Jopartok 1
Ao Hakasy MiHicTepcTBa 0XOpPOHMU

34,0pPOB’A YKpaiHn

Ne
MEPENIK
NIKAPCbKNX 3ACOBIB, WO NMPOMOHYKOTLCA 40 AEP>XABHOI PEECTPALUII
Ne HasBga snikapcbko20 dopma sunycky 3asasHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina YmosBu Peknamys Howmep
n/n 3acoby (nikapcbka ¢gpopma, 3asiBHUKa BUPOGHUKa npoyeoypa BiOnycKy aHHs peecmpayjiliHo2o
ynakoska) nocsioYeHHs1
1. APCTUDEH® Tabnetku wunydi no 20 KYCYM IHais KYCYM IHais peecTpauist Ha 5 pokis 6e3 niosseae UA/18754/01/01
TabneToK LWnnyymx y XEJITXKEP MNBT XENTXKEP NBT peyenma
Ty6i, no 4 Ty6n y nTa nTa MepiognyHICTb NOAAHHS
KapTOHHIiA ynakoBL,i 3 perynspHo
iHAVKATOPHUM Nanepom i OHOB/IIOBAHOIO 3BITY 3
KOHTPOIbHUM 6e3neku, BiANOBIAHO A0
kaneHgapem Mopsiaky 34iCHEHHS
hapmakoHarnagy,
3aTBEPKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiuu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi rocTuULil
Ykpainmn 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOpPOHM
3/10pOB'A YKpaiHu Bif 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HayYeHMun y
nepiogNYHOCTI NoAAHHSA
perynspHux 3BiTiB 3
6e3neku
2. AONIOKC renb 50 mr/r, no 40 r ToBapucTBo 3 YkpaiHa My6niyHe YkpaiHa peecTpauis Ha 5 pokis 6e3 niosisieae UA/18755/01/01
rento y Ty6i antoMiHieBIN, 06MeXeHo akuioHepHe peuyenma
no 1 1y6iy navuyj 3 BiANoBiga/IbHICTIO TOBapuCTBO MepiognyHICTb NOAHHSA
KapToHy; no 100 r rento "KoHapk "XimchbapmzaBop, perynapHo
y Ty6i namiHaTHili, no 1 IHTenmen" "YepBoHa 3ipka” OHOB/IOBAHOTO 3BITY 3
Ty6i y nayui 3 KApTOHY 6e3neku, BiANOBIAHO A0
Mopsaaky 34iicHeHHS
chapmakoHarnsgy,




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

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.

NEBOPO

TabneTku, BKpUTI
N1iBKOBOK 060JI0HKOIO,
no 500 mr; no 10
Tabnetok y 6nictepi; no
1 6nicTepy B KAPTOHHiIl
Kopoo6Li

AHTUBIOTUKN
CA

PymyHis

AHTUBIOTUKN
CA

PymyHis

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/18756/01/01

MEMOPUH® HEO

kancynu no 40 mr, no 10
kancyn y 6nictepi, no 3

TOB "[OKr
"PapmaueBTnyHa

YKpaina

TOB "OKnN
"PapmMaLeBTuyHa

Ykpaina

peecTpauist Ha 5 pokis

6e3
peyenma

niossiecae

UA/18757/01/01
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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

6nictepn y nauui

thabpmka"

habpuka"

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.

®YNBECTPAHT-
BICTA

pO34nH ANA iH'ekuiid, 250
mr/5 mnno 1
nonepeaHbLo
3aMN0BHEHOMY LUNPWULY 3
KOHTPONIEM MEepPLLOro
BIAKPUTTS B KAPTOHHIi
KOpOoO6Lii 3 6e3neYHo0
ronkoto (BD SafetyGlide)
abo no 2 nonepefHLO
3an0oBHEHI LWNpUUY 3
KOHTPONIEM MEePLLOro
BIAKPUTTS B KAPTOHHIi
Kopo6Li 3 gBOMa
6e3neyHnMN ronkamm
(BD SafetyGlide)

TOB
"®apmaueBTMyHa
KoMnaHis Bicta"

YKpaiHa

ATAIC DAPMA,
C.J1., IcnaHis
(BUp0o6HUK, Lo
3[iliCHI0E
BTOPWHHE
nakyBaHHs);
NABOPATOPIO
EYEBAPHE, C.A,,
Icnanis
(Bupo6HUK, Lo
3pjicHI0E
KOHTPO/1b
CTePUIbHUX
BUPOGIB );
NABOPATOPIOC
®APMAJIAH C.A.,
IcnaHis
(BUp0o6HUK, Lo
3[iiCHIOE NOBHUIA

Icnanis

PeecTpauisa 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

LMKN BepecHs 2016 poky Ne
BMPOGHMLTBA Ta 996), cTaHOBUTb: 3riAHO
BiANOBiAaIbHWI 3i cTpokamu,

3a
peyenmom

He
nionsieae

UA/18759/01/01
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6nicTepi, no 3 6rictepu
B KapTOHHIi kopobuj

perynsipHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsiaky 34iNCHEeHHS
thapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHHM
300poB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi rocTuuii
Ykpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOpPOHU
340pOB'sa YKpaiHu Bif 26
BepecHsa 2016 poky Ne
996), cTaHOBUTbL: 3rifHO
3i cTpokamu,
3a3HaYeHMun y
nepiogu4HOCTi NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

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
3a BUNyckK cepii); 3a3Ha4YeHMUN y
MAHAHTIAN nepioguYHOCTI NOAAHHSA
IHTEIPA, C.J1.10., perynsapHux 3BiTis 3
IcnaHis 6e3neku.
(BMpOBHUK, Lo
3ailicHoe
BTOPVHHE
nakyBaHHs)
6. LETPUNYK TabneTku, BKPUTI [-p Pepai'c IHgis O-p Pepgpic IHgis peecTpauist Ha 5 pokis 3a He UA/18758/01/01
N1iBKOBOK 060JI0HKOH, Na6opaTopic /Ta, NabopaTtopic peyenmom niosisieae
no 10 TabneTtok y Nimiten MepiognyHiCTb NOAHHSA

FeHepanbHUN ANpeEKTop
AnpekTopary cpapmayeBTUHHOro 3a6e3neveHHs

0.0. Komapiga




Jopatok 2
Ao Hakasy MiHicTepcTBa 0XOpPOHMU

34,0pPOB’A YKpaiHn

Ne
NEPEJIK
NIKAPCbKIX 3ACOBIB, WO NMPOMOHYOTbLCA A0 AEP>XXABHOI MEPEPEECTPALIII
Ne Ha3sBsa nikapcbko2o ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapceka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjitiHo2o
yrnakoska) nocsioYyeHHs
1. ANb®ArAH N® Kpanni o4Hi, 1,5 mr/mn; AnnepraH, IHk. CLIA AnnepraH Ceiinc CLLA nepepeecTpauis Ha 3a He UA/11105/01/01
no 5 mn a6o 10 mn, abo nnc HeobMeXeHui TepMiH peuyenmom niossieae
15 mn y pnakoHi-
KpanenbHuui; no 1 MepiognyHIiCTb NOAAHHSA
th1akoHy-kpanesnbHuLi B perynsipHo
KapTOHHI ynakoBL,i OHOB/IHOBAHOrO 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,
3a3HaveHMn y
nepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.
2. AMITPUNTUNIH TabneTku, BKpUTI ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa nepepeecTpauis Ha 3a He UA/4872/01/01
060/10HKOI0, N0 25 Mr; 06MEXEHO BMPOGHULTBA, HeobMeXeHui TepMiH peuyenmom nionsieae
no 25 tabnetok y BiAMOBIAA/IbHICTIO KOHTPO/Ib SIKOCTI,
6aHkax abo "[locnigHwii 3aBog, BUMYCK cepii: OHoBreHo iHdhopmaL,ito
KOHTelHepax; no 10 "rTHUOC" ToBapucTBO 3 y po3ginax
TabneTtok y 6nictepax; 06MeXeHo "®dapMaKoorivHi
no 10 TabneTok y BiANOBiga/IbHICTIO BN1ACTMBOCTI"
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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
6nicTepi, no 5 6nictepis "®apmavneBTUYHa (yTouYHeHHs iHchopmauii),
B KOPOOGLIi KOMnNaHis "Moka3aHHA"(YTOUYHEHHS
"3popos'a”, iHchopmauii),
YKpaiHa, "MpoTunokasaHHa",
BCi cTagii "B3aemogis 3 iHWMun
BMPOGHMLITBA, nikapcbknuMmn 3acobamm
KOHTPO/Ib SIKOCTI, Ta iHWi BUAn
BMNYCK cepil: B3aemopiin",
ToBapucTBO 3 "Oco6umBocTi
obmexeHor 3aCTOCyBaHHA",

BiANoBigaIbHICTIO
"[locnifHnii 3aBog,
"THLIC", Ykpaina

"3acTocyBaHHA y nepiog
BariTHoOCTi abo
rogyBaHHs
rpyaao” (yTouHeHHs
iHhopMawii), "3aaTHicTb
BMN/IMBATW Ha LIBUAKICTb
peakuii npy KepyBaHHi
aBTOTPaHCNOPTOM abo
iHLWMMK
MexaHisMamu" (yTOUHEHH
A iHdpopmadi), "Croci6
3aCTOCyBaHHA Ta
[031"(YTOYHEHHSA
iHchopmauii),
"[iTn"(YTOUYHEHHS
iHbopmawii),
"Mepepno3yBaHHA",
"Mo6iuHi peakwyii"
IHCTpYKUIiT Ans
MefNYHOro
3acToCyBaHHSA
niKkapcbKoro 3acoby
BiANOBIAHO A0
OHOB/IEHOT iHdhopMaLii
oo 6e3sneku
3acTOCyBaHHSA Aitoyoi
PEeyOoBUHN.

MepiognyHICTb NOAAHHSA
perynsipHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BigNoBifHO A0
Mopsaky 34iACHEHHS
thapmakoHarnsgy,
3aTBEPAKEHOTO HaKa3oM
MiHiCTepcTBa OXOpPOHM




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

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 NoAaHHSA
perynsipHmx 3BiTiB 3
6e3neku.

ALEPBIH

Ma3b no 30 r a6o 100 r
Mmasi B Ty6i; no 1 Ty6i B
KapTOHHI ynakoBLi

dapmaLeyTie
thabpik MoHTaBIT
mM6X

ABCTpis

dapmaueyTille
(pabpik MoHTaBIT
6X

ABCTpIst

MepepeecTpauis Ha
HeobMeXeHuin TepMiH

OHoBEHO iHhopmaLito
y po3gaini "Mo6iyHi
peakuii" iHCTpyKuii gns
MeAnYHOro
3acTocyBaHHS
nikapcbKoro 3acoby
BigNoBigHO A0
OHOB/IEHOT IHdopmaLli
00 6e3neku
3aCTOCyBaHHS Ajilounx
PEYOBUH.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iiCHEeHHS
dhapmakoHarnsagy,
3aTBEPKEHOr0 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

6e3
peyenma

nionsieae

UA/15260/01/01




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

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.

BAKTOK/NAB

TabneTku, BKpUTI
NNiBKOBOI 060I0HKOHD,
no 10 TabneTtok y
cTpuni; no 1 ctpuny y
KOpOOLLi 3 KAPTOHY

Mikpo /labc
Nimiten

IHais

Mikpo a6c
Nimiteq

IHais

MepepeecTpavia Ha
HeobMeXeHui TepMiH

OHoBreHo iHdhopmaL,ito
B [HCTpYKUii ans
MeNYHOro
3acToCcyBaHHSA
niKapcbKoro 3acoby y
posginax
"®apmaKkonorivHi
BnacTmsocTi"
(BONOBHEHHS
iHchopmauii),
"Moka3aHHs" (YTOUYHEHHS
iHchopmauii),
"MpoTunokasaHHsa",
"B3aemopis 3 iHLWMMU
niKkapcbknmy 3acobamu
Ta iHWi B1an
B3aemogiit",
"Oco6nuBocTi
3acTocyBaHHsa", "
3paTHICTb BNAMBATU Ha
LIBMAKICTb peakLii npu
KepyBaHHi
aBTOTpaHcnopTom abo
IHWMKU MeXaHi3amamm",
"Mepepo3sysaHHA" ,
"Mo6iyHi peakuii”
Bi4MNOBIgHO A0
OHOB/IEHOT iHhopMaLii 3
6e3nekn 3acToCyBaHHsA
Lit0Y0T pevyoBUHN.

MepioAnyHICTb NOAAHHSA
perynsipHo

3a
peyenmom

He
nionsieae

UA/10001/01/01




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

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.

FTAHOOPT®

Kpanni ouHi no 3,0 mny
hnakoHi-kpanenbHuLj 3
nonietunexy, no 1 a6o 3
hnakoHu-kpanensHULI B
KapTOHHI nauyui

AnnepraH
dapmacbtoTikan3
IpnaHgjsa

IpnaHgis

AnnepraH
dapmacbioTikans
IpnaHgis

IpnaHgis

nepepeecTpawis Ha
HeobMeXeHuin TepMiH

OHoBEHO iHhopmaLito
B IHCTPYKLU|i ANs
MeAn4yHOro
3acTocyBaHHS
nikapcbkoro 3acoby B
po3gini "Mo6iuHi peakuii”
BigNoBigHO A0
marepianis
peecTpauiiHoro JoChbE.

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
nionsieae

UA/11121/01/01




KapTpuaxis 3
npenapaTrom B
Py4Ky Ans
BBeAeHHS): Mepk
CepoHo C.A.,
BiAAINEHHA Y M.
O6OHH,
LLisefuapis

"3acTocyBaHHA y nepiog
BariTHoOCTi abo
rogyBaHHa rpyaaro”
(peparyBaHHs TekcTy Ta
YTOUHEHHS iHhopmaLii),
"Cnocib 3acTocyBaHHs
Ta no3un"(pefaryBaHHs
TEKCTY Ta YTOUHEHHS
iHcbopmawii), "MobiyHi
peaxuii" BignosigHoO A0
marepianis
peecTpauiiHoro AoChbE.

MepioAnyHICTb NOAAHHSA
perynsipHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BignoBigHO A0

Mopsaky 34jiACHEHHS

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
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.
6. FOHAN-®® PO34MH A5 iH'EKLA No Apec TpeligiHr LLiBeiiuapis BUPOGHMLTBO ITania/ MepepeecTpaLis Ha 3a He UA/4113/02/01
300 MO (22 mkr)/0,5 mn; C.A. Hepo3cthacoBaHOro LLIseliapis HEOOMEXEHUIA TEPMIH. peyenmom nionsieae
no 0,5 Mny kapTpuaxi 3 npenapary,
NPOGKOI-NOPLUHEM Ta nepBrHHe Ta OHoBEHO iHhopmaLito
PUH/IEHOIO KPULLIEYKOHO, BTOPUHHE B IHCTPYKLU|i ANs
BMILLIEHOMY Y PYUKy 411 nakyBaHHs, MeAn4yHOro
BBefleHHs:; no 1 pyyui Ta KOHTPO/b IKOCTI 3acTocyBaHHS
8 rofloK y KapTOHHIi Ta BUNycCK cepiit: nikapcbkoro 3acoby B
Kopoo6Li Mepk CepoHo po3sginax
C.n.A., Itanis; "PapmMakoTepanesTuyHa
nepBuHHE rpyna. Kog ATX"
nakyBaHHS (peparyBaHHs TekCTy
(36upaHHs 6e3 3MiHu kogy ATX),
nonepegHL0 "Oco6nmBocTi
3anoBHeHuX 3acTocyBaHHA",
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KapTpuaxis 3
npenapaTrom B
Py4Ky Ans
BBeAeHHS): Mepk
CepoHo C.A.,
BiAAINEHHA Y M.
O6OHH,
LLisefuapis

"3acTocyBaHHA y nepiog
BariTHoOCTi abo
rogyBaHHa rpyaaro”
(peparyBaHHs TekCTy Ta
YTOUHEHHS iHhopmaLii),
"Cnocib 3acTocyBaHHs
Ta no3un"(pefaryBaHHs
TEKCTY Ta YTOUHEHHS
iHcbopmawii), "MobiyHi
peaxuii" BignosigHoO A0
marepianis
peecTpaLiiiHoro AOChLE.

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
dhapmakoHarnsagy,
3aTBEPAKEHOTO Haka3oM
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,
3a3HaveHmMn y
nepioAnMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3
6e3neku
7. FOHAN-®® PO34MH A5 iH'eKLA No Apec TpeligiHr LLiBeiiuapis BUPOGHMLTBO ITania/ MepepeecTpaLis Ha 3a He UA/4113/02/02
450 MO (33 mkr)/0,75 C.A. Hepo3cthacoBaHOro LLIseliyapis HEOOMEXEHUIA TEPMIH. peyenmom nionsieae
m/; no 0,75 mny npenaparty,
KapTpuaXi 3 NpobKoto- nepBrHHe Ta OHoBEHO iHhopmaLito
nopLuHem Ta pudanieHo BTOPUHHE B IHCTPYKLUi ANs
KPULLIEYKOLO, BMILLEEHOMY nakyBaHHs, MeAn4yHOro
Y PYUKy ANSi BBEAEHHS; KOHTPO/b IKOCTI 3acTocyBaHHS
no 1 pyuui Ta 12 ronok y Ta BMMYCK Cepiii: NiKapcbKoro 3acoby B
KapTOHHI KopobLi Mepk CepoHo po3ginax
C.n.A., Itanis; "PapmMakoTepanesTuyHa
nepBuHHE rpyna. Kog ATX"
nakyBaHHS (peparyBaHHs TekCTy
(36upaHHs 6e3 3MiHu kogy ATX),
nonepegHL0 "Oco6nmBocTi
3anoBHeHnX 3acTocyBaHHA",
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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

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
300pOB'a YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMn y
nepioAnMYHOCTI NoAAaHHSA
perynsipHmx 3BiTiB 3
6e3neku

TOHAN-®®

PO34uMH A5 iH'EKLA No
900 MO (66 mkr)/1,5 m;
no 1,5 mny kaptpuaxi 3
NpPO6KOI-NopLUHEM Ta
PUCNIEHOI0 KPULLEYKOIO,
BMILLIEHOMY Y PYUKy AN
BBE/leHHs; No 1 pydui Ta
20 ronoK y KapTOHHIl
KOpoo6Li

Apec TpeligiHr
C.A.

LLiBeiiuapis

BUPOGHMLTBO
Hepo3dacoBaHoro
npenapary,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b IKOCTI
Ta BUNycCK cepiit:
Mepk CepoHo
C.n.A,, Itanis;
nepByHHE
nakyBaHHS
(36upaHHs
nonepeaHL0
3arnoBHeHUX
KapTpuaxis 3
npenapaTrom B
Py4Ky Ans
BBeAeHHS): Mepk
CepoHo C.A.,
BiAAINEHHA Y M.

ITania/
Lseiuapis

MepepeecTpauis Ha
HeobMeXeHuli TepPMiH.

OHoBEHO iHhopmaLito
B IHCTPYKLUi ANs
MeN4HOro
3acTocyBaHHsA
nikapcbKoro 3acoby B
po3ginax
"PapmMakoTepanesTuyHa
rpyna. Kog ATX"
(peparyBaHHs TekCTy
6e3 3MiHu kogy ATX),
"Oco6nuBocCTi
3aCTOCyBaHHA",
"3acTocyBaHHA y nepiog
BariTHoOCTi abo
rogyBaHHa rpyaaro”
(peparyBaHHs TekcTy Ta
YTOUHEHHS iHhopmaLii),
"Cnocib 3acTocyBaHHs

3a
peyenmom

He
nionsieae

UA/4113/02/03
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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

OG6OHH,
LLiBeiiuapis

Ta fo3un"(peparyBaHHs
TEKCTY Ta YTOYHEHHS
iHchopmawii), "MoGiyHi

peakujii” BianosigHo A0

mMaTtepianis
peecTpavuiiHoro AochLE.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iiCHeHHs
dhapmakoHarnsagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHK
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
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,
3a3HavYeHMn y
nepioAMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3
6e3neku

ANNPUBAH

emynbCia Ans iHdysii,
10 mr/mn no 20 mn B
amnyni; no 5 amnyny
KOHTYPHIli YapyHKOBIi
ynakosuj; no 1
KOHTYPHIli YapyHKOBIi
YNaKoBLji y KAPTOHHiIl
Kopob6ui; no 50 mny
donakoHi; no 1 donakoHy
3 yTpMMyBayeMm y
KapTOHHI Kopo6Lyi

AcneH dapma
Tpenginr Nimiteq

IpnaHgis

Bupo6HuK "in
bulk”, nakyBaHHs,
BUPOGHUK,
BiANOBIga/IbHUI
3a KOHTPO/Ib
AKOCTI Ta BUMYCK
cepil:
KopgaeH ®apma
Coujeta' Nep
AsioHi, ITanis;
BMPOGHUK,
BignoBiganbHWi
3a BUNYCK cepil:
AcTpa3eHeka HOK
NlimiTen, Benvka

ITania/
Benuka
BputaHis

nepepeecTpawis Ha
HeobMeXeHuin TepMiH

OHoBEHO iHhopmaLito
B IHCTPYKLU|i ANs
MeAn4yHOro
3acTocyBaHHS
NiKapcbKoro 3acoby y
po3sginax “lNokasaHHa"
(peparyBaHHs
iHchopmawii) BignosigHO
00 matepianis
peecTpauiiHoro 4ocCbeE.
MepioAnyHICTb NOAAHHSA
perynsipHo

3a
peyenmom

He
nionsieae

UA/11592/01/01
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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

BpuTtaHis

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.

ECTE3SN®IH

cnpei HawKipHuiA, 1 %,
no 15 mn a6o 20 mn y
donakoHi; no 1 donakoHy
y nauLi 3 KapToHy

AT "dapmak”

YkpaiHa

AT "®dapmak”

YKpaiHa

nepepeecTpawis Ha
HeobMeXeHuin TepMiH

OHoBEHO iHhopmaLito
B IHCTPYKLU|i ANs
MeAn4yHOro
3acTocyBaHHS
NiKapcbKoro 3acoby y
po3sginax:
"®apMaKoorivHi
B/acTmBocCTi",
"INoka3aHHsa"
(peparyBaHHs TEKCTY),
"MpoTunokasaHHs",
"B3aemogisi 3 iHWnMmn
nikapcbknmy 3acobamu
Ta iHWi BUAn
B3aemMogiji",
"Oco6nmBocTi
3aCcToCyBaHHA",
"3acTocyBaHHs y nepiog
BariTHocTi abo
rogyBaHHs rpyanro”,
"Mo6iyHi peakuyii"

6e3
peyenma

nionsieae

UA/15499/01/01
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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

BiAgNoBigHO A0
iHhopmauii woao
MeAnYHOro
3acToCyBaHHSA
pedyepeHTHOro
nikapcbKoro 3acoby
(EK3OAEPUN®, po3ynH
HaLLKipHWI 1%).

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.

11.

IHAOMETALH-
3]0POB'A

TabneTku, BKpUTI
060/10HKOI0,
KMLLKOBOPO3UMHHI no 25
Mr no 10 TabneTtok y
6nictepi, no 3 6nictepu
Y KapTOHHIli Kopobui; No
30 Tabnetok y 6nicTepi,
no 1 6nicrepy y
KapTOHHI Kopo6Lyi

ToBapucTso 3
obMexeHoto
BiANOBIAALHICTIO
"@apmavueBTuyHa
KoMnaHis
"3popos'a”

YkpaiHa

BCi cTagii
BMPOBGHULTBA,
KOHTPO/Ib SIKOCTI,
BUMYCK cepii:
ToBapucTBO 3
0bMexeHot
BigNoBiga/bHICTIO
"®apmaueBTMyHa
KoMnaHis
"3popos'a”,
YkpaiHa; Bci cTagil
BMPOGHMLITBA,
KOHTPO/Ib SKOCTI:

YkpaiHa

nepepeecTpavjis Ha
HeobMeXeHui TepMiH

OHoBreHo iHdhopmaL,ito
B [HCTpYKUii ans
MeNYHOro
3acToCcyBaHHSA
niKapcbKoro 3acoby y
posginax "Ocob6amBocTi
3actocyBaHHs", "Cnocio
3acTocyBaHHs Ta no3n”
(yTouHeHHs iHchopmauii),
"MNepenosysaHHa"

3a
peyenmom

He
nionsieae

UA/5763/01/01
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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

ToBapucTBO 3
06MexeHoto
BiANOBIAA/IbHICTIO
"®APMEKC
rPYMN", Ykpaiva

BiAgNoBigHO A0
OHOBNEHOT iHhopMaLli 3
6e3nekn 3acTocyBaHHs
Ait040T PEYOBUHN.

MepioAnyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOrO 3BITY 3
6e3neku, BigNoBifHO A0
Mopsaky 34iACHEHHS
chapmakoHarnsgy,
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
perynsipHux 3BiTiB 3
6e3neku.

12.

KETOHAN® IO

Kancynm 3
MoAMhiKkoBaHNM
BUBI/IbHEHHAM TBEpAi N0
150 mr no 10 kancyny
6nicTepi; no 2 6nictepu
B KapTOHHIi1 kopobLi

CaHpo3
dapmacbloTikans

A4,

CnoBeHisi

Nex
dapmaLeBTUYHa
KoMnaHis 4.4.
(BMpOGHMLTBO 3a
MOBHUM LMK/IOM;
nakyBaHHS)

CnoBeHis

nepepeecTpaujis Ha
HeobMeXeHwWi TepMiH
OHoBEHO iHhopmaLito
y po3ginax
"MpoTunokasaHHsa",
"B3aemopis 3 iHLWMMU
niKkapcbknmy 3acobamu
Ta iHWi B1an
B3aemogiit",
"Oco6nuBocCTi
3aCTOCyBaHHA",
"3acTocyBaHHA y nepiog
BariTHoOCTi abo
roflyBaHHs
rpyaato” (yTouHeHHs
iHchopmauii),
"Mepeno3yBaHHa",

3a
peyernmom

He
nionsieae

UA/8325/03/02
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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

nocBi0OYEeHHs

"Mo6iuHi peakwyii"
IHCTpYKUIiT Ans
MefNYHOro
3acToCyBaHHSA
niKkapcbKoro 3acoby
BiANOBIAHO A0
OHOB/IEHOT iHdhopMaLii
oo 6e3sneku
3acTOCyBaHHSA Aitoyoi
PEeyOoBUHN.

MepiognyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOrO 3BITY 3
6e3neku, BigNoBifHO A0
Mopsaky 34iACHEHHS
chapmakoHarnsagy,
3aTBEPAKEHOr0 Haka3om
MiHicTepcTBa 0XOpoHK
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), cCTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HaveHImMn y
nepioANYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.

13.

KETOPO/TAKY
TPOMETAMIH

KpucTaniyHnin NopoLLoK
(cybeTaHuis) y
noAgiliHmx
nosieTUNEHOBKX MiLLKax
AnA hapmaLleBTU4YHOro
3aCTOCyBaHHSA

MpuBaTHe
akujioHepHe
TOBapuCTBO

"Mekxim-Xapkis

Ykpaina

Bacyaxa ®apma
Xewm Jlimiteq

IHais

nepepeecTpaujis Ha
HeobMeXeHwWi TepMiH

He
nionsieae

UA/15744/01/01

14.

NIMEHAA

Cyno3nTopii BariHaslbHi,
no 7 cynosutopiis y
6nictepi; no 1 6nictepy
y KOMNAekTi 3 7
HanasibYyHUKamMm

POTA®APM
INTAYNAPI NTA.
LTI,

TypeyunHa

YOPN]
MEANLMH LAY
CAH. BE TIDXK.

AL

TypeyunHa

nepepeecTpavis Ha
HeobMeXeHwWi TepMiH

OHoBEHO iHChopmaLito
B IHCTPYKUiT Ana

3a
peyernmom

He
nionsizae

UA/14636/01/01
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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

0/IHOPa30BOro MeAn4YHOro

BMKOPUCTaHHS abo no 2 3acTocyBaHHs

6nicTepy y KOMNAEKTI 3 NiKapcbKoro 3acoby y

14 Hananb4YyHUKaMm po3sginax:

0/lHOpPa30BOro "apMaKoorivHi

BUKOPUCTaHHA Y BNacTuBOCTI",

KapTOHHI KopobLi "Moka3aHHA" (YTOUHEHHS

iHbopmawii),
"MpoTunokasaHHsa",

"B3aemogisi 3 iHWnMKn
nikapcbknmy 3acobamu
Ta iHWi BUAn
B3aemMogiji",
"Oco611BOCTi
3aCcToCyBaHHA",
"3acTocyBaHHs y nepiog,
BariTHocTi abo
roflysaHHs rpyaao”,
"3paTHiCTb BNIMBATU Ha
LWIBMAKICTb peakuii npu
KepyBaHHI
aBTOTpaHcnopTom abo
IHLIMMK MexaHi3mamm®,
"Cnoci6 3acTocyBaHHs
Ta gosun”, "MoGivHi
peaxuii" BignosigHo A0
iHchopmauii Lwoao
MeAn4yHOro
3acTocyBaHHs
pedyepeHTHOro
nikapcbKoro 3acoby
(HEO-NEHOTPAH®
®OPTE, cynosuTtopii
BariHa/bHi).
MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iiCHeHHs
dhapmakoHarnsagy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa 0XOpOHK
340pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
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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.

15.

MEAIATOPH®

PO3unH NS iH ekyin, 15
Mr/mn no 1 mn B amnyni,
no 10 amnyny
KOHTYPHIli YapyHKOBIi
ynakosui, no 1
KOHTYPHIli YapyHKOBIi
yNakoBLj B nayui

MNAT "Tannucapm”

YkpaiHa

MAT "Fanuudpapm"

Ykpaina

MepepeecTpavia Ha
HeobMeXeHuni TepMiH

OHoBreHo iHdhopmaL,ito
B IHCTPYKUIT Ansa
MeNYHOro
3acTocyBaHHSA
niKkapcbKoro 3acoby
BiA4MNoBIgHO A0
pedhepeHTHOro
niKkapcbKoro 3acoby
(HeiipomignH®, po3unH
Ons iv'ekyii no 15
Mr/mn) y posginax
"®dapMaKoorivHi
BrnactuneocTi", "MoGiuHi
peakuii” Ta
"HecyMicHicTb".

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iiCHEeHHS
dhapmakoHarnsagy,
3aTBEPKEHOr0 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

3a
peyenmom

He
nionsizae

UA/15375/01/01
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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

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.

16.

MIAIAHA

TabneTku, BKpUTI
nNiBKOBOK 060/I0HKOIO,
no 21 rabnetui y
6nicTepi; no 1 a6o 3
6nictepu pasom 3
KapTOHHUM OyTNSspOM
Ons 36epiraHHs
6nicTtepa B nauui

BAT "TepneoH
PixTep"

YropLmHa

BAT "TeneoH
PixTep"

YropumHa

nepepeecTpavjis Ha
HeobMeXeHui TepMiH

OHoBreHo iHdhopmaL,ito
B IHCTPYKUIT Ansa
MeNYHOro
3acToCcyBaHHSA
niKapcbKoro 3acoby y
posginax:
"MpoTunokasaHHsa",
"B3aemopis 3 iHLWMMU
nikapcbknmy 3acobamu
Ta iHWi B1an
B3aemogiit",
"Oco6nuBocCTi
3aCTOCyBaHHA",
"3paTHICTb BNAMBATU Ha
LIBMAKICTb peakLii npu
KepyBaHHi
aBTOTpaHcnopTom abo
IHWXMKN MeXaHi3amamm",
"Mo6iuHi peakwyii"
BigNoBigHO A0
OHOB/IEHOT iHdhopmaLlii 3
6e3nekun gitoyoi
peyoBUHM Ta iHopmaLii
LLIOAO0 MEANYHOro
3acTocyBaHHSA
pedyepeHTHOro
nikapcbKoro 3acoby
(APNHA®, TabneTku,
BKPUTiI 060/10HKOI0).

MepiognyHiCTb NOAAHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BiANoBiAHO A0

3a
peyenmom

He
nionsieae

UA/11296/01/01
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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

Mopsaky 34iACHEHHS
chapmakoHarnsagy,
3aTBEPKEHOrO HakasoM
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
perynsipHux 3BiTiB 3
6e3neku.

17.

HEWPOTUNIH

PO34UnH NS iH EKL,
250 mr/mn no 4 mn B
amnyni; no 5 amnyn 'y
6nicTepi; no 1 a6o 2
6nicTepy B KOpo6L;i 3
KapTOHY

ToBapucTso 3
obmexeHor
BiANOBIAANILHICTIO
"papmaLeBTUYHa
KOMMaHis
"3popos'a”

Ykpaina

ToBapucTBO 3
0bMexeHoto
BignoBigasibHICTIO
"®apmaueBTnYHa
KoMnaHis
"3popos'a”

YkpaiHa

nepepeecTpaujis Ha
HeobMeXeHwWi 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

3a
peyernmom

He
nionsieae

UA/15534/01/01
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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.
18. HEKCIYM TabneTkn, BKPUTI AcTpa3eHeka Ab LLBeuis AcTpa3eHeka Ab LLiBeuis MepepeecTpavis Ha 3a He UA/2534/02/01
NNiBKOBOK 0O0JIOHKOIO, HeobMeXeHuli TepMiH. peyenmom nionsizae

no 20 mr, no 7 TabneTok
y 6nicTepi, no 1 a6o no
2 6nicTepun y KapTOHHIi
KOpOoO6LL

OHoBEHO iHhopmaLito
y po3ginax
"®apmakonorivHi
B/1acTmMBoCTi",
"MMoka3aHHA"
(pefaryBaHHs TeKCTy),
"TpoTunokasaHHsa",
"B3aemogis 3 iHW1MK
nikapcbknMmn 3acobamm
Ta iHWi BUAn
B3aemMogijin",
"Oco6nuBocTi
3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog
BariTHoOCTi abo
rogyBaHHs rpyaar”
(BHECEHI YTOYHEHHS),
"3paTHiCTb BNMBATU Ha
LWBMAKICTb peakuii npu
KepyBaHHI
aBTOTpaHcnopTom abo
IHLIMMK MexaHi3mamm®,
"Cnoci6 3acTocyBaHHs
Ta [osun”,
"Mepepno3yBaHHA",
"Mo6iuHi peakwyi"
IHCTpyKUIii ans
MeAnYHOro
3acTocyBaHHsA
nikapcbKoro 3acoby
BigNoBigHO A0
marepianis
peecTpauiiHoro JoChbE.

MepioAnyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOT O 3BITY 3
6e3neku, BignoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPAKEHOTO HaKka3oM

MiHicTepcTBa 0XOpOHU
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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

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 NoAaHHSA
perynsipHmx 3BiTiB 3
6e3neku.

19.

HEKCIYM

TabneTku, BKpUTI
NAiBKOBOK 0O0I0HKOIO,
no 40 wmr, no 7 TabneTok
y 6nicTepi, no 2
6icTepn y KapTOHHIN
Kopoo6Li

AcTpa3eHeka Ab

LLBeuis

AcTpa3eHeka Ab

LLseuis

MepepeecTpavisa Ha
HeobMeXeHuli TepPMiH.
OHoB/eHo iHdhopmaL,ito

y po3ginax
"dapMaKoorivHi
BNaCTVBOCTI",
"Moka3aHHA"
(peparyBaHHs TeKCTy),
"MpoTunokasaHHsa",
"B3aemopis 3 iHLWMMU
niKkapcbknmy 3acobamu
Ta iHWi B1an
B3aemogiit",
"Oco6nuBocTi
3aCTOCyBaHHA",
"3acTocyBaHHA y nepiog
BariTHoOCTi abo
rogyBaHHa rpyaaro”

(BHECEHI YTOUHEHHS),
"34aTHiCTb BNAVMBaTK Ha
LIBMAKICTb peakuii npu

KepyBaHHI
aBTOTPaHCNOPTOM abo
iHWMMK MexaHizmamn®,
"Cnoci6 3acTocyBaHHs

Ta gosun",

"Mepepo3yBaHHA",
"Mo6ivHi peakuii”
IHCTpYKUIii ans
MeAn4yHoro

3a
peyenmom

He
nionsieae

UA/2534/02/02
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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

3acToCyBaHHSA
niKkapcbKoro 3acoby
BiANOBIAHO A0
mMarepianis
peecTpauiiHoro 4ocCbeE.

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 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.

20.

OKTAHAT

MOPOLUOK A4/15 PO34UHY
Ons iH'ekyiin no 50
MO/mn; KapToHHa
Kopo6ka Nel: MicTutb 1
(h/1aKOH 3 NOPOLLKOM
AN PO34MHY ANns
iH'ekuUii. KapToHHa
Kopobka Ne2: MicTuTb 1
hN1aKoH 3 PO3YMHHMKOM

OkTadapma
dPapmaLeBTmKa
MpogykTioHcrec

M.6.X.

ABcTpist

BMPOGHMLITBO 3a
MOBHUM LMK/IOM 3a
BUK/THOYEHHAM
BTOPUHHOT
yNaKoBKM:
OkTadapma AB,
LBeuis;
BMPOBGHULTBO 3a
NOBHUM LMK/IOM,

LLBeuis/
ABcTpisi/
Himeuunna/
®paHuis

MepepeecTpavia Ha
HeobMeXeHuli TepMiH.

OHoBreHo iHdhopmaL,ito
y po3ginax
"Oco6nuBocTi
3actocyBaHHs", "Cnocio
3acTocyBaHHsA Ta go3n”,
"Mo6iyHi peakwyii"

(Boza ans iH'ekuii no 5 BK/THOYat0UN IHCTpyKUIii ans

M (250 MO/chbnakoH) Bi3yasibHy MeanyHoro

a6o 10 mn (500 iHCMeKw;jto: 3acTocyBaHHsA
MO/chnakoH)) Ta OxTadapma nikapcbKoro 3acoby
KOMNAeKT ans dapmareBTuKa BiANOBIAHO [0
PO3YMHEHHA Ta MpopykTioHcrec marepianis
BHYTPILLUHbOBEHHOIO M.6.X., ABCTpis; peecTpaLiiiHoro AOChLE.

3a
peyenmom

He
nionsieae

UA/15468/01/01
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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
BBefeHHS (1 wnpwy, BMPOGHMLITBO 3a
ofHopa3osuid, 1 MOBHUM LMK/IOM 3a MepiognyHICTb NoAaHHA
[BOCTOPOHHSA rofika, 1 BUK/THOYEHHAM perynspHo
ronka 3 ginbTpom, 1 BTOPWHHOT OHOB/IIOBAHOTO 3BITY 3
ronika gns iH'ekuin, 2 yNaKoBKU: 6e3neku, BiANOBIAHO A0
NpoCoYeHi cnupToM OkTadapma, Mopsaky 34iiCHeHHs
TamnoHu) y nakeTi abo dpaHujs; thapmakoHarnsgy,
6nictepi. Kopobka Ne 1 BTOPWUHHE 3aTBEPKEHOro Haka3oMm
Ta kopobka Ne 2 nakyBaHHs, MiHicTepcTBa 0XOpOHK
06’€AHYIOTbCS MK BisyasibHa 340pOB’A YKpainu Big 27
C06010 NNacTUKOBOK iHCnekuis: rpyaHs 2006 poky Ne
NNiBKO OkTaghapma 898, 3apeecTpoBaHoro B
[Heccay M'm6X, MiHicTepcTBi tocTuii
HimeuuunHa; Ykpainu 29 ciuns 2007
BUPOGHMLTBO poky 3a Ne 73/13340 (y
KpionpevinitaTa: pejakuii Hakasy
OkTathapma MiHicTepcTBa OXOpPOHU
MpogykuioHcrecen 300pOB'a YKpaiHu Bif 26
nwadT JonunaHg BepecHst 2016 poky Ne
M.6.X., HimeuunHa 996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HaveHmMn y
nepioAnMYHOCTI NoAAaHHSA
perynsipHmx 3BiTiB 3
6e3neku.
21. OKTAHAT NOPOLLOK A/191 PO3UYUHY OkTadapma ABCTpis BMPOBGHULTBO 3a LLsewis/ MepepeecTpaLis Ha 3a He UA/15468/01/02
Ans iH'ekyin no 100 dPapmaLeBTUKa MOBHUM LIMKIOM 3a AscTpis/ HeobMeXeHuli TepPMiH. peyenmom nionsi2ae
MO/mn; KapToHHa MpopaykTioHcrec BUK/THOYEHHAM Himeuunna/
Kopobka Nel: MicTuTb 1 M.6.X. BTOPVHHOI PpaHuis OHoBEHO iHhopmaLito
01aKOH 3 MOPOLLKOM yMakoBKu: y po3ginax
01151 PO34VHY A4S OxTadhapma AB, "Oco6MBOCTi
iH'ekUili. KapToHHa Lseuis; 3acTocyBaHHsA", "Cnoci6

Kopobka Ne2: micTutb 1
(h/1aKOH 3 PO3YMHHUKOM
(Boza ans iH'ekuii no 10
mn (1000 MO/dhnakoH))
Ta KOMNeKT ans
PO3YMHEHHA Ta
BHYTPILLHbOBEHHOIO
BBefeHHs (1 wnpuy
ofHopasosuit, 1
[,BOCTOPOHHSA ronka, 1
ronka 3 ginbTpom, 1

BMPOGHMLITBO 3a
MOBHUM LMK/IOM,
BK/IlOHAK0UM
BisyasibHy
iHCnekKujto:
OkTathapma
PapmavueBTuKa
MpopykTioHcrec
M.6.X., ABCTpis;
BMPOGHMLITBO 3a
MOBHUM LMK/IOM 3a

3acTocyBaHHsA Ta go3n’,
"Mo6iuHi peakwyii"
IHCTpYKUIiT Ans
MeNYHOro
3acTocyBaHHSA
niKkapcbKoro 3acoby
Bi4MNOBIgHO A0
mMarepianis
peecTpauiiHoro 4ocCbeE.

MepiognyHiCTb NOAAHHSA

ronka ans iv'exuin, 2 BUK/IOYEHHAM perynsipHo
NpOCOYeHi CNMpTOM BTOPVHHOI OHOB/IHOBAHOrO 3BITY 3
TamnoHu) y nakeTi abo YMaKoBKM: 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
6nicTepi. Kopobka Ne 1 OkTadapma, Mopsaky 34iACHEHHS
Ta kopobka Ne 2 PpaHuis; thapmakoHarnagy,
06’€AHYIOTBCA MK BTOPUHHE 3aTBepKeHOro Hakasom
€060t0 NNacTUKOBOIO nakyBaHHs, MiHicTepcTBa 0XOpPOHM
nNiBKoO BizyasibHa 3[10pOB’A YKpaiHu Big 27
iHCnekujis: rpyaHa 2006 poky Ne
OxkTadapma 898, 3apeecTpoBaHoOro B
[Leccay 'm6X, MiHicTepcTsi tocTuuii
HimeyuunHa; Ykpainu 29 ciyHs 2007
BVPOGHMLTBO poky 3a Ne 73/13340 (y
Kpionpeujnitara: pefakuii Hakasy
OkTaghapma MiHicTepcTBa OXOpPOHU
MpopaykuioHcrecen 300pOB's YkpaiHu Big 26
nwadt Joiunang BepecHsa 2016 poky Ne
M.6.X., HimeuunHa 996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HaveHImMn y
nepioANYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.
22, nEPUHAONPUNI TabneTkn, BKPUTI TeBa I3painb AT YropwuHa MepepeecTpavis Ha 3a He UA/14925/01/02
IHAAMAMIA-TEBA NNiBKOBOIO 060JI0HKOHD, dapmaveBTikan dapmaLeBTUYHNI HeobMeXeHuli TepMiH. peyenmom nionsieae
no 2,5 mr/0,625 mr; no IHoacTpi3 /114, 3aBog, TEBA

30 TabneTtok y
KOHTelHepi; no 1
KOHTEWHepy B KOPOOL

OHoBEHO iHthopmaL,ito
B IHCTPYKLUi ANns
MeAnYHOro
3acTocyBaHHsA
nikapcbKoro 3acoby y
po3ginax "lMokasaHHs",
"MpoTunokasaHHs",
"B3aemogisi 3 iHWnMmn
nikapcbknumy 3acobamu
Ta iHWi BUAn
B3aemMogijin",
"Oco6n1BOCTi
3aCcToCyBaHHA",
"3acTocyBaHHs y nepiog,
BariTHocTi abo
rogyBaHHs rpyanro”,
“aitn",
"Mepepno3yBaHHA",
"Mo6iyHi peakwyi"
BigNoBigHO A0
iHchopMmaui
pedyepeHTHOro
nikapcbKoro 3acoby
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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

HONIMPEN® APTIHIH.

MepioAnyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOr O 3BITY 3
6e3neku, BigNoBifHO A0
Mopsaky 34jiACHEHHS
chapmakoHarnsagy,
3aTBEPAKEHOr0 Haka3oMm
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), cCTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HaveHImMn y
nepioANYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.

23.

NYNbMIKOPT

cycnensis ans
po3nuneHHs, 0,25
Mr/mMn; no 2 May
KOHTeliHepi; no 5
KOHTEeWHepIB y KOHBEPTI;
no 4 KOHBepTN y
KapTOHHI Kopo6Lyi

AcTpa3eHeka Ab

Lseujis

AcTpa3eHeka Ab

Lsewis

MepepeecTpavis Ha
HeobMeXeHuli TepPMiH.

OHoBEHO iHthopmaL,ito
B IHCTPYKLUi ANns
MeAnYHOro
3acTocyBaHHsA
nikapcbkoro 3aco6y B
posginax
"PapmMakoTepanesTuyHa
rpyna. Kog ATX"
(peparyBaHHs TEKCTY
6e3 3MiHn kogy ATX),
"®apmakonorivHi
BnacTmsocTi"
(yTouHeHHs iHchopmauii),
"MpoTunokasaHHsa",
"B3aemopis 3 iHLWMMU
nikapcbknumy 3acobamu
Ta iHWWi BUan

3a
peyernmom

He
nionsieae

UA/5552/01/01
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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

~n

B3aemMogiji",
"Oco611BOCTi
3aCcToCyBaHHA",
"3acTocyBaHHs y nepiog,
BariTHocTi abo
roflyBaHHs rpyaao”
(peparyBaHHs TeKCTy),
"Mo6ivHi peakuii”
BiANoOBIAHO A0
mMarepianis
peecTpauiiHoro 4ocbeE.

MepiognyHIiCTb NOAAHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsagky 34iCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
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.

24.

NYNbMIKOPT

cycneHsis gns
posnuneHHs, 0,5 mr/mn;
no 2 M/ 'y KOHTeHepi;
no 5 KoHTeliHepiB y
KOHBEepTi; N0 4 KOHBEPTK
Y KapPTOHHIli KOpoo6Li

AcTpa3eHeka Ab

LLBeuis

AcTtpa3eHeka Ab

LLBeuis

MepepeecTpavia Ha
HeobMeXeHuli TepMiH.

OHoBreHo iHdhopmaL,ito
B IHCTPYKUIT Ansa
MeNYHOro
3acTocyBaHHsA
nNiKapcbkoro 3acoby B
posginax
"PapmMakoTepanesTuyHa

3a
peyenmom

He
nionsieae

UA/5552/01/02

28




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

rpyna. Kog ATX"
(peparyBaHHs TekCTy
6e3 3MiHun kogy ATX),
"®apmakonorivHi
BnacTmsocTi"
(yTouHeHHs iHchopmauii),
"MpoTunokasaHHa",
"B3aemogis 3 iHWMun
nikapcbknumy 3acobamu
Ta iHWi BUan
B3aemopiin",
"Oco6nuBoCTi
3aCTOCyBaHHA",
"3acTocyBaHHA y nepiog
BariTHocTi abo
rogyBaHHa rpyaaro”
(peparyBaHHs TEKCTY),
"Mo6iyHi peakwyii"
BiAgNoBigHO A0
mMaTtepianis
peecTpavuiiHoro AochLE.

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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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
25. PAMI CAHA03® Tabnetkn no 5 mr/25 wr, CaHpo3 CnoBeHisi Bupo6HuLTBO Monba/ nepepeecTpaujis Ha 3a He UA/4259/01/02
KOMMNO3UTYM no 10 Tabnetok y dapmacbioTikan3 Hepo3hacoBaHOro HimeuunHa HeobMeXeHui TepMiH peuyenmom niossieae
6nicTepi; no 3 6nictepu Aa.4a. npoAaykTy, A03BIN

B KapTOHHIi kopobui

Ha BUMyCK cepii;
MepBuHHa Ta
BTOPUHHA
ynakoBka, 403BiN
Ha BUNycK cepii:
Nek C. A.,
MNonbLa;
Buvpo6HMLTBO 3a
NOBHUM LK/IOM:
Canotac Papma
M6X, HimeuunHa

OHoBreHo iHdhopmaL,ito
B IHCTPYKLUIT Ana
MefNYHOro
3acToCcyBaHHSA
niKkapcbKoro 3acoby y
posginax
"®apmakonorivHi
BnacTmsocTi"
(iHdhopmauiist 3 6esneku),
"MpoTunokasaHHsa",
"B3aemogis 3 iHWMun
nikapcbknumy 3acobamu
Ta iHWi BUan
B3aemopiin",
"Oco6nuBoCTi
3actocyBaHHs", "IN06i4Hi
peaxuii” BignosigHo A0
OHOB/IEHOT iHhopmaLlii 3
6e3nekun gitouoi
PeYOoBUHW.

MepioanyHIiCTb NOAAHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsagky 34iCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHu 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,
3a3HavYeHUMn y
nepiognMYHoOCTI NogaHHsA
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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.

26.

TAHTYM PO3A®

rpaHynu gns
BariHa/IbHOro PO34unHy
no 500 wmr; no 10 cawe B
KapTOHHI KopobLyi

AsieHge Kimike
PiyHiTe AHxeniHi
PpaHyecko

AK.P.A®.C.nA.

ITanisa

AsieHge Kimike
PiyHiTe AnxeniHi
®paHyecko

AKP.A®. C.nA.

ITanis

nepepeecTpaujis Ha
HeobMeXeHwWi TepMiH

OHoBEHO iHthopmaL,ito
y po3ginax
"3acTocyBaHHA y nepiog
BariTHoOCTi abo
rogysaHHA rpyaar” ta
"MNepeno3ysaHHA"
IHCTpYKUIii ans
MeN4HOro
3acTocyBaHHs
nikapcbKoro 3acoby
BigNoBigHO A0 6e3nekn
3aCTOCyBaHHA Aitoyol
PEYOBUHM.

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/4012/01/01

27.

®JIABOBIP®

cupon no 30 mn, abo no
50 mn, a6o no 60 mny
donakoHax 3 cknia abo

TOB "HBK
"Ekochapm”

YkpaiHa

TOB "HBK
"Ekochapm”

YkpaiHa

nepepeecTpaujis Ha
HEOOMEXEHUIA TEPMIH

6e3
peyenma

nionsieae

UA/5510/01/01
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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

nnacTuky; no 1 conakoHy
pasom 3 [03YH4Oot0
E€MHICTIO Yy nauui 3
KapTOHHY

BHeceHO OHOB/EHY
iHdhopmauito B
IHCTpYyKLUito Ans

MeAn4YHOro
3acTocyBaHHs
nikapcbkoro 3acoby Ao
po3sginy
"Moka3aHHs"(pegarysaH
HA), @ TakoX [0 po3gainis
"Oco6nmBocCTi
3acTocyBaHHs", "Mo6iYHi
peakuii" BianosigHo A0
OHOB/IEHOT iHhopMaLii 3
6e3neku giruunx Ta
O0NOMDKHUX PevyoBUH
nikapcbkoro 3acooy.

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.

28.

LE®IKC

kancysim no 400 mr no 5
Kancyn y 6nictepi; no 1
6nicTepy y KapTOHHii
KOpoo6Li

Papma
IHTEpHeLLeHan
KomnaHi

Voppais

Papma
IHTepHeLeHan
KomnaHi

Wopparis

nepepeecTpaujis Ha
HeobMeXeHwWi TepMiH

OHoBEHO iHthopmaL,ito
y po3ginax "B3aemogis 3

3a
peyernmom

He
nionsieae

UA/4151/01/01
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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

IHLIMMKN NiKapCbKMK
3acobamu Ta iHWi Buan
B3aemogiit",
"Oco6nuBocCTi
3acTocyBaHHs", "Mo6iYHi
peakuii" iHcTpyKuii gns
MeAn4yHOro
3acTocyBaHHs
nikapcbKoro 3acoby
BiAgNoBigHO A0
OHOBJ1EHOT iHthopmaLLii
oo 6esneku
3acTocyBaHHs Aitoyol
PeyoBUHN.
MepiognyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOrO 3BITY 3
6e3neku, BigNoBifHO A0
Mopsaky 34iACHEHHS
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
perynsipHux 3BiTiB 3
6e3neku.

29.

WABII NUCTA

nucTsa (cybeTanuis) y
MilLKax, ToKax, Kinax
Ans hapmaleBTUYHOro
3aCTOCYBaHHs

MpAT "NMikTpasn”

Ykpaina

MpAT "NikTpasun”

YkpaiHa

nepepeecTpaujis Ha
HeobMeXeHwWi TepMiH

He
nionsieae

UA/5808/01/01
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FeHepanbHUN AUpeKTop
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

Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

AlFEH® 10

Tabnetku no 10 mr, Ne 30
(10x3): no 10 TabneToK y
6nictepi; no 3 6nictepn y
KapTOHHI Kopo6ui, Ne 30
(15x2): no 15 TabneToK y
6nictepi; no 2 6nictepn y
KapTOHHI KOpoo6Li

TOB "CaHodi-ABEHTIC
YkpaiHa"

YkpaiHaa

C.C. «3EHTIBA
C.A.» , PymyHis
(KOHTPO/b AKOCTI);
TOB "3eHrTiBa",
Yecbka Pecny6nika
(BMpOGHMLTBO M3,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepiid)

PymyHis
Yecbka
Pecny6nika

BHECEHHS 3MiH A0 peecTpavlinHmx
martepianis:
3MiHM | TUNY - NoAaHHA
OHOBJ/IEHOTO cepTudiikata
BiANOBIAHOCTI EBpoNechbkili
thapmaxonei Ne R1-CEP 2006-
003-Rev 01 gns fjtoyoi peqyoBUHN
Amlodipine besilate Big Bxe
3aTBEPKEHOrO BUPOBHMKA
HETERO DRUGS LIMITED; 3miHn
| TMNy - NoAaHHs OHOBNEHOTO
cepTudiikaTa BignoBigHOCTI
€Bponeiicbkiin hapmakonei Ne R1-
CEP 2006-003-Rev 02 ans gitoyoi
peyosunHY Amlodipine besilate Big,
BXe 3aTBEePPKEHOro BUPOGHMKa
HETERO DRUGS LIMITED; 3MiHn
| TMNYy - NogaHHA OHOBNEHOTO
cepTudpikaTa BignoBigHOCTI
€Bponeiicbkiit hapmakonei Ne R1-
CEP 2006-003-Rev 03 gns gitoyoi
peyosumHM Amlodipine besilate Big,
BXe 3aTBeppKeHOro BUpPo6HMKa
HETERO DRUGS LIMITED. Ak
HacnigoK BHOCATLCA 3MiHM LLOA0
afpecu sBnacHuka CEP Ta
BMPOGHNYOI AinsHKM API; 3miHM |
TUNY - NOAAHHSA OHOB/IEHOTO
cepTudikaTa BignoBigHOCTI
€sponeiicbkili hapmakonei Ne R1-
CEP 2006-003-Rev 04 gns gitouoi
peyosuHu Amlodipine besilate Big
BXe 3aTBEepPKEHOro BUPOGHMKa
HETERO DRUGS LIMITED

3a peyernmom

UA/7446/01/01

ArEH® 5

Tabnetku no 5 mr, Ne 30

(10x3): no 10 TabneTok y
6nicTepi; no 3 6rictepu 'y
KapTOHHI kopo6ui, Ne 30

TOB "CaHochi-ABEHTIC
YkpaiHa"

YKpaiHaYkp
aiHa

C.C. «<3EHTIBA
C.A.» , PymyHis
(KkOHTpONb SKOCTI);
TOB "3eHrTiBa",

PymyHis
Yecbka
Pecny6nika

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis:
3MiHK | TUNY - NoAaHHA
OHOBJIEHOIO cepTudikaTa

3a peyenmom

UA/7446/01/02
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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

(15x2): no 15 TabneTtoK y
6nicTepi; no 2 6rictepu 'y
KapTOHHIA KOpoo6Li

Yecbka Pecny6nika
(Bupo6HULTBO N3,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b Ta BUNYCK
cepii)

BIANOBIAHOCTI EBpONenchbkili
thapmakonei Ne R1-CEP 2006-
003-Rev 01 ansa Ajitoyoi pevyoBuHU
Amlodipine besilate Big Bxe
3aTBEPKEHOr0 BUPOGHUKA
HETERO DRUGS LIMITED; 3MiH®
| TMNYy - NogaHHA OHOBNEHOTO
cepTudpikaTa BignoBigHOCTI
€Bponeiicbkiit hapmakonei Ne R1-
CEP 2006-003-Rev 02 ans gitoyoi
peyoBumHM Amlodipine besilate Big,
BXe 3aTBeppKeHOro BUpPOo6HMKa
HETERO DRUGS LIMITED; 3MiHn
| TMNy - NoAaHHs OHOBNIEHOTO
cepTudikaTa BignoBigHOCTI
€sponeiicbkiin hapmakonei Ne R1-
CEP 2006-003-Rev 03 ans gito4oi
peuosuHu Amlodipine besilate Big
BXe 3aTBepPKEHOro BUPOGHMKa
HETERO DRUGS LIMITED. Ak
HacnigoK BHOCATLCA 3MiHU LWOA0
agpecu BnacHuka CEP Ta
BMPOGHWYOT AinsHKM API; 3miHK |
TUNY - NOAAHHSA OHOB/IEHOTO
cepTudiikaTa BignoBigHOCTI
€Bponeiicbkiin hapmakonei Ne R1-
CEP 2006-003-Rev 04 ans gitoyoi
peyosumHY Amlodipine besilate Big,
BXe 3aTBEePPKEHOro BUPO6HNMKa
HETERO DRUGS LIMITED

ASUTPOKC ®

500

TabneTkn, BKPUTI
N1iBKOBOK 060JI0HKOHO, MO
500 mr, Ne 3: no 3
Tabnetkn y 6nictepi; no 1
6nicTepy B KapTOHHil
Kopoo6Li

TOB "CaHochi-ABEHTIC
Ykpaiva"

Ykpaina

TOB "3eHrTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH 4O peecTpauiiHnx
martepianis:

3MiHY | TUMy - 3MiHK Woao
6e3nekn/etheKkTUBHOCTI 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
3AjiicCHeHHs hapMakoHarnaay

3a peyenmom

UA/4822/01/02
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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

(BK/IHOYAKOYUMN KOHTaKTHI JaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnagy) - smiHa
YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAAbLHOT 32
hapMakoHarnsng.
MponoHoBaHa peaakuis:
Xopakiscbka TeTsHa
BauyecnasiBHa. 3MiHa KOHTaKTHMX
[aHVX YNOBHOBaXeHOI 0co6u
3as1BHVIKa, BiANOBiAabHOT 3a
hapmakoHarnag,

AUNAP®

po34uH A4 iH ek, 100
MO/mn no 3 mny
KapTpuaxi; no 5
KapTpuaxis y 6nictepi, no
1 6nicTepy B nauui; no 10
M1y dhrakoHi; no 1
dhnakoHy B nauuj

AT "®dapmak”

YKpaina

BiokoH
Bavionomxuke IHgisa
Nimiteq, IHAis;
AT "dapmak”,
YkpaiHa

IHais/
YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHu | TNy -
AAMIHICTpaTVBHI 3MiHK. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
MiCLA NPOBAaKEHHSA AiNIbHOCTI
BMPOGHMKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BK/IKOHa0um
AinbHULI BUNYCKY cepii abo MicLe
NpoBeieHHs KOHTPOJIO SIKOCTI.
([isnbHICTB, 3a AKy BignoBigae
BMPOGHUK/IMNOPTEpP, BKKOYaOUN
BMNYyCK cepiit). 3MiHa Ha3BM Ta
appecy Bupo6Huka 13 Biocon
Limited/ BiokoH NimiTes, 6e3 3miHW
MicUsi BAPOOHULTBA Ta BUy4YEHO
IOpUANYHY aapecy BUPOGHUKa
"N3. 3MiHN BHECEHO B IHCTPYKL,i1O
0719 MeMYHOro 3aCTOCYBaHHs
00 HaliMeHyBaHHA Ta
MiCLie3HaxXoMKeHHSI BUPOOHMKA 3
BigMNOBIgHMMM 3MiHAMW Y TEKCTI
MapKyBaHHS YMakoBKV NikapcbKoro
3acoby. BBefieHHs 3MiH NpOTSArom
6-Tn MicAUIB NiC/1A 3aBTEPKEHHS.
3MiHu | TUNY - AgMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHA AiS/IbHOCTI
BMPOGHMKa (BK/OYaouH, 3a
HEeoO6XiAHOCTI, MicLe NPOBEAEHHS
KOHTPO/IH0 SIKOCTI), a60 BriacHUKa
macTep-haiina Ha A®l, abo
noctavyasibHuka A®I/BuxigHoro
marepiany/peareHTy/nPoMiXHOIo
NPOAYKTY, L0 3aCTOCOBYIOTbCS Y

3a peuenmom

UA/15749/01/01
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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

BMPOGHMLTBI ADI (AKLLO
3a3HavYeHo y A0CbE Ha Nikapcbkuii
3acib) 3a BiACYTHOCTI cepTuddikara

BIANOBIAHOCTI EBpONenchbkili
thapmakonei y 3aTBeppKeHOMY
nocbe, abo BUPOOHUKA HOBOT
[OMOMDKHOT PEYOBUHY (SIKLLO
3a3HayeHo y A0cbe). 3MiHa Ha3BuM
Ta agpecu BUPOOHUKa cybcTaHuji
iHcyniHy rnapriny (OHK-
pekombiHaHTHOro) Biocon Limited/
BiokoH NimiTes, 6e3 3mMiHW Micus
BMPOGHMLTBA

AWPA-
CAHOBE/Ib

Tabnetku no 8 mr no 14
TabneTtok y 6nictepi; no 2
61icTepy B KApTOHHiIl
KopooLi

CaHoBensb Inay Canai
Be Tumxapet A.LLL.

TypeuunHa

CaHoBenb Inay
CaHai Be Tumxapet
A.LL.

TypeyunHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis:

3MiHM | TURY - 3MiHW WOA0
6e3nekn/edheKTMBHOCTI Ta
hapmakoHarnsgy - OHOBMEHHS
TEeKCTYy MapKyBaHHS ynakoBKu
NiKapCcbKoro 3aco6by 3 BHECEHHAM
iHchopmauii LWoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl

3a peuenmom

UA/8667/01/01

AUPA-
CAHOBE/b

Tabnetku no 16 mr no 14
Tabnetok y 6nictepi; no 2
6nicTepn B KapTOHHIi
Kopoo6Li

CaHosenb Inau Canai
Be Tumkapet A.LL.

TypeyunHa

CaHoBensb sy
CaHai Be Tugxapet
A.L.

TypeyunHa

BHECEHHS 3MiH O peecTpaLiiHnx
marepianis:

3MiHuM | TUNY - 3MiHK WoA0
6e3nekn/eheKkTUBHOCTI Ta
thapmakoHarnsgy - OHOB/IEHHS
TEKCTY MapKyBaHHS ynakoBKm
NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmauii LWoao 3a3HaueHHs
OAVHULb BUMIPIOBAHHSA Y CUCTEMI
Sl

3a peyenmom

UA/8667/01/02

ANNErPA® 180
Mmr

TabneTkun, BKpUTI
060/10HKO10, MO 180 Mmr; Ne
10, Ne 20 (10x2): no 10
Tabnetok y 6nictepi; no 1
abo no 2 6nictepu B
KapTOHHiiA KOpo6Li

TOB "CaHodi-ABEHTIC
YkpaiHa"

Ykpaina

CAHO®I BIHTPOIN
IHOACTPIA - TYP3

®paHuis

BHECEHHS 3MiH 0 peecTpaLinHmx
mMartepianis:
3MiHY | TURy - 3MiHK Woao
6e3nekn/edheKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHNX AaHuX Npo
cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa yNMOBHOB&XeHOi 0cobH,
BiANOBIAa/IbHOI 3a 3AiiCHEHHS

6e3 peyenma

UA/8500/01/02

38




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 peaakuis:
XopakiBcbka TeTsHa
BsavyecnagiBHa. 3MiHa KOHTaKTHUX
LaHnX YNOBHOBaXEHOT 0Co6U
3asBHMKA, BiANOBIA&/IbHOI 3a
dhapmakoHarnsag,.

ANbBYHOPM

5%

po3unH ans iHdysili 5%
(50 r/n); no 100 mn, 250
M a6o 500 M1 po3UnHy y
donakoHi, no 1 dpnakoHy y
KapTOHHI KOpooL;

OkTachapma
dapmavueBTmKa
MpopykTioHcrec.
M.6.X.

AscTpis

BUPOGHMUK,
BiANOBIAA/IbHWI 32
BMPOGHMLITBO in-
bulk, nepBuHHY
yNaKoBKy, KOHTPO/1b
AKOCTi, BTOPUHHY
yNakoBKy, BidyasibHy
iHCnekuijto,
MapKyBaHHS, BUNYyCcK
cepii:
OkTadhapma
dapmaLeBTmKa
MpoaykTioHcrec.
M.6.X., ABCTpisi;
BMPOGHMUK,
BiANOBIAaNbHUIA 3a
BMPOGHMLTBO in-
bulk, nepBuHHy
ynakoBKy, KOHTPO/1b
SIKOCTi, BUNYCK cepil
Okrtadhapma AB,
Lsedljs;
BUPOBHMK,
BiANoOBiAaNbHWIA 3a
BMPOGHULITBO in-
bulk, nepBuHHy
yNakoBKy, KOHTPO/b
AKOCTI, BUMNYCK cepil:
OkTadhapma,

AscTpis/

LLseuisi/

®paHuia/
Himeuunna

BHECEHHS 3MiH O peecTpaLifiHnX
mMartepianis: 3MiHK, WO
noTpebyoTb HOBOI peecTpaLlii:
AofasaHHA HOBOI cunu Aji B 1000
MJ1 PO3UMHY A5t iHApy3ili MiICTUTb
50 r 6inkiB Nnn1a3Mm i3 BMiCTOM
anbOyMmiHy NoAUHN He MeHLe 96
% (B YKpaiHi 3apeecTpoBaHo
ANbBYHOPM 20 % A/IbBYHOPM
25 %, po34uH Ans iHdysiii 1000
MJ1 PO3UMHY A5 iHApy3ili MiICTUTb
200 r a6o 250 r 6inkiB nnasmu i3
BMIiCTOM asibOyMiHy NOANHN He
MeHLe 96 %)

MepiognyHiCTb NOAAHHSA
perynisipHO OHOB/IHOBAHOTO 3BITY 3
6e3neku, BignoBigHo Ao Mopaaky

3ailicHeHHs hapMakoHarnagy,
3aTBEPKEHOIO Haka3oM
MiHicTepcTBa OXOPOHW 340P0B’A
Ykpainu Bif 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuil Ykpainu 29
ciuHa 2007 poky 3a Ne 73/13340 (y
pegakuii Hakaly MiHicTepcTBa
OXOPOHW 30POB's YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKaMu,

3a peyenmom

UA/17703/01/03
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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

®paHuis;
BMPOGHUK
BiAnoBiganLHUii 3a
BMPOHMLTBO in-bulk,
NepBUHHY YNakoBKy,
KOHTPO/Ib SIKOCTI,
BWMNYCK Cepil:
OkTadapma
MpoaykTioHcrecenL
adpt JoiiunaHg moX,
HimeyumnHa;
BUPOGHUK,
BiANOBigabHNI 3a
Bi3yasibHUIA
KOHTPO~b,
MapKyBaHHS Ta
BTOPWHHY YNakoBKY:
Oxktachapma [eccay
'm6X, HimeyunHa

3a3Ha4YeHVMU Y NepioanYHOCTI
NOoAaHHS perynspHux 3BiTiB 3
6esneku.

AMBPOKCO/1-
30POB'SA

cupon, 15 mr/5 mn, no 100
My chnakoHi; no 1
onakoHy pasoM 3 MipHOH
NOXKOIO B KAPTOHHIl
Kopobui; no 2,5 mn a6o 5
ms1, abo 10 mn y cawe; no
20 calle B KapTOHHii
Kopoo6Li

ToBapucTBO 3
0bMexXeHo
BigNoBiga/IbHICTIO
"GapmaueBTnyHa
KomnaHis "3gopos'a”

YKpaiHa

ToBapucTso 3
obmMexeHoo
BiAMOBIAA/IbHICTIO
"@apmavueBTuyHa
KOMnaHis
"340poB'a", YkpaiHa
(Bci cTagji
BMPOGHULITBA,
KOHTPO/Ib SIKOCTI,
BUNYCK cepii);
ToBapucTso 3
06MEXEHOI
BiANoOBiAANbHICTIO
"Xapkiscbke
hapmMaueBTNUHE
nignpueMcTBo
"30poB's Hapoay",
YkpaiHa (Bci cTagii
BMPOGHMLITBA,
KOHTPO/1b SIKOCTI)

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis:
3MiHK | TURY - 3MiHW 3 SKOCTI.
[oTOBWIA NikapcbKuii 3aci6.
Cucrema
KOHTeliHep/3aKynoproBasibHUIA
3aci6. 3MiHa nocTavanbHYKa
nakyBasibHUX MaTtepianis abo
KOMMNJIEKTYHOUMX (SKLLO 3a3Ha4YeHO
B [OCbE) (3aMiHa abo fofaBaHHs
nocravasibHvka). CynyTHsl 3miHa
- 3MiHK 3 AKOCTI. FoTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHNIA
3aci6. 3miHa chopmun abo posmipy
KOHTeliHepa un
3aKynoproBasIbHOro 3acoby
(NepBUHHOT YNaKoBKK)
(HecTepunbHI nikapcbki 3acobm) -
BBE/lEHHS1 HOBOTO BUPOOHMKA
donakoHiB nonimepHmnx TOB
«Crtartyc», YkpaiHa 4o4aTKoBO A0
3aTBEpKEHMX BUpO6HMKIB TOB
«MNPOSINNACT NTA», YkpaiHa Ta
TOB «[MnacTxim», YkpaiHa.
KinbKncHWiA Ta sikicHuiA cknaam
nakyBaslbHOrO MaTepiany
h1aKoHy He 3MiHMBCS; BUPOOHMKM
KPULLIOK [10 HOBOro o1akoHy
3aMWeHi 6e3 3MiH. K Hacnigok,

6e3 peyenma

UA/5897/01/01
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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
He3HauHi 3MiHV rabapuTHMUX
po3mipiB hnakoHiB
10. AMBPOKCO/- cupon, 30 mr/5 mn, no 100 ToBapuncTBO 3 YkpaiHa TOB "Xapkiscbke Ykpaina BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 peyenma UA/5897/01/02
340POB'A M1y chrakoHi; no 1 06MeEXeHOo hapmMaueBTNyHE mMartepianis:
POPTE hnakoHy pa3oM 3 MipHOI0 BiANoBifasIbHICTIO nignpueMcTBo 3MiHK | TUNY - 3MiHW 3 AKOCTI.
NOXKOIO B KAPTOHHIl "®apmMaLeBTnYHa "30poB's Hapoay", [OTOBWIA NiKapCbKWiA 3aci6.
Kopobui; no 5 mn y cawe; KoMnaHisi "3gopos'a” YkpaiHa (Bci cTagii Cnctema
no 20 caLue y kopobui 3 BMPOGHMLITBA, KOHTelHep/3aKynoptoBasbHWiA
KapToHy KOHTPO/Ib AKOCTI); 3aci6. 3MiHa nocTavyasnbHMKa
ToBapucTBo 3 nakyBaslbHUX martepiasis abo
06MeXeHOI KOMNIEKTYUMX (SKLO 3a3Ha4YeHo
BiANOBIAA/LHICTIO B [JOCbE) (3aMiHa abo fofaBaHHsA
"hapmaleBTUYHa noctavasibHuka) - CynyTHs 3MiHa -
KoMnaHis 3MiHu 3 sKocTi. FoToBMIA
"3popos'a", YkpaiHa nikapcbkuii 3aci6. Cuctema
(Bci cTagji KOHTeliHep/3aKynoproBasibHUIA
BMPOGHMLITBA, 3aci6. 3miHa dpopmun abo po3mipy
KOHTPO/1b AKOCTI, KOHTelHepa un
BUNYCK cepii) 3aKynoproBasIbHOrO 3acoby
(NepBUHHOT ynakoBKW)
(HecTepunbHI Nikapcbki 3acobm) -
BBE/IeHHS1 HOBOTO BUPOGHUKa
donakoHiB nonimepHmux TOB
«CTartyc», YKpaiHa f04aTKOBO 0
3aTBEpPKEHMX BUpO6OHMKIB TOB
«MPO®IMNACT NTAO», YKpaiHa Ta
TOB «[MnacTxim», YkpaiHa.
KinbKUCHWIA Ta SIKICHWIA cknag,
nakyBaslbHOro maTepiany
nakoHy He 3MIHUBCS; BUPOOHUKMN
KPWLLIOK 0 HOBOrO (h/1akoHy
3anuweHi 6e3 3MiH. Ak Hacnigok,
He3HauHi 3MiHV rabapuTHNX
PO3MIpIB ¢h/1aKoHiIB.
11. AMILUNTPOH® NOPOLLOK A/19 OPasIbHOTO ToBapucTBO 3 YKpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 peyenma UA/14116/01/01
BE3 LLYKPY po3uunHy, no 13 ry cawe; [04aTKOBOKO [,00aTKOBOKO martepianis:
no 13 ry cawe, no 10 BigNoBiga/IbHICTIO BiANOBIAA/IbHICTIO
callle y nayui 3 KapToHy "IHTEPXIM" "IHTEPXIM"

3MiHM | TUMY - 3MiHK 3 SKOCTI.
[oTOBWIA NikapcbKuii 3aci6.
KOHTpOs1b roToBOro MikapcbKoro
3acoby. 3miHa napameTpis
cneuudikayin Ta/abo gonycTummx
MEX rOTOBOr0 NiKapcbKoro 3acoby
(monoBHeHHs cnevudikaLii HOBUM
NOKa3HNKOM 3 BifNoBigHUM
MeTOAO0M BUMNPOGYBaHHS) -
BBE[IEHHS NnokasHuka "CepefHs
Maca BMicTy cawe" Big 12,025 r
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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

[0 13,975 1. 1Y (2.9.5)

12.

AMIUNTPOH®
DOPTE

NMOPOLLIOK A4/151 OpasIbHOro
po3umnHy no 23 ry calue;
no 23 ry cawe; no 10
calle B nayi 3 KapToHy

ToBapucTBO 3
[04aTKOBOIO
BigNoBiga/IbHICTIO
"IHTEPXIM", ¥YkpaiHa

YKpaiHa

ToBapucTso 3
[04aTKOBOO
BiAMOBIAA/IbHICTIO
"IHTEPXIM",
YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis:
3MiHK | TURY - 3MiHW 3 AKOCTI.
[oTOBWIA NikapcbKuii 3aci6.
KOHTpOs1b roTOBOro NikapcbKoro
3acoby. 3miHa napameTpis
cneuudikauin Ta/abo gonycTummx
MEX rOTOBOr0 NiKapcbKoro 3acoby
(AONOBHEHHS cneumdikavii HOBUM
NOKa3HWKOM 3 BifNoBiAHUM
MeTOA0M BUMNPOGYBaHHS) -
BBe/leHHSA nokasHuka "CepefHs
Maca BMicTy cawe" Big 21,275 1
[0 24,725 1. (APY 2.9.5)

6e3 peyenma

UA/13912/01/01

13.

AMILUTPOH®
®OPTE BE3
LYKPY

MOPOLLIOK /151 OPasILHOrO
po3uunHy no 13 r y calue;
no 13 ry cauwe, no 10
calle y nautli 3 kKapToHy

ToBapucTBO 3
[0aTKOBOIO
BiANOBIAA/IBHICTIO
"IHTEPXIM"

Ykpaina

ToBapucTso 3
[04aTKOBOO
BiANOBIAALHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
mMarepianis:

3MiHM | TUMY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3acib.
KOHTpO/b roTOBOrO /likapCbKoro
3acoby. 3miHa napameTpis
cneuudikauin Ta/abo gonycTumumx
MeX roTOBOrO J1iKkapCbKoro 3acoby
(monoBHeHHA cnevudikauii HoBUM
NOKa3HUKOM 3 BignoBigHUM
MeTOoA0M BUNPOGYBaHHS) -
BBe[IeHHs nokasHuka "CepefHs
Maca BMicTy cawe" Big 12,025 r
[0 13,975 1. (A®Y 2.9.5)

6e3 peyenma

UA/14117/01/01

14.

AHANbIIH

PO34nH A5 iH ekyii 500
Mr/M/1, O 2 M1 B amny/i;
no 5 amnyn y KOHTYpHilA
YapyHKoBIli ynakosLj; no 2
KOHTYPHIi YapyHKOBI
yNakoBKW B nauLj

TOB "lOpis-®apm”

YkpaiHa

TOB "tOpis-®Papm”

Ykpaina

BHECEHHS 3MiH O peecTpaLiiHmnx
marepianis:

3MiHuM | TUNY - 3MiHK WoA0
6e3nekn/eheKTUBHOCTI Ta
hapmakoHarnsgy - BHeCEeHHs 3MiH
00 po3giny “MapkyBaHHs" MKA
na:
3anponoHoBaHo: MapKyBaHHS.
3rigHoO 3aTBEPKEHOr0 TEKCTY
MapKyBaHHs. OHOBMIEHHA TEKCTY
MapKyBaHHS YMakoBKV NikapcbKoro
3aco0by 3 BHECEHHSAM iHdhopMauii
LLI0AO 3a3HaYeHHS OANHULb
BVIMIpIOBaHHS y cuctemi Sl.
BBefeHHHSA 3MiH NpoTArom 6-Tu

3a peyenmom

UA/14166/01/01
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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
MicSLiB NicNs 3aTBEPAKEHHS
15. AHTIIIEKC- PO34MH ONs POTOBOT ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH A0 peecTpaLinHmx 6e3 peyenma UA/10126/02/01
3400POB'A NOPOXHUHK, No 120 mn 'y o6MmexeHo 06MEXEHO mMartepianis:
donakoHi; no 1 dpiakoHy y BigNoBiga/IbHICTIO BiAMOBIAA/IbHICTIO
KapTOHHIA KOpoo6Li "GapmaueBTnyHa "@apmavueBTuyHa 3MiHN | TUMY - 3MiHW 3 SIKOCTI.
KomnaHis "3a0pos’a” KOMnaHist roToBUiA NikapcbKuii 3aci6.
"3p0poB'a", YkpaiHa Cuctema
(Bci cTapji KOHTeliHep/3aKynopoBasbHWIA
BMpOGHMuTBa,_ 3aci6. 3miHa nocTavasibHMKa
KOHTPO/Tb AKOCTI, nakyBa/ibHUX MaTepiasis a6o
BUMyCK Cepil); KOMMIEKTYIOUNX (SIKLLO 3a3Ha4eHo
ToBapucTBo 3 B [10ChE) (3aMiHa ab0 10AaBaHHS
_ o6mexeHoio nocTtayasibHuka). CynyTHs 3MiHa
BIANOBIAANILHICTIO - 3MiHu 3 AKocTi. FoToBWIA
XapKiBcbke nikapceKuii 3aci6. Cuctema
hapmanesTnyHe KOHTeliHep/3aKkynoploBasbHUiA
. ianpuemcTeo 3aci6. 3miHa hopmu a6o posmipy
3£0poB'a Hapoay”, KOHTeliHepa un
Ykpaina (sci crapji 3aKynopioBasibHOro 3aco6y
BMPOGHNLTBA, (NepBUHHOT yNakoBKK)
KOHTpO/1L AAKOCTI) (HecTepunbHi nikapchbki 3acobu) -
BBEJeHHSI HOBOTO BUPOGHUKA
donakoHiB nonimepHmnx TOB
«Crtartyc», YkpaiHa 4o4aTKoBO A0
3aTBEpKEHMX BUPO6HMKIB TOB
«MNPOSINNACT NTA», YkpaiHa Ta
TOB «[MnacTxim», YkpaiHa.
KinbKncHWiA Ta sikicHuiA cknag
nakyBaslbHOrO MaTepiany
h1aKoHy He 3MiHMBCS; BUPOOHMKM
KPULLIOK [10 HOBOro h1akoHy
3aMweHi 6e3 3MiH. Ak Hacnigok,
He3HauHi 3MiHV rabapuTHKNX
po3MipiB h1akoHiB.
16. APTU®DNEKC Kpem, no 20 r, no 40 r abo ToBapucTBo 3 YkpaiHa ToBapucTBoO 3 YkpaiHa BHECEHHS 3MiH A0 peecTpaLintHmx 6e3 peyenma UA/13306/01/01

no 100 r y Ty6i; no 1 Ty6iy
KOpo6Li 3 KapTOHY

0bMeXxeHot
BiANOBIAA/IBHICTIO
"®apmMaueBTnYHa
KoMnaHis "3go0pos'a”

obMexeHoto
BiANOBIAALHICTIO
"papmaLeBTUYHa
KoMnaHis "3gopos'a”

mMartepianis: yTOUHEHHS
peecTpauiiiHoi npoueaypu B
Hakasi MO3 YkpaiHu Ne 548 Bipg,
23.03.2021 B npoueci BHeCeHHA
3MiH - 3MiHK | TUNY - NoAaHHA
oHoBrieHoro CepTudikata R1-
CEP 2002-099-Rev 07 gns A®l
16ynpodpeH Big BXe
3aTBEPKEHOr0 BUPOGHUKA, L0
3MiHMB Ha3By 3 HUBEI
GRANULES-BIOCAUSE
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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

PHARMACEUTICAL CO., LTD.,
China Ha HUBEI BIOCAUSE
HEILEN PHARMACEUTICAL CO.,
LTD., China. Ak Hacnigok,
npuseaeHHs cneundikauii A®I 3a
nokKasHukamu "3anLKoBi
KIfIbKOCTi OrpaHiyHUX PO3YNHHUKIB"
Ta "CynpoBigHi goMiwkn" 8o
mMaTtepianis BUPO6HMKA.
(BignosigHo npeactasneHoro CEP
Ta BUMOTr Ajto4oi MoHorpadii EP).
3anponoHoBaHo: R1-CEP 2002-
099-Rev 07; 3MiHu | Tuny -
BBE/i€HHSI HOBOTO BUpPO6HUKa Ad|
I6ynpocheH BASF Corporation,
United States 3 nogaHHAM HOBOro
Ceptudpikata R1-CEP 2000-087-
Rev 03. Ak Hacnigok, npuBeaeHHs
cneundikauii A®I 3a nokasHMkammn
"3a/IMLLKOBI KifIbKOCTi OpraHiuHuX
PO3UMHHKKIB", "CynpoBigHI
pomiwkmn" Ta "domiwka F* go
marepianis BUPOOHMKaA.
(BignosigHo npeactasneHoro CEP
Ta BUMoOr gitouoi MoHorpadii EP)

17.

APTOKCAH

TabneTku, BKpUTI
N1iBKOBOK 060/10HKOK 20
mr; no 10 TabneTok y
6nicTepi; no 1 6nictepy y
KapTOHHiiA KOpo6L

TOB "YOPA[,
MEANLIH"

YKpaina

YOPNA MEAVLMH
INIAY CAH. BE
TIDK. A.LL.

TypeyunHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHa 3asBHUKa
(BnacHvKa peecTpawiiHoro

noceigyeHHs) (3rigHo Hakasy MO3

Bif, 23.07.2015 Ne 460). 3MiHK
BHCEHI B IHCTPYKLil0 ans
MeAMYHOro 3acTtocyBaHHs 13y p.
"3asBHYK" 3 BIANOBIAHUMM
3MiHaMM B TEKCTi MapKyBaHHS
ynakoBOK. BBefeHHS 3MiH
NpoTArom 6-T1 MicALIB nicns
3aTBEPHKEHHSA. 3MiHM | TNy -
3MiHM Woao
6e3nekn/etheKkTUBHOCTI Ta
thapmakoHarniagy. BeeaeHHsi abo
3MiHU [0 y3ara/lbHEeHNX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy hapmakoHarnsgy,
3MiHa YyNOBHOBaXeHOi 0cobu,
BigNoBiga/IbHOI 32 34iACHEHHSI
hapmakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3as1BHMKA 4115 34INCHEHHS

3a peuenmom

UA/17118/01/01
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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

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
hapmakoHarnsgy). 3miHa
YNOBHOBaXEHOT 0CO6U 3as1BHYIKA,
BiANOBIAa/IbHOI 3a
hapmakoHarnsg,. fivoua pegaxuis:
CasilleBa Jlapuca / Savishcheva
Larisa. NponoHoBaHa pegakuis:
Mypno MaHHa CtaHicnasiBHa.
3MiHa KOHTaKTHUX AaHUX
YMOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBiAA/IbHOI 32
thapMakoHarnag. 3miHa micus
3[jiACHEHHSI OCHOBHOT AiSiNIbHOCTI 3
thapmakoHarnsagy. 3miHa
MiCLIe3HaxX0KeHHs1 MacTep-
thaiina cuctemm
thapmakoHarnagy. 3Miuu | Tuny -
3MiHuM Wwoao
6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
BHECEHHS 3MiH 0 po34iny
“MapkyBaHHA" MKA N13:
3arBepmxeHo: MAPKMPOBKA B
COOTBETCTBUW C YTBEPXAEHHbLIM
TEKCTOM MapKUpPOBKX, KOTOPbIN
npunaraeTcs. 3anponoHOBaHo:
MAPKYBAHHSA 3rigHo
3aTBEPKEHOrO TEKCTY
MapKyBaHHS.
OHOB/IEHHS TEKCTY MapKyBaHHS
yNakoBKM MiKapCbKoro 3acoby 3
BHECEHHSM iHchopMmallii Lwoao
3a3HaYeHHs 0AUHULL
BMMIpIOBaHHA y cuctemi S, gatn
BUPOGHMLITBA, HA3BM HOBOTO
3anBHUKA. BuganeHHs 3
NepPBUHHOI YNakKoBKW TEKCTY
aHrNiicbKOK MOBOIO.
BBeneHHs 3MiH NPOTAroM 6-Tu
MicsLIB NiCNsA 3aTBEPKEHHS.

18.

AYPOJAHC

pO34uH ANA iH e, 2
mr/mn no 2 ma a6o no 4
M/ B amnyni; no 5 amnyn y

Aypo6iHgo ®apma Ntg,

IHAjsA

Aypo6iHao ®apma
Nimiteq - OHIT IV

IHAja

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3miHu | Tuny -
AAMIHICTpaTVBHI 3MiHK. 3MiHa

3a peuenmom

UA/15369/01/01
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Ne

Hassa

Popma sunycky

3asBHUK

n/n

JliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakoska)
KapTOHHI KOpoo6Li

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

19.

ADANA

Tabnetkn, no 20 TabneTok

HaliMeHyBaHHA Ta/abo agpecu
3anBHUKa (BnacHuKa
peecTpaviiiHoro NocBig4YeHHs)
3MiHa agpecu 3asBHMKa. 3MiHK |
TMny - AGMIHICTPaTVBHI 3MiHW.
3MiHa HalimeHyBaHHsi Ta/abo
agpecy Micusi NPOBaAKEHHS
AiSNbHOCTI BUpO6HMKa/imnopTepa
roTOBOrO JliKapCbKOro 3acoby,
BK/IOYAOUN AiNbHUL BUMYCKY
cepii abo micue npoBefeHHs
KOHTPO/I0 SIKOCTI. (AiSNbHICTb, 3a
AKy Bignosigae
BMPOGHMK/iMNOpTEp, BKOYaUn
BUMNYCK cepiil) 3miHa agpecu
BMPO6HMKa AypobiHao dapma
Nimiten - FOHIT 1V, IHAia 6e3 3MiHn
MicLs BUPOGHMLTBA. 3MiHK | TUNy
- 3MiHu Wwoao
6e3nekn/edheKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHu)
BHeceHHs 3miH fo po3giny “
MapkyBaHHA" MKA N13.
3arBepaxeHo: TEKCT
MAPK/POBKW YMNAKOBKW B
COOTBETCTBUW C YTBEPXKAEHHBIM
o6pa3Lom. 3anponoHoBaHo:
MAPKYBAHHSA 3rigHo
3aTBEPPKEHOrO TEKCTY
MapKyBaHHS. TakoX 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, norotuny KomnaHii Ta
TEXHIYHOI iHdhopmMaLlii BUpoBHKKa.

y 6nicTepi; no 5 6nictepis
Y KapTOHHiIli kopobui

TOB "Martepia
Mepguka-YkpaiHa"

YkpaiHa

3AT CaHToHika

NutBa

BHECEHHS 3MiH O peecTpaLifiHnX
mMartepianis:

3MiHK | TUNY - 3MiHW 3 AKOCTI.
Ceptucpikat BignosigHocTi/TE-
cepTudikaT BiANOBIAHOCTI
€Bponeiicbkii
hapmakonei/moHorpadii. 3miHu,
NnoB'sA3aHi 3 HEOOXIAHICTIO
npvBeAeHHs y BiANOBIAHICTb [0

MoHorpadii JPY abo

6e3 peyenma

UA/6887/01/01
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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

€BponeiceKoi hapmakonei, abo
iHLIOT HaujoHabHOT chapmakonel
nepxasu €C (3miHa y
cneuudikauisx, nos'AsaHa 3i
3MiHamu B AdY, abo
€Bponeiicbkili hapmakonei, abo
iHWWI HaujioHanbHil hapmakonei
nepxasu €C) - 3aaBneHa
npoueaypa obymoBsneHa
npusBefeHHAM cneundikauii
[L0MOMIXHOT PEYOBVHW MarHito
cTeaparT y BiANOBIAHICTb A0
Ai04oro BnaaHHa MoHorpadii
€Bponeiicbkoi hapmakonel

20.

ADANA

Tabnetkn, no 20 TabneTok
y 6nicTepi; no 5 6nictepis
Y KapTOHHiIli kopobui

TOB "Martepia
Mepguka-YkpaiHa"

YkpaiHa

3AT CaHToHika

NutBa

BHECEHHS 3MiH O peecTpaLifiHnX
mMartepianis:

3MiHK | TUNY - 3MiHW 3 AKOCTI.
[OTOBWIA NikapcbkuWii 3aci6. 3MiHK
Yy BUPOGHULTBI. 3MiHM Y NPOLECI
BMPOGHMLTBA rOTOBOIO
NiKapcbKoro 3acoby, BKIYaum
NMPOMIXHWIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULITBI
roTOBOro NikapcbKoro 3acoby
(He3HauHa 3MiHa y npoueci
BMPOGHULITBA) - BHECEHHS 3MiH O
p.3.2.P.3.3. Description of
Manufacturing Process and
Process Controls, a came:
He3HauHi pefakuiliHi 3MiHM Woo
npouecy ynakosku 13, y 3B'A3Ky 3
npvBeLEeHHAM Yy BiANOBIAHICTb A0
BHYTPILLHBOI AOKYMeHTaLlil
BMPOGHMKA

6e3 peyenma

UA/6887/01/01

21.

BAKTOK/NAB

TabneTku, BKPUTI
MNiBKOBOK 060/10HKOI0, MO
10 TabneTok y cTpuni; no
1 cTpuny y kopobuj 3
KapToHYy

Mikpo fla6c NimiTeq,

IHais

Mikpo Jla6c NimiTeq,

IHais

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3miHun | Tuny - 3miHn
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 34iAiCHEHHS
hapmakoHarnsgy; KOHTakTHoT

UA/10001/01/01
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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
KOHTaKTHOT 0CO6M YNOBHOBaXKEHOT
0cobu 3asBHMKa, BIANOBIAA/IbHOT
3a hapmakoHarnsg B Ykpaii.
[itoua pepakuis: OBY4apeHKo
Mapraputa IBaHiBHa.
MponoHoBaHa pegakuis:
Binoko6unbcbkuii Ceprili
AHaToNiNoBNY. 3MiHa KOHTaKTHUX
[AaHVX KOHTaKTHOI 0co6u
YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAALHOT 32
thapmakoHarnsg B Ykpaii.
3MiHa MicLe3HaxoMKeHHs MacTep-
thaiina cuctemu chapmakoHarnsgy
Ta ioro Homepa

22,

BEHE®IKC

niodpinizaT Ana posumHy
Ans iH’ekuii no 250 MO, 1
donakoH 3 niocpinizatom, 1
nonepeaHbLO HaNoOBHEHWIA
LUMPWL, 3 PO3YMHHUKOM
(0,234 % po34urH HaTpito
xnopugy y Bogi ans
iH'eKUid) no 5 mn, 1
aganTtep Ansa diakoHy, 1
cucTemy ans iHdysii, 2
TaMmnoHu 3i cnnptom, 1
nnacTtup, 1 mapnesy
noAyLueyky BKNagawTb y
KapTOHHY KOpOOKY

MOANSEP ENY.CLII.
KOPMOPEMLLUH

CLWA

BioNa6, C.1.,
IcnaHis
(anbTepHaTuBHa
nab6oparopia ans
TecTyBaHHs
npenapary 3a
NOKa3HNKOM
"CTepusbHicTL");
Baet bio®apma
niBbKH o¢h BaeT
dPapmaceyTukanc
NNC, CWA
(KOHTPO/b AKOCTI
PO34YnHHMKA (KPiM
TecTiB "Cwna gns
no4YaTKOBOTO 3CyBY
nopLuHa", "Cuna
TepTsa NopLuHa",
"[oCnipKeHHS
repmeTuyHocTi");
Baet ®apma, C.A.,
IcnaHis
(BMpPOGHMLTBO

Icnanis/
cuA/
HimeuunHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis:
3MiHK | TUny - 3MiHa yacy
BUTPUMYBAHHS [it040T pEHOBUHU,
Yy 3B’A13KY i3 BBE[IEHHS1 HOBOTO
npouecy Bupo6HuyTBa (Increased
Titer Process). BBefjeHHA 3MiH
NpoTArom 6-T1 MicALIB nicns
3aTBEPMHKEHHS; 3MiHM | TUnY -
[ofaHHsA cTafil NOBTOPHOI
06po6KN AN cTagii chinbTpawi i3
YTPUMYBaHHSIM Bipycy, Ta cTagii
hiHasIbHOT hinbTpaLil, 415 HOBOro
npouecy BupobHuTea (Increased
Titer Process). BBegeHHs 3MiH
NPOTAroM 6-Tu MicALiB nicns
3aTBEPMHKEHHS; 3MiHN | TUNy -
[0AaHHS EMHICHOrO MeToay ANt
BU3HAYEHHSA ryCTOTH
XUTTE3AATHUX KNITWH, AK
aNbTepHaTMBHOIO MeToay B
npoteci Bupo6HuuTea AdI.
BBefieHHs1 3MiH NpoTArom 6-Tn

3a peyernmom

UA/16134/01/01
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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
niodhinizaty 3a MicALIB NiCNsA 3aTBEPLKEHHS;
NOBHUM LIIK/TOM; 3MiHK | TUNY - BUAANEHHSA
KOHTPO/Ib AKOCTI anbTepHaTUBHOrO MeToAy ANs
PO3UMHHMKA (KpiM TeCTyBaHHs 6ioHaBaHTaXEHHSA B
TecTy "Cuna Teptsa npoueci BupobHuutea A®l (SCAN
nopLuHa"); RDI). BBeeHHs 3MiH NpoTArom 6-
nakyBaHHs TV MiCALIB MiCNA 3aTBEPAKEHHS;
PO34MHHKKA y HabIp; 3MiHM | TUNY - 3miHa B
KOHTPO/1b SIKOCTI, 6e3nocepeHili ynakosLii gitouor
36epiraHHs, PeyYoBUHM 3 AOJAHHSAM EMKOCTI
nakyBaHHS Ta 06’eMom 3 1. BBefeHHSA 3MiH
BUNYCK Habopy; NPOTArom 6-Tu MicALiB nicns
BiANOBigabHNI 3a 3aTBEPMKEHHS; 3MiHN | TUny -
BUNYycCK cepii); BeTep BVAA/IEHHS BUNPOBYBaHHS
Papma-PepTUryHr CTEePWILHOCTI Y KiHLi BUPO6GHMYOro
'm6X & Ko. KT, npouecy ans Hoeoro Increased
HimeuunHa Titer Process (ITP). BBegeHHs
(BMPOGHMLTBO Ta 3MiH NPOTArom 6-Tu MicALiB nicns
KOHTPO/Ib SKOCTI 3aTBEPMKEHHS; 3MiHN | TUny -
PO34mnHHYKKA (KpiM 3MiHa B 3aTBEPAKEHOMY
TecTiB "Cuna gns NpOTOKOANi CTabiNbHOCTI, 30KpemMa
no4aTkoBOro 3cyBy 6yn0 foAaHO HOBY TOUKY
nopwHs", "Cuna nepiognMyYHOCTI BUNpo6yBaHHs 60
TepTa NopLuHa", MicsiLiB NpW JOBroTPYBaSIOMY
"flocnigpKeHHs 36epiraHHi A®l. BBefeHHs 3MiH
repmeTuyHocTi"); NpoTArom 6-T! MicAUIB micns
BeTep dapma- 3aTBEPKEHHS; 3MiHM | Tuny -
®epTuryHr rM6X & BWAA/IEHHS BUPOOHMYOI AiNbHNL
Ko. KI', HimeyunHa Pfizer Inc, 700 Chesterfield
(BMPOGHMLTBO Ta Parkway West, Chesterfield MO
KOHTPO/Ib SKOCTI 63017 USA, K BUpOBHMNYOI
PO34mnHHYKKA (KpiM OinbHULI, WO BignoBigae 3a
TecTiB "Cuna ans 36epiraHHs 6aHKy KITUH Aitoyoi
noYyaTKoBOro 3cyBy PeYOBUHM HOHaKOT asibha; 3mMiHu |
nopwHsa", "Cuna TUNY - BUITYYEHHA NocTadvasibHuKa
TepTa NopLUHS", CTepwbLHOro Habopy ans iHgysii
"flocnigpKeHHs Nipro Medical Corporation, CLUA;
repmeTnyHocTi")); 3MiHW | TUNY - BUTyYEHHS
Betep dapma- noctayanbHUKa CTepUIbHOIO
®epTuryHr rM6X & Habopy Ans iHdysii B Braun
Ko. KI', HimewyunHa Medical Inc, CLUA; 3MiHu | Tuny -
(BisyanbHuii BU/TyYEHHS nocTavasibHUKa
KOHTPO/b, KOHTPO/b CTepUIbLHOro Habopy 415 iHdy3il
AKOCTI PO3YMHHUKA Abbott Laboratories; 3miHu | Tuny -
(nnwe Tectu "Cuna BUJIyYEHHS nocTavyasibHNKa
4119 NoYaTKoBOro CTepWILHOTO Habopy ANs iHdysil
3CyBY NOpLUHA", Abbott Ireland Ltd, IpnaHgis; 3miHn
"Cuna tepTa | TMNY - BUNyYeHHA
nopLuHs", nocTtavasibHvKa CTepuibHOro
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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
"flocnigpKeHHs Habopy Ans iHdysii Terumo
repmeTuyHocTi"); Medical Corporation, CLUA; 3MiHu |
BeTtep ®apma- TUNY - BUAANEeHHs iHdopmadii npo
®epTuryHr rM6X & KOMMOHEHTU Habopy ANns iHdys3il
Ko. KI', HimewyunHa 0115 nikapcbKoro 3acoby i3
(BisyanbHuii mMarepianis peecTpauiiiHoro Aocke
KOHTPO/b, KOHTPONb (2.3.P.7.3 Functional Secondary
AKOCTI PO3YMHHUKA Kit Components, 3.2.P.7.4
Kpim TecTiB "Cuna Secondary Packaging
[O/151 MoYaTKOBOro Components, 3.2.R.1. Medical
3CyBY NOpLUHA", Device); 3MiHW | TUNy - BHECEHHS
"Cuna tepTa pefaKkTopcbKMX NpasBokK y
nopLuHs", MaTepiasin peecTpauiiHoro focCbe,
"[locnigpKeHHs 30kpeMa nigposainy 3.2.P.7.
repMeTUyHOCTI") Cuctema
KOHTeWHep/3aKynoptoBasbHWi
3aci6; 3miHu | TMNy - BUNYyYeHHSA
3aTBEPAKEHOrO NPOTOKONY
ynpasniHHA 3miHamn (PACMP)
AN TOTOBOTO NiKapcbKoro 3acoby
LWoAo 36iNbLUEeHHS po3Mipy cepil;
3MiHY Il TURY - 3MiHK Y
BMPOGHMYOMY NpoLeci Aitouol
peyoBVHM HaHOKOT anbga,
30Kpema BBefleHHs1 HOBOTO
npouecy Increased Titer Process
(npouec 3 NiABULLEHUM TUTPOM),
AK HacnigokK, napameTpu
KOHTPOJII0 B NpOLEeCi BUPOGHMLTBA
Ta NiMiTK 4Na Ajtovoro
BMPOGHMYOro NPoLEecy OHOB/EHO.
BBegeHHs 3MiH npoTsrom 6-Tn
MicALiB Nicnsa 3aTBepKEHHS
23. BEHE®IKC Niogpinizat gna po3unHy MPANIEP ENY.CL.MI. CLWA Bio/la6, C.J/1. , Icnanis/ BHECEHHS 3MiH 40 peecTpauliiHnX | 3a peyenmom UA/16134/01/01
Ans iH ekuiin no 250 MO, y KOPMOPENLLH IcnaHis CLIA/ marepianis:
thnakoHi Nel B kKoMniekTi 3 (anbTepHaTMBHA Himeuunna 3MiHY | TUMy - 3MiHK Woao
PO3YMHHMKOM MO 5 M1y na6oparopis gns 6e3nekn/etheKTUBHOCTI Ta
nornepeaHbLO HanoBHEHOMY TecTyBaHHSA chapmakoHarnsgy - OHOB/EHHS
LUMPWL T CTEPUIbHUM npenapary 3a TEKCTY MapKyBaHHS ynakoBKm
Habopom NMOKa3HNKOM NiKapCcbKoro 3acoby 3 BHECEHHAM

«CTepuUbHICTbY);
Baet bio®apma
LiBbKH 0h BaeT

dapmaceyTukasnc

NNc, CWA

(KOHTPO/b SIKOCTI

PO3UMHHUKA (KpiM

TecTiB "Cuna gns

iHbopMmauii Wwoao 3a3HaYeHHsA
OAVHNLb BUMIPIOBaHHSA Y CUCTEMI
Sl. TepmiH BBEAEHHS 3MiH
npoTArom 6 Micauis nicns
3aTBEPKEHHSA
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
noYaTkoBOro 3cyBy
nopwHsa", "Cuna
TepTAa NopLUHA",

"flocnigpKeHHs
repmeTnyHocTi"));
Baet ®apma C.A.,

Icnanis
(BMpPOGHNLTBO
niocpinizaty 3a
MOBHVM LIK/IOM;
KOHTPO/Tb AKOCTI
PO3UMHHMKA (KpiM
Tecty "Cuna tepta
nopLuHa“);
nakyBaHHs
pO34YnHHKKa y HabiIp;
KOHTPO/Ib SIKOCTI,
36epiraHHs,
nakyBaHHs Ta
BUNyCK Habopy;
BiAnoBiganLHUii 3a
BUNYyCK cepii); BeTep
Papma-PepTUryHr
v6X & Ko. KI™,
HimeuunHa
(BUpOGHMLTBO Ta
KOHTPO/Ib SKOCTI
PO34mnHHYKKa (KpiM
TecTiB "Cuna ans
no4YaTKOBOrO 3CyBY
nopwwHsa", "Cuna
TepTA NopLuHA",
"[ocnigpKeHHs
repmeTnyHocTi"));
Betep dapma-
®epTuryHr rmex &
Ko. KI', HimeuunHa
(BUpOGHMLTBO Ta
KOHTPO/Ib AKOCTI
PO34mnHHYKKA (KpiM
TecTiB "Cwna ans
no4YaTKOBOrO 3CyBY
nopwwHsa", "Cuna
TepTA NopLuHA",

"[ocnigpKeHHs

repmeTnyHocTi"));
Betep dapma-

PepTuryHr rmex &

Ko.Kl', HimeuyunHa
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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

(BisyasnibHui
KOHTPO/1b, KOHTPO/Ib
AKOCTI PO3YMHHUKA
(kpim TecTiB "Cuna
[719 NoYaTKOBOro
3CyBY MopLUHA",
"Cuna tepTa
nopLuHa",
"[ocnigpKeHHs
repmeTnyHocTi"));
Betep dapma-
®epTuryHr rmex &
Ko.KTl, HimeuunHa
(BizyanbHuii
KOHTPO/1b, KOHTPO/b
AKOCTI PO3YMHHUKA
(nvwe Tectu "Cuna
[ANA NoYaTKoBOro
3CyBY MOPLUHSA",
"Cwuna TepTtsa
nopLuHa",
"flocnigpKeHHs
repmMmeTnyHocTi"))

24,

BEHE®IKC

niogpinizat gns po3unHy
Ons iv'ekuin no 500 MO, 1
dhnakoH 3 niocpinizaTom, 1
nonepeaHbO HaNOBHEHWIA
LUMPWL, 3 PO3YMHHUKOM
(0,234 % po34unH HaTpito
xnopugy y Bogi ans
iH’ekuin) no 5 mn, 1
afanTep ana cnakony, 1
cuctemy Ans iHdysii, 2
TaMmnoHwu 3i cnmpTom, 1
nnactvp, 1 mapney
noAyLueyky BKNajawTb y
KapTOHHY KOPOGKY

MPAN3EP EVY.CL.II.
KOPMOPEWNLLH

CLA

BioNna6, C.1.,
Icnanis
(anbTepHaTuBHa
naboparopia Ans
TecTyBaHHS
npenapary 3a
NOKa3HUKOM
"CTepwbHIcTL");
Baet bio®apma
niBixH och Baet
dapmaceyTukanc
NNC, CWA
(KOHTpOSIb AKOCTI
PO3UMHHMKA (KpiM
TecTiB "Cuna ans
no4aTKkoBOro 3cyBy
nopwHsa", "Cuna
TepTA NopLUHA",
"flocnigpKeHHs
repMeTuyHocTi");
Baet ®apwma, C.A.,
IcnaHis
(BUPOGHMLTBO
niocpinizaty 3a
MOBHVM LIVIK/IOM;
KOHTPO/Tb SAKOCTi

Icnanis/
CcLiA/
HimeuunHa

BHECEHHS 3MiH [JO peecTpaLiiHnX
mMartepianis:
3MiHu | TUNy - 3MiHa vacy
BUTPUMYBAHHS [il04OT PeYOBUHMU,
Yy 3B'A3KY i3 BBEJeHHSI HOBOIO
npouecy BupobHuuTBa (Increased
Titer Process). BBefileHHs 3MiH
NPOTSArom 6-Tn MicALiB nic/s
3aTBEPMKEHHS; 3MiHK | Tuny -
[ofaHHA cTagii NOBTOPHOI
06po6KM A1 cTagii hinbTpau;ii i3
YTPUMYBaHHAM Bipycy, Ta cTtagii
hiHaNbHOT inbTpauii, 4139 HOBOro
npouecy Bupo6HuyTBa (Increased
Titer Process). BBefieHHA 3MiH
NpoTArom 6-T1 MicALIB Micns
3aTBEPMHKEHHS; 3MiHM | TUnY -
[OfaHHA EMHICHOrO MeToAy A1
BM3HAYEHHSA ryCTOTH
XUTTE3AATHUX KNITWH, 5K
anbTepHaTUBHOIO MeToay B
npotieci Bupo6HuuTea AdI.
BBefeHHs1 3MiH MPOTArom 6-Tu
MicALiB nicnsa 3aTBepKEHHS;
3MiHU | TUNY - BUAAIEHHSA
a/IbTepPHaTMBHOIO MeToAy [/15

3a peyenmom

UA/16134/01/02
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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

PO34mnHHYMKa (KpiM
Tecty "Cuna tepta
nopLuHa");
nakyBaHHs
PO34MHHKKA y HabIp;
KOHTPO/Ib SIKOCTI,
36epiraHHs,
nakyBaHHS Ta
BUNYCK Habopy;
BiANOBigabHNIA 3a
BUNYycCK cepii); BeTep
Papma-dPepTUryHr
M6X & Ko. KT,
HimeyunHa
(BMPOGHMLTBO Ta
KOHTPO/Ib SKOCTI
PO34nHHYMKA (KpiM
TecTiB "Cuna gns
noYaTkoBOro 3cyBy
nopwHsa", "Cuna
TepTAa NopLUHA",
"flocnigpKeHHs
repmeTuyHocTi");
BeTep dapma-
®epTuryHr rM6X &
Ko. KI', HimeyunHa
(BMPOGHMLTBO Ta
KOHTPO/Ib SKOCTI
PO34mnHHYMKA (KpiM
TecTiB "Cuna gns
no4aTKkoBOro 3cyBy
nopwHsa", "Cuna
TepTAa NopLUHA",
"flocnigpKeHHs
repmeTnyHocTi"));
BeTep dapma-
®epTuryHr rM6X &
Ko. KI', HimeyunHa
(BisyanibHuii
KOHTPO/b, KOHTPOb
AKOCTi PO3YMHHUKA
(nnwe Tectn "Cuna
[N noYaTKoBOro
3CyBY MopLuHa",
"Cuna tepTa
nopLuHs",
"[locnigpKeHHs
repMeTuyHocTi");
Betep Papma-

TeCTyBaHHs 6ioHaBaHTaXEHHSA B
npoueci BupobHuutea A®l (SCAN
RDI). BBegeHHs 3MiH NpoTArom 6-

TV MiCALIB MiCNA 3aTBEPAKEHHS;

3MiHM | TUNY - 3miHa B
6e3nocepeHili ynakosLiji gitouoi
PeyYoBUHM 3 AOJAHHSAM EMKOCTI
06’emoM 3 /1. BBeAeHHs 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBEPMKEHHS; 3MiHM | TUNY -
BUAA/IEHHS BUNPOGYBaHHSA
CTEePWILHOCTI Y KiHLi BUPO6HMYOro
npotecy an1s Hosoro Increased
Titer Process (ITP). BBegeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPMKEHHS; 3MiHM | TUNY -
3MiHa B 3aTBEpPLKEHOMY

NpOTOKOANi CTabiNbHOCTI, 30KpemMa

6yn10 [OAaHO HOBY TOUKY

nepiogn4YHOCTI BUNpo6yBaHHs 60

MiCALiB NpW JOBroTpMBas/IOMYy
36epiraHHi A®l. BBefeHHs 3MiH
NpoTArom 6-T MicAUIB micns
3aTBEPMAKEHHS; 3MiHM | TUNY -

BWAAIEHHS BUPOOHMYOI AiNbHUL

Pfizer Inc, 700 Chesterfield
Parkway West, Chesterfield MO
63017 USA, sK BUpOGHMYOT
OinbHULI, WO BignoBigae 3a
36epiraHHs 6aHKy KITUH Aitloyol
PeYOBUHM HOHAKOT asiba; 3mMiHu |

TMNY - BUyYEeHHS NocTavasibHMKa
CTepwbHOro Habopy Ans iHgysii
Nipro Medical Corporation, CLUA;

3MiHN | TUNY - BUYYEHHS
noctayanbHUKa CTepUIbHOIO
Habopy gns iHdysii B Braun
Medical Inc, CLUA; 3MiHu | Tuny -
BU/TyYEHHS nocTavasibHUKa

CTEepWILHOTO Habopy ANs iHdysil

Abbott Laboratories; 3miHu | Tuny -
BU/TyYEHHS nocTavasibHUKa
CTEepWILHOTO Habopy ANs iHdysil
Abbott Ireland Ltd, IpnaHgis; 3miHn
| TMNY - BUNYYEHHSA
nocTavyasnbHviKa CTepPUIbHOro
Habopy ans iHdysii Terumo
Medical Corporation, CLUA; 3MiHu |
TUMY - BUAAIEHHS iHhopMaLii npo
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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
®epTuryHr rM6X & KOMMOHEHTU Habopy ANns iHdys3ii
Ko. KI', HimeuyunHa 0115 nikapcbkoro 3acoby i3
(BisyanbHuii mMarepianis peecTpauiiiHoro Aocke
KOHTPO/b, KOHTPO/b (2.3.P.7.3 Functional Secondary
AKOCTI PO3YMHHUKA Kit Components, 3.2.P.7.4
Kpim TecTiB "Cuna Secondary Packaging
[O/151 MoYaTKOBOro Components, 3.2.R.1. Medical
3CyBY NOpLUHA", Device); 3miHM | TUNy - BHECEHHS
"Cuna tepTa pefaKkTopCcbKMX NpaBokK y
nopLuHs", MaTepiasin peecTpauiiHoro focCkeE,
"[locnigpKeHHs 30kpeMa nigposainy 3.2.P.7.
repMeTUyHOCTI") Cuctema
KOHTeWHep/3aKynoptoBasbHWi
3aci6; 3miHu | TMNy - BUNYyYeHHS
3aTBEPAKEHOrO NPOTOKONY
ynpasniHHa 3MiHamn (PACMP)
AN TOTOBOTO NikapcbKoro 3aco6by
LWoAo 36iNbLUEeHHS po3Mipy cepil;
3MiHY Il TURY - 3MiHK Y
BMPOGHMYOMY NpoLeci Aitoyol
peyoBVHY HaHOKOT anbga,
30Kpema BBefleHHs1 HOBOTO
npouecy Increased Titer Process
(npouec 3 NiABULLEHUM TUTPOM),
AK HacnigokK, napameTpu
KOHTPOJII0 B NpOLEeCi BUPOGHMLTBA
Ta NiMiTK 4Na Ajitovoro
BMPOGHMYOro NPoLEecy OHOB/EHO.
BBegeHHs 3MiH npoTsirom 6-Tn
MicALiB nicnsa 3aTBepKEHHS
25. BEHE®IKC niodpinisat Ana posumHy MPANIEP ENY.CL.MI. CLWA Bio/la6, C.J1., Icnanis/ BHECEHHS 3MiH [0 peecTpauliiHnX | 3a peyenmom UA/16134/01/03
ONs iH’ekujn no 1000 MO, KOPMOPENLLH IcnaHis CLUA/ martepianis:
1 chnakoH 3 niodpinizatom, (anbTepHaTMBHA Himeuunna 3MiHM | TUNYy - 3MiHa Yacy
1 nonepeaHbLO na6oparopis gns BUTPUMYBAHHS Ail040I PEYOBUHY,
HanoBHEHWI Wwnpu, 3 TecTyBaHHSA Yy 3B’A3KY i3 BBEA€HHS HOBOIO
po3urHHMKOM (0,234 % npenapary 3a npouecy Bupo6HuLTBa (Increased
PO34MH HaTpIto X0pnay y NMOKa3HNKOM Titer Process). BBegeHHs 3MiH

BOAj AN iH'eKU,iA) no 5 mn,
1 apgantep Ansi qh/1akoHy,
1 cuctemy gns iHdysii, 2
TammnoHu 3i cnupTom, 1
nnacTtup, 1 mapnesy
noAayLleyky BKnagawTb y
KapTOHHY KOpOOKy

"CTepwbHICTL");
Baet bio®apma
niBbXH 0ch BaeT
dapmaceyTukasnc
NNc, CWA
(KOHTPO/b SIKOCTI
PO3UMHHUKA (KpiM
TecTiB "Cuna gns
rMoYaTkoBOro 3cyBy
nopwHsa", "Cuna
TepTsa nopLuHa",

NPOTAroM 6-Tu MicALiB nicns
3aTBEPMAKEHHS; 3MiHM | TUNY -
[OA4aHHs cTagil NOBTOPHOI
06p0o6kn Ans cTagii cpinbTpayii i3
yTpYMyBaHHSAM Bipycy, Ta ctagil
(piHa/IbHOT hinbTpaLii, 415 HOBOro
npouecy BupobHuuTBa (Increased
Titer Process). BBefieHHs 3MiH
NPOTSrom 6-Tu MicALiB nic/s
3aTBEPMKEHHS; 3MiHM | TURY -
[0fAaHHS EMHICHOrO MeToAy ANs
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
"flocnigpKeHHs BU3HAYEHHA ryCTOTU
repmeTuyHocTi"); XUTTE3AATHUX KNITWH, AK
Baet ®apma, C.A.,

Icnanis
(BMpPOGHNLTBO
niocpinizaty 3a

NOBHUM LIK/TOM;
KOHTPO/Tb AKOCTI
PO3UMHHMKA (KpiM
Tecty "Cuna tepta

nopLuHa“);
nakyBaHHs
pO34nHHKKa y HabIp;
KOHTPO/Ib SIKOCTI,
36epiraHHs,
nakyBaHHS Ta
BUNyCK Habopy;
BiAnoBiganLHUii 3a
BUMNYyCK cepii); BeTep
Papma-depTUryHr
v6X & Ko. KT,
HimeuunHa
(BUpOGHMLTBO Ta
KOHTPO/Ib SKOCTI
PO34mnHHMKa (KPiM
TecTiB "Cuna ans
no4YaTKOBOrO 3CyBY
nopwwHsa", "Cuna
TepTA NopLuHA",
"[ocnigpKeHHs
repmeTuyHocTi");
Betep dapma-
®epTuryHr rmex &
Ko. KI', HimeuunHa
(BUpOGHMLTBO Ta
KOHTPO/Ib AKOCTI
PO34mnHHYKKa (KpiM
TecTiB "Cwna ans
no4YaTKOBOrO 3CyBY

albTEPHATUBHOMO METOAY B
npoueci BupobHuutea AdI.
BBegeHHs 3MiH npoTsrom 6-Tn
MicALiB Nicna 3aTBepoKEHHS;
3MiHU | TUNY - BUAANEHHS
anbTepHaTUBHOIO MeToay AN
TeCcTyBaHHA 6iOHaBaHTaKEHHS B
npoueci BupobHuutea A®l (SCAN
RDI). BBeAeHHS 3MiH NpoTArom 6-
TN MiCALIB NiCNA 3aTBEPAXKEHHS;
3MiHK | TUny - 3miHa B
6e3nocepeHili ynakoBLi gitoyoi
PeyYOoBMHMN 3 AOAAHHAM EMKOCTI
o6’emom 3 n1. BBegeHHs 3MiH
NpoTArom 6-T! MicAUIB micns
3aTBEPMKEHHS; 3MiHM | TUNY -
BUAa/IEHHS BUNPOGYBaHHSA
CTEPUSILHOCTI Y KiHLj BUPO6HMYOro
npouecy Ans Hosoro Increased
Titer Process (ITP). BBegeHHs
3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPMAKEHHS; 3MiHM | TUNY -
3MiHa B 3aTBEPAKEHOMY
npoToKoni cTabiNbHOCTI, 30Kpema
6yn0 fOoAaHO HOBY TOUKY
nepioAnyYHOCTI BUNPOGyBaHHs 60
MicsLiB Npy 4OBrOTPUBASIOMY
36epiraHHi APl. BBegeHHS 3MiH
NpPOTArom 6-T MicAUIB micns
3aTBEPMKEHHS; 3MiHM | TNy -
BUJANEHHS BUPOOHUYOT OiNbHULL
Pfizer Inc, 700 Chesterfield
Parkway West, Chesterfield MO
63017 USA, aK BUpOGHMYOT
AiNbHUU, WO BigNOBIAaE 3a

nopwwHsa", "Cuna
TepTA NopLuHA",
"[ocnigpKeHHs

repmeTnyHocTi"));
Betep dapma-

noctayasnibH1Ka CTepuIbHOro
®epTuryHr rmex & Habopy ans iHdysii B Braun
Ko. KI', HimeuunHa Medical Inc, CLUA; 3miHu | Tuny -
(BizyanbHuii BU/TyYEHHS NoCTavyasibHUKa
KOHTPO/b, KOHTPO/b CTepwIbLHOro Habopy Ans iHdysii
AKOCTI PO34YMHHUKA Abbott Laboratories; 3MiHu | Tuny -
595

36epiraHHa 6aHKy KNiTWH gitoyol
pPeYOBUHU HOHAKOT asibdda; 3MiHN |
TUNY - BUIYYEHHS NocTavasibHuKa
CTepunbHOro Habopy ans iHdya3ii
Nipro Medical Corporation, CLLUA;
3MiHU | TUNY - BUNYYEHHS




Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
(nmwe Tectu "Cuna BUJ/TyYEHHS nocTavyasibH1Ka
[N No4YaTKoBOro CTepunbHOro Habopy ans iHdya3ii
3CyBY MOPLUHSA", Abbott Ireland Ltd, IpnaHgis; 3MiHn
"Cwuna TepTtsa | TUNY - BUNYyYeHHA
nopLUHA", noctayasnibH1Ka CTepuIbHOro
"[ocnigpKeHHs Habopy ans iHdysii Terumo
repMeTuyHocTi"); Medical Corporation, CLUA; 3miHu |
Betep ®apma- TUMY - BUAAIEHHS iHhopMmaLii npo
®epTuryHr rmex & KOMMOHEHTN Habopy Ans iHAy3il
Ko. KI, HimeuunHa L5 NikapcbKoro 3acoby i3
(BizyanbHuii marepianis peecTpauiiiHoro AoChbe
KOHTPO/b, KOHTPO/b (2.3.P.7.3 Functional Secondary
AKOCTI PO3YMHHUKA Kit Components, 3.2.P.7.4
Kpim TecTiB "Cnna Secondary Packaging
[ON151 N0YaTKOBOro Components, 3.2.R.1. Medical
3CyBY MOPLUHSA", Device); 3MmiHM | TUNy - BHECEHHS
"Cuna TepTa pefaKkTopPCbKUX NPaBok y
nopLUHA", marepianu peecTpawiiHoro 4ocbe,
"flocnigpKeHHs 30kpema nigposainy 3.2.P.7.
repmMeTu4HoCTI") Cuctema
KOHTeHep/3aKynoptoBasibHiA
3aci6; 3miHu | TMny - BUNyYeHHs
3aTBEPKEHOrO NPOTOKONY
ynpasiHHA 3miHamu (PACMP)
0151 TOTOBOTO NliKapCbKOro 3acoby
o0 36iNbLIEeHHS po3Mmipy cepii;
3MiHu |l TUNYy - 3MiHK Y
BMPOGHMYOMY NpoLeci Aitouoil
PeyoBVHM HaHOKOT abda,
30KpemMa BBeAEHHS HOBOrO
npouecy Increased Titer Process
(npouec 3 NigBULLEHUM TUTPOM),
AK HaCNigoK, napameTpm
KOHTPO/II0 B NpOLeCi BUPO6GHMLTBA
Ta NiMiTK AN gitoyoro
BMPOGHNYOro NpoLecy OHOB/EHO.
BBefeHHs 3MiH NpoTarom 6-Tu
MicSILLIB NicNs 3aTBEPPKEHHS
26. BEHE®IKC niodpinizat Ana po3ymHy NMPAN3EP ENY.CI.MI. CLA Bio/la6, C.J/1., IcnaHis/ BHECEHHS 3MiH 0 peecTpaLiiiHux | 3a peyenmom UA/16134/01/04
08 iH'ekuin no 2000 MO, KOPMOPEWLIH Icnanis CcLiA/ mMartepianis:
1 chnakoH 3 niodpinizaTom, (anbTepHaTuBHa HimeuunHa 3MiHu | TUNYy - 3MiHa vacy
1 nonepeaHLO naboparopia Ans BUTPUMYBAHHS [il04O0T PeYOBUHMU,
HanoBHEHWIM Wwnpu, 3 TecTyBaHHS Yy 3B'A3KY i3 BBEJeHHSI HOBOIO
po34mHHUKOM (0,234 % npenapary 3a npouecy BupobHuuTBa (Increased
pO34MH HaTpIto xs10puay y NOKa3HUKOM

BOAi ANA iH'eKUi) no 5 mn,
1 agantep ansa guiakoHy,

1 cuctemy ans iHdysii, 2

"CTepwbHIcTb");
Baet bio®apma
AiBixH oh Baet

Titer Process). BBefieHHs 3MiH
NPOTSrom 6-Tu MicALiB nic/s

3aTBEPMKEHHS; 3MiHK | Tuny -
A0faHHA cTagii NOBTOPHOI
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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
TammnoHu 3i cnupTom, 1 dapmaceyTunkanc 06po6kn ans ctagii chinbTpayi i3
nnacTtup, 1 mapnesy NNnc, CWA YyTPUMyBaHHSIM Bipycy, Ta ctagil

nofyLleyky BKIajawTb Yy
KapTOHHY KOpOOKy

(KOHTPO/b AKOCTI
PO34mnHHMKA (KpiM
TecTiB "Cwna ans
no4YaTKOBOrO 3CyBY
nopwwHsa", "Cuna
TepTA NopLuHA",
"[ocnigpKeHHs
repmeTuyHocTi");
Baet ®apwma, C.A.,
IcnaHis
(BMPOGHNLTBO
niodpinizaty 3a
NOBHUM LIIK/TOM;
KOHTPO/Ib SKOCTI
PO34nHHYMKA (KpiM
Tecty "Cuna tepta
nopLuHa");
nakyBaHHs
PO34MHHKKA Y HabIp;
KOHTPO/1b SIKOCTI,
36epiraHHs,
nakyBaHHS Ta
BUNYyCK Habopy;
BiANOBiAa/bHWIA 3a
BUNycK cepii); Betep
Papma-PepTUryHr
v6X & Ko. KT,
HimeuunHa
(BUpPOGHMLTBO Ta
KOHTPO/Tb AKOCTI
PO3UMHHMKA (KpiM
TecTiB "Cuna gns
no4YaTKOBOTO 3CyBY
nopwHsa", "Cuna
TepTA NopLUHS",
"[locnigpKeHHs
repMeTuyHocTi");
Betep dapma-
®epTuryHr rM6X &
Ko. KI', HimeuyunHa
(BUpOGHMLTBO Ta
KOHTPO/Tb AKOCTI
PO3UMHHMKA (KpiM
TecTiB "Cuna gns
noYaTKOBOTO 3CyBY
nopwHsa", "Cuna
TEepTs NopLUHS",

hiHa/IbHOT hinbTpaLil, 415 HOBOro
npouecy BupobHuutea (Increased
Titer Process). BBegeHHs 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBEPMXKEHHS; 3MiHM | TUNY -
[0AaHHS EMHICHOrO MeTofy ANs
BU3HAYEHHSA ryCTOTH
XUTTE3AATHUX KNITWH, SIK
a/lbTEPHATMBHOIO METOAY B
npoueci BupobHuuTea AdPI.
BBefeHHs 3MiH NpoTarom 6-tu
MicALIB MiCNsA 3aTBEPKEHHS;
3MiHU | TUNY - BUAANEHHSA
anbTepHaTMBHOIO MeToay A/1s
TecTyBaHHS 6ioHaBaHTaXXeHHs B
npoueci BupobHuutea APl (SCAN
RDI). BBeAeHHS 3MiH NpoTAarom 6-
TV MicAUIB NicNa 3aTBEPAKEHHS;
3MiHuM | TUNY - 3MiHa B
6e3nocepeHili ynakoBLii gitoyol
PEyYOoBMHMN 3 AOAAHHAM EMKOCTI
06’eMoM 3 1. BBeZleHHA 3MiH
NpPOTArom 6-T MicAUIB micns
3aTBEPMKEHHS; 3MiHM | TUnY -
BuAaNIeHHSs BUNPOGYBaHHSA
CTEPUIBHOCTI Y KiHLj BUPO6HMYOro
npouecy Ans Hosoro Increased
Titer Process (ITP). BBeaeHHs
3MiH NPOTArom 6-Tu MicALiB nicas
3aTBEPMKEHHS; 3MiHM | TNy -
3MiHa B 3aTBEpKEHOMY
npoTokoni cTabifbHOCTI, 30Kpema
6yn0 f4OAaHO HOBY TOUKY
nepiognyHocTi BUNpobysaHHA 60
MicsLiB Npy [OBrOTPUBASIOMY
36epiraHHi A®l. BBefieHHS 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBEPMKEHHS; 3MiHM | TUNY -
BUAA/IEHHS BUPOOHMNYOI AiNbHAL
Pfizer Inc, 700 Chesterfield
Parkway West, Chesterfield MO
63017 USA, ik BUpOGHUNYOT
OinbHUL, WO BignoBigae 3a
36epiraHHsA 6aHKy KNITUH Airoyoi
peYOBUHM HOHAKOT anba; 3mMiHu |
TMNY - BUYYEeHHS nocTavanbHuKa
CTEepWIbLHOTO Habopy ANs iHdysil
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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
"flocnigpKeHHs Nipro Medical Corporation, CLUA;
repmeTnyHocTi")); 3MiHW | TUNY - BUTyYEHHS
Betep dapma- noctayanbHUKa CTepUIbHOIO
®epTuryHr rM6X & Habopy Ans iHdysii B Braun
Ko. KI', HimewyunHa Medical Inc, CLUA; 3MiHu | Tuny -
(BizyanbHuii BU/TyYEHHS nocTavasibHUKa
KOHTPO/b, KOHTPO/b CTepUIbLHOro Habopy 415 iHdy3il
AKOCTI PO3YMHHUKA Abbott Laboratories; 3miHu | Tuny -
(nnwe Tectu "Cuna BUJTyYEHHS nocTavyasibHNKa
4119 NoYaTKoBOro CTepWILHOTO Habopy ANs iHdysil
3CyBY NOpLUHA", Abbott Ireland Ltd, IpnaHgis; 3miHn
"Cuna tepTa | TMNY - BUNyYeHHA
nopLuUHA", nocTtavasibHvKa CTepu/ibHOro
"[locnigpKeHHs Habopy ans iHdysii Terumo
repMeTuyHocTi"); Medical Corporation, CLUA; 3MiHu |
Betep dapma- TUMY - BUAaIEHHs iHhopmauii npo
depTuryHr rM6X & KOMMOHEHTU Habopy ANs iHdys3il
Ko. KI, HimeuunHa [ON5 nikapcbKoro 3acoby i3
(Bi3yanbHuiA mMartepianis peecTpayiiHoro gockbe
KOHTPO/b, KOHTPO/b (2.3.P.7.3 Functional Secondary
AKOCTi PO3UMHHKKA Kit Components, 3.2.P.7.4
Kpim TecTiB "Cuna Secondary Packaging
N8 NoYaTKOBOro Components, 3.2.R.1. Medical
3CyBY MOPLUHSA", Device); 3MiHU | TUNY - BHECEHHS
"Cwuna TepTtsa pefakTopCbKNX NPaBoK y
nopLHs", Marepiann peecTpaLliiiHoro AoCbe,
"[ocnigpKeHHs 30kpema nigposginy 3.2.P.7.
repmeTuyHocCTI") Cucrema
KOHTelHep/3aKynoptoBasbHWi
3aci6; 3MiHM | TUNY - BUNTYYEHHS
3aTBEPAKEHOr0 NMPOTOKOY
ynpas/iHHA 3MiHamn (PACMP)
0151 TOTOBOrO NikapCbKoro 3acoby
o0 36iNbLUEHHS po3Mipy cepii;
3MiHM Il TURY - 3MiHK Y
BMPOGHMYOMY NpOLECi Aito4oT
PEYOBUHM HAHOKOT asibgoa,
30KpemMa BBeieHHS HOBOrO
npouecy Increased Titer Process
(npouec 3 nigBuLLEHUM TUTPOM),
AK HaCNigoK, napameTpu
KOHTPO/II0 B NpoLeci BUPOGHULITBA
Ta NiMiTn A4nsa 4iv4oro
BMPOBGHNYOro NpoLecy OHOB/EHO.
BBeneHHs 3MiH NPOTAroM 6-Tu
MicSLB NicNs 3aTBEPAKEHHS
27. BEHE®IKC niodpinizat Ana po3umHy MOAN3EP EVY.CL.MI. CLWA BioNa6, C.1., IcnaHis/ BHECEHHS 3MiH 0 peecTpaLiiiHux | 3a peyenmom UA/16134/01/05
Ans iH’ekuii no 3000 MO 1 KOPMOPENLIH IcnaHis CLIA/ marepianis:
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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
chnakoH 3 niogpinizatom, 1 (anbTepHaTVBHA Himeuunna 3MiHM | TUNy - 3MiHa Yacy
nonepeaHbL0 HanoOBHEHWIA naboparopisa gns BUTPVIMYBaHHS Ail040T PEeYOBUHY,
LUMPWL, 3 PO3YMHHUKOM TecTyBaHHS Yy 3B'A3KY i3 BBEA€HHSI HOBOTO
(0,234 % po34unH HaTpito npenapary 3a npouecy Bupo6HuyTBa (Increased
Xnopvay y Bo4i Ans NMOKa3HUKOM Titer Process). BBegeHHs 3MiH

iH'ekuiii) no 5 mn, 1
aganTtep A5 dnakoHy, 1
cuctemy ans iHdysii, 2
TaMmMoHm 3i cnupToMm, 1
nnacTtup, 1 mapnesy
nofyLleyky BKIajawTb Yy
KapTOHHY KOPOGKY

"CTepubHICTL");
Baet bio®apma
niBixH ocp Baet
dPapmaceyTukanc
NAC, CWA
(KOHTpONb AKOCTI
PO3UMHHMKA (KpiM
TecTiB "Cuna gns
noYaTKOBOTO 3CyBY
nopwHsa", "Cuna
TepTA NopLUHS",
"[locnigpKeHHs
repMeTuyHocTi");
Baet ®apma, C.A.,
Icnanis
(BUPOBHULTBO
niodpinizaty 3a
NOBHUM LIIK/TOM;
KOHTPO/Ib SKOCTI
PO34mnHHMKa (KPiM
Tecty "Cuna Tepta
nopLuHa");
nakyBaHHs
PO34MHHKKA y HabIp;
KOHTPO/Ib SIKOCTI,
36epiraHHs,
nakyBaHHS Ta
BUNYCK Habopy;
BiANOBigabHNIA 3a
BUNYycCK cepii); BeTep
Papma-dPepTUryHr
M6X & Ko. KT,
HimevunHa
(BMPOGHMLITBO Ta
KOHTPO/Ib SKOCTI
PO34mnHHYKKA (KpiM
TecTiB "Cuna ans
noYaTKkoBOro 3cyBy
nopwHsa", "Cuna
TepTAa NopLUHA",
"flocnigpKeHHs
repmeTuyHocTi");
BeTep dapma-
PepTuryHr rm6X &

NPOTArom 6-Tu MicALiB nicns
3aTBEPMXKEHHS; 3MiHM | TUNY -
[0faHHA cTagii NOBTOPHOI
06po6KM Ansa cTagii dinbTpauii i3
yTpYMyBaHHSM Bipycy, Ta ctagil
thiHanbHOT hinbTpaLii, 415 HOBOro
npouecy Bupo6HuLTBa (Increased
Titer Process). BBefieHHs 3MiH
NpoTArom 6-T! MicAUIB micns
3aTBEPMKEHHS; 3MiHM | TUNY -
O0[AaHHS EMHICHOTO MeToAy ANA
BU3HAYEHHSA ryCTOTH
XUTTE3[ATHUX KMITUH, SK
anbTepHaTUBHOIO MeToAy B
npoteci Bupo6Huutea AdI.
BBeneHHs 3MiH NPOTAroM 6-Tu
MicALIB NiCNsA 3aTBEPLKEHHS;
3MiHK | TUNY - BUAANEHHSA
anbTepHaTUBHOIO MeToAy ANs
TeCTyBaHHs 6ioHaBaHTaXEHHSA B
npoueci BupobHuutea A®l (SCAN
RDI). BBeeHHs 3MiH NpoTArom 6-
TV MiCALIB MiCNA 3aTBEPAKEHHS;
3MiHM | TUNY - 3MiHa B
6e3nocepeHili ynakosLii gitouoi
PeyYoBUHM 3 AOAAHHSAM EMKOCTI
06’emoM 3 /1. BBeZeHHA 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBEPMKEHHS; 3MiHM | TUNY -
BUAA/IEHHS BUNPOGYBaHHSA
CTEePWILHOCTI Y KiHLi BUPOGHMYOro
npouecy Ans Hosoro Increased
Titer Process (ITP). BBegeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPMKEHHS; 3MiHM | TUNY -
3MiHa B 3aTBEpPL)KEHOMY
NpOTOKOANi CTabiNbHOCTI, 30KpemMa
6y/10 fOAaHO HOBY TOUKY
nepiogn4YHOCTI BUNpo6yBaHHs 60
MiCALiB NPy JOBroTpMBas/IOMY
36epiraHHi A®l. BBefeHHs 3MiH
NpoTArom 6-T MicAUIB micns
3aTBEPMAKEHHS; 3MiHM | TUNY -
BWAA/IEHHS BUPOOHMYOI AinbHUL
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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
Ko. KI', HimeuunHa

(BUpOGHMLTBO Ta
KOHTPO/Ib AKOCTI
PO34mnHHMKA (KpiM
TecTiB "Cwna ans
no4YaTKOBOrO 3CyBY
nopwwHsa", "Cuna
TepTA NopLuHA",
"[ocnigpKeHHs
repmeTnyHocTi"));
Betep dapma-
®epTuryHr rmex &
Ko. KI', HimeuunHa
(BizyanbHuii
KOHTPO/1b, KOHTPO/b
AKOCTI PO3YMHHUKA
(nvwe Tectu "Cuna
NSl N04aTKOBOrO
3CyBY MOPLUHSA",
"Cwuna TepTtsa
nopLuHa",
"flocnigpKeHHs
repmeTuyHocTi");
BeTep dapma-
®epTuryHr rM6X &
Ko. KI', HimeyunHa
(BisyanbHuii
KOHTPO/b, KOHTPOb
AKOCTi PO3UMHHUKA
Kpim TecTiB "Cuna
[N noYaTKoBOro
3CyBY MopLuHa",

"Cuna tepTa
nopLuHs",
"[locnigpKeHHs
repMeTUyHOCTI")

Pfizer Inc, 700 Chesterfield
Parkway West, Chesterfield MO
63017 USA, aK BUpOGHMYOT
AiNbHUU, WO BigNOBIAaE 3a
36epiraHHa 6aHKy KNiTWH gitoyol
pPeYOBUHU HOHaKOT asibdda; 3MiHN |
TUNY - BUYYEHHS NocTavasibHuKa
CTepubHOro Habopy ans iHdya3ii
Nipro Medical Corporation, CLLUA;
3MiHU | TUNY - BUNYYEHHS
noctayasnbH1Ka CTepuIbHOro
Habopy ans iHdysii B Braun
Medical Inc, CLUA; 3miHu | Tuny -
BU/TyYEHHS nocTavasibHuKa
CTepwbHOro Habopy Ans iHgysii
Abbott Laboratories; 3miHu | Tuny -
BU/TyYEHHS nocTavasibHuKa
CTepwbLHOro Habopy ans iHgysii
Abbott Ireland Ltd, IpnaHgis; 3miHn
| TMNY - BUNTYYEHHSA
noctayanbHUKa CTepUIbHOIO
Habopy Ans iHdysii Terumo
Medical Corporation, CLUA; 3miHu |
TUNY - BUAANEeHHs iHdopmadii npo
KOMMOHEHTUN Habopy ANns iHdys3il
0115 nikapcbkoro 3acoby i3
mMarepianis peecTpauiiiHoro Aocke
(2.3.P.7.3 Functional Secondary
Kit Components, 3.2.P.7.4
Secondary Packaging
Components, 3.2.R.1. Medical
Device); 3MiHM | TUNy - BHECEHHS
peAaKkTopCbKUX NPaBoK y
MaTepiasin peecTpauiiHoro focCbE,
30kpeMa nigposainy 3.2.P.7.
Cucrema
KOHTeWHep/3aKynoptoBasbHWi
3aci6; 3miHu | TMNy - BUNYYeHHS
3aTBEPAKEHOrO NPOTOKONY
ynpasniHHa 3MiHamn (PACMP)
AN TOTOBOTO NiKapcbKoro 3acoby
oo 36inbLUeHHS po3Mipy cepii;
3MiHM Il TURY - 3MiHK Y
BMPOGHMYOMY NpoLeci Aitoyol
peyoBVHY HaHOKOT anbga,
30KpemMa BBeieHHsi HOBOTO
npouecy Increased Titer Process
(npouec 3 NiABULLEHUM TUTPOM),
AK HacnigoK, napameTpu
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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
KOHTPO/I0 B NpOLEeCi BUPO6GHMLTBA
Ta NiMiTK ANs gitoyoro
BMPOGHNYOro NpoLecy OHOB/EHO.
BBefeHHs 3MiH NpoTarom 6-tu
MicSILLIB NicNs 3aTBEPPKEHHS
28. BEHE®IKC Niogpinizat Ana po3unHy NMPAN3EP ENY.CI.MI. CLA Bio/la6, C.J/1. , IcnaHis/ BHECEHHS 3MiH 0 peecTpaLiiiHux | 3a peyenmom UA/16134/01/02
0051 iH ekuin no 500 MO 'y KOPMOPENLH Icnanis CcLiA/ mMartepianis:
donakoHi Nel B KOMNEKTi 3 (anbTepHaTuBHa HimeuunHa 3MiHuW | TUNY - 3MiHW WOA0
PO3UYMHHUKOM MO 5 M1y naboparopia Ans 6e3nekn/edhekTMBHOCTI Ta
nonepeaHbL0 HanoBHEHOMY TecTyBaHHS thapmakoHarnsgy - OHOB/IEHHS
LUMPWL Ta CTEePUIbHUM npenapary 3a TEKCTY MapKyBaHHS ynakoBKm
Habopom NOKa3HUKOM NiKapCbKOro 3aco6y 3 BHECEHHAM

«CTepunIbHICTb»);
Baet bio®apma
niBixH och Baet

dapmaceyTukanc

NNcC, CWA

(KOHTpOSIb AKOCTI

PO3UMHHMKA (KpiM

TecTiB "Cuna ans

no4aTKoBOro 3cyBy
nopwHsa", "Cuna
TepTA NopLUHA",

"flocnigpKeHHs
repMeTnyHocCTi"));

Baet dapma C.A,,

IcnaHis
(BUPOGHMLTBO
niocpinizaty 3a

MOBHVM LIVIK/IOM;
KOHTPO/Tb SIKOCTi
PO3UMHHUKA (KpiM
Tecty "Cuna tepta
nopHs");
nakyBaHHs
PO34nHHKKa y HabIp;
KOHTPO/Ib SIKOCTI,
36epiraHHs,
nakyBaHHS Ta
BUNYCK Habopy;
BiANOBiAaNbHWIA 3a
BUNYCK cepil); BeTep

Papma-PepTUryHr

v6X & Ko. KI™,
HimeuunHa

(BMPOGHMLTBO Ta
KOHTPO/Ib SKOCTI

PO34YMHHYMKA (KpiM

iHhopMmauii Wwoao 3a3HaveHHs
OAVHULb BUMIPIOBAHHSA Y CUCTEMI
Sl. TepmiH BBEAEHHSA 3MiH
npoTsirom 6 MicsyiB micns
3aTBEPAKEHHS
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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

TecTiB "Cuna gns
ro4aTkoBoro 3cyBy
nopwHsa", "Cuna
TepTA NOPLUHS",
"[locnigpKeHHs
repMeTnyHocTi"));
Betep dapma-
®epTuryHr rM6X &
Ko. KI', HimeuyunHa
(BUpOGHMLTBO Ta
KOHTPO/Tb AKOCTI
PO3UMHHMKA (KpiM
TecTiB "Cuna gns
noYaTkoBoro 3cyBy
nopwHsa", "Cuna
TepTA NopLUHS",
"[locnigpKeHHs
repMeTuyHocCTi"));
Betep dapma-
depTuryHr rM6X &
Ko.KI", Himeuuunna
(BisyasnibHui
KOHTPO/1b, KOHTPO/Ib
AKOCTI PO3YMHHUKA
(kpim TecTiB "Cuna
[719 N0YaTKOBOro
3CyBY MopLUHA",
"Cuna tepTa
nopLuHa",
"[ocnigpKeHHs
repmeTnyHocTi"));
Betep dapma-
®epTuryHr rmex &
Ko.KTl, HimeuunHa
(BizyanbHuii
KOHTPO/1b, KOHTPO/b
AKOCTI PO3YMHHUKA
(nvwe Tectu "Cuna
[NA NoYaTKoBOro
3CyBY MOPLUHSA",
"Cwuna TepTtsa
nopLuHa",
"flocnigpKeHHs
repmMmeTnyHocTi"))

29.

BEHE®IKC

Niodpinizat gns posunHy
081 iH ekyin no 1000 MO y
donakoHi Nel B KOMNEKTi 3
PO3YMHHMKOM MO 5 MNy
nonepegHbL0 HanoBHEHOMY

MOAN3EP EVY.CL.II.
KOPMOPEWNLLIH

CLA

bioNa6, C.J1. ,
Icnanis
(anbTepHaTuBHa
naboparopia Ans
TECTyBaHHSA

Icnanis/
CcLiA/
HimeuunHa

BHECEHHS 3MiH O peecTpaLifiHnX
mMartepianis:
3MiHuW | TUNY - 3MiHW WOA0
6e3nekn/etheKkTUBHOCTI Ta
hapmakoHarnsgy - OHOB/IEHHS

3a peyernmom

UA/16134/01/03
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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
LINpULi Ta CTEPUTBHUM npenapary 3a TEeKCTy MapKyBaHHS ynakoBKu
Habopom NOKa3HNKOM

MoYaTKoBOro 3CyBY

repmeTnyHocTi"));

®epTuryHr rM6X &
Ko. KI', HimeyunHa
(BMPOGHMLITBO Ta

nnc, CWA

nopwHsa", "Cuna
TepTA NopLUHS",
"[locnigpKeHHs
repMeTuyHocCTi"));
Baet dapma C.A.,
Icnanis
(BUPOBHULTBO
niochinisaty 3a
NOBHUM LIIK/TOM;
KOHTPO/Ib AKOCTI
PO34mnHHMKa (KPiM
Tecty "Cuna Tepta
nopLuHa");
nakyBaHHs
PO34MHHKKA y HabIp;
KOHTPO/Ib SIKOCTI,
36epiraHHs,
nakyBaHHS Ta
BUNYCK Habopy;
BiANOBigabHNI 3a
BUNYyCK cepii); BeTep
Papma-PepTUryHr
v6X & Ko. KI™,
HimevunHa
(BMPOGHMLTBO Ta
KOHTPO/Ib SKOCTI
PO34mnHHYKKA (KpiM
TecTiB "Cuna ans

nopwHsa", "Cuna
TepTAa NopLUHA",
"flocnigpKeHHs

BeTep dapma-

KOHTPO/Ib SIKOCTI

«CTepunbHICTb»);
Baet bio®apma
niBixH och Baet

dPapmaceyTukanc

(KOHTpONb AKOCTI
PO3UMHHMKA (KpiM
TecTiB "Cuna gns
noYaTKOBOTO 3CyBY

NiKapCbKOro 3acoby 3 BHECEHHAM
iHbopMmauii Woao 3a3HaYeHHS
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. TepmiH BBeAEHHS 3MiH
npoTsirom 6 Micsuis nicns
3aTBEPAKEHHS
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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

PO34mnHHYMKa (KpiM
TecTiB "Cwna ans
no4YaTKOBOrO 3CyBY
nopwHsa", "Cuna
TepTA NopLuHA",
"[ocnigpKeHHs
repmeTnyHocTi"));
Betep dapma-
®epTuryHr rmex &
Ko.KTl, HimeuunHa
(BizyanbHuii
KOHTPO/1b, KOHTPO/b
AKOCTI PO3YMHHUKA
(kpim TecTiB "Cuna
NSl N04aTKOBOrO
3CyBY MOPLUHSA",
"Cwuna TepTtsa
nopLuHa",
"flocnigpKeHHs
repmeTnyHocTi"));
BeTep dapma-
®epTuryHr rM6X &
Ko.Kl', HimewunHa
(BisyanbHuii
KOHTPO/b, KOHTPONb
AKOCTi PO3UMHHUKA
(nnwe Tectn "Cuna
[N noYaTKoBOro
3CyBY MopLuHA",
"Cuna tepTa
nopLuHs",
"[locnigpKeHHs
repMeTuyHocTI"))

30.

BEHE®IKC

Niogpinizat gna po3unHy
[Ans iH ekuin no 2000 MO y
donakoHi Nel B KOMNMEKTI 3
PO3YNHHMKOM MO 5 MN'y
nonepeaHbL0 HaNoBHEHOMY
LINpULi Ta CTEPUTBHUM
Habopom

MPAN3EP EVY.CL.MI.
KOPMOPEWLLUH

CLIA

bio/la6, C.N. ,
Icnanis
(anbTepHaTMBHA
na6oparopis gns
TecTyBaHHSA
npenapary 3a
NOKa3HNKOM
«CTepuUbHICTbY);
Baet bio®apma
LiBbKH 0h BaeT
dapmaceyTukasnc
NNc, CWA
(KOHTPO/b SIKOCTI
PO3UMHHUKA (KpiM
TecTiB "Cuna gns
noYaTKOBOIO 3CyBY

Icnanis/
cuA/
HimeuunHa

BHECEHHS 3MiH 4O peecTpauiiHnx
martepianis:
3MiHY | TUMy - 3MiHK Woao
6e3nekn/etheKTUBHOCTI Ta
hapmakoHarnsigy - OHOB/IEHHS
TEKCTYy MapKyBaHHs ynakoBKu
NiKapCcbKoro 3acoby 3 BHECEHHAM
iHbopMmauii Wwoao 3a3HaYeHHsA
OAVHNLb BUMIPIOBaHHSA Y CUCTEMI
Sl. TepmiH BBEAEHHS 3MiH
npoTArom 6 Micauis nicns
3aTBEPPKEHHS.

3a peyernmom

UA/16134/01/04
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
nopwHsa", "Cuna
TepTA NopLuHA",

no4yaTkoBOro 3CyBy

repMeTuyHocCTi"));

depTuryHr rM6X &
Ko.KI', HimeuunHa

"[ocnigpKeHHs
repmeTnyHocTi"));
Baet ®apma C.A,,

IcnaHis
(BMPOGHNLTBO
niodgpinizaty 3a
NOBHUM LIIK/TOM;
KOHTPO/Ib SKOCTI
PO34mnHHYMKA (KpiM
Tecty "Cuna tepta
nopLuHa");
nakyBaHHs
PO34MHHKKA Y HabIp;
KOHTPO/1b SIKOCTI,
36epiraHHs,
nakyBaHHS Ta
BUNyCK Habopy;
BiANOBiAa/IbHWIA 3a
BUNycK cepii); Betep
Papma-PepTuUryHr
v6X & Ko. K™,
HimeuunHa
(BUpOGHMLTBO Ta
KOHTPO/Tb AKOCTI
PO3UMHHUKA (KpiM
TecTiB "Cuna gns
noYaTKOBOTO 3CyBY
nopwHsa", "Cuna
TepTA NopLUHS",
"[locnigpKeHHs
repMeTuyHocCTi"));
Betep dapma-
®epTuryHr rM6X &
Ko. KI', HimeuyunHa
(BUpOGHMLTBO Ta
KOHTPO/Tb AKOCTI
PO3UMHHMKA (KpiM
TecTiB "Cuna gns

nopwHsa", "Cuna
TepTA NOpPLUHS",

"[locnigpKeHHs

Betep dapma-

(BizyasibHuI
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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/b, KOHTPOb
AKOCTi PO3UMHHUKA
(kpim TecTiB "Cuna
[N noYaTKoBOro
3CyBY MopLuHa",
"Cuna tepTa
nopLuHs",
"[locnigpKeHHs
repMeTuyHocTi"));
Betep dapma-
®epTuryHr rm6X &
Ko.KI", Himeuuunna
(BisyasnibHui
KOHTPO/1b, KOHTPO/Ib
AKOCTI PO3YMHHUKA
(nuwe Tectu "Cuna
[719 N0YaTKOBOro
3CyBY MopLUHA",
"Cuna tepta
nopLuHa",
"[ocnigpKeHHs
repmeTnyHocTi"))

31.

BEHE®IKC

niodpinizat Ana posumHy
Ans iH’ekuii no 3000 MO 1
donakoH 3 niocpinizatom, 1
nonepeaHbLO HaNnoOBHEHWIA
LUMPWL, 3 PO3YMHHUKOM
(0,234 % po34urH HaTpito
xnopuay y Bogj ans
iH'eKUid) no 5 mn, 1
aganTtep A5 diakoHy, 1
cucTemy ans iHdysii, 2
TaMmnoHu 3i cnnptom, 1
nnacTtup, 1 mapnesy
noAyLueyky BKNagawTb y
KapTOHHY KOpOOKy

MOANSEP ENY.CLII.
KOPMOPENLLIH

CLWA

Bio/la6, C.11. ,
IcnaHis
(anbTepHaTuBHaA
nab6oparopis ans
TecTyBaHHs
npenapary 3a
NOKa3HUKOM
«CTepusIbHICTb»);
Baet bio®apma
niBbKH o¢h BaeT
PapmaceyTurKanc
nNnc, CWA
(KOHTPO/b AKOCTI
PO34YnHHYMKA (KPiM
TecTiB "Cwna gns
no4aTkoBOro 3cyBYy
nopLuHa", "Cuna
TepTsa NopLuHa",
"[oCnipKeHHS
repMeTnyHocTi"));
Baet dapma C.A.,
Icnanis
(BMpPOGHNLTBO
niocpinisaty 3a
NMOBHUM LVK/IOM;
KOHTPO/Ib AKOCTI
PO34MHHMKA (KpiM

Icnanis/
cuA/
HimeuunHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis:
3MiHM | TURY - 3MiHW WOA0
6e3nekn/edheKTMBHOCTI Ta
hapmakoHarnsgy - OHOBMEHHS
TEKCTY MapKyBaHHs ynakoBKu
NiKapCbKoro 3acoby 3 BHECEHHAM
iHchopmauii LWoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. TepmiH BBeEHHSA 3MiH
npoTarom 6 micsAuis nicns
3aTBEPMKEHHS.

3a peyernmom

UA/16134/01/05
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs

Tecty "Cuna tepta
nopLuHa“);
nakyBaHHs

pO34nHHKKa y HabIp;

KOHTPO/Ib SIKOCTI,
36epiraHHs,
nakyBaHHs Ta
BUNyCK Habopy;
BiAnoBiganLHUii 3a
BUMNYyCK cepii); BeTep
Papma-PepTUryHr
v6X & Ko. KI™,
HimeuunHa
(BUpOGHMLTBO Ta
KOHTPO/Tb AKOCTI
PO34mnHHYKKA (KpiM
TecTiB "Cuna ans
no4YaTKOBOrO 3CyBY
nopwHsa", "Cuna
TepTA NopLuHA",
"[ocnigpKeHHs
repmeTnyHocTi"));
Betep dapma-
®epTuryHr rmex &
Ko. KI', HimeuunHa
(BUpOGHMLTBO Ta
KOHTPO/Ib SKOCTI
PO34mnHHYKKa (KpiM
TecTiB "Cuna ans
no4YaTKOBOrO 3CyBY
nopwwHsa", "Cuna
TepTA NopLuHA",
"[ocnigpKeHHs
repmeTnyHocTi"));
Betep dapma-
®epTuryHr rmex &
Ko.KTl, HimeuunHa
(BizyanbHuii
KOHTPO/1b, KOHTPO/b
AKOCTI PO3YMHHUKA
(kpim TecTiB "Cuna
NSl N04aTKOBOrO
3CyBY MOPLUHSA",
"Cwuna TepTtsa
nopLuHa",
"flocnigpKeHHs
repmeTnyHocTi"));
BeTep dapma-
PepTuryHr rm6X &
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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
Ko.KTl, HimeuunHa
(BizyanbHuii
KOHTPO/1b, KOHTPO/Ib
AKOCTI PO3YMHHUKA
(nvwe Tectu "Cuna
NSl N04aTKOBOrO
3CyBY MOPLUHSA",
"Cwuna TepTtsa
nopLuHa",
"flocnigpKeHHs
repmeTnyHocTi"))
32. BIKANYTAMIA- | TabneTku, BKpUTI MicTtpan Kenitan AHrNiA CiHTOH XicnaHis, IcnaHis BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/15136/01/01
BICTA NAiBKOBOK 060J1I0HKOHD, MO MeHemKMeHT JlimiTepq, C.J. marepianis: 3miHu | Tuny -
50 mr; no 10 TabneTok y AJMiHICTpaTVBHI 3MiHW. 3MiHa
6nicTepi; no 3 6rictepu B HaliMeHyBaHHA Ta/abo agpecu
KapTOHHI KOpooLj 3as1BHMKa (B/1acHMKa
peecTpavuiiiHoro NocBigYeHHs) -
3MiHa afipecu 3asiBHUKa
33. BIKANYTAMIA- | Tabnetku, BKpUTI Mictpan Kenitan AHrnis CiHTOH XicnaHis, Icnanis BHECEHHS 3MiH 0 peecTpaliiiHux | 3a peyenmom UA/15136/01/02
BICTA N1iBKOBOK 060/10HKO, MO MeHexMeHT JlimiTep, C.J. marepianis: 3miHu | TUny -
150 mr; no 10 TabneTok y AAMIHICTpaTVBHI 3MiHW. 3MiHa
6nicTepi; no 3 6rictepu B HalilmeHyBaHHs Ta/abo agpecu
KapTOHHIA KOpoo6Li 3asBHVKa (Br1acHMKa
peecTpavuiiiHoro NocBigYEHHs) -
3MiHa apecu 3asiBHMKa
34. BNEMAPEH® TabneTtku wunydi; no 20 ecnapma Mv6X HimeuyunHa Na6opaTtopioc IcnaHis BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 peyenma UA/9419/01/01
LUMMYYnX TabNeTokK y MegikameHTOC marepianis:
noninponineHosoMy IHTepHacboHanec,
KoHTeiHepi; no 4 a6o 5 CA. 3MiHM | TNY - 3MIHK 3 AKOCTI.
KOHTENHEDIB Y KAPTOHHIU roToBUit Nikapcbkuii 3aci6.
kopobui pasom 3 _ KOHTPOsIb FOTOBOrO NikapckKOro
IHAVKATOPHMM Nanepom | 3aco6y. 3miHa y MeTogax
KOHTPO/IbHUM KaNeHaapem BUNPOGYBaHHS rOTOBOrO
NiKapcbkoro 3acoby (HesHavyHa
3MiHa Y 3aTBEpPKEHUX MeTogax
BUNPOOBYBaHHS) - 3MiHU B
MeToAWLi NPUroTYBaHHS
BUMPOGOBYBAHOIO PO3YMHY 3a
NokKasHUKOM «KinbkicHe
BU3HAYEHHS JIMMOHHOI KUC/OTH
(4epes 3aranbHWil BMICT LUTPaTy)»
(BEPX)
35. B/TOKMAKC TabNEeTKN, BKPUTI ANIKANOIQ AL, Ckor’e | Pecny6nika ANKANOIL AL Pecny6nika | BHeCeHHs 3MiH 0 peecTpaLiiHux | 6e3 peyenma UA/17948/01/01
N1iBKOBOK 060JI0HKOHO, MO MiBHiYHa Ckon'e MiBHiYHa Marepianis: 3miHu | Tuny -
200 wmr; no 10 TabneTok y MakefioHis MakeioHist AAMIHICTpaTVBHI 3MiHW. 3MiHa

6nicTepi; no 1 6nictepy B
KapTOHHI Kopoo6Lli

HaliMeHyBaHHA Ta/abo agpecu
3asBHUKA (B1aCHMKa
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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

peecTpauiiHoro Noceig4YeHHs)
3MiHa Ha3BW KpaiHu 3asBHuka 'N13.
3MiHu | TUNY - AOMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaPKEHHSA AiSSIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbKoro 3acoby, BKIOYaK4n
AinbHULI BUNYycKy cepii abo micue
NpoBeAeHHS KOHTPOJIIO AKOCTI.
(misnbHicTb, 3a AKy BignoBigae
BUPOGHMK/IMIOPTEP, BKIOYAKOUN
BWMYCK Cepiii) 3MiHa Ha3BU KpaiHu
BMpOGHWMKa 13, 6e3 3MiHM Micus
BMpO6GHUUTBA. 3MiHW BHECEHI 10
IHCTPYKLii AN MeguyHoro
3aCTOCYyBaHHS NiKapcbKoro 3acoby
y po3gin "MicLe3HaxomKeHHs
BMPOGHMKa Ta agpeca Micus
NpPOBaPKEHHS OT0 AisS/IbHOCTI", 3
Bi4NOBIAHVMMN 3MiHAMMW [0 TEKCTY
MapKyBaHHS YMakoBK/ Nikapcbkoro
3aco6y. 3miHu | TUny - 3MiHK
wofo 6esnekn/edekTMBHOCTI Ta
thapmakoHarnsagy. 3miHa 'y
KOPOTKIill XapakTepucTuui
NiKapcbkoro 3acoby, TekcTi
MapKyBaHHS! Ta IHCTpYKLU|ii Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
nocnigpkeHb 3 6e3neku
3acTOCyBaHHS MikapcbKoro 3acoby
B nicnsipeecTpayiiHuii nepio, abo
AK pe3ybTar OLiHKN 3BITY 3
AoCnigpKeHb, NpoBeAeHNX
BiANOBIAHO A0 nMiaHy
negiatpnyHux gocnigpxkeHs (PIP)
(3MiHY Y3rof)KeHo 3 KOMNETEHTHUM
YMOBHOB&XEHVM OpraHoM) 3MiHu
BHECEHI 10 iIHCTPYKUii ans
MeAMNYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ginu
"Oco6/1BOCTI 3aCTOCYBaHHA",
"Mo6iuHi peakwyii" BigNoBigHO A0
OHOBJIEHOT IHhopMaLii LWoao
6e3nekun 4itoyoi peqyoBuHN. 3MiHu |
TMny - AGMiHICTPaTVBHI 3MiHW.
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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 Ha3BW NikapCcbKoro 3acoby -

3MiHV BHECEHi o040 Ha3Bu
niKkapcbKoro 3acoby:
3arBepaxeHo: blokMAKC
BlokMAX; 3anponoHoBaHo:
BnokMAKC BIoKMAX®. 3MiHu |
MRy - 3MiHN Woa0
6e3nekn/edeKTMBHOCTI Ta
hapMakoHarnagy. 3miHa y
KOPOTKiil xapaktepucTuui
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLii AnA
MEJUYHOTO 3aCTOCYBaHHS Ha
nigcrasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnigpkeHb 3 6e3nekn
3aCTOCYyBaHHSA NikapcbKoro 3acoby
B nicnsipeecTpavinHuii nepiog, abo
AK pe3ynbTaT OLiHK/ 3BITYy 3
JocnimKeHb, NpoBeAeHNX
BIANOBIAHO A0 nnaHy
nepjatpnyHux gocnigpxkeHs (PIP)
(3MiHy y3rokeHo 3 KOMMETEHTHUM
YNOBHOB&XEHVM OpraHoM) 3MiHu
BHECEHi 10 iHCTPYKUiT Ans
MeAMUYHOrO 3aCTOCYBaHHs
nikapcbKkoro 3acoby y po3ginu
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"Cnoci6 3acTocyBaHHs Ta fo3u"
BiZANOBIAHO [0 OHOBMEHOT
iHchopmauii Wwopo 6e3nekm gitoyoi
peyoBUHW. 3MiHK | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3miHa 'y
KOPOTKIill XapakTepucTuLi
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTpyKLUii gns
MEAMYHOrO 3aCTOCYBaHHS Ha
nigcrasi perynsipHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
nocnigpkeHs 3 6e3neku
3aCTOCYyBaHHS NiKapcbKoro 3acoby
B nicnsipeecTpayiiHuii nepiog, abo
AK pe3ynbTaT OLiHK/ 3BITY 3
JocnimKeHb, NPoOBeAEeHNX
BiAMNOBIAHO A0 NnaHy

negiaTpnyHux gocnigkeHo (PIP)
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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

(3MiHY Y3rof)KeHo 3 KOMNETEHTHUM
YMOBHOB&XEHVM OpraHoM) 3MiHu
BHECEHI 10 iIHCTPYKUii Ans
MeJMNYHOIO 3aCTOCYBaHHSI
nikapcbKoro 3acoby y po3ain
"Mo6ivHi peakui" BigNoBigHO A0
OHOB/EHOT iHhopMaLii Wwoao
6e3neku Aitoyoi pevoBnHNU. 3MiHu |
MRy - 3MiHK Woa0
6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3miHn)
3MiHM BHECEHI 10 TEKCTY
MapKyBaHHS YMakoBK/ Nikapcbkoro
3aco0by: OHOBJ/IEHHS TEKCTY
MapKyBaHHS 3 0aBaHHAM
oAnHULb Sl.

36.

BPU/TbAHTOB
N 3ENEHUN

PO34MH A1 30BHILUHBOrO
3aCTOCYBaHHSA, CMMPTOBUIA
1 %; no 10 mn a6o 20 mn
y chnakoHax; no 20 mny
thnakoHax-KpanenbHULsAX

MPAT "®ITOPAPM"

YKpaina

MPAT "®ITOPAPM"

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis:
3MiHK | TURY - 3MiHW 3 SKOCTI.
[OTOBMIA Nikapcbkuii 3aci6. 3miHu
y BUPOBGHULTBI. 3MiHa po3Mipy
cepii (BkItOYaKoUM gianasoH
po3Mipy cepii) rotToBoro
nikapcbKoro 3acoby (3MeHLLIEHHs
00 10 pasiB) - BBEAEHHSI
[oAaTkoBoro posmipy cepii M'3.
3anponoHosaHo: 300 kr (no 10 mn
y tonakoHi — 33161 ¢on., no 20 mn
y thnakoHi — 16580 dpn.); 500 kr
(no 10 mn y chnakoHi — 55235 .,
no 20 mn y doiakoHi — 27618 dn.)

6e3 peyenma

UA/8012/01/01

37.

BPY®EH®

rpaHynu wunydi no 600 mr
30 calue B KapTOHHii
Kopoo6Li

ABGOTT JlabopaTtopi3s
M6X

HimeyunHa

A668Bi C.p.n.

ITanisa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis:
3MiHM | TURy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsagy. 3miHa 'y
KOPOTKIiil xapakTepucTuui
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTpYKLU|i Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
JocnifpkeHb 3 6esnekn
3acTOCyBaHHSA NikapcbKoro 3acoby
B nicnsipeecTpayiiHuii nepiog, abo
AK pe3ysibTar OLiHKN 3BITY 3
[OCNigpKeHb, NPOBeAEHNX
BiANOBIAHO A0 NiaHy

3a peyenmom

UA/13154/02/01
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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

neajatpnyHux gocnigpkeHs (PIP)
(3MiHy y3rofkeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHWM OpraHoM) - 3MiHW
BHECEHO A0 po3ainy "OcobamnBocTi
3acTocyBaHHS" IHCTPYKUIii Ans
MeAMNYHOrO 3aCTOCYBaHHs
NiKapcbKoro 3acoby 3rigHo 3
OHOBJIEHOIO iHthopMaLieto 3
6e3nekn (PekomeHaaw,i
PRAC/201784/2020). BBeaeHHs
3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPKEHHS. 3MiHM | Tvny -
3MiHY 3 AkocTi. CepTudikat
BignosigHocTi/l E-cepTudikat
BiAANOBIAHOCTI EBpoNechkili
thapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTudpikaTa BignoBigHOCTI a6o
BUYYEHHS cepTudikata
BiANOBIAHOCTI EBpoNechbkili
thapmakonei: gna A®l; ana
BUWXifHOIO
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpPOGHMLTBI A®I; ans
[0MOMIXHOT pEYOBUHU
(cepTudpikat BignosigHOCTI
€Bponeiicbkin dhapmakonei) -
OHoBreHWiA cepTudikar Bif yxe
3aTBEPAKEHOrO BUPOOHMKA -
3asBHUKOM MPOMOHYETLCA
OHOB/IEHWIA cepTuddikaT
BiAANOBIAHOCTI EBpoNechkili
thapmakonei R1-CEP 2000-087-
Rev 03 (3aTBepgxeHo: R1-CEP
2000-087-Rev 02) ans A®l —
ibynpodoeHy — ans 3aTBEPAKEHOIO
BMpo6HMKa BASF Corporation,
USA. 3MiHu | TUny - 3MiHK 3
skocTi. CepTuddikat
BignosigHocTi/l E-cepTudikar
BiAANOBIAHOCTI EBpoNechkili
hapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTudpikaTa BignoBigHoOCTi a6o
BUyYEHHS cepTudikata
BiANOBIAHOCTI EBpoNechbkili
thapmakonei: gna A®l; ana
BWXifHOrO
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38.

Ne
n/n

Hassa
JliKapcbKo20

Popma sunycky
(nikapcbka ¢hopma,

3asBHUK

KpaiHa

Bupo6Huk

3acoby

ynakoska)

3asiBHUKa

KpaiHa

BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

BPY®EH®

30 cawe B KapTOHHiIl

rpaHyv wunyyi no 600 mr

A660TT Jlabopatopi3

eX

Himeyunna

A668i C.p.n.

ITanisa

martepiany/peareHTy/nPoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpo6HULTBI API; Ans
[0MOMIXHOT pEYOBUHN
(cepTudpikaT BignoBigHOCTI
€Bponeiicbkii hapmakonei) -
OHoBreHuii cepTudikar Bif yxe
3aTBEPKEHOr0 BUPOGHMKA -
noJaHHA OHOB/IEHOro cepTudikaTa
BIANOBIAHOCTI EBpONenchbkili
thapmakonei Ne R1-CEP 1996-
061-Rev 13 (3aTBEepmkeHo: R1-
CEP 1996-061-Rev 12) ans
aitoyoi peyvosuHy lbuprofen Big
BX€e 3aTBEepKEHOro BUpoBHUKa 3i
3MiHOIO Ha3BW BUPOGHMKA
(3aTBepmxeHo: Strides Shasun
Limited, India; 3anponoHoBaHo:
SOLARA ACTIVE PHARMA
SCIENCES LIMITED, India).
3MiHW | TUNY - 3MiHK 3 AKOCTI.
CepTucpikat BignosigHocTi/lE-
cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkiii
hapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTudpikaTa BignoBigHOCTI a6o
BUyYEHHS cepTudikata
BiANOBIAHOCTI EBpoONechbkili
thapmakonei: gna A®l; ana
BUWXifHOrO
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpPOGHMLTBI A®I; ans
[0MOMIXHOT pEYOBUHU
(cepTudpikat BignosigHOCTI
€Bponeiicbkin dhapmakonei) -
OHoBreHWiA cepTudikar Bif yxe
3aTBEPAKEHOr0 BUPOOHMKA -
nofaHHs OHOB/IEHOro cepTudiikata
BiANOBIAHOCTI EBpoONechbkili
hapmakonei Ne R1-CEP 1996-
061-Rev 14 gns fjloyoi peqyoBuHN
Ibuprofen Big BXe 3aTBEpXEHOr0
BUpo6HMKa SOLARA ACTIVE
PHARMA SCIENCES LIMITED,
India.

nocsBi0oYeHHs

BHECEHHS 3MiH O peecTpaLifiHnX

3a peyenmom

mMartepianis:

UA/13154/02/01
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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

Kopoo6ui

3MiHY | TURY - 3MiHK Woao
6e3nekn/edheKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHu) -
3MiHM BHECEHO B HCTPYKLUitO 4715
MeANYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao posginiy
"Mo6iuHi peakwyji" 3rigHo 3
pekomeHpauiamu PRAC
(EMA/519625/2020).
BBefeHHs 3MiH NpoTarom 6-tu
MiCALIB MiCNSA 3aTBEPKEHHS.
3MiHY | TUNY - 3MiHK WoA0
6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
3MiHM BHECEHO B HCTPYKLtO A5
MeJNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ainiy
"Oco6nmBoCTi 3acTOCyBaHHA"
3rigHo 3 pekomeHgauisvm PRAC
(EMA/201784/2020). BBegeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHS.

39.

BANEPIAHU
KOPEHEBULLA
3 KOPEHAMUA

KOpPEHEBMLLA 3 KOPEHSIMU
(cybeTaHuis) y mikax
noslinponiNIeHoBUx Ans
chapmaueBTUYHOIO
3aCTOCYBaHHSA

TOB
"Cymudpitodpapmadiisi”

YKpaiHa

MeiicoH
(NiaHnyHraHr) K.,
nra.

KuTait

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHu | TRy -
AAMIHICTpaTVBHI 3MiHK. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
MiCLA NPOBaKEHHSA Ais/IbHOCTI
BMPOGHMKa (BK/THOUAKOUM, 3a
Heo6xiaHOCTI, MicLie NpoBeAeHHS
KOHTPO/II0 AIKOCTI), a60 BriacHuKa
mMacTep-thaiina Ha A®l, abo
noctavasibHvka A®l/BuxigHoro
matepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO 3aCTOCOBYOTLCA Y
BMPOGHULTBI A®I (KLLO
3a3HayeHo y AOChE Ha NiKapCbKuii
3acib) 3a BiACYTHOCTI cepTuddikara
BiANOBIAHOCTI EBpoONechbkili
thapmakonei y 3aTBeppKeHoMy
[ocbe, abo BMPOOHMKA HOBOI
[O0NOMDKHOT PEYOBMHU (SIKLLLO
3a3HayeHo y [0CbE) - 3MiHa
agpecu BupobHuka Aol
(BanepiaHun kopeHeBuLLa 3
KopeHsMU ) MelicoH (JliaHuyHraHr)
K., NIT4., Kntaii, 6e3 3miHn Micusi
BMPOGHMLTBA

UA/9828/01/01

40.

BA/NTbIMPOKOM
500 XPOHO

TabneTku, BKPUTI
NAiBKOBOK 060/10HKOH0,

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma CrapTt"

Ykpaina

BHECEHHS 3MiH O peecTpaLiiHmnx
mMartepianis:

3a peyenmom

UA/2169/01/02
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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

nposioHroBaHoi Aji no 500
mr; no 10 TabneTok y
6nictepi; no 1 a6o 3
6nicTepy B KAPTOHHIi
naui

3MiHY | TURY - 3MiHK Woao
6e3nekn/edheKTMBHOCTI Ta
hapMakoHarnagy. 3miHn y
KOPOTKIiil xapakTepucTuui
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUii Ans
MeAMNYHOro 3aCTOCYBaHHS
reHepuyHUX/ribpuaHyx/6ionogioHn
X niKkapcbkunx 3acobis nicns
BHECEHHS TiEl caMoi 3MiHW Ha
pedhepeHTHWI npenapaT (3MiHa He
noTpebye HafaHHS XOAHUX HOBUX
[04AaTKOBUX AaHWX) - 3MiHW
BHECEHO A0 po3ainis
"®apmMakonoriyHi BnactnsocTi"
(monoBHeHHs iHdhopmaLi),
"MpoTunokasaHHa" , "B3aemogis 3
iHLWMMK nikapcbkMK 3acobamu Ta
iHLWI BMAW B3aemogiin",
"Oco6nNMBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHA y nepiog,
BariTHOCTi abo rogyBaHHs rpyaat”
(monoBHeHHs iHdhopmaLi),
"3paTHICTb BNAMBATU Ha
LWBMAKICTb peakLii Npy KepyBaHHI
aBTOTPaHCMOPTOM abo iHWMMK
MexaHizmamu', "Cnocié
3acToCyBaHHA Ta fo3n"
(YTOUHeHHS Ta [ONOBHEHHS
iHbopmauii), "AiTn" (YTOYHEHHS
iHhopmawuii), "Mepepo3yBaHHA",
"Mo6iuHi peakwii" BignoBigHoO A0
OHOB/EHOT iHGhopMaLi
pedrepeHTHOro npenapary
[JenakiH XpoHo 500 mr, TabneTku
BKPUTI 060/TOHKOL0, NMPOSIOHIOBaHOT
aii. BBeieHHA 3MiH NpoTArom 3-x
MicSLIB MiC/1sA 3aTBEPKEHHS.

41.

BA/IbCAPIA

TabneTkun, BKPUTI
N/1iBKOBOK 060JI0HKOIO, MO
80 mr: no 14 TabneToky
6nictepi; no 2 6nictepn y
KapTOHHI KOpooL;

CaHpos
dapmacbioTikans g.4.

CnoBeHisa

Brpo6HuyTBO "in
bulk", nakyBaHHs,
TecTyBaHHs:
Hosaprtic
dapmaveBTmKa
C.A,, IcnaHist;
Bunyck cepil:
Nexk
dapmaueBTUYHa
KoMnaHis g.4.,
CnoseHis;

Icnanis/
CnoseHis/
LLiBeiuapis

BHECEHHS 3MiH O peecTpaLifiHnX
MaTtepianis: 3miHu | Tuny -
AJMiHICTpaTVBHI 3MiHW. 3MiHa
Ha3BM NiKapCbKOro 3acoby -
3MiHa Toprosoi Haseu 13
3artBepaxeHo: BAJICAPTAH
CAHAO3® VALSARTAN
SANDOZ® 3anpornoHoBaHo:
BAJIbCAPIA
VALSARIYA BefieHHS 3MiH
NPOTSArom 6-T1 MicALIB nic/s

3a peyenmom

UA/14686/01/01
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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
TeCTyBaHHS: 3aTBEPMKEHHS.
Consiac Al,
LBeiiuapis
42, BA/NIbCAPIA TabneTku, BKpUTI CaHpo3 CnoseHisa Brpo6HuyTBO "in IcnaHis/ BHECEHHS 3MiH A0 peecTpaLinHmx 3a peyernmom UA/14686/01/02
N/1iBKOBOK 0BOIOHKOIO, M0 | dapmackloTikans A.4. bulk", nakysaHHs, CnoseHis/ marepianis: 3miHu | Tuny -
160 mr: no 14 TabneTok y TEeCTyBaHHS: LLIseliyapis AAMIHICTpaTVBHI 3MiHK. 3MiHa
6nicTepi; no 2 6rictepu 'y HosapTic Has3BM NiKapCbKOro 3acoby -
KapTOHHiiA KOpo6Li dapmaLeBTUKa 3MiHa Toprosoi Ha3su MN13
C.A., IcnaHis; 3aTtBepakeHo: BAJICAPTAH
Bunyck cepii: Jlek CAHOO3® VALSARTAN
dPapmaueBTMYHa SANDOZ® 3anponoHoBaHo:
KoMnaHisi g.4., BA/TbCAPIA
CnoBeHis; VALSARIYA BBefgeHHs 3MiH
TeCTyBaHHs: NpoTArom 6-T1 MicALIB nicns
Congiac Arl', 3aTBEPKEHHS.
LBeiiuapis
43. BAP®APWUH- Tabnetku no 2,5 wr, no 10 TOB "ACIHO YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH 0 peecTpaliiiHux | 3a peyenmom UA/5747/01/01
»C Tabnetok y 6nictepi, no 1, YKPAIHA" marepianis:
3 abo 10 6nicTepiB y nauui
3 KapToHy 3MiHM | TUMY - 3MiHK 3 SIKOCTI.
["oTOBWIA Nikapcbkuii 3acib.
KOHTpO/b roTOBOrO /likapCbKoro
3aco6y (iHLi 3MiHW) - OHOBNIEHHSA
BXe 3aTBepPKeHNX MeTofiB
KOHTPOJIHO SIKOCTI J1iKapCbKOro
3acoby, a came BUKNafeHHs
TEKCTY iep>XaBHOI0 MOBOIO 3rigHO
Cy4YacHuX BUMOT.
44, BAP®APUH- Tabnetku no 3 mr, no 10 TOB "ACIHO YkpaiHa TOB "dapma Ykpaina BHECEHHS 3MiH A0 peecTpaliintHmx 3a peyenmom UA/5747/01/02
»C Tabnetok y 6nictepi, no 1, YKPAIHA" CrapTt", YKpaiHa marepianis:
3 abo 10 6nicTepiB y nayui
3 KapToHy 3MiHM | TUNY - 3MIHK 3 AKOCTI.
[oTOBWIA NiKapCbKWii 3aci6.
KOHTpO/b roTOBOrO /1iKapCbKoro
3aco06y (iHLLi 3MiHW) - OHOB/IEHHS
BXE 3aTBEPAKEHNX METOAiB
KOHTPO/II0 SIKOCTI JliKapCbKOro
3acoby, a came BUKIaAeHHs
TEKCTY fiepXXaBHOK MOBOHO 3rigHO
Cy4YacHuX BUMOT.
45, BEH/TA®AKCWU | Tabnetkn no 75 mr no 10 MpAT "TexHonor" YkpaiHa MpAT "TexHonor", YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/15569/01/01
H TabneTtok y 6nictepi; no 3

6nicTepn y navui 3
KapTOHY

marepianis:
3MiHM | TUMy - 3MiHK Woao
6e3nekn/epeKTUBHOCTI 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

thapmakoHarnsagy. 3miHa 'y
KOPOTKIill XapakTepucTuui
NiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTpYyKLUii 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 MiaHy
negiatpnyHux gocnigpxeHs (PIP)
(3MiHY Y3rof)KeHo 3 KOMNETEHTHUM
YNOBHOB&XEHVM OPraHoM) - 3MiHU
BHECEHI 10 iIHCTPYKUii Ans
MeJUYHOIO 3aCTOCYBaHHSs
nikapcbKoro 3acoby y po3ginu
"Oco6/1BOCTI 3aCTOCYBaHHA",
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs
rpyaato”, "Mo6iyHi peakwii”
BiANOBIAHO [0 OHOBMEHOT
iHcbopMmawii 3 6e3neku giroyoi
peyoBVHW. BBeAEHHSA 3MiH
NpPOTArom 6-T1 MicAUIB micns
3aTBEPAKEHHS

46.

BIBABOH

cupon no 120 mny
donakoHax Ne 1

Xepb6ioH MakuctaH
MpaiseT NimiTeg,
MaknctaH

MakucTaH

XepbioH MakncTtaH
MpaviseT NimiTeq,
MakucTaH

MakncTtaH

BHECEHHS 3MiH O peecTpaLifiHnX
mMartepianis:

3MiHuW | TUNY - 3MiHW WOA0
6e3nekn/eheKkTUBHOCTI Ta
hapmakoHarssgy - BHECEHHS 3MiH
0o po3giny «MapkyBaHHsA» MKA
n3
3anponoHoBaHo: MapKyBaHHS.
3rigHo 3aTBEPAKEHOr0 TEKCTY
MapKyBaHHs. OHOB/IEHHS TEKCTY
MapKyBaHHS! yNakoBKW J1ikapCbKOro
3aco6y 3 BHECEHHAM iHchopMalii
LLI0A0 3a3HaYeHHs OANHULB
BMMIpPIOBaHHS y cuctemi Sl

6e3 peyenma

UA/10786/01/01

47.

FEKOBEH

pO34uH A8 iHgysili no
200 mn, abo no 250 mn,
ab6o 400 mn, abo no 500
M1y NASLIKaX

MpuBaTHe akLioHepHe
TOBapuCTBO "lHdDy3is"

YKpaiHa

MNpuBaTHe
akuioHepHe
TOBapuCTBO

"IHdoy3isn"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis:

3a peyenmom

UA/11511/01/01
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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

3MiHW | TUNY - BHECEHHSA
He3HauHWX 3MiH 40 MEeTOANKN
BU3HaUYeHHsa AdI
FapokcneTnnkpoxmans 130/0,4 3a
n. «KoediuieHT C2/C6» (Ph. Eur.,
2.2.28), y 3B'A3KY 3 BBEEHHSIM B
ekcnayarTawito HOBOI 0ANHUL
obnagHaHHs, a came rasoBoro
XpomaTtorpadya BUpo6HULTBa
"Agilent"; 3MiHM | TUNY — BHECEHHSA
aNbTepHaTUBHOT METOANKN
KOHTPOJTIO 3@ MOKa3HUKOM
«MonekynspHa maca Ta
MOJIEKY/IAPHO-MacoBUiA po3noain»
(Ph. Eur., 2.2.30) A®I
FapokeneTnnkpoxmans 130/0,4

48.

FEMUMUTABIH
"EBEBE"

KOHL,EHTpaT A4/19 po34nHy
Ans iHdysii, 40 mr/mn no
5 mn (200 wmr), abo no 25
mn (1000 wmr), abo no 50
M/1 (2000 mr) y dhiakoHi;
no 1 chs1lakoHy B KapPTOHHIi
KopooLi

EBEBE ®dapma

lFec.m.6.X. Hdr.KI

ABCTpiIs

EBEBE ®apma

Fec.m.6.X. Hopr. KI

ABCTpIf

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis:
3MiHM | TURY - 3MiHW WOA0
6e3nekn/edheKTMBHOCTI Ta
thapmakoHarnsgy. 3miHa 'y
KOPOTKIi XxapakTepucTui
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLU|i Ans
MeJMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
niKkapcbKoro 3acoby, abo
JocnifpkeHb 3 6esnekn
3aCTOCYBaHHS NiKapCcbKoro 3acoby
B MicnsipeecTpaL,inHmin nepioa, abo
AK pe3ybTar OLiHKN 3BIiTY 3
[OCNimpKeHb, NPoBeAEeHNX
BIAMOBIAHO A0 NiaHy
negiatpuyHux gocnigxkeHs (PIP)
(3MiHY Y3ropKeHO 3 KOMNETEHTHUM
YNOBHOB&)XEHVNM OpPraHoM) - 3MiHW
BHECEeHO [0 iHCTPYKUiT Ans
MeJMYHOro 3aCTOCyBaHHS
NiKapcbKoro 3acoby o po3ainis
"Oco6nMBOCTI 3acTOCyBaHHA" Ta
"Mo6iuHi peakwii” BigNoBigHO A0
OHOB/EHOT iHGpopMaLii 3 6e3nekn
3aCTOCYBaHHSA Ail0HOi PEHOBUHMW.
BBefieHHs1 3MiH NpoTArom 6-Tn
MiCALB Nic/1a 3aTBePAKEHHS

3a peuenmom

UA/10475/01/02

49.

FEHOTPOMIH®

NOPOLLIOK NiogpinizoBaHmit
Ta PO3YMHHUK AN

M®ANIEP IHK.

CWA

NOBHUIA LMK
BMPOGHULITBA,

Benbrisi/
HimeyunHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis:

3a peyenmom

UA/11798/01/01
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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
pO3unHy A5 iH'eKUili No BWMNYCK Cepil: 3MiHY | TURY - 3MiHK Woao
16 MO (5,3 mr); 1 Mdpaiizep 6e3nekn/edheKTMBHOCTI Ta
nonepeaHbLO HanoBHeHa MeHtodhekuypuHr dhapmakoHarnsgy - 3MmiHM BHECEHO
pyukKa, Lo MiCTUTb 1 Benbria HBP, B TEKCT MapKyBaHHS yNnakoBku
[BOKaMepHWI KapTpuaxK Benbris; nikapcbKoro 3acoby. BBegeHHs
(nepepHs kamepa 3 BUPOBHMUTBO in 3MiH NPOTArom 6-Tu MicALiB nicns
NMOpPOLLKOM Ta 3afHA bulk, KoHTponb 3aTBepHKeHHA
Kamepa 3 PO34MHHUKOM MO AKOCTi, NEPBVHHE
1,14 mn (M-Kpe3on, MaHiT nakysaHHs: Betep
(E 421), BOopa ans Papma-dPepTuUryHr
iH'EKLIA)), Y KAPTOHHIA vm6X i Ko. KT,
Kopobui; 1 nonepeaHbLO HimeuunHa
HarnoBHeHa pyuka, Lo
MicTUTb 1 ABOKAMEpPHWIA
KapTpumx (nepeaHs
Kamepa 3 MOPOLUKOM Ta
3a4HA Kamepa 3
PO34YMHHMKOM Mo 1,14 mn
(m-kpe3on, maHiT (E 421),
BOAA ANS iH'EKLiN)), ¥
KapTOHHI Kopoo6Li 3i
CTUKEPOM
50. FENTPAN® Tabnetku AGGOTT JlabopaTtopis HimeuunHa A668Bi C.p.n. ITanisa BHECEHHS 3MiH 0 peecTpaLiiiHux | 3a peyenmom UA/6993/01/02
KMLLKOBOPO34MHHI no 500 mM6X marepianis:
Mr no 10 TabneTok y 3MiHK | TURY - 3MiHW 3 SKOCTI.
6nicTepi; no 2 6rictepu 'y [OTOBMIA Nikapcbkuii 3aci6. 3miHK
KapTOHHiiA KOpo6Li y BUPOBGHULTBI. 3MiHa po3Mipy
cepii (BkItOYaKoUn gianasoH
po3Mipy cepii) roToBoro
NiKapcbKoro 3acoby (36i/bLUeHHS
00 10 pasiB NOpPiBHSAHO i3
3aTBEPAKEHVM PO3MIPOM);
BBE/lEHHSA [JOAATKOBOro po3Mipy
cepii roToBOro /likapCbKoro
3aco6y. 3anponoHoBaHo: 220 Kr
(200,000 Tabnetok), 440 kr
(400,000 TabneTok).
51. FHINPAN pO34uH ANs iH’ekuiin, 10 Takepa ABcTpist TM6X ABCTpis EAOXEC I'mbX ABCTpis BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/2845/01/01
MKI/2 Mn1 10 2 M1 B ANMEL, ABcTpis marepianis:

amnyni; no 5 amnyn y
KapTOHHIA KOpoo6Li

(npoBepeHHs TecTy
"CTepwbHICTL");
Takepa ABCTpis
'M6X, ABCTpis
(BUpPOGHULTBO 3a
MOBHWM LIMK/IOM)

3MiHM | TUMY - 3MiHK 3 SKOCTI.
[oTOBWMIA NikapcbKuii 3aci6.
KOHTpOs1b roToBOro MikapcbKoro
3aco6y (iHLWi 3MiHW) - OHOBNIEHHSA
BXe 3aTBepKeHNX MeTosiB
KOHTPOJII0 AKOCTI /liKapCbKOro
3aco0y, a came BUKNafeHHs
TEKCTY Aep>XXaBHO MOBOIO 3rigHO
Cy4YacHuX BUMOT.
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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
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB NiCNA 3aTBEPKEHHS.
52. rPUMTO® TabneTku no 4 Tabnetkn y KYCYM XENNTXKEP IHAis KYCYM XENTTXKEP IHAisA BHECEHHS 3MiH O peecTpaLifiHnX Ne 4, Ne 10 — UA/7630/01/01

6nictepi, no 1 6nictepy y
KapTOHHIl ynakosLi; no 4
Tabnetkn y 6nictepi, no
50 6nicTepiB y KApTOHHIl
ynakoBsLi; no 10 TabneTok
y 6nicTepi, no 1 6nictepy y
KapTOHHI ynakosui; no 10
Tabnetok y 6nictepi, no
10 6nicTepiB y KAPTOHHIiA
ynakoBLi; no 10 TabneTok
y 6nicTepi, no 1 6nictepy
B KAPTOHHIlA ynakoBLj, no
10 KapTOHHMX YNaKoBOK Y
KapTOHHiA KOpoo6Li

neT NT4,

MBT ATL,

mMartepianis: 3MiHu | TRy - 3MiHM 3
sKocTi. [oTOBWIA Nikapcbkuii 3aci6.
3MiHn y BUPO6HMLTBI. 3amiHa abo
BBEJEHHSI OAATKOBOI Ai/TbHUL
BMPOGHULITBA A/191 YaCTUHU a60
BCbOr0 BMPOGHMYOro npouecy
roTOBOrO NikapCbKoro 3acoby
(@inbHULSA, Ha SKIN NpoBOASATLCA
6yAb-AKi BUPO6HUYI cTagjl, 3a
BWHSATKOM BUMYCKY CEpIlA,
KOHTPOJI SIKOCTi, MEPBUHHOIO Ta
BTOPVHHOTIO NakyBaHHA, A1
HECTEPUIbHUX NIKAPCbKMX
3aco6iB)
CynyTHs 3miHa
- 3MiHK 3 aKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3amiHa abo
BBEJEHHSI OAATKOBOI Ai/TbHUL
BMPOGHULITBA A/191 YaCTUHU a60
BCbOr0 BMPOGHMYOro npouecy
roTOBOrO NikapCbKOro 3acoby
(8iNbHWLA AN NepBUHHOIO
nakyBaHHs); 3MiHW 3 AKOCTI.
oTOBWIA NikapCbKWit 3aci6. 3MiHK
y BUPOGHMLTBI. 3amiHa abo
BBEeHHSA A0AATKOBOT AifIbHULL
BMPOGHULTBA 4719 YacTVHU abo
BCbOr0 BMPOGHMYOro npouecy
roTOBOro NikapcbKoro 3acoby
(AiNbHUUSA 4N BTOPUHHOIO
nakyBaHHs) - BBEEHHS
[04aTKOBOI [iIbHULL BUPOBHMLTBA
KYCYM XENTXKEP MBT NTA,
Mnot Ne M-3, IHgop Cneluen
IkoHOMiK 30yH, ®eiis-Il, NiTamnyp,
[AicT. Oxap, Magxba Mpageww, MiH
454774, Ingjs; 3MiHK | TUny -
3MiHK 3 siKOCTi. TOTOBWIA
NiKapcbKuii 3aci6. 3miHN y
BMPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTbCSA
BUNYCKY Cepii Ta KOHTPOJIIO SIKOCTI
rOTOBOrO JlikapcbKoro 3acoby
(3amiHa abo gofasaHHs

6e3 peyenma;
Ne 100, Ne 200
—3a
peyernmom
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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

BMPOGHMKa, LU0 BiAnoBigae 3a
BBE3eHHA Ta/abo BMMYCK cepil) -
Brtoyatoun
KOHTPO/b/BMNPOGYBaHHSA cepii -
BBE/EHHS1 A0AATKOBOI Ai/TbHUL
BUpo6HMUTBa KYCYM XE/ITXKEP
MBT NTA, MNMnot Ne M-3, IHgop
Cnewen IkoHoMik 30yH, Deiis-Il,
Mitamnyp, Aict. Oxap, Magxba
Mpagew, MiH 454774, IHgjs; 3MiHK
| Tuny - 3miHK 3 AkocTi. FoToBWMIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHa po3mipy cepii
(BKOYAKOUM Aiana3oH po3mipy
cepil) roToBOro nikapcoLKoro
3aco6y (3mMeHLweHHs go 10 pasis)
-3MiHa po3mipy cepil roToBoro
nikapcbkoro 3acoby - 100 000
TabneTok Ans AoaaTkosol
AinbHUUI BUpo6HMLTBa Kycym
Xentxkep MseT 114, Mot Ne M-3,
IHaop Cnewwen IKOHOMIK 30yH,
®eiiz-1l, Mitamnyp, AdicT. Axap,
Maaxbs Mpagew, MiH 454774,
IHais

53.

AE3O®PEMIH

30

TabneTku, BKpUTI
NNiBKOBOK 060/0HKOL0, NO
0,03 mr/0,15 mr; no 21
Tabnetyi y 6nictepi, no 1,
abo no 3, abo no 6
6nicTepiB y KAPTOHHIN
KopooLi

TOB "MIBE YKPAIHA"

YKpaina

mibe Mm6X
ApLHaiimiTTeNb

HimeuunHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis:
3MiHM | TURY - 3MiHW WOA0
6e3nekn/edheKTMBHOCTI Ta
thapmakoHarnsgy. 3miHa 'y
KOPOTKIi XxapakTepucTui
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTpYKLU|i Ans
MeJMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
niKkapcbKoro 3acoby, abo
JocnifpkeHb 3 6esnekn
3aCTOCyBaHHSA NiKapCcbKoro 3acoby
B MicnsipeecTpaL,inHmin nepioa, abo
AK pe3ybTar OLiHKN 3BIiTY 3
[OCNimpKeHb, NPoBeAEeHNX
BIAMOBIAHO A0 NiaHy
negiatpuyHux gocnigmxkeHs (PIP)
(3MiHY Y3ropKeHO 3 KOMNETEHTHUM
YNOBHOB&)XEHVNM OpPraHoM) - 3MiHW
BHECeHi 10 iHCTPYKUii ans
MeJMYHOro 3aCTOCyBaHHS
NiKapCbKOro 3acoby y po3ginv

3a peuenmom

UA/17211/01/01
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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
"MpoTunokasaHHs", "B3aemogis 3
iHWKMMKW NikapcbknMK 3acobamu Ta
iHLWi BMAY B3aemogiit",
"Oco6nMBOCTI 3acTOCyBaHHA"
BiANOBIAHO 4O OHOBMEHOT
iHbopMmauii Wwoao 6esnekun ajitoyoi
PeYOoBVHW. BBEAEHHS 3MiH
NpoTArom 6-T! MicAUIB micns
3aTBEPAKEHHS
54, AENAKIH TabneTkn, BKPUTI TOB "CaHochi-ABEHTIC YkpaiHa CAHO®I BIHTPON dpaHuis BHECEHHS 3MiH 40 peecTpauiiHnx 3a peyenmom UA/10298/01/01
XPOHO® 300 060/10HKOH0, YkpaiHa" IHOACTPIA MaTtepianis: 3miHu | TNy -
Mmr NposIoHroBaHoi Aii, no 300 AAMiIHICTpaTMBHI 3MiHW. 3MiHa
mr; Ne 100 (50x2): no 50 HaliMeHyBaHHA Ta/abo agpecu
TabneTok y KoHTelHepi, MicUs NPOBaKEHHS AiANbHOCTI
3aKPUTOMY KPULLIKOKO 3 BMPOGHMKa/iMnopTepa rotosBoro
BOJIOrONOr/IMHA4YeM; no 2 NiKapCbKoro 3acoby, BK/OHaum
KOHTEHEepN Y KapTOHHIl AinbHUUI BUNYyCKy cepii abo micue
Kopoo6Li NpoBeEHHS KOHTPOJIIO AKOCTI.
([isNbHICTb, 3a 5Ky BigANOBIZAE
BMPOGHMK/iMNOpTEp, BKOYaUn
BUNYCK cepili) 3MiHN BHeCEHO B
IHCTPYKLil0 AN MeguyHoro
3acTocyBaHHS LWoA0
HaliMeHyBaHHs Ta
MicLle3Hax04KEHHS1 BUPOOHMKa 3
BiNOBiAHVMMN 3MiHAMM Y TEKCTI
MapKyBaHHS YMakoBKV Nikapcbkoro
3acoby. BBeZieHHs 3MiH NPOTSArom
6-TW MicALB Nicna 3aTBEPIKEHHS
55. AENAKIH TabneTku, BKPUTI TOB "CaHodhi-ABEHTIC YkpaiHa CaHocpi BiHTpon dpaHuis BHECEHHS 3MiH 40 peecTpavliinHmx 3a peyenmom UA/10118/01/01
XPOHO® 500 060/10HKO10, YkpaiHa" IHpacTpia marepianis:
Mr nponoHroBaHoi Agii no 500

mr; Ne30: no 30 TabneTok
Y KOHTelHepi, 3aKputomy
KPULLIKOIO 3
BO/IOrONOr/IHaYeM, B
KapTOHHI KOpoo6Li

BUMpPaB/IEHO TEXHIYHY NOMUIIKY B
TEKCTi MapKyBaHHs. BTopuHHa
ynakoska: 3ANPOMOHOBAHO: 8.
OATA 3AKIHYEHHA TEPMIHY
NMPNOATHOCTI MpugatH. go: 9.
YMOBW 3BEPITAHHA 36epiratn
B OpUriHa/bHili ynakoBLji npu
Temneparypi He suwe 25 ?C.
11. HAUMEHYBAHHS |
MICLIE3HAXOXKEHHA
BUPOBHWKA TA/ABO
3AABHWKA Burpo6Huk: CaHodi
BiHTpon IHgacTpia
1, py ge na Bipx AMBAPE ET
NNATPAB 33565 - KAPBEOH BJ1IAH
Cepekc, dPpaHuia MepBuHHa
ynakoska: S3ANPOMNOHOBAHO
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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

6. IHLWE 30 Tab1eToK, BKPUTUX
060/10HKOI0, MPOJIOHrOBaHOI Aji.
[nsi nepopanbHOro 3aCTOCyBaHHS.
36epiratv y HegOCTynHOMY A1
AiTei micui. 36epiratv B
opuriHanbHii ynakosLi npu
Temneparypi He Buwe 25 ?C.
Mepeg, 3acTocyBaHHAM nNpenaparty
YBaXKHO NpounTaiiTe iHCTPYKLit0
[N MeMYHOT0 3aCTOCYBaHHS.
MikTorpama BariTHOT XIHKM.
3a3HauyeHe BUNpaBeHHs
BiANOBIAa€e apxiBHMM MaTepianam
peecTpaLiiHoro Jocke

56.

AENAKIH®
EHTEPIK 300

TabneTkun, BKpUTI
060/10HKOIO,
KMLLKOBOPO34MHHI no 300
mr Ne 100 (10x10): no 10
TabneTtok y 6nictepi; no
10 6nicTepiB y KAPTOHHIl
Kopoo6Li

TOB "CaHoi-ABeHTIC
YkpaiHa"

YkpaiHa

CaHodi BiHTpon
IHgacTpia, ®paHuis;
CAHO®I-ABEHTIC

C.A., IcnaHis

IcnaHis
dpaHuis

BHECEHHS 3MiH O peecTpaLifiHnX
mMartepianis:
3MiHuM | TUNY - 3MiHW WOA0
6e3nekn/eheKkTUBHOCTI Ta
thapmakoHarniagy. BeeaeHHsi abo
3MiHM [0 y3araJiHEHUX JaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHNX AaHVX
npo cuctemy capmakoHarnsay,
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-caiina cuctemun
hapmakoHarnsagy). 3miHa
YMOBHOBaXXEHOT 0COOU 3asIBHYMKA,
BignoBiganbHoI 3a
thapmakoHarnag.
[MponoHoBaHa pepaku,is:
XopakiBcbka TeTaHa
BsiuecnaBiBHa. 3MiHa KOHTaKTHMX
LaHNX YNOBHOBaXEHOT 0CO6U
3asBHMKa, BiANOBIAa/IbHOI 3a
hapMakoHarnag.

3a peyenmom

UA/2598/02/01

57.

[EMO-
NPOBEPA®

cycneHsis ans iH'ekuiin,
150 mr/mn, no 3,3 Mny
hnakoHi; no 1 diakoHy B

MOANIEP IHK.

CLA

Mdpaizep
MeHtohekypuHr
Benbrisa HB

Benbris

BHECEHHS 3MiH A0 peecTpavLintHmx
mMarepianis:
3MiHY | Tuny - 3mMiHa ymoB

3a peyernmom

UA/0499/01/01
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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

KapTOHHI KOpoo6Li

36epiraHHs NiKapcbkoro 3acooby.
3anponoHoBaHo fofaT Ha
BTOPVHHY YNakoBKy
nonepegkeHHn «36epiratu
h/1akoH y BEPTUKaUTbHOMY
MOJIOXEHHI»; 3aNpPONOHOBAHO:
36epirati npu TemnepaTtypi He
Bue 25°C y HeoCTyNHOMY A5
aitei micui. He 3amopoxysatu. He
0X0/104KyBaTu. 3MiH BHECEHO B
IHCTpYKLil0 ANS MenyHOro
3aCTOCyBaHHA y p. "YMOBMU
36epiraHHa" 3 BigNOBigHYMM
3MiHaMK y TEKCTi MapKyBaHHS
ynakoBKU NiKapcbKoro 3acoby.
BBefeHHs 3MiH NpoTarom 6-Tu
MiCALIB NiCNA 3aTBEPKEHHS;
3MiHUM | TUMY - 3BY)XEHHSA NIMITY
[Ansa nokasHuka EHAOTOKCHHN 3
«He 6inblue 2,3 EO/Mr» oo «He
6inbLue 0,7 EO/Mr». BBeeHHs
3MiH NpOTArom 6-Tu MicALiB nicns
3aTBEPMKEHHS; 3MiHM | TNy -
3BYXEHHS NMIMITY 4151 NOKa3HUKa
3arasibHa KinbkicTb OMILOK 3 3,0
% pno 0,7 %. BBeeHHs 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBEPMKEHHS; 3MiHN | TUny -
[0MNoBHEHHA cneumdikayii M3 Ha
BMNYCK NOKa3HMKOM laeHTudikauis
MeToA0M iHdpayepBOHOT
abcop6buii 3rigHo ® CLUA <197K>
[0AaTKOBO [10 3aTBEPAKEHOrO
nokasHuka «lgeHtudikadis
MeApOKCUNPOrecTEPOHy aueTary»
MeTtozom BEPX. BBegeHHs 3MiH
NpPOTArom 6-T1 MicAUIB micns
3aTBEPMKEHHS; 3MiHM | TUnY -
[0NOBHEHHS cneumdikauii
roTOBOroO NPOAYKTY NpU BUNYCKY Ta
AN TepMiHy 36epiraHHs
NoKa3HUKOM «HaliGinbLunii
HEeBU3HAYEHWI NPOAYKT po3nagy»
Ta «MepOoKCUNPOrecTepoH» y
cknagi nokasHvka CynyTHi
AoMiwkv. Ana
MegpokcunporectTepoHy
NPOMNOHYIOTLCSA MIMITU 3a3HaYeHi
[ONA uiei AOMILWKN B fitoyil
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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

pepakuii €sp. ®apmakonei, TO6TO
He GinbLue 0,7 %. Ans
Hali6inbLuoro HeBM3Ha4YeHoro
npoAyKTy po3nagy NpPOnoHyTbCA
nimitTn He Ginbwe 0,2 %, wWo
y3rogxeHo 3 sumoramu ICH
Q3B(R2). BBefeHHs 3MiH
NpoTArom 6-T! MicAUIB micns
3aTBEPMKEHHS; 3MiHM | TUNY -
3amiHa 3apeecTpoBaHOi METOAUKN
ansa lpeHTudikadii Ta KinbkicHoro
BM3HAYEHHS Ail0YO0T peYOBUHU
(TA5108) HoBOWO po3p06/IEHOD
MeTogukoto BEPX TM-8548A.
3anponoHoBaHa MeToauka
TM-8548A BMKOPUCTOBYE Ty camy
meTogonorito (BEPX), wo i
3aTBepMAXeHa Ta EMOHCTPYE
cniBCcTaBHi pe3ynbTatu 3
MOPIBHAHHNMU NOKa3HMKaMK.
BBeneHHs 3MiH NPOTAroM 6-Tu
MicALIB NiCNsA 3aTBEPLKEHHS;
3MiHM | TUNy - 3amiHa
3apeecTpoBaHoi MeTOAUKM AN
BM3HauYeHHs CynyTHIX JOMILLOK
(TA5114 Ta TAB436) HOBOIO
po3pobneHoto MeToamnkoro BEPX
TM-8548A. 3anponoHoBaHa
meToguka TM-8548A
BUKOPWUCTOBYE Ty camy
meTtogonorito (BEPX), wo i
3aTBepXeHa Ta EMOHCTPYE
cniBcTaBHi pe3ynbTatu 3
NOPIBHAHHUMY NOKa3HUKaMMK.
BBegeHHs 3MiH npoTsirom 6-Tn
MiCALiB Nicna 3aTBepAKEHHS;
3MiHM | TUNY - 3amMiHa MeToAnKN
NS BU3HaYeHHs Po3mipy YacTok
3rigHo dapm. CLUA <776> abo
<851> Ha BHYTPILLUHI METOAMNKM
GP0208/GP0210. BBegeHHs1 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBEPMKEHHS; 3MiHN | TUny -
3BY)XEHHS JOMYCTUMUX MEX Y
cneundikaii M3 ana TepmiHy
npuAaTHOCTI 3a NOKa3HUKOM
«KinbKicHe BU3HAYEHHS»;
3anpornoHosaHo: 142,5-157,5
mr/ma 95 %-105 %. BBefeHHs
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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

58.

3MiH NpOTArom 6-Tu MicALiB nicas
3aTBEpMKEHHS; 3MiHu |l Tuny -
BW/TyYEHO SIKICHE Ta KisibKicHe
BM3HAYEHHS [JOMOMDKHOT
peyoBUHU
nponinnaparigpokcnbeHsoar 3i
cneuuadikauii Ha BUNYCK, OCKINbKN
[0MOMiXHa peyoBrHa
BMKOPUCTOBYETLCA AK
cycrneHgyto4a peyoBrHa B
nikapcbkoMy 3acobi, a He sK
KOHCepBaHT. BeefieHHs 3MiH
NpPOTArom 6-T MicAUIB micns
3aTBEpMKEHHS; 3MiHu |l Tuny -
BW/TyYEHO SIKICHE Ta KisibKicHe
BM3HAYEHHS JONOMDKHOT
peyoBUHU
MeTuninaparigpokcnbeHsoar 3i
cneumdikawii, OCKi/IbK AOMNOMIKHA
peyoBMHa BUKOPUCTOBYETLCSA AK
cycrneHgytoua pevoBuHa B
nNiKapcbkoMmy 3aco6i, a He 5K
KOHCepBaHT. BBeeHHs 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS

LNEPKACT®

pO34uH A4 iHgy3il; no
100 mn a6o 200 mn B
nAswyi; no 1 naswuyiy
nadui; no 100 mn a6o 200
M/ Y KOHTeliHepi
nosliMmepHoMy

TOB "tOpia-®apm”

YKpaina

TOB "lOpis-Papm”

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3miHu | Tuny -
AAMIHICTpaTVBHI 3MiHK. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
MiCLA NPOBaKEHHSA AisNIbHOCTI
BMPO6HMKa/iMnopTepa rotoBoro
NikapcbKoro 3acoby, BK/IKOHaoum
AinbHULI BUNYCKY cepii abo MicLe
NpoBeieHHs KOHTPOJIO SIKOCTI.
([isnbHICTB, 3a AKy BignoBigae
BMPOGHMK/IMNOPTEpP, BKKOYaOUN
BMNYCK Cepiil) 3miHa agpecu
BMpo6HUKa 113 TOB «tOpist-
Papm», 6e3 3MiHN MicLA
BMPOGHMLUTBA. 3MiHV BHECEHO B
IHCTPYKLi0 ANA MegUYHOro
3aCTOCyBaHHA WOo40
MicLle3Hax04KEHHS1 BUPOOHMKa 3
BiANOBIAHMMW 3MiHAMW Y KOPOTKIiA
XapakTepucTuLi Ta B TEKCTI
MapKyBaHHS YMakoBKV NiKapcbKoro
3aco0by. BeefieHHA 3MiH MPOTArom
6-TV MicALiB NiCNA 3aTBEPLYKEHHS.

3MiHu | TMNY - 3MiHK Woa0

3a peuenmom

UA/15632/01/01
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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

6e3nekn/etheKTUBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHn)
BHeceHHs 3MiH 40 po3ainy
“MapkyBaHHA" MKA N13:
3arBepaKeHo: MapkmpoBka
MpunaraeTca. 3anponoHoBaHo:
MapkyBaHHs. 3rifgHo
3aTBEPPKEHOrO TEKCTY
MapKyBaHHS. OHOBMIEHHSA TEKCTY
MapKyBaHHS! yNakoBKW JliKapCbKoro
3ac06y 3 BHECEHHSAM iHthopMmalii
LLIO0A0 3a3HAYEHHS OAVHNLb
BVMIptOBaHHA y cuctemi Sl.
BBegeHHs 3MiH npoTsirom 6-Tn
MicALIB Nicna 3aTBepKEHHS

59.

AEPMOBEUT™

Kpem 0,05 %; no 25ry
Ty6i, Mo 1 Ty6i B KAPTOHHIiA
ynakoBLi

"nakcoCmiTKnAiH
Ekcnopt fimiteq,

Benuka
BpuTaHis

nakcoCmiTKnsiH
PapmacboTVKan3
C.A.

Monbwa

BHECEHHS 3MiH 4O peecTpauiiHnx
martepianis:

3MiHM Il TUny - 3MiHK Wo a0
6e3nekn/etheKTUBHOCTI Ta
hapmakoHarnagy. 3miHn y
KOpOTKili xapakTepucTuui
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLIi AnA
Me[IMYHOro 3aCTOCYBaHHS y
3B’A3KY i3 HOBUMM JaHUMU 3
AKOCTI, AOKNIHIYHUMWN, KNIHIYHUMKN
[aHVMK Ta JaHuMK 3
hapMakoHarssay - 3MiH1 BHECEHO
B IHCTPYKLiO AN MeANYHOro
3aCTOCYBaHHS NiKapCcbKoro 3acoby
0o posginis "OcobmBocTi
3actocyBaHHs" Ta "lMobiuHi
peakuji”. BBeieHHs 3MiH NPOTArom
6-TK MicALiB Nic/1A 3aTBEPAKEHHS

3a peyenmom

UA/1600/02/01

60.

DEPMOBENT™

mMa3b 0,05 %, no 25ry
Ty6i, No 1 Ty6i B KAPTOHHIiA
ynakoBLi

nakcoCmiTKnsiAH
Ekcnopt fimiteq

Benvka
BpuTtaHis

nakcoCmiTKnsiiH
PapmacboTVKan3
C.A.

MonbLa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis:

3MiHuW |l TNy - 3MiHK LWoA0
6e3nekn/edheKTMBHOCTI Ta
thapmakoHarnsagy. 3MiHn y
KOPOTKIiil xapakTepucTuui
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTpYKLU|i Ans
MEJMNYHOro 3aCTOCYBaHHS y
3B'A3KY i3 HOBUMM JaHUMU 3
SKOCTi, OKAIHIYHUMM, KiHIYHUMUN

3a peyenmom

UA/1600/01/01
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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
[aHUMKM Ta AaHuMK 3
thapmakoHarnsgy - 3MiHM BHECEHO
B IHCTPYKLiO AN MeAUYHOro
3acTOCyBaHHS NikapcbKoro 3acoby
[0 posginis "OcobmBocTi
3acTocyBaHHA" Ta "Mo6iYHI
peakuii" . BBeAeHHS 3MiH
NpoTArom 6-T! MicAUIB micns
3aTBEPAKEHHS
61. ANNPUBAH emy/bCisl Ans iHdysin, 10 AcneH dapma Ipnangis Bnpo6Huk "in bulk”, ITania/ BHECEHHS 3MiH 40 peecTpauiiHnx 3a peyenmom UA/11592/01/01
mr/mn no 20 mn B amnyni; TpengiHr Nimites nakyBaHHs, Benvka mMartepianis: 3MiHu | Tuny - 3MiHK 3
no 5 amnyn y KOHTYpHIlA BUPOBHUK, BpuTaHia sIKoCTi. FoTOBWIA Nikapcbkuii 3aci6.

YapyHKOBIN ynakosLi; no 1
KOHTYPHili YapyHKOBIi
YNaKoBLii Y KAPTOHHIlA
Kopo6ui; no 50 mny
dhnakoHi; no 1 dpiakony 3
YTPUMYBayeM Yy KapTOHHil
Kopo6ui

BiANOBIAA/IbHWI 32
KOHTPO/Ib SKOCTi Ta
BUMNYCK cepil:
KoppgeH ®apma
Couieta' MNep A3ioHi,
ITanis;
BUPOBHMK,
BiANOBiAabHWIA 3a
BUMNYCK cepil:
AcTpa3eHeka FOK
NimiTen, Benvka
BpuTaHis

3MiHM Y BUPOOHMLTBI. 3MiHa
iMnopTepa/3miHu, WO CTOCYTbCA
BUMYCKY Cepil Ta KOHTPOSIH0 SIKOCTI
roTOBOrO NikapCbKOro 3acoby
(3amiHa abo gofaBaHHs
BMPOGHMKA, LU0 BiANOBiAae 3a
BBE3€EHHA Ta/abo BMnyck cepii) -
Bkntovaroumn
KOHTPO/b/BUNPOBYBaHHSA cepii.
[lofaBaHHs1 OYHKLIA «BUPOBHUK,
BiANOBIAA/IbHUIA 32 KOHTPO/b
AKOCTI Ta BUNYCK cepii» [0 BXe
3aTBEPMAKEHNX QOYHKLA:
Brpo6Huk “in bulk", nakyBaHHS
Ansa supobHuka NN3 KopaeH
dapma Coujeta’' Mep A3ioHi,
ITanis. 3mMiHN BHeCeHO B
IHCTPYKLi0 ANA MenyHOro
3aCTOCyBaHHA Woa0
HalilMeHyBaHHs Ta
MiCLie3HaxX0MKEeHHS BUPOGHMKA
(mopaBaHHsA BMPOGHMKA) 3
BiNOBiAHVMMN 3MiHAMM Y TEKCTI
MapKyBaHHS YNakoBKW JliKapCbKoro
3acoby. BBeZieHHs 3MiH NPOTSArom
6-Tn MicAUiB NicNA 3aTBEPKEHHS.
3MiHu | TUNY - AgMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHSA AiSNbHOCTI
BMPO6HMKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BKIOYaK4n
AinbHULI BUNYCKY cepii abo MicLe
NpoBeAEHHS KOHTPOJTIO SAKOCTI.
([isnbHICTb, 3a AKy BignoBigae
BMPOGHUK/iMNOpTEp, He
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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/IOYAI0UM BUMYCK Cepiii). 3MiHa
Ha3BW Ta agpecu BUpo6HuKa M3,
6e3 3MiHN MicusA BUPOGHMLTBA.
BBefeHHs 3MiH NpoTarom 6-tu
MiCALIB NiCNA 3aTBEPKEHHS.
3MiHu | TUNY - AOMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHSA AiSSIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbKoro 3acoby, BKIOYaK4n
AinbHULI BUNYycKy cepii abo micue
NpoBeAeHHS KOHTPOJIIO AKOCTI.
(misnbHicTb, 3a AKy Bignosigae
BUPOGHMK/IMIOPTEP, BKIOYAKOUN
BUMYCK cepiii). 3MiHa agpecu
BMpo6HUuKa 13 AcTpa3eHeka tOK
NimiTen, Benvka bputaHis
(BMpOGHYK, BiANOBIAAIbHNI 38
BMMYCK cepii), 6e3 3MiHn micus
BUPOGHMUTBA. 3MiHV BHECEHO B
IHCTPYKLil0 ANS MeanyHOro
3acToCcyBaHHS LWOoA0
MiCLle3HaxoMKeHHs1 BUpO6OHMKa 3
BiANOBIAHMMW 3MiHAMW Y TEKCTi
MapKyBaHHS YMakoBKV NikapcbKoro
3acoby. BBefieHHs 3MiH NPOTSArom
6-TV MicsALIB NicnsA 3aTBEPKEHHS.

62.

ANDIKNIP

TabneTku, BKpUTI
NNiBKOBOK 060/0HKOI0, NO
200 wmr; no 10 TabneTok y
6nicTepi; no 2 a6o 10
6nicTepiB y KAPTOHHIl
nauui

Actennac ®apma
Opon B.B.

Higepnanan

Actennac ®apma
Opon B.B.,
Higepnanamn

(nepBuHHe Ta
BTOPUHHE
nakyBaHHs, BUMYCK
cepii); MaTeoH IHK.
(TPO), KaHaga
(Bupo6GHMLTBO bulk)

Higepnanan
KaHaga

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis:
3MiHK | TUNY - agMiHicTpaTWBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaKEHHS AiS/TbHOCTI
BMPOOHMKa (BKtOYatoun, 3a
HeobXiAHOCTI, MicLie NpoBeAeHHS
KOHTPOJH0 SIKOCTi), ab0o BfiacHuKa
MacTep-haiina Ha Adl, abo
nocravanbHvika A®l/BuxigHoro
martepiany/peareHTy/nPoMiKHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCA Y
BMPOGHULTBI ADI (AKLLLIO
3a3HayYeHo Y AOCbE Ha NikapCcbknii
3acib) 3a BigCyTHOCTI cepTudiikaTta
BiJNOBIAHOCTI €BpoOneichkit
hapmakonei y 3aTBepgKeHomy
[ocbe, abo BUPOOHMKA HOBOT
[OMOMDKHOT PEHOBUHY (AIKLLIO
3a3HaYeHO Y OCbE) - BHECEHHS

3a peuenmom

UA/14497/01/01
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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

3MiHV o po3giny 3.2.S.2.1.
Bupo6Huk(n), a came: 3miHa
anpecu BupobHuka Adl
(PigakcomiumH) Biocon Limited,
India, 6€3 3miHN Micus
BMPOOHMLTBA: 3anpOnOHOBaHO:
Park Site (Park, Site 2) Plot Nos.
2,3,4 &5 Phase IV Bommasandra-
Jigani Link Road Bommasandra
Post Bengaluru India — 560 099

63.

AOMTIT® NrENb

renb, 50 mr/r no 20 r abo
no50r, abono 100r B

Ty6i, No 1 Ty6i B KAPTOHHIN
KopooLi

[Lonoprit T'm6X i Ko.
KI

HimeyunHa

BAB IHCTUTYT
ririenn Ta
3a6e3neyeHHs
aKocTi FM6X,
HimeuunHa
(koHTpOSb cepii
(mikpoGionoriyHi
BUNPOOYBaHHSA));
'BA ®apma 'vbX,
HimeuyunHa
(koHTpOsb cepii
(hi3nYHUIA/XIMIYHWIA)
); Donoprit TM6X i
Ko. KI', HimeuwunHa
(BUPOGHMLTBO
Hepo3acoBaHol
NpoAyKLii, NepBuUHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTpO/b cepii,
BMNyck cepii); Ap.
Taiicc HatypBapeH
M6X, HimeuunHa
(BUPOGHMLTBO
Hepo3acoBaHol
NpoAyKLii, NepBuUHHe
Ta BTOPVHHE
nakysaHHs); Ap.
Taiicc HatypBapeH
'mM6X, HimewunHa
(nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/Ib cepi);
Mikpobionori
Kpemep M'v6X,
HimeuyunHa
(koHTpOsb cepii
(mikpobionoriyHi

HimeuunHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis:
3MiHM | TURY - 3MiHW WOA0
6e3nekn/edheKTMBHOCTI Ta
thapmakoHarnsgy. 3miHa 'y
KOPOTKIi XxapakTepucTuui
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTpYKLU|i Ans
MeJMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHo
OHOB/IIOBAHOTIO 3BITY 3 6e3neku
niKkapcbKoro 3acoby, abo
JocnifpkeHb 3 6esnekn
3aCTOCYBaHHS NiKapcbKoro 3acoby
B MicnsipeecTpaL,inHmin nepioa, abo
AK pe3ynbTar OUiHKN 3BIiTY 3
[OCNimpKeHb, NPoBeAEeHNX
BIAMOBIAHO A0 NiaHy
negiatpuyHux gocnigpxkeHs (PIP)
(IHLLi 3MiHW) - 3MiHW BHECEHO [0
IHCTPYKUIT 4715 MeanYHOro
3aCTOCYyBaHHSA NiKapcbKoro 3acoby
00 po3ginis "Cnoci6b 3acTocyBaHHS
Ta gosun" Ta "Mo6iuHi peakuyji”
Bif4NOBIAHO A0 OHOBMEHOT
iHcbopMmawii 3 6esneku
3aCcTOCyBaHHS flikapCbkoro
3aco0by. BeefieHHA 3MiH MPOTArom
6-TV MicALiB NiCNA 3aTBEPLYKEHHS.

6e3 peyenma

UA/4117/02/01
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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
BMNPo6yBaHHs))
64. AOCTUHEKC Tabnetku no 0,5 wr; no 2 MOAN3EP IHK. CLWA Mdpaiizep ITanisa ITanis BHECEHHS 3MiH 0 peecTpaLiiiHux | 3a peyenmom UA/5194/01/01
abo no 8 TabneToky C.p.n. marepianis:
donakoHi; no 1 dpiakoHy B 3MiHK | TUMY - 3MiHW BHECEHO A0
KapTOHHIA KOpoo6Li IHCTPYKLiT ANA MeguyHoro
3aCTOCYBaHHS NiKapcbKoro 3acoby
00 posginy "OcobnmneocTi
3acTocyBaHHA" BiAgMNoBiAHO [0
pekomeHpaLin PRAC EMA.
BBefeHHs 3MiH NpoTArom 3-x
MicALiB nicna 3aTBeppKeHHs
65. AYTACTEPU], kancynu Teepgi, 0,5 mr/0,4 3eHTiBa, K.C. Yecbka BMPOGHMLITBO Icnanis/ BHECEHHS 3MiH O peecTpaLiiHmnx 3a peyenmom UA/18219/01/01
T mr; no 30 a6o 90 kancyn B Pecny6nika NPOMKHOrOo PymyHis marepianis: 3miHa 3asBHMKa
nasawyi; no 1 naswuyiy NPOAYKTY - M'SIKUX (BnacHvka peecTpaujiiHoro
KapTOHHII nayi XenaTtuHoBux noceigyeHHs) (3rigHo Hakaly MO3
Kancyn Ta Bif 23.07.2015 Ne 460) 3miHu

BMPOGHMLTBO 13,
nepBUHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/1b SIKOCTI,
BiANOBIAA/IbHWIA 32
BUNYCK cepil:
NABOPATOPIOC

JIEOH ®APMA C.A,,

Icnanis;
BMPOGHMLITBO
NPOMKHOrOo
NPOAYKTY - rpaHyn
TamcynosuHy 3
MogucpikoBaHUM
BUBI/IbHEHHAM,
KOHTPO/1b AKOCTI:
C.K. BEHTIBAC.A,,
PyMyHis; KOHTpOsb
AKOCTI
(anbTepHaTMBHWIA):
NABOPATOPIO
EYEBAPHE, CA,
IcnaHis; BUPOGHNK,
BiANoBigabHUIA 3a
BTOPWHHE
nakyBaHHs
(anbTepHaTMBHWMIA):
MAHAHTIAN
IHTEIPA, C.J1.10.,
IcnaHis

BHECEHO B iIHCTPYKLil0 AN
MeNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby woao
HalimeHyBaHHS 3asBHuKa (Y p.
«[Mo6IuHI peakLii» BHeCeHo
iHcbopMmaL,ito MPO KOHTaKTHI AaHi B
NOBIJOMJIEHHSIX NPO NiJO3PtOBaHI
no6iyHi peakuir).
BBeieHHs 3MiH npoTsArom 6-tu
MiCALiB Nicnsa 3aTBepIKEHHS.
3MiHn | TURY - 3MiHK LWoAo
6e3nekn/edheKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo
3MiHW [0 y3arasibHEHUX JaHuX npo
cuctemy dhapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy hapmakoHarnsgy,
3MiHa yNMOBHOB&XeHOi 0cobu,
BiANOBIAA/IbHOI 32 34iAiCHEHHS
thapmakoHarnsgy; KOHTakTHoOT
ocobu 3 hapmakoHarnagy
3aABHUKa 419 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiMiHHA Bif, yNTOBHOB&X€EHOI
ocobw, BiANoBiAabLHOT 3a
3pjiicCHeHHs chapmakoHarnaay
(BK/IHOYAKOYM KOHTaKTHI JaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarnsgy) 3miHa
YMNOBHOBaXEHOT 0CO6Y 3as1BHMKA,
BiANOBiA&/IbHOI 3a
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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

thapmakoHarnag. Jditova pegakuis:
CopiHa JliaHa Mato / Sorina Liana

Paiu, MD. MNMponoHoBaHa pejakuis:

Mogmuna ®ininosa, MD / Ludmila
Filipova, MD. 3MiHa KOHTaKTHUX
[aHuX ynoBHOBaXeHOT 0cobu,
BiANOBIAa/IbHOI 3a
hapmakoHarnsg,. 3miHa
KOHTaKTHUX JaHuX KOHTaKTHOT
0C0o6U YyNOBHOBaXKEHOI 0CO6YU
3as1BHMKA, BignoBiga/bHOI 3a
hapmakoHarnag B YkpaiHi. 3miHa
MiCLie3HaXOMKEHHS MacTep-
thaiina Ta iioro Homepa. 3miHa
MicLs 34iliCHEHHA OCHOBHOI
AOiSNbHOCTI 3 dhapmakoHarnagy.

66.

EBKABAN®600
CALWUE

NMOPOLLIOK A4/151 OpasIbHOro
po3umnHy no 600 mr; no 3 r
B cawe; rno 10, a6o no 20,
a6o no 50 cawe B
KapTOHHI ynakoBLi

ecrnapmMa mM6X

HimeyunHa

Ninpodapm MM6X

HimeuunHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis:
BUMPAaB/IEHO TEXHIYHY NOMUIIKY B
TEKCTi MapKyBaHHSI.
3AMPOMNOHOBAHO: 3. NEPENIK
JONOMPKHUX PEHOBUVIH.
JlonomixHi peyoBrHU: caxaposa,
apomartunsaTop anesibCMHOBWIA,
KPEMHit0 giokcua, KoNoigHui
6e3BOAHWIA, KNCNOTa BUHHA,
HaTpito xnopug,
3a3HayeHe Bunpas/ieHHSA
BignoBigae apxiBHMM MaTtepianam
peecTpaLiiHoro Aocbe

6e3 peyenma

UA/16272/01/02

67.

EHBPEN®

pO34nH A4N11 iH'ekuii, 50
mr/mn, 4 nonepegHbLo
HanosHeHi wnpuymn no 0,5
M (25 mr) abo no 1 mn
(50 wmr), abo 4
nonepegHbL0 HanoOBHEHI
pyykn no 1 mn (50 mr), 4
TaMmnoHu 3i CNNPTOM y
nnacTykoBoMy
KOHTelHepi; NnacTUKoBuii
KOHTEHEp Y KapTOHHIi
Kopoo6Li

Mdpaizep Eiy.Ci.Mi.
KopnopeiiwH

CLA

Baet
dapmaceyTukanic,
Benuka BpuTaHis

(mapkyBaHHs,
nakyBaHHS1, BUNYyCK
cepii roToBoro
nikapcbkoro
3acoby); Betep
Papma-PepTUryHr
v6X & Ko. KT,
HimeuunHa
(BUPOOHULTBO |
KOHTPO/Tb AKOCTI
nikapcbkoro 3acoby
B nonepegHs0
HanoBHEHWX
wnpuuax); Betep
Papma-PepTUryHr
v6X & Ko. KT,

Benwuka
BputaHis/
Himeuuunna/
IpnaHgis/
Benbris

BHECEHHS 3MiH A0 peecTpaLinHmx
MaTtepianis: 3MiHu Il Tuny - 3miHn
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsagy. BHeceHHsi abo
3MmiHa(1) 4o 3060B'A3aHb Ta YMOB
BUAavi peectpauiiHoro
nocBiAYeHHs, Bkoyatoun Mnax
ynpasAiHHA pu3vKamu
(3acTocyBaHHs 3MiH(1), sKi(a)
BMMaratTb(€) NOAa/IbLIOIO
06I'pyHTYBaHHSA HOBUMMU
[0[aTKOBUM AaHUMMK, L0 MatoTb
HajiaBaTnca KOMNeTEHTHUM
opraHoMm, OCKiflbkvi BUMaraeTbCs
CyTTEBA OLLiHKA KOMMNETEHTHUM
opraHom) - 3asABHUKOM HagaHo
OHOBJIEHWIA NNaH ynpasiHHA
pv3vikamu Bepcisl 7.4. 3MiHn
BHECEHO /10 BCiX YACTUH Y 3B'A3KY

3a peyenmom

UA/16786/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,

3asBHUK

KpaiHa

Bupo6Huk
3as1BHUKa

KpaiHa

ynakoska)

HimeyunHa

BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

(BizyanbHuii
KOHTPO/b
nonepegHbL0
HanoBHEHWX
wnpwuis); Betep
Papma-PepTuUryHr
v6X & Ko. KT,
HimeuunHa
(BisyasnibHu
KOHTPO/b
nonepeaHL0
HarnoBHEHNX
LUMPWLB; KOHTPO/b
AKOCTI NliKapCbKOro
3acoby B
nonepeaHL0
HanoBHEHWX
wnpuuax); Betep
Papma-PepTUryHr
v6X & Ko. KT,
HimeuunHa
(BizyanbHuii
KOHTPO/b
nonepegHL0
HanoBHEHWX
LUMPWLB; KOHTPO/b
SIKOCTi JliKapCbKOro
3acoby B
nonepeaHLo
HarnoBHEHNX
wnpuuax); Betep
Papma-PepTUryHr
M6X & Ko. KT,
HimevunHa
(BisyanbHuii
KOHTPO/b
nonepeaHL0
HanoBHEHWMX
LINPULIB; CKNafjaHHs
i TeCcTyBaHHs
nonepeaHL0
HanoBHEHWUX PYYOK);
Mdpaiizep IpneHg,
PapmaceyTukanc,
IpnaHgis (KOHTpONb
AKOCTI NiKapCbKoro
3acoby B

nonepeaHL0

3 AOAAaBaHHAM NUTaHHSA 3 6e3nekn
040 BiACYTHLOI iHchopMallii, 3
OHOBJIEHHAM iHGhOpMALLiT LWoao

nicnapeecTpauiiHnx focnigkeHb,
BMAAIEHHAM iHhopMaLii npo
npo6nemu 3 6e3neku BigNoOBIgHO
[0 pekomeHgauin Guideline on
good pharmacovigilance practices
(GVP) Module V - Risk

management systems (Rev 2), a

TaKoX Yy 3B’A3Ky 3 BHECEHSIM 3MiH B
[0[aTKOBI 3aX04W 3 MiHiMi3auiT
pY3VKiB. 3MiHW BHECEHO B
IHCTPYKLi 4Ns MeguyHoro

3aCTOCYyBaHHSA NikapcbKoro 3acoby

00 po3gainy "Cnoci6 3acTocyBaHHs

Ta 031" y 3B'A3KY 3 OHOBJ/IEHHAM

iHdhopmawii B MnaHi ynpasniHHA

pu3vkamun. BBefeHHs 3MiH
NpoTArom 6-T MicAUIB micns
3aBTEPAKEHHS.
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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

HanoBHEHWX
wnpuuax); Mdaizep
MeHtoghekUypuHr
Benbris HB, Benbria
(BMpPOGHNLTBO
niKapcbkoro 3acoby
B nonepesHbL0
HanoBHEHWX
LUNp1Lax, KOHTPOSb
SIKOCTi JliKapCbKOro
3acoby B
nonepeaHL0
HanoBHEHWX
wnpuuax, Kpim
TecTy "bioaHani3
anonTtosy";
cknagaHHs i
TecTyBaHHS
nonepegHL0
HarMoOBHEHNX PYYOK;
MapKyBaHHS,
nakyBaHHs1, BUNYCK
cepil rotoBoro
nikapcbKoro 3acoby)

68.

EHBPEN®

PO34MH ANs iH'exuin, 50
mr/mn, 4 nonepegHbLo
HanosHeHi wnpuuym no 0,5
M1 (25 mr) abo no 1 mn
(50 wmr), abo 4
nonepeaHbO HanoBHeHI
pyuku no 1 mn (50 mr), 4
TaMMoHW 3i CNNPTOM Y
nnacTykoBoMy
KOHTElHepi; NNacTMKoBui
KOHTEHep Y KapTOHHii
Kopoo6Li

Mdpaiizep Einy.Ci.Ni.
KopnopeiiwH

CLIA

Baer
dapmaceyTukaic,
Benuka bpuTaHis

(mMapkyBaHHs1,
nakyBaHHS1, BUNYCK
cepii rotoBoro
NiKapcbkoro
3acoby); Betep
Papma-PepTUryHr
v6X & Ko. KT,
HimeuyunHa
(BUPOOHNLTBO |
KOHTPO/Tb SIKOCTi
nikapcbkoro 3acoby
B nonepesHsL0
HanoBHEHWX
wnpuuax); Betep
Papma-PepTUryHr
v6X & Ko. KT,
HimeuyunHa
(BizyanbHuii
KOHTPO/b
nonepeaHL0
HarnoBHEHMX
wnpwvuis); Betep

Benuka
BputaHis/
Himeuumnna/
Ipnangis/
Benbriga

BHECEHHS 3MiH 4O peecTpauiiHnx
Matepianis: 3MiHu | Tuny - 3miHn
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarniagy (iHwi 3MiHK) -
3MiHV BHeceHo A0 IHCTpykuii ans
MeJMYHOro 3aCTOCYBaHHS
nNiKapcbkoro 3acoby Ao po3giny
"Mo6iuHi peakwii” BignoBigHoO A0
pekomeHzauii PRAC EMA.
BBefeHHA 3MiH NpoTsirom 6
MicALiB nicnsa 3aTBepIKEHHS.

3a peyenmom

UA/16786/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
Papma-PepTuUryHr

v6X & Ko. KT,
HimeuunHa
(BisyasnibHui
KOHTPO/b
nonepeaHL0
HarnoBHEHNX
LUMPWLB; KOHTPO/b
AKOCTI JliKapCbKOro
3acoby B
nonepeaHL0
HanoBHEHWMX
wnpuuax); Betep
Papma-PepTUryHr
v6X & Ko. KT,
HimeuunHa
(BizyanbHuii
KOHTPO/b
nonepegHL0
HarnoBHEHWX
LUMPWLB; KOHTPO/b
SIKOCTi JTiKapCbKOro
3acoby B
nonepeaHL0
HarnoBHEHNX
wnpuuax); Betep
Papma-PepTUryHr
M6X & Ko. KT,
HimeyunHa
(BisyanbHuii
KOHTPO/b
nonepeaHL0
HanoBHEHWMX
LINPULIB; CKNafaHHs
i TeCcTyBaHHs
nonepeaHL0
HanoBHEHWUX PYYOK);
Mdpaiizep IpneHg,
PapmaceyTukanc,
IpnaHgis (KoHTpONb
AKOCTI NiKapCbKoro
3acoby B
nonepegHL0
HanoBHEHWX
wnpuuax); MNdpaizep
MeHtochekuypuHr
Benbrisa HB, Benbris
(BUPOBHULTBO

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

B nonepesHbL0
HarnoBHEHWX
LUNp1Lax, KOHTPOSb
SIKOCTi JTiKapCbKOro
3acoby B
nonepeaHL0
HanoBHEHWX
Lwnpuuax, Kpim
TecTy "bioaHani3
anonTtosy";
cknagaHHs i
TecTyBaHHS
nonepegHbL0
HarMoBHEHNX PYYOK;
MapKyBaHHS,
nakyBaHHs1, BUNYCK
cepil rotoBoro
nikapcbKoro 3acoby)

69.

EHTUBIO®

MOPOLLOK ANst
KOHLLEHTpATY 4151 PO34NHY
Ans iHdysii no 300 wmr;
MOPOLLOK ANst
KOHLLEHTpATY A/151 PO34MHY
NSt iHAy3il y donakoHi; no
1 chniakoHy 3 NOPOLLKOM Y
KapTOHHIiA KOpoo6Li

Takepa ®apma A/C

[anis

BMpPO6HMLTBO /13
Ta NepBuHHE
nakyBaHHS:
Xocnipa, IHk., CLUA;
BMPOGHMLUTBO 13,
KOHTPO/Ib AKOCTI
cepii:
"CTepunbHICTb",
"MexaHiyHi
BKJ/THOYEHHSA",
nepBuHHe
nakyBaHHS:
MateoH Itanis
C.N.A., Itanis;
BTOPWHHE
nakyBaHHs Ta 4,03Bisl
Ha BUMYCK cepii:
Lendapm Hosapa
C.p.n., Itanis;
Takena ABCTpis
M6X, ABCTpIS;
KOHTPO/Tb SIKOCTi
cepii:
KoaHc Jlabopatopi3
Nimiteq, Benvka
BputaHis;
KOHTPO/Ib AKOCTI
cepii:
"CTepunbHICTL" Ta
"BakTepiasbHi
EeHO0TOKCUHM":

cLiA/
ITania/
AscTpis/
Benvika
BputaHis/
Himeuumnna/
AnoHis

BHECEHHS 3MiH 4O peecTpauiiHnx
mMaTtepianis: 3miHu | TNy -
AAMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu
3asBHMKa (BNacHuka
peecTpauiiiHoro NocBigYeHHs)

3a peyenmom

UA/15405/01/01
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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

Bikxem Jlabopatopi3
NimiTen, Benvka
BpuTaHis;
KOHTPO/Ib SKOCTI
cepii: "BusHa4eHHs
3B'A3yBaHHA"
Yapnb3 PiBep
Na6opaTopis
HimeuyunHa M6X,
HimeuumnHa;
BMPOGHMLUTBO 13,
KOHTPO/Ib AKOCTI
cepii, NnepBnHHe
nakyBaHHS:
Takepa
dapmachbtoTikan
KomnaHi ftg,., Xikapi
naaHT, AnoHis

70.

SUHEPUT®

MOPOLLOK ANS
NPUroTyBaHHS PO3YUHY
NS 30BHILUHLOIO
3acTocyBaHHs; 1
NNacTMKOBUIA doiakoH "A"
3 MOPOLLKOM
(eputpomiuynHy 1,2 1 Ta
LMHKY aueTarty aurigpaty,
MiKpoHi3oBaHoro 0,36 r)
NS NPUrOTyBaHHSA
PO34MHY 4719 30BHILUHBOrO
3acTocyBaHHA, 1
nnacTukoBuii chsiakoH "B"
3 PO34YUMHHUKOM
(amisonponin cebakar,
eTaHon 6e3sogHwuiA) no 30
M/1 Ta annikaTop (KpuLika
[ANS NPUroTyBaHHS
nikapcbKoi hopmn Ta
[103yBaHHA 0epXXaHoro
PO34MHY) Y KAPTOHHIl
Kopobui

NNEO dapma A/IC

[anis

Actennac ®apma
tOpon B.B.,
Higepnangw;
NIEO dapma A/C,
[aHis

Higepnanan
/

[JaHis

BHECEHHS 3MiH 4O peecTpauiiHnx
mMaTtepianis: 3MiHU 3 AKOCTI.
[oTOBWIA NiKapCbKWiA 3aci6.

KOHTpO/b roTOBOrO /1iKapCbKoro
3acoby. 3miHa y meToaax
BUNPOBYBaHHA rOTOBOrO
NiKapcbkoro 3acoby (HesHayHa
3MiHa Y 3aTBEpKEHUX MeTogax
BUNPOOBYBaHHSA). 3MiHK
aHa/TITUYHOT MEeToAMKM 3a
nokasHukamu «lgeHTtundikauis» ta
«KinbKicHe BU3HaYeHHs»
[LOMOMDKHOT PEYOBUHW €TaHO/
meTogom X (Mpo6oniaroToBka,
YMOBM XpomaTorpadysaHHs,
hopMyn po3paxyHky) ans

BMPOGHUYOT AinbHNLi JIEO dapma

A/C, [laHisi. 3MiHM Wwoao
6e3nekn/etheKTUBHOCTI Ta
hapmakoHarnagy (iHwwi 3MiHn).
3MiHM 10 po3ainy «MapKyBaHHS».
OHOB/IEHHS TEKCTY MapKyBaHHS
yNaKoBKM NliKapCbKoro 3acoby 3
BHECEHHSAM iHthopMmalLlii LLoao
3a3HayYeHHst OAVHNLb
BMMIpIOBaHHA y cuctemi Sl.

3MiHKM 3 akocTi. ADL. CTabinbHicTb.

3MiHa nepiogy NOBTOPHMX
BMNpobyBaHb/nepioay 36epiraHHs
abo ymoB 36epiraHHs AdI (3a
BiCYTHOCTI Y 3aTBEpPAKEHOMY

6e3 peyenma

UA/A359/01/01
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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
[ocbe cepTudiikaTa BignoBIAHOCTI

€Bponeiicbkili hapmakonei, Lo
BK/IIOY@E Mepiog, NOBTOPHOTO
BMNpoGyBaHHS) (Nepiog,
NOBTOPHOro BMNpobyBaHHsA/nepios
36epiraHHs) - 36inbLIeHHs abo
BBEJEHHS nepiofy NOBTOPHOIO
BMNpo6yBaHHs/ nepiogy
36epiraHHs Ha OCHOBI pe3y/bTaTiB
JocnigpKeHb y peasibHOMy 4aci.
36inbLUeHHS nepiody NOBTOPHOrO
BUNPOBYBaHHA A1 AitoUol
PEYOBMHM LHKY aueTaTy
avrigparty Bif BUpOGHMKa
Laboratorium Ofichem B.V.,
HigepnaHgm Ha OCHOBI
pe3ynbTaTiB [OC/iIKEHb Y
peasibHOMY Yaci (3aTBepmakeHo: 12
MiCALIB; 3anponoHoBaHo: 24
Micsaus). 3MiHW 3 AKOCTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKynoptoBasbHWi
3aci6. 3miHa hopmmn abo po3mipy
KOHTElHepa un
3aKynoproBasIbHOro 3acoby
(NepBWHHOI yNakoBKu)
(HecTepunbHi Nikapcbki 3acobu).
3MiHU Yy cucTeMi 3aKynopku
h/1aKoHy 415 PO3UMHHMKA, &
came: 36i/bLUeHHS POo3MipiB Pi3bou
0151 TBUHTOBOT KPULLIKK Ta
h1akoHy Ha 2 MM (3aTBep/KEHO:
BUCOTA Pi3bOM rBUHTOBOT KPULLIKN
5,6 MM; BCOTa pi3bbu hnakoHy
[ON1A PO3UNHHMKA 5,7 MM;
3anponoHOBaHO: BUCOTA Pi3bbu
rBMHTOBOI KpULLKK 7,6 MM; BUCOTa
pi3b6bun hnakoHy Ans po34MHHMKA
7,7 Mm). 3MiHK 3 SIKOCTI. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /likapCbKOro 3acoby.
3MiHa y meTofax BUNpo6yBaHHsA
roTOBOrO NikapCbKOro 3acoby
(He3HauHa 3MiHa y 3aTBepAKEHNX
MeTofax BUNPoO6yBaHHs). 3MiHW
aHaniTM4YHOI METoAMKM 3a
nokasHukamu «lgeHTudikauia» Ta
«KinbkicHe BU3HaUYeHHs»

[0MNOMiXHOT peYOBUHM
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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

Avisonponin cebakaty MeToAom
BEPX (npo6onigrotoBka, yMOBY
XpomaTtorpadyyBaHHsi, hopmynu
po3paxyHKy) A/15 BUPOOHUYOI
AinbHuui JIEO ®apma A/C, [aHis.
3MiHK 3 siKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /likapCbKOro 3acoby.
3MiHa napameTpiB cneuugikadiii
Ta/abo foMyCTUMUX MEX roTOBOro
nikapcbkoro 3acoby (4ONOBHEHHS
cneuudikaLii HOBUM NOKa3HUKOM 3
BiANOBIAHWM MEeTOA0M
BMNPOOYBaHHS). [JoNOBHEHHS Y
po3zin «Po34nHHKK» cneundikaLi
"’N3 nokasHnkom
«MikpobionoriyHa uncToTa» i3
BM3HAYEHO0 NEPIOANYHICTIO —
NOBHUIA KOHTPO/Ib BUKOHYETHCS HA
KOXHIilA 10 cepii abo npuHaiMHi Ha
1 cepii KOXHI 6 MicAILiB, 3a1€XHO
Bif TOro, LU0 € YacTiLIMM.
KOHTpo/b nokasHvka NpoBOANTLCS
TiNIbKU Ha BUPOGHWUIN AiNbHUL
NEO dapma A/C, flaHis. 3miHu 3
SKocTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTPO/1b fONOMDKHUX PEYOBUH.
3MiHa y meTogax BUNpo6yBaHHA
[OMOMDKHOT peYOBUHY (HE3HAYHI
3MiHU Y 3aTBEPKEHUX MeToaax
BMNPOOGYBaHb). 3MiHN METOANKN
BMNPOOYBaHHSA [OMOMKHOI
peyoBuHM amizonponin cebakarty
3a NokasHuKamMm «lgeHTndikauis»
Ta «KinbKicHe BU3HAYEHHS»
meTtogom BEPX aonst Bupo6Huka
NEO dapma A/C, flaHis (ymoBu
XpomaToLupadyyBaHHs,
npo6oniaroToBka, hopmynu
po3paxyHky). 3MiHM 3 SIKOCTI.
[oTOBWMIA Nikapcbkuii 3aci6. 3miHn
Yy BUPOBGHULITBI. 3MiHM Y NpoLeci
BMPOGHMLTBA rOTOBOIO
nikapcbKoro 3acoby, BKIOYaK4n
NPOMDKHWI NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULITBI
rOTOBOrO JlikapcbKoro 3acoby (iHLwi
3MiHK). 3MiHKU y npoLeci
BMPOGHMLTBA A8 afanTauji
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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

TEeXHO/OrYHOro Npouecy 4o
obnafHaHHs HOBOrO BUPOGHUKA
NEO ®apma A/C, [aHis, a came
Bigbynack 3amiHa thinbTpa, Wo

BUKOPWCTOBYETLCA AN
[0MNOMDKHOT peYOBMHU eTaHos 3
0,2 MKM Ha 70 MKM. 3MiHu 3
SKocTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHV Y BUPOBHULTBI. 3MiHN Y
npotieci BUPO6HMLITBA FOTOBOMO
nikapcbKoro 3acoby, BKIOYaK4n
NPOMDKHWI NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULITBI
rOTOBOrO JlikapcbKoro 3acoby (iHLwi

3MiHK). 3MiHU y NpoLeci
BMPOGHMLTBA 418 ajanTavji
TEXHOMOrIYHOro npouecy Ao
o6nafHaHHA HOBOrO BUPOGHMKA
NEO dapma A/C, flaHia, a came
npy BUPOGHMLTBI MOPOLLKY
3MEeHLLEHO 3arasibHuii Yac
nepemiwysaHHs (3 53 x8 Ha 20
XB). 3MiHUM 3 AkOCTi. [0TOBWMIA
nikapcbkuii 3aci6. 3MiHu y
BMPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYThCS
BUMYCKY Cepii Ta KOHTPOJO SKOCTi
roTOBOrO NikapCbKoro 3acoby
(3amiHa abo gofaBaHHs
BMPOGHMKa, LLO BiAnoBiaae 3a
BBE3eHHA Ta/abo BMNYCK cepii) -
Btoyatroun
KOHTPO/b/BUNPOBYBaHHSA cepil.
BBefeHHs aflbTepHaTUBHOTO
BMPOGHMKA, BiAMoBifaIbHOTO 3a
BMNYCK cepil, BKOYaum
KOHTpO/b AkocTi JIEO dapma A/C,
[aHis. 3mMiHV1 BHECeHO B
IHCTPYKLiO AN MeguyHoro
3aCTOCyBaHHA Wo40
HaliMeHyBaHHs Ta
MiCLle3HaxoMKeHHs1 BUpOOHMKa 3
BiANOBIAHMMW 3MiHAMW Y TEKCTi
MapKyBaHHS YMakoBK/ NikapcbKoro
3aco6y. 3MiHu 3 sKoCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3amiHa abo
BBEJEHHS [0AATKOBOI Ai/IbHUL

BMPO6GHULITBA A5 YaCTUHU abo
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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

BCbOr0 BMPOBHMYOrO npouecy
rOTOBOrO JliKapCbKoro 3acofby
(minbHULSA, Ha SAKI NpoBOASATLCA
6yab-ski BUPO6HUUI cTagji, 3a
BVHSITKOM BWMNYCKY CepiiA,
KOHTPO/II0 SKOCTi, NePBUHHOTO Ta
BTOPVHHOTO NakyBaHHsA, A1
HeCTepUsIbHUX NiKapCbKnx
3aco6iB). BBeeHHs
aNlbTEPHATMBHOIO BUPOGHYKA,
BiANOBIAA/ILHOIO 3a BUPOGHNLTBO
in bulk IEO ®apma A/C, faHis1.
3MiHu 3 sKocTi. FoToBUi
nikapcbkuii 3aci6. 3mMiHn y
BUPOGHMLTBI. 3amiHa abo
BBEJEHHS1 OAATKOBOI Ai/TbHUL
BMPOGHULITBA 47151 YaCTUHU abo
BCbOro BUPOGHMNYOro npouecy
roTOBOrO NikapCbKOro 3acoby
(BinbHULA ANA NepBUHHOTO
nakyBaHHs1). BBegeHHs
aNlbTEPHATMBHOIO BUPOGHYKA,
BiANOBIAA/ILHOIO 3a NEpPBUHHE
nakysaHHsa JIEO dapma A/C,
[aHis. 3miHn 3 skocTi. FoToBWi
nikapcbkuii 3aci6. 3mMiHn y
BUPOGHMLTBI. 3amiHa abo
BBEJEHHSI OAATKOBOI Ai/TbHUL
BMPOGHULITBA 47151 YaCTUHU abo
BCbOro BUPOBHMYOro npouecy
roTOBOrO NikapCbKOro 3acoby
(@inbHUUSA ANS BTOPUHHOMO
nakyBaHHs).
BBefeHHs aslbTepHaTUBHOIO
BMPOGHMKA, BiAMoBifaIbHOTO 3a
BTOPVHHEe nakysaHHA JIEO dapma
AIC, [laHisi. AOMiHiCTpaTuBHiI
3MiHW. BunyyeHHst BUpO6HUYOI
OinbHUUI (BKNOYaKOUN AiNbHUL
ans A®l, npomikHOro NpoayKTy
ab0 roToBOro nikapcbKoro 3acoby,
LOinbHUL oNS NPOBefeHHs
nakyBaHHs, BUPOBHYKa,
BiANOBIAA/ILHOIO 3a BUMNYCK Cepil,
MicLie NPOBEeAEHHSA KOHTPO/IO
cepii) abo nocTavasibHMKa
BMXiQHOrO Matepiany, peareHty
a60 AONOMDKHOT PeYOBUHU (SIKLLLO
3a3Ha4yeHo y A0CbE). BunyyeHHs
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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

BMPOGHMKA Ait040i peHoBUHU
epuTpomiumHy Abbott Healthcare,
MyepTo Piko. 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.
MoaaHo oHoBNEHWIA cepTudikat
BignosigHocTi €E® No. RO-CEP
2016-267-Rev 02 ansa gitoyoi
PEYOBUHM EPUTPOMILMHY Bif,
3aTBEPKEHOI0 BUPOGHMKA
ABBVIE INC, USA Ha 3amiHy CEP
No. RO-CEP 2016-267-Rev 01.
3MiHn 3 sKocTi. CepTudikar
BignosigHocTI/TE-cepTucpikat
BIANOBIAHOCTI EBpONenchbkili
hapmakonei/moHorpadii. 3miHu,
noB'sA3aHi 3 HEOOXiAHICTIO
npuBELEHHS Y BiANOBIAHICTb A0
MoHorpadii 4PY abo
€Bponeiicbkoi thapmakonei, abo
iHLWOT HauioHaTbHOT thapmakonei
Aepxasu EC (3miHa y
cneuugikauisx, nos'a3aHa 3i
3MiHamu B AdY, abo
€Bponeiicbkili hapmakonei, abo
iHLWI HavioHaNbHIl hapmakonel
nepxasu €C). MNprBegeHHs
cneuudikalii Ta MeToAiB
KOHTPOJIIO Ha Aitoyy peyoBUHY
€pUTPOMILIMHY Y BIANOBIAHICTb A0
BMMOT MoHorpadii «Erythromycins»
EP Bupo6HuKoMm 13. 3MiHu 3
skocTi. CepTuddikat
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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

BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpoNechbkili
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
3aTBEPKEHOrO BUPOGHMKA.
MoaaHo oHOBNEHMIA cepTudpikaT
BignosigHocTi E® No. RO-CEP
2016-267-Rev 01 ansa gitovoi
PEYOBUHY EPUTPOMILIMHY Bif
3aTBEPKEHOIO BUPOGHMKA
ABBVIE INC, USA Ha 3amiHy CEP
No. RO-CEP 2016-267-Rev 00.
3MmiHu 3 gKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponechkili
hapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTudpikaTa BignoBigHoOCTI a6o
BUYyYEHHS cepTudikata
BiANOBIAHOCTI EBpoNechbkili
thapmakonei: gna A®l; ana
BUWXifHOIO
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUPOGHULTBI A®I; ans
[0MOMIXHOT pEYOBUHU
(cepTudpikat BignosigHOCTI
€Bponeiicbkin dhapmakonei) -
OHoBreHWiA cepTUdikar Bif yxe
3aTBEPKEHOrO BUPOGHMKA.
MoaaHo oHoBNEHWIT cepTudikaT
BignosigHocTi €E® No. RO-CEP
2016-267-Rev 00 ansa gitoyoi
PEYOBUHM EPUTPOMILMHY Bif,
3aTBEPKEHOr0 BUPOGHUKA
ABBVIE INC, USA Ha 3amiHy

ceptudikaTy BignoBigHocTi EP
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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

No. R1-CEP 1997-001-Rev 05, y
3B'A3KY 3 BBEIEHHAM ApYroro
BMPOBHMYOro npouecy. 3MiHu 3
akocTi. A®l. BupobHumuTBO. 3miHa
BMPOGHMKA BUXiAHOro/NPOMIKHOTO
NpoAayKTy/peareHTy, Lo
BUKOPWUCTOBYHOTLCS Y
BMPOGHUYOMY npoteci AdDl, abo
3MiHa BUPOOGHUKa (BKOYatoun, ae
HeobXxigHO, MicLe NpoBeAEHHS
KOHTpOsto sikocTi) AdI (3a
BiACYTHOCTI cepTucpikata
BIANOBIAHOCTI EBpONenchbkili
thapmakonei y 3aTBeppKeHOMY
[0ChE)(3MiHM [0 3aX0A4iB,
noB'si3aHnX 3 kKOHTponem A®I, abo
[0O[laBaHHSA OinbHULI, Ae
npoBoANTLCA
KOHTPO/b/BMNPOGYBaHHSA cepii).
BBepgeHHs ginbHuui DB Lab A/S,
[aHia ons KOHTPOsIo Aitoyol
PEYOBWHM LHKY aleTaTy
avrigpaty Ha MeTasin MeTofoM
ICP-OES, y IKOCTi KOHTPaKTHOI
na6oparopii Ans BupobHuka JIEO
dapma A/C, [laHis. 3MiHM 3 AKOCTI.
A®I. KoHTponb A®L. 3miHa y
mMeTofdax BunpobysaHHA Adl abo
BMXifHOro Martepiany/npoMixHOro
NpoAayKTy/peareHTy, Lo
BMKOPWCTOBYETHLCA Y NPOLIECi
BMpo6HULTBa API (iHWi 3MiHK Y
mMeToAax BUNpobyBaHHA
(BKrOvatoum 3amiHy abo
[0NoBHEHHS) A®| abo
BUXIAHOTO/NPOMIXXHOrO NPOAYKTY).
3amiHa MeToay NSt BUSHAYEHHS
MeTaniB npu aHanisi givoyoi
PeyYOBMHMN LIMHKY aueTaTy
avrigpaty (3aTBepmkeHo: Atomic
absorption spectrometry (AAS);
3anponoHoBaHo: Inductively
coupled plasma-optical emission
spectroscopy (ICP-OES) a6o
Inductively coupled plasma-atomic
emission spectroscopy (ICP-AES)
EP meTopq 2.2.57. 3MiHK 3 SIKOCTI.
A®I. KoHTponb A®L. 3miHa y
mMeTodax BunpobysaHHa Adl abo
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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
BMXifHOro martepiany/npoMixXHOro

npoayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y MPOLIECi
BMpo6HMLTBA AP (iHLWI 3MiHN Y
mMeTogax BUNpobyBaHHS
(BKKOUAOUM 3aMiHy a60
[0noBHEHHS) A®| abo
BMXifHOro/MpOMIKHOr0 NPOAYKTY).
3MmiHa MeTofy AN BUSHAYEHHS
PO3Mipy YacToK Npu aHanisi Agjtoyol
PeyoBMHWN LMHKY aueTaTy
ourigpaty (3aTBepaxeHo: Particle
size determined using an “Air Jet”
apparatus; 3anponoHOBaHo:
Particle size determined using
laser diffraction metod). 3miHn 3
SKocTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpO/b rOTOBOrO MikapCbKoro
3acoby. 3miHa y meTogax
BUMPOBGYBaHHS rOTOBOIO
NiKapcbkoro 3acoby (OHOBNEHHSA
npoueaypu BUNpoGyBaHHS AN
npuBELEHHS Y BiANOBIAHICTD 3i
3MiHEHOI0 3arasibHO0 CTaTTelo
LY abo €Bponeiicbkoi
hapmakoner).
3MiHV aHaniTUYHOT MeToAMKY 3a
nokasHukamu «lgeHTtundikavis»,
«KinbKicHe BU3HaUYeHHA» Ta
«CTOPOHHI [OMILLKM» MEeTOA0M
BEPX gnsa npvBefeHHs y
BiANOBIAHICTb A0 MOHOrpadii Ha
LitoYy peyoBUHY epUTPOMILUHY
«Erythromycin» EP ans
BMPOGHUWYOI AinbHNLi JIEO dapma
A/C, OaHis. 3MiHV 3 SKOCTI.
CepTucpikat BignosigHocTi/lE-
cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkiit
thapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTudpikaTa BignoBigHoOCTi a6o
BUyYEHHS cepTudikata
BiANOBIAHOCTI EBpoONechbkili
thapmakonei: gna A®l; ana
BUWXifHOrO
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA

y BUPO6GHMUTBI ADI; nns
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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
[0MOMIXHOT peYOBUHN
(cepTudpikaT BignoBigHOCTI
€Bponeiicbkii hapmakoner) -
HoBuii cepTudikar Big, HOBOro
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BMPOGHMKa (3aMiHa abo
[ONOBHEHHSA). MogaHo HoBUIA
cepTucpikaT BignosigHocTi €P, No.
RO-CEP 2020-007-Rev 00 ans
L0401 pevyoBUHN epUTPOMILUHY
Bif HOBOro BMpO6HMKa SM
BIOMED SND BHD, Manaiisis.
3MiHK 3 siKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /likapCbKOro 3acoby.
3MiHa napamMeTpiB cneuudikadiii
Ta/abo [oMyCTUMUX MEX roTOBOro
nikapcbKkoro 3acoby (3miHa
3HaxX0AMTLCA No3a
3aTBEPLKEHMY AONYCTUMUMU
Mexamu cneuudikauiii). 3miHa
KpUTEpIiB NPUIAHATHOCTI 3a
NOKa3HNKOM «PO3UYNHHICTb» Y
po3gaini «MopoLwok» cneuudikawii
N3, petanbHiwe onucaHa
MeToAMKa, fO0AaHO ONNC METOAWKM
Ha TepMiH NpugaTHocTi Ta
OHOBNEHO cneuudikauito M3
BiANOBIAHO A0 BHYTPILLUHBLOrO
WwaboHy KomMnaHii. 3MiHW 3 AKOCTI.
[OTOBWIA NikapcbKuii 3aci6.
KOHTpOsib roToBOro nikapcbKoro
3acoby. 3miHa napameTpiB
cneuudikayin Ta/abo gonycTummx
MEX rOTOBOr0 NiKapCbKoro 3acoby
(3miHa 3HaxoauTbCA no3a
3aTBEPAKEHUMMN [,ONYCTUMUMM
mMexamu cneundikauiii). 3miHa
KpuUTepiiB NPUAHATHOCTI 3a
NoKasHUKOM «Onuc» y po3aini
«MpurotoBaHuii po3yrH
npenapary» cneumdikayii MNN13.
3MiHK 3 akocTi. AdL.
Brpo6HMLTBO. 3MiHa BUPOOHUKA
BUWXiAHOro/MpOMiXXHOro
NpoAayKTy/peareHTy, Lo
BUKOPWUCTOBYHOTLCS Y

BMPOGHUYOMY npoteci AdDl, abo
3MiHa BMPOOGHUKa (BKOYatoun, ae

HeobxigHo, MicLe NpoBeAeHHs




Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
KOHTPO/H0 SIKOCTi) AdI (3a
BiICYTHOCTI cepTudpikata
BiAANOBIAHOCTI EBpoNechkili
thapmakonei y 3aTBepKeHoMy
[0Cbe)(BBEEHHS HOBOTO
BUpO6HMKa A®PI 3 HaJaHHAM
MacTep-thaiina Ha Adl).
BBefeHHs anibTepHaTVBHOIO
BUPOGHMKa 415 Ail0U0T pevoBUHU
LUMHKY aueTtaTy gurigpary
Laboratorium Ofichem B.V.,
HigepnaHaw.
71. IHTENNAH cupon no 90 mn, 120 mn, XepbioH MakncTtaH MakncTaH XepbioH MakncTaH BHECEHHS 3MiH 4O peecTpauiiHnx 6e3 peyenma UA/10243/01/01
150 mn y dpnakoHi; no 1 MpaiiseT NimiTes, MpaiiBeT JlimiTea, martepianis:
dhnakoHy y KapTOHHIl MNaknctaH MakunctaH
kopoou 3MiHM | TUNY - 3MiHK 100
6e3nekn/eheKTUBHOCTI Ta
chapmakoHarnsgy - OHOB/EHHS
TEKCTYy MapKyBaHHs ynakoBKu
NiKapCcbKoro 3acoby 3 BHECEHHAM
iHbopMmauii Wwoao 3a3HavYeHHsA
OAVHNLb BUMIPIOBaHHSA Y CUCTEMI
Sl. BHeceHHs1 3MiH o po3giny
«MapkyBaHHA» MKA N13;
3anpornoHoBaHo: MapKyBaHHS.
3rigHO 3aTBEpPAKEHOrO TEKCTY
MapKyBaHHS
72. IPUHOTEKAH- KOHLeHTparT ans MicTtpan Kenitan AHrNIA AkTasic ITanis AHrnis BHECEHHS 3MiH 40 peecTpaLiinHmx 3a peyernmom UA/14240/01/01
BICTA NPUrOTYBaHHS PO3YNHY MenemxkmeHT flimiTeq C.n.A. marepianis: 3MiHu | TRy -
ans iHdoysii, 20 mr/mn; no AMIHICTpaTVBHI 3MiHW. 3MiHa
5 mn (100 mr) a6o no 15 HaliMeHyBaHHA Ta/abo agpecu
mn (300 mr), a6o 25 mn 3asBHMKa (BNacHvka
(500 mr) y donakoHi; no 1 peecTpavuiiiHoro NocBigYEHHS) -
(h/1aKOHY B KapPTOHHii 3MiHa agpecu 3asiBHMKa
Kopo6ui
73. ICEHTPECC TabneTku XyBasibHi No 25 Mepk Wapn i Joym LLIBeiiuapis Mepk Wapn i Joym Higepnanan BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/9325/02/01
Mr; no 60 TabneTok IAEA TM6X B.B., Higepnanan CWA marepianis:

XyYBaslbHUX Y (hN1akoHi; no
1 chnakoHy B KapTOHHii
Kopoo6Li

(nepBuHHE Ta
BTOPWHHE
nakyBaHHs, [,03BiN
Ha BUMycK cepii);
MaTteoH
dapmacbioTikan3
IHk., CLLA
(BUPOGHWK
Hepo3acoBaHol
npoaykKuir)

3MiHM | TUMAY - 3MiHK Y
cneuunaikauii M'N13 3a nokasHUKOM
«Onunc» - BUNPaBIEHHS! MOMUIIKA Y
3a3HauveHili Ha3Bi kKomnaxii
BN1ACHMKa /10roTuNa, a Takox
[OMOBHEHHSA pO34iny «YMOBU
36epiraHHs» iHhopMmaLi€eto Wwoa0
HasABHOCTI Yy (pr1akoHi
BOJIOrONornHaYa,;
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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

3anponoHoBaHa pegakuis: 6nigo-
XKOBTI, KPYI /i, M/I0OCKOLMAIHAPUYHI
Tabn1eTky 3i CKOLEHUMU KpasiMu, 3
TUCHEHHSIM KOPNOPaTWBHOTO
NOroTUNY Ha OAHI CTOpoHi Ta 473
Ha iHLWiIA. YMOBU 36€epiraHHs:
36epirati B LWiNbHO
3aKynopeHomy thnakoHi, B
OopuriHabHiIl ynakoBsLi, npu
Temneparypi He Buwie 30?C.
TpumMaTtu BOMOrONOrNHaY y
hnakoHi 415 3axXMCTy Big BOMOIN.
36epiratv B He4OCTYMHOMY A5
niTelt micui. A Takox 3miHu
BHECEHO B iHCTPYKLi0 AN
Me[MYHOro 3aCTOCYBaHHS Yy pp.
"OCHOBHI Di3VKO-XiMiYHi
BnacTmsocTi" Ta "YmoBu
36epiraHHa" 3 BigNOBigHVMM
3MiHaMK y TEKCTi MapKyBaHHS
ynakoBKU NiKapcbKoro 3acoby.
BBefeHHs 3MiH NpoTarom 6-Tu
MicALIB NiCNsA 3aTBEPKEHHS;
3MiHU | TUNY - BUAANEHHSA
BMPO6HUKa APl - MSD
International GmbH, Ireland; 3miHn
| TUNY - BUZANEeHHA BUPO6HMKa
A®I| - Cherokee Pharmaceuticals
LLC, USA; 3miHu | Tvny - He3HauHi
3MiHUM B NpoLeci BUPOBGHULITBA
aKTMBHOI PEYOBVHY panTerpasipy
NS KOpekKL|ii NnopsaKy AoAaBaHHA
edipy BifIbHOrO amiHy niBanary
(FAPE) Ta N-meTunmopdoniny
(NMM); 3miHM | TUNy - BUAANEHHS
O/ZIHOTO i3 3aTBEPAKEHNX
BMPOGHNYMX NPOLLECIB aKTUBHOT
peyvoBuHM panTerpasipy (mpouecy
2-ro piBHS). BHECEHHSI HE3HAUHUX
peAakuiiH1X 3MiH B Nigpo3ainm
3.2.5.2.1 1 3.2.5.3.2,, TaKOX
BUNPaB/IEHHS MOMU/IKK, LLIO
cTanacs Npu HaBefeHHi agpecu
Brpo6HMKa A®I Divis Laboratories
Limited Unit - 2, a came, B
NOLUTOBOMY iHAEKCI y nigpo3gaini
3.2.S5.2.1. BUupo6HuK(-1)

74.

ICEHTPECC

Tab1eTKu XyBasibHi no 100

Mepk Wapn i Joym

LLBeliuapis

Mepk LWapn i floym

Higepnangu

BHECEHHS 3MiH 10 peecTpaLifiHnX

3a peyenmom

UA/9325/02/02

108




Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
Mr no 60 TabneTok IOEA TM6X B.B., Higepnanan CWA marepianis:

XYBaslbHUX Y (hNakoHi; no
1 hnlakoHy B KapTOHHiiA
Kopoo6ui

(nepBuHHE Ta
BTOPWHHE
nakyBaHHs, [,03BiN
Ha BUMycK cepii);
MaTteoH
dapmacbioTikan3
IHk., CLLA
(BUPOGHUK
Hepo3dacoBaHoi
npoaykKuir)

3MiHM | TUAY - 3MiHK Y
cneuundikauii MN13 3a NokasHUKOM
«Onuc» - BUNpaBieHHs NOMUIIKN Y
3a3HayeHili Ha3Bi kKomMnaHil
BN1ACHMKa /10roTunNa, a Takox
[OMOBHEHHSA pO34iy «YMOBU
36epiraHHs» iHhopMmaLieto Wwoao
HasABHOCTI Yy (priakoHi
BOJ1IOrONOrNNHaua,;
3anpornoHoBaHa pejakuis: 6nigo-
nomapaHyesi, OBasibHi TabneTkn 3
PVICKOIO, 3 TUCHEHHAM
KOpNopaTUBHOro s1IoroTuny 3
onHoro 60Ky Bif pucku 1a 477 3
iHLIOro 6OKy, Ta 3 PUCKOIO Ha iHLUIi
CTOPOHI TabneTkn.YMoBH
36epiraHHs: 36epiraTi B LWiIbHO
3aKynopeHomy hnakoHi, B
OpuriHasbHiIN ynakoBsLi, npu
Temnepartypi He BuLe 30?C.
TpumaTy BOSIOronorsiMHay y
hNakoHi A51a 3axXMCTy Big, BOMIOTW.
36epiratv B He4OCTYNHOMY A/15
AiTen Micui. A Takox 3MiHK
BHECEHO B iHCTPYKLt0 Ans
MeAMYHOro 3acToCyBaHHA y pp.
"OCHOBHI (hi3MKO-XiMiUHi
BracTueocTi" Ta "Ymosu
36epiraHHa" 3 BigNOBigHVMYN
3MiHaMK y TEKCTi MapKyBaHHS
YMakoBKM NMiKapCbKoro 3acoby.
BBeneHHs 3MiH NpOTAroM 6-Tu
MicALIB NiCNSA 3aTBEPLKEHHS;
3MiHK | TUNY - BUAANEHHSA
BMpo6HUKa A®I - MSD
International GmbH, Ireland; 3miHn
| TUNY - BUZANEHHA BUPOGOHMKa
A®I - Cherokee Pharmaceuticals
LLC, USA; 3MiHu | TRy - He3HauHi
3MiHM B NpoLeci BUpo6HMLTBA
aKTMBHOI Pe4oBWHY panTerpasipy
[ONA KopeKUii nopsaKy foAaBaHHSA
echipy BisIbHOro amiHy nisanaty
(FAPE) Ta N-meTunmopdoniHy
(NMM); 3miHW | TUNY - BUAAIEHHS
O/IHOTO i3 3aTBEPAKEHNX
BMPOBHMYMX NPOLECIB aKTUBHOI
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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

75.

KANIMIH® 60 H

peyoBuHM pasnTerpasipy (mpouecy
2-r0 piBHS1). BHECEHHSA HE3HAYHUX
pefakuiiH1X 3MiH B Nigpo3ainm
3.2.5.2.1 1a 3.2.5.3.2., TakoxX
BUNPAaB/IEHHS MOMUJIKK, LLIO
cTanacs npu HaBefeHHi agpecu
Bupo6HuKa A®I Divis Laboratories
Limited Unit - 2, a camve, B
noLTOBOMY iHAEKCI y nigpo3aini
3.2.5.2.1. Bupo6HuK(-n)

76.

KPANNIOHIH

Tabnetku no 60 mr; no 50
ab6o no 100 TabneTok y
onakoHi; no 1 dpiakoHy B
KopooLi

TOB «TeBa YkpaiHa»

YKpaina

[l03Bin Ha BMNycK
cepii: Mepkne 'm6X,
HimeuumnHa;
Brpo6HMUTBO
Hepo3dacoBaHol
NPOAYKLUii, NepBUHHA
Ta BTOpPVHHA
ynakoBka: Knoke
dapma-Cepsic
'vm6X, HimeuunHa;
MepBuHHa Ta
BTOPUHHA ynakoBKa:
Knoke BepnakyHrc-
Cepsic 'M6X,
HimeuunHa

HimeuunHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHa 3asBHUKa
(BnacHvKa peecTpawjiiHoro
NnocBigYeHHs). Takox 3mMiHu

BHECEHI B TEKCT MapKyBaHHs Ha
TUTYNbHIA CTOPIHL LWOAO0 HA3BK
3asBHMKa (BNacHuka
peecTpaLiiHOro NoCBiAYEHHS);
3MiHK | TNy - 3MiHK Woa0
6e3nekn/edheKTMBHOCTI 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) - 3miHa
YMNOBHOBaXeEHOT 0CO6U 3asBHMKA,
BiAMNOBIAA/IbHOT 32
thapmakoHarnag,. ditova pegakuis:
Orit Stern-Maman. NponoHoBaHa
pegakuisi: buctpoa OkcaHa

BitaniiBHa. 3MiHa KOHTaKTHUX

LaHnX YNOBHOBaXEHOT 0CO6U

3as1BHVIKA, BignoBiAa/IbHOT 32
chapmakoHarnag,

3a peuenmom

UA/9462/01/01

Kpanni opasibHi; no 30 ma

Bionoriwe

Himeyunna

Bionoriwe

HimeyunHa

BHECEHHS 3MiH 10 peecTpaLiiHmnx

6e3 peyenma

UA/3125/01/01
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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

y thnakoHi-kpanenbHUL;
no 1 dpnakoHy-
KpanesibHu1Lji B KOpOO6Li 3
KapToHy

Xaiinbmittens Xeenb
meX

Xaiinbmitrens
Xeenb M'm6X

marepianis:
BUMNPAaB/IEHO TEXHIYHY MOMUIIKY Y
TeKCTi MapKyBaHHS1 NePBUHHOI
yNakoBKK fiKapCbKoro 3acoby:
3anponoHoBaHo: 2. KI/IbKICTb
OIK0YOI PEYOBUHM. 100 1
npenapary mictaTb: Crataegus DO
— 70, Kalium carbonicum D3 - 1
r, Spigelia anthelmia D2 — 1 ;
3a3HayeHe BUMNpaB/IeHHSA
BiANoOBigae matepiaiam
peecTpaLiiHoro Aocbe

77.

NA3SUKC®

Tabnetku no 40 wmr, Ne 45
(15x3): no 15 TabneTok y
cTpuni, no 3 cTpunu y
KapTOHHI KOpooLj

TOB "CaHochi-ABEHTIC
Ykpaiva"

Ykpaina

3eHTiBa lMpansit
Nimiten

IHais

BHECEHHS 3MiH 4O peecTpauiiHnx
marepianis: 3miHu | TUnNy -
AAMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu
MicUs NPOBaKEHHS AiANbHOCTI
BMPOGHMKa/iMnopTepa rotosBoro
NiKapCcbKoro 3acoby, BK/OUaum
AinbHUUI BUNYyCKy cepii abo micue
NpoBeEHHS KOHTPOJIIO AKOCTI.
([isNbHICTb, 3a 5Ky BigNOBIZaE
BMPOGHMK/iMNOpTEp, BKOYaUn
BUMYCK Cepii) - 3MiHa
HaliMeHyBaHHS BUPOGHMKa 13,
6e3 3MiHN MicLA BUPOGHMLTBA.
3MiHV BHECEHO B IHCTPYKLiO AN
MeAMYHOro 3aCTOCYBaHHA Y p.
"BMpO6GHMK" 3 BiANOBIAHUMM
3MiHaMK y TEKCTi MapKyBaHHs
yNaKoBKM fiKapCbKOoro 3acooby.
BBefeHHs 3MiH NpoTArMo 6-Tu
MicsLiB NiCNsA 3aTBEPPKEHHS.

3a peyenmom

UA/A871/01/01

78.

NA3NKC®

Tabnetku no 40 mr, Ne 45
(15x3): no 15 TabneTok y
cTpuni, no 3 cTpunu y
KapTOHHI KOpoo6Li

TOB "CaHodi-ABEHTIC
Ykpaiva"

YKpaina

CaHodi IHais
Nimiten

IHais

BunpasneHo TexHiYHy NOMWU/KY B
TEKCTi MapKyBaHHS.
3ATBEP)KEHO:

11. HANMEHYBAHHS |
MICLIE3HAXOXXKEHHA
BUPOBHWKA TA/ABO
3AABHUKA
Bupo6Huk:

CaHodi [Hgjs Nimitea, IHais
Mnot Ne - 3501, 3503-15, 6310
B-14, I'.1.4.4. EcTeliiT, AT & lMocT -
AxknewBap - 393 002, JicT. -
Bxapyy, l'ymxapart, IHgis
3aABHUK:

TOB «CaHohi-ABEHTIC YkpaiHa»,
YKpaiHa

3a peyenmom

UA/4871/01/01

111




Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
3AMPOMNOHOBAHO:
11. HAUMEHYBAHHSA |
MICUE3HAXOO>XKEHHA
BWPOBHWKA TA/ABO
3AABHUKA
BUpO6GHNK:
CaHodi IHgjs Nimiteq, IHais
Mnot Ne 3501-3515, 6301-6313 Ta
16.00 meTep Poyg/c, I.1.4.L1.
Ectelit, AT & Post - AHknelusap —
393 002, PaiioH Bxapyu, IHais
3aABHUK:
TOB «CaHohi-ABEHTIC YKpaiHa»,
YKpaina
79. NA30NEKC PO34MH ANA iH'eKUild, 7,5 TOB "HIKO" YkpaiHa OEMO CA Mpevis BHECEHHS 3MiH [j0 peecTpaLiiiHnx | 3a peyenmom UA/12750/01/01
Mr/mn; no 2 ma B amnyi; SAPMACBHOTIKAN Ykpaina mMartepianis:
no 5 amnyn y nayui 3 IHOACTPI , I'peuis
KapToHYy (Hepo3chacoBaHuii 3MiHv 1l TUNY - BBEAEHHS!
NPOAYKT, NepB1HHA abTEPHATUBHOIO BUPOGHMKA
yNakoBka, BTOpUHHa ambpokcony rigpoxnopug HEMA
ynakoeka, PHARMACEUTICALS PVT.LTD,
I'fOHTp?I”b)? TOB IHais, 3aTBEpmpKeHo: Shilpa
HIKO", YkpaiHa Medicare Limited, Ingis a6o AMI
(koHTpONL, BUNYCK LIFE SCIENCES PVT LTD, Ingjs
cepii) 3anponoHosaHo: Shilpa Medicare
Limited, IHgis a6o AMI LIFE
SCIENCES PVT LTD, IHgis abo
HEMA PHARMACEUTICALS
PVT.LTD, IHgis
80. NEHANIAON Kancynv Teepgi no 5 mr no M.BIOTEK NIIMITE/ Benvka PENAVNHC NAN® IHAisA BHECEHHS 3MiH O peecTpaLiiHnx 3a peyenmom UA/17726/01/01
7 kancyn y 6nictepi; no 3 BpuTtaHis CAMHCEC marepianis: 3MiHu | TUNY - 3MiHK 3
6nicTepn B navi 3 MPABIT NIMITE[ sKoCTi. [OTOBWIA Nikapcbkuii 3aci6.
KapToHy (MNAHT 6) CrabinbHicTb. 3MiHa y TepMiHax

npuaaTHocTi abo ymoBax
36epiraHHs roTOBOTO liKapCbKOro
3aco6y (36i1bLIEeHHSA TEPMIHY
NPUAATHOCTI FOTOBOTO NiKaPCHKOro
3acoby) - 115 ToproBoi ynakoBKu
(nigTBEPAXYETLCA AaHUMK
peasibHOro yacy) - 36i/bLIeHHS
TepMiHy NpuaaTHoOCTI roTOBOro
NiKapcbkoro 3acoby a1 Toprosoi
yNaKoBKuW. 3aTBePA)KEHO: 2 POKU;
3anponoHoBaHo: 3 Pokn. 3MiHU
BHECEHI B iHCTPYKLIito AN
MeAMYHOro 3actocyBaHHs /13y p.
"TepMmiH npngaTHocTi".
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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

81.

NEHANAON

Kancynv Teepgi no 7,5 mr
no 7 kancyny 6nictepi; no
3 6nicTepun B nayui 3
KapToHy

M.BIOTEK NIIMITE/

Benvka
BpuTaHis

PEJTAVHC NTAN®
CAVIHCEC
MPAVBIT NIMITE,
(NNIAHT 6)

IHais

BHECEHHS 3MiH 0 peecTpavLinHmx
marepianis: 3MiHu | TMNY - 3MiHK 3
sKoCTi. FoTOBWIA Nikapcbkuii 3aci6.
CrabifnbHicTb. 3MiHa y TepMiHax
npuaaTHocTi abo ymoBax
36epiraHHs rOTOBOrO J1iKapCbKOro
3ac006y (36i1bLIEeHHS TEPMIHY
NPUAATHOCTI FOTOBOTO NiKaPCbKOro
3acoby) - 119 Toprosoi ynakoBku
(nigTBEPAXYETLCA AaHUMN
peasibHOro yacy) - 36i/bLIeHHS
TepMiHy NpuaaTHOCTI rOTOBOro
NiKapcbKoro 3acoby a1 Toprosoi
yNaKkoBKuW. 3aTBepP)KEHO: 2 POKU;
3anponoHoBaHo: 3 PoKW. 3MiHU
BHECEHI B iHCTPYKLIito AN
MeAMYHOro 3acTtocyBaHHs /13y p.
"TepMmiH npugaTHocTi".

3a peyenmom

UA/17726/01/02

82.

NEHANIAON

Kancynu Teepgi no 10 mr
no 7 kancyny 6nictepi; no
3 6nicTepu B navui 3
KapToHY

M.BIOTEK JIIMITE/,

Benuka
BpuTaHis

PENAVIHC TAN®
CAVIHCEC
MPAWVBIT NIMITEL,
(NNIAHT 6)

IHais

BHECEHHS 3MiH 4O peecTpauiiHnx
mMarepianis: 3MiHu | Tuny - 3MiHK 3
AKocTi. FOTOBMIA Nikapcbkuii 3aci6.
CT1abinbHICTb. 3MiHa y TepMiHax
npuaaTHocTi abo ymoBax
36epiraHHs rOTOBOrO J1iKapCbKOro
3aco6y (36iNbLUEeHHS TEPMIHY
NPUAATHOCTI FOTOBOTO NiKaPCbKOro
3acoby) - 18 Toprosoi ynakoBku
(niaTBEPAKYETHCA AAHUMUN
peasibHOro yacy) - 36i/bLIeHHS
TEePMiHy NPUAATHOCTI FOTOBOIO
NiKapcbKoro 3acoby A1 Toprosoi
yNaKkoBKKW. 3aTBEpP)KEHO: 2 POKU;
3anponoHoBaHo: 3 poku. 3MiHu
BHECEHI B iIHCTPYKL,j0 ANsi
MeAMYHOro 3acTtocyBaHHs 13y p.
"TepMiH NpuaaTHocTi".

3a peyenmom

UA/17726/01/03

83.

NEHANIAON

kancysv Teepgi no 15 mr
no 7 kancyny 6nictepi; no
3 6nicTepun B nayui 3
KapToHYy

M.BIOTEK NIMITEL

Benuka
BpuTaHis

PENAVIHC TAN®
CAVIHCEC
MPAMBIT NIMITEL,
(MNAHT 6)

IHais

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) - 18 Toprosoi ynakoBku
(nigTBEPAXYETLCA AaHUMN
peasibHOro yacy) - 36i/bLUeHHS
TEePMiHy NPUAATHOCTI FOTOBOrO
NiKapCbKOro 3acoby A5 Toprosoi

3a peyenmom

UA/17726/01/04
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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

yNaKoBKW. 3aTBepPA)KEHO: 2 POKU;
3anponoHoBaHo: 3 poku. 3MiHu
BHECeHi B IHCTPYKLUjlo AN
Me[MYHOro 3actocyBaHHsA /13y p.
"TepMiH NpuaaTHoCTI".

84.

NEHANIAON

Kancynv Teepgi no 20 mr
no 7 kancyny énictepi; no
3 6nicTepu B nauui 3
KapToHYy

M.BIOTEK NIIMITE/

Benuka
BpuTaHis

PENAVIHC NAN®
CANHCEC
MPAVBIT NIMITEL,
(MNAHT 6)

IHais

BHECEHHS 3MiH [JO peecTpaLiiHnX
mMartepianis: 3MiHu | TUny - 3MiHM 3
sKocTi. [OoTOBWIA Nikapcbkuii 3aci6.
CrabifnbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax
36epiraHHs roToBOrO liKapCbKoro
3ac06y (36i/1bLUEHHSA TEPMIHY
NPWAATHOCTI TOTOBOTO /1iKaPCbKOT0
3acoby) - 115 ToproBoi ynakoBKu
(nigTBEPAXYETLCA AaHUMK
peasibHOro Yacy) - 36iNbLUEHHSs
TepMiHy NpuaaTHoOCTi roTOBOro
NiKapcbkoro 3acoby a1 Toprosoi
yNakoBKW. 3aTBEPLXXEHO: 2 POKY;
3anponoHoBaHo: 3 pokn. 3MiHU
BHECEHI B IHCTPYKLIito AN
MeZMYHOro 3actocyBaHHsa /13y p.
"TepMmiH npngaTHocTi".

3a peyenmom

UA/17726/01/05

85.

NEHANMAON

Kancynv Teepgi no 25 mr
no 7 kancyny 6nictepi; no
3 6nicTepu B nauui 3
KapToHy

M.BIOTEK NIIMITE/

Benvka
BpuTtaHis

PENAVIHC TAN®
CANHCEC
MPABIT NIMITE],
(MNAHT 6)

IHais

BHECEHHS 3MiH O peecTpaLiiHnx
marepianis: 3MiHu | TUNY - 3MiHK 3
sKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax
npuaaTHocTi abo ymoBax
36epiraHHs roTOBOTO JliKapCbKOoro
3aco6y (36i1bLIEeHHSA TEPMIHY
NPUAATHOCTI FOTOBOTO NiKaPCHKOro
3acoby) - 115 ToproBoi ynakoBKu
(nigTBEPAXYETLCA AaHUMK
peasibHOro yacy) - 36i/bLUeHHS
TEepMiHy NpuaaTHOCTI roTOBOro
NiKapcbkoro 3acoby a1 Toprosoi
yNaKoBKuW. 3aTBePA)KEHO: 2 POKU;
3anponoHoBaHo: 3 Pokn. 3MiHU
BHECEHI B iHCTPYKLIito AN
MeAMYHOro 3actocyBaHHs /13y p.
"TepmiH npngaTHocTi".

3a peyenmom

UA/17726/01/06

86.

NI3OTIA3NA-
TEBA

Tabnetku no 10 mr/12,5 mr
no 10 Tabnetok y
6nictepi, no 3 6nictepn y
Kopoo6Li

TOB «TeBa YkpaiHa»

YkpaiHa

AT
dapmaueBTUYHNI
3aBog TEBA

YropwuHa

BHECEHHS 3MiH O peecTpaLiiHmnx
marepianis: 3MiHa 3asBHWKa
(BnacHvka peecTtpaujiiHoro
noceigyeHHs). 3MiHn | Tuny -
3MiHM Wwoao
6e3nekn/etheKkTUBHOCTI Ta
hapmakoHarnsgy. BeeaeHHs abo
3MiHU [10 y3araJlbHEHNX AaHnX Npo

3a peyenmom

UA/6092/01/01
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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

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
hapmakoHarnsgy). 3miHa
YMOBHOBaXXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAAbLHOI 32
hapMakoHarnag.

[itoua pepakuisi: Orit Stern-
Maman. MNMponoHoBaHa pejakuis:
Buctposa OkcaHa BitaniiBHa.
3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XEHOT 0CO6U 3as1BHYIKA,
BiANOBIAa/IbHOI 3a
chapmakoHarnag,.

87.

NISOTIA3NA-
TEBA

Tabnetku no 20 mr/12,5 mr
no 10 TabneTtok y
6nicTepi, no 3 6rictepu 'y
Kopoo6Li

TOB «TeBa YKpaiHa»

YkpaiHa

AT
dapmaLeBTUYHNI
3aBog TEBA

YropluHa

BHECEHHS 3MiH [JO peecTpaLifiHnX
mMaTtepianis: 3miHa 3asiBHUKA
(BnacHvka peecTtpaujiiHoro
noceifyeHHs). 3MiHu | Tuny -
3MiHM Wwoao
6e3nekn/edheKTMBHOCTI Ta
hapmakoHarnagy. BeeaeHHs 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, 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/6092/01/02
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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

hapmakoHarnsgy). 3miHa
YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAALHOT 32
hapMakoHarnag.

[itoua pepakuisi: Orit Stern-
Maman. MNMponoHoBaHa pejakuis:
BucTtposa OkcaHa BitaniiBHa.
3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXEHOT 0CO6U 3as1BHYIKA,
BiANOBIAa/IbHOI 3a
chapmakoHarnag,.

88.

NIMEHAA

Cyno3uTopii BariHasbHi, No
7 cynosuTtopiiB y 6ricTepi;
no 1 6nictepy y KOMNIeKTi
3 7 Hanasib4yHMKamm
0/HOPa30BOr0
BMKOPWCTaHHSA abo no 2
6nictepu y komnnekTi 3 14
Hananb4yH1Kamm
04HOPAa30BOro
BMKOPUCTaHHS Y KapTOHHIlA
Kopo6ui

POTA®APM
INAYNAPI NTA. WTI.

TypeyunHa

YOPNL, MEAVLMH
INIAU CAH. BE
TIAK. AL

TypeuunHa

BHECEHHS 3MiH O peecTpaLifiHnX
mMaTtepianis: 3MiHK | TUNY - 3MiHN
Loao 6e3nekn/edyeKTUBHOCTI Ta
hapmakoHarnagy. BeeaeHHs abo
3MiHM [0 y3arasibHEHUX JaHuX npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHuX
npo cuctemy hapmakoHarnsgy,
3MiHa YNOBHOBaXeHOi 0co6H,
BiANOBIAAILHOT 33 34iICHEHHS
hapmakoHarnagy; KOHTaKTHoI
ocobu 3 hapmakoHarnagy
3aABHUKA 419 3MiACHEHHS
hapmakoHarniagy B YkpaiHi, SKLL0
BOHa BifiMiHHA Bif, yNOBHOBaXXeHOI
ocobu, BiANOBIAa/IbHOI 3a
3[jiCHEHHST dhapMakoHarsay
(BK/IKOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
mMacTep-thaiina cuctemm
thapmakoHarnagy) - 3amiHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0C0o6U YNOBHOBaXKEHOT 0CO6U
3asBHMKa, BiANOBIAa/IbHOI 3a
hapmakoHarnsg B Ykpaini

3a peyenmom

UA/14636/01/01

89.

MArHIHO
KAPBOHAT
BAXXKUN

MOPOLLIOK (Cy6CcTaHLis) y
NoslieTUNEHOBUX MilLKax
ansa dhapmauleBTUYHOro
3acTOCyBaHHS

TOB "TK "Aspopa”

YKpaina

Xe6eli CiHTaii
MeTtanypri
MarHesiym Ko., flTa

KuTaii

BHECEHHS 3MiH A0 peecTpavLintHmx
mMarepianis: 3MiHu | Tuny - 3MiHK 3
akocTi. A®l. CTabinbHicTb. 3MiHa
nepiogy NOBTOPHWX
BMNpobyBaHb/nepioay 36epiraHHs
abo ymoB 36epiraHHs AdI (3a
BiICYTHOCTI y 3aTBEPAXEHOMY
[ocbe cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonel, Lo
BK/IIOYAE Mepiog, NOBTOPHOTO
BMNpoO6yBaHHSA) (Nepiog,
NOBTOPHOro BUNpobyBaHHs/nepios
36epiraHHs) - 36iNbLeHHst abo

UA/15195/01/01
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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
BBe/leHHSI nepiofly NMOBTOPHOrO
BMNpobyBaHHsA/nepioay
36epiraHHs Ha OCHOBI pe3y/bTaTiB
LOCnimpKeHb Y peasibHOMY Yaci -
3MiHa nepiogy 36epiraHHs Ha
nepios NOBTOPHOrO BUNPOGYBaHHS
A®I. fitova pegakuisn: 15. TepMiH
npuaaTHocTi. 5 pokiB.
MponoHoBaHa pefakuis: 15.
TepMmiH NepekoHTpos. 5 pokis
90. METOBITAH Kancynu Teepai, no 10 MpAT "TexHonor" YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH A0 peecTpaLinHmx 6e3 peyenma UA/15531/01/01
Kancyn y 6nictepi, no 2 mMartepianis:
6nictepn y nayu;j 3
KapToHy 3MiHM | TURY - 3MiHK WoJ0
6e3nekn/edheKTMBHOCTI Ta
hapmakoHarnsgy - OHOBMEHHS
TEKCTY MapKyBaHHs ynakoBKu
NiKapCbKoro 3acoby 3 BHECEHHAM
iHchopmauii LWoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. TepMiH BBEAE€HHS 3MiH:
npoTArom 6-Tn MicALiB 3 fatu
3aTBEPMAKEHHS 3MiH
91. MIAA30/1AM- pO34UH A5 iH'EKUI, 5 MicTtpan Kenitan AHINIA BEM lnau CaH. Be TypeyunHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/18463/01/01
BICTA mr/mMn no 15 mr; no 3 mn B MenempxkmeHT NlimiTeq Tik. A.C. marepianis: 3miHu | Tuny -
amnyni; no 5 amnyn'y AAMiHICTpaTMBHI 3MiHW. 3MiHa
KapTOHHIA KOpoo6Li HalilmeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHvka
peecTpaujiiiHoro NocBigYEHHS)
3MiHa CTOCOBHO afpecu 3asBHMKa
92. MIAA3O0/1AM- PO34UH AJ1s iH'EKU, 5 MicTtpan Kenitan AHrNIsA BEM lnau CaH. Be TypeuunHa BHECEHHS 3MiH A0 peecTpaliintHmx 3a peyenmom UA/18463/01/02
BICTA mr/mn no 50 mr; no 10 mn MeHemkmMeHT flimiTeq Tik. A.C. mMarepianis: 3miHu | Tuny -
B amnyni; no 5 amnyny AAMIHICTpaTVBHI 3MiHW. 3MiHa
KapTOHHiiA KOpo6L; HaliMeHyBaHHA Ta/abo agpecu
3anBHUKa (BacHuKa
peecTpaviiiHoro NocBig4eHHs)
3MiHa CTOCOBHO aJpecu 3asiBHMKa
93. MIKCTAPA®30 CycneHsisi 4Nns iH'ekuiid, A/T HoBo Hopgaick [OaHis A/T Hoso Hopagick, OaHis BHECEHHS 3MiH 0 peecTpalinHmx 3a peyenmom UA/12612/01/01
HM NEH®IN® 100 MO/mn; no 3 mny [aHisa (BUpobHUK PpaHuis mMartepianis:
KapTpuaxi; no 5 018 MapKyBaHHS Ta Bpasnnis

KapTpyAXiB Y KApTOHHIl
Kopoobui

ynakoBku NeHpin®,
BTOPVHHOIO
nakyBaHHs); AIT
HoBo Hopagaick,
[aHisa (BUpobHUK
Hepo3acoBaHOro
NPOAYKTY,

3MiHM | TUNY - 3MiHK 3 SKoCTi. AdI.
MpoekTHWiA npocTip Ta
nicnsapeecTpauiiHnii NpoToKos
ynpas/iHHA 3MiHaMK.
BnpoBagXeHHs 3MiH, Wwo
nepegbayeHi y 3aTBepxeHoOMy
NPOTOKOAi YNpaB/iHHA 3MiHaMu
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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

HanoBHEHHS B
MeHdin®, nepBuHHA
ynakoBka, KOHTPO b
AKOCTI Ta
BiANOBiAAbHWIA 3a
BMNyCK cepii
KiHL,EBOro
npoaykTy); Hoso
Hopgick MNpoaykao
dapmaceyTika go
Bpasinb NITaa.,
Bpasunis (BUpOGHYMK
Hepo3dacoBaHoi
NpoAyKLii, NnepBUHHa
Ta BTOPUHHA
ynakoBka); Hoso
Hopgaick
MpoatokcboH CAC,
®paHLis (BUPOOHUK
Hepo3acoBaHoro
NPOAYKTY NepBUHHE
nakyBaHHs Ta
KOHTPO/Ib 6asky.
KoHTposb SiKoCTI
6asiKy rotToBOro
NpoAyKTy Ta
KiHLLeBOro
NPOAYKTY.)

(BNpoBagKeHHs 3MiHW A5
6i010riYHOro/iMyHOOriYHOrO
NiKapcbKoro 3acoby) - OHOBMEHHSA
NnpoLecy OYULLEHHA aKTUBOT
cy6CTaHLUii II0ACLKOro iHCYiHY
(eTan 6-13) 3 METOIO CNPOLLEHHS
npoLecy Ta 3MeHLLEHHS
BTPYYaHHS NII0ACHKOr0 YNHHMKA

94.

M-KACT

TabNeTKN XyBasibHI No 4
Mr o 10 TabneTok y
6nictepi; no 3 6rictepn B
KapTOHHIA KOpoo6Li

Aypo6iHgo ®apma Ntg,

IHAjsA

Aypo6iHao ®apma
Nimiten - FOHIT VII

IHAja

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis:

3MiHM | TURY - 3MiHW WOA0
6e3nekn/edheKTMBHOCTI Ta
hapmakoHarnsagy - 3amiHa
po3giny «padmyeckoe
odhopMNEeHVE YNAaKOBKMN» Ha
po3gin «MapkysaHHs1» y MKA N3:
3anpornoHosaHo: MAPKYBAHHA
3rigHo 3aTBEPAKEHOr0 TEKCTY
MapKyBaHHs. OHOB/IEHHS TEKCTY
MapKyBaHHS YMakoBKV NiKapcbKoro
3aco6y 3 BHECEHHAM iHchopMalii
LLI0A0 3a3HaYEHHS OANHULB
BMMIpPIOBaHHS y cuctemi Sl

3a peuenmom

UA/14341/01/01

95.

M-KACT

TabNeTKN XyBasibHi N0 5
Mr no 10 TabneTok y

Aypob6iHgo ®apma
NiTa,

IHais

Aypo6iHao ®apma
Nimiteq - FOHIT VII

IHais

BHECEHHS 3MiH 0 peecTpaLiinHmx

3a peyenmom

UA/14341/01/02
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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

6nicTepi; no 3 6nictepu B
KapTOHHIA KOpoo6Li

marepianis:

3MiHM | TUMy - 3MiHK Woao
6e3nekn/eheKTUBHOCTI Ta
hapmakoHarnsgy - 3amiHa
po3giny «[pacunyeckoe
ochopMneHVE YNaKoBKM» Ha
po3gin «MapkyBaHHs» y MKA N3:
3anponoHosaHo: MAPKYBAHHA
3rigHO 3aTBEPKEHOr0 TEKCTY
MapKyBaHHS. OHOBMIEHHSA TEKCTY
MapKyBaHHS YMakoBKV NikapcbKoro
3acoby 3 BHECEHHSAM iHdhopMaii
LLI0A0 3a3HaYeHHsI OANHULb
BMMIptOBaHHSA y cuctemi Sl

96.

MOKCU®/TOKC
ALUVH
CAHJ03®

TabneTkun, BKpUTI
NNiBKOBOK 060/10HKOI0, MO
400 mr no 5 Tabnetok y
6nicTepi; no 2 6nictepu B
KapTOHHI kopoobLj; no 7
Tabnetok y 6nictepi; no 1
6nicTepy B KAPTOHHiIl
Kopo6ui

CaHpos
dapmacbioTikans g.4.

CnoBeHisa

C.K. CaHgos C.P.J.

PymyHis

BHECEHHS 3MiH O peecTpaLifiHnX
mMartepianis: 3MiHu | TUny - 3MiHM 3
sKocTi. [oTOBWIA Nikapcbkuii 3aci6.
Onuc Ta cknag. 3miHa y cknagi
(AONOMDKHMX peYOBMHAX) FOTOBOrO
nikapcbkoro 3acoby (iHwWi
[OMNOMDKHI peqoBuHN) - Byab-aka
He3HauHa 3MiHa KiflbKiCHOro
cKknagy AOMOMKHUX PEYOBUH Y
roTOBOMY JlikapCbKOMY 3ac06i -
3aMmiHa CyMiLli NniBKOBOro
MOKPUTTS Y FOTOBOMY /liKapCbKOMY
3aco6i 3 Sepifilm 003, Sepisperse
Dry 5023 & Sepisperse Dry 5084
Ha cymiw Opadry 03A240010.
3aTBepKeHuii matepian gns
nniskoBoro nokputTsa Sepifilm 003,
Sepisperse Dry 5023 &
Sepisperse Dry 5084 Ta
3anponoHOBaHWin Matepian ans
nNiBKOBOro NOKpUTTA Opadry
03A240010 Pink sikicHo
0[HaKOBWIA, NPOTE BifdYyBaKTLCA
3MiHW Y KifIbKiCHOMY cKnagi. 3MiHu
BHECEHI B iHCTPYKLIito AN
Me[MYHOro 3actocyBaHHsA /13y p.
"Cknap". BBejeHHs 3MiH NpoTArom
6-T MiCALIIB MiC/1A 3aTBEPKEHHS

3a peyenmom

UA/16489/01/01

97.

HA3O®AH

cnpei HasasbHUiA,
cycneHsis, 50 MKr/no3sy no
120 a6o no 150 go3y
chnakoHi; no 1 chnakoHy B
KapTOHHI KOpoo6Lli

TOB «TeBa YkpaiHa»

YKpaina

Tesa Yex IHpgacTpi3
c.p.o.

Yecbka
Pecny6nika

BHECEHHS 3MiH A0 peecTpaLintHmx
mMarepianis: 3MmiHa 3asiBHMKa
(BnacHuka peecTtpaduiiiHoro

nocsigyeHHs) (3rigHo Hakaly MO3

Big 23.07.2015 Ne 460). 3MiHu |

3a peyenmom

UA/6758/01/01
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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

MRy - 3MiHN Woa0
6e3nekn/edheKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo
3MiHM [0 y3arasibBHEHUX JaHuX npo
cuctemy dhapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa YyNOBHOBaXeHOi 0coby,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
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/HOYAKOYUM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLLEeHHI
mMacTep-thaina cuctemm
hapmakoHarnsgy). 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHYIKA,
BiANOBIAa/IbHOI 3a
hapmakoHarnsg,. Jivoua pegaxuis:
Orit Stern-Maman. NponoHoBaHa
pegakuisi: buctpoa OkcaHa
BitaniiBHa. 3MiHa KOHTaKTHUX
LaHnX YNOBHOBaXEHOT 0co6U
3asBHMKA, BiANOBIA&/IbHOI 3a
hapmakoHarnsg,

98.

HEO-
NEHOTPAH®
DOPTE

Cyno3uTopii BariHasbHi; No
7 cynosuTtopiiB y 6ictepi
B KapTOHHI kopobuj

3eHTIBa, K.C.

Yecbka
Pecny6nika

Ekcenric lnau CaHai
Be TimkapeT AHOHIM
LWipkeTi

TypeuunHa

BHECEHHS 3MiH O peecTpaLifiHnX
MaTtepianis: 3mMiHa 3asBHUKaA
(BnacHvka peecTtpaujiiHoro
nocsigyeHHs) (3rigHo Hakasy MO3
Big 23.07.2015 Ne 460) BeegeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBepKEHHS. 3MiHu | Tuny -
3MiHM Wwoao
6e3nekn/edheKTMBHOCTI Ta
hapmakoHarnagy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHuX
npo cucTemy hapmakoHarnsgy,
3MiHa YNOBHOBaXeHOi 0co6H,
BiANOBIAA/ILHOT 33 3iICHEHHS
hapmakoHarnagy; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKA 419 3MiACHEHHS
dhapmakoHariagy B YkpaiHi, SKLo

3a peyenmom

UA/5477/01/01
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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

BOHa BiIMiHHa Bif, yNTOBHOB&X€EHOI
ocobw, BignoBiAabHOI 3a
3[jlicCHeHHs1 hapMakoHarnagy
(BK/IHOYAKOYUMN KOHTaKTHI JaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarniagy) 3miHa
YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAALHOT 32
thapmakoHarnag,. fivoua pegaxuis:
CopiHa fliaHa Mato / Sorina Liana
Paiu, MD. MNMponoHoBaHa pejakuis:
Mogmuna ®ininosa, MD / Ludmila
Filipova, MD. 3MiHa KOHTaKTHUX
[aHnX yNnoBHOBaXeHOT 0cobu,
BiANOBIAa/IbHOI 3a
hapmakoHarnsg,. 3miHa
KOHTaKTHUX JaHuUX KOHTaKTHOT
0C0o6U YyNOBHOBaXKEHOT 0CO6YU
3as1BHMKA, BignoBiga/ibHOI 3a
hapmakoHarnag B YkpaiHi. 3miHa
MiCLie3HaXOMKEHHS MacTep-
thaiina Ta iioro Homepa. 3miHa
MicLs 34iliCHEHHA OCHOBHOI
AOiSNbHOCTI 3 dhapmakoHarnagy.

99.

HIKCAP® 2,5
Mrimn

pO34uH opasbHUiA 2,5
MI/M/TY CKNSTHOMY
donakoHi 120 mn, 1
h1aKkoH Ta MipHWiA cTakaH
Y KapTOHHii Kopobuyj

MeHapiHi
IHTepHeLLoOHa
OnepeLwoHc
TMokcembypr C.A.

TMokcembypr

Brpo6HMUTBO “in
bulk”, nakysaHHs,
KOHTPO/Ib Ta BUMYCK
cepii:
BEPNIH-XEMI AT

HimeuunHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHU, LLIO
noTpebyoTb HOBOI peecTpai -
[ofaBaHHS HOBOI J1iKapCbKOT
thopmu

MepiognyHiCTb NogaHHA
perynspHoO OHOB/IIOBAHOTO 3BITY 3
6e3nekun BigNoBigHO A0 MNopsaky

3pificHeHHs1 hapMakoHarnagy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHW 340POB'st
Ykpainu Big, 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHW 340POB'st
Ykpainu Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBUTL: 3rifHO 3i
CTpokamu, 3a3Ha4YeHuMmn y
nepioguyYHOCTi NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.

3a peuenmom

UA/13866/03/01

100.

OKCUMETA30

NMOPOLUOK (cy6cTaHuUis) y

AT "dapmak"

YKpaiHa

3irchpig

HimeyunHa

BHECEHHS 3MiH 40 peecTpaLiiHnx

UA/7495/01/01
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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
NiHY MiLLKax nonieTuIeHoBMX dapmaKewmikanieH marepianis: 3MiHu | TUny -
rAPOXNOPUA | nogsiitHux gns MiHaeH TM6X AAMiHICTpaTMBHI 3MiHW. 3MiHa

(hapmaLEeBTUUHOTO
3aCTOCYBaHHS

HalilMeHyBaHHsi Ta/abo agpecu
3asBHMKa (BNacHvka
peecTpaLiiHOro NoCBigYEHHS).
3MiHa HaliMeHyBaHHA Ta agpecu
3asBHMKa (BNacHvka
peecTpaLiiHOro NoCBigYEHHS).
3MiHu | TUNY - 3MiHK 3 AKOCTI.
CepTuchikat BignosigHocTi/lE-
cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkiit
thapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTudpikaTa BignoBigHoOCTi a6o
BUYYEHHS cepTudikata
BiANOBIAHOCTI EBpoNechbkili
thapmakonei: gna A®l; ana
BWXifHOro
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpPOGHMLTBI A®I; ans
[OMNOMDKHOT peYOBMHM (iHLLI 3MiHW)
- NpUBEAEHHS Po3ainy
«YNaKkoBka» 0 BUMOT
3aTBEPMAKEHOr0 cepTudikarty
BiANOBIAHOCTI EBponechkili
thapmakonei R1-CEP 2008-064-
Rev 01 Big BXe 3aTBEpPAXKEHOIO
BUpo6HuKa Siegfried
PharmaChemikalien Minden
GmbH, Germany.
3MiHu | TUNY - 3MiHK 3 AKOCTI.
CepTucpikat BignosigHocTi/lE-
cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkiii
hapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTudpikaTa BignoBigHOCTI a6o
BUYyYEHHS cepTudikata
BiANOBIAHOCTI EBpoONechbkili
thapmakonei: gna A®l; ana
BUWXifHOIO
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUPOGHULTBI A®I; ans
[OMNOMDKHOT peYOBWHM (iHLLI 3MiHW)
- NOA@HHS1 OHOB/IEHOTO
cepTudpikaTy BifgnoBigHOCTI
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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
€Bponeiicbki hapmakonei R1-
CEP 2008-064-Rev 02
(nonepepaHs Bepcis R1-CEP 2008-
064-Rev 01) Big BXE
3aTBEPKEHOr0 BUPOGHUKA
Siegfried PharmaChemikalien
Minden GmbH, Germany y 3B’3ky
i3 3MiHOlO Mepiogy peTecTyBaHHs
cybcTaHuii (byno: nepiog,
peTecTyBaHHSA - 3 pOKK; CcTano:
nepiof peTecTyBaHHs - 5 pokiB).
101. | OKTAHAT MOPOLLOK A1 PO3UNHY OkTachapma AscTpis Oktachapma AB, Lseujis BHECEHHS 3MiH O peecTpaLifiHnX 3a peyenmom UA/15468/01/01
Ons iv'ekuin no 50 MO/mn; dapmaueBTUKa LLiBeuis HimeuunHa mMartepianis:
KapToHHa kopobka Nel: MpopykTioHcrec. (BUPOGHULTBO 3a ABCTpIf
MIiCTUTb 1 chNakoH 3 M.6.X. NOBHWM LKNIOM, 3a PpaHLjis 3MiHK Il TNy - 3MiHK 3 AKOCTI.
MOPOLLIKOM ANS PO34NHY BUK/IOHEHHAM roToBUit NiKapPCbKMii 3aci6.
ANs iH'ekLil. KapToHHa BTOPUHHOI KOHTpO/1b rOTOBOIO /liKaPCLKOro
kopo6ka Ne2: MicTiTb 1 ynakoBKu); 3acoby. 3miHa y meTofax
h/1aKOH 3 PO3YVMHHUKOM Okracpapma [leccay BUNPOBYBaHHA rOTOBOrO
(BOAA AN iH'eKUii N0 5 MA1 rv6X, HimeuunHa nikapcbkoro 3aco6y (cyTTeBa
(250 MO/dhnaxkoH) a6o 10 (BTOPWHHE 3MiHa y
M (500 MO/chnakoH)) Ta nakyBaHHs, GionoriuHoMy/iMyHooriYHOMY/iIMYH
KOMNNEKT A1 PO3YMHEHHS] BiyanibHa OXiMIYHOMY METO/i BUNPOBYBaHHS
Ta BHYTPILHLOBEHHOIO iHCneKLis); abo MeTogj, y KoMy
BBeAeHHs (1 wnpuy OxTachapma BUKOPUCTOBYETHCA GIOOMUHMNIA
oAHopasoBwii, 1 MpoaykuioHcrecenn peareHT, a6o ix 3aMiHa, a6o
ABOCTOPOHHS rofka, 1 wadt foitunang GionoriuHoro npenaparty
rofika 3 cpinbTpom, 1 rosnka M.6.X., HimeydnHa NOPIBHAHHSA (CTaHAAPTHOTO
ANs iH'eKUiA, 2 npocodeHi (BPOGHMLITBO npenapary), LU0 He 3a3HaueHuii y
CNMUPTOM TaMrOHK) y kpionpeujinitata); 3aTBEPAXEHOMY NPOTOKOI) -
nakeTi abo 6nicTepi. OkTacpapma 3amiHa BUNpo6ysaHHs "Miporexu”
Kopo6ka Ne 1 Ta kopobka dapmauesTuka Ha BUNPO6YBaHHS "EHAOTOKCUHU"
Ne 2 06’eJHYI0THCA MiX MpogykTioHcrec (EP 2.6.14) 3 BCTAHOB/IEHUM
co60H0 MIACTVKOBOK M.6.X., ABCTpist 3HaueHHsM "< 0.03 MO /MO
NNiBKOIO. (BMpOGHNLTBO 32 FVIII:C" /151 FOTOBOFO NiKapCbKOro
NOBHWAM LIK/IOM, 3aco6y. TepMiH BBEAEHHS 3MiH - 6
BK/TIOHA04M MiCALB NicNsa 3aTBEPAXKEHHS
Bi3yaslbHy
iHCMeKw;jt);
OkTacapma,
®paHuisa
(BUPOGHULTBO 3a
MOBHUM LMK/IOM, 3a
BUK/IOYEHHAM
BTOPUHHOT
yMaKoBKK)
102. | OKTAHAT NOPOLLOK A1 PO3UUHY OkTtadhapma ABCTpis Okrtadhapma AB, Lseuis BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/15468/01/02
Ans iH'ekuii no 100 PapmaLeBTUKa Lsewjs Himeuunna marepianis:
MO/mn; KapToHHa MpogaykTioHcrec. (BUPOOHMLTBO 3a ABcTpist
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka chopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
Kopo6ka Nel: no 1 M.6.X. NMOBHMM LMK/IOM, 3a ®paHuis 3MiHW | TNy - 3MiHK 3 AKOCTI.
h1aKoHy 3 MOPOLLUKOM 415 BUK/TIOUEHHAM ["0TOBWIA NikapcbKuii 3acio.
PO34UHY A5 iH EKLiA. BTOPUHHOT KOHTpPO/1b rOTOBOrO NiKapcbkoro
KapToHHa kopobka Ne2: no ynakoBkM); 3acoby. 3miHa y meTogax
1 dhnakoHy 3 PO3UNHHNKOM OkTadhapma [fleccay BUMPOBYBaHHS rOTOBOIO
(Boga ans iH'ekui) 10 mn m6X, HimeuyunHa niKkapcbKoro 3acoby (cyTreBa
(1000 MO /dpnakoH) pasom (BTOPUHHE 3MiHa y
3 KOMMNIEKTOM A/151 nakyBaHHs, 6ionoriyHoMy/iMmyHONOriYHOMY/iIMYH
PO3YMHEHHS Ta BizyasibHa OXiMiYHOMY MeTOoZji BUNPO6YyBaHHSA
BHYTPILLUHbOBEHHOIO iHcnekwyjs); abo meTogi, y aKomy
BBeAeHHS (1 wnpwy, OkTadapma BVIKOPVICTOBYETbLCS BIO/IOMIYHWIA
oaHopasoBuil, 1 MpoaykuioHcrecenn peareHT, abo X 3amiHa, abo
[BOCTOPOHHSA ronka, 1 wadt Joiiunang, 6ionoriyHoro npenapary
ronka 3 pinbTpom, 1 ronka M.6.X., HimeuumHa NOPIBHAHHSA (CTaH4AapPTHOTO
ANs iH'eKUi, 2 npocoyeHi (BUPOBHULTBO npenapary), Lo He 3a3Ha4YeHni y
CNUPTOM TamrnoHK) y Kpionpeuinitara); 3aTBEPKEHOMY NPOTOKON) -
nakeTi abo 6nictepi. OkTadapma 3amMiHa BUnNpobyBaHHs "MiporeHn"
Kopo6ka Ne 1 Ta kopobka dapmaLeBTmKa Ha BUNpobyBaHHA "EHAOTOKCUHMK"
Ne 2 06’egHYOTBCA MK MpogykTioHcrec (EP 2.6.14) 3 BCTAHOB/IEHUM
€06010 NNacTUKOBOKO M.6.X., ABCTpis 3HaueHHsM "< 0.03 MO /MO
nnNiBKoOK (BMPOGHMLITBO 3a FVIII:C" ansa rotoBOro Nikapcbkoro
NOBHUM LMK/IOM, 3aco6y. TepMiH BBEAEHHSI 3MiH - 6
BK/IHOHA0UN MicSILLIB NicNs 3aTBEPPKEHHS
Bi3yasibHy
iHCMeKL;jt0);
OxTadapma,
PpaHuis
(BUPOGHMLTBO 3a
MOBHUM LMK/IOM, 3a
BUK/OYEHHAM
BTOPWHHOI
yMakoBKM)
103. | OKTAHIH @ MOPOLLOK A1 PO3UNHY OkTathapma AscTpis Brpo6HMK HimeuunHa/ BHECEHHS 3MiH O peecTpaLifiHnX 3a peyenmom UA/14330/01/03
1000 MO 08 iv'ekuin no 1000 MO; dapmaueBTUKa (anbTepHaTBHWIA), ®paHuia/ mMartepianis: 3mMiHu | TRy - 3MiHK 3
KapToHHa Kopobka Ne 1: MpopaykTioHcrec m.6.X. BiANOBigabHUIA 3a ABcTpist sKocTi. [OoTOBWIA Nikapcbkuii 3aci6.
MiCTUTb 1 donakoH BTOPVHHE CrabifnbHicTb. 3MiHa y TepMiHax

eMHicTio 30 mn 3
MOPOLLKOM A/151 PO3YNHY
NSt iH'eKUil. KapTOHHA
Kopo6ka Ne 2: micTuTb 1
h/1aKOH 3 PO3YVMHHUKOM
(Bopa Ans iH'ekui, 10 mn)
Ta KOMNEKT Ans
PO34YMHEHHS Ta
BHYTPILLHbOBEHHOTO
BBE/JEHHS Y NakeTi abo
6nicTepi (1 wnpwy,
04HOPAa30BuiA, 1 KOMNAEKT
ans nepexocy (1

nakyBaHHA Ta
BisyaslbHWi1 ornsag
nikapcbKoro 3acoby,
BMPOG/IEHOr0 Ha
iHLIMX BUPOBHNYMX
OiNbHULAX:
Oktachapma [eccay
'vm6X, HimeuunHa;
Brpo6HuK,
BiANOBIAA/IbHWI 32
BMPOGHMLITBO 3a
NOBHUM LIK/TOM,
BK/THOYAH0UM

npugaTHocTi abo ymoBax
36epiraHHs roTOBOrO /liKapCbKOro
3acoby (3miHa B ymoBax
36epiraHHsi rOTOBOTO JT1iKapCbKOro
3acoby abo nicns
PO3YMHEHHSA/BILHOBNEHHS) -
[onoBHeHHs iHdhopmauii B MKA
npo ymMOBU 36epiraHHs roToBOro
nikapcbKoro 3acoby nicns
PO3UYMHEHHSA. 3aTBEPLKEHO:
TepMmiH NpuaaTHOCTI: 3 POKU.
3anponoHosaHo: TepMiH
nNpuaAaTHocTi; 3 poku. bioxiMivyHa
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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 hisnyHa CTilKICTb nig vac

[OBYyXKiHLeBa ronka, 1
hinbTpyBasbHa ronka), 1
KOMMEKT AN1s iHdy3iit
(ronka-metenuk), 2
NMPOCOYEHNX CNMPTOM
TaMroHiB). kopobka Nel Ta
Ne2 06’efHYOTbCA MiX
c0060t0 NNacTMKOBOIO
NiBKOO

BTOPVHHY YNakoBKy
Ta Bi3yasibHuii ornsg,
niKkapcbKoro 3acooby,
BMPO6GIEHOro Ha
OinbHULL
OxkTadhapma,
PpaHujis:
OkTadapma
dapmaLeBTmKa
MpogykTioHcrec
M.6.X, ABCTpis;
Bupo6bHuk
BiANOBigabHNI 3a
BMPOGHMLITBO 3a
NOBHUM LMK/IOM 3a
BUK/IIOUEHHAM

BTOPUHHOT YNaKoBKU:

OxkTadhapma,
®paHujna

BUKOPWUCTaHHs byna
npoAeMOHCTpOBaHa NpPoTAarom 72
roaviH npu Temnepartypi 25°C. 3
MiKpOG6i0I0riYHOT TOUKM 30pYy
NPUroTOBNEHWI PO3YKH CNif,
HeranHo Bukopuctatu. FAKLo
PO34MH He BUKOPUCTATU HeraiiHo,
yac Ta yMOBW 36epiraHHsa Ao
BMKOPVCTAHHS PO3YnHY €
BiANOBIAA/ILHICTIO KOPUCTYBaYiIB.
He pekomeHayeTbCA 36epiratu
PO34MH NpK KiIMHATHIi
Temneparypi (25°C) posLue 8
roAvH. 3MiHN BHECEHO B
IHCTPYKLil0 ANS MenyHOro
3aCTOCYyBaHHS NiKapcbKoro 3acoby
[0 po3ainis «TepmiH
npugaTHocTi», «Oco6ANBOCTI
3aCTOCyBaHHS» CTOCOBHO YMOB
36epiraHHsa 4151 NPUroToB/IEHOTrO
PO34MHY KiHLLEBOTO NPOAYKTY.
TepMmiH BBeZlEHHS 3MiH — MPOTArOM
6 MicALiB nicna 3aTBepAXKEHHS;
3MiHK | TUNy - 3MiHN Woa0
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHu) -
PeecTpauis foaaTkoBOT ynakoBKu
(3MiHM g0 KopobkM Ne2, wo
MICTUTb (P/1IaKOH 3 PO3UYUHHUKOM
Ta KOMNAEKT A1 PO3UYMHEHHS Ta
BHYTPILLUHLOBEHHOTO BBEAEHHS):
KOMMNJIEKT A5 PO3YMHEHHS Ta
BHYTPILLHLOBEHHOTO BBELEHHS
MOXe nakyBaTucs y nakeT abo
6nictep. 3MiHM BHOCATLCA A0
po3giny Bug, po3wmip Ta
KOMMN/IEKTHICTb YNakoBKu
peecTpaLiiiHoOro NocBigYeHHs1, 10
po3giny Ynakoka MKA. 3miHn
BHECEHO B iHCTPYKLt0 Ans
MeAMUYHOr0 3aCTOCYBaHHs
nikapcbKoro 4o posginy
«YnakoBka» (3MiHM 10 KOPOOKK
Ne2). TepMiH BBEAEHHS 3MiH -
npoTarom 6 micsAuis nicns
3aTBEPMKEHHS; 3MiHM | TUnY -
3MiHuM Wwoao

6e3nekn/eeKTUBHOCTI 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

thapmakoHarnsagy (iHwi 3MiHn) -
3MiHM BHECEHO B IHCTPYKLl0 AN
MeAMNYHOr0 3aCTOCYBaHHs
NiKapcbKoro 3acoby o po3ainis
«Cknag», «OcobmBocTi
3aCTOCYBaHHSA», «YMNaKkoBKa»
LL0A0 BMAAIEHHS iHchopMmaii
CTOCOBHO f03yBaHHA 250 MO
BignoBigHO o0 Hakazy MO3
Ykpainu Big Ne1283 Big,
24.09.2020 poky wono
CKOPOYEHHS 3aCTOCYBaHHSA
nikapcbkoro 3acoby OkTaHiH ®
250 MO wnaxom BaHHA
nikapcbkoro 3acoby OKTaHiH @
250 MO wnsaxom NpunuHeHHs
TepMiHy Aii peecTpavjiiiHoro
nocBifyYeHHs. TepMiH BBe4eHHSA
3MiH - NpOTAroM 6 MicAuiB nicns
3aTBEPAKEHHS

104.

OKTAHIH @
500 MO

MOPOLLIOK A/151 PO3UMHY
A8 iH'ekuin no 500 MO;
KapToHHa Kopobka Ne 1:
MiCTUTb 1 donakoH
eMHicTio 30 Mn 3
MOPOLLKOM [/151 PO3YUHY
NSt iH'eKUil. KapTOHHA
Kopo6ka Ne 2: micTuTb 1
dh1akoH 3 PO34NHHUKOM
(Bopa Ans iH'ekuUiiA, 5 mn)
Ta KOMNAEKT Ans
PO3YMHEHHA Ta
BHYTPILLHbOBEHHOTO
BBE/JEHHS Y NnakeTi abo
6nicTepi (1 wnpwy,
04HOPa30BuiA, 1 KOMNAEKT
ansi nepexocy (1
[ABYXKiHLUeBa ronka, 1
iNnbTpyBasibHa roska), 1
KOMNAEKT ANs iHdysili
(ronka-metenuk), 2

OkTachapma
dapmavueBTmKa
MpopaykTioHcrec m.6.X.

AscTpis

Brpo6HMK
(anbTepHaTBHWIA),
BiANOBiAaNbHWIA 3a

BTOPWHHE

nakyBaHHA Ta
BisyaslbHWi1 ornsag
nikapcbKkoro 3acoby,
BMPOG/IEHOr0 Ha
iHLIMX BUPOBHNYMX

OiNbHULAX:
Oktachapma [eccay
'm6X, HimeuunHa;

Brpo6HuK,
BiANOBIAA/IbHWI 32

BMPOGHMLITBO 3a
NOBHUM LIK/TOM,
BK/THOHA0UM
BTOPVHHY YNakoBKy
Ta BisyasibHWiA ornsg,
NiKapcbKoro 3acooby,
BMPOGIEHOrO Ha

HimeuuunHa/
®paHuis/
ABCTpIf

BHECEHHS 3MiH O peecTpaLifiHnX
mMartepianis: 3MiHu | TRy - 3MiHK 3
sKocTi. [oTOBWIA Nikapcbkuii 3aci6.
CrabifnbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax
36epiraHHs roTOBOrO /liKapCbKOro
3acoby (3miHa B ymoBax
36epiraHHsi rOTOBOTO J1iKapCbKOro
3acoby abo nicns
PO3YMHEHHSA/BILHOBNEHHS) -
[lonoBHeHHs iHdhopmauii B MKA
npo yMOBU 36epiraHHs roToBOro
nikapcbKoro 3acoby nicns
PO3UYMHEHHSA. 3aTBEPLKEHO:
TepMmiH npuaaTHOCTI: 3 POKU.
3anponoHosaHo: TepMiH
npuaartHocTi: 3 poku. bioxiMivyHa
Ta (pi3nyHa CTIlKiCTb nig vac
BVKOPUCTaHHA Byna
NPOAEMOHCTPOBaHa NPoTArom 72
rofviH npu Temneparypi 25°C. 3

NPOCOYEHMX CNNPTOM AiNbHUL MiKpOG6ION0riYHOT TOUKN 30pYy
TaMroHiB). kopobka Nel Ta OxkTadhapma, NPUIroTOB/IEHWIA PO3YMH CAig,
Ne2 06’ HYOTLCS MiX PpaHuin: HeraiHo BUkopucTaTu. SAKLo
€06010 NNAaCTUKOBOIO OkTachapma PO34MH He BUKOPUCTATU HeraiiHo,
nAiBKOK dapmaleBTUka yac Ta yMOBW 36epiraHHs 4o
MpopaykTioHcrec BUKOPUCTaHHS PO3YMHY €
M.6.X., ABCTpIs; BIINOBIAA/ILHICTIO KOPUCTYBAYIB.
BrnpobHuK He pekomeHayeTbCA 36epiratu

3a peyenmom

UA/14330/01/02
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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
BiANOBigabHNI 3a PO34MH NpK KIMHATHIi

BMPOGHULITBO 3a
NOBHVM LIMK/IOM 32
BUK/IIOUEHHAM

OxkTadhapma,
®paHuisa

BTOPUHHOT YNaKoBKU:

Temneparypi (25°C) posLue 8
roAvH. 3MiHN BHECEHO B
IHCTPYKLil0 ANS MegnyHOro
3aCTOCYyBaHHS NiKapcbKoro 3acoby
[0 po3ainis «TepmiH
npugaTHocTi», «Oco6ANBOCTI
3aCTOCyBaHHS» CTOCOBHO YMOB
36epiraHHsa 4151 NPUroToB/IEHOro
PO3UMHY KiHLEBOTO NPOAYKTY.
TepMmiH BBeZlEHHS 3MiH — MPOTArOM
6 MicALiB nicna 3aTBepAKEHHS;
3MiHK | TUNy - 3MiHN Woa0
6e3nekn/edheKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHK) -
PeecTpauis goaaTkoBOT ynakoBKu
(3MiHM g0 Kopobkm Ne2, wo
MICTUTb (P/1IaKOH 3 PO3UYUHHUKOM
Ta KOMMIEKT /151 PO3YMHEHHSA Ta
BHYTPILLUHLOBEHHOTO BBEAEHHS):
KOMMNJIEKT A5t PO3YMHEHHS Ta
BHYTPILLHLOBEHHOTO BBELEHHS
MOXe nakyBaTucs y nakeT abo
6nictep. 3MiHM BHOCATLCA A0
po3giny Bug, po3mip Ta
KOMMN/IEKTHICTb YNakoBKu
peecTpavLiiiHoro NocBigYeHHs1, 10
po3ainy Ynakoka MKA. 3miHn
BHECEHO B iHCTPYKLt0 Ans
MeAUYHOrO 3aCTOCYBaHHs
nikapcbKoro o posginy
«YnakoBka» (3MiHM 10 KOPOOKK
Ne2). TepMiH BBEAEHHS 3MiH -
npoTarom 6 micAuis nicns
3aTBEPMKEHHS; 3MiHM | TUnY -
3MiHuM Wwoao
6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
3MiHV BHECEHO B IHCTPYKLiO AN
MeJNYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3ainis
«Cknap», «OcobnmsocTi
3aCTOCYBaHHSA», «YNaKoBKa»
LLoA0 BMAAIEHHS iHchopmauii
CTOCOBHO A03yBaHHA 250 MO
BiANOBiAHO A0 Hakasy MO3
Ykpainu Big Ne1283 Big,
24.09.2020 poky wono
CKOPOYEHHS 3aCTOCYBaHHS
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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

nikapcbkoro 3acoby OkTaHiH ®
250 MO wnaxom BaHHA
nikapcbkoro 3acoby OKTaHiH @
250 MO Wwnsaxom NpunuHeHHs
TepMiHy Aii peecTpavjiiiHoro
nocBifyYeHHs. TepMiH BBeeHHSA
3MiH - NpOTAroM 6 MicAuiB nicns
3aTBEPAKEHHS

105.

OTUKAIH-
340POB'A

Kpanni ByLLUHi, PO34uH, No
8 abo no 16 r y chnakoHi
3i ckna; no 1 donakoHy
pa3oM 3 KPULLIKOtO-
KpanesibHULEO 3i CKISIHO
nineTkor y Kopo6ui 3
KapToHYy

ToBapucTBO 3
0bMexeHoto
BiANOBIfANbLHICTIO
"®GapmMaleBTNUYHa
KoMnaHisi "3gopos'a”

YkpaiHa

ToBapucTso 3
obmexeHoro
BiANoOBiAANbHICTIO
"papmaLeBTniHa
KoMnaHis "3gopos'a”

YkpaiHa

BHECEHHS 3MiH [JO peecTpaLifiHnX
mMartepianis:

3MiHK |l TUNy - 3MiHK 3 AKOCTI. ADI.
Brpo6HMLTBO. 3MiHa BUPOOHUKA
BVXiAHOrO/NPOMIXXHOro
NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYIOTbCSA Y
BMpO6HMYOMY npoueci Adl, abo
3MiHa BUPOGHMKa (BK/THOYatouu, ae
HeoObXxifHO, MicLie NpoBeAeHHS
KOHTPO/H0 SIKOCTi) AdI (3a
BiJCYTHOCTi cepTudpikata
BiJNOBIAHOCTI €BpoOneichkit
hapmakonei y 3aTBepgXeHomy
[0Cbe)(BBEAEHHS HOBOrO
BMPOGHUKa AP| 3 HAfL@HHAM
MacTep-goaiina Ha Adl) -
BBE/i€HHSI HOBOTO BUPO6HUKa AdI|
Nipokainy rigpoxnopunag*
BMpo6bHmuTBa GUFIC
BIOSCIENCES LTD., India

6e3 peyenma

UA/13172/01/01

106.

OD/TIOKCUH®
200

TabneTku, BKPUTI
060/10HKO0, Mo 200 Mr Ne
10 (10x1): mo 10 TabneTok
y 6nicTepi; no 1 6nictepy y
KapTOHHI KOpoo6Li

TOB "CaHoi-ABeHTIC
YkpaiHa"

YkpaiHa

TOB "3eHriBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH O peecTpaLiiHnx
marepianis:

3MiHuM | TUNY - 3MiHK WoA0
6e3nekn/eheKkTUBHOCTI Ta
thapmakoHarnsgy. 3miHa 'y
KOPOTKIill XapakTepucTuui
NiKapcbKOro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTpYyKLUii Ans
MeAMYHOr0o 3aCTOCYBaHHS Ha
nigcrasi perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
nocnigpkeHb 3 6e3neku
3aCTOCYyBaHHS NiKapcbKoro 3acoby
B nicnsipeecTpayiiHuii nepio, abo
AK pe3ynbTaT OLiHK/ 3BTy 3

3a peyenmom

UA/8147/02/01
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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

AoCnigpKeHb, NpoBeAeHNX
BiANOBIAHO A0 nMiaHy
negiatpnyHux gocnigpxeHs (PIP)
(3MiHY Y3rof)XKeHo 3 KOMMNETEHTHUM
YNOBHOB&XEHVM OPraHoM) - 3MiHU
BHECeHO A0 IHCTpyKuii ans
MeJUYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby A0 po3ainis
"Oco611BOCTI 3aCTOCYBaHHA" Ta
"Mo6iuHi peakwyii" BigNoBigHO A0
OHOBJIEHOI iHChopMaLii 3 6e3nekn
3aCTOCYBaHHSA Ait0HOI PEHOBUHM.
BBefeHHs 3MiH NpoTarom 3-x
MicSILLIB Nicns 3aTBEPPKEHHS

107.

NMAPALEETAMO
n

Tabnetku no 200 mr no 10
TabneTtok y 6riictepax; no
10 TabneTok y 6nicTepi,
no 2 6nictepu B nayuj

MAT "Tanuucpapm"

YkpaiHa

MAT "Tannucbapm”,
Ykpaina; NMAT
"Kuismegnpenapar”

YkpaiHa

BHECEHHS 3MiH O peecTpaLifiHnX
mMartepianis:

3MiHU | TUNY - 3MiHW BHECEHI 10
IHCTPYKUIT AN MefuyHoro
3aCcTOCyBaHHS /likapCbKoro 3acoby
[0 posgainis: "OcobnusocTi
3acTocyBaHHA", "lNepeno3yBaHHA",
"Mo6ivHI peaky,ii" 3rigHo 3
iHcbopMmauieto woao 6e3neku
Aio4oT pevoBrHW. BBeeHHA 3MiH
NPOTSrom 6-Tu MicALiB nic/s
3aTBEPAKEHHS

6e3 peyenma

UA/8334/01/01

108.

NEPVHAONPU
NNHAANAMIZ-
TEBA

TabneTkun, BKPUTI
NNiBKOBOK 060JI0HKOHD, MO
2,5 mr/0,625 wmr; no 30
TabneTokK y KOHTelHepi; no
1 KOHTelHepy B KOPOO6L

Tesa ®apmaueBTikan

IHpacTpis NTa.

13painb

AT
dapmaueBTUYHNI
3asog TEBA

YropwuHa

BHECEHHS 3MiH O peecTpaLiiHnx
marepianis: 3MiHu | TUNY - 3MiHK 3
akocTi. A®l. Bupo6HMUTBO. 3MiHa
BMPOGHMKA BUXIAHOro/NPOMIKHOTO
npoayKTy/peareHty, Lo
BUKOPWCTOBYHOTLCS Y
BMPOGHMYOMY npotieci AdDl, abo
3MiHa BUpPOGHMKa (BKTOYatoum, ae
HeobxiAHO, MicLie NPoBeAEHHS
KOHTPO/O SIKOCTi) AdI (3a
BiAICYTHOCTI cepTudpikata
BiANOBIAHOCTI EBponechbkili
thapmakonei y 3aTBepKeHoMy
[0Cbe)(3anponoHoBaHuiA
BMPOGHUK HaNEeXuUTb A0 TiEl caMmol
BMPOGHWYOI rpynu NiANPUEMCTB,
LLIO ¥ 3aTBEPKEHUIA)- 3MiHA
noAaeTbCA y 3B'A3KY 3
AoflaBaHHAM asibTePHATUBHOI

3a peyenmom

UA/14925/01/02
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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

BMPOGHNYOI AinbHULj Assia
Chemical Industries Ltd., Teva-
Tech site Neot-Hovav Eco-
Industrial Park, Emek Sara P.O
Box 2049 Be'er Sheva 8412316
(Israel) pns Bupo6bHMLTBA ADI
MepuHaonpun To3unnarT, aka
Ha/1eXuTb A0 TiEl camoi
BMPOBHUYOT rpynu NigNPUEMCTB,
LLLO 11 3aTBEPAKEHNI BUPOOHMK
ADL..

BBeneHHs 3MiH NpOTAroM 6-Tu
MicSLB NicNs 3aTBEPAKEHHS
3MiHY | TUny - 3MiHK 3 AkocTi. AdI.
Bupo6HMLTBO. 3MiHW B NpoLLeci
BMpO6HMLTBA AD| (HEe3HauYHa
3MiHa y 3aKpuTiil YacTUHI macTep-
thaiina Ha A®I) - 3miHa nogaeTbcst
Yy 3B'AA3KY i3 BHECEHHSM Y 3aKpuUTy
YyacTvHy macTep-thaiina
(3aTBepmKeHo: ASMF version
7634-EU-11.2017; nponoHoBaHO:
ASMF version 7634-EU-06.2019)
Ha A®I MepuHgonpun To3unar
HaCTYNHUX 3MiH:

1. 36inbLUEHHS po3Mipy cepii 4o
10 pasiB NOPIBHAHO i3
3aTBEPMHKEHUM PO3MIpOM cepii
A®I MNepuHaonpun To3unar.
Po3mip cepii ans BupobHULTBa Ha
Teva-Tech (Israel) 36inbweHo y 2
paswu NopiBHSHO i3 po3Mipom cepii
OinbHuui Plantex Ltd. (Israel) i3
ekcnyaTauiiiHMx MipKyBaHb
2. HesHauHi 3miHV B MmeToAML
BUNPOGYBaHHS peareHTiB, Lo
BVIKOPVICTOBYIOTbCS B NPOLIECI
BMPOGHMLTBA Ail0H0I PEeYOBUHMU.
3. lopaBaHHA HOBOIO MoKasHMKa
cneumdikauii 4o cneumdikawi
peareHTiB, L0 BUKOPUCTOBYHOTLCS
B NpoLeci BUpobHMLUTBA Aitoyoi
pPeyoBUHM, 3 BiANOBIAHUM
MeTOA0M BUNPOGYBaHHS.

4. He3HauHi pegakuiiiHi 3MiHN Ta
BUMNpPaB/IEHHS OPYKapPCbKNX
NOMUIIOK Y BIANOBIAHMX po34inax
[0Cbe

109.

NEPCEH®

TabNeTkn, BKPUTI

3eHTiBa, K.C.

Yecbka

Bypo6HMLUTBO in

CnoBeHisi

BHECEHHS 3MiH 40 peecTpaLiiHnx

6e3 peyenma

UA/9536/01/01
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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

060/10HKO0; Nno 10
Tabnetok y 6nictepi; no 4
6nicTepn y KapTOHHiIlA
Kopoo6ui

Pecny6nika

bulk, nakyBaHHs,
BWMYCK Cepil;
MakyBaHHS, BUNYyCK
cepii:
Nex
dPapmaueBTUYHa
KOMMaHis 4.4,

mMartepianis:3miHa 3asiBHMKa
(BnacHvka peecTtpaujiiHoro
noceigyeHHs) (3rigHo Hakasy MO3
Bif 23.07.2015 Ne 460): BBeaeHHsA
3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPKEHHSA. 3MiHM | Tvny -
3MiHM Wwoao
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy dhapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa yNOBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 3AiAiCHEHHS
thapmakoHarnsgy; KOHTakTHoOT
ocobu 3 hapmakoHarnagy
3aABHUKA 419 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNTOBHOB&XEHOI
ocobw, BiANoBiAanbLHOI 3a
3[jlicHEHHS chapMakoHarnsgy
(BK/IHOYAKOUM KOHTAKTHI JaHi)
Ta/ab0 3MiHN Y PO3MILLLEeHHI
mMacTep-thaina cuctemm
thapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHYIKA,
BiANOBIAa/IbHOI 3a
hapmakoHarnsg,. fivoua pegaxuis:
CopiHa JliaHa Mato / Sorina Liana
Paiu, MD. NponoHoBaHa peAakuis:
Mogmuna ®ininosa, MD / Ludmila
Filipova, MD. 3MiHa KOHTaKTHUX
[aHnX yNOBHOBaXEHOT 0co6MU,
BiANOBiAa/bHOI 32
hapmakoHarnag,. 3miHa
KOHTaKTHUX faHWUX KOHTaKTHOT
0cobu ynoBHOBaXeHOT 0cobu
3as1BHVIKa, BiANOBiAabHOT 3a
hapmakoHarnag B YkpaiHi. 3miHa
MiCLIe3HaxXOpKeHHs1 macTep-
(paiina Ta iioro Homepa. 3MiHa
Micus 34iiCHEHHS OCHOBHOT
JAiSNbHOCTI 3 dpapmakoHarnagy

110.

NELEE®

TabneTkun, BKpUTI
NNiBKOBOK 060/0HKOI0, MO
100 mr, no 10 TabneTok y
6nicTepi, no 1 6nictepy B
KapTOHHI KOpooU;i

f-p Peppi'c
JNlabopaTtopic NITg,

IHAis

Megpaiik Nimites

IHais

BHECEHHS 3MiH O peecTpaLifiHnX
MaTtepianis: 3miHu | Tuny -
AJMiHICTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHsi Ta/abo agpecu
MiCList MPOBaMKEHHS AisiSIbHOCTI

3a peyenmom

UA/16732/01/01

131




Ne
n/n

Hassa
JliKapcbKo20

Popma sunycky

3asBHUK

KpaiHa

Bupo6Huk

3acoby

(nikapcbka ¢hopma,
ynakoska)

3asiBHUKa

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

111.

NELE®

TabneTku, BKpUTI

I-p Peapai'c

IHAjsA

BMPOGHMKa/imnopTepa rotoBoro

NpoBeAEHHS KOHTPOJIIO AKOCTI.
(misnbHicTb, 3a Ky Bignosigae
BUPOGHMK/IMIOPTEP, BKIOYAKOUN
BUMYCK Cepiid)

N3, 6e3 3miHn Micus
BMPO6HMLTBA: 3MiHN BHECEHI B
IHCTpYKLil0 ANS MenyHOro

"MicLe3HaxomKeHHs BUPOGHMKa
Ta lioro agpeca micus
NpoBaPKEHHSA AiSNbHOCTI" 3
BIANOBIAHUMW 3MiHAMW B TEKCTI
MapKyBaHHS ynakoBok. BeefieHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHS.

nikapcbKoro 3acoby, BKIOYaK4n
AinbHULI BUNYycKy cepii abo micue

3MiHa Ha3BU Ta agpecy BUPOGHMKa

3acTocyBaHHA 13 y p. "BMPOGHUK",

112.

MINMOBAKT
HEO

NNiBKOBOK 060/0HKOI0, NO
200 mr, no 10 TabneTok y
6nicTepi, no 1 6nictepy B
KapTOHHiiA KOpo6L

KOMGIHOBaHWIA Habip Ans
nepopasibHoro

Na6opaTopic /iTg,

CaH dapmMacbloTuKas

IHais

Mepgpaiik NimiTes

CaH

IHAja

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3miHu | Tuny -
AAMIHICTpaTVBHI 3MiHK. 3MiHa
HalimeHyBaHHs Ta/abo agpecu
MiCLA NPOBaKEHHSA AiANIbHOCTI
BMPO6HMKa/iMnopTepa rotoBoro
nNikapcbKoro 3acoby, BK/IKOHa0um
AinbHULI BUNYCKY cepii abo mMicle
NpoBe/ieHHs KOHTPOJIO SIKOCTI.
([isnbHICTb, 3a AKy BignoBigae
BMPOGHUK/IMNOPTEpP, BKIOYaOUN
BMNYCK Cepiit)
3MiHa Ha3Bu Ta aApecu BUPO6GHMKa
'N3, 6e3 3miHn micus
BMPOGHULTBA: 3MiHW BHECEHI B
IHCTPYKLi0 ANA MeguyHOro
3actocyBaHHs /13 y p. "BMpo6HUK",
"Micue3HaxomKeHHs1 BUPOGHMKa
Ta iloro agpeca micus
NPoBaPKEHHSA Ais/IbHOCTI" 3
Bi4MNOBIAHMMMN 3MiHAMM B TEKCTI
MapKyBaHHS ynakoBok. BeefeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPMKEHHS.

3a peuenmom

UA/16732/01/02

3acTocyBaHHs (TabneTku,
BKPWTI 060M0HKOI0, NO
1000 mr + TabneTku,

BKpUTI 060/10HKO0, MO 500

IHpacTpi3 Nimiteq,

PapmacbioTukan
IHpacTpi3 Nimiteq

IHais

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis:

3MiHM | TURy - 3MiHK Woao
6e3nekn/edheKTMBHOCTI Ta

3a peyenmom

dhapmakoHarisgy. BeegeHHs abo

UA/0130/01/01
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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

Mr + kancysm no 20 mr);
KoMbi-ynakoBka: 2
TabneTkn opaHXeBoro
Konbopy + 2 TabneTkn
CBIT/10-XOBTOr0 KO/bOPY +
2 kancynu B cTpuni; no 7
CTPUNIB Y KAPTOHHIN
KopooLi

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
chapmakoHarnsgy) - BBefieHHs
iHbopMmaUii o0 YNOBHOBaXEHOI
0co6u 3asBHMKa, BiANOBIAA/IbHOI
3a thapmakoHarnag, ta ii
KOHTaKTHUX AaHux. MponoHoBaHa
pegakuis: Dr. Vivek Ahuja. 3miHa
KOHTaKTHUX JaHnNX KOHTaKTHOT
0Cco6U YNoBHOBaXXEHOI 0Cco6YU
3asBHMKA, BiANOBIAa/IbHOI 3a
hapmakoHarnsag, B Ykpaini

113.

NMNABIKC®

TabneTkun, BKpUTI
060/10HKOI0, MO 75 Mr
Ne28 (14x2): no 14
TabneTtok y 6nictepi; no 2
61icTepn y KapTOHHIN
KopooLi

TOB "CaHogi-ABEHTIC
YkpaiHa"

YkpaiHa

CAHO®I BIHTPOTI
IHOACTPIA

PpaHLis

BHECEHHS 3MiH [JO peecTpaLifiHnX
mMartepianis:
3MiHuW | TUNY - 3MiHW WOA0
6e3nekn/etheKkTUBHOCTI Ta
thapmakoHarniagy. BeeaeHHsi abo
3MiHU [0 y3ara/lbHEeHNX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy hapmakoHarnsgy,
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

3a peyenmom

UA/9247/01/01
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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

YMOBHOB&XEHOT 0CO6M 3as1BHMKA,
BiANOBiAA/bHOI 32
hapMakoHarnsag.

MponoHoBaHa pepakuis:
XopakiBcbka TeTsiHa
BsiuecnasiBHa. 3MiHa KOHTaKTHUX
[aHyX YNOBHOBaXeHOi 0cobu
3as1BHMKA, BignoBiga/bHOI 3a
hapMakoHarnag.

114.

NNAKBEHIN®

TabneTkn, BKPUTI
NNiBKOBOK 060M0HKOI0, NO
200 wr; Ne 60 (15x4): no
15 TabneTok y 6nicTtepi;
no 4 6nicTepy y KapTOHHI
Kopo6Li; Ne 60 (10x6): no
10 TabneTok y 6nictepi;
no 6 6nicTepiB y KAPTOHHIl
Kopoo6Li

TOB "CaHochi-ABEHTIC
Ykpaiva"

Ykpaina

CAHO®I-ABEHTIC
C.A.

IcnaHis

BHECEHHS 3MiH 40 peecTpauiiHnx
martepianis:
3MiHY | TUMy - 3MiHK Woao
6e3nekn/etheKTUBHOCTI Ta
chapmakoHarnsgy. BeegeHHs abo
3MiHW [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
thapmakoHarnagy) - 3miHa
YMOBHOBaXEHOT 0CO6Y 3asBHMKA,
BiANOBiAa/IbHOI 3a
hapMakoHarnsng,.
MponoHoBaHa pegakuis:
Xopakiscbka TeTsHa
BsavecnasiBHa. 3MiHa KOHTaKTHUX
[aHVX YNOBHOBaXeHOI 0co6u
3asBHMKA, BiANOBIAa/IbHOI 3a
dpapMakoHarisng,.

3a peyenmom

UA/8261/01/01

115.

NPAMINEKCON
y
JOVrIAPOX/OP
nay
MOHOTIAPAT

MOPOLLIOK (CybCTaHLis) y
noABiHMX
nosieTUIEHOBUX NakeTax
ans chapmaueBTUYHOTO
3acToCyBaHHs

Cxp. OnbceH CiHTesic
AIC

[Oanis

Cxp. OnbceH
CinTtesic AIC

[JaHis

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | Tuny - 3MiHu 3
akocTi. A®l. KoHTponb A®I (iHwi
3MiHK) - BUKNageHHss MeTogis
KOHTPOJIIO SIKOCTi Ha CybCTaHL,jii0
Mpaminekcony avrigpoxnopuay
MOHoOriapaT, NOpPOLLIOK
(cybcTaHLis) YKpaiHCbKO MOBO
Yy 3B'A3Ky 3 BUMOramu fjo

UA/13262/01/01
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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

marepianis peecTpauiinHoro
[OCbE, K 3aTBEpIKEHi HaKa3oMm
MO3 Ykpaiuu Ne 1528 Big
27.06.2019. 3miHu | TMNy - 3MiHK 3
akocTi. A®l. KoHTponb A®l. 3miHa
y napameTpax cneuudikayii
Ta/abo fonycTUMUX MEX,
BM3HAYEHUX Yy cneundikauisx Ha
A®I, a60 BUXigHWIA/NPOMIXHWIA
NPoAyKT/peareHT, LWo
BMKOPVCTOBYIOTbCSA Y Npoueci
BUpo6HUUTBa AP (iHLLI 3MiHK) -
BUAAIEHHS i3 cneumdikavii AdI
nokasHuka «Baxki meTanu» -
npuBeAeHHs y BiANOBIAHICTb J0
opuriHanbHVUX matepianis
BMPOGHMKA. 3MiHK | TNy - 3MiHK 3
AKocTi. CepTudikat
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpoNechbkili
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 -
noJaHHA OHOBJ/IEHOT0 cepTudikaTa
BIANOBIAHOCTI EBpONenchbkili
chapmakonei Ne R1-CEP 2010-
174-Rev 01 (3aTBEpxeHO: R1-
CEP 2010-174-Rev 00) gns A®l
Pramipexole dihydrochloride
monohydrate Bif Bxe
3aTBEpAKeHoro BMpobHuka CHR.
OLESEN SYNTHESIS A/S sk
Hacnifok BHECEHHS 3MiH MeTOoLjiB
KOHTpOs1t0 A®| 3a NOKa3HNUKOM
«KinbKicHe BU3HAYeHHA»
(NpuBeaeHo y BiANOBIAHICTL A0
BMMOr MoHorpadii EP), - 3miHa B
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Ne

Hassa

Popma sunycky

3asBHUK

n/n

JliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakoska)

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

116.

MPOr'MHOPM

kancysm M siki no 100 wr;

3AT "dapmnira”

JInToBCbka

cneuudikaLii Ta meTogax
KOHTPOJTIO 3@ MOKa3HUKOM
«lpeHTudikavis» (NpuBeseHo y
BiANOBIAHICTb A0 BUMOT
MoHorpadii EP), - 3MiHu 3a
po34inoM «YnakoBka»
(3aTBEpAKEHO: ABONHbIE
NOIMATU/IEHOBbIE MaKeTbI,
nomMelleHHble B (hnbpoBble
6apabaHbl; 3anpoONOHOBaHO:
MopagiliHi nonieTMNeHOBI NakeTw,
LLIO BKMaAeHi y NNacTuKoBi
6apabaHu); - 36ibLLIEHO TEPMIH
nepekoHTpoto 3 3 pokis Ao 4
poKiB, - 3MiHa cdhepu
3actocyBaHHA APl (3aTBEpAKEHO:
AN BUPOOHMLTBA HECTEPUIIBHNX
nikapcbkux opm;
3anponoHoBaHo: Ans
chapmaLeBTUYHOIO 3aCTOCYBaHHS)
- NpMBEAEHO A0 3arasibHol
MoHorpadii lepxxaBHoT
thapmakonei YkpaiHu «CybcTaHuis
ans hapmaueBTUYHOro
3aCTOCyBaHHA»

FECTA

no 15 kancyn M'akux y
6nicTepi; no 2 6nictepuy
nauvui

Pecny6nika

NABOPATOPIOC
JIEOH ®APMA, C.A.

IcnaHis

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis:

3MiHM | TURY - 3MiHW WOA0
6e3nekn/edheKTMBHOCTI Ta
hapmakoHarnagy. 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

KOHTaKTHMX aHUX YNOBHOBAXEHO!

3a peuenmom

UA/15254/01/01
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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

0co6u 3asBHMKA, BiANOBIAA/IbHOI
3a (hapmakoHarnsag,. BeefeHHs
iHhopmaii npo
MiCLie3HaXOMKEHHS MacTep-

thaiina cuctemun chapmakoHarnsgy
Ta lioro Homep.

BBegeHHs iHdhopmaLii Wwoao Micus

3/1iiCHEHHS1 OCHOBOHOT AjisifIbHOCTI

3 (hapmakoHarnagy.

117.

NPOrMHOPM
FECTA

Kancynu M siki no 200 wmr;
no 15 kancyn m'akux y
6nictepi; no 2 6nictepuny
nauui

3AT "®apmnira”

JintoBcbka
Pecny6nika

NABOPATOPIOC
JIEOH ®APMA, C.A.

IcnaHis

BHECEHHS 3MiH 40 peecTpauiiHnx
martepianis:

3MiHY | TUMy - 3MiHK Woao
6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3ara/ibHEHUX JaHuX npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHKX
npo cuctemy hapmakoHarnsgy,
3MiHa YNMOBHOBaXEHOT 0CO6H,
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
thapmakoHarnagy) - smiHa
KOHTaKTHUX JaHWX YMOBHOBaXEHOI
0cobu 3asBHMKA, BiANOBIAA/ILHOI
3a (hapmakoHarnag. BeeaeHHs
iHhopmauii npo
MiCLie3HaxXOMKEHHS MacTep-
tpaiina cuctemu chapmakoHarnsgy
Ta lioro Homep.
BBefieHHs iHtbopmauii Wwoao micus
3[jiACHEHHS1 OCHOBOHOI Aisi/TbHOCTI
3 thapmakoHarnsgy.

3a peyenmom

UA/15254/01/02

118.

NMPOrMHOPM
OBO

Kancysm m'ski no 100 mr
no 15 kancyn y 6nictepi
no 2 6nictepum y naudi

3AT "®apmnira”

JinToBcbKa
Pecny6nika

NNABOPATOPIOC
JIEOH ®APMA, C.A.

IcnaHis

BHECEHHS 3MiH [JO peecTpaLiiHmnx
marepianis:
3MiHuM | TUNY - 3MiHK WoA0
6e3nekn/epeKTUBHOCTI Ta

3a peyenmom

UA/15255/01/01
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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

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
KOHTaKTHUX [aHUX YNOBHOBaXEHOT
0co6u 3asiBHMKA, BiANOBiAa/IbHOT
3a hapmakoHarnsg,. BeeneHHs
iHchbopmawii npo
MiCLIe3HaxXOpKeHHs1 macTep-
thaiina cuctemu chapmakoHarnsgy
Ta lioro Homep. BeeeHHs
iHchbopmawii Wwoao micus
3[ilACHEHHS1 OCHOBOHOI AisiSIbHOCTI
3 chapmakoHarnsgy.

119.

MPOrMHOPM
OBO

Kancynu m’ski no 200 mr
no 15 kancyn y 6nictepi
no 2 6nictepun y navuy,i

3AT "dapmnira”

JInToBCbka
Pecny6nika

NABOPATOPIOC
JIEOH ®APMA, C.A.

IcnaHis

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis:
3MiHM | TURY - 3MiHW WOA0
6e3nekn/edheKTMBHOCTI Ta
hapmakoHarnagy. BeeaeHHs 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, 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 peuenmom

UA/15255/01/02

138




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
KOHTaKTHUX A@HNX YNOBHOBaXKEHOI
0cobu 3asBHMKa, BIANOBIAA/IbHOT
3a papmakoHarnsg. BeegeHHs
iHchbopmawii npo
MicLIe3HaxX0pKeHHs1 MacTep-
thaiina cuctemun chapmakoHarnsgy
Ta iioro Homep. BBefeHHA
iHhopmauii woao Micus
3[iACHEHHS1 OCHOBOHOI AiS/IbHOCTI
3 (hapmMakoHarnagy.

120.

PEBIT

apaxe, no 80 a6o no 100
Apaxe y KOHTeliHepi; no
80 a6o no 100 gpaxe y
KOHTelHepi; no 1
KOHTeliHepy B nauui 3
KapToHy

AT "BITAMIHN"

YkpaiHa

AT "BITAMIHWN"

YkpaiHa

BHECEHHS 3MiH O peecTpaLifiHnX
mMartepianis:

3MiHuW | TUNY - 3MiHK 3 AKOCTi. ADI.
Brpo6HMLTBO. 3MiHa BUPOOHUKA
BVXiAHOrO/NPOMIXXHOr0
npoAyKTy/peareHTy, Lo
BMKOPUCTOBYIOTbCSA Y
BMpO6HMYOMY npoueci Adl, abo
3MiHa BUPOGHMKa (BK/THoYatouu, ae
HeoObXxifHO, MicLie NpoBeAeHHS
KOHTPO/H0 SIKOCTi) AdI (3a
BiJICYTHOCTi cepTudpikata
BiJNOBIAHOCTI €BpoOneichkiit
hapmakonei y 3aTBepgKeHomy
[0Cbe)(3anponoHoBaHuiA
BMPOOHUK HaNeXuTb A0 TiEl camol
BMPOBHNYOT rpynu NigNprUEMCTB,
Lo i 3aTBEPAKEHNIA) - 3MiHA
afipec AiNbHUL BUPOGHMLITBA
L0401 pevyoBMHM K1cnoTa
ackopbiHoBa (BiTamiH C)
BUpo6HMKa «Northeast
Pharmaceutical Group Co., Ltd»,
Kutaii. 3anponoHoBaHo: «No. 29,
Shenxiliu Dong Road, Economic
Technological Development
District Shenyang, Kutaii»; 3minu |
Tuny - 3MiHu 3 akocTi. CepTuddikar
BignosigHocTI/lE-cepTucpikar
BiANOBIAHOCTI EBpoONechbkili
hapmakonei/moHorpadii.
MogaHHA HOBOTO abo OHOB/IEHOTO
cepTudikaTa BignosigHocTi abo
BUyYEHHS cepTudikata
BiAMOBIAHOCTI €EBpPONENCHKIl
thapmakonei: gna A®l; ana
BUXifHOro

6e3 peyenma

UA/4068/01/01
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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

martepiany/peareHTy/MPOMiKHOIo
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpOGHULTBI ADI; Ans
[0MNOMIXHOT peYOBUHU
(cepTudpikaT BignoBIgHOCTI
€Bponeiicbkilt hapmakonei) -
OHoBeHWi cepTudikar Bif yxe
3aTBEPAKEHOr0 BUPOBHMKA -
noJaHHA OHOB/IEHOTo cepTudikaTa
BIANOBIAHOCTI EBpONeNnchbkili
thapmakonei R1-CEP 2013-010-
Rev 00 ana A®l pubochnasiHy
(BiTamiHy B2) Big, BXe
3aTBepAxeHoro BupobHuka HUBEI
GUANGJI PHARMACEUTICAL
CO., LTD., KuTtaii, y Hacnigok
3MiHV agpecy BUPOBHUYOI
OinbHUUi. MNponoHoBaHa peAakLis:
Holder address: No. 1 Jiangdi
Road China-435 400 Wuxue,
Hubei Province Production
address: Dajin Guangji
pharmaceutical Bio-Industry Park
China-435 400 Wuxue, Hubei
Province

121.

PO3YBACTAT
NH-TEBA

TabneTku, BKpUTI
NNiBKOBOK 060/10HKOIO N0
5 mr no 10 Tabnetok y
6nicTepi; no 3 6rictepu 'y
Kopoo6Li

TOB «TeBa YkpaiHa»

YKpaina

TeBa
dapmavneBTikan
IHgacTpi3 /114,

13painb

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHa 3asBHUKa
(BnacHvKa peecTpawiiHoro

noceigyeHHs) (3rigHo Hakasy MO3

Bif 23.07.2015 Ne 460). 3miHu |
MRy - 3MiHN Woa0
6e3nekn/edheKTMBHOCTI Ta
hapmakoHarnagy. 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, SKLLO
BOHa BifiMiHHA Bif, yNOBHOBaXeHOI
ocobw, BiANOBIAa/IbHOI 3a
3[jiCHEHHST chapMakoHarsay
(BK/IKOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI

3a peuenmom

UA/14036/01/01
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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

MacTep-thaina cuctemm
hapmakoHarnsgy). 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHYIKA,
BiANOBIAa/IbHOI 3a
hapmakoHarnsg,. Jivoua pegaxuis:
Orit Stern-Maman. NponoHoBaHa
pegakuisi: buctpoa OkcaHa
BitaniiBHa. 3MiHa KOHTaKTHUX
LaHnX YNOBHOBaXEHOT 0Co6U
3asBHMKA, BiANOBIA&/IbHOI 3a
hapmakoHarnsg,

122.

PO3YBACTAT
NH-TEBA

TabneTkun, BKPUTI
N/1iBKOBOK 06OJIOHKOK MO
10 mr no 10 TabneTok y
6nictepi; no 3 6nictepn y
Kopo6ui

TOB «TeBa YKkpaiHa»

YkpaiHa

TeBa
dapmaveBTikan
IHpacTpi3 /114,

13painb

BHECEHHS 3MiH O peecTpaLifiHnX
marepianis: 3MmiHa 3asiBHMKa
(BnacHvka peecTtpaujiiHoro

nocsigyeHHs) (3rigHo Hakasy MO3

Bifg 23.07.2015 Ne 460). 3miHun |
TMny - 3MiHK Woa0
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:

Orit Stern-Maman. NponoHoBaHa
pepaxuis: buctpoa OkcaHa

BiTaniiBHa. 3mMiHa KOHTaKTHUX

LaHNX YNOBHOBaXEHOT 0CO6U

3asBHMKa, BiANOBIAa/IbHOI 3a
hapmakoHarnsg

3a peyenmom

UA/14036/01/02

123.

PO3YBACTAT
NH-TEBA

TabneTkn, BKpUTI
NNiBKOBOK 06GOOHKOIO MO
20 mr no 10 TabneTok y
6nicTepi; no 3 6rictepn y

TOB «TeBa YkpaiHa»

YKpaina

TeBa
dapmaLeBTikan
IHpacTpis T4,

I13painb

BHECEHHS 3MiH A0 peecTpavLintHmx
mMarepianis: 3MmiHa 3asiBHMKa
(BnacHuka peecTtpaduiiiHoro

nocBigyeHHs) (3rigHo Hakasy MO3

3a peyenmom

UA/14036/01/03
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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

Kopoo6ui

Bif 23.07.2015 Ne 460). 3miHu |
Tvny - 3MiHK Wwoao
6e3nekn/eheKTUBHOCTI 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
thapmakoHarnag. Aitova pegakuis:
Orit Stern-Maman. NponoHoBaHa
pepakuisi: buctposa OkcaHa
BitaniiBHa. 3mMiHa KOHTaKTHUX
[aHyX YNOBHOBaXeHOI 0cobu
3as1BHMKA, BignoBiga/bHOI 3a
dhapmakoHarnag,

124.

PO3YBACTAT
NH-TEBA

TabneTkn, BKPUTI
NNiBKOBOK 06GOOHKOM MO
40 mr no 10 TabneTok y
6nictepi; no 3 6rictepn y
KopooLi

TOB «TeBa YkpaiHa»

Ykpaina

Tesa
dapmaLeBTikan
IHpacTpis 14,

I13painb

BHECEHHS 3MiH 4O peecTpauiiHnx
marepianis: 3MmiHa 3asABHUKa
(BnacHuka peectpadiiHoro

noceigyeHHs) (3rigHo Hakaly MO3

Bifg 23.07.2015 Ne 460). 3MiHun |
T™Mny - 3MiHu Wwoao
6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHNX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHKX
npo cucTemy chapmakoHarnsgy,
3MiHa YNMOBHOBaXEHOT 0CO6M,
BignoBigasbHOI 3a 3AjACHEHHSI
thapmakoHarnsgy; KOHTakTHoT
0co6u 3 hapmakoHarnsgy
3as9BHUKA A5 34iAICHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BifMiHHA Bif, YNOBHOBa)XEHOI

3a peyenmom

UA/14036/01/04
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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). 3miHa
YMOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBiAa/bHOI 32
thapmakoHarnag. [itova pegakuis:
Orit Stern-Maman. NponoHoBaHa
pepakuis: buctposa OkcaHa
BitaniiBHa. 3mMiHa KOHTaKTHUX
[aHyX YNOBHOBaXeHOI 0co6u
3as1BHMKA, BignoBiga/bHOI 3a
dhapmakoHarnag,

125.

CAHOPWUH
KCuno nntoc
MEHTON

cnpeli HazalbHWIA, PO3YMH,
1 Mr/mn cnpeli Ha3asbHWiA,
pO34MH 1Mo 10 M/1 PO3UnHY
Y CKISIHOMY ch/1aKOHi 3
MeXaHi4YHUM
noninponisieHoBNM
posnustoBayem; no 1
chn1akoHy B KOpO6Lli

"KcaHTic ®apma
Nimiteq"

Kinp

Belicik ®apma
MaHtodekuypiHr
B.B.

Higepnanan

BHECEHHS 3MiH 4O peecTpauiiHnx
martepianis:
3MiHY | TUMy - 3MiHK Woao
6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) -
OOHOB/IEHHA TEKCTY MapKyBaHHS
yNaKoBKM NiKapCbKoro 3acoby 3
BHECEeHHAM iHdhopMaui Wwoao
3a3HaYEeHHS OAUHULL
BMMIpIOBaHHS y cuctemi Sl

6e3 peyenma

UA/17673/01/01

126.

CUMETUKOH

TabneTku, BKPUTI
060/10HKO0, N0 125 mr, no
7 TabneTtok y 6nictepi; no
2 6nicTepu y Kopobui 3
KapToHYy

ToBapucTBO 3
0bMexeHot
BigNoBiga/IbHICTIO
"GapmaueBTMyHa
hipma "BepTtekc"

YKpaiHa

ToBapucTso 3
0OMEXEHOI0
BiANOBIAA/IbHICTIO
"@apmaueBTuyHa
thipma "BepTtekc"
(BMPOGHMLTBO 3
npoAaykuii in bulk
ToBapuctsa 3
06MeXEHOI0
BiAMNOBIAA/ILHICTIO
"papmaLeBTnUiHa
KoMnaHis
"3popos'a”,
YkpaiHa)

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | Tuny - 3MiHu 3
AKOCTi. [OTOBWIA flikapcbknii 3aci6.
Cucrema
KOHTelHep/3akynoptoBasibHNIA
3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO NikapcbKoro 3acoby
(BMyYEHHS yNakoBKN NEBHOTO
po3mipy)

BW/IyYeHHs ynakoBku Ne 7 (7x1) y
6nicTtepi y Kopo6Lii 3 KapToHy, 3
BiANOBIAHUMY 3MiHaMW B pO34ini

«YnakoBka»: 3MiHW BHECEHI B
po3gin "Ynakoska" B iHCTPYKL,it0
O719 MeANYHOro 3aCTOCYBaHHS
NikapcbKoro 3acoby y 3B'A3Ky 3
BU/TYYEHHAM NEBHOr0 Po3Mipy

yNaKoBKK, K HACNIAOK -
BUJTYYEHHA TEKCTY MapKyBaHHA

BiANOBIAHOI yNnakoBku. BeeaeHHsA

3MiH NpOTArom 6-Tu MicALiB nicns

3aTBEPAKEHHS.

6e3 peyenma

UA/15907/01/01

127.

CUHYMNPET®
POPTE

TabneTku, BKPUTI
060/10HKO10; Mo 20

BioHopuka CE

HimeyunHa

BioHopuka CE

HimeyunHa

BHECEHHS 3MiH O peecTpaLiiHmnx
marepianis: 3MiHu | Tuny: 3MiHu 3

6e3 peyenma

UA/4373/04/01
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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

TabneTtok y 6nictepi; no 1
6nicTepy B KapTOHHIl
Kopobui; no 25 TabneTok y
6nictepi; no 2 abo 4
6nicTepn y KapTOHHIiA
Kopooui

akocTi. A®l. BupobHumuTBO. 3MiHa
BMPOGHMKA BUXiAHOro/NPOMIXKHOTO
NpoAayKTy/peareHTy, Lo
BMKOPVCTOBYIOTbCSH Y
BMPOGHMYOMY npoteci Adl, abo
3MiHa BUPOOGHUKa (BKOYatoun, ae
HeobXxigHO, MicLe NpoBeAEHHS
KOHTpOsto sikocTi) AdI (3a
BiACYTHOCTI cepTudpikata
BIANOBIAHOCTI EBpONenchbkili
thapmakonei y 3aTBeppKeHOMY
[0ChE)(3MiHM [0 3aX0A4iB,
noB'si3aHnX 3 kKOHTposneMm A®I, a6o
[OO[laBaHHsA OinbHULI, ae
npoBoANTLCA
KOHTPO/b/BMNPOBYBaHHA cepil) -
[nsa gioyoi peyoBMHM Tpasa
wasnto (Herba Rumicis)
[ofaBaHHA [OAATKOBOI
na6onaropii /labopatopito L + S
AG ansa BunpobyBaHHs
MiKpOG6i0N0riYHOI AKOCTI
POC/IMHHKX Npenaparis.
OHoBeHHA po3giny 3.2.5.2.1
Tpasa wwasnto (Herba Rumicis);
3MiHM | Tuny: 3MiHK 3 sKocTi. AdI.
Bunpo6HMLTBO. 3MiHa BUPOGHUKA
BWXiAHOr0/MPOMiXHOro
npoAyKTy/peareHTy, Lo
BUKOPWCTOBYHOTHLCS Y
BMPOGHMYOMY npoueci AdDl, abo
3MiHa BUpPOGHMKa (BK/TOYatouu, ae
Heo6XifHO, MicLe NpoBefeHHs
KOHTPO/H0 sIKOCTi) AdI (3a
BiICYTHOCTI cepTudpikata
BiAANOBIAHOCTI EBpoONechbkili
thapmakonei y 3aTBepKeHoOMy
[0CbEe)(3MiHM [0 3ax04iB,
noB'A3aHnX 3 KOHTponeMm A®l, a6o
[ofaBaHHA finbHuL, Ae
npoBOANTLCA
KOHTPO/b/BUNPOBYBaHHSA cepil) -
[ns pitoyoi peyosnHn Tpasu
BepbeHu (Herba Verbenae)
[oaasaHHA [04aTKOBOT
na6onaropii Jlabopatopito L + S
AG gns BunpobyBaHHsA
MiKPOGIONOriYHOI AKOCTI
POC/UHHWX Npenaparis.
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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

OHoBneHHs po3giny 3.2.5.2.1
Tpasu Bep6eHn (Herba
Verbenae); 3amiHn | Tvny: 3miHu 3
akocTi. A®l. BupobHumuTBO. 3miHa
BMPOGHMKA BUXiAHOro/NPOMIKHOTO
NpoAayKTy/peareHTy, Lo
BMKOPVCTOBYIOTbCSH Y
BMPOGHUYOMY npoteci AdDl, abo
3MiHa BUPOOGHUKa (BKOYatoun, ae
HeobXxigHO, MicLe NpoBeAEHHS
KOHTpOsto sikocTi) AdI (3a
BiACYTHOCTI cepTucpikata
BIANOBIAHOCTI EBpONenchbkili
thapmakonei y 3aTBeppKeHOMY
[0ChE)(3MiHM [0 3aX0A4iB,
noB'si3aHnX 3 kKOHTponem A®I, abo
[0O[laBaHHSA OinbHULI, Ae
npoBoANTLCA
KOHTPO/b/BMNPOBYBaHHSA cepil) -
[na gitouoi pevoBrHN KopiHb
ropeyasku (Radix Gentianae)
[ofaBaHHA [OAATKOBOI
na6onaropii /labopatopito L + S
AG ansa BunpobyBaHHs
MiKpOG6i0N0riYHOI AKOCTI
POC/IMHHMX Mpenaparis.
OHoBneHHs po3ainy KopiHb
ropeyasku (Radix Gentianae);
3MiHM | Tuny: 3MiHK 3 sKocTi. AdI.
Bupo6HULTBO. 3MiHa BUPOGHUKA
BUWXiAHOr0/MPOMiXHOro
npoayKTy/peareHTy, Lo
BUKOPWCTOBYHOTHLCS Y
BMPOGHMYOMY npoueci Adl, abo
3MiHa BUPOGHMKa (BK/TOYatouu, ae
Heo6XifHO, MicLe NpoBeeHHs
KOHTPO/H0 sIKOCTi) AdI (3a
BiICYTHOCTI cepTudpikata
BiANOBIAHOCTI EBpoNechkili
thapmakonei y 3aTBepKeHoOMy
[0CbEe)(3MiHM [0 3ax04iB,
noB'A3aHnX 3 KOHTponeMm A®l, a6o
[ofaBaHHA finbHuL, Ae
npoBOANTLCA
KOHTPO/b/BUNPOBYBaHHSA cepil) -
[nsa pitoyoi pevoBrHN KBiTkn
6y3uHn (Flores
Sambuci)aogaBaHHA A0AaTKOBOT
nabonaropii Jlabopatopito L + S
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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
AG ans BunpobysBaHHs

MiKpo6ionoriYHoI AKoCTi
POC/IMHHKX Npenaparis.
OHoBneHHs po3giny 3.2.5.2.1
KBiTkn 6y3uHu (Flores Sambuci);
3MiHuW | TUNY: 3MiHK 3 sKocTi. AdPI.
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
[0ChE)(3MiHM [0 3aX0A4iB,
noB'si3aHnX 3 kOHTposnem A®I, abo
BHECEHHS oAaBaHHA AiNnbHUUI, ae
npoBoANTLCA
KOHTPO/b/BMNPOBYBaHHSA cepil) -
[na pitoyoi pevoBuHN KBIiTkM
nepsougity (Flores Primulae)
[ofaBaHHA [OAATKOBOI
na6onaropii /labopatopito L + S
AG ansa BunpobyBaHHs
MiKpO6i0N10oriYHOI AKOCTI
POC/IMHHKX Npenaparis.
OHoBeHHA po3ainy 3.2.5.2.1
KsiTkn nepsougiTy (Flores
Primulae); 3miHu | Tuny: 3miHm 3
AKocTi. A®l. KoHTponb A®I. 3miHa
y napameTpax cneuudikawiii
Ta/abo fonyCTUMUX MEX,
BM3HAYeHUX y cneuudikauisx Ha
A®I, ab0 BMXigHWIA/NPOMDKHWIA
npoayKT/pearenT, wo
BMKOPWCTOBYIOTbLCS y NpoLeci
BMPOGHMLTBA AD| (4ONOBHEHHSA
cneyudikaLii HOBUM NOKa3HUKOM
AKOCTi Ta BiANOBIAHUM METOA0M
BMNPOOYBaHHS)
- OHOB/IEHHSA po3gainy "3.2.S.5
CTtaHgapTHi 3paskn " 3
BK/TIOUEHHAM cepTuddikata aHanisy
015 eTa/IOHHOT PevyoBUHU
(XNOpPOreHHoI KNcnoTn)

MoHorpadist XnoporeHHoi
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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
KMCNOTU NpuBeAeHo Ao sumor Ph.

Eur. MoHorpadist 5.12 "eTanoHHi
peyoBuHU"; 3MiHM | TUNY: 3MiHK 3
akocTi. A®l. KoHTponb A®L. 3miHa
y napameTpax cneuudikawii
Ta/abo [onycTUMUX MeX,
BM3HAYEHNX Yy cneuudikaLisx Ha
A®I, ab60 BUXigHWIA/NPOMIXHWIA
npoayKT/pearenT, Wwo
BMKOPWCTOBYHOTbCS Y MPOLECI
BMPOGHMLTBA AD| (4ONOBHEHHS
crneundikaLii HOBUM MNOKA3HUKOM
AKOCTI Ta BifMoBIAHVM METOL0M
BMNPOOYBaHHS)

- OHOBJ/IEHHSA po3iny «3.2.S.5
CTraHfapTHI 3pas3ku» 3
BK/IIOUEHHSM cepTudpikaTa aHanisy
0191 eTa/IOHHOT PEeYOBUHN
(reHTionikpo3nga) MoHorpadis
[eHTioNikpo3uaa npuBeaeHa Ao
BumMor Ph. Eur. MoHorpadist 5.12
"eTa/IOHHI pe4oBUHMN"; 3MiHK |
TMny: 3MiHM 3 AKocTi. ADI.
KoHTposnb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BU3HAYEHUX Y
crneundikauiax Ha A®l, abo
BUXIiAHWA/NPOMDKHWIA
npoayKT/pearenT, wo
BMKOPWCTOBYIOTbCS y Npoueci
BMPOGHMLTBA AD| (4ONOBHEHHSA
cneyudikaLii HOBUM NOKa3HUKOM
AKOCTi Ta BiANOBIAHUM METOA0M
BMNPOOYBaHHS) - OHOBJIEHHSA
po3giny «3.2.S.5 CtaHfapTHI
3pasku» 3 BKIIOUYEHHSM
cepTtuchikata aHanisy gns
€Ta/IOHHOT PEYOBUHMU
(Bepb6eHaniHy) MoHorpadis
BepbeHaniHy npvBegeHa Ao
BuMmor Ph. Eur. MoHorpadist 5.12

"eTasIoOHHI pevoBUHU"; 3MiHK |
TMny: 3MiHW 3 AkocTi. AdI.
KoHTponb A®I. 3miHa y
napameTpax crneuudikadii Ta/abo
[OMYCTUMUX MEX, BU3HAYEHUX Y
cneuudikauisx Ha A®l, abo
BUXIiAHWIA/NPOMIXKHWIA

nNpoAyKT/peareHT, LWo
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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
BMKOPWCTOBYHOTbCS Y MPOLECI
BMPOGHMLTBA AD| (BUNYyYEHHS

He3HaYyHOro NokasHuka sKocTi
(Hanpwknag BUy4YeHHS
3acTapifnioro nokasHuka)) - Ans
Lito40i pevyoBuHY KBIiTkM
nepsougiTy (Primulae flower with
calyx, powdered Flores Primulae)
MapameTpu ,cMaK” nepeHeceHo
[0 po3giny“xapakTepucTmkm’
3rigHo 3 “KepiBHULITBOM LLOA0
cneumdgikadiii: npoueaypu
BMNpoGYBaHb Ta KpuTepil
NPUAHATTSA POCAIMHHMX PEYOBUH,
npenapartiB POC/IMHHOIO
NOXOPKEHHS Ta NiKapCbKUX
3ac06iB POC/IMHHOTO NOXOMXKEHHS /
TpaauUiiHNX nikapcbkmx 3aco6is
poC/MHHOro noxomkeHHs" (EMA /
CPMP / QWP / 2820/00 Rev.2);
3MiHW | TUNY: 3MiHK 3 siKocTi. API.
KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BU3HAYEHUX Y
cneuudikauisx Ha A®l, abo
BUXIiAHWIA/NPOMIKHWIA
npoayKT/pearenT, Wwo
BMKOPWCTOBYHOTbCS Y MPOLECI
BMPOGHMLTBA AD| (BUNYyYEHHS
He3HaYyHOro NokasHuka sKocTi
(Hanpwknag BUTy4YeHHS
3acTapinoro nokasHuka))-
[ns pioyoi peyosuHn KBiTkK
nepsougiTy (Primulae flower with
calyx, powdered, Flores Primulae)
MapameTpwn ,3anax " nepeHeceHo
[0 po3giny“xapakTepucTmkm’
3rigHo 3 “KepiBHULITBOM LLOA0
cneumdgikadiii: npoueaypu
BMNpoGYBaHb Ta KpuTepil
NPUAHATTSA POCAIMHHMX PEYOBUH,
npenapartiB POC/IMHHOIO
NOXOPKEHHS Ta NiKapCbKUX
3ac06iB POC/IMHHOTO NOXOAXKEHHS /
TpaauUiiHNX nikapcbkmx 3aco6is
pocnuHHOro noxomxeHHs” (EMA /
CPMP / QWP / 2820/00 Rev.2);
3MiHW | TUNY: 3MiHK 3 sKocTi. AdPI.

KoHTposib A®I. 3miHa 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
napameTpax cneuudikauii Ta/abo

[OMYCTUMUX MEX, BU3HAYEHUX Y
crneundikauiax Ha A®l, abo
BUXIiAHWA/NPOMIKHWIA
npoayKT/pearenT, wo
BMKOPWCTOBYIOTHLCS Y Npoueci
BMPOGHMLTBa AD| (BUNYyYEHHS
He3HaYyHOro NokasHuka sKocTi
(Hanpvknag BUNyYeHHs
3acTapinoro nokasHvka)) - Ans
[il040i peYoBVHN TpaBK LWAaB/Mo
(Common sorrel herb, powdered;
Herba Rumicis) MapameTtpu
L3anax " nepeHeceHo Ao
po3ainy“xapakTrepucTukn’ 3rigHo 3
“KepiBHULTBOM LLOA0
cneumdikauiii: npoueaypu
BMNPO6YBaHb Ta KpuTepil
NPUAHATTA POCIMHHUX PEYOBWH,
npenaparis POC/IMHHOIO
NOXOKEHHS Ta NiKapCbKUX
3ac06iB POC/IMHHOTO NOXOMXKEHHS /
TpaauUiiHNX nikapcbknx 3aco6is
POCAMHHOrO noxomxeHHn” (EMA /
CPMP / QWP / 2820/00 Rev.2);
3MiHM | Tuny: 3MiHK 3 sKocTi. AdI.
KoHTposnb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BU3HAYEHUX Y
crneundikauiax Ha A®l, abo
BUXIiAHWIA/NPOMIKHWIA
npoayKT/pearenT, wo
BMKOPWCTOBYIOTbLCS y Npoueci
BMPOGHMLTBa AD| (BUNYyYEHHS
He3HaYyHOro NokasHuka sKocTi
(Hanpvknag BUNYyYeHHN
3acTapinoro nokasHvka)) - Ans
[il040i pevoBVHN TpaBK LWaBo
(Common sorrel herb, powdered;
Herba Rumicis) MNapameTpu ,cMak”
nepeHeceHo A0
po3ainy“xapakTrepucTukn’ 3rigHo 3
“KepiBHULTBOM LLOA0
cneumdikauiii: npoueaypu
BMNPO6YBaHb Ta KpuTepil
NPUAHATTA POCIMHHUX PEYOBUH,
npenaparis POC/IMHHOIO
NOXOKEHHS Ta NiKapCbKUX

3ac06iB POC/IMHHOTO NOXOMAXKEHHS /
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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
TpaguLUiiHnX Nikapcbknx 3acobis
pocnuHHOro noxomxeHHs” (EMA /
CPMP / QWP / 2820/00 Rev.2);

3MiHM | Tuny: 3MiHK 3 sKocTi. AL,
KoHTponb A®I. 3miHa y
napameTpax cneuudikadii Ta/abo
[ONYCTUMUX MEX, BUSHAUYEHUX Y
cneuudikauisx Ha A®l, abo
BUXIiAHWIA/NPOMIXKHWIA
NPoAyKT/peareHT, LWo
BMKOPVCTOBYIOTbCSA Y Npoueci
BUpo6HUUTBa AP (iHLLI 3MiHK) -
OHoBreHHs po3giny "3.2.S.5
CraHgapTHi 3pasku " ans
eTasIoHHOT peyoBuHU Rutoside
(Flores Primulae) BkntoYeHHAM
cepTudpikaTa aHanisy Ta
PO3LUMPEHHAM MeXi Ans
HeopraHiYHMX AOMILLIOK; 3MiHW |
TMny: 3MiHM 3 AKocTi. ADI.
KoHTponb A®L. 3miHa y MeToAax
BMnpo6ysaHHA A®| abo BUXigHOro
Marepiasy/nmpoMixXHOro
NpoAayKTy/peareHTy, Lo
BMKOPWCTOBYETbLCA Y NPOLIEC
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN
y 3aTBEpMXEHNX MeTodax
BMNPOOYBaHHSA) - [115 akTMBHOI
peyoBuHu Elder flower (Flores
Sambuci) OHOBNEHO MeTOo/,
TecTyBaHHs adnoToKCKHIB B1, B2,
G1 ta G2 (meTog BEPX — 3MiHn
npo6oniAroToBku)
KOHTPaKTHO flabopaTtopieto
Phytos Labor fur Analytic von
Arzneimitteln GmbH & Co. KG;
3MiHM | Tuny: 3MiHK 3 sKocTi. AdI.
KoHTponb A®l. 3miHa y meTogax
BMNpo6yBaHHA APl abo BuxigHoro
MaTepiany/npoMiXHOro
npoayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y MPOLIECi
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN
y 3aTBEpMHKEHNX MeTodax
BUNPOGYBaHHSA) - [1151 aKTUBHOI
peuoBuHu Herba Verbenae
OHOBJIEHO METO[, TECTYBaHHSA

adnoTtokcuHie B1, B2, G1 ta G2

(metog BEPX — 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
npo6oniarotoskn RS)
KOHTPaKTHO naboparopieto

Phytos Labor fur Analytic von
Arzneimitteln GmbH & Co. KG;
3MiHM | Tuny: 3MiHK 3 sKocTi. AdI.
KoHTponb A®L. 3miHa y MeToAax
BMnpo6ysaHHA A®| abo BUXigHOro
Marepiasy/nmpoMixXHOro
NpoAyKTy/peareHTy, Lo
BMKOPWCTOBYETHLCA Y NPOLIECi
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN
y 3aTBEpMXEHNX MeTodax
BMNPOBYBaHHSA) - [115 akTMBHOI
pevoBmHM Common sorrel herb
OHOBJIEHO METO[, TECTYBaHHS
adnoTtokcuHie B1, B2, G1 ta G2
(metog BEPX — 3miHK
npo6oniarotoBkn RS)
KOHTPaKTHO flabopaTtopieto
Phytos Labor fur Analytic von
Arzneimitteln GmbH & Co. KG;
3MiHM | Trny: 3MiHK 3 sKocTi. AdI.
KoHTponb A®l. 3miHa y meTogax
BMNpo6yBaHHA APl abo BuxigHoro
MaTepiany/npoMiXHOro
npoayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y MPOLIECi
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN
y 3aTBEpMHKEHNX MeTodax
BUNPOGYBaHHSA) - [1151 aKTUBHOI
peyoBuHu Primula flowerf with
calyx OHOB/IEHO MeTOf,
TecTyBaHHs adynoToKcKHIB B1, B2,
G1 ta G2 (meTog BEPX — 3MiHK
npo6oniarotoBkn RS)
KOHTpaKTHO flabopatopieto
Phytos Labor fur Analytic von
Arzneimitteln GmbH & Co. KG;
3MiHuW | TUNY: 3MiHK 3 sKocTi. AdPI.
KoHTponb A®l. 3miHa y meTogax
BMNpo6yBaHHA A®| abo BUXigHOro
MaTepiany/npoMiXHOro
npoayKTy/peareHTy, LWo
BUKOPWCTOBYETLCA Y MPOLIECI
BUpO6HMLUTBa AP| (HE3HAYHI 3MiHK
y 3aTBEPMKEHNX MeTogax
BMNPOOYBaHHS) - [1na akTUBHOI
peyoBMHM Gention root OHOBNEHO

MEeTO/, TECTYBaHHS ap/IOTOKCUHIB
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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

B1, B2, G1 Ta G2 (MeTog BEPX —
3MiHV Npo6oniarotToBku RS)
KOHTpaKTHO flabopatopieto
Phytos Labor fur Analytic von
Arzneimitteln GmbH & Co. KG;
3MiHuW | TUNYy: 3MiHK 3 sKocTi. AdPI.
KoHTponb A®l. 3miHa y meTogax
BMNpo6yBaHHA A®| abo BUXigHOrO
MaTepiany/npoMiKHOro
npoayKTy/peareHTy, WO
BUKOPWCTOBYETLCA Y MPOLIECI
BUpO6HMLUTBa AP| (HE3HAYHI 3MiHK
y 3aTBEPAKEHUX MeTogax
BMNpo6yBaHHS) - Ansa Herbal
substance — Elder flower
OHOB/IEHO METO/, TECTyBaHHS
achnaTokcuHiB y Tpasax (KBiTka
6y3uHu, TpaBa BepbeHun, Tpasa
3BMYAlHOrO LUAB/II0, KBITKa
npumynu), 3actocoBaHuii Phytolab
& Co. KG, a came 3miHeHo 3 SOP
805050-leaf, Bunyck 3, Ha SOP
805025, Bunyck 2; BiANOBiAHI
XpomatorpadivHi napameTtpu (Tvn,
[OBXWHA, fliaMeTp KO/IOHU,
pyxnvBa hasza) 3anvmnncs
HE3MIHHUMU; 3MiHW | TURY: 3MiHK 3
akocTi. A®l. BupobHMLTBO. 3MiHK
B npoLieci BUpo6HuuTea AdI
(He3HauyHa 3MiHa y npoueci
BMpo6HuuTBa A®I) - ina Herbal
substance — verbena herb meTtop,
TecTyBaHHS ap/iaTOKCUHIB,
3acTocoBaHuii Phytolab & Co. KG,
6yno 3miHeHo 3 SOP 805050-leaf,
Bunyck 3, Ha SOP 805025, sunyck
2. Mig yac OHOBNEHHSI METOAY
TecTyBaHHA 6y/10 NpoBeAeHO
NYLle He3HauHi 3MiHW. BiANOBIAHI
XpomaTtorpadiyHi napameTpu (Tvn,
[OBXMWHA, AjiaMeTp KOMOHW,
pyxnuBa hasa) 3anuwmnucsa
HE3MIHHUMW; 3MiHW | TUny: 3MiHKW 3
akocTi. A®l. KoHTponb A®l. 3miHa
y MeTogax BunpobysaHHa AP abo
BMXifHOro marepiany/npoMixXHOro
npoayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NPOLLECi
BMPOG6HMLTBA AD| (HE3HAYHI 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

y 3aTBEPMKEHUX MeTogax
BMNpo6yBaHHs) - Ansa Herbal
substance — common sorrel herb
MEeTOZ, TeCTyBaHHS ap/1laTOKCUHIB
y TpaBax, 3acTtocoBaHuii Phytolab
& Co. KG, 6yno 3miHeHo 3 SOP
805050-leaf, Bunyck 3, Ha SOP
805025, Bunyck 2. MNig vac
OHOBJIEHHA METOAY TeCTyBaHHSA
6y/10 MPOBEAEHO NNLLIE HE3HAYHI
3MiHK. BignosigHi
XpomatorpadivHi napameTtpu (Tvn,
[OBXWHA, fliaMeTp KO/IOHU,
pyxnvBa hasza) 3anvmnmcs
HE3MIHHUMU; 3MiHW | TURY: 3MiHK 3
akocTi. A®l. KoHTponb A®l. 3miHa
y MeTogax BunpobyeaHHa Adl a6o
BUXIAHOrO MaTepiasy/npoMixXHOro
npoayKTy/peareHTy, LWo
BUKOPWCTOBYETLCA Y MPOLIECI
BUpO6HMLUTBa AP| (HE3HAYHI 3MiHK
y 3aTBEPMKEHUX MeTogax
BMNpo6yBaHHs) - Ansa Herbal
substance — Primula flower with
caly meTog TecTyBaHHs
athiaToKCUHIB y TpaBax,
3actocoBaHuii Phytolab & Co. KG,
6y/10 3MiHeHo 3 SOP 805050-leaf,
Bunyck 3, Ha SOP 805025, sunyck
2. Mig yac OHOBNEHHA MeToaY
TecTyBaHHs 6yn0 npoBeaeHo
NiLe He3HayHi 3MiHW. BignosigHi
XpomatorpadivHi napameTtpu (Tvn,
[OBXWHA, fliaMeTp KO/IOHU,
pyxnvBa hasza) 3anvmnncs
HE3MIHHUMU; 3MiHW | TURY: 3MiHK 3
akocTi. A®l. KoHTponb Adl. 3miHa
y MeTogax BunpobyeaHHa Adl a6o
BUXIAHOrO MaTepiasy/npoMixXHOro
npoayKTy/peareHTy, WO
BUKOPWCTOBYETLCA Y MPOLIECI
BUpO6HMLUTBa AP| (HE3HAYHI 3MiHK
y 3aTBEPMKEHNX MeTogax
BMNpobyBaHHsA)- Ans Herbal
substance - Elder flower,
powdered cnoci6 aHanidy (meTtog,
BEPX) Ha xnioporeHHy kucnoty, B
PY PM 319/02 (onuc aHanisy ans
Tab/1eTOK Ta KBITOK 6y3MHW)
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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

3aMiHeHO Ha HoBwii meTof B PY
PM 754/01(onvc aHanisy gns
KBITOK 6Y31HW)
OHoBneHHs po3ginis "3.2.5.4.1
Cneuudpikauis, "3.2.S.4.2
AHaniTuuHi npoueaypu” Ta
"3.2.S.4.3 Banigavujs aHanitTnyHnx
npouenyp", 3MiHa 0ANHWL
KpuTepito NpuiAHATTA 3 3% (M/M)
Ha mr/ 100 mr, 6e3 3miHu
AianasoHy; 3MiHu | Tuny: 3miHu 3
AKocTi. A®l. KoHTponb A®I. 3miHa
y MeTogax sunpobysaHHa APl abo
BMXifHOro Matepiany/npoMixHOro
NpoAayKTy/peareHTy, Lo
BMKOPWCTOBYETHLCA Y NPOLIECi
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN
y 3aTBEpMAXEHNX MeTodax
BMNPOOYBaHHS) - MeTof, aHasi3y
Chromotographic purity (CP)
eTasIoHHOI peyoBuHu PyTosuay (B
PY PM 244) oHoBneHo BignoBsigHoO
[0 MoHorpadii «PyTo3ng:
NepBUHHWI eTa/IOHHWI cTaHZapT
KiNIbKICHOTO BU3HAYEHHS
lineHTudpikawii gns
thapmMaLeBTUYHUX NpenapariB»
OHoBrieHHs p. “3.2.S.5 Reference
substances, pefaxuiiiHi npasku;
3MiHuW | TUNY: 3MiHK 3 sKocTi. AdPI.
KoHTponb A®l. 3miHa y meTogax
BMNpo6yBaHHA A®| abo BUXigHOro
MaTepiany/npoMiXHOro
npoayKTy/peareHTy, LWo
BUKOPWCTOBYETLCA Y MPOLIECI
BUpO6HMLUTBa AP| (HE3HAYHI 3MiHK
y 3aTBEPAXEHNX MeTodax
BMNpo6yBaHHs) - Ansa Herbal
substance - radix Gentianae
(kopeHi ropnyaBkun) OHOB/IEHO
MeTog TeCTyBaHHS Ha
athnaTtokcunu B1, B2, G1 ta G2
(BEPX) 3miHeHo 3 SOP 805050-
root, Bunyck 3, Ha SOP 805021,
Bunyckl, sigbynacb 3MiHa
npo6oniAroToBKM 63 3MiHK
XpomaTorpadiyHux napameTpis;
3MiHW | TUNY: 3MiHK 3 sKocTi. AdPI.
KoHTponb A®l. 3miHa y meTogax
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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

Bunpo6ysaHHA A®| abo BUXigHOro
Marepiasy/mpoMixXHOro
NpoAayKTy/peareHTy, Lo

BMKOPWCTOBYETLCA Y NPOLIEC
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN
y 3aTBEpMAXEHNX MeTodax
BMNpo6yBaHHS) - [ina Herbal
substance — Gentian root,
powdered cnoci6 aHanizy (MmeTog

BEPX) Ha BMICT reHioTuniposugy,

a came B PY PM 320/03 (onuc
aHanisy Ana TabneTok Ta KopeHs
ropeyasku) 3amiHeHo Ha B B PY

PM 755/01(onvc aHanisy gns

KOpeHs ropeyaBkn) OHOBEHHS

po3ginis "3.2.S.4.1 Cneuucpikauis,

"3.2.S.4.2 AHanitnyHi npouegypun”
Ta "3.2.S5.4.3 Banigauis

aHaniTMYHUX npoueayp”, 3MiHa

OAVHULL KpUTEPIto NPUAHATTA 3 %

(m/m)
Ha mr/ 100 mr, 6e3 3miHu
AianasoHy; 3MiHu | Tuny: 3miHu 3

AKocTi. A®l. KoHTponb AdI. 3miHa

y MeTogax BunpobysaHHa APl abo

BMXifHOro Martepiany/npoMixHOro
NpoAyKTy/peareHTy, Lo

BMKOPWCTOBYETHLCA Y NPOLIECi
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN
y 3aTBEpMAXEHNX MeTodax
BMNpo6yBaHHs) - [ina Herbal
substance — Primula flower with
calyx, powdered (kBITKM NpUMyn)
Ha BMiCT ®naBoHoigiB X
(Flavonoid X , calculated as
rutoside) (BEPX), a came B PY
PM 320/02 (onuc aHanisy ans
TabneTok Ta KBiTKM NpuMynn)
3amiHeHo Ha B PY PM
755/01(onuc aHanidy An1s KBiTKM
npumynu) OHOBMEHHS pPo34inis
"3.2.5.4.1 Cneuudikauis,

"3.2.S.4.2 AHaniTuyHi npouegypun”
Ta "3.2.5.4.3 Banigaujs

aHaniTMYHMX npoueayp", 3MiHa
OAVHUL KpUTEPIto NPUAHATTA 3 %

(m/m) Ha mr/ 100 mr, 6e3 3miHn
nianasoHy; 3miHu | TMny: 3MiHK 3
akocTi. A®Il. KoHTposib A®I. 3miHa
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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

y MeTogax BunpobysaHHa APl a6o
BMXifHOro Matepiany/npoMixHOro
NpoAayKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NPOLIEC
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN
y 3aTBEpMAXEHNX MeTodax
BMNPOOYBaHHS) - OHOB/IEHO METO[,
MaKpOCKOMIYHOT Ta MiKPOCKOMiYHOT
iaeHTugikaLii Common sorrel
herb, powdered (TpaBu 3B14anHoi
LLaB/0), a caMe peakLiliHi
npaBky Ta NPUCBOEHO HOBWIA
Homep 3
B PY PM 205/01 Ha B PY PM
468/02; 3MiHu | TUNy: 3MiHK 3
akocTi. A®l. KoHTponb A®l. 3miHa
y MeTogax BunpobyeaHHa Adl a6o
BUXIAHOrO MaTepiasy/npoMixXHOro
npoayKTy/peareHTy, LWo
BUKOPWCTOBYETLCA Y MPOLIECI
BUpO6HMLUTBa AP| (HE3HAYHI 3MiHK
y 3aTBEPMKEHUX MeTogax
BMNpo6yBaHHs) - Ansa Herbal
substance — Common sorrel herb,
powdered (TpaBu 3BMYaHOI
LLaB/0) Ha BMICT ®naBoHoigiB Q
(Flavonoid Q , calculated as
hyporoside), a came B PY PM
322/03 (onuc aHanisy ans
TabneTok Ta Tpasu 3BMYaiiHOI
LiaBto) 3aMiHEHO Ha B PY PM
757/01(onuc aHanisy ans Tpasu
3BMYaiiHOI WaBsio)). OHOB/IEHHS
po3ginis "3.2.S.4.1 Cneuucpikauis,
"3.2.S.4.2 AHanitnyHi npouegypun”
Ta "3.2.S5.4.3 Banigauis
aHaniTMYHUX npoueayp”, 3MiHa
OAVHULL KpUTEPIto NPUAHATTA 3 %
(m/m) Ha mr/ 100 mr, 6e3 3MiHK
AianasoHy; 3MiHu | Tuny: 3miHu 3
akocTi. A®l. KoHTponb A®l. 3miHa
y MeTogax BunpobysaHHa AP abo
BMXifHOro marepiany/npoMixXHOro
npoayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y MPOLIECi
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN
y 3aTBEpMHKEHNX MeTodax
BMNpPO6YBaHHs) - Ans Herbal

substance -Verbena herb,
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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

powdered (TpaBu BepbeHn)
BMNpobyBaHHA Verbenalin, a came
B PY PM 323/03 (onuc aHanisy
4Nnsi TabneTok Ta TpaBu BepbeHn)
3aMiHeHo Ha B PY PM
758/01(onuc aHanisy ons Tpasu
BepbeHun). OHOBNEHHS PO3AiNiB
"3.2.S.4.1 Cneundpikauis,
"3.2.S.4.2 AHaniTnuHi npoueaypu”
Ta "3.2.5.4.3 Banigauis
aHaniTMYHUX npoueayp”, 3aMiHa
OQMHULL KPUTEPItO NPUAHATTSA 3 %
(m/m) Ha mr/ 100 mr, 6e3 3MiHK
AianasoHy; 3MiHu | Tuny: 3miHu 3
AKocTi. A®l. KoHTponb A®I. 3miHa
y MeTogax sunpobysaHHa APl a6o
BMXifHOro Martepiany/npoMixXHOro
NpoAayKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NPOLIECi
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN
y 3aTBEpMAXEHNX MeTodax
BMNPOOYBaHHS) - OHOBJIEHHSA
po3giny "3.2.S.5 CtaHzapTHi
3pasky " 419 eTasIOHHOT PeYOBUHN
BepbeHaniHy gns
Chromatographic purity. (y
MoHorpadii «BepbeHaniH
NEePBVHHWI €TaUTIOHHWUIA CTaHAapT
ONS KiNbKICHOro BU3HAYeHHs» 6e3
3MiHW MEeTOAMKM NpW Nepexogi Big,
B PY PM 018/01 go B PY PM
018/02; 3miHu | TUMY: 3MiHK 3
AKocTi. A®l. KoHTponb A®I. 3miHa
y MeTogax BunpobysaHHa APl abo
BMXifHOro Martepiany/npoMixHOro
NpoAayKTy/peareHTy, Lo
BMKOPWCTOBYETHLCA Y NPOLIECi
BMPOGHMLTBA AD| (BUNYyYEHHS
MeToAy BUNPOOYBaHHA ANs
Adl/peareHTy/npoMiXXHOro
NPOAYKTY, AKLO a/lbTEPHATUBHUIA
MeTOZ, BXe 3aTBEPMKEHNI) -
OHOBNEHHSA po3giny "3.2.S.5
CraHgapTHi 3pa3ku " ans
eTa/IoHHOT PeYoBUHMU
reHTionikposug ans
Chromatographic purity (y
MoHorpadii «Gentiopicroside:
eTa/IOHHWI cTaHaapT Ans
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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

KiNIbKICHOr0 BU3HAYEHHs») 6e3
3MiHVM METOAMKM NpY nepexogi Bif
B PY PM 020/01 go B PY PM
021/01; 3MiHK | TunNy: 3MiHK 3
akocTi. A®l. KoHTponb A®l. 3miHa
y MeTogax BunpobysaHHA APl abo
BMXifHOro marepiany/npoMixXHOro
npoayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NPOLLECi
BMpo6HMLTBA AP (iHLWI 3MiHN Y
mMeTogax BUNpobyBaHHSA
(BKKOYAOUM 3aMiHy a60
[0noBHEHHS) A®| abo
BMWXifHOr0/NpOMIKHOro NPOAYKTY)-
[ns pioyoi peyosnHM Tpasa
waento (Herba Rumicis)
[OMOBHEHHA TECTYBaHHS Badkknx
MeTasliB MmeTogom «Mac-
CNeKTPOMETPISA 3 iIHAYKTUBHO-
3B'sI3aHO0 Nnasmoto» (ICP-MS)
BignosigHo EP, 2.4.27.; 3MiHu |
TMny: 3MiHW 3 AkocTi. AdI.
KoHTponb A®l. 3miHa y meTogax
BMNpo6yBaHHA APl abo BuxigHoro
MaTepiany/npoMiXHOro
npoayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y MPOLIECi
BMpo6HMLTBA AP (iHLWI 3MiHW Y
mMeTogax BUNpobyBaHHSA
(BKKOYAOUM 3aMiHy a60
[0noBHEHHS) A®| abo
BVIXiLHOro/NpoMIKHOTO MPOAYKTY) -
[ns pioyoi peyosnHM Tpasa
BepbeHu (Herba Verbenae)
[OMOBHEHHA TECTyBaHHS Badkknx
MeTasliB MmeTogom «Mac-
CNeKTPOMETPIS 3 iIHAYKTUBHO-
3B'sI3aHO0 Nnasmoto» (ICP-MS)
BignosigHo EP, 2.4.27.; 3MiHu |
TMny: 3MiHW 3 AkocTi. AdI.
KoHTponb A®l. 3miHa y meTogax
BMNpo6yBaHHA APl abo BuxigHoro
MaTepiany/npoMiXHOro
npoayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y MPOLIECi
BMpo6HMLTBA AP (iHLWI 3MiHW Y
mMeTogax BUNpobyBaHHSA
(BKKOYAOUM 3aMiHy a60
AonoBHeHHs) APl abo
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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

BVIXiZLHOro/NnpoMiKHOTrO MPOAYKTY) -
[na gitouoi pevoBrHN KopiHb
ropeyasku (Radix Gentianae)

[OMOBHEHHS TECTYBaHHS Badkknx
meTanis meTogom «Mac-
CMEeKTPOMeTpIs 3 iIHAYKTUBHO-
3B'I3aHOI0 N1asmoto» (ICP-MS)
BignosigHo EP, 2.4.27.; 3MiHu |
TMny: 3MiHK 3 KocTi. API.
KoHTponb A®l. 3miHa y meTogax
BMNpo6yBaHHA A®| abo BUXigHOro
MaTepiany/npoMiXHOro
npoayKTy/peareHTy, WO
BUKOPWCTOBYETLCA Y MPOLIECI
BMPO6HULTBA AP (iHLWi 3MiHK Y
mMeTodax BUNPO6yBaHHSA
(Bktovatoum 3amiHy abo
[0MnoBHEHHS) AdD| abo
BVIXiLHOro/NnpoMiKHOrO MPOAYKTY) -
[na pitovoi KeiTkn 6y3uHu (Flores
Sambuci) ONOBHEHHS
TeCTyBaHHs1 Baxknx metanis
MeToAoM «Mac-cnekTpomeTpist 3
iHAYKTUBHO-3B'A3aHOI0 N/1a3MOK0»

(ICP-MS) signosigHo EP, 2.4.27;

3MiHM | Tuny: 3MiHK 3 sKocTi. AdI.
KoHTponb A®L. 3miHa y MeToAax
Bunpo6ysaHHA A®| abo BUXigHOroO
Marepiasy/nmpoMixXHOro
NpoAayKTy/peareHTy, Lo
BMKOPWCTOBYETHLCA Y NPOLIECi
BMpo6HULTBa API (iHWi 3MiHK Y
mMeToAax BUNpobyBaHHA
(BKrOvatoum 3amiHy abo
[0NoBHEHHS) A®| abo
BUXIAHOro/NPOMDKHOTO NPOAYKTY) -
[nsa gitoyoi KBiTkM nepBougiTy 3
yaweykoto (Flores Primulae cum
Calycibus) TecTyBaHHs1 Bakkmnx
mMeTasiB MmeTogom «Mac-
CNeKTPOMeTPIs 3 iIHAYKTUBHO-
3B'A3aHOI0 Nnasmoto» (ICP-MS)
BignosigHo EP, 2.4.27.; 3MiHu |
TMny: 3MiHM 3 AKocTi. ADI.
Cucrema
KOHTeWHep/3aKynoptoBasbHWi
3aci6. 3miHa y 6e3nocepesHiii
ynakoBLi A®I (akicHi Ta/abo
KiNIbKICHI 3MiHW cknagay) -
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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

OHoBEeHHs po3ainy «3.2.5.6
CurcTeMa 3aKpuTTS KOHTeHepiB»
0N Ai040T peyoBUHU
Tpasa waento (Herba Rumicis), a
came 3aMicTb 3 Lwapis nanepy ,
WinbHicTo 70 r/m2
Ta ofiHoro wapy HDPE
NPOMNOHOBAHO NMaKyBasIbHWIA
mMaTtepian 3 2-x Wwapis nanepy
LLiSTbHICTIO
80 r/m2 Ta HDPE iHnaliHep;
BHYTPILLHI MaTepian, sKuii
KOHTaKTY€E 3 MOPOLLKOMNOAiIGHNUM
POC/IMHHWM NpenapaToMm, He
3MIHIOETBCS | HE BNMBAE Ha
CTIKICTb POCNIMHHOT cybCcTaHLji
BHECEHO MOCWNaHHSA Ha
PernameHT (EC) Ne 1935/2004,
(EC) Ne 2023/2006 Ta (EC) Ne
10/2011.; 3miHu | TUMy: 3MiHKM 3
akocTi. A®l. Cuctema
KOHTeWHep/3aKynoptoBasbHWi
3aci6. 3miHa y 6e3nocepesHiii
ynakoBLi A®I (akicHi Ta/abo
KiNbKICHI 3MiHW cknagy) -
OHoBreHHs po3giny «3.2.S.6
CurcTeMa 3aKpUTTS KOHTenHepiB»
Ans gio4yoi peyoBnHY Tpasa
BepbeHu (Herba Verbenae), a
came 3aMicTb 3 Wapis nanepy ,
WwinbHicTio 70 r/M2 Ta ofHoro
wapy HDPE nponoHoBaHo
nakyBaslbHWIn MaTepian 3 2-x
Lapis nanepy LWisbHICTIO
80 r/m2 Ta HDPE iHnaliHep;
BHYTPILLHI MaTepian, sKuii
KOHTaKTY€E 3 MOPOLLKOMNOAiIGHNUM
POC/IMHHMM NpenapaToMm, He
3MIHIOETBCS | HE BNMBAE Ha
CTIKICTb POCNMHHOT cybCcTaHLii
BHECEHO MOCWNaHHSA Ha
PernameHT (EC) Ne 1935/2004,
(EC) Ne 2023/2006 Ta (EC) Ne
10/2011; 3MiHu | TURY: 3MiHK 3
akocTi. A®l. Cuctema
KOHTeWHep/3aKynoptoBasbHWi
3aci6. 3miHa y 6e3nocepesHiii
ynakoBLi A®I (akicHi Ta/abo
KiNIbKICHI 3MiHW cknagay) -
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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

OHoBEeHHs po3ainy «3.2.5.6
CurcTeMa 3aKpuTTS KOHTeHepiB»
0Nns Aitodoi peyoBuHU. KopiHb
ropeyasku (Radix Gentianae), a
came 3aMicTb 3 WapiB nanepy,
WinbHicTo 70 r/M2 Ta ogHoro
wapy HDPE nponoHoBaHo
nakyBaslbHUIA MaTepian 3 2-x
WwapiB nanepy LWiNbHICTIO
80 r/m2 Ta HDPE iHnaiiHep;
BHYTPILLHI MaTepian, SKuii
KOHTaKTY€E 3 NOPOLLKONOAIGHUM
POC/IMHHMM NpenapaToMm, He
3MIHIOETBCA | HE BNMBAE Ha
CTilKiCTb POC/IMHHOT cy6CTaHLi
BHECEHO MOCUIaHHA Ha
PernameHT (EC) Ne 1935/2004,
(EC) Ne 2023/2006 Ta (EC) Ne
10/2011; 3MiHu | TURY: 3MiHK 3
AkocTi. A®l. Cuctema
KOHTeHep/3aKynoptoBasibHiA
3aci6. 3miHa y 6e3nocepegHiii
ynakoBLi A®| (skicHi Ta/abo
KiNbKiCHi 3MiHV cknagy) -
OHoBEeHHs po3ainy «3.2.5.6
CurcTeMa 3aKpuTTS KOHTelHepiB»
ONs [ito4voi peyoBrHN. KBiTku
6y3uHm (Flores Sambuci), a came
3amicTb 3 Wwapis nanepy,
WinbHicTo 70 r/M2 Ta ogHoro
wapy HDPE nponoHoBaHo
nakyBaslbHUIA MaTepian 3 2-x
Lwapis nanepy LWinbHicTo 80 r/m2
Ta HDPE iHnaiHep; BHYTPILLHiiA
marepian, sSK1ii KOHTaKTye 3
NOPOLLKONOAIGHUM POCAVHHUM
npenaparom, He 3MIHIOETbCS | He
BM/IMBAE Ha CTIlKICTb POCAMHHOI
cy6CTaHLil BHECEHO NOCWMNaHHS Ha
PernameHT (EC) Ne 1935/2004,
(EC) Ne 2023/2006 Ta (EC) Ne
10/2011; 3miHm | TUNY: 3MiHK 3
AkocTi. A®l. Cuctema
KOHTelHep/3aKynoptoBabHWi
3aci6. 3MiHa y 6e3nocepesHii
ynakoBui A®| (skicHi Ta/abo
KifIbKiCHI 3MiHU cknagy) -
OHoBreHHs po3sginy «3.2.S.6
CuncTemMa 3aKpuTTSa KOHTEnHepiB»
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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

ANA 4il4oi pevoBrHN KBiTkK
nepBoLBiTYy 3 yawleukoto (Flores
Primulae cum Calycibus), a came
3amicTb 3 Wwapis nanepy ,
WinbHicTo 70 r/M2 Ta ogHoro
wapy HDPE nponoHoBaHo
nakyBaslbHUIA MaTepian 3 2-x
LwapiB nanepy LWinbHicTo 80 r/m2
Ta HDPE iHnaiiHep; BHYTPILLHiiA
marepian, K1 KOHTaKTye 3
NMOPOLLKOMNOAiIGHUM POCAVHHUM
npenapartoMm, He 3MIHIOETLCS | He
BN/IVBAE Ha CTIMKICTb POCIMHHOI
cy6CTaHLil BHECEHO NMOCWMNaHHSA Ha
PernameHT (EC) Ne 1935/2004,
(EC) Ne 2023/2006 Ta (EC) Ne
10/2011; 3MiHu | TURY: 3MiHK 3
akocTi. A®l. CTabinbHicTb. 3MiHa
nepiofy NOBTOPHMX
BMNpobyBaHb/nepioay 36epiraHHs
abo ymoB 36epiraHHs AdI (3a
BiICYTHOCTI y 3aTBEPAXEHOMY
[ocbe cepTudpikaTa BignoBiAHOCTI
€Bponeiicbkili hapmakonei, Lo
BK/IHOYA€E Nepiog, NOBTOPHOrO
BMNpo6yBaHHS) (Nepiog,
NOBTOPHOro BUNpobyBaHHsA/nepios
36epiraHHs) - 36inbLUeHHsT abo
BBE/leHHs nepiofly NOBTOPHOTO
BUNpo6yBaHHs/nepioay
36epiraHHa Ha OCHOBI pe3y/ibTaTiB
[OCnigpKeHb y peasibHOMY Yaci -
36inblUeHHA nepiogy NOBTOPHOrO
BUMNPOBYBaHHS NEPBUHHOIO
eTasIOHHOTo CTaHAapTy ANs
KiNbKICHOTO BU3HAYEHHS pyTO3uay
PRSQ 3 2-x pokis A0 4 pokiB.
MoBTOpHWIA TeCT nokasas, Lo
eTasIoHHa peyoBuHa He
3MiHWMacs; 3MiHu | Tuny: 3miHm 3
AakocTi. A®I. CTabinbHicTb. 3miHa
nepiogy NOBTOPHUX
BMNpobyBaHb/nepiogy 36epiraHHs
abo ymoB 36epiraHHa Adl (3a
BiiCYTHOCTI Y 3aTBEpKEHOMY
[ocbe cepTudiikaTa BignoBiAHOCTI
€Bponeiicbkili hapmakonei, Lo
BK/IIOY@E Mepiog, NOBTOPHOrO
BMNpo6yBaHHS) (nepiog
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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

NMOBTOPHOro BMNpobyBaHHsA/nepios
36epiraHHs) - 36inbLUeHHs abo
BBe/leHHS nepiofly NOBTOPHOrO

BMNPOGYBaHHs/nepiogy
36epiraHHa Ha OCHOBI pe3y/ibTaTiB
[ocnimkeHb y peasibHOMY 4aci -
36inbLIeHHS nepiody NOBTOPHOIO
BUNPOOYBaHHA eTaSIoOHHOTo
cTaHAapTy ANns KinbkicHOro
BU3HaYeHHA pyTo3may RSQ 3 2-x
pokiB A0 4 pokiB. [TOBTOpHWIA TecT
RSQ yepes 4 poku nokasas, L0
eTa/loOHHa pe4yoBuHa He
3miHWnacs. OHOBEHHS po3ainy
"3.2.S.5 CtaHgapTHi 3pasku Ta

npenapatun”; 3MiHu | Tuny: 3miHn 3

SKocTi. [0TOBWIA Nikapcbkuii 3aci6.

3MiHM Y BUPOBHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTbCA

BUWMYCKY Cepii Ta KOHTPOSIH0 SKOCTI

roToBOro NikapcbKoro 3acoby

(3amiHa abo fgogaBaHHA AiNbHALI,

Ha sKili 3QiACHI0ETbCSA
KOHTPO/b/BUNPOBYBaHHSA cepil) -
[opasaHHa nabopartopii gns
TecTyBaHHs Mikpob6ionoriyHoT
YACTOTW NiKApPCbKOro 3acoby

(Tabnetok) Labor LS SE & Co.KG,

npviBeleHHA Ha3BW 3aTBEPMHKEHOT

LiNbHUL 0O YMHHOTO cepTudpikaty

GMP; 3miHu | TURy: 3MiHK 3 AKOCTI.

[oTOBWMIA Nikapcbkuii 3aci6. 3miHn
Y BUPOBHULITBI. 3MiHN
BMNpobyBaHb abo AOMyCTUMUX
MeX, BCTAHOBNEHNX Y
crneundikalisx, nig vac
BMPOGHMLTBA rOTOBOIO
NikapcbKoro 3acoby (BUyYeHHs
HecyTTeBOro BUNPOOyBaHHSA B
npoteci BUpobHULTBA) -
OHoBneHHs po3giny "3.2.P.3.4
KOHTPONb KpUTUYHKX CTagin Ta
MPOMDKHOI  MpoAyKLii", BUTy4YeHO
NOBITPSAHWI KOHTPOJIb «BiAHOCHOI
BOIOrOCTi (Sina)» Ta BHYTPILLHINA
Homep onucy 3.2.P.3.4 3MiHeHo 3
A PD HV 62401/02 Ha A PD HV
62401/01; 3MiHu | TUNY: 3MiHK 3
AKOCTi. [O0TOBWI Slikapcbkuii 3acib.
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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
KOHTpOsib roToBOro nikapcbKoro
3acoby. 3miHa y meToaax

BUMPOBYBaHHS rOTOBOIO
NiKapcbKoro 3acoby (HesHayHa
3MiHa Y 3aTBEpKEHUX MeToaax
BUNPOBYBaHHS) - 3MiHa Yy MeTofax
BMNPOBYBaHHA rOTOBOrO
nikapcbKoro 3acoby, a came
OHOBJIEHHSI MeToay ANA
KiNbKicHOro aHanisy cpiaBoHoiga X
(po3paxoBaHuii sk pyTo3ua), BPY
PM 321/04 (Assay Flavonoid X,
calculated as rutoside Primulae
flos, calculated via flavonoid X);
3MiHuM | TUNY: 3MiHW 3 SKOCTI.
["oTOBWIA NiKapcbkuii 3aci6.
KOHTpO/b roTOBOrO /iKapCbKoro
3acoby. 3miHa y meTofax
BMNPOBYBaHHA rOTOBOrO
nikapcbkoro 3acoby (HesHayHa
3MiHa Y 3aTBEpKEeHUX MeToaax
BMNPOOGYBaHHS) - 3mMiHa y MeToAax
BUMPOBYBaHHS rOTOBOIO
nikapcbKoro 3acoby, a came
OHOB/IEHHS MeToay KinbKicHWiA
BMiCT BepbeHaniHy; TpaBa
Bep6eHn po3paxoBaHo no
Mapkepy BepbeHaniHy 3amiHa
HoMepy aHanisy BPY PM 323/03
Ha BPY PM 323/04 ( 3MiHN y
po3aini npo6oniaroToBKM )
(3aTtBepmxeHo: 32,4 -39,6
mg/coated tablet 3anponoHoBaHo:
90-110%); 3miHm | Trny: 3MiHN 3
SKocTi. [0TOBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTeWHep/3aKynoptoBasbHWi
3aci6. 3miHa y meToaax
BUNPOGYBaHHSA NepPBUHHOT
yMakoBKM FOTOBOTO NiKapCbKOro
3aco6y (iHWi 3MiHK y MeToaax
BMNPO6YBaHb (BKIOYaOUM 3aMiHy
abo gopasaHHs)) - logaBaHHA
BizyanbHuii TeCT Ha HEMOPYLUHICTb
NIOMIHIEBOT (PO/IbIN Ha BUNYCK
«aJsIloMiHieBOI 6nicTepHOT dhonbr»
(NepBMHHOrO NakyBaHHS).
OHoBNeHHsA p.3.2.P.7 Cuctema

3aKpUTTS KOHTENHEpIB -
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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

nikapcbkuii 3aci6 "; 3miHu | Tuny:
3MiHK 3 sKOCTi. FOoTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKynoptoBasbHWi
3aci6. 3miHa y meTodax
BUNPOGYBaHHSA NepPBUHHOT
yMakoBKM FOTOBOTO NiKapCbKOro
3aco6y (He3HauHi 3MiHW Yy
3aTBEPAKEHNX METOAAX
BMNPOOGYBaHb) - OHOBNEHHS
po3gainy 3.2.P.7 3miHu
dhopmyntoBaHHSA meToay
BW3HAYEHHSA NMOBEPXHEBOT Macu
nokputta PVDC B crneumdikaui.
3MiHM camoi npoueaypu
TECTyBaHHS He NPOBOAU/IOCH.
3atBeppxeHuint metog DIN onwncye
BW3HAYEHHS Barn NoOBepXHi
LWNsxom noginy wapy MNBX Ta
MBAK Ta 3BaxyBaHHA,
BUKOPUCTOBYIOUM 3pa3ok 100 cm2.
TOMy HISIKOT METOANYHOT 3MiHN
MeToAy TeCTyBaHHS He
NPOBOAUTLCSA; 3MiHM | TUNY: 3MiHK
3 AKOCTi. FoTOBMIA NiKaPCbKNi
3aci6. Cuctema
KOHTelHep/3aKynoptoBasbHUiA
3aci6. 3miHa y meTogax
BMNPO6YBaHHSA NEPBUHHOI
yNakoBKW rOTOBOrO NiKapCbKOro
3aco6y (iHwWi 3MiHM y MeTogax
BMNpOGYBaHb (BK/IKOYAKUM 3aMiHy
abo fofaBaHHs)) -
OHoBneHHs po3sginy 3.2.P.7
CucTema 3akpuTTS KOHTelHepiB, a
came CTBOpeHa aBTOMaTn3oBaHa
cuctema s MOPIBHAHA TEKCTY Ta
MakeTy Bif61TKa Ha asIlOMIHIEBIN
honb3i i3 3paskom (cuctema
MOPIBHAHHA 306paXeHb); 3MiHN |
Tuny: 3MiHKM 3 SKocTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKynoptoBasbHWi
3aci6. 3miHa nocTavasibHNKa
nakyBasibHUX martepianis abo
KOMMEKTYOUMX (SKLO 3a3Ha4YeHo
B OCbE) (3aMiHa abo fofaBaHHs
noctayanbHuka) - OHOBMEHHS p.
3.2.P.7 Cuctema 3aKpuTTs
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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

KOHTEliHepiB - NiKapCbKuii 3aci6.
JopasaHHA nocTavaibHUKa
nakyBasibHUX matepianis Schliter
Print Pharma Packaging GmbH go
BXe 3aTBepKeHNX
nocravanbHuikie Constantia Patz
GmbH, Constantia Nusser GmbH;
3MiHM | TUMY: 3MiHK 3 AKOCTI.
[OTOBWIA NNikapcbKuii 3aci6.
CrabifnbHicTb. 3MiHa y TepMiHax
npuaaTHocTi abo ymoBax
36epiraHHs rOTOBOrO J1iKapCbKOro
3ac006y (36ibLIEeHHS TEPMIHY
NPUAATHOCTI FOTOBOTO NiKaPCbKOro
3acoby) - 18 Toprosoi ynakoBku
(nigTBEPAXYETLCA AaHUMN
peanbHOoro yacy) - 36inbLUeHHs
TepMiHy NpuaaTHOCTI rOTOBOro
nikapcbkoro 3acoby 3 36 go 48
MicAUIB; 3MiHM | TUMy: 3MiHK 3
sKoCTi. FoTOBWIA Nikapcbkuii 3aci6.
CrabifnbHicTb. 3MiHa y TepMiHax
npuaaTHocTi abo ymoBax
36epiraHHs rOTOBOrO J1iKapCbKOro
3aco6y (iHWi 3MiHK) - 36iNbLIEHHS
TepMiHy npugatHocTi in bulk
NpoAyKTy (3aTBEPMAXEHO: max 3
months; 3anponoHoBaHo: 12
months) oHoBneHoi p.“3.2.P.3.3
Onuc BMpoBHMYOro npotecy Ta
ynpasniHHA npouecom” Ta
“3.2.P.8. CtabinbHicTb".
BHyTpiLWHIli HOMep onucy
BWUIOTOB/IEHHS GyN0 3MiHEHO Ha A
PD HV 62401/01; oHoBNeHi
po3ginu "3.2.P.3.2 Cknag Ha
cepito"( HasBa [OMNOMIKHOT
peyoBMHY AKprnaTtHWin cononimep
3a3HauveHo Basic butylated
methacrylate copolymer 3
nepeknagom ta "3.2.P.3.4
KOHTpONb KpUTUYHKX eTanis Ta
NPOMDKHWUX NPOAYKTiB". Po3gin
3.2.P.3.2 He MICTUTb 3MiH); 3MiHH |
TUny: 3MiHK 3 sKkocTi. CepTudikat
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpoNechbkili
thapmakonei/MoHorpadii. 3mMiHu,
noB'si3aHi 3 HEOOXIAHICTIO
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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

npuBELEHHS Y BiANOBIAHICTb A0
MoHorpadii 4PY abo
€Bponeiicbkoi thapmakonei, abo
iHLWOT HauioHaTbHOT thapmakonei
Aepxasu EC (3miHa y
cneuuaikauisx, nos'a3aHa 3i
3MiHamu B AdY, abo
€Bponeiicbkili hapmakonei, abo
iHLWI HavioHaNbHIl hapmakonel
fepxasu €C) - 3MiHU Y
cneuudikauii A®l Gention root
powdered (kOpeHsi ropeyaBku) y
3B'A3KY 3 NPVBEAEHHAM O BUMOT
EP, a came napameTpu 3anax
nepeHeceHo B pO3fin
«Xapakrepuctuka» («Strong and
persistent bitter»); 3miHu | TUNYy:
3MiHK 3 siKOCTi. FOTOBMIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO JlikapcbKoro 3acoby (iHLwi
3MiHVW)- BkntoueHHs cneundikavii
Ha TepMiH 36epiraHHs y 3B A3Ky 3
BBE/EHHSIM HOBMX NOKa3HWKIB;
3MiHuM | TUNY: 3MiHK 3 SKOCTI.
["oTOBWIA NiKapcbkuin 3aci6.
KOHTpO/b roTOBOrO /iKapCbKoro
3acoby. 3miHa napameTpis
crneundikauii Ta/abo AonycTUMMX
MeX roTOBOrO J1iKapCbKOro 3acoby
(aonoBHeHHS cneumdikalii HOBUM
NOKa3HUKOM 3 BifNOBiAHNM
METOA0M BUMPOOGYBaHHS) -
[onoBHeHHs cnevumdikauii
roTOBOrO NikapCbKOro 3acoby
HOBWUM MOKa3HMKOM 3 BiANOBiAHUM
MeTOoZ0M BUNPOBYBaHHA (Ha
BUMYCK - |aeHTudikauis TLUX
hnaBoHOIAIB); 3MiHKM | TUNy: 3MiHK
3 AKOCTi. FoTOBUIA NikapcbKuii
3aci6. KoHTposib rotoBoro
nikapcbkoro 3aco6y. 3miHa
napameTpiB cneuudikaii Ta/abo
[0MyCTUMUX MEX rOTOBOTO
nikapcbkoro 3acoby (40NOBHEHHS
cneuudikaLii HOBUM NOKa3HUKOM 3
BiANOBIAHUM MEeTOA0M
BMNPOOYBaHHS)- [JONOBHEHHS
cneuudikaLii HOBUM NOKa3HUKOM 3
BiANOBIAHWM MeTO0M
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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

BMNPOGYBaHHA (Ha BUNYCK -
|aeHTudikauis M'eHTronikposuga
(BEPX)); 3MiHK | Tuny: 3MiHK 3
AKOCTi. [OTOBWIA Nlikapcbkunin 3aci6.
KOHTpO/b roTOBOrO /iKapCbKoro
3acoby. 3miHa napameTpis
crneundikayii Ta/abo AonycTMmX
MeX roTOBOrO J1iKapCbKOro 3acoby
(aonoBHeHHS cneumdikalii HOBUM
NOKa3HUKOM 3 BiAMNOBiAHNM
METOA0M BUMPOOGYBaHHS) -
[onoBHeHHs cnevumdikavii HOBUM
NOKa3HUKOM 3 BifNOBiAHNM
MEeTOA0M BUMNPOOYBaHHS (Ha
BUNycK - BmicT MeHTHONiKpo3unaa,
KopeHs "opeyasku); 3minm | Tuny:
3MiHW 3 sKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /iKapCbKOro 3acoby.
3MiHa napameTpiB cneuudikaiii
Ta/abo fonyCTUMUX MEX roTOBOro
nNikapcbkoro 3acoby (fONOBHEHHS
cneuudikauii HOBUM NMOKa3HUKOM 3
BigNoOBigHMM METO40M
BMNPOGYBaHHS) - [J0NOBHEHHS
cneuudikauii HOBUM NMOKA3HUKOM 3
BigNoBigHMM METO40M
BMNPOGYBaHHA (Ha BUMYCK -
KinbkicHUiA BMiCT X10poreHoBoi
K1cnoTtu. KeiTok By3uHu); 3miHm |
Tuny: 3MiHn 3 SKocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapCbKOro 3acoby.
3MiHa napameTpiB cneuudikawii
Ta/abo [oNyCTUMUX MEX FOTOBOrO
NiKapcbkoro 3acoby (40NOBHEHHS
cneuudikaLii HOBUM NMOKa3HUKOM 3
BigNOBigHMM METOA0M
BUNPO6YBaHHS)- [JONOBHEHHSA
cneuudikaLii roToBoro
NiKapCcbKoro 3aco6y HOBUM
NOKa3HWKOM 3 BifNOBigHUM
MeToA0M BUMNPOOBYBaHHSA (Ha
BunycK — KinbkicHuii BMicT
Ankanoign nuponisanguHa); 3miHn |
Tuny: 3MiHn 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapCbKOro 3acoby.
3MiHa napameTpiB cneundikaili
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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 foMyCTUMUX MEX roTOBOro
nikapcbkoro 3acoby (4ONOBHEHHS
cneuudikaLii HOBUM NOKa3HUKOM 3
BiANOBIAHUM METOA0M
BMNPOGYBaHHS) - [loNOBHEHHS
cneuudikavii roroBoro
NiKapcbKoro 3acoby HOBUM
NOKa3HWKOM 3 BignoBigHUM
MeTOo0M BUNPOBYBaHHA (Ha
BUWMYCK-3a/TMLLKOBI PO3YMHHUKM);
3MiHM | TUMy: 3MiHW 3 AKOCTI.
[OTOBWIA NikapcbKuii 3aci6.
KOHTpOsib roToBOro nikapcbKoro
3acoby. 3miHa napameTpiB
cneuudikayin Ta/abo gonycTummx
MEX rOTOBOr0 NiKapCbKoro 3acoby
(monoBHeHHs cnevudikaLii HoBUM
NOKa3HWKOM 3 BifNOBigHUM
MEeTOA0M BUNPOGYBaHHS)-
[lonoBHeHHs crneumdikaLii HOBUM
NOKa3HWKOM 3 BifNOBigHUM
MeToA0M BUMNPOBYBaHHS (Ha
BunycK — KinbkicHuii BMicT
dhnaBoHOIAiB Q, TpaBy LLaBNs);
3MiHM | Tuny: 3MiHK 3 sKocTi. AL,
KoHTponb A®l. 3miHa y MeTogax
BMNpo6yBaHHA APl abo BuxigHoro
MaTepiany/npoMiXHOro
npoAyKTy/peareHTy, Lo
BUKOPWCTOBYETLCS Y MPOLIECi
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN
y 3aTBEpMHKEHNX MeTodax
BMNPOGYBaHHS) - OHOBMEHHSA
mMeToz BunpobysaHHa APl Radix
Gentianae (KopeHi ropryaBku)
BU3HAYEHHSA A(P1IaTOKCUHIB Y
KOPEHi ropnyaBkm (NepeHeceHo Ao
rpynu matpuub B1 B2 G1 G2
«CknagHi maTpuLi»). OHOBNEHI p.
«3.2.S.4.1 Cneuudikauis»,
«3.2.5.4.2 AHaniTnYHi
npouegypu» Ta «3.2.5.4.3
Banigauis aHanitnuHmx
npoueayp». 3miHeHo SOP
805050_root, Bunyck 4 => SOP
805038, BMNyCK 2; 3MiHN | TUny:
3MiHK 3 sKOCTi. FOoTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKynoptoBabHuWii
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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

3aci6. 3MiHa y NepBUHHIl ynakoBLi
rOTOBOrO JliKapCbKoro 3acofby
(siKicHWIA Ta KiNbKicHWIA cknag) -
Teepai nikapcbki hopmm -
OHOBREHHS nakyBaHHs in bulk
BignoBigHoO A0 BUMoOr EP
MoHorpacii 3.1.4 nonietuneH 6e3
[06aBOK 519 KOHTeHepIB Ans
napeHTepasibHOro npenapary Ta
othTaNbMOIOrNYHMX Npenaparis,
(3aTBEpAXEHO: NaKyBasIbHUIA
MaTtepian — original PP —bags,
3anponoHoBaHo: Big Bags with
polyethylene inliner); 3miHu | Tuny:
3MiHK 3 siKOCTi. FOTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKynoptoBabHWiA
3aci6. 3MiHa nocTavyasibH1Ka
nakyBaslbHUX MaTepianis abo
KOMMNIEKTYUMX (SKLO 3a3Ha4YeHo
B [0CbE) (BUNYYEHHS
noctavasnbHvka) - BuiyyeHo
Ha3By noctajvasibHuKa
nakyBasIbHOro KOMMNOHEHTa,
OHOBJIEHO p. «3.2.P.7 Cucrtema
3aKpUTTSA KOHTENHepiB»
KOMMNOHEHTU ynakoBku, SIKICHWI Ta
KiNbKICHUIA CKnag KOMMOHEHTIB
yMNakoBKW Ta METOAY KOHTPOJTIO
SAKOCTi 3a/IMLLIAI0TLCA HE3MIHHUMU,
3MiHY | TUMy: 3MiHW 3 AKOCTI.
["oTOBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTeWHep/3aKynoptoBasbHWi
3aci6. 3mMiHa napameTpis
cneuudikayin Ta/abo gonycTummx
MeX NepBUHHOT YNaKkoBKN
rOTOBOrO JliKapCbKoro 3acofby
(aonoBHeHHS cneumdikauii HOBUM
NOKa3HUKOM 3 BifNOBiAHNM
METOA0M BUMPOOGYBaHHS) -
OHOBJIEHHSA po3iniB «3.2.P.7
CuncTema 3aKpuTTa KOHTenHepiB» -
0o cneuudpikauii Aluminium foil
[0AaHO0 NOKa3HVKK paHille
3a3HayveHi B cneumndikauii
noctavasibHuka B pesynbrarti
BuAaseHHs iHdhopmMauii npo
noctayanbHUKa; 3MiHuW | Tuny:
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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

AAMiHICTpaTMBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
MicLSi MPOBAMKEHHS AisNIbHOCTI
BMPOGHMKa (BK/IOYaouu, 3a
HeobxiaHOCTI, MicLie NpoBeAeHHS
KOHTPO/IO SIKOCTI), a60 BnacHuKa
macTtep-aiina Ha Adl, abo
nocravyasnbHuka A®I/BuxigHoro
mMatepiany/peareHTy/npoMiKHOIo
NpPOAyKTY, L0 3aCTOCOBYIOTbCH Y
BMPOGHULTBI A®I (sKLL0
3a3HayeHo y AOChE Ha NiKapCbKuii
3acib) 3a BiACYTHOCTI cepTuddikara
BiANOBIAHOCTI EBponechbkili
thapmakonei y 3aTBepKeHoMy
[ocbe, abo BMPOOHMKA HOBOI
[OMOMDKHOT PEYOBUHY (AIKLLO
3a3HayeHo y JoCbe) - 3MiHa Ha3Bu
nabopartopii (microbiological), fo
po3gainy "3.2.S.2.1 Bupo6bHukun" Ta
"3.2.P.3.1 BUpo6HUKN" BHECEHI
nonpaBkn A0 NOBHWX BEPCilA, SIKi
Tenep nepenivyyloTb ycix
3aTBEPKEHNX BUPOOHUKIB Ta
na6opartopiii. (MpumiTka:
BMPOGHWKM / nabopaTopii Bxe
6ynu 3aTBEpIKEHI, ane paHiwe He
6yNv BK/IKOYEHI [0 PO3AiNiB; 3MiHM
| Tiny: 3miHu 3 sKocTi. AdI.
Bupo6HULTBO. 3MiHa BUPOGHUKA
BUWXiAHOr0/MPOMiXHOro
npoayKTy/peareHTy, Lo
BUKOPWCTOBYHOTHLCS Y
BMPOGHMYOMY npoueci Adl, abo
3MiHa BUPOGHMKa (BK/TOYatouu, ae
Heo6XifHO, MicLe NpoBeeHHs
KOHTPO/H0 sIKOCTi) AdI (3a
BiICYTHOCTI cepTudpikata
BiANOBIAHOCTI EBpoNechkili
thapmakonei y 3aTBepKeHoOMy
[0CbEe)(3MiHM [0 3ax04iB,
noB'A3aHnX 3 KOHTponeMm A®l, a6o
[ofaBaHHA finbHuL, Ae
npoBOANTLCA
KOHTPO/b/BUNPOBYBaHHSA cepil) -
KoHTpakTHa nabopatopis
(Chemical/Physical) «Phytos
Labor fur Analytik von
Arzneimitteln GmbH & Co. KG»
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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
3MiHWNa Ha3By Ta agpecy
128. | CUH®NIOPUKC | cycneHsis ans iH'ekuiin no nakcoCmiTKnsiAH Benvka FnakcoCmiTKnAiiH Benbris BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/15363/01/01
™ BAKLIMHA 1 posi (0,5 mn) cycneHasii Ekcnopt flimiTeq BpuTaHis Bionogxikans C.A. mMartepianis:
ana [ANs iH'eKUi y nonepegHbo
NPO®ITAKTUK | HanoBHEHOMY CKNISIHOMY 3MiHK | TUNY - 3MiHK 3 AKocTi. AdI.
n LUNPUL Y KOMMEKT 3 BUpOGHULTBO. 3MiHM
MHEBMOKOKO | ogHi€to ronkoto abo 3 BUNPOByBaHb abo JOMyCTUMUX
BOI IH®EKLJI ABOMa rosikamm t1a 6e3 MEX Y npoueci BVIpOGHVILI,TBa AdI,
(MONICAXAPU | ronok; 1 nonepeaHso L0 BCTAHOBMEHI y cneumdikaLisx
AHUN HanoBHeHW Wwnpu, 3 (3BYXKEHHA AONYCTUMUX MEX) -
AHTUIEH) TA | roskoto a6o fsoma nepeHeceHHs BUNPoGYBaHHA
HETVanBAHQ_l rosikamu, abo 6e3 rosiok y Bioburden test, w0 nposoanTbCs
FEMO®I/IbHOI | iHavBigyanbHOMY Ha cTagji ounLLEHHS!, nepeq,
IHOEKLY, repMeTMyHoO eTanom iHanLHOT CTepuAisyoHoi
KOH’'FOTOBAH 3anakoBaHOMYy (pianpau,i'l' 3 Ka'reropi'[
A, nnacTukosomy MOHITOPUHTY Mg, Yac npouecy
ALCOPBOBAH | KoHTeiHepi; no 1 BUPOGHULITBA (in-process
A naacTukoBoMy N monitoring) Ao kaTeropii
KOHTENHEDY y KapTOHHIN NPUAHATTA PiLLEHHS LWOAO AKOCTI
kopo6ui; no 1 Aosi (0,5 mn) (quality decision test) 3 kpuTepiem
CyCneHsil Ans 1Hekuin y NPUAHATHOCTI «He Binblie 2 KYO
nonepeaHbL0 HaNoBHEHOMY Ha 20 MAa»
CKNsAHOMY Wwnpuuj; no 10
wnpwuyis 3 10 ronkammn abo
6e3 ronok y
iHAVBIAYaNbHUX
repmMeT!YHO 3anakoBaHuX
N1acTMKOBMX KOHTeHepax
Y KapTOHHii kopobu,; no 1
no3i (0,5 mn) cycneHsii
ANs iH'eKUii y
MOHO/,030BOMY CK/ISHOMY
donakoHi; no 1, 10 a6o 100
(h/1aKOHIB y KapTOHHiIl
Kopo6Li; no 2 gosm (1 mn)
CcycneHsii ans iH'exuin y
MyNbTUA030BOMY
thnakoHi; no 100 chnakoHis
Y KAPTOHHIl Kopobui
129. | CINAEKC TabneTku xysBasbHi no 50 My6niyHe akuioHepHe YkpaiHa KEHE®APM CA Mpeuis BHECEHHS 3MiH 0 peecTpaLiinHmx - UA/18443/02/01

mr; in bulk 1440 6nicTepis
Nel a6o Ned y KapTOHHUX
Kopobkax

TOBapuCcTBO "HaykoBo-

BMPOGHNUNIA LEHTP
"BopLuariBcbKuii
XiMiko-
hapmaLeBTUYHNI
3asofg"

marepianis:

3MiHM | TURy - 3MiHK Woao
6e3nekn/edheKTMBHOCTI Ta
hapmakoHarnsagy - 3miHa o
TEKCTy MapKyBaHHs /13, a came B
NyHKTi 4. «/lata 3aKiH4eHHs
TEPMiHY NPUAATHOCTI» A5
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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
NepBUHHOI YNakoBKW 3aMiCTb «40
.... (3a3HaueH0)» HaHeceHo chpasy
«3a3HavaETbCA METOAOM
TUCHEHHSA»
130. | CINAEKC TabneTku xyBasibHi no 100 | [Ny6niyHe akuioHepHe YkpaiHa KEHE®APM CA peuis BHECEHHS 3MiH A0 peecTpaLinHmx - UA/18443/02/02
mr; in bulk 1200 6nictepis TOBapuncTBo "HayKoBo- marepianis:
Nel a60 Ned y KapTOHHUX BMPOBHNYMNIA LEHTP
Kopobkax "BOpUJ_,a_riBCbKMVl 3MiHW | TUMY - 3MIHW WOAO
XiMiko- ) 6e3nekn/edheKTMBHOCTI Ta
CbapMaHEBTIf"”H”” thapmakoHarnagy - amiHa o
3aBoj, TekcTy MapkyBaHHs /13, a came B
NyHKTi 4. «/lata 3akiH4eHHSA
TepMiHy NpuaaTHOCT» Ans
NEePBVHHOI YNaKoBKM 3aMiCTb «0
.... (3a3HayeHo)» HaHeceHo hpasy
«3a3Ha4vaeTbCa METOA0M
TUCHEHHS»
131. | CINAEKC TabneTku, BKPUTI My6niyHe akuioHepHe YkpaiHa KEHE®APM CA Mpeuis BHECEHHS 3MiH 0 peecTpaLiinHmx - UA/18443/01/01
nAiBKOBOK 060/1I0HKOI0 NO TOBapucTBo "HaykoBo- martepianis:
50 wmr; in bulk 1440 BMPOGHNUNIA LEHTP
6nictepis Nel a6o Ned y "BopLuariBcbKuii 3MiHY | TUNY - 3MiHW WOA0
KapTOHHMX KOPOGKax Ximiko- 6e3nekn/ecpeKTMBHOCTI Ta
(papmaueBTrqum thapmakoHarnagy - amiHa o
3aBO/, TEKCTy MapKyBaHHs /13, a came B
NyHKTi 4. «/lata 3aKiH4eHHs
TEePMiHy NPUAATHOCTI» A1A
NepBUHHOT YNakoBKW 3aMiCTb «40
.... (3a3Ha4eHo)» HaHeceHo hpasy
«3a3Ha4vaeTbCa METOA0M
TUCHEHHS»
132. | CINAEKC TabneTku, BKPUTI My6niuHe akuioHepHe YkpaiHa OKEHE®APM CA peuis BHECEHHS 3MiH 0 peecTpaLiinHmx - UA/18443/01/02

N1iBKOBOK 060JI0HKOK MO
100 wr; in bulk 1200
6nictepis Nel abo Ne4d y
KapTOHHMX KOpPOo6Kax

TOBapuCTBO "HaykoBo-
BMPOGHUYUIA LEHTP
"BopLuariBcbKuii
XiMiko-
hapmaLeBTUYHNI
3asopg"

marepianis:

3MiHM | TUMy - 3MiHK Woao
6e3nekn/etheKkTUBHOCTI Ta
hapmakoHarnagy - 3miHa o
TeKCTy MapKyBaHHs /13, a came B
NyHKTi 4. «[lata 3aKiH4eHHs
TepMiHy NpUAATHOCTI» A1S
NepBUHHOI YNaKoBKM 3aMiCTb «[0
.... (3a3HayeHo)» HaHeceHo hpasy
«3a3HavaeTbCa MeTOA40M
TUCHEHHS»
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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
133. | CINAEKC TabneTku XyBasbHi No 50 My6niuHe akuioHepHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHnx 3a peyernmom UA/18444/01/01
mr no 1 tabnetyiy ToBapucTBO “"HaykoBo- akujioHepHe pevis marepianis:
6nictepi, no 1 6nictepy B BMPOGHUUUIA LLEHTP TOBapuCTBO 3MiHuM | TUNY - 3MiHK WoA0
nauuj; no 4 TabneTkn y "BopLuarisCcbkuii "HaykoBo- 6e3nekn/edheKTMBHOCTI Ta
6nicTepi, no 1 6nictepy B Ximiko- BMPOGHWYMNIA LEHTP thapmakoHarnsgy (iHwi 3MiHn) -
nauui thapmMaueBTUYHUI "BopLyariBCcbkuii OHOB/IEHHSA TEKCTY MapKyBaHHS
3aBopg" XiMmiKo- yNaKoBKM NiKapCbKoro 3acoby 3
thapmaueBTUYHWI BHECEHHSM iHchopMallii Lwoao
3aBof", YKpaiHa 3a3HayvyeHHs oAMHULb
(nakyBaHHs i3 BVMIptOBaHHA y cuctemi Sl.
chopmu in bulk
BUPOGHMKa
"Genepharm SA",
peuis)
134. | CINAEKC TabneTku xyBasbHi Mo 100 | [y6sivHe akuioHepHe YkpaiHa My6niyHe Ykpaina BHECEHHS 3MiH 4O peecTpauiiHnx 3a peyenmom UA/18444/01/02
mr no 1 tabnetyiy TOBapucTBo "HaykoBo- akuioHepHe peuis martepianis:
6nicTepi, no 1 6nictepy B BUPOGHNUNIA LEHTP TOBapuCTBO 3MiHY | TUMy - 3MiHK Woao
nadui; no 4 TabneTkm y "BopLuariBcbkuii "HaykoBo- 6e3nekn/etheKTUBHOCTI Ta
6nicTepi, no 1 6nictepy B Ximiko- BMPOGHUYMIA LEHTP thapmakoHarnsgy (iHwi 3MiHn) -
nauui thapmMaLeBTUYHUI "BopLyariBCbKuii OHOB/IEHHSA TEKCTY MapKyBaHHs
3aBopg" XiMmiKo- yNaKoBKM NiKapCbKoro 3acoby 3
thapmaueBTUYHWI BHECEeHHAM iHdhopMaui Wwoao
3aBoj", YkpaiHa 3a3HavyeHHsa OAMHULIbL
(nakyBaHHS i3 BMMIPIOBaHHS y cuctemi Sl.
hopmum in bulk
BMPOGHMKA
"Genepharm SA",
peuis)
135. | CKonPun Tabnetku no 20 mr/12,5 ANKANOIL AL Cxon'e Pecny6nika ANKANOIL AL Pecny6nika BHECEHHS 3MiH 40 peecTpavliinHmx 3a peyenmom UA/10253/01/01
NMC® Mr; no 10 TabneTok y MiBHiuHa Ckon'e MiBHiuHa marepianis:
6nicTepi; no 3 6nictepu B MakefioHisA MakeioHist

Kopoo6Li

3MiHK | TUNY - 3MiHW 3 AKOCTI.
Ceptucpikat BignosigHocTi/TE-
cepTudikar BiANOBIAHOCTI
€Bponeiicbkiii
hapmakonei/moHorpadii.
MogaHHA HoBOro abo OHOB/IEHOTO
cepTudpikaTa BignosigHocTi abo
BUNyYEHHS cepTudikata
BiANOBIAHOCTI EBpONenchbkili
thapmakonei: gnsa A®l; ans
BWXifHOrO
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpPO6GHULTBI A®I; ans
[0MOMIXHOT PEYOBUHM
(cepTudpikat BignosigHOCTI
€Bponeiicbkiii hapmakonei) -

174




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

OHoBreHuii cepTudikar Bif yxe
3aTBEPKEHOr0 BUPOGHUKA
noJaHHA OHOBJ/IEHOT0 cepTudikaTa
BIANOBIAHOCTI EBpONenchbkili
thapmakonei Ne R1-CEP 2004-
307-Rev 04 (3aTBEepmxeHo: R1-
CEP 2004-307-Rev 02) ans
Lito40T peyoBuHN
Hydrochlorothiazide Big Bxe
3aTBEPKEHOIO BUPOGHMKA
Cambrex Profarmaco Milano
S.R.;
3MiHM | TURY - agMiHiCTpaTMBHI
3MiHW. BunyyeHHst BUpO6HUYOI
OinbHUUI (BKNOYaKOUN AiNbHUL
ans A®l, npomikHOro NpoayKTy
ab0 roToBOro ikapcbKoro 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
3a3HayYeHo y A0CbE) - BUTYYEHHS
anbTepHaTMBHOIO BNPOGHMKa AdI
nisuHonpuny gurigpaty —
«Ranbaxy Laboratories Limited»,
IHAais,
3MiHM | TURY - 3MiHW 3 AKOCTI.
CepTucpikat BignosigHocTi/TE-
cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkiit
hapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTudpikaTa BignoBigHOCTI a6o
BUyYEHHS cepTudikata
BiANOBIAHOCTI EBpoNechbkili
thapmakonei: gna A®l; ana
BUWXifHOrO
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpPOGHMLTBI A®I; ans
[0MOMIXHOT pEYOBUHU
(cepTudpikat BignosigHOCTI
€Bponeiicbkin dhapmakonei) -
OHoBreHWiA cepTudikar Bif yxe
3aTBEPAKEHOr0 BUPOOHMKA -

nofaHHA OHOBJ/IEHOrO cepTudiikara
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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

BIANOBIAHOCTI EBpONenchbkili
thapmakonei Ne R1-CEP 2001-
311-Rev 02 (3aTBEpmkeHo: R1-

CEP 2001-311-Rev 01 ) ans

Aitoyoi pevoBuHu Lisinopril
dihydrate Big, Bxe 3aTBEpAKEHOrO
Bupo6Huka LUPIN LIMITED, IHgis.

3MiHu | TURY - 3MiHK 3 AKOCTI.
CepTudpikat BignosigHOCTI/TE-
cepTudiikat BiANOBIAHOCTI
€Bponeiicbkii
thapmakonei/MoHorpadii.
MoaaHHA HoBOro abo OHOBMIEHOTO
cepTudiikaTa 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 -
noJaHHA OHOB/IEHOro cepTudikaTa

BIANOBIAHOCTI EBpONenchbkili

thapmakonei Ne R1-CEP 2001-
311-Rev 03 gna Aitoyoi pevoBuHU

Lisinopril dihydrate Big Bxe
3aTBepAXeHoro BupobHuka LUPIN
LIMITED, IHgjs, ik Hacnigok 3amiHa
agpecu BnacHuka CEP Ta agpecu

BMPOGHMYOT AinaHky. ditoua

pefakuis - NponoHoBaHa pefakuis
BnacHuk CEP: LUPIN LIMITED
159 C.S.T. Road Kalina,
Santacruz East India-400 098
Mumbai, Maharashtra. Bupo6Huia
pinsiHka: LUPIN LIMITED 198-202
New Industrial Area No.2 District
Raisen India-462 046 Mandideep,
Madhya Pradesh BnacHuk CEP:
LUPIN LIMITED Kalpataru Inspire,
3rd Floor Off Western Express
Highway, Santacruz (East)
India-400 055 Mumbai,
Maharashtra. Bupo6Hunua ginsHka:
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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

LUPIN LIMITED Unit-2, 198-202

New Industrial Area No.2 District

Raisen India-462 046 Mandideep,
Madhya Pradesh

136.

CMo®ninig 20
%

emynbCia Ans iHdysiit; no
100 mn, abo no 250 mn,
a60 no 500 mn y donakoHi

®peseHiyc Kabi
[Loiiunang MeX

HimeyunHa

®peseHiyc Kabi
AscTpia F'M6X

ABCTpIf

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis:

3MiHK | TUNY - agMiHicTpaTuBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaZKEHHS AiSSTbHOCTI
BMPOOHMKa (BKtOYatoun, 3a
HeobXiAHOCTI, MicLie NpoBeAeHHS
KOHTPOJI0 SIKOCTi), ab0o BiiacHuKa
MacTep-haiina Ha Adl, abo
nocravanbHvika A®l/BuxigHoro
marepiany/peareHTy/nPoMiKHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCA Y
BMPOGHULTBI ADI (AKLLIO
3a3HaYeHo Y AOCbE Ha NikapCcbknii
3acib) 3a BigCyTHOCTI cepTudiikaTa
BiJNOBIAHOCTI €BpoOneichkit
hapmakonei y 3aTBepgXeHomy
[ocbe, abo BUPOOHMKA HOBOT
[OMOMDKHOT PEYOBUHY (AIKLLIO
3a3Hay4YeHo Y JOCLE) - 3MiHA
HaliMeHyBaHHS1 BUPo6HuKa Ad|
TpurniLepuais cepefHboro
naHutora. Bupo6bHuua ginbHuus Ta
yci BUpo6HUYi onepav;i
3aMLWIATLCA HE3MIHHUMMK.
3anponoHoBaHo: AAK Sweden
AB, WsBeuis

3a peuenmom

UA/13846/01/01

137.

COJIEPM®

Kpem 0,1 %, no 25r,50ry
Ty6i, Mo 1 Ty6i B KApPTOHHIiA
nauui

TOB "MIBE YKPAIHA"

YkpaiHa

TOB "MIBE
YKPAIHA"

Ykpaina

BHECEHHS 3MiH [JO peecTpaLiiHmnx
marepianis:
3MiHM | TUNY - 3MiHK 3 AKOCTi. ADI.
KoHTponb A®L. 3miHa y MeToaax
BMNpo6yBaHHA A®| abo BUXigHOro
mMaTepiany/npomikHOro
npoayKTy/peareHTy, LWo
BUKOPWCTOBYETLCA Y NPOLIECI
BMPOGHUMLTBA ADI (iHLWi 3MiHK Y
mMeTodax BUNPo6yBaHHSA
(BKOvatoum 3amiHy abo
[ONOBHEHHS) A®| abo
BVIXiJHOro/NpoMiDKHOrO NPOAYKTY) -

3a peyenmom

UA/10254/03/01
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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

3aMiHa MeToAy BU3HAYeHHS
po3noginy YacTok 3a po3mMipoM
(PSD) A®| 6eTameTasoHy
MEeTOAOM MIKpOCKOMii Ha MeTof
nasepHoi andppaxuiii.
3anponoHosaHo 3.2.5.4.1 &
3.2.S.4.2 Method for determination
of particle size distribution Laser
Diffraction; Ph. Eur. 2.9.31
3.2.5.4.3 Validation of Laser
diffraction method is included;
3MiHK | TUNYy - 3MiHK 3 AKOCTi. ADI.
KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BUHAYEHUX Y
cneumdikauisx Ha Adl, abo
BUXIiAHWA/NPOMIKHWIA
NpOAyKT/pearexT, Lo
BMKOPWCTOBYHOTbCS Y MPOLECI
BMPOGHMLTBA AD| (3BYXKEHHS
[OMYCTUMUX MEX, BUHAYEHUX Y
cneungikauii) - BHECEHHS 3MiH A0
Cneuudpikanii A®| 6eTameTasoHy,
a came: 3MiHa rpaHNyHUX
xapakrepucTtuk (PSD; peneBaHTHO
mibe GmbH): nocuneHHs mex
cneumdikaLii ik TOHLWKIA po3nogin
4acTMHOK 3a PO3MIpOM, a TakoX
BCTaHOB/IEHO [OAATKOBY MEXY.
3anponoHosaHo 3.2.5.4.1
Specification particle size
distribution d (0,9) ? 10 mkm d (0,5)
? 5 MKM
d (0,1) ? 3 MKm

138.

COJLEPM®

pO34uH HaLwKipHuii 0,1 %,
no 15 mn, 30 mn, 50 mn,
100 mn y chrnakoHax 3
KpanenbHuueto; no 1
(h/1aKOHY B KapTOHHii
nauui

TOB "MIBE YKPAIHA"

YKpaina

mibe Mm6X
ApLHaiimiTTeNb

HimeuunHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis:
3MiHK | TURy - 3MiHK 3 AKOCTI. ADI.
KoHTponb A®I. 3miHa y MeToaax
BunpobysaHHA APl abo BuUXigHOro
MaTepiany/npoMiKHOro
npoAyKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NPOLIEC
BMPO6HULUTBA AP (iHLWi 3MiHK Y
mMeTogax BUNpobyBaHHSA
(BKtovatoumn 3amivy abo
[OMOBHEHHS) Ad| abo
BUXiAHOro/NPOMIKHOIO NPOAYKTY) -
3amiHa MeTofly BU3HAYEHHSA
po3noginly 4acToK 3a pO3MipoMm

3a peuenmom

UA/10254/01/01
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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

(PSD) A®| 6eTameTasoHy
MeTOAOM MiKpOoCKonii Ha MeToz
nasepHoi Andpakuiii.
3anponoHoBaHo 3.2.5.4.1 &
3.25.4.2
Method for determination of
particle size distribution Laser
Diffraction; Ph. Eur. 2.9.31
3.2.5.4.3 Validation of Laser
diffraction method is included;
3MiHM | TURY - 3MiHK 3 SKOCTi. AdI.
KoHTponb A®IL. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYCTUMMX MEX, BUSHAYEHUX Y
cneuunadikayisx Ha A®l, abo
BUXIiAHWIA/NPOMDKHWNIA
NpoAyKT/pearexT, Lo
BMKOPWCTOBYIOTbCS y Npoueci
BMPOGHMLTBA AD| (3BY>KEHHS
[OMYCTUMNX MEX, BUSHAYEHNX Y
cneuuaikaLii) - BHECEHHS 3MiH A0
Cneuudpikanjii APl 6eTameTasoHy,
a came: 3MiHa rpaHNyHNX
xapakrepucTtuk (PSD; peneBaHTHO
mibe GmbH): nocuneHHa mex
cneumdikauii K TOHWWIA po3nogin
4aCTMHOK 3a PO3MIPOM, @ TaKoX
BCTAHOB/IEHO A0ATKOBY MEXY.
3anponoHoBaHo 3.2.S.4.1
Specification particle size
distribution d (0,9) ? 10 Mkm
d (0,5) ? 5mkm d (0,1) ? 3 MKM

139.

COJTIAH®

pO34nH AN19 nepopasibHOro
3acTocyBaHHs, 100 mr/mn;
Ne 1 (no 60 mn y chakoHi;
no 1 coNakoHy B KapTOHHIi
KOpo6Li) 3 MapKyBaHHSM
YKpaiHCbKO0 MOBOIO; B
KapTOHHY KOpOOKY
BK/TAAEHWIA WnpuL, 4ns
[03yBaHHA 3
MapKyBaHHAM
aHrNificbKO MOBOKO

TOB "CaHoi-ABeHTIC
YkpaiHa"

YkpaiHa

tOHiTep Niksig,
MaHydhekuypiHr

PpaHLis

BHECEHHS 3MiH O peecTpaLifiHnX
mMartepianis:
3MiHuW | TUNY - 3MiHW WOA0
6e3nekn/eheKkTUBHOCTI 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, yNTOBHOBaXeEHOI
0cobw, BiANoBiAa/IbHOI 32

3a peyenmom

UA/4292/02/01
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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
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 peaakuis:
XopakiBcbka TeTsiHa
BsavecnasiBHa. 3MiHa KOHTaKTHUX
LaHnX YNOBHOBaXEHOT 0Co6U
3asBHMKA, BiANOBIA&/IbHOI 3a
dhapmakoHarnsag,.
140. | CONIUUH TabneTkun, BKPUTI My6niyHe akuioHepHe YkpaiHa Ixenecapm CA Mpevis BHECEHHS 3MiH O peecTpaLifiHnX - UA/18236/01/01
nAiBKOBOK 060/1I0HKOK, MO | TOBApMCTBO “"HaykoBo- mMartepianis:
10 wr, in bulk: 720 BMPOGHUUUIA LLEHTP
6nictepis Ne 10 y "BopLyariBCbkuii 3MiHW | TUMY - 3MIHW WOAO
KAPTOHHVIX KOPOGKaX XiMiko- 6e3rekn/etheKTBHOCTI Ta
thapmaLeBTN HMik chapmakoHarnagay - 3MiHa TeKCTy
3aBoj MapKyBaHHS NepPBUHHOT yNaKoBKM
in bulk: 720 6nictepis Ne 10 y
KapTOHHMX KOpObKax
141. | CcONIUvH TabneTku, BKPUTI My6niyHe akuioHepHe YkpaiHa [xenechapm CA, Mpeuis BHECEHHS 3MiH 0 peecTpaLiinHmx - UA/18236/01/02
nniBKOBOK 060/1I0HKOI, N0 | TOBApPUCTBO "HaykoBo- martepianis:
5 wr, in bulk: 840 BMPOGHNUNIA LEHTP
6nictepis Ne 10 y "BopLuariBcbKuii 3MiHY | TUNY - 3MiHW WOA0
KapTOHHMX KOPOGKax Ximiko- 6e3nekn/echekTMBHOCTI Ta
(papmaueBTrqum thapmakoHarnagy - 3MiHa TeKCTy
3aBO/, MapKyBaHHS MEPBUHHOT YNaKOBKM
in bulk: 840 6nictepiB Ne 10 y
KapTOHHMX KOPO6Kax
142. | COMABEPT niodpinizat gns po3unHy N®ANIEP EVNY.CL.MNI. CLA Mdpaiizep IpneHg, Ipnangis/ BHECEHHS 3MiH 0 peecTpaLiiHux | 3a peyenmom UA/17108/01/01
Ans iH'ekuii no 10 mry KOPMOPENLLH dapmaceyTukanc, Benbris martepianis:

doNakoHi B KOMMNIEKTI 3
PO3UYMHHWKOM N0 1 MmNy
nonepeaHbLO HanoBHEHOMY
LwnpuLi Ta 6e3neyHoro
ronkoto; 30 dpriakoHis, 30
nonepeaHbLO HanoOBHEHWX
wnpuuis Ta 30 6e3neyHnx
rOJIOK Yy KaPTOHHIlA KOpoo6Li

IpnaHgis (KOHTpONb
AKOCTI NTiKapCbKoro
3acob6y); MNdaiizep
MeHtochekuypuHr
Benebrisa HB, Benbris
(BUMPOGHMLTBO,
KOHTPO/Ib AKOCTi Ta
BWMYCK Cepii BOgM

3MiHM | TUNY - AaHOK 3MiHO
MPOMNOHYETLCA BBELAEHHSA [BOX
HOBWX aBTOKNaBIiB /11 KiHLEBOT
cTepunisauii po3umHHuKa (Boda

[ANA IH'eKUiA) y nonepeHb0

HanoBHEHWX LUMpULAXxX Ans
nikapcbkoro 3acoby ComaBepT Ha

BMPOGHWUIl AinbHULi MNdpaiizep

ANs iH ekuin y MeHtobekuypuHr Benbris HB,
nonepenHL0 Benbrisi. Takox KoMnaHis
HanoBHEHWX NPOMNOHYE BHECTU PefakToOPChKi

wnpuyax, npasku y posginun 3.2.P.3.3,
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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

143.

COMABEPT

ofiHovacHe
nakyBaHHS Ta
MapKyBaHHS BOAM
ONs iH ekuin Ta
nikapcbKoro 3acooby;
BMPOBHULITBO
nikapcbkoro 3acoby
in bulk Ta nepBrHHE
nakyBaHHS1; BUNYCK
cepii nikapcbkoro
3aco0y; KOHTPO/b
AKOCTI NliKapCbKOro
3acoby, 3a
BUK/TIIOYEHHAM TecTy
"BioaHaniz")

3.2.P.3.51a 3.2.A.1 3 noAaHHAM
[aHux 3MiH. BBeaeHHs 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHS; 3MiHM I Tuny -
BBE/leHHSI TepMiHy 36epiraHHs
nNiKapcbkoro 3acoby o4HOKpaTHO
npotsarom 30 gHiB npu
Temneparypi He Buwye 25°Cy
MeXax 3aTBepKeHOro TepMiHy
36epiraHHsa 36 MicALiB 3 METOO
PO3LLUMPEHHS 3aTBEPMKEHNX
peKoMeHA0BaHNX [OBroTPUBAIUX
ymoB 36epiraHHs. IMicnsa Toro sk
npenapar nepemilleHnin ans
36epiraHHsA NpW KiIMHaTHI
Temneparypi, 1oro Heob6XxigHO
BUKOPWCTaTW NPOTAroM nepiogy Ao
30 gHiB. He 0o3BONAETLCA
nosepTartu npenapar go
xonoannbHuKa gns
[0BroTprBasioro 36epiraHHs npu
Temnepartypi Big 2 Ao 8 °C. 3MiHn
BHECEHO A0 IHCTPYKUIii Ans
MeAMNYHOrO 3aCTOCYBaHHs
nNiKapcbKoro 3acoby Ao po3giny
"YMoBU 36epiraHHs", 3
BiAMNOBIAHMMM 3MiHAMU B TEKCTI
MapKyBaHHS MikapCbKoro 3acoby.
BBegeHHs 3MiH npoTsirom 6-Tn
MicALiB Nicna 3aTBepoKEHHS;
3MiHu | TNy - 3MiHM BHECEHO A0
IHCTPYKUIiT AN MeanYHOro
3aCTOCYyBaHHSA NikapcbKoro 3acoby
0o posginis "OcobamBocTi
3acTocyBaHHA", "3acTocyBaHHA Y
nepiopg, BaritTHOCTi abo rofyBaHHs
rpyaar”, "rMo6iyHi peakwyii”.
BBegeHHs 3MiH npoTsrom 6-Tn
MicALiB nicnsa 3aTBepKEHHS

niodpinizat Ana posumHy
Ans iH'ekuiii no 15 mr; 10
donakoHiB 3 niogoinizatom
Y NPOMIXHIili KAPTOHHIV
KOpOoO6Lii; 3 NPOMIXHI
KapTOHHI KOPOOKN B

MOANSEP ENY.CLII.
KOPMOPEMLLUH

CLWA

Mdpaiizep IpneHg,

dapmaceyTumKasc,
IpnaHgjs (KOHTpoNb
AKOCTI J1iKapCbKOro
3acoby); Mdaizep

Ipnangis/
Benebris

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis:
3MiHK | TUNY - A@HO 3MIHO
NPOMNOHYETHLCA BBEAEHHSA [BOX
HOBMX aBTOK/aBIB A5 KIHLEBOI

MeHtodeKUypUHT cTepunisauii po3yrHHKKa (Boga
KomnnekTi 3 30 Benbris HB, benbris [ANs iH'eKUiA) y nonepeaHb0
nonepegHL0 (B1pOGHULTBO, HanoBHEHUX LNpuuax Ans

3a peyernmom

UA/17108/01/02
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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

HamnoBHEHUMMU LUNPULAMU
3 PO34YMHHWKOM (BOAA ANst
iH'exuiii) no 1 mn Ta 30
6e3neyHnMmn ronkamuv B
KapTOHHIA KOopoo6Li

KOHTPO/Ib AKOCTi Ta
BMMYCK cepii BOAM
ANs iH ekuin y
nonepegHbL0
HanoBHEHWX
Lnpuuax,
ofiHovacHe
nakyBaHHS Ta
MapKyBaHHS BOAM
ONs iH ekuin Ta
nikapcbKoro 3acooby;
BMPOBHULITBO
nikapcbkoro 3acoby
in bulk Ta nepBrHHE
nakyBaHHSI; BUNYCK
cepii nikapcbkoro
3aco0y; KOHTPO/b
AKOCTI NliKapCbKOro
3acoby, 3a
BUK/IIOYEHHAM TecTy
"BioaHaniz")

nikapcbkoro 3acoby ComaBepT Ha
BMPOGHWUIl AinbHULi MNdpaiizep
MeHtodrekuypuHr benbris HB,
Benbrif. Takox KomnaHis
NPOMNOHYE BHECTU PeAakToOPChKi
npasku y po3ginu 3.2.P.3.3,
3.2.P.3.5ta 3.2.A.1 3 noAaHHAM
[aHux 3MiH. BBeaeHHs 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHS; 3MiHM I Tuny -
BBE/leHHSI TepMiHy 36epiraHHs
nNiKapcbkoro 3acoby o4HOKpaTHO
npotsarom 30 gHiB npu
Temneparypi He Buiye 25°Cy
MeXax 3aTBepAKeHOro TepMiHy
36epiraHHsa 36 MicALiB 3 METOO
PO3LLUMPEHHS 3aTBEPIKEHNX
peKoMeHA0BaHNX [OBrOTPUBAIUX
ymoB 36epiraHHs. IMicnsa Toro sk
npenapar nepemilleHnin ans
36epiraHHsA NpW KiMHaTHI
Temneparypi, 1oro Heob6XxigHO
BUKOPVCTaTW NPOTAroM nepiogy Ao
30 gHiB. He 0o3BONAETLCA
nosepTartu npenapar go
XonoannbHuKa ans
[0BroTprBasioro 36epiraHHs npu
Temnepartypi Big 2 Ao 8 °C. 3MiHn
BHECEHO A0 IHCTPYKUiT Ans
MeAUYHOrO 3aCTOCYBaHHs
nNiKapcbKoro 3acoby Ao po3giny
"YMoBU 36epiraHHs", 3
BiAMNOBIAHMMM 3MiHAMU B TEKCTI
MapKyBaHHS MiKkapCbKoro 3acoby.
BBegeHHs 3MiH npoTsirom 6-Tn
MiCALiB Nicna 3aTBepAKEHHS;
3MiHu | TNy - 3MiHM BHECEHO A0
IHCTPYKUIiT AN MeanYHOro
3aCTOCYyBaHHSA NikapcbKoro 3acoby
0o posginis "OcobamBocTi
3acTocyBaHHA", "3acTocyBaHHA Y
nepiopg, BaritTHoOCTi abo rofyBaHHs
rpyaar”, "rMo6iyHi peakwii'.
BBegeHHs 3MiH npoTsrom 6-Tn
MicALiB nicna 3aTBepKEHHS

144.

COMABEPT

niodpinizat Ana po3umHy
Ans iH'ekuii no 20 mr; 10

MOANSEP ENY.CLMI.
KOPMOPENLIH

CLWA

Mdpaiizep IpneHg,
dapmaceyTuKasc,

Ipnangis/
Benebrist

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis:

3a peyernmom

UA/17108/01/03
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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

thnakoHiB 3 niodpinizaTom
Y NPOMDXHIli KAPTOHHIV
KopobLi; 3 NPOMIXHI
KapTOHHi KOPOOKW B
komnnekTi 3 30
nonepeaHLo
HamnoBHEHUMMU LUNPULAMU
3 PO34YMHHUKOM (BOAA AN
iH'exuiii) no 1 mn Ta 30
6e3neyHnMmn ronkamv B
KapTOHHIA Kopoo6Li

IpnaHgis (KOHTpONb
AKOCTI NiKapCbKoro
3acob6y); MNdaiizep
MeHtochekuypuHr
Benbrisa HB, Benbris
(BUpPOGHMLTBO,
KOHTPO/Ib AKOCTi Ta
BMMYCK cepii BOAM
ANs iH eKuin y
nonepegHbL0
HanoBHEHWX
Lnpuuax,
ofiHovacHe
nakyBaHHS Ta
MapKyBaHHS BOAM
ONs iH ekuin Ta
nikapcbKoro 3acooby;
BMPOBHULITBO
nikapcbkoro 3acoby
in bulk Ta nepBrHHE
nakyBaHHSI; BUNYyCK
cepii nikapcbkoro
3aco0y; KOHTPO/b
AKOCTI NliKapCbKOro
3acoby, 3a
BUK/IIOYEHHAM TecTy
"BioaHanis")

3MiHM | TUNY - AAaHOK 3MiHO
NPOMNOHYETHLCA BBEAEHHA [BOX
HOBWX aBTOKNaBIiB /15 KiHLEeBOT
cTepunizauii po3umHHUKa (Boda
[Ans iH'eKUid) y nonepeaHb0
HanoBHEHWX LUMpULAXxX Ans
nikapcbkoro 3acoby ComaBepT Ha
BMPOGHWUIl AinbHULi MNdpaiizep
MeHtodekuypuHr benbris HB,
Benbrif. Takox KomnaHis
NPOMNOHYE BHECTU PeaakToOPChKi
npasku y po3ginu 3.2.P.3.3,
3.2.P.3.51a 3.2.A.1 3 noAaHHAM
[aHux 3MiH. BBeaeHHs 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHS; 3MiHM I Tuny -
BBE/IeHHSI TepMiHy 36epiraHHs
nNiKapcbkoro 3acoby o4HOKpaTHO
npotarom 30 gHiB npu
Temneparypi He Bulye 25°Cy
MeXax 3aTBepAKeHOro TepMiHy
36epiraHHsa 36 MicALiB 3 METOO
PO3LLUMPEHHA 3aTBEPIKEHNX
pekoMeHA0BaHNX [OBroTPUBAIUX
ymoB 36epiraHHs. IMicnsa Toro sk
npenapar nepemilleHnin ans
36epiraHHsA NpW KiMHaTHIl
Temneparypi, horo Heob6XxigHO
BUKOPVCTaTW NPOTAroM nepiogy Ao
30 gHiB. He 0o3BONAETLCA
nosepTartu npenapar go
xonoannbHuKa ans
[0BroTprBasioro 36epiraHHs npu
Temnepartypi Big 2 Ao 8 °C. 3MiHn
BHECEHO A0 IHCTPYKUiT Ans
MeAMNYHOrO 3aCTOCYBaHHS
nNiKapcbKoro 3acoby Ao po3giny
"YMoBU 36epiraHHs", 3
BiAMNOBIAHMMM 3MiHAMU B TEKCTI
MapKyBaHHS MiKkapcbKoro 3acoby.
BBegeHHs 3MiH npoTsrom 6-Tn
MiCALiB Nicna 3aTBepAKEHHS;
3MiHu I TNy - 3MiHM BHECEHO A0
IHCTPYKUIiT AN MeanYHOro
3aCTOCYyBaHHSA NikapcbKoro 3acoby
0o posginis "OcobamBocTi
3acTocyBaHHA", "3acTocyBaHHA Y
nepiog, BaritTHOCTi abo rofyBaHHs
rpyaar”, "rMo6iyHi peakuii'.
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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
BBefeHHs 3MiH NpoTArom 6-Tu
MicSILLIB NicNs 3aTBEPPKEHHS
145. | COMABEPT niodpinisat Ana posumHy MPANIEP ENY.CL.MI. CLWA Mdpaiizep IpneHp, Ipnangis/ BHECEHHS 3MiH 40 peecTpauliiHnX | 3a peyenmom UA/17108/01/04
Ans iv'exuii no 30 mr; 10 KOPMOPENLLH dapmaceyTukanc, Benbris martepianis:

hakoHiB 3 niodpinizaTom
Y MPOMDKHI KaPTOHHIN
KOpOO6Li; 3 MPOMIXHI
KapTOHHI KOPOOKK B
komnekTi 3 30
nonepeaHLo
HanoBHEHNMU LUNpULAMN
3 pO34MHHMKOM (BoAa A/1s
iH’exuiii) no 1 mn Ta 30
6e3neyHnMm ronkamu B
KapTOHHI KOpooLj

IpnaHgis (KOHTpONb
SIKOCTi JTiKapCbKOro
3acoby); MNdaiizep
MeHtohekuypuHr
Benbria HB, benbris
(BUpo6HULTBO,
KOHTPO/Ib SIKOCTi Ta
BMNYyCK cepii BOgn
ANs iH ekuin y
nonepeaHL0
HanoBHEHWX
Lnpuuax,
ofHouyacHe
nakyBaHHA Ta
MapKyBaHHS BOAM
ANA iH ek Ta
NiKapcbKoro 3acooby;
BMPOGHMLITBO
nikapcbKoro 3acoby
in bulk Ta nepBuHHE
nakyBaHHSI; BUNYCK
cepii nikapcbkoro
3aco6y; KOHTPO/Ib
AKOCTI J1iKapCbKOro
3acoby, 3a
BUK/IIOYEHHAM TEeCTy
"Bioananis")

3MiHM | TUMY - AAaHOK 3MiHOK
NPOMOHYETHCS BBEAEHHS ABOX
HOBMX aBTOK/MaBiB AN KiHLEBOT
cTepunisauii po3umHHuKa (Boga
ONs1 iH'eKUin) y nonepeaHbo
HanoBHEHUX LUNpULax ans
nikapcbkoro 3acoby ComaBepT Ha
BUPOGHMUIN ginbHuui Mdpaiizep
MeHtodhekyypuHr benbris HB,
Benbrisi. Takox KoMnaHis
MPOMOHYE BHECTUN pefaKTOPChKI
npasku y posginun 3.2.P.3.3,
3.2.P.3.5 ta 3.2.A.1 3 nogaHHAM
[aHux 3MiH. BBegeHHs 3MiH
NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS; 3MiHU |l Tuny -
BBEJEHHSI TEPMiHY 36epiraHHs
nikapcbkoro 3aco6y oHOKpaTHO
npotarom 30 fHiB npu
Temnepartypi He Buuye 25°Cy
MexXax 3aTBepKEHOro TEPMiHy
36epiraHHa 36 MicALiB 3 METOO
PO3LUNPEHHS 3aTBEPOKEHNX
pEKOMEHA,0BaHUX [OBrOTPMBaINX
ymoB 36epiraHHs. IMicnsa Toro sk
npenapar nepemileHnii ans
36epiraHHsA NpW KIMHATHI
Temneparypi, ioro HeobxigHo
BMKOpMCTaTV NPOTAroM nepiogy 4o
30 gHiB. He fo3BonseTbea
noseprartu npenapar fo
X0noAnNbHMKa AN
[OBroTprBasnioro 36epiraHHs npu
Temneparypi Big 2 fo 8 °C. 3miHn
BHECEHO A0 IHCTpyKuii gns
MeJNYHOro 3aCTOCYBaHHs
niKapcbkoro 3acoby A0 po3ainy
"YMoBu 36epiraHHsa", 3
Bi4NOBIAHNMW 3MiHAMW B TEKCTI
MapKyBaHHA NMiKapcbKoro 3acoby.
BBefeHHs1 3MiH MPOTArom 6-Tu
MicALiB nicna 3aTBepKEHHS;
3MiHuM Il TNy - 3MiHX BHECEHO 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
IHCTPYKUIiT AN MefuuHOro
3aCTOCYyBaHHS NiKapcbKoro 3acoby
0o posginis "Ocob6amBocCTi
3acTocyBaHHA", "3acTocyBaHHA Y
nepiog, BariTHOCTi abo rogyBaHHs
rpyaar”, "rMo6iyHi peakwii'.
BBefeHHs 3MiH NpoTarom 6-Tu
MicSILLIB NicNs 3aTBEPPKEHHS
146. | COPBEHTOrE renb opanbHuii no 0,7 rr, ToBapuncTBO 3 YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH 40 peecTpauiiHnx 6e3 peyenma UA/15901/01/01
nb no 200 r y Ty6i; no 1 Ty6iy 06MexeHot obmexeHo Marepianis: 3MiHu | Tuny - 3miHu 3
KOpoO6Lii 3 kKapToHy; No 15 BiANOBIAA/IBHICTIO BiANOBIAA/LHICTIO AKocTi. FOTOBMIA Nikapcbkuii 3aci6.
y cawe; no 20 cawey "GapmaueBTMyHa «PapmaLeBTnyHa Cuctema
KOpOO6Lii 3 KapTOHY thipma "BepTekc” hipma «BepTeke», KOHTeWHep/3aKynoptoBasbHWiA
YkpaiHa 3aci6. 3MiHa po3mipy ynakoBku
(BUPOGHMLTBO 3 roTOBOrO NikapCbKOro 3acoby
npoAaykuii in bulk (BUyYEHHA YNakoBKU NEBHOro
TosapucTsa 3 po3mipy)
06MEXEHO BUIyYEHHS ynakoBok: no 100 1y
BiAMNOBIAA/IbHICTIO Ty6i Ne 1; no 15 ry cawe Ne 5, Ne
«®apmMaueBTNyHa 10, 3 BigNOBIAHUMM 3MiHAMU B
KOMMNaHisi po3aini YnakoBka:
«3[0pOB'sA», 3MiHV BHeceHi B po3ain
YkpaiHa) "YnakoBka" B iHCTPYKLtO 4115
MeJMYHOro 3aCTOCYBaHHs
NikapcbKoro 3acoby y 3B'A3Ky 3
BW/TYYEHHAM NEBHOIO PO3MIpY
YNaKoBOK, SIK HAC/iZOK -
BUJTyYEHHA TEKCTY MapKyBaHHS
BiAANOBIAHMX YNakoBOK. BBeAeHHSA
3MiH NPOTArom 6-Tu MicALiB nicas
3aTBEPAKEHHS.
147. | TAKCOTEP® KOHLeHTpaT AN PO34nHYy TOB "CaHoi-ABeHTIC YkpaiHa CaHodi-ABeHTIiC Himeuunna BHECEHHS 3MiH [0 peecTpaLiiiHix | 3a peyenmom UA/5488/01/02
ans iHdoysin, 20 mr/mn; Ne YkpaiHa" [onunang MmeX marepianis:

1:nol1wmn (20 mr)y
thnakoHi; no 1 chnakoHy B
KapTOHHI Kopo6ui; Ne 1:
no 4 mn (80 Mr) y dp1akoHi;
no 1 chNakoHy B KApTOHHIi
Kopoo6Li

3MiHuM | TUNY - 3MiHK WoA0
6e3nekn/etheKkTUBHOCTI Ta
hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX 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
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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
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
hapMmakoHarnsag.
MponoHoBaHa pepakuis:
XopakiBcbka TeTsiHa
BsiuecnasiBHa. 3MiHa KOHTaKTHUX
[aHyX YNOBHOBaXeHOI 0co6u
3as1BHMKA, BignoBiga/bHOI 3a
hapMakoHarnsag.
148. | TAMI®P/IIO® Kancynu no 75 mr; no 10 ®.XodpchbmaHH-/1s Pow LLIBeliyapis CeHekci, PpaHuis ITanis BHECEHHS 3MiH 4O peecTpauiiHnx 3a peyenmom UA/3189/02/03
kancyn y 6nictepi; no 1 nrtp (BMPOGHNLTBO HimeuunHa martepianis:
6nicTepy B KAPTOHHiIl Hepo3dacoBaHol
kopoGui npoAyKu;i); 3MiHN | TURY - 3MiHK 3 AKOCTI.
Aenbapm Minawo, roToBUiA NiKapCbKMii 3aci6.
C.P.J, Itania KOHTPONb rOTOBOTO JIKAPCLKOro
(BMPOGHMLTBO 3aco6y. 3miHa y MeTogax
Hepo3acoBaHof BUNPOBYBaHHA rOTOBOrO
npoaykull, nikapcbKoro 3acoby (HesHauHa
BMNPOOYBaHHS

KOHTPOJIIO SIKOCTI);
KeTeneHT xepmaHi
LLopHgopc MvbX,
HimeuyunHa
(BMpPOGHNLTBO
Hepo3dacoBaHoi
NpoAYyKLUiT,
nakyeaHHs); PoLu
dapma Arl,
HimeuyunHa
(BnpobyBaHHsA
KOHTPOJTO SIKOCTI);
®.XohpmaHH-/1a
Pouw Jltg,
LLIseliyapis
(nakyBaHHs,
BMNPO6YBaHHSA
KOHTPOJIH0 SIKOCTI,
BUNYCK cepii)

3MiHa y 3aTBepKeHNX meTogax
BUNPOOGYBaHHS) - HE3HAYHI 3MiHN Y
OnunCi NPUroTYBaHHS
BMNPO6GOBYBAHOIO PO3YMHY 3a
NnoKasHUKOM «IpoAYKTN PO3UnHY»
Ta «KinbKicHe BU3HAYeHHSA B
Kancyni o3enbTamisipy docaty»,
6e3 3MiH BCTAHOB/IEHVX BUMOT
cneundikauii. BBegeHHs 3MiH
NpoTArom 6-T1 MicALIB nicns
3aTBEPHKEHHSA. 3MiHM | TNy -
3MiHM 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO JliKapCbKOro 3acoby.
3MiHa y meTogax BUNpPoGyBaHHSA
roTOBOrO JliKapcbKoro 3acoby (iHLwi
3MiHM y MeToAax BUNpobyBaHb
(BKtOvatouM 3amiHy abo
[ONOBHEHHS)) - NPUBEAEHHSA
pefakuii MeToaiB KOHTPOSIO SIKOCTi
N3 3a nokasHUKamu "30BHILLHIl
sBurnag”, "laeHTudikauis
o3enbTamisipy”, "O4HOPIGHICTL
[,030BaHNX O4MHULL",
"Po34nHeHHA" y BIANOBIAHICTbL A0
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Ne
n/n

Hassa

Popma sunycky

3asBHUK

KpaiHa

JliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakoska)

3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

149.

TEHOTEH

Tabnetku, no 20 TabneTok

TOB "Martepia

opuriHanbHMUX matepianis
BMPOGHMKa, 6e3 6e3nocepesHix
3MiH y MeTofukax Ta
BCTAHOB/IEHNX KPUTEPISX
NPUAHATHOCTI. BBEAEHHS 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS

nocsBi0oYeHHs

150.

TEHOTEH
ANTAYNN

y 6nicTepi; no 1 abo 2
61icTepn y KapTOHHIN
KopooLi

Tabnetku, no 20 TabneTok
y 6nicTepi; no 2 6nictepu

Meguka-YkpaiHa"

TOB "Marepia

YKpaina

YKpaiHa

3AT CaHToHiKa

3AT CaHToHika

NntBa

JntBa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis:

3MiHW | TUMY - BHECEHHSA 3MiH 40
p.3.2.P.3.3. Description of
Manufacturing Process and
Process Controls, a came:
He3HauHi pefakuiliHi 3MiHK LWoao
npouecy ynakosku /13, y 3B'A3Ky 3
NpvBEAEHHAM Yy BiAMOBIAHICTb A0
BHYTPILLHbOT AOKYMeHTaLl
BVPOGHMKA; 3MiHU | Tuny -
3asBneHa npoleaypa
06yMOB/IeHa NpYBEAEHHAM
cneuudikaLii JONOMKHOT
PEYOBMHM MarHito cteapart y
Bi4NoOBIAHICTb A0 Ait0HOro BUAAHHSA
MoHorpadii €BponeiicbKoi
thapmakonei

6e3 peyenma

UA/4206/01/01

151.

TEPBIHA®IH-
T

Y KapTOHHiIli kopoobLi

cnpeii HalkipHuiA, 1 %, no

25 MmN y donakoHax

Meguka-YkpaiHa"

ToBapucTBO 3

Pecny6nika

TOB

Pecny6nika

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis:
3MiHM | TUNY - BHECEHHS 3MiH A0
p.3.2.P.3.3. Description of
Manufacturing Process and
Process Controls, a came:
He3HauHi peAakuiliHi 3MiHK LWoao
npouecy ynakosku 113, y 3B'A3Ky 3
npuBEAEHHSAM Y BiANOBIAHICTb A0
BHYTPILUHLOT JOKYMeHTaul
BMPOGHMKA,;
3MiHK | TUNy - 3aaBneHa
npoueaypa obymoBneHa
npusefeHHAM cneundikauii
[L0MOMIDKHOT PEYOBVHM MarHito
cTeaparT Yy BiANOBIAHICTb 40
Ai04oro BnaaHHa MoHorpadii
€Bponeiicbkoi thapmakonei

be3 peyenma

UA/8588/01/01

06MeXeHo

Binopycb

"®PapmTexHonoris”

BHECEHHS 3MiH 0 peecTpaLiinHmx

Binopycb

marepianis:

6e3 peyenma

UA/16911/01/01
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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

nonieTuIeHoBuX 3
HacafKoK PO3MU/IHOHYOLD
noninponisieHoBo
OCHOBHOI0, N0 1 donakoHy
B KapTOHHI navi

BiANOBIAA/IbHICTIO
"®apmTexHonoris”

3MiHY | TURY - 3MiHK Woao
6e3nekn/edheKTMBHOCTI Ta
hapMakoHarnagy (iHwi 3miHn).
BHeceHHs 3MiH 4o po3giny
“MapkyBaHHA" MKA N13:
3anponoHosaHo: MAPKYBAHHA.
BignosigHo 4o 3aTBEpPAKEHOrO
TEKCTy MapKyBaHHA. OHOB/IEHHS
TEKCTY MapKyBaHHS ynakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmauii LWoao 3a3HaueHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl

152.

TPAMAAON
KAJIUEKC

po34uH A4 iH ek, 100
Mr/2 M1; MO 2 M1 B amnyni;
no 5 amnys y KOHTYpHil
YapyHKOBIli ynakoBLj
(nipAaoHi); no 2 abo no 20
KOHTYPHUX YapyHKOBUX
ynakoBoOK (NignoHiB) B
nauuj 3 KapToHy

AT "Kanuekc", NaTsig

Natsia

AT "T'piHoekc",
NatBis (BUPOGHYK,
AKWIA BigNoBigae 3a

KOHTPO/b
cepii/sunpobyBaHHs)
; AT "Kanuekc" ,
NatBis (BUPOGHYK,
AKWiA BignoBigae 3a
Bunyck cepii); XbM
dapma c.p.o.,
CnosayuuHa (BCi
cTagji BUpo6GHN4oro
npouecy, Kpim

BUMYCKY cepil)

Natgis
CnosayunHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis:
3MiHK | TURY - 3MiHW 3 SKOCTI.
CepTudbikat BignosigHocCTI/TE-
cepTudikart BiAnNoBIiAHOCTI
€Bponeicbkii
thapmaxonei/MoHorpadii.
MofAaHHA HoBOro abo OHOB/IEHOTO
cepTudikaTa BignoBigHoCcTi abo
BW/TyYEHHS cepTudikaTa
BiJNOBIAHOCTI €Bponelichbkiit
thapmakonei: gna A®l; ans
BUXiAHOIO
matepiany/peareHTy/npoMiKHOIo
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUPOGHULUTBI A®I; ans
[0MOMIKHOT pEYOBUHN
(cepTudpikat BignoBigHOCTI
€Bponeiicbkiin hapmakonei) -
OHoBNeHWiA cepTudikar Big, yxe
3aTBEPKEHOrO BUPOGHYKA -
noJaHHA OHOBJ/IEHOTO cepTudikaTa
BiJNOBIAHOCTI €BpoONeichkit
thapmakonei R1-CEP 2007-129-
Rev 05 (3atBepmxeHo: R1-CEP
2007-129-Rev 04) ana A®I
Tramadol hydrochloride Big Bxe
3aTBepMxeHoro BupobHnka GVK
BIOSCIENCES PRIVATE
LIMITET, India, y Hacnigok 3miH y
MeToAji BUNpo6yBaHHSA
"3aIMLLKOBOI KifIbKOCTi OpraHiyHmx
PO3YMHHWKIB».

3a peuenmom

UA/16468/01/01

153.

TPAHEKCAMO
BA KMC/NNIOTA

pO34uH A4 iH'eKuii, 50
Mmr/mn; no 5 mn B amnyni;
no 5 amnyn B 6nicTepi; no

MpuBaTHe akuioHepHe
TOBapuUCTBO "J1eKXiM-
Xapkis"

YKpaiHa

MNpuBaTHe
akuioHepHe
TOBapuCTBO

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis:
3MiHK | TMNY - 3MiHW 3 AKOCTI.

3a peyenmom

UA/17082/01/02
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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
1 6nicTepy B nauuj; no 5 "Mlekxim-Xapkis" CepTucpikat BignosigHocTi/lE-
M B amnyni; no 5 amnyn B

6nictepi; no 2 6nictepu B
nauuj; no 5 mn B amnyni;
no 5 amnyn B 6ictepi; no
10 6nicTepiB B nauui

cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkiii
thapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTudpikaTa BignoBigHocTi abo
BUyYEHHS cepTudikata
BiANOBIAHOCTI EBpoONeichbkili
thapmakonei: gna A®l; ana
BUWXifHOrO
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUPOGHMLUTBI A®I; ans
[0MOMIXHOT pEYOBUHU
(cepTudpikat BignosigHOCTI
€Bponeiicbkin dhapmakonei) -
OHoBreHWiA cepTudikar Bif yxe
3aTBEPAKEHOrO BUPOOHMKA -
nofaHHs OHOB/IEHOro cepTudiikata
BiANOBIAHOCTI EBpoNechbkili
thapmakonei Ne R1-CEP 2006-
142-Rev 02 (3aTBEpAXeHO: R1-
CEP 2006-142-Rev 01) ans
4itoYoi pevyoBUHY TpaHeKkcamMoBOT
KICOTU Bif BXXE 3aTBEPAKEHOr0
BMpo6HMKa Hunan Dongting
Pharmaceutical Co. Ltd. 3minu |
TUMY - 3MiHK 3 AKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar
BiAANOBIAHOCTI EBpoNechkili
hapmakonei/moHorpadii. 3miHu,
NnoB'si3aHi 3 HEOOXiAHICTIO
npuBeAeHHs y BiANOBIAHICTb J0
MOHorpadii AdY abo
€Bponeiicbkoi thapmakonei, abo
iHLWOT HauioHaIbHOT thapmakonei
fepxasun €C (3miHa 'y
cneuudikauisix, NnoB'A3aHa 3i
3MiHamu B ®Y, abo
€Bponeiicbkili hapmakonei, abo
iHLWIA HavioHanbHil hapmakonei
nepxasu €C) - npuBeeHHs
cneuudikaLii Ta MeToAiB
KOHTPOJIIO AKOCTI AiH040T pevyoBUHN
TpaHekcamoBa K1cnoTa Ao
MoHorpadii €Bponencbkoi
thapmakonei 3a nokasHukamu
«CynpoBigHi AOMILLKN», «Baxki

MeTanm» (BUTyYeHO NOKa3HWK).
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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

CynyTHS 3MiHa - 3MiHU 3 AKOCTI.
Ceprtudpikat BignosigHocTi/TE-
cepTudikaT BiANOBIAHOCTI
€Bponencbkii
hapmakonei/moHorpadii. 3miHu,
noB'sA3aHi 3 HEOOXiAHICTIO
npuBELEHHS Y BiANOBIAHICTb A0
MoHorpadii 4PY abo
€Bponeiicbkoi thapmakonei, a6o
iHLWOT HauioHaTbHOT thapmakonei
Aepxasu EC (iHWi 3MiHN)

154.

TPUAEPM®

Kpem; no 15r B
TIOMIHIEBIN Ty6i; Nno 1
Ty6i y KapTOHHIli KOPOO6L;
no 30 r B a/IIOMiHi€BIN Ty6i;
no 1 Ty6i y kapTOHHii
KopooLi

OpraHoH CeHTpan lct
6X

LBeliLapis

Lepinr-Mnay Na6o
H.B., Benbris

Benbris

BHECEHHS 3MiH O peecTpaLifiHnX
mMartepianis:
3MiHK | TURY - NoAaHHA
OHOB/IEHOTO cepTudikaTa
BiAMOBIAHOCTI €EBpONENCHKIl
thapmaxonei Ne R1-CEP 1998-
155-Rev 10 gna gitoyvoi peyosuHU
reHTamiuuHy cynbaTy Bif BXe
3aTBepAKEHOro BUpo6HUuKa Fujian
Fukang Pharmaceutical Co., Ltd.,
China, y Hacnigok 3miH B agpeci
BMPOGHNYOI AiNbHNL; BBEAEHHS
NiMITY Ans ricTaMidy; BBefjeHHS
a/IbTEPHATUBHOIO BTOPUHHOIO
nakyBaHHs - 3aNi3Huii 6apabaH

3a peyenmom

UA/2022/01/01

155.

TPUAEPM®

Ma3b Mo 15ra6o 30ry
Ty6i; Mo 1 Ty6i B KApPTOHHIiA
KopooLi

OpraHoH CeHTpan lct
X

LBeliuapis

Lepinr-Mnay a6o
H.B., Benbris

BHECEHHS 3MiH O peecTpaLiiHnx
marepianis:

3MiHK | TUNY - NoAaHHSA
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONenchbkili
thapmakonei Ne R1-CEP 1998-
155-Rev 10 gna gitoyvoi peyosuHU
reHTamiuuHy cynbarty Bif BXxe
3aTBEpAKEHOr0 BMPO6HUKa Fujian
Fukang Pharmaceutical Co., Ltd.,
China, y Hacnigok 3miH B agpeci
BMPOGHUNYOI AiNbHUL; BBEAEHHS
NiMITY Ans ricTamMiny; BBejeHHS
a/IbTEPHATUBHOINO BTOPUHHOIO
nakyBaHHs - 3ani3Huii 6apabaH

3a peyenmom

UA/2022/02/01

156.

TPUNENTAN

TabneTkv BKpUTI
NNiBKOBOK 060/10HKOIO N0
300 wmr, no 10 TabneTok y
6nicTepi, no 5 6nictepis y
KapTOHHI KOopoo6Li

HoBapTic ®apma Al

LLBeliuapis

Midbapm C.n.A.,
ITania (nepBuHHE Ta
BTOPWHHE
nakyBaHHs
(anbTepHaTMBHWMIA

ITanisa

BHECEHHS 3MiH O peecTpaLiiHnX
marepianis:

3MiHuM | TUNY — 3MiHa agpecu
BMpo6Huka AP, Novartis Pharma

3a peyenmom

UA/12884/01/01
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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

3aB0p)); HoeapTic
dapma C.n.A, Itanis
(Bnpo6bHuuTBO,
nepBUHHE Ta
BTOPWHHE
nakyBaHHs1, BUNYCK
cepii)

Schweizerhalle AG, Switzerland,
LLIO BignoBiganbHa 3a MPOBEeAEHHS
KOHTPO/II0, @ caMe 3MiHa Ha3Bu
Bynuui 3 ‘Rothausweg’ Ha
‘Rothausstrasse’, 6e3 3MiHn
afpecu BUpobHuLUTBa; [oAaTkoBO
BHECEHI peAakuiliHi 3MiHW A0
nigposginy 3.2.S.2.1.
Bupo6HKK(M): 3MiHa NOLITOBOro
iHAeKcy BUPOBHMKa NPOMKHOI
npoaykuii CaBB Oy, Finland;
BunpasneHHs agpecu Novartis
Grimsby Ltd. go ceptudcikaty
HBIM, BuganeHHsa «CH-» 3 agpec
LOiNSIHOK, L0 po3TalloBaHi y
Lseiuapii, aeTanisauis dyHKUi
BMPOGHUKIB Ta HaBegeHi DUNS
HOMepW ANs BCIX BUPOGHNKIB, L0
BiANOBIA&A/IbHI 38 KOHTPO/b AKOCTI.
3MiHK | TUNY - BBEAEHHSA
[0AaTKOBOrO BUPOGHMKa
npomixHoro npoaykty, Carbamic
acid (Compound Il1), wo
BUKOPVCTOBYETLCS Y BUPOGHUYOMY
npoueci A®l, Divi's Laboratories
Limited, India (Divi's); 3amitu | Tny
- BBEiEHHS 40AATKOBOro
BMPOGHMKA NPOMDKHOTO NMPOAYKTY,
Carbamic acid (Compound Ill), wo
BUKOPVCTOBYETLCS Y BUPOGHUYHOMY
npoueci A®l, Lianhe
Pharmaceutical Co., Ltd., China
(Lianhe); 3MiHu | TUNY - HE3HAYHI
3MiHM A0 npolecy BUpobHULTBA
A, y 38'A3Ky 3 foAaBaHHAM
BMPOBHMKA MPOMDKHOrO NPoAyKTy
Lianhe Pharmaceutical Co., Ltd.,
China (Lianhe); 3miHu | Tuny —
He3HauHi 3MiHM o npoLecy
BMPOGHMLTBA ADI, y 3B'A3KY 3
[ofaBaHHAM BUPOGHUKA
NPOMIiXHOro NpoAykTy Divi's
Laboratories Limited, India (Divi's);
3MiHM | TUNY - AOAAHHS OKpeMmoi
cneundikavii 4na BUXigHNX
marepianis, a came Demineralised
water, L0 BUKOPUCTOBYETHCA
3anpornoHoBaHNM BUPOGHUKOM
Divi's; 3MiHM | Tuny - gogaHHs
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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
okpemoi cneumdikauii ans
BUXiAHVX MaTepianis, a came City
water, L0 BUKOPUCTOBYETHLCA
3anponoHOBaHMM BUPOOHNKOM
Lianhe; 3miHu | TNy - 3miHn go
crneundikavii BUXigHoro
marepiany, Sodium hydroxide, wo
BMKOPWCTOBYETLCA
3anpornoHoBaHNM BUPOGHUKOM
Divi's, a came BU/TyYEHHSI
nokasHvka «Boga»
157. | TPUNENTAN TabneTku BKPUTI HosaprTic ®apma Al LBeliLapis Michapm C.n.A., ITanisa BHECEHHS 3MiH O peecTpaLifiHnX 3a peyenmom UA/12884/01/02
NAiBKOBOK 060/I0HKOI MO ITanis (nepBunHHe Ta mMartepianis:
600 mr no 10 TabneTok y BTOPVHHE
6nicTepi, no 5 6nictepis y nakyBaHHs 3MiHM | TUNY — 3MiHa aapecy
KapTOHHii# kopoGL (anbTepHaTMBHNIA BUpo6HMKa AdI, Novartis Pharma

3aB0op)); HosapTic
®apma C.n.A, Itanis
(Bnpo6HuuTtBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHS, BUNYCK
cepir)

Schweizerhalle AG, Switzerland,
Lo BignoBigasibHa 3a NPoBeAeHHs
KOHTPO/It0, & caMe 3MiHa Ha3Bu
By 3 ‘Rothausweg’ Ha
‘Rothausstrasse’, 6e3 3miHn
afpecy BUpo6HULTBa; [lofaTtkoso
BHECEHi pefakuiliHi 3MiH1 go
nigpo3sginy 3.2.S.2.1.
Brpo6HYWK(1): 3MiHa NOLITOBOrO
iHAEKCY BUPOGHMKaA NPOMiXKHOT
npoaykuii CaBB Oy, Finland;
BunNpasfieHHsa agpecn Novartis
Grimsby Ltd. go ceptudikaty
HBIM, BuganeHHsa «CH-» 3 agpec
OINSAHOK, LWO po3TalloBaHi y
LLIBeliyapii, geTanizayis dyHKuil
BMPOGHUKIB Ta HaBegeHi DUNS
HOMepW f/15 BCIX BUPOOHNKIB, L0
BignoBigasIbHi 32 KOHTPO/b AKOCTI.
3MiHU | TUNY - BBEAEHHSA
[0[aTKOBOrO BUPOGHUKA
npomixHoro npoAaykty, Carbamic
acid (Compound Il1), wo
BMKOPUCTOBYETLCA Y BUPOBHUYOMY
npoueci Adl, Divi's Laboratories
Limited, India (Divi’'s); 3miHu | Tuny
- BBEfIEHHA [0AaTKOBOro
BMPOBHMKA MPOMIKHOIO MPOAYKTY,
Carbamic acid (Compound IlI), wo
BMKOPUCTOBYETLCA Y BUPOBHUYOMY
npoueci Adl, Lianhe
Pharmaceutical Co., Ltd., China
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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

(Lianhe); 3miHM | TUNY - HE3HAYHI
3MiHM 0 npolecy BUpobHuUTBa
A®I, y 38'A3Ky 3 JoAaBaHHAM
BMPOGHMKA NPOMDKHOTO MPOAYKTY
Lianhe Pharmaceutical Co., Ltd.,
China (Lianhe); 3miHn | Tvny —
He3HauHi 3MiHM 4o npouecy
BMPOGHMLTBA ADI, y 3B'A3KY 3
[ofaBaHHAM BUPOGHUKA
nNpPoMKHOro npoAykTy Divi's
Laboratories Limited, India (Divi's);
3MiHK | TUNYy - foAaHHA oKpeMoT
cneuudikauii 418 BUXigHUX
matepianis, a came Demineralised
water, L0 BUKOPUCTOBYETHCA
3anponoHOBaHMM BUPOOHNKOM
Divi's; 3miHu | TUny - gogaHHs
okpeMol cneundikauii Ans
BUXigHVX MaTepianis, a came City
water, L0 BUKOPUCTOBYETHCA
3anpornoHoBaHNM BUPOGHUKOM
Lianhe; 3miHu | TUny - 3miHn go
cneuudikauii BUXigHoro
Matepiany, Sodium hydroxide, o
BMKOPWCTOBYETHCSA
3anpornoHoOBaHNM BUPOGHUKOM
Divi's, a came BU/TyYEHHS
nokasHuka «Boga»

158.

TPUTALEE®

Tabnetku no 10 mr; Ne 28
(14x2): no 14 TabneTok y
6nictepi; no 2 6rictepn B
KapTOHHIA KOpoo6Li

TOB "CaHodi-ABEHTIC
YkpaiHa"

YKpaiHa

CAHO®I C.IN.A.

ITania

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis:

3MiHM | TURY - 3MiHW WOA0
6e3nekn/edheKTMBHOCTI Ta
hapmakoHarnagy. BeegeHHs 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, yNOBHOBaXXeHOI
ocobw, BiANOBIAa/IbHOI 3a
3[jiCHEHHST chapMakoHarsay
(BK/IOYAKOYM KOHTAKTHI AaHi)

3a peuenmom

UA/9141/01/03
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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

Ta/abo 3MiHW Yy PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarnagy). 3miHa
YMOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBiAa/bHOI 32
hapMakoHarnsag.
MponoHoBaHa pepakuis:
XopakiBcbka TeTsiHa
BsiuecnaBiBHa. 3MiHa KOHTaKTHUX
[aHyX YNOBHOBaXeHOI 0cobu
3as1BHMKA, BignoBiga/bHOI 3a
hapMakoHarnsag.

159.

TPUTALE®

Tabnetkn no 5 mr; Ne 28
(14x2): no 14 TabneTok y
6nicTepi; no 2 6nictepu B
KapTOHHI KOpooLj

TOB "CaHochi-ABEHTIC
Ykpaiva"

Ykpaina

CAHO®I C.I.A.

ITanis

BHECEHHS 3MiH 4O peecTpauiiHnx
martepianis:
3MiHY | TUMy - 3MiHK Woao
6e3nekn/eheKTUBHOCTI 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
hapMakoHarnsng,.
MponoHoBaHa pegakuis:
Xopakiscbka TeTsHa
BsavecnasiBHa. 3MiHa KOHTaKTHUX
[aHVX YNOBHOBaXeHOI 0co6u
3asBHMKA, BiANOBIAa/IbHOI 3a
dhapmakoHaraag,

3a peyenmom

UA/9141/01/02

160.

YCIMOKON

Tabnetku, no 20 TabneTok
y 6nicTepi; no 1 6nictepy y
KapTOHHI KOpoo6Li

TOB "Marepia
Meguka-YkpaiHa"

YKpaiHa

3AT CaHToHika

JntBa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis:

6e3 peyenma

UA/7857/01/01
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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

3MiHM | TUNY - BHECEHHS 3MiH A0
p.3.2.P.3.3. Description of
Manufacturing Process and
Process Controls, a came:
He3HauHi pefakuiliHi 3MiHK Woao
npotiecy ynakosku 113, y 3B'A3Ky 3
npuBeAEHHSAM Y BiANOBIAHICTb A0
BHYTPILLHbOI AOKyMeHTaLil
BUPOGHMKA; 3MiHM | TUNy -
3asBneHa npoteaypa
06ymMoBneHa NpuBeAeHHsM
cneundikavii LoNoMiXHOT
PEYOBMHM MarHito cteapat y
BiANOBIAHICTb A0 Ai0Y0ro BUAAHHS
MoHorpadii €sponeicbkoi
hapmakonei

161.

®EPBEKC A/1Al
JOPOC/NX 3
MANMHOBUM
CMAKOM

NMOPOLLIOK A1 OpasIbHOro
po3uunHy, 8 cawe y
KapTOHHI KOpooLj

YMNCA CAC

PpaHuin

YMNCA CAC

PpaHuin

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis:

3MiHK | TUNY - agMiHicTpaTWBHI
3MiHW. BrunyyeHHst BUpO6HUYOI
AiNbHULI (BKAOYAOYM AiNbHULL
anst A®Il, npoMiXXHOTo NPOAYKTY
ab0 roToBoro nikapcbKoro 3acoby,
AiNbHUL 418 NPOBEAEHHS
nakyBaHHs1, BUPOOHNMKa,
BiANOBIAA/ILHOrO 3a BUNYCK Cepild,
MicLie NpoBeAEHHSA KOHTPOTI0
cepii) abo nocTavasibHMKa
BUXIAHOrO MaTepiasty, peareHTy
ab0 fONOMIXKHOT pevOBUHN (SKLLO
3a3HaYeHo Yy A0ChE) - 3asBHUK
3aBNA€ LWOAO BUAASIEHHA OAHOI0
3 BUPOOHUKIB aKTUBHOTO
hapMaLeBTUYHOTO iIHTPeLiEHTY
napaueTamMori, 3apeecTpoBaHoro B
pocbe: Granules India Limited,
IHgis. Granules India Limited
BiANOBIAAE 3a BUPOOHMLTBO
aKTUBHOrO thapmaLeBTUYHOro
iHrpeieHTy napaueTamosn Ta €
B/IaCHUKOM cepTudpikata
BiANOBIAHOCTI MOHOrpadii
€sponeiicbkoi ®apmakonei R1-
CEP 1998-047 Rev 06

6e3 peyenma

UA/3128/01/01

162.

PIHA/ITOH®

Masb, M0 20 1y Ty6i; no 1

TOB "CaHogi-ABEHTIC

YKpaina

TNOBEO®APM

AscTpist

BHECEHHS 3MiH 10 peecTpaLiiHmnx

6e3 peyenma

UA/1909/01/01
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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

Ty6i y KOMMNeKTi 3
an/ikaTopoM Yy KapTOHHIl
Kopooui

YkpaiHa

dapmavoiTile
MpoayKLioH3-yHA,
Xangenbcresenblua
T M.6.X.

marepianis:

3MiHM | TUMy - 3MiHK Woao
6e3nekn/eheKTUBHOCTI Ta
hapmakoHarnagy. BeeaeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX 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
(BK/HOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarnagy) - 3miHa
YMOBHOB&XEHOT 0CO6U 3as1BHMKA,
BiANOBiAa/bHOI 32
hapMakoHarnsag.
MponoHoBaHa pepakuis:
XopakiBcbka TeTsiHa
BauecnasiBHa. 3MiHa KOHTaKTHUX
[aHyX YNOBHOBaXeHOI 0cobu
3as1BHMKA, BignoBiga/ibHOI 3a
hapmakoHarnag,

163.

LE®EMNIM

MOPOLLOK /151 PO3YNHY
ONs1 iH ekujiin no 1000 mr
no 1 a6o 10 dpnakoHis y
KapTOHHI KOpooL;

AAP ®APMA @3-/1/1C

O6'egHaHi
Apabcbki
Emipatu

3elicc
dapmac’ioTikenc
rert. /114,

IHais

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis: 3MiHa 3asABHUKa
(BnacHuka peectpadiiHoro

noceigyeHHs) (3rigHo Hakalzy MO3

Big 23.07.2015 Ne 460). 3miHK
BHECEHI B iHCTPYKLIito AN

Me[MYHOro 3actocyBaHHsa /13y p.

"3anBHuK", "MicLle3HaxXoaKeHHS
3asBHMKA" 3 BIANOBIAHUMY

3MiHaMM B TEKCTi MapKyBaHHS
ynakoBoOK. BBefeHHS 3MiH
NpoTArom 6-T1 MicALIB Micns
3aTBEPMHKEHHS; 3MiHM | TUnY -
3MiHM Woao
6e3nekn/etheKkTUBHOCTI Ta
hapmakoHarniagy (iHwi 3MiHK) -
BHeceHHs 3MiH 0 po3giny MKA:

3a peyenmom

UA/17538/01/01
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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

MAPKWVPOBKA [litoua pegakuisi:
MAPK/POBKA B cooTBeTCTBUA C
YTBEPXEHHbIM TEKCTOM
MapK/MpPOBKU KOTOPbIi
npunaraetcs. MNponoHosaHa
pepakuis: MAPK/IPOBKA B
COOTBETCTBUU C YTBEPXKAEHHBIM
TEKCTOM MapKMpoBKU. OHOB/IEHHSA
TEKCTYy MapKyBaHHs ynakoBKu
nikapcbKoro 3acoby BiAnoBigHO A0
BMMOT Haka3y MO3 YkpaiHu Big,
23.07.2015 p. Ne460 3 BHECEHHAM
iHchopmauii LWoao 3a3HaueHHs
O4VHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. BBeieHHs 3MiH NpOTArom 6-Tu
MicsILiB Nicns 3aTBEPKEHHS

164.

LE®YTUN®

TabneTku, BKpUTI
nNiBKOBOK 060/I0HKOIO, NO
500 mr no 10 TabneTok y
dhnakoHi, no 1 dpnakony y
KapTOHHiiA KOpo6Li

dapma IHTepHeLleHan
KomnaHi

Voppakis

dapma
IHTepHeLLeHau
Komnawi

VopaaHis

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: yTO4YHEHHA
peecTpauiiiHoi npoueaypu B
Hakasi MO3 YkpaiHu Ne 592 Bipg,
29.03.2021 B npoLieci BHECEHHSA
3MiH - 3MiHuK | TNy -
AAMIHICTpaTUBHI 3MiHW.
BunyyeHHss BUPOOGHMYOT finbHUL
(Bknovatoum ginbHuui gns Adl,
MPOMDKHOIO NPoAyKTy abo
roTOBOrO JliKapCbKOro 3acoby,
LiNbHUL o151 NPOBeAEeHHs
nakyBaHHSs!, BUPOBGHMKa,
BiZiNOBIAA/IbHOTO 3a BUMYCK Cepiid,
MicLie NPOBeAEHHS KOHTPO/THO
cepii) abo nocTavyanbHKKa
BUXIAHOIO MaTepiasly, peareHTy
ab0 AONOMIKHOT PeYOBMHU (SIKLLLO
3a3HayeHo y A0CbE) - BunyyeHHs
a/lbTepPHaTUBHUX BUPOGHMKIB
Lir0Y0i peyoBmHN. [litoua pegakuis:
Orchid, India; Ranbaxy, India;
Aurobindo, India; Covelant, India
[MponoHoBaHa pepaku,is:
Aurobindo, India; Covalent
Laboratories Pvt. Ltd., India. 3miHn
| TMNy - AQMIHICTPATUBHI 3MiHW.
3MiHa HalimeHyBaHHs Ta/abo
ajipecu MicuA NpoBapKeHHS
LisNIbHOCTI BUPOOHMKA
(BkNtOYarOUn, 3a HeObXiAHOCTI,
MicLie NpoBeAEHHSA KOHTPOII0
SIKOCTi), 260 BNacHvKa MacTep-

3a peuenmom

UA/8893/01/03

197




Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

thaiina Ha Adl, abo
nocravyasnbHuka A®I/BuxigHoro
matepiany/peareHTy/npoMiKHOIo
NpPOAYKTY, L0 3aCTOCOBYIOTbCH Y
BMPOGHULTBI A®I (KLL0
3a3HayeHo y AOChE Ha NiKapCbKuii
3acib) 3a BiACYTHOCTI cepTuddikara
BiANOBIAHOCTI EBpoONeichbkili
thapmakonei y 3aTBepiKeHoMy
[ocbe, abo BMPOOHMKA HOBOI
[OMOMDKHOT PEYOBUHY (AIKLLO
3a3HayeHo y focbe) - MprBeaeHHs
Ha3Bu BMpo6HMKa AP| Covelant,
India y BignosigHicTb oo
3aTBEPKEHNX MaTepianiB
peecTpavuiiiHoro gocbe Covalent
Laboratories Pvt. Ltd., India Ta
3MiHa apecu AaHoro BUPOOHUKa:
[Litoua pepakuin: Covelant, India
(Cypseii Ne 374, l'yHana MavaHyp
Binnamx XatHyp (MaHgan),
Megak (LicTpikT)- 502 296
TenaHraHa/Survey No. 374,
Gundla Machanoor Village
Hathnoor (Mandal), Medak
(District)-502 296 Telangana).
MponoHoBaHa pepakuis: Covalent
Laboratories Pvt. Ltd., India (C-#.
Ne 374, N'yHana MavaHyp Binnagx
XaTHyp Manpgan, CaHrapengi
LicTpikT- 502296 TenaHraHa
Crelit/Sy. No. 374, Gundla
Machanoor Village Hathnoor
Mandal, Sangareddy
District-502296 Telangana State)

165.

LEDYTUN®

TabneTkun, BKPUTI
N/1iBKOBOK 060JI0HKOIO, MO
250 wr, no 10 TabneTok y
6nictepi, no 1 6nictepy y
KapTOHHI KOpooLj

dapma IHTepHeLLeHau
Komnari

VoppaHis

Papma
IHTepHeLweHan
KomnaHi

VoppaaHis

BHECEHHS 3MiH O peecTpaLifiHnX
mMaTepianiB: yTOUHEHHs
peecTpauiiiHoi npoueaypu B
Hakasi MO3 YkpaiHu Ne 592 Bipg,
29.03.2021 B npoueci BHeCEHHA
3MiH - 3MiHuK | TUny -
ALMIHICTPaTUBHI 3MiHW.
BunyyeHHs BUPOOHMYOT AiNTbHULL
(Bknovatoum ginbHuLi ansa Adl,
NPOMDKHOro NpoAyKTy abo
rOTOBOrO JliKapCbKOro 3acoby,
LiNbHUL 4NS NPOBefEeHHs
nakyBaHHs1, BUPOBHNIKa,
BifNoBi4a/IbHOIO 3a BUMYCK CEPINA,

3a peyenmom

UA/8893/01/02
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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

MicLe NpoBeAeHHS KOHTPOII0
cepii) abo nocTavanbHyKa
BUXIAHOrO MaTepiasny, peareHTy
ab0 AONOMIXHOT peyoBUHN (SKLLO
3a3HayeHo y AOCbE) - BunyyeHHs
anbTepHaTUBHUX BUPOBHUKIB
Aitoyoi pevoBuHN. [litoya pepakuis:
Aurobindo, India; Lupin, India;
Orchid, India; Ranbaxy, India.
MponoHoBaHa pepakuis:
Aurobindo, India

166.

UMCNNATUH-
TEBA

KOHLEHTpAT /18 PO3YUHY
Ans indpysiid, 0,5 mr/mn: no
20 mn a6o no 50 mn, abo
no 100 mn y cpnakoHi; no 1
donakoHy y nauui

TOB «TeBa YKkpaiHa»

YkpaiHa

dapmaxemi B.B.

HigepnaHngn

BHECEHHS 3MiH O peecTpaLifiHnX
marepianis: 3MmiHa 3asiBHMKa
(BnacHvka peecTtpaujiiHoro
nocBeifueHHs). Takox 3miHn

BHECEHI 00 Ha3BW 3asiBHUKA Ha

TUTYJ/TbHIA CTOPIHL TEKCTY
MapKyBaHHS ynakoBoK J13. 3MiHu |
MRy - 3MiHN Woa0
6e3nekn/edheKTMBHOCTI Ta
hapmakoHarnagy. BeegeHHs abo
3MiHM [0 y3arasibHEHUX JaHuX npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHuX
npo cuctemy hapmakoHarnsgy,
3MiHa YNOBHOBaXeHOi 0co6H,
BiANOBIAALHOT 33 3iICHEHHS
hapmakoHarnagy; KOHTaKTHOI
ocobu 3 hapmakoHarnagy
3aABHUKA 419 3[iACHEHHS
hapmakoHarniagy B YkpaiHi, SKLO

BOHa BifiMiHHA Bif, yNOBHOBaXeHOI

ocobw, BiANOBIAa/IbHOI 3a
3[jiCHEHHST chapMakoHarsay
(BK/IKOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTep-thaina cuctemm
thapmakoHarnagy). 3miHa

YMNOBHOBaXeEHOT 0CO6U 3asBHMKA,

BiAMNOBIAA/IbHOT 32
thapmakoHarnag,. ditova pegakuis:
Orit Stern-Maman.
MponoHoBaHa pegakuisi: buctposa
OkcaHa BitaniiBHa. 3MiHa

KOHTaKTHUX JaHWX YNOBHOBaXKEHOI

0co6u 3asiBHMKA, BiANOBIAA/IbHOT

3a papmakoHarnsg

3a peyenmom

UA/7552/01/01

167.

UMCNNATUH-
TEBA

KOHLEHTpAT A1 PO3YMHY
ANns iHdpysiid, 1 mr/mn no

TOB «TeBa YkpaiHa»

YkpaiHa

dapmaxemi B.B.

Higepnangn

BHECEHHS 3MiH O peecTpaLiiHmnx
mMarepianis: 3MiHa 3asiBHMKa

3a peyenmom

UA/7552/01/02
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka chopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
(BnacHvika peecTtpaujinHoro

100 mn y chnakoHi; no 1
chnakoHy y nauui

noceigueHHs). Takox 3miHn
BHECEHI LL0A0 Ha3BM 3asBHUKA Ha
TUTY/bHIN CTOPIHL TEKCTY
MapKyBaHHs ynakoBok /13. 3miHu |
MRy - 3MiHK Woa0
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
YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAabLHOI 3a
thapmakoHarnag. ditova pegakuis:
Orit Stern-Maman.
MponoHoBaHa pefakuis: buctposa
OkcaHa BitaniiBHa. 3miHa
KOHTaKTHUX A@HNX YNOBHOBaXKEHOI
0cobu 3asBHMKa, BIANOBIAA/IbHOT

3a (hapmakoHarang

FeHepanbHUiA QUPEKTOpP

AvpekTopaTy chapMaueBTUUHOIO 3a6e3neyeHHs
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0.0. Komapiga
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