01/01
KMLLKOBOPO34MH BIOTEK 6e3nekn/ecdheKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go
Hi, 80 /100 1, in nTa y3aranibHeHNX gaHnx Npo cuctemy dapmakoHarnsgy (sBefeHHs

bulk: no 100 ry
nakeTuky 3
IOMiHIEBOIT
dosbIn,

y3arasibHeHVX AaHnX Npo cuctemMy hapmakoHarnsgy, 3mMiHa
yNOBHOBaXeEHOT 0cobu, BiANOBIAaNbHOT 3a 34iICHEHHST hapMakoHarnsay;
KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHuKa A5 34iNCHEHHS
hapMakoHarnsay B YKpaiHi, SKLO BOHA BigMiHHA Bif YNOBHOBaXKEHOT
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
BK1aZleHoMY Y ocob6u, BiANOBIAa/IbHOI 3a 34iiCHEHHA hapMakoHarnsay (Bkaoyaoum
nonieTueHoBui KOHTaKTHI AaHi) Ta/abo 3MiHN Y po3MmilLeHHi MacTep-dhaiina cuctemu
nakeTuk, no 100 thapmakoHarnagy) - 3MiHa ynoBHOBaXKeHOT 0CO6U 3asBHMKA,
nakeTukis y BiAnoBiAaNbHOI 3a thapmakoHarnsag: MponoHoBaHa pepakLis:
MiLLIKY lonanakpiwHa MaHikep BiHy. 3MiHa KOHTAKTHNX JaHWX YNOBHOBaXKEHOT
nosnieTneHoBoM ocobu 3asiBHUKA, BiANOBIAA/IbHOI 3a 34iicCHEHHSA dapmakoHarnsgy. 3miHa
Y B KQPTOHHiii KOHTaKTHOI 0CO6M YNOBHOBaXKEHOT 0CO6M 3asiBHMKA, BiANOBIAA/ILHOT 38
kopobui; in bulk: 3pjicHeHHs hapmakoHarnsay B YkpaiHi. [lponoHoBaHa pegakuis:
no100ry IBaHULbKMIA AHAPIV BacunboByYy. 3MiHa KOHTAKTHUX JaHWUX KOHTaKTHOT
nakeTuky 3 0CcOo6Y YNOBHOBaXEHOI 0CO6M 3asiBHMKA, BifNOBIAaIbHOT 3a 3iICHEHHS
anomiHieBoi thapmakoHarnagy B Ykpaii
honbru,
BKNafeHoMy Y
nonieTnieHosuii
nakeTuk, y
KOMMNEKTi 3
MipHOIO JTOXKOHO
Ta NakeTUKom
cunikareno y
nNacTVKoBoMy
KOHTEliHepi; no
100 koHTeliHepiB
B KapTOHHIiA
Kopobui
198, MEHTAKCWUM | nopoLuok CaHodi PpaHuin CaHodi MacTtep, PpaHuis BHECEHHS 3MiH [0 peecTpaliinHmx maTepiasis:3MiHu | TUny - 3miHa B 3a UA/13010/01/01
® BAKLUVHA Haemophilus MacTtep ®paHuia; CAHOO®I [ ITania/ MeToJax BUNpobyBaHHs 6e3nocepefHboi ynakoBku A®| - 4ONOBHEHHS peyenmom
ansa influenzae Tuny C.N.A,, Itanis; Yropwum BUNPOGYBAHHSA KOHTPOIO 06’€MY HANOBHEHHS LWnpuua; 3MiHu Il Tuny -
MPO®DINAKT b Ta cycnensis CaHodi-ABeHTiC Ha AopasaHHsa HoBoI 6yaisni (B33) Ha ginbHULi B Banb-ge-Poii, dpaHuis, ans
KN ans iv'ekuin (0,5 Mpaisit Ko. T4, cTagii HanoBHeHHs (Filling site) Ta NnpoBefeHHA KOHTPOs0 AKocTi (Quality
OVNOTEPII, m); no 1 YropwmHa Controls) gofaTkoBo 40 BUPO6HMYOI AinbHULi B Mapci-n'ETyanb, ®paHuis
NPABUA, donakoHy 3
KALLUTHOKY nopowukom Ta 1
(ALENONAP | nonepefHb0o
HWA 3arnoBHEHOMY
KOMMOHEHT | wnpwuyy (0,5 mn)
), 3 NPUKpPINIEHO
noniomien rosikoto (a6o 2
TY oKpeMUmMn
IHAKTUBOBA | roskamu), Lo
HATA MiCTUTb
BAKUWHA cycneHsito gns
ans iH'eKwii1, B
MPO®DINAKT KapTOHHIW
KN kopobui. Mo 1
IHOEKLLIIA, cbnakoHy 3
CNPUYUNHEH | nopolkom Tal
nNx nonepeaHL0
HAEMOPHIL 3anoBHeHOMY
us Tuny B wnpuyy (0,5 mn)
KOH'KOTOBA | 3 npuKpinsieHow
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
HA, roskoto (abo 2
AACOPBOBA | okpemyMun
HA rosikamu), Lo
MiCTUTb
cycneHsito gns
iH'eKwii1, B
cTaHAapTHO-
€KCMOPTHIl
ynakoBLi, ska
MiCTUTbCA Y
KapTOHHI
Kopobui 3
IHCTpYKUieto Ans
MeAMYHOro
3aCTOCYyBaHHSA
199, NEHTACA cynosuTopii ®eppiHr Lsenua BVMPOGHMLTBO: Lsenua BHECEHHS 3MiH 0 peecTpaLiiniHux MaTepiasis:3MiHN | TUMY - 3MiHW WoA0 3a UA/4990/01/01
peKTasibHi No IHTepHeLwwH pist PeppiHr pist/ 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go peyenmom
1000 wmr; no 7 CeHtep CA IHTepHewHN CeHTep | Himeuun y3araslbHeHUX AaHux nNpo cuctemy dpapmakoHarnsgy (BBefeHHs
CynosunTopiiB y CA, Weeiiyapis; Ha y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy, 3miHa
6nicTepi; no 4 BignoBigabHWi 3a YMOBHOBaXXeEHOT 0cobu, BigNOBIAaNbHOT 3a 34iICHEHHS hapMakoHarnaay;
6nictepu B BMNYCK cepil: KOHTaKTHOI 0co6U 3 chapMakoHarnsay 3asBHVKa 4151 34iACHEHHS
KOMMNEKTi 3 ®eppiHr TM6X, thapmakoHarnsgy B YKpaiHi, K0 BOHa BifMiHHA Bif, yNOBHOBaXXEHOI
ririeHiYHUMN HimeuunHa oco6u, BiAMNOBIAa/IbHOI 3a 34iiCHEHHS hapMmakoHarnsagy (Bkaovaoum
HanasibHVKamu B KOHTaKTHI AjaHi) Ta/abo 3MiH1 y po3MilLeHHi MacTep-dhaiina cuctemu
KapTOHHI thapmakoHarnsgy) - 3MiHa KOHTakTHOT 0CO6M YNOBHOBaXXEHOI 0co6u
ynakosLi; no 7 3asBHUKA, BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsaay B YkpaiHi.
cynosuTopiiB y MponoHoBaHa pepgakuin: Kyuma Bonogumup OnekcaHaposuy. 3MiHa
6nicTepi; no 4 KOHTaKTHUX AaHWX KOHTaKTHOI 0CO6M YNOBHOBaXXEHOT 0CO6OU 3asBHUKA,
6nictepu B BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsagy B YkpaiHi
KapTOHHIlA
yNaKoBLi
200.| NEP'ETA® KOHUeHTpaT ana | ®.XodpmaH | LBeiiua Pow [fliarHocTuKe LBeniua BHECEHHS 3MiH 10 peecTpaviliHiX MaTepianiB:3miHu | Tuny - 3MiHN 3a UA/13062/01/01
pO34uHy ons H-J19 PoLu pis v6X, HimeuyunHa pis/ BHECEHO Y TEKCT MapKyBaHHS ynakoBKU fikapcbKoro 3acoby. BeeaeHHs peuenmom
iHchysiii no 420 nrp (BMpPOGHNLTBO Himeuun 3MiH NPOTArom 6-TU MiCALIB MiCNA 3aTBEPAXEHHS
mr/14 mn; no 14 Hepo3acoBaHoT Ha
M1y ¢hnakoHi; npoaykLii, nepBrHHe
no 1 dpnakoHy y naxyBaHHs,
KapTOHHIiA BMNPO6YBaHHSA
Kopobui KOHTPO/IO SIKOCTI);
®.XothpmaHH-/15
Pow JNTa,
LLiBeiiuapis
(BTOPUHHE
nakyBaHHs, BUMYCK
cepii)
201.| NIPALETAM- | po3uuH 4ns MpAT YkpaiHa MpAT " YKpaiHa | BHECEHHS1 3MiH 40 peecTpauiiiH1X MaTepiaiB:3MiHu | TUNY - BHECEHHS 3MiH 3a UA/3225/02/01
AAPHNLA iH'ekujin, 200 "®apmauesT dapmMaLeBTUYHa [0 po3sgainy 3.2.P.3. MNpouec BMpobHULITBA NMikapcbKoro 3acoby, 3okpema: | peyernmom
mr/mMn no 5 mn B n4yHa thipma hipma "AapHuua” BUK/OYEHUIA BaKyyMHWIA CNoci6 MigroToBk1M amnyn CKASHWUX (HanOBHEHHS
amnyni; no 5 "NapHuus" Ta 3anakBaHHs), 3a/IMWEHO WNPUHLIEBMIA CcNoci6 NigroToBKN; BHECEHHS
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
amnyn y He3HaYHMX pefakUiiHNX YyTOYHEeHb
KOHTYPHIi
YapyHKOBIl
ynakosLi; no 2
KOHTYPHI
YapyHKOBI
yNakoBKM B
nayui
202. NO4OPOXH cupon; no 100 MpAT YkpaiHa MpAT YkpaiHa | BHECEHHs 3MiH [0 peecTpauiliHnx MaTepianis:3mMiHu | TUMy - BHECEHHS 3MiH 6e3 UA/16152/01/01
KA cupPon M abo no 200 PapmaueBT PapmaLeBTUyHA [0 po3ainy “MapkyBaHHs" MKA J13: 3anponoHoBaHo: «3rigHo peyenma
My ch1aKoHi N4YHa thabpvka "Biona" 3aTBEPIKEHOr0 TEKCTY MapKyBaHHSI».
CKnsiHOMY a6o chabpuika OHOB/EHHA BXe 3aTBEPMAKEHOr0 TEKCTY MapKyBaHHS NepBUHHOT Ta
nonimepHomy; "Biona" BTOPWHHOT YNaKoBKM NiKApCbKOro 3acoby i3 3a3HauYeHHAM MKHapPOAHUX
no 1 dprakoHy 3 Nno3HayYeHb OAVHWLE BUMIPIOBaHHS. BBeAeHHS 3MiH MpoTSArom 6-Tv micsuis
MipHUK nicns 3aTBepKEHHS
CTaKkaH4YMKOM
abo 6e3
cTakaHuuka B
nauuj
203.| NPEAHITON ma3b 0,25 % no Oepmacbapm | Himeyun Mi6e MmM6X Himeyuu BHECEHHS 3MiH 10 peecTpaviiiHix MmaTepianiB:3miHu | Tuny - 3MiHa y 3a UA/10283/02/01
10r,a60 30T, Al Ha ApuHalimiTTens Ha MeTofax BunpobysaHHA A®| abo BUXigHOTO MaTepiasy/npoMixHOro peuenmom
abo 50 ry Ty6i; npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y NpoLeci BUpo6bHuuTBa AdI -
no 1 Ty6i B 3MiHM y MeTogi BunpobyBaHHsA Particle size distribution A®I Big Crystal,
KapTOHHI nayv,i 3MiHeHo 3 Optical Microscopy (EP 2.9.37) Ha Laser Diffraction (EP 2.9.31);
3MiHu Il Tvny - oHoBneHHss ASMF Crystal Pharma S.A.U. 3 Bepcii DMF
05 /AP01 C336/V5.1 October 2006 Ha November 2018
204 NPEAHITON XVpHa Masb, [Jepmacbapm | Himeuun Mi6e MmM6X Himeuun BHECEHHSA 3MiH 0 peecTpaLiiiHuX MaTepianiB:3MiHu | Tuny - 3mMiHa y 3a UA/10283/01/01
0,25% no 10, Al Ha ApuHaiimiTTenb Ha MeTogax BunpobyBaHHA A®| abo BMXiQHOTO MaTepiasy/npoMixXHOro peuenmom
a6bo 30, abo 50 npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NpoLeci BUpobHuuTea AdI -
ryTy6i;nol 3MiHM y MeTogi BunpobysaHHsA Particle size distribution A®I Big Crystal,
Ty6i B KQPTOHHiIl 3MiHeHo 3 Optical Microscopy (EP 2.9.37) Ha Laser Diffraction (EP 2.9.31);
nauui 3MiHu |l Tuny - oHoBneHHa ASMF Crystal Pharma S.A.U. 3 Bepcii DMF
05 /AP01 C336/V5.1 October 2006 Ha November 2018
205, MPEAYKTAN TabneTku, BKpUTI TOB YkpaiHa | Jlabopatopii Ceps'e | ®paHuis BHECEHHS 3MiH 40 peecTpavliiiHux MaTepiasiiB: 3MiHu | Tumny - 3a UA/3704/02/01
® MR NNiBKOBOO "CepB'e IHOacTpi, ®paHLis; / AAMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo afpecu 3asBHUKA | peyenmom
060/10HKOIO, 3 Ykpaina" AH®APM Monblwa | (BNacHuka peecTpaLiiiHoro NocBiAYEHHS) - 3MiHV aapeck 3asBHUKA. 3MiHU
MoaucpikoBaHUM MNignpuemcteo BHECEHI B iHCTPYKLIil0 A/19 MEAMYHOIO 3aCTOCYBaHHS MiKapCbKoro 3acoby
BUBINIbHEHHAM dapmaueBTuyHe AT, LLOA0 MiCLe3HaxX0oMKEHHS 3asBHMKa (BBeaeHHS 3MiH NpoTsArom 9-tu
no 35 mr; no 30 Monbua MicsLiB MiCNsA 3aTBEPAYKEHHS)
Tabnetoky
6nictepi; no 2
6nictepn y
Kopobui 3
KapTOHY
206.f MPO3EPWH- PO34UH NN MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux martepianiB:3mMiHu | Tuny - 3miHa y 3a UA/6208/01/01
AAPHUNUA iH'ekujnn, 0,5 "®apmaueBT "®apmaueBTUYHa MeToAax BUNPOOyBaHHS rOTOBOrO JlikapcbKoro 3acoby (He3HauHa 3miHa 'y | peyernmom
Mmr/mn no 1 mn B M4yHa chipma ipma "dapHuus" 3aTBEPKEHMX MeTofax BUNPOBYBaHHSA); CYNyTHS 3MiHa: 3MiHa
amnyni; no 5 "fNapHuus" napameTpiB cneyndikauii Ta/abo AoNyCTUMMX MEX FOTOBOrO NiKapCbKoro
amnyny 3aco6y (iHWWi 3MiHK)
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
KOHTYpHIl
YapyHKOBIl
ynakosLi; no 2
KOHTYPHI
YapyHKOBI
yNakoBKM B
nauui
207 MPOKTO3AH | cynosuTopii "Xemodhapm Cepbis KOHTpO/b cepii, Cepbis BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianiB:3miHu || Tuny - 3MiHM y 6e3 UA/4645/02/01
® HEO pekTasibHi, No 5 " AL [,03BiN Ha BUNYCK npoueci BUpOOHULITBA FOTOBOTO flikapCbKOoro 3acoby, BKIYaum peyenma
CynosunTopiiB y cepii: "Xemodpapm" NMPOMDKHWIA MPOAYKT, L0 3aCTOCOBYETLCA NPV BUPOOHULITBI FTOTOBOrO
6nicTepi; no 2 AL, Cepbisi; nikapcbKoro 3acoby - 3MiHa NOCNiJOBHOCTI AOAABAHHSA CUPOBUHW NpK
6nictepay BUPOBHULTBO NpUroTyBaHHi Macu Cyno3uTopiiB BHeCEHa AJ1s1 onTuMmisauii npouecy
KapTOHHIW Hepo3dacoBaHol BMPOGHMLTBA
Kopobui npoaykuii, NnepBnHHa
Ta BTOPWHHA
yMakoBKa, KOHTPO/1b
cepil: "Xemodpapm"
AL, Bpwau, Bigain
BMPOGHMYaA
OinbHnus Wabad,
Cepbis
208. MPONMKOTEKC | po3uunH ans IBCA LLseiiua IBCA IHCTUTYT Lsenua BHECEHHS 3MiH [0 peecTpavjiiiHux maTepiasiB:3MiHu | Tuny - 3miHa 3a UA/14719/01/01
iH ekuild, 25 IHCTUTYT pis Bioximik C.A. , pis napameTpiB cneyndikauii Ta/abo AONYyCTUMMX MEX rOTOBOTO NiKapCbKoro | peyernmom
mr/mnno 1 mny | Bioximik C.A. LLiBeiiuapis (BUNycK 3acoby - 3miHa B creuudikauii [13 3a noka3HMKoM «CynpoBifHi AOMILLKM»
chnakoHi; no 7 cepii ); IBCA y 3B’513Ky 3 OHOBJ/IEHHAM MOHorpaddii EP Ha gitouy peyoBuHy
hnakoHiB B IHCTUTYT BioXiMik «Progesteron»
KapTOHHIlA C.A., Weeiiuapis
Kopobu,i (BMPOGHMLTBO
roToBOro
NiKapcbKoro 3acooby,
nepBUHHe Ta
BTOPVHHE
nakyBaHHs)
209. NMPONMKOTEKC | po3uunH ans IBCA LLiBeliya IBCA HCTUTYT LLiBelina BHECEHHS 3MiH 40 peecTpauiiHux martepianiB:3mMiHu | Tuny - 3MiHa y 3a UA/14719/01/01
iH ekuili, 25 IHCTUTYT pis Bioximik C.A. , pis MeToAax BUNPoGYyBaHHSA rOTOBOTO JliKapcbKoro 3acoby 3a NokasHUKOM peuyenmom
mr/mnnolmny | Bioximik C.A. Liseliuapisa (Bunyck «CynpoBifHi AOMILLKW»; HE3HAYHI 3MiHV B METOAWLi BUNPOGYBaHHSA 3a
donakoHi; no 7 cepii ); IBCA nokasHNKkom “KiflbKicHe BU3Ha4YeHHS1 MPOrecTepoHy»
hnakoHiB B IHCTUTYT Bioximik
KapTOHHiiA C.A., Wseiiyapis
Kopobu,i (BMPOGHMLTBO
roToBOro
NiKapcbKoro 3acooby,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs)
210, NCOPUHOXE | kpanni opasibHi Bionoriwe Himeuun Bionoriwe Himeuun BHECEHHS 3MiH A0 peecTpavliiiHuX MaTepiasliB:3MiHN | TUMY - 3MiHW WoA0 6e3 UA/6678/01/01
NbH no 30 mny Xaiinbmitte Ha XaiinbMmiTTens Ha 6e3nekn/ecdheKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHu oo peuenma
hnakoHi- Nb Xeenb Xeenb M'm6X y3araslbHeHVX AaHnx Npo cuctemy dapmakoHarnsgy (BBefeHHs
KpanesibHuL,j; No m6X y3araJibHeHNX JaHnX Npo cucTemy dpapmakoHarnsgy, 3mMiHa
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Ha3ssa
JliKapcbK0O20
3acoby

Popma
BUMYCKY

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsio4yeHHs

1 chnakoHy-
KpanesnbHuULi y
Kopobui

YMNOBHOBaYXKEHOT 0CO6U, BifNOBiAaNIbHOT 3a 34iiCHEHHST hapMakoHarnaay;
KOHTaKTHOI 0cO6U 3 chapmakoHarnsay 3asBHVKa 415 34iACHEHHS
hapMakoHarnagy B YkpaiHi, KO BOHA BigMiHHA Bif, yNIOBHOBaXKEHOT
0co6wu, BiANOBifa/IbHOT 3a 34iiCHEHHSA thapMakoHarnsay (BKIYaum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y po3MmilLeHHi MacTep-dhaiina cuctemu
thapmakoHarnsgy) - 3MiHa KOHTakTHOI 0cobu 3asiBHUKa, BiAMNOBiAa/IbHOT 3a
3pjiicCHeHHs hapMakoHarnagy B YkpaiHi: NMponoHoBaHa pegakuis —
LLlanoBasioBa IHHa AHaTO/iIBHA. 3MiHA KOHTAKTHUX JaHNX KOHTaKTHOT
0Cco6U 3asBHKKa, BiANOBIAALHOI 3a 34iiCHEHHS chapMakoHarnsgy B
YkpaiHi

211.

NCOPIATEH

Masb, o 501y
Ty6i; no 1 1y6i B
KapTOHHIW
Kopobui

AnbneH
dapma
m6X

Himeuun
Ha

[Loliue Xomeonari-
YHioH OXY-
ApuHaiimiTTens
v6X & Ko. KI

Himeuun
Ha

BHECEHHS 3MiH 40 peecTpauiiiHux MaTepiasis: 3MiHa 3asBHMKa (BNacHyka
peecTpaujiiiHoro noceig4eHHs) (3rigHo Hakazy MO3 Big 23.07.2015 Ne
460): 3MiHn | TMNY - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy. BeegeHHsa abo 3miHu 0 y3araslbHeHVX AaHnX Npo
cuctemy hapMakoHarnagy (BBeAeHHs ysarasibHeHUX AaHux Npo cuctemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0co6y, BiANOBIAA/IbHOI 3a
3[iicCHEHHSs hapMakoHars4y; KOHTaKTHOI 0co6U 3 chapmakoHarnsay
3as1BHUKA A4N19 34iiCHeHHA thapMakoHarnsgy B YKpaiHi, SKLL0 BoHa
BiAMIHHa Bif YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAAUTbHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bko4valouy KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MiLLeHHI
MacTep-haiina cuctemu hapmakoHarnagy) Airoua pegakuis:
YnoBHOBaxeHa ocoba 3asBHWKa, BignosiganbHa 3a hapmakoHarnsg — Dr.
Anja Hofner/ Ap. AHsl FodHep. KoHTakTHa ocoba 3asiBHUKa, BiANOBigaibHa
3a (papmakoHarnsg — BoiiteHko AHTOH eoprilioBuy. MNponoHoBaHa
pejakuis: YnoBHoBaxkeHa ocoba 3asBHMKa, BiAnoBifasibHa 3a
thapmakoHarnag — BoiiteHko AHTOH MeoprilioBny. 3MiHa KOHTaKTHUX
[aHnX ynoBHOBaXEHOI 0co6u, BignoBigansHoI 3a hapMakoHarnsag. 3miHa
MicUst 34iICHEHHA OCHOBHOI Ais/IbHOCTI 3 dapMakoHarnsay. 3miHa
MiCcLle3HaxX04KEHHs1 MacTep-ghaina.

6e3
peyenma

UA/3775/01/01

212,

PAN3OJEr®
®NEKCTAY®

PO34MH ANa
iH'exuin, 100
of4/mn; no 3 mn
y KapTpuaxi,
KNI MICTUTbCSA
y baraTono30Bii
04HOpPAa30Bili
LUINpUL-pYYLy; MO
la6bono5
LUMPULL-PYYOK Y
KapTOHHIW
Kopoobui

A/T HoBo
Hopgaick

[Janis

Bupo6HuuTBO,
HanoBHEHHS B
NepBUHHY YNakoBKy
Ta KOHTPO/b Ganky.
BignosiganbHuii 3a
BUNYCK:

A/T Hoso Hopgick,
[NaHis;
Brpo6HMLTBO,
HanoBHEHHS B
NepBUHHY YNakoBKy
Ta KOHTPOJ1b Ganky.
KomnnekTyBaHHs,
MapKyBaHHS Ta
BTOPVHHE
nakyBaHHs rOTOBOro
npoAykTy. KOHTpOsb
AKOCTI basiky
roTOBOrO NPOAYKTY
Ta KiHUEeBoro

[Oanisa/
®paHuis

BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3miHu | Tuny - 3mMiHn Wo0
6e3nekn/edpekTnBHOCTI Ta chapmakoHarnagy (iHwi 3MiHN)
3MiHM BHECEHO [0 TEKCTY MapKyBaHHSA BTOPUHHOI YNakoBKW (40A4aH0
3acTepexeHHsA Npu BUKOPUCTAHHI LLNPUL-PYYKKM). BBEAEHHA 3MiH NPOTArom
6-Tv MicALIB Micnsa 3aTBepmXeHHS. 3MiHu || TuRy - 3MiHK WoAao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. 3MiHu y TepaneBTUYHNX
nokasaHHsX (fofaBaHHs HOBOro TepaneBTUYHOrO NnokasaHHsA abo 3miHa y
3aTBEPKEHOMY NOKa3aHHi) 3MiHM BHECEHO [0 IHCTPYKLiT 418 MeanyHoro
3acTocyBaHHS NiKapcbKoro 3acoby A0 po3ainis "®apmMakosorivHi
BnactusocTi", "Moka3aHHA", "Oco6/MBOCTI 3acTocyBaHHS", "Cnoci6
3acTOoCyBaHHSA Ta Ao3un" (pegaryBaHHs TekcTy), "Aitn", "Mo6iuHi peakuii”
LLIOAI0 3aCTOCYBaHHSA NiKapCbKoro 3acoby An1s NikyBaHHA LlyKPOBOro
fiabeTy y AiTeii BikoM Bif 2 pokiB. BBeAEHHS 3MiH NpoTArom 6-Tu Micsuis
nicns 3aTBepmxeHHs. 3miHu Il Tuny - 3miHn Wwono 6e3nekn/edekTMBHOCTI
Ta (hapmakoHarnsgy. 3MiHu y KOpOTKili XapakTepucTuLi Nikapcbkoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLiT 415 MEeANYHOro 3aCTOCyBaHHS Y
3B'AA3KY i3 HOBUMW JaHUMW 3 SKOCTi, AOKNIHIYHUMM, KTIHIYHUMUW JaHUMK Ta
OaHumn 3 papmakoHarnsagy - 3MiH1M BHECEeHO [0 iHCTPYKLUiT 4151 MegnyHoro
3acTocyBaHHA NikapcbKkoro 3acoby Ao posainis "OcobnmBocCTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta A03n" Woao MiHiMisawil

3a
peyenmom

UA/14281/01/01
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
rOTOBOrO NPOAYKTY: NOTEHLAHOTO PU3UKY MELUYHOI MOMUIIKV NPW BUKOPUCTaHHI LLINPUL-PYYKN.
A/T Hoso Hopgick, BBefeHHs 3MiH NpoTArom 6-Tu MiCALIB MiCNs 3aTBEPMAKEHHS.
[aHis;
MapkyBaHHA Ta
BTOPVHHE
nakyBaHHS rOTOBOrO
NPOAyKTY:
A/T Hoso Hopgick,
[aHis;
Hoso Hopgaick
MpogatokcboH CAC,
PpaHuis
213.| PAMIME], Tabnetkv no 2,5 Megokemi Kinp AxTasic /1ITA, ManbTa/ BHECEHHS 3MiH 0 peecTpavliiniHux MmaTepiasis:3MiHu | TUMY - 3MiHW WoA0 3a UA/10153/01/01
mr no 10 nTa ManbTa Kinp 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go peyenmom
TabneTok y (BMPOGHMLTBO 3a y3arasibHeHNX JaHnx nNpo cucTemy dpapmakoHarnsgy (BBefeHHs
6nicTepi; no 3 MOBHVM LK/IOM); y3aranibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy, 3miHa
6nictepu y Megpokemi 1T/, YMOBHOBaXXeHOT 0cobu, BigNOBiAaNbHOT 3a 34iICHEHHS hapMakoHariaay;
KapTOHHIlA (3aBopg AZ), Kinp KOHTaKTHOI 0co6U 3 chapMakoHarnsay 3asBHVKa 151 34iACHEHHS
KopoobLi (nepBuHHE Ta thapmakoHarnagy B YKpaiHi, K0 BOHa BifMiHHA Bif, yNOBHOBaXXEHOI
BTOPUHHE oco6u, BiAMNOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsagy (Bkaovaoum
nakyBaHHs); KOHTaKTHI AjaHi) Ta/abo 3MiH1 y po3MilLeHHi MacTep-dhaiina cuctemu
Megokemi T/, hapmakoHarnsgy) - 3miHa ynoBHOBaXeHOT 0co6uM 3asBHMKA,
(UeHTpanbHwii BiANOBIAANbLHOI 3a 34ilicHeHHs chapmakoHarnagy: [iova pefakuis:
3aBog), Kinp Daphne Pittas. NMponoHoBaHa pegakuis: Marina Couva. 3MiHa KOHTaKTHUX
(BMpPOGHMLTBO [aHvX YNOBHOBAaXEHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
Hepo3dacosaHoro dhapmakoHarnsgy. 3miHa KOHTaKTHUX JaHUX KOHTaKTHOT 0cobu 3asBHUKA,
NpPOAYKTY, KOHTPOb BiANOBIAA/ILHOI 3a 3ilicHEHHS (hapMakoHarnsay B YkpaiHi. 3miHa micus
AKOCTI, [03BIN HA 3[jiACHEHHS1 OCHOBHOT AiSNIbHOCTI 3 dhapmakoHarnagy.
BMNYyCK cepii) 3MiHa MicLle3HaxomKeHHs1 MacTep-thaina
214 PAMIME], Tabnetkn no 5 Mepokemi Kinp AxTasic NTA, ManbTta/ BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis:3MiHN | TUMY - 3MiHW WO0A0 3a UA/10153/01/02
Mr no 10 nTa ManbTa Kinp 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy. BBegeHHs abo 3MiHM Ao peyenmom
TabneToky (BMPOGHMLTBO 3a y3arasibHeHNX JaHnx nNpo cucTemy dpapmakoHarnsgy (BBefeHHs
6nictepi; no 3 NMOBHWUM LMK/IOM); y3araslbHeHUX AaHux nNpo cuctemy dpapmakoHarnsgy, amiHa
6nictepu y Megokemi 1T/, yMOBHOBaXeHOT 0cobu, BigNOBIAaNbHOT 3a 34iICHEHHS hapMakoHariagy;
KapTOHHIiA (3aBog AZ), Kinp KOHTaKTHOI 0co6U 3 chapMakoHarnsay 3asBHVKa 415 34iACHEHHS
Kopobui (nepBuHHe Ta hapMakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Bif, yNIOBHOBaXKEHOT
BTOPUHHE 0cobw, BignoBiAa/IbHOT 3a 34iCHEHHS hapmakoHarnsagy (Bkaoyarum
nakyBaHHs); KOHTaKTHI AaHi) Ta/abo 3MiHN Y po3MmilLeHHi MacTep-dhaiina cuctemu
Mepokemi NTA hapmakoHarnagy) - 3MiHa ynoBHOBaXKEHOT 0CO6U 3asBHMKA,
(LeHTpanbHuii BiANOBiAaNbHOI 3a 3ilicHeHHsA chapmakoHarnagy: [ivoua pegakuis:
3aBog), Kinp Daphne Pittas. NMponoHoBaHa pegakuis: Marina Couva. 3MiHa KOHTaKTHUX
(BMPOGHMLTBO [aHNX YNOBHOBAXEHOI 0CO6U, BiANOBIAA/IbHOI 3a 34iiCHEHHS
Hepo3acoBaHOro thapmakoHarnagy. 3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0CO6M 3asBHYIKa,
NPOAYKTY, KOHTPO/b BiANOBIAA/IbHOI 3a 34ilicHeHHS hapMakoHarnagy B YkpaiHi. 3miHa micus
SAKOCTI, [O3BINT HA 3[iACHEHHS1 OCHOBHOT AisiNbHOCTI 3 chapmakoHarnagy.
BMNYCK cepii) 3MiHa MicLle3HaxoMKEHHSA MacTep-thaina
215 PAMIME], Tabnetkv no 10 Mepokemi Kinp Axtasic NTA, ManbTta/ BHECEHHS 3MiH 0 peecTpaLiiiHuX MaTepiasiB:3MiHN | TUMY - 3MiHW LWoA0 3a UA/10153/01/03
Mr no 10 nTa ManbsTa Kinp 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy. BeegeHHs abo 3MiHM Ao peyenmom
TabneTok y (BMpPOGHMLTBO 3a y3araJibHeHNX JaHnX Npo cucTemy dpapmakoHarnsgy (BBefieHHs
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
6nicTepi; no 3 MOBHVM LK/IOM); y3aranibHeHVX faHnx Npo cuctemy hapmakoHarnsgy, 3miHa
6nictepu y Megokemi 1T/, YMOBHOB&XeHOT 0cobu, BigNOBIAaNbHOT 3a 34iICHEHHS hapMakoHariaay;
KapTOHHIlA (3aBog AZ), Kinp KOHTaKTHOI 0co6U 3 chapMakoHarnsay 3asBHVKa 415 34iACHEHHS
KopoobLi (nepsBuHHe Ta thapmakoHarnagy B YKpaiHi, K0 BOHa BifMiHHA Bif, yNOBHOBaXEHOI
BTOPUHHE oco6u, BiAMNOBIAa/IbHOI 3a 34iiCHEHHS hapmakoHarnsagy (Bkaovaoum
nakyBaHHs); KOHTaKTHI AaHi) Ta/abo 3MiH1 y po3MilLeHHi MacTep-dhaiina cuctemu
Megokemi T/, hapmakoHarnsgy) - 3miHa ynoBHOBaXeHOT 0cobu 3asBHUKA,
(LeHTpanbHuii BiANOBIAANbHOI 3a 34ilicHeHHs chapmakoHarnagy: [ioya pegakuis:
3aBog), Kinp Daphne Pittas. NMponoHoBaHa pegakuis: Marina Couva. 3MiHa KOHTaKkTHUX
(B1pPOGHNLTBO [aHnX YNoBHOBaXKEHOT 0CO6U, BiANOBIAANLHOI 3a 34iICHEHHS
Hepo3dacosaHoro dhapmakoHarnsgy. 3miHa KOHTaKTHUX JaHnX KOHTaKTHOT 0co6u 3asBHUKA,
NPOAYKTY, KOHTPO/b BiANOBIAA/IbLHOI 3a 3ilicHEHHS (hapMakoHarnaay B YkpaiHi. 3miHa micus
AKOCTI, [03BIN Ha 3[jlACHEHHS1 OCHOBHOI AisNIbHOCTI 3 (hapMakoHarnisgy.
BMNYCK cepii) 3MiHa MicLle3HaxoMKEHHs1 MacTep-thaina
216. PAMIME], Tabnetku, 2,5 Mepokemi Kinp AxTasic NTA, ManbTta/ BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis:3miHu | Tuny - 3MiHM Woa0 3a UA/10154/01/01
KOMBI mr/12,5 mr no 10 nTa ManbTa Kinp 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy. BeegeHHs abo 3MiHM Ao peyenmom
TabneTok y (BMPOGHMLTBO 3a y3arasibHeHUX JaHnx npo cuctemy dpapmakoHarnsgy (BBefeHHs
6nictepi; no 3 NMOBHUM LMK/IOM); y3araslbHeHUX AaHux npo cuctemy dpapmakoHarnsgy, amiHa
6nictepu y Megokemi 1T/, YMOBHOBaXeHOT 0cOobu, BigNOBIAaNbHOT 3a 34iICHEHHS hapMakoHariaay;
Kopobui (3aBog AZ), Kinp KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asBHVKa 415 34iACHEHHS
(nepBuHHe Ta hapMakoHarnagy B YkpaiHi, KLU0 BOHA BigMiHHA Bif, yNIOBHOBaXEHOT
BTOPUHHE ocobw, BignoBiAa/IbHOT 3a 34iCHEHHS hapmakoHarnsagy (Bkaoyarum
nakyBaHHs); KOHTaKTHi AaHi) Ta/abo 3MiHN Y po3MmilLeHHi MacTep-dhaiina cuctemu
Mepokemi NT/A thapmakoHarnagy) - 3MiHa ynoBHOBaXKEHOT 0CO6U 3asBHUKA,
(LeHTpanbHuii BiANOBIAA/IbHOI 3a 34ilicHeHH:A dhapmakoHarnsgy: MNponoHoBaHa pejakuis:
3aBog), Kinp Marina Couva. 3MiHa KOHTaKTH/X AaHUX YNOBHOBaXXEHOT 0cobu,
(BMPOGHULTBO BiANOBIAaA/IbHOI 3a 34ilicCHEHHSA hapMakoHarnsagy. 3MiHa KOHTaKTHUX AaHnX
Hepo3acoBaHOro KOHTaKTHOI 0CO6U 3asiBHUKA, BiANOBIAA/IbHOI 3@ 34iiCHEHHS
NpoAyKTY, KOHTPO/b thapmakoHarnagy B YkpaiHi. 3MiHa Micus 3[iACHEHHS] OCHOBHOT AiSNbHOCTI
AKOCTI, [O3BINT HA 3 chapmakoHarnsgy. 3miHa MicLie3HaxXoKEHHS MacTep-haina
BUMYCK cepii)
217, PAMIMES, Tabnetku, 5 Mepokemi Kinp AkTasic /1TA, ManbTa/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianiB:3miHu | Tuny - 3MiHu Wwoao 3a UA/10154/01/02
KOMBI mr/25 mr no 10 nTa ManbTa Kinp 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy. BeegeHHs abo 3MiHM Ao peuenmom
Tabnetok y (BMPOGHMLTBO 3a y3aranibHeHVX gaHnx Npo cuctemy dpapmakoHarnsay (BBefeHHs
6nicTepi; no 3 NMOBHUM LMK/IOM); y3araslbHeHUX AaHux npo cuctemy dpapmakoHarnsgy, amiHa
6nictepn y Mepokemi NTA YNOBHOBaXKEHOT 0CO6U, BiANOBIAaNLHOT 3a 34iACHEHHST hapMakoHarnaay;
KopoobLi (3aBog AZ), Kinp KOHTaKTHOI 0cO6U 3 thapmakoHarnsagy 3asBHVKa 415 34iACHEHHS
(nepBuHHe Ta hapMakoHarnagy B YkpaiHi, KO BOHA BigMiHHA Bif, yNIOBHOBaXXEHOT
BTOPWHHE ocob6u, BiANOBIAasIbHOI 3a 34iiCHEHHSA hapMakoHarnsgy (Bkaoyaoum
nakyBaHHs); KOHTaKTHI AaHi) Ta/abo 3MiHM Y po3MmilLeHHi MacTep-ghaiina cuctemu
Megokemi NT/, hapmakoHarnsgy) - 3miHa ynoBHOBaXeHOT 0cobu 3aABHMKaA,
(LeHTpasnbHuii BiANOBIAA/IbHOI 3a 34ilicHeHH:A hapmakoHarnsgy: MNponoHoBaHa peakLis:
3asog), Kinp Marina Couva. 3MiHa KOHTaKTH/UX AaHUX YNOBHOBaXXEHOT 0cobu,
(BUpPOGHMLTBO BiANOBIAA/IbHOI 3a 34iliCHEHHA dapmakoHarnsagy. 3MiHa KOHTaKTHUX AaHnX
Hepo3ghacoBaHOro KOHTaKTHOI 0CO6U 3asiBHUKA, BiANOBIAA/IbHOI 32 34iiCHEHHS
NPOAYKTY, KOHTPO/b hapmakoHarnsgy B YkpaiHi. 3miHa Micusi 34jiiCHEHHs1 OCHOBHOI AiS/IbHOCTI
SAKOCTI, [03BI/T HA 3 chapmakoHarnsgy. 3miHa MicLe3HaxoKeHHs MmacTep-aina
BMNYCK cepii)
218, PESOHATUB | po34uH ass OxTadhapma | ABCTpisi BMPOGHUK, Himeyun BHECEHHS 3MiH 0 PEECTPALiiHNX MaTepiasiiB: 3MiHM | TMNy - 3MiHK WoA40 3a UA/14323/01/01
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
iH'eKwjin, 625 dapmaueBT BiANoBigabHUI 3a Ha/ 6e3nekn/eddekTVBHOCTI Ta papMakoHarnagy (iHLWi 3MiHK). peyenmom
MO/mn; no 1 mn nKa BTOPUHHE LLiBeuis BHeceHo [0 IHCTpyKLii 415 MeAMUYHOro 3acToCcyBaHHS NikapCbKoro 3acoby
B amnyni; no 1 MpoaykTioHC nakyBaHHs: 0o po3giniB "Cknag" (4ogaHo TeKcToBy iHGhopMaLito 6e3 3miHu cknagy),
amnyni B rec m.6.X. Oxtadhapma [eccay "®apmakonoriunHi BnactnsocTi”, "Ocobnumsi 3axoaun 6e3nekn”,
NacTUKOBIl v6X, HimeuunHa; "3acTocyBaHHs y Nepiof BariTHOCTI abo rogyBaHHsA rpyaar”, "Cnocio
6nicTepHil BUPOOHUK, 3acTocyBaHHA Ta go3mn”, "MobiyHi peakuil, Takox pegaroBaHo TeKCT
ynakosui; no 1 BiANOBigabHWIA 32 po3sginis "Moka3saHHsA", "MpoTunokasaHHs", "3aaTHiCTb BANBATA HA
NacTUKOBIl BMPOOHULITBO 3a LIBWAKICTb peakLii Npn KepyBaHHi aBTOTPaHCNOPTOM a60 iHLMMK
6nicTepHil NOBHUM UMKMIOM, 3a MexaHismMamu" BifnoBigHO A0: OCHOBHOI pekomeHaauii EMA gnsa AHTi-D
ynakosLi B BUK/IIOYEHHAM iMyrno6yniH NI0AMHN 415 BHYTPILLHBOM'S30BOr0 3aCTOCYBaHHS
KapTOHHI BTOPUHHOT YMaKoBKM: (EMA/CHMP/BPWP/29205/2005 Rev. 2, Big BepecHsi 2016 p.); NOTO4YHOro
Kopobui; no 2 Mn Oxktadhapma AB, wabnoHy Ornagy skocTi fokymeHTiB (LLla6noH QRD iHdopmadii npo
B amnyni; no 1 LWsewis NPOAYKT Bepcii 4); nonepemxeHHs Npo HaTpiii 3rigHo 3 JoaaTkom [0
amny”ni B KepiBHMULTBa EBponelicbkoi Komicil 1woao "A0noMiKHUX PEYOBUH Y
NIacTUKOBIl MapKyBaHHi Ta B yNakoBL,i /1ikapCbKoro 3acoby Ans BUKOPUCTaHHS
6nicTepHii nogyHor" (SANTE-017) -22668); nonpaBok B OCHOBHY iHthopmalito 3
ynakosui; no 1 6e3nekn komnaHii (CCSI), Ak yacTrHu MnaHy ynpasniHHA pusukamu. Ak
nNacTVKOBIi HacnifokK, 3MiHN BHECEHO A0 TEKCTY MapKyBaHHS YNakoBKV NiKapCbKoro
6nicTepHii 3aco6y. TepmiH BBELlEeHHS 3MiH: MPOTAroM 6 MiCALB NicNa 3aTBEPKEHHS.
ynakoBLi B 3miHu | Tvny - 3miHn Wwoao 6e3nekn/edpeKTMBHOCTI Ta hapmakoHarnsay.
KapTOHHIlA BHeceHHs1 abo 3miHa(1) 40 3060B'A3aHb Ta YMOB BMAaui peecTpaviiiioro
KopoobLi noceifgyeHHs, BkNoYaouy Mnax ynpasniHHA pusnkamm (iHWi 3MiHu).
HapaHo oHoBneHy Bepcito MYP y BignoBigHOCTI A0 pekomeHaauiin EMA.
[JeTanbHuii onuc cucteMu ynpasniHHS pu3nMkamu y BUrNSAi nnaHy
ynpaBiHHA pyU3nKamu, Lo HagaHWi 3asiBHUKOM, MiCTUTb PU3NK
NPOMOPLifHI 3aX0AM 3 MiHIMi3aLii pU3nKiB Ta 34iiCHEHHS
thapmakoHarnagy. I[Hopmauis 3 6e3neku, Lo npeacTaBieHa B NPOeKTi
IHCTPYKLi 415 MeANYHOro 3acTOCyBaHHS NiKapCbKOro 3acoby Bifobpaxae
3axo4M 3 MiHiMisauii pu3ukis, Bignosigae iHpopmaluii, BUkIageHi y niaHi
ynpaBniHHA py3vKamu, HaAaHoro 3asBHUKOM. TepPMiH BBEAEHHS 3MiH -
npoTArom 6 micsLiB Nicns 3aTBEPAKEHHS.
219 PEHE/Nb H Tabnetku, no 50 Bionoriwe Himeuun Bionoriwe Himeuun BHECEHHS 3MiH A0 peecTpavliiiHuX MaTepiasiB:3MiHu | TUMY - 3MiHW WoA0 6e3 UA/2442/01/01
Tabnetoky Xaiinbmitte Ha XaiinbMmiTTens Ha 6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy. BeegeHHs abo 3MiHM Ao peuenma
KOHTEliHepi Nb Xeenb Xeenb M'm6X y3aranibHeHVX gaHnx Npo cuctemy dpapmakoHarnisay (BBefeHHs
noninponineHos 6X y3arasibHeHVX AaHnx Npo cuctemMy hapmMakoHarnsay, 3mMiHa
omy, no 1 YMNOBHOBaXEHOT 0CO6U, BiANOBIAaNLHOT 3a 34iICHEHHST hapMakoHarnaay;
KOHTEliHepy B KOHTaKTHOI 0co6M 3 thapmakoHarnsgy 3asnBHVKa 415 34iACHEHHSA
Kopo6ui 3 thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif, yNIOBHOBaXEHOI
KapToHy ocob6u, BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsgy (Bkaovaoum
KOHTaKTHi fjaHi) Ta/abo 3MiHM y pO3MiLLLEeHHI MacTep-halina cuctemu
hapmakoHarnsgy) - 3MmiHa KOHTakTHOI 0co6y 3asiBHVKa, BignoBiganbHoOT 3a
3[jiCHeHHs1 hapMakoHarnsay B YkpaiHi: [ponoHoBaHa pefakuis —
LLlanosanosa IHHa AHaToniiBHa. 3MiHa KOHTAKTHUX AaHWX KOHTaKTHOI
0Cco6U 3asBHKKA, BiANOBIAALHOI 3a 34iliCHEHHS chapmakoHarnsgy B
YKpaiHi
220., PEOCOPBIN pO34uH ans TOB "lOpis- | YkpaiHa TOB "lOpis-®apm” Ykpaina BHECEHHS 3MiH 40 peecTpaviiiHux MaTepiasis: 3MiHu | Tuny - 3a UA/2399/01/01
AKT® iHcpysiiA; no 200 Papm"” AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus peyenmom

mn abo 400 mn y
naswKax

NPOBaKEHHS AiS/IbHOCTI BUPOBHMKa/iMnopTepa roToBOro Nikapcbkoro
3ac00y, BKIHOYAKUM AinbHULI BUNYCKY Cepii abo MicLe NpoBefeHHs
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
CKNsAHUX; no 200 KOHTPO/IIO SIKOCTI. (AIANbHICTb, 3a AKy Bignosigae BUpoOHuK/imnopTep,
mn abo 400 mny BK/IO4A0UM BUMYCK Cepiid) - 3MiHa agpecy BupobHuka TOB «HOpis-dapm»,
NAAWLI CKNSHIN; 6e3 3MiHN MicLA BUpOGHMLTBA (BBEAEHHS 3MiH NPOTAroM 6-TW MicsiLiB
no 1 naawui B nicns 3aTBepakeHHs)
nauui; no 250
mn abo 500 mny
KOHTelHepax
nosliMepHuxX
221, PECIUKC® TabneTky BKpUTI OpraHocuH IHais EBepTomxeH Navich IHAis BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 6e3 UA/15549/01/01
nAiBKOBOO Naindp CaeHcus Jlimiteq 3MiHM | TUMY - 3MiHW BHECEHO Y TEKCT MapKyBaHHS YNakoBKW NiKapCbKOro peyenma
060/10HKOI0, MO CaeHcus 3ac00y W00 3a3Ha4YeHHA MKHapPO4HMX NO3HaYeHb OANHULb
10 TabneTok y MeT. N14. BUMIpPIOBaHHS. BBeiE€HHS 3MiH NPOTArOM 6-TU MICALIB NiCNA 3aTBEPKEHHS
6nictepi, no 1
abo 2, abo 4
6nictepu y nayuj
222, PECTPYKTA pO34uH ans Bionoriwe Himeuun Bionoriwe Himeuun BHECEHHS 3MiH 40 peecTpaLliiiHux MaTepiasis:3MiHu | TUMY - 3MiHW WoA0 3a UA/4245/01/01
nPo iH'ekuin no 2,0 Xaiinbmitte Ha XaiinbmiTTens Ha 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go peyenmom
IH'EKLIIOHE M/1 B amnyni; no Nb Xeenb Xeenb Mv6X y3arasibHeHUX AaHux npo cuctemy dpapmakoHarnsgy (BBefeHHs
Cc 5amnyny 6X y3aranibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy, 3miHa
KOHTYPHIit yMOBHOBaXEHOT 0cobu, BiANOBIAaNbHOT 3a 34iICHEHHS hapMakoHariaay;
YapyHKOBIl KOHTaKTHOI 0c06M 3 hapMakoHarnaay 3asBHVKa A5 34iACHEHHS
ynakosui; no 1 thapmakoHarnagy B YKpaiHi, K0 BOHa BifMiHHA Bif, yNOBHOBaXEHOI
abo no 2, abo ocobu, BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsagy (Bkaovaum
no 10 KOHTYPHUX KOHTaKTHI faHi) Ta/abo 3MiH1 y po3MilLeHHi MacTep-dhaiina cuctemu
YapyHKOBMX hapmakoHarnsgy) - 3miHa KOHTaKTHOI 0Co6y 3asBHWKa, BignoBiganbHOT 3a
yNakoBOK Y 3[iicHeHHs hapMakoHarnagy B YkpaiHi: NMponoHoBaHa pegakuis —
Kopobu,i 3 LLlanosanoBa IHHa AHaTONIBHA. 3MiHA KOHTAKTHUX faHNX KOHTaKTHOT
KapToHYy 0co6U 3asBHMKa, BiANOBIAAILHOI 3a 34iiCHEHHS chapmakoHarnagy B
YkpaiHi
223.| PUBOKCUH po3uuH ans MAT YkpaiHa MAT "Fanuucpapm” Ykpaina BHECEHHS 3MiH O peecTpaLiiiHix MaTepiani:3MiHW | TUNY - NpMBEAEHHS 3a UA/4137/02/01
iH'exuin, 20 "Tanmudpap crneundikauii Ta MeToAiB KOHTPOIO AN151 4OMOMKHOI peyoBuHM Boga gns | peyenmom
Mr/mn no 5 mn M" iH'ekuii fo BUMOr MoHorpadii EP/A®Y, ajtoyvoro BuaaHHs, a came:
yn no 10 mn B BU/TyYeHHS NokasHuka «pH» Ta pefakuiiiHi yTOUHeHHA 415 nokasHukKa
amnyni; no 5 «MiKp06iOA0TiYHMI MOHITOPUHI»; CYNyTHA 3MiHA: 3MiHa Yy MeTogax
amnyny BMNPOGYBaHHS AOMOMIKHOI Pe4oBUHM (iHLWi 3MiHM Y MeTofax
KOHTYpHIl BUNpOo6YBaHHSA (BKIOYatoumn 3amiHy abo gogasaHHs))
YapyHKOBIW
ynakosLi; no 2
KOHTYPHi
YapyHKOBI
yNakoBKM B
nauuj; no 5 mn
yn no 10 mn B
amnyni; no 10
amnyn y kopobui
224, POBATIHEKC | kancynu Posa Ipnangis BignNoBigasibHUiA 32 | IpnaHgis BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3miHu | Tuny - 3a UA/17341/01/01
KMLLKOBOPO34MH PapmacbHoTi NOBHWIA LKA / AAMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo afpecu 3asBHUKaA | peyenmom
Hi, M'aki; no 10 Kauic J114. BMPOGHULITBA (KpiM Himeyun | (BnacHuKa peecTpauiiiHoro Nnoceig4yeHHs) 3mMiHa aapecy 3asBHUKa. 3MiHu |
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
Kancyn B HanoBHEHHSA Ha T™Mny - AAMIHICTPaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHS Ta/abo afpecu micus
6nicTepi, no 5 Kancyn): NPOBaPKEHHS AiS/IbHOCTI BUPO6HUKa/iMnopTepa roToBoro Jlikapcbkoro
6nictepis B PoBa 3acoby, BK/IYaum AinbHULI BUNYyCKy cepii abo micue npoBefeHHs
nauuj 3 KapToHy dapmacbloTikasc KOHTPO/IIO SAKOCTI. (AIANbHICTb, 3a AKy Bignosigae BUpoOHUK/imnopTep,
NTa., lpnaHgis; BK/1OHAK0UM BUMYCK Cepild)
BMPOGHUK, 3mMiHa agpecu BupobHuka Posa ®apmackioTikanc JT4., IpnaHais, 6e3
BiANOBigabHWIA 32 3MiHW MicLst BUPOOHMLTBA. 3MiHW BHECEHO B IHCTPYKLiO 415 MEANYHOTO
HamMoBHEHHSA Karcy/: 3aCTOCYBaHHS LLIOAO MiCLE3HaxX0MKEHHS BUPOOHVKA, SIK HACNIAoK —
KataneHt BiANOBIAHI 3MiHM Yy TEKCT MapKyBaHHS yNakoBKMW NiKapCbKoro 3acoby. 3MiHu
HimeuunHa | TMNy - AOMIHICTPaTMBHI 3MiHU. BUyYeHHS BUPOGHNYOI AinbHAL
Epepbau [JxiM6EAY, (Brtovaroum ginbHuui ans A®l, npoMixxHOro NpoAykTy abo rotoBoro
HimeuuunHa; nNikapcbkoro 3acoby, AiNbHUL 419 NPOBEAEHHS NakyBaHHS, BUPOBGHMKA,
C.K. Csicc Kanc BiANOBIAA/ILHOIO 3a BUNYCK CePiii, MicLie NPOBEAEHHS KOHTPOJIO cepii) abo
PymyHia C.P.J1., nocTavasibHvKa BUXIQHOTO MaTepiasy, peareHTy abo f0nOoMiKHOI
PymyHis; pPEeYOBUHM (AKLLO 3a3HAYeHO Y A0Cbe) BunyyeHHs BUpobHuKa KbroaniTi
nepBrHHa Ta (Banneii) Nimites, BenmkobpuTtaHis, BignoBiAanbHOMo 3a NepBUHHE Ta
BTOPUHHA YNaKoBKa: BTOPUHHE NakyBaHHsA J13.
MM® B.B.
(MaHydakTypuHr
MakiHr ®apmaka),
HigepnaHaun
225, PO3YNIN® TabneTku, BKpUTI 3AT Yropwm 3AT Yropuu BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianiB:3miHu || TUny - BBEAEHHS 3a UA/11831/01/01
NAiBKOBOO dapmavuesT Ha dapmaLeBTUYHNI Ha aNbTepHaTMBHOT TeXHOOTrIT BUpobHULUTBa AP| po3yBacTaTuHy LMHKY, a peyenmom
060/10HKOI0, N0 VNYHUIA 3aBOS, 3aBog ErIC came cuHtes C
5 wr, Ne 14 EFIC
(7x2), Ne 28
(7x4), Ne 56
(7x8) y
6nictepax
226. PO3YyNIN® TabneTkun, BKpUTI 3AT YropLum 3AT YropLum BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis:3miHu || Tuny - BBEAEHHS 3a UA/11831/01/02
NNiBKOBOO dapmavuesT Ha dapmaueBTUYHNI Ha anbTepHaTMBHOI TeXHOOorii BUpo6HUUTBa AP| po3yBacTaTuHy LMHKY, a peyenmom
060/10HKOI0, N0 WNYHWI1 3aBO, 3asof ElC came cuHTe3 C
10 mr, Ne 14 EriC,
(7x2), Ne 28 YropwumHa
(7x4), Ne 56
(7x8) y
6nictepax
227.| PO3yninN® TabneTkun, BKpUTI 3AT YropLuu 3AT YropLum BHECEHHS 3MiH 10 peecTpaLiiiH1x maTepianis:3MiHu Il TUNY - BBEAEHHSA 3a UA/11831/01/03
NNiBKOBOIO dapmauesT Ha dapmaueBTUYHNI Ha a/IbTEPHATUBHOI TeXHO/OrT BUpo6HULTBa AP| po3yBacTaTuHy LUMHKY, @ | peyernmom
060/10HKOI0, N0 VNYHWIA 3aBOf, 3asof ElC came cuHTe3 C
20 mr, Ne 14 EFIC
(7x2), Ne 28
(7x4), Ne 56
(7x8) y
6rictepax
228.| PO3YNIN® TabneTku, BKpUTI 3AT Yropwm 3AT Yropum BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianiB:3miHu || TUny - BBEAEHHS 3a UA/11831/01/04
nAiBKOBOIO PapmaueBT Ha dapmaueBTUYHNI Ha albTepHaTMBHOI TeXHOOTrIT BUpobHUUTBa AP| po3yBacTaTuHy LMHKY, a peyenmom
0060/10HKOH, N0 VYHUIA 3aBOA, 3asof ElC came cuHTe3 C
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
40 mr, Ne 14 EFIC
(7x2), Ne 28
(7x4), Ne 56
(7x8) y
6nicTepax
229. PO34MH po34uH ans TOB "tOpis- | YkpaiHa TOB "HOpia-®apm” Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 3MiHu | Tuny - 3a UA/0872/01/01
PIHIEP- iHdpy3iii; no 200 Papm"” AZMIHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun micus peyenmom
NAKTATHUI mn a6o 400 mny NPOBaPKEHHN AiS/IbHOCTI BUPO6HUKa/iMnopTepa roToBoro Jlikapcbkoro
naswkax; no 3aco0by, BK/IYaUK AinbHULI BUNYCKy cepii abo micue npoBefeHHs
100 mn, abo no KOHTPO/IIO SKOCTI. (AiANbHICTb, 3a AKy Bignosigae BUpo6HuK/imnopTep,
200 mn, abo no BK/IO4a0UM BUMYCK Cepiid) - 3MiHa agpecy BupobHuka TOB «tOpis-dapm»,
500 mn, a6o no 6e3 3MiH1 Micus BUpo6HMLUTBA (BBeAEHHS 3MiH NPOTArOM 6-TU MicALiB
1000 mny nicns 3aTBepAkKeHHs)
KOHTeliHepax
230.| CEBIKAP TabneTkun, BKPUTI AnBsoreH Manbta | [faivi CaHkio FOpoyn | Himeuum BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianiB:TeXHiYHa NOMUIIKA Y TEKCTi 3a UA/17647/01/01
NAiBKOBOIO ManbTa 6X Ha MapKyBaHHS YNakoBOK NiKapCbKOro 3aco0y LLLOAO0 Ait40i pevyoBUHN peyenmom
060/10HKO0, N0 OnepeiiweH
20 wmr/5 mr, no c (POY) N1,
14 TabneTok y
6nicTepi, no 2
6nictepay
KapTOHHIW nayui
231, CEBIKAP TabneTku, BKpUTI AnBoreH Manbta | [Oaivi CaHkio Opoyn | Himeyuu BHECEHHS 3MiH [J0 peECTpaLiiiHUX MaTepiasliB: TeXHIYHA MOMU/IKA Y TEKCTI 3a UA/17647/01/02
NiBKOBOIO ManbTa rM6X Ha MapKyBaHHS YNakoBOK J1iKapCbKoro 3acoby LLO0AO Aitoyoi pevyoBUHN peyenmom
060/10HKOI0, N0 OnepeiiweH
40 mr/5 mr, no c (POY) N1pg,
14 TabneToK y
6nictepi, no 2
6nictepa 'y
KapTOHHIA nayui
232, CEBIKAP TabneTku, BKpUTI AnBoreH Manbta | [Jaiui CaHkio Opoyn | Himeuun BHECEHHS 3MiH [0 peecTpaLiiiHuX MaTepiasliB: TEXHIYHA MOMW/IKA Y TEKCTI 3a UA/17647/01/03
NNiBKOBOO ManbTa rmM6X Ha MapKyBaHHS1 YNakoBOK Nikapcbkoro 3acoby oo Aito4oi peHOBUHM peyenmom
060/10HKO0, MO OnepeiieH
40 mr/10 mr no c (POY) N1
14 TabneTok y
6nictepi, no 2
6nictepa y
KapTOHHI nayui
233.| COAA- po34uH ans TOB "lOpis- | YkpaiHa TOB "lOpis-®apm” Ykpaina BHECEHHS 3MiH 0 peecTpaliinHmx MmaTepiasis: 3MiHu | Tuny - 3a UA/5656/01/01
BY®PEP® iHdpy3iid, 42 dapm” AAMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus peyenmom
mr/mn, no 20 mn, NPoBaPKEHHS Ai/IbHOCTI BUPOBHMKa/iMnopTepa roToBoro Nikapcbkoro
a6o no 50 mn, 3ac06y, BKIIOYAKUN fibHNL BUNYCKY Cepii abo MicLe NpoBeAeHHS
abo no 100 mn, KOHTPOJIO0 SIKOCTI. (AIANbHICTb, 3a AKy BignoBigae BUpo6HuK/imnopTep,
a6o no 200 mn, BK/IO4at0UM BUMYCK Cepiid) - 3MiHa agpecy BupobHuka TOB «tOpis-®apm»,
a6o no 400 mn B 6e3 3miHn Micusa BUpobHuLTBa (TepMiH BBEAEHHS 3MiH NPOTAroM 6-Tn
nAswKax MicSLIB MiCNsA 3aTBEPAYKEHHS)
CKNSAHWX
234 COAEPM® Kpem 0,1 % no [Jepmacbapm | Himeuun Mi6e MmM6X Himeuun BHECEHHS 3MiH 40 peecTpaviiiHux MaTepiasis: 3MiHu | Tuny - 3a UA/10254/03/01
251,50y 1y6i, Al Ha ApuHaiimiTTeNnb Ha AAMiHICTpaTVBHI 3MiHW. 3MiHA HAa3BW NiKapCbKOro 3acoby. 3aTBepAKeHo: | peyenmom
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
no 1 Ty6i B Copepm. 3anponoHosaHo: Coaepm®. BeefeHHs 3MiH NpoTAaroM 6-Tu
KapTOHHI/ navu,i MicsAUiB MicnsA 3aTBepKeHHs. 3MiHu | Tuny - 3MiHn Wwoao
6e3nekun/edhekTBHOCTI Ta thapmakoHarnagy (iHwi 3mMiHu). OHOBNEHHSA
3aTBEPKEHOr0 TEKCTY MapkyBaHHs J13. BBeeHHS 3MiH NpOTArom 6-Tu
MicsAUiB MicnsA 3aTBepKeHHs. 3MiHu | Tuny - 3MiHM Woao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarnagy (iHLWi 3MiHK).
3MiHN BHECEHI B IHCTPYKLiO 4719 MEANYHOro 3aCTOCYyBaHHS LLOA0
BU/TyYEHHS iH(hopMaLii WoJo 3asBHUKA. BBeAEHHS 3MiH NpoTArom 6-Tu
MicaLiB Nic/a 3aTBepAXKEHHS.
235, CONIAAro po34uH ans Bionoriwe Himeuun Bionoriwe Himeuun BHECEHHS 3MiH 0 peecTpaLliiniHux MmaTepiasis:3MiHN | TUMY - 3MiHW WoA0 3a UA/4374/01/01
KOMMO3WUTY | iH'ekuiii no 2,2 Xaiinbmitre Ha XainbmitTens Ha 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go peyenmom
MC M/1 B amnyni; no Nb Xeenb Xeenb Mv6X y3araslbHeHUX AaHux nNpo cuctemy dpapmakoHarnsgy (BBefeHHs
5amnyny 6X y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy, 3miHa
KOHTYPHIi YMOBHOBaXXeEHOT 0cobu, BigNOBiAaNbHOT 3a 34iICHEHHS hapMakoHariaay;
YapyHKOBIl KOHTaKTHOI 0C06M 3 hapMakoHarnagy 3asBHVKa A5 34iACHEHHS
ynakosui; no 1 thapmakoHarnagy B YKpaiHi, K0 BOHa BifMiHHA Bif, yNOBHOBaXKEHOI
abo no 2, abo oco6u, BiAMNOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsagy (Bkaovaoum
no 20 KOHTYPHUX KOHTaKTHI AjaHi) Ta/abo 3MiHM Y po3MilLeHHi MacTep-dhaiina cuctemu
YapyHKOBMX hapmakoHarnsgy) - 3miHa KOHTaKTHOI 0Co6yu 3asBHMKa, BignoBiganbHOT 3a
yMakoBOK y 3[jiCHeHHs1 hapMakoHarisay B YkpaiHi: [ponoHoBaHa pefakuis —
Kopobui 3 LLlanosasnioBa IHHa AHaTOMIBHA. 3MiHA KOHTAKTHUX faHUX KOHTaKTHOT
KapToHYy 0co6U 3asBHMKA, BiANOBIAAIBHOI 3a 34iiCHEHHSA hapmakoHarnagy B
YKpaiHi
236. CONIQAro po3uuH ans Bionoriwe Himeuun Bionoriwe Himeuun BHECEHHSA 3MiH 0 peecTpaLiiiHux maTepianiB:3MiHu | Tuny - 3mMiHa y 3a UA/4374/01/01
KOMMNO3WUTY | iH'ekuiii no 2,2 Xannbmitre Ha Xannbmitrenb Ha napameTpax crneungikauiii Ta/abo 4onyCTUMUX MEX, BUSHAYEHUX Y peyenmom
MC M/1 B amny’i; no Nb Xeenb Xeenb M'm6X cneyudikalisx Ha A®l, abo BUXiZAHUIA/MPOMIXHWIA NpoAyKT/peareHT, Lo
5amnyny 6X BWKOPUCTOBYHOTLCA Y npoLeci BupobHuutea APl - 3miHn y Cneumdikaui
KOHTYPHIi AD| Ana MaTepuHCBLKOT TUHKTYpU Barosma, fogaBaHHA KOHTPOSIO
YapyHKOBIl cneumdivyHnx MikpoopraHiamis Escherichia coli 3a nokasHvkom
ynakosLi; no 1 «Mikpob6ionoriyHa YncToTax BifgnoBigHO A0 YMHHOT €Bp.Papm
abo no 2, abo
no 20 KOHTYPHUX
YapyHKOBUX
yMakoBOK y
KopooLi 3
KapTOHY
237.| CONNKOCEPU | nacta MEJA LLiBeliya Neraci LLiBelina BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB:3MiHN | TUMy - 3MiHK W0A0 6e3 UA/17189/01/01
n OPOMYyKO3Ha Mo PapmacbHoTi pis dapmacbioTikan3 pis 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go peuenma
OEHTANNIBHA | 51y Kans CsiTceneHg Mv6x y3arasibHeHNX faHnx Npo cuctemy apmakoHarnsgy (BBefeHHs
AAFE3NBHA TIOMIHIEBIN CeiTceneHg y3araJlbHeHUX AaHux nNpo cuctemy dpapmakoHarnsgy, aMiHa
MNACTA Ty6i; no 1 Ty6i B M6X yNOBHOBaXeEHOT 0cobu, BiANOBIAaNbHOT 3a 34iICHEHHST hapMakoHarnsay;
KapTOHHIiiA KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHMKa A5 34iACHEHHS
Kopobu,i hapMakoHarnsgy B YkpaiHi, SKLO0 BOHA BigMiHHA Bif, yNTOBHOBaXKEHOT

ocobu, BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsgy (Bkao4vaoum
KOHTaKTHI AaHi) Ta/abo 3MiHKN Y po3MilLEeHHI MacTep-dhaiina cuctemu
hapMakoHarnsgy) - 3MiHa KOHTaKTHOI 0CO6M YNOBHOBaXXEHOI 0CO6M
3asBHUKA, BiANOBIAA/IbHOI 3a 34iiCHEHHA dapMakoHarnsay B YkpaiHi.
MponoHoBaHa pefakuis: Kyuma Bonogumup OnekcaHapoBuY.
3MiHa KOHTaKTHMX AAaHMX KOHTAKTHOI 0CO6M YNOBHOBaXKEHOI 0CO6U
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
3asBHUKA, BiANOBIAANbHOI 3a 3AiliCHeHHs hapmakoHarnagy B YkpaiHi
238, cony- MOPOLLIOK Ta Mdpaiizep CLIA BUPOBHUYMBO, Benebris BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3miHu 3 3a UA/2047/01/01
MEAPON PO3YMHHUK AN IHK. rnakyBsaHHs1, AKoCTi. FOTOBWIA Nikapcbkunii 3aci6. 3MiHM Y BUPOOHULITBI. 3MiHA peuenmom
pO3uYuHy Ans KOHMPOJ/ib SIKOCMI, iMnopTepa/3aMiHu, L0 CTOCYIOTLCS BUNYCKY Cepii Ta KOHTPOSIHO SKOCTI
iH’exuii no 40 BUMYCK cepil: roTOBOrO JlikapcbKoro 3acoby (3amiHa abo foAaBaHHS AiNbHUL, HA SKil
mr/mn; 1 donakoH Mdpaiizep 3[iACHIOETLCSI KOHTPO/L/BUNPOGYBaHHS cepii) foAaBaHHS aflbTepPHATUBHOT
Tuny Act-O-Vial MeHtoekuypuHr AinbHuui SGS Lab Simon SA 3a agpecoi Vieux Chemin du Poete 10,
(ABOEMHiCHWIA Benbria HB, Wavre, 1301, Belgium, Ha sikiii 34iiCHIOETLCSA KOHTPO/Ib SKOCTi Npu
hNakoH) 3 Benbrig; BWMYCKy Ta Nif, Yac CTabislbHOCTi; 3a3Ha4YeHHs (DYHKLi 3aTBEPAKEHOTO
MOPOLLUKOM Ta KOHMPOJ/ib siKkocmi BMpo6Huka Pfizer Manufacturing Belgium NV, Belgium (Bupo6HuLTBO,
PO34YMHHVIKOM npu sunycky ma mio nakyBaHHs!, KOHTPO/Tb SIKOCTi, BUMYCK cepii).
(Bopa ans qac cmabisibHocmi:
iH'exuin) no 1 mn EclxiEc N1ab
Y KapTOHHii CaiimoH CA,
Kopobui Benbris
239. cony- MOPOLLOK Ta Mdpaiizep CWA BUPOGHUYMBO, Benbris BHECEHHS 3MiH 0 peecTpauiinux martepiania: 3MiHu | Tuny - 3MiHn 3 3a UA/2047/01/04
MEAPON PO3YMHHUK AN IHK. rnakyBsaHHs1, AKoCTi. [0TOBWIA Nikapcbknii 3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHa peyenmom
pO34uHy ons KOHMPO/1b IKOCMI, iMnopTepa/3miHy, L0 CTOCYIOTLCS BUNYCKY Cepil Ta KOHTPOJIH0 SKOCTI
iH’ekuiin no 500 BUNYCK cepii: roTOBOro MikKapCbKOro 3acoby (3amiHa abo fogaBaHHA AifIbHULI, Ha SKil
Mr; 1 doiakoH 3 Mdpaiizep 3[jACHIOETLCS KOHTPO/L/BUMPOGYBaHHS cepii) fAoAaBaHHS aflbTepHaTUBHOT
nopowukom Ta 1 MeHogeK Yy pUHr AinbHuUi SGS Lab Simon SA 3a agpecoi Vieux Chemin du Poete 10,
chnakoH 3 Benbria HB, Wavre, 1301, Belgium, Ha skili 34iiCHIOETLCSA KOHTPO/b AKOCTI Npn
PO3YMHHMKOM Benbrig; BWMYCKy Ta Nif, Yac CTabisbHOCTI; 3a3Ha4YeHHs (OYHKLil 3aTBEPAKEHOr0
(cnupt KOHMPpOJib sikocmi BMpo6Huka Pfizer Manufacturing Belgium NV, Belgium (BMpo6HULTBO,
6eH3nnoswuii (9 fpu sunycky ma nio nakyBaHHS, KOHTPO/Ib SKOCTi, BUMYCK cepii). 3MiHn |l Tuny - 3MiHM 3 AKOCTI.
mr/mn), Boga vyac cmabisibHocmi: [oTOBWMIA Nikapcbkuii 3aci6. Cuctema KoHTeliHep/3akynopoBabHUi 3aci6.
Ans iH'eKUiid) no EcOxiEc a6 3MiHa y NepBUHHIA YNakoBL,i FOTOBOrO JlikapcbKoro 3acoby (sikicHuii Ta
7.8mMny CalimoH CA, KifibKicHWI cknag) - CTepunbHi Nikapcbki 3acobm Ta flikapcbki 3acobm
KapTOHHIiA Benbris 6i0/10rYHOr0/iMyHOOTYHOr0 MOXOAKEHHS - BHECEHHS 3MiH A0 p. Cuctema
Kopobui KOHTeliHep/ 3aKkynoproBasibHWIA 3acib, a came 3aMiHa 3aTBEPKEHOI
npo6ku 3 6pom6yTUNYy FM 157 Ha HOBY Npobky 3 6pombyTuny FM 457.
[itoui Ta OHOB/IEHI 6POMBYTNIOBI F'yMOBI MPOGKM BUPOGIEHI OAHUM | TUM
camum BMpo6Hukom (Datwyler).
240. cony- MOPOLLOK Ta Mdpaiizep CWA BUPOGHUYMBO, Benbris BHECEHHS 3MiH [0 peecTpauiinux martepiania: 3MiHu | Tuny - 3MiHn 3 3a UA/2047/01/02
MEAPON PO3YMHHUK AN IHK. rnakyBsaHHs1, AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHa peuyenmom
po3uuHy ans KOHMPOJ/1b SIKOCMI, iMnopTepa/3aMiHu, LLIO CTOCYIOTLCSA BUNYCKY Cepil Ta KOHTPOSIO AKOCTI
iH’ekujin no 125 BUMYCK cepii: roTOBOrO /iKapCbKoro 3acoby (3amiHa abo fogaBaHHA AiflbHULI, Ha SIKil
Mmr/2 mn; 1 Mdpaiizep 3[iACHIOETLCS KOHTPOL/BUMNPOGYBaHHS cepii) fJoAaBaHHS aflbTepHaTUBHOT
donakoH Tuny MeHogeKYypPUHT AinbHuUi SGS Lab Simon SA 3a agpecoi Vieux Chemin du Poete 10,
Act-O-Vial Benbrist HB, Wavre, 1301, Belgium, Ha sKili 34jiACHIOETLCS KOHTPOb SKOCTI MpK
(ABOEMHiCHWMIA Benbrig; BWMYCKy Ta Nif, Yac cTabislbHOCTI; 3a3Ha4YeHHs (DYHKLi 3aTBEpAKEHOr0
hnakoH) 3 KOHMPO/ib sikocmi BMpo6Huka Pfizer Manufacturing Belgium NV, Belgium (BUpo6HuLTBO,
NMOPOLLUKOM Ta fpu BuUnycky ma rio nakyBaHHs1, KOHTPO/1b SIKOCTi, BUMYCK cepii).
PO3YMHHUKOM vyac cmabisibHocmi:
(Boga ans EclxiEc N1ab
iH’eKUjin) no 2 mn CalimoH CA,
Y KapTOHHii Benbris

Kopobui
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
241, cony- NopoLLOK Ta Mdpaiizep CLWA BUPOGHUYMBO, Benbris BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3mMiHun 3 3a UA/2047/01/03
MEAPON PO3YMHHWK ANS IHK. raKyBaHHsl, AKOCTI. [0TOBWIA Nikapcbknii 3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHA peyenmom
pO34uHy ons KOHMPOJ1b IKOCMI, iMnopTepa/3miHy, L0 CTOCYIOTLCSA BUMYCKY Cepil Ta KOHTPOJIHO SAKOCTI
iH’ekuii no 1000 Bunyck cepi: roTOBOrO JliKapcbKoro 3acoby (3amiHa abo foAaBaHHS AiNbHUL, Ha sKili
mr; 1 donakoH 3 Mdpaiizep 3[jACHIOETLCS KOHTPOBL/BUMPOOYBaHHSA cepii) AoAaBaHHSA aflbTepPHATUBHOT
nopowukom Ta 1 MeHo ek ypuHr AinbHuUi SGS Lab Simon SA 3a agpecoi Vieux Chemin du Poete 10,
thnakoH 3 Benbria HB, Wavre, 1301, Belgium, Ha sKii1 34iliCHIOETLCSA KOHTPOb SIKOCTi Npy
PO3YMHHVKOM Benbris; BWMYCKy Ta Nif, Yac CTabinbHOCTI; 3a3Ha4YeHHs OYHKLI 3aTBEPAKEHOr0
(cnupt KOHMpOoJib sikocmi BMpoGHuKa Pfizer Manufacturing Belgium NV, Belgium (Bupo6HuLTBO,
6eH3unoswii (9 fpu BuUnycky ma nio nakyBaHHS, KOHTPO/1b SKOCTI, BUMYCK cepii). 3MiHn |l Tuny - 3MiHM 3 AKOCTI.
mr/mn), Boga vyac cmabisibHocmi: ["oTOBWMIA Nikapcbkuii 3aci6. Cuctema KoHTeliHep/3akynopoBasibHWi 3aci6.
[Ans iH'eKuiid) no EcOxiEc a6 3MiHa y NepBUHHIA yNakoBL,i rOTOBOrO JlikapCbKoro 3acoby (sikicHuii Ta
15,6 mny CaiimoH CA, KinbKicHWiA cknag) - CTepunbHi Nikapcbki 3aco6u Ta nikapcbki 3aco6u
KapTOHHI Benebris 6i0/10r4YHOr0/iMyHO10TIYHOTO MOXOAKEHHS - BHECEHHS 3MiH A0 p. Cuctema
Kopobui KOHTeliHep/ 3aKkynoproBasibHUiA 3acib, a came 3aMiHa 3aTBEPKEHOI
npo6ku 3 6pom6yTUNY FM 157 Ha HoBY Npobky 3 6pombyTuny FM 457.
[itoui Ta OHOB/IEHI 6POMBYTNIOBI F'yMOBI MPOGKM BUPOGIEHI OAHUM | TUM
caMmum BMpo6Hukom (Datwyler).
242, COPBIIAKT® | po3uunH ans TOB "lOpis- | YkpaiHa TOB "lOpis-®apm” Ykpaina BHECEHHS 3MiH 0 peecTpaliinHmx MmaTepiasis: 3MiHu | Tuny - 3a UA/2401/01/01
iHcpysiiA; no 200 dapm” AAMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus peyenmom
M a6o no 400 NPoBaKEHHS Ais/IbHOCTI BUPOBHMKa/iMnopTepa roToBoro Nikapcbkoro
M1y NAALLKaX; 3ac00y, BKIIOYAKUM fibHNL BUNYCKY Cepii abo MicLe NpoBeAeHHS
no 200 mn a6o KOHTPOJI0 SIKOCTI. (AIANbHICTb, 3a AKy BignoBigae BUpo6HuK/immopTep,
no 400 mny BK/1OHAKUM BUMYCK cepiid). 3MiHa agpecy Bupo6Hmka TOB «HOpis-dapm»,
naswuyi; no 1 6e3 3mMiHM Micua BUPOOHMLTBA. BBEAEHHS 3MiH NPOTArom 6-Tn MicAUiB
NAAWLi B navuyi 3 nicns 3aTBepAXeHHS.
KapToHy; no 250
mn a6o no 500
My
KOHTEliHepax.
243, CNACKYNPE pO34uH ans Bionoriwe Himeuun Bionoriwe Himeuun BHECEHHS 3MiH 40 peecTpaLliiiHux MaTepiasis:3MiHu | TUMY - 3MiHW WoA0 3a UA/11194/01/01
nb iH'ekyin no 1,1 Xaiinbmitre Ha XaiinbmiTTens Ha 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go peyenmom
M/ B amnynax Nb Xeenb Xeenb MM6X y3arasibHeHNX faHnx nNpo cucTemy dpapmakoHarnsgy (BBefeHHs
Ne 5 (5x1), Ne 10 6X y3araslbHeHUX AaHux Npo cuctemy dpapmakoHarnsgy, amiHa
(5x2), Ne 100 yMOBHOBaXeHOT 0cobu, BiANOBIAaNbHOT 3a 34iICHEHHS hapMakoHarnsay;
(5x20) KOHTaKTHOI 0co6U 3 chapMakoHarnsay 3asBHVKa /151 34iACHEHHS
thapmakoHarnagy B YKpaiHi, K0 BOHa BifMiHHA Bif, yNOBHOBaXKEHOI
ocobu, BiAMNOBIAa/IbHOI 3a 34iiCHEHHS hapmakoHarnsgy (Bkao4vaoum
KOHTaKTHI AaHi) Ta/abo 3MiHN y po3MmilLeHHi MacTep-dhaiina cuctemu
hapmakoHarnsgy) - 3miHa KOHTakTHOI 0co6y 3asBHMKa, BignoBiganbHOT 3a
3[jicCHeHHs1 hapMakoHarisay B YkpaiHi: [ponoHoBaHa pefakuis —
LLlanosasnioBa IHHa AHaTONIBHA. 3MiHA KOHTAKTHUX faHNX KOHTaKTHOT
0co6U 3asBHMKa, BiANOBIAAILHOI 3a 34iiCHEHHS chapmakoHarnagy B
YKpaiHi
244, CMNACKYMNPE | Ttabnetku no 50 Bionoriwe Himeuun Bionoriwe Himeuun BHECEHHS 3MiH O peecTpaLiiiHnx MmaTepianiB:3MiHv | TUMY - 3MiHW WoOA0 6es UA/11194/02/01
Nb Tabnetok y Xannbmitre Ha Xannbmitrenb Ha 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy. BBegeHHss abo 3MiHM Ao peyenma
KOHTeliHepi Nb Xeenb Xeenb M'M6X y3arasibHeHNX JaHnx nNpo cucTemy dpapmakoHarnsgy (BBefeHHs
noninponisieHos 6X y3araslbHeHUX AaHux Npo cuctemy dpapmakoHarnsgy, amiHa
omy; no 1 YMOBHOBAXXEHOI 0CO6M, BigNoBigaNIbHOI 3a 34iiCHEHHS dapMakoHariaay;
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
KOHTelHepy B KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHuKa A5 34iNCHEHHS
Kopobui 3 thapmakoHarnagy B YkpaiHi, K0 BOHa BifMiHHA Bif, yNIOBHOBaXXEHOI
KapToHy ocobu, BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsgy (Bkaovawoum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLEeHHI MacTep-dhaiina cuctemu
hapmakoHarnsgy) - 3miHa KOHTakTHOI 0co6y 3asBHVKa, BignoBiganbHOT 3a
3[jiCHEeHHs1 hapMakoHarisay B YkpaiHi: [ponoHoBaHa pefakuis —
LLlanosasnosa IHHa AHaToniiBHA. 3MiHA KOHTAKTHUX AaHWUX KOHTaKTHOI
0Cco6U 3asBHMKa, BiANOBIAA/ILHOI 3a 34iiCHEHHS chapmakoHarnisgy B
YKpaiHi
245, CTEPUNNIYM | po3unH Bopge Xewmi Himeuun Boge Xemi Tm6X Himeuun BHECEHHS 3MiH 40 peecTpavliinHmx maTepiasnis:3MiHu | TUny - npuBeAeHHN 6es UA/4627/01/01
® HaLLKIpHWI Mo 6X Ha Ha cneuudikauii A®I 1-MponaHon go BumMor moHorpadii Propanol EP peyenma
100 mn, 500 mn, (BMAANEHO NoCUNaHHA Ha BHYTPILLHI MeToAM BUNPO6YBaHHSA) AO4ATKOBO
1000 mny BBEEHO aNlbTePHATMBHUI METOZ BUNPOOYBaHHA 19 BU3HAYEHHS
dhnakoHax; no 5 nokasHuka Temnepatypa kuniHHa, metog CreBono6osa; 3MiHu | Tuny -
Ny KaHicTpax npusefeHHA crneundikadii A®l 2-MponaHon y BiAMNOBIAHICTb 40 BUMOT
MoHorpadoii Isopropyl alcohol EP (BugasieHo nocunaHHsa Ha BHYTPILLHI
MeToAW BUNPOGYBaHHS); 3MiHM | TUny - 3MiHa y MeToAax BUNPOOyBaHHS
A®I ab0 BuUXigHOro matepiasy/npoMiXXHOro NPoAyKTy/peareHTy, Lo
BMKOPVCTOBYETbLCS Y NPOLeCi BUPO6HMLUTBA AD| - 3MiHM A0 crneumdikawi
A®| 2-MponaHon, igeHTUdiKauis METOA0M BU3HAUYeHHS rycTuHm EP 2.2.5
3aMiHeHO Ha ifeHTudikauito metogom 14 cnektpodhoTomeTpii EP 2.2.24.
246, CTEPUNNIYM | po3unH Bopge Xewmi Himeuun Boge Xemi Tm6X Himeuun BHECEHHS 3MiH 40 peecTpavliinHMx MmaTepiasnis:3MiHu | TUNy - npuBeAeHH: - UA/0470/01/01
® HaLLKIpHWI in M6X Ha Ha cneumgikauii A®I 1-MponaHon Ao BuMor moHorpadii Propanol EP
bulk: no 100 mn (BMAaNeHo NocuNaHHa Ha BHYTPILLHI MeToAM BUNPOGYBaHHS) AOAATKOBO
y donakoHi; no BBEJEHO aNlbTepHaATMBHUI METOZ BUNPOOYBaHHA 19 BU3HAYEHHS
45 dpnakoHiB y nokasHuka Temnepatypa kuniHHs, meTo CuBono6oBa; 3MiHu | Tuny -
Kopobu,i 3 npusefeHHs cneundikavii A®l 2-MponaHon y BiANOBIAHICTb 40 BUMOT
KapToHy, in bulk: MoHorpadii Isopropyl alcohol EP (BuganeHo nocunaHHsa Ha BHYTPILWHI
no 500 mny MeToAW BUNPOGYBaHHS); 3MiHM | TUNy - 3MiHa Y MeToAax BUNPOOyBaHHS
dhnakoHi; no 20 A®I ab0 BuUXigHOro matepiasy/npoMiXHOro NPoAyKTy/peareHTy, Lo
h1aKkoHiB y BMKOPVCTOBYETbLCA Y NpoLeci BUPO6HMLUTBA AD| - 3MiHM A0 crneumdikawi
KopooLi 3 A®| 2-MponaHos, ifeHTUdIKaLia MeToA0M BU3HAYEHHSA TYCTUHW EP 2.2.5
KapToHy, in bulk: 3aMiHeHO Ha igeHTudikauiio metogom 14 cnektpodhotomeTpii EP 2.2.24.
no 1000 mny
donakoHi; no 10
hNnakoHiB y
Kopobu,i 3
KapToHy, in bulk:
nosny
KaHicTpi; no 128
KaHicTp y
Kopobui 3
KapToHy
247 TEO®PEAPUH | Tabnetku, no 10 | ToBapuctBo | YkpaiHa ToBapucTBO 3 YkpaiHa | BHECEHHS 3MiH 10 peecTpaviiiHiX MaTepianiB: yTOUHEHHA peecTpauiiiHol 3a UA/9230/01/01
IC® Tabnetok y 3 [04aTKOBOK npoueaypu B Hakasi MO3 YkpaiHu Ne 2488 Big 17.12.2019 B npoueci | peyernmom
6nictepi; no 1 [04aTKOBOK BigNoBiga/IbHICTIO BHECEHHSA 3MiH - 3MiHu | Tuny - AgMiHiCTpaTBHI 3MiHW. BunyyeHHs
6nicTepy B nayui | BignoBiganb "IHTEPXIM" BMPOGHWYOI AinbHUL (BKNHOYAKUN AinbHUL Ans ADI, NpOMiXXHOTO
3 KapTOHYy HicTI0 npoaykTy abo rotToBOro NikapcbKoro 3acoby, AifbHULL A8 NPOBeAEHHS
"IHTEPXIM" nakyBaHHs, BAPOGHMKA, BigNoBigaIbHOro 3a BUNYCK Cepii, Micue
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Ha3ssa
JliKapcbK0O20
3acoby

Popma
BUMYCKY

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Howmep

peecmpayiliHo2o

nocsi04YeHHs1

NpoBefieHHs KOHTPO/IIO cepii) abo nocTadyasibHKKa BUXIAHOTO matepiany,
peareHTy abo JOMOMDKHOI PEYOBMHM (SIKLLO 3a3HAYEHO Y AOCLE) -
BW/IyYEHHSI BUPOOHMKIB aKTUBHUX PEYOBUH UMTU3MH (BAT" Ximchapm",
Pecny6nika KasaxctaH) Ta kpacasku (6enafoHun) ekcTpakT cyxuii (Xi‘an
Originherb Tech Co., Ltd., Kutaii). MponoHyeTbCs BUIyYEHHS BUPOOHNKIB
aKTUBHWX PEYOBUH Yy 3B’SA3KY i3 3aKiHYEHHAM TepMiHy Ail peecTpaviinHux
noceifyeHb AaHVX BUPOOHUKIB B YKPaAiHi Ta HAsBHICTIO 3aTBEPKEHNX
a/lbTepHaTMBHUX BUPOOHWKIB. BuyyeHHss He 06yMOB/IeHO
Henepegb6ayeHumMn o6cTaBuHaMM y BUPOGHUYOMY npoueci. CynyTHSA 3MiHa
- 3MiHu 3 aKocTi. A®Il. KoHTponb A®I (iHLWi 3MiHW) - BIANOBIAHO BUTyYEHHS
HOPMyBaHHS NokasHuka «Tome onTuYHe 06epTaHHsA», BUTyYEHHS
HOPMYyBaHHS Ta METOAVKN BU3HAYEHHA TeCTy "3aNLLKOBI Ki/TbKOCTI
OpraHiYHUX PO3UYNHHUKIB", BUSTYYEHHS 3a3HAYEHHS BUAY YNaKOBKM Ta
TepMiHy npuaartHocTi Ans APl uuTrsmH BUpo6Huka BAT " Ximdpapm”,
Pecny6nika KasaxcTtaH 3i cnevyudikauii Ta MeTogiB KoHTposto AdI
(BAHL);- BUNYyYEHHA 3a3HAYEHHS BUAY YNaKoBKW Ta TEPMiHY NpUAAaTHOCTI
ans A®l )kpacasku (6enagoHu) ekcTpakT cyxuin (Xi'an Originherb Tech
Co., Ltd., KuTalit)3i cneumdikavii Ta meTozi koHTponto A®| (BAHL); 3MiHK
| TMNy - 3MiHK 3 AKOCTI. FOTOBUIA NikapCbkuii 3aci6. KOHTPOb rOTOBOro
NiKapcbKoro 3acoby (iHLWi 3MiHK) - yTOUYHEHHS (DOPMY/THOBaHHS
HOpPMYBaHHs TecTiB "OAHOPIAHICTb A030BaHNX OAUHULE" Ta "PO34YMHEHHS"
y MeTofiax KOHTPOO AKOCTI NiKapCcbKoro 3acoby. CynyTHA 3MiHa - 3MiHN 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOHULTBI. 3MiHU
BMNpo6yBaHb abo AOMYCTUMMX MEX, BCTAHOB/IEHUX Y cneundikauisx, nig
yac BMpO6BHMLTBA FOTOBOrO NiKapCbKoro 3acoby (iHLi 3MiHM) - YTOYHEHHS
HOpMyBaHHs TecTy "OAHOPIAHICTb [030BaHMX OAUHULL" Y crieumdikaii Ta
MeToAMKax KOHTPOSIO SKOCTi NPOMIXHOro npoAykTy "HeposdacosaHi
Tabnetku". 3minu | TMNY - 3MiHK 3 AKocTi. CepTudikar BignosigHocTI/IE-
cepTudikaTt BiANOBIAHOCTI €Bponeiickkili hapmakonei/moHorpadii. 3MiHu,
noB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y BIANOBIAHICTL A0 MOHOrpagil
[®Y abo €Bponeiicbkoi hapmakonei, abo iHLWOi HaLioHabHOT
thapmakonei gepxasu EC (3miHa y cneyndikauisix, noB's3aHa 3i 3MiHaMu B
[®Y, abo €Bponelickkili hapmakonei, abo iHLWili HauioHasTbHii
hapmakonei gepxasun EC) - y meTogax kKoHTposto APl Kodein
MPOMNOHYETLCA YTOYHEHHS NPOLLEAYPU NPUrOTYBaHHA PO3UMHY S Ta
YTOUYHEHHS B HOPMYBaHHi Ta MeToAuLi BUKOHaHHA TecTy "CynpoBigHi
AOMiLLKW" y BIANOBIAHICTb [0 BUMOT MoHorpadii EP

248,

TEPA®IO
EKCTPA 31
CMAKOM
NMNMOHA

MOPOLLIOK A/151
opasibHOro
po3uuHy; 1
naket 3
nopowkom; 10
nakeTiB 3
MOPOLLKOM Y
KapTOHHIlA
Kopobu,i

rCK
KoHcbtomep
Xerickep
C.A.

LLiBeliya
pis

®AMAP OPJIEAH

®paHuis

BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis:3miHu | Tuny -
AnMiHiCTpaTMBHI 3MiHU. 3MiHA HalilMeHyBaHHS1 Ta/abo agpecu Micus
NPOBaZKEHHS AisS/IbHOCTI BUPOOHMKA (BK/IKOYatoUn, 3a HEOBXIAHOCTI, MicLe
NpoBefileHHS KOHTPOJTIO SIKOCTi), abo BracHuka mactep-gaiina Ha Ad®l, abo
noctavanbHuka Ad®I/BuxigHoOro matepiany/peareHTy/MPoOMDKHOTO NPOAyKTY,
LLIO 3aCTOCOBYHOTLCA Yy BUPOOGHULTBI AP (AKLLO 3a3HAYEHO Y AOCLE HA
nikapcbknii 3acib) 3a BiACYTHOCTI cepTuddikaTa BiZnoBiAHOCTI
€Bponelicbkii hapmakonei y 3aTBepAxeHoMy [0Cbe, ab0 BUPOGHMKa
HOBOI JOMOMiXXHOI PeYOBMHMN (SIKLLO 3a3HAaYEeHO Y AOChLE) - 3MiHa agpecu
BMpo6HuKa A®| dheHipamiHy maneaty Harika Drugs Private Limited, India,
6e3 3MiHn Micus BUpobHMLUTBa 3anponoHoBaHo: Sy. No. 165/A & 165/E,
Gummadidala Village, Sangareddy District, Telangana State, India

6e3
peyenma

UA/5797/01/01
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
249. TECTIC po3uuH ans Bionoriwe Himeuun Bionoriwe Himeuun BHECEHHS 3MiH O peecTpaLiiiHnx maTepianiB:3MiHv | TUMy - 3MiHW WoA0 3a UA/0791/01/01
KOMMO3WUTY | iH'ekuiii no 2,2 Xaiinbmitre Ha XainbmiTTens Ha 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go peyenmom
M mMA y amnyni; no Nb Xeenb Xeenb MM6X y3arasibHeHNX JaHnx Npo cucTemy dpapmakoHarnsgy (BBefeHHs
5amnyny M6X y3aranibHeHVX faHnx Npo cuctemy hapmakoHarnsgy, 3miHa
KOHTYPHIi YMOBHOB&XeHOT 0cobu, BigNOBIAaNbHOT 3a 34iICHEHHS hapMakoHariaay;
YapyHKOBIl KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHVKa A5 34iACHEHHS
ynakosui; no 1, thapmakoHarnagy B YKpaiHi, K0 BOHa BifMiHHA Bif, yNOBHOBaXXEHOI
no 2 a6o no 20 oco6u, BiAMNOBIAA/IbHOI 3a 34iiCHEHHS hapmakoHarnsagy (Bkaovaoum
KOHTYPHUX KOHTaKTHI AaHi) Ta/abo 3MiHN Y po3MilLeHHi MacTep-dhaiina cuctemu
YapyHKOBMX hapmakoHarnsgy) - 3miHa KOHTakTHOI 0co6yu 3asBHWKa, BignoBifanbHOT 3a
yMakoBOK y 3[jiCHeHHs1 hapMakoHarisay B YkpaiHi: [ponoHoBaHa pefakuis —
Kopobui 3 LLlanosasnioBa IHHa AHaTOMIBHA. 3MiHA KOHTAKTHUX JaHUX KOHTaKTHOT
KapToHYy 0co6M 3asBHMKA, BiANOBIAANBHOI 3a 34iiCHEHHS hapmakoHarnsgy B
YKpaiHi
250.| TIEHAM® NopoLUoK ANs Mepk Wapni | LBeiiua Na6opatopii Mepk PpaHuin BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasnis:3miHu || TUny - 3mMiHK A0 3a UA/0524/01/01
po3unHy ans Joym IOEA pis LWapn i foym / IHCTPYKUIT AN MEAMYHOTO 3aCTOCYBaHHS NMiKapcbKOoro 3acoby [0 po3Ainis | peyenmom
iHcpy3iiA; 10 6X LLin6pe, ®paHuis Higepna "B3aemogis 3 iHWMMU flikapcbkMMK 3acobamu Ta iHLWi BUAY B3aeMogiin”,
hNakoHiB 3 (BTOpUHHE Hou/ "Oco61BOCTI 3aCTOCYBaHHA", "3acTOCyBaHHSA Y nepiog, BariTHOCTi abo
MOPOLLKOM Y nakyBaHHs, [03BiN CWA rogyBaHHs rpyaar” (yrouHeHHs iHcopmau,ii), "3aaTHicTb BnavBaTh Ha
n1acTMKOBOMY Ha BUMycK cepii); LIBMAKICTb peakLii Npn KepyBaHHi aBTOTPaHCNOPTOM a60 iHLMMY
nigaoHi Mepk Wapn i Joym MexaHisMamun" (yToUHeHHs iHchopmadii), "Cnoci6 3acTocyBaHHA Ta
B.B., Higepnangu [031"(yTouHeHHs iHdbopmadii), "Mo6iyni peakuii”, "HecymicHicTb".
(BTOPUHHE BBefeHHs 3MiH NnpoTarom 3 micsALiB NicNsA 3aTBEpAKEHHS
nakyBaHHs, 403BIN
Ha BUMYyCK cepii);
Mepk Wapn i Joym
Kopn., CLLA
(BUPOGHWK
Hepo3dacoBaHo|
npoaykLii, nepBrHHe
nakyBaHHs)
251, TIOTPUA30ON | Ttabnetku no 200 NAT Ykpaina MNAT Ykpaina BHECEHHS 3MiH O peecTpavjiiiHuX maTepianiB:3MiHu | Tuny - 3miHa 3a UA/5819/01/02
IH® mr, no 10 "Knismegnp "Kuismegnpenapar” HallMeHyBaHHs 3asiBHUKa, 6e3 3MiH y MKA /13 (3atBepaxeHo: MAT peyenmom
Tabnetok y enapar” "KviBmegnpenapat"), B iIHCTPYKL,ii 415 MeANUYHOro 3acCTOCyBaHHA Ta 'y
6nicTepi; no 3 TeKCTi MapkyBaHHsA J13; 3anponoHoBaHo: MoBHa Ha3Ba AKLiOHepHe
abono 9 ToBapucTBo "Kuismeanpenapar”
6nicTepiB y CkopouyeHa Hassa MNAT "KviBmegnpenapart”; 3miHu | Tuny - 3MiHa Ha3Bu
nadui; no 15 BMpOGHUuKa 13, 6e3 3MiH y MKA /13 (3atBepaxeHo: MAT
Tabnetok y "KviBmegnpenapaTt"), B iHCTPYKLii 415 MeAMUYHOro 3aCTOCyBaHHA Ta 'y
6nicTepi; no 6 TeKCTi mapkyBaHHs J13; 3anponoHoBaHo: [oBHa Ha3Ba AKL,iOHepHe
6nicTtepiB y ToBapuCTBO "KniBMegnpenapat” CkopoyeHa Hassa MNAT
nayui "Knismegnpenapar”
252, TIOUETAM® PO34unH Ans NAT YkpaiHa MNAT "Tanuuchapm” YkpaiHa BHECEHHS 3MiH 40 pPeeCTpaLiiHNX MaTepianiB:3MiHM | TUNy - NpUBEAEHHS 3a UA/0693/02/01
iH'eKUiil, no 5 mn "Tanuudhap crneundikauii Ta MeToAiB KOHTPOIO AN15 [OMOMDKHOI peyoBuHU Boga onsa | peyenmom
B amnyni, no 5 M" iH'eKUii 0o BUMOr moHorpadpii EP/O®Y, giloyoro BuaaHHs, a came:

amnyny BUJTYYEHHS NoKasHvKa «pH» Ta pefakuiiiHi yTOYHEHHS 4151 MOKa3HMKa
KOHTYPHIi «MiKpO6IONOriYHMIA MOHITOPUHI»; CYMYTHA 3MiHa: 3MiHa Y MeToAax
YapyHKOBIl BMNPOGYBaHHA [OMNOMIKHOI Pe4OBUHM (iHLWi 3MiHKM Y MeTofax
ynakoBLi, BMNPOGYBaHHs (BK/IKOYauM 3aMiHy abo foaaBaHHs))




128

Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
noKpUTilA
NANiBKO; MO 2
KOHTYpPHI
YapyHKOBI
YNaKkoBKM Y
naJui; no 10 mn
B amnyni, no 5
amnyny
KOHTYPHIit
YapyHKoBIl
ynakosui, no 2
KOHTYpHI
YapyHKOBI
YNaKoBKM Y
naJui, no 10 mn
B amnyni, no 10
amnyn y Kopoobui
253.| TPABOIMNPOC | kpanni ouHi, CKAH IHais AnkoH MapeHTepanc IHais BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasi:3MiHU | TUMY - 3MiHW LW0A0 3a UA/15895/01/01
T po3uuH, 0,004 % BIOTEK (Ingis) NimiTeq 6e3nekn/edhekTMBHOCTI Ta thapmakoHarnsgy. BeegernHs abo 3miHu o peyenmom
no25mny nTa y3arasibHeHNX JaHnx nNpo cucTemy dpapmakoHarnsgy (BBefeHHs
dhnakoHax Ne 1 y3arasibHeHUX JaHnx nNpo cucTemy dpapmakoHarnsgy, 3miHa
YNOBHOBaXXEHOT 0CO6MU, BigNOBIgabHOI 3a 34iiCHEHHS (dapMakoHariaay;
KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asBHVKa 415 34iACHEHHS
hapMakoHarnagy B YkpaiHi, KLU0 BOHA BigMiHHA Bif, yNIOBHOBaXEHOT
ocob6u, BiANOBIAa/IbHOI 3a 34iiCHEHHA hapmakoHarnsagy (Bkaoyaoym
KOHTaKTHI faHi) Ta/abo 3MiHM Y po3MmilLeHHi MacTep-dhaiina cuctemu
thapmakoHarnagy) - 3MiHa ynoBHOBaXKEHOT 0CO6U 3asBHMKA,
BiAnoBiAaNbHOI 3a thapmakoHarnsag: NMponoHoBaHa pegakLis:
lonanakpiwHa MaHikep BiHy. 3MiHa KOHTaKTHUX JaHUX YNOBHOBaXKEHOT
0co6u 3asBHIKA, BiNOBiAANLHOI 3a 34ilicHEHHS thapMakoHarnsg. 3MiHa
KOHTaKTHOT 0CO61 YNOBHOBaXKEHOT 0CO6M 3asiBHMKA, BiAMNOBIAA/ILHOT 38
3[4jiCHeHHs dhapmakoHarnagy B YkpaiHi. [ponoHoBaHa pefakuis:
IBaHULbKMIA AHAPIV BacunboBrYy. 3MiHa KOHTAKTHUX JaHWUX KOHTaKTHOT
0cobu ynoBHOBaXKEHOT 0CO6U 3as1BHMKA, BifMnoBifasibHOT 3a 3MiACHEHHSA
dpapMakoHarnsiay B YkpaiHi
254, TPAKTOUMN po34uH Ans $eppiHr Himeuun ®eppiHr MM6X, Himeuun BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis:3MiHN | TUMY - 3MiHW WO0A0 3a UA/8850/02/01
iH'exuin, 7,5 6X Ha HimeuyunHa Ha/ 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy. BBegeHHs abo 3MiHM Ao peyenmom
mr/mn no 0,9 mn (BignoBiganbHuii 3a Yecbka y3araslbHeHUX AaHux npo cuctemy dpapmakoHarnsgy (BBefeHHs
y thnakoHi; no 1 BUPOGHMLTBO, Pecny6n y3araslbHeHUX AaHux nNpo cuctemy dpapmakoHarnsgy, amiHa
chnakoHy B nepBuHHE iKa yMOBHOBaXeHOT 0cobu, BigNOBIAaNbHOT 3a 34iICHEHHS hapMakoHarnagy;
KapTOHHIiA nakyBaHHs, KOHTaKTHOI 0c06M 3 thapMakoHarnagy 3asBHVKa A5 34iACHEHHS
Kopobui KOHTPO/Ib SAKOCTi Ta hapMakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHA Bif, yNIOBHOBaXKEHOT

BWMNYCK cepii

rOTOBOTO NPOAYKTY);

PeppiHr-/leunBa,
a.c., Yecbka
Pecny6nika

(BignoBiganbHuiA 3a

BTOPVHHE

ocob6u, BiANOBIAa/IbHOI 3a 34iiCHEHHA hapmakoHarnsagy (Bkaoyaoum
KOHTaKTHi AaHi) Ta/abo 3MiHN y po3MmilLeHHi MacTep-dhaiina cuctemu
hapmakoHarnsgy) - 3MiHa KOHTaKTHOI 0co6M YNOBHOBaXXeHOI 0cobu
3asBHUKA, BIANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsgy B YkpaiHi:
MponoHoBaHa pepakuis: Kyuma Bonogumup OnekcaHaposuy. 3MiHa
KOHTaKTHUX JaHVX KOHTaKTHOT 0CO6GM YNOBHOBAXEHOT 0CO6Y 3as1BHNKA,
BiANOBIAa/IbHOI 3a 34iicCHEHHS ddapmakoHarnsagy B YKpaiHi
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
nakyBaHHs)
255, TPUAKYTAH mMasb no 15ry MAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH O peecTpaviiiHuX maTepiasiB:3MiHu | Tuny - 3miHa 3a UA/4454/02/01
® Ty6i; no 1 1y6i B "Kuismeanp "KuisMmegnpenapar” HalilMeHyBaHHs 3asiBHUKa, 6€3 3MiH y MKH, B iHCTpYKUiT AN MefMyHoro | peyenmom
nauui enapar” 3aCcTOCyBaHHSA Ta 'y TeKCTi MapKyBaHHSA /13;
3anponoHoBaHo: [MoBHa Ha3Ba: AKLiOHEepPHE TOBapUCTBO
"KuiBmegnpenapat" CkopoyeHa Ha3sa: MAT "KuiBmegnpenapat"”; 3miHu |
TUMy - 3MiHa HaliMeHyBaHHS BUPO6HMKa, 6e3 3MiH Yy MKHA, B iHCTpyKLii Ans
MeAMYHOro 3acTOCYBaHHA Ta Y TeKCTi MapkyBaHHS J13; 3anponoHOBaHo:
MoBHa Ha3Ba: AKLUioHepHe ToBapucTBo "KniBMmegnpenapat CkopoyeHa
Ha3ga: MAT "KuiBmegnpenapat"
256., TPUCOJb pO34uH ans MpuBaTHe Ykpaina MpusatHe Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasiiB:3MiHu | TUMY - nogaHHs 3a UA/12137/01/01
iHdpy3iiA, no 200 akuioHepHe akuioHepHe OHOBJIEHOIO cepTudpikaTa BiAnoBigHOCTI E€Bponeiickkili hapmakonei Ne peuenmom
abono400 mny | ToBapuCTBO TOBapuCTBO R1-CEP 2008-105-Rev 01 ans fito4oi peyoBuHW HATPIlO X/10pWA, Bif, BXeE
nAsLwKax "IHdpy3ia” "IHdy3ia" 3aTBepmxeHoro BupobHuka Akzo Nobel Salt A/S, [aHisi, kvt 3MiHVB
Ha3By Ha Dansk Salt A/S, [laHis
257 YMAH NMopoLIOK ANs KegpioH ITanis KegpioH C.n.A. ITanis BHECEHHS 3MiH [0 peecTpaujiliHnX MaTepianis: 3MiHu | Tuny - 3a UA/13092/01/01
KOMMNJIEKC pO34uHy Oons C.n.A. AnMiHicTpaTMBHI 3MiHU. 3MiHa Ha3Bu A®| abo AONOMIXHOT PEYOBUHY - peuyenmom
500 MOJ/20 iHdpy3iit no 500 MpuBefeHHs MixHapofHOT HenaTeHToBaHOI Ha3BM [0 MaTepiasis
M /| UMAN MO y donakoHi peecTpauinHoro gocbe Ta MmoHorpadii EP. 3MiHn A0 iHCTpYKUii ans
COMPLEX Ne 1y komMnekTi MeZMYHOro 3aCTOCYBaHHS MikapcbKoro 3acoby Ao po3ainy «Cknag» Ta, sk
500 1U/20 ML 3 PO3YUMHHUKOM HacnifoK, 3MiHN [0 MapKyBaHHSA yNakoBKW Nikapcbkoro 3acoby (TepMiH

(Bopa ans

iH ekuili) no 20
My chnakoHi Ne
1 Ta Habopom
NS PO34YNHEHHSA
i BBEAEHHSA Y
KapTOHHIN
KopoobLi

BBEJEHHS 3MiH - NPOTAroM 3-X MiCsUIB NicNs 3aTBEPAKEHHS); 3MiHM Il TURYy
- 3MiHK Woao0 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsgy. 3miHm y
KOPOTKIill XapakTepuCTunLi NiKapCbKoro 3acoby, TEKCTI MapKyBaHHs Ta

IHCTPYKLT AN MeANYHOTO 3aCTOCYBaHHA Y 3B'A3KY i3 HOBUMW AaHVMU 3

AKOCTI, AOKNIHIYHUMU, KNIHIYHMUW SaHUMKU Ta JaHUMK 3 dhapMakoHarnsaay -

3MiHW [0 IHCTPYKLT A8 MEAUYHOTO 3aCTOCYBaHHS A1 NPUBEAEHHS Y
Bi4MOBIAHICTb 40 KOPOTKOI XapakTePUCTUKI iKapCbKOoro 3acoby. 3miHn go
po3ginis "®apmakoTepaneBTuyHa rpyna, "Kog ATX" (YTOYHEHHA Ha3Bu
po3sginy 6e3 3minu kogy ATX), "IMmyHonoriuHi i 6ionoriyHi BnactmsocTi”,
"OCHOBHI (hi3nKO-xiMiuHi BnacTMBoCTi", "MNokasaHHA" (yTOUHEHHS
iHbopmawii), "MpoTunnokasaHHsa", "B3aemogis 3 iHWMMU NiKapCbKUMU
3aco6amu Ta iHWi BUuAW B3aemogiii", "Oco61MBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepiog BariTHOCTi abo rogyBaHHs rpyaar”, "34aTHicTb
BN/IMBATY Ha LIBWAKICTb peakLii Mpn kepyBaHHi aBTOTPaHCMopToM abo
po6oTi 3 iHWMMK MexaHismamu', "Cnocib 3acTocyBaHHA Ta gosun”, "Oitn"
(yTouHeHHs hopmyntoBaHHs), "TepenosyBaHHs", "MobiyHI peakuii”,
"TepmiH npugartHocTi”, "YMmoBu 36epiraHHs", "HecymicHicTb" BignoBsigHo Ao
matepianis peectpauiliHoro gocbe. MprBefeHHA CTPYKTYpU IHCTPYKLT A0
BMMOT Hakaly MO3 YkpaiHu Big 26.08.2005 Ne 426 (y pepakuii Hakasy
MO3 Big 23.07.2015 Ne 460). NpuBeaeHHA po3ainy "OCHOBHI (i3nKo-
XiMiYHi BNacTMBOCTI" A0 MaTepianiB peecTpauiiiHoro focke 3 BiANoBigHUMMN
3miHamy B AH/L (TepMmiH BBEAEHHS 3MiH - NPOTArom 3-X MicALiB nics
3aTBEePMKEHHS); 3MiHM |l TUNY - 3MiHK 3 AKOCTi. Meun4Hi NpUCTpOT (iHLWi
3MiHW) - 3aMiHa 6e3ro/IKOBOro NPUCTPOIO A15 PO3UMHEHHS | dinbTpavii
"Needleless Transfer Device" NpUCTPOEM A/151 PO3UMHEHHS | QiNbTpauil
"Mix2Vial". 3MiHM [0 IHCTPYKLUiT 4719 MeANYHOro 3aCTOCYBaHHS JiKapCbKoro
3acoby Ao po3zinis "Cnocib 3acTocyBaHHA Ta 4o3un", "YnakoBka" Ta, K
HacnigoK, 3MiHM A0 MapKyBaHHS yNaKoBKM flikapcbkoro 3acoby (TepmiH
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
BBE/IEHHS 3MiH - NPOTArom 3-X MicsLiB MiCNsA 3aTBEPAKEHHS)
258, YPOJIECAH® | eKkcTpakT ryctuii MAT YkpaiHa MAT "ranuudcpapm” YkpaiHa BHECEHHS 3MiH O peecTpaviiiHuX maTepiasiB:3MiHu | Tuny - 3miHa - UA/10363/01/01
EKCTPAKT (cy6eTaHuin) B "Tanuudhap HalilMeHyBaHHs 3as1BHUKa, 6e3 3mMiH y MKS /13; 3anponoHoBaHo: MoBHa
rycTuin 6oukax m" Ha3Ba AKLiOHepHe ToBapucTBo " MNannudapm" CkopoyeHa Hasga MAT "
noniMmepHux s Fanuudapm”; 3MiHM | TUNY - 3MiHa HaliMeHyBaHHS BUpPOGHMKa AdI, 6e3
BMpOOHULTBA 3MiH Yy MKA /13; 3anponoHoBaHo: MNMoBHa Ha3Ba AKLiiOHepHe TOBapuUCTBO
HeCcTepuIbHUX "Tannudgpapm” CkopoyeHa Hassa MAT "Tanuucapm”
NiKapcbKnx
dopm
259.] ®PABPA3MM® | nopoLuok ans [hxensaiim Higepna | BTOpMHHA ynakoBka, Benvka BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3miHun 3 3a UA/10306/01/01
NPUroTyBaHHSA tOpon B.B. HOY [03BiN Ha BUMYCK BputaHi AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Yy BUPOOHMLTBI. 3amiHa abo peyenmom
KoHueHTpaTy (5 cepit: a/ BBEEHHS OAATKOBOI AiNbHULI BUPOOGHMLUTBA A5 YacTUHM abo BCbOro
mr/Mn) gns [xeHsaiim Mimitesn, Cnonyy BVMPOGHWYOro MPOLECY rOTOBOrO MiKapCbKOro 3acoby (AinbHuuUs Ans
pO34unHy Ana Benvka bputaHis; eHi BTOPUHHOIO NakyBaHHs) BBEAEHHS 40AATKOBOI BUPOOHNYOT AiflbHUL —
iHdpy3iiA; Nno 5 mr BUPOGHMLTBO, LWtatn [xeHzalim IpnaHg Nimiten, IpnaHais (BTOpMHHA ynakoBka) AJ/1s1 403yBaHHS
abono 35 mry nepBrHHa ynakoska: | AMepuk no 5 mr. BBeAeHHs 3MiH NpOTAroM 6-Tu MicsLiB Nicns 3aTBepAKeHHS.
dhnakoHi; no 1 Xocnipa IHk., n/ 3MiHu | TUNY - 3MiHK 3 SKOCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHN Y
dhnakoHy B CnonyyeHi LWtatn IpnaHgis BUPOGHMLTBI. 3amiHa abo BBeAeHHSA A0AATKOBOI AiNlbHUL BUPOGHULTBA
KapTOHHIN Amepuku; 0151 YaCTUHM ab0 BCbOro BMPOOHUYOrO NPOLLECY FOTOBOIO JiKapCbKOro
KOpOO6Li BUPOBHNLITBO 3aco0y (4iNbHULA 415 NEPBUHHOIO NakyBaHHA) BBEAEHHS [04aTKOBOI

KIHUEBOrO NPOAYKTY
(fill/finish), koHTpONb
cepii/Bunpo6yBaHHs,
nepBMHHA Ta
BTOPUHHA YNakoBkKa,
[103BiN Ha BMMYCK
cepit:
[hxeHsaiim Ipnang
Nimites, lpnaHgis

BMPOGHUWYOI AinbHULi — [)keH3aim Ipnang Jlimites, Ipnangis (nepsuHHa
ynakoBKa) 4715 A03yBaHHs No 5 Mr. BBeAeHHS 3MiH NpOTArom 6-Tu MicsAuis
nicns 3aTBepMkeHHs. 3MiHu | Tuny - 3MiHK 3 AKOCTi. [0TOBWIA NikapcbKuii
3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, L0 CTOCYIOTLCA
BUNYCKY Cepii Ta KOHTPOJIKO SKOCTi FOTOBOrO NiKapCbKoro 3acoby (3amiHa
abo fofasBaHHA BUPOOHKKa, LLIO BiANOBIgaE 3a BBE3EHHA Ta/abo BUMycCK
cepii) - Bkntoyarum KOHTPONb/BUNPOGYBaHHSA cepii (oAaBaHHs BUPOOHMKa
- [xeHsaiim Ipnang Nimiten, Ipnaxgis, Wwo signosigae 3a
KOHTPO/Nb/BUNPOGYBaHHSA cepii Ta [03BiN Ha BUMYCK Cepii A1a [03yBaHHA
no 5 mr.
3MiHM BHECEHO B IHCTPYKLiIO A1 MEAUYHOTO 3aCTOCYBaHHS LLOA0
HaliMeHyBaHHA Ta MiCLie3HaxX0MKeHHA BUPOOHUKA 3 BifNOBIAHUMMN 3MiHAMM
y TEKCTi MapKyBaHHs1 yNnakoBKW Nikapcbkoro 3acoby). BBegeHHs 3MiH
NPOTAroM 6-TW MiCALIB MiCAA 3aTBEPMAKEHHS. 3MiHM | Tuny - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHM Yy BUPO6GHULTBI. 3MiHa po3mipy cepii
(BK/IKOYAlOUM giana3oH po3mipy cepii) roToBOro SikapCbKoro 3acoby
(macwtab ansa nikapcbkoro 3acoby 6i0n10riYHOro/iMyHOMOrYHOro
NOXOMAKEHHS 36iNbLUMBCA/3MEHLIMBCA 6€3 3MiHN BUPOOHWNYOro npouecy
(Hanpuknag, py6ntoBaHHA AiHiT)) 36inbLIEeHHs po3mipy cepii 3 40,920 5cc
chnakoHiB Ao 58,500 5cc dhnakoHiB (f03yBaHHA no 5 Mr) gns
3anponoHoBaHoi AinbHULi [xeHsaim Ipnang Nimiten, IpnaHgis. BBeaeHHs
3MiH NPOTAroM 6-TW MiICALIB Nicna 3aTBepMKeHHs. 3MiHn |l Tuny - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. 3MiHKM Yy BUPO6HMLTBI. 3amiHa abo
BBe/leHHs1 JOAATKOBOI AiNbHULI BUPOBHMLTBA [/151 HACTUHM ab0 BCbOro
BMPOGHMYOro NPoLLecy roToBOrO JlikapcbKoro 3acoby (AinbHULSA, Ha SKii
npoBoAATLCA 6y Ab-Ki BUPOOHWYI CTagil, 3a BUHATKOM BUMYCKY Cepiid,
NpoBeAeHHS KOHTPOJI0 SKOCTi Ta BTOPUHHOTO NakyBaHHA, 4151 NiKapCbKux
3aco06iB 6i0/10r4HOro/iMyHOIONYHOTO NOXOMKEHHS ab0 NiKapcbknx hopm
KOMMJ/IEKCHOrO (CknafHoro) BUpo6HMYOro npoLecy) BBeAEHHS A0AaTKOBOI
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n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
BUPOGHMYOT AinbHuLi — [pkeH3alim Ipnang Nimites, IpnaHais
(Bupo6HMLTBO KiHLeBoro npoaykTy (fill/finish)) pns go3yBaHHs no 5 mr.
BBefeHHs 3MiH NPOTAroM 6-Tu MicAUIB NicNA 3aTBEPKEHHSA. 3MiHW Il Tuny
- 3MiHK 3 SIKOCTi. FOTOBMIA Nikapcbkuii 3aci6. 3MiHW Y BUPOBHWLTBI. 3MiHU Y
npoLeci BUpO6HMLITBA FOTOBOTO NiKapCbKOro 3acoby, BKIHOYakun
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETHLCS NPV BUPOGHULTBI FOTOBOTO
nikapcbkoro 3acoby (nikapcbkuii 3aci6 € nikapcbkum 3aco6oM
6i010ri4YHOro/iMyHO/TONYHOTO MOXOPKEHHS Ta 3MiHa BMarae NpoBeAEeHHS
NOPIBHANBHUX AOCAIMKEHb) 3MiHM Y NPpOLLECi BUPOGHMLITBA FOTOBOIO
NikapcbKoro 3acoby - peecTpavis anbTepHaTUBHOIO LMKy niodinisavii no
5 mr gns [bkensaiim Ipnang flivitea, Ipnadgis i3 3amiHamy napameTpis
3aMOpPOXyBaHHA Ta cTagii CyLwiHHA. [l0AaTKOBO BHOCATLCSA HACTYMHi 3MiHW
- BUNpPaB/EHHS peAakLiiHNX NMOMUIOK Yy 3apeecTPOBaHMX LiKax
niogpinizauii 4na 5 mr Ta 35 Mr. BBeeHHst 3MiH NpoTArom 6-Tm MicsALUiB
nicns 3aTBepAKeHHs
260, PABPA3NM® | nopoLuoK Ass [xensaiim Higepna [bxeHsaim Ipnang IpnaHgis BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis:3minu Il Tuny - 3miHa y 3a UA/10306/01/01
NPUroTyBaHHS lOpon B.B. HOW Nimiten, lpnaHgis / Benuka NepBWHHIlA yNakoBLji roTOBOrO Jlikapcbkoro 3acoby (Tun koHTeliHepa abo | peyernmom
KoHUeHTpaTy (5 (BMPOGHULTBO BputaHi [0faBaHHA HOBOro KOHTelHepa) - CTepubHI Nikapcbki 3acobu Ta
mr/mn) gns KiHLLeBOro MPOAyKTY a/ nikapcbki 3ac06K 6i0/10rYHOr0/iIMyHOIOTIYHOTO MOXOAXKEHHS
po3unHy ons (fill/finish), koHTpons | Cnonyu
iHpy3iiA, Nno 5 mr cepii, NepBuHHa Ta eHi
abono 35 mry BTOPVHHA yNakoBKa, Wratn
thnakoHi; no 1 [L,03Bi/T Ha BUMYCK Amepuk
dhnakoHy B cepii (ansa 35 mr)); "
KapTOHHI [xeHsaiim flimitesn,
Kopobui Benuka BputaHis
(BTOpUHHA
ynakoBka, [03Bin Ha
BMMYCK cepii);
Xocnipa IHk.,
CnonyyeHi WraTtn
Amepukn
(BUPOBHMLTBO,
nepBrHHA yNakoBKa)
261. ®ACMIK rpaHynu ans 3AMBOH ITanis 3am60oH LlBeriua BHECEHHS 3MiH 10 peecTpaLjiiiHuX MaTepianiB:TexXHiYHa nomMuska B 6e3 UA/5137/01/01
OpPa/IbHOTO C.N.A" CeiTuepnang /ta,. pis IHCTPYKLT N8 MeAUYHOro 3aCToCyBaHHA NiKapcbKoro 3acoby peuenma
PO34uHy 3 p."Oco6nnBOCTi 3aCTOCyBaHHA"
M'ATHUM CMaKoM
no 200 mrno 3r
rpaHyn y nakeri;
no 12 cnapeHunx
nakeTiB y
KapTOHHIW nayui
262. ®EHTABEPA | nnactup AciHo Al Himeyun Brpo6HMLTBO Himeuuu BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianiB: 3miHu | Tuny - 3MiHu Woa0 3a UA/15831/01/05
100 MKFIropg, | tpaHcaepmanbH Ha Hepo3gacoBaHo! Ha 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3miHa y KopoTkili peyenmom
nii no 100 npoaykuii, nepBnHHa XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUIT 4ns
mkr/rog; no 1 Ta BTOPWHHA MeAMYHOro 3acToCyBaHHA Ha NiACTasi peryispHO OHOB/IOBAHOTO 3BITY 3
nnactupy ynakoBKa, KOHTPO/1b 6e3nekun nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3nekn 3acTocyBaHHS
TpaHcaepmasibH SIKOCTi Ta BMMYCK NiKapCcbKoro 3acoby B niciisipeecTpauiinnii nepiog, abo sk pesybtat
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
oMy y catue 3 cepii: OLIiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX BiAMNOBIAHO A0 NAaHy
hyHKLi€0 Nyiie dapma AT, nepjiatpnyHux gocnimkeHs (PIP) (3MiHy y3rofpkeHo 3 KOMNEeTEHTHUM
3axucTy Bif HimeyunHa,; YNOBHOB&XXEHUM OpraHoM) 3MiHV BHEeCeHi A0 IHCTPYKLii ANna MeguyHoro
BiAKpPMBaHHSA Bunyck cepii: 3acToCyBaHHSA NikapcbKoro 3acoby y po3ginu "Mo6iyHi peakyii” BianosigHO
AOiTbMK; no 5 AciHo AT, [0 OHOBJIEHOI iHChopMaL,i 3 6e3nekun Ajloyoi pevyoBUHU.
cawey HimeuunHa BBefeHHs 3MiH NPOTAroM 6-Tu MicALIB NicNA 3aTBEPLXKEHHNA.3MiHW | TUny -
KapTOHHiiA 3MiHn Wwopao 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsagy. 3miHm y
Kopobui 3 KOPOTKIiil XapakTepuCTuLi NikapCbKoro 3acoby, TEKCTI MapKyBaHHS Ta
KOHTpOsieM HCTPYKLT AN MeAMYHOro 3acTOCyBaHHSA
nepLLoro reHepuyHUX/ribpuaHMX/6ionoaibHNX NikapcbKMX 3ac06iB NiCNsi BHECEHHSA
BIOKPUTTSA Tiel camoi 3MiHM Ha pedhepeHTHWIT NpenapaT (3MiHa He NnoTpebye HagaHHA
XOAHUX HOBUX A0AATKOBUX AaHNX) 3MiHW BHECEHI 0 IHCTPYKUIT AN
MeAMUYHOro 3aCTOCyBaHHSA NikapCcbKoro 3acoby y po3ainun "dapmakonorivHi
BractmsocTi”, "lMoka3aHHA" (YyTouHeHHSs), "MNpoTunokasaHHs", "B3aemogis 3
iHLWMMKM NikapcbkrMK 3acobamMu Ta iHLWi BUuAn B3aemogiii”, "Ocob1mBocCTi
3acTocyBaHHS", "3acToCyBaHHS y nepiog BariTHOCTi abo rogyBaHHs
rpyAA"”, "34atHiCTb BIIMBATY Ha LWBMAKICTL PeakLii Npy KepyBaHHi
aBTOTpaHCNOPTOM abo iHWUMK MexaHisMamun”, "Cnoci6 3acTocyBaHHS Ta
fo3n", "Mo6iuHI peakwii" 3rigHO 3 iHhopMaLElo Woa0 MenyHOro
3acTocyBaHHs pechepeHTHOro nikapcbkoro 3acoby (HOPOME3IK®,
nnacTup TpaHcaepmManbHuii, 25 Mkr/rog, abo 50 mkr/roa, abo 75 mkr/rof,
a60 100 mkr/rog). BBegeHHs 3MiH NpoTarom 3-x micsAuis nicns
3aTBEPAKEHHS.
263.| ®EHTABEPA | nnactup AciHo Al Himeuun Bupo6HMLTBO Himeuun BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3MiHu Woa0 3a UA/15831/01/01
12 MKriroa TpaHcaepMasibH Ha Hepo3gacoBaHol Ha 6e3nekn/edpeKTUBHOCTI Ta hapMakoHarsgy. 3miHa y KopoTkili peyenmom
uiA no 12 npoaykuii, NnepBnHHa XapaKTepuCTULi NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKUiT Ans
mkr/rog; no 1 Ta BTOPMHHA MeAMYHOro 3acTOoCyBaHHA Ha NiACTaBi peryspHo OHOB/IOBAHOTO 3BITY 3
nnactupy ynakoBKa, KOHTPO/1b 6e3nekun nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3mnekn 3acTocyBaHHS
TpaHcaepmasbH AKOCTI Ta BUMYyCK nikapcbKoro 3acoby B Mic/iApeecTpaviinHuii nepiod, abo Sk pesynbtat
oMy y caule 3 cepit: OL|iHKM 3BITY 3 AOCNIAKEHb, NPOBEAEHMX BiANOBIAHO A0 NniaHy
hyHKLiE0 Nyiie dapma AT, negiatpuyHux gocnigpkeHs (PIP) (3MiHy Y3rofpkeHo 3 KOMNEeTEHTHUM
3axuCTy Big, HimeuuunHa; YNOBHOB&XEHVM OpraHoM) 3MiHU BHECEHI A0 iIHCTPYKLi 415 MeanyYHOro
BiAKpPMBaAHHSA Bunyck cepii: 3acToCyBaHHSA Nikapcbkoro 3acoby y po3ainu "Mob6iyHi peakuyii” BiaNoBigHO
AiTbMu; no 5 AciHo AT, [,0 OHOBMEHOI iHhopMaL,i 3 6e3neku Ailyoi peyoBUHN.
cawey HimeuunHa BBefeHHS 3MiH NPOTArom 6-T1 MicALIB MiC/1A 3aTBEPMAKEHHS. 3MiHM | TUmy -
KapTOHHIlA 3MiHV Woao 6e3nekn/edekTUBHOCTI Ta hapMakoHarnsgy. 3MiHu y
Kopobu,i 3 KOPOTKIll XapaKTeprCTULLi NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
KOHTpOsieM IHCTPYKLT AN MeAUYHOro 3aCTOCYBaHHS
nepLuoro reHepuYHUX/ribpuaHNX/6ionodibHMX NikapCbKMX 3aC06iB NiCNs BHECEHHS
BIAKPUTTSA Tiei camoi 3MiHM Ha pedbepeHTHWI npenapaT (3MiHa He NnoTpebye HaJaHHA

XKOAHUX HOBUX J0AATKOBUX AaHMX) 3MiHWM BHECEHi [0 iHCTPYKUiT Ans
MeAMUYHOro 3aCTOCyBaHHSA NiKapCbKoro 3acoby y po3ainun "dapmakonorivHi
BrnactmsocTi”, "lMokasaHHA" (YyTouHeHHs), "MpoTunokasaHHs", "B3aemogis 3

iHLWMMKM NikapcbkvMK 3acobamu Ta iHWi BUuAn B3aemogiii”, "OcobnmBocTi
3acTocyBaHHSA", "3acTocyBaHHs y nepiog BariTHOCTi abo roayBaHHs
rpyaAat”, "3aatHiCTb BIAMBATY Ha LWBMAKICTb PeakLii Npy KepyBaHHI
aBTOTpaHCNOpPTOM abo iHWUMK MexaHisMamun”, "Crnocib 3acTocyBaHHS Ta
no3un", "Mo6ivHi peakuii” 3rigHO 3 iHhopMaLEr LWOA0 MeANYHOT0
3acTocyBaHHA pechepeHTHOro nikapcbkoro 3acoby (AHOPOIE3IK®,
naacTmp TpaHcaepmasnbHuii, 25 mkr/rog, abo 50 mkr/rog, abo 75 mkr/roa,
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n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
a60 100 mkr/rog). BBegeHHs 3MiH NpoTarom 3-x micsAuis nicns
3aTBEPAKEHHS.
264. ®EHTABEPA | nnactup AciHo Al Himeuun Bupo6HULTBO Himeuun BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3MiHu Woa0 3a UA/15831/01/02
25 MKr/roj, TpaHcaepMasibH Ha Hepo3gacoBaHol Ha 6e3nekn/edpeKkTBHOCTI Ta hapMakoHarsgy. 3miHa y KopoTkil peyenmom
uiA no 25 npoaykuii, NnepBnHHa XapaKTepuCTuLi NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
mkr/rog; no 1 Ta BTOPMHHA MeAMYHOro 3acTOoCyBaHHA Ha NiACTaBi peryspHo OHOB/IOBAHOTO 3BITY 3
nnactupy yNakoBKa, KOHTPO/1b 6e3nekun nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3mnekn 3acTocyBaHHS
TpaHcaepmasbH AKOCTI Ta BUMYyCK nikapcbKoro 3acoby B Mic/iApeecTpawiinHnii nepiod, abo Sk pesynbtat
oMy y caule 3 cepit: OL|iHKM 3BITY 3 AOCNIAKEHb, NPOBEAEHMX BiANOBIAHO A0 NiiaHy
hyHKLiE0 Nyiie dapma AT, negiatpuyHux gocnigpkeHs (PIP) (3MiHy Y3rofpkeHo 3 KOMNETEHTHUM
3axuCTy Big, HimeuuunHa; YNOBHOB&XEHVM OpraHoM) 3MiHU BHECEHI A0 iIHCTPYKLT 415 MeaUyYHOro
BiAKpPUBaHHSA Bunyck cepii: 3acTOoCyBaHHSA NikapcbKoro 3acoby y po3ainu "Mob6iyHi peakuyii” BiaNoBigHO
AiTbMu; no 5 AciHo AT, [,0 OHOB/EHOI iHhopMaL,i 3 6e3neku Ailyoi pevyoBUHN.
cawey HimeuunHa BBefeHHS 3MiH NPOTArom 6-T1 MicALIB MiC/1A 3aTBEPMAKEHHS. 3MiHM | Tumy -
KapTOHHIlA 3MiHM Woao 6e3nekun/edekTUBHOCTI Ta hapMakoHarnsgy. 3MiHu y
Kopobu,i 3 KOPOTKIl XapaKTeprCTULLi NiKkapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
KOHTpOsieEM IHCTPYKLT AN MeAMYHOTo 3aCTOCYBaHHSA
nepLuoro reHepuYHUX/ribpuaHNX/6ionoAibHMX NikapcbKMX 3acC06iB NiCNs BHECEHHS
BIAKPUTTSA Tiei camoi 3MiHM Ha pedhepeHTHWI npenapaT (3MiHa He NnoTpebye HaJaHHA
XKOAHUX HOBUX J0AATKOBUX AaHMX) 3MiHVM BHECEHi [0 iHCTPYKUiT Ans
MeAMUYHOro 3aCTOCyBaHHSA NiKapCbKoro 3acoby y po3ainun "dapmakonorivHi
BrnactmsocTi", "lMokasaHHA" (YyTouHeHHs), "MpoTunokasaHHs", "B3aemogis 3
iHLWMMKM NikapcbKMK 3acobamu Ta iHWi BUuAn B3aemogiii”, "OcobnmBocTi
3acTocyBaHHSA", "3acTocyBaHHs Yy nepiog BariTHOCTi abo roayBaHHs
rpyaat”, "3aatHiCTb BIAMBATY Ha LWBMAKICTL PeakLii Npy KepyBaHHI
aBTOTpaHCNoOpTOM abo iHWUMK MexaHisMamun”, "Crnocib 3acTocyBaHHS Ta
no3un", "Mo6ivHi peakuii” 3rigHO 3 iHhopMaLEro LWOA0 MeANYHOT0
3acTocyBaHHSA pedhepeHTHOro nikapcbkoro 3acoby (AHOPOIE3IK®,
nnacTvp TpaHcaepmanbHuii, 25 Mkr/rog, abo 50 mkr/roa, abo 75 mkr/rog,
a60 100 mkr/ron). BBegeHHs 3MiH NpoTarom 3-x micsauis nicns
3aTBEPKEHHS.
265.] ®EHTABEPA | nnactup AciHo Al Himeyun Brpo6HMLTBO Himeyuu BHECEHHS 3MiH 10 peecTpauiitHux maTepianis: 3miHu | Tuny - 3MiHn Woa0 3a UA/15831/01/03
50 MKriropg TpaHcaepmasibH Ha Hepo3shacoBaHol Ha 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3miHa y KopoTkili peuenmom
uii no 50 npoayKuii, NnepBnHHa XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
mkr/rog; no 1 Ta BTOPMHHA MeAMYHOro 3acTOoCyBaHHA Ha NiACTasi peryispHoO OHOBJIOBAHOTO 3BITY 3
nnactupy ynakoBKa, KOHTPO/1b 6e3nekun nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3nekn 3acTocyBaHHS
TpaHcaepMasibH SIKOCTi Ta BMMYCK NiKapcbKoro 3acoby B niciisgpeecTpaviinuii nepiog, abo sk pesynibtat
omy y caule 3 cepit: OL|iHKM 3BITY 3 AOCNIAXEeHb, NPOBEAEHMX BiAMNoBIAHO A0 NiaHy
OyHKUED Nyiie dapma AT, negiatpnyHmx gocnimkeHs (PIP) (3MiHy y3roijpkeHo 3 KOMNeTEHTHUM
3axucTy Big HimeuunHa; YNOBHOB&XEHNM OpraHoM) 3MiHU BHECEHI A0 iIHCTPYKLT 415 MegnyHOro
BiAKPUBaAHHSA Bunyck cepii: 3aCcTOCyBaHHSA NikapcbKoro 3acoby y po3ainu “"lMobiuHi peakuii” BignoBigHO
AiTbMu; no 5 AciHo AT, [,0 OHOBNEHOI iHGhopMaLii 3 6e3neku Ailo4ol peyoBUHN.
cawey HimeuunHa BBefeHHs 3MiH NPoTArom 6-T1 MicALIB MiC/A 3aTBEPMKEHHS. 3MiHM | TUny -
KapTOHHIA 3MiHM Wwoao 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy. 3miHm y
Kopobui 3 KOPOTKIil XapakTepuCTuLi NiKapCbKoro 3acoby, TEKCTI MapKyBaHHs Ta
KOHTpONEM IHCTPYKLi 419 MeAUUYHOro 3acToCyBaHHS
nepLLoro reHepuyHUX/ribpyuaHNX/6ionoaibHNX NikapcbKMX 3aco6iB NicNs BHECEHHSA
BiAKPUTTSA Tiel camoi 3MiHM Ha pedhepeHTHWiIT npenapaT (3MiHa He NOTpebye HaJaHHs

XXOAHUX HOBMX [0AaTKOBUX faHMX) 3MiHWM BHECEHi 10 IHCTPYKUIT Ans
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
MeAMUYHOro 3aCTOCyBaHHSA NikapCbKoro 3acoby y po3ginun "dapmakonorivHi
BractmsocTi”, "lMoka3aHHA" (YyTouHeHHs), "MNpoTunokasaHHs", "B3aemogis 3
iHWMMKM NikapcbkvMK 3acobamMu Ta iHLWi BUuAn B3aemogiii”, "OcobmBocCTi
3acTocyBaHHS", "3acToCyBaHHS y nepiog BariTHOCTi abo rogyBaHHs
rpyAAt"”, "34atHiCTb BIIMBATY Ha LWBMAKICTL PeakLii Npy KepyBaHHi
aBTOTpaHCNOPTOM abo iHWMMK MexaHisMamun”, "Cnocib 3acTocyBaHHS Ta
fo3n", "Mo6iuHI peakwii" 3rigHO 3 iHhopMaLElo Woa0 MenyHOro
3acTocyBaHHs pechepeHTHOro nikapcbkoro 3acoby (HOPOME3IK®,
nnacTup TpaHcaepmManbHuii, 25 Mkr/rog, abo 50 mkr/roa, abo 75 mkr/rof,
a60 100 mkr/rog). BBegeHHs 3MiH NpoTarom 3-x micsAuis nicns
3aTBEPMAKEHHS.
266., ®EHTABEPA | nnactup AciHo Al Himeuun Bupo6HULTBO Himeuun BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3mMiHu Woa0 3a UA/15831/01/04
75 MKI/roj, TpaHcaepMasibH Ha Hepo3gacoBaHol Ha 6e3nekn/edpeKTUBHOCTI Ta hapMakoHarisgy. 3miHa y KopoTkil peyenmom
uiA no 75 npoaykuii, NnepBnHHa XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKUiT Ans
mkr/rog; no 1 Ta BTOPWHHA MeAMYHOro 3acTOCyBaHHA Ha NiACTaBi peryspHo OHOB/IOBAHOTO 3BITY 3
nnactupy ynakoBKa, KOHTPO/1b 6e3nekun nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3mnekn 3acTocyBaHHS
TpaHcaepmasbH AKOCTI Ta BUMYCK nikapcbKoro 3acoby B Mic/iApeecTpaviinHnii nepiod, abo Sk pesynbtat
oMy y caule 3 cepit: OL|iHKM 3BITY 3 AOCNIAKEeHb, NPOBEAEHMX BiANOBIAHO A0 NiiaHy
hyHKLiE0 Nyiie dapma AT, negiatpuyHux gocnimpkeHs (PIP) (3MiHy Y3rofpkeHo 3 KOMNEeTEHTHUM
3axuCTy Big, HimeuunHa; YNOBHOB&XEHVM OpraHoM) 3MiHU BHECEHI A0 iIHCTPYKLi 415 MeaUyYHOro
BiAKpPMBaAHHSA Bunyck cepii: 3acToCyBaHHSA Nikapcbkoro 3acoby y po3ainu "Mob6iyvHi peakuii” BiaNoBiAHO
AiTbMu; no 5 AciHo AT, [,0 OHOBMEHOI iHhopMaL,i 3 6e3nekn Ailyoi peyoBUHN.
cawey HimeuunHa BBefeHHS 3MiH NPOTArom 6-T1 MicALIB MiC/1A 3aTBEPMAKEHHS. 3MiHM | TUmy -
KapTOHHIlA 3MiHV Woao 6e3nekn/edekTUBHOCTI Ta hapMakoHarnsgy. 3MiHu y
Kopobu,i 3 KOPOTKIl XapaKTeprCTULLi NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
KOHTpOsieM IHCTPYKLT AN MeAMYHOro 3aCTOCYBaHHS
nepLLoro reHepuYHUX/ribpuaHNX/6ionoAi6HMX NikapCbKMX 3aC06iB NiCNs BHECEHHS
BIAKPUTTSA Tiei camoi 3MiHM Ha pedbepeHTHWI npenapaT (3MiHa He NoTpebye HaJaHHA
XKOAHUX HOBUX J0AAaTKOBUX AaHMX) 3MiHVM BHECEHi [0 iHCTPYKUIT Ans
MeAMUYHOro 3aCTOCyBaHHSA NiKapCbKoro 3acoby y po3ainun "dapmakonorivHi
BrnactmsocTi”, "lMokasaHHA" (YyTouHeHHs), "MpoTunokasaHHs", "B3aemogis 3
iHLWMMKM NikapcbKMK 3acobamu Ta iHWi BUuAn B3aemogiii”, "OcobnmBocTi
3acTocyBaHHSA", "3acTocyBaHHs Yy nepiog BariTHOCTi abo roayBaHHs
rpyaAat"”, "3aatHiCTb BIAMBATY Ha LWBMAKICTL PeakLii Npy KepyBaHHI
aBTOTpaHCNoOpTOM abo iHWUMK MexaHisMamun”, "Crnocib 3acTocyBaHHS Ta
no3un", "Mo6ivHi peakuii” 3rigHO 3 iHhopMaLElo LWOA0 MeANYHOT0
3acTocyBaHHSA pedhepeHTHOro nikapcbkoro 3acoby (AHOPOIE3IK®,
nnacTvp TpaHcaepmanbHuii, 25 Mkr/rog, abo 50 mkr/roa, abo 75 mkr/rog,
a60 100 mkr/ron). BBegeHHs 3MiH NpoTarom 3-x micsauis nicns
3aTBEPKEHHS.
267. ®NAMIAE3 renb no 20 r, 30 OpraHocuH IHais EHK'106 ETikans IHais BHECEHHS 3MiH 0 peecTpavjiiiHux maTepiasis:3miHu || Tuny - 3miHa 6e3 UA/12794/01/01
FENb r,40ra6o 100 r Naiigp MpaiisiT NimiTeq BMPOOHUKA BMXiAHOrO/MPOMKHOrO NpoAyKTy/peareHTy, LWo peuenma
B /laMiHOBaHil CaeHcm3 BMKOPUCTOBYHOTLCS Y BUPOGHMYOMY npoueci A®I, abo 3miHa BUpOGHMKa
Ty6i; no 1 Ty6i B MNeT. N4, (BkntOYaKOUN, Ae HEOOXiAHO, MicLEe NPOBEAEHHS KOHTPOJIK SKOCTi) AdI -
KapTOHHIlA BBEJEHHS [0AAaTKOBOro BUupobHuka A®l Metuncaniumnar - Alta
Kopobu,i Laboratories Limited, India
268. PTHO3AK-50 Tabnetku, Wo €Bpo IHais ®AC Nimiteq, IHais BHECEHHS 3MiH [J0 peecTpaLiiiHuX MaTepiasliB: 3MiHa 3asBHMKa (B/lacHUKa 3a UA/5495/02/01
arT avcneprylotbes, Naiicbkep peecTpaLiiHoro noceigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne peyenmom

no 50 mr, no 4

Mpawsit

460). BBeeHHS1 3MiH MPOTArOM 3-X MicsILIB 3 ATV 3aTBEPKEHHS.
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
a6o no 10 NimiTeq
Tabnetoky
cTpuni; no 1
cTpuny B
KapTOHHI
Kopobui
269.) ®OPKCITA Tabnetkn, Bkputi | ACTPA3EH Benuka AcTpa3eHeka Ab, LLseuisi/ BHECEHHS 3MiH 40 peecTpauiiHux martepianis:3miHu | Tuny - 3miHa 3a UA/13302/01/01
N/1iBKOBOIO EKA HOK BpuTtaHi LLiBeuist (BUPOGHUK, CLIA/ BMPOGHMKA BUXIAHOrO/NPOMIXKHOTO NPOAYKTYy/peareHTy, Lo peyenmom
060/10HKOI0, N0 Nimiten A BiANOBigaIbHUIA 3a Benvka BMKOPUCTOBYIOTbCA Y BUPOOHMYOMY npoueci A®l, abo 3miHa BUpOGHMKa
5 mr; no 10 KOHTPO/b SKOCTI); BpuTaHi (Bknrovaroun, ge HeobxigHoO, MicLe NPOBEAEHHS KOHTPO/IO SKOCTI) AdI -
Tabnetoky AcTpa3eHeka A [ofaBaHHsA anbTepHaTmBHoro Bupo6Huka SK Biotek Co. Ltd., 80
6nictepi; no 3 $apmacbloTUkanc Myeonghaksandan-ro, Yeondong-myeon, Sejong-si 30068, Republic of
6nictepu y N, CLWA (BMpo6HMK Korea gns npomikHoro npogykty ganarnicnosnHy BMS-587319-03
KapTOHHIA "in bulk");
Kopobui AcTtpa3eHeka HOK
Nimiten, Benuka
BpuTaHis
(BUPOBHMK,
BiANOBIAaIbHMI 3a
nepBuHHe Ta
BTOPVHHE
nakyBaHHs, BUMYyCK
cepii); bpicton-
Maiiepc CkBi66
MaHydakTypiHr
Komnari, CLUA
(BUPOGHUK "in bulk™)
270, ®OPKCITA Tabnetkn, Bkputi | ACTPA3EH Benuka AcTpa3eHeka Ab, LLseuis/ BHECEHHS 3MiH 40 peecTpauiiHux martepianis:3miHu | Tuny - 3miHa 3a UA/13302/01/02
NNiBKOBOO EKA tOK BputaHi LLiBeuist (BUPOGHUK, ClA/ BMPOGHMKA BUXIAHOrO/NPOMIXKHOTO NPOAYKTY/peareHTy, Lo peyenmom
060/10HKOI0, N0 NimiTen A BiANOBigaIbHUI 3a Benvka BMKOPUCTOBYIOTLCH Y BUPOGHMYOMY npoueci A®l, abo 3miHa BUpOGHMKa
10 wr; no 10 KOHTPO/b SKOCTI); BpuTaHi (Bkntovaroun, ge HeobxigHoO, MicLe NPoBeAEeHHS KOHTPO/IO SKOCTi) AdI -
Tabnetoky AcTpa3eHeka a [ofaBaHHA anbTepHaTMBHoro Bupo6Huka SK Biotek Co. Ltd., 80
6nictepi; no 3 dapmacbloTukanc Myeonghaksandan-ro, Yeondong-myeon, Sejong-si 30068, Republic of
6nictepu y N, CLWA (BMpOGHMK Korea ans npomikHoro npogykty ganarnicnosnHy BMS-587319-03
KapTOHHIiA "in bulk");
Kopobui AcTtpa3eHeka HOK
Nimiten, Benuka
BpuTaHis
(BUPOBHMK,
BiANOBiAaIbHMI 3a
nepBuHHe Ta
BTOPVHHE
nakyBaHHs, BUMYyCK
cepii); bpicton-
Maiiepc CkBi66
MaHydakTypiHr
KomnaHi, CLLA
(BUPOGHUK "in bulk™)
271 XE/MNEKC® Tabnetku, no 4 MoBi Xesnc LLiBeliya Megiton Yropwm BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB:3MiHN | TMAy - 3MiHK WoA40 6e3 UA/9825/01/01
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
AHTUKONA, Tabnetkn y 6X pis dapmacbloTikas Ha/ IHgis 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy. BeegeHHs abo 3MiHM Ao peyenma
DX 6nictepi; no 1 N1g., YropwyHa, y3arasibHeHNX JaHnxX nNpo cuctemy dpapmakoHarnsgy (BBefeHHs
6nictepy B CaBa Xenckea /14, y3arasibHeHUX JaHnx npo cucTemy dpapmakoHarnsagy, 3amiHa
KapTOHHI nauui; IHAiA YNOBHOBaXKEHOI 0c06U, BiNOBIAA/ILHOT 3a 34iNCHEHHS hapmakoHarnsay;
no 4 TabneTtkm y KOHTaKTHOI 0cO6U 3 chapmakoHarnsay 3asBHVKa 415 34iACHEHHS
6nictepi; no 1 hapMakoHarnagy B YkpaiHi, KLU0 BOHA BigMiHHA Bif, yNIOBHOBaXKEHOT
6nictepy B 0co6wu, BiANOBifasIbHOT 3a 34iiCHEHHA thapMakoHarnsay (BKIYaoum
KapTOHHI navwy; KOHTaKTHI AaHi) Ta/abo 3MiHN y po3MmilLeHHi MacTep-dhaiina cuctemu
no 20 nayok y chapmakoHarnsgy) - nponoHoBaHa pefakLis: YnoBHoBaxeHa ocoba,
rpynosii BiANOBiganbHa 3a 34ilicHeHHsA dhapmakoHarnsgy - bypaaesa Hatanis
KapTOHHI €BreHiBHa. 3MiHa KOHTaKTH/X AaHNX YNOBHOBAXEHOI 0cobu,
ynakosLi; no 10 BiANOBIAA/ILHOI 3a 3ilicHEHHS hapmakoHarnsgy. 3MiHa MicLs 3LiiCHEHHS
Tabnetoky OCHOBHOI fisiIbHOCTi 3 dhapmakoHarnsagy. 3miHa mMicLie3HaxogKeHHs
6nicTepi; no 1 MacTep-daiina
6nictepy B
KapTOHHI nauw;
no 10 TabneTtok
y 6nictepi; no 1
6nictepy B
KapTOHHI/ navwy;
no 10 na4ok y
rpynosi
KapTOHHI
ynakoBLi
272.| XENMNEKC® Tabnetku in Mosi Xenc Lsenua Megiton YropLum BHECEHHS 3MiH 0 peecTpaliiniHux MmaTepiasis:3MiHN | TUMY - 3MiHW WoA0 - UA/9722/01/01
AHTUKONA, bulk: no 5000 6X pist dapmacbloTikan Ha/ IHpjsa 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go
DX TabneTok y N1p., YropwyHa,; y3araslbHeHNX JaHnx nNpo cucTemy dpapmakoHarnsgy (BBefeHHs
noABinHOMYy CaBa Xenckea Jta, y3araslbHeHUX AaHux Npo cuctemy dpapmakoHarnsgy, aMmiHa
noslieTuIeHoBOM IHais YMOBHOBaXXEHOT 0cobu, BigNOBiAaNbHOT 3a 34iICHEHHS hapMakoHariaay;
y nakeTi B KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHVKa A5 34iACHEHHS
KOHTEliHepi thapmakoHarnagy B YKpaiHi, SKL0 BOHa BifMiHHA Bif, yNOBHOBaXXEHOI
oco6u, BiAMNOBIAa/IbHOI 3a 34iiCHEHHS hapMmakoHarnsagy (Bkaovaoum
KOHTaKTHI AjaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-dhaiina cuctemu
hapmakoHarnisgy) - NponoHoBaHa pegakyis: YnoBHOBaxeHa 0coba,
BiANOBigasbHa 3a 34iicHeHHs hapmakoHarnsagy - bypaaesa Hatanis
€BreHiBHa. 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXKEHOI 0cobu,
BIANOBIAA/IbHOI 3@ 34iliCHeHHA hapmakoHarnagy. 3MiHa Micus 34iiCHEHHS
OCHOBHOI AiSi/IbHOCTi 3 ddapmakoHarnsgy. 3miHa mMicLe3Haxo4KeHHs
MacTep-aiina
273 XOHAPO-PIY, | kancynu, 200 xun Em Ipysis [xn Em Mpysis BHECEHHS 3MiH 40 peecTpavliiiHux MaTepiasis: 3MiHu | Tuny - 6e3 UA/13850/01/01
Mmr/250 mr; no 10 | dapmacbioT PapmacbloTUKanc AMiHiCcTpaTVBHI 3MiHW. 3MiHa kody ATX. 3MiHW BHECEHO [0 IHCTPYKUii gnsa | peyenma
kancyny nkanc MeJMYHOro 3aCTOCYBaHHs npenapary Ao po3giny "®apmakoTepaneBTuyHa
6nictepi; no 5 rpyna. Kog ATX" BignoBigHo A0 MixxHapoaHoro knacudgikatopa BOO3
6nicTtepiB y (http://www.whocc.no/atc_ddd_index/): 3aTBepgxeHo — 3acobwm, Lo
KapTOHHIiA 3aCTOCOBYHOTLCA NpY 3aXBOPIOBAHHAX OMOPHO-PYXOBOro anapara.
ynakoBLi ['ntoko3amiH i XxoHapoiTuH. Kog ATC MO9A X02, 3anponoHoBaHo —

3acobwm, Lo 3aCTOCOBYOTLCA NPY 3aXBOPIOBAHHAX OMOPHO-PYXOBOr0
anaparty. [Hwi HecTepoigHi NpoT13anasibHi Ta NPOTUPEBMATUYHI 3aC06M.
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
Kog ATX MO1A X.
274 UENb T Tabnetku, no 50 Bionoriwe Himeuun Bionoriwe Himeuun BHECEHHS 3MiH 40 peecTpavliiiHuX MaTepiasiB:3MiHu | TUMY - 3MiHW WoA0 6e3 UA/0020/02/01
Tabnetoky Xaiinbmitte Ha XaiinbMmiTTens Ha 6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy. BeegeHHs abo 3MiHM Ao peuenma
KOHTEliHepi Nb Xeenb Xeenb M'm6X y3aranibHeHVX AaHnx Npo cuctemy dpapmakoHarnisgy (BBefeHHs
noninponineHos 6X y3arasibHeHVX AaHnx Npo cuctemMy hapmMakoHarnsay, 3mMiHa
omy, no 1 YMNOBHOBaXXEHOT 0CO6U, BiANOBIAaNLHOT 3a 34iICHEHHST hapMakoHarnaay;
KOHTEliHepy y KOHTaKTHOI 0co6M 3 thapmakoHarnsgy 3asnsBHVKa 415 34iACHEHHSA
Kopo6ui 3 thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif, yNOBHOBaXXEHOI
KapToHy ocob6u, BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsgy (Bkaovawum
KOHTaKTHi fjaHi) Ta/abo 3MiHM y pO3MiILLLEHHI MacTep-halina cuctemu
hapmakoHarnsgy) - 3miHa KOHTakTHOI 0co6y 3asiBHVKa, BignoBiganbHOT 3a
3[jiCHeHHs1 hapMakoHarsay B YkpaiHi: ponoHoBaHa pefakuis —
LLlanosanosa IHHa AHaToniiBHa. 3MiHa KOHTAKTHUX AaHWUX KOHTaKTHOI
0Cco6U 3asBHMKA, BiANOBIAALHOI 3a 34iiCHEHHS chapmakoHarnsgy B
YkpaiHi
275| UENb T pO34uH ans Bionoriwe Himeuun Bionoriwe Himeuun BHECEHHS 3MiH 40 peecTpaLliiiHux MaTepiasis:3MiHu | TUMY - 3MiHW WoA0 3a UA/0020/01/01
iH'ekuin no 2,0 Xaiinbmitte Ha XaiinbmiTTens Ha 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go peyenmom
M B amnysi; no Nb Xeenb Xeenb MM6X y3arasibHeHNX faHnx nNpo cucTemy dpapmakoHarnsgy (BBefeHHs
5amnyny 6X y3aranibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy, 3miHa
KOHTYPHIit yMOBHOBaXEHOT 0cobu, BiANOBIAaNbHOT 3a 34iICHEHHS hapMakoHariaay;
YapyHKOBIl KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHVKa A5 34iNCHEHHS
ynakosLi; no 2 thapmakoHarnagy B YKpaiHi, K0 BOHa BifMiHHA Bif, yNOBHOBaXeEHOI
KOHTYpPHI ocobu, BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsagy (Bkaovaum
YapyHKOBI KOHTaKTHI faHi) Ta/abo 3MiH1 y po3MilLeHHi MacTep-dhaiina cuctemu
YyNakoBKW y hapmakoHarnsgy) - 3MiHa KOHTaKTHOI 0cobuM 3asiBHMKA, BiAMOBIAa/IbHOT 3a
KopooLi 3 3[jicCHeHHs1 hapMakoHarisay B YkpaiHi: [ponoHoBaHa pefakuis —
KapToHy; no 2,0 LLlanosasnoBa IHHa AHaTONiBHA. 3MiHA KOHTAKTHUX faHNX KOHTaKTHOT
M B amny’ii; no 0co6U 3asBHMKA, BiANOBIAAIbHOI 3a 34iiCHEHHS chapmakoHarnagy B
5amnyny YkpaiHi
KOHTYPHIi
YapyHKOBIW
ynakosLi; no 20
KOHTYPHUX
YapyHKOBUX
yNakoBOK Y
Kopobui 3
KapToHy
276 UENb T Ma3b no 50 ry Bionoriwe Himeyun Bionoriwe Himeuun BHECEHHS 3MiH 0 peecTpaLiiiHuX MaTepiasiB:3MiHN | TUMY - 3MiHW WoA0 6e3 UA/0020/03/01
Ty6i; no 1 Ty6i B Xainbmitre Ha XainbmitTenb Ha 6e3nekn/edhekTMBHOCTI Ta thapmakoHarnsagy. BeegernHs abo 3miHu o peyenma
kopo6Li 3 Nb Xeernb Xeenb M'M6X y3ara/ibHeHNX JaHnx nNpo cuctemy dpapmakoHarnsgy (BBefeHHs
KapTOHY mM6X y3arasibHeHNX JaHnx npo cuctemy dpapmakoHarnsgy, 3amiHa

YNOBHOBaXKEHOI 0c06W, BiNOBIAAIbHOI 3a 34iCHEHHS hapMakoHarnsay;
KOHTaKTHOT 0CO6M 3 dhapMakoHarnsay 3asiBHVUKa 415 34iCHEeHHS
hapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif, yNIOBHOBaXKEHOT
0co6wu, BiANOBifa/IbHOT 3a 34iiCHEHHA thapMakoHarnsay (BKIyaoum
KOHTaKTHi fjaHi) Ta/abo 3MiHM y PO3MilLLLEeHHI MacTep-dalina cuctemm
hapmakoHarnsgy) - 3miHa KOHTakTHOI 0co6y 3asiBHMKa, BignoBifanbHOT 3a
3AjlicHeHHs hapMakoHarnsay B YkpaiHi: NMponoHoBaHa pegakuis —
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
LLlanosasnosa IHHa AHaToniiBHA. 3MiHA KOHTAKTHUX AaHWX KOHTaKTHOI
0Cco6U 3asBHMKA, BiANOBIAA/ILHOI 3a 34iiCHEHHS chapmakoHarnisgy B
YKpaiHi
277 UEPEBPYM po3uuH ans Bionoriwe Himeuun Bionoriwe Himeuun BHECEHHS 3MiH 0 peecTpaLiiniHux MaTepiasis:3MiHN | TUMY - 3MiHW WoA0 3a UA/7791/01/01
KOMMO3WUTY | iH'ekuiid, no 2,2 Xaiinbmitre Ha XaiinbmiTTens Ha 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go peyenmom
MH M/1 B amnyni; no Nb Xeenb Xeenb Mv6X y3araslbHeHUX AaHux nNpo cuctemy dpapmakoHarnsgy (BBefeHHs
5amnyny 6X y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy, 3miHa
KOHTYPHIi YMOBHOBaXXeHOT 0cobu, BigNOBIAaNbHOT 3a 34iICHEHHS hapMakoHariaay;
YapyHKOBIl KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHVKa A5 34iACHEHHS
ynakosui; no 1 thapmakoHarnagy B YKpaiHi, SKL0 BOHa BifMiHHA Bif, yNOBHOBaXKEHOI
KOHTYPHIi oco6u, BiAMNOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsagy (Bkaovaoum
YapyHKOBIl KOHTaKTHI AjaHi) Ta/abo 3MiHM Y po3MilLeHHi MacTep-dhaiina cuctemu
ynakoBsLi B hapmakoHarnsgy) - 3MiHa KOHTaKTHOI 0Co6uM 3asiBHMKA, BiAMOBIAa/ILHOT 3a
Kopo6ui 3 3[jicCHeHHs1 hapMakoHarisay B YkpaiHi: [ponoHoBaHa pefakuis —
KapToHy; no 2,2 LLlanosasnioBa IHHa AHaTOMIBHA. 3MiHA KOHTAKTHUX faHNX KOHTaKTHOT
M B amny’ii; no 0Cco6U 3asBHMKA, BiANOBIAAILHOI 3a 34iiCHEHHSA hapmakoHarnagy B
5amnyny YkpaiHi
KOHTYPHIit
YapyHKOBIl
ynakosLi; no 2
KOHTYpPHI
YapyHKOBI
yNaKoBKM B
Kopobui 3
KapToHy; no 2,2
M B amny’ii; no
5amnyny
KOHTYPHIi
YapyHKOBIl
ynakosLi; no 20
KOHTYPHUX
YapyHKOBUX
ynakoBOK Y
Kopobu,i 3
KapTOHY
278. LE® 1000 Ml | nopoluok ans Oxoa Imnekc IHais HiTiH NalichcaeHce3 IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianiB:3miHu | Tuny - 3miHa 3a UA/17126/01/01
NpuUroTyBaHHsA nra. napameTpiB cneyndikauii Ta/abo AoNyCTUMMX MEX FOTOBOrO NiKapCbKoro | peyenmom
pO34uHy ons 3aco06y (iHWi 3MiHN); (AONOBHEHHSA crewudikaLii HOBUM NOKa3HUKOM 3
iH'ekuiin no 1000 BiANOBIiAHYM MEeTOLOM BUNPOBYBaHHS); (BUNYYEHHA HE3HAYHOro
mr; 1 dolakoH 3 nokasHuka (Hanpvknag 3acTapizioro NokasHUKa, Takoro sik 3anax Ta cmak,
NMOPOLLKOM Y abo igeHTndikaLis 6apBHUKIB Y/ CMaKOBKX A06aBOK)); 3MiHW | TUMy - 3MiHa
KapTOHHIlA y MeToAax BunpobyBaHHSA roTOBOro NiKapCbKoro 3acoby
Kopobu,i
279. UE®ANEKCWU | rpaHynu gns "Xemothapm Cepbis "Xemodhapm" AL, Cepbis/ BHECEHHS 3MiH 10 peecTpaviiiHix MmaTepianiB:3miHu | Tuny - 3MiHa y 3a UA/7888/01/01
H opaibHOT "AL Cepbis (BUPOGHUK YopHOro | NepBUWHHIN yNakoBLji roTOBOro SikapCbKoro 3acoby - BBeeHHA [0AaTKOBOI | peyernmom
cycneHsii, 100 KOHTPO/Tb Ta BMMYCK pist KPULLKWN ANnst h/1akoHy «i3 3axncTom BigkpuTTa ditbMmu» (CRC / child-

M (250 mr/5
mn)no40ry
donakoHi; no 1

cepii); XeMOMOHT
A.0.0., YopHoropis
(BMPOGHVK rTOTOBOrO

resistant cap) 6in10ro konbopy i3 noninponisieHy Ao 3aTBepaAXeHol
IIOMIHIEBOT KPULLIKK, 3 BIAMNOBIAHUMM 3MiHAMK 4,0 PO3Ainy «YnakoBka»,
3MiHM | TMNY - NOAAHHS OHOBAEHOTO cepTudlikaTy BiAMOBIAHOCTI
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hnakoHy pasom nNiKapcbKoro 3acooby, €Bponeiicbkoi thapmakonei: - CEP Ne R1-CEP 2001-440-Rev 04 y 38's13Ky
3 MipHOI0 nepBUHHE Ta 3i 3MiHOK Ha3BU BNPOGHKKa AD| LedhanekcMHy MoHorigparty
NOXKOH Y BTOPVHHE
KapTOHHiiA nakyBaHHs,
yNakoBLi KOHTPO/b cepii)
280. LE®ACE/Nb Tabnetku no 300 Lledhak KI Himeuun Lledhak KI Himeuun BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 3MiHu | Tuny - 6e3 UA/8891/01/02
MKr no 20 Ha Ha ALMiHICTpaTMBHI 3MiHN. BuyyeHHs BUPOGHWYOT AinbHuLi (BKIIOYA0Uun peyenma
Tabnetoky AinbHuUi Ana A®l, NpoMixXHOro NpoAykTy abo roToBOro NikapcbKoro
6nictepi; no 1 3aco0by, AiNbHUL A8 NPOBeAEHHS NaKyBaHHs, BUPOBHMKA,
6nictepy y BiANOBIAa/IbHOIO 3a BMNYCK Cepiii, MiCLe NPOBEAEHHS KOHTPO/IIO cepii) abo
KapTOHHIA nocTavasibHMKa BUXIQHOTO MaTepiasny, peareHTy abo f0MoMiKHOI
Kopobui PEYOBUHM (AKLLO 3a3HAYEHO Y A0CLE). BUyyeHHs AinbHULI BUPOBHULTBA
roToBOro fikapcbkoro 3acoby Liedpacens (AptesaH dapma M'moX i Ko. KI,
HimeuumnHa). Y 3B’A3Ky 3 NPUNMHEHHAM BUPOGHMLTBA /iKapCbKOro 3acoby
Ha BUPO6HWYIi ainbHULi ApTe3aH ®apma M'v6X i Ko. KIM, HimeuunHa
BWyYalOTbCS YNaKoBKM NiKapCbKoro 3acoby, ki BUPO6NsSnCh Ha Ll
BMPOGHMUIl AinbHULi (Ne 20 (10x2) y 6nicTepax) 3MiHM BHECEHI B po34in
"YnakoBka" B IHCTPYKLitO 4715 MeANYHOr0 3aCTOCYBaHHS /iKapCbKoro
3aco6y y 3B"A3Ky 3 BU/TyYEHHSIM NMEBHOIO PO3MIPY YNaKoBKW, K HACNIAOK -
BUJTYYEHHSA TEKCTY MapKyBaHHA BiAMoBiAHOT ynakoBkn. CynyTHs 3miHa -
3MiHK 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHMI 3aci6. 3MiHa po3Mipy ynakoBKy roTOBOro
NiKapcbKoro 3acoby (BUyYEHHs YNaKOBKM MEBHOr0 po3mipy)
281.| UE®ACENb Tabnetku no 100 Lledhak KI Himeuun Lledhak KI Himeuun BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 6e3 UA/8891/01/03
MKr no 20 Ha Ha ALMiHICTPaTMBHI 3MiHN. BuyyeHHs BUPOGHWYOT AinbHuLi (BKIHOYaoun peyenma
TabneToky AinbHUUi ans A®I, NPOMiIXXHOro NPoAyKTY abo roToBOro NikapcbKoro
6nictepi; no 1 3aco6by, AiNbHUL ANS NPOBeAEHHS NaKyBaHHS, BUPOBGHMKA,
6nictepy y BiANOBIAa/IbHOrO 3a BMNYCK Cepiii, MicLe NpoBeAEHHS KOHTPOJIIO cepii) abo
KapTOHHIiA noctavasibH1Ka BUXIAHOTO MaTepiasy, peareHTy abo AOMOMiXHOI
Kopobui PEYOBUHM (SKLLO 3a3HAYEHO Y A0CLE). BUyyeHHs AinbHULL BUPOBHULTBA
roToBOro fikapcbkoro 3acoby Liedhacens (AptesaH dapma M'moX i Ko. KI,
HimewunHa). Y 3B’A3Ky 3 MPUMUHEHHAM BMPOGHMLITBA NiKApCbKOro 3acoby
Ha BUPO6HWYIi dinbHUUi ApTe3aH ®apma M'v6X i Ko. KIM, HimeuunHa
BWyYalOTbCS YNaKkoBKM NikapCbKoro 3acoby, ki BUpo6nsnCh Ha Uil
BMPOGHUUIli AinbHULUi (Ne 20 (10x2) y 6nicTepax) 3MiHM BHECEHI B po34in
"YnakoBka" B iIHCTPYKLitO 4715 MeANYHOr0 3aCTOCYBaHHS /NiKapCbKoro
3aco6y y 3B"S13Ky 3 BU/TyYEHHSIM MEBHOTO PO3MIpPY YNaKoBKW, K HACAIA0K -
BUJTYYEHHA TEKCTY MapKyBaHHA BiAMoBiAHOT ynakoBkn. CynyTHsA 3miHa -
3MiHK 3 siKOCTi. FoToBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWI 3aci6. 3MiHa po3Mipy ynakoBKy roTOBOro
NiKapcbKoro 3acoby (BUyYeHHs1 YNaKoBKN NEBHOr0 po3mipy)
282, UE®ENIM NMopoLLUoK AN CKAH IHAain CTEPWUN-0)KEH IHAis BHECEHHS 3MiH [0 peecTpaLiiiHnx MmaTepianiB:3MiHv | TUMY - 3MiHW WoA0 3a UA/11938/01/02
NPUroTyBaHHS BIOTEK NAN® CANEHCK3 6e3nekn/edeKkTMBHOCTI Ta thapmakoHarnsgy. BBegeHHss abo 3MiHM Ao peuenmom
pO34unHy Ana nTa (mnTta y3araslbHeHUX JaHux npo cuctemy dpapmakoHarnsgy (BBefeHHs

iH'ekuii no 1,0 r
no 1 cknsHomy

y3araslbHeHUX AaHnx Npo cuctemMy chapmMakoHarnsay, amiHa
YNOBHOBaXXEHOT 0COOMU, BigNoBigabHOI 3a 34iiCHEHHS (dapMakoHariaay;

donakoHy 3 KOHTaKTHOI 0C06M 3 thapMakoHarnagy 3asBHVKa A5 34iACHEHHS
MOPOLLKOM, Y thapmakoHarnagy B YKpaiHi, K0 BOHa BifMiHHA Bif, yNOBHOBaXeEHOI
KapTOHHI 0co6w, BignoBiAa/IbHOT 3a 34iCHEHHST hapmakoHarnsagy (Bkawyarum
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kopo6ui; no 10 KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-haiina cuctemu
CKAAHNX hapmakoHarnsgy) - 3miHa ynoBHOBaXeHOT 0co6uM 3asBHMKa,
hNakoHiB 3 BiANOBiAa/IbHOT 3a hapmakoHarnsaz: NponoHoBaHa pefakuis:
MOPOLLKOM, Y onanakpiwHa MaHikep BiHy. 3MiHa KOHTAKTHUX JaHWX YNOBHOBaXKEHOT
NAacTUKOBIN ocobu 3asBHUKA, BiANOBIAA/ILHOI 32 34iiCHEHHSA ddapmakoHarnsgy. 3miHa
YapyHKOBIl KOHTaKTHOT 0CO6M YNOBHOBaXKEHOT 0CO6M 3asiBHMKA, BiANOBIAA/ILHOT 38
ynakosLi, B 3ailicHeHHs hapMakoHarnsgy B YkpaiHi. NponoHoBaHa peaakuis:
KapTOHHI IBaHUUbKNIA AHAPIV BacunboBry. 3MiHa KOHTAKTHUX JaHWUX KOHTaKTHOT
Kopobui 0cobu yNoBHOBaXXEHOT 0CO6YM 3asIBHUKA, BignoBifasibHOI 3a 34iACHEHHS
hapmakoHarnagy B Ykpaii
283. LE®ENIM MOPOLLIOK ANs CKAH IHais CTEPUN-[0)KEH IHgis BHECEHHS 3MiH A0 peecTpavliiiHuX MaTepiasiB:3MiHu | TUMY - 3MiHW WoA0 - UA/11939/01/02
NPUroTyBaHHSA BIOTEK NAA® CANEHCU3 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy. BeegeHHs abo 3MiHM Ao
PO34unHY A1a nTa (mnTa y3araslbHeHUX AaHux nNpo cuctemy dpapmakoHarnsgy (BBeAeHHs
iH'ekuinno 1,01 y3arasibHeHVX AaHnX Npo cuctemMy hapmMakoHarnsay, 3mMiHa
in bulk: no 50 YMNOBHOBaXXEHOT 0CO6U, BiANOBIAaNLHOT 3a 34iICHEHHST hapMakoHarnaay;
a6o 100 KOHTaKTHOI 0co6M 3 thapmakoHarnsgy 3asasBHVKa 415 34iACHEHHSA
CKNSAHWX thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif, yNOBHOBaXXEHOI
hNakoHiB 3 ocob6u, BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsgy (Bkaovaoum
MOPOLLKOM, Y KOHTaKTHI AaHi) Ta/abo 3MiHN Y po3MmilLeHHi MacTep-dhaiina cuctemu
NacTUKOBIl hapmakoHarnsgy) - 3miHa ynoBHOBaXeHOT 0cobum 3asBHMKa,
YapyHKOBIl BiANOBIAa/IbHOT 3a hapmakoHarnsaz: NMponoHoBaHa pefakuis:
ynakosLi, B FonanakpiwHa Maxikep BiHy. 3MiHa KOHTAKTHUX JaHWX YNOBHOBaXKEHOT
KapTOHHIA ocobu 3asBHUKA, BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy. 3miHa
Kopobui KOHTaKTHOI 0CO6M YNOBHOBaXKEHOT 0CO6M 3asiBHMKA, BIANOBIAA/ILHOT 38
3fjiicHeHHs hapmakoHarnagy B YkpaiHi. [lponoHoBaHa pegakuis:
IBaHUUbKNIA AHAPIV BacunboByYy. 3MiHa KOHTAKTHUX JaHWUX KOHTaKTHOT
0co6u yNOBHOBaXKEHOT 0CO6Y 3asIBHMKA, BignoBifasibHOT 3a 34iACHEHHS
dhapmakoHarnagy B YkpaiHi
284. UE®OKCWUM- | nopoluok ans Oxoa Imnekc IHais HiTiH NalidhcaeHce3 IHais BHECEHHS 3MiH O peecTpavjiiiHux maTepianiB:3MiHu | Tuny - 3miHa 3a UA/17116/01/01
o NPUroTYBaHHSA nra. napameTpiB cneuudgikauii Ta/abo AONYyCTUMMX MEX rOTOBOrO NiKapCbKoro | peyernmom
pO3uYuHy Ans 3aco6y (AONOBHEHHS crneumdikavii HOBUM MOKa3HWKOM 3 BiANOBIAHUM
iH'ekuiinolr; 1 MeTOA0M BUNPOGYBaHHSA); BUYHEHHSI HE3HAYHOrO NokasHuka (Hanpuknag,
hnakoH 3 3acTapisioro NokasHuka, Takoro sk 3anax Ta cMak, abo igeHTudikawis
NMOPOLLKOM Y 6apBHUKIB YN CMaKoBMX A06aBOK)) (iHLi 3MiHW); 3MiHW | TUMY - 3MiHa Y
KapTOHHIiA MeToAax BUNPoGyBaHHSA roTOBOrO /iKapcbKoro 3acoby
Kopobui
285.| UE®TPUAKC | nopoluok ans [xeHodpapm | Benuvka HCIMC Xe6eit Kutaii BHECEHHS 3MiH A0 peecTpauiiHnx martepiasis: 3miHu | Tuny - 3a UA/7824/01/01
OH NPUroTYBaHHSA nrp, BputaHi XyamiH AfMiHiCTpaTMBHI 3MiHU. 3MiHa Ha3BU Jlikapcbkoro 3acoby - peuyenmom
po3unHy ana a PapmacbloTikan 3arBepakeHo: LE®TPUAKCOH tOPiIA-®APM 3anponoHosaHo:
iH’ekujn mo 1000 Komnani flimiTeq LIE®TPUAKCOH BBegeHHs 3MiH NpOTSArom 6-Tu MicsauiB nicas
mr, 1 abo 5, abo 3aTBEpAXEHHS. 3MiHKM | Tuny - 3MiHM Woao 6e3nekn/eddekTMBHOCTI Ta
10 onakoHiB 3 hapmakoHarnagy (iHwi 3MiHM) OHOBNEHHS BXe 3aTBEP)KEHOrO TEKCTY
NMOPOLLKOM B MapKyBaHHS MepPBMHHOI Ta BTOPUHHOI yNakoBku /13, 3 BHECEHHAM
KapTOHHI navwi HEe3HauYHMX 3MiH [0 TEKCTY MapKyBaHHS. 3MiHX [0 po3ainy “MapkyBaHHS"
MKSA N13: OHOB/EHHA TEKCTY MapKyBaHHS (BUyYeHHA anctpub'iotopa
HOpis-dapm).
BBefAeHHA 3MiH NPOTArom 6-T1 MicsLiB NicAs 3aTBEPAKEHHS.
286. LE®PTPUAKC | nopoLiok ans [xeHocbapm | Benuka HCMC Xeb6el Kutaii BHECEHHS 3MiH [0 peecTpavyiiiHux maTtepianis: 3MiHu | Tuny - - UA/7825/01/01
OH NPUroTyBaHHS NIt BpuTaHi XyamiH AZMiHICTpaTVBHI 3MiHW. 3MiHa Ha3BW JIiKapCbKOro 3acoby -
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pO34uHy Ans A dapmacbloTikan 3arBepmakeHo: LE®TPUAKCOH tOPIA-®APM 3anponoHoBaHo:
iH’ekujn mo 1000 Komnawi flimiTeq LIE®GTPNAKCOH BBefeHHS 3MiH NpoTArom 6-Tu MicauiB nicns
Mr, in bulk: no 3aTBEpPKEHHSA. 3MiHM | TNy - 3MiHK Woao 6e3nekn/eteKTUBHOCTI Ta
10, a6o 50, abo hapmakoHarnagy (iHwi 3MiHM) OHOBNEHHS BXe 3aTBEP)KEHOTO TEKCTY
100 dhnakoHiB 3 MapKyBaHHA NEePBUHHOT Ta BTOPMHHOI YNakoBku /13, 3 BHECEHHAM
NOPOLUKOM Y He3Ha4YHMX 3MiH 0 TEKCTY MapKyBaHHS. 3MiHX [0 po3ainy “MapkyBaHHS"
rpynosiii Tapi i3 MKSA N13: OHOB/IEHHA TEKCTY MapKyBaHHS (BUyYeHHsA ancTpunb'iotopa
KapToHY HOpisi-dapm).
BBefeHHS 3MiH NPOTAroM 6-TW MICALIB Nic/1A 3aTBEPAXKEHHS.
287 UWAKNOMEHT | kpanni ouHi, CKAH IHAain AnKoH MapeHTepasnc IHAis BHECEHHS 3MiH 0 peecTpaLliiniHux MmaTepiasis:3MiHN | TUMY - 3MiHW WoA0 3a UA/15785/01/01
ONATY po3unH 1% no 5 BIOTEK (Ingis) NimiTen 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHu go peyenmom
FIAPOXIOPU | mny chniakoHi; nTa y3araslbHeHUX AaHux nNpo cuctemy dpapmakoHarnsgy (BBefeHHs
Jil no 1 chnakoHy y y3araslbHeHUX AaHux Npo cuctemy dpapmakoHarnsgy, aMmiHa
KapTOHHIA YMOBHOBaXXeEHOT 0cobu, BigNOBiAaNbHOT 3a 34iICHEHHS hapMakoHariaay;
ynakoBLj KOHTaKTHOI 0C06M 3 hapMakoHarnagy 3asBHVKa A5 34iACHEHHS
thapmakoHarnagy B YKpaiHi, K0 BOHa BifMiHHA Bif, yNOBHOBaXKEHOI
oco6u, BiAMNOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsagy (Bkaovaoum
KOHTaKTHI AjaHi) Ta/abo 3MiHM Y po3MilLeHHi MacTep-dhaiina cuctemu
hapmakoHarnsgy) - 3MiHa ynoBHOBaXKEHOT 0CO6U 3asBHMKA,
BiANOBiAaNbHOI 3a hapmakoHarnsg: MponoHoBaHa pegakuis:
onanakpiwHa MaHikep BiHy. 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT
ocobu 3asBHUKA, BiANOBIAA/ILHOI 3a 34IiCHEHHSA hapmakoHarnsagy. 3miHa
KOHTaKTHOI 0CO6U YNOBHOBaXXEHOT 0COOM 3asiBHUKA, BiAMNOBIAA/IbHOI 3@
3[ilicCHeHHs1 dhapmakoHarnaay B YkpaiHi. [ponoHoBaHa pefakuis:
IBaHULbKkNIA AHAPIV BacunboBny. 3MiHa KOHTAKTHUX JaHWUX KOHTaKTHOT
0cobu ynoBHOBaXXeHOT 0co6Y 3asBHMKA, BignoBigasibHOI 3a 34iACHEHHS
hapmakoHarnsgy B YkpaiHi
288. UMHAKANDBLL | tabnetku, BKpUTI Mictpan AHrnis Bunyck cepii: Yecbka BHECEHHS 3MiH 40 peecTpauiiiHux maTepiasis: 3miHu | Tuny - 3a UA/16373/01/01
ET-BICTA NNiBKOBOO Kenitan CiHTOH, C.p.0., Pecny6n AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus peyenmom
060/10HKOI0, N0 MeHemxmeH Yecbka Pecny6nika; ika/ NPOBaKEHHS AiS/IbHOCTI BUPOBHMKa/iMnopTepa roToBOro Nikapcbkoro
30 mr no 14 T Nimitepq, MepBuHHE Ta Icnanis/ 3ac00y, BKIOYAKUM fibHUL BUNYCKY Cepii abo MicLe NpoBeAeHHS
Tabnetoky BTOPWHHE Bonrapi KOHTPOJI0 SIKOCTI. (AiANbHICTb, 3a SKy BignoBigae BUpo6HuK/immopTep,
6nictepi; no 2 nakyBaHHs1, BUMYCK a BK/ItOUAKUM BUMYCK cepiii) 3miHa agpecy BUpo6Huka N3 CiHTOH XicnaHis
6nictepu y cepii: C.J1., IcnaHis, 6e3 3MiHW Micus BUpo6HULTBA. TepMiH BBEAEHHS 3MiH -
KapTOHHI navw,i CiHTOH XicnaHis, NPOTArom 6 MicsLB MiCNs 3aTBEPAYKEHHS.
C.N1., IcnaHis;
Brpo6HMUTBO:
CiHTOH Yuni NTga.,
Yuni;
MepBuHHE Ta
BTOPVHHE
nakyBaHHs:
xn |
dapmac'toTikanc
Nta., Bonrapis
289. UMHAKA/BL, | Tabnetkn, BKpUTI MicTpan AHrnis Bunyck cepii: Yecbka BHECEHHS 3MiH A0 peecTpauiiHnx martepiasis: 3miHu | Tuny - 3a UA/16373/01/02
ET-BICTA NNiBKOBOO Kenitan CiHTOH, C.p.0., Pecny6n AnMiHicTpaTMBHI 3MiHU. 3MiHA HalilMeHyBaHHS Ta/abo agpecu Micua peuyenmom
060/10HKOI0, N0 MeHexmeH Yecbka Pecny6nika; ika/ NpoBaPKEHHS AiS/IbHOCTI BUPOBGHMKa/iMnopTepa roToBOro Nikapcbkoro
60 mr no 14 T JlimiTeq, [MepBuHHE Ta Icnanis/ 3aco6y, BKIKYaK4M AiNbHULI BUNYCKY cepii abo Micle NpoBeAeHHs!
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Tabnetok y BTOPVHHE Bonrapi KOHTPO/IIO SIKOCTI. (AIANbHICTb, 3a AKy Bignosigae BUpoOHuK/imnopTep,
6nicTepi; no 2 nakyBaHHs, BUMYCK a BK/IOUAK0UM BMMYCK cepiil) 3miHa agpecy BUpo6Huka MN3 CiHTOH XicnaHis
6nictepu y cepit: C.J1., IcnaHist, 6€3 3MiH1 Micus BUpO6GHMLUTBA. TepMiH BBEAEHHS 3MiH -
KapTOHHIA navui CiHTOH XicnaHis, npoTArom 6 micsALiB Nicns 3aTBEPAXKEHHS.
C.J1., IcnaHis;
Brvpo6HMUTBO:
CiHTOH Yuni NiTpa.,
Yuni;
MepBuHHE Ta
BTOPUHHE
nakyBaHHS:
xn |
dapmac'toTikanc
Nita., Bonrapis
290, UMHAKAJNDbL, | TabneTku, BKpUTI MicTpan AHrnis Bunyck cepii: Yecbka BHECEHHS 3MiH [J0 peecTpaLiitHux maTepiasnis: 3MiHu | TUNYy - 3a UA/16373/01/03
ET-BICTA NAiBKOBOO Kenitan CiHTOH, C.p.0., Pecny6n AZMIHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun micus peyenmom
060/10HKO0, N0 MeHemKkmeH Yecbka Pecny6nika; ika/ NPOBaPKEHHS AiS/IbHOCTI BUPO6HUKa/iMnopTepa roToBOro Jlikapcbkoro
90 wr, no 14 T NimiTeq, MepBuHHE Ta Icnanis/ 3aco0by, BKIYauKM AinbHULI BUNYCKY cepii abo micue npoBefeHHs
Tabnetok y BTOPVHHE Bonrapi KOHTPO/IIO SKOCTI. (AiANbHICTb, 3a AKy Bignosigae BUpobHuK/imnopTep,
6nicTepi; no 2 nakyBaHHs, BUMYCK A BK/IOUAl0UM BMMNYCK cepiil) 3miHa agpecy BUpo6Huka N3 CiHTOH XicnaHis
6nictepu y cepit: C.J1., IcnaHisi, 6€3 3MiHK Micus BUPOGHMLUTBA. TepMiH BBEAEHHS 3MiH -
KapTOHHIW nayv,i CiHTOH XicnaHis, npoTArom 6 micsALiB Nicns 3aTBEPAXKEHHS.
C.J1., IcnaHis;
Brvpo6HMLTBO:
CiHTOH Yuni NlTga.,
Yuni;
MepBuHHE Ta
BTOPUHHE
nakyBaHHS:
xn |
dapmac'toTikanc
Nita., Bonrapis
291, UNPAM3A KOHLeHTpaT ans Eni Ninni Higepna Eni Ninni eHg cuwA/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:3miHu Il Tuny - 3asiBHUKOM 3a UA/16889/01/01
PO3uYuHy ANns HepepneHng HAN KomnaHi , CLLUA ITanis/ HagaHo OHOB/EeHyY Bepcito MYP y 3B'A3Ky i3 NpeAcTaBNeHHAM pe3ynbTaTiB | peyenmom
iHdpysiiA, 10 B.B. (BUpPOGHMLTBO IpnaHgis | nicnapeecTpauiliHix gocnimkeHb edpekTuBHocTi( PAES). [leTanbHuii onvc
mr/mn, no 10 mn nikapcbkoro 3acoby, | / Benuka cMCTEMM YNPaBiHHA pyU3uKamu y BUTIAALI NAaHy ynpasaiHHA pusnkamu,
Ta50 mny nepBuMHHa ynakoBka, | BpuTaHi LLIO HaJaHW 3assBHUKOM, MICTUTb PU3MK NPOMNOPLLiHI 3axo4n 3 MiHiMi3av,i
hnakoHax Nel KOHTpONb Ta a pY3vKiB Ta 34ilicHeHHS hapmakoHarnsagy. IHopmauis 3 6e3neku, Wwo

TeCTyBaHHs
cTabinbHOCTI
nikapcbKoro

3acoby); Eni Ninni

Itania C.MN.A., Itanis

(KOHTPO/b AKOCTI
nikapcbKoro
3acoby); Eni Ninni
KiHcelin NimiTepq,
Ipnangis (KOHTpob
AKOCTI JIiKapCbKOro

npeAcTas/ieHa B NPOEKTi IHCTPYKLT 415 MeANYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby Linpamsa, KOHUeHTpaT 418 po3ynHy Ans iHdysii, 10
Mr/mi; o 10 mn Ta 50 Mn y chnakoHax, no 1 doiakoHy B KapTOHHIlA
ynakoBLii Biio6paxae 3axoam 3 MiHimisawuii pusukis, Bignosigae
iHchopMmawii, BUKIageHi y nnaHi ynpasniHHA pusukamu, HagaHoro
3a5BHUKOM
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Ha3ssa
JliKapcbK0O20
3acoby

Popma
BUMYCKY

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsio4yeHHs

3aco6y); IMKnoH
Cucrems JI/IC, CLUA
(KOHTPO/Ib AKOCTI Ta
TECTyBaHHs
cTabinbHOCTI
nikapcbKoro
3acoby); KoBaHc
NabopaTtopis
Nimiten, Benvka
BputaHis (KOHTponb
SKOCTi NiKapcbKoro
3aco6y); flinni C.A.,
Icnanis (BTOpvHHA
ynakoBska,
MapKyBaHHS,
KOHTPO/b, BANYCK
cepii nikapcbkoro
3aco6by); Yapnb3
Pisep NlabopaTtopi3
Alipneng JNimiteq,
IpnaHgis (KOHTpPOb
AKOCTI NliKapCbKOro
3acoby)

292,

IOMNEPIO

TabneTku, BKPUTI
N1iBKOBOIO
060/10HKOI0, N0
50 wmr, no 14
Tabnetok y
6nicTepi; no 2
a6o 4 6nictepun
B KapTOHHIi
Kopobui

Hosapric
Papma
Cepgices Al

LLseiiua
pis

Hosapric CiHranyp
PapmacboTuKan
MaHydoekTypiHr MNte.
Nta., CiHranyp
(Bpo6HMLTBO,
KOHTPO/Ib SKOCTI);
HosapTic ®apma
C.n.A., ltanis
(BMpOGHMLTBO,
KOHTPO/b AKOCTI,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs, BUMYyCK
cepii); HosaprTic
dapma LLTeliH AT,
LLiBeiiuapis
(BpO6HMLTBO,
KOHTPO/Tb AKOCTI)

CiHrany
p/
ITania/
LBeiiua
pis

BHECEHHS 3MiH [10 peecTpaLjiiiHuX MaTepianis:3MiHu | Tuny - 3MiHK y
npoueci BUpO6HMLITBA FOTOBOTO NiKapCbKOro 3acoby, BKIHOYaun
MPOMiKHWIA MPOAYKT, L0 3aCTOCOBYETLCSA NPV BUPOOHULITBI FTOTOBOrO
niKapcbKoro 3acoby (iHwWi 3MiHW); 3MiHK | TUMy - 3MiHa TepMiHY NpUAATHOCTI
NPOMIXXHOro NpoAykTy in bulk, a came: 3 6 micsyiB Ao 12 micsuis

3a
peyenmom

UA/16691/01/01

293.

IOMNEPIO

TabneTku, BKPUTI
N1iBKOBOIO
060/10HKOI0, N0
100 wmr, no 14
Tabnetok y
6nicTepi; no 2
a6o 4 6nictepun
B KApTOHHIW

Hosapric
Papma
Cepsice3 Al

Lseiiua
pis

Hosapric CiHranyp
PapmacboTuKan
ManydekTypiHr MNre.
Nta., CiHranyp
(BpOGHMLTBO,
KOHTPO/b AKOCTI);
Hosaprtic ®apma
C.n.A., ltanis

Cinrany
p/
ITanis/
Lseiiua
pist

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis:3MiHu | Tuny - 3MiHK y
npoveci BUpO6HMLITBA FOTOBOTO NiKapCbKOro 3acoby, BKI0Yakun
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETHLCSA NPV BUPOGHULTBI FOTOBOTO
nikapcbKoro 3acoby (iHLi 3MiHW)

3a
peyenmom

UA/16691/01/02
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Ne Hassa Popma 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BUMYCKY BionycKy | peecmpayitiHo2o
n 3acoby nocsi04YeHHs1
KopoobLi (BpO6HMLTBO,
KOHTPO/Tb SKOCTI,
nepBuHHe Ta
BTOPVHHE
nakyBaHHS, BUMYCK
cepii); HosapTic
dapma LUTeliH AT,
LLiBefiuapis
(BUpPOBGHMLTBO,
KOHTPO/b SIKOCTI)
294, WOMEPIO TabneTku, BKpUTI HoBapric LLBeiiua Hosaprtic CiHranyp CiHrany BHECEHHS 3MiH O peecTpaLjiiiHuX maTepianiB:3MiHu | Tuny - 3MiHK Y 3a UA/16691/01/03
NAiBKOBOO dapma pis dapmacbioTukan p/ npoueci BUpOOHULITBA rOTOBOTO flikapCbKOoro 3acoby, BKIYaum peuenmom
060/10HKO0, MO Cepsices Al MaHydekTypiHr lMte. ITanis/ NMPOMDKHWIA MPOAYKT, L0 3aCTOCOBYETLCA NPV BUPOOHULITBI FTOTOBOrO
200 wmr no 14 Nrp., Civranyp LlBeiua nikapcbKoro 3acoby (iHwWi 3MiHu)
Tabnetoky (BUPOBHMLTBO, pis

6nictepi; no 2
abo 4 6nictepu
B KapTOHHiiA
Kopobu,i

KOHTPO/b SKOCTI);
HoBapTic ®apma
C.n.A, Itania
(BpoO6HMLTBO,
KOHTPO/b AKOCTI,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs, BUMYCK
cepii); HosapTic
dapma LUTeinH AT,
LLiBefiuapis
(BUPOBHMLTBO,
KOHTPO/b SIKOCTI)

HauanbHUK Bigainy 3 nutaHb (hapmayeBTUYHOT

pisnbHOCTI lenapTaMeHTy peasisauii NONiTUK

T.M. NAacKOBCbKUU
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