NMEPENIK

Jopartok 1
Ao Hakasy MiHicTepcTBa 0XOpPOHMU

34,0pPOB’A YKpaiHn

Ne

NIKAPCbKUNX 3ACOBIB, WO NPOMOHYKOTbLCA A0 AEPXXABHOI PEECTPALLII

Ne
n/n

Ha3zsa slikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢gpopma,
ynakoska)

3asBHuUK

KpaiHa
3asB8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina
npoyedypa

Ymosu
BionyckKy

Pexknavys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

AJIMAKOP

Tabnetku no 10 mr, no
10 TabneTok y 6nictepi,
no 3 6nictepn y
KapTOHHI navi

AHTUBIOTUKN
CA

PymyHis

AHTUBIOTUNKN
CA

PyMyHis

peecTpauist Ha 5 pokis

MepiognyHicTb NoAaHHA
perynsipHo
OHOB/IOBAHOrO 3BITY 3
6e3neku, BiANoBiAHO A0
Mopsiaky 34iCHEHHS
dhapmakoHarnsgy,
3aTBEPKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU
300pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi rocTuULii
Ykpainu 29 ciyHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHHM
3/10pOB'A YKpaiHu Bif 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HayYeHMun y
nepiognMYHOCTI MoAaHHS
perynsipHux 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/18534/01/02

ANTMAKOP

Tabnetkn no 5 mr, no 10
Tabnetok y 6nictepi, no
3 6nicTepu y KapTOHHii
naui

AHTUBIOTUKWN
CA

PymyHis

AHTUBIOTUKN
CA

PymyHis

peecTpauist Ha 5 pokis

MepiognyHICTb NOAHHSA
perynsipHo
OHOB/IIOBAHOrO 3BITY 3
6e3neku, BignoBigHO [0
Mopsaaky 34iCHEeHHS

3a
peyenmom

He
nionsieae

UA/18534/01/01




200 mr/500 wmr, no 10
Tabnetok y 6nictepi, no
1 6nicTepy B naui

dipma "fapHuug”

dapmacbioTikan
Mpopaktc C.A.

MepiognyHICTb NOgAHHSA
perynsipHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3neku, BignoBigHO [0
Mopsaaky 34iicHeHHSA
thapmakoHarnsgy,
3aTBEPKEHOrO HAKa3oM
MiHicTepcTBa 0XOPOHHK
3[,0pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii

Ne Hasga snikapcbko20 ®opma surnycky 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa BiOnycKy aHHs peecmpayiliHo2o
ynakoska) nocsioYeHHs1
thapmakoHarnsgy,
3aTBEPKEHOIO HaKka3oM
MiHicTepcTBa OXOPOHHU
300pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainum 29 ciuHa 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOpPOHU
370pOB's YKpaiHu Bif 26
BepecHsa 2016 poky Ne
996), cTaHOBUTbL: 3riHO
3i cTpokamu,
3a3HavYeHIMn y
nepioguYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.
3. AMIHOMACAHA NMOPOLLIOK KPUCTasTiYHWIA AT "KMIBCbKUIA YkpaiHa HOPTICT Kutaii peecTpauist Ha 5 pokis - He UA/18535/01/01
KUCNOTA abo kpuctanm BITAMIHHWIA PAPMAC'IOTIKAN nionsieae
(cybeTaHuis) y nakeTtax 3ABOA" rPYMN KO., NTA4,.
a/IlOMIHIEBO-
NAacTMKOBUX ANA
dhapmaLeBTU4YHOro
3aCTOCYBaHHSA
4, rAPOXNOPOTIA3N MOPOLLOK (CybcTaHUis) y TOB "dapma YkpaiHa INKA NabopaTopic IHgis peecTpauist Ha 5 pokis - He UA/18536/01/01
Jil noABiNHMX Crapt" Nimiteq nionsizae
nonieTnIeHoBmx
naketax Ans
dhapmaLeBTU4YHOro
3acToCyBaHHSA
5. AAP®EH® NOHI TabneTkn, BKpUTI MpAT YkpaiHa PoHTic Xennac peuis peecTpauis Ha 5 pokis 6e3 nionisieae UA/18537/01/01
N/1iBKOBOK 060J1I0HKOH, "GapmaueBTnyHa Megikan eHpg, peyenma




Ne Hasga snikapcbko20 ®opma surnycky 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa BiOnycKy aHHs peecmpayiliHo2o
ynakoska) nocsioYeHHs1
Ykpainu 29 ciyHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHHM
3/10pOB'A YKpaiHu Bif 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HayYeHMun y
nepiognMYHOCTI MoAaHHS
perynsipHux 3BiTiB 3
6e3neku.
6. NAKO3AM® TabneTku, BKpUTI TOB "ACIHO YkpaiHa Bupo6HuyTBO, peuis peecTpauist Ha 5 pokis 3a He UA/18538/01/01
NAiBKOBOK 060/I0HKOIO, YKPAIHA" nepBuHHE Ta peyenmom nionseae
no 50 wmr; no 14 BTOPVHHE MepiognyHicTb NogaHHA
Tabnetok y 6nictepi; no nakyBaHHs1, perynsipHo
4 6nicTepun y KapTOHHiIl KOHTPONb Ta OHOB/IOBAHOIO 3BITY 3
nauuj BUMYCK cepil 6e3neku, BignoBigHO A0
nikapcbKoro Mopsaaky 34iicCHeHHS
3acoby: thapmakoHarnagy,
xeHedapm CA, 3aTBEPKEHOIO HakasoM
Ipeuis; MiHicTepcTBa 0XOpOHHM
KoHTposb cepii: 3[,0p0B’A YKpaiHu Big 27
KwoECiEc NTa,, rpyaHsa 2006 poky Ne
pevis 898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuUuit
Ykpainm 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHHM
340pOoB's YKpaiHu Big 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHIMn y
nepiogNYHOCTI NoAAHHSA
perynsipHux 3BiTiB 3
6esneku.
7. NAKO3AM® TabneTkn, BKPUTI TOB "ACIHO YkpaiHa Bupo6HMLTBO, Ipeuist peecTpauist Ha 5 pokis 3a He UA/18538/01/02
N1iBKOBOK 060JI0HKOH, YKPAIHA" nepBuHHe Ta peyenmom niossieae
no 100 mr; no 14 BTOPUHHE MepiognyHicTb NogaHHA
TabneTtok y 6nictepi; no nakyBaHHs, perynsipHo
4 6nicTepun y KapTOHHIi KOHTpO/b Ta OHOBJ/IIOBAHOrO 3BITY 3
nauuj BUMYCK cepil 6e3neku, BignoBsigHO [0
nikapcbKkoro Mopsiaky 34iCHEeHHs
3acoby: chapmakoHarnisgy,

3




n/n

Hasga snikapcbko20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina
npoyedypa

Ymosu
BiOnycKy

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

IxeHedapm CA,
Ipeuist;
KoHTponb cepii:
KwoEKCiEc NTa,.,
peuis

3aTBEPKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU
300pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi rocTuLii
Ykpainu 29 ciyHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHHM
3710pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HayYeHMun y
nepiognMYHOCTI MoAaHHS
perynsipHux 3BiTiB 3
6e3neku.

NATACONT

Kpani O4Hi, pO34uH,
0,05 mr/mnno 2,5 mny
chnakoHi-kpanesnbHuL,;
no 1 dpnakoHy-
KpanesibHULi B
KapTOHHI KOopoo6Li

YOPA[,
MEAMLIMH
OOTANIBMIKC
INAUNAPI NTA,
LUITI.

TypeuunHa

YOPA[,
MEAMLVH INAY
CAH. BE TIIX.

AL

TypeyunHa

peecTpauist Ha 5 pokis

MepiognyHICTb NOAHHSA
perynsipHo
OHOB/IIOBAHOrO 3BITY 3
6e3neku, BignoBigHO [0
Mopsaaky 34iiCHeHHS
thapmakoHarnsgy,
3aTBEPKEHOrO HaKa3oMm
MiHicTepcTBa 0XOpOHHM
30,0pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuUuit
Ykpainm 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHHM
340pOB's YKpaiHu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHIMn y
nepiogNYHOCTI NoAAHHSA
perynsipHux 3BiTiB 3
6esneku.

3a
peyenmom

He
nionsieae

UA/18539/01/01

HOJNET

Tabnetku no 5 mr, no 10
TabneTok y 6nictepi, no

AHTUBIOTUKN
CA

PymyHis

AHTUBIOTUKN
CA

PymyHis

peecTpauist Ha 5 pokis

3a
peyenmom

He
nionsizae

UA/18540/01/01




n/n

Hasga snikapcbko20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina
npoyedypa

Ymosu
BiOnycKy

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

3 6ricTepa y KapTOHHii
nauui

MepiognyHicTb NoAaHHA
perynsipHo
OHOB/IOBAHOTO 3BITY 3
6e3neku, BiANOBiAHO A0
Mopsiaky 34iCHEHHS
dhapmakoHarnsgy,
3aTBEPKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU
300pOoB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi rocTuLii
Ykpainu 29 ciyHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHHM
3/10pOB'A YKpaiHu Bif 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HayYeHMun y
nepiognMYHOCTI MoAaHHS
perynsipHux 3BiTiB 3
6e3neku.

10.

MNIKOCEH®

kancynu, no 10 kancyny
6nictepi, no 1 a6o 3
6nictepn y nayui

TOB "[OKr
"®apmaueBTMyHa
habpuka"

YKpaiHa

TOB "OKnN
"PapmMaLeBTuyHa
habpuka”

YkpaiHa

peecTpauist Ha 5 pokis

MepiognyHICTb NOAHHSA
perynsipHo
OHOB/IIOBAHOrO 3BITY 3
6e3neku, BignoBigHO [0
Mopsaaky 34iicHeHHS
thapmakoHarnsgy,
3aTBEPKEHOrO HaKa3oMm
MiHicTepcTBa 0XOpOHHM
3[,0p0B’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuUuiT
Ykpainmn 29 ciuHa 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHHM
340pOB's YKpaiHu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,

6e3
peyenma

niosisieae

UA/18541/01/01




Ne Hasga snikapcbko20 ®opma surnycky 3asBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa BiOnycKy aHHs peecmpayiliHo2o
ynakoska) nocsioYeHHs1
3a3HavYeHIMn y

nepioguYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.

FeHepanbHUN AUpeEKTOop
AvpekToparty chapmaueBTUUHOro 3a6e3nevyeHHsA

0.0. Komapiga




NMEPENIK

Jopatok 2
Ao Hakasy MiHicTepcTBa 0XOpPOHMU

34,0pPOB’A YKpaiHn

Ne

NIKAPCbKNX 3ACOBIB, L0 MPOMOHYIOTHCS A0 AEPXABHOI NEPEPEECTPALI

Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnycKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

ANINAK rPIHAEKC

TabneTkv cy6niHrBasbHi
no 10 mr, no 25
TabneTok y 6nictepi; no
1 abo 2 6nictepn y
nauui 3 KapToHy

AT "IpiHaekc"

NaTtBin

AT "I'piHaekc"

NatBis

MepepeecTpavia Ha
HeobMeXeHui TepMiH

MepiognyHIiCTb NOAAHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsagky 34iCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU
370pOB’A YKpainu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciyns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOoHU
3,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.

6e3
peyenma

niosnsieae

UA/4346/01/01

ALVIKNOBIP 200
CTAJA®

Tabnetku no 200 Mr no
25 Tabnetok y 6nictepi,
no 4 6nictepn y
KapTOHHiI kopobuj; no 5
Tabnetok y 6nictepi; no
5 6nicTepiB y KapTOHHIi
Kopoo6Li

CTAIA
ApuHaiimiTTens
Al

HimeuunHa

CTAIA
ApuHaiimiTTens
Al

HimeuunHa

MepepeecTpavia Ha
HeobMeXeHuli TepMiH.

OHoBreHo iHdhopmaL,ito
B IHCTPYKUIT Ansa
MeAnYHOro
3acTocyBaHHsA

3a
peyenmom

He
nionsieae

UA/3840/01/01




n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

nikapcbKoro 3acoby y
po3ginax "B3aemopis 3
IHLWIMMKN NiKapCbKMK
3aco6amMu Ta iHWi Buan
B3aemopiin",
"Oco6nuBoCTi
3aCTOCyBaHHA",
"3acTocyBaHHA y nepiog
BariTHoOCTi abo
rogysaHHA rpyanro”,
"Mo6ivHi peakuii”
BiANOBIAHO A0
OHOB/IEHOT iHhopMaLii 3
6e3neku gitoyoi
PEYOBUHMU.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iiCHeHHs
dhapmakoHarnsagy,
3aTBEPHKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHK
340pOB’A YKpainu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOoB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMn y
nepioAMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3
6e3neku.

ALVIKNOBIP 400
CTAJA®

Tabnetkv no 400 mr no 5
TabneTok y 6nictepi; no
5 abo 7 6nictepiB y
KapTOHHI KopobLyi

CTALA
ApuHarimitTTens
Al

HimeuunHa

CTALA
ApuHaiimitTTens
Al

HimeyunHa

MepepeecTpauis Ha
HeobMeXeHuli TepPMiH.

OHoBEHO iHhopmaLito
B IHCTPYKLU|i ANs
MeAn4yHoro

3a
peyenmom

He
nionsieae

UA/3840/01/02




n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

3acToCyBaHHSA
niKkapcbKoro 3acoby y
posginax "B3aemogis 3
HLIMMKN NiKapCbKMK
3acobamu Ta iHWi Buan
B3aemogiit",
"Oco6nuBocCTi
3aCTOCyBaHHA",
"3acTocyBaHHA y nepiog
BariTHocTi abo
rogysaHHs rpyanro”,
"Mo6iyHi peakwyi"
BiAgNoBigHO A0
OHOBNEHOT iHhopMaLli 3
6e3neku giroyoi
PEeyOoBUHN.

MepioAnyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOrO 3BITY 3
6e3neku, BigNoBifHO A0
Mopsaky 34iACHEHHS
dhapmakoHarnsagy,
3aTBEPAKEHOr0 Haka3om
MiHicTepcTBa 0XOpoHU
3[10pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHK
300pOB's YkpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HaveHImMn y
nepioANYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.

ALVMKNOBIP 800
CTAA®

Tabnetkv no 800 Mr no 5
TabneTok y 6nictepi; no
7 6nicTepiB y KapTOHHii
KOpoo6Li

CTAJA
ApuHaiimiTTens
Al

HimeuunHa

CTAIA
ApuHaiimiTTens
Al

HimeyunHa

MepepeecTpavis Ha
HeobMeXeHuli TepMiH.

OHoBEHO iHthopmaL,ito
B iHCTPYKLUIi Ans

3a
peyernmom

He
nionsieae

UA/3840/01/03




n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

MeAn4YHOro
3acTocyBaHHs
NiKapcbKoro 3acoby y
po3ginax "B3aemogis 3
iHLWIMMK NiKapCbKUMU
3aco6amu Ta iHLWi BUan
B3aemMogiji",
"Oco6nmBoCTi
3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog,
BariTHoOCTi abo
roflysaHHs rpyaao”,
"Mo6iuHi peakwyii"
BignoBigHO A0
OHOB/IEHOT iHhopmaLii 3
6e3nekun gitouoi
PeyoBUHN.

MepiognyHIiCTb NOAAHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaaky 3AiCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHu Big, 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpoHU
3,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.

BICOMPO/ION-TEBA

Tabnetkun no 5 mr no 10
Tabnetok y 6nictepi; no
3 abo 5 6nictepis B
Kopoo6Li

TOB «TeBa
YKpaiHa»

YkpaiHa

Mepkne M'm6X
(Brpo6HMLTBO
Hepo3dacoBaHoro
NpPoAYyKTY, A03BiN

HimeuunHa

MepepeecTpavia Ha
HeobMeXeHuli TepMiH.
OHoBEHO iHthopmaL,ito

B iHCTPYKLUIi Ans

3a
peyenmom

He
nionsieae

UA/1728/01/01

10




n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

Ha BUMyCK cepii;
MepBuHHa Ta
BTOPUHHA
ynakoBka,
KOHTPO/Ib cepil)

MeAn4YHOro
3aCTOCyBaHHA Yy
posainax:
"®apmakonorivHi
BNacTuBocCTi",
"MpoTunokasaHHsa",
"B3aemogisi 3 iHWnMKn
nikapcbknmy 3acobamu
Ta iHWi BUAn
B3aemMogiji",
"Oco6nmBocCTi
3aCcTOCyBaHHA",
"3acTocyBaHHs y nepiog
BariTHoOCTi abo
roflysaHHs rpyaao”,
"Cnocib 3acTocyBaHHs
Ta nosun", "MobivHi
peakuii” woao 6e3neku
Ait0Y0T PEYOBUHN.

MepioAnyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOr O 3BITY 3
6e3neku, BigNoBifHO A0
Mopsaky 34jiACHEHHS
chapmakoHarnsagy,
3aTBEPAKEHOr0 Haka3om
MiHicTepcTBa 0XOpOoHU
3[10pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHK
300pOB's YkpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HaveHImMn y
nepioANYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.

BICOMPO/ION-TEBA

Tabnetkv no 10 mr, no
10 TabneTok y 6nictepi;

TOB «TeBa
YKpaiHa»

Ykpaina

Mepkne MmeX
(BupobHuuTtBo

HimeyunHa

MepepeecTpavis Ha
HeobMeXeHuli TepMiH.

3a
peyernmom

He
niosisieae

UA/1728/01/02
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjitiHo2o
yrnakoska) nocsioYyeHHs
no 3 abo 5 6nicTepis B Hepo3dhacoBaHoro OHoB/eHo iHhopmaL,ito

KOpOoOLL

NpoAYKTY, A03BiN
Ha BUMycK cepii;
MepBuHHa Ta
BTOPVHHA
ynakoBka,
KOHTpPO/Ib cepii)

B IHCTPYKUIT Ans
MefNYHOro
3aCTOCyBaHHA Y
po3ainax:
"®apMaKoorivHi
BN1ACTVBOCTI",
"TpoTunokasaHHsa",
"B3aemogijs 3 iHWmmun
nikapcbknMmn 3acobamm
Ta iHWi B1an
B3aemog;it",
"Oco6nuBocCTi
3aCTOCyBaHHA",
"3acTocyBaHHsA y nepiog
BariTHoCTi abo
rogysaHHs rpyanro”,
"Cnoci6 3acTocyBaHHs
Ta gosun”, "MoGivHi
peaxuii” woao 6e3neku
Lit0Y0i pevyoBUHN.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iiCHeHHs
dhapmakoHarnsagy,
3aTBEPHKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHK
340pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOoB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMn y
nepioAMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3
6e3neku.
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y 6nicTepi; no 2
6nicTepy y KapTOHHIl
KOpOoo6L

B IHCTPYKUiT Ana
MeMYHOro
3acToCyBaHHS
nikapcbkoro 3acoby y
posginax "OcobnmBocTi
3acTocyBaHHs", "Cnoci6
3acTocyBaHHsa Ta no3n”
(BHECEHI YTOYHEHHS),
"MoGiuHI peakuyji*;
OHOBJIEHO iHhopMaLilo B

Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjitiHo2o
yrnakoska) nocsioYyeHHs
7. BEHOTOH® HacTolika, no 100 mny MNAT YkpaiHa MAT YkpaiHa MepepeecTpauis Ha 6e3 nionsizae UA/11668/01/01
6aHLj cknsHii; no 1 "Ximthapm3asos, "Ximchapm3sasopg HeobMeXeHuli TepMiH. peuenma
6aHLi B nayLi 3 KapToHy; "UepBoHa 3ipka" "UepBoHa 3ipka"
no 100 My donakoHi MepioanyHICTb NOAAHHSA
cknsiHoMy abo perynsipHo
nonimepHomy; no 1 OHOB/IHOBAHOrO 3BITY 3
hnakoHy B navui 3 6e3neku, BiANOBIAHO A0
KapTOHY Mopsaaky 3AiCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTui
Ykpainu 29 ciyns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpoHK
3,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaveHMn y
nepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.
8. BIHKAMIH NopoLLoK (cybcTaHuis) y NinHea CA LLiBefiuapis NinHea CA Lseiiuapis nepepeecTpauis Ha - He UA/11572/01/01
noAgiliHmx HeobMeXeHui TepMiH nionsieae
nonieTuIeHoBmX
naketax gns
thapmMaLeBTUHHOrO
3aCTOCYBaHHS
9. FENTPAN® Tabnetkn ABGOTT HimeuunHa A66BI C.p.n. ITanisa MepepeecTpauis Ha 3a He UA/6993/01/02
KMLLIKOBOPO34MHHI MO Na6opaTopi3s Heo6MeXeHWi TePMiH. peyenmom nionsi2ae
500 mr; no 10 TabneTok meX OHoBEHO iHChopmaLito
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

KOPOTKili
XapakTepucTuui
NiKapcbKoro 3acoby y
po3ginax 4.2. lo3n Ta
Crnoci6 3acTocyBaHHs,
4.5. OcobnuBi
3aCTepexeHHs Ta
3anobixHi 3axoam npu
3acTocyBaHHi; 4.9.
Mo6iuHi peakui
BignoBigHO A0
iHcbopMmawii CTOCOBHO
6e3neku, sika 3a3HaveHa
B MaTepiasniax
peecTpavLiiiHoro AocChLE.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iiCHeHHs
dhapmakoHarnsagy,
3aTBEPHKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHK
340pOB’A YKpainu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOoB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMn y
nepioAMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3
6e3neku.

10.

TNEHUET

TabneTku, BKpUTI
060/10HKOIO, M0 5 Mr, Mo
10 TabneTok y 6nictepi;
no 1 a6o no 3, a6o no
10 6nicTepis B
KapTOHHI ynakoBLi

neHmapk
PapmacboTVKan3
nro.

IHAis

neHmapk
PapmacboTrKan3
nra.

IHais

MepepeecTpauis Ha
HeobMeXeHuin TepMiH

OHoBEHO iHhopmaLito
B IHCTPYKLU|i ANs
MeAn4yHoro

6e3
peyenma

nionsieae

UA/11243/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

3acToCyBaHHSA
niKkapcbKoro 3acoby y
posginax
"®apmakonorivHi
B/1lacTMBoCTi",
"B3aemogijs 3 iHWmmun
nikapcbknMmn 3acobamm
Ta iHWi BUan
B3aemogiit",
"Oco6nmBocCTi
3aCTOCyBaHHA",
"3acTocyBaHHA y nepiog,
BariTHoCTi abo
rogysaHHs rpyanro”,
"Cnoci6 3acTtocyBaHHs
Ta gosun”, "MooGivHi
peaxuii” BignosigHo A0
iHchopmauii Lwoao
MeAn4YHOro
3acTocyBaHHs
pedyepeHTHOro
nikapcbKoro 3acoby
(KCU3AN®).
MepioAnyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOrO 3BITY 3
6e3neku, BigNoBifHO A0
Mopsaky 34jiACHEHHS
chapmakoHarnsagy,
3aTBEPAKEHOr0 Haka3om
MiHicTepcTBa 0XOpOoHU
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHK
300pOB's YkpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HaveHImMn y
nepioANYHOCTI NOAAHHSA
PerynsipHmx 3BiTiB 3
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayjitiHo2o

nocBi0OYEeHHs

6es3neku.

11.

AIANINOH® TYPBO

pO3uunH ans iHdysiii 1,2
% no 50 mn y piakoHi 3i
ckna; no 1 a6o 10
hnakoHiB y naui 3
KapTOHY

AT "dapmak”

YkpaiHa

AT "®dapmak”

YKpaiHa

MepepeecTpavisa Ha
HeobMeXeHuli TepPMiH.
OHoB/eHo iHdhopmaL,ito

y po3sginax:
"MpoTunokasaHHs",
"B3aemogisi 3 iHWnMmn
nikapcbknmy 3acobamu
Ta iHWi BUAn
B3aemMogijin",
"Oco611BOCTi
3acTocyBaHHs", "Mo6iyHi
peakuii" iHCTpyKuii gns
MeAnYHOro
3acToCcyBaHHS
nikapcbKoro 3acoby
BiANoBiAHO 0 6e3nekn
3acTOCyBaHHSA Aitoyoi
PeyoBWHN.

MepioAnyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOT O 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
dhapmakoHarnsgy,
3aTBEPAKEHOr0 Haka3om
MiHicTepcTBa 0XOpoHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MinicTepcTsi tocTuuii
YKpainu 29 ciuua 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHK
300pOB's YkpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaveHmMn y
nepiogMYHOCTI NoAAHHSA
perynsipHux 3BiTiB 3
6esneku.

3a
peyenmom

He
nionsieae

UA/0794/01/02

12,

LNOPAMILIH

TabneTkn, BKPUTI
N/1iBKOBOK 060/I0HKOH),

YOPN],
MEAVLMAH LAY

TypeyunHa

YOPN]
MEAVLH LTAY

TypeyunHa

MepepeecTpauis Ha
HeobMeXeHuli TepMiH.

3a
peyernmom

He
nionisiecae

UA/14899/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

no 3 000 000 MO no 10
Tabnetok y 6nictepi; 1
6nicTep B KAPTOHHiIl
KOpoo6Li

CAH. BE TIAX.
ALl

CAH. BE TIXK.
A.LL.

OHoBEHO iHhopmaLito
B IHCTPYKLU|i ANs
MeAn4YHOro
3acTocyBaHHs
NiKapcbKoro 3acoby y
po3sginax "OcobamBocTi
3acTocyBaHHs", "Mo6iYHi
peakuii" BianosigHo A0
iHchopmauii
pedyepeHTHOro
nikapcbKoro 3acoby
POBAMILMH®
(TabneTtkun, BKpUTI
060/10HKO0, Mo 3 000
000 MO).

MepioAnyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOrO 3BITY 3
6e3neku, BigNoBifHO A0
Mopsaky 34iACHEHHS
dhapmakoHarnsagy,
3aTBEPAKEHOr0 Haka3om
MiHicTepcTBa 0XOpoHU
3[10pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHK
300pOB's YkpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HaveHImMn y
nepioANYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.

13.

EHAO®ANBK

NOpPOLLIOK ANsi
OpPa/IbHOTO PO3YMHY MO
55,318 r nopoLuky y
nakeri, no 6 NakeTiB y
Kopoo6Li

Op. ®anbk Papmva

meX

HimeuunHa

BignosiganbHuii
3a BUNyCK cepiit
KiHLLeBOro
NpoAaykTy Ta
albTepHaTuBHe

Himeyunna/
ITanis

MepepeecTpavis Ha
HeobMeXeHuli TepMiH.
OHoBEHO iHhopmaLito

y po3ginax
"Oco6aMBOCTi

6e3
peyenma

nionsieae

UA/4197/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjitiHo2o
yrnakoska) nocsioYyeHHs
BTOPUHHE 3aCTOCyBaHHA",
naxkyBaHHs: "3paTHICTb BNAMBATU Ha
Ap. ®anck Papma LUBMAKICTb peakLii npu
M6X, HimeuuunHa; KepyBaHHi
Bupo6HuKn aBTOTpaHCNopToM abo
[030BaHoOi hopmu, IHLIMMKW MexaHiamamn',
nepBuUHHEe Ta "Mo6iuHi peakwyii"
BTOPWUHHE IHCTpYKUIiT Ans
nakyBaHHS: MefNYHOro
Jlosan dapma 3acToCyBaHHSA
'M6X, HimeuunHa; niKkapcbKoro 3acoby
Knoke ®apma- BiANOBIAHO A0
Cepgic 'M6X, mMarepianis
HimeuuunHa; peecTpauiiiHoro 10CkbE.
C.LLT.c.p.n.
Cepgisio MepiognyHIiCTb NOAAHHSA
IHTepHavjoHane, perynsipHo
ITanis OHOB/OBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsagky 34iCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU
370pOB’A YKpainu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciyns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOoHU
3,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.
14. ENIPYBILUVH KOHLIeHTpaT Ans EBEBE ®apma ABcTpist NOBHUIA LMK AscTpis/ MepepeecTpauis Ha 3a He UA/4356/01/01
"EBEBE" PO34uHy aNns iHdys3iid, 2 ec.m.6.X. Hdpr. BMpOGHULTBA: HimeuunHa HeobMeXeHui TepMiH peuyenmom nionsieae
mr/mn, no 5 mn (10 mr) KIr EBEBE ®apma
a6o 25 mn (50 mr), abo lec.m.6.X. Hoor. MepiognyHiCTb NOAAHHSA
50 mn (100 mr), a6o 100 KI, ABCTpis; perynsipHo
M/ (200 mr) y donakoHi; KOHTPONb/BMNPOGY OHOB/OBAHOTO 3BITY 3
no 1 donakoHy B KOpo6Li BaHHS cepii: 6e3neku, BignoBigHO A0
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjitiHo2o
yrnakoska) nocsioYyeHHs
MMn Mopsaky 34iACHEHHS
Mikpo6ionoriwec thapmakoHarnagy,
Mptochnabop 3aTBEPAKEHOro0 Haka3oMm
M6X, ABCTpis; MiHicTepcTBa 0XOpOoHU
KOHTPONb/BUNPOBY 3[10pOB’A YKpaiHu Big 27
BaHHSA cepii: rpyaHa 2006 poky Ne
Nabop N+ C AT, 898, 3apeecTpoBaHoOro B
HimeuyunHa MiHicTepcTsi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHK
300pOB's YkpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HaveHImMn y
nepioANYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku
15. 30/IMIFrPEH® cnpei HasasibHUiA AT «dapmak» YkpaiHa BignosiganbHuii YkpaiHa MepepeecTpauis Ha 3a He UA/15215/01/01
CMNPEN [030BaHuii, 2,5 mr/gosa 3a BUNyckK cepil, HeobMeXeHuli TepMiH. peyenmom nionsizae
no 2 mn (20 po3s) y BKJ/IHOYAOUN OHoBEHO iHhopmaLito
donakoHi, no 1 chnakoHy KOHTPO/b/BMNPOGY B IHCTPYKLUi ANs
y nauui 3 kKapToHy BaHHA cepii: MeAn4yHOro
AT "dapmak”, 3acTocyBaHHsA
YkpaiHa,; NiKapcbKoro 3acoby y
BignosigansHuii po3ginax
3a BUPOOHULITBO "®dapMaKoorivHi
Ta BnacTmBocCTi" (LWoao
KOHTPO/b/BMNPOGY 6esnekn),
BaHHs cepil, He "TpoTunokasaHHsa",
BKJ/TIOYAOUN "B3aemogijs 3 iHWmmun
BUMYCK cepii: nikapcbknMmn 3acobamm

TOB HaykoBo-
BMPOGHMYa hipma
"MIKPOXIM",
YKkpaiHa
(FOpugnyHa
agpeca,
naboparopis
i3nKo-XiMiyHOro

Ta iHWi BUAn
B3aemMogijin",
"Oco6nuBocTi
3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog
BariTHocCTi abo
rogysaHHs rpyanro”,
"3aaTHiCTb BNAVMBaTK Ha

aHanisy i LIBMAKICTb peakuii npu

KOHTPOSIHO KepyBaHHi
BMPOGHMLITBA,; aBTOTpaHcrnopToM abo
JlabopaTtopist iHLIMMK MexaHi3mamm”,
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

6ionoriyHoro
aHanisy;
TexHOMoriYHi
cTagji
BMPOOHMLTBA)

"Cnocib 3acTocyBaHHs
Ta nosmn" (Wwono
6e3nekn),
"Mepepno3yBaHHA",
"Mo6ivHi peakuii”
BiANOBIAHO A0
iHchopmauii
pedyepeHTHOro
nikapcbKoro 3acoby
(Zomig 5mg Nasal
Spray, B YKpaiHi He
3apPEECTPOBAHWIA).

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iiCHeHHs
dhapmakoHarnsagy,
3aTBEPHKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHK
340pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOB'a YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMn y
nepioAnMYHOCTI NoAAaHHSA
perynsipHmx 3BiTiB 3
6e3neku.

16.

30/IMIFPEH®
CNPEN

cnpei HazasbHUiA
[030BaHuiA, 5 mMr/gosa
no 2 mn (20 go3) y
hnakoHi, No 1 dpnakoHy
y nauui 3 KapToHy

AT «®apmak»

YkpaiHa

BignosigansHuii
3a BUNyckK cepil,
BK/IHOHAK0UM
KOHTPONb/BUNPOBY
BaHHS cepii:
AT "dapmak”,
YKpaiHa,;
BignosiganbHuii
3a BUPOBOHMLTBO

YKpaiHa

MepepeecTpavisa Ha
HeobMeXeHuli TepPMiH.
OHoBreHo iHdhopmaL,ito

B IHCTPYKUIT Ansa
MeAnYHOro
3acTocyBaHHSA
niKapcbKoro 3acoby y
posginax
"dapmakonorivHi

3a
peyenmom

He
nionsieae

UA/15215/01/02
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjitiHo2o
yrnakoska) nocsioYyeHHs
Ta BnactmsocTi" (LwWoao
KOHTPONb/BUNPOBY 6esneku),
BaHHs cepili, He "MpoTunokasaHHsa",
BKJ/THOYAOUN "B3aemogisi 3 iHWnMKn
BMNYCK cepil: nikapcbknmy 3acobamu

TOB Haykoso-
BMPOGHMYa hipma
"MIKPOXIM",
YkpaiHa
(FOpugnuHa
afpeca,
naboparopis
hi3MKO-XiMIYHOTO
aHanisy i
KOHTPOSIIO
BMPOGHMLITBA,;
Nab6opaTtopis
6iosioriyHoro
aHanisy;
TexHomMorivHi
cTagii
BMPOGHMLTBA)

Ta iHWi BUAn
B3aemMogiji",
"Oco611BOCTi
3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog,
BariTHocTi abo
roflysaHHs rpyaao”,
"3paTHiCTb BNMBATU Ha
LWBMAKICTb peakuii npu
KepyBaHHI
aBTOTpaHcnopTom abo
IHLIMMK MexaHi3mamm®,
"Cnoci6 3acTocyBaHHs
Ta gosun" (wozo
6esneku),
"Mepepno3yBaHHA",
"Mo6iuHi peakwyii"
BignoBigHO A0
iHcpopmauii
pedhepeHTHOro
niKkapcbKoro 3acoby
(Zomig 5mg Nasal
Spray, B YKpaiHi He
3apPEECTPOBAHWN).

MepiognyHIiCTb NOAAHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaaky 3AiCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTui
Ykpainu 29 ciyHs 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHiCTepcTBa OXOpPOHM
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjitiHo2o
yrnakoska) nocsioYyeHHs
300pOoB's YkpaiHu Big 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaveHImMn y
nepioANYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.
17. INIAAKPUHY nopoLwok (cybetanuis) y | MAT "Fanuudapm” YkpaiHa MeHagjoHa, C.J1. Icnanis MepepeecTpauis Ha - He UA/15171/01/01
rigpoxnoru nonieTuNeHoBmxX HeobMeXeHwWi TepMiH nionsieae
MOHOrIAPAT naketax Ansa
hapmaLleBTUYHOToO
3aCTOCyBaHHSA
18. KANEUMBEKC 150 TabneTku, BKpUTI AKkoppg, Xenckea Benuka Brpo6HuLTBO IHpia/ MepepeecTpaduis Ha 3a He UA/14799/01/01
NNiBKOBOIO 060JI0HKOHD, Nimiteq BpuTaHis roTOBOroO Benvka HEOOMEXEHUIA TEPMIH. peuyenmom nidnsieae
no 150 mr no 10 niKapcbKoro BpuTania/
TabneTtok y 6nictepi; no 3acoby, nepBuHHe ITanis/ OHoBEeHO iHthopmaL,ito
3, 6 abo 12 6nicTepiB y nakyBaHHs, Icnanis B IHCTPYKUIiT Ans
KapTOHHI Kopoobui BTOPVHHE MeAnYHOro
nakyBaHHs, 3acToCyBaHHsA
KOHTPO/Ib SIKOCTi NiKapCcbKoro 3acoby y
cepit: po3ginax
IHTac "®apmMaKonorivHi
dapmacbtoTikans BNaCTUBOCTI",
Nimiteq, IHAis; "Moka3aHHA" (YTOUYHEHHSA
Brpo6HuLTBO iHchopmauii),
roToBOro "MpoTunokasaHHs",

niKapcbKoro
3acoby, nepBuHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/Ib AKOCTI
cepii
(anbTepHaTUBHWIA
BUPOGHUK):
IHTac
PapmacbioTikans
Nimiten, HAis;
MepBuHHE Ta
BTOPVHHE
naxkyBaHHs:
AkKopa Xesnckea
NimiTeqn, Benuka

"Oco6/1u1Bi 3axoam
6e3nekun”, "B3aemogis 3
iHLIMMK NiKapCbKMK
3acob6amu Ta iHWi Buan
B3aEMogjin",
"Oco6nuBocCTi
3aCTOCyBaHHA",
"3acTocyBaHHsA y nepiog,
BariTHoCTi abo
rogysaHHa rpyanro”,
"Cnoci6 3acTocyBaHHs
Ta gosun',
"Mepepo3yBaHHA",
"Mo6iyHi peakwii"
BigMNoBigHO A0
iHhopmauii woao

BpuTaHis; MefUuHOro
BTOPVHHE 3acTocyBaHHs
nakyBaHHs: pedpepeHTHOro
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep

n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjitiHo2o

yrnakoska) nocsioYyeHHs
[4n Canni YeiiH, nikapcbKoro 3acoby
ITania ClA, (Kcenopa).
ITanis; MepioAgnyHiCTb NoAaHHA
KOHTPO/Tb SIKOCTI perynsipHo
cepit: OHOBJ/IOBAHOIO 3BITY 3
AcTpoH Pe3bopuy 6e3neku, BiANOBIAHO A0
NimiTen, Benvka Mopsaky 34jiACHEHHS
BpuTaHis; hapmakoHarnagy,
KOHTPO/Ib AKOCTI 3aTBEPAKEHOr0 Haka3oMm
cepii: MiHicTepcTBa 0XOpOoHU
AJ1C NabopaTopic 3[10pOB’A YKpainu Big 27
(HOKel4) NMimitepa, rpyaHs 2006 poky Ne
Benuka BpuTaHis; 898, 3apeecTpoBaHoOro B
KOHTPO/1b SIKOCTI MiHicTepcTsi tocTuuii
cepii: YkpaiHu 29 ciyHs 2007
Na6opaTtopi poky 3a Ne 73/13340 (y
dyHpacio JAY, pefakuii Hakasy
Icnanis; MiHicTepcTBa 0XOpOHK
BignosigansHuii 300pOB's YkpaiHu Big 26
3a BUMYCK cepil: BepecHsa 2016 poky Ne
AKKoppg, Xesnickea 996), cCTaHOBUTL: 3riAHO
NimiTen, Benuka 3i cTpokamu,
BpuTaHis 3a3HaveHImMn y
nepioANYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.

19. KANEUWBEKC 500 TabneTku, BKpUTI Akkoppg, Xenckea Benuka Bupo6HuLTBO IHgis/ MepepeecTpauis Ha 3a He UA/14799/01/02
NNiBKOBOK 0O0JIOHKOIO, Nimiteq BputaHis roToBOro Benuka HeobMeXeHuli TepPMiH. peyenmom nionsizae
no 500 mr, no 10 niKapcbKoro BpuTaHis/

TabneTtok y 6nictepi, no 3acoby, nepBuHHe ITanis/ OHoBEHO iHthopmaL,ito
3, 6 abo 12 6nicTepiB y nakyBaHHs, Icnanis B IHCTPYKLUi ANns
KapTOHHI KopobLyi BTOPWUHHE MeanyHoro
nakyBaHHs, 3acTocyBaHHsA
KOHTPO/Ib AKOCTI nikapcbKoro 3acoby y
cepil: posginax
IHTac "dapmakonoriyHi
dapmacbioTikans BnacTmBocCTi",
Nivitep, HAis; "Moka3aHHs" (YTOUYHEHHS
Bupo6HuLTBO iHchopmauii),
roToBOro "MpoTunokasaHHsa",

niKapcbKoro
3acoby, nepBuHHe
nakyBaHHs,
BTOPVHHE
nakyBaHHs,
KOHTPO/Ib SIKOCTI

"Oco6uBi 3axoau
6e3nekun”, "B3aemogis 3
HLUIMMKN NiKapCbKMK
3acobamu Ta iHWi Buan
B3aemMogijin",
"Ocob6nmBocTi
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjitiHo2o
yrnakoska) nocsioYyeHHs
cepii 3aCTOCyBaHHA",
(anbTepHaTUBHNIA "3acTocyBaHHA y nepiog
BUPOGHUK): BariTHocTi abo
IHTac rogysaHHa rpyanro”,
dapmacbioTikans "Cnoci6 3acTocyBaHHs
Nivites, HAis; Ta gosun",
MepBuHHE Ta "Mepepo3yBaHHA",
BTOPWUHHE "Mo6ivHi peakuii”
nakyBaHHS: BiAMNoBigHO A0
AKKopA, Xenckea iHchopmawii Lwoao
NimiTen, Benvka MeanyYHOro
BputaHis; 3acTOCyBaHHA
BignosigansHuii pedhepeHTHOro
3a BUMYCK cepil: niKkapcbKoro 3acoby
AkKoppg, Xenckea (Kcenopga).
NimiTen, Benvka MepiognyHIiCTb NOAAHHSA
BpuTaHis; perynsipHo
BTopuHHe OHOB/IHOBAHOrO 3BITY 3
naxyBaHHs: 6e3neku, BiANOBIAHO A0
A4 Canni YeiiH, Mopsaky 34iACHEHHS
ITania CMA, thapmakoHarnsgy,
ITanis; 3aTBEPAKEHOIO Haka3oM
KoHTposb siKoCTi MiHicTepcTBa OXOpPOHU
cepiit: 300p0B’A YKpalinu Big 27
ACTpoH Pe3bopu rpyaHs 2006 poky Ne
NimiTen, Benvka 898, 3apeecTpoBaHoOro B
BputaHis; MiHicTepcTBi tocTuii
KOHTPO/Ib AKOCTI Ykpainu 29 ciyns 2007
cepit: poky 3a Ne 73/13340 (y
Na6opaTopi pepakuii Hakasy
dyHpacio JAY, MiHicTepcTBa 0XOpOoHU
IcnaHis; 3,0p0B'A YKpaiHu Big, 26
KOHTPO/Ib AKOCTI BepecHs 2016 poky Ne
cepii: 996), CTaHOBUTL: 3riAHO
AJ1C NabopaTopic 3i cTpokamu,
(FOKeit) Mimiten, 3a3HavYeHnMmn y
Benuka BputaHis nepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.
20. KUCNOTA Tabnertku, no 10 AT "KWUIBCbKUI YkpaiHa AT "KNIBCbKWN YkpaiHa MepepeecTpaujs Ha 6e3 nionsizae UA/4572/01/01
ACKOPBIHOBA 3 Tabnetok y 6nictepax; BITAMIHHUIA BITAMIHHW HeobMeXeHuli TepMiH. peyenma
FNHOKO3010 no 10 TabneTok y 3ABOL" 3ABOA" OHoBEHO iHthopmaL,ito

6nicTepi, no 3 6nictepu
B nauuj

B IHCTpYKUii Ans
MeANYHOTO
3acToCyBaHHS
nikapcbKoro 3acoby y
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

po3ginax "B3aemogis 3
HLWIMMK NiKapCbKUMU
3aco6amu Ta iHLWi BUan
B3aemMogiji",
"Oco611BOCTi
3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog
BariTHocTi abo
roflyBaHHs
rpyaaro” (YyToOUHEHHS
iHdhopmawii), " 3paTHICTb
BMN/IMBATW Ha LWBUAKICTb
peakujii npy KepyBaHHi
aBTOTpaHcnopTom abo
iHLWMMKU MexaHi3mamn”
BiAgNoBigHO A0
OHOBNEHOT iHhopMaLli 3
6e3nekn 3acTocyBaHHsA
Li0UMX PEYOBUH.

MepioAnyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOr O 3BITY 3
6e3neku, BigNoBifHO A0
Mopsaky 34jiACHEHHS
chapmakoHarnsagy,
3aTBEPAKEHOr0 Haka3om
MiHicTepcTBa 0XOpOoHU
3[10pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHK
300pOB's YkpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HaveHImMn y
nepioANYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.

21.

KCWUNOMETAS3O/IHY
rAPOXMIOPUS,

NopoLLOK (cybeTaHuis) y
noABIRHNX

AT "®apmak”

Ykpaina

YxaHb Y10
Papmac'ioTnkan

Kutaii

nepepeecTpaujis Ha
HeobMeXeHuWi TeEpMIH

He
niosisieae

UA/15039/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

nonieTNeHoBUX
nakeTax gns
hapmaLeBTUYHOro
3acToCyBaHHS

Ko., Nl1g,

22,

NEBITPA® OAT

Tabnetku, Wo
oucneprytoTtbes, no 10
Mr, No 4 TabneTkn y
6nictepi, no 1 6nictepy
B KQpPTOHHI nauui

Baiiep Al

HimeuunHa

Baiiep Al

HimeyunHa

MepepeecTpavisa Ha
HeobMeXeHuli TepPMiH.
OHoBreHo iHdhopmaL,ito

B IHCTPYKUIT Ansa
MeNYHOro
3acTocyBaHHSA
nNiKapcbkoro 3acoby B
posginax
"PapmMakoTepanesTuyHa
rpyna" (pefaryBaHHs
TeKcTy 6e3 3MiHu kody
ATX), "dapmMakonoriyHi
BnacTmsocTi"
(peparyBaHHs TeKCTy),
"Oco6nuBocTi
3acTocyBaHHs", "Mo6iYHi
peakuii"," BignosigHo Ao
mMarepianis
peecTpauiiHoro 4ocCbeE.

MepiognyHiCTb NOAAHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BiANoBiAHO A0
Mopsaaky 3AiCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOrO Haka3oM
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpoHU
3,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaveHMn y
nepioAMYHOCTI NoAaHHS

3a
peyenmom

He
nionsieae

UA/0226/02/01
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjitiHo2o
yrnakoska) nocsioYyeHHs
perynsipHux 3BiTiB 3
6e3neku.
23. NEBIUMTAM 250 TabneTkn, BKPUTI TOB "ACIHO Ykpaina TOB "dapma YkpaiHa MepepeecTpavis Ha 3a He UA/11396/01/01
NNiBKOBOK 0O0JIOHKOIO, YKPAIHA" Crapt" HeobMeXeHuli TepMiH. peyenmom nionsizae

no 250 mr no 10
TabneTok y 6nictepi; no
3 abo 6 bnicTepiB y
KapTOHHI nauyui

OHoBEHO iHhopmaLito
B IHCTPYKLUi ANs
MeAn4yHOro
3acTocyBaHHS
NiKapcbKoro 3acoby y
po3ginax
"®apMaKoorivHi
B/1acTmMBoCTi",
"B3aemogisi 3 iHWnMmn
nikapcbknumy 3acobamu
Ta iHWi BUAn
B3aemMogiji",
"Oco6n1BOCTi
3acTocyBaHHs", "Cnoci6
3acTocyBaHHA Ta fo3n”,
"Oitn" (pegaryBaHHs
iHchopmawii), "MoGiyHi
peakujii" BianosigHo Ao
iHchopMmadji
pedyepeHTHOro
nikapcbKoro 3acoby
KEMMPA® (TabneTku,
BKpUTI 060/10HKOI0, NO
250 wr, 500 wmr).

MepioAnyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOT O 3BITY 3
6e3neku, BignoBigHO A0
Mopsaky 34iACHEeHHS
dhapmakoHarnsgy,
3aTBEPAKEHOr0 Haka3om
MiHicTepcTBa 0XOpoHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MinicTepcTsi tocTuuii
YKpainu 29 ciuua 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHK
300pOoB's YKpaiHu Big 26
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjitiHo2o
yrnakoska) nocsioYyeHHs
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HaveHmMn y
nepioAnMYHOCTI NoAAaHHSA
perynsipHmx 3BiTiB 3
6e3neku.
24, NEBIUUTAM 500 TabneTku, BKpUTI TOB "ACIHO YkpaiHa TOB "dapma YkpaiHa MepepeecTpaLis Ha 3a He UA/11396/01/02
MNNiBKOBOI 060/IOHKO!O, YKPAIHA" Crapt" HEOBMEXEHUI TEPMIH. peuyenmom nionsizae

no 500 mr no 10
Tabnetok y 6nictepi; no
3 abo 6 bnictepis y
KapTOHHI nayui

OHoBreHo iHdhopmaL,ito
B IHCTPYKUIT Ansa
MeNYHOro
3acToCcyBaHHSA
niKkapcbKoro 3acoby y
posginax
"®apmaKkonorivHi
B/1acTmMBocCTi",
"B3aemogis 3 iHW1MK
nikapcbknMmn 3acobamm
Ta iHWi BUAn
B3aemMogijin",
"Oco6nuBocTi
3acTocyBaHHsA", "Cnoci6
3acTocyBaHHsA Ta fo3n",
"[iTn" (pegaryBaHHs
iHdpopmadii), "Mo6GiyHi
peakuii" BianosigHo A0
iHchopmauii
pedyepeHTHOro
nikapcbKoro 3acoby
KEMMNPA® (Tabnetku,
BKPWTiI 060/10HKOI0, MO
250 wmr, 500 wr).

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iiCHEeHHS
dhapmakoHarnsagy,
3aTBEPHKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpPOHK
340pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi locTuii
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

Ykpainu 29 ciyns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOoHU
3,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HaveHMn y
nepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.

25.

NIHKOMILWH-
JAPHULA

PO34unH ANs iH'ekuin, 300
mr/mn, no 1 mn a6o no 2
M1 B amnyni; no 5
amnys y KOHTYpHii
YapyHKOBIli ynakoBLii; no
2 KOHTYpPHI YapyHKOBI
ynakoBkW B nauLli

MpAT
"PapmaueBTuyHa
thipma "AapHnus"

YkpaiHa

MpAT
"®apmaueBTMyHa
dipma "apHnug"

Ykpaina

MepepeecTpavia Ha
HeobMeXeHuli TepMiH.
OHoBEHO iHthopmaL,ito

B IHCTpYKUii Ans
MeAnYHOro
3acTocyBaHHsA
nikapcbKoro 3acoby y
posginax
"PapmMakoTepanesTuyHa
rpyna" (YyTO4YHEHHS
iHbopmawii),
"Moka3aHHa"
(peparyBaHHs),
"Oco6n1BOCTi
3acTocyBaHHs", "Cnoci6
3acTocyBaHH4a Ta no3n”
(yTouHeHHs iHdhopMavi),
"Mo6iuHi peakwyi"
BigNoBigHO A0
OHOBNEHOT iHhopMaLli 3
6e3nekn 3acTocyBaHHs
Ait040T PEYOBUHN.

MepiognyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaky 34iACHEeHHS
dhapmakoHarnsgy,
3aTBEPAKEHOr0 Haka3om
MiHicTepcTBa 0XOpoHK
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B

3a
peyenmom

He
nionsizae

UA/4582/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

MiHicTepcTBi tocTuLii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y

pejakuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOoB'a YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HaveHmMn y
nepioAnMYHOCTI NoAaHHSA

perynsipHmx 3BiTiB 3

6e3neku.

26.

MET®OIAMA® 850

TabneTku, BKpUTI
N/1iBKOBOK 060/10HKOI0,
no 850 mr no 10
Tabnetok y 6nictepi; no
3 abo no 12 6nictepiB y
KapTOHHI KopobLi

Bbopsar ®apma
6X i Ko. KI'

HimeuunHa

[LpareHodhapm
AnTekapb MoLwn
v6X

HimeyunHa

MepepeecTpavisa Ha
HeobMeXeHuli TepPMiH.
3miHu Il Tuny - 3MiHn
om0
6e3nekn/edPeKkTBHOCTI
Ta hapmakoHarnsgy.
3MiHU Y KOpOTKili
XapakrtepucTumui
nikapcbkoro 3aco6y,
TEKCTi MapKyBaHHA Ta
IHCTpYKUIii ans
MeAn4yHOro
3acToCyBaHHS Y 3B'A3KY
i3 HOBUMM AaHVMU 3
SIKOCTi, AOK/iIHIYHUMM,
KNiHIYHUMY faHMK Ta
JaHuvn 3
thapmakoHarnagy -
3MiHV BHECEHO A0
IHCTpYKUIii ans
MeAn4yHOro
3acTocyBaHHS
nikapcbkoro 3acoby Ao
po3ginis
"®dapMaKoorivHi
BNacTneocTi"
(yTouYHeHHs iHchopmauii),
"Cnoci6 3acTocyBaHHs
Ta fo3n" (yTOUYHEHHS
iHchopmauii),
"MpoTunokasaHHsa",
"Mo6iuHi peakuii",
"3acTocyBaHHs y nepiog

3a
peyenmom

He
nionsieae

UA/5247/01/03
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

BariTHoCTi abo
rogysaHHs rpyan”
(yTouHeHHs iHchopmauii),
"Oco6nuBocCTi
3aCTOCyBaHHA",
"3aaTHiCTb BNAMBaTK Ha
LIBMAKICTb peakuii npu
KepyBaHHI
aBTOTPaHCNOpPTOM abo
iHWVMK MexaHizmamu®,
"B3aemogis 3 iHWMun
nikapcbknumy 3acobamu
abo0 iHWi BMAn
B3aemopijit" BignosigHo
[0 matepianis
peecTpauiiHoro JoChbE.

MepioAnyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOrO 3BITY 3
6e3neku, BigNoBifHO A0
Mopsaky 34iACHEHHS
dhapmakoHarnsagy,
3aTBEPAKEHOr0 Haka3om
MiHicTepcTBa 0XOpoHU
3[10pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHK
300pOB's YkpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HaveHImMn y
nepioANYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.

27.

MIKOKC

Kpanni opasibHi, no 30
My d1aKoHi-
KpanenbHuuj; no 1
hnakoHy-KpanesibHULi B
KapTOHHI kopobui

lN'yna C.n.a.

ITanisa

l'yHa C.n.a.

ITanis

MepepeecTpavis Ha
HeobMexeHwit
TepMmiH.OHOB/IEHO
iHchopmawuito y po3sgini
"lNoka3aHHsa"

6e3
peyenma

nionsieae

UA/3607/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

(peparyBaHHs)
IHCTpYKUIiT Ans
MefNYHOro
3acToCyBaHHSA
niKkapcbKoro 3acoby
BiANOBIAHO A0
mMarepianis
peecTpauiiHoro f4ocCbeE.

MepioanyHIiCTb NOAAHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaaky 3AiCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHu Big, 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpoHU
3,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.

28.

MI®PEHAKC®

Kancynu Teepgi no 250
mr: no 10 kancyn y
6nictepi; no 3 abo 10
6nicTepiB y kOpoo6Li

TeBa
dapmaLeBTikan
IHpacTpis 174,

I13painb

AT
dapmaLeBTUYHNI
3aBog TEBA

YropumHa

MepepeecTpavia Ha
HeobMeXeHui TepMiH

OHoBreHo iHdhopmaL,ito
B IHCTPYKUIT Ansa
MeNYHOro
3acToCcyBaHHSA
niKapcbKoro 3acoby y
posginax
"®apmakonorivHi
B/1acTmMBocCTi",
"Oco6nuBocCTi
3aCTOCYBaHHSA",

3a
peyenmom

He
nionsieae

UA/11519/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

"3acTocyBaHHs y nepiog,
BariTHocTi abo
roflysaHHs rpyaao”,
"3paTHiCTb BN/MBATU Ha
LWIBMAKICTb peakuii npu
KepyBaHHI
aBTOTpaHcnopTom abo
IHLIMMK MexaHi3mamm®,
"Cnoci6 3acTocyBaHHs
Ta f03n" (YTOUHEHHS),
"0iTn" (YTOUHEHHS),
"Mo6iyHi peakwyi"
BiAgNoBigHO A0
iHchopMmaui
pedyepeHTHOro
nikapcbKoro 3acoby
(CenncenT®, kancynu
no 250 wmr).

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iiCHeHHs
dhapmakoHarnsagy,
3aTBEPHKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHK
340pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOB'a YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMn y
nepioAnMYHOCTI NoAAaHHSA
perynsipHmx 3BiTiB 3
6e3neku.

29.

OTPUBIH 3
MEHTO/IOM TA
EBKANIMNTOM

cnpei HazasbHUiA,
nososaHuii 0,1 %; no 10
MJ1y nosliMepHoMy

FCK KoHcblomep
Xenckep C.A.

LLiBeiiuapis

'CK KoHcbtomep
Xenckep C.A.

LBeiiuapis

MepepeecTpauis Ha
HeobMeXeHuli TepPMiH.
OHoB/eHO iHdhopMaL,ito

6e3
peyenma

nionsieae

UA/5416/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

donakoHi 3
posnunoBayem; no 1
(pN1aKoHY B KAPTOHHiIl
KOpoo6Li

y po3ginax
"apMaKonorivHi
BnacTmsocTi",
"MpoTunokasaHHa",
"Oco611BOCTi
3aCTOCyBaHHA",
"3paTHiCTb BNIMBATU Ha
LWBMAKICTb peakuii npu
KepyBaHHI
aBTOTpaHcnopTom abo
IHLIMMK MexaHi3mamm®,
"Cnoci6 3acTocyBaHHs
Ta gosun”, "MooGivHi
peakuii” iHCTpyKLUii ans
MefNYHOro
3acTocyBaHHsA
niKkapcbKoro 3acoby
BiANOBIAHO A0
mMarepianis
peecTpauiiHoro focCbeE.

MepioanyHIiCTb NOAAHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaaky 3AiCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTui
Ykpainu 29 ciyHs 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOoHU
3,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.

30.

nonAnPun

kancynv Teepgi no 5,0

dapmaueBTU4HNI

MonbLia

dapmaLleBTUUHNI

MNonbLia

MNepepeecTpauisi Ha

3a

He

UA/4441/01/03
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

Mr; no 14 kancyny
6nicTepi; no 1 abo 2
6nicTepy y KApTOHHIl
KOpoo6Li

3aBof,
“Monbchapma”
C.A.

3aBof,
“Monbapma”
C.A.

HeobMeXeHnli TepPMiH.
OHoBEHO iHhopmaLito
B IHCTPYKUiT Ans
MeAn4YHOro
3acTocyBaHHs
NiKapcbKoro 3acoby y
po3sginax
"TpoTunokasaHHsa",
"B3aemogijs 3 iHWmmun
nikapcbknMmn 3acobamm
Ta iHWi B1an
B3aemog;it",
"Oco6nuBocCTi
3acTocyBaHHs", "Mo6iYHi
peakuii" BianosigHo Ao
OHOB/IEHOT iHhopMaLii 3
6e3nekn 3acToCyBaHHs
Lit0Y0i pevyoBUHN.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iiCHeHHs
dhapmakoHarnsagy,
3aTBEPHKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHK
340pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOB'a YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMn y
nepioAnMYHOCTI NoAAaHHSA
perynsipHmx 3BiTiB 3
6e3neku.

peyerimom

niosnsieae

31.

nonAnPun

Kancynu TBepgi no 2,5
Mr; no 14 kancyny
6nicTepi; no 1 abo 2

dapmaLeBTUYHUI
3aBog,
“Monbdapma”

MonbLa

dapmaLeBTUYHNI
3aBof,
“Monbchapma”

MonbLa

MepepeecTpauis Ha
HeobMeXeHuli TepPMiH.
OHoB/eHO iHdhopMaL,ito

3a
peyenmom

He
nionsieae

UA/4441/01/02
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

6nicTepy y KapTOHHI
KOpOoOLL

C.A.

CA.

B IHCTPYKUii Ans
MeAnYHOro
3acTocyBaHHs
nikapcbKoro 3acoby y
posginax
"MpoTunokasaHHsa",
"B3aemogisi 3 iHWnMKn
nikapcbknmy 3acobamu
Ta iHWi BUAn
B3aemMogiji",
"Oco6nmBocCTi
3acTocyBaHHs", "Mo6iuHi
peakujii" BianosigHo Ao
OHOBNEHOT iHhopMaLli 3
6e3nekn 3acTocyBaHHsA
Ait0Y0T PEYOBUHN.

MepioAnyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOrO 3BITY 3
6e3neku, BigNoBifHO A0
Mopsaky 34iACHEHHS
dhapmakoHarnsagy,
3aTBEPAKEHOr0 Haka3om
MiHicTepcTBa 0XOpoHU
3[10pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHK
300pOB's YkpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HaveHImMn y
nepioANYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.

32.

nonAnPun

kancynum TBepgi no 10,0
Mmr; no 14 kancyny
6nictepi; no 1 a6o 2
6nicTepy y KapTOHHIN
Kopoo6Li

dapmaLeBTUYHNI
3aBof,
“Monbchapma”
C.A.

Monbwa

dapmaueBTUYHNI
3aBof,
“Monbgapma”
C.A.

MonbLla

MepepeecTpavis Ha
HeobMeXeHuli TepMiH.
OHoBEHO iHhopmaLito

B IHCTPYKUiT Ans
MeAn4yHoro

3a
peyernmom

He
nionsieae

UA/4441/01/04
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

3acToCyBaHHSA
niKkapcbKoro 3acoby y
posginax
"MpoTunokasaHHa",
"B3aemogis 3 iHWMun
nikapcbknumy 3acobamu
Ta iHWi BUan
B3aemopiin",
"Oco6nuBoCTi
3actocyBaHHs", "IN06i4Hi
peaxuii” BignosigHo A0
OHOB/IEHOT iHhopmaLlii 3
6e3nekn 3acToCyBaHHS
Lit0Y0i pevyoBUHN.

MepiognyHIiCTb NOAAHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsagky 34iCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU
370pOB’A YKpainu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciyns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOoHU
3,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.

33.

MPUCUNKA AUTAYA

nopoLwok no 50 r y 6aHui
nnacTmacosiii; no 1
6aHLi B mauLi 3 KapToHY;
no 50 r y KoHTeliHepax
noniMmepHNx

AT "BITAMIHWN"

YkpaiHa

AT "BITAMIHN"

Ykpaina

MepepeecTpavia Ha
HeobMeXeHuli TepMiH.

OHoBreHo iHdhopmaL,ito
B IHCTPYKUIT Ansa
MeAnYHOro
3acTocyBaHHsA

6e3
peyenma

nionsieae

UA/4889/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

nikapcbkoro 3aco6y B
po3ginax "B3aemopis 3
IHLWIMMKN NiKapCbKMK
3aco6amMu Ta iHWi Buan
B3aemopiin",
"3acTocyBaHHA y nepiog
BariTHoCTi abo
rogysaHHs rpyaaro”
(peparyBaHHs TeKCTy),
"[iTn" (pegaryBaHHs
TEKCTY),
"Mepepno3yBaHHA",
"MobiyHi peakuyii” Ta B
KOPOTKili
XapaktepucTumui
nikapcbKoro 3aco6y B
posginax "4itn",
"B3aemogijs 3 iHWmmun
nikapcbknMmn 3acobamm
Ta iHWi BUan
B3aemogiit",
"3acTocyBaHHs nig vac
BariTHOCTI Ta rogyBaHHs
rpyaaro”, "Mob6ivHi
peakuji”,
"MNepeno3ysaHHsA"
BiANOBIAHO A0
mMarepianis
peecTpauiiHoro focCbeE.

MepiognyHIiCTb NOAAHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaaky 3AiCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTui
Ykpainu 29 ciyHs 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHiCTepcTBa OXOpPOHM

38




Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjitiHo2o
yrnakoska) nocsioYyeHHs
300pOoB's YkpaiHu Big 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaveHImMn y
nepioANYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.
34. PEBIT [Apaxe, no 80 gpaxe B AT "KMIBCbKUI YKpaiHa AT "KMIBCbKUI YkpaiHa MepepeecTpauis Ha 6e3 nionsizae UA/4680/01/01
KOHTelHepax BITAMIHHMIA BITAMIHHW/ HeobMeXeHuli TepPMiH. peyenma
(6aHoukax); no 80 3ABOL" 3ABO4" OHoBEHO iHhopmaLito

Lpaxe B KOHTeNHepi
(6aHouuj); mo 1
KOHTelWHepy (6aHouL) y
nauui

B IHCTPYKUiT Ans
MeAn4yHOro
3acTocyBaHHS
NiKapcbKoro 3acoby y
po3ginax
"TpoTunokasaHHsa",
"B3aemogis 3 iHW1MK
nikapcbknMmn 3acobamm
Ta iHWi BUAn
B3aemMogijin",
"Oco6nuBocTi
3aCToCyBaHHA",
"Mepepno3yBaHHA",
"Mo6iuHi peakwyii"
BigNoBigHO A0
OHOB/IEHOT iHhopmaLlii 3
6e3nekn 3acToCyBaHHs
Lit0UnX PeyOBUH.

MepiognyHiCTb NOAAHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BiANoBiAHO A0
Mopsaaky 34iCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTui
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHU
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjitiHo2o
yrnakoska) nocsioYyeHHs
300pOoB's YkpaiHu Big 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaveHImMn y
nepioANYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.
35. PECTPYKTA NPO PO34MH NS iH'EKLA No Bionoriwe Himeuunna Bionoriwe HimeuunHa MepepeecTpauis Ha 3a He UA/4245/01/01
IH'EKLIOHE C 2,0 mn B amnyni; no 5 Xainbmitrens Xaiinbmitrens HeobMeXeHuli TepPMiH. peyenmom nionsizae
amnys y KOHTYpPHiiA Xeenb M'v6X Xeenb Mv6X

YapyHKOBIli ynakoBLii; no
1 a6o no 2, a6o no 10
KOHTYPHNX YapyHKOBMX
yNakoBOK y kopobuj 3
KapTOHY

OHoBEHO iHthopmaL,ito
B IHCTPYKLUi ANns
MeAnYHOro
3acTocyBaHHsA
nikapcbkoro 3aco6y B
posginax
"MpoTunokasaHHs",
"Oco6nuBocTi
3acTocyBaHHsA", "Cnoci6
3acTocyBaHHA Ta fosn”
(yTouYHeHHs iHchopmauii),
BigNoBigHO A0
marepianis
peecTpauiiHoro JoChbE.
MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iiCHEeHHS
dhapmakoHarnsagy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa 0XOpPOHK
340pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3HaveHmMn y
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep

n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjitiHo2o

yrnakoska) nocsioYyeHHs

nepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.
36. CUHYMNPET® Kpanni opasbHi no 100 BioHopuka CE HimeuunHa BioHopuka CE HimeuunHa MepepeecTpauis Ha 6e3 nionsizae UA/4373/02/01
MJ/1 PO3UMHY Y (hr1akoHi, HeobMeXeHui TepMiH peyenma

3 [103Y104UM
KpanesnbHUM NPUCTPOEM
3BEpPXY, 3 KPULLIKOIO, LU0
HarBMHYY€ETbLCA | KiNlbLEM
KOHTPOJIIO BIAKPUTTA, NO
1 chnakoHy y KapTOHHil
KOpoo6Li

OHoBreHo iHdhopmaL,ito
B [HCTpYKUii ans
MeNYHOro
3acTocyBaHHSA
niKkapcbKoro 3acoby y
po3ginax "lMNokasaHHs"
(yTouYHeHHs iHchopmauii),
"Oco611BOCTi
3aCcToCyBaHHA",
"3acTocyBaHHs y nepiog
BariTHocTi abo
roflyBaHHs
rpyaAr0” (YyTOUHEHHS
iHbopmawii),
"Mepeno3yBaHHA"
BigNoBigHO A0
MaTtepianis
peecTpaLiniHOro fOChLE.
MepiognyHiCTb NOAAHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BiANoBiAHO A0
Mopsaaky 3AiCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOrO Haka3oM
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpoHU
3,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMun y
nepioAMYHOCTI NoAaHHS
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

perynsipHux 3BiTiB 3
6e3neku.

37.

COPBEHTOTENb

renb opanbHuii 0,7 r/r,
no 135ra6o no 270,
abono405ry
KOHTeliHepi; no 1
KOHTeWHepy y kopobui 3
KapTOHY

ToBapucTso 3
06MEXEHOI0
BiANOBIAANILHICTIO
"papmaLeBTUYHa
thipma "BepTekc"

Ykpaina

ToBapucTBO 3
06MexXeHo
BignoBigasibHICTIO
"®apmaueBTnYHa
thipma "BepTekc”
(BUPOGHNLTBO 3
nakyBaHHs in bulk
TosapucTtsa 3
06MexeHoto
BiANOBIAA/IbHICTIO
"®apmaueBTnyHa
KoMmnaHis
"3popos'a”,
YkpaiHa)

YkpaiHa

MepepeecTpavis Ha
HeobMeXeHuli TepMiH.

OHoBEHO iHthopmaL,ito
B IHCTpYKUii Ans
MeAnYHOro
3acTocyBaHHS
nikapcbKoro 3acoby y
posaini
"PapmMakoTepanesTuyHa
rpyna " (pegaryBaHHs),
BigNoBigHO A0
Knacudpikatopa BOO3.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iiCHEeHHS
dhapmakoHarnsagy,
3aTBEPHKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHK
340pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3HavYeHMn y
nepioAnMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3
6e3neku.

6e3
peyenma

nionsieae

UA/14843/01/01

38.

COPLIE®®

TabneTku, BKpUTI
N/1iBKOBOK 060/10HKOI0,
no 400 mr, no 5
TabneTtok y 6nictepi, no
1 a6o no 2 6nictepn y
KapTOHHIi kopobuij; no 7

ANKANOIL AL
Ckon'e

Pecny6nika
MiBHiuHa
MakefoHis

ANKANOIL AL
Ckon'e

Pecny6nika
MiBHIuHA
MakefoHisa

MepepeecTpaLis Ha
HEOOMEXEHWNIA TEPMIH.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOBJIHOBAHOIO 3BITY 3

3a
peyenmom

He
nidnsieae

UA/11157/02/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

TabneTtok y 6nictepi, no
1 6nicTepy B KAPTOHHIl
KOpoo6Li

6e3neku, BiANOBIAHO A0
Mopsagky 34iCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU
370pOB’A YKpainu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
Ykpainu 29 ciyns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOoHU
30,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.

39.

TEPBI3NN

Kpem 1 % no 15 r y Ty6i,
no 1 Ty6i B KAPTOHHiIl
ynakoBLi

BAT "TepneoH
PixTep"

YropLmHa

BAT "TeneoH
PixTep"

YropumHa

MepepeecTpavia Ha
HeobMeXeHuli TepMiH.

MepiognyHiCTb NOAAHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BiANoBiAHO A0
Mopsaaky 3AiCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOrO Haka3oM
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpoHU
3,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaveHMn y
nepioAMYHOCTI NoAaHHS

6e3
peyenma

nionsieae

UA/4558/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjitiHo2o
yrnakoska) nocsioYyeHHs
perynsipHux 3BiTiB 3
6e3neku.
40. TIAPA TPIO® TabneTkn, BKPUTI MpAT Ykpaina MpAT YkpaiHa MepepeecTpavis Ha 3a He UA/15069/01/01
NNiBKOBOK 0O0JIOHKOIO, "®apmaneBTuyHa "®apmavueBTUYHa HeobMeXeHuli TepMiH. peyenmom nionsizae

no 10 mr/12,5 mr/160 mr,
no 14 tabneTtok y
KOHTYPHIli YapyHKOBIi
ynakosLi, no 1 a6o no 2
KOHTYPHi YapyHKOBI
ynakoBKW B nayLli

hipma "JapHuus”

ipma "OapHuus"

OHoBEHO iHthopmaL,ito
B IHCTPYKLUi ANns
MeAnYHOro
3acTocyBaHHsA
nikapcbKoro 3acoby y
po3ainax:
"®dapMaKoorivHi
BNaCTVBOCTI",
"MpoTunokasaHHsa",
"B3aemogis 3 iHW1MK
nikapcbknMmn 3acobamm
Ta iHWi BUAn
B3aemMogijin",
"Oco6nuBocTi
3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog
BariTHocCTi abo
rogysaHHs rpyanro”,
"Cnoci6 3acTocyBaHHs
Ta gosun”, "MoGivHi
peakui™, yTo4HeHo
HasBy
thapmakoTepaneBTUYHOI
rpynu BiZNOBIAHO A0
iHchopmauii
pedhepeHTHOro
niKkapcbKoro 3acoby
EKC®OPX H,
TabneTkn, BKpUTI
NNiBKOBOK 060/I0HKOIO,
no 10 mr/160 mr/12,5 mr.

MepioAnyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iCHEeHHS
dhapmakoHarnsagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHK
340pOB’sA YKpaiHu Big 27
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
Ykpainu 29 ciyns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpoHU
3,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.

41.

TIAPA TPIO®

TabneTku, BKpUTI
nNiBKOBOK 060/I0HKOIO,
no 5 mr/12,5 mr/160 wmr,
no 14 tabneTtok y
KOHTYPHIli YapyHKOBIi
ynakosuj; no 1 a6o no 2
KOHTYPHi YapyHKOBI
yNakoBOK y nauLli

MpAT
"®apmaueBTuyHa
thipma "AapHnus"

YkpaiHa

MpAT
"®apmaueBTMyHa
dipma "apHnug”

YKpaiHa

MepepeecTpavia Ha
HeobMeXeHuli TepMiH.

OHoB/eHo iHdhopmaL,ito
B IHCTPYKUIT Ansa
MeNYHOro
3acTocyBaHHSA
niKapcbKoro 3acoby y
po3ginax:
"®apmakonorivHi
B/1acTmMBoCTi",
"MpoTunokasaHHs",
"B3aemogisi 3 iHWnMmn
nikapcbknmy 3acobamu
Ta iHWi BUAn
B3aemMogiji",
"Oco611BOCTi
3aCcToCyBaHHA",
"3acTocyBaHHs y nepiog
BariTHocTi abo
rogyBaHHs rpyanr”,
"Cnocib 3acTocyBaHHs
Ta nosun", "MobiyHi
peakuii”, yTo4HeHo
Ha3By
thapmMakoTepaneBTUYHOI
rpynu BignoBiAHO 80
iHchopmauii
pedyepeHTHOro
nikapcbKoro 3acoby
EKC®OPX H,

3a
peyenmom

He
nionsieae

UA/15070/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

TabneTku, BKpUTI
NAiBKOBOK 060/I0HKOIO,
no 5 mr/160 mr/12,5 wr.
MepioanyHICTb NOAAHHSA

perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaaky 3AiCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTui
Ykpainu 29 ciyns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpoHK
3,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,

3a3HavYeHMUN y
nepioANYHOCTI NOAAHHS

perynsipHux 3BiTiB 3
6esneku.

42,

TPIYMEK™

TabneTku, BKpUTI
nNiBKOBOK 060I0HKOIO,
no 50 mr/600 mr/300 wmr;
no 30 TabneTok y
hnakoHi; no 1 dpnakoHy
B KapTOHHIin kopobui

BiiB Xenckep HOK
Nimiten

Benuka
BpuTaHis

Bupo6Humk
Hepo3dacosaHoro
NpoAyKTY:
"nakco
OnepeliwHe HOK
NimiTen, Benvka
BputaHis;
MepBuHHa Ta
BTOPUHHA
ynakoBka, 403BiN
Ha BUNycK cepii:
nakco Bennkom
C.A., IcnaHis

Benwvka
BpuTaHis/
IcnaHis

MepepeecTpavia Ha
HeobMeXeHuli TepMiH.

MepiognyHiCTb NOAAHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BiANoBiAHO A0
Mopsaaky 34iCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTui
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHU

3a
peyenmom

He
nionsieae

UA/14812/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

300pOoB's YkpaiHu Big 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaveHImMn y
nepioANYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.

43.

DYPAMAI®

kancysim no 50 mr; no 10
Kancyn y 6nictepi; no 3
6nicTepy B nayui 3
KapTOHY

AT "Onaiincpapm"

Nargia

AT "OnaiiHchapm"

Nargisi

MepepeecTpavis Ha
HeobMeXeHuli TepPMiH.

MepioAnyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOrO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaky 34iACHEHHS
dhapmakoHarnsgy,
3aTBEPAKEHOr0 Haka3om
MiHicTepcTBa 0XOpoHK
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MinicTepcTsi tocTuuii
YKpaiHu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHK
300pOB's YkpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaveHmMn y
nepiogMYHOCTI NoAAHHSA
perynsipHux 3BiTiB 3
6esneku.

3a
peyernmom

He
nionsieae

UA/4301/01/01

LE®A3ONIH-BXD3

NMOPOLLOK A4/151 PO3UUHY
ans iH'ekyii no 1000 mr
1 chnakoH 3 NopoLLKoM;
1 donakoH 3 MOPOLLKOM Y
nauui 3 kapToHy; 1
)1aKOH 3 MOPOLLKOM Y
KOMMEKTi 3 1 amnysioto
po34nHHYKKa (Boga ans
iH'eKUili) no 5 mn a6o no
10 M1 B nauui 3
KapTOHHOH

My6niyHe
akuioHepHe
TOBapuCTBO

"HaykoBo-
BMPOGHUYUIA

LieHTp
"BopLuariBcbkuii
XiMiKo-
dhapmaLeBTUYHWMIA
3aBofg”

YkpaiHa

My6niuHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHWYNIA

LeHTp
"BopLuariBcbknii
XiMiKO-
thapmaLeBTUYHUI
3asofa”

YKpaina

MepepeecTpauis Ha
HeobMeXeHuli TepMiH.
OHoBeHO iHthopmaL,ito

y po3ginax "B3aemogisi 3
HLLIMMW NiKapCbKUMU
3aco6amu Ta iHLWi BUAn
B3aemMogijin",
"Oco6nMBOCTi
3aCTOCyBaHHA",
"3acTocyBaHHA y nepiog
BariTHocTi abo

3a
peyernmom

He
nionsizae

UA/4616/01/02
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

NEPeroposKoo

rogyBaHHs
rpyaao” (yTouHeHHs
iHchopmawii), "MoGiyHi
peakuii" iHCTpyKuii gns
MeAnYHOro
3acTocyBaHHs
nikapcbKoro 3acoby
BignoBigHO A0
OHOB/IEHOT iHdopMaLlil
o040 6e3neku
3acTocyBaHHA Aitoyol
PEYOBUHMU.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iiCHeHHs
dhapmakoHarnsagy,
3aTBEPHKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHK
340pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOB'a YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMn y
nepioAnMYHOCTI NoAAaHHSA
perynsipHmx 3BiTiB 3
6e3neku.

45,

LE®PA3O/IH-BXD3

NMOPOLLOK A/15 PO3UNHY
Ans iH'ekyin no 500 mr 1
ch/1akoH 3 nopoLukom; 1
(h/1aKOH 3 MOPOLLKOM Y
nauuj 3 KapToHy; 1
(h/1aKOH 3 MOPOLLKOM Y
KomnekTi 3 1 amnynoto
po3unHHKKa (Boga ans
iH'ekuil) No 5 mn B mayui

My6niyHe
akujioHepHe
TOBapWCTBO

"HaykoBo-
BMPOGHNUNIA
LeHTp
"BopLyariBcbKuii
Ximiko-
dhapmaLeBTUYHWIA

YkpaiHa

My6niuHe
akujioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHWYNIA

LeHTp
"BopLyariscbkuii
XiMiKO-
dhapmaLleBTUYHNI

YKpaiHa

MepepeecTpavisa Ha
HeobMeXeHuli TepPMiH.
OHoBreHo iHdhopmaL,ito
y po3ginax "B3aemogis 3
HLUMMKN NiKapCbKMK
3aco6amMu Ta iHWi Buan
B3aemogiit",
"Oco6nuBocCTi
3aCTOCYBaHHSA",

3a
peyenmom

He
nionsieae

UA/4616/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjitiHo2o
yrnakoska) nocsioYyeHHs
3 KapPTOHHO 3asof” 3asofg" "3acTocyBaHHs y nepiog,
neperopoaxor BariTHoCTi abo

roflyBaHHs
rpyaaro” (YyToOUHEHHS
iHdpopmadtii), "MoGiyHi
peakuii" iHcTpyKuii gns
MeZJNYHOro
3acTocyBaHHsA
nikapcbKoro 3acoby
BiAgNoBigHO A0
OHOBJ1EHOT iHthopmaLLii
oo 6esneku
3acTocyBaHHs Aitoyol
PEYOBUHU.

MepiognyHIiCTb NOAAHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsagky 34iCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU
370pOB’A YKpainu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciyns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOoHU
3,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.

FeHepanbHUN AUpeEKTOop
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AvpekToparty chapmayeBTUHHOro 3a6e3nevyeHHs 0.0. Komapiga
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MEPENIK

AopaTok 3
Ao Hakasy MiHicTepcTBa 0XOPOHU

300pOB’A YKpaiHu

Ne

NIKAPCbKUX 3ACOBIB, WOA0 AKNX MPOMOHYETLCA BHECEHHSA 3MIH 40 PEECTPALJIAHNX MATEPIANIB

NNiBKOBOK 060/0HKOI0, MO
250 mr, no 6 TabneTok y
6nictepi; no 1 6rictepy y

Nimiteq

[xeHepike NimiTeq,

marepianis: 3miHu | TUny -
OHOBJIEHHSA cepTudikaty
BiNOBIAHOCTI EBpONENChKil

Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
1. 5- KOHLeHTpaT A1 PO34UHY EBEBE dapma ABCTpIs NOBHUIA LWKN ABcTpisi/ BHECEHHS 3MiH 0 peecTpauiiiHux | 3a peyenmom UA/6058/01/01
DTOPYPALUN ans iHdoysiii, 50 mr/mn; no Fec.m.6.X. Hdpr. KT BUpOGHMUTBA: HimeuunHa marepianis: 3miHu | TUny -
"EBEBE" 5 mn (250 mr) a6o no 10 EBEBE ®apma AAMiHICTpaTMBHI 3MiHW. 3MiHa
mn (500 mr) B amnyni; no 5 lec.m.6.X. Hapr. KI"., HalilmeHyBaHHs Ta/abo agpecu
amnysn y KapTOHHil ABCTpisi; MiCLSi NPOBAKEHHS [isiNIbHOCTI
Kopo6ui; no 5 mn (250 mr), KOHTPO/b/BUNPOOGYB BMPOGHMKa/imnopTepa rotoBoro
a6o no 10 mn (500 mr), aHHs cepii: nNikapcbKoro 3acoby, BKIOYaK4n
a60o no 20 mn (1000 wmr), Mnn AOinbHULI BUNYycKy cepii abo micue
a6o no 100 mn (5000 mr) y Mikpob6ionoriwec NpoBeAeHHS KOHTPOJIIO AKOCTI.
chnakoHi; no 1 chnakoHy B Mptochnabop Mm6X, (misnbHicTb, 3a AKy BignoBigae
Kopooui ABCTpisi; BMpPOGHUK/iMNopTep, He
KOHTPO/b/BMNPOOGYB BK/IHOHAK0UM BUMNYCK Cepiit) - 3miHa
aHHA cepii: Ha3BW BXe 3apeecTpoBaHoro
Nabop J1C CE & Ko. BUPOGHMKA (KOHTPaKTHOT
K, HimewunHa na6oparopii), BiANOBiAaIbLHOI 3a
KOHTPO/b/BMNPOBYBaHHS cepii,
6e3 3MiHK Micus BUPOGHMLTBA.
2. 5- KOHLeHTpaT AN PO34nHy EBEBE dapma ABcTpis NOBHUI LMK AscTpisi/ BHECEHHS 3MiH A0 peecTpauiiiHux | 3a peyenmom UA/6058/01/01
®TOPYPAUUN | ans iHdysii, 50 mr/mn; no lFec.m.6.X. Hdor.KI" BMPOGHMLTBA: HimeuunHa marepianis: 3MiHU | TUMY - 3MiHK
"EBEBE" 5 mn (250 mr) a6o no 10 EBEBE ®apma wofo 6e3snekn/edekTMBHOCTI Ta
mn (500 mr) B amnyni; no 5 lec.m.6.X. Hopr. KI"., thapmakoHarnsagy (iHwi 3MiHn) -
amnys y KapTOHHIl ABCTpisi; BHECEHHS 3MiH [0 po3ainy
Kopo6ui; no 5 mn (250 mr), KOHTPO/1b/BUNPOGYB «MapkyBaHHs» MKA N13;
a6o no 10 mn (500 mr), aHHsA cepii: MIMN 3anponoHosaHo: MAPKYBAHHSA.
a6o no 20 mn (1000 wr), Mikpobionoriwec 3rifHO 3aTBEPAKEHOrO TEKCTY
a6o no 100 mn (5000 mr) y Mptochnabop M6X, MapkyBaHHsl. OHOBNEHHS TEKCTY
chnakoHi; no 1 chnakoHy B ABCTpiIs; MapKyBaHHS! yNakoBKW JliKapCbKOro
KopooLi KOHTPO/b/BMNPOGYB 3aco6y 3 BHECEHHSAM iHchopMmalii
aHHs cepii: labop /1 040 3a3HavYeHHs O4MHULb
+ C Al', HimevunHa BVMIptOBaHHA y cuctemi Sl.
BBegeHHs 3MiH npoTsrom 6-Tn
MicALiB nicna 3aTBepKEHHS
3. A3NTPOMILUUH | Tabnetkn, BKPUTI Lbxy6inaHT [keHepikc IHgis Lxy6inaHt IHais BHECEHHS 3MiH 40 peecTpauiiHnx 3a peyenmom UA/12966/01/01
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-ACTPA®APM

kancyny 6nictepi; no 1
6nictepy B KopobLi 3
KapToHy

Marepianis: 3mMiHu | TMny - 3MiHK 3
sKoCTi. FoTOBWIA Nikapcbkuii 3aci6.
KOHTpOsib roToBOro nikapcbKoro
3acoby. 3miHa napameTpiB
cneuudikayin Ta/abo gonycTummx
MEX rOTOBOr0 NiKapCbKoro 3acoby
(iHLWi 3MiHW) - 3anpoBaMKYETLCA
NepiogNYHICTb KOHTPOSIO
nokasHuka "MikpobionoriyHa
ymcToTa" (3anponoHoOBaHoO: * TecT
He € PyTUHHUM, BUKOHYETbCA ANS

Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
KapTOHHI KOpoo6Li thapmakonei Ne R1-CEP 2007-
119-Rev 05 anis Aito4oi peyoBUHM
asnTpoMILMHY Bif BXe
3aTBEPKEHOIO BUPOGHMKA
(Jubilant Generics Limited, IHgis)
4. A3UTPOMILUUH | TabneTku, BKPUTI Lxy6inanT [xeHepikc IHAis [bxy6inaHt IHAisA BHECEHHS 3MiH [JO peecTpaLifiHnX 3a peyenmom UA/12966/01/02
NAiBKOBOK 060J1I0HKOHD, MO Nimiteq LbxeHepike JimiTeq, marepianis: 3miHu | Tuny -
500 wr, no 3 TabneTkn B OHOBJIEHHSA cepTudikaty
6nictepi; no 1 6nictepy y BiAANOBIAHOCTI EBpoNechbkili
KapTOHHI KOpooL; phapmakonei Ne R1-CEP 2007-
119-Rev 05 ans Aito4oi peyoBrHU
asuUTPOMILMHY Bif, BXe
3aTBEPKEHOIO BUPOGHMKA
(Jubilant Generics Limited, IHAjs)
5. A3UTPOMILUUH | TabneTku, BKPUTI [xy6inanT [pkeHepikc IHAis [bxy6inaHt IHAisA BHECEHHS 3MiH [JO peecTpaLiiHmnx - UA/12967/01/01
N/1iBKOBOK 060OJI0HKOIO, MO Nimiteq [xeHepikc NimiTen marepianis: 3MiHu | TUny -
250 wr, in bulk: no 5000 OHOBJIEHHSA cepTudikaty
TabneToky BiiNOBIAHOCTI €Bponeiichkiit
nonieTMIeHoBOMY MakeTi thapmakonei Ne R1-CEP 2007-
119-Rev 05 ans Aito4oi peyoBrHU
asnUTPOMILMHY Big, BXe
3aTBEPKEHOr0 BUPOGHUKA
(Jubilant Generics Limited, IHAis)
6. A3SUTPOMILUUH | TabneTkun, BKPUTI [xy6inanT [xkeHepikc IHAis [bxy6inaHt IHAisA BHECEHHS 3MiH O peecTpaLiiHmnX - UA/12967/01/02
N/1iBKOBOK 060JI0HKOIO, MO Nimiteq [xeHepikc NimiTe marepianis: 3MiHu | TUNy -
500 wr, in bulk: no 5000 OHOBJIEHHSA cepTudikaty
TabneToky BiZiNOBIAHOCTI E€Bponelichkiit
nonieTuIeHoBOMY MakeTi thapmakonei Ne R1-CEP 2007-
119-Rev 05 ans Aito4oi peyoBrHU
asuTPOMILMHY Bif, BXe
3aTBEPHKEHOr0 BUPOGHMKA
(Jubilant Generics Limited, IHAis)
7. A3NTPOMILUWH | kancynm no 250 mr no 6 TOB "AcTpadchapm” YkpaiHa TOB "AcTtpadchapm” Ykpaina BHECEHHS 3MiH 4O peecTpauiiHnx 3a peyenmom UA/2390/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

KOXHOI YeTBepTOi cepii , ane He
pigwe ogHoro pasy B pik)

A3SUTPOMILUVH
-ACTPA®APM

Kancynu rno 500 mr no 3
Kancynuy énictepi; no 1
6nicTepy B kopobui

TOB "AcTpadapm"

YkpaiHa

TOB "AcTpachapm”

YkpaiHa

BHECEHHS 3MiH O peecTpaLifiHnX
mMartepianis: 3MiHu | Tuny - 3MiHK 3
sKocTi. [oTOBWIA Nikapcbkuii 3aci6.
KOHTpO/b rOTOBOrO /likapCbKoro
3acoby. 3miHa napameTpis
cneuudikauin Ta/abo gonycTummx
MEX rOTOBOr0 NiKapcbKoro 3acoby
(iHWi 3MiHW) - 3aNpPOBaKYETLCS
NepiogNYHICTb KOHTPOSIIO
nokasHuka "MikpobionoriuHa
yycToTa" (3aMPOnNoOHOBaHO: * TecT
He € PYTUHHVM, BUKOHYETbCS AN
KOXHOI flecaToi cepii, ane He
piALwe ogHOoro pasy B pik)

3a peyenmom

UA/2390/01/02

ANNEPTEK®

TabneTku, BKPUTI
060/10HKO0, Mo 10 Mr, no
7 abo no 20 TabneTok y
6nicTepi; no 1 6nictepy B
KapTOHHiiA KOpo6L

BapLuaBcbkuii
thapmMaueBTUYHUI
3aBof Monbcha AT

MonbLa

dapmaueBTUYHNI

3asog, "Monbthapma”

C.A.

MonbLua

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TURy -
AAMiHICTpaTMBHI 3MiHW. 3MiHa
HalimeHyBaHHsi Ta/abo agpecu
MiCLA NPOBaKEHHS Ai/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbKoro 3acoby, BK/IHOHa0um
AinbHULI BUNYCKY cepii abo micue
NpoBeieHHs1 KOHTPOJIO SKOCTI.
([isnbHICTB, 3a AKy BignoBifae
BMPOGHMK/IMNOPTEpP, BKOYAOUN
BUMYCK Cepiid) - 3MiHa agpecu
BMPOGHUWKa 13 dapmavleBTUYHUIA
3aBog “MOJIbGAPMA”
C.A./Pharmaceutical Works
“POLPHARMA” S.A., 6€3 3MiHK
MicLsA BUPOGHMLTBA. 3MiHN
BHECEHI B iHCTPYKLito AN
Me[MYHOro 3actocyBaHHsa /13y p.
"Micue3HaxomKeHHs BUPOGHMKa
Ta iioro agpeca micus
NpoBaPKEHHSA AiANbHOCTI" 3
BIANOBIAHUMW 3MiHAMW B TEKCTI
MapKyBaHHS ynakoBoK. BeefieHHs
3MiH NPOTArom 6-TM MicAuiB 3 gatn
3aTBEPAKEHHS

6e3 peyenma

UA/6422/02/01

10.

ANOE
EKCTPAKT
PIAKNIA-
OAPHUUS

eKCTpaKT piakvin ans
iH'ekuiin no 1 mn B amnyni,
no 5 amnyn y KOHTYpHiii
YapyHKOBI ynakosLi, no 2

MpAT
"®apmaueBTMyHa
thipma "lapHuug"

Ykpaina

MpAT "
PapmaueBTUyHa
thipma "AapHnus"

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
martepianis: 3MiHU | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta

dhapmakoHarsgy. BeeaeHHsi abo

3a peyenmom

UA/6565/01/01
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Ymosu

Homep

Ne
n/n

Hassa
JliKapcbKo20

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

peecmpayiliHo2o
nocsioYeHHs

3acoby

KOHTYPHIi YapyHKOBI
yNakoBKM y naui

3MiHM [0 y3arasibHEHUX JaHuX npo
cuctemy dhapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy hapmakoHarnsgy,
3MiHa YyNOBHOBaXeHOi 0cooH,
BiANOBIAA/IbHOI 3a 3AiiCHEHHS
thapmakoHarnsgy; KOHTakTHoOT
ocobu 3 hapmakoHarnagy
3aABHUKA AN 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNTOBHOB&X€EHOI
ocobw, BiANoBiAanbLHOI 3a
3[jlicHeHHS chapMakoHarnisgy
(BK/IHOYAKOYUM KOHTAKTHI JaHi)
Ta/ab0 3MiHN Y PO3MILLLEeHHI
mMacTep-thaina cuctemm
thapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3as1BHYIKA,
BiANOBiAa/IbHOI 3a
thapmakoHarnsag,.
MponoHoBaHa pepakuis: Typok
B'auecnas B'auecnasosuy

UA/8093/01/01

11.

ANbAYPA3M
®

Kopobui

KOHLieHTpaT A48 po34nHy
Ans iHdysii, 100 O4/mn;
Ne 1: no 5 mn y donakoHi;
no 1 dpakoHy y KapTOHHIl

[xeHzalim HOpon B.B.

Higepnanan

BeTTep ®apma-
PepTiryHr FM6X eHp,
Ko.KI, Himeyunna
(kiHueBe
HanoBHEHHS
nakoHiB (NepBUHHE
nakyBaHHs),
NpoBefieHHs TeCTy
Ha CTEPWILHICTD);
[bxeHszalim fimiten,
Benuka bpuTaHis
(MapkyBaHHSA Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/Tb SIKOCTi
N3 (3a
BUK/IIOYEHHAM TecTy
Ha CTEPWILHICTD),
BUNYCK cepii);
[bxy6ineHt
XonnictepCriep
NNC, CWA (kiHueBe
HanoBHEHHS
nakoHiB (NepBUHHE
nakyBaHHs),

HimeuumnHa/
Benuka
BpwuTaHis/
CWA

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: TEXHIYHa NOMUIIKa
(3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460) - BunpaBneHo
TEXHiIYHY MOMW/IKY B TEKCTI
MapKyBaHHS ynakosku J13.
3AMNPOMOHOBAHO: 17. IHWE
HasiBHa iHdhopmaLlist WoAo WTpUX-
Koay Jlorotun komnaHii
3a3HavalTbCa O4MHULL
BMMIPIOBaHHS | CUMBO/IN BESIMYNH
Ha aTVHULI MICNS HaNUCaHHA Ha
YKpaiHCbKili MOBI Y BiANOBIAHOCTI
0o Hakazy MEPT Ne 914 (U/ml; U,
mg; ml)

BHYTPILLHI TEXHIYHI NO3HAYKU
BMPOGHMKA (NaKyBasibHi koau)
Ta/abo iHLWWi 3axXMCHI kKoaw.
3a3HaueHe BUNpaBeHHs
BiANOBigae apxiBHMM MaTepianam
peecTpaL,iniHOro 4oCbe

NPOBEe/ieHHs TECTY

3a peuenmom
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
Ha CTEpPW/IbHICTb)
12. AHATEPO TabneTku, BKpUTI FETEPO J1AB3 IHais [eTepo /1a63 IHais BHECEHHS 3MiH A0 peecTpaLinHmx 3a peyernmom UA/14189/01/01
N/1iBKOBOK 060JI0HKOIO, MO NIMITEL Nimiteq marepianis: 3MiHU | TUMY - 3MiHW
1 wmr; no 10 TabneTtok y Lofo 6e3nekn/edheKTMBHOCTI Ta
6nicTepi; no 1 abo no 3 thapmakoHarnagy (iHwi 3MiHK) -
6nictepu B kOpo6Li 3 BHECEHHS 3MiH 0 po34iny
KapTOHY “MapkyBaHHs" MKA N13:
3anponoHoBaHo: MapkupoBska B
COOTBETCTBUU C YTBEPXKAEHHBIM
TEKCTOM MapKnpoBKN. OHOB/IEHHS
TEKCTY MapKyBaHHS ynakoBKm
NiKapCbKOro 3aco6y 3 BHECEHHAM
iHhopMmauii Wwoao 3a3HaveHHs
OAVHULb BUMIPIOBAHHSA Y CUCTEMI
Sl. BBeieHHS 3MiH NPOTArom 6-Tu
MiCALB NicNna 3aTBePAKEHHS
13. AIMNCOPBIH NOPOLUOK 4715 OpasibHOT AT "®dapmak” YKpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 peyenma UA/17825/01/01
cycnensiino3r,no 3,76 r marepianis: 3MiHu | TUNY - 3MiHW
B calue, no 10 a6o 30 Loao 6e3nekn/edeKTMBHOCTI Ta
calle y nayui thapmakoHarnagy (iHwi 3MiHK) -
OHOBJ/IEHHS TEKCTY MapKyBaHHS
yMakoBKM NMiKapCbKoro 3acoby 3
BHECEHHAM iHdhopMaLi Wwoao
3a3Ha4YeHHs oAnHNLb
BVIMIipIOBaHHS y cuctemi Sl.
BHeceHHs 3MiH 40 po3giny
«MapkyBaHHA» MKA /13;
3anponoHoBaHo: MAPKYBAHHA
3rigHO 3aTBEPKEHOrO TEKCTY
MapKyBaHHs. BBeieHHS 3MiH
NpoOTArom 6-T! MicAUIB micns
3aTBEPAKEHHS
14. APUTEPO Tabnetkun no 5 mr; no 30 FETEPO /1AB3 IHais leTepo /1a63 IHais BHECEHHS 3MiH A0 peecTpaliintHmx 3a peyenmom UA/17596/01/01
TabneTok y KoHTeliHepi; no NIMITEL Nimiteq

1 KOHTeNHepy Yy KapTOHHIl
Kopoo6Li

marepianis: 3MiHU | TUMY - 3MiHK
oo 6e3snekn/edeKTMBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) -
BHECEHHS 3MiH [0 po3ainy
«MapkyBaHHs» MKA /13:
3anpornoHosaHo: MAPKVIPOBKA B
COOTBETCTBUW C YTBEPXKAEHHbIM
TEKCTOM MapkupoBkn. OHOB/IEHHS
TEKCTY MapKyBaHHS yNakoBKm
NiKapCbKOro 3acoby 3 BHECEHHAM
iHbopMmauii Woao 3a3HaYeHHS
OAVHWLb BUMIPIOBaHHSA Y CUCTEMI

S|. BBefieHHsi 3MiH NpOoTsArom 6-Tn
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

MicSLiB NicNs 3aTBEPAKEHHS

15.

APUTEPO

Tabnetku no 10 wmr, no 30
TabneTokK y KOHTelHepi; no
1 KOHTEeNHepy y KapTOHHiIl
KopooLi

FETEPO NIAB3
NIMITEL

IHAjsA

[eTepo /1a63
Nimiteq

IHAja

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHW
Lofo 6e3nekn/edheKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) -

BHECEHHS 3MiH 0 po34iny
«MapkyBaHHs» MKA /13:
3anpornoHosBaHo: MAPKVPOBKA B
COOTBETCTBUU C YTBEPXKAEHHBIM
TEKCTOM MapKnpoBKN. OHOB/IEHHS
TEKCTY MapKyBaHHS ynakoBKm

NiKapCbKOro 3aco6y 3 BHECEHHAM
iHhopMmauii Wwoao 3a3HaveHHs

OAVHULb BUMIPIOBAHHSA Y CUCTEMI

Sl. BBeieHHS 3MiH NPOTArom 6-Tu

MiCALB NicNna 3aTBePAKEHHS

3a peuenmom

UA/17596/01/02

16.

APNDAM® 1,5
Mr/10 Mr

Tabnetku 3
MoandikoBaHUM
BWBI/IbHEHHAM, Nno 1,5
mr/10 mr no 15 TabneTok y
6nictepi; no 2 abo 6
6nicTepiB y kopobui 3
KapToHYy

e NABOPATYAP
CEPB'E

PpaHuin

Nab6opaTtopii Ceps'e
IHpacTpi, PpaHuis
(BUpO6HMLTBO,
KOHTPO/Ib SIKOCTI,
nakyBaHHS Ta
BUNYCK cepii);
Ceps'e (IpnaHgis)
IHpgacTpic N4,
IpnaHgis (nakyBaHHS
Ta BUNYCK cepif)

®paHuia/
IpnaHgis

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUNY - 3MiHW
BHECEHO A0 IHCTPYKUiT Ans
MeAUYHOrOo 3acTOCYBaHHs
nNiKapcbKoro 3acoby o po3ainis
"Oco6MBOCTI 3aCTOCYBaHHS",
"Mo6iyHi peakuii" 3rigHO
pekomeHpaLin PRAC wopno
OHOBJ/IEHHS iH(hopMaLii 3 6esneku
Li0Y0T pevyoBuHY iHAanamig.
BeefeHHs 3MiH npoTarom 6
MicSILB NicNs 3aTBEPKEHHS

3a peyenmom

UA/13798/01/01

17.

APNDAM® 1,5
Mr/5 Ml

Tabnetkn 3
MoAandikoBaHUM
BWBI/IbHEHHAM, no 1,5 mr/5
Mr no 15 Tabnetok y
6nictepi; no 2 abo 6
6nicTepiB y kopobui 3
KapToHY

e NABOPATYAP
CEPB'E

PpaHuin

Nab6opaTtopii Ceps'e
IHaacTpi, PpaHuis
(BUpO6HMLTBO,
KOHTPO/Ib SIKOCTI,
nakyBaHHS Ta
BUNYCK cepii);
Ceps'e (IpnaHgis)
IHpgacTpic N14,
IpnaHgis (nakyBaHHSA
Ta BUMYCK cepif)

®paHuia/
IpnaHgis

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHU | TUMY - 3MiHK
BHECEHO A0 IHCTPYKUii Ans
MeAMYHOr0 3aCTOCYBaHHs
NiKapcbKoro 3acoby Ao po3ainis
"Oco6nNMBOCTI 3aCTOCYBaHHSA",
"Mo6iuHI peakuii" 3rigHO
pekomeHpaLii PRAC wopno
OHOBJIEHHS iH(hopMaLii 3 6e3neku
Li0Y0i pevyoBuHY iHAanamig.
BBefeHHs 3MiH npoTarom 6
MicSILiB NiCNs 3aTBEPPKEHHS

3a peyenmom

UA/13799/01/01

18.

ATA3ABIP

Kancynu tBepAi no 150 wr;
no 60 kancyny
KOHTeliHepi; no 1
KOHTEliHepy Y Kopo6ui 3

FETEPO /IAB3
NIMITES,

IHais

leTepo /1a63
Nimiteq

IHAis

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edreKTMBHOCTI Ta
dhapmakoHarnagy (iHwi 3miHu) -

3a peyenmom

UA/17665/01/01

56




Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
KapToHy OHOBJ/IEHHSI TEKCTY MapKyBaHHS
yMakoBKM NMikapCbKoro 3acoby 3
BHECEHHSAM iHdhopMaLi LWwoao
3a3Ha4YeHHs 0AVHWLb
BVMIipIOBaHHS y cuctemi Sl.
BBeneHHs 3MiH NPOTAroM 6-Tu
MicSILB NicNs 3aTBEPAKEHHS
19. ATA3ABIP Kancynu teepgi no 200 wr; FETEPO J1IAB3 IHais [eTepo /1a63 IHais BHECEHHS 3MiH A0 peecTpaLinHmx 3a peyernmom UA/17665/01/02
no 60 kancyny NIMITEL Nimiteq marepianis: 3MiHU | TUMY - 3MiHK
KOHTeliHepi; no 1 Lofo 6e3nekn/edheKTMBHOCTI Ta
KOHTeliHepy y Kopob6ui 3 thapmakoHarnagy (iHwi 3MiHK) -
KapToHYy OHOBJ/IEHHS TEKCTY MapKyBaHHS
yNakKoBKM NiKapCbKOro 3acoby 3
BHECEeHHAM iHdhopMaui Wwoao0
3a3HayYeHHs OAVHNLb
BMMIPIOBaHHS y cuctemi Sl.
BBefeHHs 3MiH NpoTAroM 6-Tu
MicsILLiB NiCNsA 3aTBEPLPKEHHS
20. ATA3ABIP kancysv Teepgi no 300 mr FETEPO JIAB3 IHAis [eTepo /1a63 IHAisa BHECEHHS 3MiH 40 peecTpaliiiHux | 3a peyenmom UA/17665/01/03
no 30 kancyny NIMITEL Nimiten martepianis: 3mMiHU | TUNY - 3MiHK
KOHTeliHepi; no 1 Lofo 6esnekn/edekTMBHOCTI Ta
KOHTeliHepy y Kopoo6ui 3 thapmakoHarnsgy (iHwi 3MiHn) -
KapToHYy OHOB/IEHHA TEKCTY MapKyBaHHS
yNakoBKM NMiKapCbKoro 3acoby 3
BHECEHHSAM iHthopMmalLlii Lwoao
3a3HaYeHHs 0AUHULb
BVMIptOBaHHA y cuctemi Sl.
BBeieHHs 3MiH npoTsArom 6-u
MiCALiB Nicnsa 3aTBepKEHHs
21. AYPONNAU3A Tabnetkn no 5 mr; no 10 Aypob6iHgo ®apma /114 IHais Aypob6iHgo dapma IHais BHECEHHS 3MiH A0 peecTpaliintHmx 3a peyenmom UA/11563/01/01
TabneTok y 6nictepi; no 3 Nimiten (FOHIT I11) mMarepianis: 3miHu | Tuny -
6nicTepn B KAPTOHHIi AAMIHICTpaTVBHI 3MiHW. 3MiHa
Kopoo6Li HaliMeHyBaHHA Ta/abo agpecu
3anBHUKa (BacHuKa
peecTpaviiiHoro NocBig4eHHs)
3MiHa agpecu 3asaBHUKa
(BnacHvka peecTtpaujiiHoro
nocBiJYeHHs1). BBeieHHS 3MiH
npoTArom 6-x MicauiB nicns
3aTBEPAKEHHS.
22, AYPONAWN3A Tabnetku no 10 mr; no 10 Aypo6iHgo dapma 114 IHais Aypob6iHgo dPapma IHAis BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/11563/01/02

TabneTtok y 6nictepi; no 3
6nicTepn B KAPTOHHIi
Kopoobui

Nimiten (FOHIT I11)

marepianis: 3miHu | Tuny -
AAMiHIiCTpaTMBHI 3MiHK. 3MiHa
HalilmeHyBaHHsi Ta/abo agpecu
3asBHMKa (BNacHvkKa
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

peecTpauiiHoro Noceig4YeHHs)
3MiHa agpecu 3asaBHUKA
(BnacHvka peecTtpaujiiHoro
noceigyeHHs). BBegeHHsA 3MiH
npoTArom 6-x MicAUiB nicns
3aTBEPAKEHHS.

23.

AYPOJTAUSA

Tabnetku no 20 mr; no 10
TabneTok y 6nictepi; no 3
6nicTepy B KAPTOHHIN
Kopobui

Aypo6iHgo ®apma /T4

IHgis

Aypob6iHgo Papma
Nimiten (FOHIT 1)

IHais

BHECEHHS 3MiH 4O peecTpauiiHnx
mMaTtepianis: 3miHu | TUny -
AAMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu
3anBHUKa (BnacHuKa
peecTpaviiiHoro NocBigYeHHs)
3MiHa agpecu 3asBHUKA
(BnacHvka peecTtpaujiiHoro
noceifyeHHs). BBegeHHA 3MiH
npoTsArom 6-x micsAwiB nicas
3aTBEPAKEHHS.

3a peyenmom

UA/11563/01/03

24,

BAPBOBA/®

Kancynu Teepai, no 10
kancyny 6nictepi; no 1
abo 3 6nicTepn y nauui 3
KapToHYy

AT "dapmak”

YkpaiHa

AT "®apmak”

Ykpaina

BHECEHHS 3MiH [JO peecTpaLiiHmnx
marepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) -

BHECEHHS 3MiH 0 po3ainy
«MapkyBaHHs» MKA N13;
3anponoHosaHo: MAPKYBAHHA
3rifgHO 3aTBEPKEHOTO TEKCTY
MapKyBaHHS. 3MiHN BHECEHI B
TEKCT MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby woao
3a3HaYeHHS MDXKHapOAHUX
no3Ha4yeHb OAMHULb
BMMIpIOBaHHS. BBefeHHs 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS

6e3 peyenma

UA/1196/02/01

25.

BEH3VUNBEH3
OAT-JAPHULA

masb, 250 mr/r; mo 30 ry
Ty6i; no 1 Ty6i B nauLi

MpAT
"®apmaueBTnyHa
thipma "lapHuug"

Ykpaina

MpAT
"@apmaueBTuyHa
thipma "AapHnus"

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
martepianis: 3MiHU | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,

3MiHa yNOBHOB&XeHOi 0cobu,
BignoBiga/IbHOI 3a 3AjACHEHHSI
hapmMakoHarnagy; KOHTakTHoI
ocobu 3 hapmakoHarnagy
3asiBHMKA AN 34iCHEeHHS
thapmakoHarnagy B YkpaiHi, kLo
BOHa BifIMiHHA Bif] YNTOBHOB&XEHOI

6e3 peyenma

UA/4488/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

ocobw, BiANOBiAa/IbHOT 3a
3AjicCHeHHs1 hapmakoHarnagy
(BKHOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarnagy) - 3amiHa
YMOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBiAa/bHOI 32
hapMakoHarnsag.
lMponoHoBaHa pepakuis: Typok
B'ayecnas B'auecnasosuny

26.

BEHTEPO

niogpinizat gns po3unHy
A8t iH'exuii no 25 mr; no 1
a6o 10 chnakoHiB 3
niocinizaTom B KApTOHHIlA
Kopo6ui

[eTepo N1a63 Jlimiteq,

IHAis

leTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH O peecTpaLifiHnX
marepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edyeKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) -

BHECEHHS 3MiH 40 po3ainy
“MapkyBaHHA" MKA N13:
3anpornoHosaHo: Mapkuposka B
COOTBETCTBUW C YTBEPXKAEHHBIM
TEKCTOM MapKupoBkn. OHOB/IEHHS
TEKCTYy MapKyBaHHs ynakoBKu
niKapcbkoro 3acoby BiANoBiAHO
BMMOT Haka3y MO3 YkpaiHu Bif

23.07.2015 p. Ne 460 3 BHECEHHAM

iHchopMmauii Wwoao 3a3HaveHHs

OAVHULb BUMIPIOBAHHSA Y CUCTEMI

Sl. BBeleHHS 3MiH NPOTArom 6-Tu

MiCALIB Nic/a 3aTBePAKEHHS

3a peyenmom

UA/15774/01/01

27.

BEHTEPO

niodpinizat Ana posumHy
Ans iH'ekuiii no 100 mr; no
1 a6o 10 chnakoHis 3
niochinizaTtom B KAPTOHHIl
Kopoo6Li

[eTepo N1a63 JlimiTeq,

IHais

[eTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUNY - 3MiHW
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) -

BHECEHHS 3MiH 0 po34iny
“MapkyBaHHA" MKA N13:
3anpornoHosaHo: MapkunpoBka B
COOTBETCTBUU C YTBEPXKAEHHBIM
TEKCTOM MapKupoBKN. OHOB/IEHHS
TEKCTY MapKyBaHHS ynakoBKm
nikapcbKoro 3acoby BifnoBigHO
BMMOr Hakasy MO3 YkpaiHu Big,

23.07.2015 p. Ne 460 3 BHECEHHAM

iHchopmauii LWoao 3a3HaveHHs

OAVHWLb BUMIPIOBaHHS Y CUCTEMI

Sl. BBefleHHs1 3MiH NpoTArom 6-Tu

MicsILLiB NicNs 3aTBEPKEHHS

3a peyenmom

UA/15774/01/02

28.

BEPNINPUN®
MC 10/25

Tabnetku no 10 mr/25 mr
no 10 TabneTtok y
6nictepi; no 2 abo no 3
61icTepy B KAPTOHHIl

BEPNIH-XEMI Al

HimeuunHa

BEP/IIH-XEMI AT,
HimeuyunHa
(B1POGHMLTBO "in
bulk", KOHTpO/Ib

HimeuunHa

BHECEHHS 3MiH 40 peecTpaLinHmx
martepianis: 3MiHU | TUNY - 3MiHK
BHECEeHI 10 iHCTPYKLiT Ans
MeMYHOIO 3aCTOCYBaHHS

3a peyenmom

UA/5853/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

Kopoo6ui

cepiii); BEP/IH-
XEMI AT,
HimeuuunHa (kiHueBe
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepir)

nikapcbKoro 3acoby y po3ginu:
"MpoTunoka3saHHs", "B3aemogis 3
iHWMMK nikapcbkMK 3acobamu Ta
iHLWI BMAW B3aemogiin",
"Oco6nMBOCTI 3aCTOCYBaHHA"
BIANOBIAHO 4O OHOBNEHOT
iHchopmauii 3 6e3neku aitouoi
peyoBMHM eHananpuy. BeegeHHs
3MiH NPOTArom 6-X micALiB nicns
3aTBEPKEHHS;
3MiHW | TUNY - 3MiHW BHECEHI A0
IHCTPYKLiT Ana MeguyHoro
3acTOCyBaHHSA NikapCcbKoro 3acoby
y po3ginu: "OcobnnBocCTi
3acTocyBaHHA" "lMo6ivHI peakuii™
BiZANOBIAHO [0 OHOBMEHOT
iHchbopMmawii 3 6e3neku giroyoi
pevoBUHM rigpoxnopTiasuay.
BBefeHHs 3MiH NpoTArom 6-x
MicsILLiB NicNs 3aTBEPPKEHHS

29.

BEPOTEK®H

aepo30/b [,030BaHuWiA, 100
MKr/go3y, no 10 mn (200
[103) y MeTasieBOMy
6a10HYKKY 3 [O3YHUUM
KnanaHom; no 1
6asIoHuKKy Y KapTOHHIi
Kopoo6Li

BepiHrep IHrenbxaim
IHTEepHEeLWwHN MTM6X

Himeyunna

Bepinrep
IHrenbxanm ®apma
v6X i Ko. KI'

HimeuunHa

BHECEHHS 3MiH O peecTpaLifiHnX
marepianis: 3miHu | Tuny -
BHECEHHSA 3MiH go p. 3.2.P.7.
Cucrema
KOHTeliHep/3aKynoproBasibHUIA
3acib, a came BBeEHHSA
anbTepHaTUBHOIO MaTepiany
EPDM EF 327(ETuneH nponineH
AieHoBWiA nonimep) Ans
[03yt4oro knanaHy (KOMNOHEHTH
NPOKIafKN KPINJIeHHs Ta OCHOBM
KpinneHHs knanaHa cucTemm
KOHTelHep-3aKynopoBasibHOro
3acoby 4511 4030BaHOro
aepo30/to 6ynn 3po6neHi i3
marepiany EPDM). Bci iHwwi
KOMMOHEHTY KnanaHy He
3MIHUANUCS; 3MiHW | TUNYy -
BuAaneHHs 3 p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKynoptoBasibHUI
3aci6b iHdhopmadii wozao
nocTavyanbHviKa Myt fO3yrH0HOro
KnanaHa «lHTerpeiites AstOMiHiyMm
KomnoHeHTc /114,

3a peyenmom

UA/3123/01/01

30.

BIH®IH

TabneTkun, BKPUTI
N/1iBKOBOK 060JI0HKOIO, MO
5 Mr no 15 tabneTok y
6nicTepi, no 2 6nictepn 'y
KOpo6Li 3 KAPTOHY

FETEPO JIAB3
NIMITELQ

IHais

letepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH O peecTpaLiiHmnx
marepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) -
OHOBJIEHHSA TEKCTY MapKyBaHHs

3a peyenmom

UA/17517/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

yNakoBKM MiKapcbKoro 3acoby 3
BHECEHHSM iHchopMmallii Lwoao
3a3HaYeHHs OAUHULb
BVMIptOBaHHA y cuctemi Sl.
BBegeHHs 3MiH npoTsrom 6-Tn
MicALiB nicna 3aTBepaKEHHS

31

BIONEKTPA
MArHE3IYM
DOPTICCIMYM

TabneTtku wunydi; no 10
Tabnetok y Ty6i; no 1 abo
2 Ty6u B nauLli 3 KapTOHY

AnbneH ®apma Al

LLIBeliyapis

Fepmec
ApuHaiimiTTens
M6X

HimeuunHa

BHECEHHS 3MiH 4O peecTpauiiHnx
mMatepianis: 3MiHu Il Tuny - 3MiHK
BHECEHO [10 IHCTPYKL,i AN
MeJMYHOro 3aCTOCYBaHHs
nikapcbKkoro 3acoby Ao po3ainy
"Cnoci6 3acTocyBaHHs Ta f03u"
Bi4MOBIAHO 4O MaTepiasiB
peecTpawiiHoro Aocbe

6e3 peyenma

UA/13697/01/01

32.

BICOMPONON-
ACTPA®APM

Tabnetkn no 5 mr, no 10
Tabnetok y 6nictepi; no 2,
3, 6 abo 9 6nicTepiB y
KOpo6Li 3 KapTOHY

TOB "AcTpadapm"

YKpaina

TOB "AcTpadchapm”

YkpaiHa

BHECEHHS 3MiH [JO peecTpaLiiHmnx
marepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) -

BHECEHHS 3MiH 0 po3ainy
“MapkyBaHHsA" MKSA N13: fOitoya
pefakuis: MponoHoBaHa pefakuis:
MapkyBaHHs. BignosigHo o
3aTBEPAKEHOrO TEKCTY
MapKyBaHHs. 3MiHN BHECEHI B
TEKCT MapKyBaHHS yNnakoBKu
nikapcbkoro 3acoby oo
3a3HaYeHHsA MKHaPOAHNX
no3HavyeHb OAVHNLL BUMIPIOBAHHS

3a peyenmom

UA/8959/01/02

33.

BICOMNPONON-
ACTPA®APM

Tabnetkun no 10 mr, no 10
TabneTtok y 6aictepi; no 2,
3, 6 abo 9 6nicTepiB y
KopobLi 3 KapTOHY

TOB "AcTpadapm”

YKpaiHa

TOB "AcTpachapm”

Ykpaina

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edreKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHK) -

BHECEHHS 3MiH 0 po34iny
“MapkyBaHHa" MKA N13: Oitoua
pepakuis: NMponoHoBaHa peaakuis:
MapkyBaHHs. BignosigHo o
3aTBEPPKEHOrO TEKCTY
MapKyBaHHS. 3MiHN BHECEHI B
TEKCT MapKyBaHHS ynakoBKu
nikapcbKoro 3acoby oo
3a3HaYeHHs MDXKHapOAHUX
no3HayeHb OAVHULb BUMIPIOBAHHS

3a peyenmom

UA/8959/01/03

34.

BnIMon

po34uH Ans iHgysiii, 10
mr/mn no 50 mn a6o 100

"FOHik
PapmMacboTUKa

IHais

"FOHiK
PapmacbioTuKan

IHais

BHECEHHS 3MiH A0 peecTpalinHmx
mMartepianis: 3MiHK | TUNY - 3MiHK

3a peuyenmom

UA/11931/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

My chnakoHi; no 1
h/1aKoHY B KapTOHHIi
ynakoBLii

Nab6opartopis"
(BigaineHHs dipmu
"Ix. b. Kemikan3s eHpg,
PapmacboTrKan3
nTat)

NlabopaTtopis"”
(BigaineHHs dipmmn
"Ix. b. Kemikan3s
eHp
PapmacboTVKan3
nrp)

Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
OHOB/IEHHSA TEKCTY MapKyBaHHS
NepBUHHOT Ta BTOPUHHOI YNaKoBKY
nikapcbKoro 3acoby. BHeceHHs
3MiH 10 po3Ainy «MapKyBaHHs»
MKS#A /13: 3anponoHoBaHo:
MapKyBaHHs.
3rigHO 3aTBEPKEHOr0 TEKCTY
MapKyBaHHS. BBeeHHs 3MiH
npoTsarom 3-x MicAuiB nicns
3aTBEPAKEHHS

35.

BAinim

MOPOLLOK /151 PO3YNHY
ONs iH'exui no 1000 mr; 1
a60 10 chnakoHiB 3
MOPOLLKOM Y naykax

AAP dapma ®3-/1/1C

O6'egHaHi
Apabcbki
Emipatu

3elicc
dapmac’ioTikenc
rert. /114,

IHais

BHECEHHS 3MiH 4O peecTpauiiHnx
mMaTtepianis: 3mMiHa 3asaBHUKa
(BnacHuka peectpadiiHoro
noceigyeHHs) (3rigHo Hakalzy MO3
Big 23.07.2015 Ne 460): 3MiHun |
T™Mny - 3MiHu Wwoao
6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK)
OHOB/IEHHSA TEKCTY MapKyBaHHS
yNaKoBKM NiKapCbKoro 3acoby 3
BHECEeHHAM iHdhopMaui Wwoao
3a3HayYeHHs OAVHNLb
BMMIPIOBaHHS y cuctemi Sl.
BHeceHHs 3MiH fo po3giny MKA:
MAPKWVPOBKA [litoya pegakuis:
MAPK/POBKA B cootBeTcTBUA C
YTBEPXAEHHbIM TEKCTOM
MapKUPOBKW KOTOPBIIA
npunaraetcs. NMponoHoBaHa
pepakuis: MAPK/IPOBKA B
COOTBETCTBUU C YTBEPXKAEHHBIM
TEKCTOM apKUPOBKW.

3a peyenmom

UA/17133/01/01

36.

BJIOKMAKC
ANA QITEN

cycneHsis opasibHa, 100
mr/5 ma; no 100 mny
chnakoHi, no 1 dakoHy 3
MiPHVM LINPULLOM Y
KapTOHHiiA KOpo6L

ANKANOIL AL Ckon'e

Pecny6nika
MiBHiYHa
MakefoHis

ANKANOIL AL
Ckon'e

Pecny6nika
MiBHiYHaA
MakefoHis

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUNY - 3MiHW
BHECEeHI [0 iHCTPYKLiT Ans
MeAUYHOrOo 3acTOCYBaHHs
nikapcbKoro 3acoby y po3ginu
"Oco61MBOCTI 3aCTOCyBaHHS",
"Mo6iuHi peakwii” BignoBigHO A0
OHOB/IEHOT IHhopMaLlii LWoao
6e3nekun Aitoyoi pevoBUHN; 3MiHN |
TUNY - 3MiHW BHECEeHi A0 IHCTPYKLi
015 MeANYHOT0 3acTOCyBaHHS
nikapcbKoro 3acoby y po3ainu
"Oco6nMBOCTI 3aCTOCYBaHHA"
BiANOBIAHO 10 OHOBMEHOT

6e3 peyenma

UA/17749/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

iHchopmauii Lwopo 6esnekmn Aitoyoi
PeyoBUHYU

37.

B/TOKMAKC
DOPTE

TabneTkun, BKPUTI
N/1iBKOBOK 060JI0HKOIO, MO
400 wmr; no 10 TabneTok y
6nictepi; no 1 6nictepy y
KapTOHHI KOpooL;

AJIKANOIL ALL Ckon'e

Pecny6nika
MiBHiuHa
MakepoHis

ANKANOIL AL
Ckon'e

Pecny6nika
MiBHiuHa
MakefoHis

BHECEHHS 3MiH O peecTpaLifiHnX
marepianis: 3MiHu | TURY - 3MiHK
BHECeHi 10 iHCTPYKUii ans
MeIMYHOro 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ginv
"Oco6n1BOCTI 3aCTOCYBaHHSA",
"Mo6iuHi peakwii” BigNoBigHO A0
OHOBJIEHOT iH(hopMaLii Woao
6e3neku AjloyoTl pevoBUHN; 3MiHN |
TUMY - 3MiHWN BHECEHI 10 IHCTPYKLT
0719 MeMYHOro 3aCTOCYBaHHs
nikapcbKoro 3acoby y po3ginu
"Oco61BOCTI 3aCTOCYBaHHS",
"Cnocib 3acTocyBaHHsi Ta fo3n"
Bif4NoOBIAHO A0 OHOBNEHOT
iHchopmauii Lwopo 6esnekmn Aitoyoi
peyoBuHY

6e3 peyenma

UA/17783/01/01

38.

BPU/IbAHTOB
N ENEHNN

PO34MH A1 30BHILUHLOrO
3acToCyBaHHS, CNPTOBWIA
1%no20mny
dhnakoHax-kpanenbHULAX

My6niyHe akuioHepHe
TOBapuCcTBO "HaykoBo-
BMPOGHNUNIA LLEHTP
"BopLuariBcbKuii
XiMiko-
hapmaLeBTUYHNI
3asofg"

YKpaiHa

My6niyHe
akuioHepHe
TOBapWCTBO

"HaykoBo-

BUPOBHNUUIA LEHTP
"BopLyariBcbKuii
Ximiko-
chapmaLeBTUYHWMIA
3aBog”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUNY - 3MiHW
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) -

BHECEHHS 3MiH 0 po34iny
“MapkyBaHHA" MKA N13;
3anponoHoBaHo: MapKyBaHHS.
BignosigHo o 3aTBEpKEHOrO
TEKCTY MapKyBaHHS yNakoBKU.

OHOB/IEHHSI TEKCTY MapKyBaHHS

yNakoBKM NMiKapcbKoro 3acoby 3
BHECEHHSAM iHthopMmalLlii Lwoao
3a3HaYeHHs 0AUHULb
BVMIptOBaHHA y cuctemi Sl.
BBeieHHs 3MiH npoTsArom 6-tu
MiCALB Nic/a 3aTBepKEHHS

6e3 peyenma

UA/3274/01/01

39.

BA3OK/IIH-
OAPHULA

TabneTku, BKPUTI
060/10HKO0, N0 10 Mr; no
10 TabNeToK y KOHTYpHiIl
YapyHKoBili ynakosLj; no 3
KOHTYPHIi YapyHKOBI
ynakoBKu y nauyui; no 14
Ta6NETOK Y KOHTYPHIiA
YapyHKOBIli ynakoBLj; no 2
KOHTYPHI YapyHKOBI
ynakoBku y nayui

MpAT
"®apmMaueBTNYHa
ipma "OapHuus”

YkpaiHa

MpAT
"papmaLeBTUYHa
thipma "JapHuus”

Ykpaina

BHECEHHS 3MiH O peecTpaLiiHmnx
marepianis: 3MiHU | TUMY - 3MiHK
oo 6e3nekn/edekTMBHOCTI Ta

hapmakoHarnsgy. BeeaeHHs abo

3MiHU [0 y3araJlbHEHNX AaHuX Npo
cuctemy hapmakoHarnagy

(BBEAEHHSA Y3araslbHEHUX AaHNX
npo cucTemy hapmakoHarnsgy,

3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIfA/ILHOT 32 3[iICHEHHS
hapMakoHaraisgy; KOHTaKTHoi

3a peyenmom

UA/15437/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

ocobu 3 hapmakoHarnagy
3asiBHMKa AN 34iCHEeHHS
hapmakoHarnagy B YkpaiHi, kLo
BOHa BiIMiHHa Bif, yNTOBHOB&XEHOI
oco6w, BignoBiAabHOI 3a
3[jlicCHeHHs1 hapMakoHarnagy
(BK/IHOYAKOYUMN KOHTaKTHI JaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnagy) - smiHa
YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAANLHOI 32
hapmakoHarnsng.
lMponoHoBaHa pepakuisi: Typok
B'auecnas B'auecnasosuy

40.

BA3OK/IH-
OAPHULA

TabneTkn, BKPUTI
060/10HKOI0, No 20 Mr; Mo
10 TabneToK Y KOHTYPHIiA
YapyHKOBI ynakoBsLi; no 3
KOHTYPHI YapyHKOBI
ynakoBku y nadui; no 14
TabNeTokK y KOHTYPHIl
YapyHKOBIli ynakoBLj; no 2
KOHTYPHI YapyHKOBI
yNakoBKM y mayw,i

MpAT
"®apmaueBTnyHa
hipma "fapHuua"

Ykpaina

MpAT
"@apmavueBTuyHa
dipma "AapHuus"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiiHnx
martepianis: 3mMiHU | TUNY - 3MiHK
wofo 6esnekn/edekTMBHOCTI Ta

thapmakoHarniagy. BeeaeHHsi abo

3MiHU [0 y3ara/lbHEeHNX AaHuX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,

3MiHa YyNOBHOBaXeHOi 0cobu,
BigNoBiga/IbHOI 32 34jACHEHHSI
hapmMakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3as1BHMKA AN 34INCHEHHS
thapmakoHarnagy B YkpaiHi, AKLo
BOHa BifIMiHHA Bif, yNTOBHOBaXeHOI
ocobw, BigNoBiAa/IbHOT 3a
3[jiCHeHHSs1 hapMakoHarnagy
(BK/IHOYAKOUN KOHTaKTHI faHi)
Ta/ab0 3MiHWN Yy PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa

YMOBHOBaXXEHOT 0COOU 3asIBHYMKA,

BignoBiganbHoI 3a
thapmakoHarnsag.
[MponoHoBaHa pepakuis: Typok
B'auecnas B'AyecnaBoBuny

3a peyenmom

UA/15437/01/02

41.

BAKCIFPUN®
TETPA |/
VAXIGRIP
TETRA CMIT-
BAKLMHA ANS
NPO®ITAKTUK

CycneHsia Ans iH'ekuili no
0,5 mn y nonepefHL0
3anoBHEHOMY LUNPWL; NO
1 nonepegHbLO
3arnoBHEHOMY LUMPULY 3
NPYIKPINJIEHOO TOMNKOK Y

CaHodpi MNactep

PpaHuis

MOBHWIA LMK
BMPOGHMLITBA,
3aMOBHEHHS,
nepBUHHE Ta
BTOPUHHE
nakyBaHHsl,

PpaHuis/
YropuwwHa/
Benebris

BHECEHHS 3MiH [JO peecTpaLiiHmnx
marepianis: 3mMiHu |l TURY - 3MiHW
BHECEeHO 10 iHCTPYKUiT ANns
MeJNYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby A0 po3gainis
"IMyHo/10riYHi i 6ionoriyHi

3a peyenmom

UA/16141/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
nreuny KapTOHHI Kopob6ui; no 0,5 KOHTPO/1b AKOCTI, BnactmsocTi", "OcobmBocCTi
YOTUPLOXBA My nonepeaHbLo BWMYCK Cepil: 3acTocyBaHHA", "3acTocyBaHHA Y
NEHTHA, 3arnoBHEHOMY LUMpULL; No CaHocpi MNactep, nepiog, BaritTHoOCTi abo rofyBaHHs
IHAKTUBOBAH | 1 nonepefHbo dpaHuis; rpygar’,
A 3anoBHEHOMY LUNpuuy 6e3 BTOpPUHHE "Mepepno3yBaHHs","T06IYHI
TrOJIKM Yy KAPTOHHIlA KOPOO6Li nakyBaHHs, peaxuii". TepmiH BBe4EHHS 3MiH -
KOHTPO/1b AKOCTI, 6 micauiB nicns 3aTBepKeHHS;
BWMYCK Cepil: 3MiHM Il TNy - HaAAHO OHOB/EHWIA
CaHocpi MNactep, MYP, Bepcis 7.0, y 3B'A3Ky 3
®paHuis; 3aBEPLUEHHAM KNiHIYHOTO
3anoBHEHHS, npocnipkeHHs GQM14, wo
nepBuHHE Ta NpPOBOAWIOCH Cepea BariTHAX
BTOPUHHE XIHOK
nakyBaHHs,
KOHTPO/Ib SIKOCTI:
CAHO®I BIHTPOMM
IHOACTPIA,
®paHLis; BTOPUHHE
nakyBaHHs1, BUNYCK
cepii: CaHodi-
ABeHTic MpalisiT Ko.
Nta., Nnatgopma
norictuky Ta
AncTpunbyuii y M.
Bypanewr,
YropumHa,
BTOPWHHE
nakysaHHsa: CPHA
CA, Benebris
42, BANABIP® TabneTkun, BKPUTI AT "®apmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiHnx | 3a peyenmom UA/5386/01/01
060/10HKOH0, Mo 500 mMr no MaTepiasiB: 3MiHU | TUMy - 3MiHK 3
6 Tabnetok y 6nictepi; no sKocTi. [oTOBWIA Nikapcbkuii 3aci6.
7 6nicTepiB y nayui 3 KOHTPO/Ib FOTOBOrO NiKapcbkoro
KapToHy; no 10 TabneTok y 3acoby. 3miHa napameTpis
6nicTepi, no 1 6nictepy B cneuudikauin Ta/abo gonycTummx
nautii 3 KapToHy MEX roTOBOro NiKapCcbKoro 3acoby
(BMNyYEHHSI HE3HAYHOTO
nokasHuka (Hanpuknag
3acTapifioro nokasHvika, Takoro siK
3anax Ta cmak, abo igeHTudikauis
6apBHYKIB YN CMaKOBUX 106ABOK))
- BHECEHHSA 3MiH Ao Cneuudikauii /
MeTogiB KOHTPOsH0 SIKOCTi /13, a
came: BUyYeHHs M. «Aepocun»,
SIK 3acTapinoro
43. BANAUUKNOBI | Tabnetku, BKpUTI FETEPO /1AB3 IHgis [eTepo N1a63 IHais BHECEHHS 3MiH A0 peecTpavLintHmx 3a peyenmom UA/17017/01/01
P-TETEPO N1iBKOBOK 060/10HKO, MO NIMITEL Nimiten martepianis: 3mMiHU | TUNY - 3MiHK

500 wr; no 5 TabneTtok y

Loao 6e3nekn/edekTMBHOCTI Ta
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

6nictepi; no 2 6nictepn y
KOpOO6Lii 3 KapTOHY; No 6
Tabnetok y 6nictepi; no 5
6nicTepiB y kopobui 3
KapToHY

thapmakoHarnsagy (iHwi 3MiHn) -
BHECEHHS 3MiH [0 po3ainy
“MapkyBaHHa" MKA N13:
3anpornoHosaHo: MAPKVIPOBKA B
COOTBETCTBUW C YTBEPXKAEHHBIM
TEKCTOM MapkupoBku. OHOBMEHHS
TEeKCTy MapKyBaHHS ynakoBKu
NiKapCbKoro 3acoby 3 BHECEHHAM
iHbopMmauii Wwoao 3a3HaYeHHS
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. BBeeHHS 3MiH NpoTArom 6-Tu
MicALiB nicnsa 3aTBepKEHHS

BANCAPTAH
H-TEBA

TabneTkn, BKPUTI
N1iBKOBOK 060JI0HKOO, MO
80 mr/12,5wmr, no 10
TabneTtok y 6nictepi; no 3
ab6o 9 6nicTepiB y
KapTOHHiiA KOpo6Li

TOB "TeBa YkpaiHa"

Ykpaina

AkTasic 1T/,
ManbTa;
BankaHthapwma-
AynHuua AT,
Bonrapis

ManbTa/
Bonrapis

BHECEHHS 3MiH 4O peecTpauiiHnx
marepianis: 3miHu | TUny -
NoJaHHA OHOB/IEHOro cepTudikara
BiAMOBIAHOCTI €EBpONENCHKIl
thapmaxonei Ne R1-CEP 2012-
338-Rev 00 gnia A®| BancaprtaH
BiJ, y)Xe 3aTBEpPAKEHOrO
BMpo6HUuKa Divi's Laboratories
Limited — Unit I, India; 3miHu |
TUMY - BBEA,EHHS KOHTPOJIO ABOX
[04aTKOBUX FeHOTOKCUYHKX
AoMiwok N-HiTpo3oanbyTnnamin
(NDBA) Ta N-
HiTpo3omeTunderinamiH (NMPA)
B cneyudikauio APl 3
BigMNOBIgHMMMN MeXaMm Ta
MeToJamun KOHTPOJILO, Ha nigcTasi
pekomeHpauii EMA, cTocoBHO
SIKOCTi Ta 6€3MeKn BUKOPUCTaHHS
nikapcbKoro 3acoby

3a peyenmom

UA/5743/01/01

45,

BANNICAPTAH
H-TEBA

TabneTku, BKPUTI
NNiBKOBOK 060J1I0HKOHD, MO
160 mr/25 mr, no 10
Tabnetok y 6nictepi; no 3
abo 9 6nicTtepiB y
KapTOHHIA KOpoo6Li

TOB "TeBa YkpaiHa"

YkpaiHa

AkTasic /1T,
MabTa,
BankaHdapma-
AynHuua AT,
Bonrapis

ManbTa/
Bonrapis

BHECEHHS 3MiH [JO peecTpaLiiHmnx
marepianis: 3MiHu | TUny -
noJaHHA OHOBJ/IEHOTO cepTudikaTa
BiiNOBIAHOCTI €Bponeiichkiit
thapmaxkonei Ne R1-CEP 2012-
338-Rev 00 gna AdI sancapraH
Bif y)Xe 3aTBepAyKeHoro
BMpo6HuKa Divi's Laboratories
Limited — Unit II, India; 3miHu |
TUNY - BBEAEHHS KOHTPOJIIO ABOX
[0AaTKOBUX FEHOTOKCUYHUX
OoMiLwok N-HiTpo3oaubyTnnamin
(NDBA) Ta N-
HiTpo3omeTundeHinamiH (NMPA)
B cneuuagikauito APl 3

3a peyenmom

UA/5743/01/02
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

BiANOBIAHUMN MeXamu Ta
MeToAaMM KOHTPOJIH0, Ha niacTasi
pekomeHpauii EMA, cTocoBHO
AKOCTI Ta 6e3neKy BUKOPUCTaHHS
nikapcbKoro 3acoby

46.

BAJNICAPTAH
H-TEBA

TabneTkun, BKpUTI
N/1iBKOBOK 060JI0HKOIO, MO
160 mr/12,5 wr, no 10
TabneTtok y 6nictepi; no 3
ab6o 9 6nicTepiB y
KapTOHHIiA KOpoo6Li

TOB "TeBa YkpaiHa"

YkpaiHa

Axrasic /1ITA,
ManbTa,;
BankaHdapma-
AynHuua AT,
Bonrapis

ManbTta/
Bonrapis

BHECEHHS 3MiH [JO peecTpaLifiHnX
marepianis: 3miHu | Tuny -
NnoAaHHA OHOBMEHOro cepTudikata
BiJNOBIAHOCTI €Bponelichbkiit
papmakonei Ne R1-CEP 2012-
338-Rev 00 gna A®| BancaprtaH
Bil y)Xe 3aTBeppKeHoro
BMpo6HuKa Divi's Laboratories
Limited — Unit Il, India; 3miHu |
TUMY - BBEJIEHHS KOHTPOJIO ABOX
[0[ATKOBUX FeHOTOKCUYHMX
OoMiwok N-HiTpo3oaubyTnnamin
(NDBA) Ta N-
HiTpo3omeTuncdperinamin (NMPA)
B cneumagikaujito APl 3
BIANOBIAHUMW MeXamu Ta
MeToZ4amMN KOHTPO/ILO, Ha MiacTaBi
pekomeHpauii EMA, ctocoBHO
AKOCTI Ta 6e3neKn BUKOPUCTaHHS
nikapcbKkoro 3acoby

3a peyenmom

UA/5744/01/01

47.

BANCAPTAH
H-TEBA

TabneTku, BKPUTI
MNiBKOBOK 060/10HKOI0, MO
320 mr/25 wr, no 10
Tabnetok y 6nictepi; no 3
abo 9 6nicTepis y
KapTOHHI KOpoo6Li

TOB "TeBa YkpaiHa"

YKpaiHa

AkTasic /1T,
ManbTa;
BankaHdapwma-
AynHuua AT,
Bonrapis

ManbTa/
Bonrapis

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUNy -
nofaHHA OHOBJ/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBponechbkili
dhapmakonei Ne R1-CEP 2012-
338-Rev 00 gnia A®| BancaprtaH
Bif] y)Xe 3aTBepIKEHOro
BMpo6HMKa Divi's Laboratories
Limited — Unit 11, India; 3MmiHu |
TMNYy - BBEAEHHS KOHTPO/IIO ABOX
[04aTKOBUX TEHOTOKCUYHUX
AoMiwok N-HiTpo3oaubyTunamin
(NDBA) Ta N-
HiTpo3omeTungdeHinamiH (NMPA)
B cneyudikauio Adl 3
BiNOBIAHMMUN MeXaMmn Ta
MeToZamMN KOHTPOLO, Ha nigcTaBi
pekomeHpauii EMA, ctocoBHO
AKOCTI Ta 6e3neKy BUKOPUCTaHHSA
nikapcbKoro 3acoby

3a peyenmom

UA/5744/01/02
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
48. BANCAPTAH TabneTku, BKPUTI TOB "TeBa YkpaiHa" YkpaiHa AkTasic 1T/, ManbTta/ BHECEHHS 3MiH 4O peecTpauiiHnx 3a peyenmom UA/8900/01/01
H-TEBA N1iBKOBOK 060JI0HKOHO, MO ManbTa; Bonrapis marepianis: 3MiHu | TUny -
320 mr/12,5 wmr; no 10 BankaHgapma OHOBJIEHWIA cepTUiKaT Bif yxe
TabneTok y 6nictepi; no 3 [ynHuus AT, 3aTBepmxeHoro supobHuka(b.I1l.1.
abo 9 6nicTepiB y Bonrapis (a)-2,1B), nogaHHs1 OHOBMIEHOTO
KapTOHHI KOpoo6Li cepTudikaTa BignoBigHOCTI
€sponeiicbkiin hapmakonei Ne R1-
CEP 2012-338-Rev 00 gns A®l
BasicapTaH Bif, yxe
3aTBEpAKEHOr0 BUpo6HUKa Divi's
Laboratories Limited — Unit Il,
India; 3miHu | TUNY - BBEAEHHSA
KOHTPOJII0 ABOX A0AATKOBUX
FeHOTOKCUYHMX AOMIOK N-
HiTpo3oanbyTunamit (NDBA) Ta
N-HiTpO30MeTUNdEHINamiH
(NMPA) B cneyudpikauiio Adl 3
BiANOBIAHMMMN MeXaMu Ta
MeTo4amMN KOHTPOILO, Ha nigcTaBi
pekomeHpauii EMA, ctocoBHO
AKOCTi Ta 6e3MneKu BUKOPUCTaHHSA
nikapcbKoro 3acoby
49. BANCAPTAH TabneTku, BKpUTI CaHpo3 CnoseHisa Nex CnoseHis/ BHECEHHS 3MiH A0 peecTpaLinHmx 3a peyernmom UA/15619/01/01
CAHAO3® N1iBKOBOK 060JI0HKOIO, MO PapmacboTikans g.4. dapmaLeBTUYHa ITanis/ marepianis: 3MiHu | TUNY - 3MiHW Y
KOMMNO3UTYM 160 mr/12,5 mr no 14 KOMnNaHisi 4.4, PymyHist cneungikauii gns cymiti

Tabnetok y 6nictepi; no 1
abo 2 6nictepn y
KapTOHHI KOpooL;

CnoBeHis (BunycK
cepiii, TecTyBaHHs);
HoBapTic ®apma
C.n.A., Itania
(BUPOGHMLTBO "in
bulk", nakyBaHHs);
C. K. CaHgos C.P.1N.,
PymyHis (Bunyck
cepii, TeCTyBaHHS)

6apBHuKa PY-13/1 (pigment
suspension iron oxide red) Ta
cymiLwi 6apsHmka PY-10/1
(pigment suspension white),
30Kpema: BUlyYEHHS napameTpy
3anax; 3miHu | Tuny - BHECEHHS
He3HayHWX 3MiH B po3gin 3.2.P.3.
Mpouec BUpo6HULTBA NiKapCbKOro
3aco6y, 30Kpema BHECEHHSI
peAakuiiHnX NpaBokK y onunc
BMPOGHMYOTO npoLecy; 3miHu |
TUNY - BHECEHHSA KOPeryBaHHs A0
cKnagy cycneHsii 6apBHUKIB
(pigment suspension iron oxide
red, pigment suspension white),
LLLO BXOAATb Y CKNaf NOKpPUTTS
TabneTkn, 6e3 BNIMBY Ha SKICTb
rOTOBOrO JliKapCbKOro 3acoby;
3MiHW | TUNY - BHECEHHS 3MiH B
cneuudikaLitio Ans cymiLli
6apBHuKa (pigment suspension
iron oxide red) 3a NoOKasHWKOM
"30BHIiLLHIN BUrIAL", 30kpema:
3amiHa "yepBOHa cycneHsis" Ha
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
"yepBOHO-KOpMYHEBa cycneHsia"
50. BE/NNAKCUH® Kancynu nposioHroBaHoi 3AT dapmaleBTUUHNI YroplwmHa 3AT YropwuHa BHECEHHS 3MiH A0 peecTpaLinHmx 3a peyernmom UA/3580/02/01
Aii no 37,5 mr; no 10 3aBog ElC dapmMaLeBTUYHUIA marepianis: TEXHIYHa NOMUIIKa
Kancyn y 6nictepi; no 3 3aBog, ElC (3rigHo Hakasy MO3 Big,
6nicTepn B KApTOHHIi 23.07.2015 Ne 460) - BunpaBnieHo
Kopo6ui; no 14 kancyny TEXHIYHY NOMWSIKY Y TEKCTI
6nictepi; no 2 6rictepn B MapKyBaHHS1 BTOPMHHOI YNakoBKM
KapTOHHIiA KOpoo6Li nikapcbKoro 3acoby:
3anponoHosaHo: 5.CIMOCIb TA
WNAX BBEAEHHA
3acTocoByBaTV NepopasibHoO 3a
Npu3HadYeHHAM nikaps. 3asHaueHe
BMNpPaB/IEHHS BignoBigae
martepianam peecTpauiiiHoro
[10CbE
51. BE/TAKCUH® Kancysim NposIoOHroBaHol 3AT dapmaleBTUUHNI YropuHa 3AT YropwuHa BHECEHHS 3MiH 40 peecTpaliiiHux | 3a peyenmom UA/3580/02/02
4ii no 75 mr; no 10 kancyn 3aBog EliC dapmaueBTUYHNI MaTtepianis: TeXHIYHa NoMUsIKa
y 6nicTepi; no 3 6nictepu 3asog ElC (3rigHo Haka3y MO3 Big,
B KapTOHHIi Kopo6uj; no 23.07.2015 Ne 460) - BunpasneHo
14 xancyn y 6nictepi; no 2 TEXHIYHY NOMWJIKY Y TEKCTI
6nicTepy B KAPTOHHIi MapKyBaHHs BTOPUHHOI YNakoBKu
Kopoo6Li nikapcbKoro 3acoby:
3anponoHosaHo: 5.CTOCIB TA
WNAX BBEAEHHA
3acTocoByBaTyi NepopasibHoO 3a
npu3HadYeHHaM nikaps. 3asHadveHe
BUNpaB/eHHS BignoBigae
martepianam peecTpauiiHoro
[0Cbe
52. BE/TAKCUH® Kancynu nposIoHroBaHol 3AT dapmaueBTUYHUI YropwmHa 3AT YropwumHa BHECEHHS 3MiH A0 peecTpaliintHmx 3a peyenmom UA/3580/02/03
Aii no 150 wmr; no 10 3aBog ElC dapmaueBTUYHNI mMarepianis: TEXHIYHa MOMWIIKa
Kancyn y 6nictepi; no 3 3aBog, ElC (3rigHo Haka3y MO3 Big
6nicTepy B KAPTOHHIiA 23.07.2015 Ne 460) - BunpasneHo
Kopo6ui; no 14 kancyny TEXHIYHY NMOMWSIKY Y TEKCTI
6nictepi; no 2 6nictepu B MapKyBaHHS1 BTOPMHHOI YNakoBKu
KapTOHHI KOpoo6Lli niKapcbKoro 3acooby:
3anponoHosaHo: 5.CMNOCIb TA
WNAX BBEAEHHA
3acTocoByBaTh nNepopasnibHo 3a
npu3HadYeHHaM nikaps. 3asHadveHe
BUNpaBeHHs Bignosigae
mMaTepianam peecTtpauiliHoro
[0CbE
53. BEPAMNAMIN- pO34uH AN iH'eKUiid, 2,5 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/3582/02/01
AAPHULA Mr/M/1; O 2 MA B amnyni; "®apmMaueBTnYHa "papmaLeBTnYHa marepianis: 3MiHU | TUMY - 3MiHK

no 5 amnyn y KOHTYpHIiA
YapyHKOBIlA ynakoBLj; no 2
KOHTYPHI YapyHKOBI
yNakoBKM B Naulli; No 2 mn

thipma "AapHuus"

thipma "AapHnug”

Loao 6e3nekn/edyeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo
3MiHU [0 y3araJlbHEHNX AaHuX Npo

cuctemy dpapmakoHarnagy
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

B amnyni; no 10 amnyn'y
KOHTYPHIli YapyHKOBIi
yMakoBLii; N0 1 KOHTYpHIlA
YapyHKOBIli ynakoBLji B
naui

(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cucTemy hapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHoT
0ocobu 3 hapmakoHarnsgy
3asBHUKA 415 34ICHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, YNOBHOBaXeHOI
ocobw, BigNOBiAa/IbHOT 3a
3[jicCHeHHs1 hapmakoHarnagy
(BK/HOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemun
thapmakoHarnagy) - amiHa
YMOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBiAA/IbHOI 32
thapMakoHarnsag.
lMponoHoBaHa pepakuis: Typok
B'auecnas B'auecnasosuy

54.

BIBVH® .
KNACUNYHUN

Kpanni o4Hi, po3unH 0,05
%; no 15 mn y chnakoHi 3
nosieTuneny 3
KpanenbHuLeto; no 1
(NakoHy B KAPTOHHIl
ynakoBLii

MakHin MpogakTc
Nimiteq

AHrNifA

AHcceH
dapmavesTrka HB

Benebris

BHECEHHS 3MiH O peecTpaLifiHnX
MaTepiasiB: 3MiHU | TUMy - 3MiHK 3
sKocTi. [oTOBWIA Nikapcbkuii 3aci6.
3MiHn y BUPO6HMLTBI. 3amiHa abo
BBEJEHHSI OAATKOBOI Ai/TbHUL
BMPOGHULITBA 47151 YaCTUHU a60
BCbOr0 BMPOGHMYOro npouecy
roTOBOrO NikapCbKoro 3acoby
(@inbHUUSA, Ha SAKIN NpoBOASATLCA
6yAb-AKi BUPO6HUYI cTagjl, 3a
BUMHSTKOM BUMYCKY Cepii,
KOHTPOJI0 SIKOCTi Ta BTOPUHHOTO
nakyBaHHs A58 CTEPUSIBHUX
NiKapcbKknx 3acobis (BKIOUAUM
BMPOG/IEHi acenTUYHUM METOA0M),
KpiM NnikapCbkux 3acobis
6i0N10riYHOro/iMyHO/I0TYHOTO
NOXOKEHHS) - BHECEHHSA 3MiH 0
p.3.2.P.3.1. BUupo6Huk (1),
30Kpema: BBeAEHHS AinbHuL
Synergy Health Ede B.V.,
Netherlands, wo Bignosigae 3a
cTepwnisauito ramma-
OMNPOMIHEHHAM NEePBUHHOT
yNakoBKM NikapCbKoro 3acoby

6e3 peyenma

UA/11541/01/01

55.

BIKACON-
JAPHULA

pO34nH A4N14 iH'ekuii, 10
Mr/mn no 1 ma B amnyni;

MpAT
"PapmaueBTMyHa

YKpaina

MpAT
"PapmaueBTuyHa

YkpaiHa

BHECEHHS 3MiH A0 peecTpavLintHmx
mMarepianis: 3MiHK | TUNy - 3MiHK

3a peyenmom

UA/6004/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

no 5 amnyn y KOHTYpHIi
YapyHKOBIl ynakoBLj; no 2
KOHTYPHI YapyHKOBI
yMakoBKM B nauLi

thipma "apHnug"

thipma "AapHnus"

Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHNX AaHuX Npo

cuctemy chapmakoHarnsgy

(BBEAEHHSA y3ara/lbHEHVX AaHUX

npo cucTemy chapmakoHarnsgy,

3MiHa yNOBHOB&XeHOi 0cobu,
BiANoBiga/bHOI 3a 3MjACHEHHSI
hapmMakoHarnagy; KOHTaKTHoI
ocobu 3 hapmakoHarnagy
3asiBHMKA AN 34iCHEeHHS
hapmakoHarnagy B YkpaiHi, kLo
BOHa BiIMiHHa Bif, yNTOBHOB&X€EHOI
oco6w, BignoBiAabHOI 3a
3[jicCHeHHs1 hapMakoHarnagy
(BK/IHOYAKOYUMN KOHTaKTHI JaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnagy) - smiHa

YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,

BiANOBIAALHOT 32
hapmakoHarnsng.
lMponoHoBaHa pepakuis: Typok
B'ayecnas B'auecnaBosuy

56.

BINFNEAL

Tabnetku no 50 mr, no 10
Tabnetok y 6nictepi, no
10 6nicTepiB y KAPTOHHIiA
Kopobui

[eTepo /1a63 flimiTeq

IHgis

leTepo /1ab3
Nimiteq

IHais

BHECEHHS 3MiH 4O peecTpauiiHnx
martepianis: 3mMiHU | TUNY - 3MiHK
wofo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarniagy (iHwi 3MiHK) -
OHOBJ/IEHHSI TEKCTY MapKyBaHHS
yNakoBKM NiKapcbKoro 3acoby 3

BHECEHHSM iHGhopMaLii Woa0
3a3HayYeHHs 0AMHULb
BMMIptOBaHHA y cuctemi Sl.
BBefeHHs 3MiH MPOTArom 6-Tu
MiCALiB Nic/a 3aTBeppKEHHS

3a peyenmom

UA/18281/01/01

57.

BIHMOLUETUH

Tabnetkn no 5 mr, no 10
Tabnetok y 6nictepi, no 3
6nicTepa B KOpo6Li

ToBapucTBO 3
06MexeHoto
BiANoBigasIbHICTIO
"[locnifHnii 3aBog,
"rHuIC!

YkpaiHa

TOB "®APMEKC
rPYN", Ykpaina (Bci
cTagii BUpobHUUTBA,

KOHTPO/1b SIKOCTI,

BUNYCK cepii);
ToBapucTso 3
0OMEXEHOI0

BiANOBIAA/IbHICTIO

"[locnigHwii 3aBog,

"rHLJIC", Ykpaina

(Bci cTagji
BUPOOHMLTBA,
KOHTPO/1b SIKOCTI,
BMNYCK cepii);

Ykpaina

BHECEHHS 3MiH O peecTpaLiiHnx
marepianis: 3MiHu | TUny -
noJaHHA HOBOro cepTudikaty
BiiNOBIAHOCTI €BpoOnelichkit
hapmakonei 4ns filo4oi pevoBrHN
BiHMOLLETUHY, Bif, 3aTBEPIKEHOr0
BMpO6HMKa Linnea S.A.,
Switzerland, Ta sik Hacnigok, 3miHa
nokasHuka «TepMiH NpuaaTHOCTI»
Ha «[lepiof NepeKoHTPOII0»,
BUJTyYEHHS NoKasHuKa
«3aUINLLKOBI KiIbKOCTi OpraHiyHmnx
PO3YMHHYIKIB» (PO3UNHHMK
KOHTPOJ/IIOETHCS NOKA3HNKOM

3a peyenmom

UA/1272/02/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
ToBapucTso 3 «BTtpata B maci npu
obmexeHor BVCYLLYBaHHI), Y BiANOBIAHOCTI [0
BiANOBIAANILHICTIO Hosoro CEP Ne RO-CEP 2016-
"papmaLeBTUYHa 251-Rev 00
KOMnNaHis
"340poB'a", YkpaiHa
(Bci cTagji
BMPOGHMLITBA,
KOHTPO/Ib SIKOCTI,
BMMNYCK cepii)
58. BIHNOLUETUH KOHUEHTpAaT A1 PO34nHYy ToBapucTBO 3 YkpaiHa KOHTPO/1b SIKOCTI, YkpaiHa BHECEHHS 3MiH A0 peecTpaLinHmx 3a peyernmom UA/1272/01/01
ANst iHdy3iiA, 5 mr/mn no 2 06MexeHoto BUMNYCK cepil: marepianis: 3MiHu | TUNy -
M/1 B amnyni; no 5 amnyny BigNoBiga/IbHICTIO ToBapucTBo 3 noJaHHs HOBOro cepTudikaty
nadui 3 KapToHy; No 2 MN B "[locnigHuii 3aBog, 06MEXEHOI BiANOBIAHOCTI EBpoONechbkili
amny”ni; no 5 amnyny "rHUIC! BiANOBIAA/LHICTIO hapmakonei 4nsa fito4oi peyoBuHU
6nictepi; no 1 6nictepy B "[ocnigHnii 3aBog BiHMOLLETUHY, Bif, 3aTBEPAKEHOr0
nadui 3 KapToHy "THLUC", Ykpaina; BMpOGHUMKa Linnea S.A.,
BCi cTagil Switzerland, Ta sik Hacnigok, 3miHa
BMPOOHMLTBA, nokasHuka «TepMiH NMpuaaTHoOCTI»
KOHTPO/Ib SIKOCTI, Ha «[lepiog NepekoHTPOI0»,
BUMNYCK cepil: BUTyYEHHS MOKa3HMKa
ToBapucTBo 3 «3aJTNLLIKOBI KifIbKOCTi OpraHiyHnx
obmexeHo PO3UYUNHHWKIB» (PO3YNHHUK
BiANOBIAA/LHICTIO KOHTPOJNOETLCA NOKA3HNUKOM
"PapmaueBTnyHa «BTpaTa B maci npu
KoMnaHis BUCYLLYBaHHI), y BiANOBIAHOCTI A0
"3popos'a", YkpaiHa Hosoro CEP Ne RO-CEP 2016-
251-Rev 00.
59. BIHMNOLUETUH- Tabnetku no 5 mr, no 10 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/2576/02/01
AAPHULA TabNETOK Y KOHTYPHIiA "®apmMaueBTnYHa "papmaLeBTniHa marepianis: 3MiHu | TUNY - 3MiHW

YapyHKOBIl ynakosLj; no 3
ab60 Mo 5 KOHTYPHUX
YapyHKOBMX YNakoBOK B
nauui

thipma "AapHnus"

thipma "AapHnus"

Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeefeHHs abo
3MiHU [0 y3ara/lbHEHNX AaHuX Npo

cuctemy dhapmakoHarnagy

(BBEAEHHSA y3araslbHEHVX AaHUX

npo cuctemy hapmakoHarnsgy,

3MiHa yNMOBHOB&XeHOi 0cobu,
BiANOBIAA/IbHOI 32 34iAiCHEHHS
thapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnagy
3aABHUKa 419 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiMiHHA Bif, yNTOBHOB&X€EHOI
ocobw, BiANoBiAabLHOT 3a
3pjiicCHeHHs chapmakoHarnaay
(BK/THOYAKOYUM KOHTAKTHI JaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTtep-chaiina cuctemu
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
thapmakoHarnagy) - smiHa
YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAALHOT 32
hapmakoHarnsng.
lMponoHoBaHa pepakuis: Typok
B'ayecnas B'a4ecniaBoBuY
60. BIHMNOLETUH- KOHLEHTPAT 4151 PO34MHY MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 4O peecTpauiiHnx 3a peyenmom UA/2576/01/01
AAPHULA Ans iHdysii, 5 mr/mn, no 2 "®apmMaueBTNYHa "papmaLeBTUYHa martepianis: 3mMiHU | TUNY - 3MiHK
M B amny’i; no 5 amnyn B ipma "fapHuua" ipma "AapHnua" Loao 6e3nekn/edeKTMBHOCTI Ta
KOHTYPHIli YapyHKOBIl thapmakoHarnagy. BeeaeHHsi abo
ynakoBLii; N0 2 KOHTYPHI 3MiHW [0 y3ara/ibHeHVX JaHuxX Npo
YapyHKOBI YNakoBKW B cuctemy chapmakoHarnsgy
nadyui; no 2 ma1 B amnyni; (BBEAEHHS y3araslbHEHUX AaHUX
no 10 aMnyn B KOHTYpHilA npo cuctemMy hapmakoHarnagy,
YapyHKOBIli ynakosLj; no 1 3MiHa YNOBHOBaXEHOT 0cobu,
KOHTYPHIli YapyHKOBIl BigNoBiga/IbHOI 32 34iACHEHHSI
ynakoBLi B nayi hapmakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3as1BHMKA AN 34INCHEHHS
thapmakoHarnagy B YkpaiHi, AKLo
BOHa BifIMiHHA Bif, yNTOBHOBaXeHOI
ocobw, BiANoBiAa/IbHOT 3a
3[jiCHeHHs1 hapMakoHarnagy
(BK/IHOYAKOYUN KOHTaKTHI faHi)
Ta/ab0 3MiHWN Yy PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa
YMOBHOBaXXEHOT 0COOU 3asIBHYMKA,
BignoBiganbHoI 3a
thapmakoHarnsag.
[MponoHoBaHa pepakuis: Typok
B'avecnas B'A4ecnaBoBuy
61. BIPOAK 60 TabneTku, BKPUTI FETEPO /1AB3 IHais letepo /1a63 IHais BHECEHHS 3MiH 40 peecTpaLiinHmx 3a peyenmom UA/17203/01/01
N/1iBKOBOK 060JI0HKOHD, MO NIMITEL Nimiteq marepianis: 3MiHU | TUMY - 3MiHK
60 Mr no 28 TabneTok y Loao 6e3nekn/edeKTUBHOCTI Ta
KOHTelHepi, no 1 thapmakoHarnsagy (iHwi 3MiHn) -
KOHTelHepy y Kopo6Li OHOBJIEHHSA TEKCTY MapKyBaHHs
yNaKoBKM NliKkapCbKoro 3acoby 3
BHECEHHSAM iHdhopMaLi LWoao
3a3HayeHHs OAVHNLb
BUMIpIOBaHHSA y cuctemi Sl.
BeefeHHsA 3MiH NpoTArom 6-x
MiCALB Nic/a 3aTBepPAKEHHS
62. BITANINIA ANA | KOHUEHTpAT 4151 PO3UnHY ®pe3seHiyc Kabi HimeuyunHa PdpeseHiyc Kabi Ab. LLseuis BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/16591/01/01

DITENA

Ans iHy3ii; no 10 mny
CKNsaHil amnyni; no 10
amnyn y KapTOHHil
Kopoo6Li

[Loiiunang MveX

marepianis: 3mMiHu | TMny - 3MiHK 3
SKocTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHV Y BUPOOHMUTBI. 3MiHN
BMNpobyBaHb abo AoMyCTUMUX
MeX, BCTAHOBNEHWX Y
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
cneuudikauisix, nig yac
BUPOOHWLITBA FOTOBOTO
nikapcbKoro 3acoby (iHLi 3MiHW) -
3MiHa AONYCTUMUKX MEX Y npoLeci
BMpo6HULTBa /13, 30Kpema:
PO3LLUMPEHHSA JONYCTUMUX MEX 3a
nokasHukom "O6'eM HanoBHEHHA"
3"10,1-10,3 mn" go "10,1-10,6 mn"
63. BOAA ANA PO3UYNHHUK ANS MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [JO peecTpaLifiHnX 6e3 peyenma UA/3150/01/01
IH'EKLLIA- NPUroTYBaHHS PO3UMHY "®apmMaueBTNYHA "hapmauleBTUYHa mMarepianis: 3MiHU | TUMY - 3MiHK
AAPHULA ONs1 iH'EKL no 2 Mn B ipma "OapHuus” hipma "JapHuus” Loao 6e3nekn/edeKTUBHOCTI Ta
amnyni, no 5 amnyny hapmakoHarnagy. BeegeHHs abo
KOHTYPHIli YapyHKOBIl 3MiHM [0 y3arasibHeHVX AaHux Npo
ynakoBLi, N0 2 KOHTYPHI cuctemy hapmakoHarnsgy
YapyHKOBI YNakoBKW B (BBEAEHHSA Y3araslbHEHUX AaHuX
nayui; no 5 ma B amnyni, npo cucteMy dpapmMakoHarnsay,
no 5 amnyn y KOHTYpHIiA 3MiHa YNOBHOBaXeHOi 0co6H,
YapyHKOBIlA ynakosLj, no 2 BiANOBIAA/IbHOI 32 34iiCHEHHS
KOHTYPHi YapyHKOBI hapmakoHarnagy; KOHTaKTHOI
ynakoBKM B nadi; no 2 mn ocobu 3 hapmakoHarnagy
a6o 5 mn B amnyni, no 10 3aABHUKA 419 3[iACHEHHS
amnyn y kopo6uj; no 10 hapmakoHarniagy B YkpaiHi, SKL0
M/1 B amnynax BOHa BifiMiHHA Bif, yNOBHOBaXeHOI
ocobu, BiANOBIAA/IbHOI 3a
3[jiCHEHHST chapMakoHarsay
(BK/IKOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTep-thaina cuctemm
thapmakoHarnagy) - 3amiHa
YMNOBHOBaXEHOT 0CO6U 3asBHMKA,
BiAMNOBIAA/IbHOT 32
hapmakoHarnsag,.
MponoHoBaHa pepakuis: Typok
B'auecnas B'ayecnaBosuy
64. BOJIbTAPEH emy/sbrenb s "CK KoHcblomep LLiBeiiuapis 'CK KoHcblomep LLiBeiiuapis BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 peyenma UA/1811/01/01
EMYNbIrE/lb 30BHILUHLOIO Xenckep C.A. Xenckep C.A. marepianis: 3MiHu | TUNy -
3acTtocyBaHHsA 1 %; no 20 [JofaBaHHA albTePHATUBHOIO
r,abono50r,abono 75r, BMpobHuka Olon S.p.A Via della
a6o no 100 ry Ty6i, no 1 Vittoria, 89 26837 Cassino
Ty6i B KAPTOHHI KOpPO6Li d’Alberi, Mulazzano (LO), ITALY
NPOMIXHOr0 NPOAYKTY HAaTPito
HEOUULLEHOrO A9 BUPOBGHMLTBA
A®I, W0 BXOAUTL B rpyny
niANPUEMCTB, LU0 i 3aTBEpPKEHN
BMPOGHUK
65. BO/IbTAPEH emynbrenb ons "CK KoHcblomep LLiBeiiuapis "CK KoHcblomep LLiBefuapis BHECEHHS 3MiH 40 peecTpaLinHmx 6e3 peyenma UA/1811/01/02
DOPTE 30BHILUHLOTO Xenckep C.A. Xenckep C.A. marepianis: 3miHu | TUny -

3acTocyBaHHs 2,32 %; no

[0AaBaHHs aflbTEPHATUBHOIO

74




Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka chopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
50 ra6o 100 r B Ty6i; no 1 BMpo6Huka Olon S.p.A Via della
Ty6i y KapTOHHIli KOpoo6Li Vittoria, 89 26837 Cassino
d’Alberi, Mulazzano (LO), ITALY
NPOMDKHOrO NPOAYKTY HaTPItO
HeouYMLLEHOTO A/18 BUPOBHMLTBA
A®I, Wwo BxoauTb B rpyny
niANPUEMCTB, L0 i 3aTBEPKEHN
BMPOGHUK
66. FEKCAKCUM® | | cycneHsist 4ns iH'ekwjii no CaHodi MacTep PpaHuis CaHodpi MacTep, PpaHuis/ BHECEHHS 3MiH [JO peecTpaLifiHnX 3a peyenmom UA/13080/01/01
HEXAXIM 0,5mn (1 gosa) B dpaHuis (NoBHWI YropwmHa marepianis: 3miHu | Tuny -
BAKUUHA ANA | nonepefHbO 3an0BHEHUX LMKN BUPOOHULTBA, npuBeAeHHA Y BiANOBIAHICTb
MPO®ITAKTUK | wnpuyax 3 1-eto (abo 2- BUNYCK cepi); (3BY)XXEHHS fONYCTUMUX MEX) [10
N QU TEPII, Ma) OKPEMUMU rOSIKamu, CaHocpi-ABeHTiC OHOB/EHOT BUPOGHNYOI
NnPABLA, no 1 wnpuuy B KAPTOHHIi MpaiBit Ko. NT4,., [OKyMeHTaLji ABOX napameTpiB:
KALLJTFHOKY ynakosui; no 0,5 mn (1 Mnatdopma - 3MiHa TpuBanocCTi iHKybaLi
(ALENONAPH [03a) B nonepegHLo NOTiCTVKM Ta nepLUoi NPeKyIbTypu Mig Yac
nin 3anoBHeHMX Wwnpuuax 3 1- ancTpubyuii y m. KynbTuByBaHHs Bordetella
KOMMOHEHT), €to (abo 2-ma) okpeMmmu Bypanewr, pertussis (Stage 1) y npoueci
FENATUTY B ronkamu, no 1 wnpvuy B YropwmHa BMPOOHMLTBA OYMLLEHOTO TOKCOIAY
PEKOMBIHAHT | cTtaHgapTHO-eKCnopTHii (BTOpPUHHE Kawwsnoka (PTxd): 3anponoHoBaHo:
HA, ynakoBLi, sika MICTUTLCA Y nakyBaHHs, BUMYCK Bifi 63 1,0 68 roguH. - 3MiHa
MONIOMIENITY | KapTOHHIN kOpobL;i 3 cepii) TpUBaNOCTI iHKybauUil Ha eTani
IHAKTUBOBAH | iHCTpyKUieto ans peTokcukauii Native Pertussis
ATA MeAMYHOro 3aCTOCyBaHHS; Toxin (Stage 18a) y npoueci
3AXBOPKBAH | no 0,5 mn (1 gosa) B BMPOOHMLTBA OYMLLEHOTO TOKCOIAY
b, nonepeaHbO 3anoBHEHNX kawsoka (PTxd): 3anponoHoBaHo:
CNPUYNHEHWN wnpuuax 3 1-ewo (abo 2- Bif 120 Ao 130 XBUMUH.
X Ma) OKPEMUMU rOSIKamu, TepMmiH BBEAEHHS 3MiH — CiYEHb
HAEMOPHILUS | no 10 wnpuuis B 2023 p; 3MiHK | TUNY - AoJaBaHHA
TANY B KapTOHHIlA ynakoBL,i; no cneumdikauili Ha KiHeLb TepMiHy
KOH''OFOBAH 0,5mn (1 gosa) B npugatHocTi gns Native Purified
A, nonepegHbL0 3anoBHEHUX Pertussis Toxin Ta Native Purified
AACOPBOBAH | wnpuuax 3 1-et0 (abo 2- FHA, siki € npoMiXHUMMN
A, PIOKA Ma) OKPEMUMU rOSIKamu, npoAyKTamMu Npy BUPOOHNLTBI

no 10 wnpwuuis B
CTaHapTHO-eKCMOPTHIi
yNakoBLi, ika MiCTUTbCA Y
KapTOHHI Kopobui 3
IHCTpYKLUi€eo Ans
MeAMYHOro 3aCTOCYBaHHS;
no 0,5 mn (1 gosa) y
hnakoHax, no 10
(pNaKOHIB Y KapPTOHHI
ynakosui; no 0,5 mn (1
[o3a) y hnakoHax, no 10
oNakoHiB B CTaH4apPTHO-
€KCMOPTHI ynakoBLi, ska
MICTUTbCS Y KAPTOHHIl

Ait0UMX PevoBUH, a TaKoX /1A
Aitoumx pevosuH Adsorbed Purified
PTxd Ta Adsorbed Purified FHA.
TepMiH BBEEHHSA 3MiH — CiYeHb
2023 p.; 3MiHK | TUNY - BUTYYEHHSA
cepTugikaTiB BigNoOBIgHOCTI
€Bponeiicbkiin hapmakonei ans
heTanbHOI 6ryayoi cMpoBaTku
(Foetal Bovine Serum) R1-CEP
2000-384-Rev 00 Ta R1-CEP
2000-155-Rev 04 y 3B’513Ky 3
NPUNUHEHHAM i BUKOPUCTaHHA
0151 BATOTOB/IEHHSA (PeTyiHY Ha
B/TACHWUX BUPOOHUYMX AiNIsTHKaX
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
Kopoo6ui CaHodi MacTep. TepmiH BBeAEHHSA

3MiH — cibyeHb 2023 p.; 3miHu | TMny
- 3BY)XXEHHSA JONYCTUMUX MEX 3a
nokasHukom Optical density test
(OD), sikniAi BUKOHYETBCS 1A
KOHTPOIO pOCTy 6akTepianbHOl
KyNbTypy Ha Stages 2 — 4y
npoteci KynbTuByBaHHs Bordetella
pertussis; 3anponoHoBaHo: Stage
2: 2nd pre-culture OD650: 0,55 —
0,9. Stage 3: 3nd pre-culture
0OD650: 0,5 - 1,0.

Stage 4: 4nd pre-culture OD650:
0,5 - 1,0. TepMiH BBEAEHHS 3MiH —
ciyeHb 2023 p.; 3MiHK | TUNYy -
BU/TyYEHHs TecTy hapbyBaHHs 3a
pamom Ha eTani nepLuoi
npexkynbTypw nig vac
KynbTuByBaHHA Bordetella
pertussis y npoueci BUpobHuLTBa
afcop60BaHOro OYMLLEHOIO
Tokcoiay Kawnoka (PTxd). TepmiH
BBEZEHHS 3MiH — civeHb 2023 p.;
3MiHuW | TUNYy - oHoB/IeHHA CTD
po3ainiB fOCbE AnA Aitoyol
peyoBuHM 2-Component Acellular
Pertussis: - peopraHisauis
iHchopmauii BignoBigHO A0
dopmaty CTD; - pegakuiiHi 3MiHK
[ONSA KPaLLoro po3yMiHHA Ta
Y3rOKEHHS 3 BUPOOHMYOI0
[OOKyMeHTaLielo 6e3 3MiH y
BMPOGHUUI NpakTuLi; -
BMMNpaB/IEHHA NOMUIOK a60
iICTOPUYHUX PO36GiXHOCTENR; -
BuAaNIeHHs1 abo AofaBaHHA
inchopmawuii BignosigHo Ao Notice
to Applicants (Volume 2B on CTD-
Module 3). JogasaHHs iHGopMauii
LLLOZ10 3aBepLUEHHS NPOBEAEHHS
BMBYEHHS JaHNX CTabifIbHOCTI ANs
nepiogy 48 MicsLiB. Y3romxeHHs
iHdhopmauii y posginax 3.2.S,
3.2.A.2, 3.2.R, a Takox
BiANOBIAHMX po34inax Moayns 2.
TepMiH BBEEHHS 3MiH — CiYeHb
2023 p.;
3MiHu || TUNy - BUNYYeHHS
Histamine-Sensitizing Activity
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

tests, Aki BUKOHYIOTbCS in-Vivo Ha
MuyLax (TECT Ha 3a/IMLLKOBUIA
TOKCWH KaLluoky npu +5° C ta
TECT Ha BifICYTHICTb peBepcil
TOKcoigy Kawwntoky npu + 37 ° C) 3i
cneundikavii Ha po3unH Purified
Pertussis Toxoid, skuit €
NPOMDKHUM NPOAYKTOM Mpu
BUPOGHMLTBI aacop6oBaHoOro
OUULLLEHOTO TOKCOTAY Kalusioka
(PTxd). TepmiH BBE,€HHS 3MiH —
ciueHb 2023 p.

67.

FEMOAKTUB-
MB

PO34MH ANs iH'ekyiii, 100
Mr/mn no 5 mn B amnyni,
no 5 amnyn y KapTOHHiiA
Kopo6ui

M.BioTek flimiTeq

Benuka
BpuTaHis

_IMMAKYT
NANPCAAEHCH3
MPAVBIT NIMITEZ

IHais

BHECEHHS 3MiH 4O peecTpauiiHnx
martepianis: 3mMiHU | TUNY - 3MiHK
wofo 6e3snekn/edekTMBHOCTI Ta
hapmakoHarniagy (iHwi 3MiHK) -
OHOBJ/IEHHSI TEKCTY MapKyBaHHS
yNakoBKM NiKapcbKoro 3acoby 3

BHECEHHSM iHGhopMaLii Woa0
3a3HayYeHHs 0AMHULb
BMMIptOBaHHA y cuctemi Sl.
BBegeHHs1 3MiH MPOTAroM 6-Tu
MicALiB nicna 3aTBepipKeHHs

3a peyenmom

UA/18116/01/01

68.

FEMTEPO

niogpinizat gns po3unHy
ans iHgysinno 1,0ry
dhnakoHax, no 1 dpnakoHy
Y KapTOHHii Kopobuj

FETEPO JIAB3
NIMITELQ

IHais

letepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH O peecTpaLiiHnx
marepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) -
OHOBJIEHHSA TEKCTY MapKyBaHHs
yNaKoBKM NliKkapCbKoro 3acoby 3

BHECEHHSAM iHdhopMaLi LWoao
3a3HayeHHs OAVHNLb
BUMIpIOBaHHSA y cuctemi Sl.
BBefieHHs1 3MiH NpoTArom 6-Tn
MicSILB NiCNs 3aTBEPKEHHS

3a peyenmom

UA/14626/01/01

69.

FEMTEPO

niodpinizaT ANa po3umHy
Anst iHgy3ii no 200 mry
chnakoHax, no 1 donakoHy
Y KapTOHHiIli kopobLi

FETEPO /TAB3
NIMITES,

IHais

leTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edyeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHK) -
OHOBJ/IEHHS TEKCTY MapKyBaHHS
yMakoBKM MiKapCbKoro 3acoby 3

BHECEHHSAM iHdhopMauii LWwoao
3a3Ha4yeHHs oAnHNLb
BVIMIpIOBaHHS y cuctemi Sl.
BBefeHHs 3MiH NpOTAroM 6-Tu

3a peyenmom

UA/14626/01/02
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
MicSLiB NicNs 3aTBEPAKEHHS
70. FEHTAMIUUHY | po3uvH ans iH'exuiii, 40 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH A0 peecTpaLinHmx 3a peyernmom UA/6256/01/01
CYINb®AT- Mr/M/1 1O 2 M1 B amnyfii; "®apmMaLeBTnYHa "papmaLeBTnyHa marepianis: 3MiHu | TNy -
AAPHUUA no 5 amnys y KOHTYpHil ipma "JapHuus” ipma "JapHuus” BHECEHHS 3MiH g0 po3giny 3.2.P.3.
YapyHKOBIli ynakoBLj; no 2 Mpouec BUpo6GHMLTBA NiKapCbKoro
KOHTYPHI YapyHKOBI 3acoby, 3okpema: Ha Ctagii 5
yNakoBKM B navi "MapKyBaHHs , YnakoBka,
BigBaHTaXeHHS roToBoro
NPOAYKTY" - BHECEHHA HEe3HauYHUX
peAakuiiHNX YTOYHEHb;
[AeTanizauisi TEXHONOrYHNX cTagjin
3MiHM | TUNY - BHECEHHS 3MiH [0
3.2.P.3.2. Cknag Ha cepito,
30KpemMa: [JONOBHEHHS
3aTBepAXeHVX po3mipiB cepiit FN3
iHhopmaui€eto Wwoao0 KinbKocTi
amnyn Ta NpuMBeAEeHHs po3giny Ao
HoBoro dpopmaty CTD; 3MmiHu |
TMny - fofaBaHHA
a/IbTEPHATUBHONO BTOPUHHOIO
nakysaHHs (3 2D-kofom; 3 2D-
KOZOM Ta KOHTPOJIEM BiAKPUTTS)
[0 matepianiB peecTpauiiiHoro
[l0Cbe, a came: A0 po3ainy
3.2.P.3.3. On1c BMpobHMYOro
npouecy Ta KOHTPO/Io npolecy Ta
0o po3gainy "Ynakoska" MKA /13
71. FEHTACENT MOPOLLIOK A4/15 30BHilWHLOrO | [y6nivHe akuioHepHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH A0 peecTpavLintHmx 6e3 peyenma UA/1279/01/01
3acTocyBaHHA o 2 r abo TOBapucTBo "HaykoBo- akuioHepHe martepianis: 3mMiHU | TUNY - 3MiHK
no 5 ry cknstHomy BUPOGHNUUIA LLEHTP TOBapuCTBO Loao 6e3nekn/edeKTMBHOCTI Ta
chnakoHi-kpanenbHUL, No "BopLuariBcbkuii "HaykoBo- thapmakoHarnsgy (iHwi 3MiHn) -
1 cknsiHoMy ch/lakoHy- XiMiKo- BUPOGHNUNI LEHTP OHOB/IEHHA TEKCTY MapKyBaHHS
KpanenbHULi B nayi; no 2 thapmMaLeBTUYHUI "BopLyariBCbkuii yNakoBKM NMiKapCbKoro 3acoby 3
I'y CKNsiHOMY hn1akoHi, no 3aBofa" Ximiko- BHECEHHSAM iHthopMmalLlii Lwoao
1 dhnakoHy B mauyi; mo 2 r dhapmaLeBTUYHWMIA 3a3HaYeHHs 0AUHULb
abono5ry 3aBsog” BVMIptOBaHHA y cuctemi Sl.
n1acTMKOBOMY (D1aKOHi; BHeceHHs 3MiH fo po3giny
no 1 chnakoHy B navui “MapkyBaHHsA" MKA N13;
3anponoHoBaHo: MapKyBaHHs.
BignoBigHo 40 3aTBEpPKEHOrO
TekcTy MapKyBaHHS. TepMiH
BBE/IEHHS 3MiH - NPOTArom 6
MicSILB NiCNs 3aTBEPKEHHS
72. FENAPWUH- renb, 600 MO/r; no 30 ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 peyenma UA/2577/01/02
AAPHULA Ty6i; no 1 Ty6i B naywyj "®GapmMaLeBTNYHa "PapmaLeBTUiHa marepianis: 3MiHu | TUNY - 3MiHK
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

thipma "apHnug"

thipma "AapHnus"

Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHNX AaHuX Npo

cuctemy chapmakoHarnsgy

(BBEAEHHSA y3ara/lbHEHVX AaHUX

npo cucTemy chapmakoHarnsgy,

3MiHa yNOBHOB&XeHOi 0cobu,
BiANoBiga/bHOI 3a 3MjACHEHHSI
hapmMakoHarnagy; KOHTaKTHoI
ocobu 3 hapmakoHarnagy
3asiBHMKA AN 34iCHEeHHS
hapmakoHarnagy B YkpaiHi, kLo
BOHa BiIMiHHa Bif, yNTOBHOB&X€EHOI
oco6w, BignoBiAabHOI 3a
3[jicCHeHHs1 hapMakoHarnagy
(BK/IHOYAKOYUMN KOHTaKTHI JaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnagy) - smiHa
YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAALHOT 32
hapmakoHarnsng.
lMponoHoBaHa pepakuis: Typok
B'ayecnas B'auecnaBosuy

73.

FEPBIOH®
cupPon
NMOoAOPOXHUK
A

cupon; no 150 mny
donakoHi; no 1 dpnakony
pa3oM 3 NaacTUKoBO
MipHOH JTOXXEUKOI0 B
KapTOHHIA KOpoo6Li

KPKA, g.4., HoBo
MecTo

CnoBeHis

KeMiicbki iIHCTUTYT,
LieHTp 3a
Banigauiiicke
TEXHO/OTIE iH
aHanitiko (LIBTA),
CnoBeHis (KOHTPO/ib
cepii); KPKA, a.4.,
HoBo mecTo,
CnoseHis
(BMPOGHMLTBO "in
bulk", neperHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/Ib cepi);
KPKA, a.4., Hoso
mecTo, C/oBeHis
(KOHTpPO/b Ta BUNYCK

cepii)

CnoBeHisi

BHECEHHS 3MiH 4O peecTpauiiHnx
mMaTtepianis: TeXHIYHa NoMusIKa
(3rigHo Haka3y MO3 Big,
23.07.2015 Ne 460) - BunpaBaeHo
TEeXHiYHY NOMW/IKY B TEKCTI
MapKyBaHHA ynakosku J13.
3ANPOMNOHOBAHO: 15. A/14
NIKAPCBKWNX 3ACOBIB, AKI
MNPU3HAYEHI 0114
CAMOCTINHOTIO MIIKYBAHHSA —
IHPOPMALIIA WOAO
3ACTOCYBAHHA
NpOTMKaLLNbOBWIA 3aci6 3
©eKCTPaKTOM MOAOPOXHMKA
NnaHueTonoibHoro Ta MasibBu i
ackop6iHOBOO KNCIOTO
[na piteid Ta gopocnmx. Fep6ioH®
CMpon NoAoPOXHMKA
PEKOMEH0BaHO Npu: CyXomy
KaLLni npy iHpeKLiHo-3ananbHKX
3aXBOPIOBAHHAX BEPXHIX BiAAiNis
ONXaUTbHUX LUMISAXIB; CYXOMY Kalusli
KypuiB. [Jlo3yBaHHs: lopocivum Ta
AiTAM BikOM Bif, 14 pokiB 2 MipHi
NOXKM cnpony 3-5 pasiB Ha goby

6e3 peyenma

UA/3751/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
[itam Bikom Big, 7 go 14 pokis 1-2
MipHi NTOXKM cupony 3 pasu Ha
006y [itam BiKoM Big, 3 [0 7 pokiB
1 mipHa noxka cmpony 3 pasu Ha
[06y 3a3HayeHe BUNpaB/EHHA
BignoBigae matepianam
PEeECTPAL,iHOrO A0CbE
74. FNKAMTUH™ niodpinizaT Ana posumHy HosapTic ®apma Al LLiBeiiuapis nakcoCmiTKnsiiH ITania/ BHECEHHS 3MiH 40 peecTpaLinHmx 3a peyernmom UA/9121/01/01
Anst iHy3ii no 4 wr, 1 MaHyhakTypuHr Benvka marepianis: 3mMiHu |l TUNY - 3MiHW
donakoH 3 niocpinizatom y C.N.A., Itanis BpuTaHis BHECEHO [0 iHCTPYKUiT ANns
KapTOHHii KOpo6Li (BMPOGHMLTBO 32 MeAMYHOr0 3aCTOCYBaHHS
NOBHUM LUK/IOM); nNiKapcbkoro 3acoby Ao po3ainy
KataneHT HOK "Mo6iuHI peakuji”.
MekepxuHr Jlimitepq, BBefeHHA 3MiH NpoTAroM 6-Tu
Benuka bpuTaHis MicsILLiB NiCNsA 3aTBEPLPKEHHS
(BTOpUHHE
nakyBaHHs)
75. FIHKOP ®OPT kancynu; no 10 kancyn y TOHIPAPM PpaHuis BO®YP INCEH PpaHLin BHECEHHS 3MiH [JO peecTpaLiiHmnx 6e3 peyenma UA/10317/01/01
6nicTepi; no 3 6rictepu 'y IHAYCTPI marepianis: 3MiHu | TRy -
KapTOHHIA KOpoo6Li AMIHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu
3anBHUKa (BnacHvKa
peecTpavuiiiHoro NocBigYEHHS) -
3MiHa agpecu 3asiBHMKa
76. FINHOC® TabneTkun, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH A0 peecTpaLinHmx Ne 10 — 6e3 UA/17957/01/01
060/10HKO10, N0 15 Mr; no "®apmaueBTnyHa "@apmaueBTuyHa martepianis: 3MiHU | TUNY - 3MiHK peyenma, Ne
10 TabneToK Y KOHTYPHIiA thipma "lapHnug" thipma "AapHnus" Loao 6e3nekn/edeKTMBHOCTI Ta 20 - 3a
YapyHKOBIl ynakoBLj; o 1 hapmakoHarnsgy. BeegeHHs abo peyernmom

a60 Mo 2 KOHTYpHi
YapyHKOBI yNaKoBKM B
nauui

3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BignoBiga/IbHOI 3a 3AjACHEHHSI
hapmMakoHarnagy; KOHTakTHoI
ocobu 3 hapmakoHarnagy
3asiBHMKA AN 34iCHEeHHS
thapmakoHarnagy B YkpaiHi, kLo
BOHa BifIMiHHa Bif, yNTOBHOB&X€eHOI
oco6w, BignoBiAabHOT 3a
3[jicCHeHHs1 hapMakoHarnagy
(BK/IHOYAKOYUN KOHTaKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnagy) - amiHa
YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAA/LHOT 3a
hapMakoHarnag.
[MponoHoBaHa pegakuis: Typok
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

B'ssuecnaB B'ssuecnaBoBuy

717.

rNIOPAN®

Tabnetku no 80 mr no 10
Tabnetok y 6nictepi; no 3
61icTepn y KapTOHHiN
KopooLi

FAJNNIEHIKA AT
Benrpag,

Cepbis

[aneHika AT
Benrpag

Cepbis

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHW
Lofo 6e3nekn/edheKTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHW [0 y3arasibHEHUX JaHuX npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHUX AaHKX
npo cuctemy hapmakoHarnsgy,

3MiHa YNMOBHOBaXEHOT 0CO6M,
BignoBiganbHOI 3a 3AjACHEHHSI
thapmakoHarnsgy; KOHTakTHoT
0co6u 3 hapmakoHarnsgy
3as9BHUKA A5 34iAICHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiMiHHA Bif, YNOBHOBa)XEHOI
oco6w, BignoBiAanbHOI 3a
3pjiicHeHHs chapmakoHarnagy
(BK/HOUAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarnagy) - smiHa

YMOBHOBaXEHOT 0CO6Y 3asBHMKA,

BiANOBiAa/IbHOI 3a
hapMakoHarnsng,.

MponoHoBaHa pepakuis: Mnuropuy

[NaHka / Gligoric Danka. 3miHa
KOHTaKTHUX OAaHUX YNOBHOBaXEHOI
oco6w, BignoBiAanbHOI 3a
hapmakoHarnag,. 3miHa

KOHTaKTHOT 0CO6MN YNMOBHOBaXEHOT

0co6u 3asiBHMKA, BiANOBiAabHOT
3a hapmakoHarnsag B Ykpaii.
[MponoHoBaHa pepaku,is:

LWknsapesuny Irop OnekcaHApoBuY.

3MiHa KOHTaKTHUX AaHuX

KOHTaKTHOT 0CO6MN YNMOBHOBaXEHOT
0co6u 3asiBHMKA, BiANOBiAa/bHOT

3a (hapmakoHarnsag, B Ykpaini

3a peuenmom

UA/1141/01/01

78.

rAILVH

TabneTkun cy6niHrBasbHi
no 100 mr, no 50 TabneTtok
y 6nicTepi; no 1 6nictepy
B KapTOHHI kopobuj

nn " “rnegekct

Ykpaina

TOB "Apnimeg”

Pecny6nika
BipmeHis

BHECEHHS 3MiH A0 peecTpaLinHmx
martepianis: 3mMiHU | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -

BHECEHHS 3MiH [0 po34iny
«MapkyBaHHA» MKA /13:
3anponoHoBaHo: Mapkuposka

CornacHo yTBepXAeHHOMY TeKCcTy

6e3 peyenma

UA/14604/01/01

81




Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

MapKMpPOBKU. 3MiHV BHECEHI B
TEKCT MapKyBaHHs ynakoBKu
niKkapcbKoro 3acoby LWoao
3a3Ha4YeHHs 0AVHWLb
BVMIipIOBaHHS y cuctemi Sl.
BBefeHHA 3MiH NpoTSArom 6
MicsILiB Nicns 3aTBEPKEHHS

79.

FNIOKO3A

po3uuH Ans iHgysiii, 50
mr/mn, no 200 mn B
NASALWKax

MAT "Tanuuchapm”

YKpaina

TOB dhipma
"HoBodhapm-
BiocnHTes", YkpaiHa,;
MAT "Tanuuchapm”,
YkpaiHa

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TUNy -
BHECEHHS 3MiHM y peecTpauiiHe
pocbke N3, a came OHOB/IEHHSA
po3giny 3.2.P.7. Cuctema
KOHTeliHep/ 3aKynoptoBasIbHI
3ac00M Yy 3B'A3KY 3 BHECEHHAM
YTOYHEHHS PO3MIpiB (3arasibHa
BUCOTa KOBMayka) Ta po3wwvpus
JianasoH gonycTUMMX BigxuneHb
po3MipiB (BHYTPIHIN giameTp Ta
30BHILLHIV giameTp KoBMayka) Ans
KOBMaukKiB antoMiHIEBUX 3
N1acTMKOBOKO HaKMafKo Mapkm
K-3-28 NH B1po6HuKa "CTatyc".
Ockinbku gianasoH AonycTUMmUX
BiIXWNIEHb OCHOBHUX PO3MipiB
KOBMaYKiB asTlOMIHIEBUX 3
NNacTVKOBOK HAKNaAKOK Mapku
K-3-28 MH 6yB po3LumpeHnii Ha
MaKkCMMasibHy Be/IMUNHY nLle Ha
0,6 MM (BHYTPpILLHIi giameTp
KoBnayka) a A1s iHwux po3mipis,
Ha 0,2-0,4 MM, Ui 3MiHW XXOAHUM
YNHOM He BMVBaOTb Ha AKICTb
3aKynoproBaHHSA N/IALWOK, Lo
BUKOPVCTOBYIOTbCS A1
BMPOGHMLTBA iHDY3iliHOTO
po34nHy

3a peuenmom

UA/12539/01/01

80.

FPAHY®IHK®
NMPOCTA

kancynu Teepgi no 10
kancyny 6nictepi; no 3
abo 15 6nictepis y
KapTOHHI ynakosLi; no 20
kancyny 6nictepi; no 3
abo 6, abo 10 bnicTepis y
KapTOHHI ynakoBsL,i

TOB "MEPPITO
YKPAIHA"

YKpaina

Owmera ®apma
MeHbloghekuepiHr
m6X i Ko. KI

HimeuunHa

BHECEHHS 3MiH A0 peecTpavLintHmx
martepianis: 3mMiHU | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3ara/lbHEHNX AaHuX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy hapmakoHarnsgy,

3MiHa YyNOBHOB&XeHOi 0cobu,

BigNoBiga/IbHOI 32 34jACHEHHSI

hapmMakoHarnagy; KOHTakTHoI
ocobu 3 hapmakoHarnagy
3as1BHMKA 415 3[4iINCHEHHS

6e3 peyenma

UA/16190/01/01

82




Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNTOBHOB&XEHOI
ocobw, BiANoBiAanbLHOI 3a
3[jlicHeHHS1 chapMakoHarnsgy
(BK/IHOYAKOUM KOHTAKTHI JaHi)
Ta/ab0 3MiHN Y PO3MILLLEeHHI
mMacTep-thaina cuctemm
thapmakoHarnsgy) - 3miHa
YNOBHOBaXEHOT 0CO6U 3as1BHYIKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnsag,.
MponoHoBaHa peaakuis:
dapuHeub OkcaHa MakcumiBHa.
3MiHa KOHTaKTHWX AaHuX
YNOBHOBaXEHOT 0cobu,
BiANOBIAa/IbHOI 3a
hapmakoHarnsg,

81.

TPAHY®IHK®
YPO

Kancynu TeepAi no 10
Kancyn y 6nictepi; no 5
6nicTepiB y KAPTOHHIl
ynakosLi; no 20 kancyn y
6nicTepi; no 5 abo 8
6nicTepiB y KAPTOHHIl
ynakoBLi

TOB "MEPPIFO
YKPAIHA"

YkpaiHa

Owmera ®apma
MeHblodhekyepiHr
v6X i Ko. KI'

HimeuunHa

BHECEHHS 3MiH O peecTpaLifiHnX
mMarepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edyeKTUBHOCTI Ta

hapmakoHarnagy. BeegeHHs abo

3MiHM [0 y3arasibHEHUX JaHuX npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA Y3araslbHEHUX AaHuX
npo cuctemy hapmakoHarnsay,

3MiHa YNOBHOBaXeHOi 0co6H,
BiANOBIAALHOT 33 3iICHEHHS
hapmakoHarnagy; KOHTaKTHOI
ocobu 3 hapmakoHarnagy
3aABHUKA 419 3[iACHEHHS
hapmakoHarniagy B YkpaiHi, SKLLO
BOHa BifiMiHHA Bif, yNOBHOBaXeHOI
ocobw, BiANOBIAa/IbHOI 3a
3[jiCHEHHST chapMakoHarsay
(BK/IKOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTep-thaina cuctemm
thapmakoHarnagy) - 3amiHa

YMNOBHOBaXeEHOT 0CO6U 3asBHMKA,

BiAMNOBIAA/IbHOT 32
hapmakoHarnsag,.
MponoHoBaHa pepakuis:
dapuHeub OkcaHa MakcumiBHa.
3MiHa KOHTaKTHUX gaHnx
YNOBHOBaXEHOT 0co6M,
BiAMNOBIAA/IbHOT 32
chapmakoHarnag,

6e3 peyenma

UA/16225/01/01

82.

rPOMNIBIPIH

Tabnetkn no 500 mr no 10

AT "dapmak"

YkpaiHa

AT "®apmak”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHmnx

3a peyenmom

UA/15404/01/01

83




Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

TabneTok y 6nictepi; no 2
abo 5 6nicTepiB y navui

marepianis: 3MiHU | TUMY - 3MiHW
Loao 6e3nekn/edyeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHu) -
OHOB/IEHHS TEKCTY MapKyBaHHS
yMakoBKM MikapCcbKoro 3acoby 3
BHECEHHSAM iHdhopMaLi Wwoao
3a3HayYeHHs1 OAMHNLb
BVIMIipIOBaHHS y cuctemi Sl.
BHeceHHs 3MiH 40 po3giny
«MapkyBaHHA» MKA 13,
3anponoHosaHo: MAPKYBAHHA
3rigHoO 3aTBEPKEHOr0 TEKCTY
MapKyBaHHS. BBeeHHs 3MiH
NpoTArom 6-T! MicAUIB micns
3aTBEPAKEHHS

83.

AAHABIP

TabneTkn, BKPUTI
N1iBKOBOK 060JI0HKOHO, MO
400 mr, Ne 60 y
KOHTeliHepi; no 1
KOHTEliHepy y Kopobui

FETEPO IAB3
NIMITEA

IHgis

leTepo /1ab3
Nimiten

IHais

BHECEHHS 3MiH 4O peecTpauiiHnx
martepianis: 3mMiHU | TUNY - 3MiHK
wofo 6esnekn/edekTMBHOCTI Ta
hapmakoHarniagy (iHwi 3MiHK) -
OHOBJ/IEHHSI TEKCTY MapKyBaHHS
yNakoBKM NiKapcbKoro 3acoby 3

BHECEHHSM iHGhopMaLii Woa0
3a3HayYeHHs 0AMHULb
BMMIptOBaHHA y cuctemi Sl.
BBefeHHs 3MiH NpOTArom 6-x
MiCALiB Nic/a 3aTBeppKEHHS

3a peyenmom

UA/17519/01/01

84.

AAHABIP

TabneTku, BKPUTI
NNiBKOBOK 060JI0HKOHD, MO
600 mr Ne 60 y
KOHTeliHepi; no 1
KOHTeliHepy y Kopo6ui

FETEPO JIAB3
NIMITELQ

IHais

letepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH O peecTpaLiiHnx
marepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) -
OHOBJIEHHSA TEKCTY MapKyBaHHs
yNaKoBKM NliKkapCbKoro 3acoby 3

BHECEHHSAM iHdhopMaLi LWoao
3a3HayYeHHs OAVHNLb
BUMIpIOBaHHSA y cuctemi Sl.
BeefeHHsA 3MiH NpoTArom 6-x
MiCALB Nic/a 3aTBepPAKEHHS

3a peyenmom

UA/17519/01/02

85.

AAPCIN®

TabneTku, BKPUTI
060/10HKOI0, M0 22,5 Mr no
10 TabneToK y KOHTYpHIli
YapyHKOBIli ynakoBLyj; no
3, 5, a60 10 KOHTYpHMX
YapyHKOBUX YNaKkoBOK B
nauui

MpAT
"®apmMaueBTUYHa
thipma "AapHuus"

YKpaiHa

MpAT
"papmaLeBTUYHa
thipma "AapHnug"

Ykpaina

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edreKTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHW [0 y3arasibHEHUX JaHuX npo
cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa yNMOBHOB&XeHOi 0cobH,
BiANOBIAA/IbHOI 3a 34iAiCHEHHS
hapmakoHarnsgy; KOHTakTHol

6e3 peyenma

UA/2473/01/01

84




Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

ocobu 3 hapmakoHarnagy
3asiBHMKa AN 34iCHEeHHS
hapmakoHarnagy B YkpaiHi, kLo
BOHa BiIMiHHa Bif, yNTOBHOB&XEHOI
oco6w, BignoBiAabHOI 3a
3[jlicCHeHHs1 hapMakoHarnagy
(BK/IHOYAKOYUMN KOHTaKTHI JaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnagy) - smiHa
YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAANLHOI 32
hapMakoHarnag.
lMponoHoBaHa pepakuisi: Typok
B'ayecnas B'auecnaBosuy

86.

AEKCAMETA3
OH B®3

Kpansi o4Hi, cycneHsis, 1
Mr/mMn no 5 mMn 'y dpiakoHi-
KpanesnbHULi 3 KOHTpoNeM
nepLuoro pos3kpuTTA; no 1
hnakoHy-kpanenbHuLi 3
KOHTPO/IEM NEPLLIOro
PO3KPUTTA B Naui
KapTOHHii

BapLluaBcbkuii

hapmaLeBTUYHNI
3aBof Monbha AT

MonbLa

BapLluaBcbkuii

thapmaueBTUYHWI
3aBog Monbha AT

Monbwa

BHECEHHS 3MiH 4O peecTpauiiHnx
MaTtepianis: TeXHIYHa NomMusIKa
(3rigHo Haka3y MO3 Big,
23.07.2015 Ne 460) -
BUMPAaBEHHS TEXHIYHVX MOMUSIOK,
3rigHo nn.1 ta nn. 4 n. 2.4. po3giny
VI Hakazy MO3 YkpaiHu Big,
26.08.2005 p. Ne 426 (y pegaxuii
Haka3y MO3 YkpaiHu Bif
23.07.2015p. Ne 460) - nomusakn y
3aTBepKeHNX 3MiHax Ao MeTopis
KOHTPO/I0 iKocTi 13 y po3gini
"OnpegenexHne cogepxaHus
AVHTapus ageTara
(TUTpUMETpUYEecknin MeTog)", Ak
Oynn gonyLieHi npy npoueaypi
BHECeHHS 3MiH (Haka3 Ne 2283 Bif,
14.11.2019 p.). Momusku, sk
noB'si3aHi 3 NepeHeceHHsM
iHdbopmawii, a came: -npu
NpUroTyBaHHi BUNPO60BYBAHOIO
3paska 6y/10 MOMUIKOBO
3a3HayeHo «konba» 3aMicTb
«KOHM4eckas konba»; -8
NOSICHEHHI 40 PO3PaxyHKOBOI
hopMynIn 0 MHOXHMKa «0.5»
6y10 3a3HaYeHO: «3asaBEHHOe
coflepXxaHve gvHaTpusa ageTtata B
1 mn npenapaTa» 3amicTb
«3asiBNIEHHOE cofiepxaHve
AvHaTpus ageTata
(C10H14N2Na208x2H20) B 1 mn
npenapara, B MUAUrpammax.»
-iHthopmaLito, Wwo 6yn0 3a3Ha4eHo

3a peyenmom

UA/2543/01/01

85




Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

ABidi «C TouHocTbto A0 0,1 mr
oTBeluvBatoT 10 Mr nHamkaropa
MAH [1-(2-nupnannaso)-2-
HagToM1a) B MepHy0 konby Ha 100
M. PactBopstoT B 96%-HOM
3TaHone. [loBoAAT 06bem [0
METKM TEM Xe pacTBOpUTENEM 1
TWaTebHO NepeMeLLNBAIOT.»,
6yno BuganeHo. OpdorpadiyHi
NOMWJ/IKW: BY/10 3a3Ha4YEeHO
«KO3(hMLMEHT pa3baBneHns»
3aMiCTb «KoappuumneHT
pasbasrieHus»; «MeTtop,
KO/IMYECTBEHHOrO OonpeAeHns»
3amicTb «MeTog, KONMYeCTBEHHOro
onpegeneHns». 3asHavyeHi
BUMNpaB/IEHHS, AKi NOB’AA3aHi 3
nepeHeceHHAM iHopMaLi,
BiANOBIAATL MaTepiasiam
peecTpauiiiHoro Aocke, Sk
npeacTasrieHi B apxisi

87.

AEKCANON

Kpansi o4Hi, cycneHnsis (1
mr + 3500 MO + 6000
MO)/1 mnno5mny NET
donakoHi-KpanesibHuLj 3
KPULLIKOKO 3 rapaHTiiH1M
KinbLem; no 1 conakoHy B
nadui 3 KapToHy

BapLluaBcbkuii
hapmaLeBTUYHNI
3aBof Monbha AT

MonbLla

BapLluaBcbkuii
thapmaueBTUYHWI
3aBog Monbha AT

Monbwa

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis: 3miHu | TUny -
nofaHHsA OHOBJ/IEHOrO cepTudikaty
BiAMOBIAHOCTI €EBpONENCHKIl
thapmakonei R1-CEP 1998-062-
Rev 06 Big 3aTBEPAKEHOIO
BMpo6HMKa XELLIA
PHARMACEUTICALS APS gitouoi
peyosuHK Polymyxini B
(3anponoHoBaHo: R1-CEP 1998-
062-Rev 06)

3a peyenmom

UA/15434/01/01

88.

IEKCMPO

pO34nH ANs iH exuiin, 50
Mr/2 M, N0 2 M B amny/ii;
no 5 amnyn y KOHTYpHii
YapyHKoBili ynakosLj; no 1
KOHTYPHIli YapyHKOBIi
ynakoBLi B nayui

MpAT
"®apmMaueBTnYHa
ipma "OapHuus”

YkpaiHa

MpAT
"papmaLeBTUYHa
hipma "OapHuus”

Ykpaina

BHECEHHS 3MiH O peecTpaLiiHnx
marepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta

hapmakoHarnagy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy dhapmakoHarnagy

(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cucTemy hapmakoHarnsgy,

3MiHa YNOBHOBaXeHOi 0co6H,
BiANOBIfA/IbHOT 32 34iICHEHHS
thapmakoHarnsgy; KOHTakTHoOT
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko

BOHa BifIMiHHa Bif, YNOBHOBaXeHOI

ocobw, BiANOBiAaIbHOI 3a

3a peyenmom

UA/17373/01/01

86




Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

3[jlicHEHHS1 chapMakoHarnsgy
(BK/IHOYAKOUM KOHTAKTHI JaHi)
Ta/ab0 3MiHN Y PO3MILLLEHHI
mMacTep-thaina cuctemm
thapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHYIKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnsag,.
MponoHoBaHa pepakuis: Typok
B'auecnas B'auecnasosuy

89.

AEHIMNIM

MOPOLLOK 151 PO3YNHY
Ans iH'ekuiii no 1000 wmr, 1
oNakoH 3 MOPOLLUKOM Y
KOpOOGLj 3 KAPTOHY

BITA CAH NTA

Benukobput
aHis

Csicc NapeHTepasnc
nra.

IHAja

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHW
Lofo 6e3nekn/ed)eKTMBHOCTI Ta

chapmakoHarnsgy. BeegeHHs abo

3MiHW [0 y3ara/ibHEHUX JaHuX npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy hapmakoHarnsgy,

3MiHa YNMOBHOBaXEHOT 0CO6H,
BignoBigasbHOI 3a 3AjACHEHHSI
thapmakoHarnsgy; KOHTakTHoT
0co6u 3 hapmakoHarnsgy
3aABHUKa A1 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiMiHHA Bif, yNOBHOBa)XEHOI
oco6w, BignoBiAanbHOI 3a
3pjiicHeHHs chapmakoHarnagy
(BK/HOUAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarnagy) - smiHa

YMOBHOBaXEHOT 0CO6Y 3asBHMKA,

BiANOBiAa/IbHOI 3a
hapMakoHarnsng,.

MponoHoBaHa pepakuyisa: Mywkap

Hapjs B'ayecnasiBHa. 3miHa
KOHTaKTHUX OAaHUX YNOBHOBaXEHOI
oco6w, BignoBiAanbHOI 3a
thapmakoHarnag. 3miHa Mmicugs
3[iiCHEHHS OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnagy. 3miHa agpecu
MacTtep-caiina cuctemu
hapMakoHarisgy

3a peuenmom

UA/15339/01/01

90.

AEHIMNIM

MOPOLLOK /151 PO3UNHY
Ans iH'ekuiii no 1000 wmr, 1
¢hn1akoH 3 NOPOLLKOM Y
KOpOG6Lj 3 KAPTOHY

BITA CAH T/,

Benukobput
aHis

Csicc NapeHTepasnc
nra.

IHais

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
dhapmakoHariagy (iHwi 3miHu) -

3a peyenmom

UA/15339/01/01

87




KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

3asiBHUKa

BUPOOGHUKa

OHOB/IEHHS TEKCTY MapKyBaHHS

nocsBi0oYeHHs

ABCTpist

yMakoBKM NMikapCbKoro 3acoby 3
BHECEHHSAM iHdhopMaLi LWwoao
3a3HayYeHHs1 OAVHNLb
BVMIipIOBaHHS y cuctemi Sl.
BHeceHHs 3MiH 40 po3giny
«MapkyBaHHa» MKA 13;
3anponoHosaHo: MAPKYBAHHA
3rigHO 3aTBEPKEHOr0 TEKCTY
MapKyBaHHS. BBeeHHs 3MiH
npoTsarom 3-x MicAuiB nicns
3aTBEPAKEHHS

BHECEHHS 3MiH 4O peecTpauiiHnx

6e3 peyenma

UA/8996/01/01

91.

LNEPMAJPIH

ma3b, 20 mr/r no 20 r abo
no50r,abono 100ry
Ty6i; No 1 Ty6i B KAPTOHHIi
ynakoBLii

dapmaueyTiwe
®abpik MoHTaBIT
M6X

ABCTpIst

dapmaveyTie
habpik MoHTaBIT
M6X

martepianis: 3mMiHU | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarniagy (iHwi 3MiHK) -
OHOB/IEHHSA TEKCTY MapKyBaHHS
yNakoBKM NiKapcbKoro 3acoby 3
BHECEHHSM iHGhopMaLii Woa0
3a3HaYeHHs OAUHULb
BMMIiptOBaHHA y cuctemi Sl
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

92.

IVNBA30/-
OAPHULA

Tabnetku no 20 mr, no 10
Tab1eToK y KOHTYPHii
YapyHKOBIlA ynakosLj, no 1
KOHTYPHIli YapyHKOBIi1
ynakoBLji y nayui; no 10
TabNeTOK Y KOHTYPHUX
YapyHKOBMX ynakoBKax

MpAT
"®apmaueBTnyHa
ipma "OapHuus"

YkpaiHa

MpAT
"PapmavueBTnyHa
hipma "OapHuus”

Ykpaina

BHECEHHS 3MiH 0 peecTpavLinHmx
marepianis: 3MiHU | TUMY - 3MiHK
wofo 6e3snekn/edekTMBHOCTI Ta

hapmakoHarnagy. BeeaeHHs abo

3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy hapmakoHarnagy

(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cucTemy hapmakoHarnsgy,

3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOI 32 3AiiCHEHHS
thapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3asBHUKA 415 34ICHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, YNOBHOBaXeHOI
ocobw, BiANOBiAa/IbHOT 3a
3AjiCHeHHs1 hapmakoHarnagy
(BKHOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarnagy) - 3miHa

YMOBHOBaXEHOI 0CO6V 3as1BHMKA,

BiANOBiAa/bHOI 32
hapmakoHarnsag.
lMponoHoBaHa pepakuis: Typok
B'auecnas B'auecnasoBuy

6e3 peyenma

UA/4780/02/01

93.

DVNKNO®EHAK-
JAPHULA

PO34MH ANA iH'EKLiA, 25
Mmr/mn no 3 M B amny ni;
no 5 amnyn y KOHTYpHii
YapyHKoBIli ynakosLj; no 1
a60 2 KOHTYPHI YapyHKOBI
yNnakoBKM B nauLi

MpAT
"GapmaueBTMyHa
ipma "OapHuus”

YkpaiHa

MpAT
"PapmaueBTnyHa
hipma "JapHuus”

YKkpaiHa

BHECEHHS 3MiH [JO peecTpaLifiHnX
mMarepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edyeKTUBHOCTI Ta

hapmakoHarnsagy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy dhapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHuX
npo cucTemy hapmakoHarnsgy,
3MiHa YNOBHOBaXeHOi 0co6H,
BiANOBIAAILHOT 33 3iICHEHHS
hapmakoHarnagy; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKA 419 3MiACHEHHS
hapmakoHarniagy B YkpaiHi, SKLLO
BOHa BifiMiHHA Bif, yNOBHOBaXeHOI
ocobw, BiANOBIAa/IbHOI 3a
3[jiCHEHHST chapMakoHarsay
(BK/IKOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTep-thaina cuctemm
thapmakoHarnagy) - 3amiHa
YNOBHOBaXEHOI 0COOM 3a51BHMKA,

3a peyenmom

UA/4060/01/01

89




Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

BiANOBIAa/IbHOI 3a
thapmakoHarnsag,.
MponoHoBaHa pepakuis: Typok
B'avecnas B'auecnasosuy

94.

IVNKNODEHAK-
JAPHULA

TabneTku, BKpUTI
060/10HKOI0,
KMLLKOBOPO34MHHI, N0 25
mr; no 10 TabneTok y
KOHTYPHIll YapyHKOBIlA
yNakoBLi; N0 3 KOHTYPHI
YapyHKOBi YNakoBKu y
nauuj

MpAT
"®apmMaLeBTnYHa
ipma "JapHuus”

YKpaiHa

MpAT
"papmaLeBTniHa
ipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHW
Lofo 6e3nekn/edyeKTMBHOCTI Ta

chapmakoHarnsgy. BeegeHHs abo

3MiHW [0 y3arasibHEHUX JaHuX npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy hapmakoHarnsgy,

3MiHa YNMOBHOBaXEHOT 0CO6M,
BignoBigasnbHOI 3a 3AjACHEHHSI
thapmakoHarnsgy; KOHTakTHoT
0co6u 3 hapmakoHarnsgy
3aABHUKa A1 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiMiHHA Bif, YNOBHOBa)XEHOI
oco6w, BignoBiAanbHOI 3a
3pjiicHeHHs chapmakoHarnagy
(BK/HOUAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarnagy) - smiHa

YMOBHOBaXXEHOT 0CO6Y 3as1BHMKA,

BiANOBiAa/IbHOI 3a
hapMakoHarnsng,.
[MponoHoBaHa pepakuin: Typok
B'auecnas B'auecnasoBuy

3a peuenmom

UA/4060/02/01

95.

IVKNO®EH-
renb

renb no 25y T1y6i; no 1
Ty6i y nauui 3 KapToHy

My6niyHe akuioHepHe
TOBapuCTBO "HaykoBo-
BUPOGHNUNIA LEHTP
"BopLuariBcbkuii
Ximiko-
thapmMaueBTUYHUI
3asof”

Ykpaina

My6niuHe
akuioHepHe
TOBapWCTBO

"HaykoBo-

BMPOGHUYMIA LEHTP
"BopLyariBCbkuii
XiMiKO-
thapmaueBTUYHWI
3asofg”

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
martepianis: 3mMiHU | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -

BHECEHHS 3MiH [0 po34iny
“MapkyBaHHA" MKA N13;
3anponoHoBaHo: MapKyBaHHS.
BignosigHoO [0 3aTBEPKEHOTO
TekcTy mapkyBaHHA. OHOBNEHHA
TEKCTY MapKyBaHHs ynakoBKu

NiKapCbKoro 3acoby 3 BHECEHHAM

iHchopmauii LWoao 3a3HaveHHs

OAVHWLb BUMIPIOBaHHS Y CUCTEMI

Sl. BBefleHHs1 3MiH NpoTArom 6-Tu

MicsILiB NicNs 3aTBEPAKEHHSA

6e3 peyenma

UA/1384/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

96.

OVMEAPON-
OAPHULA

Tabnetku no 50 wmr; no 10
Tab1eToK y KOHTYPHii
YapyHKOBIlA ynakosLj; no 1
KOHTYPHIli YapyHKOBIi1
ynakoBLi B mauui; no 10
TabNeTOK Y KOHTYPHUX
YapyHKOBMX ynakoBKax

MpAT
"®apmaueBTnyHa
ipma "OapHuus"

YkpaiHa

MpAT
"PapmavueBTnyHa
hipma "OapHuus”

Ykpaina

BHECEHHS 3MiH 0 peecTpavLinHmx
marepianis: 3MiHU | TUMY - 3MiHK
wofo 6e3snekn/edekTMBHOCTI Ta

hapmakoHarnagy. BeeaeHHs abo

3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy hapmakoHarnagy

(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cucTemy hapmakoHarnsgy,

3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOI 32 3AiiCHEHHS
thapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3asBHUKA 415 34ICHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, YNOBHOBaXeHOI
ocobw, BiANOBiAa/IbHOT 3a
3AjiCHeHHs1 hapmakoHarnagy
(BKHOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarnagy) - 3miHa

YMOBHOBaXEHOI 0CO6V 3as1BHMKA,

BiANOBiAa/bHOI 32
hapmakoHarnsag.
lMponoHoBaHa pepakuis: Typok
B'ayecnas B'auecnasosuy

3a peyenmom

UA/4851/02/03

97.

ANOTIO30N1®

po34nH ANs iHdysil, 2
mr/mn no 100 mn y naswuj
CKNSAHIN; no 1 nnsAwui B
nauuj

MAT "Tanuucapm"

YkpaiHa

MAT "lranuudapm"

YKkpaiHa

BHECEHHS 3MiH [JO peecTpaLifiHnX
marepianis: 3miHu | Tuny -
BHECEHHS 3MiHW Yy peecTpadiliHe
pocbe 13, a came OHOB/IEHHSA
po3giny 3.2.P.7. Cuctema
KOHTeliHep/ 3aKynoproBasibHi
3ac061 Yy 3B'A3KY 3 BHECEHHAM
YTOUYHEHHS po3MipiB (3arasibHa
BMCOTa KOBNayka) Ta po3Lwmpms
AianasoH AonycTUMUX BiAXWUNEHb
po3MipiB (BHYTPIHIi giameTp Ta
30BHILLHIli AiameTp koBnauka) ans
KOBMauKiB aItoMIHIEBMX 3
NIacTVKOBOK HAKAAKOK MapKu
K-3-28 INH BupobHuka "Ctatyc”.
Ockifnbku fianasoH JonyCcTUMuX
BiAXNIEHb OCHOBHMX PO3MIpIB
KOBMaukKiB aNtoMiHIEBUX 3
N1acTMKOBOKO HaKMaAKo Mapkm
K-3-28 MNH 6yB po3wmnpeHnii Ha
MakCMMasibHy BEIMUMHY NnLle Ha
0,6 MM (BHYTpILLHIN giameTp
KOBMayka) a A5 iHWK1X po3Mmipis,

3a peyenmom

UA/11674/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

Ha 0,2-0,4 MM, Ui 3MiHW XXOAHUM
YNHOM He BMVBaOTb Ha AKICTb
3aKynopoBaHHA NSALLOK, L0
BUKOPWCTOBYIOTLCS 4715
BMPOGHMLTBA iHDY3iliHOTO
pO34MHY

98.

ANDNTIOKAH®

Kancynu no 50 mr; no 7
kancyny 6nictepi; no 1
6nicTepy B KAPTOHHiIl
yNakoBLii

MN®ANSEP IHK.

CLIA

dapesa Ambyas

dpaHuis

BHECEHHS 3MiH 4O peecTpauiiHnx
mMatepianis: 3MiHu Il Tuny - 3MiHK
BHECEHO B IHCTPYKLito ANns
MeJMYHOro 3aCTOCYBaHHs
nikapcbkoro 3acoby Ao po3ainy
"B3aemogis 3 iHWMMK NliKapCbKumu
3acob6amu Ta iHWi BUAn
B3aEMOfjii" Ta pegaroBaHo po3gain
"Mo6iyHi peakuii” (oo YacToTH
noBigOMJIEHb NPO NOGIYHI peakui).
BBefeHHs 3MiH NpoTAroM 6-Tu
MicsILLiB NiCNsA 3aTBEPPKEHHS

3a peyenmom

UA/5970/02/01

99.

IVNPMIOKAH®

kancynu no 100 wmr; no 10
kancyny 6nictepi; no 1
6nicTepy B KAPTOHHiIl
ynakoBLi

MOANIEP IHK.

CLA

®dapeBa Ambyas

®paHuis

BHECEHHS 3MiH 40 peecTpaLintHmx
mMatepianis: 3MiHu Il Tuny - 3MiHK
BHECEHO B IHCTPYKL,t0 Ans
MeJMYHOro 3aCTOCYBaHHs
niKapcbkoro 3acoby A0 po3giny
"B3aemogis 3 iHWMMK NliKapCbKuMu
3aco6amu Ta iHWi BUan
B3a€EMOfjii" Ta pegaroBaHo po3gain
"Mo6iyHi peakuyii" (oo YacToTn
noBifZOMIEHb MPO NOGIYHI peakuir).
BBeneHHs 3MiH NpoTAroM 6-Tu
MicsILLiB NiCNs 3aTBEPKEHHSA

3a peyenmom

UA/5970/02/02

100.

OVNDMIOKAH®

Kancynu no 150 wmr; no 1
Kancyni B 6nictepi; no 1
6nicTepy B KAPTOHHiIl
ynakoBLi

MOANIEP IHK.

CLWA

®dapeBa Ambyas

®paHuis

BHECEHHS 3MiH 40 peecTpavlinHmx
mMaTtepianis: 3MiHu Il Tuny - 3MiHK
BHECEHO B IHCTPYKL,it0 ANns
MeJNYHOro 3aCTOCYBaHHs
nNiKapcbkoro 3acoby A0 po3ainy
"B3aemogis 3 iHWMMK NliKapCbKumu
3aco6amu Ta iHLWi BUAn
B3a€EMOfjit" Ta pegarosaHo po3gain
"Mo6iyHi peakuyii" (OO YacToTH
noBiZOMIEHb MPO NOGIYHI peakuir).
BBeneHHs 3MiH NPOTAroM 6-Tu
MicsILiB NicNs 3aTBEPAKEHHS

6e3 peyenma

UA/5970/02/03

101.

ANOTIOKAH®

pO34uH A8 iHQysild, 2
mr/mn, no 50 mn a6o 100
My chnakoHi; no 1
h/1aKoHY B KapTOHHIi
ynakoBLii

M®ANIEP IHK.

CLWA

®dapeBa Ambyas

®paHLis

BHECEHHS 3MiH A0 peecTpalinHmx
MaTtepianis: 3MiHu Il TUny - 3MiHK
BHECEHO B IHCTPYyKL,t0 Ans
MeANYHOr0 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3ainy
"B3aemogis 3 iHWMMK NliKapCbKuMu
3aco6amu Ta iHLi BUan

3a peuyenmom

UA/5970/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

B3aEMOZji" Ta pegaroBaHo po3gin
"Mo6iyHi peakuii" (LWo40 YacToTK
noBigoM/IEHb NPO NOBGIYHI peaku;r).
BBefeHHs 3MiH NpoTarom 6-tu
MicSILLIB NicNs 3aTBEPPKEHHS

102.

OVLIVHOH

PO34nH ANA iH'eKuiid, 250
Mr/2 M1, N0 2 M B amny/ii;
no 50 amMnyn y KapTOHHiiA
Kopoo6ULi

CaHpos

dapmacbioTikans g.4.

CnoBeHisa

Nek
hapMaueBTNyHA
KOoMnaHis 4.4.

CnoseHisi

BHECEHHS 3MiH [JO peecTpaLifiHnX
mMarepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edyeKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) -

BHECEHHS 3MiH 40 po34iny
“MapkyBaHHA" MKA N13;
3anponoHosaHo: MAPKYBAHHA
3rifHO 3 3aTBEPMKEHUM TEKCTOM

MapKyBaHHs. OHOB/IEHHS TEKCTY

MapKyBaHHS YNakoBKW J/liKapCbKOro
3aco6y 3 BHECEHHSM iHGhopMaLii
LLI0A0 3a3HaYeHHSI OANHULb
BMMIptOBaHHA y cuctemi Sl.
BBefeHHs1 3MiH MPOTArom 6-Tu
MiCALiB Nicna 3aTBepIpKEHHS

3a peyenmom

UA/8466/01/01

103.

OIA30/IH-
OAPHULA

Tabnetku no 100 mr, no 10
Tab1eToK Y KOHTYPHIi
YapyHKOBIli ynakoBLj; no 1
KOHTYPHIli YapyHKOBIlA
ynakoBLi B maui

MpAT
"®apmMaueBTnYHa
ipma "OapHuus”

YkpaiHa

MpAT
"papmaLeBTUYHa
hipma "OapHuus”

Ykpaina

BHECEHHS 3MiH O peecTpaLiiHnx
marepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta

hapmakoHarnagy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy hapmakoHarnagy

(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cucTemy hapmakoHarnsgy,

3MiHa YNOBHOBaXeHOi 0co6H,
BiANOBIAA/ILHOT 32 3iICHEHHS
thapmakoHarnsgy; KOHTakTHoOT
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BifIMiHHa Bif, yNOBHOBaXeHOI
ocobw, BigNOBiAabHOT 3a
3[jicCHeHHs hapmakoHarnagy
(BK/IHOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTtep-caiina cuctemun
thapmakoHarnagy) - amiHa

YMOBHOBaXEHOT 0CO6V 3asBHMKA,

BiANOBIAA/IbHOI 32
hapmakoHarnag,.
MponoHoBaHa pepakuis: Typok
B'ayecnas B'auecnaBoBuy

6e3 peyenma

UA/0278/01/01

104.

AIAMPA3O0N

niodpinizaT Ana po3umHy
Anst iH'ekuii no 40 mr, 1

M.BioTek NlimiTeq

Benvka
BpuTtaHis

HAMPO/, NAVN®
CAEHCEC MBT.

IHais

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUNY - 3MiHK

3a peyenmom

UA/12181/01/01

93




Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
oNakoH 3 MOPOLLUKOM y nTa ofo 6e3nekn/ed)eKkTMBHOCTI Ta
nauuj 3 KapToHy thapmakoHarnsgy (iHwi 3MiHn) -
OHOB/IEHHSA TEKCTY MapKyBaHHS
yMakoBKM MiKapCcbKoro 3acoby 3
BHECEHHSM iHchopMallii Lwoao
3a3HaYeHHs OAUHULb
BVMIptOBaHHA y cuctemi Sl.
BHeceHHs 3MiH fo po3giny
«MapkyBaHHs» MKA N13;
3anpornoHosaHo: MAPKYBAHHA
3rigHO 3aTBEPLKEHOrO TEKCTY
MapKyBaHHS. BBeAeHHs 3MiH
npoTArom 6-x MicAuiB nicns
3aTBEPAKEHHS
105. | AIA®OPMIH® TabneTkun, BKPUTI AT "®apmak” YkpaiHa FOCB MpaiisiT IHAisA BHECEHHS 3MiH O peecTpaLifiHnX - UA/11856/02/01
NAiBKOBOK 060J1I0HKOHD, MO Nimiteq marepianis: 3miHu | Tuny -
1000 wr in bulk: no 10 AJMiHICTpaTVBHI 3MiHK. 3MiHa
TabneTok y 6nictepi; no HaliMeHyBaHHA Ta/abo agpecu
100 6nicTepiB y kopobu,i 3as1BHMKa (B/1acHMKa
peecTpaLiiHOro NocBigYEHHS).
3MiHa HaliMeHyBaHHA Ta agpecu
3as1BHMKa (B/1acHMKa
peecTpaujiiiHoro NocBig4YeHHs)
106. | AYIOKCUH® Kancynum KULLKOBOPO3UNHHI TOB "ACIHO YkpaiHa Na6opaTtopioc IcnaHis BHECEHHS 3MiH 40 peecTpaLiinHmx 3a peyenmom UA/17667/01/01
TBepai no 30 mr; no 7 YKPAIHA" HopwmoH, C.A. marepianis: 3MiHu | TUny -
kancyny 6nictepi; no 1 nogaHHa oHossieHoro CEP Ne R1-
abo 4 6nictepu B CEP 2012-118-Rev 00 gns A®l
KapTOHHIM navui [lynokceTuHy rigpoxnopug Big Bxe
3aTBEPKEHOr0 BUPOGHUKA
«Alembic Pharmaceuticals
Limited», IHgjs
107. | AYNNOKCUH® Kancynu KULLKOBOPO3UNHHI TOB "ACIHO YkpaiHa Na6opaTtopioc IcnaHis BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/17667/01/02
TBepaAi no 60 mr; no 7 YKPAIHA" HopmoH, C.A. marepianis: 3MmiHu | Tuny -
kancyny 6nictepi; no 4 nogaHHa oHoeneHoro CEP Ne R1-
6nicTepn B KAPTOHHIi CEP 2012-118-Rev 00 ana A®l
nauuj [lynokceTuHy rigpoxnopug Big Bxe
3aTBEPKEHOr0 BUPOGHUKA
«Alembic Pharmaceuticals
Limited», IHgis
108. | AYOOAPT kancynu TBepgi no 0,5 nakcoCmiTKnsiiH Benvka KataneHT [xepmeHi HimeuunHa BHECEHHS 3MiH A0 peecTpalinHmx 3a peyenmom UA/13330/01/01
mr/0,4 mr; no 30 a6o no 90 Ekcnopt NimiTeq, BpuTaHis WopHaopd M6X martepianis: 3miHu | Tuny -

Kancyn y cpiakoHi; no 1
h/1aKOHY B KapTOHHIi
Kopoobui

peecTpaLisi 0AATKOBOrO
BMPOGHMWKA HaMiBNPOAYKTY ANs
N3 - Aytactepuay -
nakcoCmiTKnsaiiH
PapmacboTVKan3
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs

(GlaxoSmithKline
Pharmaceuticals), MonbLa; 3miHun
| TMNY - AoAaBaHHA OifbHUL, Ha
AKil 30iACHIOETbCA
KOHTpPO/b/BMNpOGYBaHHSA cepil
HanisnpoAykty ons M3 -
[OyTtacTtepuay - FnakcoCMmiTKnsiH
dapmacboTrKans, MNonbLa
(GlaxoSmithKline Pharmaceuticals
S.A., UL.Grunwaldzka 189, 60-322
Poznan, Poland); 3miHu | Tuny -
3anponoHoBaHi He3HaYHi 3MiHW Y
BMPOGHMLITBI HANIBNPOAYKTY ANA
N3 - Oytactepuay: - Ans
NPUroTyBaHHS XenaTuHy cant y
Mo3HaHi BUKOPUCTOBYE OKCUJ,
3anisa B rnigepuHi 100% (1: 2); -
Mig, yac NpUroTyBaHHA 3a/IMBHOIO
PO3unHy Ha caliTi y Mo3HaHi
[Oeaepauis nig BakyyMoM He
noTpibHa; NPONOHYETLCA [0AATU
3HOCKY [10 3apEECTPOBAHOIO B
[AaHuii yac onvcy npouecy ans
NOSAICHEHHS Lboro. - Komnais
Xoue [0AaTN HacTynHe 40
3apeecTpoBaHoi iHchopmalii woao
npouecy CyLiHHA: «Haanmwku
MacTuna MoxyTb B6yTu BUuganeHi i3
30BHILUHbLOT NOBEPXHI
Hanisnpoaykty ansa M3 —
[LyTtactepugy»; 3miHu | Tuny -
3MiHa po3mipy napTii gns
BMPOGHMUTBA M'SAKOT XXeNnaTUHOBOT
Kancysu, Lo BUKOPUCTOBYETHLCS
[NS1 BUTOTOB/IEHHSA NPOMiXXHOTO
NPOAYKTY rOTOBOrO NPOAYKTY; -
KomnaHisi nponoHye
3apeecTpyBaTy NapTito po3mMipoM
300 kr Ta 600 Kr (3aCTOCOBYETLCSA
y Mo3HaHi) pasom i3
3apeecTPoOBaHO0 Ha CbOroAHi
napTieto po3mipom 243 kr
(3acTocoByeTbCA y KataneHTi) ans
NPUroTyBaHHA M'AKUX
XenaTuHoBMX kancysn. Po3mipu
naprii Baroto 300 i 600 kr
BiJOOpakatoTb TEXHIYHI
MOX/IMBOCTI 06N1afIHaHHS, sike € B
Mo3HaHi Ha micui BupobHuyTBa. Ll
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
pO3Mmipuv napTii 3HaxoAATbCA B

mexax 10-kpaTHoro gianasoHy
3apeecTpoBaHoOro B faHnin Yac
po3mipy naprii. - OHoBneHa
Tabnuus popmynu naprii, Ska
MICTUTb AeTani WoAo KifbKOCTi
300 kr Ta 600 Kr, Ta nonpaskun [0
NPUMITOK OMUCy BUPOBGHMLTBA Y
Mo3HaHi. - logaHo NpUMITKy oNs
YTOYHEHHS, Wwo Mo3HaHb, Monbwa
6yae BMpPOGNSATH NivLle po3mip
napTii Baroto 600 kr ans
XenaTVHOBOro po3unHy; KataneHt
MOXe BUroTOBMATU NapTil
po3mipom 201 kr i 600 Kr; 3miHu |
TUMY - 3aMiHa TECTY OfHOPIAHICTb
BMICTy Ha OfHOPIgHICTb
[o30BaHux oguHuus (Ph.Eur
2.9.40) y cneuunddikauii gns
HaniBnpoaykty ans M3 -
OytacTtepuay;
3MiHW | TUMY - He3HauHe
OHOBJIEHHS 10 aHANITUYHOT
npoueaypu 4ns HaniBNpoaykTy
ana MN3 - fytactepugy. Komnaxis
X0ue 3anpoBafnT MeTaHon AK
aNbTepPHaTUBHUI PO3UMHHUK, LLIO
BMKOPWCTOBYETLCS HA NEPLLOMY
eTani NpMroTyBaHHA CTaHAapPTHUX
PEYOBVH A5 HACTYNHUX
npoueayp: - laeHTudikayis, Bmict
Ta OAHOPIAHICTb BMICTY
ayTtacTepuay B HaniBnpoAykTi Ans
N3 - Aytactepuay MeToLoM
BEPX. - BmicT i iaeHTudikau,is
6yTUAriApoKCUTONYONY Y
HaniBnpoaykTi gnsa M3 -
AytacTtepuay metogom BEPX;
3MiHM | TUNY - 3a9BHUK 6axae
3apeecTpyBaTyl OHOBJ/IEHHS
3apeecTpoBaHux getanei, Wwob
BignoBigaT OHOBMEHUM
[Ounpektnsam Paam wono
hapbyBasibHOro matepiasy Ta
KpUTEpIiB UNCTOTU AONOMDKHOT
PEeYOBUHM OKCKay 3ani3a, SKui
BUKOPVCTOBYETLCA Y BUPOOHULITBI
HanisnpoAykty ons M3 -
[lyTactepugy Ta okcuay TUTaHy,
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

okcuay 3anisa yepBoHoro, FD & C
Yellow 6, W0 BMKOPVCTOBYOTbCA
npu BUPOBHULITBI FiNPOMENIO3HUX

060/10HOK Karncyn. Takox

BiiOYBaETLCA OHOB/IEHHS PO3Ainy

LLLOZI0 KOHTPOSII0 JOMNOMIKHUX
PEYOBWH, W06 YTOUYHNTH, LLO
cneuudikauis Ha okcug 3asisa B
rniuepuHi 85% 3acToCOBYETLCA
nuwe Jo npugdaHoro matepiany,
a He A/19 BHYTPILUHbOrO
npuroToBaHoOro matepiany, ge
BVKOPVICTOBYETLCS CYMICHWIA
piBeHb rniuepvHy 100%; 3MiHu |
TMNYy - 3a8BHUK Bakae
3apeectpyBatn CepTtudpikatm
npugatHocTi (CEP) ans
xenatuHy: R1-CEP 2002-021-Rev
03; R1-CEP 2003-178-Rev 02;
R1-CEP 2002-150-Rev 01; R1-
CEP 2008-039-Rev 00; 3miHu |
TUMY - 3a8BHUK 6axae
3apeectpyBatu CepTudpikatu
npugatHocTi (CEP) ans
xenatuHy: R1-CEP 2002-021-Rev
03; R1-CEP 2003-178-Rev 02;
R1-CEP 2002-150-Rev 01; R1-
CEP 2008-039-Rev 00; 3miHK |
™My - 3a8BHUK Gakae
3apeectpyBatu CepTtudpikatu
npugatHocti (CEP) ansa
xenaTtuHy: R1-CEP 2002-021-Rev
03; R1-CEP 2003-178-Rev 02;
R1-CEP 2002-150-Rev 01; R1-
CEP 2008-039-Rev 00; 3miHu |
TMNYy - 3a8BHUK Bakae
3apeectpyBatn CepTtudpikatm
npugatHocTi (CEP) ans
xenatuHy: R1-CEP2002-021-Rev
03; R1-CEP 2003-178-Rev 02;
R1-CEP 2002-150-Rev 01; R1-
CEP 2008-039-Rev 00

109.

E3OMAINC

TabneTku
racTpopesncTeHTHi, no 20
Mr 10 7 TabneTok y
6nictepi; no 2 6nictepn y
KapTOHHIA KOpoo6Li

FETEPO IAB3
NIMITEA

IHgis

leTepo /1ab3
Nimiteq

IHais

BHECEHHS 3MiH 4O peecTpauiiHnx
martepianis: 3mMiHU | TUNY - 3MiHK
wofo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarniagy (iHwi 3MiHK) -

BHECEeHHS 3MiH [0 po34iny
“MapkyBaHHA" MKA J13:
3anpornoHosaHo: MAPKVPOBKA B

3a peyenmom

UA/15735/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

COOTBETCTBUW C YTBEPXKAEHHBIM
TEKCTOM MapK1MpoBku. OHOB/IEHHS
TEKCTY MapKyBaHHS yNakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmauii LWoao 3a3HaueHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BBeEeHHS 3MiH NpOTArom 6-Tu
MicsILLIB Nicns 3aTBEPPKEHHS

110.

E3OMAINC

TabneTku
racTpopesncTeHTHi, no 40
Mr no 7 TabneTtok y
6nictepi; no 2 6nictepn y
KapTOHHI KOpooLj

FETEPO JIAB3
NMITEL

IHAis

leTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH [JO peecTpaLifiHnX
mMarepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) -

BHECEHHS 3MiH 40 po34iny
“MapkyBaHHA" MKA N13:
3anponoHosaHo: MAPKVIPOBKA B
COOTBETCTBUU C YTBEPXKAEHHBIM
TEKCTOM MapK1MpoBku. OHOB/IEHHS
TEKCTYy MapKyBaHHs ynakoBKu

NiKapCcbKoro 3acoby 3 BHECEHHAM

iHbopMmauii Wwoao 3a3HavYeHHsA

OAVHNLb BUMIPIOBaHHSA Y CUCTEMI

Sl. BBeieHHs1 3MiH NpoTArom 6-Tn

MiCALiB Nicna 3aTBepIpKEHHS

3a peyenmom

UA/15735/01/02

111.

EMOTOH

TabneTkun, BKPUTI
NNiBKOBOK 060/10HKOI0, NO
50 mr; no 10 TabneTok y
6nicTepi, no 3 6nictepu 'y
KapTOHHIM navui

TOB "Epcenb dapma
YkpaiHa"

YkpaiHa

ATnaHTik Papma —
MpopaycoeLu
dapmaceyTikaLl,
C.A.

MopTyranin

BHECEHHS 3MiH O peecTpaLiiHnx
marepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) -
BHECEHHS 3MiH 40 po3ainy MKSA:
Mapkunposka
HoBa pegaxuis Mapkmposka
CornacHo yTBepXxaeHHOMY TEKCTy
MapK1poBKku. OHOBNEHHS TEKCTY
MapKyBaHHS YMakoBKV NiKapcbkoro
3ac06y 3 BHECEHHAM iHchopmalii
LLOA0 3a3HaYEHHS OAVHNLb
BMMiptoBaHHSA y cuctemi Sl

3a peyenmom

UA/15643/01/01

112.

EMOTOH

TabneTku, BKpUTI
NNiBKOBOK 060/10HKOHD, MO
100 wmr; no 10 TabneTok y
6nicTepi, no 3 6rictepu 'y
KapTOHHII nayi

TOB "Epcenb ®apma
YkpaiHa"

Ykpaina

ATnaHTik ®apma —
MNpoaycoeLu
dapmaceyTikal,
C.A.

MopTyranis

BHECEHHS 3MiH 40 peecTpaLinHmx
martepianis: 3MiHU | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
BHECEHHS 3MiH [0 po3ainy MKA:

MapkmpoBka
HoBa pegaxuis MapkmpoBka

CornacHo yTBepXaeHHOMY TeKCTy

MapKMpPOBKN. OHOB/IEHHS TEKCTY
MapKyBaHHS YMakoBKV NikapcbKoro
3aco0by 3 BHECEHHSAM iHdhopMauii
LLI0AO 3a3HaYeHHS OANHULb
BMMIpIOBaHHS y cuctemi Sl

3a peyenmom

UA/15643/01/02
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

113.

EMTPILUATABI
H TEHO®OBIP

TabneTku, BKPUTI
060/10HKO0, No 30
TabneTok y KOHTeliHepi; no
1 KOHTelHepy B KApTOHHIl
KopooLi

FETEPO JIAB3
NIMITEL

IHgis

FETEPO JIAB3
NIMITEL

IHais

BHECEHHS 3MiH 0 peecTpavLinHmx
marepianis: 3MiHU | TUMY - 3MiHK
wofo 6e3snekn/edekTMBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) -
OHOBJIEHHSA TEKCTY MapKyBaHHS
yNaKoBKM NiKapcbKoro 3acoby 3

BHECEHHSM iHghopMaLii Woa0
3a3HaYeHHs OAUHULL
BUMIpIOBaHHA y cuctemi Sl.

OHOBNEHHA BXe 3aTBEPKEHOTO
TEKCTY MapKyBaHHS, BHECEHHS
3MiH 40 po3giny “MapkyBaHHs"

MK#A /13: 3anponoHoBaHo:
MapkvpoBKa. B cooTBeTcTBUK C
yTBEPXAEHHbLIM TEKCTOM
MapKMpoBKW. BBefeHHs 3MiH
npoTArom 6-x MicAUiB nicns
3aTBEPAKEHHS

3a peyenmom

UA/13859/01/01

114.

EMTPIUNTABI
H TEHO®OBIP

TabneTkn, BKPUTI
060/10HKOH, in bulk: no
1000 Tabnetok y
KOHTeliHepi

FETEPO /IAB3
NIMITEA

IHgis

FETEPO JIAB3
NIMITES

IHais

BHECEHHS 3MiH 4O peecTpauiiHnx
martepianis: 3mMiHU | TUNY - 3MiHK
oo 6e3snekn/edekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHK) -
OHOB/IEHHSA TEKCTY MapKyBaHHS
yNakoBKM NiKapcbKoro 3acoby 3

BHECEHHSM iHGhopMaLii Woa0
3a3HaYeHHs OAUHULb
BMMIptOBaHHA y cuctemi Sl.
OHOB/IEHHS BXe 3aTBEPKEHOro
TeKCTy MapkyBaHHsi no 1000

TabneToK y KoHTeliHepi (BHECEHHS

no3HavyeHb OAVHNLb

BUMIPIOBaHHS, 3 BUKOPUCTaHHAM

niTep natuHcbKoro andasity,

TOLLLO); BHECEHHS 3MiH 0 po34iny

“MapkyBaHHA" MKA N13:
3anponoHOBaHO: MapkvpoBka. B
COOTBETCTBUW C YTBEPXKAEHHBIM

TEKCTOM MapKVIpOBKM.
MapkupoBka Ana Npoaykuum in

bulk B cootBeTcTBUK C

YTBEPXAEHHbIM TEKCTOM

MapK1poBKW, KOTOPbIV

npunaraetcs. BeefieHHA 3MiH
NpOTArom 6-X MicALiB nicas
3aTBEPAKEHHS

UA/13858/01/01

115.

EHANAMPUN-
JAPHULA

Tabnetku no 10 wmr, no 10
Tab/1eTOK Y KOHTYPHIi

MpAT
"PapmaueBTMyHa

YKpaina

MpAT
"PapmaueBTuyHa

YkpaiHa

BHECEHHS 3MiH A0 peecTpavLintHmx
mMarepianis: 3MiHK | TUNy - 3MiHK

3a peyenmom

UA/9020/01/01
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Ne

Hassa

n/n

JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)
YapyHKOBIV ynakosLyj; no 2

3asBHUK

thipma "apHnug"

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

116.

EHANO3NA®

KOHTYPHi YapyHKOBI
yNakoBKKW y navl

thipma "AapHnus"

Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHNX AaHuX Npo

cuctemy chapmakoHarnsgy

(BBEAEHHSA y3ara/lbHEHVX AaHUX

npo cucTemy chapmakoHarnsgy,

3MiHa yNOBHOB&XeHOi 0cobu,

BiANoBiga/bHOI 3a 3MjACHEHHSI

hapmMakoHarnagy; KOHTaKTHoI
ocobu 3 hapmakoHarnagy
3asiBHMKA AN 34iCHEeHHS
hapmakoHarnagy B YkpaiHi, kLo
BOHa BiIMiHHa Bif, yNTOBHOB&X€EHOI
oco6w, BignoBiAabHOI 3a
3[jicCHeHHs1 hapMakoHarnagy
(BK/IHOYAKOYUMN KOHTaKTHI JaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnagy) - smiHa
YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAALHOT 32
hapMakoHarnag.
lMponoHoBaHa pepakuis: Typok
B'ayecnas B'auecnaBosuy

117.

12,5

EHANO3NI®

Tabnetkun no 10 TabneTok
y 6nicTepi; no 2 abo no 3
6nicTepy B nay 3
KapTOHY

Tabnetkn no 10 TabneTok

AT "dapmak"

Ykpaina

MAT "dapmak”

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiiHnx
MaTepianis: 3MiHU | TUMY - 3MiHK 3
AKocTi. FOTOBMIA Nikapcbkuii 3aci6.
3MiHM Y BUPOOHMLTBI. 3MiHa
po3Mipy cepii (Bk/ItoYaoun
[nOiana3oH po3Mipy cepil) roToBoro
NiKapCbKoro 3acoby (36i/IbLUEHHS
00 10 pasiB NOpPiBHAHO i3
3aTBEPHKEHUM PO3MIPOM) -
BBE[leHHS [10AaTKOBOro pO3mipy
cepii roToBOro /ikapcbkoro
3acoby; 3anponoHosaHo: 159,00 kr
(1060 Tuc. Tabnetok); 300,00 kr
(2000 Tuc. Tabnetok); 477,00 kr
(3180,0 TuC. TabneTok)

3a peyenmom

UA/0702/01/01

25

y 6nicTepi; no 2 a6o 3
6nictepn y nayui 3
KapTOHY

AT "®dapmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
MaTepianis: 3MiHU | TUMY - 3MiHK 3
AKocTi. FOTOBMIA Nikapcbkuii 3aci6.
3MiHu y BUPOGHMLTBI. 3MiHa
po3Mipy cepii (Bk/toYaoUn
Aiana3oH po3Mipy cepii) rotoBoro
nikapcbKoro 3acoby (36inbLeHHs
00 10 pasiB NOpPiBHAHO i3

3a peyenmom

3aTBEPHKEHUM PO3MIPOM) -

UA/5568/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
BBEJEHHSI OAATKOBOro po3mipy
cepii roToBOro NMikapcbKoro
3acoby; 3anponoHoBaHo: 159,00 kr
(560 Tuc. Tabnetok); 300,00 kr
(1000 Tuc. Tabnetok); 477,00 kr
(1590,0 Tnc. TabneTok)
118. | EHAO®A/NbK MOPOLLOK A1 OPa/IbHOIO [p. danbk Papma HimeuunHa BignosigansHuii 3a HimeuunHa/ BHECEHHS 3MiH 4O peecTpauiiHnx 6e3 peyenma UA/4197/01/01
po34unHy no 55,318 r rM6X BWMYCK Cepiii ITanis mMartepianis: 3MiHu | Tuny - 3MiHK 3

NOPOLLKY Y NakeTi; no 6
nakeTiB y KOpobu,i 3
KapToHy

KiHLLeBOro NpoayKTy
Ta anbTepHaTMBHE
BTOpPUHHE
nakyBaHHS:

Op. ®anbk dapma
'vm6X, HimeuunHa;
B1po6HMKn
[,030BaHOi hopmu,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs:
JNlo3zaH ®apma M'M6X,
HimeuuunHa;
Knoke ®apma-
Cepgic 'M6X,
HimeuuunHa;
C.LILT. c.p.n.
Cepsisio
IHTepHaujioHane,
ITanisa

akocTi. CepTudikat
BignosigHocTI/IE-cepTucpikar
BiANOBIAHOCTI EBpoNechbkili
hapmakonei/moHorpadii.
[MogaHHA HOBOrO abo OHOB/IEHOTO
cepTudpikaTa BignosigHocTi abo
BUyYEHHS cepTudikata
BiAMOBIAHOCTI €EBpONENCHKIl
thapmakonei: gna A®l; ans
BUXifHOrO
marepiany/peareHTy/nPoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpo6HULTBI ADI; Ans
[L,OMOMDKHOT PEYOBUHM
(cepTudpikat BignosigHOCTI
€Bponeiicbkiii hapmakoner) -
OHoBneHwnin cepTudikar Big yxe
3aTBEPAKEHOrO BUPOOHMKA -
MoAaHHA OHOBMEHOTO
cepTudikaTa BignoBigHoCTI
€Bponeiicbkiit hapmakonei Ne R1-
CEP 2004-252-Rev 01
(3aTBepmxeHo: R1-CEP 2004-252-
Rev 00) ans gito4oi peyoBrHU
Sodium hydrogen carbonate Big
BXe 3aTBEepPPKEHOro BUPO6HNKa,
AKWIA 3MiHMB Ha3By Ha SOLVAY
OPERATIONS FRANCE, ®paHLuis
(3aTBepmkeHo: Solvay Carbonate
France, ®paHuis); 3miHu | TUny -
3MiHK 3 akocTi. CepTudcikar
BignosigHocTI/IE-cepTucpikar
BiANOBIAHOCTI EBpoONechbkili
hapmakonei/moHorpadii.
[MogaHHA HOBOrO abo OHOB/IEHOTO
cepTudpikaTa BignosigHocTi abo
BUyYEHHS cepTudikata
BiAMOBIAHOCTI €EBpONENCHKIl
thapmakonei: gna A®l; ans
BUXifHOrO
marepiany/peareHTy/npoMiXHOro
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs

NpPOAyKTY, L0 BUKOPUCTOBYIOTLCSA
y BUPOGHULUTBI A®I; ans
[L0MOMDKHOT peYOBUHU
(cepTudhikaT BigNOBIAHOCTI
€Bponeiicbkiin hapmakonei) -
OHoB/EHWIA cepTUdikaT Bif yxe
3aTBEPKEHOrO BUPOGHYKA -
MogaHHA OHOBIEHOTO
cepTudikaTa BignoBigHOCTI
€sponeiicbkin hapmakonei Ne R1-
CEP 2001-435-Rev 01
(3aTBepmxeHo: R1-CEP 2001-435-
Rev 00) ans gito4oi pevoBmHU
Potassium chloride Big Bxe
3aTBepxeHoro BupobHuka Klinge
Chemicals Ltd., BenvkobputaHis;
3MiHM | TUnY - 3MiHK 3 AKOCTI.
CepTudpikat BignosigHOCTI/TE-
cepTudikat BiANOBIAHOCTI
€Bponeiicbkii
thapmakonei/MoHorpadii.
MoaaHHA HoBOro abo OHOBMIEHOTO
cepTudpikaTa BignosigHocTi abo
BW/IyUYEHHS cepTudikaTa
BIANOBIAHOCTI EBpONenchbkili
thapmakonei: ans A®l; ans
BUXiAHOIO
martepiany/peareHTy/nPoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpo6HULTBI API; Ans
[0MOMIXHOT pEYOBUHN
(cepTudpikaT BignoBigHOCTI
€Bponeiicbkii hapmakonei) -
OHoBreHuii cepTudikar Bif yxe
3aTBEPKEHOr0 BUPOGHMKA -
MogaHHA OHOBMEHOrO
cepTudiikaTa BignoBiAHOCTI
€Bponeiicbkiin hapmakonei Ne R1-
CEP 2002-180-Rev 03
(3atBepmxeHo: R1-CEP 2002-180-
Rev 02) ans gitovoi pevoBmHU
Macrogols Type 3350 Big Bxe
3aTBEPKEHOIO BUPOGHMKA
CLARIANT PRODUKTE
(DEUTSCHLAND) GMBH,
HimeuunHa; 3miHu | Tuny -
AZMiHICTPaTMBHI 3MiHU.
BunyyeHHs BUPOOGHMYOT AinbHULL
(BKrovatoum ginbHuui ans Adl,
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Ne

Hassa

n/n

JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

119.

EPIrOLETAN

MPOMDKHOro NPoAyKTy abo
roTOBOrO /likapCcbKOro 3acoby,
LOinbHUL oNS NPOBefeHHS
nakyBaHHs, BUPOBHYKa,
BiANOBIAA/ILHOIO 3a BUMNYCK Cepil,
MicLie NPOBEeAEHHSA KOHTPO/IO
cepii) abo nocTavasibHMKa
BMXiQHOrO Matepiany, peareHty
ab0 AONOMDKHOT PeyOBUHU (SIKLLLO
3a3HayeHo y [0CbE) - BunyyeHHs
BMPOGHMWYOT AinbHNLI ADI HaTpito
xnopug Merk KG, HimeuunHa;
3MiHW | TUny - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu 3asBHUKaA
(BnacHvika peecTtpaujinHoro
nocBigYeHHs) - 3MiHa agpecu
3aaBHMKa; 3MiHK | TUny -
AAMiIHICTpaTMBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
MicLSi MPOBAMKEHHS AisNIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbKoro 3acoby, BKIOYaK4n
AinbHULI BUNYycKy cepii abo micue
NpOoBeAEHHSI KOHTPOJIO SIKOCTI.
(misnbHicTb, 3a AKy BignoBigae
BUPOGHMK/IMIOPTEP, BKIOYAOUN
BUMYCK Cepiii) - MNpuBeaeHHs
afpecu BUpobHuika,
BiANOBiAA/ILHOrO 3a BUMNYCK cepiit
«[ip.®anbk Papma MMOEX»,
HimeuyuunHa, y BignoBigHicTb [0
mMartepianis BUpO6HUKa

TabneTkn, BKPUTI
NNiBKOBOK 06GOMOHKOM NO
5 mr no 10 Tabnetok y
6nictepi, no 1 a6o 3
6nicTepn y nauui

AT "KVTBCBKIAT
BITAMIHHWA
3ABOS"

Ykpaina

AT "KVTBCBKIT
BITAMIHHW
3ABOJ"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiiHnx
marepianis: 3miHu | TUny -
He3HauHi 3MiHM Yy MeTofax

BMNPo6yBaHHS A®| 32 MOKa3HMKOM

«CynpoBigHi JOMILLKM», a came

BBE/IEHHSI B PO3UYMHU NOPIBHAHHSA

(,c) ®C3 ADY JleBOLETUPUSNHY

avrigpoxnopuay, LWo He BNnBae

Ha 3MiHW MeTO/iB KOHTPOJIIO Ta Ha

iHTepnpeTaLito OTPUMaHNX JaHWUX;

3MiHU | TUNY - He3HaYHI 3MiHN Y

mMeTofax BunpobysaHHs 13 3a
nokasHNKom «CynpoBigHi

[LOMILLKM», a caMe B PO34MHMN
nopiBHAHHA (a) BBEAEHO

IbTEPHATVBHWI CTaHAAPTHUI

6e3 peyenma

UA/17457/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
3pa3ok ®C3 Py
JleBoLETVPU3NHY AWriapoxnopuay,
LL|0 A,O3BO/ISAE ONTUMI3yBaTU
NpoBeAEHHS KOHTPOJIHO.
HopMyBaHHS NOKa3HWKIB SKOCTI
3a/IMLLIKI0Ch 6€3 3MiH
120. | EPO/IIH® Tabnetku no 10 mr; no 5 3AT dapmaueBTUUHWIA YropwmHa 3AT YropwmHa BHECEHHS 3MiH 4O peecTpauiiHnx 6e3 peyenma UA/6527/02/01
abo 10 TabneTok y 3aBog, ElC dapmaueBTU4HNI mMaTtepianis: TeXHIYHa NoMusIKa
6nicTepi; no 1 6nictepy B 3asof ElC (3rigHo Haka3y MO3 Big,
KapTOHHI kopo6uj; no 10 23.07.2015 Ne 460) - BunpaBaeHo
Tabnetok y 6nictepi; no 3 TEXHIYHY NOMWJIKY Y TEKCTi
6nicTepy B KAPTOHHIl MapKyBaHHS BTOPVHHOT yNakoBKW
nauui NiKapcbKoro 3acooby:
3anpornoHoBaHo: 14. KATEIOPIA
BIANYCKY Bes pevenTa.
3a3HayeHe Bunpas/ieHHA
Bignosigae marepianam
peecTpaLiiHoro Aocbe
121. | ECNA- MOPOLLIOK A1 OpasIbHOro Ecnapma M'm6X HimeuunHa ecnapma dapma HimeuunHa BHECEHHS 3MiH 0 peecTpaliiiHux | 3a peyenmom UA/14782/01/01
DPOLNH® po3uunHy no 3000 Cepgices 'M6X, marepianis: 3miHu | TUny -
Mr/nakeT; no 8 r MopoLLKY HimeuunHa nogaHHs Hosoro CepTudikarty
(3000 wmr gitoyoi (BTOPUHHE BiANOBIAHOCTI EBpONenchbkili
peyoBuHM) y nakeTi; no 1 nakyBaHHs); thapmakonei Ne RO-CEP 2015-
nakeTy B KapPTOHHiIl Ninpgochapm MméX, 289-Rev 02 ans Aito4oi pevoBuHN
ynakoBLi HimeuunHa chocdhomilyHy TpoMeTamorny Big,
(BMPOGHMLTBO HoBOro BMpo6Huka F.I.S. Fabbrica
Hepo3acosaHoro Italiana Sintetici S.p.A. fo Bxe
NPOAYKTY, NepBUHHE 3atBep/xeHoro Interquim, S.A.,
nakyBaHHs, de C.V., Mekcuka
BTOPWHHE
nakyBaHHs,
KOHTPO/Ib SIKOCTI,
BUMNYCK cepii)
122. | E®CTAT TabneTkun, BKpUTI MpAT YkpaiHa xeHecapm CA Mpevis BHECEHHS 3MiH 40 peecTpauliiHux | 3a peyenmom UA/17530/01/01
NNiBKOBOK 060/10HKOID, MO "®apmMaueBTNYHa mMaTtepianis: 3MiHu Il Tuny - 3MiHK
80 wr; no 14 TabneTtok y pipma "OapHuus” oo 6e3nekn/edeKTMBHOCTI Ta
6nicTepi; no 2 6rictepu B hapmakoHarnsagy. [Hwi 3miHu, ki
KapTOHHII nayi He BBIlLLN Yy Lield po3ain, ski
BK/IOYAKOTb NOAAHHA pe3ynbTaTiB
JocnifpKeHb 40 KOMNETEHTHOTO
opraHy - noAaHHs 3BiTy Npo
[OKMiHIYHI gocnigpkeHHs (Joaatok
29) Ta 3BiTy MPO K/iHIYHi
pocnipkeHns (Jopatok 30) ans
noAasbLol ny6aikauii ix Ha
odpiyitHomy canti MO3 Ykpainu
123. | E®CTAT TabneTku, BKPUTI MpAT YkpaiHa xeHechapm CA Mpeuis BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/17530/01/02
N/1iBKOBOK 060J1I0HKOK, MO "®apmavleBTuyHa marepianis: 3miHu |l TMNY - 3MiHW
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

120 mr; no 14 TabneTok y
6nicTepi; no 2 6rictepu B
KapTOHHII nayui

thipma "apHnug"

Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. IHwi 3miHu, sk
He BBIlLLN y Lield po3ain, ski
BK/IOYAOTb NOAAHHA pe3ynbTaTiB
JocnifpKeHb A0 KOMNETEHTHOTO
opraHy - NoAaHHs 3BiTy Npo
[JOKMiHIYHI gocnigpkeHHs (Joaatok
29) Ta 3BiTy MPO K/iHIYHi
pocnipkeHns (Jopatok 30) ans
noAasibLol ny6aikauii ix Ha
odpiyitHomy canti MO3 YkpaiHu

124.

SNPOMUH

TabneTkun, BKPUTI
NNiBKOBOK 060/0HKOI0, MO
500 mr no 3 TabneTkm y
6nicTepi, no 1 6nictepy B
KapTOHHI KOpooLj

YOPAL, MEAVULH
NIMITEL,

Benuka
BpuTaHis

Biochapma lnau CaH.

Be Tigx. A.LL.,
TypeuuuHa; YOPN[,
MEANLWH INAY
CAH. BE TIAX.
A.l., TypeuunHa

TypeuunHa

BHECEHHS 3MiH O peecTpaLifiHnX
marepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edyeKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) -

3MiHM BHECEHI Y 3B'A3KY 3
BUTYYEHHS 3 TEKCTY MapKyBaHHS
nepBuHHOT ynakosku /13
iHhopmauii woao forotuny
3asBHUKA Ta BHECEHHS [0
BTOPUHHOT yNakoBku iHchopmalLii
o0 faTn BUPOOHMLUTBA 4151
MapKyBaHHS Bif, BUPOGHUKaA
YOPA4 MEAVLINH INAY CAH.
BE TIAXK. A.LU., TypeuunHa.
BBefeHHs 3MiH NpoTAroMm 6-Tu
MicsILLiB NiCNsA 3aTBEPIPKEHHS

3a peyenmom

UA/12748/01/01

125.

30MALMA,

KOHLieHTpaT Ans
NPUroTyBaHHS PO34UHY
ANst iHAy3iiA, 4 mr/5 mn, no
5 mn y cpnakoni; no 1 abo
no 4, abo no 10 chnakoHiB
y nauui 3 KapToHYy

ToBapucTBO 3
06MeXxeHoto
BiANOBIAA/IBHICTIO
"POKET-®APM"

YKpaina

TOB "®apmigesn”

Natsia

BHECEHHS 3MiH A0 peecTpavLintHmx
mMarepianis: 3MiHu | Tuny - 3MiHK 3
AKocTi. FOTOBMIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax
npuaaTHocTi abo ymoBax
36epiraHHsi rOTOBOTO J1iKapCbKOro
3ac006y (36i1bLUeHHS TeEPMiIHY
NpUAATHOCTI FOTOBOTO NiKaPCbKOro
3acoby) - 151 Toprosoi ynakoBku
(nigTBEPAXYETLCA AaHUMN
peasibHOro yacy) - 36i/bLUeHHS
TEePMiHy NPUAATHOCTI FOTOBOrO
nNikapcbKoro 3acoby Ha OCHOBI
NO3NTUBHUX pe3ynbTaTiB
[,0BrOCTPOKOBUX A0CAIMKEHD
CTabiNIbHOCTI y peasibHOMY Yaci:
3aTtBepmkeHo: TepMmiH
NpUAATHOCTI. 2 POKU.
3anponoHoBaHo: TepMmiH
npuAAaTHOCTI 3 pokn

3a peyenmom

UA/13408/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
126. | 3O/IONEHT® TabneTku, BKPUTI TOB "KYCYM ®APM" YkpaiHa TOB "KYCYM Ykpaina BHECEHHS 3MiH 4O peecTpauiiHnx 3a peyenmom UA/9814/01/01
060/10HKOHO, DAPM" marepianis: 3MiHU | TUMY - 3MiHK
KMLLKOBOPO34MHHI no 40 wofo 6e3snekn/edekTMBHOCTI Ta
Mr, o 14 TabneTok y thapmakoHarnsagy (iHwi 3MiHn) -
6nicTepi, no 1 6nictepy y BHECEHHS 3MiH [0 po3ainy
KapTOHHI ynakosLi, no 10 “MapkyBaHHa" MKA N13:
TabneTtok y 6nictepi; no 3 3anponoHoBaHo: MAPKYBAHHSA
6nicTepn y KapTOHHIiA 3rigHo i3 3aTBEpAXEHUM TEKCTOM
ynakoBLi MapKyBaHHS. OHOBMIEHHSA TEKCTY
MapKyBaHHS! yNakoBKW JliKapCbKoro
3ac06y 3 BHECEHHSAM iHthopMmalii
LLIO0A0 3a3HAYEHHS OAVHNLb
BVMIptOBaHHA y cuctemi Sl.
BBegeHHs 3MiH npoTsirom 6-Tn
MicALiB Nicnsa 3aTBepKEHHS
127. | 3O/IOMNEHT® TabneTkn, BKPUTI TOB "KYCYM ®APM" YkpaiHa TOB "KYCYM Ykpaina BHECEHHS 3MiH 4O peecTpauiiHnx 3a peyenmom UA/9814/01/02
060/10HKOH0, PAPM" martepianis: 3mMiHU | TUNY - 3MiHK
KMLLKOBOPO34MHHI Nno 20 Loao 6e3nekn/edeKTMBHOCTI Ta
Mr o 14 TabneTok y hapmakoHarniagy (iHwi 3MiHK) -
6nicTepi, no 1 6nictepy y BHECEeHHS 3MiH [0 po34iny
KapTOHHI ynakoBLi “MapkyBaHHA" MKA J13:
3anpornoHosaHo: MAPKYBAHHA
3rifHo i3 3aTBEPAXEHNM TEKCTOM
MapKyBaHHs. OHOB/IEHHS TEKCTY
MapKyBaHHS YMakoBKV NiKkapcbKoro
3aco0y 3 BHECEHHAM iHthopMmalii
LLI0A0 3a3HaYeHHs OANHULB
BMMIPIOBaHHS y cuctemi Sl.
BBefeHHs 3MiH NpoTAroMm 6-Tu
MicsILLiB NiCNs 3aTBEPLPKEHHS
128. | IBPAHC kancysv no 75 mr, no 7 N®ANIEP ENY.CL.MNI. CLA Mdpaizep Himeuunna BHECEHHS 3MiH 40 peecTpaliiiHux | 3a peyenmom UA/15747/01/01
kancyny 6nictepi; no 3 KOPTMOPENLLH MeHtohekypuHr mMaTtepianis: 3MiHu Il Tuny - 3MiHK

6nicTepn y KapTOHHIlA
Kopoo6Li

[Loiunens M6X

BHECEHO 10 IHCTPYKLi A1
MeJMYHOro 3acTOCYBaHHs
nikapcbkoro 3acoby A0 po3fainis
"Oco6/1MBOCTI 3aCTOCyBaHHA",
"Cnocib 3acTocyBaHHs Ta fo3un",
"Mo6iuHi peakuyji" Ta O KOPOTKOT
XapaKTepUCTUKN NiKapCbKoro
3acoby go posginis 4.2, 4.5, 4.9
BiAMNOBIAHO 4O OHOBNEHOT BepCil
MYP (1.6). BBeaeHHs 3MiH
npotarom 3 micAuiB nicns
3aTBEPAKEHHS;
3MiHW |l TUNYy - 3as5BHUKOM HagaHo
OHOBJ/IEHWIA NNaH ynpas/liHHA
pu3nkamu, Bepcist 1.6. BHeceHi
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs

3MiHM o «Cneuundikaui 3
6e3nekv» Ta B3aEMOMOB'A3aHNX
YyacTuH. letTanbHuii onuc cuctemm
ynpas/iHHA pu3nkamu y BUrnisgi
nnaxy ynpasniHHA py3vikamu, Lo
HafaHuii 3asIBHVKOM, MiCTUTb
PY3KK NPONOPLIiiHi 3axoam 3
MiHimi3aLii pu3unKiB Ta 34iiCHEHHS
thapmakoHarnagy; aminu Il tuny -
3MiHV BHECEHO A0 IHCTPYKLi Ans
MeANYHOr0o 3acTOCYBaHHS
niKapcbkoro 3acoby Ao po3ainy
"®apMakos1orivyHi BnactneocTi” Ta
[0 KOPOTKOT XapakTepucTukn
nikapcbkoro 3acoby Ao po3ainy
5.1 BignosigHo fo iHdopmauii
00 ABOX 3aBEpPLUEHNX
OOKNIHIYHUX AOCAIMKEHDb: 6-
MiCSiYHE AOCNIMKEHHS
KaHLepOoreHHoCTi y MuLLei
(20094764), Ta ABOpIYHE
[OCNIMKEHHS KaHLLepPOreHHoCTi y
wypis (20066483);
3MiHu |l TUNYy - 3MiHWM BHECEHO A0
IHCTPYKLii AN MeguyHoro
3aCTOCYyBaHHS NiKapcbKoro 3acoby
00 po3ginis "®apmMakonorivHi
BrnactmsocTi", "Mo6iuHi peakuii" Ta
[0 KOPOTKOT XapakTepucTukn
nikapcbKoro 3acoby BifANoBiAHO A0
marepianis peecTpauiinHoro
focbe. BBegeHHA 3miH npotsarom 3
MiCALiB Nicna 3aTBepAKEHHS;
3MiHu I TNy - 3MiHM BHECEHO A0
KOPOTKOT XapakTepuCTUKN
niKapcbkoro 3acoby Ao po3ainy
5.3 cTocoBHO iHdhopMmaLi no
pe3ynbTatam A0K/iHIYHOro
pocnimpkeHHs 20084675.
BBefeHHs 3miH npoTarom 3
MicALIB NiCNsA 3aTBEPKEHHS;
3MiHu |l TUNYy - 3MiHWM BHECEHO A0
IHCTPYKLii AN MeguyHoro
3aCTOCYyBaHHS NiKapcbKoro 3acoby
00 po3ginis "®apmMakonorivHi
BnacTusocTi", Cnocio
3acTocyBaHHA Ta [o3n” Ta
pefaryBaHHsi TEKCTY y po3gini
"[iTn" Ta aHaNori4yHi 3MiHn [0
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

KOPOTKOT XapaKTepucTUKu
nikapcbkoro 3acoby A0 po3ainis
5.1, 4.2, 4.3 cTOCOBHO iHhopMaLiT
no pesysbTaTam KiHiYHOro
nocnigpkeHHss PALOMA-2.
BBefeHHA 3MiH NnpoTsirom 3
MicALIB NiCNsA 3aTBEPLKEHHS;
3MiHu |l TNy - 3MiHM BHECEHO A0
IHCTPYKLiT Ana MeguyHoro
3acTOCyBaHHSA NikapCcbKoro 3acoby
[0 po3ainis "®apmakosoriyHi
BnactmsocTi", Crnoci6
3acToCyBaHHSA Ta fo3n" Ta oo
KOPOTKOT XapakTepuCTUKN
nikapcbkoro 3acoby Ao po3ainy
5.1, 4.2, cTocoBHO iHdhopmaL,i no
pe3ynbTaTam K/iHi4HOro
pocnipkeHHs PALOMA-2

129.

IBPAHC

kancynu no 100 wmr, no 7
kancyny 6nictepi; no 3
6nicTepn y KapTOHHIiA
Kopo6ui

MPAN3EP EVY.CL.MI.
KOPMOPEWLUH

CLA

Mcpainzep
MeHtodhekyypuHr
[Loiunens M6X

HimeuunHa

BHECEHHS 3MiH 4O peecTpauiiHnx
mMatepianis: 3MiHu Il Tuny - 3MiHK
BHECEHO [10 IHCTPYKLi AN
MeJMYHOro 3aCTOCYBaHHs
nikapcbkoro 3acoby Ao po3gainis
"Oco61BOCTI 3aCTOCYBaHHS",
"Cnoci6 3acTocyBaHHsi Ta fo3n",
"MobiuHi peakuyji" Ta fO KOPOTKOT
XapaKTepUCTUKN NiKapCbKoro
3acoby o po3sginis 4.2, 4.5, 4.9
BiANOBIAHO 4O OHOBNEHOT BepCil
MYP (1.6). BBeaeHHA 3MiH
npoTsirom 3 MicsiyiB micns
3aTBEPAKEHHS;
3MiHuW |l TNy - 3assBHUKOM HafaHo
OHOBJIEHWI M/1aH YNPaB/iHHS
pu3mkamm, Bepcis 1.6. BHeceHi
3MiHM o «Cneuundikaui 3
6e3nekn» Ta B3a€MOMOB'A3aHNX
4yacTuH. leTanbHWii onnuc cuctemm
ynpas/iHHA pu3nkamu y BUrnsagi
nnaxy ynpasniHHA pyu3viKamu, Lo
HafaHuii 3aIBHVKOM, MICTUTb
pY3MK NPONOPLiHI 3axoau 3
MiHiMi3aLii py3uKIiB Ta 34iNCHEHHSI
thapmakoHarnagy; 3minu Il tuny -
3MiHM BHECEHO [0 IHCTPYKLT ans
MeJMYHOro 3aCTOCYBaHHs
nikapcbkoro 3acoby Ao po3ainy
"®apmMakosiorivyHi BnacTneocTi” Ta

3a peyenmom

UA/15747/01/02
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs

[0 KOPOTKOI XapaKTepUCTUKN
nikapcbkoro 3acoby Ao po3ainy
5.1 BignosigHo Ao iHchopmavii
{00 ABOX 3aBepLUEHNX
OOKNIHIYHMX AoCAioKeHb: 6-
MicsiuHe OOoCNiMKEHHS
KaHL,epOreHHOCTi Yy MuLuei
(20094764), Ta gBOpiYHE
LOCNIMKEHHS KaHLLepOoreHHOCTi y
Lwypis (20066483);
3MiHu |l TNy - 3MiHM BHECEHO A0
IHCTPYKLiT Ana MeguyHoro
3acTOCyBaHHSA NikapCcbKoro 3acoby
[0 po3gainis "®apmakosoriyHi
BnactusocTi", "Mo6ivHi peakuii" Ta
[0 KOPOTKOI XapaKTepUCTUKN
nikapcbKoro 3acoby BignoBigHO A0
mMarepianis peecTpaujiitHoro
pocbe. BBefeHHs 3miH npoTarom 3
MicALIB NiCNsA 3aTBEPKEHHS;
3MiHu |l TUNYy - 3MiHWM BHECEHO A0
KOPOTKOT XapaKkTepucTnKu
nikapcbKoro 3acoby Ao po3ainy
5.3 cTOCOBHO iHChopMaLii no
pesynbTaTam AOKIIHIYHOro
nocnigpkeHHs 20084675.
BBefeHHA 3MiH NpoTsrom 3
MicALIB NiCNsA 3aTBEPLKEHHS;
3MiHu |l TNy - 3MiHM BHECEHO A0
IHCTPYKLiT Ana MeguyHoro
3acTOCyBaHHSA MikapcbKoro 3acoby
[0 po3ainis "®apmMakosnoriyHi
BnactmsocTi", Crnoci6
3acTocyBaHHA Ta go3n” Ta
pefaryBaHHs TEKCTY Y po3gaini
"[iTn" Ta aHaNoriyHi 3MiHK A0
KOPOTKOT XapaKTepucTUKu
nikapcbkoro 3acoby A0 po3gainis
5.1, 4.2, 4.3 cTOCOBHO iHhopMaLiT
no pesysbTaTam KiHiYHOro
nocnigpkeHHss PALOMA-2.
BBefeHHA 3MiH NpoTsrom 3
MicALIB NiCNSA 3aTBEPLKEHHS;
3MiHu |l TNy - 3MiHM BHECEHO A0
IHCTPYKLiT Ana MeguyHoro
3acTOCyBaHHSA NikapCcbKoro 3acoby
[0 po3ainis "®apmMakosnoriyHi
BnactmsocTi", Crnoci6
3aCTOCyBaHHSA Ta Ao3n" Ta A0
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
KOPOTKOT XapaKTepucTUKu
nikapcbkoro 3acoby Ao po3ainy
5.1, 4.2, cTOCOBHO iHhopMmaLii no
pesynbTaTam KAiHiYHOro
pocnipkeHHss PALOMA-2
130. | IBPAHC Kancynu no 125 wr, no 7 MPANIEP ENY.CL.MI. CLWA Mdpaiizep HimeuunHa BHECEHHS 3MiH 0 peecTpaLinHmx 3a peyenmom UA/15747/01/03
Kancyn y 6nictepi; no 3 KOPMOPENLH MeHtodeKUypUHT mMaTtepianis: 3MiHu Il TRy - 3MiHK

6nicTepn y KapTOHHIiA
Kopoo6ULi

[oiiuneng rmexX

BHECEeHO [0 iHCTPYKUiT Ans
Me/MYHOro 3aCTOCyBaHHS
NiKapcbKoro 3acoby o po3ainis
"Oco6n1BOCTI 3aCTOCYBaHHSA",
"Cnoci6 3acTocyBaHHs Ta fo3u",
"Mo6ivHi peakuii" Ta 4O KOPOTKOI
XapaKTepUCTUKMN NiKapCbKoro
3acoby no posginis 4.2, 4.5, 4.9
BiMOBIAHO 4O OHOBNEHOT BepCil
MYP (1.6). BBeeHHA 3MiH
npotarom 3 micsuis nicns
3aTBEPKEHHS;
3MiHu Il TMNy - 3assBHUKOM HaJaHo
OHOBJIEHWIA NNaH ynpas/iHHA
pu3smkamm, Bepcisi 1.6. BHeceHi
3MiHM o «Cneuundikaui 3
6e3nekn» Ta B3aEMOINOB'A3aHNX
YyacTvH. leTanbHuii onmc cuctemm
ynpas/iiHHA pU3nkKamun y BUrnsgj
nnaHy ynpas/iiHHA pusnkamu, Wwo
HaJaHuli 3asiBHUKOM, MiCTUTb
p¥3KK NponopuiiHi 3axoam 3
MiHiIMi3aLii pu3vKiB Ta 34iNCHEHHSA
thapmakoHarnagy; amium Il tuny -
3MiHM BHECEHO [0 iHCTPYKLi ANns
MeJMYHOro 3aCTOCyBaHHS
nNiKapcbkoro 3acoby Ao po3ainy
"®apmMakosioriyHi BacTnsocTi” Ta
[0 KOPOTKOI XapaKTepuUCTUKN
nNiKapcbkoro 3acoby Ao po3ainy
5.1 BignosigHo Ao iHhbopmauii
LLIOA0 ABOX 3aBepPLUEHNX
OOKNIHIYHMX JOCAIoKEHDb: 6-
MiCAYHe [OoCiAKEHHSA
KaHLLeporeHHocTi y MuLuei
(20094764), Ta ABOpiIYHE
LOCNIMKEHHS KaHL,epOoreHHOCTi Y
Lypis (20066483);
3MiHu || TMny - 3MiHK BHECEHO 0
IHCTPYKLiT ANA MeguyHoro
3aCTOCYBaHHs NiKapcbKoro 3acoby
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

00 po3ginis "®apmMakonorivHi
BractmsocTi", "MMobiuHi peakuii" Ta
[,0 KOPOTKOT XapakTepucTukn
nikapcbKoro 3acoby BiAnoBigHO A0
mMarepianis peecTpaujiinHoro
nocbe. BBegeHHs 3MiH npoTarom 3
MicALIB NiCNsA 3aTBEPLKEHHS;
3MiHu |l TNy - 3MiHM BHECEHO A0
KOPOTKOT XapakTepucTUKu
nNiKapcbKoro 3acoby Ao po3giny
5.3 cTocoBHO iHdhopMmaLi no
pesynbTaTam JOKIIHIYHOro
pocnipkeHHs 20084675.
BBegeHHS 3MiH npoTtsArom 3
MiCALiB Nicna 3aTBepAKEHHS;
3MiHu | TNy - 3MiHM BHECEHO A0
IHCTPYKLii 4Ns MeguyHoro
3aCTOCYyBaHHSA NikapcbKoro 3acoby
00 po3ginis "®apmMakonorivHi
BnacTmsocTi", Cnoci6
3acTocyBaHHsA Ta go3n” Ta
pefaryBaHHs TEKCTY Y po3gaini
"[iTn" Ta aHaNOriYHi 3MiHK A0
KOPOTKOT XapakTepucTmKu
NiKapcbKoro 3acoby o po3ainis
5.1, 4.2, 4.3 cTOCOBHO iHchopmaLii
no pesynbTaram KiHiYHOro
pocnigpkeHHs PALOMA-2.
BBegeHHS 3MiH npoTsArom 3
MicALiB Nicna 3aTBepoKEHHS;
3MiHu | TNy - 3MiHM BHECEHO A0
IHCTPYKLi 4Ns MeguyHOro
3aCTOCYyBaHHSA NikapcbKoro 3acoby
00 po3ginis "®apmMakonorivHi
BnacTusocTi", Cnoci6
3acTocyBaHHA Ta Ao3n" Ta oo
KOPOTKOT XapaKTepucTUKu
nikapcbkoro 3acoby Ao po3ainy
5.1, 4.2, cTOCOBHO iHhopMmaLii no
pesynbTaTam KAiHiYHOro
pocnipkeHHss PALOMA-2

131.

IEYMPO®EH-
JAPHULA

Tabnetku no 200 mr, no 10
TabNeTokK y KOHTYPHIl
YapyHKOBIli ynakoBLyj; no
1,no2a6ono5
KOHTYPHUX YapyHKOBKX
yMakoBOK y navui

MpAT
"GapmaueBTMyHa
ipma "OapHuus”

YkpaiHa

MpAT
"PapmaueBTnyHa
hipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH O peecTpaLifiHnX
mMarepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta

hapmakoHarnsgy. BeegeHHs abo

3MiHW [0 y3arasibHEHUX JaHuX npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA Y3araslbHEHNX AaHnX

6e3 peyenma

UA/2350/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

npo cuctemy hapmakoHarnsgy,
3MiHa YyNOBHOBaXeHOi 0coby,
BiANOBIAA/IbHOI 3a 3AiiCHEHHS
thapmakoHarnsgy; KOHTakTHoOT
ocobu 3 hapmakoHarnagy
3aABHUKA AN 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNTOBHOB&X€EHOI
ocobw, BiANoBiAanbLHOT 3a
3[jlicHEHHS chapMakoHarnsgy
(BK/HOYAKOYUMN KOHTAKTHI JaHi)
Ta/ab0 3MiHWN Y PO3MILLEHHI
mMacTep-thaina cuctemm
hapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHYIKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnsag,.

[itoyva pepakuis: Cipaxos Irop
OnekcaHgposuy. MNMponoHoBaHa
pepakuis: Typok B'suecnas
B'ayecnasosuy

132.

IMATEPO®

TabneTkn, BKPUTI
NNiBKOBOK 06GOMOHKOL0, NO
400 wr, no 10 Tabnetok y
6nictepi, no 1 a6o 10
6nicTepiB y kopobui 3
KapToHYy

[eTepo /1a63 flimiTeq

IHgis

leTepo /1ab3
Nimiteq

IHais

BHECEHHS 3MiH 40 peecTpauiiHnx
mMaTtepianis: 3MiHU | TUNY - 3MiHK
ofo 6e3snekn/edekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHK) -
BHECEeHHS 3MiH [0 po34iny
“MapkyBaHHA" MKA J13:
3anpornoHosaHo: MAPKYBAHHA
BignosigHo [0 3aTBEPAYKEHOTO
TEKCTy MapKyBaHHs. OHOB/IEHHS
TEeKCTYy MapKyBaHHS ynakoBKu
nikapcbKoro 3acoby BignoBigHO A0
BMMOr Haka3y MO3 YkpaiHu Big,
23.07.2015 p. Ne460 3 BHECEHHAM
iHbopMmauii Wwoao 3a3HaYeHHsA
OVHNLb BUMIPIOBaHHSA Y CUCTEMI
Sl. BBeieHHs1 3MiH NpoTArom 6-Tn
MicALiB nicna 3aTBepipKeHHs

3a peyenmom

UA/15837/01/02

133.

IMATEPO®

TabneTku, BKPUTI
N/1iBKOBOK 060JI0HKOIO, MO
100 mr, no 10 TabneTtok y
6nictepi, no 1 a6o 10
6nicTepiB y kopobui 3
KapToHy

leTepo /1a63 Nimiteq

IHais

letepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH O peecTpaLiiHmnx
mMarepianis: 3miHu | Trny - 3miHn
Loao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) -
BHECEHHS 3MiH 0 po3ainy
“MapkyBaHHa" MKA /13:
3anponoHosaHo: MAPKYBAHHA
BignoBigHo 40 3aTBEpPKEHOrO
TEKCTy MapKyBaHHS. OHOB/IEHHS

3a peyenmom

UA/15837/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

TEKCTY MapKyBaHHS yNakoBKm
nikapcbKoro 3acoby BignoBigHO A0
BMMOT Haka3dy MO3 YkpaiHu Bif
23.07.2015 p. Ne460 3 BHECEHHAM
iHchopmauii LWoao 3a3HaueHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BBeEeHHS 3MiH NpOTArom 6-Tu
MicSILLIB NicNs 3aTBEPPKEHHS

134.

IMYHO-TOH®

cupon in bulk: no 100 mny
6aHUui; no 48 6aHOK y
KOpPO6i KapTOHHOMY; in
bulk: no 200 mn y
donakoHi; no 30 chsiakoHiB
y KOpob6i KapTOHHOMY

MAT "Tanuudpapm"

YkpaiHa

MAT "Tannuchapm"

YkpaiHa

BHECEHHS 3MiH [JO peecTpaLifiHnX
marepianis: 3miHu | Tuny -
BHECEHHS 3MiH [0 po3giny 3.2.S.2.
Mpouec BrpobHULTBa AD|
3Bipo60to HacTolika, 30Kkpema:
3anpornoHoOBaHO NPOBeAEHHS
ABoxcTagiiiHol chinbTpavi 3
BUKOPUCTAHHSIM KaPTOHHOTO Ta
MilleyHoro qoinbTPiB. BukiageHHs
TEKCTY KOPOTKOro onucy
TEeXHOJI0MYHOro npouecy Ta
TEXHOJI0TYHOT CXemu
BUPO6HMLTBA AD| B HOBIl

peaakuii

UA/9511/01/01

135.

IMYHO-TOH®

cupon no 100 mn y 6aHLi;

no 1 6aHui y nayui; no 100
M abo 200 mn y chnakoHi;
no 1 chnakoHy y navui

MNAT "Tanuuchapm”

YKpaiHa

MAT "lranuudapm”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUNY -
BHECEHHS 3MiH Ao po3giny 3.2.S.2.
Mpouec Brpo6HMLTBa ADI
3Bipo60t0 HacToliKa, 30KpemMa:
3anpornoHoOBaHO NPoBefAeHHs
[ABOXCTagiliHoi dhinbTpauii 3
BVKOPVCTAHHAM KapTOHHOTO Ta
MiLLeYHoro inbTpiB. BukiageHHs
TEKCTY KOPOTKOro onucy
TEXHO/OrYHOro npouecy Ta
TEXHO/IOMYHOT CXeMu
BMPOGHMLTBA AD| B HOBIl

peaakuii

6e3 peyenma

UA/2179/01/01

136.

IHOAM®

Kancynu no 2,5 mr no 10
Kancyn y 6nictepi; no 3
6nicTepy B KAPTOHHIiA
KopooLi

MPO.ME/A.LC Mpara
a.c.

Yecbka
Pecny6nika

BMPOGHMLITBO 3a
NOBHUM LIIK/TOM,
BUMNYCK Cepil:
MPO.MEA.LC
MNpara a.c., Yecbka
Pecny6nika
NepBUHHE i
BTOPWHHE
nakysaHHs: CBYC

Yecbka
Pecny6nika

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3miHu | TUny -
nofaHHs OHOB/IEHOro cepTudiikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2012-
182-Rev 00 gns Ajto4oi peyoBuHU
Indapamide Big Bxe
3aTBEPKEHOr0 BUPOGHUKA
SUZHOU LIXIN

3a peyenmom

UA/4237/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
PHARMACEUTICAL CO., LTD;

Papma a.c., Yecbka
Pecny6nika;
nepBuHHE i

BTOPUHHE
nakyBaHHS:

KOO®APMA c.p.o.,

Yecbka Pecny6nika

3MiHM | Tuny - BUnyyeHHs ME-
CepTudikaTtis BiANOBIAHOCTI
€sponeiicbkoi Papmakonei ans
[L0MOMIXHOT PEYOBUHU XeNaTuH:
RO-CEP 2000-050-Rev 04 RO-
CEP 2000-085-Rev 03 RO-CEP
2002-110-Rev 01 RO-CEP 2002-
126-Rev 01 RO-CEP 2003-028-
Rev 01 RO-CEP 2004-121-Rev 01,
3MiHK | TUNY - NoAaHHA
OHOB/IEHOTO cepTudikaTa
BIANOBIAHOCTI EBpONenchbkili
thapmakonei Ne R1-CEP 2000-
027-Rev 02 ansa Gelatin Big BXe
3aTBEPKEHOIO BUPOGHMKA
ROUSSELQOT; 3minu | Tvny -
noJaHHA OHOBJ/IEHOT0 cepTudikaTa
BIANOBIAHOCTI EBpONenchbkili
thapmakonei Ne R1-CEP 2000-
029-Rev 05 ansa Gelatin Big BXe
3aTBEPKEHOIO BUPOGHMKA
ROUSSELQOT; 3minu | Tvny -
nofaHHsa Hosoro ME-CepTudpikaty
BIANOBIAHOCTI EBpONenchbkili
thapmakonei Ne R1-CEP 2010-
043-Rev 00 ansa Gelatin Big
BUpo6HMKa ROUSSELOT; 3MiHn |
TVny - nogaHHA Hosoro [E-
CepTuddikaty BignoBigHOCTI
€sponeiicbkin hapmakonei Ne R1-
CEP 2000-045-Rev 04 ans
Gelatin Bif BUpo6HMKA
TESSENDERLO GROUP N.V.;
3MiHM | TUNy - nogaHHsA Hosoro [E-
CepTuddikaty BignoBiAHOCTI
€sponeiicbkin hapmakonei Ne R1-
CEP 2001-424-Rev 03 ans
Gelatin Big Bupo6Huka GELITA
Group; 3MiHM | TUNY - NogaHHA
HoBoro E-CepTtudikaty
BiAANOBIAHOCTI EBpoNechkili
thapmaxkonei Ne R1-CEP 2001-
211-Rev 01 gna Gelatin Big
BMpo6HuKa STERLING BIOTECH
LIMITED; 3minu | TUny - nogaHHs
HoBoro E-CepTtudikaty
BiANOBIAHOCTI EBpoNechkili
chapmakonei Ne R1-CEP 2000-
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

067-Rev 03 gns Gelatin Big,
BMpo6HMKa ROUSSELOT; 3MmiHu |
Tuny - CEP nogaHHsa Hosoro lNE-
CepTuchikaTy BignoBigHOCTI
€Bponeiicbkiin hapmakonei Ne R1-
CEP 2000-344-Rev 03 gns
Gelatin Big Bupo6Huka NITTA
GELATIN INDIA LTD; 3MiHu | Tuny
- nofaHHA Hosoro NE-
CepTuchikaTy BignoBigHOCTI
€Bponeiicbkiin hapmakonei Ne R1-
CEP 2008-137-Rev 01 ans
Gelatin Big Bupo6Huka GELITA
AG; 3MiHu | TUNY - NogaHHSA
HoBoro ME-CepTudikaty
BIANOBIAHOCTI EBpONenchbkili
thapmakonei Ne R1-CEP 2005-
217-Rev 02 ansa Gelatin Big
BMpo6Huka Nitta Gelatin Inc;
3MiHM | TUNy - nogaHHsA Hosoro [E-
cepTugikaty BignosigHocTi €
R1-CEP 2001-028-Rev 01 gns
Gelatin Big Bupo6Huka GELTECH
CO., LTD; 3MmiHu | TUNy - nogaHHsA
HoBoro ME-cepTudiikaty
BignosigHocTi €E® R1-CEP 2003-
261-Rev 01 ansa Gelatin Big
BMpo6HMKa M/S India Gelatine and
Chemicals Ltd

137.

IHOAHPUKC™
KOMBIHOBAH
A BAKUVIHA
onsa
MPO®INAKTUK
N QUDTEPII,
NPABLS,
KALLJTIOKY
ALENIONSAPHA
OUMLLEHA
IHAKTUBOBAH
A PIOKA

CyCneHsis Ans iH'ekuili no
1 posi (0,5mn)y
nonepeaHbL0 3arnoBHEHOMY
wnpuui Ne 1y KomMnnekTi 3
opHieto abo goma
ronkamu: no 1
nonepeaHbLO HanoBHEHOMY
LINpULY Y KOMNEKTI 3
opHieto abo gBoma
rosikamu y nnacTukoBomy
KOHTeliHepi; no 1
n1acTMKoOBOMY
KOHTelHepy B KapTOHHii
Kopobui

nakcoCmiTKnsiAH
Ekcnopt flimiTeq

Benuka
BpuTaHis

FnakcoCmiTKnAiiH
Bionogxikans C.A.

Benebris

BHECEHHS 3MiH O peecTpaLifiHnX
marepianis: 3mMiHu | TMny - 3amiHa
3aTBeEPXEHOT METOAMKM, LLIO
BMKOPUCTOBYETLCA A/1A
BU3HAYEHHSA BMICTY aHTUTreHy,
aHTUreHHOI aKTMBHOCTI Ta
ineHTudikauii Filamentous
haemagluttinin (FHA) metogom
ELISA, Ha iHWYy MeToauKy,
BK/1OYAI0UY BNPOBAMKEHHS
MEeToAY 064MCNEHHS
YyoTupboxnapameTpUYHOI KPUBOT,
3MiHW Y PO3BEEHHI aHTUTIN,
[ofaBaHHi eTany 6/10KyBaHHS Ta
IHLIMX TEXHIYHMX MoamdikaLiin y
npoueci BUPOOHULTBA; 3MiHN |
UMy - BNPoBapKeHHsA HOBOTO
eTasIoHHOro ctaHaapTy (batch
SWNO590A06) An15 HOBOI

3a peyenmom

UA/15120/01/01

115




Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

npoteaypu BUNpo6yBaHHs
aHTureHy Filamentous
haemagluttinin (FHA) meTogom
ELISA. PepakuiiiHi npaskn o
po3giny 3.2.P.5.2; 3minu Il Tuny -
3amiHa 3aTBepKEHOT METOAMKM,
LLIO BUKOPUCTOBYETLCA A5
BU3HAYEHHSA BMICTY aHTUTrEHy,
aHTUreHHOI aKTMBHOCTI Ta
ineHTudikauii Filamentous
haemagluttinin (FHA) meTogom
ELISA, Ha iHWY MeToauKy,
BK/104AI0UY BNPOBAMKEHHS
mMeToAdy 064MCNeHHs
4YoTMpbOoXnapameTpUYHOI KPUBOT,
3MiHW y pO3BEAEHHI aHTuTIN,
[ofaBaHHi eTany 6/10KyBaHHA Ta
IHLUMX TEXHIYHUX MoAmMdpiKaLii.

138.

IHOTYBAK®
(INFLUVAC®)
BAKLVHA AN
MPO®INAKTUK
nreumny,
MOBEPXHEBMU
N AHTUTEH,
IHAKTUBOBAH
A

CycneHsist gns iH'ekuiit; no
0,5 mn cycneHsii ans
iH'eKUili y nonepesHbO
HanoBHEHOMY
0fIHOPa30BOMY LUNPULLi; MO
1 a6o 10 wnpuyis y
KapTOHHI KOpooL;

A660TT Bionomxikans

BE.B.

Higepnanamn

AG6OTT
Bionopgxikans b.B.

Higepnanan

BHECEHHS 3MiH 4O peecTpauiiHnx
mMaTtepianis: 3MiHU | TUNY - 3MiHK
oo 6e3snekn/edekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHK) -
MpuBegeHHs iHopMaLii Wwoao

cknagy nikapcbKkoro 3acoby B
MK$#, a came 3a3HayeHHs, Wo
Bipycw rpuny «iHaKTMBOBaHi».
3MiHN BHECEHO 10 IHCTPYKUIT Ans
MeJNYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3gainis
"Oco61BOCTI 3aCTOCYBaHHS",
"Mo6iuHi peakyii”, "Cknag”
(BiapegaroBaHo TEKCT) Ta AK
Hacnigok NpuBeAeHo y

BiAMOBIAHICTb TEKCT MapKyBaHHS

yNakKoBKM NiKkapcbKoro 3acoby

3a peyenmom

UA/13027/01/01

139.

IHOOPC

TabneTkun, BKPUTI
NNiBKOBOK 060/10HKOI0, MO
50 wmr, no 4 a6o no 10
Tabnetok y 6nictepi; no 1
6nicTepy B KapTOHHIl
nauuj; no 4 a6o no 10
TabneTok y 6nictepi; no 2
6nicTepn B KAPTOHHIi
nauuj; no 4 TabneTkn y
6nicTepi; no 3 6nictepu B
KapTOHHI nayui; no 1
Tabnetui y 6nictepi; no 1
6nicTepy B KAPTOHHiIl

KcaHTic ®apma
Nimiteq

Kinp

CaHeka

dapmacbloTikans AT

Cnosaubka
Pecny6nika

BHECEHHS 3MiH O peecTpaLiiHnx
marepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) -

BHECEHHS 3MiH 0 po3ainy
“MapkyBaHHa" MKA /13:
3anponoHoBaHo: MapKyBaHHs.
3rifgHO 3aTBEPKEHOTO TEKCTY

MapkyBaHHS. OHOBMIEHHSA TEKCTY

MapKyBaHHS YMakoBKV NiKapcbkoro
3ac00y 3 BHECEHHAM iHchopmalii

L0 3a3HaYEeHHS OAVHNLb
BMMIiptOBaHHS y cuctemi Sl.

3a peyenmom

UA/16335/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
nauuj; no 4 TabneTkn y BBefeHHs 3MiH NpoTArom 6-Tu
6nicTepi, no 5 6nictepis B MicSILLIB NicNs 3aTBEPPKEHHS
KapTOHHII nayui
140. | IH®OPC TabneTku, BKPUTI KcaHTtic ®apma Kinp CaHeka CnoBaubka BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/16335/01/02
NAiBKOBOK 060J10HKOHD, MO Nimiteq dapmacbtoTikan3 AT | Pecny6nika marepianis: 3MiHu | TURY - 3MiHK
100 wmr, no 4 a6o no 10 Loao 6e3nekn/edyeKTUBHOCTI Ta
Tabnetok y 6nictepi; no 1 thapmakoHarnsagy (iHwi 3MiHn) -
6nicTepy B KApPTOHHIW BHECEHHS 3MiH 40 po34iny
nauuj; no 4 a6o no 10 “MapkyBaHHA" MKA N13:
Tabnetok y 6nictepi; no 2 3anpornoHoBaHo: MapKyBaHHS.
61icTepy B KApTOHHIl 3rigHO 3aTBEpPAKEHOr0 TEKCTY
nauui; no 4 TabneTkn y MapKyBaHHS. OHOBMIEHHSA TEKCTY
6nictepi; no 3 6nictepu B MapKyBaHHS yNakoBKM NiKapCbKoro
KapTOHHIM nayyj; no 1 3aco6y 3 BHECEHHSM iHGhopMaLii
Tabnetui y 6nictepi; no 1 040 3a3HavYeHHS O4MHULb
6nicTepy B KAPTOHHiIl BMMIpIOBaHHSA y cuctemi Sl.
nadui; no 4 TabneTkm y BBefeHHs1 3MiH NPOTArom 6-Tu
6nicTepi, no 5 6nicTepis B MicALiB nicna 3aTBepipKeHHs
KapTOHHI navui
141. | INPATPOMIYM- | iHransuis nig TMCKoMm, 3AT "IHTENI NntBa Nab6opaTopio IcnaHis BHECEHHS 3MiH 40 peecTpaLiinHmx 3a peyenmom UA/16363/01/01
IHTENI po3unH no 20 MKr/gosa, no FEHEPVKC HOPA" Anbpo-tOHioH, C.J1. marepianis: 3MiHU | TUMY - 3MiHK
10 mn po3unHy (200 po3) y Loao 6e3nekn/edeKTUBHOCTI Ta
6as10Hi; No 1 6as10Hy y thapmakoHarnsagy (iHwi 3MiHn) -
KapTOHHI KOpoo6Li BHECEHHS 3MiH 0 po3ainy
«MapkyBaHHs» MKA /13:
3anpornoHoBaHo: MAPKVPOBKA.
B coOoTBETCTBUM C YyTBEPXAEHHbLIM
TEKCTOM MapkupoBkn. OHOB/IEHHS
TEKCTY MapKyBaHHS ynakoBKm
NiKapPCbKOro 3aco6by 3 BHECEHHAM
iHbopMmauii Wwoao 3a3HaYeHHs
OAVHMLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BBeAeHHS 3MiH NpoTArom 6-Tu
MiCALB Nic/a 3aTBepIKEHHS
142. | IPUTEPO KOHUEHTpAT 4151 PO3UMHY FETEPO /1AB3 IHais leTepo /1a63 IHais BHECEHHS 3MiH A0 peecTpaliintHmx 3a peyenmom UA/16087/01/01
ans iHdoysin, 20 mr/mn; no NIMITEL Nimiteq marepianis: 3MiHU | TUMY - 3MiHK

2 mn (40 mr) abo no 5 mn
(100 mr) y donakoHi; no 1
chakoHy y Kopobui

oo 6e3snekn/edeKTMBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) -
OHOBJIEHHA TEKCTY MapKyBaHHS
ynakoBKM NiKapcbKoro 3acoby 3
BHECEHHSAM iHghopMaLi LWoao
3a3HayYeHHs 0AVHNLb
BUMIpIOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH 4o po3giny
“MapkyBaHHA" MKA N13:
3anpornoHosaHo: MAPKYBAHHA.
BignosigHo o 3aTBEpPKEHOrO
TEKCTYy MapKyBaHHs. BBefjeHHs

117




Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
3MiH NpOTArom 6-Tu MicALiB nicas
3aTBEPAKEHHS
143. | KANEHEKC TabneTku, BKPUTI FETEPO NNAB3 IHAis letepo /1a63 IHais BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/17966/01/01
NAiBKOBOK 060/10HKOI MO NIMITEL Nimiteq marepianis: 3MiHu | TURY - 3MiHK
150 mr; no 10 TabneTtok y Loao 6e3nekn/edyeKTUBHOCTI Ta
6nicTepi; no 3 abo 6 thapmakoHarnsagy (iHwi 3MiHn) -
6nicTepiB y kopobui, no 60 OHOBJIEHHS TEKCTY MapKyBaHHsI
TabneTokK y KOHTelHepi; no yNaKoBKM NliKapCbKoro 3acoby 3
1 KOHTelHepy y Kopo6Li BHECEHHSAM iHthopMmalLlii LLoao
3a3HayYeHHst OAVHNLb
BMMIpIOBaHHA y cuctemi Sl.
BBefieHHs1 3MiH NpoTArom 6-Tn
MiCALB Nicna 3aTBePAKEHHS
144. | KAMEHEKC TabneTku, BKPUTI FETEPO J1AB3 IHais [eTepo N1a63 IHais BHECEHHS 3MiH 0 peecTpaLinHmx 3a peyernmom UA/17966/01/02
NiBKOBOK 060JI0HKOIO, MO NIMITEL Nimiteq marepianis: 3MiHu | TUNY - 3MiHK
500 wr; no 10 TabneTok y Loao 6e3nekn/edeKTMBHOCTI Ta
6nicTepi; no 3 abo 6 thapmakoHarnagy (iHwi 3MiHK) -
6nicTepis y Kopobui; no OHOB/IEHHS TEKCTY MapKyBaHHSs
120 TabneTok y yMakoBKM NMiKapCbKoro 3acoby 3
KOHTeliHepi; no 1 BHECEHHAM iHdhopMauii Wwoao
KOHTEliHepy y Kopo6ui 3a3HayYeHHs 0AUHNLb
BVIMIpIOBaHHS y cuctemi Sl.
BBefeHHs 3MiH NpoTAroM 6-Tu
MicsILiB NiCNsA 3aTBEPLKEHHS
145. | KANEUUBEKC TabneTku, BKpUTI AKkoppg, Xenckea Benuka Akkoppg, Xenckea Benuka BHECEHHS 3MiH 0 peecTpaLliiiHux | 3a peyenmom UA/14799/01/02
500 NNiBKOBOK 060/10HKOHD, MO Nimiteq BpuTaHis NimiTen, Benvka BputaHis/ martepianis: 3MiHU | TUNY - 3MiHK
500 wr, no 10 TabneTok y BputaHis ITanis/ IHgja Loao 6e3nekn/edeKTMBHOCTI Ta

6nicTepi, no 3, 6 abo 12
6nicTepiB y KAPTOHHIl
Kopoo6Li

(BignoBiganbHWii 3a
BUNYyCK cepii);
AKKOppA, Xenckea
NimiTen, Benvka
BpuTaHis (nepBrHHe
Ta BTOPUHHE
nakyBaHHs); ACTPOH
Pesbopu JlimiTes,
Benuka BpuTaHis
(KOHTpO/b AKOCTI
cepiii); 44N Canni
Yelin, ITania CrA,
ITanis (BTopuHHe
nakyBaHHs); IHTac
dapmacbioTikan3
NimiTen, Benvka
BpuTaHis
(BMPOGHMLTBO

hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BignoBiga/IbHOI 3a 3AjACHEHHSI
hapmMakoHarnagy; KOHTakTHoI
ocobu 3 hapmakoHarnagy
3asiBHMKA AN 34iCHEeHHS
thapmakoHarnagy B YkpaiHi, kLo
BOHa BifIMiHHa Bif, yNTOBHOB&X€eHOI
oco6w, BignoBiAabHOI 3a
3[jicCHeHHs1 hapMakoHarnagy
(BK/IHOYAKOYUN KOHTaKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
dhapmakoHarsaagy) - 3miHa
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npenaparty in bulk,
KOHTPO/b SIKOCTi Nput
BUMYCKY, NaKyBaHHS,
BMMYyCK cepii); P-
Papm IxepmaHi
'm6X, HimeyunHa

(BUPOGHMLTBO

NiKapcbKoro 3acoby o po3gainis
"Oco6nMBOCTI 3aCTOCYBaHHSA"
(3acTepexeHHsi CTOCOBHO CMONyK

HaTpito), "MobiyHi
peakuii"(peaaryBaHHs TEKCTY
CTOCOBHO 3BiTyBaHHA Npo
nifo3proBaHi No6iuHi peakLii)

BiANOBIAHO A0 pekoMeHaaLi

Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
roToBOro YNOBHOBAXXEHOT 0COOU 3asIBHYKA,
nikapcbKoro 3acooby, BiANOBiAa/bHOI 3a
nepBuHHe dhapmakoHarnsg,
nakyBaHHS, MponoHoBaHa pepakuis: Agata
BTOpPUHHE Gesiewicz. 3MiHa KOHTaKTHMX
nakyBaHHS, [aHnX YNoBHOBaXXEHOI 0CO6U
KOHTPO/Tb SAKOCTi 3as1BHYKa, BigNoBiAa/IbHOI 32
cepii); IHTac hapmakoHarnsg,. 3miHa
dapmacbioTikan3 KOHTaKTHUX AaHUX KOHTaKTHOI
Nimitea, IHAia 0cobu ynoBHOBaXeHOI 0cobu
(BMpPOGHNLTBO 3as1BHMKA, BignoBiga/bHOI 3a
roToBOro hapmakoHarnag B YkpaiHi. 3miHa
niKapcbKoro 3acooby, MiCLLe3HaXOMKEHHS MacTep-
nepBuUHHe dhaiina cuctemm
nakyBaHHs, hapmakoHarnagy. 3miHa micus
BTOPVHHE 3[jiACHEHHSI OCHOBHOT AisSiNIbHOCTI 3
nakyBaHHs, chapmakoHarnsgy
KOHTPO/Ib AKOCTI
cepii
(anbTepHaTMBHWMIA
BMPOGHUK))
146. | KAPBOMMATU PO34MH ANns iHdysii 10 Amakca NT[, Benvka Crapgachapm Mm6X, HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHnx 3a peyenmom UA/16882/01/01
H AMAKCA mr/mn no 5 mn, 15 mn, 45 BpuTaHis HimeuyunHa marepianis: 3miHu | TUny -
M a6o 60 My doiakoHi, (KOHTpOSIb AKOCTI, OHOBJ/IEHHS cepTudikaTty
no 1 chs1lakoHy B KapPTOHHIi BTOPVHHE BiAMOBIAHOCTI €EBpONENCHKIl
KopooLi nakyBaHHs, BUMYCK thapmakonei R1-CEP 2002-091-
cepili, MapkyBaHHs); Rev 06 ana A®l KapbonnaTuH Big,
TumoopraH BXe 3aTBEePPKEHOro BUPOGHMKa
dapmaujie Mm6X, Heraeus Deutschland GmbH &
HimeuunHa Co. KG (Germany)
(BUPOGHMLTBO
po3uuny bulk,
3anoBHEHHS,
KOHTPO/Ib SIKOCTI,
nepBUHHe Ta
BTOPWHHE
nakyBaHHs)
147. | KAPOYPA® Tabnetkn no 1 mr, no 10 MOAN3EP IHK. CLWA Mdpaiizep HimeuunHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/5972/01/01
TabneTok y 6nictepi; no 3 MeHtohekuypuHr marepianis: 3MiHu | TUNY - 3MiHK
6nicTepn B KAPTOHHIi [Loliuneng Mvo6X, BHECEHO [0 iHCTPYKLi AN
ynakoBLi HimevumHa MeANYHOro 3acTOCYBaHHs
(BMpPOGHNLTBO
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
npenaparty in bulk, MHRA. TepMiH BBeAEHHS 3MiH
KOHTPO/Ib SAKOCTi Npu npoTtsarom 3 micsyiB nicns
BUMYCKY, NaKyBaHHs, 3aTBEPAKEHHS;
BWMYCK Cepil) 3MiHW | TUMy - 3MiHW BHECEHO [0
IHCTPYKLi 4Ns MeguyHOro
3aCTOCyBaHHS NiKapCbKOro 3acoby
00 po3giny "MpoTunokasaHHs."
(BnaaneHHs iHdopmadii - y nepiog
rogyBaHHs rpyaato (nuie npu
3acTocyBaHHi AN NiKkyBaHHA
apTepianbHoi rinepTexsii, AuB.
po3ain «3acTocyBaHHA y nepios
BariTHOCTi abo rogyBaHHs
rPYAAt0»)) BigNoBiAHO A0
pekomeHpauili MHRA. TepMmiH
BBEZEHHS 3MiH NpoTsirom 3
MicSILLIB NicNs 3aTBEPPKEHHS
148. | KAPOYPA® Tabnetku no 2 mr, no 10 MPANIEP IHK. CLWA Mdpaiizep HimeuuunHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/5972/01/02
TabneTtok y 6nictepi; no 3 MeHtodeKUypUHT mMarepianis: 3MiHu | TUMY - 3MiHK
6nicTepn B KApTOHHIi Loliuneng v6X, BHECEHO [0 iHCTPYKLi ANns
ynakoBLi HimeyumHa MeJMYHOro 3aCTOCYBaHHS
(BUPOGHMLTBO NiKapcbKoro 3acoby o po3ainis
npenaparty in bulk, "Oco6nMBOCTI 3aCTOCyBaHHA"
KOHTPO/1b SIKOCTi Npu (3acTepexeHHs1 CTOCOBHO CNOJIyK
BMNYCKY, NaKyBaHHS, HaTpito), “MobiyHi
BUNycK cepii); P- peakuii”(pegaryBaHHs TekcTy
Papm MxepmaHi CTOCOBHO 3BiTyBaHHS Npo
'mM6X, HimeuyunHa nigo3ptoBaHi MOGIYHI peakLir)
(BMpPOGHNLTBO BiANOBIAHO [0 pekomeHAaaLii
npenaparty in bulk, MHRA. TepMiH BBeiE€HHA 3MiH
KOHTPO/Ib SIKOCTi Mpu npoTsirom 3 MicsiyiB micns
BUMYCKY, NaKyBaHHs, 3aTBEPKEHHS;
BUMNYCK cepil) 3MiHW | TUMy - 3MiHWM BHECEHO [0
IHCTPYKLii ANs MeguyHoro
3aCTOCyBaHHS NiKapcbKoro 3acoby
00 po3giny "MpoTunokasaHHs."
(BuganeHHs iHchopmal,ii - y nepiog
rogyBaHHs rpyaato (nve npu
3acTocyBaHHi AN NiKyBaHHSA
apTepianbHOI rinepTeHsii, AuB.
po3ain «3acTocyBaHHA y nepios
BariTHoCTi abo rofyBaHHs
rpyAAato»)) BiANOBIAHO A0
pekomeHaauii MHRA. TepMmiH
BBE/eHHS 3MiH NpoTsrom 3
MiCALB NicNna 3aTBepAKEHHS
149. | KAPOYPA® Tabnetku no 4 mr, no 10 MOAMN3EP IHK. CLIA Mdpaiizep HimeyuunHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/5972/01/03
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
Tabnetok y 6nictepi; no 3 MeHtochekuypuHr marepianis: 3MiHU | TUMY - 3MiHW
6nicTepn B KAPTOHHIi Loliuneng Mv6X, BHECEHO [0 iHCTPYKLi AN
ynakoBLi HimevumHa MeAMNYHOr0 3aCTOCYBaHHs
(BUPOGHMLTBO NiKapcbKoro 3acoby o po3ainis
npenaparty in bulk, "Oco6nMBOCTI 3aCTOCYBaHHA"
KOHTPO/b SIKOCTi Npu (3acTepexeHHsi CTOCOBHO CMONyK
BUMYCKY, NakyBaHHSA, HaTpito), "MobiyHi
BMNYycCK cepii); P- peakuii"(peaaryBaHHsi TEKCTY
Papm [hxepmaHi CTOCOBHO 3BiTyBaHHA Npo
'M6X, HimeuunHa nigo3proBaHi NobiyuHi peakuii)
(BMpPOGHNLTBO BiANOBIAHO [0 pekomeHAaaLin
npenaparty in bulk, MHRA. TepMmiH BBej€HHSA 3MiH
KOHTPO/Ib AKOCTi Npn npotarom 3 micAuis nicns
BUMYCKY, NaKyBaHHS, 3aTBEPKEHHS;
BUNYyCK cepii) 3MiHK | TNy - 3MiHW BHECEHO A0
IHCTPYKLii AN MeguyHoro
3aCTOCYyBaHHS NiKapcbKoro 3acoby
0o po3giny "MpoTunokasaHHs."
(BnganeHHs iHdopmadii - y nepiog
roAyBaHHs rpyanio (nuwe npu
3acToCyBaHHI 1A NikyBaHHSA
apTepianbHoi rinepTexsii, AuB.
po3ain «3actocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs
rpyAaato»)) BiANOBIAHO A0
pekomeHaauii MHRA. TepMmiH
BBEJeHHS 3MiH NpoTsrom 3
MicSLB NicNs 3aTBEPAKEHHS
150. | KAODPETIH® TabneTku, BKpUTI AGGOTT JlabopaTtopis HimeuunHa ANKANOIL AL Pecny6nika BHECEHHS 3MiH A0 peecTpaLinHmx 6e3 peyenma UA/9605/01/01
NneAl N/1iBKOBOK 060JI0HKOIO, MO M6X Ckon'e MisHiyHa marepianis: 3MiHU | TUMY - 3MiHW
200 wmr; no 10 TabneTok y MakefoHis Lofo 6e3nekn/ed)eKTMBHOCTI Ta

6nicTepi; no 1 abo 2
6nicTepy B KOPO6LYi

thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3ara/ibHEHUX JaHuX npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHKX
npo cuctemy hapmakoHarnsgy,
3MiHa YNMOBHOBaXEHOT 0CO6M,
BignoBigasbHOI 3a 3AjACHEHHSI
thapmakoHarnsgy; KOHTakTHoT
0co6u 3 hapmakoHarnsgy
3as9BHUKA A5 34iAICHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiMiHHA Bif, yNOBHOBa)XEHOI
oco6w, BignoBiAanbHOI 3a
3pjiicHeHHs chapmakoHarnagy
(BK/HOUAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-chaiina cuctemu
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
thapmakoHarnagy) - smiHa
YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAALHOT 32
hapMakoHarnag.
MponoHoBaHa pefakuis: Thomas
Nisslein, DVM, PhD / Tomac
Hiccnsiin, DVM, PhD. 3miHa
KOHTaKTHUX A@HNX YNOBHOBaXKEHOI
0cobu 3asBHMKa, BIANOBIAA/IbHOT
3a thapmakoHarnag,
151. | KEMBEP® TabneTku, BKpUTI AT "dapmak" YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 40 peecTpaLinHmx 3a peyernmom UA/13977/02/01
N/1iBKOBOK 060J1I0HKOIO, MO marepianis: 3MiHu | TUNy -
25 wr; no 10 TabneTtok y BBEAEHHS [0AATKOBUX PO3MIpIB
6nicTepi; no 1, 3 abo 5 cepii roToBOro /ikapcbkoro
6nicTepiB y nauui 3 3acoby; 3anponoHoBaHo: 21,44 kr
KapTOHYy (80,0 Tuc. Tabn), 85,76 kr (320,0
Tuc. Tabn) Ta 107,20 (400,0 Tuc.
Tabn)
152. | KEHANOr 40 cycneHsis ans iH'ekui, 40 KPKA, a.4., HoBo CnoBeHis KPKA, 4.4., HoBo CnoBeHisi BHECEHHS 3MiH 40 peecTpaLinHmx 3a peyenmom UA/0463/01/01
Mr/mn no 1 ma B amnyni; MecTo MecTo mMaTtepianis: TeXHIYHa NoMusIKa
no 5 amnyn y 6nictepi; no (3rigHo Hakasy MO3 Big
1 6nicTepy B KapTOHHIl 23.07.2015 Ne 460) - TexHiuHy
KOpo6Li NOMW/IKY BUNPaB/EHO B TEKCTI
MapKyBaHHs ynakosku /13 y n.6
(nepBnHHa ynakoBka) Ta n.17
(BTOpUHHA ynakoBKa);
3anponoHoBaHo: 3a3HavyatTbCs
TakoX OAVHWLj BUMIPIOBaHHS Y
cuctemi Sl natuHuueto: mg, ml.
3a3HayeHe BUNpaB/IeHHsA
BiANoBigae marepiasiam
peecTpaLiiHoro Aocbe
153. | KNIEKCAH® 300 | po3unH ans iH'exyiin no 10 TOB "CaHodi-ABEHTIC YkpaiHa CaHodi-ABeHTIC HimeuunHa/ BHECEHHS 3MiH O peecTpaLiiHnX 3a peyenmom UA/10143/01/01
000 aHTK-Xa MO/mn Ne 1 YkpaiHa" Honunang MmoéX, Icnanis mMarepianis: TEXHIYHa MOMWIIKa

(no 1 6araTofo030BOMY
donakoHy no 3 mn B
KapTOHHI Kopo6Lii)

HimeuuunHa; ®amap
Xenc Keap Cepsici3
Magpug, C.AY.,
IcnaHis

(3rigHo Hakasy MO3 Big
23.07.2015 Ne 460) - BUnpaBneHo
TEXHIYHY NMOMWSIKY Y TEKCTI
MapKyBaHHA ynakosku J13.
3AMNPOMOHOBAHO: 11.
HAAMEHYBAHHS |
MICLE3HAXOOKEHHA
BVIPOBHUKA TA/ABO
3AABHWKA BupobHuk: PAMAP
XENC KEAP CEPBICI3 MAAPWA,
C.A.Y. ABeHiga JleraHec, 62,
ANbKOpKOH 28923 Maapwua,
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

Icnanist a6o CaHodi-ABEHTIC
Hoiunang Mm6X IHaycTpinapk
XboxcT-BptoHiHrwTpacce 50,
H500, H590, H600, H750, H785,
H790, ®paHkdypT-Ha-MaiiHi,
lecceH, 65926, HiveuunHa
3a3HayeHe BUMNpaB/IeHHSA
BiANOBIga€e apxiBHMM MaTepianam
peecTpauiiHoro Aocbe

154.

KONAPEKC
MAKCIrePun 3l
CMAKOM
nicoBux Arig,

MOPOLLOK /19 OPasIbHOro
po3uuHy; no 5 a6o 10
NaKeTiB Yy KAPTOHHIli
Kopobui

"nakcoCmiTKnAiH
KoHcblomep Xerckep
(HOK) TpeWigiHr
Nimiteq

Benuka
BpuTaHis

CMmiTKNsiiiH Bivem
C.A.

IcnaHis

BHECEHHS 3MiH 40 peecTpauiiHnx
MaTepianis: 3MiHU | TUMY - 3MiHK 3
AKocTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO /1iKapCbKoro
3acoby. 3miHa y meToaax
BUNPOBYBaHHA rOTOBOrO
NiKkapcbkoro 3acoby (iHwWi 3MiHW Y
MeTogax BunpobysaHb
(BKntovatoum 3amivy abo
[LOMOBHEHHS)) - 3MiHa MeToAy
ineHTudikayii MapaveTtamony Ta
PeHinedpuHy rigpoxnopugy:
3anpornoHosaHo — metog HPLC
DAD

6e3 peyenma

UA/12334/01/01

155.

KOPBANON®

Kancynm m'siki, no 10
kancyny 6nictepi; no 1
a6o no 3 6nictepu B nayui
3 KapPTOHY

AT "dapmak"

YkpaiHa

AT "®apmak”

Ykpaina

BHECEHHS 3MiH O peecTpaLiiHnx
marepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) -
OHOBJIEHHSA TEKCTY MapKyBaHHs
yNaKoBKM NliKkapCbKoro 3acoby 3

BHECEHHSAM iHdhopMaLi LWoao
3a3HayeHHs OAVHNLb
BUMIpIOBaHHSA y cuctemi Sl.
BBefieHHs1 3MiH NpoTArom 6-Tn
MicSILB NiCNs 3aTBEPKEHHS

6e3 peyenma

UA/2554/03/01

156.

KCTAHAI

kancynu rno 40 mr no 28
Kancyn y 6nictepi; no 1
6nicTepy B KApTOHHOMY
doyTNApi; N0 4 KAPTOHHUX
QYTNAPU Y KAPTOHHIN
nauui

Actennac ®apma
Opon B.B.

HigepnaHan

AHpaepcoHbpekoH
IHK., CLLA
(nepBuHHe

nakyBaHHs);

Actennac ®apma
tOpon B.B.,

Higepnanaun
(BTOPUHHE
nakyBaHHs, BUMYCK
cepil); KataneHt
®Papma ContoLHc,
NNC, CWA

CLuA/
Higepnangn

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3mMiHu | TMny - 3MiHK 3
AakocTi. A®I. CTabinbHicTb. 3miHa
nepiogy NOBTOPHMX
BMNpobyBaHb/nepiogy 36epiraHHs
abo ymoB 36epiraHHa Al (3a
BiiCYTHOCTI Y 3aTBEpKEHOMY
Aocbe cepTudiikaTa BignoBiAHOCTI
€Bponelicbkiin hapmakonei, Lo
BK/IIOHAE Mepiog, NOBTOPHOrO
BMNpoGyBaHHSA) (Nepiog,
NOBTOPHOro BUNpo6yBaHHs/nepioa

3a peyenmom

UA/14503/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

(BMpo6HULTBO bulk);
MNekeoKnH
KoopgauHeiitopc,
nnc, CWA
(nepBuHHE
nakyBaHHs)

36epiraHHs) - 36inbLUeHHsT abo
BBE/leHHs nepiofly NOBTOPHOTO
BUNpo6yBaHHs/nepioay
36epiraHHa Ha OCHOBI pe3y/ibTaTiB
[OCnigpKeHb y peasibHOMY Yaci -
36iNbLUEHHSA Nepiofy TeCTyBaHHSA
ans A®l eHsanytamigy:
3anponoHoBaHo: 48 micauis

157.

NA3VH

TabneTkun, BKPUTI
N/1iBKOBOK 060JI0HKOIO, MO
5 mr no 10 TabneTok y
6nictepi; no 1 a6o 3
61icTepy B KApTOHHiIl
KopooLi

FETEPO JIAB3
NMITEL

IHAis

leTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH [JO peecTpaLifiHnX
mMarepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) -
OHOBJIEHHSA TEKCTY MapKyBaHHs
yNaKoBKM NliKapCbKoro 3acoby 3

BHECEHHSAM iHthopMmalLlii LLoao
3a3HayYeHHs OAVHNLb
BMMIpIOBaHHA y cuctemi Sl.
BBefieHHs1 3MiH NpoTArom 6-Tu
MiCALIB Nic/1a 3aTBePAKEHHS

6e3 peyenma

UA/17410/01/01

158.

NEBILUTAM
250

TabneTku, BKPUTI
MNNiBKOBOK 060/10HKOI0, MO
250 mr no 10 TabneTok y
6nicTepi; no 3 abo 6
6nicTepiB y KAPTOHHIl
nauui

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma Crapt”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarniagy. 3miHn y
KOPOTKili xapakTepucTuui
nNikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUIi An1A
MeJMUYHOIO 3aCTOCYBaHHS
reHepuyHuX/ribpuaHyx/6ionogioHn
X nikapcbKkunx 3acobis nicns
BHECEHHS TiEl caMoi 3MiHM Ha
pedepeHTHWI npenapaT (3MiHa He
noTpebdye HafaHHS XOAHNX HOBUX
[0[AaTKOBUX AaHWX) - 3MiHN
BHECEeHI [0 iHCTPYKLiT Ans
MeANYHOr0o 3acTOCYBaHHs
nikapcbKoro 3acoby y po3ginu
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"Mo6iuHi peakwii” BignoBigHO A0
iHhopmauii pecbepeHTHOro
nikapcbkoro 3acoby KEMMPA®
(TabneTkn, BKpUTi 060/I0HKO, NO
250 wr, 500 mr). BBefeHHs 3MiH
npoTarom 3-x MicAuiB nicas
3aTBEPAKEHHS.

3a peyenmom

UA/11396/01/01

159.

NEBILUTAM
500

TabneTku, BKPUTI
NNiBKOBOK 060/1I0HKOHD, MO
500 mr no 10 TabneTok y
6nictepi; no 3 abo 6

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma CrapTt"

Ykpaina

BHECEHHS 3MiH O peecTpaLiiHmnx

marepianis: 3miHu | TMny - 3MiHn

oo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y

3a peyenmom

UA/11396/01/02
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
6nicTepiB y KAPTOHHIN KOPOTKiil xapakTepucTuui
nauuj nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLii AnA
MeJMNYHOro 3aCTOCYBaHHS
reHepuyHuX/ribpuaHyx/6ionogioHn
X niKkapcbkunx 3acobis nicns
BHECEHHS TiEl caMoi 3MiHW Ha
pedhepeHTHWI npenapaT (3MiHa He
noTpebye HafaHHS XOAHUX HOBUX
[0[AaTKOBUX AaHWX) - 3MiHN
BHECEHi 10 iHCTPYKUiT Ans
MeAMNYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"Mo6ivHi peakui" BigNoBigHO A0
iHchopmauii pecbepeHTHOro
nikapcbkoro 3acoby KEMMPA®
(TabneTtku, BKpUTIi 060/1I0HKOIO, NO
250 wr, 500 mr). BBegeHHs 3MiH
npoTarom 3-x MicsAuiB nicns
3aTBEPAKEHHS.
160. | NEBOMILEETWUH | kpanni ouHi, 2,5 mr/mn, no ToBapuncTBO 3 YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH 40 peecTpauiiHnx 6e3 peyenma UA/13220/01/01
-03 5 mn abo no 10 mny 06MexeHoto obmexeHo marepianis: 3miHu | TUny -
thnakoHi; no 1 chnakoHy y BiAANOBIAA/IBHICTIO BiANOBIAA/LHICTIO BBEleHHS 40AaTKOBUX PO3MIpIB
KOMMJIEKTI 3 KPULLKOIO- "NocnigHnii 3aBog, "[ocnigHnii 3aBog cepii roTOBOr0 NiKapCbKoro 3acoby
KpanesibHUUEer y nadi 3 "rHUIC "THUNC", YkpaiHa Ans BupobHunka TOB «®APMEKC
KapToHYy (Bci cTagji FPYIM», YkpaiHa.
BMPOOHMLTBA, 3anponoHoBaHo: - 418 /1akoHIB
KOHTPO/1b SIKOCTI, no 5 mn: 10 n (2000 chnakoHis); 50
BUNYyCK cepii); n (10000 gonakowis); 100 n (20000
ToBapucTBo 3 cnakoHis); 150 51 (30000
obmexeHo chnakoHis); 200 11 (40000
BiANOBIAA/LHICTIO hnakoHiB); - ANa nakoHis no 10
"®APMEKC I'Py1", ms: 30 n1 (3000 chbrakoHis); 100 n
YkpaiHa (Bci cTagii (10000 dhnakoHis); 200 n (20000
BUPOOHMLTBA, nakoHis); 300 n1 (30000
KOHTPO/Ib SIKOCTI, hNaKoHiIB)
BUNYCK cepii)
161. | IEMKOBOPWH- | po3uvH ans iH'ekuiii, 10 Tesa ®apmaneBTikan I3paine dapmaxewmi b.B. HigepnaHay | BHECeHHs 3MiH f0 peecTpaLiiHix | 3a peyenmom UA/5402/01/01
TEBA mr/mn, no 5 mn a6o no 10 IHpacTpi3 NTa. marepianis: 3MiHu | TRy -

mn, abo no 20 mn, abo no
30 mn, abo no 50 mn y
chnakoHi; no 1 chnakoHy B
KapTOHHIA KOpoo6Li

AAMIHICTPaTUBHI 3MiHW.
BunyyeHHss BUPOGHWYOT AinbHUL
(Brtovatoun ginbHuui ans Adl,
NPOMKHOro NpoAyKTy abo
roTOBOrO JliKapCbKOro 3acoby,
OiNbHWL 415 NPOBEAEHHS
nakyBaHHs1, BUPOOHIKa,
BiZiNOBIAA/IbHOTO 3 BUMYCK Cepiid,
MicLe NpoBeAeHHS KOHTPO/II0
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

cepii) abo nocTavasibHMKa
BMXiQHOrO Matepiany, peareHty
ab0 AONOMDKHOT PeYOBMHU (SIKLLLO
3a3HayeHo y A0Cbe). BunyyeHHs
BMPOGHWYOT AinbHNL AT
dapmavreBTUyHUIA 3aB80g TEBA,
YropwuHa (TEVA Pharmaceutical
Works Private Limited Company,
Hungary), Wwo Bignosigae 3a
NOBHWIA LMK BUPOGHMLUTBA 13,y
3B'A3KY 3 MPUNUHEHHAM
LiSNbHOCTI, Ta Ak Hacnigok 3 MKA
BW/y4aloTbCA METOAVKM, L0
BWKOPUCTOBYB&J/TUCbL A1A AAHOT
BMPOBHUYOT AiNbHULLL
BBefeHHs 3MiH NpoTarom 6-Tu
MicSLIB MiC/1sA 3aTBEPKEHHS.

162.

NEHANIAOMIJ-
TEBA

Kancynv Teepgi no 2,5 wr,
no 21 kancyniy 6nictepi;
no 1 6nictepy B kopo6uyj;
no 7 kancyn y onicrepi;
no 3 6nictepn B KOPoOoL,i

TOB «TeBa YKkpaiHa»

YkpaiHa

MNIBA XpBaTcka
4.0.0.

Xopsaris

BHECEHHS 3MiH O peecTpaLifiHnX
mMaTepianiB: yTOUHEHHs
ynakoBKu B Hakasi MO3 YkpaiHu
Ne 2854 Big 10.12.2020 B
npoueci BHECEHHs 3MiH (3MiHu |
My - 3MiHK 3 AkocTi. API.
Brpo6HMLTBO. 3MiHa BUPOOHUKA
BVXiAHOrO/NPOMIXXHOr0
NpoAyKTy/peareHTy, Lo
BUKOPWCTOBYHOTHLCS Y
BMpO6HMYOMY npoueci Adl, abo
3MiHa BUPOGHMKa (BK/THoYatouu, ae
HeoObXxifHO, MicLie NpoBeAeHHS
KOHTPO/H0 SIKOCTi) AdI (3a
BiJICYTHOCTi cepTudpikata
BiiNOBIAHOCTI €Bponelichkit
hapmakonei y 3aTBepgKeHomy
[0Cb€)(BBEAEHHS HOBOI AiNbHUL,
[e 3[jACHIETLCA MiKPOHi3aLis)
[ofaBaHHs1 HOBOI AinbHuLi Delmar
Chemicals Inc., Canada, ge
3AiAICHIOETLCA MiKpOHi3auis ans
Liro40i pevyoBuHN JleHanigomigy
rigpoxnopuay rigpaty [0 Bxe
3aTBepMKEHOT finbHuLi Micro-
Macinazione SA, Switzerland).
Pepakuis B Hakasi: no 21 kancyniy
6nicTepi; no 1 6nictepy B KOPOOL,i.
BipHa pegaxuisi: no 21 kancyni y
6nicTepi; no 1 6nictepy B kOpobL;
no 7 kancyny 6nictepi; no 3
61icTepy B KOpOO6Li.

3a peyenmom

UA/17643/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

163.

NEHANIAOMIA-
TEBA

Kancynv Teepgi no 5 mr,
no 21 kancyniy 6nictepi;
no 1 6nictepy B KOpoo6Lj;
no 7 kancyn y 6nicrepi;
no 3 6nictepu B KOpooGLi

TOB «TeBa YkpaiHa»

YkpaiHa

MNIBA XpBaTcka
4.0.0.

Xopsaris

BHECEHHS 3MiH 0 peecTpavLinHmx
marepianis: yTOUYHEHHSA
ynakoBKu B Haka3i MO3 YkpaiHu
Ne 2854 Big 10.12.2020 B
npoueci BHECEHHS 3MiH (3MiHu |
MRy - 3MiHK 3 AKocTi. API.
Brpo6HMLTBO. 3MiHa BUPOOHUKA
BUWXiAHOro/MpOMiXXHOro
NpoAyKTy/peareHTy, Lo
BMKOPVCTOBYIOTbCSH Y
BMPOGHMYOMY npoteci AdDl, abo
3MiHa BMPOOGHUKa (BKOYatoun, ae
HeobXxigHo, MicLe NpoBeAEeHHS
KOHTpoOsto sikocTi) AdI (3a
BiACYTHOCTI cepTucpikata
BIANOBIAHOCTI EBpONenchbkili
thapmakonei y 3aTBeppKeHOMY
[0Cbe)(BBEAEHHS HOBOI AiNbHUL,
e 34iCHI0ETbCA MIKPOHI3aLlist)
[opaBaHHs1 HOBOI AinbHMLi Delmar
Chemicals Inc., Canada, ae
3[JCHIOETLCA MIKPOHi3aLjis ans
nitoyoi pevoBuHU JleHanigomigy
rigpoxnopuay rigpaty fo Bxe
3aTBEPMKEHOT AinbHuLi Micro-
Macinazione SA, Switzerland).
Pepakuisi B Hakasi: no 21 kancyniy
6nicTepi; no 1 6nictepy B kOpooOL,.
BipHa pegakuis: no 21 kancyni y
6nicTepi; no 1 6nicTepy B KOPOOL;
no 7 kancyny 6nictepi; no 3
6nicTepy B KOPOO6Li.

3a peyenmom

UA/17643/01/02

164.

NEHANIAOMIJ-
TEBA

Kancynv Teepgi no 7,5 wr,
no 21 kancyniy 6nictepi;
no 1 6nictepy B kopo6uyj;
no 7 kancyn y onicrepi;
no 3 6nictepn B KOPoOoL,i

TOB «TeBa YKkpaiHa»

YkpaiHa

MNIBA XpBaTcka
4.0.0.

Xopsaris

BHECEHHS 3MiH O peecTpaLifiHnX
mMaTepianiB: yTOUHEHHs
ynakoBKu B Hakasi MO3 YkpaiHu
Ne 2854 Big 10.12.2020 B
npoueci BHECEHHs 3MiH (3MiHu |
TMny - 3MiHK 3 AkocTi. API.
Brpo6HMLTBO. 3MiHa BUPOOHUKA
BVXiAHOrO/NPOMIXXHOro
npoAyKTy/peareHTy, Lo
BMKOPUCTOBYIOTbCSA Y
BMpO6HMYOMY npoueci Adl, abo
3MiHa BUPOGHMKa (BK/THoYatouu, ae
HeoObXxifHO, MicLe NpoBeAeHHS
KOHTPO/H0 sIKOCTi) AdI (3a
BiJCYTHOCTi cepTudpikata
BiJNOBIAHOCTI €BpoONeichkiit
dhapmakonei y 3aTBepaKeHomy

3a peyenmom

UA/17643/01/03
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

[0Cbe)(BBEAEHHS HOBOI [i/TbHUL,
e 34iACHI0ETLCA MiKpOHi3aLisi)
[ofaBaHHA HOBOI AinbHULi Delmar
Chemicals Inc., Canada, ge
3[iICHI0ETLCS MIKPOHi3aLjis ans
Liro40T pevyoBuHK JleHanigomigy
rigpoxnopuay rigparty Ao Bxe
3aTBEpMKEHOT AinbHuui Micro-
Macinazione SA, Switzerland).
Pepakuis B Hakasi: no 21 kancyniy
6nictepi; no 1 6nictepy B kOpoobL,.
BipHa pepaxuisi: no 21 kancyni y
6nicTepi; no 1 6nictepy B kOpoobL;
no 7 kancyny 6nictepi; no 3
6nicTepy B KOPOO6Li.

165.

NEHANIAOMIJ-
TEBA

kancynu Teepgi no 10 wr,
no 21 kancyniy 6nictepi;
no 1 6nictepy B KOpoo6Lj;
no 7 kancyn y 6nicrepi;
no 3 6nictepu B KOpooLi

TOB «TeBa YkpaiHa»

Ykpaina

MNIBA XpBartcka
a.0.0.

Xopsaris

BHECEHHS 3MiH 4O peecTpauiiHnx
mMartepianis: yTOUHEHHS
ynakoBKu B Haka3si MO3 YkpaiHu
Ne 2854 Bipg 10.12.2020 B
npoueci BHeCeHHs 3MiH (3MiHu |
MRy - 3MiHK 3 AkocTi. AdI.
Bnpo6HMLTBO. 3MiHa BUPOGHMKA
BWXiZHOr0/NPOMIiXHOro
npoayKTy/peareHTy, LWo
BUKOPWCTOBYHOTLCSA Y
BMPOGHUYOMY npoteci Adl, abo
3MiHa BUPOGHMKa (BK/IOYatouu, fe
Heob6XigHO, MiCL,e NPOBEeAEHHSs
KOHTPO/I0 sKOCTi) AdI (3a
BiICYTHOCTI cepTudpikata
BiAMOBIAHOCTI €EBpONENCHKIl
hapmakonei y 3aTBepKeHoMy
[0Cbe)(BBEAEHHS HOBOI AiNbHUL,
e 3[jACHI0ETLCS MIKPOHi3aList)
JopaBaHHA HOBOI AinbHMLUI Delmar
Chemicals Inc., Canada, ae
34iACHIOETBLCA MIKpOHI3avia ans
Liro40T pevyoBuHU JleHanigomigy
rigpoxnopuay rigpaty Ao Bxe
3aTBEPMAKEHOI AinbHuLi Micro-
Macinazione SA, Switzerland).
Pepakuis B Hakasi: no 21 kancyniy
6nicTepi; no 1 6nicTepy B KOPOOL,.
BipHa pepaxuis: no 21 kancyniy
6nicTepi; no 1 6nictepy B kOPOOL;
no 7 kancyny 6nictepi; no 3
6nicTepy B KOpPOO6Li.

3a peyenmom

UA/17643/01/04

166.

NEHANIAOMIA-
TEBA

Kancynu teepgi no 15 wr,
no 21 kancyni y 6nictepi;

TOB «TeBa YkpaiHa»

YkpaiHa

MNIBA XpBaTcka
4.0.0.

Xopsaris

BHECEHHS 3MiH O peecTpaLiiHmnx
MaTepianiB: yTOYUHEHHs

3a peyenmom

UA/17643/01/05
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

no 1 6nictepy B kopo6uyj;
no 7 kancyn y 6nicrepi;
no 3 6nictepu B KOpooL,i

ynakoBKu B Haka3si MO3 YkpaiHu
Ne 2854 Big 10.12.2020 B
npoueci BHeCeHHs 3MiH (3MiHK |
TIny - 3MiHK 3 skocTi. AdI.
Brpo6HMLTBO. 3MiHa BUPOGHUKa
BWXiZAHOr0/NPOMIXHOro
npoayKTy/peareHTy, LWo
BUKOPWUCTOBYHOTBCSH Y
BMpo6HUYOMY npoueci AdDl, abo
3MiHa BUPO6HMKa (BK/IKOYatoum, ae
HeobxiaHO, MicLie NpoBeAeHHS
KOHTPO/I0 SKOCTi) AP (3a
BiICYTHOCTI cepTudpikata
BiANOBIAHOCTI EBponechbkili
thapmakonei y 3aTBepKeHoMy
[0Cbe)(BBEAEHHS HOBOI [i/TbHUL,
[e 34iACHI0ETLCA MiKpOHi3aLisi)
[ofaBaHHA HOBOI AinbHULi Delmar
Chemicals Inc., Canada, ge
3[iICHI0ETLCS MIKPOHi3aLjis ans
Liro40T pevyoBuHK JleHanigomigy
rigpoxnopuay rigparty Ao Bxe
3aTBEpMKEHOT AinbHuui Micro-
Macinazione SA, Switzerland).
Pepakuis B Hakasi: no 21 kancyniy
6nictepi; no 1 6nictepy B kOpoobL,.
BipHa pepaxuis: no 21 kancyniy
6nicTepi; no 1 6nictepy B kOpoobL;
no 7 kancyny 6nictepi; no 3
6nicTepy B KOPOO6Li.

167.

NEHANIAOMIJ-
TEBA

Kancynu Teepai no 20 wr,
no 21 kancyniy 6nictepi;
no 1 6nictepy B KOpoo6Lj;
no 7 kancyn y 6nicrepi;
no 3 6nictepu B KOpooLi

TOB «TeBa YkpaiHa»

Ykpaina

MNIBA XpBartcka
a.0.0.

Xopsaris

BHECEHHS 3MiH 4O peecTpauiiHnx
mMartepianis: yTOUHEHHS
ynakoBKu B Haka3si MO3 YkpaiHu
Ne 2854 Bipg 10.12.2020 B
npoueci BHeCeHHs 3MiH (3MiHK |
MRy - 3MiHu 3 AkocTi. AdI.
Bupo6HMLTBO. 3MiHa BUPOGHMKA
BVXiZHOr0/NPOMIiXHOro
npoayKTy/peareHTy, LWo
BUKOPWCTOBYHOTLCSA Y
BMPOGHUYOMY npoteci AdDl, abo
3MiHa BUPOGHMKa (BKIOYatouu, fe
HeobXigHO, MiCLie NPOBEeAEHHSs
KOHTPO/I0 sKOCTi) AdI (3a
BiICYTHOCTI cepTudpikata
BiAMOBIAHOCTI €EBpONENCHKIl
hapmakonei y 3aTBepKeHoMy
[0Cbe)(BBEAEHHS HOBOI AiNbHUL,
€ 3[jACHIOETLCS MiKPOHi3aList)

3a peyenmom

UA/17643/01/06
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

[lopasaHHsA HOBOI AinbHUL Delmar
Chemicals Inc., Canada, ae
3[iICHI0ETLCS MIKPOHi3aLjia ans
Aitoyoi pevoBuHN JleHanigomigy
rigpoxnopuay rigparty oo Bxe
3aTBepPAKEHOI AinbHuui Micro-
Macinazione SA, Switzerland).
Pepakuis B Hakasi: no 21 kancyniy
6nicTepi; no 1 6nicTepy B KOPOOL.
BipHa pegakuis: no 21 kancyniy
6nicTepi; no 1 6nictepy B kOpobL;
no 7 kancyny 6nictepi; no 3
6nicTepy B KOPOO6L.

168.

NEHANIAOMIA-
TEBA

Kancynu Teepai no 25 wr,
no 21 kancyniy 6nictepi;
no 1 6nictepy B kopoo6Lj;
no 7 kancyn y 6nicrtepi;
no 3 6nictepu B KOpooLi

TOB «TeBa YkpaiHa»

YKpaina

MNIBA XpBartcka
4.0.0.

Xopsaris

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: yTO4YHEHHA
ynaKkoBKu B Hakasi MO3 YkpaiHu
Ne 2854 Big 10.12.2020 B
npoueci BHeCeHHs 3MiH (3MiHK |
MRy - 3MiHK 3 kocTi. AdI.
Brpo6HMLTBO. 3MiHa BUPOGHUKA
BUXiHOro/MPOMiXHOro
npoaykTy/peareHTy, LWo
BMKOPVCTOBYHOTbCS Y
BMPOGHMYOMY npotieci AdPI, abo
3MiHa BMPOOHUKa (BK/HOYatoun, ge
HeobxiaHO, MicLe NpoBeAeHHS
KOHTPO/0 SIKOCTi) AdI (3a
BiACYTHOCTI cepTucpikata
BiANOBIAHOCTI EBpoONechbkili
thapmakonei y 3aTBeppKeHoMy
[0Cbe)(BBEAEHHST HOBOI AiNbHNL,
e 34iiCHI0ETLCA MiKpOHi3aLisi)
[lopasaHHa HOBOI AinbHUL Delmar
Chemicals Inc., Canada, ae
3[iICHI0ETLCS MIKPOHi3aLjia ans
Aitoyoi pevoBuHK JleHanigomigy
rigpoxnopuay rigpaty 4o Bxe
3aTBepAKeHOI AinbHuui Micro-
Macinazione SA, Switzerland).
Pepakuisi B Hakasi: no 21 kancyniy
6nicTepi; no 1 6nictepy B kOpoobL,.
BipHa pegakuis: no 21 kancyniy
6nicTepi; no 1 6nicTepy B KOPO6L;
no 7 kancyny 6nictepi; no 3
6nicTepy B KOPOO6L.

3a peuenmom

UA/17643/01/07

169.

NIHE3ONIA-
FETEPO

TabneTkn, BKpUTI
NNiBKOBOK 06GO/OHKOLO, MO
600 mr, no 10 TabneTok y
6nictepi, no 1 abo 6

leTepo N1a63 JlimiTepq,

IHgis

leTepo /1a63
Nimiten

IHais

BHECEHHS 3MiH A0 peecTpavLintHmx
martepianis: 3mMiHU | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
dhapmakoHariagy (iHwi 3miHu) -

3a peyenmom

UA/16624/01/01

130




Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
6nicTepiB y KAPTOHHIN BHECEHHS 3MiH 0 po34iny
KopooLi “MapkyBaHHs" MKA N3:
3anponoHosaHo: MAPKVIPOBKA B
COOTBETCTBUW C YTBEPXKAEHHBIM
TEKCTOM MapKnpoBkn. OHOB/IEHHS
TEKCTY MapKyBaHHS ynakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmauii LWoao 3a3HaueHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BBeEHHS 3MiH NpOTArom 6-Tu
MicsILLIB NicNs 3aTBEPPKEHHS
170. | NOPAHO Tabnetku no 10 mr; no 7 CaHpo3 CnoseHisa BMPOBHMLTBO in HimeuuunHa/ BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 peyenma UA/6985/02/01
TabneTtok y 6nictepi; no 1 dapmacbioTikans g.4. bulk,nakyBaHHs, Monbwa marepianis: 3MiHU | TUMY - 3MiHK
6nicTepy B KapTOHHiIl BUNYyCK cepil: Loao 6e3nekn/edyeKTUBHOCTI Ta
Kopo6ui; no 10 TabneTok y Cantotac ®apma thapmakoHarnsagy (iHwi 3MiHn) -
6nictepi; no 2 6rictepn B 'm6X, HimeuyumnHa; BHECEHHS 3MiH 40 po3ainy
KapTOHHiA KOpoo6Li nakyBaHHs, BUMYCK “MapkyBaHHA" MKA N13;
cepii: lek C. A., 3anponoHosaHo: MAPKYBAHHA
Monbla 3rigHo 3 3aTBEPKEHMM TEKCTOM
MapKyBaHHS. OHOBMIEHHSA TEKCTY
MapKyBaHHS YMakoBKV Nikapcbkoro
3aco6y 3 BHECEHHSM iHGhopMaLi
LLOA0 3a3HaYeHHS OAUHNLb
BMMIptOBaHHA y cuctemi Sl.
BBefeHHs 3MiH MPOTArom 6-Tu
MiCALiB Nic/a 3aTBeppKEHHS
171. | MABTEPA® KOHLeHTpaT AN PO34nHYy ®.XodhcpmaHH-N15 Pow |  LUBeiiuapis Brpo6HMUTBO HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLiiiHix | 3a peyenmom UA/14231/02/01
ans iHdysin, 100 mr/10 nrp Hepo3dacoBaHoi LLseruapis/ marepianis: 3MiHu | TRy -
MJ1; Mo 10 My dpiakoHi; NPOAYKLUii, NepBUHHE CWA AAMIHICTpaTUBHI 3MiHW.
no 2 hN1akoHW B KAPTOHHIlA nakyBaHHs, BunyyeHHss BUPOGHMYOT AinbHUL
Kopo6ui; no 50 mny BTOPUHHE (Brtovatoun ginbHuui ans Adl,
dhnakoHi; no 1 dpiakoHy B nakyBaHHs, NPOMIKHOro NpoAyKTy abo
KapTOHHI KOpoo6Li BMNPOGYBaHHS roTOBOrO JliKapCbKOro 3acoby,
KOHTPO/IH0 SKOCTI, OiNbHWL 415 NPOBEAEHHS
BUMYCK cepii: nakyBaHHSs!, BUPOOHMKa,

Pow fliarHocTtuke
m6X, HimeuumnHa;

BiZiNOBIfA/IbHOTO 3a BUMYCK Cepiid,
MicLie NPOBEeAEHHS KOHTPO/IHO

BTopuHHe cepii) abo nocTavasnbHKKa
nakyBaHHs, BMXIAHOrO MaTepiasy, peareHTy
BMMPOGYBaHHSA ab0 AONOMIXHOT peyoBUHU (SKLLO
KOHTPO/IIO SKOCTI, 3a3HayeHo y [0CbE). BunyyeHHs
BUNYCK Cepil: BMPOGHWYOI AinbHNLi Pow ®apma
®.XohpmaHH-/15 Ar, 3a agpecoto Eminb-bapens-
Pow N1p4, LWtpacce 1, 'peHuax-BioneH,
LLBeiiuapis; BapeH-Bioptembepr, 79639,
Brpo6HMUTBO HimeuyumHa (BMnpobyBaHHs
Hepo3dacoBaHoi KOHTPOJII0 SKOCTi NPy BUMYCKY 3a
NpoAyKLii, NnepBuHHe BVWHATKOM MOKa3HWKIB
nakyBaHHS: BakTepianibHi eHA0TOKCUHY,
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
JKeHeHTeK IHK., CTepunbHICTb). 3aTBEpAKEHI

CLA;
BunpobyBaHHSA
KOHTPOJIHO SIKOCTI
npy BUMYyCKy 3a
noKasHMKamm
BakTepianbHi
©HA0TOKCUHM,
CTepunbHICTb:
Nab6op IC CE eHa
Ko. KI', HimewyunHa

3aULLNANCH — BUKOHYIOTb Ti cami

ab0 roToBOro nikapcbKoro 3acoby,

BiANOBIAA/ILHOIO 3a BUMNYCK Cepii,

BMPOGHWYI AiNbHML, WO

hyHKLUT L0 1 BUNyYeHa.
BBegeHHs 3MiH npoTsrom 6-Tn
MiCALiB Nicna 3aTBepoKEHHS.
3MiHu | TURNY - AgMiIHICTPaTUBHI
3MiHW. BrunyyeHHst BUpO6HUYOI
OinbHULI (BKNOYaKOUN AiNbHUL
ans A®l, npomikHOro NpoayKTy

LOinbHUL oNS NPOBefeHHs
nakyBaHHs, BUPOBHYKa,

MicLie NPOBEeAEHHS KOHTPO/IO
cepii) abo nocTavasibHMKa
BMXiQHOrO Martepiany, peareHty
ab0 AONOMDKHOT PeYOBUHU (SIKLLLO
3a3HayeHo y A0CbE). BunyyeHHs
BMPOGHUWYOT AinbHAL ®.
XothdpmaHH-N15 Pow N1T4, 3a
aapecoto NpeH3axepLitpacce 124,
4070 bazens, LLBeliuapis,
BiANOBIAA/ILHOT 32 BUNPO6YBaHHA
KOHTPO/I0 siKOCTi J13. 3aTBEpAXeHi
BMPOGHUWYI AiNbHML, WO
3a/IMLLUNCD - BUKOHYIOTb Ti cami
hyHKLUT L0 Vi BUNyYeHa.
BBegeHHs 3MiH npoTsirom 6-Tn
MiCALiB Nicna 3aTBepoKEHHS.
3MiHu | TUNY - AgMiIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaKEHHS AiSSIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIUaum
AinbHUUI BUNYCKy cepii abo micue
NpoBeAEeHHS KOHTPOJIIO SKOCTI.
([isnbHICTB, 3a Ky BignNoOBifaE
BMPOGHMK/iMNopTep, He
BK/IOYAI0UY BUMYCK Cepiid). 3MiHa
Ha3BM Ta agpecy KOHTPaKTHOI
AinbHULI, BiANOBIAaIbHOT 3a
BMNPOGYBaHHSA KOHTPOJIHO AKOCTI
npv BUNYCKy 3a NoKasHUKaMu
BakTepianibHi EHAOTOKCUHM,
CTepunbHIiCTb, 6€3 3MiHN MicLA
BUpPOGHMLTBA. BBEAEHHS 3MiH

NpoTArom 6-Tm MicALIB micas
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
3aTBEPKEHHS.
172. | MEKCAPUTM Kancynu no 200 mr no 10 My6niyHe akuioHepHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH A0 peecTpaLinHmx 3a peyernmom UA/1564/01/01
Kancyn y 6nictepi; no 2 TOBapuCTBO "HaykoBo- akuioHepHe mMartepianis: 3MiHU | TURY - 3MiHK
6nictepn B navui 3 BMPOBHNYMNIA LEHTP TOBapuCTBO Lofo 6e3nekn/edheKTMBHOCTI Ta
KapToHy "BopLuariBcbKuii "HaykoBo- thapmakoHarnagy (iHwi 3MiHK) -
XimiKo- BMPOGHWYMIA LEHTP BHECEHHS 3MiH 0 po34iny
hapmaueBTUYHUI "BopLuariBcbkuii “MapkyBaHHs" MKA N13;
3asofg" XiMiKo- 3anpornoHoBaHo: MapKyBaHHS.
chapmaLeBTUYHWMIA BignosigHo o 3aTBEPKEHOrO
3aBofg” TeKCTy MapKyBaHHs. 3MiHK
BHECEHi B TEKCT MapKyBaHHs
yNakoBKM NikapCbKoro 3acoby
OO0 3a3HAaYEHHS OANHNLL
BMMIpIOBaHHA y cuctemi Sl.
BBefieHHs1 3MiH NpoTArom 6-Tn
MiCALB NicNna 3aTBePAKEHHS
173. | MENAKT NOpOLUOK AN Takena ®paHuis CAC PpaHuin Brpo6HMUTBO ITania/ BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/13171/01/01
KOHUEeHTpaTy ans Hepo3dacosaHoi AscTpis/ marepianis: 3miHu | Tuny -
avcnepcii ans iHdysin no npoaykuii, nepsuHHa | LLseliuapis/ AAMiHICTpaTMBHI 3MiHW. 3MiHa
4,0 mr, 1 chnakoH 3 ynakoBKa, KOHTPO/1b ®paHuin HalimeHyBaHHsi Ta/abo agpecu
NOpOLLKOM 3 1 oiNbTpoM y SAKOCTI cepil: 3as1BHVKa (B/1acHMKa
KapTOHHI KOpoo6Li BCN peecTpaujiiiHoro NocBigYEHHS)
dapmacbloTikans 3MiHa agpecu 3asaBHUKA
C.M.A., ITanis;
BTopvHHa ynakoBka,
[03BiN Ha BUMNYCK
cepii:
Takepa ABCTpis
mM6X, ABCTpis;
KoHTposb akocTi
cepii:
Consiac AT,
LBeliuapis;
KoHTponb skocTi
cepii
("CtepunbHicTh" Ta
"Po3mip yacTok B
cycneHsii. Hesngumi
yactku'):
KoHbapma ®paHuis
CAPJ1, ®paHuis
174. | METOMPONON | Ta6bnetkn no 0,05 r; no 10 AT "dapmak" YkpaiHa AT "dapmak” Ykpaina BHECEHHS 3MiH A0 peecTpaliintHmx 3a peyenmom UA/6755/01/01
Y TAPTPAT TabneTok y 6nictepi; no 2 Marepianis: 3miHu | Tumny -

abo 5 6nicTepiB y navui 3
KapToHy

AAMIHICTpaTVBHI 3MiHW. 3MiHa

HalilMeHyBaHHsi Ta/abo agpecu
MiCLl MPOBaMKEHHS AiS/TbHOCTI
BMPOGHMKa/iMnopTepa rotoBoro
NiKapCcbKoro 3acoby, BKYaum
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

AinbHUUI BUNYyCKy cepii abo micue
NpoBeAEeHHS KOHTPOJIO SKOCTI.
([isnbHICTB, 3a Ky BignNoOBifaE

BMPOGHMK/IMNOpTEpP, BKOYaUM

BWMYCK cepiit) 3miHa
HaliMeHyBaHHS Ta agpecu
BMPOGHMKA, 6e3 3MiHM Micusa
BMPOGHMLTBA: BBEAEHHS 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHSA. 3MiHM | Tvny -
AAMiHICTpaTMBHI 3MiHW. 3MiHa
HalilMeHyBaHHsi Ta/abo agpecu
3asBHMKa (BNacHvka
peecTpauiiiHoro NocBigYEHHS)
3MiHa HaliMeHyBaHHA Ta agpecu
3asBHMKa (BNacHvka
peecTpauiiiHoro NocBigYEHHS)
BBeneHHs 3MiH NPOTAroM 6-Tu
MicALIB NiCNsA 3aTBEPLKEHHS.
3MiHn | TUnYy - 3MiHK WoAao
6e3nekn/eheKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3mMiHn)
OHOB/IEHHS TEKCTY MapKyBaHHS
yNaKoBKM NiKapcbKoro 3acoby 3
BHECEHHSM iHghopMaLii Woa0
3a3HaYeHHs OAUHULL
BUMIpIOBaHHA y cuctemi Sl.
BHeceHHs 3MiH 4o po3giny
«MapkyBaHHsA» MKA N13
3arsepgxeHo: MAPKYBAHHA
BignoBigae HagaHoMy TeKCTy

MapKyBaHHs yNakoBKW npenapary.

3anponoHosaHo: MAPKYBAHHA
3rigHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHSA. BBefeHHs 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHS.

175.

METOMNPOMON
Y TAPTPAT

Tabnetkn no 0,1 r; no 10

TabneTtok y 6nictepi; no 2
ab6o 5 6nicTepiB y navi 3
KapToHYy

AT "®dapmak”

YKpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3miHu | Tuny -
AAMIHICTpaTVBHI 3MiHK. 3MiHa
HalimeHyBaHHs Ta/abo agpecu
MiCLA NPOBAaKEHHSA AiNIbHOCTI
BMPO6HMKa/iMnopTepa rotoBoro
NikapcbKoro 3acoby, BK/IKOHa0um
AinbHULI BUNYCKY cepii abo MicLe
NpoBe/ieHHs KOHTPOJIO SIKOCTI.
([isnbHICTb, 3a AKy BignoBigae
BMPOGHUK/IMNOPTEp, BKKOYaOUN
BMNYCK cepili) 3miHa

3a peuenmom

UA/6755/01/02
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

HaliMeHyBaHHS Ta agpecu
BMPOGHMKa, 6e3 3MiHM Micusa
BUpPOGHMLUTBA: BBEAEHHS 3MiH
NpOTArom 6-Tv MicAUIB micns
3aTBepMKeHHS. 3MiHu | TNy -
AAMIHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu
3anBHUKa (BNacHuKa
peecTpavjiiiHoOro NocBigYeHHs)
3MiHa HaiMeHyBaHHs Ta agpecu
3anBHUKa (BnacHuKa
peecTpaviiiHoro NocBigYeHHs)
BBefeHHs 3MiH NpoTarom 6-tu
MicALIB MiCNSA 3aTBEPKEHHS.
3MiHu | TUNY - 3MiHK WoA0
6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3miHn)
OHOB/IEHHS TEKCTY MapKyBaHHS
yNakoBKM MiKapCbKoro 3acoby 3
BHECEHHSM iHchopMmallii Lwoao
3a3HaYeHHs OAUHULb
BVMIptOBaHHA y cuctemi Sl.
BHeceHHs 3MiH fo po3giny
«MapkyBaHHs» MKA J13
3arBepgxeHo: MAPKYBAHHA
BignoBigae HagaHoMy TEKCTY
MapKyBaHHS yNakoBKv npenapary.
3anponoHoBaHo: MAPKYBAHHA
3rigHO 3aTBEPLKEHOrO TEKCTY
MapkKyBaHHS. BBeaeHHs 3MiH
NpPOTArom 6-T MicAUIB micns
3aTBEPAKEHHS.

176.

MET®OrAMA
® 850

TabneTkun, BKpUTI
N/1iBKOBOK 060JI0HKOIO, MO
850 mr no 10 TabneTok y
6nictepi; no 3 a6o no 12
6nicTepiB y KAPTOHHIN
KopooLi

Bbopsar ®apma 'm6X
i Ko.KI

Himeyunna

[pareHodapm
AnTtekapb Mown
meX

HimeuunHa

BHECEHHS 3MiH O peecTpaLifiHnX
mMarepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edyeKTUBHOCTI Ta

hapmakoHarnagy. BeegeHHs abo

3MiHW [0 y3arasibHEHUX JaHuX npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA Y3araslbHEHUX AaHuX
npo cuctemy apmakoHarnsay,

3MiHa YNOBHOBaXeHOi 0co6H,
BiANOBIAA/ILHOT 33 3iICHEHHS
hapmakoHarnagy; KOHTaKTHOI
ocobu 3 hapmakoHarnagy
3aABHUKA 419 3MiACHEHHS
hapmakoHarniagy B YkpaiHi, SKLL0
BOHa BifiMiHHa Bif, yNOBHOBaXXeHOI
ocobw, BiANOBIAa/IbHOI 3a
3AjiCHEHHS1 dhapMakoHarsay

3a peyenmom

UA/5247/01/03
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

(BK/IHOYAKOYUMN KOHTaKTHI JaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnagy) - smiHa
KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT
0cobu 3asBHMKa, BIANOBIAA/IbHOT
3a 34jiicHeHHs thapmakoHarnsay B
YkpaiHi. MponoHoBaHa pefakujis:
CTpenkoBa €BreHis
OnekcaHgpiBHa. 3MiHa KOHTaKTHMX
[aHNX KOHTaKTHOT 0co6u
YNOBHOB&XEHOT 0CO6U 3as1BHYIKA,
BiANOBIAA/IbHOI 3a 3AiiCHEHHS
thapmakoHarnsgy B YkpaiHi

177.

MIANNAEKC

PO34MH ANA iH exLiin, 25
Mmr/mn, no 2 My amnysi
Ne5

3AT "IHTENI
FEHEPVKC HOPO"

JlutBa

NNABOPATOPIOC
HOPMOH, C.A.

IcnaHis

BHECEHHS 3MiH O peecTpaLifiHnX
mMarepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edyeKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) -

BHECEHHS 3MiH 40 po34iny
“MapkyBaHHSA" MKHA 13"

3anponoHosaHo: Mapkuposka. B
COOTBETCTBUU C YTBEPXKAEHHBIM

TEKCTOM MapK1MpoBku. OHOB/IEHHS

TEKCTYy MapKyBaHHs ynakoBKu

NiKapcbKoro 3acoby 3 BHECEHHAM

iHbopMmauii Wwoao 3a3HaYeHHsA

OAVHWLb BUMIPIOBaHHSA Y CUCTEMI

Sl. BBeieHHs1 3MiH NpoTArom 6-Tn

MiCALiB Nicna 3aTBepIpKEHHS

3a peyenmom

UA/16062/01/01

178.

MIKOMAKC®
150

kancynu no 150 mr Ne 1,
Ne 3: no 1 a6o no 3
Kancysm y 6nictepi; no 1
6nicTepy B KAPTOHHiIl
Kopoo6Li

TOB "CaHoi-ABeHTIC
YkpaiHa"

YkpaiHa

TOB "3eHriBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH O peecTpaLiiHnx
marepianis: 3MiHu | TUny -
OHOBNEHHSA po3giny 3.2.S.4
BiANOBIAHO [0 OHOBMEHOT
MoHorpadii Fluconazole
€Bponeiicbkiii hapmakonei, a
came 3MiHa [03BOJIEHUX MEX ANA
BMiCTy AoMmilku C (3aTBEpKEHO:
0,1% 3anponoHoBaHo: 0,15%) Ta
BUAASIEHHS aHANITUYHOT METOAUKN
LLOZ0 BU3HAYEHHS BaXKKUX
MeTas1iB; 3MiHW | TUMY - OHOBJ/IEHHS
Onucy Ta BHECEHHS pefakuiliHux
npasokK y po3aini 3.2.P.7.2 wono
NpoBeAeHHsT aHaNITUYHNX
npoueayp 415 antoMiHieBoi
donbru, sika BUKOPUCTOBYETHLCSA
AN NepBUHHOT YNakoBKU FOTOBOMO
nikapcbKoro 3acoby.

Ne 1 - 6e3
peyenma, Ne
3-3a
peyenmom

UA/4155/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

Cnevyudpikauito A1 antoMiHieBOT
donbrn 6yno nepeHymMmepoBaHo 3
PNO 10620 / 10-01 Ha PNO
10620 / 10-02; 3minm Il TRy -
3MiHa 4OMYCTUMOrO NiMITy An1s
nowmiwkn C (He 6inble 0,2 %) ans
napameTpy CynyTHi AOMILLKK
BiANOBIAHO 4O OHOBMEHOT
MoHorpadii €EBponeicbkili
thapmakonei gnsa Fluconazole Ta
OHOB/IEHHSI HOMEpY crneuudikawi
Ha PNY 400388/18-01-UAy
po3gini 3.2.P.5.1.
MponoHoBaHa pegakuis
Cneuudpikauis 7. CynyTHi
Jomiwkn*: n.7, EBp. ®apm. 2.2.29
-OoMillka A He 6inblie 0,4%
-Oomillka B He 6inblie 0,3%
-oomiwwka C He 6inbwe 0,2%
-HEBIAOMI IHAMBIAYaTbHI AOMILLKN
He 6inbLe 0,1% -cyma AOMILLOK
He 6inbLie 0,6%

* BUNPoOyBaHHSA NPOBOAATb Ti/TbKn
npu BUBYEHHI CTabiNbHOCTI

179.

MIKPOJIAKC®

PO34YnH peKTasibHUA; Mo 5
MJ1 PO34MHY peKTasibHOro
B Ty6i 3 HAKOHEYHVKOM; N0
4 a6ono 12 1y6 3
HaKOHe4YHVKaMu B
KapTOHHiiA KOpo6L

MakHin Mpogaktc
Nimiteq

AHrNIA

AENTb®APM
OP/NIEAH

dpaHuis

BHECEHHS 3MiH 4O peecTpauiiHnx
MaTepianis: 3MiHU | TUMY - 3MiHK 3
AKocTi. FOTOBMIA Nikapcbkuii 3aci6.
Cucrema
KOHTelHep/3aKynoptoBasbHWiA
3aci6. 3miHa hopmmn abo po3mipy
KOHTeliHepa un
3aKynopoBasibHOro 3acoby
(NepBMHHOI ynakoBKu)
(HecTepunbHi Nnikapcbki 3acobm) -
BHECEeHHS 3MiH 40 matepianis
peecTpaujiiHoro gocke p. 3.2.P.7.
Cucrema
KOHTelHep/3aKynoptoBasbHWiA
3acib, a came OHOBJ/IEHHSA
KpecneHHs Tyoun. He 3MiHIOETbCA
obnagHaHHA, Npouec Ta matepian
Ty6u. Information reported on
drawing of tube: Present
18.85+0.05/-0.05; Proposed
18.85+0.10/-0.05

6e3 peyenma

UA/15636/01/01

180.

MOKCETEPO

TabneTkn, BKpUTI
NNiBKOBOK 060/I0HKOO, NO
400 wr; no 10 TabneTtok y

FETEPO JIAB3
NIMITEL

IHgis

[eTepo N1a63
Nimiten

IHais

BHECEHHS 3MiH A0 peecTpavLintHmx
martepianis: 3mMiHU | TUNY - 3MiHK
Loao 6e3nekn/edekTMBHOCTI Ta

3a peyenmom

UA/15685/01/01
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Ne Hassa

n/n JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)
6nictepi; no 1 6nictepy y

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

181. | MOKCBAP

KapTOHHIA KOpoo6Li

TabneTkun, BKPUTI

thapmakoHarnsagy (iHwi 3MiHn) -
BHECEHHS 3MiH [0 po3ainy
“MapkyBaHHa" MKA N13:
3anpornoHosaHo: MAPKYBAHHA
BignoBigHo 4o 3aTBEpKEHOr0
TEKCTY MapKyBaHHsi. OHOB/IEHHS
TEKCTY MapKyBaHHS yNakoBKm
nikapcbKoro 3acoby BignoBigHO A0
BMMOT Haka3dy MO3 YkpaiHu Bif
23.07.2015 p. Ne460 3 BHECEHHAM
iHchopmauii LWoao 3a3HaueHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BBeeHHS 3MiH NpOTArom 6-Tu
MicsILLIB Nicns 3aTBEPPKEHHS

nocsBi0oYeHHs

182. | MOKCUDJIOKC

N/1iBKOBOK 060JI0HKOIO, MO
400 mr; no 5 TabneTtok y
6nictepi; no 1 a6o 2
61icTepy B KApTOHHIl
KopooLi

TabneTkun, BKpUTI

AypobiHgo ®apma Ntg,

MpAT "TexHonor"

IHAis

AypobiHao ®apma
Nimiteq — FOHIT VII

IHais

BHECEHHS 3MiH O peecTpaLifiHnX
mMaTtepianis: 3MiHK | TUNY - 3MiHN
Loao 6e3nekn/edyeKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) -
OHOB/IEHHS TEKCTY MapKyBaHHS
yNaKoBKM NliKapCbKoro 3acoby 3
BHECEHHSAM iHthopMmalLlii LLoao
3a3HayeHHs OAVHNLb
BMMIpIOBaHHA y cuctemi Sl
BHeceHHs 3MiH 40 po3giny
“MapkyBaHHs" MKA 113.
3arBepmxeHo: MAPKNPOBKA B
COOTBETCTBUU C YTBEPXKAEHHBIM
TEKCTOM. 3anpornoHOBaHoO:
MAPKYBAHHSA 3rigHo
3aTBEPPKEHOIO TEKCTY
MapKyBaHHS; 3MiHuK | Tuny -
AJMiHICTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHsi Ta/abo agpecu
3asiBHMKa (B/1acHMKa
peecTpavuiiiHoro NocBigYeHHs) -
3MiHa HaliMeHyBaHHA agpecu
3as1BHMKa (B/1acHMKa
peecTpaLiiHOro NocBigYEHHS).
Aypob6iHgo dapma Nimites; -
LinsHka Ne 2, MaiTpiBixap,
AwmeepneT, M. XaiigapabaH -
500038, LUTtat TeneraHa (IHAis1)

3a peyenmom

UA/14296/01/01

ALUVH

060/10HKO10, 1Mo 400 Mmr; no
5a6o no 7, abo no 10
Tabnetok y 6nictepi; no 1
6nicTepy B nauui 3
KapToHYy

YKpaina

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3miHu | TUny -
nofaHHs OHOB/IEHOro cepTudiikata
BiANOBIAHOCTI EBpONenchbkili
thapmakonei Ne R1-CEP 2007-
355-Rev 03 ana Aito4oi pevoBuHm

3a peyenmom

UA/17766/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
3aTBEpPLKEHOro BUPOGHKa MSN
PHARMACHEM PRIVATE
LIMITED
183. | MYKOrEH TabneTkn, BKPUTI Makneoac IHgis Makneogc IHais BHECEHHS 3MiH 4O peecTpauiiHnx 3a peyenmom UA/5547/01/01
060s10HKo0, No 100 mr, no dapmacbloTukanc PapmacboTuKac martepianis: 3MiHU | TUNY - 3MiHK
10 TabneTok y cTpuni; no Nimiten Nimiteq Loao 6e3nekn/edeKTMBHOCTI Ta
3 CTpWNn B KAPTOHHIN hapmakoHarnagy (iHwi 3miHK) -
ynakoBLii 3aMiHa po3giny “IpadivyHe
0hOPMIEHHS YNaKOBKN” Ha pPo3fin
“MapkyBaHHs" B MKA N13:
3anponoHosaHo: MAPKYBAHHA
3rifHo 3aTBEPAYKEHOIO TEKCTY
MapKyBaHHS.
3MiHN BHECEHI B TEKCT
MapKyBaHHS YNakoBKW J/liKapCbKOro
3aco6y 040 3a3HaYEHHS
MDKHapPOAHUX NO3HAYeHb OAMHNLb
BMMIpIOBaHHS. BBefjeHHs 3MiH
NPOTSArom 6-Tn MicALiB nics
3aTBEPAKEHHS
184. | MYKOTEK® cupon no 100 mn a6o no "FOHiK IHais HOHiK IHais BHECEHHS 3MiH 40 peecTpavliinHmx 3a peyernmom UA/11169/01/01
200 mn y dprakoHi; no 1 dapmacboTHKasn dapmacbloTrKan marepianis: 3MiHU | TUMY - 3MiHK
donakoHy pa3oM 3 MipHUM Na6opartopiz" Na6opaTopis Loao 6e3nekn/edeKTUBHOCTI Ta
CTaKkaH4YMKOM Yy KOpoo6Li (BigainerHs cipmu (BigaineHHs dipmn thapmakoHarnsagy (iHwi 3MiHn) -
"Ix. B. Kemikans eHpg, k. B. Kemikans eHp, OHOBJ/IEHHA TEKCTY MapKyBaHHA
dPapmacboTrKan3 dapmMacboTVKan3 NepBUHHOI Ta BTOPUHHOT YNaKoBKU
Nt Ntp) nikapcbkoro 3acoby. BHeceHHs
3MiH 80 po3Ainy «MapKyBaHHs»
MKS#A J13: 3anponoHoBaHo:
MapkyBaHHs.
3rifgHO 3aTBEPKEHOTO TEKCTY
MapKyBaHHS. BBeeHHs 3MiH
npoTarom 3-x MicAuiB nicns
3aTBEPAKEHHS
185. | MyNbTUIrPUN NMOPOLLOK A1 OPa/IbHOIO [enbta Megiken LLIBeiiuapis dapmerike (2011) KaHnapa BHECEHHS 3MiH 0 peecTpaLiinHmx Ne 1, Ne 10 - UA/14983/01/01
po3uunHy y catue Ne 1, Ne MpomoyLH3 Al IHK, KaHaga marepianis: 3MiHU | TUMY - 3MiHK 6e3 peyenma;
10, Ne 100 a6o Ne 1000 (BUpO6HMLTBO, Loao 6e3nekn/edyeKTMBHOCTI Ta Ne 100, Ne
KOHTPO/b cepil, thapmakoHarnsgy. BeegeHHs abo 1000 - 3a
BWMNYCK Cepil; 3MiHW [0 y3arasibHEHUX JaHuX npo peyernmom
nepBuHHe Ta cuctemy hapmakoHarnagy
BTOPWHHE (BBEAEHHSA y3araslbHEHVX AaHUX
naxkyBaHHs) npo cuctemy chapmakoHarnsgy,

3MiHa yNMOBHOB&XeHOi 0cobH,
BiANOBIAA/IbHOI 3a 34iAiCHEHHS
hapmakoHarnsgy; KOHTakTHoT
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Ne

Hassa

n/n

JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

186.

HA3UBIH®

ocobu 3 hapmakoHarnagy
3asiBHMKa AN 34iCHEeHHS
hapmakoHarnagy B YkpaiHi, kLo
BOHa BiIMiHHa Bif, yNTOBHOB&XEHOI
oco6w, BignoBiAabHOI 3a
3[jlicCHeHHs1 hapMakoHarnagy
(BK/IHOYAKOYUMN KOHTaKTHI JaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnagy) - smiHa
YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAANLHOI 32
hapMakoHarnag.
MponoHoBaHa pegakuis: BeHrep
Nogmuna AHatoniiBHa. 3miHa
KOHTaKTHUX [AaHUX YNOBHOBaXEHOT
oco6w, BignoBiAabHOI 3a
dhapmakoHarnag,

cnpeli HasaNbHUIA,
no3oBaHuii 0,05 % no 10
My oNaKoHi 3 A03YHUNM
NPUCTPOEM No 1 chriakoHy
B KapTOHHI kopobuj

Mi enp Oxi Xenc
xepmaHi F'm6X

HimeuunHa

Codhapimekc -
IHaycTpia Kimika e
dapmaueyTika, C.A.

MopTyranis

BHECEHHS 3MiH 4O peecTpauiiHnx
marepianis: 3miHu | TUny -
AAMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu
3asBHMKa (BNacHuka
peecTpaviiiHoro NocBigYeHHs) -
3MiHa HallMeHyBaHHS Ta agpecu
3asBHMKa (BNacHuka
peecTpauiiiHoro NocBigYeHHs)
BBefeHHs1 3MiH MPOTArom 6-Tu
MicALiB nicnsa 3aTBepKEHHS;
3MiHM | TUny - 3MiHK Wwoao
6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3ara/ibHEHUX JaHuX npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHKX
npo cuctemy hapmakoHarnsgy,
3MiHa YNMOBHOBaXEHOT 0CO6M,
BignoBigasbHOI 3a 3AjACHEHHSI
thapmakoHarnsgy; KOHTakTHoT
0co6u 3 hapmakoHarnsgy
3as9BHUKA A5 34iAICHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiMiHHA Bif, yNOBHOBa)XEHOI
oco6w, BignoBiAanbHOI 3a
3pjiicHeHHs chapmakoHarnagy
(BK/HOUAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemu

dhapmakoHarsiagy) - 3miHa

6e3 peyenma

UA/18086/01/01
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Ne

Hassa

n/n

JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

187.

KOHTaKTHUX [aHUX YNOBHOBaXXEHOT

ocobw, BignoBiAabHOI 3a
3pificHeHHs1 hapMakoHarnagy.

3MiHa Micus 34iICHEHHST OCHOBHOT

LOisbHOCTI 3 dhapmakoHarnagy.
3MiHa agpecu macTep-haiina
cucTeMu hapmakoHarnsgy Ta

ioro Homepa

188.

HATPIIO
XMOPUA,

HEBIBO/1O/

po34nH ANs iHdysil, 9
mr/mn; no 100 mn, 200 mn
a60 400 Mn B NsiLKax
CKIISIHMX

Tabnetkn no 5 mr no 7

MAT "Tanuudpapm"

YkpaiHa

TOB

ipma "HoBohapm-
BiocnHTes", YkpaiHa,;
MAT "Tannuchapm"

YkpaiHa

BHECEHHS 3MiH [JO peecTpaLifiHnX
marepianis: 3miHu | Tuny -
BHECEHHS 3MiHW Yy peecTpadiliiHe
pocbe N3 HATPIKO X/10PUA,
PO34MH NS iHdysi 9 mr/mn no
100 mn, 200 mn a6o 400 mn B
NAsIWKax, a caMe OHOB/IEHHSA
po3giny 3.2.P.7. Cuctema
KOHTelHep/3aKynoptoBasibHi
3ac061 Yy 3B'A3KY 3 BHECEHHAM
YTOUYHEHHS po3MipiB (3arasibHa
BMCOTa KOBNayka) Ta po3wmpms
AianasoH AonycTUMKX BiAXWUNEHb
po3MipiB (BHYTPIHIi giameTp Ta
30BHILLHIli AiameTp koBnauka) ans
KOBMauKiB aItOMIHIEBMX 3
NIacTVKOBOK HAKaAKOK MapKu
K-3-28 NH BupobHuka "Ctatyc".
Ockifnbkn fianasoH JonyCcTUMuX
BiAXNIEHb OCHOBHMX PO3MIpIB
KOBMaukKiB antoMiHIEBUX 3
N1acTMKOBOKO HaKMafKo Mapkm
K-3-28 MNH 6yB po3wnpeHnii Ha
MakCMMasibHy BEIMUMHY NnLle Ha
0,6 MM (BHYTpILLHIN giameTp
KOBMauka) a 4ns iHWN1X po3mipis,
Ha 0,2-0,4 MM, Ui 3MiHM XXO4HUM
YMHOM He BMVBaOTb Ha SKICTb
3aKynoproBaHHA N/IALLOK, L0
BUKOPVICTOBYIOTbCS A1
BUPOGHMLITBA iH(DY3ilHOrO
pO34nHy

3a peyenmom

UA/4131/02/01

CTAJA®

TabneTtok y 6nictepi; no 4
6nicTepn y KapTOHHI
KopooLi

CTAOA
ApuHaiimiTTens Al

HimeyunHa

CTAIA

ApuHaimitTens Al

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3miHu Il Tuny - 3MiHn 3
akocTi. A®L. (iHWi 3MiHW) -
nofaHHa oHoB/ieHoI Bepcii DMF
A®| Heb6iBonony rigpoxnopugy
BMpO6HUMKa Hetero Drugs Limited,
India (3 AP-00, July 2013 Ha
AP-00, September 2017+Updates

3a peyenmom

UA/14970/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
(December 2018 + April 2019))
189. | HEMPOKOBAN TabneTku, BKpUTI KYCYM XENTXKEP IHAjsA KYCYM XENTXKEP IHAja BHECEHHS 3MiH A0 peecTpaLinHmx 3a peyernmom UA/14887/01/01
® N/1iBKOBOK 060JI0HKOIO, MO NBT NTA MBT NTA marepianis: 3MiHu | TUNY - 3MiHN 3
500 mkr; no 10 TabneTok y AKOCTI. [OTOBWMIA NTikapCbkunii 3acib.
6nicTepi; no 3 abo no 10 CrabinbHicTb. 3MiHa y TepMiHax
6nicTepiB y KAPTOHHIl npuaaTHocTi abo ymosax
ynakoBui; no 30 TabneTok 36epiraHHsi rOTOBOTO J1iKapCbKOro
y 6nicTepi; no 3 6nictepa 3ac006y (36i1bLUEHHS TEPMIHY
B KAPTOHHIli ynakoBLji nNpuAAaTHOCTI rOTOBOrO NiKAPCbKOro
3acoby) - /151 TOprosoi ynakoBku
(niaTBEPAKYETHCA AAHUMU
peasibHOro yacy) - 36i/bLIeHHS
TEepPMiHy NPUAATHOCTI TOTOBOro
nikapcbKoro 3acoby Ha OCHOBI
NO3UTUBHUX pe3y/bTarTiB
[OBrOCTPOKOBUX AOCAIMKEHD
CTabisIbHOCTi Y peaslbHOMY Yaci:
3aTBepmkeHo: TepMmiH
NPUAATHOCTI 2 POKMK.
3anponoHoBaHo: TepMiH
npuaaTHoCTi 3 poku. 3MiHN
BHECEHI B iIHCTPYKL,j0 ANsi
MeAMYHOro 3acTtocyBaHHs 13y p.
"TepMiH npugartHocTi”. BBeeHHsA
3MiH NPOTArom 6-Tu MicALiB nicas
3aTBEPAKEHHS.
190. | HEOMIUVH aepo3o/b Ans TapXoMiHCbKuiA Monbwa TapXOMiHCbKWiA Monba BHECEHHS 3MiH 0 peecTpaliinHmx 3a peyenmom UA/15600/01/01

3aCTOCyBaHHS Ha LUKipY,
cycneHsis, 11,72 mr/r; no
16 r abo no 32 r cycneHsii
B aep030/IbHOMY 6asIoHi 3
KnanaHom Ta
pO3nunBaIbHOK
rO/I0BKOIO 3
nosinponisieHoBNM
KOBMaykoMm; no 1 6as10Hy B
KapTOHHI KOpoo6Li

hapmaLeBTUYHNI
3aBoy "Monbga" AT

thapmaLeBTUYHWI
3aBog, "Monba" AT

marepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy hapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cucTemy hapmakoHarnsgy,
3MiHa YNOBHOBaXeHOI 0co6H,
BiANOBIAA/ILHOT 32 3iICHEHHS
thapmakoHarnsgy; KOHTakTHoOT
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BifIMiHHa Bif, YyNOBHOBaXeHOI
ocobw, BigNoBiAabHOT 3a
3[jicCHeHHs1 hapmakoHarnagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTtep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
YNOBHOBaXEHOI 0CO6M 3as1BHMKA,
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

BiANOBIAa/IbHOI 3a
thapmakoHarnsag,.
MponoHoBaHa pepfakuis: Edyta
Samela. 3miHa KOHTaKTHUX JaHUX
YMOBHOBaXeHOI 0cobw,
BiANOBIAAbLHOT 32
hapMakoHarnsng.
3MiHa KOHTaKTHOI 0cobu
YNOBHOBaXEHOT 0CO6U 3as1BHYIKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnag B Ykpaii.
MponoHoBaHa pefakuis: YpeTiit
Cepriin IBaHOBMY. 3MiHa
KOHTaKTHUX JaHnNX KOHTaKTHOT
0Cco6U YNoBHOBaXXEHOI 0Cco6YU
3asBHMKa, BiANOBIA&/IbHOI 3a
hapmakoHarnsg, B Ykpaini

191.

HEOTAKCEN

KOHL,eHTpaT A4/ po3ynHy
A8 iHdpysiid, 6 mr/mn, no 5
mn (30 wr), abo no 16,67
mn (100 mr), abo no 25 mn
(150 wmr), abo no 35 mn
(210 wr), abo no 41,7 mn
(250 wr) y donakoHi; no 1
(NakoHy B KAPTOHHIl
KopooLi

Mini Xenckepe
Nimiteq

Benuka
BpuTaHis

BeHyc Pemegic
Nimiteq

IHais

BHECEHHS 3MiH O peecTpaLifiHnX
mMarepianis: 3MiHa 3asiBHMKa
(BnacHvka peecTtpaujiiHoro

nocsifyeHHs) (3rigHo Hakasy MO3

Bifg 23.07.2015 Ne 460). 3miHun |
TMny - 3MiHK Woa0
6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnagy. BeeaeHHsi abo
3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,
3MiHa YyNOBHOBaXeHOi 0cobu,
BigNoBiga/IbHOI 32 34iACHEHHSI
hapmakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3as1BHMKA AN 34INCHEHHS
thapmakoHarnagy B YkpaiHi, AKLo
BOHa BifIMiHHA Bif, yNTOBHOBaXeHOI
ocobw, BigNoBiAa/IbHOT 3a
3[jiCHeHHs1 hapMakoHarnagy
(BK/IHOYAKOYUN KOHTaKTHI faHi)
Ta/ab0 3MiHWN Yy PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy). 3miHa

YMOBHOBaXXEHOT 0COOU 3asIBHYMKA,

BignoBiganbHoI 3a
hapmakoHarnag,. fivova pepaxuis:
lwyk Hatasnika MeTpiBHa.
MponoHoBaHa pegakuis:
€pmolmHa OneHa IMUTpiBHA.

3a peyenmom

UA/0926/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs

3MiHa KOHTaKTHUX JaHUX
YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAALHOT 32
hapmakoHarnag,. 3miHa
MiCLIe3HaxXOpKeHHs1 macTep-
tpaiina cuctemu
hapmakoHarnsgy. 3miHa micus
3/1iiCHEHHS] OCHOBHOI AisiNIbHOCTI.
3MiHu | TUNYy - 3MiHK Woa0
6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu).
3amiHa po3giny «[paciuHe
300paxXeHHs1 yNnakoBKM» Ha po3gin
«MapkyBaHHsA» MKA N13
3arBepmxeHo: padgivyHe
300paXeHHs1 ynakoBKU.
JopaeTbcA. 3anponoHoBaHo:
MapkyBaHHS. 3rifHO
3aTBEPKEHOrO TEKCTY
MapKyBaHHSA 3aTBepAKeHHS
TEKCTY MapKyBaHHS ynakoBKm
nikapcbkoro 3acoby i3 3
BHECEHHSM iHchopMallii Lwoao
3a3HaYeHHs OAUHULb
BMMIiptOBaHHA y cuctemi Sl. 3miHu
| TYINy - 3MiHK Woao
6e3nekn/eheKTUBHOCTI Ta
thapmakoHarnsagy. 3miHa 'y
KOPOTKIill XapakTepucTuui
NiKapcbKoro 3acoby, TekcTi
MapKyBaHHS! Ta IHCTpYKLU|i Ans
MeJMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
nocnigpkeHb 3 6e3neku
3acTOCyBaHHSA NikapCcbKoro 3acoby
B nicnsipeecTpayiiHuii nepio, abo
AK pe3yibTar OLiHKN 3BITY 3
AoCnigpKeHb, NPoBeAEeHNX
BiANOBIAHO A0 nMiaHy
negiatpnyHux gocnigpxeHs (PIP)
(3MiHY Y3rof)KeHo 3 KOMNETEHTHUM
YNOBHOB&)XXEHNM OPraHom).
3aTBepAKeHHs TeKCTy [HCTpyKLi
O/19 MeAUYHOT0 3acTOCyBaHHS
nikapcbKoro 3acoby Ao
PeecTpauiiiHoro noceigueHHs Ne
UA/0926/01/01, 3aTBEPAKEHOTO
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

Hakaszom MO3 Big 11.12.2019 Ne
2446. IHdhopmaLis, BUKIageHa B
IHCTPYKLUIT ANna MeanyHOoro
3aCcTOCyBaHHS Nikapcbkoro
3acoby, BignoBifae MaTepianam
peecTpaLiiHoro Aocbe Ta
OHOB/IEHIl iHhopMaLii 3 6e3neku
3aCTOCYBaHHS Aik040i pe4yoBUHM

192.

HITPOCOPBI[,

Tabnetku no 10 mr no 10
TabneTtok y 6nictepi; no 4
6nicTepn y nauui 3
KapToHy

My6niyHe akuioHepHe
TOBapuCTBO "HaykoBo-

BMPOGHUUUIA LEHTP
"BopLyariBCbkuii
XiMiKO-
hapmaLeBTUYHNI
3asog"

YkpaiHa

My6niyHe
akuioHepHe
TOBapuUCTBO

"HaykoBo-

BUPOOHNYMNI LEHTP
"BopLyariBcbKuii
XiMmiKo-
hapMaLeBTUYHWIA
3aBof”

YKkpaiHa

BHECEHHS 3MiH [JO peecTpaLifiHnX
mMarepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) -

BHECEHHS 3MiH 40 po34iny
“MapkyBaHHA" MKA N13;
3anpornoHoBaHo: MapKyBaHHs.
BignoBigHo [0 3aTBEPAYKEHOTO
TekcTy mapKyBaHHs. OHOB/IEHHS
TEKCTYy MapKyBaHHs ynakoBKu

NiKapCcbKoro 3acoby 3 BHECEHHAM

iHbopMmauii Wwoao 3a3HavYeHHsA

OAVHNLb BUMIPIOBaHHSA Y CUCTEMI

Sl. BBeieHHs1 3MiH NpoTArom 6-Tn

MicALiB nicna 3aTBepipKeHHs

3a peyenmom

UA/6604/01/01

193.

HOKCNPEN
AKTNB

HasanbHuii cnpeli 0,05 %
no 10 mMn y KOHTeliHepi 3
Hacocom 3
posnutoBayem; no 1
KOHTEiHepy B KapTOHHIl
nauui

CninbHe yKpaiHCbKo-
icnaHcbke
nigNpPUEMCTBO

"CMEPKO YKPAIHA"

YkpaiHa

CninbHe yKpaiHCbKO-
icnaHcbke
nignpueMcTBo
"CMEPKO
YKPAIHA"

Ykpaina

BHECEHHS 3MiH O peecTpaLiiHnx
Marepianis: 3mMiHun | TMny - 3MiHN 3
sKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
Cucrema
KOHTeWHep/3aKynoptoBasbHWiA
3aci6. 3MiHa y NepBUHHIli ynakoBLi
roTOBOro NikapcbKoro 3acoby
(AKiCHWIA Ta KiNbKiCHWI cknag) -
M’siKi Ta HecTepunbHi pigki
nikapcbki popmu (B.11.1.1. (a)-2.
I6)

BHECEeHHS 3MiH 4,0 maTepianis
peecTpaujiiHoro gocee, p. 3.2.P.7.
Cuctema KoHTeHep/
3aKynoproBasibHWiA 3acib, a came
3MiHa matepiany 3aHyptoBasibHOI
TPYOKM y Hacoci 3 po3nusoBayeM;
3anponoHOBaHO: 3aHyploBasIbHa
Tpy6ka — noninponineH (PP) abo
nonietunex (PE)

6e3 peyenma

UA/12675/01/01

194.

HOOTPOMNIN

pO34uH AN iH'ekuiin, 200
Mr/Ma no 5 mn B amnyni;
no 6 amnyn y 6nictepi; no
2 6nicTepun y nayui
KapTOHHIii; no 15 mn B

HOCB ®apma C.A.

Benbris

Eiicika
PapmMacboTVKan3
C.P.J.

ITanisa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3mMiHu | TMny - 3MiHK 3
akocTi. A®l. Bupo6HmuTBO. 3MiHa
BMPOBHMKA BUXiAHOrO/NPOMIXHOr0o
nNpoAyKTy/peareHty, Wo

3a peyenmom

UA/0054/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
amnyni; no 4 amnynu y BMKOPVCTOBYIOTbCSH Y
6nicTepi; no 1 6nictepy y BMPOGHUYOMY npoteci AdDl, abo
nauLj KapTOHHiA 3MiHa BUPOOGHUKa (BKOYatoun, ae
HeobXxigHO, MicLie NpoBeAEeHHS
KOHTpoOsto sikocTi) AdI (3a
BiACYTHOCTI cepTucpikata
BIANOBIAHOCTI EBpONenchbkili
thapmakonei y 3aTBeppKeHOMY
[0ChE)(3MiHM [0 3aX0A4iB,
noB'si3aHnX 3 kKOHTposnem A®l, abo
[0O[laBaHHSA OinbHULI, ae
npoBoANTLCA
KOHTPO/b/BMNPOBYBaHHA cepil) -
[AofaBaHHsa ginbHuui SGS Lab
Simon SA, Belgium,B sikocTi
anbTepHaTUBHOI AINSAHKK, Ae
NpPOBOANTLCS KOHTPO/Ib AKOCTI AD|
nipavetamy
195. | HOOTPOMIN TabneTkn BKpUTI HOCB dapma C.A. Benbris CXKC a6 CimoH Benbris BHECEHHS 3MiH 4O peecTpauiiHnx 3a peyenmom UA/0054/04/02
N1iBKOBOK 060JI0HKOHO, MO CA, benbris marepianis: 3miHu | TUny -
800 mr no 15 TabneTok y (nopaTkoBa fopasaHHA dinbHuui SGS Lab
6nictepi; no 2 6nictepn B OiNbHULST KOHTPOIO Simon SA, Belgium,B sikocTi
KapTOHHI nayi AKocTi ); FOCb anbTepHaTUBHOT AiNAHKK, ae
dapma C.A., NPOBOANTLCS KOHTPO/Ib AKOCTI AD|
Benbris nipayetamy
196. | HOOTPOMNIN TabneTku, BKPUTI HOCB dapma C.A. Benbris C)XKC a6 CimoH Benbris BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/0054/04/01
NiBKOBOK 060JI0HKOIO, MO CA, Benbris marepianis: 3MiHu | TUNy -
1200 mr no 10 TabneTok y (nopaTkoBa AofaBaHHsa ginbHuui SGS Lab
6nicTepi; no 2 6nictepu B OiNbHULS KOHTPOIO Simon SA, Belgium,B sikocTi
KapTOHHIN navui akocTi ); FOCb aNbTepHaTUBHOI AINAHKK, Ae
dapmva C.A., NpOBOANTLCHA KOHTPO/Tb AKOCTI AD|
Benbris nipauetamy
197. | HO-COJ/1Ib® Kpanni Ha3asbHi 0,65 %,; AT "dapmak" YkpaiHa AT "dapmak” Ykpaina BHECEHHS 3MiH A0 peecTpaliintHmx 6e3 peyenma UA/1877/01/01
3BOJTIOXYIOY no 10 mn y chnakoHi; o 1 Marepianis: 3miHu | Tumny -

1%

donakoHy y naui i3
KapToHy

AAMIHICTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHsi Ta/abo agpecu
3anBHUKa (BlacHuKa
peecTpaviiiHoro NocBig4YeHHs)
3MiHa HaliMeHyBaHHS Ta agpecu
3anBHUKa (BlacHuKa
peecTpaviiiHoro NocBig4YeHHs)
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB MiCNA 3aTBEPKEHHS.
3MiHW | TUNY - AgMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

Ta/abo agpecu micus
NPOBaKEHHS AiSNbHOCTI
BMPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKOYaum
AinbHUUI BUNYyCKy cepii abo micue
NpoBeAEeHHSI KOHTPOJO SKOCTI.
(@isnbHicTb, 3a AKy Bignosigae
BMPOGHMK/iMNOpTEp, BKOYaUn
BUMYCK cepiil) 3miHa
HaliMeHyBaHHS Ta agpecu
BMPOGHMKa, 6€3 3MiHM Micus
BUpPOGHMLUTBA: BBEAEHHS 3MiH
NpPOTArom 6-T MicAUIB micns
3aTBEPAKEHHS.
3MiHu | TUNY - 3MiHK WoA0
6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3miHn)
OHOB/IEHHS TEKCTY MapKyBaHHS
yNakoBKM MiKapCbKoro 3acoby 3
BHECEHHSM iHchopMmallii Lwoao
3a3HaYeHHs OAUHULb
BVMIptOBaHHA y cuctemi Sl.
BHeceHHs 3MiH fo po3giny
«MapkyBaHHs» MKA J13
3arBepgxeHo: MAPKYBAHHA
BignoBigae HagaHoMy TEKCTY
MapKyBaHHs1. 3anponoHOBaHO:
MAPKYBAHHSA 3rigHo
3aTBEPPKEHOrO TEKCTY
MapkKyBaHHS. BBeaeHHs 3MiH
NpPOTArom 6-T MicAUIB micns
3aTBEPAKEHHS.

198.

HO-COJIb®
3BOJTIOXKYIOY
nn

cnpeii HazanbHUiA 0,65 %;

no 10 mn y chnakoHi
CKNsIHOMY; Mo 1 chiakoHy
nauyuj i3 kKapToHy abo no
15 mn y donakoHi
nosieTnneHosomy; no 1
dhnakoHy 3 f03aTOPOM Y
nadui 3 KapToHy

y

AT "dapmak"

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH O peecTpaLifiHnX
MaTepianis: 3miHu | Tuny -
AJMiHICTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHsi Ta/abo agpecu
3as1BHMKa (B/1acHMKa
peecTpauiiiHoro NocBig4YeHHS)
3MiHa HaliMeHyBaHHA Ta agpecu
3as1BHMKa (B/1acHMKa
peecTpaujiiiHoro NocBig4YeHHS)
BBefieHHs1 3MiH NpoTArom 6-Tu
MiCAILiB MicNns 3aTBEPAKEHHS.
3MiHu | TUNY - AgMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHA AiS/IbHOCTI
BMPOGHMKa/iMnopTepa rotosBoro
NiKapCbKOro 3acoby, BKYakum

6e3 peyenma

UA/1877/02/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
AinbHUUI BUNYyCKy cepii abo micue
NpoBeAEeHHS KOHTPOJIO SKOCTI.
([isnbHICTB, 3a Ky BignNoOBifaE
BMPOGHMK/IMNOpTEpP, BKOYaUM
BWMYCK cepiit) 3miHa
HaliMeHyBaHHS Ta agpecu
BMPOGHMKA, 6e3 3MiHM Micusa
BMPOGHMLTBA: BBEAEHHS 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHS.
3MiHn | TUnY - 3MiHK WoAao
6e3nekn/eheKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3mMiHn)
OHOB/IEHHSI TEKCTY MapKyBaHHS
ynakoBKM NiKapcbKoro 3acoby 3
BHECEHHSM iHdhopMaLii Woa0
3a3HaYeHHs OAUHULb
BUMIpIOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH 40 po3giny
«MapkyBaHHsA» MKA N13
3arsepgxeHo: MAPKYBAHHA
BignoBigae HagaHoMy TeKCTy
MapKyBaHHS. anponoHOBaHO:
MAPKYBAHHSA
3rigHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHSA. BBefeHHs 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHS.
199. | OKPEBYC® KOHUEHTpAaT A1 PO34nHYy ®.XohpmaHH-/1a Pow LLiBeiiuapis BMPOGHMLITBO HimevuunHa/ BHECEHHS 3MiH A0 peecTpaLinHmx 3a peyernmom UA/16278/01/01
Ans iHdy3ii no 300 mr/10 Nt Hepo3dacosaHoi LBeliuapis marepianis: 3MiHu | TUNY - 3MiHN 3
M1 1o 10 mn y dolakoHi; NPOAYKLii, NePBUHHE AKOCTI. [O0TOBWMIA NTikapcbkuii 3acib.
no 1 dpiakoHy y KapTOHHIl nakyBaHHs, 3MiHU y BUPOGHMLTBI. 3amiHa abo
Kopoo6ULi BMNPO6YBaHHSA BBE/i€HHSA A0AATKOBOT AifIbHULL
KOHTPOJTHO SIKOCTi: BMPOGHULTBA 419 YacTUHU abo
Pow [jarHocTukc BCbOro BUPOBGHMNYOro npouecy
'M6X, HimeuunHa; roTOBOro NikapcbKoro 3acoby
BMPOBGHULITBO (AiNbHMLA 4Ns1 NePBMHHOTO
Hepo3acoBaHol nakyBaHHs) - 3a3HauyeHHs pyHKuiT
NpoAyKLii, NepBuUHHe NepBUHHOIO NaKyBaHHA A5
nakyBaHHs, BMpo6HMKa ®.XodhdmaHH-/1a PoLwu
BTOPUHHE Ntp, Weeliuapis. BBefeHHS 3MiH
nakyBaHHs, BUMYCK NpoTArom 6-T1 MicALIB nicns
cepii: 3aTBEPKEHHS.
®.XohpmaHH-/1a
Pouw Jltg,
LLiBeliyapis
200. | OPHI3ON® pO34uH A8 iHQysil, 5 MAT "Tanuuchapm” YkpaiHa MAT "lranuudapm” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/12227/01/01

mr/mn no 100 mny
naswyi; no 1 naswui B

marepianis: 3MiHu | TUNy -
BHECEHHS 3MiHM y peecTpauiiHe

148




Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

nauuj

Jocbe M3, a came OHOB/IEHHSA
po3giny 3.2.P.7. Cuctema
KOHTeliHep/ 3aKynoproBasibHi
3ac06M Y 3B'A3Ky 3 BHECEHHAM
YTOYHEHHS po3MipiB (3arasibHa
BMCOTa KOBNayka) Ta po3Lwmpms
JianasoH JOMyCTUMMUX BiXW/EHb
po3MmipiB (BHYTpIHIl fiameTp Ta
30BHILLHIli AiameTp koBnauka) ans
KOBMaYKiB asItOMIHIEBMX 3
NNacTYKOBOK HAKMaAKOK Mapku
K-3-28 NH Brpo6HuKa "CTatyc".
Ockifnlbku fiana3oH JonyCcTMmx
BiIXMNIEHb OCHOBHUX PO3MipiB
KOBMauKiB aItoMiHIEBMX 3
NAacTMKOBOK HaKMaAKow Mapkm
K-3-28 INH 6yB po3LumpeHnii Ha
MakcMMasibHy BEIMUMHY NnLle Ha
0,6 MM (BHYTPpILLHI giameTp
KOBMayka) a ANns iHWnx po3mipis,
Ha 0,2-0,4 MM, Ui 3MiHM XXOAHUM
UYMHOM He BMVBaOTb Ha SIKICTb
3aKynoproBaHHA NJIALLOK, L0
BUKOPVCTOBYIOTHCS 4715
BMPOGHMLITBA iHQDY3iliHOrO
PO34MHY

201.

OTUKC NnroC

Kpanni ByLUHi, po34uH no 5
rabono15ry
naacTUKoBOMY O/1aKOHi,
no 1 coNakoHy B KapTOHHIi
Kopobui

MpusaTHe
nigNPUEMCTBO
"TNELEKC"

YkpaiHa

TOB "Apnimeg”

Pecny6nika
BipmeHis

BHECEHHS 3MiH [JO peecTpaLifiHnX
mMarepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edyeKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) -

BHECEHHS 3MiH 40 po34iny
«MapkyBaHHA» MKHA /13:
MponoHoBaHa pepakuis:

MapkyBaHHs1. 3rigHO
3aTBEPAPKEHOrO TEKCTY

MapKyBaHHs. OHOB/IEHHS TEKCTY

MapKyBaHHS YMakoBKV NiKapcbKoro
3aco6y 3 BHECEHHSAM iHchopMmalii

LLIOA0 3a3HaYEHHS OANHULB
BMMIPIOBaHHS y cuctemi Sl.
BBefeHHA 3MiH NpoTAroMm 6-Tu
MicsILLiB NiCNsA 3aTBEPPKEHHS

3a peyenmom

UA/15962/01/01

202.

OTOTOH®

Kpanni BywWHi no 16 ry
donakoHi; no 1 dpnakony
pasoM 3 KpanesnbHULEeo y
nauuj 3 KapToHy

AT "®dapmak”

YKpaina

AT "®dapmak”

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3miHu | TUny -
AAMiHICTpaTMBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
3anBHUKa (BnacHuka
peecTpavLiiHOro NOCBIAYEHHS).
3MiHa HaiMeHyBaHHs Ta agpecu

6e3 peyenma

UA/13775/01/01
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KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

Ne

n/n JliKapcbKo20

Hassa

3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

3asiBHUKa

BUPOOGHUKa

3asBHMKa (BNacHvka

nocsBi0oYeHHs

CaHTeH AT

PiHNAHAIA

MaHyhakTypiHr

HigepnaHngn

AinbHUUI BUNYyCKy cepii abo micue

peecTpaLiiHOro NoCBigYEHHS).
BBeneHHs 3MiH NPOTAroM 6-Tu
MicALIB NiCNSA 3aTBEPLKEHHS.
3MiHu | TUNY - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaKEHHS AiNbHOCTI

BMPOGHMKa/iMnopTepa rotToBoro
NiKapcbKoro 3acoby, BKOYaum

npoBeAEeHHS KOHTPOJIO SKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae
BMPOGHMK/iMNOpTEp, BKOYaUn
BUMNYCK cepiit). 3miHa
HaliMeHyBaHHS Ta agpecu
BMPOGHMKa, 6€3 3MiHM Micusa
BUPOGHMLTBA. BBEAEHHS 3MiH
NpOTArom 6-Tv MicAUIB micns
3aTBEPAKEHHS
3MiHu | TUNY - 3MiHK WoA0
6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu).
BHeceHHs 3MiH 40 po3giny
«MapkyBaHHa» MKA /13.
3arBepaxeHo: MAPKYBAHHA
TeKCT MapKyBaHHA ynakoBKu
npenapary npuknagaceTbCs.
3anponoHoBaHo: MAPKYBAHHA
3rigHoO 3aTBEPKEHOr0 TEKCTY
MapKyBaHHs1. 3MiHN BHECEHI B
TEKCT MapKyBaHHS yNnakoBKu
nikapcbKoro 3acoby LWoao
3a3Ha4YeHHsA MXHapOAHNX
no3Ha4yeHb OAVHNLb
BMMIipIOBaHHS. BBeAeHHS 3MiH
NpPOTArom 6-T1 MicAUIB micns
3aTBEPAKEHHS
BHECEHHS 3MiH O peecTpaLifiHnX
marepianis: 3MiHU | TUMY - 3MiHK

3a peyenmom

UA/5052/01/01

203.

ODPTAH®TUMO
non

Kpanni o4Hi 0,5 %; no 5 mn
y hriakoHi 3
KpanenbHuueto; no 1
(h/1aKOHY B KapPTOHHii
Kopobui

MaxkariHr ®apmaka
(MMNo) B.B.,
Higepnangm

(AnbTepHaTUBHWI

BMPOGHMUK,

BiANOBIAaNbHMIA 3a

BTOPWHHE
nakyBaHHs);
Hekct®apma AT,

| ®diHnAHgISA

Loao 6e3nekn/edyeKTUBHOCTI Ta
hapmakoHarnagy. BeeaeHHs abo
3MiHU [0 y3araslbHEHNX AaHuX Npo

cuctemy chapmakoHarnsgy

(BBEAEHHSA Y3araslbHEHUX AaHuX

npo cucTemy hapmakoHarnsgy,
3MiHa YNOBHOBaXeHOi 0co6H,
BiANOBIAA/IbHOT 33 3iICHEHHS

DiHnAHgiIs

hapMakoHarsgy; KOHTaKTHoi
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
(BUPOGHWMK 0co6u 3 hapmakoHarnsay
BiANOBiAa/IbHWIA 3a 3asiBHMKa AN 34iCHEeHHS
BUPOBHMUTBO in hapmakoHarnagy B YkpaiHi, kLo
bulk, nepBuHHY Ta BOHa BiIMiHHa Bif, yNTOBHOB&XEHOI
BTOPUHHY YNaKOBKY, ocobu, BiANOBIAaIbHOI 3a
KOHTPO/Ib SAKOCTI); 3[jlicCHeHHs1 hapMakoHarnagy
CaHTeH AT, (BK/IHOYAKOYUMN KOHTaKTHI JaHi)
DiHNAHAiA Ta/abo 3MiHV y PO3MILLEHHI
(BUPOGHUK MacTtep-chaiina cuctemu
BiANOBIAA/IbHWIA 32 thapmakoHarnagy) - smiHa
BWMNYCK cepil) KOHTaKTHMX AaHUX YNOBHOBaXKEHOT
ocobw, BiANoBiAanbLHOI 3a
hapmakoHarniag,. 3miHa
KOHTaKTHOT 0CO6M YNOBHOBaXKEHOT
0cobu 3asBHMKa, BIANOBIAA/IbHOT
3a hapmakoHarnsag B Ykpaii.
MponoHoBaHa pegakuis:
CaBueHko AmuTtpo. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOT
0cobu ynoBHOBaXeHOT 0cobu
3asBHVIKa, BiANOBIAAbHOT 38
hapmakoHarnag B YkpaiHi. 3miHa
MiCLIe3HaxXOpKeHHs1 macTep-
tpaiina cuctemu
hapmakoHarnsgy. 3miHa micus
3/1iiCHEHHS OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy
204. | NAKNITAKCEN KOHLEHTPAT 4151 PO3UMHY EBEBE dapma ABCTpIs EBEBE ®apma ABcTpisi/ BHECEHHS 3MiH 40 peecTpauiiHnx 3a peyenmom UA/0714/01/01
"EBEBE" Ans iHdysii, 6 mr/mn; no 5 lFec.m.6.X. Hdor.KI" lec.m.6.X. Haor. KT, HimeyunHa marepianis: 3miHu | TUny -
mn (30 wmr), abo 16,7 mn ABCTpISl (NOBHWIA He3HauyHa 3MiHa y meTodi BEPX
(100 wmr), a6o 25 mn (150 LK/ BUPOOHMLTBA); 08 igeHTudikauii, a came:
Mr), a6o 35 mn (210 wmr), 3eiibepcaopd OeTasbHilWiA onuc Ta aganTtauis
a6o 50 mn (300 mr) y Na6op MvobX, MeTOo/iB 3a3HaYEHNX Y
donakoHi, no 1 dpiakoHy B ABCTpist LOKyMEHTaL,ii BUPOGHMKa Ta
KapTOHHIiA KOpoo6Li (TecTyBaHHs); po3aini 3.2.P.5.2, a Takox
Na6op N1C CE & Ko. BUMpPaB/IEHHA NOMUAY B METOAI
K, HimeuunHa BMU3HA4YeHHS pH (TecTyBaHHS
(TecTyBaHHs); MIMNN NPOBOAUTLCA NICMA PO3BELEHHSA
Mikpob6ionoriwec 1:10 y Bofj); 3MiHu | Tuny -
Mptochnabop M6X, He3HayHa 3miHa y meTogai TLX
ABCTpis ONns igeHTudikauii, a came:
(TecTyBaHHs) AeTanbHiluni onuc Ta aganTauis
MEeTOZiB 3a3HaYEHUX y
[OKyMeHTaLii BUpo6HMKa Ta
po3aini 3.2.P.5.2.
205. | NAKNITAKCEN- | koHUeHTparT A/1s po3ynHy Mictpan Kenitan AHrnis AxTasic ITanis ITanis BHECEHHS 3MiH 40 peecTpaliiHux | 3a peyenmom UA/13988/01/01
BICTA Ans iHdysiii, 6 mr/mn no 5 MeHexMeHT JlimiTep, C.n.A. martepianis: 3mMiHU | TUNY - 3MiHK

M (30 mr) abo no 16,7 mn

Loao 6e3nekn/edekTMBHOCTI Ta
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

(100 wr), abo no 25 mn
(150 wmr), abo no 43,33 mn
(260 wmr), abo no 50 mn
(300 mr) y donakoHi; no 1
h/1aKoHY B KapTOHHIi
Kopooui

thapmakoHarnsagy (iHwi 3MiHn) -
BHECEHHS 3MiH [0 po3ainy
“MapkyBaHHa" MKA 13"
3anponoHoBaHo: MapKyBaHHs.
3rigHO 3aTBEPKEHOrO TEKCTY
MapKyBaHHS. 3MiHU BHECEHI B
TEKCT MapKyBaHHS ynaKkoBKu
nikapcbKoro 3acoby Wwoao
3a3HaYeHHs OAUHULb
BVMIptOBaHHA y cuctemi Sl.
BBegeHHs 3MiH npoTsirom 6-Tn
MicALiB nicnsa 3aTBepKEHHS

206.

nAkKCcun™

TabneTkn, BKPUTI
060/10HKOI0, N0 20 Mr no
14 TabneTok y 6nicTepi;
no 2 61icTepun y KapTOHHIl
KopooLi

"nakcoCmiTKnAiH
Ekcnopt Nimiteq,

Benuka
BpuTaHis

nakcoCmiTKnsiH
dapmMacboTVKan3
C.A.

Monbwa

BHECEHHS 3MiH 4O peecTpauiiHnx
martepianis: 3mMiHU | TUNY - 3MiHK
BHECEHO [10 IHCTPYKL,i AN
MeJMYHOro 3aCTOCYBaHHs
nikapcbKkoro 3acoby Ao po3ainy
"Oco6nM1BOCTI 3aCTOCYBaHHSA"
LLIOZI0 MOX/IMBUX BUNAKIB
[0BroTpuBasiol ctaTesol
AncdyHKUiT, BigNoBigHO Ao
pekomeHgauin PRAC. BBeaeHHsi
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPMAKEHHS; 3MiHM | TUNY -
3MiHM BHECEHO A0 iHCTPYKLi gns
MeAMYHOr0 3aCTOCYBaHHS
nNiKapcbKoro 3acoby Ao po3ainis
"Oco6/1MBOCTI 3acTOCyBaHHSA",
"Mo6iuHi peakuyji" Wwoao
[oaasaHHs iHdopmalii npo
CMOYKM HATPIl0 Ta MOX/IMBICTb
No6iYyHOT peakLii - MiKpOCKOMIYHWIA
KOniT, BiANOBIAHO A0
pekomeHgauin PRAC. BBeaeHHsi
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPHKEHHSA

3a peyenmom

UA/8573/01/01

207.

NAHOLIAA,

MOPOLLOK AN151 PO3UMHY
[Ans iH ekuin no 40 mr; 1
abo 5, abo 20 chnakoHis 3
MOPOLLKOM Y KapTOHHIl
KopooLi

AHaHTa Megikeap
nra.

Benuka
BpuTaHis

JTABOPATOPIO
PEUI XO®PE, C.A.

IcnaHis

BHECEHHS 3MiH A0 peecTpavLintHmx
martepianis: 3mMiHU | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
OHOB/IEHHA TEKCTY MapKyBaHHS
yNakoBKM NMiKapCbKoro 3acoby 3

BHECEHHSAM iHthopMmalLlii Lwoao
3a3HaYeHHs OAUHULb
BVMIptOBaHHA y cuctemi Sl.
OHOB/IEHHS BXe 3aTBEPKEHOro
TEKCTY MapKyBaHHS; BHECEHHS

3a peyernmom

UA/17039/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

3MiH 40 po3ainy "MapkyBaHHS"
MK$ 13: 3anponoHoBaHo: Ans
roTOBOrO JliKapCbKOro 3acoby:
MAPKYBAHHA 3rigHo
3aTBEPPKEHOTO TEKCTY
MapKyBaHHs. TepMiH BBeieHHS
3MiH NpPOTAroM 3 MicAuUiB nicns
3aTBepMKEeHHs

208.

NAHOLMA,

MOPOLLOK A/151 PO3UNHY
NS iH eKuUid no 40 wr; in
bulk: 20 cnakoHis 3
MOPOLLIKOM Y KapTOHHilA
Kopoo6Li

AHaHTa Megikeap
nra.

Benvka
BpuTtaHis

NNABOPATOPIO
PEWI XO®PE, C.A.

IcnaHis

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHK) -
OHOBJ/IEHHS TEKCTY MapKyBaHHS
yMakoBKM MiKapCbKoro 3acoby 3

BHECEHHSAM iHdhopMaui LWwoao
3a3HauYeHHs OAVHNLb
BVIMIpIOBaHHS y cuctemi Sl.

OHOB/IEHHS BXe 3aTBEPAKEHOrO
TEKCTY MapKyBaHHS NikapCbKoro

3aco0y, a came 3a3HayveHHs

MDKHapPOAHUX NO3HAYeHb OAMHNLb
BUMIPIOBaHHS 3 BUKOPUCTaHHAM

niTep naTtuHCbKoro andasiTy;
BHECEHHS 3MiH 0 po34iny
"MapkyBaHHA" MKA 113:
3anpornoHoBaHo: [ns Nikapcbkoro
3acoby y doopmi in bulk:
MAPKYBAHH#A TekcT MmapkyBaHHA
popaetbes. TepMiH BBEAEHHS 3MiH
npoTsirom 3 MicsLiB nicns
3aTBEPKEHHS

UA/17040/01/01

209.

MAHTEHON

Tabnetku no 100 mr; no 20
a6o 50, abo 100 TabneTok
y cknsiHoMy chnakoHi; no 1
h/1aKoHY B KapTOHHIi
naui

mibe Mm6X
ApuHaiimiTTens

HimeuunHa

mibe Mm6X
ApuHaiimiTTens

HimeuunHa

BHECEHHS 3MiH 0 peecTpalinHmx
MaTepianis: 3MiHU | TUNY - 3MiHK 3
AKOCTi. [OTOBWIA Nlikapcbknin 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax
npuaaTHocTi abo ymoBax
36epiraHHsi TOTOBOTO J1iKapCbKOro
3ac06y (3MEHLLUEHHS TEPMiHY
NpUAATHOCTI FOTOBOTO NiKaPCHKOro
3acoby) - Micnsa neporo
PO3KpUTTS - 3MiHA Y TEpMiHax
NpUAATHOCTI FOTOBOTO NiKaPCHKOro
3acoby, a came 3a3HayveHHs
TepMiHy NpUAAaTHOCTI nicns
nepLUOoro BiAKPUTTA - 6 MicsLIB.

6e3 peyenma

UA/11523/01/01
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Ymosu

Homep

Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

peecmpayiliHo2o
nocsioYeHHs

HoBa pegakuisi. TepMiH
npugaTHocTi 2 poku. lMicns
nepLuIoro BigKpUTTS — 6 MicALiB.
3MiHV BHECEHI B po3gin "TepMmiH
npugaTtHocTi" (nicns nepLioro
BiAKPUTTSA) B IHCTPYKLiO ANA
MeJUYHOTO 3aCTOCYBaHHS
nikapcbKkoro 3acoby Ta sk
HacnifloK - y TeKCT MapKyBaHHS
YNaKoBKM NiKapCbKoro 3acoby

UA/3112/01/01

210.

NAMNABEPUH-
JAPHULA

pO34uH A4 iH'eKUii, 20
Mr/M/1 10 2 M B amnyfi,
no 5 amnys y KOHTYpHil
YapyHKOBIli ynakoBLj, no 2
KOHTYPHI YapyHKOBI
yNakoBKM B navi

MpAT
"®GapmMaleBTNUYHa
ipma "JapHuus”

YKpaina

MpAT
"papmaLeBTniHa
ipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHW
Lofo 6e3nekn/ed)eKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) -
OHOBJ/IEHHS TEKCTY MapKyBaHHs
yNakKoBKM NiKapCbKOro 3acoby 3

BHECEeHHAM iHdhopMaLi Wwoao0
3a3HayYeHHs OAMHULb
BMMIPIOBaHHS y cuctemi Sl.
BHeceHHs 3MiH 40 po3giny
“MapkyBaHHa" MKA N13;
3anpornoHosaHo: MAPKYBAHHA
BignosigHo [0 3aTBEPAKEHOTO
TEeKCTy MapKyBaHHs. TepMiH
BBE/EHHS 3MiH - NPOTArom 6
MicALiB nicna 3aTBeppKeHHs

3a peuenmom

UA/10881/01/01

211.

NMEHTA/TIH
®C EKCTPA
KAMNCYNn

Kancynu, no 10 kancyny
6nicTepi; no 1 abo 2
6nicTepn B KapTOHHIi
nauuj

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma CrapTt"

Ykpaina

BHECEHHS 3MiH O peecTpaLiiHnx
marepianis: 3MiHu | TUny -
nopaHHa Hosoro CEP Ne R1-CEP
1997-118-Rev 09 gnsa A®I kogeiny
dhocdparty, CaHodpi Ximi, PpaHuis
[0 BXe 3aTBEPAXEHOro
BMpO6HMKa MakdapnaH CmiT
Nimitea, CnonyyeHe KoponiscTso;
3MiHK | TUny - cneundikauio Ad®I
KofeiHy dhochaTy BUPOGHULITBA
CaHodpi Ximi, DpaHuiss 4ONOBHEHO
nocunaHHaMu: - «Onue», «pH»,
«CynpoBigHi AomilLkn», «BTpaTa B
Maci Mpy BUCYLLYBaHHiI»,
«MikpobiosnoriyHa unctota» Ta
«KinbkicHe BU3HaueHHs» — 1
KOHTPO/b NapameTpy
3[iICHIOETLCA NPV NEPEKOHTPOSI
cy6cTaHUuil; - «lgeHTndikauis» — 2

[0onyckaeTbCs NPOBOAUTUN TECT
MeTofoM PamaHiBCbKOT

cnekTpomeTpii (EP 2.2.48).

3a peyenmom

154




donakoHax

thipma "lapHnug"

ipma "JapHuua

Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
OHOB/IEHHA TEKCTY MapKyBaHHs
yNakoBKM MiKapcbKoro 3acoby 3
BHECEHHSM iHchopMmalLlii Lwoao
3a3HaYeHHs OAUHULL
BVMIptOBaHHA y cuctemi Sl.
BHeceHHs 3MiH fo po3giny
“MapkyBaHHa" MKA N13;
3anponoHosaHo: MAPKYBAHHA

Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
Mpoueaypa NnpoBefeHHs TecTy Ta
BiA6ip Npo6 onwucaHi y BiANOBIAHWX
con
212. | NEHTOKCU®DINT | po3umnH ans iH'ekuiii, 20 MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 4O peecTpauiiHnx 3a peyenmom UA/4041/02/01
IH-AAPHULUSA Mr/mn no 5 mn B amnyni; "®apmMaueBTNYHa "papmaLeBTUYHa martepianis: 3MiHU | TUNY - 3MiHK
no 5 amnyn y KOHTYpHIlA ipma "OapHuus" ipma "JapHuus"” ofo 6e3snekn/edekTMBHOCTI Ta
YapyHKOBI ynakosLi, no 1 hapmakoHarnagy (iHwi 3miHK) -
ab60 2 KOHTYpHi YapyHKOBI BHECEeHHS 3MiH [0 po34iny
yMNakoBKM B nauLli “MapkyBaHHA" MKA N13;
3anpornoHosaHo: MAPKYBAHHA
BignosigHo [0 3aTBEPAKEHOTO
TEKCTY MapKyBaHHs. 3MiHK
BHECEHI B TEKCT MapKyBaHHs
yNakoBKM MikapCbKoro 3acoby
LLI0A0 3a3HaYeHHs OANHULB
BMMIPIOBaHHS y cuctemi Sl.
BBefeHHs 3MiH NpoTAroM 6-Tu
MicsILLiB NiCNsA 3aTBEPLPKEHHS
213. | NEHTOKCU®IN | Ttabnetku no 200 mr, no 10 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpaliiiHux | 3a peyenmom UA/4041/01/01
IH-APHUUSA Tab1eToK y KOHTYPHii "®apmMaueBTNYHa "papmaLeBTUiHa martepianis: 3mMiHU | TUNY - 3MiHK
YapyHKoBIli ynakosLij, no 2 thipma "lapHnug" thipma "apHmus" Loao 6e3nekn/edeKTMBHOCTI Ta
KOHTYPHIi YapyHKOBI thapmakoHarnsgy (iHwi 3MiHn) -
ynakoBKkuM B navi BHECEHHS 3MiH [0 po34iny
“MapkyBaHHA" MKA N13;
3anponoHoBaHo: MAPKYBAHHA
BignosigHoO [0 3aTBEPKEHOTO
TEKCTY MapKyBaHHS. 3MiHK
BHECEHI B TEKCT MapKyBaHHs
YyNaKoBKM NiKapCbKoro 3acoby
LLIOAO 3a3HaYEHHS OANHULb
BVIMIpIOBaHHS y cuctemi Sl.
BBefeHHs 3MiH NpoTAroM 6-Tu
MicsILiB NicNs 3aTBEPAKEHHSA
214. | NEHTOTPEH po3unH A4ns iHgysiid, 0,5 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpauliiHux | 3a peyenmom UA/15146/01/01
mr/mn no 200 mny "®apmMaueBTNYHa "papmaLeBTniHa martepianis: 3MiHU | TUNY - 3MiHK
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
BignosigHo 4o 3aTBEpPKEHOrO
TEKCTY MapKyBaHHs. TepMiH
BBE/eHHS 3MiH NpoTSArom 6
MicSILLB NicNs 3aTBEPAKEHHS
215. | NEPCEH® TabneTku, BKpUTI AnsoreH ManbTa ManbTa Nex CnoseHis BHECEHHS 3MiH A0 peecTpaLinHmx 6e3 peyenma UA/9536/01/01
060/10HKO0; MO 10 OnepeliweHc (POY) dapmaueBTUYHA marepianis: 3miHu Il Tuny - 3MiHK 3
TabneTtok y 6nictepi; no 4 nTg KoMnaHisi g.4., AKOCTi. A®I. (iHWi 3MiHW) -
6nicTepn y KapTOHHIiA CnoseHis OHOBNeHHSA Bepcil ASMF Naturex
Kopoo6ULi (BMpo6HULTBO in SA (3anponoHoBaHo: Bepcis
bulk, nakyBaHHs, 03.2018)
BUNYyCK cepii); Jlek
dapmaLeBTUYHa
KoMnaHisi g.4.,
CnoseHis
(MakyBaHHs, BUNYyCK
cepii)
216. | NEPCEH® Kancynu Teepai, no 10 AnBoreH ManbTa ManbTa Nex CnoBeHis BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 peyenma UA/2838/02/01
DOPTE Kancyny énictepi; no 2 OnepeliweHc (POY) dapmaLeBTUYHa marepianis: 3mMiHu |l TURYy - 3MiHK 3
6nicTepn y KapTOHHIiA nrp KoMMaHis 4.4, akocTi. A®L. (iHWi 3MiHK) -
KopooLi OHOBNEeHHSA Bepcil ASMF Naturex
SA (3anponoHoBaHo: Bepcist
03.2018)
217. | NINOKAPMIH Kpanni o4Hi, 10 mr/mn no 5 AT "dapmak" YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/6836/01/01
M a6o 10 mn 'y donakoHi; marepianis: 3MiHU | TUMY - 3MiHW
no 1 dpnakoHy B nayuj 3 Loao 6e3nekn/edreKTMBHOCTI Ta
KapToHy hapmakoHarnagy (iHwi 3MiHK) -
BHECEHHS 3MiH 0 po34iny
«MapkyBaHHA» MKA 13;
3anponoHosaHo: MAPKYBAHHA
3rigHO 3aTBEPAXKEHOrO TEKCTY
MapKyBaHHS. OHOB/IEHHSA TEKCTY
MapKyBaHHS YMakoBKy NikapcbKoro
3ac06y 3 BHECEHHAM iHthopmalii
LLOA0 3a3HaYeHHS OANHNLB
BUMIpIOBaHHSA y cuctemi Sl.
BBefeHHs 3MiH NpoTArom 6-Tu
MicSILiB NiCNs 3aTBEPPKEHHS
218. | NIPALETAM TabneTku, BKPUTI My6niuHe akuioHepHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/3622/01/01
NiBKOBOK 0BOIOHKOIO, MO | ToBapuCTBO “"HaykoBo- akujioHepHe marepianis: 3MiHU | TUMY - 3MiHK
200 mr no 10 TabneTok y BMPOGHUUUIA LEHTP TOBapUCTBO Loao 6e3nekn/edyeKTMBHOCTI Ta
6nictepi; no 6 6nictepiB y "BopLuariBcbKuii "HaykoBo- hapmakoHarnagy (iHwi 3MiHu) -

nauuj 3 KapToHy XiMiKo- BMPOGHNYNIA LLEHTP BHECEHHS 3MiH 0 po34iny
hapmaLeBTUUHNI "BopLyariBcbKuii “MapkyBaHHs" MKA N3;
3asofg" XiMmiKo- 3anpornoHoBaHo: MapKyBaHHS.
dhapmaLeBTUYHWI BignoBigHoO A0 3aTBEpPAKEHOrO
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

3aBofg”

TeKkCTy MmapKyBaHHs. BunyyeHHs
iHchopmauii wopao ynakosku in bulk
3 MaTepianiB peecTpadiiHoro
[OCbE (3 TUTYNIbHOT CTOPIHKK,
po3ainy «YnakoBka» Ta
«MapkyBaHHs» MKHA /13) y 38’A3Ky
3 TUM, LLIO Aito peecTpauiiHoro
nocsigyeHHs Ha [N13 MipaueTtam,
TabneTku, BKPUTI NNiBKOBOKO
060/10HKO0, 1Mo 200 mr, in bulk no
1 kr TabneTok y naketax
nonietuneHosux (P
UA/3623/01/01 Big 05.06.2015) He
nofoBXeHO. OHOBMIEHHA TEKCTY
MapKyBaHHS yMakoBKV NikapcbKoro
3ac06y 3 BHECEHHAM iHthopMmalii
LLOA0 3a3HaYeHHS OAVHNLb
BUMIpIOBaHHSA y cuctemi Sl.
BBefeHHs 3MiH NpoTarom 6-tu
MicSILLIB NicNs 3aTBEPPKEHHS

219.

NIPUAOKCUH-
JAPHULA
(BITAMIH B6-
DAPHULS)

PO34nH ANA iH'eKUili, 50
Mmr/mn no 1 ma B amnyini,
no 5 amnyn y KOHTYpHii
YapyHKOBIli ynakosLj; no 2
KOHTYPHi YapyHKOBI
yNnakoBKM B nauLi

MpAT
"GapmaueBTMyHa
ipma "OapHuus”

YkpaiHa

MpAT
"PapmaueBTnyHa
hipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH O peecTpaLifiHnX
mMarepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edyeKTUBHOCTI Ta

hapmakoHarnagy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy dhapmakoHarnagy

(BBEAEHHSA Y3araslbHEHUX AaHuX
npo cucTemy hapmakoHarnsgy,

3MiHa YNOBHOBaXeHOi 0co6H,
BiANOBIAAILHOT 33 34iICHEHHS
hapmMakoHarnagy; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKA 419 3MiACHEHHS
hapmakoHarniagy B YkpaiHi, SKLLO
BOHa BifiMiHHA Bif, yNOBHOBaXXeHOI
ocobw, BiANOBIAa/IbHOI 3a
3[jiCHEHHST chapMakoHarsay
(BK/IKOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTep-thaina cuctemm
thapmakoHarnagy) - 3amiHa

YMNOBHOBaXeEHOT 0CO6U 3as1BHMKA,

BiAMNOBIAA/IbHOT 32
hapmakoHarnsag,.
MponoHoBaHa pepakuis: Typok
B'auecnas B'ayecnasoBuy

3a peyenmom

UA/5420/01/01

220.

NMNASMOBEH®

pO34uH A8 iHgysili no
500 mAy prakoHi

MpAT
"dPapmMaLeBTUYHa

YKpaiHa

MpAT
"PapmaLeBTUiHa

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUNY - 3MiHK

3a peyenmom

UA/17779/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

thipma "apHnug"

thipma "AapHnus"

Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHNX AaHuX Npo

cuctemy chapmakoHarnsgy

(BBEAEHHSA y3ara/lbHEHVX AaHUX

npo cucTemy chapmakoHarnsgy,

3MiHa yNOBHOB&XeHOi 0cobu,
BiANoBiga/bHOI 3a 3MjACHEHHSI
hapmMakoHarnagy; KOHTaKTHoI
ocobu 3 hapmakoHarnagy
3asiBHMKA AN 34iCHEeHHS
hapmakoHarnagy B YkpaiHi, kLo
BOHa BiIMiHHa Bif, yNTOBHOB&X€EHOI
oco6w, BignoBiAabHOI 3a
3[jicCHeHHs1 hapMakoHarnagy
(BK/IHOYAKOYUMN KOHTaKTHI JaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnagy) - smiHa
YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAALHOT 32
hapMakoHarnag.
lMponoHoBaHa pepakuis: Typok
B'auecnas B'auecnasosuy

221.

NNATUDINIH-
OAPHULA

PO3YMH ANS1 iH'EKUIN, 2
mr/mn, no 1 mn B amnyni;
no 5 amnyn y KOHTYpHii
YapyHKOBI ynakoBsLi; no 2
KOHTYPHI YapyHKOBI
yNnakoBKM B NauLli

MpAT
"®apmaueBTnyHa
thipma "fapHuua"

Ykpaina

MpAT
"@apmavueBTuyHa
ipma "AapHnus”

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiiHnx
martepianis: 3mMiHU | TUNY - 3MiHK
oo 6e3nekn/edekTMBHOCTI Ta

thapmakoHarniagy. BeeaeHHsi abo

3MiHU [0 y3ara/lbHEeHNX AaHuX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,

3MiHa YyNOBHOBaXeHOi 0cobu,
BigNoBiga/IbHOI 32 34jACHEHHSI
hapmMakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3as1BHMKA AN 34INCHEHHS
thapmakoHarnagy B YkpaiHi, AKLo
BOHa BifIMiHHA Bif, yNTOBHOBaXeEHOI
ocobw, BigNoBiAa/IbHOT 3a
3[jiCHeHHSs1 hapMakoHarnagy
(BK/IHOYAKOUN KOHTaKTHI faHi)
Ta/ab0 3MiHWN Yy PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa

YMOBHOBaXXEHOT 0COOU 3asIBHYMKA,

BignoBiganbHoI 3a
hapMakoHarnag.

3a peyenmom

UA/4042/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

lMponoHoBaHa pepakuis: Typok
B'sauecnaB B'syecnaBoBuy

222,

MONIAEKCA

Kpanni ByLUHi, pO34uH No
10,5 mn y chnakoHi; no 1
donakoHy 3 MineTkot B
KapTOHHiiA KOpo6L

Nab6opaTopii Bywapa
PekopgarTi

PpaHuin

Na6opaTopil
Bywapa Pekopaari

PpaHLis

BHECEHHS 3MiH O peecTpaLifiHnX
marepianis: 3MiHu | TURY - 3MiHK
Loao 6e3nekn/edyeKTUBHOCTI Ta

hapmakoHarnsagy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy dhapmakoHarnagy

(BBEAEHHSA Y3araslbHEHUX AaHuX
npo cucTemy hapmakoHarnsgy,

3MiHa YNOBHOBaXeHOi 0co6H,
BiANOBIAA/IbHOT 33 3iICHEHHS
hapmMakoHarnagy; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKA 419 3MiACHEHHS
hapmakoHarniagy B YkpaiHi, SKLL0
BOHa BifiMiHHa Bif, yNOBHOBaXeHOI
ocobw, BiANOBIAa/IbHOI 3a
3[jiCHEHHS dhapMakoHarsay
(BK/IKOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTep-haiina cuctemm
thapmakoHarnagy) - 3amiHa

YMNOBHOBaXeHOT 0CO6U 3as1BHMKA,

BiANOBIAA/IbHOI 32
hapmakoHarnsag,.
MponoHoBaHa pepakuis: Paola
Pirovano. 3miHa KOHTaKTHUX
[aHnx ynoBHOBaXeHOI 0cobw,
BiANOBIfA/IbHOI 3a
hapmakoHarsng,.

3MiHa Micusi 34iiiCHEHHs1 OCHOBHOT

AISNBHOCTI 3 hapmakoHarnsagy

3a peyenmom

UA/2699/01/01

223.

NPEBEHAP®
13/
PREVENAR®
13 BAKLIVHA
NHEBMOKOKO
BA
NMONICAXAPUJ,
HA
KOH'IOrOBAH
A
(TPUHAALATN
BA/MEHTHA
ALCOPBOBAH
A)

cycneHsis ans iH'ekuin no
1 posi (0,5 mn)y
nonepeaHbO HanoBHEHOMY
wnpuui; no 1 nonepeaHLo
HamnoBHEHOMY LWNpuLy Ta
OJHilA BifLOKPEMAEHI ronui
B iHAVBIAYyaNbHOMY YOXIi
y 3aKpuTomy
nnacTykoBoMy
KOHTeliHepi; no 1
nnacTyKkoBoMy
KOHTeWHepy Yy KapTOHHil
Kopoo6Li

MPAN3EP EVY.CI.MI.
KOPIMOPEWLUH

CLA

Baet
dapmaceyTukanic,
Benuka bputaHis;

Mdpaizep
MeHtohekypuHr
Benebrist HB,
Benebris; Mdaiizep
Ipnexg
dapmaceyTukasnc,
Ipnangis; Bakctep
dapmaceyTukan
ContowmHe JUIC,
CLIA

Benuka
BputaHis/
Benbrisi/
IpnaHgis/
CLA

BHECEHHS 3MiH A0 peecTpaLintHmx
mMaTtepianis: TeXHIYHa NoMusIKa
MIBI (3rigHo Haka3ly MO3 Big

23.07.2015 Ne 460) - BunpasnieHo

TEXHiYHY NOMW/IKY B TEKCTI
MapKyBaHHS ynakoku /13;
3AMNPOMOHOBAHO: 2.

KINBbKICTb AI0YOT PEHOBUHN

OpHa po3sa (0,5 mn (ml)) micTuTb:
MHEBMOKOKOBOrO nosicaxapugy

cepotuny 1 — 2,2 mkr (ug),
cepotuny 3 — 2,2 MKr (Ug),
cepotuny 4 — 2,2 MKr (Ug),
cepotuny 5 — 2,2 mkr (ug),
cepotuny 6A — 2,2 MKr (1g),

3a peyenmom

UA/15864/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsBi0oYeHHs

cepoTuny 6B — 4,4 mkr (ug),
cepotuny 7F — 2,2 MKr (Ug),
cepotuny 9V — 2,2 Mkr (Ug),
cepotuny 14 — 2,2 mkr (Ug),
cepotuny 19A — 2,2 mkr (ug),
cepotuny 19F — 2,2 mkr (ug),
cepotuny 23F — 2,2 MKr (ug),
MHEBMOKOKOBOIO oflirocaxapugy
cepotuny 18C — 2,2 mkr (ug),
CRM197 6inka-Hocist ~ 32 MKr
(ug); 3a3HaueHe BUNpaBEHHS
BignoBigae apxiBHMM MaTepianam
PEeECTPAL,iHOrO A0ChE

224,

NPErABATIH-
JAPHULA

Kancynu no 75 mr; no 7
Kancyn y KOHTYPpHii
YapyHKOBI ynakoBsLi; no 2
abo no 3, abo no 4, abo
Nno 8 KOHTYPHUX
YapyHKOBUX YNaKoBOK Y
nauvui

MpAT

"®GapmMaLeBTnYHa
ipma "JapHuus”

YKpaina

MpAT
"papmaLeBTniHa
ipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHW
Lofo 6e3nekn/ed)eKTMBHOCTI Ta

chapmakoHarnsagy. BeegeHHs abo

3MiHW [0 y3arasibHEHUX JaHuX npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy hapmakoHarnsgy,
3MiHa YNMOBHOBaXEHOT 0CO6M,
BignoBigasbHOI 3a 3AjACHEHHSI
thapmakoHarnsgy; KOHTakTHoT
0co6u 3 hapmakoHarnsgy
3aABHUKa A1 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiMiHHA Bif, yNOBHOBa)XEHOI
oco6w, BignoBiAanbHOI 3a
3pjiicHeHHs chapmakoHarnagy
(BK/HOUAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarnagy) - smiHa

YMOBHOBaXXEHOT 0CO6Y 3as1BHMKA,

BiANOBiAa/IbHOI 3a
hapMmakoHarnsng,.
[MponoHoBaHa pepakuin: Typok
B'ayecnas B'auecnaBosuy

3a peuenmom

UA/16414/01/01

225,

NPETrABATIH-
JAPHULA

Kancynu no 150 mr no 7
Kancyn y KOHTYPpHii
YapyHKoBIli ynakosLij; no 2
abo no 3, abo no 4, abo
Nno 8 KOHTYPHUX
YapyHKOBMX YNakoBOK Y
nauui

MpAT
"GapmaueBTMyHa
thipma "apHuug"

Ykpaina

MpAT
"@apmavueBTuyHa
thipma "apHnus"

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
martepianis: 3mMiHU | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsagy. BeegeHHs abo

3MiHU [0 y3ara/lbHEHNX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA Yy3arasIbHEHVX AaHUX
npo cucTemy hapmakoHarnsgy,
3MiHa YyNOBHOB&XeHOi 0cobu,
BignoBiga/IbHOI 3a 34jICHEHHSI

3a peyenmom

UA/16414/01/02
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

thapmakoHarnsgy; KOHTakTHoOT
ocobu 3 hapmakoHarnagy
3aABHUKA 419 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNTOBHOB&X€EHOI
ocobw, BiANoBiAanbLHOI 3a
3[jlicHEHHS chapMakoHarnsgy
(BK/IHOYAKOYUM KOHTAKTHI JaHi)
Ta/ab0 3MiHN Y PO3MILLLEHHI
MacTep-thaina cuctemm
hapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHYIKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnsag,.
MponoHoBaHa pepakuis: Typok
B'ayecnas B'auecnaBosuy

226.

NPEAHI30/IOH
-BAPHULIA

Tabnetkn no 5 mr, no 10
TabNeTOK Y KOHTYPHIiA
YapyHKOBI ynakosLi, no 4
KOHTYPHI YapyHKOBI
yMnakoBKM B nauLli

MpAT
"®apmMaleBTnYHa
ipma "JapHuus”

YKpaina

MpAT
"papmaLeBTnyHa
ipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHK
Lofo 6e3nekn/edheKTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3arasibHEHUX JaHuX npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy hapmakoHarnsgy,

3MiHa YNMOBHOBaXEHOT 0CO6M,
BignoBiganbHOI 3a 3MjACHEHHSI
thapmakoHarnsgy; KOHTakTHoT
0co6u 3 hapmakoHarnsgy
3aABHUKa A1 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiMiHHA Bif, YNOBHOBa)XEHOI
oco6w, BignoBiaanbHOI 3a
3pjiicHeHHs chapmakoHarnagy
(BK/HOUAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarnagy) - smiHa

YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,

BiANOBiAa/IbHOI 3a
hapmakoHarsng,.
[MponoHoBaHa pepakuin: Typok
B'ayecnas B'auecnaBosuy

3a peuenmom

UA/2587/02/01

227.

NPEAHI30/IOH
-BAPHULIA

pO34nH A4N11 iH'ekuii, 30
Mmr/mn, no 1 mn B amnyni;
no 3 abo no 5 amnyny
KOHTYPHIli YapyHKOBIi
ynakoBLii; N0 1 KOHTYpHIiA
YapyHKOBIli ynakoBLji y
nauui

MpAT

"GapmaueBTMyHa
thipma "apHuug"

YKpaina

MpAT
"@apmaueBTuyHa
thipma "apHnus"

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
martepianis: 3mMiHU | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsagy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araJlbHEHVX AaHUX

3a peyenmom

UA/2587/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

npo cuctemy hapmakoHarnsgy,
3MiHa YyNOBHOBaXeHOi 0coby,
BiANOBIAA/IbHOI 3a 3AiiCHEHHS
thapmakoHarnsgy; KOHTakTHoOT
ocobu 3 hapmakoHarnagy
3aABHUKA AN 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNTOBHOB&X€EHOI
ocobw, BiANoBiAanbLHOT 3a
3[jlicHEHHS chapMakoHarnsgy
(BK/HOYAKOYUMN KOHTAKTHI JaHi)
Ta/ab0 3MiHWN Y PO3MILLEHHI
mMacTep-thaina cuctemm
hapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHYIKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnsag,.
MponoHoBaHa pepakuis: Typok
B'avecnas B'auecnasosuy

228.

APEAHITON®

masb 0,25 % no 10 1, abo
30r, abo 50 ry Ty6i; no 1
Ty6i B KQPTOHHI/ nauLi

TOB «MIBE
YKPAIHA»

YKpaiHa

mibe Mm6X
ApLHaiimiTTeNb

HimeuunHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHa 3asBHUKa
(BnacHvKa peecTpawiiHoro
noceig4yeHHs). 3MiHu | Tuny -

3MiHu Wwoao
6e3nekn/etheKkTUBHOCTI Ta
chapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/ibHEHUX JaHuX npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy hapmakoHarnsgy,
3MiHa YNMOBHOBaXEHOT 0CO6M,
BignoBigasbHOI 3a 3AjACHEHHSI
thapmakoHarnsgy; KOHTakTHoT
0co6u 3 hapmakoHarnsgy
3aABHUKa A1 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiMiHHA Bif, yNOBHOBa)XEHOI
oco6w, BignoBiAanbHOI 3a
3pjiicHeHHs chapmakoHarnagy
(BK/HOUAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarniagy). 3miHa

YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,

BiANOBiAa/IbHOI 3a
thapmakoHarnag. ditoua pegakuis:
Petra Gerecke. MNponoHoBaHa
peakuisi: Hevali Mapis MNasniBHa.

3a peuenmom

UA/10283/02/01
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KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu

Homep

Ne
n/n

Hassa
JliKapcbKo20

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

BUPOOGHUKa

3MiHa KOHTaKTHUX JaHUX

Bionycky

peecmpayiliHo2o
nocsioYeHHs

3acoby

Mibe TM6X

HimeuunHa

YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAALHOT 32
thapmakoHarnag. 3MmiHa micus
3/1iiCHEHHS OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnagy. 3miHa
MiCLie3HaXOMKEHHS MacTep-
dpaiina Ta oro Homepa.
BHECEHHS 3MiH [JO peecTpaLifiHnX

3a peyenmom

UA/10283/03/01

229.

NMPEAHITON®

Kpem, 0,25 % no 10 r, abo
30T, a6o 50 ry Ty6i; Mo 1
Ty6i B KAPTOHHIiA navj

TOB «MIBE
YKPAIHA»

YkpaiHa

ApuHaiimiTTens

mMarepianis: 3MmiHa 3asiBHMKa
(BnacHvka peecTpaujiiHoro
nocsigyeHHs). fivoya pefaxuis:
[epmadhapm AlT, HimeuunHa.
Dermapharm AG, Germany.
MponoHoBaHa pepakuis: TOB
«MIBE YKPAIHA», YkpaiHa. 3miHu
| TMny - 3MiHK Wwoao
6e3nekn/etheKTUBHOCTI Ta
thapmakoHarniagy. BeeaeHHsi abo
3MiHU [0 y3ara/lbHEeHNX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy hapmakoHarnsgy,
3MiHa YyNOBHOBaXeHOi 0cobu,
BigNoBiga/IbHOI 32 34jACHEHHSI
hapmMakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3as1BHMKA AN 34INCHEHHS
thapmakoHarnagy B YkpaiHi, AKLo
BOHa BifIMiHHA Bif, yNTOBHOBaXeHOI
ocobw, BigNoBiAa/IbHOT 3a
3[jiCHeHHs1 hapMakoHarnagy
(BK/IHOYAKOUN KOHTaKTHI faHi)
Ta/ab0 3MiHWN Yy PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsagy). 3miHa
YMOBHOBaXXEHOT 0COOU 3asIBHYMKA,
BignoBiganbHoI 3a
hapmakoHarnag,. fivova pepaxuis:
Petra Gerecke. MNponoHoBaHa
pepakuis: Heuali Mapis MNasniBHa.
3MiHa KOHTaKTHUX AaHuX
YMOBHOBaXXEHOT 0COOU 3asIBHYMKA,
BignoBiganbHoI 3a
thapmakoHarnag. 3miHa Mmicugs
3iiCHEHHS OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnagy. 3miHa
MiCLLe3HaxXOMKEHHS MacTep-

charina Ta oro Homepa.
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
230. | NPIOPUKC- niochinisoBaHMiA NOPOLLIOK nakcoCmiTKnsiiH Benuka nakcoCmiTKNsiiH Benbris BHECEHHS 3MiH 4O peecTpauiiHnx 3a peyernmom UA/16549/01/01
TETPA™ Ans iH'ekuiid, 1 donakoH 3 Ekcnopt flimiteq BpuTaHis Bionoaxikans C.A. marepianis: 3MiHu | TUny -
KOMBIHOBAH NOPOLLKOM Y KOMNEKTI 3 [ofaBaHHA TecTiB «Sterility»,
A BAKUUHA PO34MHHMKOM (BOAa ANs «ldentity varicella virus by PCR
ansa iH’exuiii) no 0,5 mn (1 (Q-PCR)» Ta «Potency» Ha
MPO®ITAKTUK | no3a) y nonepefHbo KiHLLeBOMY eTani BUpobHULTBa
N KOPY, HarnoBHeHOMY Lunpuui (y iHOKy oMY BITPSIHOT Bicnn
ENIAEMIYHOI KOMM/IEKTI 3 ABOMA (Concentrated inoculum); 3miHu |
O NMAPOTUTY, rofikamv abo 6e3 rosnok) TUNYy - BUAASIEHHS TECTiB
KPACHYXU TA | a6oy amnynaxy «ldentity» Ta «Potency» Ha
BITPAHOI BaKyyMHiii CTEpUSIbHIl NpOMKHOMY eTani BUpo6GHMLTBa
BICNn, XKMBA ynakoBLi; no 1 BakyyMmHiit iHOKY/TIOMY BITPSIHOT BiCnn
ATEHYNOBAH CTepPUsIbHIl ynakoBLi y (Inoculum virus pool); 3miHu Il Trny
A KapTOHHI kopobuj; 1 - 3MiHa MeToZy BMNpoOyBaHHS 3a
chakoH 3 NOPOLLKOM Y nokasHUKoM «ldentity», skuii
KOMM/IEKTI 3 PO3YNHHUKOM BMKOHYETbLCS Ha NPOMKHOMY eTani
(Boga ans iv'exuiii) no 0,5 BMPOGHULITBA iHOKY/TIOMY BiTPSHOT
M (1 gosa) y nonepefHb0 Bicnu (Inoculum virus pool);
HarnoBHeHOMY Lunpuui (y 3anponoHoBaHo: Identity varicella
KOMMNJIEKTI 3 IBOMa virus by PCR (Q-PCR). PegakuijiiHi
rosikamu) y BakyyMHii npaskun fo po3ainy 3.2.S.
CTepUsIbHIl ynakoBLi; no
10 BaKyyMHUX CTEPUSIbHUX
YNaKoBOK Y KapTOHHiiA
Kopo6ui; 1 dnakoH 3
MOPOLLKOM Y KOMNJIEKTi 3
pO34MHHMKOM (BOAa ANA
iH’exuin) no 0,5 mn (1
[03a) y nonepeaHbL0
HanoBHEHOMY LINpUL y
BaKyyMHiii CTEPUSIbHIN
ynakosui; no 1, 10, 20 a6o
50 BaKyyMHUX CTEPUIBHNX
YMNakoBOK Y KapTOHHii
Kopo6Li; 1 donakoH 3
NOPOLLKOM Y KOMMNJIEKTi 3
PO34MHHMKOM (BOAa NS
iH’exuiii) no 0,5 mn (1
[o3a) B amnyni y
BaKyyMHiii CTEPUSIbHIN
ynakosLi; no 1, 10 a6o
100 BakyyMHMX
CTepPU/IbHUX YMaKOBOK y
KapTOHHI Kopoo6Lli
231. | NPO3EPUH- pO34uH AN iH'ekuiid, 0,5 MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/6208/01/01
AAPHULUA Mmr/mn no 1 ma B amnyni; "®apmMaueBTNYHA "hapmauleBTUYHa mMarepianis: 3MiHU | TUMY - 3MiHK

no 5 amnyn y KOHTYpHii
YapyHKOBIli ynakosLij; no 2
KOHTYPHi YapyHKOBI

ipma "OapHuus”

hipma "JapHuus”

Loao 6e3nekn/edyeKTUBHOCTI Ta
hapmakoHarnagy. BeegeHHs abo
3MiHM [0 y3araJibHEHUX JaHuX Mpo
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Ne
n/n

Hassa

JliKapcbKo20

3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

232,

yMakoBKM B nauLli

cuctemy chapmakoHarnsgy
(BBEAEHHSA y3ara/lbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BiANoBiga/IbHOI 3a 3MjACHEHHSI
hapmMakoHarnagy; KOHTakTHoI
ocobwu 3 hapmakoHarnagy
3asiBHMKA ANA 34iCHEeHHS
hapmakoHarnagy B YkpaiHi, kLo
BOHa BiIMiHHa Bif, yNTOBHOBaX€EHOI
oco6w, BignoBiAabHOI 3a
3[jicCHeHHs1 hapMakoHarnagy
(BK/IHOYAKOYUMN KOHTaKTHI JaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnagy) - smiHa
YMOBHOBaXXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAAbLHOI 32
hapMakoHarnag.
lMponoHoBaHa pepakuis: Typok
B'auecnas B'auecnasosuy

PEBALNO

TabneTkn, BKPUTI
NNiBKOBOK 060/IOHKOIO, NO
20 mr, no 15 TabneTtok y
6nictepi; no 6 6nicTepiB y
KapTOHHIiA KOpoo6Li

MN®ANSEP IHK.

CLIA

dapesa Ambyas

dpaHuis

BHECEHHS 3MiH 40 peecTpauiiHnx
mMatepianis: 3MiHu Il Tuny - 3MiHK
BHECEHO B iHCTPYKLil0 oNs
MeJMYHOro 3aCTOCYBaHHs
nikapcbkoro 3acoby Ao po3gainis
"®apmMakonoriyHi BnactnsocTi”,
"0iTn" (YyTOYHEHHS iHdopMaLiT).
BBefeHHA 3MiH NpOTArom 3-x
MicsILLiB NiCNs 3aTBEPLPKEHHS

3a peyenmom

UA/6839/01/01

233.

PEKTOAENBLT

100

Cyno3unTopii pekTasbHi No
100 mr, no 2 a6o no 6
cynosuTopiie y 6nictepi;
no 1 6nicTepy B KAPTOHHIl
KopooLi

Tpommcaopdc M6X
eHp Ko. KI

HimeuunHa

Tpommcaopdd
v6X eHp Ko KI

HimeuunHa

BHECEHHS 3MiH A0 peecTpaLinHmx
martepianis: 3mMiHU | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -

3MiHW BHECEHI B TEKCT MapKyBaHHs
yNaKkoBKM NiKapcbKoro 3acoby
OO0 3a3HaYEHHS OANHNLL
BUMIpPIOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH 40 po3giny
“MapkyBaHHA" MKA N13:
3anponoHoBaHo: Po3gin
«MapkyBaHHs.» 3rigHo
3aTBEPKEHOr0 TEKCTY
MapKyBaHHS. BBeeHHs 3MiH
NpoTArom 6-T1 MicAUIB nicns
3aTBEPAKEHHS

3a peyenmom

UA/0685/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

234,

PEMABIP

kancynu no 100 mr no 10
kancyny 6nictepi; no 1
ab6o 3 6nictepun y nayui
KapTOHHIi

AT "OnaiiHchapm"

Natsis

AT "Onaiincpapm"

Nartsia

BHECEHHS 3MiH 0 peecTpavLinHmx
marepianis: 3MiHU | TUMY - 3MiHK
wofo 6e3snekn/edekTMBHOCTI Ta

hapmakoHarnagy. BeeaeHHs abo

3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy hapmakoHarnagy

(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cucTemy hapmakoHarnsgy,

3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOI 32 3AiiCHEHHS
thapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3asBHUKA 415 34ICHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, YNOBHOBaXeHOI
ocobw, BiANOBiAa/IbHOT 3a
3AjiCHeHHs1 hapmakoHarnagy
(BKHOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarnagy) - 3miHa

KOHTaKTHOT 0COBU YNOBHOBaXXEHOT

0co6u 3asiBHMKA, BiANOBiAa/IbHOT
3a (hapmakoHarnsg B YkpaiHi.
MponoHoBaHa pegakuis: MNpuckoka
AHgpili OneroBuy. 3miHa
KOHTaKTHUX JaHMX KOHTaKTHOT
0C0o6U YyNOBHOBaXKEHOI 0CO6YU
3as1BHMKA, BignoBiga/bHOI 3a
dhapmakoHarniag B YkpaiHi

6e3 peyenma

UA/3777/03/01

235.

PEMABIP

Tabnetku no 50 mr, no 10
TabneTok y 6nictepi; no 2
6nicTepy B KAPTOHHIN
nauui

AT "OnaiHdapm”

NaTtBis

AT "OnaitHchapm”

NaTsin

BHECEHHS 3MiH 4O peecTpauiiHnx
martepianis: 3MiHU | TUNY - 3MiHK
wofo 6e3snekn/edekTMBHOCTI Ta

thapmakoHarnagy. BeeaeHHsi abo

3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,

3MiHa YyNOBHOBaXeHOi 0cobu,
BigNoBiga/IbHOI 32 34iACHEHHSI
hapmakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3as1BHMKA AN 34iINCHEHHS
thapmakoHarnagy B YkpaiHi, AKLo

BOHa BifIMiHHA Bif, yNTOBHOBaXEHOI

ocobw, BigNoBiAa/IbHOT 3a
3[jiCHeHHs1 hapMakoHarnagy
(BK/IHOYAKOYUN KOHTaKTHI faHi)

Ta/ab0 3MiHWN Yy PO3MILLEHHI

6e3 peyenma

UA/3777/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
MacTep-thaina cuctemm
thapmakoHarnsgy) - 3miHa
KOHTaKTHOT 0CO6U YNOBHOBaXEHOT
0cobu 3asBHMKa, BiANOBIAA/ILHOI
3a hapmakoHarnsg B Ykpaii.
MponoHoBaHa pefakuis: MNpuckoka
AHgpili Onerosmy. 3miHa
KOHTaKTHUX JaHnNX KOHTaKTHOT
0Cco6U YNoBHOBaXXEHOI 0Cco6YU
3asBHMKA, BiANOBIA&/IbHOI 3a
hapmakoHarnsg, B Ykpaini
236. | PEHENPO PO34MH ANA iH eKLiiA, 250 TOB HB® YkpaiHa MpuBatHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHnx | 3a peyenmom UA/14966/01/01
mr/mn; no 4 mn B amnyi; "MIKPOXIM" akuioHepHe marepianis: 3MiHU | TUMY - 3MiHK
no 5 amnyn y kaceri; no 1 TOBapuCTBO Loao 6e3nekn/edyeKTUBHOCTI Ta
KaceTi B nayL,i 3 KapTOHY; "Mlekxim-Xapkis" , thapmakoHarnsagy (iHwi 3MiHn) -
no 4 mn B amnysi; no 5 Ykpaina OHOBJ/IEHHA TEKCTY MapKyBaHHSA
amnyn y kaceri; no 2 (BignoBiganbHWii 3a yMakoBKM NMikapCbKoro 3acoby 3
KaceTu B nayLi 3 KApTOHY BMPOGHULITBO Ta YTOYHEHHSIM iHhopMmaLii Woao
KOHTPO/1b/BUNPOGYB L0401 pevyoBMHN. BBeAeHHS 3MiH
aHHs cepil, He NPOTAroM 6-Tu MicALiB nicns
BK/IOYAI0UY BUMYCK 3aTBEPKEHHS
cepii); TOB HB®
"MIKPOXIM",
YkpaiHa
(BignoBiganbHuii 3a
BMPOGHULITBO Ta
KOHTPO/b/BUNPOOGYB
aHHsA cepii,
BK/THOHAK0UM BUNYCK
cepii)
237. | PUBOKCUH TabneTkn, BKpUTI BigkpuTe akuioHepHe Pecny6nika BigkpuTe Pecny6nika BHECEHHS 3MiH 40 peecTpaliiiHux | 3a peyenmom UA/10293/01/01
N1iBKOBOK 060J10HKO, MO TOBapuCTBO Binopycb akuioHepHe Binopycb martepianis: 3mMiHU | TUNY - 3MiHK
200 mr no 10 TabneTok y "BoprCoBCHKMIA 3aBOS, TOBapuCTBO wofo 6e3nekn/edekTMBHOCTI Ta
6nicTepi, no 5 6nictepis y MeANYHNX "BoprCOoBCHKNIA thapmakoHarnsgy (iHwi 3MiHn) -
nadui 3 KapToHy npenaparis" 3aB0/, MeANYHUX 3amiHa po3giny «IpagiyHe

npenaparis”, Lex
Ne4

0hOPMNEHHSA YNAKOBKU» Ha
po3ain «MapkyBaHHs1» y MKA N3:
3anpornoHosaHo: MAPKVIPOBKA.
B cooTBeTCTBUN C YTBEPXKAEHHBIM
TEKCTOM MapK/pOBKN. 3MiHK
BHECEHi B TEKCT MapKyBaHHsA
yNaKkoBKM NiKapCbKoro 3acoby
LLI00 3a3Ha4YeHHs OANHULb
BUMIpIOBaHHSA y cuctemi Sl.
BBefieHHs1 3MiH NpoTArom 6-Tn
MicSILB NicNs 3aTBEPKEHHS
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

238.

PUBOKCVIH-
OAPHULA

TabneTku, BKPUTI
060n10HKot0, No 200 Mr no
10 TabNeToK Y KOHTYpHiIl
YapyHKOBIV ynakosLy; no 5
KOHTYPHUX YapyHKOBUX
yNakoBOK y nauLli

MpAT
"®apmaueBTnyHa
ipma "OapHuus"

YkpaiHa

MpAT
"PapmavueBTnyHa
hipma "OapHuus”

Ykpaina

BHECEHHS 3MiH 0 peecTpavLinHmx
mMarepianis: 3mMiHu | Tuny - 3iHK
wofo 6e3snekn/edekTMBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) -
OHOBJIEHHSA TEKCTY MapKyBaHHS
yNaKoBKM NiKapcbKoro 3acoby 3
BHECEHHSM iHghopMaLii Woa0
3a3HaYeHHs OAUHULL
BUMIpIOBaHHA y cuctemi Sl.
BHeceHHs 3MiH 4o po3giny
“MapkyBaHHsA" MKA N13;
3anponoHosaHo: MAPKYBAHHA
BignosigHo 4o 3aTBEpPKEHOrO
TEKCTY MapKyBaHHs. TepMiH
BBEJEHHS 3MiH - NPOTArom 6
MicsILiB Nicns 3aTBEPKEHHS

3a peyenmom

UA/6209/02/01

239.

PVBOKCUH-
JAPHULA

TabneTku, BKpUTI
060/10HKO0, M0 200 Mr no
10 Tab1eToK Y KOHTYpPHIl
YapyHKOBIli ynakoBLj; no 5
KOHTYPHUX YapyHKOBUX
yNakoBOK y mayu,i

MpAT
"®apmMaleBTnYHa
ipma "JapHuus”

YKpaina

MpAT
"papmaLeBTnyHa
ipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHK
Lofo 6e3nekn/edheKTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3arasibHEHUX JaHuX npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy hapmakoHarnsgy,
3MiHa YNMOBHOBaXEHOT 0CO6M,
BignoBiganbHOI 3a 3MjACHEHHSI
thapmakoHarnsgy; KOHTakTHoT
0co6u 3 hapmakoHarnsgy
3aABHUKa A1 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiMiHHA Bif, YNOBHOBa)XEHOI
oco6w, BignoBiaanbHOI 3a
3pjiicHeHHs chapmakoHarnagy
(BK/HOUAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarnagy) - smiHa

YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,

BiANOBiAa/IbHOI 3a
hapmakoHarsng,.
[MponoHoBaHa pepakuin: Typok
B'ayecnas B'auecnaBosuy

3a peyenmom

UA/6209/02/01

240.

PUB'AYUNN
XXUP-TEBA

kancynu no 500 wmr, no 10
kancyny 6nictepi; no 7
abo 9 6nicTepis y
KapTOHHI KOpoo6Li

Tesa PapmaveBTikan
IHpacTpi3 T4,

13painb

AT
dapmaueBTUYHNI
3aBog, TEBA

YropmHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3miHu | TUny -
aAMiHICTpaTVBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
MicLS NPOBaKEHHS [isANIbHOCTI
BMPOGHMKa (BK/OYaouH, 3a
HeoObXiAHOCTI, MicLe NPOBeAEHHS

6e3 peyenma

UA/6681/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

KOHTPO/II0 SIKOCTI), a60 BracHuka
MacTep-chaiina Ha Adl, abo
noctavyasnbHuka A®I/BuxigHoro
martepiany/peareHTy/nPoMiKHOro
NPOAYKTY, WO 3aCTOCOBYIOTLCA Y
BUPOOHULTBI ADI (AKLW0
3a3HayYeHo Y AOCbE Ha Nikapcbknii
3acib) 3a BigCyTHOCTI cepTudiikata
BiAANOBIAHOCTI EBpoNechbkili
thapmakonei y 3aTBepKeHoOMy
[ocbe, abo BUPOOHMKA HOBOT
[0NOMDKHOT PEYOBMHU (SIKLLLO
3a3Ha4YeHo Y JOCbE) - 3MiHA Ha3BU
BMPOGHUKa A®I (pub’aunii xup),
6e3 3MiHU MicusA BUPO6HMLTBA:
3anponoHoBaHo: KD Norway AS,
Norway. BBeeHHS 3MiH NpOTArom
6-TW MicALIB Nic/sa 3aTBEPIKEHHS

241.

PVMAHTAAVH-
OAPHULA

Tabnetku no 50 mr no 10
Tab1eToK y KOHTYPHii
YapyHKOBIli ynakosLij; no 2
KOHTYPHi YapyHKOBI
yNnakoBKM B nauLi

MpAT
"®apmaueBTnyHa
ipma "fapHuua"

Ykpaina

MpAT
"@apmavueBTuyHa
dipma "AapHuus"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiiHnx
MaTepianis: 3MiHU | TUMY - 3MiHKX 3
AKocTi. FOTOBMIA Nikapcbkuii 3aci6.
3MiHM Y BUPOBHMLTBI. 3MiHa
po3Mipy cepii (Bk/ItoYaoun
[nOiana3oH po3Mipy cepil) roToBoro
NiKapCbKoro 3acoby (36i/IbLUEHHS
00 10 pasiB NOpPiBHAHO i3
3aTBEPHKEHUM PO3MIPOM) -
36i/IbLLUEHHS PO3MIpY cepil
roTOBOrO NiKapcbKoro 3acoby.
3anponoHosaHo: 520,00 (200,0
TUC. yN.); 3MiHK | TNy - 3MiHN 3
sKocTi. [oTOBWIA Nikapcbkuii 3aci6.
3MiHN Y BUPOGHULTBI. 3MiHN Y
npoLeci BUPO6HMLITBA FOTOBOIO
nNikapcbKoro 3acoby, BK/IKOHa0um
NPOMDKHWIA NPOAYKT, L0
3aCTOCOBYETLCA MPY BUPOOHULTBI
rOTOBOrO JlikapcbKoro 3acoby (iHLwi
3MiHW) - BHECEHHS 3MiH 1O po34iny
3.2.P.3. MNpovec BMpobHMLTBa
nikapcbkoro 3acoby, 3okpema:
36iMNbLUEHHS Ki/TbKOCTI
3aBaHTaXeHb Ha Ctagii 1, Ctagji
2; BHECEHHS He3HAYHNX
peAakuifiH1X npaBok

6e3 peyenma

UA/7736/01/01

242,

PVIMAHTAAVH-
JAPHULA

Tabnetkun no 50 mr no 10
Tab1eToK y KOHTYPHii
YapyHKOBIli ynakosLij; no 2
KOHTYPHi YapyHKOBI

MpAT
"GapmaueBTMyHa
thipma "apHuug"

YKpaina

MpAT
"@apmaueBTuyHa
thipma "apHmus"

YkpaiHa

BHECEHHS 3MiH A0 peecTpavLintHmx
martepianis: 3mMiHU | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta

dhapmakoHarsgy. BeeaeHHsi abo

6e3 peyenma

UA/7736/01/01

169




Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

yMakoBKM B nauLli

3MiHM [0 y3arasibHEHUX JaHuX npo
cuctemy dhapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy hapmakoHarnsgy,
3MiHa YyNOBHOBaXeHOi 0cooH,
BiANOBIAA/IbHOI 3a 3AiiCHEHHS
thapmakoHarnsgy; KOHTakTHoOT
ocobu 3 hapmakoHarnagy
3aABHUKA AN 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNTOBHOB&X€EHOI
ocobw, BiANoBiAanbLHOI 3a
3[jlicHeHHS chapMakoHarnisgy
(BK/IHOYAKOYUM KOHTAKTHI JaHi)
Ta/ab0 3MiHN Y PO3MILLLEeHHI
mMacTep-thaina cuctemm
thapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3as1BHYIKA,
BiANOBiAa/IbHOI 3a
thapmakoHarnsag,.
MponoHoBaHa pepakuis: Typok
B'auecnas B'auecnasosuy

243.

PVHT
HA3ANbHWIA
CMPEN®
3BOMTOXYIOY
nn

cnpeii HasanbHUiA, 0,5
mr/mn, no 10 mny
donakoHi pasom 3
HacocoM-[03aTOpOM 3
po3nusoBayem; no 1
donakoHy B nauui 3
KapToHYy

AT "®dapmak”

YKpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHu | TRy -
AAMIHICTpaTVBHI 3MiHK. 3MiHa
HalimeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHvKa
PeECTpaL,iiHOro NoCBiAYEHHS).
3MiHa HaliMeHyBaHHS Ta agpecu
3asBHMKa (BNacHvka
PeECTpaL,iiHOro NoCBiAYEHHS).
BBefeHHA 3MiH NpoTAroMm 6-Tu
MicALIB NiCNsA 3aTBEPLKEHHS.
3MiHu | TUNY - AGMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaZKEHHS AiSSTbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIYaum
AiNbHULI BUNYCKy cepii abo micue
NpoBeAEeHHS KOHTPOJIO AKOCTI.
(aisnbHicTb, 3a AKy Bignosifae
BMPOGHMK/IMIOPTEP, BKIOYAOUN
BUMNYCK cepiit). 3miHa
HaliMeHyBaHHS Ta agpecu
BMPO6HMKa, 6e3 3MiHM Micusa
BMPOGHMLTBA. 3MiHM BHECEHI B
IHCTPYKLi0 AN18 MeAnyYHOro

6e3 peyenma

UA/12120/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

3actocyBaHHs /13 y p. "BUpO6GHUK",
"MicLe3HaxomKeHHs BUPOGHYMKa
Ta iloro agpeca micus
NPOBaKEHHS AiS/IbHOCTI" 3
BiANOBIAHMMM 3MiHAMMN B TEKCTI
MapKyBaHHS ynakoBok. BBefeHHs
3MiH NpOTArom 6-Tu MicALiB nicns
3aTBepMKeHHS. 3MiHu | TNy -
3MiHuM Wwoao
6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu).
OHOB/IEHHSI TEKCTY MapKyBaHHS
yNakoBKM MiKapcbKoro 3acoby 3
BHECEHHSM iHchopMalLlii Lwoao
3a3HaYeHHs OAUHULb
BVMIptOBaHHA y cuctemi Sl.
BHeceHHs 3MiH fo po3giny
«MapkyBaHHs» MKA J13
3arBepoxeHo: MAPKYBAHHA.
BignoBigae HagaHoMy TEKCTY
MapKyBaHHs1. 3anponoHOBaHO:
MAPKYBAHHA. 3rigHo
3aTBEPPKEHOrO TEKCTY
MapKyBaHHS. BBeAeHHs 3MiH
NpPOTArom 6-T MicAUIB micns
3aTBEPAKEHHS.

244,

PUTOBIP-

TabneTkun, BKpUTI
NNiBKOBOK 060/10HKOI0, MO
200 mr/50 mr, no 120
TabneTokK y KOHTelHepi; no
1 KOHTEeHepy B KapPTOHHI
KopooLi

FETEPO JIAB3
NMITEL

IHAis

leTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH [JO peecTpaLifiHnX
mMarepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edyeKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) -
OHOBJIEHHSA TEKCTY MapKyBaHHs
yNaKoBKM NliKapCbKoro 3acoby 3

BHECEHHSAM iHthopMmalLlii LLoao
3a3HayYeHHst OAVHNLb
BMMIpIOBaHHA y cuctemi Sl.
BBefieHHs1 3MiH NpoTArom 6-Tu
MiCALB Nicna 3aTBePAKEHHS

3a peyenmom

UA/18271/01/01

245.

PUTYKCUM

KOHLLeHTpAaT A4/19 po34nHy
Ans iHdy3ii no 100 mr /10
mn in bulk: no 10 mny
donakoHi; no 200 chnakoHiB
y noninponineHoBiii
KOpoo6L;

in bulk: no 50 mny
thnakoHi; no 50 chnakoHis
y NoninponinieHoBii
KopooLi

®.XohpmaHH-/1a Pow
nrtp

LLiBeiiuapis

[>xeHeHTek IHK.,
CLUA (B1po6HMLTBO
Hepo3dacoBaHoi
NPOAYKLUii, NepBUHHE
nakyBaHHs); Jlabop
NI+C AT, HimeuunHa
(BNpobyBaHHsA
KOHTPOJHO SIKOCTI
Npwn BUMYCKY 3a
noxKasHukamu
BakTepianbHi

CLA/
HimeuuunHa/
LLiBeiuapis

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUNY - Ha
AinbHuUi Pow [iarHocTuke MieXx
MPVNUHEHO PO3/IMB PUTYKCUMaBY y
pNakoHW 3rigHO 3 BUPOBHMYMM
npoLecoM, a came NiHis po3nmBy
3, HasiBHUIA MpoLec BUPOGHMLTBA,
NiHiA po3nuey 1. PepakuiiHi
npasku Ao po3sginy 3.2.P.3.3. onuc
BMPOGHMYOro npouecy. BeeaeHHs
3MiH NpoTArom 6-T1 MicauiB nicns

UA/15276/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
€HO0TOKCUHM, 3aTBEPMKEHHS; 3MiHM | TUNY -
CTepunbHicTb); Pow 3MiHV BUNpobyBaHb B MpOLECi
[OiarHocTuke MvbX, BUPOGHMUTBA ADI-3BYXKEHHS
HimeuunHa [0onNycTUMOI Mexi, Lo noTpebye
(BMpPOGHNLTBO BXVBaHHS 3axofiB ans
Hepo3chacoBaHol BMNPO6YBaHb MiKpO6iOoriyHOro
NpoAyKLii, NepBuHHe HaBaHTaXeHHs (8o i nicns
nakyBaHHs, hinbTpauii) 3 ypaxyBaHHSAM 3MiHU
BTOPVHHE MeXi 0CTaHHbLOI cTagil inbTpavii
nakyBaHHs, Big 10 KYO /mn Ha >10 KYO/10
BMNPOGYBaHHSA M. BHECEHHSI TEeKCTOBI peAakUiliHi
KOHTPO/IO SIKOCTI, YTOYHEHHSA [0 po3aine S.2.4 Ta
BUMYCK cepii.); Pow S.2.2 3 METOI0 NPUBELEHHSA Y
dapma Ar, BiANOBIAHICTb 4O AOKYMeHTaLil
HimeuyunHa BUpO6GHMKa. BBeAEHHS 3MiH
(BnpobyBaHHsA NpPOTArom 6-T MicAUIB micns
KOHTPO/IO AKOCTI 3aTBEPMKEHHS; 3MiHM | TUnY -
npy BUMyCKy 3a [ofaBaHHA HOBUX TOYOK
BUHATKOM BMNPOGYBaHb B NpoLeci
NMoKa3HUKIB BMPOGHMLITBA Ajil040T pe4OBUHM
"BakTepiabHi puTYyKCUMaby 3a TeCcToM
EeHAO0TOKCUHN","CTep MiKpOG6io/ioriyHe HaBaHTaXEHHS
UNbHICTB".); (nepepa dinbTpavis) Ha eTani
®.XohpmaHH-/1a "Affinity Pool", "Cation Exchange"
Pow Jltg, 3 «MEXO010, LLI0 BUMarae BXvnBaHHsA
LBeiiuapis 3axogj > 50 KYO/ 10 mn» Ta Ha
(BTOpPUHHE eTani "Anion Exchange" 3
nakyBaHHSl,
BMNPOGYBaHHSA

KOHTPO/HO SKOCTI,
BWMYCK Cepil)
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«MEeXO0lH0, Lo BuMarae BXXnBaHHA

BHeCeHHs TEKCTOBI peAakLiliHi
YTOUHEHHS [0 po3giny S.2.4 Ta

BiANOBIAHICTb A0 AOKYMeHTaLil

NpoTArom 6-T! MicAUIB micns
3aTBEPAKEHHST; 3MiHWM | TUNY -
3BY)XEHHS JOMYCTUMUX MEX
NPUAHATHOCTI MiKpO6ioA0riYHOro
HaBaHTaXXEHHS NiKapCbkoro
3ac06y 4719 BHYTPILWHbOBEHHOIO

cTepunbHOT thinbTpayir) Big,
makcumym 1 KYO/mn go 10
KYQ/100 mn. BBeaeHHS 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBEPMKEHHS; 3MiHM | TUNY -
He3HauHi 3MiHM y npoueci

3axogiB < 10 KYO/ 10 mn».

S.2.2 3 METOI0 NPUBEAEHHS Y

BMPOGHUWKA. BBEAEHHS 3MiH

BBE/EHHS (A0 KiHLeBol

BMPOBHULTBA Ai04OT pevoBUHU
npu BipPYCHIl 04nCTLi 3a




Popma sunycky

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

nonomoroto AdiHHOT
XpomaTorpadii, a came 3MiHU

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

Ne
n/n

Hassa
JliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakoska)

O0oNyCTUMUX MeX ANns 6ydepHoro
po3unHy 3 < 3,80 oo < 3,70; B

173

npoteci iHakTuBadii Bipycy 3" = 15
XBUANH " Ha " 2 30 XBU/IUH .
3BY)XEHHS AONYCTUMUX MEX

MonsipHoCTi 6ychepHOro posumHy
OLEeTOBOI KUCNoTH Ans 6inka A 3
0,030 - 0,25 M g0 0,060 - 0,25 M;
3BY)XEHHS1 pH 6ydhepHOro posumHy
ans 6inka A 32,7-3,1 go 2,7 - 3,0.
BHeceHHs TekCTOBI peAakLiliHi
YTOUHEHHS 10 po3ainy S.2.4 Ta
S.2.2 3 MeTOl0 NpuBEAEHHSA Y

BIANOBIAHICTb A0 AOKYMeHTaLil

BMPOGHUWKa. BBeEeHHS 3MiH

NPOTArom 6-Tu MicALiB nicns

3aTBEPMKEHHS; 3MiHM | TUNY -

3amiHa [ilo4oro cTaHAapTHOro

3paska "Cepisi C2B8809" Ha HOBWiA

nepBUHHWI cTaHgapTHUIA "Cepis

3043992", AKuniA BUKOPUCTOBYETbLCS

PEYOBWHW. Y3ro[XXEHHS MeToaY
BMNPOBYBaHHAANA Aitoyol

3acoby SEC (npuaatHicTb

BuMoramu USP, pepakuiiiHi

BUpO6GHMKa. BBeAEHHS 3MiH

€TasIoHHOTO 3pasky A/st

y MeTogax BUnpobyBaHHA Aitoyoi
XpomaTorpadpiyHoi cuctemu) 3

NpPOTArom 6-T MicAUIB micns
3aTBEPMKEHHS; 3MiHM | TUnY -
3aMiHa NpPOTOKO/Ty AN HOBOTO

PevyoBMHN Ta roToBOro I'IiKapCbKOFO

YTOYHEHHS! 3 METOH NPUBEAEHHS Y
BiANOBIAHICTb 4O AOKYMeHTaLil

nikapcbkoro 3acoby PUTYKCUM.
MpoTokon BuNpobyBaHHA Npu
BMMYCKY BK/IOYAE KBastihikauliviHi

BMNpPOo6YyBaHHA Ta BUNPObyBaHHs
npy BUNYCKy 151 HOBOTO
eTaNIoOHHOr0 3pasky (MepBMHHOMO
Ta BTOPVHHOrO) i3 3aCTOCYBaHHAM
MeToZiB BUNPO6YyBaHb 3 KOHTPO/IKO
cuctemn putykcumaoy. Okpim
Toro, kBasidikaList HOBOro

NEepPBUHHOIO ETa/IOHHOrIO 3pasKy

6yae BkNoYaTu BUNPOOYBaHHS 3




Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

PO3LWMPEHUMMN XapakKTepucTUKamm
NoKasHUKiB. BBeAEHHS 3MiH
NPOTArom 6-Tu MicALiB nicns

3aTBEPMAXKEHHS; 3MiHM | TUNY -

BUTYYEHHS reHTamiuuHy cynbary

3 BUPOBHMYOro npoLecy Ajto4ol
PEYOBMHN PUTYKCUMABY Ha
BMPOGHNYUX [AiNbHULAX
[bxeHeHTeK IHK., AinbHMLA 1

KNITUHHOI KynbTypy Bakasinb (VV

CCP1) Ta [xeHeHTeK IHK.,
OyweHcaiig (OCN).
BBefeHHs 3MiH NpoTarom 6-tu
MicALIB MiCNsA 3aTBEPKEHHS;
3MiHu |l TUNY - foAaBaHHA
AinbHuui CamcyHr BioJlomxuke,
(SBL), sika 3HaxoauTbcst B COHIAo,
MicTO IHUXOH, lMiBaeHHA Kopes, 5K
KOHTPaKTHOI BUPOOHUNYOT
opraHizauii (CMO) ans
[08aTKOBOro BUPO6HMLTBA Ta

BMNPOGYBaHHS Ail040T PeYOBMHU

puToKCUMaby Ans nikapcbkoro
3acoby (3arBepmkeHo: Genentech
Inc., USA, 3anponoHoBaHo:
Genentech Inc., USA, Samsung
BioLogics Co. Ltd, Republic of
Korea). BBeeHHs 3MiH NpOTAroM
6-T MicALIB Mic/1A 3aTBEPAKEHHS

246.

PIBOAAPOH

Tabnetkun no 200 mr no 10
TabneTtok y 6nictepi; no 3
6nicTepn B KApTOHHIi
nauuj

Pisochapm CA

LBeliLapis

Pisochapm CA

LBeliuapis

BHECEHHS 3MiH O peecTpaLifiHnX
marepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edyeKTUBHOCTI Ta

hapmakoHarnagy. BeeaeHHs abo

3MiHM [0 y3arasibBHEHUX JaHuX npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA Y3araslbHEHUX AaHuX
npo cuctemy hapmakoHarnsgy,

3MiHa YNOBHOBaXeHOi 0co6H,
BiANOBIAA/IbHOT 33 3iICHEHHS
hapmMakoHarnagy; KOHTaKTHOI
ocobu 3 hapmakoHarnagy
3aABHUKA 419 3MiACHEHHS
hapmakoHarniagy B YkpaiHi, SKLLO
BOHa BifiMiHHA Bif, yNOBHOBaXeHOI
ocobw, BiANOBIAa/IbHOI 3a
3[jiCHEHHST chapMakoHarsay
(BK/IKOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTep-chaina cuctemm

3a peyenmom

UA/17330/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

thapmakoHarnagy) - smiHa
KOHTaKTHOT 0CO6M YNOBHOBaXKEHOT
0cobu 3asBHMKa, BIANOBIAA/IbHOT
3a 3fjiificHeHHs chapmakoHarnsay B
YkpaiHi: MponoHoBaHa pefakujis:
LLinronesa MapiaHHa BikTopiBHa.
3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT
ocobw, BiANoBiAanbLHOT 3a
3[ificHeHHs hapmakoHarnsgy B
YkpaiHi pekomMeHA0BaHOo A0
3aTBEPKEHHS

247.

PIBOAAPOH

Tabnetku no 200 mr no 10
Tabnetok y 6nictepi; no 3
6nicTepy B KAPTOHHIN
nauui

PiBocpapm CA

LLIBeliyapis

Pisochapm CA

LLIseliyapis

BHECEHHS 3MiH 4O peecTpauiiHnx
martepianis: 3mMiHU | TUNY - 3MiHK
wofo 6e3snekn/edekTMBHOCTI Ta

thapmakoHarniagy. BeeaeHHsi abo

3MiHU [0 y3aras/lbHEHNX AaHuX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,

3MiHa YyNOBHOBaXeHOi 0cobu,
BigNoBiga/IbHOI 32 34jACHEHHSI
hapmakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3as1BHMKA AN 34iINCHEHHS
thapmakoHarnagy B YkpaiHi, AKLo
BOHa BifIMiHHA Bif, yNTOBHOBaXeHOI
ocobw, BigNoBiAa/IbHOT 3a
3[jiCHeHHs1 hapMakoHarnagy
(BK/IHOYAKOYUN KOHTaKTHI faHi)
Ta/ab0 3MiHWN Yy PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa

YMOBHOBaXXEHOT 0COOU 3asIBHYMKA,

BignoBiganbHOI 3a 3MjACHEHHSI
thapmakoHarnsgy: MNponoHosaHa
pegakuisi: Rita Maria Puglisi.
3MiHa KOHTaKTHUX gaHnx
YNOBHOBaXEHOT 0co6U,
BigNoBiga/IbHOI 32 34iACHEHHSI
dhapmakoHarnsgy

3a peyenmom

UA/17330/01/01

248.

POBAXON

Kancynm
KVLLKOBOPO3YMHHI, M 5Ki;
no 10 kancyn B 6nicTepi,
no 5 6nictepis B nayui 3
KapToHYy

PoBsa
dapmacsbtoTikanc 11a.

Ipnangis

KatasneHt
HimeuunHa Egep6av
LxiMBEIy,
HimeuunHa
(BUPOGHNIK,
BiANOBigabHUIA 3a
HanoBHEHHS
kancyn); MMNe b6.B.

HimeuuunHa/
HigepnaHngu
[ lpnaxgis/
PymyHis

BHECEHHS 3MiH O peecTpaLiiHnx
mMarepianis: TEXHIYHa NOMWIIKa
(3rigHo Hakasy MO3 Big
23.07.2015 Ne 460) -
BUMPAaB/IEHHS TEXHIYHMX NOMUSIOK,
3rigHo nn.4 n.2.4. posginy VI
Haka3ly MO3 Ykpainu Big,
26.08.2005p. Ne 426 (y pegakuii

3a peyenmom

UA/17342/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
(ManydhakTypuHr Hakady MO3 YkpaiHu Bif
MakiHr ®apmaka), 23.07.2015 p Ne 460) — nomMusnku
Higepnanaun noB'A3aHi 3 nepek1agom abo
(nepBuHHa Ta nepeHeceHHsAM iHchopmawi, ki
BTOpPUHHA 6ynu gonyLieHi nig yac
ynakoBka); Posa npoBeAeHHs npoLeaypu
dapmacbtoTikanc peecTpavuii nikapcbkoro 3acoby
NTa., lpnaHgis (Haka3 Ne716 Big 03.04.2019p.). Y
(BUPOGHUK, Cneuudpikauii MeToAiB KOHTPOSO
BiANOBigabHNIA 3a AKOCTI 4719 NoKa3Huka «Onue»
MOBHWIA LMK/ 6yn0 fonyLweHo NOMUIIKY Npu
BMpOGHULUTBA (KpiM BUKNaAeHHi iHhopmali Wwoao
HanoBHEHHS onucy kancyn, BkasaHa 3alisa
kancyn)); C.K. Csicc iHcbopMmauis npo 3anax. 3amicTb
Kanc PymyHis «3eneHi cchepryHi
C.P.J1., PymyHis KMLLKOBOPO3UVHHI Kancynm, M'ski»,
(BUpPOGHNK, 6yn0 3a3Ha4YeHo «3eneHi
BiAnoBiganLHUii 3a CepPUYHI KMLLKOBOPO3UMHHI
HaNoOBHEHHS Kancy/i) Kancysm, M'siki i3 3anaxom M'aTu».
3a3HauyeHe BUNpaBeHHs
BignoBigae martepianam
PEeECTPaLiHOro AOCLE SiKi
npeacTaBneHi B apxisi. B
opuvriHaNbHNX MaTepianax
3a3HadeHo: «A green spherical
capsule»
249. | CUMOAA Kancynm 3AT "dapmnira” JlinToBcbKa BAJIKAHO®APMA- Bonrapis BHECEHHS 3MiH [JO peecTpaLifiHnX 3a peyenmom UA/15445/01/01
racTpope3nCTeHTHI TBepai, Pecny6nika AYNHNUA AL marepianis: 3miHu | Tuny -
no 30 Mr no 7 kancyny OHOBJIEHHSA cepTudikaty
6nicTepi, no 4 6nictepn 'y BiJNOBIAHOCTI €BpoOneichkit
KapTOHHIN nauuj papmakonei Ne R1-CEP 2012-
368-Rev 00 gna aitoyoi pevoBuHU
[yNOKCETUHY rigpoxnopuay Bif
BXe 3aTBEePPKEHOro BUPOGHMKa
(MSN LABORATORIES PRIVATE
LIMITED, IHgis)
250. | CUMOAA Kancyu 3AT "dapmnira” JintoBcbka BEA/IKAHOAPMA- Bonrapis BHECEHHS 3MiH 40 peecTpaliiHux | 3a peyenmom UA/15445/01/02
racTpopesnCTeHTHiI TBepai, Pecny6nika AYNHUUA AL marepianis: 3miHu | TUny -

no 60 Mr no 7 kancyny
6nicTepi, no 4 6nictepu 'y
KapTOHHIN navi

OHOBJ/IEHHS cepTudikaTty
BiANOBIAHOCTI EBpONenchbkili
thapmakonei Ne R1-CEP 2012-
368-Rev 00 ansa Aito4oi pevoBuHN
[OYNOKCETUHY Tigpoxnopuay Bif
BXe 3aTBeppKeHOro BUpo6HMKa
(MSN LABORATORIES PRIVATE
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KapTOHHiiA KOpo6L

CMPOLLEHOTO TUMy

BM3HAYEeHUX y cneyudikauisix Ha
A®I, a60 BUXigHWIA/NPOMIXHWIA
NpoAyKT/peareHT, Lo
BMKOPWCTOBYIOTHCSA Y NPOLEC
BMPOGHMLTBA ADI (3BYXKEHHS
[ONYCTUMUX MEX, BUSHAUYEHUX Y
cneundikau,ii) - 3mMiHM B
cneumadikauii BUXiZHOro NPoAyKTY
cupoi rvHm (raw clay Diosmectite)
3a NokasHUKOM «CBUHeLpb», a
came: 3BY)XXEHHS [ONyCTUMUX MEX
3 «< 6,5 ppm» g0 «< 4,0 ppm»;
3MiHK | TUny - 3MiHK 3 kocTi. AdI.
KoHTposnb A®I. 3miHa y
napameTpax cneuudikadii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneuudikauisx Ha A®l, abo
BUXIZAHWUA/NPOMIXHWIA
NpoAyKT/peareHT, LWo
BMKOPVCTOBYIOTBCSA y Npoueci
BMPOGHULTBA ADI (3BY>KEHHSA
[OMYCTUMUX MEX, BU3HAYEHUX Y
crneundikaw,ii) - 3MiHV B
cneundikanii A®l 3a NoKasHVKOM
«CBWHeLpb», a caMe: 3BY)XEHHS
[ONyCTUMKX MEX 3 «< 6,5 ppm»
[0 «< 4,0 ppm>»; 3MiHK | TUNY -
3MiHn 3 sikocTi. A®I. KoHTponb
A®|. 3miHa y napameTpax
cneyudikayin Ta/abo gonycTummx
MEX, BU3HAYEHMX Yy cneymdikavisx
Ha A®|, abo BMXigHWA/NPOMIXHWIA
NpoAyKT/peareHT, Lo
BMKOPWCTOBYIOTBCSA Y NpoLECi
BMPOGHMLTBA AD| (4ONOBHEHHS
cneundikaLii HOBUM NOKA3HUKOM
SIKOCTi Ta BiZ4NOBIAHNM METOA0M
BUMPOBYBaHHS) - ONOBHEHHSA
cneuudikaLii BUXiAHOro NpoayKTy
cupoi rvHu (raw clay Diosmectite)
nokasHukom «Kagmii» (kputepil

NpUIHATHOCTI < 0,2 ppm); 3MiHK |

Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
LIMITED, IHgis)
251. | CMEKTA® NOPOLLOK A1 OpasIbHOT INCEH KOHCbLIOMEP PpaHuin BO®YP INCEH PpaHuin BHECEHHS 3MiH A0 peecTpaLinHmx 6e3 peyenma UA/10103/01/01
BAHI/Tb cycnensiino 3r; no 3,76 r XENCKEA, IHOYCTPI marepianis: 3MiHu | TUNY - 3MiHN 3
MOPOLLKY Y NakeTuky, no AKLjiOHEpHe sAKocTi. A®l. KoHTponb A®l. 3miHa
10, 12 a60 30 nakeTuKiB y TOBapuCTBO y napameTpax cneuudikawii
Ta/abo fonycTUMUX MEX,
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
TIny - 3MiHu 3 skocTi. AdI.
KoHTponb A®I. 3miHa y

178

«Kagmiit» (kpuTepii NPUAHATHOCTI

MEeTOA0M BUNPOOYBaHHS; 3MiHH |

napameTpax cneuudikauii Ta/abo
[LONYCTUMUX MEX, BUSHAUEHUX Y

napameTpax crneuudikadii Ta/abo
[OMYCTUMUX MEX, BU3HAYEHUX Y
cneuudikauisx Ha A®l, abo
BUXIiAHWIA/NPOMIXKHWIA
NpoAyKT/peareHT, Wo
BMKOPVCTOBYIOTbCSA y Npoueci
BUPO6HMLTBA AD| (LONOBHEHHS
crneundikaL,ii HOBUM MOKA3HMKOM
SIKOCTi Ta BiANOBIAHNM METOAO0M
BUNPO6YBaHHS) - [OMNOBHEHHSA
cneumdikauii BUXiAHOro NpoayKTy
cumpoi rvHm (raw clay Diosmectite)
nokasHUKOM «BaHagili» (kpuTepil
NPUAHATHOCTI < 4,5 ppm); 3MiHu |
TUny - 3MiHK 3 skocTi. AdI.
KoHTposnb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BU3HAYEHUX Y
crneundikauiax Ha A®l, abo
BUXIiAHWA/NPOMIKHWIA
npoayKT/pearenT, wo
BMKOPWCTOBYIOTHLCS Y Npoueci
BMPOGHMLTBA AD| (4ONOBHEHHSA
cneyudikaLii HOBUM NOKa3HUKOM
AKOCTi Ta BiANOBIAHM METOA0M
BMNPOOYBaHHS) - AONOBHEHHS
cneuudikauii A®| nokasHUKoOM

< 0,2 ppm) Ta BignoBigAHUM
MRy - 3MiHK 3 AKocTi. API.

KoHTposnb A®I. 3miHa y

cneuudikauisx Ha A®l, abo
BUXIigHWA/NPOMIKHWIA
npoayKT/peareHT, Wwo

BMKOPWCTOBYHOTbCS Y MPOLECI
BMPOGHMLTBA AD| (4ONOBHEHHS
crneuudikaLii HOBUM MNOKA3HUKOM
AKOCTI Ta BifMoBiAHVM METOL0M
BMNPOOYBaHHS) - JONOBHEHHS
cneuunagikauii A®I nokasHUKOM
«BaHagjin» (kpuTepii NPURHATHOCTI
< 4,5 ppm) Ta BignoBigHUM

MEeTOL0M BUNPOBYBaHHS; 3MiHU |
TMny - 3MiHK 3 AKocTi. [oToBWMi




Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs

nikapcbkuii 3aci6. KoHTponb
roTOBOrO /likapCbKOro 3acoby.
3MiHa napameTpiB cneyugikadiii
Ta/abo foMyCTUMUX MEX roTOBOro
nikapcbkoro 3acoby (4ONOBHEHHS
abo 3aMiHa nokasHuka
cneuudikauii 3a pesynbratamu
nocnimpkeHb 3 6e3nekn abo AKOCTi
(32 BUHAATKOM JliKapCbKMX 3ac06iB
6i0/10rYHOro/iMyHOMOrYHOrO
NMOXOXEHHS)) - AOMOBHEHHS
cneuudikavii roroBoro
NiKapCbKOro 3aco6y NokasHWKOM
«Muw’'sk» (kpuTepii NPUAHATHOCTI
< 1 ppm). BBeaeHHs 3MiH
npoTarom 3-x MicAuiB nicas
3aTBEPMKEHHS; 3MiHM | TUnY -
3MiHK 3 siKOCTi. FOTOBMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /likapCbKOro 3acoby.
3MiHa napameTpiB cneyugikadiii
Ta/abo [oMyCTUMUX MEX roTOBOro
nikapcbkoro 3acoby (4ONOBHEHHS
abo 3aMiHa nokasHuka
cneuudikauii 3a pesynbratamu
nocnimpkeHb 3 6e3nekn abo AKOCTi
(3a BUHAATKOM JliKapCbKMX 3ac06iB
6i0/10rYHOro/iMyHOMOrYHOrO
NMOXOXEHHS)) - AOMOBHEHHS
cneuudikavii roroBoro
NiKapCbKOro 3aco6y NokasHWKOM
«CBUWHeLpb» (kpuTepil
NPUAHATHOCTI < 4 ppm). BBEAEHHSA
3MiH NpoTArom 3-x MicAuiB nicns
3aTBEPMKEHHS; 3MiHM | TUnY -
3MiHuM Wwoao
6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
3MiHM BHECEHO [0 iHCTPYKLT aNns
MeJUYHOIO 3aCTOCYBaHHSI
nikapcbKoro 3acoby Ao po3ainy
"Cnoci6 3acTocyBaHHs Ta f03u".
BBefeHHs 3MiH NpoTarom 3-x
MicsILiB MicNsi 3aTBEKEHHS; 3MiHU
| TMny - 3MiHK Woao
6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnsgy. 3miHu y
TepaneBTUYHMX NOKa3aHHAX
(BWIyYeHHs1 TepaneBTUYHOTO
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Popma sunycky

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

Ymosu
Bionycky

PeecmpayjitiHa npoyedypa

rnokKasaHHs) - 3MiHN BHECEHO A0
IHCTPYKLii 4Ns MeguyHoro
3aCTOCYyBaHHSA NikapcbKoro 3acoby
00 po3giny "MokasaHHA"
(BnnyyeHo: CumntomMaTuyHe
nNikyBaHHA 607110, NOB’A3aHOr0 3

Howmep
peecmpayiliHo2o
nocsioYeHHs

Ne
n/n

Hassa
JliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakoska)

e3odharoracTpoayoaeHasibHIMMN
3axBOplOBaHHAMY). BBeAeHHsA
3MiH NpoTArom 3-X MicALiB nicns

3aTBEPMKEHHS; 3MiHN | TUny -
3MiHM Wwoao
6e3nekn/eheKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) -
3MiHa MapKyBaHHS ynakoBKu
roTOBOro NikapcbKoro 3acoby -
OHOBJ/IEHHSI TEKCTY MapKyBaHHS

(BWUTyYEHHS pOCiliCbKOT MOBM).
3MiHM 10 TekcTy MapkyBaHHsA
yNakoBKK iKapcbKoro 3acoby, y
T.4. BUJTyYEHHS POCIACbKOI MOBW.

BBefeHHS 3MiH NPOTArom 3-x

MicALIB NiCNsA 3aTBEPLKEHHS;

3MiHuy I Tuny - 3miHK Woao

6e3nekn/ehekTUBHOCTI Ta
hapmakoHarnsagy. [Hwi 3MiHn, Aki
He BBIVLLN Y Lield po3ain, ski
BK/IIOYAIOTb NOAAHHSA pe3ynbTaTiB
JocnigpkeHb 40 KOMNETEHTHOTO
opraHy - 3MiHW, AKi BK/l04aloTb
pesynbTaTi JAoCiaXeHb (OuiHKa
pv3vKiB BIANOBIAHO A0
kepiBHuyTBa ICHQ3D) BignosigHO
[,0 OHOBMIEHHS cnevmdikauii
BWXiZHOrO NPOAYKTY CUPOT F/IUHN.
BBegeHHA 3MiH npoTArom 3-x
MiCALiB Nicna 3aTBepAKEHHS;
3MiHu |l TUny - 3MiHM Woao
6e3nekn/edheKTMBHOCTI Ta
hapMakoHarnagy. 3miHn y

KOPOTKIiil xapakTepucTuui
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLii AnA

MeJMNYHOro 3aCTOCYBaHHS y

3B’A3KY i3 HOBUMM JaHUMU 3

AKOCTI, AOKMIHIYHUMM, KIHIYHUMUN

[aHUMKU Ta AaHuMK 3

hapmakoHarnsgy - 3miHM BHECEHO
[0 IHCTPYKLUiT Ana MeAn4HOoro
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3aCTOCyBaHHSA MlikapcbKoro 3acoby




Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,

ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

00 po3ginis "®apmMakonorivHi
BnacTmsocTi", "MokasaHHsa"
(yTOuHeHHs iHdopmaui),
"MpoTunokasaHHs", "B3aemogis 3
iHWKMMKW NikapcbknMK 3acobamu Ta
iHLWi BMAY B3aemogiit",
"Oco6/MBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs
rpyaar”, "Aitn" (3aTBepAKeEHO:
3acTocoByBaTV 415 NiKyBaHHS
Aiteii Bikom Bif 1 micsus;
3anponoHoBaHo: 3acTocoByBaTu
[Ansa nikyBaHHSA AiTeil Bikom Big, 2
pokiB), "MNepeno3yBaHHA"
(peparyBaHHs TekcTy), "Mo6iyHi
peakuii” (BBegeHHS 3MiH NPOTAroM
3-x MicsUiB nicns 3aTBEPKEHHS)

252,

COAEPM®

Kpem 0,1 %, no25r,50ry
Ty6i, Mo 1 Ty6i B KAPTOHHIiA

nauuj

TOB «MIBE
YKPAIHA»

Ykpaina

mibe MTm6X
ApuHaiimiTTens

HimeuunHa

BHECEHHS 3MiH 4O peecTpauiiHnx
marepianis: 3MiHa 3asABHMKa
(BnacHuka peecTpadiiHoro
nocBig4eHHs). 3MiHu | Tuny -

3MiHM Woa0
6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnagy. BeeaeHHsi abo
3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,
3MiHa YyNOBHOBaXeHOi 0cobu,
BigNoBiga/IbHOI 32 34iACHEHHSI
hapmakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3as1BHMKA AN 34iINCHEHHS
thapmakoHarnagy B YkpaiHi, AKLo
BOHa BifIMiHHA Bif, yNTOBHOBaXeHOI
ocobw, BigNoBiAa/IbHOT 3a
3[jiCHeHHs1 hapMakoHarnagy
(BK/IHOYAKOYUN KOHTaKTHI faHi)
Ta/ab0 3MiHWN Yy PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy). 3miHa

YMOBHOBaXXEHOT 0COOU 3asIBHYMKA,

BignoBiganbHoI 3a
hapmakoHarnag,. fivova pepaxuis:
Petra Gerecke. MNponoHoBaHa
pepakuisi: Heuali Mapis MNasniBHa.
3MiHa KOHTaKTHUX AaHuX

YMOBHOBAXXEHOI 0COOU 3asIBHMKA,

3a peyenmom

UA/10254/03/01
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Ne

Hassa

n/n

JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

253.

COAEPM®

emy/ibCist HawkipHa 0,1 %,

TOB «MIBE

BiANOBIAa/IbHOI 3a
thapmakoHarnag. 3MiHa Micus
3[jiACHEHHS] OCHOBHOT AisiNIbHOCTI 3
hapmakoHarnsgy.
3MiHa MicLe3HaxoMKeHHs MacTep-
(paiina Ta ioro Homepa.

254.

COAEPM®

no 20 mn, 50 mny
thnakoHi; no 1 chiakoHy B
KapTOHHIN nauuj

Ma3b 0,1 %, no 251,50 ry

YKPAIHA»

TOB «MIBE

Ykpaina

mibe MTm6X
ApuHaiimiTTens

HimeuunHa

BHECEHHS 3MiH 4O peecTpauiiHnx
marepianis: 3MiHa 3asABHMKa
(BnacHuka peecTpadiiHoro
nocBig4eHHs). 3MiHu | Tuny -

3MiHM Woa0
6e3nekn/etheKkTUBHOCTI Ta
thapmakoHarniagy. BeeaeHHsi abo
3MiHU [0 y3ara/lbHEHNX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,
3MiHa YyNOBHOBaXeHOi 0cobu,
BigNoBiga/IbHOI 32 34iACHEHHSI
hapmakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3as1BHVKA AN 34INCHEHHS
thapmakoHarnagy B YkpaiHi, AKLo
BOHa BifIMiHHA Bif, yNTOBHOBaXeHOI
ocobw, BigNoBiAa/IbHOT 3a
3[jiCHeHHs1 hapMakoHarnagy
(BK/IHOYAKOYUN KOHTaKTHI faHi)
Ta/ab0 3MiHWN Yy PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsagy). 3miHa
YMOBHOBAXXEHOT 0COOU 3asIBHYMKA,
BignoBiganbHoI 3a
hapmakoHarnag,. fivova pepaxuis:
Petra Gerecke. MNponoHoBaHa
pepakuis: Heuali Mapis MNasniBHa.
3MiHa KOHTaKTHUX AaHuX
YMOBHOBaXXEHOT 0COOU 3asIBHYMKA,
BignoBiganbHoI 3a
thapmakoHarnag. 3miHa Mmicugs
3[iiCHEHHS OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnagy. 3miHa
MiCLie3HaxXOMKEHHS MacTep-
charina Ta oro Homepa.

3a peyenmom

UA/10254/04/01

Ty6i; no 1 Ty6i B KAPTOHHIiA
nauui

YKPAIHA»

YKpaiHa

mibe MTm6X
ApuHaiimiTTeNb

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
martepianis: 3miHa 3asiBHMKa
(BnacHvka peecTtpaujiiHoro
noceig4eHHs). 3MiHu | Tuny -

3MiHuM Wwoao

3a peyenmom

6e3nekn/edpeKTUBHOCTI Ta

UA/10254/02/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

thapmakoHarnsgy. BeeaeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy hapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cucTemy hapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3asBHUKA 415 34ICHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, YyNOBHOBaXeHOI
ocobw, BiANOBiAaIbHOT 3a
3AjicCHeHHs1 hapmakoHarnagy
(BK/HOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemun
thapmakoHarnagy). 3miHa
YMOBHOBaXEHOT 0CO6V 3as1BHMKA,
BiANOBiAA/bHOI 32
thapmakoHarnag. [itova pegakuis:
Petra Gerecke. MNponoHoBaHa
pepakuis: Heuali Mapis MNasniBHa.
3MiHa KOHTaKTHUX AaHuX
YMOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBiAa/bHOI 32
thapMakoHarnag. 3miHa Mmicus
3[iACHEHHST OCHOBHOT AiSiNIbHOCTI 3
thapmakoHarnsagy. 3miHa
MiCLIe3HaxX0KeHHs1 MacTep-
(haiina Ta oro Homepa.

255.

COJLEPM®

pO34uH HaLwKipHuii 0,1 %;
no 15 mn, 30 mn, 50 mn,
100 mn y chrnakoHax 3
KpanenbHuueto; no 1
(h/1aKOHY B KapPTOHHii
nauui

TOB «MIBE
YKPAIHA»

YKpaiHa

mibe Mm6X
ApLHaiimiTTeNb

HimeuunHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3miHu | Tuny - 3miHn
Lofo 6e3nekn/edyeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHEHUX JaHuX npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHKX
npo cuctemy hapmakoHarnsgy,
3MiHa YNMOBHOBaXEHOT 0CO6M,
BignoBigasbHOI 3a 3AjACHEHHSI
thapmakoHarnsgy; KOHTakTHoT
0co6u 3 hapmakoHarnsgy
3as9BHUKA A5 34iAICHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiMiHHA Bif, yNOBHOBa)XEHOI
oco6w, BignoBiAanbHOI 3a
3pjiicHeHHs chapmakoHarnagy
(BK/IOYAKOYM KOHTAKTHI AaHi)

3a peuenmom

UA/10254/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarnagy) - 3miHa
YMOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBiAa/bHOI 32
thapmakoHarnag. Aitova pegakuis:
Petra Gerecke. MNponoHoBaHa
pepakuisi: Hevali Mapis MNasniBHa.
3MiHa KOHTaKTHUX AaHuX
YMOBHOBaXEHOT 0CO6V 3as1BHMKA,
BiANOBiAa/IbHOI 32
thapMakoHarnag. 3miHa Micus
3[jiACHEHHSI OCHOBHOT AisiNIbHOCTI 3
thapmakoHarnsagy. 3miHa
MiCLIe3HaXOKeHHs1 MacTep-
(paiina Ta noro Homepa; 3MiHu | Ta
Il Tny, 3miHa 3asBHKKa (BNacHvKa
peecTpaviiiHoro NocBigYeHHs )
256. | CONMEAYM® racTpope3nCTeHTHI Kaccenna-mepn Mv6X HimeuunHa ApTecaH ®apma HimeuunHa/ BHECEHHS 3MiH 4O peecTpauiiHnx 6e3 peyenma UA/15105/01/02
ONa JITEN kancysm M siki no 100 wr, & Ko. KI v6X & Ko. KG, PymyHis martepianis: 3mMiHU | TUNY - 3MiHK
no 20 kancyn y 6nictepi; HimeuunHa oo 6e3snekn/edekTMBHOCTI Ta
no 1 6nictepy B KAPTOHHIl (nepBuHHE hapmakoHarnagy (iHwi 3MiHK) -
Kopo6Li; no 25 kancyn y nakyBaHHs); BHECEeHHS 3MiH [0 po34iny
6nicTepi; no 2 abo no 4 ApTecaH ®apma “MapkysaHHs” MKA N3;
61icTepy B KApTOHHIl v6X & Ko. KT, 3anponoHoOBaHO: MapKyBaHHSI.
KopooLi HimeuyunHa 3rigHo 3aTBEPAKEHOr0 TEKCTY
(nepBuHHE MapKyBaHHs. OHOB/IEHHS TEKCTY
nakyBaHHs); MapKyBaHHS1 yNakoBKM NiKapCbKoro
AptecaH ®apma 3aco6y 3 BHECEHHSAM iHchopMmalii
v6X & Ko. KT, 00 3a3Ha4YeHHA OMHULb
HimeuunHa BMMIPIOBaHHS y cuctemi Sl.
(BTOpPUHHE BBefeHHA 3MiH NpoTArom 3-x
naxkyBaHHs); MicsILLiB NiCNsA 3aTBEPLPKEHHS
KartaneHt

HimeuunHa E6epbax
v6X , HimeuunHa
(BUPOGHMLTBO
kancyn (6e3
nokputTA) in bulk);
Knoctepdpay
BepniH TM6X,
HimeuunHa
(HaHeceHHs
NOKPUTTS, BTOPUHHE
nakyBaHHS,
KOHTPO/Ib SIKOCTI,
Bunyck cepii); C.K.
Csicckanc PymyHis
C.P.J1., PymyHisi
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
(BMPOGHNLTBO
kancyn (6e3
nokputTs) in bulk)
257. | CO®reEH TabneTkn, BKPUTI FETEPO /1AB3 IHgis leTepo /1ab3 IHais BHECEHHS 3MiH 4O peecTpauiiHnx 3a peyenmom UA/17059/01/01
N1iBKOBOK 060/10HKOHO, MO NIMITEL Nimiten martepianis: 3MiHU | TUNY - 3MiHK
400 mr Ne 28 y Loao 6e3nekn/edeKTMBHOCTI Ta
KOHTeliHepi; no 1 hapmakoHarnagy (iHwi 3miHK) -
KOHTelHepy y Kopo6Li OHOB/IEHHSA TEKCTY MapKyBaHHS
yNakoBKM NiKapcbKoro 3acoby 3
BHECEHHSM iHGhopMaLii Woa0
3a3HaYeHHs OAUHULb
BMMIptOBaHHA y cuctemi Sl.
BBegeHHs1 3MiH MPOTArom 6-Tu
MicALiB nicna 3aTBeppKeHHs
258. | CO®PreH-n TabneTku, BKPUTI FETEPO /1AB3 IHais letepo /1a63 IHais BHECEHHS 3MiH 40 peecTpaLiinHmx 3a peyenmom UA/17060/01/01
N/1iBKOBOK 060OJI0HKOIO, MO NIMITEL Nimiteq marepianis: 3MiHU | TUMY - 3MiHK
90 mr nepinacsipy Ta 400 Loao 6e3nekn/edeKTUBHOCTI Ta
mr cocpocbysipy, no 28 thapmakoHarnsagy (iHwi 3MiHn) -
TabneTokK y KoHTeliHepi, no OHOBJIEHHSA TEKCTY MapKyBaHHs
1 KOHTeNHepy Y KapTOHHIl yNaKoBKM NliKkapCbKoro 3acoby 3
Kopobui BHECEHHSAM iHdhopMaLi LWoao
3a3HayYeHHs OAVHNLb
BUMIpIOBaHHSA y cuctemi Sl.
BBefieHHs1 3MiH NpoTArom 6-Tn
MicSILB NiCNs 3aTBEPKEHHS
259. | CNUPT PO34MH A/151 30BHILLHBLOTO MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 peyenma UA/8343/01/01
KAM®OPHUIN 3actocysaHHs 10 %, PapmaLeBTUiHa PapmaLeBTUYHa marepianis: 3MiHU | TUMY - 3MiHK
cnupToBMiA No 40 MmNy habpvika "Biona" habpuika "Biona" Loao 6e3nekn/edyeKTMBHOCTI Ta
hnakoHax CKNsiHNMX abo hapmakoHarnagy (iHwi 3MiHK) -
nonimepHuX; no 3MiHV BHECEHI B TEKCT MapKyBaHHs
40 M1y chnakoHi yMakoBOK NiKapCbKoro 3acoby
CKNsiHOMY abo (n.17) woao HaHeceHHs ToproBoi
nonimepHomy; no 1 MapKu
chnakoHy B navi 3
KapToHYy
260. | CNUPT PO34MH A/151 30BHILLHBLOTO MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 4O peecTpauiiHnx 6e3 peyenma UA/6546/01/01
MYPALLNHWI 3aCcTOCyBaHHS CMPTOBUI dapmMaLeBTUYHa dapmaueBTUyHa marepianis: 3MiHU | TUMY - 3MiHK
no 40 mn a6o 50 mny thabpuka "Biona" habpuka "Biona" oo 6e3snekn/edekTMBHOCTI Ta
thnakoHax; no 40 mn a6o thapmakoHarnsagy (iHwi 3MiHn) -
50 mn y chnakoHi; no 1 3MiHV BHECEHI B TEKCT MapKyBaHHs
donakoHy B nauui 3 YyNaKoBOK NiKapcbKoro 3acoby
KapToHy (n.17) woao HaHeceHHs TOprosoi
Mapku
261. | CTUNEH TabneTku, BKPUTI KYM®EP BIOTEX, JintoBcbKa [onr-A CT Ko., NiTa. Pecny6nika BHECEHHS 3MiH 0 peecTpaLinHmx 6e3 peyenma UA/15426/01/01
NAiBKOBOK 060J10HKOK, MO YAB Pecny6nika Kopes mMarepianis: 3MiHa 3asiBHMKa
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

60 mr no 30 TabneTok y
KOHTeliHepi; no 1
KOHTEHEpY B nauL

(BnacHvika peecTtpaujinHoro
nocsigyeHHs) (3rigHo Hakasy MO3
Big 23.07.2015 Ne 460). BBegeHHs
3MiH NpOTArom 6-Tu MicALiB nicns

3aTBepMKeHHS. 3MiHu | TNy -
3MiHuM Wwoao
6e3nekn/etheKTUBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHNX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3ara/lbHEHVX AaHUX
npo cvucTemy chapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BignoBiga/bHOI 3a 3MjACHEHHSI
hapmMakoHarnagy; KOHTakTHoI
ocobu 3 hapmakoHarnagy
3asiBHMKa AN 34iCHEeHHS
hapmakoHarnagy B YkpaiHi, kLo
BOHa BiIMiHHa Bif, yNTOBHOB&XEHOI
ocobw, BignoBiAabHOI 3a
3[jliCHeHHs1 hapMakoHarnagy
(BK/IHOYAKOYUMN KOHTaKTHI JaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy). 3miHa
KOHTaKTHUX A@HNX YNOBHOBaXKEHOI
ocobw, BiANoBiAanbLHOT 3a
hapmakoHarnag,. 3miHa

MiCLIe3HaxXOpKeHHs1 macTep-

(paiina Ta iioro Homepa. 3MiHa
Micus 34iiCHEHHS OCHOBHOT
LOisbHOCTI 3 dhapmakoHarnagy.
3MiHu | TUNY - 3MiHK WoA0
6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu).

BHeceHHs 3MiH 40 po3giny

“MapkyBaHHA" MKA N13:
3arBepoKeHo:

MAPKYBAHHA. Jopaetbes.
3anponoHoBaHo: MAPKYBAHHA.

3rigHO 3aTBEPKEHOrO TEKCTY
MapkyBaHHA.OHOBMEHHSA TEKCTY
MapKyBaHHS YMakoBK/ Nikapcbkoro
3aco6y 3 BHECEHHSAM iHchopMmalii

LLIO0A0 3a3HAYEHHS OANHNLb

BVMIptOBaHHA y cuctemi Sl.

BBegeHHs 3MiH npoTsrom 6-Tn

MicALiB Nicnsa 3aTBepAKEHHS.

262.

CYCMNPIH®

PO3UMH A/ Opa/IbHOTO

TOB "KYCYM ®APM"

YKpaina

TOB "KYCYM

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiHnx

3a peyenmom

UA/18325/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

3acTocyBaHHs, 4 mr/5 Mo,
no 50 mn y chnakoHi, no 1
(h/1aKOHY B KapTOHHii
yNakoBLi pa3oM 3 MipHUM
CTakaH4MKkoM

OAPM"

marepianis: TEXHIYHa MOMWIKa
(3rigHo Haka3y MO3 Big
23.07.2015 Ne 460) -
BUMPAaB/IEHHS TEXHIYHMX NOMUSIOK,
3rigHo n.2.4. po3giny VI Hakazy
MO3 Ykpaiuu Big 26.08.2005p. Ne
426 (y pefaxuii Hakasy MO3
Ykpainu Big 23.07.2015 p Ne 460),
[JonyLeHyX Mig, Yac NpoBefeHHs
npoueaypu peectpadii (Hakas
MO3 Y«kpainu Big 17.09.2020 p
Ne2119, PM UA/18325/01/01), a
came, B MeTOAMKax BUNpobyBaHHA
B MK4A 13 3a po3ginamu:
«CynpoBiAHi AOMILLIKM»,
«KinbkicHe BU3HaYEHHS
OHJaHCeTPOHY», «KinbkicHe
BMU3HAUYEHHS HaTpilo 6eH30aTy» B
po3wwndpyBaHHi po3paxyHKOBOI
dhopMynn AN Macu HaBaxkKm
npenapary HeBIPHO 3a3Ha4yeHo
OAVHWLj BUMIpIOBaHHS
(3aTtBepaxeHo: (m — maca
HaBaXxKn npenapaTy, B Mr);
3anpornoHoBaHo: (M — maca
HaBaXkKu npenaparTy, B r)).
3a3HaueHi BUNpaBneHHs
BIANOBIAA0Tb apXiBHUM
martepianam peecTpauiiiHoro
[0Cbe

263.

TAQA®IN

TabneTkn, BKPUTI
NNiBKOBOK 06GOMOHKOL0, NO
20 mrno 2 a6o no 4
Tabnetkn y 6nictepi, no 1
6nicTepy y Kopobui

FETEPO IAB3
NIMITEA

IHgis

FETEPO JIAB3
NIMITES

IHais

BHECEHHS 3MiH 4O peecTpauiiHnx
martepianis: 3MiHU | TUNY - 3MiHK
wofo 6e3snekn/edekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHK) -

BHECEeHHS 3MiH [0 po34iny
“MapkyBaHHA" MKA J13:
3anpornoHosaHo: MAPKVIPOBKA B
COOTBETCTBUW C YTBEPXKAEHHBIM
TEKCTOM MapKMpoBKU. OHOB/IEHHSA
TEKCTY MapKyBaHHs ynakoBKu

NiKapCbKoro 3acoby 3 BHECEHHAM

iHchopmauii LWoao 3a3HaveHHs

OAVHWLb BUMIPIOBAHHS Y CUCTEMI

Sl. BBeleHHs 3MiH NpoTArom 6-Tu

MicsILLiB NiCNsA 3aTBEPPKEHHS

3a peyenmom

UA/17697/01/02

264.

TAQA®IN

TabneTkn, BKpUTI
NNiBKOBOK 060/I0HKOO, NO
10 mr; no 2 a6o no 4

FETEPO JIAB3
NIMITEL

IHgis

FETEPO JIAB3
NIMITEL

IHais

BHECEHHS 3MiH A0 peecTpavLintHmx
martepianis: 3mMiHU | TUNY - 3MiHK
Loao 6e3nekn/edekTMBHOCTI Ta

3a peyenmom

UA/17697/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
TabneTkn y 6nictepi, no 1 thapmakoHarnsagy (iHwi 3MiHn) -
6nicTepy y Kopo6ui BHECEHHS 3MiH [0 po3ainy
“MapkyBaHHa" MKA N13:
3anpornoHosaHo: MAPKVIPOBKA B
COOTBETCTBUW C YTBEPXKAEHHBIM
TEKCTOM MapkupoBku. OHOBMEHHS
TEKCTY MapKyBaHHS yNakoBKm
NiKapCbKoro 3acoby 3 BHECEHHAM
iHbopMmauii Wwoao 3a3HaYeHHS
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. BBeeHHS 3MiH NpoTArom 6-Tu
MicALB Nicna 3aTBepKEHHS
265. | TEFPA], TabneTkn, BKPUTI FETEPO /1AB3 IHgis [eTepo /1ab3 IHais BHECEHHS 3MiH [0 peecTpauiinnx | 3a peyenmom UA/16596/01/01
N/1iBKOBOK 060JI0HKOHO, MO NIMITEL Nimiten martepianis: 3mMiHU | TUNY - 3MiHK
50 mr, no 30 TabneTok y Loao 6e3nekn/edeKTMBHOCTI Ta
KOHTeliHepi; no 1 hapmakoHarniagy (iHwi 3MiHK) -
KOHTeHepy Y KapTOHHIl OHOB/IEHHSA TEKCTY MapKyBaHHS
Kopo6ui; no 10 TabneTok y yNakoBKM NiKapcbKoro 3acoby 3
6nictepi, no 8 6nicTepiB y BHECEHHSM iHGhopMaLii Woa0
KapTOHHii KOpo6Li 3a3HaYeHHs OAUHULb
BMMIptOBaHHA y cuctemi Sl.
BBefeHHs 3MiH MPOTArom 6-Tu
MicALiB nicna 3aTBepipKeHHs
266. | TIMOKCI TabNETKN, BKPUTI ANKANOIL AL Ckon'e | Pecny6nika ANKANOIL AL Pecny6/ika | BHeCeHHs 3MiH [0 peecTpaLiiHiX | 3a peyernmom UA/17582/01/01
N/1iBKOBOK 060JI0HKOHD, MO MiBHiuHa Ckon'e MiBHiuHa marepianis: 3MiHU | TUMY - 3MiHK
400 mr; no 5 a6o 7 MakefioHisA MakefioHist BHECeHIi 10 iHCTPYKUii ans

Tabnetok y 6nictepi; no 1
6nicTepy B KapTOHHIl
KopooLi

MeZNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu:
"Oco6n1BOCTI 3aCTOCYBaHHSA",
"Mo6iuHi peakwyii" BigNoBigHO A0

OHOBJIEHOT iHChopMaLii 3 6e3nekn
Liro40T peqyoBuHU; 3MiHK | TUny -
3MiHV BHECEHI [j0 IHCTPYKUiT Ans
MeJMYHOro 3acTOCYBaHHs
NiKapcbKoro 3acoby y po3zinu:
"Oco6/MBOCTI 3aCTOCyBaHHA",
"Mo6iuHi peakw,ii" BigNoBigHO A0
iHbopMaUiT Wwoao MeguyHoro
3acTocyBaHHsA pehepeHTHOro
nikapcbkoro 3acoby (ABesnokc,
TabneTku, BKpUTI NNIBKOBOO
060/10HKO10, M0 400 Mmr);
3MiHW | TUNY - 3MiHW BHECEHI A0
IHCTPYKLiT ANnA MeguyHoro
3acTOCyBaHHSA NikapcbKoro 3acoby
y po3ginu: "OcobnnBocCTi
3actocyBaHHs", "lNob6iyHi peakuii”
BiANOBIAHO 10 OHOBMEHOT
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BBefleHHs1 3MiH NPOTSArom 6-Tui

Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
iHdhopmawii 3 6e3neku aitouoi
PeyoBUHM
267. | TOPACEMIA Tabnetkn no 5 mr no 10 CaHpos CnoseHisa Nek C.A., Nonba Monbwa/ BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/9619/01/02
CAHAO03® TabneTtok y 6nictepi; no 2 dapmacbioTikans g.4. (BMPOGHMLTBO 3a HimeuunHa marepianis: 3MiHu | TURY - 3MiHK
a6o 10 6nicTepiB y NMOBHWM LUK/IOM); Loao 6e3nekn/edyeKTUBHOCTI Ta
KapTOHHiiA KOpo6L Nex C.A., MonbLa thapmakoHarnsagy (iHwi 3MiHn) -
(nepBuHHe i BHECEHHS 3MiH 40 po34iny
BTOPUHHE “MapkyBaHHA" MKA N13;
nakyBaHHs, BUMyCK 3anponoHosaHo: MAPKYBAHHA
cepii); Castotac 3rigHO 3 3aTBEPKEHVMM TEKCTOM
dapma 'véX, MapkyBaHHS. OHOBEHHSA TEKCTY
HimeyumHa MapKyBaHHS YNakoBKW JliKapCbKoro
(BMPOGHMLTBO 3a 3aco6y 3 BHECEHHSM iHGhopMaLii
MOBHUM LIMK/TOM) LLOA0 3a3HaYeHHS OANHNLb
BMMIptOBaHHA y cuctemi Sl.
BBefeHHs1 3MiH NPOTArom 6-Tu
MicALiB nicna 3aTBepipKeHHs
268. | TOPACEMI], Tabnetku no 20 mr no 10 CaHpo3 CnoseHis Nek C.A., Monbwa Monbwa/ BHECEHHS 3MiH 40 peecTpaLiinHmx 3a peyenmom UA/9619/01/04
CAHAOO3® Tabnetok y 6nictepi; no 2 dapmachbloTikans g.4. (BUPOOHMLTBO 3a Himeuunna marepianis: 3MiHU | TUMY - 3MiHK
a6o 10 6nicTepiB y NOBHUM LUK/IOM); Loao 6e3nekn/edeKTUBHOCTI Ta
KapTOHHiiA KOpo6L Nex C.A., Monba thapmakoHarnsagy (iHwi 3MiHn) -
(nepBuHHE i BHECEHHS 3MiH 0 po3ainy
BTOPUHHE “MapkyBaHHa" MKA /13;
nakyBaHHs, BUMyCK 3anponoHosaHo: MAPKYBAHHA
cepii); Cantotac 3rifHO 3 3aTBEPMKEHUM TEKCTOM
dapma 'vbX, MapKyBaHHA. OHOB/IEHHS TEKCTY
HimeuunHa MapKyBaHHS YNakoBKW liKapCbKOro
(BUPOOHMLTBO 3a 3ac00y 3 BHECEHHAM iHchopmalii
MOBHUM LIMK/IOM) L0 3a3HaYEeHHS OAVHNLb
BVMIptOBaHHA y cuctemi Sl.
BBefieHHs 3MiH npoTsArom 6-u
MicALiB nicna 3aTBepIKEHHs
269. | TOPACEMI], Tabnetku no 10 mr no 10 CaHpo3 CnoseHisn Nex C.A., Monbwa Monbwa/ BHECEHHS 3MiH A0 peecTpaliintHmx 3a peyenmom UA/9619/01/03
CAHOO3® TabneTok y 6nictepi; no 2 dapmachbioTikans g.4. (BUpPOGHMLTBO 3a HimeuunHa marepianis: 3MiHU | TUMY - 3MiHK
ab6o 10 6nicTepi y NOBHUM LUK/IOM); oo 6e3snekn/edeKTMBHOCTI Ta
KapTOHHiiA KOpo6L; Nex C.A., MonbLa thapmakoHarnsagy (iHwi 3MiHn) -
(nepBuHHE i BHECEHHS 3MiH [0 po3ainy
BTOPUHHE “MapkyBaHHa" MKA N13;
nakyBaHHs, BUMyCK 3anponoHosaHo: MAPKYBAHHA
cepii); Cantotac 3rifiHO 3 3aTBEPAKEHUM TEKCTOM
dapma 'vbX, MapKyBaHHA. OHOBJ/IEHHS TEKCTY
HimeuunHa MapKyBaHHS YNakoBKW JlikapCbKoro
(BUpPOGHMLTBO 3a 3aco6y 3 BHECEHHSAM iHthopMmalii
NOBHUM LIMK/IOM) LLIOA0 3a3HaYEHHS OAVHNLb
BVMIptOBaHHA y cuctemi Sl.
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BBefieHHs1 3MiH NpoTArom 6-Tn

Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
MicSLiB NicNs 3aTBEPAKEHHS
270. | TOPACEMIA Tabnetku no 50 mr no 10 CaHpos CnoseHisa Nek C.A., Nonbwa Monba/ BHECEHHS 3MiH A0 peecTpaLinHmx 3a peyernmom UA/9619/01/05
CAHAO3® TabneTok y 6nictepi; no 2 PapmacbioTikans g.4. (BUPOGHULTBO 3a Himeuunna marepianis: 3MiHU | TUMY - 3MiHW
a6o 10 6nicTepiB y NMOBHMM LMK/IOM); Lofo 6e3nekn/edheKTMBHOCTI Ta
KapTOHHI kopobuji Nex C.A., Monbwa thapmakoHarnagy (iHwi 3MiHK) -
(nepBuHHe i BHECEHHS 3MiH 0 po34iny
BTOPUHHE “MapkyBaHHs" MKA N13;
nakyBaHHs, BUMYCK 3anponoHosaHo: MAPKYBAHHA
cepii); Cantotac 3rigHO 3 3aTBEPKEHMM TEKCTOM
dapma N'm6X, MapKyBaHHSA. OHOBJ/IEHHS TEKCTY
HimevunHa MapKyBaHHS YMakoBKV NikapcbKoro
(BUPOGHULTBO 3a 3ac06y 3 BHECEHHAM iHthopmalyii
MOBHUM LIMK/IOM) OO0 3a3HAaYEHHS OANHNLL
BMMIpIOBaHHA y cuctemi Sl.
BBefieHHs1 3MiH NpoTArom 6-Tu
MiCALB NicNna 3aTBePAKEHHS
271. | TOPACEMI], Tabnetku no 100 mr no 10 CaHpo3 CnoseHisa Nex C.A., Monbwa Monbwal/ BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/9619/01/06
CAHAO3® TabneTtok y 6nictepi; no 2 dapmacbioTikans g.4. (BMPOGHMLTBO 3a HimeyunHa marepianis: 3MiHU | TURY - 3MiHK
abo 10 6nicTepiB y MOBHUM LMK/IOM); Loao 6e3nekn/edeKTMBHOCTI Ta
KapTOHHIA KOpoo6Li Nex C.A., Monbwa thapmakoHarnagy (iHwi 3MiHK) -
(nepBuHHe i BHECEHHS 3MiH 0 po34iny
BTOPUHHE “MapkyBaHHA" MKA N13;
nakyBaHHs, BUMYCK 3anponoHosaHo: MAPKYBAHHA
cepii); Cantotac 3rigHO 3 3aTBEPKEHMM TEKCTOM
®apma 'm6X, MapKyBaHHS. OHOB/IEHHSA TEKCTY
HimevumHa MapKyBaHHS yMakoBKV NikapcbKoro
(BUPOGHMLTBO 3a 3ac06y 3 BHECEHHAM iHthopmalii
MOBHUM LIMK/IOM) OO0 3a3HaYEHHS OANHNLL
BUMIpPIOBaHHSA y cuctemi Sl.
BBefieHHs1 3MiH NpoTArom 6-Tn
MicSILB NicNs 3aTBEPKEHHS
272. | TOPACEMI], Tabnetku no 200 mr no 10 CaHpo3 CnoseHisa Nex C.A., Monba Monbwal BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/9619/01/07
CAHAO3® TabneTtok y 6nictepi; no 2 dapmacbioTikans g.4. (BMPOGHMLTBO 3a HimeyunHa marepianis: 3MiHK | TURY - 3MiHK
abo 10 6nicTepiB y MOBHUM LMK/IOM); Loao 6e3nekn/edreKTMBHOCTI Ta
KapTOHHI KOpoo6Li Nex C.A., Monba hapmakoHarnagy (iHwi 3MiHK) -
(nepBuHHe i BHECEHHS 3MiH 0 po34iny
BTOPUHHE “MapkyBaHHA" MKA N13;
nakyBaHHs, BUMYCK 3anponoHosaHo: MAPKYBAHHA
cepii); Cantotac 3rigHo 3 3aTBEPKEHMM TEKCTOM
dapma 'm6X, MapKyBaHHS. OHOB/IEHHSA TEKCTY
HimevumHa MapKyBaHHS YMakoBKy NikapcbKoro
(BUPOGHULTBO 3a 3ac06y 3 BHECEHHAM iHthopmalii
MOBHUM LIMK/TOM) LLOA0 3a3HaYeHHS OANHNLB
BUMIpIOBaHHSA y cuctemi Sl.
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Mmr/m; no 2 mn aéo 4 mn B
amnyni; no 5 amnyn B
naJui 3 KapToHy; Mo 2 MnN
ab6o 4 mn B amnyni; no 5
amnyn B 6nictepi; no 1
6nicTepy B nauui 3
KapToHYy

AAMIHICTpaTVBHI 3MiHK. 3MiHa
HalimeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHvKa
peecTpavuiitHOro NocBigYeHHs) -
3MiHa HaliMeHyBaHHs Ta agpecu
3asBHMKa (BNacHvKa
peecTpauiiHoro nNoceig4YeHHs)
BBefeHHs 3MiH NpoTAroMm 6-Tu
MicALIB NIiCNSA 3aTBEPLKEHHS;
3MiHK | TUNy - AAMiHICTpaTVBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaZYKEHHS AiSi/TbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIYaum
AiNbHULI BUNYCKy cepii abo micue
NpoBeeHHS KOHTPOJTH AKOCTI.
(aisnbHicTb, 3a AKy Bignosifae
BMPOGHMK/IMIOPTEP, BKIOYAKOUN
BUMYCK Cepiit) - 3MiHa
HaliMeHyBaHHSs Ta agpecu
BMPO6HMKa, 6e3 3MiHM Micusa
BMPOGHMLTBA. 3MiHM BHECEHI B
IHCTPYKLiO ANA MenyHOro
3acTocyBaHHs 13 y p. "BUpOGHMK",
"MicLe3HaxomKeHHS BUPOGHYMKa
Ta iloro agpeca micus
NpPOBaKEHHS Hisi/IbHOCTI" 3
Bi4NOBIAHNMW 3MiHAMW B TEKCTI
MapKyBaHHS yrnakoBoOK. BBefeHHs
3MiH NPOTArom 6-Tu MicALiB nicas
3aTBEPMKEHHS; 3MiHU | TUny -
3MiHuM Wwoao
6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) -
OHOB/IEHHSA TEKCTY MapKyBaHHS
yNakKoBKM NiKapCbKOro 3acoby 3
BHECEeHHAM iHdhopMaui Wwoao
3a3HayYeHHs OAVHNLb
BMMIPIOBaHHS y cuctemi Sl.
BBefeHHA 3MiH NPOTArom 6-x
MicsILLiB NiCNsA 3aTBEPIPKEHHS
BHeceHHs 3MiH 4o po3giny
«MapkyBaHHs» MKA N3

3arsepaxeHo: MAPKYBAHHA

Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
MicSLiB NicNs 3aTBEPAKEHHS
273. | TOPCNA® pO34uH A5 iH'eKUIn, 5 AT "dapmak" YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH A0 peecTpaLinHmx 3a peyernmom UA/9173/02/01
marepianis: 3MiHu | TNy -
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

BignoBigae HagaHoMy TeKCTy
MapKyBaHHS. 3anponoHOBaHo:
MAPKYBAHHSA 3rigHo
3aTBEPKEHOrO TEKCTY
MapKyBaHHSA. BBefeHHs 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBEPMKEHHS; 3MiHN | TUny -
3MiHW 3 sKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /iKapCbKOro 3acoby.
3MiHa y meTogax BUNpoGyBaHHS
roToBOro NikapcbKoro 3acoby (415
npuBeaeHHs y BiANOBIAHICTb 3
[®Y abo €Bponeiicbkoo
thapmakoneeto Ta BUNYyYEHHS
nocunaHHs Ha 3actapinuii
BHYTPILLHI MeToA, BUNPOOYBaHHS
i0ro HoMep) - BHECEHHS 3MiH 10
meTogis BuUnpobysaHHs 13 3a
nokasHWKoM «CTepubHICTb», a
came BUNy4YaETbCA NOBHUI BUKNA,
npoBefeHHA METOAVIKM,
HOpMaTVBHE NOCU/aHHA Ha EP*
[,0MOBHEHO NOCUNaHHAM Ha [PY*
(* - piroue BraaHHs). MeTop,
aHanisy BKIoYeHo go AdY* Ta
€Bponeiicbkoi hapmakonei*,
3a/IMLLIAETLCA BigNOBigHe
MOCWNaHHA Ha 3arasibHy CTaTTio.
KpwuTepii NpuitHATHOCTI Ta BUMOTKY
3a/MLIeHo 6e3 3MiH

274.

TOTEMA

PO34MH opasbHuiA no 10
M B amnysii; no 10 amnyn
B YapyHKOBIA ynakoBL,i; No
2 4yapyHKOBIi YNakoBKv B
KapTOHHiiA KOpo6Li

Na6opaTtopis IHHOTEK

IHTepHacbiioHanb

PpaHuin

IHHOTepa LLys3i

PpaHuin

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHu | TNy -
nofaHHsS OHOBJ/IEHOTO cepTudikaTy
BiANOBIAHOCTI EBpoNechbkili
thapmaxonei Ne R1-CEP 2001-
444-Rev 02 ans [jitoyoi pevyoBuHN
3asi3a [/110KoHaT Bif yxe
3aTBEPKEHOTO BUPOBHMKA, SKMIA
3MiHMB Ha3By 3 Dr Paul Lohmann
GmbH KG Ha Dr Paul Lohmann
GmbH & Co. KGaA

6e3 peyenma

UA/7854/01/01

275.

TPAMALONY
rAPOXNOPUA

MOPOLLIOK (Cy6CcTaHLis) y
MiLLIKaxX nonieTueHoBmX
noABiiHMX Ans
BUPOGHMLITBA CTEPUSIBHUX
i HecTepubHUX
NiKapcbknx hopm

AT "®dapmak”

YKpaina

CaH
dPapmacboTuKan
IHpacTpi3 Nimiten

IHais

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3miHu | TUny -
AAMiHICTpaTMBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
3anBHUKa (BnacHuka
peecTpavLiiHOro NOCBIAYEHHS).
3MiHa HaiMeHyBaHHs Ta agpecu

UA/7149/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

3asBHMKa (BNacHvka
peecTpaLiiHOro NoCBigYEHHS).
3MiHu | TUNY - 3MiHK 3 AKOCTI.
Ceptucpikat BignosigHocTi/lE-
cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkiii
hapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTudpikaTa BignoBigHoCT abo
BUyYEHHS cepTudikata
BiANOBIAHOCTI EBpoONechbkili
thapmakonei: gna A®l; ana
BUWXifHOrO
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUPOGHULUTBI A®I; ans
[0MOMIXHOT pEYOBUHU
(cepTudpikat BignosigHOCTI
€Bponeiicbkin dhapmakonei) -
OHoBreHWiA cepTudikar Bif yxe
3aTBEPKEHOrO BUPOGHMKA.
NoAaHHs OHOB/IEHOTO
CepTucpikaTy BignoBigHOCTI
€Bponeiickkili hapmakonei R1-
CEP 2002-232-Rev 06
(nonepegHs Bepcis R1-CEP 2002-
232-Rev 05) ans cy6cTaHuii
Tpamagony rigpoxnopug, Bif Bxe
3aTBEPAKEHOrO BUPOBHMKa Sun
Pharmaceutical Industries Limited,
IHAjA, K HAcNiAoK 3MiHW B
cneuudikaLii Ta meTogax
KOHTponto B MKA Ha cybcTaHu;iio
Tpamagony rigpoxnopug.
3MiHU NOB’A3aHi 3 NpMBEAEHHAM
NOKa3HWUKIB IKOCTi cybCcTaHLUil A0
BMMOT BUPOGHWKA, B
[OKYMeHTaLlilo SIKOro BHECEHI
3MiHK, WO NOB’A3aHi 3
npuBEeLEeHHSAM NOKa3HWKIB SKOCTI
0o sumor EP: BunyyeHHs Tecty
«Baxki meTann».

276.

TPU3UMIH

PO34MH Ans iH'ekuin, 100
Mmr/mn, no 5 mn B amnyni;
no 5 amnyn y kaceri; no 2
KaceTu y nauuj 3 KapToHy

TOB HB®
"MIKPOXIM"

Ykpaina

BiANOBIAA/IbHWI 32
BMPOGHULITBO Ta
KOHTPO/b/BUNPOOYB
aHHs cepii, He
BK/THOHAK0UM BUNYCK
cepii: MpueaTHe
akuioHepHe

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiiHnx
marepianis: 3miHu | TUny -
NpUBELEHHS METO/ BUNPOBYBaHHS
"CynpoBigHi gomilkn'"y
Bif4NOBIAHICTb 4O BUMOT
MoHorpadii EP, a came
BM3HAYEHHS BMICT AOMILLOK 3

3a peyenmom

UA/9897/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
TOBapucTBO BMKOPWCTaHHAM MeToAy PignHHOT
"Nlekxim-Xapkis", XpomaTorpadii 3 mac-
YKpaiHa LEeTeKTOpoM , Skuii nepegbayeHo
BiANOBigabHNI 3a EP, 3amicTb meTogy TLUX;
BMPOGHULITBO Ta 3MiHM | TUAY - 3MiHK Y
KOHTPO/1b/BUNPOGYB cneuundikauii A®l y po3gini M3,y
aHHs cepii, 3B A3KY 3 NpUBEAEHHAM METOAIB
BK/THOHAK0UM BUNYCK KOHTPOJIIO AKOCTI AiH040T pevyoBUHN
cepi: [0 BUMOr MoHorpadii EP;
TOB HB® 3anpornoHOBaHO: MeToZ, PiAVHHOT
"MIKPOXIM",YkpaiH XpomaTtorpadii 3 Mac-4eTEKTOPOM,
a loeHTndikoBaHi LOMILLIKK:
[Jowmiwka A He 6inbLue 0,15%,
[Lowmiwka B He 6inble 0,15%,
[Jowmiwka C He 6inbLue 0,15%,
[Jowmiwka D He 6inbwe 0,15%,
Lowmiwka E He 6inblwe 0,15%,
[Jowmiwka F He 6inbLie 0,15%,
KoxHa HeigeHTudikoBaHa
Jowmiwka He 6inbwe 0,10% , Cyma
[OOMILLOK - He BinbLue 0,3%
277. | TPIYMEK™ TabneTkn, BKPUTI BiiB Xenckep HOK Benvka Brnpo6HuK Benvka BHECEHHS 3MiH 40 peecTpauiiHnx 3a peyenmom UA/14812/01/01
N1iBKOBOK 060/10HKOHO, MO Nimiten BpuTaHis Hepo3dhacoBaHoro BputaHis/ mMaTepianis: 3miHu | TNy -
50 mr/600 mr/300 mr; no NPOAYKTY: Icnanis AAMIHICTpaTMBHI 3MiHW. 3MiHa

30 TabneToK y dh1akoHi;
no 1 dpakoHy B KapTOHHii
Kopoo6Li

"nakco OnepenwHc
tOK Nimiten, Benvka
Bputais;
MepBuHHa Ta
BTOPUHHA YNaKoBKa,
[03BiN Ha BUMYCK
cepii:

"nakco Bennkom
C.A., IcnaHis

HaliMeHyBaHHA Ta/abo agpecu
MicUs NPOBaKEHHS [iANbHOCTI
BMPOGHMKa (BK/OYaouH, 3a
HeoO6XiAHOCTI, MicLe NPOBEAEHHS
KOHTPO/IH0 SIKOCTIi), a60 BriacHUKa
macTep-thaiina Ha A®l, abo
noctavyasibHuka AdI/BuxigHoro
marepiany/peareHTy/nPoMiXHOIo
NPOAYKTY, L0 3aCTOCOBYIOTLCH Y
BMPO6HULTBI ADI (SKW0
3a3HavYeHo y A0CbE Ha Nikapcbkuii
3acib) 3a BiACYTHOCTI cepTuddikata
BiAMOBIAHOCTI €EBpONENCHKIl
hapmakonei y 3aTBepKeHoMy
nocbke, abo BUPOOHMKA HOBOI
[0NOMIDKHOT PEUYOBMHM (SIKLLLO
3a3HayeHo Yy J0Cbe) - 3MiHa Ha3Bu
Ta agpecu finbHuLi Astrix
Laboratories Limited, India,
BiANOBIAA/IbHOI 32 BUPOOHMLITBO
A®| namiByguH Ta iHTepmegiaTty
aKTMBHOI peyoBuMHN GR109714L
Ta agpecu Shanghai Desano
Chemical Pharmaceutical Co.,
Ltd., China, BignoBigasibHOi 3a
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs

BMPOBHMLITBO iHTEpMEZIaTy
aKTMBHOI pevoBuHY GR109714,
6e3 3MiHN Micus BUpobHMLUTBA
3aTtBepakeHo: Astrix Laboratories
Limited Survey No. 10 & 42,
Gaddapotharam Kazipally Medak
District Telangana — 502319 India
And/or Shanghai Desano
Chemical Pharmaceutical Co., Ltd.
No0.417 Binhai Road, Pudong,
Shanghai 201302, China
3anponoHoBaHo: Mylan
Laboratories Limited (Unit 2)
Survey No. 10/ 42,
Gaddapotharam Kazipally Idustrial
Area Sangareddy District
Telangana — 502319 India And/or
Shanghai Desano Chemical
Pharmaceutical Co., Ltd. No.417
Binhai Road, Laogang Town,
Pudong New Area, Shanghai
201302, China. 3miHu | Tuny -
AAMiHICTpaTMBHI 3MiHW. 3MiHa
HalilmeHyBaHHsi Ta/abo agpecu
MiCLA NPOBaMKEHHS AiS/IbHOCTI
BMPOGHMKa (BK/IO4aouH, 3a
Heob6XiAHOCTI, MicLe NpoBeAEeHHS
KOHTPO/I0 SIKOCTI), a60 BracHuka
mMacTep-chaiina Ha Adl, abo
noctavyasnbHuka A®I/BuxigHoro
marepiany/peareHTy/nPoMiKHOro
NPOAYKTY, WO 3aCTOCOBYIOTLCA Y
BMPOOHULTBI ADI (AKLWO
3a3HaYeHo Y AOCbE Ha Nikapcbkuii
3acib) 3a BigCyTHOCTI cepTudiikata
BiAANOBIAHOCTI EBpoONechbkili
thapmakonei y 3aTBepKeHoOMy
[ocbe, abo BUPOOHMKA HOBOT
[0NOMDKHOT PEYOBMHU (SIKLLLO
3a3HayYeHo y AOCbE) - 3MiHa
appecy Brpo6HuKa Divi's
Laboratories Limited,
BiANOBIAA/IbHOI 38 BUPOGHMULITBO
iHTepmepiatis A®| namiByauH —
GR182929X Ta GR146496X, 6e3
3MiHW MicLUs BUPO6HMLITBA
3aTBeppxeHo: Lingojigudem
Village Choutuppal Mandal
Nalgonda District Andhra Pradesh
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
— 508 252 India 3anponoHoBaHo:
Lingojigudem Village Choutuppal
Mandal Yadadri Bhuvanagiri
District Telangana — 508 252 India
278. | YNbTPAKAIH® | po3uuH Ans iH'eKLii, TOB "CaHodi-ABeHTIC YkpaiHa OENb®APM ®paHuia/ BHECEHHS 3MiH A0 peecTpaLinHmx 3a peyernmom UA/3406/01/01
A-c amnynun: gns BUPO6HUKa YkpaiHa" ADKOH, ®paHuis; Himeuunna marepianis: 3MiHu | TUNy -
CaHochi-ABeHTiC CaHocpi-ABeHTiC noJaHHs HOBOro cepTudcpikata
Loliunang m6X, Loliunang 'm6X, BiANOBIAHOCTI EBpoNechbkili
HimeuumnHa: Ne100 HimeuunHa thapmakonei Ne RO-CEP 2016-
(10x10): no 2 mn B amnyi; 232-Rev 00 g5 gitoyoi pevoBuHn
no 10 amMnyn y KapTOHHiiA Adrenaline Big HoBOro BYpo6HMKa
YapyHKoBIli ynakosLj; no 1 TRANSO-PHARM HANDELS
KapTOHHII YapyHKOBIN GMBH B f0ONOBHEHHSA A0
yMakoBLi B KAPTOHHIl 3aTBEPAXEHMX BUPOOHWMKIB ADI
Kopo6ui; no 10 kKapTOHHMX Boehringer Ingelheim Pharma
KOPO6OK, O6TArHEHNX GmbH & Co. KG (CEP 2009-274),
NNiBKOK LNK/IEHOBOI; Cambrex Profarmaco Milano S.r.l.
KapTpuaki: Ne 100 (CEP 2013-266)
(10x10): no 1,7 mny
KapTpuaxi; no 10
KapTPULKIB y KAPTOHHIi
YapyHKOBIM ynakoBL,i; No
10 KapTOHHMX YapyHKOBUX
YNaKoBOK Y KapTOHHIiiA
KOpo6Ui; ANns BUPOGHMKa
OENb®APM ADKOH,
PpaHuis: amnynn: Ne100
(5x2x10): no 2 mn B
amnyni; no 5 amnyny
nonicCTPONOBIlA ynakosLyj;
no 2 NonicTMpPO/IoBI
yNaKoBKMN B KapTOHHii
Kopo6ui; no 10 kKapTOHHMX
KOpPO6OK, O6TArHEHNX
NAiBKOK UMhIEHOBOO
279. | YNbTPAKAIH® | po3uuH ans iH'ekuii, ans TOB "CaHochi-ABEHTIC YkpaiHa OENb®APM dpaHuia/ BHECEHHS 3MiH 40 peecTpaLiinHmx 3a peyenmom UA/3406/01/02
A-C ®OPTE BMpo6HMKa CaHodi- YkpaiHa" ADKOH, ®paHuis; Himeuunna marepianis: 3MiHu | TUny -

ABeHTic JoiiunaHg Mv6X,
HimeuuunHa, amnynu:
Ne100 (10x10): no 2 mn B
amnyni; no 10 amnyny
KapTOHHIiA YapyHKOBIi
ynakoBLi; N0 1 KapTOHHii
YapyHKOBIli ynakoBLji B
KapTOHHI kopo6ui; no 10
KapTOHHWX KOPOBOK,
06TArHEHNX NIBKOO
LhIEHOBOIO; KapTpUaXi:
Ne 100 (10x10): no 1,7 mn

CaHodpi-ABeHTiC
Joiiunang MvoX,
HimevunHa

noJaHHs HoBOro cepTudpikara
BiiNOBIAHOCTI €BpoOnelichkit
thapmaxkonei Ne RO-CEP 2016-
232-Rev 00 gna aitoyoi pevoBuHU
Adrenaline Big HOBOro BUpPO6HUKa
TRANSO-PHARM HANDELS
GMBH B f0N0OBHEHHSA 10
3aTBEPAKEHNX BUPOOHMKIB API
Boehringer Ingelheim Pharma
GmbH & Co. KG (CEP 2009-274),
Cambrex Profarmaco Milano S.r.l.
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

y KapTpuaxi; no 10
KapTpyaXiB Y KApPTOHHIl
YapyHKOBIli ynakoBLj; no
10 KapTOHHUX YapPYHKOBUX
YMakoBOK Y KapTOHHii
KopobLi ; Ans BUPOGHMKa
OENb®APM ODKOH,
®paHuis, amnynn: Ne100
(5x2x10): no 2 mn B
amnyni; no 5 amnyny
NoNiCTUPO/OBIN yNakoBL;
no 2 nNonicTMpososi
yMakoBKN B KAPTOHHIl
Kopo6Li; No 10 KapTOHHKWX
KOpo6OK, 06TArHEHNX
NiBKOK LNdIEHOBOK

(CEP 2013-266)

280.

YHI®TOKC

Kpansi O4Hi/BYLLHi, PO34MH
0,3 % no 5 mn a6o 10 mn
y N1acTUKOBOMY
KOHTEliHepi-KpanenbHuL;
no 1 KoHTeliHepy-
KpanesibHULji B KAPTOHHIN
KopooLi

TOB "YHimeg ®apma”

Cnosaubka
Pecny6nika

TOB "YHIMEL
DPAPMA"

CnoBalbka
Pecny6nika

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHu | TNy -
OHOBJIEHHS cepTudikaty

BiANOBIAHOCTI EBpoONechbkili
thapmaxonei Ne R1-CEP 2000-
134-Rev 04 gns A®I Big Bxe
3aTBEPKEHOr0 BUPOGHUKA

(Quimica Sintetica S.A.); 3MiHu |

TVNY - BUTYYEHHST BUPOOHUYOT
LinbHUUi AD| (3anponoHOBaHO:
Quimica Sintetica S.A., Spaine);
3MiHW | TUMY - OHOBEHHSA
cepTuddikaty BignoBiAHOCTI
€sponeiicbkiii hbapmakonei Ne R1-
CEP 2000-134-Rev 05 gns Adl
Bif] BXXe 3aTBEPAKEHOr0
BMpO6HUKa (Quimica Sintetica
S.A)

3a peuenmom

UA/12837/01/01

281.

YMNCAPUH
YNCA 3
BITAMIHOM C

Tabnetku wunydi; no 10
Tabnetok y Ty6i; no 1 abo
2 Ty6u y KapTOHHii
KopooLi

YINCA CAC

PpaHuin

YINCA CAC

PpaHuin

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUNY - 3MiHW
Loao 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnagy. BeegeHHs abo

3MiHW [0 y3arasibHEHUX JaHuX npo
cuctemy dhapmakoHarnagy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy hapmakoHarnsgy,

3MiHa yNMOBHOB&XeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnagy
3aABHUKa 419 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiMiHHA Bif, YNOBHOBa)XEHOI

6e3 peyenma

UA/7598/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

ocobw, BiANOBiAa/IbHOT 3a
3AjicCHeHHs1 hapmakoHarnagy
(BKHOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarnagy) - 3amiHa
YMOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANoBiga/bHOI 3a 3MjACHEHHSI
thapmakoHarnagy: dirova
pegakuisi: Fanny Pruvot, MD.
MponoHoBaHa pepakuis: Lilit
Khatchikian, MD, MS. 3miHa
KOHTaKTHUX [AaHUX YNOBHOBaXEHOT
0co6u 3asiBHMKA, BiAMNOBiAa/IbHOT
3a 34ilicHeHHs hapMakoHarnsay

282,

DAPMASBO/IH
® 3 M'ATOIO
TA
EBKAMINTOM

cnpeli HazalbHWIA, PO3YMH,
1 mr/mn, no 10 My
thnakoHi; no 1 chnakoHi y
nauui

AT "dapmak"

Ykpaina

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiiHnx
marepianis: 3miHu | TUny -
AAMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu
3asBHMKa (BNacHuka
peecTpaviiiHoro NocBigYeHHs) -
3MiHa HallMeHyBaHHS Ta agpecu
3asBHMKa (BNacHuka
peecTpauiiiHoro NocBigYeHHs)
BBefeHHs 3MiH MPOTArom 6-Tu
MicALiB nicnsa 3aTBepKEHHS;
3MiHW | TUny - AAMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHSA AiSNbHOCTI
BMPO6HMKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BKIOYaK4n
AinbHULI BUNYCKY cepii abo MicLe
NpOBeAEHHS KOHTPOJIHO SAKOCTI.
([isnbHICTB, 3a AKy BignoBigae
BMPOGHMK/IMNOPTEpP, BKKOYaOUN
BUNYCK Cepiii) - 3MiHa
HallMeHyBaHHA Ta agpecu
BMPOGHMKA, 6e3 3MiHM Micusa
BMPOGHMLUTBA. 3MiHV BHECEHI Y
po3ainu "BupobHuk" Ta
"MicLe3HaxomkeHHs BUPOGHMKa
Ta ioro agpeca micus
NPOBaKeHHA Aif/IbHOCTI" B
IHCTPYKLi0 ANA MenyHOro
3aCTOCYBaHHS Ta K HaCidokK -
BiAMNOBIAHI 3MiHN y TEKCTI
MapKyBaHHS YNakoBKW JliKapCbKoro

3aco6y (BBegeHHs1 3MiH MPOTAroM

6e3 peyenma

UA/15996/01/01
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Ne
n/n

JliKapcbKo20

Hassa

3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

6-Tv micsAuiB nicns
3aTBEPMKEHHS); 3MiHM | TRy -
3MiHuM Wwoao
6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
BHeceHHs 3MiH 40 po3giny
«MapkyBaHHs» MKA 113
3arBepaxeHo: MAPKYBAHHA
Bignosigae HagaHoMy TekCTy
MapKyBaHHs. 3anponoHoBaHo:
MAPKYBAHHSA 3rigHo
3aTBEPAKEHOrO TEKCTY
MapKyBaHHs. OHOB/IEHHSA TEKCTY
MapKyBaHHS YMakoBK/ NikapcbKoro
3aco6y 3 BHECEHHSAM iHdhopMaii
LLI0A0 3a3HaYeHHsI OANHULb
BMMIpIOBaHHSA y cuctemi Sl
(BBefeHHs 3MiH NpOTArom 6-1u
MicsLiB NiC/1A 3aTBEPLKEHHS)

283.

DAPMACYNIH

®H

pO34uH AN iH'ekuiid, 100
MO/mn no 3 mny
KapTpuaxi; no 5
KapTpuaxiB y 6nictepi; no
1 6nicTepy B nauuj 3
KapTOHY;

no 5 mn a6o no 10 mny
thnakoHi; no 1 chnakoHy B
nadui 3 KapToHy

AT "®dapmak”

YKpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHu | TNy -
AAMIHICTpaTVBHI 3MiHK. 3MiHa
HalimeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHvKa
PeECTpaL,iiHOro NoCBiAYEHHS).
3MiHa HaliMeHyBaHHS Ta agpecu
3asBHMKa (BNacHvKa
PeECTpaL,iiHOro NoCBiAYEHHS).
BBeneHHA 3MiH NpoTArom 6-Tu
MicALIB NiCNsA 3aTBEPLKEHHS.
3MiHu | TUNY - AGMIHICTPATUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaKEHHS AiS/TbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIYaum
AiNbHULI BUNYCKy cepii abo micue
NpoBeAEeHHS KOHTPOJIO AKOCTI.
(aisnbHicTb, 3a AKy Bignosifae
BMPOGHMK/IMIOPTEP, BKIOYAKOUN
BUMNYCK cepiit). 3miHa
HaliMeHyBaHHS Ta agpecu
BMPO6HMKa, 6e3 3MiHM Micusa
BMPOGHMLTBA. 3MiHW BHECEHO B
IHCTPYKLi0 ANA MenyHOro
3aCToCyBaHHS W00
HaliMeHyBaHHs Ta
MiCLie3HaxXoMKeHHSI BUPOOHMKA 3
BifMOBigHVMMM 3MiHAMM Y TEKCTI

3a peuenmom

UA/2318/01/01

199




Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

MapKyBaHHS! YNakoBKW JliKapCbKOro
3acoby.

BBeneHHs 3MiH NPOTAroM 6-Tu
MicALIB NiCNSA 3aTBEPLKEHHS.
3MiHn | TUnY - 3MiHK WoAao
6e3nekn/ehekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu).
BHeceHHs 3MiH fo po3giny
«MapkyBaHHs» MKA /13.
3arBepgxeHo: MAPKYBAHHA
BignoBifae 3aTBepmxeHoOMy
TEKCTY MapKyBaHHS, L0
[0[A€ETbCA. 3anpornoHOBaHO:
MAPKYBAHHSA 3rigHo
3aTBEPAKEHOrO TEKCTY
MapKyBaHHs. OHOB/IEHHSA TEKCTY
MapKyBaHHS YMakoBK/ NikapcbKoro
3acoby 3 BHECEHHSAM iHdhopMauii
LLI0A0 3a3HaYeHHsI OANHULb
BVIMIiptOBaHHS y cuctemi Sl.
BBeneHHs 3MiH NPOTAroM 6-Tu
MicsLIB NiC/1sA 3aTBEPKEHHS.

284.

DAPMACYNIH
® H 30/70

CycneHsist oNns iH'ekuiid,
100 MO/mn no 3 mn B
KapTpuaxi; no 5
KapTpuaxis y 6nictepi; no
1 6nicTepy B nauuj 3
KapTOHY;

no 5 mn a6o no 10 mny
thnakoHi; no 1 chnakoHy B
nadui 3 KapToHy

AT "®dapmak”

YKpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHu | TRy -
AAMIHICTpaTVBHI 3MiHK. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHvKa
PeECTpaL,iiHOro NoCBiAYEHHS).
3MiHa HaliMeHyBaHHS Ta agpecu
3asBHMKa (BNacHvka
PeECTpaL,iiHOro NoCBiAYEHHS).
BBefeHHA 3MiH NpoTAroMm 6-Tu
MicALIB NiCNsA 3aTBEPLKEHHS.
3MiHu | TUNY - AGMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaZKEHHS AiSSTbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIYaum
AiNbHULI BUNYCKy cepii abo micue
NpoBeAEeHHS KOHTPOJIO AKOCTI.
(aisnbHicTb, 3a AKy Bignosifae
BMPOGHMK/IMIOPTEP, BKIOYAKOUN
BUMNYCK cepiit). 3miHa
HaliMeHyBaHHS Ta agpecu
BMPO6HMKa, 6e3 3MiHM Micusa
BMPOGHMLTBA. 3MiHW BHECEHO B
IHCTPYKLiO ANA MenyHOro
3aCTOCyBaHHSA LWoA0

3a peuenmom

UA/2319/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

HalilMeHyBaHHS Ta
MiCLLe3Hax0AKeHHSI BUPOOHMKA 3
BiANOBIiAHVMM 3MiHAMM Y TEKCTI
MapKyBaHHS! yNakoBKW JlikapCbKOro
3acoby.

BBeneHHs 3MiH NPOTAroM 6-Tu
MicALIB NiCNSA 3aTBEPLKEHHS.
3MiHn | TUnY - 3MiHK WoAao
6e3nekn/ehekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu).
BHeceHHs 3MiH fo po3giny
«MapkyBaHHs» MKA /13.
3arBepgxeHo: MAPKYBAHHA
BignoBifae 3aTBepaxeHoOMy
TEKCTY MapKyBaHHS, L0
[0[A€ETbCA. 3anpornoHOBaHO:
MAPKYBAHHSA 3rigHo
3aTBEPAKEHOrO TEKCTY
MapKyBaHHs. OHOB/IEHHSA TEKCTY
MapKyBaHHS YMakoBK/ NikapcbKoro
3aco6y 3 BHECEHHSAM iHdhopMaii
LLI0A0 3a3HaYeHHs OANHULb
BVMIipIOBaHHS y cuctemi Sl.
BBeneHHs 3MiH NPOTAroM 6-Tu
MicsILiB Nicns 3aTBEPKEHHS

285.

DPAPMACYNIH
® HNP

CycneHsist oNns iH'ekuiid,
100 MO/mn no 3 mn B
KapTpuaxi; no 5
KapTpuaxiB y 6nictepi; no
1 6nicTepy B nauuj 3
KapTOHY;

no 5 mn a6o no 10 mny
thnakoHi; no 1 chnakoHy B
nadui 3 KapToHy

AT "®dapmak”

YKpaina

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHu | TNy -
AAMIHICTpaTVBHI 3MiHK. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHvka
PeECTpaL,iiHOro NoCBiAYEHHS).
3mMiHa HaliMeHyBaHHS Ta agpecu
3asBHMKa (BNacHvKa
PeECTpaL,iiHOro NoCBiAYEHHS).
BBefeHHs 3MiH NpoTAroMm 6-Tu
MicALIB NiCNsA 3aTBEPLKEHHS.
3MiHu | TUNY - AGMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaYKEHHS AiSi/TbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIUaum
AiNbHULI BUNYCKy cepii abo micue
NpoBeAEeHHS KOHTPOJIO AKOCTI.
(aisnbHicTb, 3a AKy Bignosifae
BMPOGHMK/IMIOPTEP, BKIOYAKOUN
BUMNYCK cepiit). 3miHa
HaliMeHyBaHHS Ta agpecu
BMPO6HMKA, 6e3 3MiHM Micus

3a peuenmom

UA/2320/01/01

201




Ne
n/n

JliKapcbKo20

Hassa

3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

BMPOGHMLTBA. 3MiHW BHECEHO B
IHCTpYKLUil0 ANS MeanyHOro
3acTocyBaHHS LWOA0
HalilMeHyBaHHS Ta
MiCLLe3HaxX0AKEeHHSI BUPOOHMKA 3
BiANOBIiAHVMM 3MiHAMM Y TEKCTI
MapKyBaHHS! yNakoBKW JlikapCbKOro
3acoby.

BBeneHHs 3MiH NPOTAroM 6-Tu
MicALIB NiCNSA 3aTBEPLKEHHS.
3MiHn | TUnY - 3MiHK WoAao
6e3nekn/eheKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu).
BHeceHHs 3MiH fo po3giny
«MapkyBaHHs» MKA /13.
3arBepgxeHo: MAPKYBAHHA
BignoBifae 3aTBepaxeHoMy
TEKCTY MapKyBaHHS, L0
[0[A€ETbCA. 3anpornoHOBaHO:
MAPKYBAHHSA 3rigHo
3aTBEPAKEHOrO TEKCTY
MapKyBaHHs. OHOB/IEHHSA TEKCTY
MapKyBaHHS YMakoBK/ NikapcbKoro
3aco6y 3 BHECEHHSAM iHdhopMaii
LLI0A0 3a3HaYeHHsI OANHULb
BVIMIipIOBaHHS y cuctemi Sl.
BBeneHHs 3MiH NpOTAroM 6-Tu
MicsILiB Nicns 3aTBEPKEHHS

286.

DAPMALINTPO

H

MOPOLLIOK A1 OPasILHOrO
PO34MHY MO 23 I NOPOLLKY
y nakeTax; no 23 r
NopoLLKyY Y nakeTi; no 10
NakeTiB Yy KAPTOHHIli
Kopobui

dapmacaiiHc IHK.

KaHaga

dapmacaiiHc IHk.

KaHaga

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHW
Lofo 6e3nekn/ed)eKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) -
BHECEHHS 3MiH A0 po3ainy MKA:

MapkunpoBka
MponoHoBaHa pepaxuis: B
COOTBETCTBUU C YTBEPXKAEHHBIM
TEKCTOM MapKnpoBKN. OHOB/IEHHS
TEKCTY MapKyBaHHS ynakoBKm

NiKapCbKOro 3aco6y 3 BHECEHHAM

iHhopMmauii Wwoao 3a3HaveHHs

OAVHULb BUMIPIOBAHHSA Y CUCTEMI

Sl. BBeieHHS 3MiH NPOTArom 6-Tu

MiCALB NicNna 3aTBePAKEHHS

6e3 peyenma

UA/6249/01/02

287.

DAPMALNTPO

H ®OPTE

MOPOLLIOK A1 OPasILHOrO
PO34MHY MO 23 T NMOPOLLKY
y nakeTax; no 23 r
NopoLLKy y nakeTi; no 10
NaKeTiB Y KAPTOHHIli

dapmacaiiHc IHK.

KaHapa

dapmacaiiHc IHk.

KaHaga

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) -
BHECEHHS 3MiH A0 po3giny MKSA:

6e3 peyenma

UA/6249/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

Kopoo6ui

MapkmpoBka
MponoHoBaHa pefakuis: B
COOTBETCTBUU C YTBEPXKAEHHBLIM
TEKCTOM MapKMpoBK/. OHOBMIEHHS
TEKCTYy MapKyBaHHs yrnakoBKu
niKapcbKoro 3acoby 3 BHECEHHAM
iHchopmauii LWwoao 3a3HaueHHs
O4VHWLb BUMIPIOBaHHS Y CUCTEMI
Sl. BBeieHHs 3MiH NpOTArom 6-Tu
MicSLB NicNs 3aTBEPAKEHHS

288.

D-TENb®

renb, 25 mr/r; no 30 ry
Ty6i; no 1 Ty6i B naywj

MpAT
"®GapmMaleBTNUYHa
ipma "JapHuus”

YKpaina

MpAT
"papmaLeBTniHa
ipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TUNy -
BHECEHHS 3MiH g0 p.3.2.5.4.2
AHaNITUYHI METOANKN T.
"CynpoBigHi fOoMilLkK", a came: B
npuaaTHOCTI XpomaTorpadiyHoi
cucTeMU KoeqilieHT cuMeTpil nika
AN PO34MHIB NOPIBHAHHSA (), (b),
(c) 3miHeHO 3 "He MeHwe 2,0" Ha
"He 6inblue 2,0". BHeCEeHO 3MiHN
Ta pefakLiiiHi BunpaBneHHs [0
po34iny «3a/MLIKOBI Ki/TbKOCTi
OpraHiyHMX PO3UYNHHUKIB», & came
3MiHeHO nNpo6onifroToBKy

3a peyernmom

UA/8589/01/01

289.

DEHKAPON®

Tabnetku no 10 wmr, no 10
Tabnetok y 6nictepi, no 2
6nictepn y nauui

AT "OnaiiHchapm"

NaTtBis

AT "Onaiincpapm"

Natsia

BHECEHHS 3MiH A0 peecTpaLintHmx
martepianis: 3mMiHK | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsagy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA Yy3ara/lbHEHVX AaHUX
npo cucTemy hapmakoHarnsgy,

3MiHa yNOBHOBaXeHOi 0cobu,
BigNoBiga/IbHOI 32 34jACHEHHSI
hapmMakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3as1BHMKA AN 34iNCHEHHS
hapmakoHarnagy B YkpaiHi, Ko
BOHa BifIMiHHA Bif, yNTOBHOB&XeHOI
ocobw, BigNoBiAa/IbHOT 3a
3[jiCHEeHHSs1 hapMakoHarnagy
(BK/IHOYAKOYUN KOHTaKTHI faHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-haiina cuctemm
hapmakoHarnagy) - 3amiHa

KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT

0co6u 3asBHMKA, BiANOBIAA/IbHOI

6e3 peyenma

UA/3782/01/02
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
3a hapmakoHarnsag B Ykpaii.
MponoHoBaHa pepakuisi: MNprckoka
AHApili OneroBny. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOT
0cobu ynoBHOBaXeHOT 0cobu
3asBHVIKa, BiANOBIAAbHOT 38
thapmakoHarnsg, B Ykpaini
290. | PJIANPOKC TabneTku, BKpUTI yorPna MEgMUNH TypeyunHa yorng MEOVLUNH TypeyunHa BHECEHHS 3MiH A0 peecTpaLinHmx 3a peyernmom UA/12982/01/02
N/1iBKOBOK 060JI0HKOIO, MO IAY CAH. BE TIK. INAY CAH. BE marepianis: 3mMiHun | Tuny - 3MiHn
500 mr; no 10 TabneTok y A.L. TIOK. A.LL.
6nicTepi; no 1 6nictepy B

KapTOHHiiA KOpo6Li

Lofo 6e3nekn/edheKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) -
OHOB/IEHHSA TEKCTY MapKyBaHHS
yNakKoBKM NiKapCbKOro 3acoby 3
BHECEeHHAM iHdhopMaui Wwoao0
3a3HayYeHHs OAVHNLb
BMMIPIOBaHHS y cuctemi Sl.
3amiHa po3giny «IpadivHe
0hOPMNIEHHS YNAKOBKU» Ha
po3gin «MapkyBaHHs1» MKA N13:
3arBepmxeHo: padmnyeckoe
odhopmeHnE YNaKoBKU.
3anponoHoBaHo: MapKyBaHHS.
3rigHo 3aTBEPAKEHOr0 TEKCTY
MapKyBaHHS. BBeeHHs 3MiH
npoTsArom 3-X MicsAiB nicas
3aTBEPMKEHHS; 3MiHU | TUny -
3MiHuM Wwoao
6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3arasibHEHUX JaHuX npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHKX
npo cuctemy hapmakoHarnsgy,
3MiHa YNMOBHOBaXEHOT 0CO6M,
BignoBiganbHOI 3a 3MjACHEHHSI
thapmakoHarnsgy; KOHTakTHoT
0co6u 3 hapmakoHarnsgy
3as9BHUKA A5 34iAICHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiMiHHA Bif, YNOBHOBa)XEHOI
oco6w, BignoBiaanbHOI 3a
3pjiicHeHHs chapmakoHarnagy
(BK/HOUAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarnagy) - 3miHa
YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,

BifiNOBIAA/IbHOT 33 3iICHEHHS
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Ne
n/n

Hassa
JliKapcbKo20

Popma sunycky

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

3acoby

(nikapcbka ¢hopma,
ynakoska)

3asiBHUKa

BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

291.

®NEKATHIZ,
CAHJ03®

Tabnetku no 50 mr, no 10

CaHpos

CnoBeHis

Cantotac Papma

hapmakoHarnsgy: fivoua pegaxuis
— CasiweBa flapuca /
Savishcheva Larisa; lNponoHoBaHa
pepakuis — Mescim Inbkbaxap
[LiHuenb / Mrs. Mevsim llkbahar.
3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXEHOT 0co6M,
BiANOBiAa/bHOI 32
hapmakoHarnag,. 3miHa
KOHTaKTHUX faHWUX KOHTaKTHOT
oco6w, BignoBiAabHOI 3a
thapMakoHarnag. 3miHa Micus
3[jiACHEHHSI OCHOBHOT AisiNIbHOCTI 3
thapmakoHarnsagy. 3miHa
MiCLIe3HaXOKeHHs1 MacTep-
haiina; 3miHa 3asiBHMKa
(BnacHvka peecTtpaujiiHoro
noceigyeHHs) (3rigHo Hakasy MO3
Bi 23.07.2015 Ne 460) BeeaeHHs
3MiH NpOTAroM 3-X MicauiB nicns
3aTBEPKEHHS; 3MiHWN BHECEHI B
IHCTPYKLil0 ANS MeanyHOro
3acTocyBaHHA J13 y p. "3anaBHUK" 3
BiAMNOBIAHMMM 3MiHAMU B TEKCTI
MapKyBaHHS ynakoBok. BBeeHHs
3MiH NpOTAroM 3-X MicauiB nicns
3aTBEPAKEHHS

292,

®NEKAIHIA
CAHA03®

Tabnetok y 6nictepi; no 3
abo 6, abo 12 6nicTepis y
KapTOHHI KOpooLj

Tabnetku no 100 mr; no 10

CaHpos

dapmachboTikans a.4.

CnoseHisa

'mM6X, HimeuunHa
(BMPOGHULTBO «in
bulk», nakyBaHHs,
KOHTPO/Ib Ta BUMYCK
cepiit)

Cantotac dapma

HimeuunHa

HimeuunHa

BHECEHHS 3MiH 40 peecTpauiiHnx
martepianis: 3mMiHU | TUNY - 3MiHK
oo 6e3snekn/edekTMBHOCTI Ta
hapmakoHarniagy (iHwi 3MiHK) -
OHOBJ/IEHHSI TEKCTY MapKyBaHHS
yNakoBKM NiKapcbKoro 3acoby 3
BHECEHHSM iHGhopMaLii Woa0
3a3HayYeHHs 0AMHULb
BMMIptOBaHHA y cuctemi Sl.
BHeceHHs 3MiH 4o po3giny
“MapkyBaHHA" MKA N13;
3anponoHosaHo: MAPKYBAHHA.
3rigHO 3aTBEpPAKEHOrO TEKCTY
MapKyBaHHs1. TepMiH BBe4EHHS
3MiH NpOTAroM 6 MicALiB nicns
3aTBEPIKEHHS

3a peyenmom

UA/15559/01/01

TabneTtok y 6nictepi; no 3
abo 6, abo 12 6nicTepiB y
KapTOHHIA KOpoo6Li

PapmachbloTikans g.4.

'm6X, HimeuyunHa
(BMPOBHMLTBO «in
bulk», nakyBaHHs,
KOHTPO/b Ta BUMYCK

cepiii)

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) -
OHOBJ/IEHHSI TEKCTY MapKyBaHHS

3a peyenmom

YNaKoBKM NiKapCbKOro 3acoby 3

UA/15559/01/02
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Ne

n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

BHECEHHSM iHdhopMaLii Woa0
3a3HayYeHHsa oANHULb
BUMIpIOBaHHA y cuctemi Sl.
BHeceHHs 3MiH 4o po3giny
“MapkyBaHHA" MKA N13;
3anpornoHosaHo: MAPKYBAHHA.
3rigHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHS. TepMiH BBELEHHS
3MiH NPOTArom 6 MicsuiB nicns
3aTBEPAKEHHS

293.

®/TIOFrEH3UM

TabneTku, BKpUTI
060/10HKOI0 NO 20
TabneTtok y 6ictepi; no 2,
no 5 a6o no 10 6nicTepiB y
KapTOHHI Kopo6ui; no 800
Tabnetok y 6aHkax

MYKOC ®apma M'moX
i Ko. KI

HimeyunHa

MYKOC
EmynbcioHcresennb
wadt M6X

HimeuunHa

BHECEHHS 3MiH A0 peecTpaLinHmx
mMarepianis: yTOYHEHHS YMOB
BiAgNycKy B Haka3i Ne 2467 Bipg,
30.10.2020 poKy B npoueci
nepepeectpauii. Pegakuis B
Hakasi: He mignsarae. BipHa
pegakuis: nignarae.

6e3 peyenma

UA/2843/01/01

294,

DNYOLAPABIH-
BICTA

NOPOLLOK AN
MPUroTyBaHHsA PO3YNHY
Ans iH'exuili abo iHdy3ii
no 50 mr, 1 conakoH 3
MOPOLLKOM Y KapTOHHIl
KopooLi

Mictpan Kenitan
MeHemXMeHT JlimiTepq,

AHrNifA

CingaH ®apma
C.P.N.

PymyHis

BHECEHHS 3MiH [JO peecTpaLiiHmnx
marepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) -

BHECEHHS 3MiH 0 po3ainy
“MapkyBaHHa" MKA /13"
3anponoHoBaHo: MapKyBaHHs.
3rifgHO 3aTBEPKEHOTO TEKCTY
MapKyBaHHS. 3MiHN BHECEHI B
TEKCT MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby woao
3a3HaYeHHs OAUHULb
BVMIptOBaHHA y cuctemi Sl.
BBefieHHs 3MiH npoTsArom 6-u
MicALiB nicna 3aTBepIKEHHs

3a peyenmom

UA/14389/01/01

295.

POTUN®

Kpanni o4Hi; no 5 mny
ch1akoHi — kpanesnbHuL,,
no 1 chnakoHy-
KpanesibHWLj B KAPTOHHIl
KopooLi

CaHTeH AT

PiHNAHAIA

MaHyhakTypiHr
MakariHr ®apmaka
(MMNo) B.B.,
HigepnaHngm
(anbTepHaTMBHWMIA
BUPOBHMK
BiANOBIaNbHMIA 32
BTOPWHHE
nakyBaHHs);
Hekct®apma AT,
diHnAHgIA
(BUPOGHWK
BiANOBIaNbHMIA 32
BMPOGHMLITBO in
bulk, nepBuHHy Ta
BTOPVHHY YNaKoBKY,

Higepnangn
| ®iHnAHZISA

BHECEHHS 3MiH O peecTpaLiiHnX
marepianis: 3MiHu | TUNy -
noJaHHA OHOBJ/IEHOT0 cepTudikaTa
BiiNOBIAHOCTI E€Bponelichkiit
dapmakonei ans BupobHuka Adl
ninokapniny rigpoxnopugy R1-
CEP 1999-034-Rev 04
(nonepegHs Bepcis CEP No. R1-
CEP 1999-034-Rev 03).
MpuunHoto oHoBrieHHA CEP €
3MiHa Ha3BW BY/1Li BUPOOHUYOT
AinbHuui SOURCETECH
QUIMICA LTDA Ta 3miHa
NOLUTOBOrO iHAEKCY, 6e3 3MiHK

3a peyenmom

UA/2384/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

KOHTPO/Ib SKOCTI);
CaHreH AT,
PiHnaHais
(BMPOGHYK
BiANOBiAAbHWIA 3a
BUNYyCK cepii)

MicLs BUPOGHMLTBA

296.

ODY3IKYTAH

ma3b 2% no5r, 151 abo
30 ry Ty6i; no 1 Ty6i B
KapTOHHI nayui

TOB «MIBE
YKPAIHA»

Ykpaina

mibe MTm6X
ApuHaiimiTTens

HimeuunHa

BHECEHHS 3MiH 4O peecTpauiiHnx
marepianis: 3MiHa 3asABHMKa
(BnacHuka peecTpadiiHoro
nocBig4eHHs). 3MiHu | Tuny -

3MiHM Woa0
6e3nekn/etheKkTUBHOCTI Ta
thapmakoHarniagy. BeeaeHHsi abo
3MiHU [0 y3ara/lbHEHNX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,
3MiHa YyNOBHOBaXeHOi 0cobu,
BigNoBiga/IbHOI 32 34iACHEHHSI
hapmakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3as1BHVKA AN 34INCHEHHS
thapmakoHarnagy B YkpaiHi, AKLo
BOHa BifIMiHHA Bif, yNTOBHOBaXeHOI
ocobw, BigNoBiAa/IbHOT 3a
3[jiCHeHHs1 hapMakoHarnagy
(BK/IHOYAKOYUN KOHTaKTHI faHi)
Ta/ab0 3MiHWN Yy PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsagy). 3miHa

YMOBHOBAXXEHOT 0COOU 3asIBHYMKA,

BignoBiganbHoI 3a
hapmakoHarnag,. fivova pepaxuis:
Petra Gerecke. MNponoHoBaHa
pepakuis: Heuali Mapis MNasniBHa.
3MiHa KOHTaKTHUX AaHuX

YMOBHOBaXXEHOT 0COOU 3asIBHYMKA,

BignoBiganbHoI 3a
thapmakoHarnag. 3miHa Mmicugs

3[iiCHEHHS OCHOBHOI AisiNIbHOCTI 3

thapmakoHarnagy. 3miHa
MiCLie3HaxXOMKEHHS MacTep-
charina Ta oro Homepa.

3a peyenmom

UA/10307/02/01

297.

XAPTUN® - AM

Kancynu no 10 mr/5 Mr no
7 kancyn y 6nictepi; no 4
6nictepn abo no 8
6nicTepiB y KAPTOHHIl
ynakosLi; no 10 kancyn y
6nicTepi; no 3 abo no 9

3AT dapmaLleBTUUHNI
3aBog ElC

YropumHa

3AT
dapmaueBTUYHNI
3aBog EliC

YropLmHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: TEXHIYHA MOMUIIKa
(3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460) - BunpaBieHo
TEXHIYHY NOMWJIKY Y TEeKCTI
MapKyBaHHS YMakoBKW NikapcbKoro

3a peyenmom

UA/13635/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
6nicTepiB y KAPTOHHIN 3acoby: 3anponoHOBaHO:
ynakoBLi 5.CMOCIB TA WIAX BBEAEHHA
3acTocoByBaTV NepopasibHo 3a
npU3Ha4YeHHAM nikaps.
3a3HauyeHe BUNpaBeHHs
BignoBigae matepianam
peecTpavwinHOro 4ocbe
298. | XAPTUN®-H Tabnetku, 2,5 mr/12,5 mr 3AT dapmaLleBTUUHNI YroplwmHa anbthameq dapbin HimevuunHa/ BHECEHHS 3MiH A0 peecTpaLinHmx 3a peyernmom UA/6486/01/01
no 14 tabnetok y 3aBog ElC ApLHeimiTTENb YropluHa marepianis: TEXHIYHa NOMUIIKa
6nictepi; no 2 6nictepn y 'm6X, HimeuyunHa (3rigHo Hakasy MO3 Big,
KopooLi (BignoBigansHWii 3a 23.07.2015 Ne 460) - BunpaBneHo
MOBHWIA LMK TEXHIYHI MOMWUSIKW Y TEKCTI
BUpPO6HMLUTBA); 3AT MapKyBaHHS yNakoBKM NiKapCbKOro
dapmaueBTUHHUIA 3aco06y: 3anponoHOBaHO:
3asof ETIC, 5.CMOCIB TA WIAX BBEAEHHA
YropwmHa 3acTocoByBaTy NepopasibHO 3a
(BignoBiganbHWii 3a npu3Ha4yeHHAM nikaps.
MOBHWIA LMK 6. OCOBJIBI BACTEPEXXEHHA
BMPOOHMLTBA) o400 3BEPIFTAHHA
JNNIKAPCBKOI'O 3ACOBY Y
HEAQOCTYMHOMY ANSA OITEWV
Mmicul
36epiratu npu TemnepaTtypi He
suLe 25 °C y HefloCTynHOMY A1
aiteli micui. 9. YMOBU
3BEPIITAHHSA 36epiratv npn
Temneparypi He Buule 25 °C y
HeAOCTYNHOMY A1 AiTeNn Miclj.
3asHauyeHe BUNpaBeHHs
BiAnoBigae marepianam
peecTpaL,iniHOro 4oCbe
299. | XAPTUN®-H Tabnetku, 5 mMr/25 Mr no 3AT dapmaLleBTUUHNI YropwmHa anshames dapbin HimeuuunHa/ BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/6486/01/02
14 TabneTok y 6nicTepi; 3aBog ElIC ApLHeimMiTTENb YropuwuHa marepianis: TEXHIYHa NOMUIKa

no 2 6nictepu y kopobui

'mM6X, HimeuwunHa
(BignoBifanbHUii 3a
MOBHWIA LMK
BMPOGHMUTBA); 3AT
dapmaueBTUYHNI
3aBsof ETIC,
YropwmHa
(BignoBifanbHUii 3a
MOBHWIA LMK
BMPOGHMLTBA)

(3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460) - BunpaBneHo
TEXHiIYHI MOMWUIIKW Y TEKCTI
MapKyBaHHS YMakoBKV NikapcbKoro
3aco6y: 3anponoHOBaHO:
5.CMOCIB TA WIAX BBEAEHHA
3acTocoByBaTyi NepopasibHoO 3a
NpV3HaYeHHAM nikaps.

6. OCOBJIBI 3ACTEPEXXEHHA
LoA0 3BEPIFTAHHA
NIKAPCBKOI'O 3ACOBY Y
HEAQOCTYMHOMY ANS OITEN
Mmicuyl
36epirati npu TemnepaTtypi He
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
BuLe 25 °C y HeoCTyrnHOMY AN
naiTeli micui. 9. YMOBW
3BEPIFTAHHA 36epiratu npu
Temneparypi He Buie 25 °Cy
HeJoCTYNHOMY NS AiTel Micui.
3a3HauyeHe BUNpaBeHHs
BiAnNoBigae marepianam
peecTpaLiiHoro Jocke
300. | XITAK ®OPTE Kpanni opasibHi, po34uH no TOB "TeBa YkpaiHa" YkpaiHa Mepkne 'mM6X, Himeuunna BHECEHHS 3MiH [JO peecTpaLifiHnX 6e3 peyenma UA/1013/01/01
30 mn abo no 100 mny HimeuumnHa (Bunyck marepianis: 3MiHu | TURy - 3MiHa
chnakoHi 3 Npo6Koto- cepii); Mepkne YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,
KpanesibHuueto; no 1 M6X, HimeuunHa BiANOBiAa/IbHOI 3a
hNakoHy y KopooLii (BMPOGHMLTBO in thapmakoHarsag. NponoHoBaHa
bulk); Mepkne Mm6X, pepakuis: bictpoa OKkcaHa
HimeuunHa BiTaniiBHa. 3mMiHa KOHTaKTHUX
(nepBuHHe Ta LaHNX YNOBHOBaXEHOT 0CO6U
BTOPWHHE 3aABHUKA, BiAMNOBIAANbHOI 3a
nakyBaHHS, hapmakoHarnsg,
KOHTPO/b SIKOCTI)
301. | LEPAKCOH® pO34uH A48 NepopasibHOro ®eppep Icnanis deppep Icnanis BHECEHHS 3MiH 40 peecTpaliiiHux | 3a peyenmom UA/4464/02/01
3acTtocyBaHHs, 100 mr/mn IHTepHauioHanb, C.A. IHTepHaujioHanb, marepianis: 3miHu | TUny -
no 30 mn y chnakori; no 1 C.A. OHOBJ/IEHHS BXE 3aTBEPKEHNX
chnakoHy Ta 1 MeTOZAiB KOHTPOSO AKOCTI
[03yBa/IbHOMY LUNpULYY B nikapcbkoro 3acoby, a came
KapTOHHI kopo6ui; no 10 BUKA[EHHA TEKCTY AepXaBHO
mA 'y cawe; no 10 cawe MOBOIO 3liHO CYy4YaCHNX BUMOT.
(1x10; 2x5) B KapTOHHiiA BBeneHHs 3MiH NpoTAroM 6-Tu
Kopoo6Li MicALIB NiCNsA 3aTBEPLKEHHS;
3MiHM | TURy - 3MiHK Wwoao
6e3nekn/edheKTMBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) -
BHECEHHS 3MiH 0 po3ainy
«MapKyBaHHSs»: 3anponoHOBaHO:
MapkyBaHHA TeKCT MapKyBaHHSA
BiANOBIAHO A0 3aTBEPAXKEHOrO
TEKCTy MapKyBaHHs. BBefeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS
302. | ULEPAKCOH® pO34uH ANa iH'ekuiid, 500 Peppep IcnaHis deppep IcnaHis BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/4464/01/01
Mr/4 Mn no 4 mn B IHTepHauioHanb, C.A. IHTepHauioHanb, marepianis: 3MiHu | TURY -
amnynax; no 5 a6o no 10 C.A. OHOBJIEHHA BXE 3aTBepiKeHNxX

amnyn y KapTOHHil
Kopoo6Li

MeTOZIB KOHTPOJIO AKOCTI
nikapcbKoro 3acoby, a came
BUK/AAEHHS TEKCTY [iepXaBHO
MOBOIO 3riHO CYy4aCHUX BUMOT.
BBefieHHs 3MiH NpoTArom 6-Tn
MicsiILiB Nicns 3aTBepPAKEHHS;
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

3MiHM | TUNY - BHECEHHS 3MiH A0
po3giny «MapKyBaHHS»:
3anponoHoBaHo: MapkyBaHHs
TeKkcT MapKyBaHHSs BifnoBigHO A0
3aTBEPPKEHOrO TEKCTY
MapKyBaHHS. BBeAeHHs 3MiH
NpPOTArom 6-T MicAUIB micns
3aTBEPAKEHHS

303.

LEPAKCOH®

pO34nH ANs iH'ekwid, 1000
Mr/4 M no 4 mn B
amnynax; no 5 a6o no 10
amnys y KapTOHHil
Kopobui

deppep
IHTepHauioHanb, C.A.

IcnaHis

deppep
IHTepHaujoHasb,
C.A.

IcnaHis

BHECEHHS 3MiH [JO peecTpaLifiHnX
marepianis: 3miHu | Tuny -
OHOBJIEHHSI BXE 3aTBEPKEHUX
METOZIB KOHTPOSO AKOCTI
niKkapcbKoro 3acoby, a came
BUK/aleHHS TEKCTY AEPXKABHO
MOBOIO 3ifJHO Cy4acHUX BUMOT.
BBefeHHs1 3MiH NPOTArom 6-Tu
MiCALiB nicnsa 3aTBepKEHHS;
3MiHM | TUNY - BHECEHHS 3MiH [0
po3ainy «MapKyBaHHsI»:
3anponoHoBaHo: MapKyBaHHS
TeKcT MapKyBaHHs BifnoBifHO A0
3aTBEPKEHOTO TEKCTY
MapKyBaHHsl. BBeAeHHS 3MiH
NpoTArom 6-T1 MicALIB Micns
3aTBEPIKEHHS

3a peyenmom

UA/4464/01/02

304.

LEPE3VIM®
400 O,

NOPOLLOK ANsi
NPUroTyBaHHs
KOHLLEHTpaTy A1 PO34nHYy
Ans iHduysiii no 400 Of; 1
a60 5 dhnakoHiB 3
MOPOLLKOM Y KapTOHHIl
KopooLi

[xeHzalim HOpon B.B.

Higepnanan

KOHTPO/b cepil,
nakyBaHHS,
MapKyBaHHS,
MiCLIe3HaXOKEHHS
YNOBHOBaXXEHOT
ocobwu, B1NycK cepii:
IPKEH3ANM
NIMITEA, Benvka
Bputatis;
Brpo6HMUTBO
KIHLLeBOro NPOAYKTY
(fill/finish), koHTpOsb
cepii, NnakyBaHHs,
MapKyBaHHS,
MiCLIe3HaXOKEHHS
YNOBHOBaXeHOT
ocobwu, Bunyck cepii:
[xeH3aim lpnaHg
NimiTes, Ipnaxgis;
dopMynoBaHHA
npenaparty: JloHua
Bionogxikc, IHK.,
CLUA;
dopmynoBaHHA

Benvka
BpuTtanis/
IpnaHgis/

CLA

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: TEXHIYHa NOMUIIKa
(3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460) - BunpaBieHo
TEXHIYHY NOMWJIKY Y TEKCTI
MapKyBaHHS ynakosku J13.
3AMNPOMOHOBAHO: 17. IHWE
HasiBHa iHdhopmaList WoAo WTpux-
Kopgy JloroTvn KoMnaHii ApTUKyn
3as3HavyaloTbCs 0AUHNL
BMMIPIOBaHHS | CUMBO/IN BEINYNH
Ha NaTUHWUL MiCNSA HanUcaHHA Ha
YKpaiHCbKili MOBI Y BiANOBIAHOCTI
fo Hakasy MEPT Ne 914 (U)
BHYTpILLHI TEXHIYHI MO3HAYKN
BMPOGHMKa (NaKyBaslbHi koau)
Ta/abo iHWi 3aX1CHI Koaw.
3a3HaueHe BUNpaBeHHs
BignoBigae apxiBHUM MaTtepianam
peecTpaviiHoro focke

3a peyenmom

UA/8659/01/02
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
npenapary:
[bkeH3zalim
KopnopeiiwH, CLUA
305. | UEDPA3ONIH- NMOPOLLOK A1 PO3UNHY My6niyHe akuioHepHe YkpaiHa My6niyHe Ykpaina BHECEHHS 3MiH 4O peecTpauiiHnx 3a peyenmom UA/4616/01/01
BX®3 Ans iH'ekuin no 500 mr, 1 TOBapucTeo "HaykoBo- akuioHepHe martepianis: 3MiHU | TUNY - 3MiHK
donakoH 3 NopoLukom; 1 BUPOGHUYNIA LEHTP TOBapuCTBO wofo 6e3snekn/edekTMBHOCTI Ta
oNakoH 3 MOPOLLUKOM Y "BopLuariBcbkuii "HaykoBo- hapmakoHarnagy (iHwi 3miHK) -
nauti 3 KapToHy; 1 dpnakoH XiMiKo- BUPOGHNYNIA OHOB/IEHHSA TEKCTY MapKyBaHHS
3 MOPOLLUKOM Y KOMM/IEKTi 3 thapmMaLeBTUYHUI LeHTp"bopLuariscbk yNakoBKM NiKapcbKoro 3acoby 3
1 amnynot Po3UMHHMKA 3aBog" WA XimiKo- BHECEHHSM iHGhopMaLii Woa0
(Boga ans in'ekyiin) no 5 thapmaueBTUYHWI 3a3HavyeHHs 0AMHULb
M1 B MaYLli 3 KAPTOHHOO 3aBog" BMMIptOBaHHA y cuctemi Sl.
neperopoakoto BHeceHHs 3MiH 4o po3giny
“MapkyBaHHA" MKA N13;
3anpornoHoBaHo: MapKyBaHHs.
BignoBigHo [0 3aTBEPAYKEHOTO
TEKCTYy MapKyBaHHS yNakoBKU.
TepMmiH BBELlEHHS 3MiH - MPOTArom
6 MicAuiB nicna 3aTBEPAKEHHS
306. | LE®DA3ONIH- NOPOLLOK A1 PO3UUHY My6niyHe akuioHepHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/4616/01/02
BX®3 Anst iH'ekuii no 1000 mr, 1 | ToBapucTBO "HaykoBo- akuioHepHe marepianis: 3MiHu | TUNY - 3MiHW
chnakoH 3 nopowkom; 1 BMPOGHNUNIA LLEHTP TOBapUCTBO Loao 6e3nekn/edeKTMBHOCTI Ta
oNakoH 3 NMOPOLUKOM Y "BopLuariBcbKuii "HaykoBo- thapmakoHarnagy (iHwi 3MiHK) -
nauui 3 KapToHy; 1 donakoH XiMiko- BUPOGHNUNIA OHOBJIEHHSA TEKCTY MapKyBaHHsA
3 MOPOLUKOM Y KOMM/IEKTi 3 hapmaLeBTUYHNI LeHTp"bopLuariBcbk yMakoBKM NMiKapCbKoro 3acoby 3
1 amnyno po3yMHHMKA 3aBof" NiA XiMiKo- BHECEHHAM iHdhopMaui Wwoao
(Boga ans iH'ekuit) no 5 chapmaLeBTUYHWMIA 3a3HayveHHsA oguHULb
M a6o no 10 mn B navy 3 3aBog" BVMIpIOBaHHS y cuctemi Sl.
KapTOHHOIO NeperoposKoto BHeceHHs 3MiH f0 po3giny
“MapkyBaHHA" MKA N13;
3anponoHoBaHo: MapKyBaHHS.
BifgnosigHoO [0 3aTBEPYKEHOTO
TEKCTY MapKyBaHHS yNakoBKK.
TepMmiH BBEA,EHHS 3MiH - MPOTArom
6 micAUiB nicna 3aTBePAKEHHS
307. | UE®ENIM MOPOLLIOK A/151 PO3UMHY BITA CAH NTA, Benukobput | Csicc MapeHTepanc IHAisA BHECEHHS 3MiH [J0 peecTpaLiiiHnx | 3a peyenmom UA/15345/01/01
081 iH ekyii no 1000 wr, 1 aHis nTa. marepianis: 3MiHU | TUMY - 3MiHK

(h/1aKoH 3 NOPOLLKOM Y
KOpo6Li 3 KapTOHY

oo 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
BHECEHHS 3MiH [0 po34iny
«MapkyBaHHs» MKA /13;
3anponoHosaHo: MAPKYBAHHA
3rifHO 3aTBEPLKEHOTO TEKCTY
MapkyBaHHS. OHOBNIEHHS TEKCTY
MapKyBaHHS YMakoBK/ NiKapcbkoro
3aco6y 3 BHECEHHSIM iHdhopMaLi
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
LLI0A0 3a3HaYeHHsI OANHULb
BVIMIiptOBaHHS y cuctemi Sl.
BBefeHHS 3MiH NPOTArom 3-x
MicSILLB NicNs 3aTBEPAKEHHS
308. | LE®IKC Kancynu rno 400 mr no 5 dapma IHTepHelLeHan Voppakis Papma Vopaakis BHECEHHS 3MiH A0 peecTpaLinHmx 3a peyernmom UA/4151/01/01
Kancyny 6nictepi; no 1 KomnaHi IHTepHeLLeHau marepianis: 3MiHU | TUMY - 3MiHW
6nicTepy y KapTOHHIl KomnaHi Lofo 6e3nekn/edyeKTMBHOCTI Ta

KopooLi

thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3arasibHEHUX JaHuX npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHKX
npo cuctemy hapmakoHarnsgy,
3MiHa YNMOBHOBaXEHOT 0CO6M,
BignoBigasnbHOI 3a 3AjACHEHHSI
thapmakoHarnsgy; KOHTakTHoT
0co6u 3 hapmakoHarnsgy
3as9BHUKA A5 34iAICHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiMiHHA Bif, YNOBHOBa)XEHOI
oco6w, BignoBiAanbHOI 3a
3pjiicHeHHs chapmakoHarnagy
(BK/HOUAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarnagy) - smiHa
YMOBHOBaXeHOI 0cobw,
BiANOBIAALHOT 33 3iICHEHHS
thapmakoHarnsgy 3asiBHUKA.
MponoHoBaHa pepakuis: Maysoon
Belbisi. 3MiHa KOHTaKTHUX AAHUX
YMOBHOBAXXEHOT 0COOU 3asIBHYMKA,
BignoBiganbHoI 3a
hapmakoHarnag,. 3miHa
KOHTaKTHOT 0CO6M YNMOBHOBaXEHOT
0co6u 3asiBHMKA, BiANOBiAabHOT
3a 34ilicHeHHs chapmakoHarnsgy B
YkpaiHi. [ponoHoBaHa pegakuisi:
dartasiieBa AniHa BayecnasiBHa.
3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOT 0CO6MN YNMOBHOBaXEHOT
0co6u 3asiBHMKA, BiANOBiAabHOT
3a 34ilicHeHHs chapmakoHarnsgy B
YKpaiHi. 3miHa micusa 34iiCHEHHS
OCHOBHOI AiIbHOCTI 3
hapmakoHarnsagy. 3miHa
MiCLLe3HaxX0MKEHHSI MacTep-
dhaiina cuctemu hapmakoHarnsgy
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

Ta oro Homepy

309.

LE®OJOKC

TabneTku, BKpUTI
NNiBKOBOK 060/0HKOI0, NO
200 wmr; no 10 TabneTok y
6nicTepi; no 1 6nictepy B
KapTOHHiiA KOpo6L

dapma IHTepHeLleHan
KomnaHi

Voppakis

dapma
IHTepHeLLeHau
Komnawi

VopaaHis

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHW
Lofo 6e3nekn/edheKTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHW [0 y3arasibHEHUX JaHuX npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHKX
npo cuctemy hapmakoHarnsgy,
3MiHa YNMOBHOBaXEHOT 0CO6M,
BignoBiganbHOI 3a 3AjACHEHHSI
thapmakoHarnsgy; KOHTakTHoT
0co6u 3 hapmakoHarnsgy
3as9BHUKA A5 34iAICHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiMiHHA Bif, YNOBHOBa)XEHOI
oco6w, BignoBiAanbHOI 3a
3pjiicHeHHs chapmakoHarnagy
(BK/HOUAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarnagy) - smiHa
YyMOBHOBaXeHOI 0cobw,
BiANOBIAAIbHOT 33 34iICHEHHS
thapmakoHarnsgy 3asiBHUKA.

MponoHoBaHa pepakuis: Maysoon
Belbisi. 3MiHa KOHTaKTHUX AAHUX
YMOBHOBaXXEHOT 0COOU 3asIBHYMKA,

BignoBiganbHoI 3a
hapmakoHarnag,. 3miHa

KOHTaKTHOT 0CO6MN YNMOBHOBaXEHOT
0co6u 3asiBHMKA, BiANOBiAabHOT

3a 34ilicHeHHs chapmakoHarnsgy B
YkpaiHi. [ponoHoBaHa pegakuisi:
dartasiieBa AniHa BayecnasiBHa.

3MiHa KOHTaKTHUX AaHuX

KOHTaKTHOT 0CO6MN YNMOBHOBaXEHOT
0co6u 3asiBHMKA, BiANOBiAa/bHOT

3a 3ilicHeHHs chapmakoHarnsgy B
YKpaiHi. 3miHa micus 34iiCHEHHS

OCHOBHOI Aii/IbHOCTI 3
thapmakoHarnsagy. 3miHa
MiCLLe3HaxX0MKEHHSI MacTep-
thaiina cuctemu chapmakoHarnsgy
Ta lioro Homepy

3a peuenmom

UA/4152/02/02

310.

LE®DOAOKC

TabneTkn, BKpUTI
NNiBKOBOK 060/I0HKOO, NO
100 wmr; no 10 TabneTok y

dapma IHTepHelLeHan
KomnaHi

VoppaaHis

Papma
IHTepHeLLeHan
KomnaHi

VoppaHis

BHECEHHS 3MiH A0 peecTpavLintHmx
martepianis: 3mMiHU | TUNY - 3MiHK
Loao 6e3nekn/edekTMBHOCTI Ta

3a peyenmom

UA/4152/02/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

6nicTepi; no 1 6nictepy B
KapTOHHIA KOpoo6Li

thapmakoHarnsgy. BeeaeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy hapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cucTemy hapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3asBHUKA 415 34ICHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, YyNOBHOBaXeHOI
ocobw, BiANOBiAaIbHOT 3a
3AjicCHeHHs1 hapmakoHarnagy
(BK/HOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemun
thapmakoHarnagy) - 3miHa
YNOBHOBaXEHOT 0co6M,
BiANoBiga/IbHOI 3a 3MjACHEHHSI
dhapmakoHarnsgy 3asBHUKA.
MponoHoBaHa pegakuis: Maysoon
Belbisi. 3MiHa KOHTAKTHUX AaHNX
YNOBHOB&XEHOT 0CO6U 3as1BHYIKA,
BiANOBIAa/IbHOI 3a
hapmakoHarnsg,. 3miHa
KOHTaKTHOT 0CO6U YNOBHOBaXEHOT
0co6u 3asBHMKa, BiANOBIAA/ILHOI
3a 3AjiicHeHHs hapMakoHarsay B
YkpaiHi. [ponoHoBaHa pefakuis:
daTaniesa AniHa BavecnasiBHa.
3MiHa KOHTaKTHWX AaHuX
KOHTaKTHOT 0CO6U YNOBHOBaXEHOT
0co6u 3asBHMKA, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHarsay B
YkpaiHi. 3MiHa Micus 34iACHEHHS
OCHOBHOI fii/IbHOCTI 3
thapmakoHarnsagy. 3miHa
MicCLIe3HaxX0pKeHHs1 MacTep-
thaiina cuctemun chapmakoHarnsgy
Ta lioro Homepy

311.

LE®OTAKCUM

MOPOLLIOK A/151 PO3UMHY
ansin'ekuin no 1,0, 10
hNakoHIB 3 NOPOLLKOM Y
KOHTYPHIll YapyHKOBIlA
ynakoBLi; N0 1 KOHTYpPHil
YapyHKOBIli ynakoBLj y
nauuj

NAT
"Knismegnpenapar"

YkpaiHa

MNAT
"Knismegnpenapar”

YkpaiHa

BHECEHHS 3MiH O peecTpaLifiHnX
marepianis: 3mMiHu | TURy - 3MiHa
HaliMeHyBaHHS Ta agpecu
Bupo6Huka AP| (Liecbotakcnumy
HaTpieBa Cinb CTepu/ibHa), 6e3
3MiHV MicLt BUPOGHMLTBA:
3anponoHosaHo: Shandong
Anhong Pharmaceutical Co., Ltd. /

3a peyenmom

UA/14375/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

LaHnaoHr EHXoHr ®apmachkioTikan
Ko., NTa. No. 29 Huayuan Street
Linyi County, Dezhou, Shandong,
China / No. 29 XyatoaH CTpiT JliHbi
KanTi, Jewkoy, LaHaoH, Kutaii
BBeneHHs 3MiH NPOTAroM 6-Tu
MicSILB NicNs 3aTBEPAKEHHS

312.

LE®OTAKCUM
Y HATPIEBA
Clib
CTEPUNBbHA

MOPOLLIOK (CybCTaHLis) y
6ifoHax antoMiHiEBUX AN
hapMaueBTUYHOTO
3aCTOCYyBaHHSA

NnAT
"Knismegnpenapar”

YKpaina

LaHAaoHT EHXOHT
dapmacbioTikan Ko.,
nra.

KuTait

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHu | TRy -
AAMIHICTpaTVBHI 3MiHK. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
MiCLA NPOBaKEHHSA Ai/IbHOCTI
BMPOGHMKa (BK/THOUAKOUM, 3a
Heo6xiaHOCTI, MicLie NpoBeAeHHS
KOHTPOJII0 AIKOCTI), a60 BriacHuKa
MacTep-thaiina Ha A®l, abo
noctavasibHvka A®Il/BuxigHoro
martepiany/peareHTy/npoMiKHOIo
NPOAYKTY, WO 3aCTOCOBYOTLCA Y
BMPOGHULTBI ADI (sKLL0
3a3HayeHo y AOCLE Ha NiKapCbKuii
3acib) 3a BiACYTHOCTI cepTuddikara
BiANOBIAHOCTI EBpoONechbkili
hapmakonei y 3aTBeppKeHoMy
[ocbe, abo BMPOOHMKA HOBOI
[O0NOMDKHOT PEYOBMHU (SIKLLLO
3a3HayeHo y [0CbE) - 3MiHa
HaliMeHyBaHHs Ta agpecu
BMpo6HuKa Ad®I (LechoTakcumy
HaTpieBa Cifib cTepunbHa ), 6e3
3MiHM MicL BUPOOHMLTBA.
BBefeHHA 3MiH NpoTAroMm 6-Tu
MicsLiB NiCNsA 3aTBEPPKEHHS.

UA/14374/01/01

313.

LUMKNOKYTAH
®

nak gns Hirtie
nikyBanbHui1, 80 mr/r, no 3
I PO34MHyY Yy dhriakoHi; no 1
chnakoHy y kommnnekTi i3 10
LunaTenis B Kaceri,
TpMMayeM Lunarens,
TaMmrnoHamu gns
OUVLLEHHA Ta NMI0YKaMK
ONA HIrTiB y navui

TOB «MIBE
YKPAIHA»

YKpaina

BMPOGHMUK,
BiANOBigabHUIA 3a
BMPOGHMLTBO "in
bulk", nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTpO/b cepii Ta
BUNYCK cepil:
Mi6e Mm6X
ApuHaiimiTTenb,
HimeuunHa,
BUPOBHMK,
BiANOBIAA/IbHWIA 32
BTOPWHHE
nakyBaHHS:

HimeuunHa/
MonbLa

BHECEHHS 3MiH A0 peecTpaLintHmx
mMarepianis: 3MmiHa 3asiBHMKa
(BnacHuka peecTtpaduiiHoro

nocsigyeHHs) (3rigHo Hakaly MO3

Big 23.07.2015 Ne 460); 3MiHu |
MRy - 3MiHN Woa0
6e3nekn/edheKTMBHOCTI Ta
thapmakoHarnagy. BeefeHHs abo
3MiHU [0 y3ara/lbHEHNX AaHuX Npo
cuctemy dhapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy hapmakoHarnsgy,
3MiHa yNMOBHOB&XeHOi 0cobu,
BiANOBIAA/IbHOI 32 34iAiCHEHHS
hapmakoHarnsgy; KOHTakTHoT

6e3 peyenma

UA/18077/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
CYH-®APM Cn. 3 ocobu 3 hapmakoHarnagy
0.0., Monblya 3anBHUKa 419 3MiACHEHHS
hapmakoHarnagy B YkpaiHi, kLo
BOHa BiIMiHHa Bif, yNTOBHOB&XEHOI
oco6w, BignoBiAabHOI 3a
3[jlicCHeHHs1 hapMakoHarnagy
(BK/IHOYAKOYUMN KOHTaKTHI JaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnagy) - smiHa
YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAANLHOI 32
thapmakoHarnsg.Jiroya pegakuis:
Petra Gerecke. MNponoHoBaHa
pepakuisi: Heuali Mapis MNasniBHa.
3MiHa KOHTaKTHUX JaHUX
YMOBHOBaXXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAAbLHOI 32
thapmakoHarnag. 3MmiHa micus
3/1iiCHEHHS OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnagy. 3miHa
MiCLie3HaXOMKEHHS MacTep-
dhaiina Ta ioro Homepa
314. | UMN/IOCTA30N Tabnetku no 100 mr no 14 CTALA HimeuunHa Apaveg ®apma Monbwa/ BHECEHHS 3MiH 0 peecTpaLinHmx 3a peyernmom UA/16267/01/01
CTALA® TabneTtok y 6nictepi; no 4 ApuHaiimittens Al C.A,, Monblua HimeuunHa mMarepianis: 3MiHu | TUMY - 3MiHK
6nicTepn y KapTOHHIiA (BMPOGHMLTBO Loao 6e3nekn/edyeKTUBHOCTI Ta
Kopoo6Li Hepo3hacosaHoro thapmakoHarnsagy (iHwi 3MiHn) -
NPOAYKTY, NepBUHHE OHOBJIEHHSA TEKCTY MapKyBaHHs
Ta BTOPVHHE yNaKoBKM NliKapCbKoro 3acoby 3
nakyBaHHs, BHECEHHSAM iHdhopMauii LWoao
KOHTPO/b Cepiit); 3a3HaYeHHs O4MHNLb
CTALA BMMIpIOBaHHA y cuctemi Sl.
ApuHaiimittens AT, BHeceHHs 3MiH 40 po3giny
HimeuumnHa (Bunyck «MapkyBaHHs» B MKA N3:
cepiid) 3anponoHoBaHo: 3rigHo
3aTBEPPKEHOTO TEKCTY
MapKyBaHHA. BBeieHHs 3MiH
NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHS
315. | UMHABCUH Tabnetky no 20 TabneTok AnbneH ®apma Mv6X HimeuunHa Brpo6Huk, Bignosig HimeuunHa BHECEHHS 3MiH A0 peecTpaLinHmx 6e3 peyenma UA/6790/01/01
y 6nicTepi; no 3 abo no 5 anbHWin 3a mMarepianis: 3MiHu | Tuny - 3MiHK 3
6nicTepiB y KAPTOHHIl BMPOGHMLITBO AKocTi. FOTOBMIA Nikapcbkuii 3aci6.
Kopoo6Li KIHLLEBOrO NPOAYKTY: Cucrtema
[Loiue Xomeonari- KOHTelHep/3aKynoptoBasbHWiA
YHioH AXY- 3aci6. 3MiHa po3mipy ynakoBku
ApuHaiimiTTens roTOBOrO JliKapCcbKoro 3acoby
6X & Ko. KT, (3MiHa KiNIbKOCTi 0ANHUL
HimeyuunHa; (Hanpvknag TabneTok, amnyn
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
[Op. N'yctas KnsinH TOLLO) B yNakoBL:) - 3miHa y
6X & Ko. KT, [Jiana3oHi 3aTBep4XeHNX po3MipiB
HimeuumnHa; yNakoBKM - BBEAEHHSA A0AATKOBOIO
Brpo6HWKK, po3mipy ynakosku Ne 60 (20x3) y
BiANOBiAa/bHI 3a 6nicTepax gns 4oAaTkoBOro
nepBuHHe Ta BMpOGHUKa [p. MNycTtas KnsiiH
BTOPVHHE v6X & Ko. K, HimewunHa, 6e3
nakyBaHHS: 3MiHU NEPBMHHOTO MakyBasIbHOro
[Loiue Xomeonari- mMaTtepiany, 3 BignoBigHUMU
YHioH AXY- 3MiHaMun B po34ini . 3MiHW BHeCeHi
ApuHaiimiTTens B po34in "YnakoBka" (BBeAEHHS
m6X & Ko. KT, [,04aTKOBOro pPO3Mipy yrnakoBKu) B
HimeuumnHa; IHCTPYKLil0 ANS MenyHOro
[Op. Binbmap LLiBabe 3aCTOCyBaHHS NiKapCcbKoro
m6X & Ko. KT, 3aco0by, K HacnigokK -
HimeuumnHa; 3aTBEPMKEHHS TEKCTY
[Op. M'yctaB KnsiiH MapKyBaHHA [0AATKOBOI YNakoBKu
m6X & Ko. KT, nikapcbKoro 3acoby
HimeuumnHa;
B1po6HWK, Lo
3[jACHIOE KOHTPO/b
AKOCTI:
[Op. M'yctaB KnsiiH
6X & Ko. KT,
HimeuumnHa;
Brpo6HuK,
BiAnoBiganbHUii 3a
BWMYCK Cepiit
KIHLLeBOro NpoAyKTy:
[Loiue Xomeonari-
YHioH OXY-
ApuHaiimitTTens
v6X & Ko. KT,
HimeuumnHa;
[Op. M'yctaB KnsiiH
v6X & Ko. KT,
HimeuynHa
316. | UWMHAKANBLE TabneTku, BKpUTI MicTtpan Kenitan AHrNIA xm | Bonrapis/ BHECEHHS 3MiH 0 peecTpauiiiHux | 3a peyenmom UA/16373/01/01
T-BICTA N/1iBKOBOK 060J1I0HKOIO, MO MeHempxkmeHT NlimiTes dapmac'ioTikasc Yecbka marepianis: 3MiHu |l TURY - 3MiHK 3
30 Mr no 14 TabneTtok y Nta., Bonrapis Pecny6nika/ | akocTi. A®l. BUpo6HMLTBO. 3MiHa
6nicTepi; no 2 6rictepu 'y (nepBuHHe Ta IcnaHis/ BMPOGHMWKA BUXiAHOr0/NPOMIXXKHOTO
BTOPUHHE Yuni npoayKTy/peareHTy, LWo

KapTOHHI navui

nakyBaHHs1); CIHTOH
C.p.0., Yecbka
Pecny6nika (sunyck
cepii); CiHTOH
XicnaHis, C.J1.,
Icnania (nepsuHHe
Ta BTOPVHHE

BUKOPWCTOBYHOTLCSA Y
BMPOGHUYOMY npoteci AdDl, abo
3MiHa BUPOGHMKa (BK/IOYatouu, fe
Heob6XigHO, MiCL,e NPOBEeAEHHSs
KOHTPO/I0 sKOCTi) AdI (3a
BiICYTHOCTI cepTudpikata
BiNOBIAHOCTI EBpONENChKil
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
nakyBaHHs, BUMYCK thapmakonei y 3aTBepKeHoOMy
cepi); CiHTOH Yuni [0Cbe)(BBE,EHHS HOBOTO
Nrtpa., Yuni BUpO6HMKa A®PI 3 HafaHHAM
(BMPOGHNLITBO) mMacTep-gpaiina Ha Adl) -
BBEJEHHS a/lbTepHaTUBHOIO
B1po6HuKa A®I PCAS Finland Oy,
Finland 3 HagaHHAM MacTep-
(haiina; 3anponoHoBaHo
Brpo6Hukn: Meradhaiin ®apma (I1)
Nimitea, IHais/ Megafine Pharma
(P) Limited, India MKAC ®iHnaHg
Oi, ®iHnaHais/PCAS Finland Oy,
Finland
317. | WMHAKANBLE TabneTku, BKpUTI MicTtpan Kenitan AHrNIA xm | Bonrapis/ BHECEHHS 3MiH 0 peecTpauiiiHux | 3a peyenmom UA/16373/01/02
T-BICTA N1iBKOBOK 060J1I0HKOIO, MO MeHempxkmeHT NlimiTes dapmac'ioTikasc Yecbka marepianis: 3MiHu |l TUNY - 3MiHK 3
60 Mr no 14 TabneTok y Nt4., Bonrapis Pecny6bnika/ | akocTi. A®l. BUpo6HMLTBO. 3MiHa
6nicTepi; no 2 6rictepu 'y (nepBuHHe Ta IcnaHis/ BMPOGHMWKA BUXiAHOro/NPOMIXKHOTO
KapTOHHI navui BTOPVHHE Yuni npoayKTy/peareHTty, Wwo
nakyBaHHs1); CIHTOH BMKOPUCTOBYHOTbCH Y
C.p.0., Yecbka BMPOGHUYOMY npoteci AdDl, abo
Pecny6nika (sunyck 3MiHa BUPO6HMKa (BKIOYatouu, fe
cepii); CiHTOH Heob6XigHO, MicLie NPOBEeAEHHSs
XicnaHis, C.J1., KOHTPO/I0 sKOCTi) AdI (3a
Icnania (nepsuHHe BiICYTHOCTI cepTudpikata
Ta BTOPVIHHE BiAMOBIAHOCTI €EBpONENCHKIl
nakyBaHHs, BUNYCK dhapmakonei y 3aTBepaKeHOMy
cepifi); CiHToH Yuni [0Cbe)(BBEAEHHS HOBOTO
Ntga., Ywni BUpPO6HMKa ADI 3 HagaHHAM
(BpPOGHMLTBO) macTep-gpaiina Ha Adl) -
BBE/lEHHSI &/IbTEPHATUBHOIO
Bnpo6Huka A®I PCAS Finland Oy,
Finland 3 HapaHHAM mMacTep-
thaiina; 3anponoHoBaHoO
Bupo6Hukn: Meracpaitt ®apma (I1)
Nimites, IHAis/ Megafine Pharma
(P) Limited, India MKAC ®iHnaHg,
Oi, ®iHnaHgis/PCAS Finland Oy,
Finland
318. | UMHAKA/BLE TabneTku, BKPUTI MicTtpan Kenitan AHrNIA Dxm | Bonrapis/ BHECEHHS 3MiH 0 peecTpauiiiiux | 3a peyenmom UA/16373/01/03
T-BICTA N/1iBKOBOK 0BGOJIOHKOM, MO | MeHemkmeHT JlimiTes, dapmac'ioTikasnc Yecbka marepianis: 3mMiHu |l TURY - 3MiHW 3
90 mr, no 14 TabneTok 'y nta., Bonrapis Pecny6nika/ | skocTi. A®l. Bupo6HMUTBO. 3MiHa
6nicTepi; no 2 6nictepu 'y (nepBuHHe Ta Icnania/ BMPOGHMKA BUXIAHOro/NPOMIKHOTO
KapTOHHIM nayui BTOpPUHHE Ynni npoaykTy/peareHTy, Wwo

nakyBaHHs); CIHTOH
C.p.0., Yecbka

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

IcnaHisi (nepB1HHE

BUKOPWCTOBYHOTLCS Y
BMPOGHMYOMY npotieci AdDl, abo
3MiHa BUpPO6HMKa (BKTlOYatoum, ae
HeobXxiAHO, MicLie NpPoBeAEHHS
KOHTPO/0 SIKOCTi) AdI (3a
BiJCYTHOCTI cepTudpikata
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
Ta BTOPVHHE BIANOBIAHOCTI EBpONenchbkili
nakyBaHHS1, BUNYCK dhapmakonei y 3aTBepKeHoOMy
cepii); CiHTOH Yuni [ocbe)(BBEAEHHS HOBOrO
Nrtpa., Yuni BMPOGHMKa AP| 3 Ha@HHAM
(BpPOGHNLTBO) macTep-haiina Ha Adl) -
BBEJEHHS aNlbTepHaTUBHOIO
Brpo6HuKa A®l PCAS Finland Oy,
Finland 3 HagaHHAM MacTep-
thaiina; 3anponoHoBaHo
Bupo6Hukn: MerachaiiH apma (I1)
Nimitea, IHaia/ Megafine Pharma
(P) Limited, India MKAC ®iHnaHg,
Oi, ®iHnaHgis/PCAS Finland Oy,
Finland
319. | UATIMAKC- PO34nH ANA iH'eKuiid, 250 MpAT YkpaiHa MpAT YKpaiHa BHECEHHS 3MiH O peecTpaLifiHnX 3a peyenmom UA/13737/01/01
AAPHUUSA mr/mn no 2 mn (500 mr) "®apmMaueBTNYHaA "hapmaleBTUYHa marepianis: 3miHu | Tuny -
a6o no 4 mn (1000 mr) B ipma "OapHuus” hipma "JapHuus” afMiHICTPaTUBHI 3MiHWU. 3MiHa
amnyni; no 3 abo no 5 HalilMeHyBaHHsi Ta/abo agpecu
amnyn y KOHTYPHIi MiCList MPOBaKEHHS AisiSIbHOCTI
YapyHKOBIli ynakoBLj; no 1 BMPOGHMKa (BK/IO4aKouu, 3a
KOHTYPHIll YapyHKOBIlA HeobXiAHOCTI, MicLie NpoBeAeHHS
ynakoBLi B navi; no 2 mn KOHTPOJI0 SIKOCTi), ab0o BfiacHuKa
(500 mr) abo no 4 mn MacTep-chaiina Ha A®l, abo
(1000 mr) B amnyni; no 5 nocravanbHvika A®l/BuxigHoro
amnyn y KOHTYPHIi marepiany/peareHTy/nPoMiKHOro
YapyHKoBIli ynakosLij, no 2 NPOAYKTY, L0 3aCTOCOBYIOTLCA Y
KOHTYPHI YapyHKOBI BMPOGHULTBI ADI (AKLLIO
yNakoBKM B navi 3a3HayYeHo y AOCbE Ha NikapCcbknii
3acib) 3a BigCyTHOCTI cepTudiikata
BiJNOBIAHOCTI €BpoOneichkit
hapmakonei y 3aTBepgXeHomy
[ocbe, abo BUPOOHMKA HOBOT
[ONOMDKHOT PEYOBUHY (AIKLLIO
3a3HaYeHo Y JOCbE) - 3MiHA Ha3BU
BMPOGHMKa AP| LMTUKONIHY
HaTpito 3 Suzhou Tianma Specialty
Chemicals Co., Ltd., China Ha
Zenji Pharmaceuticals (Suzhou)
Ltd., China, 6e3 3MiHu micus
BMPOBHMLITBA; 3aMPONOHOBAHO:
Zenji Pharmaceuticals (Suzhou)
Ltd., China. BeefeHHsi 3MiH
NPOTSrom 6-Tu MicALiB nic/s
3aTBEPAKEHHS
320. | UATOTEM® niogpinizat gns po3unHy FETEPO NIAB3 IHAis [eTepo N1a63 IHAisA BHECEHHS 3MiH [0 peecTpaLiiiHix | 3a peyenmom UA/15874/01/01
Ans iHdysiri no 200 wr, 1 NIMITEL Nimiteq marepianis: 3MiHU | TUMY - 3MiHK

donakoH 3 niocpinizaTom y
KapTOHHiii Kopo6Lli

Loao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn) -
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

BHECEHHS 3MiH 0 po34iny
“MapkyBaHHA" MKA N13:
3anponoHosaHo: MAPKYBAHHA
BignosigHo 40 3aTBEpPKEHOrO
TEKCTy MapKyBaHHA. OHOB/IEHHS
TEKCTY MapKyBaHHS ynakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmauii LWoao 3a3HaueHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BBeEHHS 3MiH NpOTArom 6-Tu
MicsILLIB NicNs 3aTBEPPKEHHS

321.

LUNTOrEM®

niogpinizat gns po3unHy
onsindpysiino 1,0r, 1
dhnakoH 3 niocpinizaTom y
KapTOHHiiA KOpo6Li

FETEPO JIAB3
NIMITEL

IHAis

leTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH O peecTpaLifiHnX
marepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edyeKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) -

BHECEHHS 3MiH 40 po3ainy
“MapkyBaHHA" MKA N13:
3anponoHosaHo: MAPKYBAHHA
BignoBigHo [0 3aTBEPAKEHOTO
TEKCTY MapKyBaHHsSl. OHOB/IEHHS
TEKCTYy MapKyBaHHs ynakoBKu

NiKapcbKoro 3acoby 3 BHECEHHAM

iHbopMmauii Wwoao 3a3HaYeHHsA

OAVHNLb BUMIPIOBaHHSA Y CUCTEMI

Sl. BBeieHHs1 3MiH NpoTArom 6-Tn

MiCALiB Nic/a 3aTBeppKEHHS

3a peyenmom

UA/15874/01/02

322.

UMUHY
MILLLAHOIO
KBITIB
EKCTPAKT
CYXNin

EKCTPaKT Cyxuid
(cybeTaHuif) y milukax
nonieTMIeHoBUX Ans
BMPOGHMLTBA
HeCTepUIbHNX NiKapCbKuX

thopm

NAT "Tannadapm’”

YkpaiHa

NAT "Tanudcpapm”

Ykpaina

BHECEHHS 3MiH O peecTpaLiiHnx
marepianis: 3MiHu | TUny -
BHECEHHS 3MiH [0 po3giny 3.2.S.2.
Mpouec supobHuuTBa A®| LiMUHyY
NiLLAHOr0 KBITiB €KCTPaKT Cyxuii,
30KpeMa: BUKNaAEeHHS TEKCTY
KOPOTKOrO ONMCY TEXHO/OMNYHOTO
npoLecy Ta TEXHOOTMYHOI CXemu
BMPOGHMLTBA AD| B HOBIl
pepakuji. TeXHONOrivHWA Npouec,
cTagii Ta onepauii BApO6HMLTBA
3a/IMLLNANCE HE3MIHHUMMU; 3MiHM |
TUNY - BBEAEHHS AOAATKOBOTO
po3mipy cepii A®I LiMnuHy
NiLLAHOrO KBITiB €KCTPaKT CyXuiA.
3anponoHoBaHo: He meHLue 8,0 Kr;
He meHLwe 16,0 kr

UA/13551/01/01

FeHepanbHUN AUpeKTop
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AopaTok 4

A0 Hakasy MiHicTepcTBa OXOPOHU
3A0pOB’A YKpaiHu

Bifg, Ne

NEPENIK
NIKAPCbKUNX 3ACOBIB, AIKI HE PEKOMEHAOBAHI A0 JEP)XABHOI PEECTPALI, NEPEPEECTPALII TA BHECEHHS 3MIH 0
PEECTPALJIAHNX MATEPIANIB

Ne HasBa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa lliocmasa lpoyedypa
n/n JliKapcbKO20
3acoby

MET®OPMIHY rpaHynu FOHiYemdapm Cnony4yeHe CoxaH Xernckepe IHais 3acigaHHa HTP Ne 52 Big | He pekomeHAyBaTu [0 3aTBEPMKEHHS - peecTpaLito

rigpoxnoprua, (cybeTaHuin) y Nimiten KoponiscTBo Met T4 24.12.2020 NiKapcbkoro 3acoby Ha niacTasi HEraTMBHOIO BUCHOBKY

FPAHYNN ANA nonieTueHoBmx LLOAO SAKOCTI Ta 3 ypaxyBaHHSM pilleHHs 3acigaHHsA

nPAMOro naketax HaykoBo-TexHiuHoi pagu [OEL, MO3 YkpaiHn Big

NPECYBAHHA 24.12.2020 npoTtokon Ne52

90%

PIBOOAPOH Tabnetkv no 200 wmr; Pisochapm CA LLiBeiiuapis Pisochapm CA LLiBeiiuapis 3acigaHHa HTP Ne 51 Big | He peKOMeHHAYBaTU A0 3aTBepPKEHHA - 3MiHW |
no 10 TabneTok y 17.12.2020 TMRNy - 3MiHM  Wwofo  6e3nekn/edekTMBHOCTI  Ta
6nictepi; no 3 (papmakoHarnisigy. BBegeHHs  abo  3MiHM g0
6nictepu B y3ara/lbHeHUX JaHux Npo cuctemy chapMakoHarisgy
KapTOHHIN nayui 3 (BBEAEHHA  y3ara/lbHEHWX fAaHuxX Npo  cuctemy
MapKyBaHHAM dhapmakoHarnsigy, 3MiHa YNOBHOBaXKEHOI  0cobw,
YKpPaiHCbKOIO MOBOIO BiANOBIAaNbHOI 3a 3AjiCHEHHS  hapmakoHarnsgy;

KOHTaKTHOI 0Co6M 3 hapMakoHarnsfy 3asBHuKa Ans
34iiCHEHHS papMakoHarsiagy B YKpaiHi, SKWO BOHA
BiAMiHHA Bif YNOBHOBaXKEHO! 0CO6M, BiANOBiLaNbHOT
3a  34ilicHeHHs  chapMakoHarnisgy - (BKIKYaoum
KOHTaKTHI gaHi) Ta/abo 3MiHW y PO3MIilEHHI MacTep-

thaiina cuctemm  chapmakoHarnsgy) - 3MiHa
YyNOBHOBaXEHOI 0CO6M 3asBHUKA, BiANOBiJa/IbHOI 3a
hapMakoHarnag, Ta 1l KOHTaKTHUX LaHUX.

[Oitova pepakuis: Paola Magnani. [NponoHoBaHa
pegakuis: Luca Feliciotti, y 3B'A3Ky i3 HaAXOKEHHAM
OHOBJIEHOI iH(hopMaLii WoA0 YNOBHOBaXKEHOI 0co6u
3asBHMKA, BiANOBIAa/IbHOI 3a (hapMakoHarnsg

FeHepaibHUI AUPEKTOP
AnpekToparty (papmaLeBTUHHOro 3a6e3neyeHHs 0.0. Komapiga
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