MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
13.09.2019 Ne 1942
Kuis

IIpo fep>kaBHY peecTpaLito
(rlepepeecTpailito) TiKapCbKUX 3aco0iB
(MegUUHUX iIMYHOOi0OTiUHUX
TripernapariB) Ta BHECEHHS 3MiH [0
peecTpaljiiHiX MaTepiaJiiB

BignosigHo g0 cratti 9 3akoHy YkpaiHu «IIpo mikapceki 3acobu»,
nyHKTiB 5, 7, 9, 10 Ilopsaky mepkaBHOI peecTpaliii (repepeecTpallii) JliKapCbKUX
3aco0iB, 3aTBep/pKeHOro 1octaHoBol Kabinery MinicTpiB Ykpainu Bix 26 TpaBHS
2005 poky Ne 376 «lIpo 3atBepgykeHHs Ilopsiaky mepykaBHOI peecTparii
(mepepeectpaiiii) sikapcbkux 3acobiB i po3MipiB 300py 3a iX AeprkaBHY peecTpailito
(epepeecTpaiiito)», ab3aily TpuauAToro miAnyHKTy 10 myHKTY 4 IlomokeHHS Mpo
MiHicTepcTBO 0XOpPOHHU 370pOB’S] YKpaiHU, 3aTBepKeHOro IMocTaHoBo KabiHery
Minictpie Ykpainu Big 25 Gepe3nss 2015 poky Ne 267, Ha mifcTaBi pe3yJbTaTiB
eKCTIePTU3M  PEECTpALlifHMX  MarepiasiB  JiKapcbkuxX  3acobiB  (MeJUYHHMX
iMyHObiosioriyHMX TpernapariB) Ta KOHTPOJIIO SIKOCTi THX, 1110 TO/laHi Ha [lep>KaBHY
peectpauitlo  (mepepeecTpaliio), NpoBeJeHUMX [Jlep)kaBHUM  MiANPUEMCTBOM
«[lep>kaBHUM eKcriepTHUM LieHTp MiHicTepcTBa OXOpPOHM 3[0pOB’Sl  YKpaiHW»,
BUCHOBKIB 1110710 e(eKTHBHOCTi, 0Oe3MeuHoCTi Ta SKOCTi J/iKapCchbKoro 3acoby
(MeguuHOrOo iMyHOOiO/OTiUYHOrO TIperapary), peKoMeHAallil Horo [o aep»kKaBHOI
peecTpaliii (TepepeecTpaliii) Ta BHECEHHsI 3MiH [0 peeCcTpalliiHKUX MaTepiasniB

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCcTH M0 Jlep>KaBHOTO DPeECTPY JiKapChbKuX 3acobiB
YKpaiHM fiKapchbKi 3acobu (MeauuHi iMyHOOiosOTiuHi TIpermapaTH) 3rifgHO 3
riepestikoM (gomaTok 1).

2. IlepepeecTtpyBaTy Ta BHECTH 70 Jlep>KaBHOTO PeECTPY JiKapChKUX 3acobiB
YKpaiHd miKapchKi 3acobu (MeauuHi iMyHoOionoriuHi mperapaTv) 3rigHO 3
riepesikoMm (JOoAaToK 2).

3. BHecTu 3MiHM [0 peecTpauiiHUX MarepiajiB Ta /lep)KaBHOrO peecTpy
miKapcbKux 3acobiB YKpaiHM Ha JKapchkKi 3acobu (MeauuHi imMyHOOiosoriuHi
TriperiapaTH) 3TiJJHO 3 MepeslikoM (JoAaToK 3).



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

KOHTpOJ’IB 3d BUKOHAHHSAM IbOI'O HAKA3Yy 3d/IMIIAi0 3d coboro.

Misictp 3. CKAJIELIBKA



NMEPENIK
3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEAUYHUX IMYHOBIO/TONYHUX MPEMNAPATIB), AKI BHOCATLCA A0
OEP>XABHOI'O PEECTPY NIIKAPCbKUX 3ACOBIB YKPAIHA

Jopartok 1

[0 Hakasy MiHicTepcTBa OXOpPOHU
300pOB’A YKpaiHu

13.09.2019 Ne 1942

Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
¢hopma, nocsioyeHHs1
ynakoska)
1. N-AUETUNTUPO3UH | kpucTaniyHuii AMIHO 'm6X HimeyuunHa AmiHo T'M6X HimeyunHa peecTpauist Ha 5 pokis - He UA/17652/01/01
nopoLuok a6o nionsizae
KpucTanu
(cybeTaHuis) y
noaBiNHNX
nonieTNeHoBUx
naketax gns
hapmaLieBTUYHOr
0 3aCTOCYBaHHSA
2. ABAHANAB® Tabnetku no 100 AT YkpaiHa AT YkpaiHa peecTpauist Ha 5 pokis 3a He UA/17653/01/02
mr, no 1 Tabnetuj "KNIBCbK "KNIBCbKWM peyenmom nionsizae
y 6nictepi, no 1 BITAMIHHWIA BITAMIHHWIA MepiognyHiCTb NOAAHHSA PEryNsSpHO
6nicTepy B naui; 3ABO4" 3ABO4" OHOB/IOBAHOIO 3BITY 3 6e3neku
no 4 tabnetkn y BifNOBIAHO [0 MOPSAAKY 34iCHEHHS
6nicTepi, no 1 thapmakoHarnsgy, 3aTBepKeHoro
6nicTepy B naui Haka3oM MiHicTepcTBa OXOPOHU
3[,0p0OB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi toCcTuLji YkpaiHu 19
rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHY 3,0pPO0B’S1 YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu,
3a3HavyeHVMu1 y nepiognyHoCTi
NOAAHHSA PerynsapHuX 3BiTis 3
6e3neku
3. ABAHANAB® Tabnetku no 50 AT YkpaiHa AT YkpaiHa peecTpauist Ha 5 pokis 3a He UA/17653/01/01
mr, no 1 Tabnetuj "KNIBCbK "KNIBCbKWM peyenmom nionsizae
y 6nictepi, no 1 BITAMIHHWIA BITAMIHHWIA MepiognyHiCTb NOAAHHA PeErynsipHo
6nicTtepy B nauui; 3ABO4" 3ABO4" OHOB/IOBAHOIO 3BITY 3 6e3neku
no 4 Tabnetkn y BiANOBIAHO A0 Mopsaky 34iNCHEHHS




Ne Hassa nikapcbko20 Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknamys Homep
n/n 3acoby (nikapcbka 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
c¢hopma, nocsioYeHHs
yrnakoska)
6nicTepi, no 1 thapmakoHarnagy, 3aTBepKeHoro
6nicTepy B naui Haka3oM MiHicTepcTBa 0XOPOHHM
3[10pOB’A YKpaiHu Bifg 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuuii Ykpaitm 19
rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa
0XOPOHU 3[,0p0B’A YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HavYeHVMU y NepiognNYHOCTI
noJaHHsA perynspHux 3BiTiB 3
6e3neku
4. AKTINPON Tabnetku no 200 Mepokemi NT/, Kinp BMPOGHMLITBO Kinp peecTpauist Ha 5 pokis 3a He UA/17654/01/02
mr no 10 TabneTok 3a NOBHUM peuenmom nionsieae
y 6nictepi, no 3, 6 LMKIOM: MepioanyHiCTb NOAAHHA PerynsipHo
abo 9 6nicTepiB y Mepokemi OHOB/IHOBAHOrO 3BIiTYy 3 6e3neku
KapTOHHI KopooLli nTa BiANOBIAHO A0 MopsAaKy 34iACHEHHS
(LeHTpanbHuii thapmakoHarnagy, 3aTBepKeHoro
3asog), Kinp; Haka3oM MiHicTepcTBa OXOPOHU
nepBuHHe Ta 3[10pOB’A YKpaiHu Big 27 rpyaHs
BTOPVIHHE 2006 poky Ne 898, 3apeecTpoBaHuii
nakyBaHHs: B MiHicTepcTBi toCTuLji YKpaiHu 19
Megokemi rpyaHsa 2016 poky 3a Ne 1649/29779
NTA (3aBog, (y pepakuii Hakasy MiHicTepcTBa
AZ), Kinp OXOPOHW 3[10POB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HavyeHVMu1 y NepiognyHoCTI
noJaHHsA perynspHux 3BiTiB 3
6e3neku
AKTINPON Tabnetku no 100 Mepnokemi NT Kinp BMPOGHMLITBO Kinp peecTpauist Ha 5 pokis 3a He UA/17654/01/01
mr no 10 TabneTok 3a MOBHUM peuenmom nionsieae
y 6nicTepi, no 3, 6 LMK/TOM: MepioAnYHICTb MOAAHHS PEryNsApPHO
abo 9 6nicTepiB y Mepgokemi OHOB/IHOBAHOrO 3BiTYy 3 6e3neku
KapTOHHI Kopo6bLyi nTa BifNOBIgHO 0 MOpsAAKY 34jiCHEHHS
(LleHTpanbHuit hapMakoHarnsay, 3aTBepaKeHoro
3asog), Kinp; Haka3oM MiHicTepcTBa OXOPOHU
nepBuHHE Ta 30,0p0B’A YKpaiHu Bif 27 rpyaHs
BTOPUHHE 2006 poky Ne 898, 3apeecTpoBaHuii
nakyBaHHs: B MiHicTepcTBi toCTULi YKpaiHu 19
Megokemi rpyaHsa 2016 poky 3a Ne 1649/29779
NTA (3aBog, (y pepakuii Hakasy MiHicTepcTBa
AZ), Kinp OXOPOHW 340p0B’A YKpaiHuu Big 26




5 donakoHiB 3
niocpinizatom Ta 5
hnakoHiB 3
PO34MHHMKOM (L-
Ni3nHy
MoHorigpar,
HaTpito rigpokcus,
BOAA ANA iH'EKLil)

OHOB/IHOBAHOTO 3BITY 3 6e3nekn
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
chapmakoHarnsgy, 3aTBepaxXeHoro

Haka3oM MiHicTepcTBa OXOPOHM

3[10pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuuii Ykpaitm 19
rpyaHsa 2016 poky 3a Ne 1649/29779

nos5wvny (y pepakuii Hakasy MiHicTepcTBa
KOHTYPHIl 0XOPOHU 3[4,0pOB’A YKpaiHu Bif 26
YapyHKOBIli BepecHs 2016 poky Ne 996),

Ne Hassa nikapcbko20 Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknamys Homep
n/n 3acoby (nikapcbka 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
c¢hopma, nocsioYeHHs
yrnakoska)
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTPOKamu,
3a3HavyeHVMK y NepiognyHoCTi
NOAAHHSA PerynsipHuX 3BiTiB 3
6e3neku
6. BIMAHOKC® Kpanni oOuHi, AppaH- Xopsaris Anpan- Xopsaris peecTpauist Ha 5 pokis 3a He UA/17655/01/01
PO3uuH, 2 Mr/mn, laneHcbkuia [aneHcbkunin peyenmom nionsizae
no 5 mMn y donakoHi Na6opaTopiii Na6opaTopiii MepiognyHiCTb NoAAHHSA PErynsipHoO
KpanenbHuui, no 1 a.n. a.n. OHOB/IHOBAHOTO 3BITY 3 6e3nekn
dnakoHy- BiANOBIAHO A0 Mopsaky 34iiCHEHHS
KpanenbHuLi y dhapmakoHarnsgy, 3aTBepikeHoro
KapTOHHI KopooLyi Haka3oM MiHicTepcTBa OXOPOHU
3[,0pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuLji YkpaiHu 19
rpyaHs 2016 poky 3a Ne 1649/29779
(y pepakuii Haka3y MiHictepcTBa
OXOPOHU 30POB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBUTL: 3ri4HO 3i CTPOKamu,
3a3HavyeHVMK y NepiognyHoCTi
NOAAHHSA PerynsipHuX 3BiTiB 3
6e3neku.
7. BA/NICAPTAH NOPOLLIOK MpAT YkpaiHa MaiinaH IHais peecTpauist Ha 5 pokis - He UA/17656/01/01
(cybeTaHuin) y "dhapmMaueBTNYH JTabopatopi3 nidnsieae
naketax a hipma Nimiteq
nonieTuneHoBmx "OapHuus”
ans
thapmaueBTUIHOr
0 3aCTOCyBaHHs
8. FEMNAMETUH niodpinizat ans Heollpo6ioKeap KaHaga TOB YkpaiHa PeceTpauis 5 pokis 3a He UA/17657/01/01
pO34nHy Ans IHK. "®APMEKC peuyenmom niosnsieae
iH'eKUili no 400 wr, reyn MepioAgnyHiCTb NOAAHHA PerynsipHo




n/n

Ha3ssa siikapcbko20
3acoby

Popma surnycky
(nikapcbka
¢hopma,
yrnakoska)

3asBHuk

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

ynakosuj; no 1
KOHTYpHIlA
YapyHKOBIl
ynakoBLj y
Kopob6ui; 1 dhnakoH
3 niogpinizatom Ta
1 chnaxoH 3
PO34MHHMKOM (L-
Ni3nHy
MoHorigpar,
HaTpito rigpokcua,
BOAA AN iH'EKLil)
nos5wvny
KOHTYpHIlA
YapyHKOBIl
ynakosLj; no 5
KOHTYPHUX
YyapyHKOBUX
yNakoBOK y
Kopob6ui; 1 dhnakoH
3 niogpinizatom Ta
1 chnaxoH 3
PO34MHHMKOM (L-
Ni3nHy
MoHorigpar,
HaTpito rigpokcua,
BOAA AN iH'EKLil)
nos5wvny
KOHTYpHIlA
YapyHKOBIli
ynakosuj; no 1
KOHTYpHIlA
YapyHKOBIli
ynakoBLj y
KopoobUi

CTaHOBWTb: 3ri4HO 3i CTpOKamu,

3a3HavYeHVMU y NepiognNYHOCTI

noJaHHsA perynspHux 3BiTiB 3
6e3nekn

30/1AHO0

KOHLeHTpaT Ans
pO3unHy Ans
iHdpysii no 4 mr/5
M/1; Mo 5 mMn
npenapary y
chnakoHi, no 1

ToBapucTBo 3
06MexeHo
BignosigansHicT
10 "I'piHNaind
CaiiHcec"

MonbLa

tOCB MpaiiBiT
Nimiteq

IHais

peecTpauist Ha 5 pokis

MepiognyHiCTb NOAAHHSA PErynsipHO
OHOB/IOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 Mopsaaky 34iiCHEHHS
thapmakoHarnsay, 3aTBepXeHoro

hnakoHy y Haka3oM MiHicTepcTBa OXOPOHU
KapTOHHIM 3[,0pOB’A YKpaiHu Bif 27 rpyaHs
ynakoBLii 2006 poky Ne 898, 3apeecTpoBaHuii

3a
peyenmom

He
nidnsieae

UA/17658/01/01




Ne Hassa nikapcbko20 Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknamys Homep
n/n 3acoby (nikapcbka 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
c¢hopma, nocsioYeHHs
yrnakoska)
B MiHicTepcTBi tocTuuii Ykpainm 19
rpyaHs 2016 poky 3a Ne 1649/29779
(y pepakuii Haka3y MiHicTepcTBa
0XOPOHU 37,0pOB’A YKpaiHu Bif 26
BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpOKamu,
3a3HavYeHVMU y NepiognMyYHOCTI
NOAAHHS PerynsipHuX 3BiTiB 3
6esneku.
10. NEBOAOMNA NOPOLLIOK fisi'c IHAiA fisi'c IHAjs peecTpauist Ha 5 pokis - He UA/17659/01/01
(cybeTaHuis) y Na6opatopic Na6opaTopic nionsizae
noAgiliHnx Nimiteq Nimiten
nonieTuneHoBmx
naketax gns
thapmaveBTUUYHOr
0 3acTOCyBaHHS
11. HAOTUDIHY NOPOLLIOK ToBapucTBO 3 YkpaiHa YyHUiH Kutaii peecTpauist Ha 5 pokis - He UA/17660/01/01
rigpoxnoprunpa KPUCTaNIYHWIA 06MexeHo XyanoHT nionsizae
(cybeTaHuin) y BigNoBiAa/IbHICT LLleHxem
nonieTuNeHoBmX 10 dapmac’ioTika
naketax ansa "®apmaueBTUYH n Ko., Nta.
hapmaueBTUUHOT a KoMnaHis
0 3aCTOCyBaHHA "3n0pos'a”
12. HEBPAJIOH po34nH ons yopna py3ia K.O. PymyHis peecTpauist Ha 5 pokis 3a He UA/17661/01/01
iH'ekwin no 2 mn B MEANLH NTA, Pomdhapm MepiognyHiCTb NOAAHHA PEryNsSpHO peyenmom nionsizae
amnyni; no 5 KomnaHi OHOB/IOBAHOIO 3BITY 3 6e3neku
amnysn B KOHTYPHii C.P.. BifNOBIAHO A0 MOPSAAKY 34iCHEHHS
YapyHKOBIli thapmakoHarnsgy, 3aTBepKeHoro
ynakosuj; 1 Haka3oM MiHicTepcTBa OXOPOHU
KOHTYpHa 3[,0p0B’A YKpaiHu Bif 27 rpyaHs
YapyHkoBa 2006 poky Ne 898, 3apeecTpoBaHuii
ynakoBka B B MiHicTepcTBi toCcTuLii YkpaiHu 19
Kopoo6Li rpyaHs 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu,
3a3HavyeHVMu1 y nepiognyHoCTi
NOAAHHSA PerynsapHuX 3BiTis 3
6e3neku.
13. CEBIKAP HCT TabneTku, BKPUTI AnBoreH ManbTta [aiui CaHkio HimeyunHa peecTpadist Ha 5 pokis 3a He UA/17662/01/01
naiBKOBOIO ManbTa FOpoyn Mm6X peyenmom nionsizae
o06osoHKot, 20 OnepeiieHc MepiognyHiCTb NOAAHHA PeErynsipHo

mr/5 mr/12,5 wr,

(POY) N1

OHOBJ/1OBAHOIO 3BITY 3 6e3neKku




Ne Hassa nikapcbko20 Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknamys Homep
n/n 3acoby (nikapcbka 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
c¢hopma, nocsioYeHHs
yrnakoska)
no 14 tabneTtok y BiANOBIAHO A0 Mopsaky 34iMCHEHHS
6nicTepi, no 2 thapmakoHarnsgy, 3aTBepKeHoro
6nictepay Haka3oM MiHicTepcTBa OXOPOHU
KapTOHHI nayui 30,0pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi toCcTuLii YkpaiHu 19
rpyaHs 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu,
3a3HavyeHVMK y NepiognyHoCTi
NOAAHHSA PerynsipHuX 3BiTiB 3
6e3neku
14. CEBIKAP HCT TabneTku, BKPUTI AnBoreH ManbTta [aiui CaHkio HimeuunHa peecTpadist Ha 5 pokis 3a He UA/17662/01/02
naiBKOBOIO ManbTa FOpoyn MmeX peyenmom nionsizae
060s10HKo, 40 OnepeiieHc MepioAnYHICTb NOAAHHSA PerynsapHo
mr/5 mr/12,5 wr, (POY) N1n OHOB/IOBAHOIO 3BIiTYy 3 6e3neku
no 14 tTabneTtok y BiANOBIAHO A0 Mopsaky 34iMCHEHHS
6nicTepi, no 2 hapmakoHarnsagy, 3aTtBepxeHoro
6nictepay Haka3oM MiHicTepcTBa OXOPOHU
KapTOHHI nayui 3[,0pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuLji YkpaiHu 19
rpyaHs 2016 poky 3a Ne 1649/29779
(y pepakuii Haka3y MiHictepcTBa
OXOPOHU 30POB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBUTL: 3ri4HO 3i CTPOKamu,
3a3HavyeHVMK y NepiognyHoCTi
NOAAHHSA PerynsipHuX 3BiTiB 3
6e3neku
15. CEBIKAP HCT TabneTku, BKPUTI AnBoreH ManbTa [Jaiui CaHkio HimeuunHa peecTpaList Ha 5 pokis 3a He UA/17662/01/03
NNiBKOBOKO ManbTa KOpoyn Mm6X peuenmom nidnsieae
060/10HKOM, 40 OnepeiieHc MepioAnYHICTb NOAAHHSA PEryNApPHO
Mmr/5 Mr/25 mr no (POY) N1a OHOB/IOBAHOrO 3BITY 3 6e3neKku

14 TabneToK y
6nicTepi, no 2
6nictepay
KapPTOHHIN navuj

BigMNoBiAHO A0 MNopaaKy 34iMCHEHHS
hapmakoHarnsagy, 3aTBepxxeHoro
Haka3oM MiHicTepcTBa OXOPOHM
3[10pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuuii Ykpainu 19
rpyaHsa 2016 poky 3a Ne 1649/29779
(y pefakuii Hakasy MiHicTepcTBa




Ne Hassa nikapcbko20 Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknamys Homep
n/n 3acoby (nikapcbka 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
c¢hopma, nocsioYeHHs
yrnakoska)
0XOPOHU 37,0POB’A YKpaiHu Bif 26
BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpoKamu,
3a3HavYeHVMU y NepiognMyYHOCTI
NOAAHHS PerynsipHuX 3BiTiB 3
6e3neku
16. CEBIKAP HCT TabneTkn, BKPUTI AnBoreH ManbTa [Jaiui CaHkio HimeuunHa peecTpauist Ha 5 pokis 3a He UA/17662/01/04
NNiBKOBOKO ManbTa FOpoyn Mm6X peyenmom niosisieae
060/10HKO10, 40 OnepeiileHc MepioAnYHICTb NOAAHHS PerynspHo
mr/10 mr/12,5 wr, (POY) N1g OHOB/OBAHOrO 3BITY 3 6e3neKn
no 14 tTabneTtok y BiANOBIAHO A0 MopsAaKy 34iACHEHHS
6nictepi, no 2 hapMakoHarnsay, 3aTBepxxeHoro
6nictepay Haka3oM MiHicTepcTBa OXOPOHM
KapTOHHIN nayui 3[10pOB’A YKpaiHu Big 27 rpyaHa
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuuii Ykpaitm 19
rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Haka3y MiHicTepcTBa
0XOPOHU 3[,0pOB’A YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpoKamu,
3a3HavYeHVMU y NepiognNYHOCTI
NnoJaHHA perynsapHuxX 3BiTiB 3
6e3nekun
17. CEBIKAP HCT TabneTkn, BKPUTI AnBoreH ManbTa [Jaiui CaHkio HimeuunHa peecTpauist Ha 5 pokis 3a He UA/17662/01/05
NNiBKOBOKO ManbTa FOpoyn Mm6X peuyenmom niosnsieae
060/10HKO, 40 OnepeiieHc MepiognyHiCTb NOAAHHA perynsipHo
Mr/10 mr/25 mr no (POY) N1g OHOBJ/IOBAHOrO 3BITY 3 6E3MNeKn
14 Tabnetok y BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
6nicTepi, no 2 thapmakoHarnagy, 3aTBepKeHoro
6nictepay HakazoM MiHicTepcTBa OXOPOHM
KapTOHHIN nayui 3[10pOB’A YKpaiHu Bifg 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi loCcTULji YkpaiHn 19
rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 30POB’ YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTpOKamu,
3a3HavYeHMK1 y NepiognYHOCTI
noJaHHsA perynspHux 3BiTiB 3
6e3neku
18. TOBI®P/IAMIH Kpanni o4Hi, AT YkpaiHa AT YkpaiHa peecTpauisi Ha 5 pokis 3a He UA/17663/01/01
CycneHsisi no 5 mn "KNIBCbKW "KNIBCbKM peuenmom nidnsizae
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Ne Hassa nikapcbko20 Popma surnycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknamys Homep
n/n 3acoby (nikapcbka 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
c¢hopma, nocsioYeHHs
yrnakoska)
y hnakoHi BITAMIHH1IN BITAMIHHNI MepioanyHiCTb NOAAHHA PErynsipHoO
nonieTuIeHoBOMY 3ABO[L" 3ABOA" OHOB/THOBAHOrO 3BITYy 3 6e3neku
3 KpanesibHULEe (BUPOGHULTBO BiANOBIAHO A0 MopsAaKy 34iACHEHHS
Ta KOHTpoNeM 3 MPoAYKL,i in thapmakoHarnagy, 3aTBepKeHoro
nepLuoro bulk PAOGAPM Haka3oM MiHicTepcTBa 0XOPOHU
pPO3KpUTTS, No 1 C.A,, Npeuis) 3[10pOB’A YKpaiHu Bifg 27 rpyHA
dhnakoHi y nauuj 2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuuii Ykpaitu 19
rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3Ha4YeHVMU y NepiognNYHOCTI
noJaHHsA perynspHuxX 3BiTiB 3
6e3neku.
19. TOBI®PNTAMIH Kpansi o4Hi, AT YkpaiHa PA®APM C.A. Ipeuis peecTpauist Ha 5 pokis - He UA/17664/01/01
cycnensis in bulk: "KNIBCbK nionszae
no 5 mn y donakoHi BITAMIHHWIA MepioanyHiCTb NOAAHHA PerynsipHo
nonieTuneHoBoMy 3ABO4" OHOB/IHOBAHOrO 3BIiTYy 3 6e3neku

3 KpanesnbHuLeto
Ta KOHTposnem
nepLUoro
pO3KpuTTSA, No 100
hnakoHiB y
KapTOHHI Kopo6Lyi

BiANOBIAHO A0 MopsAaKy 34iCHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi toCcTULji YKpaiHu 19
rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHY 3[,0p0B’S1 YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HavyeHVMu1 y NepiognyHoCTI
noJaHHsA perynsipHuxX 3BiTiB 3
6e3neku.

HayanbHuUK Bigainy 3 nutaHb cpapmayeBTUYHOT
AianbHocTi [lenapTaMeHTy peasisauii NONiTUK

T.M. NACKOBCbKUn




NEPENIK

Jopatok 2

[0 Hakasy MiHicTepcTBa OXOpPOHU
300pOB’A YKpaiHu

13.09.2019 Ne 1942

NMEPEPEECTPOBAHUX NNIKAPCbKUX 3ACOBIB (MEAUYHUX IMYHOBIONOITYHUX NMPEMAPATIB), AKI
BHOCATBLCA A0 AEPXXABHOI'O PEECTPY JIIKAPCbKUNX 3ACOBIB YKPAIHA

M

6nictepy B KOpo6Li

3MiHa y KOpOTKili XapakTepucTuLi NikapcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ansa
Me[MYHOro 3aCTOCYBaHHS Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3acTocyBaHHs NikapCbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBeAeHUX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimkeHb (PIP) (3miHy
Y3rO[)KEHO 3 KOMMETEHTHWUM YNOBHOBaXKEHNM
opraHom) 3MmiHV BHECEHO A0 IHCTpyKUii ans
MeAMYHOro 3aCTOCYBaHHA NiKapCbKoro 3acoby
[0 po3ainis: "B3aemogis 3 iHWMMMK
nikapcbkMmn 3acobamu Ta iHWi B1uam
B3aemogiit”, "OcobanBoCTi

Ne Hassa Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n | nikapcbkoe | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
0 3acoby ynakoska) nocsi04YeHHs1
1. AAEHO3UH | nopoLuok abo TOB YkpaiHa KciHkciaHr Kutaii MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH - He UA/14165/01/01
rpaHymn "BAJIAPTIH dapmacbloTikan nionsi2ae
(cy6eTaHuis) y PAPMA" Ko., NiTg,.
nonieTMNeHoBUx
naketax gns
chapmaLeBTU4YHOro
3acTocyBaHHs
2. A3UTPOMI NOPOLLOK CninbHe YkpaiHa MniBa XopBearTis Xopsaris nepepeecTpaisi Ha HEOBMEeXEeHUI TepPMiH - He UA/10401/01/01
LUUH (cy6eTaHuis) y YKpaiHCbKO- nTp nionsizae
noABiiHMX icnaHcbke
noslieTUNEHOBMX nigNPUEMCTBO
Milkax ans "CMNEPKO
thapmaLeBTUUYHOTO YKPAIHA"
3aCTOCyBaHHs
3. A3UNTPOMI Kancynu no 500 mr, TOB YkpaiHa TOB Ykpaina MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/2390/01/02
LUWH- no 3 kancynuny "ACTPA®APM "ACTPA®APM" 3MiHu | TMNY - 3MiHK Woao peuenmom nionsieae
ACTPA®AP | GnicTepi; no 1 " 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsagy.




Ha3ssa

3asiBHUK

12

n/n

JliKapcbKo2
0 3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4YeHHs

3acTocyBaHHA","34aTHICTb B/IMBaATU Ha
LWIBMAKICTb peakLii Npy KepyBaHHI
aBTOTpaHCMOpPTOM abo iHWMMK MexaHismamu'",
"Mo6ivHi peakui™ BigNOBIAHO O OHOB/IEHOT
iHchopmaw,ii 3 6e3nekn 3acToCcyBaHHS Aito4ol
peyoBuHW. 3MiHK | TMNY - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta thapMakoHarnsgy.
BeefeHHst ab0 3MiHN [0 y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHyX Npo cucTemy
hapmakoHarnisgy, 3mMiHa yrnoBHOBaXeHOT
0oco6w, BignoBiAa/IbHOI 3a 34jiACHEHHS]
chapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmMakoHarnisgy 3asBHUKa 4151 34iNCHEHH:
hapmakoHarnsgy B YkpaiHi, Ko BoHa
BiMiHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiANOBIA&NbHOI 3a 34iiCHEHHSA
thapmakoHarnsgy (BK/ouatoum KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MilLleHHI MacTep-haiina
cucTemn chapmMakoHarisgy) 3miHa
YMNOBHOBaXEHOI 0co6u, BiANOBiAaIbLHOI 3a
thapmakoHarnsag. fitoya pefakuist - MenbHuK
IpnHa BikTopiBHa, NpONoHOBaHa peAakLis -
LLloBkoBa IpnHa BaneHTuHiBHa. 3MiHa
KOHTaKTHUX AaHWX YNOBHOBaXEHOi 0cobu,
Bi4NOBiAa/IbHOI 32 hapMakoHarnsg.
MepiognyHICTb NOAAHHA PerynsipHo
OHOBJ/IOBAHOTO 3BITY 3 6e3neky BigNoBigHO L0
Mopsaaky 3aiicHeHHsA dhapmakoHarnagy,
3aTBEPAXEHOro Hakasom MiHicTepcTea
OXOPOHU 310POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHsa 2016
poky 3a Ne 1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHW 340POB’A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTPOKaMu, 3a3Ha4YeHMN Y
nepiognMyYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.

A3UTPOMI
LMH-
ACTPA®AP
M

Kancynu no 250 mr,
no 6 kancyny
6nictepi; no 1
6nicTepy B KOPO6Li

TOB
"ACTPA®APM

YKpaiHa

TOB
"ACTPA®APM"

YKpaiHa

MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH.
3MiHu | TMNy - 3MiHK Woao
6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa Y KOpOTKili xapakTepucTuLi NnikapcbKoro
3ac06y, TEKCTi MapKyBaHHA Ta iIHCTPYKLiT Ans
MeAMYHOTo 3acTOCYBaHHA Ha nigcTasi

3a
peyenmom

He
nidnsieae

UA/2390/01/01
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Ne Hassa Popma surnycky 3asasHuUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n | nikapcbkoe | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
0 3acoby ynakoska) nocsi0YeHHs1

perynsipHo OHOB/IOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3acTocyBaHHS ikapcbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk
pesynbTaT OLiHKV 3BITY 3 AOC/I)KEHD,
NpoBeAEeHUX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimkeHb (PIP) (3miHy
Y3rO[XKEHO 3 KOMMETEHTHWUM YNOBHOBAXKEHNM
opraHom) 3MiHV BHECEHO A0 IHCTpyKUii ans
MeAMYHOro 3acTOCYBaHHA NiKapCbkoro 3acoby
00 po3ginis: "B3aemogis 3 iHWMMKN
nikapcbkMmM 3acobamu Ta iHWi B1uam
B3aemogiit”", "OcobmBocTi
3acTocyBaHHs","3AaTHiCTb BNAMBaTV Ha
LUBMAKICTb peakwii Mpy KepyBaHHi
aBTOTPaHCNOPTOM ab0 iHLWMMU MexaHiamamu',
"Mo6iuHi peakuii" BiANOBIAHO 4O OHOBNEHOI
iHcbopmawii 3 6e3nekn 3acToCcyBaHHS Aito4uol
peyoBUHU. 3MiHK | TUNY - 3MiHK WOA0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX JaHnX
npo cucTemy dhapmakoHarnsgy (BBeAeHHs
y3arasibHeHUX JaHuX Npo cucTemy
thapmakoHarnsgy, 3miHa yrnoBHOBaXKeHOT
ocob6u, BiANOBIAa/IbHOI 3a 34iICHEHHS
thapmakoHarnsgy; KOHTakTHOi 0cobu 3
hapmakoHarnsgy 3asiBHUKa An5 34iACHEHHS
thapmMakoHarnagy B YkpaiHi, SKLLO BOHA
BiIMiHHA BiJ, yNTOBHOB&XeHOi 0cobu,
BiANOBiAA/IbHOT 3a 34iICHEHHS
hapMakoHarnaay (BK/IovaoUm KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLeHHiI MacTep-thaiina
cuctemn chapmakoHarnagy) 3miHa
YMNOBHOBaXEHOT 0C06M, BignoBigansHoI 3a
thapmakoHarnsg. [itoya pegakuist - MenbHuK
IpnHa BikTopiBHa, MpONoHOBaHa peAakLis -
LLloBkoBa IpuHa BaneHTuHiBHa. 3MiHa
KOHTaKTHUX JaHnX yNMOBHOBaXKEHOI 0cobw,
BiANOBIAa/IbHOI 3a hapmakoHarnsg,.
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekun BigNoBIAHO A0
Mopsaaky 3aiicHeHHs dhapmakoHarnagy,
3aTBEPMXEHOr0 Haka3oM MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
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060/10HKOI0, M0 200
mr no 10 TabneTok y
6nictepi, no 2
6nictepu B nauui

OHOB/IHOBAHOrO 3BITY 3 6e3nekun BigNoBIAHO A0
Mopsaaky 3aiicHeHHs dhapmakoHarnagy,
3aTBEPMAXEHOro Haka3oM MiHicTepcTBa

OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuii Ykpaiuu 19 rpyaHs 2016

Ne Hassa Popma surnycky 3asasHuUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n | nikapcbkoe | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
0 3acoby ynakoska) nocsi0YeHHs1
MiHicTepcTsi tocTuuii Ykpaiuu 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3iHO 3i CTPOKaMK, 3a3HaYeHnMmn y
nepiognYHOCTI MoAaHHS perynsipHuX 3BiTiB 3
6esneku.
5. AKKY3UA® | TabneTtku, BKpUTI Mdpainzep IHK. CLIA Mdpaiizep HimeuunHa MepepeecTpauis Ha HEOBMEXEHUI TEPMIH. 3a He UA/3031/01/02
20 NNiBKOBOO MeHtodekuypuH MepioAnYHICTb NOJAHHA PerynsapHo peyenmom niosisieae
060/10HKO10, M0 20 r Joiunenp OHOBJ/OBAHOTO 3BITY 3 6e3neky BigNoBigHO A0
mr/12,5 mr; no 10 M6X Mopsaaky 3aiicHeHHs dhapmakoHarnagy,
Tabnetok y 6nictepi; 3aTBepxeHoro Hakasom MiHictepcTea
no 3 6nictepu B OXOPOHU 30POB’A YKpaiHu Big 27 rpyaHs
KapTOHHI/ KopoobLi 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuii Ykpainu 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHW 340POB’A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKamu, 3a3Ha4YeHMN Y
nepiogMyYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
6. AMI3OH® NOpPOLLIOK MAT "®apmak” YkpaiHa MAT "®apmak” YkpaiHa nepepeecTpais Ha He0bMeXeHuli TepMiH - He UA/14042/01/01
(EHICAMIY (cybeTaHuis) y nidnsieae
M noang) nakeTax noABinHMX
nosieTnIeHoBUX
ans
chapmaLeBTU4YHOro
3acToCyBaHHs
7. AMIKALUWH | kpucTanivyHnii MAT Ykpaina Kiny TiaHxe Kntaii nepepeecTpawis Ha HeobMeXeHWin TepMiH - He UA/14269/01/01
Yy NOpPOLLOK "Kuismegnpen dapmacboTikan niosnsieae
CYNb®AT (cybeTaHuis) y apat” Ko., ita
NoABINHNX
nonieTMNeHoBux
naketax gns
BMPO6HULITBA
CTepUIbHUX
niKapcbknx 3acobis
8. AlL-®C TabneTku, BKpUTI TOB "dapma YkpaiHa TOB "®apma YkpaiHa MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH. 6e3 nionsizae UA/2071/01/01
NNiBKOBOO Crapt” Crapt” MepioAnYHICTb NOfAHHA PerynspHo peyenma
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Ne Hassa Popma surnycky 3asasHuUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n | nikapcbkoe | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
0 3acoby ynakoska) nocsi0YeHHs1
poky 3a Ne 1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHW 340POB’A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKamu, 3a3Ha4YeHMN Y
nepiognMyYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
9. BETA30H Masb 1o 15 r y Ty6i; ToBapucTBO 3 YkpaiHa BCi cTagii YkpaiHa MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/14023/01/01
YNbTPA no 1 Ty6i y Kopobui 3 06MexeHo BMPOGHMLITBA, 3MiHn | TURY - 3MiHK WoAao peyenmom nionsizae
KapToHy BignoBigasIbHi KOHTPO/1b SIKOCTI, 6e3nekn/eheKTUBHOCTI Ta hapMakoHarnsay.
CTH0 BUNYCK cepil: 3MiHW Y KOPOTKili XapakTepucTuLi NikapcbKoro
"®GapmaueBTu ToBapucTeo 3 3aco6y, TEKCTi MapKyBaHHA Ta iIHCTPYKLiT Ans
YHa KOMNaHis 06MeXeHoH MeAMYHOro 3acTOCyBaHHSA
"3popos'a" BignoBigabHICT reHepuyHuX/ribpmaHnx/6ionoibHmx
10 nNikapcbKux 3aco6iB nicns BHECEHHN Tiel camol
"papmMaueBTUYH 3MiHM Ha pechepeHTHWI Npenapat (3MiHa He
a koMnaHis noTpedye Hafi@aHHS XOAHNX HOBUX AOAATKOBUX
"3popos'a’, AaHnx) 3MiHN BHECEHO A0 IHCTPYKLUii Ans
YkpaiHa; MeAMYHOro 3aCTOCYBaHHA NiKapCbKoro 3acoby
BCi cTagii [0 po3zinis "®apmakosioriyHi BNacTuBocTi',
BMPOGHMLITBA, "MpoTunokasaHHs", "B3aemogis 3 iHWMMuy
BUNYCK Cepil: nikapcbkrMmM 3acobamm Ta iHWi B1uam
ToBapucTBO 3 B3aemogii", "Ocob/MBOCTi 3aCTOCyBaHHA",
06MEXEHO0 "3acTocyBaHHSA y nepiog BariTHOCTi abo
BignosiganbHicT roflyBaHHs rpyaaro”, "34artHicTe BNMBaTh Ha
10 LUBUAKICTb peakLii npu kepyBaHHi
"papmMaLeBTUyH aBTOTpaHCMNopToM abo iHWMMK MexaHismamu',
a KoMnaHis "Cnoci6 3acTtocyBaHHs Ta fo3n",
"3popos's", "Mepepno3yBaHHa", "Mo6IYHI peakuii”
YkpaiHa; BiANOBIAHO A0 iHopMmaL,ii pechepeHTHOro
KOHTPO/Ib SIKOCTI: nikapcbkoro 3acoby (TPUAEPM®, mMasb).
ToBapwucTBO 3 MepiogUyHICTb NOAAHHS PerynsipHo
obmexeHo OHOB/IIOBAHOrO 3BITY 3 6e3nekun BigNOBIAHO A0
BignoBigasIbHICT Mopsaaky 3aiicHeHHs chapmakoHarnagy,
10 "®APMEKC 3aTBepXeHOro Hakasom MiHicTepcTBa
reymn:, OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
Ykpaina 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuii Ykpainum 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y pedakuii Hakasy
MiHicTepcTBa OXOPOHU 340P0B’S YKPaAiHU Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3iHO 3i CTPOKaMu, 3a3HaYeHnMmn y
nepiognYHOCTI NOAAHHS PerynsapHuX 3BITIB 3
6e3neku.
10. BETAKCOJ | kpucTaniyHuii MAT "dapmak” YkpaiHa ONOH Ec.Ni.En ITanis nepepeecTpauisi Ha HEOOMEeXeHUI TepMiH - He UA/14024/01/01
ony NOPOLLOK nionsieae
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Ne Hassa Popma surnycky 3asasHuUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n | nikapcbkoe | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
0 3acoby ynakoska) nocsi0YeHHs1
rigpoxno (cybeTaHuis) y
PUL MiLLIKaX
nonieTMIeHoBUX
Ons BUpobHuUTBa
CTEPUIBHUX
niKapcbknx opm
11. BICOMPO/T | Tabnetku BKpUTI KPKA, a.4., CnoseHis BUPOBHMUTBO “in CnoseHis/ MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/13869/01/01
O KPKA NNiBKOBOO HoBso mecTo bulk”, nepBnHHe HimeuunHa 3MiHM Woao 6e3nekn/edhekTUBHOCTI Ta peyenmom nidnsieae
060n10HKot0, No 2,5 Ta BTOPUHHE hapmakoHarnsgy. 3mMiHu y KopoTKili
mr, no 10 TabneTok nakyBaHHs, XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
y 6nicTepi; no 1, 2, KOHTPONb Ta MapKyBaHHS Ta IHCTPYKUiT A9 MeANYHOro
3,5,6,9a60 10 BUNYCK cepil: 3acTocyBaHHsA
6nictepiB y KPKA, a.4., reHepuyHuX/ribpmaHnx/6ionoibHmx
KapTOHHI Kopoo6L; HoBo mecTo, NiKapCcbKNx 3acobiB Nic/1s BHECEHHSA TiEl camol
no 14 tabnetok y CnoBeHis; 3MiHM Ha pechepeHTHWI Npenapat (3MiHa He
6nicTtepi; no 2, 4 abo nepBuHHE Ta notpebye HagaHHA XOAHUX HOBUX AOAATKOBUX
6 6nictepi y BTOPUHHE AaHuvX) - 3MiHU BHECEHO [0 IHCTPYKUIi Y
KapTOHHI kopo6uyj; nakyBaHHs, po3ginu: "®apmakosoriyHi BNacTmBocTi"”,
no 15 tabnetok y BUNYCK cepil: "B3aemogis 3 iHWKMK Nikapcbkumn 3acobammn
6nictepi; no 2, 4 abo TAL dapma Ta iHWi BMAy B3aemogiin”, "MNobiyHi peakuii”
6 6nicTepiB y mM6X, 3rigHO 3 iHhopmaLieto Woao MeanyHOro
KapTOHHIA KOpooLi HimeuuunHa; 3acToCyBaHHA pe)epeHTHOro Nikapcbkoro
KOHTPOb cepii: 3acoby (KOHKOP KOP, TabneTtku, BKpuUTI
KPKA, a.4a., nniBKOBOI 060/10HKOIO, 2,5 Mr).
HoBo mecTo, MepiogUyHICTb NOAAHHS PerynsipHo
CnoseHis; OHOB/IIOBAHOrO 3BITY 3 6e3nekun BigNOBIAHO A0
TAL dapma Mopsaaky 3aiicHeHHs chapmakoHarnagy,
mM6X, 3aTBepXeHOro Hakasom MiHicTepcTBa
HimeuumnHa; OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
KOHTPO/b 2006 poky Ne 898, 3apeecTpoBaHuii B
Mikpob6ionoriyHol MiHicTepcTsi tocTuuii Ykpainum 19 rpyaHs 2016
yncToTH cepii (y poky 3a Ne 1649/29779 (y pefakuii Hakasy
BUnNagky MiHicTepcTBa OXOPOHU 340P0B’S YKPaAiHU Bif,
KOHTPOSHO cepii 26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
TAL ®apma 3iHO 3i CTPOKaMu, 3a3HaYeHMm y
v6X): nepiognYHOCTI NOAAHHS PerynsapHuX 3BITiB 3
Nab6op /IC CE & 6e3neku.
Ko. KT,
HimeuyunHa
12. BICOMPON | TabneTkn BKpUTI KPKA, a.4., CnoseHis BMPOGHMLTBO “in CnoseHisa/ MepepeecTpaLlisi Ha HEOBMEXEHNI TEPMIH. 3a He UA/13869/01/02
O/1 KPKA NNiBKOBOIO HoBo mMecTo bulk”, nepBnHHe HimeuunHa 3MiHM Woao 6e3nekn/edhekTUBHOCTI Ta peuenmom nidnsieae

060/10HKOHD, M0 5 Mr,

Ta BTOPUHHE

hapmakoHarnsgy. 3mMiHu y KopoTkili

no 10 TabneTok y nakyBaHHs, XapakTepucTuL nikapcbkoro 3acoby, TekcTi
6nictepi; no 1, 2, 3, KOHTPO/b Ta MapKyBaHHs Ta IHCTPYKLii A/19 MegMYHOoro
5,6,9a60 10 BUMYCK cepil: 3acTocyBaHHsA
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Ha3ssa

Popma surnycky

3asiBHUK

KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n | nikapcbkoe | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
0 3acoby ynakoska) nocsi0YeHHs1
6nictepiB y KPKA, a.4., reHepuyHuX/riopmaHnx/6ionodibHmMx
KapTOHHI kopoo6L; HoBo mecTo, NiKapCcbKNx 3acobiB Nic/1s BHECEHHSA TiEl camoi
no 14 tabnetok y CnoBeHis; 3MiHM Ha pechepeHTHWI npenapat (3MiHa He
6nictepi; no 2, 4 abo nepBuHHE Ta notpebye HafaHHA XOAHUX HOBUX AOAATKOBUX
6 6nictepis y BTOPUHHE AaHvx) - 3MiHU BHECEHO [0 IHCTPYKUIi Y
KapTOHHI kopo6uyj; nakyBaHHs, po3ginu: "®apmakosoriyHi BnactneocTi",
no 15 ta6netok y BUNYCK cepil: "B3aemogia 3 iHWKMK Nikapcbkumn 3acobamun
6nictepi; no 2, 4 abo TAL dapma Ta iHWi BMAy B3aemogiin”, "MNobiynHi peakuii”
6 6nicTepiB y mM6X, 3rigHO 3 iHhopMaLielo Woa0 MeauyHoro
KapTOHHIA KOpoo6Li HimeuuunHa; 3acToCyBaHHA ped)epeHTHOro Nikapcbkoro
KOHTPO/b cepii: 3acoby (KOHKOP KOP, TabneTtku, BKpuTI
KPKA, a.4., nniBKOBOI 060/10HKOIO, 2,5 Mr).
HoBo mecTo, MepiognyHICTb NOAAHHS PerynsipHo
CnoseHis; OHOB/IHOBAHOrO 3BITY 3 6e3nekun BigNoOBIAHO A0
TAL dapma Mopsaaky 3aiicHeHHs dhapmakoHarnagy,
M6X, 3aTBepXeHoro HakasoMm MiHictepcTea
HimeuumnHa; OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
KOHTPO/b 2006 poky Ne 898, 3apeecTpoBaHuii B
Mikpob6ionoriyHoi MiHicTepcTsi tocTuuii Ykpaiuu 19 rpyaHa 2016
ynucToTH cepii (y poky 3a Ne 1649/29779 (y pegakuii Hakasy
BUNaaKy MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big
KOHTPO/IO cepii 26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
TAL ®apma 3iHO 3i CTPOKaMK, 3a3HaYeHnMmn y
v6X): nepiognYHOCTI MoAaHHS perynsipHuX 3BiTiB 3
Nab6op /IC CE & 6e3neku.
Ko. KT,
Himeyynna
13. BICOMPONT | TabneTkn BKpUTI KPKA, a.4., CnoseHis BMPOGHMLITBO “in CnoseHis/ MepepeecTpalist Ha HEOBMEXEHNI TEPMIH. 3a He UA/13869/01/03
O KPKA NNiBKOBOIO HoBso mecTo bulk”, nepBnHHe HimeuunHa 3MiHM Woao 6e3nekn/edhekTUBHOCTI Ta peyenmom nidnsieae

060n10HKo0, No 10
Mr, no 10 TabneTok
y 6nictepi; no 1, 2,
3,5,6,9a60 10
6nictepiB y
KapTOHHI kopo6Lyj;
no 14 tabnetok y
6nictepi; no 2, 4 abo
6 6nictepiB y
KapTOHHI kopo6uyj;
no 15 tabnetok y
6nicTepi; no 2, 4 abo
6 6nicTepiB y
KapTOHHIA KOpooLi

Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b Ta

BUNYCK cepil:
KPKA, a.4.,
Hoso mecTo,
CnoBeHis;
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
BUNYCK cepil:
TA[L ®apma
v6X,
HimeuuunHa;

KOHTPOb cepii:

KPKA, a.4a.,

hapmakoHarnsagy. 3mMiHu y KopoTKili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT AN19 MeaNYHOro
3aCTOCYBaHHSA
reHepuyHuX/ribpuaHnx/6ionoibHmx
NiKapCcbKnx 3acobiB Nic/1 BHECEHHSA TiEl camoi
3MiHM Ha pechepeHTHWI Npenapat (3MiHa He
noTpebdye Hafi@aHHS XOAHNX HOBUX AOAATKOBMX
AaHvX) - 3MiHU BHECEHO [0 IHCTPYKUIi Y
po3ginu: "®apmakosoriyHi BNacTmBocTi"”,
"B3aemogia 3 iHWKMK Nikapcbkumn 3acobammn
Ta iHWi BMAM B3aemogiin”, "MNobiyHi peakuii”
3rigHO 3 iHhopmaLieto Woao MeanyHoro
3aCcTOCyBaHHA pethepeHTHOro Nikapcbkoro
3acoby (KOHKOP KOP, Tabnetku, BKpUTI
NNiBKOBO 060/10HKOK, 2,5 Mr).
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Ha3ssa

Popma surnycky 3asasHuUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n | nikapcbkoe | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
0 3acoby ynakoska) nocsi0YeHHs1
HoBo mecTo, MepiognyHICTb NOAAHHS PerynsipHo
CnoseHis; OHOB/IHOBAHOrO 3BITY 3 6e3nekun BigNoBIAHO A0
TAL dapma Mopsaaky 3aiicHeHHs dhapmakoHarnagy,
M6X, 3aTBepXeHoro HakasoMm MiHictepcTea
HimeuumnHa; OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
KOHTPO/b 2006 poky Ne 898, 3apeecTpoBaHuii B
Mikpob6ionoriyHoi MiHicTepcTsi tocTuuii Ykpainu 19 rpyaHa 2016
ynucToTH cepii (y poky 3a Ne 1649/29779 (y pefakuii Hakasy
BUNaaKy MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big
KOHTPOSIO cepii 26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
TAL ®apma 3iHO 3i CTPOKaMK, 3a3HaYeHnMmn y
v6X): nepiognYHOCTI MoAaHHS perynsipHuX 3BiTiB 3
Nab6op /IC CE & 6e3neku.
Ko. KT,
Himeyynna
14. BPUNbAHT | po3uuH ans My6niyHe YkpaiHa My6niyHe YkpaiHa MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH 6e3 nionsieae UA/3274/01/01
oBUiA 30BHILUHLOTO akujioHepHe akujioHepHe peyenma
3EJIEHNA 3aCcToCyBaHHs, TOBapUCTBO TOBapuUCTBO
cnupToBuii 1 % no "HaykoBo- "HaykoBo-
20 mn y chnakoHax- BUPOOHMUNI BUPOGHNYUNI
KpanenbHULUAX LieHTp LleHTp
"BopLuariBcbk "BopLuariBcbkuii
NI XimiKo- XimiKo-
thapmaueBTny hapmMaueBTUYHU
HWi1 3aBoa" i1 3aBoa"
15. BA/NIbMPOK | Tabnetku, BKpUTI TOB "ACIHO YkpaiHa TOB "dapma YkpaiHa MepepeecTpauis Ha HEOOMEXEHWNA TEPMIH. 3a He UA/2169/01/01
OM 300 NNiBKOBOO YKPAIHA" Crapt” 3MiHu | TUNYy - 3MiHK Woao peuyenmom niosnsieae
XPOHO 060/10HKOIO,

NPOIOHrOBaHOI Aji
no 300 wmr; no 10
Tabnetok y 6nictepi;
no 1, 3 abo 10
6nictepiB y naui 3
KapToHy

6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKiil XapakTepucTuLi nikapcbkoro
3aco6y, TeKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MeAMUYHOro 3acTOCyBaHHS Ha niacTasi
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo AOCNiMKEHDb 3
6e3nekn 3acTocyBaHHs NiKapCbKoro 3acoby B
nicnsipeecTpaviiinnii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 JOCNIIKEHD,
npoBefeHnX BiANoBiAHO A0 nnaHy
negiatpuyHux gocnimpkeHb (PIP) (3miHy
Y3rO[XKEHO 3 KOMMETEHTHNUM YNOBHOBaXKEHNM
opraHom) - 3MiHVM BHECEHO A0 iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHSA /TiKapCbKoro 3acoby
[0 posginis: "MpoTtunokasaHHa", "B3aaemogis 3
IHLLIMMKM NikapcbKMKM 3acobamu Ta iHLWi BUam
B3aemMogiin", "Ocob/IMBOCTi 3aCTOCYBaHHS",
"3acTocyBaHHs y nepiof BariTHOCTi abo
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep

peecmpayiliHo2o

nocsi0YeHHs1

roflyBaHHs rpyaar” (yTouHeHHs), "Cnocié
3acTocyBaHHA Ta fo3un”, "lNepefosysaHHA",
"Mo6iuHi peakuii” BiAMOBIAHO 4O OHOBMEHOI
iHchopmaLii 3 6e3neku AitoHoi peHOBUHMW.
MepiognyHiCTb NOAAHHA PerynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mnekun BiANOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEpPAKEHOro Haka3om MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Big, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyansa 2016
poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340P0B’'S YKPaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMu, 3a3Ha4YeHMN Y
nepioguYHOCTI NOAAHHA perynsapHuX 3BiTiB 3
6e3neku.

16.

BANbMNPOK
OM 500
XPOHO

TabneTku, BKpUTI
NNiBKOBOO
060/10HKOIO,
NPOIOHroBaHoI Aji
no 500 wmr; no 10
TabneTtok y bnictepi;
no 1 a6o 3 6nictepu
y nauui 3 kKapToHy

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "dapma
Crapt"”

YKpaiHa

MepepeecTpalist Ha HeOOMEXEHN TEPMIH.
3MiHu | TMNY - 3MiHK Woao
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLi NikapcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ansa
Me[MYHOro 3aCTOCYBaHHS Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3acTocyBaHHs NikapCbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBeAeHUX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimkeHb (PIP) (3miHy
Y3rO[)KEHO 3 KOMMETEHTHWUM YNOBHOBaXKEHNM
opraHoMm) - 3MiHVM BHECEHO A0 iHCTPYKLii Ans
MeAMYHOro 3aCTOCYBaHHA /iKapCbKoro 3acoby
00 posgainis: "MpoTunokasaHHa", "B3aemogis 3
IHLIMMK NikapcbKMKM 3acobamu Ta iHLWi BUuam
B3aemogiit", "OcobMBOCTi 3aCTOCyBaHHA",
"3acTocyBaHHA y nepiof BariTHOCTi abo
rofyBaHHs rpyaar” (yrouHeHHs), "Cnocio
3acTocyBaHHA Ta fo3n”, "Mepeno3ysaHHA",
"Mo6ivHi peakui™ BigNOBIAHO 4O OHOB/EHOT
iHchopmaw,ii 3 6e3nekmn fjtoyoi pevoBUHN.
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJ/OBAHOTO 3BITY 3 6e3neky BigNoBigHO L0
Mopsaaky 3aiicHeHHs dhapmakoHarnagy,
3aTBEPMAXEHOro HakasoM MiHicTepcTea

3a
peyenmom

He
nionsieae

UA/2169/01/02
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Hassa Popma surnycky 3asasHuUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n | nikapcbkoe | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
0 3acoby ynakoska) nocsi0YeHHs1
OXOPOHU 310POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHsa 2016
poky 3a Ne 1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHW 340POB’A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTPOKaMu, 3a3Ha4YeHMN Y
nepiognMyYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
17. BIKACON KpucTaniyHmi MpAT YkpaiHa MeHagioHa, C.J1. IcnaHis nepepeecTpawis Ha HeobMeXeHuit TepMiH - He UA/1801/01/01
(MEHAAIO MOPOLLIOK "®apmaveBTu nionsizae
HY HATPIKO | (cy6cTaHuis) y yHa thipma
BICYNIb®IT | nakeTax noAgiliHmx "fNapHuus"
) nonieTnIeHoBUxX
ans
chapmaLeBTUYHOro
3acToCyBaHHs
18. FNIATUNIH Kancynum m'ski no ITancapmako ITania BignoBigansHuii ITanis MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/2196/02/01
400 wmr; no 14 C.n.A. 3a BUPOGHMLTBO MepiognyHicTb NoAaHHA perynspHo peyenmom nionsizae
Kancyny énictepi; Hepo3dacoBaHo OHOB/OBAHOTO 3BITY 3 6e3Mnekn BignoBigHO 40
no 1 6nictepy B T npoAyKu,i: Mopsaaky 3aiicHeHHs chapmakoHarnagy,
Kopobui KataneHT ITani 3aTBEpXeHOro Hakasom MiHicTepcTBa
C.N.A., ITanis; OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHs
BignosigansHuii 2006 poky Ne 898, 3apeecTpoBaHuii B
3a nepBuHHe, MiHicTepcTsi tocTuuii Ykpainu 19 rpyaHs 2016
BTOPWHHE poky 3a Ne 1649/29779 (y pepakuii Hakasy
naxkyBaHHs, MiHicTepcTBa OXOPOHM 340P0B’'S YKPaiHW Bif,
KOHTPO/b Ta 26 BepecHs 2016 poky Ne 996), CTaHOBUTL:
BMNYCK Cepil: 3riHO 3i CTpOKaMu, 3a3HAYEHUMN Y
ITancapmako nepioguYHOCTI NOAAHHS PerynsapHuX 3BiTiB 3
C.n.A,, Itanis 6esneku.
19. FNIBEK® Tabnetku, BKpUTI HoBaprTic Lseiiuapis | Hoeaptic ®apma Lseinuapis/ MepepeecTpauis Ha HEOOGMEXEHUIA TEPMIH. 3a He UA/9469/01/01
NNiBKOBOO dapma Al LTeiH AT, HimeuunHa 3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta peuyenmom niosnsieae
060/10HKOt0, Mo 100 LBeliuapis; thapmakoHarnsgy. 3MiHu y KopoTkil
mr; no 10 TabneTok HoBapTic ®apma XapaKkTepucTmLi NikapCcbkoro 3acoby, TEeKCTi
y 6nicTepi; no 6 MpopakwH MapKyBaHHS Ta IHCTPYKLi A - 3MiHW BHECEHO
6nicTepis B KOPOOL v6X, [0 IHCTPYKLIT ANA MeANYHOro 3acTocyBaHHSA
HimeuunHa nikapcbKoro 3acoby Ao po3gainis "OcobmBocTi

3acTocyBaHHs", "Mo6ivHi peakuii” BignosigHO
[0 MaTepianiB peecTpaujiiiHoro fockbe.
MepiognyHICTL NOAAHHSA PerynsipHo
OHOBJ/IOBAHOIO 3BITY 3 6e3neky BigNoBigHO [0
MopsiaKy 34iicHeHHs hapmakoHarnagy,
3aTBEPAXEHOro Hakas3om MiHicTepcTea
OXOPOHU 3/10pPOB’A YKpaiHu Big 27 rpyaHs
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4YeHHs

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyansa 2016
poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340P0B’S YKPaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMu, 3a3Ha4YeHMN Y
nepioguYHOCTI NOAAHHA PerynspHuX 3BiTiB 3
6e3neku.

20.

FNIBEK®

TabneTku, BKpUTI
NNiBKOBOO
060/10HKOt0, N0 400
mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepw B kOpoobLi

Hosapric
dapma Al

LLiBeiiuapis

HosapTic ®apma
LWTeliH AT,
Llseiuapis;

HosapTic ®apma
MNpoaakwH

'M6X,
HimeuunHa

LBeiiuapis/
Himeuunna

MepepeecTpalist Ha HeOOMEXEHN TEPMIH.
3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsagy. 3mMiH1 y KOpoTKili
XapaKTepucTu1Li Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHA Ta IHCTPYKUiT 418 MeANYHOro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBYMMW AaHVMU 3
AKOCTI, AOKNIHIMHUMWN, KNIHIYHUMKU JaHUMK Ta
AaHvMu 3 chapmakoHarnsgy - 3MiH1 BHECEHO
00 IHCTPYKLiT A/ MeAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3zinis "OcobmBocTi
3acTocyBaHHs", "Mo6ivHi peakuii" BigNoBiAHO
[0 matepianiB peecTpauiiHoro fOCbe.
MepiognyHiCTL NogaHHA perynspHo
OHOBJ/OBAHOTO 3BITY 3 6e3neky BigNoBigHO L0
Mopsaaky 3aiicHeHHs dhapmakoHarnagy,
3aTBepKeHoro Hakasom MiHictepctea
OXOPOHU 30POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuii Ykpainu 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHW 340POB’A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3ifiHO 3i CTPOKaMu, 3a3HaYeHNMmN y
nepiognMyYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/9469/01/02

21.

AEPMA3NH

Kpem 1% no50ry
Ty6i; no 1 Ty6i B
Kopoo6Li

CaHpo3
dapmacbtoTika
n3 a.4.

CnoseHis

Cantortac
dapma 'mM6X

Himeuunna

nepepeecTpawis Ha HeobMeXeHuit TepMiH
3MiHKM | TRy - 3MiHK WoA0
6e3nekn/echeKTUBHOCTI Ta hapMmakoHarnsay.
3MiHa y KOpoTKili XapakTepucTuLi nikapcbkoro
3aco0by, TeKCTi MapKyBaHHs Ta IHCTPYKUiT Ans
Me[M4YHOro 3aCTOCYBaHHS Ha nicTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo AocnigpkeHb 3
6e3nekn 3acTocyBaHHs NikapcbKoro 3acoby B
nicnspeecTpauiinnii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 fOCAILKEHD,
npoBefAeHNX BiANOBIAHO A0 NAaHy

6e3
peyenma

nionsieae

UA/8997/01/01
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Ne Hassa Popma surnycky 3asasHuUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n | nikapcbkoe | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
0 3acoby ynakoska) nocsi0YeHHs1
negiatpuyHux gocnimkeHb (PIP) (3miHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM
OpraHom) - 3MiH1 BHECEHO A0 iHCTPYKLii Ans
MeAMYHOro 3acTOCyBaHHA NiKapCbkoro 3acoby
0o posginis "lMpoTunokasaHHsa", "B3aemogis 3
iHLIMMKM NikapcbkMKU 3acob6amm abo iHLWi BUAn
B3aemogii", "Ocob/MBOCTi 3aCTOCYBaHHA",
"Mepeno3yBaHHsa", "Mo6GiYHI peakujii”
BiZANOBIAHO 4O OHOBMEHOI iHGbopMaL,i 3
6e3nekun 4ityoi pevyoBUHN.
MepiognyHicTb NOAAHHA perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mnekn BiANOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEpPAKEHOro Hakasom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Big, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyansa 2016
poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340P0B’'S YKPaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTB:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN Y
nepioguYHOCTI NOAAHHA PerynspHuX 3BiTiB 3
6e3neku
22, AOMNEPU NOpPOLLOK TOB "KYCYM YkpaiHa Bacyaxa ®apma IHais nepepeecTpawis Ha HeobMeXeHuin TepMiH - He UA/10361/01/01
AOHY (cybeTaHuis) y PAPM" Xewm Nlimiteq nionsieae
MANEAT noABiNHNX
nonieTMNeHoBUx
nakeTtax gns
hapMaLeBTUYHOIO
3acToCcyBaHHsA
23. IBAB-5® TabneTku, BKPUTI CKAH BIOTEK IHAisA BadHa IHAain MepepeecTpauis TepMiHOM Ha 5 pokis. 3a He UA/13579/01/01
NNiBKOBOIO nTa dapmacbroTikasn 3MiHM Woao 6e3nekn/edhekTUBHOCTI Ta peuenmom nidnsieae
060/10HKOI0, M0 5 Mr c ita. thapmakoHarnsgy. 3MiHW y KOpoTKil

no 14 TabneTok y
6nictepi, no 2
6nictepu B
KapTOHHIiA ynakoBLi

XapakTepucTuL nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT 4719 MeANYHOro
3acTocyBaHHS
reHepuYHUX/ri6puaHNX/6ionoai6HMX
NiKapCbKNX 3acobiB Nic/1s1 BHECEHHSA TiEl camoi
3MiHW Ha pedhepeHTHWI npenapaT (3MiHa He
noTpebdye Hafi@aHHS XOAHNX HOBUX AOAATKOBUX
OaHunX) - 3MiHM BHECEHO A0 iHCTPYKUIT Ans
MeZIMYHOro 3aCTOCYBaHHS NiKapcbKoro 3acoby
[0 po3zinis "®apmakosioriyHi BNacTueocTi',
"Oco6/1MBOCTI 3acTOCyBaHHSA", "34aTHICTb
BNAMBATUN Ha LIBMAKICTb peakuil Npy KepyBaHHi
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4YeHHs

aBTOTPaHCNOPTOM ab0 iHLWMMU MexaHiamamu',
"[iTn" (yTouHeHHs iHdopmadii), "To6iuHi
peakujii" BigNoBigHO A0 iHhopmawi
pecdhepeHTHOrO JlikapCcbKoro 3acoby
(KOPAKCAH® 5 wmr, TabneTku, BKpUTI
NAiBKOBOK 000I0HKOI MO 5 Mr).
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekun BigNOBIAHO A0
Mopsaaky 3aiicHeHHs dhapmakoHarnagy,
3aTBEPMXEHOrO Haka3oM MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuii Ykpaiuu 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340POB’A YKpaiHu Big
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTPOKaMu, 3a3HaYEHNMU Y
nepiognYHOCTI MoAaHHS perynsipHuX 3BiTiB 3
6esneku.

24,

IBAB-7,5®

TabneTkn, BKPUTI
NNiBKOBOO
060/10HKOM0, MO0 7,5
Mr Mo 14 Tabnetok y
6nictepi, no 2
6nictepun B
KapTOHHI ynakosL,i

CKAH BIOTEK
nTpa

IHais

BadHa
PapmacbioTikas
c g,

IHais

MepepeecTpauis TepmiHOM Ha 5 pokiB
3MiHu Wwoao 6e3nekn/edheKTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iIHCTPYKLiT 415 MeAnYHOro
3aCTOCYyBaHHSA
reHepuYHUX/ribpuaHNX/6ionoaiGHMX
nikapcbKunx 3aco6iB nicns BHECEHHN Tiel camol
3MiHM Ha pechepeHTHWI1 npenapaT (3MiHa He
noTpebye HaJaHHS XOAHUX HOBUX AOAATKOBMX
OaHunx) - 3MiHU BHECeHO [0 iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHSA NiKapCbKoro 3acoby
[0 po3giniB "®apmakosioriyHi BnacTuBocTi”,
"Oco6nMBOCTI 3acTocyBaHHS", "3aaTHIiCTb
BM/IMBATW Ha LUBMAKICTb peakLii npy KepyBaHHI
aBTOTPaAHCMOPTOM ab0 iHLWMMMN MexaHiamamn',
"[iTn" (yTouHeHHs iHdopmadii), "TobiuHi
peaxuii” BignoBigHo 0 iHhopmaui
pethepeHTHOrO JlikapCbKoro 3acoby
(KOPAKCAH® 7,5 mr, TabneTku, BKPUTI
NAiBKOBOK 060/I0HKOK MO 7,5 Mr).

MepiognyHICTb NOAAHHS PerynsipHo
OHOBJ/OBAHOTO 3BITY 3 6e3neky BigNoBigHO L0
Mopsaaky 3aiicHeHHs dhapmakoHarnagy,
3aTBEPMAXEHOro HakasoM MiHicTepcTea

3a
peyerimom

He
nionsieae

UA/13834/01/01
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Ne Hassa Popma surnycky 3asasHuUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n | nikapcbkoe | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
0 3acoby ynakoska) nocsi0YeHHs1
OXOPOHU 310POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHsa 2016
poky 3a Ne 1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHW 340POB’A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3ifiHO 3i CTPOKaMu, 3a3HavYeHNMmn y
nepiognMyYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6e3neku
25. IHOOMETA | cynosuTtopii no 50 AT Bonrapis AT "Cogpapma” Bonrapis MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/10242/01/01
LWH Mmr, no 6 "Codpapma” MepioAnyHICTb NOAHHSA PEryNsapHO peyenmom nidnsieae
COdDAPMA CynosnTopiiB y OHOB/IHOBAHOrO 3BITY 3 6e3Mnekun BiANOBIAHO A0
cTpuni; no 1 ctpuny Mopsiaky 34iicHeHHs hapmakoHarnagy,
B KQPTOHHIN nayw,i 3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHsa 2016
poky 3a Ne 1649/29779 (y pepaku,ii Hakasy
MiHicTepcTBa OXOPOHM 340P0B’'S YKPaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTPOKaMu, 3a3HavYeHnMmn y
nepioguYHOCTI NOAAHHS PerynspHuX 3BiTiB 3
6e3neku.
26. IHPAHPUK | cycneHsia ons nakcoCmiTKn Benvka "nakcoCmiTKns Benbris MepepeecTpaLis Ha HEOOMEXeHUIA TEPMIH 3a He UA/13939/01/01
c™IinB iH'ekuii no 0,5 MmNy AliH EkcnopT BputaHis H Bionomxikan3 3MiHY I Tuny - 3MiHK Wwoao peyenmom nionsizae
KOMBIHOB | nonepeaHbo Nimiteq C.A. 6e3nekn/edpekTMBHOCTI Ta thapmakoHarnisgy.
AHA 3arnoBHeHOMY 3MiHW Y KOPOTKili XapakTepucTuLi NnikapcbKoro
BAKUVHA 0 Hopa3oBOMY 3aco6y, TeKCTi MapKyBaHHs Ta IHCTPYKLi Ans
ana LUNPWLi Y KOMMAEKTI MEeAMYHOrO 3aCTOCYBaHHS Y 3B'A3KY i3 HOBMMMU
MAPO®ITIAK | 3ronkoto; no 1 abo OaHUMU 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHMUW
TUKN 10 nonepeaHLO AaHVMU Ta JaHumuy 3 hapmakoHarnsagy - 3MiHun
ANDTEPI, 3arnoBHEHNX BHECEHO A0 IHCTPYKUii AN MeguyHoro
NPABLA, 0fiHOpa30BUx 3aCcToCyBaHHS NikapcbKoro 3acoby [0 po3giny
KALUTKOKA | wnpuyisy "Moka3aHHA" (pegaroBaHo TEKCT po3ainy), a
(ALENKONA | nnactukoBoMy TakoX A0 po3ginis "flikapcbka goopma”
PHINIA KOHTeliHepi; no 1 (peparoBaHO TEKCT OMUCY OCHOBHUX (Pi3UKO-
KOMIMOHE KOHTelHepy B XiMiYHVX BNacTmBocTeit), "®apmakonoriyHi
HT) TA KapTOHHI KOpooLi BnactuBocTi", "MpoTunokasaHHsA",
nosniomie "Oco6nMBOCTI 3aCTOCYBaHHSA", "3acTocyBaHHs
nry y nepiof, saritTHocTi abo rofysBaHHs rpyaar',

"[iTn" BiANOBIAHO A0 iHOpPMALLl CTOCOBHO
6e3neku, sika 3a3HayeHa B martepianax
peecTpauiiHoro Aocke.
MepiognyHicTb NOAAHHSA PErynspHO
OHOB/OBAHOIO 3BITY 3 6e3Mneku BiANoBiAHO A0
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Ne Hassa Popma surnycky 3asasHuUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n | nikapcbkoe | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
0 3acoby ynakoska) nocsi0YeHHs1
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEpPAKEHOro Hakasom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Big, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaxsa 2016
poky 3a Ne 1649/29779 (y pefakuii Hakazy
MiHicTepcTBa OXOPOHU 340P0B’'S YKPaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMu, 3a3Ha4YeHMN Y
nepioguYHOCTI NOAAHHA PerynspHuX 3BiTiB 3
6e3nekun
27. KETOMPO® | nopoLiok MAT "®apmak” YkpaiHa BEK KEMIKAN3 IHais nepepeecTpawis Ha HeobMeXeHuin TepMiH - He UA/14109/01/01
EH (cybeTaHuis) B NBT. NTA. nionsieae
MiLLKax noABiINHNX
nonieTMNeHoBUxX
Ons BUpobHuLUTBa
HecTepuIbHUX
NiKapcbknx popm
28. NEDTIOKA TabneTku, BKPUTI [bky6inaHTt IHAisA [bxy6inant IHAain MepepeecTpauis Ha 5 pokis. - He UA/13424/01/01
A NNiBKOBOIO LbkeHepikc LhxeHepikc nidnsieae
060/10HKOt0, No 250 NimiTeq NimiTeq MepioAnYHICTb NOJAHHA PerynsapHo
mr, in bulk: no 5000 OHOB/OBAHOrO 3BITY 3 6e3neku BigNoBIgHO A0
TabneTok y naketax Mopsigky 34ificHeHHs hapmakoHarnsgy,
3aTBEPMXEHOro Haka3om MiHicTepcTea
OXOPOHU 370POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuii Ykpainu 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB’'st YKPaAiHM Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3ifiHO 3i CTPOKaMK, 3a3HaYeHNMm y
NepiogNYHOCTI MOAAHHS PEryNsipHMX 3BITIB 3
6e3neku.
29. NE®NOKA TabneTku, BKPUTI [bxy6inaHTt IHAjA Ibxy6inant IHAaia MepepeecTpauis Ha 5 pokis. - He UA/13424/01/02
A NNiBKOBOIO [xeHepikc [bxeHepikc nidnsieae
060/10HKO10, Mo 500 Nimiteq NimiTeq MepioAnyHICTb NOfAHHA PerynsapHo

wmr, in bulk: no 5000
Tab/IeToK y nakeTax

OHOB/IIOBAHOrO 3BITY 3 6e3nekun BigNoBiAHO A0
Mopsaaky 3aiicHeHHs dhapmakoHarnagy,
3aTBEPAXEHOro Hakas3oM MiHicTepcTea

OXOPOHU 370POB’A YKpaiHu Big, 27 rpyaHa
2006 poky Ne 898, 3apeecTpoBaHuii B

MiHicTepcTsi tocTuuil Ykpainu 19 rpyaHa 2016

poky 3a Ne 1649/29779 (y pefaku,ii Hakasy

MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big

26 BepecHsi 2016 poky Ne 996), CTaHOBUTb:
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4YeHHs

3rifHO 3i CTPOKaMu, 3a3Ha4YeHMN Y
nepiognMyYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.

30.

NE®NOKA
)i}

TabneTku, BKPUTI
NNiBKOBOO
060n10HKot0, No 250
mr, no 10 TabneTok
y 6nicTepi; no 3
6nictepu B
KapTOHHIA KOopooLi

[xy6inaHt
[xeHepikc
Nimiteq

IHais

[xy6inaHT
[bxeHepikc
Nimiteq

IHais

MepepeecTpauis Ha 5 pokis.
3MiHu Wwopao 6esnekn/edekTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTKili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT A9 MeANYHOro
3acTocyBaHHsA
reHepuyHuX/ribpmaHnx/6ionoaibHmx
NiKapCcbKNx 3acobiB Nic/1 BHECEHHSA TiEl camol
3MiHM Ha pechepeHTHWI Npenapat (3MiHa He
noTpebye HafaHHs XOOHUX HOBUX AOAATKOBUX
AaHuvXx) - 3MiHW BHECeHi A0 IHCTPYKLii Ans
MeAMYHOro 3aCTOCYBaHHA /iKapCbKoro 3acoby
B po34inu: "MNMokasaHHs", a TakoX y po3ainu:
"apMakonoriyHi BnacTueBocTi”,
"MpoTunokasaHHA", "B3aemogis 3 iHWnMu
nikapcbkrMuy 3acobamu Ta iHLWWi BUAK
B3aemogiin", "OcobMBOCTi 3aCTOCyBaHHS",
"3acTocyBaHHs y nepiog BariTHoCTi abo
roflyBaHHs rpyaaro”, "34artHicTb BNMBATU Ha
LWUBMAKICTb peakLii Npy KepyBaHHI
aBTOTPAHCNOPTOM ab0 iHWMMK MexaHismamn',
"Cnoci6 3acTocyBaHHA Ta fo3un",
"Mepeno3yBaHHsa", "Mo6GiYHI peakujii”
BignoBiAHO A0 iHdhopMaLii Woa0 MeguyHOro
3aCTOCYBaHHSA pehepeHTHOro NikapCbKoro
3acoby (Tavanic, film-coated tablets 250 mg,
500 mg He 3apeecTpoBaHuii B YKpaiHi).

MepiognyHicTb NoAaHHA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mnekun BiANOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHsa 2016
poky 3a Ne 1649/29779 (y pepaku,ii Hakasy
MiHicTepcTBa OXOPOHM 340P0B’S YKPaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTpOKaMu, 3a3HavYeHnMmn y
nepiognYHOCTI NOAAHHS PerynspHuX 3BiTiB 3
6e3neku.

3a
peyenmom

He
nidnsieae

UA/13423/01/01

31.

NEDTIOKA

TabneTkn, BKPUTI

Lxy6inaHT

IHAja

[xy6inaHT

IHAjs

MepepeecTpadis Ha 5 poki..

3a

He

UA/13423/01/02
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4YeHHs

i}

NNiBKOBOKO
060/10HKO10, Mo 500
mr, no 10 TabneTok
y 6nicTepi; no 3
6nictepu B
KapTOHHIA Kopoo6Li

[hxeHepikc
Nimiten

[xeHepikc
Nimiten

3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KopoTKili
XapaKkTepucTmLi NikapCcbkoro 3acoby, TEeKCTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeAnYHoro
3acToCyBaHHsA
reHepuYHUX/ribpuaHMX/6ionoaiGHMX
nNiKapcbKknx 3acobiB nicss BHECEHHA TiET camol
3MiHM Ha pechbepeHTHW npenapat (3MiHa He
noTpebye HaflaHHS XOAHNX HOBUX AOAATKOBUX
LaHnX) - 3MiHW BHECeHi 0 IHCTPYKUiT aAnsa
MEeAMYHOro 3acTOCyBaHHSA MikapcbKoro 3acoby
B po3ginu: "NokasaHHsA", a TaKoX y po3A4inu:
"®apmMakonoriyHi BnactmsocTi”,
"MpoTunokasaHHsa", "B3aemogis 3 iHWMmun
nikapcbkMmM 3acobamu Ta iHWi B1uam
B3aemogii", "Ocob/MBOCTi 3aCTOCYBaHHA",
"3acTocyBaHHs y nepiog BariTHoCTi abo
rogyBaHHs rpyaar”, "34atHicTb BN/MBaTK Ha
LUBUAKICTb peakLii npyn kepyBaHHi
aBTOTPaAHCMOPTOM ab0 iHLWMMK MexaHiamamu',
"Cnoci6 3acTocyBaHHs Ta fo3n",
"Mepepo3yBaHHA", "Mo6GIYHI peakujii”
BIANOBIAHO A0 iHopMaL|i Woao MegnyHoro
3aCTOCyBaHHA pehepeHTHOro Nikapcbkoro
3acoby (Tavanic, film-coated tablets 250 mg,
500 mg He 3apeecTpoBaHuii B YKpaiHi).

MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekun BigNoBIAHO A0
Mopsaaky 3aiicHeHHs dhapmakoHarnagy,
3aTBEPXEHOr0 Haka3oM MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuii Ykpainu 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTPOKaMu, 3a3HaYEHNMU Y
nepiognYHOCTI MoAaHHS perynsipHuX 3BiTiB 3
6esneku.

peyenmom

nionsieae

32.

MEAEKCON

Kpansi OuHi,
cycneHsisa 1 mr/mn
no 10 mn y dpnakoHi-
KpanesnbHuui; no 1
h1aKoHy-

YOPN]]
MEAVLIH
N7

Ipy3is

K.O. Pomdpapm
Komnani C.P.J1.

PymyHis

MepepeecTpauis Ha HEOOMEXEHU TEPMIH.
3MiHu Wwoao 6e3nekn/edheKTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUIT A8 MeAM4HOro

3a
peyerimom

He
nionsieae

UA/13862/01/01
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Ne Hassa Popma surnycky 3asasHuUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n | nikapcbkoe | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
0 3acoby ynakoska) nocsi0YeHHs1
3acTocyBaHHS

KpanenbHULi B
KapTOHHI/ KopoobLi

reHepuyHUX/ri6puaHNX/6ionoai6HMX
nNiKapCcbKux 3aco6iB nicns BHECEHHs Tiel camol
3MiHM Ha pechepeHTHWI1 npenapaT (3MiHa He
noTpebye HaJaHHs XOOHNX HOBUX AOAATKOBMX
[aHVX) - BHECEHI A0 iHCTPYKLii 415 MeguyHoro
3acToCyBaHHSA NikapcbKoro 3acoby B po3ainu:
"apMakonoriyHi BnactTmeocTi”,
"MpoTunokasaHHs", "B3aemogis 3 iHWnmuy
nikapcbkrMuy 3acob6amu Ta iHLWi BUAK
B3aemogiin", "OcobmBOCTi 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog BariTHOCTi abo
roflyBaHHs rpyaaro”, "34artHicTb BNMBaTH Ha
LUBMAKICTb peakLii Npy KepyBaHHI
aBTOTpaHCMOpPTOM abo iHWMMK MexaHismamu',
"Cnocib 3acTocyBaHHsa Ta go3un", "4itn"
(yTouHeHHs indhopmauii), "Mepeao3ysaHHs",
"Mo6iyHi peakyii” BiANOBIAHO A0 iHopMmaLi
LLLOSI0 MEAMYHOIO 3aCTOCyBaHHS
pethepeHTHOrO JlikapCbKOro 3acoby
(MAKCUOEKC®, 1 mr/mn).
3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepuCcTu1Li Nikapcbkoro 3acoby, TEeKCTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeAnYHoro
3aCTOCyBaHHS Ha MigcTasi perynspHo
OHOBJ/IIOBAHOrO 3BiTYy 3 6e3neKkn NikapCbKoro
3acoby, abo gocnimxeHb 3 6e3neku
3aCcTOCyBaHHS NikapCbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 fOCAIIKEHD,
npoBeAeHNX BigNOBIAHO A0 NnaHy
negiatpuyHux gocnimkers (PIP) (3miHy
Y3rO[XKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
OpraHoMm) - BHeCEeHi 0 IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHSA NiKapCbKoro 3acoby
y po3ginu: "B3aemogis 3 iHWMMU NiKapCbKUMU
3aco6amu Ta iHWi BUAY B3aEMoOgi",
"Ocob6nmBocCTi 3acTocyBaHHA", "M06IYHI
peakuii" BignosigHO A0 iHGopMaLii 3 6e3nekn
[OMOMDKHNX PEYOBWH.
MepiognyHICTb NOAAHHSA PerynsipHo
OHOBJ/IOBAHOIO 3BITY 3 6e3neky BigNoBigHO A0
Mopsaaky 3aiicHeHHsA dhapmakoHarnagy,

3aTBepKEHOr0 Hakasom MiHicTepcTBa
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Ne Hassa Popma surnycky 3asasHuUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n | nikapcbkoe | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
0 3acoby ynakoska) nocsi0YeHHs1
OXOPOHU 310POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHsa 2016
poky 3a Ne 1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHW 340POB’A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTPOKaMu, 3a3Ha4YeHMN Y
nepiognMyYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
33. MEHTON NOPOLLIOK TOB "bioTek" YkpaiHa Bxarat IHAiA MepepeecTpaLlisi Ha HEOBMEXEHW TePMiH - He UA/14155/01/01
KpucTanivyHmi Apomarikc nionsizae
(cybeTaHuis) y NimiTeq
noagiiHMX
nonieTuIeHoBMX
nakeTtax gns
chapmaLeBTUYHOro
3acToCyBaHHs
34. METPO- PO34UH ON151 iH'EKLLA Bionoriwe HimeuunHa Bionoriwe HimeuunHa MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/2055/01/01
AAQHEKC- no 1,1 mn B amnyni; XaiinbMmiTTens XaiinbMmitTens 3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom nionsieae
IH'E€ENb no 5 amnyny Xeenb M'M6X Xeenb M'v6X hapmakoHarnsgy. 3miHa y KopoTkii

KOHTYPHIl
YapyHKOBIl
ynakoBui; no 1, no 2
a6o no 20
KOHTYPHUX
yapyHKOBUX
yNakoBOK Y KOpO6L
3 KapTOHY

XapaKTepuCTmLi NikapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeANYHOro
3aCcTOCyBaHHS Ha MigcTaBi perynspHo
OHOBJ/IKOBAHOTO 3BiTY 3 6e3neKky NiKapCbKoro
3acoby, abo gocnimxeHs 3 6e3neku
3aCTOCYBaHHS NikapcbKoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk
pesynbTaT OLiHKV 3BITY 3 AOC/IKEHD,
npoBeAeHNX BigMNoBIAHO A0 MaHy
negiatpuyHux gocnimkerb (PIP) (3miHy
Y3rO[)KEHO 3 KOMMETEHTHWUM YNOBHOBaXKEHNM
opraHom) - 3MiHVM BHECEHO A0 IHCTpyKUii gns
MeZIMYHOro 3aCTOCYBaHHS NiKapcbKoro 3acoby
00 po3ainiy:"Oco6nnBoCTi 3aCTOCyBaHHA"
Bi4MOBIAHO 4O OHOBMEHOI iHChopMaLii 3
6e3neku Aitoyoi Ta JONOMDKHUX PEYOBVH.

MepiognyHICTL NOAAHHS PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6€3Mnekun BiANOBIAHO A0
MopsiaKy 34iicHeHHs hapmakoHarnagy,
3aTBepAKEHOro Hakasom MiHictepcTea
OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpaitm 19 rpygHs 2016
poKy 3a Ne 1649/29779 (y pefakuii Hakasy
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Ne Hassa Popma surnycky 3asasHuKk KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n | nikapcbkoe | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
0 3acoby ynakoska) nocsi0YeHHs1
MiHicTepcTBa OXOPOHU 340P0B’'S YKPaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTB:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN Y
nepioguYHOCTI NOAAHHA PerynspHuX 3BiTiB 3
6e3neku.
35. METPOHI[, KpucTanivyHmi MpuBaTHe YkpaiHa AAPTI OPAT3 IHais MepepeecTpavis Ha HEOOMEXeHUIA TEPMIH - He UA/14308/01/01
A30n NOpPOLLOK akuioHepHe NIMITEL nionsieae
(cybeTaHuis) y TOBapuncTBO
NnoABIHMX NakeTax 3 “NNekxim —
nonietTuneny ans Xapkis”
hapMaLeBTUYHOIO
3acTocyBaHHsA
36. MIKOHA30O | nopotuok MpAT YkpaiHa Eppigxieppi ITanisa MepepeecTpaLlisi Ha HEOBMEXEHWI TepPMiH - He UA/1430/01/01
ny HITPAT (cybeTaHuis) y "hapmaueBT Ec.ni.EN. nidnsieae
nakeTax noABinHMX yHa hipma
nonieTuIeHoBmx "OapHuus”
ans
chapmaLeBTU4YHOro
3acToCyBaHHs
37. MOHTENYK | nopoLuok TOB "KYCYM Ykpaina MopeneH IHAaisa nepepeecTpawis Ha HeobMeXeHWin TepMiH - He UA/14156/01/01
ACT (cybeTaHuis) y PAPM" NabopaTopic niosnsieae
HATPIIO noABiHNX Nimiteq
nonieTMIeHoBUx
nakeTtax gns
hapMaLeBTUYHOIO
3acTOCyBaHHSA
38. MYKONIK cupon 2 % no 125 MpAT YkpaiHa MpAT YkpaiHa MepepeecTpalis Ha HEOOMEXEHUIA TEPMIH 6e3 niosnsieae UA/10556/01/01
My 6aHuj; no 1 "TexHonor" "TexHonor" 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta peyenma

6aHLi 3 MipHOIO
JNIOXKOI Yy navi 3
KapToHy

thapmakoHarnsgy. 3MiHa y KOpoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT 418 MeANYHOro
3aCTOCYBaHHSA Ha MifcTaBi perynspHo
OHOB/IIOBAHOrO 3BiTY 3 6e3neKu NiKapCbKoro
3acoby, abo gocnigkeHb 3 6e3nekn
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiHnii nepiog, abo sk
pesynbTaT OLiHKV 3BITY 3 AOC/IKEHD,
NpoBeAeHUX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimkeHb (PIP) (3miHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHoMm) - 3MiHV BHECEHO A0 iHCTPYKLT Ans
MeAMYHOro 3acTOCYBaHHA NiKapCbkoro 3acoby
y po3ginu: "MpoTtmnokasaHHsa", "OcobanBoCTi
3acTocyBaHHs", "3acTocyBaHHs y nepiof
BariTHoCTi abo rogysaHHa rpyaar”, "MobivHi
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4YeHHs

peakuii" BignoBiAHO 4O OHOBNEHOT iHChopMaLi
3 6e3neku Aiyoi peyoBmHU
MepiognyHICTb NOAAHHSA PerynsipHo
OHOBJ/IOBAHOIO 3BITY 3 6e3neky BigNoBigHO L0
Mopsaaky 3aiicHeHHsA dhapmakoHarnagy,
3aTBEPAXEHOro Hakasom MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHsa 2016
poky 3a Ne 1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHW 340POB’A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMu, 3a3Ha4YeHMN Y
nepiognMyYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.

39.

OBALXKIO®

TabneTku, BKPUTI
NAiBKOBOIO
o060n10HKot0, Nno 14
Mmr; Ne28 (14x2): no
14 TabneTok,
BKPUTUX MNiBKOBOIO
060/10HKOI0, B
6nictepi 3
1IOMIHItO; No 2
6nicTepu BKNageHo
B YMaKoBKy Tumy
ramaHLs; KoxHa
ynakoBka Tuny
ramaHus po3milieHa
y 3aX1CHOMY
doyTnsapi; no 1
ynakoBLji Tuny
ramaHus y gytnspi
BK/1a/IEHO B
KapTOHHY KOPOOKY;
Ne84 (14x6): no 14
TabneToK, BKPUTMX
NAiBKOBOIO
060/10HKOI0, B
6nictepi 3
antoMiHito; no 2
6nictepu BKNageHo
B YMakoBKy Tuny
ramaHLs; KoxHa
ynakoBka Tvny

TOB "CaHodhi-
ABeHTiC
Ykpaiva"

YkpaiHa

CaHodpi BiHTpon
IHpacTpia

dpaHuin

MepepeecTpaLisi Ha HEOGMEXEHMNIA TEPMIH
3MiHu Wwopao 6esnekn/edhekTUBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KopoTKili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT AN19 MeaNYHOro
3aCTOCYBaHHA Y 3B’A3KY i3 HOBUMM AaHUMU 3
AKOCTI, AOKTIHIYHMMM, KTIHIYHUMU AaHUMK Ta
AaHvMu 3 chapmakoHarnsgy - 3MiHM BHECEHO
[0 IHCTPYKLiT 4519 MeANYHOro 3acToCyBaHHs
nikapcbKoro 3acoby Ao po3zinis
"®apmakoTepaneBTUyHa rpyna” (yTo4UHeHHs
chopmyrtoBaHHs 6e3 3MiHu kogy ATX),
"apmMakonoriyHi BnactusocTi" (pegaryBaHHs
TekcTy), "lMokasaHHA " (pegaryBaHHs TEKCTY),
"MpoTunokasaHHA", "B3aemogis 3 iHWnMu
nikapcbkrMuy 3acobamu Ta iHLWWi BUAK
B3aemogiin", "OcobMBOCTi 3aCTOCyBaHH:",
"3acTocyBaHHSA y nepiog, BariTHOCTi Ta
rogyBaHHs rpygar” (pefaryBaHHs TeKCTy),
"3partHiCTb BIAMBATY Ha LUBMAKICTb peakLil
npy KepyBaHHi aBTOTPAHCNOPTOM @60 iHWMMK
MexaHisMamun" (pegaryBaHHs TekcTy), "Cnocio
3aCcToCyBaHHA Ta fo3n" (pefaryBaHHs TEKCTY),
"Oitn" (peparyBaHHsA TEKCTY),
"Mepepo3yBaHHA", "M06IYHI peakuii "
BIANOBIAHO A0 MaTepianiB peecTpauiiHoro
[OCbE.

MepiognyHicTb NOAaHHA perynspHo
OHOB/OBAHOIO 3BITY 3 6e3Mneku BignoBigHO A0

3a
peyenmom

He
nidnsieae

UA/13689/01/01
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Ne Hassa Popma surnycky 3asasHuUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n | nikapcbkoe | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
0 3acoby ynakoska) nocsi0YeHHs1
ramaHus posmilLeHa Mopsiaky 34iicHeHHs hapmakoHarnagy,
y 3aX1MCHOMY 3aTBEPKEHOro Haka3om MiHicTepcTea
dyTnsApi; mo 3 OXOPOHU 340POB’A YKpaiHu Big, 27 rpygHs
yNakoBKW TNy 2006 poky Ne 898, 3apeecTpoBaHuii B
ramaHus y coytnsapi MiHicTepcTBi tocTuuii Ykpainu 19 rpyaxsa 2016
BK/1f,EHO B poky 3a Ne 1649/29779 (y pefakuii Hakazy
KapTOHHY KOPOGKY MiHicTepcTBa OXOPOHU 340P0B’'S YKPaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMu, 3a3Ha4YeHMN Y
nepioguYHOCTI NOAAHHA PerynspHuX 3BiTiB 3
6e3neku.
40. onida onis, no 100 mny ToBapucTBO 3 YkpaiHa KOHTPO/b AIKOCTI, Ykpaina MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH. 6e3 He UA/3517/01/01
HACIHHA donakoHi, no 1 06MmeXeHo BUNYCK cepil: MepiognyHICTb NOAAHHSA PErynsapHo peuenma nionsieae
FAPBY3A chnakoHy B KOpOOLi BiANOBiga/TbHI ToBapucTeo 3 OHOB/IHOBAHOrO 3BITY 3 6e3nekun BigNOBIAHO A0
3 KapTOHy; No 2,5 Mn cTio 06MeXeHoH Mopsiaky 34iicHeHHs hbapmakoHarnagy,
abo 5 mn y calle, no "[ocnigHwia BignoBiganbHICT 3aTBepXeHOro Hakasom MiHicTepcTBa
20 cale B KOpoo6Li 3 3aB0[ 10 OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
KapToHy “rHunc "[NocnigHnii 2006 poky Ne 898, 3apeecTpoBaHuii B
3asog, "MHUJ/C", MiHicTepcTsi tocTuuii Ykpainm 19 rpyaHs 2016
YkpaiHa; poky 3a Ne 1649/29779 (y pedakuii Hakasy
BCi cTagii MiHicTepcTBa OXOPOHU 340P0B’S YKPaAiHU Bif,
BMPOGHULTBA, 26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
KOHTPOb AKOCTI, 3iHO 3i CTPOKaMu, 3a3HaYeHnMmn y
BUNYCK Cepil: NnepiogNYHOCTI NOAAHHS PerynsapHuX 3BITIB 3
ToBapwucTBO 3 6e3neku.
06MEXEHOI0
BignoBsiganbHicT
10
"papmMaueBTUyH
a KomnaHist
"3popos'a”,
YkpaiHa
41. OMNPIMEA Tabnetku no 0,088 KPKA, a.4., CnoseHis BignosigansHuii CnoseHis MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH 3a He UA/14075/01/01
Mmr; no 10 TabneTok HoBso mecTo 3a BUPOGHULITBO 3MiHKM | TUNy - 3MiHK WoA0 peyenmom nionsieae
y 6nicTepi; no 2, abo «in bulk», 6e3nekn/edpekTMBHOCTI Ta thapmakoHarnisgy.
no 3, abo no 6, abo NepBUHHY Ta 3MiHW y KOpPOTKili XapaKTepucTuLi NikapcbKoro
no 9, aéo no 10 BTOPUHHY 3aco6y, TeKCTi MapKyBaHHs Ta IHCTPYKLi Ans
6nicTepiB y kKopobu;i yNakoBKY, MeAMYHOro 3aCTOCYBaHHS

KOHTPO/b cepiit
Ta BUMYCK Cepili:

reHepu4HUX/ribpuaHMX/6ionoaiGHMX
NiKapcbKnx 3acobiB nic/s BHECEHHA TiEl camol
3MiHM Ha ped)epeHTHUIA npenapar (3MiHa He

KPKA, a.4., noTpebye HaaHHS XOAHNX HOBUX AOAATKOBMX
HoBo mecTo, [aHuX) - 3MiHW BHECEeHi [0 IHCTPYKUIT Ans

CnoseHis; MeAMYHOro 3aCTOCYBaHHSA /TiKapCbKOro 3acoby
BignosiganbHuii B po3gainu: "Ocob6/MBOCTi 3acToCyBaHHS",
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6nicTepiB y kOopobLi

KOHTPOb cepiit
Ta BUNYyCK cepiii:

KPKA, a.4a.,
Hoso mecTo,
CnoBeHis;
BignosiganbHuii
3a BUPOGHMLUTBO
«in bulk»,
NEePBUHHY Ta
BTOPUHHY
YMaKoBKy:
KPKA, a.4a.,
Hoso mecTo,
CnoBeHis

reHepuYHUX/ribpuaHNX/6ionoaiGHMX
nikapcbKunx 3aco6iB nicns BHECEHHA Tiel camol
3MiHM Ha pechepeHTHWI1 npenapaT (3MiHa He
noTpebye HafaHHS XOAHUX HOBUX AOAATKOBMX
OaHunX) - 3MiHW BHECEHI [0 IHCTPYKUIT ANns
MeIMYHOro 3aCTOCYBaHHSA NIKaPCbKOro 3acoby
B po3ainu: "OcobaMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepiog BariTHoCTi abo
roflyBaHHs rpyaaro”, "34aTtHicTb BNMBATU Ha
LWIBMAKICTb peakLii Npy KepyBaHHI
aBTOTPAHCNOPTOM ab0 iHWMMK MexaHismamn',
"Cnoci6 3acTocyBaHHsa Ta gosun", "4itun"
(iHdhopmauis woao 6e3nekn), "MobiuHi
peaxui™ BignoBigHoO A0 iHhopmMal,i Wwoao
MeZIMYHOro 3aCToCyBaHHsA pethepeHTHOro
nikapcbkoro 3acoby (MIPAMNEKC®)

MepioANYHICTb NOAAHHSA perynsipHo

Ne Hassa Popma surnycky 3asasHuUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n | nikapcbkoe | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
0 3acoby ynakoska) nocsi0YeHHs1
3a BUPOGHULITBO "3acTocyBaHHA y nepiof BariTHOCTi abo
«in bulk», rogyBaHHs rpyaar”, "3aatHicTb BNMBatn Ha
NepBUHHY Ta LWIBMAKICTb peakwii Mpy KepyBaHHi
BTOPVHHY aBTOTPAHCNOPTOM a60 iHWMMK MexaHismamn',
YMaKoBKY: "Cnoci6 3acTocyBaHHs Ta gosun", "Aitn"
KPKA, a.4., (iHdhopmauis woao 6e3nekn), "TMobiuHi
HoBo mecTo, peaxui™ BignoBigHo Ao iHhopmMal,i Wwoao
CnoseHis MEeANYHOro 3aCToCyBaHHsA ped)epeHTHOro
nikapcbkoro 3aco6y (MIPAMNEKC®)
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekun BigNOBIAHO A0
Mopsaaky 3aiicHeHHs dhapmakoHarnagy,
3aTBEPMXEHOro Haka3oM MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuii Ykpainu 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3iHO 3i CTPOKaMK, 3a3HaYeHnMmn y
nepiognYHOCTI MoAaHHS perynsipHuX 3BiTiB 3
6e3neku
42, OMNPIMEA Tabnetku no 0,18 KPKA, a.4., CnoseHis BignosigansHuii CnoseHis MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH 3a He UA/14075/01/05
mr; no 10 TabneTok HoBso mecTo 3a BUPOGHMLUTBO 3MiHuM | TNy - 3MiHK WoA0 peyenmom nionsieae
y 6nicTepi; no 2, abo «in bulk», 6e3nekn/edpekTMBHOCTI Ta thapMakoHarnsgy.
no 3, abo no 6, abo NEepPBUHHY Ta 3MiHM Y KOPOTKiil XapakTepucTuLi Nnikapcbkoro
no 9, aéo no 10 BTOPUHHY 3aco6y, TeKCTi MapKyBaHHS Ta iHCTpYKLi Ans
yNaKkoBKy, MeAMYHOro 3aCTOCyBaHHSA
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KOHTPO/b cepilt
Ta BUNyCK cepiit:

KPKA, a.4.,
HoBo mecTo,
CnoBeHis;
BignosigansHuii
3a BUPOGHMLTBO
«in bulk»,
NepBUHHY Ta
BTOPUHHY
YyNaKoBKy:
KPKA, a.4.,
HoBo mecTo,
CnoseHis

reHepuyHuX/ribpuaHnx/6ionodibHmx
NiKapcbKNx 3acobiB Nic/1s BHECEHHSA TiEl camol
3MiHM Ha pechepeHTHWI npenapat (3MiHa He
notpebye HafaHHs XOOHUX HOBUX AOAATKOBUX
AaHunX) - 3MiHW BHECEHI A0 IHCTPYKUIT ANns
MeAMYHOro 3acTOCYBaHHA /iKapCbKoro 3acoby
B po3ainu: "OcobamMBOCTi 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog BariTHOCTi abo
roflyBaHHs rpyaaro”, "34artHicTe BNMBaTu Ha
LIBUAKICTb peakLii npyn kepyBaHHi
aBTOTPAHCMOPTOM ab0 iHLWMMMN MexaHiamamu',
"Cnoci6 3acTocyBaHHA Ta gosun", "Aitn"
(iHdpopMmaLis woao 6esnekn), "MobivHi
peakuii" BignoBigHo A0 iHchopmau,i Wwoao
MeZIMYHOro 3acToCyBaHHsA petepeHTHOro
nikapcbkoro 3acoby (MIPAMNEKC®)
MepiognyHicTb NoAaHHA perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mneku BiANOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEpPAKEHOro Hakasom MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHsa 2016
poky 3a Ne 1649/29779 (y pepaku,ii Hakasy
MiHicTepcTBa OXOPOHM 340P0B’'S YKPaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTpOKamu, 3a3HavYeHnMmn y

Ne Hassa Popma surnycky 3asasHuUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n | nikapcbkoe | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
0 3acoby ynakoska) nocsi0YeHHs1
OHOBJ/IOBAHOrO 3BITY 3 6e3neky BigNoBigHO A0
Mopsaaky 3aiicHeHHsA dhapmakoHarnagy,
3aTBEPAXEHOro Hakasom MiHicTepcTea
OXOPOHU 310POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHsa 2016
poky 3a Ne 1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHW 340POB’A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTPOKaMu, 3a3Ha4YeHMN Y
nepiognMyYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6e3neku
43. OMPIMEA Tabnetku no 0,35 KPKA, a.4., CnoseHis BignosiganbHuii CnoseHis MepepeecTpaLlisi Ha HEOBMEXEHW TePMiH 3a He UA/14075/01/03
mr; no 10 TabneTok HoBso mecTo 3a BUPOGHMLTBO 3MiHKM | TURy - 3MiHK WoA0 peyenmom nidnsieae
y 6nicTepi; no 2, abo «in bulk», 6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsgy.
no 3, abo no 6, a6o NepBUHHY Ta 3MiHW Y KOPOTKili XapakTepucTuLi NikapcbKoro
no 9, aéo no 10 BTOPUHHY 3aco6y, TEKCTi MapKyBaHHA Ta iIHCTPYKLiT Ans
6nictepi y Kopobui ynaKkoBKy, MeAMYHOro 3acToCyBaHHSA
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KOHTPO/Tb Cepiit
Ta BMMNYCK cepiil:

reHepuyHnX/ribpmagHnx/6ionodioHmMx
NiKapCbKNX 3ac06iB Nic/ia BHECEHHS TiEl camol

Ne Hassa Popma surnycky 3asasHuUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n | nikapcbkoe | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
0 3acoby ynakoska) nocsi0YeHHs1
nepioguYHOCTI NOAAHHA perynspHuX 3BiTiB 3
6e3neku
44, ONMPIMEA Tabnetku no 0,7 mr; KPKA, a.4., CnoBeHis BignosigansHuii CnoBeHisa MepepeecTpavis Ha HEOOMEXeHUIA TEPMIH 3a He UA/14075/01/04
no 10 TabneTtok y HoBo mecTo 3a BUPOGHULITBO 3MiHKM | TNy - 3MiHK WoA0 peuenmom nionsieae
6nictepi; no 2, abo «in bulk», 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
no 3, abo no 6, abo NepPBUHHY Ta 3MiHN Y KOPOTKili XapakTepucTuLi NnikapcbKoro
no 9, a6o no 10 BTOPUHHY 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ansa
6nicTepiB y KopooL;i ynakoBKY, MEeAMYHOro 3aCTOCYBaHHS
KOHTPO/Ib cepili reHepu4HUX/ribpuaHMX/6ionoaiGHMX
Ta BUNYCK cepiii: NiKapcbKnx 3acobiB Nic/s BHECEHHA TiEl camol
3MiHM Ha pechbepeHTHW npenapaT (3MiHa He
KPKA, a.4., noTpebye HafaHHS XOAHNX HOBUX AOAATKOBMX
HoBo mecTo, AaHuX) - 3MiHW BHECEHI A0 IHCTPYKUIT ANns
CnoseHis; MEeAMYHOro 3aCTOCyBaHHSA MikapCbKoro 3acoby
BignosigansbHuii B po3ginu: "OcobamBOoCTi 3acTocyBaHHS",
3a BUPOGHULITBO "3acTocyBaHHA y nepiof BariTHOCTi abo
«in bulk», rogyBaHHs rpygar”, "3aatHicTb BNMBatu Ha
NepPBUHHY Ta LIBUAKICTb peakuii npu kepyBaHHi
BTOPVHHY aBTOTPAHCNOPTOM a60 iHWMMK MexaHismamn',
yMNaKoBKy: "Cnoci6 3acTocyBaHHA Ta gosun", "Aitn"
KPKA, a.4., (iHdhopmauis woao 6e3nekn), "TobiuHi
HoBo mecTo, peaxuii” BignoBigHo A0 iHhopmal,i woao
CnoseHis MEeAUYHOro 3acTocyBaHHsA ped)epeHTHOro
nikapcbkoro 3aco6y (MIPAMNEKC®)
MepiogUyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3nekun BigNOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEPKEHOrO Haka3oM MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuii Ykpainum 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340P0B’S YKPaAiHU Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3iHO 3i CTPOKaMu, 3a3HaYeHMm y
nepiognYHOCTI NOAAHHS PerynsapHuX 3BITiB 3
6e3nekm
45, OMPIMEA Tabnetku no 1,1 wr; KPKA, a.4., CnoseHis BignosigansHuii CnoseHis MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH 3a He UA/14075/01/02
no 10 Tabnetok y HoBso mecTo 3a BUPOGHMLUTBO 3MiHKM | TNy - 3MiHK WoA0 peyenmom niosnsieae
6nictepi; no 2, abo «in bulk», 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
no 3, abo no 6, abo NEePBUHHY Ta 3MiHM Y KOPOTKIll XapakTepucTuLi Nnikapcbkoro
no 9, aéo no 10 BTOPUHHY 3aco6y, TeKCTi MapKyBaHHS Ta iHCTpYKLi Ans
6nicTepiB y kopobL;i ynakoBKY, MeAMYHOro 3aCTOCYBaHHS
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Ne Hassa Popma surnycky 3asasHuUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n | nikapcbkoe | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
0 3acoby ynakoska) nocsi0YeHHs1
3MiHM Ha pechepeHTHWI npenapaT (3MiHa He
KPKA, a.4., noTpebye HaJaHHs XOOHNX HOBUX AOAATKOBMX
HoBo mecTo, [aHVX) - 3MiHV BHECEeHi [0 IHCTPYKUIT Ans
CnoseHis; MeAMYHOro 3acTOCyBaHHA NiKapCbkoro 3acoby
BignosiganbHuii B po3ginu: "OcobamMBOCTi 3acTOCyBaHHS",
3a BYPOGHMLUTBO "3acTocyBaHHs y nepiog BariTHoCTi abo
«in bulk», roflyBaHHs rpyaaro”, "34artHicTb BNMBaTU Ha
NepBUHHY Ta LUBMAKICTb peakLii Npy KepyBaHHI
BTOPVIHHY aBTOTPAHCNOPTOM ab0 iHWMMK MexaHismamn',
YyNaKoBKY: "Cnocib 3acTocyBaHHsa Ta go3un", "4itn"
KPKA, a.4., (iHdhopmauis woao 6e3nekn), "TMobiuHI
HoBo mecTo, peakuii* BignoBigHo Ao iHhopmauii Wwoao
CnoseHis MeAMYHOro 3aCTOCYBaHHS peddepeHTHOro
nikapcbkoro 3aco6y (MIPAMNEKC®)
MepiognyHICTb NOAAHHSA PerynsipHo
OHOBJ/IOBAHOIO 3BITY 3 6e3neky BigNoBigHO A0
Mopsaaky 3aiicHeHHsA dhapmakoHarnagy,
3aTBEPAXEHOro Hakasom MiHicTepcTea
OXOPOHU 310POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHsa 2016
poky 3a Ne 1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHW 340POB’A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMu, 3a3Ha4YeHMN Y
nepiognMyYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6e3neku
46. MAC rpaHynu CKAH BIOTEK IHais Bisimep Jla6c IHais MepepeecTpavis Ha 5 poki.. - He UA/10446/01/01
KMLLKOBOPO3YMHHI, i nTg MepioAnyHICTb NOAAHHSA PEryNsapHO nidnsieae

80 r/100 r, in bulk:
no 100 r y nakeTuky
3 a/IIOMiHIEBOI
donbru,
BK/1afleHoOMY Y
nonieTuneHoBui
nakeTuk, no 100
NakeTUKIB y MiLLKy
nonieTuieHoBomy B
KapTOHHI kopo6uyj;
in bulk: no 100 ry
nakeTuky 3
a/IOMIHIEBOT
donbru,
BKN1afeHOMY Y
nonieTuaeHoBui

OHOB/IHOBAHOrO 3BITY 3 6e3Mnekun BiANOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEpPAKEHOro Hakasom MiHicTepcTBa

OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHsa 2016
poky 3a Ne 1649/29779 (y pepaku,ii Hakasy
MiHicTepcTBa OXOPOHM 340P0B’'S YKPaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTPOKaMu, 3a3HavYeHnMmn y
nepioguYHOCTI NOAAHHS PerynspHuX 3BiTiB 3
6e3neku.
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Ne Hassa Popma surnycky 3asasHuUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n | nikapcbkoe | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
0 3acoby ynakoska) nocsi0YeHHs1
nakeTuk, y
KOMMNAEKTi 3 MipHOIO
NIOXKOI Ta
nakeTnKom
cunikarenio y
nNacTKoBoOMy
KOHTeliHepi; no 100
KOHTeliHepiB B
KapPTOHHI KOpooLyi
47. MAC rpaHynu CKAH BIOTEK IHais Bisimep Jlabc IHais MepepeecTpavis Ha 5 poki.. 3a He UA/8971/01/01
KMLLKOBOPO3YMHHI, nTa Nt 3MiHM Woao 6e3nekn/edhekTUBHOCTI Ta peuyenmom nidnsieae
80r/100rno 100 ry thapmakoHarnagy. 3MiHa y KopoTkili
nakeTuky 3 XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
atoMiHiEBOT MapKyBaHHS Ta IHCTPYKUiT A8 Mean4HOro
donbru, 3acTocyBaHHA Ha nigcrasi perynsipHo
BK/1afleHoOMY Y OHOBJ/IOBAHOrO 3BiTY 3 6e3neKn NikapCbKoro
nonieTuneHoBui 3acoby, abo gocnifgxeHb 3 6esneku
nakeTuk, y 3aCTOCyBaHHSA Nikapcbkoro 3acoby B
KOMMNEKTI 3 MIpHOIO nicnsipeecTpauiiinii nepiog, abo sk
NOXKOI0 Ta pe3ynbTaT OLiHKV 3BITY 3 AOC/IIKEHD,
nakeTyKom npoBefeHnX BiANoBigHO [0 NnaHy
cunikarenio y negiatpuyHmx gocnimkeHb (PIP) (3miHy
nnacTMKoBOMY Y3rOf)KEHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM
KOHTeliHepi opraHom) - 3MiHW BHECEHO [0 IHCTPYKLIT Y
po3zinu "Oco6MBOCTI 3aCTOCYBaHHS" LLOA0
iHchopmawii 3 6e3neku ONOMIXHOI PeyoBUHM,
"Mo6iuHi peakuii” BiANOBIAHO 4O OHOBMEHOI
iHhopmawii 3 6e3neku AitoHoi peHOBUHMW.
MepiognyHicTb NOAaHHA perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mnekun BiANOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEpPAKEHOro Hakasom MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHsa 2016
poky 3a Ne 1649/29779 (y pepaku,ii Hakasy
MiHicTepcTBa OXOPOHM 340P0B’'S YKPaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN Y
nepioguYHOCTI NOAAHHS PerynspHuX 3BiTiB 3
6e3neku.
48. MEHTOKCW | nopoLuok MpAT YkpaiHa CaH IHais nepepeecTpawis Ha HeobMeXeHuin TepMiH - He UA/14344/01/01
®INIH KpUCTaniuHuiA "TexHonor" dapmachboTikan nionsizae
(cybeTaHuis) y IHgacTpi3 114,

noABINHMX
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Ne Hassa Popma surnycky 3asasHuUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n | nikapcbkoe | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
0 3acoby ynakoska) nocsi0YeHHs1
nonieTMneHoBux
naketax gns
chapmaLeBTU4YHOro
3acTocyBaHHs
49, NIBOHII HacToiika no 100 mn MpuBaTHe YkpaiHa MpuBaTtHe YkpaiHa nepepeecTpawjs Ha 5 pokis 6e3 nionsizae UA/1517/01/01
HACTOWKA | y chnakoHax a6o akuioHepHe akuioHepHe 3MiHuM | TNy - 3MiHK WoA0 peuyenma
H6aHkKax TOBapucTBo TOBapucTBo 6e3nekn/edpekTMBHOCTI Ta thapmakoHarnsgy.
"Bionik" "Bionik" 3MiHa y KOpOTKili XxapakTepucTuLi NnikapcbKoro

3aco6y, TeKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MeAMYHOro 3aCTOCyBaHHA Ha nigcTasi
perynsipHoO OHOBJ/IHOBAHOTO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo JOCNiMKEHb 3
6e3nekun 3acTocyBaHHA NiKapcbkoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITY 3 fOCNIIKEHD,
npoBeAeHNX BiAMNOBIAHO A0 NaHy
negiatpuyHux gocnimkersb (PIP) (3miHy
Y3rO[XKEHO 3 KOMMETEHTHNUM YNOBHOBEXKEHNM
OpraHom) - 3MiHM BHECEHO A0 IHCTpyKUiT Ans
MEeAMYHOro 3acTOCyBaHHSA MikapCbKoro 3acoby
[0 po3ainis: "B3aemopis 3 iHWKMKN
nikapcbkrMuy 3acobamu Ta iHLWi BUAK
B3aemogiin", "OcobMBOCTi 3aCTOCyBaHH:",
"Cnoci6 3actocyBaHHs Ta fo3un", "IMobiuHi
peakuii" BigNoBiAHO 4O OHOBNEHOT iHChopMaLi
3 6e3neku Ail4oi peyoBUHY; 3MiHK | Tuny -
3MiHu Wwoao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy. BeegeHHs abo 3amiHn go
y3arasibHeHVX AaHux Npo cuctemy
dhapmakoHarnsgy (BBefileHHs y3araslbHEHNX
[aHux nNpo cuctemy dhapmakoHarnsgy, 3miHa
YNOBHOB&XEHOT 0CO6M, BiANOBIAa/IbHOI 3a
3AiicHeHHA hapMakoHarnagy; KOHTakTHOT
0cobu 3 chapmakoHarnsagy 3asBHuka An1s
3fiicHeHHs hapmakoHarnsgy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, YNTOBHOBaXXEHOI 0C06H,
BiANOBiAaNbHOI 3a 34ilicCHEHHS
thapmakoHarnsgy (BKouatoum KOHTaKTHiI AaHi)
Ta/abo 3MiHM y po3MilLLleHHI MacTep-haiina
cucTemu hapMakoHarnsgy) - 3miHa
YMOBHOBaXEHOT 0CO6V 3asiBHMKA,
BiANoBiAa/IbHOT 3a hapmakoHarnsag. Aivova
pefakuis: Kyyep 3iHaiga JleoHigiBHa.
MponoHoBaHa pepgakuis: Bputan OkcaHa
BanleHTVHIBHA. 3MiHa KOHTaKTHMX AaHUX
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4YeHHs

YNOBHOB&XEHOT 0CO6U 3asIBHYMKA,
BiANOBIAA/IbHOT 32 hapmakoHarnsg,
MepiognyHICTb NOAAHHSA PerynsipHo

OHOBJ/IOBAHOIO 3BITY 3 6e3neky BigNoBigHO L0
Mopsaaky 3aiicHeHHsA dhapmakoHarnagy,
3aTBEPAXEHOro Hakasom MiHicTepcTea

OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHsa 2016
poky 3a Ne 1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHW 340POB’A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTPOKaMu, 3a3HavYeHNMm y
nepiognMyYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6e3neku

50.

NMPUCMAC
onz2

PO34MH ANa
remodinbTpauii Ta
remogianisy, no
5000 mny
[BOKOMMOHEHTHOMY
MiLLKY 3
nonisiHinxnopuay
(mane BiggineHHs
250 mn i Benuke
BigAineHHsa 4750 mn,
AKi po3ginse
KPUXKUIA Hinesb i B
NOEPIBCbKOMY
3'eqHyBavi
NPUCYTHIN KnanaH
ab0 KpUxkuii
Hinesb); Mo 2 MiLlKu
Y KapTOHHIi1 kopobLyi;
no 5000 mny
[BOKOMMOHEHTHOMY
MiLLKY 3
nonionediny (mane
BigAineHHsa 250 mn i
BeNvkKe BigaineHHs
4750 Mn, sKi
po3ainse isonayjiiHa
nevyartka i B
NOEPIBCbKOMY
3'eqHyBavi
NPUCYTHIN KnanaH);

Fam6po
NyHpia AB

LLBeuis

BIEQGOE
MELITAN
C.NA.

ITanis

MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH.
MepiognyHicTb NOAAHHA perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mneku BiANOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEpPAKEHOro Hakasom MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHsa 2016
poky 3a Ne 1649/29779 (y pepaku,ii Hakasy
MiHicTepcTBa OXOPOHM 340P0B’'S YKPaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTB:
3rifiHO 3i CTPOKaMu, 3a3HavYeHnMmn y
nepioguYHOCTI NOAAHHS PerynspHuX 3BiTiB 3
6e3neku.

3a
peyenmom

UA/13428/01/01
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Ne Hassa Popma surnycky 3asasHuUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n | nikapcbkoe | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
0 3acoby ynakoska) nocsi0YeHHs1
no 2 MiLKn y
KapTOHHI/ Kopoobui
51. NMPUCMAC pO34nH Ans [ambpo LBeuis BIE®PE ITanis MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/13428/01/02
ona remoginbTpauii Ta NyHpia AB MEQAITAN peuenmom nionsieae
remogianisy, no C.IN.A. MepiognyHicTb NoAaHHA perynsipHo
5000 mny OHOB/IHOBAHOrO 3BITY 3 6€3MnekuX BiANOBIAHO A0
[IBOKOMMOHEHTHOMY Mopsiaky 34iicHeHHs hapmakoHarnagy,
MiLLKY 3 3aTBEpAKEHOro Hakasom MiHicTepcTBa
nonisiHinxiopuay OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHA
(mane BigaineHHs 2006 poky Ne 898, 3apeecTpoBaHuii B
250 mn i Benvke MiHicTepcTBi tocTuuii Ykpaitm 19 rpygHs 2016
BigAineHHsa 4750 mn, poky 3a Ne 1649/29779 (y pepakuii Hakasy
AKi po3ginse MiHicTepcTBa OXOPOHM 340P0B’'S YKPaiHu Bif,
KPUXKWIA Hinenb i B 26 BepecHs 2016 poky Ne 996), cTaHOBUTB:
NIOEPIBCLKOMY 3riHO 3i CTPOKaMu, 3a3HaYeHUMN Y
3'eAHyBavi nepioguYHOCTI NOAAHHS PerynspHuX 3BITiB 3
MPUCYTHIN KnanaH 6e3nekn.
ab0o Kpuxkuii
Hinesb); No 2 Milkn
Y KapTOHHIi1 kopobui;
no 5000 mny
[IBOKOMMOHEHTHOMY
MiLLIKY 3
nonionedixy (mane
BigAineHHsa 250 mn i
BefviKe BiAfiNeHHs
4750 Mn, Ak
po3gainse izonsyiiHa
neuyatka i B
NIOEPIBCLKOMY
3'eAHyBavi
NPUCYTHIN KnanaH);
no 2 MiLLKn y
KapTOHHI KOpoo6Li
52. NMPOCNAH Kpanni, 20 mr/ma no EHrensrapp, HimeuunHa EHrensrapg HimeuunHa MepepeecTpauis Ha HEOOMEXEHWUA TEPMIH. 6e3 nidnsieae UA/0672/04/01
® KPANNI 20 a6o no 50, abo ApuHaiimitten ApuHaiimiTTens 3MiHu | TURY - 3MiHK WoAao peyenma
BiA no 100 mny b 'M6X & Ko. v6X & Ko. KI 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
KALUTHO hnakoHi 3 NPo6Koto KIr 3MiHa y KOpOTKiil XapakTepucTuLi nikapcbkoro

KpanenbHuueto; no 1
hnakoHy B
KapTOHHI KOpooLi

3aco6y, TeKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MeAMUYHOro 3acTOCyBaHHS Ha niacTaBsi
perynsipHO OHOB/THOBAHOrO 3BiTY 3 6e3neku
nikapcbKoro 3acoby, abo AoC/iHKeHb 3
6e3nekn 3acTocyBaHHs NiKapCbKoro 3acoby B
nicnsipeecTpaviinnii nepiog, abo sk
pe3yibTar OLiHKM 3BITY 3 AOC/IMKEHb,
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4YeHHs

npoBeAeHnX BiAMNoBIAHO A0 NiaHy
negiatpuyHux gocnimkersb (PIP) (3miHy
Y3rO[XKEHO 3 KOMMETEHTHNUM YNOBHOBaXKEHNM
opraHom) 3MiHW BHECEHO A0 IHCTpyKUiT Ans
MEeAMYHOro 3acTOCyBaHHSA MikapcbKoro 3acoby
[0 posginis: "MpoTunokasaHHa" "OcobnnBoCTi
3acTocyBaHHSA", "3acTocyBaHHA y nepios,
BariTHOCTi abo rogyBaHHs rpyaat”, "Cnocio
3acTocyBaHHsa Ta gosu", "[iTn" BignosigHo Ao
OHOBJ1EHOI iHGhopMaLii 3 6e3nekun ajto4ol
peyoBUHN.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekun BigNoOBIAHO A0
Mopsaaky 3aiicHeHHs dhapmakoHarnagy,
3aTBEPMXEHOr0 Haka3oM MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuii Ykpaiuu 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTPOKaMW, 3a3HaYEHNMU Y
nepiognYHOCTI MoAaHHS perynsipHuX 3BiTiB 3
6esneku.

53.

PO34YMH
PIHTEPA

pO34nH ANs iHdysii
no 200 mn a6o no
400 MmNy NAswkax;
no 250 mn, abo no
500 mn, abo no
2500 mny
KOHTeliHepax

TOB "lOpis-
Papm”

Ykpaina

TOB "lOpist-
dapm”

Ykpaina

MepepeecTpauis Ha HEOOMEXEHU TEPMIH.
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edpekTMBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLi NnikapcbKkoro
3aco6y, TeKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MeAMYHOro 3aCTOCyBaHHA Ha nigcTasi
PerynsipHoO OHOBJ/IHOBAHOTO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo AOCNiMKEHb 3
6e3nekun 3acTocyBaHHA NiKapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 fOCNIIKEHD,
npoBeAeHNX BiAMNOBIAHO A0 NiaHy
negiatpuyHux gocnimkersb (PIP) (3miHy
Y3rO[XKEHO 3 KOMMETEHTHNUM YNOBHOBEOKEHNM
opraHom) 3MiHN BHECEHO A0 IHCTpyKUiT Ans
MEeAMYHOro 3acTOCyBaHHSA MikapcbKoro 3acoby
0o posginis "MpoTunokasaHHaA", "B3aemogis 3
IHLWMMK niKkapcbknmy 3acobamu Ta iHLWi B1uan
B3aemogiin", "OcobMBOCTi 3aCTOCyBaHH:",
"Mepeao3yBaHHA", "M0o6IYHI peakuii”,

3a
peyerimom

He
nionsieae

UA/2400/01/01
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Ne Hassa Popma surnycky 3asasHuUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n | nikapcbkoe | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
0 3acoby ynakoska) nocsi0YeHHs1
"HecyMicHiCTb" BiZNOBIAHO 4O OHOBNEHOI
iHchopmawii 3 6e3nekn Airoyoi Ta AONOMIKHNX
PEYOBUH JliKapcbKoro 3acoby
MepiognyHiCTb NOAAHHA PerynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mnekun BiANOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEpPAKEHOro Haka3om MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Big, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyansa 2016
poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340P0B’'S YKPaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMu, 3a3Ha4YeHMN Y
nepioguYHOCTI NOAAHHA perynsapHuX 3BiTiB 3
6e3neku.
54, TETPAKCHU cycneHsis gns CaHodi PpaHuis NOBHUIA LMKN PpaHuis/ MepepeecTpauii Ha He0O6MeXeHWi TepMiH 3a He UA/13069/01/01
M®I iH'ekuil; no 1 MacTep BMPOGHMLITBA, YropLumHa 3MiHu | TNy - 3MiHK Woao peuenmom nionsieae
TETRAXIM nonepegHL0 KOHTPOb AKOCTI, 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
BAKUVHA 3arnoBHeHOMY BTOPUHHE 3MiHN Y KOPOTKili XapakTepucTuLi NikapcbKoro
ansa wnpuyy no 0,5 mn naxkyBaHHs, 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ansa
MNPO®INAK | (1 go3a) 3 BWMYCK Cepil: Me[MYHOro 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM
TUKU NPUKPINIEHO0 CaHodpi MNactep, OaHUMU 3 AKOCTI, AOKNIHIYHUMU, KIIHIYHUMUN
LNDTEPII, ronkoto (abo 2-ma PpaHuis; LaHuMK Ta gaHumn 3 hapmakoHarnsagy - 3MiHu
NPABLA, OKpeMUMU rofikamu), BTOPUHHE BHECEHO [0 iHCTPYKUiT 4151 MEANYHOTO
KALLJTHOKY LU0 MICTUTb naxkyBaHHs: 3aCTOCyBaHHS NiKapCbKoro 3acoby y po3ainu:
(ALENKONA | cycneHsito ons CaHochi-ABeHTiCc "IMyHOnoriyHi i 6ionorivyHi BnactusocTi"
PHUI iH'EKLi, B KAPTOHHIN MpaisiT Ko. (yTouHeHHs iHcbopmauii), "MokasaHHs",
KOMIMOHE Kopo6ui; no 1 nta., YropwuHa "MpoTunokasaHHA", "B3aemogis 3 iHWnMu
HT) TA nonepegHsL0 nikapcbkrMuy 3acobamu Ta iHLWWi BUAK
noniomie 3anoBHEHOMY B3aemogiin", "OcobMBOCTi 3aCTOCyBaHH:",
nrty wnpuyy no 0,5 mn "3acTocyBaHHs y nepiog BariTHoCTi abo
AACOPBO (1 posa) 3 rofyBaHHs rpyaar” (pegaryBaHHs
BAHA, NPUKPINIEHO0 iHchopMmawii), "3aaTHiCTb BI/IMBaTK Ha
IHAKTUBO rosnkoto (abo 2-ma LIBUAKICTb peakuii npu kepyBaHHi
BAHA, OKpemMnmu ronikamu), aBTOTPAHCMOPTOM abo iHWMMN MexaHi3mammn'
PIOKA L0 MiCTUTb (peparyBaHHs iHchopmauii)”, "Cnocio

cycneHsito 41
iH'EKLii1, B KAPTOHHIi
Kopo6Li, B AKili
MiCTUTbCA
CTaHfapTHO-
eKCnopTHa ynakoska
Ta IHCTPYKUia Ans

3aCTOCYBaHHA Ta A031" (YTOUHEHHS
iHdbopmauii), "ditn", "Mo6iuHi peakuyii”,
"HecymicHicTb" BignoBigHO Ao MaTepianis
peecTpaLiiHoro Aocbe.
IHhopMmaLis, BUknageHa B IHCTPYKLUiT Ans
MeAUYHOro 3aCTOCyBaHHSA NiKapcbKoro 3acooy,
BiNoBiAa€ MaTepiasiam peecTpauiiiHoro
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4YeHHs

MEfIMYHOro
3aCToCyBaHHs

[0OCbE, L0 NiATBEPIKYE MOX/IUBICTb
3aCTOCYBaHHSA NikapCbKoro 3acoby 3rigHo 3
IHCTpYyKUi€to.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekun BigNoBIAHO A0
Mopsaaky 3aiicHeHHs dhapmakoHarnagy,
3aTBEPMXEHOr0 Haka3oM MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuii Ykpaiuu 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340POB’A YKpaiHu Big
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3iHO 3i CTPOKaMK, 3a3HaYeHMmn y
nepiognYHOCTI MoAaHHS perynsipHuX 3BiTiB 3
6esneku.

55.

TUPOIEH®
0,9 MI'

MOPOLLIOK ANs
NPUroTyBaHHs
po3uunHy (0,9 mr/mn)
Ans iH'ekuii no 1,1
Mr, 2 do1akoHu 3
MOPOLLKOM Y
KapTOHHI/ KopoobLi

[bxeH3alim
tOpon B.B.

HigepnaHngn

BTOPUHHA
ynakoBka,
[03BiN Ha

BWMYCK Cepii:
LbxeH3alim

Nimiten, Benvka

BpuTaHis;
BVPOGHMLTBO
KiHLLeBOro
NpoAyKTy
(fill/finish),

KOHTPO/Ib cepil,

nepBrHHa Ta
BTOPVHHA
ynakoBka,
[03BiN Ha

BUNYCK cepil:
[xeH3alim

Ipnang Nimites,
Ipnangis;
nepBuHHa
ynakoBka:

Xocnipa IHK.,
CLUA;
BVPOGHMLTBO
Hepo3hacoBaHo
T npoAyku,ii:
[xeHsaiim
KopnopeiLiH,

Benuka BputaHis/
Ipnangis/
CLLA

MepepeecTpauis Ha HEOOMEXEHU TEPMIH.
MepiognyHicTL NogaHHA perynsipHo
OHOBJ/IOBAHOTO 3BITY 3 6e3neku BigNoBigHO A0
Mopsaaky 3aiicHeHHs dhapmakoHarnagy,
3aTBepKeHoro Hakasom MiHictepcTea
OXOPOHU 30POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuii Ykpainu 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHW 340POB’A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3ifiHO 3i CTPOKaMu, 3a3HaYeHMm y
nepiogMyYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.

3a
peyerimom

He
nionsieae

UA/9743/01/01
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Ne Hassa Popma surnycky 3asasHuUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n | nikapcbkoe | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
0 3acoby ynakoska) nocsi0YeHHs1
CLLA
56. ®PEHITIEDPP | kpucTanivyHuii ToBapucTBO 3 YkpaiHa HOHiuem IHais nepepeecTpaisi Ha HEOBMEeXEeHUI TepPMiH - He UA/10607/01/01
NHY NOpPOLLOK 06MexeHo NabopaTtopis niosisieae
rigpoxno (cybeTaHuis) y BignoBigasbHi Nimiteq
PUA nonieTuIeHoBMX CTIo
naketax ans "®apmaueBTn
hapMaLeBTUYHOIO YHa KOMNaHis
3aCTOCyBaHHA "3g0pos's"
57. ®IPMAIOH | nopotuok ans PeppiHr LLiBeiiuapis BMPOGHMK HimeyunHa/ MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/10182/01/01
PO3UMHY ANA iH'eKUili IHTepHeLLHN roToBOro Yecbka 3MiHu Il TURY - 3MiHK LWoAao peyenmom nionsi2ae
no 80 wmr; 1 donakoH CeHTep CA NpPOAYKTY, Pecny6nika 6e3nekn/epekTMBHOCTI Ta thapmakoHarisgy.
3 MOPOLUKOM Y BiANOBIgaIbHUI 3MiHW Y KOPOTKili XapakTepucTuLi NnikapcbKoro
KomnnekTi 3 1 3a nepBuHHEe 3aco6y, TeKCTi MapKyBaHHS Ta iHCTPYKLi Ans
nonepeaHL0 nakyBaHHS, MeAMYHOro 3aCTOCYBaHHA Y 3B'A3KY i3 HOBUMMU
HanoBHEHUM KOHTPO/b AKOCTI OaHUMK 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHMUW
LUNPULIOM 3 Ta BUNyck cepii: AaHvMK Ta fjaHumu 3 papmakoHarnagy -

PO34YMHHMKOM (BOAA
Ans iH'ekuiii) no 5
M1 (3 MapKyBaHHAM
4,0 mn1 Ta 06’ emMoM
HanoBHEHHA 4,2
M), 1 agantepom
Ons donakowa, 1
ronkow Ans
BBefeHHA Ta 1
CTEPXXHEM MOPLUHSA B
KapTOHHIA ynakoBLi
3 MapKyBaHHsAM
YKpaIHCbKOK
MOBOIO; 1 ¢priakoH 3
MOPOLLKOM Y
KomnekTi 3 1
nonepegHLO
HanoBHEHNM
LUNPULIOM 3
PO34YMHHMKOM (BOAA
Ans iH'ekuiii) no 5
M (3 MapKyBaHHAM
4,0 mn1 Ta 06’ emMoMm
HanoBHEHHA 4,2
M), 1 agantepom
ons dnakoHa, 1
ronkoo ans
BBeAEeHHA Ta 1
CTEPXHEM MOPLUHSA

deppiHr MTM6X,
HimeyunHa,;
BiiNOBIAAbHWIA
3a BTOPUHHE
nakyBaHHs:
PeppiHr-
Jleumnsa, a.c.,
Yecbka
Pecny6nika

3MiHV BHECEHO B TEKCT IHCTpyKUiT Ans
MEZIMYHOro 3aCTOCYBaHHS NiKapcbKoro 3acoby
B po3ainu "®apmakonoriyHi Bnactnsocti”
(peparyBaHHsl TekcTy), "OcobnmnBocCTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHS Ta
no3n"(pegaryBaHHs TekcTy), "MobiuHi peakuii”
BiANOBIAHO 4O MaTepianiB peecTpauiiHoro
[OCbE.

MepiognyHICTL NOAAHHSA PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3Mnekun BiANOBIAHO A0
MopsiaKy 34iicHeHHs hapmakoHarnagy,
3aTBepKEHOro Hakasom MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpaitm 19 rpygHs 2016
poky 3a Ne 1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHW 340POB’A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMu, 3a3Ha4YeHMN y
nepioguMYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.
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Ne Hassa Popma surnycky 3asasHuUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n | nikapcbkoe | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
0 3acoby ynakoska) nocsi0YeHHs1

(3 MapkyBaHHAM
aHrNincbKo
MOBOI0) B KapTOHHIiA
ynakoBLi 3
MapKyBaHHSM
aHrNincoLKo MOBOH
3i CTUKEepOM
YKparlHCbKOK MOBOIO

58. ®PIPMAIOH | nopolwuok ans PeppiHr LLiBeiiuapis BMPOGHMK HimeyunHa/ MepepeecTpauisi Ha HEOOMEXEHWUIA TEPMIH. 3a He UA/10182/01/02
PO34UHY A5 iH'EKLLlA IHTepHeLwHN roToBOro Yecbka 3MiHu Il TUny - 3MiHK Woa0 peuenmom nionsieae
no 120 wmr; 2 CeHTtep CA NPOAYKTY, Pecny6nika 6e3nekn/edekTMBHOCTI Ta thapmakoHarisgy.
donakoHu 3 BiANOBIgaIbHNI 3MiHN Y KOPOTKili XapakTepucTuLi NikapcbKoro
MOPOLLKOM Y 3a NepBuHHe 3aco0by, TEKCTi MapKyBaHHS Ta iHCTPYKLii ans
KOMMeKTi 3 2 nakyBaHHs, Me[MYHOro 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMMU
nonepegHb0 KOHTPO/b AKOCTI LAaHVMU 3 AKOCTI, AOKMIHIYHUMU, KAIHIYHUMUN
HanoBHEHNMU Ta BUMYCK cepii: [aHUMK Ta AaHumu 3 dhapmakoHarnsgy -

wnpuyamu 3
PO34MHHMKOM (BOAA
Ans iH'ekuiid) no 5
M1 (3 MapKyBaHHAM
3,0 mn Ta 06°€MOM
HanoBHeHHA 3,0
M), 2 agantepamu
Ons donakoxis, 2
ronkamu ans
BBE[EHHsA Ta 2
CTePXHAMM NOPLUHSA
B KapTOHHIlA
ynakoBLii 3
MapKyBaHHAM
YKpaiHCbKOI
MOBOI; 2 (h/TakOHM 3
MOPOLLKOM Y
KOMNAEKTi 3 2
nonepeAHL0
HanoBHEHNMMU
Lwnpvuamm 3
PO34YMHHMKOM (BOAA
Ans iH'ekuiii) no 5
M1 (3 MapKyBaHHAM
3,0 mn Ta 06°eMoM
HanoBHeHHs 3,0
M), 2 agantepamu
Ansa donakoHis, 2
ronkamu gns

®eppiHr MTM6X,
HimeyunHa,;
BiANOBigabHUIA
3a BTOPUHHE
nakyBaHHs:
deppiHr-
Neynsa, a.c.,
Yecbka
Pecny6nika

3MiHU BHECEHO B TEKCT IHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHA NiKapCbKoro 3acoby
B po3ainv "®apmakonoriyHi Bnactnsocti”
(peparyBaHHs TekcTy), "OcobnmsocTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta
no3un"(pefaryBaHHs TekcTy), "Mo6iuHi peakwui”
BIANOBIAHO A0 MaTepianiB peecTpauiiHoro
[OCbE.

MepiognyHicTL NogaHHA perynsipHo
OHOBJ/OBAHOTO 3BITY 3 6e3neky BigNoBigHO A0
Mopsaaky 3aiicHeHHs dhapmakoHarnagy,
3aTBepKeHoro Hakasom MiHictepcTea
OXOPOHU 30POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuii Ykpainu 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHW 340POB’A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3ifiHO 3i CTPOKaMu, 3a3HaYeHMm y
nepiogMyYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
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Ne Hassa Popma surnycky 3asasHuUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n | nikapcbkoe | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
0 3acoby ynakoska) nocsi0YeHHs1
BBe/leHHs Ta 2
CTEPXHAMMN NOPLUHSA
(3 MapkyBaHHSAM
aHrnilicbkoto
MOBOI0) B KApTOHHIiA
ynakoBLi 3
MapKyBaHHAM
aHrNiNCcbKO MOBOKD
3i CTMKepom
YKpPaiHCbLKO0 MOBOK
59. XONEAlyc PO3YMH OpanbHUA, TOB YkpaiHa MpAT "Bionik" YkpaiHa nepepeecTpawisi Ha 5 pokis 6e3 nidnsieae UA/9107/01/01
no 25 mMn 'y donakoHi "YKpaiHcbka MepioAnYHICTb NOJAHHA PerynsapHo peuyenma
3 Npo6Koto- thapmaveBTny OHOBJOBAHOIO 3BITY 3 6e3neky BigNoBigHO A0
KpanensHuueto, no 1 Ha KomnaHia" Mopsaaky 3aiicHeHHs dhapmakoHarnagy,
donakoHy B nauui 3 3aTBepXeHoro Hakasom MiHictepcTea
KapToHY OXOPOHU 30POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuii Ykpainu 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHW 340POB’A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKaMu, 3a3Ha4YeHMN Y
nepiognMyYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6e3neku
60. LUEPYKAN® | Tabnetku no 10 wmr, TeBa I13painb MNIBA Xopsaris MepepeecTpaLisi Ha HEOOMEXEHUIA TEPMIH. 3a He UA/2297/01/01
no 50 TabneTok y dapmaueBTika XpBaTtcka 4.0.0. 3MiHK Wo[0 6e3nekn/edheKTUBHOCTI Ta peuenmom nidnsieae
donakoHi, no 1 n lHpacTpi3 hapmakoHarnsgy. 3mMiHu y KopoTkili
hnakoHy B Nrta. XapaxkTepucTuLi NikapcbKoro 3acoby, TEeKCTi

KapTOHHI KOpooLi

MapKyBaHHS Ta IHCTPYKUiT A1 MeANYHOro
3acTOCyBaHHSA Yy 3B'A3KY i3 HOBUMU AaHUMU 3
AKOCTI, AOKNIHIYHUMMU, KIIHIYHUMYN AaHUMU Ta
AaHvMu 3 chapmakoHarnsay - 3MiHM BHECEHO
00 IHCTPYKUiT 415 MeyyHOro 3acTocyBaHHs

nikapcbKoro 3acoby Ao po3zinis

"MpoTnnokasaHHa", "B3aemogisi 3 iHWnMmn

nikapcbkrMmn 3acobamm Ta iHLWi B1uam

B3aemogii", "OcobnmnBoCTi 3aCTOCyBaHHS",
"OiTn" (AofaTkoBe 3acTepeXeHHs ) BiANOBiAHO

[0 maTepianiB peecTpauiiiHoro fochbe.
MepiognyHicTb NOAAHHA perynsipHo
OHOBJOBAHOTO 3BITY 3 6e3Mnekn BignoBigHO 40
Mopsaaky 3ailicHeHHs chapmakoHarnaay,
3aTBEpXeHOro Hakasom MiHicTepcTBa

OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHuii B
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Ne Hassa Popma surnycky 3asasHuUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n | nikapcbkoe | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
0 3acoby ynakoska) nocsi0YeHHs1
MiHicTepcTsi tocTuuii Ykpaiuu 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3iHO 3i CTPOKaMK, 3a3HaYeHnMmn y
nepiognYHOCTI MoAaHHS perynsipHuX 3BiTiB 3
6esneku.
61. LE®TA3WUA | nopoLliok ans MpuBaTtHe YkpaiHa MpuBaTHe YkpaiHa MepepeecTpauis Ha HEOBMEXEHUI TEPMIH. 3a He UA/13768/01/01
nv PO34UHY A5 iH'EKL akuioHepHe akuioHepHe 3MiHu | TUNYy - 3MiHK Woao peyenmom nionsieae
no1,0r; 1, a6o 5, TOBapucTBo TOBapucTBo 6e3nekn/edpekTMBHOCTI Ta thapmakoHarnsgy.
ab6o 50 chnakoHis 3 «J1ekxim- «Jlekxim-Xapkis» 3MiHN Y KOPOTKili XapakTepucTuLi NikapcbKoro
NOPOLLKOM Y navi 3 XapkiB» 3aco6y, TeKCTi MapKyBaHHS Ta iHCTpYKLi Ans

KapToHy, 1 chnakoH 3
nopoLwukom Ta 1
amnyna 3
pO34MHHMKOM (BOAA
Ans iH'ekuiii) no 10
mn B 6riicTepi, mo 1
6nictepy B nauui 3
KapToHy

(nakyBaHHS i3
dhopmu in bulk
ipmu-
BUPOGHMKa
Ksiny
dapmaueyTikan
Ko., Nita.,
Kutai)

Me[MYHOro 3aCTOCYBaHHS
reHepuYHUX/ribpuaHNX/6ionoaiGHMX
nikapcbKunx 3aco6iB nicns BHECEHHA Tiel camol
3MiHM Ha pechepeHTHWI1 npenapaT (3MiHa He
noTpebye HafaHHS XOAHUX HOBUX A0AATKOBMX
LaHnx) 3MiHW BHECEHO [0 IHCTPYKLUIT Yy po3ain
"MMoka3aHHS, a Takox Y po3ainu:
"apMakonoriyHi BnacTnBocTi”,
"MpoTunokasaHHA", "B3aemogis 3 iHWnMu
nikapcbkrMuy 3acobamu Ta iHLWi BUAK
B3aemogiin", "OcobMBOCTi 3aCTOCyBaHH:",
"3acTocyBaHHs y nepiog BariTHoCTi abo
roflyBaHHs rpyaaro”, "34artHicTb BNMBATU Ha
LWIBMAKICTb peakLii Npy KepyBaHHI
aBTOTPAHCNOPTOM ab0 iHWMMK MexaHismamn',
"Cnoci6b 3acTocyBaHHA Ta fo3un",
"MepepnosyBaHHa", "Mob6iyHI peakuii 3rigHo 3
iH(hopMmaLieto Woa0 MeguyHOro 3acTocyBaHHs
pedhepeHTHOrO NlikapcbKoro 3acoby
(POPTYM, NOPOLLOK A1 PO3UMHY ANA
iHEKUNA).

MepiognyHiCTb NoAAHHA perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3nekun BigNOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEpPKEHOro Haka3om MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuii Ykpainum 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340P0B’S YKPaAiHU Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3iHO 3i CTPOKaMu, 3a3HaYeHMm y
nepiognYHOCTI NOAAHHA PErynspHUX 3BiTiB 3
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Ne Hassa Popma surnycky 3asasHuUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n | nikapcbkoe | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
0 3acoby ynakoska) nocsi0YeHHs1
6e3neku

HavyanbHuK Bigainy 3 nutaHb papmaueBTUYHOI
AiAnbHOCTI [lenapTaMeHTy peani3auii NoNiTUK T.M. J1acKOBCbKWiA




NMEPENIK
NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIOJTIOMNYHUX MPENAPATIB), LLLOAO AKNX BY/I BHECEHI 3MIHU A0
PEECTPAUIMHUX MATEPIANIB, AKI BHOCATBCA A0 AEP>XXABHOI'O PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHA

Aopatok 3

[0 Hakasy MiHicTepcTBa OXOpPOHU
300pOB’A YKpaiHu

13.09.2019 Ne 1942

KapTOHHI ynakosLii

KOHTPO/b Cepii,
BiANOBiAa/IbHWIA 32
BUNyCK cepii gns
oNaKkoHiB,
KOHTPO/b cepii
AnA nonepeaHbLo
3aMnoBHEHNX
wnpuuis); baiiep
Al', HimeuunHa,
Bynneptasns,
HimeyunHa

Ne Hassa dopma surnycKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocBi04Y€eHHs
1. A3NMEO® Kancynu no 250 mr no MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHmx 3a UA/7234/01/01
6 abo no 10 kancyn B "KuiBmegnpenapar "KuiBmegnpenapa marepianis:3miHu | Tuny - 3miHa y metogax peyenmom
6nicTepi; no 1 T BMNPOGYBaHHSA roTOBOrO JIiKapCbKOro 3acoby -
6nictepy B nayui BHECEHHS 3MiH Y METOAMUKY BUNPOBYBaHHSA 3a
nokasHukom "MikpobionoriyHa uicrora”,
30KpemMa: BBeJeHHS HOBOTO TuMny
HeNTpasli3yroHoro KOMNOHEHTY (1eunTrHY) A0
PO3UYMHHVKIB Ta MOXMBHNX CEPEAOBUILL; HE3HAYHI
3MiHV B Npo6oMiAroToBL,i 3pa3kiB
2. ANNIA® PO3YUH ANs1 iH'EKLN, Baiiep Al HimeuunH Baiiep AT, HimeuunHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiais: 3a UA/12600/01/01
40 mr/mn, no 0,165 a HimeuunHa, 3MiHW Il TMNY - 3MiHM BHECEHO A0 IHCTPYKLiT Ans peyenmom
M1y nonepeHLo BepniH, MeAMYHOro 3acTOCYBaHHS NiKkapCbKoro 3acoby
3anoBHEHOMY LUNPULL; HimeuunHa [0 po3ginis "®apmakonoriyHi BnacTusocTi”,
no 1 wnpuuy (B1pPOGHNLTBO(BKN "Cnoci6 3acTocyBaHHs Ta fo3un".
(3anasHomy y royarum
6nicTep) y KAPTOHHIl CTepusibHY
ynakosuj; no 0,278 dinbTpavito,
MY CKNSIHOMY HanoBHEHHS-
dhnakoHi; no 1 nepBuHHA
dnakoHy 3 yrnakoBKay),
QiNIbTPYBa/ILHOO BTOPVHHA
ronkow 18 Gy ynakoBka,
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n/n

Hassa
JliKapcbKo20
3acoby

dopma surnycKy

3asaBHuUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjitiHo2o
nocsio4eHHs

(koHTpONb cepii);
Baliep Arl,
Himeuumnha,
JleBepky3eH,
HimeuunHa
(KOHTpO/Ib AKOCTI
015 hN1aKoHiB);
BeTTep ®apma-
®epTiryHr MM6X i
Ko. KI",
HimeuunHa
(nepBuHHa Ta
BTOPWHHA
ynakoBka,
KOHTpPO/b cepii);
I'T1 F'peHsax
MpogykTioHec MM6X
, Himeyunna
(BignoBigansHwWit
3a BMNycK cepii,
BTOPUHHA
ynakoBka: ans
nonepeaHb0
3anoBHEHNX
LINpuLiB);
PepxeHepoH
dapmacbloTikanc,
IHk., CLLA
(BPOGHMLTBO
Hepo3dacoBaHol

npoaykuin)

AKKY31A® 10

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKO10, Nno 10
mr/12,5 wmr, no 10
TabneTok y 6nictepi;
no 3 6nictepu B
KapTOHHI Kopoo6Lli

MN®ANIEP IHK.

CLWA

Mdpaiizep
MeHtodek4ypuHr
[oituneng m6X,

HimeuunHa

CLIA

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:
3MiHM | TUNY - 3MiHa Ha3BW BMPO6HUKa AdI
KBiHanpuny rigpoxsopuay, 6e3 3amiHu micus

BMPOGHMLTBA; 3MiHW | TUMY - BUNYYEHHS
BMpoGHUuKa A®I kBiHanpuny rigpoxnopugy Pfizer
Inc., CLLA

3a
peyerimom

UA/3031/01/01

AKKY3NA® 20

TabneTku, BKPUTI
nAiBKOBOO
060/10HKOI0, Mo 20
mr/12,5 wmr, no 10
TabneTok y 6nictepi;
no 3 6nictepu B
KapTOHili KopobLi

M®ANIEP IHK.

CLA

Mdpaiizep
MeHtohekuypuHr
[oliuneng MrmeXx

HimeuunHa

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis:
3MiHY | TUNY - 3MiHa Ha3BY BUPOGHMKa AitoyoT
pevoBUHM KBiHANPWAY rigpoxnopuay 3 Pfizer
Ireland Pharmaceuticals, IpnaHgis Ha Hovione
Limited, Ipnangis; 3miHu | TUny - BUNYYeHHSA
OfHOrO i3 BUPOGHWKIB Ait0H0i pEHOBUHM
KBiHanpuny rigpoxnopuay Pfizer Inc., CLUA.

3a
peyenmom

UA/3031/01/02
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6nicTepi; no 1
0fHOGIYHOMY
6nictepy B nayui 3
KapToHy abo no 4 mn
B amnyni; no 1 amnyni
B OHOBGIYHOMY
6nicTepi; no 1
0fHOGIYHOMY
6nicTtepy B nayui 3
KapTOHyY; no 5 amnyn
y 6nictepi; no 1 abo
no 2 6nictepun y naywi
3 KapTOHY

PO3Mipy ynakoBKv roTOBOTO JliKapCbKOro 3acoby
(3MiHa KifIbKOCTi 0AVHMLE (Hanpuknag TabneTok,
amnys TOLLO) B ynakosLi:) - 3MiHa no3a
AianasoHoM 3aTBepAyKEHNX PO3MIPIB YNakoBKK.
BBBeieHHs1 40AATKOBMX YNakoBOK No 2 M/ Ta No
4 mn B amnynax, no 5 amnyn y 6nictepi 3 nniBku
nonieTuneHTepedTanaTHoi/NoNIBIHINXNOPUAHOI,
no ogHomy abo no Aga 6nictepu y naydi, 6e3
3MiHU NePBMHHOIO NakyBaslbHOTO MaTtepiasny, 3
BiANOBIAHWMY 3MiHaMV B PO34iNni Ynakoska.
BHeceHHs iHchopmaLii Ao p. YnakoBka LLo40
BK1afaHHsA ckapudikaTopy amnyibHOro abo
HOXa ammny/iIbHOro KepamiyHoro, abo gucky
PiXy4Ooro KepamiyHoro B ynakosKy npu
BiCYTHbOCTI Ha amnynax Kinbus 3namy abo
Kpanku 3namy. 3MiHu | Tuny - 3MiHN LWoAo
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy
(iHWi 3miHW) - 3aMiHa rpadiyHOro 0opM/IEHHS
NepBMHHOT Ta BTOPUHHOI YNakoBK/ Ha
OHOBJIEHUIi TEKCT MapKyBaHHS YNakoBKy (3
[04aTKOBMM 3a3HAa4YeHHAM OANHULb

Ne Hassa dopma surnycKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocBi04Y€eHHs1
5. ANbrEPIKA Kancysnu Teepgi no TOB «TeBa YkpaiHa MNIBA XpBaTtcka Xopsaris 3MiHuM | TUNY - 36iNbLUIEHHS Nepiosy NOBTOPHUX 3a UA/13629/01/02
150 wmr, no 14 kancyn YKpaiHa» 4,.0.0 BMNpobyBaHb A1 AP| nperadaniy: peyenmowm
y 6nicTepi; no 1, 2, 3anponoHoBaHo: 60 micsLiB
abo 4 6nictepu y
Kopoo6ui
6. ANbIrEPIKA Kancynu Teepgi no 75 TOB «TeBa YkpaiHa MNIBA XpBaTtcka Xopsaris 3MiHM | TUNY - 36iNbLIEHHS Nepiogy NOBTOPHUX 3a UA/13629/01/01
Mmr, no 14 kancyn y YKpaiHa» A,.0.0 BMNpobyBaHb A8 AP| nperabaniy: peyenmom
6nictepi; no 1, 2, abo 3anponoHoBaHo: 60 micsLiB
4 6nicTepun y Kopobui
7. AMI3OH® NMOPOLLIOK MAT "®apmak” YkpaiHa MAT "®apmak” Ykpaina BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: - UA/14042/01/01
(EHICAMIYM (cybeTaHuin) y 3MiHuM | TURY - 3MiHK 3 sikocTi. A®I, BupobHuUTBO
noauna) naketax noAginHWUX (iHWi 3MiHW) - 3MiHa BHOCUTbCA A0 MKA AMI30H®
nonieTuNeHoBux ans (EHicamiym iioama), NOpoLLoK (cy6cTaHuis), y
thapmaueBTUYHOro 3B'A3KY 3 KOPUryBaHHAM BU3HAYEHHS LLOAO
3aCTOCyBaHHSA 3acTocyBaHHA cybcTaHLi. 3aTBepaKeHo:
B/1pO6HMLTBO HECTEPWU/TBHUX NiKapCbKkmX hopm
3anponoHoBaHo: 1 chapmaleBTUYHOro
3acTocyBaHHA BupobHuya AinbHuus, cxema
CWHTe3y Ta BCi BUPO6HMYI onepadii
3a/IMLIATLCA HE3MIHHUMK
8. AMIKALUUHY PO3YUH NS iH'EKLN, MpuBatHe YkpaiHa MpusaTHe Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/12356/01/02
CYNb®AT 250 mr/mn; no 2 mn B akujioHepHe akujioHepHe 3MiHK | Tuny - 3MiHK 3 siKoCTi. FoTOBWIA peyenmom
amnyni; no 1 amnyni B | ToBapucTBo “J1ekxim TOBapuUCTBO nikapcbkuii 3aci6. Cuctema
O HOBIYHOMY - XapkiB" "Jlekxim - Xapki" KOHTeliHep/3akKynopoBasibHWii 3aci6. 3MiHa
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Ne Hassa dopma surnycKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocBi04Y€eHHs1
BMMIPIOBAHHSA NiTepamun NaTUHCbLKOro andasiTy).
BBeaeHHs 3MiH NpoTarom 3-x MicAuiB micns
3aTBEPKEHHS.
9. AMIOAAPOHY MOPOLLIOK MpusatHe YkpaiHa TMEHMAPK IHAiA BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: - UA/17347/01/01
rigpoxnorup KpucTanivyHmi akuioHepHe NIA® CAMEHCI3 3MiHun | TUNy - 3MiHK 3 AkocTi. CepTudpikart
(cybeTaHuin) y TOBapUCTBO “J1eKXiM NIMITEL BignosiaHOCTI/IE-cepTucpikat BignosigHOCTI
noABIliHMX — Xapkis” €Bponelicbkin hapmakonei/MoHorpadii.
nonieTuneHoBmx MogaHHA HOoBOro abo OHOB/IEHOTO cepTudikaTa
Millkax ons BiANOBIAHOCTI ab0 BUyYEHHS cepTudikaTa
hapmaLeBTUYHOrO BiANOBIAHOCTI €Bponeiichbkili hapmakonei: ans
3aCTOCyBaHHA A®I; ansa BuxigHoro
MaTepiany/peareHTy/MpoMbKHOro NPOAyKTY, LLO
BVIKOPVCTOBYIOTbCS Y BUPOOHMLTBI ADI; ans
[0MOMDKHOT peyoBUHU (cepTudikat
BiAnoBiaHOCTI EBponelickbkiin hapmakoner) -
OHOBEeHWI cepTudikaT Bif, y)Ke 3aTBEepAXeHOro
BMPOOHMKA - Y 3B'A3Ky 3 NOAAHHSAM OHOBJ/IEHOTO
CEP Ha A®I Bif 3aTBEpKEHOr0 BUPOBHKMKA, | K
Hacnifgok 3MiHa Ha3BW BUPOBHMKa
10. AMNICYNbBIH® NOpPOLLOK A/1A NAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/3858/01/01
PO3UMHY ANA iH'eKLil "Kuismegnpenapart” "KuiBmegnpenapa 3MiHM | TUNY - 3a3HaYeHHA MOBHOTO TEKCTY peyenmom
no 1,5 r y dpsiakoHi; no T MEeTOAMK 3a NoKasHMKaMun «bakTepiasibHi
1,5 r y cpnakoni, no 10 €HOO0TOKCUHW» Ta «CTepUsbHICTb»; 3MiHN | Tuny
hNaKoHiB 3 - NPUBEAEHHS KPUTEPIiB NPUAHATHOCTI 3a
MOPOLLIKOM Y NOKa3HUKOM «BakTepiasibHi eHA0TOKCUHN» Y
KOHTYPHIli YapyHKOBIl BignoBigHicTb o0 Bumor AdY/EP/CLUA.
ynakosti, no 1
KOHTYPHIlA YapyHKOBIlA
ynakosLi B navui
11. APTITEK pO34nH aNns iHdysid, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 3a UA/16986/01/01
8 mr/mn no 250 mny "apmaueBTnyHa "®apmaueBTNYHa 3MiHM | TUMy - 3MiHa y MeToAax BUNpoGyBaHHS peyenmom
chnakoHi; no 1 ipma "OapHuua thipma "dapHuus Ad| abo BUXiAHOrO MaTepiany/NpoMiKHOro
hnakoHy B naui npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoueci BupobHuuTBa APl (He3HauHi 3MiHM y
3aTBepAKEeHNX MeTofax BUNPOBYBaHHS).
BBefeHHs 3MiH npoTsArom 6-Tv MicsAuiB nicns
3aTBEPKEHHS; 3MiHM | TUNY - 3MiHa Y
napameTpax cneuudikauii Ta/abo gonycTUMmX
MeX, BU3HaueHux y cneyudikanisx Ha A®l, abo
BMXigHWA/NPOMDKHWIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y NpoLeci BUpobHuuTea A®I
(iHWi 3MiHW). BBEAEHHSA 3MiH NPOTAroM 6-Tn
MicAUiB Micns 3aTBeppKeHHs. CynyTHSA 3MiHa -
3MmiHa y MeTofax BunpobyBaHHsa APl abo
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Ne Hassa dopma surnycKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocBi04Y€eHHs1

BMXIZAHOrO MaTepiany/npomiKHOro
NpPoAYKTYy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BupobHuuTBa APl (He3HauHi 3MiHN y

3aTBEPMXEHNX MeToAax BUNPOGYBaHHS),
3MiHM Ao cneuudikauii Ta MeToais
BMNpo6yBaHHA A®I L - ApriHiHy: BBeeHHs 3MiH
NPOTArom 6-Tv MiCAILIB MiCNs 3aTBEPKEHHS.
3MiHM | TUny - 3MiHa y MeToAax BunNpobyBaHHSA
A®| abo BMXigHOrO MaTepiany/npoMiXXHOIo
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuLTea APl (He3HauHi 3MiHN y
3aTBEpMKEHNX MeTofax BUNpobyBaHHs), 3MiHa
B MeToAax BunpobysaHHsA B ADI L —
rAyTamiHOBY KMCOTY: BBeAEHHS 3MiH NPOTArom
6-TV MicsALiB nicnsA 3aTBepAKEHHS. 3MiHK | Tuny -
3MiHa y napameTpax cneuudikadii Ta/abo
AOMNYCTUMUX MEX, BU3Ha4YeHuX y crneumdikanisax
Ha A®I, abo BMXigHWA/NPOMDKHWIA
NpoAayKT/peareHT, WO BUKOPUCTOBYIOTHCS Y
npoueci BupobHuyTea A®I (iHWi 3MiHW).
BBefeHHs1 3MiH NpoTArom 6-Tv MicAuiB nicns
3aTBepMKEHHS; CynyTHS 3MiHa
- 3MiHn 3 sKocTi. A®l. KoHTponb A®l. 3miHa y
MeTodax BunpobyBaHHs A®l abo BUXigHOro
MaTepiany/npomMiKHOro nNpoAayKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS Y NPOLIECi BUPOGHMLTBA ADI
(He3HauHi 3MiHM y 3aTBEPAXEHUX MeToAax
BUNPOBYBaHHSA) — 3MiHW [0 cnevudikadii Ta
MeTogis BunpobyBaHHs A®| L — rinyTamiHoBa
KucnoTta: BBeAeHHS 3MiH NpoTarom 6-Tu micauis
nicns 3aTBepKeHHs.
3MiHM | TUNY - 3MiHa y napameTpax
cneumdikauii Ta/abo JONYCTUMKX MEX,
BM3HA4YeHuX y cneuudpikauisx Ha A®l, abo
BUXIAHWIA/MPOMDKHWI NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTbCS y Mpoueci BupobHuytea Ad|
(BMNYyYEHHSI HE3HAYHOTO NOKa3HMKa SKOCTI
(ranpvknag BUIyYeHHs 3acTapisioro
nokasHuka)). BBegeHHs 3mMiH npoTsrom 6-Tn
MicaILiB nicns 3aTBepakeHHs. CynyTHA 3MiHa
- 3MiHa y MeTogax BunpobysBaHHa APl abo

BMXiAHOrO Marepiany/npomiKHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BupobHuLTa APl (He3HauHi 3MiHN y

3aTBEPAKEHNX METOAAX BUNPOOYBaHHS),
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Ne Hassa dopma surnycKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocBi04Y€eHHs1
BU/TyYeHHs 3i cneuudikauii Ta metoais
KoHTpono A®I L — rayTamiHoBa kucriota
rokasHuka «Baxki MeTanun». BBefeHHs 3MiH
NPOTSArom 6-Tv MiCAILIB MicNs 3aTBEPAKEHHS.
12. ACKOPBIHOBA PO34unH ANS iH'EKL, ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3a UA/4017/01/01
KNCNOTA- 50 mr/mn; no 2 mn B obMexeHo 06MexeHot 3MiHK | TUNy - AOMIHICTpaTUBHI 3MiHW. 3MiHa peyenmom
340POB'A amnyni; no 10 amnyn Bi4NOBIAANBLHICTIO BiANOBIAAILHICTIO HallMeHyBaHHs Ta/abo afpecy 3asiBHMKa
Y KapTOHHI KopoobLi; "®apmaueBTuyHa "®apmaueBTnyHa (BNacHWKa peecTpauiintHOro NocBigYeHHS) - 3MiHa
no 2 mn B amnyni; no KoMnaris "3popos'a” KOMnaHis agpecy 3asBHuKa (BBefeHHA 3MiH NPOTArom 6-
5 amnyn y 6nictepi; "3p0poB'a” TW MiICALIB Nicna 3aTBEPAXEHHS); 3MiHW | TRy -
no 2 6nictepu y ALMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
KapTOHHI kopobuj; no Ta/abo agpecyu MicLs NPOBaKEHHS AiSNIbHOCTI
2 mn B amnyni; no 10 BMpO6HUKa/iMnopTepa roToBOro JlikapcbKoro
amnyn y 6nictepi; no 3aco6y, BKIOUaUM AiNbHNL BUNYCKY cepii abo
1 6nictepy y MicLe NpoBeAEeHHS KOHTPOJIHO AKOCTI.
KapTOHHI KopooLi (gisnbHICTb, 3a Ky Bignosigae
BMPOGHUK/IMNOPTEP, BK/IKOYAKOUM BUMYCK Cepilt) -
YTOYHEHHS! agpecy BUpo6Huka /13 ToBapncTBO
3 06MEXEHOI0 BIAMNOBIAA/LHICTIO
"apmaveBTMYHa KoMMaHia "340poB'a”, YkpaiHa,
6e3 3miHM Micusa BUpobHuLTBa (BBEAEHHS 3MiH
NPOTAroM 6-TW MICALB NICNA 3aTBEPLAKEHHS);
3MiHM | TUny - 3MiHK 3 sKoCTi. FoToBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa
pO3Mipy ynakoBKv roTOBOrO JlikapCbKoro 3acoby
(BUNyYEHHA yNakoBKW NEBHOIO Po3Mipy) -
BU/yYeHHs ynakoBku Ne5 (5x1) y 6nicTepi B
Kopo6Li, 3 BiANOBIAHUMYM 3MiHAMW Y po3Aini
YnakoBka (BBefeHHS 3MiH NPOTArom 6-1u
MicsILiB Micns 3aTBEpPAKEHHS)
13. ACKOPBIHOBA PO34MH AN iH'EKLN, ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/4017/01/02
KNCNOTA- 100 mr/mn; no 2 mn B 06MexeHo 06MexeHot 3MiHK | TUNY - AOMIHICTpaTUBHI 3MiHW. 3MiHa peuyenmom
340POB'A amnyni; no 10 amnyn BiANOBIAA/LHICTIO BiANOBIAALHICTIO HaliMeHyBaHHs Ta/abo agpecu 3asBHUKaA
Y KapTOHHI KopoobLi; "apmaueBTnyHa "®apmaueBTNYHaA (BnacHMKa peecTpauiintHOro NocBiAYEHHS) - 3MiHA
no 2 mn B amnyni; no KoMnaHis "3popos'a” KOMnaHis afpecu 3asBHuKa (BBeeHHA 3MiH NPOTArom 6-
5 amnyn y 6nictepi; "3p0pos'a” TN MicALiB NicNs 3aTBEPMKEHHS); 3MiHM | TUny -

no 2 6nictepn y
KapTOHHI kopobuj; no
2 mn B amnyni; no 10
amnyn y 6aictepi; no
1 6nictepy y
KapTOHHiiA KOpo6Ll

AAMIHICTpaTVBHI 3MiHW. 3MiHA HaliMEeHyBaHHsI
Ta/abo afpecu MicLsl NPOBaKEHHS AiSNIbHOCTI
BMPOGHUKa/iMnopTepa roToBoro NikapcbKoro
3aco0y, BK/IKYaoun AiNbHNLI BUMYCKy cepii abo
MicLie NPOBELEHHS KOHTPOJIH SKOCTI.
(AisnbHiCTb, 3a AKy Bignosigae
BMPOGHUK/iIMNOpTEp, BK/IKOYAOUN BUMYCK CEpIlf) -
YTOYHEHHs aapeck BUpo6HuKa /13 ToBapncTBO
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14.

ATAPAKC®

TabneTku, BKpUTI

HOCB ®apma C.A.

Benbris

3 06MEXEHOI0 BIANOBIAALHICTIO
"®apmavueBTMyHa KoMMaHia "340poB'a”, Ykpaina,
6e3 3miHM Micus BUpobHuuTBa (BBEAEHHS 3MiH
NPOTAroM 6-TW MICALIB NIiCNA 3aTBEPLKEHHS);
3MiHY | TUny - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWii 3aci6. 3MiHa
PO3Mipy ynakoBKv roTOBOrO JlikapCbKOro 3acoby
(BUTyYEHHS! YyNaKoBKU NEBHOTO PO3MIpy) -
BU/TyYeHHs ynakoBku Ne5 (5x1) y 6nicTepi B
Kopo6Li, 3 BiANOBIAHUMYM 3MiHAMW Y po3Aini
Ynakoska (BeefieHHA 3MiH NpoTAarom 6-Tn
MicsILiB Micns 3aTBEpPAKEHHS)

nNiBKOBOKO
060/10HKO10, N0 25 Mr;
no 25 TabneTok y
6nicTepi; no 1
6nicTepy y KapTOHHIl
Kopoo6Li

Brpo6HMUTBO 3a
NOBHUM LMK/TOM:
HOCB ®apma C.A,,
Benebris;
JopartkoBa
BMpO6HUYa
AiNbHUUA, Ha Kl
3iACHIOETbCSA
KOHTPO/b cepii:
AHabioTuk HB,
Benbrig;
CIC a6 CimoH
CA, Bensbris

Benbris

BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis:
3MiHu | TUNY - 3MiHK Woao0
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsay.
3MiHN Yy TepaneBTUYHMX NOKa3aHHAX (BUTYyUYEHHS
TepaneBTUYHOro NokasaHHs) 3MiH/ BHECEHO A0
IHCTPYKLT AN MeAMYHOro 3aCTOCYBaHHS
nNiKapcbKoro 3acoby Ao po3ainy "MNokasaHHA"
(BMNYyYEHHSI NOKa3aHHSA: K cefaTnBHUI 3acib y
nepiog npemeaukadii) Ta, ik Hacnigok, B
po3ginu "Cnocib 3acTocyBaHHA Ta gosun”, "Aitn".
3MiHu Il TNy - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsay.
3MiHN Y KOPOTKili XapakTepucTuL,j NikapCbKoro
3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
OaHVIMU 3 SKOCTI, AOK/IHIYHUMU, KAIHIYHUMUN
[aHuMK Ta JaHumn 3 hapmakoHarnsagy - 3miHu
BHECEHO [0 iHCTPYKLiT 415 MeANYHOro
3aCcTOCyBaHHSA NikapcbKoro 3acoby A0 po3ainis
"®apmakonoriyHi BnactusocTi”, "MokasaHHs"
(yTouHeHHs iHdhopMmaLii), "OcobmBocCTi
3acTocyBaHHs". BBeAeHHS 3MiH NpoTArom 6-Tu
MicALiB nicna 3aTBeppkKeHHs. 3MiHu Il Tuny -
3MiHM Wwoao 6e3nekn/edhekTMBHOCTI Ta
hapmakoHarnsigy. 3miHu y KopoTkii
XapaKkTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeANYHOro
3aCTOCyBaHHS Y 3B'A3KY i3 HOBUMMW AaHVMU 3
SAKOCTI, AOKNIHIYHUMW, KNIHIYHUMKW SaHUMK Ta
[aHuMm 3 hapMakoHarnsgy - 3MiHu BHeCeHo A0

IHCTPYKLT 415 MeANYHOro 3acTocyBaHHSA

NiKapcbKoro 3acoby A0 po3ginis "B3aemogisi 3

3a
peyerimom

UA/1872/01/01




Ymosu

Homep

n/n

Hassa
JliKapcbKo20

dopma surnycKy

3asaBHuUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

BionyckKy

peecmpayjitiHo2o
nocsio4eHHs

3acoby

HimeuunHa

iHLWMMK NiKapcbkMK 3acobamu Ta iHWi BUAK
B3aemogiin", "MepeposysaHHs", "MoGIYHI
peakuii”. BBeeHHS 3MiH NpOTArom 6-Tu MicauiB
nicnsa 3aTBepKeHHs
BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:

6e3

UA/7805/01/01

15.

BEMNAHTEH®
Aanoc

Kpem; no 100, 30 r
a6o 3,5ry Ty6i; no 1
Ty6i B KAPTOHHIN
Kopoo6Li

Baiiep KoHcblomep
Kep Al

Lseiuapi
A

' F'peH3ax
MpopaykTioHc MM6X

3MiHM | TUNY - BBEAEHHA a/lbTePHATUBHOMO
BUPOGHMKa AN Aitoyoi peyosuHu Dexpanthenol
BASF SE, HimeuuunHa B SIKOro HasBHuiA
cepTudikaT BigNoBigHOCTI EBpoNeichKiii
thapmakonei Ne R1-CEP 2006-233-Rev 01 B
[OOMOBHEHHSA [0 BXe 3aTBEP)KEHOro BUPOBHMKa
AdD|

peuyernma

UA/14024/01/01

16.

BETAKCO/ONY
rAPOXNOPU,

KpUCTaNiYHWIA
MOPOLLOK
(cybcTaHuis) y
MiLLIKax
nonieTuNeHoBux gns
BMPOGHMLTBA
CTEPUNbHUX
nikapcbkux chopm

MAT "®apmak”

YkpaiHa

OJIOH Ec.Mi.Ei

ITanisa

BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis:
3MiHu | Tuny - 3miHK 3 sikocTi. CepTudikat
BignosiaHocCTI/IE-cepTudpikar BignosigHoCTI
€Bponeiicbkili hapmakonei/moHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUyYEHHS cepTudikaTa
BifNoBigHOCTI €Bponelickkili hapmakonei: ans
A®I; ons BUXigHOro
mMaTtepiany/peareHTy/nMpoMibKHOIo NPoAyKTy, Lo
BVKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[L,0MOMIKHOT peyoBuHM (cepTudikaT
BiANoBiAHOCTI EBponelichbkiin hapmakone) -
OHOB/EHWi cepTuddikaT Bif, yXe 3aTBepAXeHOro
BMpO6HMKa - [ogaHHA OHOB/IEHOTO cepTudikaty
BiANoBiAHOCTI EBponelicbkoi hapmakonei: -
CEP Ne R1-CEP 2004-154-Rev 03 (nonepefHs
Bepcia R1-CEP 2004-154-Rev 02) y 3B’A3Ky 3i
3MiHOK Ha3Bu BUpo6HUKa A®I 6eTakconony
rigpoxnopugy 3 Sifavitor S.r.l., ltaly Ha OLON
S.P.A,, ltaly

3a

UA/14119/01/01

17.

BETNIBEH®

kpem 0,05% no 251y
Ty6i; no 1 Ty6i B
KapTOHHI KOpooLi

AapaH-TaneHcbkuii
Na6oparopiii 4.4.

Xopsartis

AppaH-
[aneHcbkuit

Na6opaTopiit 4.4.

Xopsaris

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis:
3MiHM | TUNY - AAMIHICTPaTUBHI 3MiHX. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
(BNacHvKa peecTpauiiHoro NocBigYeHHs) -
3MiHa Ha3Bu 3asBHUKA. 3aTBepAXeHO: "AapaH”
[aneHcbka flabopatopis 4.4., Xopsartia "Jadran”
Galenski Laboratorij d.d., Croatia.
3anponoHoBaHo: HAapaH-FaneHcbkuii
Na6opaTopiit g.4., Xopeartis Jadran-Galenski
Laboratorij d.d., Croatia. BBegeHHs 3MiH
NpOTAroM 6-Tn MICALIB NiCNA 3aTBEPMKEHHS.
3MiHn | TURNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa

HalilMeHyBaHHs Ta/abo agpecu Micus

peyenmom
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NpoBaKEHHS AiS/IbHOCTI BUPOBGHUKa/imnopTepa
roTOBOrO MikapCbKoro 3acoby, BKUaun
OiNbHULI BUMYCKy cepii abo MicLie NpoBeAeHHs
KOHTPO/IO SIKOCTI. (AiSNIbHICTb, 3a Ky BignoBigae
BMPOGHUK/IMNOPTEP, BK/IKOYAKOUN BUMYCK CEpIlt) -
3miHa Ha3BM BUPO6OHUKa, 6€3 3MiHN MicLA
BUpO6GHMUTBA. 3aTBEpAXeHO: "AapaH”
[aneHcbka Jlabopatopis 4.4., XopeaTisa "Jadran”
Galenski Laboratorij d.d., Croatia.
3anponoHoBaHo: AapaH-raneHcekuii
Nab6opatopiit g.4., Xopsartis Jadran-Galenski
Laboratorij d.d., Croatia. BBeieHHS 3MiH
NPOTArom 6-Tv MiCAILIB MiCNs 3aTBEPKEHHS.
3Minu | TURY - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX JaHux
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/ibHeHUX JaHnX npo cuctemy
thapmakoHarnsgy, 3mMiHa ynoBHoOBaXeHOoT ocobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
dhapmakoHarnsgy 3asaBHUKa AN 34iCHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA
BiAMiHHA BiJ YNOBHOB&XeHOI 0co6H,
BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapMmakoHarnsgy
(BK/TIOYAKOUMN KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy). 3MiHa KOHTakTHoOI ocobu
BiANOBIAa/IbHOI 3a thapmakoHarnaa: [irovya
pepakuis: Canira FOnis AHaToniBHa.
MponoHoBaHa pepakuin: Kyxap TeTsaHa
puropisHa. 3MiHa KOHTAKTHUX AaHWX KOHTaKTHOI
0co6W, BignoBigasbHOI 3a dapMakoHarnsga.

18.

BIO®/TIOPAKC

cupon 670 mr/mn; Mo
100 mn a6o 200 mn y
chnakoHi; no 1
dhnakoHy pasom i3
niNeTKo A03YHYO00 Y
KOpo6Lii 3 KapTOHY

ToBapucTso 3
06MEXEHOI
BiANOBIAANLHICTIO
"XapkiBcbke
thapmaueBTUUHe
nigNpPUEMCTBO
"3[0p0B'a Hapoay

YKpaiHa

ToBapucTso 3
06MEXEHOI0
Bif4NoBiAabHICTIO
"XapkiBcbke
thapmavueBTUyHe
nigNpUeEMCTBO
"300poB'a
Hapogy", YkpaiHa
(chbacyBaHHs i3
hopmm "in bulk"
hipMmn-BUPOGHMKa
"Fresenius Kabi

YKpaiHa,
AscTpist

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis:
3MiHM | TRy - 3MiHa napameTpis cnevudikauii
Ta/abo [oNyCTUMUX MEX FrOTOBOTO /liKapCbKOro
3aco6by; CynyTHS 3MiHa - 3MiHa y MeTofax
BMNPOGYBaHHA roTOBOrO /IiKapCbKOro 3acoby
(iHWi 3mMiHM y MeTogax BUNpobyBaHb
(BKKOYaOUM 3aMiHy ab60 [ONOBHEHHS)) -
3MiHM 40 cneundikauii Ta MeTOAIB KOHTPOHO
N3, y 38’A3Ky 3 NpuBEAEeHHAM [0 BUMOT
[LOKyMeHTaLii BUpobHuka «in bulk» Frensenius
Kabi Austria GmbH: - pegakuiiiHe yTOUHEHHS Y
MeTO/i KOHTPOJIIO 3a MOKa3HUKOM «[yCTUHAa»,

6e3
peuyenma

UA/12878/01/01
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Ne Hassa dopma surnycKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocBi04Y€eHHs1
Austria GmbH", KpuTepii NPUAHSATHOCTI HE 3MIHWUANCS; - 3MiHA
ABCTpist) KpUTEpIiB NPUAHATHOCTI Ta METOAUKA 3a
NnoKa3HUKOM «CynpoBifHi AOMILLKM»; - HE3HAYHI
pefakLiiiHi NpaBk1 B METOAMKAX TECTYBaHHSA 3a
nokasHnkoM «KiflbkicHe BU3HAYEHHS».
19. BO/1-PAH® Tabnetku; no 10 CKAH BIOTEK T/ IHAja BadgHa IHAjsA BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3a UA/13388/01/01
Tabnetok y énictepi; $apmacbloTikanic 3MiHK | TUNY - AAMIHICTPaTUBHI 3MiHU. 3MiHa peuenmom
no 1 6nictepy B Nra., IHais; HalilMeHyBaHHs Ta/abo agpecu micus
KapTOHHI ynakoBL; BiBimes Jlabc NpOBapPKEHHN AISNbHOCTI BUPO6HMKa/imnopTepa
no 10 TabneTtok y nrta, IHais roTOBOro NikapcbKoro 3acoby, BKIYaUn
6nictepi; no 10 AiNbHULI BUNYCKy cepii abo micLie NnpoBeaeHHs
6nicTepiB y KApPTOHHIl KOHTPOJIO SIKOCTI. (AiS/IbHICTb, 3a Ky BiAnosigae
ynakoBLj BMPOGHUK/iIMNOPTEP, BK/IHOYAKOUM BUMYCK Cepild) -
3MiHa agpecy BUPOOGHUYOI AiNbHNMLi FOTOBOrO
NikapCbKoro 3acoby - NpuBeAeHHs y
Bi4NOBiAHICTL 40 BMCHOBKY L1040
niATBEPI)KEHHS Bi4NOBIAHOCTI BUPO6HULITBA
nikapcbkunx 3aco6is Bumoram HBIM, BugaHoro
Lepxnikcnyx60t0 YkpaiHu. BupobHuya
AiNbHMUA Ta BCi BUPO6HUYI onepauii
3aMLWIATbLCA HE3MIHHUMK
20. BO/1-PAH® Tabnetku in bulk: no CKAH BIOTEK 1T/, IHais BadgHa IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: - UA/13389/01/01
1000 Tabnetok y dapmacbloTikasc 3MiHK | TUNY - AOMIHICTpaTMBHI 3MiHK. 3MiHa
nakeri, BK1ageHoMy Y nra., Hais; HalilMeHyBaHHs Ta/abo agpecu Micus
KOHTelHep Bisimes /labe NpoBapKeHHA AiSNbHOCTI BUPOOHMKa/iMnopTepa
Nta, IHais roTOBOrO /iKapCbKOro 3acoby, BK/Yaumn
OinbHULI BUNycKy cepii abo Miclie NnpoBeAeHHs
KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKy Bignosifae
BMPOGHUK/iIMNOPTEp, BK/IKOYAOUN BUMYCK CEpIlf) -
3MiHa agpecy BUPO6GHUYOI AiNbHMLi rOTOBOrO
NikapcbKoro 3acoby - NpUBeAEeHH: y
Bi4NOBIAHICTb 40 BMCHOBKY L040
NiATBEPKEHHS BiANOBIAHOCTI BUPOOHULITBA
nikapcbkux 3acobis Bumoram HBIM, BugaHoro
Lepxnikcnyxo60ot0 YkpaiHu. BupobHuya
[iNbHULSA Ta BCi BUPO6HUYI onepalii
3a/IMLLAITHCSH HE3MIHHUMM
21. BANEPUKA kancynm no 350 mr no My6niyHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 6e3 UA/4404/02/01
10 kancyn y 6nictepi, akuioHepHe akuioHepHe peuyenma
no 2 6nictepun y nauui TOBapUCTBO TOBapUCTBO 3MiHM | TUMY - 3MiHa Y NapameTpax
“Hayxoso- “Haykoso- cneumdikaiii Ta/abo 4ONYCTUMUX MEX,
B',’,'p°6H"'”‘_"” UeHTp BUPOGHNUMIA BU3HAUYEHNX y cneuuddikauisx Ha Ad®l, a6o
Bopuwariscbkuid . ueHtp BUXiAHUIA/NPOMIXHWIA NpoAyKT/peareHT, 1o
XIMIKO- Bopuwariscbkuit BMKOPWCTOBYIOTLCS Y NMPoLEeCi BUPO6HMLTBA ADI
chapmaLeBTUYHNI XiMiKo-

- MpUBEAEHHS cneumqikalii Ta aHaTliTUYHUX




Ne Hassa dopma surnycKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocBi04Y€eHHs1
3aBoj, thapmaueBTUYHWI meToaunk APl BanepiaHu KOpeHiB NOPOLLOK A0
3asopg’ Bumor [I®Y/Ed 3a nokasHukom "MikpobionoriyHa
yucToTa"; 3MiHM | Tuny - 3MiHa napameTpis
cneuudikauii Ta/abo AONYCTUMUX MEX FTOTOBOrO
nNikapcbKoro 3acoby - NpuBeAeHHs cneumdikauii
Ta aHaNITUYHUX METOAMK FOTOBOTO NiKapCbKOro
3acoby fo sumMor AdY/E® 3a NoKasHUKOM
"MikpobionoriyHa uncrora”
22. BAnoAain TabneTku, BKpUTI KPKA, a.4., Hoso CnoBeHis | BignoBigasbHWiA 3a Xopsarisi/ BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3a UA/14358/01/01
NNiBKOBOKO MecTo BMPOBHULTBO "in CnoBeHis 3MiHM | TUny - 3MiHK 3 sKocTi. FoTOoBWMIA peuenmom
060/10HKO0 N0 5 bulk", nepsuHHe nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3aMiHa
Mr/160 mr no 7 Ta BTOPUHHE abo BBeeHHS A04aTKOBOT AiNbHULL
Tabnetok y 6nictepi, nakyBaHHs, BMpPOBHULTBA A5 YaCcTUHM abo BCbOro
no 2, no 4, no 8 abo KOHTPO/b Cepii: BMPOBHMYOrO NPOLECy roTOBOTO J1iKapCbKOro
no 14 6nictepis y KPKA-®apma 3aco0by ([inbHMLSA, Ha SKili NpoBOAATLCSA OyAb-
KapTOHHI Kopobuj; no 4.0.0., XopBarisi; AKi BUPOGHMYI CTagil, 3a BUHATKOM BUMYCKY
10 TabneTtoKy BignoBiganbHMI 3a cepili, KOHTPOSIO AKOCTi, MEPBMHHOIO Ta
6nicTepi, no 3, no 6, BMPOGHMLTBO “in BTOPWHHOTO MakyBaHHSA, 4711 HECTEPUIbHUX
no 9 a6o no 10 bulk", nepsrHHe nikapcbknx 3acobiB).CynyTHA 3MiHa- 3MiHK 3
6nicTepiB y KAPTOHHIN Ta BTOPUHHE AKOCTI. [OTOBWIA Nikapcbknit 3aci6. 3MiHN Y
KopooLi nakyBaHHs, BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AaTKOBOI
KOHTPO/b Ta OiNbHULI BUPOGHMLTBA A1 YaCTUHU ab0 BCbOro
BUWMYCK Cepii: BMPOGHNYOro MPOLECY rOTOBOrO NMiKapPCbKOro
KPKA, a.4., HoBo 3aco0y (4inbHWLSA AN NePBYHHOTO NakyBaHHS)-
mecTo, CnoBeHis; 3MiHK 3 siKOCTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHK
BignoBiganbHMI 3a y BUpOGHMLTBI. 3aMiHa abo BBeAEHHS
KOHTPO/b cepii: [04aTKOBOI [ibHUL BUPOGHMLTBA 4151 YACTUHM
KPKA, a.4., Hoso ab0 BCbOro BUPOGHMYOro npoLecy rotoBoro
mecTo, CrnoBeHis nikapcbKoro 3acoby (AiNbHMLA ANsi BTOPUHHOIO
nakyBaHHs) - fofaBaHHS OYHKLi BUPOBHNULTBO
"in bulk", nepBMHHe Ta BTOPUHHE NakyBaHHA ANs
BnpobHuka KPKA, a.4., HoBo mecto, CroBeHis,
AKWIA y)Ke ByN0 3aTBEepPKEHO SK BUPOOHMKA
NiKapcbKoro 3acoby i3 PyHKLISMN KOHTPOb Ta
BMNYCK cepii. BBeAEHHSA 3MiH NPOTAroM 6-Tu
MicSLIB NicNs 3aTBEPAKEHHS.
23. BAnoain TabneTkn, BKPUTI KPKA, a.4., Hoso CnoBeHia | BignoBiganbHUiA 3a Xopsarisi/ BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 3a UA/14357/01/01
NNiBKOBOKO MecTo BMPOGHMLTBO "in CnoBeHis 3MiHK | TUny - 3MiHK 3 SKOCTi. FOTOBWIA peuyenmom

060/10HKO0 N0 5
mr/80 mr no 10
Tabnetok y 6nicrepi,
no 3, no 6, no 9 aéo
no 10 6nicTepis y
KapTOHHI KOpoo6Lii; No

bulk", nepsrHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b cepii:
KPKA-®apma
0.0.0., XopBarisi;

nikapcbkuid 3aci6. 3MiHM y BUPOBGHULTBI. 3aMiHa
abo BBeleHHs A04aTKOBOT AiNIbHUL
BMPOGHMLITBA AN YaCTUHW abo BCbOro
BMPOGHMNYOro NpoLecy roToBOro JiKapcbKoro
3acoby
(QinbHUUS, Ha 5K NPOBOAATLCS By Ab-SIKi
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24,

14 Tabnetok y
6nictepi, no 1, no 2,
no 4 abo no 7
6nicTepiB y KAPTOHHIl
Kopoo6Li

BiAnoBiganbHMi 3a
BMPOGHMLTBO "in
bulk", nepBuHHe

Ta BTOPUHHE
nakyBaHHs1,

KOHTpO/b Ta

BUNYCK cepil:

KPKA, 4.4., HoBo

mecTo, CnoBeHis;

BiAnoBiganbHMiA 3a
KOHTpOnNb cepii:

KPKA, a.4., Hoso

mMecTo, C/ioBeHis

BMPOGHUWYI CTaAji, 3a BUHATKOM BUMYCKY Cepil,
KOHTPO/I0 SIKOCTi, NEPBUHHOTO Ta BTOPYHHOIO
nakyBaHHS, 4151 HECTePUSIbHUX NIKAPCbKNX
3ac006iB) - 3MiHM 3 AKOCTi. FOTOBWIA NiKapCbKUiA
3aci6. 3miHM y BUpo6bHULTBI. 3amiHa abo
BBEJEHHS A0AATKOBOI AifIbHULI BUPOOHNLTBA
[ANS YacTnHM abo BCbOro BUPOGHMNYOro npouecy
rOTOBOrO NiKapCbKOro 3acoby (AinbHNLA Ans
NepBUHHOIO NakyBaHHs) - 3MiHW 3 AKOCTI.
[OTOBWIA NikapcbkuWii 3aci6. 3MiHK Yy
BMPOGHMLTBI. 3amiHa abo BBEAEHHA [0AaTKOBOI
AinbHULI BUPOGHMLTBA A1 YaCTUHM abo BCbOro
BMPOGHMYOro NpoLecy roToBoro Nikapcbkoro
3aco6y (AiNbHWLUSA 415 BTOPUHHOTO NakyBaHHS) -
AofaBaHHsA oyHKUiA BUpo6HMUTBO “in bulk”,
nepBUHHE Ta BTOPUHHE NaKyBaHHA AN
BUpobHuka KPKA, a.4., HoBo mecto, CroBeHis,
AKWIA y)Ke ByN0 3aTBEpPKEHO SK BUPOOHMKA
NiKapcbKoro 3acoby i3 PyHKUISMU KOHTPO/b Ta
BWMNYCK Ccepii.BBeAEHHA 3MiH MPOTAroM 6-Tn
MicALIB Nic/1a 3aTBEPAKEHHS.

BAnoain

TabneTku, BKpUTI
nAiBKOBOO
060/10HKot0 No 10
Mr/160 mr no 7
Tabnetok y 6nictepi,
no 2, no 4, no 8 abo
no 14 6nictepis y
KapTOHHI kopobuj; no
10 TabneTtoky
6nictepi, no 3, no 6,
no 9 a6o no 10
6nicTepiB y KAPTOHHIl
KopoobLi

KPKA, a.4., Hoso
MECTO

CnoseHis

BiAnoBiganbHMi 3a
BMPOGHMLTBO "in
bulk", nepsrHHe

Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b cepii:
KPKA-®apma

0.0.0., XopBarisi;

BiANOBiAa/IbHWIA 32
BMPOBHULTBO "in
bulk", nepBrHHe

Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b Ta
BUNYCK Cepil:
KPKA, a.4., Hoso
mecTo, CnoBeHis;
BiANOBiAa/IbHWIA 32
KOHTPO/b cepii:

KPKA, 4.4., HoBo

mecTo, C/ioBeHis

Xopsarisi/
CnoseHis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHM | TUny - 3MiHK 3 sKoCTi. FoToBWIA
nikapcbkuid 3aci6. 3MiHM y BUPOBGHMLTBI. 3aMiHa
ab0 BBeleHHA A0AATKOBOT AiNbHULL
BMPOGHMLITBA A1 YAaCTUHU abo BCbOrO
BMPOGHNYOro NpoLecy roToBoro Nikapcbkoro
3acoby
(AinbHMUSA, Ha AKili NPOBOAATLCS ByAb-AKi
BMPOGHWYI CTaAji, 3a BUHATKOM BUMYCKY Cepil,
KOHTPO/O AKOCTi, NEPBUHHOTO Ta BTOPUHHOIO
nakyBaHHs, 4718 HECTEPUIBHUX MIKaPCbKNX
3ac06iB) - 3MiHW 3 AKOCTIi. FOTOBUIA NiKapCbKuii
3aci6. 3MiHM y BUPOGHULTBI. 3amiHa abo
BBEJEHHS A04aTKOBOI AifIbHULI BUPOBHNLTBA
AN YacTnHM abo BCbOro BUPOBHMNYOro npouecy
rOTOBOrO JIiKAPCbKOro 3acoby (AinbHUUS oNs
NepBUHHOIO NakyBaHHs) - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHK Yy
BMPOGHMUTBI. 3amiHa abo BBeAEeHHS A0AAaTKOBOT
AinbHULI BUPOGHMLTBA A1 YacTUHM abo BCbOro
BMPOGHNYOro NpoLecy roToBoro NikapcbKoro
3acoby (ginbHULA 419 BTOPUHHOTO NakKyBaHHS) -
AofaBaHHA yHKUI BUpo6HMLTBO "in bulk”,

NepBUHHE Ta BTOPUHHE NaKyBaHHS A/1si

3a
peyenmom

UA/14357/01/02
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Ne Hassa dopma surnycKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocBi04Y€eHHs1
Bupo6HuKa KPKA, a.4., HoBo mecto, CnoBeHis,
KNI y)Ke BYN10 3aTBEPAKEHO SIK BUPOOHMKA
NiKapCbKOro 3acoby i3 hyHKLisIMU KOHTPO/b Ta
BUNYyCK cepii.BBegeHHA 3MiH NpOTArom 6-1u
MicsILLiB NiCNs 3aTBEPAKEHHS.
25. BATOKOPMIA Kpanni opanbHi; no 30 TOB "TepHodapm" YkpaiHa TOB Ykpaina BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 6e3 UA/8622/01/01
MY hiakoHax "TepHodhapm" 3MiHM | TUny - 3MiHK 3 siKocTi. FoToBWMIA peuyenma
CKNAHMX; no 30 mny nikapcbkuii 3aci6. CtabinbHiCTb. 3miHa y
hNakoHi CKIAHOMY; TepMiHax NnpuaaTHoCTi abo ymoBax 36epiraHHs
no 1 cpnakoHy B nauLii roTOBOro Nikapcbkoro 3acoby (36iNbLUeHHs
3 KapToHy; no 25 mny TepMiHy NPUAATHOCTI FOTOBOTO NiKapCbKOro
dhnakoHax- 3acoby) - s TOproBoi ynakoBKu
KpanenbHULAX (niaTBEPAKYETHCA fAHNMU PeasIbHOTO Yacy) -
CKNsIHMX abo y 36iNbLUEHHA TEPMiIHY NPUAATHOCTI FOTOBOrO
chnakoHax NiKapCbKOro 3acoby Ha OCHOBI MO3UTUBHUX
noniMepHmX 3 pe3ynbTaTiB JOBrOCTPOKOBUX AOCAIMKEHD
nNpo6Koto- CTabiNbHOCTI y peasibHOMY Yaci: 3aTBepa)KeHO:
KpanesibHuLeto; no 25 TepMiH NPUAATHOCTI. 2 POKN 3anponoHOBaHO:
MY hakoHi- TepMiH NpuAaaTHOCTI. 3 POKK
KpanenbHuLi
cKnsiHoMy abo 'y
hNakoHi
noniMmepHomy 3
npo6bkKoto-
KpanenbHuLeto; no 1
dnakoHy-
KpanesibH1Lj
cknsiHoMy abo
dnakoHy
nosiMmepHomy 3
npo6koto-
KpanenbHULEeo B
nayi 3 KapToHy
26. BA/IbINMPOKOM TabneTku, BKpUTI TOB "ACIHO YkpaiHa TOB "dapma Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/2169/01/01
300 XPOHO NNiBKOBOKO YKPAIHA" Crapt" 3MiHa 3asiBHMKa (BNacHWKa peecTpauiinHoro peuyenmom
060/10HKOH, noceigyeHHs) (3rigHo Hakasy MO3 Big

NPOJIOHroBaHoI fii; no
10 TabneTtoky
6nicTepi, no 1, 3 abo
10 6nicTepis y nauui 3
KapTOHY

23.07.2015 Ne 460): 3miHa 3asBHMKa rOTOBOrO
niKapcbKoro 3acoby y 3B°A3Ky 3 nepegaveto
npasa BNacHOCTi Ta MapKETUHIOBUM piLIEHHSM
KOMNaHili Ailo4oro Ta HOBOrO 3asBHWKIB. TEpMiH
BBE/JEHHS 3MiH - MPOTAroM 6 Micauis nicnas
3aTBepPXEHHS. 3MiHN | TUny - AgMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo aapecu
MicL MPOBaPKEHHST AisANIbHOCTI
BMpPOGHMKa/iMnopTepa roToBoro /likapcbKoro
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JliKapcbKo20
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Bupo6Huk
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27.

BA/NIbINMPOKOM

3aco06y, BK/IKYa4umM OinbHULL BUNYCKy cepii abo
MiCLie NpOBEeAEHHS KOHTPOJIHO SKOCTI.
(misnbHIiCTb, 3a AKy Bignosigae
BMPOGHUK/IMNOpPTEp, BK/IKOYAKOUM BUMYCK Cepilt)
3MiHa HanucaHHs agpecu MicUs NPOBaKEHHSA
AiSNIbHOCTI BUPO6HMKA rOTOBOrO NiKapCbKoro
3acoby, komnaHii TOB «®apma CtapT», 6e3
3MiHW (hakTMUYHOro MicLs NPOBaAKEHHS
[ISNbHOCTI BHOCUTBLCA Y 3B'A3KY 3 PilLeHHAM
KuiBcbKoi Micbkoi paam Big 10 nuctonaga 2016
poky Ne 315/1319 npo neperiMeHyBaHHS
6ynbBapiB, ByNMLUpb, HaliMEeHYBaHHS NOLL Ta
NPUCBOEHHSA iMeH ckBepaM B MicTi Knesi. TepMmiH
BBE/EHHS 3MiH - MpoTArom 6 micauis nicns
3aTBEPAKEHHS.
3MiHu | TUNYy - 3MiHK Woao0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarisagy
(iHWWi 3MiHW) 3MiHa BHOCUTbLCS Y 3B’A3KY 3
[OMOBHEHHSAM B TEKCTi MapKyBaHHS NepBUHHOT
Ta BTOPVHHOI YNakoBKW, BifNOBIAHO [0
BHYTPILLHIX BUMOTI KOMNaHii WwoA0 0hOpM/IEHHS
nakyBaslbHOro MaTepiany. 3MiH1 He cynepeyaTb
Bumoram fogatky 23 Hakasy MO3 YkpaiHu Ne
426 Bif 26 cepnHA 2005p. (y pegakuii Hakasy
MO3 Ykpainu Ne460 Big 23 nunHsa 2015p.)
3Minn | TURY - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX JaHux
npo cuctemy chapmakoHarnsgy (BBefeHHS
y3ara/ibHeHUX JaHnX npo cucremy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
dhapmakoHarnsgy; KoOHTakTHoi ocobu 3
dhapmakoHarnsgy 3asaBHUKa AN 34iCHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiAMiHHA BiJ YNOBHOB&XeHOI 0co6H,
BiANOBIAa/IbHOI 3a 34ilicHEHH:A hapmakoHarnsgy
(BK/TIOHAKOUMN KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy) 3MiHa KOHTakTHUX AaHuX
YNOBHOBaXEHOT 0CO6MU, BifgNoBiganbHOI 3a
thapmakoHarnag. 3miHa Micus 34iACHEHHS
OCHOBHOI AisiNbHOCTI 3 hapmakoHarnsagy. 3MmiHa
MiCLile3HaxoMKEHHs1 macTep-daiina.

TabneTkun, BKpUTI

TOB "ACIHO

YKpaiHa

TOB "dapma

YkpaiHa

BHECEHHs1 3MiH [10 peecTpauiiHux maTepianis:

UA/3988/01/01
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Ne Hassa dopma surnycKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocBi04Y€eHHs1
300 XPOHO NnNiBKOBOKO YKPAIHA" Crapt" 3MiHa 3asBHYKa (BNacHrKa peecTpauiiHoro
060/10HKOIO,

NPOJIOHrOBaHOI fji; in
bulk: no 7 kr TabneTok
y NoMieTUIEHOBUX
naketax

nocsigyeHHsn) (3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460): 3miHa 3asBHMKa rOTOBOTO
nikapcbKoro 3acoby y 3B 513Ky 3 nepegaqeto
npasa BMAacHOCTI Ta MApKETVHIOBUM PiLLEHHSAM
KOMMaHili Ajto4oro Ta HOBOTO 3aABHWKIB. TepMiH
BBEJEHHS 3MiH - NPOTAroM 6 Micauis nicns
3aTBEPMKEHHS. 3MiHM | Tuny - AgMiHiCTpaTuBHI
3MiHW. 3MiHa HalimeHyBaHHs Ta/abo agpecu
MiCLA MPOBaMKEHHS AiANbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /ikapcbkoro
3aco6y, BKIKYaKuM AifbHULI BUNYCKy cepii abo
MicLie NPOBEeAEHHS KOHTPOJIIO AKOCTI.
(misnbHiCTb, 3a AKy Bignosigae
BMPOGHUK/iMNOpPTEp, BK/IKOYAKOUM BUMYCK Cepiit)
3MiHa HanmcaHHs agpecy MicLs NPOBaKEHHS
AiSNbHOCTI BUPOOHMKA rOTOBOrO MiKapCbKOro
3acoby, komnaHii TOB «®apma CtapT», 6e3
3MiHU (haKTUYHOro MicLS NPOBaKEHHS
[ISNbHOCTI BHOCUTBLCA Y 3B'A3KY 3 PilLlEHHAM
KniBcbkoi micbkoi pagy Big 10 nuctonaga 2016
poky Ne 315/1319 npo nepeiiMeHyBaHHS
6ynbBapis, ByNMLpb, HAIMEHYBaHHS NOLL Ta
NPUCBOEHHS iIMEH ckBepaM B MicTi Kuesi. TepMiH
BBEJEHHS 3MiH - NPOTAroM 6 Micauis nicns
3aTBEPIXKEHHS.
3MiHu | TMRY - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta thapmakoHariagy
(iHLWi 3MiHW) 3MiHa BHOCUTbLCS Y 3B'A3KY 3
[OMOBHEHHAM B TEKCTi MapKyBaHHS NepBUHHOT
Ta BTOPVHHOT yNakoBKK, BiANOBIAHO A0
BHYTPILLHIX BUMOI KOMNAHii WoA0 0hOPMIEHHS
nakyBaslbHOrO Matepiasly. 3MiHN He cynepevaTb
Bumoram flogatky 23 Hakasy MO3 YkpaiHu Ne
426 Bif 26 cepnHA 2005p. (y pegakuii Hakasy
MO3 Ykpainn Ne460 Big 23 nunHsa 2015p.)
3MiHu | TUNYy - 3MiHK Woao0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX JaHunx
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnX Npo cUcTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOoi ocobw,
BiANOBIAANbHOI 32 34iiCHEHHSA
thapmakoHarnsgy; KOHTakTHoOi ocobm 3
papMakoHarnsay 3asiBHvKa A5 34iCHEeHHs
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hapmakoHarnsgy B YkpaiHi, K0 BOHa
BiIMiHHa BifJ, YNOBHOB&XeEHOI 0co6M,
BiANOBIAa/IbHOI 3a 34iicCHEHHs hapmakoHarnsgy
(BK/KOUAKOYM KOHTaKTHI AaHi) Ta/abo 3MiHu y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) 3miHa KOHTaKTHUX AaHnX
YNOBHOB&XEHOT 0CO6M, BiANoBigaNbLHOI 3a
thapmakoHarnag. 3miHa Micus 34iCHEHHSA
OCHOBHOI Aisi/IbHOCTI 3 (hapmakoHarnsgy. 3miHa
MiCLie3HaxX0MKeHHs1 MacTep-daiina.

28.

BANNbMPOKOM
500 XPOHO

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKO10,
NPOJIOHrOBaHoI fji; in
bulk: no 7 kr TabneTok
y nonieTuIeHoBUX
naketax

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma
Crapt”

Ykpaina

BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis:
3miHa 3asBHVKa (BNacHvKa peecTpauiiHoro
noceigyeHHs) (3rigHo Hakasy MO3 Bif
23.07.2015 Ne 460): 3miHa 3asBHMKa rOTOBOTO
nikapcbKoro 3acoby y 3B 513Ky 3 nepejaveto
npasa BACHOCTI Ta MApKETUHIOBUM PiLLEHHSAM
KOMMaHili Ajto4oro Ta HOBOTO 3aABHUKIB. TepMiH
BBEJEHHS 3MiH - NPOTAroM 6 Micauis nicnis
3aTBEPKEHHS. 3MiHN | TUNy - AgMiHICTpaTUBHI
3MiHW. 3MiHa HallMeHyBaHHA Ta/abo agpecu
MicLA NMPOBaMKEHHS AiANbHOCTI
BMpO6HUKa/iMnopTepa roToBOro Jlikapcbkoro
3aco0y, BK/IKYaoUn AiNbHNL BUMYCKy cepii abo
MicLie NpoBefEHHS KOHTPOJIO AKOCTI.
(gisnbHICTb, 3a Ky Bignosigae
BMPOGHUK/IMNIOPTEp, BK/IKOYAKOUM BUMYCK Cepiit)
3MiHa HanncaHHs agpecu Micua NpoBamKEHHS
LiSiNbHOCTI BUPOGHMKa roTOBOTO NiKapCbKOro
3acoby, komnaHii TOB «®apma CtapT», 6e3
3MiHU (haKTUYHOro MicLsA NPOBaXKEHHS
LiSIbHOCTI BHOCUTBLCSA Y 3B’3KY 3 PilLeHHAM
KuiBcbkoi micbkoi pagy Big 10 nuctonaga 2016
poky Ne 315/1319 npo nepeiiMeHyBaHHS
6ynbBapiB, ByNLb, HAIMEeHYBaHHA NoLY, Ta
NPUCBOEHHS iMeH ckBepam B MicTi Kuesi. TepMiH
BBEJEHHS 3MiH - NPOTAroM 6 Micauis nicnis
3aTBEPKEHHS.
3MiHu | TURY - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHM) 3MiHa BHOCUTBLCSA Y 3B’A3KY 3
[OOMNOBHEHHAM B TEKCTi MapKyBaHHS NepBUHHOI
Ta BTOPVHHOI YNaKkoBKW, BifNoBiAHO [0
BHYTPILLHIX BUMOTI KOMMaHil LLoA0 0hOpPMAIEHHS
nakyBa/lbHOro matepiany. 3MiH1 He cynepeyarb
Bumoram Joaatky 23 Hakazy MO3 YkpaiHu Ne

UA/3988/01/02
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426 Bif 26 cepnHAa 2005p. (y pefaxuii Hakasy
MO3 Ykpainn Ne460 Big 23 nunHa 2015p.)
3Mminu | TMRY - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsay.
BeefeHHs ab0 3MiHU [0 y3araslbHeHNX AaHnX
npo cuctemy dhapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnX Npo cucTemy
hapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOI 0cobu,
BiANOBIAA/IbHOI 32 3AiCHEHHSA
dhapmakoHarnsgy; KoHTakTHoi ocobu 3
hapmakoHarnsay 3asBHvka Ans 34iCHeHHs
thapmakoHarnagy B YkpaiHi, SKLi0 BoHa
BiAMiHHA Bif, yNOBHOBaXEHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsgy
(BK/THOHAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) 3miHa KOHTaKTHUX JaHnX
yMNOBHOBaXeHOT 0cobw, BignoBigansHoOT 3a
thapmakoHarnsg. 3MiHa Micus 34iCHEHHS
OCHOBHOI fifi/IbHOCTI 3 thapmakoHarnsgy. 3miHa
MicLle3HaxoMKEHHs1 MacTep-chaiina.

29.

BA/IbINMPOKOM
500 XPOHO

TabneTku, BKpUTI
nAiBKOBOO
060/10HKOI0,
NPOMIOHrOBaHOI Aii; No
10 TabneTok y
6nicTepi, no 1 a6o 3
6nictepu y nauui 3
KapToHY

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma
Crapt”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHa 3asiBHMKa (BNacHWKa peecTpawiinHoro
noceigyeHHs) (3rigHo Hakasy MO3 Big
23.07.2015 Ne 460): 3miHa 3asiBHMKa roOTOBOr0
niKapcbKoro 3acoby y 3B A3Ky 3 nepegaveto
npasa BMAaCHOCTI Ta MapKeTVHIOBUM PiLLIEHHAM
KOMMaHili Ajto4oro Ta HOBOrO 3asiBHUKIB. TepMiH
BBE/EHHS 3MiH - MpoTArom 6 micauis nicns
3aTBEepPKEHHSA. 3MiHN | TUNYy - AgMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo aapecu
MiCLii MPOBaKEHHS AISNbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /ikapcbkoro
3aco0by, BK/IKYaUM OinbHULL BUNYCKY cepii abo
MicLie NpoBeAEHHS KOHTPOJIHO SKOCTI.
(misnbHICTb, 3a AKy Bignosigae
BMPOGHUK/IMNOPTEP, BK/IKOYAKOUM BUMYCK Cepilt)
3MiHa HanncaHHsA agpecy MicLs NPoBaMXeHHS
AiSNbHOCTI BUPO6HMKA rOTOBOrO NiKapCbKoro
3acoby, komnaHii TOB «®apma CtapT», 6e3
3MiHM (hakTMUYHOro MicLs NPOBaAKEHHS
LiS/TbHOCTI BHOCUTLCA Y 3B’A3KY 3 PilLleHHAM
KuiBcbkoi Micbkoi paam Big 10 nuctonaga 2016
poky Ne 315/1319 npo neperiMeHyBaHHS
6ynbBapiB, ByMLb, HANIMEHYBaHHA NI0LY Ta

3a
peyenmom

UA/2169/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma surnycKy

3asaBHuUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjitiHo2o
nocsio4eHHs

NPUCBOEHHSA iMeH ckBepaM B MicTi Knesi. TepMmiH
BBE/iEHHS 3MiH - MpOTArom 6 micauis nicns
3aTBEPAKEHHS.
3MiHu | TMNYy - 3MiHK Woa0
6e3nekn/edeKTMBHOCTI Ta hapmakoHariagy
(iHLWi 3MiHW) 3MiHa BHOCUTbLCS Y 3B’A3KY 3
[OMOBHEHHSAM B TEKCTi MapKyBaHHS NepBUHHOT
Ta BTOPVHHOI YNakoBKu, BifNOBIAHO [0
BHYTPILLHIX BUMOT KOMMNaHii WwoA0 0hOpM/IEHHS
nakyBaslbHOro MaTepiany. 3MiHM He cynepeyaTb
Bumoram fogatky 23 Hakasy MO3 YkpaiHu Ne
426 Big 26 cepnHA 2005p. (y pegakuii Hakasy
MO3 Ykpainu Ne460 Big 23 nunHsa 2015p.)
3Minu | TURY - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX JaHux
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/ibHeHUX JaHnX npo cuctemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
dhapmakoHarnsgy 3asaBHUKa AN 34iCHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA
BiAMiHHA BiJ YNOBHOB&XeHOI 0co6H,
BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapMmakoHarnsgy
(BK/TIOYAKOUMN KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy) 3MiHa KOHTakTHUX AaHuX
YNOBHOBaXXEHOT 0CO6MU, BigNoBiganbHOI 3a
thapmakoHarnag. 3MiHa Micus 34iACHEHHS
OCHOBHOI AisiNbHOCTI 3 hapmakoHarnsagy. 3MmiHa
MiCLile3HaxoMKEHHS1 MacTep-daiina.

30.

BOJA 4151
IH'EKLLIA

PO3YNHHKK A9
napeHTepasibHoro
3aCTOCyBaHHSA Mo 2
M1 B amnyni, no 10
amnyn y 6nictepi, no
1 6nicTepy B nauuj;
no 5 mn B amnyni, no
5 amnyn y 6nictepi,
no 2 6nictepv B nayyj

MAT "Tannudpapm*

YkpaiHa

MNAT "Tanuudapm”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis:
TeXHiYHa NOMUIKa B TEKCTi MapKyBaHHs
yMNaKoBKW MiKapCbKoro 3acoby, a came BHECEHi
OAVHWLi BUMIpIOBaHHA natuHuLeto (BignosigHO
no cuctemu Cl).

6e3
peyenma

UA/10078/01/01

31.

FEKCABIT

Apaxe no 50 gpaxe y
KOHTeliHepax

MpAT "TexHonor"

Ykpaina

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis:

3MiHW | TUNY - HOBWIA cepTudikar Big HOBOrO
BMPOGHUKA - BBEAEHHSI BUpO6HUKa ADI TiamiHy

6e3
peyenma

UA/3285/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma surnycKy

3asaBHuUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjitiHo2o
nocsio4eHHs

rigpoxnopug (BitamiH B1) Jiangxi Tianxin
Pharmaceutical Co., LTD, China 3 HagaHHsAM
CEP Ne R1-CEP 2011-077-Rev 01 go Bxe
3aTBEPKEHVX BUPOOHUKIB; 3MiHW Il TUNY - 3MiHa
BMPOGHMKA BUXIAHOrO/NPOMIKHOTO
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
BUpo6HMYOMY npoueci A®l, abo 3miHa
BMPOOHMKa (BK/IHOYAKOUN, e HEeObXigHO, MicLe
NpOBeAEeHHS KOHTPOSHO AKOCTi) A®I - BBEAEHHSA
HOBOro BMpOG6HMKa AP| HikoTUHamigy (BiTamiH
PP) Amsal Chem Private Limited, India 3
HajaHHAM macTep-chaiina Ha APl (DMF for
Nicotinamade AP (91-22-ACPL-API-NA-DMO
161203) Dec 2016) fo BXxe 3aTBEPAKEHOTO
BMPOGHUKaA

32.

FEKCABIT

gpaxe in bulk: no
1000 gpaxe y
KOHTeliHepax ans
BUrOTOB/IEHHSA
rOTOBWX JTiKAPCbKNX
3acobis

MpAT "TexHonor"

YKpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis:

3MiHM | TUNY - HOBWIA cepTudikaT Big HOBOro
BMPOGHUKA - BBEAEHHS BUPOGHMKa AD| TiaMiHy
rigpoxnopug (sitamin B1) Jiangxi Tianxin
Pharmaceutical Co., LTD, China 3 HagaHHsAM
CEP Ne R1-CEP 2011-077-Rev 01 go Bxe
3aTBEPAKEHNX BUPOOHUKIB; 3MiHM Il TUNY - 3mMiHa
BMPOGHMKA BUXIAHOrO/NPOMIKHOTO
NpoAyKTy/peareHTy, WO BUKOPUCTOBYIOTLCA Y
BUpo6HMYOMY npoueci A®l, abo 3miHa
BMPOOHMKa (BK/IHOUAKOUN, e HeOOXigHO, MicLe
NnpoBeAeHHS KOHTPOsIO AKocTi) A®I - BBeAeHHSA
HOBOro BMpOG6HMKa AP| HikoTHamigy (BiTamiH
PP) Amsal Chem Private Limited, India 3
HafaHHAM macTep-chaiina Ha APl (DMF for
Nicotinamade AP (91-22-ACPL-API-NA-DMO
161203) Dec 2016) fo Bxe 3aTBEPAKEHOTO
BMPOGHUKa

UA/3286/01/01

33.

FENO®Y3VH

pO34nH aNns iHdysili
no 500 M/ po34nHy y
chnakoHax; no 10
(h/1aKOHIB Y KapTOHHIi
Kopo6ui; no 500 mn
PO34MHY y dhriakoHax

B. bpayH
Menb3yHreH Al

HimeuunH
a

B.bpayH Megvkan
CA

LLBeliLapis

BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis:

3MiHK | TUMY - AONOBHEHHS cnevmdikaui
nokKasHUKoM «bakTepianbHi
€HO0TOKCUHU»(2.6.14). BBeAEHHS 3MiH
npoTSArom 3 MiCSILiB MiCNA 3aTBEPAKEHHS; 3MiHW
| TMNY - BUNYy4YeHHA TecTy Ha niporeHn(2.6.8).
BBefieHHs1 3MiH NpoTarom 3 micsuis nicns

3a
peyenmom

UA/5905/01/01
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Ne Hassa dopma surnycKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocBi04Y€eHHs1
3aTBEPAXEHHS
34. FEHOTPOMIH® NOPOLLOK Mdpaiizep IHK. CLA NOBHWIA LMK Benbris/ BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/11798/01/01
niodgpinizoBaHWin Ta BMPOGHMLITBA, HimeyunHa 3MiHu | TUNY - 3MiHK Wopao0 peyenmom
PO3UYMHHWK AN BUNYCK cepil: 6e3nekn/edrekTMBHOCTI Ta thapmakoHariagy
PO3UUNHY ANS iH'EKLR Mdpaiizep (iHLWi 3MiHW)
no 16 MO (5,3 mr); 1 MeHtodek4ypuHr MpuBeneHHs y BiANOBIAHICTb HANUCAHHSA
nonepegHL0 Benbrist HB, KifIbKOCTi YNakoBOK y peecTpauiiiHomy
HanoBHeHa pyuka, Wwo Benbris; NOCBIZYEHHI 40 MaTepianis peecTpaviiHoro
MicTUTb 1 BMPOGHULITBO in [0CbE
[BOKaMepHuii bulk, kKOHTpoNb
KapTpuaK (nepegHs AKOCTI, NepBUHHE
Kamepa 3 MOPOLLKOM nakyBaHHS
Ta 3a/HA kamepa 3 BeTtep dapma-
PO34YMHHMKOM no 1,14 depTuryHr Mrmex i
M/ (M-Kpe3os, MaHiT Ko. KI', HimeyunHa
(E 421), Boga ans
iH'EKUN)), Y KApTOHHI
Kopob6ui 3
MapKyBaHHAM
YKPaiHCbKOIO MOBOIO;
1 nonepegHLO
HanoBHEeHa pyuka, Lo
MicTuTb 1
[ABOKaMepHuii
KapTpumx (nepesHs
Kamepa 3 NMOpOLLKOM
Ta 3a4HAa Kamepa 3
pPO34YMHHMKOM no 1,14
M (M-Kpe3os, MaHiT
(E 421), Boga ons
iH'EKUIN)), Y KAPTOHHIA
Kopoo6Li 3
MapKyBaHHAM
aHrniicbkoto abo
iHLLOIO iIHO3EeMHOI0
MOBOIO 3i CTUKEpPOM
YKPaiHCbKO MOBOHO
35. FNYTAPTIH Tabnetkn no 0,75, ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTepiasis: 6e3 UA/4022/02/03
no 10 Tabnetok y 06MeXeHOI 06MeXeHOH0 BW/TyYeHHs ynakoskun no 30 TabneTok y 6nictepi; peyenma
6nicTepi; no 3 abo 5 BiANOBIAA/LHICTIO BiANOBIAALHICTIO no 1 a6o 2 6nicTepun y KapToOHHiiA KopobLi Ans
6/1icTepiB Y KAPTOHHIN "apmaueBTnyHa "hapmMaueBTNYHaA [o3yBaHHs no 0,25 r 3 BiANOBIAHMMM 3MiHAMU A0
KOpooLi KoMnaHis "3popos'a” KOMnaHis po3ainy «Ynakoska» MKA /13. 3miHV BHeceHi B
"3p0pos'a” po3ain "Ynakoska" B iHCTPYKLitO 4719 MEeANYHOro

3aCTOCYBaHHS JIiKAPCHKOTo 3aco6y Y 3B'S3KY 3
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n/n

Hassa
JliKapcbKo20
3acoby

dopma surnycKy

3asaBHuUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjitiHo2o
nocsio4eHHs

BW/TYYEHHSIM MEBHOTO PO3MIpY YNakoBKU, K
HacNifoK - BUTyYEHHS TEKCTY MapKyBaHHS
BiANOBIAHOT yNnakoBKku. BBeAEHHS 3MiH NPOTArom
6-TW MiCALB Nic/1a 3aTBEPKEHHS.

36.

FNYTAPTIH

PO34unH ANS iH'EKL,
40 mr/mn, no 5 mn B
amnyni; no 10 amnyn
Y KapTOHHIli KOPOO6Li;
no 5 mn B amnyni; no
5 amnyn y 6nictepi;
no 2 6nictepn y
KapTOHHIA KOpoo6Li

ToBapucTBO 3
06MeXeHOI0
Bi4NOBIAANBLHICTIO
"bapmaueBTnyHa
KoMnaris "3popos'a”

YkpaiHa

ToBapucTso 3
06MexeHot
BiANOBIAAILHICTIO
"®apmMaueBTnYHa
KOMnaHis
"3popos'a”

Ykpaina

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:
3MiHK | TUNy - AOMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy 3asBHUKa
(BNacHWKa peecTpauiintHOro NocBigYeHHS) - 3MiHa
agpecy 3asBHuKa (BBefeHHA 3MiH NPOTArom 6-
TW MiICALIB Nicna 3aTBEPAXEHHS); 3MiHW | TRy -
ALMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecyu MicLs NPOBaKEHHS AiSNIbHOCTI
BMpO6HUKa/iMnopTepa roToBOro JlikapcbKoro
3aco0y, BK/IYaoUM AiNbHNL BUMYCKY cepii abo
MicLie NPOBeAEHHS KOHTPOJIIO AKOCTI.
(gisnbHICTb, 3a Ky Bignosigae
BMPOGHUK/IMNOPTEP, BK/IKOYAKOUM BUMYCK Cepilt) -
YTOYHEHHS! agpecy BUpo6Huka /13 ToBapncTBO
3 06MEXEHOI0 BIAMNOBIAA/LHICTIO
"apmaveBTMYHa KoMMaHia "340poB'a”, YkpaiHa,
6e3 3miHM Micusa BUpobHuLTBa (BBEAEHHS 3MiH
NPOTAroM 6-TW MICALB NICNA 3aTBEPLAKEHHS);
3MiHM | TUny - 3MiHK 3 sKoCTi. FoToBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa
pO3Mipy ynakoBKv roTOBOrO JlikapCbKoro 3acoby
(BUNyYEHHA yNakoBKW NEBHOIO Po3Mipy) -
BU/TYYEHHS yNakoBku: No 5 Mn B amnyni; no 5
amnyn y 6nictepi; no 1 6nicTepy y KapTOHHIi
Kopo6Li, 3 BigNOBIAHNMMN 3MiHAMM B po3ini
YnakoBka. 3MiHW BHECEHI B po3in "Ynakoska" B
IHCTPYKL,it0 4519 MEANYHOro 3aCTOCYyBaHHSA
NiKapCbKOro 3acoby Yy 3B’A3Ky 3 BUNYYEHHSM
NeBHOro PO3Mipy yNnakoBKM, SIK HACNIA0K -
BW/TyYEHHS TEKCTY MapKyBaHHS BiAnNoOBiAHOT
ynakoBku (BBefeHHS 3MiH NpOTArom 6-1u
MicsILiB Micns 3aTBEpPAKEHHS)

3a
peyerimom

UA/4022/01/01

37.

FNYTAPTIH

Tabnetkn no 0,25,
no 10 TabneTok y
6nictepi; no 3 a6o 6
6/1icTepiB Y KAPTOHHIN
KOpooLi

ToBapucTtso 3
06MexeHo
BiANOBIAA/LHICTIO
"®apmaueBTuyHa
KoMnaHis "3popos'a”

YKpaiHa

ToBapucTBo 3
06MexeHot
BiANOBIAALHICTIO
"®apmaueBTnyHa
KOMnaHis
"3p0pos'a”

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHux maTepiasis:
3MiHY | TUny - 3MiHK 3 sikocTi. [oToBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3aci6. 3miHa
pO3Mipy yNakoBKu roTOBOTO JlikapCbKoro 3acoby
(BUTYYEHHS YNaKOBKW NEBHOTO PO3MIpY) -
BUyYeHHs ynakoBku no 30 TabneTtok y 6nictepi;
no 1 a6o 2 6nictepn y KApTOHHIli KopobLi 3

6e3
peyenma

UA/4022/02/01
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Ne Hassa dopma surnycKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocBi04Y€eHHs1
BiANOBIAHVMM 3MiHAMMW [0 PO34iNy «YnakoBka»
MK$A N3. 3miHn BHeceHi B po3ain "Ynakoska" B
IHCTPYKL,itO0 415 MEeANYHOro 3aCTOCyBaHHS
NiKapCcbKoro 3acoby y 38’A3Ky 3 BUYYEHHAM
NEeBHOro PO3Mipy yMakoBKM, K HACNIA0K -
BUJTYYEHHS TEKCTY MapKyBaHHA BifMnoBiAHOT
ynakoBku. BBefieHHA 3MiH NPOTArom 6-Tn
MicsILLiB NiCNs 3aTBEPAKEHHS.
38. DXKICI @O | GC | cycneHsia ans M.BIOTEK NNIMITE[, Benvka 'piH Kpocc Kopes BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3a UA/16223/01/01
FLU iH'ekyii no 0,25 mn BpuTaHis KopnopeiiLH 3MiHu |l TNy - 3miHK 3 sKocTi. AdPI. peuenmom
BAKUVHA And a6o 0,5 mny Brpo6HMLTBO. 3MiHV B aKTVBHI peyoBUHi
MPODITAKTUKU nonepeaHLo Ce30HHUX, NepeAnaHaeMiyHnX abo naHgeMiuHMX
remny HanoBHEHMX LNpULax BakUWH NpOTKW Bipycy rpuny AAUHK (3amiHa
(PO3LWENNIEHNI | 3 0gHOPa30B0oK0 wramy(iB) y Ce30HHMX, NepeanaHaeMiyHux abo
BIPIOH, ronkoto. Mo 1 wnpuuy naHgemiyHnX BakLMHax NpoTu Bipycy rpuny
IHAKTUBOBAHW | y 6nicTepi. Mo 1 abo NOAMHN) - 3MiHa LUTAMOBOTO CKafy BakUMHU
") no 10 6nictepiB y AN npodpinakTrky rpuny BiANOBIAHO A0
nauui 3 KapToHy pekomeHgauiin BOO3 ans MisHivHOI niBKy i
ce30Hy 2019-2020 pp
39. ANNPOCIMAH® cycneHsis gis LepinHr-Mnay LLseliyapi [Ans amnyn: dpaHuia/ BHECEHHS 3MiH 0 peecTpauiiHux maTepiasis: 3a UA/9168/01/01
iH'ekyin ansa CeHTpan lcT Al A Brpo6Huk in bulk, Benbris 3MiHK | TNy - AOMIHICTpaTUBHI 3MiHU. 3MiHa peuyenmom
BMPOGHWKIB LLlepiHr- nepsuHHe HaliMeHyBaHHs Ta/abo agpecu 3asBHUKA
Mnay /la6o H.B., nakyBaHHS: (BnacHMKa peecTpauiitHOro NocBiAYEHHS) - 3MiHA
Benbrisi; CEHEKCI CEHEKCI HSC - ajpecun 3asBHUKa
HSC - EPYBI/1b EPYBI/Ib CEHT
CEHT KNEP, KNEP, ®paHuisi;
®paHuin: no 1 mn B Brpo6HuK 3a
amnyni; no 5 amnyn B NOBHUM LKIOM:
KapTOHHI KOpooLj; LWepiHr-Mnay
015 BUPOOHMKa Na6o H.B.,
CEHEKCI HSC - Benbris;
EPYBI/Ib CEHT [na nonepefHbO
KNEP, ®paHujs: no 1 HamnoBHEHUX
M B nonepeaHLo LnpuLiB:
HanoBHEHOMY CEHEKCI HSC -
wnpuyi, no 1 wnpuuy EPYBI/Ib CEHT
B KOMM/ekTi 3 1 abo 2 KNEP, ®paHuis
CTepUIbHUMU
rosikamu B
nnacTuKoBoMy
KOHTeliHepi B
KapPTOHHI KOpo6Lj
40. AIPOPC 160 TabneTkn, BKPUTI TOB "ACIHO YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 3a UA/12365/01/01
NAiBKOBOO YKPAIHA" Crapt" 3MiHa 3asBHMKa (BlacHMKa peecTpaviiiHoro peyenmom

060/10HKOH, 5 MI/160

noceigyeHHs) (3rigHo Hakasy MO3 Bif
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Ne Hassa dopma surnycKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocBi04Y€eHHs1

mr; no 10 TabneTok y
6nictepi; no 1 a6o 3
6nicTepy B KapTOHHIiA
nauui

23.07.2015 Ne 460) - 3miHa 3asiBHMKa roTOBOrO
niKapcbKoro 3acoby y 3B°A3Ky 3 nepegaveto
npasa BMACHOCTI Ta MapKeTVHIOBYM PiLLIEHHAM
KOMMaHili gjto4oro Ta HOBOro 3asiBHUKIB (TepMiH
BBE/EHHS 3MiH - MpOTArom 6 micauis nicns
3aTBEPMXKEHHS); 3MiHU | TUNy - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo aapecu
MiCLii NPOBaPKEHHS AiSNbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /ikapcbkoro
3aco06y, BK/IKYa4mM OinbHULL BUNYCKY cepii abo
MicLie NpOBEeAEHHS KOHTPOJIHO SKOCTI.
(misnbHiCTb, 3a AKy Bignosigae
BMPOGHUK/iIMNOPTEP, BK/IHOYAKOUM BUMYCK Cepild) -
3MiHa HanMcaHHA agpecun Micus NpoBapKeHHS
AiSNIbHOCTI BUPO6HMKA rOTOBOrO NiKapCbKoro
3acoby, komnaHii TOB «®apma CtapT», 6e3
3MiHM (hakTMUYHOro MicLs NPOBaAKEHHS
[ISNbHOCTI BHOCUTBLCA Y 3B'A3KY 3 PilLeHHAM
KuiscbKoi Micbkoi paam Big 10 nuctonaga 2016
poky Ne 315/1319 npo neperiMeHyBaHHS
6ynbBapiB, ByNMLUpb, HaiMEeHYBaHHS NOLL Ta
NPUCBOEHHS IMeH ckBepam B MicTi Kuesi (TepMiH
BBE/EHHS 3MiH - MpOTArom 6 micauis nicns
3aTBEPMXEHHS); 3MiHM | TMny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHariagy
(iHLWi 3MiHW) - 3amiHa rpachiyHOro 306pakeHHs
NEepBUHHOI Ta BTOPUHHOI YNaKOBKWN Ha TEKCT
MapKyBaHHSA NepBUHHOT Ta BTOPUHHOT YNaKoBKN
3 BigNoBiAHUMMN 3MiHaMun Ao posainis MKA /13
(po3ain "I'pachiuHe ochopMMEHHS ynakoBku"
3aMiHeHO po3aisiom "MapkyBaHHA". BHeCEHHS
peaakuiiHnX NpaBokK Ta NpUBeAeHHs iHdhopmaLi
B TEKCTi MapKyBaHHS BiANOBIAHO [0 BHYTPILLHIX
BMMOT KOMMaHIT LLoA0 0hOpPMIEHHS
nakyBa/lbHOro mMarepiasny. 3mMiHM He cynepevarb
Bumoram Jogatky 23 Hakasy MO3 YkpaiHu Big
26 cepnHa 2005 poky Ne 426 (y pepakuii Hakasy
MO3 Ykpainu Big 23 nunHa 2015 poky Ne 460);
3MiHM | TURY - 3MiHK LWOoA0
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsay.
BeefeHHs ab0 3MiHU [0 y3araslbHeHNX AaHnX
npo cuctemy dhapmakoHarnsgy (BBefeHHs
y3arasibHeHUX faHnX Npo cucTemy
hapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOI 0cobu,
BiANOBiAA/IbHOI 32 3AiNCHEHHS
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Ne Hassa dopma surnycKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocBi04Y€eHHs1
dhapmakoHarnsgy; KoOHTakTHoi ocobu 3
hapmakoHarnsay 3asBHvKa An1s 34iCHeHHs
thapmakoHarnagy B YkpaiHi, K0 BoHa
BiAMiHHa Bif, yNOBHOBaXeEHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsgy
(BK/THOHAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLEHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy) - 3MmiHa KOHTaKTHUX JaHnx
yMNOBHOBaXeHOT 0cobw, BignoBiganbHoOT 3a
thapmakoHarnsg. 3MiHa Micus 34iCHEHHS
OCHOBHOI fifi/IbHOCTI 3 thapmakoHarnsgy. 3miHa
MicLle3HaxX0MKEHHS1 MacTep-thainna
41. gonono KOHUEeHTpaT ans [-p Peppi'c IHais HATKO ®APMA IHais BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/17269/01/01
PO3UMHY AN iHAY3INA, Nab6opaTopic /T4, NIMITEL BMUNPAB/IEHHST TEXHIYHOI NoMukn y MKA, B peyenmom
ninocoMasnbHWiA, po3aini «Onune» cneundikauii MKA nikapcbkoro
2mr/mn, no 10 mn (20 3aco0by, a TakoX BUMPABEHO TEXHIYHY NOMUIIKY
mr/10 ms1) a6o no 25 B IHCTPYKL| 1151 MEANYHOro 3aCTOCYBaHHS
ma (50 mr/25 mn) y nikapcbkoro 3acoby B po3zini "/likapcbka
donakoHax Nel copma"
42, EBPAHTUN Kancynm Takega M'mM6X HimeuunH Takega M'M6X, HimeuunHa BHECEHHS 3MiH 0 peecTpauiiHux maTepiasis: 3a UA/9943/01/01
NPOSIOHroBaHoI Al a Mmicue 3MiHM | TNy - 3MiHa HaliMeHyBaHHS1 BUPOGHYMKa peyenmom
TBepAi no 30 mr; no BUPOGHMLTBA A®I Ypanignny Ta BUpo6HUKa BMXiAHOMO
50 a6o no 100 kancyn OpaHieHbypr marepiany xopypauusy, Lo 3acTOCOBYETLCA Y
y thnakoHi; no 1 BMPOGHMLTBI A®I , 683 3MiHN MicuA
(p1aKoHY B KapPTOHHIl BMPOOHULTBA; 3MiHU | TUNY - BUYYEHHS
Kopoo6ui BMPO6HMYOT AinbHuUui Takeda GmbH, Germany,
BiANOBIAa/IbHOI 3@ BUPOGHMLTBO ADI, 38 yMOBM
36epexeHHss PYHKLT KOHTPOsI0 AKOCTI ADI;
3MiHK | TUNY - BUYyYeHHS BUPOOHMYOI AibHUL
BASF Pharma (Evionnaz) SA, Switzerland,
BiAnoBiAaNbHOI 3a BUPOOHULTBO ADI; 3MiHK |
TURY - BUNYYEHHS BUPOGHMNYOI AinbHuLi BASF
Pharma (Evionnaz) SA, Switzerland,
BiANOBiAaIbHOI 32 KOHTPO/Ib IKOCTi AL,
43. EBPAHTUN Kancysm Takega M'm6X HimeuunH Takepa 'm6X, HimeuunHa 3MiHM | TUMY - 3MiHa HaliMeHyBaHHS! BUPOGHYMKa 3a UA/9943/01/02
NPOSIOHroBaHoI Al a Mmicue A®I| Ypanianny Ta BUpoGHMKA BUXiZHOTO peyenmom
TBepAi no 60 mr; no BUPOGHMLTBA MaTepiany xsiopypauuny, Lo 3acTOCOBYETLCA Y
50 a6o no 100 kancyn OpaHieHbypr BMPO6HMLTBI APl , 6e3 3MiHK MicuA
y thnakoHi; no 1 BUPOOHULTBA; 3MiHU | TUMY - BUNYYEHHSA
(h/1aKOHY B KapTOHHIi BMPOGHUYOI ainbHui Takeda GmbH, Germany,
Kopoo6Li BiANOBIAa/IbHOI 3@ BUPO6HMLTBO AdI, 38 yMOBM
36epexeHHst QIYHKLT KOHTPOSItO AKOCTI ADI;
3MiHW | TUNY - BUNYYEHHA BUPOOHNYOT AiNbHUL
BASF Pharma (Evionnaz) SA, Switzerland,
BiANoBiAa/IbHOT 32 BUPOOHULTBO API; 3MiHK |
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Ne Hassa dopma surnycKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocBi04Y€eHHs1
TUNY - BUNYYEeHHS BUPOBHNYOI AinbHULI BASF
Pharma (Evionnaz) SA, Switzerland,
BiNOBiAA/IbHOT 32 KOHTPO/b SKOCTi ADI.
44, E/TIOKOM® masb 0,1 %, no 15 r LepiHr-Mnay Lseiiuapi LepinHr-Mnay Benbris BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/6293/01/01
a6o 30 ry Ty6i; no 1 CeHtpan lct Al a Na6o H.B. 3MiHM | TNy - AAMIHICTPaTWBHI 3MiHU. 3MiHa peyenmom
Ty6i y KapTOHHIl HalilMeHyBaHHs Ta/abo agpecu Micus
KopoobLi NpoBaKEHHS AiSNIbHOCTI BUPOBGHUKa/imnopTepa
roTOBOrO MiKapCbKOro 3acoby, BKUaumn
OiNbHULI BUMYyCKy cepii abo MicLie NpoBeAeHHsA
KOHTPOIO SIKOCTI. (AiSNbHICTb, 3a Ky BignoBigae
BMPOGHUK/iIMNOPTEp, BK/IKOYAKOUN BUMYCK Cepilt) -
3MiHa Ha3BU BUPOGHYKA (aHrNiINCbKO MOBOL),
6e3 3MiHM MicLA BUpO6HULTBA (BBEAEHHS 3MiH
npoTArom 6 micsLiB NicNsA 3aTBEPAYKEHHS); 3MiHN
| TNy - 3MiHW Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHLwi 3MiHun) - 3MiHa noroTuny
Ha ynakoBLii Nikapcbkoro 3acoby (BBefeHHS 3MiH
NpoTArom 6 MicauiB nic/a 3aTBepAKEHHS)
45, EMCE®® MOPOLLIOK A5 Abpun IHAis HekTap IHAis BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 3a UA/5195/01/03
PO3UMHY A5 iH eKUIN dopmynenwHs MeT. NaiidpcaiiHcis 3MiHK | TUNy - 3MiHa NapameTpiB cneuugikawii peuyenmom
no 1000 mr 1 dpnakoH nrp, NimiTeq Ta/abo [oNyCTUMUX MEX roTOBOro MiKkapcbKoro
3 NOPOLLKOM Y 3aco6by; CynyTHA 3MiHa - 3MiHa y MeTofax
KapTOHHIN ynakoBLi BUMPOOYBaHHS TOTOBOTrO /liKapCbKoro 3acoby -
3MiHK A0 po3ainy "CynpoBifHi 4OMiLLKN" B
cneumaikaLii Ta MeTogax KOHTPOO FOTOBOro
NiKapcbKoro 3acoby - NpMBeAEeHO Y BiAMNOBIAHICTb
00 BuMmor moHorpadii USP «LledhTprakcoH ans
iH'EKLiii» Ta OHOB/IEHUX AOKYMEHTIB BUPOBHYKA.
46. EMCE®® 1000 NOPOLLIOK A5 Abpwun IHAis HekTap IHAjs BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3a UA/9914/01/01
PO3YUHY AN1s1 iH'EKLLIA dopmyneiiwHs MBeT. Naiidpcalicis 3MiHM | Tuny - 3MiHa napameTpis cnewudikauii peuenmom
no 1000 mr 1 chnakoH nrp, Nimitea-tOHIT-VI Ta/abo [onyCTUMUX MEX roTOBOro NMiKkapcbKoro
3 MOPOLLKOM Y 3aco6y; CynyTHs 3MiHa - 3MiHa y MeTofax
KapTOHHI ynakoBLi BUNPOBYBaHHS rOTOBOIrO NikapCcbKoro 3acoby -
3MiHM o po3giny "CynposifHi AOMiLK/" B
cneumdikauii Ta MeToAax KOHTPO/IO rOTOBOro
nikapcbKoro 3acoby - NpuBeAeHo Y BiANoBIgHICTb
[0 Bumor moHorpadii USP «LlecbTpurakcoHn ans
iH'E€KLi/i» Ta OHOB/IEHNX AOKYMEHTIB BUPOOHMKA.
47. EHBPEN® PO34UH NS iH KL, MNMOAN3EP CLA BepuHrep HimeuuunHa, BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/16786/01/01
50 mr/mn; 4 EWY.CLMI. IHrenbxanm Benuka BputaHis, 3MiHW | TUNY - 3MiHW BHECeHO [0 IHCTpyKuii ans peyenmom
nonepeaHLo KOPMOPEWLLH dapma 'v6X & Benebris MeJMNYHOro 3aCTOCYBaHHS MikapcbKoro 3acoby
HanoBHEHI LWNpuLM No Ko. KI, HimeyunHa [0 po3gainy "Cnoci6 3actocyBaHHs Ta fo3n"
0,5 mn (25 mr) abo no (BUPOBHMLTBO i (mopaHa petanbHa iHCTPYKLS KOPUCTYBaHHSA
1 mn (50 mr), abo 4 KOHTPO/Ib SKOCTI nonepefHbLO HaNMoOBHEHOK PYYKOH). BBeaeHHs
nonepeaHL0 NPOMIXXHOTo 3MiH NPOTArom 3-X MicALIB Nic/1A 3aTBEPKEHHS;
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Ne Hassa dopma surnycKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocBi04Y€eHHs1

HanoBHEHI pyyku no 1
mna (50 wmr), 4
TammnoHu 3i CNNpPTOM y
naacTuKoBOMY
KOHTelHepi;
NAacTVKOBWiA
KOHTEliHep y
KapTOHHI KOpoo6Li

npoaykty 50
mr/Mn Ta
nikapcbkoro
3acoby B
nonepeaHb0
HanoBHEHNX
wnpuuax); Baet
PapmaceyTukaic,
Benuka BpuTaHis
(MapkyBaHHs,
nakyBaHHs, BUNYCK
cepii rotoBoro
niKkapcbKkoro
3acoby); Betep
Papma-depTUryHr
M6X & Ko. KT,
HimeuunHa
(BizyanbHwuii
KOHTpO/b
nonepeaHbL0
HanoBHEHNX
LINpu1uiB;
KOHTPO/b SAKOCTi
nikapcbkoro
3acoby B
nonepeaHb0
HanoBHEHNX
wnpuuax); Betep
Papma-dPepTuUryHr
M6X & Ko. KT,
HimeuunHa
(BizyanbHwuii
KOHTPO/b
nonepeaHbLO
HanoBHEHUX
LINpuLB;
CKNafaHHs i
TeCTyBaHHS
nonepeAHbLO
HanoBHEHWX
py4ok); Betep
Papma-depTUryHr
M6X & Ko. KT,
HimeuunHa
(BidyasibHUIA

3MiHK |l TUny - 3MiHK A0 IHCTPYKUIT ANns
MeAUYHOro 3acToCyBaHHSA NiKapCbKoro 3acoby
[0 po3ginis "Oco6nBOCTi 3aCTOCYBaHHA",
"Cnoci6 3acTocyBaHHA Ta 4031" (BHECEHO
nocunaHHA Ha OnNnc KOPUCTYBaHHS NonepeaHbL0
HarnoBHEHOK PYYKoH0), "INMoBGiYHI peakuji”.
BBefeHHA 3MiH NpoTArom 3-x micsAuiB nicas
3aTBEPIKEHHS; 3MiHVM Il TMNY - 3MiHN BHECEHO A0
IHCTPYKLUii A1 MEAMYHOrO 3aCTOCYBaHHS
niKapcbKoro 3acoby A0 po3ainis "3acTocyBaHHSA
y nepiog BariTHOCTi abo rogyBaHHs rpyaa”
(BHeceHO JaHi 0bcepBaLiliHOro MiXkHapoAHOTO
pPeecTpoBOro AOCNIKEHHS 3 NOPIBHAHHA PU3NKIB
HebaxaHux pe3ynbTaTiB BariTHOCTI), "Mo6GiyHI
peakujii”. BBeAeHHS 3MiH NPOTArom 3-x MicsALiB
nicnsa 3aTBepKeHHs




n/n

Hassa
JliKapcbKo20
3acoby

dopma surnycKy

3asaBHuUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjitiHo2o
nocsio4eHHs

KOHTpO/b
nonepeaHbL0
HanoBHEHNX

LInNpu1uis;
CcKnafaHHs i
TecTyBaHHSA
nonepeaHbLO
HanoBHEHWX

pyuoK); BeTTep
Papma-dPepTUryHr
v6X & Ko. KT,
HimeyunHa
(BUPOGHMLTBO i
KOHTPO/b SAKOCTi
nikapcbkoro
3acoby B
nonepeaHbL0
HanoBHEHNX
wnpuuax); Bettep
Papma-dPepTuUryHr
M6X & Ko. KT,
HimeuunHa
(BizyanbHwuii

KOHTPO/b
nonepeaHbLO
HanoBHEHWX

LINpuLB;
KOHTPO/b AKOCTI
niKapcbKoro
3acoby B
nonepeaHbLO
HanoBHEHUX
wnpuuax);
Mdpaiizep IpneHp,
PapmaceyTukaic,
Ipnangis
(BUPOGHMLTBO i
KOHTPO/b SAKOCTi
NMPOMiXXHOro
npoaykty 50
Mr/M; KOHTPO/1b
AKOCTI NikapcbKoro
3acoby B
nonepeaHb0
HanoBHEHNX




n/n

Hassa
JliKapcbKo20
3acoby

dopma surnycKy

3asaBHuUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjitiHo2o
nocsio4eHHs

wnpuuax;
TECTyBaHHS
nonepeAHbLO
HanoBHEHWX
pyuok); Mdpaiizep
MeHtohekuypuHr
Benbrist HB,
Benbris
(BUPOOHMLTBO i
KOHTPO/b AKOCTI
nNiKapcbKoro
3acoby B
nonepeaHbLO
HanoBHEHWX
wnpuuax, kpim
TecTiB "bioaHani3
anonTo3sy" Ta
"KinbkicHe
BU3HAYEHHS
3B A3yBasIbHNX
peuenTopis”;
CKNafaHHs i
TECTyBaHHS
nonepeAHbLO
HanoBHEHWX

PY40K)

EHBPEN® NIO

niodpinizat Ans
PO3UUHY A1 iH ekt
no 25 mr; 2 chakoHn
3 niogpinizarom, 2
nonepeaHLo
HanoBHEHI LINPULM 3
PO34MHHKKOM (BOAA
ons iH'ekuid) no 1 mn,
2 oKpeMi ronku, 2
afanTtepu Ao
chnakoHa, 4 TamMnoHu
3i cnMpToMm y
nnacTKoBOMy
KOHTeliHepi; 2
NIacTUKOBUX
KOHTEeliHepn B
KapTOHHI KopooLi

NMOANSEP
EAY.CLIL.
KOPMOPEWLIH

CLWA

BepuHrep
IHrenbxainm
dapma N'v6X &
Ko. KI', HimeuunHa
(BMPOGHMLTBO i
KOHTPO/b SAKOCTI
niodinisarty); Baet
PapmaceyTukasic,
Benuka BpuTaHis
(mMapkyBaHHs,
nakyBaHHs, BUMYCK
cepii roToBoro
niKapcbKoro
3acoby); Betep
Papma-dPepTuUryHr
M6X & Ko. KT,
HimeuunHa
(cknagaHHs
cucTemu

HimevuunHa,
Benvika bputaHis
Ipnangis,
Benbris

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHu || TUNy - 3MiHK BHECEHO A0 IHCTpYKUiT Ans
MeAUYHOro 3aCToCyBaHHSA NiKapCbKoro 3acoby
[0 po3gainis "Oco6/nBOCTi 3aCTOCYBaHHA",
"Cnoci6 3acTocyBaHHA Ta fo3un" (4ogaHo
nocunaHHs LWOAO KapTKu-NaM'aTkv navjieHTa),
"Mo6iyHi peakuii”. Takox 3a 6axaHHAM
3asBHUKA CKacoBaHO 3aTBepPKEHY B YKpaiHi
KOPOTKY XapaKTepuCTUKY NikapCbKoro 3acoby.
BBefeHHA 3MiH NpoTAarom 3-x micAuis nicns
3aTBEPMAXKEHHS; 3MiHYM || TUNY - 3MiHW BHECEHO [0
IHCTPYKUii 415 MEAMYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ainis "3acTocyBaHHS
y nepio BariTHOCTI abo rofyBaHHs rpyaa”
(BHeceHo faHi 06cepBaL,iliHOro MXKHapOAHOTO
PeecTpoBOro AOCNIIKEHHS 3 NMOPIBHAHHA PU3NKIB
HebaxaHux pesynbTaTiB BariTHOCTi), "Mo6GiyHi
peakuii”. BBegeHHS 3MiH NpoTArom 3-x Micsuis
nicns 3aTBepKEeHHs.

3a
peyenmom

UA/16787/01/01
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Ne Hassa dopma surnycKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocBi04Y€eHHs1
3aKyrnoproBaHHs
PO3YNHHNIKE,;
Bizya/bHWi
KOHTPO/b,

KOHTPO/b SAKOCTi
npy BUMyCKy Ta
LOCNIMKEHHS
cTabinbHOCTI
PO34YUHHIKA);
Betep dapma-
depturyHr rméxX &
Ko. KI', HimeyunHa
(BizyanbHwuii
KOHTPO/b
PO34YUHHIKA);
Betep dapma-
depTuryHr rméx &
Ko. KI', HimeyunHa
(BizyanbHwuii
KOHTPO/b
PO34YUHHVKA);
Betep dapma-
®epturyHr rméx &
Ko. KI', Himeyunna
(BizyanbHwuii
KOHTPO/b Ta
LOCNiIKEHHSI
cTabifibHOCTI
PO3UYNHHVIKA);
Betep dapma-
®epturyHr MrméeXx i
Ko. KI', HimeuunHa
(BMPOGHMLTBO
PO3YMHHKKA Y
wnpuruax;
BizyasibHWi
KOHTPO/b
PO3UMHHNIKA,;
KOHTPO/b AKOCTI
PO34MHHMKaA NpU
BUMYyCKy Ta npu
LOCNiMKEHHI
CTabisIbHOCTI);
Mdpaiizep IpneHg,
dapmaceyTukasnc,
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n/n

Hassa
JliKapcbKo20
3acoby

dopma surnycKy

3asaBHuUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjitiHo2o
nocsio4eHHs

Ipnangis
(KOHTpO/b AKOCTI
niodpinisary);
Mdpaiizep
MeHtohekuypuHr
Benbrisa HB,
Benbris
(BUPOBHMLTBO i
KOHTPO/b AKOCTI
niodpiniszaty, Kpim
TecTiB "bioaHani3
anonTtosy" Ta
"KinbkicHe
BM3HAYEHHS
3B A3yBa/IbHUX
pevenTopis".
Brpo6HMuTBO
PO3YMHHMKA Y
wnpuuax;
Bi3yabHWi
KOHTPO/b
PO3YMHHNIKE,;
KOHTPO/b SAKOCTi
PO3YMHHMKaA NpU
BMMYCKY Ta
OOCTiKEHHI
CTabinbHOCTI)

49.

EHTEPOJIAKC

Tabnetku no 7,5 mr
no 10 TabneTtok y
6nicTepi; no 1 a6o 3
6nictepu y nauui 3
KapToHY

AT "Ctoma"

YKpaiHa

AT "Ctoma"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis:
3MiHW | TUNY - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsay,
3MiHW BHECEHI B TEKCT MapKyBaHHs NepPBUHHOIT
Ta BTOPUHHOT YyNakoBKW LLIOAO0 HaHEeCEeHHA
TOProBOi MapKu AMCTpuG’oTopa

6e3
peuyenma

UA/2052/01/01

50.

EHTUBIO®

NMOPOLLOK AN
KOHLIeHTpaTy Ans
PO34uHy ANs iHdy3il
no 300 Mr y donakoHi;
no 1 cpnakoHy y
KapTOHHI Kopoo6Li

Takepa ®apma A/C

[NaHis

Bikxem
JNabopaTtopis
NimiTen, Benvka
BputaHis
(KOHTPO/Tb AKOCTI
cepit:
"CTepunbHICTL" Ta
"BakTepianbHi
€HO0TOKCUHU");
Jendapm Hosapa
C.p.n., Itanisa
(BTOpPUHHE

Benuka bputaHis,
ITanis,
ABCTpif,
HimeuunHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis:
3MiHK | TNy - 3MiHK B Npoueci BUpobHuutea Ad|
(He3HauHa 3miHa y npoueci BUpobHMuTBa Adl);
3MiHM | TUNYy - 3MiHa y napameTpax
cneumgikauii Ta/abo 4oNyCTUMUX MEX,
BM3HAYeHUX Y cneuudikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDKHWIA NpoAYKT/peareHT, Wwo
BUKOPVCTOBYIOTBLCS Y NP BHECEHHS 3MiH [10
peecTpauiiHux MaTepiasiB: oueci BAPOGHMLTBA
Adl;
3MiHK | TUNy - 3MiHa y MeTogax BUNpobyBaHHS
A®| abo BMXigHOro MaTepiany/npoMmixHoro

3a
peyenmom

UA/15405/01/01
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3asaBHuUK
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n/n

JliKapcbKo20
3acoby

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjitiHo2o
nocsio4eHHs

51.

nakyBaHHs Ta
[03BiN Ha BUMYCK
cepii); KoBaHc
Nab6opaTopi3
Nimiten, Benvka
BpuTaHis
(KOHTPO/Ib AKOCTI
cepii); MaTeoH
ITania C.MN.A,
ITanis
(BPOGHMLTBO
N3, KOHTpO/b
AKOCTI cepil:
"CTepwbHICTb",
"MexaHiuHi
BK/IHOYEHHSA",
nepBuHHE
nakyBaHHs);
Takena ABCTpis
M6X, ABCTpis
(BTOpYHHE
nakyBaHHs Ta
[03BiN Ha BUMYCK
cepii); Xocnipa,
IHk., CLLA
(BPOGHMLTBO
N3 Ta nepBuHHE
nakyBaHHs);
Yapnb3 Pisep
BiodhapmacbloTika
n Cepsici3 N'vbX,
HimeuunHa
(KOHTpO/Ib AKOCTI
cepit:
"Bu3HayeHHs
3B'sI3yBaHHA")

NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea A®I (iHWwi 3mMiHW y
MeToAax BUNpPoGyBaHHSA (BK/IHOYAKOUMN 3aMiHY
abo fonoBHeHHs) APl abo
BWXifHOro/MPOMIXHOro NPoAYyKTY); 3MiHu | TRy -
3MiHa NnapameTpiB cneuwudikauii Ta/abo
[0NyCTUMUX MEX FOTOBOTO NiKapCbKOro 3acoby
(iHLLi 3MiHW)

EPUTPOMILUH

Tabnetku no 100 wmr,
no 20 TabneTok y
6nicTepi; no 1
6nictepy B nayui 3
KapToHY

My6niuHe
akujioHepHe
TOBapuCTBO

"HaykoBo-
BVMPOGHWYNIA LEHTP
"BopLyariBcbKuii
Ximiko-
thapmaLeBTUYHMIA
3aBofa”

YKpaiHa

My6niyHe
akujioHepHe
TOBapUCTBO

"HaykoBo-
BMPOBHUUNI
LeHTp
"BopLuariBcbkuii
Ximiko-

dhapMaLeBTUYHWIA

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis:
3MiHM | TUny - 3MiHK 3 sKoCTi. FoToBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWii 3aci6. 3MiHa
pO3Mipy ynakoBKv roTOBOrO JlikapCbKoro 3acoby
(BUNYYEHHA yNakoBKM NEBHOIO Po3Mipy) -
BWJTYYEHHS YNaKoBKM rOTOBOTO /iKapCbKOro
3acoby - no 20 TabneTok y 6aicTepax 3
Bi4NOBIAHMW 3MiHAMW [0 PO34iNy «YnakoBka»

3a
peyenmom

UA/3701/01/01
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Ne Hassa dopma surnycKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocBi04Y€eHHs1
3asog" MK /13. 3MiHM BHeceHi B po3Ain "YnakoBka" B
IHCTPYKLitO0 4719 MEANYHOrO 3aCTOCYyBaHHSA
NiKapCbKoro 3acoby Yy 3B’A3Ky 3 BUNYYEHHSM
NeBHOro PO3Mipy ynakoBKM, SIK HACNIAoK -
BW/TYYEHHS TEKCTY MapKyBaHHS BiAMNOBIAHOT
ynakoBku (BBeAeHHS 3MiH NpoTarom 3-x MicsAuiB
nicns 3aTBepPXKEHHS)
52. ECKOJAH- TabneTku, BKpUTI CaHoBenb Insy TypeyuunH CaHoBensb Insy TypeuunHa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/9680/01/01
CAHOBE/1b NNiBKOBOKO CaHai Be Tugpxapet a CaHai Be 3MiHU | TNy - AOMIHICTpaTUBHI 3MiHW. 3MiHa peyenmom
060/10HKO10, N0 10 wmr, A.LL. Tuoxapet A.LL. HallMeHyBaHHs Ta/abo agpecu Micus
no 10 TabneTtok y NpPOBaKEHHS AisSi/IbHOCTI BUPOBHUKa/imnopTepa
6nicTepi; no 3 roTOBOrO JIiKapCbKOro 3acoby, BK/Yaum
6nicTepy B KapPTOHHIiA LiNbHULL BUNYCKY cepii abo micLe npoBefeHHs
Kopoo6Li KOHTPO/IIO SKOCTI. (AiANbHICTb, 3a AKy BignoBifae
BMPOGHUK/iIMNOPTEP, BK/IKOYAKOUM BUMYCK Cepili) -
3MiHa agpecy BUpobHuka N'N13 CaHosenb nay
CaHai Be Tugxapet A.LL., TypeuunHa, 6e3 3MiHK
Micusa BUPO6HMLTBA
53. ECKOJNAH- TabneTku, BKpUTI CaHoBenb Insy TypeuuunH CaHoBenb 1nsy TypeuunHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/9680/01/02
CAHOBE/1b NNiBKOBOKO CaHai Be Tugxapet a CaHai Be 3MiHK | TUNY - AOMIHICTpaTVBHI 3MiHK. 3MiHa peuyenmom
060/10HKO0, NO 20 Mmr, A.LL. Tupxapet A.LL. HalilMeHyBaHHs Ta/abo agpecu Micus
no 10 TabneTtok y NpoBaKEHHS AiSNIbHOCTI BUPOBGHUKa/imnopTepa
6nictepi; no 3 roTOBOrO /iKapCbKOro 3acoby, BK/Uaumn
6nicTepy B KapTOHHIlA OiNbHULI BUNYycKy cepii abo Miclie NnpoBeAeHHs
Kopoo6Li KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKYy Bignosifae
BMPOGHUK/iIMNOpTEp, BK/IKOYAOUN BUMYCK CEpIlf) -
3MmiHa agpecu BupobHuka 113 CaHoBenb Inay
CaHai Be Tugxapet A.LL., TypeuunHa, 6e3 3MiHK
MicLsi BUpOGHMLTBA
54. ECKOJNAH- TabneTkun, BKpUTI CaHoBenb Insy TypeyuunH CaHoBenb Insy TypeyunHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/9680/01/03
CAHOBE/b NNiBKOBOKO CaHai Be Tugpxapet a CaHai Be 3MiHK | TUNY - AAMIHICTpaTMBHI 3MiHW. 3MiHa peyenmom
060/10HKOM0, NO 40, Mr A.LL. TupxapeT A.LL. HalilMeHyBaHHs Ta/abo agpecu Micus
no 10 TabneTok y NpoBaPKEHHS AiSNbHOCTI BUPO6HUKa/imnopTepa
6nictepi; no 3 roToBOro NikapcbKoro 3acoby, BKYaun
6nicTepy B KapTOHHIiA OiNbHULI BUMYCKy cepii abo micLie NpoBeAeHHs
KopoobLi KOHTPO/IO SIKOCTI. (AiSNIbHICTb, 3a Ky Bignosigae
BUPOGHMK/iIMNOPTEP, BK/OYAKOUM BUMYCK Cepilt) -
3miHa agpecu BupobHuka 113 CaHosenb Inay
CaHai Be Tumpxapet A.LL., TypeuynHa, 6e3 3MiHU
MicLS BUPOBHMLTBA
55. ECNYMI3BAH® Kpanni opaJsibHi, BEP/IH-XEMI Al HimeuunH BEP/IIH-XEMI Al HimeuunHa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 6e3 UA/10476/01/01
BEBI emMy/bcis, 100 mr/mn; a 3MiHM | TUNY - 3MiHK 3 AKOCTi. MeanyHi npucTpoi peuyenma

no 30 mn a6o no 50
My d1akoHi 3
Haca/Kot ansi

(iHLWi 3MiHW) - 3a3HaYeHHs iHchopmav,ii y p.
YnakoBska LL0A0 HasiBHOCTI 403YH4Oro NpUCTPOIO
Y KapPTOHHIli kopobLi, a came MipHOro




81

Ne Hassa dopma surnycKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocBi04Y€eHHs1

[03yBaHHsA Kpanessb, CTaKkaH4mKa
KPULLIKOHO, LU0
3arByHYyeTLCA, Ta
MipHUM CTakaH4MKOM;
no 1 conakoHy y
KapPTOHHI KOpooL;i

56. 3APCIO® PO3YMH N8t iH'EKLiN CaHpo3 M'M6X ABCTpist BiAnoBiganbHMi 3a HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/12447/01/01
abo iHdysii, 30 MaH BMPOGHMLTBO, AscTpist 3MiHM | TNy - AAMIHICTPaTWBHI 3MiHU. 3MiHa peyenmom
0f4/0,5 mn, no 0,5 mn nakyBaHHs, HalilMeHyBaHHs Ta/abo agpecu Micus

PO34nHy B
nonepegHL0
3aMoBHEHOMY LUMpUL,
OCHalLeHOoro
nopLuHem,
iH'EKLIiIHOIO rONKoH,
KOBMa4ykoM Ta
3aXVCHUM NMPUCTPOEM
0N 3anobiraHHs
NOLUKOKEHHS
rosIKoto nicns
3aCTOCyBaHHs, y
6niCTepHilt ynakosLi;
nola6ob5
61iCTEepHUX YNaKkoBOK
B KapTOHHI kopobui

KOHTPO/b cepii:
Ali [li Ti Bionorika
'vm6X, HimeuunHa;
BiAnosiganbHMi 3a

BTOPWHHE
nakyBaHHs Ta
BUNYCK cepil:

CaHpo3 'mM6X —

Bi3Hec nigpo3gin
TeXHOoNoriYHa
po3pobka Ta
BVPOGHMLTBO
6ionoriyHnx
NiKapCbKNX
3acob6is
WadteHay (6TAM
AnC), Asctpis

NpoBaKEHHS AiSNIbHOCTI BUPOBGHUKa/imnopTepa
roTOBOro MiKapCbKOro 3acoby, BKUaumn
OiNbHULI BUMYyCKy cepii abo Miclie NpoBeAeHHs
KOHTPOIO SIKOCTI. (AiSNbHICTb, 3a Ky BiAnoBigae
BMPOGHUK/iIMNOPTEP, BKIKOYAKOUM BUMYCK Cepilt) -
3MiHa Ha3Bu BMpo6HMKa 13 CaHpo3 MM6X —
BisHec nigpo3ain TexHonoriyHa pospobka Ta
BMPOBHULITBO 6i0/I0riYHMX NMiKapCbKuxX 3acobiB
LWadgTeHay (BTAM AMC), ABcTpist, 6€3 3MiHN
Micus BUpo6HULTBa (BBEAEHHS 3MiH MPOTArOM
3-x MicsLiB nicnsA 3aTBEPAYKEHHS); 3MiHK | Tuny -
AZMiHICTpaTUBHI 3MiHN. BuyyeHHsI BUPOGHUYOT
LinbHUUI (BKIOYaOUM AinbHUU ans Adl,
NPOMIXXHOr0 NPOAYKTY abo roToBOro Mikapcbkoro
3aco0y, AiNbHULI 4N NPOBEEHHS NaKyBaHHS,
BMPOGHMKA, BiAMoBigaIbHOMO 3a BUMYCK Cepil,
MicLie NpoBeAEHHS KOHTPO/IIO cepil) abo
noctavasibH1Ka BUXILHOTO MaTepiasy, peareHTy
ab0 AONOMDKHOT PEUOBMHU (SIKLLLO 3a3HAYEHO Y
[0CbE) - BUTYYEHHS BUPOGHMKA,
BifJNOBI4a1bHOrO 3a BTOPVUHHE NakyBaHHA ]
'peHuax MpopgakwH3 M6X, HimevyunHa
(BBegeHHs 3MiH NpoTAaroM 3-X micsis nicns
3aTBepKEHHS); 3MiHW | TUNY - 3MiHW 3 AKOCTI.
[0TOBWIA Nikapcbkunii 3aci6. 3MiHN Y
BMPOGHULTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYITbCA BUMYCKY Cepii Ta KOHTPOIO AKOCTI
roToOBOro Nikapcbkoro 3acoby (3amiHa abo
[ofaBaHHsA BUPOOHWKa, LLO BiAnoBigae 3a
BBE3EHHS Ta/abo BMMNycK cepii) - He Bkoyatoum
KOHTPONb/BUNPOGYBaAHHSA cepii - 3aMiHa
BMPOGHWKA, BiAMNOBIfa/IbHOTO 3a BUMYCK cepii
CaHgo3 'm6X — Bl KyHanb Ha CaHpo3 MmeX —
BisHec nigpo3ain TexHonoriyHa pospobka Ta
BMPOBHULITBO 6i0/I0riYHMX NMiKapCbKux 3acobiB
WadTeHay (6TAM AMNC), AscTpis (BBegeHHs




Ne Hassa dopma surnycKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocBi04Y€eHHs1
3MiH NPOTArom 3-X MicsiLiB NicNs 3aTBEPKEHHS)
57. 3APCIO® PO34mnH ANS iH'EKLN CaHpo3 'm6X ABcTpis BignoBiganbHMI 3a HimeuunHa/ BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3a UA/12447/01/02
abo iHdysiid, 48 MH BMPOGHMLITBO, ABCTpIf 3MiHK | TUNY - AOMIHICTpaTUBHI 3MiHW. 3MiHa peyenmom
0f4/0,5 mn, no 0,5 mn nakyBaHHs, HallMeHyBaHHs Ta/abo agpecy Micus
pO3uUnHy B KOHTpONb cepii: NpoBafKeHHs AiSNbHOCTI BUPOOHMKa/imnopTepa
nonepegHL0 Ali [i Ti Bionorika roTOBOrO JIiKapCbKOro 3acoby, BK/Yaum
3anoBHEHOMY LUNPULL, 'M6X, HimeuuunHa; LiNbHULL BUNYCKY cepii abo micLe npoBefeHHs
OCHalleHoro BignoBiganbHMI 3a KOHTPO/II0 SKOCTI. (AiANbHICTb, 3a AKy BignoBifae
nopLUHemMm, BTOPVHHE BMPOGHUK/iMNOPTEp, BK/IHOYAKOUM BUMYCK Cepili) -
iH'EKL|iIHOIO TOMKOH, nakyBaHHs Ta 3MiHa Ha3BM BUPOG6HUKa 13 CaHpo3 TM6X —
KOBMAYKoM Ta BUNYCK Cepil: Bi3Hec nigpo3gin TexHonoriyHa pospobka Ta
3aXUCHWM NPUCTPOEM CaHpo3 'mbX — BMPOBHULITBO 6io/10riYHMX Nikapcbkrx 3acobiB
0N5 3anobiraHHs BisHec nigpo3gin WadpteHay (BTAM AMC), ABcTpist, 6€3 3MiHK
MOLUKOKEHHSA TeXHo/OorivyHa MicLs BUPO6HMLTBA (BBEAEHHS 3MiH NPOTATrOM
ro/fIkoto nicns po3pobka Ta 3-x MicALiB NicNsA 3aTBEPLYKEHHSA); 3MiHW | Tuny -
3acTOCyBaHHs, y BUPOGHMLTBO AAMIHICTpaTVBHI 3MiHW. BuiyyeHHs1 BUpOOHUYOT
6NiCTepHil ynakoBLi; 6i0N0orivyHNX OiNbHWLI (BKNOYaoun AinbHUL ans Adl,
no1a6o5 NiKapCbKux NMPOMDKHOIo NPOAYKTY abo roToBOro /iKapcbKoro
6niCTepHUX ynakoBOK 3acobiB 3aco6y, AiNbHUL ANa NpoBeAEeHHS NaKkyBaHHS,
B KapTOHHI kopobuj WadpTeHay (BTAM BMPO6GHMKA, BifMNOBiga/IbHOMO 3a BUMYCK Cepil,
AnC), Asctpis MicLie NpoBefEeHHS KOHTPO/IO cepil) abo
noctavasibHuKa BUXiLHOro MaTepiany, peareHTy
ab0 A0NOMIXKHOI PeYOBUHM (SKLLO 3a3HAYEHO Y
[0CbE) - BUSTyYEHHS BUPOBHMKA,
BiZJNOBIAANbHOrO 32 BTOPVMHHE NakyBaHHA T
peHuax MpogakwHs MNv6X, HimeyunHa
(BBeeHHs 3MiH NpoTAroM 3-x MicsiliB nicns
3aTBEPKEHHS); 3MiHM | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHK Y
BMPOGHULTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYITbCA BUMYCKY Cepii Ta KOHTPOO AKOCTI
roTOBOro MikapcbKoro 3acoby (3amiHa abo
JofaBaHHA BUPOOHKMKa, LLO BiANoBigae 3a
BBE3€eHHA Ta/abo Bunyck cepii) - He Bkaovaroumn
KOHTPONb/BMNPOGYBaHHSA cepil - 3aMiHa
BMPOGHWKA, BiAMoBifaIbHOTO 3a BUMYCK cepii
CaHpo3 'm6X — BN KyHans Ha CaHao3 M'veX —
BisHec nigpo3ain TexHonoriyHa po3pobka Ta
BMPOBHULITBO 6io/10riYHMX Nikapcbkrx 3acobiB
Wadptenay (BTAM AMNC), AscTpis (BBeaeHHs
3MiH NpoTarom 3-X MicsiliB nicns 3aTBepAkKeHHs)
58. 30/EAPOHOBA KpucTanivyHmi leTepo /1a63 IHais leTepo /1a63 IHais BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: - UA/15647/01/01
KNC/OTA NMOPOLLIOK Nimiten Nimiten 3MiHM | TUny - AAMIHICTPaTUBHI 3MiHU. 3MiHa
MOHOTIAPAT (cybeTaHuisn) y HaliMeHyBaHHs Ta/abo agpecu micus
NnoaBIAHNX NPOBaMKEHHS AiS/IbHOCTI BUPOOGHUKA
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Ne Hassa dopma surnycKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocBi04Y€eHHs1
nonieTuNeHoBmX (BKtOYatoum, 3a HeobXiAHOCTI, Micue
naketax gns NpoBefEeHHS KOHTPOJIK0 SKOCTI), abo BNacHvKa
dhapmaLeBTUYHOIO macTep-haiina Ha A®l, abo noctavanbHuKa
3aCcTOCyBaHHS Adl/BnxigHoro matepiasny/peareHTy/npomMixxHOro
NPOAYKTY, L0 3aCTOCOBYHOTbCS Y BUPOOHULTBI
A®| (KW 3a3HA4YEHO y AOCbE Ha NikapCbKuii
3acib) 3a BiACYTHOCTI cepTuddikarta BiANoBiLHOCTI
€Bponeiicbkii hapmakonei y 3aTBepakeHoMy
[ocbe, abo BUPOOHMKA HOBOT AOMOMDKHOT
PEeYOBMHM (AKLLO 3a3HAYEHO Y AOCLE) - 3MiHA
agpecu BnpobHuka A®Il 301e4pOHOBOI KUCIOTH
['eTepo /1a63 fNimiteq, IHAiA, 6€3 3MiHKM MicuA
BUPOGHMLUTBA
59. IBYNPOM Kancysm m'ski no 200 tOHinab, N CLIA MateoH HigepnaHgn, BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 UA/6045/02/01
CMPUHT KAINC Mmr, no 6 a6o no 10, Cohtaxens b.B., Monblwa peyenma
a6o no 12 kancyny Higepnanan 3MiHM | TNY - NOJAHHSA HOBOTO cepTudikata
Gnictepi, no 1 . ~ (BMpoGHNK, BignoBigHoCTI EBponelickkiii hapmakonei Ne R1-
6“'°Tep_y B KapTOHHIN BIANOBIAA/IbHUN 38 CEP 2008-316-Rev 02 g5 fito4oi peyoBUHN
kopobui; no 12 BMPOGHNLTBO, Ibuprofen Big HOBOro BUPOGHIKA B JOMNOBHEHHS
kancyn y Gnictepi, no KOHTPO/1b T [10 BXe 3aTBepKEHNX BUPOGHUKIB AdI
2 6nictepn B BUMYCK NPOAYKTY
KapTOHHI KopobLj; no in bulk); TOB HOC
10 kancyn y 6nictepi, dapmalis,
no 3 6nictepu B Monbwa
KapTOHHI KopooLi (BMPOGHUK
BignoBiganbHMI 3a
yNnaKkoBKy,
KOHTPO/b Ta
BMNyCK cepil
roToBOro
npoaykTy)
60. IBY®EH® ANnsA CYCMeHsisi opaUibHa, MegaHa ®apma Monbwa MegaHa ®apma Monbwa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 UA/9215/01/01
DITEA MANMHA 100 mr/5 mn, no 100 AKUioHepHe AKLjiOHepHe peyenma
MJ1y ANacTukoBoMy ToBapucTao ToBapncTBO 3MiHY | TUNY - NOAAHHS! OHOB/IEHOTO
(MET) donaoHi 3 cepTudikarta BianoBigHOCTI EBponeichKili
NONETUNEHOBUM thapmakonei Ne R1-CEP 1996-061-Rev 13 ans
ananTtepom; no 1 pitouoi peyosuHN Ibuprofen Big Bxe
(hn1akoHy pasom 3 3aTBepKEHOr0 BUPOBHMKA, KM 3MIHWB HA3BY
LUNpYLEM-[03aTOPOM
B KAPTOHHI nayui
61. IMOBAKC NOJIO | cycneHsia gns CaHodpi Mactep C.A. ®paHuisa 3AT "CaHodi- YroplumHa, BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3a UA/14266/01/01
BAKUVHA And iH'ekuili no 0,5 mn (1 ABeHTIC", PpaHuis 3MiHu | Tuny - 3amiHa cepii Po6o4oro 6aHky peuenmom
MPO®ITAKTUKWN | po3a) y nonepegHb0 YropLumHa KNiTuH (WCB) Hep-2 (kniTuHu LuHupHHaTi) gns
noniomienitTy 3aMOBHEHMX LUNpuLax (BTOPUHHE 3abe3neyeHHsl NOTpebn y KIiTuHax ans
IHAKTUBOBAHA | 3 npukpinaeHo nakyBaHHs); NpoBefeHHSA KOHTPOJIbHMX TECTIB LLOA0 Bipycy
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Hassa

3asaBHuUK

dopma surnycKy KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocBi04Y€eHHs1
PIAKA ronkoto (abo 2-ma CAHO®I noniomienity IPV 3 BTO Ha BT1. BHeceHHs
OKpEMUMY rosikamun) B BIHTPOI pefakTopcbknX NpaBok 4o po3giny 3.2.S.2.4.
KapTOHHI kopobuj; no IHOACTPIA,
5wmn (10 po3) y PpaHuis
h1aKoHi 3 3aXUCHUM (3anoBHeHHSA
KoBnaykom; no 1 a6o LnpuLiB,
10 donakoHiB B KOHTPO/b AKOCTI
KapTOHHI KOpoo6Li (cTepunbHICTb));
CaHodpi MacTep,
®paHLis (NoBHMIA
LyKn
BMPOGHMLITBA,
BMNyCK cepii)
62. IHOOBA3WUH- renb no 45 ry 1y6i; TOB «TeBa YkpaiHa BankaHdapma- Bonrapis BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 6e3 UA/0400/01/01
TEBA no 1 Ty6i y KapTOHHiii YkpaiHa» TposH AT 3MiHa 3asBHMKa (BacHUKa peecTpaviiiHoro peyenma
nauui noceigyeHHs) (3rigHo Hakasy MO3 Bif
23.07.2015 Ne 460).
63. IHCY®OP TabneTku, BKPUTI yopng MEANUNH TypeyuunH yorpna TypeyunHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/14631/01/01
nAiBKOBOO ITAY CAH. BE a MEOVUWH INTAY 3MiHU | TUny - AAMIHICTPaTUBHI 3MiHW. peuyenmom
060/10HKOH0, Mo 850 TIOK. A.LL. CAH. BE TIJK. BunyyeHHs1 BUPOOHMYOT AinbHULI (BKIHOYa0UM
Mr no 15 TabneTtok y A.LL. AinbHuUi ana A®l, npomikHOro NpoaykTy abo
6nicTepi; no 2 abo 4 roTOBOrO /liKapCbKOro 3acoby, AiNbHULI AnA
6icTepn y KapTOHHIN NpOBeAEHHS MaKyBaHHS, BUPOOHMKa,
Kopo6ui; no 15 BiANOBiAaNbLHOrO 3a BMMNYCK Cepiid, MicLe
TabneTok y 6nictepi; NpoBefieHHs KOHTPO/IIO cepii) abo
no 6 6nictepis y nocTavasibHuMKa BUXigHOro martepiasny, peareHty
KapTOHHI Kopoo6Li ab0 [0MOMIXKHOI PEeYOBUHM (SKLLO 3a3HA4EHO Y
[0CLE) - BUTYYeHHs BUpo6HMKa N3 Inko, 1nay
CaH.Be Tigk.A.LL., TypeyumHa
64. IHCY®OP TabneTkun, BKpUTI yopng MEANLUNH TypeyuunH YOPN4 TypeyunHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/14631/01/02
NAiBKOBOO ITAY CAH. BE a MEOVUMH INAY 3MiHY | TNy - AAMIHICTPaTUBHI 3MiHW. peyenmom
060/10HKo0 no 1000 TIOK. A.LL. CAH. BE TIJK. BunyyeHHst BUPO6HUYOI AinbHML (BKIOYAKUN
mr; no 10 TabneTok y A.LL. SinbHuui ansa A®l, npoMixHOro NpoaykTy abo
6nicTepi; no 3 rOTOBOrO /iKapCbKOro 3acoby, AiNbHULI Ans
6nicTepn y KapTOHHIl NpoBefeHHS NaKyBaHHs, BUPOGHNKa,
Kopo6ui; no 10 BiANOBiAaNbLHOrO 3a BMMNYCK Cepiid, MicLe
TabneTok y 6nictepi; NpoBefEeHHS KOHTPO/IIO cepii) abo
no 6 abo 9 6nictepis nocTtayasibHvKa BUXIAHOrO MaTepiasly, peareHTy
Y KapTOHHiIli KopoobLi ab0 AO0NOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y
[0CLE) - BUTYyYeHHs BUpo6HuKa MN3 Inko, 1nay
CaH.Be Timk.A.L., TypeyumHa
65. IHCY®OP TabneTku, BKpUTI yopng MEANLNH TypeyuuH yopnag TypeyunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/14631/01/03
nAiBKOBOO ITAY CAH. BE a MEOVUMH INAY 3MiHY | TUny - AAMIHICTPaTUBHI 3MiHW. peyenmom
060/10HKOH0, Mo 500 TIOK. A.LL. CAH. BE TIJK. BunyuyeHHst BAPO6HUYOI AinbHML (BKIOYAKUN
Mr no 15 TabneTok y A.LLL. AinbHuui ans A®I, npoMixHOro NpoaykTy abo
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Ne Hassa dopma surnycKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocBi04Y€eHHs1
6nictepi; no 2 a6o 4 roTOBOrO NiKapCbKOro 3acoby, AiNbHULi Ans
6nicTepun y KapTOHHIl NpOBefEHHS NaKyBaHHS, BUPOBHYKa,
Kopo6ui; no 15 BiANOBiAaNLHOrO 3a BMMNYCK Cepiid, MicLe
Tabnetok y 6nictepi; npoBeAeHHs KOHTPO cepii) abo
no 6 6nictepis y nocTtayasibHvKa BUXiAHOrO MaTepiasly, peareHTy
KapTOHHI KOpoo6Li ab0 [OMOMIXKHOI PeUOBUHM (SKLO 3a3HA4YEHO y
[0CbE) - BUNYy4YeHHs BUpOo6HuKa M3 1nko, Inay
CaH.Be Tigx.A.LUL., TypeyumHa
66. INPATPONIYM- iHranayia nig TMCkom, 3AT "IHTENI NnTBa Na6opatopio IcnaHis BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3a UA/16363/01/01
IHTENI po34mH no 20 FEHEPVKC HOPL" Anbao-HOHioH, 3MiHK | TUNY - NOAAHHS OHOB/IEHOTO peyenmom
MKr/go3a, no 10 mn C.N. cepTtudikaTa BiANOBIAHOCTI EBPONENChKil
po3unHy (200 po3) y thapmaxonei Ne R1-CEP 1998-083-Rev 06 ans
6anoHi; no 1 6anoHy Lito4oi pevoBuHY Ipratropium bromide Big Bxe
Y KapTOHHIli KopoobLi 3aTBEPMAKEHOr0 BUPOOHMKA i3 3MIHOK Ha3BM Ta
appecy BnacHuka CEP Ta Ha3Bu BUPOGHMYOT
[AiNAHKX; 3MiHK | TUNY - NoAaHHA OHOB/IEHOTO
cepTugikaTa BignoBigHOCTI €EBPONENChKii
hapmaxonei Ne R1-CEP 1998-083-Rev 05 ans
Lito4oi pevoBuHY Ipratropium bromide Big Bxe
3aTBEPKEHOr0 BUPOGHMKA
67. KANEHAYNAN Masb no 20 r y Ty6i; TOB "TepHodapm" YkpaiHa TOB Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: bes UA/8418/01/01
MA3b no 1 Ty6i y nayuj; no "TepHodhapm" 3MiHK | TUNy - BBeAeHHA PC3 pyTuHY B MeTOAU peyernma
20 ry Ty6ax KOHTPOJI0 Ha FOTOBWIA JTiKApCbKWii 3aci6
(«KinbkicHe BU3Ha4YeHHs») Ta B METOAN
KOHTPOJII0 Ha NMPOMKHUIA NPoayKT («KinbkicHe
BM3HAYEHHSI»)
68. KANEHAYNAN HacTolika no 40 mn TOB "TepHodapm" YkpaiHa TOB Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 6e3 UA/8418/02/01
HACTOWKA abo no 50 mny "TepHodhapm" 3MiHM | Tuny - BBegeHHA PC3 pyTuHy B MeToaM peyenma
dhniakoHax CKISHUX KOHTPOJII0 Ha roTOBWIA NiKapCbKnii 3acio
ab0 noniMepHUX («lgeHTndikawis»)
69. KANEHAY NN HacTolka ans MNAT "Ny6Hucbapm” YkpaiHa MNAT YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 6e3 UA/6780/02/01
HACTOWKA 30BHILLHLOTO Ta "Nly6Hnchapm" 3MiHM | TUNY - AOoAaBaHHS 3aKyNnopoBa/IbHOTO peyenma
BHYTPILUHLOIO 3aco0by (Npobkun HinenbHoi MA-2 BUPO6HULTBA
3acTocyBaHHs; no 50 MM «NiHis», YkpaiHa), 6e3 3MiH1 NepBUHHOIO
Mn abo no 40 mny nakyBa/lbHOro Martepiasy, 3 BiANOBIAHUMN
chnakoHax 3MiHaMK y p. «YnakoBka» 3anporoHoBaHo: «Io
50 mn a6o no 40 mn y chiakoHm, 3aKyrnopeHi
npobkamu-kpanenbHULAMKY abo npobkamu Ta
KPYLLKaMMK, L0 HArBUHYYIOTLCA. ....». 3MiHW
BHECEHO B iHCTPYKL,i0 4715 MEANYHOrO
3aCTOCYBaHHS NiKapCbKOro 3acoby B po3fin
"Cnoci6 3acTocyBaHHA Ta 403U" Y 3B’A3KY 3
A0AaBaHHAM NEPBUHHOIO 3aKyrnoprBasIbHOTO
3acoby.
70. KANbLUJIO PO3YMH N5 iH'EKLN, TOB "HOpis-Papm" YkpaiHa TOB "HOpig-Papm” Ykpaina BHECEHHS 3MiH /10 peecTpaLiliHix maTepianis: 3a UA/14306/01/01
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Ne Hassa dopma surnycKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocBi04Y€eHHs1
FNHOKOHAT 100 mr/mn; no 5 mn B 3MiHK | TUNY - AOMIHICTPaTUBHI 3MiHU. 3MiHa peuenmom
amnyni; no 5 amnyn y HalilmeHyBaHHs Ta/abo agpecu micua
KOHTYPHIli YapyHKOBIl NpPOBapKEHHS AISNbHOCTI BUPO6HMKa/imnopTepa
ynakosLij; no 2 roTOBOrO /liKapCbKOro 3acoby, BKIo4aoum
KOHTYPHi YapyHKOBI AiNbHULI BUNYCKy cepii abo micue npoBeaeHHs
yMakoBKM y nadi; no KOHTPO/II0 SIKOCTI. (AiANbHICTb, 3a AKy BignoBifae
10 mn B amnyni; no 5 BMPOGHMK/IMNOPTEp, BK/IOYAOUM BUMYCK Cepiif)-
amnys y KOHTYpPHii 3miHa agpecu BupobHuka 113 TOB "Opis-
YapyHKOBIli ynakoBLj; dapm”, YkpaiHa, 6e3 3MiH1 MicLs BUpOGHMLTBA.
Nno 2 KOHTYpPHi BBefeHHA 3MiH NpoTAarom 3-x micsAuiB nicas
YapyHKOBI YNakoBKu Yy 3aTBEPKEHHS.
nauuj
71. KANbLJIO PO3YUH ANs1 iH'EKLN, MAT "®apmak” YkpaiHa MAT "®apmak” Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/4900/01/01
FNHOKOHAT 100 mr/mn; no 5 mn 3MiHM | TURY - NoAaHHsA HoBOro cepTudikata peyenmom
CTABINI3OBAHW | a6o 10 mn B amnyni; BiANOBIgHOCTI E€Bponeiickbkil hapmakonei Ne R1-
"n no 5 a6o 10 amnyny CEP 2012-094-Rev 01 onsa Aito4oi pevoBuHM Bif,
nauuj; no 5 mn a6o 10 3aTBEPAXEHOro BUPOOHNMKa 3 BigNOBigHNMM
M/1 B amnyni; no 5 3MiHamu y crieumdikaLii Ta MeTogax KOHTPOosIo
amnyn y 6nictepi; no A®I 3a nokasHuKamu «laeHTudikalis»,
1 abo 2 6nictepn B BW/TyHEHO MOKa3HMK «Baxki MeTasin» npuBeseHo
navuyi y BIAMNOBIAHICTb A0 BUMOT MOHorpadii EP; 3MiHn
| TUNY - BHECEHHSI HE3HAYHMX 3MiH Y MeToaM
BMNpo6oByBaHHA A®| 3a NOKa3HNKOM
«lgeHTndikauis» (4oAaHO BUKOPUCTaHHSA
po60YOro CTaHAAPTHOrO 3pasky KasibLiito
rniokoHaTy (PC3) MAT dapmak) ons
NPUrOTYBaHHS PO34MHY MOPIBHAHHSA
72. KAMICTAA® - rens no 10 r B Ty6i, CTAOA HimeuunH Brpo6HMuTBO Ta HimeuunHa BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 6e3 UA/6590/01/01
F’ENb H no 1 Ty6i B KAPTOHHiIl ApuHaiimittens Al a BMNYCK Cepil: 3MiHu | TUny - 3miHK 3 sikocTi. CepTudikat peuyenma
KOpooLi CTALOA BignosiaHocCTI/IE-cepTudpikar BignosigHoCTI
ApuHaiimiTTenb €sponeiicbkili hapmakonei/moHorpadii.
Al MogaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa

BiANOBIAHOCTI 260 BUyYEHHS cepTudikata
BifNoBigHOCTI €Bponelickkili hapmakonei: ans
A®I; ons BUXigHOro
mMaTtepiany/peareHTy/nMpoMibKHOIo NPoAyKTy, Lo
BVKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[L,0MOMIKHOT peyoBuHM (cepTudikaT
BiANoBiAHOCTI EBponelichbkiin hapmakonei) -
OHOB/EHWiA cepTuddikaT Bif, yXe 3aTBepAXeHOro
BUPOGHMKA - NoAaHHs oHoBneHoro CEP R1-CEP
1996-020-Rev 07 (3aTBepaxeHo: R1-CEP 1996-
020-Rev 06) Ha A®I nigokainy rigpoxnopug sig,
3aTBepAKeHoro BupobHuka Moehs Iberica S.L.
Spain B mexax oHoBsieHHss CEP gofaetbces
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Ne Hassa dopma surnycKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocBi04Y€eHHs1
BUPOGHMYA AiNbHULUSA AN NigoKaiHY
rigpoxnopuay moHorigpaty — Moehs BCN, S.L.,
LLIO € YACTVHOIO rPYNN KOMMAHIiA, B IKY BXOAUTb
3aTBepmxeHunii BUpo6Huk Moehs Catalana, S.L.;
3MiHY | TUny - AAMIHICTPaTUBHI 3MiHW.
BunyyeHHst BAPO6HUYOI AinbHML (BKIOYAKUN
OinbHuui ansa A®l, npoMixHOro NpoaykTy abo
rOTOBOrO /iKapCbKOro 3acoby, AiNbHULI AnA
NpoBefieHHA NakyBaHHs, BUPOOHUKa,
BiANOBiAaNbHOrO 3a BUMNYCK Cepiid, MicLe
NpoBeAEeHHS KOHTPOIO cepii) abo
noctavasibH1Ka BUXILHOTO mMaTepiasy, peareHTy
ab0 AONOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y
[OCbE) - BUTYYEHHS BUPOGHMKA rOTOBOTO
nikapcbkoro 3acoby Xaynt ®apma
BondgpatcxayseH M'm6X (BUPO6GHULTBO)
73. KANEUUNTABIH- TabneTku, BKpUTI TOB "TeBa YkpaiHa" YkpaiHa TeBa Yex Yecbka Pecny6ika BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/16478/01/01
TEBA nNiBKOBOKO IHpacTpi3 c.p.o 3MiHU | TUMY - 3MiHW BHECEHO A0 IHCTPYKLT Yy peyenmom
060/10HKOH0, Mo 150 po3ainu: "MpoTunokasaHHs", "Oco6AnBOCTI
Mr no 10 Tabnetok y 3actocyBaHHs", "Mob6iuHi peakuii” 3rigHo 3
6nicTepi; no 6 iH(hopMaUi€to Woa0 MegNYHOro 3aCTOCyBaHHS
6nictepis y Kopobui pediepeHTHOro flikapcbkoro 3acoby Kcenoga®.
BBeaeHHs 3MiH NnpoTarom 3-x MicAuiB nicns
3aTBEPAKEHHS
74. KANEUUNTABIH- TabneTku, BKpUTI TOB "TeBa YkpaiHa" YkpaiHa TeBa Yex Yecbka Pecny6nika BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/16478/01/02
TEBA NNiBKOBOKO IHgacTpi3 c.p.o 3MiHW | TUMY - 3MiHWM BHECEHO A0 iIHCTPYKL,i Yy peuyenmom
060/10HKOt0, No 500 po3ainu: "MpoTtunokasaHHs", "OcobNnBoCTi
Mr no 10 Tabnetok y 3actocyBaHHs", "Mob6iuHi peakuii” 3rigHo 3
6nictepi; no 12 iH(hopMaLi€ero Wo40 MegNMYHOro 3aCToCyBaHHs
6nicTepiB y kopobui pedhepeHTHOro nikapcbkoro 3acoby Kcenoga®.
BeefeHHs 3MiH npoTarom 3-x MicAuiB nicns
3aTBEpPMAKEHHS
75. KAPBAMASEIH- | Tabnetkn no 200 mr TOB "ACIHO YkpaiHa TOB "dapma Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/9471/01/01
®C no 10 TabneTok y YKPAIHA" Crapt” 3MiHa 3asBHUKA (B/1aCHMKa peecTpaviiiHoro peyenmom

6nicTepi; no 1, no 2,
no 5 a6o no 10
6nicTepis y nauui

noceigyeHHs) (3rigHo Hakasy MO3 Big,

23.07.2015 Ne 460) - 3miHa 3asiBHMKa roTOBOro

nNiKkapcbKoro 3acoby y 3B'A3Ky 3 nepegayeto
npasa BIACHOCTi Ta MapKETVHIOBMM PiLIEHHAM
KOMMaHili gjtoyoro Ta HOBOro 3asiBHUKIB (TepMiH

BBE/EHHS 3MiH: MPOTAroM 6 Micauis nicns

3aTBEPMKEHHS); 3MiHU | TNy - AgMiHICTpaTUBHI

3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo aapecu

MiCLii NPOBaPKEHHA AISNbHOCTI

BMPO6GHMKa/iMnopTepa roToBoro /ikapcbkoro

3aco6y, BK/IKYaK4M AibHULI BUNYCKy cepii abo
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n/n

JliKapcbKo20
3acoby

dopma surnycKy

3asaBHuUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjitiHo2o
nocsio4eHHs

76.

KAPBAMAS3EMIH-

MicLie NPOBEeAEHHS KOHTPOJIIO AKOCTI.
(misnbHiCTb, 3a AKy Bignosigae
BMPOGHUK/iIMNOPTEP, BK/IKOYAKOUM BUMYCK CEpilt) -
3MiHa HanMcaHHs agpecy MicLA NPOBaKEHHS
AiSNbHOCTI BUPOOHMKA rOTOBOrO NiKapCbKOro
3acoby, komnaHii TOB «®apma CtapT», 6e3
3MiHU (haKTUYHOro MicLS NPOBaKEHHS
[ISNbHOCTI BHOCUTBLCA Y 3B'A3KY 3 PilLleHHAM
KniBcbkoi micbkoi pagy Big 10 nuctonaga 2016
poky Ne 315/1319 npo nepeiiMeHyBaHHS
6ynbBapis, ByNMLpb, HAiMEHYBaHHS NOLL Ta
NMPUCBOEHHS iMEH ckBepaMm B MicTi Kuesi (TepmiH
BBE[EHHS 3MiH: NPOTArom 6 micAuis nicns
3aTBEPMKEHHS); 3MiHM | TUNy - 3MiHK Wo8o
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX JaHux
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/ibHeHUX JaHnX npo cuctemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
dhapmakoHarnsgy 3asaBHUKa AN 34iCHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA
BiAMiHHA BiJ YNOBHOB&XeHOI 0co6H,
BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapMmakoHarnsgy
(BK/TIOYAKOUMN KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLEeHHI MacTep-ghaiina cuctemm
hapmMakoHarnsagy) - 3MiHa KOHTaKTHUX JaHnX
YNOBHOBaXXEHOT 0CO6MU, BigNoBiganbHOI 3a
thapmakoHarnag. 3MiHa Micus 34iACHEHHS
OCHOBHOI AisiNbHOCTI 3 hapmakoHarnsagy. 3MmiHa
MiCLie3HaxXoPKEHHS MacTep-haina

®C

Tabnetkn no 200 mr
in bulk: no 6 kry
nakerti, BKnageHomy y
KOHTeliHep

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "dapma
Crapt"”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis:
3MiHa 3asiBHMKa (BlacHUKa peecTpaviliHoro
nocsigyeHHs) (3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460) - 3miHa 3asiBHMKa roToBOro
nikapcbKoro 3acoby y 3B'A3Ky 3 nepejaveto
npasa BMacHOCTI Ta MapKETUHIOBUM PiLLEHHSAM
KOMMaHili 4jto4oro Ta HOBOTrO 3asBHUKIB (TepMiH
BBEJEHHS 3MiH: NPOTArom 6 micAuiB nicns
3aTBEPMKEHHS); 3MiHU | TUNy - AgMiHICTpaTUBHI
3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
MiCLA MPOBaMKEHHS AiANbHOCTI
BMPO6GHMKa/iMnopTepa roToBoro /ikapcbkoro
3aco6y, BK/IKYaKumM OiNbHUL BUNYCKy cepii abo

UA/9472/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma surnycKy

3asaBHuUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjitiHo2o
nocsio4eHHs

MicLie NPOBEeAEHHS KOHTPOJIIO AKOCTI.
(misnbHiCTb, 3a AKy Bignosigae
BMPOGHUK/iIMNOPTEP, BK/IKOYAKOUM BUMYCK CEpilt) -
3MiHa HanMcaHHs agpecy MicLA NPOBaKEHHS
AiSNbHOCTI BUPOOHMKA rOTOBOrO NiKapCbKOro
3acoby, komnaHii TOB «®apma CtapT», 6e3
3MiHU (haKTUYHOro MicLS NPOBaKEHHS
[ISNbHOCTI BHOCUTBLCA Y 3B'A3KY 3 PilLleHHAM
KniBcbkoi micbkoi pagy Big 10 nuctonaga 2016
poky Ne 315/1319 npo nepeiiMeHyBaHHS
6ynbBapis, ByNMLpb, HAiMEHYBaHHS NOLL Ta
NMPUCBOEHHS iMEH ckBepaMm B MicTi Kuesi (TepmiH
BBE[EHHS 3MiH: NPOTArom 6 micAuis nicns
3aTBEPMKEHHS); 3MiHM | TUNy - 3MiHK Wo8o
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX JaHux
npo cuctemy thapmakoHarnsgy (BBefeHHS
y3ara/ibHeHUX JaHnX npo cuctemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
dhapmakoHarnsgy 3asaBHUKa AN 34iCHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA
BiAMiHHA BiJ YNOBHOB&XeHOI 0co6H,
BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapMmakoHarnsgy
(BK/TIOYAKOUMN KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MilLEeHHI MacTep-ghaiina cuctemm
hapmMakoHarnsagy) - 3MiHa KOHTaKTHUX JaHnX
YNOBHOBaXXEHOT 0CO6MU, BigNoBiganbHOI 3a
thapmakoHarnag. 3MiHa Micus 34iACHEHHS
OCHOBHOI AisiNbHOCTI 3 hapmakoHarnsagy. 3MmiHa
MiCLie3HaxXoPKEHHS MacTep-haina

717.

KAPTAH

PO34uH opasibHUiA, 1
r/10 mn no 10 mn B
amnyni; no 10 amnyn
Y KapTOHHIli navui

OEMO C.A.
PapmacbioTuKan
IHpacTpi

Ipeuis

JEMO CA
PapmMacboTUKan
IHpacTpi

peuis

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis:

3MiHK | TUNY - 3MiHK WoA0
6e3nekn/edpekTBHOCTI Ta hapmakoHarnagy -
OHOBJ/IEHHS BXE 3aTBEPKEHOr0 TEKCTY
MapKyBaHHS1 BTOPMHHOT YNakoBKM NiKapCbKoro
3ac06y 3 BHECEHHAM iHthopMmalii woao
MapkyBaHHSA WwpunTom Bpaiing

3a
peyenmom

UA/15595/02/01

78.

KBAMATE/I®

TabneTkn, BKPUTI
NNiBKOBOKO
060/10HKOH0, Mo 20 Mr
no 14 TabneTok y

BAT "TefieoH
PixTep"

YropLumHa

BAT "TefieoH
PixTep"

YropLmHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis:
3MiHK | TRy - 3MiHK A0 IHCTPYKLT Ans
MeAMYHOro 3acTOCYBaHHS NikapCbKoro 3acoby
[0 posginis "®apmakoTepanesTuyHa rpyna’,

3a
peyenmom

UA/2937/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma surnycKy

3asaBHuUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjitiHo2o
nocsio4eHHs

6nictepi, no 2
6nicTepy B KapPTOHHIi
yMakoBLi

"MpoTmnokasaHHA", "B3aemopisa 3 iHWMMKN
nikapcbkMu 3acobamu Ta iHLWi BUan
B3aemogiin”, "OcobMBOCTi 3acToCyBaHHS",
"3acTocyBaHHSA y nepiog BariTHOCTi abo
rogyBaHHs rpyaar”, "3aatHicTb BNMBaTh Ha
LIBMAKICTb peakwii mpy KepyBaHHI
aBTOTpaHCnopToM abo poboTi 3 IHWKMK
mMexaHismamu', "Mepepo3ysaHHs", "MobiyHi
peakujii”. BBeAeHHS 3MiH NPOTArom 3-x MicsALiB
nicns 3aTBepKeHHS; 3MiHU | TUny - 3MiHK 40
IHCTPYKLT 415 MeANYHOro 3acTocyBaHHSA
nikapcbKkoro 3acoby A0 po3gainis "Bzaemogis 3
iHLWMMK NiKapcbkMK 3acobamu Ta iHWi BUAK
B3aemMogiin", "OcobMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepiof BariTHocTi abo
rogyBaHHs rpyaar”, "Oitn" (yTOUHEHHS
dopmynoBaHHs), "MNMepenosysaHHs". BBeaeHHS
3MiH NpoTsArom 3-X MicsALiB Nic/is 3aTBepAKEeHHS

79.

KBAMATE/I®

TabneTku, BKpUTI
nAiBKOBOO
060710HKOI0, M0 40 mr
no 14 tabneTtok y
6nictepi, no 1
6nicTepy B KAPTOHHIi
ynakoBLj

BAT "TeneoH
PixTep"

YropLmHa

BAT "TepeoH
Pixtep"

YropwmHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHW | TUNY - 3MiHW [0 IHCTPYKUIT Ans
MeAMYHOro 3acTOCYBaHHS NikapCbKoro 3acoby
[0 po3giniB "®apmakoTepaneBTuyHa rpyna”,
"MpoTrnokasaHHs", "B3aeMogis 3 iHLLUMK
nikapcbkMKn 3acobamMu Ta iHLWi BUau
B3aemogiit", "Ocob6MBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepiof BaritTHocTi abo
rofyBaHHs rpyaaro”, "34artHicTb BN/MBaTV Ha
LIBUAKICTb peakLii npy kepyBaHHi
aBTOTPaAHCMOPTOM ab0 poboTi 3 IHWKMMK
MexaHismamu", "Mepepo3yBaHHs", "MobiuHI
peaxuii”. BBefeHHS 3MiH NpOTArom 3-x MicsuiB
nicnsa 3aTBepMKeHHs; 3MiHu | TUMy - 3MiHW A0
IHCTPYKLT 4719 MeANYHOro 3acToCyBaHHSA
nNiKapcbKoro 3acoby A0 po3ainis "B3aemogis 3
HLUIMMKM NiKapCbKMMU 3acob6amMu Ta iHLWi BUAn
B3aemogiin”, "OcobmMBOCTi 3acTocyBaHHsA",
"3acTocyBaHHSA y nepiog BariTHOCTi abo
rogyBaHHs rpygaar”, "Oitn" (YTOUHEHHs
hopmyrtoBaHHs), “MepenosyBaHHA". BBeeHHSA
3MiH NPOTArom 3-X MicALIB Nic/is 3aTBEPKEHHS

3a
peyenmom

UA/2937/02/02

80.

KBETIAMIHY
DOYMAPAT

MOPOLLIOK
(cybcTaHuis) y
noaBiNHNX
NosieTNIEHOBNX
naketax ass

leTepo /1a63
Nimitepn

IHais

[eTepo /1a63
NimiTeq

IHgis

BHECEHHS 3MiH 0 peecTpauiiHux maTepianis:
3MiHK | TUNY - AOMIHICTpaTUBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecu Micus
NPOBaKEHHS Aisi/TbHOCTI BUPOOHUKA
(BK/KOYAOYM, 32 HEOOXIiAHOCTI, MicLe

UA/15822/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma surnycKy

3asaBHuUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjitiHo2o
nocsio4eHHs

(hapmaLEeBTUHHOTO
3aCTOCYBaHHs

NpoBefleHHA KOHTPOSII0 AKOCTI), ab0 BNacHuka
macTep-thaiina Ha A®l, abo noctavanbHuka
Adl/BnxigHoro matepiany/peareHTy/MPOMiXHOro
NPOAYKTY, L0 3aCTOCOBYIOTHCA Y BUPOOHULTBI
A®| (KO 3a3HAYEHO Y [AOCbE Ha NiKapCbKuii
3acib) 3a BigCyTHOCTI cepTudpikaTa BiZnoBiAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[ocbe, abo BUPOOHMKA HOBOI fOMOMIXHOT
PEeYOBUHM (SIKLLO 3a3HAYEHO Y [OChE) - 3MiHa
aapecu BupobHuka A®I kBeTianiHy chymaparty
['eTepo /1a63 Nimiteq, IHAiA, 6€3 3MiHM MicuA
BMPOGHMUTBA

81.

KETOPO/1AK-
MIKPOXIM

PO3YUMH ANst iH KL,
30 mr/mn, no 1 mn B
amnyni; no 5 amnyn y
KaceTi; No 2 kacetn 'y
nauvj 3 KapToHy

ToBapucTso 3
obmexeHoro
BiANOBIAANLHICTIO
HaykoBo-BMpO6HUYa
thipma «MIKPOXIM»

YKpaiHa

BiAnosiganbHMi 3a
BMPOGHMLITBO Ta
KOHTPO/b/BUNPOGY
BaHHA cepii, He
BK/IHOYAOYMN
BUNYCK Cepil:
MpuBatHe
akujioHepHe
TOBapUCTBO
«JlekxiMm-XapkiB»
YKpaina;
BiANOBiAa/IbHWIA 32
BMPOBHULTBO Ta
KOHTPONb/BMNPOGY
BaHHA cepil,
BK/TIOHAI0UM
BUWMYCK Cepii:
ToBapucTso 3
obmexeHo
BiANOBIAALHICTIO
HaykoBo-
BMpo6HUYa thipma
«MIKPOXIM»,
YKpaiHa

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis:
3MiHY | TUny - 3MiHK 3 sKocTi. FoToBWMIA
nikapcbkuid 3aci6. 3MiHM y BUPOBGHULTBI. 3aMiHa
ab0 BBeleHHA A0AATKOBOT AiNbHULL
BMPOGHMLITBA A1 YACTUHU abo BCbOro
BMPOGHNYOro NpoLecy roToBoro Nikapcbkoro
3aco06y (AinbHMLSA, Ha siKili NpoBOAATLECA By Ab-
AKi BUPOGHWYI CTagii, 3a BUHATKOM BUMYCKY cepii,
KOHTPOJTI0 SIKOCTi Ta BTOPMHHOTO NakyBaHHA A1
CTepW/IbHUX JiKapCbKUX 3aco6iB (BKIOUaUm
BMPOGIEHi acenTUYHUM MeTOAO0M), KpiM
nikapcbkunx 3acobiB 6io10rvYHOro/iMyHOM0rYHOro
NOXO/PKEHHS) - BBELEHHS 3MiH MPOTAroM 3-X
MiCALIB MiCNsA 3aTBepKEHHABBEAEHHS
[0AaTKOBOI AiNbHUL BUPOBHMLITBA A1 BCbOrO
BMPOGHNYOro NpoLecy roToBoro Nikapcbkoro
3acoby - TOBapnCTBO 3 0OMEXEHOI0
BiANOBIga/bHICTI0O HaykoBo-BUMpOo6HUYa hipma
"MIKPOXIM", YkpaiH. BBefieHHs1 3MiH NPOTSArom
3-x MicsLiB MiC/A 3aTBEPMKEHHS; 3MiHM | TUny -
3MiHu 3 sKoCTi. [0TOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3amiHa abo BBEAEHHS
[04aTKOBOI [ibHUL BUPOBHMLTBA A5 YACTUHM
a60 BCbOro BMPOGHMYOro NpoLiecy roToBoro
nikapcbKoro 3acoby (AiNbHMLA ANs BTOPUHHOIO
nakyBaHHs) - BBEA,EHHS [0aTKOBOT AiNIbHUL
BMPOGHMLTBA [/15 BTOPUHHOIO NakyBaHHSA
roTOBOrO flikapcbkoro 3acoby - ToBapucTso 3
obmexeHolo BignosiganbHicTio Haykoso-
BMpo6HMYa chipma "MIKPOXIM", YkpaiHa.
BBefeHHA 3MiH NpoTAarom 3-x micsAuiB nicas
3aTBEPAKEHHS; 3MiHW | TURY - 3MiHM 3 SIKOCTI.
[oTOBWIA NikapcbkuMii 3aci6. 3MiHn y

3a
peyenmom

UA/17057/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma surnycKy

3asaBHuUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjitiHo2o
nocsio4eHHs

BMPOOHUUTBI. 3MiHa iMnopTepa/3miHu, Lo
CTOCYHTbCS BUMYCKY cepil Ta KOHTPOJIH0 AKOCTI
roTOBOrO JlikapcbKoro 3acoby (3amiHa abo
[oflaBaHHA BUPOOHUKA, L0 BignoBigae 3a
BBE3€EHHA Ta/abo BMNyck cepii) - Bkntovaroun
KOHTPO/b/BUNPOGYBaHHS cepii - oAaBaHHS
BMPOOHUKa, LLO BiANOBIAAE 3a BUMYCK cepil,
BK/IOYA0UM KOHTPOb/BUMPOGYBaHHS cepii -
ToBapnCTBO 3 0OMEXEHOI0 BiAMOBIAA/TbHICTIO
HaykoBo-Brpo6Huya chipma "MIKPOXIM",
YkpaiHa (BBefeHHs 3MiH NPOTArom 3-x MicsiLiB
nicnsi 3aTBEPAKEHHS)

82.

KNATIHON®

TabneTku, BKpUTI
060/10HKO0, 1Mo 500
Mr + TabneTku, BKpUTI
060/10HKO0, MO 250
Mr + kancynuv no 30
MF KOMGiHOBaHW
Habip ans
nepopasibHOro
3acTocyBaHHA Ne 42 :
2 TabneTkn XXoBTOro
KOSIbOPY Kpyrnaoi
hopmMu (TUHIgasony)
+ 2 TabneTKM XOBTOro
KONbOpY A0BracTol
chopmu
(knapuTpOMILUMHY) + 2
Kancysnm
(naHconpasony) -y
CcTpuni; No 7 cTpunis y
KapTOHHIM nayu;
KOMGIHOBaHMiA Habip
ANa nepopasibHoOro
3actocyBaHHs No 42 :
2 TabneTky XOBTOro
KONbOPY Kpyrnoi
dopmu (TuHigasony)
+ 2 TabneTku XOBTOro
KONbOPY A0Bractoi
dopmu
(knapuTpOMIUMHY) + 2
Kancysnm
(naHconpasony) -y
6nictepi; no 7

OpraHocuH flaiid
CaeHcus M. /T4,

IHais

EBepTopaxeH
Naiidp CaeHcms
Nimiteq

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis:
3MiHK | TUNY - 4ONOBHEHHS cnevumdikayii 3a
nokasHukom «Onuc» Af1st KOMMOHEHTY Habopy
KnapuTpomiuunH TabneTtku, BKpUTI 060/10HKOHO,
no 250 mr, a came 3a3Ha4aEeTbes iHhopmauis
L1100 HAsABHOCTI PUCKU HA OfHIli CTOPOHI
TabneTtku, WO He Mae PYHKLiOHaIbHOrO
NpU3HaYeHHs. 3MiHN BHECEHI B IHCTPYKLiO 415
MeAn4YHOro 3actocyBaHHA 13 y p. "Jlikapcbka
hopma" (OCHOBHI (Di3VKO-XiMiYHI B1IACTUBOCTI).
BBeaeHHs 3MiH NnpoTarom 3-x MicAuiB nicns
3aTBEepPKEHHS.

3a
peyenmom

UA/5974/01/01




93

Ne Hassa dopma surnycKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocBi04Y€eHHs1
6nicTepiB y KAPTOHHIl
navui
83. KMNIHAAMILUUHY NMOPOLLIOK CninbHe yKpaiHCbKO- YkpaiHa Ximiko- IcnaHis BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: - UA/11131/01/01
DOCDAT KpUucTanivyHmi icnaHcbke hapmaueBTUyHe 3MiHK | TUNY - AAMIHICTPaTUBHI 3MiHU. 3MiHa
(cybeTaHuin) y nignpUeEMCTBO 06'egHaHHs, C.A. HaliMeHyBaHHS Ta/abo agpecu micusa
noAgiliHMx "Cnepko YkpaiHa" (YKI®A) NPOBaPKEHHS AiSNIbHOCTI BUPOOHUKA
nonieTuNeHoBmX (BKtOYatoum, 3a HeobXiAHOCTI, Micue
Milkax gns NpoBeAEeHHS KOHTPOSII0 SKOCTI), abo BNacHuKa
chapmaLeBTUYHOro macTep-haiina Ha A®l, abo noctavanibHUKa
3aCcTOCyBaHHS Adl/BnxigHoro matepiasny/peareHTy/npomMixxHOro
NPOAYKTY, L0 3aCTOCOBYIOTbCS Y BUPOOHULTBI
A®I (KW 3a3HAYEHO Y AOCbE Ha NiKapCbKuii
3acib) 3a BiACYTHOCTI cepTuddikarta BiANoBiLHOCTI
€Bponeiicbkiil hapmakonei y 3aTBepakeHoMy
[ocbe, abo BUPOOHMKA HOBOT AOMOMDKHOT
PEYOBUHM (AKLLO 3a3HAYEHO Y A0CLE). 3MiHa
appecy Bupo6HuKka A®I Union Quimico
Farmaceutica, S.A. (UQUIFA), IcnaHisi, 6e3
3MiHW Micus BUPOGHMUTBA.
84. KPEOH® 10000 Kancysnu TBepai 3 AGGOTT Jlabopartopiz | HimeyunH AGGOTT HimeuunHa BHECEHHS 3MiH 0 peecTpauiiHux maTepiasis: 6e3 UA/9842/01/01
racTpopesnCTEHTHUM 6X a Na6opaTtopi3 3MiHK | TNy - AOMIHICTpaTUBHI 3MiHU. 3MiHa peyenma
u rpadynamm no 150 6X HallMeHyBaHHs Ta/abo agpecu Micus
mr; no 20 a6o 50, abo NPOBaKEHHS Aisi/IbHOCTI BUPOGHMKa/imnopTepa
100 kancyn y roTOBOrO /iKapCbKOro 3acoby, BKIO4aum
hnakoHi; no 1 AiNbHULI BUNYCKY cepii abo MicLie NpoBefeHHs
haKkoHy B KApPTOHHiIl KOHTPO/H0 SIKOCTI. (AiSNIbHICTb, 3a 5Ky BiANoBigae
Kopo6ui; no 10 BMPOGHUK/iMNOpPTEp, BK/IKOYAKOUM BUMYCK Cepild) -
Kancyn y 6nictepi; no 3MiHa agpecy BUpo6HuKka 'N13 A66OTT
1a6o 2, a6o 3 NabopaTtopi3 M'M6X, HimeuunHa, 6e3 3miHN Micust
6nicTepy B KapTOHHIlA BMpOGHMLTBA (BBEAEHHS 3MiH NPOTAroM 6-Tn
Kopoo6Li MiCALIB MiCNA 3aTBEPKEHHS)
85. KPEOH® 25000 Kancynv Teepai 3 AB6OTT Jlabopatopi3 | HimeuunH AGGOTT HimeuunHa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 6e3 UA/9842/01/02
racTpope3snCcTeHTHUM 6X a Na6opaTopi3 3MiHU | TUNY - AOMIHICTpaTUBHI 3MiHU. 3MiHa peuyenma
n rpadynamu no 300 6X HallMeHyBaHHs Ta/abo agpecu Micus
mr; no 20 a6o 50, abo NPOBaPKEHHS AISNbHOCTI BUPO6HMKa/imnopTepa
100 kancyn y roTOBOrO /iKapCbKOro 3acoby, BKIo4aum
dhnakoHi; no 1 AiNbHULI BUNYCKY cepii abo micue npoBefeHHs
hN1akoHy B KapTOHHIl KOHTPOJII0 AIKOCTI. (AiANbHICTb, 3a SKy BignoBigae
Kopo6ui; no 10 BMPOGHUK/iIMNOPTEP, BK/IKOYAKOUM BUMYCK Cepild) -
Kancyn y énictepi; no 3MiHa agpecy BUpo6Huka 113 A66GOTT
2 6nictepu B NabopaTopiz MM6X, HimeyunHa, 6e3 3miHM Micus
KapTOHHI KopooLi BUPOGHMLTBA (BBEAEHHS 3MiH NPOTATOM 6-Tu
MiCALIB MiC/A 3aTBEPLKEHHS)
86. KPEOH® 40000 Kancynv Teepai 3 AB6OTT Jlabopatopi3 | HimeuunH AGGOTT HimeuunHa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 6e3 UA/9842/01/03
racTpope3nCTEHTHUM m6X a JlabopaTopis 3MiHU | TNy - AAMIHICTpaTUBHI 3MiHW. 3MiHa peyenma
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Ne Hassa dopma surnycKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocBi04Y€eHHs1
1 rpaHynamu no 400 v6X HallMeHyBaHHs Ta/abo agpecy Micus
mr; no 20 a6o 50, abo NPOBaKEHHS AisSiSIbHOCTI BUPOGHMKa/imnopTepa
100 kancyn y roTOBOrO /liKapCbKOro 3acoby, BKI04aoum
dhnakoHi; no 1 LOinbHULL BUNYCKY cepii abo MicLe npoBefeHHs
h1aKoHy B KapTOHHIi KOHTPO/IIO AKOCTI. (AiANbHICTb, 3a AKy BignoBsifae
Kopo6ui; no 10 BMPOGHUK/iIMNOPTEP, BK/IKOYAKOUM BUMYCK Cepilt) -
Kancyn y énictepi; no 3MiHa agpecy BUpo6Huka 113 A66OTT
2 6nictepu B NabopaTtopi3z M'M6X, HimeuyunHa, 6e3 3miHn Micus
KapTOHHI KOpooLi BMpOGHMLTBA (BBEAEHHS 3MiH MPOTAroM 6-Tn
MicsILiB Micns 3aTBEpPAKEHHS)
87. NAMIBNN® Kpem 1 %; no15r HoBapTic LLseliyapi Hosapric LLIselinapis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 UA/1005/03/01
a6o 30 r B Ty6i; no 1 KoHcbtomep Xernc A KoHcblomep Xenc 3MiHK | TUNY - AOMIHICTPaTUBHI 3MiHW. 3MiHa peyenma
Ty6i y KapTOHHiIl CA CA HalilMeHyBaHHs Ta/abo agpecu Micus
Kopoo6Li NpoBafpKeHHs AiSNbHOCTI BUPOOHMKa/imnopTepa
roTOBOrO /liKapCbKOro 3acoby, BKIO4aumn
LiNbHULL BUNYCKY cepii abo micLe npoBefeHHs
KOHTPO/II0 SIKOCTI. (AiANbHICTb, 3a AKy BignoBifae
BMPOGHUK/iMNOPTEP, BK/IHOYAKOUM BUMYCK Cepild) -
3MiHa agpecy BUpobHMKa HosapTic KoHcbiomep
Xenc CA, lWseliyapis, 6e3 3mMiHn micua
BMpOGHMLTBA (BBEAEHHS 3MiH NPOTAroM 6-Tn
MicsILiB Micns 3aTBepPAKEHHS)
88. NEBONET TabneTku, BKpUTI [-p Pepai'c IHais O-p Pepgij'c IHgis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/9474/01/01
NnNiBKOBOKO Na6oparopic /1T Na6opaTopic /174, 3MiHM | TNy - 3MiHa napameTpis cnewudikauii peuyenmom
060/10HKOH0, M0 250 BupobHmnua Ta/abo [onyCTUMUX MEX rOTOBOMO NiKapCbKOro
mr, no 10 TabneTok B LinbHuus - 1l 3aco6by; 3MiHu | Tuny - 3mMiHa y meTogax
6nictepi; no 1 BUNPOOYBaHHA rOTOBOrO NiKapCbKOro 3acoby
6nicTepy y KapTOHHIl (iHWi 3MiHM y MeTogax BunNpobysaHb
Kopoo6ui (BKKOYAOYM 3aMiHy a60 JOMOBHEHHS); 3MiHu I
MMy - 3MiHa BUPOBHMKA BUXiZHOTrO/MPOMiXKHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYIOTLCH Y
BMpo6HMYOMY npoueci A®I, abo 3miHa
BMPOGHMKa (BK/OYaouu, e HeobxigHo, micue
NpoBefeHHs KOHTPOIO AKocTi) API (3a
BiACYTHOCTi cepTudikaTa BignoBigHoCTi
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[ocbe)(BBEAEHHS HOBOroO BUPOGHUKa ADI 3
HaJaHHAM MacTep-aiina Ha Adl). BeBeaeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPLKEHHS
89. NEBONET TabneTkn, BKpUTI [O-p Pegpi'c IHais [O-p Peppi'c IHgis BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3a UA/9474/01/02
nniBKOBOKO Na6opaTopic /1T Na6opaTopic /T4, peuenmom
060/10HKO0, No 500 B1poGHuya 3MiHM | TNy - 3MiHa NapameTpis crneuudikauii
mr, no 10 TaGneTok B Ainbhmnya - 1l Ta/abo AONYCTUMUX MEX rOTOBOrO NiKapCLKOro
bricrepi; no 1 3aco6y; 3MiHu | Tuny - 3MiHa y MeToaax
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n/n

Hassa
JliKapcbKo20
3acoby

dopma surnycKy

3asaBHuUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjitiHo2o
nocsio4eHHs

6nicTepy y KapTOHHIi
Kopoo6Li

BMNPO6YBaHHS rOTOBOTO liKapCbKOro 3acoby
(iHWi 3MiHM y MeTogax BunpobyBaHb
(BKtoYaK0UM 3aMiHy ab0 AONOBHEHHS); 3MiHM 11
My - 3MiHa BUPOBHMKa BUXIAHOTO/NPOMIXHOr0
NpoAyKTy/peareHTy, WO BUKOPUCTOBYIOTbLCA Y
BMPOGHMYOMY npouieci A®l, abo 3miHa
BMpOOHUKa (BK/IOYaKOUK, e HeobXifHO, Micue
NpoBefeHHS KOHTPOto skocTi) APl (3a
BiICYTHOCTI cepTudikarta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoOMy
[oCbe)(BBEAEHHSI HOBOrO BUPOGHNKa ADI 3
HajaHHAM macTep-chaiina Ha A®l). BeegeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHS

90.

NEBONET

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKO0, 1Mo 750
mr, no 5 a6o 10
Tabnetok y 6nictepi,
no 1 6nictepy y
KapTOHHIA KOpoo6Li

A-p Peapi'c
Na6opaTopic /T4,

IHAja

[-p Pegpicc
Na6opaTopic /T4,
Brpo6Huya
AinbHUUA - I

IHAjsA

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis:

3MiHM | TNy - 3mMiHa napameTpis cnewudikauii
Ta/abo foMyCTMMUX MEX FOTOBOMO MiKapCbKOro
3acoby; 3MiHu | Tuny - 3MiHa y MeTogax
BMNPOGYBaHHS rOTOBOrO NiKapCbKOro 3acoby
(iHWi 3MiHM y MeTogax B1npobyBaHb
(BKtOYAKOUM 3aMiHy ab0 AONOBHEHHS); 3MiHM 11
My - 3MiHa BUPOBHMKa BUXIAHOTO/NPOMIXHOrO
NpoayKTy/peareHTy, WO BUKOPUCTOBYIOTHCA Y
BMPOGHMYOMY npouieci A®l, abo 3miHa
BMpOOHUKa (BK/IOYaKOUK, e HeObXifHO, Micue
npoBefeHHs KOHTPOoto sikocTi) APl (3a
BifiICYTHOCTI cepTudikaTa BifnoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[0Cbe)(BBEAEHHSI HOBOrO BUPOGHUKa ADI 3
HajaHHAM macTep-chaiina Ha A®l). BeegeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHS

3a
peyenmom

UA/9474/01/03

91.

NEKPONIH®

Kpanni o4Hi, 40 mr/mn;
no 5 mn y chnaxoHi-
KpanenbHu; no 1
bN1aKoHY B KapTOHHIl
Kopoo6Li

CaHTeH AT

PiHnaHaisa

Bupo6HuK
BiANOBIAabHUIA 3a
BMPOBHMLTBO in
bulk, nepsuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI:
Hekct®apma AT,
DiHnAHAIS;

PiHnaHpis/
KuTaii

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis:
3MiHM | TUny - AAMIHICTPaTUBHI 3MiHU. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NpoBapPKEHHS AiSNbHOCTI BUPO6HUKa/imnopTepa
roTOBOrO J1iKapCbKOro 3acoby, BKYaum
LiNbHULL BUNYCKY cepii abo MicLe NpoBeAeHHs
KOHTPOJIO SAKOCTI. (AiS/IbHICTb, 3a Ky BiAnosigae
BMPOGHUK/IMNOPTEP, HE BK/IHOYAKOUUN BUMYCK
cepiit) -

3a
peyenmom

UA/2383/01/02




Ne Hassa dopma surnycKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocBi04Y€eHHs1
BUpPO6HYIK, 3MiHa Ha3BM BUPOBHUYOT AiNbHULL
BiAnoBiganbHNI 3a BiANOBIA&/IbHOI 3@ BUPOGHMLTBO, MEPBMHHOI Ta
BMPOGHMLTBO in BTOPWHHOT yNakoBKM1, KOHTPOJIIO AKOCTi CaHTeH
bulk, nepBuHHe Ta AT, ®iHnaHgis Ha Hekct®apma AT, ®iHnaHais
BTOPVHHE BHACMIA0K NpoAaxy BUPOOHNYOT AiNbHUL.
nakyBaHHs: Brpo6HWK, BiANOBiAabHMI 3a BUMYCK cepii
CaHTeH 3a/mMLaeTbea 6e3 3MiH.
dapmacbtoTikan
YaliHa Ko. f1Tg,
Kutaii;
BUpPOGHKK,
BiANOBiAa/IbHWIA 32
BUNYCK cepil:
CaHTeH AT,
diHnAHgIA
92. ni3onia-600 TabneTkn, BKpUTI neHmapk IHAiA neHmapk IHAiA BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3a UA/10410/02/01
060/10HKOI0, Mo 600 PapmacbloTUKan3 dapmacbloTnkan3 3MiHW | TUNY - AGMIHICTPATUBHI 3MiHW. peyenmom
Mmr no 4 a6o 10 nra. nra. BunyyeHHs1 BUPOGHMYOT AinbHUL (BKIHOYaOUN
TabneTok y cTpuni; no AinbHUUi ana A®l, npomikHOro NpoaykTy abo
1 cTpyny B KAPTOHHIi roTOBOrO JliKapCbKOro 3acoby, AiNbHULI Ans
KopoobLi NpoBeEeHHS NakyBaHHs, BUPOOHMKa,
BiANOBIAA/ILHOIO 3a BUMYCK cepili, Micue
NpoBeLEHHS KOHTPOJIHO cepil) abo
noctavasibHuKa BUXiLHOTO MaTepiany, peareHTy
ab0 AONOMIXKHOI PEeUOBUHM (SKLO 3a3HAYEHO Y
[ocbe) BunyyeHHs ogHiel BUpOGHMYOT AiNbHULI
roTOBOrO NiKapCbKOro 3acoby BUPOGHMKA
nenmapk ®apmacbioTvkans fIta., IHaisa
93. NIHE3IA, PO34uH ANs iHdy3ilA, CKAH BIOTEK 1T/, IHais AJTIKOH IHais BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/11532/02/01
600 mr/300 mn no 300 MAPEHTEPAJIC 3MiHV | TUMY - OHOBNEHHSA BXe 3aTBEPKEHOrO peyenmom
M/ Yy dh/1akoHi; no 1 (IHAIA) NTA, IHais TEeKCTY MapKyBaHHS1 NEPBMHHOI Ta BTOPUHHOT
hnakoHy y nakerti 3 ynakoBKU 3 BifnoBigHYMK 3MiHaMun 0 po3ainy
a/1IOMIiHIEBOI hOMbIn “MapkyBaHHs" MKS nikapcbKoro 3acoby
B KAPTOHHII ynakoBLii
94. NIHE3IA, in bulk Ne 20: no 300 CKAH BIOTEK 1T/, IHais AJTKOH IHais BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/11533/02/01
MmNy dhnakoHi; no 20 MAPEHTEPAJIC 3MiHV | TUMY - OHOBNEHHA BXe 3aTBEPKEHOrO peyenmom
hN1aKkoHiB y MakeTi 3 (HAIA) NTA TEKCTY MapKyBaHHS MEPBUHHOI Ta BTOPUHHOI
a/1IOMIHIEBOI hOSbIn yNakoBKU 3 BifnoBigHMK 3MiHaMn 0 po3ainy
B KQPTOHHII ynakoBLi “MapkyBaHHs1” MKA nikapcbKoro 3acoby
95. NOMNPAKC NOPOLLIOK ANs Ekcip IpaH Ekcip IpaH BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3a UA/8191/01/01
opaJsibHOI cycneHsit, dapmacboTuKan dapmMacboTKan 3MiHK | TUNy - 3MiHa yMOB 36epiraHHs peyernmom
100 wmr/5 mn; 1 Komnawi KomnaHi nikapcbKoro 3acoby, 3anponoHOBaHO: 36epiratu

h/1TaKOH 3 NOPOLLKOM
ans 50 mn a6o 100

npu Temnepartypi He Buwe 30 °C B opuriHasbHil
ynakosLi. MNpurotoBaHy cycneHsito 36epiratu
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Ne Hassa dopma surnycKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocBi04Y€eHHs1
MJ1 OpasIbHOT npotsirom 7 Aié npu TemnepaTtypi He BuLe 25 °C
cycnensii pasom 3 abo 14 pi6 y xonoannbHuky (Npn Temnepatypi 2-
NAacTVKOBMM MipHUM 8 °C. He 3amopoxyBatu).
CTakaH4MKoM y
KapTOHHI Kopoo6Lli
96. MAKMNEHEM NOpPOLLOK A/1A Maxkneopc IHais EiCiEc Jo6dap ITanis BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3a UA/11138/01/02
PO3YUHY AN1s1 iH'EKLLIA $apmacboTukanc C.N.A. 3MiHK | TUNY - AAMIHICTPaTUBHI 3MiHU. 3MiHa peuenmom
no 1000 mr 1 a6o 10 Nimiten HalilMeHyBaHHs Ta/abo agpecu micus
hnakoHiB 3 NpOBapPKEHHN AISNbHOCTI BUPO6HMKa/imnopTepa
MOPOLLKOM Y roTOBOrO /liKapCbKOro 3acoby, BKIo4aoum
KapTOHHI ynakosLii AiNbHULI BUNYCKy cepii abo micLie NnpoBeaeHHs
KOHTPOJIO SIKOCTI. (AiS/IbHICTb, 3a Ky BiAnosigae
BMPOGHUK/iIMNOPTEP, BK/IHOYAKOUM BUMYCK Cepild) -
3MiHa HaliMeHyBaHHS BUPOOHUKa roTOBOro
nikapcbkoro 3acoby. BeefeHHsA 3MiH NPOTAroM
3-x MicsILiB NicNsi 3aTBEPKEHHS.
97. MEBCIH kancysm no 200 mr, OpraHocuH Nad IHais EBepTogxeH IHgis BHECEHHS 3MiH 0 peecTpauiiHux maTepiasis: 3a UA/8968/01/01
PETAPA® no 10 kancyny CaeHcus IM.T. NiTA. Naiigp CaeHcuz 3MiHU | TUNY - 3MiHW BHECEHI B TEKCT peyenmom
6nicTepi; no 3 Nimiten MapKyBaHHS yNakoBKU MiKapCbKoro 3acoby Loao
6nicTepn y nauui 3 3a3HaYeHHs1 MKHAapOAHMX NO3HAYEeHb OAUHNLb
KapTOHY BUMIpIOBaHHS.
98. MEBCIH in bulk: no 1000 OpraHocuH Naiid IHAiA EBepTogKeH IHAis BHECEHHS 3MiH [0 peecTpayiiiHux maTtepianis: - UA/8969/01/01
PETAPA® Karncyn y nakerax CaeHcua MBT. /174, Naiid CaeHens 3MiHM | TUNy - 3MiHW BHECEHI B TEKCT
Nimiteq MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby Lwoao
3a3Ha4YeHHs MKHapOAHMX NO3HaYeHb OANHULb
BVMIpPIOBaHHSI.
99. MEAOBIOTUH Tabnetku no 2,5 mr Xto6Hep HimeuuunH AHTOH Xt06Hep HimeyunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/2432/01/01
no 10 TabneTtok y Hartypapurarimitren a v6X & Ko. K, 3MiHM | TUNY - 3MiHK WoA0 peyenma
6nicTepi; no 3 abo 6 b 'M6X HimeuunHa 6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
6nicTepiB y KAPTOHHIl (BUPOBHUK, BBefeHHA abo 3MiHM [0 y3arasibHeHUX AaHnx
Kopoo6Li BiAnoBiganbHWI 3a npo cuctemy thapmakoHarnsgy (BBefeHHS
BUMYCK cepi, y3ara/ibHeHUX JaHnX npo cuctemy
BK/TIOHA0UM thapmakoHarnsgy, 3miHa ynoBHOBaXXeHoi 0cobu,
KOHTPO/b/BMNPOGY BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
BaHHS cepii); mibe thapmakoHarnsgy; KOHTakTHOi ocobm 3
v6X thapmakoHarnaay 3asBHuUKa Ansi 34iliCHeHHS
ApuHalimiTTens, thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
HimeuunHa BiAMiHHA BiJ YNOBHOB&XeHOI 0co6H,
(BUPOBHUK, BiANOBIAa/IbHOI 3a 34ilicHEHH:A hapmakoHarnsgy
BiAnoBiganbHNI 3a (BK/TIOHAKOUMN KOHTAKTHI AaHi) Ta/abo 3MiHW y
BUWMYCK Cepii, pO3MilLEeHHI MacTep-ghaiina cuctemm
BK/ItOHA0UN hapmakoHarnsgy), 3MiHa KOHTaKkTHOI 0co6u
KOHTPO/b/BMNPOGY YNOBHOBaXXEHOI 0CO6Y 3asBHVIKa,
BaHHS cepii); mibe BiANOBIAa/IbHOI 32 hapMakoHarifg B YkpaiHi.
v6X MponoHoBaHa peakuisi: Heyain Mapis
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Ne Hassa dopma surnycKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocBi04Y€eHHs1
ApuHaiimiTTens, MaBniBHa. 3MiHa KOHTaKTHUX AAHUX KOHTaKTHOI
HimeuyunHa 0Cco6y YyNOBHOBaXXEHOI 0CO6M 3asiBHMKA,
(BUPOGHMK, BiANOBIAa/IbHOI 32 hapMakoHarifg B YkpaiHi.
BiAnoBiganbHMi 3a
BVMPOGHMLTBO
Hepo3dacoBaHoro
NPOAYKTY,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs)
100. | ME®PEHAMIHKA® | TabneTku, BKpUTI MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 6e3 UA/14487/01/01
060s10HKot0, Mo 500 "apmaueBTUYHA "®apmMaueBTNYHa BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: peyenma
Mr no 10 TabneTok y dipma "OapHuus” thipma "OapHuus" 3MiHK | TURYy - 3MiHa Ha3Bu BUPOOHUKa AD|
KOHTYPHIlA YapyHKOBIl MecheHaMiHOBOT KNC/10TK, 6e3 3MiHN Micus
ynakosLj; no 1 a6o no BMPOOHWLTBA. BBEAEHHSA 3MiH NpoTArom 6-tu
2 KOHTYpPHi YapyHKOBI MiCALB NiCNA 3aTBEPLXKEHHS.
YMakoBKM y nayui
101. | MUPLUEPA® PO34UH ANS iH KL, ®.XohpmaHH-/15 LBeiiuapi Bioecceii-/labop LLiBeiiuapis, BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/16434/01/01
75 mkr/0,3 mn; 1 Pow Jtg A dhrop 6ionoriwe Himeuunna 3MiHW | TUMY - BBEAEHHS HOBOT KOJTOHKM A1 peuyenmom
nonepegHL0 AHaniTik F'M6X, eKck3mMBHOT BEPX, a Takox, sik HacnigoK
HanoBHEHWIA LWNpuLY HimeyunHa BBEJ,eHHS HOBOT KO/TOHKW, MPOMOHYETLCA
pa3om 3 rosikoto Ansa (BUNpo6yBaHHS rapMoHi3yBaTu MeToZ ekckno3meHoI BEPX ans

iH'EKLLi Y KAPTOHHIMN
ynakoBL;i

KOHTPOJI0 SKOCTI
aKTUBHOCTI ANs
BU3HAYEHHA(TINbK
1 BUNPOOYBaHHsA
MeToA0M
6ionoriyHoro
aHanisy
"AKTUBHICTb in
Vivo, Ha
HOPMOULMTEMIYHIN
MuLwi" ons
[OCTiIKEHHS
cTabinbHoCcTi));
Pow fiarHocTukc
m6X, HimeuyunHa
(BUPOGHMLTBO
Hepo3dacoBaHOl
NPOAYKLT,
nepBuHHE
nakyBaHHs,
BTOPUHHE
nakyBaHHs,
BMNPOOYBaAHHS

[iH040i pevoBUHM Ta NikapcbKoro 3acoby B 0AuH
MEeTO/ eKCK/TH03MBHOI BEPX, 1110 3aCTOCOBHWIA 51K
ANa [Oilyoi peyoBUHU Tak | AN NiKapCbKoro
3acoby. BBefeHHs 3MiH NpPOTArom 6-Tv MicsiLiB
nicns 3aTBepAXeHHS.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma surnycKy

3asaBHuUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjitiHo2o
nocsio4eHHs

KOHTPO/IIO AKOCTI
(3a BUHAATKOM
BMNPOOYBaHHSA
MeToA0M
6ionoriyHoro
aHanisy
"AKTUBHICTb in
Vivo, Ha
HOPMOLMTEMIYHINA
MU ons
LOCAIMKEHHS
cTabinbHocTi),
BUNycK cepii);
®.XothbdpmaHH-/15
Pouw JITa,
LLiBeiiuapis
(BPOGHMLTBO
Hepo3dacoBaaHoi
npoAayKLUiT,
nepBuHHE
nakyBaHHs,
BUNPOBYBaHHSA
KOHTPOJTO SIKOCTI
(3a BUHATKOM
BUNPOGYBaHHSA
MeToAoM
6ionoriuHoro
aHanisy
"AKTUBHICTb in
Vvivo, Ha
HOPMOLMTEMIYHINA
mMuwi" gns
[OCNiMKEHHS
cTabinbHocTI))

102.

MUPLEEPA®

PO34uH NS iH KL,
50 mkr/0,3 mn; 1
nonepeaHLo
HanoBHEHWIA LNpuLy
pa3oMm 3 rosikoto Ans
iH'EKLiI Y KAPTOHHIl
ynakoBLi

®.XothpmaHH-/15
Pow N1,

Lseiuapi
A

Bioecceii-Nabop
throp 6Gionoriwe
AHaniTik F'méX,
HimeuunHa
(BUNpobyBaHHs
KOHTPO/IIO AKOCTI
aKTUBHOCTI A1A
BU3HAYEHHA(TiNbK
1 BUNPOBYBaHHA
MeToAoM
6ionoriyHoro

HimeuuuHa,
LLiBeiuapis

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:
3MiHu | TUNY - BBEEHHA HOBOI KOJTIOHKW ANs
eKckn3mBHOT BEPX, a Takox, ik Hacnifgok

BBEAEHHSA HOBOI KO/IOHKM, MPONOHYETHLCA
rapMoHi3yBaTy MeTo/, ekckto3nBHoi BEPX ans
Lito40i pevoBUHM Ta NikapcbKoro 3acoby B 0AuH
MeTOof eKCK/TH03MBHOI BEPX, L0 3aCTOCOBHWIA SIK

0N [ilo40T pevyoBMHN Tak i AN1a NikapcbKoro
3acoby. BBefieHHs 3MiH NPOTArom 6-Tu MicsiLiB
nicns 3aTBepAXEHHS.

3a
peyerimom

UA/16434/01/02
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Ne Hassa dopma surnycKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocBi04Y€eHHs1

aHanisy
"AKTUBHICTb in
Vivo, Ha
HOPMOLMTEMIYHINA
mMuwi" gns
LOCNiMKEHHS
cTabinbHocTi));
Pow diarHocTuke
M6X, HimeyunHa
(BUPOBHMLTBO
Hepo3dghacoBaHol
NpoAyKLUii,
nepBuHHe
nakyBaHHs1,
BTOPUHHE
nakyBaHHs,
BMNPOBYBaHHSA
KOHTPOJTIO AKOCTI
(3a BUHATKOM
BMNPOBYBaHHSA
MeToaoM
6ionorivyHoro
aHanisy
"AKTVBHICTb in
Vivo, Ha
HOPMOLMTEMIYHIN
mMuLwi" gns
LOCNIMKEHHS
CTabifIbHOCTI),
BUMNYCK cepil);
. XodhdpmaHH-/15
Pow J1tg,
LLiBeiuapis
(BUPOBHMLTBO
Hepo3gracoBaaHol
NpoAyKLUii,
nepBuHHe
nakyBaHHs1,
BMNPOOYBaHHSA
KOHTPO/IIO AKOCTI
(3a BUHAATKOM
BMNPOOYBaHHSA
MeToA0M
6ionoriyHoro
aHanisy
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Ne Hassa dopma surnycKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocBi04Y€eHHs1
"AKTUBHICTb in
Vivo, Ha
HOPMOLUTEMIYHINA
MuLwi" ons
OOCTiIKEHHS
cTabinbHocTi))
103. | MIZIGPOHAT® PO3UMH ANA H'EKLN, AT "I'piHgekc" Natsis AT "IpiHaekc", Nartsis BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/3419/01/01
0,5r/5mMnno5wmny Natsis (BUPOGHYK, 3MiHM | TUNY - NOAAHHA OHOB/IEHOTO peyenmom
amnyni; no 5 amnyn y AKWIA Bignosigae cepTudikaTa BiANOBIAHOCTI EBpONEiChKili
KOHTYPHIli YapyHKOBIi 3a BUNYCK cepii, hapmakonei Ne RO-CEP 2015-089-Rev 01
ynakosLji (NigaoHi); no BK/IHOYAOYMN (3aTBepmxeHo: RO-CEP 2015-089-Rev 00) gns
2 abo 4 KOHTYpHI KOHTPO/1b [it04Oi pevOBUHM Bif, BXe 3aTBEPKEHOro
YapyHKOBI YNaKkoBKu cepii/BunpobysaH BUPOBHMKa
(nigAoHy) B nauui 3 HA); XBM dapma
KapToHY c.p.o.,
CnoBayvuuHa (BCi
cragii
BVMPOGHMYOTO
npouecy, Kpim
BUMYCKy cepii)
104. | M-M- NOpPOLLOK A/1A Mepk Wapn i Joym LBeiiuapi Mepk Wapn i Higepnanaun BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/14950/01/01
PBAKCIMPO® cycnexsii gns I0EA Tm6X a Joym B.B., BUMNpPaB/IEHHA TEXHIYHOI NOMUIKM B MeTogax peyenmom
BAKUVHA And iH'EKLR; 1 donakoH 3 HigepnaHngn KOHTPO/O SIKOCTI, Y cneymdikawii Ha pO34YMHHKK
MPO®INAKTUKN nopotukom (1 no3a) (BTOpUHHE "Boga Ans iH'exuiid" 3a nokasHMKamuy SIKOCTi
KOPY, Ta 1 pnakoH 3 nakyBaHHs, BUMYCK "Onunc" Ta "06'em, WO BUTAraeTbes". MokasHUK
EMNIAEMIYHOIO PO34MHHMKOM (BOAA cepii BakyMHM Ta "O6'eM, W0 BUTATaeTbCA" BUKOHYETLCS TiNlbKN
NMAPOTUTY TA Ans iH'ekuid) no 0,7 PO3YMHHYKA); [ONs pO34MHHMKA Y dhnakoHax. [ns po3umHHMKa Y
KPACHYXU M/ Y KapTOHHiiA Mepk Wapn i nonepeaHL0 HaNoOBHEHOMY LUNpWLL 3a
XXUBA Kopo6ui; 1 dhakoH 3 [oym Kopn., CLLUA NOKa3HUKOM SIKOCTi "Onunc" BCTaHOBNEHI KpuTepil
nopoluxkom (1 go3sa) (BMPOGHMLTBO npuiiHATHOCTI "Mpo3opuii, 6e3bapBHMiA, 6e3
Ta 1 nonepegHbL0 BakLMHK in bulk Ta 3anaxy po3umH" - 3a3HaveHe BUMNpaBEeHHSA
HaMOBHEHWI WNpu, 3 nepBuHHE BignoBigae apxiBHUM MaTepianam
PO34MHHKKOM (BOAA nakyBaHHS) peecTpauiiHoro Aocbe
AN iH'ekuiit) no 0,7
MJ1 B KOMMNJIEKTi 3
ABOMa rofikamu y
KapTOHHiiA KopobLj;
10 conakoHiB 3
nopotukom Ta 10
hnakoHiB 3
pO34MHHKKOM (BOAA
Ans iH'ekuid) no 0,7
M/ B OKpEMUX
KapTOHHWX KOpOGKax
105. | MOKCUBAP TabneTkun, BKpUTI Aypo6iHgo ®apma IHAis AypobiHgo Papma IHais BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a UA/14296/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma surnycKy

3asaBHuUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjitiHo2o
nocsio4eHHs

NnNiBKOBOKO
o60510HKot0, no 400
Mr no 10 TabneTok y
6nictepi; no 1
6nicTepy B KAPTOHHIl
Kopoo6Li

nrta

Nimiten — FOHIT VII

3MiHK | TUNY - AOMIHICTPaTUBHI 3MiHU. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micusa
NpPOBapKEHHS AISNbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO /liKapCbKOro 3acoby, BKIo4aoum
AiNbHULI BUNYCKy cepii abo micue npoBeaeHHs
KOHTPO/II0 SIKOCTI. (AiANbHICTb, 3a AKy BignoBifae
BMPOGHUK/iIMNOPTEP, BK/IKOYAKUM BUMYCK Cepild) -
3miHa agpecu BupobHuka N3 AypobiHao
dapma fNimiteq, - FOHIT VII, IHgia, 6€3 3MiHK
Micus BUPOBHULTBA. BBE,@HHA 3MiH NPOTArom
6-T MiCALIIB MiC/1A 3aTBEPKEHHS.

peyenmom

106.

MYKOCAT NEO

PO3YUH NS iH'EKLN,
200 mr/2 mn no 2 mn
B amnyni; no 5 amnyn
y 6nicTepi; no 2
6nictepu B nauui 3
KapToHY

Pyn
"benmegnpenaparun”

Pecny6nik
a
Binopycb

PYyn
"benmeanpenapar
n

Pecny6nika
Binopycb

BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis:
3MiHK | TUNY - 3MiHK WoA0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
BBegeHHs abo 3MiHM [0 y3arasibHeHNX JaHunx
npo cuctemy thapmakoHarnsgy (BBefeHHs
y3aranibHeHVX AaHux Npo cuctemy
dhapmakoHarnsgy, 3miHa ynoBHOBaXeHOT ocobu,
BiANOBIAANLHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobu 3
dhapmakoHarnsgy 3asaBHUKa gna 3MilCHEHHS
hapmakoHarnsay B YkpaiHi, K0 BOHa
BiIMiHHa BifJ YNOBHOB&XeHOI 0co6y,
BiANOBIAa/IbHOI 3a 34iicCHEHH: hapMmakoHarnsgy
(BK/KOUAKOYM KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnsay), 3MiHa yrnoBHOBaXeHOI 0co6u
3asiBHUKA, BiANOBIAA/ILHOI 32 34iliCHEHHS
hapmakoHarnsgy B Ykpaini: NponoHosaHa
pepakuist — XXykoB AHApili Muxaiinosuy. 3miHa
KOHTaKTHOT 0CO6U 3asiBHMKA, BignoBigabHOI 3a
3AiicHeHHs hapmakoHarnsgy B YkpaiHi:
MponoHoBaHa pefakuis — Iwyk Hatanka
MeTpiBHa. 3MiHa KOHTaKTHUX AaHUX
YMOBHOB&XEHOI 0CO6Y 3asBHYIKa,
BiANOBIAA/IbHOI 32 3AiCHEHHSA
thapmakoHarnagy. 3MiHa KOHTakTHUX AaHnx
KOHTaKTHOT 0CO6U 3asiBHMKA, BifgnoBigaibHOI 3a
3fiicHeHHs1 papMakoHarnsiay B YKpaii.

3a
peyenmom

UA/1631/01/01

107.

MYNbTUIPUN
HAS3A/b ®ITO

cnpeii HazasbHUiA,
po3umnH 0,1 % no 10
MY oakoHi 3
po3nuaoBayem; no 1
hNakoHy B KApTOHHiIl
Kopo6Li

Jenbta Megiken
MpomoyLwH3 Al

Lseliuapi
A

K.O. Biohapm
C.A.

PymyHis

BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis:
3MiHK | TUNY - 3MiHK WOoA0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay.
3MiHa y KOpoTKili XapakTepuCTuLL NikapCbKoro
3aco6y, TeKCTi MapKyBaHHS Ta IHCTPYKUiT 4ns
MeAMYHOro 3acToCyBaHHA Ha NigcTasi

6e3
peyenma

UA/15720/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma surnycKy

3asaBHuUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjitiHo2o
nocsio4eHHs

108.

HATPIIO

perynsipHoO OHOB/IKOBAHOrO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTar
OLLiHKM 3BIiTYy 3 AOCNIMKEHb, NPOBEAEHNX
BiANOBIAHO A0 NiaHy nefiaTpUYHNX JOCAIMKEHb
(PIP) (3MiHy y3ropkeHo 3 KOMNEeTEeHTHUM
YMOBHOBaXEHNM opraHom); MpeacTasneri 3MiHn
B iHcpopMmawii 3 6e3neku LLoA0 BHECEHHS 3MiH Ta
[OMNOBHEHb Ha MifcTaBi pekomeHgauin PRAC,
LLIO PO3MILLEHHI Ha odiLiiHOMY caWTi
€Bponeicbkoro MeAyyHoro areHTcTea y po3gini
IHCTPYKLT AN MeAMYHOro 3aCTOCYBaHHS
«Oco6nMBYMBI 3ax0aM 3 6e3nekn», MoXyTb ByTn
pekoMeHA0BaHI 40 3aTBepA)KEHHS Ta BHECEHHS
B iIHCTPYKL,il0 4151 MEANYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby. BeegeHHS 3MiH MPOTAroM
3-X MicsILiB micnsi 3aTBEPAKEHHS.

BIKAPBOHAT

PO34nH ans iHgysili 4
% no 100 mn a6o no
200 mn, abo no 400
M1y NAsILLIKax

MpuBartHe
akujioHepHe
TOBapUCTBO

"IHdpy3ia"

YKpaiHa

MpuBatHe
akujioHepHe
TOBapuUCTBO

"IHcpy3in"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MmiHu | TNy - 3MiHKW 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHU Yy BUPOGHMLTBI. 3MiHa
po3Mipy cepil (BkItoYaouK gianasoH po3mipy
cepii) roToBOro Nikapcbkoro 3acoby (3MeHLIEHHs
0o 10 pasiB) (3aTBepaxeHo: 2000 n;
3anponoHoBaHo: 500 1 An1a HOBOI AiNTbHULL
BMPOGHMLTBA). 3MiHM | TUMY - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHK Yy
BMPOBGHULTBI. 3MiHa iMnopTepa/3miHu, Lo
CTOCYHTbCS BUMYCKY cepii Ta KOHTPOJIH0 AKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[ofaBaHHA BUPOOHUKA, L0 BignoBigae 3a
BBE3eHHA Ta/abo BMnyckK cepii) - Bknovaroun
KOHTPO/b/BUNPOBYBaHHSA cepil
(3amiHa AibHUL KOHTPOKO AKOCTI Ta BUMYCKY
cepii, 3 BiANOBIAHVMW 3MiHAMW B MapKyBaHHi.
3MiHn | TURNY - 3MiHK 3 SIKoCTi. FoToBMIA
nikapcbkuid 3aci6. 3MiHM y BUPOGHULTBI. 3aMiHa
ab0 BBefeHHs A0AAaTKOBOT AiNIbHUL
BMPOGHMLITBA [/151 YACTVHM ab0 BCbOro
BMPOGHMYOro NpoLecy roToBoro Nikapcbkoro
3acoby (AinbHWLUA, Ha SKili NpoBOAATLCSA OyAb-
AKi BUPOGHWYI CTagii, 3a BUHATKOM BUMYCKY cepii,
KOHTPO/II0 AKOCTi Ta BTOPMHHOTO NakyBaHHA A1
CTEepPW/IbHUX JiKapCbKUX 3ac06iB (BKIOUaun

BMpPO6/IeHi acenTMYHMM METO0M), KpiM

3a
peyenmom

UA/10413/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma surnycKy

3asaBHuUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjitiHo2o
nocsio4eHHs

niKkapcbkunx 3acobiB 6i0N10rivYHOro/iMyHO0r4YHOro
NOXOMXEHHS) (3aMiHa finbHUL BUPOOHMLTBA,
NEepPBUHHOTO | BTOPUHHOTO NaKyBaHHs). CynyTHS
3MiHa - 3MiHK 3 AIKOCTi. FOTOBWIA NikapcbKuii
3aci6. 3miHM y BUpo6bHULTBI. 3amiHa abo
BBEJEHHS A0AATKOBOI AifIbHULI BUPOOHNLTBA
[ANS YacTnHM abo BCbOro BUPOGHMNYOro npouecy
rOTOBOrO NiKapCbKOro 3acoby (AinbHNLA Ans
BTOPUHHOTO NakyBaHHs) 3MiHu |l Tuny - 3miHu 3
sKocTi. FoToBUIA Nnikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHN Y NpoLeci BUpo6HULTBA
roTOBOrO /1iKapCbKOro 3acoby, BKIo4aoum
NPOMDKHWIA NPOAYKT, L0 3aCTOCOBYETLCA NpY
BVMPOGHMLTBI FOTOBOTO NiKApCbKOro 3acoby (iHLui
3MiHM) (3MiHa TepMiHy 36epiraHHs MPOMiXHOT
npoAayKuUii (3aTBepXeHO: y peakTopi 40
OTpUMaHHSA pe3ynbTaTiB KOHTPOo BKA He
6inblie 1 rognHK; 3anponoHOBaHO: Y peakTopi
nicnsa NpUroTyBaHHs Ta oro po3fimBy CyMapHo
He Ginblue 7 roAvH), 3MiHa BUKNa[EHHSA
iHchopmawii y cneumdikavii Ha NPOMiXHWIA
NPOAYKT, OHOBNEHHSA iHGpopmaLii y cxemi i onuci
BMPOBHMLITBA)

109.

HATPIIO
Xnopug,

PO34uH ANs iHdys3il
0,9 %, no 100 mn,
abo no 200 mn, abo
no 250 mn, a6o no
400 mn, a6o no 500
M/, abo no 1000 mn,
ab6o no 3000 mn, abo
no 5000 mny
KOHTeliHepax

[ouipHe
nignpPUeEMCTBO
"papmaTtpeing"

YkpaiHa

[JouipHe
nigNpPUEMCTBO
"®bapmartpeng”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis:
3MiHu Il TMny - AofaBaHHA HOBOTO TUMY
KOHTeliHepa Ans gosysaHHsa 100 mn gns
CTepuIbHOrO JliKapcbkoro 3acoby, a came
KOHTeliHepa 3 noninponineHy tuny BFS,
repMeTUYHO YKyMOpPEHOTO (BUrOTOB/IEHOTO 3a
TEXHO/OTIE0 «BNAYBaHHS-HANOBHEHHSA-
3anatBaHHs) y 38’A3Ky i3 BCTAHOB/IEHHAM
HOBOro 06/1aHaHHS) Ta K HaC/iA0K 3MiHN
BHECeHi B p0o34i/n "YnakoBka" B iHCTPYKLjO 4N
Me[MYHOro 3aCTOCYBaHHSA NIKaPCbKOro 3acooby.
CynyTHSA 3MiHa - 3MiHN Y BUPOOHMLTBI. 3MiHN Y
npoLeci BUPOGHULITBA FOTOBOrO /1iKapCbKOro
3aco0y, BK/OYaoUM NPOMKHWA NPOAYKT, L0
3aCTOCOBYETLCSA NPV BUPOOHMLITBI FOTOBOrO
niKapcbKoro 3acoby (iHwwi 3MiHKW)

3a
peyenmom

UA/4285/01/01

110.

HEOKAPAUN

Kancynu; no 10
kancyny 6nictepi; 3
6nicTepu B ynakoBL,j 3
MapKyBaHHAM
YKPaiHCbKO0 MOBOK

TOB "BANIAPTIH
DAPMA"

YkpaiHa

TOB "BAJIAPTIH
PAPMA"

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis:

3MiHK | TUNy - 3MiHa y MeTogax BUNpobyBaHHS
rOTOBOrO NiKapCbKOro 3acoby (iHLi 3MiHW y
MeTofax BUNpobyBaHb (BKIOHatoumn 3amiHy abo
[,0MoBHeHHs)); CynyTHS 3MiHa - 3MiHa

6e3
peyenma

UA/11357/01/01
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Ne Hassa dopma surnycKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocBi04Y€eHHs1
napameTpiB cneuudikauii Ta/abo AonycTUMMX
MEX FOTOBOr0 NiKapcbKoro 3acoby
111. | HIBECTUM PO34MH ANS iH'EKLi Mdpaiizep Eiiu. Ci. CLA BUNYCK cepil, Xopsarisi/ BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3a UA/15455/01/01
a60 iHdysiii no 12 Mi. Kopnope/iLuH BMPOBHULTBO "in Benbris/ 3MiHu I Tuny - 3MiHK Woao peuenmom
MH O/ (120 mkr)/0,2 bulk", kKOHTpO/b Yecbka Pecny6nika 6e3nekn/edeKkTBHOCTI Ta hapmakoHarisgy
M/, no 0,2 mny cepii y npoueci (iHWi 3MiHW) - 3MiHWM BHeceHOo A0 IHCTpyKLUii ans
wnpuui (1 knacy); no BMpPOBGHULTBA, MeANYHOro 3acToCyBaHHSA NikapCbKoro 3acoby
1,5a6010y TeCTyBaHHsA [0 po3sgainy "Mob6iuHi peakuii” (4oaaBaHHA
nonepeaHsLo BUNYLLIEHOI cepil, no6iyHOI peakLuii "aopTuT" 3a pekoMeHaaLlieo
HanoBHEHMX LNpULax TecTyBaHHA PRAC), a Takox pefarosaHo po3zinv
MICTKIiCTIO 1 M1y cTabinbHoCTI, "apmakonoriyHi BnactneocTi”, "Moka3aHHs",
6nicTepi B KApTOHHIl TecTyBaHHsA "MpoTnnokasaHHA", "B3aemogia 3 iHWKMKN
nauui CTepW/IbLHOCTI, nikapcbknMuy 3acobamu Ta iHLi BUAK
nepBuHHE Ta B3aemMogiin", "OcobMBOCTi 3acTOCyBaHHS",
BTOPVHHE "3acTocyBaHHs y nepiof BariTHocTi abo
naxkyBaHHs: roflyBaHHs rpyaaro”, "34artHicTb BNMBaTV Ha
XOCMIPA LIBMAKICTb peakLii mpy KepyBaHHI
3ArPEB 4.0.0., aBTOTpaHCMOpPTOM abo iHWMMKN MexaHismamu',
Xopsarisi; "Cnoci6 3acTocyBaHHA Ta gosun", "Aitun",
KOHTPOb AKOCTI, "MepeposyBaHHn", "MNo6iyHi peakuii” (BBegeHHs
TeCcTyBaHHsA 3MiH NPOTArom 6-Tu MicALiB nicns
BUNYLLEHOI cepil, 3aTBEPAKEHHS)
TeCTyBaHHS
CTabiNbHOCTI:
SGS Nab6 CaiimoH
CA, Benbrisi;
anbTepHaTUBHWI
BMPOBHUK
BTOPUHHOTO
nakyBaHHs:
CBYC ®APMA
A.C., Yecbka
Pecny6nika
112. | HIBECTUM PO34MH ANA iH'EKLi Mdcpaiizep Eiu. Ci. CLWA BUMNYCK Cepii, XopsarTisi/ BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 3a UA/15455/01/02
abo iHdys3in no 30 MMi. KopnopenwwH BMPOGHMLTBO "in Benbris/ 3MiHu || TRy - 3MiHK Wogo peuyenmom

M/IH O/ (300 mkr)/0,5
mn; no 0,5mny

bulk", kKOHTpO/b
cepii y npoueci

Yecbka Pecnybnika

6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHW) - 3MiHWM BHECEHO A0 IHCTPYKUii ans

wnpui (I knacy); no BMPOGHMLTBA, MeAUYHOro 3acToCyBaHHS NiKapCbKoro 3acoby
1,5a6010y TecTyBaHHs [0 po3sgainy "Mob6iuHi peakyii” (aogaBaHHsA
nonepegHL0 BUNYyLLEHOI cepil, no6iyHOI peakuii "aopTuT" 3a pekoMeHgaLiero
HanoBHEHUX LUNpULAax TecTyBaHHSA PRAC), a Takox pefarosaHo po3ginm
MICTKIiCTIO 1 M1y cTabinbHOCTI, "®apmakonoriyHi BnactnsocTi”, "MokasaHHs",
6nicTepi B KAPTOHHIl TeCcTyBaHHA "MpoTunokasaHHA", "B3aeMogis 3 iHLLIUMKN
nauuj CTEPW/IbHOCTI, NiKapCcbknMy 3acobamu Ta iHLWi BUAN
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Ne Hassa dopma surnycKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocBi04Y€eHHs1
nepBuHHE Ta B3aemogiit”, "Ocob6MBOCTi 3acTOCyBaHHS",
BTOPVIHHE "3acTocyBaHHS y nepiog BariTHOCTi abo
naxkyBaHHs: rogyBaHHs rpyaar”, "34atHicTe BNMBaTK Ha
XOCIIPA LIBUAKICTb peakLii npu kepyBaHHi
3ArPEB 4.0.0., aBTOTpaHCMopToM abo iHWMMK MexaHismamu',
XopBaris; "Cnocib 3acTtocyBaHHs Ta go3un", "Litn",
KOHTPO/b SIKOCTI, "Mepepno3yBaHHA", "Mo6iYHI peakuii” (BBeaeHHs
TeCTyBaHHA 3MiH NPOTArom 6-TW MicsLiB nicns
BUMNYLLEHOI cepil, 3aTBEPIKEHHS)
TeCcTyBaHHS
CTabifIbHOCTI:
SGS a6 CaiimoH
CA, benbrist;
aNlbTePHATUBHUN
BMPOBHUK
BTOPVHHOTO
nakyBaHHs:
CBYC ®APMA
A.C., Yecbka
Pecny6nika
113. | HIBECTUM PO34MH ANS iH'EKLi Mdpaiizep Eiiu. Ci. CLA BUNYCK cepil, Xopsarisi/ BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3a UA/15455/01/03
a60 iHdysiii no 48 Mi. KopnopeiLuH BMPOBHULTBO "in Benbris/ 3MiHu I Tuny - 3MiHK Woao peuenmom

MH O/ (480 mkr)/0,5
M/, no 0,5 mny
wnpuui (1 knacy); no
1,5a6010y
nonepeaHLo
HanoBHEHUX LUNPULAX
MICTKIiCTIO 1 M1y
6nicTepi B KApTOHHIl
nauui

bulk", kKOHTpO/b
cepii y npoueci
BMpPOOHULTBA,
TeCTyBaHHS
BUNYLLIEHOI cepil,
TeCTyBaHHS
cTabinbHoCTI,
TecTyBaHHSA
CTepW/IbLHOCTI,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs:
XOCNIPA
3ArPEB 4.0.0,,
Xopsarisi;
KOHTPO/b SKOCTI,
TecTyBaHHS
BUNYLLEHOI cepil,
TeCTyBaHHS
cTabinbHOCTI:
SGS /Nla6 CaiiMmoH
CA, Benbrisi;
aNbTepHaTUBHUIA

Yecbka Pecny6nika

6e3nekn/edekTUBHOCTI Ta hapmakoHarnsagy
(iHWi 3MiHW) - 3MiHWM BHeceHOo A0 IHCTpyKLUii ans
MeZIMYHOro 3aCTOCYBaHHA MiKapCbKoro 3acoby
[0 po3sgainy "Mob6iuHi peakuii” (4oaaBaHHA
no6iyHOI peakLii "aopTuT" 3a pekoMeHaaLlieo
PRAC), a Takox pefarosaHo po3zinv
"®apmakonoriyHi BnactneocTi”, "MokasaHHs",
"MpoTunokasaHHA", "B3aemogisa 3 iHWKMKN
nikapcbknMuy 3acobamu Ta iHLi BUAK
B3aemMogiin", "OcobMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepiof BariTHocTi abo
rofyBaHHs rpyaaro”, "34aTtHicTb BN/MBaTU Ha
LIBMAKICTb peakLii mpy KepyBaHHI
aBTOTPaHCNOPTOM ab0 iHWMMK MeXaHismamn',
"Cnoci6 3acTocyBaHHA Ta gosun", "Aitun",
"MepeposyBaHHn", "MNo6iyHi peakuii” (BBegeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS)
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Ne Hassa dopma surnycKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocBi04Y€eHHs1
BMPOBHUK
BTOPUHHOTO
nakyBaHHs:
CBYC ®APMA
A.C., Yecbka
Pecny6nika
114. | HIKOTUHOBA PO3YUH ANs1 iH'EKLN, MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/3224/01/01
KUCNOTA- 10 mr/mn; no 1 mn B "bapmaueBTnyHa "®apmMaueBTnYHa 3MiHY | TUny - 3MiHK 3 sKocTi. FoToBWMIA peyenmom
AAPHULUA amnyni; no 5 amnyn y hipma "OapHuus” thipma "OapHuus” nikapcbkuii 3aci6. Cuctema
KOHTYPHIli YapyHKOBIi KOHTeliHep/3akynopoBasibHWii 3aci6. 3MiHa
ynakoBLi; no 2 pPO3Mipy ynakoBK/ roTOBOrO NiKapCbKOro 3acoby
KOHTYPHIi YapyHKOBI (BUNYyYEHHA yNakoBKW NMEBHOT0 PO3Mipy).
yNakoBKM B NauLii BunyueHHs ynakosku no 1 ma B amnyni; no 10
amnyn y Kopoo6Lji 3 BHECEHHSIM BigMNOBIAHMX 3MiH
[0 po3ainy «YnakoBka». BBefeHHsA 3MiH
NPOTSArom 6-Tv MiCAILiB NiCNs 3aTBEPAKEHHS.
115. | HITPO-MIK® KOHUEeHTpaT ans TOB HB® YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTepiasis: 3a UA/2622/02/01
PO34uHy ANs iHQy3il, "MIKPOXIM" akuioHepHe 3MiHU | TUNY - BUNYyYEHHSA NOKa3HUKIB peuyenmom
1wmMr/mano5wmns TOBapUCTBO «MiporeHn» Ta «AHOMasIbHa TOKCUYHICTb» 3i
amnyni; no 10 amnyn "JlekxiMm-XapkiB" Creuudoikauii roToBOro nikapcbkoro 3acooby.
y nauli 3 KapToHY
116. | HITPOCOPBIA Tabnetku no 10 mr, TOB HB® YkpaiHa TOB HaykoBo- Ykpaina BHECEHHS 3MiH [10 peecTpauiliHix maTtepianis: 3a UA/6831/01/01
no 50 TabneTok y "MIKPOXIM" BMPOGHMYa dhipma 3MiHM | TUNY - 3MiHU B @aHaNITMYHUX MEeTOoAMNKax peyenmom
6aHUi; no 1 6aHLi B "Mikpoxim" 3a nokasHukamu «OAHOPIAHICTb 4030BaHNX
nauuj 3 KapToHy; Nno oAnHNLbL» Ta «KisbKicHe BU3HAUYEHHS»
10 TabneTtoky (npo6oniarotoBka, po3paxyHKoBi chopmysim)
6nictepi; no 5
6nicTepiB y nayui 3
KapTOHY
117. | HI®YPOKCA3WUA | Tabnetku, BKPUTI MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/1370/01/01
nAiBKOBOO "Kuismegnpenapar” "KuiBmegnpenapa 3MiHU | TUMY - BHECEHHS 3MiH Y METOANKY peyenmom
060s10HKo0, Mo 200 T BMNpo6yBaHHA 3a NokasHMKoM "MikpobionioriyHa
Mr no 10 TabneTok y yucToTa', 30kpema: 3a3HavyeHHsi MOBHOro onucy
6nictepi, no 1 abo 2 MeToAvKW. BBeaeHHs 3MiH npoTsarom 6-Tu
6nicTepn B nayLj MiCALIB Nic/1a 3aTBEPAKEHHS.
118. | HI®YPOKCA3WUA | kancynu TBepai no ANIKANOIQ AL Pecny6nik ANKANOIL AL Pecny6nika BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/16750/01/01
ANKANOIp, 100 mr no 10 kancyn Ckon'e a Ckon'e MakefoHis BMNPAaB/IEHHS TEXHIYHMUX MOMWIIOK, Y 3B'A3KY 3 peyenmom
y 6nictepi, no 1 abo MakefoHis HEBIPHUM Nepeks1agom Onucy Kancynm B
no 2 aéo no 3 cneumaikaLii roToBOro slikapcbkoro 3acoby Ha
6nicTepn y KapTOHHiIl BWMYCK Ta Ha TEPMIH NPpMAATHOCTI Ta B MeToAax
navuyi KOHTPO/O, B IHCTPYKLUiT 415 MEAUYHOr0o
3aCTOCYBaHHSA NikapcbKkoro 3acoby y p.
"Nikapcbka dhopma” (OCHOBHI i3nKO-XiMiYHi
BN1aCTUBOCTI)
119. | HI®YPOKCA3UA | kancynu TBepdi no ANKANOIA AL Pecny6/ik ANIKANOIL ALL Pecny6ika BHECEHHS 3MiH 10 peecTpauiiiHnx maTepianis: 3a UA/16750/01/02
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Ne Hassa dopma surnycKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocBi04Y€eHHs1
ANTKANOIL, 200 mr no 10 kancyn Ckon'e a Ckon'e MakefioHis peyernmom
y 6nicTepi, no 1 abo MakefoHist
no 2 6nicrepu y BUNPAB/IEHHS! TEXHIYHOT MOMUIKN, Y 3B'AI3KY 3
KapTOHHIN NadLl HEBIPHUM NepeknagoM ONKCy Kancy/u B
cneumaikaLii roToBOro Jslikapcbkoro 3acoby Ha
BMMYCK Ta Ha TEPMIH NPMAATHOCTI Ta B MeToAax
KOHTPOJIIO B IHCTPYKL,iT 4719 MeAUYHOro
3aCTOCYBaHHS NiKapcbKoro 3acoby y p.
"Mikapcbka dhopma” (OCHOBHI i3NKO XiMiUHI
B/1ACTMBOCTI)
120. | HOBAPUHI® KinbLe BariHasibHe, LepiHr-Mnay Lseiiuapi 3a NoBHUM Higepnanaun BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/9613/01/01
11,7 mr/2,7 mrno 1 CeHTtpan IcT Al A LMK/TOM: 3MiHM | TNy - AAMIHICTPaTWBHI 3MiHU. 3MiHa peyenmom
KinbLto y cawe; no 1 H.B. OpraHoH HaliMeHyBaHHS Ta/abo agpecy 3asBHUKa
calle B KapTOHHiit (BNacHvKa peecTpauiiHoro nNocBigYeHHs1). 3miHa
Kopoo6Li afpecy 3asBHVKa.
121. | HOKCA®IN® CyChneHsisi opaUibHa, LWepiHr-Mnay LBeiiuapi BMPOBHUK KaHapa/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/9269/01/01
40 mr/mn; no 105 mn CeHTtpan IcT Al A Hepo3schacoBaHol PpaHuis/ 3MiHM | TUNy - AAMIHICTPaTUBHI 3MiHX. 3MiHa peyenmom
y thnakoHi; no 1 nNpoAYyKLUiT, Benbris HaliMeHyBaHHs1 Ta/abo agpecu 3asiBHMKa
hnakoHy 3 MipHOLO nepBuHHE (BnacHvika peecTpauiiiHoro nocBig4YeHHs)- 3MiHa
JIOXEYKOI Y nakyBaHHs: afpecu 3asiBHUKa
KapTOHHI KOPOOL MateoH IHK.,
KaHaga;
BTOPWHHE
nakyBaHHS, BUNYCK
cepit:
CEHEKCI HSC -
EPYBI/Ib CEHT
KNEP, ®paHuis;
LWepiHr-Mnay
Na6o H.B.,
benbris
122. | HOOBYT® NOPOLLIOK ToBapucTBo 3 YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [10 peecTpauiliHix maTtepianis: - UA/15496/01/01
(cybeTaHuis) y [04aTKOBOIO [04aTKOBOO 3MmiHu | TUNY - 3MiHK 3 AKocTi. API.
noAgiliHmx BiANOBiAA/IbHICTIO BiANOBiAA/IbHICTIO Bupo6HMUTBO (iHLWi 3MiHK) - 3MiHW BHOCATbLCS 3
nonieTuIeHoBMX "IHTEPXIM" "IHTEPXIM" MeTO ONTUMI3aLii BUpo6HMYOro npouecy Tay
naketax gns 3B'A3KY i3 OHOB/IEHHSIM [it040i NiLeHsil Ha
thapmaLeBTUYHOro BUPOGHMLTBO. [JloAaBaHHA BUPOGHUYOT AiNAHKN
3aCTOCyBaHHA (y cknagi 3aTBepakeHol ainbHuui TAB
"IHTEPXIM"). 3miHu | Tvny - 3miHu 3 AkocTi. API.
Bupo6bHMLTBO. 3MiHa po3Mipy cepii (Bk/Iovaoun
ZianasoHn) APl abo NPOMiIXXHOr0 NPOAYKTY, AKWiA
3aCTOCOBYETLCSA Y Npoueci BUpobHuUTBa AdI
(iHWi 3MiHK) - 3MiHy 06YMOBNIEHO ONTUMI3aLli€to
BMPOBHUYMX LMKNIB BIAHOCHO NPOAYKTUBHOCTI
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n/n

Hassa
JliKapcbKo20
3acoby

dopma surnycKy

3asaBHuUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjitiHo2o
nocsio4eHHs

BMKOPUCTOBYEMOrO 06N1aiHaHHA — akTyanisauis
po3mipiB BUPOGHNUNX cepili AD|, 3aTBEPIXKEHO:
OuiKyBaHUii po3Mip cTaHAapTHOI cepii 102 kr;
anbTepHaTuBHI cepii (20+2) kr, Ta (30£2) kr,
3anponoHOBaHO: PO3Mip CTaHAapPTHOI cepil
CTaHoBUTb (12+1) kr, pOo3Mip anbTepHaTUBHOI
cepii cTaHOBUTDb (24+1) Kr

123.

HOCONIH®N
C

cnpeli HaszanbHUIA No
30 r y 6anoHi; no 1
6anoHy y navui 3
KapTOHY

AT "Ctoma"

YkpaiHa

AT "Ctoma"

Ykpaina

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:
3MiHW | TUNY - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsay,
3MiHN BHECEHI B TEKCT MapKyBaHHS NePBUHHOI
Ta BTOPVHHOI YNaKoBKY LLIOA0 HAHECEHHSA
TOProBoi Mapku AMcTpub’ioTopa

6e3
peyenma

UA/8171/01/01

124.

OBAKIO®

TabneTku, BKpUTI
NnNiBKOBOKO
060/10HKO0, N0 14 Mr
no 14 tabneTok,
BKPUTUX M/1IBKOBOIO
060/10HKOI0, Y
6nictepi; no 2
6nicTepy B ynakosLi
TUMY raMaHusa y
dyTnspi; no 1
yTNAPY B KAPTOHHIA
Kopo6ui; no 14
TabneTokK, BKPUTHX
NnNiBKOBOKO
060/10HKOI0, Y
6nictepi; no 2
6nicTepy B ynakosLi
TUMY raMaHusa y
dyTnspi; no 3
YTNAPU Y KAPTOHHIN
Kopoo6Li

TOB "CaHoi-
ABeHTIC YkpaiHna"

YKpaiHa

CaHodpi BiHTpon
IHoacTpia

dpaHuis

BHECEHHS 3MiH 0 peecTpauiiHux maTepiasis:
3MiHK | TUNY - AOMIHICTpaTUBHI 3MiHW. 3MiHa
Kogy ATX - 3MiHM BHeceHi woao kogy ATX
3rigHO 3 KnacudikaTtopom chapm.rpyn i kogis
ATX BOOS3: 3arsepgxeHo: Kog ATX LO4A A.
3anponoHoBaHo: Kog ATX LO4A A31. BeefeHHs
3MiH NPOTArom 3-X MICALIB NiC/1A 3aTBEPAKEHHS;
3MiHK | TNy - AOMIHICTpaTUBHI 3MiHU. 3MiHa
Ha3BW NlikapcbKoro 3acoby - 3aTBepaKeHo:
OBAKIO. 3anponoHoBaHo: OBALXKIO®.
BBefeHHA 3MiH NpoTarom 3-x micsAuis nicns
3aTBEPKEHHS; 3MiHU | TUNY - 3MiHK WoA0
6e3nekn/edeKkTBHOCTI Ta hapmakoHarisgy
(iHWi 3MiHW) - 3MiHWM BHECEeHi [0 IHCTPYKLIi Y
po3ain "OcobnnBocTi 3acTocyBaHHA", "Mo6IYHi
peakuii” o040 BNANBY Ha NediHky. BBegeHHs
3MiH NPOTArom 3-X MiICALIB NiCNA 3aTBEPLKEHHS;
3MiHK | TNy - 3MiHK 3 sKoCTi. FoTOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWii 3aci6. 3MiHa
PO3Mipy yNakoBKu roTOBOrO /liKapCbKOro 3acoby
(iHWi 3MiHW) - 3MiHM BHECEeHi [0 IHCTPYKLUi Y
po3ain "Ynakoska" (BBefeHHA 3MiH NpoTsArom 3-
X MicALIB MiCNA 3aTBEPKEHHS); 3MiHN || Tuny -
3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOpOTKili
XapakTepucTuLi Nnikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iIHCTPYKLUiT 415 Men4HOro
3aCTOCYBaHHSA Y 3B’A3KY i3 HOBUMY AaHUMK 3
AKOCTI, AOKNIHIYHUMMU, KAIHIYHUMN AaHMU Ta
OaHumn 3 hapmakoHarisgy - 3MiHM BHECEHI [0
IHCTPYKUIT Yy po3ainu: "®apmakonoriyHi

3a
peyenmom

UA/13689/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma surnycKy

3asaBHuUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjitiHo2o
nocsio4eHHs

BnactmsocTi", "MpoTunokasaHHsa", "B3aemogis 3
HLUIMMKM NiKapCbKMMK 3acob6amu Ta iHLWi BUAn
B3aemogiin”, "OcobMBOCTi 3acToCyBaHHS",
"3acTocyBaHHSA y nepiog BariTHOCTi abo
rogyBaHHs rpyaar”, "3aatHicTb BNMBaTh Ha
LIBMAKICTb peakwii mpy KepyBaHHI
aBTOTPaHCNOPTOM ab0 IHLWMMK MexaHiamamu',
"Cnocib 3acTocyBaHHsA Ta fo3un" (LWoao
6e3neku), "OiTn" (YTOUHEHHS),
"Mepepno3yBaHHA", "M06IYHI peakuii”. BBeAeHHS
3MiH NPOTAroM 3-X MIiCALB MiCNA 3aTBEPMKEHHS;
3MiHuW | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsay.
3MiHN Y KOPOTKili XapakTepucTuLj NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3 HOBUMU
OaHVIMU 3 SKOCTI, AOK/IHIYHUMU, KAIHIYHUMUN
AaHUMKN Ta faHrMy 3 hapmakoHarnsgy - 3miHu
BHECEHI [10 IHCTPYKUii y po3ginu:
"apmMakosioriyHi BNactuBocTi" WwWoa0
pocnigpxeHHs TOPIC. BBegeHHs 3MiH MPOTAroM
3-x MicsiLiB micns 3aTBEPKEHHS; 3MiHM |l Tvny -
3MiHu Wwoao 6esnekn/edhekTMBHOCTI Ta
chapmakoHarnsgy. 3MiHM y TepaneBTUYHUX
nokasaHHsX (foAaBaHHs HOBOrO
TepaneBTUYHOro NnokasaHHs abo 3MiHa y
3aTBEPMAKEHOMY NMOKa3aHHi) - 3MiHM BHeCeHi Ao
IHCTPYKLi y po3ainu: "Moka3aHHA" (BBeeHHS
3MiH NpoTArom 3-X MicsuiB nicns 3aTBepAkKeHHs)

125.

onia HACIHHA
FAPBY3A

onig, no 100 mny
dhnakoHi; no 1
hnakoHy B KOpooL,i 3
KapToHy; No 2,5 mn
abo 5 mn y cauwe, no
20 cawe B KopobUi 3
KapTOoHY

ToBapucTBO 3
06MEXEHO
BiANOBIAALHICTIO
"[locnigHuii 3aBof,
"rHyact

YkpaiHa

KOHTPO/b AKOCTI,
BUNYCK cepil:
ToBapucTso 3
obMexeHoto
BiANOBIAAILHICTIO
"flocnigHuii 3aBog,
“rHuncr,
YkpaiHa,;

BCi cTagii
BMPOGHMLITBA,
KOHTPOb AKOCTI,
BUWMYCK Cepii:
ToBapucTso 3
obmexeHo
BiANOBIAALHICTIO
"®apmaueBTnyHa

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis:
3MiHK | TUNy - AAMIHICTPaTVBHI 3MiHW.
BunyueHHs BUPO6HUYOI AinbHUL (BKIOYAKUN
AinbHuUi ana A®l, npomikHOro NpoaykTy abo
roTOBOrO NikapCbKOro 3acoby, AinbHULi Ans
NpoBefeHHs NaKyBaHHS, BUPOGHYKa,
BiANOBiAaNbLHOrO 3a BMMNYCK Cepiid, MicLe
nNpoBeAeHHs KOHTPON cepii) abo
nocTavasibHvKa BUXIgGHOro martepiasny, peareHty
a60 [JOMNOMIKHOI PEeHOBMHM (SKLLIO 3a3HAYEHO Y
[0CbE) - BUNy4YeHHs pyHkuii - BCi cTagil
BMPOOHULITBA- 3 BUKOHYBaHUX QOYHKLl (BC
cTagii BUpO6HNLTBA, KOHTPO/Ib SKOCTI, BUMYCK
cepii) BupobHuka 13 ToBapucTeo 3
06MeXeHOH0 BignoBiganbHICTIO «[locnigHuin
3aBog «FHL1C» YkpaiHu. 3Mmiuu | Tuny - 3MiHn 3

6e3
peyenma

UA/3517/01/01
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Ne Hassa dopma surnycKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocBi04Y€eHHs1
KOMnNaHis AKOCTi. A®l. BUpo6HMLTBO. 3MiHA BUPOGHMKaA
"3popos'a”, BVXifHOro/NpOMKHOro NpoAyKTy/pearexTy, Lo
YkpaiHa BUKOPVCTOBYIOTCS Y BUPOOHNYOMY NPOLLECi

A®l, abo 3miHa BUpOGHMKaA (BKKOUatouu, ae
HeobXxigHO, MicLe NPOBEAEHHS KOHTPO/IHO SKOCTI)
A®I| (3a BigcyTHOCTI cepTudpikaTa BifnNoBiAHOCTI

€Bponeiicbkili hapmakonei y 3aTBepakeHoMy

A0Cbe)(iHLWi 3MiHN) - 3aMiHa BUPOOHUKa AdI

(onist HaciHHA rap6y3a) ToBapucTBO 3
06MeXeHOoH0 BignoBiganbHICTIO “DapmaLeBTu4Ha
KOMMaHisi ,340poB’'s".

126. | OMHOMNOH-3H PO34MH ANS iH'EKLi ToBapucTBo 3 YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3a UA/5179/01/01
no 1 mn B amnyni; no 06MEXEHO 06MEeXeEHO 3MiHK | TUNy - 3MiHa Ha3BuW Ta agpecu peuenmom
5 amnyn y 6nictepi; Bi4NOBiAA/IbHICTIO BIAMNOBIAA/IbHICTIO BMpo6HUKa ADI TebaiHy, 6e3 3MiHM Micus
no 1 a6o 2, a6o 20 "XapkiBcbke "XapkiBCcbke BMPOGHMLITBA
6nictepis y Kopobui hapmavueBTNYHe hapmaueBTnyHe
nignpMeMcTBO nignpueMcTBo
"3p0poB's Hapoay" "3a0poB's
Hapoay”
127. | OPHI30N® TabneTkun, BKpUTI NAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTepiasis: 3a UA/1140/01/01
NnNiBKOBOKO "Kuismegnpenapar” "KuiBmegnpenapa peyenmom
060/10HKO0, 1Mo 500 T

3MiHU | TUNY - BHECEHHS 3MiH Y METOAUKY
BMNpPoByBaHHA 3a NoKasHMKoM "MikpobionoriyHa
yucToTa', 30Kpema: 3a3HavyeHHs NoOBHOro Onucy
MeTOoAVKN. BBEAEHHS 3MiH NpOTArom 6-Tu
MicsLiB NicNs 3aTBEPAXKEHHS.

mr, no 10 TabneTok y
6nicTepi; no 1
6nicTepy B navi

128. | OPTAH® Kpanni ouHi 0,1%; no CaHTteH AT PiHNAHAIA Bupo6Huk ®iHnaHgia/ BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3a UA/5051/01/01
AEKCAMETA3OH | 5 Mny dhnakoHi 3 BiAnoBiganbHMi 3a Kutaii 3MiHK | TUNY - AOMIHICTPaTUBHI 3MiHU. 3MiHa peuenmom
KpanesibHuueto ; no 1 BMPOGHULITBO in HaliMeHyBaHHs Ta/abo agpecu micus
hN1akoHy B KapTOHHIl bulk, nepBuHHy Ta NPOBapPKEHHS AISNbHOCTI BUPO6HMKa/imnopTepa

Kopo6Li BTOPVIHHY roTOBOrO /iKapCbKOro 3acoby, BKIo4aum
YyMNaKoBKY, AiNbHULI BUNYCKY cepii abo micLe NpoBefeHHs
KOHTPO/b AKOCTI: KOHTPOJII0 SIKOCTI. (AiANbHICTb, 3a AKy BignoBifae
Hekctdapma AT, BMPOGHUK/IMMNOPTEpP, HE BK/IOYaUYN BUMYCK
PiHNaHAIS; cepiit). 3MiHa Ha3BU BUPOBHNYOI AiNbHULL
Bupo6HuK, BiANOBIA&/IbHOI 3@ BUPOGHMLTBO, MEPBMHHOI Ta
BiANOBIAaIbHUIA 38 BTOPWHHOT yNakoBKMW, KOHTPOIIO AkOCTi CaHTeH
BMPOGHULITBO in AT, ®iHnaHaia Ha Hekct®apma AT, PiHnaHgia
bulk, nepBuHHY BHAC/MIA0K NpoAaXxy BUPOOHNYOT AiNbHULL.
YyNaKoBKY: Brpo6HWK, BiANOBigabHWIA 3a BUNYCK cepii
CaHTeH 3a/mMwaeTbea 6e3 3MiH.

dapmachbloTikan
(Kutait) Ko. NTa,
Kutaii;
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Ne Hassa dopma surnycKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocBi04Y€eHHs1
Bunpo6HuK,
BiAnoBiganbHNI 3a
BUWMYCK Cepii:
CaHTteH AT,
PiHNAHAIA
129. | OPTAH® Kpanni o4Hi 0,5 %; no CaHTeH AT PiHNAHaifa Bupo6Huk PiHNAHAIA BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3a UA/5052/01/01
TMMOnon 5 Mny hnakoHi 3 BiAnoBiganbHMi 3a 3MiHK | TUNY - AAMIHICTPaTUBHI 3MiHU. 3MiHa peuenmom
KpanesbHuueto; no 1 BMPOGHULITBO in HalilMeHyBaHHs Ta/abo agpecu micus
hN1aKoHY B KapTOHHIl bulk, nepeuHHe Ta NpOBapPKEHHN AISNbHOCTI BUPO6HMKa/imnopTepa
KopoobLi BTOPVHHE roTOBOro NikapcbKoro 3acoby, BKIYaUn
nakyBaHHs, AiNbHULI BUNYCKy cepii abo micLie NnpoBeaeHHs
KOHTPO/b AKOCTI: KOHTPOJIO SIKOCTI. (AiS/IbHICTb, 3a Ky BiAnosigae
Hekctdapma AT, BMPOBGHUK/IMMOPTEpP, HE BKIOYAOUYN BUMYCK
PiHNaHAIS; cepiii).3MiHa Ha3BM BUPOOHUYOI AiNbHUL
Bupo6HuK, BiANOBIAa/IbHOI 3@ BUPOGHMLTBO, MEPBMHHOI Ta
BiANOBIAaIbHUIA 38 BTOPWHHOT yNakoBKMW, KOHTPOSIIO AKOCTi CaHTeH
BUWMYCK Cepii: AT, ®iHnaHgia Ha Hekctdapma AT, PiHAaHA A,
CaHTeH AT, BHACMIA0K NpoAaXy BUPOOHNYOT AiNbHULL.
PiHnaHais Brpo6HuK, BigNoBigabHMIA 3a BUNYycK cepii
3a/IMWAETLCSA 6€3 3MiH.
130. | NAC rpaHynun CKAH BIOTEK 1T/, IHais Bisimepg flabc /T IHais BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/8971/01/01
KMLLIKOBOPO3UMHHI, 80 3MiHM | TUNy - AAMIHICTPaTUBHI 3MiHX. 3MiHa peuyenmom
r/200r,no100ry HaliMeHyBaHHs Ta/abo agpecu micus
nakeTuky 3 NpoBapPKEHHS AiSNbHOCTI BUpo6HUKa/imnopTepa
a/1lOMiHIEBOI DONbIN, roToBOro NikapcbKoro 3acoby, BKYaun
BK/1afEHOMY Y LiNbHULL BUNYCKY cepii abo MicLe NpoBeAeHHs
nonieTuneHoBwui KOHTPOJIIO SIKOCTI. (AiS/IbHICTb, 3a Ky BiAnosigae
nakeTuK, y KOMMeKTi BUPOGHMK/iIMNOPTEP, BK/OYAKOUM BUMYCK Cepilt) -
3 MipHOHO /TOXKKOHO Ta 3MiHa agpecu Bupo6Huka 13 Bisimeg, /labe
nakeTom cunikaresnto Nta, IHAis, 6e3 3MiHW Micus BUpo6HULTBA
y NNacTUKoBOMY
KOHTeliHepi
131. | NAC rpaHynun CKAH BIOTEK 1T/, IHais Bisimep fla6bc Ntg IHais BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: - UA/10446/01/01
KMLLIKOBOPO3UMHHI, 80 3MiHM | TUNY - AAMIHICTPaTUBHI 3MiHX. 3MiHa
r/100 r, in bulk: no HalilMeHyBaHHs Ta/abo agpecu micus
100 r y nakeTuky 3 NpOBaPKEHHS AiSNbHOCTI BUPO6HUKa/imnopTepa
a/TlOMiHIEBOI hONbIN, roToOBOro NikapcbKoro 3acoby, BKYaun
BK/1a,EHOMY Y OiNbHULI BUMYCKy cepii abo micLie NpoBeAeHHs
nonieTuneHoBwmi KOHTPOSIO SIKOCTI. (AiSNIbHICTb, 3a Ky Bignosigae
nakeTtuk, no 100 BUPOGHMK/iIMNOPTEP, BK/OYAKOUM BUMYCK Cepilt) -
NakeTVKiB y MiLLKy 3MmiHa agpecu BupobHuka 13 Bisimepg, flabe
nonieTuneHoBoMy B NiTa, IHAis, 6e3 3MiHW Micust BUpo6HULTBA
KapTOHHi Kopobuj; in
bulk: no 100 ry
nakeTuky 3
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Ne Hassa dopma surnycKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocBi04Y€eHHs1
a/1lOMIiHIEBOI hONbIN,
BK/1a,EHOMY Y
nonieTuneHoBuii
nakeTuK, y KOMNAeKTi
3 MiPHOIO NIOXKOIO Ta
nakeTnKom
cunikareno y
nnacTuKoBOMy
KOHTeliHepi; no 100
KOHTEliHepiB B
KapTOHHI Kopoo6Lli
132. | NIPAMINEKCON Tabnetku no 0,25 mr My6niyHe YkpaiHa Brpo6HMUTBO, IcnaHis BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: - UA/12230/01/01
in bulk: no 76 190 akuioHepHe aHaui3 Ta BunycK 3MiHM | TUny - 3MiHK 3 siKocTi. FoToBWIA
TabneTok B TOBapuCTBO cepiit: nikapcbkuii 3aci6. Cuctema
noAgiliHoOMy MmakeTi; in "HaykoBo- CiHTOH XicnaHis KOHTeliHep/3akKyrnopoBasnibHWii 3aci6. 3MiHa
bulk: no 56 500 BMPOGHNYMNIA LEHTP C.n. pPO3Mipy ynakoBK/ roTOBOrO NikapCbKoro 3acoby
TabneTok B "BopLuariscbkuii (iHWi 3MiHW) - BBEAEHHS [0MYCTUMOro
noAgiliHoOMy MmakeTi; in XiMiKO- BiAXUNEHHA £15% [0 3aTBEpAXEeHOro po3mipy
bulk: no 42 500 hapmaueBTUYHNIA ynakoBkuW. BBeAEHHS 3MiH NpoTAroM 3-x MicsiLiB
TabneTok B 3aBog" nicns 3aTBepMKeHHs. 3MiHu | Tuny - 3miHn 3
noAgiliHoMy nmakeTi; in AkocTi. [oToBWIA Nikapcbkuii 3aci6. Cuctema
bulk: no 31 500 KOHTeliHep/3akKynopoBasibHWii 3aci6. 3MiHa
TabneTok B pPO3Mipy ynakoBK/ roTOBOrO NiKapCbKOro 3acoby
noAgiliHoOMy MmakeTi; in (3MiHa KifIbKOCTi 0AVHWLE (Hanpuknag TabneTok,
bulk: no 23 500 amnys TOLLO) B ynakoBLi:) - 3MiHa no3a
TabneTok B AianasoHoM 3aTBepAyKeHNX PO3MipiB yNaKkoBKK.
noABitHOMY nakeTi; BBefieHHs1 40AATKOBMX BUAIB YNakoBOK, 6e3
in bulk: no 17 400 3MiHM NaKyBasIbHOro Marepiasy, 3 BiANOBiAHUMMN
TabneTok B 3MiHamMu [0 po3ainy «YnakoBka». BBegeHHA
noAgiliHoMy nmakeTi; in 3MiH NPOTArom 3-X MICALIB NiCNA 3aTBEPXKEHHS.
bulk: no 13 000
TabneTok B
noAgiliHoOMy MmakeTi; in
bulk: no 10 000
TabneTok B
nofaBiiHOMY nakeTi
133. | NPAMINEKCON Tabnetkn no 1,0 mr in My6niuHe YKpaiHa BupobHuuTBO, IcnaHis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: - UA/12230/01/02
bulk: no 30 000 akuioHepHe aHaUli3 Ta BMMycK 3MiHK | TUny - 3MiHK 3 SKOCTi. FOTOBWIA
TabneTok B TOBapuUCTBO cepiii: nikapcbkuii 3aci6. Cuctema
noABiiHOMY nakeTi; in "HaykoBo- CiHTOH XicnaHis KOHTelHep/3aKynopoBasibHWiA 3aci6. 3miHa
bulk: no 22 500 BUPOBHNYUMIA LLEHTP C.n. pPO3Mipy yNnakoBK/ roTOBOrO NiKapCbKOro 3acoby

TabneTok B

noABiiHOMY nakeTi; in

bulk: no 17 000
TabneTok B

"BopLyariBcbKuii
XiMiKo-
hapMaLeBTUYHWI
3aBsofa”

(iHWi 3MiHW) - BBEAEHHA A,0MYCTUMOrO
BiAXnMNeHHa +15% A0 3aTBEpAKEHOro po3mipy
ynakoBKkW. BBeAEHHS1 3MiH MPOTAroM 3-X MicsiLiB
nicns 3aTepmKeHHs. 3MiHn | Tuny - 3miHun 3
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Ne Hassa dopma surnycKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocBi04Y€eHHs1

noAgiliHoMy nakerTi; in skocTi. FoTOBWMIA Nikapcbkuii 3aci6. Cuctema
bulk: no 12 600 KOHTeliHep/3akynoptoBasibHWIA 3aci6. 3miHa
TabneTok B pO3Mipy ynakoBKy roTOBOrO JlikapCbKoro 3acoby
noAgiliHoMy nakerTi; in (3MiHa KiNbKOCTi oanHUUL (Hanpuknag TabneTok,
bulk: no 9 500 amny/ TOLLO0) B ynakoBLi:) - 3MiHa no3a
TabneTok B AianasoHoM 3aTBepA)KEHNX PO3MIpIB YNaKkoBKM.
noAgiliHoMy nakerTi; in BBeneHHs f[o4aTKOBUX BUAIB YNakoBOK, 6e3
bulk: no 7 500 3MiHM MakyBaslbHOrO Marepiany, 3 BignoBigHNMMN
TabneTok B 3MiHamMu 40 po3Ainy «YnakoBka». BBegeHHS
noAgiliHoMy nakeTi; in 3MiH NPOTArom 3-X MICALIB NiC/A 3aTBEPKEHHS.
bulk: no 6 000
TabneTok B
noAgiliHoMy nakeTi; in
bulk: no 5 000
TabneTok B
noAgiiHoMy nakeTi

134. | NPErABANIH NOPOLLOK NAT Ykpaina Aypicko Kutaii BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: - UA/14772/01/01
(cybeTaHuis) B "Kuismegnpenapar” PapmacboTuKas 3MiHu | TUny - nogaHHA Hosoro CEP (NeRO-CEP
noagiliHnx Ko., NT4. 2016-218-Rev 01) ons A®I nperabaniHy Big,
nonieTnIeHoBmxX Aitlo4oro BMpobHuka Aypicko dapmacboTuKasl
naketax ans Ko., N1A., Kutaii Ta, Sk Hacnigok, 3
hapmaLeBTUYHOIO Bi4NOBIAHMMM 3MiHaMK y cneuudpikauii Ta
3aCTOCYBaHHA MeTogax KoHTposo AdI.

135. | NIPUCMACON 2 pO34nH oNns Fam6po NyHaia Ab LLiBeuis BIE®PE ITania BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3a UA/13428/01/01
remModpinbTpaLii Ta MELITAN C.IN.A. 3MiHu Il Tuny - 3MiHK Wwoao peyenmom

remogiasisy, no 5000
mMay
[BOKOMMOHEHTHOMY
MiLLKy 3
nonisiHinxnopuay
(mane siggineHHs 250
M/ i BENMKE
BigaineHHa 4750 mn,
AKi PO3AiNse KPUXKNii
Hinenb i B
NIOEPIBCbKOMY
3'eHyBaYi NPUCYTHIl
KnanaH abo Kpuxkni
Hinesib); No 2 MillkK y
KapTOHHiiA KopobLi; no
5000 mny
[BOKOMMNOHEHTHOMY
MiLLKY 3 nonionediHy
(mane BiggineHHs 250
MJ1 i BEsMKe

6e3nekn/edekTMBHOCTI Ta thapmakoHarisgy.
3MiHU Y KOPOTKili XapakTepucTuLj NikapcbKoro
3aco6y, TEKCTI MapKyBaHHSA Ta iIHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHSA y 3B'A3KY i3 HOBUMU
LaHUMW 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHMUN
AaHVMK Ta fJaHumn 3 dpapmakoHarnsagy - 3miHu
BHECEHO [0 IHCTPYKLT 4115 MeNYHOro
3acTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"®apmakoTepanesTUyHa rpyna” (pefarysaHHs
iHhopMmawii), "dapmakonoriyHi BnactmeocTi”
(peparyBaHHs TekcTy), "lMoka3aHHSA"
(peparyBaHHs TekcTy), "lMpoTmnokasaHHA",
"B3aemogisi 3 iHWMMM JlikapCbKuMK 3acobamm Ta
iHWi BMAW B3aemogiin", "OcobnmsocTi
3acTocyBaHHs", "3acTocyBaHHsA y nepiog,
BariTHOCTi abo rogyBaHHA rpygat”, "Cnocio
3acTocyBaHHA Ta go3un”, "Litn" (3aTBepkeHo:
Nikapcbkuii 3aci6 Mpucmacon 2 3acTOCOBYOTh
[ITAM, SIKLWO OYvikyBaHa KOPUCTb NepeBaxae
p13KK; 3anponoHoBaHo: JlikapCbKuii 3acio
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Ne Hassa dopma surnycKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocBi04Y€eHHs1
BigaineHHsa 4750 mn, Mpucmacon 2 3aCTOCOBYIOTh AiTAM 3rigHO 3
AKi po3ginse iHdhopmalieto, HaBegeHo y po3aini «Cnocib
i3onAuiiHa nevatka i 3acTocyBaHHsA Ta [031»), "lMepeno3yBaHHs",
B JIOEPIBCbKOMY "Mo6ivHi peakui. BBeeHHA 3MiH NPOTArom 3-X
3'eHyBaui NPUCYTHIN MICALB NiC/1A 3aTBEPAKEHHS.
KnanaH); no 2 Miwku y
KapTOHHI Kopoo6Lli
136. | NPUCMACO/N 4 po34nH AN am6po NlyHaia Ab LLisewjs BIE®PE ITanisa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3a UA/13428/01/02
remoqpinbTpavii Ta MEZLITAN C.IM.A. 3MiHu Il TNy - 3MiHK Woa0 peyenmom
remogianisy, no 5000 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsay.
My 3MiHN Y KOPOTKili XapakTepucTuLj NikapCbKoro
[BOKOMMOHEHTHOMY 3aco0y, TEKCTi MapKyBaHHS Ta IHCTPYKLIi Ans
MiLLKY 3 MeAMYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMU
nonisiHinxnopuay LaHUMN 3 SKOCTi, AOKAIHIYHUMU, KAIHIYHMUW
(mane BigaineHHs 250 [aHuMK Ta JaHuMK 3 hapmakoHarnsagy - 3miHu
M/ i Benuke BHECEHO [0 IHCTPYKLUIT 418 MeANYHOro
BiggineHHsa 4750 mn, 3acTOCyBaHHS NikapCcbKoro 3acoby Ao po3zinis
AKi po34inse KPUXKUii "apmakoTepaneBTMyHa rpyna” (pegaryBaHHs
Hinenb i B iHchopmawii), "dapmakonoriyHi BnactmeocTi”
NIOEPIBCLKOMY (peparyBaHHs TekcTy), "lMoka3aHHA"
3'e[lHyBaYi MPUCYTHIl (peparyBaHHs TekcTy), "lMpoTunokasaHHA",
KnanaH abo Kpuxkuii "B3aemogis 3 iHWMMKM NikapCbkumn 3acobamm Ta
Hinesnb); No 2 MiLLKK y iHWi BMAW B3aemogiin", "OcobnmnsocTi
KapTOHHI kopobuj; no 3acToCyBaHHA", "3acTocyBaHHsA y nepiog,
5000 mny BariTHOCTi abo rogyBaHHA rpyaat”, "Cnocio
[,BOKOMMNOHEHTHOMY 3acTocyBaHHs Ta gosu", "[itn" (3aTBepaKeHo:
MiLLKY 3 nonionediHy Nikapcbkuii 3aci6 Mpucmacon 4 3acTOCOBYOTh
(mane BigaineHHs 250 LiTAM, SIKLLO OYiKyBaHa KOpUCTb NepeBaxae
M/ i BeNmke pV3KK; 3anpPOnoHOBaHO: JlikapCbKuii 3acio
BigaineHHs 4750 mn, Mpucmacon 4 3aCTOCOBYIOTb AiTAM 3rigHO 3
AKi po3ginse iHbopmalieto, HaBefeHO Y po3aini «Cnocio
isonAuiiHa nevartka i 3acToCyBaHHSA Ta 403u»), "lepefo3yBaHHsA",
B JIOEPIBCbKOMY "Mo6iuHi peakuii”. BBeeHHS 3MiH NpoTarom 3
3'e/iHyBavi NPUCYTHIlA MiCAILiB MicNs 3aTBEPIKEHHS
KnanaH); no 2 Milwkun y
KapPTOHHI KOpoOLj
137. | NIPNYENN Tpasano 50 ry MpuBaTHe YkpaiHa MpAT "NikTpasn” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 6e3 UA/5688/01/01
TPABA naykax 3 BHYTpILIHIM akuioHepHe 3MiHK | TUMY - OHOBJ/IEHHS METOANKMN peyenma
naketom; no 1,5ry TOBapuCTBO «lpeHTudpikauis C. TWX» (NnpuBefeHHs y
inbTp-nakeTi; no 20 "MikTpasn", BIAANOBIAHICTb ;O MOHOrPa BHECEHHS 3MiH A0

iNbTp-NakeTiB y
nauui 3 BHYTPILIHIM
naxkeTom;

no 1,5ry cinbtp-
nakerti; no 20 ginbTp-

peecTpauiiHux Matepianis: gii 4PY «Yepean
TpasaN»)
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Ne Hassa dopma surnycKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocBi04Y€eHHs1
nakeTiB y nayui
138. | NPUYENN Tpasa (cybcTaHuis) y MpusatHe YkpaiHa MpAT "MikTpasu”, BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: - UA/5482/01/01
TPABA MiLLKax, ToKax, Kinax akuioHepHe YKpaiHa 3MiHU | TUMY - OHOB/IEHHA METOANKMN
ons TOBapuCTBO «lgeHTudpikauis C. TWX» (NnpuBefeHHs y
hapMaueBTUYHOIO "NikTpasun", Ykpaina BiANOBIAHICTb A0 MOHOrpadii AdY «Yepean
3aCTOCyBaHHSA TpaBaN»)
139. | PEHITEK® TabneTkn no 20 mMr no Mepk Wapn i Joym Lseliuapi BUPOOHUK Benuka bBputaHisi/ BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 3a UA/0525/01/01
14 TabneTok y IAEA Tm6X a Hepo3dg)acoBaHo| Higepnanan 3MiHK | TUNY - AOMIHICTpaTVBHI 3MiHK. 3MiHa peuyenmom
6nicTepi; no 2 nNpoayKLUiT, HalilMeHyBaHHs Ta/abo agpecy 3asiBHUKa
6nicTEPV Y KApPTOHHIl KOHTPONb AKOCTI: (BnacHuKa peecTpauiiHoro noceigyeHHs). 3miHa
Kopoo6ui Mepk LWapn i Ha3BW Ta afpecy 3asiBHMKA.
[oywm Nimiten,
Benuka bpuTaHis;
nakyBaHHS, BUNYCK
cepit:
Mepk Wapn i
Joywm B.B.,
Higepnanan
140. | PEHITEK® Tabnetkn no 10 mr no Mepk Wapn i Joym LBeliuapi BMPOOHUK Benuka bBputaHis/ BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 3a UA/0525/01/02
14 TabneTtok 'y I0EA Tm6X A Hepo3dacoBaHoi Higepnangm 3MiHW | TNy - AAMIHICTPaTWBHI 3MiHU. 3MiHa peyenmom
6nictepi; no 2 npoAayKuUir, HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
6nicTepPU Yy KapTOHHIl KOHTPONb AKOCTI: (BnacHuKa peecTpauiliHoro noceigyeHHs). 3miHa
Kopoo6Li Mepk Wapn i Ha3BM Ta agpecu 3asBHMKA.
[oywm NimiTen,
Benuka bpuTaHis;
nakyBaHHS, BUNYCK
cepit:
Mepk Wapn i
Joym B.B.,
Higepnanan
141. | CUHEKOA Kpanni opasibHi Ans 'CK KoHcblomep Lseiuapi BMPOGHMLITBO 3a LLsenuapis/ BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 6e3 UA/5260/02/01
aitei, 5 mr/mn, no 20 Xenckep C.A. A NOBHUM LK/IOM: ITania 3MiHM | TUNy - AAMIHICTPaTWBHI 3MiHU. 3MiHa peyenma

M/1Y hnakoHi 3
KpanesnbHULEH i
KpuLLKoto; no 1
pN1aKoHyY Y KapTOHHilA
Kopoo6Li

'CK KoHcbtomep
Xenckep C.A.,
LlBeiiuapis;
BMPOBHULTBO 3a
NOBHUM LKOM:
AOOMNENb
PAPMALIEYTILI
C.P.N., Itania

HaliMeHyBaHHs Ta/abo agpecy 3asBHUKa
(BnacHWKa peecTpauiintHOro NocBiAYEHHS) - 3MiHA
HaliMeHyBaHHS Ta agpecu 3asBHuka (BeeaeHHs

3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPMKEHHS); 3MiHU | TUNy - AgMiHICTpaTUBHI
3MiHN. 3MiHa HalimeHyBaHHs Ta/abo agpecu
MiCLA MPOBaMKEHHS AiANbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /ikapcbkoro
3aco6y, BKIKYauM AibHULI BUNYCKy cepii abo
MicLie NPOBEeAEHHS KOHTPOJIIO AKOCTI.
(misnbHiCTb, 3a AKy Bignosigae
BMPOGHUK/iIMNOPTEP, BK/IKOYAKOUM BUMYCK Cepilt) -
3MiHa HaliMeHyBaHHS Ta agpecu BUPOOHUKA,
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n/n

Hassa
JliKapcbKo20
3acoby

dopma surnycKy

3asaBHuUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjitiHo2o
nocsio4eHHs

AKWIA BiANOBIAAE 3a NOBHUIA LMK/ BUPOOHMLITBA,
6e3 3MiHn MicLa BUPO6GHMLTBA. 3MiHW BHECEHI B
IHCTPYKLUiI0 4151 MeANYHOTO 3aCTOCYBaHHS LLIOAO
HaliMeHyBaHHS Ta MiCLie3HaxX0AKEHHS
BMPOGHMKA, K HACNIAOK -BiANOBIAHI 3MiHW Y
TEKCT MapKyBaHHS Nikapcbkoro 3acoby
(BBeAEHHS 3MiH NPOTAroM 6-Tn MicsLiB nicns
3aTBEPKEHHS)

142.

CWHEKOS,

cupon, 1,5 mr/mn no
100 mn a6o no 200
My do1akoHi 3
KPYLLIKOIO Ta MipHOIO
CK/ISIHKOIO; no 1
hN1aKoHy y KapTOHHIi
KopooLi

'CK KoHcbtomep
Xernckep C.A.

LBeiiuapi
A

"CK KoHcblomep
Xenckep C.A.

LLiBeiuapis

BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis:
3MiHK | TUNY - AAMIHICTPaTUBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asBHUKa
(BNacHviKa peecTpauiiHoro NocBigYEHHS) - 3MiHa
HaliMeHyBaHHs Ta agpecu 3asBHuKa (BBeaeHHs
3MiH NPOTArom 6-TW MicAuiB nicns
3aTBEPKEHHS); 3MiHW | TUNY - AgMIHICTPATUBHI
3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo aapecu
MiCLii MPOBaKEHHS AISNbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /ikapcbkoro
3aco0by, BK/IYaUM OinbHULL BUNYCKY cepii abo
MicLie NpoBeAEHHS KOHTPOJIHO SKOCTI.
(misnbHICTb, 3a Ky Bignosigae
BMPOGHUK/iIMNOPTEP, BK/IHOYAKOUM BUMYCK Cepild) -
3MiHa HallMeHyBaHHs Ta agpecy BUPOOHMKa,
AKWIA BiANOBIAAE 3a NOBHUIA LMK BUPOOHMLITBA,
6e3 3MiHN Micus BUPOGHMLTBA. 3MiHV BHECEHI B
IHCTPYKL,il0 ANS MeAMYHOro 3acTOCyBaHHS LL0A0
HaliMeHyBaHHS Ta MiCLie3HaxX0AKEHHS
BUPOGHMKA, SIK HACNiAOoK -BIANOBIAHI 3MiHN Y
TEKCT MapKyBaHHS J1ikapCbKOro 3acoby
(BBeAEHHS 3MiH NpoTAromM 6-Tm micAuiB nicns
3aTBEPKEHHS)

6e3
peyenma

UA/5260/01/01

143.

CIHAPTA®

PO34MH AN iH'EKLN,
200 mr/mn no 2 mn
pO34MHY B amnyni
(amnyna A) y
KOMMNNeKTi 3 1 Mn
PO34MHHYKa
(mieTaHonamiH, Boga
ANs iH’ekuiin) (amnyna
B); no 5 amnyn Aino
S5avnyn By
6nicTepax
BiAnoBigHo; no 1
6nicTepy 3 amnysamu
Aino 1 6nictepy 3

MAT "dapmak”

YKpaiHa

MAT "®apmak”

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHux maTepianis:
3MiHM | TUny - 3mMiHa agpecy BUpo6HKKa AdI
rNI0Ko3aMiHy cynbaty HaTpieBoi coni 6e3 3MiHn
MicUsi BAPOOHULTBA; 3MiHU | TUMY - BUYYeHHS i3
cneundikavii Ta aHaniTUYHUX METOAMK, LLIO
BWKOPWCTOBYIOTLCS A9 NEepPeBipKX AKOCTI
cybcTaHUil (rKo3amiHy cynbgaTty HaTpieBol
COoni), TecTy «Baxki MeTasin», a Takox
BUJTyYEHHSA NOBHOTO BUKNaAy NPOBeAEeHHs
METOAMKM 3a NOKa3HMKOM «MikpobGionoriyHa
yncToTa» (KpUTepii NPUAHATHOCTI Ta BUMOTK
3a/MLweHo 6e3 3MiH); 3MiHK | Tuny - 3MiHa fo
po3giny «CTepubHICTb» MeTOAiB KOHTPO/THO
sKocTi J13. KpuTepii NpUitHATHOCTI Ta BUMOTK

3a
peyenmom

UA/12122/01/01
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Ne Hassa dopma surnycKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocBi04Y€eHHs1
amnynamu B B nauui 3 3a/mweHo 6e3 3mMiH. HopmaTuBHe nocuiaHHs Ha
MapKyBaHHAM [O®Y nonoBHEHO NocunaHHAM Ha EP. MeToq
YKpaiHCbKOK Ta aHanisy BkIoYeHo go AdY ta €D, Tomy
pociiicbkolo MoBamu 3a/IMLLEHO BiAMNOBIJHE NOCUIAHHA Ha
MOHOrpadqito Ta BigNoBigHY CTATTIO Ta BUTYYEHO
NOBHWIA BUKNa[ NPOBEAEHHSI METOAVKM.
144. | CIHOXXAPAI® TabneTku, BKpUTI BepiHrep HimeuunH A eHg Em HimeuuunHa, BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/15721/01/01
nNiBKOBOKO IHrenbxanm a LtabTect MmbX, Ipeuis, 3MiHK || TRy - 3MiHWM BHECEHO A0 IHCTPYKLT 415 peyenmom
o6osoHKot, 12,5 IHTepHewHn M6 X HimeuunHa

Mmr/850 mr; no 10
TabneTok B 6nicTepi;
no 6 6nictepiB y
KapTOHHI KopooLi

(KOHTPO/b AKOCTI
(3a BUHAATKOM
TecTty
"Mikpob6ionoriyHa
ynctota'));
BepiHrep
IHrenbxaiim Ennac
A.E., I'pevis
(BpOGHMLTBO,
KOHTPO/b AKOCTI
(3a BUHAATKOM
TecTty
"Mikpob6ionoriyHa
ynctoTa"),
nepBuHHEe Ta
BTOPUHHE
nakyBaHHs, BUNYCK
cepii); bepiHrep
IHrenbxainm
dapma 'vbX i Ko.
KI', Himeuunna
(BUPOGHMLTBO,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs1,
KOHTPO/b SKOCTI,
BUNYyCK cepii);
K'oEiCIEc ENE,
Ipevis
(anbTepHaTNBHA
na6oparopis Ana
KOHTPO/IO TECTy
"MikpobionoriyHa
unctorta"); labop
N+C AT,
HimeuyunHa

MeAMYHOro 3acTOCYBaHHS NikapCbKoro 3acoby
00 po3ginis "®apmakonoriyHi BnactnsocTi”
(yTouHeHHs iHcbopmaui), "OcobnmsocTi
3actocyBaHHs", "INo6ivHI peakujii”.
3MiHV BHECEHO [0 KOPOTKOT XapaKTepuCTUKM
nikapcbkoro 3acoby go posginis 4.5."OcobmBi
BKasiBKM Ta 3anobixHi 3axoau npu
3acTocyBaHHi", 4.9."Mo6iuHi peakwii", 5.
"®apmakonoriyHi BnactusocTi 5.1.
dPapmakogmHaMivHi BNacTUBOCTI".
BBefeHHA 3MiH NpoTarom 3-x micsAuiB nicas
3aTBEPKEHHS




Hassa
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n/n

JliKapcbKo20
3acoby

dopma surnycKy

3asaBHuUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjitiHo2o
nocsio4eHHs

145.

(anbTepHaTnBHA
nab6oparopia ansa
KOHTPO/O TecTy
"Mikpob6ionoriyHa
ynctota"); Crc
IHCTUTYT
®peseHiyc MvbX,
HimeuunHa
(anbTepHaTMBHA
na6oparopis Ansa
KOHTPO/IO TECTY
"MikpobionoriyHa
yuctorta");
dapm/lor Papma
NopxicTik Tm6X,
HimeuunHa
(anbTepHaTMBHa
OinbHUUA ons
BTOPVHHOTO
nakyBaHHs);
LteremaHH
JNboHhepnakyHreH
yHA, NoricTiwep
Cepsic e. K.,
HimeuunHa
(anbTepHaTMBHa
OinbHUUA ons
BTOPVHHOTO
nakyBaHHs)

CIHIDKAPAI®

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKO10, 12,5
Mr/1000 mr; no 10
Tabnetok B 6nicTepi;
no 6 6nictepis y
KapTOHHIA KOpoo6Li

BepiHrep
IHrenbxanm
IHTepHewHn M6 X

HimeuunH
a

A eHp Em
LWTabTecTt MM6X,
HimeuunHa
(KOHTPO/Ib AKOCTI
(3a BUHATKOM
TecTty
"MikpobionoriyHa
ynuctota'));
Bepinrep
IHrenbxaiim Ennac
A.E., lpeuis
(B1pOGHMLTBO,
KOHTPO/b AKOCTI
(3a BUHATKOM
TecTty
"MikpobionoriyHa

HimeuuunHa,
Ipeuis,

BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis:

3MiHK |l TUNy - 3MiHWM BHECEHO A0 IHCTPYKLIT An1A
Me[MYHOro 3aCTOCYBaHHS Ta NikapcbKoro
3acoby [0 po3ainis "®apmakosnoriyHi
BNacTUBOCTI" (YTOUHEHHS iHchopmaLii),

"Oco6nmBoCTi 3acTocyBaHHA", "MobIUHI peakwii”.

3MiHM BHECEHO [J0 KOPOTKOI XapakTepucTukm
nikapcbKoro 3acoby ao posginis 4.5."OcobauBi
BKas3iBKV Ta 3anobikHi 3axoau npu
3actocyBaHHi", 4.9."M06ivHi peakuii”, 5.

"®apmakonoriyni BnactneocTi 5.1.
dapmakogmMHaMivHi BAaCTUBOCTI".

BBefeHHA 3MiH NpoTAarom 3-x micAuis nicns

3aTBEPAKEHHS

3a
peyenmom

UA/15722/01/01
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Ne Hassa dopma surnycKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocBi04Y€eHHs1
yuctorta"),
nepBuHHE Ta
BTOPWHHE

nakyBaHHs, BUNYCK
cepii); BepiHrep
IHrenbxanm
$apma 'vbX i Ko.
KI, HimeyunHa
(BMpoO6HMLTBO,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BUMNYCK cepil);
K'oEWCIEc ENE,
Ipeuis
(anbTepHaTMBHa
nab6oparopia ansa
KOHTPOIO TecTy
"MikpobionoriyHa
ynctoTa"); flabop
N+C AT,
HimeuunHa
(anbTepHaTMBHA
na6oparopis Ansa
KOHTPO/IO TECTY
"MikpobionoriyHa
ynucrtota"); Crc
IHCTUTYT
®peseHiyc Mm6X,
HimeuunHa
(anbTepHaTMBHa
nab6oparopis onsa
KOHTPOIO TecTy
"MikpobionoriyHa
yucrorta');
dapm/lor Papma
NopxicTik Tm6X,
HimeyunHa
(anbTepHaTnBHA
AinbHUUA ans
BTOPVHHOTO
nakyBaHHs);
LLiteremaHH
JIboHg)epnakyHreH




Hassa

dopma surnycKy

3asaBHuUK

n/n

JliKapcbKo20
3acoby

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjitiHo2o
nocsio4eHHs

146.

CIHIKAPAI®

yHA NoricTiwep
Cepsic e. K.,
HimeyunHa
(anbTepHaTnBHA
AinbHUUA ans
BTOPVHHOTO
nakyBaHHs)

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKOt0, 5 Mr/850
Mr; no 10 TabneTok B
6nicTepi; no 6
6nicTepiB y KAPTOHHIl
Kopoo6Li

BepiHrep
IHrenbxaim
IHTepHewHN Mv6X

HimeyunH
a

A eHf Em
LtabTect MM6X,
HimeuunHa
(KOHTpOAb AKOCTI
(3a BUHATKOM
Tecty
"MikpobionoriyHa
yucrora'));
BepiHrep
IHrenbxaiim Ennac
A.E., lpeuis
(BUPOGHMLTBO,
KOHTPO/b SAKOCTi
(3a BUHATKOM
TecTty
"MikpobionoriyHa
yucrora"),
nepBuHHE Ta
BTOPWHHE
nakyBaHHS, BUNYCK
cepii); bepiHrep
IHrenbxanm
dapma 'm6X i Ko.
KI, HimeuunHa
(B1pOGHMLTBO,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BUNycK cepii);

K toENCIEc ENE,
peuis
(anbTepHaTnBHA
naboparopia Ana
KOHTPO/O TecTy
"Mikpob6ionoriyHa
unctota"); Jlabop

N+C Arl,

HimeuuuHa,
peuis

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:
3MiHK |l TUNy - 3MiHM BHECEHO [0 IHCTPYKLIT 415
MeZIMYHOro 3aCTOCYBaHHSA MiKapCbKoro 3acoby
00 posginis "®apmakonoriyHi BnactneocTi”
(yTouHeHHs iHchopmau,i), "OcobnmsocTi
3acTocyBaHHs", "Mo6iuHI peakwii".
3MiHN BHECEHO [0 KOPOTKOT XapaKkTepuUCTUKM
nikapcbKoro 3acoby Ao po3ainis 4.5 "Ocobnusi
BKasiBK/ Ta 3anobixHi 3axoau npu
3actocyBaHHI", 4.9 "MMob6iuHi peakuji”, 5.
"®apmakonoriyHi BnactnsocTi 5.1.
dapmakogmHaMivHi BAacTUBOCTI".
BBeaeHHs 3MiH NnpoTarom 3-x MicAuiB nmicns
3aTBEePKEHHS

3a
peyerimom

UA/15723/01/01




Hassa

dopma surnycKy

3asaBHuUK

122

n/n

JliKapcbKo20
3acoby

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjitiHo2o
nocsio4eHHs

147.

CIHIXAPLI®

TabneTku, BKpUTI

HimeyunH

HimeuunHa
(anbTepHaTMBHa
nab6oparopis ons
KOHTPOIO TecTy
"MikpobionoriyHa
yncroTa"); Crc
IHCTUTYT
®peseHiyc Mm6X,
Himeyunna
(anbTepHaTnBHA
nab6oparopia ans
KOHTPO/O TecTy
"Mikpo6ionoriyHa
yncrtoTa");
dapm/lor dapma
NopxicTik TM6X,
HimeuunHa
(anbTepHaTMBHA
AinbHUUA ons
BTOPWHHOTO
nakyBaHHs);
LiteremaHH
JNboHbepnakyHreH
yHA, NoricTiwep
Cepsic e. K.,
HimeuunHa
(anbTepHaTMBHA
AinbHUUA ons
BTOPWHHOTO
nakyBaHHs)

NNiBKOBOO
060/10HKO10, 5
mMr/1000 wmr; no 10
Tabnetok B 6nicTepi;
no 6 6nictepiB y
KapTOHHI KopooLi

BepiHrep
IHrenbxanmv
IHTepHewHn M6 X

a

AeHp Em
LWTa6Tect MM6X,
HimeuyunHa
(KOHTPO/b AKOCTI
(3a BUHAATKOM
TecTty
"Mikpob6ionoriyHa
ynctota'));
BepiHrep
IHrenbxaiim Ennac
A.E., I'pevis
(BpOGHMLTBO,
KOHTPO/b AKOCTI
(3a BUHAATKOM

Tecty

HimeuuunHa,
pevys

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis:

3MiHuM Il TMNy - 3MiHN BHECEHO A0 IHCTPYKLi ANs
MeAMYHOro 3acTOCYBaHHS NiKkapCbKoro 3acoby
00 po3ginis "®apmakonoriyHi BnactusocTi”
(yTouHeHHs iHcbopmauii), "OcobnmsocTi
3actocyBaHHs", "INo6ivHI peakujii”.
3MiHV BHECEHO [0 KOPOTKOT XapaKTepuCTUKM
nikapcbkoro 3acoby go posginis 4.5."OcobmBi
BKasiBKM Ta 3anobixHi 3axoau npu
3acTocyBaHHi", 4.9."T106iuHi peakw,ii",
5."®apmakonoriyHi BnactmsocTi” 5.1.
$apmaxkogHaMiyHi B1acTUBOCTI.
BBefeHHA 3MiH NpoTAarom 3-x micsAuiB nicas

3a
peyenmom

UA/15724/01/01
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Ne Hassa dopma surnycKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocBi04Y€eHHs1
"Mikpob6ionoriyHa

yncrtoTa"),
nepBuHHe Ta
BTOPUHHE
nakyBaHHs1, BUNYCK
cepii); BepiHrep
IHrenbxainm
dapma 'mbX i Ko.
Kr, Himeuunna
(BUPOGHULTBO,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs1,
KOHTPO/b SKOCTI,
BUNYCK cepil);
K'loEiCIEc ENE,
pevis
(anbTepHaTMBHA
na6oparopis Ana
KOHTPO/IO TECTY
"MikpobionoriyHa
ynctoTta"); labop
N+C AT,
Himeyunna
(anbTepHaTnBHA
nab6oparopia ansa
KOHTPO/O TecTy
"Mikpob6ionoriyHa
ynctota"); Crc
IHCTUTYT
®pe3seHiyc MvbX,
HimeuunHa
(anbTepHaTMBHA
na6oparopis Ansa
KOHTPO/IO TECTY
"MikpobionoriyHa
ynctorta");
dapm/lor Papma
NopxicTik Tm6X,
HimeuunHa
(anbTepHaTMBHa
OinbHUUA ons
BTOPVHHOTO
nakyBaHHs);

LLiTeremaHH

3aTBEPAKEHHS
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Ne Hassa dopma surnycKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocBi04Y€eHHs1
JNboHhepnakyHreH
yHA, NoricTiwep
Cepsic e. K.,
HimeuunHa
(anbTepHaTMBHa
OinbHUUA ons
BTOPVHHOTO
nakyBaHHs)
148. | cKonrPun Tabnetku no 20 AJTIKANOIO AL Pecny6nik Ankanoig AL - Pecny6nika BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3a UA/10253/01/01
naroCce® mr/12,5 wmr; no 10 Ckon'e a Ckon'e MakefoHist BMNPaB/IeHHS TEXHIYHOT noMunkm y MKA, y peyenmom
TabneTok y 6nictepi; MakefoHis cneumdikauii B po3aini «CynposigHi OMILLKN»
no 3 6nictepu B
Kopobui
149. | COAEPM eMy/IbCisl HaLKipHa Lepmachapm Al HimeuunH Mi6e Tm6X HimeuunHa BHECEHHS 3MiH 0 peecTpauiiHux maTepiasis: 3a UA/10254/04/01
0,1 % no 20 mn, 50 a ApuHaiimiTTens YTOUHEHHS1 peecTpauiiiHoro Homepa B Hakasi peyenmom
My dhnakoHi; no 1 MO3 YkpaiHu
hNakoHy B KApTOHHiIl Ne 1554 Big 05.07.2019 B npoueci BHECEHHA
nauui 3MiH (3MiHu | TUNY - 3MiHK 3 AkocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar signosigHocTi
€Bponelicbkiii hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOBMIEHOTO cepTudikaTa
BiAANOBIAHOCTI ab0 BUNYYEHHS cepTudikara
BiAgNoBigHOCTI €Bponelicbkili hapmakonei: gns
A®I; nnsa BuxigHoro
marepiany/peareHTy/npoMKHOro NPOAYKTY, L0
BUKOPWCTOBYIOTLCA Y BUPOOHNULTBI ADI; Ans
[0MOMDKHOT peyoBUHU (cepTudikat
BiANOBIAHOCTI €Bponeichbkiin thapmakonei) -
OHOB/EeHWI cepTudikaT Big, y>e 3aTBepaAXeHoro
BUPOOGHMKA - NOAaHHs OHoBrieHoro CepTudikary
BiNOBIAHOCTI €Bponelicbkiin hapmakonei R1-
CEP 2003-095-Rev 03 (nonepegHs Bepcist R1-
CEP 2003-095-Rev 02) Bif BXe 3aTBEpPKEHOr0
BMpo6HuKa Teva Pharmaceutical Industries LTD,
India gns A®| 6eTameTasoHy Baniepary).
Pepaxuia B Hakasi - UA/10254/01/01.
3anponoHoBaHa pegakuis - UA/10254/04/01.
150. | TEBA/IOP-TEBA | Tabnetku ons TOB «TeBa YkpaiHa BankaHdapma- Bonrapis BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 6e3 UA/4271/01/01
CMOKTaHHs no 20 YKpaiHa» Pasrpag AT, 3MiHa 3asBHMKa (BlacHUKa peecTpaviiHoro peyenma
TabneTok y 6nictepi; Bonrapis; noceigyeHHsn) (3rigHo Hakasy MO3 Big,
no 1 abo 2 6nictepu B BankaHdapma- 23.07.2015 Ne 460).
KapTOHHIN nauui OynHuus AT,
Bonrapis
151. | TETPAKCUM®/ cycneHsis ans CaHodpi MacTep ®paHuisa NOBHUIA LMK PpaHuis/ BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3a UA/13069/01/01
TETRAXIM iH'ekuii mo 0,5 mn (1 BUPOBHULTBA, YroplimHa 3MiHU | TNy - AAMIHICTpaTUBHI 3MiHW. 3MiHa peuyenmom




Ne Hassa dopma surnycKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocBi04Y€eHHs1

BAKUVHA And nosa); no 1 KOHTPO/b SIKOCTI, HallMeHyBaHHs Ta/abo afpecy 3asBHMKa

MPO®ITAKTUKN nonepegHL0 BTOPVHHE (BNacHviKka peecTpauiiHoro NocBig4YeHHs) - 3MiHa

DUNOTEPII, 3anoBHEHOMY LUNpULLy nakyBaHHs1, BUMYCK afpecy Ta HallMeHyBaHHS 3aBHUKA; 3MiHW |

NMPABLA, 3 NPUKPINIEHOI0 cepi: TMny - AAMIHICTpaTBHI 3MiHW. 3MiHa Ha3BU

KALLUTIOKY ronkoto (a6o 2-ma CaHodpi MacTep, NiKapcbKoro 3acoby - 3MiHa Ha3BW NikapCbKoro

(ALENONAPHA OKpeEMUMY rosikamu), ®paHuis; 3acoby. 3aTBepaKeHo:

1 KOMMOHEHT) L0 MICTUTb BTOPVHHE TETPAKCUM/TETRAXIM BakuuHa ans

TA cycnexsito gns nakyBaHHs: npoduinakTukm andpTepii, NpasLs, KaLLmokKy

NonIoMIENITY
A[ICOPEOBAHA,
IHAKTVIBOBAHA,
PIOKA

iH'EKL, B KAPTOHHIN
KopobLi abo B
CcTaHfapTHO-
€KCMOPTHIi ynakoBLi
B KapTOHHI1 kopobui

CaHodi-ABeHTIiC
Mpaiisit Ko. fiTg,,
YropLmHa

(auentonsapHUiA KOMMOHEHT) Ta NonioMieNiTy
afcopboBaHa, iIHaKTMBOBaHa, pigka
3anponoHoBaHo: TETPAKCIM®/TETRAXIM
BakumHa ons npodpinaktvikn audptepii, npasus,
KaLL/IIoKy (auentonsipHUin KOMMOHEHT) Ta
noniomienity agcopboBaHa, iHakTVBOBaHa; 3MiHW
| TNy - AOMiHICTPaTMBHI 3MiHU. 3MiHa
HallMeHyBaHHs Ta/abo agpecu Micus
NpoBapKEHHN AISNbHOCTI BUPOOHMKa/imnopTepa
roTOBOrO /liKapCbKOro 3acoby, BKIO4aoum
LinbHULL BUNYCKY cepii abo MicLe npoBefeHHs
KOHTPO/IIO SKOCTI. (AiANbHICTb, 3a AKy BignoBsifae
BMPOGHUK/iIMNOPTEP, BK/IKOYAKOUM BUMYCK CEpilt) -
npvBeAeHHs HaliMeHyBaHHs Ta agpecu
BMPOOHMKA, LLO BifNOBIAaE 3a BUMYCK cepii, y
BiANOBIAHICTb A0 BUCHOBKY LL0A0
nigTBEpKEHHS BiANOBIAHOCTI BUPOGHULITBA
nikapcbkux 3acobis Bumoram HBIM; 3MiHu | Tuny
- AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micusa NPOBaIXeHHs AisNbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /ikapcbkoro
3aco6y, BKIKYaluM AifbHULI BUNYCKy cepii abo
MicLie NPOBEeAEHHS KOHTPOJIIO AKOCTI.
(misnbHiCTb, 3a AKy Bignosigae
BMPOGHUK/iIMNOPTEP, BK/IKOYAKOUM BUMYCK Cepilt) -
npvBeAeHHs HaliMeHyBaHHs Ta agpecu
BMPOGHMKA, LLO BiANOBIAAE 3a BUMYCK Cepii y
BiANOBIAHICTb A0 BUCHOBKY LL0A0
nigTBEpKEHHS BiANOBIAHOCTI BUPOBGHULITBA
nikapcbkux 3acobis Bumoram HBIM; 3MiHu | Tuny
- AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micusa NPoBamXeHHs AisNIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /ikapcbkoro
3aco6y, BKIKYaKuM AibHULI BUNYCKy cepii abo
MicLie NPOBEeAEHHS KOHTPOJIIO AKOCTI.
(misnbHiCTb, 3a AKy Bignosigae
BMPOGHUK/IMNOpTEpP, HE BK/IKOYAK4M BUMYCK
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n/n

Hassa
JliKapcbKo20
3acoby

dopma surnycKy

3asaBHuUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjitiHo2o

152.

cepiid) -3MiHa HaliMeHyBaHHs Ta afipecu micus
NPOBaKEHHA AiSNIbHOCTI BUPOOHMKA,
BifJNOBIAa/IbHOrO 38 BTOPMHHE MakKyBaHHS; 3MiHN
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKMiA
3aci6. 3miHM y BUpo6bHULTBI. 3amiHa abo
BBEJEHHS A0AATKOBOI AifIbHULI BUPOOHNLTBA
[ANS YacTnHM abo BCbOro BUPOGHMNYOro npouecy
rOTOBOrO /liKapCbkoro 3acoby (iHLWi 3MiHK) -
YTOUHEHHS OYHKLIi AiNbHULB BUPOOHNLTBA
roTOBOro NikapcbKoro 3acoby; 3MiHu | Tuny -
3MiHM 3 iKOCTi. [0TOBWIN Nikapcbkuii 3aci6.
KoHTposb roToBoro siikapcbkoro 3acoby (iHLwi
3MiHW) - Nnepe3aTBepPIKEHHS AHAMITUYHOT
HopmMaTMBHOI fokymeHTauii (AH[) Ha MeToam
KoHTponto skocTi (MKS) 3 meTol npuBeaeHHs
00 BuMor Hakasy MO3 Ykpainn Ne460 Big
23.07.2015 p.; 3miHu | TMRY - 3MiHK WOA0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHW) - 3aMiHa rpacivyHOro 306paxeHHs
yMakoBKN Ha TEKCT MapKyBaHHS AJ15 NEPBUHHOT
Ta BTOPVHHOT yNakoBkN AN NPUBEAEHHS Y
BignoBiaHICTb A0 Hakazy MO3 YkpaiHu Ne 426
Big, 26.08.05 (y pegakuii Hakazy MO3 YkpaiHu
Ne460 Big 23.07.2015 p.); 3miHu | Tvny - 3MiHKn
wopo 6e3snekv/epekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) - MeTa Ui€il 3MiHn
— 3apeecTpyBaTu a/lbTEPHATUBHUI BUS,
MapKyBaHHS A1 BTOPUHHOT YNaKoBKMN Y 3B'A3KY 3
BnpoBamkeHHsM CTparerii komnaHii «CaHodi
Mactep» woao 60poTbby 3 hanbcudikoBaHo
npoaykuieto, B paMkax sKoi byae
BMKOPMCTOBYBATNCb MEXaHi3M KOHTPO/IHO
nepLIoro po3KpuUTTS (kianaH-Haknelika abo
eTUKEeTKa KOHTPO/II0 NEPLUIOro PO3KpUTTS). Y
3B'A13Ky i3 3anpONOHOBAHUMY 3MiHaMK
[0A3€ETbCA 2 HOBUX BUAV BTOPMHHOI YNakoBKK

nocBi04Y€eHHs1

TETPAKCUM®/
TETRAXIM
BAKLUHA ANsi
MPODINAKTUKN
OANDTEPI,
KALLI/THOKY
(ALEENONAPHU
N KOMIMOHEHT),

NMPABUA TA

cycneHsis ans
iH'ekyiri mo 0,5 mn (1
nosa); no 1
nonepeaHLo
3aMoBHEHOMY LUMpULY
3 NPUKPINIEHOI0
ronkoto (abo 2-ma
OKpeMUmMu ronkamu),
L0 MIiCTUTb

CaHocdpi MNactep

PpaHuis

NOBHUIA LMK
BMPOGHMLTBA,
KOHTPO/b SIKOCTI,
BTOPUHHE
nakyBaHHs, BUNYCK
cepii:
CaHodpi Mactep,
®paHuis;

BTOpPUHHE

dpaHuia/
YropmHa

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis:
3Minu | TUnYy - 3MiHn 3 akocTi. A®Il. KoHTponb
A®l. 3miHa y napameTpax cneuudikauii Ta/abo
LONYCTUMUX MEX, BU3HAYEHMX Y cneumdikaLisx
Ha A®l, abo BMXigHWIA/NPOMKHWIA
npoAayKT/peareHT, WO BUKOPUCTOBYIOTHCS Y
npoueci BupobHuLTBa AP| (3BYXXEHHS
[ONyCTUMUX MEX, BU3HaUYeHuX y cneuudikadir) -
LofaBaHHA BOAN ANS iH'EKUIN, L0

3a
peyenmom

UA/13069/01/01
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Ne Hassa dopma surnycKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocBi04Y€eHHs1
noniomMienity cycneHsito ansa naxkyBaHHs: BUKOPWUCTOBYETLCS A5 NPUroTyBaHHA
AACOPBOBAHA, | iH'eKUiil, B KAPTOHHIN CaHochi-ABeHTic KynbTypasibHOrO cepefosuiLa Bordet-Gengou
IHAKTUBOBAHA, | kopobuj a6o B Mpaiisit Ko. T4, Ansa poboumnx nocisHux cepiit (Working Seed Lot)
PIAKA cTaHAapTHO- YropwmHa Bordetella pertussis y 6yaisni V18. TepMiH
€KCMOPTHIN ynakosLi BBE/IEHHS 3MiH - CiyeHb 2021 p. 3minu Il Tuny -
B KapTOHHI kopobuj 3miHu 3 gkocTi. A®l. KoHTponb A®l. 3miHa y
MeTofax BunpobysaHHsa APl abo BuxigHoro
mMarepiany/npoMiXHOro NPoAyKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS Y NpoOLeCi BUPOo6HMLTBA ADI
(cyTTeBa 3MiHa Yy
6ionoriyHoMy/iMmyHONOriYHOMY/iIMYHOXIMIYHOMY
MeToZi BUNpobyBaHHA abo MeTofj, y skoMy
BMKOPUCTOBYETbLCA 6ionoriyHuiA peareHT ans
6ionoriyHoro A®l, abo iioro 3amiHa) -
MoBepHeHHS A0 BUKOPUCTaHHA BUPOGHNYOro
ctaHgapty (batch FPS06-11) ans FHA
antigenicity test Ta otnumisauis ELISA FHA
titration method. BHeceHHs pefakLiliHAX NpaBokK
0o posginy 3.2.5.2.3.
153. | TUPOrEH® 0,9 NMOPOLLOK A/1A [bxeHsarim FOpon Higepnax BTOPVHHA Benuka BputaHis/ BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3a UA/9743/01/01
Mmr NpUroTyBaHHsA B.B. an yrnakoBka, [03Bin Ipnangis/ 3MiHK | TUNY - AOMIHICTpaTUBHI 3MiHW. 3MiHa peyenmom
po3uuHy (0,9 mr/mn) Ha BUMycK cepii: CWA HallMeHyBaHHs Ta/abo agpecu Micus

ANns iHekyin no 1,1
Mr; 2 01aKOHU 3
MOPOLLKOM Y
KapTOHHI KOpoo6Li

[xeHsalim
Nimiteq, Benuka
BpuTaHis;
BVPOGHMLTBO
KiHUEeBOro
npoayKTy
(fillfinish),
KOHTPO/b cepil,
nepBuHHa Ta
BTOPWHHA
ynakoBka, [j03Bi/1
Ha BUMYCK cepii:
[bxeHszaim IpnaHg
Nimiten, IpnaHgjs;
nepBuHHa
ynakoBka:
Xocnipa IHkK.,
CLUA;
BVPOGHMLTBO
Hepo3dacoBaHO|
NPOAYKLT:
[xeHsalim
KopnopeiLuH,

NpoBafKeHHs AiSNbHOCTI BUPOOHMKa/imnopTepa
roTOBOrO /liKapCbKOro 3acoby, BKIO4aum
LiNbHULL BUNYCKY cepii abo micLe npoBefeHHs
KOHTPO/II0 SKOCTI. (AiANbHICTb, 3a AKy BignoBifae
BMPOGHUK/iMNOPTEP, BK/IHOYAKOUM BUMYCK Cepild) -
3MiHa agpecu BUpo6HUKa M3 [xeH3aim
Nimitea, Benuka BputaHia (BTOpVYHHA ynakoBka,
[03BiN Ha BUNycK cepii), 6e3 3MiHN MicLs
BUPOGHMLTBA (BBEAEHHS 3MiH NPOTATOM 6-Tu
MiCALIB MiCNA 3aTBEPKEHHS)
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Ne Hassa dopma surnycKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocBi04Y€eHHs1
CLLA
154. | TOPACEMIA MOPOLLIOK MNAT "®dapmak” YkpaiHa Xyb6ei biokos Kutai BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: - UA/10597/01/01
MIKPOHI3OBAH (cybeTaHuis) y XelineH 3MiHM | TUMy - 3MiHa y MeToAax BUNpo6yBaHHS
nin naketax dapmacboTikan Ad| abo BUXigHOrO MaTepiany/npoMiKHOro
nonieTnIeHoBmxX Ko., 14 npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
NoABIHMX Ans npoueci BupobHuutea A®I - 3mMiHa MeToAVKY
BMPOGHMLTBA KOHTPO/II0 NokasHuka «Po3mip yacTok»,
CTEePUNbHUX BM3HAYEHHS MPOBOANTLCA CYXMM METOA0M;
niKkapcbknx hopm 3MiHM | Tuny - 3MiHK B Npoueci BupobHuytea Ad|
- 3MiHa MeToAy MIKpOHi3aLii y npoueci
BMpo6HMLUTBa ADI. Ha 5 Ta 6 cTagisax
BMPOGHMYOro npouecy (cTagis KoHAeHcauii Ta
OUYMCTKM HEOUMLLLEHOro Topacemiay) Bigdynucs
He3HauHi 3MiHW y BUPOBHNYOMY MpoLieci
OTpUMaHHS cybCcTaHLUil Topacemig,
MiKpOHi30BaHWiA, a came, 6y/n 3MiHeHi
peareHTU, siki BAKOPUCTOBYOTbCS A5 3MiHN pH
cMcTeMM Npu KpucTanizawii cybcTaHuii; 3miHum 11
TMNy - 3MiHa y napameTpax cneuudikayin Ta/abo
A0MNYCTUMUX MEX, BU3Ha4YeHuX y cneumdikanisx
Ha A®I, a0 BMXigHWIA/NPOMDKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTBa AP| - 3MiHN HOPMYyBaHHS
3a NoKasHMKOM «Po3mip yacTok» y Crnieumndikadii
Ha A®I.
155. | TPAHEKCAM PO3UMH AN IH'EKLN, Aan "CTALA- YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTepiasis: 3a UA/7884/02/01
50 mr/mn, no 5 mn B YKPAIHA" akuioHepHe BUNPAaB/IEHHS TEXHIYHUX NOMW/IOK B METOAAX peyenmom
amnyni; no 5 amnyn B TOBapUCTBO KOHTPO/IH0 rOTOBOrO /iKapCbKOro 3acoby B
KOHTYPHIlA YapyHKOBIlA "JlekxiMm-XapkiB" p.«KinbKiCHe BU3HAYEHHSI»
ynakosLyj; no 1 a6o no
2 KOHTYpPHI YapyHKOBI
yNakoBKM B NayLi
156. | TPUAEPM® Masb no 15ra6o 30r LWepiHr-Mnay Lseiiuapi LWepiHr-Mnay Benbris BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/2022/02/01
y Ty6i; no 1 1y6i B CeHTtpan lct Al A Na6o H.B. 3MiHM | TUNY - AAMIHICTPaTUBHI 3MiHX. 3MiHa peyenmom
KapTOHHI KOpooLi HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
(BnacHvKa peecTpauiiiHoro NocBig4eHHs) - 3MiHa
afipecu 3asiBHUKa
157. | TPUSUNNH® TabneTkun TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3a UA/12303/01/01
NOHIr NPOMOHIroBaHoI Aji no "MIKPOXIM" "MIKPOXIM" 3MiHK | TUNy - 3MiHa Yy MeTogax BUNpobyBaHHS peyernmom
500 wmr; no 28 roTOBOrO NiKapCbKOro 3acoby (iHLWi 3MiHW Y
TabneTok y 6aHLui; no MeToAax BUMPOoGyBaHb (Bk/IOYatoumn 3amiHy abo
1 6aHui B nauui 3 [ONOBHEHHS)
KapToHY
158. | TPUBNMNNH® TabneTkun TOB HB® YkpaiHa TOB HB® Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/12303/01/02
JNOHI" NPOSIOHrOBaHOI Aji No "MIKPOXIM" "MIKPOXIM" 3MiHK | TNy - 3MiHa Yy MeToAax BUNpobyBaHHS peyenmom
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Ne Hassa dopma surnycKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocBi04Y€eHHs1
750 wmr; no 28 roTOBOrO NiKapcbKoro 3acoby (iHLWi 3MiHN y
Tabnetok y 6aHui; no MeTofax BMNpobyBaHb (BK/IOUaKUM 3aMiHy abo
1 6aHuj B nayi 3 [ONOBHEHHS)
KapTOoHY
159. | TPUNMNNH® TabneTku TOB HB® YkpaiHa TOB HB® Ykpaina BHECEHHS 3MiH [0 peecTpauiiHux maTepianis: 3a UA/12303/01/03
NOHIr NPOMIOHroBaHoi Aji no "MIKPOXIM" "MIKPOXIM" 3MiHM | TUMy - 3MiHa y MeToAax BUNpo6yBaHHS peyenmom
1000 mr; no 28 roTOBOrO NiKapCcbKoro 3acoby (iHLWi 3MiHN y
Tabnetok y 6aHui; no MeToZax BUNpobyBaHb (BKIOUaKUM 3aMiHy abo
1 6aHuj B nayui 3 [ONOBHEHHS)
KapTOoHY
160. | TPMUHOMIA® Kancysim TBepgi no deppep Icnanis deppep IcnaHis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/15408/01/01
100 mr/20 mr/10 mr; IHTepHaujioHanb, IHTepHauioHanb, 3MiHn | TUNY - 3MiHK 3 siKoCTi. FoTOBUIA peuyenmom
no 7 kancyny C.A. C.A. nikapcbknii 3aci6. CTabiNbHICTb. 3MiHa y
6nictepi; no 4 TepMiHax npugaTHOCTI abo ymoBax 36epiraHHs
6nicTepy B KapTOHHIiA rOTOBOrO JliKapCcbKoro 3acoby (36iNbLUeHHs
Kopoo6Li TepMiHy NPUAATHOCTI FOTOBOTO NiKapCbKOro
3acoby) - [l/191 TOproBoi ynakoBku
(niaTBEPOKYETLCA AAHUMW PEeasIbHOro Yacy) -
36iNbLUEHHA TEPMIHY NPUAATHOCTI FOTOBOrO
NiKapCbKoro 3acoby Ha OCHOBI MO3UTUBHUX
pe3ynbTaTiB JOBrOCTPOKOBUX AOCAIMKEHD
CTabiNIbHOCTI Y peasibHOMY Yaci: 3aTBepKeHo:
TepMiH NpuaaTHoCT. 2 PokKU. 3anponoHoOBaHo:
TepMiH npugartHocTi. 3 poku. BBeeHHs 3MiH
NpoTArom 6-Tu MiCALIB NiCNA 3aTBEPMKEHHS.
161. | TPUHOMIA® Kancysnm Teepai no deppep Icnanis deppep Icnanis BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3a UA/15409/01/01
100 mr/20 mr/5 Mr no IHTepHaujoHanb, IHTepHauioHanb, 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FoTOBMIA peuenmom
7 kancyn y 6nictepi; C.A. C.A. nikapcbkuii 3aci6. CTabinbHicTb. 3miHa y
no 4 6nictepu B TepMiHax NpuaaTHOCTi abo ymoBax 36epiraHHs
KapTOHHI KOpooLi rOTOBOrO J1iKapCbKOro 3acoby (36iNbLUeHHs
TepMiHy NPUAATHOCTI FOTOBOTO NiKapCbKOro
3acoby) - 115 TOproBoi ynakoBKu
(niaTBEPOXYETLCA AAHUMW PEeasTbHOro Yacy) -
36iNbLUEHHA TEPMIHY NPUAATHOCTI FOTOBOIO
NiKapCbKOro 3acoby Ha OCHOBI MO3UTUBHUX
pe3ynbTaTiB JOBrOCTPOKOBUX AOCAIMKEHD
CTabiNIbHOCTI Y peasibHOMY Yaci: 3aTBep)KeHO:
TepMiH NpuaaTHoCTI. 2 PokKU. 3anponoHOBaHO:
TepMiH npugartHocTi. 3 pokn. BBeAeHHs 3MiH
NpoTArom 6-Tn MiCALIB NiCNA 3aTBEPMKEHHS.
162. | TPUHOMIA® Kancynm Teepai no deppep Icnanis deppep Icnanis BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3a UA/15410/01/01
100 mr/20 mr/2,5 wmr; IHTepHaujioHanb, IHTepHauioHanb, 3MiHu | TUNY - 3MiHK 3 siKOCTi. FoTOBUIA peuenmom
no 7 kancyny C.A. C.A. nikapcbkuii 3aci6. CtabinbHiCTb. 3miHa y

6nicTepi; no 4
6icTepy B KApPTOHHI

TepMiHax NnpuaaTHoCTi abo ymoBax 36epiraHHs
roTOBOrO NikapcbKoro 3acoby (36iNbLUeHHs
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n/n

Hassa
JliKapcbKo20
3acoby

dopma surnycKy

3asaBHuUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjitiHo2o
nocsio4eHHs

KopoobLi

TepMiHy NpnAaTHOCTI rOTOBOrO NikapCcbKoro
3acoby) - 1519 TOpProsoi ynakoBku
(nigTBEPOKYETLCA AaHUMK peasibHOro vacy) -
36i/IbLUEHHS TEPMiIHY NPUAATHOCTI FOTOBOr0
NiKapcbKoro 3acoby Ha OCHOBI MO3UTUBHUX
pe3ynbTaTiB JOBrOCTPOKOBUX AOCAIMKEHD
CTabiNbHOCTI y peasibHOMY Yaci: 3aTBepKeHo:
TepMiH NpMAATHOCTI. 2 POKKU. 3anpPONOHOBAHO:
TepmiH NpugaTHoOCTi. 3 pokn. BBeAeHHS 3MiH
NPOTSArom 6-Tv MiCAILiB MicNs 3aTBEPAKEHHS.

163.

TPUCONb

PO34nH ANs iHdy3il,
no 200 a6o no 400
M1y NAsLKax

MpusatHe
akuioHepHe
TOBapUCTBO

"lHdpysia"

YkpaiHa

MpusatHe
akuioHepHe
TOBapUCTBO

"IHdpysia”

Ykpaina

BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis:
3MiHM | Tuny - 3MiHK 3 skocTi. [oToBWMiA
nikapcbkuid 3aci6. 3MiHM y BUPOGHULTBI. 3aMiHa
ab0 BBefeHHs A04aTKOBOT AiNIbHUL
BMPOGHMLITBA [/151 HaCTVHM ab0 BCbOro
BMPOGHNYOro NpoLecy roToBoro Nikapcbkoro
3acoby (AinbHWLUA, Ha SKili NpoBOAATLCSA OyAb-
AKi BUPOGHWYI CTagii, 3a BUHATKOM BUMYCKY cepii,
KOHTPOJII0 SAKOCTi Ta BTOPMHHOTO NakyBaHHA A1
CTEepW/IbHUX JiKapCbKUX 3ac06iB (BKIOUaun
BMPO6IEHi acenTYHUM MeToA0M), KpiM
nikapcbkunx 3acobiB 6i0N10rivYHOro/iMyHONOr4YHOro
noxomxeHHs). CynyTHs 3mMiHa - 3MiHU 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHN Yy
BMPOGHMUTBI. 3amiHa abo BBeAeHHS A0AAaTKOBOT
AinbHULI BUPOGHMLTBA A1 YacTUHM abo BCbOro
BMPOGHNYOro NpoLecy roToBoro Nikapcbkoro
3acoby (ginbHULA 418 BTOPUHHOTO NakyBaHHS) -
3MiHM 3 AKOCTi. FOTOBMIA NiKapCbkunii 3aci6. 3miHK
y BUPOGHMLTBI. 3MiHM y NpoLieci BUPO6GHMLTBA
roTOBOrO /liKapCbKOro 3acoby, BKIo4aoum
NPOMDKHWIA MPOAYKT, L0 3aCTOCOBYETLCSA NpU
BVMPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby (iHLui
3MiHW) - BBEA,€HHSA A0AATKOBOT AiNbHULL
BMPOGHMLTBA. CXema, TEXHOOrIYHI cTagil
BMPOGHMLITBA, NapaMeTpn KOHTPOJIO B MPOLLECH
BMPOOHMLTBA HE 3MIHIOITbCA. He3HauHi 3MiHM B
o6nagHaHHI BignosigatoTb Bumoram GMP; 3miHa
BUKNaZeHHs iHhopmMaL,ii y cxeMmi i onuci
BUPOGHMLTBA; 3MiHA TepMiHy 36epiraHHs
NPOMDKHOI NPOAYKUiT ; 3MiHK | TURY - 3MiHK 3
AKoCTi. [OTOBWIA Nikapcbkunii 3aci6. 3MiHN Yy
BMPOBGHULTBI. 3MiHa iMnopTepa/3amiHu, LWo
CTOCYHTbCS BUMYCKY cepii Ta KOHTPOJIH0 AKOCTI
roTOBOro flikapcbKoro 3acoby (3amiHa abo

3a
peyerimom

UA/12137/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma surnycKy

3asaBHuUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjitiHo2o
nocsio4eHHs

[oflaBaHHA BMPOOHUKA, L0 BignoBigae 3a
BBE3€EHHA Ta/abo BMnyck cepii) - Bkatovaroun
KOHTPO/b/BMNPOGYBaHHSA cepii - BBEAEHHS
[04aTKOBOT AiNibHULI BUPOBHULTBA (3arasibHa
KiNIbKICTb YNakoBOK 3 HOBOK aApecold CTaHOBUTb
4 WTyKK, WO NOB'A3aHO 3 BUKOPUCTaHHAM Y
BUPOGHMLTBI NASALWOK ABOX TUNIB 3 AiaMeTpoMm
ropsIoBMHM 17 MM Ta 3 AiaMeTpoM ropsIoBUHU 22
MM). 3MiHM BHECEHI B po34in
"Micue3HaxokeHH BUPO6HVKa Ta agpeca
MiCLii MPOBA)KEHHS NOr0 Ais/IbHOCTI"
(BBEAEHHSA [4OAATKOBOI Ai/TbHML BUPOOHULITBA) B
IHCTPYKL,it0 4151 MEANYHOrO 3aCTOCyBaHHS
NiKapcbKoro 3acoby Ta sk HacnigokK -
3aTBEPAKEHHSA TEKCTY MapKyBaHHSA ynakoBKu
[O151 HOBOI BUPOGHMYOT AiNbHUL; 3MiHK | Tuny -
3MiHu 3 SKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHa po3Mipy cepii (Bk/Iovaoum
Jiana3oH po3mipy cepii) roToBOro Nikapcbkoro
3aco6y (3mMeHLeHHs 0 10 pasiB) - 3MEHLLEHHS
TEOPeTUYHOro Po3Mipy cepii roToBOro
nikapcbKoro 3acoby (3aTsepmpxkeHo: 2000,00 n,
3anponoHosaHo: 2000,00 n Ta 500,00 n)

164.

DABPA3NM®

MOPOLLOK ANA
NpUroTyBaHHs
KoHueHTparty (5
Mr/mn) 4ns po3vnHy
ONs iHgy3ili; no 5 mr
abo no 35 mry
chnakoHi; no 1
p1aKOHY B KapPTOHHIl
Kopoo6Li 3
MapKyBaHHAM
YKPaiHCbKOK MOBOO

[xeHzaiim FOpon
B.B.

HigepnaH
an

[bxeHzaim lpnaHg
Nimiten, lpnaHgis
(BMPOGHMLTBO
KiHUEeBOro
NpoAyKTY
(fillfinish),
KOHTPO/b cepil,
nepBuHHA Ta
BTOPWHHA
ynakoBka, A03BiN
Ha BUMycK cepii
(ansa cdonakoHy no
35 mr)); DxeHzaiim
Nimiten, Benvka
BpuTanis
(BTOpWHHA
ynakoBka, A403BiN
Ha BUMycK cepii);
Xocnipa IHkK.,
Cnonyueni Wratn
AmMepukn
(BMPOGHMLTBO,

Ipnangis,
Benvka BputaHis,
CronyyeHi WraTn

Awmepukn

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis:
3MiHK | TUNy - 3MiHa y MeTogax BUNpobyBaHHS
rOTOBOrO /liKapCbKoro 3acoby (Hes3HauHa 3miHa y
3aTBEPMKEHNX METOAaX BUNPOGYBaHHS); 3MIHN
Il TNy - 3MiHa y NnapameTpax cneuudikaiii
Ta/abo fonyCTUMUX MEX, BUSHAUEHUX Y
cneumdikauisix Ha Adl, abo
BUXiAHWIA/NPOMIDKHWIA NpOAYKT/peareHT, Wwo
BMKOPMCTOBYIOTbCS Y Npoueci BupobHuytea Ad|
(Buny4eHHs napameTpa cneundikauii, akui
MOXe MaTu CyTTEBWI BNMB Ha skicTb A®| Ta/abo
roToOBOro MikapcbKoro 3acoby)

3a
peyenmom

UA/10306/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma surnycKy

3asaBHuUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjitiHo2o
nocsio4eHHs

nepBrHHA
ynakoBka)

165.

DEPNHXEKT®

PO34MH ANS iH'EKLN
Ta iHysiiA, 50 mr/mn,
no 2 mn a6o no 10 mn
y chnakoHi; no 1 a6o 5
(p1aKOHIB Yy KApPTOHHiIl
Kopoo6Li

Bidhop (IHTepHeLuHn)
IHK.

LBeiiuapi
A

Ali i Ti Bionorika
v6X , HimeyunHa
(BMPOGHMLTBO
Hepo3dacoBaHOT
NpoAYyKLUIT,
nepBuHHa Ta
BTOPUHHA
ynakoBka );
BINCO 'méX,
HimeuunHa
(BUPOBHMLTBO
Hepo3dgracoBaHol
nNpoayKLUiT,
nepBuHHA Ta
BTOPWMHHA
ynakoBka);
BAIIOA,
LLisefiuapis
(BTOpWHHA
ynakoBka); Bidhop
(IHTEepHeLWwHN) IHK.,
LLiBeiiuapis
(BTOpUHHA
ynakoBka, f,03BiN
Ha BMNycK cepii )

HimeuuunHa,
LLiBeiiuapis

BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis:
BvnpasBneHo TeXHIYHY NMOMW/IKY B TEKCTI
MapKyBaHHA BTOPUHHOT YNakoBK/ rOTOBOIO
nikapcbKoro 3acoby y p. "YMoBU 36epiraHHs".

3a
peyenmom

UA/13356/01/01

166.

POTUN®

Kpanni o4Hi; no 5 mn y
dnakoHi-
KpanenbHuLj; no 1
dnakoHy-
KpanesibH1Lji B
KapTOHHI Kopoo6Li

CaHTeH AT

PiHNAHAIA

Bupo6HuK
BiANOBIAa/IbHMI 32
BMPOGHULITBO in
bulk, nepsuHHy Ta
BTOPVIHHY
yNaKkoBKy,
KOHTPONb SIKOCTI:
Hekct®apma AT,
PiHNAHAIS;
Bupo6HuK
BiANOBIAa/IbHMI 32
BMPOGHULITBO in
bulk, nepsuHHy Ta
BTOPVIHHY
yNaKkoBKy:
CaHTeH
dapmacbtoTikan
(Kutait) Ko. NlTa,

PiHnaugia/
Kutait

BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis:
3MiHK | TUNY - AOMIHICTpaTVBHI 3MiHK. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NpoBapKeHHA AiSNbHOCTI BUPOOHMKa/iMnopTepa
roTOBOrO JliKapCbKOro 3acoby, BKIHOUaoum
OiNbHULI BUNYycKy cepii abo Miclie NnpoBeAeHHs
KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKy Bignosifae
BMPOGHUK/IMMOPTEP, HE BK/IOYAKUN BUMYCK
cepiii) - 3MiHa Ha3BU BUPOBHWYOT AiNbHULL
BiAANOBIA&/IbHOI 3@ BUPOGHULITBO, MEPBUHHOI Ta
BTOPWHHOT YNaKoBKMW, KOHTPOJIIO AKOCTI CaHTeH
AT, ®iHnaHgis Ha Hekct®apma AT, ®iHnaHais
BHACMIA0K Npofaxy BUPOOHNYOT AiNbHULL.
Bunpo6HuK, BignoBiganbHWiA 3a BUNYCK cepii
3a/MWaeTbesA 6e3 3MiH

3a
peyenmom

UA/2384/01/01
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Ne Hassa dopma surnycKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocBi04Y€eHHs1
KuTaii;
Bupo6HuK
BignoBiganbHMi
BUNYCK cepil:
CaHTeH AT,
diHnAHgIA
167. | POTUN® ®OPTE | kpani oyHi; no 5 mny CaHTeH AT PiHNAHAIA Bupo6HuK ®iHnaHgia/ BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3a UA/2384/01/02
nosieTuneHoBomy BiANoBiganbHNIA 3a Kutai 3MiHU | TNy - AOMIHICTpaTUBHI 3MiHW. 3MiHa peyenmom
donakoHi- BMPOBHMUTBO in HallMeHyBaHHs Ta/abo agpecu Micus
KpanesbHuui; no 1 bulk, nepBuHHY Ta NpPOBaKEHHS AisSi/IbHOCTI BUPOBHUKa/imnopTepa
h/1aKOHY B KapTOHHIi BTOPVIHHY roTOBOrO /iKapCbKOro 3acoby, BK/IO4aum
KopoobLi ynakoBKY, LiNbHULL BUNYCKY cepii abo micLe npoBefeHHs
KOHTPO/b SKOCTi: KOHTPOHO SIKOCTI. (AiSNbHICTb, 3a Ky BignoBigae
Hekct®apma AT, BMPOGHUK/IMNOPTEP, He BK/THOYAKUM BUMYCK
DiHNAHAIS; cepiii). 3MiHa Ha3BW BUPOGHNYOT AiNbHUL
Bupo6HuK BiANOBIA&/IbHOI 3@ BUPOGHMLTBO, MEPBUHHOI Ta
BiANoBiganbHMIA 3a BTOPVHHOT YNakKoBKW, KOHTPOIO AKOCTI CaHTeH
BMPOBHMUTBO in AT, ®iHnaHgis Ha HekcTt®apma AT, ®iHnaHAiS
bulk, nepsuHHy Ta BHACMIA0K NpoAaxy BUPOOHNYOT AiNbHULL.
BTOPUHHY Brpo6HWK, BiANOBigabHMI 3a BUMYCK cepii
yNaKoBKY: 3anMwaeTbes 6e3 3MiH.
CaHTteH
dapmacbioTikas
(Kutait) Ko. fita,
Kutai;
Bupo6Huk
BiAnoBiganbHMi 3a
BUWMYCK Cepii:
CaHrteH AT,
PiHnaHais
168. | PY3IKYTAH Masb 2% no5r,15r Oepmacbapm Al HimeuuunH mi6e Mm6X HimeyunHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/10307/02/01
abo 30 ry Ty6i; no 1 a ApuHaiimiTTenb 3MiHW | TURY - 3MiHK LWOA0 peyenmom

Ty6i B KAPTOHHINA
nauui

6e3nekn/edekTMBHOCTI Ta thapmakoHarisgy.
3MiHa y KOpOTKili XxapakTepucTuLj NikapcbKoro
3aco6y, TEKCTI MapKyBaHHSA Ta iIHCTPYKLiT Ans
MeZJMYHOro 3aCTOCYBaHHS Ha MigcTasi
perynsipHo OHOB/THOBAHOTO 3BiTYy 3 6e3neku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OLIiHKM 3BIiTYy 3 AOCNIMKEHb, NPOBEAEHNX
Bi4MOBIAHO A0 NiaHy NeaiaTpudHNX AOCiAKEHb
(PIP) (3MiHY y3ropkeHo 3 KOMMNETEHTHUM
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Ne Hassa dopma surnycKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocBi04Y€eHHs1
YNOBHOB&XXEHUM OpPraHoM) - 3MiHW BHECEHI 10
IHCTPYKLT 415 MeANYHOro 3acTocyBaHHSA
nikapcbkoro 3acoby B po3gin "lMNokasaHHs", Ta
po3ainu: "rpoTunnokasaHHsa", "B3aemogis 3
HLUMMKM NiKapCbKMMK 3acob6amu Ta iHLWi BUAn
B3aemogiin”, "OcobamBocCTi 3acTocyBaHHS" (y T.
4. "3acTocyBaHHS y nepiof BariTHOCTi abo
rogyBaHHs rpyaar™), "Cnocib 3acTocyBaHHs Ta
posn", y T. u. "Oitn", "Mepepo3yBaHHs", "TT06IYHI
peaxuii” 3rigHO 3 AaHUMK WoA0 6e3nekn Ajtoyol
pPEYOBUHMN
169. | XE/MEKC® Masb no 20 r abo 40 r Mosi Xenc M'm6X LBeiiuapi CaBa Xenckea IHais BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 6e3 UA/11390/01/01
E®EKT y Ty6i; no 1 Ty6i B a nrth 3MiHK | TUNY - 3MiHK WoA0 peuyenma
nauui 3 KapToHy 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy,
OHOBJ/IEHHS BXE 3aTBEPKEHOr0 TEKCTY
MapKyBaHHSA BTOPUHHOT Ta NePBUHHOT YNakoBKN
nikapc6koro 3acoby. BeBefeHHs 3MiH NpoTsArom
6-TV MicALIB NiCN1A 3aTBEPAKEHHS.
170. | LEHTPABIH® TabneTkn, BKPUTI MAT "®apmak” YkpaiHa Brpo6HMLTBO, IHpis/ BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 3a UA/16757/01/02
NNiBKOBOKO nepBuHHE Ta ManbTa 3MiHM | TMNy: AGMIHICTpaTVBHI 3MiHW. 3MiHa peuyenmom
o060n0HKoto, Mo 300 BTOPUHHE Ha3BW NikapCbKoro 3acoby - 3a3HayeHHs 3HaKy
mr; no 10 TabneTok y nakyBaHHA: TOBapiB Ta nocnyr y Hassi /13:
6nictepi, no 6 IHTac 3aTtBepmkeHo: Centrabin LieHTpabiH TabneTku,
6nicTepiB y naui PapmacbloTikasic BKPWTi MNiBKOBOK 060/10HKOK Nno 300 Mr
Nimiten, HAais; 3anponoHoBaHo: Centrabin LieHTpabiH®
KoHTposb Ta TabneTkn, BKPUTI NNIBKOBOIO 060/10HKOH no 300
BUNYCK cepil: Mr. BBeieHHs 3MiH npoTaromM 6-tu micsAuiB nicns
Papmakea 3aTBepKeHHs.
Mpewmiym /14,
ManbTa
171. | UEHTPABIH® TabneTkn, BKPUTI MNAT "®dapmak” YkpaiHa Brpo6HMUTBO, IHpis/ BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 3a UA/16757/01/01
NAiBKOBOO nepBuHHE Ta Manbta 3MmiHu | TMNY: AgMiHICTpPaTVBHI 3MiHW. 3MiHa peyenmom
o060n0HKoto, Mo 150 BTOPUHHE Ha3BW NikapCcbKoro 3acoby - 3a3HayeHHs 3HaKy
mr; no 10 TabneTok y nakyBaHHs: TOBapiB Ta nocnyr y Ha3ei J13:
6nictepi, no 6 IHTac 3arBepmkeHo: Centrabin LieHTpabiH TabneTku,
6nictepis y nayui dapmacbloTikasc BKPWTi MNiBKOBOK 060/10HKOK Nno 150 mr
Nimites, IHAis; 3anponoHoBaHo: Centrabin LieHTpabiH®
KoHTposb Ta TabneTkv, BKpUTI NNiBKOBOIO 060/10HKOK no 150
BUNYCK cepil: Mr. BBeieHHs 3MiH npoTaromM 6-tu micsAuiB nicns
Papmakea 3aTBepKeHHs.
Mpemiym 114,
ManbTa
172. | ULEHTPABIH® TabneTkn, BKpUTI MNAT "®dapmak” YkpaiHa Brpo6HMUTBO, IHpis/ BHECEHHS 3MiH [0 peecTpaviiHix maTtepianis: 3a UA/16757/01/03
NAiBKOBOO nepBuHHE Ta Manbta 3MmiHu | TMNY: AQMiHICTPaTVBHI 3MiHW. 3MiHa peyenmom
o60n10HKoto, o 500 BTOPUHHE Ha3BMW NikapCcbKoro 3acoby - 3a3HayeHHs 3HaKy
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Ne Hassa dopma surnycKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocBi04Y€eHHs1
mr; no 10 TabneTok y naxkyBaHHs: TOBapiB Ta nocnyr y Hassi J13:
6nictepax, no 12 IHTac 3areBepmkeHo: Centrabin LieHTpabiH TabneTku,
6nicTepiB y nauui dapmacbloTikasnc BKPWTi MNiBKOBOK 060/10HKOI Mo 500 mr
Nimitep, HAis; 3anponoHoBaHo: Centrabin LieHTpabiH®
KoHTposb Ta TabneTkv, BKpUTI NNiBKOBOIO 06010HKOK no 500
BUWMYCK Cepii: Mr. BBeeHHS 3MiH NpPOTArom 6-Tu MicALiB nicns
dapmakea 3aTBEPMKEHHS.
Mpemiym T4,
ManbTa

HauanbHUK Bigaginy 3 nutaHb (papmaueBTUYHOI
[IANbHOCTI [lenapTamMeHTy peanisauii NOAITUK T.M. J1AcKOBCbLKUM




MEPENIK
NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIONOINYHUX NMPENAPATIB), AKUM BIAMOBJ/IEHO ¥ OEP>XXABHIN PEECTPALLII, NEPEPEECTPALI TA
BHECEHHI 3MIH O PEECTPALIMHNX MATEPIANIB

TA AEP)XABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHU

JopaTtok 4

[0 Hakasy MiHicTepcTBa OXOpPOHU
300pOB’A YKpaiHu

13.09.2019 Ne 1942

Ne Hassa dopma sunycky 3asasHuUK Kpaina Bupo6Huk Kpaina rNiocmasa lMpoyedypa
n/n JNliKapcbKo20
3acoby
EMTPULUWNTABI | Tabnetku, BKpUTI Aypo6iHa0 IHais AypobiHao IHais 3acigaHHa HEP Ne 7 Big BigmoBuTY y AepXaBHili peecTpauii - peecTpauisi Ha 5 pokiB
H N1iBKOBOO dapma /T4, Papma 11.04.2019; . . L )
200 Mr | 060/10HKO0, Mo 200 NimiTeq, tOHIT 3acigaHHsa HEP Ne 15 Bif BiAMOBA Y [lepXaBHili peecTpauii 3riiHO BUCHOBKY YMPaB/iHHA eKkcnepTusu
TEHO®OBIP Mr/300 wmr, no 30 M 08.08.2019 mMarteplasiis 3 6i0eKBiBa/IEHTHOCTI: 3a pesynbTaramun ekcnepTusn
300 MI’ TaBneToK y peec1_'pau,i|7|HMx mMartepianis BCTAHOB/IEHO, LLIO BIACYTHICTb NOPIBHAHHA AaHUX
NNACTUKOBOMY LOCAIMKEHHS peqoep_eHTHoro nikapcbkoro 3acoby 3 [;Boma
cpnakoHi, no 1 MOHoMpenaparamu i JaHux npeAcTaBfeHoro [OCNIMHKEHHS
chnakoHy B 6i0eKBiBa/IEHTHOCTI Bi,qnos_i,u,Hp Ao Bumor KepiBHVIL!,TBa
KapTOHHIl KOPOBLj EMA/CHMP/158268/2017 «Guideline on clinical development of fixed
combination medicinal products», He [Jda€ 3MOry OUHWTW BIACYTHICTb
CYTTEBUX 3MiH B 6i0O40CTYMHOCTI 3as1B/IEHOTO JiKapCbKOro 3acoby. TobTo He
[OBEAEHO BIACYTHICTb Apeiidy 6ioA0CTYNHOCTI, a OTKe MOX/IMBICTb
ekcTpanonsyii pe3ynbTaTiB 3 egeKTUBHOCTI Ta 6e3nekn OopuriHabHUX
MOHOMpenapaTiB Ha 3asiBIeHNi TeHepuYHNiA Nikapcbkuii 3acio
HOBOMAPUH® | po3uvH Ans iH'exuin, IDKEHO®AP Benuka LeHaKeH Kutai 3acigaHHsa HTP Ne 28 Big, BigmoBuTM y 3aTBepMKeHHi - 3miHM | Tuny - 3amiHa abo BBeAEeHHS
100 mr (10 000 M AT BpuTaHis Tekgoy 18.07.2019 [0[aTKOBOI AiNbHML BUPOOHULTBA AN YacTUHM abo BCbOro BMPOGHWUYOTO
aHTu-hakTop Xa dapmacboTUK npowecy roToBOro fikapcbkoro 3acoby (AinbHWLSA, Ha sikik NpPoBOASTHCS
MO)/mn no 0,2 mn an Ko., ITa 6yAb-AKi BUPOGHMUYI CTagji, 3a BUHATKOM BUNYCKY cepii, KOHTPO/IO AKOCTI Ta

(20 wr), abo no 0,4
Mn (40 mr), abo no
0,6 mn (60 mr), abo
no 0,8 mn (80 mr),
a6o no 1,0 mn (100
M) y nonepegHb0
HarnoBHEHOMY
winpuuj; no 2
wnpuum B 6rictepi;
no 1 6nictepy B
KapTOHHI kopobuy;
no 0,2 mn (20 mr),
a6o no 0,4 mn (40
mr), abo no 0,6 mn
(60 mr), abo no 0,8
M (80 mr) y

BTOPVMHHOIO NakyBaHHA A1 CTEPUSIbHUX fliKapCbKnX 3acobiB (Bkouvatoun
BUPOGNEHI acenTU4yHUM MEeTOA0M), KpiM  nikapcbkux  3acobis
6ionoriyHoro/imyHonoriyHoro noxogxenHs) (b.11.6.1. (a) 16) CynyTHA 3miHa -
3amiHa abo BBeAEHHA A0AATKOBOI AiNbHULI BUPOBHMLTBA A1 YacTuHN abo
BCbOr0 BMPOGHMYOrO MpoLLeCy rOTOBOrO JiKapCbKOro 3acoby (AinbHUUA ANs
BTOpPUHHOro nakysaHHs) (6.11.6.1. (a) |IAHN) - BBEAEHHA [OAATKOBOI AiMbHULL
BMPOOHMLTBA T[OTOBOrO  flikapcbkoro 3acoby - LlenmkeH Tekgoy
dapmacbtoTvkan Ko., /itg, 3a agpecot: Nel9, MaokcioH3oHryain Poag, Xaii-
Tek IHpgacTpian Mapk, HAHWaHCLKK oKpyr, NpoBiHUia MNyaHayH, LWeHmkeH,
518057, KuTtaii, OCKi/ibkM 3asBNEeHWU MyHKT Ta TUM 3MiHW He BignoBifae
OaHoMy  nikapcbkoMmy — 3acoby, skuiAi € 6ion0riYHoro/iMyHoN0r4YHOro
NOXOMKEHHS Ta BIANOBIAHO KOMMIEKTHOCTI AOKYMEHTIB; 3MiHU | TNy - 3MiHa
iMnopTepa/amiHn, WO CTOCYTbCA BWMYCKY Cepii Ta KOHTPO/K SKOCTI
roTOBOrO JliKapcbKoro 3acoby (3amiHa abo [foAaBaHHSA [AibHUL, Ha SKiid
3[iCHIOETbCA KOHTPONbL/BUNPOGyBaHHA cepii) (B.11.6.2. (a) 1A) - gogaBaHHs
BUPOGHMYOI AinbHuui - LeHmkeH Tekaoy ®apmacbiotvkan Ko., /g, 3a
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nonepegHL0 agpecoto: Nel9, TlaokcioH3oHryain Poap, Xaii-tek IHpgacTpian [Mapk,
HanoBHeHoOMy HsHWaHcbkniA  okpyr, npoBiHUis TyaHayH, LewpxeH, 518057, KuTaii,
Lwnpuui; no 2 OCKi/IbKU 3a51B/IEHWI MYHKT Ta TUM 3MiHW He BiAnoBifae AaHOMy /ikapCbKoMy

wnpvum B 6nictepi;
no 5 6nictepis y
KapTOHHI Kopo6Lyi

3acoby, fkuii € 6ioNIoriYHOro/iMyHOMONYHOrO MOXOMXEHHSI Ta BiAMOBIAHO
KOMMNMEKTHOCTI OOKYMEHTIB; [aHa 3asBfieHa AibHuusA BignoBigae 3a
KOHTPO/b/BMMNYCK Cepil, 3riAHO OpUriHaNbHVX OOKYMEHTIB BUPOOHMKa

LE®POTAKCUM | nopoluok gns MpusatHe YkpaiHa PetoHr Kutalicbka | 3acigaHHa HTP Ne 32 Big, BigmoBUTY Y 3aTBEPAKEHHI - BUNPAB/IEHHS TEXHIYHMX MOMW/IOK Y po3Ainax
pO34nHy Ans akujioHepHe PapmacbTHK HapogHa | 15.08.2019 MeTOZIB KOHTPO/I0 SKOCTI "laeHTndikauis.2.2.B" Ta "pH" B 3B'A3Ky 3 TUM, LU0
iHekuii 1,0r;no1r TOBapuCTBO an Ko., 114. Pecny6nik 3asB/IEHi BUNPAB/IEHHS TEXHIYHMX MOMWUSIOK Y PO3Aifiax MeTOAB KOHTPO0
NOPOLLIKY Y ch/1aKoHi; "Mlekxim- a akocTi  "lgeHTudikauin.2.2.B" Ta "pH" He BignosigalTb MaTepianam
in bulk: mo 50 Xapkis" HagaHoro gocbe Ta n. 2.4. po3giny VI Hakasy MO3 YkpaiHu Big 26.08.2005p.

(h1aKoHIB y KOPO6L

Ne 426 (y pepaxuii Hakazy MO3 YkpaiHu Big 23.07.2015 p Ne 460)

HavyanbHuK Bigainy 3 nutaHb papmaleBTUYHOI

AiAnbHOCTI [lenapTaMeHTy peani3auii NONiTUK

T.M. IACKOBCbKUA
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