MIHICTEPCTBO OXOPOHM 3/I0POB’AI YKPAIHU

HAKA3

Kuis

16 ciung 2021 p. Ne 60

IIpo jepkaBHY peecTpariiio (mepepeecTpariiio) JiKapCbKHX 3aco0iB (MegHUYHHX
iMyHOOio/T0TiUHKX MpenapaTiB) Ta BHeCeHHA 3MiH /I0 peecTpaLiiHUX MaTepiaiiB

BignosiaHo fo crarti 9 3akoHy Ykpainu «IIpo siikapchbKi 3acobu», MyHKTIB 5,
7, 9, 10 Tlopsinky [nep)kaBHOI peecTpalii (mepepeecTpaliii) mikapcbkux 3acobiB,
3aTBep/pKeHoro moctaHoBoro Kabinety MiuicTpiB Ykpainu Bif 26 TpaBHs 2005 poKy
Ne 376 «Ilpo 3aTBepgkeHHs IlopsiiKy Jep>kaBHOI peecTpaliii (mepepeecTpariii)
mikapcbkmx — 3acobiB i po3mipiB  300py 3a iX Jep)KaBHY  peecTpariiro
(mepepeecTpaiiito)», ab3aiy ABaAISATL CbOMOTO IMAMYHKTY 12 MyHKTY 4 ITomoxeHHs
rnpo MIiHICTEPCTBO OXOpPOHM 3/[0pOB’S YKpaiHW, 3aTBepKeHOro I10CTAaHOBO)
Kabinery MinicTpiB Ykpainu Big 25 Gepe3nst 2015 poky Ne 267 (B pepakiiii
noctaHoBu Kabinety MiHicTpiB Ykpaiau Biz 24 ciuns 2020 poky Ne 90), Ha mifcTaBi
pe3y/IbTaTiB eKCIIePTHU3M peecTpalfifHuX MaTepiasliB JiKapchbKUX 3aco0iB (MeAUUHUX
iMyHOOio/lOTiuHMX ~ TIperapariB), 10 TIOflaHi Ha [Iep’KaBHY  peeCTpariifo
(mepepeecTpallito) Ta BHECEHHs 3MiH /0 peecTpaljiiHUX MaTepiasiB, MpOBeJeHUX
[ep>xaBHUM MiATIPUEMCTBOM  «/lep>KaBHUM eKCIIepTHUM 1jeHTp MiHicTepcTBa
OXOPOHHU 37I0pOB’S YKpaiHW», BHUCHOBKIB 110710 eheKTUBHOCTi, Oe3reyHOCTi Ta
AKOCTI, WJOAO0 €KCIIePTHOI OLIHKM CITiBBIJHOLIEHHSI KOPUCTh/PU3MK JIIKAPCHKOrO
3aco0y, 1110 TIPOTIOHYETBHCS [0 Jep)KaBHOI peectpaillii (mepepeecTpailii), 070
BHECEHHSI 3MiH [0 peeCcTpaljiiHuX MaTepiajiB Ta peKoMeHZallii Moro Ao Jep>kaBHOl
peectpaiiii (rmepepeecTpariii) abo BHeCeHHsI 3MiH [I0 peeCTpalliiHUX MaTepiaiB

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHecTH M0 Jlep>KaBHOTO DPeECTPY JiKapChbKuX 3acobiB
Ykpainu sikapcbki 3acobu (MeauuHi imyHoOiosioriyHi TpemapaTvl) 3TiHO 3
riepesikoM (JomaTok 1).

2. [lepepeecTpyBaTl Ta BHeCTU /10 Jlep>XKaBHOT'O peeCTPy JiKapChbKUX 3acobiB
YKpaiHud fiKapchKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTtv) 3rifHO 3
riepesikoM (JJoAaToK 2).
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3. Brectu 3MmiHM [0 peecTpauiHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
JMKapcbKuX 3aco0iB YKpaiHW Ha JiKapchKi 3acobw (MeguuHi imyHoOGiomoriusi
riperapaTH) 3riJIHO 3 TiepesiikoM (JoAaToK 3).

4. BigMOBUTH Yy Jiep’KaBHiM peecTpallii/riepepeecTpallii Ta BHECeHHi 3MiH [0
peecTpaljiiHiX MaTepiamiB Ta [lep)kKaBHOrO peecTpy JiKapchbKuX 3acobiB YKpaiHu
niKapChbKMUX 3aco0iB 3ri/IHO 3 TIepeslikoM (0/1aToK 4).

5. KoHTpo/ib 3a BUKOHAHHAM LbOIO HakKasy IIOK/JIaCTU Ha 3acCTyITHUKA

MiHicTpa 3 muTaHb €BPOIEUCHKOI iHTerpariii IBamenka I.A.

MinicTp Maxkcum CTEITAHOB



AEPXXABHOI'O PEECTPY NIKAPCbKNX 3ACOEIB YKPAIHU

MEPENIK
SAPEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIONOI4YHUX MPENAPATIB), AKI BHOCATbLCA A0

Jopartok 1

[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu

16.01.2021 Ne 60

Hassa
JliKapcbK0o20
3acoby

dopma suUnycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu Peknamysa
Bionycky HHS

Homep
peecmpayiliHo2o
nocsioYeHHs1

BPOHXO-
BAKCOM A™

kancynm no 3,5 mr no
10 kancyn y 6nictepi;
no 1 a6o no 3
6nicTepu B KAPTOHHI
Kopooui

OM dapma
CA

LLiBefiuapis

OM dapma
CA

LLiBefiuapis

peecTpauis Ha 5 pokis
MepioAnyHICTb NofaHHSA
perynspHO OHOB/IOBAHOIO 3BITY
3 6esneku, BignoBigHo 4o
Mopsiaky 34iiCHeHHS
thapmakoHarnagy,
3aTBEPAKEHOrO HaKa3oM
MiHicTepcTBa OXOPOHU 340P0B’A
YKpaiHu Bif 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHoro B MiHictepcTsi
tocTuuii Ykpainm 29 ciuna 2007
poky 3a Ne 73/13340 (y pegaku,i
Haka3y MiHicTepcTBa OXOPOHU
370pOB'a YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTpoKamu,
3a3Ha4YeHMU y NepioanyHOCTI
NOAAHHSA PerynsipHNX 3BiTiB 3
6esneku.

3a He UA/18520/01/01

peuyenmom niosnsieae

BPOHXO-
BAKCOM AoPOCHI

Kancynu, 7 wmr, no 10
Kancyn y 6nictepi; no
1 a6o no 3 6nictepu B
KapTOHHI/ Kopoo6Li

OM dapma
CA

LLsenuapis

OM dapma
CA

LLisenuapis

peecTpavuis Ha 5 pokiB
MepiognyHicTb NogaHHA
perynsipHo OHOBJIOBAHOTO 3BITY
3 6e3neku, BIANOBIAHO A0
Mopsaaky 34iACHeHHS
thapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOpPOHM 34,0POB’SA
Ykpaiuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YkpaiHin 29
ciyHs 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MinicTepcTBa
OXOPOHU 340POB'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,

3a He UA/18521/01/01

peyenmom nionsizae




Ne Hassa ®dopma BunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky HHS peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
3a3Ha4YeHVMU y NepioAnNYHOCTI
noJaHHsA perynspHux 3BiTiB 3
6e3neku.
3. KNOPA3NMIH nopoLLokK (cybcTaHuis) | XAOMA XENC IHais CaHrpoc IHais peecTpauisf Ha 5 pokis - He UA/18522/01/01
y NoABiliHNX KEAP Nab6opaTtopic nionseae
nonieTUNeHoBNX MNMPANBET MpaiiseT
nakeTtax gns NIMITEL, Nimiteq
hapMaLeBTUYHOTO (XXK)
3acTOCyBaHHs
4, MATHIHO DL- NOPOLLIOK (Cy6CTaHList) Op. Naynb HimeuyunHa [Op. Naynb HimeyunHa peecTpauist Ha 5 pokis - He UA/18523/01/01
ACNAPTAT y NoABiHNX NomaHH T'm6X NomaHH T'm6X nionszae
TETPATIAPAT noslieTUIEHOBMX eHf Ko. KraA eHf Ko. KraA
nakeTtax gns
hapmaueBTUYHOro
3aCcTOCyBaHHSA
5. METOPTPIT PO34UH OS5 iH'EKLLNA, K.T. PymyHis K.T. PymyHis peecTpauisft Ha 5 pokis 3a He UA/18524/01/01
POM®APM 10 mr/mn; no 0,75 mn POM®APM POM®APM MepiognyHicTb NoAaHHA peyenmom nionszae
abo no 1 mn, abo no KOMIMAHI KOMMMAHI perynsipHoO OHOBJ/TOBAHOIO 3BITY
1,5mn,abono2mny C.P.N. C.P.N. 3 6e3neku, BiANOBIAHO A0
nonepeaHsL0 (kOoHTpOnb MopsiaKy 34iCHEHHS
HarnoBHEHOMY LUNPULL; BUXIiQHNX hapmakoHarnsgy,
no 1 wnpuuy B maTepianis, 3aTBEPAKEHOTO HaKa3oM
6nictepi; no 1 KOHTPO/1b MiHicTepcTBa OXOPOHM 340POB’A
6nictepy pasom 3 NPOMDKHOro Ta Ykpainu Big 27 rpyaHa 2006
0/Z1HOPa30BO0 rO/IKOH KiHLLeBOro poky Ne 898, 3apeecTpoBaHoOro B
B KApPTOHHIlA nayui NPOAYKTY, MinicTepcTBi tocTuLi YKpaiHu 29
BTOPWHHE ciyHsa 2007 poky 3a Ne 73/13340
nakyBaHHs Ta (y pepakuii Haka3y MiHicTepcTBa
BUMNYCK cepil OXOPOHW 340POB'A YKpaiHu Bif,
rns; 26 BepecHs 2016 poky Ne 996),
BUrOTOBJIEHHSA CTaHOBWTb: 3rifHO 3i CTPOKamu,
nikapcbkoro 3a3Ha4YeHMU y NepioanyHOCTI
3acoby, NOAAHHSA PerynsipHuX 3BiTiB 3
acenTuyHe 6e3neku.
HarnoBHEHHS
NiKapCbKnM
3aco6om
LnpuLiB, ix
36ipka Ta
MapKyBaHHs)
6. NEPUHAOMNPUN- | Tabnetku no 4 mr no MpAT Ykpaina MpAT YkpaiHa peecTpauist Ha 5 pokis 3a He UA/18525/01/01
AAPHNLA 10 TabneTtok y "®GapmaueBTtn "®apmauesTn peyenmom nionsieae
KOHTYPHili YapyHKOBIi YyHa chipma YyHa chipma
ynakosLi, no 3 "AapHnus” "AapHnus”
KOHTYPHi YapyHKOBI
yNakoBKM B NauLli
7. NEPUHAONPUN- | TabneTku no 8 mr, no MpAT YkpaiHa MpAT YkpaiHa peecTpauis Ha 5 pokis 3a He UA/18525/01/02
AAPHNLA 10 TabneToK y "PapmaueBTu "PapmauesTu peyenmom nionsicae




Ne Hassa ®dopma BunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky HHS peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
KOHTYPHIli YapyHKOBIi YyHa chipma YyHa chipma
ynakosLi, no 3 "fapHuua” "fapHuua"

KOHTYPHI YapyHKOBI
yNaKkoBKM B NauLi

FeHepasIbHUIA UPEKTOP
AvpekTopaty dhapmaLeBTUUHOro 3a6e3neyYeHHs

OnekcaHgp KOMAPIOA




Jopatok 2

[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu

16.01.2021 Ne 60

NMEPENIK

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

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep

peecmpayiliHo2o

nocsio4YeHHs

AABAHTAH®

Masb 0,1%; no 15ry
Ty6i; no 1 1y6i B
KapTOHHi KopooLyi

JNNIEO dapma
AIC

[anis

JIEO ®apma
MaHyhakTypiHr
ITani CPN

ITanis

MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH.
OHoB/IEHO iH(hopmaLLito 3 6e3neku B
IHCTPYKLi 415 MeANYHOro 3acToCyBaHHSA
nikapcbkoro 3acoby y po3ginax
"PpapMakonorivyHi BNactusocTi" (YTOYHEHHS
iHdbopmawii), "OcobnmnBOCTi 3acTOCyBaHHA",
"3paTtHICTb BN/IMBATU Ha LIBUAKICTb peakwil
npv KepyBaHHi aBTOTPaHCNOPTOM abo
IHLWMMK MeXaHi3mamMun" (YTOUHEHHS
iHchopmawii), "Mo6iuHi peakwyii" BignoBigHO
[0 MaTepianiB peecTpauiiiHoro fochbe.
MepioAnyHICTb NOAaHHSA perynsipHo
OHOB/THOBAHOrO 3BITY 3 6€3Meku, BignoBigHO
£o MopsAaky 3aiicHeHHs dhapmakoHarnsgy,
3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHW 300POB’A YKpaiHu Bif, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTpOKamu, 3a3HavYeHnMn y
nepiognuYHOCTI NOAAHHSA PerynsipHUX 3BITiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/0784/04/01

ACKOPYTUH

Tabnetku; no 10
Tabnetok y 6nictepi;
no 5 6nictepis y
nauuj

AT
"KUIBCbKW
7
BITAMIHHI
" 3ABOA"

YkpaiHa

AT "KWTBCBKIAI
BITAMIHHWIA
3ABOS"

Ykpaina

MepepeecTpavis Ha HEOOMEXeHUI TEPMIH.
OHOB/IEHO iHGhopMaLito y po3ainax
"MpoTmnokasaHHsA", "OcobanMBOCTi

3acTocyBaHHs", "MNepeno3yBaHHA" IHCTPYKLUT

AN MeAUYHOro 3aCTOCYBaHHS NikapCbKoro
3acoby BignoBigHO 40 OHOBMEHOI

iHchopMmawii Wwoao 6e3nekn 3acTocyBaHHS
[ito40l pevoBUHN.
MepioAnyHICTb NOAaHHSA perynsipHo

OHOB/THOBAHOrO 3BITY 3 6e3Meku, BigNoBigHO

£o MopsAaky 3aiicHeHHs dhapmakoHarnsgy,

3aTBEpAKEHOro Hakasom MiHicTepcTBa

6e3
peyenma

niossieae

UA/4875/01/01
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Peknamys
aHHA

Howmep
peecmpayiliHo2o
nocsio4yeHHs

OXOPOHW 300POB’A YKpaiHu Bif, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifjHO 3i CTpOKamu, 3a3HaveHMn y
nepioguYHOCTI NOAAHHSA pPerynsipHUX 3BITiB 3
6e3neku.

BETAOQVHE®

necapii no 200 wmr;
no 7 necapiis y
cTpuni (anbBeoni);
no 2 cTpunu 'y
KapTOHHI KopooLli

AJIKANOIL,
A, Ckon'e

Pecny6nika
MiBHiYHA
MakefoHis

AJIKANIOIO AL
Ckon'e

Pecny6nika
MiBHiYHaA
MakefoHist

MepepeecTpaLisi Ha HeOOMEXEHN TEPMIH
OHOB/IEHO iHGhopMmaLito y po3zinax
"3acTocyBaHHs y nepiof BaritTHocTi abo
rofyBaHHs rpyaaro”(yTouHeHHs iHchopmadi),
"MoGiuHI peakuii" IHCTPYKUIT AN MeANYHOro
3acTOCyBaHHS NikapCbKoro 3acoby
BiNOBIAHO 4O OHOBMEHOT iH(hopMaL,ii LWoao
6e3nekn 3aCToCyBaHHSA [il040i PEYOBUHMW.
MepioAnyHICTb NOAaHHSA perynsipHo
OHOBJ/THOBAHOrO 3BITY 3 6e3Meku, BignoBigHO
0o Mopaaky 3ailicHeHHs chapmakoHarnsgy,
3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHW 34,0POB’A YKpaiHu Bif 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340P0B'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTPOKaMu, 3a3HaveHMmn y
nepioguYHOCTI NOAAHHS PerynspHUX 3BITiB 3
6e3neku.

6e3
peyenma

nionsieae

UA/3515/01/01

BEKTUBIKC

KOHLIeHTpaT Ans
pO34nHy Ans
iHdpy3in, 20 mr/mn;
no 5 mn y cpnakoHi;
no 1 conakoHy B
KapTOHHI KOpoOL;ji

AmMOKeH
€spona b.B.

HigepnaHan

MapKyBaHHs,
BTOPUHHE
nakyBaHHs Ta
BUNYCK cepil:
AmMKeH €spona
B.B., HigepnaHaw;
Bupo6HMLTBO,
nepBuHHe
nakyBaHHS:
AMIKeH
MaHyhekuypiHr
Nimiteq, CLWA

HigepnaHnan
/

CLUA

MepepeecTpalisi Ha HEOOMEXEHN TEPMIH.
OHOB/IEHO iHGhopMaLito y po3ainax
"®apMakonoriyHi BnactneocTi”, "MNMokasaHHs"
(pepaxuiliHi npaskw), "MNpoTunokasaHHA",
"Oco6nuBi 3axoau 6esnekn", "Bsaemogis 3
iHLIMMK NiKapCbkMK 3acobamiu Ta iHWiI BUAW
B3aemogiin”, "OcobmMBOCTi 3acToCyBaHHSA",
"3acTocyBaHHA y nepiof BariTHocTi abo
rofyBaHHs rpyaar” (BHECEHHS A0AATKOBUX
3acTepexeHb), "34aTHICTb BNAMBaTK Ha
LUBMAKICTb peakLii Npu kepyBaHHi
aBTOTPaAHCMOPTOM a60 iHWMMK
MexaHismamu", "Cnocib 3acTocyBaHHs Ta
[03n" (YTOUHeHHs iHchopmadir), "Mo6iuHi
peakuii”, HecyMicHICTb" iHCTPYKLUIi A5
MeAMYHOro 3aCTOCYBaHHSA NikapCbKoro
3acoby BiANOBIAHO A0 MaTepianis
PeECTpauiiHOro OChE.

3a
peuyenmom

He
nionsieae

UA/10806/01/01
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Ne

Hassa

nauuj

"3acTocyBaHHS y nepiog BariTHOCTi abo
rofyBaHHs rpyaar” (40NoBHEHO
iHchbopmavieto 3 6e3neku), "MobivHi peakuii”
BifMNOBIAHO 4,0 OHOBMEHOT iHChopMaLii 3
6e3neku Ailo4nx PeyoBrH NiKapCbKOro
3acoby.

MepiognyHICTb NOAaHHA PerynspHo
OHOBJIHOBAHOrO 3BITY 3 6e3Meku, BignoBiLHO
0o Mopaaky 3ailicHeHHs hapMakoHarnsay,
3aTBEPAKEHOro Hakasom MiHictepcTea
OXOPOHW 30POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii Ykpainm 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'a YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), CTaHOBUTL:

®opma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknavys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayiliHo2o
3acoby yrnakoBka) nocsi04YeHHs1
MepiognyHICTb NOAAHHA PerynspHo
OHOB/IOBAHOIO 3BITY 3 6e3neku, BigNoBigHO
0o MNopsaaky 34icHeHHsT hapmakoHarnsgy,
3aTBEPAKEHOro HakasoM MiHicTepcTea
OXOPOHY 30POB’SA YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'S YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:!
3rifHoO 3i cTpOKamu, 3a3HaveHMn y
nepioguyYHOCTI NoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
5. FNHOKO3A Tabnetkn no 1r, no AT YkpaiHa AT "KMIBCbKUI YkpaiHa MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH. 6e3 nionsieae UA/4518/01/01
10 TabneToK y "KMUIBCbKN BITAMIHHW MepioAnyHICTL NOAAHHSA PEry/APHO peuyenma
6nictepax, no 10 i 3ABOA" OHOBJ/THOBAHOrO 3BITY 3 6€3Meku, BignoBigHO
Tabnetok y 6nictepi; | BITAMIHHA 0o Mopsaaky 34iicHeHHs dhapMakoHarisay,
no 3 6nictepu B 1 3ABOA" 3aTBEpAKEHOro Hakasom MiHicTepcTBa
nauui 3 KapToOHY. OXOPOHW 34,0POB’A YKpaiHu Bif 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340P0B'A YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3rifjHO 3i CTpOKamu, 3a3HaveHMn y
nepioguYHOCTI NOAAHHS pPerynspHUX 3BiTiB 3
6e3neku.
6. OEKAMEBIT® TabneTku, BKpUTI AT YkpaiHa AT "KMUIBCbKUI YkpaiHa MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH. 6e3 niossieae UA/4850/01/01
NNiBKOBOIO "KUIBCbKW BITAMIHHW BHeceHO OHOBMEHY iHhopMaLiiio B peyenma
060/10HKo10, no 10 i 3ABOA4" IHCTPYKLitO AN151 MeAMYHOr0 3aCTOCYBaHHS
Tabnetok y 6nictepi; | BITAMIHHA nikapcbKoro 3acoby [0 po3Ainis
no 2 6nictepu B " 3ABOA" "Oco61MBOCTI 3aCTOCyBaHHA",
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6nictepy pasom 3
KapTOHHUM

3acoby B po3ginax "®apmakonoriyHi
BNaCTMBOCTI" (pefaryBaHHs TEKCTY)

Ne Hassa ®opma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknavys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayiliHo2o
3acoby yrnakoBka) nocsi04YeHHs1
3rifHO 3i CTpOKamu, 3a3HaveHMn y
nepioguYHOCTI NOAAHHSA pPerynsipHUX 3BITiB 3
6e3neku.
7. AOPMIKIHA Tabnetku, no 150 AnbneH HimeuunHa | [oiiye XomeonarTi- HimeyunHa MepepeecTpavis Ha HEOOMEXEHUI TEPMIH. 6e3 He UA/4951/01/01
TabneTok y h1akoHi; dapma YHioH AXY- OHOB/IEHO iHhopMaLito Y po3ainax: peyenma nionsieae
no 1 conakoHy y rM6X ApuHarimiTTens "MokasaHHa" (yTOuHeHHs), "Aitn"
KapTOHHI Kopo6Lyi v6X & Ko. K, (YTOYHEHHS) IHCTPYKLIT ANA MeguyHoro
HimeuunHa 3acTOCyBaHHSA BiANOBIAHO A0 6e3neku
abo 3aCcTOCyBaHHS MikapCcbKoro 3acoby.
[Op. M'yctaB KnsiiH MepioAnYHICTb NOAAHHSA PErynsapHO
Mv6X & Ko. KT, OHOB/IOBAHOrO 3BITY 3 6e3neku, BigNoBigHO
HimeuunHa 0o Mopsaaky 3aiicHeHHs dhapmakoHariagy,
3aTBEPAKEHOro HakasoM MiHicTepcTea
OXOPOHY 34,0pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTsi tocTuuil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTpOKamu, 3a3HaveHMn y
nepiogMyYHOCTI MogaHHSA perynsipHuX 3BiTiB 3
6e3neku.
8. EKCTPAKT pigvHa (cybcTaHLis) ToBapucTBO YkpaiHa ToBapucTso 3 YkpaiHa nepepeecTpauis Ha HeoGMeXeHuii TepMiH - He UA/11731/01/01
PIAKWIA (1:16) y MeTanieBUX 604kax 3 06MEXEHO nidssieae
3 NIKAPCbKOI | ana 06MEXeHOI0 BiNOBIAANLHICTIO
POC/IMHHOI hapmaLleBTUYHOrO Bignosigasb "dhapmaLieBThyHA
CUPOBUHMN: 3aCTOCyBaHHs HICTIO KOMNaHis
30/10TOTUCA "®apmavueBT "3popos's”
YHWKA TPABU nyHa
(HERBA KOMNaHis
CENTAURII), "3popos'a”
PO3MAPUHY
NIKAPCbKOIro
NNCTA (FOLIA
ROSMARINI
OFFICINALIS),
NIOBUCTKY
NIKAPCbKOro
KOPEHA
(RADIX
LEVISTICI
OFFICINALIS)
(1:1:1)
9. ECKANEN Tabnetky no 1,5 mr BAT YropwmHa BAT "l'eneoH YropwumHa MepepeecTpauisi Ha HEOBMEXEHWIA TEPMIH 3a He UA/4789/01/01
no 1 rabnetuyiy "lepeoH PixTep" OHoB/EHO iHhopMaLito B IHCTPYKLUIi Ans peyenmom nionsizae
6nicTepi; no 1 PixTep" MeANYHOro 3acTocyBaHHS NiKapcbKoro
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Ne Hassa ®opma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknavys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayiliHo2o
3acoby yrnakoBka) nocsi04YeHHs1
dyTnspom gns BiANOBIAHO A0 MaTepianiB peecTpauiiHoro
36epiraHHsa 6nictepa [OCbE.
B KQpPTOHHIi MepioAnyHICTb NOAaHHSA perynsipHo
ynaKkoBLi OHOB/THOBAHOrO 3BITY 3 6e3Meku, BigNoBigHO
00 Mopagky 3ailicHeHHs chapmakoHarnsgy,
3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHW 300POB’A YKpaiHu Bif, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTpOKamu, 3a3HaveHMn y
nepioguYHOCTI NOAAHHSA pPerynsipHUX 3BITiB 3
6e3neku.
10. 3BIPOBOHO TpaBa (cy6CcTaHLis) MpAT Ykpaina MpAT "“NikTpasu" YkpaiHa nepepeecTpawis Ha HeobMeXeHuli TepMiH - He UA/5471/01/01
TPABA y MilLiKax, THoKax, "NikTpasun" nionsieae
Kinax gns
dhapmaLeBTN4HOTO
3aCTOCyBaHHSA
11. IBAHOPOHAT NOPOLLOK Yemo Icnanis Manpimeg C.A. ApreHTrHa nepepeecTpaisi Ha HeOBMeXeHW TEPMIH - He UA/15463/01/01
HATPIO (cybcTaHuis) y I6epika, C.A. nionsizae
noaBiHMX
nonieTNeHoBux
naketax gns
hapmaLleBTUYHOrO
3aCTOCYyBaHHSA
12. IBOHIA3U], Tabnetky no 100 wmr, Makneoac IHais Makneopc IHais MepepeecTpaLis Ha HEOOMEXEHWIA TEPMIH 3a He UA/15099/01/01
no 10 TabneTtok y PapmacbioT PapmacboTrKanc OHOBNEHO iHhopmaLito B IHCTPYKLIT Ans peyernmom nionsieae
6nicTepi, no 3, 9 abo nkanc Nimiten MeZJMNYHOro 3aCTOCYBaHHS NiKapCbKoro
10 6nicTepiB y NimiTen 3acoby y po3ginax "MokasaHHs" (YTOUHEHHS

KapTOHHIlA ynakoBLy;
no 28 TabneTok y
6nicTepi, no 3 abo
24 6nictepn y
KapTOHHI ynakoBLi;
no 1000 TabneTok y
nonieTuneHosomy
nakerti, no 1 nakeTy
y N1acTUKOBOMY
KOHTelHepi

iHdhopmawii), "B3aemogis 3 iHWnMun
nikapcbkMmn 3acobamu Ta iHLWi BUagn
B3aemogiin", "Ocob6/MBOCTi 3acTOCyBaHHSA",
"[iTn" (yTO4YHeHHs iHdopmadii), "MobiuHi
peakuji" BigNoBigHO 4O OHOBNEHOI
iHbopmawii 3 6e3nekn AitoHoi peHOBUHMN.
MepioAnyHICTb NOAaHHSA perynsipHo
OHOB/THOBAHOrO 3BITY 3 6e3Meku, BignoBigHO
00 Mopaaky 3ailicHeHHs chapmakoHarnsgy,
3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHW 300POB’A YKpaiHu Bif, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakujii Hakasy
MiHicTepcTBa OXOPOHU 340P0B'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTpOKamu, 3a3Ha4YeHMn y
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Ne Hassa ®opma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknavys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayiliHo2o
3acoby yrnakoBka) nocsi04YeHHs1
nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
13. IBOHIA3U, Tabnetkn no 300 mr Makneoac IHais Makneopc IHais MepepeecTpauis Ha HEOOMEXEHWUIA TEPMIH 3a He UA/15099/01/02
no 10 TabneTtok y dapmacbioT dapmacbroTUKanc OHOBNEHO iHhopmaLito B IHCTPYKLIT An1A peyenmom niossieae
6nictepi, no 3, 9 abo nKasc Nimiteq MeANYHOro 3acToCyBaHHS NikapCbKoro
10 6nicTepiB y Nimiten 3aco6by y posginax “lMNokasaHHA" (YTOYHEHHS
KapTOHHI ynakoBLi; iHdhopmawii), "B3aemogis 3 iHWnmu
no 28 tabneTtok y niKkapcbknmy 3acobamu Ta iHLi BUAW
6nicTepi, no 3 abo B3aemogiin", "OcobmMBOCTi 3aCTOCyBaHHSA",
24 6nictepn y "[iTn" (yTOUHEeHHs iHdhopmadii), "Mo6iuHi
KapTOHHI ynakoBL; peaxuii” BignoBigHO [0 OHOB/EHOT
no 1000 TabneTok y iHchopmawii 3 6e3nekmn fjtoyoi peyoBUHH.
nonieTneHoBoMy MepiognyHICTb NOAaHHA PerynspHo
nakeri, no 1 nakety OHOB/IOBAHOIO 3BITY 3 6e3neku, BigNoBigHO
Y N/1aCTUKOBOMY 0o Mopsaaky 3aiicHeHHs dhapmakoHariagy,
KOHTeWHepi 3aTBepKeHOro Hakasom MiHicTepcTBa
OXOPOHY 34,0pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTsi tocTuuil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTpOKamK, 3a3HaveHMn y
nepioguyYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
14. MOMETA3OHY | nopoLiok Yemo IcnaHis IHoycTpiane ITania nepepeecTpawis Ha HeobMeXeHuli TepMiH - He UA/15441/01/01
PYPOAT (cybeTaHuin) y |6epika, C.A. Kimika, c.p.n. nidssieae
noAgiliHMx
nonieTuneHoBmx
naketax gns
chapmavn,eBTV4HOTO
3aCTOCYyBaHHs
15. HEMPOMAKC PO3unH N4 iH'ekuiii; | ToBapucTBO YkpaiHa ToBapucTBo 3 YkpaiHa nepepeecTpawis Ha HeobMeXeHnli TepMiH 3a He UA/11453/01/01
no 2 mn B amny/i; 3 06MeXeHo BHeceHO OHOBMEHY iHGhopMaLiiio B peuyenmom niosnsieae
no5a6o 10 avnyny | obmexeHow BiANOBIAA/LHICTIO IHCTPYKLiO 415 MEANYHOTO 3acTOCyBaHHSA
KOpoo6Lji; no 2 Mn B BignoBiga b "®apmavueBTUYHa nikapcbKoro 3acoby [0 po3zinis
amnyni; no 5 amnyn HICTIO KOMnaHis "MpoTunokasaHHsA", "OcobnmBOCTI
y 6nictepi; no 1 a6o "hapmaueBT "3p0pos'a” 3acTocyBaHHSA", "3acToCyBaHHS y nepiog,
2 6nictepu B n4yHa BariTHoCTi abo rogyBaHHs rpyaat”
Kopo6Li; no 2 mn B KOMNaHis (oonoBHeHo iHhopMadieto 3 6esneku),
amnyni; no 10 "3p0opos'a” "Cnoci6 3acTocyBaHHA Ta f031" (4ONOBHEHO

amnyn y 6nictepi; no
1 6nicTepy B
Kopoo6Li

iHchopmavieto 3 6e3neku) BiANOBIAHO A0
OHOB/EHOI iHhopMaLii pedhepeHTHOro
nikapcbkoro 3acoby MIJIbFrAMA®, po3umnH
ONS iH eKLii.
MepiognyHICTL NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO
0o MNopsaky 34iCHEHHsT dhapMakoHarnsay,
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Ne Hassa ®opma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknavys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayiliHo2o
3acoby yrnakoBka) nocsi04YeHHs1
3aTBEPAKEHOro HakasoM MiHicTepcTea
OXOPOHY 30POB’SA YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:!
3rifHO 3i CTpOKamK, 3a3HavYeHMn y
nepioguyYHOCTI NoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
16. HEOBITAM TabneTku, BKpUTI AT YkpaiHa AT "KMIBCbKUI YkpaiHa MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH. 6e3 nionsieae UA/11551/01/01
NNiBKOBOO "KMUIBCbKN BITAMIHHW OHOB/EHO iHGIOPMALLiIO Y PO3ainax peuyenma
060/10HKo10, no 10 i 3ABOA" "B3aemogis 3 iHWMMU NiKapCbKUMMN
Tabnetok y 6nictepi, | BITAMIHHA 3aco6amu Ta iHWi BuAgmM Baemogiii”, "Mo6iyHi
no 3 6nictepu B " 3ABOA" peakuii" iIHCTpyKLUii 4158 MeguyHoro
nauui 3aCTOCyBaHHSA Nikapcbkoro 3acoby
Bi4NOBIAHO 4O OHOBMEHOT iH(hopMaL,i LWwoao
6e3nekn 3acTocyBaHHS Ail040i PEYOBUHM.
MepiognyHICTb NOAAaHHA PerynspHo
OHOB/IOBAHOIO 3BITY 3 6e3neku, BigNoBigHO
0o MNopsaaky 34icHeHHsT hapmakoHarnsagy,
3aTBEPAKEHOro HakasoM MiHicTepcTea
OXOPOHY 34,0pOB’SA YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTpOKamu, 3a3HaveHMn y
nepiogMyYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
17. HOP®J/IOKCALL | nopoLuok ToBapucTBO YkpaiHa HAKOJA IHAis nepepeecTpauis Ha HeoGMeXeHuii TepMiH - He UA/11684/01/01
NH (cybeTaHuin) y 3 KEMIKANIC NTA, niossieae
noAgiliHMx 06MexeHo
nonieTuneHoBmx Bignosigasnb
naketax gns HiCTIO
hapmaueBTUYHOTO "[ocnigHwii
3acTOCyBaHHsA 3aB0/,
"rHunct
18. OME3® ACP Kancynu 3 [-p Peppi'c IHais O-p Peppi'c IHais MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/11149/01/01
MoaudpikoBaHUM Na6opatopi Na6opatopic /114, BHeceHO OHOBMEHY iHhopMaLiiio B peuyenmom nionsieae
BUBI/IbHEHHAM, citg Bripo6Hnya I[HCTPYKUiO AN MeANYHOTO 3aCTOCYBaHHS
TBepaj; no 10 OinbHnus - 11 nikapcbKoro 3acoby [0 po3ainis

Kancyn y 6nictepi;
no 3 6nictepu B
KapTOHHI KopooLli

"®apmMakonorivHi B1acTMBoCTi" (YTOUHEHHS),
"MpoTrnokasaHHs", "B3aeMogis 3 iHLLIUMK
nikapcbknmy 3acobamu Ta iHLWWi BUAN
B3aemogijit", "Oco6MBOCTi 3aCTOCYyBaHHS",
"0iTn" (yTouHeHHs), "INo6iyHi peakuji”
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionycKy

Peknamys
aHHA

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BiANOBIAHO A0 OHOBMEHOI iHChopMaL,i 3
6e3nekun 4jiloumnx Ta ONOMDKHUX PEYOBUH
nikapcbKoro 3acooby.
MepiognyHICTb NOAAHHA PerynspHo
OHOB/IOBAHOIO 3BITY 3 6e3neku, BigNoBigHO
0o MNopsaaky 34icHeHHsT hapmakoHarnsagy,
3aTBEPAKEHOro HakasoM MiHicTepcTea
OXOPOHY 3,0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'S YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:!
3rifHoO 3i CTpOKamK, 3a3HavYeHMn y
nepioguyYHOCTI NoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.

19.

CEBO®J/1TYPAH

piavHa ans
iHransauii 100 %, no
250 mn npenapary y
hnakoHi

Mipaman
Kpitikan Kep
IHK.

CWA

Mipaman Kpitikan
Kep IHK.

CWA

MepepeecTpaLisi Ha Heo6eMeXeHNli TEPMIH.
MepioAnyHICTb NOAaHHSA perynsipHo
OHOBJ/THOBAHOrO 3BITY 3 6e3Meku, BignoBigHO
0o Mopaaky 3ailicHeHHs chapmakoHarnsgy,
3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHW 34,0POB’A YKpaiHu Bif 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340P0B'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTPOKaMu, 3a3HaveHMmn y
nepioguYHOCTI NOAAHHS PerynspHUX 3BITiB 3
6e3neku.

3a
peyenmom

He
niossieae

UA/14824/01/01

20.

CONnogkKun
KOPEHI

KOpeHi (cybcTaHLis)
y MiLlLKax, ToKax,
Kinax gas
chapmavLeBTU4HOTO
3aCTOCyBaHHs

MpAT
"NikTpasun"

YKpaiHa

MpAT "NikTpasu"

Ykpaina

nepepeecTpaLlis Ha HE0O6MEXeHN TepMiH

He
nionsieae

UA/5486/01/01

21.

CTOMEPAH

Kancynv Teepgi no 2
mr, no 4 a6o 8
Kancyn y 6nictepi;
no 1 6nictepy B
KapTOHHIN nayui

tOHinao6, /N

CLIA

BMPOGHMK
BiANoOBigabHUI 3a
yNaKoBKY,
KOHTPO/Tb Ta
BUNYyCK cepii
roToBOro
npoAykTy:
TOB HOC
dapmauis,
MNonbLa;
BMPOGHMK
BiNOBIgabHWIA 3a
BUPOBHMLUTBO,

Monba/
LLBeiuapis/
IHais

MepepeecTpauis Ha HeOGMEXEHUI TEPMIH
OHOBNEHO iHhopmaLito B IHCTPYKLIT An1s
MeZMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby y posginax "damakoTepaneBTnuHa
rpyna" (3rigHo 3 KnacugikaTopom
apm.rpyn), "MpoTunokasaHHs", "Blaemogis
3 iHWWMWK NiKapCbKMMK 3acobamu Ta iHLUi
BMAW B3aemogiin”, "OcobmBocTi
3acTocyBaHHs", "3acTocyBaHHA y nepiog,
BariTHOCTi abo rogyBaHHs rpyaar”,
"3paTHICTb BNANBATU Ha LWBUAKICTb peakLil
npu KepyBaHHi aBTOTpaHCNOpTOM abo
iHLWMMKN MexaHizmamun', "lNepefo3yBaHHs",

6e3
peyenma

niosisieae

UA/4685/01/01
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Ne Hassa ®opma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknavys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayiliHo2o
3acoby yrnakoBka) nocsi04YeHHs1
KOHTPO/Ib Ta "Mo6iuHi peakwyji" BigNOBIAHO [0 OHOBMEHOI
BUNYCK NPOAYKTY iHhopmawii Wwoao 6esnekn Aitoyoi
in bulk: pPeYOoBUHN.
CsiccKo Cepsices MepioAnyHICTb MOAAaHHSA perynsipHo
AT, WBseiiuapis; OHOB/IOBAHOIO 3BITY 3 6e3neku, BigNoBigHO
BMPOGHWK 0o Mopsaaky 34iicHeHHs dhapmakoHariagy,
BignoBiganbHWi1 3a 3aTBEpMAKEHOro Haka3om MiHicTepcTBa
BUPOGHMLTBO, OXOPOHY 3,0POB’A YKpaiHu Bif 27 rpyaHs
KOHTPO/Ib Ta 2006 poky Ne 898, 3apeecTpoBaHoOro B
BWMNYCK MPOAYKTY MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
in bulk: poky 3a Ne 73/13340 (y pefaxuii Hakasy
Crpaingc Papma MiHicTepcTBa OXOPOHM 340POB'S YKpaiHu Bif,
CaiieHc JlimiTepq, 26 BepecHst 2016 poky Ne 996), cTaHOBUTL:!
IHais 3riHO 3i CTPOKaMu, 3a3HaYeHnuMn y
nepioguyYHOCTI NoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
22. XMENHO LmMLKK (cybcTaHuis) MpAT YkpaiHa MpAT "NikTpasn" YkpaiHa nepepeecTpawis Ha HeobMeXeHuli TepMiH - He UA/11477/01/01
LULLIKA B MilLKaXx, ToKax, "NikTpasn" nionsi2ae
Kinax gns
thapmaLeBTUYHOrO
3aCTOCYBaHHS
23. XONEKANbLUN Kpuctanu AT YkpaiHa depmeHTa bioTex IHais nepepeecTpawis Ha HeobMeXeHuli TepMiH - He UA/15399/01/01
®EPOJ (cy6cTaHuin) y "KNTBCbKI Niviteq nidnsizae
6aHkax atoMiHIEBUX 7
abo y CkNsHMX BITAMIHHN
amnynax, a6o y " 3ABOA"
naketax
nonieTNeHoBux
ans
thapmaueBTUYHOTo
3aCTOCYyBaHHSA
24. LE®ANNEKCUH | nopoLlok ans AJIKANOIL, Pecny6nika AJIKANOIL AL Pecny6ika nepepeecTpavuis Ha HEOGMEXEHNIA TEPMIH. 3a He UA/0264/01/01
ANIKANOIA® OpasIbHOI cycneHaii AL Ckon'e MiBHiYHa Ckon'e MiBHiuHa OHOB/EHO iHhopMaLilo y po3ginax: peyenmom nionsizae
250 mr/5 mn (ans MakefioHist MakefoHis "B3aemogis 3 iHWMMU NiKapCbKUMMN

100 mn); no 65,4 1
NOpOLLKY Y h/1aKoHi;
no 1 dpnakoHy y
KOMMEKTi 3
n1acTMacoBoio
MiPHOHO JTOXKOI Y
KapTOHHi Kopo6bLy

3acob6amu Ta iHWi BUAn B3aemogiii",
"Oco6nmBoCTi 3acTocyBaHHA", "M06IYHI
peakuii” iIHCTPYKLii ANa MeguyHoro
3aCcTOCyBaHHS NikapCbKoro 3acoby
BiAMOBIAHO A0 6€e3Mekn 3acToCcyBaHHsA
[ito40T pevoBUHN.
MepioAnyHICTb NOAaHHSA perynsipHo
OHOB/THOBAHOrO 3BITY 3 6e3Meku, BigNoBigHO
00 Mopaaky 3ailicHeHHs chapmakoHarnsgy,
3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHW 300POB’A YKpaiHu Bif, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
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Ne Hassa ®opma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknavys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayiliHo2o
3acoby yrnakoBka) nocsi04YeHHs1

MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3riiHO 3i CTpOKamu, 3a3HaYeHUMK Yy
nepiogMYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.

FeHepanbHUN AUpeEKTOop

AnpekToparty thapmaueBTUYHOro 3a6e3neyeHHs

OnekcaHpp KOMAPIOA




AJopatok 3

[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu

16.01.2021 Ne 60

MEPENIK

NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIOJTOTYHUX MPEMAPATIB), LLLOAO AKUX BY/IN BHECEHI 3MIHU 1O
PEECTPAUINHNX MATEPIANIB, AKI BHOCATbLCA A0 AEPXXABHOIO PEECTPY NNIKAPCbKNX 3ACOBIB YKPAIHA

BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS; 3MiHW | TNy - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 ab0 3MiHK [0 y3araslbHeHUX AaHuX npo
cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHnX
JaHunX Npo cuctemy dpapmakoHarnsgy, 3miHa
YNOBHOB&XEHOI 0CO6MU, BiANOBiAaNbHOI 3a
3[iiCHEHHS (papMakoHarns4y; KOHTaKTHOT 0cobu 3
thapmakoHarnsgy 3asBHvKa AN 34jiACHEHHS
thapmakoHarnagy B YKpaiHi, SKLI0 BOHA BigMiHHA Bif,
YMOBHOBaXXEHOT 0CO6MU, BifgnoBiganbHOI 3a
3[jiCHEeHHs1 hapmakoHarniaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y po3MilLeHHi MacTep-
thaiina cuctemu chapmakoHarisgy) - 3miHa
YMNOBHOBaXXEHOT 0C06YM 3a8BHMKA, BigNoBigaIbHOI 3a
hapmakoHarnag. fitoua pegakuis: Dr. Michael
Kayser. MNponoHoBaHa pegakuisi: Line Alleslev
Larsen. 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXXEHOT
0cobu 3asiBHUKA, BiANOBIAA/ILHOI 3a
hapMakoHarnsg. 3mMiHa KOHTaKTHOT 0co6u
YMNOBHOBaXEHOT 0C06VM 3a8BHMKA, BigNoBigaibHOI 3a
hapmakoHarnag B Ykpaini. flitoya pegakuis:
BepewmiioBa PeHaTa €BreHiBHa. [MponoHoBaHa
pepakuis: Haymosa IpvHa OnekcaHgpisHa. 3miHa
KOHTaKTHUX faHWX KOHTaKTHOI 0CO6U YNOBHOBAXEHOI
0Cco6y 3as1BHMKA, BignoBigasibHOI 3a
thapmakoHarnag B YkpaiHi. 3mMiHa Micus 3AiiCHEeHHS
OCHOBHOI fisi/IbHOCTI 3 thapmakoHarnagy. 3miHa
MicL,e3Hax0MKEeHHS1 MacTep-aiina Ta oro Homepa,;
3MiHuM | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecyn MicLA NPOBaKEHHS
LisNIbHOCTI BUpo6HMKa/iMnopTepa rotoBoro

Ne Hassa dopma sunycky 3asasHukK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsi0YeHHs1
1. AABAHTAH® mMasb 0,1%; no15ry NEO dapma [JaHis NEO dapma ITanisa BHECEHHS 3MiH 10 peeCTpaLiiiHnx maTepianis: 3miHa 3a UA/0784/04/01
Ty6i; no 1 Ty6i B AlC MaHyhaKTypiHr 3as1BHMKa (BM1acHMKa peecTpaviiHoro noceig4yeHHs) peuyenmom
KapTOHHI Kopo6Lli ITani CPN (3rigHo Haka3y MO3 Big, 23.07.2015 Ne 460)




17

Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsio4yeHHs

NiKapCcbKOro 3acoby, BKIHOYAKUN [i/TbHULL BUMYCKY
cepii abo MicLe NpoBefeHHS KOHTPO/IHO AKOCTI.
(misnbHICTb, 3a AKy Bignosigae BUpobHuK/imnopTep,
BK/IO4a0UM BUMYCK Cepiid) - 3MiHa Ha3Bu Ta agpecu
BUpo6HMKa 13, 6e3 3MiHu Micus BUpo6HMLTBA.
3MiHM BHECEHO B IHCTPYKLiIO A1 MeAUYHOro
3aCTOCYBaHHS LLOAO HaliMeHyBaHHA Ta
MiCLLe3HaxopKeHHS BUPO6HMKA 3 BiANOBIAHUMM
3MiHamM y TEKCTi MapKyBaHHS YMakoBKMN NikapCbKoro
3aco6y (BBeAeHHS 3MiH NPOTArom 6-Tu MicALUiB micas
3aTBEPKEHHS); 3MiHM | TUNY - 3MiHW WoA0
6e3nekn/edekTnBHOCTI Ta chapmakoHarnsgy (iHwi
3MiHW) - OHOBJ/IEHHS BXE 3aTBEPAKEHOrO TEKCTY
MapKyBaHHA BTOPUHHOT Ta NepPBUHHOT ynakosku /13
(BHECEHHSA MO3HAYeHb OAUHULIL BUMIPIOBAHHS, 3
BMKOPUCTaHHSAM JliTep NaTUHCbKOro andasiTy;
TOLLLO); BHECEHHS 3MiH 10 po3ainy “MapkyBaHHA"
MKA N13: 3aTBepmxeHo: MapKyBaHHA TekcT
MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNakoBKN
nikapcbKoro 3acoby foAaeTbcs 3anponoHOBaHO:
MapkyBaHHs 3riJHO 3aTBEPAKEHOr0 TEKCTY
MapKyBaHHS. OHOB/IEHHSA TEKCTY MapKyBaHHSA
yNakoBKM /1iKapCbKOro 3acoby 3 BHECEHHAM
iHchopMmawii LLoA0 3a3HaYEHHS OAUHULDb
BMMIpIOBaHHSA y cuctemi Sl. BBegeHHs 3MiH
NpOTAroM 6-TM MicALB Nic/a 3aTBePAKEHHS

AABAHTAH®

kpem 0,1 %; no5r
abo no 15 r y Ty6i; no
1 Ty6i B KAPTOHHiIl
Kopoo6Li

JIEO dapma
AIC

[JaHis

NNEO dapma
MaHydakTypiHr
ITani CPN

ITanis

BHECEHHS 3MiH [0 peecTpavuiliHiX maTtepianis: 3MiHK
| TMNY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHn go
y3aranibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEfeHHSA y3arasibHEHUX AaHuX NPo cuctemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOI ocobu,
BiANOBIAaNbHOI 3a 34ilicHeHHS chapmakoHarnagy;
KOHTaKTHOI 0cobu 3 thapmakoHarnagy 3asBHuKa ans
3pjiicHeHHs1 hapMakoHarnsgy B YKpaiHi, K0 BOHA
BiAMIHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3pjicHeHHs hapMakoHarnaay (Bkioyarun
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLEeHHI macTep-
tharina cuctemmn chapmakoHarisgy) - 3miHa
YMOBHOBaXEHOT 0c06Y 3a8BHMKA, BigNoBigabHOI 3a
hapmakoHarnsag.

MponoHoBaHa pepakuis: Berit Nautrup Andersen.
3MiHa KOHTaKTHMX AaHnX YNOBHOBaXXEHOT 0Co6U
3asBHMKa, BiANOBIAALHOT 32 hapMakoHarnsg;
3MiHM | TUny - 3MiHK Wogo 6e3nekn/eddekTMBHOCTI Ta
chapmakoHarnsagy. BeefeHHs abo 3miHn o
y3arasibHeHVX faHnx npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX MPO cucTemy

6e3
peyenma

UA/0784/01/01
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsio4yeHHs

thapmakoHarnagy, 3miHa ynoBHOBaXeHOoi ocobw,
BiANOBiAaNbLHOI 3a 3AilicHEHHS chapmakoHarnaay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3assHvKa ons
3pjiicHeHHs hapmakoHarnsgy B YKpaiHi, AKL0 BOHa
BigMiHHa Bif, yNOBHOBaXEHOT 0C06M, BignoBigansHOl
3a 3gjiicHeHHs hapmakoHarnsgy (Bkiroyaroun
KOHTaKTHi AaHi) Ta/abo 3MiHM y pO3MilLeHHi MacTep-
(haiina cuctemu chapmakoHarnsay) - amiHa
KOHTaKTHOT 0CO6U YNOBHOBAXXEHOT 0COOM 3as1BHYKA,
BiANOBIAa/IbHOI 3a hapMakoHarnsg B YkpaiHi.
MponoHoBaHa pepakuin: BeHrep Miogmuna
AHatoniiBHa. 3MiHa KOHTaKTHWX AaHVX KOHTaKTHOI
0Cco6V YNOBHOBaXEHOI 0CO6M 3asBHUKA,
BiANOBiAa/IbHOT 3a (hapmakoHarnsg, B YkpaiHi

AABAHTAH®

masb 0,1%; no 15ry
Ty6i; no 1 Ty6i B
KapTOHHI Kopo6Lli

JIEO dapma
AIC

[JaHis

NNEO dapma
MaHydakTypiHr
ITani CPN

ITanis

BHECEHHS 3MiH [0 peecTpavuiliHiX maTtepianis: 3MiHK
| TMINY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHn o
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEfieHHSA y3arasibHEHUX AaHuX NPo cuctemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOI ocobu,
BiANOBIAaNbHOI 3a 3filicHeHHS chapmakoHarnagy;
KOHTaKTHOI 0cobu 3 thapmakoHarnagy 3asBHuKa ans
3pjiicHeHHs1 hapMakoHarnsgy B YKpaiHi, AKL0 BOHA
BiAMIHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3pjicHeHHs hapMakoHarnsay (Bkoyarun
KOHTaKTHi flaHi) Ta/abo 3MiHM Yy PO3MILLLEeHHI macTep-
tharina cuctemmn chapmakoHarisgy) - 3miHa
YMOBHOBaXEHOT 0C06Y 3a8BHMKA, BigNoBigabHOI 3a
hapmakoHarnsag.

MponoHoBaHa pepakuis: Berit Nautrup Andersen.
3MiHa KOHTaKTHMX AaHnX YNOBHOBaXXEHOT 0CO6U
3asBHMKa, BiANOBIAALHOT 32 hapMakoHarnsg;
3MiHM | TMny - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta
chapmakoHarnsagy. BeefeHHs abo 3miHn o
y3arasibHeHVX faHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocoou,
BiANOBiAANbLHOI 3a 3filicHEHHS chapmakoHarnagy;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3assBHvKa Ans
3pjificHeHHs hapMakoHarnsay B YkpaiHi, SKL0 BOHa
BigMiHHa Bif, yNOBHOBaXEHO| 0C06M, BignoBigansHOl
3a 3gjicHeHHs hapmakoHarnagy (Bkrovyaroun
KOHTaKTHi AaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
(haiina cuctemu chapmakoHarnsay) - amiHa
KOHTaKTHOT 0CO6U YNOBHOBAXXEHOT 0COOM 3asIBHYKA,
BiANOBiAa/IbHOT 32 hapmakoHarnsag B Ykpaii.
[MponoHoBaHa pefakuis: BeHrep /liogmuna

3a
peuyerimom

UA/0784/04/01




19

Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
AHaToniiBHa. 3MiHa KOHTAKTHUX AAHUX KOHTaKTHOI
0CcOo6Y YNOBHOBaXEHOI 0CO6M 3asBHMKA,
BiANOBiAaNbHOI 3a thapmakoHarnsag, B YkpaiHi
4, ANOE EKCTpaKT pigkvin ans MpAT Ykpaina MpAT " Ykpaina BHECEHHS 3MiH 10 peecTpaviliHiX maTtepianis: 3MiHK 3a UA/6565/01/01
EKCTPAKT iH'ekyii no 1 mn B "®PapmaveBT dapmaneBTUYHA | TMNy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI Ta peyenmom
PIAKWIA- amnyni, no 5 amnyn 'y nyHa thipma ipma "OapHuus" thapmakoHarnagy (iHwi 3MiHu) - 3amiHa po3giny
AAPHULUA KOHTYPHIli YapyHKOBIi "NapHuus” “I'pahivHe ohopMNIEHHS ynakoBKU” Ha
ynakosLi, no 2 “MapkyBaHHA" B MKA J13; 3anpornoHoBaHo:
KOHTYPHi YapyHKOBI MAPKYBAHH$A BignoBigHO A0 3aTBEPAXEHOTO
YyNakoBKM y naui TEKCTy MapkyBaHHS. OHOBMIEHHS TEKCTY MapKyBaHHS
yNakoBKM JiKapCbKOro 3acoby 3 BHECEHHAM
iHchopMmawii LLoA0 3a3HaYEHHS OAUHUL
BMMIpIOBaHHA y cuctemi Sl. BBeeHHs 3MiH
NpOTAroM 6-TM MicALB NicAa 3aTBepPAKEHHS
5. AMBPOKCON Tabnetku no 0,03 r, no MpuBaTHe YkpaiHa MpuBatHe YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnx maTtepiasiB: 3MiHN 6e3 UA/6958/01/01
10 Tabnetok y akuioHepHe akuioHepHe | TMNy - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI Ta peuenma
6nicTepi; no 1 abo 2 TOBapUCTBO TOBapUCTBO "JlekxiMm hapmakoHarnsagy (iHLwi 3MiHW) - OHOBIEHHS TEKCTY
6nicTepy y nauui 3 "Jlekxim- - XapkiB" MapKyBaHHS1 YNakoBKM JlikapCbKOro 3acoby 3
KapToHy; no 10 Xapkis" BHECEHHAM iHhopmMaLii LWoA0 3a3Ha4YeHHA OANHULb
TabneTok y 6nictepi; BVMIpIOBaHHA y cucTeMmi Sl - OHOBNEHHA BXe
no 50 a6o 100 3aTBEPAKEHOIO TEKCTY MapKyBaHHS Ta BHECEHHS
6nicTepiB y nauuj 3 3MiH 0 po3giny MKA. MNponoHoBaHa peakuis:
KapTOHY MAPKYBAHHSA BignosigHo [0 3aTBEPAXEHOr0
TEKCTY MapKyBaHHA. TepMiH BBEieHHS 3MiH -
npoTarom 3 mMicauiB nicns 3aTBepaKeHHs!
6. AMBPOKCO/N Tabnetkn no 0,03 rin MNpvBaTHe YkpaiHa MpuBatHe YKpaiHa BHECEHHS 3MiH [10 peecTpauiliHix maTtepianis: 3mMiHM - UA/2980/01/01
bulk: no 3000 akujioHepHe akujioHepHe | TMINY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
Tabnetok y TOBapuCTBO TOBapucTBO "J1ekxim thapmakoHarnsagy (iHwi 3MiHK) - OHOBNEHA TEKCTY
KOHTelHepax "Jlekxim- - XapkiB" MapKyBaHHS1 YNakoBKM JlikapCbKOro 3acoby 3
Xapkis" BHECEHHSAM iHthopMaLii LLoA0 3a3HaYeHHS OANHULbB
BUMIpIOBaHHs y cucteMi Sl. OHOBMEHHS BXe
3aTBepPAXXEHOro TeKCTy MapkysaHHsA no 3000
TabneTok y KoHTeliHepax (BHECEHHS MO3Ha4YeHb
OVHULb BUMIPIOBaHHS, 3 BUKOPUCTAHHAM NiTep
NaTUHCBLKOro andasiTy) Ta BHECEHHSA 3MiH [0
po3ainy MK4. MponoHoBaHa pepakuis:
MAPKYBAHH#A BignoBigHO A0 3aTBEPAXEHOr0
TEKCTY MapKyBaHHS. BignosigHo [0 3aTBEPIKEHOrO
TEKCTY MapKyBaHHS, L0 J0fa€TbCA. TepMiH
BBEJEHHS 3MiH - NPOTAroM 3 MicAuiB nicns
3aTBEPAKEHHS
7. AMIOAAPOH Tabnetku no 0,2 r, no MpuBatHe YkpaiHa MpvBaTHe YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHiX MaTtepianis: 3MiHK 3a UA/8904/01/01
10 TabneTok y akuioHepHe akuioHepHe | TMNYy - 3MiHK Woao 6e3nekn/eeKTUBHOCTI Ta peyenmom
6nicTepi; no 3 TOBapUCTBO TOBapUCTBO hapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
6nicTepu B navu,j 3 "Nlekxim- "Nlekxim-Xapkis" MapKyBaHHS! yakoBKM NiKapcbKoro 3acoby 3
KapTOHY Xapkis" BHECEHHAM iHhopMaLii LWoA0 3a3Ha4YEeHHA OAVHULb
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
BUMIPIOBaHHS y cucteMi Sl. OHOBNEHHSA BXe
3aTBEPAKEHOIO TEKCTY MapKyBaHHS Ta BHECEHHS
3MiH go po3giny MK4A. MNMponoHosaHa pefakuis.
MAPKYBAHHSA BignosigHo Jo0 3aTBEpPAXEHOT0
TEKCTy MapKyBaHHSA. TepMiH BBeeHHS 3MiH
npoTArom 3 micsALiB Nicns 3aTBepAKEHHS
8. AMIOAAPOH Tabnetkn no 0,2 r, in MpuBaTHe Ykpaina MpusatHe Ykpaina BHECEHHS 3MiH 10 peecTpaviliHiX maTtepianis: 3MiHU - UA/8905/01/01
bulk: no 3000 akuioHepHe akuioHepHe | TMNYy - 3MiHK Wopao 6e3nekn/eeKTUBHOCTI Ta
Tabnetok y TOBapUCTBO TOBapuCTBO thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
KOHTelHepax "J1ekxim- "JlekxiM-Xapki" MapKyBaHHS! yakoBKM NiKapcbKoro 3acoby 3
nnacTMacoBmx Xapkis" BHECEHHAM iHhopMaLii LWoA0 3a3Ha4YEHHS OANHULLb
BMMIiptoBaHHA y cuctemi Sl. OHOBMIEHHS BXe
3aTBEpKEHOro TeKCTy MapkyBaHHs no 3000
TabNeToK y KOHTEeliHepax N1acTMacoBux (BHECEHHS
no3HayYeHb OAMHWLbB BUMIPIOBaHHS, 3
BUKOPUCTAHHSAM J1iTep NaTUHCLKOro andasiTy) Ta
BHECEHHS 3MiH [0 po3ainy MK4A. MNponoHoBaHa
pepakuis. MAPKYBAHHA BignosigHo fo
3aTBEPKEHOr0 TEKCTY MapKyBaHHs. Jns
nikapcbkoro 3acoby y dopmi in bulk: BignosigHo ao
3aTBEPIKEHOr0 TEKCTY MapKyBaHHS, L0 AOAAETbCS.
TepMiH BBeEHHS 3MiH NpoTAroM 3 MicALiB nicns
3aTBEPAKEHHS
9. AMIOAAPOH- Tabnetkn no 200 wmr, MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepiasiB: 3MiHN 3a UA/6506/01/01
AAPHULA no 10 TabneTtok y "®apmauesT "GapmaueBTuyHa | TMNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
KOHTYPHIli YapyHKOBIA nyHa thipma dipma "JapHuus" hapmakoHarnsagy (iHLwi 3MiHW) - OHOBIEHHS TEKCTY
ynakoBLi; no 3 "OapHnua" MapKyBaHHS1 YNakoBKM JlikapCbKOro 3acoby 3
KOHTYPHi YapyHKOBI BHECEHHAM iHhopMaLii LWoA0 3a3Ha4YeHHA OANHUL
ynakoBKu B nayLi BUMIiptoBaHHA y cuctemi Sl. TepMiH BBELEHHS 3MiH -
NpoTSArom 6 MicsiLiB Micnsi 3aTBEPAYKEHHS
10. AMNoAuNIH- Tabnetku no 5 mr; no MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3MiHu 3a UA/7940/01/01
AAPHULUA 10 Tabnetok y "®apmavesT "dbapmaLieBTnyHaA | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
KOHTYPHIli YapyHKOBIi n4yHa thipma ipma "OapHuus” thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
ynakosLi; rno 2 "fapHuus" MapKyBaHHS yNakoBKM /1ikapCbKoro 3acoby 3
KOHTYPHi YapyHKOBI BHECEHHAM iH(hopMaLii LLOA0 3a3HAYEHHS OANHULbD
yNakoBKM y navi BMMIpIOBaHHSA y cuctemi Sl. 3amiHa po3giny
“I'pahiuHe ohopmneHHs ynakoBku” Ha
“MapkyBaHHs" B MKA /13. 3anponoHoBaHo:
MAPKYBAHHSA BignosigHo J0 3aTBEpPAXEHOT0
TEKCTY MapKyBaHHs. TepMiH BBEAEHHS 3MiH:
npoTArom 6 MicsLiB 3 AaTu 3aTBEPAYKEHHS
11. AMAOoAuNIH- Tabnetkv no 10 mr; no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHiX MaTtepianis: 3MiHK 3a UA/7940/01/02
OAPHULSA 10 TabneTok y "®apmaueBT "PapmaLeBThYHA | TMNYy - 3MiHK Woao 6e3nekn/eeKTUBHOCTI Ta peyenmom
KOHTYPHIli YapyHKOBIi n4yHa hipma dipma "fapHuus" dhapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY




21

Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
ynakoBLj; no 2 "fapHuus" MapKyBaHHS! yakoBKM NiKapcbKoro 3acoby 3
KOHTYPHI YapyHKOBI BHECEHHAM iHhopMaLii LWoA0 3a3Ha4YEeHHA OANHULb
yNakoBKM y navui BMMIpIOBaHHA y cuctemi Sl. 3amiHa po3giny
“I'pachiuHe 0hopMIEHHS YNakoBKn” Ha
“MapkyBaHHsa" B MKA J13. 3anponoHoBaHo:
MAPKYBAHHSA BignosigHo f0 3aTBEpPAXEHOT0
TEKCTY MapKyBaHHs. TepMiH BBEAEHHS 3MiH:
NpoTArom 6 MicsiLiB 3 AaTu 3aTBEPAKEHHS
12. AMnoAauniH- Tabnetkv no 5 mr; no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavuiliHiX maTtepianis: 3MiHK 3a UA/7940/01/01
AAPHNLA 10 Tabnetok y "®apmauesT "®GapmaueBTuyHa | TMNY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI Ta peyenmom
KOHTYPHIli YapyHKOBIi nyHa chipma ipma "OapHuus” hapmakoHarnsgy. BeegeHHs abo 3miHn go
ynakoBLii; no 2 "fNapHuus" y3araJibHeHUX faHux Npo cuctemy dpapmakoHarnsgy
KOHTYPHi YapyHKOBI (BBEfieHHSA y3arasibHeHUX AaHuX Npo cucTemy
yrNakoBKW y nauuj thapmakoHarnsgy, aMiHa ynoBHOBaXeHOi ocobu,
BiANOBIAaNbHOI 3a 3ilicHeHHS chapmakoHarnagy;
KOHTaKTHOI 0co6u 3 thapmakoHarnagy 3asBHvKa ans
3pjiicHeHHs1 hapMakoHarnsgy B YKpaiHi, K0 BOHA
BiAMIHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3pjicHeHHs hapMakoHarnaay (Bkioyarun
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLEeHHI macTep-
tharina cuctemm chapmakoHarisgy) - 3miHa
YMOBHOBaXEHOT 0c06Y 3a8BHMKA, BigNoBigabHOI 3a
hapmakoHarnsag.
MponoHoBaHa pepakuis: Typok B'auecnas
B'ayecnasosuy
13. AMoOANMIH- Tabnetkv no 10 mr; no MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 10 peECTpaLiiiHnX maTepianis: 3MiHKN 3a UA/7940/01/02
AAPHULSA 10 TabneTok y "®apmaueBT "®apmaueBTnyHa | TMRYy - 3MiHK WoA0 6e3nekn/etheKTUBHOCTI Ta peyenmom
KOHTYPHIli YapyHKOBIi M4yHa chipma chipma "OapHuus” thapmakoHarnsgy. BeegeHHs abo 3miHu o
ynakosLi; no 2 "fNapHuus" y3araslbHeHUX gaHux Npo cuctemy dhapmakoHarnsgy
KOHTYPHI YapyHKOBI (BBEAEHHSA y3araslbHEHVX AaHUX NPo cUcTemy
yNnakoBKM y navi dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi ocoou,
BiANOBiAANbLHOI 3a 3ilicHEHHS thapmakoHarnagy;
KOHTaKTHOI 0co6M 3 thapmakoHarnagy 3asBHvKa Ans
3pjiicHeHHs1 hapMakoHarnsay B YkpaiHi, KLU0 BOHa
BiAMiHHa Bif, YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3iicHeHHs chapmakoHarnsgy (Bkavaroum
KOHTaKTHi AaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
(haiina cuctemun chapmakoHarnsay) - aMmiHa
YNOBHOBaXXEHOI 0COOU 3as1BHMKA, BifnoBigasibHOI 3a
thapmakoHarnsag,.
MponoHoBaHa pepakuis: Typok B'auecnas
B'ayecnasosuy
14. AMOKCUKI/AB | nopoLok ans CaHpo3 CnoseHis Nek CnoseHis BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3MiHu 3a UA/15213/01/01
® 2S OopasibHOI cycneHsii dapmacbioTi PapmaLeBTUYHa | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
(400 mr/57 mr B 5 mn) Kans3 g.4. KomnaHia g.4., thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY

no 8,75r (35 mn ) abo
no 17,5r (70 mn)

CnoseHisa (Bunyck
cepii); Jlek

MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
BHECEHHSAM iH(hopMmaLii LWoA0 3a3HAYEHHS OANHULbD
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
MOPOLLKY Y NASALIL, N0 dapmaueBTUyHa BUMIpIOBaHHSA y cuctemi Sl. BHeCeHHs 3MiH fj0
1 nnAwui pasom 3 KoMnaHisa 4.4., po3ainy “MapkyBaHHs" MKA J13; 3anponoHoBaHo:
[,03YH04O0H0 NINETKOK B CnoBeHis MAPKYBAHHSA 3rigHo 3 3aTBEPAXXEHUM TEKCTOM
KapTOHHI Kopo6Li (BMpPOGHMLTBO 3a MapKyBaHHs. TepMiH BBEAEHHS 3MiH MPOTAroM 6
NOBHUM LMK/TOM) MicALiB nicna 3aTBepAKeHHs
15. ACNAPKAM- PO34mnH ANS iH'EKLi, AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaviliHiX maTtepianis: 3MiHU 3a UA/0269/01/01
DPAPMAK® no 5 mn a6o 10 mn, "dapmak” | TMny - AgMiHIiCTpPaTUBHI 3MiHW. 3MiHa peyenmom
a6o 20 mn B amnyni, HaliMeHyBaHHs1 Ta/abo agpecy 3asiBHVKa (BnacHuKa
no 10 amnyn y nauyi 3 peecTpauiniHOro NoCBiAYEHHST). 3MiHa
KapToHy; Mo 5 mn abo HaliMeHyBaHHS Ta agpecu 3asaBHuKa (BnacHuka
10 mn, a6o 20 mn B peecTpauiiiHoro NocBigYEHHS).
amnyni, no 5 amnyn 'y BBefeHHs 3MiH NpoTarom 6-T1 MicAuiB nicns
6nicTepi, no 2 3aTBepXeHHSA. 3MiHU | TUny - AgMiHICTPaTUBHI
6nictepu y nauui 3 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu micus
KapTOHY NpOBaKEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
rOTOBOrO JliKapcbKoro 3acoby, BKYaoun AiNbHUL
BMNYyCKy cepii abo MicLe NpoBeAEeHHS KOHTPO/IIO
SKOCTI. (AiSNbHICTb, 3a Ky BiANoBigae
BMPOGHUK/IMNIOPTEP, BK/IHOYAKOUM BUMYCK CEpIit).
3MiHa HaliMeHyBaHHs Ta afipecy BUPO6HUKa, 6e3
3MiHW MicLs BUPO6HMLTBA. 3MiHN BHECEHI B
IHCTPYKLi0 AN MeAUYHOro 3actocyBaHHsa /13y p.
"MicLe3HaxomkeHHs1 BUpO6HMKa Ta ioro agpeca
MiCLAl NPOBaXEHHS AiS/IbHOCTI" 3 BiANOBIAHUMY
3MiHaMu B TEKCTi MapKyBaHHA ynakoBoK. BBegeHHs
3MiH NPOTAroM 6-TW MICALIB NIiC/A 3aTBEPAKEHHS.
3MiHn | TUNY - 3MiHN Woao 6e3nekn/edeKTUBHOCTI
Ta papmakoHarnsgy (iHwi 3miHW). BHeCEHHS 3MiH A0
po3ainy «MapkyBaHHs» MKSA J/13. 3aTBepaKeHo:
MAPKYBAHHSA. BignoBigae HagaHoOMy TeKCTy
MapKyBaHHS YNakoBKku npenapary. 3anponoHOBaHO:
MAPKYBAHHSA. 3rigHO 3aTBEPAXEHOrO TEKCTY
MapKyBaHHS1.
OHOB/IEHHSI TEKCTY MapKyBaHHS yMakoBK/
niKapcbKoro 3acoby 3 BHECEHHAM iH(hopmalii Lwoao
3a3Ha4yeHHs 0AMHMLb BUMIPIOBaHHSA Y cuctemi Sl.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPAKEHHS
16. AYTMEHTUH™ | nopowwok ans nakcoCwmit Benvka nakco Bennkom dpaHuis/ BHECEHHS 3MiH 40 peecTpauiiHnx maTtepiasiB: 3MiHN 3a UA/0987/05/02
Op&U1bHOT CyCneHsil, Knsiix BpuTaHis MpojakLuH, Benuka | TMNYy - 3MiHK 3 AkocTi. CepTudikar peyenmom
400 mr/57 mre 5 mn, 1 Excnopt ®paHuis, CMiTKnsinH BpuTaHis BignosigHocTi/IE-cepTudikat BignosigHOCTI
(h1aKoH 3 MOPOLLKOM NimiTeq Biuem €Bponeiickkin dpapmakonei/MoHorpadii. NMogaHHs
ANA NpuroTyBaHHs 70 dapmMacbloTUKaUIC, HOBOro abo OHOB/IEHOrO cepTudikaTa BiANOBIAHOCTI

M1 cycneHsii 3
[03YH04MM LWNpULEM
abo MipHUM
KOBMa4ykom, abo

Benuka bputaHis

abo BuyyYeHHs cepTudpikarta BiAnoBigHOCTI
€Bponelicbkiii hapmakonei: gns A®l; ons BuxigHoro
mMartepiany/peareHTy/NPoMbKHOIo NPOAYKTY, WO
BVKOPWCTOBYIOTbCS Y BUPOOHULTBI API; ans
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
MipHOIO JTOXXEUKOIO Y [OOMOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
KapTOHHI Kopo6Lyi €Bponeiickkili hapmakonei) - OHOBNEHW
cepTmaikaT Bif Y)Xe 3aTBepAKEHOro BUPOOHUKaA -
OHoBeHHS cepTudikaTty BiANOBIAHOCTI
€sponelicbkiit hapmakonei Ne R1-CEP 2000-010-
Rev 04 ans fito4yoi peyoBMHM aMOKCULIMAIHY
TpWrigpaTy Bif, BXe 3aTBepAXEHOro BUPOGHMKa
(Beecham Pharmaceuticals)
17. AYTMEHTUH™ | Tabnetku, BKpUTI nakcoCwmit Benvka CwmiTKNsiiH Bivem dpaHuis/ BHECEHHS 3MiH 0 peecTpaLiiHnx maTtepiasiB: 3MiHU 3a UA/0987/02/02
o60onoHkoto, 500 Knsinx BpuTaHis dapmacboTuKac, Benuvka | TMNYy - 3miHK 3 AkocTi. CepTudikar peyenmom
mr/125 wmr, no 7 Ekcnopt Benvka BputaHis; BputaHis BignosigHoOCTI/lE-cepTudikat BianoBigHOCTI
Tabnetok y 6nictepi Niviteq nakco Bennkom €Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
(koxeH 6nicTep pasom MpopakwH, ®paHuis HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBigHOCTI
3 BOJIOr03axX1CHUMMU a60 BUy4YeHHs cepTudiikarta BiANOBIAHOCTI
rpaHynamu-catue y €Bponelicbkin hapmakonei: ans A®l; ans BuxigHoro
nakeTi 3 a/ItoMiHiEBOT mMartepiany/peareHTy/npoMiKHOIo NPOAYKTY, WO
onbru); no 2 BMKOPUCTOBYIOTLCA Y BUPOOHULUTBI API; Ans
6nicTepu B nakeTax y [0MNOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
KapTOHHI ynakoBLi €Bponeiicbkili hapmakonei) - OHOBNEHWi
cepTuaikaT Bif yXe 3aTBepAXeHOro BUPOOHUKa -
OHoBEHHs cepTudikaTty BiANOBIAHOCTI
€Bponelicbkiit hapmakonei Ne R1-CEP 2000-010-
Rev 04 ans fito4oi pevyoBUHY aMOKCULMAIHY
TpUrigpaTy Bif, BXe 3aTBepKeHOro BUpoGHMKa
(Beecham Pharmaceuticals)
18. ALETWUNCANILY, | TabneTkn no 500 mr, AT YkpaiHa AT "Nly6Hu1chapm"” YkpaiHa BHECEHHS 3MiH 10 peECTpaLiiHNX MaTepianis: 3MiHKN 6e3 UA/5708/01/01
NNOBA no 10 TabneTtok y "Ny6Hncpap | TMNYy - 3mMiHK 3 SIKOCTi. FOTOBWIA NikapCbknii 3aci6. peuyenma
KNCNOTA 6nictepax; no 10 m" KOHTpo/b rotoBoro nikapcbkoro 3acoby (iHLwi 3MiHm)

TabneTtok y 6nictepax,
no 10 6nicTepiB y
nauuj

- YTOUHEHHS UMPOBKX 3HAYEHb B MeToAax
KOHTPOJTIO AKOCTI 3a M. «PO3UYNHEHHS:»:
3anponoHoBaHo: CTyniHb PO3YNHEHHS KNCNOTH
aueTuncaniumnosoi Ans 6 4o30BaHNX OAVHULL Mae
6yTN He meHwe Q+5% (75% +5%) — 80,0% Big
HOMiHa/TbHOrO BMICTY, BKa3aHoro B po3gini «Cknag,
Ha 0fHy TabneTtky» ( piBeHb S1). AKWO ofepxaHi
pesynbTaTy He BignoBigaloTb piBHIO S1, To ANs
BUMPOOYyBaHHA 6epyThb Lie 6 J030BaHNX OAVHULb:
cepefiHeE 3Ha4YeHHs i3 12 oanHub (S1+S2) mae
[OpiBHIOBaTN abo 6yTK Ginbe Q(75%) i He mae
6YTIN XXOAHOT OANHUL, 3i CTyNEHeM PO3UYMHEHHS
MeHLe Q - 15% (75% -15%) — 60% Big,
HOMIHa/IbHOrO BMICTY, BKa3aHoro y po3gini «Ckniag,
Ha ofHy TabneTky» (piBeHb S2). FAKLL0 ofepxaHi
pesynbTaTy He BignosigatoTb piBHAM S1 i S2,
BUMPOOYBaHHA NPOAOBXYIOTb A0 PiBHA S3, B3ABLUM
Ha BUNpPo6yBaHHA e 12 A030BaHNX OAUHWLb:
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsio4yeHHs

cepefHe 3HauYeHHs i3 24 ognHnupb (S1+S2+S3) mae

OopiBHIOBATN abo 6yTu 6inblie Q(75%) i He GinbLue
2 0AMHULb NOBWHHI MaTU CTYMNiHb PO3YNHEHHS

MeHLe Q - 15% (75% -15%) — 60% i He mae 6yTu

XOLHOI OAUHWL 3i CTYNEeHeM PO3UYMHEHHS MeHLe Q -
25% (75% -25%) — 50% Bif, HOMiHaIbHOTO BMICTY,

BKas3aHoro y po3gini «Cknag Ha ogHy Tabnetky»
(piBeHb S3)

19.

ALETUIUNCT
EiH

nopoLuoK (cybcTaHLis)
y NoNieTUNeHoBUX
naketax gns
BMPOGHMLTBA
HeCcTepusbHNX
nikapcbkux chopm

Mboxc
KaranaHa,
C.n.

IcnaHis

Mboxc KaTanaHa,
C..

IcnaHis

BHECEHHS 3MiH [0 peecTpavuiliHiX maTtepianis: 3MiHK
| TUNy - NoAaHHA OHOB/IEHOTO cepTudikarta
BiAnNoBigHOCTI EBponeiickbkili hapmakonei Ne R1-
CEP 1996-002-Rev 05 ana A®l AuetniuucTein Big,
BXe 3aTBep/pKeHOro BupobHunka Mboxc KatanaHa,
C.J1., IcnaHis, K HacnifoK 3miHW y cneumdikaii Ta
MeTogax KOHTposito A®I 3a nokasHUKamu:
«PO34MHHICTb», «laeHTudikauis», «Mpo3opicTb i
KOMbOPOBICTb PO3UMHY>», «CyNpOoBiAHI LOMILLKN>»,
«KinbKicHe BM3HauYeHHs», Baxki meTanu» (BU1y4eHo
NOKa3HWK») — NpuBeAeHO Yy BiANoBigHICTL A0 CEP Ta
MoHorpadii EP; - 3miHa cchepu 3acTtocyBaHHs AP, a
came: (3aTBepA)KEHO: AN BUPO6HULTBA
HEeCTEPWU/IbHUX NiKapCbKMX hopM; 3anpornoHoBaHo:
0N5 hapMaLeBTUYHOTO 3aCTOCYBaHHS); 3MiHM | Tuny
- 3MiHY 3 AKkocTi. A®I. KoHTponb ADI (iHLUi 3MiHK) -
3aTBepxeHHA MKA J13 ykpaiHCbKO MOBOIO; 3MiHWM |
TUNY - BUAAIEHHS NoKasHuKa «MikpobionoriyHa
yuctoTa» 3 cneumdikayii Ta MmeTogis KOHTposo AdI;
CYNYTHSA 3MiHa - 3MiHU 3 AKOCTi. ADI. KoHTposib AdPI.
3MiHa y meTofax BunpobysaHHa APl abo BUxigHOro
marepiany/npomMiKHOr0 NPoAYKTy/peareHTy, Wwo
BVKOPVCTOBYETbLCS Y NPOLIECi BUPOGHMLTBA ADI
(He3HauHi 3MiHN y 3aTBEPAKEHNX MeToAax
BMNPOBYyBaHHSA)

UA/8805/01/01

20.

AUMKNOBIP-
DPAPMAK

Tabnetku no 200 wmr,
no 10 TabneTok y
6nictepi; no 2
6nicTepu y nauui 3
KapTOHY

AT
"®apmak”

YKpaiHa

AT "®dapmak”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLiliHiX maTtepianis: 3MiHU
| Tuny - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu 3asBHUKA (BNacHUKa
peecTpayiiiHOro NocBig4eHHs) - 3MiHa
HaliMeHyBaHHs Ta afpecu 3asBHUKa (BnacHuka
peecTpavuiiiHoro noceig4yeHHs) BBegeHHs 3MiH
NPOTArom 6-Tu MiCALIB MiCNA 3aTBEPAKEHHS; 3MiHW |
T™MnYy - AAMIHICTPATMBHI 3MiHU. 3MiHa HaliMeHyBaHHS
Ta/abo agpecyn Micua NPOBaKEHHS AisNIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro Nikapcbkoro 3acoby,
BK/IOYAKOUN AiNbHUL BUNYCKY cepil abo micue
NPOBeAEHHS KOHTPOJIHO AKOCTI. (4iSNIbHICTL, 3a Ky
BiANoOBigae BUpPOGHMK/IMNOpTEp, BK/OHAKUN BUMYCK
cepiit) - 3MmiHa HalimeHyBaHHSA Ta afpecy BUPO6HKKa,

3a
peuyenmom

UA/1325/02/01
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Ne

Hassa

3asaBHUK

®opma sunycky Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
6e3 3MiHN MicuA BUpo6HMUTBA (BBEAEHHS 3MiH
NPOTArom 6-Tv MIiCAILIB NiCNs 3aTBEPIKEHHS); 3MiHK |
TMny - 3MiHK WoAo 6e3nekn/edpekTnBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHN) - OHOBNIEHHS TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
BHECEHHSAM iHthopMmaLii LOoA0 3a3HAYEHHS OANHULbB
BMMIpIOBaHHSA y cuctemi Sl. BHeceHHs 3MiH A0
po3giny «MapkyBaHHsA» MKA /13 3aTBepaxeHo:
MAPKYBAHHSA Bignosigae HagaHomy TekcTy
MapKyBaHHs. 3anpornoHoBaHo: MAPKYBAHHSA
3rigHO 3aTBEpP)KEHOr0 TEKCTY MapKyBaHHS.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHSA
21. AULU® NOPOLLOK AN1A CaHpo3 CnoseHisa 3am60oH Lseiiyapis/ | BHECEHHS 3MiH [0 peECTpaLiitHMX MaTepianiB: 3MiHN 6e3 UA/6568/02/02
FAPSIYNIN 0pasIbHOro PO34UnHy Mo | PapmacbioTi CsiTuepnaHg /174,., HimeuunHa | Tvny - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta peyenma
HAMIA MEL, 200 mMr; mo 3r Kans g.4. LLiBefiuapis thapmakoHarnagy (iHwi 3MiHW) - BHECEHHA 3MiH [0
NMOH NOPOLLIKY B NakeTUky; (BUpO6HKK in bulk, po3ainy “MapkyBaHHs" MKA J13; 3anponoHoBaHo:
no 20 nakeTukiB y TeCTyBaHHs, MAPKYBAHHSA 3rigHo 3 3aTBEpAXXEHUM TEKCTOM
KapTOHHI KopobLyi nakyBaHHs); MapkyBaHHA OHOBJ/IEHHSI TEKCTY MapKyBaHHS
Ninpodapm MvbX, yNakoBKW NiKapCbKoro 3acoby 3 BHECEHHAM
HimeuunHa iHchopMmawii LLoAo 3a3HaYEHHS OAUHUL
(B1po6HKK in bulk, BMMIpIOBaHHA y cuctemi Sl. BBeeHHs 3MiH
TeCTyBaHHS, NPOTAroM 6-X MicALIB Nicnsa 3aTBePAXEHHS
nakyBaHHs);
CanoTac Papma
vm6X, HimeyunHa
(Bvnyck cepii)
22. AUL® NOPOLLOK A/1A CaHpo3 CnoseHisa 3am60H LBeiiLapisa/ | BHECEHHS 3MiH [0 pEECTpaLiiiHMX MaTepianiB: 3MiHN 6e3 UA/6568/02/01
FAPSIYNIA 0paUIbHOro PO34YnHy No | PapmacbioTi CsiTuepnang /74,., HimeuunHa | TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuyenma
HAMIA MEJ, 600 mr; mo 3r1 Kan3 g.4. LLIseliyapis thapmakoHarnagy (iHwi 3MiHK) - BHECEHHS 3MiH 40
NMOH NOPOLLKY B NakeTUky; (B1po6HYK in bulk, po3ainy “MapkyBaHHs" MKA f13; 3anponoHoBaHo:
no 6 NakeTukis y TECTYBaHHA, MAPKYBAHHSA 3rigHo 3 3aTBEPAXXEHNM TEKCTOM
KapTOHHI KOpooL;i nakyBaHHs); MapKyBaHHs1 OHOB/IEHHS TEKCTY MapKyBaHHSI
Ningodapm Mv6X, yNakoBKM J1iKapCbKOro 3acoby 3 BHECEHHAM
HimeuunHa iHchopMmawii LLIoA0 3a3HaYEHHA OfUHULIb
(BUpOGHKK in bulk, BMMIipIOBaHHA y cuctemi Sl. BBeeHHs 3MiH
TecTyBaHHS, NPOTAroM 6-X MicALiB Nicnsa 3aTBepmAXeHHS
nakyBaHHs);
CantoTtac dapma
v6X, HimeuunHa
(Bunyck cepii)
23. BAPBOBA/® Kancynuv TBepgi, no 10 AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHiX MmaTtepianis: 3MiHU 6e3 UA/1196/02/01
Kancyn y énicrepi; no "®papmak” | Tuny - 3miHK 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6. peuenma

1 a6o 3 6nictepn y
nauyj 3 KapToHy

3MiHN Yy BUPO6HMLTBI. 3MiHa po3mipy cepii
(BK/THOYALOUM diana3oH po3Mmipy cepii) roToBOro
nikapcbKoro 3acoby (36inbweHHs go 10 pasis
MOPIBHAHO i3 3aTBEPKEHUM PO3MIPOM) - BBEAEHHSA
[0aTKOBOro po3Mipy cepii roToBOro Nikapcbkoro
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Ne

Hassa

Popma sunycky

3asaBHUK

Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
3acoby; 3anponoHoBaHo: 143,04 kr (240,00 Tuc.
Kancyn); 429,12 xr (720 Tuc. kancyn).
24, BEPNINPUN® Tabnetkn no 10 wmr; no BEP/IH- HimeuyunHa BEPNIH-XEMI ATl', HimeuyunHa BHECEHHS 3MiH 0 peecTpaLiiHnx maTtepiasiB: 3MiHU 3a UA/7553/01/01
10 10 Tabnetok y XEMI Al HimeyunHa | TNy - OHOBNEHWIA cepTudiKaT Bif, BXe peyenmom

6nictepi: no 3
6/1icTepun y KapTOHHIN
Kopoo6Li

(BUPOBHMLTBO "in
bulk" Ta KOHTpO/b
cepiid); BEP/IH-
XEMI AT,
HimeuunHa
(nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepiii); MeHapiHi-
®oH XeligeH T'M6X,
HimeuunHa
(BMPOGHMLTBO "in
bulk", nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii)

3aTBepxeHoro BupobHrka Gelita Group ans
[OMNOMDKHOT peyoBMHYM YKenaTuHy, (3anponoHOBaHo:
CEP R1-CEP 2003-172-Rev 02); 3miHu | TRy -

HOBWIA cepTudikaT Big HoBOro BUpo6Huka INKE, S.A.

CEPNo. R1-CEP 2000-070-Rev 04 gns gitouoi
peyoBuHN eHananpuny manear. OHOB/IEHHSA
Moaynto 3.2.S y 3B’A3Ky 3 fof4aBaHHAM HOBOIo
BMPOGHMKA Aito40i peYoBUHW; 3MiHK | TUny -
OHOBJ/IEHUIA cepTUdiKaT Bif BXe 3aTBEpPKEHOr0
BMpPOOHUKa 3i 3MIHOI Ha3BM BnacHuka CEP ans
Lit040i pevoBUHM eHaanpuay masnear,
3anpornoHoBaHo: Name of holder Zhejiang Huahai
Pharmaceutical Co., LTD., China Manufacturing site
ZHEJIANG HUAHAI PHARMACEUTICAL CO. LTD.
CEP R1- CEP 2000-053-Rev 04; 3MiHu | Tuny -
OHOBJIEHHS pedhepeHTHUX CTaHAapTiB 415 MEeTOAIB
BMNPOGYBaHHA roTOBOroO /IiKapCbKOro 3acoby,
OHOBNEHHS Moay A 3.2.P.6 cTaHfapTHI 3pasku;
3MiHU | TUMY - 3BYXKEHHSA [OMYCTUMUX MEX
cneumdikauii AN18 KOHTPOJ/IHO JOMOMIKHOI PEHOBUHMN
«Ferric oxide, brown (E172)» 3a napameTpom
«Purity» npu BU3HAYEHHI €/IeMEHTHOI JOMILLKN
ApceHito 3 5 NMT mg/kg Ha 3NMT mg/kg BignosigHo
3 [it0UMMU NMOSTOXEHHAMMN BUKNALEHUMA Y
PernameHTi EC No231/2012; 3miHu | Tuny -
3BY)XEHHS AONYCTUMUX MEX cneumdikauii ons
KOHTPO/IO AONOMDKHOT peyoBrHU «Ferric oxide,
brown (E172)» 3a napameTpom «Purity» npu
BM3HAYeHHi eneMeHTHOI gomilkn Kagmito 3 5 NMT
mg/kg Ha 1 NMT mg/kg BignosigHo 3 giro4ymmmu
NOSIOXEHHSIMMW BUKNafAeHMK y PernameHTi EC
Ne231/2012; 3MiHW | TUMY - 3BYXXEHHSA A0MYCTUMMX
MeX crieunddikauii 415 KOHTPO/IKO LOMNOMIXHOT
peyvosuHU «Ferric oxide, brown (E172)» 3a
napameTpom «Purity» npu BU3HAYEHHI e1eMEHTHOI
pomiwwkum Mnom6ymy 3 20 NMT mg/kg Ha 10 NMT
mg/kg BiANOBIAHO 3 AIOYNMU NOMOXKEHHAMMN
BUKnageHnmu y PernameHti EC Ne231/2012; 3MmiHu |
TUMY - BUNYYEHHS MOKasHKK «Bbapii» 3i cneyudikauii
[OJ151 KOHTPONK0 AONOMDKHOT pevoBuHU «Ferric oxide,
brown (E172)» BignoBigHO 3 Ail041MM NOSTOXKEHHSAM
BUKNnageHnmu y PernameHti EC Ne231/2012; 3MiHu |
TUMY - NPUBESEHO METO/, BUNPOBYBaHHS 4151
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
[OOMOMIXHOT peYOBUHM, 6apBHYKKa «3anisa okeug
KopuyHeBwuii (E172)» 3a napameTpamu cnevudikawii
«lgeHTucpikauis», «KinbkicHe BU3Ha4YEeHHs» A0
Ail040ro nosnoXeHHs BuknageHummn y PernaveHTi EC
Ne231/2012 Ta cneuudpikauii 4na xapyoBux 406aBOK
BuknageHnmmn y Annex Il, Il (PernameHT 1333/2008
npo Xap4oBi f06aBKN)
25. BETAJEPM® Masb, no 15 ry 1y6i; TOB "Bayw Ykpaina dapmzasopg €nbha Monbwa BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHM 3a UA/3511/02/01
no 1 Ty6i B KapTOHHiIl Xenc" | Tuny - nogaHHa oHoBneHoro CepTtudikaTy peyenmom
Kopoo6Li BiANOBIAHOCTI EBponeiickkili hapmakonei R1-CEP
2001-382-Rev 01 (nonepeaHs Bepcis R1-CEP 2001-
382-Rev 00) Big BXe 3aTBEPIKEHOTO BUPOOHMKA
Croda Chemicalls Limited, UK gnsa gonomikHoi
PeyYoBMHM NaHOMIHOBUIA CNPT
26. BIOLIEPYNIH® PO34MH NS iHysiid, TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnx maTtepiasiB: 3MiHN 3a UA/0763/01/01
20 mr/mn, no 5 mn B "BIODAPMA MNA3SMA", YkpaiHa | TMNy - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI Ta peyenmom
amnyni, no 5 amnyn B MNA3MA" (BUpOGHULTBO, hapmakoHarnagy (iHwi 3MiHN) - BHECEHHS 3MiH [0
6nictepi, no 1 a6o 2 nepBrHHE Ta po3giny “MapkyBaHHs” MKA J13: 3anponoHOBaHoO:
6nicTepu B navu,j 3 BTOPUHHE MAPKYBAHHSA. 3rifHo 3aTBEPKEHOrO TEKCTY
KapTOHY nakyBaHHs, BUMYCK MapKyBaHHs. BBeieHHsA 3MiH NpoTAaroM 3-X micsuis
cepiii); TOB nicns 3aTBEpPAKEHHS
"BIO®APMA
MNA3SMA", YkpaiHa
(BTOpUHHE
nakyBaHHS1, BUMyCK
cepiii)
27. BICAKOAWUN- TabneTkn, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpavliliHiX maTtepianis: 3MiHU 6e3 UA/2575/01/01
AAPHULA 060/10HKOI0, "®apmauesT "GapmaueBTuyHa | TMNy - 3MiHK WoA0 6e3nekn/edeKTUBHOCTI Ta peyenma
KMLLKOBOPO3UMHHI, NO nyHa thipma dipma "OapHuus" thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
5 wr, no 10 TabneTok "fapHuus" y3arasibHeHVX AaHnX Npo cuctemy hapmakoHarnsay
Y KOHTYpHIl (BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTeMy
YapyHKOBIli ynakoBLyj; thapmakoHarnsgy, aMiHa ynoBHOBaXeHOI ocobu,
N0 3 KOHTYpHI BiANOBIAANbHOI 3a 34iliCHEHHS hapmakoHarnaay;
YapyHKOBi YNakoBKu Y KOHTaKTHOI 0cobu 3 thapmakoHarnagy 3asBHuKa ans
navui 34ilicHeHHA hapMakoHarnsgy B YKpaiHi, SKLL0 BoHa
BiAMIHHA BiJ YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3fjicHeHHs hapMakoHarnsay (Bkiryarun
KOHTaKTHI AaHi) Ta/abo 3MiH1 Y po3MilLeHHi MacTep-
thaiina cuctemu chapmakoHarnisay) - 3miHa
YNOBHOB&XEHOT 0CO6U 3aABHMKa, BifnoBigabHOI 3a
hapmakoHarnag.
MponoHoBaHa pepakuis: Typok B'auecnas
B'ayecnasosuny
28. BPAMITOB PO34unH ANS iHranaujn, K'esi ABCTpIs BTOPVHHE ITania/ BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: 3MiHK 3a UA/15301/01/01
300 mr/4 mnno 4 mnB | ®apmac'toTik nakyBaHHs, HimeuunHa | TMny - 3MmiHK 3 AkocTi. A®I. KoHTponb AdI. 3miHa 'y peyenmom
amnyni; no 4 amnynu B en3 rmex KOHTPO/Ib AKOCTI Ta napameTpax crneuudikauii Ta/abo fONYCTUMUX MEX,
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
repmMeTuyHoO BUMYCK Cepii: BM3HA4YeHNX y cneundikauisx Ha A®l, abo
3anasHoMy CTpuni; no K'esi dapmavneytuui BUXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
16, 28 a6o 56 amnyn y C.n.A., ITanis; BMKOPUCTOBYHOTLCA Y Npoueci BUpobHuuTea AdI
KapTOHHI Kopo6ui 3i BMPOGHMLTBO in- (monoBHeHHS cneuudikaLii HOBUM NOKa3HUKOM
CTUKEPOM bulk, nepsuHHe Ta AKOCTI Ta Bi4NOBIAH/M METOAO0M BUNPOGYBaHHS) -
BTOPVHHE [lonoBHeHHs cnevudikaLii HOBUM NOKa3HUKOM
nakyBaHHs, AKOCTI Ta BiAMoBIgHAM METOL0M BUNPOOYBaHHS
KOHTPO/Ib cepil: "Aomiwka RRT" Ta ycyHEeHHs nocunaHb Ha
lenetik C.N.A., anbTepHaTUBHOro noctavanbHuka /13 XKesHr XicyH
ITanis; dapmacbtoTikan Ko.,/1Ta, ocKinbku BUPO6HUK
BMPOBHUK NpoayKLUiT BunyyeH ( February 2016 ); 3miHu | TUny - 3MiHKM 3
in-bulk, nepBuHHE Ta AKOCTi. A®I. KoHTponb AdI. 3miHa y napameTpax
BTOPUHHE cneundikauii Ta/abo AONYCTUMMX MEX, BU3HAUYEHNX
nakyBaHHs Ta y cneyudikauisix Ha A®l, abo BUXiAHNIA/MPOMIXHWIA
KOHTPO/1b SKOCTI: NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NPOLLECI
Xononak BMpO6HUMLTBAa AD| (4ONOBHEHHS cneuymdikalii HOBUM
PepnakyHrcTexHik NOKa3HNKOM SIKOCTI Ta BiANOBIAHUM METOL0M
M6X, HimeyunHa; BMNPOGYBaHHS) - [lonoBHeHHs cnevudikauii API
nepBuHHe Ta HOBWM MOKA3HMKOM SKOCTi Ta BiANOBi4HWM METOA0M
BTOPWHHE BUNPOGYBaHHSA A0 p. CynyTHI AOMILLKM "AnpamiLmH”;
nakyBaHHs: 3MiHM | TUny - 3MiHK 3 AKOCTi. FOTOBWIA NikapCcbKnii
Xononak 3aci6. 3MiHM y BUPO6HULTBI. 3MiHa iMnopTepa/3MiHu,
depnakyHrcTexHik LLIO0 CTOCYOTbCA BUMYCKY Cepil Ta KOHTPO/IO SKOCTI
M6X, HimeuyunHa,; roTOBOro Nikapcbkoro 3acoby (3amiHa abo
KOHTPO/Ib AKOCTI: [04aBaHHS AiNbHUL, Ha SKill 34INCHIOETLCSA
nuwe KOHTPONb/BUNPOBYBaHHA cepii) - logaBaHHsA
BMNPOGYBaHHA Ha AiNbHULI, Ha KA 34iNCHI0ETbCA
CTEPUNBHICTB! KOHTPO/b/BMNpOGYBaHHSA AinbHuLi Jlabop /IC CE
Na6op /1IC CE & Ko. &Ko.Kl(Labor LS SE & Co.KG, Germany)
KI, HimeuunHa BiANOBIAA/IbHOT 32 TECTYBAHHS HA CTEPU/ILHICTb A5
'N3; 3miHW | TUNy - 3miHK 3 skocTi. CepTudiikat
BignosigHOCTI/lE-cepTudikat BianoBiAHOCTI
€poneiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBigHOCTI
a60 BUyyeHHs cepTudpikarta BiANOBIAHOCTI
€sponelicbkin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMikHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTbCA Y BUPOOHUUTBI API; Ans
[O0MNOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi
cepTmaikaT Bif ye 3aTBepAXeHOro BUPOOHUKaA -
OHoBneHHs cepTudikaty signosigHocti CEP R1-
CEP 1997-046-Rev 04 Ha CEP R1-CEP 1997-046-
Rev 05 ans A®l "TobpamiyunH" 3aTBEpKEHOr0
BMpo6HMKa TEVA PHARMACEUTICAL
INDUSTRIES LTD. (3MiHX NOLUTOBOrO KOAY
B/1aCHUKa)
29. BPOHXO rpaHyin roMeonaTuyHi BAJIA HimeyunHa BAJIA HimeyunHa BHECEHHS 3MiH 0 peecTpaLiiHnX maTepiasiB: 3MiHU 6e3 UA/15544/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
NNAHTAIO no 20 r y d/iakoHi; no Xaiinbmitte Xaiinbmitrens M6X | TMNY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenma
rnoeyni 1 conakoHy B KOpo6L, 3 nb M'm6X thapmakoHarnagy (iHwi 3MiHK) - BHECEHHSA 3MiH [0
BENATI KapToOHY po3giny “MapkyBaHHs" MKA J13: 3anponoHOBaHoO:
MapkyBaHHs. 3rifHO i3 3aTBEPMKEHNM TEKCTOM
MapKyBaHHS. OHOB/IEHHS TEKCTY MapKyBaHHS
YMakoBKM NiKaPCbKOro 3acoby 3 BHECEHHAM
iHchopmawii LLoAo 3a3HaYEHHS OAUHULB
BUMIPIOBaHHA Y cuctemi Sl
30. BYCTPUKC™ CycneHsis gns iH'ekuin nakcoCwmit Benuka nakcoCmiTKnsiH Benbris BHECEHHS 3MiH 0 peecTpaLiiHnx maTtepiasiB: 3MiHU 3a UA/14955/01/01
KOMBIHOBAH 0,5 mn/gosy, no 1 nosi Knsinx BpuTaHis Bionogxikans C.A. | TMny - BUny4yeHHs Tecty Minimal Lethal Dose peyenmom
A BAKUVHA y nonepesHbo Ekcnopt (MLD) in vivo 3i cneumaikauii npasLeBoro
Aana HanoBHEHOMY LUMPWLYj; Niviteq aHaTokcuHy (Tetanus Toxoid), L0 NpoBOAUTLCS Ha
MPO®ITAKTUK | no 1 nonepefHbo piBHi poboyoro nocisHoro matepiasny (Working
N BUDTEPII, HaMoBHEHOMY LUNPULY Seed); 3miHu | TUNY - BUNy4YeHHs TecTy Specific
NPABLUA, Yy KOMMNJeKTi 3 ABOMa toxicity in vivo 3i cneundikauii npasLeBoro
KALLUTHOKY rofikamv B aHaTokcuHy (Tetanus Toxoid), Wo NpoBOAUTLCA Ha
(ALENKONAPH nnacTUKOBOMY PiBHI HEOUWLLEHOTO NPaBLLEeBOr0 aHaTOKCUHY
nn KOHTeliHepi; no 1
KOMMOHEHT) KOHTeliHepy y
(AACOPBOBA KapTOHHI KopooLyi
HA, 3I
3MEHLUEHUM
BMICTOM
AHTUIEHIB)
31. BYCTPUKC™ CycneHsis ans iH'ekuii nakcoCmit Benuka "nakcoCmiTKnsiAH Benbris BHECEHHS 3MiH 10 peecTpaLiliHiX maTtepianis: 3MiHu 3a UA/15071/01/01
nonio no 1 gosi (0,5 KnsiiH BpuTtaHis Bionoaxikans C.A. | Tuny - BuNy4YeHHa Tecty Minimal Lethal Dose peyenmom
KOMBIHOBAH mn/go3y), no 1 gosiy Ekcnopt (MLD) in vivo 3i cneuundikau,ii npaBL,eBoro
A BAKUVHA nonepegHL0 Nimiten aHaTokcuHy (Tetanus Toxoid), Wo NpoBOAUTLCA Ha
ana HanoBHEHOMY LUMPULY; piBHi poboyoro nocisHoro matepiasny (Working
MPO®ITAKTUK | no 1 nonepeaHbo Seed); 3miHu | TUNY - BUNy4YeHHs TecTy Specific
N ANDTEPII, HarnoBHEHOMY LUNpULY toxicity in vivo 3i cneuudikavii npasLEeBOro
NPABLA, Yy KOMMIeKTi 3 ABOMa aHaTokcuHy (Tetanus Toxoid), WO NPoBOAUTLCS Ha
KALUMHOKY rosikamv B PiBHI HEOUMLLEHOTO NPaBLLEBOrO aHATOKCKHY
(ALENONAPH nnacTMKoBOMy
nin KOHTeliHepi; no 1
KOMMOHEHT) KOHTEeliHepy y
TA KapTOHHI Kopo6Lli
noniomienitTy
(IHAKTUBOBA
HA)
(AACOPBOBA
HA, 3I
3MEHLLEHUM
BMICTOM
AHTUIEHIB)
32. BEHOM/AHT Tabnetku 3 [Op. Binbmap |HimeuunHa | [Ap. Binbmap LUBa6e HimeuyunHa BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3MiHM 6e3 UA/8371/01/01
BiACTPOYEHUM LlIBabe 'm6X i Ko. KI | TMNYy - 3MiHM Woao 6e3nekn/epeKTUBHOCTI Ta peyenma
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
BVBIIbHEHHSAM, M0 20 v6X i Ko. thapmakoHarnagy (iHwi 3MiHK) - 3amiHa po3giny
Tabnetok y 6nictepi; KIr «["pachiyHe 306padkeHHs YNakoBKW» Ha po3fin
no 1 6nictepy y «MapkyBaHHs» MKA J13; 3anponoHoBaHo:
KapTOHHI kopobuj; no MAPKYBAHHSA 3rigHO 3aTBEpA)KEHOrO TEKCTY
25 Tabnetok y MapKyBaHHS.
6nicTepi; no 2 3MiHM BHECEHI B TEKCT MapKyBaHHS yNakoBKu
6nicTepy y KapTOHHIl nikapcbKoro 3acoby Wo0 3a3HaYeHHs OAVHNLb
KopoobLi BUMIPIOBaHHA Y cuctemi Sl
33. BEPANAMIN- TabneTku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavuiliHiX maTtepianis: 3MiHK 3a UA/3582/01/02
AAPHNLA NNiBKOBOIO "®apmauesT "®GapmaueBTuyHa | TMNY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI Ta peyenmom
060/10HKO10, N0 40 wmr, nyHa chipma ipma "OapHuus” hapmakoHarnagy (iHwi 3miHn) - 3amiHa po3gainy
no 10 TabneTtok y "fapHuus” “I'pachiuHe ohopMIEHHS yNnakoBkn” Ha
KOHTYPHIli YapyHKOBIi “MapkyBaHHs" B MKA J13. 3anponoHoBaHo:
ynakosLi, no 2 MAPKYBAHH#A BignoBigHO A0 3aTBEPXEHOTO
KOHTYPHi YapyHKOBI TEKCTY MapKyBaHHS.
yNakoBKM B nauLii 3MiHV BHECeHi B TEKCT MapKyBaHHS YrNakoBKu
NikapcbKoro 3acoby L0A0 3a3HAYEHHS MKHAPOAHUX
no3HayYeHb OAMHWLL BUMIpIOBaHHSA. BBegeHHs 3MiH
NpOTAroM 6-T1 MicsAUIB NicNs 3aTBEPAKEHHS
34. BEPANAMIN- TabneTku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peECTpaLiiHNX MaTepianis: 3MiHK 3a UA/3582/01/01
AAPHULA NNiBKOBOKO "®bapmaueBT "®apmaueBTnyHa | TMRYy - 3MiHK WoA0 6e3nekn/etheKTUBHOCTI Ta peyenmom
o60n0oHkoto, no 80 wmr, M4yHa chipma hipma "OapHuus” thapmakoHarnsgy. BeegeHHs abo 3miHu o
no 10 TabneTokK y "AapHuus” y3aranbHeHVX gaHnx npo cuctemy papmakoHarnsgy
KOHTYPHIlA YapyHKOBIlA (BBEAEHHSA y3araslbHEHNX AAHUX MPO CUCTEMY
ynakoBLj; no 5 dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOT ocoou,
KOHTYPHUX BiANOBIAANLHOI 3a 3AiICHEHHS hapmakoHarnaay;
YapyHKOBUX YNaKkoBOK KOHTaKTHOI 0co6u 3 thapmakoHarnagy 3asBHvKa Ans
y nauui 3pjiicHeHHs1 hapMakoHarnsay B YkpaiHi, KLU0 BOHa
BiAMiHHa Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3iicHeHHs hapmakoHarnsgy (Bkavarum
KOHTaKTHi AaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
(haiina cuctemu chapmakoHarnsay) - aMmiHa
YNOBHOBaXXEHOI 0COOU 3asiBHMKA, BifnoBigasibHOI 3a
thapmakoHarnsag,.
MponoHoBaHa pepakuis: Typok B'auecnas
B'ayecnasosuy
35. BIKACO/- PO3YMH ANS iH'EKLN, MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3MiHu 3a UA/6004/01/01
AAPHULUA 10 mr/mMn no 1 mn B "®apmavesT "dbapmaLieBTnyHaA | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
amnyni; no 5 amnyny n4yHa thipma ipma "OapHuus” thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
KOHTYPHIli YapyHKOBIi "fapHuus" MapKyBaHHS yNakoBKM /1ikapCbKoro 3acoby 3

ynakosLij; no 2
KOHTYPHi YapyHKOBI
ynakoBkW B nayLj

BHECEHHAM iH(hopMmaLii LLOoA0 3a3HAYEHHS OANHULB
BMMIpIOBaHHSA y cuctemi Sl. 3amiHa po3giny
“I'pahiuHe ohopmneHHs ynakoBku” Ha
“MapkyBaHHs" B MKA J13. 3anponoHoBaHo:
MAPKYBAHHSA BignosigHo J0 3aTBEpPAXEHOr0
TEKCTy MapKyBaHHA. TepMiH BBeAEHHS 3MiH -
npoTsArom 6 micsuiB nicns 3aTBepKeHHS
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
36. BICMYTY rpaHynm (cybcraHLis) AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK - UA/15057/01/01
CYBUUTPAT B MilLIKax NoAgiliHMx "®dapmak” | TMNy - AgMiHICTpPaTUBHI 3MiHW. 3MiHa
KONOigHWIN nonieTuNeHoBnxX 415 HaliMeHyBaHHA Ta/abo agpecu 3asBHUKA (BNacHUKa
thapmavneBTUYHOro peecTpaLiiHoro NocBig4yeHHs) 3MiHa HaliMeHyBaHHs
3aCTOCyBaHHSA Ta agpecu 3asiBHUKa (BNacHMKa peecTpavyiiiHoro
noCBiAYEHHS)
3MmiHu | TUNY - AgMiIHICTpaTUBHI 3MiHK. 3MiHa
HalilMeHyBaHHs Ta/abo aapecy MicLsA NPOBaKEHHS
[iSNIbHOCTI BUPOOHUKA (BK/THOYatoum, 3a
HeoOXiJHOCTI, MicLie NPOBeAEHHSI KOHTPOSIIO SKOCTI),
abo BnacHuka mactep-cpaiina Ha A®l, abo
noctavanbHvika A®|/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
3aCTOCOBYIOTbCA Y BUPOOHUUTBI ADI (SKLLO
3a3HayYeHo y J0CbE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudikaTta BignoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakKeHoMy
Aocbe, abo BUPOOHMKA HOBOT AOMOMKHOI PEHOBUHN
(AKLLLO 3a3HAYEHO Y A0CbE) 3MiHa HaliMeHyBaHHs
BUpO6HMKa cy6CcTaHLii, 6e3 3MiH1 Micus
BMPO6HUMLITBA
37. BITAMPOCT niodpinizat ans TOB "®3 Ykpaina TOB "®3 Ykpaina BHECEHHS 3MiH 10 peecTpaviliHiX maTtepianis: 3MiHU 3a UA/2988/01/01
PO3YUHY AN1s1 iH'EKLNA; "BIODAPMA "BIODAPMA" | TMNY - AAMIHICTpaTMBHI 3MiHW. 3MiHa Ha3BU peyenmom
5 chnakoHis 3 " NiKapcbKoro 3acoby - 3miHa Ha3BW MiKapCbKOro
niocpinizaTom y 3aco6y. 3ATBEP)KEHO: NMPOCTATWU/EH-
6nictepi; no 2 BIOPAPMA (PROSTATILEN - BIOPHARMA)
6nicTepu y nauui 3 3AMNPOMOHOBAHO: BITAMPOCT (VITAPROST)
KapToHY (BBefeHHs 3MiH NpoTArom 6-Tn MicALiB nicns
3aTBEPAKEHHS)
38. BO/MKONAUT PO34MH NS iHysiid; ®peseHiyc | HimeuunHa ®peseHiyc Kabi HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHnx maTtepiasiB: 3MiHN 3a UA/14192/01/01
250 mn a6o no 500 mn Kabi Honunang MrmeX | TMNY - NogaHHA OHOB/EHOTO CepTUQIKaTy peyenmom
y Miwky freeflex; 20 [Loiiunang BiANoBigHOCTI €Bponelicbkilt hapmakonei Ne R1-
a60o 30 miwwkiB freeflex X CEP 2008-105-Rev 01 Big 3aTBEPAKEHOIO
B rpynoBiii kopoo6uli i3 BMpo6GHMKa A®| Hatpito xnopuaa BupobHuLTBa
KapTOHY Dansk Salt A/S, [laHis (3aTBepaXeHuii cepTudikat
BiANOBIAHOCTI €Bponelicbkiii hapmakonei Ne R1-
CEP 2008-105-Rev 00). 3miHa Ha3B/ BUPOGHUKaA
A®| Hartpito xnopuga 3 Akzo Nobel Salt A/S, faHis
Ha Dansk Salt A/S, [laHis, agpeca BUPOGHNYOI
OiNbHULI 3aNnWaeTbCA HE3MIHHOK
39. FEHEPOJIOH PO3YMH HaLLKipHWIA, 2 Benyno, Xopsartis Benyno, nikn Ta Xopsaris/ BHECEHHS 3MiH 10 peECTpaLiiiHnX maTepianis: 3MiHK 6e3 UA/17808/01/01
% no 60 mny nikn Ta KOCMeTUkKa, A.4., Icnanis | TMINY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI Ta peyenma
thnakoHi; no 1 KOCMEeTUKa, Xopsarisi (BTOpUHHE thapmakoHarnagy. BeegeHHs abo 3miHM fo
(h/1aKoHy B KOMMNJIEKTI a.n. nakyBaHHs, y3aranibHeHVX gaHnx Npo cuctemy hapmakoHarnsgy

3 MipHUM Hacocom Ta
PO3NMIOKYOI0
Haca/lKow B KapTOHHIl

KOHTPO/1b AKOCTI Ta

BUNYyCK cepil);
IHgacTpian

(BBEAEHHSA y3araslbHEHVX AaHUX NPO CUCTEMy
thapmakoHarnsgy, aMiHa ynoBHoOBaXeHoI ocobu,
BiJNOBIAANbHOI 3@ 3AiICHEHHS1 hapmakoHarnaay;
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
naui dapmacbloTika KOHTaKTHOI 0cobu 3 hapMakoHarsay 3asBHvKa ons
KaHTabpia, C.A., 3pjiicHeHHs1 hapMakoHarnsay B YkpaiHi, KLU0 BOHA
Icnanis BiAMIHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/IbHOI
(BUpPOGHMLTBO 3a 3pjficHeHHs hapmakoHarnaay (Bkioyarun
roToBOro KOHTaKTHi flaHi) Ta/abo 3MiHM Yy PO3MiLLLeHHI macTep-
NiKapcbKoro 3acooy, tharina cuctemmn thapmakoHarasagy) - 3miHa
nepBuHHe KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT 0C0bM 3asBHMKA,
nakyBaHHs); BiANOBIAa/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsgy B
IHgacTpian YkpaiHi. [ponoHoBaHa pefakuisi: BonowmvHa
dapmacbloTika AHacTacig AHaToniiBHa. 3MiHa KOHTaKTHMX AaHnX
KaHTabpia, C.A., KOHTaKTHOT 0CO6U YNOBHOBAXEHOT 0CO6M 3as1BHVIKA,
Icnanis BiANOBIA&UIbHOI 3a 34iiCHEHH:A hapmakoHarnsgy B
(BUpPOGHMLTBO YKpaiHi
roToBOro
NiKapcbKoro 3acooy,
nepBuHHe
nakyBaHHs)
40. FEHEPOJIOH PO3YMH HaLLKIpHWiA, 5 Benyno, Xopsartis Benyno, nikn Ta Xopsaris/ BHECEHHS 3MiH [0 peecTpavuiliHiX maTtepianis: 3MiHu 6e3 UA/17808/01/02
% no 60 mny nikn Ta KocMeTuka, 4.4., IcnaHis | TMNY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI Ta peyenma
thnakoHi; no 1 KOCMeTUKa, Xopsarisi (BTOpUHHE hapmakoHarnsgy. BeegeHHs abo 3miHn go
dh1akoHy B KOMMIEKTI a.4o. nakyBaHHs, y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
3 MipHUM HacocoMm Ta KOHTPO/Tb AKOCTi Ta (BBEAEHHSA y3araslbHEHVX AaHUX NPOo cUcTemy
PO3NUIIOIYO0I0 BUNYyCK cepii); thapmakoHarnsgy, aMiHa ynoBHOBaXeHOI ocobu,
HacafKo B KapTOHHI IHpacTpian BiANOBIAaNbHOI 3a 3ilicHeHHSA chapmakoHarnagy;
nauui dapmacbloTika KOHTaKTHOI 0cobu 3 thapmakoHarnagy 3asBHuKa ans
KaHTabpia, C.A., 3pjiicHeHHs1 hapMakoHarnsgy B YKpaiHi, K0 BOHA
Icnanis BiAMIHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
(BUpOGHMLTBO 3a 3pjicHeHHs hapMakoHarnaay (Bkioyarun
roToBOro KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLEeHHI macTep-
NiKapcbKoro 3acooy, tharina cuctemmn chapmakoHarisgy) - 3miHa
nepesuHHe KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT 0COOM 3as1BHMKA,
nakyBaHHs); BiANOBIAa/IbHOI 3a 34iliCHEHHSA hapmakoHarnsgy B
IHgacTpian YKpaiHi. MponoHoBaHa pegakuis: BonowmnHa
dapmacbloTika AHacTaciss AHaToniiBHa. 3MiHa KOHTaKTHUX OaHUX
KaHTabpia, C.A., KOHTaKTHOT 0CO6U YNOBHOBAXEHOT 0CO6M 3as1BHYIKA,
Icnanis BiANOBIA&UIbHOI 3a 34iiCHEHH:A hapmakoHarnsgy B
(BUpOGHMLTBO YKkpaiHi
roToBOro
NiKapcbKoro 3acooy,
nepBuHHe
nakyBaHHs)
41, FANTrAH PO34MH AN iH'EKLi, digia ITanis digia ITanis BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/1032/01/01
20 Mr/2 mn; no 2 mny dapmavuesT dPapmaueBTmKa TexHiyHa nomuska (3rigHo Hakasy MO3 Big peyenmom
dnakoHi; no 1 nka C.n.A. C.n.A. 23.07.2015 Ne 460) - BUNpaB/ieHHs TEXHIYHOT

hnakoHy B 6nicTepi,
no 1 6nictepy B
Kopob6Li; no 2 Mny
nonepesHbLO

nomunkn y MKA, sika 6yna gonyLieHa npy BHECEHHI
3MiH o MK4A (Haka3 Ne 2069 Big, 09.09.2020 p)
CTOCYETLCA HEBIAMOBIAHOCTI iIHGhopMmaLii
(pi3HouMTaHHs) Y MKH, OCKi/IbKM MPU BHECEHHI 3MiHM
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsio4yeHHs

3anoBHEHOMY LLNPWL;
no 1 wnpuvuy B
6nictepi, no 1
6nicTepy B kOpo6Li

6y10 BUyYEHO apreHOMETPUYHUIA MeTOZ, 3a
NOKa3HNKOM «KiflbkKiCHe BU3HAUYEHHS HATPIl0
xnopugy, metog B», ane nomnnikoso y cneuudikawii
n.5 «KinbkicHe BM3HA4YeHHS HaTpilo x/1opuay»
3a/IMLLIMII0CA NOCUIaHHA Ha apreHOMEeTPUYHWIA
meTog. MponoHoBaHa pegakuis Cneundikadis n. 5
KonunyecteeHHOe onpefenexHne HatTpus xaopuaa
16,2-17,8 mr/2 mn n. 5, MKK, metogpl
npou3soauTens: A: MoTeHLMOMETPUYECKNA METOA,
3a3HayeHe BUNpaB/IEHHS BignoBigae maTepianam
peecTpaLiiHoro Aocbe

42,

riAPOKOPTU3
OHY ALETAT

CycneHsis Ans iH'ekuin
2,5% no 2 mn s
amnyni; no 10 amnyn B
naui 3 kKapToHy; no 2
M/1 B amnyni; no 5
amnyn y énictepi; no 2
6nicTepu B nayw,j 3
KapToHY

AT
"®apmak”

Ykpaina

AT "dapmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiliHiX maTtepianis: 3MiHU
| TMny - AgMiHIiCTpPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo aapecy MicLsA NPOBaLKEHHS
[isNbHOCTI BUPOOHUKa/iMnopTepa roToBoro
NiKapCcbKOro 3acoby, BKIHOYAKUN [i/TbHUL BAMYCKY
cepii abo MicLie NpoBeAeHHS KOHTPO/IHO AKOCTI.
(misnbHICTb, 3a AKy Bignosigae BUpobHuK/imnopTep,
BK/10UAKUM BUMYCK Cepiii). 3MiHa HaliMeHyBaHHS Ta
afpecy BUpobHMKa, 6e3 3MiHW MicLisi BUPOOHULITBA.
3MiHU BHECeHi y po3ginun "BupobHuK" Ta
"Micue3HaxomkeHHs1 BUpo6HYKa Ta iloro agpeca
MicLA NPOBaMKEHHS AiANbHOCTI" B IHCTPYKLiO A5
Me[MYHOro 3aCTOCYBaHHA Ta K HaC/ifoK -
BiAMNOBIAHI 3MiHW Yy TEKCTi MapKyBaHHS yrnakoBKU
nikapcbkoro 3acoby. BeegeHHs1 3MiH NpoTAroM 6-Tu
MicsLiB NicnsA 3aTBepAKeHHs. 3MiHu | Tuny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo aapecy 3asiBHMKa (BNlacHMKa peecTpaviiHoro
NOCBIgYEHHST) - 3MiHA HaiMeHyBaHHA Ta agpecun
3asBHMKa (BNacHvKa peecTpauiiiHoro nocBig4YeHHs).
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBepMKeHHs. 3MiHK | Tuny - 3MiHK Wwoao
6e3nekn/edheKTNBHOCTI Ta chapmakoHarnsgy (iHwi
3MiHW). BHeCeHHs 3MiH A0 po3ainy «MapkyBaHHs»
MK$A N3. 3ateepaxerHo: MAPKYBAHHSA Bignosigae
HaZjlaHOMy TEKCTY MapKyBaHHs. 3anpornoHOBaHoO:
MAPKYBAHH$A 3rigHo 3aTBEpAXEHOr0 TEKCTY
MapKyBaHHS. OHOB/IEHHS TEKCTY MapKyBaHHS
yNakoBKM /1iKapCbKOro 3acoby 3 BHECEHHAM
iHhopmaLii Woa0 3a3HaYeHHS O4UHULb
BMMIpIOBaHHS y cuctemi Sl. BBeeHHs 3MiH
NPOTAroM 6-TW MicAUIB NicNsA 3aTBEPAYKEHHS.

3a
peuyernmom

UA/3288/01/01

43.

FMATUPAMEPY
ALETAT-BICTA

PO3YMH ANA iH EKLA,
20 mr/mnano 1 mn
npenapaty y
nonepeaHLo
HanoBHEHOMY LLMPULY;

MicTtpan
Kenitan
MeHexmeH
T NimiTeq,

AHrnis

BifNOBigaNbHWIA 3a
Bunyck cepii: CiHTOH

BB, Higepnanan

BifNOBigaNbHWIA 3a
Bunyck cepii: CiHTOH

Higepnangn
[ lcnaHis/
Ynni

BHECEHHS 3MiH 10 peECTpaLiiHNX MaTepianis: 3MiHKN
| TMRY - 3MiHK WoA0 6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHW) - BHECEHHSA 3MiH [0
posginy “MapkysaHHa” MKA /13”: 3anponoHoBaHo:
MapkyBaHHs. 3rigHO 3aTBEp)KEHOMY TEKCTY

3a
peyenmom

UA/16792/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
no 1 nonepeAHbO Xicnanis, C.J1., MapKyBaHHA OHOBJ/IEHHSI TEKCTY MapKyBaHHS
HanoBHEHOMY LUMPULLY Icnanis yNakoBKM J1iKapCbKOro 3acoby 3 BHECEHHAM
B 6nicTepi; no 28, 30 BVMPOGHMLTBO, iHchopMmawii LLoA0 3a3HaYEHHS OAUHULb
Ta 90 (3x30) bnicTepis nakyBaHHs, BMMIpIOBaHHSA y cuctemi Sl. BBegeHHs 3MiH
B KapTOHHI1 kopobui KOHTPO/b SAKOCTI: NPOTAroM 6-TW MiCALB NiCNA 3aTBepPAKEHHS
Posi KoHTpakT
MaHyheKTypiHr,
C.J1.,, IcnaHis
BVMPOGHMLTBO,
nakyBaHHs: CiHTOH
Yuni Nitpa., Yuni
KoHTponb sikocTi
(mikpobionoriyHwmi):
Baktimm B.B.,
HigepnaHngm
44, rniPnA TabneTtku no 2 Mmr, no CaHpo3 CnoseHisa BMPOGHMLTBO 3a Monbla BHECEHHS 3MiH 10 peecTpaviliHiX maTtepianis: 3MiHu 3a UA/5824/01/02
10 TabneTok y dapmacbloTi NOBHVM LK/IOM, | TMNy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI Ta peyenmom
6nicTepi; no 3 Kans g.4. nakyBaHHs, BUMYCK hapmakoHarnsagy (iHwi 3MiHW) - OHOBMEHHS TEKCTY
6nicTepy B KApPTOHHIi cepii: Nlek C. A. MapKyBaHHSs1 yakoBKM NiKkapCbKoro 3acoby 3
KopoobLi BHECEHHAM iHhopMaLii LWoA0 3a3Ha4YEHHS OAVHULLb
BMMIpIOBaHHS Y cuctemi S| BHeceHHs 3miH Ao
po3ainy “MapkyBaHHs” MKA J13. 3anponoHoBaHo:
MAPKVPOBKA B COOTBETCTBUN C YTBEPXKAEHHbLIM
TEKCTOM MapK1MpoBKW. BBefeHHS 3MiH NpoTsArom 6-x
MicALiB Nicna 3aTBepKeHHs
45, rnipPvp, Tabnetku no 3 mr, No CaHpo3 CnoseHis BUPOBHMLTBO 3a Monbwa BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHM 3a UA/5824/01/03
10 TabneTok y dapmacbHoTi NMOBHVM LMK/IOM, | TMRYy - 3MiHK WoA0 6e3nekn/etheKTUBHOCTI Ta peyenmom
6nicTepi; no 3 Kans g.4. nakyBaHHs1, BUMYCK hapmakoHarnsgy (iHwi 3MiH1) - OHOBIEHHS TEKCTY
6nicTepy B KAPTOHHIl cepii: lek C. A. MapKyBaHHS YNakoBKM JliKapCbKOro 3acoby 3
KopoobUi BHECEHHAM iHhopMaLii LWoA0 3a3HauYeHHs OANHULb
BMMIpIOBaHHA y cuctemi S| BHeceHHs 3MiH 10
po3ainy “MapkyBaHHs” MKA 13. 3anponoHoBaHo:
MAPKMPOBKA B COOTBETCTBUN C YTBEPXKAEHHbLIM
TEKCTOM MapKMpoBKW. BBELEHHSA 3MiH MPOTAroM 6-x
MicALiB NicNsA 3aTBEPAYKEHHS
46. rnPug, TabneTtku no 4 mr, no CaHpo3 CnoBeHis BMPOGHMLTBO 3a Monbwa BHECEHHS 3MiH 10 peecTpavliliHiX maTtepianis: 3MiHU 3a UA/5824/01/04
10 TabneTok y PapmacboTi NOBHUM LMK/IOM, | TMNy - 3MiHK WoA0 6e3nekn/edeKTUBHOCTI Ta peyenmom
6nicTepi; no 3 Kans g.4. nakyBaHHs, BUMYCK hapmakoHarnsagy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY

6nicTepy B KAPTOHHIi
KopooLi

cepii: lek C. A.

MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
BHECEHHAM iHhopMaLii LWoA0 3a3Ha4YeHHA OANHULb
BUMIpIOBaHHS Y cnuctemi S| BHeceHHs 3MiH A0
po3giny “MapkyBaHHa” MKA J/13. 3anponoHoBaHo:
MAPKVPOBKA B COOTBETCTBUN C YTBEPXKAEHHbLIM
TEKCTOM MapKMpPOBKW. BBefileHHs1 3MiH NpoTsArom 6-x
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsio4yeHHs

MiCALIB Nicns 3aTBEpAKEHHS

47.

rNILEPNHOBI
CYNO3UTOPII

cynosuTopii no 0,88 r
no 5 cynosutopiis y
cTpuni; no 1 a6o no 2
cTpunu B navui

TOB
"®APMEKC
reyn"

YKpaiHa

TOB "®APMEKC
reymn"

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3mMiHu
| Tuny - 3miHKn 3 AkocTi. CepTudikar
BignosigHoOCTI/lE-cepTudikar BignosigHOCTI
€Bponelicbkiit hapmakonei/MoHorpadii. 3miHu,
noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MoHorpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHLWOI HalioHa/IbHOI
thapmakonei aepxasu €C (3miHa y cneuudikauisix,
noe'sizaHa 3i 3miHamu B 1dY, abo €Bponeiicbkiii
hapmakonei, abo iHLUI HalioHaNbHI hapmakonei
nepxaBun €C) - NpMBEAEHHS TECTY 3a NOKa3HNKOM
«lpeHTudpikauis» y BignoBigHICTb 4O BUMOT Ait0HOro
BuAaHHA EP ana A®I MiiuepuH

6e3
peuyenma

UA/14366/01/01

48.

TNILEPVIHOBI
CYNO3MTOPIi

cynosuTopii no 2,63 ;
no 5 cynosutopiis y
cTpwuni; no 1 a6o no 2
CcTpunNu B navui

TOB
"®APMEKC
reymn"

YkpaiHa

TOB "®APMEKC
reyn"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx maTtepiasiB: 3MiHN
| TMNYy - 3MiHK 3 AkocTi. CepTudikar
BignosigHocTi/lE-cepTudikar BignosigHoOCTI
€Bponelicbkili thapmakonei/moHorpadii. 3miHu,
noB's3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTL A0 MoHOrpadii APY abo
€BponeiicbKoi hapmakonei, abo iHLWOoi HauioHaIbHOI
thapmakonei gepxasu €C (3miHa y cneumdikauisx,
nos's3aHa 3i 3MiHamu B 1®Y, abo €Bponelicbkili
thapmakonei, abo iHWil HauioHaNbHIN hapmakonel
Aepxasun €C) - npuBeAEHHS TeCTy 3a NOKa3HWKOM
«lgeHTudikayis» y BigNOBIAHICTL A0 BUMOT Ail04Oro
BugaHHa EP gnsa A®I MiiuepuH

6e3
peyenma

UA/14366/01/02

49,

rMILEPVHOBI
CYNO3NTOPI
NS AITER

CYNno3uTOpIi peKTasibHI
no 1405 wmr; no 6
Cyno3uTopiiB y CTpuni;
no 1 a6o no 2 ctpunu
y nayui 3 KapToHY

KYMN®EP
BIOTEX,
YAB

JInToBCbKa
Pecny6nika

AT "AHTI6GiOTive"

PymyHis

BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3MiHu
| TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) - 3amiHa rpadivyHoro
0ohopMNEHHS NEPBUHHOI Ta BTOPUHHOI YNakoBOK Ha
TEKCT MapKyBaHHS yNakoBOK 3 BiAMOBIigHUMM
3MiHamu go po3ginis MKA N3 (po3gin
«[padhnyeckoe ohopmneHne ynakoBKu»
(Bignosigae npefcrasneHnmM rpadivHnm
306paXEHHSIM YNakoBOK) 3aMiHEHO PO34i/IoM
«MapkyBaHHA»(3riiHO 3aTBEPA)KEHOr0 TEKCTY
MapKyBaHHs1)). OHOB/IEHHA TEKCTY MapKyBaHHS
YNaKoBKM JTiKapCbKOro 3acoby 3 BHECEHHAM
iHhopmaLii Wwoao 3a3Ha4YeHHs O4UHULb
BUMIpIOBaHHSA y cuctemi Sl. BBeieHHsA 3MiH
npoTArom 6 micsLiB nicns 3aTBEpAXKEHHS

6e3
peuyenma

UA/12010/01/01

50.

CAILYH-

TabneTkn

MpAT

YKpaiHa

MpAT

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiliHiX MaTepianis: 3MiHK

6e3

UA/18282/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
AAPHUUSA cy6niHrsanbHi no 100 "®apmaueBT "®apmavleBTUYHa | TMNY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenma
mr, no 10 TabneTok y MyHa chipma ipma "OapHuus” thapmakoHarnagy. BeegeHHs abo 3miHn fo
KOHTYPHIl YapyHKOBIlA "NapHuus" y3araJlbHEHUX faHnx Npo cuctemy dhapmakoHarnsgy
ynakosLj; no 3 abo 6 (BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTemMy
KOHTYPHUX dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocoou,
YapyHKOBUX YNakoBOK BIANOBIAA/IbHOT 3a 34iCHEHHA hapmakoHarnsay;
B nauui KOHTaKTHOI 0co6u 3 thapmakoHarnagy 3asBHvKa Ans
3pjiicHeHHs1 hapMakoHarnsay B YKpaiHi, AKLL0 BOHA
BiAMIHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3pjicHeHHs hapmMakoHarnaay (Bkioyarun
KOHTaKTHi flaHi) Ta/abo 3MiHM Yy PO3MIiLLLeHHI macTep-
tharina cuctemmn chapmakoHarisgy) - 3miHa
YMOBHOBaXEHOT 0C06YM 3a8BHWKa, BifNoBigaIbHOI 3a
hapmakoHarnsag.
MponoHoBaHa pegakuis: Typok B'auecnas
B'auecnasoBuy
51. FNHOKO3A PO3YMH ANS iH'eKLit AT Ykpaina AT "dapmak” Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHU 3a UA/6525/01/01
40% no 10 mn a6o 20 "®apmak” | Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa peyenmom
M1 B aMnyni CKASHIN; HaliMeHyBaHHs Ta/abo agpecy MicLA NPOBaKEHHS
no 5 a6o no 10 amnyn LisiNbHOCTI BUpo6HUKa/iMnopTepa rotoBoro
y nauui; no 10 ma abo NiKapcbKoro 3acoby, BKIOUYAKUM Ai/TbHULi BUNYCKY
20 mn B amnyni cepii abo micue NpoBefeHHS KOHTPOJTH AKOCTI.
CKNsHilA; no 5 amnyn y (AisnbHICTb, 3a Ky BigNoBigae BUpoOHUK/iMnopTep,
6nicTepi; no 1 abo no BK/1IOUAK0UM BMUMYCK Cepiit). 3MiHa HaliMeHyBaHHS Ta
2 6nictepu y nauuyi agpecy BUpo6HrKa, 6e3 3MiHM MicLsi BUPObHULTBA.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPMKEHHS. 3MiHuM | Tuny - AgMiHICTpaTUBHI
3MiHW. 3MiHa HalimeHyBaHHs Ta/abo aapecu
3asBHMKa (BNacHVKa peecTpauiiiHoro nocBigYeHHs).
3mMiHa HaliMeHyBaHHS Ta agpecy 3asBHUKa
(BNacHvka peecTpauiiHoro NocBig4eHHs). BeeaeHHs
3MiH NPOTAroM 6-TW MICALIB NIiC/A 3aTBEPAKEHHS.
3MiHn | TUNY - 3MiHN Wopao 6e3nekn/edeKTUBHOCTI
Ta papmakoHarnsgy (iHwi 3miHW). BHeCEHHS 3MiH A0
po3ainy «MapkyBaHHs» MKSA J/13. 3aTBepaKeHo:
MAPKYBAHHSA Bignosigae HagaHomy TekcTy
MapKyBaHHS yNakoBKku npenapary.
3anponoHoBaHo: MAPKYBAHHA 3rigHo
3aTBEPKEHOr0 TEKCTY MapKyBaHHS. OHOBMEHHS
TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro 3acoby 3
BHECEHHAM iHhopMaLii LWoA0 3a3Ha4YEHHS OAVHULLb
BMMIpIOBaHHS y cuctemi Sl. BBeeHHs 3MiH
NPOTAroM 6-TW MicAUIB NicNsA 3aTBEPAYKEHHS.
52. OE3O®EMOHO | Tabnetku, BKpUTI Mi6e M'mM6X | HimeuumHa Mibe M'm6X HimeuunHa BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3MiHM 3a UA/16503/01/01
®75 NNiBKOBOIO 0060J/IOHKOK | ApUHaiMITT ApuHaiimiTTens | TUMNY - BHECEHHST HE3HAYHMX 3MiH Y MeToAax peuyenmom
no 0,075 wr, no 1 abo enb BMNpobyBaHb A®| fe3orecTpesy, a came: He3HauHi

no 3, aéo no 6

3MiHW aHaNiTUYHOro MeToay And BU3Ha4YeHHA
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
6nicTepis no 28 po3noginly YaCcTVHOK 3a pO3MipoM 3a A0MOMOro
Tab/1eTOK Y KAPTOHHIl nasepHoi AudpakLii ge3orecTpeny Ha Micui
Kopoo6Li BMPOGHMLTBA NikapCbKoro 3acoby. PesanigosaHuii
MeToJ BiApi3HAETLCS Bif, NonepeHbLOr0 MeToay
AvcnepciiHuM TUCKOM (TUCK Ancnepcii Moxe
peryntoBaTtucs Big 2,5 go 3,5 6ap); 3anponoHoOBaHo:
p. 3.2.S.4.2 Analytical Procedures
(Desogestrel/finished product manufacturer) Air
pressure: 2,5 to 3,5 bar
53. AEKPICTON® Kancynm m siki 20000 mi6e TM6X | HimewyunHa nepBrHHE Ta HimeuyunHa/ | BHeCeHHs 3MiH 10 peecTpaliliHiX MaTepianis: 3MiHU 3a UA/17901/01/01
20000 MO MO; no 10 kancyn y ApuHaimiTT BTOPWHHE LLiBeiiuapis | TNy - 3MiHK 3 AKOCTi. FOTOBMIA NikapcbKuMii 3aci6. peyenmom
6nicTepi; no 1 abo no enb nakyBaHHs, CucTemMa KoHTelHep/3aKynoproBasibHUiA 3aci6. 3miHa
2, abo no 5 6nictepis KOHTpO/b cepii Ta dhopmy abo po3Mipy KOHTelHepa 4n
y nauui; no 20 kancyn BMNYCK cepil: 3aKynoproBasibHOr0 3aco6y (MepBUHHOI YNaKkoBKM)
y 6nictepi; no 1 Mi6e Mm6X (HecTepunbHi nikapcbki 3acobu). BeegeHHs
6nicTepy y nauui; no ApuHaiimiTTenNb, [0[4aTKOBMX YNakoBOK, a caMme no 20 kancyn y
25 kancyn y 6nictepi; HimeuuunHa; 6nictepi; no 1 6nictepy y nayyi Ta no 25 kancyny
no 2 6nictepun y nauui BUPOBHMLTBO Ta 6nicTepi; No 2 6nictepn y nayui (3aTBepgkeHo no 10
Bunyck "in bulk™: Kancyn y 6nictepi; no 1 a6o no 2, abo no 5 6nictepis
KeteneHt [xepmai y nauui). AkicHulA Ta KinbKiCHWIA cknag, nakyBasibHOro
E6epbax M6X, marepianis gns BCiX BapiaHTiB 61icTepis €
HimeuuunHa; 0/}HaKOBUM, OKPEMi KULLEHI, L0 MICTATb Kancynu,
BMPOBHMLTBO Ta MaloTb NPaKTUYHO OAHAKOBMWIA PO3MIp. 3MiHK
Bunyck "in bulk: BHECEHO B iHCTPYKLiO 4518 MEANYHOrO 3aCTOCYyBaHHSA
Csicc Kanc AT, y p. "YnakoBka" 3 BiZANOBiAHNMY 3MiHAMW Y TEKCTI
Lseliuapis MapKyBaHHS YNakoBKW NikapcbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS.
54. AOKCUUMKNIH | kancynu no 100 mr, no MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 10 peECTpaLiiHNX MaTepianis: 3MiHK 3a UA/8028/01/01
-AAPHULA 10 kancyn y KOHTypHili | “"dapmauesT "®apmaueBTnyHa | TMRY - 3MiHK WoA0 6e3nekn/etheKTUBHOCTI Ta peuyenmom
YapyHKOBIli ynakoBLyj; M4yHa chipma chipma "OapHuus” thapmakoHarnsgy. BeegeHHs abo 3miHu o
no 1 a6o no 2 "fNapHuus" y3araslbHeHUX faHux Npo cuctemy dhapmakoHarnsgy
KOHTYPHI YapyHKOBI (BBEAEHHSA y3arasIbHEHVX AaHUX NPo cUcTemy
ynakoBKM y nauLli; no dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOT ocoou,
1000 kancyny BiANOBIAANLHOI 3a 3AiICHEHHS hapmakoHarnaay;
KOHTeHepax KOHTaKTHOI 0cOo6M 3 thapmakoHarnagy 3asBHvKa Ans
NI1acTUKOBUX 34ilicHeHHA hapMakoHarnsgy B YKpaiHi, SKLL0 BoHa
BiAMiHHa Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/ILHOI
3a 3iicHeHHs hapmakoHarnsgy (Bkavarum
KOHTaKTHi AaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
(haiina cuctemu chapmakoHarssay) - aMmiHa
YNOBHOBaXXEHOI 0COOU 3asBHMKA, BifnoBigasibHOI 3a
thapmakoHarnsag,.
MponoHoBaHa pepakuis: Typok B'auecnas
B'auecnasoBuy
55. LODAMIH- KOHUEHTpaT Ans MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [10 peecTpaLiliHiX MaTepianiB: 3MiHu 3a UA/2996/01/01




38

Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
AAPHNUA PO34uHy ANs iHdy3ilA, "®apmaueBT "®apmavleBTUYHa | TMNY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
5 wmr/mn; no5mn B MyHa chipma ipma "OapHuus” thapmakoHarnagy. BeegeHHs abo 3miHn fo
amnyni; no 5 amnyn 'y "fapHuus” y3aranibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
KOHTYPHIli YapyHKOBIi (BBEAEHHSA y3araslbHEHUX AaHVX NMPO cUcTemy
ynakosLi; no 2 thapmakoHarnsgy, aMmiHa ynoBHOBaXeHoi ocobu,
KOHTYPHi YapyHKOBI BiANOBIA&NbHOI 3a 34iiCHEHHSA chapmakoHarnagy;
ynakoBk1 B nayLi KOHTaKTHOI 0co6u 3 thapmakoHarnagy 3asBHvKa Ans
3pjiicHeHHs1 hapMakoHarnsay B YKpaiHi, AKLL0 BOHA
BiAMIHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3pjicHeHHs hapmMakoHarnaay (Bkioyarun
KOHTaKTHi flaHi) Ta/abo 3MiHM Yy PO3MIiLLLeHHI macTep-
tharina cuctemmn chapmakoHarisgy) - 3miHa
YMOBHOBaXEHOT 0C06YM 3a8BHWKa, BifNoBigaIbHOI 3a
hapmakoHarnsag.
MponoHoBaHa pegakuis: Typok B'auecnas
B'auecnasoBuy
56. AODAMIH- KOHUEeHTpaT ans MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu 3a UA/2996/01/02
AAPHULA PO34unHy ANs iHdy3ilA, "®apmauesT "bapmaLeBTnyHa | Tvny - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta peyenmom
40 mr/mn; no 5 mn B M4yHa chipma chipma "OapHuus” thapmakoHarnsgy. BeegeHHs abo 3miHu o
amnyni; no 5 amnyny "fNapHuus" y3arasibHeHUX faHux Npo cuctemy dhapmakoHarnsgy
KOHTYPHIl YapyHKOBIlA (BBEAEHHSA y3araslbHEHNX AAHUX MPO CUCTEMY
ynakosLi; rno 2 thapmakoHarnagy, 3mMiHa ynoBHOBaXeHoi ocobw,
KOHTYPHi YapyHKOBI BiANOBiAANbLHOI 3a 3filicHEHHS chapmakoHarnaay;
yNakoBKM B nauLyi KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3assBHvKa Ans
3pjificHeHHs hapMakoHarnsgy B YkpaiHi, SKL0 BOHa
BigMiHHa Bif, yNOBHOBaXEHOT 0C06M, BignoBigansHOl
3a 3gjiicHeHHs hapmakoHarnagy (Bkiroyaroun
KOHTaKTHi AaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
(haiina cuctemu chapmakoHarnsay) - amiHa
YNOBHOBaXXEHOI 0COOU 3asBHMKA, BifnoBigasibHOI 3a
thapmakoHarnsag,.
MponoHoBaHa pepakuis: Typok B'auecnas
B'ayecnasosuy
57. APOTABEPWH- | tabnetkn 40 mr no 10 MpAT Ykpaina MpAT " Ykpaina BHECEHHS 3MiH 10 peecTpaLiliHiX maTtepianis: 3MiHu 6e3 UA/7468/01/01
AAPHULUA Ta6MEeTOK Y KOHTYPHIlA "®GapmavesT PapmaLeBTUYHa | TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuyenma
YapyHKOBIli ynakoBLyj, nyHa dhipma ipma "fapHuus” thapmakoHarnsgy. BeegeHHst abo 3miHM go
no 2 abo 3 KOHTYpHiI "fapHuus" y3araslbHeHUX faHux nNpo cuctemy dpapmakoHarnsgy

YapyHKOBI YNaKoBKW Y
nauuj

(BBEAEHHS y3araslbHEHVX AaHUX NPO cUcTeMy
hapmakoHarnsigy, 3aMiHa ynoBHOBaXKeHOI 0coou,
BiANOBiAaNbLHOI 3a 34ilicHeHHS chapmakoHarnaay;

KOHTaKTHOI 0cobu 3 hapmMakoHarnsay 3assHvKa Ans
3[iicCHEHHS (hapMakoHarnsay B YKpaiHi, SKLL0 BOHA
BiAMIHHA Bifl YNOBHOBaXeHOI 0co6M, BiANOBIAA/IbHOI
3a 34ilicHEHHA hapmakoHarnsgy (Bkiovaouu
KOHTaKTHi fjaHi) Ta/abo 3MiHM y PO3MiLLlEeHHI macTep-
dhaiina cucteMmm papmakoHarisay) - 3miHa
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
YMOBHOBaXEHOT 0C06YM 3aABHWKa, BifNoBigabHOI 3a
hapmakoHarnsag.
MponoHoBaHa pepakuis: Typok B'auecnas
B'auecnasoBuy
58. APOTABEPUH- | po3uunH ANns iH'ekuii, MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHM 3a UA/7468/02/01
AAPHULA 20 mr/mn no 2 mn B "®dapmauesT "apmaueBTnyHa | Tvny - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta peyenmom
amnyni; no 5 a6o no M4yHa chipma chipma "OapHuus” thapmakoHarnsgy. BeegeHHs abo 3miHu o
10 amnyn y KOHTYpHili "fNapHuus" y3arasibHeHUX faHux Npo cuctemy dhapmakoHarnsgy
YapyHKOBIli ynakoBLyj; (BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
no 1 KOHTYPHii dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocoou,
YapyHKOBIli ynakoBLji y BiANOBiAANbLHOI 3a 3filicHEHHS chapmakoHarnagy;
navui KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3assBHvKa Ans
3pjificHeHHs hapMakoHarnsay B YkpaiHi, SKLL0 BOHa
BigMiHHa Bif, yNOBHOBaXEHO| 0C06M, BignoBigansHOl
3a 3gjiicHeHHs hapmakoHarnagy (Bkroyatoun
KOHTaKTHi AaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
(haiina cuctemu chapmakoHarnsay) - amiHa
YNOBHOB&XXEHOI 0COOU 3asBHMKA, BifnoBigasibHOI 3a
thapmakoHarnsag,.
MponoHoBaHa pepakuis: Typok B'auecnas
B'ayecnasosuy
59. EBKA3O/MIH® Kpanni HasasibHi, No AT Ykpaina AT "dapmak” Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu 6e3 UA/9051/01/01
10 mn y dpnakoHi 3 "®apmak” | Tuny - AgMiHICTpaTVBHI 3MiHW. 3MiHa peuyenma

rYMOBO [J03Y040I0
BCTaBKO0-
KpanesbHueto; no 1
hN1akoHy B nauui 3
KapTOHY

HaliMeHyBaHHs Ta/abo agpecu 3asBHUKaA (BNacHUKa
peecTpaLiiHoro nNoceig4yeHHs)) 3MiHa HaliMeHyBaHHs
Ta agpecu 3asiBHUKa (BNacHvKa peecTpauiiiHoro
nocBigyeHHs1) BBegeHHs 3MiH NpoTSArom 6-Tu Micsiuis
nicns 3aTBeppkeHHs. 3MiHu | Tuny -
AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecyn Micua NPOBaKEHHS AissNIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro Nikapcbkoro 3acooy,
BK/IOYAKOUM AiNbHULI BUNYCKY cepii abo micue
NPOBeAEHHS KOHTPOJTHO AKOCTI. (4iSNIbHICTL, 3a Ky
BiANoOBigae BUpPOGHMK/IMNOpTEp, BK/OHAKUN BUMYCK
cepiil) 3MiHa HaliMeHyBaHHs Ta afpecu BUPO6HNKa,
6e3 3MiHN Micus BUPOOHMLTBA: BBEAEHHS 3MiH
NPOTArom 6-Tv MiCALIB MicNa 3aTBepPAKEHHSA. 3MiHN |
TMny - 3MiHK WoAo 6e3nekn/edpekTnBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHM) OHOBNEHHSI TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
BHECEHHSAM iH(hopMaLii LLOA0 3a3HAYEHHS OANHULD
BMMIipIOBaHHA y cucteMi S| BHeceHHs 3MiH 4o
po3ainy «MapkyBaHHsA» MKA 13
3areepmkeHo: MAPKYBAHHSA Bignosifae
HaflaHOMy TEKCTY MapKyBaHHS. 3anponoHoBaHo:
MAPKYBAHHSA 3rigHo 3aTBepaXeHOro TEKCTY
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
MapKyBaHHs. BBeeHHS 3MiH NpoTArom 6-Tu Micauis
nicns 3aTBepKeHHs
60. EFICTPO30N TabneTkn, BKPUTI 3AT YropwmHa 3AT YropwmHa/ BHECEHHS 3MiH 0 peecTpaLiiHnx maTtepiasiB: 3MiHU 3a UA/9959/01/01
NNiBKOBOKO dapmauesT dapmaneBTUYHNIA IcnaHis | TMNYy - NogaHHA HOBOrO cepTudikaTa BifnoBiAHOCTI peyenmom
060/10HKOI0, N0 1 Mr WYHWIA 3aBO, 3aBof ETIC, €sponelicbkiit hapmakonei Ne RO-CEP 2015-254-
no 14 tTabneTtok y EriC YropwuHa; CiHTOH Rev 01 ansa gitouoi pevyoBmHN Anastrozole Big Bxe
6nicTepi, no 2 XicnaHis, C.J1., 3aTBepmkeHoro BupobHuka SYNTHON S.R.O.,
6nicTepy B KapPTOHHIl IcnaHis Yecbka Pecny6nika (BnacHnk CEP SYNTHON BV,
ynakosui; no 10 HigepnaHaw), ik Hacnigok 3miHn o MKA 13
TabneTok y 6nictepi; p.»Cknagy», a came BUyYEHHSI BUPOOHNYOI AiNbHUL
no 3 aéo no 9 A®l SYNTHON S.R.O., Npara Yecbka Pecnybnika
6nicTepiB y KAPTOHHIN
ynakoBLii
61. EAEM® cupon, 0,5 mr/mn no AT Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH 10 peECTpaLiiiHNX MaTepianis: 3MiHU 6e3 UA/7746/01/01
60 mn a6o no 100 mn "dbapmak” | TMNy - AGMIHICTPaTUBHI 3MiHW. 3MiHa peyenma
y thnakoHi; no 1 HaliMeHyBaHHs Ta/abo agpecy 3asBHVKa (BNnacHvka
dNakoHy pasom 3 peecTpaLiiHoro nNocBiAYeHHs) - 3MiHa
JIOXKOI0 [,03yBa/1bHO0 HaliMeHyBaHHS Ta agpecu 3asBHUKa (BnacHKa
Ta 4O3Y4nUM peecTpauiiiHoro nocBig4eHHs1) BBegeHHs 3MiH
CTaKkaHoM y nauuii NPOTArom 6-T1 MIiCALIB MiCNA 3aTBEPKEHHS; 3MiHY |
TMny - AGMIHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHs
Ta/abo agpecy MicL NPOBaXEHHS Ais/IbHOCTI
BUPOGHMKa/iMnopTepa roToBOro JlikapcbKoro 3acoby,
BKJ/THOYAKOUN AiNbHULI BUMYCKY cepil abo Micue
NpPoBeAEeHHS KOHTPOJIIO AKOCTI. (LiSNbHICTb, 3a AKY
BiANoBigae BUPOGHMK/IMNOPTEp, BKIOYAOUN BUMYCK
cepii) - 3MiHa HalilMeHyBaHHS Ta agpecy BUPOOHKKa,
6€3 3MiHN MicLA BUPOGHMLTBA. 3MiHW BHECEHI B
IHCTPYKLi0 AN1A MeanyHoro 3actocysaHHs /13y p.
«BUpO6HMK», «MicLe3Hax04KeHHS BUPOOHMKa Ta
oro agpeca micusA NpoBafKeHHS AisNIbHOCTI» 3
BIAMNOBIAHUMW 3MiHAMW B TEKCTI MapKyBaHHS
yNakoBOK. BBeAEHHS1 3MiH MPOTAroM 6-Tu MicsAuiB
nicnsa 3aTBepKeHHS; 3MiHW | Tuny - 3MiHK Woa0
6e3nekn/edekTnBHOCTI Ta thapmakoHarnagy (iHLwi
3MiHK) - OHOBNEHHS TEKCTY MapKyBaHHS YNakoBKu
nikapcbKoro 3acoby 3 BHECEHHSIM iHdhopMaLi Wwoao
3a3HayYeHHs OAMHULb BUMIpOBaHHSA Y cuctemi Sl
BHeceHHs 3MiH 40 po3ainy «MapkyBaHHs» MKHA 13
3aTtBepmkeHo: MAPKYBAHHSA Bignosinae
HaZilaHOMy TEKCTY MapKyBaHHS. 3anponoHOBaHO:
MAPKYBAHH$A 3rigHo 3aTBEpAXEHOro TEKCTY
MapKyBaHHs. BBeeHHS 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepakeHHs
62. EK3EMEBICTA | Ttabnetku, BKpuTI Mictpan AHrnis PotTtengopd ®apma | HimeuunHa/ | BHECEHHS 3MiH [0 peecTpavliiiHuX maTepiasiB: 3MiHN 3a UA/16623/01/01
nniBKOBOKO Kenitan 'M6X, HimeuunHa HigepnaHaun | TMNY - 3MiHK WoA0 6e3nekn/edeKTUBHOCTI Ta peyenmom
060/10HKO0, N0 25 Mr MeHemxmeH (BTOPUHHE / lcnaHis hapmakoHarnsagy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY

no 10 TabneTtok y

T JlimiTeq,

nakyBaHHs); CiHTOH

MapKyBaHHS YNakoBKW Jlikapcbkoro 3acoby 3
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
6nicTepi; no 3 BB, Higepnangn BHECEHHSAM iH(hopMalLii LLoA0 3a3HaYeHHS OANHULbB
6icTepy B KApPTOHHIl (BignoBifanbHWii 3a BUMIpIOBaHHSA y cucteMi Sl. BHeceHHs 3MiH 10
Kopoo6Li BUMYCK cepii); po3gainy “MapkysaHHa” MKA /13": 3anponoHoBaHo:
CiHTOH XicnaHis, MapkyBaHHS1. 3rifHO 3aTBEP)KEHOr0 TEKCTY

C.J1.,, IcnaHis MapKyBaHHs. BBeieHHS 3MiH NPOTAroM 6-x micsuis

(noBHMIA LMKN nicns 3aTBepkKeHHs

BMPOGHMLITBA)

63. EK3O04EPUN® nak gns HirTie ToBapuncTBO Ykpaina Nek CnoseHis/ BHECEHHS 3MiH 10 peecTpaviliHiX maTtepianis: 3MiHU 6e3 UA/13688/01/01
NAK nikyBanbHWiA, 5% 3 dapmaneBTUYHA HimeuyunHa | TMNYy - 3MiHK Wopao 6e3nekn/eeKTUBHOCTI Ta peuenma

pO3uuH, No 2,5 Ms1 abo | 0BMEXEHO KomnaHia g.4., thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
5 mn y chnakoHi; no 1 Bignosigasb CnoBeHisa (£03BiN Ha MapKyBaHHS! yakoBKM NiKapcbKoro 3acoby 3
thnakoHy pasom 3 10 HiCTIO Bunyck cepii); Maynb BHECEHHAM iHhopMaLii LWoA0 3a3Ha4YEHHS OANHULLb
nonaroykamu, 30 "CaHpo3 B. BeiiBepc 'mM6X, BMMIiptOBaHHA y cuctemi Sl. BHeceHHs 3miH A0
TamnoHamu gns YkpaiHa" HimeyunHa po3ainy “MapkyBaHHs” MKA J13. 3anponoHoBaHo:
ounLLeHHA Ta 30 (BMPOGHULTBO MAPKYBAHHSA 3rigHo 3 3aTBEPAXEHNM TEKCTOM
nuaoYKamu Ans Hirtie Hepo3dg)acoBaHol MapKyBaHHs. TepMiH BBEAEHHS 3MiH: MPOTAroM 6
y nayi 3 KapToHy npoaykuii, nepBuHHe MiCALiB Nicna 3aTBepKeHHs

Ta BTOPUHHE

nakyBaHHs,

TECTYBaHHS)

64. EHTUBIO® NOPOLLOK A4/1A Takega [JaHis Bikxem Jlabopatopi3 Benuvka BHECEHHS 3MiH 10 peECTpaLiiHNX MaTepianis: 3MiHK 3a UA/15405/01/01
KOHUEeHTpaTy A/ dapma A/C NimiTen, Benuka BpuTanisa/ | TMNYy - 3mMiHK 3 SIKOCTi. FOTOBWIA NikapCbknii 3aci6. peyenmom
PO34mnHY ANs iHAY3il BpuTaHia (KOHTposib ITania/ KOHTpo:b rotoBoro nikapcbkoro 3acoby (iHLwi 3MiHm)
no 300 Mr y donakoHi; AKOCTI cepii: AscTpisi/ - OHOBJ/IEHHS BXE 3aTBEPIKEHNX METOAIB KOHTPO/IIO
no 1 pakoHy y "CTepunbHicTb" Ta AnoHisi/ SIKOCTi Nikapcbkoro 3acoby, a came — BUKIafeHHs
KapTOHHI Kopo6Lyi "BakTepiasibHi ClwA/ LepxaBHOK (YKpaiHCbKOK) MOBOK BCiX pO34isiB
€H0TOKCUHU"); HimeuunHa [OKYMEHTY BifnoBifHO 40 BUMOT YNHHOIO

[endapm HoBapa
C.p.n., Itania
(BTOPUHHE
nakyBaHHs Ta [03Bin
Ha BUnNycK cepii);
KosaHc Jlabopatopi3
NimiTen, Benuka
BpuTaHia (KOHTposib
AKOCTI cepil);
MateoH Itanisa
C.N.A., Itanisa
(Bpo6HMLTBO 13,
KOHTPO/1b SIKOCTI
cepii:
"CTepunbHICTL",
"MexaHiuHi
BK/TOHYEHHA",
nepBuHHe
nakysaHHs); Takega
ABcTpist FTM6X,
ABCTpisi (BTOPUHHE

3aKOHOZABCTBa YKpaiHu. BBeAeHHst 3MiH NpoTsArom
6-Tn MicAUiB NicNsA 3aTBEPKEHHS
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsio4yeHHs

nakyBaHHs Ta [03Bin
Ha Bunyck cepii);
Takepa
dapmacbloTikan
Komnawi ftg., Xikapi
nnaHT, AnoHis
(Bpo6HMLTBO 13,
KOHTPO/b SKOCTI
cepii, NnepBuHHe
nakyBaHHs);
Xocnipa, IHk., CLLIA
(Bupo6HMLTBO M3
Ta nepBuHHe
nakyBaHHs); Yapnib3
Pisep /labopatopi3
HimewunHa MméX,
HimeuunHa
(KkOHTpOSIb AKOCTI
cepii: "BusHa4yeHHs
3B'A3yBaHHA")

65.

ENINEH
IOHIOP

PO34mnH ANS iH'EKLi,
0,15 mr/go3y; no 2 mn
PO3UmnHy Yy
nonepeaHL0
HanoBHEHIl pyuui; No
1 nonepefHbLO
HanoBHEHIl pyyli B
Ty6i; no 1 Ty6i B
KOpoO6Li 3 KAPTOHY

ME[A AB

Lsewis

BUPOBHMK,
BignoBiganbHWiA 3a
BMPOBHULTBO
Hepo3g)acoBaHol
NpoAYKUiT
(nigroToBka,
acenTuyHa
hinbTpauis,
HanoBHEHHA Ta
yKyrnopka):
MepigiaH Megikan
TekHonoaxuc, IHK.,
CLUA;
BVPOGHWK,
BiAnoBigabHU 3a
TecTyBaHHA Ta
KOMMeKTauito:
MepigiaH Megikan
TekHonogxuc, IHK.,
CLUA;
BUPOBHMK,
BiANOBiAaIbHMI 3a
MapKyBaHHs Ta
BTOPWHHY YNaKoBKY:
MM B.B.
(MaHyhakTypiHr
MekeKuHr
Papmaka),

CLUA/
HigepnaHan
/0aHis/
HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK
| TMny - AgMiHIiCTpPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo aapecy MicLsA NPOBaLKEHHSI
[iSNbHOCTI BUPOOHUKa/iMnopTepa roToBoro
NiKapCbKOro 3acoby, BKIHOYAKUN [i/TbHULL BAMYCKY
cepii abo MicLie NpoBeAeHHS KOHTPO/IO AKOCTI.
(misnbHICTb, 3a AKy Bignosigae BUpobHuK/imnopTep,
He BK/Ilo4alouy BUMNYCK cepiid) - 3MiHa HaliMeHyBaHHS
BMpo6HuKa N3 BignoBigabHOro 3a NpoBeAeHHs
KOHTPO/IO AKOCTI, 6€3 3MiHN MicLA BUPOGHMLTBA.
3arBepmxeHo: €spochiHc Papma A/C, [aHis.
Eurofins Pharma A/S, Denmark. 3anponoHoBaHo:
€BpodgoiHc Biodhapma Mpogakt TecTiHr, [aHisi.
Eurofins Biopharma Product Testing, Denmark

3a
peuyernmom

UA/14932/01/01
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk Kpaina

BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsio4yeHHs

HigepnaHgy;
KOMNaHis, Wwo
Bignosigae 3a
npoBefeHHs
KOHTPO/IIO AKOCTi:
€BpodpiHc
Biodhapma MpogakTt
TecTiHr, JaHis;
BUPOBHMK,
BignoBigabHWiA 3a
BMNYCK cepil:
MEJA ®dapma M'meX
eHg Ko. KT,
HimeuyuunHa,;
a/IbTepHATUBHWI
BVPOGHMK,
BiANoBigabHUI 3a
MapKyBaHHs Ta
BTOPWHHY YNaKoBKY:
MM® B.B.
(ManycbakTypiHr
MexkemKuHr
dapmaka),
Higepnangy;
anbTepHaTUBHWIA
BUPOBHMK,
BiANOBIAaIbHNI 3a
MapKyBaHHs Ta
BTOPWHHY YNaKoBKY:
POW-AENBTA
'm6X eHp Ko. KT,
HimeuyuunHa,;
a/IbTepHATUBHWI
BVPOGHWK,
BiANoBigabHUI 3a
MapKyBaHHs Ta
BTOPVHHY YNakKoBKY:
dapm/lor dapma
NoricTuk Mm6X,
HimeyunHa

66.

ETAMBYTON

Tabnetku no 400 wmr,
no 10 TabneTtok y
KOHTYPHIli YapyHKOBIi
ynakosLi; no 5
KOHTYPHUX
YapyHKOBUX YNakoBOK
B nauuj; no 1000
Tabnetok y

MpAT
"®apmauesT
M4yHa chipma

"fNapHuus"

YKpaiHa

MpAT " YKpaiHa
PapmaLeBTUYHA

chipma "OapHuus”

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHM
| Tvny - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsagy. BeefeHHs abo 3miHn o
y3arasibHeHUX faHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocoou,
BiANOBiAANbLHOI 3a 3ilicHEHHS chapmakoHarnaay;
KOHTaKTHOI 0cobu 3 hapmMakoHarsay 3asBHvKa Ans

3a
peyenmom

UA/5716/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
KOHTelHepax 3pjiicHeHHs hapmakoHarnsgy B YKpaiHi, AKL0 BOHa
BigMiHHa Bif, yNOBHOBaXEHOT 0C06M, BignoBigansHOl
3a 3gjiicHeHHs hapmakoHarnsgy (Bkiroyaroun
KOHTaKTHi AaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
(haiina cuctemu chapmakoHarnsay) - amiHa
YNOBHOBaXXEHOI 0COOU 3asBHMKA, BifnoBigaibHOI 3a
chapmakoHarnag,.
MponoHoBaHa pepakuis: Typok B'ayecnas
B'ayecnasosuy
67. EYTUPOKC Tabnetku no 25 Mkr; Mepk KF'aA |HimeuunHa | Mepk Xenckea KlraA HimeuyunHa BHECEHHS 3MiH 10 peecTpaviliHiX maTtepianis: 3MiHK 3a UA/8388/01/01
no 25 tabnetok y | TMNYy - 3MiHK Wopao 6e3nekn/eeKTUBHOCTI Ta peyenmom
6nicTepi; no 2 abo no hapmakoHarnsgy (iHwi 3MiHK) - 3MiHN BHECEHO Y
4 6nicTepu B TEKCTi MapKyBaHHS YNakoBK/ NikapCbKoro 3acoby.
KapTOHHI KopooLli BBeneHHs 3MiH NpoTArom 6 MicauiB nicns
3aTBEPMKEHHS
68. EYTUPOKC Tabnetku no 50 Mkr; Mepk KF'aA |HimeuunHa | Mepk Xenckea Kl'aA HimeuyunHa BHECEHHS 3MiH 10 peecTpaLiliHiX maTtepianis: 3MiHu 3a UA/8388/01/02
no 25 TabneTok y | TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
6nicTepi; no 2 abo no thapmakoHarniagy (iHwi 3MiHW) - 3MiHWU BHECEHO Y
4 6nictepu B TEKCTi MapKyBaHHS YNakoBKV NikapcbKoro 3acoby.
KapTOHHi KopobLyi BBefieHHs1 3MiH NpoTArom 6 micAuis nicns
3aTBEPAKEHHS
69. EYTUPOKC TabneTkun no 75 Mkr; Mepk KF'aA [HimeuunHa | Mepk Xenckea Kl'aA HimeuyunHa BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3MiHu 3a UA/8388/01/03
no 25 TabneTtok y | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
6nicTepi; no 2 abo no hapmakoHarnsgy (iHwi 3MiHK) - 3MiHN BHECEHO Y
4 6nictepu B TEKCTi MapKyBaHHS1 YNakoBKW /likapCbKoro 3acoby.
KapTOHHi Kopo6bLy BBefieHHs1 3MiH NpoTarom 6 micAuis nicns
3aTBEPAKEHHS
70. EYTUPOKC Tabnetky no 100 mKr; Mepk KF'aA | HimeuunHa | Mepk Xenckea KlaA HimeuyunHa BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3MiHu 3a UA/8388/01/04
no 25 TabneTtok y | Tvny - 3MiHK Wopao 6e3nekn/edeKTMBHOCTI Ta peyenmom
6nicTepi; no 2 abo no hapmakoHarnsgy (iHwi 3MiHK) - 3MiHN BHECEHO Y
4 6nictepu B TEKCTi MapKyBaHHs1 YNakoBKW /ikapCbKoro 3acoby.
KapTOHHI Kopo6Lyi BBefeHHst 3mMiH npoTarom 6 micAuis nicns
3aTBEPAKEHHS
71. EYTUPOKC Tabnetku no 125 mkr; Mepk KF'aA |HimeuunHa | Mepk Xenckea KlraA HimeuyunHa BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu 3a UA/8388/01/05
no 25 TabneTtok y | TMny - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta peyenmom
6nicTepi; no 2 abo no hapmakoHarnagy (iHwWi 3MiHW) - 3MiHW BHECEHO Y
4 6nictepu B TEKCTi MapKyBaHHs1 YNakoBKW NikapCbKoro 3acoby.
KapTOHHI Kopo6Lyi BBefeHHst 3mMiH NpoTarom 6 micaAuis nicns
3aTBEPAKEHHS
72. EYTUPOKC Tabnetkn no 150 MKr; Mepk KF'aA [ HimeyunHa | Mepk Xenckea KaA HimeyunHa BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3mMiHK 3a UA/8388/01/06
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
no 25 TabneTtok y | TMNY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
6nictepi; no 2 abo no thapmakoHarnagy (iHLWi 3MiHK) - 3MiHW BHECEHO Y
4 6nictepu B TEKCTi MapKyBaHHS1 yNakoBKy/ NiKapCbKoro 3acoby.
KapTOHHI Kopo6Li BBefeHHs1 3MiH NpoTArom 6 micsAuis nicns
3aTBEPAKEHHS
73. E®EPA/TTAH 3 | Ttabnetku wunyui, 330 YMNCA CAC ®paHuis YMNCA CAC PpaHuis BHECEHHS 3MiH [0 peecTpaLiiHMmMX MaTepiasiis: 6e3 UA/7278/01/01
BITAMIHOM C Mr/200 mr; no 10 3MiHu | TUNY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI peyenma
Tabnetok y Ty6i; no 1 Ta (hapmakoHarnsgy (iHwi 3miHu) - OHOB/IEHHS
abo no 2 Ty6u B TEKCTY MapKyBaHHS1 yNakoBKW MikapCbKOro 3acoby 3
KapTOHHI Kopo6Lyi BHECEeHHAM iHhopMaLii LWoA0 3a3HauYeHHA OAVHULb
BUMIpIOBaHHsA y cuctemi Sl. TepMiH BBeAEHHS 3MiH
npoTSArom 6 micsiliB nicns 3aTBepAKEHHS.
74. E®CTAT TabneTkn, BKpUTI MpAT Ykpaina [xeHedhapm C.A. peuis BHECEHHS 3MiH 10 peecTpaLiliHiX maTtepianis: 3MiHK 3a UA/17530/01/01
nNiBKOBOKO "®apmaueBT | TMNYy - 3MiHK Woao 6e3nekn/eeKTUBHOCTI Ta peyernmom
060/10HKO10, N0 80 wmr; nyHa chipma thapmakoHarnsgy. BeegeHHst abo 3miHM go
no 14 tTabneTtok y "fapHuus" y3araslbHeHUX JaHux Npo cuctemy dpapmakoHarnsgy

6nictepi; no 2
6/1icTepy B KAPTOHHIM
nauuj

(BBEAEHHSA y3araslbHEHUX AaHWX NMPO cucTemy
hapmakoHarnsigy, aMiHa ynoBHOBaXKeHOI 0cobu,
BiANOBiAaNbLHOI 3a 34ilicHEHHS chapmakoHarnaay;

KOHTaKTHOI 0cobu 3 hapmMakoHarnsay 3assHvKa Ans
3[iicCHEHHS (hapMakoHarnsay B YKpaiHi, SKLL0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6M, BiANOBIAA/IbHOI
3a 34ilicHEHHA hapMmakoHarnsgy (Bkiovaoum
KOHTaKTHi fjaHi) Ta/abo 3MiHM y PO3MiLLlEeHHI macTep-
thaiina cuctemu chapmakoHarnsay) - aMmiHa
YNOBHOBaXXEHOI 0CO6U 3asBHWKA, BigNoBigabHOI 3a
chapMakoHarnag.
[MponoHoBaHa pepakuis: Typok B'ayecnas
B'ayecnasosuy
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
75. E®CTAT TabneTkn, BKpUTI MpAT YkpaiHa xeHedapm C.A. pevis BHECEHHS 3MiH 10 peecTpaviliHiX maTtepianis: 3MiHu 3a UA/17530/01/02
nniBKOBOIO "®apmaueBT | TMNYy - 3MiHK Woao 6e3nekn/eeKTUBHOCTI Ta peyenmom
o60510HKot, Nno 120 nyHa thipma thapmakoHarnsgy. BeegeHHs abo 3miHn o
Mr; no 14 TabneTtok y "fapHuus" y3arasibHeHVX AaHnx Npo cuctemMy hapmakoHarnsay
6nictepi; no 2 (BBEAEHHSA y3araslbHEHNX AaHUX PO cUcTemy
6nicTepy B KapPTOHHIN thapmakoHarnagy, 3miHa ynoBHOBaXeHOi 0cobwm,
nauuj BiANOBIAANbLHOI 3a 34ilicHeHHS chapmakoHarnaay;
KOHTaKTHOI 0cobu 3 chapmakoHarnagy 3asBHuKa ans
3[jiicHeHHs hapmakoHarnsgy B YkpaiHi, AKLO BOHA
BiAMiHHA BiJ YNOBHOBaXeHOI 0cO6M, BiANOBIAA/IbHOI
3a 3fjicHeHHs1 hapMakoHarnsay (Bkiryarun
KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
thaiina cuctemu chapmakoHarnsay) - 3aMmiHa
YNOBHOBaXXEHOI 0CO6U 3aBHMKA, BifnoBigabHOI 3a
hapMakoHarnag.
lMponoHoBaHa pepakuis: Typok B'auecnas
B'ayecnasosuy
76. IMBPYBIKA kancynu no 140 wmr; no TOB YkpaiHa Bupo6HMLTBO ClA/ BHECEHHS 3MiH 0 peecTpauiiHnx maTtepiasiB: 3MiHM 3a UA/14220/01/01
90 a6o 120 kancyny "[>KOHCOH i Hepo3dacodaHoro LLiBeiuapis | TMny - AgMiHIiCTpPaTUBHI 3MiHW. 3MiHa peyenmom
dhnakoHi; no 1 L>KOHCOH NPOAYKTY, KOHTPO/b HaliMeHyBaHHS Ta/abo afpecy 3asiBHMKaA (BNacHUKa
(h1aKoHY Y KapTOHHIA Ykpaina" AKOCTI: PEeECTpaLHOro NOCBIAYEHHS) - 3MiHA agpecu
nayui KaTtaneHTt CTC, IHK., 3asBHMKa
CLUA a6o
Cinar Al,
LBeiiuapis;
MepBuHHE Ta
BTOPUHE MakKyBaHHS,
BUNYCK Cepil:
Cinar AT,
LLisefuapis
77. IMINEHEM/ NOPOLLIOK A/19 PO3UYNHY MpuBaTHe YKkpaiHa MpuBatHe YKkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnX maTepianis: 3MiHMN 3a UA/17717/01/01
UMNACTATUH Ans iHdysii, 500 akujioHepHe akujioHepHe | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
Mr/500 wmr; no 1 a6o TOBapuCTBO TOBapuCTBO hapmakoHarnsgy (iHwi 3MiHK) - OHOBIEHHSI TEKCTY
10 a6o 50 hnakoHiB 3 "J1ekxim- "JlekxiM-Xapkis", MapKyBaHHSs1 yMakoBKM NiKapcbKoro 3acoby 3
MOPOLLKOM Y nayLi Xapkis" YkpaiHa BHECEHHSAM iH(hopMmaLii LLOA0 3a3HAYEHHS OANHULD
(BUPOGHMLTBO 3 BMMIpIOBaHHs y cuctemi Sl. BHeceHHs! 3MiH 4o
npoaykuii in bulk po3ainy "MapkyBaHHA" MKSA /13. MNponoHoBaHa
hipMU-BUPOGHMKaA pepakuis: MAPKYBAHHA BignosigHo fo
ACS DOBFAR 3aTBEpPAKEHOr0 TEKCTY MapKyBaHHS. TepMiH
S.p.A,, Italy) BBEEHHS 3MiH: MPOTAroM 3 MicALUiB 3 AaTu
3aTBEPAKEHHS
78. IHOAHPUKC cycnensia (DTPa- nakcoCmit Benwvka "nakcoCmiTKnsiiH Benbrisa BHECEHHS 3MiH 10 peecTpavLiliHiX MmaTtepianis: 3MiHU 3a UA/16235/01/01
FEKCA™I/INFA HBV-IPV) ans iH'exuii KnsaiiH BpuTtaHis Bionogxikans C.A. | TMNYy - 3miHK 3 gKocTi. A®l. KoHTponb A®I. 3miHa y peyenmom
NRIX HEXA™ no 0,5 mn (1 posa) Ta Excnopt napameTpax crneuudikauii Ta/abo fonycTUMMX Mex,
KOMBIHOBAH niodpinizat (Hib); 1 Nimiteq BM3HA4YeHuX y cneundikauisx Ha A®l, abo

A BAKUMHA

nonepesiHL0

BUXIiAHWIA/NPOMIDKHUIA NpoAyKT/peareHT, Wwo
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsio4yeHHs

and
MPO®INAKTUK
W ANDTEPII,
NMPABLSA,
KALLITFOKY
(ALEENIONAPH
nin

KOMMNOHEHT),
FEMNATUTY B,
noniomMmienity
TA
S3AXBOPIOBAH
b,
3B6YAHNKOM
AKX €
HAEMOPHILUS
INFLUENZAE
TNy B

HanoBHEHWNI
0iHOPa30BUiA LWUNPULY
(no 0,5 mn (1 gosa)) y
KOMNJIeKTi 3 ABOMa
ronkamu Ta pnakoH 3
niogpinizatom (Hib)
ana 1 nosu, wo
3MiLLYOTbCA Nepes,
BMKOPUCTaHHSM
(wnpwy, 3 ronkamu
3aKpUTi TyMOBMMY
KoBnaykamu); Asi
ronku (ogHoro
po3mipy), Wwnpu, Ta
hNakoH repMeTuyHO
3arnakoBaHi y
NAacTUKOBUiA
KOHTeliHep; no 1 abo
no 10 nnacTukoBux
KOHTEWHepiB y
KapTOHHiI kopobuj; 1
nonepeaHLo
HanoBHeHWI
0iHOPa30BMiA LUNPUL,
(no 0,5 mn (1 gosa)) y
KOMN/eKTi 3 ABOMa
rofikamu Ta os1IakoH 3
niodpinizatom (Hib)
aona 1 nosu, wo
3MiLYOTbCA nepes
BUKOPUCTaHHAM
(wnpwy, 3 ronkamu
3aKpUTi TYMOBUMU
KoBnaykamu); ABi
rofikn (ogHoro
po3mipy), Wwnpuy, Ta
dhnakoH repMeTUYHO
3anakoBaHi y
naacTVKOBWIA
KOHTeliHep; no 1 abo
no 10 nnacTukoBux
KOHTEliHepiB Y
KapPTOHHI Kopobui

BMKOPVCTOBYIOTHCSA Y npoueci BupobHuutea Ad|
(iHWi 3miHK) - BUNYy4YeHHs TecTy Minimal Lethal Dose
(MLD) in vivo 3i cneyucpikauii npasLesoro
aHaTokcuHy (Tetanus Toxoid), Lo NpoBOAUTLCS Ha
piBHi po6oyoro nocisHoro matepiasny (Working
Seed); 3MmiHM | TUNY - 3MiHK 3 AkocTi. A®I. KoHTponb
A®I. 3miHa y napameTpax cneuudikauii Ta/abo
LOMYCTUMMX MEX, BUHAUEHUX Y crneundiikalisx Ha
A®I, abo BUXIAHWA/NPOMDKHWI NPOAYKT/peareHT, Wwo
BMKOPVCTOBYIOTHCS Y npoueci BupobHuutea Ad|
(iHWi 3miHW) - BUNyYeHHs TecTy Specific toxicity in
Vivo 3i cneumndikauii npaBLEeBOro aHaTOKCUHY
(Tetanus Toxoid), L0 NPOBOAUTLCSA Ha PIBHI
HEeOoYMLLEHOrO NPaBLLEBOr0 aHaTOKCUHY

79.

KAMICTALA® -
FENb H

rens no 10 r B Ty6i; no
1 Ty6i B KAPTOHHIl
Kopoo6Li

CTAOA
ApuHaimiTT
enb Al

HimeuunHa

CTALA

ApuHaiimitTens Arl,

HimeuunHa
(BUPOGHMLTBO Ta
BMNYCK cepii)

Himeyunna

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu
| TMNY - OHOB/IEHHS MOCUAHHS HA MOHorpadito ons
[OMOMDKHOT peqoBuHM MypaluvHa kucnora. Y
3aTBepXEHIl Bepcii HasiBHe nocunaHHa Ha DAC,
0ofHaK MoHorpadisi «MypalmHa kncnota 98%» byna

6e3
peuyenma

UA/6590/01/01
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsio4yeHHs

BMAasIeHa 3 HiMeLbKoi dhapmakonei i Tenep onncaHa
y fitouili pepakuii €sp.Papm

80.

KAMICTAA® -
FENb H

renb no 10 r B Ty6i; no
1 Ty6i B KAPTOHHIl
KopooLi

CTALA
ApuHaimiTT
ens Al

HimeuunHa

CTALA
ApuHaiimitTens Arl,
HimeuunHa
(BMpPOGHMLTBO Ta
BUMYCK cepii)

HimeyunHa

BHECEHHS 3MiH [0 peecTpavuiliHiX maTtepianis: 3MiHK
| TNy - OHOBNEHHA NOCUNAHHA Ha METOZ,
€Bponeiicbkoi hapMakonei: BU3HAYEHHS CyXOro
3anmwky ana A®| EKCTpakT KBiTiB poMallku Ta
NPOMIXXHOrO rOTOBOr0 NPOAYKTY €KCTPaKTY KBiTiB
pomalLLkun. Ha CborofHilWHi feHb 3aTBEPAKEHO
nocunaHHs Ha MoHorpadito EBponencbKoi
hapmakonei "Tinctures”, ane gaHa MoHorpadis Bxe
He icHye. MoHorpadpia " Tinctures " yBiliLna fo
MoHorpadii "Herbal drug extracts". BignosigHo o
YMHHOI pefakuii €EBponeicbkoi hapmakoneri,
MoHorpadiii "Matricaria liquid extract” Ta " Herbal
drug extracts ", Cyxuii 3a1LLOK BU3HAYAETLCSA
BiANOBIAHO A0 EBponelicbkoi hapmakonei, MeTos
2.8.16 y NOTOYHIl pegakuii

6e3
peyenma

UA/6590/01/01

81.

KOHBANMINHO-
BAJEPIAHOBI
KPAN/I

Kpanni opaibHi; no 25
MY do1aKoHi-
KpanenbHuui; no 1
hnakoHy-KpanensHuLi
B NauLi 3 KApTOHyY; No
25 mn y donakoHax-
KpanenbHULAX

TOB
"TepHodap
et

YkpaiHa

TOB "TepHodhapm”

YkpaiHa

BHECEHHS 3MiH 4,0 peecTpauiiHnX maTtepiasia: 3MiHK
| TNy - 3MiHK 3 AKOCTi. [OTOBMIA NikapcbKuMii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npugaTtHocTi abo
yMoOBax 36epiraHHsi roTOBOrO flikapCbKoro 3acoby

(36iNbLUEHHSI TEPMiIHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - 115 Toprosoi ynakoBku
(niaTBEPOAXYETHCA AAHUMU PEasIbHOTO Yacy)
36iNbLUEHHSI TEPMiHY NpUAATHOCTI TOTOBOTO
nikapcbKoro 3acoby Ha OCHOBI MO3UTUBHUX
pesynbTaTiB [JOBrOCTPOKOBVX AOCIMHKEHD
CTabiNbHOCTI Y peasibHOMY Yaci:
3arBep/keHo: TepMiH NpUAATHOCTI 2 POKK
3anponoHoBaHo: TepMiH NpuaaTHoOCTi 3 Pokn 3MiHK
| TNy - 3MiHK 3 AKOCTi. [OTOBMIA Nikapcbkuii 3aci6.
3MiHN Yy BUPOGHMLITBI. 3MiHa po3mipy cepii
(BK/KOYAOUM Ajana3oH po3Mipy cepii) roToBOro
nikapcbkoro 3acoby (3mMeHLeHHs fo 10 pasis)

BBefieHHs1 aflbTepHaTUBHOIO Po3Mipy cepii roToBoro

nikapcbKoro 3acoby, a came 1oro 3MeHLLEHHS,
3YMOB/1EHO MPOBELEHNM aHa1i30M EKOHOMIUHOT
nouinbHocTi. 3aTBepaxeHo: Cepis 650,0 kr
TeopeTnyHuii BUXig;:

-28603 dhnakoHiB-KpanesibH1Lpb No 25 M B navkax
abo 6e3 nayku; OuikyBaHWii BUXiA: -He MeHLue 25948
p1akoHiB-KpanesibHMLUb No 25 M B navkax abo 6e3
nauku 3anponoHoBaHo: Cepis 350,0 kr TeopeTUyHWiA

BUXig: -15401 dhnakoHiB-kpanebHuLb no 25 Mn B

naykax abo 6e3 naykun; OuikyBaHuli BUXi4: -He

MeHLwe 13974 dhnakoHiB-kpanebHWLb no 25 mn B

naykax abo 6e3 nayku
Cepis 650,0 kr TeopeTuyHuii Buxig;: -28603

6e3
peyenma

UA/8636/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
dhrakoHiB-kpanenbHULb Nno 25 ma B naykax abo 6e3
nauku; OuikyBaHuii BUXig;:
-He MeHLwe 25948 dhnakoHiB-kpanenbHWLpb no 25 mMn
B Maykax abo 6e3 nayku
82. KPATAN Tabnetku, no 10 My6niyHe Ykpaina My6niuHe Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHM 6e3 UA/3866/01/01
TabneTok y 6nictepi; akujioHepHe akujioHepHe | Tvny - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta peyenma
no 2 6nictepn y nauuj; TOBapuCTBO TOBapuCTBO thapmakoHarnagy (iHwi 3MiHW) - BHECEHHA 3MiH [0
no 60 a6o no 90 "HaykoBo- "HaykoBo- po3ainy “MapkyBaHHs" MKA J13; 3anponoHoBaHo:
Tabnetok y BMPOGHUUNI BVMPOGHWYMNIA LEHTP MapkyBaHHs. BianosigHo [0 3aTBepaxeHoro TekcTy
KOHTeliHepi; no 1 LEeHTp "BopLyariBcbkuii MapKyBaHHs. BunyyeHHs iHdhopmauii woao
KOHTEWHepy B nauli "BopLuariscb XiMiKo- ynakoBku in bulk 3 maTepianis peectpauiiiHoro
KWiA Ximiko- thapmaLeBTUYHWIA [0CbE (3 TUTYNIbHOI CTOPIHKK, PO34iny «YnakoBka»
hapmauesT 3aBog" Ta «MapkyBaHHA» MKA J13) y 3B’A3Ky 3 TUM, L0 4it0
NYHWIA peecTpaujiiiHoro noceig4eHHs Ha N3 Kparan,
3aBog" Tabnetkn, in bulk: no 1000 Tab6neToK B nakeTax
nonietunexosux (PN UA/3867/01/01Big 27.02.2020)
NPUNWHEHO 3rigHO Hakaly MO3 YkpaiHu 13.11.2020
Ne 2617. OHOBNEHHSA TEKCTY MapKyBaHHS YNakoBKu
nikapcbKoro 3acoby 3 BHECEHHSIM iHdhopMmaL,i Wwoao
3a3HayeHHs OAVHMLL BUMIPIOBaHHSA Y cucTemi Sl.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS
83. NABAKCOH NOPOLLIOK A/19 PO3UYNHY M.BioTek Benuka Actpan CrepiTek IHAiA BHECEHHS 3MiH 10 peECTpaLiiiHnX maTepianis: 3MiHKN 3a UA/13903/01/01
ons iH'ekuim no 1,0, NimiTeq BpuTaHis MpaiBiT MlimiTeq | TMRY - 3MiHK WoA0 6e3nekn/etheKTUBHOCTI Ta peyenmom
no 1 conakoHy a6o 10 hapmakoHarnsgy (iHwi 3MiH1) - OHOBIEHHS TEKCTY
)1aKOHIB 3 NOPOLLIKOM MapKyBaHHS yrnakoBKM MiKapCbKoro 3acoby 3
y nauyi 3 KapToHy BHECEHHAM iHhopMaLii LWoA0 3a3HauYeHHs OAVHULb
BMMIipIOBaHHA y cuctemi Sl. BBeeHHs 3MiH
NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPKEHHS
84. NABAKCOH NMOPOLLIOK A1 PO3UNHY M.BioTek Benwvka AcTtpan CtepiTek IHAis BHECEHHS 3MiH 10 peecTpavLiliHiX MaTtepianis: 3MiHK 3a UA/13903/01/02
Ons iH'ekuii no 2,0, Nimiten BpuTaHis MpaiisiT NimiTeq | TMNY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI Ta peyenmom
no 1 pnakoHy a6o 10 thapmakoHarnagy (iHLi 3MiHW) - OHOBMIEHHS TEKCTY
(h/1aKOHIB 3 MOPOLLKOM MapKyBaHHS! yMakoBKM NiKapCbKoro 3acoby 3
y nayi 3 KapToHy BHECEHHAM iHhopMaLii LWoA0 3a3HauYeHHA OANHULb
BUMIpIOBaHHSA y cuctemi Sl. BBeieHHsA 3MiH
MPOTAroM 6-TW MiCALIB MiC/1A 3aTBEPAKEHHS
85. NEBEMIP® PO3YUH NS iH'EKLN, A/T Hoso [JaHis A/T Hoso Hopgick, [Janisa/ BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3MiHu 3a UA/4858/01/01
®JIEKCMNEH® 100 Of/mn; no 3 mny Hopgick [NaHis (BUpO6HMK Bpasunis/ | Tvny - 3MiHK Wopao 6e3nekn/edeKTMBHOCTI Ta peyenmom
KapTpuaxi; mo 1 ANsa 36UpaHHs, ®paHuis hapmakoHarnsgy (iHwi 3MiHN) - BHECEHHS 3MiH A0

KapTpuaKy B
6araTo030Bili
0iHOPa30Bili LWnpuL-
pyuui; no 1 abo 5
LUNPUL-PYYOK Y

MapKyBaHHs Ta
ynakoBka
dnexcleH®,
BTOPVHHE
nakyBaHHs); AIT

po3gainy MKA: MapkyBaHHS
MponoHoBaHa pegakuis. 3rigHo 3aTBEPIKEHOrO
TEKCTy MapKyBaHHs. OHOB/IEHHA TEKCTY MapKyBaHHs
YNakoBKM NiKapCbKOro 3acoby 3 BHECEHHAM
iHchopmawii LWoAo 3a3HaYEHHS ONHULb
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Homep

peecmpayiliHo2o

nocsBi0O4YeHHs

KapTOHHI Kopo6Ly

Hoso Hopagaick,
[aHis (BUpobHMK
ANA 36MpaHHs,
MapKyBaHHs Ta
yNakoBKn
dnekclleH®,
BTOPWHHOTO
nakysaHHs); A/T
Hoso Hopgick,
[aHis (BUpoGHMK
Hepo3dhacoBaHoro
NPOAYKTY,
HanoBHEHHS B
MeHin®, nepBuHHa
ynakoBKa, KOHTPO/1b
AKOCTI Ta
BiANoBigabHUI 3a
BUMYCK Cepiii
KiHLLEeBOro
npoaykty); Hoso
Hopgaick Mpoaykao
dapmaceyTika [0
Bpasinb NTaa.,
Bpasunisa (BUpo6GHMK
Hepo3dacoBaHoi
npoaykuii,
HanoBHEHHS B
MeHdin®, nepBuHHA
ynakoBka Ta
36UpaHHs,
MapKyBaHHs Ta
ynakoBka
dnekclleH®,
BTOPVHHE
nakyBaHHs); Hoso
Hopgick
MpoptokcboH CAC,
PpaHuia (BUPOBHNK
NpoAyKUii 3a NOBHUM
LMK/IOM)

BMMIpIOBaHHS y cuctemi Sl. BBegeHHs 3MiH
NPOTAroM 6-TW MiCALB NiCNA 3aTBepPAKEHHS

86.

NEBIHOPVH

PO34mnH opasibHuMiA, 100
mr/mn, no 300 mny
hnakoHi; no 1
hnakoHy Ta
opasibHOMY LWnpuLy y
KapTOHHI Kopo6Lyi

CaHpo3
dapmacbioTi
Kans g.4.

CnoseHisa

BUPOBHMLTBO "in
bulk", nakyBaHHs:
Pewmegika ftg, Kinp;
BUWMYCK Cepiii:
Cantotac dapma
6X

Himeyunna

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHM
| TMNy - BHECEHI [0 IHCTPYKUiT NS MeanyHoro
3acToCyBaHHSA Nikapcbkoro 3acoby y po3gain
"Oco61MBOCTI 3aCTOCYyBaHHA" 3rigHO 3 aHUMU LWOoA0
6e3nekun fjtloyoi pevyoBnHU. BBeAEeHHS 3MiH NPOTArom
6-Tn micAUiB NicNA 3aTBEPKEHHS; 3MiHW | Tuny -
BHECEHi 0 IHCTPYKUIT 415 MeAMYHOro 3acTOCyBaHHS
NiKapCcbKoro 3acoby y po3ainu: "dapmakonioriyHi

3a
peyenmom

UA/15634/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
B/1acTMBOCTI", "B3aemMogia 3 iHWMMMW NiKapCbKMM
3aco6amu Ta iHWi B1uamn B3aemogiii”, "OcobnmBoCTi
3acTocyBaHHS", "34aTHICTb BN/IMBATY Ha LUBUAKICTb
peakuji npy KepyBaHHi aBTOTpaHCcnopToM abo
iHLWMMKY MexaHizmamun", "Cnoci6 3acToCyBaHHSA Ta
posn", "[iTn" (yTouHeHHs iHdopmauii) ,
"MepenosyBaHHa", "Mo6i4HI peakuii” 3rigHo 3
iHbopMmaLieto Woa0 MegnNYHOro 3acToCyBaHHs
pedrepeHTHOro slikapcbkoro 3acoby (KEMMPA®,
PO34unH opasbHuii, 100 mMr/mn). BBegeHHs 3MiH
NPOTAroM 6-TW MicALB Nic/A 3aTBePAKEHHS
87. NEBOMILIETUH | TabneTtku no 500 wmr, My6niuHe Ykpaina My6niyHe Ykpaina BHECEHHS 3MiH [0 peecTpavuiliHiX maTtepianis: 3MiHK 3a UA/3621/01/01
no 10 TabneTtok y akuioHepHe akuioHepHe | TMINY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI Ta peyenmom
6nictepi; no 1 TOBapuUCTBO TOBapuCTBO hapmakoHarnsgy (iHwi 3MiH1) - OHOBNIEHHSI TEKCTY
6nicTepy B navui "HaykoBo- "HaykoBo- MapKyBaHHS1 yNakoBKM J1ikapCbKOro 3acoby 3
BUPOGHNUNIA BUPOOHWYMIA LIeHTP BHECEHHAM iH(hopMaLii WoA0 3a3Ha4YeHHs OANHULb
LeHTp "BopLyariBcbkuii BMMIpIOBaHHsA y cuctemi Sl. BHeceHHs 3MiH 40
"Bopuiariscb XiMiko- po3giny “MapkyBaHHa” MKA /13; 3anponoHoBaHo:
KWin Ximiko- hapmaueBTUYHNMI MapkyBaHHS. BianoBigHO [0 3aTBEpPKEHOro TekcTy
thapmauesT 3asof” MapKyBaHHs. TepMiH BBEAEHHS 3MiH - NPOTArom 6
NYHWI MicsLiB NicNsA 3aTBEpAKEHHS
3aBog”
88. NEBO®MIOKCA | po3uunH Ans iHdysii, 5 "HOHiK IHais "HOHIK IHais BHECEHHS 3MiH 10 peecTpaLiliHiX maTtepianis: 3MiHu 3a UA/15760/01/01
LWH mr/mn no 100 mny dapmacboT PapmacboTuKan | TMNYy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyernmom
dhnakoHi; no 1 nKan NabopaTtopis" thapmakoHarnagy (iHwi 3MiHK) - BHECEHHS 3MiH A0
thnakoHy B KapTOHHIl NabopaTopis (BipLineHHs dipmun po3ainy «MapkyBaHHs» MKSA J13: 3anponoHoBaHo:
Kopoo6Li " "[x. B. Kemikan3 MAPKYBAHHSA 3rifHo 3aTBEpA)KEHOrO TEKCTY
(BigpineHHs eHp MapKyBaHHS. OHOB/IEHHSA TEKCTY MapKyBaHHS
ipmn " Ox. dapmacboTuKan3 NepBMHHOT Ta BTOPUHHOI YNAaKoBKY JiKapCbKOTro
B. Kemikans nrp.") 3acoby. BBeieHHA 3MiH NpoTArom 3-x MicAuiB nicns
eHp 3aTBEPAKEHHSA
dapmacboT
vkans /itg.")
89. NEMTPALA KOHLeHTpaT Ans TOB YkpaiHa Bepinrep HimeuyunHa/ | BHeCeHHs 3MiH [0 peecTpauiliHiX MaTepianis: 3MiHU 3a UA/17376/01/01
PO34unHy ANs iHAY3il "CaHodi- IHrenbxaim ®apma Ipnangis/ | Tuny - 3amiHa metopis enekrpochopes ACH-MNAI peyenmom
no 12 mr/1,2 mn Ne 1: ABeHTIC v6X i Ko. KT, Benuka (enekTpodhopes y noniakpunamigHomy reniy
no 1,2 mny cpnakoHi, YkpaiHa" HimeuunHa BpuTaHis NpUCYTHOCTI gofeunncynbdary HaTpito (SDS-

no 1 dpnakoHy y
KapTOHHi Kopo6bLy

(Bupo6HuLTBO (fill-
finish/nepeuHHe
nakyBaHHs1)
KOHTPONb AKOCTI (B
npoueci
BVMPOGHMLTBA,
KOHTPO/b SKOCTI
N3, Brtovaoun
TecTyBaHHA Ans
OL|iHKM CTEPUNbLHOCTI
i BMiCTY

PAGE))3 chapbyBaHHsM Kymacci Ta cpi6siom y
BiZIHOB/OBaHWX i HEBIJHOB/OBaHNX yMOBaxX Ha
MeTOZ KaninsapHuii renb-enekTpodopes y
HeBigHoBMOBaNbHNX ymoBax (CGE) ans
BM3HAUYEHHS NoKa3Huka «HuctoTta» y cneumdikayisax
Ha A®I| (BMnyck i TepMiH npugartHocTi) Ta N3
(TepmiH npuaaTHOCTI); 3MiHK || TUNY - BUNYyYeHHSA 3
nokasHuka «4YuctoTa» KpUTepiiB NPURHATHOCTI ANs
meTogiB enekTpodopes ACH-MAT (enekTpochopes y
nosniakpunamigHomMy reniy npucyTHocCTi
nofeunncynsgary Hatpito (SDS-PAGE))3
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
MiKpOOpraHiamiB), thapbyBaHHAM Kymacci Ta cpibsiom y BigHOBMOBAHMX
TecTu Ha i HEBIAHOB/IOBAHMX YMOBaX Ta BBELEHHS HOBUX
CTabiNbHICTb); [ONYCTUMUX MEX A5 METOAY KaniApHWA refb-
[xeHsaiim IpnaHg enektpodpopes (CGE) y cneuudpikauisix Ha AdI
Nimiten, Ipnaxgin (Bunyck i TepMiH npuaatHocTi) Ta N3 (TepMiH
(BTOPUHHE npuaaTHOCTI). A TakoX BU/TyYEHHS] BU3HAYEHHS
nakyBaHHs, dhparmeHTiB MeETOAOM eKckto3nsHa BEPX (SEC-
MapKyBaHHS, HPLC) 3 nokasHuka «BMiCT MOHOMepiIB, AUMEpIB Ta
36epiraHHsA 13 Ta arperartis» y cneuundikauisx Ha A®| (Bunyck i TepmiH
BUMYCK cepii); npugatHocTi) Ta 13 (BUnycK i TepMiH NpuaaTHOCTI);
xeHzaiim NlimiTen, 3MiHU | TUNY — 3aMiHa MeToAy i30eneKTpuyHe
Benvka bBpuTaHis okycyBaHHs (IEF) Ha meTog enetpodiopes
(BTOPUHHE KaninapHoi 301y (CZE) ansa Bu3HauyeHHsi NoKasHuKa
nakyBaHHs, «lgeHTudpikauis» y cneyudikauisx Ha AP| (BUNycK i
MapKyBaHHS, TepMiH npugartHocTi) Ta N3 (TepmiH npuaaTHoCTi);
36epiraHHa 13 Ta 3MiHM Il TUMY — BUNYYEHHS 3 NOKa3HUKa
BUNycK cepir); Ec «lpeHTudikalis» KpUTepiiB NPUAHATHOCTI A1s
Ioxi Ec IHCTuTYyT mMeTogay i3oenekTpuyHe okycysaHHs (IEF) Ta
®pe3seHiyc MM6X, BBEJEHHS HOBVX JOMYCTUMMX MEX A8 MeToay
HimeyunHa enetpodopes kaninspHoi 3oHu (CZE) y
(TecTtyBaHHA Ans cneumdikauisx Ha A®| (BunycK i TepMmiH
OLLiHKV CTEPW/IbHOCTI npugatHocTi) Ta 13 (TepMiH NpuaaTHoCTi)
i BMmiCTY
MiKpOOpraHiamis
(anbTepHaTuBHa
nab6opartopis))
90. NEHANIAOMIA- | kancynu TBepai no 2,5 TOB "TeBa Ykpaina MNIBA XpBaTcka XopsarTis BHECEHHS 3MiH [0 peecTpavuiliHiX maTtepianis: 3MiHK 3a UA/17643/01/01
TEBA Mmr, no 21 kancyniy YkpaiHa" 4.0.0. | TMNY - BHECEHHS 3MiHWN A0 cneuundikawi peyenmom
6nictepi; no 1 [0noMiHOT pedyoBuHM Lientonosa
6nicTepy B kOpo6Lj, MiKpOKpMCTaniyHa3a NoKasHUKoM «laeHTudikavis»
no 7 kancyny BHACNILOK NpuBefeHHA o Bumor EP
6nictepi, no 3
6icTepu y Kopobui
91. NEHANIAOMIA- | kancynu TBepgi no 5 TOB "TeBa Ykpaina MNIBA XpBaTcka Xopsaris BHECEHHS 3MiH 10 peecTpaLiliHiX maTtepianis: 3MiHu 3a UA/17643/01/02
TEBA Mmr, no 21 kancyniy YkpaiHa" [.0.0. | TUNY - BHECEHHS 3MiHK A0 cnevmdikayii peyernmom
6nictepi; no 1 [0MoMibKHOT peyoBuHM Lientonosa
6nicTepy B kKopo6Lj, MiKpOKpUCTasliyHa3a NnokasHUKoM «laeHTudikaulis»
no 7 kancyny BHaCMiOK NpuBefeHHs o sumor EP
6nictepi, no 3
6nictepu y Kopobui
92. NEHANIAOMIA- | kancynu TBepai no 7,5 TOB "TeBa Ykpaina MNIBA XpBaTcka XopsarTis BHECEHHS 3MiH 10 peECTpaLiiiH1X maTepianis: 3MiHK 3a UA/17643/01/03
TEBA Mr, no 21 kancyniy YkpaiHa" 4.0.0. | TUMy - BHECEHHS 3MiHM A0 cneundikadii peyenmom
6nicTepi; no 1 [0noMiHOT peyoBuHM Lientonosa
6nicTepy B KOpo6Lyj, MiKpOKpUCTaniyHas3a NoKasHUKOM «laeHTudikauis»
no 7 kancyny BHaC/MiJOK NpnBefeHHs ao Bumor EP
6nicTepi, no 3
6nictepu y Kopobui
93. NEHANIAOMIA- | kancynu TBepgi no 10 TOB "TeBa YKpaiHa M/11IBA XpBaTcka Xopgaris BHECEHHS 3MiH 10 peecTpauiiHnx maTtepiasiB: 3MiHW 3a UA/17643/01/04
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
TEBA Mr, no 21 kancyniy YkpaiHa" 4.0.0. | TUMy - BHECEHHS 3MiHM A0 cneundikauii peyenmom
6nictepi; no 1 [0noMiXHOT peyoBuHM Lientonosa
6nicTepy B kOpo6Lyj, MiKpOKpUCTaniyHa3a NoKasHUKoM «laeHTudikavis»
no 7 kancyny BHaC/iJOK NpuBefeHHs Ao Bumor EP
6nictepi, no 3
6icTepu y Kopobui
94. NEHANIAOMIA- | kancynu TBepgi no 15 TOB "TeBa Ykpaina MNIBA XpBaTcka Xopsaris BHECEHHS 3MiH 10 peecTpaviliHiX maTtepianis: 3MiHU 3a UA/17643/01/05
TEBA Mmr, no 21 kancyniy YkpaiHa" 4.0.0. | TMNY - BHECEHHS 3MiHKN A0 cnevundikauii peyenmom
6nictepi; no 1 [0NoMiKHOT peyoBuHM Lientonosa
6nicTepy B kopo6Lj, MiKpOKpUCTasliYHa3a nokasHUKoM «laeHTudpikaulis»
no 7 kancyny BHACNILOK NpMBeLeHHA o Bumor EP
6nictepi, no 3
6nictepu y Kopobui
95. NEHANIAOMIA- | kancynu TBepgai no 20 TOB "TeBa Ykpaina M/IBA XpBaTcka XopsarTis BHECEHHS 3MiH 10 peECTpaLiiiHNX MaTepianis: 3MiHK 3a UA/17643/01/06
TEBA Mr, o 21 kancyniy YkpaiHa" 4.0.0. | TMNY - BHECEHHS 3MiHK A0 cneuundikaui peyenmom
6nicTepi; no 1 [onoMikHOT peyoBuHM Lientonosa
6nicTepy B KOpO6Lj, MiKpOKpUCTaniyHa3a NoKasHUKOM «laeHTudikais»
no 7 kancyny BHACNifOK NpMBeAeHHsA go Bumor EP
6nicTepi, no 3
6nictepu y Kopobui
96. NEHANIAOMIA- | kancynwv TBepai no 25 TOB "TeBa YkpaiHa MIBA XpBartcka XopBarTis BHECEHHS 3MiH 10 peecTpaviliHiX maTtepianis: 3MiHU 3a UA/17643/01/07
TEBA Mmr, no 21 kancyniy YkpaiHa" 4.0.0. | TUNY - BHECEHHS 3MiHKM A0 cneuundikauii peyenmom
6nictepi; no 1 [0NoMKHOT peyoBuHM Lientonosa
6nicTepy B kOpo6Lyj, MiKpOKpUCTa/iyHa3a NokasHUKOM «laeHTudikayis»
no 7 kancyny BHACNILOK NpuBeLeHHA o Bumor EP
6nictepi, no 3
6icTepu y Kopobui
97. NEHANIAOMIA- | kancynu TBepgi no 2,5 TOB "TeBa Ykpaina MNIBA XpBaTcka Xopsaris BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3MiHu 3a UA/17643/01/01
TEBA Mr, no 21 kancyniy Ykpaina" 4.0.0. | Tuny - nogaHHa oHosneHoro ME- CepTtudikaty peyenmom
6nicTepi; no 1 BiANOBIAHOCTI EBponeiickkilt hapmakonei Ne R1-
6nictepy B KOpoO6L, CEP 2000-045-Rev 04 nns ONOMDKHOT pe4yoBUHA
no 7 kancyny Gelatin Big BXe 3aTBEpKEHOTO BUPOOHMKA
6nicTepi, no 3 TESSENDERLO GROUP; 3miHu | Tvny - nogaHHs
6nictepu y Kopobui oHoBneHoro ME-CepTudpikaTy BiANOBIAHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2005-217-
Rev 02 ansa gonomikHoi pevoBuHu Gelatin Big Bxe
3aTBepmxeHoro Bupo6Huka Nitta Gelatin India Ltd;
3MiHM | TNy - nogaHHsA oHosreHoro ME-CepTudikaTy
BiANOBIAHOCTI EBponeiickkilt hapmakonei Ne R1-
CEP 2000-344-Rev 03 o515 ONOMDKHOT pe4yoBUHA
Gelatin Bif, BXe 3aTtBepxeHoro BupobHuka Nitta
Gelatin
98. NEHANIAOMIA- | kancynu TBepai no 5 TOB "TeBa Ykpaina MNIBA XpBaTcka Xopsaris BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu 3a UA/17643/01/02
TEBA Mr, no 21 kancyniy Ykpaina" 4.0.0. | TUny - nogaHHA oHoBneHoro ME- CepTudikaty peyenmom

6nicTepi; no 1
6nictepy B KOpO6L,
no 7 kancyny
6nictepi, no 3

BiANOBigHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2000-045-Rev 04 ans AONOMDKHOT pe4yoBMHN
Gelatin Big, BXe 3aTBEpAKEHOro BUPOGHMKA
TESSENDERLO GROUP; 3MmiHu | TNy - nogaHHsA
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
6nicTepu y kopobu,i oHoBrieHoro ME-CepTudikaTy BignoBigHOCTI
€Bponelicbkiit hapmakonei Ne R1-CEP 2005-217-
Rev 02 ansa gonomikHoi peyoBuHu Gelatin Big Bxe
3aTBepmxeHoro BupobHuka Nitta Gelatin India Ltd;
3MiHK | TUNY - nogaHHA oHoBeHoro ME-CepTtudikaty
BiANOBIAHOCTI EBponeiickkin thapmakonei Ne R1-
CEP 2000-344-Rev 03 a5 fOMNOMDKHOI pe4OBUHN
Gelatin Bif BXe 3aTBepKeHoro BupobHuka Nitta
Gelatin
99. NEHANIAOMIA- | kancynu TBepgino 7,5 TOB "TeBa Ykpaina MNIBA XpBaTcka Xopsaris BHECEHHS 3MiH 10 peecTpaviliHiX maTtepianis: 3MiHK 3a UA/17643/01/03
TEBA Mmr, no 21 kancyniy YkpaiHa" [.0.0. | TMny - nogaHHA oHoBneHoro ME- CepTudikaty peyernmom
6nicTepi; no 1 BiANOBIAHOCTI EBponeiickkil hapmakonei Ne R1-
6nicTepy B kopo6Lj, CEP 2000-045-Rev 04 nn1s 8ONOMDKHOT pe4oBUHA
no 7 kancyny Gelatin Bif BXe 3aTBepKEHOr0 BUPOOHMKA
6nicTepi, no 3 TESSENDERLO GROUP; 3miHu | Tvny - nogaHHs
6nicTepu y kopobu,i oHoBneHoro E-CepTudikaTy BiANoBiAHOCTI
€Bponelicbkiit hapmakonei Ne R1-CEP 2005-217-
Rev 02 ansa gonomikHoi peyoBuHu Gelatin Big Bxe
3aTBepmxeHoro BupobHuka Nitta Gelatin India Ltd;
3MiHK | TUNY - nogaHHsa oHoseHoro ME-CepTudikaty
BiANOBIAHOCTI EBponeiickkii thapmakonei Ne R1-
CEP 2000-344-Rev 03 /19 AONOMDKHOT pe40BUHA
Gelatin Big BXe 3aTBepKeHoro BupobHuka Nitta
Gelatin
100. | NEHANIAOMIA- | kancynu TBepgi no 10 TOB "TeBa Ykpaina MNIBA XpBaTcka Xopsaris BHECEHHS 3MiH 10 peecTpaLiliHiX maTtepianis: 3MiHu 3a UA/17643/01/04
TEBA Mr, no 21 kancyniy YkpaiHa" 4.0.0. | Tuny - nogaHHA oHosneHoro ME- CepTudpikaty peyenmom
6nictepi; no 1 BiANOBIAHOCTI €Bponelicbkiii hapmakonei Ne R1-
6nicTepy B kKopo6Lj, CEP 2000-045-Rev 04 nns fONOMDKHOT pe4yoBMHN
no 7 kancyny Gelatin Bif BXe 3aTBep4KEHOr0 BUPOOHMKA
6nictepi, no 3 TESSENDERLO GROUP; 3miHu | Tvny - nogaHHs
6nicTepu y kopobui oHoBneHoro E-CepTudikaTy BiANoBiAHOCTI
€sponeiicbkiii hapmakonei Ne R1-CEP 2005-217-
Rev 02 ana gonomixHoi pedoBnHmn Gelatin Big BXe
3aTBepaxeHoro BupobHuka Nitta Gelatin India Ltd;
3MiHY | TUny - noaaHHA oHosreHoro ME-CepTudikaTy
BiANOBIAHOCTI €Bponelicbkiii hapmakonei Ne R1-
CEP 2000-344-Rev 03 o515 8ONOMDKHOT pe4y0oBUHN
Gelatin Bif, BXe 3aTBepxeHoro BupobHuka Nitta
Gelatin
101. | NEHANIAOMIA- | kancynu TBepgdi no 15 TOB "TeBa Ykpaina MNIBA XpBaTcka Xopsaris BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3MiHu 3a UA/17643/01/05
TEBA Mr, no 21 kancyniy Ykpaina" 4.0.0. | Tuny - nogaHHa oHosneHoro ME- CepTudikaty peyenmom

6nicTepi; no 1
6nicTepy B KopobLj,
no 7 kancyny
6nicTepi, no 3
6nicTepu y kopobu,i

BiANOBIAHOCTI EBponeiickbkii hapmakonei Ne R1-
CEP 2000-045-Rev 04 nns ONOMDKHOT pe4yoBUHA
Gelatin Big, BXe 3aTBEpA)KEHOrO BUPOOGHMKA
TESSENDERLO GROUP; 3miHu | Tvny - nogaHHs
oHoBneHoro ME-CepTudpikaTy BiANOBIAHOCTI
€sponeiicbkiii hapmakonei Ne R1-CEP 2005-217-
Rev 02 ana gonomixHoi peyoBnHu Gelatin Bifg BXe
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
3aTBepmxeHoro BupobHuka Nitta Gelatin India Ltd;
3MiHK | TUNY - NnoaaHHA oHoBeHoro ME-CepTtudikaty
BiANOBIAHOCTI EBponeiickkin thapmakonei Ne R1-
CEP 2000-344-Rev 03 a5 fOMNOMDKHOI pe4OBUHN
Gelatin Bif BXe 3aTBepKeHoro BupobHuka Nitta
Gelatin
102. | NEHANIAOMIA- | kancynu TBepi no 20 TOB "TeBa Ykpaina MNIBA XpBaTcka Xopsaris BHECEHHS 3MiH 10 peecTpaviliHiX maTtepianis: 3MiHU 3a UA/17643/01/06
TEBA Mmr, no 21 kancyniy YkpaiHa" [.0.0. | TMny - nogaHHA oHoBneHoro ME- CepTudikaty peyernmom
6nicTepi; no 1 BiANOBIAHOCTI EBponeiickkil hapmakonei Ne R1-
6nicTepy B kopo6Lj, CEP 2000-045-Rev 04 nn1s 8ONOMDKHOT pe4oBUHA
no 7 kancyny Gelatin Bif BXe 3aTBepKEHOro BUPOOHMKa
6nicTepi, no 3 TESSENDERLO GROUP; 3miHu | Tvny - nogaHHs
6nicTepu y kopobu,i oHoBneHoro E-CepTudikaTy BiANoBiAHOCTI
€Bponelicbkiii hapmakonei Ne R1-CEP 2005-217-
Rev 02 ansa gonomikHoi peyoBuHu Gelatin Big Bxe
3aTBepmxeHoro BupobHuka Nitta Gelatin India Ltd;
3MiHK | TUNY - nogaHHsa oHoneHoro ME-CepTtudikaty
BiANOBIAHOCTI EBponeiickkil thapmakonei Ne R1-
CEP 2000-344-Rev 03 o191 AONOMDKHOT pe4y0oBMHA
Gelatin Big BXe 3aTBeppKeHoro BupobHuka Nitta
Gelatin
103. | NEHANIAOMIA- | kancynu TBepai no 25 TOB "TeBa Ykpaina MNIBA XpBaTcka Xopsaris BHECEHHS 3MiH 10 peecTpaLiliHiX maTtepianis: 3MiHu 3a UA/17643/01/07
TEBA Mr, no 21 kancyniy YkpaiHa" [.0.0. | Tuny - nogaHHA oHosneHoro ME- CepTudikaty peyenmom
6nictepi; no 1 BiANOBIAHOCTI €Bponelicbkiii hapmakonei Ne R1-
6nicTepy B kKopobLj, CEP 2000-045-Rev 04 nns fONOMDKHOT pe4yoBUHN
no 7 kancyny Gelatin Bif BXe 3aTBep4KEHOr0 BUPOOHMKA
6nictepi, no 3 TESSENDERLO GROUP; 3miHu | Tvny - nogaHHs
6nicTepu y kopobu,i oHoBneHoro E-CepTudikaTy BiANoBiAHOCTI
€sponeiicbkiii hapmakonei Ne R1-CEP 2005-217-
Rev 02 ana gonomixHoi peyoBnHu Gelatin Bif BXe
3aTBepaxeHoro BupobHuka Nitta Gelatin India Ltd;
3MiHY | TUny - noaaHHA oHosreHoro ME-CepTudpikaTy
BiANOBIAHOCTI €Bponelicbkiii hapmakonei Ne R1-
CEP 2000-344-Rev 03 o515 ONOMDKHOT pe4y0oBUHA
Gelatin Bif, BXe 3aTBepxeHoro BupobHuka Nitta
Gelatin
104. | NE®PNIOK TabneTku, BKPUTI MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3MiHu 3a UA/4427/01/01
nNiBKOBOKO "®apmaueBT "GapmaueBTuyHa | TMRYy - 3MiHK WoAo 6e3nekn/eteKTUBHOCTI Ta peyernmom
060510HKO0, No 250 n4yHa thipma ipma "OapHuus” thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
Mr, no 5 TabneTtok y "fapHuus" MapKyBaHHS yNakoBKM /1ikapCbKoro 3acoby 3

KOHTYPHIli YapyHKOBIA
ynakosuj; no 1
KOHTYPHIli YapyHKOBIi
ynakosLji y nauuj; no
10 Tabnetok y
KOHTYPHIli YapyHKOBIi
ynakosui, no 10
KOHTYPHUX

BHECEHHAM iH(hopMaLii LLOA0 3a3HAYEHHS OANHULbD
BMMIpIOBaHHSA y cuctemi Sl. BHeceHHs 3miH A0
po3ainy “MapkyBaHHs" MKA /13; 3anponoHoBaHo:
MAPKYBAHHSA BignosigHo [0 3aTBEPAXEHOr0
TEKCTYy MapKyBaHHS. TepMiH BBeeHHS 3MiH
NpOTArom 6 MicsLiB Micns 3aTBepIKEHHS
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
YapyHKOBUX YNakoBOK
y navuij
105. | NEPNOK TabneTku, BKpUTI MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpavuiliHiX maTtepianis: 3MiHK 3a UA/4427/01/02
NNiBKOBOKO "®apmauesT "®GapmaueBTuyHa | TMNY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
060/10HKO10, Mo 500 nyHa chipma ipma "OapHuus” thapmakoHarnagy (iHLi 3MiHW) - OHOB/IEHHS TEKCTY
mr, no 5 TabneTok y "NapHuus” MapKyBaHHS1 yNakoBKM J1ikapCbKOro 3acoby 3
KOHTYPHIli YapyHKOBIi BHECEeHHAM iHhopMaLii LWoA0 3a3HauYeHHA OAVHULb
ynakosLi; no 1 BMMIpIOBaHHSA y cuctemi Sl. BHeceHHs 3MiH 40
KOHTYPHIli YapyHKOBIi po3giny “MapkysaHHa” MKA /13; 3anponoHoBaHo:
ynakoBLi y nauydi; no MAPKYBAHH#A BignosigHo A0 3aTBEPA)XEHOr0
10 TabneTok y TEKCTy MapKyBaHHS. TepMiH BBeeHHS 3MiH
KOHTYPHIli YapyHKOBIi npoTArom 6 micsALiB nicns 3aTBepAXKEeHHS
ynakosui, no 10
KOHTYPHUX
YapyHKOBUX YMakoBOK
y nayui
106. | NIHKOMILUWH- PO34MH ANA iH'EKLNA, MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 10 peECTpaLiiHNX MaTepianis: 3MiHKN 3a UA/4582/01/01
AAPHULSA 300 mr/mnno 1 mn "®apmaueBT "®apmaueBTnyHa | TMRYy - 3MiHK WoA0 6e3nekn/etheKTUBHOCTI Ta peyenmom
abo no 2 mn B amnyni; M4yHa chipma chipma "OapHuus” hapmakoHarnsgy (iHwi 3MiH1) - OHOBNIEHHS TEKCTY
no 5 amnyny "AapHuus” MapKyBaHHS yrnakoBKM MiKapCbKoro 3acoby 3
KOHTYPHIA YapyHKOBIlA BHECEHHAM iHhopMaLii LWoA0 3a3Ha4YeHHsS OANHULb
ynakosLii; rno 2 BUMIpIOBaHHs y cuctemi Sl. BHeceHHs 3MiH 10
KOHTYPHi YapyHKOBI po3sginy “MapkysaHHa” MKA /13; 3anponoHoBaHo:
yNakoBKM B NauLyi MAPKYBAHH#A BignoBigHO A0 3aTBEPAXEHOTO
TEKCTy MapKyBaHHSA. TepMiH BBeeHHS 3MiH
npoTArom 6 micsAuiB nicns 3aTBepaXKeHHS
107. | NIPA® PO34unH opasibHuia, 100 AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpavliliHiX maTtepianis: 3MiHU 3a UA/13370/02/01
mr/mn no 30 mn abo "®apmak” | TNy - 3mMiHa Ha3BM BUPOBGHUKa Cy6CTaHLiT peyernmom
60 mn 'y chnakoHi; no 1 LMTUKOAIHY HaTPito, 6e3 3MiHN MicLA BUPOBHULTBA,;
dhnakoHy pa3om 3i 3anponoHoBaHo: Zenji Pharmaceuticals (Suzhou)
LnprLem-403aTopomM Ltd., China
y nayui 3 KapToHY
108. | NIPA® PO34mnH ANS iH'EKLR, AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: 3MiHK 3a UA/13370/01/01
500 mr/4 mn; no 4 mn "®apmak” | TNy - agMiHiCTpaTMBHI 3MiHN. 3MiHa peyenmom

B amnyni; no 5 aéo 10
amnyn y nadui 3
KapTOHy; Mo 4 Mn B
amnyni; no 5 amnyn y
6nictepi; no 1 abo no
2 6nictepu B navui 3
KapTOHY

HalilMeHyBaHHs Ta/abo aapecy MicLsA NPOBaKEHHS
[iSNIbHOCTI BUPOOHUKA (BK/THOYatoum, 3a
HeoOXiJHOCTI, MicLie NPOBeAEHHSI KOHTPOSIO SKOCTI),
abo BracHuka mactep-cpaiina Ha A®l, abo
noctavanbHvika A®|/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
3aCTOCOBYIOTbCA Y BUPOOHUUTBI ADI (SKLLO
3a3HayYeHo y J0CbE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakKeHoMy
Aocbe, abo BUPOOHMKA HOBOT AOMOMIKHOIT PEHOBUHM
(AKLLLO 3a3HAYEHO Y A0ChE) - 3MiHA HAa3BM BUPOOHUKA
cy6CTaHUiT LMTUKONIHY HaTpito, 6€3 3MiHN Micus
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
BMPOGHMLTBA
3aTtBepmxkeHo: Suzhou Tianma Specialty Chemicals
Co., Ltd., China 3anponoHoBaHo: Zenji
Pharmaceuticals (Suzhou) Ltd., China
109. | NIPA® PO3YMH NS iH'EKLN, AT Ykpaina AT "dapmak” Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHM 3a UA/13370/01/02
1000 mr/4 mn; no 4 mn "®apmak” | TNy - agMiHicTpaTMBHI 3MiHK. 3MiHa peyenmom
B amnyni; no 5 a6o 10 HaliMeHyBaHHs Ta/abo agpecy MicLA NPOBaKEHHS
amnyn y nadui 3 LisNbHOCTI BUpOOHUMKa (BK/IOYaouK, 3a
KapToOHY; No 4 MmN B HeoOXiAHOCTI, MicLie NPOBEeAEHHS KOHTPOO SKOCTI),
amnyni; no 5 amnyn 'y abo BnacHuka mactep-chaiina Ha A®l, abo
6nictepi; no 1 a6o no noctavyanbHuka A®I/BuxigHoro
2 6nictepu B navui 3 marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
KapTOHY 3aCTOCOBYOTbCS Y BUPO6HULTBI ADI (SKLLO
3a3HayYeHo y [0CbE Ha Nikapcbkuii 3acib) 3a
BifICYTHOCTI cepTudikarta BifgnoBigHOCTI
€Bponeiicbkilii hapmakonei y 3aTBepakeHoMy
nocbke, abo BUPOOHMKA HOBOI LONOMIXHOI peHOBUHU
(AKLLLO0 3a3HAYEHO Y A0CHE) - 3MiHA HAa3BM BUPOOHUKA
cy6cTaHUiil LMTUKONiHY HaTpito, 6e3 3MiHu Micus
BUPOGHMLTBA
3aTtBepaxeHo: Suzhou Tianma Specialty Chemicals
Co., Ltd., China 3anponoHoBaHo: Zenji
Pharmaceuticals (Suzhou) Ltd., China
110. | NO3AN® TabneTkn, BKPUTI TOB Ykpaina TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 0 peecTpauiiHnx maTtepiasiB: 3MiHN 3a UA/9435/01/01
nnroc 060/10HKOH; Ne 10, Ne "CaHodi- Pecny6nika I TNy - nogaHHA oHosneHoro CEP Ne R1-CEP peyenmom
30 (10x3), Ne 90 ABeHTiC 2000-091-Rev 03 ana A®I ligpoxnopoTiasngy Big,
(10x9): no 10 YkpaiHa" BXEe 3aTBepAKeHoro BnupobHmka Unichem
Tabnetok y 6nictepi; Laboratories Limited, IHgia (3aTBepaxeHo: Ne R1-
no1l, 3a6o9 CEP 2000-091-Rev 02)
6/1icTepiB Y KapTOHHIN
Kopo6ui; Ne 30 (15x2),
Ne 90 (15x6): no 15
TabneTtok y 6nictepi;
no 2 a6o 6 6nictepiB y
KapTOHHi Kopobui
111. | NYUEHTIC PO34MH NS iH'EKLN, HoBapTic | LUBeliyapis HoBaprTic ®apma LLiBefiuapis BHECEHHS 3MiH 10 peecTpavliliHiX maTtepianis: 3MiHU 3a UA/9924/01/01
10 mr/mn; no 0,23 mn dapma Al LWTaiiH Al | TMNy - 3MiHK WoA0 6e3nekn/edeKTUBHOCTI Ta peyenmom

y thnakoHi; no 1
dhakoHy y KOMMeKTi
3 TO/IKOK B KAPTOHHil
Kopoo6Li

thapmakoHarnagy (iHLwi 3MiHK) - BHECEHHS 3MiH A0
po3gainy “MapkyBaHHa" MK /13": 3anponoHoBaHo:
MapkyBaHHs. 3rifiHO 3aTBEP)KEHOr0 TEKCTY
MapKyBaHHS. OHOB/IEHHS TEKCTY MapKyBaHHS
YNaKoBKM JiKapCbKOro 3acoby 3 BHECEHHAM
iHhopmaLii woa0 3a3HavYeHHs O4UHULb
BUMIplOBaHHS y cuctemi Sl. BBeieHHsA 3MiH
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
NPOTAroM 6-TU MiCALIB MiC/A 3aTBEPAKEHHS
112. | ME3AKAP® Tabnetku no 200 Mr KYCYM IHais KYCYM XENTXKEP Ykpaina/ BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3mMiHu 3a UA/9832/01/01
no 10 TabneTtok y XENTXKEP MBT NTA, IHajs; IHAisA | Tvny - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta peyenmom
6nicTepi; no 5 NBT NTA TOB "KYCYM hapmakoHarnsagy (iHwi 3MiH1) - OHOBNIEHHS TEKCTY
6nicTepiB B KAPTOHHIl DAPM", YkpaiHa MapKyBaHHS YNakoBKM JlikapCbKOro 3acoby 3
ynakoBLi (AnbTepHaTuBHUI BHECEHHAM iHthopMalLii LLOoA0 3a3HaYEHHS OANHULbB
BUPOGHUK, L0 BMMIpIOBaHHsA y cuctemi Sl. BHeceHHs 3MiH 40
3[iACHIOE BTOPUHHE po3ainy “MapkyBaHHs" MKA 13 Me3akap®,
nakyBaHHs1, Tabnetkn no 200 mr no 10 TabneTok y 6nictepi; no 5
KOHTPO/1b SIKOCTI, 6nicTepiB B KAPTOHHIli yNakoBL,i; 3anponoHOBaHO:
BUMYCK cepii) MAPKVPOBKA B cOOTBETCTBUM C YTBEPXKAEHHbLIM
TEKCTOM MapKMpPOBKW. TEPMiH BBEAEHHS 3MiH:
npoTArom 6 mMicauis nicns 3aTBepaKEHHs
113. | ME3AKAP® Tabnetku no 200 mrin KYCYM IHAiA KYCYM XENTXKEP IHAiA BHECEHHS 3MiH 10 peECTpaLiiiHNX MaTepianis: 3MiHK - UA/15790/01/01
bulk: Ne10x320: no 10 XENTXKEP NBT NTA | TMRY - 3MiHK WoA0 6e3nekn/etheKTUBHOCTI Ta
Tabnetok y 6nictepi; NBT NTA thapmakoHarnagy (iHwi 3MiHK) - BHECEHHSA 3MiH [0
no 320 6nictepiB y po3ainy “MapkyBaHHs" MKA 13 Me3akap®,
KapTOHHI KOpooL;i Tabnetku no 200 wmr; in bulk: Ne10x320: no 10
Tabnetok y 6nictepi; no 320 6/icTepiB y KapTOHHIiA
Kopobui: 3anponoHoBaHo: MAPKVPOBKA B
COOTBETCTBUM C YTBEPXKAEHHBIM TEKCTOM
MapK1poBKU. Mapknposka An1a ynakosku in bulk
npunaraetcsa. TepMiH BBEAEHHSA 3MiH NpoTsAroMm 6
MiCSILiB Mic/1a 3aTBepAKEHHSs!
114. | MENNIOKCUKAM | ta6netkv no 0,015 r; MpuBaTHe Ykpaina MpAT "lekxim- Ykpaina BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3MiHu 3a UA/7390/02/02
no 10 TabneTtok y akujioHepHe Xapkis" | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
6nicTepi; no 1 abo no TOBapUCTBO thapmakoHarnagy (iHwi 3MiHN) - OHOB/IEHHS TEKCTY
2 6nicTepu B nayi "J1ekxim- MapKyBaHHS yNakoBKM /1ikapCbKoro 3acoby 3
Xapkis" BHECEHHAM iH(hopMaLii LLOoA0 3a3HAYEHHS OANHULbD
BUMIpIOBaHHS y cuctemMi Sl. OHOBNEHHSA BXe
3aTBEPAKEHOrO TEKCTY MapKyBaHHS Ta BHECEHHSI
3MiH fo po3ainy MK MponoHosaHa pegakuis:
MAPKYBAHHSA BignosigHo J0 3aTBEpPAXEHOT0
TEKCTy MapKyBaHHA. TepMiH BBeAEHHS 3MiH -
npotsarom 3 micsLiB nicns 3aTBepAKEHHS
115. | MENOKCUKAM | Tabnetku no 0,015 r in MpuBatHe YkpaiHa MpAT "/lekxim- YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHiX MaTepianis: 3MiHu - UA/7391/02/02
bulk: no 5000 akuioHepHe Xapkis" | TMNYy - 3MiHK Woao 6e3nekn/eeKTUBHOCTI Ta
Tabnetoky TOBapuCTBO hapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
KOHTeliHepax "Nlekxim- MapKyBaHHS! yMakoBKM NiKapcbKoro 3acoby 3
nnacTMacoBux Xapkis" BHECEHHAM iHhopMaLii LWoA0 3a3Ha4YEeHHS OANHULLb

BMMIiptOBaHHA y cuctemi Sl. OHOBMIEHHSA BXe
3aTBepKEHOro TeKCTy MapkyBaHHsA no 5000
TabNeToK y KOHTEeliHepax N1acTMacoBux (BHECEHHS
no3HayYeHb OAMHWLb BUMIPIOBaHHS, 3
BVIKOPVCTAHHAM J1iTep NaTUHCLKOro andiasiTy) Ta
BHECEeHHS 3MiH 0 po3giny MKA MponoHoBaHa
pegakuis: MAPKYBAHHA BignosigHo fo
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
3aTBEPKEHOr0 TEKCTY MapKyBaHHs. Jns
nikapcbKoro 3acoby y dropmi in bulk: BignosigHo fo
3aTBEPKEHOr0 TEKCTY MapKyBaHHS, L0 AO0AAETbCS.
TepMmiH BBeZeHHS 3MiH - NpoTArom 3 micsuiB nicns
3aTBEPAKEHHS
116. | MEMONNAHT TabneTku, BKpUTI [p. Binbmap |HimeuunHa | [p. Binbmap LBabe HimeuunHa BHECEHHS 3MiH [0 peecTpavuiliHiX maTtepianis: 3MiHK 6e3 UA/0204/01/02
060n0Hkot0, no 40 wr, LLiBabe v6X i Ko. KI | TMNY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI Ta peyenma
no 10 Tabnetok y 'm6X i Ko. hapmakoHarnagy (iHwi 3miHn) - 3amiHa po3gainy
6nicTepi; no 2 Kr «["padpiyHe 306paKeHHs yNnakoBKW» Ha po3fain
6nicTepy B KApPTOHHIi «MapkyBaHHsA» MK# J13; 3anponoHoBaHo:
Kopobui; no 20 MAPKYBAHH$A 3rigHo 3aTBEpAXEHOr0 TEKCTY
Tabnetok y 6nictepi; MapKyBaHHS1.
no 3 6nictepu B 3MiHV BHECeHi B TEKCT MapKyBaHHS YNaKkoBKu
KapTOHHI KopooLli NiKapcbKoro 3acoby LWoA0 3a3HauYeHHS OAVHULLL
BMMIiptOBaHHA y cuctemi Sl
117. | MEPOMNEHEM NOPOLLIOK A/151 PO3YUHY MpuBaTHe Ykpaina MpuBatHe Ykpaina BHECEHHS 3MiH 10 peecTpaLiliHiX maTtepianis: 3MiHu 3a UA/17669/01/01
ANA iH ek no 500 akujioHepHe akujioHepHe | TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
mr; 1 a6o 10, a6o 50 TOBapuCTBO TOBapuCTBO hapmakoHarnsgy (iHwi 3MiHK) - OHOBIEHHSI TEKCTY
(h1aKOHIB 3 NOPOLLKOM "J1ekxim- "JlekxiM-Xapkis", MapKyBaHHSs1 YakoBKM NiKapcbKoro 3acoby 3
Y KapTOHHIiA navui Xapkis" YkpaiHa BHECEHHAM iH(hopMaLii LLOA0 3a3HAYEHHS OANHULD
(BUPOGHMLTBO 3 BMMIpIOBaHHs y cuctemi Sl. BHeceHHs1 3MiH 4o
npoaykuii in bulk po3ainy MKA: MAPKYBAHHSA. MNponoHoBaHa
hipMU-BUPOGHMKaA pepakuis: MAPKYBAHHA BignosigHo fo
EnCiEc JOBOAP 3aTBEpPAKEHOr0 TEKCTY MapKyBaHHS. TepMiH
Ec.Mi.Ei., ITanis) BBEJEHHS 3MiH: NPOTAromM 3 micsAuiB nicns
3aTBEPAKEHHS
118. | MEPOMEHEM NMOPOLLOK A/151 PO34NHY MpuBaTtHe YkpaiHa MpvBaTHe YkpaiHa BHECEHHS 3MiH 10 peecTpavliliHiX maTtepianis: 3MiHU 3a UA/17669/01/02
ONs iH ekyin no 1000 akuioHepHe akuioHepHe | TMNy - 3MiHK WoA0 6e3nekn/edeKTUBHOCTI Ta peyenmom
mr; 1 a6o 10, a6o 50 TOBapuCTBO TOBapUCTBO thapmakoHarnagy (iHLi 3MiHW) - OHOBMIEHHS TEKCTY
(h/1aKOHIB 3 MOPOLLKOM "Nlekxim- "lekxim-Xapkis", MapKyBaHHS! yMakoBKM NTiKapCbKOro 3acoby 3
Y KapTOHHIlA navui Xapkis" YkpaiHa BHECEHHAM iHhopMaLii LWoA0 3a3Ha4YeHHA OANHULb
(BMPOGHMLTBO 3 BMMIiptOBaHHA y cuctemi Sl. BHeceHHs 3MiH A0
npoaykuii in bulk po3ainy MKA: MAPKYBAHHSA. MNMponoHoBaHa
hipmn-BMpoOHUKA pegakuis: MAPKYBAHHSA BignosigHo ao
EliCiEc JOB®AP 3aTBEPAKEHOT0 TEKCTY MapKyBaHHs. TepMiH
Ec.Mi.En., ITanis) BBEJEHHS 3MiH: MPOTAroM 3 MicALUiB nicns
3aTBEPAKEHHS
119. | METAKOC® KOHUEeHTpaT ans AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: 3MiHU 3a UA/13887/01/01
PO34unHy ANs iHdy3ilA, "®apmak” | TMNY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom

4mr/5mMnno5mny
chnakoHi; no 1
dhnakoHy y nauui 3
KapTOHY

thapmakoHarnagy (iHLwi 3MiHK) - BHECEHHA 3MiH [0
po3giny «MapkyBaHHs» MKSA J13; 3anponoHoBaHo:
MAPKYBAHHSA 3rigHO 3aTBEpA)KEHOrO TEKCTY
MapKyBaHHSA. OHOB/IEHHS TEKCTY MapKyBaHHS
YMakKoBKM /IIKAPCbKOro 3ac06y 3 BHECEHHAM
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
iHcbopmawii LLoAo 3a3HaYEHHS OAUHULB
BMMIpIOBaHHA y cuctemi Sl. BBegeHHS 3MiH
NPOTAroM 6-T1 MIiCALIB MiCNSA 3aTBEPAKEHHS
120. | META®IH® IC Tabnetk no 5 Mr no ToBapucTBO Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 10 peecTpaviliHiX maTtepianis: 3MiHK 3a UA/14448/01/01
10 TabneTok y 3 [04aTKOBOK | TMNY - 3MiHW BHECEHI [0 IHCTPYKLIT 418 MeguyHoro peyenmom
6nicTepi; no 1 [04aTKOBOO BiANOBIAA/ILHICTIO 3aCTOCYBaHHS NikapcbKoro 3acoby y po3ainu:
6nicTepy B nauui 3 Bignosiganb "IHTEPXIM" "B3aemogis 3 iHWMMK flikapcbkumn 3acobamu Ta
KapTOHY HiCTIO iHWi BMAW B3aemogiii", "OcobnmnBocCTi
"IHTEPXIM" 3acTocyBaHHSA", "3acTocyBaHHS Y Nepiog, BariTHOCTI
abo rogyBaHHsA rpyaar”, "Mepeno3syBaHHs", "To6IYHI
peakuii" BigNoBiAHO 4O OHOBNEHOI iHGhopMaLi 3
6e3nekun fjtloyoi pevyoBnHU. BBeAEHHS 3MiH NPOTArom
3-X MicsAUIB nicns 3aTBEPAKEHHS
121. | META®IH® IC Tabnetku no 10 mr no ToBapucTeo YKpaiHa ToBapucTBO 3 YKpaiHa BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3MiHM 3a UA/14448/01/02
10 TabneTok y 3 [,04aTKOBOKO | TMRY - 3MiHWM BHECEHI 40 IHCTPYKLiT 4158 MeguyHoro peyenmom
6nicTepi; no 1 [04aTKOBOKO BiANOBIAA/IbHICTIO 3acTocyBaHHS NiKapCcbKOro 3acoby y po3ginu:
6nicTtepy B navui 3 BignoBigab "IHTEPXIM" "B3aemMogia 3 iHWMMKM NiKapcbkumm 3acobammn Ta
KapTOHY HiCTIO iHWi BUAn B3aemogiin”, "OcobamBocTi
"IHTEPXIM" 3acTocyBaHHA", "3acTocyBaHHS Y nepiog, BaritHoCTi
abo roayBaHHs rpyaato”, "MepenosysaHHs", "Mo6iyHI
peakuii" BignoBiAHO 4O OHOBEHOT iHhopMaLi 3
6e3neku gjloyoi pevyoBnHU. BBeAEHHS 3MiH NPOTArom
3-X MicsiLiB Nicns 3aTBEPAKEHHS
122. | META®IH® IC Tabnetkv no 25 mr no ToBapucTBO | YKpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpavliliHiX MmaTtepianis: 3MiHu 3a UA/14448/01/03
10 TabneTok y 3 [04aTKOBOK | TMNY - 3MiHW BHECEHI [0 IHCTPYKUIT 418 MeguyHoro peyenmom
6nicTepi; no 1 [04aTKOBOIO BiANOBIAA/ILHICTIO 3aCTOCYBaHHSA NiKapCbKoro 3acoby y po3ginu:
6nicTepy B nauui 3 BiANoOBiAa/Ib "IHTEPXIM" "B3aemogis 3 iHWMMM flikapcbkumn 3acobamu Ta
KapTOHY HiCTIO iHWi B1AW B3aemogiii", "OcobnmnBocCTi
"IHTEPXIM" 3acTocyBaHHSA", "3acToCyBaHHS Y nepiog, BariTHOCTI
abo rogyBaHHsA rpyaar”, "MepenosysaHHs", "Mo6iyHI
peakuii" BignoBiAHO 4O OHOBNEHOI iHChopMaLii 3
6e3nekun fjtoyoi pevyoBnHN. BeeAeHHS 3MiH NPOTArom
3-X MicsiLiB nicnsl 3aTBEPKEHHS
123. | METEOPIK rpaHynn romeonaTuyHi BANA HimeuunHa BANA HimeuyunHa BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3MiHu 6e3 UA/16194/01/01
APOH no 20 r y doniakoHi, no Xannbemitte Xannbmitresnb MM6X | TMRYy - 3MiHK WoAo0 6e3nekn/etheKTUBHOCTI Ta peyenma
rnoeyni 1 chnakoHy B KOpOO6Li nb MM6X hapmakoHarnsgy (iHwi 3MiHN) - BHECEHHS 3MiH A0
BENATI po3ainy “MapkyBaHHs" MKA J13: 3anponoHoBaHo:
MapkyBaHHs. 3rigHo i3 3aTBEPAKEHNM TEKCTOM
MapKyBaHHS. OHOB/IEHHSA TEKCTY MapKyBaHHSA
yNakoBKM J1iKapCbKOro 3acoby 3 BHECEHHAM
iHchopMmawii LLoA0 3a3HaYEHHS OAUHULb
BMMIpIOBaHHSA y cuctemi Sl
124. | METPOIIN® reflb 4151 30BHiLLIHbOrO "HOHiK IHais "HOHiK IHais BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu 3a UA/2871/03/01
3acTocyBaHHs, 10 dapmacboT PapmacbioTukan | Tvny - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta peyenmom
mr/r, mo 30 ry Ty6i 3 nkan Na6opaTtopiz" hapmakoHarnsagy (iHwi 3MiH1) - OHOBNIEHHS TEKCTY

astoMiHio abo
NlaMiHOBaHOro

Nab6opaTtopi3

(BipLineHHs dipmmn
"[x.B.Kemikans eHg

MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
BHECEHHSAM iHchopMmaLii LoA0 3a3HAYEHHS OANHULbD
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
nnactuky, no 1 Ty6i B (BipgineHHs dapmacbloTmkans BMMIpIOBaHHSA y cuctemi Sl. BHeceHHs 3MiH Ao
KapTOHHI Kopo6Lyi ipmn " Ox. nrta") po3giny «MapkyBaHHsA» MKSA /13. 3anponoHoBaHo:
B. Kemikans MapkyBaHHS. 3rigHO 3aTBEPAKEHOrO TEKCTY
eHp MapKyBaHHS. TepMiH BBEEHHS 3MiH - NpPOTArom 3-x
dapmacboT MicALiB nicna 3aTBepAKeHHs
nkans /ita.")
125. | METPOIN® renb BariHanbHui, 10 "FOHiK IHAis "FOHiK IHAisA BHECEHHS 3MiH [0 peecTpavuiliHiX maTtepianis: 3MiHK 3a UA/2871/04/01
BATHANBHWIA | mr/r, no 30 ry Ty6i 3 PapmacboT dapmacbioTukan | TMNY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI Ta peyenmom
FENb anoMmiHito abo nkan Nab6opaTopiz" hapmakoHarnsgy (iHwi 3MiH1) - OHOBNIEHHSI TEKCTY
namMiHoBaHOro NabopaTtopi3 (BiggineHHs cipmmn MapKyBaHHS yMakoBKM NiKapCbKoro 3acoby 3
nnacTuky; no 1 Ty6i " "Ox. Bb. Kemikan3 BHECEeHHAM iHhopMaLii LWoA0 3a3HauYeHHA OAVHULb
pas3om 3 annikaTopom (BipLineHHn eHf BMMIpIOBaHHA y cuctemi Sl. 3amiHa po3ainy
B KOPOOGLIi 3 KAPTOHY chipmm "x. dapmacbloTUKan3 «["padpiyHe 306paKeHHs yNakoBKW» Ha po3fain
B. Kemikans nra.") «MapkyBaHHsA» MK# /13 3anponoHoBaHo:
eHp MapkyBaHHs. 3rifiHO 3aTBEpPAXEHOro TEKCTY
dapmacboT MapKyBaHHS. TepMiH BBEAEHHS 3MiH - MPOTAroM 3-X
vkans Jita.") MicSLIB NicNsA 3aTBEPAKEHHS
126. | METPOHIAA30O | po3uvH ans iHdysiii [JouipHe YkpaiHa [JouipHe YkpaiHa BHECEHHS 3MiH 10 peECTpaLiiHNX MaTepianis: 3MiHKN 3a UA/4555/01/01
n 0,5%, no 100 mny nignpuemcTs nignpPUeEMCTBO | TMRYy - 3MiHK WoA0 6e3nekn/etheKTUBHOCTI Ta peyenmom
KOHTeliHepi i3 o] "®bapmaTpeig"” thapmakoHarnagy (iHwWi 3MiHW) - 3aTBEPKEHHSA
nonisiHinxnopugy abo "dapmaTtpelii TEKCTY MapKyBaHHs NEePBUHHOI YNaKoBKM
3 nosinponineHy B a" NiKapCcbKoro 3acoby A5 3aTBEPAKEHOrO
nnisui [0aTKOBOrO NnakyBaHHS
127. | MET®OPMIH TabneTku, BKpUTI M.BioTek Benuka IHgoKo Pemesis IHAiA BHECEHHS 3MiH 10 peECTpaLiiiHnX maTepianis: 3MiHK - UA/12646/01/01
NNiBKOBOK NimiTen BpuTtaHis Nimiteq | TMINY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI Ta
060/10HKO0, No 500 hapmakoHarnsagy (iHwi 3MiHW) - OHOBIEHHS BXe
mr, in bulk Ne 1000 (no 3aTBEPKEHOr0 TEKCTY MapKyBaHHS A1 yNakoBKM in
1000 TabneTtok y bulk: Ne 1000 (no 1000 TabneTok y KOHTeliHepi); in
KOHTeliHepi); in bulk Ne bulk: Ne 1000 (no 10 Ta6neTtok y 6nictepi; no 100
1000 (no 10 TabneTok 6nicTepis y nauui) (BHECEHHSA NO3HAYeHb OAMHULLL
y 6nictepi; no 100 BVIMIpIOBaHHS, 3 BUKOPUCTAHHAM MiTep JTaTUHCbKOro
6nicTepiB y naui) andasiTy). BBeeHHs 3MiH NpoTAroM 6-T1 micsAuiB
nicns saTBepikKeHHs
128. | MET®OPMIH TabneTku, BKpUTI M.BioTek Benvka IHooKo Pemegis IHais BHECEHHS 3MiH 10 peecTpaviliHiX maTtepianis: 3MiHu - UA/12646/01/02
nNiBKOBOIO NimiTeq BpuTaHis Nimitepn | TMNYy - 3MiHK Woao 6e3nekn/eeKTUBHOCTI Ta
060710HKO0, No 850 thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS BXe
mr, in bulk Ne 1000 (no 3aTBEPIXEHOr0 TEKCTY MapKyBaHHS A1 YNaKoBKM in
1000 Tabnetok y bulk: Ne 1000 (no 1000 TabneTokK y KOHTeliHepi); in
KOHTeliHepi); in bulk Ne bulk: Ne 1000 (no 10 TabneTtok y 6aictepi; no 100
1000 (no 10 TabneTok 6nicTepiB y nauui) (BHECEHHS MO3HA4YeHb OANHULLL
y 6nictepi; no 100 BUMIPIOBaHHS, 3 BUKOPUCTaHHAM MiTeP NaTUHCLKOro
6nicTepis y naui) ancpasiTy). BBegeHHs 3MiH NpOTAroM 6-Tv micsLiB
nicnsa 3aTBepKeHHs
129. | MET®OPMIH TabneTkn, BKPUTI M.BioTek Benuvka IHooKO Pemepis IHais BHECEHHS 3MiH [10 peecTpaLiliHix MaTepianis: 3mMiHK - UA/12646/01/03
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsio4yeHHs

nniBKOBOIO
06010HKo10, No 1000
mr in bulk Ne 1000 (no
1000 Tabnetok y
KOHTeliHepi); in bulk Ne
1000 (no 10 TabneTtok
y 6nictepi; no 100
6nicTepis y naui)

NimiTen

BpuTaHis

Nimiteq

| TMNY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsagy (iHwi 3MiHW) - OHOB/IEHHS BXe
3aTBEPKEHOrO TEKCTY MapKyBaHHS AJ151 yNakoBku in
bulk: Ne 1000 (no 1000 TabneTok y KOHTeliHepi); in
bulk: Ne 1000 (no 10 TaébneTtok y 6nictepi; no 100
6nicTepiB y nayui) (BHECEHHSA NO3HA4YeHb OANHULL
BUMIPIOBaHHS, 3 BUKOPUCTaHHAM NiTep NaTUHCbKOro
andasiTy). BBeeHHs1 3MiH NpoTAroM 6-Tu MicALiB
nicns 3aTBepkKeHHs

130.

ME®EHAT

Masb no 15 r a6o no
40 r y Ty6i; no 1 Ty6i B
nauj 3 kKapToHy

AT
"®apmak”

YKpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasnis: 3MiHu
| TMNy - AgMiHICTpPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy 3asBHVKa (BnacHuka
peecTpaLiiHoro Noceig4yeHHs)) 3MiHa HaliMeHyBaHHs
Ta afpecu 3asiBHUKa (BNacHMKa peecTpayiiiHoro
noceigyeHHs) BBegeHHs 3MiH NpoTsArom 6-Tv MicsLiB
nicns 3aTBepakeHHs. 3MiHu | Tuny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecn MicLa NPOBaKEHHS AiNbHOCTI
BMPOGHMKa/iMnopTepa roToBoro Nikapcbkoro 3acooy,
BKJ/THOYAKOUN AiNbHULI BUNYCKY cepii abo micue
NPOBeAEHHS KOHTPOSO AKOCTI. (fis/IbHICTb, 3a Ky
BiANoOBigae BUPOGHMK/IMNOpTEp, BKIOUAKUY BUMYCK
cepiid) 3miHa HaliMeHyBaHHS Ta afipecn BUPO6GHUKa,
6e3 3MiHn Micusa BUpobHMLTBa: BBEAEHHS 3MiH
NPOTArom 6-Tv MiCALIB Mic/A 3aTBePIKEHHSA. 3MiHN |
TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHnM) BHeCeHHs 3MiH A0
po3giny «MapkyBaHHsA» MKA /13 3aTBepaxeHo:
MAPKYBAHHSA Bignosigae HafgaHOMy TEeKCTY
MapKyBaHHS yrnakoBku npenapaTy. 3anponoHOBaHoO:
MAPKYBAHH#A 3rigHo 3aTtBepaXeHoro TekcTy
MapKyBaHHS. OHOB/IEHHS TEKCTY MapKyBaHHS
YMakoBKM NiKapCbKOro 3acoby 3 BHECEHHAM
iHhopmauii Wwoao 3a3HavYeHHs O4UHULb
BMMIpIOBaHHA y cuctemi Sl. BBegeHHS 3MiH
NpoTArom 6-T1 MiCcALIB MiCna 3aTBEPAXKEHHS.

6e3
peyenma

UA/7845/01/01

131.

MOHTEN

Tab1eTku XyBasbHi,
no5wr, no7
Tabnetok y 6nictepi,
no 4 6nictepy B navw,i

My6niyHe
akujioHepHe
TOBapUCTBO

"HaykoBo-
BUPOGHNUNIA

LieHTp
"BopLuariscb
KWiA Ximiko-
hapmaueBT
NYHWIA
3asof”

YKpaiHa

My6niyHe
akujioHepHe
TOBapuCTBO

"HaykoBo-

BUPOBHNYMIA LIEHTP
"BopLuariBcbknii
XiMiKO-
hapmaueBTUYHNIA
3aBog”
(chacyBaHHs i3
dopmm "in bulk"

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLiliHiX maTtepianis: 3MiHU
| TNy - 3MiHK 3 AKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
Cwuctema KOHTelHep/3aKynopoBasibHWiA 3aci6. 3MiHa
PO3Mipy YNakoBK¥ roTOBOrO NiKapcbKoro 3acoby
(BMlyYEHHS yNakoBKM NEBHOTO PO3Mipy). BunyyeHHs
yMNaKoBKM NiKapCbKoro 3acoby: no 7 TabaeTok y
6nicTepi, no 2 6nictepu B nadli 3 BigNOBiAHNMM
3MiHamu [0 po3ainy “YnakoBka”. BBeeHHS 3MiH
NPOTArom 6-Tv MiCSILiB Mic/s 3aTBePAKEHHS. 3MiHN |
TMny - 3MiHK Woao 6e3nekn/edpeKkTNBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHu). OHOB/IEHHSI TEKCTY

3a
peuyenmom

UA/16297/02/01




63

Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
BMPOGHMKIB CaHiko MapKyBaHHS! yakoBKM NiKapcbKoro 3acoby 3
H.B., Benebris; BHECEHHAM iHhopMaLii LWoA0 3a3Ha4YEeHHA OANHULb
CiHTOH XicnaHis BMMIiptOBaHHA y cuctemi Sl. BHeceHHs 3miH A0
C.J1., IcnaHist) po3gainy “MapkyBaHHa” MKA N13. 3aTBepaxeHo:
MapkyBaHHs. BignoBigHO A0 3aTBEPAXXEHOIO TEKCTY
MapKyBaHHS1, L0 A0AAETLCA. 3anponoHOBaHO:
MAPKYBAHHS. BignoBiaHo f0 3aTBEPAXEHOro
TEKCTY MapKyBaHHS yrnakoBk/. BBeeHHs 3MiH
NPOTAroM 6-T1 MiCALIB MiC/S 3aTBEPKEHHS
132. | MOHTEN Tabn1eTkv XyBasbHi, My6niyHe Ykpaina My6niyHe Ykpaina BHECEHHS 3MiH 10 peecTpaviliHiX maTtepianis: 3MiHU 3a UA/16297/02/02
no 4 wmr, no 7 akuioHepHe akuioHepHe | TNy - 3MiHK 3 AKOCTi. FOTOBMIA NikapcbKuMii 3aci6. peyenmom
Tabnetok y 6nictepi, TOBapuCTBO TOBapuCTBO CucTema KOHTelHep/3aKynopoBasibHWiA 3aci6. 3MiHa
no 4 6nictepy B navw,j "HaykoBo- "HaykoBo- pO3Mipy ynakoBK/ rOTOBOrO JlikapCbKoro 3acoby
BMPOGHUYUIA BUPOGHNYMNIA LEHTP (BUYyYEHHS YNaKkoBKWN NEBHOro po3mipy). BunyyeHHs
LeHTp "BopLuariscbkuii yMakoBKM NikapcbKoro 3acoby: no 7 TabneTtok y
"BopLuariscb XiMiKO- 6nicTepi, no 2 6nictepu B nadui 3 BigNOBIAHNMM
KWin Ximiko- hapmaueBTUYHNIA 3MiHamu [0 po3ainy “YnakoBka”. BBeeHHS 3MiH
thapmaveBT 3aBog" NpOTArom 6-T1 MicALIB NiCAA 3aTBEPMAKEHHS. 3MiHW |
NYHWI (chacyBaHHs i3 TMny - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta
3aBog" chopmm "in bulk" thapmakoHarnsgy (iHwi 3miHn). OHOBMEHHSA TEKCTY
BUPOGHMKIB CaHiko MapKyBaHHS1 yNakoBKM J1ikapCbKOro 3acoby 3
H.B., benbris; BHECEeHHAM iHhopMaLii LWoA0 3a3HauYeHHA OAVHULb
CiHTOH XicnaHis BMMIpIOBaHHsA y cuctemi Sl. BHeceHHs 3MiH 40
C.N1., IcnaHis) po3giny “MapkysaHHa” MKA N13. 3aTBepaxeHo:
MapkyBaHHSs. BignosigHO A0 3aTBEPAXXEHOIO TEKCTY
MapKyBaHHS, L0 A0AAETLCA. 3anponoHOBaHO:
MAPKYBAHHSA. BignosigHo [0 3aTBEPAXEHOrO
TEKCTY MapKyBaHHS yrnakoBK/. BBeeHHs 3MiH
NpOTAroM 6-TM MicALIB Nicaa 3aTBepAKEHHS
133. | MOHTEMAK 4 TabNeTKn XyBasibHi MO Makneoac IHgis Makneopc IHais BHECEHHS 3MiH 0 peecTpauiiHnx maTtepiasiB: 3MiHM 3a UA/15178/01/02
4 wmr, no 10 Tabnetok dapmacboT $apmacbroTukanc | TMNy - AgMiHICTpPaTUBHI 3MiHW. 3MiHa peyenmom
y 6nicTepi, no 3 nkasnc Nimiten HaliMeHyBaHHs Ta/abo agpecyn MicLA NPOBaKEHHS
6/1icTepun y KapTOHHIN NimiTeq LisiNbHOCTI BUpObHMKa/iMnopTepa rotoBoro
ynakoBLj NiKapcbKoro 3aco6y, BKIHOYAKUN [i/TbHULL BUMYCKY
cepii abo MicLie NpoBeAeHHS KOHTPO/O AKOCTI.
(AisNbHICTb, 3a Ky BigNOBigaE BUPOOHMK/iMnopTep,
BK/1H0HAKUM BUMYCK Cepiid) - 3MiHa agpecu
BUpo6HukKa NN3 Makneoac ®apmacbioTukanc
NimiTes, IHAiSA, 6€3 3MiHK Micus BUpo6bHMUTBA
(BeneHHA 3MiH NpoTArom 6-Tv MicauiB nicns
3aTBEPAKEHHS)
134. | MOHTEMAK 5 Tabs1eTkv XyBasibHi N0 Makneoac IHais Makneoac IHais BHECEHHS 3MiH 10 peecTpavliliHiX maTtepianis: 3MiHU 3a UA/15178/01/03
5 mr, no 10 TabneTok dapmacboT $apmacbloTUkanc | TMNy - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom
y 6nicTepi, no 3 nkasnc Nimiten HaliMeHyBaHHs Ta/abo agpecyn MicLA NPOBaKEHHS
6nicTepy y KapTOHHIl Nimiteq [iSNbHOCTI BUpPOBHUKa/iMnopTepa rotoBoro

ynakoBLUj

NiKapCbKOro 3acoby, BKIHOYAKUN [i/TbHUL BUMYCKY
cepii abo MicLie NpoBefeHHS KOHTPO/IHO AKOCTI.
(QisinbHICTb, 3a Ky BigNoBigaE BUpo6HMK/iMmopTep,
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
BK/10UAK0UM BMMYCK Cepiii) - 3MiHa agpecu
BUpo6HukKa N3 Makneoac ®apmacbioTukanc
Nimiten, IHAia, 6e3 3mMiHu Micua BUPOGHULTBA
(BeneHHs 3MiH NnpoTarom 6-Tu micauis nicns
3aTBEPAKEHHS)
135. | HASIK® cnpeii HasaslbHUiA, Kaccenna- |HimeuunHa Knoctepchpay HimeuunHa BHECEHHS 3MiH [0 peecTpavuiliHiX maTtepianis: 3MiHK 6e3 UA/9132/01/01
po3uvH; no 10 mny meg M'veX & BepniH MTv6X | TMNY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI Ta peyenma
thnakoHi; no 1 Ko. KI hapmakoHarnagy (iHwi 3MiHn) - fofaBaHHA po3ainy
dhnakoHy 3 HacagKo «MapkyBaHHs» y MKA N3:
015 PO3NUJIEHHA B 3anponoHoBaHo: MAPKYBAHHA 3rigHo
KapTOHHiiA KopobLy; no 3aTBEPKEHOrO TEKCTY MapKyBaHHS. OHOBMEHHS
10 mny donakoHi; no 1 TEKCTY MapKyBaHHS yNakoBKW MikapCbKOro 3acoby 3
hnakoHy pasom 3 BHECEeHHAM iHhopMaLi LWoA0 3a3HauYeHHA OAVHULb
thikcoBaHO0 BMMIpIOBaHHA y cuctemi Sl. BBegeHHs 3MiH
HacagfKow As npoTArom 3-x MiCAUIB MiCNA 3aTBEPAKEHHS
po3nNWNEeHHS B
KapTOHHIN Kopo6Lii
136. | HASIK® Ansa cnpeit HazanbHWIA, Kaccenna- |HimeuyunHa Knoctepchpay HimeuyunHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepiasiB: 3MiHN bes UA/9133/01/01
DITENA po3ynH no 10 mny meg M'vbX & BepniH MTM6X | TMNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenma
dnakoHi; no 1 Ko. KI thapmakoHarnagy (iHwi 3MiHu) - AofaBaHHA po3giny
hnakoHy pasom 3 «MapkyBaHHs» y MKA /13:
HacajKkow ans 3anponoHoBaHo: MAPKYBAHHA 3rigHo
PO3NUNEHHA Y 3aTBEPKEHOr0 TEKCTY MapKyBaHHs. OHOBEHHSA
KapTOHHI kKOpoo6Li; No TEKCTY MapKyBaHHS yNakoBKW MiKapCbKOro 3acoby 3
10 mn y donakoHi, no 1 BHECEHHAM iHhopmMaLii LWoA0 3a3Ha4YeHHA OANHULb
dnakory 3 BUMIpIOBaHHS y cuctemi Sl. BBeieHHsA 3MiH
ghikcoBaHo0 NpOTArom 3-X MicALiB Nic/1a 3aTBepAKEHHS
Hacagkow ans
PO3NuNEHHA B
KapPTOHHI Kopobui
137. | HAKNO®EH TabneTtku KPKA, a.4., | CnoseHis KPKA, a.4., Hoso CnoseHis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/3480/01/01
KMLLKOBOPO3YMHHI MO HoBso mecTo MecTo TeXHiYHa nomuska (3rigHo Hakasy MO3 Big peyernmom
50 mr no 10 TabneTok 23.07.2015 Ne 460) - TexHiYHy NOMWUJIKY BUNPaB/IEHO
y 6nicTepi; no 2 B TEKCTi MapKyBaHHs J13 y HoOMepi peecTpaviiiHoro
6nicTepy y KapTOHHiIl nocsigyeHHs. 3anponoHosaHo: 3MIHV 0O TEKCTY
KOpo6Li MAPKYBAHHS O PEECTPALINHOIO
MOCBIAYEHHA
Ne UA/3480/01/01. 3a3HauyeHe BUNpPaB/EHHs
BiNOBiAa€ MaTepiasiam peecTpauiiHoro ochbe
138. | HAMIBOP® niocpinizat ans AT Ykpaina AUTECT nnioc, Yecbka BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3MiHu 3a UA/16585/01/01
PO3UnHY NS iH ek "®dapmak” C.p.o., Yecbka Pecny6nika/ | Tvny - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta peyenmom
no 1 mr; 1 chnakoH 3 Pecny6nika HimeuyunHa/ hapmakoHarnsgy (iHwi 3MiHN) - BHECEHHS 3MiH A0
niodpinizaTtom y nauui 3 (mikpo6ionoriyHi Icnanis/ po3ainy «MapkyBaHHs» MKHA J13; 3anponoHoBaHo:
KapTOHY BMNPOGYBaHHS Npu Bonrapis MAPKYBAHHSA 3rigHo 3aTBEpA)KEHOrO TEKCTY

BUMYycKy cepiit); ME
dapmacbioTikanc
Ntp, Bonrapis
(BTOpUHHE

MapKyBaHHsl. OHOBJIEHHS! TEKCTY MapKyBaHHS
yNaKoBKM J1iKkapCbKOro 3aco6y 3 BHECEHHAM
iHchopmawii LLoA0 3a3HaYEHHS OAUHULb
BMMIipIOBaHHA y cucteMi Sl. BBeeHHs 3MiH
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsio4yeHHs

nakyBaHHs); KBiHTa -
AHaniTika c.p.o.,
Yecbka Pecny6nika
(iznyHi/XiMiYHI
BUNPOBYBaHHA Npu
BWMYCKY Cepii);
Na6op N+C AT,
HimeuunHa
(mikpobionoriyHi
BUNPOOYBaHHA Npu
BUMYCKY Cepiil);
oHKOMe[,
MaHyaKTypiHr a.c.,
Yecbka Pecny6nika
(BUpO6HMLTBO,
nakyBaHHS,
KOHTPO/b Npn
BWMYCKY Cepii);
CiHTOH XicnaHis,
C.J1., IcnaHis
(chiznuHi/ximiuHi Ta
MiKpob6iosoriyHi
BUNPOBYBaHHA Npu
BVNYCKY CepiiA,
BUNYCK Cepiit);
CiHTOH, C.p.0.,
Yecbka Pecny6nika
(iznyHi/XiMiYHI
BUNPOBYBaHHA Npu
BWNYCKY CepiiA,
BUNYCK Cepiit)

NPOTAroM 6-TU MiCALIB MiC/A 3aTBEPAKEHHS

139.

HAMIBOP®

niocpinizat ans
PO3UUnHY ANS iH ekt
no 3,5 mr; 1 conakoH 3
niodpinizatom y nayui 3
KapToHY

AT
"®dapmak”

YKpaiHa

AWTECT nnioc,
c.p.0., Yecbka
Pecny6nika
(mikpo6ionoriyHi
BMNPOGYBaHHS Npu
BUMYycKy cepiit); ME
dapmacbioTikanc
Ntp, Bonrapis
(BTOpUHHE
nakyBaHHs); KBiHTa -
AHaniTika c.p.o.,
Yecbka Pecnyb6nika
(hiznyHi/XiMiYHI
BMNPOGYBaHHS Npu
BWMYCKY Cepiil);
Nab6op N+C AT,
HimeuunHa

Yecbka
Pecny6nika/
HimeyunHa/
Icnanis/
Bonrapis

BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHM
| Tvny - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHW) - BHECEHHA 3MiH [0
po3ainy «MapkyBaHHs» MKSA J13; 3anponoHoBaHo:
MAPKYBAHHSA 3rigHo 3aTBEpAKEHOrO TEKCTY
MapKyBaHHA. OHOB/IEHHS TEKCTY MapKyBaHHS
YMakoBKM NiKAPCbKOro 3acoby 3 BHECEHHAM
iHchopMmawii LLoA0 3a3HaYEHHS OAUHUL
BMMIpIOBaHHA y cuctemi Sl. BBeeHHs 3MiH
NPOTAroM 6-TW MICALIB NiCNa 3aTBepPAKEHHS

3a
peyenmom

UA/16585/01/02
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsio4yeHHs

(mikpobiosnoriyHi
BUNPOBYBaHHA Npu
BWMYCKY Cepii);
OHKOMe[,
MaHyhaKTypiHr a.c.,
Yecbka Pecny6nika
(BUpO6HMLTBO,
nakyBaHHs,
KOHTPO/b NpYn
BUWMYCKY Cepiif);
CiHTOH XicnaHis,
C.J1., IcnaHis
(chiznuHi/ximiuHi Ta
MiKpOGiOnorivHi
BMNPOGYBaHHS Npu
BWNYCKY CepiiA,
BUNYCK Cepiit);
CiHTOH, C.p.0.,
Yecbka Pecnyb6nika
(chisnuHi/XiMiYHI
BMNPOGYBaHHS Npu
BWNYCKY CepiiA,
BWMNYCK Cepild)

140.

HA®TUINH®

Kpanni HazanbHi 0,1
%, no 10 mny
hNakoHi
nonieTuneHoBoMy; no
1 conakoHy B nayu, 3
KapToHy; no 10 mny
hakoHi
nonieTuneHosomy 3
nosatopom abo y
hakoHi
nonieTuneHosomy 3
npo6koto-
KpanesibHuueto; no 1
(hnakoHy B nauui 3
KapTOHY

AT
"®apmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiliHiX maTtepianis: 3MiHU
| TMny - AgMiHIiCTpPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecy 3asiBHVKa (BnacHuKa
peecTpauiniHOro NoCBiAYEHHST). 3MiHa
HaliMeHyBaHHS Ta agpecu 3asaBHuKa (BnacHuka
peecTpauiiiHoro NocBigYEHHS).

BBefeHHs 3MiH NpoTarom 6-T1 MicAuiB nicns
3aTBEepPXEHHSA. 3MiHU | TUny - AgMiHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu micus
NpOBaKEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
rOTOBOrO JliKapcbKoro 3acoby, BKIYaoun AibHUL
BMNYyCKy cepii abo MicLe NpoBeAEeHHS KOHTPO/IIO
SKOCTI. (AiSNbHICTb, 3a Ky BigNoBigae
BMPOGHUK/IMNIOPTEP, BK/IKOYAKOUM BUMYCK CEpIit).
3MiHa HaliMeHyBaHHs Ta afipecy BUPO6HUKa, 6e3
3MiHW MicLs BUPO6HMLTBA. 3MiHN BHECEHI B
IHCTPYKLi0 AN MeAUYHOro 3actocyBaHHsa /13y p.
"MicLe3HaxomkeHHs1 BUpO6HMKa Ta iioro agpeca
MiCLA NPOBaXEHHS Ais/IbHOCTI" 3 BiANOBIAHUMY
3MiHamMW B TEKCTi MapKyBaHHs ynakoBoK. BeegeHHs
3MiH NPOTAroM 6-TW MICALIB NIiC/A 3aTBEPAXKEHHS.
3MiHn | TUNY - 3MiHN Woao 6e3nekn/edeKTUBHOCTI
Ta papmakoHarnsgy (iHwi 3miHW). BHeCEHHS 3MiH A0
po3ainy «MapkyBaHHs» MKSA J/13. 3aTBepaKeHo:
MAPKYBAHHSA. Bignosigae HagaHOMy TEKCTY

6e3
peyenma

UA/0704/01/02
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
MapKyBaHHS YNakoBKu npenapary. 3anponoHOBaHO:
MAPKYBAHHSA. 3rigHO 3aTBEPAXEHOrO TEKCTY
MapKyBaHHS1.
OHOB/IEHHS TEKCTY MapKyBaHHS yNakoBK/
nNiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmaL,i oo
3a3Ha4yeHHs OAMHMLb BUMIPIOBaHHSA Y cnuctemi Sl.
BBefeHHs 3MiH NpoTArom 6-T1 MicALUiB nicns
3aTBEPKEHHS.
141. | HA®TU3NH® Kpanni HasasbHi 0,05 AT Ykpaina AT "dapmak” Ykpaina BHECEHHS 3MiH 0 peecTpauiiHnx maTtepiasiB: 3MiHU 6e3 UA/0704/01/01
%, no 10 mny "dapmak” | TMny - AgMiHIiCTpPaTUBHI 3MiHW. 3MiHa peuyenma
hNakoHi HaliMeHyBaHHs1 Ta/abo agpecy 3asiBHVKa (BnacHuKa
nonieTuneHoBomy; no peecTpauiiHoro noceigveHHs). 3miHa
1 dhnakoHy B nauui 3 HaliMeHyBaHHS Ta agpecu 3asaBHUKa (BnacHuka
KapToHy; no 10 mny peecTpauiiiHoro NocBigYEHHS).
dhnakoHi BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
nonieTuneHoBomy 3 3aTBepXEHHSA. 3MiHU | TUny - AgMiHICTPaTUBHI
nosatopom abo y 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu micus
dhnakoHi NpOBaKEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
nonieTNeHoBOMy 3 roTOBOrO /liKapCbKOro 3acoby, BKIOYAUN AiNbHULL
npo6koto- BMNYCKy cepii abo MicLe NpoBeAEeHHS KOHTPO/IIO
KpanesibHuLeto; no 1 SKOCTI. (AiSNbHICTb, 3a Ky BigNoBigae
(hnakoHy B nauui 3 BMPOGHUK/IMNIOPTEp, BK/IKOYAKOUM BUMYCK CEpiit).
KapTOHY 3MiHa HalimeHyBaHHA Ta aapecy BUpobHuka, 6e3
3MiHW MicLs BUPO6HMLTBA. 3MiHN BHECEHI B
IHCTPYKLi0 AN MeAUYHOro 3actocyBaHHsa /13y p.
"MicLe3HaxomkeHHs1 BUpO6HYMKa Ta iioro agpeca
MiCLA NPOBaXEHHS Ais/IbHOCTI" 3 BiANOBIAHUMY
3MiHaMu B TEKCTi MapKyBaHHA ynakoBoOK. BBegeHHs
3MiH NPOTAroM 6-TW MICALIB NIiC/A 3aTBEPAKEHHS.
3MiHn | TUNY - 3MiHN Woao 6e3nekn/edeKTUBHOCTI
Ta papmakoHarnsgy (iHwi 3miHW). BHeCEHHS 3MiH A0
po3ainy «MapkyBaHHs» MKSA /13. 3aTBepaKeHo:
MAPKYBAHHSA. BignoBigae HagaHoOMy TeKCTy
MapKyBaHHS YNakoBKku npenapary. 3anponoHOBaHO:
MAPKYBAHHSA. 3rigHO 3aTBEPAXEHOr0 TEKCTY
MapKyBaHHS1.
OHOB/IEHHSI TEKCTY MapKyBaHHS yNakoBK/
niKapcbKoro 3acoby 3 BHECEHHAM iH(hopmalii Lwoao
3a3Ha4yeHHs 0AMHMLb BUMIPIOBaHHSA Y cnuctemi Sl.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPKEHHS.
142. | HAOTUDIHY NopoLLoK (cybCTaHLis) AT Ykpaina YyHUMH XyanoHT Kutaii BHECEHHS 3MiH 4,0 pPeecTpaviiHnX maTtepiasis: 3MiHK - UA/14998/01/01
FAPOXNOPUA | y nakeTax NnoABiiHNX "®papmak” LLieHxem | TMNy - AgMiHICTpPaTUBHI 3MiHW. 3MiHa
nonieTuneHoBux Ans ®apmac’toTikan Ko., HaliMeHyBaHHA Ta/abo afpecy 3asiBHMKaA (BNacHUKa
hapmaLeBTUUHOTO nra. peEeCTpaL,iiHOro NocBigYeHHs) 3MiHa HalMeHyBaHHs
3aCTOCyBaHHSA Ta agpecy 3asiBHUKa (BNacHMKa peecTpauiiiHoro
noceifgyeHHs)
143. | HEMPOMAKC PO34MH ANs iH'EKLiA, ToBapunCcTBO YKpaiHa ToBapucTBO 3 YKpaiHa BHECEHHS 3MiH 10 peecTpaLiiHnX maTtepiasiB: 3MiHN 3a UA/11453/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
no 2 ma1 B amnyni; no 5 3 o6MexeHo | Tuny - 3miHm 3 AkocTi. CepTudikar peyenmom
a6o 10 amnyny 06MEXEHO BiANOBiAA/IbHICTIO BignosigHOCTI/lE-cepTudpikat BianoBigHOCTI
Kopob6Li; no 2 mn B Bignosigaib "dbapmaLeBTnyHa €sponelicbkiin hapmakonei/moHorpadii. 3miHu,
amnyni; no 5 amnyn 'y HicTI0 KommnaHisa "3gopoB'a” noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
6nictepi; no 1 a6o 2 "®apmaueBT BifgNoBigHICTL A0 MoHorpadii 4PY abo
6nicTepu B KOpoo6Li; nyHa €Bponeiicbkoi hapmakonei, abo iHLWOoi HalioHaTbHOI
no 2 M1 B amnyni; no KOMMaHis thapmakonei aepxasu E€C (3miHa y cneuudikauisix,
10 amnyn y 6nictepi; "3p0pos'a" noe'sizaHa 3i 3amiHamu B 1dY, abo €Bponeiicbkiii
no 1 6nictepy B hapmakonei, abo iHLLUIN HauioHanbHI hapmakonei
Kopoo6Li Aepxasu €C); cynyTHs 3MiHa - 3MiHK 3 AKkocTi. AdI.
KoHTposnb A®L. 3miHa y MeToAax BunpobyBaHHs AdI
abo BMXigHOro marepiany/npomikHoro
NpoAYyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BUpobHuuTBa AP| (HE3HAYHI 3MiHK Y
3aTBEPMKEHUX MeToAax BUNPoOyBaHHS) -
npuBefeHHs cneuudikauii Ta MeToAiB BXiZHOro
KOHTpOt0 siKocTi APl TiamiHy rigpoxnopuz 3a
nokasHukamm "Po34mHHICTb", "CynpoBigHi fOMiLLKKn",
"Mpo3opicTb"go Bumor EP. BunyyeHHs nokasHuka
"Backki meTanu';
3MiHu Il Tvny - BBEAEHHA HOBOro BUPOGHMKa ADI
TiamiHy rigpoxnopug, Jiangxi Tiangxi Pharmaceutical
Co., Ltd., China fogatkoBo [0 3aTBEP)KEHOr0
BMpo6Huka DSM NUTRITIONAL PRODUCTS
GMBH, Germany 3 HagaHHAM MacTep-aiina
144. | HIKOPE/b® Tabnetku no 10 mr, no [ekcenb I13painb BUNPOGYBaHHSA I13painb BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHM 3a UA/17691/01/01
10 TabneTok y dapma KOHTPO/IO AKOCTI | Tuny - 3miHK 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6. peyenmom
6nicTepi, no 3 abo 6 TexHonomxu (MikpobionoriyHwia KoHTposb roToBOro nikapcbkoro 3acoby. 3MiHa
6nicTepiB B KAPTOHHI 3114, KOHTpONb): TOB napameTpiB cneuyudikaLii Ta/abo AONYyCTUMUX MEX
navui IHCTUTYT Xap4oBoi rOTOBOrO /iKapCbKOro 3acoby (iHLUi 3MiHK) -
Mikpo6ionorii Ta npveefeHHs cneuudikauii y MKA 3a nokasHukom
CMoXMBYMX TOBApIB, «lpgeHTudikalia TutTaHy giokeuay» y BignoBsifHICTb
13painb [0 opuriHa/IbHUX MaTepiasiiB BUpobOHMKa
BVMPOGHMLTBO,
nakyBaHHs,
BMNPO6YBaHHSA
KOHTPO/O AKOCTI
(hizvKo-XimMiuHWMiA
KOHTPO/b) Ta BUNYCK
cepii: dekcenb N14.,
13painb
145. | HIKOPE/Nb® Tabnetkn no 20 mr, no [ekcenb I3painb BMNPOOGYBaHHS I13painb BHECEHHS 3MiH 0 peecTpauiiHnx maTtepiasiB: 3MiHN 3a UA/17691/01/02
10 TabneTok y dapma KOHTPO/O AKOCTI | TNy - 3MiHK 3 AKOCTI. [OTOBWIA NMiKapCbKWIA 3aci6. peyenmom
6nictepi, no 3 a6o 6 TexHonoaxu (MikpobionoriyHmia KOHTpPO/Ib rOTOBOrO /iKapcbKoro 3acoby. 3mMiHa
61icTepiB B KAPTOHHIl 3 /114, KOHTpOsb): TOB napameTpiB cneundikayii Ta/abo JoNyCTUMMX MEX

nauuj

IHCTUTYT Xap4oBoi
Mikpobionorii Ta

rOTOBOrO JikapCbKOro 3acoby (iHLUi 3MiHK) -
npusefeHHs cneyndikauii y MKA 3a nokasHukom
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
CMOXWBYUX TOBAPIB, «lpgeHTudikalia TuTaHy giokcuay» y BignoBigHICTb
13painb [0 opuriHaNIbHUX Matepiasiis BUpOOHUKa
BVMPOGHMLTBO,
nakyBaHHs,
BUNPOGYBaHHSA
KOHTPO/HO SIKOCTI
(hizvKo-XimMiuHWi
KOHTPO/b) Ta BUNYCK
cepii: lekcens 174,
I13painb
146. | HITPOKCONIH TabneTku, BKPUTI My6niyHe Ykpaina My6niuHe Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHM 3a UA/3518/01/01
nNiBKOBOKO akuioHepHe akuioHepHe | TMRY - 3MiHK WoA0 6e3nekn/etheKTUBHOCTI Ta peyernmom
060n0Hkoto, no 50 mr TOBapuCTBO TOBapuCTBO hapmakoHarnsagy (iHwi 3MiH1) - OHOBNIEHHS TEKCTY
no 10 Tabnetok y "HaykoBo- "HaykoBo- MapKyBaHHS YNakoBKM JlikapCbKOro 3acoby 3
6nicTepi, no 5 BMPOGHUUUIA BVMPOGHWYMNIA LEHTP BHECEHHAM iHthopMalLii LWOoA0 3a3HaYEHHS OANHULbB
6nicTepiB y naui LEeHTp "BopLyariBcbKuii BMMIpIOBaHHsA y cuctemi Sl. BHeceHHs 3MiH 40
"BopLuariscb XiMiKo- po3ainy “MapkyBaHHs" MKA J13; 3anponoHoBaHo:
KWin Ximiko- hapmaLeBTUYHMIA MapkyBaHHs. BianosigHo Ao 3aTBepaxeHoro TekcTy
hapmauesT 3aBoj" , YkpaiHa; MapKyBaHHs. BunyyeHHs iHdhopmauii woao
NYHWIA ToBapucTBo 3 ynakoBku in bulk 3 maTepianis peectpauiiiHoro
3aBog" obmexeHoro [0CbE (3 TUTYNbHOI CTOPIHKK, PO34iny «YnakoBka»
BiANoBiAA/IbHICTIO Ta «MapkyBaHHA» MKA J13) y 3B’A3Ky 3 TUM, L0 4it0
"Hatyp+", YkpaiHa peecTpauiiiHoro noceigyeHHs Ha 13 HiTpokconiH,
(BTOpUHHE TabneTkn, BKPUTI NNIBKOBOK 060/10HKOD, M0 50 mr,
nakyBaHHs) in bulk no 1 kr TabneTtok y naketax (P
UA/3519/01/01 Big, 08.07.2015) He NOAOBXEHO.
BBefeHHs1 3MiH NpoTarom 6-Tn micAuiB 3 gatu
3aTBEPAKEHHS
147. | HI®YPOKCA3WN | Tabnetku, BKpUTI BAT YropwuHa | TOB "TegeoH Pixtep Monbwa BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHM 3a UA/9060/01/01
A PIXTEP 060/10HKO10, Mo 100 "leneoH Monbwa”, Nonbwa | TMNY - BHECEHHS 3MiH [0 PO3A4iny «YMOBU peyenmom
Mr, No 24 TabneTkn y PixTep" (KOHTpPOJIb AKOCTI, 36epiraHHsa». 3anponoHoBaHo: YMOBU
6nicTepi; no 1 [03BIiNT HAa BUMYCK 3BEPIFAHHA 36epiratv npu TemnepaTypi He BuLLe
6ricTepy B KapTOHHiIl cepii; BUPOOGHNLTBO 25 °C. 3MiHM BHECEHi B iHCTPYKL,it0 4151 MeguyHoro
Kopoo6Li Hepo3ghacoBaHoro 3actocyBaHHs /13 y p. "YMoBY 36epiraHHs" 3
NPOAYKTY, NEPBUHHA BIAMNOBIAHUMW 3MiHAMW B TEKCTI MapKyBaHHS
ynaKkoBka, BTOPUHHA yNakoBOK
ynakoBka)
148. | HOOXO/IH PO3YMH ANS iH'EKLN, ToBapuncTBO Ykpaina K.T. POM®APM PymyHis BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3MiHu 3a UA/17878/01/01
250 mr/mn, no 4 mn B 3 KOMMAHI C.P.J1. | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
amnyni, no 3 abo 5 obmexeHo thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
amnyn B 6nicTepi Ta Bignosigasb MapKyBaHHS yNakoBKM /1ikapCbKoro 3acoby 3
KapTOHHIA navui HiCTI0 BHECEHHAM iH(hopMmaLii LLOoA0 3a3HAYEHHS OANHULB
"®OPC- BMMIpIOBaHHSA y cuctemi Sl. BBegeHHs 3MiH
PAPMA NpoTArom 3-X MicALiB Nicna 3aTBepAKEHHSA
ANCTPUB
tOLLIH"
149. | HOPBACK® Tabnetkn no 5 mr; no Mdpaiizep CLWA BUPOBHUK, HimeyunHa/ | BHECEHHs 3MiH 10 peecTpaLiliHix MaTepianis: 3MiHU 3a UA/5681/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
10 TabneTok B IHK. BiANOBIgaIbHNI 3a CLIA | TNy - 3MiHK 3 AKOCTi. [OTOBMIA Nikapcbkuii 3aci6. peyenmom
6nictepi; no 3 abo no BUPOBHULTBO 3MiHV Yy BUpOGHMUTBI. 3MiHa iMnopTepa/3MiHu, LWo
6 6nicTepis y npenapary in bulk, CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPO/IHO AKOCTI
KapTOHHI ynakoBLi nakyBaHHs, roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
KOHTPO/Ib AKOCTI Ta [ofaBaHHA AiNbHULI, Ha SKI 34iCHI0ETbCS
BUMYCK Cepii: KOHTPO/b/BMNPO6YBaHHSA cepil). logaBaHHSA hyHKL,i
P-dapm xepmai «KOHTPO/Ib SIKOCTi» [10 BXe 3aTBePAKEHOro
'M6X, HimeuyunHa,; BMpO6HUKa MNdpaiizep PapmactoTikan3s JIIC, CLUA
Brpo6HuK, (BMPOGHYIK, BiAMNOBIAa/TbHUIA 38 BUPOOHULITBO
BiANOBIgaIbHNI 3a npenapary in bulk)
nakyBaHHs,
KOHTPO/Ib SKOCTi Ta
BUMYCK Cepii:
Mcpaiizep
MeHtoekuypuHr
[oituneng M'v6X,
HimeuyuunHa,;
Bupo6HuK,
BignoBiganbHWiA 3a
BUPOBHULTBO
npenapary in bulk,
KOHTPO/b SKOCTI:
Mdpaiizep
dapmactoTikan3
JINC, CWWA
150. | HOPBACK® Tabnetku no 10 mr; no Mdpaiizep CWA BUpO6HUK, HimeuunHa/ | BHECEHHs 3MiH 10 peecTpauiliHix MaTepianis: 3MiHU 3a UA/5681/01/02
10 TabneTok B IHK. BiANOBIAaIbHNI 3a CWA | Tuny - 3MiHK 3 AKOCTi. FOTOBMIA NikapCbkunii 3aci6. peyenmom
6nicTepi; no 3 abo no BMPOGHMLTBO 3MiHM Yy BUPOGHMUTBI. 3MiHa iMnopTepa/3miHu, Wwo
6 6nicTepiB y npenaparty in bulk, CTOCYHTbCS BUMYCKY Cepii Ta KOHTPO/IH0 AKOCTI
KapTOHHI ynakoBLi nakyBaHHs, roTOBOrO /likapcbkoro 3acoby (3amiHa abo
KOHTPO/Ib AKOCTi Ta [0[aBaHHS AiNTbHUL, Ha SKilA 34iNCHIOETLCSA
BMNYCK cepil: KOHTPONb/BUNPOGYBaHHSA cepil). JoaaBaHHS dyHKUT

P-®dapm [xepmaHi
m6X, HimeuunHa,;
Bupo6HuK,
BiANOBIAaIbHNI 3a
nakyBaHHs,
KOHTPO/Tb AKOCTi Ta
BUMYCK Cepii:
Mdpaiizep
MeHo ek ypUHr
[onuneng MmoéxX,
HimeuuunHa,;
Bupo6HuK,
BiANOBIAaIbHNI 3a
BMPOGHMLTBO
npenaparty in bulk,
KOHTPO/1b SKOCTi:

«KOHTPO/Ib SIKOCTi» [10 BXE 3aTBEPAKEHOro
BMpo6HMKa MNcpaiizep PapmactoTikans JI/IC, CLUA
(BUPOGHYK, BiAMNOBIAabHUIA 32 BUPOOHULITBO
npenapary in bulk)
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
Mdpaiizep
dapmactoTikana
JINC, CWA
151. | OMHONOH PO34YUH ANS iH EKL, ToBapucTBO Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 10 peecTpaviliHiX maTtepianis: 3MiHK 3a UA/17471/01/01
HEO no 1 mn B amnyni, no 5 3 06MEXEHO | TMNYy - 3MiHWM BHECEeHO [0 [HCTPYKUii ANs MeguyHoro peyernmom
amnyn y énictepi; no obmexeHoro BiANOBIAA/ILHICTIO 3aCTOCyBaHHSA NikapCbKoro 3acoby A0 po3finis:
1, 2 a6o 20 6nicTepis Bignosigasb "XapkiBcbke "B3aemogis 3 iHWMMK flikapcbkumn 3acobamu Ta
y KOpOO6LUj 3 KapTOHY HiCTIO thapmaueBTUyHe iHWi BMAW B3aemogiii", "OcobnmnBocCTi
"XapkiBcbke nignpMeEMCTBO 3acTocyBaHHs", BIANOBIAHO A0 OHOBMEHOI
hapmauesT "3p0poB's Hapoay" iHchopMmawii 3 6e3nekn 3acTocyBaHHS Aito4ol
nyHe PEYOBUHY NiKapCbKOro 3acoby. BBeaeHHs 3MiH
nignpveMcTB MPOTAroM 6-TW MIiCALIB MiCNSA 3aTBEPAXKEHHS
0 "300poB'A
Hapoay"
152. | NAKNITAKCEN KOHUEeHTpaT A5 EBEBE ABCTpisi EBEBE ®apma ABcTpisi/ BHECEHHS 3MiH 40 peecTpauiiHnx maTtepiasiB: 3MiHN 3a UA/0714/01/01
"EBEBE" PO3UunHY ANs iHQy3ilA, dapma lec.m.6.X. Hdor. KT, HimeuyunHa | TMNYy - NogaHHA OHOBEHOTO cepTudikaTa peyenmom
6 mr/mn; no 5 mn (30 lec.m.6.X. ABCTpis (NOBHWiA BiANoBigHOCTI €Bponelickkilt hapmakonei Ne R1-
mr), a6o 16,7 mn (100 Hdor.KI LMK BUPOOHMLTBA); CEP 2010-143-Rev 00 ans gito4oi pe4yoBrHu
mr), abo 25 mn (150 3eiibepcaopd Paclitaxel Big Bxe 3aTBEpAXEHOTO BUPOGHMKA
mr), a6o 35 mn (210 Na6op Mv6X, POLYMED THERAPEUTICS, INC; 3MmiHu | TUny -
mr), a6o 50 mn (300 ABCTpIst noJaHHs OHOB/IEHOro cepTudpikata BignoBiAHOCTI
Mr) y doiakoHi, no 1 (TecTyBaHHs); €Bponelicbkit hapmakonei Ne R1-CEP 2010-143-
(h1aKoHY B KapTOHHii Na6op NC CE & Ko. Rev 01 gns gitouoi peyosuHu Paclitaxel sig Bxe
KopoobUi KI, HimeuumHa 3aTBepKEeHOro Bupo6Hka POLYMED
(TecTyBaHHs); MM/ THERAPEUTICS, INC
Mikpob6ionoriwec
Mptochnabop Mm6X,
ABCTpis
(TecTyBaHHs)
153. | NAKNITEPO® KOHLeHTpaT Ans leTepo IHais FETEPO NNAB3 IHais BHECEHHS 3MiH 10 peecTpaviiiHiX maTtepianis: 3MiHu 3a UA/14743/01/01
PO34uHy ANs iHQy3ilA, Nab63 NIMITEL, | TMNy - 3MiHK WoA0 6e3nekn/edeKTUBHOCTI Ta peyenmom
6 mr/mnno 5 mn (30 Niviten hapmakoHarnsagy (iHwi 3MiHW) - BHECEHHS 3MiH A0
Mr), abo no 16,7 mn po3giny “MapkyBaHHa” MK /13: 3anponoHoBaHo:
(100 wmr), a6o no 50 MAPKYBAHH$A BignoBigHO A0 3aTBEPAXEHOr0
M (300 mr) y TEeKCTY MapKyBaHHA. OHOBNEHHA TEKCTY MapKyBaHHsA
dhnakoHi; no 1 YMakKoBKM NiKAPCbKOro 3acoby 3 BHECEHHAM
thnaKkoHy y KapTOHHil iHhopmaLii Wwoao 3a3Ha4YeHHs O4UHULb
Kopoo6Li BUMIpIOBaHHSA y cuctemi Sl. BBeieHHsA 3MiH
MPOTAroM 6-TW MiCALIB MiC/1A 3aTBEPAKEHHS
154. | NAHTOMPAS3 niocpinizat ans M.BioTek Benuka IMMAKY N IHais BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3MiHu 3a UA/17448/01/01
PO3UnHY NS iH ek Nimiteq BpuTtaHis NIAN®OCANEHCU3 | Tvny - 3MiHK Wopao 6e3nekn/edeKTMBHOCTI Ta peyenmom

no 40 mr; 1 conakoH y
nauui 3 KapToHy

MPABIT NIMITEL

thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3

BHECEHHSAM iHthopMmaLii LWOoA0 3a3HAYEHHS OANHULbB
BMMIpIOBaHHS y cuctemi Sl. BBegeHHs 3MiH
NPOTAroM 6-TW MiCALIB NiCNA 3aTBepPAKEHHS
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
155. | NAHTOMPA30 | Tabnetky, leTepo IHAis leTepo /1a63 IHAisa BHECEHHS 3MiH 10 peecTpaviliHiX maTtepianis: 3MiHu 3a UA/16116/01/01
N-rETEPO racTpopesnCTEHTHI No Nab63 Nimitepn | TMNYy - 3MiHK Woao 6e3nekn/eeKTUBHOCTI Ta peyenmom
20 mr no 10 TabneTok Nimiteq hapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0
y 6nictepi; no 1 abo po3giny “MapkyBaHHa” MKA /13: 3anponoHoBaHo:
no 3 6nictepu B MAPKYBAHH#A BignoBigHO A0 3aTBEPKEHOTO
KapTOHHI Kopo6Lyi TEeKCTY MapKyBaHHA. OHOBNEHHA TEKCTY MapKyBaHHsA
YNaKoBKM JiKapCbKOro 3acoby 3 BHECEHHAM
iHhopmaLii Woa0 3a3HaYeHHS O4UHULb
BMMIpIOBaHHSA y cuctemi Sl. BBeeHHs 3MiH
NpoTArom 6-TM MicALiB Nic/1a 3aTBepAKEHHS!
156. | MAHTOMPA30O | Tabnetku, leTepo IHais leTepo /1a63 IHais BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHM 3a UA/16116/01/02
N-rETEPO racTpope3ncTeHTHI No Na63 Nimiten | Tvny - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta peyenmom
40 wr no 10 TabneTtok Nimiten thapmakoHarnagy (iHwi 3MiHW) - BHECEHHA 3MiH [0
y 6nictepi; no 1 abo po3ainy “MapkyBaHHs" MKA J13: 3anponoHoBaHo:
no 3 6nictepu B MAPKYBAHHSA BignosigHo [0 3aTBEpPAXEHOT0
KapTOHHI KopobLyi TEKCTy MapKyBaHHS. OHOB/IEHHS TEKCTY MapKyBaHHS
yNakoBKM JiKapCbKOro 3acoby 3 BHECEHHAM
iHchopMmawii LLoA0 3a3HaYEHHS OAUHUL
BMMIpIOBaHHA y cuctemi Sl. BBeeHHs 3MiH
NpOTAroM 6-TM MicALIB Nicaa 3aTBepAKEHHS
157. | NEKTO/IBAH® cupon, no 100 may AT Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx maTtepiasiB: 3MiHK 6e3 UA/9396/01/01
ALl thnakoHi; no 1 "®papmak” | TMNy - AgMiHICTpPaTUBHI 3MiHW. 3MiHa peuenma

hnakoHy pasom 3
[,03YH04O0I0 JTOXKKOK B
nauui 3 KapToHy

HaliMeHyBaHHA Ta/abo afpecy 3asiBHMKaA (BNacHUKa
peeCTpaLiniHOro NocBigYeHHs) 3MiHa HalMeHyBaHHs
Ta agpecy 3asiBHUKa (BNacHMKa peecTpavuiiiHoro
noCBifYEHHS)

BBegeHHS 3MiH NPOTAroM 6-Tu MicALiB nic/s
3aTBEpPKEHHSA. 3MiHU | TUny - AgMiHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo afpecy micus
NPOBaPKEHHS Ais/IbHOCTI BUpOo6OHMKa/iMnopTepa
rOTOBOrO JliKapCbKoro 3acoby, BK/IYaoun AiNbHUL
BUMYCKY cepii abo MicLe NpoBefeHHs KOHTPO/HO
SKOCTI. (AiSNbHICTb, 3a 5Ky BiANoBigae
BMPOGHUK/iMNOpPTEp, BK/IKOYAKUM BUMYCK Cepili)
3MiHa HaliMeHyBaHHs Ta aipecy BUPOOHUKa, 6e3
3MiHM MicLA BUPOGHMLTBA: 3MiHM BHECEHI Y pO34inn
"Brpo6HMK" Ta "MicLe3HaxomKeHHs1 BUPOOHUKa Ta
ioro agpeca micuA NpoBaKeHHS AisnbHOCTI" B
IHCTPYKLUiO 4151 MeANYHOTO 3aCTOCYBaHHA Ta K
Hacnigok - BiANOBIAHI 3MiHN y TEKCTi MapKyBaHHS
ynakoBKK fikapcbKoro 3acoby. BBeAeHHS 3MiH
NPOTArom 6-Tv MiCSILiB Mic/s 3aTBePAKEHHS. 3MiHN |
TMny - 3MiHK Woao 6e3nekn/edpeKkTNBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) BHeceHHs 3miH A0
po3giny «MapkyBaHHs» MKA /13
3aTtBepmkeHo: MAPKYBAHHSA Bignosinae
HafaHOMy TEKCTY MapKyBaHHS yrNakoBKu npenapary.
3anponoHoBaHo:
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
MAPKYBAHHSA 3rifHO 3aTBEpA)KEHOrO TEKCTY
MapKyBaHHS. OHOB/IEHHS TEKCTY MapKyBaHHS
YMakoBKM NiKAPCbKOro 3aco6y 3 BHECEHHAM
iHcbopmawii LLoAo 3a3HaYEHHS OAUHULB
BMMIpIOBaHHA y cuctemi Sl. BBegeHHS 3MiH
NPOTAroM 6-T1 MIiCALIB MiC/1A 3aTBEPKEHHS
158. | NEMETPEKCE NOPOLLOK A/1A Akkopa Benuka BVMPOGHMLTBO, IHais/ BHECEHHS 3MiH 10 peecTpaviliHiX maTtepianis: 3MiHU 3a UA/17400/01/02
A AKKOPA, KOHLIeHTparty ans Xerckea BpuTaHis KOHTPO/b SIKOCTI, Benuka | TNy - BBEAEHHA A0AATKOBOrO a/ibTEPHATUBHOIO peyernmom
PO34nHy ANs iHdY3il Niviteq nepBrHHE Ta Bputanis/ pO3Mmipy cepii roToBOro nikapcbkoro 3acoby;
no 500 mr; no 1 BTOPWHHE ManbTa 3anpornoHoBaHo: 67,98 n/ 69,00 kr (3,300
h1aKkoHy 3 NOPOLLKOM nakyBaHHs: IHTac dhnakoHu); 133,99 n/ 136,00 (6,504 chnakoHw);
B nmauuj dapmacbioTikan3 267,98 n/ 272,00 kr (13,008 donakoHiB)
Nimiteq, IHAais
BiAnoBigabHU 3a
BUMYCK Cepii:
Akkoppg Xenckea
NimiTen, Benuka
BpuTaHisi BTOpUHHE
nakyBaHHSA: AKkopf,
Xenckea Jlimites,
Benuka BputaHis
KoHTposo AKocTi
cepii:
dapmagokc
Xenckea JitAa.,
ManbTa
159. | NEMETPEKCE NOPOLLOK A/15 Akkopa Benvka Akkoppg, Xenckea IHgis/ BHECEHHS 3MiH 0 peecTpauiiHnx maTtepiasiB: 3MiHN 3a UA/17400/01/03
A AKKOPJ, KOHLIeHTparty ans Xerckea BpuTaHis NimiTen, Benuka Benuka | TNy - BBEAEHHA A0AATKOBOrO a/ibTEPHATUBHOIO peyenmom
pO34nHy Ans iHdysili Nimiten BpuTtaHis BputaHis/ po3Mmipy cepii roToBoro sikapcbkoro 3acoby;
no 1000 mr, no 1 (BignoBigasibHUiA 3a ManbTa 3anponoHoBaHo: 67,98 51/ 69,00 kr (1657 donakoHm);
h1aKoHY 3 NOPOLLKOM BUNYCK cepii ); 135,96 n /138,00 kr (3 315,00 chnakoHiB)
B nauuj Akkopg, Xenckea
NimiTen, Benuka
BpuTaHis (BTOpUHHE
nakyBaHHs); IHTac
dapmacbroTikasic
NimiTes, IHAiA
(BUpOGHULTBO,
KOHTPO/1b SIKOCTI,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs);
dapmagokc
Xenckea N14,,
MasibTa (KOHTpOsib
SAKOCTI cepii)
160. | NEMETPEKCE niocpinizat gns M.BioTek Benuka PENAVHC NAN® IHais BHECEHHS 3MiH [10 peecTpauiliHix maTtepianis: 3mMiHK 3a UA/17843/01/01
A-MB NpUroTyBaHHs Ans NimiTeq BpuTaHis CANHCEC | TMNYy - 3MiHM Woa0 6e3nekn/edpeKTUBHOCTI Ta peyenmom
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
PO34mnHY ANs iHAY3il MPAVBIT NIMITEL, thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
no 100 mr; no 1 MapKyBaHHS1 YNakoBKYM J1ikapCbKOro 3acoby 3
chnakoHy B nayui BHECEHHAM iHthopMmaLii LOoA0 3a3HAYEHHS OANHULbB
BMMIpIOBaHHSA y cuctemi Sl. BBegeHHs 3MiH
NPOTArom 6-X MicALiB NicNa 3aTBePAKEHHSA
161. | NEMETPEKCE niocpinizat gns M.BioTek Benuka PENAVHC NAN® IHais BHECEHHS 3MiH 0 peecTpauiiHnx maTtepiasiB: 3MiHN 3a UA/17843/01/02
A-Mb NpUroTyBaHHA Ans Nimiten BpuTaHis CANHCEC | TMNY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI Ta peyenmom
PO34mnHY ANst iHQY3il MPABIT NIMITES, hapmakoHarnsgy (iHwi 3MiH1) - OHOBNIEHHSI TEKCTY
no 500 mr; no 1 MapKyBaHHS1 yNakoBKM J1ikapCbKOro 3acoby 3
hnakoHy B nauuj BHECEeHHAM iHhopMaLii LWoA0 3a3HauYeHHA OAVHULb
BMMIpIOBaHHA y cuctemi Sl. BBegeHHS 3MiH
NpoTArom 6-X MiCALIB MiCNA 3aTBEPAKEHHS
162. | NEHECTEP® TabneTkn, BKpUTI TOB Ykpaina TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 10 peecTpaLiliHiX maTtepianis: 3MiHK 3a UA/6000/01/01
060/10HKO0, N0 5 Mr "CaHocpi- Pecny6nika | TNy - NoAaHHA OHOBMIEHOTO cepTudikata peyenmom
Ne 30 (15x2): no 15 ABEHTIC BiANOBIAHOCTI €Bponelicbkiii hapmakonei Ne RO-
Tabnetok y 6nictepi; YkpaiHa" CEP 2013-238-Rev 01
no 2 6nictepn y Ans pitovoi pevosuHK Finasteride Big BXe
KapTOHHI KOpooL;i 3aTBepAKeHoro BMpo6Huka Hubei Gedian
Humanwell Pharmaceutical Co., Ltd; 3miHu | Tuny -
BUAATIEHHS aHaNITUYHOT METOAUKN LLOA0
BU3HAYEHHS BaXKKNX MeTasliB /15 AOMOMIKHOI
PEYOoBUHY riNpomMesosn, BiANoBiAHO A0 MOHOrpadil
EP; 3minu | TYny - foaasaHHA anbTepHaTUBHOIO
MeToAy aHa/liTUYHOTO BUMPOBYBaHHS LLIAXOM
raszoBoi xpomMartorpaqii 415 KiflbKiCHOro BU3HaYEeHHs
[OMOMDKHOT PEYOBUHY TiNPOMEeNo3n B [ONOBHEHHSA
[0 BXe ICHY0UO0ro MeTogy, AKvin onncaHo y
MoHorpadii EP
163. | NEHTOKCU®I/T | nopoLuok MpAT Ykpaina CaH PapmachbioTikan IHAiA BHECEHHS 3MiH 10 peECTpaLiiiHnX maTepianis: 3MiHU - UA/14344/01/01
IH KpucTanivyHmi "TexHonor" IHpacTpi3 /T4, | Tuny - 3miHuK 3 skocTi. CepTudikart
(cybeTaHuin) y BignosigHoOCTI/lE-cepTudpikat BignoBigHOCTI
noaBiNHNX €Bponeiicbkiit hapmakonei/MmoHorpadii. NMogaHHsA
nonieTuIeHoBKX HOBOro abo OHOBMIEHOro cepTudikaTa BifnoBiAHOCTI
naketax s a60 BUIyYeHHs cepTudpikarta BiANOBIAHOCTI
dhapmaLleBTUYHOro €Bponeiicbkiii hapmakonei: ans A®l; ana BuxigHoro
3aCcTOCyBaHHS marepiany/peareHTy/npomMikHOro NPOAYKTY, Lo

BMKOPUCTOBYIOTbCA Y BUPOOHULUTBI API; Ans
[0MNOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBAEHWi
cepTuguikart Bif yxe 3aTBepaKEHOro BUpobHUKa.
MopaHHsA OHOB/IEHOrO cepTudikaTy BifNOBIAHOCTI
€sponelicbkinn hbapmakonei Ne R1-CEP 1998-139-
Rev 05 Big, 3aTBEpoKEHOr0 BUPOOHUKA AD]
MeHTOKCUDiNIHY BUPO6HUMLTBA CaH ®apmachkloTikan
IHpacTpi3 N1T4., IHAia (3aTBepmxeHuid cepTudikar
BiANOBigHOCTI EBponeiickkili hapmakonei Ne R1-
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsio4yeHHs

CEP 1998-139-Rev 04). MNpvBegeHHs Cneundikaw,i
Ta MeTOAMK KOHTPOSIO Y BiANOBIAHICTL 40
akTyasibHoi MoHorpadii €sp.®apm. 0851 Ha
Pentoxifylline. MeToauky BU3HaYeHHS NOKa3HMKa
«3aNLLKOBI PO3YNHHUKN» NPUBELEHO Y
BiANOBIAHICTL A0 fodaTky Ao CEP. 3miHu B agpeci
BMPOGHMKa AP, yTOUHEHO HanucaHHsA cknagy Adl,
yNakKoBKU, 3a3Ha4YeHO «TepMiH NepeKoOHTPOsH»
3aMiCTb «TepMiH NpMAATHOCTI». 3MiHW | Tuny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo aapecy 3asiBHMKA (BNacHWKa peecTpaviiHoro
NocBiAYEHHS) - 3MiHA agpecy 3asBHVKa (BNacHuKa
peecTpauiiHoro noceigyeHHs). 3miHu | Tuny - 3miHn
3 AkocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneumdikauii Ta/abo 4ONYCTUMUX MEX, BU3HAYEHUX
y cneyudikauisix Ha A®l, abo BUXiAHWNIA/MPOMIXHWIA
NpoAYyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NpoLeci
BMPOGHMLTBA AD| (BUNYYEHHS HE3HAYHOTO
nokasHuka AKoCTi (Hanpuknag BUIyYeHHs
3acTapisioro nokasHuka)) - CynyTHs 3miHa - 3MiHu 3
AKoCTi. A®I. KoHTposb AdI. 3miHa y meTogax
BMNpo6yBaHHA A®I| abo BuxigHOro
mMartepiany/npomMiKHOro NPoAayKTy/peareHTy, LWo
BVKOPVCTOBYETLCS Y NpoLieCi BUPO6HMLTBA AD|
(iHWi 3MiHW) - BunyyeHHs [04aTKOBUX NOKa3HMKIB
«HacunHa ryctnHa» Ta «[ycTuHa nicns ycaakus» 3i
cneumdikauii Ta MeTogiB KOHTPOto Ha AdI
MeHTOKCKDiNIHY BUpOGHMLTBA CaH ®apmacbkloTikan
IHaacTpi3 fITg., [HAis

164.

NINEPA3VHY
ALVINIHAT-
JAPHULA

Tabnetku no 200 mr
no 10 TabneTtok y
KOHTYPHIli YapyHKOBIi
ynakosuj; no 1
KOHTYPHIli YapyHKOBIi
ynakosLi B nayLi; no
10 TabneTok y
KOHTYPHUX
YyapyHKOBUX
ynakoBkax

MpAT
"®apmauesT
nyHa chipma

"fapHuus”

Ykpaina

MpAT
"®GapmaueBTuyHa
ipma "OapHuus”

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiliHiX maTtepianis: 3MiHK
| TMNY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3miHKn) - 3amiHa po3gainy
“I'pachivuHe ochopmaEHHST ynakoBk/™ Ha
“MapkyBaHHs” B MKA J13. 3aTBEpAXEHO:
TPAPNYECKOE O®OPM/IEHNE YNAKOBKN
CornacHo npefocTas/ieHHbIM rpadMyeckum
n3obpaxeHusam. 3anponoHoBaHo: MAPKYBAHHA
BignoBigHO 40 3aTBEPAXKEHOIO TEKCTY MapKyBaHHS.
3MiHM BHECEHI B TEKCT MapKyBaHHS YNakoBKu
NikapCcbKoro 3acoby LL0A0 3a3Ha4YeHHS OANHULb
BMMIpIOBaHHA y cuctemi Sl. BBegeHHs 3MiH
MPOTAroM 6-TW MIiCALIB MiCNSA 3aTBEPAKEHHS

3a
peuyernmom

UA/7016/01/01

165.

MIPAHTEN

CYCMeH3is opasibHa,
250 mr/5 mn no 15 mn
npenapary y iakoHi
abo 6aHui; no 1
hnakoHy abo 6aHLi 3

TOB
"KYCYM
DAPM"

YKpaiHa

TOB "KYCYM
PAPM"

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLiliHiX maTtepianis: 3MiHu
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA NiKAPCbKMIA 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby (iHLWi 3MiHu)
- OHOBJ/IEHHSI BXE 3aTBEPIKEHUX METOAIB KOHTPO/IH
AKOCTI SliKapcbkoro 3acoby, a came BUKIafeHHS

6e3
peyenma

UA/6151/02/01
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsio4yeHHs

MipHOIO JTOXKOK Y
KapTOHHI ynakoBLi

TEKCTY [iep>KaBHOI MOBOIO 3riHO CY4aCHWNX BUMOT;
3MiHuM | TUNY - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
BHECEHHAM iHhopMaLii LWoA0 3a3Ha4YEeHHA OANHULLL
BMMIiptOBaHHA y cuctemi Sl. BHeceHHs 3miH Ao
po3giny «MapkyBaHHS»: 3anponoHOBaHO:
MapkyBaHHs 3rigHO i3 3aTBEPAKEHNM TEKCTOM
MapKyBaHHs. BBeeHHS 3MiH MPOTAromM 6-X micsuis
nicnsa 3aTBepKeHHs

166.

MIPALLETAM

PO34mnH N8 iH'ekuiin 20
%, no 5 mn a6o no 10
M, abo no 20 mn B
amnyni; 10 amnyn y
nauui 3 kapToHy; no 5
mn a6o no 10 mn, abo
no 20 mn B amnyni; no
5 amnyn y 6nictepi; no
2 6nictepu B navui 3
KapTOHY

AT
"®apmak”

YKpaiHa

AT "®dapmak”

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHK
| Tuny - AgMiHiCTpPaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo afpecy 3asiBHMKa (BNacHUKa
peecTpaLiiHoro NocBigYeHHs1) 3MiHa HaliMeHyBaHHs!
Ta agpecu 3asBHMKa (BNacHUKa peectpaviiHoro
nocBig4yeHHs)

BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBepMKEHHS 3MiHM | Tuny - AOMiHICTpaTWBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu micus
NPOBaPKEHHSA AiSIbHOCTI BUpobHMKa/imnopTepa
rOTOBOrO /liKapCbKoro 3acoby, BKAYaoun AifbHUL
BUNYCKy cepii abo MicLe NpoBeAeHHsI KOHTPO/0
AKOCTI. (AiSNbHICTb, 3a Ky Bignosigae
BMPOGHUK/iIMNOPTEp, BK/IKOYAKOUM BUMYCK Cepili)
3MiHa HalimeHyBaHHS Ta afpecn BUpPobHUKa, 6e3
3MiHM MicLA BUPOGHMLTBA: 3MiHW BHECEHI Y pO3Ainun
"Brpo6HuK" Ta "Micue3HaxomKeHHs BUPOOHUKa Ta
ioro agpeca MicLs NPoBaKEHHS Ais/IbHOCTI" B
iHCTPYKLU,0 4151 MeANYHOTO 3aCTOCYBaHHA Ta fK
HacnifokK - BiANOBIAHI 3MIHW y TEKCTI MapKyBaHHS
yNakoBKM likapCbKoro 3acoby. BeefeHHsA 3MiH
NPOTArom 6-Tv MiCALIB Micna 3aTBepAXKEHHS. 3MiHN |
TMny - 3MiHK WoAo 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHWM) BHeCeHHs 3MiH J0
po3giny «MapkyBaHHs» MKA 13
3arBepmkeHo: MAPKYBAHHSA Bignosigae
HafiaHOMy TeKCTy MapKyBaHHS. 3anponoHoBaHo:
MAPKYBAHH$A 3rigHo 3aTBEpAXEHOr0 TEKCTY
MapKyBaHHS. OHOB/IEHHS TEKCTY MapKyBaHHS
yNakoBKM /1iKapCbKOro 3acoby 3 BHECEHHAM
iHhopmaLii Woa0 3a3HaYeHHS O4UHULb
BMMIpIOBaHHS y cuctemi Sl. BBeeHHs 3MiH
NpOTAroM 6-T1 MicsAUIB NicNs 3aTBEPAKEHHS

3a
peyenmom

UA/1878/02/01

167.

MPAKCIC®

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKO0, No 500
Mr, N0 7 TabneTok y

TOB
"AcTpachapm

Ykpaina

TOB "Actpadapm”

YkpaiHa

BHECEHHS 3MiH 10 peECTpaLiiHNX MaTepianis: 3MiHKN
Il TMny - 3miHK 3 sKocTi. A®l. BUpo6GHMLTBO. 3MiHa
BMPOGHMKA BUXIAHOr0/NPOMIKHOTO
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYIOTLCS Y

3a
peyenmom

UA/14845/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
6nicTepi; no 2, 3 abo 4 BMPOGHMYOMY npotieci A®I, abo 3miHa BUPOGHUKaA
6nicTepy y KapTOHHiIl (BKTtOYatouK, e HeobXiaHO, Micue NPoBeAeHHs
Kopoo6Li KOHTpO/t0 sKocTi) AdI (3a BigcyTHOCTI cepTuddikata
BiANOBIAHOCTI E€Bponeiickkili hapmakonei y
3aTBEPAKEHOMY [0CHE)(BBEAEHHS HOBOrO
BMpO6HMKa AP| 3 HagaHHAM MacTep-thaiina Ha Adl)
— Bigbynacb 3amiHa BUPOOHUKa Ait040i pe4YoBUHN
unTUKONiHy Hatpito 3 Virden Intermediates Pvt.Ltd.,
IHAis Ha Zenji Pharmaceuticals (Suzhou) Ltd, Kutai
168. | NPEBEHAP® CycneHsis ans iH'ekujin MOAN3EP CLWA Baet Benuvka BHECEHHS 3MiH 10 peecTpaviliHiX maTtepianis: 3MiHK 3a UA/15864/01/01
131/ no 1 gosi (0,5 mn) y EWY.CLIMI. dapmaceyTuKasic, BputaHis/ | TMNY - BUNpaB/IeHHA MOMWUIOK Y PO34iNi 4OCbE peyenmom
PREVENAR® nonepegHL0 KOPIMOPEW Benvka BputaHis; Benbrisi/ 3.2.P.3.5 Summary Report - Shipping Qualifications
13 BAKUMHA HanoBHEHOMY LUNPUL; LH Mdpaiizep Ipnangis/ of 13vPnC Syringes to Commercial Distribution Sites
NMHEBMOKOKO | no 1 nonepefHbo MeHo ek ypUHr CLWA Ha BuMory EMA,; 3miHun | Tuny - gogaBaHHs
BA HarnoOBHEHOMY LLNPULLY Benbris HB, TeCTyBaHHs1 6iOHaBaHTaXEHHA nepeg, hinbTpaLito
MONICAXAPWUA, | Ta ogHiii Benerist; Mdpaiizep nig, yac popmyBaHHA BakUMHW; 3MiHW |l TNy -
HA BiJOKpEMIEeHili ronui B IpneHg, BBeEHHS AinbHULi MNcpalizep MeHgeK ypuHr
KOH'FOTOBAH iHAVBIAyanbHOMY dapmaceyTuKasic, Benbria HB, benbria (Pfizer Manufacturing Belgium
A 4OX/1i y 3aKpuUTOMy Ipnangis; bakctep NB, Rijksweg 12, Puurs, 2870, Belgium) y skocTi
(TPUHAQUATU | nnactukoBomy dapmaceyTukan aNbTepHaTMBHOIO BUPO6GHMKA, BiANOBIAAILHOIO 3a
BANEHTHA KOHTelHepi; no 1 ConmowmHe JINIC, (hopMyBaHHS BaKLVHW Ta NepBNHHE NakyBaHHS;
AACOPBOBAH | nnactukoBomy CLWA 3MmiHu |l Tuny - BBeAeHHA AinbHuui Mdaiizep
A) KOHTElHepy y MeHtohekuypuHr Benbris HB, Benbrisa (Pfizer
KapTOHHI KOpoOL; Manufacturing Belgium NB, Rijksweg 12, Puurs,
2870, Belgium) y fikocTi a/lbTepHaTUBHOIO
BUPOGHMKA, BIAMNOBIAA/ILHOIO 3a KOHTPO/Ib SIKOCTI
rOTOBOrO NPOAYKTY Npu BUMYCKY (OKpiM TECTYBaHHS
3a nokasHvkamu "BMICT a/TloMiHit0", "AHTUTEHHICTb")
169. | NPErA4ON kancynu no 300 mr, no My6niyHe Ykpaina My6niuHe YkpaiHa BHECEHHS 3MiH [J0 pEECTPaLiiiHMX MaTepianiB: 3MiHH, 3a UA/16387/01/03
10 kancyn y 6nicTepi; akuioHepHe akuioHepHe LLIO NOTPebYOTL HOBOI peecTpaLii: Ao4aBaHHsS HOBOI peuyenmom
no 3 6nictepy B navw,i TOBapuUCTBO TOBapUCTBO cum gii 300 mr
"HaykoBo- "HaykoBo-
BMPOGHNYMIA BUPOOHNYUMIA LLEHTP MepioAnyHICTb NOAAHHS PErYSIPHO OHOB/IIOBAHOMO
LEeHTp "BopLyariBcbkuii 3BiTYy 3 6e3neku, BignosiagHo A0 MNopsaKy 34iCHEHHS
"Bopuiariscb XiMmiKo- hapmakoHarnsgy, 3aTBepiKeHoro Hakasom
Knii XiMiko- hapMaLeBTUYHWI MiHicTepcTBa OXOpPOHM 340POB’'S YKpaiHu Big, 27
hapmauesT 3asofg” rpygHs 2006 poky Ne 898, 3apeecTpoBaHoro B
NYHWIA MinicTepcTBi tocTuuii Ykpainu 29 ciuHa 2007 poky 3a
3aBog" Ne 73/13340 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHY 34,0p0B's YKpaiHu Bif 26 BepecHst 2016
poky Ne 996), cTaHOBUTL: 3rifHO 3i CTpOKamu,
3a3HayYeHUMK y NepioANYHOCTI NOAAHHA PerynspHUX
3BITiB 3 6e3neku.
170. | NPOrPA®® Kancynu Teepgi no 0,5 Actennac [HigepnaHan Actennac lpnang Ipnangis BHECEHHS 3MiH 10 peECTpaLiiiHNX MaTepianis: 3MiHK 3a UA/4994/02/01
mr no 10 kancyny dapma Ko., NTg, | TVNY - fOAA@BaHHA aNlbTEPHATUBHOIO METOLY peyenmom
6nicTepi; no 5 tOpon B.B. BUNpobyBaHHs (MeTog 'X) 3 BUKOPUCTAHHAM
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
6nicTepis B KaninsapHoi konoHkn (DB-WAX) fo noTo4YHOro
aNtoMiHIEBOMY NakeTi; MeToZy (3 BUKOpUCTaHHSAM KOOHkM Shimalite) ana
no 1 nakety B BM3HAYEHHS 3a/IMLLKOBOT KiNIbKOCTI PO3UYMHHUKA
KapTOHHI Kopo6Li EtaHon B A®| Takponimyc, B npoLieci BAPO6HMLTBA
'N3 Mporpad (po3gin 3.2.P.3.4)
171. | NPOrPA®® Kancynu Teepgi no 1 Actennac [HigepnaHan Actennac lpnang Ipnangis BHECEHHS 3MiH [0 peecTpavuiliHiX maTtepianis: 3MiHK 3a UA/4994/02/02
mr no 10 kancyn y dapma Ko., T4 | TMny - goAasaHHA asibTEPHATUBHOIO METOAY peyenmom
6nictepi; no 5 tOpon B.B. BUNpobyBaHHs (MeTog, MNX) 3 BUKOPUCTaHHAM
6nicTepis B KaninsapHoi KonoHkn (DB-WAX) fo noTo4yHOro
atoMiHIEBOMY NakeTi; MeTogy (3 BUKOpUCTaHHAM KO/IoHkM Shimalite) ana
no 1 nakeTy B BU3HAYEHHS 3a/IMLLKOBOI Ki/IbKOCTi PO34MHHMKA
KapTOHHI KOpoOL; EtaHon B A®| Takponimyc, B npoLeci BUpobHMuTBa
'N3 Mporpad (po3gin 3.2.P.3.4)
172. | NPOrPA®® Kancynu Teepgi no 5 Actennac [Higepnanamn Actennac lpnang Ipnangis BHECEHHS 3MiH 10 peECTpaLiiiHNX MaTepianis: 3MiHK 3a UA/4994/02/03
mr no 10 kancyny dapma Ko., Nt | TUNY - foAAaBaHHA aflbTePHATUBHOIO MeToLY peyenmom
6nicTepi; no 5 tOpon B.B. BMNpobyBaHHA (MeTog 'X) 3 BUKOPUCTaHHAM
6nicTepis B KaninsapHoi KonoHkn (DB-WAX) fo noToyHoro
a/tOMiHIEBOMY NakeTi; MeToay (3 BUKOpUCTaHHSAAM KO/oHKM Shimalite) ansa
no 1 nakeTy B BU3HAYEHHS 3a/IMLLKOBOI KiNIbKOCTi PO3YMHHMKA
KapTOHHi KopobLyi Etanon B A®| Takponimyc, B npoLieci BUPo6HMLTBA
N3 MNporpad (po3gin 3.2.P.3.4)
173. | PENMEHUA NOPOLLOK A/1A nakcoCmit Benuka "nakco Bennkom PpaHuis/ BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3MiHu 3a UA/5370/01/01
iHransauii, nosoBaHuii, KnsiiH BpuTtaHis MpoaakLuH, AscTpanis | TMNy - oHOBNEHHA cneuudikaLii NikapcbKoro peyenmom
no 5 mr, 5 poraguckis Ekcnopt ®paHuis; 3aco6y NMpPOTAroM TepMiHy NpuAaTHOCTI A1s
3 4-Ma yapyHKamu, Nimiten "nakcoCmiTKnsiiH nokasHuka «MikpobionoriyHa unctota», BifnosBiaHO
KOXHa 3 SIKUX MIiCTUTb AscTpanisa Mty /14, [0 oHOoBMeHoro po3ainy EP 5.1.4. «Mikpo6ionoriyHa
OfHY [03Y NiKapCbKoro AscTpanis AKICTb HECTEPU/IBHUX hapMaLLeBTUYHKX Npenaparis
3acoby, y NnacTukosili Ta peyoBVH Ans hapMaueBTUYHOTO BUKOPUCTAHHS»,
KOpOO6Li y KOMNEKTi 3 a came: MponoHoBaHa pegakuia Cneuudikauis Ha
[unckxanepom y TepMiH npugaTHocTi. MikpobionoriyHa uncToTa:
KapTOHHII Kopo6Lli Bignosigae Bumoram EP (aitoue BugaHHA)
174. | PUHA3O/IH® Kpanni HasasnbHi, 0,1 AT Ykpaina AT "dapmak” Ykpaina BHECEHHS 3MiH 0 peecTpaLiiHnx maTtepiasiB: 3MiHM 6e3 UA/7191/01/03
Mr/mn, no 10 mny "®apmak” | Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa peyenma

thnakoHi; no 1
dhnakoHy B nauuj 3
KapTOHY

HalilMeHyBaHHs1 Ta/abo agpecy 3asiBHVKa (BNacHuKa
peecTpaviiHoOro NoCBiAYEHHS) - 3MiHa
HaliMeHyBaHHS Ta agpecu 3asBHUKa (BnacHuka
peecTpayiiiHoro noceig4eHHs1) BBegeHHsA 3MiH
NPOTArom 6-T1 MICALIB MiCNSA 3aTBEPKEHHS; 3MiHN |
TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS
Ta/abo agpecu MicLa NpoBaMKEHHS AiANbHOCTI
BMPOGHMKa/iMnopTepa roToBOro JlikapCbKoro 3acoby,
BK/1OUAI0UM AiNbHULI BUNYCKy cepii abo micue
NPOBeAEHHS KOHTPOJIIO AKOCTI. (4iSNbHICTb, 3a AKY
BiANoBigae BMpPOGHMK/iIMNopTep, BKIOYaKUM BUMYCK
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsio4yeHHs

cepiid) - 3MiHa HaliMeHyBaHHS Ta agpecun BUPO6OHUKa,
6e3 3MiHKM Micus BUpobHMUTBA (BBEAEHHSA 3MiH
NpOTArom 6-Tn MICALIB MiCNA 3aTBEPMKEHHS); 3MiHM |
TMny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) - OHOBJIEHHS TEKCTY
MapKyBaHHS yMakoBKM NiKapCbKOro 3acoby 3
BHECEHHSAM iHthopMalLii LoA0 3a3HaYeHHS OANHULbB
BUMIpIOBaHHsA y cuctemi Sl. BHeceHHs 3MiH 10
po3giny «MapkyBaHHs» MKA /13 3aTBepaXeHo:
MAPKYBAHHS BignoBigae HagaHoMy TekcTy
MapkyBaHHsA. 3anponoHosaHo: MAPKYBAHHA
3riHO 3aTBEPL)KEHOr0 TEKCTY MapKyBaHHS.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuUiB nicns
3aTBEPKEHHS.

175.

PUHASO/MIH®

Kpanni HasanbHi, 0,5
mr/mn, no 10 mny
(hN1akoHi 3 NpobKoKo-
KpanesibHMLUe abo y
hnakoHi 3 go3aTopawm;
no 1 pnakoHy B nauii

AT
"®apmak”

Ykpaina

AT "dapmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiliHiX maTtepianis: 3MiHU
| TMny - AgMiHIiCTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecy 3asiBHVKa (BnacHuKa
peecTpaviiiHoOro NoCBigYEHHS) - 3MiHa
HaliMeHyBaHHS Ta agpecu 3asaBHuKa (BnacHuka
peecTpaLiiHoro NocBigYeHHs1) BBefeHHs 3MiH
NPOTAroM 6-T1 MICALIB MiCNSA 3aTBEPAKEHHS; 3MiHN |
TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS
Ta/abo agpecu MicLa NPoBaMKEHHS AiANbHOCTI
BMPO6GHMKa/iMnopTepa roToBOro JlikapCbKoro 3acoby,
BK/IOHAKUM AiNbHULI BUNYCKy cepii abo micue
NPOBeAEHHS KOHTPOJIIO AKOCTI. (AiSNbHICTb, 3a AKY
BiANoBiga€e BUPOGHMK/IMNOPTEp, BKIOYaKUM BUMYCK
cepiid) - 3MiHa HaliMeHyBaHHS Ta agpecu BUPOOHUKa,
6e3 3MiHK Micus BUpobHMUTBa (BBEAEHHS 3MiH
NpoTArom 6-Tn MIiCALIB MiCNA 3aTBEPMXKEHHS); 3MiHK |
TMny - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) - OHOB/IEHHS TEKCTY
MapKyBaHHS yMakoBKM MiKapCbKoro 3acoby 3
BHECEeHHAM iHhopMaLii LWoA0 3a3HauYeHHA OAVHULb
BMMIpIOBaHHsA y cuctemi Sl. BHeceHHs 3MiH 40
po3giny «MapkyBaHHs» MKA /13 3aTBepaXeHo:
MAPKYBAHHSA Bignosigae HagaHoOMy TeKCTy
MapkyBaHHsA. 3anponoHosaHo: MAPKYBAHHA
3rigHo 3aTBEPAKEHOr0 TEKCTY MapKyBaHHS.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPKEHHS.

6e3
peyenma

UA/7191/01/01

176.

PUHASO/MIH®

Kpanni HasasbHi, 0,25
mr/mn, no 10 mny
hnakoHi 3 Npo6Koto-
KpanenbHuLeto abo y
hnakoHi 3 gosaTopawm;
no 1 conakoHy B naywi

AT
"®apmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx maTtepiasiB: 3MiHN
| TMNy - AgMiHICTpPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo afpecy 3asiBHMKaA (BNacHUKa
peecTpavuiiiHOro nNoceig4YeHHs) - 3MiHa
HallMeHyBaHHS Ta afpecu 3asiBHUKa (BNnacHUKa
peecTpaLiiHoro noceigyeHHs) BBeaeHHs 3MiH
NpPOTSArom 6-TM MicAILiB Mic/1A 3aTBEPAKEHHS; 3MiHM |

6e3
peyenma

UA/7191/01/02
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsio4yeHHs

TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS
Ta/abo agpecu MicLa NPoBaMKEHHS AiANbHOCTI
BMPOGHMKa/iMnopTepa roToBOro JlikapCbKoro 3acoby,
BKJ/IOUAI0UM AiNbHULI BUNYCKy cepil abo micue
NPOBeAEHHS KOHTPOJIHO AKOCTI. (4iSNbHICTb, 3a AKY
BiANoBigae BUPOGHMK/IMNOPTEp, BKIOYaKUN BUMYCK
cepiid) - 3MiHa HaliMeHyBaHHS Ta agpecu BUPOOHUKa,
6e3 3MiHKM Micus BUpobHMUTBA (BBEAEHHS 3MiH
NpOTArom 6-Tn MICALIB MiCNA 3aTBEPMKEHHS); 3MiHK |
TMny - 3MiHK Woao 6e3nekn/edpeKkTNBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) - OHOBJIEHHS TEKCTY
MapKyBaHHS yMakoBKM NMiKapCbKOro 3acoby 3
BHECEHHSAM iH(hopMaLii LLoA0 3a3HaYeHHS OANHULbB
BMMIpIOBaHHSA y cuctemi Sl. BHeceHHs 3MiH 10
po3giny «MapkyBaHHs» MKA /13 3aTBEpAXeHO:
MAPKYBAHHS BignoBigae HagaHoMy TekcTy
MapkyBaHHsA. 3anponoHosaHo: MAPKYBAHHA
3riHO 3aTBEPLKEHOr0 TEKCTY MapKyBaHHS.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuUiB nicns
3aTBEPKEHHS.

177.

PUCMNEPOH®

TabneTkn, BKPUTI
NNiBKOBOKO
060/10HKOI0, N0 4 Mr
no 10 TabneTtok y
6nicTepi, no 3 abo no
6 6nicTepis B
KapTOHHIN nauui

3AT
"®apmnira”

JNnToBcbKa
Pecny6nika

BANIKAHOAPMA-
LOYMHULA AL

Bonrapis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
TexHiyHa nomuska (3rigHo Hakasy MO3 Big
23.07.2015 Ne 460) - TexHi4YHY NOMWUIIKY BUNPaBAEHO
B TEKCTi MapKyBaHHsA Ha BTOPWHHIN ynakosLi /13;
3anponoHosaHo: 11. HAMUMEHYBAHHS |
MICLIE3HAXOXXEHHA BUPOBHUKA TA/ABO
3AABHUKA BupobHuk: BAIKAH®APMA-AYNHNLIA
A/l Byn. Camokoscko LLloce 3, AynHuus 2600,
Bonrapis 3assHuk: 3AT «dPAPMITA» Byn.
MeiicTpy, 9, M. BinbHtoc, LT-02189, /IuToBCbKa
Pecny6nika. 3asHaueHe BUNpaB/eHHS BiANOBIAaEe
mMartepiasiaM peecTpauiiHoro Aocke

3a
peuyernmom

UA/13764/01/01

178.

PIHA3AN®

cnpeit HazanbHWiA,
no3oBaHwuii 0,5 mr/mn;
no 10 mn 'y oniakoHi,
no 1 cpnakoHy 3
[03YH04MM HAacoCOM Y
navui

MpAT
"®apmauesT
nyHa thipma

"OapHnua"

YkpaiHa

MpAT
"GapmaueBTuyHa
dipma "JapHuus"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx maTtepiasiB: 3MiHN
| TMNy - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsagy (iHLwi 3MiHW) - OHOBIEHHS TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
BHECEHHAM iHhopMaLii LWoA0 3a3Ha4YeHHA OANHUL
BUMIpIOBaHHSA Y cuctemi Sl. TepmiH BBEAEHHSA 3MiH:
npoTArom 6 MicALiB 3 faTu 3aTBepPI)KEHHS

6e3
peyenma

UA/1751/02/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
179. | PIHASAN® cnpeii HasasIbHUiA, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHiX maTtepianis: 3MiHu 6e3 UA/1751/02/02
no3oBaHuii 1,0 mr/mn; "®apmaueBT "PapmaleBThYHA | TMNYy - 3MiHK Woao 6e3nekn/eeKTUBHOCTI Ta peuenma
no 10 mn y donakoHi, nyHa thipma dipma "OapHuus" hapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
no 1 conakoHy 3 "fapHuus" MapKyBaHHS! yMakoBKM NiKapcbKoro 3acoby 3
[03YH04MM HACcOCOM Y BHECEHHAM iH(hopMaLlii LoA0 3a3HaYeHHS OANHULb
nauui BMMIpIOBaHHSA Y cuctemi Sl. TepmiH BBEAEHHS 3MiH:
npoTArom 6 MicALiB 3 faTV 3aTBepPI)KEHHS
180. | POBATIHEKC Kancynu PoBa IpnaHgais KataneHt HimeyunHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/17341/01/01
KMLLKOBOPO3YMHHI, dapmacbHoTi HimeuunHa Egepbay | Higepnangu TeXHiuHa nomuska (3rigHo Hakasy MO3 Big peyernmom
M’ski; no 10 kancyn B Kauic 114, LxiMBEAY, [ lpnaHgis/ 23.07.2015 Ne 460) - BUnpaBfeHHs TEXHIYHUX
6nictepi, no 5 HimeuunHa PymyHis NoOMUAOK, 3rigHo nNn.4 n.2.4. po3giny VI Hakasy MO3
6nicTepis B nauuj 3 (BMPOGHMK, Ykpainu Bif 26.08.2005p. Ne 426 (y pepakuii Hakasy
KapToHY BiANOBigaIbHMI 3a MOS3 Ykpainu Big 23.07.2015 p Ne 460) — noOMUNKM
HanoBHEHHS noB'si3aHi 3 nepeknagoM abo NepeHeceHHAM
kancyn); MMN® B.B. iHchbopmawii, siki 6y gonyLieHi nig yac NpoBeAeHHs
(MaHydhakTypuHr npoueaypw peecTpadii ikapcbkoro 3acoby (Hakas
MakiHr ®apmaka), Ne716 Big 03.04.2019p.). Y Cnevuudpikauii MeTozis
HigepnaHgn KOHTPO/IO SKOCTi A1 nokasHuka «BigHocHa rycTrHa
(nepBuHHa Ta (20 ?)» 6yno fonyLieHo NOMW/IKY, He 3a3Ha4YeHO
BTOPVHHA NPUMITKY «*» fika BKa3ye Ha Te, L0 3a3HayeHunii Tect
ynakoBka); Posa BMKOHYETbLCS /IMLLE HA MOMEHT BUMYCKY. 3a3HayeHe
dapmacbioTikasc BUNPaB/IEHHs BignoBigae marepiasiam
nta., lpnangis peecTpaLiiiHoro Aocke
(BignoBsiganbHuin 3a
MOBHWIA LMKN
BUPOGHMUTBA (KPiM
HanoBHEHHSA
kancyn)); C.K. Csicc
Kanc PymyHis
C.P.J1., PymyHis
(BUPOGHMK,
BignoBigabHU 3a
HaMOBHEHHS Kancy)
181. | POKCUMNIM nopoLLoK Ansa po3unHy | POTA®APM |TypeuunHa | PapmaBixH CaH. Be TypeyunHa BHECEHHS 3MiH 10 peecTpaLiliHiX maTtepianis: 3MiHu 3a UA/15288/01/01
ONA iH'ekuid, no 1,0 r; ITAYNAPI Tigpk. A.LL. | TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
1 donakoH 3 MOPOLLUKOM ATA. WTI. thapmakoHarnsgy. BeegeHHst abo 3miHM go

B KOMM/IekTi 3 1
amMnysiol Po3YMHHMKaA
(BOgM Ans iH'eKuin) no
10 MmNy KapTOHHii
Kopoo6Li

y3araslbHeHNX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3araslbHEHVX AaHUX NPO cUcTeMy
hapmakoHarnsigy, 3aMiHa ynoBHOBaXKeHOI 0coou,
BiANOBiAaNbLHOI 3a 34ilicHeHHS chapmakoHarnaay;
KOHTaKTHOI 0cobu 3 hapmMakoHarnsay 3assHvKa Ans
3[iicCHEHHS (hapMakoHarnsay B YKpaiHi, SKLL0 BOHA
BiAMIHHA Bifl YNOBHOBaXeHOI 0co6M, BiANOBIAA/IbHOI
3a 34ilicHEHHA hapmakoHarnsgy (Bkiovaouu
KOHTaKTHi fjaHi) Ta/abo 3MiHM y PO3MiLLlEeHHI macTep-
thaiina cuctemu chapmakoHarnsay) - aMmiHa
KOHTaKTHUX iaHWX YMOBHOBaXEHOI ocobu,
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsio4yeHHs

BiANOBiAaNbHOI 3a chapmakoHarnsg,. 3miHa
KOHTaKTHUX JaHWUX KOHTaKTHOT 0CO6U YNOBHOBaXEHOT
0cobu 3asiBHUKA, BiANOBIAA/ILHOI 3@
hapmakoHarnsg B YkpaiHi

182.

CAHIBA®

PO34MH 419 POTOBOI
NOPOXHWHM No 100 mn
y thnakoHi; no 1
(hN1akoHy 3 MipHUM
CTaKkaH4MKOM B naui

MpAT
"®dapmauesT
M4yHa chipma

"fNapHuus"

YKpaiHa

MpAT
"apmaueBTnyHa
chipma "OapHuus”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHU
| TMny - 3MiHK 3 AKOCTi. FOTOBMIA NikapCbkunii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npugatHocTi abo
ymoBax 36epiraHHsi roTOBOro fikapcbKoro 3acoby

(36inbLUEHHs TEPMiIHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - 15 ToproBoi ynakoBku
(niaTBEPMKYETHCA AAHUMW PEASILHOIO Yacy) -

36iNbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO

NiKapCbKoro 3acoby Ha OCHOBI MO3UTUBHUX

pesynbTaTis JOBFOCTPOKOBUX AOC/IMKEHD
CTabiNbHOCTI y peasibHOMY Yaci: 3aTBepaKeHo:
TepMiH npugartHocTi 1.5 poku. 3anponoHoBaHo:
TepMiH NpUAATHOCTI 2 POKU. 3MiHW BHECEHI B
IHCTPYKLi0 AN MeAUYHOro 3acTocyBaHHs /13y p.
"TepMiH npuaaTHOCTI". BBeAeHHA 3MiH NPOTArom 6-
TN MICALIB NiC/IA 3aTBEPAKEHHS.

6e3
peuyenma

UA/16981/01/01

183.

CEBO®/TYPAH

pignHa ans iHransuin
100 %, no 250 mn
npenapary y nakoHi

Mipaman
KpiTikan Kep
IHK

CLA

Mipaman KpiTtikan
Kep IHK

CLUA

BHECEHHS 3MiH A0 peecTpaLiiHuMx maTepiaiiB:
3MiHu | TUNY - 3MiHN Wopao 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHKX NPO cUcTemy
thapmakoHarnagy, 3miHa ynosHoBaxeHoi ocoou,
BiANOBIAA/IbHOT 3a 34iICHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0cobu 3 hapMakoHarsay 3asiBHvKa ons
3ailicHeHHA hapMakoHarnsgy B YKpaiHi, SKLL0 BoHa
BigMiHHa Bif, yNnOBHOBaXKEHO| 0CO6M, BiAnoBigabHOI
3a 3jjiicHeHHs hapMakoHarnsay (Bkiryarun
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MILLLEeHHI macTep-
thaiina cuctemu thapmakoHarnsgy) - 3miHa
YMNOBHOBaXEHOT 0CO6YM 3a8BHMKA, BigNoBigaibHOI 3a
hapmakoHarnsag.

[Litoua pepakuisn: Dr. Ruchi Pande. MNponoHoBaHa
pegakuis: Dr. Manoj Swaminathan. 3miHa
KOHTaKTHUX JaHKX YNOBHOBaXeHOT 0COBM 3asBHMKa,
Bi4NoBiAa/IbHOI 32 dhapMakoHarnsga.

3a
peyenmom

UA/14824/01/01

184.

CIHIXAPAI®

TabneTku, BKPUTI
nNiBKOBOKO
060/10HKO, 5 Mr/1000
mr; no 10 TabneTok B
6nictepi; no 6
6nicTepiB y KAPTOHHIN
KopooLi

BepiHrep
IHrenbxaim
IHTEepHeLHN
mM6X

HimeuunHa

A eHp Em LUTabTecT
'm6X, HimeuyunHa
(koHTposb AKOCTI (3a
BUHATKOM TecTy
"Mikpob6ionoriuHa
uncToTa")); bepiHrep
IHrenbxaiim Ennac
A.E., Ipeuis

HimeyunHa/
Ipevis

BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3MiHu
Il Tvny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOPOTKill XxapakTepucTuLi
NikapcbKoro 3acoby, TEKCTi MapKyBaHHsA Ta
IHCTPYKLT A1 MeAUYHOro 3aCTOCYBaHHSA Y 3B'A3KY i3
HOBUMW JaHVWMM 3 SIKOCTi, AOK/TIHIYHMMU, KNiHIYHUMM
OaHUMKN Ta AaHvmu 3 dpapmakoHarnsgy - 3miHu
BHECEHO /10 iIHCTPYKLIi 418 MenyHoro

3a
peyenmom

UA/15724/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
(BUpO6HMLTBO, 3aCcTOCyBaHHS NiKapcbKoro 3acoby Ao po3ginis
KOHTPO/b SIKOCTI (3a

BVHATKOM TeCTy
"MikpobionoriyHa
yucroTta"), nepBuUHHE
Ta BTOPUHHE
nakyBaHHS1, BUMYCK
cepii); bepiHrep
IHrenbxanm dapma
rm6X i Ko. K,
HimeuunHa
(BUpO6HMLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b IKOCTI,
BUNYyCK cepii);
K'toENCiEc EIME,
Ipeuis
(anbTepHaTVBHA
naboparopia ans
KOHTPOIO TecTy
"Mikpob6ionoriyHa
yncroTta"); Jlabop
N+C AT, Himeuunna
(anbTepHaTVBHA
nabopartopia ans
KOHTPO/IO TecTy
"Mikpob6ionoriyHa
unctota"); Crc
IHCTUTYT PpeseHiyc
'M6X, HimeyunHa
(anbTepHaTuBHa
naboparopia ans
KOHTPO/IO TecTy
"Mikpob6ionoriuHa
ymcroTa"); dapm/lor
dapma JloakicTik
'm6X, HimeyunHa
(anbTepHaTuBHa
OinbHUUA ans
BTOPUHHOTO
nakyBaHHs);
LLiteremaHH
JNboHdepnakyHreH
yHA, NoricTiwep
Cepsic e. K.,
HimeuunHa

(anbTepHaTBHA

"MpoTmnokasaHHA", "OcobaMBOCTI 3aCTOCYBaHHSA",
"B3aemogis 3 iHWMMK flikapCbkumn 3acobamm Ta
iHWI BMAW B3aemogiin”, "Cnocib 3acTocyBaHHs Ta
nosn”, "Mepepno3sysaHHA", "MobivHI peakuii” Ta 4o
HaCTYMHWX PO3A4iNiB KOPOTKOI XapakTepucTunkn "4.2
[o3n Ta cnoci6 3actocyBaHHs", "4.4.
MpoTunokasaHHA", "4.5 Ocob6nMBi NonepeskeHHs Ta
3anobixHi 3axoaun Npu 3actocyBaHHi", "4.6
B3aemogis 3 iHWKMKM fikapcbkMu 3acobamu Ta iHLWi
BMAM B3aemogiii”, "4.9 Mob6iuni peakuii”, "4.10
Mepeno3yBaHHsA". BBEAEHHSA 3MiH NPOTArom 6-Tu
MicALIB MicnsA 3aTBepAKEHHS; 3MiHM I Tuny - 3MiHK
wofo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsagy.
3MiHN Y KOPOTKili XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKLi 4ns
MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3 HOBUMMU
OaHVIMU 3 SKOCTi, AOKMIHIYHUMM, KAIHIYHUMW aHUMK
Ta AaHumu 3 hapmakoHarnsgy - 3MmiHM BHECEHO [0
IHCTPYKU|i 418 MeANYHOro 3acToCyBaHHA
niKapcbKoro 3acoby fo posginis "OcobanBocCTi
3acTocyBaHHs", "B3aemogis 3 iHWMMK fliKkapCbKUMuy
3acobamu Ta iHWi B1uamM B3aemogiii”, "Cnocio
3aCTOCyBaHHA Ta A031" Ta [0 HACTYMHUX PO34inis
KOPOTKOI xapakTepuctukmn "4.2 [1o3u Ta cnocid
3acTocyBaHHsA", "4.5 OcobmBI nonepexeHHs Ta
3anobixHi 3axoaun Npu 3actocyBaHHi", "4.6
B3aemogis 3 iHWKMKM fikapcbkMu 3acobamu Ta iHLWi
BUAW B3aeEMOAj". BBeeHHs1 3MiH NpoTArom 6-Tu
MicSLiB NicNsA 3aTBEPAYKEHHS
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Ne

Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
OinbHUUS ans
BTOPWHHOTO
nakyBaHHs)
185. | CIHIXKAPAI® TabneTku, BKpUTI BepiHrep HimeuunHa | A eng Em LUTabTect HiMeuyunHa/ | BHeCeHHs 3MiH 10 peecTpauiliHiX MaTepianis: 3MiHU 3a UA/15722/01/01
nNiBKOBOKO IHrenbxanm 'mM6X, HimeuunHa Ipeuis Il Tuny - 3miHK Wopo 6e3nekn/ehekTUBHOCTI Ta peyenmom
o6onoHkoto, 12,5 IHTEepHeLwHN (koHTposb AKOCTI (3a thapmakoHarnagy. 3MiH1 y KOPOTKiil XxapakTepucTuLi
mr/1000 mr; no 10 mM6X

Tabnetok B 6nictepi;
no 6 6nictepis y
KapTOHHI Kopo6Lyi

BUHATKOM TecTy
"Mikpob6ionoriyHa
yncToTa")); bepiHrep
IHrenbxaiim Ennac
A.E., I'peuis
(BUpOGHMLTBO,
KOHTPO/b AKOCTI (3a
BUHSATKOM TecTy
"MikpobionoriuHa
yucroTta"), nepBuHHe
Ta BTOPUHHE
nakyBaHHs, BUMYyCK
cepii); bepiHrep
IHrenbxaiim ®apma
v6X i Ko. KT,
HimeuunHa
(BMPOGHMLTBO,
nepBrHHE Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BUNYyCK cepii);
K'loEiCIEc ENE,
Ipeuis
(anbTepHaTVBHA
nab6opartopis ans
KOHTPO/IO TecTy
"Mikpob6ionoriyHa
yncrota"); Jlabop
N+C Arl, HimeuyunHa
(anbTepHaTVBHA
nab6opartopis Ans
KOHTPO/IO TecTy
"MikpobionoriyHa
unctorta"); Crc
IHCTUTYT ®peseHiyc
v6X, Himeuunna
(anbTepHaTVBHA
nabopartopia ans
KOHTPO/IO TecTy
"Mikpob6ionoriyHa
ynctorta"); Papm/ior

NikapCcbKoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKL,ii 415 MeAUYHOro 3aCTOCyBaHHS Y 3B'A3KY i3
HOBMMW JaHUMU 3 AKOCTi, AOKAIHIYHUMU, KIHIYHUMM

JaHnMy Ta jaHnuMuy 3 dpapMakoHarniagy - 3MmiHu
BHECEHO [10 IHCTPYKLiT 418 MenyHOro
3aCcTOCyBaHHS NiKapCcbKoro 3acoby Ao po3ginis
"MpoTunokasaHHsa", "OcobMBOCTI 3acToCyBaHHS",
"B3aemogisa 3 iHWMMKM NiKapcbkumm 3acobammn Ta
iHWI BMAW B3aemogiin", "Cnocib 3acTocyBaHHA Ta
nosn”, "MepenosyBaHHsa", "Mo6iyHI peakuii” Ta Ao
HaCTYMHUX PO3AiNiB KOPOTKOI XapakTepucTunku "4.2
[lo3un Ta cnoci6 3actocyBaHHs", "4.4.
MpoTtunokasaHHa", "4.5 Oco61Bi NonepemkKeHHs Ta

3ano6ixHi 3axoaun nNpyu 3acTocyBaHHI", "4.6

B3aemogis 3 iHWKMK AikapcbkrMmn 3acobamm Ta iHLWi
BMAM B3aemogiii”, "4.9 MobiyHi peaxuii”, "4.10
Mepeno3yBaHHA". BBeAEHHSA 3MiH NPOTAroM 6-Tn
MicsALiB MicnsA 3aTBEPAKEHHS; 3MiHM Il Tuny - 3MiHK
Lwoao 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnagy.
3MiHU Y KOPOTKili XapakTepucTuLi NnikapcbKoro
3aco6y, TEKCTI MapKyBaHHA Ta iIHCTPYKLiT Ans
Me[MYHOrO 3aCTOCYBaHHSA Y 3B’A3KY i3 HOBUMMU
OaHUMK 3 SKOCTi, AOKNIHIYHUMMN, KAIHIYHUMW JaHMK
Ta JaHumu 3 dpapmakoHarnsgy - 3MiHM BHECEHO [0

IHCTPYKLU|i 41151 MeANYHOTO 3aCTOCYBaHHSA

niKkapcbKoro 3acoby Ao po3sainis "OcobanBoCTi
3acTocyBaHHs", "B3aemogis 3 iHWMMK flikapCbKuMu
3acob6amu Ta iHLWi BuAy B3aemogiii”, "Cnocio
3acToCcyBaHHs Ta [03K" Ta [0 HACTYNHUX Po3ginis
KOPOTKOI XapakTepuctukn "4.2 [,o3n Ta cnocio
3actocyBaHHs", "4.5 Oco6/1Bi nonepekeHHs Ta

3ano6ixHi 3axoaun nNpyu 3acTocyBaHHI", "4.6

B3aemogis 3 iHWKMK AikapcbkMmn 3acob6amm Ta iHLWi
BMAW B3aEMOAj". BBeEHHS 3MiH NpOTArom 6-Tu
MiCALiB nicna 3aTBepAKeHHs
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
dapma JlogxicTik
'M6X, HimeyunHa
(anbTepHaTuBHa
OinbHUUS ans
BTOPUHHOIO
nakyBaHHs);
LLiteremaHH
JNboHepnakyHreH
yHA, oricTiwep
Cepsic e. K.,
HimeuunHa
(anbTepHaTuBHa
OinbHUUS ans
BTOPUHHOIO
nakyBaHHs)
186. | CMEKTANIA® CycCrneH3sis opasibHa, 3 INCEH ®paHuin Bupo6HMLUTBO, PpaHuin BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHa 6e3 UA/16696/01/01
r; no 10,27 r cycnexsii KOHCBbIOM nepBuUHHE Ta 3asBHMKa (BNacHMKa peecTpauiiHoro nocBigYeHHs) peyenma
Opas1bHOT B NaKETUKY; EP BTOPWHHE (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460).
no 12 nakeTukis y XENCKEA, nakyBaHHs, BBefeHHA 3MiH NpoTArom 6 MicAuis nicns
KapTOHHI KopooLyi AKUjioHepHe KOHTPO/b SIKOCTI, 3aTBEPKEHHS. 3MiHM | TUny - 3MiHW WoA0
TOBapuCTBO BUMYCK cepii Ta 6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy.
CMpOoLLEHOro 36epiraHHs: BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX AaHux Npo
Tmny Bodyp InceH cucTemy thapmakoHarnsgy (BBefieHHs y3arasibHEHNX
IHaycTpi, ®paHuis; [aHnx nNpo cmuctemy chapmakoHarnsgy, amiHa
Bupo6HMLTBO, yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
nepBuHHE Ta 3AiicCHeHHA hapMakoHarnsay; KOHTaKTHOT ocobu 3
BTOPVHHE hapmakoHarnsagy 3asBHuKa 415 34iCHEHHA
nakyBaHHs, hapmMakoHarnsgy B YkpaiHi, AKLWO BOHA BigMiHHa Bif,
KOHTPO/b SIKOCTI, YNOBHOB&XEHOI 0CO6MU, BiANOBiAaNLHOI 3a
BUMYCK cepii Ta 3fjficHeHHs chapmakoHarnsagy (Bkaoyarun
36epiraHHs: KOHTaKTHi AaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
dapmarTic, PpaHuis thaiina cuctemun chapmakoHarnsgy). 3miHa
KOHTaKTHMX AaHWX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
Bi4NoBiAa/IbHOT 32 hapmakoHarnsag.
3MiHa MicLA 34iACHEHHSI OCHOBHOI AisifIbHOCTI 3
hapmakoHarniagy. 3miHa MicLe3Haxo4KeHHs
macTep-aiina cuctemun dhapmakoHarnsgy Ta noro
Homepa.
187. | CMEKTANIA® CycCneHsis opasibHa, 3 INCEH ®paHuis Bupo6HMLTBO, dpaHuis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepiasiB: 3MiHM 6e3 UA/16696/01/01
r; no 10,27 r cycnewsii ®APMA NnepBuHHe Ta | TMny - 3miHu 3 AkocTi. APL.KoHTpoib A®L. 3miHa y peyenma
OpasibHOT B NaKeTUKy; BTOPWHHE napameTpax cneuudikaLii Ta/abo JOMYCTUMUX MEX,
no 12 nakeTukiB y nakyBaHHs1, BM3HaYeHnx y cneyndikauisx Ha A®l, abo

KapTOHHI Kopo6Lyi

KOHTPO/b SKOCTI,
BUMYCK cepii Ta
36epiraHHs:
Boduyp InceH
IHaycTpi, ®paHuis;
Bupo6HMLTBO,

BUXiAHWA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y npoueci BUpobHuutea A®|
(3BY)KEHHS JOMYCTUMMX MEX, BUHAYEHUX Y
creundikauii). 3BY>XeHHS LONYCTUMUX MeX 3a
nokasHNKoMm «CBUHeLb» B cneuudikaLii Ha BUXigHy
PEYOBWHY CUPOI [NIMHW ANOCMEKTUTY (3aTBEPAKEHO:
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

nepBuHHe Ta
BTOPVHHE
nakyBaHHs1,
KOHTPO/b SIKOCTI,
BMNYCK cepii Ta
36epiraHHs:
dapmaric, dpaHuis

< 6,5 ppm; 3anponoHoBaHo: < 4,0 ppm).
3MiHu | TUNY - 3MiHK 3 AKOCTi. A®l. KOHTponb AdI.
3MmiHa y napameTpax cneuudikauii Ta/abo
LONYCTUMKX MEX, BUSHAYEHVX Y crieumdikaLisax Ha
A®DI, ab0 BUXigHWIA/NPOMIXHUIA NPOAYKT/peareHT, wo
BMKOPVCTOBYIOTbCA Y npoueci BupobHuuytea Ad|
(3BY)KEHHS AOMYCTUMMX MEX, BUSHAUYEHUX Y
creundikaLii) - 3BY>XXeHHS AONYyCTUMUX MEX 3a
nokasHNKoM «CBUHeLb» B cneumdikalii Ha giouy
PeyoBMHY ANOCMEKTUTY (3aTBepKeHO: < 6,5 ppm;
3anpornoHoBaHo: < 4,0 ppm). 3MiHu | TUNy: 3MiHK 3
AKOCTi. A®I. KoHTponb AdI. 3miHa y napameTpax
cneundikauii Ta/abo AONYCTUMMX MEX, BU3HAUYEHNX
y cneyudikauisix Ha A®l, abo BUXiAHNIA/MPOMIXHWIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NPOLLECI
BMpO6HUMLTBAa AD| (4ONOBHEHHS cneuymdikalii HOBUM
NOKa3HNKOM SIKOCTI Ta BiANOBIAHUM METOL0M
BMNPOGYBaHHS) — AONOBHEHHSA crneumdikayii Ha
BUXifIHY PEYOBWHY CUPOI IIMHN ANOCMEKTUTY HOBUM
nokasHukoM «Kagmii» 3 KputepisiMm NPUAHATHOCTI <
0,2 ppm Ta 3 BigNoBiAHNM METOAOM BUMPOOYBaHHS.
3MiHn | TUny: 3miHK 3 skocTi. A®I. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
O0NyCTUMUX MEX, BUSHAYEHVX Y crieumdikaLisax Ha
A®l, abo BUXiAHWIA/NPOMDKHWIA MPOAYKT/peareHT, Wwo
BMKOPUCTOBYIOTLCA Y Npoueci BUpobHuuTBa AdI
(monoBHeHHSA cneuudikaLii HOBUM NOKa3HUKOM
AKOCTI Ta BiAMoBigHMM MEeTOA40M BUNPOOYBaHHS) -
[LOMOBHEHHS creuundikaLii Ha fitody peqyoBuHy
[NOCMEKTUTY HOBMM NOKa3HWKOM «Kaamii» 3
KpuTepiamun npuitHaTHocTi < 0,2 ppm Ta 3
BiANOBIAHMM METOAOM BUNPOBYBaHHA. 3MiHN | TUNy:
3MiHn 3 axocTi. A®I. KonTponb A®I. 3miHa y
napameTpax crneuudikauiii Ta/abo JOMyCTUMUX MeX,
BM3HauYeHux y cneyndikauisx Ha A®l, abo
BUXIAHWA/MPOMDKHMI NpoAyKT/pearexT, Wwo
BMKOPVCTOBYIOTHCS Y npoueci BupobHuutea Ad|
(8ONOBHEHHSA cneumdikayii HOBUM NOKa3HUKOM
AKOCTI Ta BifMNoBigH/M METOLOM BUNPOOYBaHHS) —
[OMNOBHEHHA creumdikalii Ha BUXiAHY PeqyoBUHY
CUPOI FTMHU ANOCMEKTUTY HOBUM MOKA3HUKOM
«BaHagijin» 3 kpuTepisMu NPURHATHOCTI < 4,5 ppm Ta
3 Bi4NOBIAHUM METOAOM BMNPOGYBaHHS.
3MiHu | TUny: 3miHK 3 AkocTi. APl. KoHTponb AdI.
3miHa y napameTpax cneuudikauii Ta/abo
LONYCTUMMX MEX, BUSHAYEHVX Y crieumdikalisx Ha
A®I, ab0 BUXigHWIA/NPOMIXHUIA NPOAYKT/peareHT, wo
BMKOPVCTOBYIOTbCA Y npoueci BupobHuuytea AdI
(AONOBHEHHS cneumdikaLyi HOBUM NOKA3HMKOM
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

AKOCTI Ta BiAMoBIgHMM MEeTOA40M BUNPOOYBaHHS) -
[LOMOBHEHHS creuundikaLii Ha fitody peqyoBuHy
[OVMOCMEKTUTY HOBMM MOKa3HWKOM «BaHagili» 3

KpUTEpisaMun NpUtHATHOCTI < 4,5 ppm Ta 3
Bi4NOBIAHMM METOLOM BUNPOBYBaHHA. 3MiHu | Tuny -
3MiHK 3 SKOCTi. FoTOBMIA NiKapcbkuii 3aci6. KoHTponb

roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpiB
cneundikauii Ta/abo AONYyCTUMUX MEX FOTOBOrO
nikapcbKoro 3acoby (40NOBHEHHS abo 3aMiHa
nokasHuka cneuudikauii 3a pesynbtatamu
pocnimpkeHb 3 6e3nekn abo AKOCTi (38 BUHATKOM
nNikapcbkunx 3acobiB 6io10rvYHOro/iMyHONOrYHOrO
NMOXOMXKEHHS)) -

[0NOBHEHHS cneumdikayii 13 HOBUM NOKa3HUKOM
«CBUHeLpb» 3 [0NyCTUMOI0 Mexeto < 1,5 ppm.
BBefeHHs 3MiH NpoTArom 3-x MicsAuiB nicns
3aTBEPKEHHS. 3MiHU | TUNY - 3MiHU 3 AKOCTI.
o0TOBUIA NikapCbKMin 3aci6. KOHTPO/Ib FOTOBOrO
nikapcbKkoro 3acoby. 3miHa napameTpis
cneundikauii Ta/abo AONYCTUMUX MEX FOTOBOrO
nikapcbKoro 3acoby (40NoBHEHHS abo 3aMiHa
nokasHuka cneuudikauii 3a pesynbtatamu
pocnimpkeHb 3 6e3nekn abo AKOCTi (38 BUHATKOM
nNikapcbkunx 3acobiB 6io10rYHOro/iMyHONOrYHOrO
MOXOKEHHS)) -

[0NOBHEHHS cneumdikayii 13 HOBUM NOKa3HUKOM
«MuL’'aK» 3 KpUTEPISMU NPUIAHATHOCTI < 0,5 ppm.
BBefeHHs 3MiH NpoTArom 3-x MicsAuiB nicns
3aTBEPKEHHS. 3MiHU | TUNY - 3MiHU 3 AKOCTI.
[oTOBWIA NiKapcbkunii 3aci6. 3MiHWM y BUPOOHULTBI.
3amiHa ab0 BBeAEHHSI 404AaTKOBOI AiNbHUL
BMpOGHULTBA 4715 YACTVHU ab0 BCbOro BUPOBHNYOro
npoLecy rotToBoro fikapcbKoro 3acoby (AinbHULUA
AN BTOPUHHOTO NakyBaHHS) - BBEAEHHSA A0AATKOBOT
AinbHuUi Bodpyp InceH IHaycTpi, ®paHuis ans
BTOPUHHOTO NakyBaHHsA. BUpo6HNLTBO, NEpBUHHE Ta
BTOPVHHE NakKyBaHHSA, KOHTPO/b SIKOCTI, BUMYCK cepil,
36epiraHHs. BeeeHHs 3MiH NpoTAroM 3-x MicsiLiB
nicns 3arBepmkeHHs. 3MiHu | Tuny - 3MiHK 3 SKOCTI.
[0TOBWIA Nlikapcbkuii 3aci6. 3MiHW Y BUPOOHULTBI.
3amiHa abo BBeleHHA 40AaTKOBOT AiNbHULL
BMPOGHMLTBA A4/19 YACTUHM abo BCbOrO BUPOGHMYOTO
npoLecy roToBoro fikapcbkoro 3acoby (AinbHULUSA
NS NePBUHHOTO NaKyBaHHA) - BBEAEHHA [0AaTKOBOI
AinbHuui Bodoyp InceH IHaycTpi, PpaHuis ans
NepBMHHOTO NakyBaHHA. BUpOBHMLTBO, NepBUHHE Ta
BTOPVHHE NakKyBaHHS, KOHTPO/b SIKOCTI, BUMYCK cepil,
36epiraHHs. BBefeHHsA 3MiH NpoTAarom 3-x Micauis
nicns 3aTBepKeHHs
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

3MmiHu | TMny - 3MiHK 3 AKOCTi. FOTOBUIA NiKAPCbKUiA
3aci6. 3MiHM y BUPOGHULTBI. 3amiHa abo BBEAEHHS
[0[aTKOBOI [i/TbHUL BUPOGHMLTBA A5 YacTUHM abo
BCbOr0 BMPOOHMYOro NpoLecy roToBoro Nikapcbkoro
3acoby (AinbHULA, Ha SIKili NPOBOAATLCA BY/Ab-siKi
BMPOGHUYI CTagji, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJT0 AKOCTi, NEPBMHHOIO Ta BTOPUHHOIO
nakyBaHHs1, 4151 HECTEPU/IbHUX JiKapCbKMX 3ac06iB)-
BBEAEHHSA A0AATKOBOI AinbHuLi Bodyp InceH

IHAyCTpi, ®paHuia 4ns BUPOGHMLTBA NiKapCbKOro

3acoby.

Brpo6HMLTBO, NEpBMHHE Ta BTOPUHHE NaKyBaHHS,
KOHTPO/Ib SIKOCTi, BUMYCK cepii, 36epiraHHs.
BBeneHHs 3MiH NpoTarom 3-x micsAuis nicns

3aTBEPAKEHHS. 3MiHM | TMNY - 3MiHK 3 AKOCTI.

[0TOBWIA Nlikapcbkuii 3aci6. 3MiHW Y BUPOOHULTBI.
3MiHa po3mipy cepii (BkNtoYatouy fianasoH po3mMipy
cepii) roToBOro MikapcbKoro 3acoby (3MeHLIEeHHS A0

10 pasiB) - 3MiHa po3Mmipy cepii A5 BUPOOHUYOI

AinbHuui Bodoyp InceH IHaycTpi, ®paHuis

(3aTBepaxeHo: 5000 kr; 3anponoHoBaHo: 500 Kr).
3MiHu | TUNY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI

Ta hapmakoHarnsagy (iHwi 3miHu) - OHOBIEHO TEKCT

MapKyBaHHS. 3MiHW BHECEHO A0 TEKCTY MapKyBaHHS

yMakoBKM NikapcbKoro 3acoby. BBeAeHHS 3MiH

NPOTArom 3-X MICALB Nic/sa 3aTBEPLAKEHHSA. 3MiHN |

UMy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HallMeHyBaHHs
Ta/abo agpecyt MicLA NPOBaXEHHS AiS/IbHOCTI
BUPOGHMKa/iMnopTepa roToBoro JlikapcbKoro 3acoby,
BK/IOYAIOUM AiNbHULI BUNYCKY cepii abo micue

NPOBEAEHHS KOHTPOJTIO SKOCTI. (ZisIbHICTb, 3a Ky

Bignosigae BUPOGHUK/IMNOPTEp, BKIOYAOUN BANYCK

cepil) - 3MiHa HallMeHyBaHHS 3aTBEPIKEHOr0

BMpOGHUuKa 13 dapmaric, ®paHuis. 3MiH1 BHECEHO
[0 IHCTPYKUIi ANA MEeAUYHOTO 3aCTOCYBaHHS

nikapcbKoro 3acoby Ao po3giny «BupobHuk» Ta
«Micue3HaxomkeHHs BUPOGHMKa Ta 1ioro agpeca

MiCList MPOBaMKEHHS AiANbHOCTI» Ta, K HACNigoK, 40

TEKCTy MapKyBaHHS ynakoBKM NiKapCbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 3-x MicsAuiB nicns

3aTBEPKEHHSA. 3MiHY | TUNYy - AgMIHICTPaTUBHI
3MiHW. 3miHa HaliMeHyBaHHA Ta/abo agpecu micus
NPOBaXXEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOro Nikapcbkoro 3acoby, BKIYaKUUN AiNbHALL
BUMYCKy cepii abo micLe NpoBefeHHs KOHTPO/HO
AKOCTI. (AISNbHICTb, 3a AKy BignoBigae
BMPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK CEpild) -
3MiHa HallMeHyBaHHS 3aTBEPIKEHOr0 BUPOGHMKA
'N3 Bocpyp InceH IHAYCTpi, PpaHLis. 3MiHM BHECEHO
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

[0 IHCTPYKUIii 418 MEeJUYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby [0 po3finy «BUpobHUK» Ta
«Micue3HaxomkeHHs BUPOOHMKa Ta 1ioro agpeca
MiCLii NPOBaPKEHHS AiSNIbHOCTI» Ta, SK Hacnigok, Ao
TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro 3acoby.
BBefeHHst 3MiH NpoTArom 3-x MicsAuiB nicns
3aTBEPAKEHHS
3MiHu 1l Tuny - 3miHK Woao 6e3neku/edHeKTUBHOCTI
Ta thapmakoHarnagy. [Hwi 3MiHn, ski He BBIALLAN Y
Leit po3ain, Ski BKIYalTh NogaHHs pe3ynbTaTiB
pocnimpkeHb 0 KOMNETEHTHOrO opraHy. 3MiHu, sk
BK/0YAIOTb pe3ybTaTv AOC/iIKEHb (OLiHKa pU3KKiB
BignosiagHoO Ao kepisHuuTBa ICHQ3D) BignoBigHO A0
OHOBJIEHHSA cnevumaikayii BUXiAHOro NPOAYKTY CUpoil
rAMHW. BBeaeHHs 3MiH npoTsarom 3-x micsis nicns
3aTBEpMKEHHS. 3MiHu Il Trny - 3MiHM 3 AKOCTI.
[0TOBWIA Nlikapcbkuii 3aci6. 3MiHM Y BUPOOHULTBI.
3MiHn BUNpobyBaHb abo JOMYCTUMUX MEX,
BCTaHOB/IEHNX Y cneuudikauisx, nig vyac
BMPOOHULITBA rOTOBOIO NiKapCbKoro 3acoby
(PO3LWIMPEHHA 3aTBEPIKEHNX AONYCTUMUX MEX A5
NOKa3HWKIB, SIKi MOXYTb MaTW iCTOTHWIA BN/IMB Ha
3arasibHy SKICTb rOTOBOIO NiKapCbKOro 3acoby) -
PO3LUMPEHHS JONYCTUMUX MEX NOKa3HMKa
«B’A3KicTb» Npy MiXonepawyiiiHOMy KOHTPO/I0 Ha
cTagii 5 «MepeHeceHHs cycneHsii» (3aTBepKeHo:
1100 mPa.s — 3000 mPa.s; 3anponoHosaHo: ? 3000
mPa.s). BBegeHHs 3MiH npoTarom 3-x Micauis nicns
3aTBEepPAKEHHSA. 3MiHY Il TUny - 3MiHK LWoao
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsagy. 3miHm
Y KOPOTKii XapakTepucTuLi slikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLIT 4151 MeANYHOrO
3aCTOCYBaHHS y 3B'A3KY i3 HOBMMU JaHUMW 3 SKOCTI,
OOKNIHIYHUMMN, KNIHIYHUMW JaHUMK Ta AaHUMK 3
hapmakoHarnagy. 3MiH1 BHECEHO A0 iHCTPYKUIT Ans
MEeANYHOro 3aCTOCyBaHHSA NiKapcbKoro 3acoby Ao
po3gainis "®apmakosnoriyHi BnactMeocTi",
"MpoTunokasaHHA", "B3aemopis 3 iHWMMKN

nikapcbkvMu 3acobamm Ta iHWi BUAY B3aemogiii",

"Oco6MBOCTI 3aCTOCYBaHHSA", "3acToCcyBaHHS Yy
nepiog BariTHOCTi abo rogyBaHHs rpyaat”, "
3paTHICTb BN/IMBATU Ha LWUBUAKICTb peakwii npu
KepyBaHHi aBTOTPaHCNOPTOM abo iHLWMMK
MexaHizmamu, "TMo6iyHi peakuii”. BBeeHHsA 3MiH
nNpoTArom 3-x MiCAUIB MiCNA 3aTBEPMKEHHS. 3MiHu |l
UMy - 3MiHM 3 AKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpPO/Ib rOTOBOrO /iKapCbKoro 3acoby. 3mMiHa
napameTpiB cneundikalii Ta/abo JoNyCTUMUX MEX
roTOBOrO JliKapCcbKoro 3acoby (3mMiHa 3HaxoAUTbCS
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsio4yeHHs

no3sa 3aTBepKEHNMUN JONYCTUMUMU MEXaMu
cneuudikaLiii) - po3LWMPEHHS AONYCTUMMX MEX
nokasHuka «B’a3kicTb» B cneundikayii M3 Ha
TEepMiH NpuAaTHocTi (3aTBepgkeHo: 1100 mPa.s —
3000 mPa.s; 3anponoHosaHo: ? 3000
mPa.s).BBefeHHsA 3MiH NpoTarom 3-x micsuis nicns
3aTBEPAKEHHS.

188.

COHOBAPBEOB
AN

Kpanni opasbHi,
PO34uMH; N0 5 MmNy
thnakoHi; no 1
hnakoHy B nauui

AT
"®dapmak”

YKpaiHa

AT "®dapmak”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHU
| Tuny - AgMiHiCTpPaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo afpecy 3asiBHMKA (BNacHUKa
peecTpaviiiHoOro NocBifYeHHs1) - 3MiHa Ha3BM i
agpecu 3asBHUKaA (BNacHUKa peectpauiiHoro
noceigyeHHs) BBegeHHsA 3MiH NpoTArom 6-Tu MicsiuiB
nicnsa 3aTBEPMAKEHHS; 3MiHM | TUNy - AAMIHICTpaTUBHI
3MiHW. 3miHa HaliMeHyBaHHSA Ta/abo agpecu micus
NPOBaXEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOro NikapcbKoro 3acoby, BKIYaUUN AiNbHAL
BUMYCKy cepii abo micLe NpoBefeHHs KOHTPO/HO
AKOCTI. (AiS/IbHICTb, 3a Ky Bignosigae
BMPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK Cepiid) -
3MiHa Ha3BW i agpecu BUPOGHMKa M13. 3MiHn
BHECEHO B iHCTPYKLit0 A1 MEAMYHOIO 3aCTOCYyBaHHSA
LLLOZ10 HaliMEeHYBaHHS Ta MiCLIe3HaXOKEeHHS
BMPOGHMKA 3 BIAMNOBIAHUMW 3MiHAMYW Y TEKCTi
MapKyBaHHS YNakoBKV Nikapcbkoro 3acoby
(BBeAeHHs 3MiH NpPOTArom 6-Tn MicsLiB nicns
3aTBEPKEHHS); 3MiHU | TUNY - 3MiHK WoA0
6e3nekn/edheKTNBHOCTI Ta chapmakoHarnsgy (iHwi
3MiHK) - 3amiHa po3ainy "MapkyBaHHs. Bignosigae
HafaHOMy TEKCTY MapKyBaHHA" Ha po3gin
«MapkyBaHHS. 3rifiHO 3aTBEPAXKEHOro TEKCTY
MapKyBaHHs» B 3atBepaxeHnx MKA /13. OHoBNEHHSA
TEeKCTy MapKyBaHHS ynakoBKM NikapCbkoro 3acoby 3
BHECEeHHAM iHhopMaLii LWoA0 3a3HauYeHHA OAVHULb
BMMIpIOBaHHA y cuctemi Sl. BBegeHHS 3MiH
NPOTAroM 6-T1 MICALIB MiCNSA 3aTBEPAKEHHS; 3MiHN |
UMy - 3MiHM 3 AKOCTi. OTOBWIA Nikapcbkuii 3aci6.
3MiHM Y BUpOBHMUTBI. 3MiHa po3mipy cepii
(BKIOYAtOUM diana3oH po3mipy cepii) roToBOro
nikapcbKoro 3acoby (3mMeHLweHHs go 10 pasis) -
BBEEHHS O0A4ATKOBOro po3mipy cepii 13 - 250 n
(50 Tnc. dhnakoHiB). 3aTBepgxeHo: 500 n, 900 n,
1000 n. 3anponoHosaHo: 250 n (50 Tuc. hnakoHiB),
500 n1, 900 n, 1000 n.

6e3
peuyenma

UA/17971/01/01

189.

TAY®DOH

Kpanni o4Hi, 40 mr/mn
no 5 mn a6o 10 mny
dnakoHi; no 1
dhN1akoHy y nauui 3

AT
"®apmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx maTtepiasiB: 3MiHM
| TMNy - AgMiHICTpPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo afpecy 3asiBHMKaA (BNacHUKa
PeECTpaLiiHOro NOCBiIAYEHHST). 3MiHA

3a
peyenmom

UA/6779/01/01
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsio4yeHHs

KapToHy

HaliMeHyBaHHS Ta agpecu 3asaBHuKa (BnacHunka
peecTpaLiiHOro NoCBiAYEHHS).
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS. 3MiHM | TUny - AOMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo afgpecu micus
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
rOTOBOrO JliKapCcbKoro 3acoby, BKIYaoun AifbHUL
BUNyCKy cepii abo MicLe NpoBeAEeHHS KOHTPO/IIO
SKOCTI. (AiSNbHICTb, 3a Ky BigNoBigae
BMPOGHUK/IMNIOPTEp, BK/IKOYAKOUM BUMYCK Cepiit).
3MiHa HaliMeHyBaHHs Ta aipecy BUPO6HUKa, 6e3
3MiHW MicLs BUPO6HMLTBA. 3MiHN BHECEHI B
IHCTPYKLUiO 415 MeAMYHOro 3acTocyBaHHA /13y p.
"BUpo6HUK", "MicLe3HaxomKeHHs BUPO6HMKa Ta
noro agpeca micus NPoBafKEHHS Ais/IbHOCTI" 3
BiNOBBAHVUMM 3MiHAMMN B TEKCTi MapKyBaHHS
ynakoBoK. BBefieHHs1 3MiH NPOTArom 6-Tu MicsiLiB
nicns 3aTBepmKeHHs. 3MiHu | Tuny - 3miHn Wwoao
6e3nekn/edheKTNBHOCTI Ta chapmakoHarnsgy (iHwi
3MiHK). OHOB/EHHSI TEKCTY MapKyBaHHS ynakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM iHchopmal,ii oo
3a3HayeHHs OAVHVLbB BUMIPIOBAHHA Y cucTemi Sl.
BHeceHHs 3MiH f0 po3ainy «MapkyBaHHs» MKA /13
3arBepmkeHo: MAPKYBAHHSA Bignosigae
HaflaHOMy TeKCTy MapKyBaHHS. 3anponoHoBaHo:
MAPKYBAHH$ 3rigHo 3aTBEpAXEHOr0 TEKCTY
MapKyBaHHS. BBeieHHS 3MiH NpOTArom 6-Tn micsuis
nicnsa 3aTBepKEHHS.

190.

TECTOCTEPO
HY
MPONIOHAT

PO34MH NS iH'eKLi 5
% B eTunonearti no 1
M B amnyni; no 5 abo
10 amnyn y nauuyi 3
KapToHy; no 1 mn B
amnyni; no 5 amnyn y
6nictepi; no 1 a6o 2
6nicTepu B nayw,j 3
KapTOoHY

AT
"®apmak”

YKpaiHa

AT "®dapmak”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHU
| Tuny - AgMiHiCTpPaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo afpecy 3asiBHMKA (BNacHUKa
peecTpauiiHoro noceigYeHHs1). 3miHa
HallMeHyBaHHS Ta afpecu 3asBHUKa (BNacHnka
peecTpauiiHOro NocBigYEHHS).

BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPMKEHHS. 3MiHuM | Tuny - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu micus
NPOBaPKEHHSA AiSIbHOCTI BUpobHMKa/imnopTepa
rOTOBOrO /liKapCbKoro 3acoby, BKAYaoUM AiNbHULL
BUNYCKy cepii abo MicLe NpoBeAeHHsI KOHTPO/0
AKOCTI. (AiSNbHICTb, 3a Ky BignoBigae
BMPOGHMK/IMNIOPTEp, BK/IKOYAKOUM BUNYCK Cepiit).
3MiHa HalimeHyBaHHS Ta afpecn BUpPobHUKa, 6e3
3MiHM MicLA BUPOGHULTBA. 3MiHN BHECEHI B
IHCTPYKLi0 AN MeAUYHOro 3acTocyBaHHs /13y p.
"Micue3HaxomkeHHs1 BUpo6HYKa Ta iloro agpeca
MiCLSl NPOBaMKEHHSA AiS/IbHOCTI" 3 BiANOBIAHMMU
3MiHaMW B TEKCTi MapKyBaHHS ynakoBOK. BBegeHHs

3a
peyenmom

UA/8930/01/02
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
3MiH NPOTAroM 6-TW MICALB NicNs 3aTBEPAKEHHS.
3MiHu | TUny - 3MiHK Wonao 6e3nekn/eteKTUBHOCTI
Ta chapmakoHarnsgy (iHwi 3miHW). BHECEHHS 3MiH A0
po3gainy «MapkyBaHHa» MKA N3. 3aTBepaeHo:
MAPKYBAHHSA. Bignosigae HafjaHOMy TEKCTY
MapKyBaHHS yrnakoBku npenapaTy. 3anponoHOBaHoO:
MAPKYBAHHS. 3rigHo 3aTBEpPAXEHOr0 TEKCTY
MapKyBaHHSI.
OHOB/IEHHS TEKCTY MapKyBaHHS YMakoBKM
nNikapcbKoro 3acoby 3 BHECEHHAM iHhopMaL,i Wwoao
3a3HayeHHs OAVHMLL BUMIPIOBAHHA Y cucTemi Sl.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS.
191. | TPUMETA3NL, TabneTku, BKPUTI TOB Ykpaina Na6opatopii Ceps' € PpaHuis/ BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHU 3a UA/7662/01/01
MH MR CEPB'E€ | nniskoBoto "CepB'e IHgacTpi, PpaHuis; Monbwa | Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa peyenmom
060/10HKOI0, 3 YkpaiHa" AHO®APM HaliMeHyBaHHs Ta/abo agpecy 3asBHVKa (BnacHvKa
MoaucpikoBaHUM MignpuemcTtBo peecTpauiiHoro NOCBIfYEHHST) - 3MiHa agpecu
BUBI/IbHEHHAM MO 35 dPapmaueBTuyHe AT, 3as1BHMKA. 3MiHW BHECEHO B iHCTPYKLit0 4N
mr; no 30 TabneTok y MonbLya MeAMYHOro 3acTOCYBaHHS NikapCbKoro 3acoby LoAo
6nictepi; no 2 MicLLe3HaxomKeHHs 3as1BHMKa (BBeAeHHS 3MiH
6nicTepu y kopobui 3 npoTArom 9 micAuiB nicns 3aTBepAkKeHHs)
KapTOHY
192. | TPOMNIKAMIA- Kpanni ouHi 0,5 % no 5 AT Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH 10 peECTpaLiiiHnX maTepianis: 3MiHU 3a UA/1199/01/01
DPAPMAK M abono 10 mny "dbapmak” | TMNy - AGMIHICTPaTUBHI 3MiHW. 3MiHa peuyenmom

thnakoHi; no 1
dhnakoHy B navi 3
KapToHY

HaliMeHyBaHHA Ta/abo afpecy 3asiBHMKaA (BNacHUKa
peecTpauiiHoro NnoceigYeHHs). 3miHa
HaliMeHyBaHHs Ta agpecu 3asBHUKa (BnacHka
peecTpauiiHOro NocBigYEHHS).

BBefieHHs1 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEpPMKEHHS. 3MiHM | Tuny - AgMiHiCTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu micus
NpoBaPKEHHSA AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /iKapCbKOro 3acoby, BKIYAKUMN AiNbHAL
BUNYCKy cepii abo MicLe NpoBeAeHHs1 KOHTPOI0
AKOCTI. (AiSNbHICTb, 3a Ky BignoBigae
BMPOGHUK/IMMOpTEpP, BK/IOYAOUN BUMYCK CEpIlA).
3MiHa HaliMeHyBaHHS Ta afipecy BUpPobHUKa, 6e3
3MiHW Micus BUPOGHMLITBA. 3MiHW BHECEHI B
IHCTPYKLiO 415 MeIMYHOro 3acTocyBaHHA /13y p.
"MicLe3HaxomkeHHs1 BUpo6HMKa Ta iloro agpeca
MiCLA NPOBaKEHHS AisNIbHOCTI" 3 BiANOBIAHUMY
3MiHaMu B TEKCTi MapKyBaHHA ynakoBoOK. BeegeHHs
3MiH NPOTAroM 6-TW MICALIB NIC/1A 3aTBEPAXEHHS.
3MiHn | TUNY - 3MiHN Woao 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsgy (iHwi 3miHW). BHECEHHS 3MiH A0
po3ainy «MapkyBaHHsA» MKA J13. 3aTtBepaKeHo:
MAPKYBAHHA. Bignosigae HagaHoMy TekcTy
MapKyBaHHS YNakoBKu npenapary. 3anponoHOBaHO:
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsio4yeHHs

MAPKYBAHHS. 3rigHo 3aTBEpPAXEHOT0 TEKCTY
MapKyBaHHSI.

OHOB/IEHHSI TEKCTY MapKyBaHHS YNakoBK/
nikapcbKoro 3acoby 3 BHECEHHAM iHhopMaL,i Wwoao
3a3HayeHHs OAVHMLB BUMIPIOBAHHA Y cucTemi Sl.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS.

193.

TPOMIKAMIA-
DAPMAK

Kpanni o4yHi 1 % no 5
M abono 10 mny
thnakoHi; no 1
(hnakoHy B nauui 3
KapTOoHY

AT
"®dapmak”

YKpaiHa

AT "®dapmak”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHU
| Tuny - AgMiHiCTpPaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo afpecy 3asiBHMKA (BNacHUKa
peecTpauiiHoro noceigYeHHs1). 3miHa
HallMeHyBaHHS Ta afpecu 3asBHUKa (BNacHMka

3a
peyenmom

UA/1199/01/02

peecTpauiiHOro NocBigYEHHS).
BBeaeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPMKEHHS. 3MiHuM | Tuny - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu micus
NPoBaPKEHHSA AiSIbHOCTI BUpobHUKa/imnopTepa
rOTOBOrO /liKapCbKoro 3acoby, BKAYaoUM AiNbHULL
BUNYCKy cepii abo micLe NpoBeAeHHs! KOHTPO/I0
AKOCTI. (AiSNbHICTb, 3a Ky Bignosigae
BMPOGHMK/IMNIOPTEp, BK/IKOYAKOUM BUNYCK Cepiit).
3MiHa HalimeHyBaHHS Ta afpecn BUpPobHUKa, 6e3
3MiHM MicLA BUPOGHULTBA. 3MiHN BHECEHI B
IHCTPYKLi0 AN MeAUYHOro 3acTocyBaHHsa /13y p.
"Micue3HaxomkeHHs1 BUpo6HYKa Ta iloro agpeca
MiCLSl NPOBaMKEHHSA AiS/IbHOCTI" 3 BiANOBIAHUMU
3MiHamMu B TEKCTI MapKyBaHHS ynakoBOK. BBegeHHs
3MiH NPOTArOM 6-TW MICALIB NIiC/1A 3aTBEPAXEHHS.
3MiHu | TUny - 3MiHK Wonao 6e3nekn/eteKTUBHOCTI
Ta chapmakoHarnsgy (iHwi 3miHW). BHECEHHS 3MiH A0
po3ainy «MapkyBaHHsA» MKA J13. 3aTtBepaKeHo:
MAPKYBAHHSA. Bignosigae HafaHOMy TEKCTY
MapKyBaHHS yrnakoBku npenapaTy. 3anponoHOBaHoO:
MAPKYBAHHSA. 3rigHo 3aTBEpXEHOIO TEKCTY
MapKyBaHHSI.

OHOB/EHHS TEKCTY MapKyBaHHS yMakoBKM
nikapcbKoro 3acoby 3 BHECEHHSM iHdhopMmaL,i Wwoao
3a3HayeHHs OAVHMLL BUMIPIOBaHHSA Y cucTemi Sl.
BBefeHHs 3MiH NpoTarom 6-T1 MicAuiB nicns
3aTBEPAKEHHS.

194. | YNCENAH Benvka

BpuTaHis

Tabnetkun
KMLLKOBOPO34MHHI, NO
40 mMr no 7 Tabnetkun y
6nictepi, no 2 a6o 4
6/1icTepy B KAPTOHHIM
ynakoBLj

YOPN[,
MEANLNH
NIMITEA

Biochapma lnay CaH.
Be Timk. A.LL.,
TypeyuuHa; YOPA
MEAOVUWVH INAY
CAH. BE TIXK.
A.U., TypeuumHa

TypeuunHa UA/12747/01/01

BHECEHHS 3MiH 10 peECTpaLiiiHNX MaTepianis: 3MiHK 3a
| TMRY - 3MiHK WoA0 6e3nekn/etheKTUBHOCTI Ta peuyenmom
hapmakoHarnagy (iHwWi 3MiHW) - 3MiHW BHECEHI B
TEeKCT MapKyBaHHs NepBMHHOT ynakosku /13, a came:
BUJTyYeHHs iHchopmaulii LWoJo orotuny 3asBHUKa Ta
BHECEHHS 0 BTOPVHHOI YNakoBKM iHdhopmauii woao
AaTtn BupobHuuTBa Ana BupobHuka YOP/[,
MEANLVH IJAY CAH. BE TI[X. A.LLl. BBefieHHA
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no 5 mn y chnakoHi; no
1 donakoHy B nauw,i 3
KapTOoHY

HalimeHyBaHHs Ta/abo agpecy 3asBHVKa (BNnacHuKa
peecTpaLiiiHoro nNocBiAYeHHs) - 3MiHa
HaliMeHyBaHHs Ta agpecu 3asBHuKa (BnacHuka
peecTpauiiiHoro noceig4eHHs1) BBegeHHs 3MiH
NPOTArom 6-T1 MICALIB MiCNA 3aTBEPKEHHS; 3MiHY |
TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMEeHyBaHHS
Ta/abo agpecy MicLA NPOBaXEHHS Ais/IbHOCTI
BMpPO6HMKa/iMnopTepa roToBOro JlikapCbKoro 3acoby,
BK/1OUAI0UM AiNbHULI BUNYCKY cepii abo micue
NpoBeAEeHHS KOHTPOJIIO AKOCTI. (LiSNbHICTb, 3a AKY
BiANoBigae BUPOGHMK/IMNOPTEpP, BKIOYaOUN BUMYCK
cepiid) - 3MiHa HaliMeHyBaHHS Ta agpecn BUPOOHUKa,
6e3 3MiHM Micus BUpobHUUTBa (BBEAEHHSA 3MiH
NpoTArom 6-Tn MIiCALIB NiCNA 3aTBEPMXKEHHS); 3MiHK |
TMny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
hapmakoHarnsagy (iHwi 3MiHn) - BHECEHHSA 3MiH A0
po3giny «MapkyBaHHs» MKA /13 3aTBepaXeHo:
MAPKYBAHHA TekcT MapKyBaHHA yNnakoBKN

npenapary npuknagaeTbes. 3anponoHoBaHo:

Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
3MiH NPOTAroM 6-Tu MiCALIB Nicns 3aTBEpPAKEHHS
195. | YMKAJ/IOP® TabneTku, BKPUTI [Op. Binbmap |HimeuunHa | [Op. Binbmap LUBa6e HimeuyunHa BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3mMiHu 6e3 UA/6691/03/01
nNiBKOBOKO LLIBabe 'm6X i Ko. KI | TMRY - 3MiHW WoA0 6e3nekn/etheKTUBHOCTI Ta peyenma
060/10HKO0, NO 20 Mr, v6X i Ko. thapmakoHarnagy (iHwi 3MiHW) - BHECEHHA 3MiH [0
no 15 tabnetok y KIr po3ainy «MapkyBaHHs» MKSA J13; 3anponoHoBaHo:
6nicTepi; no 1 abo 2 MAPKYBAHHSA 3rigHo 3aTBEpA)KEHOrO TEKCTY
6nicTepy B KApPTOHHIi MapKyBaHHs. 3MiHN BHECEHI B TEKCT MapKyBaHHA
KopoobLi yNakoBKM NiKapCbKoro 3acoby LWoA0 3a3HauYeHHs
MiKHapOAHWX NO3HaYeHb OAUHULb BUMIPIOBaHHS
196. | YMKAJIOP® cupon no 100 mn abo [Op. Binbmap | HimeuunHa | [p. Binbmap LUBabe HimeuyunHa BHECEHHS 3MiH 10 peecTpaLiliHiX maTtepianis: 3MiHu 6e3 UA/6691/02/01
no 200 mMn y dhNakoHi 3 LLiBa6e v6X i Ko. KI, | TMNYy - 3MiHK Woao 6e3nekn/eeKTUBHOCTI Ta peyenma
MipHUM KOBNA4KkoM; Mo 'm6X i Ko. HimeuunHa thapmakoHarnagy (iHwi 3MiHK) - BHECEHHS 3MiH 40
1 conakoHy B K (BUpOGHMLTBO po3ainy «MapkyBaHHs» MKSA /13; 3anponoHoBaHo:
KapTOHHi KopobLyi npogykuii in bulk, MAPKYBAHHSA 3rifHo 3aTBEpA)KEHOrO TEKCTY
nepBuHHe Ta MapKyBaHHSA. 3MiHN BHECEHI B TEKCT MapKyBaHHS
BTOPVHHE YNaKoBKM MiKapCbKOro 3acoby LL0A0 3a3HaYeHHs
nakyBaHHs, MiKHapOAHWX NO3HAaYeHb OUHULb BUMIPIOBAHHSA
KOHTPO/Tb AKOCTi Ta
BUNyckK cepiit); Ap.
Binbmap LlBabe
MmeX i Ko. K,
HimeuunHa
(NepBuHHE Ta
BTOPVHHE
nakyBaHHS)
197. | YPOMNPEC® cnpeii HazanbHWiA, 0,1 AT Ykpaina AT "dapmak” Ykpaina BHECEHHS 3MiH 10 peecTpauiliHix maTtepianis: 3MiHU 3a UA/6944/02/01
Mr/mi; no 2,5 mn abo "®apmak” | Tuny - AgMiHiCTpaTVBHI 3MiHK. 3MiHa peyenmom




95

Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
MAPKYBAHHSA 3rifHO 3aTBEpA)KEHOrO TEKCTY
MapKyBaHHS. OHOB/IEHHS TEKCTY MapKyBaHHS
YMakoBKM NiKAPCbKOro 3aco6y 3 BHECEHHAM
iHcbopmawii LLoAo 3a3HaYEHHS OAUHULB
BMMIpIOBaHHA y cucteMi S| BBeeHHS 3MiH NPOTAroM
6-TV MicsLIB NiCNs 3aTBEPKEHHS
198. | ®AHIFTAH Tabnetku, no 4 TOB Ykpaina Kycym Xentxkep IHais/ BHECEHHS 3MiH 10 peecTpaviliHiX maTtepianis: 3MiHU 3a UA/7260/01/01
Tabnetkn y 6nictepi; "'nepdhapm MeT1 N14, IHAia; TOB Ykpaina | TUNY - foAaBaHHsA anbTePHATUBHOIO METOAY peyenmom
no 25 6nictepis y nta "KYCYM ®APM", BM3HAYEHHS MOKa3HMKa «PO3UYMHEHHSI», METOA0M
KapTOHHI ynakoBLi; YkpaiHa ynbTpaedeKTMBHOI piANHHOT Xpomartorpadii.
no 10 Tabnetok y 3anponoHoBaHUii MeToA Hafae MOX/IUBICTb
6nicTepi; no 10 3MEHLUNTN BUTPATV Ha BUKOHaHHS aHauli3y Ta yac
6nicTepiB y KAPTOHHIl BVMKOHAHHSA aHanizy;
ynakosLi 3MiHK | TUNY - BUKNaAeHH MeToAiB KOHTPOSIO SKOCTI
Ha nikapcbkuii 3aci6 ®aHiraH, TabneTkn yKpaiHCbKO
MOBOIO Y 3B’A13KYy 3 BUMOramMu 0 Matepianis
peecTpavLiiHoro AockE, siki 3aTBEPAXKEHI HAKa3oM
MO3 Ykpainu Ne 1528 Big 27.06.2019 p.
199. | ®AHIFTAH Tabnetky, in bulk TOB Ykpaina Kycym Xentxkep IHais/ BHECEHHS 3MiH 10 peecTpaLiliHiX maTtepianis: 3MiHu - UA/12274/01/01
Ne10x88: no 10 "'nepdhapm MeT1 N4, IHAia; TOB YKpaiHa | TMny - foaaBaHHA asibTEPHATUBHOIO MeTo4Y
TabneTtok y 6rictepax; nTar "KYCYM ®APM", BU3HAYEHHA NOKa3HNKa «PO3YMHEHHA», METOAOM
no 88 6nicrepis y YkpaiHa ynbTpaedeKkTMBHOI piANHHOT Xpomartorpadii.
KapTOHHi KopobLyi 3anponoHoBaHUii MeToA Hafae MOX/IUBICTb
3MEHLUNTN BUTPATY Ha BUKOHAHHSA aHali3y Ta yac
BUKOHAHHS aHanisy;
3MiHY | TUNY - BUKNageHHss MeToAiB KOHTPOIIO AKOCTI
Ha flikapcbkunii 3aci6 daHiraH, TabneTkn yKpaiHCbKO
MOBOIO Y 3B'AI3KY 3 BUMOramMu 0 Matepianis
peecTpaLiiHoro AockE, siki 3aTBEPAXKEHI HAKa3oM
MO3 YkpaiHu Ne 1528 Big 27.06.2019 p.
200. | ®YPOCEMIA Tabnetku no 40 mr no My6niyHe Ykpaina My6niyHe Ykpaina BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3MiHu 3a UA/3983/01/01
10 Tabnetok y akujioHepHe akujioHepHe | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
6nicTepi; no 5 TOBapUCTBO TOBapUCTBO thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
6nicTepiB B NayLj "HaykoBo- "HaykoBo- MapKyBaHHS yNakoBKM /1ikapCbKoro 3acoby 3
BUPOGHNUNIA BMPOBHNYMIA LIEHTP BHECEHHAM iH(hopMmaLii LLOoA0 3a3HAYEHHS OANHULB
LeHTp "BopuyariBcbkuii BMMIpIOBaHHSA y cuctemi Sl. BHeceHHs 3miH A0
"BopLuariscb XiMiKO- po3ainy “MapkyBaHHs” MKA J13. 3anponoHoBaHo:
KWiA Ximiko- thapmaLeBTUYHNI MapkyBaHHs. BianosigHo [0 3aTBEpPAXEHOr0 TekCTy
thapmaueBT 3aBof", YKpaiHa, MapKyBaHHsl. 3MiHa MapKyBaHHS.
NYHWI ToBapucTBo 3 BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aBog" obmexeHoro 3aTBEPIKEHHS
BigNOBiAA/IbHICTIO
"Arpodhapm"
201. | ®YPOCEMIA- Tabnetkn no 40 wmr; no MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH 0 peecTpauiiHnx maTtepiasiB: 3MiHN 3a UA/2353/01/01
AAPHUUSA 10 Tabnetok y "®apmaueBT "®apmavueBTUYHa | TMNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
KOHTYPHIli YapyHKOBIi MyHa chipma ipma "OapHuus” thapmakoHarnsgy (iHwi 3MiH1) - OHOBNIEHHSI TEKCTY
ynakosLj; no 5 "AapHuus" MapKyBaHHS yMakoBKM NiKapCbKOoro 3acoby 3

KOHTYPHMX

BHECEHHSM iHhopMaLii LWoAo 3a3Ha4YeHHA 0AVHULb
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
YapyHKOBUX YNakoBOK BUMIpIOBaHHSA y cuctemi Sl. BHeCeHHs 3MiH fj0
y nauuj po3ainy “MapkyBaHHs" MKA J13; 3anponoHoBaHo:
MAPKYBAHHSA BignosigHo [0 3aTBEpPAXEHOT0
TEKCTy MapKyBaHHA. TepMiH BBeAieHHS 3MiH -
NpOTArom 6 MicsiLiB Micns 3aTBepIKEHHs
202. | XAPTUN® - AM | kancynu no 5 mr/10 mr 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/13636/01/01
no 7 kancyny dapmauesT dapmaneBTUYHNIA TexHiyHa nomuska (3rigHo Hakasy MO3 Big peyenmom
6nictepi; no 4 WYHWIA 3aBO, 3aBop ErIC 23.07.2015 Ne 460) - BUNpaBaeHO TEXHIYHY NOMUIIKY
6nictepu abo no 8 EFIC y TEKCTi MapKyBaHHS BTOPUHHOT yMakoBKM
6nicTepiB y KAPTOHHIl nikapcbkoro 3acoby: 3anponoHoBaHo: 5. CMOCIB TA
ynakosLi; no 10 LWNAX BBEAEHHA 3acTtocoBysatu nepopasnbHoO 3a
Kancyn y 6nictepi; no npU3Ha4YeHHsAM nikaps. 3asHaveHe BUNpaBeHHS
3 abo no 9 6nictepi y BiANOBiAae MaTepianamMm peecTpauiiHoro Jockbe
KapTOHHII ynakoBLi
203. | XOHAOPA- kancysnu; no 10 kancyn AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnx maTtepiasiB: 3MiHN 6e3 UA/7515/01/01
CUNA® y 6nicTtepi; no 6 "®papmak” | TMNy - 3amiHa po3giny "MapkyBaHHs. Bignosigae peuenma
6nicTepis y nauuj 3 HafaHOMy TEKCTY MapKyBaHHA" Ha po3gain
KapToHY «MapkyBaHHS 3rifiHO 3aTBEP)KEHOr0 TEKCTY
MapKyBaHHS». 3MiHWN BHECEHI B TEKCT MapkyBaHHS
yMakoBKM MiKapCbKOro 3acoby LoA0 3a3HaYeHHs
MDKHapOAHWNX NO3HAYeHb OAVHWL BUMIPIOBAHHS.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPKEHHS; 3MiHU | TUMY - BUNYYEHHS 3i
cneumdikauii Ha gitouy pevoBmHy Chondroitin sulfate
sodium nokasHuk Baxki MeTanu, PO3UNHHICTD;
3MiHu | Tuny - nogaHHa Hosoro CEP R1-CEP 2006-
209-Rev 03 Big 3aTBEPAKEHOr0 BUPOGHMKA
BIOIBERICA, S.A.U. Spain - 08389 Palafolls,
Barcelona ans gitouoi peyosuHy Chondroitin sulfate
sodium y 3B 53Ky 3i 3MiHOKO agpecyu BUPOOHMKaA,
3anponoHOBaHO:
CEP R1-CEP 2006-209-Rev 03 BIOIBERICA,
S.A.U., Spain Plaza Francesc Macia, 7 08029,
Barcelona — Espana; c. Antic Cami de Tordera 109-
119, 08389 Palafolls, Barcelona, Spain
204. | LEBOMNIM NMOPOLLIOK A1 PO3UNHY My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [0 peecTpavliliHiX maTtepianis: 3MiHu 3a UA/10490/01/01
Ons iH'ekuii no 500 akuioHepHe akuioHepHe | TMNy - 3MiHK WoA0 6e3nekn/edeKTUBHOCTI Ta peyenmom
mr, 1 conakoH 3 TOBapuCTBO TOBapuCTBO thapmakoHarnsagy (iHwi 3MiHN) - BHECEHHS 3MiH A0
nopoLukom; 1 dpiakoH "HaykoBo- "HaykoBo- po3giny “MapkyBaHHa” MKA /13; 3anponoHoBaHo:
3 MOPOLLKOM Y naYi 3 BUPOGHNYNIA BMPOOHWYMIA LIEHTP MapkyBaHHs. BignosigHO A0 3aTBEPMAXEHOro TekcTy
KapTOHY LeHTp "BopLyariBCbKuii MapKyBaHHs. 3MiHN BHECEHI B TEKCT MapKyBaHHS
"Bopuiariscb XimiKo- YMakoBKM MiKapCbKOro 3acoby LoA0 3a3HauYeHHS
KWin Ximiko- hapmaueBTUYHNIA OAMHULb BUMIPIOBAHHSA Y cucTteMi Sl. BBeeHHS 3MiH
thapmauesT 3aBog" NPOTAroM 6-TW MICALIB MiCNA 3aTBEPKEHHS
NYHWI
3asof”
205. | UEBOMNIM NOPOLLOK A/151 PO3YUHY My6nivHe Ykpaina My6niyHe Ykpaina BHECEHHS 3MiH 10 peecTpaLiiHiX MaTtepianis: 3MiHK 3a UA/10490/01/02
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
onsiH'ekuimno 1r, 1 akujioHepHe akujioHepHe | TMNY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
(h1aKoH 3 MOPOLLKOM; TOBapuCTBO TOBapuCTBO thapmakoHarnagy (iHwi 3MiHK) - BHECEHHSA 3MiH [0
1 chnakoH 3 NOPOLLKOM "HaykoBo- "HaykoBo- po3giny “MapkysaHHa” MKA /13; 3anponoHoBaHo:
y nmauui 3 KapToHy BMPOGHUYUIA BVMPOGHWYMNIA LEHTP MapkyBaHHs. BignosigHo [0 3aTBepaXeHoro TekcTy
LeHTp "BopLyariBcbKuii MapKyBaHHS. 3MiHW BHECEHI B TEKCT MapKyBaHHS
"Bopuiariscb XiMiKo- yMakoBKM MiKapCbKOro 3acoby LoA0 3a3HauYeHHS
KW Ximiko- hapmaueBTUYHNI OAMHULb BUMIpOBaHHSA y cuctemi Sl. BBefeHHs 3MiH
hapmaueBT 3aBog" NPOTAroM 6-TW MiCALB NiCNA 3aTBePAKEHHS
NYHWIA
3asofa”
206. | LEBOMIM NOPOLLIOK A/151 PO3YUHY My6niyHe Ykpaina My6niuHe Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHM 3a UA/10490/01/03
ansiH'ekuiino 2r, 1 akujioHepHe akujioHepHe | Tvny - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta peyenmom
(h1aKOH 3 MOPOLLIKOM; TOBapuCTBO TOBapuCTBO thapmakoHarnagy (iHwi 3MiHW) - BHECEHHA 3MiH [0
1 dpnakoH 3 NOPOLLUKOM "HaykoBo- "HaykoBo- po3ainy “MapkyBaHHs" MKA J13; 3anponoHoBaHo:
y nauui 3 KapToHy BMPOGHUUUIA BVMPOGHWYMNIA LEHTP MapkyBaHHs. BianosigHo Ao 3aTBepaxeHoro TekcTy
LEeHTp "BopLyariBcbKuii MapKyBaHHS. 3MiHW BHECEHI B TEKCT MapKyBaHHS
"BopLuariscb XiMiKo- yNakoBKM NiKapCbKoro 3acoby LWoA0 3a3HauYeHHs
KWin Ximiko- hapmaLeBTUYHMIA OAMHWLb BUMIpOBaHHA y cuctemi Sl. BBefeHHs 3MiH
hapmauesT 3aBog" NPOTAroM 6-TW MICALB NiC/A 3aTBePKEHHSA
NYHWIA
3aBof”
207. | LUE®PA3O0O/MIH NOPOLLIOK A/151 PO3YUHY NAT Ykpaina NAT Ykpaina BHECEHHS 3MiH 10 peecTpaLiliHiX maTtepianis: 3MiHu 3a UA/14477/01/01
ONA iH ek no 0,5, "Kuismegnp "Kvismegnpenapat” | TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
10 chnakoHiB 3 enapar” hapmakoHarnsigy (iHwi 3MiHK) - OHOBIEHHSI TEKCTY
MOPOLLUKOM Y KOHTYpHili MapKyBaHHS NepBMHHOT YNaKoBKM /iKapCbKoro
YapyHKOBIll ynakoBL; 3aco6y. BBefieHHA 3MiH NpPOTAroM 6-Tu micALiB nicns
no 1 KOHTYpHil 3aTBEpPAKEHHS
YapyHKOBIli ynakoBLji y
navui
208. | LULEDA3O/MIH NMOPOLLIOK A1 PO3UNHY MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHiX maTtepianis: 3MiHu 3a UA/14477/01/02
ons iHekyinno 1,0, "Kuismeanp "KviBmegnpenapat” | TMNy - 3MiHK WoA0 6e3nekn/edeKTUBHOCTI Ta peyenmom
10 chnakoHis 3 enapat"” hapmakoHarnsagy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
MOPOLLUKOM Y KOHTYpPHIli MapKyBaHHS NepBMHHOT YNaKoBKM /TiKapCbKOro
YapyHKOBIli ynakoBLyj; 3acoby. BBefieHHs 3MiH NpPOTArom 6-Tu MicsiLiB nicns
no 1 KOHTYPHii 3aTBEPIKEHHS
YapyHKOBIli ynakoBLji y
nauuj
209. | LE®PACE/Db Tabnetkv no 100 mkr, Llechak KI' | HimeuunHa Llecpak KI HimeuunHa BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: 3MiHU 6e3 UA/8891/01/02
no 20 TabneTok y LLI0 MOTPeby0Tb HOBOT peecTpavii - 3MiHW y Aitodili peyenma

6nictepi; no 1
6nicTepy y KapTOHHiINn
Kopoo6Li

PEeYOoBUHI, iKi He NPU3BOAATL A0 HOBOI AitoYoT
PeyYoBUHM (3aMiHa BUKOPUCTAHHS Ail040i peYOBMHN
HaTpIilo CENeHIT NeHTarigpaT Ha HaTpilo CeneHiT
6e3B04HMWIA)

MepiognyHICTb NOAAHHS PErynsipHO OHOB/TIOBAHOTO
3BiTYy 3 6e3neku, BignoBiaHO A0 MopsaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepAXeHOro Hakasom
MiHiCTepcTBa OXOPOHM 340POB’'A YKpaiHu Big 27
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Homep
peecmpayiliHo2o
nocsio4yeHHs

rpyaHa 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTsi tocTuuii Ykpainu 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
0XOPOHU 340POB'A YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTL: 3riHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogNYHOCTI NOJaHHS PerynspHuX
3BITiB 3 6e3neku.

210.

LE®PACE/b

Tabnetku no 300 MKr
no 20 TabneTok y
6nicTepi; no 1
6nicTepy y KapTOHHii
Kopoo6Li

Lledhak KI

HimeuunHa

Lledpak KI

Himeyunna

BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHU
LLI0 NOTPeby0Tb HOBOT peecTpav,ii - 3MiHW y Aitouili
PEYOBUHI, ki He NMPU3BOAATL A0 HOBOT AjitoYoT
PeyoBMHM (3aMiHa BUKOPUCTaHHA Ail040i PeHOBUHU
HaTPIl0 CENEHIT NeHTarigpaT Ha HaTpilo cenexit
6e3B04HWIA)

MepioAnyHICTb NOAAHHSA PEryNsSPHO OHOB/IIOBAHOTO
3BiTYy 3 6e3neku, BignosigHo A0 MNopsaaKy 34iCHEHHS
chapmakoHarnsgy, 3aTBepiXeHoro Hakasom
MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTsi tocTuuii Ykpainum 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHY 34,0p0B's YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTL: 3rifHO 3i CTpOKamu,
3a3Ha4YeHUMM Y NepiognUYHOCTI NoJaHHS perynspHux
3BITiB 3 6e3neku.

6e3
peuyenma

UA/8891/01/03

211.

LYKnoaon

TabneTkn No 2 Mrin
bulk: no 1 kr TabneTok
y NoABIAHUX
nonieTuNeHoBmX
nakeTax

My6niyHe
akuioHepHe
TOBapuUCTBO

"HaykoBo-
BMPOGHNYMI

LEeHTp
"Bopuiariscb
KW Ximiko-
hapmauesT
NYHWIA
3aBog”

YkpaiHa

My6niuHe
akuioHepHe
TOBapUCTBO

"HaykoBo-

BUPOOHNYUMIA LLEHTP
"BopLyariBcbkuii
XiMiKo-
hapMaLeBTUYHWI
3asofg”

YkpaiHa

BHECEHHS 3MiH 10 peECTpaLiiiHnX maTepianis: 3MiHKN
| TMRY - 3MiHK WoA0 6e3nekn/etheKTUBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiH1) - OHOBIEHHS TEKCTY
MapKyBaHHS yrnakoBKM MiKapCbKoro 3acoby 3
BHECEHHAM iHhopMaLii LWoA0 3a3HauYeHHs OANHULb
BMMIpIOBaHHA y cuctemi Sl. 3amiHa po3giny
«[pachiuHe 0hopMNEHHS yNakoBKu» Ha
«MapKyBaHHs» B 3arBepmkeHnx MKA /13.
3anponoHoBaHo: MapkyBaHHS. BignosigHo fo
3aTBEPAKEHOr0 TEKCTY MapKyBaHHsA. TepMiH
BBE/JEHHS 3MiH NPOTAroM 6 micsAuiB nicns
3aTBEPMAKEHHS; 3MiHM | TNy - 3MiHK LWoAo
6e3nekn/edekTnBHOCTI Ta thapmakoHarnagy (iHwi
3MiHW) - OHOBJIEHHS BXE 3aTBEPKEHOrO TEKCTY
MapKyBaHHS No 1 kr TabneTok y noaBiiHUX
nonieTuIeHoBMX NakeTax 3 BHECEHHSAM NO3HaYeHb
OfIMHULIb BUMIPIOBAHHS 3a cucteMoto Sl, 3rigHo
BUMOr Hakasy MiHicTepcTBa eKOHOMIYHOTO PO3BUTKY
i Toprieni YkpaiHu Ne914 Big 04.08.2015. BHeceHHs
iHchopmauii Ao po3giny “MapkyBaHHS" LLOA0
ynakoBku in bulk. 3anponoHoBaHo: MapkyBaHHS.
TeKcT MapKyBaHHs foAaeTbesA. TepMiH BBEAEHHSA

UA/12350/01/01
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
3MiH NPOTAroM 6 MICALIB MiC/1A 3aTBEPAKEHHS
212. | umKnogon Tabnetku no 5 mr no My6niyHe YkpaiHa My6niuHe Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3mMiHu 3a UA/6549/01/02
10 Tabnetok y akujioHepHe akujioHepHe | Tvny - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta peyenmom
6nicTepi, no 4 TOBapuCTBO TOBapuCTBO hapmakoHarnsagy (iHwi 3MiH1) - OHOBNIEHHS TEKCTY
6nicTepun B nauui 3 "HaykoBo- "HaykoBo- MapKyBaHHS YNakoBKM JlikapCbKOro 3acoby 3
KapTOHY BMPOGHUUUIA BVMPOGHWYNIA LEHTP BHECEHHAM iHthopMalLii LLOoA0 3a3HaYEHHS OANHULbB
LEeHTp "BopLyariBcbkuii BMMIpIOBaHHA y cuctemi Sl. 3amiHa po3ainy
"BopLuariscb XiMiKo- «["padhiuHe ohopM/IEHHS YNaKoBKM» Ha
KWiA Ximiko- hapmaLeBTUYHWIA «MapkyBaHH:A» B 3aTBepixeHnx MKA N3;
hapmauesT 3asof” 3anponoHoBaHo: MapkyBaHHs. BignosigHo fo
NYHWIA 3aTBEPAXEHOro TeKCTy MapkyBaHHs. TepMiH
3aBog" BBE/EHHS 3MiH MPOTAroM 6 Micauis nicns
3aTBEPKEHHS; 3MiHM | TUny - 3MiHN Woao
6e3nekun/edhekTUBHOCTI Ta hapMakoHarnagy (iHwi
3MiHW) - OHOB/IEHHS BXXE 3aTBEPKEHOr0 TEKCTY
MapKyBaHHS; 3anponoHOBaHO:
MapkyBaHHs. TeKCT MapKyBaHHS fofaeTbes. TepMiH
BBE/EHHS 3MiH MPOTAroM 6 Micauis nicns
3aTBEPAKEHHS
213. | umKnogon TabneTky No 2 Mr no My6niyHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHM 3a UA/6549/01/01
10 TabneToKk y akuioHepHe akuioHepHe | TMRYy - 3MiHK WoA0 6e3nekn/etheKTUBHOCTI Ta peyenmom
6nicTepi, no 4 TOBapuCTBO TOBapuCTBO hapmakoHarnsgy (iHwi 3MiH1) - OHOBIEHHS TEKCTY
6nicTepun B nauui 3 "HaykoBo- "HaykoBo- MapKyBaHHS YNakoBKM JlikapCbKOro 3acoby 3
KapTOHY BMPOGHNYMI BUPOOHWYUMIA LLEHTP BHECEHHAM iHhopMaLii LWoA0 3a3HauYeHHs OANHULb
LEeHTp "BopLyariBcbkuii BMMIpIOBaHHA y cuctemi Sl. 3amiHa po3giny
"Bopuiariscb XiMiKo- «["padhiuHe ohopMIEHHS YNakoBKu» Ha
Knii XiMiko- hapMaLeBTUYHWI «MapkKyBaHHs» B 3aTBepmKeHnx MKA N3;
hapmauesT 3asofg” 3anponoHoBaHo: MapkyBaHHs. BignosigHo fo
NYHNIA 3aTBEPAKEHOr0 TEKCTY MapKyBaHHsA. TepMiH
3aBog" BBE/JEHHS 3MiH MPOTAroM 6 micsAuiB nicns
3aTBEPMKEHHS; 3MiHM | TNy - 3MiHK LWoAo
6e3nekn/edekTnBHOCTI Ta thapmakoHarnagy (iHwi
3MiHW) - OHOBJIEHHS BXE 3aTBEPAKEHOrO TEKCTY
MapKyBaHHS; 3anponoHOBaHO:
MapkyBaHHs. TeKCT MapKyBaHHS [0AAETLCA. TepMiH
BBE/JEHHS 3MiH NPOTAroM 6 micsAuiB nicns
3aTBEPAKEHHSA
214. | UNWHAKANDBLE | Tabnetku, BKpUTI Mictpan AHrnis oxn | Bonrapis/ BHECEHHS 3MiH 10 peECTpaLiiiH1X MaTepianis: 3MiHK 3a UA/16373/01/01
T-BICTA nAiBKOBOIO Kenitan dapmac'toTikasc Yecbka | TMINy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
060/10HKO10, NO 30 Mr MeHemxmeH nta., bonrapis Pecny6nika/ thapmakoHarnagy (iHLwi 3MiHK) - BHECEHHSA 3MiH [0
no 14 tTabneTtok y T Nimitepq, (nepBuHHE Ta Icnanis/ po3sgainy “MapkysaHHa” MKA /13”: 3anponoHoBaHo:
6nicTepi; no 2 BTOPUHHE Yuni MapkyBaHHs1. 3rigHO 3aTBEPAXEHOMY TEKCTY

6nicTepy y KapTOHHiIl
navui

nakyBaHHs); CiHTOH
c.p.0., Yecbka

Pecny6nika (Bunyck
cepii); CiHTOH
Xicnanis, C.J1.,

MapKyBaHHs. OHOB/IEHHSI TEKCTY MapKyBaHHs
yNakoBKM JiKapCbKOro 3acoby 3 BHECEHHAM
iHchopMmawii LLoAo 3a3HaYEHHS OAUHULB
BMMIipIOBaHHA y cuctemi Sl. BBeeHHS 3MiH
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
Icnanis (nepBrHHE NPOTAroM 6-TU MiCALIB MiC/A 3aTBEPAKEHHS
Ta BTOPUHHE
nakyBaHHS1, BUMYyCK
cepii); CiHTOH Yuni
Ntpa., Yuni
(BMPO6HMLTBO)
215. | UWMWHAKANBLUE TabneTkn, BKpUTI MicTtpan AHINIA xm | Bonrapis/ BHECEHHS 3MiH 10 peecTpaviliHiX maTtepianis: 3MiHU 3a UA/16373/01/02
T-BICTA nNiBKOBOKO Kenitan dapwmac'toTikanc Yecbka | TMNYy - 3MiHK Wopao 6e3nekn/eeKTUBHOCTI Ta peyenmom
060/10HKOI0, Mo 60 Mr MeHemxmeH Nta., Bonrapis Pecny6nika/ hapmakoHarnsagy (iHwi 3MiHW) - BHECEHHS 3MiH A0
no 14 tTabneTtok y T NimiTepq, (nepBuHHe Ta IcnaHis/ po3ainy “MapkyBaHHs” MKA J13”: 3anponoHOBaHo:
6nictepi; no 2 BTOPWHHE Ynni MapkyBaHHS. 3rigHO 3aTBEpPAKEHOMY TEKCTY
6nicTepy y KapTOHHIl nakyBaHHs); CiHTOH MapKyBaHHA. OHOBJ/IEHHS TEKCTY MapKyBaHHSA
nauui C.p.o., Yecbka yNakoBKM /1iKapCbKOro 3acoby 3 BHECEHHAM
Pecny6nika (Bunyck iHhopmaLii Woa0 3a3HaYeHHS O4UHULb
cepii); CiHTOH BMMIpIOBaHHS y cuctemi Sl. BBeeHHs 3MiH
XicnaHisi, C.J1., NPOTAroM 6-TW MICALB NiCNA 3aTBePKEHHSA
IcnaHis (nepBuHHE
Ta BTOPVHHE
nakyBaHHS1, BUMYCK
cepii); CiHTOH Yuni
Ntpa., Yuni
(BUPOGHMLTBO)
216. | UWMHAKANDBLIE | Tabnetku, BKpUTI Mictpan AHrnis Doxn | Bonrapis/ BHECEHHS 3MiH 10 peECTpaLiiiHnX maTepianis: 3MiHKN 3a UA/16373/01/03
T-BICTA NNiBKOBOKO Kenitan dapmac'toTikanc Yecbka | TMRY - 3MiHK WoA0 6e3nekn/etheKTUBHOCTI Ta peuyenmom
o60n0oHkoto, no 90 wmr, MeHemxmeH nta., bonrapis Pecny6nika/ thapmakoHarnagy (iHwi 3MiHK) - BHECEHHSA 3MiH [0
no 14 tTabneTtok y T NimiTeq, (nepBuHHE Ta Icnanis/ posginy “MapkysaHHa” MKA /13": 3anponoHoBaHo:
6nictepi; no 2 BTOPWHHE Ynni MapkyBaHHs1. 3rigHO 3aTBEpAKEHOMY TEKCTY
6nicTepn y KapTOHHIl nakyBaHHs); CiHTOH MapKyBaHHS. OHOB/IEHHS TEKCTY MapKyBaHHS
navui C.p.o., Yecbka YNakoBKM NiKAPCbKOro 3acoby 3 BHECEHHAM
Pecny6nika (BMnyck iHhopmauii WwoA0 3a3Ha4eHHs O4MHNLb
cepii); CiHTOH BMMIipIOBaHHA y cuctemi Sl. BBegeHHs 3MiH
Xicnanis, C.J1., NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPKEHHS
IcnaHis (nepBuHHE
Ta BTOPWHHE
nakyBaHHS1, BUMYyCK
cepii); CiHTOH Yuni
Ntpa., Yuni
(BPO6HMLTBO)
217. | UWMNPONET® TabneTkn, BKpUTI [-p Peppj'c IHais [-p Pegpi'c IHais BHECEHHS 3MiH 10 peecTpaviiiHiX maTtepianis: 3MiHu 3a UA/2034/02/01
nniBKOBOKO Na6opaTtopi Nab6opaTtopic | TUNY - BHECEHHS 3MiH A0 po3A4iny «MapKyBaHHS»: peyenmom
060710HKO0, No 250 c itp, Niviten, IHais; O-p 3arBepmkeHo: Mapkuposka B cooTBeTCcTBUM C

Mr; no 10 Ta6netok y
6nicTepi; no 1
6nictepy y nauui

Pepgi'c
Na6opatopic 114,
Bupo6Huya
oinbHuus — |1, IHais

NPUNOXEHHbIM TEKCTOM MapKMpPOBKU
3anponoHoBaHo: MapkyBaHHA Y BiAMNOBIAHOCTI i3
3aTBEPLKEHNM TEKCTOM MapKyBaHHs. BBeeHHs
[04aTKOBOTO NaKyBaHHS 3 BHECEHHAM iHdhopmaLji

LLOA0 3a3HaYEeHHS OAMHNLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BBeieHHS 3MiH NPOTArom 6-Tu micauis nicns

3aTBEPKEHHS; 3MiHM | TUMY - OHOBNEHHS BXE
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
3aTBEPAKEHNX METOZIB KOHTPOJO AKOCTI
NiKapcbKoro 3acoby, a came BUKNAAEHHS TEKCTY
[epXaBHOK MOBOIO 3riAHO CyYacCHWUX BUMOT.
BBefeHHs 3MiH NpoTArom 6-T1 MicALUiB nicns
3aTBEPAKEHHS
218. | UWMNPONET® TabneTku, BKpUTI [-p Peppj'c IHAjsa [-p Pegpi'c IHAisA BHECEHHS 3MiH [0 peecTpavuiliHiX maTtepianis: 3MiHK 3a UA/2034/02/02
N/1iBKOBOO Na6opartopi Na6oparopic | TNy - BHECEHHS 3MiH A0 po3ainy «MapKyBaHHS»: peyenmom
060/10HKO10, Mo 500 c ity Nimiten, IHais; 4-p 3arsepaxeHo: MapkupoBka B cooTBeTcTBUM C
mr; no 10 TabneTok y Peppi'c MPUNOXEHHBLIM TEKCTOM MapKUPOBKU
6nicTepi; no 1 Na6opaTopic T4, 3anponoHoBaHo: MapkyBaHHA Y BiAMNOBIAHOCTI i3
6nictepy y nauui Brpo6bHunya 3aTBEpKEHNM TEKCTOM MapKyBaHHs. BBeeHHs
AinbHuusa — 11, IHais [04aTKOBOrO NaKyBaHHSA 3 BHECEHHAM iHdhopmaLi
LLOA0 3a3HaYeHHS OAMHNLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BBeieHHS 3MiH NPOTAroM 6-Tu MicsALIB nicns
3aTBEPKEHHS; 3MiHW | TUMY - OHOB/IEHHS BXE
3aTBEPAKEHNX METOZIB KOHTPOJO AKOCTI
NikapcbKoro 3acoby, a came BUKNAAEHHS TEKCTY
[epXaBHOK MOBOIO 3riAHO CyYacCHWUX BMMOT.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPAKEHHS
219. | UUTAPABIH PO34MH AN iH'EKLINA, Mini Benvka BeHyc Pemegic IHais BHECEHHS 3MiH 4,0 peecTpaviiHnx maTtepiasis: 3MiHa 3a UA/0674/01/01
100 mr/mn; no 1 mn Xenckepe BpuTaHis Nimitepn 3asBHMKa (BNacHWKa peecTpauiiiHoro nocBigYeHHs) peyenmom
abono 10 mny Nimiten (3rigHo Haka3y MO3 Bif 23.07.2015 Ne 460): 3 M-

dhnakoHi; no 1
thnakoHy B KapTOHHIl
Kopoo6Li

IuBecT NimiTeq, Kinp Ha Mini Xenckepe Nimiteg,
Benvka BpuTaHis y 3B'A3Ky 3 nepegaveto npasa
B/TACHOCTI Ha 3apeecTpoBaHuii nikapcbkuii 3aci6.
3MiHM | TUny - 3MiHK Wopao 6e3nekn/etpeKTUBHOCTI
Ta thapmakoHarnsigy. BeegeHHs abo 3miHv o
y3aranibHeHVX gaHnx npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX MPO cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOoi ocobw,
BiANOBiAANbLHOI 3a 3ilicHEHHS thapmakoHarnagy;
KOHTaKTHOI 0cobu 3 hapmMakoHarisay 3asBHvKa ons
3pjiicHeHHs1 hapMakoHarnsay B YkpaiHi, KLU0 BOHa
BiAMiHHa Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3iicHeHHs chapmakoHarnsgy (Bkavaroum
KOHTaKTHi AaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOBaXXEHOI 0COOU 3asBHMKA, BifnoBigasibHOI 3a
thapmakoHarnag: ditova pegakuis — lwyk Hatanka
MeTpiBHa; MNMponoHoBaHa peAakuis — EpmoLumHa
OneHa AmnTpiBHA. 3MiHa KOHTaKTHUX JaHUX
YMNOBHOBaXEHOT 0CO6YM 3a8BHMKA, BigNoBigaibHOI 3a
hapmakoHarnsg,. 3miHa Micusa 34iiCHEHHS] OCHOBHOT
LisNbHOCTI 3 chapmakoHarnsgy. 3miHa
MiCLLe3HaxXoMKeHHS1 MacTep-daiina.
3MiHn | TUNY - 3MiHN Woao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy (iHwi 3miHy) 3amiHa po3giny
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

«'padhiuHe 306pakeHHs YNakoBKu» Ha PO34,i/
«MapkyBaHHs» MKSA /13 3atBepapxeHo: MpadiyHe
306paxeHHs ynakoBku. [logaeTbes.
3anponoHoBaHo: MapkyBaHHS. 3rigHo
3aTBEPAKEHOr0 TEKCTY MapKyBaHHS. 3MiHW BHECEHI
B TEKCT MapKyBaHHS yMakoBKM iKapPCbKOro 3acoby
00 3a3HaYeHHA MiXKHApPO4HMX NO3HaYeHb
OVHULIb BUMIPIOBaHHS.

FeHepanbHUN AUpeEKTOop
AnpekToparty thapmaueBTUYHOro 3a6e3neyeHHs

OnekcaHpp KOMAPIOA




MNEPENIK

JopaTtok 4

[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu

16.01.2021 Ne 60

NIKAPCbKNX 3ACOBIB (MEAUYHUX IMYHOBIOMOINYHUX NPENAPATIB), AKUM BIAMOBNEHO Y AEPXABHIA PEECTPALLI, NEPEPEECTPALIJI TA

BHECEHHI 3MIH 1O PEECTPALINHNX MATEPIANIB TA AEPXXABHOIO PEECTPY NIIKAPCbKNX 3ACOBIB YKPAIHU

Ne
n/n

Hassa
NiKapcbKo20
3acooby

dopma sunycky

3assBHUK

Kpaina

Bupo6HUK

Kpaina

Miocmasa

lMpoyedypa

AJQBAHTAH®

kpem 0,1 %; no5r
a6o no 15 r y Ty6i;
no 1 Ty6i B

KapTOHHI Kopo6Lli

NNEO dapma A/IC

[Janis

NNEO ®apma
MaHydakTypiHr ITani
CPN

ITanis

3acigaHHa HTP
Ne 50 Big,
10.12.2020

BigmoBuUTU y 3aTBEpPAXEHHI - 3MiHV | TUNy - 3MiHK
wondo 6esnekn/edhekTMBHOCTI Ta chapmakoHarnsgy.
BBegeHHs abo 3MiHM [0 y3arasibHEHWX AaHuxX npo
cuctemy hapmakoHarnsagy (BBefeHHs y3araslbHeHux
JaHux npo  cuctemy  dhapmakoHarnsgy,  3MiHa
yMNOBHOBaXeHOT 0cobw, BignoBifanbHOT 3a 34iCHEHHS
thapmakoHarnagy; KOHTaKTHOI ocobu 3
hapmakoHarnsgy 3aaBHMKa onsa 3[jlACHEHHS
hapmakoHarnsgy B YKpaiHi, SKWO BOHA BigMiHHA Bif
yMNOBHOBaXKeHOT 0co6u, BignoBifaibHOT 3a 3A4iICHEHHS
thapmakoHarnagy (BKIualum KOHTaKTHI AaHi) Ta/abo
3MiHM Yy  po3MilleHHi  MacTep-chaiina  cucTemu
hapmakoHarnsigy) - 3MiHa  KOHTakTHOI  ocobwu
YNOBHOBaXXEHOI 0COOM 3asiBHUKA, BiAMOBiZa/IbHOI 3a
hapmakoHarnsag B Ykpaii. [itoya pegakuis: Haymosa
IpyHa  OnekcaHgpiBHa. [ponoHoBaHa  pefakuis:
[anTaHoB AHTOH CraHicnasoBuu.

3MiHa  KOHTaKTHUX  [@HWX  KOHTakTHOi  ocobwu
YNOBHOB&XEHOI 0CO6M 3asBHUKA, BiAMNOBifa/IbHOI 3a
thapmakoHarnag B YkpaiHi, y 3B'A3Ky i3 HafaHHAM
OHOBJIEHOI iHChOpMAaLii LWoA0 3MiHWM KOHTaKTHOI 0co6u
YNOBHOB&XEHOI 0CO6GM 3asBHUKA, BiAMNOBiAa/IbHOI 3a
hapmakoHarnag B YkpaiHi

AOBAHTAH®

ma3b 0,1%; no 15ry
Ty6i; no 1 Ty6i B
KapTOHHI KOpoOL;i

NEO dapma A/IC

[Janis

NNEO dapma
MaHydakTypiHr ITani
CPN

ITanis

3acigaHHa HTP
Ne 50 Big,
10.12.2020

BigmoBuTN y 3aTBEepXKEHHi - 3MiHV | TUNy - 3MiHK
wono 6esnekn/edhekTMBHOCTI Ta hapmakoHarnsgy.
BBefeHHss abo 3MiHWM [0 y3arasibHEHWX AaHWX Mpo
cuctemy dpapmakoHarnsgy (BBeAEHHSI y3arasibHeHuX
JaHnx npo cuctemy chapmakoHarnsgy,  3MmiHa
YMOBHOBaXXEHOI 0Cc0o6W, BiANOBIAA/IbHOT 32 34INCHEeHHS
thapmakoHarnagy; KOHTaKTHOI ocobu 3
thapmakoHarnsgy 3asBHMKA  Ans 3[iACHEeHHS
hapmakoHarnsigy B YKpaiHi, SKWO BOHA BigMiHHA Bif
yMNOBHOBaXeHOT 0cobu, BignoBifanbHOT 3a 34iiCHEHHS
thapmakoHarnagy (BKIUalum KOHTaKTHI AaHi) Ta/abo
3MiIHMW Yy  pO3MiWeHHi  MacTep-thaitna  cuctemm
thapmakoHarnagy) - 3MiHa  KOHTakTHOI  0cobwu
YNOBHOBAXEHOI 0CO6GM 3asBHUKA, BiAMNOBiAa/IbLHOI 3a
dpapMakoHarnsg B YkpaiHi. [itoua pegakuisi: Haymosa
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Ne HasBsa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina rliocmasa lpoyedypa
n/n JliKapcbKO20
3acoby
Ipura  OnekcaHgpiBHa. [lpornoHoBaHa  pegakuis:
lanTaHoB AHTOH CTaHicnasoBu4y. 3MiHa KOHTAKTHUX
JaHnX KOHTAKTHOI 0CO6M YNOBHOBAXEHOI 0cobu
3asBHUKA, BigNoBifanbHOI 3a hapmakoHarnsag B
YKpaiHi, y 3B'A3Ky i3 HafiaHHAM OHOB/EHOI iHhopmaLii
LLIOAO 3MiHM KOHTaKTHOI 0CO6M YNOBHOBaXXEHOI 0CO6YU
3asBHUKA, BigNoBiganbHOI 3a hapmakoHarnsag B
YKpaiHi
NENEXU KopeHeBuLLa MpAT Ykpaina MpAT ®apmaueBTnyHa YkpaiHa 3acigaHHa HTP | BigmoBut y  3arBepf)keHHi -  BUMNpaB/ieHHSA
KOPEHEBULLA no 50 ra6ono 100r | dapmaueBTUYHA chabpvka "Biona" Ne 51 Big, TEXHIYHOI MNOMWMKA Yy MeToAax KOHTPOMO SAKOCTI
y naukax 3 thabpuka 17.12.2020 n."Maca BMICTy ynakoBku", OCKiflbk/ 3anponoHoBaHa
BHYTPILIHIM "Biona" pefakuis TeXHIYHOT MOMW/IKM He BiAnoBifae apXiBHUM
naketom; no 1,5ry marepianam. Mpn BHECEHHI 3MiH 0o
piNbTp-NakeTi; No Cneuundikanii/MeToAiB KOHTPOSO AKOCTI NiKapCbKOro
20 dhinbTp-nakeTiB y 3acoby (3amiHa nokasHuka "BTpata B Maci npwu
nauuj; BUCYLLMBAHHI" Ha Moka3HWKk "Boga") He 6yna
MapKyBaHHS 3a3HaveHa 3anponoHoBaHa iHcbopmauis; -
YKPaiHCBbKOK MOBOIO BMMPaB/ieHHA B  TEKCTi  MapkyBaHHS  YNakoBKu
nikapcbkoro 3acoby He BiAMoOBiAalTb MonepeaHbo
3arBepaxeHomy MKHA, wo BxoguTb [0 cknagy
peecTpaviiiHOro AOCbE, | He MOXYTb PO3rsAaTucs siK
TeXHiYHa NOMW/IKA, OCKINbKM 3a3HayYeHe BUNpaB/IeHHSA
He Bignosigae n.2.4. po3giny VI Hakazy MO3 YkpaiHu
Big 26.08.2005p. Ne 426 (y pepgakuii Hakasy MO3
YKpainu Big 23.07.2015 p Ne 460)
HEMPOBIOH PO34MH ANA iH'EKLN; Mi enp Oxi Xenc HimeuunHa Mepk Xenckea KlraA, Himeuunna/ 3acigaHHa HTP | BiaMoBuUTU y 3aTBepmKeHHi - 3MiHu |l Tuny - 3MiHu
no 3 mn B amnyni; [hxepmaHi TM6X HimeuunHa (noBHWI dpaHuis Ne 51 Big, wopo 6esnekn/edpeKTMBHOCTI Ta hapmakoHarnsgy.
no 3 amnysnv B LMK BUPOBHNLTBA); 17.12.2020 3MiHa y npaBoBOMY cTaTyci fikapcbkoro 3acoby (yci

KapTOHHI Kopo6bLyi

CEHEKCI HSC,
dpaHuis (NOBHWIA UMK
BMPOGHMLTBA)

iHWI 3MiHM npaBoBOro cTaTycy) - BigNOBiAHO [0
nonoxeHo n 2.1.1. Hakazy MO3 YkpaiHn Big
17.05.2001 Ne185 "KpuTtepii BU3Ha4eHHSA kaTeropii
BiANyCcKy fikapcbkux 3acobis”, 3asBfieHa 3MiHa Y
npaBOBOMY CTaTyCi JlikapCbKOro 3acoby “3a peuentom”
Ha "6e3 peuenta”

FeHepanbHUii AUPEKTOP

AuvpekTopaty dhapmaLeBTUUHOro 3a6e3neyeHHs

OnekcaHpp KOMAPIOA
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