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MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
14.04.2020 Ne 882
Kuis

[Tpo jep)kaBHY peecTpaiiito (riepepeecTpaliito) JiiKapCbKHUX 3acob6iB (MeauuyHUX
iMyHO/IOTiUHMX TpernapariB) /s 3/4iMICHeHHsI 3aX0/jiB, CIIPSIMOBaHUX Ha 3arnobiraHHs
BUHUKHEHHIO Ta TIOIIMPEHH!0, JI0Kali3allito Ta JiKBifallito KOpoHaBipyCcHOI XBopobu
(COVID-19), Ta BHeCceHHsI 3MiH /0 peecTpaljiiHUX MaTepiaiB

BignoBigHo g0 crarti 9 3akoHy Ykpainu «IIpo sikapcbki 3acobu»,
nyHKTIiB 5, 7, 9, 10 Tlopsigky meprkaBHOI peecTpallii (repepeecTpallii) JliKapCbKUX
3aco0iB, 3aTBep/MKeHOro rnocrtaHoBoio Kabinety MiHicTpiB YKpainu Bif 26 TpaBHS
2005 poky Ne 376 «lIpo 3atBepgykeHHs Ilopsaky pgepykaBHOI peecTparii
(mepepeecTpaiiii) sikapcbkux 3acobiB i po3mipiB 300py 3a iX Zep)kaBHY peecTpailito
(mepepeecTpaiiito)», rocraHoBu Kabinety MiHicTpiB Ykpainu Big 20 6epe3ns 2020
poky Ne 225 «/lesiki mUTaHHS 3aKyTiB/i ToBapiB, po0biT i mocayr, HeoOXiAHUX MAJIs
3[iiCHeHHsI 3axO/liB, CTIPSIMOBAHMX Ha 3aro0iraHHs BUHUKHEHHIO Ta TOIIMPEHHIO,
JIOKaJTi3allit0 Ta JIKBiJallit0 CManaxiB, enifemMid Ta TMaHJeMid KOpPOHaBipyCHOI
xBopoOu (COVID-19) Ha TepuTopii YKpaiau», ad3aiy ABalsATh CbOMOIO ITiAMTyHKTY
12 nyukty 4 IlonoxeHHs npo MIiHICTeDCTBO OXOPOHU 3[40pPOB’S  YKpaiHuy,
3aTBep/KEHOr0 TOCTaHOBOK KabiHety MiHictpiB Ykpainu Big 25 6Gepesnsi 2015
poky Ne 267 (B pepakuii mocraHoBu Kabinety MiHicTpiB Ykpainu Biz 24 ciuns 2020
p. Ne 90), Ha mifgcTaBi pe3y/bTaTiB eKCHEPTHU3U peeCTpaLiiHUX MarepiasiB
miKapChbKUX 3aco0iB (MeAUYHUX iMyHOOI0OTiUHUX TperapariB) Ta KOHTPOJIIO STKOCTi
TUX, L]0 TOJaHi Ha [Jep)XaBHy peecTpalito (repepeecTpalito), TpPOBeJeHUX
[ep>xaBHUM MiANIPUEMCTBOM  «/lep>KaBHUM eKCIepTHUM 1jeHTp MiHicTepcTBa
OXOPOHH 3/10pPOB’sl YKpaiHW», BUCHOBKIB 1110710 e(heKTUBHOCTi, 6e3MeuHOCTi Ta SKOCTi
miKapcbKoro 3aco0y (MeauuHOro iMyHOOiOMOTiUHOrO TIperapary), peKoMeHZarlil
lioro [0 [Jdep)kaBHOI peecTpallii (TepepeecTpaiiii) Ta BHeCeHHSI 3MiH [0
peecTpaLiiHiX MaTepiaiB

HAKA3Y1O:

1. IlepepeecTpyBaty Ta BHeCTH [0 []ep>KaBHOTO PeECTPY JIiKapChbKUX 3aco0iB
YKpaiHM fiKapchbKi 3acobu (MeauuHi iMyHOOiosoriuHi TIpermapaTH) 3rigHO 3
riepesikoM (JoAaTok 1).
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2. BHecTn 3MiHM [0 peecTpaliMHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
JMKapcbKuX 3aco0iB YKpaiHW Ha JiKapchKi 3acobw (MeguuHi imyHoOGiomoriusi
riperapaTH) 3TriJIHO 3 TiepesiikoM (JoAaToK 2).

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

MiHicTp Makcum CTEITAHOB



Jopartok 1

[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu

14.04.2020 Ne 882

NMEPENIK

NMEPEPEECTPOBAHUX NNIKAPCbKUX 3ACOBIB (MEAUYHNX IMYHOBIONOTTYHUX MNPEMAPATIB), AKI
BHOCATBLCA A0 AEP>XXABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Hassa
JliKapcbKo20
3acoby

Popma
BunycKy
(nikapcbka
¢hopma,
YnakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

KAPAITAB IC

Tabnetku, no 10
TabneTok y
6nictepi; no 1
6nictepy B
nadui; no 6
Tabnetok y
6nictepi

ToBapucTeo
3
[00aTKOBOO
Bignosigasib
HiCTIO
"IHTEPXIM"

YkpaiHa

ToBapucTBO 3
[04aTKOBO
BiANOBifa/bHICTIO
"IHTEPXIM"

YkpaiHa

MepepeecTpauisi Ha HEOBMEXEHWIA
TepMiH. OHOBMEHO iHthopMmaLito B
IHCTPYKLiT ANA MeANYHOro 3aCTOCYBaHHSA
nNiKapcbKoro 3acoby y po3ginax
"apmakoTepanesTuyHa rpyna”
(yTouHeHHs iHdhopmadii), "®apmakonoriyHi
BnacTmeocTi","MpoTnnokasaHHA" ,
"B3aemogisl 3 iHWMMW fliKapCbKUMu
3aco6amu Ta iHWi B1uamn B3aemogiii",
"Oco61MBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepio BaritTHocTi abo
roflysaHHs rpygaro”(4onoBHeHO
iHchopmauieto), "3aaTHiCTb BNAMBaTK Ha
LIBMAKICTb peaykLuiii Npu kepyBaHHi
aBTOTPaHCNOPTOM abo iHWKMMKN
mMexaHismamu", "MepefosyBaHHsA",
"Mo6iuHi peakuyii" BigNoBigHO A0
OHOBJIEHUX faHNX 3 6e3nekn
3aCTOCYBaHHSA Ajil0UMX PEYOBUH.
MepiognyHICTb NOAAHHA PerynspHo
OHOBJIIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsiAKY 34iACHEHHS
thapmakoHarnsgy, 3aTsepikeHoro
Haka3oM MiHicTepcTBa OXOPOHM 3[,0POB’A
Ykpainu Bif 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTumuji
YKkpainun 29 ciuHa 2007 poky 3a Ne
73/13340 (y pepaxuii Hakasy MiHicTepcTea
OXOPOHM 300POB'A YKpaiHu Bifg 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpoKamu, 3a3Ha4yeHUMU Y NepiognyHOCTI
noJaHHs perynsipHux 3BiTiB 3 6e3neku.

6e3
peyenma

He
nionsieae

UA/14659/01/01

KAPAITAB IC

TabneTkn
Cy6NiHrBasIbHI;

ToBapucTso
3

YKpaiHa

ToBapucTBO 3
[0/aTKOBO

YKpaiHa

MepepeecTpauisi Ha HEOOMEXEHMIA
TepMiH. OHOBMEHO iHthopMmauito B

6e3
peyenma

He
nidnsieae

UA/14659/02/01
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma
BUMYCKY
(nikapcbka
¢hopma,
yrnakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs

no 10 Tabnetok
y 6nictepi; mo 1
6nictepy B
nauui; no 6
TabneTok y
6nictepi

[04aTKOBOO
BignoBigaib
HICTI0
"IHTEPXIM"

BiANOBIAA/bHICTIO
"IHTEPXIM"

IHCTPYKUii AN MEAMYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginax
"GapmakoTepanesTnyHa rpyna”

(yTouHeHHs iHdopmauii), "dapmakonoriyHi
BnactmsocTi","MpoTunokasaHHsa"
"B3aemopis 3 iHLWMMU NiKapCbKnuMu

3acobamu Ta iHWi BUamn B3aemogiii",
"Ocob6nMBOCTI 3aCTOCYBaHHS",
"3acTocyBaHHS y nepiof BariTHOCTi abo
rofyBaHHs rpyaar” (4ONoBHEHO
iHhopmauiero), "3aaTHiCTb BNMBaTK Ha
LWIBMAKICTb peaykLiii Npu KkepyBaHHi
aBTOTPaAHCMOPTOM a60 iHWKMK
mMexaHismamu", "MepefosyBaHHsA",
"Mo6iyHi peakuii” BigNoBIAHO A0
OHOB/IEHMX AaHWX 3 6e3nekn
3aCTOCYBaHHSA [jil0UnX PEYOBUH.
MepioAnyHICTL NOAaHHA perynsipHo
OHOB/OBAHOrO 3BIiTY 3 6Ge3neKu,
BiANOBiAHO A0 MopsAaKy 34iCHEHHS
hapmakoHarnsgy, 3aTsepiKeHoro

Haka3oM MiHicTepcTBa OXOPOHW 340POB’S

Ykpainu Big 27 rpyaHa 2006 poky Ne 898,

3apeecTpoBaHoro B MiHiCTepCTBi toCTULT

Ykpainu 29 ciuHs 2007 poky 3a Ne

73/13340 (y pegaxuii Hakasy MiHicTepcTBa

OXOPOHU 3[10POB'SA YKpaiHu Bif 26 BepecHs

2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i

CTPOKaMW, 3a3Ha4YeHVMN Y NepiogUYHOCTI

noJlaHHA peryasipHuX 3BiTiB 3 6e3neku.

KOPBANON®

Kancynm m'ski,
no 10 kancyny
6nictepi; no 1
abono 3
6nictepy B navw,i
3 KapTOHY

AT
"Papmak”

Ykpaina

AT "dapmak”

Ykpaina

MepepeecTpauis Ha 5 pokiB. OHOBNEHO
iHbopmaLito B IHCTPYKUIT 415 MeANYHOro
3aCTOCYBaHHA y po3ginax:
"MpoTunokasaHHs", "B3aeMogis 3 iHLLUMK
nikapcbkMmn 3acobamu Ta iHLWi BUam
B3aemogiit, "OcobnBOCTI 3aCTOCyBaHHS",
"MepepnosyBaHHsa", "Mob6iyHI peakuii™ Wwoao
6e3nekn 3acTocyBaHHA fil0UVX PEYOBUH.
MepioguyHICTb NOAAHHA PerynsipHo
OHOB/OBAHOrO 3BiTY 3 6GE3NeKu,
BiANOBIAHO A0 MopsAaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepAXeHoro
Haka3oM MiHicTepcTBa OXOPOHY 340POB’S
Ykpaiuu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHiCTepcTBi CTULT
Ykpainu 29 ciuHs 2007 poky 3a Ne

6e3
peyenma

He
nionsieae

UA/2554/03/01
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BignoBigasbHMi 3a
KOHTPO/b cepil
(XIMiYHI Ta i3nyHI
mMeToam
KOHTPO/H0):
KPKA, a.4., Hoso
mMecTo, CroBeHis;
BiANoBigabHMIA 3a
KOHTPO/b Ta
BMNYCK Cepil:
KPKA, a.4., Hoso
mecTo, CnoBeHis

negiatpnyHmx gocnigkerb (PIP) (3MiHy
Y3roIXEHO 3 KOMMETEHTHUM
YNOBHOB&XEHNM OpraHoM) - 3MiHU
BHECEHO [0 iHCTPYKLi 415 MeguyHoro
3aCcTOCyBaHHS NiKapcbKoro 3acoby Ao
po3zinis: "B3aemogis 3 iHWMMMK
nNiKkapcbknmu 3acobamu Ta iHLWi BUAN
B3aemogiin”," OcobnmBOoCTi 3acTocyBaHHsA",
"3acTocyBaHHs y nepiof BariTHocTi abo
rogyBaHHs rpyaar” (YTOUHEHHS),
"3[aTHICTb BNMBATU Ha LWBUAKICTb
peakujii Npu KepyBaHHi aBTOTPaHCMOPTOM
a60 iHWKYMK MexaHisamamu”, "rMo6idHi

Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 BuUrycky 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayitiHo2o
3acoby (nikapcbka nocsi0OYeHHs1
¢hopma,
yrnakoska)
73/13340 (y pegaxuii Hakaly MiHicTepcTsa
0XOPOHU 370p0B'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riJHO 3i
CTpoKamu, 3a3Ha4yeHUMU Y NepiognYHOCTI
NoJlaHHA peryasipHUX 3BiTiB 3 6e3NeKu.
4, CANMIbBYTAM | iHransauia nig TOB YkpaiHa TOB "Mikpochapm" YkpaiHa MepepeecTpaLisi Ha HEOBMEXEHMIA 3a He UA/10530/01/01
ON-HEO Trckom, 100 "Mikpochapm TEpMiH. peyenmom nionsizae
MKr/fo3a no 12 " MepioAnYHICTb NOAAHHSA PEryApHO
M/200 fo3y OHOB/IOBAHOrO 3BITY 3 6e3neku,
KOHTeliHepi; no 1 BiANOBIAHO A0 MopsAaKy 34iACHEHHS
KOHTelHepy y thapmakoHarnsgy, 3aTBepixeHoro
nauui 3 kKapToHy Haka3oM MiHicTepcTBa OXOPOHM 3[,0pOB’A
Ykpainu Big 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHiCTepCTBi toCTULT
YkpaiHu 29 ciuHa 2007 poky 3a Ne
73/13340 (y pegaxuii Hakazy MiHicTepcTsa
OXOPOHW 30pO0B'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHUMHY Y NepiognyHOCTI
nofaHHa perynspHvX 3BiTiB 3 6e3neku.
5. XIKOHUMN MOPOLLIOK A5 KPKA, g.4., CnoseHis, BifNOBIgabHWIA 3a IHpis/ MepepeecTpaLlisi Ha HEOOMEXEHNI TEPMIH 3a He UA/2896/01/01
NPUroTyBaHHs HoBo mecTo CnoBeHis, BUPOGHMLTBO “in CnoseHis 3MiHK | TUNYy - 3MiHK Woa0 peuyenmom nidnsieae
100 mn CnoseHis bulk”, nepsrHHe 6e3nekn/edheKTNBHOCTI Ta
cycneHsii gns Ta BTOPUHHE chapmakoHarnsgy. 3miHa y KopoTkili
nepopasibHOro nakyBaHHs XapakTepucTuL,i Nikapcbkoro 3acoby,
3acToCyBaHHS, HOHivem TEKCTi MapKyBaHHS Ta iHCTPYKUiT 4Nns
250 mr/5 mn; 1 Na6opaTtopiec MeZMYHOro 3acTOoCyBaHHA Ha NigcTasi
h1akoH 3 Nimitea, IHAjs; perynsipHo OHOBJ/IHOBAHOIO 3BIiTy 3 6e3nekn
NOPOLLKOM BiANoBigabHMIA 3a nikapcbKkoro 3acoby, abo AoCNiAKeHb 3
pasom 3 MipHOI0 BTOPWHHE 6e3nekun 3aCToCyBaHHA NiKapcbKoro
JIOXKKOH Y nakyBaHHs: 3acoby B micnsipeecTpauinHnii nepios, abo
KapTOHHIl KPKA, a.4., Hoso K pe3ynbTar OUiHKW 3BIiTY 3 JOCNIKEHb,
Kopoo6Li mMecTo, CroBeHis; npoBefeHnX BigNoBIAHO [0 NnaHy
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Ne Hassa ®opma 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 BuUrycky 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayitiHo2o
3acoby (nikapcbka nocsi0OYeHHs1
¢hopma,
yrnakoska)
peakuii” BignoBigHO A0 OHOB/IEHOT
iHchopmawii 3 6e3neku gjtoyoi Ta

[L0MOMDKHMX PEYOBUH JTIKAPCLKOro 3aco0y.

MepiognyHICTb NOAAHHA PerynsipHo
OHOB/IIOBAHOIO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepakeHoro
Haka3oM MiHicTepcTBa OXOPOHU 340POB’sA
Ykpainu Big 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTumuji
YkpaiHnu 29 ciuHa 2007 poky 3a Ne
73/13340 (y pegaxuii Hakazy MiHicTepcTsa
OXOPOHM 300pPOB'A YKpaiHu Bifg 26 BepecHs

2016 poky Ne 996), cTaHOBUTb: 3riHO 3i

CTpoKamu, 3a3Ha4yeHUMHU Y NepiognyHOCTI
noJaHHs perynsipHnX 3BiTiB 3 6e3neku

HauyanbHUK Bigainy 3 nutaHb (papmaneBTUYHOI
pisnbHOCTI lenapTaMeHTy peasisauii NoONiTUK

T.M. NAacKOBCbKUA




NMEPENIK

Jopatok 2
[0 Haka3y MiHicTepcTBa OXOpPOHMU

300pOB’A YKpaiHu
14.04.2020 Neo 882

NIKAPCBbKUX 3ACOBIB (MEANYHUX IMYHOBIO/TONYHUX MPEMAPATIB), LLLOAO AKUX BY/TIN BHECEHI 3MIHU 1O
PEECTPALIVMHNX MATEPIANIB, AKI BHOCATLCSA A0 AEPXXABHOIO PEECTPY JIIKAPCbKX 3ACOBIB YKPAIHA

Ne Ha3ssa ®dopma sunycky 3assBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JNliKapcbKO20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo20
3acoby ynakoska) nocBi04Y€eHHs1
1. AMOKCUKNA | nopoLuok ans CaHpo3 CnoseHisn ek dapmaLeBTUYHA CnoseHis BHECEHHS 3MiH [J0 peecTpaLjiitHux maTepianis: 3a UA/7064/02/02
B® opasibHOT cycneHsil dapmach KoMnaHus a.4., 3MiHW | TUMY - BHECEHHS 3MiH [0 p. peyenmom
(125 mr/31,25 Mr B 5 toTikan3 CnoseHis «MapKyBaHHS»: 3anponoHoBaHo: MapkyBaHHS.
M) no 25 r (100 mn) a.a. (BMPOGHMLTBO 3a BignoBigHO [0 3aTBEPAXEHOrO TEKCTY
MOPOLLKY Y O/1aKOHi; MOBHUM LMKAOM); Jlek MapKyBaHHS. OHOB/IEHHSI TEKCTY MapKyBaHHS
no 1 dpiakoHy pas3om 3 dapmaLeBTuyHa YyNaKoBKM MiKapCbKOro 3acoby 3 BHECEHHAM
NOpPLUHEBOO NINETKO KoMnaHisa 4. 4., iHhopMaLii Woa0 3a3HaYeHHS OANHNLb
B KapTOHHIi kopo6Lyi CnoBeHis (BUMycK BMMIpPIOBaHHS y cuctemi Sl. BBeAeHHS 3MiH
cepii) NPOTAroM 6-TW MICALB NIiCNA 3aTBEPAXXEHHS; 3MiHN
| TNy - 3mMiHa napamMeTpiB cneuudikaii Ta/abo
[0MNYCTUMUX MEX NEePBUHHOT YNaKOBKN rOTOBOrO
nNiKapcbKoro 3acoby - BHECEHHS 3MiH Ao p. 3.2.P.7.
CuncTeMa KoHTelHep/3akynoptoBasibHuiA 3aci6, a
came 3 MeTOH BHYTPILIHbOI rapMoHi3av,ii
cneumadikauii 4nA ynakosku (cpriakoH)
NPONOHYETLCH BUTYYEHHS NOKasHMKa «Po3mMipn»;
BHECEHHS 3MiH A0 n. «<MBY»
AHTAPEC Tabnetku no 200 wmr; MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/17096/01/01
no 10 TabneTok y "Kuismegn "Kuismepgnpenapar" 3MiHW | TUMY - BBEAEHHS a/IbTEPHATUBHOTO TUMY peyenmom
6nicTepi; no 3 abo 9 penapart" NEePBMHHOIO MakyBaHHS: 6/iCTep 3 TPbOXLWIAPOBOro
6nicTepiB y naui; no matepiany (noniamig/antominiin/nonisiHinxnopua) i
15 TabneTtok y dhonbry anoMiHiEBOT 3 APYKOM, /TaKOBaHOI;
6nicTepi; no 6 6nictep 3 naiBky noniBiHinxnopuaHoi Aknap 4000 i
6nicTepiB y nauui honbrv antoMiHIEBOT 3 APYKOM, /laKOBaHOI 3
BiANOBIAHUMY 3MiHaMK y p."Ynakoska"; 3miHu |
TMMy - 3MiHa agpecu BUpPo6HMka AdI
MopdoniHieBa cinb Tia3oTHOI kucnoTy AN "3asop,
XIMIYHNX peakTusiB "HayKkoBO-TEHXHOMOMNYHOro
KomMnaekcy "IHCTUTYT MOHOKpuCTanis"
HaujioHanbHOT akagemii Hayk YkpaiHu';
3anpornoHoBaHo: YKpaiHa, 61166, M. Xapkis, np.
Hayku, 25; 3miHn | Tuny - 36inbLIeHHs nepiogy
NoBTOPHMX BUNpobyBaHb APl MopdhoniHieBa cinb
Tia30THOI KMCNOTU, BUPOBHMLTBA "Menadiona
S.L.", IcnaHisi 3 4 pokiB 40 5 pokiB
FNHOKO3A- pO34uH ANs iHgy3ild, MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/14001/01/01
AAPHUNUA 50 mr/ma no 200 mn "®apmaue "papmMaLeBTnYHa 3MiHY | TUny - 3aTBEPAKEHHS allbTEPHATUBHOIO peyenmom
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

abo no 400 mny
hnakoHax

BTWUYHA
ipma
"fapHnus”

thipma "AapHuusg"

TEKCTY MapKyBaHHS yMakoBKW NikapCbKoro 3acoby
i3 3a3Ha4YeHHAM 2D kofy Ha AOAATOK A0 BXe
3aTBEPAKEHOro TEKCTY MapkyBaHHs (6e3
3a3HayeHHs 2D kogy). BBefeHHsA 3mMiH npoTarom 6-
TW MiCALB Nicasa 3aTBepAKEHHS

AEKCA®PI

Kpansi 04Hi, po3unH, 1
mr/mn no 0,4 mn B
0HO030BOMY
KOHTeHepi; no 5
04HOA030BUX
KOHTEliHepiB
3'efHaHMX MiX CO60L0
y CTpiuKy y cawie; no 4
a60 6 cawe (Ne20 a6o
Ne30) y kapTOoHHil
Kopobui

NABOPAT
YAP TEA

PpaHLin

EKCENBI3IOH

PpaHLin

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHM | TUNY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKuii
3aci6. Cuctema KoHTeliHep/3aKynopoBasbHUiA
3aci6. 3miHa po3mipy ynakoBKM rOTOBOr0O
nikapcbKoro 3acoby (iHLWi 3MiHK) - BBEAEHHS
[,00aTKOBOI ynakosku rno 0,4 mn B 04HOA,030BOMY
KOHTeliHepi; Mo 5 0HOA4030BUX KOHTENHEpIB
3'€lHAHNX MiX COOOI0 Y CTPIUKy Yy calue; no 4 cawe
(No20) y KapTOHHIiA KOpo6Li. 3MiHW BHOCSATLCSA [0
IHCTPYKLi 419 MeAUUYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby Ao po3zainy "YnakoBka" Ta o
n. 4 MapKyBaHHA BTOPUHHOI YNakoBKU
(mONOBHEHHA [O0AATKOBUM PO3MIPOM YMakoBKM);
3MiHM | TUNY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKuii
3aci6. CtabinbHiCTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHs roTOBOro
nikapcbKoro 3acoby (36iMbLIeHHS TepMiHy
NpMAAaTHOCTI TOTOBOIO NiKapCbKOro 3acoby) - Micns
nepLuoro po3kpuTTa (NIATBEPMKYETHCA AaHUMU
peasibHOro Yacy) - 3miHa nos'asaHa 3i
306i/1bLUEHHAM TepMiHY NpUAATHOCTI FOTOBOro
NiKapcbKoro 3acoby Mic/s NepLUOro po3KpuTTS
ynakoBKK (calle), Lo NigTBepaXyeTbCA
pesynbTaTtamv LOCNiKEHHS CTabisIbHOCTi Yy
peasibHOMy yaci. 3MiH1 BHOCATLCSA A0 iHCTPYKLi
ANA MeANYHOro 3acTOCYBaHHS NiKapCbKoro 3acoby
00 po3ainy "TepmiH npugatHocTi” Ta go n. 7
BTOPUHHOI Ta BTOPMHHOI (MPOMIiXHa) YNakoBKu
(36inbLUEHHSI TEpMiHY NpUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby 3 5 go 15 AHIB nicnsi nepLuoro
BiAKPMTTA calle); 3miHu | Tuny - 3MiHn Wwoao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHK) - 3MiHW BHOCSITLCSA [0 IHCTPYKUIT AN
MEeAMYHOro 3aCTOCyBaHHSA MiKapcbKoro 3acoby Ao
po3ginis "OcobamBocCTi 3acTocyBaHHA" Ta "lMobiyHi
peakujii 3rigHo 3 BUMOramu pekoMeHgadliii
€Bponeiicbkoi Komicii Big xoBTHA 2017 poky
(L1040 BMICTY AOMOMIXHUX PEYOBUH)

3a
peyerimom

UA/17337/01/01

ANDTIASOH®

kancynu no 100 mr; no
7 kancyn y 6nictepi;
no 4 6nictepu B
KapTOHHIlA KOpO6L

KPKA,
A.4a., Hoso
MecTo

CnoBeHisa

KPKA, a.4., Hoso
MECTO

CnoseHis

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis:
TEXHiYHa NOMWIKa - BUNPaB/IEHO TEXHIYHY
noMusky B po3gini "12. HOMEP
PEECTPALIIHOIO MOCBIAYEHHSA" TekcTy
MapKyBaHHS 30BHILUHbOI YNaKOBKM /1iKapCbKOro

3a
peyenmom

UA/2527/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi04YeHHs1
3acoby A1 fo3ysaHHsA 100 Mr; 3anponoHOBaHO:
"P.M. B YkpaiHi: Ne UA/2527/01/02".
3asHayeHe BMNpaBEeHHA BigNoBigae MmaTepiasiam
peECTpaL,iiiHOro Aocbe
6. €BPO Tabnetku no 10 abo Mi6e M'mM6X | HimeyuunH Mmi6e Mm6X HimeuunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 6e3 UA/10827/01/01
LUWTPAMOH 20 TabneTok y ApuHaimiT a ApuHalimiTTenb 3MiHK | TURY - 3MiHW [0 IHCTPYKLUiT 419 MegnMYHOoro peyenma
6nicTepi; no 1 Tenb 3acToCcyBaHHS NikapcbKoro 3acoby y po3gin
6nicTepy B KAPTOHHiIl "B3aemogis 3 iHW1MU NikapcbKuMun 3acobamm Ta
nauuj iHLWI BMAW B3aeMOAji" BiANOBIAHO 4O OHOBAEHOT
iHchopmawii Lwoao 6e3nekn Ailoyrx PeUoBUH.
BBEJEHHS 3MiH NPOTAroM 6-Tu MicsALIB nicns
3aTBEPKEHHS
7. IBY®EH® CyCrneHsis opasibHa, MepaHa Monbwa MepaHa ®apma MonbLia BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 6e3 UA/9215/01/01
AN QITEN 100 mr/5 mn no 100 Papma AKUjioHepHe 3MiHK | TURY - 3MiHW 0 [HCTPYKUIT 418 MeguyHoro peyenma
MAJIMHA M/1y N1acTUKOBOMY AKLOHEepH ToBapucTtso 3acTOCyBaHHS MikapCcbKoro 3acoby Ao po3ginis
(MET) chnakoHi 3 e "Ocob6nmBocCTi 3acTocyBaHHSA", "MobiuHi peakuii”
nonieTueHoBuM Tosapuct LLoA0 6e3nekn 3acTocyBaHHS fjilo40i PeYoBMHU 3a
ajantepom; no 1 BO pekomeHaauieto PRAC
dhnakoHy 3 Lwnpuuem-
[03aTopoM B
KapPTOHHIM nauui
8. IBY®EH®AN CycCrneHsis opanbHa, MepaHa Monbwa MepaHa ®apma MonbLia BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 6e3 UA/11881/01/01
A AITEN 100 mr/5 mn no 100 Papma AKUjioHepHe 3MiHK | TNy - 3MiHW 0 IHCTPYKLIi 418 MeguyHoro peyenma
nonyHuusa mn abo 120 mny AKLiOHEepH ToBapuncTBO 3aCTOCYBaHHS NikapCbKoro 3acoby A0 po3ainis
NAacTUKOBUX e "Ocob6nmBoCTi 3acTocyBaHHSA", "MobiuHi peakwii”
thnakoHax 3i TosapucT LLI0A0 6e3nekn 3acTocyBaHHS fjil040i Pe4YOBMHM 3a
LLUNPULOM-A03aTOPOM BO pekomeHpauieto PRAC
Ne 1
9. KAPAITAB IC | Tabnetku, no 10 ToBapuct Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 6e3 UA/14659/01/01
Tabnetok y 6ictepi; BO 3 [04aTKOBOO 3miHu | TUNy - 3MiHK 3 SKOCTi. FOTOBMIA NiKapCbKNi peyenma
no 1 6nictepy B nauyuj; | A04ATKOBO BiANOBIAA/ILHICTIO 3aci6. 3MiHM y BUPOGHULTBI. 3MiHV BUNPOGYBaHb
no 6 TabneTtok y 10 "IHTEPXIM" abo fonyCTUMUX MeX, BCTAHOBMIEHNX Y
6nicTepi Bignosiaa cneumdikauisix, nig yac BUPOOGHNULTBA FOTOBOrO
NbHICTIO nikapcbKoro 3acoby (iHwi 3miHu) - MNepeBeeHHs
"IHTEPXI OAVHWLb BMMIPY NMikapcbKoi A03u 3 rpamis (1) y
m" Minirpamu (Mr) B cneumudvkaumax ta MeTogax

KOHTPOJIO SIKOCTi NPOMIXHUX NPOAYKTIB "CyMiLll
ONns TabnetyBaHHs", "TabneTkn B Npoueci
TabnetyBaHHs", "Hepo3dacoBaHi Tabnetkn", Ta'y
MeToAax KOHTPOSIO AKOCTI "BuU3HauYeHHs
O[HOPIAHOCTI BMICTY fil0HOI PEYOBUHN Y
NPOMIKHVX NMPOAYKTax npenapary"; - yTOUHEeHHs
hopMytoBaHHs HOpMyBaHHS TecTy "KisbkicHe
BM3HAYeHHs" y crneumdikalisax Ta MeToankax
KOHTPOJI0 SIKOCTi NPOMDKHUX NpOAyKTiB *
Komnnekc onii M'ATK 3 B-UMKNOAEKCTPUHOM",
"Cymiw gns TabnetyBaHHs", "HeposdacosaHi
TabneTkn'"; - YTOUHEHHA onucy npoueaypu
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi04YeHHs1
BUKOHAHHSI METOAVKM, NMOB A3aHe 3 Ki/IbKICTIO
npo6u, o BigdbupaeTbes, B Tectax "KinbkicHe
BM3Ha4YeHHs", "OgHopIgHICTb BMICTY" Ans

NMPOMiXXHOro npoAaykTy " KoMmnnekc eTunosoro
edipy a- 6pomizoBanepiaHoOBOI KUCNOTU 3 [B-
UMKNOAEeKCTpuHOM" Ta B TecTi "KinbkicHe
BU3HAYEHHA" A719 NPOMDKHOTO NPOAYKTY
"Komnnekc onii MATK 3 - LMKIOLEKCTPUHOM" .
3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NiKAPCbKN
3aci6. KoHTposb roToBOro nikapcbkoro 3acoby
(iHLWi 3MiHK) - CynyTHSA 3MiHa - 3MiHW 3 SIKOCTI.
[oTOBMIA NiKapcbkunii 3aci6. 3MiHW y BUPOOHULTBI.
3MiHu BUNpobyBaHb abo AONYCTUMUX MEX,
BCTaHOB/IEHUX Y cnevudikayisx, nig vyac
BMPOGHMLTBA FOTOBOrO NiKapCbKoro 3acoby (iHLwui
3MiHN) - YTOYHEHHS DOPMY/I0BaHHI0 HOPMYBaHHS
TecTy "OAHOPIAHICTb A030BaHNX OAuHULE" (i3
BIANOBIAHOIO CYNYTHLOI 3MiHOI Y cnevudikauii Ta
MeToAax KOHTPOJIH0 SKOCTi MPOMIKHOIO NPOAYKTY
"Hepo3sdacoBaHi TabneTkn") Ta yTOYHEHHS
hopmMy/ItoBaHHS HOPMYBaHHA TecTy "
Po3unHeHHs" y MeToAax KOHTPOSIO SKOCTi
rOTOBOrO JIiKapCbKOro 3acoby. 3MiHu | Tuny -
AAMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOGHUYOI
AinbHUUI (BKAOYaoumn ainbHuli ans Adl,
NPOMIXHOr0 NPOAYKTY abo roToBOro Nikapcbkoro
3acoby, AinbHNLi AN NPOBELEHHS NaKyBaHHS,
BMPOGHWKA, BigNoBifaIbHOTO 3a BUMYCK Cepil,
MicLLe MpOBeAEHHSI KOHTPOSIIO cepii) abo
nocTavasibHvKa BUXIAHOrO MaTepiasny, peareHTy
ab0 4ONOMIXHOT pevyoBUHU (KO 3a3Ha4YeHo y
[ocbe) - BunyyeHHs BupobHuka A®I BAT "Yconbe
-Cubipcbkuit xXimiko-thapmaueBTnyHMiA 3aBog"
aKTUBHOI peyoBvHK ETnnosuii edpip a -
6poMizoBasiepiaHoOBOT KNC/OTH, LLO BXOAUTb A0
CKnafly rotoBoro nikapcobkoro 3acoby. CynyTHs
3MiHa - 3MiHu 3 skocTi. A®I. KoHTponb AD (iHLwi
3MiHK) - BiANOBIAHO NPOMNOHYETLCA 3MiHA
HOpMyBaHHs TecTy "CynpoBigHi 4OMILLKK", 3MiHa
MEeTOAVKM NPOBeAEHHS TecTy "MikpobionoriyHa
yucToTa" Ta BUyYEeHHS 3a3HaueHHs ynakoBKy,
MapKyBaHHS! Ta TeEpMiHy NpMAATHOCTI AN15 LbOro
BMPOGHMKa y cneuudikaLii Ta MeTogax KOHTPOsIo
A®| (BAHLA). 3MiHu | TNy - 3MiHKU 3 AKOCTi. ADL.
KoHTponb A®l. 3miHa y MeTogax BunpobyBaHHs
A®| abo BMXigHOrO MaTepiany/npoMiXHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y

npoueci BupobHuuTea APl (He3HauHi 3MiHW y
3aTBEPKEHNX MeTofax BUNPO6yBaHHS) - 3MiHa
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi04YeHHs1
METOAVK BUKOHaHHSA TecTiB "CynpoBigHi AoMiLLkn"
Ta "KinbkicHe BU3HaYeHHS" y MeToAax KOHTPO/IO

A®| ETnnosuii edoip - 6pomizoBasniepiaHoBoi
kucnotu. 3minu | Tuny - 3MiHn 3 akocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax crneuundikaviii
Ta/abo fonyCTUMUX MEX, BUSHAUYEHNX Y
cneuudikalisx Ha A®l, abo BUXigHWIA/MPOMIKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoueci BupobHuuTea APl (3ByXXeHHS J0MyCTUMUX
MEX, BU3HaueHuX y crneumdikauii) - 3ByXeHHs
HOpMYyBaHHS TecTy "KisibkicHe BU3HaYeHHs" y
cneundikauii Ta Metogax KoHTposno Ad|
ETunosuii edpip o- 6pomizoBasiepiaHoBOi KUCNOTHU.
3MiHu | TMNY - 3MiHK 3 AkocTi. APl Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3aci6 (iHLWi 3MiHK) -
BunyyeHHsi BUAIB NepBUHHOT ynakoBku Ad|
ETunosuii edpip a- 6pomizoBasiepiaHoBOI KMCNOTH,
AKi GisibLIe HE BUKOPUCTOBYIOTLCS. 3MiHM | Tuny -
3MmiHu 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6.
CucTeMa KoHTelHep/3akynoptoBasibHUiA 3aci6.
3MiHa napameTpiB cneundikauii Ta/abo
[OMYyCTUMUX MEX NEPBUHHOT YNakoBKV rOTOBOrO
nNiKapcbKoro 3acoby (A40NOBHEHHA cneuundikaui
HOBVM MOKa3HWKOM 3 BifMOBiAHMM METOL0M
BMNpoGyBaHHS) - [lonoBHEHHs creumdikauii Ta
MeTOZiB KOHTPO/IIO MEPBUHHOIO NakyBasIbHOro
matepiany 13 nniska noniBiHiNXxnopugHa TecTom
"laeHTudikauis" 3 BiANOBIAHUM METOA0M
BMNPO6YBaHHSA. 3MiHU | TUMY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTPOIb AONOMIKHUX
peyoBuH (iHLWi 3MiHK) - MPONOHOBaHI 3MiHK
06YMOB/IEHI HEOOXIAHICTIO NPUBEAEHHS
cneumdikaLiin Ta METOAIB KOHTPOJIO AKOCTi Y
BiANOBIAHICTb A0 BUMOr EBpONECHKOT
thapmakonei Ta AdPY gitoyoi pefakuii:
- HaTpIto Kpockapmesosa (3a nokasHukamm "Onuc”,
"laeHTudikayia”, "PO34MHHICTL"), - KPEMHI0
Aiokcnz, KonoigHuii 6e3BoaHWIA (32 NOKa3HUKaMu
"PO34MHHICTB"), - KPOCNOBIAOH (3@ NOKa3HVKaMu
"Po3unHHicT", "lgeHTndikauis®), - ctapnak (3a
nokasHnkom "MikpobionoriyHa yuctora") - MarHito
cTeapar (3a nokasHukamm "PO3UYMHHICTL",
"KncnoTHicTb abo nyxHicTb", "KinbkicHe
BU3HAYEHHS MarHit"), - B- LMKNOAEKCTPUH (3a
nokasHukamu "Onuc", "laeHTudikauis”,
"Po3unHHicTb", "CynpoBigHi gomiwkn", "KinbkicHe
BU3Ha4YeHHs"), - KasibLito rigpodhocdat gurigpat

(3a nokasHukamu "lgeHTndikauis”, "Po34nHHICTL")
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi04YeHHs1
10. KAPAITAB IC | TabneTku ToBapuct YkpaiHa ToBapucTBoO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 6e3 UA/14659/02/01
cybniHrBasibHi; no 10 BO 3 [0[aTKOBOK 3MiHu | TUNY - 3MiHK 3 siKOCTi. FOTOBWMIA NiKapCbKui peuenma
Tabnetok y 6nictepi; [04aTKOBO BIANOBIAA/LHICTIO 3aci6. 3MiHM y BUPO6HULTBI. 3MiHW BUNPObYyBaHb
no 1 6nictepy B nauui; 10 «IHTEPXIM» ab0 fonNyCTUMUX MeX, BCTAHOB/IEHNX Y
no 6 TabneTok y Bignosiga crneuudikauisx, nig yac BUPO6HULTBA FOTOBOrO
6nicTepi NBHICTIO nikapcbkoro 3acoby (iHLWi 3MiHN) - MNepeBeaeHHs
«IHTEPXI OAVHMLb BMMIpY NikapcbKoi 403 3 rpamis () y
M>

Minirpamu (Mr) B cneumaikauisx Ta metogax
KOHTPO/II0 SIKOCTi NPOMKHUX NpoAyKTiB "CymiLu
Ons TabnetyBaHHsa", "TabneTkn B NpoLEeCi
TabnetyBaHHs", "Hepo3dhacoBaHi Tabnetkn" Tay
MEeTOAax KOHTPOSIO SKOCTI "BM3HaUeHHs
O[HOPIAHOCTI BMICTY Ail0HO0T PEYOBUHU Y
NPOMXKHMX NMPOAYyKTax npenapary"; - yTOUHEeHHs
hopmynoBaHHS HOpMyBaHHA TecTy "KinbkicHe
BM3HA4YeHHS" y crieumdikalisx Ta MeToankax
KOHTPOJIO SIKOCTi NPOMIXHUX MPOAYKTIB "
Komnnekc onii M aTn 3 B- LMKNOLEKCTPUHOM",
"Cymiww gns TabnetyBaHHs", "Hepo3sdacoBaHi
TabneTkn"; - yTOUHEHHA onucy npoueaypu
BMKOHaHHS METOAVKM, MOB A3aHe 3 KiNIbKiCTHO
npo6wu, o BiabupaeTbes, B TecTax "KinbkicHe
BM3HaYeHHa" Ta "O4HOopPIAHICTb BMICTY" ANs
NPOMDKHOro NpoAykTy "Komnaekc eTnnosoro
echipy a- 6pomizoBasiepiaHOBOT kKMCnoTH 3 3 -
LMKIoAeKCTpHOM" Ta B TecTi "KinibkicHe
BM3HAYEHHA" 418 NPOMIKHOIO NPOAYKTY
"Komnnekc onii M'ATK 3 3- UMKIOAEKCTPUHOM".
3MiHu | TUNY - 3MiHK 3 siKOCTi. FOTOBWMIA NiKapCbKui
3aci6. KoHTposib roToBOro nikapcbkoro 3acoby
(iHwWi 3miHKW) - CynyTHA 3MiHa - 3MiHW 3 AKOCTI.
[OTOBMIA NikapcbKuii 3aci6. 3MiHM y BUPOOHULTBI.
3MiHu BUNpobyBaHb abo AONYCTUMMX MEX,
BCTAHOBJIEHNMX Y crneuudikauisx, nig vac
BMPOGHMLTBA rOTOBOIO NiKapCbKoro 3acoby (iHLui
3MiHW) - YTOYHEHHS DOPMY/IHOBAHHIO HOPMYBaHHS
TecTy "OfHOopigHICTb [030BaHUX OANHULL" (i3
BiANOBIAHOI CyNYTHBLOI 3MIHOI Y creundikaLii Ta
MeToAax KOHTPOJO SKOCTi MPOMIKHOIO NPOAYyKTY
"Hepo3dacoBaHi TabneTkn") Ta yTOYHEHHS
hopMy/ItoBaHHA HOPMYBaHHS TecTy "PO34nMHEHHS"
Yy MeToAax KOHTPOJIK0 SKOCTi FOTOBOrO /iKapCbKoro
3aco6y. 3miHu | TUNy - AgMIHICTPaTUBHI 3MiHW.
BunyyeHHs1 BUPOOHWYOT AiNbHULL (BK/THOYAOUN
AinbHUU Ana APl npomikHOro NpoaykTy abo
roTOBOrO JliKapCcbkoro 3aco0y, AiNbHULI Ans
NpoBefeHHA NakyBaHHs, BUPOGHUKA,
BiANOBIAA/ILHOIO 3a BUMYCK Cepiid, Micue
npoBeAeHHs KOHTPO/I cepii) abo NnocTavyaibHUKa
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi04YeHHs1
BVIXiHOTO Matepiany, peareHTty abo fOnoMiXHOT
PeYOoBMHM (SIKLLLO 3a3HAYEHO Y JOCHE) -

BUyYEHHAM BUPOGHKKa BAT "Yconbe -
Cubipcbkuid XiMiko-chapmaueBTUYHUIA 3aBo4"
aKTMBHOT Pe4OBVHY eTUNOBWIA edip a-
6pomizoBanepiaHoOBOI KAC/OTU, L0 BXOAWUTb A0
cknagy nikapcbkoro 3acoby. CynyTHS 3MmiHa -
3MiHu 3 aKocTi. A®l. KoHTponb A®I (iHLWi 3MiHNK) -
3MiHa HOpMyBaHHSA TecTy "CynpoBigHi 4OMILIKK",
3MiHa METOAUKV NPOBEAEHHs TeCTy
"Mikpob6ionoriyHa ymcToTa" Ta BUNyYEHHS
3a3HayeHHs BUAY YNakoBKW, MapKyBaHHSA Ta
TepMiHy NpUAAaTHOCTI 415 LbOro BUPOGHMKA Y
cneumaikauii Ta meTogax KoHTponio A®l (BAHLA).
3minu | Trny - 3miHn 3 AkocTi. APl KoHTponb AdI.
3MiHa y meTogax BUNpobyBaHHs AdD| abo
BUXIZAHOrO MaTepiany/npomiKHOro
NpoayKTy/peareHTy, L0 BUKOPUCTOBYETLCSH Y
npoueci BUpobHuutea A®| (He3HauHi 3MiHW y
3aTBEPKEHNX MeToAax BUNPOBYBaHHS) - 3MiHa
MEeTOAMK BUKOHaHHSA TecTiB "CynpoBigHi AOMiLLKn"
Ta "KinibkicHe BU3Ha4YeHHs" y MeTogax KOHTPOsIo
A®| ETnnosuii epip o- 6pomizoBasniepiaHoBOi
Kncnotu. 3Minm | Tuny - 3MiHn 3 sKocTi. AL,
KoHTponb A®I. 3miHa y napameTpax crneumndikawii
Ta/abo [oNyCTUMUX MEX, BUSHAYEHUX Y
crneundikauisx Ha A®l, abo BUXIAHWNIA/NPOMIKHWI
NPOAYKT/peareHT, WO BUKOPUCTOBYOTLCA Y
npoueci BUpobHuLTBa API (3BY)XXEHHS AONYCTUMUX
MeX, BU3HAYEHNX Y creumndikauii) - 3BY>XEeHHS
HOpMyBaHHs TecTy "KinbkicHe BU3HaueHHs" y
cneumdikauii Ta MeTogax KoHTpono AdI
ETnnosuit echip a-6pomizoBanepiaHoBoi KUCIOTU.
3MiHu | TUny - 3MiHM 3 akocTi. A®l. Cuctema
KOHTeliHep/3akynopoBasibHWi 3aci6 (iHLWi 3MiHK) -
BUYYEHHS BUAIB NEPBUHHOI ynakosku Ad®|
ETnnosuit echip a-6pomizoBanepiaHoBoi KMCI0TH,
AKi GiNblue He BUKOPUCTOBYHOTLCA. 3MiHM | Tuny -
3MiHM 3 SKoCTi. F0TOBWIA NiKapcbknii 3aci6.
CucTeMa KoHTeliHep/3aKynopioBasibHUA 3aci6.
3miHa napameTpiB cneyudikaii Ta/abo
[0MNYCTUMUX MEX MEePBUHHOT YNaKOBKN rOTOBOrO
nikapcbKoro 3acoby (A0NOBHEHHS crneumdikaw,ii
HOBUM MOKa3HUKOM 3 BiANOBIAHUM METOAOM
BMNPoBYBaHHS) - AONOBHEHHS creumndikalii Ta
MeTOZiB KOHTPOJII0 MEPBUHHOIO NakyBasIbHOro
matepiany N3 nniBka noniBiHiAX10pUAHa TECTOM
"loeHTudikauis " 3 BigNoBIAHUM METOA0M

BMNPOGYBaHHS. 3MiHU | TUMy - 3MiHM 3 SKOCTI.
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi04YeHHs1
[oTOBWIA Nikapcbkunii 3aci6. KOHTPOIb AOMOMIKHUX
peyoBuH (iHLWi 3MiHW) - NpUBEAEHHS cnevumdikaui,
MeTOoZiB BUNPOGYBaHHS AOMNOMIXKHUX PEYOBUH Y
BiANOBIAHICTb A0 BUMOr E®/APY : - HaTpito
Kpockapmesnosa ( 3a nokasHukamu "Onuc”,
"laeHTudikanis”, "PO34MHHICTL"), - KPEMHIIO
AioKcug, KonoigHuii 6e3BoAHWIA (32 NOKa3HMKamu
"PO34MHHICTL"), - MarHito cteapar (3a
nokasHukamm "PO34nHHICTb", "KncnoTHicTb abo
NYXHICTb", "KiflbkicHe BU3HAYeHHS MarHit"), - B-
UMKNOAEKCTPUH (3a nokasHukamu "Onuc”,
"loeHTudikauis", "Po3unHHicTL", "CynpoBiaHi
Aomiwkn", "KinbkicHe BU3HAYeHHA"), - KasTbLijilo
rigpodpocchat aurigpart (3a nokasHukamu
"laeHTudpikanis”, "Po34mHHICTL"), - Kaulito
auecynbam (3a nokasHnkaMmm "PO3UMHHICTB",
"KncnoTHicTb abo NyXHICTb") - KPOCNOBIZAOH (3a
nokasHukamm "Po3unHHicTb", "laeHTudikauia"), -
cTapnak (3a nokasHukom “Mikpob6ionoriyHa
yucToTa") - KucnoTa IMMOHHA MoHorigparT ( 3a
nokasHukamm "Po34mHHICTL", "laeHTudikauis",
"Mpo3opicTb po3unHy", "KONbOPOBICTb PO3YMHY",
"lLlaBneBa kucnota"), - HaTpitO LUTPAT (3a
nokasHukamm "Po34mHHICTL", "MikpobionoriyHa
yncrtoTa", "KMCNOTHICTb abo JTYXHICTb")
11. KNCNOTA po34uH Ans TOB Ykpaina TOB "TepHodapm" YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 6e3 UA/8493/01/01
CANigunnosB 30BHILLIHBbOIO "TepHodha 3MiHU | TUMY - OHOB/IEHHS BXE 3aTBEPAKEHOIO peyenma
A 3aCTOCYBaHHS, pm" TEKCTY MapKyBaHHS yrMakoBKW NikapCbKoro 3acoby
cnupToBuii 1% no 40 i3 3a3HAaYEHHAM MiXXHAPOAHMX NO3HAYEHb OANHNULb
My chnakoHax; no 40 BVIMIipIOBaHHS. BBeAEeHHS 3MiH NpoTArom 6-Tu
My cpnakoHi; no 1 MicsILiB MicNs 3aTBePOYKEHHS
dhnakoHy B nauui 3
KapToHy
12. KOPOAPOH® | Tabnetku no 200 wmr; TOB Ykpaina XIHOIH 3aBog YropwumHa/ BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/3683/02/01
Ne 30 (10x3): no 10 "CaHoci- dapmaLeBTUYHMX Ta PpaHLin 3MiHU | TUny - AAMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
TabneTtok y 6rictepi; ABEHTIC XimiuHnx MpoaykTiB HaliMeHyBaHHA Ta/abo agpecu micus
no 3 6nictepu B YkpaiHa" MpaiisiT Ko. N4, NPOBaPKEHHS AiSNIbHOCTI BUPO6HUKa/iMnopTepa

KapTOHHIiA KopobLyi; Ne
30 (15x2): no 15
Tabnetok y 6nictepi;
no 2 6nictepu B
KapTOHHIi KOpoOLyi

Mignpuemctso 2
(mignpremcTBo
Bepelwepabxas),
YropLumHa;
CAHO®I BIHTPOM
IHOACTPIA, ®paHuis

rOTOBOrO /1iKapCbKOro 3acoby, BK/IYaoum
OiNbHUUI BUNYCKy cepii abo MicLe NpoBeaeHHs
KOHTPO/I0 AKOCTI. (BiANbHICTb, 3a Ky BiAnosigae
BMPOGHMK/iIMNOPTEP, BK/IOYAKOUN BUMYCK Cepild) -
3MiHa HaliMeHyBaHHS1 BUPOGHMKa roOTOBOrO
nikapcbKoro 3acoby - NpPYBEAEHHS Y BiANOBIAHICTb
[0 BMCHOBKY W00 NigTBEPAKEHHS BiANOBIAHOCTI
BMPOGHULITBA NiKapcbknx 3aco6iB BuMoram HBIM,
BMAaHoro [lepxnikcnyx6ot YkpaiHu. BupobHuua
AiNbHULA Ta BCi BUPOGHUYI onepav,ii 3annwarTbes
HEe3MiHHMMUW. 3MiHN BHECEHI B IHCTPYKLiO A/1s




15
Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi04YeHHs1
MeAMYHOro 3aCTOCYBaHHS LWOA0 HaliMeHyBaHHS Ta

BBE/EHHSA AOAATKOBOI AiNbHULI BUPOGHMLTBA AN1S

MiCLLe3HaxoMKeHHS BUPOOHMKA, SIK HacNiooK —
BIANOBIAHI 3MiHW Yy TEKCT MapKyBaHHS yNakoBKn
nikapcbKoro 3acoby (BBefeHHs1 3MiH NpoTArom 6-

TV MiCALIB Nicns 3aTBepAXeHHs); 3MiHu | Tuny -
3MiHM 3 aKocTi. FoTOBWIA NiKapCbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBeAEeHHS J0AaTKOBOI
OiNbHAL BUPOBGHMLTBA A1 YaCTUHM ab0 BCbOro
BMPOGHMYOro NpoLLecy roToBOro J1iKapCbKoro
3aco0y (AinbHWLA AN BTOPUHHOTO NaKyBaHHS) -
BBE[EHHS A0AATKOBOI Ai/IbHULi BUpOBHULTBA -
CaHodi BiHTpon IHgacTpia, ®paHuia (BeegeHHs
3MiH NPOTAroM 6-TW MICALB NicNs 3aTBEPMAKEHHS);
3MiHM | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii
3aci6. 3MiHM y BUpobHULTBI. 3amiHa abo

4yacTuHK abo BCbOro BUPOBHMYOro npouecy

rOTOBOrO /iKapCbKoro 3acoby (finbHnusa ans

NepBUHHOTO NakKyBaHHS) - BBEAEHHS A0AATKOBOT
OinbHUUI BUpo6HMLTBA - CaHodpi BiHTpon

IHpacTpia, ®paHuia (BBegeHHs 3MiH NpoTsrom 6-
TV MicsILiB nicns 3aTBepKEHHS); 3MiHM | Tuny -
3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHN y

BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHy, Lo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/IHO AKOCTI
roTOBOrO JliKapCbKOro 3acoby (3amiHa abo
AofaBaHHA BUPOOHMKa, LLO BignoBsigae 3a
BBE3EHHA Ta/abo BMMNycK cepii) - Bknoyaroun

KOHTPObL/BUNPOGYBaHHSA cepil - 4oAaBaHHSA
BMpO6HUMKa - CaHodi BiHTpon IHgacTpia, ®paHuis.
3MiHV BHECEHI B iIHCTPYKLi0 4518 MEeANYHOro
3aCTOCYBaHHSA LLOAO HaliMeHyBaHHA Ta
MiCLLe3HaXOMKEHHS BUPOOHMKA, SIK HACNIA0K —
BiANOBIAHI 3MiHM Yy TEKCT MapKyBaHHS yNakoBKW
nikapcbKoro 3acoby (BeefieHHs 3MiH NPOTSArom 6-
TV MicsILiB nicns 3aTBEPKEHHS); 3MiHM | Tuny -
3MiHu 3 sKocTi. [0TOBWMIA Nikapcbkuii 3aci6. 3MiHN y
BUPOGHMLTBI. 3amiHa abo BBeAeHHS 404aTKOBOT
AiNbHULI BUPOBHMLTBA 419 YacTUHM abo BCbOro
BUPOGHNYOro NpoLiecy roTOBOrO NiKapCbKoro
3aco6y (AinbHWLSA, Ha SiKili NPOBOAATLCA By /b-iKi
BMPOGHWYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJIH0 AKOCTi, NEPBUHHOTO Ta BTOPUHHOIO
nakyBaHHs, 4151 HECTEPUSIbHUX NIKaPCbKUX
3ac06iB) - BBEJEHHA [OAATKOBOI Ai/TbHNL,
BMPOGHMLTBA - CaHodpi BiHTpon IHaacTpia,

®paHuia (BBegeHHs 3MiH NPOTAroM 6-Tu MicALiB

nicns 3aTBepAkKeHHs)
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi04YeHHs1
13. MINICTAH MOPOLLIOK ANs Mini Benuka IkcEnb NabopaTtopiec IHgjisa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 6e3 UA/2433/01/01
FAPSYMI OpasibHOro Po34nHy; Xerckepe BpuTaHis Met. /114, 3MiHU | TUNY - 3MiHW 0 [HCTPYKUIT 4N MeguyHoro peyenma
YA BIA, no 6 r y nakeTuky; no Nimiteq 3aCTOCyBaHHS MikapcbKoro 3acoby [0 po3ginis:
KALUMKO 10 nakeTukiB y "B3aemogis 3 iHWKMKU NikapcbkMu 3acobamu Ta
KapTOHHIlA KopooLi iHWi BMAW B3aemogiin”, "OcobmBocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs rpyaar”,
"MepeposyBaHHA", "Mo6IYHI peakuii” Wwoao
6e3nekn 3acTocyBaHHs Ajil0UNX PEYOBUH.
BBefeHHs1 3MiH NpoTArom 3-x MicsLiB nicns
3aTBEPMAKEHHSA
14. MINICTAH CyCneHsis opasibHa, Mini Benvka pakype IHAjs BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 6e3 UA/1454/01/01
MYNbTUCUM | no 100 mn y dpriakoHi, Xenckepe BpuTaHis dapmacbtoTikasic T/ 3MiHW | TUNY - 3MiHW [0 IHCTPYKLUiT 4519 MeANYHOro peyenma
NTOMHWIA no 1 chnakoHy pasom 3 Nimiten 3acTocyBaHHSA NikapcbKoro 3acoby Ao po3ainy
MipHOIO JTOXXEUKOI0 Y "3acTocyBaHHS y nepiog, BariTHOCTi ab0 rogyBaHHs
KapTOHHIA ynakoBL,i rpPyAAto " Wwoao 6esneky 3acTocyBaHHSA Aikoyoi
peyoBMHM NapaveTamony, BifnoBigHO 40
pekomeHpauii PRAC EMA.
BBefeHHs 3MiH npoTarom 3-x micsuiB nicns
3aTBEPKEHHS
15. MINICTAH KanneTtu, BKpuTI Mini Benvka BiHgnac Xenckepe IHais BHECEHHS 3MiH 4,0 peecTpavyiiHnx martepianis: 6e3 UA/6459/01/01
CUHYC o60onoHkoto, no 10 Xenckepe BpuTaHis Mpisart JlimiTes 3MiHK | TUNY - 3MiHW [0 IHCTPYKLUiT 4518 MeANYHOro peuyenma
Kannert y 6nictepi, no Nimiten 3acTocyBaHHSA NikapcbKoro 3acoby A0 po3ainy
2 6nictepu y nayu,i "3acTocyBaHHS y Nepiog, BariTHOCTi abo rogyBaHHs
rpyAato " woao 6esneky 3acTocyBaHHSA Aitoyoi
peyoBuHM napatieTamorsny, BinoBigHO A0
pekomeHgauin PRAC EMA
16. HATPIO PO34MH ONs iH'eKUIiA, 9 MpusaTHe Ykpaina MpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/13557/01/01
xnoeunpg Mmr/MA, o 5 mn B aKujioHepH TOBapMUCTBO "JleKxim- 3MiHM | TUNY - NOAAHHA OHOBMIEHOTO cepTudikarty peyenmom
amnyni; no 10 amnyn y e XapkiB" BiANoBigHOCTI EBponeiickbkin hapmakonei R1-CEP
naJui 3 KapToHy 3 TOBapUCTB 2008-105-Rev 01 Big, 3aTBEPAXKEHOrO BUPOOHUKA
neperopogkamu; no 5 0 "Jlekxim- Akzo Nobel Salt A/S gito4oi peqoBrHY HaTpilo
M B amnysii; no 5 XapkiB" X/10pYA, y 3B’A3KY 3i 3MiHOI Ha3BM BUPOOHUKA,

amnyn y 6nictepi; no 2
6nictepn y nauui 3
KapTOHY; Mo 5 M/ B
amnyni; no 100 amnyn
B KOpOO6L 3
neperopogkamu; no 10
M1 B amnyni; no 10
amnyn y nayui 3
KapToOHy 3
neperopogkamu; no 10
M B amnysi; no 5
amnyn y 6nictepi; no 2
6nictepn y nauui 3
KapToHy; no 10 mn B
amnyni; no 100 amnyn

BMPOGHMYA AiNbHULSA Ta BCi BUPO6HUYI onepavi
3a/MLLIalTbCs HE3MiHHI; 3anponoHosaHo: R1-CEP
2008-105-Rev 01, Bupo6HMK DANSK SALT A/S,
Denmark)
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi04YeHHs1
B KOpOO6Li 3
neperopogkamm
17. OHAOAHCETP | po3uunH s iH'ekuii, 2 MpuBaTHe YkpaiHa MprBaTHE aKLioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLliiiHux maTepianis: 3a UA/10250/01/01
OH mr/Mn no 2 mn abo 4 aKuioHepH TOBapuUCTBO "J1EeKXiM- 3MiHM | TUMy - 3MiHa y KOPOTKili XapakTepucTu,i peyenmom
M/1 B amnyni; no 5 e Xapkis" nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta
amnyn y nadui; no 2 TOBapucTB IHCTPYKL|i 415 MeANYHOro 3acTOCyBaHHS Ha
mn abo 4 mn B amnyni; | o “Jlekxim- nigcTasi perysisipHo OHOBJ/TOBAHOTO 3BITY 3
no 100 amnyn y nauwi; Xapkis" 6e3nekun nikapcbkoro 3acoby, abo gocnimKeHb 3
no 2 mn abo 4 mn B 6e3nekn 3aCToCyBaHHS NiKapcbKoro 3acoby B
amnyni; no 5 amnyny nicnsipeecTpauiiinii nepiog, abo sk pesynbtart
6nictepi; no 1 OL|iHKM 3BITY 3 AOCNIAKEHb, NPOBEAEHNX
6nicTepy B naui BIANOBIAHO A0 MNaHy negiaTpuyHNX JOCAiAKEHb
(PIP) (3MiHYy y3roppkeHo 3 KOMNEeTEeHTHUM
YNOBHOB&XXEHUM OpPraHoM); CynyTHSI 3MiHa: 3MiHN
00 IHCTPYKLiT 415 MeANYHOro 3acTocyBaHHSA
nikapcbKoro 3acoby y po3ain "3acTtocyBaHHs Y
nepiog BariTHocTi abo rogyBaHHs rpyaar”
BiANOBIAHO A0 OHOBNEHOI iHChopMaL,i 3 6e3neku
[it0401 peqyoBUHU
18. OCIMNAMOKC TabneTtku, Lo CaHpo3 CnoseHisa CaHpo3 'm6X - ABCTpis BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3a UA/3975/04/01
AT AncnepryoTbes, no dapmacb Bupo6Huya finbHuus 3MiHW | TUNY - 3MiHX 00 IHCTPYKLT A8 MeANYHOro peyernmom
500 mr no 10 toTikan3 AHTWiHEKU,HI TN3 3aCcTOCyBaHHS NiKapCbKOro 3acoby y po3aiu
Tabnetok y 6nictepi; a.a. Ta XimiyHi Onepauii "®apmakonoriyHi Bnactmsocti”, "Cnocio
no 2 6nictepu B KyHane (AIXO M3 3acTocyBaHHA Ta gosun" (pegaryBaHHs), "ditn"
KapTOHHIA Kopo6Lii; no KyHA/1b) (yTouHeHHs iHdhopMaLii) BignoBigHO A0 matepianis
12 TabneTok y peecTpanHoro JockeE.
6nictepi; no 1 BBegeHHs1 3MiH MpoTAroM 6-Tu micAuiB nicns
6nicTepy B KapTOHHii 3aTBEPMKEHHS
Kopoobui
19. OCIMNAMOKC TabneTtku, o CaHpo3 CnoBeHis CaHpo3 'm6X - ABCTpist BHECEHHS 3MiH [0 peecTpavliiiHux maTepiais: 3a UA/3975/04/03
AT aucnepryoTtbes, no dapmacb Bupo6Huya ginbHuus 3MiHU | TUNY - 3MiHW [0 IHCTPYKLUiT 418 MeAnYHOro peyenmom
1000 mr no 6 a6o 10 1oTikan3 AHTUIHDEKU,HI TN3 3acTOCyBaHHS MikapCcbKoro 3acoby y po3ginm
Tabnetok y 6nictepi; a.a. Ta XimiuHi Onepauii "®apmakonoriyHi BnactmsocTi”, "Cnoci6
no 2 6nictepu B KyHanb (AIXO M3 3acTocyBaHHA Ta fo3un" (pegarysaHHs), "Oitn"
KapTOHHI KOpO6L KyHanb) (yTouHeHHs iHchopmalii) BignoBsigHO Ao MaTepianis
peeCTpanHoro JoCLE.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPKEHHS
20. NAPA®Y3IB pO34nH A8 iHgys3il, dapma MopTtyrani C.M. dapmaveyTiui ITanisa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3a UA/17329/01/01
no 10 mr/mn, no 50 mn BaBapis a C.P.N. 3MiHU | TUNY - 3MiHW [0 IHCTPYKLUiT 418 MeANYHOro peuyenmom
a6o 100 mny IHTepHaui 3aCTOCYBaHHS NikapCbKoro 3acoby y po3ain
chnakoHi, no 1 a6o 10 OHan "3acTocyBaHHs y nepiof BaritTHOCTi abo rogyBaHHS
(h/1aKOHIB Y KapTOHHIi (®BI) rpyaao"BignoBigHO 4,0 OHOBNEHOT iHGhopMauii 3
ynakoBLi MopTyrani 6e3nekun 4ityoi pevyoBuHN. BBegeHHs 3MiH
4, FOHIn. NPOTArom 3-x MicALIB NiCNSA 3aTBEPAYKEHHS
Joa.
21. PANIKNAB- TabneTkun, BKpUTI Inka IHAis Inka Nlabopatopi3 IHAjs BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/16724/01/01
625 nniBKOBOK 060/10HKOK | Jla6opaTto JNimiTeq 3MiHM | TMNY - 3MiHW Y MeToAax BUNPOBYBaHHS T. peyenmom
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi04YeHHs1
no 500 mr/125 mr Ne21 pi3 3annLWKoBi PO3UYMHHUKY - aHaNiTM4YHa npoLeaypa
(3x7) y cTpunax NimiTen [0noBHeHa iHhopMaLlielo LWOA0 peareHTis,
obnagHaHHs, NpuaaTHOCTI XpomarorpadiuHoT
cucTeMU, MPUroTyBaHHA PO3YUHIB Ta AOBIAKOBUMMU
XpomaTtorpamMamu, TOoLo
22. PECIMUNKC® PO34MH opanbHuiA, 10 OPTAHO OAE ®paHuia ITanis BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 6e3 UA/12305/01/01
CMPEN Mmr/0,2 mn no 13 mn CWH PapmachbioTivi 3MiHK | TUNY - NOAAaHHSA OHOBNEHOTO cepTudikaTy peuyenma
pO34urHy y (hriakoHi 3 NAN®CA IHaycTpia ®apmako CEP (R1-CEP 2002-117-Rev 01) Big yxe
[03YI04NM NPUCTPOEM; EHCU3 Bionogxika C.p.n. 3aTBepaxeHoro Bupo6Hnka ERREGIERRE SPA,
no 1 cpnakony y (E® 3ET ITania gna A®l Am6pokcony rigpoxiopug,
KapTOHHI KopoobLi Cl)
23. CAJIbBYTAM | iHransuis nig TMckom, TOB Ykpaina TOB "Mikpochapm” YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/10530/01/01
ON-HEO 100 mkr/go3a no 12 "Mikpocpa 3MmiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NiKapCbKNi peyenmom
mn/200 go3 y pm" 3aci6. 3MiHM y BUPOOHULTBI. 3MiHK Yy npoueci
KOHTelHepi; no 1 BMPOGHULITBA FOTOBOrO NiKapCbKoro 3acooy,
KOHTelHepy y nauui 3 BK/THOHAI0UN MPOMIKHWIA NPOAYKT, L0
KapToHY 3aCTOCOBYETLCSA NPV BUPOOHULITBI FOTOBOrO
nikapcbKoro 3acoby (He3Ha4yHa 3miHa y NpoLEeCi
BMPOGHULITBA) - BHECEHHS 3MiH [10 pO34isy
3.2.P.3. lNpouec BMpO6GHULITBA NiKAPCLKOro
3acoby, 30kpema: Ha cTagii 4. "MapKyBaHHS Ta
nakyBaHHs roToBoI NPOAyKLii" Ha onepauii 4.1.
"MapKyBaHHs 6a/10HIB" A0AATKOBO 3a3HaYeHO, Lo
NPOTArOM NpoLecy MapKyBaHHS KOHTPO/IOI0Thb
LiNICHICTb Ta AKICTb HAHECEHHS eTUKETKHU,
NpaBW/bHICTb Ta YiTKICTb APYKY HOMepa cepii Ta
TEPMiHY NPUAATHOCTI.
24. CAJ/IbBYTAM | iHransauis nifg TUCKOM, TOB Ykpaina TOB "Mikpochapm” YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3a UA/10530/01/01
ONn-HEO 100 mkr/go3a no 12 "Mikpodpa 3MiHM | TUMY - OHOB/IEHHSA BXE 3aTBEPKEHOr0 peyenmom
mn/200 po3 y pm" TEKCTY MapKyBaHHA BTOPUHHOT Ta NepBUHHOT
KOHTeliHepi; no 1 ynakoBku /13 (BHECEHHSI MO3HaYeHb OANHULIb
KOHTelHepy y nauui 3 BMMIPIOBaHHS, 3 BUKOPUCTAHHAM NiTep
KapToHY naTvHCbKOro andasiTy; Towo). BBegeHHs 3MiH
NPOTSArom 6-Tv MiCAILiB NicNs 3aTBEPKEHHS
25. CTEPUNNIYM | po34vH HaLLKipHWI1 NO Boae Xewmi HimeyunH Boge Xemi TM6X HimeuunHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 6e3 UA/4627/01/01
® 100 mn, 500 mn, 1000 M6X a 3MiHM | TuMy - 3mMiHa gianasoHy po3mipy cepii M13; peyenma
My hnakoHax; no 5 3anponoHoBaHo: Po3mip cepii: 4000 — 8400 «r.
Ny KaHicTpax thnakoHn 100 mn: 7000 — 13707 donakoHis;
chnakoHm 500 mn: 1500 — 3400 dpriakoHiB;
donakoHn 1000 mn: 700 — 1800 chnakoHiB;
KaHicTpa 5 n: 500 — 1000 cpnakoHis
26. CTEPUNNIYM | po34uH HaLLKIpHWIA in Boge Xemi | HimeyuunH Bope Xemi Tm6X HimeuyunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: - UA/0470/01/01
® bulk: no 100 mny 6X a 3MiHK | TNy - 3MiHa giana3oHy po3mipy cepii MNN3;

donakoHi; no 45
thnakoHiB y kopobui 3
KapToHy, in bulk: no
500 mn y chnakoHi; no
20 dhnakoHiB y

3anponoHoBaHo: Po3mip cepii: 4000 — 8400 kr.
donakoHn 100 mn: 7000 — 13707 donakoHis;
donakoHn 500 mn: 1500 — 3400 dhnakoHiB;
nakoHn 1000 mn: 700 — 1800 chnakoHiB;
KaHicTpa 5 n1: 500 — 1000 cpnakoHiB
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOpO6Lii 3 KAapTOHy, in
bulk: no 1000 mny
donakoHi; no 10
chnakoHiB y kopobui 3
KapToHy, in bulk: no 5
Ny KaHicTpi; no 128
KaHicTp y Kopobui 3
KapTOHY

27.

YHA3SNH®

MOPOLLOK A/151 PO3YNHY
ONs iH'ekuii no 0,75 ;
1 h1akoH 3 NOPOLLKOM
Y KapTOHHIi ynakoBLi

N®ANIEP
IHK.

CLWA

Mdparizep Moban
Cennnait xanaH IHK.
Haros MnaHT, AnoHis

(BMPOGHMLTBO
CTepW/IbHOT CyMiLLi
cynbbakTamy HaTtpito
Ta amniyuniny
HaTpito); Xaynt ®apma
Natina C.p.n., ITanis
(cTepunbHe
HanoBHEHHS,
nakyBaHHS, KOHTPO/b
AKOCTI, BUNYCK cepii)

AnoHis/
ITanisa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:
3MiHU | TUNY - 3MiHW 0 IHCTPYKLIT 418 MegnuyHoro
3acTOCyBaHHS fikapcbKoro 3acoby Ao po3ainis
"®apmakognHamika" BifnoBigHO [0 OHOBMEHOT
KOPOTKOI XapakTepucTuku. BeegeHHsA 3MiH
NPOTAroM 6-TW MICALIB NICNA 3aTBEPAXKEHHS; 3MiHN
Il Tvny - 3MiHK 8O IHCTPYKLIi ANs MeguyHoro
3aCTOCyBaHHS NikapCbKoro 3acoby A0 po3ainis
"3acTocyBaHHS y nepiog, BariTHOCTi abo rogyBaHHsA
rpyaaro” BiANOBIAHO A0 OHOB/EHOT KOPOTKOT
XapaKkTepucTukn. BBeAeHHs 3MiH NPOTAToM 6-Tn
MiCsILiB MicNs 3aTBEpPYKEHHS

3a
peyerimom

UA/5992/01/01

28.

YHA3NH®

MOPOLLIOK A5 PO3YNHY
ansiH'ekuinno 1,5r; 1
dp/1akoH 3 NOPOLLKOM Y
KapTOHHIA ynakoBL,i

MNeANSEP
IHK.

CLWA

Mdpaiizep Moban
Cennnaii [pkanaH IHK.
Haros MnaHT, AnoHis

(BMPOGHMLTBO
CTEPUIBHOI CyMiLLi
cyfnbbakTamy HaTtpito
Ta amniuuniny
HaTpito); Xaynt ®apma
NaTina C.p.n., ITanisa
(cTepunbHe
HanoBHEHHS,
nakyBaHHS, KOHTPO b
AKOCTI, BUNYCK cepil)

AnoHis/
ITanis

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:
3MiHW | TURY - 3MiHK 80 IHCTPYKLiT 4158 MeguyHoro
3acTOCyBaHHS fikapCcbKoro 3acoby Ao po3ginis
"hapmMakognHamika" BignoBigHO A0 OHOBJ/IEHOT
KOPOTKOI XapakTepucTukn. BBefeHHs 3MiH
NPOTAroM 6-TW MICALIB NIC/IA 3aTBEPAXKEHHS; 3MiHN
Il TMny - 3MiHW o0 IHCTPYKUIT ANA MeguyHoro
3aCTOCYBaHHSA NikapcbKoro 3acoby A0 po3ainis
"3acTocyBaHHS y Nepiog, BariTHOCTi abo rogyBaHHs
rpyaaro” BignoBigHO 4,0 OHOBNEHO! KOPOTKOT
XapaKkTepucTukn. BeefeHHA 3MiH NpOTAromM 6-Tn
MiCSILiB MiCNs1 3aTBEPAYKEHHS

3a
peyenmom

UA/5992/01/02

29.

YHA3NH®

MOPOLLOK A/15 PO3UUHY
ans iH'ekuin no 3,0r; 1
dp1akoH 3 NOPOLLKOM Y
KapTOHHIiA ynakoBL,i

MN®AN3EP
IHK.

CLWA

Mdpaiizep Moban
Cennnaii [pkanaH IHK.
Haros MnanT, Anoxis

(BUPOBHMLTBO
CTEPUIBHOI CyMiLLi
cynbbakTamy HaTpito
Ta amniumnivy
HaTpito); Xaynt ®apma
Nartiva C.p.n., ITanis
(cTepunbHe
HaMNoBHEHHS,
nakyBaHHS, KOHTPO b
SKOCTI, BUNYCK cepii)

AnoHis/
ITanis

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:
3MiHM | TUNY - 3MiHK 80 IHCTPYKLiT 4158 MeguyHoro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainis
"®apmMakognHamika" BignoBigHO A0 OHOB/IEHOT
KOPOTKOI XapakTepucTukn. BBeAeHHs 3MiH
MPOTAroM 6-T1 MICALIB MiC/A 3aTBEPKEHHS; 3MiHN
Il TMNy - 3MiHK A0 IHCTPYKUIT ANA MeguyHoro
3aCTOCYBaHHS NikapcbKoro 3acoby A0 po3ainis
"3acTocyBaHHs y nepiof BarirTHOCTi abo rogyBaHHs
rpyaaro” BignoBigHO 40 OHOBNEHOT KOPOTKOT
XapaKkTepucTukn. BeeeHHA 3MiH NpOTAroM 6-Tn
MiCALIB MiC/1A 3aTBEPAKEHHS

3a
peyenmom

UA/5992/01/03

30.

®/IABAME],

pO34MnH opasibHuiA, 15

BEP/IH-

HimeyunH

BEPNNIIH-XEMI Al

HimeyunHa

BHECEHHS 3MiH [10 peecTpaliiHux maTtepiasis:

6e3

UA/3591/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi04YeHHs1
® PO34UH mr/5 mn; no 60 mn abo XEMI Al a 3MiHU | TUMY - OHOB/IEHHSA BXe 3aTBEpIKEHOro peyenma
BIA KALWINKO 100 mn y cpnakoHi; no TEKCTY MapKyBaHHA BTOPUHHOT Ta NepBUHHOT
1 chnakoHy 3 MipHOIO ynakoBku /13 (BHECEHHS NO3HaYeHb OANHULb
JIOXKOI B KAPTOHHIl BMMIPIOBaHHS, 3 BUKOPVUCTaHHAM fiTep
Kopobui NaTUHCLKOro andasiTy); BHECEHHS 3MiH [0
po3ainy “MapkyBaHHs” MKA J13: 3anponoHOBaHo:
MapkyBaHHs. 3riiHO 3aTBEPA)KEHOro TEKCTY
MapKyBaHHS. BBeJeHHSA 3MiH NpOTArom 6-Tu
MiCALIB MiC/s 3aTBEPKEHHS
31. LEPYKAN® PO34MH A5 iH'EKUIN, TeBa 13painb Mepkne 'M6X, HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/2297/02/01
10 mr/2 mn, no 2 mn B PapmateB HimeuunHa 3MiHK | TUNY - NnogaHHsA oHoBneHoro CepTudikaty peyenmom
amnyni, no 10 amnyn y Tikan (BMPOGHMLTBO BiAgnosigHOCTI EBponeiickbkin hapmakonei RO-CEP
Kopobui IHoacTpi3 Hepo3dhacoBaHOro 2015-304-Rev 01 Big, BXe 3aTBEpAKEHOro
nra. NpoAyKTy, NepBuHHe BUpo6HMKa ICROM S.p.A., Italy ana Adl

Ta BTOpPVHHA
ynakoBka, fj03BiN Ha
BUNyck cepii); Mepkne
'm6X, HimeuunHa

(KOHTpO/b cepii)

BHAC/MIJOK 3MiHM Ha3Bu Ad| 3 meTokonpamigy
rigpoxnopug Ha meToksionpamigy riapoxnaopug,
MOHOrigpat Ta Buy4yeHHs gomiwok 3 CEP

HavyanbHuK Bigainy 3 nutaHb papmaleBTUYHOI
AisnbHOCTI [lenapTaMeHTy peasiisauii NONITUK

T.M. NAacKOBCbKUA
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