MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
07.02.2018 Ne 213
Kuis

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

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

HAKA3Y1O:

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

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

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

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

B.o. MinicTpa Y. CYIIPYH



NMEPENIK

Aopatok 1

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn

07.02.2018 Ne 213

3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIONOIYHUNX NPEMNAPATIB), SKI
BHOCATBLCA A0 AEP>XXABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Ne Hasga snikapcbko20 dopma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n 3acoby (nikapcbka 3asiBHUKa BUPOGHUKa BionycKy aHHs peecmpayitiHo2o
c¢hopma, nocsio4YeHHs1
ynakosKa)
1. | AIbBEHAOA30N TabneTku TOB YkpaiHa TOB YkpaiHa peecTpauisi Ha 5 pokiB 3a He UA/16563/01/01
XyBasbHi no 400 "TepHodapm" "TepHodhapm" MepioAnYHICTb NOAAHHS PErynsipHO peuyenmom nionsieae
mr Ne3 (3x1) y OHOB/OBAHOTO 3BITY 3 6e3nekn BigNOBIAHO 40
6nictepax Mopsaaky 34iMCHeHHS Harnsaay 3a noGivyHMMK
peakuisiMu fikapcbknX 3ac06iB, J03BONEHUX
[0 MeMYHOro 3aCTOCYBaHHS, 3aTBEPAKEHOrO
Hakazom MO3 Big 27 rpyaHa 2006 poky
Ne898, 3apeecTpoBaHoro B MiHicTepcTBi
rocTuuii Ykpainm 29 ciuna 2007 poky 3a
Ne73/13340, cTaHOBWTbL: BiAMNOBIAHO A0
nepioguYHOCTI AK 4717 NiKapCbKoro 3acoby
nicns gepxasHoi peecTpauii B YkpaiHi, Sk y
nepLUiii KpaiHi CBITY.
2. | OONTIOK® Kancynu NAT YkpaiHa NAT YkpaiHa peecTpadist Ha 5 pokis 3a He UA/16564/01/01
KMLLKOBOPO3YMHHI "papmak” "Papmak”, MepioAnYHICTb NOAAHHST PETYISAPHO peyernmom nidnsieae
TBepAi no 30 mr YkpaiHa OHOB/IHOBAHOrO 3BIiTY 3 6e3neky BiANOBIAHO A0
Ne30 (10x3), Ne60 (nakyBaHHs i3 Mopsaky 3aiiicHeHHsT hapMakoHarasay,
(10x6) y in bulk 3aTBEPMAKEHOro Haka3om MiHicTepcTea
6nictepax ipmu- OXOPOHW 340POB’A YKpaiHu Bif 27 rpyaHA
BUPOGHMKA 2006 poky Ne 898, 3apeecTpoBaHuii B
NabopaTtopio MiHicTepcTBi tocTuuii YKpainn 19 rpyaHsa 2016
¢ HopMmoH, poky 3a Ne 1649/29779 (y pegakuii Hakasy
C.A,, IcnaHis) MiHicTepcTBa OXOPOHM 300POB’'St YKpaiHu Bif,
26 BepecHsl 2016 poky Ne 996), ans
nNikapcbKoro 3acoby CTaHOBUTb - BifMNOBigHO
[0 NepiognYHOCTI SIK ANs NiKapcbKoro 3acoby
nicns gepxasHoi peecTpauii B YKpaiHi, Sk y
nepLUiii KpaiHi CBITY.
3. | OAONTOK® Kancynu NAT YkpaiHa NABOPATOP IcnaHis peecTpadist Ha 5 pokis - He UA/16565/01/01
KMLLKOBOPO3YMHHI "dbapmak” I0C nidnsieae
TBepAi no 30 mr in HOPMOH, MepioAnYHICTb NOAAHHS PErynsipHO
bulk: no 11,66 kr y C.A. OHOB/IOBAHOrO 3BITY 3 6e3neku BiANOBIAHO 40
b6apabaHax Mopsigky 34iicHeHHs hapmakoHaraagy,
3aTBEPAKEHOIO Haka3oM MiHicTepcTea
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n/n

Hasgsa sniikapcbko20
3acoby

Popma sunycky
(nikapcbka
¢gopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

OXOPOHW 340pPOB’A YKpaiHu Bif, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainu 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa 0XOpOHU 34,0POB’A YKpaiHu Bif
26 BepecHs 2016 poky Ne 996), ans
nNikapcbKoro 3acoby CTaHOBUTL - BifMNOBigHO
[0 NepioguyHoOCTI SK ANS NiKapcbKoro 3acoby
nicnsa gepXxasHOI peecTpauil B YkpaiHi, Ky
nepLuiv KpaiHi cBiTy.

JIOTIOK®

Kancynm
KNLUKOBOPO3YUHHI
TBepAi no 60 mrin
bulk: no 11,66 kry
b6apabaHax

MAT
"®apmak”

YKpaiHa

NABOPATOP
I0C
HOPMOH,
C.A.

IcnaHis

peecTpadis Ha 5 pokiB

MepioAnyHICTb NOAaHHSA perynsipHo
OHOB/THOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaky 3aiicHeHHA hapmakoHarnaay,
3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHW 34,0POB’A YKpaiHu Bif 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YKpainn 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 300PO0B’'S YKpaiHu Bif,
26 BepecHsl 2016 poky Ne 996), ans
nNikapcbKoro 3acoby CTaHOBUTbL - BifMNOBigHO
[0 NepiognYHOCTI SIK ANs NiKapcbKoro 3acoby
nicns gepxasHoi peecTpauii B YKpaiHi, Sk y
nepLUiii KpaiHi CBITy.

He
nionsieae

UA/16565/01/02

AKJTOK®

Kancynu
KNLUKOBOPO3YNHHI
TBEpAi no 60 mr
Ne30 (10x3), Ne60
(10x6) y
6nictepax

MAT
"papmak”

YkpaiHa

MAT
"Papmak”,
YKpaiHa
(nakyBaHHs i3
in bulk
ipmu-
BMPOGHMKA
JNlabopaTopio
¢ HopmoH,
C.A., IcnaHis)

YkpaiHa

peecTpadist Ha 5 pokis

MepiognyHICTb NOAAaHHA PerynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsigky 34iicHeHHs hapmakoHaraagy,
3aTBEPAKEHOr0 HakasoM MiHicTepcTea
OXOPOHW 300POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainu 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 340PO0B’st YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), ans
nNikapcbKoro 3acoby CTaHOBUTbL - BifMNOBigHO
0,0 NepiogNYHOCTI SIK A5 NiKapCbKoro 3acoby
nicna gepXasBHOI peecTpauil B YkpaiHi, Ky
nepLuii KpaiHi cBiTy.

3a
peyenmom

He
nidnsieae

UA/16564/01/02

EBKANINTA
nmcTa

et
(cybcTaHuis) y
nakeTax
no/inponiIeHOBUX

TOB

"Cymuditoda

pmauis”

YkpaiHa

tOHiKopH
Harypan

Mpopaxtc
JNimiTeq

IHgis

peecTpauisi Ha 5 pokiB

He
nionsieae

UA/16566/01/01
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Ne | Hassa nikapcbkoz2o | ®opma sumnycky 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka 3asB8HUKa BUPOGHUKA Bionycky aHHsl peecmpayitiHo2o
¢opma, nocsi0O4YeHHs1
ynakoska)
ans
chapmaveBTU4HOr
0 3aCTOCYyBaHHSA
7. | EKS3N®DIH renb 1% no 15, [-p Peppj'c IHAjsa [-p Peppj'c IHAjis peecTpauis Ha 5 pokiB 6e3 nionsizae UA/4720/03/01
30 r B Ty6ax Nel NabopaTtopic Na6opaTopic MepioAnYHICTb NOAAHHSA PErynsApHO peyenma
nrp, nta OHOB/IOBAHOrO 3BITY 3 6e3neku BiLNOBIAHO A0
(BupobHuua Mopsaky 34iiicHeHHs dhapMakoHarisay,
LinbHMUS - 3aTBepKeHOro Hakasom MiHicTepcTBa
VI) OXOPOHY 34,0pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainu 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y pegakuii Hakasy
MiHicTepcTBa OXOPOHM 340POB’'St YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTpOKamu, 3a3HaveHMn y
nepiogMyYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku
8. | ENIPYBIUNHY MOPOLLIOK TOB "tOpis- YkpaiHa Mikpobiodap AnoHis peecTpauis Ha 5 pokis - He UA/16567/01/01
rigPOX/1I0PUA, (cybcTaHuis) y dapm"” M [xaneH nidnsieae
CKIAHNX Ko., 14,
KOHTelHepax Ans Artcywmpo
chapmaveBTUYHOT MnaHt
0 3aCTOCYBaHHSA
9. | MEPOMEHEM ANA | nopoLuok My6niuHe YkpaiHa ENCiEc ITanisa peecTpauis Ha 5 pokis - He UA/16568/01/01
IH'EKLLIA (cybcTaHuis) y akujioHepHe [o6dap nionsizae
NOTpPIliHMX TOBapuCTBO C.n.A.
nosieTuNeHoBMX "HaykoBo-
naketax gns BMPOGHUYNIA
chapmaveBTUYHOT LieHTp
0 3aCTOCyBaHHsA "BopLuariscbk
Wi Ximiko-
hapmaueBTny
HWi1 3aBoa"
10. | NIPA3NHAMIA, KpucTaniyHmi My6niyHe YkpaiHa "NMIHAPIA TainaHg peecTpauisi Ha 5 pokiB - He UA/16569/01/01
NOpPOLLOK akuioHepHe KEMIKAN3 niosnsieae
(cybeTaHuis) y TOBapuCTBO (THAILAND)
noABiNHMX "HaykoBo- nTat
nosieTuIeHoBMX BMPOGHUYUIA
naketax gns LeHTp
thapmavLeBTUYHOr "BopLuariBcbk
0 3aCTOCyBaHHsA WA XiMiko-
thapmaveBTuy
HWiA 3aBoa”
11. | CYNIbBAKC NOpPOLLIOK TOB "®PAPM- YkpaiHa PetoHr KuTalicbka peecTpadist Ha 5 pokis - He UA/16570/01/01
(cybeTaHuis) y PETICTP dapmacboTi HapogHa nidnsieae
CTEPUITbHNX arar kan Ko., /ltg. Pecny6nika
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Ne | Hassa nikapcbkoz2o | ®opma sumnycky 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka 3asB8HUKa BUPOGHUKA Bionycky aHHsl peecmpayitiHo2o
¢opma, nocsi0O4YeHHs1
ynakoska)
aNOMIHIEBUX
KOHTeliHepax ans
chapmaveBTUYHOr
0 3acTOCyBaHHSA
12. | TUHIPEKC® TabneTku, BKPUTI AT "T'piHgekc" Narsis AT Natsis peecTpaduis Ha 5 pokiB 3a He UA/16571/01/01
NNiBKOBOIO "I'piHoekc" peuyenmom nionsieae
o60n0Hkoto, no 10 MepioAnyHICTb NOAaHHSA perynsipHo
mr, no 10 OHOB/IHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Tabnetok y Mopsaky 3aiiicHeHHsT hapMakoHarasay,
6nictepi, no 3, 3aTBEPMAKEHOro Haka3om MiHicTepcTea
abo 6, abo 9 OXOPOHW 3,0POB’A YKpaiHu Bif 27 rpyaHA
6nicTepiB y navui 2006 poky Ne 898, 3apeecTpoBaHuii B
3 KapTOHY MiHicTepcTBi tocTuLii YKpainn 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 300PO0B’'St YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTpOKamu, 3a3HavYeHMn y
nepioguYHOCTI NOAAHHS pPerynsipHUX 3BiTiB 3
6e3neku
13. | ULE®@TPUAKCOH NOpPOLLOK KLW®K Kutaii KLW®K KnTaii peecTpaduis Ha 5 pokis - He UA/16572/01/01
HATPIIO (cybceTaHuis) y UXyHHO UXyHHO nionsizae
CTEPUNBbHNIA QTHOMIHIEBUNX dapmacbHoTiK dapmacbioTik
6asoHax ans an an
thapmaveBTUYHOr (lWnuzawkyaH (WwnyzsawkyaH
0 3aCTOCYyBaHHs b) Ko., /174. b) Ko., /lT4.

HavyanbHuK YnpaBniHHA dpapmMmaueBTUYHOI
OIANBHOCTI Ta AKOCTiI (papmavueBTUYHOT NPOAYKLiT

T.M. IAacKOBCbKUA




MEPENIK

Jopatok 2

A0 Haka3y MiHicTepcTBa OXOPOHU
3[4,0pPOB’A YKpaiHu
07.02.2018 Ne 213

NMEPEPEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIONOIYHUX MNMPEMAPATIB), AKI BHOCATbLCA A0
DEPXXABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoskKa) nocsi0O4YeHHs
1. ANEPIK Tabnetku no 10 mr, no 7 KOHina6, Nn CWA TOB HOC MonbLia MepepeecTpauis Ha 6e3 niosnsieae UA/7560/01/01
abo no 30 TabneTok y dapmauis HEoOMeXeHW TEPMIH. peyenma
6nicTepi; no 1 6nictepy
B KapTOHHI kopobui MepioAnyHICTb NOAAHHSA
perynspHO OHOBJ/IHOBAHOrO 3BITY 3
6e3neku BignoBiaHO fo0 MNopsaaky
3[jiCHEHHs1 chapmakoHarnagy,
3aTBEPMKEHOTO Haka3om
MiHicTepcTBa 0XOpPOHY 340POB’S
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuji Ykpainu 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpPOHY 340POB’S
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO
3i CTpOKaMu, 3a3HaYeHUMn y
nepiognYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.
2. AMAPUN® Tabnetkn no 2 mr Ne30 TOB "CaHoi- YkpaiHa CAHO®I ITanis MepepeecTpauis Ha 3a He UA/7389/01/01
(15x2): no 15 Tabnetok ABeHTIC YkpaiHa" C.N.A. HeobMeXeHuit TepMiH. 3MiHu I peyenmom nionsieae
y 6nicTepi; no 2

6nicTepy B KapTOHHIA
KopoobLi

TMny - 3MiHK Woa0
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3miHu y
KOPOTKili XapakTepucTuy,i
nikapcbKoro 3acoby, TEKCTi

MapKyBaHHS Ta IHCTPYKUIT Ans
MeJMNYHOro 3aCTOCYBaHHS y
3B’AA3KY i3 HOBUMM JaHMU 3

AKOCTI, AOKTIHIYHUMM, KTIHIYHUMU
JaHMK Ta JaHuMK 3
thapmakoHarnagy - 3MiHu
BHECEHO A0 [HCTpyKUii ans
MeAMNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3Ainis

"MpoTmnokasaHHs", "B3aemogis 3




8

Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs

IHLWMMK NiKapcbknMy 3acobamm
Ta iHWi BUAW B3aemogijin",
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHSA y nepiog
BariTHOCTi abo rogyBaHHs
rpypato”, "MepenosysaHHa",
"Mo6iyHi peakuir™, "diTn"
BIANOBIAHO A0 iHhopmaLi
CTOCOBHO 6e3neku, sika
3a3HavyeHa B marepianax
peecTpavuiniHOro AoCbe.

MepioAnyHICTb NOAAHHSA
perynspHO OHOBJ/IHOBAHOrO 3BITY 3
6e3neku BignoBigHO fo0 MNopsagky

3[jiCHEHHS1 chapmakoHarnagy,
3aTBEPMKEHOTO Haka3om
MiHicTepcTBa 0XOpOHY 340POB’S
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuyji Ykpainu 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpPOHY 340POB’'S
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO
3i CTpOKaMu, 3a3HaYeHUMn y
nepiognYHOCTI NOAaHHSA

perynsipHux 3BiTiB 3 6e3neKu.
3. AMAPUN® Tabnetkn no 3 mr Ne30 TOB "CaHodi- YkpaiHa CAHO®I ITanis MepepeecTpauis Ha 3a He UA/7389/01/02
(15x2): no 15 Tabnetok ABeHTIC YkpaiHa" C.N.A. HeobMeXeHui TepMiH. 3MiHu I peyenmom nionsieae

y 6nicTepi; no 2
6nicTepy B KapTOHHIiA
KopoobLi

TMny - 3MiHK Woa0
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. 3miHu y
KOPOTKili XapakTepucTuy,i
nikapcbKoro 3acoby, TEKCTI

MapKyBaHHS Ta IHCTPYKUIT Ans
MeJMNYHOro 3aCTOCYBaHHS y
3B’AA3KY i3 HOBUMM JaHMU 3

AKOCTI, AOKTIHIYHUMM, KTIHIYHUMU
JaHMK Ta aHuMK 3
thapmakoHarnagy - 3MiHu
BHECEHO A0 [HCTpyKUii ans
MeAMNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3Ainis
"MpoTmnokasaHHs", "B3aemopis 3
iHLUMMK NikapcbkrMK 3acobamm
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa

BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs

Ta iHWi BUAW B3aemogiin”,
"Oco61MBOCTI 3aCTOCYyBaHHA",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHsA
rpyaar”, "MepefosyBaHHs",
"Mo6iuHi peakuyji”, "diTn"
BignoBigHO A0 iHhopmaui
CTOCOBHO 6e3neku, sika
3a3HayeHa B marepiasiax
peecTpaLiiiHoro AoCbeE.

MepiognyHiCTb NOAAHHSA
perynsipHo OHOB/IHOBAHOTO 3BITY 3
6e3neku BignosigHO f0 MNopsaaky

3[jiCHEeHHS hapmakoHarnagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa 0OXOPOHY 340POB’S
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuji Ykpainu 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy
MiHicTepcTBa 0OXOpPOHY 340POB’'S
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoOKamMu, 3a3HaYeHMn y
nepioguYHOCTI MoAaHHSA

perynsipHux 3BiTiB 3 6e3neKu.
4. AMAPUN® Tabnetkn no 4 mr Ne30 TOB "CaHodi- YKpaina CAHO®I ITanis MepepeecTpauis Ha 3a He UA/7389/01/03
(15x2): no 15 Tabnetok ABeHTIC YkpaiHa" C.N.A. HeobMexeHni TepMiH. 3MiHu I peyenmom niosnsieae
y 6nicTepi; no 2 TMny - 3MiHK WoAa0
6nicTepy B KapPTOHHIi 6e3nekn/edeKTMBHOCTI Ta
KopooLi hapmakoHarnsgy. 3miHu y
KOPOTKili XapakTepucTuL,i
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUiT Ans
MeZIMYHOro 3aCTOCYBaHHA y
3B'AA3KY i3 HOBUMW JaHUMU 3
AKOCTi, AOKNIHIMHUMU, KNiHIYHUMMN
JaHMK Ta faHumMm 3
thapmakoHarnsgy - 3miHm
BHECeHO A0 IHCTpyKUii ans
MeZIMYHOro 3aCTOCYBaHHS
niKkapcbKoro 3acoby [o posginis
"MpoTmnokasaHHA", "B3aemopis 3
iHLWMMK niKapcbknMy 3acobamm
Ta iHWi BUAW B3aemogiin",
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayitiHo2o

noceio4YeHHs

"Oco611BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiof
BariTHOCTi abo rogyBaHHs

rpygar”, "MepenosysaHHs",
"Mo6iuHi peakuyji”, "diTn"
BiANOBIAHO A0 iHhopmavi
CTOCOBHO 6e3neku, sika
3a3HaveHa B matepiasiax
peecTpaujiiHoro AOChbE.

MepioAnYHICTb NOAAHHS
perynsipHo OHOBJ/IHOBAHOTO 3BITY 3
6e3neku BigNoBiaHO A0 MNopsaaky

3[jiCHEeHHs dhapmakoHarnagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOPOHU 3[0POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil YkpaiHm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKaMu, 3a3HaYeHUMmn y
nepiogNYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3MeKu.

AMIAKY PO341H
10%

po3unH gns
30BHILLHbOIO
3acTocyBaHHA 10 % no
40 mn y chnakoHax; no
40 mn y conakoHi; no 1
hnakoHy B navu 3
KapToHy; no 100 mny
dhnakoHax

MpAT

PapmaLeBTUYHa
thabpuka "Biona"

YkpaiHa

MpAT
PapmaneBTny
Ha habpuka
"Biona"

YKpaiHa

MepepeecTpauis Ha
HeobMeXeHWn TepMiH

6e3
peuyenma

nionsieae

UA/0138/01/01

AHA®EPOH
ANTAa4nIn

Tabnetku no 20
TabneTok y 6nictepi; no
1 6nicTepy y KapTOHHIl
KOpooLi

TOB "Marepia

Megauka-YkpaiHa"

YkpaiHa

BMPOGHMLTBO
3a NOBHUM
LMK/TOM:
TOB "HB®
"MATEPIA
MEAVIKA
XOnanHre,
Pociiicbka
depepauisi;
nepBUHHA Ta
BTOPVHHA
ynakoBka,

Pociiicbka
depepauis/
JintBa

MepepeecTpauis Ha
HeobMeXeHuli TepMiH.

MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3neku BigNoBiAHO Ao Mopaaky

3[jiCHEeHHs1 chapmakoHarnagy,
3aTBEPAKEHOr0 Haka3om
MiHiCTEepCTBa OXOPOHU 340POB’A
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi ocTuuil Ykpaibm 19

6e3
peyenma

nionsieae

UA/7756/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
BMNPOGYBaHHSA rpyaHa 2016 poky 3a Ne
KOHTPO/H0 1649/29779 (y pepakuii Hakasy
SKOCTI, [03BIN MiHicTepcTBa 0XOpOHY 340POB’S
Ha BUNYyCK YkpaiHu Big 26 BepecHs 2016
cepii: poky Ne 996), cTaHOBUTb: 3rifHO
3AT 3i CTpoOKamu, 3a3Ha4YeHMU y
CaHToHiKa, nepiognYHOCTI NOAaHHSA
NuTtBa perynspHux 3BiTiB 3 6e3neku.
7. BOM-BEHIE MA3b | ma3bno 25ry MpAT YkpaiHa MpAT YkpaiHa MepepeecTpauis Ha bes nionsieae UA/7622/01/01
KOHTeliHepax PapmaLeBTUyHa PapmaneBTny HeobMeXeHWn TepMiH. 3MiHu | peyenma
nnactmacosux; no 20ry | dabpuka "Biona" Ha habpuka TMny - 3MiHKU Woa0
Tyb6ax; no 20 r y Ty6i, no "Biona" 6e3nekun/edekTBHOCTI Ta

1 Ty6i y nayuyi 3 kKapToHYy

thapmakoHarnagy. 3miHa 'y
KOPOTKili XapakTepucTu,i
niKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHA Ha
nigcTasi perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnimkeHb 3 6e3neku
3acTOCyBaHHS MiKapCbKOro
3acoby B mic/iApeecTpavyiiiHmii
nepiog, abo sk pe3ynbTar OLiHKK
3BITY 3 AOCNIgKEHb, NPOBEAEHMX
BifNoBiAHO A0 NnaHy
negiatpuuHmx gocnipxeHs (PIP)
(3MiHy y3rogpkeHo 3
KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom) - 3MiHW BHECEHO [0
IHCTPYKUiT 4Ns MeanyHoro
3aCTOCyBaHHS NiKapCbKOro
3acoby Ao po3ginis
"MpoTunokasaHHsA", "B3aemogis 3
iHLWIMMKM nikapcbkMKU 3acobamm
Ta iHWi BUAW B3aemogiit”,
"Oco61MBOCTI 3aCTOCYyBaHHA",
"Mo6iyHi peakwji" BigNoBigHO A0
OHOBNEHOT iHhopMaLii 3 6e3neku
AioY4oi Ta JOMOMDKHUX PEYOBYH
nikapcbKkoro 3acoby

MepioAnYHICTb NOAAHHS
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3
6e3neku BigNoBiaHO A0 MNopsaaky

3fjiCHEeHHs1 dhapmakoHarnagy,
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayitiHo2o

noceio4YeHHs

3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa 0XOpPOHY 340POB’S
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuji Ykpainn 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy
MiHicTepcTBa 0OXOpPOHY 340POB’'S
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoOKamMu, 3a3HaYeHMn y
nepioguYHOCTI MoAaHHSA
perynsipHux 3BiTiB 3 6e3neKku.

FHEKOXEE/1b

Kpanni opasibHi no 30 mn
Y CK/ISAHOMY (D/1aKOHi-
KpanenbHuj; no 1
hnakoHy-KpanesibHUL B
KOpo6Lii 3 KapTOHY

Bionoriwe
XainnbMmitTenb
Xeenb M'M6X

HimeuunHa

Bionoriwe
Xannbmitresnb
Xeenb Mm6X

HimeuunHa

MepepeecTpauis Ha
HeobMeXeHuin TepMiH. 3MiHu |
TMny - 3MiHK WoAa0
6e3nekn/edeKkTNBHOCTI Ta
chapmakoHarnsgy. BeefeHHa abo
3MiHU [0 y3arasibHEHUX AaHnX
npo cuctemy papmakoHarnisgy
(BBEfEHHSA y3araslbHEHUX AaHuX
npo cuctemy thapmakoHarnsgy,
3MiHa yNoBHOBaXXeHOI 0cobw,
BiANoBiAa/bHOI 3a 3AjACHEHHS
hapmakoHarnagy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3aABHUKa 419 3AiCHEHHSA
hapmakoHarnagy B YkpaiHi, AKLWOo
BOHa BiMiHHA Bif,
YMOBHOBaXEHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsay (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLieHHi MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXEHOT 0CO6U 3asiBHMKA

MepioAnyHICTb NOAAHHSA
perynsapHo OHOBJ/IHOBAHOIO 3BITY 3
6e3neku BignosigHO f0 Mopsaaky

3[jiCHEeHHs hapmakoHarnagy,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa 0OXOPOHY 340POB’S
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLji Ykpainu 19

bes
peyenma

nionsieae

UA/7867/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHY 340POB’S
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO
3i CTpOKaMu, 3a3HaYeHUMn y
nepiognYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.
9. rNILEPUH pO34nH ons MPAT YkpaiHa MPAT YkpaiHa MepepeecTpavis Ha 5 pokiB. 6e3 niosnsieae UA/8363/01/01
30BHILUHLOIO "®PITOPAPM" "PITOPAPM" peyenma
3acTocyBaHHA 85% no MepioanyHiCTb NoAaHHSA
25 r y dpnakoHax perynisipHo OHOBJ/TOBAHOTO 3BITY 3
6e3neku BigNoBiAHO A0 MNopsaaky
3[jiCHEeHHs dhapmakoHarnagy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3HaYeHUMKn y
nepiogNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3MeKu.
10. EHANANOPUNY MOPOLLOK KPUCTaNiuHWiA MpAT YkpaiHa XKesnHr KnTaii MepepeecTpauis Ha - He UA/8963/01/01
MANEAT (cybeTaHuisn) y naketax "hapMaueBTNYHaA YaHrmiHr Heo6MeXeHU TepMiH nionsieae
noAagiliHMx thipma "AapHuusa” dawmec toTikan
nonieTuNeHoBux ans Ko., N1a4.
thapmaLeBTUYHOIo
3aCTOCyBaHHSA
11. ETWNOBUA EDIP pignHa (cybcTaHuis) y ToBapucTBO 3 YkpaiHa ToBapucTso 3 YkpaiHa MepepeecTpauis Ha - He UA/12775/01/01
o- nonieTuIeHoBKX 0bMexeHot obmexeHo HeobMeXeHW TepMiH nionsizae
BPOMI3OBA/EPIA | kaHicTpax ans BiANOBIAA/ILHICTIO BiANOBIAA/bHI
HOBOI KUC/IOTU BMPOGHULTBA "®APMXIM" CTIo
HecTepusIbHUX "®APMXIM"
NiKapcbknx hopm
12. IHOANAMIA nopoLUokK (cybcTaHuis) y My6niyHe YkpaiHa Na6opatopi ITanis MepepeecTpauis Ha - He UA/7307/01/01
noABiliHMX akujioHepHe Anxemia HeoOMeXeHW TepMiH nionsizae
nonieTNeHoBUxX TOBapUCTBO C.p.n.
naketax gns "HaykoBo-
dhapmaLeBTUYHOrO BVPOGHWYNIA
3aCcTOCyBaHHSA LieHTp

"BopuuariBCcbkuii
XiMikO-
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
papmaLeBTUYHNI
3asofa”
13. NEBOMILUETUHY PO3YUH HALLKIPHWIA, MPAT YkpaiHa MPAT YkpaiHa MepepeecTpauis Ha bes niossieae UA/8046/02/01
PO34YMH cnupToBuit 0,25 % no 25 "®PITOPAPM" "PITOPAPM" HEO0BMEXEHW TePMIH. peyenma
CNUPTOBUI My dhnakoHax
0,25% MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IHOBAHOTO 3BITY 3
6e3neku BignosigHO f0 Mopsaaky
3[jiCHEeHHSs hapmakoHarnagy,
3aTBEPAKEHOTO HaKka3oM
MiHicTepcTBa 0OXOpPOHY 340POB’'S
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuji Ykpainu 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pegakuii Hakasy
MiHicTepcTBa 0XOpPOHY 340POB’'S
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoKamMu, 3a3HaYeHMUN y
nepiognYHOCTI NOAaHHsA
perynsipHux 3BiTiB 3 6e3neKku.
14. nisnHonPun 10 Tabnetku, 10 mr/12,5 wmr, KPKA-®APMA Xopsaris BUPOGHK, Xopsarisi/ MepepeecTpauis Ha 3a He UA/12685/01/01
HN KPKA no 14 tTabneTok y 0.0.0. BignoBigasbHU CnoseHis HeoOMeXeHWn TepMiH. 3MiHu | peyenmom niosnsieae
6nictepi; no 1, 2 a6o 4 n3a TMny - 3MiHK Woa0
6icTepn y KapTOHHIN BMPOBHULTBO 6e3nekn/eeKkTBHOCTI Ta
Kopo6Li; no 10 TabneTok «in bulk», hapmakoHarnsgy. 3miHu y
y 6nictepi; no 2, 3 abo 6 nepBUHHY Ta KOpOTKili xapakTepucTu,i
6/1icTepiB Y KAPTOHHIN BTOPUHHY NiKapcbKoro 3acoby, TekcTi
KOpooLi ynakoBKY, MapKyBaHHS Ta IHCTPYKUIT Ans
KOHTPO/b Ta Me[MYHOro 3aCTOCyBaHHA
BUMYCK cepil: reHepuyHMX/ribpuagHnx/6ionodioH
KPKA-®APMA nX Nikapcbkyx 3acobis nicns
4.0.0., BHECEHHS Ti€l caMoi 3MiHM Ha
XopBarisi; pediepeHTHUIA npenapar (3MiHa
Bnpo6HuK, He noTpebye HafaHHA XOLHUX
BiANOBIAa/IbHA HOBUX A0AATKOBUX AAHNX) -
1 3a BMMNYCK 3MiHV BHECEHO A0 IHCTPYKLUIT Y
cepit: po3ainu: "dapmakonorivHi
KPKA, a.4., BnactmsocTi”, "MpoTunokasaHHs",
HoBo mecTo, "B3aemogis 3 iHWMMK
CnoBeHist nikapcbknMmn 3acobamu Ta iHLi

BMAM B3aemogiii", "OcobnmBoCTi
3acTocyBaHHS", "3acTocyBaHHs Y
nepiog, BariTHOCTi abo rolyBaHHs
rpyaar”, "3partHicTb BAnBaTy Ha

LUBMAKICTb peakuii mpu kepyBaHHi
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs

aBTOTPaHCMNOPTOM a60 iHWKMU
MexaHismamu", "Cnoci6
3aCTOCyBaHHA Ta [03n",
"MepenosyBaHHA", "T06IYHI
peakuii" 3rigHo 3 iHdhopmaLieto
00 MEANYHOIO 3aCTOCYBaHHS
pedyepeHTHOro Nikapcbkoro
3acoby ( Zestoretic 20, tablet, He
3apEeecTpoBaHnin B YKpaiHi).
3MiHu | TUnNy - 3MiHK Woa0
6e3nekn/edeKkTNBHOCTI Ta
thapmakoHarnagy. 3miHa y
KOPOTKili XapakTepucTuLi
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHSs Ta iHCTPYKUIiT Ans
MeAMYHOro 3aCTOCYBaHHA Ha
nigcTasi perynspHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
[ocnigpkeHb 3 6e3neku
3aCTOCyBaHHSA NiKapCbKOro
3aco6y B nic/sipeecTpaviiiHmii
nepiog, abo sk pe3ynbTar OLiHKK
3BITY 3 JOCNIAKEHb, NPOBEAEHNX
Bi4NOBIAHO A0 NnaHy
negiarpuyHux gocnigpxkers (PIP)
(3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom) - 3MiHW BHECEHO [0
IHCTpYKUii y po3ginu:
"MpoTunokasaHHA", "B3aemopis 3
HLIMMK NikapcbkMKn 3acobamm
Ta iHWi B1AKM B3aemogiit",
"Oco61BOCTI 3aCTOCyBaHHA"
BiANOBIAHO [0 OHOBMEHOI
iHchopmawii 3 6e3neku gitoyoi
PeYOoBUHM.

MepiognyHiCTb NOAAHHSA
perynsipHo OHOB/IHOBAHOTO 3BITY 3
6e3neku BignosigHO f0 MNopsaaky

3[jiCHEeHHS hapmakoHarnagy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa 0OXOPOHY 340POB’S
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuji Ykpainu 19
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHY 340POB’S
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO
3i CTpOKaMu, 3a3HaYeHUMn y
nepiognYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.
15. nisnHonrPun 20 Tabnetku, 20 mr/12,5 wr, KPKA-®APMA Xopsaris Bupo6HuK, Xopsaris/ MepepeecTpauis Ha 3a He UA/12685/01/02
HN KPKA no 14 tabneTtok y n0.0.0. BignoBigasIbHU CnoseHis HeoBbMeXeHWn TepMiH. 3MiHu | peyenmom nionsieae
6nictepi; no 1, 2 a6o 4 i 3a TMny - 3MiHK Woa0
6nicTepun y KapTOHHIl BMPOGHMLTBO 6e3nekn/edeKTUBHOCTI Ta
Kopobui; no 10 TabneTok «in bulk», thapmakoHarnsgy. 3miHu y
y 6nictepi; no 2, 3 abo 6 nepBUHHY Ta KOPOTKili XapakTepucTuy,i
6nicTepiB y KAPTOHHIl BTOPUHHY nikapcbKoro 3acoby, TEKCTI
KopoobLi yNakoBKy, MapKyBaHHS Ta IHCTPYKLUIT Ans
KOHTPO/b Ta MeJNYHOro 3aCTOCYBaHHS
BMNYCK cepil: reHepuyHUX/ribpuagHyx/6ionoaioH
KPKA-®APMA MX NiKapcbknx 3acobis nicns
4.0.0., BHECEHHS TiEl caMol 3MiHM Ha
Xopsarisi; pedhepeHTHWi1 NpenapaT (3MiHa
Bnpo6HuK, He noTpebye HafaHHA XOLHUX
BiANOBIga/IbHU HOBUWX A0AATKOBMX AAHUX) -
7 3a BMNyCK 3MiHV BHECEHO [0 IHCTPYKLUIT Y
cepit: po3ainu: "dapmakonorivHi
KPKA, a.4., BnactmeocTi", "MpoTmunokasaHHsa",
HoBo mecTo, "B3aemMogis 3 iHWMMun
CnoBeHis nikapcbknMmun 3acobamu Ta iHLWi

BMAW B3aemogiin", "OcobnmsocTi
3acTocyBaHHS", "3acTocyBaHHsA Y
nepiog BariTHoOcTi abo rofyBaHHs

rpyaAat"”, "3gartHicTb BIAMBaTH Ha

LUBUAKICTb peakuii npy KkepyBaHHi
aBTOTPaHCNOPTOM a60 iHWKMK
mMexaHismamu", "Cnoci6
3aCToCyBaHHA Ta [03n",
"MepenosyBaHHA", "T06IYHI
peakuii” 3rigHo 3 iHdhopmaLlieto
00 MEAUYHOTO 3aCTOCYBaHHS
pedyepeHTHOro Nikapcbkoro
3acoby ( Zestoretic 20, tablet, He
3apEeecTpoBaHnii B YKpaiHi).
3MiHu | TUnNy - 3MiHK Woa0
6e3nekn/eeKkTNBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKili XxapakTepucTuL,i
NikapcbKoro 3acoby, TeKCTi
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

16.

NAHKPEA3UM

MapKyBaHHS Ta IHCTPYKLUIT Ans
MeMYHOro 3aCTOCyBaHHSA Ha
nigcTasi perynspHo
OHOBJ1HOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
[ocnigpkeHb 3 6e3neku
3aCcTOCyBaHHS NiKapCcbKoro
3acoby B nicspeecTpayiiHmii
nepiog, abo sk pe3ynbTaTt OLiHK/
3BiTY 3 OCNiKEHb, MPOBEAEHNX
BiANOBIAHO A0 NnaHy
negiatpuyHux gocnigpkers (PIP)
(3MiHY y3rofxeHo 3
KOMMNETEHTHUM YNOBHOBAXXEHVM
opraHom) - 3MiHV BHECEHO A0
IHCTPYKUIT y po3ginu:
"MpoTunokasaHHs", "B3aemogis 3
HLIMMKM nikapcbkMKn 3acobamu
Ta iHWi BUAW B3aemogiin”,
"Oco611BOCTI 3acTOCyBaHHS"
Bi4MNOBIAHO A0 OHOB/IEHOT
iHbopmauii 3 6e3neku giroyoi
PEYOBWHM.

MepioAnyHICTb NOAAHHSA
perynspHO OHOBJ/IHOBAHOrO 3BITY 3
6e3neku BignoBigHO fo0 MNopsaaky

3[jiCHEHHs1 chapmakoHarnagy,
3aTBEPMKEHOTO Haka3om
MiHicTepcTBa 0XOpOHY 340POB’S
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuyji Ykpainu 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHY 340POB’S
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO
3i CTpOKaMu, 3a3HaYeHUMn y
nepiognYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.

TabneTkun
KMLLKOBOPO34MHHI in
bulk: no 4000 TabneTok
Y KOHTelHepax
n1acTMacoBmx

MpAT "TexHonor"

YkpaiHa

MpAT
"TexHosnor"

YKpaiHa

MepepeecTpauis Ha
HeobMeXeHuit TEPMIH.
MepioAnYHICTb NOAAHHS
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3
6e3neku BigNoBiaHO A0 MNopsaaky
3fjiCHEeHHs1 dhapmakoHarnagy,

He
nionsieae

UA/12620/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa 0XOpPOHY 340POB’S
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuji Ykpainn 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy
MiHicTepcTBa 0OXOpPOHY 340POB’'S
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoOKamMu, 3a3HaYeHMn y
nepioguYHOCTI MoAaHHSA
perynspHux 3BiTiB 3 6e3nekun

17.

NMAHKPEA3M

TabneTkun
KMLIKOBOPO34MHHI no 10
Tabnetok y 6nictepi; no
2 abo no 5 6nictepiB y
nauui 3 KapToHy

MpAT "TexHonor"

Ykpaina

MpAT
"TexHosor"

YkpaiHa

MepepeecTpauis Ha
HeobMeXeHuin TepMiH. 3MiHu |
TMny - 3MiHK WoAa0
6e3nekn/edeKkTNBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKili XxapakTepucTuL,i
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHSA Ha
nigcTasi perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
[ocnigpkeHb 3 6e3neku
3aCTOCyBaHHS NiKapCbKOro
3acoby B nicnspeecTpaviiiHmii
nepiog, abo sk pe3ynbTar OLiHKK
3BiTY 3 JOCNiIKEHb, MPOBEAEHNX
Bi4NOBIAHO A0 NaHy
negiatpuyHux gocnigpkern (PIP)
(3MiHY y3rofXeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVM
opraHom) - 3MiHVM BHECEHO [0
IHCTPYKUIT AN MeguyHoro
3aCcTOCyBaHHS NiKapCbKOro
3acoby A0 po3ginis "MokasaHHs"
(BMny4YeHO nokasaHHs -
MyKOBIiCLMA03), "Oco6nnBoCTi
3acTocyBaHHA",
"MepenosyBaHHs", "MoGiYHI
peaxuii” BignoBigHO [0 OHOB/EHOT
iHchopmauii 3 6e3nekn girounx
peyoBWH

MepioAMYHICTb NOAAHHS

bes
peyenma

nionsieae

UA/8550/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayitiHo2o

noceio4YeHHs

perynsipHo OHOB/IHOBAHOTO 3BITY 3
6e3neku BignosigHO f0 Mopsaaky
3[jiCHEeHHS hapmakoHarnagy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa 0OXOpPOHY 340POB’'S
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuji Ykpainn 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y peakuii Hakasy
MiHicTepcTBa 0OXOPOHY 340POB’S
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoKamMu, 3a3HaYeHMUN y
nepioguYHOCTI MoAaHHSA
perynspHux 3BiTiB 3 6e3nekun

18.

NEPLIO
CTPYUYKOBOIO
HACTOWKA

HacToika no 50 mny
chiakoHax cknsaHux abo
noniMepHmnx

MPAT
"OITOPAPM"

Ykpaina

MPAT
"OITOPAPM"

YkpaiHa

MepepeecTpauis Ha
HeoOMeXeHW TepMiH.

MepioAnYHICTb NOAAHHS
perynsipHo OHOBJ/IHOBAHOTO 3BITY 3
6e3neku BigNoBiaHO A0 MNopsaaky

3[jiCHEeHHs dhapmakoHarnagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU 340POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pegakujii Hakasy
MiHicTepcTBa OXOpPOHU 340POB’A
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3HaYeHUMKn y
nepiogNYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3MeKu.

bes
peyenma

nionsieae

UA/8260/01/01

19.

NIPULOKCUHY
rAPOXNOPU, -
3/10POB'fl

PO34MH ANa iH'ekuiid, 50
mr/mi, no 1 mn B
amnyni; no 10 amnyn y
KapTOHHi KopobLyi 3
neperopogkamu; no 1
M/1 B amnyni; no 5
amnyn y 6nictepi; no 2
6/1icTepn B KAPTOHHIN
Kopoo6Li; no 1 mn B
amnyni; no 10 amnyn y
6nicTepi; no 1 6nictepy

ToBapucTeo 3
06MEXEHO

BiANOBIAA/ILHICTIO
"®GapmMaLeBTnYHa

KOMMNaHis
"3popos'a”

YkpaiHa

ToBapucTBO 3
06MEeXEHO
BiANOBIAA/bHI
cTHO
"®apmaueBTn
YHa KoMnaHis
"3popos'a”

YkpaiHa

MepepeecTpauis Ha
HeobMeXeHui TepMiH. 3MiHu |
TMny - 3MiHK Woa0
6e3nekun/edeKkTBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKIili XapakTepucTuL,i
nNikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKUiT Ansi
MeZMYHOro 3aCTOCyBaHHs Ha
nigctasi perynspHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku

3a
peyenmom

He
nionsieae

UA/8736/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayitiHo2o

noceio4YeHHs

B KapTOHHI kopobui

nikapcbKoro 3acoby, abo
[ocnigpkeHb 3 6e3neku
3aCTOCYBaHHS NiKapCbKoro
3aco6y B nic/sipeecTpaviiiHmii
nepiog, abo sk pe3ynbTar OLiHKK
3BITY 3 JOCNIAKEHb, NPOBEAEHNX
Bi4NOBIAHO A0 NnaHy
negiarpnyHux gocnigpkern (PIP)
(3MiHy y3rompkeHo 3
KOMMETEHTHUM YNOBHOBaXEHNM
opraHom) - 3MiHM BHECEHO [0
IHCTPYKLii ANns MegnyHoro
3aCTOCYBaHHS NiKapCbKOro
3acoby Ao po3giny "MoGiyHi
peakuji" BignoBigHO A0 OHOBNEHOI
iHbopmauii 3 6e3neku giroyoi
PEYOBWHM.

MepioAnyHICTb NOAAHHSA
perynspHO OHOBJ/IHOBAHOrO 3BITY 3
6e3neku BignNoBiaHO fo MNopsaaky

3[jiCHEHHS1 chapmakoHarnaay,
3aTBEPMKEHOTO Haka3om
MiHicTepcTBa 0XOpPOHY 340POB’'S
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuji Ykpainu 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHY 340POB’S
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO
3i CTpOKaMu, 3a3HaYeHUMn y
nepiognYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.

20.

PO34MH
MEHTO/Y B
MEHTWN1OBOMY
E®IPI KUCNOTU
ISBOBAJIEPIAHOBO
1

po3uuH (cy6CTaHuis) y
nsrax metanesunx, abo
60ukax i3 Hepxasitouoi
cTani, aboy
nonieTnNeHoBuxX
KOHTelHepax, Ans
chapmaLeBTUYHOro
3aCTOCyBaHHSA

JepxaBHe
nigNPUEMCTBO
"3aBog, XiMiYHNX
peakTusiB"
Haykoso-
TEXHO/0rYHOro
KOMM/IeKcy
"IHCTUTYT
MOHOKpucTanis"
HauioHanbHoi
akafemii Hayk
YKpainu"

YkpaiHa

[JepxasHe
nigNpPUEMCTBO
"3aBof,
XiMiYHMX
peakTuBiB"
HaykoBo-
TeXHOsori4yHor
0 KOMMeKkcy
"lHCTUTYT
MOHOKpUCTani
B
HaujioHasibHOT

YKpaiHa

MepepeecTpauis Ha
HeoOMEeXeHW TepMiH

He
nionsieae

UA/7849/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
akazemii Hayk
YKpainun"
21. PYTALNA, TabneTku XyBasbHi No KPKA, a.4., Hoso CnogeHis BignoBiganbHn CnoseHis MepepeecTpauis Ha 6e3 niosnsicae UA/6649/01/01
500 wmr, no 10 TabneTtok MecTo 3a HeobMeXeHui TEPMIH. peyenma
y 6nicTtepi, no 2 abo no BMPOGHMLTBO
6 6icTepiB B KAPTOHHIl "in bulk”, MepioAnyHICTb NOAAHHSA
KOpo6Li nepBUHHY perynsipHo OHOB/IHOBAHOTO 3BITY 3
yNakoBKy, 6e3neku BigNoBiAHO A0 MNopaaky
BTOPVHHY 3fjlicHeHHs chapmakoHarnagy,
yNakoBky, 3aTBEPAKEHOTO HaKka3oM
KOHTpONb Ta MiHicTepcTBa 0OXOpPOHY 340POB’'S
BUNYCK cepi: Ykpainu Big 27 rpyaHsa 2006 poky
KPKA, a.4., Ne 898, 3apeecTpoBaHuii B
HoBo mecTo, MiHicTepcTBi tocTuuji Ykpainu 19
CnoseHis; rpyaHs 2016 poky 3a Ne
BignoBigasbHU 1649/29779 (y pegakuii Hakasy
n3a MiHicTepcTBa 0XOpPOHY 340POB’'S
BMPOGHMLTBO YkpaiHu Big 26 BepecHs 2016
"in bulk", poky Ne 996), cTaHOBUTb: 3riAHO
NepBUHHY 3i CTpoKamMu, 3a3HaYeHMUN y
ynakoBKY, nepiognYHOCTI NOAaHHsA
BTOPUHHY perynsipHux 3BiTiB 3 6e3neku.
yMaKoBKy:
KPKA, 4.4.,
HoBo mecTo,
CnoseHis
22. CODOPU HacTolika no 40 mny MPAT YkpaiHa MPAT YkpaiHa MepepeecTpauis Ha bes niosnsieae UA/8445/01/01
AMNOHCLKOI dhnakoHax "®PITODAPM" "PITOPAPM" HeobMeXeHu TEPMIH. peyenma
HACTOWKA
MepioAnyHICTb NOAAHHSA
perynsapHo OHOBJ/IHOBAHOIO 3BITY 3
6e3neku BigNoBiAHO Ao Mopaaky
3[jiCHEeHHs1 chapmakoHarnagy,
3aTBEPAKEHOT0 Haka3oMm
MiHiCTEepCTBa OXOPOHU 340POB’A
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHiCTEepCTBa OXOPOHU 340POB’A
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO
3i CTpOKaMu, 3a3HaYeHuMmn y
nepiognYHOCTI NoAaHHsA
perynsipHux 3BiTiB 3 6e3neKu.
23. PNAMIAES FENb rens no 20r, 30 r, abo OpraHocvH Jlaiidy IHAis EHK 106 IHais [MepepeecTpauis Ha be3 nionsi2ae UA/12794/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
40 r B namiHoBaHii Ty6i; | CaeHcus MBT. NI14. ETikan3 HeoOMeXeHW TepMiH. 3MiHu | peuenma
no 1 Ty6i B KAPTOHHiIl Mpaisit TMny - 3MiHN LWOAO
Kopoo6Li Niviten 6e3nekn/edeKTBHOCTI Ta

thapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuy,i
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ans
MeJMYHOro 3aCTOCyBaHHA Ha
nigctasi perynspHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
[ocnigpkeHb 3 6e3neku
3acTOCyBaHHS NiKapCcbKoro
3acoby B nicspeecTpayiiHnii
nepiog, abo sk pe3ynbTaTt OLiHK/
3BIiTY 3 OCNiKEHb, MPOBEAEHNX
BiANOBIAHO A0 NnaHy
negjiatpuyHux gocnigpkers (PIP)
(3MiHY y3rofxeHo 3
KOMMETEHTHUM YNOBHOB&XEHNM
opraHom) - 3MiHV BHECEHO A0
IHCTPYKUIT AN MeguyuHoro
3aCTOCYBaHHS MikapCbKoro
3acoby y po3ginu:
"apmMakonorivyHi BnactuBocTi"
(iHdhopmauis 3 6esnekn),
"MpoTrnokasaHHsA", "B3aemMogis 3
IHLWMMK NiKapcbknMy 3acobamm
Ta iHWi BUAW B3aemogijin",
"Mo6iyHi peakwii" BigNoBigHO A0
OHOBEHOT iHthopMaLii 3 6e3neku
L0401 pEYOBUHN.

MepioAnyHICTb NOAAHHSA
perynspHO OHOBJ/IHOBAHOrO 3BITY 3
6e3neku BignoBigHO fo0 MNopsaaky

3[jiCHEHHs1 chapmakoHarnagy,
3aTBEPMKEHOTO Haka3om
MiHicTepcTBa 0XOpPOHY 340POB’S
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuyji Ykpainu 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHY 340POB’S
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepiogNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3MeKu.
24. LUWTPAMOH B Tabnetku no 6 a6o 10 MAT "MoHchapm" YkpaiHa NAT YkpaiHa MepepeecTpauis Ha bes nionsieae UA/7359/01/01
TabneTok y cTpunax; no "MoHchapm" HeobMeXeHWn TepMiH. 3MiHu | peyenma

6 abo 10 TabneToK y
6nictepax; no 6
Tabnetok y cTpumi; no 2
a6o 10 cTpunis y navui 3
KapToHy; no 10
Tabnetok y cTpumi; no 2
a6o 10 cTpunis y navui 3
KapToHy; Mo 6 TabneTok
y 6nictepi; no 2 a6o 10
6nicTepiB y nauuj 3
KapToHy; no 10
TabneTok y 6nictepi; no
2 a6o 10 6nicTepiB y
nauui 3 KapToHy

TMny - 3MiHKU Woa0
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKili XapakTepucTu,i
nNiKapcbKoro 3acoby, TekcTi

MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHA Ha
nigcTasi perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnimkeHsb 3 6e3neku
3acTOCyBaHHS NiKapCbKOro
3acoby B mic/iApeecTpavyiiiHmii
nepiog, abo sk pe3ynbTar OLiHKK
3BITY 3 AOCNISKEHb, NPOBEAEHMNX
BifNoBiAHO 40 NnaHy
negiatpuuHnx gocnipxeHs (PIP)

(3MiHy y3rogpkeHo 3

KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom) - 3MiHW BHECEHO [0
IHCTPYKLii 4Nns MegnyHoro
3aCTOCyBaHHS NiKapCbKOro
3acoby Ao po3ginis
"MpoTunokasaHHsA", "B3aemogis 3
iHLWIMMKM nikapcbkMKU 3acobamm
Ta iHWi BUAW B3aemogiit”,
"Oco61MBOCTI 3aCTOCYyBaHHA",
"Cnocobu 3acTocyBaHHS Ta
nosun", "MepenosysaHHA",
"Mo6iuHi peakwii" BigNOBIAHO A0
OHOBJIEHOT iHdhopMalLii 3 6e3neku
Lit0UNX PEYOBUH.

MepioAnyHICTb NOAAHHSA
perynsapHo OHOBJ/IHOBAHOIO 3BITY 3
6e3neku BignosigHO f0 Mopsaaky

3[jiCHEeHHs hapmakoHarnagy,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa 0OXOPOHY 340POB’S
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLji Ykpainu 19
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
yrnakoska) nocsi0O4YeHHs
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHY 340POB’S
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO
3i CTpOKaMu, 3a3HaYeHUMn y
nepiognYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.
25. LUMUHY KBITKM (CybCTaHLis) y MpAT "NikTpasun" YkpaiHa MpAT YkpaiHa MepepeecTpauis Ha - He UA/8895/01/01
NIiwAHOro MiLLKax, TIoKax ans "NikTpasn" Heo0OMEeXEeHWI TepMiH nionsieae
KBITKA BMPOGHMLTBA
HecTepusIbHNX
NiKapcbkux chopm
26. LUTYHKOBWW 3BIP | 36ip no 1,5 1y qinbTp- MAT Ykpaina NAT YkpaiHa MepepeecTpauis Ha bes nionsieae UA/12584/01/01
nakerti; no 25 inbTp- "Nly6Hu1chapm” "Nly6Hnchapm” HeobMeXeHui TEPMIH. peyenma

nakeTis y nauuj; no 50 r
y naketax; no 50 ry
naketax 3 Mn/1iBkv B nauuj

MepioAnYHICTb NOAAHHS
perynspHo OHOBJ/IHOBAHOIO 3BITY 3
6e3neku BignosigHO A0 Mopsaaky

3iicHeHHs1 chapmakoHarnagy,
3aTBEPAKEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHY 340POB’S
Ykpainu Big 27 rpyaHs 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuLji Ykpainu 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pegakujii Hakasy
MiHicTepcTBa OXOPOHY 340POB’S
YkpaiHu Big 26 BepecHsi 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoKamu, 3a3HadeHMmn y
nepiogNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neKu.

HauyanbHUK YnpaBniHHA hapMaueBTUYHOI AiANbHOCTI Ta
AKOCTI (hapMmaueBTUUHOI NPOAYKLT

T.M. JIacKOoBCbKUM




NIKAPCbKNX 3ACOBIB (MEAUYHUX IMYHOBIONOMYHUX MPEMNAPATIB), LLOAO AKNX BY/IN BHECEHI 3MIHU A0 PEECTPALINHUX MATEPIAJIB, SKI

MEPENIK

Jopatok 3

A0 Haka3y MiHicTepcTBa OXOPOHU

3[4,0pPOB’A YKpaiHu
07.02.2018 Ne 213

BHOCATbLCA A0 AEP)XXABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHU

Ne Hassa sikapcbKo20
n/n 3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
2o
nocsioYeHHs

1. | ADBAHTAH®

XupHa masb 0,1 % no 5
raéono 15ry Ty6i; no 1
Ty6i B KAPTOHHIlA nayuj

Baiiep ®apma Al

HimeyunHa

Baiiep
XerncKep
MaHydhakTypiH
rC.p..

ITanisa

BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis:
3MiHM | TMNy - 3MiHa y MeTodax BUNPO6yBaHHS
NepBUHHOT YNakoBKW rOTOBOrO JliKapCbKoro 3acoby -
BHECeHHs 3MiH fo p. 3.2.P.7. Cuctema
KOHTeliHep/3aKkynopoBasibHW 3aci6: pegakLuinHunii
nepernsg posginy; OHoBMEHHS cnevudikauii Ta
METOZjiB KOHTPO/IO AKOCTi NePBMHHOT YNakoBKM
(antomiHieBnx Ty6), BBOAATLCA HE3HAYHI 3MIHU [0
meToay FT-IR-absorption spectrophotometry,
3HaYeHHs Jiana3oHy cnekTpod)oTomMmeTpa 3MiHEHO
Bif 4000-650 cm-1 o 4000-600 cm-1

6e3
peyenma

UA/0784/03/01

2. | ADBAHTAH®

Kpem 0,1 % no 5 a6o
15 ry Ty6i; no 1 Ty6i B
KapTOHHI KOpoo6Li

Baiiep ®apma Al

HimeuunHa

Baiiep
XencKep
MaHydhakTypiH
rcC.p.J.

ITanisa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHuM | TUNY - 3MiHa Yy MeTofax BUNpobyBaHHS
NMepBUHHOT YNakoBKN FOTOBOrO MiKapCbKoro 3acoby -
BHeCeHHSA 3MiH o p. 3.2.P.7. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6: pegakLiiHuii
nepernsg posginy; oHoBNeHHs cneuudikauii Ta
MEeTOZiB KOHTPO/I0 AKOCTi NePBMUHHOT YNakoBKM
(antomiHieBnx Ty6), BBOAATLCS HE3HAUHI 3MiHW [0
meTogy FT-IR-absorption spectrophotometry,
3Ha4YeHHsA Jiana3oHy crnekTpod)oTomeTpa 3MiHEHO
Big 4000-650 cm-1 go 4000-600 cm-1

6e3
peyenma

UA/0784/01/01

3. | ADBAHTAH®

Ma3sb 0,1 % no 15ry
Ty6i; no 1 Ty6i B
KapTOHHiiA KOpo6Ll

Baiiep ®apma Al

HimeuyunHa

Baiiep
Xenckep
MaHydakTypiH
rC.p..

ITanis

BHECEHHS 3MiH 4,0 peecTpavyiiHnx martepianis:
3MiHK | TNy - 3MiHa Y MeToAax BUNpo6yBaHHS
NepBUHHOT YNakoBKN rOTOBOrO MiKapCbKoro 3acoby -
BHECEeHHs 3MiH o p. 3.2.P.7. Cuctema
KOHTeliHep/3aKynopoBasibHWi 3aci6: pefakuiiHuii
nepernag posginy; oHoBMEHHA cnevudikaii Ta
MeTOZAiB KOHTPOJI0 AKOCTI NePBUHHOT YNaKoBKM
(antomiHieBMX Ty6), BBOAATLCA HE3HAYHI 3MiHU 10
meTtogy FT-IR-absorption spectrophotometry,
3Ha4YEeHHS gianasoHy cnekTpogoToMeTpa 3MiHEHO
Big 4000-650 cm-1 oo 4000-600 cm-1

3a
peyenmom

UA/0784/04/01

4. | ABPEHANIHY
TAPTPAT

KPUCTaiuHWiA MOPOLLIOK
(cybcTaHuis) y naketax
nosieTUIEHOBMX AN

ToBapucTeo 3
0bMexeHot
BiANOBIAA/ILHICTIO

Ykpaina

YxaHb Y50
dapmacbloTika
n Ko., fita.

KuTait

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHn | TUny - 3MiHn 3 skocTi. CepTudikaT
BignosigHocTI/lE-cepTudpikat BignosigHocTi

UA/10092/01/01
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

BMPOGHMLTBA
CTEPUNBbHUX NiKapCbKNX

thopm

"PapmaueBTnyHa
KOMMaHis
"3popos'a”

€Bponelicbkili hapmakonei/moHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHSA Y
BignoBigHICTb A0 MoHorpadii 4PY a6o
€sponelicbkoi hapmakonei, abo iHwoTi
HaujioHanbHoi chapmakonei gepxasu €C (iHLi
3MiHW) (YTOUYHEHHS BUKIAAEHHS TEXHOMOTYHOI
dhopmun AdI (hopma Bunycky); 3miHu | Tuny -
AIMiHICTpaTWBHI 3MiHU. 3MiHA HaliMeHyBaHHS
Ta/abo agpecu 3asBHMKa (BNacHUka
peecTpauinHoro noceigyeHHs) (3miHa agpecu
3as9BHUKA); 3MiHU | TUMY - AAMIHICTPATUBHI 3MiHW.
3MiHa Ha3Bu APl abo AONOMDKHOT pevyoBUHU (3MiHA
Ha3su A®I 3 npuBeaeHHAM A0 MoHorpadii EP
Aitloyoro BuaaHHsA, mactep-caiiny Ha A®l Ta
BHECEHHS peAaKLiiHNX YTOYHEHb [0 TEKCTY
cneumdikauii Ta MeTogis Bunpo6osyBaHHsA Ad| 3a
nokasHMKoM «KinbkicHe BU3HaueHHs» CynyTHA
3MiHa - 3MiHK 3 AkocTi. ADL. KoHTposb APL. 3miHa y
napameTpax cneuudikauii Ta/abo gonycTuMmnx
MEX, BU3HAUYEHNX y crneumdikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Y npoueci BUpobHuutea Ad|
(iHWwi 3miHW) - 3MiHK 3 sKocTi. A®Il. KoHTponb AdI.
3MiHa y MeTofax BuNpobyBaHHs APl abo
BMXiAHOrO Martepiany/npomikHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BUpobHULTBa AP| (HE3HAYHI 3MiHK Y
3aTBEPMKEHNX MeToAax BUNPobyBaHHs); 3MiHu |
Tuny - 3miHu 3 skocTi. A®I. BupobHuuTBO. 3MiHa
BMPOOHUKA BMXiZAHOrO/MPOMIXHOrO
npoayKTy/peareHTy, Lo BUKOPUCTOBYIOTLCS Y
BMPO6HMYOMY npoueci A®l, abo 3miHa BUPO6HUKa
(BKNtovatoum, ae HeobXigHO, MicLe NPOBEAEHHS
KOHTponto skocTi) AP (3a BigcyTHOCTI cepTudiikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAXEHOMY [0CbE)(3anpOnoHOBaHWIA
BVMPOGHWK HaNIeXunTb [0 TiEl camoi BUPOOHUYOI
rpynu NignpueMCTB, WO 11 3aTBEPMAKEHWI) (3MiHa
aapecu BpobHmka Wuhan Wuyao Pharmaceutical
Co., Ltd., Kutait/ YxaHb Ysio ®apmacbtoTikan Ko.,
JIta., Kntai Ta yTOYHEHHS1 Ha3BU BUPOGHMKA)

AMAPUN®

Tabnetku no 2 mr Ne 30
(15x2): no 15 TabneTok
y 6nicTepi; no 2
6nicTepy B KapPTOHHIiA
Kopoo6Li

TOB "CaHodi-
ABeHTIC YKpaiHa"

YKpaiHa

CAHO®I
C.INA

ITanisa

BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis:
3MiHW | TUny - 3MiHK Woao 6e3neku/eekTnBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHn go
y3arasisHeHNX faHnX Npo cucTemy
thapmakoHarnagy (BBefileHHs y3araslbHeHX JaHux

3a
peyenmom

UA/7389/01/01




27

Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

npo cuctemy dpapmakoHarnsgy, amiHa
YNOBHOBaXEHOI 0c06w, BiANOBiAaIbHOT 3a
3AiicCHEHHs1 chapMakoHarnsay; KOHTaKTHOI 0co6u 3
hapMakoHarnsgy 3asBHUKa ANns 34INCHEeHHS
hapmakoHarnsagy B YkpaiHi, K0 BOHa BigMiHHA
Bif, yNOBHOBaXKeHOT 0co6Mu, BiANOBiAabHOI 3a
3[jicHeHHs dhapmakoHarnsay (BKIvatum
KOHTaKTHi flaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOI 0CO6M, BifNoBiganbHOI 45
3[4jiCHeHHs dhapmakoHarnagy: [irova pegakuis -
BoiiTeHko AHTOH leoprilioBuy. MponoHoBaHa
pegaxuist — KnilwmH AHTOH Muykonainosuy.
3MiHa KOHTaKTHMX AaH1X YNOBHOBaXXEHOT 0Co6y,
BiANOBIAA/ILHOI ANs 34iicHEHHS chapMakoHarnsay

AMAPUN®

Tabnetkn no 3 mr Ne 30
(15x2): no 15 Tabnetok
y 6nicTepi; no 2
6nicTepy B KApPTOHHIN
Kopoo6Li

TOB "CaHodi-
ABeHTIC Ykpaina"

Ykpaina

CAHO®I
C.INA

ITanis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHN | TURY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHn go
y3arasibHeHVX gaHnx npo cuctemy
thapmakoHarnagy (BBeAeHHs y3araslbHeHUX faHux
npo cuctemy hapmakoHarnsgy, amiHa
YNOBHOB&XEHOT 0CO6M, BiANOBIAa/IbHOI 32
3AiicHeHHA hapMakoHaragy; KOHTakTHOT 0cobu 3
chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
hapmakoHarniagy B YKpaiHi, SKLLO BOHa BigMiHHA
Bifl yNOBHOBaXXeHOI 0cobMu, BignoBifanbHOT 3a
3[jicHeHHs1 hapMakoHarnsay (BkYarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemum chapmakoHarnsgy) - 3miHa
YNOBHOBA&XEHOI 0CO6M, BifgnoBifansHOI Ans
3fjiicHeHHs hapmakoHarnsagy: [litoya pegakuis -
BoiiTeHko AHTOH leoprilioBuy. MNponoHoBaHa
pepakuist — KniwmH AHTOH Mukonainosumy.
3MiHa KOHTaKTHUX AaHnX YNOBHOBAXEHOI 0co6M,
BigNoBiAanbHOI AN 34iCHEHHsT hapMakoHarnsay

3a
peyerimom

UA/7389/01/02

AMAPUN®

Tabnetku no 4 mr Ne 30
(15x2): no 15 TabneTok
y 6nicTepi; no 2
6nicTepy B KAPTOHHIl
Kopoo6ui

TOB "CaHodi-
ABEHTIC YKpaiHa"

Ykpaina

CAHO®I
C.INA

ITanisa

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHM | TUNY - 3MiHK WoA0 6e3nekn/eddeKTNBHOCTI
Ta chapmakoHarnsgy. BeegeHHs abo 3miHv oo
y3arasisHeHUX faHnX Npo cucTemy
thapmakoHarnagy (BBeAEHHS y3araslbHeHNX JaHux
npo cuctemy capmakoHarnsgy, amiHa
YyNOBHOBaXEHOI 0c06M, BignoBigansLHOI 3a
3[ilicCHEHHS1 chapMakoHarns4y; KOHTakTHOT 0cobu 3
thapmakoHarnagy 3asiBHUKa A5 34iiCHEHHS
hapmakoHarnagy B YKpaiHi, SKLLO0 BOHa BigMiHHA
Bif, YNOBHOBaXXEHOI 0CO6M, BiANOBiga/IbHOI 3a

3a
peyenmom

UA/7389/01/03
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
3[jicHeHHs dhapmakoHarnaay (Bkyarum
KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOI 0CO6MU, BifNoBiganbHOI 4s
34jiCHeHHs dhapmakoHarnagy: [irova pegakuis -
BoiiTeHko AHTOH leoprilioBuy. MponoHoBaHa
pegaxuist — KniwmH AHTOH Muykonainosuy.
3MiHa KOHTaKTHMX AaHnX YNOBHOBaXXEHOT 0Co6y,
BiANOBIAA/ILHOI ANs 34iicHEHHS chapMakoHarnsaay
8. | AMBPOKCOI/- cupon, 30 mr/5 mn no ToBapucTBO 3 Ykpaina BCi cTagii Ykpaina BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 6e3 UA/5897/01/02
340POB'A ®OPTE 100 M1y dpnakoHi, no 1 0b6MexeHo BMPOGHMLITBA, 3minu Il Tuny - 3MiHK Wopao 6e3nekn/edpeKTBHOCTI peyenma
dhnakoHy pasom 3 BiANOBIAANLHICTIO KOHTPO/b Ta (hapmakoHarnsgy. BHeceHHs abo 3miHa(n) Ao
MipPHOK JTOXKOHO "®apmaueBTnyHa SIKOCTi, BUNYCK 3060B'A3aHb Ta YMOB BMAaYi peecTpauiintHoro
KOMnaHis cepit: NOCBIJYEHHS, BKOYatouy MNnaH ynpas/iHHA
"3popos'a" ToBapucTBO 3 pv3ukamu (3aCTOCyBaHHS 3MiH(1), ski(a)
obmexeHo BMMaratTb(€) NOAaNbLIOrO 06I'PYHTYBaHHS HOBYMM
BiNOBIAgaNbHI [04aTKOBUM Ai@aHMMK, Lo MatoTb HagaeaTuca
CTIo KOMMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbes
"®apmauesTu CyTTEBA OLLiHKA KOMMETEHTHUM OpraHom)
YHa KoMnaHis (BukoHaHHS1 3060B's13aHb BiAMOBIAHO A0 NiAMYHKTY
"3popos'a”, 1.13 nyHKTY 1, nignyHKTY 2.3 NyHKTY 2 gogatky 15
YKpaiHa,; 0o MNopsaky npoBefieHHSA ekcnepTusmn
BCi cTagii peecTpauiiiHux MaTepiasiiB Ha nikapcbki 3acobu, Lo
BUPOGHMLITBA, noAaloTbCs Ha ilepXaBHy peecTpadiiio
KOHTPO/Ib (nepepeecTpadiio), a TakoX ekcrnepTu3n martepianis
AKOCTI: Npo BHECEHHS 3MiH 0 peecTpauiliHnx Martepianis
ToBapucTBo 3 NPOTAroM Aji peecTpayiiiHoro NocBeig4eHHs,
06MEXEHO 3aTBEepAKeHoro Hakazom MO3 Big 26.08.2005 Ne
BignosiganbHi 426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
CTIo 460)
"XapkiBCbke
thapmaueBTuy
He
nignpMeEMCTBO
"3p0poB's
Hapoay",
Ykpaina
9. | AHANDbIIH- Tabnetku no 500 mr no 6 ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 6e3 UA/5706/01/01
340POB'A abo no 10 TabneTok y 06MeXeHoto obmexeHor 3MiHK | TUNY - 3MiHa NapameTpiB cnevumdika,ili peyenma
6nictepi; no 1 6nictepy BiANOBIAA/IbHICTIO BiANoBiga/IbHI Ta/abo foNyCTMMUX MEX rOTOBOTO MiKapCbKoro
Y KapTOHHI kopobu; no "®apmaueBTnyHa CTIo 3ac00y (BWlyYeHHS HE3HAYHOrO NOKa3HMKa
6 abo no 10 Tabnetok y KOMMaHis "®apmaLeBTn (Hanpuknag, 3acTapifioro nokasHMKa, Takoro sk
6nictepax; no 10 "3popos'sa” YyHa KOMMaHis 3anax Ta cMak, abo igeHTudikauisi 6GapBHMKIB umn
TabneTok y 6aictepax "300poB's” CMakoBWX 106aBOK))
10. | ACKOPIN cupon no 100 mn a6o no neHmapk IHais neHmapk IHais BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/8670/01/01
EKCNEKTOPAHT 200 M1y N1acTUKOBUX dapmacbTukans dapmacbTnK 3MiHM | TMNy - 3MiHK 3 SIKOCTi. [OTOBWIA NiKapCbKWi peyenmom
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

abo CKIAHMX dh1akoHax,
no 1 chnakoHy pasom 3
MipHVM KOBMAYKoM Y
KapTOHHI ynakosLii

nrg.

ans Jita,.

3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
iMnopTepa/aMiHK, L0 CTOCYIOTLCS BUMYCKY cepii Ta
KOHTPOJI0 SIKOCTi FOTOBOrO NiKapCbKoro 3acoby
(3amiHa abo gofaBaHHS BMPOGHMKA, LLO BiANOBIAaE
3a BBE3€eHHS Ta/abo Bunyck cepii) - Bkioyatroun
KOHTPONb/BUNPOGYBaHHSA cepii (BBEAEHHS
[04AaTKOBOI AiNnbHUL BUPOGHMLTBA: MNneHmapk
dapmacsiotvkans Ita. Ceno Kiwannypa, baagi -
Hanarapx Poyg, Texcin baggi, p-H ConaH, (X.I.)
173 205, IHgjs) (TepMiH BBEAEHHSA 3MiH NPOTArOM
6-TV MicALIB nicnsA 3aTBeMKEHHS); 3MiHu | Tuny -
3MiHu 3 siKoCTi. FoTOBUIA Nikapcbkuii 3aci6. 3MiHW y
BMPOOHULTBI. 3amiHa abo BBEAEHHSA 40AaTKOBOI
AiNbHULI BUPOBHMLTBA A1 YacTHY abo BCbOro
BMPOGHNYOro NpoLiecy roToBOro NikapCbKoro
3ac00y (AinbHULA, Ha SKii NPOBOAATLCA Oy Ab-AKi
BMPO6HUYI CTagji, 3a BUHATKOM BUMYCKY Cepii,
KOHTPOJIH0 AKOCTi, NEePBUHHOTO Ta BTOPUHHOIO
nakyBaHHs, AN HECTEPW/TbHUX JliKapCbknX 3aco6iB)
(BBEAEHHA [OAATKOBOI AiNTbHNL BUPOOHMLTBA:
nenmapk ®apmacototukans fita. Ceno
Kiwaxnypa, baggi - Hanarapx Poyg, Texcin baagi,
p-H ConaH, (X.MN.) 173 205, IHais) (TepmiH
BBEJEHHS 3MiH NPOTAroM 6-Tn MicAUiB nicns
3arBepkeHHs) CynyTHS 3miHa
- 3MiHu 3 SKOCTi. FOTOBMIA NiKapCbkuid 3aci6. 3MiHK
y BUPOGHMLTBI. 3aMiHa abo BBEAEHHS A04ATKOBOI
AiNbHULI BUPOBHMLTBA A/19 YacTUHM abo BCbOro
BMPOGHNYOro NpoLiecy roToBOro ikapCbKoro
3acoby (4iIbHMUA 418 BTOPUHHOTO NakyBaHHS) -
3MiHu 3 sKoCTi. FoTOBMIA NiKapCbKuii 3aci6. 3MiHN y
BMPO6HULTBI. 3amiHa abo BBeAEeHHS 404aTKOBOI
OiNbHUL BUPOBHULITBA A/191 YACTUHN ab0o BCbOro
BMPOGHMYOro NPOLLECY FOTOBOTO JliKapCbKOro
3aco6y (gibHUUA AN NePBUHHONO NakyBaHHS)

11.

ATOPMAK

TabneTku, BKpUTI
NNiBKOBOIO 060/I0HKOIO,
no 10 mr no 10 TabneTtok
y cTpuvni; no 1 ctpuny B
KapTOHHI KOpoo6Li

Makneogac
PapmacboTUKaC
Nimiteq

IHais

Makneoac
PapmacboTuK
ac Nimitepq,

IHais

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:
3MiHM | TMNy - 3MiHa y MeTodax BUNPOGyBaHHS
roTOBOrO NiKapCbKOro 3acoby - He3HayHa 3miHa y
3aTBEPKEHNX METOAAX BUNPOGYBaHHS - 3MiHa A0
meToaukm T. "laeHTudpikauis”. MoHco 4 R" - 3MiHeHO
NPUroTyBaHHs CTaHA@PTHOro Ta BUMPOBYBaHOro
PO34MHY

3a
peyenmom

UA/8423/01/01

12,

ATOPMAK

TabneTkun, BKpUTI
MN/1iBKOBOIO 06G0/0HKOM0,
no 20 mr no 10 TabneTok
y cTpuni; no 1 ctpuny B

Makneogac
dapmMacboTUKac
Nimiten

IHgis

Makneogc
dapMacbTUK
anc fliviteq

IHgis

BHECEHHS 3MiH 4,0 peecTpavyiiHnx martepianis:
3MiHK | TNy - 3MiHa y MeToAax BUNpoGyBaHHS
roTOBOrO JIiKapCbKOro 3acoby - He3HauyHa 3MiHa y
3aTBEPKEHNX MeToax BUNPOGYBaHHS - 3MiHa A0

3a
peyenmom

UA/8423/01/02
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
KapTOHHI KOpoo6Li meToaukm T. "laeHTudpikauis”. MoHco 4 R" - 3MiHeHO
NpUroTyBaHHs CTaHAAPTHOrO Ta BUMPOOYBaHOro
PO34MHY
13. | ALLECO/1b pO3uunH ANs iHdysili no MpuBaTHe Ykpaina MpusatHe Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiais: 3a UA/11769/01/01
400 Mn y nnswkax akuioHepHe akuioHepHe 3MiHM | TUNY - 3MiHa y MeToAax BUNpobyBaHHS peyenmom
TOBapWCTBO TOBapUCTBO roTOBOrO JliKapcbkoro 3acoby (He3HayHa 3MiHa y
"IHdpy3ia” "IHdpysia” 3aTBEPMKEHUX MeToAax BUNpobyBaHHS); 3MiHu |
Tuny - 3MiHa napameTpiB cneyudikauiin Ta/abo
[OMyCTUMUX MEX rOTOBOTO NiKapCbKoro 3acoby
(BUNYyYEHHS HE3HAYHOro NokasHuka (Hanpuknag
3aCTapifioro NokasHvKa, Takoro Ak 3anax Ta cMak,
a60 igeHTUdiKaLis 6apBHUKIB UM CMaKOBUX
[06aBOK)); CynyTHA 3MiHa: 3MiHU 3 AKOCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTPoib rOTOBOrO NiKapCbKOro
3acoby -
3MiHV BMNPOGYyBaHb abo AONYCTUMUX MEX,
BCTaHOB/NEHUX Y cneuudikauisx, nig vyac
BMPOGHMLTBA FOTOBOrO NiKapCbKOro 3acoby
(BUTyYEHHS HECYTTEBOro BUNPObGyBaHHA B MpoLeci
BMPO6GHMLTBA)
14. | AUL® 100 MOPOLLIOK A5 CaHpi03 CnoseHis TecTyBaHHs, Himeuunna/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 6e3 UA/2030/02/01
OpasibHOro po3uunHy 100 dapmacbloTikani3 nakyBaHHs1, LLIBeliyapis 3MiHM | TMNy - 3MiHW 3 SIKOCTi. [OTOBWMIA NikapCbkni peyenma
Mr M0 3 T NOPOLLKY Y o.a. BUNYCK cepii 3aci6. CTabinbHicTb. 3MiHa y TepMiHax nNpuAaTHOCTI
nakeTuky ; no 20 CanTac a60 ymoBax 36epiraHHs roTOBOrO J1iKapCbKOro
NakeTUKIB Y KAPTOHHIN dapma N'vbX, 3aco06y (3MEHLLEHHS TepMiHYy NPUAATHOCTI FOTOBOro
KOpooLi HimeuuunHa; nikapcbKoro 3acoby) - 115 Toproeoi ynakoBku
Bupo6HuuTBO (3MeHLeHHa TepMiny npugatHocTi N3 3 4-x go 3-x
in bulk, pokiB) (TepMiH BBEAEHHSI 3MiH NPOTSAroM 6 -Tn
TEeCTyBaHHS, MiCALiB NicNa 3aTBEPIKEHHS)
nakyBaHHs
Ningodhapm
rm6X,
HimeyuunHa;
3am60H
CsaiT3enaHg
nTa,
LLIBeliLapis
15. | AULU® 200 NOpPOLLOK A/1A CaHpo3 CnoseHis TecTyBaHHS, HimeyuunHa/ BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 6e3 UA/2031/02/01
opasibHOro po3unHy 200 dapmacbloTikan3 nakyBaHHs, LBeliuapis 3MiHun | TUNY - 3MiHK 3 AKOCTi. FOTOBUIA NiKapCbkuii peyenma
MF M0 3 T MOPOLLKY Y a.o. BMMYCK cepil 3aci6. CtabinbHiCTb. 3MiHa y TepMiHax NpUAaTHOCTI
nakeTuky; no 20 CanoTac a60 ymoBax 36epiraHHs roToBOro J1ikapCbKOro
NakeTuKiB y KapTOHHiIl dapma NvbX, 3aco6y (3MEHLLEHHA TepMiHY NPUAATHOCTI FOTOBOro
Kopoo6Li HimeyuunHa; nikapcbKoro 3acoby) - [11s TOproBoi ynakoBKu
Brpo6HMuTBO (3MeHLWweHHs TepMiHy npugatHocTi MN3 3 4-x 0o 3-x
in bulk, pokiB) (TepmiH BBeL€HHS 3MiH NPOTArom 6 -Tn
TECTYBaHHS, MicsiLiB Micns 3aTBepAKEHHS)
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
nakyBaHHs
Ninpgodhapm
m6X,
HimeyuunHa;
3am60H
CsiT3enaHg
Na,
LLIBeliLapist
16. | BENIAAOHHU Cyno3nTopii peKkTasibHi MAT "MoHdapm" Ykpaina MAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 6e3 UA/7335/01/01
EKCTPAKT no 0,015rno 5 "MoHdapm" 3MiHK | TNy - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyenma
Cyno3nTopiiB y cTpuni; Ta chapmakoHarnsgy. BeegeHHs abo 3miHv oo
no 2 CTpMnU B Nauui 3 y3arasibHeHNX faHnX Npo cucTemy
KapToHY thapmakoHarnsgy (BBeAeHHs y3araslbHeHX faHux
npo cucTemy dpapmakoHarnsgy, 3mMiHa
yNOBHOBaXEHOI 0c06M, BignoBigansLHOI 3a
3[ificHeHHs thapmakoHarnsay; KOHTaKTHOI 0co6u 3
chapmakoHarnsgy 3asaBHuKa A1 34iACHEHHS
hapmakoHarnagy B YKpaiHi, SKLLO0 BOHa BigMiHHA
Bifl yNOBHOBaXXeHOI 0cobMu, BiANoBifasibHOT 3a
3[jiicHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
tpaiina cuctemu chapmakoHarssgy) - 3miHa
YMNOBHOBaXXEHOI 0COOM ANS 3[iNCHEHHS
chapmakoHarnsgy.
[Litova pepakuis - lwyk Hatanka MeTpiBHa.
MponoHoBaHa pepakuis - CoBrupa Cepriii
CeprilioBny. 3MiHa KOHTAKTHUX AaHKX
YNOBHOBaXXEHOI 0CO6U 3 dhapMakoHarnsay
17. | BEHOAMYCTUH- NOpPOLLOK A/1A MicTpan Kenitan Benuvka CiHgaH ®apma PymyHis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/15258/01/01
BICTA NpUroTyBaHHs MeHeaXMeHT BpuTtaHis C.P.N. 3MiHn | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
KOHUEeHTpaTy A5 NimiTeq HaliMeHyBaHHS Ta/abo agpecu 3asBHUKA (BlaCHUKaA
NPUroTYBaHHSA PO34NHY peecTpauiiHoro noceigyeHHs) (3miHa agpecwm i
And iHdysiia, 2,5 mr/mn, Ha3BW 3a5BHUKA)
no 25 mr a6o no 100 mr
NOpPOLLKY Y chNakoHi; no
1 donakoHy y KapTOHHilA
Kopo6ui
18. | BETAK/AB® TabneTkun, BKpUTI KPKA, a.4., Hoso CnoseHis BVMPOGHMLTBO IHais/ BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/15849/01/01
NNiBKOBOIO 060/I0HKOIO, MecTo "in bulk", CnoBeHis 3MiHu | TUNY - 3MiHKW 3 IKOCTi. FoTOBUIA NiKapPCbKUi peuyenmom
875 mr/125 wr, no 10 nepBUHHE Ta 3aci6. Cuctema KoHTeliHep/3aKynopoBasibHNI
a6o no 14, a6o no 30 BTOPVHHE 3aci6. 3MiHa y NepBUHHIli ynakoBLji roTOBOro
TabneTok B cTpuni y nakyBaHHs: nNikapcbKoro 3acoby (Tun KoHTeliHepa abo
KapTOHHI kopo6uj; no 7 Mikpo a6c [0faBaHHsA HOBOTO KOHTelHepa) - TBepai, M'ski Ta
Tabnetok y 6nictepi, no Nimiten, HAis; HecTepw/bHI PiaKi Nikapcbki HOpMU - BBEAEHHS
2 6nicTepa B KapTOHHii BTOPUHHE [04aTKOBOI NepBUHHOT ynakoBku M13: 6nictep 3
Kopo6ui; no 10 TabneTok nakyBaHHs, ONA/An/MBX-An (no 7 TabneTok y 6nictepi, no 2
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
y 6nictepi, no 1 a6o no KOHTPONb Ta 6nicTepa B KapTOHHI Kopo6ui; no 10 TabneTok y
3 6nicTepun y KapTOHHii BUMYCK cepil 6nicTepi, no 1 a6o no 3 6nicTepn y KApPTOHHI
KopoobLi KPKA, a.4., Kopo6Li) 3 Bi4NOBIAHNMYN 3MIHAMM B P. «YNaKOBKa.
Hoso mecTo, 3MiHu | TURY - 3MiHK 3 SKOCTI. FOTOBWIA NiKAPCbKUI
CnoBeHis; 3aci6. CtabinbHicTb. 3MiHa y TepMiHax NpuAaTHOCTI
BTOPVHHE a60 ymoBax 36epiraHHs roTOBOr0 J1iKapCbKOro
nakyBaHHs: 3aco6y (3MEHLLEHHS TePMiHY NPUAATHOCTI FOTOBOro
KPKA, a.4., nikapcbkoro 3acoby) - 151 TOproBoi ynakoBKy -
HoBo mecTo, 3MEeHLUEHHS TePMiHY NpuAaTHOCTI 4151 TOTOBOrO
CnoseHis; nikapcbKoro 3acoby. 3aTBepAKEHHS: 3 POKH,
KOHTPO/b 3anporoHOBaHO: 2 POKW.
cepit:
KPKA, a.4a.,
HoBo mecTo,
CnoseHis
19. | BETAK/IAB® TabneTkn, BKpUTI KPKA, 4.4., Hoso CnoBeHis BVPOGHMLTBO IHgis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/15848/01/01
NNiBKOBOK 000I0HKOH, MecTo "in bulk”, CnoBeHis 3MiHu | TUNY - 3MiHKM 3 SKOCTI. FOTOBUIA NiKapCbKNi peyenmom
500 mr/125 mr no 10 a6o nepBrHHE Ta 3aci6. CucTeMa KoHTeliHep/3aKynoptoBasibHU
no 14, a6o no 21, a6o BTOPVIHHE 3aci6. 3MiHa y NepPBUHHII yNakoBLi FOTOBOro
no 30 TabneTok B CTpuNi nakyBaHHs: nikapcbKoro 3acoby (Tvn KoHTeliHepa abo
Y KapTOHHiIli kopobL; no Mikpo Jla6c [lofaBaHHsA HOBOTO KOHTelHepa) - Teepai, M'ski Ta
7 Tabnetok y 6nictepi, Nimviten, HAjs; HecTepwusnbHI pigki nikapcbki chopmun (BBEAEHHS
no 2 abo 3 6nictepa B BTOPVHHE [04aTKOBOT NEPBUHHOI ynakosku 13: 6nicTep 3
KapTOHHI KopobLj; no nakyBaHHs, ONA/AN/MBX-An (no 7 Tabnetok y 6nictepi, no 2
10 Tabnetok y 6nictepi, KOHTPO/b Ta ab60o 3 6nicTepa B KAPTOHHIN kopobLj; no 10
no 1 a6o no 3 6nictepn BUMYCK cepil Tabnetok y 6nictepi, no 1 a6o no 3 6nictepu y
Y KapTOHHiIli KopoobLi KPKA, a.4., KapTOHHIA KOpo6Li) 3 BigNOBIAHMMY 3MiHAMU B p.
HoBo mecTo, «YnakoBka»); 3MiHu | Tuny - 3MiHW 3 AKOCTI.
CnoBeHis; [oTOBWIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Y
BTOPVHHE TepMiHax NpuaaTHOCTI abo ymoBax 36epiraHHs
nakyBaHHs: rOTOBOrO /1iKapCbKOro 3acoby (3MEHLLEHHS TEPMiHY
KPKA, a.4., npuAaaTHOCTI FOTOBOrO fikapcbKoro 3acoby) - Ans
HoBo mecTo, TOProBOi YNakoBKW (3MEHLLEHHSI TEPMiHY
CnoseHis; NpWAaTHOCTI A1 TOTOBOro MiKapcbKoro 3acoby 3 3-
KOHTPO/1b X [0 2-X POKiB)
cepil:
KPKA, a.4.,
HoBo mecTO,
CnoseHis
20. | BIO®/TIOPAKC cupon, 670 mr/mn no ToBapuncTBO 3 YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 6e3 UA/12878/01/01
100 mn a6o 200 mn y 06MexeHo 06MexeHot 3MiHu | TNy - 3MiHa NocTavasibHMKa nakyBaslbHUX peyenma
hnakoHi; no 1 chnakoHy BiANOBIAALHICTIO BiANOBIAA/bHI marepianis abo KOMNAEKTYHOUNX (SKLLO 3a3HaYEHO
y KOpo6L,i 3 KapTOHY "XapkiBcbke cTHo B [OCbE) (3amiHa abo AoAaBaHHA MOCTaYasIbHMKA);
hapmaueBTuyHe "XapkiBCcbke CyNyTHS 3MiHa: 3MiHa y NEPBUHHII ynakoBLi
niANPMEMCTBO thapmaveBTuy roTOBOrO fikapcbkoro 3acoby (skicHuii Ta
"340p0oB's He KiNIbKICHWIA cKNag) - M'siKi Ta HeCTepUbHi pigki
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
Hapogay" nignpMeEMCTBO nikapcbki hopmu - BBEAEHHSA [0AATKOBOro
"300poB's 3aKyrnoproBasibHOro 3acoby (KpyLLKK Mif pisbboBy
Hapogay", rOP/I0BVHY 3 KOHTPO/IEM NEPLLOro PO3KPUTTA TUNYy
Ykpaina KKIB) Big HoBoro Bnpo6Huka TOB
(cbacyBaHHs i3 «®dapmaueBTuyHa hipma «BepTeke», YkpaiHa, sk
dhopmm "in HacnifoK, 3MIHIOETLCSA AKICHWIA Ta KiJIbKICHWIA cknag,
bulk" dipmu- 3aKynoproBasibHOr0 3acoby
BMPOGHMKa
"Fresenius
Kabi Austria
GmbH",
ABCTpIs)
21. | BlIUMKNON Tabnetkn no 25 mr no 9 BeligpkiHr FOHIOH Kutaii BelgKiHr Kutaii BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/1736/01/01
TabneTok y 6nictepi; no PapmacbioTikas FOHioH 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
2 6nictepu B navui dekTopi dapmacbloTika HallMeHyBaHHs Ta/abo agpecy 3asiBHMKA (BNlacHMKa
n dekTopi peecTpauiiiHoro noceigyeHHs) (3miHa agpecu
3a8BHMKa); 3MiHu | TUNY - 3MiHK 3 SKOCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHW y BUPOGHULTBI. 3MiHa
iMnopTepa/aMiHn, LLIO CTOCYIOTLCS BUNYCKY cepii Ta
KOHTPOJIH0 AIKOCTi FOTOBOTO J1iKapPCbKOro 3acoby
(3amiHa abo gofaBaHHA BUPOOHUKA, L0 BiANOBILaE
3a BBE3€eHHS Ta/abo Bunyck cepii) - Bkiroyatroun
KOHTPO/b/BMNpOGYBaHHSA cepii (3amiHa BUPOBGHMUYOT
OinbHULUI BermxiHr KOHIOH ®apMacktoTikan dekTopi,
AKa Bignosigae 3a BUMYyCK cepii, BKIYaumn
KOHTpO/b/BUNpo6yBaHHA M13); 3miHu |l Tuny -
3MiHK 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW y
BMPO6HULTBI. 3amiHa abo BBeAEeHHS 40AaTKOBOI
AiNbHUL BUPOGHULTBA A/18 YacTuHN abo BCbOro
BMPOGHNYOro NpoLiecy roToBOro NikapCbKoro
3aco6y (iHWi 3MiHN) (3amiHa BUPOBHUYOI AinbHUL
BeigxiHr FOHioH ®apmacbtoTikan ®ekTopi, aka
BignoBifae 3a BUPOBGHULITBO HEPO3(hacoBaHOIo
nNpoAyKTY, NEPBUHHOIO Ta BTOPUHHOIO NakyBaHHS)
22. | BOM-BEHI'E Masb no 30 r y Tybax; no MPAT Ykpaina MPAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 6e3 UA/8240/01/01
"®ITOPAPM" "PITOPAPM" 3MiHM | TUNY - 3MiHa y MeToAax BUNpobyBaHHSA peyenma

25 ry 6aHKax

roTOBOrO /iKapCbKOro 3acoby (He3Ha4yHa 3miHa y
3aTBEPAKEHNX METOAAX BUNPOGYBaHHSA); CynyTHS
3MiHa: 3MiHa napamMeTpiB cneyudikadin Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCbKOro 3acoby;
3MiHu Il Tuny - 3MiHa BUPOGHKKa
BWXifHOro/MPoMiXHOro NpoAyKTy/peareHTy, Lo
BUKOPVCTOBYIOTbCS Y BUPOOHMYOMY npouieci Adl,
abo 3miHa BUpo6HYKa (BKIOUakoun, ae HeobxigHo,
MicLie NpoBefeHHs KOHTPOIO aKocTi) AdI (3a
BiJICYTHOCTI cepTudpikaTa BignoBigHOCTI
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
€Bponeiicbkiin hapmakonei y 3aTBepaKeHoOMy
[ocbe)(BBeAEHHS HOBOrO BUpo6HUKa Ad| 3
HafaHHAM macTep-chaiina Ha A®I) - BBEEHHS
[04aTKOBOrO BUPOOHUKA fit040i peyoBUHN
JIEBOMEHTO/TY Ta pefakuiliHi npasBku p."Cknag”
23. | BPANSAH® pO34MH ANna iH'eku;id, 100 LWepiHr-Mnay LBeliuapis BVPOGHULTBO Ipnangis/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3acmocosye | UA/10458/01/01
Mr/Ma no 2 mn abo 5 mn CenTpan lct Al Hepo3schacosa CLUA/ 3MiHu | TURY - AgMIHICTpaTUBHI 3MiHW. 3MiHa mbcs
y thnakoHi; no 10 HOI NPOAYKUIT, HigepnaHnaun HaliMeHyBaHHs Ta/abo agpecu MicLs NpoBafXeHHS MI/fIbKU B8
(p1aKOHIB Yy KApPTOHHiIl nepBuHHE LisANbHOCTI BUPOGHMKa/iMnopTepa rotoBoro ymosax
ynakoBLj nakyBaHHs, NiKapcbKoro 3acoby, BKAOUAKUM Ai/TbHUL| BUNYCKY cmavyioHapy
KOHTPO/b cepii cepii abo micue NpoBefeHHSI KOHTPOJIHO SKOCTI.
B NEPBUHHOMY (misnbHICTb, 3a SAKy BignoBigae BUpo6GHUK/iMNopTep,
nakyBaHHi Ta BK/IHOYAKOUM BUMYCK cepili) (3MiHa agpecu
nig vac BMpo6HUKa H.B.OpraHoH, HigepnaHay Ta 3amiHa
BMNPO6YBaHb IOpPUANYHOT agpecy Ha dpakTnyHy) (TepmiH
cTabinbHOCTI: BBE/EHHS 3MiH MPOTAroM 6-Tv MicsaLiB nicns
OpraHoH 3aTBEPKEHHS)
(IpnaHgis)
nra.,
Ipnangis;
MaTeoH
MaHydhekuypiH
r Cepsices En.
En. Ci., CLUA;
Bnpo6HMLUTBO
3a NMOBHUM
LIK/IOM,
BK/IHOYAYM
[03BiN Ha
BMNYCK cepil:
H.B. OpraHoH,
Higepnanan
24. | BPOMIEKCUH- Tabnetku no 8 mr no 10 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 6e3 UA/5902/01/01
AAPHULSA TabneToK y KOHTYPHIl "hapMaueBTUYHA "hapmaueBTu 3MiHun Il TMny - 3MiHK Wo[0 6e3nekn/ePeKTUBHOCTI peyenma
YapyHKOBIli ynakoBLii; no chipma "AapHuus” yHa chipma Ta (papmakoHarnsgy. BHeceHHst abo 3miHa(un) oo
5 KOHTYPHUX YapyHKOBUX "AapHnus” 3060B'sI3aHb Ta YMOB Bujaudi peectpauiiiHoro

yNnakoBOK y naui; no 10
TabNeToK Yy KOHTYPHUX
YapyHKOBMX YMakKoBKax;
no 20 TabneTok y
KOHTYPHMX YapyHKOBMX
ynakoBKax

nocBig4YeHHs, BKIoYatoun MnaH ynpaeiHHA
py3nkamu (3aCToCyBaHHS 3MiH(1), ski(a)
BMMaraTb(€) NOJasIbLIOTO 06I'PYHTYBAHHSA HOBYMM
[00aTKOBUM Ai@aHNMK, L0 MatoTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCsl
CyTTEBA OLLiHKA KOMMETEHTHUM OpraHom)
(BrKOHaHHS 3060B'A3aHb BigNOBIAHO A0 MiAMYHKTY
1.13 nyHKTY 1, nignyHKTY 2.3 NyHKTY 2 gogatky 15
[0 MNopsgKy NpoBefeHHs ekcnepTusun
peecTpauiiiHiX MaTepiasiiB Ha Jlikapcbki 3acobu, Lo
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
noAalTbCs Ha AePXaBHY peecTpaviio
(nepepeecTpauito), a TakoXx ekcnepT3n Martepianis
NpO BHECEHHS 3MiH 10 peecTpauiliHnx MaTepianis
NPOTAroMm fjii peecTpauiiHoro NocBigYeHHs,
3aTBepMAxeHoro Hakasom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakasy MO3 Big 23.07.2015 Ne
460)
25. | BYCTPUKC™ CyCneHsist ANs iH'eKUjiA, nakcoCmiTKnsaiiH Benuvka nakcoCmiTKn Benbris BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/14955/01/01
KOMBIHOBAHA 0,5 mn/go3y no 1 posiy Ekcnopt NimiTeq, BputaHis SANH 3MiHuM | TUNY - 3MiHW B npoueci BUpobHuuTea AdI - peuenmom
BAKUVHA And nonepegHL0 Bionoaxikans ajanTauis Ta rapMoHisauis npouecy
MPO®INAKTUKN HanoBHEHOMY LLNPUL; C.A. ONOKYIAUIT/MPOMUBAHHA aHTUTEHY NEePTakTUHY
ONGTEPII, NPABUSA, | no 1 nonepeaHso (PRN) nig yac ekcTpakuii; 3mMiHu | TUny - 3mMiHn
KALUHOKY HanoBHEHOMY LLNPULY Y BMMNPOGYBaHb abo AONYCTUMMX MEX Y NPOLECI
(ALEIONAPHNIA KOMMNEKTi 3 ABOMa BMPOGHMLTBA ADI, LLIO0 BCTAHOB/EHI Y
KOMMOHEHT) rofikamu B crneundikavisx (ogasaHHA abo 3aMiHa
(AOCOPBOBAHA, 3I N1acTUKOBOMY BMNPOOGYBaHHSA 3a pe3y/ibTaTamn 4OC/iXKEHb 3
SMEHLUEHM KOHTeliHepi; no 1 6e3nekn abo AKOCTI) - AoAaBaHHA TecTy
BMICTOM KOHTEHepY Yy KapTOHHiIl BM3HAYEHHSI eHAO0TOKCUHIB Nicnsa oKy ALl Ta
AHTUTEHIB) Kopoo6Li TennoBoi akTBaLii 415 NOKPaLLEHHS MOHITOPUHTY
BMICTY €HA0TOKCHHIB MPOTArOM BCbOro Npouecy
BMpo6HUUTBa nepTakTuHy (PRN)
26. | BYCTPUKC™ CyCneHsist 4N iH'eKwL,il, nakcoCmiTKnsiiH Benvka FnakcoCwmiTKn Benbris BHECEHHS 3MiH 4,0 peecTpavyiiHnx martepianis: 3a UA/14955/01/01
KOMBIHOBAHA 0,5 mn/go3y no 1 posiy Ekcnopt NimiTeq, BpuTtaHis ANH 3MiHu Il TMny - 3MiHKM B NpoLieci BUpo6HMLUTBa AdI peuyenmom
BAKUUHA AnA nonepegHsL0 Bionopxikans (3MiHa cTOCyETbCA aKTUBHOI PEYOBUHU
MPO®ITAKTUKUN HaMOBHEHOMY LLNPWL; C.A. 6i0N10r4YHOro/iMyHO/I0TYHOTO NMOXOAKEHHS 260
LOUGTEPII, NIPABLA, | no 1 nonepeaHso BMKOPUCTaHHS XiMiuyHMX A®| y BUpOGHMLTBI
KALLUTOKY HanoBHEHOMY LUNpULY Y nikapcbkoro 3acoby 6i0/10riYHOro/iMyHON0MNYHOro
(ALI,EHIOHHPHVIVI KOMMNEKTi 3 ABOMA NOXOKEHHS, sika MOXe MaTu 3HaYHWI1 BNMB Ha
KOMMOHEHT) rofikamv B AKICTb, 6e3neKy Ta ed)eKTUBHICTb NlikapCbKOro
(AACOPBOBAHA, 31 | nnactukosomy 3aco6y, i He CTOCYETLCA NPOTOKOAY) - 3aMiHa
SMEHLUEHM KOHTeliHepi; no 1 6araTopasoBoi MeMb6paHu A4ns yabTpadinbTpauii
BMICTOM KOHTEWHepy Yy KapTOHHiIl Ha ofiHopa30BYy MeMb6paHy Ans ynbTpadinbTpaii B
AHTUTEHIB) Kopoo6Li npoueci BUPOOGHULITBA MPOMIKHOIO NPOAYKTY
Pertussis toxoid (PT) nicns geTokcukauji
27. | BYCTPUKC™ MNOMIO | cycneHsist ans iH'ekuiii nakcoCmiTKnsiiH Benuka nakcoCmiTKn Benbris BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/15071/01/01
KOMBIHOBAHA no 1 gosi (0,5 mn/po3y), Ekcnopt Jlimiteg, BpuTanis AH 3MiHM | TUNY - 3MiHK B Npoueci BUpobHuuTBa AdI - peyenmom
BAKUVHA And no 1 gosi y nonepegHbo Bionogxikans afanTauis Ta rapMoHisaisi npouecy
NMPO®INTAKTUKN HanoBHEHOMY LLNPUL; C.A. ONOKYNALIT/MPOMUBAHHSA aHTUIEHY NepTakTUHY
BUOTEPII, NIPABLA, | no 1 nonepeaHso (PRN) nig, yac ekcTpakuji; 3mMiHu | Ty - 3MiHu
KALLUJTHOKY HanoBHEHOMY LLNPULLY Y BMNpobyBaHb abo AOMYCTUMMX MEX Y NPOLIECi
(ALENIONAPHNIA KOMMNNEKTi 3 ABOMA BMPOGHMLUTBA ADI, LLI0 BCTAHOB/EHI Y
KOMMOHEHT) TA rofikamv B cneuudikauisx - foAaBaHHA TECTY BU3HAYEHHSA
noniomMienitTy naacTvKoBOMY €HJOTOKCUHIB Micnia oKy ALl Ta Tennosoi
(IHAKTUBOBAHA) KOHTeliHepi; no 1 aKkTmBauii AN NOKPAaLLEHHSI MOHITOPUHTY BMICTY
(AOCOPBOBAHA, 3I KOHTEWHEpY Y KapTOHHiIl €HO0TOKCMHIB NPOTSAroM BCbOro npoLecy
SMEHLUEHM Kopo6ui BMpo6HMUTBA NepTakTuHy (PRN)
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
BMICTOM
AHTUIEHIB)
28. | BYCTPUKC™ MNOJIO | cycneHsist gns iH'ekujit nakcoCmiTKnsiiH Benuka FnakcoCmiTKn Benbris BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/15071/01/01
KOMBIHOBAHA no 1 gosi (0,5 mn/go3y), Ekcnopt Jlimiteg, BpuTtaHis ANH 3MiHuM Il TMny - 3MiHKM B NpoLieci BUpo6HMLTBa AdI peyenmom
BAKUWHA And no 1 gosiy nonepegHbo Bionogxikan3 (3MiHa CTOCYETbCA aKTUBHOT PeYOBUHU
MPO®INTAKTUKUN HanoBHEHOMY LLNPWLY; C.A. 6i0N0riYHOro/iMyHO/I0MNYHOrO NOXOMKEHHS 260
OUGTEPII, NIPABLA, | no 1 nonepeaHso BMKOPUCTaHHS XiMiuHMX APl y BUPOGHULTBI
KALLUJTHOKY HanoBHEHOMY LUNpULY Y nikapcbkoro 3acoby 6ionorivHoro/iMyHoM0r4YHOro
(ALENIONAPHNIA KOMMNEKTi 3 ABOMA NMOXOMKEHHS, SIKa MOXEe MaTh 3HAa4YHUIA BNMB Ha
KOMMOHEHT) TA ronkamv B AKICTb, 6e3neKy Ta e(PEKTUBHICTb JliKapCbKOro
noniomMmienity nn1acTMKoBOMY 3acoby, i He CTOCYeTbCS MPOTOKO/TY) - 3aMiHa
(IHAKTUBOBAHA) KOHTeliHepi; no 1 6araTopa3oBoi MeM6paHu AN ynbTpadinbTpauii
(AACOPBOBAHA, 31 | KOHTeliHepy Yy KapTOHHiIl Ha ofHopas3oBy MeMbpaHy Ans ynbTpadinbTpauii B
SMEHLUEHM KopooLi npoveci BUpo6bHULITBA MPOMIXXHOIO NPOAYKTY
BMICTOM Pertussis toxoid (PT) nicnsa geTokcukauii
AHTUIEHIB)
29. | BA3NNIN® TabneTku, BKpUTI KPKA, a.4., Hoso CnoseHisa BVPOGHMLTBO CnoBeHis BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/3792/01/04
NNiBKOBOIO 060/TI0HKOIO, MecTo "in bulk", 3MiHu | TUNY - 3MiHKW 3 IKOCTi. FoTOBUIA NiKapCbKUi peuenmom
no 40 mr no 7 TabneTok nepBrHHE Ta 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHM Y NpoLeCi
y 6nictepi; no 2 abo no BTOPUHHE BMPOGHMLITBA FOTOBOIO J1iKapCbKoro 3acoby,
4, abo no 12 6nictepis y nakyBaHHs, BK/THOHAI0UM MPOMIXKHWIA NPOAYKT, LU0
KapTOHHI KOPOOLi KOHTPO/b Ta 3aCTOCOBYETLCS MNPV BUPOGHMLTBI TOTOBOTO
BUWMYCK Cepiii: nikapcbKoro 3acoby (iHWi 3MiHM) (He3HaYHI 3MiHK Y
KPKA, a.4., npoLeci BUPO6HULITBA: A0AAHO NepepaxyHoK
HoBo mecrTo, cuMBacTaTuHy 3a hakTU4HUM BMICTOM Ta ioro
CnoseHis; KOMMeHcaLlii 1aKkTo300 MOHOTIAPAT; NPOAYBaHHS
KOHTpPO/b HEBE/MKOIO KiNbKICTIO MarHito cteaparom
cepiit: 06nagHaHHA Mig yac TabsieTyBaHHS Ta HAHECEHHS
KPKA, a.4., HEBEeJNKOI KIIbKOCTi TaslbKy Ha TabneTkn BKpUTI
HoBo mecTo, NAiBKOBOK 0O0/IOHKOKO B KiHL|i HAHECEHHS
CnoBeHis; NAiBKOBOTO NMOKPUTTS; peAakuiiHi NpaBku Mo TEKCTY
NabeHa p.0.0, onucy BUpo6HMYOro npotecy); 3miHu | Tuny - 3MiHn
CnoseHis 3 AKOCTi. FOTOBUIA Nnikapcbkuii 3aci6. 3MiHK y
BMPOGHMUTBI. 3MiHa iMmnopTepa/3aMiHu, Wo
CTOCYIOTbCSI BUNYCKY Cepii Ta KOHTPO/IO AKOCTI
roTOBOrO JlikapCbKOro 3acoby (3amiHa abo
[0JaBaHHSA AiNTbHULL, Ha SKI 34IACHIOETLCA
KOHTPO/b/BUNPO6YBaHHSA cepil) (qofaBaHHs
AiNbHULb, Ha SIKUX 3AIACHIOETLCA KOHTPOb cepil)
30. | BA3UNIN® TabneTkn, BKpUTI KPKA, g.4., HoBo CnoBeHis BVPOGHMLTBO CnoBeHis BHECEHHS 3MiH [0 peecTpaLliiHux maTepiasis: 3a UA/3792/01/01
NNiBKOBOI 060/I0HKOIO, MecTo "in bulk", 3MiHu | TMNY - 3MiHKU 3 SKOCTi. FoTOBUIA NiKapCbKNi peuyenmom
no 10 mr no 7 TabneTok nepBuHHE Ta 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHM Y npoueci
y 6nicTtepi; no 2 abo no BTOPWHHE BMPO6GHMLITBA FOTOBOTO /iKapCbKOro 3acoby,
4 6nicTepun y KapTOHHii nakyBaHHs, BK/IO4A0UM MPOMIXKHUIA MPOAYKT, L0

Kopoo6Ui

KOHTpO/b Ta
BUNYCK Cepiii:

3aCTOCOBYETLCA NPV BUPOOHULITBI FOTOBOIO
NiKapcbKoro 3acoby (iHwi 3MiHW) ((He3HaYHi 3MiHK y
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
KPKA, a.4., npoueci BUpoOHULTBA: A04AHO NepepaxyHoK
HoBo mecTo, cuMBacTaTuHy 3a pakTU4HUM BMICTOM Ta ioro
CnoseHis; KOMMeHcaLlii 1aKkTo300 MOHOTIAPAT; NPoAYBaHHS
nepBuHHE Ta HEBEVKOIO KiNIbKICTIO MarHito cteaparom
BTOPUHHE obnagHaHHA nig Yac TabneTyBaHHA Ta HAHECEHHS
nakyBaHHs: HEeBEJMKOI KiNbKOCTI TasibKy Ha TabneTkn BKPUTI
Mapuchbapm NAiBKOBOK 060JI0HKOIO B KiHLi HAHECEHHS
4.0.0., NAiBKOBOro MOKPUTTS; pefakLiiiHi NpaBKn Mo TEKCTY
CnoseHis; onucy BUPo6HMYOro npovecy); 3MiHu | Tuny - 3MiHn
KOHTPO/1b 3 AKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHN y
cepiii: BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
KPKA, a.4., CTOCYIOTbCS BUMYCKY cepii Ta KOHTPOJIHO AKOCTI
HoBo mecTo, roTOBOTO JliKapCbKOro 3acoby (3amiHa abo
CnoBeHis; [0JaBaHHSA AiNbHUL, Ha SKI 34iACHIETLCSA
Nab6eHa A4.0.0, KOHTPO/1b/BUNPOBYBaHHSA cepil) (4ofaBaHHsA
CnoBeHis AOiNbHULb, Ha SKUX 3AiNCHIOETLCS KOHTPO/Ib Cepil)
31. | BA3WNIN® TabneTku, BKpUTI KPKA, a.4., Hoso CnoseHisa BVPOGHMLTBO CnoBeHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/3792/01/02
NNiBKOBOIO 060/TI0HKOIO, MecTo "in bulk", 3MiHu | TUNY - 3MiHKW 3 IKOCTi. FoTOBUIA NiKapPCbKUi peuenmom
no 20 wmr, No 7 TabneTok nepBUHHE Ta 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHM Y NpoLeci
y 6nictepi; no 2 abo no BTOPUHHE BUPOGHMLITBA FOTOBOIO /liKapCbKoro 3acoby,
4, abo no 12 6nictepis y nakyBaHHs, BK/IO4AI0UM MPOMIXKHUI NPOAYKT, L0
KapTOHHI KOpoo6Li KOHTPO/b Ta 3aCTOCOBYETLCA NPV BUPOOHULITBI FOTOBOrO
BUWMYCK Cepiii: nikapcbKoro 3acoby (iHwWi 3MiHN) ((He3HaYHI 3MiHK Y
KPKA, a.4., npoueci BUpoOHULITBA: O4AHO NepepaxyHOK
Hoso mecTo, cMmBacTaTuHy 3a (hakTUYHUM BMICTOM Ta oro
CnoseHis; KOMMeHcaL,jii /1aKT03010 MOHOrigpaT; NpoayBaHHSA
nepBuHHe Ta HEBE/NKOIO KiNbKICTIO MarHito cteapaTom
BTOPVHHE 0b6nagHaHHsA nig Yac TabneTyBaHHA Ta HaHECEHHS
nakyBaHHS: HeBE/NKOT KiNIbKOCTI TaslbKy Ha TabneTkn BKpUTI
Mapudphapm NNiBKOBOK 060JI0HKOIO B KiHLi HAHECEHHS
4.0.0., NAiBKOBOrO MOKPUTTS; pefakLiiiHi NpaBKn Mo TEKCTY
CnoseHis; onucy BUpo6HMYoro npoecy); 3miHu | Tuny - 3MiHn
KOHTPO/b 3 siKoCTi. FoTOBWMIA Nnikapcbkuii 3aci6. 3MiHN y
cepiii: BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
KPKA, a.4., CTOCYHOTbCS BUMYCKY cepii Ta KOHTPOJIHO AKOCTI
HoBo mecTo, roTOBOrO JlikapCbKOro 3acoby (3amiHa abo
CnoseHis; [0AaBaHHA AiNbHULI, Ha KA 3AiACHI0ETbCA
NabeHa g.0.0, KOHTPO/b/BUNPO6YBaHHSA cepil) (4ofaBaHHs
CnoBeHisa OiNbHULb, Ha SIKUX 3AiCHIETLCSI KOHTPOSIb Ccepii)
32. | BAJIEPIAHA TabneTkun, BKpUTI MAT "Tannudapm” YkpaiHa MAT Ykpaina BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 6e3 UA/0265/02/02
EKCTPAKT 060/10HKOH0, NO 20 Mmr, "Tanuudapm” 3MmiHu Il Tuny - 3MiHK Wopao 6e3nekn/edpeKTNBHOCTI peyenma

no 10 TabneTtok y
6nictepi, no 5 6nictepis
y nayui; no 50 TabneTok
y 6nicTepax

Ta (hapmakoHarnsgy. BHeceHHs abo 3miHa(u) Ao
3000B'A3aHb Ta YMOB BMAaYi peecTpaujiintHoro
NocBiAYEHHS, BKIoYarun MnaH ynpaeniHHA

pu3vKamu (3acTocyBaHHs 3MiH(W), AKi(a)
B/MaratTh(€) NoganbLIoro 06rpyHTyBaHHS HOBMMMU
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

[04aTKOBUM JaHVUMK, L0 MaloTb HagasaTuncs
KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs
CyTTEBA OL{iHKA KOMNETEHTHUM OpraHoMm)
(BukoHaHHs1 3060B'13aHb BiANOBIAHO A0 NiAMYHKTY
1.13 nyHkTy 1, nignyHkTy 2.3 NyHKTY 2 gogatky 15
£o Mopsaky NpoBeeHHA ekcnepTu3n
peecTpavuiiiH1X MaTepiasiiB Ha fikapcbki 3acobwu, Lo
NnoAaloTbCA Ha fepXaBHy peecTpaLiiio
(nepepeecTpadiio), a TakoX ekcnepTu3n marepianis
Npo BHECEHHS 3MiH [0 peecTpauiiHnx martepianis
NpOTAroMm fii peecTpauiiHoro NocBig4YeHHs,
3aTBepmKeHoro Hakaszom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)

33.

BANNCAPTAH

nopoLUok (cybcTaHuis) y
nonieTMIeHoBOMY nakeTi
ANSA BUPOOHMLTBA
HecTepusbHNX
nikapcbknx chopm

dapmaxem CA
M&M

LLiBeiiuapis

MaiinaH
NabopaTopis
Nimiteq

IHais

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHn | TURY - 3MiHK 3 aKocTi. CepTudikaT
BignosigHocTI/TE-cepTudpikar signosigHoCTi
€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHsA
HOBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI @60 BUNyYeHHs cepTudikata
BiANoBigHOCTI EBponeiickbkili hapmakonei: ans Adl;
015 BUXIAHOTO MaTepiany/peareHTy/MpoMiXKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS Y BUPOOHULTBI
A®I; s AONOMIXHOT pevyoBuHY (cepTudpikat
BiANOBIAHOCTI EBponelickbki hapmakonel) -
OHoB/EHWIA cepTUdiKaT Bif yxe 3aTBepaAXEeHOro
BMpO6HMKa (MOAAHHS OHOBMIEHOr0 cepTudikata
BiANOBIAHOCTI EBponeiickbkili hapmakonei Ne R1-
CEP 2009-396-Rev 01 ans fjto4oi pe4yoBuHn
Valsartan Bif BXe 3aTBEPKEHOIO BUPOOHMKA
MYLAN LABORATORIES LIMITED 3i 3miHOt0
agpecy BUPOBHMYMX AiNTbHULG)

UA/7168/01/01

34.

BAPUIPUKC™ |
VARILRIX™
BAKUVIHA AS151
NPO®INAKTUKN
BITPAHOI BICNN
XXVBA
ATEHYAOBAHA

niocpinizaTt 4N po3umHy
ONs iH'ekuin no 1 gosi; 1
chnakoH 3 niodpinizatom
Ta lamnyna 3
PO34MHHKKOM (BOAA A/1s
iH'ekuil) B
naacTKoBOMy
KOHTElHepi B KAPTOHHiIl
Kopoo6Li; 1 hnakoH 3
niocpinizatom Ta 1
nonepegHL0
HanoBHEHWIA LINpUL, 3
PO34MHHKKOM (BOAA ANA
iH'EKLIi) Yy KOMNAEKTi 3

FnakcoCmiTKnsiiH
Ekcnopt JlimiTeq,

Benuka
BpuTaHis

FnakcoCwmiTKn
SAH
Bionogxikan3
C.A.

Benbris

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHM | TUNY - 3MiHa NapameTpiB cneundikawii
Ta/abo fonyCTUMUX MEX AN AONOMIKHOT
PeyoBUHM (iHLUI 3MiHK) - BUyYEHHA NapameTpy
crneungikau,ii 3 BignoBigHUM METOAO0M KOHTPO/O
SAKOCTi “non-antigenicity on guinea pigs” 3i
cneuudikaLii ONOMKHOI peYOBUHM -
aMiHOKMCNOTY A5 iH KLl

3a
peyenmom

UA/15966/01/01
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
ABOMa ronkamv B
n1acTUKoBOMy
KOHTEWHEpI B KAPTOHHIi
Kopo6ui; 100 chnakoHis 3
niogpinizatom Ta 100
amnyn 3 PO3YVHHNKOM
(Boga ans iH'ekuiii) (B
YapyHKOBIli ynakoBLii) B
OKPEeMMX KapTOHHUX
Kopobkax
35. | BAP®PAPUH-®C Tabnetku no 2,5 mr, no TOB "®apma Ykpaina TOB "dapma YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/5747/01/01
10 Tabnetok y 6nictepi, Crapt" Crapt" 3MiHu Il Tuny - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI peuenmom
no 1, 3 a6o 10 6nicTepis Ta (hapmakoHarnsgy. BHeceHnHst abo 3miHa(n) oo
y nautli 3 kKapToHy 3060B'A3aHb Ta YMOB BuAavi peectpauiiiHoro
nocBiAYeHHs, BKoYatoun MnaH ynpaeniHHA
pv3vKamu (3acTocyBaHHS 3MiH(1), ski(a)
BMMaralTb(€) NOAANbLIOTO 06I'PYHTYBaHHS HOBUMM
[04aTKOBUM Ai@HMMK, L0 MaloTb HagaBaTuca
KOMMETEHTHVM OpraHoM, OCKifIbKM BUMaraeTbCs
CyTTEBA OL{iHKA KOMNETEHTHUM OpraHoMm)
(BrKOHaHHSA 3060B'A3aHb BiANOBIAHO A0 NiANYHKTY
1.13 nyHkTy 1, nignyHkTy 2.3 NyHKTY 2 gogatky 15
£o MopsAgky NpoBefieHHA ekcnepTu3n
peecTpauiiiHux MaTepiasiiB Ha nikapcbki 3acobu, Lo
noAaloTbCA Ha flepXaBHy peecTpadiiio
(nepepeecTpadito), a TakoX ekcnepTusn marepiasniis
NpO BHECEHHS 3MiH 10 peecTpauiliHnx MaTepianis
NPOTAroMm fjii peecTpauiiHoro NocBigYeHHs,
3aTBepmxeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakasy MO3 Big 23.07.2015 Ne
460)
36. | BAP®PAPUH-®C Tabnetku no 3 mr, no 10 TOB "®apma Ykpaina TOB "dapma YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/5747/01/02
TabneTok y 6nictepi, no Crapt" Crapt" 3Minu Il Tuny - 3MiHK Wopao 6e3nekun/eekTBHOCTI peyenmom

1, 3 a6o 10 6nicTepiB y
nauui 3 KapToHy

Ta thapmakoHarnsgy. BHeceHHs abo 3miHa(n) Ao
3060B'A3aHb Ta YMOB BuJauvi peecTpauiiiHoro
noceifgYeHHs, BkNtoYaroun Mnax ynpasniHHA

pu3nKamu (3aCTOCyBaHHS 3MiH(1), siki(a)
BMMaralTb(€) NOAANbLIOTO 06I'PYHTYBaHHSA HOBUMM
[04aTKOBUM JaHUMK, L0 MaloTb HagasaTucs
KOMMETEHTHVM OpraHOM, OCKi/IbKM BUMaraeTbCs
CYTTEBA OLLiHKA KOMMETEHTHUM OpraHom)
(BukoHaHHs 3060B'A3aHb BiANOBIAHO A0 NiAMYHKTY
1.13 nyHKTY 1, nignyHKTy 2.3 NyHKTY 2 gogatky 15
[0 MNopsiaKy NpoBeAeHHs eKcnepTusun
peecTpauiiiHux MaTepiasniB Ha nikapcbki 3aco6u, Lo
NnoAalTbCs Ha AePXaBHY peecTpawito
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
(nepepeecTpadiio), a TakoX ekcnepTu3n martepianis
Npo BHECEHHS 3MiH [0 peecTpauiliHnx Martepianis
NpoTAroM fii peecTpauiiHoro NocBigYeHHs,
3aTBepmAkeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)
37. | BIFOP-CAHTO PO34MH OpasbHUIA NO ToBapucTBO 3 Ykpaina TOB Ykpaina BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: o 100 mn, UA/15304/01/01
100 mn a6o 200 mn y 06MexeHo "BupobHuye 3MiHn | TURYy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI 200 M1y -
dhnakoHax, no 500 mn y BiANOBIAANLHICTIO 06'egHaHHA " Ta hapmakoHarnsgy. BeegeHHs abo 3miHn go 6e3
nnAawKax "TEMO®APM" TeTepis" y3araslbHeHUX AaHux npo cucrtemy peyenma,
hapmakoHarnsgy (BBefeHHs y3arasibHeHuX gaHux | 1o 500 ma —
npo cuctemy dpapmakoHarnsgy, 3miHa 3a
YNOBHOB&XEHOT 0CO6M, BiANOBIAa/IbHOI 32 peyernmom
3AiicHeHHA hapMakoHariagy; KOHTakTHOT 0cobu 3
chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
hapmakoHarnagy B YKpaiHi, SKLLLO BOHa BigMiHHA
Bifl yNOBHOBaXXeHOI 0cobwu, BignoBifanbHOT 3a
3[jicHeHHs1 hapMakoHarnsay (BkYarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemu chapmakoHarnsagy) (Liroua
pefakuis: ynoBHOBaxeHa ocoba, BiAnoBigasibHaA 3a
thapmakoHarnag — CeuasiHcbka MaHHa
B’auecnasiBHa, 3anponoHoBaHa pefakLis:
®epopeHko OneHa MuxalinisHa, 3MiHa KOHTaKTHUX
[JaHnx ynoBHOBaXeHOI 0cobu. 3miHa micus
3[iiCHEHHS OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnsgy. 3miHa agpecu mactep-chaiina.
3miHa Homepa macTep-ghaiina); 3miHa 3asBHUKa
(BnacHviKa peecTpauiiHoro noceigyeHHs) (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460)
38. | BIHOPE/IbBIH- KOHUEeHTpaT ans MicTtpan Kenitan Benvka AkTaBic ITanis ITanis/ BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/14709/01/01
BICTA po3uuHy ans iHgysiii, 10 MeHeXMeHT BpuTaHis C.n.A., ltanis; PymyHis 3MiHu | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peuyenmom
mr/mn, no 1 mn (10 mr), Nimiten CiHpaH ®apma HaliMeHyBaHHs Ta/abo agpecu 3asBHUKa (BNacHUKa
5 mn (50 mr) y donakoHi; Cc.p.N,, peecTpauiiniHoOro Noceig4YeHHs) (3mMiHa agpecm i
no 1 dpnakoHy B nauii PymyHis Ha3BW 3a51BHVKA)
KapTOHHIi
39. | TEKCAKCUM | CyCneHsist ANs iH'eKuiin CaHodi MNacTep ®paHLis NOBHWIA LWKN PpaHuis/ BHECEHHS 3MiH [0 peecTpavliiHux maTepiais: 3a UA/13080/01/01
HEXAXIM BAKUWHA | no 0,5 mn (1 po3a) B C.A. BMpPOGHULTBA, YropwuHa 3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eddeKkTUBHOCTI peuyenmom
Ana nonepegHL0 BUMYCK Cepili: Ta papmakoHarnagy (iHwi 3miHn) (3amiHa
MPO®INTAKTUKN 3aMoBHEHMX LnpuLax 3 CaHodi rpachiyHOro 306pakeHHs1 ynakoBKv Ha TeKCT
OUOTEPII, NIPABLSA, | 1-cio (a6o 2-Ma) Mactep C.A., MapKyBaHHS A1 NePBUHHOI, BTOPUHHOT YNakoBKN
KALLUTHOKY oKpemumu ronikamu Ne 1 dpaHuis Ta CTUKepy A/18 NPUBEAEHHS Y BIAMOBIAHICTb A0
(ALENIONAPHUIA abo Ne 10 Tay BTOPWHHE Hakasy MO3 Ykpainn Ne 426 Big 26.08.05 (y
KOMMOHEHT), chnakoHax Ne 10 nakyBaHHs: pegpakuii Hakazy MO3 YkpaiHu Ned60 Big,
FENATUTY B 3AT "CaHoi- 23.07.2015 p.); 3miHu Il TMRY - 3MiHK WoA0
PEKOMBIHAHTHA, ABEHTIC", 6e3nekn/eddekTVBHOCTI Ta hapMakoHarsay. 3miHu
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

NONIOMIENITY
IHAKTUBOBAHA TA
3AXBOPIOBAHb,
CMPUYNHEHUX
HAEMOPHILUS
T™Mny B
KOH'IOrTOBAHA,
AACOPBGOBAHA,
PIOKA

YropmHa

Y KOPOTKIli XapakTepucTuL,i ikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKLii 418 MeanyHOro
3aCTOCYBaHHSA Y 3B’A3KY i3 HOBUMYW AaHUMM 3 SIKOCTI,
OOKTIHIYHUMK, KNIHIYHUMW JaHUMK Ta AaHVMU 3
thapmakoHarnsgy (3miHv BHECEHO A0 iHCTPYKLi
AN MeAUYHOro 3acTOCYBaHHS NikapcbKoro 3acoby
00 po3ainis: "MNokasaHHA" (pegaroBaHo TeKCT
po3gainy), "ImyHonoriyHi i 6ionoriyHi BnactmsocTi”,
"Oco6nuBocTi 3acTocyBaHHA", "OiTn", "T0oGIYHI
peakuii™); 3minu |l Tuny - 3MiHN WoAao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. 3miHu
Y KOPOTKili XapakTepucTuL,i slikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKLii 418 MeAnyHOro
3aCTOCYyBaHHSA Y 3B’A3KY i3 HOBUMU AaHUMM 3 SIKOCTI,
OOKNIHIYHUMMA, KNIHIYHUMW JaHMU Ta JaHMK 3
hapmakoHarnagy (3MiHM BHECEHO A0 iHCTPYKL,i
ANA MeANYHOro 3acTOCYBaHHS NikapCbKoro 3acoby
00 po3gainy: "Mo6iyHi peakyii™); 3miHu Il Trny -
3MiHM Wwopao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KOpoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUii AN MeAUYHOro
3aCTOCYyBaHHSA Y 3B’A3KY i3 HOBUMU AaHUMM 3 SIKOCTI,
OOKNIHIYHUMMN, KNIHIYHUMW JaHMU Ta JaHMK 3
hapmakoHarnagy (3MiHM BHECEHO A0 iIHCTPYKL,i
ANA MeAUYHOro 3acTOCyBaHHS NikapCbKoro 3acoby
[0 po3giny: "B3aeMogia 3 iHWMMU NiKapCbKUMu
3acob6amu Ta iHWi BUAW B3aemogiin"); 3minn Il Tuny -
3MiHM Wwopo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCYyBaHHSA Y 3B’A3KY i3 HOBUMYW AaHUMK 3 SIKOCTI,
OOKMIHIYHUMM, KNIHIYHUMW aHUMK Ta AaHVMU 3
thapmakoHarnsgy (3miHv BHECEHO A0 iHCTPYKLi
AN MeAUYHOro 3acTOCYBaHHS NikapcbKoro 3acoby
[0 po3ainis: "IMyHONOriIYHI | 6ionorivHi

BNacTMBOCTI", "Cnocib 3acTocyBaHHA Ta A03m1")

40.

FENATOKC

KOHLeHTpaT Ans
PO3unHy ANs iHdysil,
500 mr/mn no 10 mn B
amnyni; no 10 amnyn y
nauvj 3 KapToHy

TOB
"®APMACEN"

YKpaiHa

BTopuHHa
ynakoBka,
KOHTPO/Ib:
XONOMNAK
depnakyHrcte
XHiK TM6X,
HimeuuunHa;
Brpo6HMLUTBO

Himeuumnna/
Ykpaina

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHu | TURY - 3MiHK 3 SKOCTi. FoTOBUIA NiKaPCbKN
3aci6. 3MiHM y BUpobHULTBI. 3aMiHa ab0 BBEAEHHS

[,04aTKOBOI Ai/IbHUL BUPOBHULTBA /151 YACTUHU
a60 BCbOro BUPOGHMYOro MpoLecy rotoBoro
nikapcbKoro 3acoby (AinbHMLA, Ha SKil
npoBoAATLCA ByAb-AKi BUpOOHUYI cTagji, 3a

BMHATKOM BUMYCKY Cepii, KOHTPO/IO SKOCTi Ta

3a
peyenmom

UA/12890/01/01
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
Hepo3dacosa BTOPVHHOTIO NaKyBaHHA 4151 CTEPUTBHNX
HOT MpoAayKu,i, nikapcbknx 3acobiB (BKOHYAKUN BUPOGEHI
nepBrHHa Ta acenTUYHUM METOA0M), KpiM NiKapcbkux 3acobis
BTOPVHHA 6i0/10r4YHOro/iMyHOOrYHOrO MOXOAKEHHS) CynyTHSA
ynakoBka, 3MiHa - 3MiHM 3 AKOCTi. [0TOBMIA NikapcbKnii 3acib.
KOHTPONb: 3MiHM Y BUpOBHULTBI. 3amiHa abo BBeAEHHS
XONOMAK [04aTKOBOT AiNbHULI BUPOGHMLTBA AN YACTUHN
depnakyHrcTe ab0 BCbOro BUPOGHNYOTro NpoLiecy roToBoro
XHIK TM6X, nNiKapcbKoro 3acoby (AiNbHULA 4155 BTOPUHHOTO
HimeyuunHa; nakyBaHHs) (3aMiHa 3aTBEPLKEHOI BUPOOHNYOT
KoHTporb, AinbHuui TOB «HIKO» (YkpaiHa, 86123, [loHelbka
BMNYCK cepil: 061., M. MakiiBka, Byn. TaiioxHa, 1-1) Ha
TOB "HIKO",
YkpaiHa

BUPO6HMKa Xononak ®epnakyHrcTexHik MmoxX,
HimeuunHa, Ha AinbHULAX SKOro 6yayTh
BMKOHYBATUCS HACTYMHI BUPOOHMUYI qOYHKLT; -
HeposchacoBanuii NpoayKT Ta NepByHHA ynakoBka

BUKOHYIOTbCA Ha [inbHuLi 2, 3a agpecoro
BaHxoditpace, 73453 AGTCIMIOH/-
YHTeprpboHiHreH, HimeyunHa; - BropnHHa
ynakoBka BUKOHYIOTbCS Ha [linbHuL 2, 3a agpecoro
BaHxoditpace, 73453 AGTCIMIOH/-
YHTeprpboHiHreH, HimeyurHa, abo Ha ginbHnui 1,
3a agpecoto baHxodwtpace, 74429 3ynbubax-
NaydeH, HimeuwunHa) (TepMiH BBE4EHHS 3MiH
npoTArom 3-x MiCALIB MiCNA 3aTBEPMKEHHS); 3MiHN
| TNy - 3MiHW 3 AKOCTi. FOTOBWIA Nlikapcbkuii 3aci6.
3MiHM Y BUPOOHULTBI. 3MiHa po3mipy cepii
(BKNrOYatOuM gianasoH po3mipy cepii) roToBoro
nikapcbKoro 3acoby (36inbweHHs go 10 pasis
MOPIBHSHO i3 3aTBEPIKEHUM PO3MIPOM)
(36inbLieHHs o6'emy cepii 3 530 n go 1000 n);
3MmiHu | TUNY - 3MiHKW 3 SKOCTi. FOTOBUIA NiKaPCbKNi
3aci6. KOHTpO/1b rOTOBOrO NiKapcbKoro 3acoby.
3miHa y MeToax BUNpobyBaHHS roTOBOro
nikapcbKoro 3acoby (iHWwi 3MiHM y MeTogax
BUNPOGYBaHb (BK/OUAOUM 3aMiHy abo
[OMNOBHEHHS)) (HE3HAYHI 3MiHW B MeTOAML
BW3HAYEHHS PEYOBWH, AKi BUSBNAIOTLCA
HIHMZPVHOM — YTOYHEHO HOMEp peakTuBY,
ONTMMI30BAHO Yac CyLLUKN XpomaTorpagiyHoi
NAacTVHW; Y METOANL BUSHAYEHHS CYNyTHIX
[OOMILLOK BUNPaB/eHO NOMUIKY Y hopmyni
po3paxyHKy, BHECEHI pefaKkLiliHi npaBku, B yMOBaXx
XpomatorpadyBaHHs 40AATKOBO PEKOMEHAOBaHA
anbTepHaTUBHA XpomaTorpadiyHa KonoHkKa,

3MiHEHa yMOBa BiANOBIAHOCTi OLHKM NpUAAaTHOCTI
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

XpomMartorpadiyHoi cucTemu; rapMoHisauis MeTogis
aHanizy A®Y i3 EP); 3minu | Tvny - 3miHu woao
6e3nekun/edhekTUBHOCTI Ta dhapMakoHarnisgy. 3miHu
Y KOPOTKIli XapakTepucTuL,i ikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii 418 MegnyHOro
3acToCyBaHHA reHepUYHNX/ribpnaHux/6ionoaieHNX
NiKapcbKnx 3acobiB Nic/is BHECEHHS TiEl camoi
3MiHM Ha pechepeHTHWII npenaparT (3MiHa He
noTpebye HafiaHHSA XOAHNX HOBUX A0AATKOBUX
AaHvx) (3MiHW BHeCeHi 40 IHCTPYKUii y po3ainu:
"®apmakonorivHi BractmsocTi", "lMpoTunokasaHHs",
"Oco611BOCTI 3aCTOCYBaHHA", "3aCTOCYBaHHS Y
nepiog BariTHOCTi abo rogyBaHHs rpy4aro"”,
"34aTHICTb BNMBATY Ha LWBUAKICTb peakuii npu
KepyBaHHi aBTOTPaHCNOPTOM ab0 iHWMK
MexaHismamu', "Cnocib 3acTocyBaHHs Ta fosmn",
"[iTn" (yTouHeHHs), "MepenosyBaHHsa", "T0o6GIYHI
peaxuii”, "HecymicHicTb" 3rigHO 3 iHdbopMaLieto
LLIOAO0 MEANYHOrO 3aCTOCYBaHHA pethepeHTHOro
nikapcbkoro 3acoby MEMA-MEPLL, KoHUeHTpaT ans
pO3uunHy ans iHgysiii, 500Mr/mn) (TepMiH BBEAEHHS
3MiH NPOTAroM 3-X MIiCALIB NiCNA 3aTBEPMXKEHHS);
3MmiHu | TUNY - 3MiHKW 3 SKOCTi. FOTOBUIA NiKaPCbKNi
3aci6. 3MiHM y BUPOBHULTBI. 3MiHa
iMnopTepa/aMiHn, L0 CTOCYIOTLCS BUNYCKY cepii Ta
KOHTPO/I0 SIKOCTi FOTOBOrO /liKapCbKOro 3acoby
(3amiHa abo foAaBaHHSA AiNbHULI, Ha SIKilA
3[iICHIOETLCA KOHTPO/IL/BUNPOBYBaHHSA cepil)
(BBEAEHHS [,04ATKOBOI AiNbHWLI 415 NPOBEAEHHS
KOHTponto/BunpobysaHHA cepii N13: Xononak
depnakyHrcTexHik Tm6X, HimewunHa, AinsHnua 1,
afipeca MicuesHaxokeHHs:: banxodutpace,
74429 3ynbubax-NaydeH, HivevunHa; Ta dinbHUUA
2, agpeca mMicuesHaxomkeHHs: BaHxodwTpace,
73453 AGTCTMIOHA-YHTEPrpbOoHiHreH, HimeuunHa)
(TepMiH BBEAEHHS 3MiH NPOTAroM 3-X MicsLiB nicns
3aTBEPMKEHHS); 3MiHM | TUMY - 3MiHM 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOOHNLTBI.
3MiHa iMnopTepa/3miHu, L0 CTOCYIOTLCS BUMYCKY
cepii Ta KOHTPOIO SIKOCTi TOTOBOrO NiKapCbKOro
3acoby (3amiHa abo AoaaBaHHsA BUPOOHNMKA, LLO
BignoBifae 3a BBe3eHHA Ta/abo Bunyck cepir) -
Bkntouaroum KOHTposb/BMNPobyBaHHA cepii (3amiHa
BMPOOHVKa, BiANOBIJa/IbHOTO 38 KOHTPO/b Ta
Bunyck cepii MN3) (TepmiH BBEAEHHSA 3MiH
npoTArom 3-x MicALiB Micasa 3aTBEPMKEHHS); 3MiHU
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
| Tuny - 3miHn 3 akocTi. A®I. KoHTponb A®L. 3miHa y

mMeToAdax BUNpobyBaHHS AD| abo BuXigHOro
mMatepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
BMKOPVCTOBYETLCA Y NpoLieci BupobHuutea AdI
(He3HauHi 3MiHN y 3aTBEpKEHNX MeToAaX
BUNPOBYBaHHSA) (3MiHW Y 3aTBEPKEHNX MeTOoAax
BXiIHOrO KOHTpOs0 A®I: rapmoHi3aLis MeToauk
aHanizy A®Y i3 notoyHum BugaHHsam EP; 3a .
«lpeHTudikauis. Tect A» i «MuTOMe oNTUYHe
o6epTaHHA», «pH» AONOBHEHO MOCUNAHHAM Ha
BHYTPILLHIO AOKyMeHTaLto; 3a n. «[1po3opicTb
PO34MHY» BHECEHO ONMC METOAMKN BU3HAYEHHS
3rigHo A®Y 2.2.1 Ta onnc NpUroTyBaHHA PO3UnHY
S; BHECEHO OMUC METOAUKN BU3HAYEHHS
KOMbOpOBOCTI 3rigHo AdY 2.2.2. meToa II;
MeToAMKa 3a NokasHMKOM «KoedilieHT
nponyckaHHs» NpvBeAeHa y BianosigHicT 4o DMF
Ta A0NOBHEHa NOCUIaHHAM Ha BHYTPILLHIO
[IOKyMeHTaLjto; 3a N. «AMOHIil0 CoNi» BHECEHO
KOpUryBaHHs B 06EMi €Ta/IOHHOrO PO3UUHY;
MeTOoAVKM 3a N. «X10pnamn» BHECEHO ONUC 3riAHO
AdY 2.4.4., 3a n. «Cynbhatu» y BigNoBigHICTb A0
OoY 2.4.13; 3a n. «3anizo» y BiANOBIAHICTb A0
Aoy 2.4.9., 3a n. «Baxki meTanu» y BIiANOBIAHICTb
fo oy 2.4.8, metopa D; 3a n. «BTparta B maci npn
BMCYLLYBaHHI» Yac CyllyBaHHS cyoCTaHLi
npuBeeHo y BignosigHicTb 4o DMF; onuc 3a n.
«CynbthaTHa 30/1a» NPUBEAEHO Y BiANOBIAHICTb A0
OdY 2.4.14; 3a n. «bakTepianbHi eHA0TOKCUHW»
BHECEHO OMNWUC METOAMKN Ta MOCUNAHHS Ha
BHYTPILLHIO AOKYMeHTaUito; 3a M. «KinbkKicHe
BU3HAYEHHSA» ONUC NpUBEAEHO A0 MoHorpadii
«OrnitinaAspartat» DAB, BHECEHO KOPUTyBaHHs
LLLOA0 KOHLIEHTpaLil BUNpobyBaHOro po3ymnHy,
BBE/EHO NOCU/IaHHA Ha BHYTPILLHIO AOKYMEHTAL,jI0,
i BBEJEHO po3paxyHKoBy chopmysy); 3MiHu | Tuny -
3MmiHu 3 sKocTi. APl KoHTponb AP, 3miHa y
napameTpax cneuudikauii Ta/abo gonycTummx
MeX, BU3HauYeHux y cneumdikauisax Ha Ad®l, abo
BUXIAHWA/NPOMDKHUIA NPOAYKT/peareHT, Wwo
BMKOPWCTOBYIOTbCS Yy Mpoueci BupobHuutea Ad|
(oofaBaHHs abo 3amiHa (3a BUHATKOM akTUBHOI
pPeYoBUHM GIONOFIYHOTO abo iIMYHOOTYHOTO
NOXOMKEHHS) NapamMeTpa cneundikauii 3
BiANOBIAHUM METOA0M BUNPOOYBaHHSA 3a

pesynbTaTaMmy AOCNifKeHb 3 6e3nekn abo SKOCTi)
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n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1

(cneundpikauito BxigHOro koHTposto A®| AONOBHEHO
B/MMOramu crneuudikadii 3a nokasHnkoM «CynyTHi
OOMILLKM» AN15 3aTBEpKEHOro BUpobHuKa Kiosa
Xakko bio Ko. ITa., AnoHisi; BBEAEHO BU3HAYEHHS

BMICTY apCeHy, L0 HOPMYETLCA A1 060X
BUPO6HUKIB ADI); 3MiHM Il TUNY - 3MiHK 3 AKOCTI.
A®|. BUpobHuLTBO. 3MiHa BUPOGHMKA
BUXifHOro/MPOMiXKHOro NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYIOTLCS Y BUPOBHMYOMY npoueci AdI,
abo 3miHa BUpOoGHYKa (BKNoYaKouun, ge HeobxigHo,
MicLie NpoBeeHHs KOHTPOI skocTi) AdI (3a
BiCYTHOCTI cepTudikata BignoBigHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaxeHoOMy
[ocbe)(BBeAEHHS HOBOroO BUpOobHUKa Ad| 3
HafaHHAM MacTep-thaiina Ha A®I) CynyTHsA 3MiHa -
3MmiHu 3 sKocTi. APl KoHTponb AP, 3miHa y
napameTpax cneuudikauii Ta/abo gonycTummx
MeX, BU3HaYeHux y cneumdikauisax Ha Ad®l, abo
BUXIAHWA/NPOMDKHUIA NPOAYKT/peareHT, Wwo
BMKOPWCTOBYIOTbCS Yy Mpoueci BUpobHuutea Ad|
(oonoBHeEHHS cneumaikaLii HOBUM MOKa3HUKOM
AKOCTi Ta BiAMNOBIAHMM METOA0M BUNPOOYBaHHS)
(3miHu 3 skocTi. A®l. KoHTponb A®l. 3miHa y
napameTpax cneuudgikadii Ta/abo gonycTummx
MeX, BU3Ha4YeHuX y crneumndikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BupobHuuTea APl
(PO3LUMPEHHS AONYCTUMUX MEX, BUSHAYEHNX Y
cneuudikalisix Ha BUXigHI MaTepiasin/MpoMiXHI

NpOAYKTY, SiKi MatoTb iICTOTHMWIA BNINB Ha sKicTb ADI

Ta/abo roToBOro ikapcbkoro 3acoby) - 3mMiHu 3
akocTi. A®Il. KoHTponb A®l. 3miHa y napameTpax
cneumdikauii Ta/abo AONYCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BupobHuuTea APl
(oofaBaHHsi ab0 3amiHa (3a BUHSAITKOM aKTUBHOI
peyoBUHM 6iOIOrYHOro abo IMyHOOMYHOro
NOXOPKEHHS) NapameTpa cneumdikauii 3
BIANOBIAHUM METOAOM BMNPOOYBaHHS 3a
pe3ynbTatamu gocnimkeHb 3 6e3neku abo SKocTi)
(BBELieHHA HOBOrO BUPO6HMKA APl L-OpHITUHY-L-
acnaprart: EBoHik Pekcim C.A.C., ®paHuis, gk
Hacnifgok, y cneuudikauii Ta MeTogax BXifgHOro
KOHTpoNto A®| BBe4EeHO HOPMYBaHHA Ta MeToauKa
no Sk METOAOM BMCOKOE(DEKTUBHOI PigNHHOT
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20
nocsi0YeHHs1

XpomaTorpadii Bu3HavaTb «CynpoBifHi
[OOMILLKM», BBEAEHO NOKa3HMK SKOCTI «L-/T1i3nH» Ta
«ApCeH»; NoKasHUKN «IToMe oNTUYHe 06epTaHHs
(laeHTndpikayisa (tect A) i «KinbkicHe BU3HAYEHHS»

[IOMOBHEHI BUMOramu LLI0A0 KOHTPOSIO
a/lbTepHaTMBHOI Cy6CTaHLii HOBOro BUPOBHUKA;
BMMOTY NOKA3HUKIB «AMOHIt0 COMi», «X10pnan»,

pO3LWMpEHI BiANOBIAHO A0 MOHorpadii
«Ornithinaspartat» DAB 2008 Ta DMF; BBeeHO
napametp «Boga» Ana koHTposno APl HoBOro
BMpo6HUKa EBOHik Pekcim C.A.C., ®paHuis i3
BCTAHOB/IEHUM HOPMYBaHHS 3riAHO MOHorpadii);
3MiHn Il Tuny - 3MiHn 3 akocTi. A®l. KoHTponb AdI.
3miHa y napameTpax cneuudikauin Ta/abo
LOMYCTUMMUX MEX, BUSHAUEHNX Y crieundikaLisax Ha
A®I, ab0 BUXIAHWIA/NPOMDKHUIA NPOAYKT/peareHT,
LLI0 BUKOPUCTOBYHOTLCS Y NpoLieCi BUPO6HMLTBA ADI
(PO3LWMPEHHA JOMYCTUMUX MEX, BU3HAYEHUX Y
cneuudikalisx Ha BUXigHI MaTepiasin/MpoMiKHI
NpPOAYKTW, SiKi MaloTb iICTOTHWIA BNIMB Ha AKiCTb ADI
Ta/abo rotoBoro nikapcbkoro 3acoby) CynyTHs
3MiHa - 3MiHK 3 AkocTi. ADI. KoHTponb AdL. 3miHa 'y
mMeToAax BUNpobyBaHHSA AD| abo BuXigHOro
mMatepiany/npomMiKHOro NPoAyKTy/peareHTy, LWo
BMKOPWCTOBYETLCA Y NpoLieci BupobHuutea AdI
(iHWi 3mMiHM y MeToaax BUNPoOYyBaHHSA (BK/IOYAKOUM
3amiHy abo fonoBHeHHS) A®| a6o
BMWXifHOro/MPoMiXXHOro NpoAykTy) (y cneumdikawii
BXiJHOro KOHTpos0 AdD| BUMOry A0 NOKA3HUKIB

«AMOHit0 coni», «Xnopuam» - po3LNPEHO
BiANOBIAHO A0 MoHorpadii «OrnitinaAspartat» DAB.

3MiHU Yy BUPOGHMUTBI. 3MiHK Y npoLeci

BMPOOHULTBA FOTOBOrO NiKapCbKoro 3acooby,
BK/IO4AI0UM MPOMIXKHUI MPOAYKT, L0
3aCTOCOBYETHCSA MNPV BUPOOHULTBI FOTOBOrO
niKkapcbKoro 3acoby (iHLi 3MiHK) (3MiHW B TEXHONOTIT
BMPOG6HUMLTBA /13, 4151 HOBOrO BUPOOHMKa Xosonak
depnakyHrctexHik Fméx, HimeuunHa)

41.

LEKBAJLON

Tabnetku, Ans
PO3CMOKTYBaHHs, Nno 6
TabneTok y 6nictepi; no
3 abo 5 6nicTepi y
nauvj 3 KapToHy

MAT "KuiBcbkuii
BiTamiHHWI 3aBo4"

YKpaiHa

MAT
"KniBCbKUiA
BiTaMiHHWI

3asop”

Ykpaina

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHuM | TUNY - 3MiHa po3Mmipy cepii (BKNoUakum
[iana3oH po3mipy cepil) roToBOro /likapcbKoro
3aco0by - BBeIeHHA [04aTKOBOro po3Mmipy cepii; ans
ynakoBku Ne 18 - noaaTkoBuii po3mip cepii 16000
yn.; ansa ynakoBku Ne 30 - goaaTkoBuii po3mip cepil
9600 yn.

6e3
peyenma

UA/14989/01/01

42,

LNEPEHOPM

kancysm TBepgi no 500

MAT "KuiBcbkuii

YKpaiHa

MAT

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiHnx maTtepiais:

6e3

UA/5505/01/01
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
Mr no 10 kancyny BiTaMiHHWIA 3aBog" "KniBCbKuiA 3MiHu |l Tuny - 3MiHK Woao 6e3nekn/edhekTMBHOCTI peyenma
6nicTepi, no 3 6nictepn BITAMiHHWI Ta (hapmakoHarnsgy. BHeceHnHst abo 3miHa(n) oo
y nauui 3asog" 3060B'A3aHb Ta YMOB BUJavi peecTpadiiiHoro
noceigyeHHs, BkNtoyaroun Mnax ynpasniHHA
pvi3vikamu (3acTocyBaHHS 3MiH(K), ski(a)
BMMaratoTb(€) NofanbLioro 06rpyHTyBaHHS HOBUMU
[04aTKOBUM JaHVUMK, L0 MaloTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs
CyTTEBA OLiHKa KOMNETEHTHUM OpraHoMm) -
BrikoHaHHA 3060B'A3aHb BiANOBIAHO A0 MiANYHKTY
1.13 nyHkTy 1 gogatky 15 ao Mopsaky npoBefeHHs
eKcnepTu3n peecTpauiiHnx Matepianis Ha
nikapcbki 3acobu, Lo NoAalTbCs Ha AepXaBHy
peecTpadito (nepepeecTpaviio), a Takox
eKcrnepTm3n MaTepiasiiB Npo BHECEHHS 3MiH [0
peecTpauiiiHux MmaTepiasis NpoTarom Aii
peecTpauiiHoro NOCBiAYEHHS, 3aTBEPAKEHOr0
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3y MOS3 Big 23.07.2015 Ne 460)
43. | IXKA3 TabneTku, BKpUTI Baiiep ®apma Al HimeyunHa nepBrHHe Ta HimeyunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/5468/01/01
060/10HKO10, N0 28 BTOPVHHE 3MiHM | TUNY - 3MiHa NapameTpiB crneumdikauii peuenmom
Tabnetok (24 TabneTkn nakyBaHHs, Ta/abo foNyCTMMUX MEX rOTOBOrO NiKapCbKoro
CBIT/10-pOXeBOro + 4 BMNYCK Cepil: 3acoby - 3miHa y cneuudikauii T. "laeHTudikayisa
Tabnetku (nnawuebo) Baiiep ®apma eTuHinecTpagaiony, ApocnipeHoHy", y 3B A3Ky 3i
6in0ro Konbopy) y Al, 3aMiHOK MeToay BUnpobyBaHb 3 TLLUX Ha meToa
6nicTepi 3 camMOoKeliKow HimeuuunHa; BETLWX (EP 2.2.27); "lpeHTudikayisa B -
CTpiykoto; No 1 6nictepy BUPOGHMLTBO LMKIOAEKCTPUHY" 3MiHM nocunaHHsa meTtogy TLIX
Y KapPTOHHIl nauui Hepo3schacosa Ha meTog, BETLUX (EP 2.2.27), 3i 3MiHOO
HOI npoayKuii hopMy/IHOBaHHSA JOMYCTUMMUX MEX; 3MiHW | Tuny -
Ta 3MiHa Y MeToax BUNpPo6yBaHHSA roTOBOrO
npoBeAeHHs niKapcbKoro 3acoby - 3MiHN y MeTogax
KOHTPOSIO BMNpoGyBaHb T. "laeHTudikaLia eTuHinecTpagiony,
sKocTi: bailiep apocnipeHoHy" 3amiHa meTogy TLUX Ha meTop,
dapma Arl, BETLX (EP 2.2.27); T. "laeHTudbikauisa B -
HimeuuunHa; LVKNOAEKCTPUHY" pefaKLiiiHi npaBkn
BCi cTagii
BMPOGHMLTBA:
Baiiep
Baiimap Mv6X
i Ko. KT,
HimeuyunHa
44. | ANBA30/- Tabnetku no 20 mr, no MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 6e3 UA/4780/02/01
AAPHULSA 10 TabNeToK y KOHTYpHIl | “"dapmaueBTUYHaA "®bapmaueBTu 3MiHKM | TUNY - 3MiHa po3Mipy cepii (BKoUakun peyenma
YapyHKOBIli ynakoBLii, no chipma "AapHuus” yHa chipma [iana3oH po3mipy cepii) roToBOro /likapcbKoro
1 KOHTYpHIli YapyHKOBIi "MapHuus" 3acoby - BBEAieHHA [A0AATKOBOro po3mipy cepil,

ynakoBLi y nayyi; no 10

3anponoHoBaHo: 200,0 kr (195 Tuc. yn.), 520,0 kr
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
Tab1eToK y KOHTYPHUX (520 Tunc. yn.) Ta gogatkoso 100,0 kr (100 Tuc. yn.)
YapyHKOBUX ynakoBKax
45. | ONKNO®PEHAK- TabneTku, BKpUTI MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/4060/02/01
AAPHULA 060/10HKOH0, "®GapmMaueBTUYHa "®apmauesTu 3MiHM Il TMny - 3MiHK Woao 6e3nekun/edekTUBHOCTI peyenmom
KMLIKOBOPO34MHHI, No 25 | dhipma "dapHuus” yHa chipma Ta (papmakoHarnsgy. BHeceHnHsi abo 3miHa(un) oo
Mr no 10 TabneTok y "OapHuus" 3060B'A3aHb Ta YMOB Buaudi peecTpauiiiHoro
KOHTYPHIli YapyHKOBIi noceigyeHHs, Bktoyaroun Mnax ynpasniHHA
YyNakoBLii; M0 3 KOHTYPHI py3nkamu (3aCToCyBaHHS 3MiH(1), Aki(a)
YapyHKOBI yNakoBKu B B/MaratoTb(€) NofanbLioro 06rpyHTyBaHHA HOBUMU
navu,i [04aTKOBUM JaHVUMK, L0 MaloTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCcs
CYTTEBA OLiHKa KOMNETEHTHUM OpraHomMm) -
BrikoHaHHs 3060B'A3aHb BiANOBIAHO A0 MiANYHKTY
1.13 nyHKTY 1, nignyHKTY 2.3 NyHKTY 2 gogartky 15
[0 MopsaKy NpoBefieHHA ekcnepTu3n
peecTpavuiiiH1X MaTepiasiiB Ha fikapcbki 3acobwu, Lo
noAaloTbCA Ha filepXXaBHy peecTpadiiio
(nepepeecTpadito), a TakoX ekcrnepTu3n marepianis
Npo BHECEHHS 3MiH [0 peecTpauiiHnx martepianis
NpOTAroMm fii peecTpauiiHoro NocBig4YeHHs,
3aTBepAkeHoro Hakaszom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)
46. | ANHOPUK®- TabneTkn, BKPUTI MpAT Ykpaina MpAT YkpaiHa 3MiHuW | TMNY - 3MiHK 3 AKOCTi. FOTOBUIA NiKapCbkuii 3a UA/6496/01/01
OAPHNUA 060/10HKo10, Mo 10 "hapMaueBTUYHA "hapmaueBTu 3aci6. 3MiHN y BUPOGHMLTBI. 3MiHa po3mipy cepii peyenmom
Tab1eToK Y KOHTYPHIii chipma "AapHuus” yHa chipma (BK/IKOYatOUM fjana3oH po3mipy cepii) rotoBoro
YapyHKOBIll ynakoBLi, No "MapHuus" nikapcbKoro 3acoby (36inbwenHs fo 10 pasis
1 ab0 3 KOHTYpHI MOPIBHSHO i3 3aTBEPAKEHNM PO3MIPOM) -
YapyHKOBI yrakoBKu B (BBELEHHA 00AATKOBOrO pPo3Mipy cepii,
nauui 3aTBepxeHo: 80,60 kr; 3anponoHosaHo: 80,60 kr
(20 Tnc. yn. Ne 10) Ta gogatkoBo 314,34 kr (78 Tuc.
yn. Ne 10). 3MiHn | Tuny - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHW y BUPOOHWLTBI. 3MiHN Y
npoueci BUPOOHULITBA FOTOBOrO NiKapCbKoro
3aco0y, BK/IOYatouy NPOMKHWIA NPOAYKT, L0
3aCTOCOBYETLCA MNPV BUPOOHULITBI FOTOBOIO
nikapcbKoro 3acoby (He3Ha4yHa 3MmiHa y NpoLEeCi
BMPOOHULTBA) - (He3HaYHi 3MiHW B npoLeci
BMPOGHMLITBA, & caMe pefakLiiiHi npaBku B onuci
TEXHOJI0MYHOro npouecy)
47. | OIA®OPMIH® TabneTkun, BKpUTI MAT "®dapmak” Ykpaina MAT "®apmak” YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/15141/01/03
NNiBKOBOIO 060/I0HKOIO, BMMNpaB/IEHHS HEBIAMNOBIAHOCTE B Hakasi MO3 peuyenmom

no 1000 mr no 10
Tabnetok y 6nictepi; no
3 abo 6 6nicTepiB y
nauuj

Ykpainn Ne 203 Big 02.03.2017 w040 HanMcaHHs
npoweaypv B NpoLEeCi BHECEHHS 3MiH, a came:
3MiHKM | TUNY - 3MiHa po3Mmipy cepii (BKNoUatum
[jiana3oH po3mipy cepii) roToBOro JlikapCbKoro
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
3aco6by (36inbLeHHs Ao 10 pasiB NOpPiBHAHO i3
3aTBEPAKEHNM PO3MIPOM) - BBEAEHHS A0AATKOBUX
po3mipiB cepiii: pekomeHgoBaHo: 87,82 kr (81,99
Tuc. Tabn.) Ta gogatkoso: 175,64 kr (163,99 tuc.
Tabn.) Ta 351,49 kr (328,19 TnC. Tabn.)
3anponoHOBaHO 3riHO NUcTa 3asaBHUKa (Big,
05.07.17 Ne02/6431): 87,82 kr (81,99 Tuc. Tabn.) Ta
poparkoBo: 175,64 kr (163,996 Tuc. Tabn.) Ta
351,29 kr (328,001 Tuc. Tabn.)
48. | AIOKCUAUH nopoLLoK (cybcTaHuis) y ToBapucTBo 3 Ykpaina TosapucTBO 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: - UA/11443/01/01
noAagiliHMx 0b6MexeHo 06MexeHot BUNPAaB/IEHHS TEXHIYHMX NOMU/OK Y Crieundikavii
nonieTUNEHOBMX MiLLKax BiANOBIAANLHICTIO BignoBigasIbHI MEeTO/IB KOHTPOJIIO SKOCTi Ha Nikapcbkuii 3aci6, 3a
015 BUpO6HMUTBA "PAPMXIM" CTIO NMOKa3HNKOM «3aJ/TLLKOBI KiSIbKOCTi OpraHiuHmnx
CTEPU/IbHUX Ta "OAPMXIM" PO3UYNHHWKIB»
HecTepubHNX
nikapcbknx hopm
49. | OIOKCN30/1b®- po3uuH no 50 r abo no MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/8021/01/01
AAPHULA 100 r y chnakoHax abo "®apmaueBTnyHa "PapmaueBTun npuBeAEeHHA y BigNOBiAHICTb A0 peecTpauLiliHux peyernmom
6aHKax, no 1 dpnakoHy ipma "fapHuus” yHa chipma marepiasiiB HanucaHHsA peecTpawiiHol
abo 6aHLi y nayui; no "fapHuua” npoueaypuv B npoueci BHECEHHA 3MiH, HaKa3
500 r a6o no 1000 ry MO3 YkpaiHu Ne 12 Big 03.01.2018 - 3minu | Tvny
hnakoHax abo 6aHkax - AOMiHICTpaTMBHI 3MiHN. BryyeHHst BUpOGHUYOT
OinbHULI (BKIHOYaoUM AinbHUL ana Adl,
NPOMIXXHOro NPoAYKTY abo roToBOro MikapcbKoro
3aco06y, AiNbHNULI 4151 NPOBeAEHHS NaKyBaHHS,
BMPOGHMKA, BiANOBifaNIbHOIO 3a BUMYCK Cepil,
MicLie NpoBefEeHHsI KOHTPOIO cepii) abo
noctavasibH1Ka BUXIAHOTO MaTepiasy, peareHty
a60 [ONOMDKHOI PEHOBMHU (SKLLO 3a3HaYeHO Y
[OCbE) - BUMYYEHHS ipM-BUPOGHUMKIB ADI:
3aTtBepmkeHo: AN "3aBog XiMiuHNX peakTusiB" HTK
"IHCTUTYT MOHOKpucTanis" HAH YkpaiHu, YkpaiHa;
TOB "®apmxim", Ykpaina; YN "CKTb
"TexHonor", Pociicbka ®egepadist;
3anponoHoBaHo: TOB "dapmximM", YkpaiHa
50. | APOCHI®EM 20 TabneTku, BKpUTI Mmi6e Mv6X HimeuyunHa Mi6e Mv6X HimeyunHa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/15867/01/01
NNiBKOBOIO 060/I0HKOI0, ApuHaiimiTTens ApuHaiimitTen 3MiHM | TUMY - 3MiHW A0 IHCTPYKUiT 4519 MeANYHOro peyenmom
no 0,02 mr/3 mr no 28 b 3acTocyBaHHA y po3ginu: "MpoTunokasaHHA",

TabneTok y 6nictepi (24
aKTUBHI TabneTkn
POXEBOro KONbopy + 4
TabneTkn nnaue6o
6inoro konbopy); no 1,
ab6o no 3, abo no 6
6nicTepiB B KAPTOHHIl
ynakoBLyj

"B3aemogisa 3 iHWVMKU fikapcbkuMu 3acobamu Ta
iHWi BUAM B3aemogiii”, "OcobnnBocCTi
3acTocyBaHHA" BifnoBigHO 40 OHOB/EHOT

iH(bopMaLii 3 6e3nekun 4ityoi pevyoBMHN
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

51.

APOTABEPUH

Tabnetku no 40 mr no 10
TabneTok y 6nictepi; no
1 abo 2, abo 3 6nicTepu
y nauui

MAT
"Knismegnpenapa
T

Ykpaina

MNAT
"Kuismegnpen
apar”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiais:
3minu Il Tuny - 3miHK Wopao 6e3nekn/edpeKTBHOCTI
Ta (hapmakoHarnsgy. BHeceHHs abo 3miHa(u) o
3060B'A3aHb Ta YMOB BMAaYi peecTpauiiniHoro
nocBig4YeHHs, BKIoYatoun MnaH ynpaeniHHA
py3ukamu (3aCTOCyBaHHS 3MiH(1), ski(a)
BMMaratTb(€) NOAASIbLLOTO 06I'PYHTYBAHHSA HOBUMM
[0[aTKOBUM AiaHMMK, Lo MatoTb HagasaTuca
KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbesl
CyTTEBA OLLiHKA KOMMETEHTHUM OpraHom)
(BukoHaHHs1 3060B's13aHb BiAMOBIAHO A0 NiAMYHKTY
1.13 nyHKTY 1, nignyHKTY 2.3 NyHKTY 2 gogatky 15
[0 NopsagKy NpoBeAeHHs eKCcnepTusun
peecTpauiiHux MaTepiasiiB Ha nikapcbki 3acobu, Lo
noAaloTbCs Ha lepXxaBHy peecTpadiiio
(nepepeecTpadiio), a TakoX ekcrnepTn3n martepianis
Npo BHECEHHS 3MiH [0 peecTpauiliHnx Martepianis
NpoTAroMm fii peecTpauiiHoro NocBigYeHHs,
3aTBepmAKeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)

6e3
peyenma

UA/6289/01/01

52.

LPOTABEPWH-
OAPHULA

Tabnetkn no 40 mr no 10
Tab1eToK Y KOHTYPHIi
YapyHKOBIli ynakoBLii, no
2 abo 3 KOHTYpHI
YapyHKOBI YNakoBKu y
nauui

MpAT
"®apmaueBTnyHa
ipma "JapHuus”

Ykpaina

MpAT
"®apmaueBTn
yHa chipma
"AapHnus”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3minu |l Tuny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI
Ta (hapmakoHarnsgy. BHeceHHs abo 3miHa(u) Ao
3060B'A3aHb Ta YMOB BMAaYi peecTpauiintHoro
NnocBiAYeHHA, BKtoYaroun MiaH ynpasniHHA
pv3ukamu (3aCToCyBaHHS 3MiH(1), ski(a)
BMMaratTb(€) NOAANbLIOTO 06I'PYHTYBAHHS HOBYMM
[04AaTKOBUM JaHUMW, L0 MatoTb HagasaTucs
KOMMETEHTHMM OpraHoM, OCKi/IbKM BUMaraeTbCs
CyTTEBA OLLiHKA KOMMETEHTHUM OpraHom)
(BukoHaHHSs1 3060B's13aHb BiAMOBIAHO A0 NiAMYHKTY
1.13 nyHKTY 1, nignyHKTY 2.3 NyHKTY 2 gogatky 15
[0 NopsgKy NpoBeAeHHs eKCcnepTusun
peecTpauiiHux MaTepiasiiB Ha nikapcbki 3acobu, Lo
noAanTbCs Ha fepXaBHy peecTpauiio
(nepepeecTpadito), a TakoX ekcrnepTu3n martepianis
Npo BHECEHHS 3MiH 10 peecTpauiiHnx MaTepianis
NpoTAroMm fii peecTpauiiiHoro NocBigYeHHs,
3aTBepAkeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)

6e3
peyenma

UA/7468/01/01

53.

EKOJAKC®

kpem 1 % no 10 r y Ty6i,
no 1 Ty6i y KapTOHHiii
Kopoo6Li

TOB "[I>XOHCOH i
[PXOHCOH YKpaiHa"

YkpaiHa

«HOHiK
dapMacbTUK
an
JlabopaTopis»

IHgis

BHECEHHS 3MiH 4,0 peecTpavyiiHnx martepianis:
3MiHW | TUMY - BHECEHHS 3MiH [JO TEKCTY
MapKyBaHHS: BHECEHHS iHdopMaLiii o0
HalilMeHyBaHHS 3aTBEPKEHOrO 3asBHMKa Ha

6e3
peyenma

UA/3961/01/01
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
(BipAaineHHs BTOPVIHHY YNaKOBKM NiKapCbKoro 3acooby.
hipmu «x. B. BBefeHHA 3MiH NpoTsArom 6 micAwiB 3 AaTun
Kemikans eHg, 3aTBepAKEHHA
PapmacboTuK
ans Jita.»)
54. | EKTEPUUNA® pO34nH ons NAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 6e3 UA/5630/01/01
30BHILIHLOTO "OAPMCTAHOAP "OPAPMCTAH 3MiHK || TURy - 3MiHa Y NEPBUHHIN ynakoBLi peyenma
3acTocyBaHHA o 50 M T-BIOJIK" OAPT-BIONIK" roTOBOrO JlikapcbKoro 3acoby (Tun KoHTeliHepa abo
ab6o no 250 mn B nAawLi [0faBaHHA HOBOTO KOHTeHepa) - CTEPUSbHI
CKMsAHIN, No 1 naAwui B niKapcbki 3ac06u Ta Nikapcbki 3aco6m
navuyi 6i0N10ri4YHOro/iMyHOIOMNYHOTO NMOXOKEHHS -
BBeEeHHS A0AATKOBOI YNaKOBKV NASLLKN CKNSHI
ONs1 KPOBI, NiKapCbKMX 3ac006iB, iHQY3iNHMX i
TpaHcdysiiHMX npenaparis, 04HOPa30BOro
BUKopucTtaHHa no 50 mn ta no 250 mn tuny 11-5061-
2 ta Tuny 11-25061-2 Big 3aTBEpKEHOrO
BUPOGHWKa, 6€3 3MIHN NePBUHHOTO NakKyBa/lbHOrO
mMaTepiany Ta 3aKynoprBa/lbHUX 3ac06iB: NPO6KM
6pombyTunnosoi rymosa Tuny 28-B-1 Big HOBOro
BMPOBHMKA 3i 3MIHOO AKICHOTO Ta KifIbKiCHOro
cknafly nakyBasibHOro Martepiasly Ta koBnauka
antominieBoro Tny K-3-28; cynyTHs 3miHa: 3mMiHa
chopmu abo po3Mipy KOHTeliHepa 4m
3aKynopBa/IbHOIO 3acoby (NepPBUHHOT YNaKoBKW)
(cTepunbHi nikapcbki 3aco6bu)
55. | ETAUUA cnpeii HazasIbHUiA, yopna TypeyuunHa yorpna TypeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/16256/01/01
[030BaHWi, cycnexsis, MEAOMUWH MEAVUNH 3MiHn | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
50 mkr/go3a, no 18 r ODTANBMIKC INAY CAH. BE HaliMeHyBaHHS Ta/abo agpecu 3asBHUKA (BlaCHUKaA
(140 po3) y chnakoHi; no INAYNAPI NTA. TIDK. A.LL. peecTpaujiiiHoro nocig4eHHs) (3miHa agpecu
1 chnakoHy B KapTOHHIl LTI, 3asBHUKA (B1ACHMKa peecTpaLiiiHOro NocBigYeHHs)
Kopo6ui
56. | ETUWIOBUA E®IP 6- NnopoLUokK (cybcTaHuis) y ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: - UA/10262/01/01
BPOM-5-T'14POKCH- NoNieTUNEHOBUX MiLLIKax 06MeXeHot 06MexeHo 3MiHM | TMNY - 3MiHa Y napameTpax cneumdikauiii
1-METWUN-4- 415 BUpo6bHUUTBA BiANOBiAA/IbHICTIO BignoBiga/IbHi Ta/abo fOMyCTUMUX MeX, BUSHAYEHUX Y
ANMETUNAMIHOME | HecTepuibHUX "®APMXIM" CTIo cneuudikauisx Ha A®l, abo BUXiZHWUIA/MPOMIXHWIA
TNN-2- nikapcbkux chopm "PAPMXIM" npoayKT/peareHT, WO BUKOPUCTOBYOTLCA Y NpoLeci

®EHINTIOMETUNIHA,
0ON-3-KAPBOHOBOI
KUcnoTtun
raPoOxnorPua,
MOHOTIAPAT

BMPOGHMLTBA AD| (fONOBHEHHS cneuudikauii
HOBMM MOKa3HMKOM SIKOCTi Ta BignoBiAH/M METOLOM
BMMPOGYBaHHS); 3MiHW | TUNY - 3MiHW LWOAO
6e3nekn/edpekTMBHOCTI Ta chapmakoHarnagy —
BW/IYYEHHS 3 po3ainy «MapkyBaHHs» hpasu «garta
BUMYCKY»; 3MiHW | TUNY - 3MiHa y MeToAax
BMnpobyBaHHA APl abo BMXigHOTO
mMarepiany/npomiKHOro NPoAyKTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y NpoLieci BupobHuuTea AdI
(He3HaYHi 3MiHN Y 3aTBEPAKEHMX METOAax
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
BMNPOBYBaHHSA); 3MiHM | TUNY - 3MiHa y napameTpax
cneuudikauin Ta/abo AONYCTUMKX MEX,
BM3Ha4YeHUX y cneuudpikauisx Ha Adl, abo
BUXIAHWA/NPOMDKHUIA NpOAYKT/peareHT, Wwo
BMKOPWCTOBYIOTbCS Yy Mpoueci BupobHuutea Ad|
(iHWi 3MiHW)
57. | ETONO3NA KOHUeHTpaT ans EBEBE ®apma ABCTpIs NOBHWIA LKA AscTpist BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiais: 3a UA/2569/01/01
"EBEBE" pO3uuHy ans iHgoysiii, 20 lec.m.6.X. Hdr. BMPOGHMLTBA: 3MiHM | TUMy - 3MiHKW, NOB'A3aHi 3 HEOOXiAHICTIO peyenmom
mr/mn no 2,5 mn (50 mr), KIr EBEBE npuBeLeHHs y BiANOBIAHICTb A0 MoHorpadii AdY
a6o no 5 mn (100 wmr), dapma abo €sponelicbkoi hapmakonei, abo iHwoT
a6o no 10 mn (200 wmr), lec.m.6.X. HauioHas1bHOT hapmakonei gepxasu €C -
ab6o no 20 mn (400 mr) y Hdor. KT, npuBeLeHHs y BiANOBIAHICTL A0 EP npoueaypu
dhnakoHi; no 1 chnakoHy ABCTpIS; TecTyBaHHA A®I LL0A0 BIAOMUX AOMILLOK
B KapTOHHI kopobui TeCcTyBaHHS:
MMn
Mikpo6ionoriw
ec
Mptochnabop
'm6X, ABCTpis
58. | E®PEIEN renbno5r,15r,30r1 Fangepva CA LLiBefiuapis NABOPATOPI PpaHuis BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/15311/01/01
rento y Ty6i; no 1 Ty6i B I TANOEPMA 3MiHn | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
KapTOHHI kOpoo6Lii; No HaliMeHyBaHHA Ta/abo agpecu MicLa NPOBamKeHHs
15r,30rrenoy LisIbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
KOHTelHepi; no 1 NiKapcbKoro 3acoby, BKNOYAUN Ai/TbHAL BUMYCKY
KOHTEiHepY B KapTOHHil cepii abo micLe NpoBeAeHHS KOHTPOJTHO SKOCTI.
KOpooLi (misnbHicTb, 3a Ky BignoBigae BUpo6HMK/iMnopTep,
BK/THOHAK0UM BUNYCK cepiit) (3miHa agpecu
BMPOGHMKA, 6€3 3MiHW Micust BUpobHULUTBA) (TepMmiH
BBEJEHHS 3MiH MPOTAroM 6-Tn MicAuiB nicns
3aTBEPAKEHHS)
59. | 30MIK/IOH NopoLLoK (cybcTaHuis) y BE3 dapmaxem XopBartis LleHtayp IHAjs BHECEHHS 3MiH [0 peecTpaLliiHux maTepiasis: - UA/7721/01/01
noAgiliHmx 0.0.0. dapmaceyTika 3miHa 3asBHMKa (BNacHvKa peecTpauiiiHoro
nonieTuIeHoBMX n3 Mpisar noceigueHHs) (3rigHo Hakasy MO3 Big 23.07.2015
naketax gns Nimiten Ne460)
BMPOGHMLTBA
HecTepuIbHUX
NiKapcbknx chopm
60. | 30MIK/MOH nopoLUokK (cybcTaHuis) y dapmaxem CA LLiBeiiLapis LleHTayp IHais BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: - UA/7721/01/01
noABIliHMX M&M dapmaceyTika 3Minu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
nonieTuIeHoBKX n3 MNpiBat HalimeHyBaHHS Ta/abo agpecu MicLs NPoOBamXeHHS
naketax gns Nimiten LisiNbHOCTI BUPOGHMKa (BKIOUatouu, 3a
BUPOGHMLTBA HeOo6XiAHOCTI, MiCLe MPOBEAEHHST KOHTPOIO
HEeCTepWUIbHUX AKOCTI), @60 BnacHuka macTep-chaiina Ha A®l, abo

nikapcbkux hopm

nocravanbHuka Adl/BuxigHoro
marepiany/peareHTy/npoMikHOro NPOAYyKTy, Lo
3aCTOCOBYIOTbLCS Y BUPO6HULTBI ADI (SKLLO
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
3a3HayYeHo y JOCbE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudpikaTa BignoBigHOCTI
€Bponelicbkiil hapmakonei y 3aTBepaXeHoOMY
[ocbe, abo BUPOOHVKaA HOBOT AONOMDKHOT pEYOBUHM
(AKLLIO 3a3HaYeHO Yy O0CbE) (3MiHa agpecu
BUpo6HMKa A®PI, 6e3 3MiHK Micus BUPOOHMLTBA)
61. | IMYHOrNobyniH po3unH ans iH'ekyin no1 | TOB "BIOPAPMA YkpaiHa BMPOGHMLTBO, YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiais: 3a UA/13033/01/01
AHTUPE3YC RHO(D) | mn (300 mkr NMNA3MA" nepBrHHe Ta 3MiHU | TUny - 3MiHa Ha3BM BUPOBHUKa Aitoyol peyenmom
noanHn iMyHOrno6ynivy npu BTOPVHHE peyoBuHM 6€e3 3MiHN MicLs BUpOBHULTBA
TMTpi 1:2000) B amnynax nakyBaHHs,
Ne 1, Ne 3 a6o Ne 5 BWMYCK Cepill;
BTOPUHHE
nakyBaHHs1,
BUWMYCK Cepiii:
TOB
"BIO®APMA
MNJIA3SMA"
62. | IMYHOrNobyniH po34nH ans iH'ekuii no 2 | TOB "BIO®APMA YkpaiHa BMPOGHMLITBO, YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/13033/01/02
AHTUPE3YC RHO(D) | mn (300 mkr MNNA3MA" nepBrHHE Ta 3MiHK | TUNY - 3MiHa Ha3BM BMPOGHMKA AitoHoi peyenmom
noanHn iMyHOrno6yniHy npm BTOPVHHE peyoBUHM 6€3 3MiHM MiCLSt BUPO6HULITBA
TMTpi 1:2000) B amnynax nakyBaHHs,
Ne 1, Ne 3 a6o Ne 5 BMNYCK Cepiit;
BTOPUHHE
nakyBaHHs1,
BUNYCK Cepiit:
TOB
"BIOPAPMA
MNJIA3SMA"
63. | IMYHOINobyYniH pO3uunH ANns iH'ekuin 10 TOB "BIO®APMA Ykpaina BMPOBHULTBO, YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/15902/01/01
noAnNHN % no 1,5 mn (1 go3a) Ta MNA3MA" nepBrHHe Ta 3MiHM | TUny - 3MiHa Ha3BW BUPOBHUKa Aito4ol peyenmom
HOPMA/IbBHUN - 3,0 mn (2 gosw) B BTOPWHHE peyoBuHM 6e3 3MiHV MicLs BUPO6HULITBA
BIO®APMA amnynax Ne 10 nakyBaHHs,
BUMYCK Cepilf;
BTOPUHHE
nakyBaHHs,
BUMYCK Cepili:
TOB
"BIO®PAPMA
MNJIA3MA"
64. | IHKECTA® OKCI PO34MH ANS iH'EKLN MAT "dapmaxk” YkpaiHa MAT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3a UA/8922/01/01
12,5% B eTnnonearti no 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa Ha3BuM peuenmom

1 mn B amnyni; no 5 abo
10 amnyn y nayui; no 1
M/1 B amnyni; no 5
amnyn y 6nictepi; no 1
abo 2 6nicTepu y nayui 3

nikapcbkoro 3acoby (6yno - IHKECTA OKCI)
(TepmiH BBEAEHHS 3MiH MPOTAroM 6-Tv MicsLB
nicns 3aTBepkeHHs); 3MiHu | Tuny -
AfMiHICTpaTMBHI 3MiHU. 3MiHa HallMeHyBaHHS
Ta/abo agpecu micusa NPoBamKeHHs AisNbHOCTI
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
KapToHYy BMPOGHMKa/imnopTepa roToBoro ikapcbKoro
3aco6y, BK/II0YAKUM [iNbHUL BUNYCKY cepii abo
MicLie NPOBeAEHHS KOHTPOIO AKOCTI. (LisANbHICTD,
3a Ay Bignosigae BUPO6HUK/IMNOPTEP, BKIKOYAKOUM
BWMYCK cepiii) (3MiHa agpecy BUpobHuka M3, 6e3
3MiHU Micus BUpOGHMLTBA (3aMiHa opUANYHOT
agpecy Ha hakTnyHy) (TepmiH BBELEHHS 3MiH
NPOTArom 6-T1 MiCALIB MiCNA 3aTBEPIXKEHHS);
3MiHu | TUNY - 3MiHK Woao 6e3nekn/eddeKkTUBHOCTI
Ta chapmakoHarnagy (iHwi 3miHn) (3amiHa
rpachiyHOro 306pakeHHs1 ynakoBKky Ha TeKCT
MapKyBaHHS MepBUHHOT Ta BTOPUHHOT ynakoskun /13
3 BiANOBIAHOI 3aMiHO po3giny "IpadivuHe
0ohopMIEHHS ynakoBkM" Ha po3ain "MapkyBaHHS")
(TepMiH BBEAEHHS 3MiH NPOTAroM 6-T1 MicsLIB
nicns 3aTBepAkKeHHs)
65. | IHPAHPUKC cycneHsis (DTPa-HBV- nakcoCmiTKnsaiiH Benvka nakcoCmiTKn Benbris BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/16235/01/01
FEKCA™/INFANRIX IPV) ans iH'ekuii; 1 Ekcnopt Jlimiteq, BpuTtaHis AH 3MiHK |l TNy - 3MiHK B Npoueci BupobHuuTea APl peuenmom
HEXA™ nonepegHL0 Bionomxikana (3MiHa cToCyETbCS aKTVBHOT PEYOBUHMU
KOMBIHOBAHA HanoBHeHUI C.A. 6i0/10rYHOr0/iIMyHOMOrYHOrO MOXOKEHHS abo
BAKUVHA And ofHOpa3oBuMit Wnpuy, (No BUKOPUCTAHHSA XiMiYHUX AD| y BUPOOHULITBI
MPO®INTAKTUKN 0,5 mn (1 gosa)) y nikapcbkoro 3acoby 6i0/10riYHOro/iMyHOM0MNYHOro
ANDTEPIi, MPABUS, | komnnekTi 3 ABOMa NOXOPKEHHS], iIka MOXe MaTu 3Ha4YHWI1 BNMB Ha
KALLUJTIOKY rofikamu Ta os1akoH 3 AKICTb, 6e3neky Ta e(PEeKTUBHICTb JliKapCbKOro
(ALENIONAPHUIA niogpinizatom (Hib) gna 3aco6y, i He CTOCYETbCA NPOTOKOAY) - 3aMiHa
KOMMOHEHT), 1 003K, Wo 3MiyTbCs 6aratopa3oBoi MembpaHu Ansa ynbTpadinbTpawii
FENATUTY B, nepes BUKOPUCTaHHAM Y Ha ogHopa3oBy MeMbpaHy Ans ynbTpadinbTpauii B
noniomMienity TA nnacTMKoOBOMY npoveci BUPO6HULITBA MPOMIKXHOTO NPOAYKTY
3AXBOPHOBAHDb, KOHTeliHepi; no 1 abo no Pertussis toxoid (PT) nicna geTokcukau;i
3BYAHNKOM AKNX 10 nnacTukoBumx
€ HAEMOPHILUS KOHTEWHepIB Y KapTOHHIi
INFLUENZAE TUNY Kopo6Li
B
66. | IHPAHPUKC™ INB CyCneHsist 415 iH'eKujn nakcoCmiTKnsiiH Benvka FnakcoCwmiTKn Benbris BHECEHHS 3MiH 4,0 peecTpavyiiHnx martepianis: 3a UA/13939/01/01
KOMBIHOBAHA no 0,5 mn y nonepegHb0 Ekcnopt NimiTeq, BpuTaHis ANH 3MiHu Il TMny - 3MiHK B NpoLieci BUpo6HMLUTBa AdI peuyenmom
BAKUUHA AnA 3arnoBHeHoOMy Bionopxikans (3MiHa cTOCyETbCA aKTUBHOI PEYOBUHU
MPO®ITAKTUKUN 0AHOPA30BOMY LUMPULL Y C.A. 6i0N10rYHOro/iMyHO/I0MNYHOTO NMOXOAKEHHS 260
LOUGTEPII, NIPABLA, | KOMMEKTI 3 rO/IKOH0; Mo BMKOPUCTaHHS XiMiuHMX A®| y BUpOGHMLTBI
KALLU/THOKA 1 a6o 10 nonepefHLO nNiKapcbKoro 3acoby 6i0N10riYHOro/iMyHO0r4YHOro
(ALI,EHIOHHPHVIVI 3anoBHEHNX NOXOKEHHS, sika MOXe MaTu 3HaYHWI1 BNMB Ha
KOMMOHEHT) TA O/ZlHOPAa30BUX LUNPULLIB Y AKICTb, 6e3neKky Ta ed)eKTUBHICTb NlikapCbKOro
noniomMmienity naacTMKOBOMY 3aco0y, i He CTOCYETbCS NPOTOKO/1Y) - 3aMiHa

KOHTeliHepi; no 1
KOHTEeHepy B KapTOHHIlA
Kopoo6Li

6araTopasoBoi MeM6paHu AN ynbTpadinbTpauii
Ha ofiHopa30BYy MeMb6paHy Ans ynbTpadinbTpaii B
npoueci BUPOOGHULITBA MPOMIKHOIO NPOAYKTY
Pertussis toxoid (PT) nicns geTokcukaui
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
67. | IHPAHPUKC™ INB cycneHnsis (DTPa-IPV) nakcoCmiTKnsiH Benvka FnakcoCwmiTKn Benbris BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/15832/01/01
XIB | INFANRIX™ IPV | ans iH’ekuiii no 0,5 mn (1 Ekcnoprt Jlimiteg, BpuTaHis ANH 3MiHuM Il TMny - 3MiHKM B NpoLieci BUpo6HMLUTBa Ad| peyenmom
HIB KOMBIHOBAHA [03a) y nonepeaHb0 Bionogxikans (3MiHa CTOCYEThCA aKTUBHOT PEYOBUHN
BAKUWHA Ana HanoBHeHOMY C.A. 6i0/10r4YHOr0/iIMyHOMOrYHOrO MOXOKEHHS ab0o
MPO®INAKTUKN 0iHOPa30BOMY LUAPULi BVIKOPUCTaHHS XiMiuHMX A®| y BUpOGHMLTBI
ONOTEPII, NIPABLA, | Ne 1y KOMMeKTi 3 niKapcbKoro 3acoby 6i0N10riYHOro/iMyHO0r4HOro
KALLJTIOKY ABOMa rosikamun Ta NOXOMKEHHS, IKa MOXE MaTh 3HAaYHUIA BNAVB Ha
(ALENIONAPHUIA niodpinizat (Hib) y AKICTb, 6e3neKky Ta ed)eKTUBHICTb /likapCbKOro
KOMMOHEHT), donakoHi Ne 1, wo 3aco0by, i He CTOCYETbCA NPOTOKONY) - 3aMiHa
nonioMIENITY TA 3MilyI0TbCS Nepeq, 6araTopa3oBoi MeM6paHun AN ynbTpadinbTpauii
3AXBOPHOBAHDb, BUKOPUCTaHHAM; no 1 Ha ofHOpa30By MeMbpaHy Ans ynbTpadinbTpauii B
3BYAHNKOM AKNX nonepenHL0 npoueci BUPOGHULITBA NPOMIXHOr0 NPOAYKTY
€ HAEMOPHILUS HanoBHeHOMY Pertussis toxoid (PT) nicnsa geTokcukauii
INFLUENZAE TUMY OZIHOpPa30BOMY LUNPULY
B y KOMMNEKTi 3 ABOMA
ronkamn Ta 1 donakoHom
3 niogpinizatom (Hib) y
BaKyyMHiil CTepubHili
ynakosLj; no 1
BaKyyMHiil CTepubHili
YNaKoBLi Y KAPTOHHIi
Kopoo6ui
68. | IPMUHOTEKAH-BICTA | KOHUeHTpaT ans MicTtpan Kenitan Benuvka AkTasic ITanis ITanis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/14240/01/01
NPUroTYBaHHS PO3UNHY MeHemXMeHT BpuTaHis C.n.A. 3MiHM | TUNY - AGMIHICTPATUBHI 3MiHW. 3MiHa peuenmom
ANs iHdysili, 20 Mr/mn Nimiteq HalilMeHyBaHHs Ta/abo agpecy 3asBHVKa (BnacHuka
no 5 mn (100 mr) abo no peecTpauiiHoro noceigveHHs) (3miHa agpecw i
15 mn (300 mr), abo 25 Ha3BW 3as1BHMKA)
M (500 mr) y donakoHi;
no 1 dpnakoHy B
KapTOHHI Kopoo6Lli
69. | KAbWiN-A3 TabNeTKn XyBasibHi N0 Takega AC Hopgeris Takega AC Hopgeris BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 6e3 UA/12922/01/01
HIKOMEL 30, a6o no 60, abo no 3MiHM | TUMy - 3MiHK y NpoLeci BUPOGHMLTBA peyenma
OCTEO®OPTE 90 TabneToK y thakoHi; rOTOBOrO JiKapCbKOro 3acoby, BK/IYaoum
no 1 conakoHy B NPOMDKHUI NPOAYKT, L0 3aCTOCOBYETLCA NP
KapTOHHI Kopoo6Li BMPOGHMLITBI FOTOBOrO /liKApCbKOro 3acoby -
BBEEHHS 4,04aTKOBOI BUPOOHUYOI NiHiT;
3anponoHOBaHO: BMPOGHMYa MiHis 1 -
Q00079549/1,0 Ta foAaTKOBO BMPOGHUYA MiHiA 3 —
DN-000016478/1.0; 3miHu | TUny - 3MiHa po3mipy
cepii (Bk/HOYaloUM gianasoH po3Mmipy cepii) roToBoro
nikapcbKoro 3acoby - BBejeHHs1 40AaTKOBOro
po3mipy cepii: 1340 kr (BupobHuya niia 1) Ta
noaatkoBo 4020 kr (BupobHMya niHisa 3)
70. | KANMbUIYM®OMIHAT | po3uuH ans iH'ekuii, 10 EBEBE ®apma ABCTpIs EBEBE ABCTpis BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/1637/01/01
"EBEBE" mr/mn, no 3 ma (30 mr), lec.m.6.X. Hdpr. Papma 3MiHu | TMNy: 3MiHK Woao 6e3nekn/edekTUBHOCTI peyernmom
a6o 5 mna (50 mr), abo KIr fec.m.6.X. Ta hapmakoHarnsay. 3MiHa y KopoTkii
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(3BY)XXEHHS A0NyCTUMUX MeX)(3MiHa KpuTepiis
NPUIAHATHOCTI 3a NokasHWkamn «KonbopoBICTb»,
«pH» Ta «bakTepianibHi eHAOTOKCUHMW»); 3MiHU 3

AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYHOTbCSI BUNYCKY Cepii Ta KOHTPOJIO AKOCTI

roTOBOrO JIiKapCbKOro 3acoby (3amiHa abo

Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
no 10 mn (100 mr) B Hdpr. KI XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
amnyni; no 5 amnyny MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro
KapTOHHI KOpooLi 3acTOCyBaHHSA Ha nigcTasi perynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neKkn Nikapcbkoro
3acoby, abo focnifgxeHb 3 6e3neky 3acToCyBaHHs
nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios,
ab0 K pesynbTar OLiHKM 3BITY 3 fOCAIAKEHD,
npoBefeHnX BigNoBIAHO A0 NAaHy negiaTpUyHmX
pocnigpkeHs (PIP) (iHWi 3miHW)(BHeceHi o
IHCTPYKLii y po3ginu: "3aaTHiCTb BNAMBaTK Ha
LUBWAKICTb peakLii Mpy KepyBaHHi
aBTOTPaHCNoOpPTOM abo iHWMMK MexaHiamamu”
(peparyBaHHs), "lNo6iyHi peakuii” BigNoBigHO A0
OHOBJIEHOT iHhopMaLii 3 6e3nekn Ailo4oi peyoBUHM)
(TepMiH BefieHHS 3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPMKEHHS); 3MiHM | Tuny: 3MiHW Wwoao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHW)(PO34iNEeHHS IHCTPYKLiT ANnA dhNakoHIB Ta
amnys) (TepmiH BBEAEHHS 3MiH NPOTAroM 6-Tn
MicsiLiB nicns 3aTBepAKEHHS)
71. | KANNbUIYM®OMIHAT | po3unH ans iH'ekuii, 10 EBEBE ®apma ABCTpist BUPOGHMLTBO HimeyuunHa/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/1638/01/01
"EBEBE" mr/mn, no 3 mn (30 mr), lec.m.6.X. Hdr. Hepo3schacosa AscTpist 3MiHu 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. peyenmom
a6o 5 mn (50 mr), abo KIr HOI NPOAYKUIT, KOHTposb roToBOro fikapcbkoro 3acoby. 3miHa y
10 mn (100 mr), abo no nepBuHHA i MeToAax BUNPOOyBaHHSA rOTOBOrO JliKapCbKOro
20 mn (200 mr) y BTOPVHHA 3ac006y (iHWi 3MiHM y MeTofax BUNpobyBaHb
chnakoHi; no 1 dpnakoHy ynakoBka, (BKtOYaKOUM 3aMiHy @60 [OMNOBHEHHS))(3MiHN B
B KapPTOHHIiA KOpo6Lyi KOHTPO/b aHaNNTMYHNX MeToAMKax 3a NOKasHUKaMu
cepii: «lgeHTndikauis», «CynyTHi SOMILLKM» Ta
[aynt dapma «KinbkicHe BU3Ha4eHHs») (TepMiH BBeAEHHS 3MiH
Bonbdpartcxa NPOTArom 6-TW MiCALIB NIC/IA 3aTBEPAXKEHHS);
y3eH 'mM6X, 3MiHu 3 SKoCTi. FoTOBMIA NikapCbkuii 3aci6. 3MiHN y
HimeuuunHa; BMPOGHMLTBI. 3MiHa po3mipy cepii (Bk1to4akun
[03BiN Ha [ianasoH po3mipy cepii) roToBOro /likapCbKoro
BUMYCK Cepii: 3ac006y (iHLWi 3MiHK)(3MiHa po3mipy cepii
EBEBE 3aTBepxeHo: 60, (240) niTpiB; 3anpPONOHOBAaHO: Bif,
dPapma 200 po 1000 nitpi); 3miHK 3 siKOCTi. FoTOBUIA
lec.m.6.X. nikapcbkuii 3aci6. KOHTPOb roTOBOrO NikapCbKoro
Hdpr. KT, 3acoby. 3miHa napameTpiB cneyudikauii Ta/abo
ABCTpIA [OMyCTUMUX MEX roTOBOTO NiKapCbKoro 3acoby
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1

[0AaBaHHA AiNbHUL, Ha KA 3AiACHI0ETLCA
KOHTPO/b/BMNpOGYBaHHSA cepii)(BBeAEHHS
BMPOOHUKA roTOBOrO J1iKapCbKOro 3acoby, Lo
BiANOBIAAE 3a KOHTPO/b AKoCTi MaynT ®apma
BonbgparcxayseH M'M6X, HimeuunHa); 3miHun 3
siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOOHULTBI. 3amiHa abo BBEAEHHS 40AaTKOBOI
AiNbHULI BUPOBHMLTBA A1 YacTHM abo BCbOro
BMPOGHNYOro NpoLiecy roToBOro NikapCbKoro
3ac06y (AinbHWLA, Ha K NPOBOAATLCA Oy Ab-AKi
BMPOGHWYI CTagii, 3a BUHATKOM BUMYCKY cepii,
KOHTPO/IO SKOCTi Ta BTOPMHHOTO MakyBaHHS AN
CTEepW/IbHMX NiKapCbKnx 3acobis (BkOHaOUM
BMPOGEHI aCeNTUYHUM METOA0M), KPiM JTiKapChKUX
3aco06iB 6i0N10r4YHOro/iMyHO/OMNYHOr0 NOXOKEHHS)
(BBEAEHHSA BUPOGHMKA rOTOBOTO JiKapCbKOro
3aco6by, Lo Bignosigae 3a BUpobHuUTBO in bulk Ta
nepBuHHe nakyBaHHA MaynT ®apma
BonbgparcxayseH M'm6X, HimeuunHa) (TepmiH
BBE/IEHHS 3MiH MPOTAroM 6-Tv MicAUiB micns
3aTBEPMAXKEHHST); 3MiHM 3 sKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. 3MiHN y BUPOGHULTBI. 3amiHa
abo BBeAeHHA A0AATKOBOI AifIbHUL BUPOGHMLTBA
AN 4acTUHKM abo BCbOro BUPOBHNYOro npoLecy
rOTOBOrO /iKapCbKoro 3acoby (ainbHnusA ans
BTOPUHHOTIO NakyBaHHs) (3MiHa BUPO6HUKa
roToBOro Nikapcbkoro 3acoby, Lo Bignosigae 3a
BTOPVHHE NakyBaHHA [aynT ®apma
BonbgparcxayseH M'M6X, HimeuunHa); 3miHun 3
sKocTi. FOTOBWIA Nikapcbkuii 3aci6. Onuc Ta cknag,.
3MmiHa y cknagi (4oNOMiXHMX peyoBUHax) roToBOro
nikapcbKoro 3acoby (iHWi AONOMKHI peYoBUHN) -
Byapb-sika He3Ha4Ha 3MiHa KiJIbKiCHOro cknaay
[OMNOMDKHUX PEYOBWH Y FOTOBOMY JliKapCbKOMY
3aco06i(3MiHa KiflbKOCTi f,OMOMIKHOI Pe4OBUHM
HaTpito xnopuay.

BignoBigHi 3MiHW B IHCTPYKLii 4158 MeAUYHOro
3aCToCyBaHHA Y po3ain «Cknagy, «Jlikapcbka
hopmMa» (LLOA0 OCHOBHUX (Pi3NKO-XIMIYHUX
BNacTMBOCTEN); 3MiHM 3 IKOCTi. [O0TOBMI
nikapcbkuii 3aci6. KOHTpob roTOBOr0 NiKapCbKoro
3aco6y. 3MiHa napameTpiB cneyudikaii Ta/abo
[0NyCTUMUX MEX FOTOBOTO JliKapCbKOro 3acoby
(monoBHeHHs cnevmdikaLii HOBUM NOKa3HUKOM 3
Bi4NOBIAHMM MEeTOL0M BUNPOBYBaHHA)(40NOBHEHHS
cneumdikaLliin Ha BUNYCK Ta TEPMiH NPUAATHOCTI
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
HOBVM MOKa3HNKOM «[1p0o30picTb»); 3MiHW 3 AKOCTI.

[oTOBWIA Nikapcbkmii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3miHa napameTpis
cneuudikavin Ta/abo fonycTMMNX MeX roToBoro
nikapcbKoro 3acoby (iHWi 3MiHN)(3MiHM KpUTepIiB
NPUAHATHOCTI 3a NokasHWkamMn «Onuc» Ta «O6’em,
LLIO BUJTYHaAETLCSI»); 3MiHM 3 AKOCTI. [0TOBUIA
nikapcbkuii 3aci6. KOHTpob roTOBOr0 NiKapCbKoro
3aco6y. 3MiHa napameTpiB cneyudikaii Ta/abo
[0NyCTUMUX MEX FOTOBOrO JliKapCbKOro 3acoby
(3miHa 3HaxoAMTLCA No3a 3aTBEPAKEHNMN
[0NyCTUMUMU Mexamu cneuudikadiin)(3miHa
npocito AOMILLOK Ta KpUTEPIiB NPUAHATHOCTI
CynyTHix AoMiwok Ha N13) (TepMiH BBEAEHHS 3MiH
NPOTAroM 6-TW MiCALIB NIiC/A 3aTBEPAXKEHHS);
3MiHu 3 sKoCTi. FoTOBMIA NiKAPCbKNii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHM Y NpoLieci BUPO6HMLITBA
roTOBOrO fliKapcbKoro 3acoby, BKIoYaun
NPOMDKHUIA MPOAYKT, L0 3aCTOCOBYETLCS MNP
BMPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby (cyTTeBa
3MiHa y npoLeci BUPO6GHMLTBA, ika MOXe MaTu
iCTOTHWI BB Ha SAKICTb, 6e3neky Ta ethekTUBHICTb
nikapcbKoro 3acoby)(3miHa B npoLeci
BMpO6HULTBA) (TepMiH BBEEHHS 3MiH NPOTSArom 6-
TN MiCALB NicNa 3aTBEpPMAXEHHS); 3MiHN 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynoproBasibHWiA 3aci6. 3MiHa po3mipy
yNaKkoBKM rOTOBOTO J1iKapCbKOro 3acoby (3miHa
macwn/o6'eMy BMICTy KOHTeliHepa 6araTof030B0ro
CTEepU/IbHOTO JliKapCbKoro 3acoby (abo
0/1HO030BOr0, YaCTKOBOrO BMKOPUCTaHHS) Ta
6araTto030B0Oro /ikapcbkoro 3acoby
6i010ri4YHOr0/iMyHO/OMNYHOr0 NOXOMKEHHS AN
napeHTepasibHOr0 3aCTOCyBaHHS)(404aH0 2
ynakoBku (no 3 mn (30 mr) Ta 5 mn (50 mr) (TepmiH
BBEJEHHS 3MiH NPOTAroM 6-Tu MicAuiB nicns
3aTBEPAKEHHS); 3MiHM 3 AKOCTI. FoTOBUIA
nikapcbkuii 3aci6. KOHTpOob roTOBOrO NiKapCbKoro
3aco6y. 3MiHa napameTpiB cneyudikaii Ta/abo
[0NyCTUMUX MEX FOTOBOTO JliKapCbKOro 3acoby
(BUTyYEHHS NMOKa3HUKa, SKUIA MOXe MaTu iCTOTHWIA
BM/IMB Ha AKICTb FOTOBOrO NiKapcbKoro 3acoby)(
BUyYeEHO 3 cneumdikauii M3 nokasHyka
«lycTrHa»); 3miHu | Tuny: 3miHn WwWoao

6e3nekun/ethekTUBHOCTI Ta hapMakoHarnisgy. 3miHa

Y KOPOTKili XapakTepucTuLi JikapcbKoro 3acoby,
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
TEKCTi MapKyBaHHS Ta iHCTPYKLii 418 MegnyHOro
3aCTOCyBaHHSA Ha MigcTasi perynspHo
OHOBJIIOBAHOrO 3BITY 3 6e3neKu NikapCbKoro
3acoby, abo gocnigkeHb 3 6e3nekn 3acToCcyBaHHS
nikapcbKoro 3acoby B MicspeecTpaviiiHvin nepiog,
a60 Ak pe3ynbTar OLiHKM 3BITY 3 [OCAILKEHD,
npoBefeHnX BigNoBIAHO [0 NAaHy negiaTpuyuHmX
pocnipxeHb (PIP) (iHwi 3miHn)(BHeceHi go
IHCTPYKUIT y po3ginu: "3aaTHICTb BNAMBATU Ha
LUBWAKICTb peakLii Npy KepyBaHHi
aBTOTpPaHCMopTOM abo iHWMMKU MexaHizmamn'
(peparyBaHHs), "INo6IYHI peakwii" BiANOBIAHO A0
OHOB/IEHOI iHGhopMaLii 3 6e3neku Ailo4oi peyoBUHK)
(TepmiH BeAEHHSA 3MiH MPOTAroM 6-Tv MicsALiB nicns
3aTBEepMKEHHSR); 3MiHM | TUNy: 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHW)(PO34iTeHHS IHCTPYKLIT 418 hNakoHiB Ta
amnyn) (TepMiH BBEAEHHS 3MiH NPOTAroM 6-Tu
MicALIB MiC/1A 3aTBEPKEHHS)
72. | KAHAlIA PO34MH AN POTOBOI "neHmapk IHais neHmapk IHais BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 6e3 UA/8209/01/01
NopoXxHWHM 1 % no 15 PapmacboTrKan3 dapMacbiTUK 3MiHuM | TUNY - 3MiHa po3mipy cepii (BkNoUatum peyenma
M/ Yy dhlakoHax i3 nra. ans fita. [iana3oH po3mipy cepii) roTOBOrO /likapCbKoro
Npo6KoK-KpanenbHULLEH 3aco6y (3mMeHLweHHs Ao 10 pasiB) - BBEAEHHS
Ta KoBnaykom; no 1 [104aTKOBUX 3MEHLLEHMX PO3MIpiB cepii roTOBOro
hN1aKoHy B KapTOHHIi nikapcbkoro 3acoby 500 n Ta 100 n; 3aTBEPAXKEHO:
ynakoBLj 1000 n, 3anponoHoBaHo: 1000 1 (66 666
donakoHiB), 500 n (33 333 chnakoHis), 100 n (6 666
hnakoHiB). BBeieHHA 3MiH NpoTArom 6-tn
MicALiIB Nicnsa 3aTBepAKEeHHA
73. | KANIKOP® pPO3unH ANs iH'ekuii, 500 TOB "ONIOA" YkpaiHa [03BiN Ha Nartsis/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/12399/02/01
Mr/182,5 mr/5 mn; no 5 BMNYCK Cepil: Bonrapis 3MiHu | TUNY - AGMIHICTPATUBHI 3MiHW. 3MiHa kody peyenmom
M1 PO34MHY A5 iH'EKLi AT ATX (BHeceHi 3MiHW [0 IHCTPYKUiT 415 MEAUYHOIO
B 1 amnyni; no 10 amnyn «OnaitHdapm 3acTocyBaHHSA NikapcbKoro 3acoby y po3gin
Y KOHTYPHIiil YapyHKOBIl », NlatBisi; "dhapmakoTepaneBTMyHa rpyna. Kog ATX"
ynakosui; rno 1 BVMPOGHMLTBO BiANOBIAHO A0 MibXHapoHOI knacudikauii BOO3);
KOHTYPHIli YapyHKOBIA Hepo3schacosa 3MiHK | TURY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
YNakoBLi Y KApPTOHHIl HOI NPOAYKUIT, Ta hapmakoHarnsgy. 3miHa y KOpoTkii
nauui nepBrHHa Ta XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTI
BTOPWHHA MapKyBaHHs Ta iHCTPYKLiT 415 MeANYHOro
ynakoska: 3aCTOCyBaHHSA Ha MigcTasi perynspHo
AT OHOB/IKOBAHOTO 3BITY 3 6e3nekn NikapCbKoro
«Cothapma», 3acoby, abo gocnimkeHb 3 6e3nekn 3acTocyBaHHS
Bonrapis NiKapcbKoro 3acoby B nicispeecTpayiinnii nepiog,

abo K pe3ynbTar OLiHKM 3BITY 3 OCAIAKEHD,
npoBefeHnX BigNoBiAHO [0 NnaHy negiaTpuyuHmX
pocnigpkedb (PIP) (iHwi 3miHN) (BHeCeHi 3MiHM Ao
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
IHCTPYKL|i 415 MeAUYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby y po3ainu "B3aemogis 3
iHLWIMMK NiKapcbkMK 3acobamu Ta iHLWi BUAK
B3aemMogiin", "OcobaMBOCTI 3acTOCyBaHHS",
"Mepeno3yBaHHS" BigNOBIAHO A0 MaTepianis
peecTpauiiHoro A0ckLE)
74. | KNAPUTPOMILUVH nopoLLoK (cybcTaHuis) y BE3 dapmaxem Xopsartis Anembik IHAjs BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiais: - UA/7722/01/01
noAagiliHMX 4.0.0. dPapmaLeyTika 3miHa 3asBHMKa (BNacHvka peecTpauiiHoro
nonieTuIeHoBmX n3 Nimiteq, noceigueHHs) (3rigHo Hakasy MO3 Big 23.07.2015
naketax gns Ne460)
BMPOGHMLTBA
HecTepubHNX
nikapcbknx hopm
75. | KNNEKCAH® 300 PO34MH ANS iH'EKLA No TOB "CaHodi- Ykpaina DPAMAP XENC Icnanis/ BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/10143/01/01
10 000 aHTH-Xa MO/mn ABeHTIC YkpaiHa" KEAP HimeuyunHa YTOUHEHHS peecTpauiiiHol npoueAypu B Hakasi peyenmom
no3wmny CEPBICI3 MOS3 YkpaiHu Big, 22.12.2017
6araTto030BOMYy MALPWA, Ne 1716 B npoueci BHECEHHS 3MiH - 3MiHuM | Tuny:
dhnakoHi Ne 1 CAY., 3MiHu 3 IKOCTi. FOTOBWIA Nnikapcbkuii 3aci6.
Icnanis; CucTema KoHTelHep/3aKynoproBasibHWIA 3aci6.
CaHodhi- 3MiHa chopmun abo po3Mipy KOHTellHepa un
ABeHTiC 3aKynoproBasibHOro 3acoby (MepBUHHOI YNakoBKM)
[oliunang, (cTepunbHi nikapcbki 3aco6wm) (3miHa hopmu
v6X, KOHTeliHepa ans nignpmemcTea CaHodi-ABEHTIC
HimeuunHa [Loiiunang Mv6X (dhnakoHn no 6 mn) (Tepmi

BBEEHHS 3MiH MPOTAroM 3-x MicsLiB nicns
3aTBepKeHHs); 3MiHuM | Tuny: 3MiHM 3 SKOCTI.
[oTOBWIA nikapcbkuii 3aci6. 3MiHN Y BUPOGHULTBI.
3MiHM BUNpo6yBaHb abo A0NYCTUMMX MEX,
BCTaHOB/IEHUX Y cneuudikauisx, nig vyac
BMPOGHULITBA rOTOBOrO J1iKapCbKoro 3acoby (iHLui
3MiHK) (3MiHM BUNPOOGYBaHb Mg, Yac BUPOOHMLTBA
Ha nignpuemctsi CaHodi-ABeHTic [onunaHg MmoX
(3miiCHEHHS OLiHKM (Di3NYHMX BNacTUBOCTEN
npenapary y ®paHkdypTi Nig Yyac BUPOOGHMNYOro
eTany Il (po3sefeHHs); MpaHWYHI 3HaYeHHs 415
BU3HAYEHHS BMICTY KUCHIO HE3HAYHO Bifpi3HAETLCS;
'paHnyHi 3HaYeHHs A/19 06'eMy HANOBHEHHS Ha
nignpuemMcTsi y ®paHKdypTi HE3HaYHO
BiApi3HAeTbCA) (TepMiH BBEAEHHSA 3MiH NPOTAroM 3-
X MicsiLiB micns 3aTBepAKEHHS); 3MiHu | Tuny:
3MiHu 3 sKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW y
BMPOGHULITBI. 3MiHN BUNpPOOYBaHb abo A0NYCTUMUX
MeX, BCTAHOBJ/IEHMX Y crneuugikalisx, nig yac
BMPOGHMLITBA FOTOBOTO J1iKapCbKOro 3acoby
(mopaBaHHA HOBOrO MeTOAy BUNPOOYBaHHA Ta
gonyctummx Mex)(JofasaHHs HOBOro MeTogy
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1

BMNpo6yBaHHSA nig, Yac BUPOGHMLTBA FOTOBOIO
nikapcbKoro 3acoby Ha nignpuemcTsi CaHodi-
ABeHTic [loiiunang M6X (go i nicns KoXHoro
npouecy hinbTpauii NpoBOANTLCSA BUNPOOYBaHHSA
MeTOA0M NPSAMOro NOTOKY, sike BIAHOCUTLCS A0
BaslifoBaHoi NpoLesypy BUNPoGYBaHHA AN
nepesipku uinicHocTi inbTpiB) (TepmiH BBeAEHHS
3MiH NpoTArom 3-X MiCALB NiCNs 3aTBEPMKEHHS);
3MiHu | TUNY: 3MiHK 3 AKOCTi. FOTOBMIA NikapCbKuii
3aci6. 3MiHV y BUpOOHULTBI. 3MiHM BUNPOGyBaHb
abo [oMyCTUMUX MEX, BCTAHOB/IEHNX Y
crneuudikauisx, nig yac BUPO6HMLTBA FOTOBOr0
nikapcbKoro 3acoby (BUTyYEHHST HECYTTEBOIO
BMNpoOyBaHHA B NPOLECi BUPOGHMLTBA)(BUTYYEHHS
BMNPOBYBaHb "BigHOCHA LWiNbHICTL", "BMiCT
EeHoKcanapuHy Hatpito" i "BMicT 6eH3110BOro
cnupTy" Mig yac BUpoOHMULTBA Ha NiANPUEMCTBI
CaHodpi-ABeHTic Joiiunang M6X) (TepmiH
BBEJEHHS 3MiH NPOTAroM 3-x MicsLiB nicns
3aTBEpMKEHHS); 3MiHM | TUMy: 3MiHM 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3MiHM y BUPOOHULTBI.
3MiHa po3mipy cepii (Bk/roYatoun gianasoH po3mipy
cepii) roToBoro nikapcbkoro 3acoby (macwrab ans
niKapcbKoro 3acoby 6i0N10riYHOro/iMyHO0r4HOro
NOXOKEHHS 36i/1bLUMBCA/3MEHLUNBCA 63 3MiHN
BVMPOGHMYOro npouecy (Hanpuknag oyoioBaHHs
NiHii))(ana Bupo6Huka CaHodi-ABeHTic JoiunaHg,
"M6X — po3mip cepii 200 n) (TepmiH BBEAEHHS 3MiH
npoTArom 3-x MiCALIB MiCNa 3aTBEPAXKEHHS); 3MiHN
| Tuny: 3miHK 3 AKOCTi. FTOTOBUIA Nikapcbkuii 3aci6.
3MiHN y BUPOGHMLTBI. 3MiHK Y npoLeci
BMPOGHMLITBA FOTOBOTO /iKapCbKOro 3acoby,
BK/THOHAI0UM NPOMIKHWIA NPOAYKT, LU0
3aCTOCOBYETLCA NPV BUPOOHULITBI FOTOBOrO
nikapcbKoro 3acoby (iHwi 3MiHK)(3MiHa
MaKkCMMasIbHOrO Yacy yTpUMaHHs 415 BUPOOGHUYOro
npotecy abTepHaTUBHOroO BUpobHuka M3
CaHodpi-ABeHTic JoiiunaHg M6X) (TepmiH
BBEEHHS 3MiH NpoTAroM 3-x MicsLiB nicns
3aTBEPMKEHHS); 3MiHM | TUMy: 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3miHa y meTofax
BMNPOGYBaHHSI TOTOBOMO NMiKAPCbKOro 3acoby (iHLwi
3MiHM Y MeTogax BUNpobyBaHb (BK/1H0HYAKUMN 3aMiHY
ab0 [0NOBHEHHS))(3MiHa y MeTofi "BakTepiasibHi
€eHA0TOKCMHM") (TepMiH BBEAEHHS 3MiH NpPOTArom 3-
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

X MIiCALIB MiCNA 3aTBEPKEHHS); 3MiHM | Tuny:
3MmiHu 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO NiKapcbkoro 3acoby. 3miHa y
MeTofax BUNPO6yBaHHS rOTOBOrO /iKapCbKOro
3aco06y (iHWi 3MiHM y MeToax BUNpobyBaHb
(BKtOHAOUM 3aMiHy ab60 [ONOBHEHHS))(3MiHA Y
mMeTogi "CtepunbHicTb") (TepMiH BBEAEHHS 3MiH
npoTArom 3-x MiCALIB MiCia 3aTBEPAXKEHHS); 3MiHN
| Tuny: 3miHK 3 AKoCTi. FTOTOBUIA NiKapcbkuii 3aci6.
KOHTPO/Ib FOTOBOrO NiKapcbKoro 3acoby. 3miHa y
MeToAax BUNPoGyBaHHSA rOTOBOrO /iKapCbKoro
3aco06y (iHLWi 3MiHK y MeToAax BUnpobyBaHb
(BKtOYAKOUM 3aMiHY 260 AONOBHEHHS))(3MiHA Y
mMeToai "MexaHiuHi BK/IlOYEHHs (HEBUAUMI YacTkm)")
(TepMiH BBEAEHHS 3MiH NPOTAroM 3-X MicAILiB nicns
3aTBEPMKEHHS); 3MiHM | TUMy: 3MiHKM 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3miHa y meTofax
BMNPOGYBaHHSI TOTOBOMO NiKApCbKOro 3acoby (iHLwi
3MiHM Y MeTogax BUNpo6yBaHb (BK/1H0HYAKUMN 3aMiHY
ab0 [0NOBHEHHSA))(3MiHa y MeTogi "BigHocHa
ryctuHa") (TepmiH BBEAEHHS 3MiH NPOTArom 3-x
MiCAUIB Mic/a 3aTBepAXEHHS); 3MiHM | Tuny: 3MiHn
3 KoCTi. FoToBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /iKapCbKOro 3acoby. 3miHa y MeToAax
BMMNPOGYBaHHA rOTOBOrO MiKapCbKoro 3acoby (iHLwi
3MiHM Y MeToAax BUNpobyBaHb (BKIOYaOUM 3aMiHy
abo gonosHeHHs))(3miHa y meTogi "pH") (TepmiH
BBEJEHHS 3MiH NPOTAroM 3-x MicsLiB nicns
3aTBEpPKEHHS); 3MiHM | Tuny: 3MiHM 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOrO
nikapcbKoro 3acoby. 3MiHa y meTogax
BMNPOGYBaHHS rOTOBOrO NiKapCbKOro 3acoby (iHLwi
3MiHV Y MeTogax BUNpobysaHb (BK1HOHAKUMN 3aMiHy
abo gonoBHeHHA))( 3MiHa y MeTogi "laeHTudiikawis
HaTpito (YTBOPEHHSI ocady 3 Kaniem
nipoaHTimoHaTom)") (TepmiH BBEAEHHS 3MiH
npoTArom 3-x MiCALIB MiCNa 3aTBEPAXKEHHS); 3MiHN
| Tuny: 3miHK 3 AKOCTi. FTOTOBUIA Nikapcbkuii 3aci6.
KOHTPO/Ib FOTOBOrO NiKapcbKoro 3acoby. 3miHa y
MeToAax BUNPoGyBaHHSA rOTOBOrO /iKapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBEpPKEHUX MeTofax
BMNpobyBaHHA)(3MiHa y MeToAji "AHTu-hakTop Xa
aKTUBHICTb | AHTU-hakTop lla akTnBHICTL") (TepMmiH
BBEEHHS 3MiH NpoTAroM 3-x MicsLiB nicns
3aTBEPMKEHHS); 3MiHM | Tuny: 3MiHM 3 AKOCTI.
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[oTOBMIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOrO
nikapcbKoro 3acoby. 3MiHa y meTogax
BMNPOBYBaHHS rOTOBOIO NiKapCbKOoro 3acoby
(He3HayHa 3MiHa y 3aTBEpPAKEHUX MeTohax
BMNpoGyBaHHS)(3MiHa y MeTogi "laeHTrdikauis
eHoKcanapuHy HaTpilo (yTBOPEHHS ocagy 3
npotamiHom cynbarom)”) (TepmiH BBEAEHHS 3MiH
npoTArom 3-x MiCALIB MiCia 3aTBEPAXKEHHS); 3MiHN
| Tuny: 3miHK 3 AKoCTi. FTOTOBUIA NiKapcbkuii 3aci6.
KOHTPO/Ib FOTOBOrO NiKapcbKoro 3acoby. 3miHa y
MeToAax BUNPoGyBaHHSA rOTOBOrO /iKapCbKoro
3acoby (He3Ha4yHa 3MiHa y 3aTBEpPKEHUX MeTofax
BMNpobyBaHHsA)(3MiHa y MeTogi "laeHTudikauis Ta
KinlbKicCHWIA BMICT cnupTy 6eH3nniosoro”) (TepmiH
BBEEHHS 3MiH NpoTAroM 3-x MicsLiB nicns
3aTBEPMKEHHS); 3MiHM | TUMy: 3MiHKM 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3miHa y meTofax
BMNPOBYBaHHA rOTOBOrO /liKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX MeToAax
BMNPOGYBaHHSA)(3MiHa y MeTofi "BU3HaYeHHs
CTyneHs 3abapsneHHs pignHn") (TepmiH BBEAEHHSA
3MiH NpoTArom 3-X MiCALB MiCNs 3aTBEPMKEHHS);
3MiHu | TUNY: 3MiHK 3 AKOCTi. FOTOBMIA NikapcbKuii
3aci6. KOHTpO/1b FOTOBOro NiKapcbKoro 3acoby.
3MiHa y MeTofax BUNpPobyBaHHA rOTOBOrO
nNiKapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX MeTogax BUNpobyBaHH:)( 3MmiHa y
mMeToZi "Br3HaYeHHs MPO30pocCTi Ta CTyneHs
KaslaMyTHOCTI pignH") (TepmiH BBe4eHHSA 3MiH
npoTArom 3-x MiCALIB MiCNA 3aTBEPMKEHHS); 3MiHN
Il Tny: 3MiHM 3 SKoCTi. FOTOBWIA Nikapcbknii 3aci6.
3MiHV Yy BUpOBHULTBI. 3MiHK BUNpobyBaHb abo
[ONYCTUMMX MEX, BCTAHOB/IEHUX Y cneundikaLisix,
nig, Yyac BUPOGHMLITBA FOTOBOTO /iKapCbKOro 3acoby
(pO3LUMpPEHHS 3aTBEPMKEHUX AONYCTUMUX MEX ANs
MOKAa3HWKIB, AKi MOXYTb MaTuW iCTOTHUIA BNVB Ha
3arasibHy SKICTb FOTOBOrO NiKapCcbKoro 3acoby)(ans
CaHodpi-ABeHTic [oiiunang M16X — Bioburden -
<100 KYO/10 mn) (TepMiH BBEAEHHSA 3MiH MPOTATOM
3-x micsLiB nicns 3aTBepAKeHHS); 3miHu Il Tuny:
3MiHK 3 siKoCTi. FoTOBUIA Nikapcbkuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHy, Lo
CTOCYIOTbCSI BUNYCKY Cepii Ta KOHTPO/IO AKOCTI
roTOBOrO JliKapCbKOro 3acoby (3amiHa abo

AoaaBaHHA BUPOOHMKA, LLO Bignosigae 3a
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BBE3€EHHS Ta/abo Bunyck cepii) - Bkaroyatoum
KOHTPONb/BMNPOGYBaHHSA cepii AN NikapCbKoro
3aco6y 6i010riYHOro/iMyHONOMNYHOTO NOXOMKEHHS
Ta O4VH 3 METOAIB aHani3y, L0 3aCTOCOBYETLCS Ha
OinbHUU, €
6i0N0rYHUM/IMYHONOTYHUM/IMYHOXIMIYHUM
MeToAoM( AoAaBaHHS a/lbTEPHATUBHOTO
BMpo6HUKa 13 CaHodpi-ABeHTic JoinunaHg M'voX)
(TepMiH BBEAEHHS 3MiH NPOTAroM 3-X MicAILiB nicns
3aTBep/KeHHs); 3MiHu Il Tuny: 3MiHM 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOOHNLTBI.
3amiHa abo BBeEeHHs [0AATKOBOI Ai/bHUL
BMPOGHMLTBA A1 YaCTUHM abo BCbOro
BMPOGHNYOro NpoLiecy roToBOro ikapCbKoro
3aco6y (finbHWLSA, Ha SiKili NPOBOAATLCA By Ab-iKi
BMPOOHUYI CTagji, 3a BUHATKOM BUMYCKY Cepii,
NpoBefeHHs KOHTPOJO SKOCTi Ta BTOPUHHOTO
nakyBaHHs, 4151 NliKapCbKMX 3ac06iB
6i0/10r4YHOr0/iIMyHOMOrYHOrO MOXOKEHHS ab0o
nNikapcbknx dhopM KOMM/IEKCHOTO (CKNagHoro)
BMPOGHMYOro npovecy)(noaaBaHHs
aNbTepHaTMBHOIO BUpo6bHMKa 13 CaHochi-ABeHTIC
[Hoiunang Mm6X) (TepmiH BBEAEHHS 3MiH MPOTSAroM
3-x micAUiB nicnsa 3aTBEpKEHHS); 3MiHU | Tuny:
3MiHu 3 sKoCTi. FoTOBMIA NiKaPCbKuii 3aci6. 3MiHW y
BMPO6HULTBI. 3amiHa abo BBeAEeHHS 40AaTKOBOI
OiNbHULI BUPOBGHULITBA A/181 YACTUHN ab0o BCbOro
BMPOGHMYOro NPOLLECY FOTOBOTO JliKapCbKOro
3aco6y (AinbHMLA AN BTOPUHHOTO NakKyBaHHS)
(oofaBaHHA anbTepHaTUBHOroO BUPOGHUKa M3
CaHodpi-AseHTic foiiunang Mv6X) (TepmiH
BBEJEHHS 3MiH MPOTAroM 3-x MicsLiB nicns
3aTBEepAKEHHSR) + 3MiHu Il TUNY - 3MiHK WoAo0
6e3nekun/echeKTMBHOCTI Ta hapmakoHarnsagy.
3MiHM y KOPOTKili XapaKTepucTuL,i NikapcbKoro
3aco0y, TeKCTi MapKyBaHHA Ta iIHCTPYKUii ansa
Me[M4YHOrO 3aCTOCYBaHHSA Y 3B’A3KY i3 HOBUMMU
[aHUMU 3 SIKOCTi, AOK/IHIYHUMU, KNiHIYHUMK
AaHMMU Ta gaHUMK 3 hapmakoHarnsagy - 3MiHu
BHECeHi A0 IHCTPYKLii y po3ainu: "MokasaHHA"
(yTouHeHHs), "®apmakosioriyHi BnacTuBocTi"
(peparyBaHHs), "lMpoTunokasaHHA"
(peparyBaHHs), "B3aemopif 3 iHWMMK
nikapcbkuMun 3aco6amu Ta iHWi BUAn
B3aemopiii" (pegaryBaHHs), "Oco6MBOCTi

3acTocyBaHHA", "3acToCcyBaHHSA y nepiof,
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

BariTHOCTi a60 roayBaHHA rpyano”
(peparyBaHHs1), "Cnoci6 3actocyBaHHs Ta Ao3u"
(peparyBaHHs), "lMepego3yBaHHA"
(peparyBaHHs), "MoGiuHI peakuii". BHeceHHA
3MiH npoTsrom 3-x MicsiliB 3 gatn
3aTBepPAKEHHSA.

76.

KOAENCUH

Tabnetku no 10
TabneTok y 6nictepi; no
1 6nicTepy B nauuj 3
KapTOHY

TOB "®apma
Crapt"

Ykpaina

TOB "®apma
Crapt”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiais:
3MiHuM Il Tuny - 3MiHK Woao 6e3nekun/edekTUBHOCTI
Ta (hapmakoHarnsgy. BHeceHHs abo 3miHa(u) Ao
3060B'A3aHb Ta YMOB BMAaYi peecTpauiintHoro
NnocBiAYeHHA, BKtoYaroun MiaH ynpasniHHA
pv3ukamu (3aCTOCyBaHHS 3MiH(1), ski(a)
BMMaratTb(€) NOAaNbLIOTO 06I'PYHTYBaHHS HOBMMM
[04aTKOBUM JaHUMW, L0 MaloTb HagasaTucs
KOMMETEHTHUM OpraHoM, OCKi/IbK1 BUMaraeTbCs
CyTTEBA OL|iHKA KOMMETEHTHUM OpraHom) -
BrkoHaHHs 3060B'A3aHb BiAMNOBIAHO A0 MiANYHKTY
1.13 nyHKTY 1, nignyHKTY 2.3 NyHKTY 2 gogatky 15
[0 NopsgKy NpoBeAeHHs eKCcnepTusun
peecTpauiiHux MaTepiasiiB Ha nikapcbki 3acobu, Lo
noAanTbCs Ha fepXaBHy peecTpauiio
(nepepeecTpadito), a TakoX ekcrnepTusn martepianis
NpOo BHECEHHS 3MiH 10 peecTpauiiHnx MaTepianis
NpoTAroMm fii peecTpauiiHoro NocBigYeHHs,
3aTBepAKeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)

3a
peyerimom

UA/11812/01/01

717.

KOHBYNEKC 300 Ml
PETAP/],

TabneTku, BKpUTI
MN/1iBKOBOI 060/0HKOI0,
NPO/IOHroBaHoI fii no
300 wmr; no 50 TabneTok
Y KOHTelHepi 3
nonietuneny; no 1
KOHTeliHepy B KOPOO6L; 3
KapTOHY

TOB "BAJIEAHT
OAPMACBIOTIKA

n3"

YkpaiHa

BMPOBHMLTBO,
MapKyBaHHS,
nakyBaHHs1,
KOHTPO/b
SAKOCTI:
.. dapma
v6X,
ABCTpIS;
BUPOGHUK,
BignoBigasibHN
7 3a BUNyCK
cepii:

.. dapma
vm6X, ABCTpis

ABCTpist

BHECEHHS 3MiH 4,0 peecTpavyiiHnx martepianis:
3MmiHu Il Tuny - 3MiHK Wopao 6e3nekn/edheKTNBHOCTI
Ta (hapmakoHarnsgy. BHeceHHs abo 3miHa(u) Ao
3000B'A3aHb Ta YMOB BMAaYi peecTpauiintHoro
NocBiAYEHHS, BKIoYarun MnaH ynpaeniHHA
pu3vKamu (3acTocyBaHHs 3MiH(W), AKi(a)
B/MaratTb(€) NoganbLIoro 06rpyHTyBaHHS HOBMMM
[04aTKOBUM JaHVMK, L0 MaloTb HagaeaTucs
KOMMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs
CyTTEBA OLLiHKA KOMMETEHTHUM OpraHom)
(BukoHaHHs1 3060B's13aHb BiAMNOBIAHO A0 NiAMYHKTY
2.3 nyHKTYy 2 gogatky 15 no Mopsigky nposefeHHs
eKCrnepTn3n peecTpaliiHnx MmaTepiasiiB Ha
nikapcbki 3aco6u, L0 NoAalTbCs Ha AepXaBHY
peecTpadito (nepepeecTpaLito), a Takox
eKCrnepTM3n MaTepiasliB MPo BHECEHHS 3MiH A0
peecTpauiiiHux MaTepiasiiB NpoTAarom aii
peecTpauiiHoro NocBifYeHHs, 3aTBEPXKEHOr0
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii

3a
peyenmom

UA/6671/01/01
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Haka3y MOS3 Big 23.07.2015 Ne 460)
78. | KOHBY/NEKC 500 MI' | Tabnetku, BKpuUTI TOB "BANIEAHT Ykpaina BMPOGHMLITBO, ABCTpif BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/6671/01/02
PETAP/ NNiBKOBOIO 060/TI0HKOIO, SAPMACBIOTIKA MapKyBaHHS, 3MiHu Il Tuny - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI peuenmom
NPOJIOHroBaHoI Aii no na" nakyBaHHs, Ta (hapmakoHarnsgy. BHeceHnHst abo 3miHa(n) oo
500 wr; no 50 TabneTok KOHTPO/1b 3060B'A3aHb Ta YMOB BuJauvi peecTtpauiiHoro
Y KOHTelHepi 3 SAKOCTI: NoCBIAYEHHS, BKIOYatoun MNnaH ynpasiHHA
nonietuneny; no 1 .. dapma pvi3vKkamu (3acTocyBaHHs 3MiH(K), ski(a)
KOHTelHepy B KopobLyi 3 rm6X, BMMaratoTb(€) NOAabLIOrO 06rIPYHTYBaHHS HOBUMMU
KapTOoHY ABCTpIst; [04aTKOBUM i@aHMMK, L0 MatloTb HagaBaTuca
BMPOGHUK, KOMMETEHTHVM OpraHoM, OCKiflbKM BUMaraeTbCs
BiAnoBigasbHU CYTTEBA OLjiHKa KOMMNETEHTHUM OpraHoMm)
i 3a BUNYyCK (BrKOHaHHSA 3060B'A3aHb BiANOBIAHO A0 NiANYHKTY
cepit: 2.3 nyHKTY 2 popatky 15 go MNopsaky nposefeHHs
.. dapma eKcnepTu3n peecTpauiiHnx MaTepianis Ha
'M6X, ABCTpis nikapcbki 3ac06M, L0 NOAATLCA Ha AEPXaBHY
peecTpadito (nepepeecTpawito), a Takox
eKcrnepTn3n MaTepiasiis Npo BHECEHHSA 3MiH 40
peecTpauiiiHux maTepiasnis NpoTarom gii
peecTpauinHOro NoCBiAYEHHS, 3aTBEPAKEHOTO
Hakazom MO3 Big, 26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne 460)
79. | KOPBA/IMEHT® Kancysm m'ski no 0,1 r MAT "KuiBcbknii Ykpaina MAT Ykpaina BHECEHHS 3MiH 4,0 peecTpavyiiHnx martepianis: 6e3 UA/3969/01/01
Ne10, Ne30 (10x3), Ne20 | BiTamiHHWIi 3aBOA" "KniBCcbkuii 3MiHu | TMNY - 3MiHK 3 SKOCTi. FoTOBUIA NiKapCbKNi peyenma
(20x1), Ne60 (20x3), BiTAMiHHWI 3aci6. Onuc Ta cknag,. 3miHa y cknagi (40MoMKHUX
Ne80 (20x4) y 6nictepax 3aBog"

pevoBMHAX) rOTOBOrO NiKapCbKoro 3acoby (iHLwi
3MiHW) — BU/TYYEHHSI KOHCEPBAHTIB
MeTunnaparigpokcnbeHsoar (E 218)
Mponinnaparigpokcnbensoat (E 216) 3i cknagy
XXeNnaTnHoBOI 060/I0HKU. 3MiHW A0 iIHCTPYKLiT ANns
MeAMYHOro 3acTocyBaHHA y po3gain "Cknag"
(BUNyYEHHS KOHCEPBAHTIB 3i CK1a4y XenaTUHOBOI
060/10HKM) Ta SK HACcNifoK - 3MiHWN B po34ini
"Mo6iuHi peakuii” . AK HACMILOK - 3MIHW B TEKCTI
MapKyBaHHS YNakoBKV NikapCbKoro 3acoby.
BBeneHHs 3MiH npoTarom 3-x micsuiB nicns
3aTBEPAXKEHHS. 3MiHN | TUny - 3MiHW 3 SKOCTI.
[oToBUMIA Nikapcbkuit 3aci6. Cuctema
KOHTeliHep/3akKynoptoBasibHWiA 3aci6. 3miHa po3mipy
yrNaKkoBKWU FOTOBOrO NiKapCbKoro 3acoby (3MiHa
KiNbKOCTi ognHMupb (Hanpukiag TabeTok, amnyn
TOLLIO) B ynakoBLi:) - 3MiHa no3a iana3oHom
3aTBEPLKEHNX PO3MIPIB YNaKkOBKWN — BBEAEHHS
[,04aTKOBOro po3mipy ynakosku J13: Ne20 (20x1);
Ne60 (20x3); Ne80 (20x4) y 6nictepax. BBegeHHs
3MiH NPOTArom 3-X MIiCALIB MiCNA 3aTBEPLKEHHS.

3MiHu | TMny - 3MiHK Woao 6e3nekn/edPeKTUBHOCTI
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Ta chapmakoHarnsagy (iHwi 3miHn) - 3amiHa
rpachiyHOro 306pakeHHs1 ynakoBKy Ha TeKCT
MapKyBaHHS YNakoBKV NikapcbKoro 3acoby.
BBefeHHst 3MiH NpoTArom 3-x MicsuiB nicns
3aTBEPAKEHHS.
80. | KO-CEHTOP® TabneTku, BKpUTI BAT "l'efeoH YropwmHa BMNYCK cepil: YropwumHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/10087/01/01
NNiBKOBOIO 060/I0HKOIO, PixTep" BAT "TepeoH Monbwa 3MiHM | TMNy - 3MiHK 3 SIKOCTi. [OTOBMIA NikapCbKui peyernmom
50 mr/12,5 mr, no 10 PixTep", 3aci6. CtabinbHicTb. 3MiHa y TepMiHax NpuAaTHOCTI
Tabnetok y 6nictepi, no YropLimHa; a60 ymoBax 36epiraHHs roTOBOr0 J1ikapCbKOro
3 6nicTepn B KAPTOHHIN TOB "TepeoH 3acoby (3miHa B ymoBax 36epiraHHs rOTOBOro
ynakoBLj PixTep nikapcbKoro 3acoby abo nicns
Monbwa", PO3UMHEHHS/BIAHOBNEHHS) (3MiHA B ymMOBax
Monbwa 36epiraHHs M13) (TepMiH BBEAEHHS 3MiH NPOTArOM
(KOHTpO/b 6-T1 MicALIB nicnsA 3aTBeppKeHHs); 3MiHu | Tuny -
SAKOCTI, [03BIN AAMiHICTpaTNBHI 3MiHW. 3MiHa Ha3BW NiKapCbKoro
Ha BUNYyCK 3acoby (6yno - KO-CEHTOP) (TepmiH BBEAEHHS
cepit; 3MiH NPOTAroM 6-TW MICALIB NiC/1A 3aTBEPIXEHHS);
BUPOGHMLTBO 3MiHuM | TUNYy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI
Hepo3schacosa Ta chapmakoHarnsagy (iHwi 3mMiHu) (BHECEHHSA
HOro He3HaYyHVX pefakLiiHiX NpaBoK [0 TEKCTY
NPOAYKTY, MapKyBaHHS BTOPVUHHOT ynakoBku) (TepmiH
nepBuHHA BBE/EHHS 3MiH MPOTAroM 6-Tv MicALiB nicns
ynakoBka, 3aTBEPMKEHHS)
BTOPWHHA
ynakoBka)
81. | KO-CEHTOP® TabneTku, BKPUTI BAT "'efeoH YropwmHa BMNYCK cepil: YropwumHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/10087/01/02
NNiBKOBOIO 060/TI0HKOIO, PixTep" BAT "TepeoH MonbLa 3MiHu | TUNY - 3MiHKW 3 IKOCTi. FoTOBUIA NiKapCbKUi peyernmom
100 mr/25 wmr, no 10 PixTep", 3aci6. CTabinbHICTb. 3MiHa y TepMiHax NpuAaaTHOCTI
TabneTok y 6nicTepi, no YropLyHa; abo ymoBax 36epiraHHsA roTOBOro /1iKkapCbKoro
3 6icTepun B KAPTOHHiIl TOB "TeneoH 3acoby (3miHa B ymoBax 36epiraHHs roToBOro
ynakoBLj PixTep nikapcbKoro 3acoby abo nicns
Monbwa", PO3UYMHEHHS/BIAHOBNEHHS) (3MiHA B ymMOBax
Monbwa 36epiraHHa M13) (TepMiH BBEAEHHSA 3MiH NPOTArOM
(KOHTpO/Ib 6-Tn MicsLIB NicNsA 3aTBEPAKEHHS); 3MiHM | TRy -
SAKOCTI, [103BiN AAMiHICTpaTUBHI 3MiHW. 3MiHa Ha3BW NiKapCbKoro
Ha BUNyCK 3acoby (6yno - KO-CEHTOP) (TepMiH BBEAEHHS
cepir; 3MiH MPOTArOM 6-TW MICALB NIiC/1A 3aTBEPAXKEHHS);
BVMPOGHMLTBO 3MiHn | TUNYy - 3MiHK Woao 6e3nekn/edeKTBHOCTI
Hepo3schacosa Ta chapmakoHarnsagy (iHwi 3mMiHu) (BHECEHHSA
HOro He3HaYHVX pefakLUiiHiX NpaBoK [0 TEKCTY
NPOAYKTY, MapKyBaHHS BTOPVMHHOT ynakosku) (TepmiH
nepBuHHa BBE/IEHHS 3MiH NPOTAroM 6-Tv MicsALiB nicns
ynakoBka, 3aTBEPMKEHHS)
BTOPUHHA
ynakoBKa)
82. | KPAMN/I 3E/IEHIHA Kpanni opasbHi no 25 M MPAT YKpaiHa MPAT YKpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 6e3 UA/8872/01/01
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y chnakoHax "®ITOPAPM" "OITOPAPM" 3MiHM | TMNy - 3MiHa y MeTodax BUNPO6yBaHHS peyenma
rOTOBOrO JlikapCbKoro 3acoby (iHLi 3MiHW Y
MeTofax BMNpobyBaHb (BK/IYao4umM 3aMiHy abo
[OMOBHEHHSA)); CYNyTHA 3MiHa: 3MiHa napameTpis
cneuudikauin Ta/abo fonycTUMNX MEX FOTOBOrO
nikapcbKoro 3acoby (iHwWi 3MiHW); 3MmiHK Il TNy -
3MiHa BMPOGHUKa BUXiZAHOro/NnpoOMKHOrO
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMpo6HUYOMY npoueci ADl, abo 3miHa BUpOGHMKA
(BKIOvatoun, fie Heob6XigHO, MicLe NPOBEeAEHHS
KOHTposito sikocTi) A®I (3a BigcyTHOCTI cepTudiikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [0CbE)(BBEAEHHS HOBOIO
BMpOGHMKa A®| 3 HagaHHAM MacTep-thaiina Ha
Adl)
83. | KPOMY NAXy4Yoro nnogu no 50 ry naykax MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 6e3 UA/2257/01/01
nnoaun 3 BHYTPILLHIM NakeTom; PapmaneBTUYHA $apmaneBTUY 3MiHW | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenma
no 3 1y ginbTp-nakeTi; thabpuka "Biona" Ha thabpuka HalilMeHyBaHHs Ta/abo agpecy 3asiBHVKA (BNlacHMKa
no 20 chinbTp-nakeTiB y "Biona" peecTpaLiiHoro noceigyeHHs) (3miHa agpecu
navui 3asBHVKa)
84. | KCTAHAI Kancynu no 40 mr, rno 28 Actennac ®apma | HigepnaHgn | BMPOGHMLTBO CLUA/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/14503/01/01
Kancyn y 6nictepi; no 1 Opon B.B. bulk: HigepnaHamn 3MiHM | TMNy - 3MiHW 3 SIKOCTi. [OTOBWMIA NikapCbkni peyenmom
6nicTepy B KAPTOHHOMY KataneHt 3aci6. CTabinbHicTb. 3MiHa y TepMiHax nNpuAaTHOCTI
dyTnspi; no 4 dapma a60 ymoBax 36epiraHHs roTOBOrO J1iKapCbKOro
KapTOHHUX PyTAsSpn y ConoLHc, 3acoby (36iNbLUeHHs TepMiHY MPUAATHOCTI FOTOBOro
KapTOHHIN nauui NNC, CWA; nikapcbKoro 3acoby) - 115 Toproeoi ynakoBku
nepBuHHe (nigTBEPAXYETLCA AAHUMU peanbHOro yacy)
nakyBaHHS: (36iNbLLEHHS TEPMiIHY NPUAATHOCTI FOTOBOTO
MexkepKuH nikapcbKoro 3acoby 3 2-x A0 3-x poki) (TepMiH
KooppauHeiito BBE/leHHs 3MiH NpoTArom 6 micauis nicns
pc, INC, CWA 3aTBEPAKEHHS); 3MiHU | TUNY - 3MiHM 3 SKOCTI.
abo [oTOBWIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Y
AHpepcoHbpe TepMiHax NpuAaTHOCTi abo ymoBax 36epiraHHs
KOH IHK., CLUA; roTOBOrO /likapCbKOro 3acoby (iHLWi 3MiHN)
BTOPVHHE (36iNbLUEHHS TEPMiIHY NPUAATHOCTI NliKapCbKOro
nakyBaHHs1, 3acoby y nakysaHHi "in bulk" (kancynu ynakosaHi B
BMNYCK Cepil: nonieTuneHoBi naketTu 3 9-Tm Ao 12-Tn micAuiB)
AcTtennac
Papma HKOpon
B.B.,
Higepnanan
85. | JIASBOPVH® cnpeit HasanbHWiA, 1,18 TOB "CaHodi- YkpaiHa IcTiTyTO AIE ITanis BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 6e3 UA/3590/01/01
Mr/ma no 10 mny ABeHTiC YkpaiHa" Anxeni C.p.n. BUMpPaB/IEHHS TEXHIYHNX NMOMWUIOK Y MYHKTi 2 peyenma

CKNAHOMY 6a/10HYMKY 3
[,03Yt0UMM MPUCTPOEM;
no 1 6a/I0HYMKY B

«KiNbKiCTb Ait040I PEYOBUHM», TEKCTY MapKyBaHHS
BTOPUHHOI YNakoBKW NikapCbKoro 3acoby
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KapTOHHI Kopoo6Lli
86. | IA®EPOBIOH cnpeii HasasbHWiA No TOB "®3 Ykpaina TOB "$3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 6e3 UA/13779/03/01
100000 MO/mn no 5 mn "BIODAPMA" "BIO®APMA" 3MiHuM | TUNYy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI peyenma
y hnakoHi, Ta thapmakoHarnagy (iHwi 3MiHn) (BHECEHHS 3MiH
3aKynopeHomy [10 TEKCTY MapKyBaHHS: BUIyYEHHSA TEKCTY
MiKpo403aTopoMm- MapKyBaHHS POCIliCbKOH0 MOBOIO, 3 paHiLLl
posnuaoBayem; no 1 3aTBEPAKEHOr0 YKPaiHCLKOK Ta POCINCbKO
ch/1akoHy y nauui 3 MOBaMU, & TaKoX BHECEHHS HEe3HAYHUX
KapTOoHY peAakuifiHnX NpaBoK A0 TEKCTY MapKyBaHHA y
3B'AA3Ky 3 MApPKETMHIOBOK MOJITUKO)
87. | NTA®EPOBIOH Kpanni HasasbHi No TOB "®3 Ykpaina TOB "$3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 6e3 UA/13779/02/01
100000 MO/mn; no 5 mn "BIO®APMA" "BIO®APMA" 3MiHK | TURY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI peyenma
y thriakoHi, Ta thapmakoHarnsgy (iHwi 3mMiHW) (BHECEHHS 3MiH
3aKynopeHomy [10 TEKCTY MapKyBaHHS: BUIyYEHHSA TEKCTY
MiKpOA03aTOpPOM- MapKyBaHHS POCIliCbKOH MOBOIO, 3 paHiLLl
KpanenbHuueto, no 1 3aTBEPKEHOr0 YKPAiHCHKOI Ta POCIACHKOI0
chnakoHy y nauui 3 MOBaMK, & TaKoX BHECEHHS HE3HAYHUX
KapToHY peAakuifiH1X NpaBoK Ha NePBUHHY Ta BTOPUHHY
yMaKoBKK)
88. | IEBOLUVH-H pO34unH ANs iHgysiid, no TOB Ykpaina Heposdacosa peuisi/ BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/12842/01/01
500 mr/100 mn no 100 "®APMACEN" HWIA NPOAYKT, Ykpaina 3MiHun | TUNY - 3MiHK 3 AKOCTi. FOTOBUIA NiKapCbkuii peyenmom
M abo 150 mny nepBuHHA 3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
dhnakoHi, No 1 dpnakoHy ynakoBKa, iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY cepii Ta
B NnayLi 3 KApTOHY BTOPWHHA KOHTPOJI0 SIKOCTi FOTOBOrO /liKApPCbKOro 3acoby
ynakoBka, (3amiHa abo foaaBaHHS BMPOGHMKA, LU0 BiAnoBigae
KOHTPO/b! 3a BBE3€eHHA Ta/abo BMNycK cepii) - Bkaovatoun
BIOCEP C.A. KOHTPONb/BUNPOGYBaHHS cepii - 3aMiHa BUPOGHWKA,
MAPEHTEPA BiAMOBIAA/IbHOrO 3a KOHTPO/Ib Ta BUNyckK cepii J13.
nconwHc BBeneHHs 3MiH NpoTarom 3-x micsuiB nicns
IHOACTPI, 3aTBEPMKEHHS. 3MiHW | TUny - 3MiHM 3 AKOCTI.
Ipeuis; [oTOBMIA NiKapcbkuii 3aci6. 3MiHW y BUPOOHNLTBI.
KoHTposib, 3MiHa iMnopTepa/3miHu, L0 CTOCYIOTLCS BUMYCKY
BMNYCK cepil: cepii Ta KOHTPOIO SAKOCTi FOTOBOrO NiKapCbKOro
TOB "HIKO", 3acoby (3amiHa abo fofaBaHHsA AiNbHULI, Ha Kl
Ykpaina 3[iACHIOETLCS KOHTPO/IL/BUNPOGYBaHHS cepii) -

BBEEHHS AiNbHUL, Ha SiKili 34jACHI0ETbCA
KOHTpO/b/BMNpo6YyBaHHSA cepii /13:
3anponoHosaHo: BIOCEP C.A. MAPEHTEPA/
CO/MOWHC IHOACTPI, Mpevjis. BBeAeHHSA 3MiH
nNpoTArom 3-X MiCAUIB MiC/1A 3aTBEPMAKEHHS 3MiHu |
TMny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
3MiHN Yy BUPO6HMLTBI. 3amiHa abo BBEAEHHS
[04aTKOBOT AiNbHULI BUPOGHMLTBA 4151 YACTUHN
ab0 BCbOro BUPOGHNYOro NpoLiecy roToBoro
nikapcbKoro 3acoby (AiNbHULSA, Ha SAKi
npoBoAsATbCs Byab-ski BUpO6HMUI cTagji, 3a
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BMHATKOM BUMYCKY Cepii, KOHTPO/IO SKOCTi Ta
BTOPVHHOIO NakyBaHHA 4151 CTEPUTbHNX
nNiKkapcbknx 3acobis (BKIOHAOUM BUPOOB/IEHi
acenTUYHUM METOLOM), KPiM Mikapcbkux 3acobis
6i010ri4YHOro/iMyHO/ONYHOTO MOXOKEHHS).
CynyTHs1 3MiHa- 3MiHM 3 SKOCTi. F0TOBMIA
nikapcbkuii 3aci6. 3MiHN y BUPOGHMLTBI. 3amiHa
abo BBeAEeHHA A0AATKOBOI AifIbHUL BUPOGHMLTBA
AN YacTUHKM abo BCbOro BUPOBHNYOro npoLecy
rOTOBOrO /iKapCbKoro 3acoby (ainbHnusa ans
BTOPVHHOIO NakKyBaHHSA). BBeAEHHS 3MiH NPOTArom
3-x MicsILiB nicns 3aTBepKeHHS. 3MiHU 3 AKOCTI.
oTOBMIA NiKapcbkunii 3aci6. 3MiHW y BUPOOHULTBI.
3MiHM y npoLieci BUPO6HMLTBA FOTOBOrO
NiKapcbKoro 3aco6y, BKIOHaKUM NPOMiKHUIA
NPOAYKT, L0 3aCTOCOBYETLCS NPW BUPOOHULITBI
rOTOBOrO Jlikapcbkoro 3acoby (iHLi 3MiHW) - 3aMiHa
BMPOOHUKA, BiANOBILaIbHOMO 3a BUPOOHMLTBO
Hepo3dgracoBaHO! NPOAYKLi, NEPBMHHE Ta BTOPUHHE
nakyBaHHs, BifMoBigHO, 3i 3MIHOI peXumy
cTepunisadii, L0 3aTBEPAXXEHWIA Ha HOBIW AiNbHUL,
a came: cTepunisauito 34ICHIOTb B
aBTOMaTMYHOMY pexuMi npu Temnepatypi 110 0C
npotsirom 106 XBUNNH. BBegeHHS 3MiH NpoTArom 3-
X MIiCALIB MiCNA 3aTBEPMKEHHSA. 3MiHu | Tuny -
3miHu 3 aKkocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudgikadii Ta/abo gonycTummx
MeX, BU3Ha4YeHuX y crneumndikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BupobHuutTea APl
(iHWi 3MiHW) - HE3HaYHI 3MiHK Y cneuudikauit
BXiIHOro KOHTposo A®| 3a NOKa3HMKOM
«P034MHHICTb», «MBY» npuBeaeHo y BiANOBIAHICTb
0o AOY/EP 5.1.4. 3miHn | Tuny - 3MiHM 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax
cneuudikauii Ta/abo AONYCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BupobHuutTea APl
(monoBHeHH: crevumdikalii HOBUM NOKa3HUKOM
AKOCTi Ta BiAMOBIAHUM METOA0M BUNPOOYBaHHS) -
[ONOBHEHHSA cnevmdikayii BXigHOro KoHTposito Ad|
nokasHukom «bakTepiasibHi eHAO0TOKCUHMWY 3riAHO
marepianis 3aTBepAyKeHoro Bupo6bHuka «Neuland
Laboratories Limited», IHgia (QPY/EP, 2.6.14,
meTod A). 3MiHu | Tuny - 3miHun 3 AkocTi. API.
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peecmpayiliHo
20
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KoHTponb A®I. 3miHa y meTogax BUNnpobyBaHHs
A®| abo BMxigHOro MaTepiany/MpoMiXHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoteci Bupo6HuuTea AP (iHwi 3MiHM B MeTogax
BMNpoOyBaHHA (BK/TOYaoum 3amiHy abo
[OMOBHEHHSA) AN peareHTy, L0 He CNPUYUHSIE
iCTOTHOrO BNMBY Ha skicTb A®I) - 3amiHa meToay A
Ha mMeTog, C B ONUCi BU3HAYEHHSA BMICTY BaXKKUX
mMeTanis 3rigHo AdY 2.4.8., B MeTOANLi BU3HAYEHHS
3a/IMLLKOBOTO BMICTY OpraHiyHUX PO34YMHHUKIB
ONTMMI30BaHO NPUroTyBaHHS BUNPOOOBYBAHOTO
pO34MHY Ta BHECEHI pefaKLiiiHi npaBku LWoa0
hopMy/In po3paxyHKy; BHECEHO ONUC METOANKMN
BM3HAYEHHS cynbartHoi 3011 y BignosigHocTi Y
2.4.14; BHECEHO ONUC BU3HAYEHHS BMICTY BOAN Y
cybcTaHUil 3 nocunaHHaM Ha oy 2.5.12 Ta
BHYTPILLHIO AOKYMeHTAaL,to NiANPUEMCTBA; 3a
nokasHnkom «Jlomiwku B (nesodpriokcauuHy
kap6oHOBa KM1C10Ta» 3aMiHa 3aTBEPLKEHOI
METOAVKN BU3HAYEHHS HA METOAUKY BUPOOHMKA
Quimica Sintetica S.A., IcnaHia (4PY/EP 2.2.29);
nokasHuK «Onmc» Ans 060x BUPOOHUKIB CybCTaHLi
y cneyudikauii BXigHOro KoHTposio 6yB
npuBELEHWI [0 OAHIET pefakLii, sika He cynepeunTb
MoHorpadii USP Levofloxacin. 3miHu | Tuny - 3MiHu
3 AkocTi. A®l. KoHTponb A®l. 3MiHa y napameTpax
cneuudikauii Ta/abo AONYCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BupobHuutTea APl
(3BY)XEHHS AONYCTUMUX MEX, BUSHAYEHUX Y
cneumdikauii) -
3BY)XXEHHSA AOMYCTUMMUX MEX Y cnevudikaui
BXifHoro koHTposnto APl (ana supobHuka «Neuland
Laboratories Limited», IHAjis1) nokasHWKOM
«CynpoBifHi AOMILLK/» - HOPMYBaHHS
iAeHTNiKoBaHMX JOMILLOK 3BY)XXEHO BifNoBIAHO JO
marepianiB BUpobHuka, Ta «CynbgatHa 3ona» -
3BY)XXEHO kpuTepii. 3MiHW | TUNY - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOrO
nikapcbkoro 3acoby. 3MiHa napameTpis
cneuudikayin Ta/abo foNyCTUMUX MEX FOTOBOIO
nikapcbKoro 3acoby (iHWi 3MiHW) - rapMoHi3avis
meTogiB aHanisy AdY i3 EP, BHeceHO peakuiliHi
3MiHM B NOCW/IaHHAX B cneuundikadiio Ta metoam
KOHTPO/1t0 AkoCTi Ha J/13. 3Minu |l Tuny - 3MiHn 3
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akocTi. A®l. BupobHuLTBO. 3MiHa BUPOOHMKa
BMXi4HOro/MPOMiXKHOro NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYIOTLCS Y BUPOBHMYOMY npoueci AdI,
abo 3miHa BUpOGHYKa (BKNtoYarouu, ge HeobxigHo,
MicLie NpoBeeHHs KOHTPOI SKkocTi) AdI (3a
BiCYTHOCTI cepTudikata BignoBigHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaKeHOMy
[ocbe)(BBeAEHHS HOBOrO BUpo6bHUKa Ad| 3
HafaHHAM macTep-chaiina Ha A®I) - BBeEHHSs
anbTepHatuBHOro BupobHuka APl Kimika CiHTeTika
C.A., IcnaHisi. BBefeHHs 3MiH NpoTAroM 3-x Micsilis
nicns 3aTBepkeHHs. 3MiHa 3asBHMKa (BnacHuKa
peecTpauiiHoro noceigyeHHs). BBefeHHs 3miH
npoTsArom 3-X MicsLiB Nicas 3aTBEepKEHHS.

89.

NIHE3IA

TabneTku, BKpUTI
NAiBKOBOK 060I0HKOH,
no 600 mr no 5 TabneTok
y 6nicTepi, no 1
6nicTepy y KapTOHHIl
Kopoo6Li

CKAH BIOTEK
nTh

IHais

BadgHa
dapmacbloTika
nc ntga,.

IHais

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM Il TMny - 3MiHK Woao 6e3nekun/edekTUBHOCTI
Ta (papmakoHarnsgy. BHeceHHst abo 3miHa(un) oo
3060B'A3aHb Ta YMOB Buaudi peecTpauiiHoro
noceig4YeHHs, Bktoyaroun Mnax ynpasniHHA
pr3nkamu (3aCToCyBaHHS 3MiH(1), aki(a)
B/MaratoTb(€) NofanbLioro 06rpyHTyBaHHA HOBUMU
[04aTKOBUM JaHUMK, L0 MaloTb HagasaTucs
KOMMETEHTHVM OpraHoM, OCKi/IbKM BUMaraeTbCs
CyTTEBA OL|iHKA KOMMETEHTHUM OpraHom) -
BrikoHaHHs 3060B'A3aHb BiANOBIAHO A0 MiANYHKTY
1.13 nyHKTY 1, nignyHKTY 2.3 NyHKTY 2 gogartky 15
[0 MNopsfKy NpoBefeHHs ekcnepTnsun
peecTpavuiiiH1X MaTepiasiiB Ha flikapcbki 3acobwu, Lo
noAatnTbCA Ha AepXaBHy peecTpadiio
(nepepeecTpadiio), a TakoX ekcrnepTu3n martepianis
Npo BHECEHHS 3MiH [0 peecTpauiliHnx martepianis
NpOTAroMm fii peecTpauiiHoro NocBig4YeHHs,
3aTBepAKeHoro Hakaszom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)

3a
peyenmom

UA/11532/01/01

90.

NIHESIA

TabneTkn, BKPUTI
NAiBKOBOI 060I0HKOH,
no 600 mr in bulk Ne
1000 (5x200): no 5
Tabnetok y 6aictepi, no
200 6nicTepiB y
KapTOHHI Kopobuj; in
bulk Ne 1000: no 1000
TabneTok y
KOHTeliHepax

CKAH BIOTEK
nTa

IHais

BadgHa
dapmacbloTika
nc nTpa,.

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHu |l Tuny - 3MiHK Woao 6e3nekn/ed)eKTMBHOCTI
Ta (papmakoHarnsgy. BHeceHHst abo 3miHa(un) oo
3060B'A3aHb Ta YMOB Buaui peecTpauiiiHoro
nocBig4YeHHs, BKIoYatoun MnaH ynpaeiHHA
pu3nkamu (3aCToCyBaHHS 3MiH(1), ski(a)
BMMaratoTb(€) NOJasIbLIOTO 06I'PYHTYBAHHSA HOBYMM
[00aTKOBUM Ai@aHNMK, L0 MatoTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCsl
CyTTEBA OL|iHKA KOMMETEHTHUM OpraHom) -
BUKOHaHHS 3060B'A3aHb BiAMOBIAHO A0 NigNYHKTY

UA/11533/01/01
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20
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1.13 nyHkTy 1, nignyHkTy 2.3 NyHKTY 2 gogatky 15
£o MopsAaky NpoBefieHHA ekcnepTuan
peecTpauiiiHux MaTepiasiiB Ha nikapcbki 3acobu, Lo
noAalTbCs Ha AePXaBHY peecTpaviio
(nepepeecTpauito), a Takox ekcnepT3n Matepianis
NpO BHECEHHS 3MiH 10 peecTpauiliHnx MaTepianis
NPOTAroMm fjii peecTpauiiHoro NocBigYeHHs,
3aTBepMAxeHoro Hakasom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakasy MO3 Big 23.07.2015 Ne
460)

91.

NIHO3NA,

pO34unH ANns iHdysiid, 2
mr/mn, no 300 mny
dhnakoHi; no 1 chnakoHy
B KapTOHHI kopobui

YOPA[,
MEAMLIMH INAY
CAH. BE TIDXK.

AL

TypeuyunHa

Medap Inau
CaH. A.LL.

TypeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHu | TUNY - AGMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asBHVKa (BnacHuka
peecTpaujiiiHoro noceigueHHs) (3miHa agpecu
3asBHUKA (BNAcHMKa peecTpauiiHoro nNocBig4yeHHs1)

3a
peyenmom

UA/14840/01/01

92,

NONEPAMIA

Tabnetku no 2 wmr; no 10
TabneTok y 6nictepi; no
2 6nictepu B navi

MAT
"Knismegnpenapa
g

YkpaiHa

MNAT
"Kuismegnpen
apat”

YkpaiHa

BHECEHHS 3MiH 4,0 peecTpavyiiHnx martepianis:
3MiHu Il Tuny - 3miHK Woao 6e3nekun/edpeKTUBHOCTI
Ta (hapmakoHarnsgy. BHeceHHs abo 3miHa(u) Ao
3000B'A3aHb Ta YMOB BMAaYi peecTpaujiintHoro
NocBiAYEHHS, BKIoYarun MnaH ynpaeniHHA
pu3vKamu (3acTocyBaHHs 3MiH(W), Aki(a)
B/MaratTb(€) NoganbLIoro 06rpyHTyBaHHS HOBMMMU
[04aTKOBUM JaHVMK, L0 MaloTb HagaeaTucs
KOMMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbes
CyTTEBA OL|iHKA KOMMETEHTHUM OpraHoMm) -
BrkoHaHHs 3060B'A3aHb BiANOBIAHO A0 MiANYHKTY
1.13 nyHkty 1 gopatky 15 fo MNopsaky nposefeHHs
eKCrnepTn3n peecTpaliiHnx MmaTepiasiiB Ha
nikapcbki 3aco6u, L0 NoAalTbCs Ha AepXaBHY
peecTpadito (nepepeecTpaLito), a Takox
eKCrnepTM3n MaTepiasliB MPo BHECEHHS 3MiH A0
peecTpauiiiHux MaTepiasiiB NpoTAarom aii
peecTpauiiHoro NocBifYeHHs, 3aTBEPXKEHOr0
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne 460)

6e3
peyenma

UA/7581/01/01

93.

NOMEPAMIJ-
3]0POB'SA

TabneTkn no 2 mr no 10
TabneTok y 6nictepi; no
1 abo no 2 6nictepu B
KapTOHHiiA KOpo6L

ToBapucTeo 3
0bMexeHot
BiANOBIAA/ILHICTIO
"®apmMaueBTNnYHa
KOMMaHis
"3popos'a”

Ykpaina

ToBapucTBO 3
obmexeHo
BignoBigasbHi
CTHo
"®apmaueBTu
YHa KOMNaHis
"3p0pos'a”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHM | TUMY - NOAAaHHSA OHOB/IEHOTO cepTudikaTty
BignosigHocTi €E® No. R1-CEP 2009-362-Rev 00
015 [io40i pevyoBrHK nonepamigy rigpoxnopuay

Bif] 3aTBEPAKEHOr0 BUPOOHMKA 3 YTOYHEHHAM
HaliMeHyBaHHs BUPOOHWKA, | K HACNifA0K 3MiHM B
cneumdikaLii Ta MeTogax BXiAHOro KOHTPO/IIO 3a

MOKa3HNKOM «3a/TMLLKOBA KifIbKiCTb OpraHivyHmx

PO3UMHHUKIBY»; CYNYTHA 3MiHa: 3MiHa Y napameTpax
cneumdikauii Ta/abo AONYCTUMUX MEX,
BM3HAYEHUX Yy cneymdpikauisix Ha A®l, abo

6e3
peyenma

UA/1674/01/01
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

BUXIAHWA/NPOMDKHUIA NPOAYKT/peareHT, Wwo
BVKOPVCTOBYIOTHCSA Y npoueci BupobHuutea Adl;
3MiHa y MmeTogax BunpobysaHHA APl abo BUXigHOIO
marepiany/npomMiKHOrO NPOAYKTy/peareHTy, Lo
BMKOPWCTOBYETLCA y NpoLieci BUpo6HuuTBa AdI
(iHWi 3mMiHM y MeTofax BUNPobyBaHHA (BK/IHOYaoUn
3amiHy abo JonoBHeHHs) Ad| abo
BWXIiAHOrO/MPOMIXXHOIO NPOAYKTY); 3MiHu | Tuny -
3MiHa HaliMeHyBaHHS Ta agpecy BUPOGHYKa Airoyol
peyoBMHM Nonepamigy rigpoxnopuay; 3Miiu | Tuny -
3MiHa y meTogax BunpobyBaHHs Adl abo BrXigHOro
mMatepiany/npomMiKHOro NpoAyKTy/peareHTy, LWo
BMKOPWCTOBYETLCA Y NpoLieci BupobHuutea AdI
(He3HauHi 3MiHN y 3aTBEpKEHNX MeToAaXxX
BUNPOBYBaHHSA); 3MiHU || TUNy - 3MiHa BUPOGHMKa
BUXIAHOTO/NPOMIXXHOrO NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHMYOMY npoueci AdI,
a60 3MiHa BMPOGHWMKa (BKNOYaKoun, Ae HeobxigHo,
MicLie NpoBeAeHHS KOHTPOIO aKocTi) AdI (3a
BiICYTHOCTI cepTudpikaTa BignoBigHOCTI
€Bponelicbkiil hapmakonei y 3aTBepaXeHoOMY
[ocbe)(BBEAEHHS HOBOroO BMPOGHNKa Ad| 3
HagaHHAM mMacTep-ghaiina Ha A®l) - fogaHO HOBOrO
BMpPOBHUKA Ajto40T pevyoBMHN nonepamigy
rigpoxnopuay 3 HaganHam DMF, i sk Hacnigok
BBEAEHHSA A0 crneuudikauii Ta MeToaiB BXigHOro
KOHTPO/I0 MOKa3HMKa «3a/INLLIKOBI KiSIbKOCTI
OpraHiYHMX PO3YMHHMKIB» A1 3a3HAYEHOTO
BMPOGHUKA; CynyTHSA 3MiHa: 3MiHa y mapameTpax
cneuudikauii Ta/abo AONYCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYHOTLCA Y Npoueci BupobHuuTea AdI;
3MmiHa y MeTogax BunpobysaHHa APl abo BMXigHOro
marepiany/npomMiKHOro NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpo6bHuLTBa AdDI
(iHWi 3miHM y MeTogax BUNpobyBaHHA (BKIKOYAKUM
3amiHy abo JonoBHeHHs) Ad| abo
BUXIAHOro/NPOMIXHOIO NPOAYKTY)

94.

NOPICTA® H 100

TabneTku, BKpUTI
N/1iBKOBOK 060/10HKOI0,
no 100 mr/12,5 mr no 10
TabneTok y 6nictepi; no
3 abo no 6 6nictepiB y
KapTOHHI Kopobuj; no
14 Tabnetok y 6nictepi,

KPKA, 4.4., Hoso
MecCTo

CnoBeHisa

KPKA, a.4.,
HoBo mecTo

CnoBeHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHu | TUNY - 3MiHKM 3 SKOCTI. FOTOBUIA NiKapCbKuii
3aci6. CtabinbHicTb. 3MiHa y TepMiHax NpuAaaTHOCTI
a60 ymoBax 36epiraHHs FOTOBOrO J1iKapCbKOro
3aco06y (36i/1bLUeHHS TepMiHY NpMAATHOCTI FOTOBOro
nikapcbKoro 3acoby) - [ns Toprosoi ynakoBKu
(NigTBEPMKYETHCA AAHUMY peasibHOro Yacy)

3a
peyerimom

UA/12084/01/01




75

Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
no 2 abo no 4 6nictepu (36iNbLLEHHS TEPMiIHY NPUAATHOCTI FOTOBOrO
Y KapTOHHIli kopobui; no nikapcbKoro 3acoby (3 3-x go 5-1u pokis) (TepmiH
15 Tabnetok y 6nictepi, BBEJEHHS 3MiH NPOTAroM 6-Tu MicAUiB nicns
no 2 a6o no 4 a6o no 6 3aTBEPAKEHHS)
6nicTepiB y KAPTOHHIN
Kopobui
95. | MEOQUXPOHAN®- rpaHym, nakeT Ne 1 ta MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiais: 6e3 UA/6504/01/01
AAPHNLUA naket Ne 2 y nayui; 7 "®apmaueBTnyHa "®apmaueBTn 3MiHu | TUNY - cuctema peyenma
naketis Ne 1 ta 7 ipma "JapHuus” yHa chipma KOHTeliHep/3akynopoBasibHW 3aci6 - BUTYyYeHHS
naketis Ne 2 y nauui; 21 "AapHnus” neperopogkM 3 nayky no 7 naketis Ne 1 ta 7
naket Ne 1 ta 21 naket naketiB Ne 2 y nayuj
Ne 2 y nauui
96. | MEAPOJITIH pO34nH gns iH'ekuin, 30 YOPN4 TypeyunHa dapmaBixH TypeyunHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/14770/01/01
Mr/mn no 1 M posynHy MEAVUWVH INAY CaH. Be Tigx. 3MiHW | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peuyenmom
B amnyni; no 5 amnyny CAH. BE TIAX. A.LL. HaliMeHyBaHHS Ta/abo agpecy 3asBHUKa (BNacHUKa
KOHTYPHIlA YapyHKOBIlA A.LL. peecTpavuiiiHoro noceigyeHHs) (3miHa agpecu
ynakosui; rno 1 3asBHKA)
KOHTYPHIli YapyHKOBIA
YyNakoBLi B KAPTOHHI
Kopo6Li
97. | MINMICTAH BIA TabneTkn, BKPUTI Mini Xenckepe Benuka Menpo IHAjs BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 6e3 UA/2435/02/01
KALUMKO 060s10HKOI0, No 10 Niviteq BpuTtaHis dapmacbloTrK 3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa peyenma
Tabnetok y 6nictepi; no anc lMpisat HalilMeHyBaHHs1 Ta/abo agpecu MicLs NPOBaXEHHS
2 6nictepn y KapTOHHIl Niviten AiSNbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
Kopoo6Li NiKapCbKOro 3aco6y, BKIOYAKUN Ai/TbHNL BUMYCKY
cepii abo MicLe NpoBeAeHHS KOHTPOJIHO AKOCTI.
(aisnbHIiCTb, 3a AKy Bignosigae BMPobHuK/iMMopTep,
BK/IO4A0UM BMMNYCK cepiid) (TepMiH BBEAEHHS 3MiH
NPOTAroM 6-TW MICALIB NIiC/IA 3aTBEPOAXKEHHS);
3MiHn | TURY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsagy (iHwi 3miHn) (3mMiHa TekcTy
MapKyBaHHS B 3B'3Ky 3 MPUBELEHHAM HanncaHHs
afipecvt BUPO6HWKa Yy BignoBigHICTb 40 BUCHOBKY
040 NiATBEPKEHHS BiANOBIAHOCTI YMOB
BMPOGHMLTBA /13 BUMOram Has1IeXHoi BUPOOHUYOT
npakTukn) (TepmiH BBEAEHHS 3MiH NPOTAroM 6-Tu
MicsiLiB Micns 3aTBepAKEHHS)
98. | MIPAMICTUH nopoLUokK (cybcTaHuis) y MeraiHdapm ABCTpist TOB Pocilicbka BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: - UA/8901/01/01
naketax X "IHdpameq" depepauis 3MiHa 3asiBHMKa (BNnacHuKa peecTpauinHoro
nonieTuneHoBmx s noceigyeHHs) (3rigHo Hakazy MO3 Big 23.07.2015
BUPOGHMLTBA Ne 460)
CTEpUbHUX Ta
HecTepusbHNX
NiKapcbknx hopm
99. | HAPOMIH PO34uH ANS iH'eKLiR, 2 AcTtpa3eHeka Ab Lseuis AcTpa3eHeka AscTpanis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/9384/01/01
mr/mn no 100 mn y MTi 14 3MiHM | TMNY - 3MiHa HaliMeHyBaHHs Ta/abo aapecu peyenmom
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Ymosu

Homep

Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Bionycky

peecmpayiliHo
20
nocsi0YeHHs1

KOHTeliHepi; no 1
KOHTEeWHepy B KOHTYPHIi
YapyHKOBIli ynakoBLii; no
5 KOHTYPHMX YapyHKOBUX
YMaKoBOK Y KapTOHHii
nauui

MiCLiA NPOBaKEHHS AiS/IbHOCTI BUPOOHMKA
(BkntOYaKoUM, 3a HeOBXiAHOCTI, MicLie MPOBeAEHHS
KOHTPO/I0 SIKOCTI), a60 BacHMKa MacTep-taiina Ha

Adl, abo noctavansHuka API/BMXigHOTO
marepiany/peareHTy/npoMikKHOro NPOAYyKTY, Lo
3acTOCOBYOTLCS Y BUpoOHULTBI A®l. BBegeHHsA
3MiH NpoTArom 6-Tn micauis nicna
3aTBEPAKEHHS

3a

UA/13702/01/01

100.

HEOI'ABIH 150

kancynu no 150 wmr, no
10 kancyn y 6nictepi, no
3 abo no 6 6nicTepis B
nauui 3 KapToHy

TOB "®apma
Crapt"

YKpaiHa

TOB "®apma
Crapt”

Ykpaina

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHM | TNy - nogaHHsa HoBoro CEP Ne RO-CEP
2016-189-Rev 01 gnsa A®I nperabaHiny Big,
3aTBEpPKEHOro BUPO6HYVKa; 3MiHU | Tuny - 3MiHa Y
napameTpax cneyudikaui Ta/abo gonycTuMmx
MEX, BU3HA4YeHNX y crneumndikayisx Ha Adl, abo
BUXIiQHWIA/NPOMKHUIA NpoayKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Yy npoueci BUpobHuutea Ad|
(iHWi 3miHW); 3MiHK | TUNY - 3MiHa y NapameTpax
cneumdikauii Ta/abo AONYCTUMUX MEX,
BM3HAYeHUX y cneumdikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYHOTLCA Y Npoueci BupobHuutea AdI;
CYNyTHS 3MiHa: 3MiHa Y MeTogax B1NpobyBaHHSA
A®I| abo BuxigHOro MaTepiany/MpoMixXHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuutea A®I (iHWwi 3MiHM y meTogax
BMNPOBYBaHHSA (BK/THOHa0UM 3aMiHy abo
[0NOBHEHHS)) APl abo BMXiAHOrO/MPOMIXXHOTO
NpPOAYKTY); 3MiHKM | TURy - nogaHHsA HoBoro CEP Ne
RO-CEP 2016-181-Rev 01 gnsa A®| nperabaniHy
Bif, 3aTBEPAKEHOr0 BUPOOHUKA; 3MiHM | Tuny -
3MiHM 3 SKOCTI. [0TOBWIA Nikapcbkuii 3acib. Onuc Ta
cknag

peyenmom

3a

UA/13702/01/02

101.

HEOrABIH 75

Kancynu no 75 mr, no 10
Kancyn y énictepi, no 3
abo no 6 6nictepis B
nauvj 3 KapToHy

TOB "dapma
Crapt"

Ykpaina

TOB "dapma
Crapt"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHu | TNy - nogaHHs HoBoro CEP Ne RO-CEP
2016-189-Rev 01 gns A®I nperabaHiny Big,
3aTBEPKEHOr0 BUPOOHMKA; 3MiHM | TUNY - 3MiHa Y
napameTpax cneuucikauii Ta/abo gonycTuMmnx
MEX, BU3HAUYEHNX Y crneumdikayisx Ha Adl, abo
BUXIiQHWIA/NPOMKHUIA NpoayKT/peareHT, Wwo
BMKOPVCTOBYIOTBCS y Npovueci BUpobHuuTea Ad|
(iHWi 3miHW); 3MiHK | TUNY - 3MiHa y NapameTpax
cneumdikauii Ta/abo AONYCTUMUX MEX,
BM3HA4YeHUX y cneyudpikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuytea Adl;

CYMYTHS 3MiHa; 3MiHa Y MeToax BUNPo6yBaHHs

peyenmom
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

A®| abo BuxigHOro matepiany/npoMixXHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BUpobHuuTBa APl (iHWi 3MiHK y MeToAax
BMNpobyBaHHA (BK/IOYaOUM 3amiHy abo
[0noBHEHHS) AP abo BKXiAHOro/NPoOMKHOrO
NpoAyKTY); 3MiHKM | TUNy - nogaHHsA HoBoro CEP Ne
RO-CEP 2016-181-Rev 01 gnsa A®| nperabaniny
BiJl 3aTBEPKEHOr0 BUPOOHWKA; 3MiHU | TUny -
3MiHM 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6. Onuc Ta

cknag

102.

HEO-NMEHOTPAH®
DOPTE

Cyno3uTopii BariHasbHi,
no 7 cynosutopiis y
6nicTepi B KAPTOHHIl
KopooLi

EkcenTic Xencke
C.J.

IcnaHis

Ekcenric lnay
CaHai Be
TimpxapeT

AHOHIM
LipkeTi

TypeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHM | TUNY - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI
Ta chapmakoHarnsgy. BeegeHHs abo 3miHu o
y3aralbHeHVX faHnx npo cuctemy
thapmakoHarnaay (BBefieHHs y3araslbHeHUX faHux
npo cuctemy dpapmakoHarnsgy, amiHa
YNOBHOBaXeEHOI 0co6w, BiANOBiAabHOT 3a
3AiicHEHHs1 chapMakoHarnsay; KOHTaKTHOI 0co6u 3
hapMakoHarnsgy 3asBHUKa Ans 34INCHEeHHS
thapmakoHarnagy B YKpaiHi, AKLLO0 BOHA BigMiHHA
Bif, yNOBHOBaXKeHOT 0co6Mu, BiANOBiAaIbHOI 3a
3[jicHeHHs hapmakoHaraay (BKIyatoum
KOHTaKTHi fjaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemun chapmakoHarnsgy) - Airoua
pefakuisi: HaropHa KatepuHa IBaHiBHa.
MponoHoBaHa pepakuin: boHaap Onbra BitaniiBHa.
3MiHa KOHTaKTHUX AaHuX

3a
peyenmom

UA/5477/01/01

103.

HITPOINILEPUH

TabneTkn cyoAiHrBasIbHI
no 0,5 mr no 40
TabneTok y KOHTelHepi;
no 1 KoHTeHepy B nauuj
3 KapTOHY

MpAT "TexHonor"

YkpaiHa

MpAT
"TexHonor"

YkpaiHa

BHECEHHS 3MiH 4,0 peecTpavyiiHnx martepianis:
3MiHu | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu 3asBHUKa (BNacHUKa
peecTpaLiiiHoro Noceig4veHHs) (3miHa agpecun
3asBHVKa) (TepMiH BBeZeHHS 3MiH NPOTArom 6-Tu
MicAUIB Micna 3aTBepKeHHS); 3MiHu | Tuny -
AOMIHICTPATUBHI 3MiHW. 3MiHa HaliMEHYBaHHS
Ta/abo agpecy MicLsi NMPOBAKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro NikapcbKoro
3aco6by, BK/IYaK4M AiNbHALI BUNYCKY cepii abo
MicLie NPoBeEeHHS KOHTPOIIO AKOCTI. (LisNbHICTD,
3a Ay Bignosifae BUPOGHUK/IMNOPTEP, BKIKOYAKOUN
BMNYyCK cepiit) (3MiHa agpecu BupobHuka /13, 6e3
3MiHK micuA) (TepmiH BBEAEHHSA 3MiH NPOTArom 6-Tu
MicsLIiB MiCN1sA 3aTBEPKEHHS)

6e3
peyenma

UA/6393/01/01

104.

HILEPIOniH

TabneTkn, BKpUTI
060/10HKO0, NO 10 Mr no
10 Tabnetok y 6nictepi;
no 3 6nictepun B nayLi

MAT "Tannucpapm”

YkpaiHa

MAT
"Tanuudapm”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavliiHux maTepiais:
3MiHu | TUNy - 3MiHa nepiogy NOBTOPHUX
BMNpo6yBaHb/nepiody 36epiraHHa abo ymMoB
36epiraHHa A®I (3a BiACYTHOCTI y 3aTBEpAKEHOMY

3a
peyenmom

UA/5252/01/01
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

[0cbe cepTudikaTa BignoBigHOCTI EBPONECHKIi
dhapmakonei, Wwo BKIoYa€e nepiog NOBTOPHOIO
BUNPOBYBaHHS) -

BHECEHHS 3MiH A0 p.3.2.S.7. CTabinbHicTb,
30Kpema: 3a3HavyeHHsi yMOB TPaHCMOpPTyBaHHA A1
A®| HiueproniH: TpaHCNopTyBaHHA Npu
Temnepartypi Big - 20 C go + 40 C npoTsrom 1
Micaus

105.

HOJbIMA3A®

Tabnetku
racTpope3nCTEeHTHI Mo
20 mr no 14 TabneTtok y
6nictepi; no 1 a6o no 2,
abo no 4 6nictepn y
KapTOHHIA KOpoo6Li

KPKA, a.4., Hoso
MECTO

CnoseHisa

KPKA, a.4.,
HoBso mecTo

CnoBeHis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHM | TUMY - 3MiHKW, NOB'A3aHi 3 HEOBXigHICTIO
npuBefeHHs y BiANOBIAHICTb A0 MoHorpadii AdPY
abo €ponelicbkoi hapmakonei, abo iHwoT
HaLujioHasbHOT hapmakonei gepxasu €C -
BWIyYeHHs i3 cneuundikadii APl (3.2.5.4.1.2
Common Specification of the finished product
manufacturer) TecTy «PO3UMHHICTb», & TaKoX
BU/TYYEHHS TeCTy «Baxki MeTanu» (Skuii
KOHTpoNtoBascs BUPO6HNKOM APl ASMF KRKA,
d.d., Novo mesto, BianoBigHO A0 BUMOr MoHorpadii
«Pantoprazole sodium sesquihydrate» EP).
MoHorpadist Ha A®I, 3a3HaveHa B YMHHIli Bepcii
EP, He MiCTUTb BU3HAYEHHS TECTY «Baxkki MeTann»,
Yy 3B’A3KY 3 UMM BUPOGHUKOM ByNo HagaHo
CTaTUCTUYHWIA aHani3 cepiii Ha TecT «Baxki
MeTasIn» 3 OLHKOK PU3KKY LLOAO iX BMICTY, LLO
[a/10 MOX/IMBICTb BUTYYUTU JaHWIA NOKa3HWK 3
PYTMHHOIO KOHTPO/IHO

3a
peyenmom

UA/7955/01/01

106.

HONbIMA3A®

TabneTkun
racTpope3nCTeHTHI No
40 mr no 14 Tabnetok y
6nictepi; no 1 a6o no 2,
abo no 4 6nictepn y
KapTOHHiiA KOpo6Ll

KPKA, a.4a., Hoso
MecTo

CnoBeHis

KPKA, 4.4.,
HoBo mecTto

CnoBeHisi

BHECEHHS 3MiH 4,0 peecTpavyiiHnx martepianis:
3MiHM | TUMy - 3MiHKW, NOB'A3aHi 3 HEOOXiAHICTIO
npuBefeHHs y BIANOBIAHICTL A0 MOHorpadii Y
abo €Bponeicbkoi papmakonei, abo iHLWoT
HauioHas1bHOT hapmakonei gepxasu €C -
BUNYy4YeHHs i3 cneuudikauii A®l (3.2.5.4.1.2
Common Specification of the finished product
manufacturer) TecTy «PO34MHHICTb», & TaKoX
BUTyUYEHHS TecTy «Baxkki meTanu» (Skuii
KOHTpO0BaBCst BUPO6GHNKOM APl ASMF KRKA,
d.d., Novo mesto, BignoBigHoO [0 BUMOr MOHOrpadii
«Pantoprazole sodium sesquihydrate» EP).
MoHorpacpis Ha A®I, 3a3HaveHa B YMHHI Bepcil
EP, He MiCTUTb BU3HaueHHs TeCTy «Baxki MeTanu»,
y 3B’13Ky 3 YUM BUPOOHMKOM 6Yy/10 HafaHo
CTaTUCTUYHUIA aHaUTi3 cepiil Ha TecT «Baxki
MeTasIn» 3 OLHKOK PU3KKY LLOAO iX BMICTY, IO
0210 MOX/IUBICTb BUTYYUTU AAHWIA NOKa3HWK 3
PYTUHHOIO KOHTPOJIIO

3a
peyenmom

UA/7955/01/02




79

Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
107. | HO/IbMNA3A® TabneTku KPKA, a.4., Hoso CnoseHis KPKA, a.4., CnoseHis/ BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 6e3 UA/12818/01/01
KOHTPON racTpope3unCTEHTHI No MecTo HoBo mecTo, HimeuunHa 3MiHM | TUMY - 3MiHW, NOB'A3aHi 3 HEOBXigHICTIO peyenma
20 Mr no 7 TabneTok y CnoseHis; npuBeLeHHs y BiANOBIAHICTb A0 MoHorpadii AdY
6nicTepi; no 1 a6o no 2 TAL dapma abo €sponelicbkoi hapmakonei, abo iHwoT
6nicTepy B KapTOHHIi v6X, HaLljioHanbHOT dhapmakonei gepxasu €C -
KopoobLi HimeuunHa BWIYYeHHS i3 cneuundikauii Adl (3.2.5.4.1.2
Common Specification of the finished product
manufacturer) TecTy «PO34MHHICTb», & TaKoX
BU/TYYEHHS TECTY «Badkki MeTanu» (skuit
KOHTpONtoBaBcs BUPO6HNKOM APl ASMF KRKA,
d.d., Novo mesto, BianoBigHo 40 BUMOr MoHorpadii
«Pantoprazole sodium sesquihydrate» EP).
MoHorpacpis Ha A®I, 3a3HaveHa B YMHHIN Bepcil
EP, He MiCTUTb BU3HaYeHHs TeCTy «Baxki meTanu»,
Yy 3B’A3KY 3 UMM BUPOGHUKOM BYyNo HagaHo
CTaTUCTUYHWI aHani3 cepiii Ha TecT «Baxki
MeTanv» 3 OLHKOK PU3NKY LLOAO X BMICTY, WO
a0 MOXNMBICTb BUTYYUTU AAHWIA NOKa3HWK 3
PYTUHHOIO KOHTPO/IHO
108. | ONTAP® 1 MI' Tabnetku no 1 mr, no 30 MeHapiHi Mokcembypr | BMPOGHMLTBO IHais/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/6108/01/01
Tabnetok y 6nictepi; no IHTepHeLLoHan "in bulk": ITanis 3MiHu Il Tuny - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI peuenmom
1 abo no 2 6nictepu B OnepenwoHc YCB Nimites, Ta (hapmakoHarnsgy. BHeceHnHst abo 3miHa(n) oo
KapTOHHI KOpooLi Nokcembypr C.A. IHAis; 3060B'A3aHb Ta YMOB BuJauvi peecTtpauiiiHoro
BMPOBHNLTBO nocBiAgYeHHs, BKoYaoun MnaH ynpaeniHHA
"in bulk", pv3vKamu (3acTocyBaHHS 3MiH(W), ski(a)
KiHUEeBe BMMaralTb(€) NOAANbLIOTO 06I'PYHTYBaHHS HOBUMM
nakyBaHHs1, [04aTKOBUM Ai@HMMK, L0 MaloTb HagaBaTuca
BWMYCK CepiiA: KOMMETEHTHVM OpraHoM, OCKifIbKM BUMaraeTbCs
A. MeHapiHi CYTTEBA OLjiHKa KOMMNETEHTHUM OpraHoMm)
MaHydakTypiH (BrKOHaHHSA 3060B'A3aHb BiANOBIAHO A0 NiANYHKTY
r loricTikc eHg 2.3 nyHKTY 2 gogatky 15 fo Mopsigky nposefeHHs
Cepsicec eKcnepTu3n peecTpauiiHnx Matepianis Ha
C.pJ1., ITanis; nikapcbki 3ac06M, L0 NOAATLCA Ha AePXaBHY
KOHTPO/Ib peecTpadito (nepepeecTpawio), a Takox
cepit: eKcrnepTn3n MaTepiasiis Npo BHECEHHSA 3MiH 40
A. MeHapiHi peecTpauiiiHux maTepiasis NpoTarom gii
MaHydhakTypiH peecTpauiiHoro NOCBiAYEHHS, 3aTBEPAXXEHOrO
r JIOTiCTIiKC eHp, Hakazom MO3 Big, 26.08.2005 Ne 426 (y pegakuii
Cepsicec Haka3y MO3 Big 23.07.2015 Ne 460)
C.p.J1., Itanis
109. | ONTAP® 2 MI' TabneTku no 2 mr, no 30 MeHapiHi Nokcembypr | BMPOGHMLTBO IHais/ BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/6108/01/02
TabneTok y 6nictepi; no IHTepHeLLoHaN "in bulk": ITanisa 3Minu Il Tuny - 3MiHK Wopao 6e3nekun/edekTBHOCTI peyenmom
1 abo no 2 6rictepn B OnepeWiLoHc YCB JNlimiTes, Ta thapmakoHarnsgy. BHeceHHs abo 3miHa(n) Ao
KapTOHHI Kopoo6Li Nokcembypr C.A. IHAis; 3060B'A3aHb Ta YMOB BuJauvi peecTpauiiiHoro
BVMPOGHULTBO noceifgYeHHs, BkNtoYaroun Mnax ynpasniHHA
"in bulk", pv3nKamu (3aCToCyBaHHS 3MiH(1), ski(a)
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
KiHLUEBE BMMaralTb(€) NOAASIbLLOTO 06I'PYHTYBAHHSA HOBUMM
nakyBaHHS, [0[aTKOBUM AiaHNMK, Lo MatoTb HagasaTuca
BUMYCK Cepili: KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbes
A. MeHapiHi CyTTEBA OLjiHKA KOMMNETEHTHM OpPraHoMm)
MaHydhakTypiH (BukoHaHHS1 3060B's13aHb BiAMOBIAHO A0 NiAMYHKTY
r JloricTikc eHg, 2.3 NyHKTY 2 popatky 15 no MNopsaky nposefeHHs
Cepsicec eKCcnepTn3n peecTpauiiHnx Matepianis Ha
C.p.N1., Itanis; nikapcbki 3acobwu, Lo NoAalTbCs Ha AepXaBHy
KOHTPO/1b peecTpadito (nepepeecTpaLiio), a Takox
cepii: eKkcnepTn3n matepianis Npo BHECEHHS 3MiH A0
A. MeHapiHi peecTpauiiiHux MaTepiasiB NpoTAarom gii
MaHyakTypiH peecTpauiiHoro NOCBiAYEHHS!, 3aTBEPAXKEHOIO
r JloricTikc eHg Hakazom MO3 Big, 26.08.2005 Ne 426 (y peaaxuii
Cepsicec Hakaly MO3 Big 23.07.2015 Ne 460)
C.p.J1., Itanis
110. | ONTAP® 3 MI' Tabnetku no 3 mr, no 30 MeHapiHi Nokcembypr | BMPOBGHULTBO IHgis/ BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/6108/01/03
TabneTok y 6nictepi; no IHTepHeLoHan "in bulk: ITanis 3MmiHu Il Tuny - 3MiHK Woao 6e3nekn/edpeKTBHOCTI peyenmom
1 a6o no 2 6nictepu B OnepeiiwoHc YCB Nimites, Ta (hapmakoHarnsgy. BHeceHHs abo 3miHa(u) Ao
KapTOHHI KOpoo6Li INokcembypr C.A. IHAis; 30060B'A3aHb Ta YMOB Bugaui peecTtpauiiHoro
BUPOOHNLITBO nocBig4YeHHs, BKIoYatoun MnaH ynpaeniHHA
"in bulk", pv3nkamu (3aCToCyBaHHS 3MiH(1), ski(a)
KiHUEBE BMMaratTb(€) NOAaNbLIOTO 06I'PYHTYBAHHS HOBYMM
nakyBaHHs, [04aTKOBUM Ai@aHMMK, Lo MatoTb HagaBaTuca
BUMYCK Cepili: KOMMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbes
A. MeHapiHi CyTTEBA OLjiHKA KOMMETEHTHM OpraHoM)
MaHyakTypiH (BukoHaHHSs1 3060B's13aHb BiAMOBIAHO A0 NiAMYHKTY
r JloricTikc eHp, 2.3 nyHKTY 2 pogatky 15 no MNopsaky nposefeHHs
Cepsicec eKcnepTn3n peecTpauiiHnx matepianis Ha
C.pJ1., Itanis; nikapcbki 3acobwu, Lo NofalTbCs Ha AepXaBHy
KOHTPO/b peecTpadito (nepepeecTpaLito), a Takox
cepii: eKkcnepTn3n marepianis Npo BHECEHHS 3MiH A0
A. MeHapiHi peecTpauiiiHux MaTepiasiiB NpoTAarom gii
MaHydakTypiH peecTpauiiHoro NOCBiAYEHHS!, 3aTBEPAKEHOrO
r loricTikc eHg Hakazom MO3 Big, 26.08.2005 Ne 426 (y pegaxuii
Cepsicec Haka3y MO3 Big 23.07.2015 Ne 460)
C.p.J1., Itanis
111. | OMHINAK PO34MH NS iH EKL,il, xnl Xenckea AC Hopgeris [bxnl Xenckea Ipnangis BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/2688/01/03
300 wmr iogy/mn; no 50 IpnaHgis TeXHiYHa nomuska y Metogax KOHTPOSIHO AKOCTi Ha peyenmom
M1 abo no 100 mny Nimiten roToBwWiA Nikapcbkuii 3aci6, B Cneuudikauii Ta
cnakoHi; no 10 MEeTOAMLji BUNPOBYBaHHA NokasHuka «Onmc», 6yno
(pN1aKOHIB Yy KapTOHHiIl [OMNyLLLEHO MOMWUSIKK, Y 3B'A3KY 3 HETOUHICTIO
Kopobui nepeknagy
112. | OMHINAK PO3YUH ANS iH EKLiA, xnl Xenckea AC Hopgeris [bknl Xenckea IpnaHgjs BHECEHHS 3MiH [0 peecTpavliiHux maTepiais: 3a UA/2688/01/04
350 wmr iogy/mn; no 50 IpnaHgis TeXHiYHa nomuska y Metogax KOHTPOSIHO AKOCTi Ha peyenmom
M a6o 100 mn, abo 200 Nimiten roToBwiA Nikapcbkuii 3aci6, B Crneyudikauii Ta

M/, abo 500 ma y

MEeTOoAMLj BUNPObYyBaHHA NokasHuka «Onuc», byno
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
dhnakoHi; no 10 O0NyLLEHO NOMUSIKK, Y 3B'A3KY 3 HETOUHICTIO
(h1aKOHIB Yy KapPTOHHIl nepeknagy
Kopobui
113. | NEPIFOBEPIC MOPOLLOK Ta PO3UNHHUK Apec TpeligiHr LLiBefuapis Mepk CepoHo LLBeiuapis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiais: 3a UA/10624/01/01
AN PO34MHY ANs C.A. C.A, 3MiHW | TUMY - 3MiHK BUNPOBYBaHb abo AOoNyCTUMUX peyernmom
iH'ekyili, 1 abo 3 Bi4iNeHHA y MeX y npoueci BupobHuuTtea Adl, L0 BCTaHOBEHI
h1aKoHM 3 NOPOLLKOM Y M. O6GOHH y cneumdikalisx - 3MmiHa BunpobyBaHb y NpoLieci
KomnekTi 3 1 a6o 3 BMPOGHMLTBA CyOCTaHLili aKTUBHUX PEYOBUH
dnakoHamu 3 1 mn doniTponiHy anbga Ta NTPoniHy anbga ons
po3unHHKKa (Boga Ans TecTyBaHHS BipyCHOI 6e3nekn HeobpobeHol
iH'EKLiIT) Y KOHTYPHIi KynbTypasibHOT pigvHu in bulk (in phase IV
YapyHKOBIli ynakoBLii; no Harvesting): TecT i3 3BOPOTHOIO TPaHCKpUNTAa3010,
1 KOHTYpHI YapyHKOBIl SAKWIA BUKOPUCTOBYETLCA A/15 AETEKTYBaHHS
ynakoBLi B kopobu,; 5 HasIBHOCTI peTpoBipyciB y 6iopeakTopi 3aMiHIOETbCA
hNakKoHIB 3 MOPOLLKOM Y Ha po3LWMpeHnii MeTog, dhslyopecLitoroumnx hokycis
KOMMNAEKTi 3 5 (Extended S+ L focus assay)
hnakoHamu 3 1 mn
po3uMHHKKa (Boga Ans
iH'EKL,i) Y KOHTYPHIi
YapyHKOBIli ynakoBLii; no
2 KOHTYpPHi YapyHKOBI
yNakoBKM B KOPOO6Li
114. | NIHOBIT® Kpanni HasasibHi no 10 MAT "®dapmak” Ykpaina MAT "®apmak” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 6e3 UA/6606/02/01
My hakoHi; no 1 TeXHi4yHa nomuska y posgini Cknag metogais peyenma
nakoHy B mavu,i 3 KOHTPO/IO SIKOCTi Ha SlikapcbKuii 3aci6
KapTOHY
115. | NPEAHITON Kpem 0,25% no 10 r, abo [Jepmachapm Al HimeuunHa mi6e MmbeX HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/10283/03/01
30, abo 50 r y Ty6i; no ApuHarimitTen 3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa peyenmom
1 Ty6i B KApTOHHIiA navL,i b HalilMeHyBaHHsi Ta/abo agpecu MicLs NPOBaXeHHS
AisSnbHOCTI BUpOOHMKa/iMnopTepa roToBoro
NiKapCbKOro 3acoby, BKIOYAKUN Ai/TbHNL BUMYCKY
cepii abo MicLe NpoBefeHHS KOHTPOJIHO AKOCTI.
(aisnbHICTb, 3a AKy Bignosigae BUPOOHMK/iMMopTep,
BK/IHOYAOUM BUMYCK cepiii) (3MiHa agpecu
BMPOGHUWKa Mibe TM6X ApLHaimiTTenb, HimeuunHa,
6e3 3MiHn Micua BUPOBHMLTBA)
116. | NPIOPUKC™ | niodpinizaT 4519 po3UnHy nakcoCmiTKnsaiiH Benuka nakcoCmiTKn Benebris BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3a UA/13694/01/01
PRIORIX™ Ons iH'ekuii, 1 Ekcnopt NimiTeq, BpuTaHis SANH 3MiHK | TUNy - 3MiHK 3 skocTi. APL. BupobHUUTBO. peuenmom
KOMBIHOBAHA MOHOZ030BWI hNakoH Bionopxikan3 3MiHu B npoueci BUpo6bHuuTBa A®| (iHLWI 3MiHK) -
BAKUWHA Anda (1 posa) 3 nioghinizatom C.A. npuBeaeHHs iHhopmaii woao pH cepeposuy, Ta
NMPO®ITAKTUKA Yy KOMNAEKTi 3 PO34MHIB 10 aKTyaslbHUX OMnepaLiiitHux npoueayp,
KOPY, pO34nHHKKOM (BOAA A/1A Kopekujis cknagy cepegosula 199, peaakuiiiti
EMIAEMIYHOIO iH'ekLill) y monepeaHbO 3MiHM [0 [,0CbE AN18 rapMOHi3auii onucy
NMAPOTUTY TA HanoBHEHOMY LUNpULi Ta BMPOGHMLTBA NPOMDKHUX NPOAYKTIB BakLMHU
KPACHYXU [BOMa rosikamu B Mpiopukc

KapTOHHIN kopobuj; 100
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

MOHOZ030BuMX (1 fo3a)
hN1aKkoHiIB 3
niocpinizaTtom y
KOMM/IEKTI 3
PO34MHHKKOM (BOAa AN
iH'ekyiin) B amnynax Ne
100 B OKpemiii ynakosLyi;
1 MynbTUA0308BUiA (2
[031) dh1aKkoH 3
niogpinizatom y
KoMnNekTi 3
PO34MHHKKOM (BOAA AN
iH'ekwjiin) B amnyni; no
100 wTyK dh1akoHiB Ta
amnyn B OKpeMUX
Kopobkax

117.

NPIOPUKC™ |
PRIORIX™
KOMBIHOBAHA
BAKLVHA An1S
NMPO®ITAKTUKN
KOPY,
EMIAEMIYHOIO
MAPOTUTY TA
KPACHYXU

niodpinizaT 4N po3unHy
ons iH'ekuiid, 1
MOHOZ030BW hNakoH
(1 po3a) 3 niogpinizatom
Yy KOMMNAEKTi 3
PO34nHHKKOM (BOAA A/1s
iH'eKLill) y monepeaHbo
HanoBHEHOMY LUMPULI Ta
ABOMa ronkamu B
KapTOHHI kopo6uj; 100
MOHoA030BuMX (1 fo3a)
hnakoHiB 3
niocpinizaTom y
KOMMEKTi 3
PO34MHHKKOM (BOAA A/1s
iH'ekyin) B amnynax Ne
100 B OKpeMmiii ynakoBLi;
1 MynbTUA0308BMUiA (2
[,031) do1aKoH 3
niocpinizatom y
KOMMIEKTi 3
PO34MHHKKOM (BOAa AN
iH'ekyjiit) B amnyni; no
100 wTyK hakoHiB Ta
amnys B OKpeMUx
Kopobkax

nakcoCmiTKnsiiH
Ekcnopt NimiTeq,

Benuka
BpuTaHis

"nakcoCmiTKn
SAAH
Bionomxikana
C.A.

Benbrig

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHM | TUNY - 3MiHa NapameTpiB crneumdikauii
Ta/abo fonycTUMUX MeX AN JOMNOMIKHOT
PEYOBUHY - BUTyYeHHS napameTpy crneuudikaLii 3
BiANOBIAHUM METOZOM KOHTPOSIIO SKOCTi “non-
antigenicity on guinea pigs” 3i cneumndikauii
[L0MOMIXHOT PEYOBVHW - aMiHOKUCNOTU ANS iH'EKLi

3a
peyenmom

UA/13694/01/01

118.

PEBMAJTTH

pPO34MH NS iH'ekuin, 10
mr/mnno 1,5 mny

hnakoHi; no 5 pnakoHis
Y KOHTYPHIii1 YapyHKOBIi

TOB "®APMEKC
reyn"

YkpaiHa

TOB
"®APMEKC
reyn-,
YKpaiHa; BeCb

YkpaiHa

BHECEHHS 3MiH 4,0 peecTpavyiiHnx martepianis:

3MiHu | TUNY - NOAaHHA HOBOrO cepTuadikaTy

BiNOBIAHOCTI E€Bponelickkilt thapmakonei Bif
HOBOI0 BUPOGHMKA f1iF0H0T PEYOBWHM MEIOKCUKaM 3i

3a
peyenmom

UA/11608/02/01
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
ynakosLj; no 1 BVMPOGHWYNIA 3MiHamu cneuudikalii Ta MeTogiB BXigHOro
KOHTYPHIli YapyHKOBIl npovec KOHTPO/I0 CyBCTaHLiT 32 NOKa3HUKOM «3a/TMLLKOBI
ynakoBLi B nayui, no 1,5 roToBOro KINIbKOCTi OpraHiyHNX pO34YMHHUKIB»; CyNyTHA 3MiHa:
M/1 B amnyni; no 5 niKapcbKoro 3MiHa y mapameTpax cneumdikauiin Ta/abo
amnyn y 6nictepi; no 1 3acoby, [ONYCTUMUX MEX, BU3HAUYeHMX y crieumdikalisx Ha
6nictepy B nayui; no 1,5 BK/ItOHA0UN A®I, ab0 BUXIgHWIA/NPOMIKHUIA NPOAYKT/peareHT,
M B amnyni; no 5 BTOPVHHE LLIO BUKOPUCTOBYIOTLCS Y NPOLIECi BUPOGHMLTBA ADI
amnyn B navui nakyBaHHs, 3a (monoBHeHHs creumdikalii HOBUM MNOKa3HUKOM
BUHATKOM AKOCTIi Ta Bi4NOBIAHUM METOAO0M BUNPOBYBaHHS);
BUMYCKy cepil 3MiHW | TUMY - BUNYYEHHS BUPOOHNYOT AiNbHULL
Ta KOHTPO/II0 (Brntovaroun ginbHNL ans A®l, IpoMixXHOro
saKocTi: TOB NpoAyKTY abo roToBOro NiKapcbkoro 3acoby,
"®apmauesTu AiNbHULI N8 NPOBEAEHHS NakyBaHHS, BUPOOHNKa,
YyHa KOMNaHis BiANOBIAA/ILHOIO 3a BMMNYCK Cepiii, MicLe
"3popos'a”, NpoBeAEeHHS KOHTPOO cepil) abo noctavyanbHUKa
Ykpaina BVXiHOrO Matepiany, peareHTy abo AonoMixXHOT
PeyOoBMHM (SKLLIO 3a3HAYEHO Y OCBE) - BUTYUYEHHS
BMPOGHMKA [1il040T pe4OBMHY MeNoKCMKam
119. | PENI®® AABAHC Cyno3uTopii pekTasbHi TOB "baviep" YkpaiHa IcTiTyTO [le ITanis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 6e3 UA/7089/01/01
no 206 mr, no 6 Arxeni C.p.n. 3MiHM | TUNY - 3MiHa y napameTpax cneuudikadiii peyenma
Cyno3uTopiiB y cTpuni, Ta/abo fonyCcTUMUX MEX, BUSHAUYEHNX Y
N0 2 CTPUNKN Y KaPTOHHIi cneuudikalisx Ha A®l, abo BUXigHWUI/MPOMIKXHWIA
Kopo6Li NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y NPOLeCi
BUpo6HMLTBa AD| - npuBefeHHs cneuudikauii AdI
6eH30KalHy Yy BiANOBIAHICTb 4O BUMOr MOHOrpadii
«Benzocaine» EP
120. | PUCCET® TabneTkn, BKPUTI MNIBA XpBaTcka Xopsartis MMBA Xopsaris BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/4542/01/02
NNiBKOBOIO 060/I0HKOIO, 4.0.0. XpBatcka 3MiHu |l TUNy - 3MiHa NnapamMeTpiB cnewymdikay,in peyenmom
no 2 mr, no 10 TabneTok [.0.0. Ta/abo foNyCTUMUX MeX AN AOMNOMiIXKHOT
y 6nicTtepi; no 2 a6o 6 peyoBUHM - 3MiHa cneuudikaLil 4ONOMKHOT
6nicTepiB y Kopobu,i pevoBuHM xoBTUIA 3axig FCF (E110) 3a nokasHMKOM
«Assay of pure colour»
121. | POKCUMIM MOPOLLIOK 4151 PO3UUHY POTA®APM TypeuunHa dapmaBixH TypeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/15288/01/01
ons id'ekuin, no1,0r; 1 INAYNAPI NTA. CaH. Be Tigx. 3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa peyenmom
hN1akoH 3 MOPOLLKOM B LTI, A.LL. HalilMeHyBaHHs Ta/abo agpecy 3asiBHVKa (BnacHuKa
KOMNAEKTi 3 1 amnysioo peecTpaujiiiHoro noceigueHHs) (3miHa agpecu
pO3uunHHKKa (Bogu Ans 3asBHMKa (BNacHyKa peecTpauiiHoro nocBig4yeHHs)
iH'ekyit) no 10 mn y
KapTOHHiiA Kopo6Lli
122. | POTA3AP TabneTku, BKpUTI POTA®APM TypeuunHa YOPNA4 TypeuunHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3a UA/16265/01/01
NNiBKOBOI 060/1I0HKOIO, INAYNAPI NTA. MEANUNH 3MiHW | TUNY - AGMIHICTPATUBHI 3MiHW. 3MiHa peuenmom
no 75 wr, no 14 LTI, INAY CAH. BE HalilmeHyBaHHs Ta/abo agpecy 3asBHVKa (BnacHuKa
TabneTok y 6nictepi; no TIOXK. A.LL. peecTpauiiiHoro noceigyeHHs) (3miHa agpecu
2 6nicTepy B KAPTOHHIi 3asBHUKA (BNacHMKa peecTpauiiiHoro nocBig4yeHHs!)
Kopoo6ui
123. | POTA3AP TabneTkun, BKpUTI POTA®APM TypeyynHa YOPNA TypeyynHa BHECEHHS 3MiH 10 peecTpaLiiHux maTtepianis: 3a UA/16265/01/02
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
NAiBKOBOK 060/I0HKOH, INAYNAPI NTA. MEOVLUNH 3Minu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
no 150 mr, no 14 LTI ITAY CAH. BE HalilMeHyBaHHA Ta/abo agpecy 3asiBHVKa (BnacHuka
Tabnetok y 6nictepi; no TIDK. A.LL. peecTpauiiiHoro nocigueHHs) (3miHa agpecu
2 6nicTepn B KAPTOHHIi 3asBHMKa (BNacHVKa peecTpauiiHoro nocBigvyeHHs)
Kopo6Ui
124. | POTA3AP TabneTku, BKpUTI POTA®APM TypeyuunHa YOPNL4 TypeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/16265/01/03
NAiBKOBOI 060I0HKOI, INAYNAPI NTA. MEAVLUNH 3MiHu | TURY - AgMIHICTpaTUBHI 3MiHW. 3MiHa peyenmom
no 300 wmr, no 14 LTI, INAY CAH. BE HalilMeHyBaHHs Ta/abo agpecy 3asiBHVKa (BnacHuKa
Tabnetok y 6nictepi; no TIDK. A.LL. peecTpaujiiiHoro noceigyeHHs) (3miHa agpecu
2 6nicTepy B KAPTOHHIi 3asBHMKa (BNacHyKa peecTpauiiHoro nocBig4yeHHs)
Kopo6Ui
125. | POTALE® MOPOLLIOK A/19 PO3UYNHY POTA®APM TypeyuunHa 3eHTiBa TypeyunHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/14808/01/01
Ons iH'ekuim no 1 r 10 INAYNAPI NTA. Carnuk 3MiHM | TUNY - AGMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
CK/ISIHMX (P/1AKOHIB 3 LTI, YpyHnepi CaH. HalilMeHyBaHHs Ta/abo agpecy 3asiBHVKa (BnacHuKa
NMOPOLLKOM Y KapTOHHil Be Timk. A.LL. peecTpaujiiiHoro noceigueHHs) (3miHa agpecu
Kopo6Ui; 1 CKNsiHWIA 3as1BHMKA (B/1acCHMKA peECTpaLiiiHOro NocBig4YeHHs)
h/1aKOH 3 MOPOLLKOM Y
KOMNAEKTi 3 1 amnysioto
po3unHHKKa (BOoga AN
iH'ekyit) no 10 mn y
KapTOHHI Kopobuj; 1
CK/ISAHMI (N1aKoH 3
MOPOLLKOM Y KOMMNEKTi 3
1 amnyn0t0 PO34NHHMKA
(PO3uuH nigokainy
rigpoxnopugy 1 %
(nigokaiHy rigpoxnopua,
HaTpito rigpokcua, Boga
Ans iH'ekuiid)) no 3,5 mn
Y KapTOHHiIi kopobui
126. | POTALEE® NMOPOLLIOK A1 PO34UHY POTA®APM TypeuunHa 3eHTiBa TypeuunHa BHECEHHS 3MiH [0 peecTpaLliiHux maTepiasis: 3a UA/14808/01/02
ons iH'ekuii no 0,5 r 10 INAYNAPI NTA. Carnuk 3MiHW | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peuyenmom
CKNSIHWX (p/1aKoHIB 3 LTI, YpyHnepi CaH. HaliMeHyBaHHs Ta/abo agpecy 3asBHUKa (BNacHUKa
MOPOLLKOM Y KapTOHHIl Be Tigx. A.LL. peecTpauiiiHoro noceigueHHs) (3miHa agpecu

KOpoO6LUi; 1 cknsAHUIA
h1aKOH 3 MOPOLLUKOM Y
KomnaekTi 3 1 amnynoto
po3unHHKKa (Boga ANns
iH'eKUild) no 5 MmNy
KapTOHHI kopobuj; 1
CKNSIHWI dhNakoH 3
MOPOLLKOM Y KOMNEKTi 3
1 amnysiol PO34MHHUKA
(pO3uuH nigokainy
rigpoxnopugy 1 %
(nigokaiHy rigpoxaopua,

3asBHUKa (BNacHMKa peecTpauiiHoro nNocBig4eHHs)
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
HaTpito rigpokcua, Boga
ANs iH'ekUiid)) no 2 Mny
KapTOHHI Kopoo6Lli
127. | CEPTO®EH PO3unH ANs iH'ekuiin, 50 YOPNA TypeyunHa dapmaBixH TypeyunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiais: 3a UA/14649/01/01
Mr/2 M, no 2 Mn B MEOVLUWH INAY CaH. Be Tigx. 3MiHW | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
amnyni; no 5 amnyn y CAH. BE TIQX. A.LLL. HallMeHyBaHHs Ta/abo agpecy 3asiBHVKa (BlacHMKa
KOHTYPHIli YapyHKOBIi A.LL. peecTpauiiiHoro nocsigyeHHs) (3miHa agpecu
ynakosui, no 1 a6o 2 3asBHUKa (BNacHVKa peecTpauiiHoro nocBig4yeHHs)
KOHTYPHIi YapyHKOBI
YMNaKoBKN B KAPTOHHIl
Kopo6Ui
128. | CUBA30OH® IC Tabnetku no 0,005 r no ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3a UA/4828/01/01
10 Tabnetok y 6nictepi; [,04aTKOBOKO [0[aTKOBOK 3MiHK | TUNY - BBEAEHO YTOUHEHHS XiMiYHOI Ha3BM peyenmom
no 2 6nictepu B navi 3 BiANOBIAA/ILHICTIO BignoBigasbHi A®l y cneumndikayii Ta MeTogax BXigHOrO KOHTPOJIO
KapTOHY "IHTEPXIM" CTIO A®I; 3miHuM | TUNY - 3MiHa Yy NnapameTpax
"IHTEPXIM", crneungikauii Ta/abo 4oNyCTUMUX MEX,
Ykpaina BM3HAYEHUX Y cneumdikauisix Ha Adl, abo
(BUPOGHUK, BUXIZHWA/NPOMIXHUIA NpoAYKT/peareHT, LWo
BignoBigasibHN BMKOPUCTOBYIOTLCS Y NpoLeci BUpo6bHuuTea AdI -
7 3a BUNyCK 3MiHa y napameTpax cneuugikauii APl -
cepii; [OMNOBHEHHA crieumdikavii Ta meTogis
BUNPOOYBaHHA BUNPOOYBaHHA HOBVM MOKA3HWKOM SIKOCTI
KOHTPO/IO "3a/IMLLKOBI KiNIbKOCTi OpraHiyHnX po34nMHHUKIB" i3
AKOCTI BiAANOBIAHMM METOA,0M BUNPOBYBAHHS; 3MiHM | TUNy
(chiznyHi/ximiy - 3MiHM BMNPO6YBaHb abo JONYCTUMUX MEX,
Hi, BCTaHOB/IEHUX Y cneuudikauisx, nig vyac
Mikpo6ionoriyH BMPOGHMLTBA FOTOBOrO NiKapCbKoro 3acoby -
a uncroTa), BW/TYUYEHHS M. 3a/IMLLKOBA BOJIONICTh i3 cneuudikuail
36epiraHHsA Ta MeToZjiB BUNPOOYBaHHA NPOMIXXHOIO NPOAYKTY
roToBOI «rpaHynIAT HeONyAPEHN», y 3B A3KY 3
NPOAYKLT; NPOBEeEeHHAM KOHTPO/II0 NPOTSArOM TEXHOMOTYHOro
BMPOGHULITBO, npotecy Ha ctagii rpaHynauii, i Leid NokasHuK €
36epiraHHA XapaKTepUCTUKOIO NpoLiecy, a He NPOAYKTY; 3MiHu |
(rotoBoi MMy - NOAAHHS HOBOTO cepTudiikaTa BignoBigHOCTI
npoayKuii, €Bponeiicbkii hapmakonei Bif, HOBOro BUPOGHUKa
CUPOBUHMK Ta A®| (piazenam) CEP R1-CEP 2003-272 - Rev 02);
mMaTtepianis); 3MiHM | TUNY - 3MiHa NapameTpiB cneundikawii
BUMNPOBYBaHHA Ta/abo AONyCTUMMUX MEX NePBMHHOT yNakoBKM
KOHTPO/H0 roTOBOrO J1iKapCbKOro 3acoby - [ONOBHEHHSA
SKOCTI crneundikavii NnepBMHHOT yNakoBKM rOTOBOTO
(thiznyHi/ximiy nikapcbKoro 3aco6y (niBka NoniBiHiNxnopuaHa)
Hi) HOBWM MOKA3HMKOM 3 BiANOBIAHUM METOA0M
BMNPOOGYBaHHSA T. «lgeHTndikauis. 1Y»
129. | CUBA30OH® IC Tabnetku no 0,01 r no ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/4828/01/02
10 Tabnetok y 6nictepi; [04aTKOBOKO [0aTKOBOK 3MiHK | TUNY - BBEAEHO YTOYHEHHS XiMIYHOT Ha3BM peuenmom
no 2 6nictepun B nayi 3 BiNOBIAA/IbHICTIO BignoBiga/IbHi Al y cneumdikauii Ta MeTogax BXiAHOTO KOHTPO/IHO
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
KapToHYy "IHTEPXIM" cTIo A®I; 3miHun | TMNY - 3MiHa Yy NnapameTpax
"IHTEPXIM", cneuudikauin Ta/abo AONYCTUMKX MEX,
Ykpaina BM3Ha4YeHUX y cneuudpikauisx Ha Adl, abo
(BMPOGHMK, BUXIAHWA/NPOMDKHUIA NpOAYKT/peareHT, Wwo
BiAMOBIAa/IbHU BMKOPUCTOBYIOTbCS Y Mpoueci BupobHuytea AdI -
1 3a BUNyCK 3MiHa y napameTpax cneuuadikauii APl -
cepii; [OOMNOBHEHHSA crieumdikavii Ta MeTogis
BUMPOOYBaHHA BUMPOOYBaHHA HOBVM MOKa3HWKOM SKOCTI
KOHTPOSIO "3a/IMLLKOBI KiNIbKOCTi OpraHiyHnX po34nMHHUKIB" i3
AKOCTI BiAMNOBIAHMM METOA0M BUNPOBYBaHHS; 3MiHW | TUny
(piznyHi/Ximiy - 3MiHM BMNpo6yBaHb abo AOMYCTVMUX MEX,
Hi, BCTaHOB/IEHUX Y cnevudikauisx, nig vyac
MikpOGiosorivyH BMPOGHMLTBA FOTOBOIO NiKapCbKOro 3acoby -
a yucrtoTa), BW/TyYEHHS M. 3a/MLLIKOBA BOJIOTICTb i3 cneuudikuaii
36epiraHHs Ta MeTopiB BUNpobyBaHHSA NPOMDKHOIO NPOAYKTY
roToBoil «TPaHYNAT HEOMNYAPEHUI», Y 3B A3KY 3
NPOAYKLT; NpoBeEeHHAM KOHTPO/II0 NPOTSArOM TEXHOMOTYHOTo
BMPOBHULTBO, npoLecy Ha ctagii rpaHynauii, i Leii NokasHuK €
36epiraHHsA XapaKTepuUCTMKOIO NpoLiecy, a He NMPOAYKTY; 3MiHu |
(roToBoi TUMy - NOAAaHHA HOBOro cepTudpikaTa BiANOBIAHOCTI
npoaykuii, €Bponeiicbkili hapmakonei Bif, HOBOro BUPOGHUKa
CUPOBUHU Ta A®| (giazenam) CEP R1-CEP 2003-272 - Rev 02);
marepianis); 3MiHM | TUNY - 3MiHa NapameTpiB crnevumdikauii
BUNPOBYBaHHA Ta/abo AONyCTVMUX MEX NePBMHHOT yNakoBKM
KOHTPO/H0 roTOBOrO J1iKapCbKOro 3acoby - fONOBHEHHSA
AKOCTI cneuudikaLii NepBMHHOI YNakoBK/ rOTOBOIO
(chiznyHi/ximiy nikapcbKoro 3acoby (nniska nonisiHiNxI0puaHa)
Hi) HOBMM MOKA3HWKOM 3 BiANOBIAHUM METOA0M
BMNPOOYBaHHSA T. «lgeHTndikauis. 1Y»
130. | CUTHILE® Kpanni o4Hi 0,5 % no 5 CEHTICC ®APMA IHAin CEHTICC IHAjs BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/12551/01/01
My dh1akoHi - MnBT. NTA. PAPMATMBT. 3MiHM | TURY - 3MiHa po3Mipy cepil (BKYaumn peyenmom
KpanesibHuuj, no 1 nTAa. [iana3oH po3mipy cepil) roToBOro /likapcbKoro
hnakoHy B nayui 3 3acoby - BBeleHHs [0AaTKOBOro po3mipy cepii: 100
KapTOHY n, Ta gogatkoso 300 n (56604 dnakoHa), 1000 n
(188680 dpnakoHa)
131. | CUHEKOJ, Kpanni opasibHi gns HosaprTic LBeliuapis BVMPOGHULTBO Lseliuapis/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 6e3 UA/5260/02/01
niteld, 5 mr/mn, no 20 mn KoHcblomep Xerc 3a MOBHUM ITanis 3MiHM | TMNy - 3MiHK 3 SIKOCTi. [OTOBWMIA NikapCbKni peyenma
y thnakoHi 3 CA LUKIOM: 3aci6. 3MiHM y BUpO6HULTBI. 3aMiHa ab0 BBEAEHHS
KpanesbHULEHo i HosaprTic [04aTKOBOT AiNbHULI BUPOBHULTBA 4151 YACTUHN
KpuLkoto Nel KoHcblomep ab0 BCbOro BUPOGHNYOTro NpoLiecy roToBoro
Xenc CA, nikapcbKoro 3acoby (AinbHULA, Ha SKi
LBeliuapis; npoBoOAATLCA OyAb-AKi BUPOOGHWYI cTagil, 3a
BUPOGHMLTBO BVHSITKOM BUMYCKY CEpilA, KOHTPOIO SIKOCTI,
3a NMOBHUM NepPBMHHOTO Ta BTOPVMHHOIO NakyBaHHS, A1
LIMKIOM: HecTepuIbHUX iKkapcbkux 3acobis) (BeeAeHHS 3MiH
LOONMNENb NpoTSArom 6 -Tu MicALiB Nic/1A 3aTBePAKEHHS)
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
PAPMALIEYTI CynyTHS 3MiHa - 3MiHW 3 AKOCTi. F0TOBUIA
ur c.p.n.,, nikapcbknii 3aci6. 3MiHM Y BUPOGHMLTBI. 3amiHa
ITania ab0 BBeleHHA 40AaTKOBOI AiNbHUL BUPOBHULTBA
[ANs YacTyHM abo BCbOro BUPOGHMYOro npoLiecy
rOTOBOrO JliKkapCbKoro 3acoby (ainbHUUA ans
BTOPWHHOIO NakyBaHHs). - 3MiHM 3 IKOCTi. [OTOBWIA
nikapcbkuii 3aci6. 3MiHN y BUPOGHMLTBI. 3amiHa
abo BBeAEeHHA A0AATKOBOI AifIbHUL BUPOGHMLTBA
NS YacTHM abo BCbOro BUPOBHMYOro npoLecy
rOTOBOrO /iKapCbKoro 3acoby (ainbHnusa ans
NepBUHHOTO NakKyBaHHS) (BBeAEHHS [04aTKOBOT
AinbHuUi BUpo6HuuTBa AOMMENb
SAPMALIEYTILI C.P.11., Itanis) (TepmiH BBEAEHHS
3MiH MPOTAroM 6 -TU MIiCALIB NiCNs 3aTBEPMAKEHHS);
3MiHu | TUNY - 3MiHKM 3 IKOCTi. FoTOBUIA NiKapCbKUi
3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
iMnopTepa/aMiHK, L0 CTOCYIOTLCSA BUMYCKY cepii Ta
KOHTPOJI0 SIKOCTi FOTOBOrO NiKapCbKoro 3acoby
(3amiHa abo gofaBaHHS BMPOGHMKA, LLO BiANOBIAaE
3a BBE3€eHHS Ta/abo Bunyck cepii) - Bkovyatroun
KOHTPONb/BUNPOGYBaHHSA cepii (BBEAEHHS
[0[aTKoBOI AinbHuLi BUpo6HuuTBa JOMNMNE/b
®APMALIEYTILI C.P.J1., ITanis) (TepmiH BBeAEHHS
3MiH NPOTAroM 6 -TW MicALIB Nic/a 3aTBEPAXKEHHS)
132. | CIH>KAPAI® TabneTkn, BKpUTI BepiHrep HimeuunHa BMPOGHMLTBO, Himeuunna/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiais: 3a UA/15722/01/01
NAiBKOBOK 000I0HKOH, IHrenbxaim nepBrHHe Ta Ipeuis 3minu |l Tuny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI peyenmom
12,5 mr/1000 wmr; no 10 IHTepHeLwwHN TM6X BTOPVHHE Ta (papmakoHarnsgy. 3MiH1 y KOpOoTKiii
TabneTok B 6nicTepi; no nakyBaHHs, XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTi
6 6ricTepiB y KapTOHHIl KOHTPO/1b MapKyBaHHA Ta IHCTPYKLi 418 MeguYHOro
KopoobLi SKOCTI, BUNYCK 3aCTOCYBaHHS Y 3B'A3KY i3 HOBUMU AAaHUMMW 3 SKOCTI,
cepii: OOKMIHIYHUMM, KAIHIYHUMW aHUMK Ta AaHVMU 3
BepiHrep thapmakoHarnagy (3MiHM BHECEHO A0 iHCTPYKL,i
IHrenbxainm AN MeAUYHOro 3aCTOCYBaHHS NikapCcbKoro 3acoty
dapma 'vbX i Ta KOPOTKOI XapakTepncTuKn fikapCbKoro 3acoby
Ko. KT, [0 po3ainiB "®apmakosioriyHi BNacTuBocCTi"”,
HimeuuunHa; "MokasaHHA" (YTOUYHEHHS iHdhopMaLiT),
BMPOGHMLTBO, "MpoTunokasaHHs", "B3aemogdis 3 iHLLIMMK
KOHTPO/1b nikapcbk1MK 3acobamu Ta iHLWi BUAW B3aeMogiid",
AKOCTI (3a "Oco6mBoCTi 3acTocyBaHHA", "Cnoci6
BUHATKOM 3acTocyBaHHs Ta go3u","MobiuHi peakuyii") (TepmiH
Tecty BBEJEHHS 3MiH NpoTAroM 3-x MicsAuiB nicns

"Mikpo6ionoriy
Ha uncToTa"),
nepBuHHe Ta

BTOPUHHE
nakyBaHHs1,

3aTBEPAKEHHS)
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

BUMYCK Cepii:
Bepinrep
IHrenbxainm
Ennac A.E.,
Ipeuis;
anbTepHaTnBH
i AinbHUL ans
BTOPVHHOTO
nakyBaHHs:
LLiteremaHH
NboHdepnaky
HreH yHA,
NoricTiwep
Cepsic e. K.,
HimeuuunHa;
Papm/lor
dapma
NopxicTik
m6X,
HimeuyuunHa;
KOHTPO/b
AKOCTI (3a
BUHATKOM
Tecty
"Mikpob6ionoriy
Ha uucroTa"):
AeHp Em
LWra6TecT
v6X,
HimeuuunHa;
anbTepHaTUBH
a naboparopis
AN KOHTPO/0
Tecty
"Mikpobionoriy
Ha yucrtoTa™
CIrC Inctutyr
dpeseHiyc
m6X,
HimeyuunHa;
Na6op N+C
AT,
HimeyuunHa;
K toERCIEc
EIME, Mpeuis

133.

CIHIDKAPAI®

TabneTKn, BKpUTI

BepiHrep

HimeyunHa

BMPOGHMLITBO,

HimeyumnHa/

BHECEHHS 3MiH [10 peecTpaliiHux maTepianis:

3a

UA/15723/01/01
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
NAiBKOBOK 060/I0HKOH, IHrenbxainm nepBrHHE Ta Ipeuis 3Mminun |l Tuny - 3miHK Wopao 6e3nekn/edhekTnBHOCTI peyenmom

5 mr/850 mr; no 10
Tabnetok B 6nicTepi; no
6 6nicTepiB Y KAPTOHHIN
Kopoo6Li

IHTepHewHn M6 X

BTOPUHHE
nakyBaHHs1,
KOHTPO/b
SIKOCTI, BUNYCK
cepit:
Bepinrep
IHrenbxanm
dapma M'vbX i
Ko. KT,
HimeuunHa;
BMPOBHULTBO,
KOHTPO/b
AKocTi (3a
BUHATKOM
Tecty
"Mikpob6ionoriy
Ha unctoTa"),
nepBuHHe Ta
BTOPUHHE
nakyBaHHs1,
BUMYCK Cepii:
Bepinrep
IHrenbxainm
Ennac A.E.,
Ipeuis;
anbTepHaTnBH
i AinbHULI ans
BTOPVHHOTO
nakyBaHHS:
LLiteremaHH
NboHdepnaky
HreH yHA,
NoricTiwep
Cepsic e. K.,
HimeyuunHa,;
Papm/lor
dapma
NopxicTik
m6X,
HimeuunHa;
KOHTPO/b
AKOCTI (3a
BUHATKOM
Tecty
"Mikpob6ionoriy

Ta hapmakoHarnagy. 3MiHu y KOpoTKiii
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUii AN MeAUYHOro
3aCTOCYyBaHHSA Y 3B’A3KY i3 HOBUMU AaHUMM 3 SIKOCTI,
OOKNIHIYHUMMN, KNIHIYHUMW JaHMU Ta JaHMK 3
hapmakoHarnagy (3MiHM BHECEHO A0 iHCTPYKL,i
ANA MeANYHOro 3acTOCYBaHHS NikapCbKoro 3acoby
Ta KOPOTKOT XapakTepmuCTVKM NikapCbKoro 3acoby
[0 po3giniB "®apmakosioriyHi BNacTMBocTi'”,
"MokazaHHs" (yTOUHEHHS iHdopmaLii),
"MpoTunokasaHHA", "B3aemogis 3 iHWMu
nikapcbkrMmn 3acobamu Ta iHWi BUan B3aeMogin',
"Ocob6nmBOCTI 3acTocyBaHHA", "Cnoci6
3acTocyBaHHA Ta go3mn”,"MobiyHi peakyii™) (TepmiH
BBEJEHHS 3MiH NPOTAroM 3-X MicsLiB nicns
3aTBEPAKEHHS)
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
Ha uncToTa")
A eHp Em
LWTabTecT
m6X,
HimeuunHa;
anbTepHaTnBH
a naboparopist
AN KOHTPO/0
Tecty
"Mikpob6ionoriu
Ha uuctoTa™
CI'C IHCcTUTYT
dpeseHiyc
rm6X,
HimeyuunHa,;
Na6op N+C
AT,
HimeyuunHa,;
K toERCiEc
EMME, MNpeuis
134. | CIHIKAPAI® TabneTkn, BKPUTI BepiHrep HimeuunHa BMPOGHULITBO, Himeuunna/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/15724/01/01
NAiBKOBOI 060I0HKOI, IHrenbxainm nepBrHHe Ta Ipeuis 3minu Il Tuny - 3MiHK WoAo 6e3nekn/edpekTBHOCTI peyenmom
5 mr/1000 wmr; no 10 IHTepHewHn M'v6X BTOPVHHE Ta hapmakoHarnagy. 3MiHU y KOpoTKiii
Tabnetok B 6nicTepi; no nakyBaHHs, XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
6 6nicTepiB y KapPTOHHIN KOHTPO/1b MapKyBaHHs Ta IHCTPYKUii AN MefuyYHOro
Kopo6Li AKOCTI, BUMYCK 3aCTOCYyBaHHSA Y 3B’A3KY i3 HOBUMYW AaHUMK 3 SIKOCTI,
cepil: OOKNIHIYHUMMN, KNIHIYHUMW JaHVMK Ta JaHMK 3
Bepinrep thapmakoHarnsgy (3mMiHM BHECEHO A0 iHCTPYKLi
IHrenbxanm ANA MeAUYHOro 3acTOCYBaHHS NikapCbKoro 3acoby
dapma M'vbX i Ta KOPOTKOI XapakTepucTuky fikapcbkoro 3acoby
Ko. KT, [0 po3giniB "®apmakosioriyHi BfacTMBocTi,
HimeuuunHa; "Moka3saHHA" (YTOYHEHHS iHdhopMaLiT),
BMPOBHULTBO, "MpoTnnokasaHHa", "B3aemogis 3 iHWMun
KOHTPO/1b nikapcbknMn 3acobamu Ta iHWi B1UAn B3aeMogin',
AKOCTI (3a "Ocob6nmBOCTI 3acTocyBaHHsA", "Cnocio
BUHATKOM 3acTocyBaHHsA Ta go3mn”,"MobidHi peakyii™) (TepmiH
Tecty BBEJEHHS 3MiH NPOTAroM 3-X MicsLiB nicns

"Mikpob6ionoriy
Ha unctoTa"),
nepBuHHE Ta

BTOPUHHE
nakyBaHHs1,
BUMYCK Cepii:
BepiHrep
IHrenbxainm
Ennac A.E.,

3aTBEPKEHHS)
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo
20
nocsi0YeHHs1

Ipeuis;
anbTepHaTUBH
i AinbHWLI ana

BTOPVHHOTO
nakyBaHHs:
LiTteremaHH
JNboHhepnaky
HreH yHz
NoricTiwep
Cepsic e. K.,
HimeuyuunHa;
dapm/lor

Papma

JlopyxicTik
m6X,
HimeuumnHa;
KOHTpPO/Tb
AKOCTi (3a
BUHATKOM

Tecty
"Mikpo6ionoriy
Ha uncToTa")

A eHp Em
LWra6Tect
m6X,
HimeuyuunHa;
anbTepHaTUBH
a naboparopist
AN KOHTPOSO

Tecty
"Mikpob6ionoriy
Ha yucrToTa™
CI'C IHCTUTYT

dpeseHiyc
v6X,
HimeuuunHa;
Na6op N+C
Al
HimeuuunHa;
K'toENCIEc
EMME, MNpeuis

135.

CIHIKAPAI®

TabneTku, BKpUTI
N1iBKOBOK 060/10HKOIO,
12,5 mr/850 mr; no 10
Tabnetok B 6aicTepi; no
6 6ricTepiB Y KAPTOHHIN

BepiHrep
IHrenbxainm
IHTepHewHn M'v6X

HimeyunHa

BMPOBHULTBO,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs1,
KOHTpO/ib

Himeuumnna/
Ipeuis

BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis:
3minu Il Tuny - 3miHK Wopao 6e3nekn/edhekTBHOCTI
Ta hapmakoHarnagy. 3MiHu y KOpoTKiii
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS! Ta IHCTPYKUii AN MefnYHOro

3a
peyenmom

UA/15721/01/01
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
Kopoo6Li AKOCTI, BUNYCK 3aCTOCYBaHHSA Y 3B'A3KY i3 HOBYMM AaHWMU 3 SKOCTI,

cepii:
BepiHrep
IHrenbxanm
dapma 'm6X i
Ko. KT,
HimeyumnHa;
BMPOGHMLTBO,
KOHTPO/b
AKOCTI (3a
BUHATKOM
Tecty
"Mikpob6ionoriy
Ha uuctota"),
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
BMNYCK cepil:
Bepinrep
IHrenbxanm
Ennac A.E.,
Ipeuis;
a/lbTepHaTUBH
i AinbHWLI ana
BTOPUHHOTO
nakyBaHHS:
LiTteremaHH
JNboHhepnaky
HreH yHA
NoricTiwep
Cepsic e. K.,
HimeuyuunHa;
dapm/lor
Papma
JlopyxicTik
m6X,
HimeyuunHa;
KOHTPO/b
AKOCTi (3a
BUHATKOM
Tecty
"Mikpo6ionoriy
Ha uncToTa")
A eHp Em
LWra6TecT
m6X,

OOKNIHIYHUMMN, KNIHIYHUMW JaHMK Ta JaHUMK 3
hapmakoHarnagy (3MiHM BHECEHO A0 iIHCTPYKLi
0151 MeQUYHOro 3aCTOCyBaHHSA NiKapCbKoro 3acoby
Ta KOPOTKOT XapakTepuCTVKN NikapCbKoro 3acoby
[0 po3ziniB "®apmakosioriyHi BNacTuBocTi'”,
"MokasaHHs" (YTOUHEHHS iHdopmaLii),
"MpoTunokasaHHs", "B3aeMogis 3 iHLLIMMK
nikapcbk1MK 3acobamu Ta iHLWi BUAM B3aEMoSiid",
"Oco61mBoCTi 3acTocyBaHHA", "Cnocib
3acTocyBaHHsA Ta Ao3u","MobiuHi peakuii”) (TepmiH
BBEJEHHS 3MiH NpoTAroM 3-x MicsLiB nicns
3aTBEPAKEHHS)
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
HimeyuunHa;
a/lbTepHaTUBH
a naboparopis
AN KOHTPOSO
Tecty
"Mikpo6ionoriy
Ha yuctoTa™
CIC Inctutyt
dpeseHiyc
m6X,
HimeuunHa;
Na6op N+C
AT,
HimeuunHa;
K oEACIEc
ENE, Mpeuis
136. | CKIHOPEH® renb 15 % no 5 r abo no Baiiep ®apma Al HimeyunHa Baiiep ITanis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 6e3 UA/1074/01/01
30 ry Ty6i; no 1 Ty6i B Xenckep 3MiHuM | TUNY - 3MiHa y MeTofax BUNpobyBaHHS peyenma
KapTOHHI nayui MaHydhakTypiH NepBMHHOT YNakoBKM FOTOBOrO NikapCbKoro 3acoby
rC.P.J. (He3HayHi 3MiHW y 3aTBEpPIKEHNX MeTohax
BMNPO6YBaHb) - BHECEHHSA 3MiH A0 p. 3.2.P.7.
CuncTema KoHTeliHep/3aKkynoproBasibHUiA 3aci6
137. | COBANAI TabneTku, BKPUTI lneap CaiieHcus, CLA BMNYCK cepil, IpnaHgis/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/14706/01/01
NAiBKOBOK 060/1I0HKOIO, IHK. nepBuHHa Ta Kanapga/ CLLA 3MiHK | TUNY - 3MiHa Yy napameTpax cneuundikavlii peyenmom
no 400 wmr, no 28 BTOPUHHA Ta/abo fonyCTUMUX MEX, BUSHAUYEHNX Y
TabneToK y du/1akoHi, no ynakoBKa, cneuudikauisx Ha A®l, abo BUXiZHWIA/MPOMIXHWIA
1 chnakoHy B KapTOHHIl KOHTpPO/b NpoAyKT/peareHT, WO BUKOPUCTOBYOTLCA Y NpoLeci
ynakoBLj cepii: Mneapg, BMpo6HULUTBa APl - 3miHM g0 cneuudpikauii AdI
CaiieHcus cocpocbysipy 3a nokasHukom «Impurity Content by
Alleneng HOC, HPLC» - gomiwkn GS-331007, GS-606965, GS-
Ipnangis; 607669 B 3aTBEepMKeHiin cneyudikauii AdI
BMPOGHULITBO, KOHTPO/IIOIOTLCA SIK HecneundikoBaHi JOMILLKU 3
nepBuHHa Ta nimiTom He 6inbLie Hix 0,10 % A15 KOXHOI,
BTOPUHHA MPOMNOHYETLCA KOHTPOIOBATY AaHi JOMILLKM 5K
ynakoBkKa, cneuudikoBaHi 3 NiMiTom He Ginblie Hix 0,25 %
KOHTPO/1b 0151 KOXKHOT
cepii: NateoH
IHK., KaHaga;
nepBuHHa Ta
BTOPUHHA
ynakoBka:
lneag
CalieHcus,
IHK., CLUA,
KOHTpPO/b

cepil:
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
[aTeoH IHK.,
KaHaga;
KOHTPO/b
cepii: MNneapg,
CalieHcus,
IHK., CLUA,
BTOPWHHA
ynakoBka:
MinmayHT
Xenckea N114,,
Ipnangis;
BTOPWHHA
ynakoBka:
AHpepcoHbpe
KOH, IHK.,
CLUA;
KOHTPO/b
cepit:
dapmacbtoTika
n MNMpopgakt
[leBenonmeHT,
IHK., cGMP
Na6, CLLIA
138. | CTOMATO®IT PO34MH A1 POTOBOI diTodhapm KneHka Monbua diTodhapm MonbLua BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 6e3 UA/8655/01/01
NOPOXHWHU NO 45 mn, C. A KneHka C. A. 3MiHK | TNy - 3MiHa chopmun abo po3mipy peyenma
50 mn, 100 mn, 120 mny KOHTEelHepa 4y 3aKynopioBaslbHOrO 3acoby
dhnakoHi; no 1 dpakoHy (NepBUHHOI ynakoBku) (HeCTepUbHi Nikapcbki
Y KapTOHHIli Kopoobui 3ac06u) - BHeCeHHs 3MiH Ao p. 3.2.P.7. Cuctema
KOHTeliHep/3aKyrnopoBasibHWii 3aci6: 3mMiHa po3Mipy
Ta hopmu 3aKynoprBasIbHOTO 3acoby (KpULLKK
nonieTMNeHoBOT 3 06MeXyBayem BUTOKY), 6e3
3MiHM SKICHOrO Ta KifibKiCHOro ckiiagy martepiasy Ta
BUPOBHMKA; 3MiHM | TUNY - 3MiHA NPUCTPOIB ANs
BMMIipIOBaHHA 031 abo BBELEHHS NiKapCbKoro
3acoby (gofaBaHHs abo 3aMiHa NPUCTPOLO, KW He
€ HeBIA'EMHOI YAaCTMHOK NEPBUMHHOT YNakoBKM) -
MpucTpiit, Aknii mae CE-MapKyBaHHS - BHECEHHS
3MiH 8o p. 3.2.R. 3MiHa po3mipy Ta dopmu
MeAMYHOro NPUCTPOIO (CKSHKX MipHOT
nonieTnseHoBol), 6e3 3MiHV AKICHOrO Ta KiflbKiCHOro
cknafy maTepiasnly Ta BUpo6Huka BBefieHHA 3MiH
nporarom 3-x MicsilliB Nicns 3saTBepAKEeHHsA
139. | CY/IbBAKTOMAKC NMOPOLLOK A/151 PO3UUHY Mini Xenckepe Benvka BeHyc IHgis BHECEHHS 3MiH 4,0 peecTpavyiiHnx martepianis: 3a UA/6154/01/01
Ans iH'ekuii, 500 mr/250 Nimiten BpuTaHis Pemepic 3MiHK | TUNY - 3MiHW [0 IHCTPYKLUiT 4518 MeAUYHOro peuyenmom
Nimiten 3acTocyBaHHA y po3ainu: "B3aemogis 3 iHwmmMu

mr, 1 donakoH (Ha 10 mn)

3 NMOPOLLKOM Y KapTOHHI

NiKapCbknmn 3acobamu Ta iHWi B1uAW B3aEMOgiin”,
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
Kopobui "Oco6mBocTi 3acTocyBaHHA", "Mepeao3yBaHHA",
"Mo6iyHi peakyii, "HecyMmicHicTb" 3rigHo 3
iHbopMmaLtieto Wwoao 6e3nekun 4ityoi pevyoBUHN
LedptpiakcoH. BBegeHHs1 3MiH NPOTArom 3-x
MicsLiB nicnsa 3aTBepAKeHHs
140. | CY/IbBAKTOMAKC NOPOLLIOK A/191 PO3UYUHY Mini Xenckepe Benuka BeHyc IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/6154/01/02
ons iH'exuin, 1000 NimiTeq BpuTaHis Pewmepic 3MiHK | TURY - 3MiHW [0 IHCTPYKLiT 419 MegnMYHOoro peyernmom
Mr/500 mr, 1 cpnakoH (Ha Nimiten 3acToCyBaHHA y po3ainu: "B3aemogis 3 iHWmMun
20 Mn1) 3 NOPOLLKOM Y nikapcbk1MK 3acobamu Ta iHWi BUAM B3aeMoSiid",
KapTOHHI KOpoo6Li "Oco6nuBocTi 3acTocyBaHHs", "lMepeao3yBaHHs",
"MobiyHi peakyii, "HecyMicHicTb" 3rigHo 3
iHbopmaLtieto Wwoao0 6e3nekun 4ityoi pevyoBUHN
LedptpiakcoH. BBegeHHs1 3MiH NPOTArom 3-x
MicALiIB Nicnsa 3aTBepMAKeHHA
141. | TEMOAAN® Kancynm no 20 mr, no 1 LWepinr-Mnay LBeliuapis Bupo6HuuTBO PpaHuis/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/4893/01/02
Kancyniy cawe; no 5 CeHTpan Ict Al Hepo3sdgacoBa Benbris 3MiHM | TMNY - AGMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
a6o no 20 cawe y HOI NPOAYKUIT, HalilMeHyBaHHs Ta/abo agpecu MicLis NPOBaXeHHS
KapTOHHiiA KOpo6Ll nepBuHHa AisNbHOCTI BUPOOHMKa/iMnopTepa roToBoro
ynakoBka Ta NiKapcbKoro 3acoby, BKAOUAKUM Ai/TbHUL| BUNYCKY
KOHTPO/b cepii abo micLe NpoBeAeHHS KOHTPOJIKO SKOCTI.
AKOCTI: (aisnbHIiCTb, 3a AKy Bignosigae BUPObOHUK/iMMopTep,
OpioH ®apma, BK/THOYAKOUN BUMYCK cepili) (3MiHa agpecu
PiHNAHAIA; BMPOGHMYOI AinbHuLi LWepiHr-Mnay fla6o H.B.,
lMepBuHHaA Ta Benbria ykpaiHcbKkoo MOBO. 3MiHa agpecu/Hassu
BTOPVIHHA BUPOGHMYOT ginbHuULi LWepixr-Mnay flaéo H.B.,
ynakoBkKa, Benbria aHrniinceko MoBoK, 6€3 3MiHM Micus
[03BiN Ha BMPO6HULTBA) (TEpPMIH BBELEHHS 3MiH NPOTAroM 6-
BMNYCK Cepil: TV MiCALIB NiC/1A 3aTBEPAKEHHS)
LWepiHr-Mnay
Na6o H.B.,
Benbris
142. | TEMOOAN® Kancynu no 100 mr, no 1 LWepiHr-Mnay LLiBefiuapis Brvpo6HMuTBO ®paHuia/ BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/4893/01/03
Kancyniy catie; no 5 CenTtpan Ict Al Hepo3chacosa Benbris 3Minn | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
abo no 20 cawe y HOI NpoAayKu,i, HalilMeHyBaHHs Ta/abo agpecu MicLs NPOBafXEHHS
KapTOHHI KopooLi nepBuHHA [isinbHOCTI BUpoBGHUKa/iMnopTepa rotoBoro
ynakoBka Ta nNiKapcbKoro 3acoby, BKAOUAKUM AifTbHULI BUNYCKY
KOHTPO/Tb cepii abo micue NnpoBefeHHsT KOHTPOJIIO SKOCTI.
AKOCTI: (misnbHICTb, 3a Ky BignoBigae BUPOGHMK/iMnopTep,
OpioH ®apwma, BK/THOHAK0UM BUNYCK cepiit) (3miHa agpecu
PiHNaHaIs; BMPOGHMYOI ainbHuui LWepiHr-Mnay Sla6o H.B.,
MepBuHHa Ta Benbrist ykpaiHCbKolo MOBO. 3MiHa agpecu/Hassu
BTOPVHHA BMPOGHWYOI AinbHuLi LLepinr-Mnay Sla6o H.B.,
ynakoBka, Benbria aHrnincbko MoBoto, 6€3 3MiHM Micus
[03BiN Ha BMpo6HULUTBA) (TepMiH BBEEHHSA 3MiH NPOTArom 6-
BUMYCK Cepii: ! MicALiB NicNa 3aTBEPAKEHHS)

LLepiHr-Mnay
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
Na6o H.B.,
Benbrisa
143. | TEMOAAN® Kancynu no 250 mr, no 1 LWepiHr-Mnay LBeliuapis Bupo6HuuTBO PpaHuis/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/4893/01/04
Kancyniy cauwe; no 5 CenTpan lct Al Hepo3schacosa Benbris 3MiHu | TURY - AgMIHICTpaTUBHI 3MiHW. 3MiHa peyenmom
a6o no 20 cawe y HOI NPOAYKUIT, HalimeHyBaHHs Ta/abo agpecu MicLs NPoBafXeHHS
KapTOHHI KopooLi nepBuHHA LisANbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
ynakoBka Ta NiKapcbKoro 3acoby, BKAOUAKUM Ai/TbHUL BUNYCKY
KOHTPO/b cepii abo micLe NpoBeAeHHS KOHTPOJIIO SKOCTI.
SAKOCTI: (misnbHICTb, 3a Ky BignoBigae BUpoGHUK/iMNopTep,
OpioH ®apma, BK/IHOYAKOUN BUMYCK cepili) (3MiHa agpecu
PiHNAHAIA; BMPOGHMYOI AinbHuui LWepiHr-Mnay fla6o H.B.,
MepBuHHaA Ta Benbrist ykpaiHCbKOo MOBO. 3MiHa agpecu/Hassu
BTOPVHHA BMPOGHMYOI AinbHuli LWepinr-Mnay Sla6o H.B.,
ynakoBka, Benbria aHrninceko MoBo, 6€3 3MiHM Micus
[03BiN Ha BMpo6HULTBA) (TepMiH BBEAEHHS 3MiH NPOTSArom 6-
BUMYCK Cepii: U MicALiB NicNs 3aTBEPMAKEHHS)
LWepiHr-Mnay
Na6o H.B.,
Benbris
144. | TEMOOAN® Kancynu no 140 mr, no 1 LWepiHr-Mnay LLiBefiuapis Brpo6HMLTBO ®paHuia/ BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/4893/01/05
Kancyniy cate; no 5 CenTtpan Ict Al Hepo3schacosa Benbris 3MiHn | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
abo no 20 cawe y HOI NPOAYKUIT, HaliMeHyBaHHA Ta/abo agpecu MicLa NPOBamKeHHs
KapTOHHI Kopoo6Li nepBuHHa LisIbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
ynakoBka Ta niKkapcbKoro 3acoby, BKIOUAKUM AifTbHULI BUNYCKY
KOHTPO/Tb cepii abo micLe NpoBeAeHHS KOHTPOJTHO SKOCTI.
SAKOCTI: (misnbHicTb, 3a Ky BignoBigae BUpo6HMK/iMnopTep,
OpioH ®apwma, BK/THOHAK0UM BUNYCK cepiit) (3miHa agpecu
DiHNAHAIA; BMPO6GHMYOT ginbHuUui LWepinr-Mnay flaéo H.B.,
MepBuHHa Ta Benbrist ykpaiHCbKkolo MoBO. 3MiHa agpecu/Ha3su
BTOPVHHA BMPOGHWYOI finbHuL LLepinr-Mnay Sla6o H.B.,
ynakoBKa, Benbrist aHriicbkoo MOBOLO, 63 3MiHM MicLs
[03BiN Ha BMPOGHULTBA) (TEpMiH BBEAEHHSI 3MiH NPOTSAroM 6-
BUMYCK Cepii: ! MicALiB NicNs 3aTBEPAXEHHS)
LepinHr-Mnay
Na6o H.B.,
Benbris
145. | TEMOAAN® kancynv no 180 wmr, no 1 LWepiHr-Mnay LLiBefiuapis Brpo6HMUTBO PpaHuis/ BHECEHHS 3MiH [0 peecTpavliiHux maTepiais: 3a UA/4893/01/06
Kancyniy cawue; no 5 CeHTpan lct Al Hepo3gacoBa Benbris 3MiHu | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peuyenmom
abo no 20 cawe y HOI NpoAayKu,i, HaliMeHyBaHHS Ta/abo afpecy MicLsa NPOBaKEHHS
KapTOHHI KOpoo6Li nepBuHHA LiS/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
ynakoBka Ta niKkapcbKoro 3acoby, BKYAKUM Ai/TbHULI BUNYCKY
KOHTPO/b cepii abo micue NpoBefeHHs KOHTPOJIIO AKOCTI.
AKOCTI: (misnbHICTb, 3a AKy BignoBigae BUpO6GHMK/iMmopTep,
OpioH ®apma, BK/IO4al0UM BUMYCK cepiid) (3miHa agpecu
PiHNAHAIS; BMPOGHWYOI AinbHuLi LLepinr-Mnay Sla6o H.B.,

MNepBnHHa Ta

Benbrisi ykpaiHCbKo MOBOK. 3MiHa agpecu/HasBu
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
BTOPVHHA BMPOGHWYOI AinbHuLi LLepinr-Mnay Sla6o H.B.,
ynakoBka, Benbria aHrniinceko MoBoto, 6€3 3MiHM Micus
[03BiN Ha BMpO6HULTBA) (TepMiH BBEEHHS 3MiH NPOTSArom 6-
BUMYCK Cepii: ! MiCALIB NiCNs 3aTBEPMAKEHHS)
LepiHr-Mnay
Na6o H.B.,
Benbris
146. | TEMOOAN® NOPOLLOK A/191 PO3UYUHY LWepiHr-Mnay LLiBefiuapis B1po6HMLTBO HimeyuunHa/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/4893/02/01
Ans iHgysili no 100 mr 1 CeHTpan lct Al Hepo3ghacoBa Benbris 3MiHu | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peuenmom
b1aKoH 3 MOPOLUKOM Y HOI NpoAayKu,i, HalilmeHyBaHHs Ta/abo agpecu MicLs NPoOBafXEHHS
KapTOHHIA KOpoo6Li nepBuHHE LisIbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
nakyBaHHs Ta niKapcbKoro 3acoby, BKYAKUM AiNTbHULI BUNYCKY
KOHTPO/1b cepii abo micue NnpoBefeHHs KOHTPOJIHO SKOCTI.
AKOCTI: (misnbHIiCTb, 3a Ky BignoBigae BUpoGHMK/iMnopTep,
Bakctep BK/IO4al0UM BUNYCK cepiid) (3miHa agpecu
OHkonopaxi BMPOGHWYOI AinbHuui LLepinr-Mnay Sla6o H.B.,
v6X, Benbrist ykpaiHCbKolo MOBO. 3MiHa agpecu/HasBu
HimeuuunHa; BUPOGHMYOT AinbHuULi LWepinr-Mnay flaéo H.B.,
BTopuHHe Benbria aHrnincbko MoBoto, 6e3 3MiHM Micus
nakyBaHHs Ta BMPO6HULTBA) (TEepMiH BBELEHHS 3MiH MPOTSAroM 6-
[03BiN Ha TN MiICALIB NiCNA 3aTBEPAXKEHHS)
BUMYCK Cepii:
LWepiHr-Mnay
Na6o H.B.,
Benbris
147. | TMIMONony nopoLuUokK (cybcTaHuis) y BE3 ®apmaxem Xopsaris LleHTayp IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: - UA/7439/01/01
MANEAT noABiNHNX A.0.0. PapmaceyTika 3MiHa 3asBHMKa (BNacHUKa peecTpaLiiHoro
nonieTuIeHoBMX n3 Mpieat noceigueHHs) (3rigHo Hakaly MO3 Big 23.07.2015
naketax gns Nimiten Ne460)
BMPOGHULTBA
HecTepusIbHNX
Nikapcbknx dhopm
148. | TIAMIHY XNnOoPUA- PO34MH ANa iH'ekuiid, 50 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/5489/01/01
AAPHUUA (BITAMIH | mr/mn no 1 mn B amnyni; "®apmaneBTuyHa "®apmavneBTu 3minum |l Tuny - 3miHn Wopao 6e3nekn/edhekTBHOCTI peyenmom
B1-AAPHULSA) no 5 amnyn y KOHTYpHiiA chipma "JapHuus” yHa chipma Ta (papmakoHarnsgy. BHeceHHsi a6o 3miHa(n) oo
YapyHKOBI ynakoBLi, No "AapHnus” 3060B'sI3aHb Ta YMOB Bujadi peectpauiiiHoro

2 KOHTYpPHI YapyHKOBI
YNakoBKW B nauL

nocBig4YeHHs, BkIoYatoun MnaH ynpaeniHHA
pv3nkamu (3aCToCyBaHHS 3MiH(1), ski(a)
BMMaratTb(€) NOAASIbLLOTO 06I'PYHTYBAHHSA HOBYMM
[00aTKOBUM Ai@aHMMK, L0 MatoTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbes
CyTTEBA OLLiHKA KOMMETEHTHUM OpraHom)
(BukoHaHHs1 3060B's13aHb BiAMOBIAHO A0 NiAMYHKTY
1.13 nyHKTY 1, nignyHKTY 2.3 NyHKTY 2 gogatky 15
[0 MNopsgKy NpoBeAeHHs ekcnepTnsun
peecTpaLiiiHiX MaTepiasliB Ha Jlikapcbki 3acobwu, Lo
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
noAalTbCs Ha AePXaBHY peecTpaviio
(nepepeecTpauito), a TakoXx ekcnepT3n Martepianis
NpO BHECEHHS 3MiH 10 peecTpauiliHnx MaTepianis
NPOTAroMm fjii peecTpauiiHoro NocBigYeHHs,
3aTBepMAxeHoro Hakasom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakasy MO3 Big 23.07.2015 Ne
460)
149. | TOPBAKAPA® TabneTku, BKpUTI TOB "3eHTiBa" Yecbka BCi eTanu Yecbka BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/15927/01/02
KPUCTAN NNiBKOBOIO 060/TI0HKOIO, Pecny6nika BMpPOOHULTBA, Pecny6nika 3MiHM | TUNY - 3MiHa NapameTpiB crnewumdikauii peuenmom
no 20 mr Ne 30 (15x2), nepBrHHe Ta Ta/abo [oMyCTUMUX MeX roTOBOro MikapCbKoro
Ne 90 (15x6): no 15 BTOPVHHE 3acoby - 3MiHa o cneuudikalii roToBoro
Tabnetok y 6nictepi, no nakyBaHHs, niKapcbKoro 3acoby, y 3B’'A3Ky 3 NOMWU/IKOBUM
2 abo 6 bnictepi y KOHTPO/b Ta 3a3HavYeHHsAM gianasoHy JOMyCTVMUX MexX 3a
KapTOHHIA KOpoo6Li BUMYCK Cepiii NoKasHWKOM «P0o3Mip» B OpuriHa/IbHUX mMatepiasax
rN3: TOB BUPOGHMKa
"3eHTiBa",
Yecbka
Pecnyb6nika;
BTOPUHHE
nakyBaHHS:
LITA
BVMPOGHWYNIA
KoonepaTtus
iHBanigis,
Yecbka
Pecny6nika
150. | TPAXXEHTA® TabneTkn, BKPUTI BepiHrep HimeuunHa Brpo6HMLTBO, CLUA/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/13236/01/01
NNiBKOBOIO 060/I0HKOIO, IHrenbxanm nepBrHHE Ta HimeyuunHa 3MiHuM | TMny - 3MiHK Wo[o0 6e3nekn/eddeKTUBHOCTI peyenmom
no 5 mr, no 10 Tabnetok | IHTepHewHN MM6X BTOPVHHE Ta papmakoHarnsgy (iHwi 3miHu) (3MiHWM BHECEHO
y 6nictepi; no 3 nakyBaHHs, 00 IHCTPYKUiT N8 MEeANYHOro 3aCTOCYBaHHSA
6/1icTepn B KAPTOHHIN KOHTPO/Tb niKkapcbKoro 3acoby Ao posginy "OcobmBocTi
KOpooLi SAKOCTI, BUNYCK 3actocyBaHHA") (TepMiH BBeLEHS 3MiH NPOTArom 3-
cepii: X MicALiB nicnsa 3aTBepmxeHHs); 3MiHu Il Tuny -
BecTt-Bappg, 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta
Konym6yc IHk., chapmakoHarnsgy. 3MiHM y TepaneBTUYHUX
CLUA; nokasaHHsX (4ofasaHHA HOBOro TepanesTUYHOro
BTOpuHHe nokasaHHs abo 3MiHa y 3aTBepAKEHOMY MOKa3aHHi)
nakyBaHHs Ta (3MiHM BHeCeHO [0 IHCTPYKUIT A5 MeANYHOro
BMNYCK cepil: 3acTocyBaHHSA NikapcbKoro 3acoby A0 po3ainy
BepiHrep "MMokasaHHA", a TakoX [0 po3ginis "®apmMakonorivHi
IHrenbxainm BnacTmsocTi", "Mo6ivHi peakuii") (TepmiH BBefeHS
dapma 'M6X i 3MiH NPOTAroM 3-X micsiliB nicns 3aTBepikeHHs)
Ko.KT,
HimeuyunHa
151. | TPMAEPM® mMasb no 15ra6o 30 ry LWepinr-Mnay LBeliuapis LWepiHr-Mnay Benbris BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/2022/02/01
Ty6i; no 1 Ty6i B CeHTpan Ict Al Jlabo H.B. 3MiHK | TUNY - NOA4AHHS1 OHOBIEHOTO cepTudlikaTy peyenmom
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
KapTOHHI KOpoo6Li BiAgnoBigHOCTI E€Bponeiickbkin thapmakonei R1-CEP
2008-326-Rev 01 Big 3aTBEpAXEHOr0 BUPOOHMKA
Fabrica Italiana Sintetici SpA, Italy gitouoi
PEeYOBUHMN KNOTPMMA30/1, Y 3B'A3KY 3 BBEAEHHSAM
anbTepHaTUBHOI ginsHku IMS S.R.L. mikpoHizauii
cybcTaHuii
152. | TPUAEPM® Kpem no 15rB8 LWepinr-Mnay LLisefuapis LepiHr-Mnay Benbris BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiais: 3a UA/2022/01/01
antoMiHieBi Ty6i; no 1 CeHTpan Ict Al Na6o H.B. 3MiHK | TUNY - NOAAaHHS OHOBNIEHOTO cepTudikaTy peyenmom
Ty6i y KApTOHHiIl BignoBiaHOCTI EBponeiickbkilt hapmakonei R1-CEP
Kopob6ui; no 30 r B 2008-326-Rev 01 Big 3aTBEPAXEHOr0 BUPOOHMKA
antoMiHieBi Ty6i; no 1 Fabrica Italiana Sintetici SpA, Italy gitouoi
Ty6i y KApTOHHIlA KOPOO6Li pPeYOoBMHMN KIOTPMMA30/, Y 3B'A3KY 3 BBEAEHHSAM
anbTepHaTuBHOI ginsHku IMS S.R.L. mikpoHizauii
cybcTaHuii
153. | TPONICETPOH po3yuH ans MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/6402/01/01
iH'ekui/iHdysin, 1 mr/mn | "®APMCTAHIOAP "®APMCTAH 3MiHun Il TMny - 3MiHK Wo[0 6e3nekn/ePeKTUBHOCTI peyenmom
no 2 mna6o 5 mn B T-BIOJIK" OAPT-BIONIK" Ta (papmakoHarnsgy. BHeceHHst abo 3miHa(un) o
amnyni; no 5 amnyn B 3060B'A3aHb Ta YMOB Buaui peecTpauiiiHoro
nauuj NOCBIJYEHHS], BKoYatoun MnaH ynpas/iHHA
pu3nkamu (3aCToCyBaHHS 3MiH(1), ski(a)
BMMaralTb(€) NOJasIbLIOTO 06I'PYHTYBAHHSA HOBYMM
[00aTKOBUM Ai@aHNMK, L0 MatoTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCsl
CyTTEBA OLLiHKA KOMMETEHTHUM OpraHom)
(BrKOHaHHS 3060B'A3aHb BigNOBIAHO A0 MiAMYHKTY
1.13 nyHKTY 1, nignyHKTY 2.3 NyHKTY 2 gogatky 15
[0 MNopsgKy NpoBefeHHs ekcnepTusun
peecTpavuiiiH1X MaTepiasiiB Ha Jlikapcbki 3acobwu, Lwo
noAaloTbCA Ha fiepXaBHy peecTpadiiio
(nepepeecTpadiio), a TakoX ekcrnepTu3n martepianis
NpPO BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiasiB
NpOTAroMm fii peecTpauiiHoro NocBig4eHHs,
3aTBepakeHoro Hakaszom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)
154. | ®OCPO-COAA PO34MH OpasibHWiA No 45 KaceH Pekoppaari, Icnanis KaceH Icnanis BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/9143/01/01
My chnakoHi; no 2 C.N. Pekopgari, BUMPaB/IEHHS TEXHIYHOT NOMWU/IKN Y MeToAax peyenmom
(pN1aKOHW B KapTOHHIl C.J. KOHTPOJI0 SIKOCTi Y po3aini Cknag
Kopoobui
155. | ®OCPO-COAA PO34UH OpasibHUiA No 45 KaceH Pekoppaari, Icnanis KaceH IcnaHis BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3a UA/9143/01/01
M/1Y p1aKoHi; no 2 C.J. Pekoppari, 3MiHK | TUNy - 3MiHa BUPOBGHMKA peuenmom
h1aKoHW B KapTOHHIN C.n. BMXi4HOro/MPOMiXXHOro NPoAyKTy/peareHTy, Lo

Kopoo6Li

BMKOPUCTOBYOTbCS Y BUPOOHMYOMY npoueci AdI,
a60 3MiHa BMPOGHUMKa (BKNOYaKoun, Ae HeobxigHo,
MiCLie NPOBEAEHHS KOHTPO/HO AKOCTi) API -
BBE/leHHs1 J0ATKOBOrO BUPOOHMKA BUXILHOTO
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
marepiany (HaTpito rigpokcug) cuHtesy Adl
156. | PYPOCEMIA, PO34uH NS iH'ekuiin, 10 ToBapucTBO 3 Ykpaina KOHTPO/1b YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/5153/01/01
Mr/mn no 2 M B amnyni; 06MeXeHo SKOCTI, BUNYCK 3MiHu |l Tuny - 3MiHK Woao 6e3nekn/edekTMBHOCTI peuenmom
no 10 amnyn B navui; no BiANOBIAA/LHICTIO cepii: Ta (hapmakoHarnsgy. BHeceHnHst abo 3miHa(n) oo
2 mn B amnyni; no 10 "[locnigHwii 3aBog, ToBapucTBO 3 3060B'A3aHb Ta YMOB BuJauvi peecTtpauiiHoro
amnyn y 6nictepi; no 1 "rHUnNC" 06MeXeHo NoCBIAYEHHS, BKIOYatoun MNnaH ynpasiHHA
6nicTepy B nayui; no 2 BiANOBIAA/bHI pvi3vKkamu (3acTocyBaHHs 3MiH(K), ski(a)
M/1 B amnyni; no 5 CTIo BMMaralTb(€) NOAANbLIOT0 06I'PYHTYBaHHSA HOBUMM
amnyn y 6nictepi; no 2 "LocnigHnii [04aTKOBUM i@aHMMK, L0 MatloTb HagaBaTuca
6nicTepy B nayw, 3asopg " KOMMETEHTHVM OpraHoM, OCKiflbKM BUMaraeTbCs
rHUuACY, CYTTEBA OLiHKA KOMMETEHTHUM OpraHoMm) -
YKpaiHa; BCi BukoHaHHSA 3060B'A3aHb BiAMNOBIAHO A0 NiANYHKTY
cTagii 1.13 nyHkTy 1, nignyHkTy 2.3 NyHKTY 2 gogatky 15
BUMPOGHULITBA, £o MopsAgky NnpoBefieHHA ekcnepTuan
KOHTPO/b peecTpauiiiHux MmaTepiasiiB Ha nikapcbki 3acobu, Lo
AKOCTI, BUNYCK noAalTbCs Ha AepXaBHY peecTpavito
cepit: (nepepeecTpadito), a TakoX ekcnepTusn marepianis
ToBapucTBO 3 NpO BHECEHHS 3MiH 10 peecTpauiliHnx MaTepianis
06MexeHo NPOTAroMm fjii peecTpauiiHoro NocBigYeHHs,
BignosiganbHi 3aTBepmxeHoro Hakazom MO3 Big 26.08.2005 Ne
CTIo 426 (y pepakuii Hakasy MO3 Big 23.07.2015 Ne
"®apmaveBTn 460)
YyHa KoMMaHist
"3popos'a”,
Ykpaina
157. | X/1IOPONIPAMIHY PO34UH NS iH'eKuiin, 20 ToBapucTBO 3 Ykpaina KOHTPO/1b YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/5290/01/01
rigPpoxnoprump Mmr/mn no 1 mna B amnyni, 06MeXeHo SAKOCTI, BUNYCK 3MiHu Il TMny - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI peyernmom
no 5 amnyn y nayui 3 BiANOBIAA/IbHICTIO cepit: Ta thapmakoHarnsgy. BHeceHHs abo 3miHa(n1) Ao
KapTOHy; No 1 mn B "[locnigHwii 3aBog, ToBapucTBO 3 3060B'A3aHb Ta YMOB Buauvi peecTpauiiiHoro
amnyni, no 5 amnyn y "rTHUOC" 06MexXeHo NoCBiAYEHHS, BKIoYatoun MnaH ynpasiHHA
6nictepi, no 1 6nictepy BiANoBiga/IbHI py3nKamu (3aCTOCyBaHHS 3MiH(1), siki(a)
B NauLli 3 KApPTOHY CTIo BMMaratTb(€) NoAabLIOr0 06rPYHTYBaHHS HOBUMMU
"LocnigHnii [04aTKOBUM JaHUMK, L0 MatoTb HagasaTucs
3aBof, KOMMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs
"rTHUNC", CYTTEBA OLjiHKA KOMMNETEHTHVM OpraHoMm)
YKpaiHa, (BukoHaHHs 3060B'3aHb BiANOBIAHO A0 NiAMYHKTY
BCi cTagii 1.13 nyHKTY 1, nignyHKTy 2.3 NyHKTY 2 gogatky 15
BMPOGHMLITBA, [0 MopsAaky NpoBefeHHA ekcnepTuan
KOHTPO/Ib peecTpavuiiiHux MaTepiasiB Ha nikapcbki 3aco6u, Lo
AKOCTI, BUMYCK NnoAaloTbCA Ha flepXaBHy peecTpadiiio
cepit: (nepepeecTpadito), a TakoX ekcnepTn3n marepianis
ToBapucTBo 3 Npo BHECEHHS 3MiH 1O peeCTpaLiiiHnx maTepianis
06MEXeHOo NPOTAroM Ail peecTpawyiiHoro NocBig4eHHs,
BignoBigasIbHi 3aTBepmxeHoro Hakazom MO3 Big 26.08.2005 Ne
cTIo 426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
"®apmaueBTu 460)
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Ne Ha3sBsa nikapcbko2o dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo
ynakoska) 20
nocsi0YeHHs1
YHa KoMnaHisi
"3popos'a’,
YKpaiHa
158. | LUTOXPOM-C PO3unH ANS iH'ekLin 2,5 MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiais: 3a UA/5271/01/01
mr/mn, no 4 mn B "OAPMCTAHOAP "OAPMCTAH 3minu |l Tuny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI peyenmom
amnyni, no 5 a6o no 10 T-BIOJIK" OAPT-BIONIK" Ta (hapmakoHarnsgy. BHeceHHs abo 3miHa(u) Ao

amnyn y nauui

3060B'A3aHb Ta YMOB BMAaYi peecTpauiintHoro
NnocBiAYeHHA, BKtoYaroun MiaH ynpasniHHA
pv3ukamu (3aCToCyBaHHS 3MiH(1), ski(a)
BMMaratTb(€) NOAaNbLLOTO 06I'PYHTYBaHHS HOBMMM
[04AaTKOBUM JaHUMW, L0 MatoTb HagasaTucs
KOMMETEHTHMM OpraHoM, OCKi/IbKM BUMaraeTbCs
CyTTEBA OLLiHKA KOMMETEHTHUM OpraHom)
(BukoHaHHS1 3060B's13aHb BiAMOBIAHO A0 NiAMYHKTY
1.13 nyHKTY 1, nignyHKTY 2.3 NyHKTY 2 gogatky 15
[0 NopsgKy NpoBeAeHHs eKCcnepTusun
peecTpauiiHux MaTepiasiiB Ha nikapcbki 3acobu, Lo
noAanTbCs Ha fepXaBHy peecTpauiio
(nepepeecTpadiio), a TakoX ekcrnepTu3n martepianis
Npo BHECEHHS 3MiH 10 peecTpauiliHnx Martepianis
NpoTAroMm fii peecTpauiiiHoro NocBigYeHHs,
3aTBepAkeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)

HavanbHuK YnpaBniHHA hapmaleBTUYHOI
AIANBHOCTI Ta AKOCTiI (hapmaveBTUYHOT NPoAYKLUil

T.M. IacKOoBCbKUn
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MEPENIK

AopaTtok 4

[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu

07.02.2018 Ne 213

NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIOTONIYHNX NPEMAPATIB), AKUM BIAMOB/EHO Y AEPXXABHIN PEECTPALLIl, NEPEPEECTPALIII TA

BHECEHHI 3MIH O PEECTPALIAHNX MATEPIANIB

TA AEP>XABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHU

amnyni; no 5 abo
no 10 amnyn y
KapTOHHIN
KOpoo6Li

Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa lliocmasa lpoyedypa
n/n JliKapcbKO20
3acoby
1. ME/TOKCUKAM- pO34nH ans TOB "CaHodi- YkpaiHa TOB "3eHTiBa" Yecbka 3acigaHHs HTP Ne 47 BigMoBUTN y 3aTBEPKEHHi - 3MiHM | TUNy - 3MiHW LWOA0
3EHTIBA iH'ekyjnn, 15 mr/1,5 ABeHTIC YkpaiHa" Pecny6nika Big 28.12.2017 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy. BeegeHHs a6o
mn, Ne 5, Ne 10: 3MiHU fo y3arasibHeHnx [aHnX npo cucremy
nol5wmns hapmakoHarnsagy (BBEAEHHS Yy3araslbHEHUX [aHux Mpo

cuctemMy chapmakoHarnsgy, 3MiHa YNOBHOBaXeHOI ocobu,
BignoBigabHOT 3a 3[iACHEHHS hapmakoHarnagy;
KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asBHUKa AN1s
3[ificHeHHs1 hapMakoHarfisgy B YKpaiHi, SKWO BOHa
BiAMiHHa Bifi YNOBHOBaXXeHOi 0cobu, BifgnNoBifaNbHOI 3a
3pilicHeHHs1 (hapmakoHarnsgy (BkoUakouyM KOHTAKTHI gaHi)
Ta/abo 3MiHM Yy PpO3MilLleHHI MacTep-thaiina cucTemu
hapmakoHarnagy) (B.1.8. (a) IAHM), OCKi/IbkM 3asiBHUKOM
nogaHa peecTpauiiHa chopma Ha MpoBeAeHHS npouenypv
3MiHW  YNOBHOBaXeHOI  ocobu,  BiANOBiJa/IbHOI  3a
hapmakoHarnag Ha ofHy Ocob6y, a [AOKYMEHTW HajaHi B
[0CbE- Ha iHWY

HayanbHuK YnpasniHHA papmavueBTUYHOIT
OIANBHOCTI Ta AKOCTI (hapmaueBTUYHOT NPOAYKLiT

T.M. JIacKOoBCbKUM




	МІНІСТЕРСТВО ОХОРОНИ ЗДОРОВ’Я УКРАЇНИ
	Н А К А З
	Додаток 1
	до наказу Міністерства охорони
	здоров’я України
	07.02.2018 № 213
	Додаток 2
	до наказу Міністерства охорони

	ПЕРЕЛІК
	ПЕРЕреєстрованих ЛІКАРСЬКИХ ЗАСОБІВ (медичних імунобіологічних препаратів), які вносяться до державного реєстру лікарських засобів УКРАЇНи
	Додаток 3
	до наказу Міністерства охорони
	Додаток 4
	до наказу Міністерства охорони



