Jopartok 1
Ao Hakasy MiHicTepcTBa 0XOpPOHMU

34,0pPOB’A YKpaiHn

Ne
NEPENIK
NIKAPCbKUX 3ACOBIB, WO NMPOMOHYKTbLCA A0 AEP>XABHOI PEECTPALUII
Ne HasBga snikapcbko20 dopma sunycky 3assHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjiliHo2o
ynakoska) nocBi0YeHHs1
1. MN-KAP/A, po34nH ANa iH'ekuiid, 100 AT "BIOJTIK" YkpaiHa AT "BIONIK" Ykpaina peecTpauist Ha 5 pokis 3a He UA/18702/01/01
mr/mn no 5 mn B peyenmom nionsieae
amnynax, no 5 a6o 10 MepiognyHICTb NOAAHHSA
amnyn y nauuj perynsipHo
OHOB/IOBAHOTO 3BITY 3
6e3neku, BignoBigHO A0
MopsiaKy 34iCHEHHS
hapmakoHarnagy,
3aTBEPKEHOr0 Haka3oM
MiHicTepcTBa OXOPOHU
30,0pOB’A YKpaiHu Bif, 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi rocTuULil
Ykpainmn 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
3/10pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHIMN y
nepiogNYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6e3neku.
2. MOP®IHY CYNIb®AT | nopoLuok (cy6ecTaHuis) y CaHodpi Ximi ®paHujsa CaHodi Ximi dpaHLis peecTpauis Ha 5 pokis - He UA/18703/01/01
[OBOX MONieTUIeHOBUX niosisieae
nakeTtax gns
dhapmaLeBTU4YHOro
3aCTOCYBaHHSA
3. NIPNAOKCUHY MOPOLLIOK (Cy6CcTaHLis) y AT "®apmak” YkpaiHa Al EC EM Kutaw peecTpauif Ha 5 pokis - He UA/18704/01/01
rigPoOXnoprPuj, nakeTax BITAMIH nionsieae

noslieTUIEeHoBUX ansa

(LLAHXA) NTA.
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Ne Hasga snikapcbko20 ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
dhapmaLeBTU4YHOro
3aCTOCYBaHHSA

FeHepasibHUIA gUPEKTOpP
AvpekTopaty dhapmaLeBTUUHOro 3a6e3neyYeHHs

0.0. Komapiga




Jopatok 2
Ao Hakasy MiHicTepcTBa 0XOpPOHMU

34,0pPOB’A YKpaiHn

Ne
NEPEJIK
NIKAPCbKINX 3ACOBIB, WO NMPOMOHYOTLCA A0 AEP>XXABHOI NMEPEPEECTPALLII
Ne HasBsa snikapcbko20 ®dopma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamvys Howmep
n/n 3acoby (nikapceka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjitiHo2o
yrnakoska) nocsioYyeHHs
1. L-APTIHIHY KpucTaniyHuin NopoLloK TOB "TK YkpaiHa ApnavnHomoTo Ko., AnoHia nepepeecTpauis Ha - He UA/15726/01/01
MOHOrIAPOX/TOPU abo kpuctanu "ABPOPA" IHK. HeobMeXeHuit TepMiH niosisieae
a (cybeTaHuis) y
nonieTUNEeHOBUX MilLKax
AnA hapmaleBTUYHOro
3aCTOCYBaHHSA
2. AKCOTWUNIH PO34UH ANS iH KL No My6niyHe YkpaiHa My6niuHe YkpaiHa MepepeecTpauis Ha 3a He UA/15289/01/01
500 mr/4 mn, no 4 mn B akuioHepHe akuioHepHe HeobMeXeHuli TepMiH. peyenmom niosisieae
amnyni, no 5 amnyn'y TOBapnCTBO TOBapUCTBO
KaceTi, no 1 kaceTi B "HaykoBo- "HaykoBo- OHoB/eHo iHdhopmaL,ito
nauui, no 4 mn B amnyni, BMPOGHUUUIA BVPOGHNYMIA B IHCTPYKLUIT ANns
no 5 amnyn y kaceti, no LEeHTp LEeHTp MenYHOro
2 kaceTu B nayuj "BopuyariBcbKuii "BopLuariBcbkuii 3acToCyBaHHS
XiMiKo- XiMmiKo- niKkapcbKoro 3acoby
hapMaLeBTUYHWI hapmaLleBTUYHUI o0 6e3sneku aitoyoi
3asof” 3asof” PEeYOBUHM Y po3ainax

"B3aemogis 3 iHWMMK
nikapcbknmy 3acobamu
abo iHWi B1An
B3aemopiin",
"OcobnuBocTi
3aCTOCyBaHHA",
"Mepepo3syBaHHA" Ta
"Mo6iuHi peakuii".

MepiognyHiCTb NoAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsiaky 34iiCHEeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHU
340pOB’A Ykpainu Big 27




n/n

HasBsa snikapcbko20
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

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

AKCOTUNIH

PO34UMH A4NS iH EKLiA No
1000 mr/4 mn, no 4 mn B
amnyni, no 5 amnyn'y
KaceTi, no 1 kaceTi B
nauui, no 4 mn B amnyni,
no 5 amnyn y kacerTi, no
2 KaceTu B nauuj

My6niyHe
akuioHepHe
TOBapuCTBO
"HaykoBo-
BMPOGHUUUIA
LieHTp
"BopuyariBcbKuii
Ximiko-
thapmaLeBTUYHWI
3aBog”

YkpaiHa

My6niyHe
akuioHepHe
TOBapWCTBO

"HaykoBo-
BVPOGHNYMIA

LleHTp
"BopLyariBcbkuii
Ximiko-
hapmaLeBTUYHNI
3aBof”

YkpaiHa

MepepeecTpavia Ha
HeobMeXeHuli TepMiH.

OHoB/eHo iHdhopmaL,ito
B IHCTPYKLUIT ANns
MeaNYHOro
3acToCyBaHHSA
niKkapcbKoro 3acoby
o0 6e3neku gitoyoi
PeyoBMHN Y po3ginax
"B3aemogis 3 iHWMMU
niKkapcbknmy 3acobamu
abo iHWi B1An
B3aemogiin",
"OcobnuBocTi
3aCTOCyBaHHA",
"Mepepo3syBaHHA" Ta
"Mo6iuHi peakuii".

MepiognyHiCTb NoAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsiaky 34iiCHEeHHS
chapmakoHarnsagy,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHU
3040pOB’A Ykpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi locTuii

3a
peyenmom

He
nionsieae

UA/15289/01/02




Ne HasBsa snikapcbko20 ®dopma BunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayitiHo2o
yrnakoska) nocsioYyeHHs
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
nepiogMYHOCTI MoAaHHS
perynspHux 3BiTiB 3
6e3neku.
4. AMIHOCO/® HEO PO34nH ANns iHdysiid; no «Xemochapm» Afl Cepbis KOHTPO/1b SKOCTI, Cepbis/ MepepeecTpauis Ha 3a He UA/4102/01/01
10% 500 M1y nAswkax BMNYCK cepil: YopHoropis HeobMeXeHuli TepMiH. peyenmom niossieae
«Xemodhapm» All,
Cepbis; OHoBreHo iHdhopmaL,ito
BMPOOHULITBO 3 6e3neku B iIHCTPYKLT
Hepo3dacosaHoi ANa MefuyHoro
npoAykKuii, 3acToCyBaHHA
nepBuHHA Ta nikapcbkoro 3acoby y
BTOPUHHA posginax
ynakoBKa, "MpoTunokasaHHa",
KOHTPO/b SIKOCTi: "Oco6nnBoCTI
XeMOMOHT 4.0.0., 3acToCyBaHHA",
YopHoropis "Mepepno3yBaHHA",

"Mo6iyHi peakuii”, a
TaKoX pefaroBaHo TeKCT
y po3aini "MNokasaHHs".

MepiognyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOT O 3BITY 3
6e3neku, BignoBigHO A0

Mopsaaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPAKEHOr0 Hakasom
MiHicTepcTBa 0XOpoHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MinicTepcTsi tocTuuii
YKpainu 29 ciuua 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpPOHU

300pOoB's YKpaiHu Big 26




1 donakoHy pasom i3
wnaTensaMu ans
HaHeceHHs naky y
KapTOHHI kopobuj; no
2,5 Mny donakoHi; no 1
donakoHy pasom i3
nuaoYkamu Ans HirTie,
cepBeTkamu gns
OUNLLIEHHA Ta
wnatensaMm ans
HaHeCeHHs naky y
KapTOHHI KopobLi

OHoBEHO iHhopmaLito
B IHCTPYKLU|i Ans
MeAnYHOro
3acTocyBaHHS
NiKapcbKoro 3acoby y
po3ginax
"®apMaKonorivHi
BacTmBocCTi",
"Moka3aHHA",
"MMpoTunokasaHHa",
"B3aemogjs 3 iHWmmMn
nikapcbknMmn 3acobamm
Ta iHWi BUAn
B3aemMogijin",
"Oco6nuBocTi
3acToCyBaHHA",
"3acTocyBaHHs y nepiog
BariTHoCTi abo
rogysaHHs rpyaar”,
"Cnoci6 3acTocyBaHHs
Ta gosun”, "ditn",
"Mo6iyHi peakuji"
BiAnoBigHO A0
iHchopmauii
pedyepeHTHOro
nikapcbkoro 3acoby
NIOUEPUN®.
MepiognyHiCTb NoAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsiaky 34iiCHEeHHS
chapmakoHarnsgy,
3aTBEPAKEHOTO HaKa3oM
MiHicTepcTBa 0XOpPOHU
340pOB’A Ykpainu Big 27

Ne HasBsa snikapcbko20 ®dopma BunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayitiHo2o
yrnakoska) nocsioYyeHHs
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HaveHmMn y
nepioguyYHOCTi NOAaHHSA
perynspHux 3BiTiB 3
6e3nekw.
5. AMOJEPM HEO nak ons Hirtie MAT YkpaiHa LWaHenb Megikan IpnaHgis MepepeecTpaLis Ha 6e3 niosisieae UA/15567/01/01
nikyeBanbHWiA, 50 mMr/mn, "Kuismepgnpenapa HeobMeXeHuli TepPMiH. peyenma
no 2,5 mn y cpnakoHi; no T




OHoBEeHO iHhopmaLito
y po3ginax:
"Ocob6nnBOCTi
3aCToCyBaHHA",
"3acTocyBaHHsA y nepiog,
BariTHocTi abo
rogyBaHHa rpyaaro”
(yTOUHEeHHs), "Mo6iuHi
peakuii” iHCTpyKuii gns
MeaNYHOro
3acToCyBaHHs
NiKapcbKoro 3acoby
BiANoBigHO A0 6e3nekn
3aCTOCyBaHHA fjiloyoi Ta
[ONOMDKHUX PEYOBUH
npenapary.

MepiognyHICTb NOAAHHSA
perynsipHo
OHOBJ/IOBAHOTO 3BITY 3
6e3neku, BigNoBIigHO A0
Mopsaaky 34jiACHEeHHS

Ne HasBsa snikapcbko20 ®dopma BunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayitiHo2o
yrnakoska) nocsioYyeHHs
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
Ykpainu 29 ciyns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpoHU
3,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepiogMYHOCTI MoAaHHS
perynspHux 3BiTiB 3
6e3neku.
6. AUUKNOBIP KpucTaniyHuin NopoLloK MpuBatHe YkpaiHa TeBa Kutaii nepepeecTpauis Ha - He UA/15697/01/01
(cybeTaHuifn) y milkax 3 akuioHepHe PapmacbloTukan HeobMeXeHuit TepMiH niosisieae
nonieTuneny ans TOBapnCTBO eHa Kemikan
hapmaLeBTUYHOIO “Nlekxim — XapkiB” (XaHuxoy) Ko.,
3aCTOCyBaHHA nTAa.
7. AUMNKNOCTAL® Kpem 5 % no 2 r y Ty6i; CTALA HimeuyunHa CTALA HimeuunHa MepepeecTpauis Ha 6e3 niosisieae UA/3806/01/01
no 1 Ty6i B KapTOHHil ApLHaimMiTTeNb ApuHaiimiTTeNb Heo6MeXeHWi TePMiH. peyenma
KOpoo6Li Al Al




n/n

HasBsa snikapcbko20
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

chapmakoHarnsgy,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa OXOpPOHU
300pOB’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 OXOPOHU
300pOoB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMn y
nepioguyYHOCTI NOAaHHSA
perynspHux 3BiTiB 3
6e3neku.

BIKC AHTUIPUIN
KOMMJIEKC

NopoLLOK ANA
OpasibHOro PO3uyHy; No
5a6o 10 cawey
KOpOoO6LL

IpokTep eHA
Fem6bn
IHTEpHeLHN
OnepeiiwH3 CA

LLiBeiiuapis

PadToH
JNlabopatopi3
Nimiten

Benuka
BputaHis

MepepeecTpauis Ha
HeobMeXeHuli TepPMiH.

OHoBEHO iHhopmaLito
y po3ginax:
"MpoTunokasaHHa",
"B3aemogis 3 iHWMMU
niKkapcbknmy 3acobamu
Ta iHWi B1an
B3aemogiin",
"OcobnuBocTi
3aCTOCyBaHHA",
"3acTocyBaHHA y nepiog
BariTHocTi abo
rogyBaHHsa rpyaaro”
(YTOUHEHHS),
"Mepepno3yBaHHA",
"Mo6iuHi peakwyii"
IHCTPYKLT ans
MeaNYHOro
3acTocyBaHHsA
niKkapcbKoro 3acoby
BiANOBIAHO A0 6e3neku
3acTocyBaHHsA
nNiKapcbKoro 3acoby.

MepiognyHiCTb NoAaHHSA

6e3
peuyenma

nionsieae

UA/11414/01/01




n/n

HasBsa snikapcbko20
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

perynsipHo
OHOB/IIOBAHOrO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPAKEHOT0 Haka3om
MiHicTepcTBa 0XOpoHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpPOHU
300pOB's YkpaiHu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO
3i cTpokamum,
3a3HaveHImMn y
nepioguYHOCTI NOAaHHS
perynsipHux 3BiTiB 3
6esneku.

FMIOKOBAHC®

TabneTkn, BKpUTI
NNiBKOBOK 0O0JIOHKOIO,
no 500 mr/2,5 mr, no 15
TabneTok y 6nictepi; no
2 6nicTepu B KAPTOHHIN
Kopo6Li; no 20 TabneTok
y 6nicTepi; no 3
6nicTepy B KapPTOHHIi
KOpOoO6LL

Mepk CaHTte c.a.c.

dpaHuin

Mepk CaHrte

®paHuis

MepepeecTpavis Ha
HeobMeXeHuli TepMiH.

OHoBEHO iHthopmaL,ito
B IHCTpYKLU|ii ans
MeZMNYHOro
3acTOCyBaHHSA
nikapcbKoro 3acoby B
posginax
"PapmMakoTepanesTuyHa
rpyna. Kog ATX"
(peparyBaHHs TEKCTY
6e3 3miHn kogy ATX),
"MpoTunokasaHHa",
"Oco6nnBoCTI
3acTocyBaHHs", "Mo6iyHi
peakuji* BiagnoBigHo A0
MaTtepianis
peecTpaLiniHOro JOChLE.
MepiognyHiCTb NoAaHHsA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BignoBigHO A0

3a
peyernmom

He
nionsieae

UA/5390/01/01




n/n

HasBsa snikapcbko20
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPAKEHOT0 Haka3om
MiHicTepcTBa 0XOpOoHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpPOHU
300pOB's YkpaiHu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HaveHImMn y
nepioguYHOCTI NOAaHHS
perynsipHux 3BiTiB 3
6esneku.

10.

AEKCAMETA3OH

NopoLLOK (cybCTaHLis) B
MilLKax noslieTueHoBUX
Ans hapmaleBTUYHOro
3aCTOCYBaHHs

AT "®apmak”

Ykpaina

TAHBLU3UHL TAHAO
dapmacbioTikans
Ko., N114.

Kutai

nepepeecTpaujis Ha
HeobMeXeHui TepMiH

He
nionsieae

UA/15486/01/01

11.

JDIAKOPOVH® 60

Tabnetkv no 60 mr Ne 50
(10x5), no 10 TabneTok
y 6nicTtepi; no 5
6nicTepiB y KAPTOHHIl
Kopoo6Li

TOB "CaHodi-
ABeHTIC YkpaiHa"

YkpaiHa

TOB "3eHTiBa"

Yecbka
Pecny6nika

MepepeecTpauis Ha
Heo6MeXeHWi TePMiH.

OHoB/eHO iHhopmaLito
B IHCTPYKUiT Ans
MeAnYHOro
3acToCcyBaHHSA
nikapcbKoro 3acoby y
posginax
"MMpoTunokasaHHa",
"B3aemogjs 3 iHWmMn
niKkapcbknumy 3acobamm
Ta iHWi Bnan
B3aEMogjin",
"OcobnuBocTi
3acTocyBaHHs", "
3paTHICTb BNaMBaTh Ha
LWIBMAKICTb peakuii npu
KepyBaHHi
aBTOTpaHCNopTOM abo
IHLWIMMK MexaHi3mamm®,
"Mo6iyHi peakuyii"

3a
peyenmom

He
nionsieae

UA/5731/01/01
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n/n

HasBsa snikapcbko20
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

BiAMNOBIAHO A0
mMaTtepianis
peecTpavuiiHoro AochLE.

MepiognyHiCTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iACHEHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHU
3040pOB’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 OXOPOHM
300pOB'a YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMn y
nepioguyYHOCTI NOAaHHSA
perynspHux 3BiTiB 3
6e3nekw.

12.

ECKO/AH-
CAHOBE/b

TabneTku, BKpUTI
N/1iBKOBOK 060/10HKOI0,
no 10 wr, no 10
Tabnetok y 6nictepi; no
3 6nicTepu B KAPTOHHIN
KOpoo6Li

CaHoBersib 1nay
CaHai Be
Tupgxapet A.LL.

TypeyunHa

CaHoBersib Inay
CaHai Be
Tupxapet A.LL.

TypeyunHa

MepepeecTpauis Ha
HeobMeXeHuli TepPMiH.

OHoBEHO iHhopmaLito
B IHCTPYKLU|i Ans
MeAnYHOro
3acToCyBaHHSA
NiKapcbKoro 3acoby y
posginax:
"®apMaKonorivHi
B/1acTmMBoCTi",
"B3aemogis 3 iHWMMK
nikapcbknumy 3acobamu
Ta iHWi BUAn
B3aemMogiji”,
"Oco6nnBoCTi
3acTocyBaHHA",
"3acTocyBaHHs y nepiog

3a
peyenmom

He
nidnsieae

UA/9680/01/01
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n/n

HasBsa snikapcbko20
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

BariTHocTi abo
rogysaHHa rpyanr”,
"Cnoci6 3acTocyBaHHs
Ta gosu", "AOitn"
(iHcbopmaLisn 3 6e3neku),
"Mo6iuHi peakwi"
BiAMNOBIAHO A0
iHdbopmauii woao
MeaNYHOro
3acToCyBaHHSA
pedyepeHTHOro
nikapcbkoro 3acoby
(INPUMAP, Tabnetku,
BKPWTI NNiBKOBOIO
060/10HKO10.).

MepiognyHiCTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iACHEHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHU
3040pOB’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 OXOPOHM
300pOoB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMn y
nepioguyYHOCTI NOAAHHSA
perynspHux 3BiTiB 3
6e3nekw.

13.

ECKO/AH-
CAHOBE/b

TabneTku, BKpUTI
N/1iBKOBOK 060/10HKOI0,
no 20 wr, no 10
Tabnetok y 6nictepi; no
3 6nicTepu B KAPTOHHIN
Kopoo6Li

CaHoBersib 1nay
CaHai Be
Tupgxapet A.LL.

TypeyunHa

CaHoBersib Inay
CaHai Be
Tupxapet A.LL.

TypeyunHa

MepepeecTpauis Ha
HeobMeXeHuli TepPMiH.

OHoBEHO iHhopmaLito
B IHCTPYKLU|i Ans
MeAn4yHoro

3a
peyenmom

He
nidnsieae

UA/9680/01/02
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n/n

HasBsa snikapcbko20
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

3acToCyBaHHSA
niKkapcbKoro 3acoby y
posginax:
"®apmakonoriyHi
B/1lacTMBoCTi",
"B3aemogjs 3 iHWmMn
nikapcbknMmn 3acobamm
Ta iHWi BUan
B3aemogijit”,
"Oco6nuBocTi
3acToCyBaHHA",
"3acTocyBaHHs y nepiog
BariTHocTi abo
rogysaHHa rpyanr”,
"Cnoci6 3acTocyBaHHs
Ta gosu", "Aitn"
(iHcbopmalisn 3 6e3neku),
"Mo6iuHi peakwi"
BiAMNOBIAHO A0
iHdbopmauii woao
MeaNYHOro
3acToCyBaHHSA
pedyepeHTHOro
nikapcbkoro 3acoby
(INPUMAP, Tabnetku,
BKPWTi NNiBKOBOIO
060/10HKO10.).

MepiognyHiCTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iACHEHHS
chapmakoHarnsagy,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHU
3040pOB’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 OXOPOHM
300pOoB'a YKpaiHu Bif 26
BepecHs 2016 poky Ne
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Ne HasBsa snikapcbko20 ®dopma BunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayitiHo2o
yrnakoska) nocsioYyeHHs
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaveHMn y
nepiogMYHOCTI MoAaHHS
perynspHux 3BiTiB 3
6e3neku.
14. ECKOJAH- TabneTku, BKpUTI CaHoBenb Inay TypeuunHa CaHoBenb Inay TypeuunHa MepepeecTpauis Ha 3a He UA/9680/01/03
CAHOBE/b NNiBKOBOI 060I0HKOHD, CaHai Be CaHai Be HeobMeXeHuli TepMiH. peyenmom niosisieae

no 40 mr, no 10
TabneTok y 6nictepi; no
3 6nicTepyn B KAPTOHHIl
KOpoo6Li

Tugpkapet A.LL.

Tumxapet A.LL.

OHoBreHo iHdhopmaL,ito
B IHCTPYKLUIT ANns
MeaNYHOro
3acToCyBaHHSA
niKkapcbKoro 3acoby y
posginax:
"®apmakonoriyHi
B/1acTmMBocCTi",
"B3aemogjs 3 iHWmmMn
nikapcbknMmn 3acobamm
Ta iHWi BUAn
B3aeMogijin",
"Oco6nuBocTi
3acToCyBaHHA",
"3acTocyBaHHs y nepiog
BariTHocTi abo
rogysaHHs rpyaar”,
"Cnoci6 3acTocyBaHHs
Ta gos3un", "Aitn"
(iHdbopmaLisa 3 6e3neku),
"Mo6iuHi peakwi"
BiANOBIAHO A0
iHbopmauii woao
MeaNYHOro
3acToCyBaHHSA
pedyepeHTHOro
nikapcbkoro 3acoby
(INPUMAP, Tabnetku,
BKPWTI NNiBKOBOIO
060/10HKO10.).

MepiognyHiCTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsiaky 34iiCHEeHHS
dhapmakoHarnsgy,
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n/n

HasBsa snikapcbko20
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

3aTBEPPKEHOrO Haka3oMm
MiHicTepcTBa OXOPOHM
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 0XOpoHU
30,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepiogMYHOCTI MoAaHHS
perynspHux 3BiTiB 3
6e3neku.

15.

3AMEKCEH

PO3unH ANs iH ey, 50
Mr/MA, Mo 2 MmN B
amnyni; no 10 amnyn B
nautli 3 kapToHy; no 2
M/1 B amnyni; no 5
amnyn B 6nictepi; no 2
6nicTepu y nauui 3
KapTOHy; Mo 5 mMn B
amnyni, no 5 amnyn B
nauti 3 kapToHy; no 5
M/1 B amnyni; no 5
amnyn B 6nictepi; no 1
6nicTepy y navyj 3
KapTOHY

MNpvBaTHe
akuioHepHe
TOBapnCTBO

"Mlekxim-Xapkis"

YkpaiHa

MpuBartHe
akuioHepHe
TOBapUCTBO

"lekxim-XapkiB"

YkpaiHa

MepepeecTpavia Ha
HeobMeXeHuli TepMiH.

OHoB/eHo iHdhopmaL,ito
B IHCTPYKLUIT ANns
MeANYHOro
3acToCyBaHHSA
niKapcbKoro 3acoby y
posginax "lMNokasaHHs"
(yTouYHeHHs iHchopmauii),
"Oco6nnBoCTi
3acTocyBaHHA",
"3acTocyBaHHs y nepiog,
BariTHocTi abo
rogyBaHHA rpyanr”,
"Cnoci6 3acTocyBaHHs
Ta fo3un" (YTOYHEHHS
iHchopmawii), "Aitn"
(yTouYHeHHs iHchopmauii),
"Mepepo3yBaHHA",
"Mo6iuHi peakwi"
BiANOBIAHO A0
iHchopMmaui
pedyepeHTHOro
nikapcbKoro 3acoby
(Mekcugon, po3uuH ans
iH'ekuin, 50mr/mn, B
YKpaiHi He

3a
peyenmom

He
nionsieae

UA/15163/01/01
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n/n

HasBsa snikapcbko20
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

3apeecTpoBaHuiA).

MepiognyHiCTb NOA4AHHSA
perynsipHo
OHOB/IIOBAHOr O 3BITY 3
6e3neku, BignoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPAKEHOT0 Haka3om
MiHicTepcTBa 0XOpoHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpPOHU
300pOB's YkpaiHu Big 26
BepecHs 2016 poky Ne
996), cCTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HaveHImMn y
nepioguYHOCTI NOAaHHS
perynsipHux 3BiTiB 3
6esneku.

16.

3VUAEHA

TabneTkn, BKPUTI
NNiBKOBOK 0O0JIOHKOIO,
no 100 mr, no 1
Tabnetuyi y 6nictepi, no
1 6nicTepy y nauui 3
KapTOHY; Mo 2 TabneTku
y 6nicTepi, no 1 a6o 2
6nicTepu y nauui 3
KapTOHY

[onr-A CT Ko.,
nro.

Pecny6nika
Kopes

[oHr-A CT Ko.,
nro.

Pecny6nika
Kopes

nepepeecTpaujis Ha
HeobMeXeHuli TepPMiH.

OHoBEHO iHthopmaL,ito
B IHCTpYKLU|ii ans
MeAnYHOro
3acTocyBaHHs
nikapcbKoro 3acoby B
posginax
"PapmMakoTepanesTuyHa
rpyna. Kog ATX"
(peparyBaHHA TEKCTY
6e3 3miHn kogy ATX),
"®apmakonoriyHi
B/1ACTMBOCTI"
(yTouHeHHs iHchopmauii),
"MpoTunokasaHHa",
"B3aemogis 3 iHWMMK
nikapcbknumy 3acobamu
Ta iHWWi BUan

3a
peyernmom

He
nionsieae

UA/15216/01/01
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n/n

HasBsa snikapcbko20
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

B3aEmMogjn",
"Oco6nnBoCTi
3aCcToCyBaHHA",
"3paTHiCTb BN/MBATU Ha
LWIBMAKICTb peakuii npu
KepyBaHHI
aBTOTpaHcnopTom abo
HLIMMK
MexaHismamu'(pegarysa
HHSA TekcTy), "MobiyHi
peaxuii” BignosigHoO A0
marepianis
peecTpauiiHoro JoChbE.

MepiognyHiCTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOrO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPAKEHOT0 Haka3om
MiHicTepcTBa 0XOpoHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOB's YkpaiHu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO
3i cTpokamm,
3a3HaveHImMn y
nepioguYHOCTI NOAaHHS
perynsipHux 3BiTiB 3
6esneku.

17.

3WUAEHA

TabneTkn, BKPUTI
NNiBKOBOK 0O0JIOHKOIO,
no 200 mr, no 1
Tabnetuyi y 6nictepi, no
1 6nicTepy y nauui 3
KapTOHY; Mo 2 TabneTku
y 6nicTepi, no 1 a6o 2
6nicTepy y nauui 3

[onr-A CT Ko.,
nro.

Pecny6nika
Kopes

[oHr-A CT Ko.,
nro.

Pecny6nika
Kopes

nepepeecTpaujis Ha
HeobMeXxeHuli TepPMiH.

OHoBEHO iHthopmaL,ito
B IHCTpYKLU|ii ans
MeNYHOTO
3acToCyBaHHS
nikapcbKoro 3acoby B

3a
peyernmom

He
nidnsieae

UA/15216/01/02
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Ne HasBsa snikapcbko20 ®dopma BunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayitiHo2o
yrnakoska) nocsioYyeHHs
KapTOHY posginax
"PapmMakoTepanesTuyHa

rpyna. Kog ATX"
(peparyBaHHA TekCTy
6e3 3MiHun kogy ATX),
"®apMaKonorivHi
BNacTuBOCTI"
(yTouHeHHs iHdopMaui),
"MpoTunokasaHHA",
"B3aemogis 3 iHWMMK
nikapcbknmy 3acobamu
Ta iHWi BUAn
B3aeMogijin",
"Oco6nnBoCTi
3acToCyBaHHA",
"3paTHiCTb BNIMBATU Ha
LWBMAKICTb peakuii npu
KepyBaHHI
aBTOTpaHcnopTom abo
HLIMMK
MexaHizmamu'(pegarysa
HHSA TekcTy), "MobiyHi
peaxuii” BignosigHoO A0
marepianis
peecTpauiiHoro JoChbE.

MepiognyHiCTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOrO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPAKEHOT0 Haka3om
MiHicTepcTBa 0XOpoHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpPOHU
300pOB's YkpaiHu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO
3i cTpokamu,
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Ne HasBsa snikapcbko20 ®dopma BunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayitiHo2o
yrnakoska) nocsioYyeHHs
3a3HaveHmMn y
nepioguyYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.
18. 30NTEPO KOHUEeHTpAaT ans leTepo /1a63 IHais leTepo /1a63 IHais MepepeecTpaLis Ha 3a He UA/14961/01/01
PO3unHy Ans iHdysin, 4 Nimiteq Nimiteq HeobMeXeHuli TepPMiH. peyenmom nionsizae

mr/5 mn, no 5 mn
KOHLEHTpAaTy Yy h1akoHi;
no 1 dnakoHy y
KapTOHHI KopobLi

OHoBEHO iHhopmaLito
BiANoBiAHO A0
pedhepeHTHOro

niKkapcbKoro 3acoby

(3omeTa®, KOHUEHTpaT

AN PO34MHY ANns
iHcpysiia, 4 mr/5 mn) Ta
3rigHoO 3 6e3nekoro

[OMOMIXXHUX PEYOBVH B
IHCTPYKLT ans

MeaNYHOro
3acToCyBaHHSA
niKapcbKoro 3acoby y
posginax "Ocob6anBocCTi
3aCTOCyBaHHA",

"3acTocyBaHHA y nepiog
BariTHoCTi abo

rogyBaHHsa rpyaaro”

(yTouHeHHs iHdopMavi),

"34aTHiCTb BNAVMBaTK Ha

LIBMAKICTb peakuii npu
KepyBaHHI
aBTOTPaHCNOPTOM abo
iHWMMK MexaHizmamn®,
"Cnoci6 3acTocyBaHHs
Ta fosn",
"Mepepo3yBaHHA" Ta
"Mo6iuHI peakwii".

MepiognyHiCTb NoAaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBIigHO A0
Mopsaky 34iACHEHHSA
hapmakoHarnagy,
3aTBEPMAKEHOr0 Haka3om
MiHicTepcTBa OXOPOHU
300pOB’A YkpaiHu Big 27
rpyaHsa 2006 poky Ne
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n/n

HasBsa snikapcbko20
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

898, 3apeecTpoBaHOro B
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpPOHU
300pOB's YkpaiHu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO
3i cTpokamm,
3a3HaveHmMn y
nepioguYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.

19.

KAPBOXOMN

niocpinizat 4Ns posunHy
ans iHdysiii, no 150 wr,
1 chnakoH 3 NOPOLUKOM Y
KapTOHHI Kopo6Lyi

neHmapk
dapmacboTVKan3
nra.

IHgis

neHmapk
[xeHepikc C.A.

ApreHtuHa

MepepeecTpavis Ha
HeobMeXxeHnli TepMiH.

OHoBEHO iHthopmaL,ito
B IHCTPYKLU|ii gns
MeAnYHOro
3acTocyBaHHs
nikapcbKoro 3acoby y
posginax
"MpoTunokasaHHa",
"Oco6u1Bi 3axoamn
6e3nekun”, "B3aemopis 3
IHLIMMKN NiKapCbKMK
3aco6amu Ta iHWi Buan
B3aemogiin",
"OcobnuBocTi
3aCTOCyBaHHA",
"3acTocyBaHHA y nepiog
BariTHocTi abo
rogysaHHa rpyaar”,
"3paTHICTb BNAMBATU Ha
LIBMAKICTb peakLii npu
KepyBaHHi
aBTOTpaHcnopTom abo
IHWMKN MeXaHi3amamm",
"Cnoci6 3acTocyBaHHs
Ta posun", (iHchopmavis
oo 6esnekun),
"Mepepno3yBaHHA",
"Mo6ivHi peakui™
BiAnoBigHO A0
OHOB/IEHO] iHdhopMaLlii 3

3a
peyernmom

He
nionsieae

UA/15005/01/01
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n/n

HasBsa snikapcbko20
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

6e3neku gitoyoi
PeyYoBUHY.

MepiognyHiCTb NoAaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopspky 34iCHEHHS
hapmakoHarnsgy,
3aTBEPPKEHOrO Haka3oMm
MiHicTepcTBa OXOPOHU
370pOB’A YkpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTui
Ykpainu 29 ciyns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOoHU
3,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepiogMYHOCTI MoAaHHS
perynspHux 3BiTiB 3
6e3neku.

20.

KAPBOXOnN

niogpinizaT 4519 pO3UnHY
ans iHgysil, no 450 wr,
1 dhnakoH 3 NOPOLLUKOM Y
KapTOHHiI KopobLi

neHmapk
PapmMacboTVKan3
nra.

IHgis

neHmapk
xeHepikc C.A.

ApreHTnHa

MepepeecTpavia Ha
HeobMeXeHuli TepMiH.

OHoBreHo iHdhopmaL,ito
B IHCTPYKLUIT ANns
MeaNYHOro
3acToCyBaHHSA
niKapcbKoro 3acoby y
posginax
"MpoTunokasaHHa",
"Oco6nuBi 3axoamn
6e3nekun”, "B3aemogis 3
HLIMMKN NiKapCbKMK
3acob6amu Ta iHWi Buan
B3aemMogijin",
"Oco6nuBocTi
3acToCyBaHHA",
"3acTocyBaHHs y nepiog
BariTHocCTi abo

3a
peyenmom

He
nionsieae

UA/15005/01/02
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n/n

HasBsa snikapcbko20
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

rogysaHHa rpyaar”,
"3paTHICTb BNAMBATU Ha
LUBMAKICTb peakLii npu
KepyBaHHi
aBTOTpaHcnopTom abo
IHWXMKW MeXaHi3amamm'",
"Cnoci6 3acTocyBaHHs
Ta posun", (iHhopmavis
ofo 6esneku),
"Mepepo3yBaHHA",
"Mo6ivHi peakuii™
BiagnosigHo fo
OHOB/IEHOT iHdhopMaLlii 3
6e3neku aitoyoi
PEYOBUHMU.

MepiognyHiCTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iACHEHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHU
3040pOB’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 OXOPOHM
300pOoB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMn y
nepioguyYHOCTI NOAAHHSA
perynspHux 3BiTiB 3
6e3nekw.

21.

K/IOHA3ENAM IC

Tabnetky no 2 mr; no 10
TabneTtok y 6ictepi; no
3 6nictepun y nauui

ToBapucTso 3
[04aTKOBOO
BiANOBiAA/IbHICTIO
"IHTEPXIM"

YKkpaiHa

ToBapucTBO 3
[04aTKOBOO
BiANOBiAA/IbHICTIO
"IHTEPXIM"

YKpaiHa

MepepeecTpauis Ha
HeobMeXeHuli TepPMiH.

BHceceHO OHOBNEHY
iHchopmauito B
IHCTpyKLUilo Ans

3a
peyenmom

He
nidnsieae

UA/4532/01/03
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n/n

HasBsa snikapcbko20
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

MeAnYHOro
3acToCcyBaHHS
nikapcbkoro 3acoby Ao
po3sginis
"TMpoTunokasaHHa",
"B3aemogjs 3 iHWmMn
nikapcbknMmn 3acobamm
Ta iHWi BUan
B3aemogijit”,
"Oco6nuBocTi
3acToCyBaHHA",
"3acTocyBaHHs y nepiog
BariTHocTi abo
rogyBaHHa rpyaaro”
(nonosHeHO
iHchopmauieto 3
6e3neku), "30aTHicTb
BNAVBaTW Ha LWBUAKICTb
peakujii npy KepyBaHHi
aBTOTpaHcnopTom abo
IHWXMKW MeXaHi3amamm",
"Cnoci6 3acTocyBaHHs
Ta go3un" (iHhopmavis 3
6e3nekn),
"Mepepo3yBaHHA",
"Mo6ivHI peakuii™
BignosigHo fo
OHOBJ/IEHOT iHdhopMaLlii 3
6e3nekn 3acTocyBaHHs
L0401 pevyoBMHN
nikapcbKoro 3acooy.
MepiognyHiCTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iACHEHHS
chapmakoHarnsgy,
3aTBEPAKEHOrO HaKa3oM
MiHicTepcTBa 0XOpPOHU
3040pOB’A Ykpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
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Ne HasBsa snikapcbko20 ®dopma BunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayitiHo2o
yrnakoska) nocsioYyeHHs
MiHicTepcTBa 0XOpoHU
3,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepiogMYHOCTI MoAaHHS
perynspHux 3BiTiB 3
6e3neku.
22, KNOHA3ENAM IC Tabnetku no 0,5 mr; no ToBapucTBo 3 Ykpaina ToBapucTBO 3 YkpaiHa MepepeecTpauis Ha 3a He UA/4532/01/01
10 TabneTok y 6nicTepi; [0aTKOBOKO [0aTKOBOK HeobMeXeHuli TepMiH. peyenmom niossieae
no 5 6nictepiB y nauui BiANOBIAATLHICTIO BiANOBIAA/LHICTIO
"IHTEPXIM" "IHTEPXIM"

BHceceHo oHoBneHY
iHdbopmauito B
IHCTpYyKLUito Ans

MeAnYHOro
3acToCyBaHHSA
nikapcbkoro 3acoby Ao
po3ginis

"MMpoTunokasaHHa",

"B3aemogjs 3 iHWmmMn
nikapcbknMmn 3acobamm

Ta iHWi BUAn

B3aemMogijin",

"Oco6nuBocTi
3acToCyBaHHA",
"3acTocyBaHHs y nepiog

BariTHoCTi abo
rogyBaHHsa rpyaaro”
(nonosHeHO
iHchopmauieto 3
6e3neku), "30aTHicTb
BMN/IMBATY Ha LIBUAKICTb
peakujii npy KepyBaHHi
aBTOTpaHcnopTom abo
IHWMKU MeXaHi3amamm",
"Cnoci6 3acTocyBaHHs
Ta gosun" (iHchopmavis 3
6e3nekn),
"Mepepno3yBaHHA",

"Mo6iyHI peakui™

BiAnoBigHO A0

OHOBJ/IEHOT iHhopMmaLlii 3
6e3nekn 3acTocyBaHHsA
Lit0Y0T pevyoBUHN

nikapcbKoro 3acoby.
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n/n

HasBsa snikapcbko20
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

MepiognyHiCTb NoAaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopspky 34iCHEHHS
hapmakoHarnsgy,
3aTBEPPKEHOrO Haka3oMm
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOoHU
30,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepiogMYHOCTI MoAaHHS
perynspHux 3BiTiB 3
6e3neku.

23.

KNOHA3ENAM IC

Tabnetkv no 1 mr; no 10
Tabnetok y 6nictepi; no
5 6nicTepis y nayui

ToBapucTso 3
[04aTKOBOO
BiANOBIAALHICTIO
"IHTEPXIM"

YkpaiHa

ToBapucTBoO 3
[04aTKOBOO
BiANOBIAA/LHICTIO
"IHTEPXIM"

YkpaiHa

MepepeecTpavia Ha
HeobMeXeHuli TepMiH.

BHceceHo oHOBNEHY
iHdbopmaito B
IHCTpYyKLUito Ans

MeMN4HOro
3acTocyBaHHs
nikapcbkoro 3acoby Ao
po3ginis

"MpoTunokasaHHa",

"B3aemogjs 3 iHWmmMn
nikapcbknMmn 3acobamm
Ta iHWi BUAn
B3aemMogijin",
"OcobnuBocTi
3acToCyBaHHA",
"3acTocyBaHHs y nepiog
BariTHocTi abo
rogyBaHHsa rpyaaro”
(nonosHeHO
iHcpopmauieto 3

3a
peyenmom

He
nionsieae

UA/4532/01/02
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n/n

HasBsa snikapcbko20
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

6e3neku), "3gaTHicTb
BMN/IMBATV Ha LIBUAKICTb
peakuii npy KepyBaHHI
aBTOTpaHcnopTom abo
IHLIMMK MexaHi3mamm®,
"Cnoci6 3acTocyBaHHs
Ta gosun" (iHdopmauis 3
6esneku),
"Mepepno3yBaHHA",
"Mo6iuHi peakwyi"
BigNoBigHO 0
OHOB/IEHOT iHdopmMaLlii 3
6e3nekn 3acTocyBaHHsA
Lit040i pevyoBuHU
nikapcbKoro 3acoby.
MepiognyHiCTb NoAaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopspky 34iCHEHHS
hapmakoHarnsgy,
3aTBEPPKEHOrO Haka3oM
MiHicTepcTBa OXOPOHM
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 0XOpoHU
3,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepiogMYHOCTI MoAaHHS
perynspHux 3BiTiB 3
6e3neku.

24.

NEBONPO

po3uunH ans iHdysiki 500
Mr/100 mn, no 100 mn
a6o 150 mn y naswu,
no 1 naswui y nayui

ToBapucTso 3
obMexeHoto
BiANOBIAALHICTIO
«EC ®APMA»

YkpaiHa

MpuBartHe
akuioHepHe
TOBapUCTBO

"IHdpy3isa”

YkpaiHa

MepepeecTpavia Ha
HeobMeXeHuli TepMiH.

OHoBreHo iHdhopmaL,ito
B IHCTPYKLUIT ANns
MeANYHOro
3acToCcyBaHHsA

3a
peyenmom

He
nionsieae

UA/14730/01/01
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n/n

HasBsa snikapcbko20
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

nikapcbKoro 3acoby y
posginax
"®apMaKonorivHi
BN1ACTVBOCTI",
"MMoka3aHHA",
"B3aemogjs 3 iHWmMn
nikapcbknMmn 3acobamm
Ta iHWi BUan
B3aemogijit”,
"Oco6nuBocTi
3acTocyBaHHsA", "Cnoci6
3aCToCyBaHHA Ta fo3n",
"Mo6iuHi peakwyi"
BignoBigHO 0
iHcpopmauii
pedhepeHTHOro
niKkapcbKoro 3acoby
Tavanic 500 mg Infusion
(B YKpaiHi He
3apeecTpoBaHuii) Ta 3
ypaxyBaHHAM
OHOBJIEHUX JaHWX LWOoJ0
6e3neku aitoyoi
peyoBUHN.

MepiognyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iACHEHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHU
3040pOB’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 OXOPOHM
300pOoB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3Ha4YeHMu y
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n/n

HasBsa snikapcbko20
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

nepiogMYHOCTI MoAaHHS
perynspHux 3BiTiB 3
6esneku.

25.

NEBONPO

po3uunH ans iHdysii 500
Mr/100 mn, no 100 mn
a6o 150 mn y nasawyj, in
bulk Ne 25, 30, 50, 60

ToBapucTso 3
obMexeHoto
BiANOBIAALHICTIO
«EC ®APMA»

YkpaiHa

MpuBartHe
akuioHepHe
TOBapUCTBO

"IHdpy3isa”

YkpaiHa

MepepeecTpavia Ha
HeobMeXeHuli TepMiH.

MepiognyHiCTb NoAaHHsA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoOBIgAHO A0
Mopsaky 3AiACHEHHS
hapmakoHarnagy,
3aTBEPAKEHOTO HaKa3oM
MiHicTepcTBa OXOPOHU
300pOB’A YkpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa 0XOpoHU
3,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepiofMYHOCTI MoAaHHSA
perynspHux 3BiTiB 3
6esneku.

He
nionsieae

UA/18421/01/01

26.

NO3AMN® 100 N/1HOC

TabneTkn, BKpUTI
NNiBKOBOK 060/I0HKOIO,
no 100 mr/25 mr; Ne 30
(10x3), Ne 90 (10x9), no
10 TabneTok y 6nicTepi;
no 3 abo 9 6nictepiB y
KapTOHHiI kopobuij; Ne
15 (15x1), Ne 30 (15x2),
Ne 90 (15x6): no 15
TabneTok y 6nictepi; no
1, 2 abo 6 6nicTepi y
KapTOHHiIin KopooL,i

TOB "CaHodi-
ABeHTIC YkpaiHa"

YkpaiHa

CaHodi-ABeHTiC
Cn. 3 0.0.

Monba

MepepeecTpauis Ha
Heo6MeXeHWi TePMiH.

OHoBEeHO iHhopmaLito
B IHCTPYKU|i Ans
MeAnYHOro
3acToCcyBaHHSA
nikapcbKoro 3acoby
LoA0 6e3nekn gitoumx
peyoBuWH y po3ginax
"B3aemogjs 3 iHWmMn
niKkapcbknmy 3acobamm
abo iHWi B1An
B3aEMOgjin",
"OcobnuBocTi
3acTocyBaHHA" Ta

3a
peyenmom

He
nionsieae

UA/15308/01/01

28




n/n

HasBsa snikapcbko20
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

"Mo6iuHi peakuii”.

MepiognyHiCTb NOA4AHHSA
perynsipHo
OHOB/IIOBAHOr O 3BITY 3
6e3neku, BignoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPAKEHOT0 Haka3om
MiHicTepcTBa 0XOpoHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpPOHU
300pOB's YkpaiHu Big 26
BepecHs 2016 poky Ne
996), cCTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HaveHImMn y
nepioguYHOCTI NOAaHHS
perynsipHux 3BiTiB 3
6esneku.

27.

MEPIOHAN

MOPOLLIOK
niodpinizoBaHWin Ans
NPUroTyBaHHA PO3UMHY
ONs iH'ekuii no 75 MO, 1
CKNSIHWI doNakoH 3
nopowkom Ta 1 amnyna
3 PO3UYNHHUKOM (PO34VH
xnopuvgy Hatpito 0,9%)
no 1 Mny KapTOHHiIl
Kopo6ui, no 10 Kopo6ok
Y KapPTOHHIlA mavui

IBCA IHcTUTYT
Bioximik C.A.

LLisefuapis

IBCA IHcTUTYT
Bioximik C.A.

LLsenuapis

nepepeecTpaujis Ha
HeobMeXeHui TepMiH

OHoBEHO iHthopmaL,ito
B IHCTpYKLU|ii ans
MeAnYHOro
3acTocyBaHHs
nikapcbKoro 3acoby B
po3ginax "OcobnmBoCTi
3acTocyBaHHA",
"3acTocyBaHHs y nepiog,
BariTHocTi abo
roflyBaHHa rpyaaro”
(yTouYHeHHs iHchopmauii),
"Oitn" (pegaryBaHHs
TEKCTy) BifnoBiAHO [0
Marepianis
peecTpauiiHoro 4ocCbeE.

MepiognyHiCTb NoAaHHSA

3a
peyernmom

He
nionsieae

UA/10964/01/01
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n/n

HasBsa snikapcbko20
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

perynsipHo
OHOB/IIOBAHOrO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPAKEHOT0 Haka3om
MiHicTepcTBa 0XOpoHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpPOHU
300pOB's YkpaiHu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO
3i cTpokamum,
3a3HaveHImMn y
nepioguYHOCTI NOAaHHS
perynsipHux 3BiTiB 3
6esneku.

28.

MEPIOHAN

MOPOLLIOK
niodpinizoBaHWin Ans
NPUroTyBaHHA PO3UMHY
Ans iH'ekui no 150 MO;
1 cKNAHWIA donakoH 3
nopowkom Ta 1 amnyna
3 PO3UYNHHUKOM (PO34VH
xnopuvgy Hatpito 0,9%)
no 1 Mny KapTOHHiIl
Kopo6ui, no 10 Kopo6ok
Y KapPTOHHIlA mavui

IBCA IHCcTUTYT
Bioximik C.A.

LLisefuapis

IBCA IHcTUTYT
Bioximik C.A.

LLsenuapis

nepepeecTpaujis Ha
HeobMeXeHui TepMiH

OHoBEHO iHthopmaL,ito
B IHCTpYKLU|ii ans
MeAnYHOro
3acTocyBaHHs
nikapcbKoro 3acoby B
po3ginax "OcobnmBoCTi
3acTocyBaHHA",
"3acTocyBaHHs y nepiog,
BariTHocTi abo
roflyBaHHs rpyaaro”
(yTouYHeHHs iHchopmauii),
"Oitn" (pegaryBaHHs
TEKCTy) BifNOBIAHO 80
mMarepianis
peecTpauiiHoro 4ocCbeE.

MepiognyHiCTb NoAaHHsA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BignoBigHO A0

3a
peyernmom

He
nionsieae

UA/10964/01/02
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n/n

HasBsa snikapcbko20
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPAKEHOT0 Haka3om
MiHicTepcTBa 0XOpOoHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpPOHU
300pOB's YkpaiHu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HaveHImMn y
nepioguYHOCTI NOAaHHS
perynsipHux 3BiTiB 3
6esneku.

29.

METPOBIO/1 AEHTA

refnb gnsa aceH, no 20ry
Ty6ax; no 20 r y Ty6i; no
1 Ty6i y nauui 3 KapToHY

MpAT
PapmaueBTUyHa
thabpuka "Biona"

YkpaiHa

MpAT
dapmMaLeBThYHa
habpuka "Biona"

Ykpaina

nepepeecTpaujis Ha
HeobMeXeHui TepMiH

MepiognyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOT O 3BITY 3
6e3neku, BigMnoBigHO A0
Mopsaaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPAKEHOT0 Hakasom
MiHicTepcTBa 0XOpoHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B
MinicTepcTsi tocTuuii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpPOHU
300pOoB's YkpaiHu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamum,
3a3HaveHmMn y
nepioguYHOCTI NOAAHHS
perynsipHux 3BiTiB 3

6e3
peyenma

nidnsieae

UA/11820/01/01
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Ne HasBsa snikapcbko20 ®dopma BunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayitiHo2o
yrnakoska) nocsioYyeHHs
6e3neku.
30. MOBIHA3A®-10 MI TabneTku, BKpUTI Mosi Xenc rm6X LLiBeiiuapis CaBa Xenckea IHais/ MepepeecTpaLis Ha 3a He UA/11619/01/01
060/10HKOH, N, IHAis; YropwmHa HEOOMEXEHUIA TEPMIH. peyenmom nidnsieae
KMLLKOBOPO34MHHI no 10 MegiTton

mr, no 10 TabneTok y
6nicTepi; no 1 a6o 3
6nicTepy B KAPTOHHIi
KOpOoO6LL

dapmacboTikan
nrta., YropwuHa

OHoBEHO iHhopmaLito
B IHCTPYKUiT Ans
MeAnYHOro
3acToCyBaHHSA
NiKapcbKoro 3acoby y
po3ginax “lNokasaHHa"
(peparyBaHHs),
"MpoTunokasaHHA",
"B3aemogis 3 iHWMMK
nikapcbknumy 3acobamu
Ta iHWi BUAn
B3aemMogiji",
"Oco6nnBoCTi
3actocyBaHHs", "ditn"
(peparyBaHHs), "INo6ivHi
peaxuii” BignosigHo A0
OHOB/IEHOT iHdopmaLlii 3
6e3nekn 3acTocyBaHHs
Lit0Y0T pevyoBUHN.

MepiognyHiCTb NoAaHHsA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoOBIgAHO A0
Mopsaky 34iACHEHHS
hapmakoHarnagy,
3aTBEPAKEHOTO HaKa3oM
MiHicTepcTBa OXOPOHU
300pOB’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
nepiofMYHOCTI NoAaHHs
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Ne HasBsa snikapcbko20 ®dopma BunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayitiHo2o
yrnakoska) nocsioYyeHHs
perynsipHux 3BiTiB 3
6e3neku.

31. MOBIHA3A®-20 MI TabneTkn, BKPUTI Mosgi Xenc rmeX LLIseliyapis CaBa Xenckea IHgis/ MepepeecTpavis Ha 3a He UA/11619/01/02
060/10HKOH, N, IHais; YropwuHa HeobMeXeHuli TepMiH. peyenmom nidnsieae
KULLKOBOPO34MHHI no 20 Megiton

mr, no 10 TabneTok y
6nicTepi; no 1 a6o 3
6nicTepy B KAPTOHHIi
KOpOoo6L

dapmachbloTikan
Nta., YropwuHa

OHoBEHO iHthopmaL,ito
B IHCTpYKUii Ans
MeAnYHOro
3acTocyBaHHs
nikapcbKoro 3acoby y
po3ainax "lMNokasaHHa"
(peparyBaHHs),
"MpoTunokasaHHa",
"B3aemogis 3 iHWMMK
nikapcbknmy 3acobamu
Ta iHWi B1an
B3aemogii",
"OcobnuBocTi
3actocyBaHHs", "OiTn"
(peparyBaHHs), "IMo6iYHI
peakuii" BigNoBigHO A0
OHOBJ/IEHOT iHhopMmaLlii 3
6e3nekn 3acTocyBaHHsA
LiH0Y0T PeYOBUHN.

MepiognyHiCTb NoAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsiaky 34iiCHEeHHS
chapmakoHarnsagy,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHU
3040pOB’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 OXOPOHU
300pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3HavYeHMn y
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n/n

HasBsa snikapcbko20
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

nepiogMYHOCTI MoAaHHS
perynspHux 3BiTiB 3
6esneku.

32.

MYKOKE/1b D5

PO34MH NS iH eKLil, No
1 mn B amnyni; no 10
abo 50 amnyny
KapTOHHI nayui

CAHYM-Kenbbek
'm6X i Ko. KI

HimeuunHa

CAHYM-Kenbbek
'm6X i Ko. KI

HimeuunHa

MepepeecTpavia Ha
HeobMeXeHuli TepMiH.

OHoBreHo iHdhopmaL,ito
B [HCTpyKUii ons
MeANYHOro
3acToCyBaHHSA
niKkapcbKoro 3acoby y
posginax "Ocobnusi
3axoan 6esnekn”,
"Oco6nnBoCTi
3actocyBaHHs", "ditn"
(yTouYHeHHs iHchopmauii),
"Mo6ivHi peakui™
BiAnoBiAgHO A0
mMarepianis
peecTpauiiHoro 4ocCbeE.

MepiognyHiCcTb NoAaHHsA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBIigAHO A0
Mopsaky 3AiACHEHHS
hapmakoHarnagy,
3aTBEPAKEHOTO HaKka3oM
MiHicTepcTBa OXOPOHU
370pOB’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: 3rigHO
3i cTpokamu,
3a3HavYeHMun y
nepiofMYHOCTI MoAaHHSA
perynspHux 3BiTiB 3
6esneku.

3a
peyenmom

He
nionsieae

UA/15302/01/01

33.

HIMEAAP

rpaHynun ansa opasibHoi

MpAT

YKpaiHa

NpAT

YKpaiHa

MepepeecTpauis Ha

3a

He

UA/15433/01/01
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Ne HasBsa snikapcbko20 ®dopma BunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayitiHo2o
yrnakoska) nocsioYyeHHs
cycneHsii, 100 mr/2 r no "®apmaneBTuyHa "®apmavueBTuyHa HeobMeXeHnli TepPMiH. peyenmom nionsizae
21 rpaHyn B ipma "OapHuus” ipma "OapHuus”

0ZHOA030BOMY MakKeTi;
no 9 a6o no 15, a6o no
30 nakeTiB y KOpoobLi

OHoBeHO iHhopmaL,ito
B IHCTPYKLU|i Ans
MeAnYHOro
3acTocyBaHHs
nikapcbKoro 3acoby y
posginax
"®apMaKonorivHi
BN1ACTVBOCTI",
"MMoka3aHHA"
(peparyBaHHs TekcTy),
"MpoTunokasaHHa",
"B3aemogis 3 iHWMMK
nikapcbknumy 3acobamu
Ta iHWi BUan
B3aemopiin",
"OcobnuBocTi
3aCToCyBaHHA",
"3acTocyBaHHA y nepiog
BariTHocTi abo
rogysaHHa rpyaar”,
"3paTHICTb BNAMBATU Ha
LUBMAKICTb peakLii npu
KepyBaHHi
aBTOTpaHcnopTom abo
IHWXMKW MeXaHi3amamm'",
"Cnoci6 3acTocyBaHHs
Ta nosun", "MobiyHi
peakuii" BiANoBigHO A0
iHchopmawuii Wwopao
MeAnYHOro
3acTocyBaHHs
pedhepeHTHOro
niKkapcbKoro 3acoby
(HIMECWUN®, rpaHynu
07151 OpasIbHOI CyCreHsi,
100 mr/2 1).

MepiognyHiCTb NoAaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 3AiACHEHHS!
hapmakoHarnsgy,
3aTBEPAKEHOITO HAKa30M

35




n/n

HasBsa snikapcbko20
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

MiHicTepcTBa 0XOpoHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOB's YkpaiHu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HaveHmMn y
nepioguYHOCTI NOAaHHS
perynsipHux 3BiTiB 3
6e3neku

34.

OrPAHIA®

Kancynu no 75 mr; no 7
Kancyn y 6nictepi; no 2
6nictepn y nayui

AT "®apmak”

Ykpaina

AT "®apmak”

Ykpaina

MepepeecTpavis Ha
HeobMeXeHuli TepPMiH.

OHoBEHO iHthopmaL,ito
B IHCTpYKLU|ii ans
MeAnYHOro
3acTocyBaHHs
nikapcbKoro 3acoby
BiANOBIAHO A0
pedyepeHTHOro
nikapcbKoro 3acoby
(NIPVKA, kancynu no 75
Mr) y po3ginax
"®apmakonoriyHi
B/1acTmMBocCTi",
"B3aemogjs 3 iHWmmMn
nikapcbknMmn 3acobamm
a60 iHWi Buan
B3aeMogijin",
"OcobnuBocTi
3acToCyBaHHA",
"3acTocyBaHHs y nepiog
BariTHocTi abo
rogyBaHHa rpyaaro”
(yTouHeHHs iHchopmauii),
"Cnoci6 3acTocyBaHHs
Ta gosu", "Aitn"
(yTouHeHHs iHchopmauii),
"MMepego3yBaHHA" Ta

3a
peyernmom

He
nionsieae

UA/15217/01/01
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n/n

HasBsa snikapcbko20
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

35.

"Mo6iuHi peakuii”.

MepiognyHiCTb NOA4AHHSA
perynsipHo
OHOB/IIOBAHOr O 3BITY 3
6e3neku, BignoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPAKEHOT0 Haka3om
MiHicTepcTBa 0XOpoHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpPOHU
300pOB's YkpaiHu Big 26
BepecHs 2016 poky Ne
996), cCTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HaveHImMn y
nepioguYHOCTI NOAaHHS
perynsipHux 3BiTiB 3
6esneku.

OrPAHIA®

Kancysm no 150 wmr, no
10 kancyn y 6nicTepi; no
3 6nicTepu y nayui

AT "®apmak”

Ykpaina

AT "®apmak”

Ykpaina

MepepeecTpavis Ha
HeobMeXeHuli TepPMiH.

OHoBEHO iHthopmaL,ito
B IHCTpYKLU|ii ans
MeAnYHOro
3acTOCyBaHHSA
nikapcbKoro 3acoby
BiANOBIAHO A0
pedyepeHTHOro
nikapcbKoro 3acoby
(NIPVKA, kancynu no 75
Mr) y po3ginax
"®apmakonoriyHi
B/1acTmMBocCTi",
"B3aemogjs 3 iHWmmMn
nikapcbknMmn 3acobamm
a60 iHWi Buau
B3aemMogijin",
"OcobnuBocTi

3a
peyernmom

He
nionsieae

UA/15217/01/02
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n/n

HasBsa snikapcbko20
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

3aCToCyBaHHA",
"3acTocyBaHHA y nepiog
BariTHocTi abo
rogyBaHHa rpyaaro”
(yTouHeHHs iHdopMmavi),
"Cnoci6 3acTocyBaHHs
Ta gosu", "Aitn"
(yTouHeHHs iHdopMaui),
"Mepepo3syBaHHA" Ta
"Mo6iuHi peakuii”.

MepiognyHiCTb NoA4AHHSA
perynsipHo
OHOB/IIOBAHOrO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPAKEHOT0 Haka3om
MiHicTepcTBa 0XOpOoHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpPOHU
300pOB's YkpaiHu Big 26
BepecHs 2016 poky Ne
996), cCTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HaveHImMn y
nepioguYHOCTI NOAaHHS
perynsipHux 3BiTiB 3
6esneku.

36.

OrPAHIA®

kancynu no 300 mr; no
10 kancyn y 6nicTepi; no
3 6nicTepu y nayui

AT "®apmak”

Ykpaina

AT "®apmak”

Ykpaina

MepepeecTpavis Ha
HeobMeXeHuli TepPMiH.

OHoBEHO iHthopmaL,ito
B IHCTpYKLU|ii ans
MeAnYHOro
3acTOCyBaHHSA
nikapcbKoro 3acoby
BiANOBIAHO A0
pedyepeHTHOro
nikapcbKoro 3acoby

3a
peyernmom

He
nionsieae

UA/15217/01/03
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n/n

HasBsa snikapcbko20
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

(MIPUKA, kancynu no 75
Mr) y po3ginax
"®apMaKonorivHi
BN1ACTVBOCTI",
"B3aemogis 3 iHWMMK
nikapcbknumy 3acobamu
ab6o iHWi BUAN
B3aemopiin",
"OcobnuBocTi
3aCToCyBaHHA",
"3acTocyBaHHA y nepiog
BariTHocTi abo
rogyBaHHa rpyaaro”
(yTouHeHHs iHdopMavi),
"Cnoci6 3acTocyBaHHs
Ta gosu", "Aitn"
(yTouHeHHs iHdopMmavi),
"Mepepo3syBaHHA" Ta
"Mo6iuHi peakuii”.

MepiognyHiCTb NOA4AHHSA
perynsipHo
OHOB/IIOBAHOr O 3BITY 3
6e3neku, BignoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPAKEHOT0 Haka3om
MiHicTepcTBa 0XOpoHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpPOHU
300pOB's YkpaiHu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HaveHImMn y
nepioguYHOCTI NOAaHHS
perynsipHux 3BiTiB 3
6esneku.

37.

NEHECTEP®

TabneTkn, BKpUTI
060/10HKOH0, M0 5 Mr Ne

TOB "CaHodi-
ABeHTIC YkpaiHa"

Ykpaina

TOB "3eHTiBa"

Yecbka
Pecny6nika

MepepeecTpavis Ha
HeobMeXeHuli TepMiH.

3a
peyernmom

He
nidnsieae

UA/6000/01/01
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n/n

HasBsa snikapcbko20
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

30 (15x2): no 15
Tabnetok y 6nictepi; no
2 6nicTepu y KapTOHHil
KOpoo6Li

MepiognyHiCTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iACHEHHS
chapmakoHarnsagy,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa OXOpPOHU
3040pOB’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 OXOPOHM
300pOB'a YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMn y
nepioguyYHOCTi NOAaHHSA
perynspHux 3BiTiB 3
6e3nekw.

38.

MEHTOKCU®INIH-
310POB'A

Tabnetku no 100 mr, no
30 Tabnetok y 6nictepi;
no 1 6nictepy y
KapTOHHI1 kopobuj; no
10 TabneTok y 6nictepi;
no 3 6nictepu B
KapTOHHI KopobLyi

ToBapucTso 3
obmexeHoto
BiANOBiAA/IbHICTIO
"PapmaueBTuyHa
KOMMNaHis
"3popoB A"

YKkpaiHa

ToBapucTBo 3
obmexeHoro
BiANOBiAA/IbHICTIO
"®apmaueBTMyHa
KOMnaHis
"3p0opoB’s"

YKpaiHa

MepepeecTpauis Ha
HeobMeXeHuli TepPMiH.

OHoBEHO iHhopmaLito
y po3ginax "B3aemogisi 3
HLIMMKN NiKapCbKMK
3acob6amu Ta iHWi Buan
B3aemogiin", "MoobiyHi
peakuji" iHCTpyKuii gns
MeAnYHOro
3acTocyBaHHs
nikapcbKoro 3acoby
BiANOBIAHO A0
OHOB/IEHOT IHdopmaLlii
00 6e3neku
3aCTOCyBaHHA Aitoyol
PeyvoBUHN.

MepiognyHiCTb NoAAHHSA
perynsipHo
OHOB/IKOBAHOTO 3BITY 3

3a
peyenmom

He
nidnsieae

UA/5524/01/01
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n/n

HasBsa snikapcbko20
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

6e3neku, BigNoBigHO A0
Mopspky 34iCHEHHS
hapmakoHarnsgy,
3aTBEPAPKEHOrO Haka3oMm
MiHicTepcTBa OXOPOHM
370pOB’A YkpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
Ykpainu 29 ciyns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpoHU
30,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepiogMYHOCTI MoAaHHS
perynspHux 3BiTiB 3
6e3neku.

39.

PECNUKC N®

Tabnetku no 10
Tabnetok y 6nictepi, no
1 abo 2 6nictepn y
nauuj

OpraHocuH Jlaiidy
CaeHcus MBT. /114,

IHgis

EBepTogxeH
Naiigp CaeHcus
Nimiteq

IHais

MepepeecTpavia Ha
HeobMeXeHuli TepMiH.

OHoBreHa iHdhopmalis 3
6e3nekn 3acTocyBaHHsA
AilYnx Ta AONOMIKHNX
PEUYOBWHY B IHCTPYKL,T

AN MeauyHoro
3acTOCyBaHHSA
nikapcbKkoro 3acoby y
posginax "B3aemopis 3
HLUMMKN NiKapCbKMK
3aco6amu Ta iHWi Buan
B3aemopiin",
"OcobnuBocTi
3aCTOCyBaHHA",
"Mepepo3syBaHHA" Ta
"Mo6iuHi peakuii".

MepiognyHiCTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsiaky 34iiCHEeHHS
dhapmakoHarnsgy,

3a
peyenmom

He
nionsieae

UA/15503/01/01
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n/n

HasBsa snikapcbko20
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

3aTBEPPKEHOrO Haka3oMm
MiHicTepcTBa OXOPOHM
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 0XOpoHU
30,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepiogMYHOCTI MoAaHHS
perynspHux 3BiTiB 3
6e3neku.

40.

PECMUKC N®

Tabnetkn no 10
Tabnetok y 6nictepi, In
bulk: no 5000 Ta6neTok
y repMeTuYHO 3anastHux
noAgiliHmx
nonieTuIeHoBMX
naketax

OpraHocuH Jlaiidy
CaeHcus MBT. /114,

IHgis

EBepTogxeH
Naiigp CaeHcus
Nimiteq

IHais

MepepeecTpavia Ha
HeobMeXeHuli TepMiH.

MepiognyHiCcTb NoAaHHsA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBIigAHO A0
Mopsaky 3AiACHEHHS
hapmakoHarnagy,
3aTBEPAKEHOTO HaKka3oM
MiHicTepcTBa OXOPOHU
370pOB’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: 3rigHO
3i cTpokamu,
3a3HavYeHMun y
nepiofMYHOCTI MoAaHHSA
perynspHux 3BiTiB 3
6esneku.

He
nionsieae

UA/15504/01/01

41.

CWHEKOJ,

cupon, 1,5 mr/mn; no

'CK KoHcblomep

LLiBeiuapis

"CK KoHcblomep

LLiBeiuapis

nepepeecTpauisi Ha

6e3

niosisiecae

UA/5260/01/01
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n/n

HasBsa snikapcbko20
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

100 mn a6o 200 mny
hNakoHi 3 KPULLIKOKO Ta
MipHOIO CK/ISIHKOIO; no 1
hN1aKoHy Y KapTOHHii
KOpOoOLL

Xenckep C.A.

Xenckep C.A.

HeobMeXeHuin TepMiH

OHoBeHO iHhopmaL,ito
B IHCTPYKLU|i Ans
MeAnYHOro
3aCcTOCyBaHHSA
nikapcbKoro 3acoby B
po3ginax "B3aemopis 3
IHLWMMKN NiKapCbKMK
3aco6amu Ta iHWi Buan
B3aemogiit”, "3paTHicTb
BMN/IMBATY Ha LIBUAKICTb
peakujii npy KepyBaHHi
aBTOTpaHcnopTom abo
HLWMMK
MexaHizmamu'(pefarysa
HHA TekcTy), "MobiuHi
peakuii" BiANoBigHO A0
mMarepianis
peecTpauiiHoro focCbeE.

MepiognyHiCTb NoAaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopspky 34iCHEHHS
hapmakoHarnsgy,
3aTBEPPKEHOrO Haka3oMm
MiHicTepcTBa OXOPOHM
370pOB’A YkpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTui
Ykpainu 29 ciyHs 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpoHU
3,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepiogMYHOCTI MoAaHHS
perynspHux 3BiTiB 3
6e3neku.

peyernma

42.

CMNAPK®

Karcynn nposioHroBaHol

AT "dapmak”

YKpaiHa

AT "dapmak"

YKpaida

nepepeecTpauisi Ha

3a

He

UA/15443/01/01
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n/n

HasBsa snikapcbko20
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

aii TBepgi no 200 mr; no
10 kancyn y 6nicTtepi; no
3 abo 5 6nictepis y
nauj 3 KapToHy

HeobMeXeHuin TepMiH

OHoBeHO iHhopmaL,ito
B IHCTPYKLU|i Ans
MeAnYHOro
3acTocyBaHHs
nikapcbKoro 3acoby y
po3ginax "OcobnmBoCTi
3actocyBaHHs", "ditn"
(iHchopmauist 3 6esnekn),
"Mo6ivHi peakuii™
BiagnosigHo fo
iHchopmawuii Wwopao
MeAnYHOro
3acTocyBaHHs
pedhepeHTHOro
niKkapcbKoro 3acoby
(AYCNATANIH®,
Karncynn nposioHroBaHol
4ii, TBepai no 200 wmr).

MepiognyHiCTb NoAaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopspky 34iCHEHHS
hapmakoHarnsgy,
3aTBEPPKEHOrO Haka3oMm
MiHicTepcTBa OXOPOHM
370pOB’A YkpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTui
Ykpainu 29 ciyHs 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpoHU
3,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepiogMYHOCTI MoAaHHS
perynspHux 3BiTiB 3
6e3neku.

peyernmom

nidnsieae

43.

cynbniPng

Kancynu Teepgi no 100

TOB «TeBa

YKpaiHa

TOB TeBa

MonbLa

MNepepeecTpauisi Ha

3a

He

UA/4832/01/02
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Ne HasBsa snikapcbko20 ®dopma BunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayitiHo2o
yrnakoska) nocsioYyeHHs
Mr, no 12 kancyny YkpaiHa» OnepeiiH3 HeobMeXeHnli TepPMiH. peyenmom nionsizae
6nicTepi; no 2 6nictepu MonaHg

y kopobuj

OHoBeHO iHhopmaL,ito
B IHCTpYKUii Ans
MeAnYHOro
3acTocyBaHHs
nikapcbKoro 3acoby y
po3ainax "lMNokasaHHs"
(peparyBaHHs),
"®apmakonoriyHi
BacTmsocTi”
(yTouHeHHs iHchopmaulii),
"MpoTunokasaHHa",
"B3aemogis 3 iHWMMK
nikapcbknumy 3acobamu
Ta iHWi BUan
B3aemopiin",
"OcobnuBocTi
3aCToCyBaHHA",
"3acTocyBaHHA y nepiog
BariTHocTi abo
rogyBaHHs
rpyaao” (yTouHeHHs
iHchopmaulii),
"MepenosysaHHa" ,
"Mo6ivHI peakuii™
BignosigHo fo
OHOBJ/IEHOT iHdhopMaLlii 3
6e3nekn 3acTocyBaHHs
Ait0YOT pevoBUHN.

MepiognyHiCTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iACHEHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHU
3040pOB’A Ykpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
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y Kopobuj

OHoBreHo iHdhopmaL,ito
B [HCTpyKUii ons
MeaNYHOro
3acToCyBaHHSA
niKapcbKoro 3acoby y
posginax "lMNokasaHHs"
(peparyBaHHs),
"®apMaKonorivHi
BNaCTUBOCTI"
(yTouYHeHHs iHchopmauii),
"MMpoTunokasaHHa",
"B3aemogjs 3 iHWmmMn
nikapcbknMmn 3acobamm
Ta iHWi BUAn
B3aeMogijin",
"OcobnuBocTi
3acToCyBaHHA",
"3acTocyBaHHs y nepiog
BariTHocTi abo
rogyBaHHs
rpyaaro” (yTouHeHHs
iHchopmauii),
"MNepeno3sysaHHsa" ,
"Mo6iuHi peakwi"
BiANOBIAHO A0
OHOBEHOT iHhopMaLlii 3
6e3nekn 3acTocyBaHHs
Lit0Y0T peyoBUHU.

MepiognyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOT O 3BITY 3
6e3neku, BignoBigHO A0
Mopsaaky 34jiACHEeHHS

Ne HasBsa snikapcbko20 ®dopma BunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayitiHo2o
yrnakoska) nocsioYyeHHs
MiHicTepcTBa 0XOpoHU
3,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepiogMYHOCTI MoAaHHS
perynspHux 3BiTiB 3
6e3neku.
44, cynbniPng Kancynm Teepgi no 50 TOB «TeBa YkpaiHa TOB TeBa Monbwa MepepeecTpauis Ha 3a He UA/4832/01/01
mr, no 12 kancyny YkpaiHa» OnepeiiH3 HeobMeXeHuli TepMiH. peyenmom nionsizae
6nicTepi; no 2 6nictepn MonaHg
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n/n

HasBsa snikapcbko20
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

chapmakoHarnsgy,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa OXOpPOHU
300pOB’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 OXOPOHU
300pOoB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMn y
nepioguyYHOCTI NOAaHHSA
perynspHux 3BiTiB 3
6e3neku.

45,

cynbnipng

Tabnetky no 200 mr no
12 tabneTok y 6nictepi;
no 1 6nictepy B kopobuy;;
no 15 tabnetok y
6nicTepi; no 2 6nictepu
B KOPOOGLIi

TOB «TeBa
YkpaiHa»

YKkpaiHa

TOB TeBa
OnepeliH3
Monang

MonbLa

MepepeecTpauis Ha
HeobMeXeHuli TepPMiH.

OHoBEHO iHhopmaLito
B IHCTPYKUiT Ans
MeAnYHOro
3acToCyBaHHSA
NiKapcbKoro 3acoby y
po3ginax
"®apMaKonorivHi
B/1ACTMBOCTI"
(monoBHeHHS
iHhopMmawui),
"MpoTunokasaHHa",
"B3aemogis 3 iHWMMK
nikapcbknmy 3acobamu
Ta iHWi BUAn
B3aemMogiji",
"Oco6nnBoCTi
3acTocyBaHHA",
"3acTocyBaHHs y nepiog,
BariTHocTi abo
roflyBaHHs
rpyaAr0” (YyTOUHEHHS
iHdhopmaii), "Cnoci6
3acTocyBaHHsA Ta fo3n"
(monoBHEHHS

3a
peyenmom

He
nidnsieae

UA/4832/02/01
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n/n

HasBsa snikapcbko20
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

iHchopmauii),
"Mepepo3yBaHHA",
"Mo6iuHi peakwi"
BiAMNOBIAHO A0
OHOB/EHOT iHhopMaLlii 3
6e3nekn 3acTocyBaHHs
Lit0Y0T peyoBUHM.

MepiognyHiCTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOrO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPAKEHOT0 Haka3om
MiHicTepcTBa 0XOpOoHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpPOHU
300pOB's YkpaiHu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO
3i cTpokamm,
3a3HaveHImMn y
nepioguYHOCTI NOAaHHS
perynsipHux 3BiTiB 3
6esneku.

46.

LIEPAKCOH®

PO34MH Ana
nepopasibHOro
3acTocyBaHHs, 100
mr/mn no 30 mny
donakoHi; no 1 donakoHy
Ta 1 po3yBasibHOMY
LLUNPULLY B KAPTOHHIi
Kopob6ui; no 10 mny
cawle; no 10 cale
(1x10; 2x5) B KapTOHHii
Kopoo6Li

deppep
IHTepHauioHasb,
C.A.

IcnaHis

®eppep
IHTepHauioHasb,
C.A.

IcnaHis

MepepeecTpavis Ha
HeobMeXeHuli TepMiH.

OHoBEHO iHthopmaL,ito
B IHCTpYKLU|ii ans
MeAnYHOro
3acToCyBaHHS
nikapcbKoro 3acoby B
po3zini "Mo6iuHi peakwii”
BiAnoBigHO A0
Marepianis
peecTpauiiHoro 4ocCbeE.

MepiognyHiCTb NoAaHHSA

3a
peyernmom

He
nionsieae

UA/4464/02/01
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n/n

HasBsa snikapcbko20
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

perynsipHo
OHOB/IIOBAHOrO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPAKEHOT0 Haka3om
MiHicTepcTBa 0XOpoHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpPOHU
300pOB's YkpaiHu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO
3i cTpokamum,
3a3HaveHImMn y
nepioguYHOCTI NOAaHHS
perynsipHux 3BiTiB 3
6esneku.

47.

LUUNPVHON®

TabneTkn, BKpUTI
NNiBKOBOI 060JI0HKOHD,
no 250 wmr, no 10
TabneTok y 6nictepi; no
1 6nicTepy B KAPTOHHIl
KOOBUj

KPKA, 4.4., Hoso
MEecCTO

CnoBeHis

BMPOGHMLTBO "in
bulk", nepBrHHe
Ta BTOPUHHE
nakyBaHHs1,
KOHTpO/Ib Ta
BUNYyCK cepil:
KPKA, a.4., HoBo
mecTo, CnoBeHis;
KOHTPO/Ib cepil
(chiznuHi Ta XimiuHi
meToan
KOHTPO/10):
KPKA, 4.4., HoBo
mecTo, CnoBeHis;
KOHTPO/Ib cepil
(chiznuHi Ta XimiuHi
meToan
KOHTPO/10):
HN30X
(HaujoHanbHi
nabopaTtopis 3a
34paB'e, OKONE iH
XpaHo), CnoseHis

CnoBeHis

MepepeecTpavis Ha
HeobMeXeHuli TepMiH.

OHoBEHO iHthopmaL,ito
B IHCTpYKLU|ii ans
MeAnYHOro
3acTocyBaHHs
nikapcbKkoro 3acoby y
posginax
"®apMaKonoriyHi
BNacTuBOCTi"
(iHdbopmaLisa 3 6e3neku),
"Moka3aHHa"
(iHchopmauist 3 6esneku),
"B3aemogis 3 iHWMMK
niKkapcbknumy 3acobamu
Ta iHWi B1an
B3aemopiin",
"OcobnuBocTi
3aCTOCyBaHHA",
"3acTocyBaHHA y nepiog
BariTHocTi abo

rogysaHHa rpyaar”,

3a
peyernmom

He
nionsieae

UA/0678/02/02
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n/n

HasBsa snikapcbko20
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

"Cnoci6 3acTocyBaHHs
Ta go3un" (iHpopmavis 3
6esneku), "Oitn"
(peparyBaHHs
iHhopMmai),
"Mepepno3yBaHHA",
"Mo6iuHi peakwyi"
BigNoBigHO 0
OHOB/IEHOT iHdopMaLlii 3
6e3neku gjtoyoi
PeyoBUHN.

MepiognyHiCTb NoAaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopspky 3AiCHEHHS
hapmakoHarnsgy,
3aTBEPPKEHOrO Haka3oM
MiHicTepcTBa OXOPOHM
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 0XOpoHU
3,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepiogMYHOCTI MoAaHHS
perynspHux 3BiTiB 3
6e3neku.

48.

UMNPUHON®

TabneTku, BKpUTI
nNiBKOBOK 060I0HKOIO,
no 500 mr no 10
TabneTtok y 6nictepi; no
1 6nicTepy B KAPTOHHIl
Koobu,i

KPKA, a.4a., Hoso
MecTo

CnoBeHis

BMPOGHMLTBO "in
bulk", neperHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTpO/b Ta
BMMYCK Cepii:
KPKA, g.4., Hoso
MecTo, CrnoBeHis;
KOHTpPO/b cepii
(dhiznyHi Ta XimiyHi

CnoBeHis

MepepeecTpavia Ha
HeobMeXeHuli TepMiH.

OHoBreHo iHdhopmaL,ito
B IHCTPYKLUIT ANns
MeANYHOro
3acToCyBaHHSA
niKapcbKoro 3acoby y
posginax
"®apmakonorivHi

3a
peyenmom

He
nionsieae

UA/0678/02/03
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Ne HasBsa snikapcbko20 ®dopma BunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayitiHo2o
yrnakoska) nocsioYyeHHs
metoan BMacTUBOCTI"
KOHTPO/10): (iHcbopmalisn 3 6e3neku),
KPKA, o.4., HoBo "MNoka3aHHs"

mecTo, CnoBeHis;
KOHTPO/Ib cepil
(chiznuHi Ta XimiuHi
meToan
KOHTPO/10):
HN30X
(HaujoHanbHi
nabopaTtopis 3a
34paB'e, OKONE iH
xpaHo), CrioBeHis

(iHchopmauist 3 6esnekn),
"B3aemogis 3 iHWMMK
nikapcbknumy 3acobamu
Ta iHWi BUan
B3aemopiin",
"OcobnuBocTi
3aCToCyBaHHA",
"3acTocyBaHHA y nepiog
BariTHocTi abo
rogysaHHa rpyaar”,
"Cnoci6 3acTocyBaHHs
Ta gosun" (iHdopmauis 3
6esnekw), "Oitn"
(peparyBaHHs
iHchopmaulii),
"Mepepo3yBaHHA",
"Mo6ivHi peakuii™
BiagnosigHo fo
OHOB/IEHOT iHdhopMaLlii 3
6e3neku aitoyoi
PEYOBUHMN.

MepiognyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iACHEHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHU
3040pOB’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 OXOPOHM
300pOoB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3Ha4YeHMu y
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n/n

HasBsa snikapcbko20
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

nepiogMYHOCTI MoAaHHS
perynspHux 3BiTiB 3
6esneku.

FeHepanbHUN AUpeEKTOop
AnpekToparty hapmaueBTUYHOro 3a6e3neyvyeHHs

52

0.0. Komapiga




MEPENIK

AopaTok 3
Ao Hakasy MiHicTepcTBa 0XOPOHU

300pOB’A YKpaiHu

Ne

NIKAPCbKUX 3ACOBIB, LWOA0 AKNX NMPOMOHYETLCA BHECEHHSA 3MIH 40 PEECTPALIAHUX MATEPIANIB

DAPMEKC

Ans iHdy3iit no 500 wmr,
1 chnakoH 3
nioghinizatom y nauui 3
KapToHYy

reymn"

reymn"

mMartepianis: 3MiHu | Tuny - 3MiHa B
cneyudikaLii nos’sa3aHa 3
OHOBJ/IEHHSIM MOHOrpadii

a3nUTPOMILVHY B EBPONEIACHKIit
dapmakonei 3MiHeHO Npodinb
OOMILLIOK B MeToaunLi «CynyTHi
[LOMILLKM» i3 BiZNOBIAHUMY
3MiHamMu y cneumdikadii Ta
MeTOAMKaX KOHTPOSIHO; 3MiHM |

MMy - 3MiHEHO NPOQISIb AOMILLOK

B MeToAuLi «CynyTHi JOMILLKN» i3

BiANOBIAHMMM 3MiHaMK Y MeTofax

KOHTPO/1O; 3MiHK I TMNy - Ao
paHilwe 3aTBEpPAKEHOrO

BMpo6Huka A®I Jubilant Generics
Limited, IHais BBOAUTbLCSA

[04aTKOBMI BUPO6HMK Shanghai

Ne HasBsa snikapcbko20 ®opma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ghopma, 3asiBHUKa BUPOGHUKaA Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
1. L-APTIHIHY L- KpycTanivyHWin NOpoLIOK MpAT YkpaiHa dnemme C.n.A ITanisa BHECEHHS 3MiH [0 peecTpaviiiHnX - UA/16973/01/01
ACMAPTAT (cybeTaHuis) y naketax "PapmMaueBTNYHA mMaTtepianis: 3MiHU | TUNY - 3MiHK 3
noABiHMX dipma "OapHuus" akocTi. A®l. KoHTponb A®L. 3miHa
nonieTuIeHoBrx ANs y napameTpax cneuudikawii
hapMaueBTUYHOIO Ta/abo [onycTUMNX MeX,
3aCTOCYyBaHHA BMU3HAUYEHWX Y cneuudikauisax Ha
A®I, ab0 BMXigHWIA/NPOMIKHWIA
npoAayKT/peareHT, Wwo
BMKOPWCTOBYHOTLCSA Y MPOLECI
BMPO6HMLTBA AD| (BUNYYEHHS
He3HaYyHOro nokasHuka siKocTi
(Hanpviknag, BUyyYeHHs
3acTapifnioro nokasHuka)) -
BHECeHHs 3MiH 10 Cnevudikauii /
MeTogis BunpobysaHHa A®I L-
apriHiHy L-acnaprar, 30kpema:
BU/TYYEHHS KOHTPOSIIO 3a
nokasHukom "Baxki metanu"
2. A3UTPOMILUNH- niodpinizat Ans po3unHy TOB "®APMEKC YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH [JO peecTpayiiiHix | 3a peyenmom UA/14369/01/01
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

Shyndec Pharmaceutical (Haimen)
Co., Ltd., KuTaii i3 BignoBigH1Mmn
3MiHamu y crneuudikauii Ta
MeToAuKax KOHTposito A®l, a came
KOHTPO/Ib 38 NOKa3HVKOM
«3aUNLLIKOBI KifIbKOCTi OpraHiyHnx
PO34MHHUKIB» (MeTaHoN- He
6inble 3000 ppm; ETaHon - He
6inbLe 500 ppm; AUETOH — He
6inbwe 5000 ppm;
MeTuneHxnopug - He Ginblue 600
ppm; Xnopodopm-He 6inbLue 60
ppm)

ANEPIroniK

TabneTku, BKpUTI
060/10HKOI0, N0 5 Mr, NO
10 TabneTok y 6nictepi,
no 1 aéo no 2, a6o no 3
6nictepn y nayui 3
KapToHy

MpAT "TexHonor"

YKpaina

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviliHnX
marepianis: 3miHu | Tuny - 3miHun
oo 6e3nekn/edhekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHK)
OHOB/IEHHSA TEKCTY MapKyBaHHS
yNakKoBKM NiKapCbKoro 3acoby 3
BHECEHHAM iHdhopMadi Wwoao
3a3HayYeHHsA OAVHULb
BMMIpIOBaHHs y cuctemi Sl.
BHeceHHs 3MiH 10 po3giny
“MapkyBaHHsA" MKA N13:
3arBepKeHo: MapKyBaHHs
yMNakoBKW AOAAETLCS.
3anponoHoBaHo: 3rigHo
3aTBEPKEHOrO TEKCTY
MapKyBaHHA. 3MiHW | Tuny - 3MiHK
3 AKOCTi. FOTOBWIA Nikapcbkuii
3aci6. Cucrema
KOHTeliHep/3aKynopoBabHWi
3aci6. 3MiHa po3mipy ynakosku
roTOBOrO JliKapCbKOro 3acoby
(3MiHa Ki/IbKOCTi 0AMHULB
(Hanpuknag TabneTok, amnyn
TOLLLO) B ynakoBLi:) - 3miHa y
[iana3oHi 3aTBepKeHnX po3Mipis
yNakoBku - - 3MiHa y fianasoHi
3aTBEPKEHNX PO3MIPIB YNAKOBKM,
BBeEeHHS ynakosku Ne 20 (10x2):
no 10 Tabnetok y 6nictepi no 2
6nicTepn y nadui 3 KapToHy, 6e3
3MiHN NEepPBMHHOTO MakKyBasIbHOTo
marepiany, 3 BignoBigHNMM
3MiHamMK B po34isii YnakoBka:
3MiHM BHECEHI B iHCTPYKL,it0 Ansa
MeAnYHOro 3actocyBaHHA /13y p.

6e3 peyenma

UA/14441/02/01
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y 6nicTepi; no 3
6nicTepn y KapTOHHIiA
Kopoo6Li

3MiHN Yy BUPOGHULTBI. 3MiHK
BMNPO6YBaHb abo A0NyCTUMMUX
MeX, BCTAHOB/IEHUX Y
cneuudikauisx, nig yac
BMPOGHMLITBA FOTOBOTO
NikapcbKoro 3acoby (iHLwi 3MiHu)
(B.11.6.5. (x) IB)
BHECEHHS 3MiH B KOHTPO/1b Nif, yac
BMPOBGHMLTBA FOTOBOrO
nikapcbKoro 3acoby, 3okpema:
3MiHa KpUTepiiB NPAHATHOCTI 3a
noKasHNKOM «TBepaicTb» Ans
anep Tabnetok" Ta Ansa TabneTok,
BKPUTUX M/1IBKOBOKO 060/IOHKOI0.
MponoHoBaHa pepakuis TeepaicTb
anep Tabnetok 3,00 - 13,00 kMa
TBepaicTb TabneTok, BKPUTKX
NNiBKOBOK 060/10HKOI0 3,00 -
13,00 klMa

Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
"YnakoBka", AK Hacnifok nosisa
[0[aTKOBOro nakyBaHHsi Ne20.
4. ANEPIronik Kpanni opasibHi, pO34uH, MpAT "TexHonor" YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 10 peecTpavLiiHnX 6e3 peyenma UA/14441/01/01
5wmr/mMn; no 10 mny marepianis: 3MiHW | TUNY - 3MiHK
chnakoHi 3 Npo6koto- Loao 6e3nekn/edeKTBHOCTI Ta
KpanesnbHuueto; no 1 hapmakoHarnsgy - OHoOB/IEHHSA
onakoHy y nauuj 3 TEKCTY MapKyBaHHS yNakoBKu
KapToHYy NikapcbKoro 3acoby 3 BHECEHHAM
iHchopmauii LWoAo 3a3HavYeHHs
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. TepMiH BBEAE€HHS 3MiH -
npoTArom 6 micsuis nicns
3aTBEPKEHHSA
5. ANEPIK Tabnetku no 10 wmr, no 7 KOHina6, Nn CLWA TOB tOC dapmaLis MonbLia BHECEHHS 3MiH [JO peecTpaviliHnX 6e3 peyenma UA/7560/01/01
abo no 30 TabneTok y marepianis: 3MiHW | TUNY - 3MiHW
6nicTepi; no 1 6nictepy Loao 6e3nekn/edeKTMBHOCTI Ta
B KapTOHHIi Kopobui hapmakoHarnagy - OHOBJ/IEHHSA
TEKCTY MapKyBaHHs ynakoBKu
NiKapCcbKOro 3acoby 3 BHECEHHAM
iHbopmauii Wwoao 3a3HaYeHHS
OAVHVLb BUMIPIOBAHHS Y CUCTEMI
Sl. TepMiH BBEAEHHS 3MiH -
npoTsirom 6 Micauis nicns
3aTBEPHKEHHS
6. ANNECTA® TabneTkn, BKpUTI AJTIKANOIA AL Pecny6nika AJTIKANOIQ AL Pecny6nika BHECEHHS 3MiH [0 peecTpavLiliHnX 3a peyenmom UA/4290/01/01
NAiBKOBOK 060/I0HKOIO, Ckon'e MiBHiYHA Ckon'e MiBHiYHA mMaTtepianis: 3MiHU | TUMY - 3MiHU 3
no 10 mr no 10 TabneTok MakefoHis MakefoHis sIKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
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Mr; no 14 kancyny
6nictepi; no 1, 2, a6o 4
6nicTepn y KopoobLi

4.0.0.

marepianis: 3mMiHW | TUNY - 3MiHK
BHECEHO [0 IHCTPYKLi ANnA
Me/AMNYHOI0 3aCTOCYBaHHs

Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
7. ANOKIH-ATIb®A niodpinisat Ana po3umHy TOB "TB-®APMA" HimeuyunHa AN "EH3unm", YkpaiHa BHECEHHS 3MiH A0 peecTpauiiHnx 3a peyenmom UA/8668/01/01
ans iv'exuii no 1,0 wmr; YkpaiHa; MNpAT marepianis: 3MiHU | TUMY - 3MiHW
[ns Bupo6Huka MpAT "BIO®APMA", oo 6e3snekun/edpeKTMBHOCTI Ta
"BIO®PAPMA", YKpaiHa, Ykpaina; TOB "®3" thapmakoHarnsgy - BHeCEeHHs 3MiH
M. KviB: 3 amnynum 3 BIO®APMA", [0 po3giny “MapkyBaHHsA" MKA
nioghinisaTom y KaceTHii YkpaiHa na:
KOHTYPHIli YapyHKOBIl 3anponoHoBaHo: MapKyBaHHS.
ynakoBLi; no 1 kaceTHii 3rigHO 3aTBEPAKEHOrO TEKCTY
KOHTYPHIll YapyHKOBIlA MapkKyBaHHs. BBegeHHS
ynakoBLji y nayuj 3 [04aTKOBOTO TEKCTY MapKyBaHHS
KapTOoHY; 415 BUPOOHMKa yMaKoBKM MikapCbKoro 3acoby i3
TOB @3 "BIO®APMA", 3a3HaYeHHAM MKHapoAHMX
YkpaiHa, Kuiscbka 0611., no3HayeHb OAVHWLb BUMIPOBAHHS
m.bina Uepksa: 3
dhnakoHu 3 nioghinisatom
Y KaceTHill KOHTYpPHii
YapyHKOBIli ynakoBLyj; no
1 KacCeTHiil KOHTYpHIl
YapyHKOBIli ynakoBLj y
nauui 3 KapToHy; 3
amnynu 3 niocpinizatom
Y KaceTHill KOHTYpHIi
YapyHKOBIli ynakoBLyj; no
1 KacCeTHiil KOHTYpHIl
YapyHKOBIli ynakoBLj y
nauui 3 KapToHy. [inq
BMpo6HUKa AN "EH3nM":
3 thnakoHu 3
nioghinisaTom y KaceTHii
KOHTYPHili YapyHKOBIi
ynakoBLi; N0 1 KaceTHii
KOHTYPHili YapyHKOBIi
ynakoBLi y naudi 3
KapToHy
8. ANbIrEPIKA Kancynu Teepgi no 150 TOB "TeBa YkpaiHa" YkpaiHa MNIBA XpBaTcka Xopsaris BHECEHHS 3MiH O peecTpaviliHnX 3a peyernmom UA/13629/01/02
Mr; o 14 kancyny 4.0.0. marepianis: 3MiHW | TUMY - 3MiHW
6nictepi; no 1, 2, abo 4 BHECEHO A0 iHCTPYKUiT Ans
6nictepn y kopoobLi MeAMYHOro 3acTOCYBaHHS
nNikapcbKoro 3acoby y po3ginu:
"Oco6MBOCTI 3aCTOCyBaHHA",
"MobiuHi peakuyii" BignoBigHO A0
OHOB/IEHOT iHdhopMaLlii 3 6e3nekn
Aito40i pevyoBuHN. BBegeHHS 3MiH
npoTsArom 3-x micALiB nicas
3aTBEPKEHHS
9. ANbrEPIKA Kancynv TBepgi no 75 TOB "TeBa YkpaiHa" YkpaiHa MNIBA Xpatcka XopBartis BHECEHHS 3MiH [0 peecTpayiiiHux | 3a peyenmom UA/13629/01/01
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

nikapcbKoro 3acoby y po3ginu:
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"Mo6iyHi peakui" BigNOBIAHO A0
OHOB/IEHOT IHdopMaLlii 3 6e3nekn
[ilo4oi pevoBrHN. BBeeHHS 3MiH
npoTsArom 3-x MicsALiB nicas
3aTBEPKEHHS

10.

AMAMIH-N

Tabnetku, no 10
TabneTtok y ctpuni; no 1
ab6o 3 cTpunu B
KapTOHHI ynakoBLi

Makneozc
PapmacboTrKanc
Nimiten

IHAjsA

Makneogac
dapmMacbTUKasC
Nimiteq

IHAja

BHECEHHS 3MiH O peecTpaviliHnX
marepianis: 3MiHW | TUMY - 3MiHW
oo 6e3nekn/edhekTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHS

TEKCTY MapKyBaHHs ynakoBKu

NiKapCbKOro 3acoby 3 BHECEHHSIM

iHbopmauii Wwoao 3a3HavYeHHs

OVHVLb BUMIPIOBAHHS Y CUCTEMI

Sl. BHECEHHS 3MiH A0 po3giny
“MapkyBaHHA" MKHA N13:
3anponoHoBaHo: MAPKYBAHHA
3rifiHO 3aTBEPLPKEHOTO TEKCTY
MapkKyBaHHSA. TepMiH BBeAEHHS
3MiH NpoTAroM 6 MicALiB nicns
3aTBEPAKEHHSA

3a peyernmom

UA/10297/01/01

11.

AMIHOCO/1® HEO
10%

pO34uH A8 iHgysili; no
500 My nnswkax

«Xemodhapm» All,
Cepbis

Cepbis

KOHTPO/1b AKOCTI,
BUMNYCK Cepil:
«Xemodpapm» Afl,
Cepbis;
BMPOGHMLITBO
Hepo3dacoBaHoi
NPOAYKLUii, NepBUHHA
Ta BTOPVHHA
ynakoBKa, KOHTPO/Tb
AKOCTi: XeMOMOHT
4.0.0., YopHoropis

Cepbis/
YopHoropis

BHECEHHS 3MiH 1O peecTpaviliHnX
marepianis: 3miHu | Tuny - 3minn
oao 6e3snekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHu) -
OHOB/EHHSA TEKCTY MapKyBaHHS
yMakoBKM NiKapCcbKoro 3acoby 3

BHECEHHSAM iHdhopMaLi Wwoao
3a3HayYeHHsA OAVHULb
BMMIiptOBaHHA y cuctemi Sl.
BHeceHHs 3MiH 10 po3ainy
«MapkyBaHHsA» MKA /13
3artBepkeHo: MapkyBaHHsA. TekcT

MapKyBaHHS NepPBUHHOT YNaKoBKW.
3anponoHoBaHo: MapKyBaHHS.

3rifiHO 3aTBEPLPKEHOTO TEKCTY

MapKyBaHHS. BBeeHHs 3MiH

npoTArom 6-Tn MicAUiB nicns
3aTBEPAKEHHS.

3a peyenmom

UA/4102/01/01

12.

AMnoaunniH

Tabnetku no 5 mr, no 10
Tabnetok y 6nictepi, no
3 abo no 6, abo no 9
6nictepis y nayui; no 10
Tabnetok y 6nictepi, no
100 6nicTepiB y kOpoo6Li
3 KapTOHY

MpAT "TexHonor"

YKpaiHa

MpAT "TexHonor"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaviliHnx
marepianis: 3MiHW | TURY - 3MiHW
Loao 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHS

TEKCTY MapKyBaHHS ynakoBKu
nNikapcbKoro 3acoby 3 BHECEHHSAM
iHbopmauii Woao 3a3HaYeHHS

OAVHVLb BUMIPIOBAHHS Y CUCTEMI

Sl. TepMiH BBEAEHHSI 3MiH -

3a peyenmom

UA/1427/01/01
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Ne
n/n

Hasga nikapcbko20

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

npoTArom 6 micAuis nicns
3aTBEPKEHHS

13.

AMnoaunniH

Tabnetkv no 10 mr, no
10 TabneTok y 6nictepi,
no 3 a6o no 6, abo no 9
6nicTepis y nayuj; no 10
TabneTtok y 6nictepi, no
90 6nicTepiB y kopobui 3
KapToHy

MpAT "TexHonor"

YkpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH 10 peecTpavLiiHnX
marepianis: 3MiHW | TUNY - 3MiHK
Loao 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy - OHoOB/IEHHSA

TEKCTY MapKyBaHHs yNakoBKu

NikapcbKoro 3acoby 3 BHECEHHAM

iHchopmauii LWoAo 3a3HavYeHHs

OAVHWLb BUMIPIOBAHHS Y CUCTEMI

Sl. TepMiH BBEAE€HHS 3MiH -
npoTArom 6 micsuis nicns
3aTBEPKEHHSA

3a peyenmom

UA/1427/01/02

14.

AMOKCUUUNMIHY
TPUTIAPAT

NOPOLLIOK a6o rpaHyun
(cybCTaHuis) y Milkax
nonieTMNeHoBUxX ans
chapmaueBTUYHOro
3acTOCyBaHHS

MAT
"KviBmegnpenapar”

YKpaiHa

LleHTpieHT
dapmacboTikan3
IHAia MpaiisiT
Nimiten

IHais

BHECEHHS 3MiH 10 peecTpaviliHnX
marepianis: 3miHu | TUny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
MiCLii NPOBAaKEHHS AiS/IbHOCTI
BMPOGHMKa (BK/IKOYaouu, 3a
HeobXiAHOCTI, MicLie NpoBeAEHHS
KOHTPO/IO AKOCTI), a60 BacHuka
macTep-haiina Ha Adl, abo
nocravasnbHuka Adl/BuxigHoro
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPOGHULTBI ADI (AKLLO
3a3HaYeHo y 0CLE Ha NikapcbKuii
3acib) 3a BigcyTHOCTI cepTudiikata
BiANOBIAHOCTI EBpoONeiichbkili
hapmakonei y 3aTBepmKkeHoOMy
pocbe, abo BUPOOHMKa HOBOT
[LOMOMDKHOT PEYOBUHM (AKLLO
3a3HayYeHo Y OCbE) - 3MiHA Ha3BU
BMpOGHMKa AP| (AMOKCMLMNIHY
Tpurigpar), 6e3 3miH1 Micus
BMPOGHULITBA. BBEAEHHSA 3MIH
npoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHS.

UA/10916/01/01

15.

AHA®EPOH

Tabnetku, no 20
Tabnetok y 6nictepi; no
1 6nicTepy y KapTOHHii
Kopoo6Li

TOB "Martepia
Mepavka-YkpaiHa"

YkpaiHa

3AT CaHToHika

NntBa

BHECEHHSA 3MiH [0 peecTpaviiHux
Marepianis: 3miHu | TUny -
3asB/ieHa npoueaypa
06ymoBieHa NpYBeAEHHAM
cneuudikawii JONOMKHOT
PeyoBVHM MarHito creapaT y
BIANOBIAHICTb A0 Ail040ro BUAaHHA
MOHorpaqii €sponeicbkoi

6e3 peyenma

UA/2614/01/01
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

hapmakonei; 3miHu | Tuny -
3asB/ieHa npoueaypa
06ymMoBneHa nNpuBeAeHHsM
peaakuii 4oCbe LWOoA0 npoLecy
YNaKoBKM rOTOBOTO NiKapCbKOro
3aco6by y BiANOBIAHICTb A0
BHYTPILLHBOI AOKyMeHTaLil
BMPOGHMKa

16.

AHA®EPOH
ANTAYNN

Tabnetkv no 20
TabneTtok y 6nictepi; no
1 6nicTepy y KapTOHHiii
Kopoo6Li

TOB "Martepia
Mepguka-YkpaiHa

YkpaiHa

3AT CaHToHika

NntBa

BHECEHHS 3MiH 10 peecTpaviiHnxX
MaTepianis: 3MiHu | Tuny -
3asB/ieHa npoueaypa
06ymoB/ieHa NpUBEeAEHHAM
crneungikauii 4ONoMiXXHOT
PeyoBVHM MarHito cteapaT y
BIANOBIAHICTb A0 Ail040ro BUAaHHSA
MOHOrpadgii €Bponeicbkoi
chapmaxonei; 3amiHu | Tuny -
3asB/eHa npouegypa
06yMOB/ieHa NpUBeAEHHAM
pejakuii 4oCbE LWOoA0 npoLecy
yMakoBKM rOTOBOTO NiKapCbKOro
3aco6y y BiANOBIAHICTb 40
BHYTPILLUHBbOT AOKYMEHTaLT
BMPOGHMKA

6e3 peyenma

UA/7756/01/01

17.

APUKCTPA®

PO34MH ANA iH'EKLN,
12,5 mr/mn no 0,4 mn (5
mr), abo no 0,6 mn (7,5
mr), a6o no 0,8 mn (10
Mr) y nonepegHbo
3anoBHEHEHOMY LUNPUL;
no 10 nonepegHbLO
3aMNOBHEHWX LWINPULLB Y
Kopoo6Li

AcrneH ®apma
TpengiHr Nimites,

Ipnangis

AcneH Hotep Jam
ne boHaesinb

®paHuis

BHECEHHS 3MiH [0 peecTpavuiliHnX
MaTtepianis: 3MiHu | Tuny -
BUYYEHHS AiNbHULI BUPOOHULITBA
HeouuLeHoro hoHganapuHykcy
Hatpito - Sanofi Chimie, 45,
Chemin de Meteline, B.P. 15,
04201 Sisteron Cedex, France;
3MiHW | TUNY - BUNYYEHHS OiNTbHULL
OUULLEHHA Ta BUAINEHS
HeouuLeHoro hoHganapuHykcy
Hatpito - Aspen Oss B.V., The
Netherlands; 3miHu | Tuny -y
nigposaini 3.2.5.2.2. Onuc
BMPOGHMYOro npouecy Ta iioro
KOHTPOJIIO A1 AibHALb N.V.
Ajinomoto Omnichem s.a Ta
Aspen Notre Dame de Bondeville
KiNIbKICTb TPUMETUACUAIN
Tpuchnata Ta cymiwi B, gogaHux
Ha eTani DEF8, Bunagkoso 6yso
3a3HayeHo - 1,9 kr, ogHak BipHa
pegakuis - 1,29 kr;
3anponoHOBaHO He3HaYHi

3a peyenmom

UA/6804/01/02
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

pefakuiiHi 3mMiHu, 3okpema,
YTOYHEHHS 3aros1oBKiB Yy Migpo3aini
3.2.S.2.2 Onuc BUpOoGHMYOro
npouecy Ta Noro KOHTPOJI0; 3MiHN
| TMNy - foaaBaHHA napameTpy
«lpgeHTudikauis» 3a 40NOMOro
meTtoay X go cneuudikauii
NPOMIXHOrO NPOAYKTY OLTOBOrO
aHrigpuay, Lo BYKOPUCTOBYETHLCS
y npoueci BUpoBbHMULTBA aKTUBHOI
cy6cTaHUii hoHAanapuHyKey
HaTpito; 3MiHKM | TUNY - AoAaBaHHSA
napameTpy «BmicT Bogn» 3a
ponomorolo metogy 'X ao
cneuuqikaLii NPoOMiXXHOro
nNpoAyKTy MOpdhoniHy, L0
BUKOPVCTOBYETLCA Y MPOLIECI
BUPOGHMLTBA aKTUBHOT CybCTaHLji
hoHAanapriHykcy HaTpito; 3MiHu |
™My - AoAAaBaHHA napameTpy
«lgeHTudikalis BMicTy nanagito»
00 cneundikauii NpomikHOro
kaTanizatopa Pd/C, wo
BUKOPVCTOBYETLCA Y MPOLLECi
BMPOGHMLTBA aKTUBHOI CybCTaHLi
choHAanapriHyKcy HaTpito; 3MiHu |
TMNYy - 4OofaBaHHSA BUPOOHMKaA
Opin IngacTpie, ®panuisa (Oril
Industrie, France), y skocTi
aflbTEPHATUBHOIO BUPOOHMKA,
BiANOBIAA/IbHOrO 3a BUPOBGHNLTBO
HEeOoULLLEHOT Ajil0HOT peyoBUHU
dhoHAanapuHykcy Hatpito. Lis
AinsHka 6yge BMpo6nsaTtu ctagii 1-
6 BUpOGHMYOro npotiecy Aitoyoi
pevoBuHW. CTagis 7 npouecy
BMPOBHMLTBA BUKOHYETLCS Ha
ninsHui A®l Aspen Notre Dame de
Bondeville, France; 3miHu | Tuny -
He3HauHi 3MiHV B NpoLeci
BMPOGHMLITBA HEOUNLLIEHOT Aitoyoi
peyoBVHM hoHZaNapuHyKCy
HaTpilo, 30KpemMa BUAa/IEHHS
TBEPAOrO rigpoKcuay HaTpito, KW
BUKOPWCTOBYETLCA AN
peryntoBaHHs pH nig vac
BMPOGHMYOro npouecy (B
mMarepianax peecTpaujiiHoro
[10CbE 3aTBEPIKEHO
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
nocsioYeHHs

ynakoska)

BMKOPWCTaHHSA nonepesHbo
NPUrOTOB/IEHOTO PO3YMHY HATPIl0
rigpokcuay); 3miHu | Tuny -
36iNbLUEHHS po3Mipy cepil
HEeOoULLLEHOT Ajil0HOT peyoBUHU
HaTpito hoHJanapuHyKcy, Lo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA KiHL,EBOT Aitoyol
pPEeYoBUHU, BUrOTOB/IEHOI Ha
3apeecTpoBaHin ginsHui Aspen
Oss B.V., The Netherlands (31,2
Kr). 3anponoHoBaHwWit po3mip cepii
Ha HOBIli HOBIV ginsaHui Oril
Industrie, France cknagae 37,8 «r;
3MiHU | TUNY - 3MEHLUEHHS PO3Mipy
cepii HeouULLEHOI AjtoYoi
peyoBVHN hoHZaNapuHyKCy
HaTpilo, L0 BUKOPUCTOBYETLCS Y
npoueci BUPOOHULTBA KiHLIEBOT
[il040i peyoBVHN, BUTOTOB/IEHOT
Ha 3apeecTpoBaHili Ha AaHuii vac
LinsHui n.v. Ajinomoto Omnichem
s.a., Belgium (72,4 «r).
3anponoHoBaHuii po3mip cepii Ha
HOBIV ginaHui Oril Industrie,
France cknagae 37,8 Kr; 3MiHu |
TUNy - fofaBaHHSA BUNPOOYBaHHA
KiNIbKICHOr0 BU3HAY€HHS METOA0M
"X no cneuwndikauii 4ns peareHTy
DBU (1,8-giazabiuukno [5.4.0]
YHAEL-7-€H), Kl
BUKOPWCTOBYETLCA B NPOLEC
BUrOTOB/IEHHSI HEOUMLLIEHOT AitoYoT
PEeYOBUHM; 3MiHM | TUMy -
[ofaBaHHA BUNPObyBaHHS 3a
NOKa3HUKOM NnepenomMIeHHs (y
AKOCTI anlbTEPHATUBHOTO MeToAYy
BMNpoO6yBaHHSA igeHTUdikauii) oo
crneundikavii Ana peakTney
MOPQIO0NiH, LLIO BUKOPUCTOBYETHCS
B NpoLieci BUpo6HMLTBA
HeouuLLEeHOT 4040l peyoBUHU
choHAanapriHykcy HaTpito. Mexa
BCTaHOB/IEHA Ha piBHi 0,997-
1,006; 3MiHK | TUNY - PO3LUMPEHHS
Mexi cneumdikauii KinbkicHoro
BMICTY A1 PO34MHY HaTpit0
rippokeunay 3 48,0 - 52,0 % no 27,0
- 52,0 % (m/m), wo
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
BMKOPWCTOBYETLCS Y AKOCTI
peakTuBy Yy npoLeci BUpo6HMLTBA
LitoY0i pevyoBuHU
choHAanapuHyKcy HaTpito
18. APTOKCAH niodpinizat 4na posymHy yopng MEANLUNH pysia Medap lnay CaH. TypeyunHa BHECEHHS 3MiH O peecTpaviliHnX 3a peyernmom UA/16802/01/01
NSt iH ekuili no 20 mMry nTa AL marepianis: 3MiHW | TUMY - 3MiHW
onakoHax Ne3 y oo 6e3nekn/edhekTMBHOCTI Ta
KOMNNEeKTi 3 chapmakoHarnsgy - OHOBNEHHS
PO34YMHHMKOM (BOAA ANsA TEKCTY MapKyBaHHs ynakoBKu
iH eKkuiin) no 2 mn B NiKapCbKOro 3acoby 3 BHECEHHSIM
amnynax Ne3 iHbopmauii Wwoao 3a3HaYeHHs
OVHVLb BUMIPIOBAHHS Y CUCTEMI
Sl Ta 3a3Ha4YeHHA aatm
BMPOGHMLTBA. BBEAEHHS 3MiH
npoTArom 6-Tn MicAUiB nicns
3aTBEPAKEHHS
19. APTPOKON po3unH Ana iH'ekuid, 100 | YOPN4 MEAVLINH Benvka K.O. Pomdapm PymyHis BHECEHHS 3MiH [JO peecTpaviliHnX 3a peyernmom UA/14707/01/01
Mr/2 M1 N0 2 MN B NIMITEL BpuTtaHis KomnaHi C.P.J1. marepianis: 3MiHW | TUMY - 3MiHK
amnyni; no 5 amnyn B oAo 6e3nekn/edeKTMBHOCTI Ta
KOHTYPHili YapyHKOBIi thapmMakoHarnagy - BHeCEeHHS 3MiH
ynakosLj; no 1 a6o 2 00 po3sginy «MapkysaHHs» MKA
KOHTYPHIi YapyHKOBI n3:
YMaKoBKN B KAPTOHHIl 3anponoHosaHo: MAPKIPOBKA
Kopoo6Li B cooTBeTCTBUM C YyTBEPXKAEHHBIM
TEKCTOM MapKupoBkn. OHOB/IEHHSA
TEKCTY MapKyBaHHS yNnakoBKu
NiKapcbkoro 3aco6y 3 BHECEHHAM
iHchopmauii LWoAo 3a3HavYeHHs
O[VHULb BUMIPIOBAHHSA Y CUCTEMI
S| Ta He3HaYHi NpaBku NO TEKCTY
MapKyBaHHS ynakoBku. BeefieHHs
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPHKEHHS
20. ACAKON® TabneTkn, BKpUTI Tinotc ®apma Al LLiBeiiuapis Tinotc ®apma Al LLBeiuapis/ BHECEHHS 3MiH [0 peecTpavyiiiHix | 3a peyernmom UA/4770/01/01
060/10HKOI0, LBeiiapis HimeyunHa mMartepianis: 3MiHu Il TUNy - 3MiHK
KMLLKOBOPO3UMHHI NO (BUPOGHUK, BHeCeHIi 0 po3ainis

400 wmr; no 10 Tabnetok
y 6nictepi; no 10
6nicTepiB y kKopobui 3
KapToHYy

BiANOBiAA/IbHWIA 32
BUMYCK Cepii);
Xaynt ®apma

BronbgiHr FTM6X,
HimeuunHa
(BMPOGHNLTBO
Hepo3dacoBaHoi
NPOAYKLUii, NepBUHHA
Ta BTOPVHHA
ynakoBKa)

"®apmakonorivyHi B1acTmBocTi”,
"MpoTunokasaHHsa", "OcobuBI
3axoam 6esnekn”, "B3aemogis 3
iHWKMKN NikapcbkMK 3acobamu Ta
iHLWi BMAW B3aemogiit",
"Oco61MBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs rpyaa”
(peparyBaHHs, YTOUHEHHS),
"3paTHiCTb BNAMBaTU Ha
LIBUAKICTb peakLii npun kepyBaHHi
aBTOTPaHCMNOPTOM a60 iHWKMK
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

mexaHismamu', "Cnoci6
3aCTOCyBaHHA Ta 4o3n",
"MepepnosysaHHs", "MO6IYHI
peakuji" iIHCTPyKUii AN MeguyHoro
3aCTOCyBaHHSA NiKapcbKoro 3acoby
BiAMNOBIAHO 0 MaTepianis
peecTpauiiiHoro aocbe. BBeaeHHs
3MiH NPOTAroM 6-Tu MicsLiB nicns
3aTBEPAKEHHS

21.

ACAKON®

TabneTkn, BKPUTI
060/10HKOH,
KMLLKOBOPO3UMHHI N0
800 wr; no 10 TabneTok
y 6nictepi; no 5 abo no
6 6nicTepiB y kopobL, 3
KapToHy

Tinotc ®apma Al

LLIBeliyapis

Tinotc ®apma Al
LBeiiuapis
(BUPOGHUK,

BiANOBIAA/IbHWI 32

BUMYCK Cepii);
Xaynt ®apma
BtonbhiHr Mm6X,
HimeuyunHa
(BMpPOGHNLTBO
Hepo3dacoBaHoi
NPOAYKLUiT, NepBUHHA
Ta BTOPVHHA
yrnakoBKa)

LLIseliyapisi/
HimeuunHa

BHECEHHS 3MiH A0 peecTpauiiHnx
mMartepianis: 3MiHu Il TURy - 3MiHK
BHeCeHi [j0 po3ainis
"®apMakosoriyHi BracTneocTi”,
"MpoTunokaszaHHs", "Oco6nuBi
3axoam 6esnekun”, "B3aemogis 3
iHLIMMK NiKapCcbKMK 3acobamu Ta
iHWIi BUAW B3aemogijin”,
"Oco6nM1BOCTI 3aCTOCYBaHHA",
"3acTocyBaHHA y nepiog
BariTHocTi abo rogyBaHHs rpyaat”
(peparyBaHHs, YTOUHEHHS),
"3paTHiCTb BNMBaTU Ha
LIBUAKICTb peakLii npu kepyBaHHi
aBTOTPaHCNOpPTOM ab0 iHWKMK
mexaHizmamu”, "Cnocio
3aCTOCyBaHHA Ta 403n",
"Mepepo3ysaHHs", "MobiyHi
peakuii” iIHCTPYKLii As18 MeguyHoro
3aCTOCyBaHHSA NikapcbKkoro 3acoby
BiANOBIAHO [0 MaTepiasiB
peecTpauiiiHoro Aocbe. BeBeaeHHs
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPHKEHHS

3a peyenmom

UA/A770/01/02

22,

BENOCANIK

ma3b no 30 ry Ty6i; mo 1
Ty6i B KApTOHHIiA navi

Benyno, nikn Ta
KOCMeTuKa, 4.4.

XopsarTis

Benyno, nikn Ta
KocmeTuka, 4.4,

XopBartis

BHECEHHS 3MiH [0 peecTpavuiliHnX
marepianis: 3mMiHW | TUNY - 3MiHK
Loao 6esnekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHSA

TEKCTY MapKyBaHHS yNnakoBKu

NiKapcbkoro 3acoby 3 BHECEHHSIM

iHchopmauii LWoAo 3a3HavYeHHs

OAVHULb BUMIPIOBAHHSA Y CUCTEMI

Sl. TepMiH BBE,EHHSA 3MiH -
npoTsArom 6 micAuis nicns
3aTBEPAKEHHS

3a peyenmom

UA/10370/01/01

23.

BEPUATE®

MOPOLLOK Ta PO3YUHHUK

LIC/T BepiHr TM6X

HimeyunHa

LICN Bepinr Tm6X

HimeyunHa

BHECEHHS 3MiH 10 peecTpaLintHux

3a peyenmom

UA/17404/01/01
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

[ANS PO34nHY Ans
iH'eKLi abo iHdy3Il,
250 MO; no 1 dnakoHy
3 MOPOLLKOM Y KOMM/IEKTI
3 1 donakoHoMm 3
pO34MHHMKOM (BOAa ANA
iH'ekuin) no 2,5 mn ta 1
NPUCTPOEM AN1A
[ofaBaHHA PO3UMHHMKA
3 B6ygoBaHM DinibTPOM
15 mkm ("Mix-2Vial™
20/20") B KapTOHHiii
Kopo6ui; no 1 dpiakoHy 3
MOPOLLKOM Y KOMMNJIEKTi 3
1 conakoHoM 3
PO34MHHMKOM (BOAa NS
iH'ekuin) mo 2,5 mn Ta 1
NpPUCTPOEM ANA
[oflaBaHHA PO3UMHHMKA
3 BOy0BaHNM (hinbTpoM
15 mkm ("Mix-2Vial™
20/20"), Ta 1 KapTOHHOI
KOPOOKOIO 3 KOMMN/IEKTOM
NS BHYTPILIHbOBEHHOTO
BBeAeHHs npenapary (1
ofiHopa3osuii wnpuu, 1
rofika-meTesniuk, 2
[esiHdikyroui cepBeTku
B iHOMBIAYaNbHNX
repMeTUYHNX ynakoBKax
Ta 1 HecTepwIbHUI
nekonnacTtup) 3
KOHTPOSIEM MEPLLOro
BIAKPUTTA Y KAPTOHHIi
KOpOO6Lii 3 KOHTpONEM
nepLLOro BigKpUTTA

marepianis: yTOYHEHHS B Hakasi
MO3 Ykpainu Ne 90 Big
20.01.2021 poky, wono
HanvcaHHs npoueaypu, a came:
BUNPAaB/IEHHS MOMUIIOK Y
cneuungikauiax MK Ha nopoLuok
Ta PO3YMHHMK, L0 NOB'A3aHi 3
nepeHeceHHsM iHchopmawii nig
Yyac npoueaypv peectpauii;
3anponoHoBaHo: Creumdikauis
Beprate® dakTop Koarynsuii
kposi VIl CneuudpivyHa akTUBHICTb
80-750 MO cpbaktopy VIII:C/mr
6inka 3a n.11 MK4,
pO3paxyHKoBUM METOA0M
3anvuwkosa Bonora < 2,0% 3a n.7
MK4A, Eur.Ph., p.2.5.32, meTogom
K.®iwepa AmiHoouTOBa KucnoTa
(rniumn) 25-35mr/mn 3a n.16 MK4A,
metogom Kenbgans * - B
cepTudikaTi aHani3y BUpoOHMKa
nokasHuK «OnNuc» Mae Ha3By
«OpraHonenTUyHi BNacT1BOCTI» P.
«MeToay KOHTPO/HO»
crneundikaii bepnate® dakTop
Koarynsuii kposi VIII — nocunaHHs
Ha nyHKT MKSA Cneundikauis
Bepuate® po3unHHKK (Boda ons
iH'ekuin) MuToma
eNeKTponpoBigHicTb 1A
dnakoHiB < 10 mn: < 25mkC/cm,
[ns dnakoHis > 10 mn: <
5mKC/cm €Bp.Papm., MoHorpadis
0169 MexaHiuHi BKNOYEHHS:
Hesuawnmi yactkm Ans dnakoHis
HOMiHasTbHUM 06’emom 100 mn
abo meHLwe: = 10 Mkm: Makc 6000
YyacTok/pnakoH = 25 MKM: Makc
600 vacTok/cpnakoH [Ans
KOHTEliHepiB HOMiIHa/TbHUM
o06’emom 6inbwe 100 mn: = 10
MKM: MaKc 25 yacTtok/mn = 25
MKM: MaKc 3 4acTok/Mn
esp.®apm., 2.9.19 Metoaun
KoHTposto BepuaTte®/ Beriate®
dakTop Koarynsuii kposi VIII 11.
CneuundpiyHa akTUBHICTE Mae 6yTn
80-750 MO cpbaktopy VIII:C/mr
6inka. BusHaueHHsA npoBoAATb
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

pO3paxyHKOBMM METOA0M,
noAiNuBLLN pe3ynbTaT, AKui
OTPVMaHW NPy BU3HAYEHHI
akTuBHocTi dhakTopy VIII (B
MO/mn) Ha BMICT 6inky (B Mr/mn).
3asHaueHi BUNpaBieHHs
BiANOBIAAOTb apXiBHUM
martepianam peecTpaduiiiHoro
[0Cbe

24.

BEPUATE®

MOPOLLIOK Ta PO3UYNHHUK
ONS pO34nHy Ans
iH'eKLil @60 iHdy3ilA,
500 MO; no 1 dhnakony
3 MOPOLLKOM Y KOMIM/IEKTI
3 1 chiakoHoMm 3
PO34MHHMKOM (BOoga Ans
iH'ekuin) no5mnTal
NPUCTPOEM ANA
[oaBaHHA PO3UMHHMKA
3 BOYA0BaHNM (hinbTpoM
15 mkm ("Mix-2Vial™
20/20") B KapTOHHi
Kopo6Li; no 1 chnakoHy 3
NOPOLLKOM Y KOMMNJIEKTi 3
1 cdonakoHoM 3
PO34MHHMKOM (BOAa ANA
iH'ekui) no5 mnTa 1
NPUCTPOEM AN1A
[ofaBaHHA PO3UMHHMKA
3 BOYyA0BaHNM (pifibTPOM
15 mkm ("Mix-2Vial™
20/20"), Ta 1 KapTOHHOIO
KOPOGKOI0 3 KOMIM/IEKTOM
NS BHYTPILLHLOBEHHOTO
BBeJleHHA npenaparty (1
ofiHopa3osuii wnpuu, 1
rosika-MeTenvk, 2
OesiHdikytodi cepBeTkn
B iHAMBIAYaNbHUX
repMeTUYHNX ynakoBKax
Ta 1 HecTepubHWiA
neikonnacTtup) 3
KOHTPO/IEM MEPLLOro
BiAKPUTTS Y KApTOHHIA
KOpOoO6Lii 3 KOHTpONEM
nepLUoro BigKpUTTA

LIC/ BepiHr TM6X

HimeuunHa

LIC/1 BepiHr TM6X

HimeuunHa

BHECEHHS 3MiH A0 peecTpauiiHnx
mMartepianis: yTOYHEHHS B Hakasi
MO3 Ykpainu Ne 90 Bif
20.01.2021 poky, wono
HanucaHHs npoleaypu, a came:
BUMpPaB/IEHHSA NOMUIIOK Y
cneungikayisx MK Ha nopowiok
Ta PO3UMHHWK, L0 NOB'A3aHI 3
nepeHeceHHsM iHchopmauii nig
Yyac npoueaypv peectpauii;
3anpornoHoBaHo: Cneuudikauis
Beprate® ®aktop Koarynsauii
kposi VIl CneyudpivyHa akTUBHICTb
80-750 MO cpakropy VII:C/mr
6inka 3a n.11 MK4A,
po3paxyHKOBMM METOA0M
3anvwkosa Bonora < 2,0% 3a
n.7 MK#, Eur.Ph., p.2.5.32,
meTogom K.diwepa AmiHooOLTOBa
kmucnota (rniyuH) 25-35mr/mn 3a
n.16 MK4A, metogom Kenbgana * -
B cepTudikati aHanisy BUpobHMKa
NnokKasHWK «Onuc» Mae HasBy
«OpraHonenTuyHi BNacTUBOCTI» p.
«MeToay KOHTPO/HO»
cneundikauii bepnate® dakTop
Koarynsuii kposi VIII — nocunaHHa
Ha nyHKT MKA Cneuucpikauis
Beprate® po3unHHKK (Boda Ans
iH’ekuid) MuToma
eneKTponpoBigHicTb Ans
dnakoHiB = 10 mn: < 25mkC/cm,
[ns donakoHis > 10 mn: <
5mkClcm €sp.dapm., MoHorpadis
0169 MexaHiuHi BK/OYEHHS:
HeBuaunmi yactkm Ans chnakoHis
HOMiHa/IbHM 06’emom 100 mn
ab6o meHwe: = 10 MkM: Mmakc 6000
yacTok/chnakoH = 25 MKM: Makc
600 yacTok/doiakoH Ans

3a peyenmom

UA/17404/01/02
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

KOHTEWHepiB HOMiHa/TbHUM
o06’emom 6inbLwe 100 mn: = 10
MKM: Makc 25 yacTtok/mn = 25

MKM: MaKc 3 4acTok/mn
esp.®apm., 2.9.19 Metoaun
KoHTponto BepuaTte®/ Beriate®
®dakTop koarynsuii kposi VI 11.
CreundpiyHa akTUBHICTb Mae 6yTn
80-750 MO cpaktopy VIII:C/mr
6inka. BusHauyeHHs NpoBoAATb
pO3paxyHKOBMM METOA0M,
noAiNuBLLM pe3ynbTar, aKuii

OTPUMaHWIi NPV BU3HAYEHHI

akTmsBHoCTi thakTopy VIII (B

MO/mn) Ha BMICT 6inky (B Mr/mn).
3asHaveHi BUNpaBs/eHHs
BiANOBIAATb apXiBHUM

maTepianam peecTtpauiiiHoro
[0CbE

25.

BEPUATE®

MOPOLLIOK Ta PO3UYUHHUK
[ONSi PO34nHY Ans
iH'eKLi abo iHdy3Il,
1000 MO; no 1 conakoHy
3 MOPOLLKOM Y KOMM/IEKTI
3 1 dhnakoHoMm 3
pO34MHHMKOM (BOAa ANA
iH'ekuin) no 10 mn Ta 1
NPUCTPOEM AN1A
[ofaBaHHA PO3UMHHMKA
3 BOygoBaHM DinibTPOM
15 mkm ("Mix-2Vial™
20/20") B KapTOHHiii
Kopo6ui; no 1 chnakoHy 3
MOPOLLKOM Y KOMMNJIEKTi 3
1 conakoHoM 3
PO34MHHMKOM (BOAa NS
iH'ekuin) o 10 mnTa 1
NpPUCTPOEM ANA
[oflaBaHHA PO3UMHHMKA
3 BOy0BaHNM (hinbTpoM
15 mkm ("Mix-2Vial™
20/20"), Ta 1 KApTOHHOIO
KOPOOKOIO 3 KOMMN/IEKTOM
NS BHYTPILIHBOrO
BHYTPILLUHbOBEHHOIO
npenaparty (1
ofiHopa3oBuii wnpuu, 1
rosika-MeTesnivk, 2

LICN BepiHr FTM6X

Himeyunna

LICN1 BepiHr M'M6X

HimeuunHa

BHECEHHS 3MiH [JO peecTpaviliHnx
marepianis: yTOYHEHHS B Hakasi
MO3 Ykpainu Ne 90 Big
20.01.2021 poky, wono
HanvcaHHs npoueaypu, a came:
BUNPAaB/IEHHS MOMUIIOK Y
cneuungikalisx MK Ha nopoLuok
Ta PO3YMHHMK, L0 NOB'A3aHi 3
nepeHeceHHsM iHchopmawii nig
Yyac npoueaypv peectpauii;
3anponoHoBaHo: Creumdikauis
Beprate® dakTop Koarynsuii
kposi VIl CneyudpivyHa akTUBHICTb
80-750 MO cpaktopy VIII:C/mr
6inka 3a n.11 MK4,
po3paxyHKoBUM METOA0M
3anvuwkosa Bosora < 2,0% 3a
n.7 MKA, Eur.Ph., p.2.5.32,
meTogom K.diwepa AmiHooUTOBa
kucnoTa (rniumnH) 25-35mr/mn 3a
n.16 MKA, metogom Kenbgana * -
B cepTudikati aHanisy BUpo6HuKa
nokasHuK «Onuc» Mae HasBy
«OpraHonenTUyHi BNacT1BOCTI» P.
«MeToay KOHTPO/HO»
crneundikaii Bepnate® dakTop
Koarynsuii kposi VIII — nocunaHHs
Ha nyHKT MKSA Cneundikauis
Bepuate® po3ynHHKK (Bogda ans

3a peyenmom

UA/17404/01/03
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

[esiHdikyroui cepBeTku
B iHOMBIAYaNbHNX
repMeTUYHNX ynakoBKax
Ta 1 HecTepwIbHUI
nekonnacTtup) 3
KOHTPOSIEM MEPLLOro
BIAKPUTTA Y KAPTOHHIi
KOpOO6Lii 3 KOHTpONEM
nepLLOro BigKpUTTA

iH'ekuin) MuToma
eNeKTponpoBigHicTb AnA
dnakoHiB < 10 mn: < 25mkC/cm,
[ns dnakoHis > 10 mn: <
5mKC/cm €Bp.Papm., MoHorpadis
0169 MexaHiuHi BKNIOUYEHHS:
HeBuanmi yactkv Ans dnakoHis
HOMiHa/IbHUM 06’emomM 100 mMn
ab6o meHwwe: = 10 mkm: makc 6000
yacTok/chniakoH = 25 MKM: Makc
600 vacTok/cpnakoH [ns
KOHTEWHepiB HOMiHa/TbHUM
o06’emom 6inbLue 100 mn: = 10
MKM: Makc 25 yacTtok/mn = 25
MKM: Makc 3 4acTok/M/
€Bp.Papm., 2.9.19 MeTtoan
KOHTposto BepnaTte®/ Beriate®
dakTop Koarynsuii kposi VIII 11.
CneuucpiyHa akTBHICTL Mae 6yTn
80-750 MO cpbaktopy VIII:C/mr
6inka. BusHaueHHA npoBoAATb
pO3paxyHKOBUM METOOM,
NoAiNMBLLN pe3ynbTar, SKuii
OTPVMaHW NPy BU3HAYEHHI
akTusHocTi thakTopy VIII (B
MO/mMn) Ha BMICT 6isiky (B Mr/mi).
3a3HayeHi BUnpaBfeHHs
BiANOBIAATL apXiBHUM
martepianam peecTtpauiiHoro
[0Cbe

26.

BICENTON

CycneHsis opasibHa, 200
mr/40 mr/5 m; no 80 mn
y chnakoHi; no 1
hnakoHy i Mipkoto 3
noAinkamu B KapTOHHIi
KopooLi

MegaHa ®apma
AKuioHepHe
ToBapucTeBo

MonbLlwa

MepaHa ®apma
AKLioHepHe
ToBapucTBO

MonbLa

BHECEHHS 3MiH 10 peecTpavitHnx
mMarepianis: 3miHu | TUny -
nofaHHA OHOB/IEHOTO
CepTtucpikata R1-CEP 1999-172-
Rev 02 gns A®I
(CynbthameTokcason) Bif BXe
3aTBEPKEHOrO BUPOGHMKA
VIRCHOW LABORATORIES
LIMITED, India: 3anponoHoBaHo:
R1-CEP 1999-172-Rev 02

3a peyenmom

UA/9311/01/01

27.

BNoripP-3

TabneTtku, Lo
ancnepryrotbes B
POTOBI NOPOXHWHI, N0 5
mr no 10 TabneTok y
6nictepi; no 1 a6o no 3
6nicTepn y KapTOHHIl
nauui

Benyno, nikn Ta
KOCMeTuKa, 4.4.

XopB.arTis

Benyno, nikn Ta
KocmeTuka, 4.4.,
XopsaTisi (BTOPUHHE
nakyBaHHS,
BiAnoBiganbHUIA 3a
BUNYCK cepi);
[xenecpapm CA,
'peuist (BUPOBHMK

Xopsarisi/
peuis

BHECEHHS 3MiH [0 peecTpavLiliHnX
MaTepianis: 3MiHu | Tuny -
nogaHHsa oHosneHoro CEP (3 RO-
CEP 2013-231-Rev 01 Ha R1-CEP
2013-231-Rev 00) ansa AdI
Desloratadine Big 3aTBEpAXEHOr0
BMpo6Huka SUN Pharmaceutical
Industries limited, India; 3MiHu |

6e3 peyenma

UA/15359/01/01
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
roToBOro Tuny - nogaHHA oHosneHoro CEP
nikapcbKoro 3acooby, (3 RO-CEP 2014-302-Rev 01 Ha
nepBuHHe RO-CEP 2014-302-Rev 02) ons
nakyBaHHs) A®| Desloratadine Big
3aTBEPKEHOr0 BUPOGHUKA
Morepen Laboratories Limited,
India
28. BNOripP-3 pO34uH opasnbHuid, 0,5 Benyno, niku Ta Xopsartis Benyno, nikn Ta Xopsarisi/ BHECEHHS 3MiH O peecTpaviliHnX 6e3 peyenma UA/15359/02/01
mr/m no 60 mn aéo 120 KOCMeTuKa, A.4. KocMeTuKa, A.4., Mpevis marepianis: 3miHu | Tuny -
My chrakoHi; no 1 Xopgaris nogaHHsa oHossieHoro CEP (3 RO-
donakoHy pa3om 3 (BignoBigansHWii 3a CEP 2014-302-Rev 01 Ha RO-CEP
MipPHOI0 NTOXEYKOI (Ha BTOPVHHE 2014-302-Rev 02) ana AdI
2,5 M1 a6o 5 mn) B nakyBaHHs1, BUMYCK Desloratadine Big 3aTBEpAXEHOrO
KapTOHHI nayi cepii); PAMAP BMpO6GHMKa Morepen Laboratories
A.B.E., I'peuis Limited, India; 3minu | TURY -
(BUPOBGHVK FOTOBOIO nogaHHsa oHossieHoro CEP (3 RO-
nikapcbKkoro 3acooby, CEP 2013-231-Rev 01 Ha R1-CEP
nepBuHHE, BTOPUHHE 2013-231-Rev 00) ana Adl
nakyBaHHs1) Desloratadine Big 3aTBEpAXEHOrO
BMpo6HMKa SUN Pharmaceutical
Industries limited, India
29. BOHBIBA® TabneTkn, BKpUTI ATHac ®apma HOK Benuka Brpo6HMUTBO LLseniuapis/ BHECEHHS 3MiH [0 peecTpayiiiHux | 3a peyernmom UA/5164/01/01
N/1iBKOBOK 060JI0HKOH, NimiTen BpuTaHis Hepo3acoBaHol Benvka mMartepianis: 3mMiHa 3asBHUKa
no 150 mr no 1 a6o no 3 NPOAYKLUiT, BpuTaHis (BnacHvka peecTpadujiiHoro
Tabnetkn y 6nictepi; no BMMPOGYBaHHSA noceigyeHHs) (3rigHo Hakaly MO3
1 6nicTepy B KApTOHHiIl KOHTPOJIHO SIKOCTI, Big 23.07.2015 Ne 460): 3MiHu |
Kopoo6Li BUNYCK Cepil: T™MNYy - 3MiHW 3 AKOCTi. FOTOBWIA
®.XohpmaHH-/15 nikapcbkuii 3aci6. 3MiHn y
Pow Ntg, BMPOGHMLTBI. 3amiHa abo
LBeliuapis; BBEEHHS 404aTKOBOT AifIbHUL
Brpo6HMUTBO BVMPOGHMLTBA A1 YacTUHU abo
Hepo3dacoBaHoi BCbOro BUPOOHMYOro npovecy
npoaykuii, rOTOBOrO /liKapCbKOro 3acoby
BMMPOGYBaHHSA (@inbHUUSA ANA BTOPUHHOMO
KOHTPO/IIO AKOCTI: nakyBaHHSs1) BBEA,EHHS [0AaTKOBOT
MeHH AiNbHULI BUPOBHWLTBA rOTOBOrO

dapmachboTikan
Cepsices J/I14,
Benuka bputaHis;
MNepBuHHE Ta

nikapcbKoro 3acoby - Bevimeiig,
MNC, Benvika bputaHis gns

BTOPUHHOIO NakyBaHHA. 3MiHu |

TUny - 3MiHK 3 AKocTi. [oTOBWMIA

BTOPUHHE nikapcbkuii 3aci6. 3MiHn y
nakyBaHHs: BMPOGHMLTBI. 3MiHa
IBepc-/i AT, iMnopTepa/3miHu, L0 CTOCYHTbCA
LLiBeiiuapis; BUNYCKY cepii Ta KOHTPOJI0 AKOCTI

MepBuHHE Ta roTOBOrO NikapCbKoro 3acoby

BTOPUHHE (3amiHa abo fogaBaHHA

nakyBaHHsl, BMPOOHKKa, Lo BiANOBigae 3a
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
BMNPOGYBaHHSA BBE3eHHA Ta/abo BMnycK cepii) -
KOHTPOJIIO AKOCTI: He Bkntovaroum
®.XohpmaHH-/1a KOHTPO/Ib/BUNPOBYBaHHSA cepii -
Pow J1tg, [ofaBaHHsA BUPOOHWKa - Belimelig,
LLiBeiiuapis; MN/C, Benvka Bputanis
MepBuHHE Ta BiANOBIAA/ILHOIO 3a BUMYCK cepil
BTOPVIHHE roTOBOrO MikapcbKoro 3acoby.
nakyBaHHs, BUNYyCK 3MiHN BHECEHO B iHCTPYKLil0 ANs
cepii: MeAMYHOro 3aCTOCYBaHHS LWoA0
Beiimeiig MNNC, HalilMeHyBaHHS Ta
Benuka BpuTaHis MiCL,e3HaxoMKeHHS BUPOGHMKa
(oofaBaHHs BUPOOHMKA) 3
BiANOBIAHUMW 3MiHAMW Y TEKCTi
MapKyBaHHS YNakoBKW NikapcbKoro
3aco6y. 3MiHu | TUny - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHN y BUPOGHMLTBI. 3amiHa abo
BBEAEHHS 0AATKOBOI AiNbHUL
BVMPOGHMLTBA A/15 YacTUHN abo
BCbOro BUPOOHMYOro npouecy
roTOBOrO Nikapcbkoro 3acoby
(AinbHMUSA ANA NEPBUHHOIO
nakyBaHHS1) BBEL,EHHS [0AATKOBOT
OiNbHUL BUPOBGHULITBA rOTOBOMO
nikapcbKoro 3acoby - Belimeiig,
MN/C, Benvka Bputania ans
NepBUHHOTO NaKyBaHHS.
30. BOHBIBA® PO34MH ANs iH'eKuUin no 3 ATHac dPapma HOK Benvka BMPOBGHULITBO HimeuunHa/ BHECEHHS 3MiH A0 peecTpauiiHnx 3a peyenmom UA/5164/02/01
Mr/3 M, no 3 Mn NimiTen BpuTaHis Hepo3acoBaHol Benvka mMartepianis: 3MiHa 3asBHUKa
po34nHy B nonepeaHLo NpoAyKLii, NepBuHHe BputaHis (BnacHuka peecTpadiiHoro
HanoBHEHOMY LUNPWL; nakyBaHHs: noceigyeHHs) (3rigHo Hakasy MO3

no 1 nonepefHL0
HanoBHEHOMY LUNPpULYY B
KoMnekTi 3 1
CTepUIbHOIO FO/IKO0
[ANst iH'eKLi NOMILLEHOIO
B M/1aCTMacoBuii
KOHTEiHEep B KapTOHHIl
Kopoo6Li

BeTTep ®apma-
depTuryHr FrméX i
Ko. KI', HimeuunHa;

BTOPWHHE
nakyBaHHS,

BMNPOOYBaHHS
KOHTPO/IIO AKOCTI,

BUMNYCK cepil:
Pow diarHocTmke
'm6X, HimeuunHa;
BTOPWHHE
nakyBaHHS, BUNYCK
cepii:

Beiimelig MNC,

Benvika bpuTtaHis

Big 23.07.2015 Ne 460): 3miHu |
™My - 3MiHW 3 AKOCTi. FOTOBWIA
NiKapcbKuii 3aci6. 3miHn y
BMPOGHMLTBI. 3amiHa abo
BBEJIEHHS 404aTKOBOT AifIbHUL
BMPOGHMLUTBA A/151 YacTuHM abo
BCbOro BUPOBGHMYOro npouecy
roTOBOrO NikapCbKoro 3acoby
(AiNbHULA oNsi BTOPUHHOTO
nakyBaHHs) BBefeHHA [04aTKOBOT
AinbHuui Belimeiig N/C, Benuka
BpviTaHisi, BiANOBi4a/IbHOT 3a
BTOPWHHE MaKyBaHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTI.
[oToBMiA nikapcbknii 3aci6. 3miHn
y BUPOGHMLTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYIOTLCA
BMNYCKY Cepii Ta KOHTPOJIH0 SIKOCTI
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
roTOBOrO likapCbKOro 3acoby
(3amiHa abo fofaBaHHSA
BMPOGHMKa, Lo BiAnoBiaae 3a
BBE3eHHs Ta/abo BMnycK cepii) -
He Bkntovarouun
KOHTPO/Ib/BUNPOBYBaHHSA cepii -
[logaBaHHsA BUPOGHKKa,
BiANOBIAA/ILHOIO 3a BUMNYCK cepil
Beiimeiig M/1C, Benuka BputaHis.
31. BOHBIBA® PO34MH ANs iH'eKuUin no 3 ATHac dPapma HOK Benvka BMPOBGHULITBO HimeuunHa/ BHECEHHS 3MiH A0 peecTpauiiHnx 3a peyenmom UA/5164/02/01
Mr/3 M, no 3 Mn NimiTen BpuTaHis Hepo3acoBaHol Benvka marepianis: 3MiHW | TUNY - 3MiHK
po34uMHy B nonepeaHLo NpoAyKLii, NepBuUHHe BputaHis Loao 6esnekn/edeKTMBHOCTI Ta

HanoBHEHOMY LUNPWL;
no 1 nonepefHsL0
HanoBHEHOMY LUNPpULYY B
KoMnnaekTi 3 1
CTepUIbHOIO FO/IKO0
[ANst iH'eKLi NOMILLEHOIO
B M/1aCTMacoBuii
KOHTEiHEep B KapTOHHIl
Kopoo6Li

nakyBaHHs: BeTTep
Papma-PepTUryHr
'm6X i Ko. KI,
HimeuumnHa;
BTOPVHHE
nakyBaHHs,
BMNPOOYBaHHS
KOHTPOJIIO SIKOCTI,
BUMYCK cepii: Pow
[iarHocTuke MvbX,
HimeuuunHa;
BTOPUHHE
nakyBaHHs, BUMYCK
cepii:
Beiimelig MNC,
Benvika bpuTtaHis

thapmakoHarnisgy. BeeaeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cucTemy thapmakoHarnagy
(BBEAEHHSA Yy3araslbHEHNX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0CcobM,
Bi4NOBiAA/IbHOI 32 34iACHEHHS
hapmMakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3as1BHMKa 415 34iCHEHHS
thapmakoHarnagy B YkpaiHi, AKLO
BOHa BifJMiHHa Bif, yNIOBHOBaXEHOI
ocobw, BiANOBIAA/IbHOT 3a
3[jicHeHHs1 hapMakoHarnagy
(BKNHOYAIOUN KOHTaKTHI faHi)
Ta/ab0 3MiHW Y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6M 3aABHUKA,
BiANOBIAaNbHOT 3a
thapmakoHarnag,
MponoHoBaHa pegakuis: KatepyHa
KeHHi / Catherine Kenny. 3miHa
KOHTaKTHUX faHnX YNOBHOBaXKEHO!
ocobw, BiANOBIAA/IbHOT 3a
hapmakoHarnag. 3miHa
KOHTaKTHOI 0CO6U YNOBHOBaXeHOT
0cobu 3asiBHMKA, BiAMNOBIAa/IbHOT
3a thapmakoHarnsg, B YkpaiHi.
MponoHoBaHa pegakuis:
TepelwkoBa Jlinis MukonaisHa.
3MiHa KOHTaKTHUX faHuX
KOHTaKTHOI 0CO6U YNOBHOBaXeHOT
0cobu 3asiBHMKA, BiAMNOBIAa/IbHOT
3a thapmakoHarnsg, B YkpaiHi.
3MiHa micus 34iiCHEHHA OCHOBHOI
LisNIbHOCTI 3 chapmakoHarnsgy.
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
3MiHa MicLLe3Hax04KEHHS MacTep-
thaiina cuctemmn chapmakoHarnsgy
Ta lioro Homepa
32. BOHBIBA® TabneTkn, BKPUTI ATHac dPapma HOK Benvka Bevimeiig MN/C, Benvka BHECEHHS 3MiH A0 peecTpauiiHnx 3a peyenmom UA/5164/01/01
N/1iBKOBOK 060JI0HKOH, NimiTen BpuTaHis Benvika bpuTtaHis BputaHis/ marepianis: 3MiHW | TUNY - 3MiHK
no 150 mr no 1 a6o no 3 (nepBuHHe Ta LLBeiiuapis oo 6e3snekun/edpekTMBHOCTI Ta
TabneTtkn y 6nictepi; no BTOPVHHE thapmakoHarnsgy. BeeaeHHs abo
1 6nicTepy B KapTOHHii nakyBaHHs, BUNYCK 3MiHU [0 y3araslbHEHNX AaHnX Npo
Kopoo6Li cepii); Isepc-/i AT, cucTemy thapmakoHarnagy
LLIseliyapis (BBEAEHHSA y3araslbHEHNX AaHUX
(nepBuHHE Ta npo cuctemy chapmakoHarnsgy,
BTOPVHHE 3MiHa YyNOBHOBaXeHOI 0coby,
nakyBaHHs); MeHH Bi4NOBiAA/IbHOI 32 34iICHEHHS
dapmacbioTikan hapmMakoHarnagy; KOHTakTHOI
Cepsices JI14, 0ocobu 3 hapmakoHarnsgy
Benvika bpuTtaHis 3as1BHVKa 415 34iCHEHHS
(BMPOGHNLTBO thapmakoHarnagy B YkpaiHi, AKLO
Hepo3dacosaHol BOHa BifJMiHHA Bif, yNIOBHOBaXEHOI
NPOAYKLUIT, ocobw, BiANOBIAA/IbHOT 3a
BUNPOOYBaHHSA 3[iicCHeHHA hapMakoHarnagy
KOHTPOJIH0 AKOCTI, (BKNHOYAIOUN KOHTaKTHI faHi)
BUNYyCK cepii); Ta/ab0 3MiHW Y PO3MILLEHHI
®.XohpmaHH-/1a MacTep-caiina cucremu
Pow Jltg, thapmakoHarnsgy) - 3miHa
LLIseliyapis YNOBHOB&XXEHOT 0CO6M 3asBHUKA,
(BMPOGHMLTBO BiANOBigaNbHOT 3a
Hepo3dacoBaHol thapmakoHarnag,.
NPOAYKLUT, MponoHoBaHa pegakuis: KatepyHa
BMNPOGYBaHHSA KeHHi / Catherine Kenny. 3miHa
KOHTPOJII0 AKOCTI; KOHTaKTHUX faHnX YNOBHOBaXKEHO!
BUNYyCK cepii); ocobw, BiANOBIAA/IbHOT 3a
®.XohpmaHH-/1a hapmakoHarnag. 3miHa
Pouw Jltg, KOHTaKTHOI 0CO6U YNOBHOBaXEHOT
LLIseliyapis 0cobu 3asiBHMKA, BiANOBIAa/IbHOT
(neBWHHe Ta 3a thapmakoHarnsg, B YkpaiHi.
BTOPUHHE MponoHoBaHa pegakuis:
nakyBaHHs; TepewwkoBa Jlinis MukonaisHa.
BUNPOOYBaHHSA 3MiHa KOHTaKTHUX AaHnX
KOHTPOSIO SIKOCH) KOHTaKTHOT 0CO6U YNOBHOBaXEHOT
0cobu 3asiBHMKA, BiAMNOBIAa/IbHOT
3a thapmakoHarnsg, B YkpaiHi.
3MiHa micus 34iiCHEHHA OCHOBHOI
LiSiNbHOCTI 3 chapmakoHarnsgy.
3MiHa MicLle3HaxoKeHHSA MacTep-
dhaiina cuctemu chapmakoHarnagy
Ta oro Homepa
33. BOTOKC® NMOPOLLOK A1 PO3UUHY AnnepraH Ipnangis AnnepraH IpnaHgis BHECEHHS 3MiH 1O peecTpaviliHnX 3a peyernmom UA/16656/01/01
KOMIMJIEKC Anst iH'ekuin no 100 PapmacbloTikans dapmacbloTikans marepianis: 3MiHW | TUNY - 3MiHW
BOTYNIHIYHOIo ognHnub-Anneprax; 1 IpnaHgis Ipnangis oo 6e3nekn/edpekTMBHOCTI Ta
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

TOKCUHY TUNY A
(Bl4, CLOSTRIDIUM
BOTULINUM)

h/1aKoH 3 NOPOLLUKOM B
KapTOHHI KOpoo6Li

thapmakoHarnsgy. BeeaeHHs abo
3MiHW [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX AaHWX
npo cuctemy chapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOI 32 3AiiCHEHHS
thapmakoHarnsgy; KOHTaKTHOT
ocobu 3 hapmakoHarnsgy
3a8BHMKa AN 34ICHEHHS
chapmakoHarnsgy B YkpaiHi, SKLio
BOHa BifjMiHHa Bif, YyNOBHOBaXeHOI
ocobu, BiANOBIAA/ILHOI 3a
3[jicHeHHs1 hapmMakoHarnagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTep-caiina cucremu
hapmakoHarnagy) - amiHa
YNOBHOB&XEHOI 0CO6M 3asBHNIKa,
BignoBiganbHOI 3a
thapmakoHarnag,
MponoHoBaHa pepakuis: CiHa
LWanep / Sina Schader. 3miHa
KOHTaKTHUX AAHMX YNOBHOBaXXEHOT
ocob6u, BiANOBIAA/IbHOI 3a
thapmakoHarnsg. 3miHa
KOHTaKTHOT 0CO6U YNOBHOBaXEHOT
0co6U 3asBHWMKa, BiANOBIAabHOI
3a hapmakoHarnsg B Ykpaii.
MponoHoBaHa pepakuin: Yymak
ApTem Bonogumumposuy. 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOT
0Cco6M YNnoBHOBaXKEHOI 0cobu
3asBHMKa, BiANOBIAA/IbHOI 3a
thapmakoHarnsg B Ykpaiti. 3miHa
MiCLIe3HaxoKeHHs1 macTep-
dhaiina cuctemmn hapmakoHarnsgy

34.

BOTOKC®
KOMIMJIEKC
BOTYNIHIYHOIo
TOKCUHY TUMNY A
(Bl4 CLOSTRIDIUM
BOTULINUM)

MOPOLLOK A9 PO3YNHY
Ans iH'ekuin no 200
oAvHUUb-AnnepraH; 1
dh1akoH 3 NOPOLLKOM B
KapTOHHiiA KOpo6Li

AnnepraH
PapmacbloTikans
Ipnangis

Ipnangis

AnnepraH
dapmacbioTikan3
Ipnangjs

IpnaHgis

BHECEHHS 3MiH O peecTpaviliHnX
marepianis: 3MiHW | TUMY - 3MiHW
oo 6e3nekn/edhekTMBHOCTI Ta

chapmakoHarnsgy. BeefeHHs abo

3MiHW [0 y3ara/ibHEHUX JaHux npo
cuctemy hapmakoHarnsgy

(BBEAEHHSA Yy3araslbHEHVX AaHUX
npo cuctemy chapmakoHarniagy,

3MiHa YMOBHOBaXEHOT 0CO6H,

BignoBiAanbHOI 3a 3AjACHEHHS

thapmakoHarnsgy; KOHTakTHOT
0Ccobu 3 hapmakoHarnsay

3a peyernmom

UA/16656/01/02
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

3a8BHMKa AN 34ICHEHHS
hapmakoHarnsgy B YkpaiHi, SKLio
BOHa BifjMiHHa Bif, YyNOBHOBaXeHOI
ocobu, BiANOBIAA/ILHOI 3a
3[jicHeHHs1 hapmMakoHarnagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTep-caiina cucremu
hapmakoHarnagy) - amiHa
YNOBHOB&XEHOI 0CO6M 3asBHNIKa,
BignoBiganbHOI 3a
thapmakoHarnag,
MponoHoBaHa pepakuis: CiHa
LWanep / Sina Schader. 3miHa
KOHTaKTHUX AaHMX YNOBHOBaXXEHOT
ocob6u, BiANOBIAA/ILHOI 3a
thapmakoHarnsg. 3miHa
KOHTaKTHOT 0CO6U YNOBHOBaXEHOT
0co6U 3asBHWMKa, BiANOBIAAIbHOI
3a hapmakoHarnsg B Ykpaii.
MponoHoBaHa pepakuin: Yymak
ApTem Bonogumumposuy. 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOT
0Cco6M YyNnoBHOBaXKEHOI 0cobu
3asBHMKa, BiANOBIAA/IbHOI 3a
thapmakoHarnsg B Ykpaiti. 3miHa
MiCLIe3HaxoKeHHs1 MacTep-
dhaiina cuctemmn hapmakoHarnsgy

35.

BPOHXO-IPAH

rpaHynu no 10 ry
neHani; no 1 neHany B
nayuiabono 10ry
hNakoHi 3 KPULLIKOLO; Mo
1 chnnakoHy 3 KPULLIKOK B
nadui 3 KapToHy

MpAT "HaujioHanbHa
[omeonaTtnyHa
Cninka"

YKpaiHa

MpAT "HauioHanbHa
FomeonaTtuyHa
Cninka"

YkpaiHa

BHECEHHS 3MiH O peecTpaviliHnX
marepianis: 3MiHW | TUMY - 3MiHW
oo 6e3nekn/edhekTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHS

TEKCTY MapKyBaHHs ynakoBKu

NiKapCbKOro 3acoby 3 BHECEHHSIM
iHbopmauii Wwoao 3a3HavYeHHs

OVIHVLb BUMIPIOBAHHS Y CUCTEMI

Sl

6e3 peyenma

UA/8452/01/01

36.

BPY®EH®

cuporn, 100 mr/5 mn no
100 mn 'y chnakoHi; no 1
chakoHy 3 MipHUM
LUMPULLOM Y KapTOHHIiA
Kopoo6Li

ABGOTT Jlabopatopi3
6X

HimeyunHa

A668Bi C.p.n.

ITania

BHECEHHS 3MiH 1O peecTpaviliHnX
marepianis: 3MiHW | TUNY - 3MiHW
Loao 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy - 3MiHM BHECEHO

B HCTPYKLO 4518 MeANyHOro
3aCTOCyBaHHSA NiKapcbKoro 3acoby
[0 po3giniy "Oco6mBocCTi
3acTocyBaHHSA" 3rigHo 3
pekomeHgauismn PRAC
(EMA/201784/2020). BeegeHHs
3MiH NpoTArom 6-T1 MicAuiB nicns

6e3 peyenma

UA/13154/01/01
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
3aTBEPMKEHHS; 3MiHM | TUny -
3MiHM Wwoao
6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarnsgy - 3MiH1M BHECEHO
B HCTPYKL,tO 415 MEAUYHOrOo
3aCTOCyBaHHSA Nikapcbkoro 3acoby
[0 po3gainiy "MNo6ivni peakuii”
3rigHo 3 pekomeHgauisvm PRAC
(EMA/519625/2020). BeeaeHHs
3MiH NpOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS
37. BYNIBAKAIH PO34MH ANA iH'eKLii, 5 TOB "HIKO" YkpaiHa KOHTPO/b, BUMYCK Ykpaina/ BHECEHHS 3MiH 10 peecTpavLiiHnxX 3a peyenmom UA/13416/01/01
mr/mn; no 10 mn B cepii: TOB "HIKO", Mpeuis marepianis: 3MiHW | TUNY - 3MiHK
amnyni; no 10 amnyny YkpaiHa; Loao 6e3nekn/edeKTBHOCTI Ta
nauuj 3 KapToHy Hepo3dhacoBaHuii hapmakoHarnsgy - HoB/eHHs
NPOAYKT, NepBMHHA TEKCTY MapKyBaHHs yNakoBKu
ynakoBKa, BTOPYHHA NikapcbKoro 3acoby 3 BHECEHHAM
ynakoBKa, KOHTPO/Ib: iHchopmauii LLoAo 3a3HavYeHHs
LEMO CA OAVHWLb BUMIPIOBAHHS Y CUCTEMI
PAPMACBIOTIKAN S|. BHeceHHs 3MiHM A0 po3ainy
IHOACTPI, peuis «MapkyBaHHs» MKA /13
3anponoHosaHo: MAPKYBAHHA
3rigHo 3aTBEPAKEHOrO TEKCTY
MapKyBaHHS. TepMiH BBEEHHS
3MiH - NpoTSArom 3x MicsiLiB micnas
3aTBEPAKEHHS
38. BYNIBAKAIH PO34MH ANA iH'eKLii, 5 TOB "HIKO" YkpaiHa KOHTPO/1b, BUMYCK Ykpaina/ BHECEHHS 3MiH 10 peecTpaLiiiHux | 3a peyenmom UA/13417/01/01
CNIHAN Mr/M; no 4 Mn B cepii: TOB "HIKO", pevis marepianis: 3MiHU | TUMY - 3MiHW
amnyni; no 5 amnyny YkpaiHa; oo 6e3nekn/edeKTMBHOCTI Ta
nauuj 3 KapToHy Hepo3dhacoBaHuii thapmakoHarnsgy - OHOB/IEHHSA
NPOAYKT, NepBUHHA TEKCTY MapKyBaHHs yNakoBKu
ynakoBka, BTOPYHHA NiKapcbKoro 3acoby 3 BHECEHHAM
ynaKoBKa, KOHTPO/Ib: iHchopmauii LWoao 3a3HaveHHs
LEMO CA OAVHWLb BUMIPOBAHHS Y CUCTEMI
PAPMACBHIOTIKAN Sl. BHeceHHs 3MiH g0 po3gainy
IHOACTPI, pevis «MapkyBaHHA» MKA /13;
3anponoHoBaHo: MAPKYBAHHA
3rigHO 3aTBEP)KEHOTO TEKCTY
MapKyBaHHS. TepMiH BBEAEHHS
3MiH - npoTarom 3x MicsAuiB micns
3aTBEPAKEHHS
39. BAJICAP TabneTkun, BKpUTI Aypobingo ®apma IHAis AypobiHgo ®apma BHECEHHSA 3MiH [0 peecTpaliiiHux | 3a peyenmom UA/14796/01/01

NAiBKOBOK 060/TI0HKOI0,
no 80 mr; no 7 TabneTok
y 6aicTepi; no 4

nrg

Nimiteq - FOHIT VII,
IHais

marepianis: 3MiHU | TUMY - 3MiHK
oo 6e3nekn/edpeKTMBHOCTI Ta
drapmMakoHarasgy - OHOB/IEHHS
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
6nicTepy B KAPTOHHIi TEKCTY MapKyBaHHS yNakoBKu
KopooLi nikapcbKoro 3acoby 3 BHECEHHSAM
iHbopmaLii woao 3a3HaYeHHS
OAVHVLb BUMIPIOBAHHS Y CUCTEMI
Sl
40. BAJ/ICAP TabneTkun, BKPUTI AypobiHgo ®apma IHAis AypobiHao ®apma IHAisA BHECEHHS 3MiH 10 peecTpavLiiHnX 3a peyenmom UA/14796/01/02
NAiBKOBOK 060/I0HKOI0, NTp, Nimiteq - FOHIT VII marepianis: 3MiHW | TUNY - 3MiHK
no 160 mr; no 7 Loao 6e3nekn/edeKTBHOCTI Ta
TabneTtok y 6nictepi; no hapMakoHarnagy - OHOB/IEHHSA
4 6nicTepy B KAPTOHHIl TEKCTY MapKyBaHHS yNakoBKu
KOpo6Li NikapcbKoro 3acoby 3 BHECEHHAM
iHchopmauii LLoAo 3a3HavYeHHs
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl
41. BAJICAP-AM TabneTkun, BKPUTI Aypobingo ®apma IHAis AypobiHgo ®apma IHAisA BHECEHHS 3MiH [0 peecTpaliiiHux | 3a peyenmom UA/16657/01/02
N/1iBKOBOK 06G0JIOHKOHO, nTg Nimiteq - FOHIT VII marepianis: 3MiHU | TUMY - 3MiHW
no 10 mr/160 mr no 10 oo 6e3nekn/edeKTMBHOCTI Ta
TabneTtok y 6nictepi; no hapmakoHarnagy - OHOB/IEHHS
3 6ricTepu B KAPTOHHIl TEKCTYy MapKyBaHHS ynakoBK/
nauui NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmauii LWoao 3a3HaveHHs
OAVHWLb BUMIPOBAHHS Y CUCTEMI
Sl Ta 3a3Ha4YeHHs TEXHIYHOT
iHcbopmaLii BUpO6HMKa
42, BAJICAP-AM TabneTkun, BKpUTI Aypobingo ®apma IHAjis Aypo6iHgo ®apma IHAisA BHECEHHS 3MiH [0 peecTpavyiiiHux | 3a peyenmom UA/16657/01/01
NAiBKOBOK 060/I0HKOIO, nrp, Nimiten - FOHIT VII marepianis: 3mMiHW | TUNY - 3MiHK
no 5 mr/160 mr no 10 oo 6e3snekn/edpekTMBHOCTI Ta
Tabnetok y 6nictepi; no chapmakoHarnsgy - OHOBJ/IEHHS
3 6nicTepu B KAPTOHHINA TEKCTY MapKyBaHHS yNnakoBKu
nauuj NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopMmauii LWoao 3a3HavYeHHs
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl Ta 3a3Ha4YeHHs TEXHIYHOI
iHcbopMmalLii BUpo6HMKa
43. BEPANAMINY TabneTku, BKPUTI My6niuHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHnx 3a peyenmom UA/3226/01/01
riagPoxXnorPunpa N1iBKOBOK 06OJIOHKOHO, akujioHepHe akujioHepHe marepianis: 3MiHW | TUMY - 3MiHW
no 80 mr no 10 TabneTtok TOBapuCTBO TOBapWCTBO BHECEHO [0 po3ginis "B3aemogis 3
y 6nicTepi; no 5 "HaykoBo- "HaykoBo- iHLWIMMK NikapcbkMMK 3acobamu Ta

6nicTepiB y navui

BVMPOGHWYMNIA LEHTP
"BopLyariscbkuii
XimiKo-
hapmaLeBTUYHNMI
3aBsof”

BMPOGHNYNIA LLEHTP
"BopLyariBcbKuii
Ximiko-
hapmaueBTUYHWI
3aBof”

iHLWi BMAW B3aeEMog;in",
"Oco6nMBOCTI 3acTOCyBaHHS" ,
3acTocyBaHHs y nepiog BariTHOCTI
Ta rogyBaHHs rpyaai”, "3gatHicTb
BMNAMBATY Ha LIBWAKICTb peakwil
npv KepyBaHHi aBTOTPaHCNOPTOM
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nonepegHL0
3arnoBHEHOMY LUMPULLY
(0,5 mn), Wwo micTnTbL
po3unHHKK (0,4 %
PO34MH HaTpIto
X/10pYAY), B KAPTOHHIA
KOpOG6Lii 3 MapKyBaHHAM
YKPaiHCbLKOK MOBO); MO
1 dhnakoHy 3 NOPOLLKOM
(Lpo3za)tal
nonepeaHL0
3anN0BHEHOMY LUNPULY
(0,5 mn), Wwo mictuTb
PO3UNHHVK, B
CTaHAapTHO-eKCMOPTHIiA
ynakoBLi, sika MICTUTbCA
Y KapTOHHIli Kopobui 3
IHCTpYKUieo ans
MeLMYHOro
3aCTOCyBaHHS; No 5
NakoHIB 3 NOPOLLIKOM
(1 po3a) y komnnekTi 3
po3urHHMKoMm (0,4 %
PO34MH HaTpIto X/10pUay)
B amnynax no 0,5 mn Ne
5 B KapTOHHI ynakoBL,i 3
MapKyBaHHAM
YKparlHCbKOI0 MOBOIO; MO
5 thrakoHiB 3 NOpPOLLKOM
(1 po3a) y KoMnnekTi 3
po3unHHMKOM (0,4 %
PO34MH HaTpito x10pnay)
B amnynax no 0,5 mn Ne
5 B cTaHgapTHO-
EeKCMOPTHiIli ynakoBLyj,

amnynax); CAHO®I
BIHTPOM
IHOACTPIA,
dpaHuis (NoBHUI
LMK BUPOBHMLTBA,
KOHTPO/Tb AKOCTI
PO34MHHMKA B
wnpuyax); CaHodi
MacTep, PpaHuis
(NoBHWIA LYKN
BMPOOHMLTBA,
KOHTPO/Ib SIKOCTI,
BTOPWHHE
nakyBaHHS, BUNYCK
cepii); CaHodi-

AeHTic MpaiiBiT Ko.

Nta., Nnatgopma
NOriCTUKM Ta
AncTpubyuii y m.
Bypanewr,
YropLmHa
(BTOPUHHE
nakyBaHHs, BUMYCK
cepir)

(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cuctemy chapmakoHarnsgy,
3MiHa yNOBHOBaXEHOI 0Co6Y,
BiiNOBIAAbHOT 32 3[iICHEHHS
hapMakoHarnagy; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 3MiAICHEHHS
hapmakoHarsagy B YkpaiHi, SKLO
BOHa BifiMiHHa Bif, yNOBHOBaXeHOI|
ocobw, BiANOBIAA/ILHOI 3a
3iiCHEHHS hapmakoHarnagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLLEHHI
MacTep-haiina cuctemm
thapmakoHarnagy) - amiHa
KOHTaKTHOI 0CO6U YNOBHOBaXeHOT
0cobu 3asiBHMKA, BiAMNOBIAa/IbHOT
3a thapmakoHarnsg, B YkpaiHi.
MponoHoBaHa pegakuis:
XopakiBcbka TeTsiHa
BsyecnagiBHa. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0co6u
YNOBHOB&XEHOT 0CO6M 3aABHUKA,
BiANOBIAaNbHOT 3a
thapmakoHarnsag, B Ykpaini

Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
abo0 iHWMMK MexaHiamamn®,
"Mepepno3yBaHHs" Ta "Mo6iYHI
peaxuii” BigNoBiAHO A0 OHOBMEHOT
iHchopmauii 3 6e3nekn
3aCTOCyBaHHS Ajtoyoi Ta
[OMNOMIXXHUX PevyoBVH. BBeaeHHs
3MiH NpoOTAroM 3-x Micauis nicns
3aTBEPAKEHHS
44, BEPOPAB® | MOPOLLOK Ta PO3UUHHUK CaHodi MacTep PpaHuis FAYMT ®APMA PpaHuis/ BHECEHHS 3MiH 10 peecTpaviiHnxX 3a peyenmom UA/13038/01/01
VERORAB ON151 NPUrOTYBaHHS NIBPOH, ®paHuis YropwmHa marepianis: 3MiHW | TUNY - 3MiHK
BAKUVHA cycneHsii Ans iH'ekwujin, (NOBHWIA LYKN Loao 6e3nekn/edeKTBHOCTI Ta
AHTUPABIYHA He MeHLwe 2,5 MO/no3a; BUPOGHMLTBA, hapmakoHarnagy. BeeneHHs abo
IHAKTUBOBAHA no 1 cosiakoHy 3 KOHTPO/Tb SIKOCTi 3MiHM [0 y3araslbHeHVX AaHKX Npo
CYXA nopowkom (1 gosa) Ta 1l PO3YMHHMKA B cuctemy hapmakoHarnsgy

76




Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

AKa MiCTUTbCS Y
KapTOHHI Kopobu; 3
IHCTpYKUieo ans
MeLNYHOro
3acTocyBaHHs; no 10
(pN1aKoHIB 3 NOPOLLKOM
Ta no 10 nonepefHbLO
3aMNOBHEHMX LUNPULLB
(0,5 mn), Wo MicTATb
po3unHHKK (0,4 %
pO34uH HaTpito
X/10pYAY), B KAPTOHHIA
ynakoBLii 3
MapKyBaHHAM
YKpaiHCbKO MOBOIO; N0
10 chnakoHis 3
nopotukom Ta no 10
nonepeaHLo
3anOBHEHMX LUMNPULiB
(0,5 mn), Wo micTATb
po3unHHUK (0,4 %
pO34nH HaTpito
xnopugy),
CTaHapTHO-eKCMOPTHIi
ynakoBLii, sika MICTUTbCSA
Y KapTOHHiIl1 kopobu,i 3
IHCTpYKUieo ans
MeLNYHOro
3aCTOCYBaHHSA

45,

BIAOPA MIKPO

TabneTkun, BKPUTI
MN/1IBKOBOK 06GOJIOHKOH,
3,0 mr/0,02 mr no 28
TabneTok B 6nicTepi (21
TabneTtka poXxeBoro
Konbopy Ta 7 TabneTok
6inoro konsopy); no 1
abo 3 6nictepn B
KapTOHHIA KOpoo6Li

3eHTiBa, K.C.

Yecbka
Pecny6nika

Nab6opaTtopioc JleoH
dapma, C.A.

IcnaHis

BHECEHHS 3MiH 10 peecTpavLiiHnX
mMaTtepianis: 3mMiHa 3asBHUKA
(BnacHvika peecTpadujiiHoro
nocsigyeHHs) (3rigHo Hakasy MO3
Bifg 23.07.2015 Ne 460): BBeaeHHsi
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPMHKEHHS. 3MiHu | TNy -
3MiHM Wwoao
6e3nekn/echeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs a6o
3MiHN [0 y3araslbHEHNX AaHnX Npo
cucTemy thapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cuctemy chapmakoHarnisgy,
3MiHa yNOBHOBaXEHOI 0co6Y,
BiiNOBIAAbHOT 32 3[iICHEHHS
hapMakoHarnagy; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 3MiAICHEHHS
dhapmakoHariagy B YkpaiHi, Ko

3a peyenmom

UA/13405/01/01
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

BOHa BiMiHHA Bif, yNIOBHOBaXEHOI
oco6w, BiANoBiAa/IbHOT 3a
3[jicHeHHs1 hapMakoHarnagy
(BKNHOYAKOUN KOHTaKTHI faHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
macTep-haiina cuctemm
hapmakoHarnagy) 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBiganbHOI 3a
thapmakoHarnsg. flivoua pegakuis:
CopiHa JliaHa Mato / Sorina Liana
Paiu, MD. MNponoHoBaHa pejakuis:
Nogmuna dininosa, MD / Ludmila
Filipova, MD. 3MiHa KOHTaKTHUX
LaHnX YNOBHOBaXeHOI ocobu,
BiANOBIAa/IbHOI 3a
thapmakoHarnsg. 3miHa
KOHTaKTHUX faHUX KOHTaKTHOT
0Co6M YNOBHOBaXKEHOI 0CO6YU
3as1BHYKA, BignoBigasbHOI 3a
hapmakoHarnag B YkpaiHi. 3miHa
MiCLe3HaxX0MKeHHs MacTep-
thaiina Ta iioro Homepa. 3miHa
MicLA 3AiACHEHHSI OCHOBHOT
AiSNbHOCTI 3 dhapmakoHarnagy.

46.

FABAMEHTUH

Kancynu teepgi no 300
Mr no 10 kancyny
6nicTepi, no 2 6rictepn
y nauui 3 KapToHy

MpAT "TexHonor"

YKpaina

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH O peecTpaviliHnX
marepianis: 3MiHW | TUMY - 3MiHK
oo 6e3nekn/edhekTMBHOCTI Ta
hapmakoHarnsigy - OHOBJ/IEHHS

TEKCTY MapKyBaHHs ynakoBKu

NiKapCbKOro 3acoby 3 BHECEHHSIM

iHbopmauii Wwoao 3a3HavYeHHs

OVHVLb BUMIPIOBAHHS Y CUCTEMI

Sl. TepMiH BBEAEHHSI 3MiH:
NpoTArom 6-Tu MicAuiB 3 gatu
3aTBEPLKEHHS 3MIH

3a peyernmom

UA/11671/01/01

47.

FABICKOH®
NOABINHOI Aji

CyCneH3is opasibHa; Mo
150 mn y cpnakoHax 3
HaHeCEeHO POXEBOID
NiBKOK
(6e3nocepeHbO Ha
thnakoH) abo y
dhnakoHax 3 poxeBuMm
nokpuTTAM; no 10 mny
cauwe; no 10, 12, 20 a6o
24 calle y KapTOHHIi
KopooLi

PexkkiTT BeHkizep
Xenckep (KOKelid)
Nimiten,

Benuka
BpuTaHis

PekkiTT BeHkizep
Xenckep (FOKei)
Nimiteq

Benuka
BpuTaHis

BHECEHHS 3MiH [0 peecTpavuiliHnX
martepianis: 3MiHu | TUNYy - 3MiHU
Loao 6esnekn/edeKTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHn).
3MiHV BHECEHO B iIHCTPYKLiO AN
MeZMNYHOro 3aCTOCYBaHHA
nikapcbKoro 3acoby Loao onucy
yNakoBKM (TEKCT MapKyBaHHS
YNakoBKN HE 3MIHIOETBCS).
BBefieHHs1 3MiH NpoTsArom 6-Tn
MiCALB Nicnsa 3aTBepPIKEHHS.
3MiHu | TMNy - 3MiHK 3 SKOCTI.

6e3 peyenma

UA/13393/01/01
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

["oTOBMIA NiKapcbKuii 3acio.
Cucrema
KOHTelHep/3aKynopoBasibHWiA
3aci6. 3MiHa y NepBUHHIli ynakoBLyi
roTOBOrO /iKapcbkoro 3acoby (Tvn
KOHTeliHepa abo foAaBaHHA
HOBOrO KOHTelHepa) - TBepai,
M'SIKi T2 HECTEpW/IbHI piaKi
nikapcbki hopmun. BBegeHHSA
[04aTKOBOT ynakosku no 150 mny
dhnakoHax 3 poOXeBVM NOKPUTTAM,
6€e3 3MiH1 NepBUHHOTO
nakyBa/lbHOro martepiasy
yNakoBKN (POXEBE NOKPUTTS €
efleMeHTOM au3aliHy (Le nak, Akui
HaHOCUTbCS Ha 30BHILLHIO CTOPOHY
CKNSIHMX (PNIAKOHIB Npu
BMPOOHULTBI h1akoHiB A0
[OCTaBKV BUPOGHWKY liKapCbKOro
3aco6y) Ta He KOHTaKTye 3
niKkapcbknum 3acobom), 3
BiANOBIAHUMM 3MiHaMK Y p.
«YnakoBka». 3MiHN BHECEHO B
IHCTPYKLiO 4N MeguyHoro
3acTOCyBaHHS NiKapCbKOro 3acoby
WOoA0 AofaBaHHA 404ATKOBOT
NnepBUHHOT ynakoBku (hnakoHu 3
POXEBUM NOKPUTTAM) (TEKCT
MapKyBaHHS YNakoBKuN He
3MIHIOETbCSA)). BBEAEGHHA 3MiH
npoTArom 6-Tn MicAUiB micns
3aTBEPAKEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTI.
["oTOBMIA NiKapcbKuii 3acio.
KOHTpO/b rOTOBOrO NiKapCbKoro
3aco6y (iHwWi 3miHn) (B.1L.r. (x) IB)
OHOBNEHHA BXe 3aTBepPKEeHUX
MeTOZjiB KOHTPO/IO AKOCTI
nikapcbKoro 3acoby, a came
BVIKNTAAEHHS TEKCTY [epXaBHO0
MOBOIO 3TiJHO CYy4aCHNX BUMOT.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicsILiB NicNs 3aTBEPKEHHS.

48.

FAH®OPT®

Kpanni o4Hi no 3,0 Mny
onakoHi-KpanesnbHULi 3
nosietuneny; no 1 a6o 3
hnakoHu-kpanesbHuLi B
KapTOHHI navui

AnnepraH
dapmacbloTikans
Ipnangis

Ipnangis

AnnepraH
dapmacbioTikan3
Ipnangjs

IpnaHgis

BHECEHHS 3MiH O peecTpaviliHnX
marepianis: 3miHu | TUny -
AZMIHICTpaTVBHI 3MiHN. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
MiCLil NPOBAKEHHSA Aisi/IbHOCTI
BMPO6GHMKa/iMnopTepa rotoBoro

3a peyernmom

UA/11121/01/01
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

NiKapcbKoro 3acoby, BK/Yaum
OinbHWL BUNYycKy cepii abo micue
NpOoBeAEeHHS KOHTPOJIO SKOCTI.
(misnbHICTb, 3a AKy BignoBifae
BMPOGHUK/iMNOpTEp, BK/IKOYAKOUYM
BUMNYCK cepiit). 3miHa agpecu
BMpO6HMKa AnniepraH
dapmacbtoTikans IpnaHgis,
IpnaHgis, 6e3 3MiHn micua
BMPOGHMLTBA. 3MiHW BHECEHO B
IHCTpYKLilO ANs MeguyHOro
3aCTOCYBaHHSA LWOA0
MiCLie3HaXOMKEHHS BUPOOHMKA 3
BiANOBIAHUMW 3MiHAMW Y TEKCTi
MapKyBaHHS YNakoBKU Nikapcbkoro
3aco6by.

49,

FEKCUTEKC

necapii no 16 mr; no 5
necapiis y ctpuni; no 1
ab6o 2 cTpunn y nauuj i3
KapToHYy

CnifnbHe yKpaiHCbKO-
icnaHcbke
nignprMeMCcTBO
"CMNEPKO
YKPATHA"

YKpaina

CniflbHe yKpaiHCbKO-
icnaHcbke
nignpueMcTeo
"Cnepko YkpaiHa"

Ykpaiva

BHECEHHS 3MiH O peecTpaviliHnX
marepianis: 3mMiHun | Tuny - 3MiHK 3
SKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTelHep/3akynoptoBasibHUiA
3aci6. 3miHa y meTogax
BMNPO6YyBaHHA NEPBUHHOI
yMakoBKM rOTOBOTO NiKapCbKOro
3aco6y (iHWi 3MiHM y MeTogax
BMNPOGYBaHb (BK/KOYAKOUM 3aMiHy
abo gofasaHHs)); CynyTHs 3MiHa -
3MiHK 3 aKOCTi. FoTOBWUIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHUiA
3aci6. 3miHa napameTpiB
cneuudikayin Ta/abo gonycTumumx
MeX NepBUHHOT yNakoBKu
roTOBOrO JliKapCbKOro 3acoby
(mopaBaHHsA abo 3aMiHa
rnokKasHuka 3a pesynbTatamu
[ocnigpkeHb 3 6e3nekn abo sIKOCTI)
- BHECEHHS 3MiH Jo p. 3.2.P.7.
Cucrema
KOHTeliHep/3aKynoproBasbHUIA
3aci6b y 3B'A3Ky 3 BHECEHHSIM 3MiH
Yy METOAMKY BU3HAYEHHS No
nokasHuky MbY nepBuHHOI
ynakoBku (nniska MNBX/TIE), a
came 3aMiHa fjilo4oi METOAMKM Ha
HOBY, fika B CBOIO Yepry
npV3BOANTL A0 CYNYTHLOT 3MiHU B
cneuudikaLii KOHTposo
NEePBUHHOT YNaKOBKM NO NOKA3HUKY

6e3 peyenma

UA/15693/01/01
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
MBUY (kpuTepii NPUAHATHOCTI)
50. FEMAKCAM pO34uH A4 iH'eKuii, 50 TOB «®APMACE/» YkpaiHa KOHTpO/ib, BUMYCK Ykpaina/ BHECEHHS 3MiH O peecTpaviliHnX 3a peyenmom UA/13418/01/01
Mr/Mn no 5 mn B amnyni, cepii: HimeuyunHa marepianis: 3MiHu | Tuny - 3miHu 3
no 10 a6o 50 amnyny TOB SKOCTi. [OTOBWIA Nikapcbknii 3aci6.
naJui 3 KapToHy, no 10 «®APMACE/», CrabinbHicTb. 3MiHa y TepMiHax
M B amnyri, no 5 abo YkpaiHa; npuaaTHocTi abo ymoBax
10 amnyn y navui 3 BTopuHHa ynakoBka, 36epiraHHsi FTOTOBOTO JTiKapCbKOro
KapToHy KOHTPO/b: 3aco06y (36i/1bLUEeHHS TEPMIHY
XOJIOMAK NpUAATHOCTI FOTOBOrO NiKapCbKOro
depnakyHrCTexHik 3acoby) - 118 ToproBoi ynakoBKu
'vm6X, HimeuunHa; (niaTBEPOXKYETHCA AaHUMU
Brpo6HMLUTBO peasibHOro yacy) 36iNbLUeHHs
Hepo3dacoBaHoi TepmiHy npugartHocTi N3 ans
NPOAYyKLUiT, NepBnUHHA TOProBOi yNakoBku A0 3 POKiB
Ta BTOPUHHA (6yno: 2 poku) y 3B'A3Ky 3
yNaKoBKa, KOHTPO/b: OTPVIMaHHSAM MO3UTUBHUX
XONOMAK pe3ynbTaTiB JOBroCTPOKOBUX
PepnakyHrcTexHik focnigpkeHb cTabifibHOCTI.
'mM6X, HimeuyunHa BBegeHHS 3MiH MPOTATrom 3-x
MiCALiB Nicnsa 3aTBepPKEHHS.
51. MAPACEK rpaHynun ans opasibHoi A660TT Jlabopatopi3 HimeuyunHa CogpapTekc PpaHuin BHECEHHS 3MiH [0 peecTpaviliHnx 6e3 peyenma UA/13273/01/01
cycneHnsii no 10 mr; no 6X marepianis: 3MiHU | TUMY - 3MiHW

16 calle B KapTOHHIiA
Kopoo6Li

oo 6e3nekun/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo

cuctemy chapmakoHarnagy

(BBEAEHHSA Y3araslbHEHUX AaHWX

npo cuctemy chapmakoHarnsgy,

3MiHa yNOBHOBaXEHOI 0Co6Y,
BiiNOBIAaAIbHOT 32 3[iICHEHHS
thapmakoHarnsgy; KOHTakTHOT
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 3MiAICHEHHS
hapmakoHarnsgy B YkpaiHi, SKLio
BOHa BifiMiHHa Bif, YyNOBHOBaXeHOI
ocobu, BiANOBIAA/IbHOI 3a
3[jicCHeHHs1 hapmakoHarnagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
mMacTtep-aiina cucremu
thapmakoHarnagy) - amiHa
YMNOBHOBaXEHOT 0COOM 3asBHMKA,
BignoBigabHOI 3a
thapmakoHarnag,
MponoHoeaHa pepakuis: Thomas
Nisslein, DVM, PhD / Tomac
Hiccnsiii, DVM, PhD. 3miHa
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

KOHTaKTHUX AaHnX YNOBHOBaXXeHOT
0co6u 3asiBHMKA, BiANOBiAa/IbHOT
3a (papmakoHarnsg,

52.

FAPACEK

rpaHynu s opasibHol
cycneHsii no 30 mr; no
16 calle B KapTOHHIl
Kopo6ui

AG6OTT Jlabopartopi3
m6X

HimeuunHa

CodgpapTekc

dpaHuis

BHECEHHS 3MiH A0 peecTpauiiHnx
marepianis: 3MiHW | TUNY - 3MiHK
Loao 6esnekn/edeKTMBHOCTI Ta

thapmakoHarnsgy. BeeaeHHs abo

3MiHV [0 y3ara/iHEHUX JaHuX Npo
cuctemy hapmakoHarnsgy

(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cuctemMy chapmMakoHarsisay,

3MiHa YyNOBHOBaXeHOI 0coby,
Bi4NOBiAA/IbHOI 32 34iICHEHHS
hapmMakoHarnagy; KOHTakTHOI
0ocobu 3 hapmakoHarnsgy
3as1BHVKa 415 34iCHEHHS
thapmakoHarnagy B YkpaiHi, AKLO
BOHa BifJMiHHA Bif, yNIOBHOBaXEHOI
ocobw, BiANOBIAA/IbHOT 3a
3[jicHeHHs1 hapMakoHarnagy
(BKNHOYAIOUN KOHTaKTHI faHi)
Ta/ab0 3MiHW Y PO3MILLEHHI
MacTep-caiina cucremu
thapmakoHarnsgy) - 3miHa

YNOBHOB&XXEHOT 0CO6M 3asBHUKA,

BiANOBigaNbHOT 3a
thapmakoHarnag,.
lMponoHoBaHa pepgakuis: Thomas
Nisslein, DVM, PhD / Tomac
Hiccnsaiin, DVM, PhD. 3miHa
KOHTaKTHUX JaHuX YNOBHOBaXXEHOT
0co6u 3asiBHMKA, BiANOBiAa/IbHOT
3a (hapmakoHarnsg,

6e3 peyenma

UA/13273/01/02

53.

FAPACEK

kancynv TBepgi no 100
mr; no 10 kancyn y
6nicTepi; no 1 6nictepy
B KapTOHHI Kopobuj

AG6OTT JlabopaTtopi3
m6X

HimeuunHa

CodpapTekc

®paHuis

BHECEHHS 3MiH [0 peecTpavuiliHnX
marepianis: 3mMiHW | TUNY - 3MiHK
Loao 6esnekn/edeKTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3aras/lbHEHNX AaHnX Npo
cuctemy hapmakoHarnsgy

(BBEAEHHSA Yy3arasIbHEHVX AaHUX
npo cuctemy chapmakoHarnsgy,

3MiHa yNOBHOBaXeHOI 0coby,
Bi4NOBiAa/IbHOT 32 34iACHEHHS
hapmMakoHarnagy; KOHTakTHOI
0ocobu 3 hapmakoHarnsgy
3as1BHMKa 4119 34iICHEHHS
hapmMakoHariagy B YkpaiHi, Ko

6e3 peyenma

UA/13273/02/01
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Ne

Hasga nikapcbko20

n/n

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

54.

FIHKOP ®OPT

kancynu; no 10 kancyny

TOHI®APM

BOHa BiMiHHA Bif, yNIOBHOBaXEHOI
oco6w, BiANoBiAa/IbHOT 3a
3[jicHeHHs1 hapMakoHarnagy
(BKNHOYAKOUN KOHTaKTHI faHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
macTep-haiina cuctemm
thapmakoHarnagy) - amiHa
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBiganbHOI 3a
hapmakoHarniag,
MponoHoBaHa pepgakuis: Thomas
Nisslein, DVM, PhD / Tomac
Hiccnsaiii, DVM, PhD. 3miHa
KOHTaKTHUX JaHVX YNOBHOBaXKEHOT
0cobu 3asiBHUKa, BiANOBIAa/IbHOT
3a (hapmakoHarnsg,

6nicTepi; no 3 6nictepu
Y KApTOHHIl Kopoobui

PpaHuin

BO®YP INCEH
IHOYCTPI

PpaHuin

BHECEHHS 3MiH O peecTpaviliHnX
marepianis: 3MiHW | TUMY - 3MiHW
oo 6e3nekn/edhekTMBHOCTI Ta

chapmakoHarnsgy. BeefeHHs abo

3MiHW [0 y3ara/lsHEHUX JaHux npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy chapmakoHarniagy,

3MiHa YMOBHOBaXEHOT 0CO6H,
BignoBiAanbHOI 3a 3AjACHEHHS
thapmakoHarnagy; KOHTakTHOT
0cobu 3 hapmakoHarnsgy
3aABHUKa 419 3MiICHEHHS
hapmakoHarnsagy B YkpaiHi, SKLo
BOHa BigMiHHA Bif, yNOBHOBa)XEHOI
oco6w, BiAnoBiAabHOT 3a
3[jilicCHeHHs hapMakoHarnagy
(BK/TOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTep-chaiina cucremu
thapmakoHarsagy) - amiHa
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BiiNOBIAAbHOT 32 3[iICHEHHS
dhapmakoHarnsgy: MponoHosBaHa
pepakuis: Paola Pirovano. 3miHa
KOHTaKTHUX faHnX YNOBHOBaXKEHO!
0cobu 3asiBHMKA, BiANOBIAa/IbHOT
3a 3[jlficHeHHs hapMakoHarnsay.
3MiHa micus 34iCHEHHA OCHOBHOI
LiSiNbHOCTI 3 chapmakoHarnsgy.
3MiHa agpecu MicLe3HaxomKeHHs

MacTtep-aiina cucremu

6e3 peyenma

UA/10317/01/01
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

chapmakoHarnisiay Ta iioro Homepa

55.

FIATUNIH

PO34UH A5 iH'EKLLN,
1000 mr/4 mn; no 4 mn B
amnyni; no 3 amnynn 'y
n1acTMKoOBOMY
KOHTelHepi; no 1
KOHTeliHepy B KOpOOLi 3
KapToHYy

ITATGAPMAKO
C.n.A.

ITanisa

ITandapmako C.n.A.

ITania

BHECEHHS 3MiH O peecTpaviliHnX
marepianis: 3miHu | TUny -
[LOMOBHEHHS cneumdikauii Ha A®|
(Bpo6HYKa '13) NnokasHUKOM
«lpeHTudpikauis» 3 BigNOBIAHUM
METOAO0M BMNPOOYBaHHSA
FT-IR/ATR; 3MiHu | TUny -
3BY)XEHHS ONYCTUMUX MEX 3a
nokasHukom «CynpoBiaHi
OOMiLKM» y cneyudikauii Ha APl
(Bupo6HuKa MN3); 3miHm | TNy -
3amiHa MeToay BUNPOOyBaHHS
TLC Ha meTog HPLC-ELSD 3a
NOKa3HUKOM «laeHTudikauis» y
cneungikauii Ha A®| (BMpobHuKa
[N3); 3MiHKM | TUNY - 3amMiHa
meToAy sBunpobysaHHa TLC Ha
meTog HPLC-ELSD 3a
nokasHuUkoMm «CynpoBigHi
OOMILLKV» (OKPIM TAiLepuHy) y
cneungikauii Ha A®| (BMpobHuka
[N3); 3MiHKn | TUNY - 3aMiHa
meToAy BunpobysaHHa TLC Ha
mMeTog HPLC-RID 3a noka3HWKOM
«CynpoBifHi AOMILLKM» (FiLepuH)
y cneuudpikauii Ha A®I (BUpobHuKa
['N3); 3miHm |l TUNY - HagaHo
oHoBneHuii ASMF Ha gitouy
pevoBUHY XOMiHY anbgocLepary
Bi[, 3aTBEPAKEHOr0 BUPOGHMKA
Chemi S.p.A., ITania
(3aTBEpAXEHO: version November
2017; 3anponoHoOBaHo: version
October 2018)

3a peyernmom

UA/2196/01/01

56.

FNYTAPTIH

Tabnetku no 0,75 r, no
10 TabneTok y 6nicTepi;
no 3 a6o 5 6nictepis y
KapTOHHiiA KOpo6L

ToBapucTBO 3
06MEXeEHOI0
BiANoBiAA/IbHICTIO
"hapmMavueBTnyHa
KomnaHis "3gopoB'a”

YkpaiHa

ToBapucTso 3
06MeXeHOI
BiAMNOBIAA/ILHICTIO
"papmaLeBTniHa
KoMnaHis "3gopos'a”

YkpaiHa

BHECEHHS 3MiH 10 peecTpavitHnx
marepianis: 3miHu | TMny - 3MiHKn
oo 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnsgy. 3MiHn y
TepaneBTUYHNX NOKa3aHHAX
(BVNYyYEHHS TepaneBTUYHOIO

nokasaHHs). 3MiHN BHECEHI A0

IHCTpYKUii AN MeguyHOro

3aCTOCyBaHHSA Nikapcbkoro 3acoby
0o po3giny "MokasaHHsA"
(BunyyeHo "Nlentocnipos").
BBefeHHs1 3MiH MpoTAroM 6-tu

6e3 peyenma

UA/4022/02/03

84




Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
MicsILiB NicNs 3aTBEPKEHHS.
57. FNYTAPTIH Tabnetku no 0,25 r, no ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH O peecTpaviliHnX 6e3 peyenma UA/4022/02/01
10 TabneTok y 6nicTepi; obmexeHo obmMexeHoo marepianis: 3MiHu | TUNY - 3MiHK
no 3 abo 6 6niictepiB y Bi4NOBiAA/IbHICTIO BiAMOBIAA/IbHICTIO oo 6e3nekn/edhekTMBHOCTI Ta
KapTOHHIA KOpoo6Li "bapmMaueBTNYHA "papmaLeBTUYHa hapmakoHarnagy. 3miHu y
KomnaHis "3gopos'a” KomnaHis "3aopos'a” TepaneBTUYHUX NOKa3aHHAX
(BVNyYeHHs TepaneBTUYHOIO
nokasaHHs). 3MiH1 BHeCeHi [0
IHCTPYKUiT AN MeguyHoro
3acTOCyBaHHS /ikapCcbKoro 3acoby
0o po3giny "MokasaHHA"
(BunyyeHo "Nlentocnipos").
BBefeHHs1 3MiH MPOTAroM 6-Tu
MicALiB Nic/a 3aTBepKEHHS.
58. FNIOKO3A- pO34nH ANs iH'exu;iin, 400 MpAT YkpaiHa MpAT YkpaiHa BHECEHHSA 3MiH [0 peecTpaLiiiHux | 3a peyenmom UA/2349/01/01
OAPHUNUA mr/mn, no 10 mn a6o 20 "®apmaueBTUYHa "®apmaneBTuyHa marepianis: 3MiHU | TUMY - 3MiHW
M B amnyrni; no 5 abo hipma "OapHuus” hipma "OapHuus” oo 6e3nekn/edeKTMBHOCTI Ta
10 amnyn B navui thapmakoHarnsgy - OHOB/IEHHSA
TEKCTY MapKyBaHHs yNakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmauii LWoao 3a3HaveHHs
OAVHWLb BUMIPOBAHHS Y CUCTEMI
Sl. BHeceHHs 3MiH 0 po3gainy
“MapkyBaHHA" MKA N13;
3anponoHoBaHo: MAPKYBAHHA
BignosigHo [0 3aTBEPKEHOTO
TEKCTY MapKyBaHHs. TepMmiH
BBEJIEHHSA 3MiH: MPOTAroM 6-Tu
MiCALB Nicnsa 3aTBepPKEHHSA 3MiH
59. FNIOPEHOPM® Tabnetkv no 30 wmr; no BepiHrep HimeuunHa Bepinrep Mpevis BHECEHHSA 3MiH [0 peecTpaliiiHux | 3a peyenmom UA/0331/01/01
10 TabneTok y 6nicTepi; IHrenbxanm IHrenbxaiim Ennac Marepianis: 3miHu | TUnYy -
no 6 6nictepis y IHTepHewwHn MTm6X A.E. AMIHICTpaTVBHI 3MiHW. 3MiHa
KapTOHHiiA KOpo6L HaliMeHyBaHHs Ta/abo agpecu
3asBHUKa (BacHuKa
peecTpavLiiiHoOro NocBigYEHHS) -
3MiHa afpecu 3asiBHUKa
60. OA3ATUHIB-BICTA | TabneTku, BKpUTI TOB YkpaiHa BMPOGHMLITBO Bonrapisi/ BHECEHHS 3MiH [JO peecTpayiiiHix | 3a peyenmom UA/17829/01/01
NAiBKOBOK 060/I0HKOIO, "PapMaueBTNYHA (NOBHWIA LMKN): Yecbka marepianis: 3mMiHu | TUNy - 3MiHa
no 20 mr; no 60 KomnaHis Bicta" CiHTOH XicnaHis, Pecny6nika/ BMPOGHMKA BUXIAHOI PEYOBUHM
Tabnetok y chnakoHi 3 C.J1., IcnaHis; Higepnavgn | 4,6-dichloro-2-methylpylpyrimidine
nosieTuneHy BUCOKOT KOHTPO/Ib AKOCTI / IcnaHis (AC 2017), 1,0 BUKOPUCTOBYIOTHCSA

LWinbHOCTI i3
noninponisieHoBO
KPWLLIKOIO 3 CUCTEMOIO
3axuCTy Bif BigKpUTTA
AiTbMu; no 1 donakoHy B
KapTOHHIA KOpoo6Li

(chizmKO-xiMiuHWiA):
KsiHTa-AHaniTika
C.p.0., Yecbka
Pecnyb6rnika;
KOHTPO/Tb AKOCTI
(mikpoGionoriyHwmi):
ITECT nntoc, ¢.p.o.,

B NpoLieci BUPO6HULITBA Ailoy0i
peyoBMHY An3aTuHiby
6€e3B0OHOrO, ONMUCAHOT0 B 3aKpUTIli
yacTuHi JM®. 3anponoHoBaHWii
BMPOGHWK BXOAUTb A0 OAHIEN i TieT
X BUPOGHMYOI rpynu, Wwo i
3aTBEPKEHNI BUPOBHUK
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
Yecbka Pecnybnika; BUXiQHOro Matepiany
ITECT nntoc, c.p.o.,
Yecbka Pecny6nika
nakyBaHHs: [xi |
dapmacbloTikanc
Nta, Bonrapis,
Bunyck cepii: CIHTOH
BB, Higepnanan
61. AA3ATUHIB-BICTA | Tabnetku, BKpUTI TOB YKpaiHa BMPOBHULITBO Bonrapis/ BHECEHHS 3MiH [JO peecTpaviliHnx 3a peyenmom UA/17829/01/02
NAiBKOBOK 060/I0HKOI0, "®apMaueBTNYHA (NOBHWIA LMKN): Yecbka marepianis: 3MiHu | TUNy - 3MiHa
no 50 mr; no 60 KoMnaHis Bicta" CiHTOH XicnaHis, Pecny6nika/ BMPOGHUKA BUXiAHOI PE4YOBUHM
TabneTok y hnakoHi 3 C.J1., IcnaHis; Higepnangn | 4,6-dichloro-2-methylpylpyrimidine
noslieTuaeHy BUCOKOI KOHTPO/Tb SIKOCTi / IcnaHis (AC 2017), w0 BUKOPUCTOBYHOTHCSA
LWiNbHOCTI i3 (chizmKO-XiMiUHWIA): B NpoLieci BUPOGHULITBA Aitoyoi
noninponisieHoBoK KBiHTa-AHaniTika peyoBuHY AunsaTuHiby
KPULLIKOKO 3 CUCTEMOLO c.p.o., Yecbka 6€3B0HOr0, OMMCAaHOr0 B 3aKpUTIl
3axuCTy Bif BigKpuTTA Pecny6nika; yacTuHi IM®. 3anponoHoBaHWiA
AiTbMu; no 1 donakoHy B KOHTPO/Ib AKOCTI BUPOGHWK BXOAUTL A0 OAHIEN i TiET
KapTOHHI KOpooLj (mikpobionoriuHumit): XX BUPOOHMYOT rpynu, Lo i
ITECT nntoc, c.p.o., 3aTBEpPIKEHUIA BUPOOHUK
Yecbka Pecnybnika; BUXifHOro marepiany
ITECT nntoc, c.p.o.,
Yecbka Pecnybnika
nakysaHHs: [xi |
dapmacbtoTikanc
Nta, bonrapis,
Bunyck cepii: CIHTOH
BB, Higepnanan
62. OA3ATUHIB-BICTA | TabneTku, BKPUTI TOB YkpaiHa BMPOOHULITBO Bonrapis/ BHECEHHS 3MiH 1O peecTpaviliHnX 3a peyernmom UA/17829/01/03
N1iBKOBOK 060JI0HKOIO, "®apmaueBTMyHa (noBHWiA LyKN): Yecbka marepianis: 3MiHu | TUNY - 3miHa
no 70 wr; no 60 KomnaHis Bicta" CiHTOH XicnaHis, Pecnyb6nika/ BMPOGHMKA BUXIAHOI PE4YOBUHM
TabneTok y chnakoHi 3 C.J1., IcnaHis; Higepnanan | 4,6-dichloro-2-methylpylpyrimidine
nonieTuaeHy BUCOKOI KOHTPO/Ib AKOCTI / lcnaHis (AC 2017), LLIO BUKOPUCTOBYHOTLCA
LWiNbHOCTI i3 (chizmKO-XiMiuHWIA): B NpoLieci BUPOGHMLITBA Ailoy0i
nosinponisieHoBOK KBiHTa-AHaniTika peyoBMHY An3aTuHiby
KPWLLKOIO 3 CUCTEMOIO C.p.0., Yecbka 6€e3B0OHOr0, ONMCAHOTO B 3aKpUTIli
3axuCTy Bif BigKpUTTS Pecny6nika; yacTuHi JM®. 3anponoHoBaHWiA
AiTbMu; No 1 donakoHy B KOHTPO/1b AKOCTI BMPOGHWK BXOAUTb A0 OAHIET i Tiel
KapTOHHiiA KOpo6L (Mikpo6ionoriyHui): X BUPOGHMYOT rpynu, Lo i
ITECT nntoc, c.p.o., 3aTBEPMKEHUIA BUPOOHUK
Yecbka Pecnybrika; BUXigHOro mMatepiany
ITECT nntoc, c.p.o.,
Yecbka Pecnybnika
nakyBaHHs: [xi |
dapmacbioTikanc
Ntp, Bonrapis,
Bunyck cepii: CIHTOH
BB, Higepnanan
63. AA3ATUHIB-BICTA | TabneTku, BKpUTI TOB YKpaiHa BMPOGHULITBO Bonrapis/ BHECEHHS 3MiH 40 peecTpaLiiHnx 3a peyenmom UA/17829/01/04
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
N1iBKOBOK 060JI0HKOIO, "bapmMavueBTNYHA (noBHWI LWKN): Yecbka marepianis: 3MiHu | TUNY - 3MiHa
no 140 mr; no 30 KoMnaHis Bicta" CiHTOH XicnaHis, Pecny6nika/ BMPOGHWKA BUXIAHOI Pe4YOBUHM
TabneTok y oNakoHi 3 C.J1., IcnaHis; Higepnanan | 4,6-dichloro-2-methylpylpyrimidine
nonieTuaeHy BUCOKOT KOHTPO/Ib SKOCTI [ lcnaHis (AC 2017), LLO BUKOPUCTOBYHOTLCA
LWiNbHOCTI i3 (chizmKO-XiMiUHWIA): B NpoLieci BUPOGHULITBA AiloyOi
noninponisieHoBo KBiHTa-AHaniTika peyoBuHY AunsaTuHiby
KPWLLKOKO 3 CUCTEMOHD C.p.0., Yecbka 6€3B0HOr0, ONMMCAHOr0 B 3aKpUTIl
3aXuCTY Bif, BiAKPUTTS Pecny6nika; yacTuHi IM®. 3anponoHoBaHWii
AiTbMu; No 1 dpnakoHy B KOHTPO/Ib AKOCTI BUPOBHMK BXOAUTb [0 OAHIEl i Tiel
KapTOHHI KOopoo6Li (mikpobionoriuHwmi): XX BUPOGHMYOI rpynu, Wwo i
ITECT nntoc, c.p.o., 3aTBEpPAKEHUIA BUPOOHUK
Yecbka Pecnybnika; BUXigHOro matepiany
ITECT nntoc, c.p.o.,
Yecbka Pecnybnika
nakyBaHHs: [xi |
dapmachbtoTikanc
Ntp, Bonrapis,
Bunyck cepii: CiHTOH
BB, Higepnanan
64. AEKCAMETA3O0OH MOPOLLIOK (Cy6CTaHLis) B AT "®apmak” YkpaiHa TAHbL3UHL TAHAO Kutai BHECEHHS 3MiH O peecTpaviliHnX - UA/15486/01/01
MiLLKaxX nonieTuIeHoBmx dapmacbloTikans marepianis: 3miHu | TUny -
0151 hapmaueBTUYHOro Ko., N14. AZMIHICTpaTVBHI 3MiHK. 3MiHa
3aCTOCYyBaHHSA HalimeHyBaHHS Ta/abo agpecu
3asBHMKa (BNacHvKa
peecTpawiiHoro NocBig4YeHHs).
3miHa HaliMeHyBaHHS Ta agpecu
3asBHMKa (BNacHvKa
peecTpauiiHoro Noceig4yeHHs)
65. MKEHTIAHA rpaHynu romeonartunyHi, BANA HimeuyunHa BAJA HimeyunHa BHECEHHS 3MiH 1O peecTpaviliHnX 6e3 peyenma UA/15542/01/01
CTOMAK rnobeynl | no 20 ry donaxoHi; no 1 Xainbmitrenb M6X Xainbmitrens M6X marepianis: 3MiHW | TUNY - 3MiHK
BENATI chnakoHy B Kopobui 3 Loao 6e3nekn/edeKTMBHOCTI Ta
KapToHYy chapmakoHarnsgy - BHECEHHS 3MiH
00 po3giny “MapkyBaHHs" MKA
N13: 3anponoHoBaHo: MapKyBaHHS.
3riiHo i3 3aTBEPKEHNM TEKCTOM
MapKyBaHHs. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKW NiKapCbKoro
3ac06y 3 BHECEHHAM iHhopMmaLii
LL0A0 3a3HAYEHHS OAUHUL
BMMIplOBaHHA y cuctemi Sl
66. OUNKNAK® pO34uH ANs iH ek, 75 CaHpo3 CnoseHisa Nex CnoBeHis BHECEHHS 3MiH [J0 peecTpaviliHnx 3a peyenmom UA/1202/03/01
mr/3 mMn; no 3 mn B dapmacbloTikans PapmaLeBTUYHa marepianis: 3MiHW | TURY - 3MiHW
amnyni; no 5 amnyn B o.4. KoMnNaHisi 4.4, BHECEHO [0 iHCTPYKLi Ans

KapTOHHI KOpoo6Li

MeAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu
"Oco6nMBOCTI 3aCTOCYBaHHSA",

"Cnocib 3acTocyBaHHs Ta f03n"
(iHdhopmauis 3 6e3nekw), "MobiyHi
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
peakuii" 3rigHo 3 iHhopmauieto
00 MEANYHOIO 3aCTOCYyBaHHSA
pedrepeHTHOro NikapcbKoro
3acoby (BOJIbTAPEH, po3uunH
Ans iH'eKuii, 75 mr/3 mn).
BBeneHHs1 3MiH NpoTAroM 6-Tu
MICALIB MiCNA 3aTBEPAKEHHS
67. OONYTErPABIP 50 | TabneTku, BKpUTI Makneogc IHAjsA Makneogac IHAja BHECEHHS 3MiH O peecTpaviliHnX 3a peyernmom UA/17323/01/01
Mmr, n1AMIBY AH N/1iBKOBOK 0B0I0HKOIO dapmacbloTukanc PapmacboTmkanic marepianis: 3MiHW | TUMY - 3MiHW
300 MI' TA (50 mr/300 mr/300 mr); Nimiten Nimiteq oo 6e3nekn/edhekTMBHOCTI Ta
TEHO®OBIPY no 30 a6o no 90, a6bo no hapmakoHarnagy - OHOBJ/IEHHSA
AnN3onpPoKcuny 100 TabneTtok y TEKCTY MapKyBaHHS ynakoBKu
DYMAPAT 300 MI" naacTMKOBOMY NiKapCbKOro 3acoby 3 BHECEHHSIM
KOHTEliHepi, Lo MIiCTUTb iHbopmauii Wwoao 3a3HavYeHHs
[Ba calle 3 OVHVLb BUMIPIOBAHHS Y CUCTEMI
cunikareniem, no 1 Sl. BHECEHHS 3MiH A0 po3giny
KOHTEHepY Y KapTOHHil «MapkyBaHHs» MKA N3:
ynakosLi; no 180 3anponoHoBaHo: MAPKYBAHHA
Tabnetok y 3rigHO 3aTBEPAKEHOrO TEKCTY
nnacTykoBoMy MapKyBaHHS. BBeeHHs 3MiH
KOHTeliHepi, Lo MICTUTb npoTArom 6-Tn MicAUiB nicns
Tpu cawle 3 3aTBEPKEHHSA
cunikarenem, no 1
KOHTeWHepy Yy KapTOHHIl
ynakoBui; no 30 a6o no
90, abo no 100
Tabnetok y
nnacTyKoBoMy
KOHTElHepi, Lo MIiCTUTb
[Ba caule 3
cunikarenem; no 180
Tabnetoky
n1acTMKOBOMY
KOHTElHepi, WO MIiCTUTb
Tpu calle 3 cunikarenem
68. AOP30TUMON® Kpansi o4Hi, po3unH no 5 | HAppaH-FaneHcbkuii XopsarTis AppaH-FaneHcbkuit Xopsartis BHECEHHS 3MiH 10 peecTpavitHnx 3a peyenmom UA/14028/01/01

My dh1aKoHi-
KpanesbHuuj, no 1
onakoHy-KpanenbHuLi B
KapTOHHI KOpoo6Li

Na6opaTopiin 4.4,

Na6opaTopiit 4.4,

marepianis: 3MiHu | TURY - 3MiHa
Ha3Bu BNPOGHMKa ADI
[op3onamigy rigpoxnopuay;
3anponoHoBaHo: Crystal Pharma
S.A.U., IcnaHig; 3miHu | Tuny -
nofaHHsA OHOBJ/IEHOrO cepTuduikaTa
BiANOBIAHOCTI EBpONechbkili
hapmakonei Ne R1-CEP 2003-
239-Rev 03 ans aito4oi pevoBrHM
Timolol maleate Big Bxe
3aTBEPAKEHOr0 BUPOBHUKA, KNI
3MiHMB Ha3By 3 Sifavitor S.r.L.
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

Italia Ha OLON S.P.A,, ltalia; 3miHu
| TMNY - NogaHHA HOBOTO
cepTudikata BiZNoBIAHOCTI
€sponevicbkiin hapmakonei Ne RO-
CEP 2010-115-Rev 01 gns gitouoi
peyoBuHu Dorzolamide
hydrochloride ans Bxe
3aTBEPKEHOr0 BUPOGHUKA
CRYSTAL PHARMA S.A.U.

69.

E/TOKOM®

ma3b 0,1 % no 15 r abo
30 ry Ty6i; no 1 Ty6i y
KapTOHHiiA KOpo6Li

OpraHoH CeHTpasn
IcT TM6X

LLIBeliyapis

LepinHr-Mnay /la6o
H.B.

Benbris

BHECEHHS 3MiH A0 peecTpauiiHnx
marepianis: 3MiHU | TUNY - 3MiHK Y
cneuudikauii A®l MomeTasoHy
dhypoaTty y 3B'A3Ky 3 MPVBEAEHHAM
0o MoHorpadii EP «Mometasone
furoate» (nokasHukm
«lgeHTudikauis», «KinbkicHe
BM3HAYEHHS», «CynpoBigHi
[LOMILLKM» NPUBELEHO Y
BiAMOBIAHICTb A0 MOHOrpadqii, Tect
«lpeHTudikauis TLLX»
BU/yYaEeTbCA 3 cneundikauii 3
METOH NpuBeaeHHs Ao EP); 3miHn
| TMNY - 4ONOBHEHHSA cneumndikawi
HOBVM MOKa3HUKOM «[1poayKTn
po3nagy», 3anponoHOBaHO Ha
TepMiH npuaaTHocTi: 6-Hydroxy
Mometasone furoate - max 0,2 % ,
Mometasone furoate 21-alcohol -
max 0,3 %, Mometasone furoate
17-alcohol - max 0,3 %,
Mometasone furoate Related
Compound 1 - max 0,3 %,
Mometasone furoate Related
Compound D - max 0,3 %, Spiro
Compound - max 0,2 %,
Mometasone Furoate Epoxide
Compound E - max 0,6 %, Spiro
Epoxide E - max 0,2 %, Each
unspecified individual - max 0,2%
Total degradation products - max
1,5%;
3MiHM | Tuny - 3MiHa napameTpis
crneundikauii Ha TepMiH
NpuAaTHOCTI, a came 3BY)KEHHS
[OMYyCTUMUX MEX A5 NOKa3HUKa
«KinbKicHe BU3HaYeHHsI»:
3aTBepmxeHo: 0,900-1,100 mr/r
(90-110% Bif 3asBN1EHOTO),
3anponoHoBaHo: Big 0,930 Ao

3a peyenmom

UA/6293/01/01
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
1,050 wmr/r (Big 93,0 o 105,0%);
3MiHM | TUNYy - 3MiHa
3aTBepxeHoro metoay BEPX Ha
rpagieHTHUI MeTog, piANHHOT
XpomaTtorpadii gns igeHTndikauii,
KiNbKiCHOro BU3HaYeHHA Ta oNns
OLjiHK1 NpOAYKTIB po3nagy
MOMeTa30Hy dypoary
70. EHTOBAH kancynu no 20 a6o no XepbioH MakncTtaH MakuctaH XepbioH MakncTtaH MakucraH BHECEHHS 3MiH [JO peecTpaviliHnx 6e3 peyenma UA/2117/02/01
60 kancyn y donakoHi 3 (MNpariseT) NimiTeq, MpaiseT NimiTepq, marepianis: 3MiHW | TUNY - 3MiHK
MapKyBaHHAM Loao 6e3nekn/edeKTBHOCTI Ta
YKpaiHCbKOK MOBOIO; N0 hapmMakoHarnagy - OHOB/IEHHSA
1 chnakoHy B KApTOHHIl TEKCTY MapKyBaHHS yNakoBKu
KopooLi nikapcbKoro 3acoby 3 BHECEHHSAM
iHchopmauii LLoAo 3a3HavYeHHs
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl
71. EPNOTUHIB TabneTku, BKPUTI 3eHTiBa, K.C. Yecbka PEMELIKA NTA Kinp BHECEHHS 3MiH [0 peecTpaviliHnx 3a peyenmom UA/18180/01/01
3EHTIBA N/1iBKOBOK 06G0JI0HKOH, Pecny6nika marepianis: 3miHa 3asBHMKa

no 100 mr; no 10
Tabnetok y 6nictepi, no
3 6ricTepu y KapTOHHii
nauui

(BnacHvka peecTpadujiHoro
noceigyeHHs): 3MiHN BHECEHI B
IHCTPYKLilO ANs MeauyHOro
3acTocyBaHHs /13 B iH(hopmMauito
LLIOA0 KOHTaKTHUX JaHuX Ans
NoBIAOM/IEHb NP0 BUNAAKN
NnoGiYHNX peakwjii.
BBefieHHs1 3MiH NpoTArom 6-Tn
MiCSLB NiCNSA 3aTBEPIKEHHS.
3MiHu | TUNYy - AgMiHICTpaTUBHI
3MiHW. 3MiHa Ha3BW NikapCbKOro
3acoby
3MiHM BHeCceHi Wwoao Ha3su J13.
3arBeppxeHo: EPJTIOTUHIB
AJIBOTEH (ERLOTINIB
ALVOGEN) 3anponoHoBaHo:
EPNOTWHIB 3EHTIBA
(ERLOTINIB ZENTIVA).
BBeneHHs1 3MiH NpoTArom 6-tu
MicALiB NiCNsA 3aTBEPLYKEHHS.
3miHu | TUny - 3MiHK Woao
6e3nekn/echeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo

3MiHW A0 y3araJibHeHnX gaHux npo

cucTemy thapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cuctemy chapmakoHarnsgy,
3MiHa yNOBHOBaXEHOI 0Co6Y,
BifiNOBIAA/IbHOT 33 3/1iICHEHHS
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

thapmakoHarnsgy; KOHTakTHOT
ocobu 3 hapmakoHarnagy
3asBHUKA ANA 3AiAICHEHHS
thapmakoHarnsgy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNIOBHOBaXEHOI
ocobw, BiANoBiAabLHOT 3a
3[jicCHeHHs1 hapmakoHarnagy
(BK/HOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-thaiina cuctemm
hapmakoHarnsgy) (3miHa
YMNOBHOBAXXEHOT 0CO6M 3as1BHYKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnsg. fiova pegakuis:
CopiHa JliaHa Mato / Sorina Liana
Paiu, MD. NponoHoBaHa pefaxuis:
Nogmuna @ininosa, MD / Ludmila
Filipova, MD. 3MiHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOI ocobw,
BignoBiganbHOI 3a
hapmakoHarnag. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0cobu ynoBHOBaXeHOT 0cobum
3asBHVKa, BignoBiganbHOI 3a
hapMakoHaraag B Ykpaini. 3miHa
MiCLIe3HaxXOKEeHHs1 macTep-
(haiina Ta iioro Homepa. 3miHa
MicLs 3AiACHEHHS OCHOBHOT
AiSNIbHOCTI 3 dpapmakoHarnagy.

72.

EP/TOTUHIB
SEHTIBA

TabneTkun, BKPUTI
MN/1IBKOBOK 06GOJIOHKOH,
no 150 mr; no 10
Tabnetok y 6nictepi, no
3 6nicTepun y KApTOHHIN
nauvui

3eHTiBa, K.C.

Yecbka
Pecny6nika

PEMEAIKA N1TJ,

Kinp

BHECEHHS 3MiH 10 peecTpavLiiHnX
mMaTtepianis: 3mMiHa 3asBHUKA
(BnacHvika peecTpadujiiHoro
noceifyeHHs): 3MiHN BHECEHI B
IHCTPYKLil0 4N MeguyHoro
3acTocyBaHHsA /13 B iH(hopmauiito
LLIOA0 KOHTaKTHUX JaHuX AN
NoBIAOM/IEHb NP0 BUNAAKN
NnoGi4YHNX peakw;jii.
BBefieHHs1 3MiH NpoTArom 6-Tn
MiCALiB NicNna 3aTBEPAKEHHS.
3MiHu | TUNYy - AgMiHiCTpaTUBHI
3MiHW. 3MiHa Ha3BW NikapCbKOro
3acoby
3MiHK BHeceHi woao Hassu J13.
3arBeppxeHo: EPJTIOTUHIB
AJIBOTEH (ERLOTINIB
ALVOGEN) 3anponoHoBaHo:
EPNOTWHIB 3EHTIBA
(ERLOTINIB ZENTIVA).

3a peyenmom

UA/18180/01/02
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

BBefeHHs1 3MiH NpoTArom 6-u
MiCSLLIB NiCNsA 3aTBEPPKEHHS.
3MiHu | TUNY - 3MiHK Woa0
6e3nekn/eeKkTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHKX AaHWX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa yNOBHOBaXeHOI 0cobw,
BiANoBiAa/IbHOI 32 3AjACHEHHS
thapMakoHarnagy; KOHTakTHoOI
0cobu 3 hapmakoHarnsgy
3as1BHMKA 4115 34iiCHEHHS
hapMakoHarnagy B YkpaiHi, Ko
BOHa BifMiHHA Bif, yNIOBHOBaXeHOI
oco6w, BiANoBiAa/bHOT 3a
3[jicHeHHs1 hapMakoHarnagy
(BKNHOYAKOUN KOHTaKTHI faHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
macTep-haiina cuctemm
hapmakoHarnagy) (3miHa
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBiganbHoI 3a
thapmakoHarnsg. flivoua pegakuis:
CopiHa JfliaHa Mato / Sorina Liana
Paiu, MD. MNponoHoBaHa pejakuis:
Nogmuna dininosa, MD / Ludmila
Filipova, MD. 3MiHa KOHTaKTHUX
LaHnX YNOBHOBaXeHOI ocobu,
BiANOBIAa/IbHOI 3a
thapmakoHarnsg. 3miHa
KOHTaKTHUX faHUX KOHTaKTHOT
0Co6M YNOBHOBaXKEHOI 0CO6YU
3as1BHYKA, BignoBigasbHOI 3a
hapmakoHarnag B YkpaiHi. 3miHa
MiCLe3HaxX0MKeHHS MacTep-
thaiina Ta iioro Homepa. 3miHa
MicLA 3AiACHEHHSI OCHOBHOT
AiSNbHOCTI 3 dhapmakoHarnagy.

73.

ECKO/AH-
CAHOBE/b

TabneTku, BKpUTI
MNiBKOBOK 060/10HKOIO,
no 10 wr, no 10
Tabnetok y 6nictepi; no
3 6nicTepu B KAPTOHHIA
Kopo6ui

CaHoBensb lnau
CaHai Be Tumpxapet
ALl

TypeuunHa

CaHoBernb Ingy
CaHai Be Tumxapet
A.ll

TypeyunHa

BHECEHHS 3MiH O peecTpaviliHnX
marepianis: 3MiHW | TUMY - 3MiHW
oo 6e3nekn/edhekTMBHOCTI Ta

chapmakoHarnsgy. BeefeHHs abo

3MiHU [0 y3ara/lbHEHNX AaHuX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA Yy3araslbHEHVX AaHUX
npo cuctemy thapmakoHarniagy,

3MiHa YMOBHOBaXEHOI 0CO6H,

3a peyenmom

UA/9680/01/01
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

BiANOBIAA/IbHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTaKTHOT
ocobu 3 hapmakoHarnsgy
3a8BHMKa AN 34ICHEHHSA
chapmakoHarnsgy B YkpaiHi, SKLio
BOHa BifjMiHHa Bif, YyNOBHOBaXeHOI
ocob6u, BiANOBIAA/IbHOI 3a
3[jicHeHHs1 hapmMakoHarnagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTep-caiina cucremu
hapmakoHarnagy) - amiHa
YNOBHOB&XEHOI 0CO6U 3asBHNIKa,
BignoBiganbHOI 3a
thapmakoHarnag,
MponoHoBaHa pepakuis: M. Sc.
Pharm. Sela Anah. 3miHa
KOHTaKTHUX JAHMX YNOBHOBaXXEHOT
0co6U 3asBHWMKa, BiANOBIAAIbHOI
3a thapmakoHarnsg,

74.

ECKO/1AH-
CAHOBE/b

TabneTkun, BKPUTI
NNiBKOBOK 060/10HKOIO,
no 20 mr, no 10
Tabnetok y 6nictepi; no
3 6nicTepn B KAPTOHHIN
KopooLi

CaHosensb lnay
CaHai Be Tugxapet
A.LL.

TypeyunHa

CaHosenb Inay
CaHai Be TugpxapeTt
A.LL.

TypeuunHa

BHECEHHS 3MiH 10 peecTpavLiiHnX
marepianis: 3MiHW | TUNY - 3MiHK
Loao 6e3nekn/edeKTBHOCTI Ta

thapmakoHarnsgy. BeegeHHs a6o

3MiHN [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHUX
npo cuctemy chapmakoHarnisgy,
3MiHa yNOBHOBaXEHOI 0co6Y,
BiiNOBIAAbHOT 32 3[iICHEHHS
hapMakoHarnagy; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 3AiAICHEHHS
hapmakoHarsagy B YkpaiHi, SKLO
BOHa BifiMiHHa Bif, yNOBHOBaXeHOI|
ocobu, BiANOBIAAILHOI 3a
3[iiCHEHHS (hapmakoHarnagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLLEHHI
MacTep-haiina cuctemm
thapmakoHarnagy) - amiHa

YMNOBHOBaXeHOT 0COOM 3as1BHUKA,

BignoBigabHOI 3a
thapmakoHarniag,
MponoHoBaHa pepakis: M. Sc.
Pharm. Sela Anah. 3miHa

KOHTaKTHUX JaHMX YNOBHOBaXKEHOT
0CcOo6U 3asBHKKa, BiNOBiAaIbHOI

3a peyenmom

UA/9680/01/02
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

3a (hapmakoHarnsg,

75.

ECKO/AH-
CAHOBE/b

TabneTku, BKpUTI
MNiBKOBOK 060/10HKOIO,
no 40 wr, no 10
Tabnetok y 6nictepi; no
3 6nicTepu B KAPTOHHIA
Kopo6ui

CaHoBensb lnau
CaHai Be Tumpxapet
A.LL.

TypeuunHa

CaHoBenb Ingy
CaHai Be Tumxapet
A.LL.

TypeyunHa

BHECEHHS 3MiH O peecTpaviliHnX
marepianis: 3MiHW | TUMY - 3MiHW
oo 6e3nekn/edhekTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHW [0 y3ara/lbHEHUX JaHux npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cuctemy thapmakoHarniagy,
3MiHa YMOBHOBaXEHOT 0CO6H,
BignoBiAanbHOI 3a 3AjACHEHHS
thapmakoHarnsgy; KOHTakTHOT
0cobu 3 hapmakoHarnsgy
3asBHMKa AN 34iAICHEHHS
hapmakoHarnsagy B YKpaiHi, SKLo
BOHa BigMiHHA Bif, yNOBHOBa)XEHOI
oco6w, BiANoBiAabHOT 3a
3[jilicCHeHHs hapMakoHarnagy
(BK/TOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTep-chaiina cucremu
thapmakoHarsagy) - amiHa

YNOBHOB&XEHOI 0CO6U 3asBHIIKA,

BiAANOBIA&A/IbHOI 3a
thapmakoHarniag,
MponoHoBaHa pepakuis: M. Sc.
Pharm. Sela Anah. 3miHa

KOHTaKTHUX JaHuX YNOBHOBaXXKEHOT
0co6u 3asiBHMKA, BiANOBiAa/IbHOT

3a (hapmakoHarnsg,

3a peyernmom

UA/9680/01/03

76.

ECTYNIK®

Tabnetkn no 1 mr no 10
Tabnetok y 6nictepi; no
2 6nicTepu y KapTOHHIl
Kopoo6ui

3AT
dapmaLeBTUYHNIA
3asopg ElIC

YropumHa

3AT
dapmaueBTUYHNI
3aBog ElC

YropmHa

BHECEHHS 3MiH [0 peecTpavuiliHnX
mMaTtepianis: 3miHu | TUNY - 3MiHK 3
AKocTi. FoToBMIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax
npuaaTHOCTI abo ymoBax
36epiraHHsi rOTOBOTO J1iKapCbKOro
3ac00y (3MeHLUEeHHS TepMiHY
NPVUAATHOCTI FOTOBOTO NiKapPCbKOro
3aco6y) - 119 TOpProsoi ynakoBku -
3MEHLLEHHS TEPMiHY NpuaaTHOCTI
roTOBOrO NiKapCbKoro 3acoby
EcTynik®, Tabnetku no 1 mr
3arBepaKeHo: 3 poku
3anponoHoBaHo: 2 pokn 3MiHn
BHeCeHi B po3gin "TepmiH
npuaaTHoOCTI" B IHCTPYKLi0 Ans
MeAMYHOr0o 3aCTOCYBaHHS

3a peyenmom

UA/9845/01/01
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

nikapcbKoro 3acoby.

717.

E®EPA/TTAH

PO34KH opasibHWiA 3 %;
no 90 mn y chnakoHi; no
1 conakoHy B KOMMIEKTI
3 MiPHOHO JI0XKKOH Y
KapTOHHiiA KOpo6Li

YMNCA CAC

PpaHuin

YMNCA CAC

PpaHuin

BHECEHHS 3MiH O peecTpaviliHnX
marepianis: 3miHu | TUny -
aAMIHICTPATUBHI 3MiHN.
BunyyeHHst BAPOGHMYOI AinbHNL
(Brntovaroun finbHuui gns Adl,
NMPOMIXXHOro MPoAYKTY abo
roTOBOrO /liKapCbKOro 3acoby,
AiNbHULI ANA NPOBeAEHHS
nakyBaHHs1, BUPOOHWKA,
BiANOBIAA/IbHOIO 3a BUNYCK Cepiid,
MicLie NPOBEAEHHS KOHTPO/II0
cepii) abo nocTavasibHMKa
BMXIZHOrO MaTepiasny, peareHTy
ab0 fONOMIKHOT PeHOBUHN (SKLLO
3a3HayeHo y [OCLE) - BUSTYUYEHHS
O[HOTO i3 BUPOGHWMKIB ADI
Mapavuetamony, Granules India
Limited, IHgis. NMponoHoBaHa
pepakuis: Anqui Lu'an
Pharmaceutical Co Ltd, China
SPECGX LLC, USA Novacyl
(Wuxi) Pharmaceutical Co Ltd,
China

6e3 peyenma

UA/5237/02/01

78.

€BPO3NANM

MOPOLLIOK AN5 iH'EKUi MO
1,01, 1 a6o 10 dpnakoHiB
3 NMOPOLLKOM Y KapTOHHilA
Kopoo6ui

€Bpo Naiidkep T4,

Benuka
BpuTaHis

ElNCiEc lo6dhap
C.IN.A.

ITanis

BHECEHHS 3MiH [0 peecTpavuiliHnX
MaTtepianis: 3MiHu | Tuny -
nofaHHsA OHOBJ/IEHOrO cepTuduikata
BiANOBIAHOCTI EBpONechbkil
thapmakonei R1-CEP 2002-069-
Rev 05 ansa Adl Ceftazidime
Pentahydrate Big Bxe
3aTBEPAKEHOrO BUPOBHMKA
HANMI FINE CHEMICAL CO.,
LTD., Korea, ik Hacnigok 3amiHa
agpecy BUPOGHMYOT AinbHUL 6e3
3MiHM hakTUyHOro Micus
NPOBaPKEHHS AISNbHOCTI
npuBeAeHo Y BIAMOBIAHICTb A0
oHoBneHoro CEP

3a peyenmom

UA/14073/01/01

79.

EBPOHEKC

pO34nH A4Na iH'ekuiid, 100
Mmr/mn, no 5 mn B
amnyni, no 5 amnyny
KapTOHHIA KOpoo6Li

€BPO JIAN®KEP
MPAUBIT NIMITEL

IHgis

Crepin-[xeH Naind
CaiiHcic (Mi) NimiTepq,

IHais

BHECEHHS 3MiH O peecTpavLiiiHnX
mMaTtepianis: BUNPaBNeHO TEXHIYHY
NOMUSIKY B IHCTPYKLIiT Ans
MeAMYHOro 3aCTOCYBaHHS
niKapcbkoro 3acoby y po3aini
"apMakonoriyHi B1acTnBocCTi™:
3anpornoHoBaHo: "... - nepue

3a peyernmom

UA/18021/01/01
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

BBE/iEHHS (HaBaHTaxXyBaslbHa
[03a) — 6ontocHa iHdy3ist 10 mr/kr,
BBOAWTU B nepiog, nicns
noyYaTkoBOro HapKo3y i 40 PO3pisy
LUKIpK ..."; @ TAKOX AOMNOBHEHO
IHCTPYKLil0 BUNaAKOBO
nponyLieHum po3sgisiiom "faTta
OCTaHHbLOro nepernsagy”

80.

SANISA DYMAPAT

MOPOLLIOK (Cy6CcTaHLis) y
naketax
nonieTMIeHoBUX Ans
BMPOGHMLITBA
HecTepuIbHNX
nikapcbknx oopm

AT "KVTBCBKIAIA
BITAMIHHWIA
3ABOL"

YkpaiHa

AP. NAY/b
NNOXMAHH 'MBX &
KO. KFAA

HimeuunHa

BHECEHHS 3MiH 10 peecTpaviiHnxX
MaTtepianis: 3miHu | Tuny -
AOMIHICTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
MicList MPOBAMKEHHS AisANIbHOCTI
BMPOGHMKa (BKtOYatoun, 3a
HeoObXiAHOCTI, MicLie NpoBeAeHHS
KOHTPOJI0 SIKOCTi), 260 BnacHuKa
macTep-haiina Ha Adl, abo
nocravanbHuka A®l/suxigHoro
MaTepiany/peareHTy/MpoMiXKHOTO
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPOOHULTBI ADI (AKLLIO
3a3HaYeHo Y A0CbE Ha MikapCcbknii
3acib) 3a BigCyTHOCTI cepTudiikata
BiNOBIAHOCTI €BPONENCHKIi
thapmakonei y 3aTBepakeHoMy
[ocbe, abo BUpOOHMKa HOBOT
[0MNOMIKHOT PEYOBUHN (SKLLO
3a3Ha4YeHo Yy JOCbE) 3MiHa
HaliMeHyBaHHsi BUpo6HUKa AdI
(MarHito kap6oHaT BaxkKmii), 6e3
3MiHM Micusl BUPOGHMLTBA

UA/6184/01/01

81.

3EPOAON

TabneTku, BKPUTI
MNiBKOBOK 060/10HKOIO,
no 100 mr; no 10
Tabnetok y 6nictepi; no
1 a6o 3 6nictepn y
KapTOHHI nayui

Inka Na6opatopi3
Nimiten,

IHais

Inka /labopatopi3
Nimiteq

IHais

BHECEHHS 3MiH 1O peecTpaviliHnX
marepianis: 3MiHW | TUMY - 3MiHK
oao 6e3snekn/edeKTMBHOCTI Ta

thapmMakoHarnagy - BHeCEeHHS 3MiH
00 po3giny “MapkyBaHHs" MKA

n3:

3anpornoHoBaHo: MapkyBaHHSA. Y
BIANOBIAHOCTI 3 3aTBEPMKEHUM
TEKCTOM MapKyBaHHS. 3MiHV
BHECEHi B TEKCT MapKyBaHHsA
NepBUHHOI Ta BTOPUHHOI YNakoBOK
OO0 3a3HaYeHHSI MDKHapOAHMX
no3Ha4YeHb OANHULb
BVMIptOBaHHS. BBeAeHHSA 3MiH
npoTArom 6-T1 MicAUiB micns
3aTBepPHKEHHS

3a peyenmom

UA/10618/01/01

82.

SIKNTAPA

Kpem 3,75 % no 250 mr

MEZA AB

LLseuis

3M Xenc Kea

Benwuka

BHECEHHS 3MiH 10 peecTpaLintHux

3a peyenmom

UA/15272/01/01
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
B calle, no 14 cawe B Nimiteq BputaHis marepianis: 3MiHW | TURY - 3MiHK
ynakoBLi Loao 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHS
TEKCTY MapKyBaHHS ynakoBK/
nikapcbKoro 3acoby BignoBigHO A0
BMMOT Haka3y MO3 Ykpainu Big,
23.07.2015 p. Ne460 3 BHECEHHAM
iHchopMmaii LWoao 3a3HavYeHHs
OAVHULb BUMIPIOBAHHSA Y CUCTEMI
Sl. BHeCeHHS 3MiH A0 po3giny
“MapkyBaHHA" MKA N13.
3anponoHoBaHo: MapKyBaHHs.
3rigHo 3aTBEPAKEHOrO TEKCTY
MapKyBaHHS. BBeeHHs 3MiH
NPOTArom 6-X MicsALiB nicas
3aTBEPMKEHHS
83. IMOBAKC MOJIIO® | cycneHsis gns iH'ekujit CaHodpi MNactep PpaHuin CAHO®I BIHTPOIN ®paHuia/ BHECEHHS 3MiH O peecTpaviliHnX 3a peyernmom UA/14266/01/01
BAKUWHA And no 0,5 mn (1 pgosa) y IHOACTPIA, YropluHa marepianis: 3MiHW | TUMY - 3MiHW
MPO®ITAKTUKN nonepegHL0 dpaHuis oo 6e3nekn/edhekTMBHOCTI Ta
noniomMienity 3arnoBHeEHOMY LINpuLi 3 (3anoBHeHHsA thapmakoHarnsgy. BeegeHHs abo
IHAKTUBOBAHA MPUKPIN/IEHOIO FO/IKOHO LUNPULIB, KOHTPOJIb 3MiHW [0 y3ara/lsHEHUX JaHux npo
PIOKA (abo 2-ma okpemummn SKOCTI cuctemy chapmakoHarnsgy

ronkamu); no 1 wnpuuy
B KapTOHHIi kopo6uj; no
0,5mn (1 go3a) y
nonepeaHLo
3arnoBHEHOMY LUMNPUL 3
MPUWKPINIEHOI FONKOK
(abo 2-ma okpeMumun
rosikamu) B CTaH4apTHO-
EKCMOPTHIli ynakoBLyj,
AKa MiICTUTbCA Y
KapTOHHiii kopobLli 3
IHCTpYKUji€e0 ans
MeAMYHOro
3aCTOCYBaHHS;

no 5 mn (10 go3s) y
NakoHi 3 3aXMCHUM
KoBnaykom; rno 1 a6o 10
(pNakoHIB B KAPTOHHI
Kopo6ui; no 5 mn (10
[03) y hnakoHi 3
3aXMCHMM KOBMNAYKoOM;
no 1 a6o 10 dpnakoHiB B
CTaHapTHO-eKCMOPTHIi
yNakoBLi, ika MiCTUTbCS
Y KapTOHHiIi1 kopobui 3
IHCTPYKLUi€eo Ans

(cTepunbHicTb));
CaHodpi MacTep,
dpaHuis (NoBHWI
LMK BUPOGHMLTBA,
BUNYCK cepi);
CaHodpi-ABeHTiC
MpaiBit Ko. NT4,.,
Mnatdopma
noricTukv Ta
ancTpubyuii y m.
Bypanewr,
YropwmHa
(BTOpPUHHE
nakyBaHHs1, BUNYCK
cepii)

(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy thapmakoHarniagy,
3MiHa YMOBHOBaXEHOT 0CO6H,
BignoBiAanbHOI 3a 3AjACHEHHS
thapmakoHarnagy; KOHTakTHOT
0cobu 3 hapmakoHarnsgy
3asBHMKa AN 34iiICHEHHS
hapmakoHarnsagy B YkpaiHi, SKLo
BOHa BigMiHHA Bif, yNOBHOBa)XEHOI
oco6w, BiAnoBiAabHOT 3a
3[jilicCHeHHs hapMakoHarnagy
(BK/TOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTep-chaiina cucremu
thapmakoHarsagy) - amiHa
KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT
0Cco6U 3asBHWKa, BiANOBiAaIbHOI
3a (hapmakoHarnsg, B YkpaiHi.
MponoHoBaHa pepakuis:
XopakiscbKka TeTaHa
BauecnasiBHa. 3MiHa KOHTaKTHMX
[aHUX KOHTaKTHOI 0cobu
YNOBHOBAXXEHOT 0CO6U 3asBHYKA,
BignoBigabHOI 3a
thapmMakoHarnag B YkpaiHi
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
MeAMUYHOro
3aCTOCYBaHHSA
84. IMYHO®IT 36ip no 100 r y nakeTi, TOB "Haykoso- YkpaiHa TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH 10 peecTpavLiiHnX 6e3 peyenma UA/3645/01/01
BK/1A/€HOMY B Nadky; no BMPOGHMYA BMpPO6GHMYA marepianis: 3MiHW | TUNY - 3MiHK
2 1y ginbTp-nakeTi; No hapmaueBTNYHa hapmaueBThyHA Loao 6e3nekn/edeKTBHOCTI Ta
20 chinbTp-nakeTiB y KoMnanis "EAM" KoMnanis "ENM" hapMakoHarnsgy - BHECEHHS
nauui 3MiHK A0 po3giny "MapkyBaHHA"
MKA N3 :
3anponoHosaHo: MAPKYBAHHA
3rifiHO 3aTBEPLPKEHOTO TEKCTY
MapKyBaHHS. 3MiHW BHECEHI B
TEKCT MapKyBaHHS yNakoBKM
nikapcbKoro 3acoby Lwoa0
3a3HaYeHHs MDKHapOAHNX
no3HayYeHb OAVHWLb
BMMIpIOBaHHS. BBeAEHHS 3MiH
npoTsArom 3-x micALiB nicas
3aTBEPAKEHHS
85. IH-ANITEP Tabnetkv no 2 mr/0,625 TOBAPUCTBO 3 YkpaiHa TOBAPUCTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpayiiHux | 3a peyenmom UA/17135/01/01
mr no 10 TabneTok y OBMEXXEHOIO OBMEXXEHOHO mMarepianis: 3MiHu | Tuny —
6nictepi, no 3 6nictepu BIANOBIAANBHOC BIANOBIAANBHICT BW/TYYEHHS NOKa3HUKa «Badki
y nadui 3 KapToHYy THO HAYKOBO- O HAYKOBO- mMeTanu» 3i Cneuudikauii Wwoao
BVPOBHUNYA BVPOBHUNYA KOHTposto A®I IHaanamig; 3miHu |
DIPMA PIPMA TMNY — ONOBHEHHA Cneuudikawii
«MIKPOXIM>» "MIKPOXIM", Ha A®I| [Hganamig NoKasHUKOM
YkpaiHa (lopuanyHa «omiwka C» BignosigHoO A0
ajpeca Ta MoHorpadii 1108 €sp.Papm. Ha
naboparopis Indapamide
hi3nKo-XiMiYHOro
aHanisy Ta
KOHTPO/IIO
BMPOGHULITBA;
36epiraHHs rotoBoi
npoaykuii,
martepianis;
BMPOGHMYA
AinbHuus (Bci cTagil
BMPOGHMYOro
npouecy);
naboparopis
6ionoriyHoro
aHanisy)
86. IH-ANITEP Tabnetku no 4 mr/1,25 TOBAPUCTBO 3 YkpaiHa TOBAPUCTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavyiiiHix | 3a peyernmom UA/17135/01/02
Mr rno 10 TabneTok y OBMEXXEHOIO OBMEXXEHOHO martepianis: 3MiHu | Tuny —
6nictepi, no 3 6nictepu BIANOBIAANBHOC BIANOBIAANBHICT BU/TyYEHHS NOKa3HUKa «Badxki
y nauui 3 KapToHy THO HAYKOBO- O HAYKOBO- MeTanu» 3i Cneyudikauii Wwoao
BVPOBHUNYA BVPOBHUNYA KOHTposto AP| IHganamia; 3miHu |
PIPMA PIPMA TMNy — JONOBHEHHS Cneuudikauii
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

«MIKPOXIM»

"MIKPOXIM",
YkpaiHa (topugnyHa
agpeca Ta
naboparopis
ghi3nko-XxiMi4HOro
aHanisy Ta
KOHTPO/IIO
BMPOGHMLITBA;
36epiraHHsa rotoBol
npoayKuii,
marepianis;
BMpOGHMYaA
AinbHuus (Bei cTagil
BMPOGHMYOro
npouecy);
naboparopis
6ionoriyHoro
aHanisy)

Ha A®| [Hganamif nokasHUKoMm
«Jomiwwka C» BignoBigHo Ao
MoHorpadii 1108 €sp.®apm. Ha
Indapamide

87.

IH-ANITEP

Tabnetku no 8 mr/2,5 mr
no 10 TabneTok y
6nicTepi, no 3 6nictepu
y nayui 3 KapTOHY

TOBAPUCTBO 3
OBMEXEHOIO
BIANOBIAANBHOC
THO HAYKOBO-
BVPOBHNYA
PIPMA
«MIKPOXIM>»

Ykpaina

TOBAPUCTBO 3
OBMEXXEHOIO
BIANOBIAANBHICT
O HAYKOBO-
BNPOBHWYA
®IPMA
"MIKPOXIM",
YkpaiHa (topnanyHa
ajpeca Ta
na6oparopist
hi3nKo-XiMiYHOTO
aHanisy Ta
KOHTPO/II0
BMPOGHWLITBA;
36epiraHHsa rotToBoi
NPOAYKLUIT,
marepianis;
BMPOGHMYA
ninbHuus (Bci cTagii
BMPOGHMYOro
npouecy);
na6oparopist
6ionoriyHoro
aHanisy)

YkpaiHa

BHECEHHS 3MiH A0 peecTpauiiHnx
mMarepianis: 3MiHu | Tuny —
BU/TyYEHHS NOKasHUKa «Baxki
MeTanm» 3i Cneyudpikauii woao
KOHTpoto A®| IHganamig; 3miHu |
TMNYy — [ONOBHEHHA Cneuudikawii
Ha A®| [Hganamig NoKasHUKOM
«[lomiwka C» BignoBigHO 80
MoHorpadii 1108 €sp.Papm. Ha
Indapamide

3a peyenmom

UA/17135/01/03

88.

IHBAH3®

niodpinisat gns po3unHy
ansid'ekuiino 1r, 1
CKNIAAHWI h/TaKOH Y
KapTOHHI KOpoo6Li

Mepk Wapn i Joym
IAEA MM6X

LLiBeiiuapis

Hepo3chacoBaHa
NPoAYyKLis,
nepBrHHe
nakyBaHHs,
BTOPWHHE

nakyBaHHS,
KOHTPO/Ib Ta BUMYCK

PpaHuis/
HigepnaHau

BHECEHHS 3MiH [0 peecTpavuiliHnX
mMartepianis: 3MiHu I TUMy - 3MiHK
Loao 6esnekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3mMiHu y
KOPOTKili XapakTepucTuL,i
NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKUIT Ans

3a peyenmom

UA/9179/01/01
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
cepii: labopaTopii MeAUYHOro 3aCTOCyBaHHA y
Mepk Wapn i Joym 3B’A13KY i3 HOBMMW JAaHUMU 3
LLin6pe, PpaHuis; AKOCTI, AOKMIHIYHUMM, KTIHIYHUMU
BTOPWHHE JaHMMK Ta JaHuMK 3
nakyBaHHs dhapmakoHarnsgy - 3MiHM BHECEHO
(anbTepHaTMBHWMIA 00 IHCTPYKUii ons MeguyHoro
BMPOGHUK): Mepk 3aCTOCyBaHHS NikapcbKoro 3acoby
LWapn i fJoym B.B., [0 posginis "OcobnuBocTi
Higepnanaun 3acTocyBaHHsA", "Mo6iuHI peakwii".
BBefeHHs 3MiH NpoTarom 3-x
MiCALIB MiCNA 3aTBEPAKEHHS
89. IHTENNAH Kancynu, no 20 a6o no XepbioH MakmcTtaH MakncTaH XepbioH MakncTtaH MakncTtaH BHECEHHS 3MiH [JO peecTpaviliHnx 6e3 peyenma UA/2009/02/01
60 kancyn y donakoHi; no MpaviBeT JimiTeq, MpaiseT NimiTepq, marepianis: 3MiHW | TUNY - 3MiHK
1 chnakoHy B KapTOHHii Loao 6e3nekn/edeKTBHOCTI Ta
Kopoo6Li hapmakoHarnsgy - OHoOB/IEHHS
TEKCTY MapKyBaHHs yNakoBKu
NikapcbKoro 3acoby 3 BHECEHHAM
iHchopmauii LLoAo 3a3HavYeHHs
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl
90. KANIYM Tabnetku, no 80 [Hoitue Xomeonari- HimeuyunHa [Loitue Xomeonari- HimeuunHa BHECEHHS 3MiH [0 peecTpaviliHnx 6e3 peyenma UA/12586/01/01
XNOPATYM Cl/1b Tabnetok y chnakoHi; no YHioH OXY- YHioH AXY- marepianis: 3MiHU | TUMY - 3MiHW
OOKTOPA 1 chnakoHy B KapTOHHIi ApuHaiimiTTens ApuHaiimiTTens oo 6e3nekun/edeKTMBHOCTI Ta
LUKOCC/EPA Ne 4 Kopobui M6X & Ko.KI Mv6X & Ko. KI hapmakoHarnagy - 3amiHa
po3gainy «I'padiiuHe ohopmIeHHS
ynakoBKU» Ha po3gain
«MapkyBaHHA» MKA /13;
3anpornoHoBaHo: MapkyBaHHS
3rigHO 3aTBEP)KEHOTO TEKCTY
MapKyBaHHS. 3MiHN BHECEHI B
TEKCT MapKyBaHHSA yNakoBKu
nikapcbKoro 3acoby Lwoao
3a3Ha4YeHHsA MiKHapOHUX
No3HaYeHb OAVHWLb BUMIPIOBAHHS
91. KANbUEMIH® TabneTku, BKPUTI TOB "BAVEP" YkpaiHa KoHTpakT dapmakan CWA BHECEHHS 3MiH [J0 peecTpaviliHnx 6e3 peyenma UA/7110/01/01
AIBAHC o060s10HKoto no 30 abo KopnopeiiwH, CLUA marepianis: 3miHu | TUny -

no 60, a6o no 120
TabneTok y h1akoHi; no
1 chnakoHy B KapTOHHIl
Kopoo6Li

(Bupo6bHMLTBO in
bulk); KoHTpakT
Papmakan
KopnopeiiwH, CLUA
(MepBuHHa Ta
BTOPVHHA yNakKoBKa,
KOHTPO/Ib SIKOCTI,
[03BiN Ha BUMYCK
cepii)

aAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
MiCLil NPOBaKEHHS AiSNIbHOCTI
BMPOGHMKa (BK/IKOYaouu, 3a
Heob6XiAHOCTI, Micue NpoBeAEeHHS
KOHTPO/IO SIKOCTIi), a60 BacHuka
macTep-haiina Ha Adl, abo
nocravanbHuka Adl/BuxigHoro
MaTepiany/peareHTy/npoMixKHOro
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

NPOAYKTY, L0 3aCTOCOBYHOTbCH Y
BMPO6HULTBI ADI (AKLLO
3a3HayeHo y AOCbE Ha NiKapCbKuii
3acib) 3a BiACYTHOCTI cepTuduikata
BiANOBIAHOCTI EBpONechbkil
thapmakonei y 3aTBepxeHoOMy
nocbe, abo BMPOOHMKA HOBOI
[L0MOMIXHOT PEYOBUHU (SIKLL,O
3a3HayYeHo y OCbE) - 3MiHa
agpecu BupobHuka AdI (Hatpito
6oparty) Borax Francais, France,
6e3 3MiHK Micus BUpO6HMLTBA:
3anponoHoBaHo: 89 Route de
Bourbourg COUDEKERQUE
BRANCHE 59210 FRANCE; 3miHK
| Tuny - AAMIHICTPaTVBHI 3MiHW.
3miHa HalimeHyBaHHSA Ta/abo
afipecu Micus NpoBaKeHHs
[iSNbHOCTI BUPOOHMKA
(BKTrOYatOUM, 3a HEObXIAHOCTI,
MicLie NPOBEeAEHHS KOHTPO/O
AIKOCTi), abo BlacHuka macTep-
thaiina Ha Adl, abo
noctavanbHuka Adl/BuxigHoro
MaTepiany/peareHTy/MpoMiXKHOroO
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPOGHULTBI ADI (AKLWO
3a3HaYeHo Y A0CbE Ha NikapCcbkui
3acib) 3a BigCyTHOCTI cepTudiikata
BiANoBigHOCTI EBpoONechbkili
hapmakonei y 3aTBepmKeHOMY
[ocbe, abo BUPOOHMKa HOBOT
[LOMOMDKHOI PEYOBUHM (AKLLO
3a3HayYeHo Y JOCbE) - 3MiHA Ha3BU
Ta agpecu BUpo6Hrka APl
(MapraHuto cynbgaty), 6e3 3miHu
MicLA BUPOGHMLTBA:
3anponoHoBaHo: Nippon Denko
Co., LTD 272 Taguchi, Myoko-city,
Niigata, 949-2193, Japan

92.

KANbLUEMIH®
CIIbBEP

TabneTku, BKpUTI
060s10HKO0, Mo 30 abo
no 60 TabneTok y
dhnakoHi; no 1 dpnakony

TOB "BAVEP"

YKpaiHa

KoHTpakT dapmakan
KopnopeiiwH, CLUA
(Brpo6HUuTBO in
bulk); KoHTpakT

CLIA

BHECEHHS 3MiH O peecTpaviliHnX
marepianis: 3miHu | Tuny -
agMiHiCTpaTVBHI 3MiHK. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu

B KAPTOHHIli KOpo6L Papmakan MiCLil NPOBAKEHHSA Aisi/IbHOCTI
KopnopewiwH, CLUA BMPO6HMKa (BK/THOUaKOUK, 3a

(MepBuHHa Ta HeobXxiAHOCTI, MicLe NpoBeAeHHS

BTOPUHHA YNaKoBKa, KOHTPOJII0 SIKOCTI), a60 B/1acCHUKa

6e3 peyenma

UA/7138/01/01
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

KOHTPO/1b SIKOCTI,
[03BIiNT Ha BUMYCK
cepir)

macTep-aiina Ha Adl, abo
noctavyasnbHuka Adl/BuxigHoro
MaTepiany/peareHTy/MpoMiXHOro
NPOAYKTY, L0 3aCTOCOBYHOTbCS Y
BMPOGHULTBI ADI (AKLLO
3a3HayeHo y AOCbE Ha NiKapCbKuii
3acib) 3a BiACYTHOCTI cepTuduikata
BiANOBIAHOCTI EBpoONechbkili
thapmakonei y 3aTBepKeHoOMy
nocbe, abo BMPOOHMKA HOBOI
[L0MOMIXHOT PEYOBUHU (SIKLL,O
3a3HayveHo y OCbE) - 3MiHa
agpecu BupobHuka AdI (Hatpito
6oparty) Borax Francais, France,
6e3 3MiHK Micus BUpO6HUMLTBA:
3anponoHoBaHo: 89 Route de
Bourbourg COUDEKERQUE
BRANCHE 59210 FRANCE; 3MmiHK
| TUny - AAMIHICTPaTVBHI 3MiHW.
3miHa HalimeHyBaHHSA Ta/abo
afipecu Micus NpoBaKeHHs
[iSNbHOCTI BUPOOHMKA
(BKTrOHatoUM, 3a HeObXiAHOCTI,
MicLie NPOBEeAEHHS KOHTPO/O
AIKOCTi), abo BlacHuka macTep-
thaiina Ha Adl, abo
nocravanbHuka Adl/BuxigHoro
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPOOHULTBI ADI (AKLWO
3a3HaYeHo Y A0CbE Ha NikapCbkui
3acib) 3a BigCyTHOCTI cepTudiikata
BiANoBigHOCTI EBpONechbkili
hapmakonei y 3aTBepmKeHOMY
[ocbe, abo BUPOOHMKaA HOBOT
[LOMOMDKHOI PEYOBUHM (AKLLO
3a3HayYeHo Y JOCbE) - 3MiHA Ha3BU
Ta agpecu BUpo6Hrka AdI
(MapraHuto cynbghaty), 6e3 3miHu
MicLA BUPOGHMLTBA:
3anponoHosaHo: Nippon Denko
Co., LTD 272 Taguchi, Myoko-city,
Niigata, 949-2193, Japan

93.

KANbLUIYM
CYNb®YPUKYM
Cl/ib LOKTOPA
LUKOCCNEPA Nel2

Tabnetku, no 80
TabneTok y pnakori, no
1 chnakoHy y KapTOHHil
KopooLi

[oliue Xomeonari-
YHioH OXY-
ApuHaiimiTTeNns
v6X & Ko.KI

HimeyunHa

[Loliue Xomeonari-
YHioH AXY-
ApuHaiimiTTens
v6X & Ko. KI

HimeuunHa

BHECEHHS 3MiH O peecTpaviliHnX
marepianis: 3MiHW | TUMY - 3MiHW
oo 6e3nekn/edhekTMBHOCTI Ta

thapmakoHarnagy - 3amiHa
po3sginy «IpagivyHe ohopmIeHHS

6e3 peyenma

UA/12195/01/01
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
yNaKoBKW» Ha po3fain
«MapkyBaHHA» MKA N13;
3anpornoHoBaHo: MapkyBaHHS
3rigHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHs. 3MiH1 BHECEHI B
TEKCT MapKyBaHHSA yNnakoBKu
nikapcbKoro 3acoby Lwoao
3a3HaYeHHs MDKHapOAHNX
no3Ha4yeHb OAVHNLb BUMIPIOBAHHS
94, KANbLIYM Tabnetku, no 80 [oiiue XomeonarTi- HimeuunHa [Joliue Xomeonari- HimeuunHa BHECEHHS 3MiH A0 peecTpauiiHnx 6e3 peyenma UA/12197/01/01
POCPOPUKYM Tabnetok y cpnakoHi, no YHioH AXY- YHioH AXY- marepianis: 3MiHW | TUNY - 3MiHK
Ci/lb JOKTOPA 1 chnakoHy y KapTOHHIl ApuHaimiTTenb ApLHaiimiTTeNb Loao 6esnekn/edeKTMBHOCTI Ta
LLUKOCC/EPA Ne 2 Kopo6ui vbeX & Ko.KI M6X & Ko. KI thapmakoHarsagy - 3amiHa
po3ainy «IpadivuHe ohopmneHHs
yNakoBKW» Ha po3fain
«MapkyBaHHs» MKA N13;
3anpornoHoBaHo: MapkyBaHHS
3rigHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHS1. 3MiHN BHECEHI B
TEKCT MapKyBaHHSA ynakoBKu
nNikapcbKoro 3acoby o0
3a3HaYeHHs MiXKHapPOAHMX
no3Ha4yeHb OAVHWLb BUMIPIOBAHHS
95. KANBbUIYM®OMIHA | po3unH Ans iH'ekuiii, 10 EBEBE dapma AscTpis BMPOGHMLITBO Himeuunna/ BHECEHHSA 3MiH 10 peecTpaliiiHux | 3a peyenmom UA/1638/01/01
T "EBEBE" mr/mn no 3 ma (30 mr), lec.m.6.X. Hdor. KI Hepo3dhacoBaHoi ABcTpist marepianis: 3mMiHu | Tuny - 3miHn 3
a6o 5 mn (50 mr), abo NpoAyKLii, NnepBUHHa sKocCTi. [O0TOBWIA Nikapcbkuii 3aci6.
10 mn (100 wmr), abo no i BTOPUHHA 3MiHN Yy BUPOGHMLTBI. 3MiHa
20 mn (200 mr) y ynakoBKa, KOHTPO/Ib iMnopTepa/3miHu, L0 CTOCYITbCA
dhnakoHi; no 1 dpnakoHy cepii: BUNYCKY Cepii Ta KOHTPOJI0 AKOCTI
B KapTOHHIi Kopobuj FaynT ®apma roTOBOrO NikapCbKoro 3acoby
BonbdparcxayseH (3amiHa abo fogaBaHHA

M6X, HimeuunHa;
[03BiN Ha BUMYCK
cepii:
EBEBE ®apma
lec.m.6.X. Hdor. KT,
ABCTpis;
[03BiN Ha BUMNYCK
cepii:
CaHpo3 'm6X -
Bupo6bHuya
AinbHUUA
AHTWiHEKUiARI TN3
Ta XimiyHi Onepaduji
KyHane (AIXO N3
KyHanb), ABCTpis;
[103BiN1 HA BUMNYCK

BMPOGHMKa, L0 BiANoBiAaE 3a
BBE3EHHA Ta/abo BMNYCK cepii) -
He Bkntovatroun
KOHTPO/Ib/BUNPOBYBaHHSA cepii -
[opasaHHsa BUpobHKKa Cantotac
®apma 'm6X, HimeuunHa,
BiANoBigaIbHOro 3a BUMNyCK cepil.
3MiHV BHECEHO B iHCTPYKLiO oNs
MeAMYHOro 3acTOCyBaHHS LWoA0
HaliMeHyBaHHA Ta
MiCLie3HaXOMKEHHS BUPOOHMKA 3
BiANOBIAHUMM 3MiHAMW Y TEKCTi
MapKyBaHHS YNakoBKW Nikapcbkoro
3acoby (goaaBaHHs BUPOOHMKA).
BBefieHHs1 3MiH NpoTsArom 6-Tn
MiCALIB Nic/a 3aTBePIKEHHS.
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
cepii:
Cantotac ®apma
'M6X, HimeuunHa
96. KAPBAPYTUH po3unH Ans iH'ekuii no 5 | YOPN4 MEAVLNH pysia Medap lnay CaH. TypeyunHa BHECEHHS 3MiH O peecTpaviliHnX 3a peyernmom UA/17461/01/01

amnyn y KOHTYPHii nTa AL marepianis: 3MiHW | TUMY - 3MiHW
YapyHKOBI ynakoBL,i; No oo 6e3nekn/edhekTMBHOCTI Ta
2 KOHTYpPHI YapyHKOBI hapmakoHarnagy - OHOB/IEHHSA
YNaKoBKMN Y KapPTOHHIiA TEKCTY MapKyBaHHs1 BTOPUHHOT
Kopo6ui yNakKoBKM NiKapCbKOro 3acoby 3

BHECEHHAM iHdhopMaLi Wwoao

3a3HayYeHHsA OAVHNLb
BMMIpIOBaHHs y cuctemi Sl 1a
3a3HayeHHsIM JaTn BUpPoOHMLTBA.
BBefieHHs1 3MiH NpoTArom 6-Tn
MiCSILiB MiCNsi 3aTBEPAKEHHS
97. KAPBOMN/NATUH KOHUeHTpaT ans Mepak esenbliadt HimeuyunHa BTopuHHe HimeyunHa BHECEHHS 3MiH [JO peecTpaviliHnX 3a peyernmom UA/10829/01/01
MEJAAK PO34nHy Ans iHgysili, 10 dotop KAiHiwe nakyBaHHs, MaTepianis: 3MiHu | Tuny -

mr/mn; no 5 mn a6o 15 Lneuiansnpenapar MapKyBaHHS, He3HayHa 3MiHa y 3aTBepiKXeHnX
mn, abo 45 mn, abo 60 e M6X KOHTPOb Ta BUMYCK MeTogax /13 3a nokasHNUKOM
mn, abo 100 mny cepii: Mepgak «CynpoBigHi JOMILLKK», a came
chnakoHi; no 1 dpiakoHy le3senbladT drop BBEJEHHS 40AaTKOBOT iHdhopmaLii
B KapTOHHIi Kopobui KNiHiwe CTOCOBHO NPUroTyBaHHS

Lneuiansnpenapar
e M6X, HimeuunHa
Brpo6HuyTBO “in
bulk", nepsuHHe
nakyBaHHs Ta
KOHTPO/Ib cepili:
OHkoTek Papma
MpogakwH Mm6X,
HimeuyunHa

CTaHAAPTHUX PO34mnHiB Ta SST-
PO3UKHY; 3MiHM | TUMY - HE3HauYHa
3MiHa 3a NnokasHNKOM «KiflbkicHe

BU3HAUYEHHS» Y 3aTBEPIKEHNX

meTogax N3, a came:
3aTBEPAKEHO: NMPEeAKOSIOHKA:
Hypersil ODS 100 x 4 MM nnmn
aHas10rMyHas; 3anpornoHoBaHo:
npepgkonoHka: Hypersil ODS 10 x
4 MM N aHanornyHast; 3aminn |l
TUMy - BIANOBIAHO A0 AAHOI 3MiHU,
0o cneunaikauii N3 popaetben
napameTp Ha nepiof TePMiHy
NPUAATHOCTI NMOKa3HUKa
«KonbopoBicTb», L0 BiAnosigae
CTyneHto 3abapeneHHs < Y5 Ta
BiANOBIAHO NpMBEAEHHS
cneuudikaLii nikapcbkoro 3acoby
[0 BiANOBIAHOCTI peecTpavLinHnx
marepianis BUPOOHMKA, OCKISTbKU
JaHuii napameTp He 6yno
BpaxoBaHO BiAMNOBIAHO 40 po34iny
3.2.P.8.1 Stability summary and
conclusion. MeTog, BUNpo6yBaHHs
3a/IMLLMBCS HE3MIHHUM. Takox
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

BMPOBHMKOM BYN0 afanToBaHO
3.2.P.5.1 Specification, y 3B’A3ky i3
npuBeAeHHAM A0 BiANoBiAHOCTI
iHcbopmawii; 3MiHu | TUny -
npuBeaeHHs y po3gini 3.2.P.5.2
nokasHuka «Appearance»
BignosigHo fo posainy 3.2.P.5.1,
OCKifIbK1 ONWC METOAY BK/HOHAE
eTa/IOHHWI PO3UKH Y6, Lo MOXe
BBOAMTW B OMaHy nif yac Tecty

98.

KAPYM KAPBI
anTaul

Cyno3uTopii peKTasibHi
no 5 cynosutopiis (no 1
I KOXXEH) B KOHTYPHIlA
YapyHKOBIli ynakoBLyj; no
2 KOHTYPHIiA YapyHKOBIi
yNakoBLi Y KAPTOHHIl
ynakoBLii

BANA
Xannbmitrens M6X

HimeyunHa

BUMYCK
Hepo3dacoBaHol
npoayKuii, BTOPNHHA
ynakoBska Ta [103Bi/
Ha BUMYCK cepii:
BANA
Xainbmitrens
'M6X, HimeuuunHa;
BUMYCK
Hepo3acoBaHol
NpoAyKLii, NnepBuUHHa
ynakoBka:
AMKA®APM
dapmacboTikan
vM6X, HimeuunHa

HimeuunHa

BHECEHHS 3MiH [0 peecTpaviliHnX
marepianis: 3MiHu | TUNY - 3MiHN 3
SKOCTi. [OTOBWIA Nikapcbknii 3aci6.
Cucrema
KOHTelHep/3akynoptoBasibHUiA
3aci6. 3MiHa y NepBUHHIl ynakoBLii
roTOBOrO /ikapCcbKoro 3acoby (Tun
KOHTeliHepa abo foAaBaHHA
HOBOrO KOHTelHepa) - TBepai,
M’SIKi Ta HeCTePW/IbHI Piaki
nikapcbki hopmu - 3amiHa Ha3Bu
MNEePBUHHOT YNaKOBKW «CTPUM» Ha
«KOHTYpHa YapyHKOBa yrnakoBKa,
B 3B'A3KY 3i 3p06/1EHUM
HEKOPEKTHUM nepeknagom (6yna
oonyuieHa nomuska npu
npoueaypi peectpadisi), 3
BiAMOBIAHMMM 3MiHAMK 40 p.
«YnakoBka» MK$ /13. MNepBUHHWMIA
nakyBaslbHW1 MaTepian He
3MiHMBCS. (B OpUriHANIbHNX
[OKyMeHTax npu nepeectpauii
HIYOro He 3MIHWMIO0Ch). 3MiHK
BHECeHi B po3ain "YnakoBka" B
IHCTPYKLil0 AN MeguyHoro
3aCTOCyBaHHSA NikapCcbKoro
3aco6y, BignoBiAgHI 3MiHV BHECEHI
B TEKCT MapKyBaHHS1 yNakoBKU
NikapcbKoro 3acoby.

6e3 peyenma

UA/17577/01/01

99.

KBETWPOH 100

TabneTkn, BKpUTI
NNiBKOBOK 060/10HKOI0
no 100 mr; no 10
Tabnetok y 6nictepi; no
1, 3 a6o 6 6nicTepis B
KapTOHHI navui

TOB "ACIHO
YKPAIHA"

Ykpaina

TOB "®dapma Crapt”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiliHnX
MaTepianiB: yTOYHEHHS
peecTpaLiiHoi npoueaypwv
(mogaBaHHA TEPMiHY BBEAEHHS
3MiH) B Haka3i MO3 YkpaiHu Ne
301 Big 22.02.2021 - 3MiHW | TUNy
- 3MiHM Woao
6e3nekn/echeKTMBHOCTI Ta
thapmakoHarnsgy. 3MiHn y
KOPOTKIli XapakTepucTuui

3a peyenmom

UA/8372/01/02
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

nNikapcbKoro 3acoby, TEKCTi
MapKyBaHHs Ta iHCTPYKUil ans
MeAMYHOro 3aCTOCYBaHHS
reHepuyHMX/ribpuaHnx/6ionodioHn
X nikapcbknx 3acobiB micns
BHECEeHHS TiEl caMoi 3MiHM Ha
pechepeHTHUI NpenapaT (3MiHa He
noTpebye Hafi@aHHS XOAHUX HOBUX
[04aTKOBUX AaHWX) 3MiHV BHECeHI
00 IHCTPYKLIT ANns MeanyHoro
3aCTOCyBaHHSA NiKapcbKoro 3acoby
y po3ainu "®apmakonoriyHi
BnactmsocTi", "MNoka3aHHA"
(yTouYHeHHs iHchopmauii),
"B3aemopis 3 iHLWMMU NiKapCbKuMmu
3acobamu Ta iHLWi BUan
B3aemogiit", "OcobnnBocTi
3aCcTocyBaHHSA", "3acTocyBaHHs Y
nepiog, BariTHOCTi abo rogyBaHHs
rpy4at”, "3aartHicTb BMBATH HA
LIBUAKICTb peakLii npun kepyBaHHi
aBTOTPaAHCMNOPTOM a60 iHWKMK
mexaHizmamu”, "Cnocio
3acTocyBaHHA Ta Ao3n"
(yTOuHeHHs iHchopmaLlii),
"Mepepno3yBaHHs", "MobiyHI
peaxuii™ 3rigHo 3 iHchopmaLieto
{00 MEANYHOIO 3aCTOCYBaHHS
pedhepeHTHOro likapcbKoro
3aco6y (Seroquel film-coated
tablets 25 mg, 100 mg, 200 mg, B
YKpaiHi He 3apeecTpoBaHuii).
TepMiH BBEAEHHS 3MiH - NPOTArOM
3-Xx MicsLiB NiC/1s 3aTBEPKEHHS.

100.

KBETWPOH 200

TabneTku, BKpUTI
N/1iBKOBOK 0B0I0HKOIO
no 200 mr; no 10
Tabnetok y 6nictepi; no
1, 3 abo 6 6nicTepis B
KapTOHHIN nauuj

TOB "ACIHO
YKPAIHA"

YKpaina

TOB "®dapma Crapt"

YkpaiHa

BHECEHHS 3MiH O peecTpaviliHnX
mMarepianis: yTOYHEHHS
peecTpauiiHoi npoueaypu
(DopaBaHHA TepMiHY BBELEHHS
3MiH) B Haka3i MO3 Ykpaiun Ne
301 Big 22.02.2021 - 3miHun | TUNYy
- 3MiHM Wo[0
6e3nekn/edeKkTUBHOCTI Ta
hapMakoHarsgy. 3miHn y
KOPOTKili XapakTepucTuL,i
NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKUIT Ans
MeAMYHOro 3acTOCYBaHHS
reHepuyHnX/ribpnaHnx/6ionodioHn
X NiKapcbknx 3acobiB nicss

3a peyernmom

UA/8372/01/03
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

BHECEHHS Ti€l caMoi 3MiHM Ha
pedhepeHTHW npenapaT (3MiHa He
noTpebye Haf@aHHs XOAHNX HOBUX
[04aTKOBUX AaHWX) 3MiHV BHECEHI

00 IHCTPYKLiT ANna MeanyHoro
3aCTOCyBaHHSA Nikapcbkoro 3acoby

y po3ginu "®apmakonoriyHi
BrnactueocTi", "MNMokazaHHA"
(yTouHeHHs iHdopMaui),
"B3aemogis 3 iHWMMW NiKapCbKMMu
3acob6amu Ta iHwWi Buan
B3aemogijit", "OcobmBocTi
3acToCcyBaHHSA", "3acTocyBaHHs Y
nepiog, BariTHOCTi abo rogyBaHHs
rpyaar”, "3aaTHicTb BNAMBaTK Ha
LWBWAKICTb peakLii Npy KepyBaHHI
aBTOTPaHCMoOpTOM abo iHWnMHK
MexaHizmamu', "Cnocié
3acTocyBaHHA Ta 4o3n"
(yTouHeHHs iHdhopmaLii),
"MepepnosysaHHs", "MO6IYHI
peakuii" 3rigHo 3 iHhopmaLieto
00 MEANYHOrO 3aCTOCYyBaHHS
pedrepeHTHOro NikapcbKoro
3aco6by (Seroquel film-coated
tablets 25 mg, 100 mg, 200 mg, B

YKpaiHi He 3apeecTpoBaHuif).
TepMmiH BBEEHHS 3MiH - NPOTAroM
3-X MicsLIB MiC/1A 3aTBEPKEHHS.

101.

KBETWPOH 25

TabneTkun, BKPUTI
MN/1iBKOBOK 0BOIOHKOD
no 25 mr; no 30
Tabnetok y 6nictepi; no
1 6nicTepy B KApTOHHIN
nauvui

TOB "ACIHO
YKPATHA"

YkpaiHa

TOB "®apma Crapt"

YkpaiHa

BHECEHHS 3MiH 10 peecTpavLiiHnX
MaTepiaiB: yTOYHEHHS
peecTpaLiiHoi npoueaypw
(nofaBaHHA TEPMiHY BBEAEHHSA
3MiH) B Hakasi MO3 YkpaiHu Ne
301 Big 22.02.2021 - 3MiHu | TUNY
- 3MiHU WoAo
6e3nekn/eeKkTMBHOCTI Ta
hapmakoHarnagy. 3miHu y
KOPOTKili XapakTepucTuui
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUiT Ans
MeZMNYHOro 3aCTOCyBaHHs
reHepUYHNX/Ti6pUaHNX/6ioNnoAaiIGHN
X Nikapcbknx 3acobiB nicns
BHECEHHS TiEl caMoi 3MiHM Ha
pechepeHTHUI NpenapaT (3miHa He
noTpebye Hafi@aHHS XOAHUX HOBUX
[04aTKOBUX AaHWX) 3MiHU BHECEHI
00 IHCTPYKUIii 4S8 MegnyHoro

3a peyenmom

UA/8372/01/01
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

3aCTOCyBaHHS NiKapCbKOro 3acoby
y po3ginu "®apmakonorivHi
BnactusocTi”, "MNokasaHHA"
(yTOuHeHHs iHchopmaLlii),
"B3aemogis 3 iHWMMU NiKapCbKMu
3acob6amu Ta iHWi Buan
B3aemogiin", "OcobanBocTi
3acTocyBaHHA", "3acTocyBaHHA Y
nepiopg BaritTHoOCTi abo rogyBaHHs
rpyaa”, "3aartHicTb BIAMBATY HA
LWBMAKICTb peakLii Npy KepyBaHHi
aBTOTpaHCNopTOM abo iHWKMK
mexaHismamu', "Cnoci6
3acTocyBaHHA Ta fo3n"
(yTouHeHHs iHdopMaui),
"Mepepo3yBaHHs", "M06IYHI
peakuji* 3rigHo 3 iHdhopmaLieto
LLOZ0 MEANYHOIO 3aCTOCYBaHHS
pedyepeHTHOr0 NiKapcbKoro
3acoby (Seroquel film-coated
tablets 25 mg, 100 mg, 200 mg, B
YKpaiHi He 3apeecTpoBaHui).
TepMiH BBEZIeHHS 3MiH - MPOTAroM
3-x MicsILiB nicNs 3aTBEPKEHHS.

102.

KUCEHb _
MEAVYHWA
FA30MOAIBHMI

ras y 6asioHax gns
CTWUCHYTOrO rasy
o6'emom 1,5n1,2n,3n,
4n,5n,10n,40n0,50 n
abo 3 rasudpikaTopis
KpiOreHHmX

ToBapucTBO 3
06MexeHo
BiAANOBIAA/ILHICTIO
dipma
"KpioreHcepsic"

Ykpaina

BMPOBGHULITBO
roToBOro
nNikapcbKoro 3acoby:
ToBapucTso 3
obMexeHo
BiANOBIAA/LHICTIO
dipma
"KpioreHcepsic",
YKkpaiHa,;
BMPOBGHULITBO
roToBOro
nNikapcbKoro 3acoby:
ToBapucTso 3
obMexeHo
BiANOBIAA/LHICTIO
dipma
"KpioreHcepsic",
YKpaiHa;
cepTudikalia cepii,
KOHTPO/Ib AKOCTI:
ToBapucTso 3
obmexeHoro
BiANoOBiAANbHICTIO
dipma
"KpioreHcepsic",

YKpaiHa

BHECEHHS 3MiH A0 peecTpauiiHnx
mMartepianis: 3miHu | Tuny -
ALMIHICTPATUBHI 3MiHW.
BunyyeHHs BUPOOHMYOT GiNTbHULL
(BKovatoum ginbHuUui ansa Adl,
NMPOMDKHOro NpoAyKTy abo
roTOBOrO /ikapCcbKoro 3acooby,
OinbHUL 4NS NpOBeAeHHS
nakyBaHHs, BUPOBHYKa,
BiANOBIAA/IbHOIO 3a BUMYCK CEpINA,
MicLie NpoBeAEHHS KOHTPOJTH0
cepii) abo nocTtavasibHUKa
BMXIAHOIO MaTepiasty, peareHTy
ab0 [ONOMIXHOT peHOBUHN (SKLLO
3a3HavYeHo y [0CbE) — BUSTYYEHHS
BMPOGHMYOT AinbHuUui ans Adl
Kuncenb pigkuin MAT
«[iBaeHTEXras», YkpaiHa
(3anmwmnmncb BMPOGHNYOT
ninbHULi MAT «MonTaBcbkuii
3aB0J, MeNYHOro cKnax», YkpaiHa
Ta ToBapnCTBO 3 0OMEXEHOH
BiAgnoBigabHICTIO ®ipma
"KpioreHcepsic", YkpaiHa). 3MiHu |
TMny - 3MiHK Woa0

3a peyenmom

UA/5201/01/01
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
YkpaiHa 6e3nekn/echeKTMBHOCTI Ta

thapmakoHarnsgy (iHwi 3MiHn) -
BHeceHHS 3MiH o0 p.
«MapKyBaHHS» 3aTBEPLKEHNX
MKSA N13 3atBepoxeHo: p.
«MapkyBaHHs» 1. BanoHu.
TpaHcnopTHe MapKyBaHHs
cTanesmx 6asioHiB 06’emom 2 11, 5
n, 10 n, 40 n 3 KACHEM MEeANYHUM
rasonogibH1Mm NOBMHHO
Bignosigatn Bumoram FOCT
14192-96 «MapK/MpoBKa rpy3oBs».
3anponoHoBaHo: p.
«MapkyBaHHs» 1. BanoHu. 3rigHo
3 3aTBEPAKEHUM TEKCTOM
MapKyBaHHS. 3MiHN BHECEHI B
TEKCT MapKyBaHHS 3aTBEPKEHUX
yNaKoBOK NiKapcbKoro 3acoby
{00 3a3HaYEHHS OAMHULb
BMMIpIOBaHHSA y cuctemi Sl.
BBefeHHA 3MiH NpOTArom 3-x
MicSLIB NiCNsA 3aTBEPLKEHHS.
3MiHu | TURNY - AgMiHICTPaTUBHI
3MiHW. BunyyeHHst BUpOOHUYOT
AinbHULI (BKIOYAOYW AiNbHULL
ana A®l, npomikHOro npoaykTy
a60 roToBOro NiKapcbkoro 3acooby,
AiNbHUL ANA NPOBeAEeHHS
nakyBaHHS, BUPOGHUKa,
BiANOBIAA/ILHOIO 3a BUNYCK Cepiid,
MicLe NpoBeAeHHSA KOHTPO/IH0
cepii) abo nocTavanbHVKa
BMXIZAHOrO MaTepiasny, peareHTy
ab0 4ONOMIXHOT PEYOBMHN (SKLLO
3a3HayeHo y JOCLE) - BUSTYUYEHHS
BMPOBHUYOT AinbHUUi ans Adl
KnceHb pigknin TOB «CyMcbke
MallVHOGYAiBHE HAYKOBO-
BMPOGHMYE 06’eaHaHHSA», YKpaiHa.
3arBepgxeHo: MAT
«lMonTasCbknii 3aBOL, MeANYHOTo
Ckna», YKkpaiHa ToBapucTso 3
06MeXeHOH0 BifnoBiganbHICTIO
®dipma "KpioreHcepsic”, YkpaiHa
MAT «[MiBgeHTexras», Ykpaia.
TOB «Cymcbke MalinHobyaiBHe
HayKOBO-BMPOGHMYE 06’'€fHaHHS»,
YKpaiHa. 3anponoHosaHo: NMAT
«[MonTaBCbKWil 3aBOS MEANYHOTO
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs

ckna», YkpaiHa ToBapucTso 3
06MEXEHOI0 BiAnoBigasbHICTIO
®ipma "KpioreHcepsic", YkpaiHa.
3MiHu | TUnNY - 3MiHKU 3 SKOCTI.
[oTOBMIA NikapcbKuii 3aci6.
Cucrema
KOHTeliHep/3aKynoptoBanbHWit
3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO Nikapcbkoro 3acoby
(3miHa macwn/o6'emy BMICTY
KOHTelHepa 6arato4030B0ro
niKkapcbKoro 3acoby ans
HenapeHTepabHOro
3acTocyBaHHs (abo
0[1HOA030BOr0, YaCcTKOBOrO
BVKOPVCTaHHS)) - BBEAEHHSA
[04aTKOBMX YNakoBOK HOBOIO
po3mipy, 6e3 3MiHK MaTepiany
NepBUHHOIO NakyBaHHA (6a1oHn 3
BYI/NeLLeBOI CTasli), 3 BignoBigHNMM
3MiHaMK y p. «YNakoBKa», a came
y cTanesux 6anoHax gns
CTUCHYTOrO rady o6’emom no 1,5 n,
31, 4 nTa50 n; 3atBepaXeHo:
BanoHu ans cTucHyToro rasy
o6’emom no 2 n, 5 n, 10 n, 40 n.
Mochbap6oBaHi B ronyouii konip.
TeKCT HanncaHo YopHUM
KONbOPOM «KnCeHb MeanyHuit
razonofibHuii». Masncpikatop
KpiOreHHWiA. 3anponoHoBaHo:
BanoHu gns ctucHyToro rasy
o6’emomno 1,5n,2n,3n,4n,5
n, 10 n, 40 n, 50 n. ModhapboBaHi
B ronly6uii konip. TekCT HanncaHo
YOPHMM KONbopoM «KnceHb
MeAWNYHWI ra3onoaiGHNR».
["a3ndpikaTtop KpioreHHWiA. 3MiHn
BHeCeHi B po3Ain "YnakoBka" B
IHCTPYKLilO ANs MeanyHOro
3aCTOCyBaHHSA NiKapcbKoro 3acoby
Y 3B"A3KY 3 BBELlEHHAM
[04aTKOBUX YNaKoBOK
(mopaTkoBUX 06'eMiB 6aOHIB), AK
HacnifoK - 3aTBEPKEHHA TEKCTY
MapKyBaHHS [OAATKOBUX YNaKoBOK
nikapcbkoro 3acoby. BBeaeHHs
3MiH NpoTArom 3-x micsAuis nicas
3aTBEPAKEHHS.
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

103.

KNALMA® CP

TabneTku, BKPUTI
NNiBKOBOK 060/10HKOI0,
NPOMOHIoBaHol Aji no
500 mr no 5, a6o no 7
Tabnetok y 6nictepi; no
1 6nicTepy B KAPTOHHiIl
Kopobui; no 7 TabneTok
y 6nicTepi; no 2
6nicTepy B KAPTOHHIi
Kopoo6ui

AG6OTT Jlabopatopi3
meX

HimeyunHa

AG6BI C.p.n.

ITanisa

BHECEHHS 3MiH [0 peecTpavLiiHnX
marepianis: 3MiHU | TUMY - 3MiHW
oo 6e3snekun/edpeKTMBHOCTI Ta

thapmakoHarnsgy. BeeaeHHs abo

3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cuctemy chapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOI 32 3AiiCHEHHSA
thapmakoHarnsgy; KOHTaKTHOT
ocobu 3 hapmakoHarnsgy
3a8BHMKa AN 34ICHEHHS
hapmakoHarnsgy B YkpaiHi, SKLio
BOHa BifjMiHHa Bif, YyNOBHOBaXeHOI
ocob6u, BiANOBIAA/ILHOI 3a
3[jicHeHHs1 hapMakoHarnagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cucremu
hapmakoHarnagy) - amiHa

YNOBHOB&XEHOI 0CO6M 3asBHNIKa,

BignoBiganbHOI 3a
thapmakoHarnag,

MponoHoBaHa pepakuis: Thomas

Nisslein, DVM, PhD / Tomac
Hiccnsiin, DVM, PhD. 3miHa

KOHTaKTHUX AaHuX YNOBHOBaXXeHOT
0co6u 3asiBHMKA, BiANOBiAa/IbHOT

3a thapmakoHarnsg,

3a peyenmom

UA/2920/01/01

104.

KNonikcon-
AKYDA3

PO34MH NS iH'ekuin 50
Mmr/mn no 1 mn B amnyni;
no 10 amnyn B
KapTOHHI KopooLj

NyHp6ek Exkcnopt
AIC

[anis

Ein. [pkeir. BakciHe
A/C, [aHis
(BnpobyBsaHHA 3a
NMOKa3HUKOM "TecT
Ha CTEePU/IbHICTL");
EypodpiHc Biochapma
MpoaakT TecTiHr
[enmapk A/C, daHis
(B1npobyBsaHHs 3a
NOKa3HNKOM
"Mikpob6ionoriyHa
yuctoTa" (TECT Ha
€HAOTOKCUHN)); X.
Nynpbek A/C, faHis
(BMpPOGHNLTBO
Hepo3dghacoBaHoro
NPOAYKTY, NepBUHHE
Ta BTOpPVHHE

[aHis

BHECEHHS 3MiH A0 peecTpauiiHnx
mMartepianis: BUNpaBneHHA
TEXHIYHOT MOMUSIKN Y TEKCTI
MapKyBaHHsS BTOPUHHOT yNakoBKu
N3. 3ANPOMNOHOBAHO: 12.
HOMEP PEECTPALIIHOIO
NOCBIAYEHHSA PeecTtp. nocs.
Ne /Reg. No. UA/2206/01/01.
3a3HayeHe BUNpas/IeHHsA
BiAMOBIAA€E apXiBHUM maTepianam
peecTpaujiiiHoro Aockbe

3a peyenmom

UA/2206/01/01
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
nakyBaHHs, BUMYCK
cepii)
105. | KOMBICO Tabnetku, 10 mr/6,25 wr; NMPO.ME/A.LIC Yecbka BUPOBHMLTBO 3a Yecbka BHECEHHS 3MiH [JO peecTpaviliHnx 3a peyenmom UA/13793/01/01
no 10 TabneTtok y Mpara a.c. Pecny6nika NMOBHVM LUK/TOM: Pecny6nika marepianis: 3MiHu | Tuny - 3MiHK 3

6nicTepi; no 3 a6o 10
6nicTepiB y KAPTOHHiIlA
Kopo6ui

MPO.ME/A.LIC
MNpara a.c., Yecbka
Pecnyb6rnika;
nepBuHHE i
BTOPWHHE
nakyBaHHs:
KOO®APMA c.p.o.,
Yecbka Pecny6nika

AKocTi. CepTudikat
BignosigHocTi/lE-cepTudikar
BIAMNOBIAHOCTI €EBpONENChbKIl

thapmakonei/MoHorpadii.
MofaHHA HoBOro abo OHOB/IEHOTO
cepTudikaTa BignoBigHocTi abo
BW/TyYEHHS cepTudikaTa
BiNOBIAHOCTI €BPONENCHKIit
hapmakonei: gnsa A®l; ana
BUXi4HOro
MaTepiany/peareHTy/NpoMiXKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpOGHULTBI ADI; aAns
[0MNOMDKHOT pEYOBUHM
(cepTudpikat BigNOBIAHOCTI
€Bponeiicbkiin hapmakonei) -
HoBwii cepTudikar Big HOBOro
BMPO6HMKaA (3amiHa abo
[OMOBHEHHSA) - NOAAHHS HOBOrO
cepTucpikaTa BiANOBIAHOCTI
€ponelicbkiii hapmakonei Ne RO-
CEP 2012-250-Rev 01 gns gitouoi
peuoBuHY Hydrochlorothiazide Big
HOBOro BMpo6Huka SUZHOU
LIXIN PHARMACEUTICAL CO.,
LTD., China. 3miHu | Tuny - 3miHu
3 AIkOCTi. FOTOBWIA NiKapCbKuii
3aci6. 3MiHV Yy BUPOOHULITBI.
3amiHa abo BBeiEeHHA [0AAaTKOBOI
LiNbHUL BUPOBHULTBA /15
YyacTVHM abo BCbOro BUPOBHNYOro
npotiecy rotToBoro NikapcbLKoro
3acoby (gibHUUSA 418 BTOPUHHOTO
nakyBaHHs) - BBEA,EHHS
aNbTepHATUBHOI AiNbHULI A5
BTOPVHHOIO NakKyBaHHS
KOO®APMA, c.p.o., Yecbka
Pecny6nika Ta 3a3Ha4yeHHs
OYHKLIT 4Ns 3aTBEPAKEHOTO
BMpo6HMKa NPO.MEA.LC Mpara
a.c., Yecbka Pecnybnika
(BMPOGHULITBO 3a MOBHUM
LUUKIoM). 3MiHM | Tuny - 3MiHu 3
AkocTi. FoToBUMIA Nikapcbkuii 3aci6.
3MiHV Yy BUpO6HMUTBI. 3amiHa abo

112




Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs

BBEJEHHS 404aTKOBOT AifIbHUL
BVMPOGHMLTBA A/151 YacTUHN abo
BCbOro BUPOBHMYOro npovecy
roTOBOrO likapCbKOro 3acoby
(@inbHMUA ANA NePBUHHOTO
nakyBaHHs) - BBEAEHHS
anbTepHaTUBHOI AiNbHWL ANA
NepPBUHHOTO NaKyBaHHSA
KOO®APMA, c.p.o., Yecbka
Pecnyb6nika.
3MiHu | TURNY - AgMiHICTpaTUBHI
3MiHW. BunyyeHHs1 BUpOOHMYOT
AinbHULI (BKIOYAOYW AiNbHULL
ana A®l, npomikHOro npoayKTy
a60 roToBOro Nikapcbkoro 3acooby,
AiNbHUL ANS NPOBeAEeHHS
nakyBaHHS, BUPOBGHUKa,
BiANOBIAA/ILHOIO 3a BUNYCK Cepiid,
MicLe NpoBeAeHHSA KOHTPO/IH0
cepii) abo nocTavanbHrKa
BMXIZHOrO MaTepiasny, peareHTy
ab0 4ONOMIXHOT PEYOBUHN (SKLLO
3a3HayeHo y JOCLE) - BUSTYUYEHHS
BUpo6HMKa UNICHEM
LABORATORIES LIMITED, India
(BUPOOHNLTBO Ai04MX PEYHOBYH
Hydrochlorothiazide Ta Bisoprolol
fumarate). 3miHu | TUNY - 3MiHK 3
akocTi. CepTudpikar
BignosigHoCTI/IE-cepTucpikat
BiANOBIAHOCTI EBpONEeNnchbkil
thapmakonei/moHorpadii.
MopaHHA HoBOro abo OHOB/IEHOTO
cepTudiikaTa BignosigHocTi abo
BU/yYEHHS cepTudikaTa
BiANoBigHOCTI EBpoONechbkili
thapmakonei: gns Adl; ana
BUXiAHOIO
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpOGHNLTBI ADI; ans
[0MNOMDKHOT peyYOBUHU
(cepTuddikaT BigNOBIAHOCTI
€Bponeiicbkiin hapmakonei) -
OHoBNeHWit cepTudikaT Big yxe
3aTBEPKEHOrO0 BUPOGHMKA.
MofaHHA OHOBIEHOrO
cepTudikaTa BiANoOBIAHOCTI
€sponevicbkiin dpapmakonei Ne R1-
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs

CEP 2004-013-Rev 03
(3aTtBepaxeHo: R1-CEP 2004-013-
Rev 02) ans gito4oi peyoBrHU
Hydrochlorothiazide Big Bxe
3aTBEepAKEHOro BUpobHuka IPCA
LABORATORIES Ltd., IHgjs.
3MiHu | TUNY - 3MiHK 3 SKOCTI.
CeprtudpikaT BignosigHocTi/l E-
cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiii
thapmakonei/moHorpadii.
MopaHHA HoBOro abo OHOB/IEHOTO
cepTudiikaTa BignosigHocTi abo
BU/yYEHHS cepTudikaTa
BiANoBigHOCTI EBpONechbkili
thapmakonei: ans Adl; ana
BUXiAHOIO
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCSA
y BUpOGHNLTBI ADI; ans
[0MNOMDKHOT peyYoBUHU
(cepTuddikaT BigNOBIAHOCTI
€Bponeiicbkin hapmakonei) -
OHoBneHWi cepTuddikaT Big yxe
3aTBEPKEHOrO0 BUPOGHYMKA.
MofaHHA OHOBIEHOrO
cepTudikata BiZNoBiAHOCTI
€sponevicbkiin hapmakonei Ne R1-
CEP 2009-044-Rev 00
(3aTBEepaxeHo: RO-CEP 2009-044-
Rev 02) ans gitovoi peyoBuHU
Bisoprolol fumarate Big Bxe
3aTBEPAKEHOrO BUPOOHMKA
MOEHS IBERICA S.L., IcnaHis.
3MmiHu | TUNY - 3MiHK 3 SKOCTI.
CepTudpikat BignosigHoOCTI/lE-
cepTudikat BiANOBIAHOCTI
€Bponeiicbkii
thapmakonei/MoHorpadil.
MopaaHHA HoBOro abo OHOBIEHOTO
cepTudikaTa BignosigHocTi abo
BW/TyUYEHHS cepTudikaTa
BiANOBIAHOCTI EBpONENnchbkil
thapmakonei: ans Adl; ana
BUXIAHOTO
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTbCA
y BUPO6GHULTBI ADI; ans

[0MNOMIXHOT pEYOBUHM
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

(cepTuddikaT BigNOBIAHOCTI
€Bponeiicbkiin hapmakonei) -
OHoBneHWi cepTuddikaT Big yxe
3aTBEPKEHOrO0 BUPOGHYKA.
MofaHHA OHOBIEHOrO
cepTudikata BiANoOBIAHOCTI
€sponevicbkiin hapmakonei Ne R1-
CEP 2009-044-Rev 01 ans gitoyoi
peuoBuHu Bisoprolol fumarate Big,
BXE 3aTBEPKEHOr0 BUPOOHMKa
MOEHS IBERICA S.L., IcnaHis

106.

KOMBICO

Tabnetku, 5 mMr/6,25 mr
no 10 TabneTtok y
6nicTepi; no 3 a6o 10
6nicTepiB y KAPTOHHiIlA
Kopo6ui

NMPO.MEA.LIC
Mpara a.c.

Yecbka
Pecny6nika

BMPOGHULITBO 3a
MOBHVM LVK/IOM:
MPO.MEA.LC
Mpara a.c., Yecbka
Pecnyb6rnika;
nepBuHHE i
BTOPWHHE
nakyBaHHs:
KOO®APMA c.p.o.,
Yecbka Pecny6nika

Yecbka
Pecny6nika

BHECEHHS 3MiH 10 peecTpavLiiHnxX
mMaTtepianis: 3miHu | TUNy - 3MiHK 3
AKocTi. CepTudikat
BignosigHocTi/lE-cepTudikar
BiAMNOBIAHOCTI €BpPONENChKIl
thapmakonei/MoHorpadii.
MofaHHA HoBOro abo OHOB/IEHOTO
cepTudikaTa BignoBigHoOCcTi abo
BW/TyYEHHS cepTudikaTa
BiNOBIAHOCTI €BPONENCHKIi
hapmakonei: gnsa A®l; ana
BUXi4HOro
MaTepiany/peareHTy/NpoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpOGHULTBI ADI; Ans
[0MNOMDKHOT pEYOBUHM
(cepTudpikat BigNOBIAHOCTI
€Bponeiicbkiin hapmakonei) -
HoBwii cepTudikar Big HOBOro
BMPO6HMKaA (3amiHa abo
[OMOBHEHHS) NOAAHHSA HOBOrO
cepTucpikaTa BifANOBIAHOCTI
€ponelicbkiii hapmakonei Ne RO-
CEP 2012-250-Rev 01 gns gitouoi
peuoBuHK Hydrochlorothiazide Big
HOBOro BMpo6Huka SUZHOU
LIXIN PHARMACEUTICAL CO.,
LTD., China. 3miHu | Tuny - 3miHu
3 AIkOCTi. FOTOBWIA NiKapCbKuii
3aci6. 3MiHV Yy BUPOOHULITBI.
3amiHa abo BBeiEeHHA [0AAaTKOBOI
LiNbHUL BUPOBHULTBA /15
YyacTVHM abo BCbOro BUPOBHNYOro
npotiecy rotToBoro NikapcbLKoro
3acoby (gibHUUSA 418 BTOPUHHOTO
nakyBaHHs1) BBeAEHHS
aNbTepHATUBHOI AiNbHULI A5
BTOPWHHOIO MakKyBaHHS

3a peyenmom

UA/13792/01/01
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

KOO®APMA, c.p.o., Yecbka
Pecny6nika Ta 3a3Ha4yeHHs
QOYHKLIT 4N5 3aTBEPKEHOIO
BMpo6Huka NPO.MEA.LC Mpara
a.c., Uecbka Pecnyb6nika
(BMPOGHULITBO 3@ NOBHUM
LMKNOM). 3MiHW | Tuny - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHV Y BUPOOHMLTBI. 3amiHa abo
BBEJEHHS 404aTKOBOT AifIbHUL
BMPOGHMLTBA A/151 YaCTUHN abo
BCbOro BUPOBHMYOro npovecy
roTOBOrO NlikapCbKOro 3acoby
(@inbHMUA ANS NEPBUHHOIO
nakyBaHHs1) BBEEHHS
anbTepHaTUBHOI AiNbHWLI ANA
NepPBUHHOTO NaKyBaHHSA
KOO®APMA, c.p.o., Yecbka
Pecny6nika. 3miHun | Tvny -
AIMIHICTPaTMBHI 3MiHN.
BunyyeHHs BUPOOHMYOT AiNbHULL
(Brntovaroun ginbHuui ans Adl,
NMPOMIKHOro NpoAyKTy abo
roToBOro NikapcbKoro 3acooby,
AiNbHUL ANA NPOBeAEeHHS
nakyBaHHS, BUPOGHUKa,
BiANOBIAA/ILHOIO 3a BUNYCK Cepiid,
MicLe NpoBeAeHHSA KOHTPO/II0
cepii) abo nocTavanbHVKa
BMXIZHOrO MaTepiasny, peareHTy
ab0 4ONOMIXHOT PEYOBUHN (SKLLO
3a3HayeHo y JOCbE) BUYUYEHHS
BUpo6HMKa UNICHEM
LABORATORIES LIMITED, India
(BUPOOHNLTBO Ai04MX PEYHOBYH
Hydrochlorothiazide Ta Bisoprolol
fumarate). 3miHu | TURY - 3MiHK 3
akocTi. CepTudpikar
BignosigHoCTI/TE-cepTucpikat
BiANOBIAHOCTI EBpONEeNnchbkil
thapmakonei/moHorpadii.
MopaHHA HoBOro abo OHOB/IEHOTO
cepTudiikaTa BignosigHocTi abo
BU/yYEHHS cepTudikaTa
BiANoBigHOCTI EBpONechbkili
thapmakonei: gns Adl; ana
BUXiAHOIO
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, W0 BUKOPUCTOBYIOTHCS
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

y BUPOGHULTBI ADI; ans
[0MOMIXHOT PEYOBUHN
(cepTudpikat BiANOBIAHOCTI
€Bponeiicbkin hapmakonei) -
OHoOBReHWi cepTuddikaT Big yxe
3aTBEPAKEHOrO BUPOOHMKA -
nofaHHsA OHOB/IEHOrO cepTuduikaTa
BiANOBIAHOCTI EBpoONechbkili
thapmakonei Ne R1-CEP 2004-
013-Rev 03 (3aTBEpAXEHO: R1-
CEP 2004-013-Rev 02) ans
LitoY0i pevyoBuHU
Hydrochlorothiazide Big Bxe
3aTBepAKeHOro BupobHuka IPCA
LABORATORIES Ltd., IHgjs.
3MiHu | TUnNY - 3MiHK 3 SKOCTI.
CeprtudpikaT BignosigHocTi/l E-
cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiii
thapmakonei/moHorpadii.
MopaHHA HoBOro abo OHOB/IEHOTO
cepTudiikata BignosigHocTi abo
BU/yYEHHS cepTudikaTa
BiANoBigHOCTI EBpoONechbkili
thapmakonei: gns Adl; ana
BUXiAHOIO
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpOGHNLTBI ADI; ans
[0MNOMDKHOT peyYoBUHU
(cepTuddikaT BigNOBIAHOCTI
€Bponeiicbkin hapmakonei) -
OHoBNeHWi cepTuddikaT Big yxe
3aTBEPAKEHOr0 BMPOGHHMKA -
nofaHHA OHOBJ/IEHOro cepTudikaTa
BiANoBigHOCTI EBpoONechbkili
thapmaxonei Ne R1-CEP 2009-
044-Rev 00 (3aTBEpAXEHO: RO-
CEP 2009-044-Rev 02) gns
njro4oi pevosuHK Bisoprolol
fumarate Big Bxe 3aTBEpAKEHOro
BUpo6bHMKa MOEHS IBERICA S.L.,
Icnanis
3MmiHu | TUNY - 3MiHK 3 SKOCTI.
CepTudpikat BignosigHoOCTI/lE-
cepTudikat BiANOBIAHOCTI
€Bponeiicbkii
thapmakonei/MoHorpadil.
MogaHHA HoBOro abo OHOB/IEHOTO
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

cepTudiikaTa BignosigHocTi abo
BU/yYEHHS cepTudikaTa
BiANoBigHOCTI EBpoONechbkili
thapmakonei: ans Adl; ana
BUXiAHOIO
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA
y BUpOGHNLTBI ADI; aAns
[0MNOMDKHOT peyYoBUHU
(cepTuddikaT BigNOBIAHOCTI
€Bponeiicbkiin hapmakonei) -
OHoBNeHWit cepTudikaT Big yxe
3aTBEPAKEHOr0 BMPOGHHMKA -
nofaHHA OHOBJ/IEHOro cepTudikaTa
BiANoBigHOCTI EBpONechbkili
thapmaxonei Ne R1-CEP 2009-
044-Rev 01 gns fjto4oi peqyoBuHN
Bisoprolol fumarate Big, Bxe
3aTBEPKEHOIO BUPOGHMKA
MOEHS IBERICA S.L., IcnaHis

107.

KONALUN®

Tabnetku; no 6 aéo 10
TabneTtok y 6rictepax;
no 10 Tabnetok y
6nictepi; no 1 a6o no 2
6nictepy B nauuj

MAT "Tanuucpapm"

YkpaiHa

MNAT
"Knismegnpenapar”

YkpaiHa

BHECEHHS 3MiH 10 peecTpavLiiHnX
marepianis: 3MiHu | TUNy - 3mMiHa
TepMmiHy npugartHocTi A®|
AueTuncaniynnosa KucnoTa,
Shandong Xinhua Pharmaceutical
Co. LTD, Kutaii 3 4 pokiB Ha
TEPMiH NePeKOHTPOI0 — 3 POKK

6e3 peyenma

UA/2930/01/01

108.

KPUHOH®

renb BariHabHW 8 %;
no 1,45r (wo
Bignosigae fosi ans
BBeAeHHs 1,125T) B
0[IHOA,030BOMY
annikartopi, BknageHomy
B bararoLuapoBy
ynakoBky; no 6 a6o 15
0f}HO[1030BMX
ansikaTopiB y KapTOHHIi
KopooLi

Apec TpeiigiHr C.A.

LLiBeiiuapis

Brpo6HMK
Hepo3acoBaHol
npoaykuii Ta
KOHTPO/Ib SIKOCTI:
JeHapoH bpeHac
Nimites,
BenukobpuTaHis;
KoHTposb AkocTi:
Xepg, MaHgi
PiuapacoH Niviten,
BenukobputaHis;

lMepBUHHA ynakoBka:

mMaponak ar,
LLiBeiiuapis;
BTopuHHa ynakoska
Ta BUNycK cepii:
LieHtpan ®apma
(KoHTpaxT MekiHr)
NiviTeg,
BenukobputaHis

Benukobput
aHis/
LBeliuapis

BHECEHHS 3MiH [0 peecTpavuiliHnX
MaTtepianis: 3mMiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
MiCLSt MPOBAMKEHHS AiANbHOCTI
BMPOGHMKa/iMnopTepa rotosoro
nNikapcbKoro 3acoby, BKIOUaUn
OinbHUL BUNYycKy cepii abo micue
NPOBELEHHSA KOHTPOJTO AKOCTI.
(misnbHICTb, 3a AKy BignoBifae
BMPOGHMK/iIMNopTep, He
BK/THOHAI0UM BUMYCK CEPiit). 3miHa
Ha3Bu Ta agpecy BUpo6Huka M3,
6e3 3MiHN MicLA BUPOGHMLTBA.
3MiHV BHECEHO B iHCTPYKLiO oNs
MeAMYHOro 3acTOCyBaHHS LWoA0
HaliMeHyBaHHA Ta
MiCLie3HaXOMKEHHS BUPOOHMKA 3
BiANOBIAHUMW 3MiHAMW Y TEKCTi
MapKyBaHHS YNakoBKW Nikapcbkoro
3aco6y.

3a peyenmom

UA/3490/01/01
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
BBefeHHs1 3MiH NpoTArom 6-u
MicSILLIB NiCNs 3aTBEPKEHHS.
109. | TA3O/IBAH® Kancynm 3 TOB "CaHodhi- YkpaiHa BUPOBHMLTBO, HimeuuunHa/ BHECEHHS 3MiH [JO peecTpaviliHnx 6e3 peyenma UA/3430/02/01
MAKC MPOJIOHrOBaHOLO A€o MO ABEHTIC YKpaiHa" KOHTPO/Ib SIKOCTI, dpaHuis mMartepianis: 3MiHu Il TMny - 3MiHK
75 wmr no 10 kancyn y nakyBaHHs, BHECEeHO [0 iHCTPYKUiT Ans
6nicTepi; no 1,2 abo 5 MapKyBaHHs, BUMYCK MeZMNYHOro 3aCTOCyBaHHs
6nicTepiB B KAPTOHHI cepii: bepiHrep NiKapcbKoro 3acoby Ao po3ainy
KopooLi IHrenbxaim ®apma "®apMakonoriyHi B1acTneocTi®.
vm6X i Ko. KT, BBefieHHs1 3MiH NpoTArom 6-Tu
HimeuunHa; MiCSILiB MiCNsi 3aTBEPAYKEHHS
nakyBaHHs,
MapKyBaHHS, BUNYCcK
cepii: Aenbcapm
Peiimc, ®paHuis
110. | NEBIHOPUH PO34uH opasibHUiA, 100 CaHpo3 CnoseHis Pewmegika iTg, Kinp Kinp/ BHECEHHS 3MiH [0 peecTpaviliHnx 3a peyenmom UA/15634/01/01
mr/mn; no 300 mny dapmacbloTikans (BUPOGHMLTBO "in HimeuunHa marepianis: 3MiHU | TUMY - 3MiHW
dhonakoHi; no 1 dpnakoHy o.4. bulk", nakyBaHHs); oo 6e3nekn/edeKTMBHOCTI Ta

Ta OpasIbHOMY LUNpULY y
KapTOHHI KOpoo6Li

Cantotac Papma
v6X, HimeyunHa
(Bunyck cepiit)

thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cuctemy chapmakoHarnsgy,
3MiHa yNOBHOBaXEHOI 0co6Y,
BiiNOBIAaIbHOT 32 3iICHEHHS
thapmakoHarnsgy; KOHTakTHOT
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 3MiAICHEHHS
hapmakoHarnsgy B YkpaiHi, SKLo
BOHa BiZiMiHHa Bif, yNOBHOBaXeHOI
ocobu, BiANOBIAA/IbHOI 3a
3[jicCHeHHs1 hapmakoHarnagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
mMacTtep-aiina cucremu
thapmakoHarnagy) - amiHa
YNOBHOBaXEHOT 0COOM 3asBHMKA,
BignoBiganbHOI 3a
thapmakoHarnag,
MponoHosaHa pegakuisa: David J
Lewis, B.Sc (Hons), Ph. D. 3miHa
KOHTaKTHUX AaHMX YNOBHOBaXXEHOT
0Cco6U 3asBHVKa, BiANOBiAaIbHOI
3a hapmakoHarnsg,. 3miHa
KOHTaKTHOT 0CO6U YNOBHOBaXXEHOT
0co6u 3asBHVKa, BiANOBiAaIbHOI
3a 3pjicHeHHs chapmakoHarnsgy B
YkpaiHi. [ponoHoBaHa pefakuis:
Opnos B’avecnas Biktoposuy.
3MiHa KOHTaKTHUX AaHnX
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

KOHTaKTHOI 0CO6U YNOBHOBaXXEHOT
0co6u 3asiBHMKA, BiANOBiAa/IbHOT
3a 3fjiicHeHHs hapMakoHarnsay B
YkpaiHi. 3MiHa MicuA 34iACHEHHS
OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnagy. 3miHa
MiCLie3HaxX0MKeHHs MacTep-
thaiina cuctemmn hapmakoHarnsgy
Ta lioro Homepa

111.

NEBOKING

PO34MH ANs iHdysii, 5
mr/mn, no 100 mn
PO34UHY B KOHTEIHEPI;
no 1 KoHTelHepy B
nakerti

Aypo6iHgo dapma
nTg

IHgis

Aypob6iHgo Papma
Nimiteg, - OHIT IV

IHais

BHECEHHS 3MiH A0 peecTpauiiHnx
marepianis: 3MiHW | TUNY - 3MiHK
Loao 6esnekn/edeKTMBHOCTI Ta

hapmakoHarnagy - BHECEHHS 3MiH
00 po3giny “MapkyBaHHSA" MKA

n3s.

3anponoHosaHo: MAPKYBAHHA
3rigHo 3aTBEPAXEHOrO TEKCTY
MapKyBaHHs. OHOB/IEHHS TEKCTY
MapKyBaHHS yMakoBKM IKapCbKOro
3acoby BignoBigAHO A0 BUMOT
Haka3y MO3 YkpaiHu Bif,
23.07.2015 p. Ne460 3 BHECEHHAM
iHbopmauii Wwoao 3a3HavYeHHs
OVHVLb BUMIPIOBAHHS Y CUCTEMI
Sl

3a peyenmom

UA/15187/01/01

112.

NEBOKCUMEA

TabneTku, BKpUTI
N1iBKOBOK 060JI0HKOIO,
no 500 mr no 7 Tabnetok
y 6nicTepi; no 1
6nicTepy B KAPTOHHiIl
Kopoo6ui

YOPNJ, MEAVNLMH
NIMITES

Benvka
BpuTtaHis

Biochapma lnay CaH.

Be Timpk. A.LL.,
TypeuuuHa; YOPN[,
MEANLWH INAY
CAH. BE TIOX.
A.l., TypeuunHa

TypeyunHa

BHECEHHS 3MiH 10 peecTpaviliHnX
marepianis: 3MiHW | TUMY - 3MiHK
oao 6e3snekn/edeKTMBHOCTI Ta

thapmMakoHarnagy - BHeCEeHHS 3MiH
00 po3giny “MapkyBaHHs" MKA

n3

3anpornoHoBaHo: Mapkuposka. B
COOTBETCTBUN C YTBEPXKAEHHBIM

TEKCTOM MapKnpoBKM OHOB/IEHHS

TEKCTY MapKyBaHHS yNnakoBKu

NiKapcbKoro 3aco6y 3 BHECEHHAM

iHchopmauii LWoAo 3a3HavYeHHs

O[VHULb BUMIPIOBAHHSA Y CUCTEMI

S| Ta 3a3HayYeHHs gatu
BMPOGHULTBA. BBEAEHHS 3MiH
NpOTArom 6-Tv MicALiB nicns
3aTBEPMHKEHHS

3a peyenmom

UA/12659/01/01

113.

NEBOKCUME],

po3unH A4na iHdysiii, 500
Mr/100 mn; no 100 mny
chnakoHi; no 1 dpnakoHy

YOPAA, MEAVLH
I/IAY CAH. BE
TIDK. A.LL.

TypeuunHa

Mecpap Inay Cak.
A.LL.

TypeyuunHa

BHECEHHS 3MiH [0 peecTpavLiliHnX
marepianis: 3mMiHW | TUNY - 3MiHK
LoAo 6esnekn/edeKTMBHOCTI Ta

3a peyernmom

UA/14634/01/01
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

Y KapTOHHiIll kopoobLi

hapmakoHarnsgy - 3amiHa
rpaciyHoro ohopmMIEHHS
nepBMHHOI Ta BTOPUHHOI YNaKoBOK
Ha TEKCT MapKyBaHHS yNakoBOK 3
BigNoBigHMMM 3MiHaMKM A0
po3ginis MKA N3 (po3gin
«[padhnyeckoe ochopmneHune
ynakoskmn» (CornacHo
npunaraeMbiM MakeTam) 3amiHeHO
po3zginom «MapkmpoBka»( B
COOTBETCTBUM C YTBEPXKAEHHBIM
TEKCTOM MapK1pOoBKN)).
OHOBJIEHHS TEKCTY MapKyBaHHsI
yMakoBKM NiKapcbKoro 3acoby 3
BHECEHHSAM iHdhopMaLi Lwoao
3a3HaYeHHS OAUHULb
BMMIpIOBaHHSA y cuctemi Sl Ta
BUTYYEHHS TEKCTY MapKyBaHHSA
pocilicbKoto MOBOI. BBeaeHHs
3MiH NPOTAroM 6-Tu MicsLiB nicns
3aTBEPAKEHHS

114.

NEBO®/IOKCALN
H

PO34MH ANs iHduysii 0,5
%; no 100 mn a6o no
150 mn y nnsawwj; no 1
nASWYi y navui

MpuBatHe
akuioHepHe
TOBapUCTBO

"IHdy3ia"

Ykpaina

MNpuBaTHe
akuioHepHe
TOBapUCTBO

"IHgpy3isn”

YKpaiHa

BHECEHHS 3MiH A0 peecTpauiiHnx
marepianis: 3MiHW | TUNY - 3MiHK
BHECEHO B IHCTPYKLito ANs
MeAMYHOro 3acTOCyBaHHs
nikapcbkoro 3acoby A0 po3ainy
"Oco61BOCTI 3aCTOCYBaHHA" Ta
"Mo6iyHi peakuii" BigNoBigHO A0
OHOB/IEHOT iHdhopMaLlii 3 6e3neku
3aCTOCYyBaHHS fil040I Pe4OBUHM;
CYNyTHSI 3MiHa
- 3MiHM Wo[0
6e3nekn/edeKkTUBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo
3miHa(1) Ao 3060B'A3aHb Ta yMOB
BMAauvi peectpauiiHoro
nocBigyeHHs, skaovaoun Mnax
yrpasniHHA pusnkamm
(3acTocyBaHHsI TEKCTY, SIKUIA
MOTOMKEHNI 3 KOMMETEHTHUM
opraHom). 3mMiH1 BHECEHO [0
4yacTuH V «3axou 3 MiHimisaLji
pusukiB», VI «Pe3tome nnaHy
yrpasAiHHA pU3NKaMu», y 38’3Ky
i3 OHOB/IEHHNMUW pekoMeHAaLissMu
PRAC

3a peyenmom

UA/12726/01/01

115.

NEBO®J/IOKCALN

TabneTkn, BKPUTI

Makneoac

IHAis

Makneogac

IHAis

BHECEHHS 3MiH [10 peecTpaLiliHnX

3a peyenmom

UA/15003/01/01
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
H 250 N1iBKOBOK 060JI0HKOIO, PapmacboTukanc dapmacboTukanc marepianis: 3MiHW | TURY - 3MiHK
no 250 mr; no 20 Nimiten Nimiten Loao 6e3nekn/edeKTMBHOCTI Ta
TabneTtok y 6nictepi; no hapmMakoHarnagy - OHOB/IEHHSA
5 6nicTepiB y KAPTOHHIN TEKCTY MapKyBaHHS yNakoBKW
ynakosLi; no 10 nikapcbKoro 3acoby 3 BHECEHHSAM
TabneTtok y 6nictepi; no iHhopmauii Wwoao 3a3HaYeHHs
9 abo 10 6nicTepiB y OAVHVLb BUMIPIOBAHHS Y CUCTEMI
KapTOHHI ynakoBL,i Sl. BBHeCeHHs 3MiH 0 po3ainy
«MapkyBaHHs» MKA N13.
3anponoHosaHo: MAPKYBAHHA
3rigHO 3aTBEpPL)KEHOro TEKCTY
MapkyBaHHS. TepMiH BBEAEHHS
3MiH - NPOTAroM 6 MicAUiB nicns
3aTBEPMKEHHSA
116. | NIEBO®J/IOKCALN TabneTku, BKPUTI Makneoac IHAis Makneogc IHais BHECEHHS 3MiH [J0 peecTpaviliHnx 3a peyenmom UA/15003/01/02
H 500 NAiBKOBOK 060/TI0HKOH0, dapmacbloTukanc dapmacbloTukanic marepianis: 3MiHW | TUNY - 3MiHK
no 500 wmr; no 20 Nimiteq Nimiten Loao 6e3nekn/edeKTBHOCTI Ta
TabneTtok y 6nictepi; no hapMakoHarnagy - OHOB/IEHHSA
5 6nicTepiB y KApPTOHHIA TEKCTY MapKyBaHHS1 yNakoBKu
ynakosui; no 10 nikapcbKoro 3acoby 3 BHECEHHSAM
TabneTtok y 6nictepi; no iHbopMmaLii woa0 3a3HaYeHHS
9 abo 10 6nicTepiB y OAVHWLb BUMIPIOBAHHS Y CUCTEMI
KapTOHHI ynakoBLi Sl. BBHeCeHHs 3MiH 0 po3giny
«MapkyBaHHA» MKA /13.
3anponoHosaHo: MAPKYBAHHA
3rigHo 3aTBEPAXEHOrO TEKCTY
MapKyBaHHS. TepMiH BBEAEHHS
3MiH - NpOTArom 6 MicsiyiB nmicns
3aTBEPMKEHHS
117. | NEBO®DJ/IOKCALN TabneTku, BKPUTI Makneoac IHais Makneogc IHais BHECEHHS 3MiH [0 peecTpaviliHnx 3a peyenmom UA/15003/01/03
H 750 N/1iBKOBOK 06GOJIOHKOH, dapmacbioTrKanc dapmacboTHKasc marepianis: 3MiHW | TUMY - 3MiHW
no 750 mr; no 10 NimiTen Nimiten oo 6e3nekun/edeKTMBHOCTI Ta
TabneTtok y 6nictepi; no hapMakoHarnagy - OHOB/EHHS
10 6nicTepiB y TEKCTYy MapKyBaHHS ynakoBK/
KapTOHHI ynakoBLi NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmauii LWoao 3a3HaveHHs
OAVHWLb BUMIPOBAHHS Y CUCTEMI
Sl. BBHeCeHHs 3MiH 10 po3giny
«MapkyBaHHA» MKA /13.
3anponoHosaHo: MAPKYBAHHA
3rigHO 3aTBEP)KEHOTO TEKCTY
MapKyBaHHS. TepMiH BBEEHHS
3MiH - NpOTAroM 6 MicAuiB micns
3aTBEPAKEHHS
118. | IEBO®DJ/IOKCALUMA MOPOLLIOK (cy6cTaHuis) y Yemo |6epika, C.A. Icnanis Kimika CiHTeTika, Icnanis BHECEHHS 3MiH 10 peecTpaLintHux - UA/14592/01/01
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

HY FrEMIFAPAT

noABINHMX
nonieTUIeHOBNX
naketax ans
thapmaLeBTUYHOro
3aCTOCYBaHHS

C.A.

mMarepianis: 3miHu | TUny -
AAMiHICTpaTUBHI 3MiHK. 3MiHa
Ha3su APl abo JOMNOMDKHOT
peyoBuHY
— nNpuBeAeHHA Ha3Bn Al y
BiANOBIAHICTb A0 BUMOT
MoHorpadgii «Levofloxacin
hemihydrate» EP (3aTBepgeHo:
NeBoch/IOKCALMH; 3anpONOHOBaHO:
neBoiokcaumHy remirigpar).
3MiHu | TURY - 3MiHK 3 aKocTi. AL,
CrabinbHicTb. 3MiHa nepiogy
NOBTOPHWX BMNPOGyBaHb/nepiogy
36epiraHHa abo yMoB 36epiraHHsi
A®I (3a BigCyTHOCTI y
3aTBEPKEHOMY [JOCbE
cepTudcpikaTa BiANOBIAHOCTI
€Bponeiickbkili hapmakonei, Lo
BK/IHOYA€E Nepios MOBTOPHOroO
BMNpobyBaHHs) (nepiog,
NOBTOPHOro BUNpobyBaHHsA/nepios
36epiraHHs) - 36iNbLUeHHsT abo
BBE/IeHHs Nnepiofy MOBTOPHOTO
BUNPOBYBaHHs/Nepioay
36epiraHHa Ha OCHOBI pe3y/bTaTiB
[OCnigpKeHb y peasibHOMY yaci —
36iMbLUEHHS Nepioay
NepekoHTPOIO (3aTBEpKeHO: 3
POKU; 3aMpPONOHOBaHO: 4 PoKK).
3MiHu Il TUNY - 3MiHK 3 AKOCTI.
A®I. (iHwWi 3mMiHW) — nogaHo
OHoBJIeHyY Bepcito DMF Ha AdI
neBodhiokcaumHy remirigparty Big,
BMpo6HMKa QUIMICA SINTETICA,
S.A., Icnanis (3aTBepgXeHo: LV-
QS2-ED.06-E-USP-SEPTEMBER
2016; 3anponoHoBaHo: LV-QS2-
ED.07-E-EP-OCTOBER 2020), 3
BiANOBIAHMMM 3MiHAMU Y
cneuudikayii i meTogax
KOHTPO/I10, Y TOMY YMCAi 3MiHa
BEPXHbLOI MeXi KiflbKiCHOro BMiCTy
A®| (3aTBEpMKEHO: Big 98,0% A0
102,0% (Ha 6e3BOAHY OCHOBY);
3anponoHoBaHo: Bif 98,0% fo
101,0% (Ha 6e3BogHYy
cybcTaHLi)).

119.

NEHANIAOMIJ-
TEBA

Kancynu Teepai no 2,5
Mr, Mo 21 kancyniy

TOB "TeBa YkpaiHa"

YkpaiHa

MNIBA XpBaTcka
4.0.0.

Xopsaris

BHECEHHS 3MiH 10 peecTpavLiiHnxX
MaTepianis: 3MiHu | Tuny -

3a peyenmom

UA/17643/01/01

123




Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

6nicTepi; no 1 6nictepy
B KOpoO6Lj; no 7 kancyny
6nictepi; no 3 6nictepu
B KOpOO6Li

BHECEHHS 3MiHM A0 po3ainy
3.2.S.2.1. Bupo6Hukun(n), a came:
3MiHa HaliMeHyBaHHSs Ta afpecu
BflaCcHUKa mactep-caiina Ha Adl,
6e3 3MiHN MicLA BUPOGHMLTBA:
3anponoHoBaHo: Teva
Pharmaceutical Industries Ltd. 5
Basel St., Petach Tikva Israel,
4951033
DMF Holder Contact Information
Teva Pharmaceutical Industries
Ltd. Teva Active Pharmaceutical
Ingredients Division (Teva API)
5 Basel Street, P.O. Box 3190
Petach Tikva 4951033, Israel;
3MiHV | TUMY - BUNYYEHHS AiNbHUL
DELMAR CHEMICALS INC.,
Canada, ge 3gilicHioBanacb
MIKpOHi3auis 41 Ailo4oi pevoBUHN
TNeHanigomia rigpoxnopug rigpart.
Bupo6HMya ainbHuus, Wo
3anmwmnack (Micro-Macinazione
SA, Switzerland) — BKoHye Ti cami
GOYHKLT, L0 BUAYyYeHa; 3MiHN |
TUNY - BHECEHHS 3MiHW A0 PO34iny
3.2.S.2.1. Bupo6Hukun(n), a came:
BBEAEHHS [0AATKOBOI AiNbHUL
PLIVA Croatia Ltd. (TAPI Croatia),
po3TalloBaHol 3a aApecoro:
Production SM Prudnicka cesta 54
10291 Prigorje Brdovecko Croatia,
[e 30iCHI0ETLCS MIKpPOHi3aLis Ans
Aitoyoi pevyoBuHY JleHanigomiz,
rigpoxnopwug, rigpart 4o Bxe
3aTBepMAXEHOT AinbHuui Micro-
Macinazione SA, Switzerland

120.

NEHANIAOMIJ-
TEBA

Kancynu TBepai no 5 wmr,
no 21 kancyniy
6nicTepi; no 1 6nictepy
B KOpOO6Lj; MO 7 Kancyny
6nicTepi; no 3 6rictepu
B KOpOO6L

TOB "TeBa YkpaiHa"

Ykpaina

MNIBA XpBartcka
a.0.0.

Xopsaris

BHECEHHS 3MiH A0 peecTpauiiHnx
mMaTtepianis: 3MiHu | Tuny -
BHECEHHS 3MiHM A0 po3ainy
3.2.S.2.1. Bupo6Huku(n), a came:
3MiHa HaliMeHyBaHHS Ta agpecu
BnacHvka mactep-caiina Ha Adl,
6€3 3MiHN Micusl BUPOOHMLTBA:
3anponoHoBaHo: Teva
Pharmaceutical Industries Ltd. 5
Basel St., Petach Tikva Israel,
4951033
DMF Holder Contact Information

3a peyenmom

UA/17643/01/02
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

Teva Pharmaceutical Industries
Ltd. Teva Active Pharmaceutical
Ingredients Division (Teva API)
5 Basel Street, P.O. Box 3190
Petach Tikva 4951033, Israel;
3MiHW | TUNY - BUNYYEHHS OiNTbHULL
DELMAR CHEMICALS INC.,
Canada, ge 3gilicHioBanacb
MIKPOHi3aList 4715 4ito4oi pevyoBUHU
Nenanigomig rigpoxnopug rigpart.
Brpo6Huya ginbHuuS, Wwo
3anuwmnack (Micro-Macinazione
SA, Switzerland) — BrKoOHye Ti cami
hyHKLUi, WO BUTyYeHa; 3MiHu |
TUNY - BHECEHHS 3MiHWN [0 po3Ainy
3.2.S.2.1. BupobHuku(n), a came:
BBeAEHHS A0AATKOBOI AiNbHML
PLIVA Croatia Ltd. (TAPI Croatia),
po3TalloBaHol 3a afpecoro:
Production SM Prudnicka cesta 54
10291 Prigorje Brdovecko Croatia,
[e 30iCHIETbCA MIKpPOHi3aLis Ans
Ailo4oi peyoBrHY JleHanigomin,
rigpoxnopug rigpat Ao Bxe
3aTBepMKEHOT AinbHuLi Micro-
Macinazione SA, Switzerland

121.

NEHANIAOMIJ-
TEBA

Kancynu Teepai no 7,5
Mr, Mo 21 kancyniy
6nicTepi; no 1 6nictepy
B KOpO6L; no 7 kancyny
6nictepi; no 3 6rictepn
B KOpOOLi

TOB "TeBa YkpaiHa"

YkpaiHa

MNIBA XpBaTcka
4.0.0.

Xopsaris

BHECEHHS 3MiH 0 peecTpaviniHnx
MaTepianis: 3MiHu | Tuny -
BHECEHHS 3MiHM J0 po3ainy
3.2.S.2.1. BupobHuku(n), a came:
3MiHa HallMeHyBaHHS Ta agpecu
B/lacHuKa mactep-aiina Ha Adl,
6e3 3MiHN MicLA BUPOBHMLTBA:
3anpornoHoBaHo: Teva
Pharmaceutical Industries Ltd. 5
Basel St., Petach Tikva Israel,
4951033
DMF Holder Contact Information
Teva Pharmaceutical Industries
Ltd. Teva Active Pharmaceutical
Ingredients Division (Teva API)
5 Basel Street, P.O. Box 3190
Petach Tikva 4951033, Israel;
3MiHW | TUNY - BUNYYEHHS OiNbHULL
DELMAR CHEMICALS INC.,
Canada, ge 3gilicHioBanach
MIKpOHi3auis 4515 4itoHoi pevoBUHU
JNleHanigomia rigpoxnopug rigpart.

3a peyenmom

UA/17643/01/03
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

Bupo6Huya ginbHuuA, wo
3anmwmnace (Micro-Macinazione
SA, Switzerland) — BUkoHye Ti cami
hyHKLi, WO BUIyYeHa; 3MiHu |
TUMY - BHECEHHS 3MiHW A0 po3giny
3.2.S.2.1. BUpo6Huku(u), a came:
BBEJEHHS 404aTKOBOT AifIbHUL
PLIVA Croatia Ltd. (TAPI Croatia),
po3TalloBaHol 3a aApecoro:
Production SM Prudnicka cesta 54
10291 Prigorje Brdovecko Croatia,
[e 30iiCHIETLCS MIKpOHi3aLis ans
Aito4oi peyoBvHY JleHanigomig,
rigpoxnopug rigpart oo Bxe
3aTBEpPAXEHOI AinbHUui Micro-
Macinazione SA, Switzerland

122.

NEHANIAOMIA-
TEBA

Kancynu teepai no 10
Mr, no 21 kancyniy
6nictepi; no 1 6nictepy
B kOpoO6Li; No 7 kancyny
6nicTepi; no 3 6nictepu
B KOpPOOL|i

TOB "TeBa YkpaiHa"

YKpaina

MNIBA XpBartcka
4.0.0.

Xopsaris

BHECEHHS 3MiH O peecTpaviliHnX
marepianis: 3miHu | Tuny -
BHECEHHS 3MiHM A0 po3ainy
3.2.5.2.1. Bupo6Hukun(n), a came:
3MiHa HalilMeHyBaHHA Ta agpecu
B/laCHUKa mactep-haiina Ha Adl,
6e3 3MiHN MicLA BUPOBGHMLTBA:
3anpornoHoBaHo: Teva
Pharmaceutical Industries Ltd. 5
Basel St., Petach Tikva Israel,
4951033
DMF Holder Contact Information
Teva Pharmaceutical Industries
Ltd. Teva Active Pharmaceutical
Ingredients Division (Teva API)
5 Basel Street, P.O. Box 3190
Petach Tikva 4951033, Israel;
3MiHM | TUNY - BUNYYEHHS GiNTbHULL
DELMAR CHEMICALS INC.,
Canada, ge 3gilicHioBanacb
MiKPOHi3aList 4715 4ito40i pevyoBUHN
NeHanigomig, rigpoxniopua, rigpar.
Bupo6Huya ainbHuuA, Wwo
3anmwmnack (Micro-Macinazione
SA, Switzerland) — BUKOHYE Ti cami
YHKLT, WO BUYyYeHa; 3MiHN |
TUNY - BHECEHHS 3MiHW A0 pPO34iny
3.2.5.2.1. Bupo6Hukun(n), a came:
BBEleHHS 404aTKOBOT AifIbHUL
PLIVA Croatia Ltd. (TAPI Croatia),
po3TalloBaHol 3a aApecoro:
Production SM Prudnicka cesta 54

3a peyenmom

UA/17643/01/04
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

10291 Prigorje Brdovecko Croatia,
[e 30iCHI0ETLCS MIKpPOHi3aLis ans
Aitoyoi pevyoBuHY JleHanigomiz,
rigpoxnopwug, rigpart 4o Bxe
3aTBepMAXEHOT AinbHuLi Micro-
Macinazione SA, Switzerland

123.

NEHANIAOMIJ-
TEBA

Kancynu TBepai no 15
Mr, no 21 kancyniy
6nicTepi; no 1 6nictepy
B KOpOO6Lj; no 7 kancyny
6nicTepi; no 3 6rictepu
B KOpOO6L

TOB "TeBa YkpaiHa"

Ykpaina

MNIBA XpBartcka
a.0.0.

Xopsaris

BHECEHHS 3MiH A0 peecTpauiiHnx
mMaTtepianis: 3MiHu | Tuny -
BHECEHHS 3MiHK A0 po3ainy
3.2.S.2.1. Bupo6Hukn(n), a came:
3MiHa HalilMeHyBaHHS Ta agpecu
BnacHvka mactep-taiina Ha Adl,
6€3 3MiHN Micus BUpOOHMLTBA:
3anpornoHoBaHo: Teva
Pharmaceutical Industries Ltd. 5
Basel St., Petach Tikva Israel,
4951033
DMF Holder Contact Information
Teva Pharmaceutical Industries
Ltd. Teva Active Pharmaceutical
Ingredients Division (Teva API)
5 Basel Street, P.O. Box 3190
Petach Tikva 4951033, Israel;
3MiHV | TUMY - BUNYYEHHS AiNbHUL
DELMAR CHEMICALS INC.,
Canada, ge 3gilicHioBanachb
MIKpOHi3auis Ansa Aito4oi peyoBuHN
NeHanigomig, rigpoxopwvg, rigpar.
Bupo6Huya ginbHuUS, Wwo
3amwnnace (Micro-Macinazione
SA, Switzerland) — BukoHye Ti cami
OYHKLT, WO BUNYyYeHa; 3MiHN |
TUMY - BHECEHHA 3MiHW [0 po3giny
3.2.S.2.1. Bupo6Hukn(n), a came:
BBEEHHA A0AATKOBOI AiNbHALL
PLIVA Croatia Ltd. (TAPI Croatia),
po3TaloBaHoi 3a afpecoto:
Production SM Prudnicka cesta 54
10291 Prigorje Brdovecko Croatia,
[e 30iNCHI0ETLCS MiKPOHi3auist gnis
Aitoyoi pevyoBuHY JleHanigomiz,
rigpoxnopug, rigpart 4o Bxe
3aTBEPAKEHOI AinbHULi Micro-
Macinazione SA, Switzerland

3a peyenmom

UA/17643/01/05

124.

NEHANIAOMIA-
TEBA

Kancynu Teepai no 20
Mr, no 21 kancyniy
6nicTepi; no 1 6nictepy

TOB "TeBa YkpaiHa"

YkpaiHa

MNIBA XpBaTcka
A.0.0.

Xopsaris

BHECEHHS 3MiH 10 peecTpavintHnx
mMarepianis: 3miHu | TUny -
BHECEHHS 3MiHM A0 po3ainy

3a peyenmom

UA/17643/01/06
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

B KOpOO6L; no 7 kancyny
6nicTepi; no 3 6rictepu
B KOpPOO6Li

3.2.S.2.1. BupobHuku(n), a came:
3MiHa HaliMeHyBaHHS Ta agpecu
B/lacHuKa macTep-aiina Ha Adl,
6e3 3MiHN MicLA BUPOGHMLTBA:
3anponoHoBaHo: Teva
Pharmaceutical Industries Ltd. 5
Basel St., Petach Tikva Israel,
4951033
DMF Holder Contact Information
Teva Pharmaceutical Industries
Ltd. Teva Active Pharmaceutical
Ingredients Division (Teva API)
5 Basel Street, P.O. Box 3190
Petach Tikva 4951033, Israel;
3MiHW | TUNY - BUNYYEHHS OiNbHULL
DELMAR CHEMICALS INC.,
Canada, ge 3gilicHioBanacb
MIKpOHi3aList 4715 4ito4oi pevyoBUHU
Nenanigomig rigpoxnopug, rigpart.
Brpo6Huya ginbHuuS, Wwo
3anuwmnack (Micro-Macinazione
SA, Switzerland) — BrKoHye Ti cami
hyHKLi, WO BUTyYeHa; 3MiHu |
TUNY - BHECEHHS 3MiHWN [0 po3ainy
3.2.S.2.1. BupobHuku(n), a came:
BBeAEHHS A0AATKOBOI AiNbHML
PLIVA Croatia Ltd. (TAPI Croatia),
po3TalloBaHol 3a aZpecor:
Production SM Prudnicka cesta 54
10291 Prigorje Brdovecko Croatia,
[e 30iCHIETbCA MIKpPOHi3aLis Ans
Ailo4oi peyoBrHY JleHanigomin,
rigpoxnopug rigpat Ao Bxe
3aTBepMKEHOT AinbHuLi Micro-
Macinazione SA, Switzerland

125.

NEHANIAOMIJ-
TEBA

Kancynu TBepai no 25
Mmr, Mo 21 kancyniy
6nicTepi; no 1 6nictepy
B KOpO6L; no 7 kancyny
6nictepi; no 3 6rictepn
B KOpOOLi

TOB "TeBa YkpaiHa"

YkpaiHa

MNIBA XpBaTcka
4.0.0.

Xopsaris

BHECEHHS 3MiH [0 peecTpaviiHnx
MaTepianis: 3MiHu | Tuny -
BHECEHHS 3MiHM J0 po3ainy
3.2.S.2.1. BupobHuku(n), a came:
3MiHa HallMeHyBaHHS Ta agpecu
B/lacHuKa mactep-aiina Ha Adl,
6e3 3MiHN MicLA BUPOBHMLTBA:
3anpornoHoBaHo: Teva
Pharmaceutical Industries Ltd. 5
Basel St., Petach Tikva Israel,
4951033
DMF Holder Contact Information
Teva Pharmaceutical Industries

3a peyenmom

UA/17643/01/07
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

Ltd. Teva Active Pharmaceutical
Ingredients Division (Teva API)
5 Basel Street, P.O. Box 3190
Petach Tikva 4951033, Israel;

3MiHW | TUMY - BUNYYEHHS OiNbHULI
DELMAR CHEMICALS INC.,
Canada, ge 3gilicHioBanach
MiKpOHi3aujis 4nsa Ailo4oi pevoBrHN
NeHanigomig rigpoxiopua, rigpar.
Bupo6Huya ginbHuuA, Wwo
3anmwunace (Micro-Macinazione
SA, Switzerland) — BUkoHye Ti cami
hyHKLi, WO BUIyYeHa; 3MiHu |
TUMY - BHECEHHS 3MiHW [0 po3giny
3.2.S.2.1. BUpo6Huku(u), a came:

BBEJEHHS 404aTKOBOT AifIbHUL

PLIVA Croatia Ltd. (TAPI Croatia),
po3TalloBaHol 3a aApecoro:
Production SM Prudnicka cesta 54
10291 Prigorje Brdovecko Croatia,
[e 30iiCHIETbCS MIKpOHi3aLis ans

Aito4oi peyoBvHY JleHanigomig,

rigpoxnopug rigpart 4o Bxe
3aTBEpPLXEHOI AinbHUui Micro-
Macinazione SA, Switzerland

126.

NISOTIA3SNA-TEBA

Tabnetku no 10 mr/12,5
Mmr, no 10 TabneTok y
6nictepi; no 3 6rictepn
y Kopo6uj

Tesa
dapmavuesTikan
IHgacTpi3 14,

13painb

AT

dapmMaLeBTUYHUIA

3aBog TEBA

YropLmHa

BHECEHHS 3MiH O peecTpaviliHnX
marepianis: 3miHu | Tuny -
nofaHHsS OHOBJ/IEHOTO cepTuduikata
R1-CEP 2001-311-Rev 04 gns
A®I NisnHonpwn gurigpar Big Bxe
3aTBEpPMAKEHOro BMpOo6HMKa Lupin
Limited, India 3 BignosigH1mun
3MmiHamu: [ponoHoBaHa pefakLis:
R1-CEP 2001-311-Rev 04 Test for
residual solvents by gas
chromatography ( Annex 2)
Ethanol not more then 1500 ppm

3a peyernmom

UA/6092/01/01

127.

NISOTIA3SNA-TEBA

Tabnetkv no 20 mr/12,5
mr, no 10 TabneTok y
6nicTepi; no 3 6rictepu
y Kopo6uj

TeBa
dapmaueBTikan
IHpacTpi3 114,

13painb

AT

dapmaueBTUYHNI

3asog TEBA

YropwuHa

BHECEHHS 3MiH 10 peecTpavitHnx
Marepianis: 3miHu | TUny -
nofaHHA OHOB/IEHOro cepTudikaTa
R1-CEP 2001-311-Rev 04 gns
A®I NisnHonpwn guvrigpar Big Bxe
3aTBEPAKEHOrO BUPOGHMKa Lupin
Limited, India 3 BignosigHVMu
3miHamu: [ponoHoBaHa pefakuis:
R1-CEP 2001-311-Rev 04 Test for

3a peyenmom

UA/6092/01/02
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

residual solvents by gas
chromatography ( Annex 2)
Ethanol not more then 1500 ppm

128.

NO3APTAH
NHOC-TEBA

TabneTku, BKpUTI
N/1iBKOBOK 0B0I0HKOIO
no 50 mr/12,5 mr no 10
Tabnetok y 6nictepi; no
3 abo no 6, abo no 9
6n1icTepiB Y KAPTOHHIM
KopooLi

TOB "TeBa YkpaiHa"

YKpaiHa

AT
dapmMaLeBTUYHUIA
3aBog TEBA

YropLmHa

BHECEHHS 3MiH O peecTpaviliHnX
marepianis: 3miHu | Tuny -
nopgaHHs oHossieHoro CEP R1-
CEP 2004-149 Rev.05
(nonepepfHs Bepcia R1-CEP 2004-
149 Rev.04) ons fito4oi peyoBmHM
rippoxnopTiasug, Big BXe
3aTBEpXEHOro BUpo6Huka PLIVA
Croatia Ltd, Croatia Ta, siK
HacnigokK, 3MiHa KOHTaKTHOT 0Cco6u
[ONSA NMCTYBAHHA Ta BUTYYEHHS M.
«Bakki MeTanm» 3i cneumdikanii
A®Il, Ha nigcTaBi HagaHHSA OLHKK
PU3KNKY CTOCOBHO €/1leMEHTHUX
[LOMILLOK; 3MiHM | TURNY - NogaHHSA
oHosneHoro CEP R1-CEP 2009-
332 Rev.03 (nonepeaHs sepcis
R1-CEP 2009-332 Rev.02) gns
Lir0Y0T peqyoBuHY /103apTaH Kauito
Bif, BXE 3aTBEPAKEHOro
BMpo6Huka ASSIA CHEMICAL
INDUSTRIES LTD., Teva Tech
Site Ta, K HacNifoK, 3MiHa 0
BMMOT HITPO3aMiHOBMX AOMILLIOK;
3anpornoHosaHo: R1-CEP 2009-
332 Rev.033.2.54.1
Specifications Nitrosodimethyl
amine (NDMA) Not more than 0.03
ppm Nitrosodiethylamine (NDEA)
Not more than 0.03 ppm

3a peyenmom

UA/16519/01/01

129.

NO3APTAH
NHOC-TEBA

TabneTku, BKpUTI
N1iBKOBOK 0B0IOHKOD
no 100 mr/25 mr, no 10
Tabnetok y 6nictepi; no
3 6nicTepa y KapTOHHii
Kopoo6ui

TOB "TeBa YkpaiHa"

YKpaiHa

AT
dapmaueBTUYHNI
3aBog TEBA

YropLmHa

BHECEHHS 3MiH 10 peecTpaviliHnX
marepianis: 3miHu | Tuny -
nogaHHs oHossieHoro CEP R1-
CEP 2004-149 Rev.05
(nonepepgHs Bepcia R1-CEP 2004-
149 Rev.04) ons [iro4oi pe4yoBUHM
rigpoxnopTiasug, Big BXe
3aTBEpAKEHOro BUpo6Huka PLIVA
Croatia Ltd, Croatia Ta, K
Hacnigok, 3MiHa KOHTaKTHOT 0co6u
[ONA NNCTYBAHHA Ta BUTYYEHHS M.
«Baxki meTanu» 3i cneyndikauii
A, Ha nigcTaBi HaflaHHA OLLIHKW

3a peyenmom

UA/16519/01/02
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

PY3MKY CTOCOBHO €/1eEMEHTHUX
[OOMILLOK; 3MiHM | TUNY - NOAAHHS
oHosneHoro CEP R1-CEP 2009-
332 Rev.03 (nonepeaHs Bepcis

R1-CEP 2009-332 Rev.02) gns
Lit040T pevyoBuHM f103apTaH Kasito

Bif, BXXE 3aTBEPAKEHOro

BMpo6HuKa ASSIA CHEMICAL

INDUSTRIES LTD., Teva Tech

Site Ta, SK Hacnigok, 3MiHa fo
BVIMOT HITPO3aMiHOBUX [OMILLIOK;
3anponoHosaHo: R1-CEP 2009-

332 Rev.033.2.5.4.1
Specifications Nitrosodimethyl
amine (NDMA) Not more than 0.03
ppm Nitrosodiethylamine (NDEA)
Not more than 0.03 ppm

130.

nokcunaon

Tabnetkv no 15 mr, no
10 TabneTok y 6nictepi,
no 1 a6o 2 6nictepu B
KapTOHHiiA KOpo6Li

YOPNL MEAVNLH
nTA

Ipysis

YOPNL, MEAVLMH
INIAU CAH. BE
TIAK. AL

TypeuunHa

BHECEHHS 3MiH [0 peecTpaviiHnx
marepianis: 3MiHW | TURY - 3MiHK
Loao 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy - OHoB/IEHHS

TEKCTYy MapKyBaHHS ynakoBK/
nikapcbKoro 3acoby 3 BHECEHHSAM
iHchopmauii LLWoAo 3a3HaveHHs

OAVHWLb BUMIPIOBAHHS Y CUCTEMI

Sl Ta 3a3Ha4yeHHs gatu
BMPOGHULITBA.
BBefeHHs1 3MiH MPOTAroM 6-Tu
MicAILiB nicns 3aTBepayKeHHS

3a peyenmom

UA/17187/01/01

131.

NOM®JIOKC

TabneTku, BKPUTI
N/1iBKOBOK 06GOJIOHKOH,
no 400 mr, no 5
Tabnetok y 6nictepi; no
1 6nicTepy B KapTOHHIl
ynakoBLi; no 5 TabneTok
y 6nicTepi; no 1
6nicTepy B KapTOHHIl
ynakoBLii; No 4 ynakoBKu
B KapTOHHIi Kopobuj

Inka Na6opatopi3
Niviteq

IHais

Inka labopaTtopi3
Nimiteq

IHais

BHECEHHS 3MiH 10 peecTpavLiiHnx
marepianis: 3MiHW | TUMY - 3MiHW
oo 6e3nekun/edeKTMBHOCTI Ta

hapmakoHarnagy - BHECEHHS 3MiH

00 po3giny «MapkyBaHHs» MKA

na:

MponoHoBaHa pegakuis:
MapkupoBka B cooTBeTcTBMM C
YTBEPX/EHHbIM TEKCTOM
MapKMpOBKWU. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKW NiKapCbKoro
3ac06y 3 BHECEHHAM iHhopMmaLii
LL0A0 3a3HAYEHHS OAUHULD
BMMIiptOBaHHSA y cuctemi Sl.
BBeneHHs1 3MiH NpoTArom 6-tu
MICALIB MiCNA 3aTBEPKEHHS

3a peyenmom

UA/0243/01/01
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
132. | NOCMUPUH® TabneTku, BKPUTI TOB "KYCYM YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH A0 peecTpauiiHnx 6e3 peyenma UA/9202/01/01
KMLLKOBOPO34MHHOIO PAPM" DAPM" Marepianis: 3miHu | Tuny - 3miHu 3
060/10HKOI0, M0 75 Mr Mo sKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
10 TabneTok y cTpuni, Cucrtema
no 3 a6o no 10 cTpunis KOHTeliHep/3aKynopoBanbHWii
Y KapTOHHIi1 ynakoBLi; 3aci6. 3MiHa po3mipy ynakoBku
no 30 TabneTok y roTOBOrO likapCbKoro 3acoby
cTpuni, no 1, aéo no 2, (3MiHa Ki/IbKOCTi OAMHULb
abo no 3, abo no 4 (Hanpuknag TabneTok, amnyn
CTPWNX B KAPTOHHIN TOLLO) B yNakoBLi:) - 3miHa nosa
ynakoBLi Aiana3oHoM 3aTBepKeHUX
pO3MipiB yNakoBKu - BeieHHs
[04aTKOBOrO BMAY NakyBaHHS: Mo
30 TabneTok B cTpuni, Mo 2, no 3
CTpYNK y KApPTOHHIlA ynakoBLj, 3
BiAMOBIAHMMM 3MiHAMKN A0 PO3A4iny
“YnakoBka”, 63 3MiHU NePBUHHOIO
nakyBa/lbHOro matepiany. 3miHu
BHECEHI B IHCTPYKLiito AN
MeAMYHOro 3actocyBaHHs 13y p.
"YnakoBka" Sk Hacnigok nosisa
[04AaTKOBOTO NakyBaHHS.
BeefieHHs1 3MiH NpoTsrom 6-Tn
MicALiB Nic/sa 3aTBePAKEHHS.
133. | MABTEPA® KOHUEHTpaT Ans & . XodpcpmaHH-/15 LLIBeliyapis L[bKeHeHTeK IHK., cuwA/ BHECEHHS 3MiH A0 peecTpauiiHnx 3a peyenmom UA/14231/02/01
pO34nHy ANs iHdy3il, Pow NTpg, CLUA (Bnpo6HNLTBO HimeuuunHa/ marepianis: 3MiHW | TUNY - 3MiHK
100 mr/10 mn; no 10 mn Hepo3dacoBaHol LLBeiiuapis oo 6e3nekun/edpekTMBHOCTI Ta

y hriakoHi; no 2
h/1aKOHW B KApPTOHHIA
Kopobui; no 50 mny
donakoHi; no 1 dpnakoHy
B KapTOHHI Kopobui

NPOAYKLii, NepPBUHHE
nakyBaHHs); /labop
N1C CE eHf Ko.KT,

HimeyunHa
(BnpobyBaHHsA
KOHTPO/O AKOCTI
npu BUMyCKy 3a
nokasHMKamm
BakTepianbHi
€HA0TOKCUHM,

CTepunbHICTb); Pow

[iarHocTrke MM6X,
HimeyunHa
(BMpPOGHNLTBO
Hepo3dacoBaHol
NPOAYKLii, NepPBNUHHE
nakyBaHHs,
BTOPWHHE
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPOJIHO SKOCTI,
BMNyCK cepii );

chapmakoHarnsgy - OHOBNEHHSA
TEKCTY MapKyBaHHS yNnakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM
iHhopmauii Wwoao 3a3HaYeHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BBeieHHS 3MiH NpOTArom 6-Tu
MiCSILiB MiCNsi 3aTBEPAKEHHS
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
®.XothpmaHH-/15
Pow 114,
LBeiiuapis
(BTOPUHHE
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPOJIHO SIKOCTI,
BMMNYCK cepil)
134. | MATHIIO NAKTAT NOPOLLOK KpUCTaniuHuii AT "KUIBCbKUI YkpaiHa AP. NAY/b HimeuyunHa BHECEHHS 3MiH 10 peecTpaviiHnxX - UA/6018/01/01
AUrIAPAT (cybeTaHuisa) y naketax BITAMIHHWA NOXMAHH F'MBX & MaTtepianis: 3miHu | Tuny -
nonieTnNeHoBux Ans 3ABO4" KO. KFAA AOMIHICTpaTVBHI 3MiHW. 3MiHa
BMPOOHULITBA HalilMeHyBaHHs Ta/abo agpecu
HEeCTepPW/IbHNX MicList MPOBAMKEHHS AisANIbHOCTI
nikapcbknx oopm BMPOGHMKa (BK/IOUakouu, 3a
HeoObXiAHOCTI, MicLie NpoBeAeHHS
KOHTPOJI0 SIKOCTi), 260 BnacHuKa
macTep-haiina Ha Adl, abo
nocravanbHuka A®l/suxigHoro
MaTepiany/peareHTy/MpoMiXKHOTO
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPOOHULTBI ADI (AKLLIO
3a3HaYeHo Y A0CbE Ha MikapCcbknii
3acib) 3a BigCyTHOCTI cepTudiikata
BiNOBIAHOCTI €BPONENCHKIi
thapmakonei y 3aTBepakeHoMy
[ocbe, abo BUpOOHMKa HOBOT
[0MNOMIKHOT PEYOBUHN (SKLLO
3a3Ha4YeHo Yy JOCbE) 3MiHa
HaliMeHyBaHHsi BUpo6HUKa AdI
(MarHito kap6oHaT BaxkKmii), 6e3
3MiHM Micusl BUPOGHMLTBA
135. | MATHIKO UATPAT MOPOLLIOK (CybCTaHLis) y AT "KMUIBCbKUI YkpaiHa AOP. NAY/b HimeyunHa BHECEHHS 3MiH 1O peecTpaviliHnX - UA/14520/01/01
BE3BOAHUN naketax BITAMIHHUIA NOXMAHH IMBX & marepianis: 3miHu | Tuny -
noslieTuNeHoBuxX oNs 3ABO4" KO. KFAA AAMiHICTpaTUBHI 3MiHW. 3MiHa

(hapmaLeBTUUHOTO
3aCTOCYBaHHS

HalilmeHyBaHHs Ta/abo agpecu
MiCLii NPOBAaKEHHS AiS/IbHOCTI
BMPOGHMKa (BK/KOYaouu, 3a
HeobXiAHOCTI, MicLie NpoBeAEHHS
KOHTPO/IO AKOCTI), a60 BacHuka
macTep-haiina Ha Adl, abo
nocravasnbHuka Adl/BuxigHoro
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPOGHULTBI ADI (AKLLO
3a3HaYeHo y 0ChE Ha NikapcbKuii
3acib) 3a BigcyTHOCTI cepTudiikata
BiANOBIAHOCTI EBpoONeiichbkili
hapmakonei y 3atBepmKkeHoOMy
nocbe, abo BMPO6GHUKA HOBOI
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

[,0MOMIXKXHOT PEYOBUHN (SKLLO
3a3HayeHo y A0CbE) 3MiHA
HalilMeHyBaHHsi BUPO6HUKa AdI
(MarHito kap6oHaT Bakuii), 6e3
3MiHW MicLil BAPOGHMLUTBA

136.

MATU-N-MAYY XN
nncT4a

NncTA pizaHo-
npecosaHe, rno 100 ry
naykax 3 BHYTPILLIHIM
naxkeTom

MpAT "NiktpaBn"

YkpaiHa

MpAT "NikTpasn”

YkpaiHa

BHECEHHS 3MiH 10 peecTpavLiiHnX
MaTtepianis: 3MiHU | TUMy - 3MiHK 3
sKocTi. [0TOBWIA Nikapcbkuii 3aci6.
Onuc Ta cknag. 3miHa chopmu abo
po3MipiB nikapcbkol hopmu;
CYNyTHS 3MiHa
- 3MiHK 3 AKOCTi. FOTOBWIA
niKkapcbkuii 3aci6. KoHTposib
roTOBOrO /liKapCbKOro 3acoby.
3MiHa y meTofax BUNpobyBaHHsA
roTOBOrO JliKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEepIKEHNX
MeTofax BUNpPobyBaHHS) -
BHECEHHS 3MiH A0 MaTepianis
peecTpaLiiHoro focbe, a came
YTOYHEHHS OMunCy NiKapCbKOi
oopMM, SIK HACMIJOK BHECEHHS
3MiH 0 METOZjiB KOHTPOJIIO AKOCTI
n. «lpeHTudikauis A. 30BHiLLHI
03Haku»; 3arnponoHoBaHo: 1. Onuc
nikapceKoi chopmu. LLImaTouku
LMAiHAPUYHOT chopMu, NOBEPXHSA
rnageHbka, 6nnckyya, pigwe
mMaToBa, MapMypoBa, Ha TopLAX
HepiBHa. Konip TeMHO-3eneHwni 3
GiNbLU CBIT/IMMU BKpan/IEHHAMMU,
Ha TopuAaX cBiT/iwa. 2.
[JeTanizaLjis 30BHILLHIX O3HAK.
LLIMaToukm unniHgpMYHOT dhopmum,
giameTpoMm 4 - 6 MM, JOBXMHOO 8-
12 mM. MoBepxHa rnageHbka,
6511McKyya, pigwe maToBa,
MapMypoBa, Ha TOpLAX HepiBHA.
Konip TeMHO-3eneHuiA 3 GinbLu
CBITIIMW BKpanIeHHAMM, Ha
TOpUSAX CBiTNiWa

6e3 peyenma

UA/5871/01/01

137.

MEPUCTAT-
CAHOBE/b

TabneTku, BKPUTI
NNiBKOBOK 060/TI0HKOI0,
no 250 mr; no 7
Tabnetok y 6nictepi; no
2 6nicTepun B KAPTOHHIl
KopooLi

CaHosenb Ins4
CaHai Be Tumpxapet
A.LL.

TypeyunHa

CaHoBensb Ilnsay
CaHai Be Tugxapet
A.L.

TypeuunHa

BHECEHHS 3MiH 10 peecTpavitHnx
marepianis: 3MiHU | TUMY - 3MiHW
oo 6e3nekn/edeKTMBHOCTI Ta
hapMakoHarnagy - OHOB/EHHS

TEKCTY MapKyBaHHs yNakoBKu

NiKapcbKoro 3acoby 3 BHECEHHAM

iHchopmauii LWoAo 3a3HavYeHHs

3a peyenmom

UA/10713/01/01
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

OAVHVLb BUMIPIOBAHHS Y CUCTEMI
Sl. BHeceHHs 3MiH [0 po3ainy
«MapkyBaHHs» MKA N13.
3anponoHoBaHo: MapKyBaHHS.
3rigHO 3aTBEpPLKEHOro TEKCTY
MapKyBaHHS

138.

MEPUCTAT-
CAHOBE/b

TabneTkn, BKPUTI
NNiBKOBOK 060/10HKOM0,
no 500 mr; no 7
TabneTtok y 6nictepi; no
2 6nicTepu B KAPTOHHIl
Kopoo6Li

CaHoBesb Inqay
CaHai Be Tumxapet
A.LL.

TypeyunHa

CaHoBesb Inay
CaHai Be Tugpxapet
ALl

TypeyunHa

BHECEHHS 3MiH A0 peecTpauiiHnx
marepianis: 3MiHW | TUNY - 3MiHK
Loao 6esnekn/edeKTMBHOCTI Ta
thapmakoHarnsgy - OHOB/IEHHS

TEKCTYy MapKyBaHHS yNaKoBK/

NiKapcbKoro 3acoby 3 BHECEHHAM

iHhopmauii Wwoao 3a3HaYeHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI

Sl. BHeCEeHHS 3MiH A0 po3ainy
«MapkyBaHHs» MKA /13.
3anponoHoBaHo: MapKyBaHHS.
3rigHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHs

3a peyenmom

UA/10713/01/02

139.

METAKAPTUH

PO34nH opasbHuiA 1 r/
10 mn, no 10 MmNy
chnakoHax Ne 10 y
KapTOHHIA KOpoo6Li

YOPNI, MEAVNLMH
INIAY CAH. BE
TIOK. A.LLL

TypeuunHa

YOPNI, MEAVLMH
INIAY CAH. BE
TIAK. A.LLL

TypeyunHa

BHECEHHS 3MiH 1O peecTpaviliHnX
marepianis: 3MiHW | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHS

TEKCTY MapKyBaHHS yNakoBKu

NiKapcbKOro 3acoby 3 BHECEHHAM

iHbopmauii Wwoao 3a3HaYeHHS

OAVHVLb BUMIPIOBAHHS Y CUCTEMI

Sl. 3a3HayeHHsa gaTv BUpobHuLTa

Ta He3HayHi NpaBKM NO TEKCTY
MapKyBaHHs1. BBeeHHs 3MiH
npoTArom 6-T1 MicAUiB micns

3aTBEPAKEHHS

6e3 peyenma

UA/18059/01/01

140.

METAKAPTUH

PO34UH A5 iH'eKUi, 1
r/5 mn; no5mn B
amnyni; no 5 amnyn B
KOHTYPHIll YapyHKOBIlA
ynakosLi; no 1 a6o 2
KOHTYPHI YapyHKOBI
YNaKoBKMN B KAPTOHHii
Kopoo6Li

YOPA, MEAVLH
INAY CAH. BE
TIDK. A.LLL

TypeyunHa

Medpap lnau CaH.
A.L., TypeyuunHa,
Pomdpapm lnau CaH.
se. Tigpk. Nita. Wi,
TypeuunHa

TypeuunHa

BHECEHHSA 3MiH [0 peecTpaviiHux
marepianis: 3MiHU | TUMY - 3MiHK
oo 6e3snekun/edpeKTMBHOCTI Ta
hapMakoHarnagy - OHOB/IEHHS

TEKCTY MapKyBaHHS yNakoBKu

NiKapcbKoro 3acoby 3 BHECEHHAM

iHchopmauii LWoAo 3a3HaveHHs

OAVHWLb BUMIPIOBaHHS Y CUCTEMI

Sl Ta 3a3HayeHHa aatu
BMPOGHULITBA. BBEAEHHS 3MIH
npoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS

3a peyenmom

UA/15530/01/01
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
141. | METAMIH®SR TabneTtkn TOB "KYCYM YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH A0 peecTpauiiHnx 3a peyenmom UA/11506/01/01
NPOJIOHroBaHoI Aji No PAPM" DAPM" marepianis: 3MiHU | TUMY - 3MiHW
500 mMr no 7 TabneTtok y oo 6e3snekun/edpeKTMBHOCTI Ta
6nicTepi, no 4 6nictepu thapmakoHarnsgy - OHOB/IEHHS
B KQPTOHHIVi ynakosLyj; TEKCTY MapKyBaHHS yNnakoBKu
no 15 tabneTtok y NiKapcbKoro 3acoby 3 BHECEHHAM
6nicTepi, no 2 abo 6 iHchopmauii LWoAo 3a3HaveHHs
6nicTepiB y KAPTOHHIl O4VHWLb BUMIPIOBaHHS Y CUCTEMI
ynakoBLii Sl. BBeieHHs 3MiH NpOTArom 6-Tu
MICALIB MiCNA 3aTBEPAKEHHS
142. | MIANJEKC pO34uH A1 iH ekuin, 25 3AT "IHTENI Nntea NNABEOPATOPIOC IcnaHis BHECEHHS 3MiH O peecTpaviliHnX 3a peyernmom UA/16062/01/01
Mr/MA, No 2 My amnyni FEHEPUKC HOPL" HOPMOH, C.A. marepianis: 3minu Il Tuny -
Neo5 BBEAEHHS HOBOT0O BMPOOHUKa Ad|
JekckeTonpod)eHy TpoMeTosy -
Saurav Chemicals Limited, IHgis;
3MiHu |l TUNY - OHOB/EHHSA
DMF/ASMF gns A®l
JAeKckeTonpodpeHy TpoOMeTony Bif,
3aTBEPKEHOIO BUPOGHMKA
Emcure Pharmaceuticals Limited,
IHAiSA; 3MiHK || TUNY - OHOBNEHHSA
DMF/ASMF gns A®l
nekcketonpodyeHy TPOMETOJy Bif,
BMpO6HMKa Saurav Chemicals
Limited, IHgis
143. | MIAPIMAKC Kpanni 04Hi, po34nH no 5 CEHTICC ®APMA IHais CEHTICC ®APMA IHais BHECEHHS 3MiH 10 peecTpaviliHnX 3a peyernmom UA/17256/01/01
MY dO1aKoHi- MBT. NTA. NBT. NTA. marepianis: 3mMiHu | Tvny - 3MiHx 3
KpanenbHuui abo AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
donakoHi 3 3MiHU Yy BUPOGHMLTBI. 3MiHa
KpanenbHuueto, no 1 po3Mipy cepil (BK/HoYaoun
h/1aKoHY B KapTOHHIi AianasoH po3Mipy cepii) roToBoro
KopooLi nikapcbKoro 3acoby (36iN1bLUeHHs
80 10 pasiB NOpiBHAHO i3
3aTBEPKEHUM PO3MIpPOM) -
BBe/leHHs1 JOAAaTKOBOro PO3Mipy
cepii roToBOro /likapcbkoro 3acoby
- 300 n. 3anponoHosaHo: 100 n
(18868 dhnakoHis), 300 n (56604
dnakoHu)
144. | MIKAPAUC® Tabnetku no 80 mr; no 7 BepiHrep HimeuunHa Bepinrep Himeuunna/ BHECEHHS 3MiH [0 peecTpavyiiiHix | 3a peyernmom UA/2681/01/01
TabneTtok y 6nictepi; no IHrenbxanm IHrenbxaim ®apma peuis MaTepianis: 3MiHu | Tuny -
2 abo no 4 6nictepu B IHTepHewwHn Mv6X v6X i Ko. KT, AAMiIHICTpaTUBHI 3MiHW. 3MiHa
KapTOHHIA KOpoo6Li HimeuumnHa; HalilmeHyBaHHs Ta/abo agpecu
BepiHrep 3asBHVKa (Bf1acHuKa

IHrenbxanm Ennac

peecTpaLiiiHoro NocBigYEHHS) -
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
A.E., I'peuia 3MiHa afpecu 3asBHUKa
145. | MIKAPAUCNNIOC® | Tabnetku, 80 mr/12,5 wr; BepiHrep HimeuyunHa Brpo6HMLUTBO, HimeuuunHa/ BHECEHHS 3MiH O peecTpaviliHnX 3a peyernmom UA/0465/01/02
no 7 TabneTok y IHrenbxaim nepBuHHe Ta Mpevis marepianis: 3miHu | TUny -
6nicTepi; no 4 6nictepn IHTepHewHn MTm6X BTOPVHHE AIMIHICTpaTVBHI 3MiHN. 3MiHa
Y KapTOHHiIli kopobui nakyBaHHs, HalilmeHyBaHHs Ta/abo agpecu
KOHTPO/1b AKOCTi Ta 3asBHMKa (BNacHvKa
BUNYCK cepil: PEeECTpaLiiHOro NoCBiAYEHHS) -
BepiHrep 3MiHa afpecu 3asiBHUKa
IHrenbxaim ®apma
v6X i Ko. K,
HimeuunHa
abo
BepiHrep
IHrenbxaiim Ennac
A.E., I'peuia
146. | MOBANIC® Tabnetkv no 15 mr; no BepiHrep HimeuunHa Bepinrep Himeuunna/ BHECEHHS 3MiH [0 peecTpayiiiHux | 3a peyenmom UA/2683/02/02
10 Tabnetok; no 1 a6o 2 IHrenbxanm IHrenbxaim ®apma Mpeuis MaTtepianis: 3MiHu | Tuny -
6nicTepy B KAPTOHHIi IHTepHewHn M6X m6X i Ko. KI, AAMIHICTpaTVBHI 3MiHW. 3MiHa
Kopoo6ui HimeuunHa HalilmeHyBaHHs Ta/abo agpecu
abo 3asBHUKa (BlacHuKa
Bepinrep peecTpaLiiiHoro nNocBiAYeHHs).
IHrenbxaiivm Ennac BunyueHHa kogy kpaiHu, D gna
A.E., lpeuis HimeuunHun, B HanucaHHi iHgekcy
3asBHMKA
147. | MOBANIC® Tabnetkv no 7,5 mr; no BepiHrep HimeuunHa Bepinrep Himeuunna/ BHECEHHS 3MiH [0 peecTpavyiiiHix | 3a peyernmom UA/2683/02/01
10 TabneTok; no 2 IHrenbxanm IHrenbxaim ®apma peuis MaTepianis: 3MiHu | Tuny -
6nicTepy B KAPTOHHIi IHTepHewwHn Mm6X m6X i Ko. KI, AOMIHICTpaTVBHI 3MiHW. 3MiHa
Kopoo6Li HimeuunHa HalilmeHyBaHHs Ta/abo agpecu
a6bo 3asBHVKa (Bf1acHuKa
Bepinrep peecTpaLiiiHoro nNocBiAYeHHs).
IHrenbxaiim Ennac BunyueHHsa kogy kpainu, D gna
A.E., lpeuis HimeuunHun, B HanucaHHi iHaekcy
3asBHMKA
148. | MOBANIC® pO34uH A4 iH'eKUi, 15 BepiHrep HimeuunHa Brpo6HuuTBO Ta Icnanis BHECEHHS 3MiH [JO peecTpaliiiHix | 3a peyenmom UA/2683/03/01
mr/1,5 mn; no 1,5 mn B IHrenbxanm nepBrHHE MaTepianis: 3MiHu | Tuny -
amnyni; no 5 amnyn B IHTEepHewwHn M6 X nakyBaHHs: AAMiHICTpaTUBHI 3MiHW. 3MiHa
KapTOHHIA KOpoo6Li Bepinrep HalilmeHyBaHHs Ta/abo agpecu
IHrenbxaiim EcnaHa, 3asBHUKA (BnacHuKa
CA, Icnanis; peecTpaviiHOro NoCBigYEHHS).
BTopuHHe BunyueHHa koay kpainu, D gna
nakyBaHHs, HimeuunHun, B HanucaHHi iHgekcy
KOHTPO/Ib AKOCTi Ta 3asBHVKa
BWMYCK Cepil:
BepiHrep
IHrenbxanv Ecnaxa,
CA, Icnanis
149. | MOHTEMAK 4 TabneTku XyBasibHi Mo 4 Makneoac IHAis Makneogac IHais BHECEHHS 3MiH [JO peecTpaviliHnx 3a peyenmom UA/15178/01/02
mr, no 10 TabneTok y dapmacbloTukanc dapmacbloTukanc marepianis: 3MiHW | TUNY - 3MiHK
6nicTepi, no 3 6aictepu Nimiteq JNimiTeq Loao 6e3nekn/edeKTMBHOCTI Ta
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

Y KapTOHHI ynakoBLi

hapMakoHarnsgy - OHOB/IEHHS
TEKCTY MapKyBaHHS yNnakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmauii LWoAo 3a3HaveHHs
OAVHWLb BUMIPOBaHHS Y CUCTEMI
Sl. BHeceHHs 3MiH A0 po3gainy
«MapkyBaHHA» MKA /13.
3anponoHoBaHo: MAPKYBAHHA
3rigHO 3aTBEP)KEHOr0 TEKCTY
MapKyBaHHS. TepMiH BBEAEHHS
3MiH - NpOTAroM 6 MicAuiB nicns
3aTBEPAKEHHS

150.

MOHTEMAK 5

TabneTkn XyBasibHi Mo 5
Mr, no 10 TabneTok y
6nicTepi, no 3 6nictepu
Y KapTOHHIli ynakoBuj

Makneopc
dPapmacboTrKanc
Nimiten

IHgis

Makneogac
dapmMacbioTUKasIC
Nimiteq

IHais

BHECEHHS 3MiH A0 peecTpauiiHnx
marepianis: 3MiHW | TUNY - 3MiHK
Loao 6esnekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHSA

TEKCTY MapKyBaHHS yNnakoBKu

NiKapcbKoro 3acoby 3 BHECEHHAM
iHhopmauii Wwoao 3a3HaYeHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI

Sl. BHeCEHHS 3MiH A0 po3ainy
«MapkyBaHHs» MKA /13.
3anponoHosaHo: MAPKYBAHHA
3rigHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHS. TepMiH BBeEHHSA
3MiH - NPOTArom 6 MicsuiB nicns
3aTBEPAKEHHS

3a peyenmom

UA/15178/01/03

151.

MOPKBW AVKOI
nnoas .
EKCTPAKT PIAKUI

eKCTpaKT piakui
(cybcTaHuis) y 6o4kax
nonimepHuX Ans
BMPOGHMLTBA
HecTepuIbHNX
NiKapcbknx hopm

MAT "Tanuucpapm”

YKpaina

MAT "Tannuchapm"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiliHnX
MaTtepianis: 3MiHu | Tuny -
BHECEHHSA 3MiHW Yy peecTpavjiiiHe
pocbe MOPKBU AVKOI N1O/AIB
EKCTPAKT PIZKNW, excTpakT
piakmii (cybcTaHuis), nos’a3aHe i3
3MiHOI MeToay igeHTudikaw,i
repaHiony auetary 3
TOHKOLIAPOBOT XpomaTorpadii
(TWX) Ha razoBy xpomarorpadito
(FX), AK GinbLL YyTAMBUIA MeTOA,
KOHTPOSIO; CYMYTHS 3MiHa - 3MiHN
3 AkocTi. A®l. KoHTponb AdI.
3MmiHa y meTogax BUnpobyBaHHs
Adl abo BuxigHOro
mMarepiasy/nmpoMixXHOro
npoayKTy/peareHTy, Wwo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLUTBA ADI (iHLWi 3MiHK Y
MeToAax BUNpobyBaHHA

UA/12462/01/01
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

(Brntovatoun 3amiHy abo
[OMNoBHEHHS) A®| abo
BUXIAHOro/NPOMiXKHOIO NPOAYKTY)

152.

HANTPEKCOHY
rAPOXMOPU,

MOPOLLOK (CybcTaHUis) y
noslieTnIeHoBOMY NnakeTi
ansa apmaleBTUYHOro
3aCTOCyBaHHS

CaHodpi Ximi

dpaHuin

CaHodpi Ximi

dpaHuis

BHECEHHS 3MiH A0 peecTpauiiHnx
mMaTtepianis: 3MiHU | TUMY - 3MiHU 3
akocTi. CepTudpikar
BignosigHoCTI/IE-cepTuchikart
BiANOBIAHOCTI EBpoONeichbkili
thapmakonei/MmoHorpadii.
[MopaHHA HOBOrO abo OHOB/IEHOTO
cepTudpikaTa BignosigHocTi abo
BU/yYEHHS cepTudikata
BIAMNOBIAHOCTI €BpONENChKIl
thapmakonei: gnsa A®l; ana
BUXifHOro
MaTepiany/peareHTy/MpoMiXKHOrO
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUPO6GHULTBI ADI; ans
[L,0MOMIDKHOT PEeYOBUHM
(cepTudpikat BignoBiAHOCTI
€Bponeiicbkili hapmakoner) -
OHoBeHnli cepTudpikat Big, yxe
3aTBEPAKEHOrO BUPOOHMKA -
NoAaHHA OHOB/IEHOTo cepTudikara
BIAMNOBIAHOCTI €EBpONENChbKIl
thapmakonei R1-CEP 2009-287-
Rev 01 (nonepepHs Bepcia R1-
CEP 2009-287-Rev 00) Bif BXe
3aTBEPAKEHOrO BUPOOHMKA
SANOFI CHIMIE gnsa A®l
Ha/TTPEKCOHY rigpoxnopuay

UA/17952/01/01

153.

HATPIYM
CYNb®YPUKYM
Cl/ib LOKTOPA
LUKOCC/IEPA Ne 10

Tabnetku no 80
TabneTok y chNakoHi; no
1 chiakoHy y KapTOHHI
KopooLi

[oiiue Xomeonari-
YHioH AXY-
ApuHaiimitTTens
Mv6X & Ko.KI

HimeyunHa

[Loiue Xomeonari-
YHioH AXY-
ApuHaiimiTTens
Mv6X & Ko. KI

HimeuunHa

BHECEHHS 3MiH 1O peecTpaviliHnX
marepianis: 3MiHW | TUNY - 3MiHW
oao 6e3snekn/edeKTMBHOCTI Ta

thapmakoHarnagy - 3amiHa
po3giny «I'paciuHe ohopmIeHHS
yNaKkoBKW» Ha po3ain
«MapkyBaHHs» MKA N13;
3anpornoHoBaHo: MapKyBaHHs
3rifiHO 3aTBEPLPKEHOTO TEKCTY
MapKyBaHHS1. 3MiHWN BHECEHI B
TEKCT MapKyBaHHS yNakoBKW
nikapcbKoro 3acoby oo
3a3HaYeHHS MDKHapOAHUX
no3HavyeHb 0AVHWLb BUMIPOBAHHSA

6e3 peyenma

UA/12219/01/01

154.

HATPIYM
DPOCPOPUKYM
Cl/ib JOKTOPA

TabneTku no 80
Tabnetok y ha1akoHi, no
1 pnakoHy y KapTOHHIl

[oliue XomeonarTi-
YHioH AXY-
ApuHaimiTTenb

HimeuunHa

[Loliue Xomeonari-
YHioH AXY-
ApuHaiimiTTeNb

HimeuunHa

BHECEHHS 3MiH [0 peecTpavLiliHnX
marepianis: 3mMiHW | TUNY - 3MiHK
LoAo 6esnekn/edeKTMBHOCTI Ta

3a peyernmom

UA/12220/01/01
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Ne
n/n

Hasga nikapcbko20

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

LUKOCCNEPA Ne 9

Kopoo6ULi

M6X & Ko.KI

M6X & Ko. KI

hapmakoHarnsgy - 3amiHa
po3gainy «IpadiiuHe ohopmIeHHS
yNakoBKW» Ha po3ain
«MapkyBaHHA» MKA /13;
3anpornoHoBaHo: MapkyBaHHS
3rigHO 3aTBEP)KEHOr0 TEKCTY
MapKyBaHHS. 3MiHN BHECEHI B
TEKCT MapKyBaHHSA yNnakoBKu
nikapcbKoro 3acoby Loao
3a3Ha4YeHHsA MiXXHapOHUX
No3Ha4YeHb OAMHMLb BUMIPIOBAHHS

155.

HATPIYM
X/TOPATYM CI/b
JIOKTOPA

LLIKOCC/IEPA Ne8

Tabnetkv no 80
TabneTok y dh1iakoHi, no
1 chnakoHy y KapTOHHiA
Kopoo6Li

[Loiiue Xomeonari-
YHioH AXY-
ApuHaiimiTTens
Mv6X & Ko.KI

Himeyunna

[Joiiue Xomeonari-
YHioH OXY-
ApuHaiimiTTens
Mv6X & Ko. KI

HimeuunHa

BHECEHHS 3MiH 10 peecTpavLiiHnxX
marepianis: 3MiHW | TUNY - 3MiHK
Loao 6e3nekn/edeKTBHOCTI Ta

hapmakoHarnsgy - 3amiHa

po3giny «IpadiiuHe ohopmaeHHS
ynakoBKU» Ha po3gain

«MapkyBaHHA» MKA /13;
3anpornoHoBaHo: MapKyBaHHS
3rigHo 3aTBEPAKEHOrO TEKCTY
MapKyBaHHs. 3MiHN BHECEHI B
TEKCT MapKyBaHHSA yNakoBKu

nikapcbkoro 3acoby LoAo

3a3Ha4YeHHsA MiKHapoOHUX

Nno3HavYeHb OAVHNLb BUMIPIOBAHHS

6e3 peyenma

UA/12221/01/01

156.

HEBIAP® M/IOC

TabneTku, BKpUTI
MNiBKOBOK 060/10HKOIO,
no 5 mr/12,5 wr; no 10
Tabnetok y 6nictepi, no
3 6nicTepu B naui

TOB "APTEPIYM
nTo”

YKpaiHa

MAT
"KuiBmegnpenapar”,
YkpaiHa
(BMPOGHMLTBO
(dbacysaHHs) 3
npoaykuii in bulk
PipMU1-BNPOGHMKA
BankaHthapma -
Ayntiva AL,

Bonrapis (nepBuHHe

Ta BTOPVHHE
nakyBaHHs,
KOHTPO/1b AKOCTi Ta
BUMYCK Cepil)
BarcoH ®apma
Mpusar Jiumuteq,

IHAiA (BMPOGHULTBO,

KOHTPO/Ib SKOCTI);
PipMU1-BNPOGHMKA
Paiin dyac eHp,
dapmachbloTikanc
H.T.M. C.NMN.A,,
ITanis

Ykpaina/
Bonrapis/
IHgis/ ITania

BHECEHHS 3MiH 10 peecTpaviliHnX
marepianis: 3mMiHu | Tvny - 3MiHu 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHa
po3mipy cepii (Bkroyaroun
AianasoH po3Mipy cepii) roToBoro
nikapcbKoro 3acoby (36iN1bLUeHHs
80 10 pasiB NOpiBHAHO i3
3aTBEPKEHUM PO3MIpPOM) -
BBe/leHHs1 JOAAaTKOBOro PO3Mipy
cepii MN3; 3anponoHoBaHo: 150
000 Tabnetok; 600 000 TabneTok;
1 000 000 Tabnetok, 1 500 000
TabneTok

3a peyenmom

UA/17352/01/01
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
(B1pOGHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/Ib SIKOCTI,
BMNyCK cepii))
157. | HEBIBOMON! TabneTkn, BKPUTI TOB "APTEPIYM YkpaiHa BankaHdapma - Bonrapis/ BHECEHHS 3MiH A0 peecTpauiiHnx - UA/17339/01/01
raPOXNOPTIA3U NNiBKOBOK 060/I0HKOIO, nTa" OynHiva AL, 1A/ ITania mMaTtepianis: 3MiHU | TUMY - 3MiHU 3
A no 5 mr/12,5 wr; in bulk: Bonrapis (nepsuHHe akocTi. FoToBUMIA Nikapcbkuii 3aci6.
21000 TabneTtok y Ta BTOPVIHHE 3MiHM Y BUPOGHULTBI. 3MiHa
noslieTuneHoBomy nakyBaHHs, po3Mipy cepii (BK/HoYaoUn
naketi; no 1 nakeTy B KOHTPO/1b AKOCTi Ta AianasoH po3Mipy cepii) rotoBoro
noslieTuIeHOBUIA NakeT BUNYyCK cepii); NiKapcbKoro 3acoby (36i/bLUEHHS
BarcoH ®apma [0 10 pasiB NOpiBHAHO i3
Mpusart Niumutes, 3aTBEPPKEHNM PO3MIPOM) -
IHais (BMPOGHMLTBO, BBEAEHHS [OAATKOBOrO po3mipy
KOHTPO/Ib AKOCTI); cepii N3. 3anponoHoBaHo: 150
daiiH dyac eHp, 000 Tabnetok; 600 000 TabNeTOK;
dapmacbtoTikanc 1 000 000 Tabnetok, 1 500 000
H.T.M. C.N.A,, Tabnetok
ITanis
(BMPOGHMLTBO,
nepBUHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/Ib SIKOCTI,
BUMNYCK cepii)
158. | HEBITEH3 Tabnetku no 5 mr; no 10 NMPODAPMA ManbTa AkTasic /114, ManbTta/ BHECEHHS 3MiH [0 peecTpavuiliHnX 3a peyenmom UA/13347/01/01
Tabnetok y 6nictepi; no IHTepHeLwwHN ManbTa Bonrapis mMartepianis: 3miHu | Tuny -
3 6nicTepu B KAPTOHHIl TpeiaunHr fiviteq, a6o AAMIHICTpaTVBHI 3MiHW. 3MiHa
Kopoo6ui BankaHdapma - HalilmeHyBaHHs Ta/abo agpecu
AynHnua AL, 3asBHVKa (Bn1acHuKa
Bonrapis peecTpaLiiiHoro nocBifg4YeHHs)
3MiHa aApecu 3asBHUKa,
BBeneHHs 3MiH NpoTArom 6-tu
MICALIB MiCNSA 3aTBEPKEHHS
159. | HEO-AHIH® NbOASHUKK; MO 12 [nBadhapma Mi6X HimeuunHa BignoBigae 3a HimeuunHa BHECEHHS 3MiH [0 peecTpavLiliHnX 6e3 peyenma UA/10762/01/01
BULLHA NbOASHUKIB y BnicTepi; BUNYCK cepil: marepianis: 3mMiHW | TUNY - 3MiHK
no 2 6nictepu B [Jnsadapma MvbX, oo 6e3snekn/edpekTMBHOCTI Ta
KapTOHHI Kopoo6Li HimeuumnHa; thapmakoHarnsgy - 3miHa TekcTy
BUPOGHMLITBO MapKyBaHHS1 NepBMHHOT yNakoBKu
Hepo3dacoBaHol (bnicTepa) B YaCTUHI HANMCaHHSA
npoaykKujii: TepMiHy NpUAATHOCTI Ta HoMepa
Knoctepdpay cepii
BepniH M'v6X,
HimeuunHa
160. | HILEPOMAKC niodpinizat Ana po3umHy TOB "dAPMEKC YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHnx 3a peyenmom UA/12022/01/01
Ans iH'exuii no 4 wr, 4 reyn reyn" marepianis: 3MiHu | TUNY - 3MiHN 3

dh1akoHu 3 niodpinizatom

AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

B KOHTYPHIli YapyHKOBIi
ynakosLi; no 1
KOHTYPHili YapyHKOBIi
yNakoBLi B KAPTOHHIN
naui

Cucrema
KOHTeliHep/3aKynopoBanbHWii
3aci6. 3MiHa po3mipy ynakoBku

roTOBOrO likapCbKOro 3acoby
(BMNYYEHHS YyNaKoBKW NEBHOIO
po3Mipy). BunyyeHHs ynakoBku: 1
donakoH 3 niocpinizatom B
KOHTYPHIli YapyHKOBI1 ynakoBLi;
no 1 KOHTYPHIli YapyHKOBIi
ynakoBLji B KAPTOHHI nayuj 3
MapKyBaHHAM YKpPaiHCbKOI Ta
pOCiiiCbKOo0 MOBamu 3
BIANOBIAHUMM 3MiHaMW Y po3aini
«YnakoBka». 3MiH1 BHECEHI B
IHCTPYKLilO AN MeguyHoro
3actocyBaHHA /13 y p. "Ynakoska"
(BMNYYEHHS YNakKoBKW NEBHOIO
po3mipy). BBeeHHs 3MiH
npoTArom 6-Tn MicAUiB micns
3aTBEPAKEHHS.

161.

HOBAI'PA €BPO

TabneTkun, BKPUTI
M/1iBKOBOK 0BGOJIOHKOHO,
no 25 mr; no 1 a6o no 4
TabneTku, BKpUTHX
MN/1IBKOBOK 06GOJI0HKOH,
y 6nicTepi, no 1
6nicTepy y KapTOHHii
Kopo6ui

"FOHiK
dapmacboTUKas
Na6opaTtopiz"
(BiggineHHs dipmm
"K. B. Kemikana
eHa
dapmMacbioThKan3
Nta.")

IHAis

FOHiK
dapmacboTrKan
Na6opaTopis
(BipAineHHs dipmn
"x. B. Kemikans
eHf
dapmacbloTUKan3
nra.t)

IHais

BHECEHHS 3MiH 10 peecTpavLiiHnX
MaTepianis: 3MiHu | Tuny -
AIMIHICTpaTVBHI 3MiHW. 3MiHa
Ha3BW Jlikapcbkoro 3acoby. 3miHa
TOProBOi Ha3BW JliKaPCbKOro
3acoby. BBefieHHsA 3MiH MPOTArom
3-x MicALiB NiCNA 3aTBEPKEHHS.
3MiHn | TMNy - 3MiHK WoA[0
6e3nekn/echeKTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHn).
BHeceHHs 3MiH 40 po3ainy
“MapkyBaHHS" MKA N3
3arBepakeHo: MapkmpoBka.
Mpwunaraetca. 3anponoHOBaHO:
MapkyBaHHs. BignosigHo fo
3aTBEPKEHOTO TEKCTY
MapKyBaHHS. BBeieHHs 3MiH
npoTsArom 3-x micALiB nicas
3aTBEPKEHHS.

3a peyenmom

UA/8707/01/01

162.

HOBAI'PA €EBPO

TabneTkn, BKpUTI
NNiBKOBOK 060/10HKOI0
no 50 mr; no 1 tabnetu,i
BKPUTUX MNiBKOBOIO
060/10HKOM, Yy 6nicTepi,
no 1 6nictepy B
KapTOHHI Kopobuji abo
no 4 TabneTkn, BKPUTUX
N1iBKOBOK 060JI0HKOIO,
y 6nicTepi; no 1 a6o 2

"FOHiK
dapmMacboTUKa
Nab6opaTopiz"
(BipgineHHs dipmmn
"x. B. Kemikana
eHp,
PapmacboTukan3
Nta.”)

IHgis

FOHiK
PapmacboTuKan
NabopaTtopi3
(BigaineHHs dipmmn
"Ix. b. Kemikan3s
eHp
dPapmacboTukans3
nra.t)

IHais

BHECEHHS 3MiH [0 peecTpavuiliHnX
MaTtepianis: 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
Ha3BW slikapcbkoro 3acoby. 3miHa
TOProBOi Ha3BW JiKapCbKOro
3acoby. BBefieHHs 3MiH NPOTSArom
3-X MicALIB MIiC/1A 3aTBEPAKEHHS.
3MiHW | TUNY - 3MiHK Woa0
6e3nekn/eeKkTUBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu).

3a peyenmom

UA/8707/01/02
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

6nicTepy B KAPTOHHIi
KopooLi

BHeceHHs 3MiH 40 po3giny
“MapkyBaHHS" MKA N3
3arsBepaxeHo: MapkmpoBska.
Mpunaraetcsa. 3anponoHOBaHO:
MapkyBaHHs. BignosigHo o
3aTBEPAKEHOrO TEKCTY
MapKyBaHHs1. BBeieHHs 3MiH
npoTsArom 3-x MicsuiB nicns
3aTBEPMKEHHS. 3MiHK | TUnY -
3MiHn 3 aKocTi. FoToBWiA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBasibHWiA
3aci6. 3MiHa po3mipy ynakosku
rOTOBOrO JliKkapCbkoro 3acoby
(3MiHa KiIbKOCTi 0AMHULB
(Hanpuknag TabneTok, amnyn
TOLLO) B yMakoBL) - 3MiHa nosa
Aiana3oHOM 3aTBepKeHUxX
PO3MIpIB yNakoBKW. BHeCeHHs 3MiH
[0 matepianiB peecTpadiiHoro
[0Cbe, a came: BBeEHHS
ynakoBkM No 4 TabneTkn y
6nictepi; no 2 6nictepn B
KapTOHHI Kopobuj, 3
BiANOBIAHUMY 3MiHamu Ao p.
«YnakoBka» MKS /13. BBeeHHs
3MiH NpoTArom 3-x micsAuis nicas
3aTBEPAKEHHS.

163.

HOBAI'PA €EBPO

TabneTku, BKpUTI
N/1iBKOBOK 0B0I0HKOIO
no 100 mr; no 1
TabneTyi BKpUTMX
N/1iBKOBOK 060JI0HKOI,
y 6nicTepi, no 1
6nicTepy B KapTOHHiIl
Kopob6Li abo no 4
TabneTkn, BKPUTMX
N/1iBKOBOK 060JI0HKOH,
y 6nicTepi; no 1 abo 2
6icTepy B KAPTOHHIN
KopooLi

"FOHiK
dapmacboTuKasl
NabopaTopis"
(BipfineHHs dipmun
"[x. B. Kemikan3
eHa
dapmMacbioTUKan3
Nt

IHAjsA

FOHiK
dapmacbroTukan
NabopaTtopis
(BipAineHHs hipmun
"x. B. Kemikan3
eHf
dapmacboTVKan3
)

IHAja

BHECEHHS 3MiH O peecTpaviliHnX
marepianis: 3miHu | TUny -
AZMIHICTpaTVBHI 3MiHK. 3MiHa
Ha3BW Jlikapcbkoro 3acoby. 3miHa
TOProBOi Ha3BW iKapCbKOro
3acoby. BBefeHHs 3MiH NpOTSArom
3-x MicALIB NicNsA 3aTBEPKEHHS.
3MiHu | TUNY - 3MiHK LWoAao
6e3nekn/eeKkTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu).
BHeceHHs 3MiH 40 po3ainy
“MapkyBaHHA" MKA /13"
3arBepkeHo: MapkupoBka.
Mpunaraetcsa. 3anponoHOBaHO:
MapkyBaHHs1. BignoBigHo go
3aTBEPAKEHOrO TEKCTY
MapKyBaHHs. BBeieHHS 3MiH
npoTsirom 3-x MicALiB nics
3aTBEePMKEHHS. 3MiHK | TUnY -
3MiHK 3 siKOCTi. FOTOBUIA
nikapcbkuii 3aci6. Cuctema

3a peyernmom

UA/8707/01/03
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

KOHTeliHep/3aKynoptoBanbHWii
3aci6. 3miHa po3mipy ynakoBku
roTOBOrO Nikapcbkoro 3acoby
(3MiHa Ki/IbKOCTi OAMHULb
(Hanpuiknag TabneTok, amnyn
TOLLLO) B ynakosLi) - 3miHa nosa
AianasoHoM 3aTBepKEHNX
PO3MipiB ynakoBkW. BHECEHHS 3MiH
[0 maTepianiB peecTpadiiHoro
[OCbE, a came: BBeEHHS
ynakoBku no 4 tTabnetkn y
6nicTepi; no 2 6nictepu B
KapTOHHI kopoo6Lj, 3
BiANOBIAHVUMY 3MiHamMK A0 p.
«Ynakoska» MK#A /13. BeegeHHA
3MiH NpOTAroM 3-x Micauis nicns
3aTBEPAKEHHS.

164.

HOBIPUH

Tabnetkun no 500 mr, no
10 TabneTok y 6nictepi;
no 2 a6o no 4 6nictepu
B nayvj

AT "KVTBCBKIAIA
BITAMIHHWIA
3ABOL"

YkpaiHa

AT "KVTBCBKIT
BITAMIHHWIA
3ABOA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviiHnx
marepianis: 3MiHW | TURY - 3MiHK
no cneundikanii A®I IHO3MHY
npaHobekcy (MeTi3onpuHony),
BMpo6HuKa “ABC FARMACEUTICI
S.p.a. — Unibios Division”, ITanis
LLIOA0 NePIoANYHOCTI KOHTPOSIIO 3a
nokasHnkom «MikpobionoriyHa
yncToTax. MponoHoBaHa pefakLis
Mikpob6ionoriyHa uncrora*
KpuTepii NpUIAHSATHOCTI: - 3arasibHe
4yncno aepoBHuX
MikpoopraHismis(TAMC) — 103
KYO B 11; - 3arajibHe 4ncsio
OpiXOKOBMX Ta NNiCEHEBUX TPUGIB
(TYMC) — 102 KYO B 1T. *gn8a
cybcTaHUii IHO3MH NpaHo6ekc
(MeTizonpuHon) BupobHuka “ABC
FARMACEUTICI S.p.a. — Unibios
Division”, ITanisa BcTaHOB/IEHO
NepioANYHICTb KOHTPOJIHO: KOXHY
JecATy cepito, ane He MeHLe
0HOro pasy Ha pik

3a peyenmom

UA/12436/01/01

165.

HOMIIPEH
BOCHANEK®

TabneTku, BKPUTI
MNiBKOBOK 060/10HKOIO,
no 10 TabneTtok y Ty6i;
no 1 Ty6i B KapTOHHiIl
Kopoo6Li

BocHanek a.A4.

BocHis i
lepuerosuH
a

BocHanek a.4.

BocHis i
epuerosuH
a

BHECEHHS 3MiH 1O peecTpaviliHnX
marepianis: 3minu Il Tuny -
BHECEHHS He3HAYHVX 3MiHW B
ASMF Ha A®| meknokcamiHy
unTpaTy BupobHuKom Ind-Swift
Laboratories Limited, India, 3i
3MIHEHOI0 HOMEpY [OKYMEHTY 3
02AP/MEC/0313/01 Ha
02AP/MEC/0618/02. BBeAeHHs

3a peyenmom

UA/2791/01/01
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
3MiH NpoTArom 6-Tu MicALiB nicns
3aTBEPKEHHS
166. | OBEPIH® PO34nH ANA iH'eKuiid, 250 TOB "Teonik ®apm YkpaiHa MpusaTHe YkpaiHa BHECEHHS 3MiH 10 peecTpavLiiHnX 3a peyenmom UA/15657/01/01
Mr/2 M1 N0 2 MN MapkeTuHr pyn" akuioHepHe marepianis: 3MiHW | TUNY - 3MiHK
po3uunHy (250 mMr/2 mn) B TOBapucTBO Loao 6e3nekn/edeKTBHOCTI Ta
amny”ni, no 5 amnyny "Mlekxim-Xapkis" hapmakoHarnsgy - BHeCEeHHs1 3MiH
KOHTYPHIli YapyHKOBIl 0o MKA 113, a came: AofgaBaHHs
ynakosui, no 1 po3giny «MapkyBaHHA» [iloya
KOHTYPHIll YapyHKOBIlA pepakuisi: - NMponoHosaHa
ynakoBLi B nayi 3 peaakuist: MapkyBaHHs. 3rigHo
KapToHYy 3aTBEPAKEHOrO TEKCTY
MapKyBaHHs. BBegeHHS
[10[aTKOBOr0 TEKCTY MapKyBaHHS
YNaKoBKM iKapCbKOro 3acoby 3
BHECEHHSAM iHthopmalii Lwoao
3a3HaYeHHs OOUHNLL
BUMIpIOBaHHsA B cuctemi Sl
167. | ONIME/Nb N7E emMynbeia ana iHdysiii; Bakctep C.A. Benebris Bakctep C.A., Benbris BHECEHHS 3MiH 10 peecTpaLiiiHux | 3a peyenmom UA/17380/01/01
no 1000 mny Benbris (BXigHWin marepianis: 3MiHu |l TUMY - 3MiHK
TprKamepHomy KOHTPO/Ib, KOHTPO/Ib BHeCEeHO A0 IHCTpykKuii Ans
nNacTyKoBOMY MakeTi B NPOMKHOro MeZMNYHOro 3aCTOCyBaHHS
3axMCHii 060M10HL, L0 npoaykKTy, nikapcbkoro 3acoby A0 po3ginis
MIiCTUTb MOravHaY BUPOBHMLTBO, "MpoTunokasaHHa", "B3aemopis 3
KWCHIO; NO 6 NakeTiB y nakyBaHHs, iHWVMKU NiKapcbkMKM 3acobamu Ta
KapTOHHI Kopo6uj; no KOHTPO/Ib AKOCTi Ta iHLWi BMAW B3aeMogiin",
1500 mny BUNYyCK cepii) "Oco6nm1BOCTI 3aCTOCyBaHHA",
TpUKamepHomy "3acTocyBaHHs y nepiog
n1acTMKOBOMY NakeTi B BariTHOCTi abo rogyBaHHs
3aXUCHIn 060/10HLj, WO rpyaar”, "3aaTHicTb BNAVBaTK Ha
MICTWUTb MOrIMHaY LWBWAKICTb peakLii Npy KepyBaHHI
KMCHIO; M0 4 naketny aBTOTPaHCNOPTOM abo iHWMMK
KapTOHHI Kopo6uj; no MexaHismamu", "Cnoci6
2000 mny 3acTocysaHHsa Ta fo3u", "MobiyHi
TprKaMepHoOMy peakuii”, "HecymicHicTb".
nNacTyKoBOMY MakeTi B BBeeHHs 3MiH NpoTsrom 6-Tn
3axUCHiii 060/10HLj, O MICALIB MiCNA 3aTBEPKEHHS
MICTUTb MOrNvHaY
KMCHIO; M0 4 naketny
KapTOHHiii Kopo6Lli
168. | ONIIME/Ib N9E emynbCis AN iHdysii Bakctep C.A. Benebris Bakctep C.A., Benebris BHECEHHS 3MiH [0 peecTpauiiiHix | 3a peyenmom UA/17381/01/01

no 1000 mny Benbris (BXigHwWiA mMartepianis: 3MiHu Il TUNy - 3MiHK
TpuKamepHomy KOHTPO/b, KOHTPOJTb BHECEHO A0 IHCTPYKUiT Ans
nNacTKOBOMY MakeTi B MPOMDKHOIO MeAMYHOro 3aCTOCYBaHHS
3aXUCHI 060/10HLj, Lo NPOAYKTY, nikapcbKoro 3acoby Ao po3ainis
MICTUTb MOrIMHaY BMPOGHULITBO, "MpoTunoka3saHHs", "B3aemogis 3
KVCHHO; N0 6 NakeTiB y nakyBaHHs, iHLUMMW NiKapCcbKMMK 3acobamu Ta
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

KapTOHHI Kopo6uj; no
1500 mny
TprKamepHomy
n1acTMKOBOMY NakeTi B
3aXMCHIn 06010HLj, L0
MICTUTb MOrNMHaY
KUCHIO; NO 4 naketuny
KapTOHHI Kopobuj; no
2000 mny
TprKamepHoMy
nNacTyKoBOMY MakeTi B
3aXUCHI 060/10HL, Lo
MiCTUTb MOrAVHaY
KMCHIO; M0 4 naketny
KapTOHHI KOpoo6Lli

KOHTPO/Ib AKOCTi Ta
BWMNYCK cepil)

iHLWi BMAW B3aEMOg,in",
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHA y nepiog
BariTHOCTi abo rofyBaHHs
rpyAat”, "3aartHicTb BMBATH HA
LIBUAKICTb peakLii npun kepyBaHHi
aBTOTPaAHCNOPTOM a60 iHWKMK
mexaHizmamu”, "Cnoci6
3acTocyBaHHSA Ta fo3un", "MobiyHi
peakuii”, "HecyMicHicTb".
BeefieHHs1 3MiH NpoTsrom 6-Tn
MicAILiB nicns 3aTBepKEHHS

169.

opPuunon

TabneTkn, BKPUTI
N1iBKOBOK 060JI0HKOH,
no 10 TabneTtok y
6nictepi; no 1 6nictepy
B KapTOHHIlA ynakoBLi

YOPNL MEANLMH
nTA

Ipy3ia

NNABOPATOPIA
BEW/II-KPEAT-
BEPHYWNE

dpaHuis

BHECEHHS 3MiH A0 peecTpauiiHnx
marepianis: 3MiHW | TUNY - 3MiHK
Loao 6esnekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHSA
TEKCTY MapKyBaHHA BTOPUHHOI
yNakoBKM NiKapcbKoro 3acoby 3

BHECEHHSM iHGhopMaLii Woao
3a3HaYeHHs OAUHULb
BMMIptOBaHHA y cuctemi Sl Ta
3a3HayeHHs AaTv BUpobHuuTBA.
BBeneHHs 3MiH NpoTArom 6-Tu
MiICALIB MiCNA 3aTBEPKEHHSA

3a peyenmom

UA/11221/01/01

170.

OTPUBIH

Kpanni HazanbHi 0,05%,
no 10 mn y dhnakoHi 3
KPULLIKOO-NineTkoto, no 1
h/1aKoHY B KapTOHHIi
nauui

'CK KoHcblomep
Xenckep C.A.

LLiBeiiuapis

'CK KoHcblomep
Xenckep C.A.

LLiBeiuapis

BHECEHHS 3MiH [0 peecTpavuiliHnX
mMaTtepianis: 3MiHU | TUMY - 3MiHU 3
AKocTi. FoToBMIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynopoBabHWi
3aci6. 3miHa popmun abo po3mipy
KOHTeliHepa un
3aKynoploBasIbHOro 3acoby
(NepBMHHOI ynakoBKu)
(HecTepunbHI fikapcbki 3acobm) -
BHECEeHHS 3MiH go p. 3.2.P.7
Cucrema
KOHTeliHep/3aKynopoBanbHWii
3aci6, a came: He3HayHe
36iNbLUEHHA PO3MIpY (BMCOTK)
donakoHy, 6e3 3MiHM KinibKiCHOro Ta
AKICHOro ckiagy marepiany
NepBUHHOI YNakoBkY, Ta 6e3 3MiHU
dhopmy ¢h/1akoHy; 3anponoHOBaHO:
BMcoTa oakoHy — 51 MM

6e3 peyenma

UA/5206/01/01
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

171.

OTPUBIH

Kpanni HaszanbHi 0,1%,
no 10 mn y cpnakoHi 3
KpULLKOIO-NineTkoto, no 1
(pNakoHy B KAPTOHHIl
naui

'CK KoHcblomep
Xenckep C.A.

LLiseiuapis

'CK KoHcblomep
Xenckep C.A.

LLiBeiuapis

BHECEHHS 3MiH [0 peecTpavLiiHnX
Marepianis: 3mMiHu | TMny - 3MiHK 3
sKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynopoBanbHWii
3aci6. 3miHa chopmu abo posmipy
KOHTeliHepa un
3aKynoplBasIbHOIO 3ac0by
(NepBUHHOT yNakoBKK)
(HecTepunbHI nikapcbki 3acobm) -
BHECEHHS 3MiH Ao p. 3.2.P.7
Cucrema
KOHTeliHep/3aKynoptoBanbHuWii
3acib, a came: He3HayHe
36i/1bLLEHHS PO3MIpY (BUCOTW)
dnakoHy, 6e3 3MiHM KinbKiCHOro Ta
AIKICHOTO cknagy marepiany
NepBUHHOI YNakoBky, Ta 6e3 3MiHU
hopmMu hiakoHy; 3anponoHOBaHO:
BMcoTa p1akoHy — 51 Mm

6e3 peyenma

UA/5206/01/02

172.

OTPUBIH EKCTPA

cnpei HasasIbHUiA,
[030BaHuii no 10 mny
hnakoHi 3 f,O3y4UM
npucTpoem; no 1
pNakoHy B KAPTOHHIN
nauvui

'CK KoHcblomep
Xenckep C.A.

LBeliLapis

'CK KoHcblomep
Xenckep C.A.

LlBeliuapis

BHECEHHS 3MiH 10 peecTpavLiiHnX
mMartepianis: 3MiHu Il TMny - 3MiHK
BHeCeHO A0 IHCTpyKLii ans
MeZMNYHOro 3aCTOCyBaHHs
NiKapcbKoro 3acoby Ao po3ginis
"apmMakonoriyHi BnactnsocTi”
("®dapmakokiHeTnka",
"dapmakognHamika"),
"MpoTunokasaHHa", "B3aemogis 3
iHWMK NiKapcbKMKM 3acobamu Ta
iHWIi BUAW B3aemogin",
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs
rpyaao”, "Cnocib 3actocyBaHHS
Ta 031" (BHECEHI YTOUYHEHHS),
"Mo6iyHi peakuii" BigNoBigHO A0
marepianis peecTpaujiiHoro
focke. BBefieHHs1 3MiH NpoTArom
6-TN MicAUIB Nic/n1s 3aTBEPLHKEHHS

6e3 peyenma

UA/13560/01/01

173.

NMAPALEETAMO/

Tabnetky no 200 Mr no
10 TabneTok y
6nicTepax

AT "Nly6Hnchapm”

YKpaiHa

AT "Jly6Hnchapm”

YKpaiHa

BHECEHHS 3MiH 1O peecTpaviliHnX

marepianis: 3mMiHu | Tuny - 3MiHx 3

AKocTi. [0TOBWIA Nikapcbkuii 3aci6.

KOHTpO/b rOTOBOrO NiKapCbKoro

3acoby. 3viHa napaveTpis

cneuudikauin Ta/abo gonycTumumx

MeX roTOBOrO /liKapCbKoro 3acoby
- BBEfIEHHA NepioANYHOCTI

6e3 peyenma

UA/5877/01/01
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

KOHTPOJIIO 32 NMOKa3HNKOM

"MikpobionoriyHa unctoTa": nepa

Ta KOXHa flecAta HacTynHa cepisi,
ane He pigwe Hix 1 cepisi B pik

174.

NAPALIETAMON
BEBI

cycneHsis opasibHa 120
Mmr/5 mn, no 100 mny
donakoHi, no 1 dpnakoHy
pasoMm 3 J03yUnM
NPUCTPOEM Yy KApTOHHIi
Kopo6ui; no 5 mn abo no
10 mny cawe, no 20
calle y KapTOHHiiA
Kopo6ui

ToBapuncTBO 3
06MeXeHOI0
Bi4NOBiAA/IbHICTIO
"®GapmaueBTuyHa
KomnaHis "3gopos'a”

YKpaiHa

ToBapucTso 3
06MEXEHOI0
BiAMOBIAA/IbHICTIO
"@apmavueBTuyHa
KomnaHis "3aopos'a”

YkpaiHa

BHECEHHS 3MiH O peecTpaviliHnX
marepianis: 3mMiHun | Tuny - 3MiHK 3
SKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTelHep/3akynoptoBasibHUi
3aci6. 3miHa nocTavasibHMKa
nakyBaslbHUX MaTtepianis abo
KOMM/IEKTYOUMX (SKLWO 3a3Ha4YeHo
B A0CbE) (3amiHa abo AofaBaHHs
nocravyanbHUKa); CynyTHA 3MiHa
- 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBabHWi
3aci6. 3miHa chopmun abo posmipy
KOHTeliHepa un
3aKynoploBasIbHOrO 3ac0by
(NepBMHHOI ynakoBKu)
(HecTepunbHi Nnikapcbki 3acobm)
(B.Il.r'4. (a) IA). BBeeHHs HOBOro
BMPOGHMKA NakyBasbHOro
martepiany (dp1akoHn NosliMepHi)
TOB «CrtaTtyc», YkpaiHa
[04AaTKOBO 10 3aTBEPAKEHNX
BMPO6HMKIB TOB «lnacTxim»,
YkpaiHa Ta TOB «MPO®IMNIACT
NThO», YkpaiHa, Ta Ak Hacnifok,
HEe3HauHi 3MiHV rabapuTHNX
pO3MipiB NepBUHHOT YNakoBKu;
3anpornoHoBaHo: ®nakoHn
nosnimMepHi HainmeHyBaHHsi
Brpo6Huk ®nakoH ®MP-125 TOB
«lMnacTxim», YkpaiHa ®nakoH
®r-125 TOB «MPO®IMNACT
NTO», Ykpaina dnakoH ®r-125
TOB «Crartyc», YkpaiHa
[eomeTpuyHi po3mipu LdiameTtp
rOp/I0BUHU: 27,41 MM
Bucota: 105+1 mm, fiameTp gHa:
48+1 mm

6e3 peyenma

UA/11577/01/01

175.

NMEHECTEP®

TabneTku, BKPUTI
060/10HKOI0, M0 5 Mr Ne
30 (15x2): no 15
TabneTok y 6nictepi; no

TOB "CaHodhi-
ABeHTIC YKpaiHa"

YKpaiHa

TOB "3eHTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH 10 peecTpaviliHnX
marepianis: 3miHu | Tuny -
noJaHHA OHOBJ/IEHOrO cepTudikaTa
BiANOBIAHOCTI EBpoNeiichbkili

3a peyenmom

UA/6000/01/01
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TabneTok y KoHTeliHepi;
no 1 KoHTeliHepy B
Kopo6ui

BMPOGHUYOI AinbHULj Assia
Chemical Industries Ltd., Teva-
Tech site Neot-Hovav Eco-
Industrial Park, Emek Sara P.O
Box 2049 Be'er Sheva 8412316
(Israel) gns BupobHuLTBa AdDI
MepuHgonpwn To3unar, sika
HaNeXuTb A0 TiEl camol
BMPOGHWYOI rpyny NiANPUEMCTB,
LU0 11 3aTBEPAKEHNI BUPOOHUK
A®|. BBeAEHHS 3MiH MPOTAroM 6-
TV MiCALIB Nicnsa 3aTBEPKEHHS;
3MiHM | TUNY - 3MiHa nofjaeTbes y
3B'AA3KY i3 BHECEHHSIM Y 3aKpuUTy
yacTuHy mMacTtep-thaiina
(3aTBEepmxKeHo: ASMF version
7634-EU-11.2017; nponoHOBaHO:
ASMF version 7634-EU-06.2019
Ha A®I MepuHaonpun Tosunar
HaCTYNHWX 3MiH: 1. 36i/bLUEHHS
po3mipy cepii go 10 pasis
MOPIBHSAHO i3 3aTBEPAXKEHUM
po3mipom cepii A®| MepuHgonpun
To3unaT. Po3mip cepii ans
BMPOGHULTBA Ha Teva-Tech
(Israel) 36inbLIeHo y 2 pa3n
NOPIBHAHO i3 po3Mipom cepil
AinbHuui Plantex Ltd. (Israel) i3
ekcnayaTauiiHux MipKyBaHb. 2.
He3HauHi 3MiHM B MeToAML

BUNPOOYBaHHA peareHTis, L0

Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
2 6nicTepun y KapTOHHIi thapmaxonei Ne R1-CEP 2005-
KopooLi 025-Rev 04 gns fjitoyoi peqyoBuHU
Finasteride Big Bxe
3aTBEpAKEHOro Bupo6Hmka CIPLA
LIMITED; 3miHu | TUnNy - nogaHHs
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONENnchbkil
thapmakonei Ne R1-CEP 2013-
238-Rev 00 gns aitoyoi pevoBuHU
Finasteride Big Bxe
3aTBEpAKEHOr0 BMpobHUMKa Hubei
Gedian Humanwell
Pharmaceutical Co., Ltd
176. | NEPNHAONPUN- TabneTku, BKpUTI TeBa 13painb AT YropwuHa BHECEHHS 3MiH [0 peecTpaviliHnX 3a peyernmom UA/14919/01/01
TEBA N/1iBKOBOK 060JI0HKOI, dapmavresTikan dapmMaLeBTUUHHUIA marepianis: 3MiHu | TUNY - 3MiHa
no 2,5 mr no 30 IHgacTpi3 14, 3aBog TEBA noJaeTbCa y 3B'A3KY 3
AoAaBaHHAM asibTePHATUBHOT
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Bupo6Huk

Kpaina

PeecmpayiliHa npoyedypa

Ymosu

Homep

Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

BUPOGHUKa

BMKOPVCTOBYIOTbCS B NMPOLIECI

Bionycky

peecmpayiliHo2o
nocsioYeHHs

BMPOGHMLTBA Ajil040T peyoBuHU. 3.
[JlofaBaHHA HOBOro NokasHuka
cneumdikauii 4o cneumdikawi
peareHTiB, L0 BUKOPUCTOBYHOTHCS
B npoLeci BUpobHMLUTBA Aitoyoi
PeyYoBUHK, 3 BigNOBIAHUM

MeTOoA0M BUNPOOYBaHHS. 4.
HesHauHi pepakLiiiHi 3mMiHu Ta

BUMNPAaB/IEHHS APYKaPCbKUX
NOMWJIOK Y BiANOBIAHMX pO3Ainax
[0Cbe

BHECEHHS 3MiH A0 peecTpauiiHnx

3a peyenmom

UA/14919/01/02

177.

NEPUHAONPUN-
TEBA

TabneTkn, BKPUTI
NNiBKOBOK 060/10HKOM0,
no 5 mr no 30 TabneTok
y KOHTelHepi; no 1
KOHTeliHepy B kopobLi

Tesa
dapmaveBTikan
IHpacTpis /Tg,.

I13painb

AT
dapmaueBTUYHNI
3aBog, TEBA

YropwmHa

marepianis: 3mMiHU | TUNY - 3MiHa
NnoJaeTbCA Yy 3B'A3KY 3
[0[aBaHHAM as/lbTepPHAaTUBHOT
BMPOGHUNYOI AinbHULj Assia
Chemical Industries Ltd., Teva-
Tech site Neot-Hovav Eco-
Industrial Park, Emek Sara P.O
Box 2049 Be'er Sheva 8412316
(Israel) gpns BupobHMuTBa AdI
MepvHgonpua To3mnat, ska
HasiexuTb [0 Tiei camol
BMPOGHNYOT rpynu NignNpueMCTB,
LLIO /A 3aTBEPKEHNI BUPOOHUK
A®I|. BBEieHHA 3MiH NpOTArom 6-
TV MiCALIB NiCNs 3aTBEPAKEHHS;
3MiHK | TUNYy - 3MiHa NogaeTbes y
3B'AA3KY i3 BHECEHHSAM Y 3aKpUTy
YacTUHy MacTep-thaina
(3aTBepmkeHo: ASMF version
7634-EU-11.2017; nponoHoBaHo:
ASMF version 7634-EU-06.2019
Ha A®I MepuHgonpun Tosunar
HaCTYNHWX 3MiH: 1. 36iNbLUEHHSA
po3mMipy cepii go 10 pasis
NOPIBHSAHO i3 3aTBEP)KEHUM
po3mipom cepii A®| MepuHgonpun
To3unaTt. Po3mip cepii gnis
BMPOGHMLTBA Ha Teva-Tech
(Israel) 36inbLeHo y 2 pasu
NOPIBHSHO i3 po3Mipom cepil
dinbHuui Plantex Ltd. (Israel) i3
ekcnnyaTaujiiHix MipKyBaHb. 2.
He3HauHi 3MiHK B MmeToauLi
BUMNPOOYBaHHA peareHTiB, L0

BUKOPUCTOBYIOTLCS B NPOLECI
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

BMPOGHMLTBA Ail040I peyoBuHn. 3.
[JlofaBaHHA HOBOro NokasHuka
cneumaikauii go cneundikawii

peareHTiB, LLIO BUKOPUCTOBYHOTLCS
B NpoLieci BUPOGHULITBA AiloyOi

peyoBUHM, 3 BigNOBIAHUM
MeToA0M BUMPOGYBaHHS. 4.
Hes3HauHi pepakuiiHi 3MiHn Ta
BUNPaB/IEHHS APYKapPCbKUX
NOMWSIOK Y BiANOBIAHMX po3Ainax
[0CbE

178.

NEPUHAOMNPUN-
TEBA

TabneTkun, BKPUTI
NNiBKOBOK 060/10HKOIO,
no 10 mr; no 30
TabneToK y KOHTelHepi;
no 1 KoHTelHepy B
KopooLi

Tesa
dapmavneBTikan
IHpacTpi3 114,

13painb

AT
dapmaLeBTUYHNI
3aBog TEBA

YropluHa

BHECEHHS 3MiH 10 peecTpavLiiHnxX
marepianis: 3MiHu | TUNy - 3mMiHa
NoAaeTbCA Y 3B'A3KY 3
JoAaBaHHAM asibTepPHATUBHOT
BMPOGHMYOT AinbHUUI Assia
Chemical Industries Ltd., Teva-
Tech site Neot-Hovav Eco-
Industrial Park, Emek Sara P.O
Box 2049 Be'er Sheva 8412316
(Israel) gna supobHuyTBa A®I
MepuHgonpun To3unar, aka
HanNexunTb Ao Tiel camoi
BMPOGHUYOI rpynv NiANPUEMCTB,
L0 11 3aTBEepAKEHNIA BUPOOHMK
A®I. BBefieHHA 3MiH NPOTArom 6-
TN MicsLiB nicns 3aTBEPXKEHHS;
3MiHK | TNy - 3MiHa NogaeTbes y
3B'A3KY i3 BHECEHHAM Yy 3aKpuUTy
YyacTuHy MacTep-chaiina
(3aTBepmkeHo: ASMF version
7634-EU-11.2017; NnponoHOBaHO:
ASMF version 7634-EU-06.2019
Ha A®I MepuHgonpun To3unar
HaCTYMHWX 3MiH: 1. 36iNbLUEHHSA
po3wmipy cepii go 10 pasis
NOPIBHSIHO i3 3aTBEPAKEHUM
po3mipom cepii A®| MepuHgonpun
To3unar. Po3mip cepii ans
BMpPO6GHMUTBA Ha Teva-Tech
(Israel) 36inbweHo y 2 pa3u
NOPIBHAHO i3 po3Mipom cepii
AinbHuui Plantex Ltd. (Israel) i3
ekcnyaTayiiniHuX MipkyBaHb. 2.
HesHauHi 3mMiHn B MeToaMLI
BMNPOOGYBaHHS peareHTiB, L0
BUKOPWCTOBYIOTbCS B NPOLIECI
BMPOGHMLUTBA Ait0H0l pevOBUHN. 3.

3a peyenmom

UA/14919/01/03
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
[logaBaHHA HOBOro NokasHuka
cneumdikauii 4o cneumdikauii
peareHTiB, L0 BUKOPUCTOBYHOTHCS
B NpoLieci BUPO6HMLITBA AiloH0i
pPeyYOBUHM, 3 BiANOBIAHUM
METOA0M BUNPOGYBaHHS. 4.
HesHauHi pegakuiiHi 3MiHn Ta
BUNPaB/IEHHS APYKapCbKNX
NOMW/IOK Y BifMNoBIAHMX po3inax
[0CbE
179. | NNA3MOnN pO34MH A4 iH'EKUIA, No TOB "BIO®APMA YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH O peecTpaviliHnX 3a peyernmom UA/5598/01/01
1 mn B amnyni; no 10 MNIA3MA" MNA3MA", YkpaiHa marepianis: 3mMiHu | TMny - 3MiHK 3
amnyn y nadui 3 (BMPOGHMLTBO, SKOCTi. [OTOBWIA Nikapcbknii 3aci6.
KapToHy; no 1 mnB. nepBUHHe Ta KOHTpO/b roTOBOrO NiKapCbKoro
amny”ni; no 5 amnyny BTOPVHHE 3acoby. 3miHa napameTpis
6nicTepi; no 2 6nictepn nakyBaHHs1, BUMYCK crneundikauii Ta/abo 4onycTuMmx
y nayui 3 kKapToHy cepiii); TOB MeX roTOBOro NiKapCcbKoro 3acoby
"BIO®APMA (BUTYHYEHHSA HE3HAYHOTO
MNNA3MA", YkpaiHa nokasHuka (Hanpvknag
(BTOpPUHHE 3acTapifnioro NokasHWKa, Takoro sk
nakyBaHHs, BUMYCK 3anax Ta cMak, abo igeHTudikauis
cepiin); TOB "®3 6GapBHYIKIB Y/ CMaKOBMX [06ABOK))
"BIO®APMA", - BUNy4YeHHs 3i cneuudikaw,i
YkpaiHa roTOBOrO NikapCbKoro 3acoby
nokasHuka AKocTi "3aranbHuii
asoT"; 3MiHun | TUny - 3MiHK 3
akocTi. FoToBUMIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOrO NiKapCbKoro
3acoby. 3miHa y MeTogax
BMNPOBYBaHHA roTOBOro
NiKapcbKoro 3acoby (HesHayHa
3MiHa y 3aTBEpAKEHUX MeToAax
BUNPOOYBaHHSA) - HE3HAYHI 3MiHV B
MEeTOoAMLj BUNPOOYBaHHS 3a
nokasHukamu sKocTi Hatpito
xnopug, (BUKOPUCTaHHSA
aBTOMaTMYHOrO TUTpaTopa) Ta
MoninenTnam (yTouHeHo
npuroTyeBaHHs 6iypeTosoro
peakTmBy)
180. | NIPAMIMAK Tabnetku no 0,25 mr; no Makneopc IHais Makneogc IHais BHECEHHS 3MiH 1O peecTpaviliHnX 3a peyernmom UA/15713/01/01
10 TabneTok y 6nicTepi; dapmacbloTrKanc dapmacboTHKac marepianis: 3MiHW | TUNY - 3MiHW
no 3 6nictepu B Nimiteq Nimiteq oao 6e3snekn/edeKTMBHOCTI Ta

KapTOHHIiA ynakoBL,i 3
MapKyBaHHAM
YKpaiHCbKO0 MOBOO

chapmakoHarnsgy - OHOBNEHHS

TEKCTY MapKyBaHHS yNakoBKu
NiKapcbKOro 3acoby 3 BHECEHHAM

iHbopmauii Wwoao 3a3HaYeHHS
OfVHVLb BUMIPIOBAHHS Y CUCTEMI
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

Sl. BHeCeHHs 3MiH A0 po3giny
«MapkyBaHHA» MKHA N13:
3anponoHoBaHo: MAPKYBAHHA
3rigHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHSA. TepMiH BBEEHHS
3MiH NPOTArom 6 MicauiB nicns
3aTBEPMKEHHS

181.

NMPAMIMAK

Tabnetku no 1 mr; no 10
Tabnetok y 6nictepi; no
3 6nicTepn B KAPTOHHIN
ynakoBLi 3
MapKyBaHHAM
YKPaiHCbKO0 MOBOHO

Makneozc
PapmacboTrKanc
Nimiten

IHAjsA

Makneogac
dapmMacbTUKasC
Nimiteq

IHAja

BHECEHHS 3MiH O peecTpaviliHnX
marepianis: 3MiHW | TUMY - 3MiHW
oo 6e3nekn/edhekTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHS

TEKCTY MapKyBaHHs ynakoBKu

NiKapCbKOro 3acoby 3 BHECEHHSIM

iHbopmauii Wwoao 3a3HavYeHHs

OVHVLb BUMIPIOBAHHS Y CUCTEMI

Sl. BHECEHHS 3MiH A0 po3giny
«MapkyBaHHsA» MKHA N13:
3anponoHoBaHo: MAPKYBAHHA
3rifiHO 3aTBEPLPKEHOTO TEKCTY
MapkKyBaHHSA. TepMiH BBeAEHHS
3MiH NpoTAroM 6 MicALiB nicns
3aTBEPKEHHSA

3a peyernmom

UA/15713/01/02

182.

MPErABANIH

Kancynu TeepAi no 75 mr
no 7 kancyny 6nictepi;
no 2 a6o 8 6nictepis y
KapTOHHIA KOpoo6Li

TOB "TeBa YkpaiHa"

YKpaiHa

BankaHdapma-
AOynHuusa AT

Bonrapis

BHECEHHS 3MiH 10 peecTpaviliHnX
marepianis: 3MiHW | TUNY - 3MiHW
BHECEHO [0 iHCTPYKLi Ans
MeAMYHOro 3acTOCYBaHHS
nNikapcbKoro 3acoby y po3ginu:
"Oco6nMBOCTI 3aCTOCYBaHHA",
"MobiuHi peakuyii" BignosigHO A0
OHOB/IEHOT IHdopMaLlii 3 6e3nekn
[ilo40oi peyvoBrHN. BBeAeHHS 3MiH
npoTsrom 3-x micsLiB nicns
3aTBEPAKEHHS

3a peyenmom

UA/16491/01/01

183.

MPErABANIH

kancynv TBepgi no 150
Mr No 7 Kancyny
6nictepi; no 2 a6o 8
6nicTepiB y KAPTOHHIl
Kopooui

TOB "TeBa YkpaiHa"

Ykpaina

BankaHdapwma-
AOynHuusa AT

Bonrapis

BHECEHHS 3MiH [0 peecTpavLiliHnX
marepianis: 3mMiHW | TUNY - 3MiHK
BHECEHO [10 IHCTPYKLi AN1A
MeAMYHOro 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ainu:
"Oco61MBOCTI 3aCTOCyBaHHA",
"MobiuHi peakuyji" BigNoBigHO A0
OHOBJEHOT iHhopMaLii 3 6e3neku
Aito4oi peyoBrHN. BBeeHHS 3MiH
npoTArom 3-x MicsuiB nicns
3aTBEPAKEHHS

3a peyernmom

UA/16491/01/02
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
184. | NPErABANIH Kancynv Teepgi no 225 TOB "TeBa YkpaiHa" YkpaiHa BankaHthapwma- Bonrapis BHECEHHS 3MiH [0 peecTpayiiiHux | 3a peyenmom UA/16491/01/03
Mr no 7 kancyny Oynunus AT marepianis: 3MiHU | TUMY - 3MiHW
6nictepi; no 2 a6o 8 BHECEHO A0 IHCTPYKUiT ANns
6nicTepiB y KAPTOHHIM Me[MYHOro 3acTocyBaHHsA
KopooLi nikapcbKoro 3acoby y po3ginu:
"Oco61MBOCTI 3aCTOCyBaHHA",
"Mo6iuHi peakuyji" BigNoBigHO A0
OHOB/IEHOT iHdhopMaLlii 3 6e3nekn
4itoyoi pevoBuHW. BBegeHHS 3MiH
npoTArom 3-x MicsuiB nicns
3aTBEPAKEHHS
185. | MPErABANIH Kancynu Teepgi no 300 TOB "TeBa YkpaiHa" YkpaiHa BankaHthapwma- Bonrapis BHECEHHS 3MiH 10 peecTpavLiiHnxX 3a peyenmom UA/16491/01/04
MF [0 7 Kancyny OynHuus AT marepianis: 3MiHW | TUNY - 3MiHK
6nicTepi; no 2 abo 8 BHECEeHO [0 iHCTPYKUiT Ans
6nicTepiB y KAPTOHHiIlA MeANYHOro 3acTocyBaHHsA
Kopo6ui NiKapCbKOro 3acoby y po3ginu:
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"Mo6iuHi peakwyii" BigNoBigHO A0
OHOBJIEHOT iH(hopMaLii 3 6e3nekn
4ito4oi pevoBuHU. BBeeHHA 3MiH
npoTArom 3-x MicsAuiB nicns
3aTBEPKEHHSA
186. | NMPIOPUKC- niodpinizoBaHuii nakcoCmiTKnsiiH Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 10 peecTpaviliHnX 3a peyernmom UA/16549/01/01
TETPA™ NOPOLLOK AN iH'eKLiiA, 1 Ekcnopt flimiteq BpuTtaHis Bionoaxikans C.A. marepianis: 3mMiHu | Tvny - 3MiHu 3
KOMBIHOBAHA ch/1aKoH 3 NOPOLLKOM Y AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
BAKUUHA ANnA KOMMNEKTi 3 KOHTPO/1b rOTOBOIO NiKapcbkoro
APO®INTAKTUKN PO34MHHMKOM (BOAA ANs 3acoby. 3miHa y meToax
KOPY, iH’exuit) no 0,5 mn (1 BMNPOBYBaHHSA roTOBOrO
ENIAEMIYHOIO [03a) y nonepegHb0 nikapcbKoro 3acoby (iHLWi 3MiHK Yy
NMAPOTUTY, HanoBHEHOMY LUNpuLi (Y MeTofax BunpobyBaHb

KPACHYXU TA
BITPAHOI BICNW,
XXVBA
ATEHYNOBAHA

KOMNeKTi 3 ABOMa
rofikamv abo 6e3 rosok)
abo y amnynaxy
BaKyyMHiii CTepUbHIl
ynakosLi; no 1
BaKyyMHili CTEpUNbHIiA
YMaKkoBLi Y KAPTOHHIi
Kopo6Li; 1 donakoH 3
MOPOLLKOM Y KOMMNJIEKTi 3
pO34MHHMKOM (BOAA ANA
iH’exuiii) no 0,5 mn (1
[03a) y nonepeaHbLo
HarnoBHeHOMY Lunpuui (y
KOMNAeKTi 3 ABOMa
rosikamu) y BakyyMHiii
CTEpPUsIbHIl yNakoBLi; no
10 BaKyyMHUX

(BKtovatoum 3amiHy abo
[OMOBHEHHSA)) - NpUBEAEHHS
Temnepartypu 36epiraHHs 3paskis
BaKLIMHW, LLIO BUKOPUCTOBYIOTLCA
nif, Yac KOHTPOO AKOCTI A4S
BM3HAYEHHA TepMOCTabifIbHOCTI
KOPOBOrO KOMMOHEHTY Ta
NapoTUTHOrO KOMMOHEHTY
METOAOM TUTPYBAHHSA Y Ky bTypi
KMITVH Npy BUMYCKY, 4,0
BVMPOGHNYOT NPaKTUKN:
3anponoHoBaHo: unexposed test
samples stored for 7 days at -20°C
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
CTEPUSIbHUX YNAKOBOK Y
KapTOHHI kopobuj; 1
chakoH 3 NOPOLLKOM Yy
KOMMEKTI 3
PO34MHHMKOM (BOAA ANA
iH'exuiii) no 0,5 mn (1
[03a) y nonepegHbL0
HanoBHEHOMY LNpuL,i y
BaKyyMHii CTEPUSbHIl
ynakosLj; no 1, 10, 20
ab6o 50 BakyyMHUMX
CTepPU/IbHUX YNakoBOK Y
KapTOHHI Kopobuj; 1
dh1akoH 3 NOPOLLKOM Yy
KOMNeKTi 3
PO34MHHMKOM (BOAa NS
iH’exuit) no 0,5 mn (1
[o3a) B amnyni 'y
BaKyyMHiii CTEPUNbHIN
ynakosui; no 1, 10 a6o
100 BakyyMHMUX
CTEPUSIbHUX YNAKOBOK Y
KapTOHHI KOpoo6Lli
187. | NPONNATAH Kpanni oy4Hi, 0,005 %; no CEHTICC ®APMA IHAis CEHTICC ®APMA IHais BHECEHHS 3MiH [JO peecTpaviliHnx 3a peyenmom UA/13705/01/01
2,5 M1y donakoHi 3 MBT. NTA. NBT. NTA. MaTtepianis: 3MiHU | TUMy - 3MiHK 3
KpanenbHuueto; no 1 sKocTi. [0TOBWIA Nikapcbkuii 3aci6.
dhnakoHy B KapTOHHilA 3MiHN Yy BUPOGHMLTBI. 3MiHa
nauui po3Mipy cepii (BK/IHOYaoUn
[iana3oH po3Mipy cepil) rotoBoro
niKkapcbKoro 3acoby (36i/bLUeHHs
40 10 pasiB NOpiBHAHO i3
3aTBEPKEHNM PO3MIPOM) -
BBE/leHHS f04aTKOBOIo PO3mipy
cepii roToBOro JlikapCbKoro
3acoby; 3anponoHosaHo: 40 n
(14286 dhnakoHiB); 200 n (74074
dnakoHm)
188. | NPONOCON-H cnpeii ons poToBOi TOB "Mikpochapm” YkpaiHa TOB "Mikpodhapm” YkpaiHa BHECEHHS 3MiH 1O peecTpaviliHnX 6e3 peyenma UA/7820/01/01

nopoXHUHM o 20 r abo
60 1y KoHTelHepi 3
MeXaHi4YHWM HacoCoM;
no 1 KoHTeliHepy pasom
3 po3nusoBayemM Ta
3aXMCHUM KOBMa4KoM y
nauuj 3 KapToHy

marepianis: 3miHu | Tuny -
[ONOBHEHHA cnevudikauii API
Mpononic HOBUM MOKa3HUKOM
«AHTUMIKPOOHA aKTUBHICTb» 3
Bi4MNOBIAHMM METOA0M
BUNPOBYBaHHSA; 3MiHK | TNy -
3MiHu 3 siKocTi. A®l. KoHTponb
A®|. 3miHa y napameTpax
cneuudikayin Ta/abo gonycTumumx
MeX, BU3Ha4YeHuX y cneumdikayisx
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
nocsioYeHHs

ynakoska)

Ha Adl, abo BMXigHWA/NPOMIKHWIA
npoAayKT/pearenT, wo
BUKOPVCTOBYIOTLCA Y NpoLeci
BMPO6HMLTBA AD| (BUNYYEHHS
He3HaYyHOro MokasHuka siKocTi
(Hanpuknag BUyYeHHs
3aCTapifioro NoKasHKKa)); CynyTHs
3MiHa - 3MiHK 3 aKocTi. AdI.
KoHTponb A®L. 3miHa y MeToAax
BunpobysaHHa APl abo BuXigHOro
Marepiany/npoMixxHOro
npoayKTy/peareHTy, Lo
BMKOPWCTOBYETHLCA Y NPOLIECI
BMPOGHMLTBA AD| (BUNYYEHHS
MeToAy BUNPOOYBaHHS A/1s
Adl/peareHTy/npomMiKHOrO
NPOAYKTY, AKLLO a/lbTEPHATUBHUIA
MeTOZ, BXe 3aTBEPMKEHN) -
BW/yYeHHS 3i cneyudikauii Ta
MeToZiB BUNPo6yBaHHS AdI
Mpononic nokasHukiB
«lgeHTudikanis (metog YP)»,
«BTpaTa B Maci npv BUCYLLyBaHi»
Ta «PeyoBuHU, WO
OKMCIOKTLCSA»; 3MiHK | TUMy -
3MiHM A0 MeTOoZiB BUMPOGYBaHHS
A®I| 3a nokasHUKamu:
loaeHTndikaList 3MiHEHO KiNbKiCTb
po3uunHy ceuHuo (Il) aueTaty
OCHOBHOrO P AN BU3Ha4YeHHA
OEeHOBbHUX cnonyk; «MexaHiuHi
OOMILLKV» - BHECEHI YTOUHEHHS A0
YMOB HarpiBaHHs Ha BoAsiHili 6aHi
Ta inbTpyBaHHSA PO3UUHY
MOpPOLLKY Npenapary, BHECEHi
YTOUYHEHHS A0 hopmMynn
po3paxyHky; «Bock» - BHECEHi
YTOYHEHHS A0 MiAroTOBKM
iNIbTpaTty, BHECEHi yTOUHEHHS A0
hopmMyn po3paxyHKy; 3MiHu |
TUny - 3MiHK 3 sKocTi. [oTOBWMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO NiKAPCbKOro 3acoby.
3miHa y MeToAax BUNpobyBaHHS
roTOBOrO Nikapcbkoro 3acoby
(BunyyeHHs meToay
BUMPOOYBaHHS, AKLLO BXe
3aTBEPMKEHWNIA a/lbTepPHATUBHWIA
METOA); CYNYyTHS 3MiHa : - 3MiHu 3
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

AKocTi. [0ToBWIA Nikapcbkuii 3aci6.
KOHTpPO/b rOTOBOrO NiKapCbKoro
3acoby. 3miHa napameTpis
crneungikauii Ta/abo gonycTuMmx
MeX roTOBOrO /liKapCbKOro 3acoby
(BUNYYEHHS HE3HAYHOTO
nokasHuka (Hanpvknag
3acTapifnioro NokasHWka, Takoro sk
3anax Ta cMmak, abo igeHTudikauis
6apBHYKIB 41 CMaKoBUX J06ABOK))
- BUTyYeHHS 3i cneumdikauii Ta
MeToZiB KOHTpo/to /13 nokasHuka
«laeHTudikauis YPd», 3amweHo
[Bi anlbTepHaTVIBHI METOAMKM
iAeHTViKaLii npononicy metTooMm
KONbOPOBUX peakLiii; 3MiHu | Tuny
- 3MiHK 3 aKocTi. FoToBWMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO NiKaPCbKOro 3acoby.
3miHa y MeToAax BUNpobyBaHHS
roToBOro nikapcbKoro 3acoby (415
npuBeAEHHS Y BiANOBIAHICTb 3
[®Y abo €Bponeiicbkoto
chapmakoneeto Ta BUNYyUYEHHS
nocunaHHsA Ha 3acTtapinuii
BHYTPILLHIA MeToA BUNPODOYBaHHS i
ioro HomMep); CynyTHs 3MiHa -
3MiHn 3 aKocTi. FoToBWiA
nikapcbkuii 3aci6. KoHTponb
roTOBOro NikapcbKoro 3acooby.
3MiHa napameTpiB cneuudikawi
Ta/abo [oNyCTUMUX MEX rOTOBOTO
NiKapcbKoro 3acoby - 3mMiHN y
cneuudikauii Ta meTogax
KOHTpost0 /13 3a nokasHUkamu -
«Mpo30piCTb» — 3a3HAYEHO
nocuaaHHa Ha Y gitovoro
BUAAHHS; - «BU3HayYeHHs BigcoTka
BiAXOAYy BMICTY KOHTelHepa» —
BW/Ty4EHO nocunaHHsa Ha @Y |
BuaaHHa ¢ 507; - «EtaHon 96%» -
BHECeHi 3MiHW 0 MEeTOAUKN
KOHTPOJI0 3 METOI NPUBEAEHHS Y
BignoBigHicTb Ao EP 2.9.10.
MeToa A Kputepii NpuiAHATHOCTI
3anMwnnncs 6es 3miH; - 3 posginy
cKnaf, BUTly4eHo C/10BO
«Bignosigae» y 3a3HayveHi macu
BMICTY KOHTelHepa, OCKi/Ibku BOHO
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
He Hece HiSIkoro CM1C0BOro

HaBaHTaXKEHHS - Y MPUMITKax
3a3HayeHo nocunaHHA Ha Py
AitoH0ro BMAaHHS;
3MiHM | TUMY - 3MiHK 3 SKOCTI.
[oTOBMIA NikapcbKuii 3aci6.
KOHTpO/1b rOTOBOrO MikapCbKoro
3aco6y. 3viHa napaveTpis
cneyudikavin Ta/abo gonycTummx
MEX rOTOBOrO /liKapCbKoro 3acooby;
CynyTHS 3MiHa - 3MiHM 3 AKOCTI.
[oTOBMIA NikapcbKuii 3acib.
KOHTpO/1b rOoTOBOrO MikapCbKoro
3acoby. 3miHa y MmeTogax
BUMNPOBYBaHHS rOTOBOrO
NiKapcbKoro 3acoby (HesHayHa
3MiHa y 3aTBEpKEHUX MeToaax
BMNPOBYBaHHS) - 3MiHN Y
cneuudikauii Ta meTogax
KOHTpOsIt0 13 3a NOKa3HUKOM
«MikpobiosnoriyHa unctota», a
came 3MiHa y OAVHNLAX
BMMiptoBaHHA 3 KYO/r Ha KYO/mn
6e3 3MiH foMYCTUMUX MEX
KpUTEpIiB NPUAHATHOCTI;
3a3HayeHHs Ailyvoro BUAaHHA
L®Y, BHeceHi pefakujiHi
YTOUYHEHHS! TEKCTY METOAMKN;
3MiHW | TUNY - BUNYYEHHS
nocravasibH1Ka nepBuUHHOT
YyNakoBKM (MexaHi4YHOro Hacocy),
YUYAO TIRRIT CO., LTD, Kutaii;
3MiHK | TUNY - foAaBaHHA
nocravyasibH1Ka nepBUHHOT
YyNakoBKM (6as1IOH asTloOMiIHIEBUIA);
3anponoHoBaHo: Aerosol service
Sp.z.0.0., Monbuya; New Red &
White Manufactory Ltd, IHaoHe3is;
3MiHW | TUNY - 3MiHU 3 AKOCTI.
["oTOBMIA NiKapcbKuii 3acio.
Cucrema
KOHTelHep/3aKynopoBasbHWiA
3aci6. 3miHa napameTpis
cneuudikauin Ta/abo gonycTumumx
MeX NepBUHHOI YNaKoBKu
roTOBOro MikapcbKoro 3acoby;
CynyTHS 3MiHa - 3MiHM 3 AKOCTI.
[oTOBMIA NikapcbKuii 3acib.

Cuctema
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Ne

Hasga nikapcbko20

n/n 3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

189.

PAMAI

Tabnetku no 5 mr; no 10

MPO®APMA

KOHTeliHep/3aKynoptoBanbHWii
3aci6. 3miHa y meToaax
BMNPOGYBaHHSA NePBUHHOT
yMakoBKM rOTOBOTO MiKapCbKOro
3aco6y (He3HauHi 3MiHW Y
3aTBEPMKEHNX METoAaX
BMNpPoOyBaHb) - 3MiHa y
cneuudikauii Ta meTogax
BUMPOOYBaHHS yNnakoBKu
(koHTElHEep Ta opasibHOro
po3nunoBaYa) 3a NOKasHNKOM
«MikpobiosnoriyHa unctota», a
came 3miHa MeX KpuTepiiB
npuiiHaTHocTi ans TYMC Ta
TAMC;
3MiHK | TUNY - LONOBHEHHS
cneuudikaLii nepBMHHOI YNakoBKu
(6an0H antoMiHiEBMIT) NOKA3HUKOM
«[lMepeBipka Ha repMeTUYHICTb», a
TakKoX BHECEHi AONOBHEHHSA [0
noKasHuKa «30BHILLHIl BUrIAA»;
3MiHM | TUNY - 3MiHK 3 AKOCTI.
[oTOBMIA NikapcbKuii 3aci6.
Cucrema
KOHTeliHep/3aKynoptoBanbHWi
3aci6. 3miHa napameTpiB
cneyudikayin Ta/abo oonycTummx
MeX NepBUHHOT YNakoBKu
roTOBOrO JliKapCbKoro 3acoby;
CYNyTHS 3MiHa - 3MiHU 3 IKOCTI.
["oTOBMIA NiKapcbKuii 3acio.
Cucrema
KOHTelHep/3aKynopoBasbHWiA
3aci6. 3miHa y meTogax
BMNPOGYBaHHA NEPBUHHOI
yNaKkoBKM rOTOBOTO NiKapCbKOro
3acoby (He3HauHi 3MiHN y
3aTBEPMKEHNX MeToAaX
BUNPO6YBaHb) - 3MiHW Y
cneuudikauii Ta meTogax
BMNPOGYBaHHA Ha opasibHWi
po3nunioBay 3a NokasHukamm
«30BHIiLWHIV BUrNAg», «O6'em
OpHiel go3m» Ta « OCHOBHI
pO3Mipn»

Tabnetok y 6nictepi; no
3 6nicTepu B KAPTOHHIA
nauui

IHTEpHeLLHN
TpeiiguHr Nimiteq,

ManbTta

NOBHWIA UMK

BMPOGHMLTBA:

AxTasic /lTg,
ManbTa,;

ManbTa/
Bonrapis

BHECEHHS 3MiH A0 peecTpauiiHnx
mMartepianis: 3miHu | Tuny -
AAMiIHICTpaTUBHI 3MiHW. 3MiHa

HaliMeHyBaHHsA Ta/abo agpecu

3a peyenmom

UA/13550/01/02
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
NOBHUI LMK 3asBHMKa (BNacHvka
BMPOGHMLTBA: peecTpavuiiiHoro NocBigYEHHS)
BankaHdapma - 3MiHa apecu 3asBHYKa,
AynHnus AL, BBeneHHs1 3MiH MPOTAroM 6-Tu
Bonrapis MiCALIB MiCN1SA 3aTBEPAKEHHS
190. | PAMAI Tabnetku no 10 mr; no MPOPAPMA ManbTa NOBHUIA LMK ManbTta/ BHECEHHS 3MiH [JO peecTpaviliHnx 3a peyenmom UA/13550/01/01
10 TabneTok y 6nictepi; IHTEepHeLHN BMPOGHMUTBA: Bonrapis MaTtepianis: 3miHu | Tuny -
no 3 6nictepu B TpeiaunHr NMiviteq, AkTasic /114, AOMIHICTpaTVBHI 3MiHW. 3MiHa
KapTOHHI navui MavibTa,; HalimeHyBaHHS Ta/abo agpecu
NOBHWIA UMK 3asBHYMKa (B/1acHMKa
BMPOGHMLTBA: peecTpavuiiiHoro NocBigYeHHS)
BankaHtapma - 3MiHa afipecu 3asBHUKa,
AynHnus AL, BBefeHHs1 3MiH MPOTAroM 6-Tu
Bonrapis MicsILiB nicns 3aTBepayKeHHS
191. | PAMAT H Tabnetku no 5 mr/25 mr; NMPODAPMA ManbTa AkTasic /T4 ManbTta BHECEHHS 3MiH [0 peecTpav,iliHnx 3a peyenmom UA/13524/01/02
no 10 TabneTok y IHTEpHeLLHN marepianis: 3miHu | Tuny -
6nicTepi; no 3 6rictepu TpeiaunHr Miviteq, AIMIHICTpaTVBHI 3MiHW. 3MiHa
B KapTOHHIi nayu,i HallMeHyBaHHs Ta/abo agpecu
3asBHUKa (BnacHuKa
peecTpavuiiiHoro NocBigYEHHS)
3MiHa agpecu 3asBHYKa,
BeefieHHs1 3MiH NpoTsArom 6-Tn
MicsILiB Nicns 3aTBepKEHHS
192. | PAMAT H Tabnetku no 2,5 mr/12,5 MPODAPMA ManbTa AkTasic /T4 ManbTta BHECEHHS 3MiH [0 peecTpaviliHnx 3a peyenmom UA/13524/01/01
mr; no 10 TabneTok y IHTEpHeLLHN marepianis: 3miHu | Tuny -
6nictepi; no 3 6nictepu TpeiauHr fiviteq, AMIHICTpaTVBHI 3MiHW. 3MiHa
B KapTOHHIl nauu,i HaliMeHyBaHHs Ta/abo agpecu
3asBHUKa (BnacHuKa
peecTpavuiiiHoro NocBigYeHHs)
3MiHa agpecu 3asBHYKa,
BBefieHHs1 3MiH NpoTsArom 6-Tn
MicsILiB Micns 3aTBepKEHHS
193. | PUBACTUIMIH kancynu Teepgi no 1,5 OpioH KopriopeiLuH PiHNAHAIA Eii.Ni.En. CeicT ManbTa/ BHECEHHS 3MiH 0 peecTpavLiiHnX 3a peyenmom UA/11943/01/01
mr; no 14 kancyny Cepgicec (ManbTa) diHnaHgia/ marepianis: 3MiHU | TUMY - 3MiHW
6nictepi; no 2 6nictepu Nta, MansTa IHAis oo 6e3snekun/edpeKTMBHOCTI Ta

B KQPTOHHIli kKopobu,i

(anbTepHaTMBHWIA
BVPOGHWK, LLIO
3[jAICHIOE KOHTPO/b
AKocTi); OpioH
KopnopefiwH,
PiHnaHais
(anbTepHaTMBHWIA
BVPOGHWK, LLIO
3[iCHIOE BTOPWHHE
nakyBaHHS Ta
BUMYCK Cepiit);

hapmakoHarsagy - 3MiH1 BHECeHi
B TEKCT MapKyBaHHs Ha NEPBUHHIi
ynakosui /13 y n. 2 "Kinbkictb
Aio4oi peyoBrHN" WoA0
BUTYYEHHS OAVHULIb BUMIPIOBAHHS
3a3HayYeHNX TaTUHCLKOK MOBOHD
(mg). BBeaeHHs 3MiH npoTarom 6-
TN MiCALiB Nicns 3aTBEpPAKEHHS
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

OpioH KopnopeiiwH,
diHnAHAinA
(BUPOBHUIK, L0
3[iICHIOE BTOPUHHY
yNaKoBKy, KOHTPO/b
SAKOCTI, BUNYCK
cepiit); ToppeHT
dapmacbloTikanc
NiviTen — 3aBog B
IHapag, , IHgis
(BMpOGHYK, LLIO
3[ilicHI0E
BMPOGHWLITBO,
NepBUHHY, BTOPUHHY
ynakoBKY, KOHTPO/1b
SAKOCTI)

194.

PUBACTUIMIH

Kancynu teepai no 3,0
Mr; o 14 kancyny
6nicTepi; no 2 6nictepn
B KapTOHHI Kopobui

OpioH KopriopeWLuH

diHngHgisa

Eii.Ni.En. CeicpT
Cepsicec (ManbTa)
Nta, Manbta
(anbTepHaTMBHWMIA
BUPOGBHMK, LLIO
3[jACHIOE KOHTPO/Ib
AKocTi); OpioH
KopnopefiiH,
DiHNAHLgIA
(anbTepHaTMBHWMIA
BUPOGBHMK, LLIO
3[liCHIOE BTOPVHHE
nakyBaHHS Ta
BUMYyCK cepili);
OpioH KoprnopeiiwH,
DiHNaHaia
(BMPOGHUYIK, LLIO
3[iAiCHIOE BTOPUHHY
yNakoBKy, KOHTPO/b
SAKOCTI, BUNYCK
cepiit); ToppeHT
$apmachboTikanc
NimiTen — 3aBof B
IHapag, , IHgjs
(BMpPOGHYK, LLIO
3pjiicHI0E
BMPOBHMLTBO,
NepBUHHY, BTOPUHHY
ynakoBKY, KOHTPO/1b
SIKOCTI)

ManbTta/
PiHnaHpia/
IHais

BHECEHHS 3MiH O peecTpaviliHnX
marepianis: 3MiHW | TUMY - 3MiHW
oo 6e3nekn/edhekTMBHOCTI Ta

hapmakoHarnagy - 3MmiH1 BHeCeHi

B TEKCT MapKyBaHHS Ha NEePBUHHIl

ynakoBui /13 y n. 2 "KinbkicTb
Aito4oi pevyoBuHU" LWOA0

BUYYEHHS OfUHULIb BUMIPIOBAHHS
3a3HayYeHNX TaTUHCHKOK MOBOIO

(mg). BBegeHHA 3MiH NpOTArom 6-
TN MicALiB nicns 3aTBepKeHHS

3a peyenmom

UA/11943/01/02

195.

PUHOMICTUH®

Kpanni Ha3asibHi,
po3uuH, 0,05 %/0,01 %;
no 10 ma y dh1akoHi 3

KHBMIT "ICHA"

YKpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH 1O peecTpaviliHnX
marepianis: 3MiHW | TUNY - 3MiHW
oo 6e3nekn/edpekTMBHOCTI Ta

6e3 peyenma

UA/14094/01/01
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
KpanesibHULEelo; no hapmakoHarnsagy - 3MiHu BHECeHi
0fiHOMY (h/1aKOHY B B TEKCT MapKyBaHHS BTOPUHHOT
KapTOHHII nayui yNaKoBKM NiKapcbKoro 3acoby
(yTouHeHHs iHchopmaLii Lwozao
nepLuIoro BiAKPUTTA dolakoHa)
196. | PUHOMICTUH® Kpanni HasanbHi, KHBMIT "ICHA" YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpavLiiHnX 6e3 peyenma UA/14095/01/01
po3uuH, 0,1 %/0,01 % marepianis: 3MiHW | TUNY - 3MiHK
no 10 mn y dhnakoHi 3 Loao 6e3nekn/edeKTBHOCTI Ta
KpanesibHuueto, no 1 hapmakoHarnsgy - 3MiHu BHeCeHi
pNakoHy B KAPTOHHIl B TEKCT MapKyBaHHS1 BTOPUHHOT
naui yNaKoBKM NikapCbKoro 3acoby
(yTOoYHeHHs iHchopmalLii Lwopao
NepLUOro BigKpuTTA h/iakoHa)
197. | PUCNETPUN pO34UH opasbHUiA, 1 dapmacaiiHc IHk. KaHapa dapmacaiiHc IHK. KaHaga BHECEHHS 3MiH 10 peecTpaviliHnX 3a peyenmom UA/3656/02/01
mr/mn no 30 mny marepianis: 3MiHW | TUNY - 3MiHW
chnakoHi, no 1 dpiakoHy Loao 6e3nekn/edeKTMBHOCTI Ta
B KOMIMJ/IEKTI 3 thapmMakoHarnagy - BHeCEeHHS 3MiH
[103aTOPOM Y KapTOHHIlA 0o po3ainy MKA: I'padmyeckoe
Kopoo6ui othopMIeHNE yNaKkoBKK.
MponoHoBaHa pepakuis: 10.
MapknpoBka. B cooTBeTCTBUM C
YTBEPXAEHHbIM TEKCTOM
MapK1poBK/. OHOB/EHHS TEKCTY
MapKyBaHHS yrnakoBKMN MiKapCbKOro
3ac00y 3 BHECEHHAM iHhopma,ii
LLLOZ0 3a3HaYeHHSI OAVMHNLB
BMMIiptOBaHHA y cuctemi Sl.
BBefieHHs1 3MiH NpoTsArom 6-Tn
MicsILiB Micns 3aTBepKEHHS
198. | PUPAMMILUUH 75 TabneTkn gucneprosaHi Makneoac IHais Makneogc IHais BHECEHHS 3MiH [0 peecTpaviliHnx 3a peyenmom UA/16648/01/01
MI™ TA ISBOHIA3MA, no 75 mr/50 mr no 10 dapmacbroTrKanc dapmacbloTHKasc marepianis: 3MiHU | TUMY - 3MiHK
50 MI’ TabneTok y cTpuni, no NimiTen Nimiten oo 6e3nekn/edpeKTMBHOCTI Ta
10 cTpuniB y KAPTOHHIl thapmakoHarnsgy - OHOBfIEHHS
ynakosLii; no 28 TEKCTY MapKyBaHHS yNakoBKu
TabneTtok y cTpuni; no 3 NiKapcbKoro 3acoby 3 BHECEHHAM
CTPUNW Y KapPTOHHiI iHchopmauii LWoAo 3a3HaveHHs
ynakosLi; no 100 OAVHWLb BUMIPIOBaHHS Y CUCTEMI
Tabnetok B Sl. BHeceHHs 3MiH A0 po3gainy
nonieTnieHosomy «MapkyBaHHs» MKA N3:
nakeTi, BKNageHomy y 3anponoHoBaHo: MAPKYBAHHA
nawmiHoBaHe calle; no 1 3rigHO 3aTBEP)KEHOr0 TEKCTY
calle B NacTUKoBOMY MapKyBaHHs. TepMiH BBeEeHHS
KOHTEliHepi 3MiH NpoTAroM 6 MicAuUiB micns
3aTBEPAKEHHS
199. | CA/IbBPOKCO/ Tabnetkn no 10 My6niyHe YkpaiHa BMPOBHMUTBO 32 YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiHnx 3a peyenmom UA/6932/01/01
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
TabneTtok y 6nictepi; no akuioHepHe NMOBHWUM LUK/IOM: MaTepianis: 3MiHu | Tuny -
2 abo 4 6nictepu B TOBapUCTBO My6niyHe noAaHHs OHOBNIEHOro cepTudiikata
naui 3 KapToHy "HaykoBo- akuioHepHe BiANoBigHOCTI EBpoONechbkili
BVMPOGHWYMNIA LEHTP TOBapuCTBO thapmaxonei Ne R1-CEP 2002-
"BopLyariscbkuii "HaykoBo- 177-Rev 02 ana A®l Ambroxol
XiMiKo- BMPOGHUYMIA LEHTP hydrochloride Big, Bxe
hapmaLeBTUYHNMI "BopLuyariBcbkuii 3aTBEPKEHOr0 BUPOOHMKA
3aBog" XiMmiKo- ERREGIERRE S.P.A., ITanisi, siK
thapmaueBTUYHNIA HacnigoK BUAaNeHHs 3i
3aBoj", YkpaiHa, cneumdikauii A®| Baxxkux meTanis
BMPOGHMLTBO, Ta HafaHHSA 3BITy 3 OLHK/ pU3VKIB
nakyBaHHS1, BUNYyCK CTOCOBHO €/1EMEHTHUX AOMILLOK
cepiii: ToBapucTBO 3 BignosigHo CEP; 3minu | Tuny -
06MEXEHOI0 nofaHHA OHOBJ/IEHOro cepTudikaTa
BiANOBIAANILHICTIO BiANoBigHOCTI EBpONechbkili
"Arpochapm", thapmaxonei Ne R1-CEP 2004-
YkpaiHa; KOHTPO/b 201-Rev 04 ana A®l Ambroxol
cepiii: ToBapucTBO 3 hydrochloride Big, Bxe
obmexeHoto 3aTBEPKEHOr0 BUPOOHMKA
BiANOBiAA/IbHICTIO SHILPA MEDICARE LIMITED,
"HaTyp+", YkpaiHa IHAis, SK Hacnifok 3MiHa agpecu
BMPOGHMKa 6e3 3MiHM Micua
NPOBaKEHHS AiSNIbHOCTI;
3anponoHoBaHo: Plot No. 1A &
1A'P’, 1B, 2, 2A, 2B, 3A to 3E, 4A,
5A, 4B & 5B Deosugur Industrial
Area, India-584 170 Raichur,
Karnataka
200. | CUH®PTOPUKC™ cycneHsis ons iH'ekujn nakcoCmiTKnsiiiH Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH O peecTpaviliHnX 3a peyernmom UA/15363/01/01
BAKUWHA And no 1 gosi (0,5 mn) Ekcnopt flimiteq BpuTtaHis Bionogxikans C.A. marepianis: 3mMiHu | Tuny - 3MiHx 3
MPO®ITAKTUKN cycneHsii Ans iH'exuin y AKoCTi. A®Il. KoHTponb A®I. 3miHa
MHEBMOKOKOBOI | nonepeaHso y napameTpax cneuudikawii
IHOEKLIT HanoBHEHOMY CKNIAHOMY Ta/abo fonyCcTUMUX MEX,

(MONMICAXAPUAHN
N AHTUIEH) TA
HETUMOBAHOI
FEMO®IIbHOI
IHOEKLY,
KOH’IOTOBAHA,
ALCOPBOBAHA

LUINpWLi Y KOMNAEKTI 3
OfHi€t0 rofkoto abo 3
[ABoMa rosikamu Ta 6e3
rosiok; 1 nonepegHe0
HanoBHEHWI Wwnpu, 3
ronkoto abo foma
ronikamu, abo 6e3 ronok
y iHaMBIgYyansHOMY
repMeTuyHo
3anakoBaHoOMy
nnacTykoBoMy
KOHTelHepi; no 1
nnacTyKoBoMy
KOHTEHEepY Y KapTOHHIl
Kopo6ui; no 1 go3si (0,5
MJ1) cycneHsii gas

BM3HAUYEHUX y cneyudikauisix Ha
A®I, ab0 BMXigHWIA/NPOMIKHWIA
npoAyKT/pearexT, wo
BMKOPMCTOBYHOTbCS Y MPOLECI
BMPOGHMLTBA ADI (3BYXKEHHS
[OMYyCTUMUX MEX, BU3HAUYEHUX Y
crneumgikau,ii) - 3miHa Mex
cneumdikayii gns Tecty Endotoxin
content by chromogenic kinetic
method, Lo 3acTOCOBYETLCA Nig,
Yyac BUrOTOB/IEHHS MPOMKHOrO
npoaykty Purified PD bulks.
3anponoHoBaHo: Not more than
100,00 IU/ml. BHeceHHs
pefakujiiHix NpaBoK J0 PO3giny
3.2.S.2.4; 3miHn | TMNY - 3MiHK 3
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
iH'EKUil y nonepeaHbo akocTi. A®l. KoHTponb A®L. 3miHa
HanoBHEHOMY CK/ISIHOMY y MeTogax BunpobysaHHa AP a6o
wnpuuyi; no 10 wnpuuis BUXIAHOrO MaTepiany/npoMixXHOro
3 10 ronkamun abo 6e3 npoaykTy/peareHTy, Lo
ronoK y iHAuBIgyasIbHUX BUKOPVCTOBYETLCA Y MPOLIECI
repMeTUyHO BUpo6HMLUTBa AP (HLWi 3MiHK Y
3anakoBaHuXx mMeTodax BUNPO6yBaHHS
N1acTUKOBUX (Bkntovatoum 3amiHy abo
KOHTeliHepax y [0noBHeHHS)) A®| abo
KapTOHHI Kopo6uj; no 1 BVXiZHOro/NnpoMiKHOroO NPOAYKTY) -
po3i (0,5 mn) cycneHsii He3HauHi 3MiHVM meToay Jloypi Ans
ANs iH'eKUii y BMNpo6yBaHHs Protein content by
MOHOZ030BOMY Lowry fnsi NPOMIDKHOTO NMPOAYyKTY
cKnsiHoOMy onakoHi; no (Intermediates Purified PD bulks)
1, 10 a6o 100 chnakoHiB
Y KapTOHHiIi1 kopobu,; No
2 po3u (1 mn) cycneHsii
ANs iH'eKUii y
MyNbTUA030BOMY
chnakoHi; no 100
(h/1aKOHIB Y KapTOHHil
Kopoo6ui
201. | CINMIUEA CINb Tabnetku no 80 [oliue XomeonarTi- HimeyunHa [Loliue Xomeonari- HimeuunHa BHECEHHS 3MiH O peecTpaviliHnX 6e3 peyenma UA/12237/01/01
AOKTOPA TabneTok y ch1akoHi; no YHioH AXY- YHioH AXY- marepianis: 3MiHW | TUNY - 3MiHK
LUKOCC/EPA Ne 11 | 1 chriakoHy y KapTOHHIl ApuHaiimiTTeNns ApuHaiimitTens oo 6e3nekn/edhekTMBHOCTI Ta
KopooLi v6X & Ko.KI v6X & Ko. KI hapmakoHarnsgy - 3amiHa
po3sginy «I'paciuHe ohopmIeHHSA
YyNaKoBKM» Ha po3g4in
«MapkyBaHHA» MKA /13;
3anpornoHoBaHo: MapkyBaHHS
3rifiHO 3aTBEPLPKEHOTO TEKCTY
MapKyBaHHS. 3MiHN BHECEHI B
TEKCT MapKyBaHHS yNakoBKM
nikapcbKoro 3acoby Lwoa0
3a3HaYeHHs MDKHapOAHNX
no3HavyeHb OAVHNULb BUMIPIOBAHHS
202. | cKonNPuUn® Tabnetku no 10 mr no 10 ANTKANOIA AL Pecny6nika AJNTIKANOIQ AL Pecny6nika BHECEHHS 3MiH [0 peecTpavuiliHnX 3a peyenmom UA/4283/01/01
Tabnetok y 6nictepi; no Ckon'e MiBHiYHA Ckon'e MiBHiYHA marepianis: 3mMiHW | TUNY - 3MiHK
2 6nictepun abo no 3 MakefoHis MakefoHist oo 6e3nekn/edpekTMBHOCTI Ta

6nicTepn y KapTOHHIA
KopooLi

hapmakoHarnsgy - BHeCEeHHS 3MiH
[0 po3ainy «MapkyBaHHA» MKA
n3
3anponoHoBaHo: MapKyBaHHs
3rigHO 3aTBEP)KEHOTO TEKCTY
MapKyBaHHs. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKW NiKapCbKoro
3acoby BignoBifHO A0 BUMOT
Haka3y MO3 YkpaiHu Bif
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
23.07.2015 p. Ne460 3 BHECEHHAM
iHchopMmawii LWoao 3a3HavYeHHs
OAVHULb BUMIPIOBAHHSA Y CUCTEMI
Sl
203. | cKonPun® Tabnetku no 20 mr no 10 AJTIKANOIO AL Pecny6nika AJTKANOIQ AL Pecny6nika BHECEHHS 3MiH O peecTpaviliHnX 3a peyernmom UA/4283/01/02
Tabnetok y 6nictepi; no Ckon'e MiBHivHa Ckon'e MisHiyHa marepianis: 3MiHW | TUMY - 3MiHW
2 6nictepu abo no 3 MakefoHis MakefoHis oo 6e3nekn/edhekTMBHOCTI Ta
6nicTepn y KapTOHHIiA hapmMakoHarnagy - BHeCEeHHS 3MiH
Kopoo6Li [0 posginy «MapkysaHHs» MKA
n3
3anponoHoBaHo: MapKyBaHHs
3rigHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHSA. OHOBJIEHHS TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro
3acoby BignoBsigHO 40 BUMOT
Hakasy MO3 YkpaiHu Big,
23.07.2015 p. Ne460 3 BHeCEeHHAM
iHchopmauii LLoAo 3a3HavYeHHs
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl
204. | CMO®KABIBEH emMynbeia ana iHdysiii; PpeseHiyc Kabi HimeuunHa PpeseHiyc Kabi Ab Lseujis BHECEHHSA 3MiH [0 peecTpaLiiiHux | 3a peyenmom UA/14345/01/01

MNEPNDEPUYHUIA

no 1206 mn, no 1448
M, no 1904 mn B
TprKamepHomy
nnacTyKkoBoMy
KOHTelHepi «BiodiH»,
AKUlA pasom 3
aHTWNOKVNCHUKOM
BMILLYIOTb Y 30BHILLHIl
NNacTyKoBUIA MiLLOK; NO
1206 mn, no 1448 mn,
no 1904 mn B
TprKamepHomy
nnacTyKkoBoMy
KOHTeliHepi "BiodiH",
AKUlA pasom 3
aHTWNOKVNCHUKOM
BMILLYIOTb Y 30BHILLHIl
NNacTyKoBUIA MiLLOK; NO
4 MiLLKM B KOPOOGL

Loliunang M6X

mMarepianis: 3miHu | TUny -
nofaHHA OHOB/IEHOro cepTudikaTa
BiNOBIAHOCTI €BPONENChKiit
thapmakonei Ne R1-CEP 2008-
099-Rev 03 4115 Ait040i pevyoBUHU
Glycine Big BXe 3aTBEPAKEHOIO
BMpo6HMka EVONIK REXIM
(NANNING) PHARMACEUTICAL
CO., LTD., Kutait; 3MiHu | Tuny -
nofaHHA OHOBJ/IEHOrO cepTudikaTa
BiANOBIAHOCTI EBpoONeichbkili
thapmakonei Ne R1-CEP 2007-
351-Rev 00 gns Ajtoyoi peqyoBuHN
Alanine Bif, 3aTBepKeHOro
BMpo6HMka SHANGHAI KYOWA
AMINO ACID CO., LTD., Kuraij;
3MiHK | TUNY - NOAaHHSA
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONechbkil
thapmakonei Ne R1-CEP 2012-
052-Rev 00 gns Ajtoyoi peqyoBuHn
Leucine Big BupobHuka Shanghai
Ajinomoto Amino Acid Co., Ltd.
KuTaii; 3miHu | TUny - nogaHHA
OHOBJ/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpoNeiichbkili
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

thapmaxonei Ne R1-CEP 2010-
155-Rev 00 ans Ailo4oi pevoBrHN
Ni3uH (y BUrnaAi NisvHy auvetary)

Bif, BXXE 3aTBEPAKEHOro
BMpo6HMKa EVONIK REXIM
S.A.S.; 3MiHK | TUNY - NOAAaHHSA
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpoONechbkili

thapmakonei Ne R1-CEP 2010-
155-Rev 01 ans Aitlo4oi pevoBrHN
Ni3uH (y BArNAAi NisvHy aueTary)

Bif] BXE 3aTBEPAKEHOIO
BMpo6Huka EVONIK REXIM
S.AS.;
3MiHK | TUNY - NOAaHHSA
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpoNechbkil

thapmakonei Ne RO-CEP 2015-
167-Rev 01 ans Ailo4oi pevoBrHN

Olive oil, refined Big Bxe
3aTBEPAKEHOrO BUPOOHMKA

SOCIETE INDUSTRIELLE DES

OLEAGINEUX.; 3MiHu | Tuny -
noJaHHA OHOB/IEHOro cepTudikaTa

BiANOBIAHOCTI EBpONENnchbkil

thapmakonei Ne R1-CEP 2004-
086-Rev 05 a1 Aito4oi pevyoBuHU

Alanine Bif BXe 3aTBepAKEHOr0

BMpo6HMKa EVONIK REXIM
(NANNING) PHARMACEUTICAL
CO., LTD.; 3MiHu | TUNY - nogaHHs

OHOBJ/IEHOTO cepTudikaTa

BiANoBigHOCTI EBpONechbkili

thapmaxonei Ne R1-CEP 2008-
128-Rev 02 ans Ailo4oi pevoBrHN

Valine Big BXe 3aTBEpAXEHOro

BMpo6Huka EVONIK REXIM
(NANNING) PHARMACEUTICAL
CO., LTD.; 3miHu | TUNY - nogaHHsa

OHOB/IEHOTO cepTudikaTa

BiANOBIAHOCTI EBpONechbkil

thapmakonei Ne R1-CEP 2005-
190-Rev 03 ans Aio4oi pevoBrHN

Methionine Big Bxe
3aTBEPAKEHOrO BUPOOHMKA

EVONIK REXIM (NANNING)

PHARMACEUTICAL CO., LTD.;

3MiHK | TUNY - NOAAHHSA
OHOB/IEHOTO cepTudlikaTa

166




Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

BiANOBIAHOCTI EBpONENnchbkil
thapmakonei Ne R1-CEP 1999-
136-Rev 06 gns Aitoyoi pevoBuHU
Methionine Big Bxe
3aTBEPKEHOr0 BUPOGHUKA
SEKISUI MEDICAL CO., LTD.;
3MiHV | TUMY - NoAaHHSA
OHOBJ/IEHOTO cepTudikaTa
BiANoBigHOCTI EBpONechbkili
dapmakonei Ne R1-CEP 2012-
410-Rev 00 gns gjtoyoi peqyoBuHU
Triglycerides Big Bxe
3aTBEpPAKEHOro BUpo6HuKa |01
OLEO GMBH

205.

COJIEPOH 100

Tabnetku no 100 mr, no
10 TabneTok y 6nictepi;
no 1, 3 abo 6 6nictepis
Y KapTOHHI navui

TOB "ACIHO
YKPATHA"

YkpaiHa

TOB "®apma Crapt"

YkpaiHa

BHECEHHS 3MiH 10 peecTpavLiiHnxX
martepianis: 3MiHu | TUny - 3MiHK
Loao 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. 3MiHu y
KOPOTKIli XapakTepucTuLi
nikapcbKoro 3acoby, TEKCTI
MapKyBaHHA Ta IHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHs
reHepuUYHMX/ribpuaHnx/ionodioHn
X Nikapcbkmx 3acobis nicns
BHECEHHS Tiei caMoi 3MiHM Ha
pedhepeHTHMI1 Npenapar (3MiHa He
noTpebye HafaHHs XXOAHUX HOBUX
[04aTKOBMX AaHMX) 3MiHW BHECEHI
[0 IHCTPYKLUii ANna MeAn4HOoro
3aCTOCYBaHHS NikapCbKoro 3acoby
y po3ainu "®apmakonoriyHi
BnactmsocTi", "lMokasaHHA"
(peparyBaHHs),
"MpoTunokasaHHa", "B3aemogis 3
iHWKMKN NikapcbkMK 3acobamu Ta
iHLWi BMAW B3aemogiii",
"Oco6MBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHA y nepios
BariTHoCTi abo rofyBaHHs
rpyaar”, "3gaTHiCTb BNAMBaTK Ha
LIBUAKICTb peakLii npu kepyBaHHi
aBTOTPaHCNOpPTOM abo iHWKMK
mexaHizmamu”, "Cnocio
3acTocyBaHHA Ta gosun”, "ditn"
(peparysaHHs), "Mepeno3sysaHHA",
"Mo6ivHi peakuji" 3rigHo 3
iHhopmauieto Wwoa0 MeguyHoro
3aCTOCYBaHHs pehepeHTHOro

3a peyenmom

UA/10209/01/01
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

nikapcbkoro 3acoby (COJIAH,
Tabnetkn). BBeAeHHS 3MiH
npoTsArom 3-x MicsLiB nicas
3aTBEPAKEHHS.

206.

CONEPOH 200

Tabnetkv no 200 Mr no
10 TabneTok y 6nicTepi;
no 1, 3 abo 6 6nicTtepis
Y KapTOHHiI nayui

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma Crapt"

YkpaiHa

BHECEHHS 3MiH O peecTpaviliHnX
marepianis: 3miHu | Tuny - 3miHun
oo 6e3nekn/edhekTMBHOCTI Ta
hapmakoHarnagy. 3miHu y
KOPOTKili XapakTepucTuui
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUiT Ans
MeZMNYHOro 3aCTOCyBaHHs
reHepUYHNX/Ti6pUAHNX/6ioNoAIGHN
X nikapcbknx 3acobiB nicns
BHECEHHS TiEl caMoi 3MiHM Ha
pechepeHTHUI NpenapaT (3miHa He
noTpebye Hafi@aHHS XOAHUX HOBUX
[04aTKOBUX AaHWX) 3MiHU BHECEHI
[0 IHCTPYKLiT An1s MegnyHoro
3aCTOCyBaHHSA NikapcbKkoro 3acoby
y po3ginu "®apmakonoriyHi
BnactueocTi", "MNMokazaHHA"
(peparyBaHHs),
"MpoTunoka3saHHa", "B3aemogis 3
iHLIMMK NiKapCcbKMMK 3acobamu Ta
iHWIi BUAW B3aemogiin”,
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHA y nepiog
BariTHoCTi abo rogyBaHHs
rpyaaro”, "34atHicTb BNamsaTu Ha
LIBMAKICTb peakLii mpun KkepyBaHHi
aBTOTPaHCNOPTOM abo iHWMMK
mMexaHismamu', "Cnocié
3acTocyBaHHsA Ta gosun”, "ditn"
(peparyBaHHs), "MNepeno3yBaHHs",
"Mo6iuHi peakwyji" 3rigHo 3
iHhopmauiero WwoA0 MeguyHoro
3acTocyBaHHA pethepeHTHOro
nikapcbkoro 3acoby (COJIAH,
Tabnetkn). BBeAeHHs 3MiH
npoTsArom 3-x micALiB nicas
3aTBEPKEHHS.

3a peyenmom

UA/10209/01/02

207.

CONELUCT

TabneTkn, BKpUTI
NNiBKOBOK 060/10HKOI0,
no 5 mr, no 15 tabnetok
B 6nicTepi, no 2
6nicTepn B KApTOHHIi
nauuj

3eHTiBa, K.C.

Yecbka
Pecny6nika

BMPOGHMLTBO "in
bulk", nepsuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/Ib SIKOCTI,
Bignosigae 3a
BMNYCK cepil:

IcnaHis

BHECEHHS 3MiH [0 peecTpavuiliHnX
martepianis: 3mMiHa 3asaBHUKaA
(BnacHuka peecTpadiiHoro
noceigueHHs): 3aTBepaKeHo:
AnBoreH ®apma TpeiguHr FOpon
OTOB, Bonrapis 3anponoHoBaHo:
3eHTiBa, K.C., Yecbka Pecny6ika

3a peyenmom

UA/18015/01/01
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Ne

Hasga siikapcbko20
n/n

dopma sunycky
3acoby

3asssHUK KpaiHa
(nikapcbka ¢hopma,

Bupo6Huk Kpaina
3asiBHUKa
ynakoska)

PeecmpayiliHa npoyedypa
BUPOGHUKa

Ymosu
Bionycky
NNABOPATOPIOC

nocsioYeHHs
3MiHW BHECEHI B iHCTPYKLtO ANs
NECBI, C.N., MeAMYHOro 3acTtocyBaHHA /13
IcnaHis; L1010 3a8BHUKA B iHhopmaLlito
MiKpobionoriuHe LLIOA0 KOHTaKTHUX AaHuX Ans
TecTyBaHHSA NoBIAOM/IEHb NP0 BUNAAKN
(anbTepHaTUBHO): NoGiYHKX peakwiii. BBeAeHHS 3MiH
MIKPO-BIOC, C/l, npoTArom 6-Tn MicAUiB micns
Icnanis 3aTBEPMAKEHHS. 3MiHu | TNy -
3MiHM Wwoao
6e3nekn/eeKkTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa yNOBHOBaXeHOI 0cobw,
BiANoBiAa/IbHOI 32 3AjACHEHHS
thapMakoHarnagy; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3as1BHMKA 4115 34iiCHEHHS
hapMakoHarnagy B YkpaiHi, Ko
BOHa BiMiHHA Bif, yNIOBHOBaXEHOI
oco6w, BiANoBiAa/IbHOT 3a
3[jicHeHHs1 hapMakoHarnagy
(BKNHOYAKOUN KOHTaKTHI faHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
macTep-haiina cuctemm
hapmakoHarnagy) 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBiganbHoOI 3a
thapmakoHarnsg. flivoua pegakuis:
CopiHa JliaHa Mato / Sorina Liana
Paiu, MD. MNponoHoBaHa pefakuis:
Nogmuna dininosa, MD / Ludmila
Filipova, MD. 3MiHa KOHTaKTHUX
LaHnX YNOBHOBaXeHOI ocobu,
BiANOBIAa/IbHOI 3a
thapmakoHarnsg. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOT
0Co6M YNOBHOBaXKEHOI 0CO6YU
3as1BHYKA, BignoBigasbHOI 3a
hapmakoHarnag B YkpaiHi. 3miHa
MiCLie3HaxX0MKeHHs MacTep-
thaiina Ta iioro Homepa. 3miHa
MicLA 3AiACHEHHSI OCHOBHOT
AiSNbHOCTI 3 dhapmakoHarnagy.
BMPOGHMLTBO "in IcnaHis BHECEHHS 3MiH O peecTpaviliHnX 3a peyernmom
bulk", nepsuHHe Ta marepianis: 3miHa 3asBHUKa
BTOPWHHE

(Br1acHvKa peecTpauiiHoro
169

Homep
peecmpayiliHo2o

208. | CONEUUCT TabneTku, BKpUTI

3eHTiBa, K.C.
NAiBKOBOK 060/I0HKOI0,
no 10 mr, no 15

Yecbka
Pecny6nika

UA/18015/01/02




Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
Tabnetok B 6nicTepi, no nakyBaHHs, noceigyeHHs): 3aTBepaAKeHo:

2 6nicTepu B KAPTOHHIl
nauui

KOHTPO/Ib SIKOCTI,
Bignosigae 3a
BWMNYCK Cepil:

NABOPATOPIOC
NECBI, C.11.,
IcnaHisi;
MikpobiosoriyHe
TecTyBaHHS
(anbTepHaTMBHO):
MIKPO-BIOC, C/,
IcnaHis

AnBoreH ®apma TpeiguHr FOpon
OTOB, Bonrapisi 3anponoHoBaHo:
3eHTiBa, K.C., Yecbka Pecnybnika
3MiHV BHECEHI B iHCTPYKL,tO ANs
MeAMYHOro 3acTtocysaHHA J13
LLI0A0 3asBHMKa B iHhopMmaL,ito
LLOZ0 KOHTaKTHUX JaHnX A/1s
noBiAOM/IEHb NP0 BUNAAKU
no6iuHMX peakuiin. BBefeHHS 3MiH
npoTArom 6-T1 MicAuiB micns
3aTBEPMKEHHS. 3MiHK | TUny -
3MiHM Wwoao
6e3nekn/edheKTMBHOCTI Ta
hapmakoHarnagy. BeeneHHs abo
3MiHW [0 y3ara/ibHEHUX JaHuX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy chapmakoHarnagy,
3MiHa yNOBHOBaXEHOI 0co6y,
BiANOBIAA/IbHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOT
ocobu 3 hapmakoHarnagy
3asBHUKA ANA 3AiAICHEHHS
hapmakoHarnsgy B YkpaiHi, SKLo
BOHa BiMiHHA Bif, yNTOBHOBaXEHOI
ocobw, BiANoBiAabLHOT 3a
3[jicCHeHHs1 hapmakoHarnagy
(BK/IOYAKOUM KOHTAKTHI faHi)
Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-thaiina cuctemm
thapmakoHarnsgy) 3miHa
YMNOBHOBAXEHOT 0CO6M 3as1BHYKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnsg. fiova pegakuis:
CopiHa JliaHa Mato / Sorina Liana
Paiu, MD. NponoHoBaHa pefaxuis:
Nogmuna @ininosa, MD / Ludmila
Filipova, MD. 3MiHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOI ocobw,
BignoBiganbHOI 3a
hapmakoHarnag. 3miHa
KOHTaKTHUX JAaHWUX KOHTaKTHOT
0cobu ynoBHOBaXeHOT 0cobum
3asBHYKa, BignoBiganbHOI 3a
hapMakoHarnag B YKpaini. 3miHa
MiCLIe3HaxXOKeHHs1 macTep-
(haiina Ta iioro Homepa. 3miHa
MicLS 34iACHEHHS OCHOBHOT
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
AiSNbHOCTI 3 dpapmakoHarnagy.
209. | CONIAH® po34uH Ans TOB "CaHodhi- YkpaiHa tOHiTep Niksig PpaHuin BHECEHHS 3MiH O peecTpaviliHnX 3a peyernmom UA/4292/02/01
nepopasibHOro ABeHTiC YkpaiHa" MaHydekuypiHr marepianis: 3miHu | TUny -
3acTocyBaHHs, 100 NnoJaHHs OHOBJIEHOro cepTudikarty
mr/mn Nel (no 60 mny BiANOBIAHOCTI EBponeicbkoil
thnakoHi, no 1 donakoHy thapmakonei ana A®|
B KQPTOHHIlt KopobL,) amicynbnpugy CEP No. R1-CEP
2002-208-Rev 07 (nonepegHs
Bepcis CEP No. R1-CEP 2002-
208-Rev 06) Big BXe
3aTBEPAKEHOrO BUPOOHMKA
SANOFI CHIMIE., ®paHuis. Ak
HacnifloK: BUAA/IEHHA TeCTy Ha
BavkKKi MeTasn
210. | CMA3MAJ/TTOH® Tabnetku, no 10 TOB "TeBa YkpaiHa" YkpaiHa BankaHdapma- Bonrapis BHECEHHS 3MiH [0 peecTpav,iliHnx 6e3 peyenma UA/7059/01/01
Tabnetok y 6nictepi, no Oynnunus AT Marepianis: 3miHu | TUny -
1a6o 2, abono5 OHOBJIEHHS cepTudikaTty
6nicTepiB y KAPTOHHiIlA BiNOBIAHOCTI €BPONENChKiit
Kopo6Li; no 20 TabneTok thapmakonei Ne R1-CEP 2005-
y 6nicTepi, no 1 6nictepi 143-Rev 01 gnsa Aitoyoi pevoBuHU
B KAPTOHHIli KOpo6L MeTaMmi30/y HaTpito Bif BXe
3aTBEPMAKEHOr0 BMpOobHUKa Hebei
Jiheng (Group) Pharmaceutical
Co., Ltd., Kutaii, y 38’A3Ky 3i
3MiHOl0 agpecu BnacHvka CEP Ta
BMPOGHMYOT AiNbHUL
211. | CMUPTON® po3yuH ans MPAT "®ITO®PAPM" YkpaiHa MPAT "®ITO®APM" YkpaiHa BHECEHHSA 3MiH [0 peecTpauiiiiux | 3a peyenmom UA/12877/01/01

30BHILUHBLOTO
3actocyBaHHA 96 % no
100 mn y chnakoHax

Marepianis: 3miHu | TUny -
afMiHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu
MiCLii MPOBAKEHHS AiS/IbHOCTI

BMPOGHMKa (BK/IHOYaKOun, 3a
HeobXigHOCTI, MicLe NpoBeAeHHS
KOHTPO/I0 SIKOCTi), a60 BriacHuka

MacTep-paiina Ha A®l, abo

noctavanbHvka A®l/BuxigHoro
Marepiany/peareHTy/npoMiXXHOTO
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPOGHULTBI ADI (AKLLO
3a3Ha4YeHo y A0ChbE Ha NikapCbkuii
3acib) 3a BiACYTHOCTI cepTudpikata

BiANOBIAHOCTI €BPONENChKiit

hapmakonei y 3aTBepmKeHOMY
nocbe, abo BUPOOHUKA HOBOI

[0MOMIKHOT PEYOBUHN (SKLLO

3a3HayYeHo Y AOCLE) - 3MiHA
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
agpecy MicLs NpoBaKEHHS
[ISNbHOCTI Ta pUANYHOT agpecu
BMpo6HUKa A®I, eTaHony, 6e3
3MiHM MicLUs BUPOGHMLTBA.
lMponoHoBaHa pefakuis topuanuHa
agpeca: 1008, XXutommpcbka
06nacTb, MiCTO XXutomup,
KoponboBCbkuii paiioH, Bymus
CeaATtocnasa PixTepa, 6yavnHok 38;
ajpeca BUpobHMUTBA:
XnTommpcbka 06nacTb, MicTo
UyaHis, Bynmua CobopHa,
6yanHok 21
212. | CMIPUBA® NOPOLLOK ANA iHransAuin, BepiHrep HimeuunHa Bepinrep HimeuunHa BHECEHHS 3MiH 10 peecTpavLiiHnxX 3a peyenmom UA/6495/01/01
TBEpAi kancysv no 18 IHrenbxanm IHrenbxanm d®apma MaTepianis: 3MiHu | Tuny -
MKr, no 10 kancyn 3 IHTepHewwHn Tm6X v6X i Ko. KI' AMIHICTpaTVBHI 3MiHW. 3MiHa
NOPOLLKOM 151 HaliMeHyBaHHS Ta/abo agpecu
iHranaujn y 6nictepi; no 3as1BHVKa (B/1acHMKa
3 6ricTepu B KAPTOHHIl peecTpavuiiHOro NocBifYEHHS) -
Kopo6ui; no 10 kancyn 3 3MiHa afpecu 3asiBHUKa
MOPOLLKOM A5
iHranaujn y 6nictepi, no
1 a6o 3 6nictepu B
KOMMNJIEKTI 3 NPUCTPOEM
XeHpiXeiinep® B
KapTOHHii Kopo6uli
213. | CTOMATUANH® pO34uH A1 pOTOBOT BocHanek a.4. BocHist i BocHanek g.4. BocHis i BHECEHHS 3MiH [0 peecTpavuiliHnX 6e3 peyenma UA/2792/01/01
NopoXxHuHM 0,1 % no lepuerosuH epuerosuH mMaTtepianis: BUNPaBNeHO TEXHIYHY
200 mn y dpnakoHi; no 1 a a NOMWJSIKY B TEKCTi MapKyBaHHS
h/1aKoHY B KapTOHHIi BTOPUWHHOI ynakoBku J13.
KopooLi 3AIMPOMNOHOBAHO: 6.
OCOB/IVBI 3BACTEPEXXEHHSA
WoA0 36EPITAHHA
NIKAPCBKOI'O 3ACOBY ¥
HEALOCTYMHOMY ANS OITEN
MICLII 36epirati y HefocTynHoMy
Ons piteid Micui npu Temneparypi
He Bue 25 °C. He
3amopoxysatu. 9. YMOBWA
3BEPIFTAHHA 36epiratn y
HefoCTynHOMY Ans AiTeld micuj
npu Temneparypi He Buwe 25 °C.
He 3amopoxysartu
214. | CTPOHAEKC cnpeii gnsi poToBOl TOB HaykoBo- YkpaiHa TOB HaykoBo- YkpaiHa BHECEHHS 3MiH [0 peecTpaviliHnx 3a peyenmom UA/15759/01/01

MOPOXHWHWN [O30BaHWA,
12,5 mr/go3a no 10 mn
(64 po3un) abo no 5 mn

BMPOGHMYa hipma
"MIKPOXIM"

BMPOGHMYa dhipma
"MIKPOXIM"

Marepianis: 3miHu | TUny -
aAMIHICTPaTUBHI 3MiHN.
BunyyeHHst BUPOGHMYOI AinbHUL
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Ne

n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)
(32 po3w) y hnakoHi

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

215.

CYP®AKTAHT-MB

nonimepHomy a6o 3i
CBIT/103aXMCHOTO CKNa,
no 1 chniakoHy y nauui 3
KapToHY

(Brntovaroun ginbHuui ans Adl,
MPOMIKHOro NpoAyKTy abo
roToBOro NikapcbKoro 3acooby,
AiNbHUL ANA NPOBeAEeHHS
nakyBaHHS, BUPOBGHUKa,
BiANOBIAA/ILHOIO 3a BUNYCK Cepiid,
MicLe NpoBeAeHHSA KOHTPO/II0
cepii) abo nocTavanbHVKa
BMXIZAHOrO MaTepiasny, peareHTy
ab0 4ONOMIXHOT PEYOBUHN (SKLLO
3a3HayeHo y JOCLE) - BUTYUYEHHS
[04aTKOBOro BUpo6HUKa APl
MAPRIMED S.A. (ApreHTuHa);
3anpornoHosaHo: HETERO
DRUGS LIMITED, India/
FTETEPO APAI3 NIMITE/L, IHAis

216.

CYCTAMAP®

cycneHsis gns
iHTpaTpaxeasibHOro
BBEAEHHS, 27 Mr/M; No
3 mn abo no 4 mn, abo 5
My chnakoHi; no 1
onakoHy y nauuj 3
KapToHYy

M.BioTek fMlimiTeq

Benuka
BpuTtaHis

BNEC
BIOYEMIKAJIC IHK

KaHaga

BHECEHHS 3MiH O peecTpaviliHnX
marepianis: 3miHu | Tuny - 3miHmn
oo 6e3nekn/edhekTMBHOCTI Ta
hapmakoHarnagy. 3miHa y
KOPOTKili XapakTepucTui
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUiT Ans
MeZIMYHOro 3aCTOCYBaHHSA Ha
nigcTasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
[ocnigpkeHb 3 6e3nekn
3aCTOCyBaHHSA NikapcbKkoro 3acoby
B nicnsipeecTpaviiHnii nepiog, abo
SIK pe3y/ibTaT OLiHKN 3BITY 3
JocnimkeHb, NpoBeAeHNX
BiAINOBIAHO A0 NnaHy
negiatpnuHmx gocnigxexs (PIP)
(iHWi 3mMiHW) - 3MiHK BHECEHO 10
IHCTPYKUiT AN MeguyHoro
3acTOCyBaHHS /ikapCcbKoro 3acoby
[0 posginis "OcobnuBocTi
3acTocyBaHHs", "Cnoci6
3acTocyBaHHs Ta Ao3n", "MNobiyHi
peakuii” Wwopao 6e3nekun gitoyoi
PEYOBUHM.

3a peyenmom

UA/15565/01/01

TabneTkn, BKpUTI
NNiBKOBOK 060/10HKOI0,
no 480 wmr; no 10
Tabnetok y 6nictepi; no
2 abo no 5 a6o no 10
6nicTepiB y KAPTOHHiIlA

Kopo6ui

Ecnapma M'm6X

HimeuunHa

BMPOGHMLITBO
Hepo3dacoBaHOro
NPOAYKTY, NePBUHHE

nakyBaHHs,

BTOPUHHE
nakyBaHHS,
KOHTPO/Ib SIKOCTi,

HimeuunHa

BHECEHHS 3MiH [0 peecTpavuiliHnX
MaTtepianis: 3mMiHu | Tuny -
ALMIHICTPaTMBHI 3MiHN.
BunyyeHHss BAPOOHMYOI AinbHUL,
(BKovatoum ginbHuULi ansa Adl,
NMPOMDKHOro NPoAyKTy abo
roTOBOrO /likapcbKoro 3acoby,

6e3 peyenma

UA/12869/01/01
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
BUNYCK cepii): AiNbHUL ANA NPOBeAEeHHS

AfnsaHc ®apma
'M6X, HimeuuunHa;
KOHTPO/1b AKOCTI:
dapma BepHirepoge
'M6X, HimeuunHa;
BTOPUHHE
nakyBaHHs:
ecnapma ®apma
Cepsices 'M6X,
HimeuunHa

nakyBaHHs BUpobHuka NN3 dapma

nakyBaHHS, BUPOBGHUKa,
BiANOBIAA/ILHOIO 3a BUNYCK Cepiid,
MicLe NpoBeAeHHSA KOHTPO/IH0
cepii) abo nocTavanbHVKa
BMXIZAHOrO MaTepiasny, peareHTy
ab0 4ONOMIXHOT PEYOBMHN (SKLLO
3a3HayeHo y JOCLE) - BUSTYUYEHHS
OinbHUL ANs BUPOOHULTBA
Hepo3dhacoBaHOro NPOAYKTY
BMpOGHUKa 13 dapma
BepHirepoge Mv6X, HimeuunHa.
3MiHn | TUNY - AgMiHICTPaTUBHI
3MiHW. BunyyeHHsi BUpO6HUYOI
OinbHUUI (BKNOYAKOUN AiNnbHULI
ans A®l, NpoMiXXHOro NPoAyKTy
ab0o roToBoro nikapcbKoro 3acooy,
OinbHUL 4NS NpOBefeHHS
nakyBaHHs, BUPOGHYKa,
BiANOBIAA/ILHOIO 3a BUNYCK Cepiid,
MicLie NPOBEeAEHHS KOHTPO/O
cepii) abo noctavasibHMKa
BMXiQHOrO Matepiany, peareHty
a60 [40NOMDKHOT peyoBUHU (SIKLLLO
3a3HayeHo y A0CbE) - BUTYUYEHHS
OiNbHWLI ANS NEPBUHHOIO
nakyBaHHs BUpO6Huka M3 dapma
BepHirepoge Mv6X, HimeuunHa.
3MiHu | TUNY - AgMiHICTpaTUBHI
3MiHW. BunyyeHHst BUpOOHMYOT
AinbHULI (BKIOYAOYW AiNbHULL
ana A®l, npomikHOro npoaykTy
a60 roToBOro Nikapcbkoro 3acooby,
AiNbHUL ANA NPOBeAEeHHS
nakyBaHHS, BUPOGHUKa,
BiANOBIAA/ILHOIO 3a BUNYCK Cepiid,
MicLe NpoBeAeHHSA KOHTPO/II0
cepii) abo nocTavanbHrKa
BMXIZAHOrO MaTepiasny, peareHTy
ab0 4ONOMIXHOT PEYOBUHN (SKLLO
3a3HayeHo y JOCLE) - BUSTYUYEHHS
OiNbHUL AN BTOPUHHOTO

BepHirepoge Nv6X, HimeuunHa
3MiHu | TUNY - AOMiHICTPATUBHI
3MiHW. BunyyeHHs BUpOGHUYOI
AinbHUUI (BKIOYaOUM AiNbHUL
ans A®l, npoMixXHOro NpoayKTy

a60 roTOBOro NiKapcbKoro 3acooby,
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

AiNbHUL ANA NPOBeAEeHHS
nakyBaHHS, BUPOBGHUKa,
BiANOBIAA/ILHOIO 3a BUNYCK Cepiid,
MicLe NpoBeAeHHSA KOHTPO/IH0
cepii) abo nocTavanbHVKa
BMXIZAHOrO MaTepiasny, peareHTy
ab0 4ONOMIXHOT PEYOBMHN (SKLLO
3a3HayeHo y JOCLE) - BUSTYUYEHHS
OiNbHUL AN BTOPUHHOTO
nakyBaHHs BUpobHuka N3
tOHiTakc ®apmanogxicTik FTM6X,
HimeuumnHa.
3MiHn | TUNY - AgMIHICTPaTUBHI
3MiHW. BunyyeHHsi BUpO6HUYOI
OinbHUUI (BKNOYAKOUN AiNnbHULI
ans A®l, NpoMiXXHOro NPoAyKTy
ab0o roToBoro nikapcbKoro 3acooy,
OinbHUL 4NS NpOBefeHHS
nakyBaHHs, BUPOGHYKa,
BiANOBIAA/ILHOIO 3a BUNYCK Cepiid,
MicLie NPOBEeAEHHS KOHTPO/O
cepii) abo noctavasibHMKa
BMXiQHOrO Matepiany, peareHty
a60 [40NOMDKHOT peyoBUHU (SIKLLLO
3a3HayeHo y A0CbE) - BUTYUYEHHS
AinbHUUI AnA BUNYyCKy cepii
BUpo6HuKa NN3 dapma
BepHirepoge Mv6X, HimeuunHa.
BBegeHHs 3MiH npoTsrom 6
MicALiB Nic/sa 3aTBePIKEHHS.

217.

CYCTAMAP®

TabneTkn BKPUTI
N/1iBKOBOK 060JI0HKOH,
no 480 wmr; no 10
TabneTtok y 6nictepi; no
2 abo no 5 a6o no 10
6nicTepiB y KAPTOHHiIlA
Kopo6ui

ecnapma Mv6X

HimeuunHa

BMPOBGHULITBO
Hepo3acoBaHoro
NpoAyKTY, NepBUHHE
nakyBaHHs,
BTOpPUHHE
nakyBaHHs,
KOHTPO/Ib SIKOCTI,
BUNYCK cepii):
ApsaHc ®apma
'vm6X, HimeuunHa;
KOHTPO/Ib AKOCTI:
dapma BepHirepoge
vm6X, HimeuunHa;
BTOpPUHHE
nakyBaHHs: ecnapma
dapma Cepsices
M6X HimevunHa

HimeuunHa

BHECEHHS 3MiH A0 peecTpauiiHnx
mMaTtepianis: 3MiHU | TUMY - 3MiHU 3
akocTi. FoToBUMIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO NiKapCbKoro
3acoby. 3viHa napameTpis
cneyudikayin Ta/abo gonycTummx
MEX rOTOBOrO NiKapCbKoro 3acoby
(BUNYYEHHS HE3HAYHOTO
nokasHuka (Hanpuknag
3acTapifioro nokasHuka, Takoro sk
3anax Ta cMak, abo igeHTudikauis
6apBHYIKIB 4N CMaKoBUX [106aBOK))
- BHECEHHSI 3MiH A0 Cneuundikau,i
N3, a came: BUNYYEHHS
3acTapinoro n. «JoBxunHa
TabneTkn»

6e3 peyenma

UA/12869/01/01

218.

TABAKYM-NHOC

rpaHynnm no 10ry
neHani abo y pakoHi 3

MpAT "HauioHanbHa
TomeonaTtnyHa

YKpaiHa

MpAT "HauioHanbHa
FomeonaTnyHa

YKpaiHa

BHECEHHS 3MiH 1O peecTpaviliHnX
marepianis: 3MiHW | TUNY - 3MiHK

6e3 peyenma

UA/8408/01/01
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

KpULLIKOIO; Mo 1 neHasy
abo chnakoHy B nayui 3
KapToHYy

Cninka"

Cninka"

LoAo 6e3snekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHSA
TEKCTY MapKyBaHHS yNnakoBKu
NiKapCbKoro 3acoby 3 BHECEHHSIM
iHchopMmaii LWoao 3a3HavYeHHs
OAVHULb BUMIPIOBAHHS Y CUCTEMI
Sl

219.

TAPKA®

Tabnetku 3
MoAandiKkoBaHUM
BVBINIbHEHHSIM, BKPUTI
N1iBKOBOK 060JI0HKOH,
2 mr/180 mr no 14
TabneTtok y 6nictepi; no
2 6nicTepu B KAPTOHHIl
Kopoo6Li

ABGOTT Jlabopatopi3
6X

HimeyunHa

AG6GBI [oliunaHg
m6X i Ko. KI

HimeuunHa

BHECEHHS 3MiH O peecTpaviliHnX
marepianis: 3MiHW | TUMY - 3MiHW
oo 6e3nekn/edhekTMBHOCTI Ta

chapmakoHarnsgy. BeefeHHs abo

3MiHW [0 y3ara/lbHEHUX JaHux npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy thapmakoHarniagy,

3MiHa YMOBHOBaXXEHOT 0CO6H,
BignoBiAabHOI 3a 3AjACHEHHS
thapmakoHarnsgy; KOHTakTHOT
0cobu 3 hapmakoHarnsgy
3aABHUKa 419 3MiICHEHHS
hapmakoHarnsagy B YkpaiHi, SKLo
BOHa BigMiHHA Bif, yNOBHOBa)XEHOI
oco6w, BiAnoBiAabHOT 3a
3[jilicCHeHHs hapMakoHarnagy
(BK/TOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTep-chaiina cucremu
thapmakoHarsagy) - amiHa

YNOBHOB&XEHOI 0CO6U 3asBHIIKA,

BiAANOBIA&/IbHOI 3a
thapmakoHarniag,

MponoHoBaHa pepakuis: Thomas

Nisslein, DVM, PhD / Tomac
Hiccnsiin, DVM, PhD. 3miHa
KOHTaKTHUX JaHMX YNOBHOBaXKEHOT
0Cco6U 3asBHWKA, BiANOBiAaIbHOI
3a thapmakoHarnsg,

3a peyernmom

UA/8978/02/01

220.

TAPKA®

TabneTku 3
mMoandikoBaHUM
BWBI/TbBHEHHAM, BKPUTI
NNiBKOBOK 060/10HKOI0,
4 mr/240 mr no 14
Tabnetok y 6nictepi; no
2 6nicTepu B KAPTOHHIl
Kopoo6Li

ABGOTT Jlabopatopi3
6X

HimeyunHa

A66BI JoliunaHg,
m6X i Ko. KI

HimeuunHa

BHECEHHS 3MiH 1O peecTpaviliHnX
marepianis: 3MiHW | TUNY - 3MiHW
Loao 6e3nekn/edeKTMBHOCTI Ta

chapmakoHarnsgy. BeegeHHs abo

3MiHW [0 y3ara/lbHEHUX JaHuX Npo
cuctemy chapmakoHarnsagy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy thapmakoHarnagy,

3MiHa yNOBHOBaXeHOI 0cobw,
BiANOBIAa/IbHOI 32 3AiiCHEHHS

3a peyenmom

UA/8978/02/03
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Ne

Hasga nikapcbko20

dopma sunycky

3asiBHUK

n/n

3acoby

(nikapcbka ¢hopma,
ynakoska)

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

221.

TE/IMICAPTAH-

Tabnetkn no 80 mr, no 7

TOB «TeBa

thapmakoHarnsgy; KOHTakTHOT
ocobu 3 hapmakoHarnagy
3asBHUKA ANA 3AiAICHEHHS
thapmakoHarnsgy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNIOBHOBaXEHOI
ocobw, BiANoBiAabLHOT 3a
3[jicCHeHHs1 hapmakoHarnagy
(BK/HOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-thaiina cuctemm
thapmakoHarnsgy) - a3miHa
YMNOBHOBAXXEHOT 0CO6M 3as1BHYKA,
BiANOBIAa/IbHOI 3a
dhapmakoHarnsg,
MponoHoBaHa pepakuis: Thomas
Nisslein, DVM, PhD / Tomac
Hiccnsiin, DVM, PhD. 3miHa
KOHTaKTHUX JAHMX YNOBHOBaXXEHOT
0co6U 3asBHWMKa, BiANOBIAAIbHOI
3a thapmakoHarnsg,

TEBA

TabneTtok y 6nictepi; no
4 6nictepu B kOpobLi

YKpaina»

YkpaiHa

AT
dapmaLeBTUYHNI
3aBofg TEBA,
YropLlmHa
(nepBuHHa Ta
BTOPUHHA YNaKoBKa,
[03BiN Ha BUMYCK
cepiin); TeBadhapm
IHgja MeT. N14.,
IHAia (BUPOBHULTBO
Hepo3dacoBaHoi
NPOAYKLUiT, NepBUHHA
Ta BTOPUHHA
yrnakoBKa)

YropwmHa/
IHais

BHECEHHS 3MiH 10 peecTpavLiiHnX
MaTepianis: 3MiHu | Tuny -
He3HauHi 3MiHW y MeTopj
BunpobysaHHA /13 3a
NnoKasHNKOM «BMicT BOgn
mMeTogom Kd», 30kpema getasnibHe
BUK1afEeHHA METOAVKM
BMNPOOYBaHHS, 6€3 3MiHN
BCTAHOB/EHVX AOMYCTUMUX MEX
cneumdikaLii. BBefeHHsA 3MiH
nNpoTsArom 6-Tv MicsLiB nicns
3aTBEPMHKEHHS; 3MiHM | TURY -
He3HauHi 3MiHV y meTofi
BMNpo6yBaHHs /13 3a
NOKa3HWKOM «laeHTudikauis
MeTo0M Y®-crneKTpockonii», a
cawve, BBe/leHO NopsfAok
BU3HAYEHHA Ta 3a3Ha4yeHo
TOBLLMHY BMMIpIOBa/IbHOI KIOBETH,
OHOBJIEHO Jiana3oH JOBXUHN
XBWNb, GiNbll feTaslbHO ONMCaHo
NPUroTYBaHHA PO3YMHIB.
BBefeHHs1 3MiH MPOTAroM 6-Tu
MiCALiB Nicnsa 3aTBepKEHHS;
3MiHU | TUMY - HE3HAYHI 3MiHW Y
meTogi BunpobysaHHs 13 3a
NOKa3HUKOM «PO3UYMHEHHS»:

[0[aHo onuc MaTepiasis i

3a peyenmom

UA/14020/01/01
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

peakTvBiB, 4OAAHO NPUMITKN LLIOAO
hinbTpiB, Ta BUKNaAEHO
iHhopmadito oo cTabinbHOCTI
pO3unHiB. BBEAEHHS 3MiH
npoTArom 6-T1 MicAuiB micns
3aTBEPMKEHHS; 3MiHM | TUNY -
He3HauHi 3MiHV y meTofi
BMNpobyBaHHsA /13 3a
NOKa3HNKOM «CynyTHi SOMILLKM»,
30Kpema A0o4aHo onuc maTepianis
i peakTuBiB, 4OAAHO NpoLUeasypu
NPUroTyBaHHS PO3YMHIB,
iHhopmawito oo cTabinbHOCTI
PO3YMHIB, YTOUHEHHS Y
BCTaHOB/IEHMX NapameTpax
NpUAATHOCTI cucTemu. BeeaeHHs
3MiH NPOTAroM 6-Tu MicsLiB nicns
3aTBEPMKEHHS; 3MiHM | TUNY -
3amiHa 3aTBEPAXXEHOr0 MeToay
BMNpo6yBaHHSA /13 Ha HOBUIA
MeTOZ, 3a NOKa3HNKOM
«OfHOpIgHICTb BMICTY». BBEAEHHSA
3MiH NPOTAroM 6-Tu MicsLiB nicns
3aTBEPMKEHHS; 3MiHM | TUNY -
3amiHa 3aTBEPAXXEHOr0 MeToay
BMNpo6yBaHHSA /13 Ha HOBUIA
MeTo/ 3a NokasHukoMm «KinbkicHe
BM3HAYEHHS». BBEAEHHS 3MiH
npoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS

222,

TEHOPIK™

TabneTkn, BKPUTI
N/1iBKOBOK 060JI0HKOH,
50 mr/12,5 wr, no 14
TabneTtok y 6nictepi; no
2 6nicTepu B KAPTOHHiIl
ynakoBLi

Inka Nabopatopi3
Nimiteq

IHgis

Inka JTabopaTtopi3
Nimiteq

IHais

BHECEHHS 3MiH A0 peecTpauiiHnx
marepianis: 3MiHW | TUNY - 3MiHK
Loao 6esnekn/edeKTMBHOCTI Ta

hapmakoHarnagy - BHECEHHS 3MiH

[0 po3giny «MapkyBaHHA» MKA

na:
lMponoHoBaHa pepakuis:
MapkyBaHHA Y BiANOBiAHOCTI 3
3aTBEPKEHUM TEKCTOM
MapKyBaHHSA. OHOBJIEHHS TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro
3ac06y 3 BHECEHHAM iHhopmalii
LLLOZ0 3a3HaYeHHS OAMHNLB
BMMIpIOBaHHsA y cuctemi Sl.
BBefieHHs1 3MiH NpoTArom 6-Tn
MiCsILiB MicNsi 3aTBEPAYKEHHS

3a peyenmom

UA/2902/01/01

223.

TEHOPIK™

TabneTku, BKPUTI
N/1iBKOBOK 060J1I0HKOIO,

Inka Nabopatopi3
Nimiten

IHais

Inka /labopatopi3
Nimiteq

IHais

BHECEHHS 3MiH 1O peecTpaviliHnX
marepianis: 3MiHW | TUNY - 3MiHK

3a peyenmom

UA/2902/01/02
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
100 mr/25 wmr, no 14 oo 6e3nekn/edhekTMBHOCTI Ta
Tabnetok y 6nictepi; no hapmakoHarnsgy - BHeCEeHHs 3MiH
2 6nicTepu B KAPTOHHIl 00 po3ainy «MapkyBaHHA» MKA
ynakoBLi na:
MponoHoBaHa peaakuis:
MapkyBaHHSA Y BiANOBiAHOCTI 3
3aTBEPHKEHUM TEKCTOM
MapKyBaHHSA. OHOB/IEHHA TEKCTY
MapKyBaHHS YNakoBKU Nikapcbkoro
3ac06y 3 BHECEHHAM iHchopmalii
LLLOZ0 3a3HaYeHHS OAVNHNLB
BMMIpIOBaHHSA y cuctemi Sl.
BBefeHHs1 3MiH npoTArom 6-u
MiCALIB MiCN1A 3aTBEPAKEHHS
224. | TEPA®NIO BIA, MOPOLLIOK AN 'CK KoHcblomep LBeliLapis AENBPAPM ®paHuis BHECEHHS 3MiH 10 peecTpavLiiHnxX 6e3 peyenma UA/5529/01/01
reuny TA OpPa/IbHOTO PO34nHY; 1 Xenckep C.A. OPJIEAH MaTepianis: 3MiHu | Tuny -
3ACTYAM 3I naket 3 nopoLukom; 10 nojaHHA OHOBJ/IEHOro cepTudiikarta
CMAKOM JIMMOHA | nakeTiB 3 MOPOLLKOM Y BiNOBIAHOCTI €BPONENCHKIi

KapTOHHI KOpooLj

phapmakonei Ne R1-CEP 1996-
039-Rev 04 ans fito4oi pevyoBUHU
Paracetamol Bif Bxe
3aTBEPKEHOrO BUPOOHMKA i3
3MiHOI Ha3BW BMPOGHMKaA
(3atBepmxeHo: Mallinckrodt Inc;
3anponoHoBaHo: SpecGx LLC),
MicLie po3TallyBaHHs
BVMPOGHMLTBA HE 3MIHWI0CH; 3MiHN
| TMNy - NoAaHHs OHOBNIEHOTO
cepTudikara BiAnNoBiAHOCTI
€sponeiicbkili hbapmakonei Ne R1-
CEP 1998-047-Rev 05 gnisa gitoyoi
peyoBuHU Paracetamol Big, Bxe
3aTBEPPKEHOTO BUPOOHUKA
Granules India Limited, India;
3MiHK | TUNY - BUAANEHHSA 3
mMaTepianis AOCbe BUPOGHNKa ADI
heHinedpurHy rigpoxiopuay
Boehringer Ingelheim Pharma
GmbH & Co. KG., Germany; 3MiHK
| TMNy - NoAaHHs OHOBNIEHOTO
cepTudikara BiAnNoBiAHOCTI
€sponeiicbkili hapmakonei Ne R1-
CEP 1998-047-Rev 06 gnisa gitoyoi
peyoBuHU Paracetamol Big, Bxe
3aTBEPPKEHOTO BUPOOHUKA
Granules India Limited, India, sk
Hacnigok 3miHa agpecu
BMPOGHMKA (3aNpONOHOBAHO:
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
H.No0.6-5 & 6-11, Temple Road
Gummadidala Mandal,
Sangareddy District, India-502313,
Bonthapally Village, Telangana)
225. | TEPA®NIO NOpOLUOK AN 'CK KoHcblomep LLiBeiiuapis OENb®APM PpaHuin BHECEHHS 3MiH O peecTpaviliHnX 6e3 peyenma UA/5797/01/01
EKCTPA 3I OpasIbHOIo PO3ynHY; 1 Xenckep C.A. OPJIEAH marepianis: 3miHu | Tuny -
CMAKOM JIMMOHA | nakeT 3 nopotukom; 10 nofaHHs OHOBJ/IEHOTO cepTuduikaTa

nakeTiB 3 MOPOLLKOM Y
KapTOHHiiA KOpo6L

BiANOBIAHOCTI EBpoONeichbkili
thapmaxonei Ne R1-CEP 1998-
047-Rev 05 ans Aito4oi pevyoBuHN
Paracetamol Big Bxe
3aTBEPPKEHOTO BUPOOHUKA
Granules India Limited, India;
3MiHM | TUMY - NogaHHsA
OHOB/IEHOTO cepTudikaTa
BiAMNOBIAHOCTI €BpPONENChKIl
hapmakonei Ne R1-CEP 1998-
047-Rev 06 ana Aito4oi pevyoBuHU
Paracetamol Big Bxe
3aTBEPAKEHOr0 BUPOGHUKaA
Granules India Limited, India, sk
Hacnigok 3miHa agpecu
BMPOGHMKA (3aNpOMNoOHOBAaHO:
H.No0.6-5 & 6-11, Temple Road
Gummadidala Mandal,
Sangareddy District India-502313
Bonthapally Village, Telangana);
3MiHM | TUNY - NOAAHHSA
OHOBJIEHOTO cepTudikaTa
BiNOBIAHOCTI €BPONENCHKIi
hapmakonei Ne R1-CEP 1996-
039-Rev 04 ans fito4oi pevyoBuUHU
Paracetamol Bif Bxe
3aTBEPKEHOIO BUPOOHMKA i3
3MiHOI Ha3BM BUPOGHUKA
(3anponoHoBaHo: SpecGx LLC),
MiCLie po3TallyBaHHsI
BMPOGHMLTBA HEe 3MIHUI0CS; 3MiHW
| TMNy - NoAaHHs OHOBNEHOTO
cepTudikaTta BignoBigHOCTI
€Bponelicbkiin hapmakonei Ne R1-
CEP 2009-286-Rev 00 ans gitoyor
peuoBuHu Phenylephrine
hydrochloride Big, Bxe
3aTBEPPKEHOTO BUPOOHUKA
SIEGFRIED Pharmachemikalien
Minden GmbH, Germany; 3MmiHu |
TUMY - BUAASIEHHS 3 MaTepianis
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
[0Cbe BMPOGHMKa ADI
dheHinedpuHy rigpoxnopuay
Boehringer Ingelheim Pharma
GmbH & Co. KG., Germany; 3MiHK
| TMNy - NnoAaHHS OHOBNIEHOTO
cepTudikata BiANoOBIAHOCTI
€sponevicbkiin hapmakonei Ne R1-
CEP 2003-179-Rev 03 ans gitovoi
peuoBuHu Phenylephrine
hydrochloride Big Bxe
3aTBEPKEHOr0 BUPOGHUKA
Malladi Drugs & Pharmaceuticals
Limited Unit-3
226. | TIANPINTAH® Tabnetku no 100 mr, no TOB "bayw Xenc" YkpaiHa I.J1. dapma M'm6X ABCTpIf BHECEHHS 3MiH [0 peecTpaviliHnX 3a peyernmom UA/10161/01/01
20 TabneTtok y 6nictepi; mMaTtepianis: BUNpaBneHHS
no 1 a6o 3 6nictepn y TEXHIYHOT MOMWSIKK, sika Byna
KOpOO6Lii 3 KapTOHY ponyleHa B Ha3Bsi /13 B MKA N13.
MponoHoBaHa pegakuis:
TIATMPINTAH®. 3a3HaueHe
BUNpPaBfeHHs Bignosigae
maTepianam peecTpauiiiHoro
[0Cbe
227. | TIANPITAH® Tabnetku no 100 mr, no TOB "bayw Xenc" YkpaiHa I.J1. dapma M'm6X ABCTpis BHECEHHS 3MiH 10 peecTpaviliHnX 3a peyernmom UA/10161/01/01
20 Tabnetok y 6nicTepi; marepianis: TEXHIYHY NOMUIIKY
no 1 a6o 3 6nictepn y BMMPaBNEHO Ha TUTY/bHIl
KOpOO6Lii 3 KapTOHY CTOPIHUi 3MiH 40 IHCTPYKUIT Ans
MeAnYHOro 3acTtocyBaHHA /13, a
came y Ha3sBi likapCbKoro 3acoby.
3anponoHosaHo: TIATMPIJTAH®
228. | TIAMNPITAH® Tabnetku no 100 mr, nNo TOB "bayw Xenc" YkpaiHa I.J1. dapma M6 X ABCTpis BHECEHHS 3MiH [0 peecTpaviliHnx 3a peyenmom UA/10161/01/01
20 TabneTok y 6nicTepi; marepianis: TEXHIYHY NOMUIIKY
no 1 abo 3 6nictepn y BUMpPaB/IEHO HA TUTY/bHIl
KOpOO6Lii 3 KapTOHY CTOPIHLj 3MiH A0 IHCTPYKLiT ANnA
MeAMYHOro 3actocyBaHHsA 13
00 TEPMiHY NPUAATHOCTI;
3anponoHoBaHo: 60 micsuis
229. | TI®IM BI ®/ PO34uH A1 iH'EKLiA no CaHodi MacTep dpaHuis CAHO®I BIHTPOI dpaHuis/ BHECEHHS 3MiH [0 peecTpauiiiHix | 3a peyenmom UA/13057/01/01
TYPHIM VI 25 mkr/po3a; no 0,5 mn IHOACTPIA, YropwuHa marepianis: 3mMiHW | TUNY - 3MiHK
BAKUVHA And (1 posa) y nonepefHb0 ®paHuisa LoAo 6e3snekn/edeKTMBHOCTI Ta
MAPO®ITAKTUKN 3arnoBHEHOMY LUMpUL 3 (cTepunisytoua thapmakoHarnsgy. BeegeHHs abo
YEPEBHOIO NPUKPINIEHO0 FrONKO pinbTpauis, 3MiHU [0 y3arasibHeHWX AaHuX Npo
TNDY Ne 1 B KapTOHHIi 3arMoBHEHHA cucTemy chapmakoHarnsgy
MNONICAXAPUAHA | kopob6uj; no 0,5 mn (1 LUNPULIB, KOHTPOJb (BBEAEHHSA y3araslbHEHMX AaHNX
PIOKA [03a) y nonepeaHbLo AKOCTI npo cuctemy dpapmakoHarnaagy,
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
3anoOBHEHOMY LUNPWL 3 (cTepunbHICTb)); 3MiHa yNOBHOBaXeHOI 0cobw,
MPUKPIN/IEHOIO FO/IKOH CaHodpi MacTep, BiANOBIAA/IbHOI 32 34iiCHEHHS
Ne 1 B cTaHAapTHO- ®paHuisa (BTOpUHHE thapMakoHarnagy; KOHTakTHOI
EKCMOPTHIi ynakoBLi sika nakyBaHHS, BUMYCK 0cobu 3 hapmakoHarnsgy
MICTUTBCS Y KApPTOHHIl cepii); CaHodi 3asBHMKa AN 34iICHEHHS
Kopo6bui MacTep, PpaHuis hapMakoHarnagy B YkpaiHi, Ko
(NOBHWIA LWKN BOHa BifMiHHA Bif, yNIOBHOBaXEHOI
BMPOGHMLITBA, oco6w, BiANoBiAa/IbHOT 3a
KOHTPO/1b SIKOCTI, 3[jicHeHHs1 hapMakoHarnagy
3anoBHEeHHA, (BKNHOYAKOUN KOHTaKTHI faHi)
BTOpPUHHE Ta/abo 3MiHW Yy PO3MILLEHHI
nakyBaHHS1, BUNYyCK macTep-haiina cuctemm
cepii); CaHodi- thapmakoHarnagy) - amiHa
ABeHTic MpaiisiT Ko. KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT
Nta., Nnatdgopma 0cobu 3asiBHUKa, BiANOBIAa/IbHOT
NOricTvkn Ta 3a hapmakoHarnsg B Ykpaii.
AncTpubyuii y m. MponoHoBaHa pepakuisi:
Bypanewr, XopakiBcbka TeTsHa
YropwmHa BsiuecnaBiBHa. 3MiHa KOHTaKTHMX
(BTOPUHHE [aHUX KOHTaKTHOI 0cobm
nakyBaHHs1, BUNYyCK YNOBHOBaXXEHOI 0COBU 3aABHUKA,
cepii) BiANOBIAa/IbHOI 3a
thapmakoHarnsg, B Ykpaini
230. | TOBPOLUM- Kpanni O4Hi, cycneHsis; HekcTdhapm MmM6X ABCTpilicbka PA®APM CA Mpevis BHECEHHS 3MiH 10 peecTpavLiiHnX 3a peyenmom UA/17537/01/01
HEKCT KOMBI no 5 ma cycnexsii y Pecny6nika MaTepianis: 3MiHu | Tuny -
dhnakoHi-kpanesibHUL, nojaHHA OHOBJ/IEHOro cepTudiikarta
no 1 dpnakoHy- BiNOBIAHOCTI €BPONENChKIit
KpanesibHuLj y papmakonei Ne R1-CEP 1997-
KapTOHHIA KOpoo6Li 046-Rev 05 ana fito4oi pevyoBuHU
Tobramycin Big, Bxe
3aTBEpPMAKEHOro BMpo6HMka TEVA
Pharmaceutical Works Private
Limited Company, YropLuuHa,;
3MiHK | TUNY - NOAAHHS HOBOIO
cepTudpikara BiANoBIAHOCTI
€sponeiicbkili hapmakonei Ne RO-
CEP 2019-036-Rev 00 gnisa gitouoi
peyoBuHM Tobramycin EHS
Optimized Proces Bif HOBOro
BMpo6HMKa Chongging Daxin
Pharmaceutical Co., Ltd., Kutaii
231. | TPAHCTON PO34nH AN5 iH ek 100 Aypobingo ®apma IHAis AypobiHgo ®apma IHAisA BHECEHHS 3MiH [0 peecTpaliiiHux | 3a peyenmom UA/14651/01/01

mr/mn, no 5 mn B
amnyni, no 6 amnyn B
KapTOHHiiA KOpo6L

nrg

Nimiten - FOHIT IV

marepianis: 3MiHU | TUMY - 3MiHW

oo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy - OHOB/IEHHS
TEKCTY MapKyBaHHs yNakoBKu

NiKapCbKoro 3acoby 3 BHECEHHAM
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

iHchopmauii LWoAo 3a3HaveHHs
O4VHWLb BUMIPOBaHHS Y CUCTEMI
Sl. BHeceHHs 3MiH A0 po3gainy
"MapkyBaHHA" MKA N13:
3anponoHoBaHo: MAPKYBAHHA
3rigHO 3aTBEP)KEHOr0 TEKCTY
MapKyBaHHs

232.

TPAXICAH

Tabnetkn ans
CMOKTaHHs; no 10
TabneTtok y 6nictepi; no
2 6nicTepu B KAPTOHHIl
Kopoo6Li

AnbneH ®apma Al

LLiBeiiuapis

EHrensrapg
ApLHaiimMiTTeNb
M6X & Ko. KT,
HimeyuunHa; TOB

"MIK-OAPM" ,
YkpaiHa (BUpO6HMK,
Lo BignNoBigae 3a
BBE3EHHS, KOHTPO/Tb
Ta BMMYCK cepif)

HimevunHa/
YkpaiHa

BHECEHHS 3MiH O peecTpaviliHnX
marepianis: 3MiHW | TUMY - 3MiHW
oo 6e3nekn/edhekTMBHOCTI Ta

hapmakoHarnagy - 3MiH1 BHeCeHi

B TEKCT MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby Lwoa0
3a3HaYeHHs MDKHapOAHNX
no3HayveHb OAVNHNLL BUMIPIOBaHHSA

6e3 peyenma

UA/6121/01/01

233.

TPUAINIKC 135 MIr

Kancynm 3
MoAndpiKoBaHUM
BMBI/IbHEHHAM No 135
mr, no 10 kancyny
6nicTepi; no 3 6rictepu
B KapTOHHIi Kopobuj

AG6OTT JlabopaTtopi3

CLA

IpnaHpachbki
Na6opatopii PypHbE
Nimiten, Ipnaxgisn
(BUpO6HMLTBO,
KOHTPO/Ib SIKOCTI);
MaiinaH
Nabopatopisz CAC,
PpaHuis
(nakyBaHHs1, 403BIN
Ha BUMYCK cepir)

IpnaHgis/
PpaHuin

BHECEHHS 3MiH 40 peecTpavuiliHnX
marepianis: 3mMiHW | TUNY - 3MiHK
Loao 6esnekn/edeKTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3aras/lbHEHNX AaHnX Npo
cuctemy hapmakoHarnsgy
(BBEAEHHSA Yy3arasIbHEHVX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa yNOBHOBaXeHOI 0coby,
Bi4NOBiAa/IbHOT 32 34iACHEHHS
hapMakoHarnagy; KOHTakTHOI
0ocobu 3 hapmakoHarnsgy
3as1BHMKa 4119 34iICHEHHS
hapmMakoHarnagy B YkpaiHi, KO
BOHa BifJMiHHa Bif, yNIOBHOBaXeHOI
ocobw, BiANOBiAa/IbHOT 3a
3[jicHeHHs1 hapMakoHarnagy
(BKNHOYAKOUN KOHTaKTHI faHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa

YNOBHOB&XEHOI 0CO6U 3asBHNIKa,

BignoBiganbHOI 3a
hapmakoHarnag,

MponoHoBaHa pepakuis: Thomas

Nisslein, DVM, PhD / Tomac
Hiccnsiii, DVM, PhD. 3miHa

KOHTaKTHUX JaHVX YNOBHOBaXKEHOT
ocobu 3asiBHUKa, BiANOBIAa/IbHOT

3a (hapmakoHarnsg,

3a peyenmom

UA/12998/01/01

234.

TPUANINIKC 45 MI

Kancyam 3

A660TT Jlabopartopi3

CLA

IpnaHAachki

IpnaHgis/

BHECEHHS 3MiH 40 peecTpauiiHnx

3a peyenmom

UA/12998/01/02
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

mMoandikoBaHUM
BWBI/TbHEHHAM M0 45 ™r,
no 10 kancyn y 6nictepi;
no 3 6nictepu B
KapTOHHIA KOpoo6Li

Nab6opaTtopil PypHLE
Nimiten, lpnaxgis
(BUpOGHMLTBO,
KOHTPO/Ib SIKOCTI);
MavinaH
Nab6opaTopiz CAC,
®paHuisa
(nakyBaHHs1, 4O3BIN
Ha BUnycK cepii)

®paHuis

marepianis: 3MiHW | TURY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy. BeeneHHs abo
3MiHW [0 y3ara/ibHEHUX JaHuX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy chapmakoHarnisgy,
3MiHa yNOBHOBaXEHOI 0co6H,
BiANOBIAA/IbHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOT
ocobu 3 hapmakoHarnagy
3asBHUKA ANA 3AiAICHEHHS
thapmakoHarnsgy B YkpaiHi, SKLio
BOHa BiIMiHHA Bif, yNTOBHOBaXEHOI
ocobw, BiANoBiAabLHOT 3a
3[jicCHeHHs1 hapmakoHarnagy
(BK/IHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-thaiina cuctemm
thapmakoHarnsgy) - amiHa
YMNOBHOBAXEHOT 0CO6U 3asBHYKA,
BiANOBIAa/IbHOI 3a
dhapmakoHarnsg,
MponoHoBaHa pepakuis: Thomas
Nisslein, DVM, PhD / Tomac
Hiccnsiin, DVM, PhD. 3miHa
KOHTaKTHUX JaHMX YNOBHOBaXXEHOT
0co6U 3asBHWMKa, BiANOBIAabHOI
3a (hapmakoHarnsg

235.

TPIOMBPACT®

PO34nH ANA iH'eKL;i 60
% no 20 mn B amny/ii; No
5 amnyn B nauuj; no 20
M B amnysii; no 5
amnyn y 6nictepi; no 1
6nicTepy B nauLi

AT "®apmak"

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH 10 peecTpavLiiHnX
MaTepianis: 3MiHu | Tuny -
AMIHICTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3as1BHMKa (B/1acHMKa
peecTpavuiiHOro NocBigYEHHS) -
3MiHa (hopmy BNacHOCTI 3asBHUKa
Ta afipecu BNpoBapKeHHs
BiSNbHOCTI 3asBHMKA.
BBefieHHs1 3MiH NpoTArom 6-Tn
MiCALiB NicNna 3aTBEPAKEHHS.
3MiHu | TUNY - AGMiHICTPATUBHI
3MiHU. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHSA AiANIbHOCTI
BMPOGHMKa/iMnopTepa rotosoro
NiKapCbKoro 3acoby, BK/OYaum
OinbHWL BUNYycKy cepii abo micue
NpoBefeHHS KOHTPOJTO AKOCTI.
(AisNbHICTb, 3a SIKy BignNoBigae

3a peyenmom

UA/3439/01/01
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

BMPOGHUK/IMNIOPTEp, BKIKOYAKOYM
BUMYCK Cepiid) - 3MiHa hopMmn
BNacHOCTI BUPOGHMKa Ta agpecu
BNPOBAMKEHHS AiSIbHOCTI
BMPOGHMKA. 3MiHN BHECEHI B
IHCTPYKLiO 4N MeguyHoro
3actocyBaHHs /13 y p. "Bupo6HuK",
"MicLe3HaxomKeHHs1 BUPOGHMKa
Ta iloro agpeca micus
NPOBaXEHHS AifbHOCTI" 3
BiANOBIAHMMMN 3MiHAMWN B TEKCTI
MapKyBaHHS ynakoBok. BBeeHHs
3MiH NpoTArom 6-Tu MicALiB nicns
3aTBEPMKEHHA. 3MiHu | Tuny -
3MiHY Wwoao
6e3nekn/eeKkTUBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
3MiHM A0 po3ainy «MapkKyBaHHs».
OHOBJIEHHSI TEKCTY MapKyBaHHsI
yMakoBKM NikapcbKoro 3acoby 3
BHECEHHSAM iHdhopMaLi Lwoao
3a3HaYeHHS OAUHULb
BMMIpIOBaHHA y cuctemi Sl .
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicSLIB NiCNsA 3aTBEPLKEHHS.
3MiHu Il Tuny - 3MiHK 3 AKOCTI.
FoToBWiA Nnikapcbkuii 3aci6. 3MiHK
Y BUPOGHMLTBI. 3MiHK
BMNpo6yBaHb abo AOMYCTUMUX
MeX, BCTAHOBNEHWX Y
cneuudikauisx, nig yac
BMPOGHMLITBA FOTOBOTO
niKkapcbKoro 3acoby (iHLi 3MiHu).
3MiHa KpuTepiiB NPUIHATHOCTI 3a
nokasHukom «pH» y cneumdikaw,ii
Ha npoMbkHy npoaykuito (CIM Ha
NPUroToBaHUA PO3UMH)
3arBepmxeHo: ClN Ha
NpUroToBaHuin po3umH pH Big 6,9
[0 7,2; 3anpornoHosaHo: CIl Ha
npuroToBaHuin posunH pH Big 7,1
no 7,5

236.

TPIOMBPACT®

PO34MH ANS iH'eKUiin 76
% no 20 mn B amnyi; No
5 amnyn B naywy; no 20
MJ/1 B amnyni; no 5
amnyn y 6nictepi; no 1
6nicTepy B nauLi

AT "®dapmak"

Ykpaina

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH A0 peecTpauiiHnx
mMaTtepianis: 3MiHu | Tuny -
AAMiIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHvka
peecTpavuiiiHoro NocBigYEHHS) -
3MiHa (hopMy BNACHOCTI 3asBHUKA

3a peyenmom

UA/3439/01/02
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs

Ta agpecu BNpoBaKeHHS
LisiNIbHOCTI 3asiBHMKA.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicSILB NiCNsA 3aTBEPLKEHHS.
3MiHu | TURNY - AgMiHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa
NPOBaPKEHHS AISNbHOCTI
BMpPOGHMKa/iMnopTepa rotToBoro
NiKapcbKoro 3acoby, BK/AUaum
OinbHWL BUNYycKy cepii abo micue
NpoBeAEeHHS KOHTPOJO SKOCTI.
(misnbHICTb, 3a AKy BignoBifae
BMPOGHUK/iMNOpTEp, BK/IKOYAKOUYM
BUMYCK Cepiid) - 3MiHa hopMm
BM1ACHOCTI BUPOGHMKa Ta agpecu
BNPOBaKEHHS AiANbHOCTI
BUPOGHMKA. 3MiHN BHECEHI B
IHCTPYKLilO ANs MeanyHOro
3actocyBaHHs 13 y p. "Bupo6HuK",
"Micue3HaxoKeHHs BUPOGHMKa
Ta ioro agpeca micus
NpOBaXEHHS AisbHOCTI" 3
BiAMNOBIAHVMU 3MiHAMU B TEKCTI
MapKyBaHHS yrnakoBoOK. BBeAeHHs
3MiH NPOTAroM 6-Tu MicsLiB nicns
3aTBEPMKEHHS. 3MiHK | TUnY -
3MiHM Wwoao
6e3nekn/edheKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHu) -
3MiHW A0 po3ainy «MapkyBaHHS».
OHOBJIEHHS TEKCTY MapKyBaHHS
ynakoBKM NiKapcbKoro 3acoby 3
BHECEHHSM iHdhopMaLii Woao
3a3HaYeHHS OAUHULL
BMMIpIOBaHHA y cuctemi Sl .
BBefeHHs1 3MiH NpoTArom 6-u
MiCSLLIB NiCNsA 3aTBEPPKEHHS.
3MiHu Il TUNY - 3MiHKU 3 AKOCTI.
[oToBMin nikapcbkuii 3aci6. 3miHn
Y BUPOGHMLTBI. 3MiHK
BMNPO6YBaHb abo A0NYyCTUMMUX
MeX, BCTAHOB/IEHUX Y
cneuudikauisix, nig yac
BMPOGHMLITBA FOTOBOTO
NikapcbKoro 3acoby (iHLWi 3MiHW).
3MiHa KpUTepiiB NPMIAHATHOCTI 3a
noKasHUKoOM «pH» y cneumndikawii
Ha NpoMixHy npoaykuito (CI Ha
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

NPUroToBaHUA PO3UMH)
3areepmxeHo: Cl Ha
NpUroToBaHuin po3umH pH Big 6,9
[0 7,2; 3anpornoHosaHo: CIl Ha
npuroToBaHuin posunH pH Big 7,1
no 7,5

237.

YHAEBIT

apaxe, no 50 gpaxe y
KOHTeliHepi, no 1
KOHTelHepy B nauui 3
KapToHy; no 50 gpaxe y
KOHTEliHepi

AT "BITAMIHN"

Ykpaina

AT "BITAMIHL"

YKpaiHa

BHECEHHS 3MiH A0 peecTpauiiHnx
mMaTtepianis: 3MiHU | TUMY - 3MiHU 3
akocTi. A®l. BupobHuuTBo. 3miHa
BMPOGHMKA BMXiAHOTO/MPOMIXXHOrO
npoayKTy/peareHTy, Wo
BMKOPUCTOBYIOTbCSA Y
BMPOGHUYOMY npoueci Adl, abo
3MiHa BUpPOGHMKa (BK/IKoYatouu, ae
HeoOXifHO, MicLie NpoBeAeHHS
KOHTPO/0 sIKOCTi) AdI (3a
BifiICYTHOCTI cepTudikaTa
BiNOBIAHOCTI €BPONENCHKIi
thapmakonei y 3aTBepakeHoMy
[ocbe)(3anponoHoBaHuiA
BVPOGHUK HaNleXxuTb [0 Tiei camol
BMPOGHNYOT rpynu NignNpueEMCTB,
L0 11 3aTBEPAKEHNIA) - 3MiHA
afipecy AiNbHMLi BUPOGHMLITBA
Lit0Y0T pevyoBMHM KncnoTa
ackopb6iHoBa (BiTamiH C)
BUpo6HMKa «Northeast
Pharmaceutical Group Co., Ltd»,
KuTaii
3 «No. 37, Zhonggong Bei Street,
Tiexi District, Shenyang, Kntaii»,
Ha «No. 29, Shenxiliu Dong Road,
Economic Technological
Development District Shenyang,
Kutaii»

6e3 peyenma

UA/5605/01/01

238.

®OEKCO®EH -
CAHOBE/b

TabneTku, BKPUTI
NNiBKOBOK 060/TI0HKOI0,
no 120 wmr; no 10
Tabnetok y 6nictepi; no
1 a6o 2 6nictepn y
KapTOHHIA KOpoo6Li

CaHosenb Ins4
CaHai Be Tugpxapet
A.LL.

TypeyunHa

CaHoBensb sy
CaHai Be Tugxapet
A.L.

TypeuunHa

BHECEHHS 3MiH 10 peecTpavitHnx
marepianis: 3MiHU | TUMY - 3MiHW
oo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy - OHOB/EHHS

TEKCTY MapKyBaHHs yNakoBKu

NiKapcbKoro 3acoby 3 BHECEHHAM

iHchopmauii LWoao 3a3HaveHHs

OAVHWLb BUMIPOBAHHS Y CUCTEMI

Sl. BHeceHHs 3MiH 0 po3gainy
«MapkyBaHHA» MKA /13;
3anponoHoBaHo: MapKyBaHHS.
3rigHO 3aTBEpPKEHOTO TEKCTY

6e3 peyenma

UA/10632/01/01
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

MapKyBaHHS

239.

®PEKCO®PEH -
CAHOBE/b

TabneTku, BKpUTI
N/1iBKOBOK 060JI0HKOIO,
no 180 wmr; no 10
Tabnetok y 6nictepi; no
1 a6o 2 6nictepu y
KapTOHHI KopooLj

CaHoBensb lnau
CaHai Be Tumpxapet
A.LL.

TypeuunHa

CaHoBenb Ingy
CaHai Be Tumxapet
A.LL.

TypeyunHa

BHECEHHS 3MiH O peecTpaviliHnX
marepianis: 3MiHW | TUMY - 3MiHW
oo 6e3nekn/edhekTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHS

TEKCTY MapKyBaHHs ynakoBKu

NiKapCbKOro 3acoby 3 BHECEHHSIM

iHbopmauii Wwoao 3a3HavYeHHs

OVHMLb BUMIPIOBAHHS Y CUCTEMI

Sl. BHeCEHHS 3MiH A0 po3giny
«MapkyBaHHA» MKA /13;
3anponoHosaHo: MapKyBaHHs.
3rifiHO 3aTBEPLPKEHOTO TEKCTY
MapKyBaHHS

6e3 peyenma

UA/10632/01/02

240.

D/IIOAHKCON

TabneTku, BKPUTI
N/1iBKOBOK 06G0JIOHKOHO,
no 1 mr, no 100
Tabnetok y
n1acTMKoOBOMY
KOHTeliHepi; no 1
nNacTykoBoMy
KOHTEiHepy B KapTOHHIl
KopooLi

Nynabek Exkcnopt
A/lC

[JaHis

EypodpiHc Biochapma
MpopakT TecTiHr
[enmapk A/C, [aHis
(BunpobysaHHs 3a
NOKa3HUKOM
"Mikpob6ionoriuHa
yncrorta"); X.
Nynpbek A/C, faHis
(Bupo6HuLTBO
Hepo3acosaHoro
NPOAYKTY, NepBUHHE
Ta BTOPVHHE
nakyBaHHs1, BUNYyCK
cepiif)

NaHis

BHECEHHS 3MiH 10 peecTpavitHnx
mMarepianis: BUNPaBEHO TEXHIUHY
NOMWJIKY Y TeKCTax MapKyBaHHs
N3: TeKCT MapkyBaHHA [0
peecTpauiiiHoro nocsig4eHHs Ne
UA/10197/01/01
3AMNPOMNOHOBAHO: BTOpUHHA
ynakoska 12. HOMEP
PEECTPALIVIHOIO
MOCBIAYEHHA Peectp. nocs. Ne
UA/10197/01/01 Reg. No.
UA/10197/01/01 nepBuHHa
ynakoska 11. HOMEP
PEECTPALIHOIO
NOCBIOYEHHA PeecTtp. nocs.
Ne / Reg. No. UA/10197/01/01
TEKCT MapKyBaHHs 10
peecTpauiiiHoro noceig4eHHs Ne
UA/10197/01/02
3AMNPOMNOHOBAHO: BTOpUHHA
ynakoska 12. HOMEP
PEECTPALIIHOIO
MOCBIAYEHHSA PeecTp. nocs. Ne
UA/10197/01/02 Reg. No.
UA/10197/01/02 nepsuHHa
ynakoska 11. HOMEP
PEECTPALIVIHOIO
NMOCBIAYEHHA PeecTp. nocs.
Ne / Reg. No. UA/10197/01/02

3a peyenmom

UA/10197/01/02

241.

®JTIOAHKCON

TabneTku, BKPUTI
N1iBKOBOK 060J10HKOIO,

NyHp6ek Exkcrnopt
AIC

[JaHis

EypodpiHc Biochapma
MpogakT TecTiHr

[aHis

BHECEHHS 3MiH [J0 peecTpaviliHnx
mMarepianis: BUNpaBAeHO TEXHIYHY

3a peyenmom

UA/10197/01/01
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
no 0,5 mr no 100 [Nenmapk A/C, laHis NOMUJIKY Y TeKCTax MapKyBaHHs
Tabnetoky (BunpobyBaHHs 3a N3: TekcT MapkyBaHHS [0
nNacTyKkoBOMy NOKa3HUKOM peecTpaujiiHoro noceigyeHHs Ne
KOHTeliHepi; no 1 "MikpobionoriyHa UA/10197/01/01
naacTUKoBOMY yucrota"); X. 3AMNPOMNOHOBAHO: BTOpUHHa
KOHTEiHEepY B KapTOHHiIl Nynp6ek A/IC, OaHis ynakoBka 12. HOMEP
Kopoo6ULi (BupobHuuTBO PEECTPALIIHOTO
Hepo3acoBaHoro MOCBIAYEHHSA PeecTp. nocs. Ne
NPOAYKTY, NePBUHHE UA/10197/01/01 Reg. No.
Ta BTOPVHHE UA/10197/01/01 nepBuHHa
nakyBaHHs, BUMYCK ynakoska 11. HOMEP
cepiin) PEECTPALIVIHOIO
NMOCBIAYEHHA PeecTp. nocs.
Ne / Reg. No. UA/10197/01/01
TEKCT MapKyBaHHs 10
peecTpavuiiiHoro nocsig4yeHHs Ne
UA/10197/01/02
3AIMPOMNOHOBAHO: BTOpUHHA
ynakoska 12. HOMEP
PEECTPAL|INHOIO
MOCBIAYEHHA PeecTtp. nocs. Ne
UA/10197/01/02 Reg. No.
UA/10197/01/02 nepBuHHa
ynakoska 11. HOMEP
PEECTPALIIHOTO
NMOCBIAYEHHSA PeecTp. nocs.
Ne / Reg. No. UA/10197/01/02
242. | PIOAITEK PO34MH opasibHuiA 750 NabopaTtopis dpaHuin Brnpo6HuK dpaHuis BHECEHHS 3MiH A0 peecTpauiiHnx 6e3 peyenma UA/8082/02/01
Mmr/10 mn; no 10 mny IHHOTEK BiANOBigabHUIA 3a MaTepianis: 3MiHu | Tuny - 3MiHK
cauwle; no 15 cawe B IHTepHacbiioHa b BUNYyCK cepil: oo 6e3snekun/edpekTMBHOCTI Ta
KapTOHHI KOpooLj IHHOTepa LUysi, hapmakoHarnagy (iHwi 3MiHu) -
PpaHuis; 3MiHW BHECEHO [0 iHCTPYKLii ANns
Brpo6HMK MeZMNYHOro 3aCTOCyBaHHs

BiANOBIAA/IbHWI 32
"in bulk", nepBrHHe
Ta BTOPWHHE
nakyBaHHs,
KOHTPO/b cepil:
tOHiTep Niksig,
MaHydhekuypiHr,
PpaHuis;
Brpo6HMK
BiANOBIAA/IbHWI 32
KOHTPO/Ib cepil
(nopatkoBuif):
HOHiTEP
[esenonnmaH
Bopao, PpaHuis

NiKapcbKoro 3acoby Ao po3ginis
"®apmMakonoriyHi BnactnsocTi”
(yTOuYHeHHs iHdhopmaLlii),
"MokasaHHs" (YTOUYHEHHS
iHdhopmauii), "MpoTunokasaHHs",
"B3aemogis 3 iHWMMUW NiKapCbKumu
3acobamu Ta iHWi Buan
B3aemogiit", "OcobnnBoCTi
3acTocyBaHHA", "3acTocyBaHHA Y
nepiog, BariTHOCTI Ta rofyBaHHs
rpygao” (yTouHeHHs iHdopmauir),
"Cnoci6b 3acTocyBaHHs Ta f03n"
(yTOYHEeHHs iHdopmaLl,ii Ta
pefaryBaHHs TekcTty), "Oitn"
(peparyBaHHs TeKCTy), "MoBIYHI
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
peakuji" Ta Sk HacnifgoK 3MiHW A0
TEKCTY MapKyBaHHS yNnakoBKu
nikapcbKoro 3acoby BiANoBiAHO A0
marepianis peecTpaujiinHoro
[ocbe. BBeeHHS 3MiH NpoTArom
6-TN MicALIB Nic/1sa 3aTBEPKEHHS
243. | POPTALED MOPOLLOK A1 PO3UNHY MKEHODAPM NTA Benvka HCMC Xeb6eli Kutaii BHECEHHS 3MiH A0 peecTpauiiHnx 3a peyenmom UA/16854/01/01
Ans iH ekuiin, no 500 wmr, BpuTaHis XyaMiH mMaTtepianis: 3MiHU | TUMY - 3MiHU 3

no 1 a6o no 10
(pN1akoHIB 3 MOPOLLKOM Y
KapTOHHIA KOpoo6Li

dapmacboTikan
Komnani flimiteq

akocTi. FoToBUMIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO MiKapCbKoro
3acoby. 3viHa napameTpis
cneyudikauin Ta/abo AonycTuMmx
MEX rOTOBOrO NiKapCbKoro 3acoby
(3BYXXEHHS fOMYCTUMUX MEX) —
3MiHa JONyCTUMMUX MEX
crneundikauii 13 3a NOKa3HNKOM
«CynpoBiJHi AOMILLIKW», 3rigHO
BUMOr moHorpadii USP Cefepime
for injection: 3anponoHoBaHa
pefakuis Jomiwka A — He GinbLue
0,5%, fomiwka C — He 6inbLue
0,5%, Byab-sika iHWa goMillka —
He 6inbLe 0,5%. Cyma AOMILIOK —
He GinbLue 2,2%; 3MiHu | Tuny —
BBE/lEHHS 40AATKOBOrO
napameTpy cneuudikauii 13 3a
nokasHuKkom «lMoBHOTa
PO3YMHEHHS Ta MPO30PICTb
po3unHy» (MoBHOTA PO3UYMHEHHS,
Npo30piCTb, BUAVMI YACTKM)
BiAnoBiaHO Ao USP <1>; 3MiHm |
TUNY — BUTYYEHHSA 3i cneumadikawi
"'N3 nokasHvKa AKOCTi:
«BigxnneHHs Big cepegHbOro
BMicTy cpnakoHy» USP <905>;
CYNyTHS 3MiHa - 3MiHU 3 IKOCTI.
[oTOBMIA Nikapcbkuii 3acib.
KOHTpO/1b rOTOBOrO MiKapCbKoro
3acoby. 3miHa y MeToax
BMNPOGYBaHHS FOTOBOIO
nikapcbKoro 3acoby (ans
npuBefeHHs Y BiANOBIAHICTL 3
LY abo €Bponeiicbkoto
hapmaKkonee Ta BUTyYEHHS
NoCWNaHHS Ha 3acTapinuii
BHYTPILLHI MeToA BUNPOOYBaHHS i
oro Homep); 3miHu | TNy -
npuBefeHHs METOANK
BMNpo6yBaHHsA /13 3a
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
nokasHukamm «N-
MeTunniponignH», «CynpoBiaHi
OOMiLLKu», «OaHOopIaicTb
[030BaHNX 0AMHULE», «KinbkicHe
BU3HAYEHHS» [0 BUMOT
MoHorpadii USP Cefepime for
injection Ta opuriHaIbHMX
marepianis BUPOGHMKa
244. | ®OPTALE® MOPOLLIOK 4151 PO3UNHY MOKEHODAPM NTA, Benuka HCMC Xe6eli KnTaii BHECEHHSA 3MiH [0 peecTpaLiiiHux | 3a peyenmom UA/16854/01/02
081 i ekuiin, no 1000 BpuTaHis XyamiH mMaTtepianis: 3MiHU | TUMy - 3MiHK 3

mr, no 1 a6o no 10
(h/1aKOHIB 3 NMOPOLLIKOM Y
KapTOHHI KOpooLj

dapmacbioTikan
KomnaHi Mimiteq

[KocTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOro NikapCbKoro
3acoby. 3miHa napameTpiB
cneuudikayin Ta/abo gonycTumumx
MEX roTOBOro NiKapcbKoro 3acoby
(3BY)XEHHS1 AOMYCTUMUX MEX) —
3MiHa JONYyCTUMUX MEX
cneundikanii /13 3a NOKa3HWKOM
«CynpoBigHi AOMILLKW», 3rigHO
BUMOr MoHorpadii USP Cefepime
for injection: 3anponoHoeaHa
peaakuist lomiwka A — He binbLie
0,5%, fomiwka C — He 6inbLue
0,5%, byap-sKa iHWa AoMilika —
He Ginbwe 0,5%. Cyma AOMILLOK —
He GinbLue 2,2%; 3MiHu | Tuny —
BBE/lEHHS ;01 aTKOBOIO
napameTpy cneyucpikauii M3 3a
nokasHukoM «MoBHOTA
PO3YMHEHHS Ta NPO30PICTb
pO3unHy» (MOBHOTA PO3UMHEHHS,
Npo30piCTb, BUAMUMI YaCTKN)
BignosigHo Ao USP <1>; 3MiHu |
TVNy — BUTYYEHHS 3i cneumdikaui
'N13 noka3Huka AKOCTi:
«BigxnneHHs Bifg cepeHbLOro
BMICTy chriakoHy» USP <905>;
CYNyTHSA 3MiHa - 3MiHU 3 KOCTI.
[oTOBWIA NiKapcbKuii 3aci6.
KOHTpO/1b rOTOBOrO MiKapCbKoro
3acoby. 3miHa y MeTogax
BUMNPOBYBaHHS rOTOBOrO
nikapcbKoro 3acoby (a5
npvBeLeHHA y BiANOBIAHICTb 3
L®Y abo EBponeiicbkoto
hapMakoneeto Ta BUTyYEHHS
nocunaHHs Ha 3acTtapinuii
BHYTPILLHI MeToA BUNPOGYBaHHS i
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

oro Homep); 3miHm | Tuny -
npviBeieHHA MeTOANK
BUNpo6yBaHHA /13 3a
nokasHukamm «N-
MeTunniponignH», «CynpoBiaHi
OOMiLLKu», «OaHOopIAiCcTb
[030BaHNX 0AMHULE», «KinbkicHe
BWU3HAYEHHS» [0 BUMOT
MoHorpadii USP Cefepime for
injection Ta opuriHa/IbHMX
marepianis BUPOGHMKa

245.

DOPTALED

NOPOLLOK A8 PO3YNHY
0081 i1 ey, no 500 wmr,

in bulk: no 10 chnakoHiB

3 MOPOLLKOM B KapTOHHIi
Kopo6ui

IDKEHO®APM T/,

Benuka
BpuTaHis

HCMC Xe6eli
XyamiH
dapmacbioTikan
KomnaHi Mimiteq

Kutait

BHECEHHS 3MiH 10 peecTpavLiiHnxX
MaTtepianis: 3MiHu | TUMy - 3MiHK 3
[KocTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOro NikapCbKoro
3acoby. 3miHa napameTpiB
cneuudikayin Ta/abo gonycTumumx
MEX roTOBOro NiKapcbKoro 3acoby
(3BY)XEHHS1 AOMYCTUMUX MEX) —
3MiHa JONYyCTUMUX MEX
cneundikanii /13 3a NOKa3HVKOM
«CynpoBigHi AOMILLKW», 3rigHO
BUMOr MoHorpadii USP Cefepime
for injection: 3anponoHosaHa
peaakuist Jomiwka A — He b6inbLie
0,5%, fomiwka C — He 6inbLue
0,5%, byap-sKa iHWa AoMillka —
He Ginbwe 0,5%. Cyma AOMILLOK —
He GinbLue 2,2%; 3MiHu | Tuny —
BBE/lEHHS ;0 aTKOBOrO
napameTpy cneyucpikauii M3 3a
nokasHukoM «MoBHOTA
PO3YMHEHHS Ta NPO30PICTb
pO3umnHy» (MOBHOTA PO3UMHEHHS,
Npo30piCTb, BUANMI YaCTKN)
BignosigHo Ao USP <1>; 3MiHu |
TVNy — BUTYYEHHS 3i cneumdikaui
'N13 noka3Huka AKOCTi:
«BigxnneHHs Big cepeHbLOro
BMICTy chriakoHy» USP <905>;
CYNyTHS 3MiHa - 3MiHU 3 SIKOCTI.
[oTOBWIA NiKapcbKuii 3aci6.
KOHTpO/1b rOTOBOrO MikapCbKoro
3acoby. 3miHa y MeTogax
BUMNPOBYBaHHS rOTOBOrO
nikapcbKoro 3acoby (a5
npvBeLEeHHA y BiANOBIAHICTb 3
[®Y abo EBponeiicbkoto

UA/16853/01/01
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

hapMakoneeto Ta BUTyYEHHS
NoCWNaHHSA Ha 3acTapinuii
BHYTPILLHIA MeToA BUNPOBYBaHHS i
noro Homep); 3miHu | Tuny -
npviBeieHHA MeTOANK
BUNpo6yBaHHA /13 3a
nokasHukamm «N-
MeTunniponignH», «CynpoBiaHi
OOMiLLKu», «OaHOopIAiCcTb
[030BaHNX 0AMHULE», «KinbkicHe
BWU3HAYEHHS» [0 BUMOT
MoHorpadii USP Cefepime for
injection Ta opuriHa/IbHMX
marepianis BUPOGHMKa

246.

DOPTALED

MOPOLLOK A9 PO3UNHY
0081 iH ey, no 1000 mr
in bulk: no 10 chnakoHiB
3 MOPOLLKOM B KapTOHHIi
Kopo6ui

IDKEHO®APM T/,

Benuka
BpuTaHis

HCMC Xe6eli
XyamiH
dapmachbioTikan
KomnaHi Mimiteq

Kutait

BHECEHHS 3MiH 10 peecTpavLiiHnxX
mMaTtepianis: 3MiHU | TUMY - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOro NikapCbKoro
3acoby. 3miHa napameTpiB
cneuudikayin Ta/abo gonycTumumx
MEX roTOBOro NiKapcbKoro 3acoby
(3BY)XEHHS1 AOMYCTUMUX MEX) —
3MiHa JONYyCTUMUX MEX
cneundikanii 13 3a NOKa3HWKOM
«CynpoBigHi AOMILLKW», 3rigHO
BUMOr MoHorpadii USP Cefepime
for injection: 3anponoHosaHa
peaakuist Jlomiwka A — He binbLie
0,5%, [omiwka C — He 6inbLue
0,5%, byap-sKa iHWa AoMilika —
He Ginbwe 0,5%. Cyma AOMILLOK —
He GinbLue 2,2%; 3MiHu | Tuny —
BBE/lEHHS 0 aTKOBOrO
napameTpy cneyucpikauii M3 3a
nokasHukoM «MoBHOTA
PO3YMHEHHS Ta NPO30PICTb
pO3umnHy» (MOBHOTA PO3UMHEHHS,
Npo30piCTb, BUAMUMI YaCTKN)
BignosigHo Ao USP <1>; 3MiHu |
TVNy — BUTYYEHHS 3i cneumdikaui
'N13 noka3HuKa AKOCTi:
«BigxnneHHs Bif cepeHbLOro
BMICTy chriakoHy» USP <905>;
CYNyTHSA 3MiHa - 3MiHU 3 KOCTI.
[oTOBWIA NiKapcbKuii 3aci6.
KOHTpO/1b rOTOBOrO MikapCbKoro
3acoby. 3miHa y MeTogax
BUNPOBYBaHHA rOTOBOr0

UA/16853/01/02
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
nikapcbkoro 3acoby (ans
npuBeAeHHS Yy BiANOBIAHICTb 3
[®Y abo €Bponeiicbkoto
hapMakoneeto Ta BUTyYEHHS
nocunaHHs Ha 3acTtapinuii
BHYTPILLHIA MeToA BUNPOBYBaHHS i
noro Homep); 3miHu | Tuny -
npviBeleHHA MeTOANK
BUNpo6yBaHHA /13 3a
nokasHukamm «N-
MeTunniponignH», «CynpoBiaHi
OOMiLLKu», «OaHOopIAicTb
[030BaHNX 0AMHULE», «KinbkicHe
BU3HAYEHHS» [0 BUMOT
MoHorpadpii USP Cefepime for
injection Ta opuriHa/IbHMX
marepianis BUPOGHMKa
247. | ®OTUN® POPTE Kpanni o4Hi; no 5 mny CaHTeH AT PiHNAHAIA MaHyhakTypiHr Higepnangm BHECEHHS 3MiH [0 peecTpaviiHnx 3a peyenmom UA/2384/01/02
noslieTuIeHoBOMy MaxkariHr ®apmaka | ®diHnAHgISA MaTepianis: 3MiHu | Tuny -
dhnakoHi-kpanesnbHUL, (MMo®) b.B., noJaHHA OHOB/IEHOro cepTudikasi
no 1 dpnakoHy B Higepnangm BiNOBIAHOCTI €BPONENCHKIi
KapTOHHI KOpooLj (anbTepHaTUBHMIA dapmakonei gn1s BUpo6Huka AdI
BMPOGHMUK, ninokapnidy rigpoxnopugy R1-
BiANOBIfaNbHWUIA 3a CEP 1999-034-Rev 04
BTOPVHHE (nonepegHs Bepciss CEP No. R1-
nakyBaHHs); CEP 1999-034-Rev 03).
Hekct®apma AT, MpuunHoto oHossieHHA CEP €
DiHNAHLgIA 3MiHa Ha3BMW BY/IMLi BUPOBHUYOT
(BUPOGHUK, AinbHuui SOURCETECH
BiANOBIAaNbHUIA 3a QUIMICA LTDA Ta 3miHa
BMPOBHMLTBO in NOLUTOBOrO iHAEKCY, 6e3 3MiHn
bulk, nepBuHHy Ta MicLs BUPOGHMLITBA
BTOPVHHY YNaKoBKY,
KOHTPO/Tb SIKOCTI);
CaHTeH AT,
PiHNAHAiA
(BUPOGHWMK
BiANOBiAabHWIA 3a
BUMNYCK cepii)
248. | XIKOHUWMN kancynv no 250 mr no 8 KPKA, a.4., HoBo CnoBeHis BiANOBiAA/IbHWIA 32 AscTpisi/ BHECEHHS 3MiH [0 peecTpavuiliHnX 3a peyenmom UA/2896/02/01
kancyny 6nictepi, no 2 MecTo BMPOGHMLTBO "in IHais/ mMartepianis: 3miHu | Tuny -
bulk", nepeuHHy CnoseHis AAMiHICTpaTUBHI 3MiHW. 3MiHa

6nicTepn y KapTOHHIlA
Kopoo6ui

yNaKoBKY, BTOPUHHY
yNaKoBKy:
CaHpo3 'mbX,
ABCTpis;
BiANOBigabHUIA 3a
BMPOGHMLTBO "in

HalilmeHyBaHHs Ta/abo agpecu
MiCLSt MPOBAKEHHS AiANbHOCTI
BMPOGHMKa/iMnopTepa rotosoro
NikapcbKoro 3acoby, BKIOUaUn
OinbHUL BUNYycKy cepii abo micue

NpOBefIEHHSA KOHTPOJIO AKOCTI.
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

bulk”, nepBunHHe
nakyBaHHs,
BTOPWHHE
nakyBaHHS:
FOHiuem
Na6opaTtopiec
Nimitea, IHais;
BiANOBiAa/bHWIA 3a
KOHTPO/b cepil,
[03BiN Ha BUMYCK
cepii:
KPKA, a.4., Hoso
mecTo, C/oBeHis;
BiANOBiAa/IbHWIA 32
KOHTPO/b cepil:
KPKA, a.4. Hoso
MecTo, CrnoBeHis

(misnbHICTb, 3a AKy BignoBifae
BMPOGHMK/iMNopTep, He
BK/IOYA0UM BUMYCK Cepild)
YTOUHEHHS agpecy BUPOGHMKa
N3 CaHpos M'm6X,
ABcTpisi/Sandoz GmbH, Austria,
BiANOBIAA/IbHOIO 3a BUPOBGHNLTBO
"in bulk", nepBrHHY ynakoBky,
BTOPWHHY YNaKoBKy, 6€3 3MiHK
MiCLA BUPOGHMLTBA.

249,

XIKOHUMN

kancynu no 500 mr rno 8
kancyny 6nictepi, no 2
6nicTepn y KapTOHHIA
Kopo6ui

KPKA, a.4., Hoso
MEecCTO

CnoBeHis

BiANOBIAA/IbHWI 32
BMPOGHMLTBO "in
bulk", nepeuHHy

yMakoBKy, BTOPUHHY

YNaKoBKY:
CaHpo3 'mbX,
ABCTpISi;

BiANOBiAaNbHWIA 3a
BMPOGHMLTBO "in
bulk", nepBnHHe

nakyBaHHs,
BTOPWHHE
nakyBaHHs:
tOHiuem
Na6opaTopiec
Nimiteq, IHAis;
BiANOBiAaNbHWIA 3a
KOHTpO/b cepii,
[03BiN Ha BMNYCK
cepii:
KPKA, a.4., Hoso
mecTo, CroBeHis;

BiANOBiAaNbHWIA 3a

KOHTPO/b cepii:
KPKA, a.4. Hoso
mMecTo, CnoBeHis

ABcTpisi/
IHais/
CnoBeHis

BHECEHHS 3MiH A0 peecTpauiiHnx
mMartepianis: 3miHu | Tuny -
AAMiIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHsA Ta/abo agpecu
MicLA MPOBaKEHHS AiANbHOCTI
BMPOGHMKa/iMnopTepa rotosoro
NiKapCcbKoro 3acoby, BK/OUaum
OinbHWL BUNYycKy cepii abo micue
NpoBefeHHS KOHTPOJTO AKOCTI.
([isnbHICTb, 3a sKy BignoBigae
BMPOGHMK/iMNopTep, He
BK/THOHAI0UM BUNYCK Cepiit)
YTOUYHEHHS afjpecy BUPOOHMKa
N3 CaHpos MM6X,
AscTpis/Sandoz GmbH, Austria,
Bi4MNOBiIAA/IbHOIO 3a BUPOGHNLTBO
"in bulk", nepBMHHY ynakoBky,
BTOPUHHY YNakoBKy, 6e3 3MiHu
Micusi BUPOGHULTBA.

3a peyenmom

UA/2896/02/02

250.

XNOPrekCnguH

po34nH Ans
30BHILUHbLOTO
3acTtocyBaHHs, 0,05%;
no 100 ma a6o 200 My

MPAT "®ITO®APM"

YKpaina

MPAT "®ITOPAPM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiliHnX

mMaTtepianis: 3MiHU | TUMY - 3MiHU 3

AKocTi. FoToBMIA Nikapcbkuii 3aci6.
3MiHV Y BUPOGHULTBI. 3MiHa

6e3 peyenma

UA/18022/01/01
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
nosiMepHnx gonakoHax 3 po3Mipy cepii (BK/HoYaoUn
Hacafkow ans AianasoH po3Mmipy cepii) roToBoro
CrnpsiMOBaHoro niKkapcbKoro 3acoby (36i/bLIeHHs
BBE/EHHS NiKapCbKoro [0 10 pasiB NOpiBHAHO i3
3acoby 3aTBEPAKEHUM PO3MIPOM) -
BBEAEHHS A04AaTKOBUX PO3MIpIB
cepiii MN3; 3anponoHoBaHo: 30
kr/30 n (300 chnakoHis no 100 mn;
150 cpnakoHis no 200 mn); 100
Kr/100 n (1000 chnakoHis no 100
mn; 500 chnakoris no 200 mn); 500
Kr/500 n (5000 dhnakoHis no 100
M; 2500 donakoHiB no 200 mn);
1000 kr/1000 n (10000 dhnakoHiB
no 100 mn; 5000 dhnakoHiB no 200
mn); 1500 kr/1500 n (15000
chnakoHiB no 100 mn; 7500
thnakoHis no 200 mn); 2000
Kr/2000 n (20000 donakoHis no 100
M; 10000 dprakoHiB no 200 mn)
251. | XONPECT TabneTkun, BKPUTI MaiinaH IHAis MaiinaH IHAisA BHECEHHS 3MiH 10 peecTpavLiiHnX 3a peyenmom UA/17921/01/01
NAiBKOBOK 060/10HKOH NabopaTopis NlabopaTtopis marepianis: 3MiHW | TUNY - 3MiHK
no 5 wmr, no 14 TabneTok Nimiteq Nimiteq BHECEeHi 10 iHCTPYKUiT Ans
y 6nicTepi; no 1, no 2, MeANYHOro 3acTocyBaHHsA
no 4, no 6 a6ono 7 NiKapCbKOro 3acoby y po3ginu:
6nicTepiB B KAPTOHHIl "B3aemogis 3 iHWMU NiKapCbKUMM
ynakoBLii 3acob6amu Ta iHLWi Buan
B3aemogiin", "OcobnmBocTi
3actocyBaHHs", "Mob6iuHi peakwyi"
BiANOBIAHO A0 iH(hopMaL,i Wwofo
MeAMYHOro 3acTOCyBaHHs
pedrepeHTHOro NiKapcbKoro
3acoby (Kpectop, Tabnetku,
BKPWTi NNiBKOBOIO 060JI0HKOHD, MO
5 mr, no 10 mr, no 20 mr, no 40 mr)
252. | XONPECT TabneTku, BKPUTI MaiinaH IHais MaiinaH IHais BHECEHHS 3MiH [0 peecTpav,iliHnx 3a peyenmom UA/17921/01/02
N/1iBKOBOK 06GOJI0HKOH, Na6opaTopi3 Na6opaTopis marepianis: 3MiHU | TUMY - 3MiHW
no 10 mr, no 14 NimiTen Nimiten BHECEHI 10 iIHCTPYKUiT ANns

Tabnetok y 6nictepi; no
1, no 2, no 4, no 6 a6o
no 7 6nictepis B
KapTOHHI ynakoBL,i

MeZMNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu:
"B3aemogis 3 iHWMMM NiKapCbKUMN
3acobamu Ta iHWi BUAn
B3aemogiin", "OcobnnBocTi
3actocyBaHHs", "Mob6iuHI peakui
BiANOBIAHO A0 iH(hopMaL,i Wwoao
MeAMYHOro 3acTOCYBaHHS
pedyepeHTHOr 0 NiKapcbKoro
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
3acoby (Kpectop, Tabnetku,
BKpUTI NNiBKOBOK 060/10HKOI0, MO
5 mr, no 10 wmr, no 20 mr, no 40 mr)
253. | XONPECT TabneTkn, BKPUTI MaiinaH IHgis MaiinaH IHais BHECEHHS 3MiH A0 peecTpauiiHnx 3a peyenmom UA/17921/01/03
N/1iBKOBOK 060JI0HKOH, Na6opaTopi3 Na6opaTopis marepianis: 3MiHW | TUNY - 3MiHK
no 20 mr, no 14 Nimiten Nimiteq BHeCeHi 10 IHCTPYKLiT Ans
TabneTtok y 6nictepi; no MeANYHOro 3acTOCyBaHHS
1, no 2, no 4, no 6 a6o nikapcbKoro 3acoby y po3ginu:
no 7 6nictepis B "B3aemogis 3 iHWMMU NliKapCbKumu
KapTOHHI ynakoBuUi 3acobamu Ta iHWi Buan
B3aemogijit", "OcobnnBoCTi
3actocyBaHHs", "Mob6iuHI peakwi"
BiAMOBIAHO A0 iHGopMaLi Woa0
MeAMYHOro 3acTOCyBaHHS
pedrepeHTHOro NikapcbKoro
3acoby (Kpectop, TabneTku,
BKpUTI NNiBKOBOK 060/10HKOI0, MO
5 mr, no 10 wmr, no 20 mr, no 40 mr)
254. | XONPECT TabneTkun, BKpUTI MaiinaH IHgis MaliinaH IHais BHECEHHS 3MiH 40 peecTpavuiliHnX 3a peyenmom UA/17921/01/04
N1iBKOBOK 060/I0HKO Na6opaTopi3 Na6opaTopis marepianis: 3mMiHW | TUNY - 3MiHK
no 40 mr; no 14 Nimiten Nimiteq BHeCeHi 10 IHCTPYKLiT Ans
Tabnetok y 6nictepi; no MeJMNYHOro 3aCTOCYBaHHS
1, no 2, no 4, no 6 a6o nikapcbKoro 3acoby y po3ginu:
no 7 6nictepis B "B3aemogis 3 iHWMMK NiKapCbKumu
KapTOHHI ynakoBsL,i 3aco6amu Ta iHLWi BUan
B3aemogijin”, "OcobamBocTi
3actocyBaHHs", "Mob6iuHI peakwi"
BiANOBIAHO A0 iHdopMaL,i Wwoao
MeAMYHOro 3acTOCYBaHHS
pedrepeHTHOro NiKapcbKoro
3acoby (Kpectop, Tabnetku,
BKpUTi NNiBKOBOK 060/10HKOI0, MO
5 mr, no 10 wmr, no 20 mr, no 40 mr)
255. | XYMANOIr® MIKC cycneHsis ans Eni Ninni HigepnaHvgn Ninni dpaHc ®paHuis BHECEHHS 3MiH [0 peecTpavyiiiHux | 3a peyenmom UA/8352/01/01

25

NiALWKIPHOTO BBEAEHHS,
100 MO/mn, no 3 mny
CK/IAHOMY KapTpWaXi; no
5 kapTpuoxis y
KapTOHHIiA ynakoBL,; Mo
3 My CKISiHOMY
KapTpuaXi, BKnageHomy
y wnpuu-pyyky KeiklMer;
no 5 Wwnpuy-py4ok
KBikIeH y KapTOHHil
ynakoBLi

Hepepneng B.B.

marepianis: 3mMiHW | TUNY - 3MiHK
BHeCeHIi 0 IHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ainis
"Oco61MBOCTI 3aCTOCyBaHHA",
"Cnoci6 3acTocyBaHHS Ta 403K,
"Mo6iyHi peakuii" BignoBigHO A0
pekomeHpaLii PRAC. BeefieHHs
3MiH npoTaroM 3 MicAuiB micns
3aTBEPAKEHHS
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
256. | XYMA/IOIr® MIKC cycneHsis gns Eni Ninni HigepnaHamn Ninni ®paHc dpaHuin BHECEHHS 3MiH A0 peecTpauiiHnx 3a peyenmom UA/8352/01/02
50 NiALKIPHOrO BBEAEHHS, Hepepneng B.B. Marepianis: 3mMiHu | TMny - 3MiHK 3
100 MO/mn; no 3 Mny sKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
CKMISIHOMY KapTpuaxi; no 3MiHM Y BUPOBHULTBI. 3MiHa
5 kapTpuoxis y po3mipy cepii (Bk/toYatoun
KapTOHHIA ynakoBL,i; no nianasoH po3Mmipy cepir) roToBoro
3 My CKIsIHOMY nikapcbkoro 3acoby (macwrab ans
KapTpuaxi, BKiageHomy nikapcbkoro 3acoby
y wnpuu-pyyky KeikleH; 6i0n10riyHOro/iMyHo10riYHOrO
no 5 wnpuL-pyyoK NMOXOKEHHS
KBikleH y kapTOHHil 36iNbLUNBCS/3MeHLIMBCA 6e3 3MiHN
ynakoBLii BMPOGHUYOro npouecy (Hanpuknas
Ay6ntoBaHHA NiHii)) - BBEAEHHSA
[04aTKOBOT BUPOBHMYOT MiHii
CGV3 3 po3mipom cepii MN3 -
2500 n BMpo6HUUTBa Ninni dpaHc,
®dpaHuin; 3anponoHOBaHo:
Bupo6Huya niHis B200 3 po3mipom
cepii 500 n (wo npmbaunsHoO 156
250 kapTpuaxis), Bupo6Huya niHis
CGV3 3 po3mipom cepii 2500 n
(wo npubnmsHo 781 250
KapTpuaXiB)
257. | XYMYNIH pO34nH ANs iH'eku;iin, 100 Ninni ®panc PpaHuis Ninni dpaxc ®paHuis BHECEHHS 3MiH 10 peecTpavLiiHnX 3a peyenmom UA/8571/01/01
PErynap MO/mn, no 3 mny MaTtepianis: 3MiHU | TUMy - 3MiHK 3

CKNIAHOMY KapTpWaXi; no
5 kapTpuaxis y
KapTOHHI nayyj; no 3
MY CKASIHOMY
KapTpuapki; no 1
KapTPUIKY Y WnpuL-
pyuyui KsiklleH; no 5
LUMPULL-PYYOK Y
KapTOHHIN nauuj

sKocTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHN Y BUPOGHULITBI. 3MiHK
BMNPOGYBaHb abo A0NYyCTUMMX
MeX, BCTAHOBNEHNX Y
cneuudikavisx, nig yac
BMPOOGHMLTBA FOTOBOrO
nikapcbKoro 3acoby - fofaBaHHs
Ao nigpo3ainy 3.2.P.3.3.0nuc
BMPOBHMYOTrO npovecy:
«[MepesBipka kapTpuaxis Ta
36epiraHHsA 3paskiB»; 3MiHU | TUNY
- 3MiHK 3 aKocTi. FoTOBWUIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHULITBI. 3MiHa po3mipy cepii
(BK/IHOYAKOYM fdjana3oH po3Mipy
cepil) roToBOro nikapcbKoro
3aco6y (36inbweHHsA fo 10 pasis
NOPIBHSIHO i3 3aTBEPAKEHUM
po3Mipom) - BBE,€HHSA HOBOT
[04aTKOBOI BUPOBHUYOT NiHiT N3 i3
po3mipom cepii 1250 n.
3anponoHoBaHo: 500 n
(Brpo6Huya ainbHMUsA B200), 1000
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

n (BupobHuya ginbHuusa B700),
1250 n (BMpo6HUYa AinbHALA
B700); 3MiHW | TUNY - 3MiHK 3

AKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHN Y
npoueci BUpo6HULITBA rOTOBOIO
NiKapcbKoro 3acoby, BKAYaum
NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETLCSA NPU BUPOOHULTBI
roTOBOrO likapCbKOro 3acoby
(He3HayHa 3miHa y npoueci
BMPOOHULTBA) - HE3HAYHI 3MiHU B
npoteci BupobHuuTtea /13,
30Kpema, 3anponoHOBaHO
BUKOPWCTaHHSA 3aBaHTaXyBasIbHUX
pesepByapiB 4719 A04aBaHHS
CUPOBVIHY B peLenTypHUii
pesepsyap

258.

LUETPUMAK

TabneTkn, BKPUTI
NNiBKOBOK 060/10HKOI0,
no 5 mr, no 30 TabneTok
y chnakoHi, no 1
h1aKoHyY Y KapTOHHiiA
ynakosLi; no 10
TabneTtok y 6nictepi: no
1 a6o 3 6nictepn y
KapTOHHI ynakoBLi

Makneopc
dPapmacboTrKanc
Nimiten

IHgis

Makneogac
dapMacblTUKasIC
Nimiteq

IHais

BHECEHHS 3MiH A0 peecTpauiiHnx
marepianis: 3MiHW | TUNY - 3MiHK
Loao 6esnekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHSA

TEKCTY MapKyBaHHS yNnakoBKu

NiKapcbKoro 3acoby 3 BHECEHHAM

iHhopmauii Wwoao 3a3HauYeHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI

Sl. BHeCEHHS 3MiH A0 po3ainy
«MapkyBaHHs» MKA /13:
3anponoHoBaHo: MAPKYBAHHA
3rigHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHS. TepMiH BBeEHHSA
3MiH NPOTArom 6 MicauiB nicns
3aTBEPAKEHHS

6e3 peyenma

UA/16082/01/01

259.

LE®A3O/IH

MOPOLLOK A/19 PO3UNHY
ans i ekuin no 0,5, 10
(h/1aKOHIB 3 MOPOLLKOM Y
KOHTYPHIli YapyHKOBIi
ynakosLi; no 1
KOHTYPHIll YapyHKOBIlA
ynakoBLji y nayi

MAT
"KviBmegnpenapar”

YKpaina

MNAT
"Kuismegnpenapar”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiliHnX
MaTtepianis: 3MiHu | Tuny -
[ONOBHEHHA cnevudikauii API
NoKa3HUKOM SKOCTi «BbakTepiasbHi
E€H/I0TOKCUHM» 3 HOPMYBaHHAM
«paHNYHUIA BMICT €HIOTOKCYHIB:
meHwwe 0,075 MO Ha 1 mr
LedasoniHy» Bif
3anponoHOBaHOro BUPOOHMKA;
3MiHK | TUNY - JONOBHEHHSA
cneumadikayii A®I nokasHMKom
«MexaHiyHi BK1oYeHHs. Hesugumi
yacTku. He 6inbue 3000 4acTUHOK
po3mipom 10 mMkm B 1 r; He 6inblue
300 yacTok po3mipom 25 MkM B 1

3a peyenmom

UA/14477/01/01
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

r 3 BifNOBIAHMM MEeTOL0M
BMNpPoOYBaHHS Big
3anponoHOBaHOro BUPOBHNKA;
3MiHK | TUNY - LONOBHEHHS
cneumdikauii A®I noKkasHUKOM «
N,N-gumeTtunaHinid He 6inble 20
ppm>» Bif, 3anNponoHOBaHOro
BMPOGHWKa,;
3MiHU | TUNY - METOAUKN
BMNpo6yBaHHA A®| fOoNOBHEHO
OM1COM METOAMKM 38 NOKa3HVKOM
«CTepunbHiCTL» Bif,
3anponoHOBaHOr0 BUPOOHMKA,
KpuUTepii NPUAHATHOCTI Y
crneundikavii He 3MiIHUANCS; 3MiHN
Il TMny - BBEEHHA HOBOTO
BMpoGHUKa AP LedazoniHy
HaTpiEeBOI COMi CTEPU/ILHOI,
Reyoung Pharmaceutical Co.,
Ltd., Kutaii 3 HagaHHsIM MacTep-
thaiina Ha A®I fo BXe
3aTBepAKEHOro BUpobHuka Qilu
Antibiotics Pharmaceutical Co.,
Ltd., Kutaii; cynyTHsa 3MiHa - 3MiHK
3 akocTi. A®l. KoHTponb AdI.
3miHa y MeToAax BUNpobyBaHHS
A®l abo BUXigHOro
MaTepiany/npomikHOro
npoayKTy/peareHTy, Wwo
BUKOPVCTOBYETLCA Y MPOLLECi
BMPOGHMLUTBA AP (iHLI 3MiHN Y
mMeToAax BUNpobyBaHHSA
(BKKOYatOUM 3aMiHy abo
[0MNoBHEHHS) A®| abo
BVIXiLHOro/NpoMKHOTrO MPOAYKTY)
AK HAC/MiAOK, AONOBHEHHS
cneumdikauii A®| nokasHukom
AKOCTi «3a/INLLIKOBI Ki/TbKOCTI
OpraHiyHMX PO3YMHHUKIB — aLleTOH
He GinbLwe 0,5 %» Big,
3anponoHOBaHOro BUPOOHMKa

260.

LE®A3O/NMIH

MOPOLLOK A9 PO3UNHY
ONnst v ekyin no 1,0r, 10
hNakoHIB 3 NOPOLLKOM Y
KOHTYPHIll YapyHKOBIlA
ynakoBLi; no 1
KOHTYPHili YapyHKOBIi
ynakoBLi y nayui

MAT
"KviBmegnpenapar”

YkpaiHa

MNAT
"Knismegnpenapar”

YkpaiHa

BHECEHHS 3MiH 10 peecTpavLiiHnxX
MaTepianis: 3MiHu | Tuny -
[ONOBHEHHS cneumdikauii AdD|
NoKa3HUKOM SIKOCTi «bakTepiasibHi
€HA0TOKCUHMN» 3 HOPMYBaHHAM
«"paHNYHMNIA BMICT EHOOTOKCHHIB:
MeHwwe 0,075 MO Ha 1 mr

3a peyenmom

UA/14477/01/02
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

uedasoniny» Big
3anponoHOBaHOro BUPOOHNKA;
3MiHU | TUNY - LONOBHEHHSA
cneumdikauii A®| nokasHMkom
«MexaHiyHi BKNoYeHHs. HeBnanmi
yacTku. He 6inbLie 3000 4acTUHOK
po3mipom 10 mkm B 1 r; He 6inblie
300 yacTok po3mipom 25 Mkm B 1
r» 3 BiANOBIAHUM METOA0M
BMNpobyBaHHS Bif
3anponoHOBaHOro BUPOOHNKA;
3MiHU | TUNY - LONOBHEHHS
cneumdikauii A®I noKasHUKOM «
N,N-gumeTtunnaHiniH He 6inblue 20
ppm» Bif 3aNpPONOHOBaHOro
BMPOGHMKA,;
3MiHM | TUNY - METOAVKN
BMNPo6yBaHHA A®| AONOBHEHO
OMMCOM METOAVKM 3a MOKa3HNKOM
«CTepubHICTb» Big,
3anponoHOBaHOro BUPOBHYKa,
KpuTepii NPUAHATHOCTI Y
cneuudikayii He 3MIHAUCS; 3MiHN
Il TMny - BBEAEHHA HOBOIO
BMpO6HUKa AP LechasoniHy
HaTpieBOi CoNi CTEPUIBHOI,
Reyoung Pharmaceutical Co.,
Ltd., Kutain 3 HagaHHAM macTep-
thaiina Ha A®| fo Bxe
3aTBEpAXeHoro Bupo6Huka Qilu
Antibiotics Pharmaceutical Co.,
Ltd., Kutaii; cynyTHsa 3MiHa - 3MiHK
3 AkocCTi. ADI. KoHTponb AdI.
3miHa y MeToax BMnNpobyBaHHS
A®l abo BMxigHOro
mMaTtepiany/npomikHOro
nNpoAyKTy/pearexTy, Lo
BUKOPVCTOBYETLCA Y MPOLIECI
BUpo6HMLTBa AP (IHLWi 3MiHK Y
mMeTodax BUNPO6yBaHHS
(Bkntovatoum 3amiHy abo
[0noBHeEHHS)) Ad| abo
BUXiAHOTro/NPOMIKHOTO NPOAYKTY)
AK HAC/MiAOK, AONOBHEHHS
cneumadikayii A®I nokasH1Mkom
AKOCTI «3asIMLLKOBI KifIbKOCTI
opraHiYHUX PO3UYMHHUKIB — aLeToH
He 6inbLie 0,5 %» Big,
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
3anponoHOBaHOro BUPOGHMKa
261. | LE®MA ANTAYA NOPOLLOK A1 OpPasIbHOT TOB "CaHpo3 YkpaiHa Cantotac ®apma HimeuuunHa/ BHECEHHS 3MiH O peecTpaviliHnX 3a peyernmom UA/18064/01/01
CYCNEHS3IA cycneHsii, 40 mr/5 mn, YkpaiHa" M6X, HimeuunHa AscCTpist marepianis: 3MiHW | TUMY - 3MiHW
no 50 a6o 100 mny (BTOpUHHE oo 6e3nekn/edhekTMBHOCTI Ta
dhnakoHi; no 1 dpnakony nakyBaHHs); CaHg03 thapmakoHarnsgy. BeegeHHs abo
Ta LUNPULY Y KAPTOHHIl M6X - BupobHuya 3MiHW [0 y3ara/lbHEHUX JaHux npo
Kopo6ui AinbHUUS cuctemy chapmakoHarnsgy
AHTWIHEKU,AHI TN3 (BBEAEHHSA y3araslbHEHNX AaHUX
Ta XimiyHi Onepadii npo cuctemy thapmakoHarniagy,
KyHane (AIXO M3 3MiHa YMOBHOBaXEHOT 0CO6H,
KyHab), ABCTPIs BignoBiAanbHOI 3a 3AjACHEHHS
(BUPOGHMLTBO "in thapmakoHarnsgy; KOHTakTHOT
bulk", nepBnHHe Ta 0cobu 3 hapmakoHarnsgy
BTOPWHHE 3aABHUKa A1 3MiICHEHHS
nakyBaHHs, hapmakoHarnsagy B YKpaiHi, SKLo
TeCTyBaHHs, BUMYCK BOHa BigMiHHA Bif, yNOBHOBa)XEHOI
cepir) ocobu, BiANOBIAa/IbHOI 3a
3[jilicCHeHHs hapMakoHarnagy
(BK/TOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTep-chaiina cucremu
thapmakoHarsagy) - amiHa
KOHTaKTHUX JAHMX YNOBHOBaXKEHOT
0Cco6U 3asBHWKa, BiANOBiAaIbHOI
3a (hapmakoHarnsg. 3miHa micusi
3[1iiCHEHHS OCHOBHOI AiiNbHOCTI 3
thapmakoHarnsgy. 3miHa
MiCLLe3HaxX04KEHHS MacTep-
chaiina Ta ioro Homepa
262. | UE®OMNEPA30OH MOPOLLOK A1 PO3UNHY TOB "AaHT" YkpaiHa TOB "ABaHT", YkpaiHa BHECEHHS 3MiH [0 peecTpaviliHnx 3a peyenmom UA/16416/01/01
nnoc Ans iH ekuin no 500 YkpaiHa (nakyBaHHs marepianis: 3MiHu |l TURY - 3MiHW 3

Mr/500 mr no 1 dpnakoHy
3 MOPOLLKOM Y KapTOHHilA
Kopo6ui; no 25
oNakoHIB 3 NOPOLLKOM Y
KapTOHHi Kopobuj; no
50 dhnakoHiB 3
MOPOLLKOM Y KapTOHHIiiA
Kopoo6Li

i3 popmu in bulk
ipMn-BMPOGHMKA
HCIC Xe6eli
XyaMiH
dapmacbloTikan
Komnasi flivites,
Kutaii)

AKocTi. A®l. BUpo6HULTBO. 3MiHa
BMPOGHMKA BUXiAHOro/NPOMIKHOTO
npoayKTy/peareHTy, Wo
BUKOPVCTOBYHOTbCS Y
BMPOGHMYOMY npotieci APl abo
3MiHa BUpPO6HMKa (BKIoYatoum, ae
HeobXifHO, MicLie NPOBeeHHS
KOHTposito sikocTi) APl (3a
BiICYTHOCTI cepTudikata
BiANOBIAHOCTI EBpoONeichbkili
hapmakonei y 3aTBepmKkeHoOMy
[ocbe)(BBEAEHHS HOBOTO
BMPOGHUKa APl 3 HaAaHHAM
MacTtep-chaiina Ha A®l) - 3amiHa
BMPOGHUWKa ana AdI
LlechonepasoHy Hartpito NCPC
Hebei Huamin Pharmaceutical

202




Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

Company Limited, China / HCINC
Xebein XyamiH ®apmacbioTikan
KomnaHi flimiTes, Kutaii Ha
Suzhou Dawnrays Pharmaceutical
Co., Ltd., China / Cyuxoy
[ayHpeiiz ®apmacstoTikan Ko.,
Nta., Kutaii 3 HagaHHam maictep-
thaiiny Ha ADI

263.

LE®OMEPA30OH
nnoc

MOPOLLIOK 4151 PO3UNHY
051 iH ekyin no 1000
Mmr/1000 mr no 1
h/1akoHy 3 NOPOLLKOM Y
KapTOHHI Kopoo6Lii; Mo
25 dhnakoHis 3
MOPOLLKOM Y KapTOHHilA
Kopo6ui; no 50
hNakoHIB 3 NOPOLLKOM Y
KapTOHHiiA KOpo6Li

TOB "ABaHT"

YkpaiHa

TOB "ABaHT",
YKpaiHa (naKkyBaHHsi
i3 popmu in bulk
ipMun-BUPOGHMKA
HCIC Xe6eli
XyaMiH
dapmacbloTikan
Komnasi flivites,
Kutaii)

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiHnxX
marepianis: 3MiHu Il TMny - 3MiHK 3
akocTi. A®l. Bupo6HuuTBO. 3MiHa
BMPOGHUKA BUXiAHOro/NPOMKHOTO
npoaykTy/pearexTy, Lo
BUKOPVCTOBYHOTHCS Y
BMPOGHUYOMY npotieci APl ab6o
3MiHa BUPOGHUKa (BKOYatoun, ae
HeobxiAHO, MicLe NpoBeAeHHS
KOHTposto sikocTi) APl (3a
BiCYTHOCTI cepTudiikaTa
BiANOBIAHOCTI EBpoONechbkili
hapmakonei y 3aTBepmKkeHoMy
[ocbe)(BBEAEHHSI HOBOTO
BMPOGHUKa APl 3 HaAaHHAM
MacTtep-chaiina Ha A®l) - 3amiHa
BUpO6HMKa gnst AdI
LlechonepasoHy Hartpito NCPC
Hebei Huamin Pharmaceutical
Company Limited, China / HCINC
Xebeit XyamiH ®apmacboTikas
Komnari Nimiteg, Kntaii Ha
Suzhou Dawnrays Pharmaceutical
Co., Ltd., China / Cyuwkoy
[ayHpeiiz ®apmacstoTikan Ko.,
NtA4., Kntait 3 HagaHHAM malictep-
thaiiny Ha ADI

3a peyenmom

UA/16416/01/02

264.

LE®TPUAKCOH

MOPOLLIOK A/151 PO3UNHY
081 iH ekyin no 1000 wr,
1 hnakoH y KapTOHHiiA
ynakoBLi

AAP ®apma ®3-
nnc

O6'egHaHi
Apabcbki
Emipatu

CeHc Jlabopartopic
Mer. 114,

IHais

BHECEHHS 3MiH 10 peecTpavitHnx
marepianis: 3MiHU | TUMY - 3MiHW
oo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy - OHOB/EHHS

TEKCTY MapKyBaHHs yNakoBKu

NiKapcbKoro 3acoby 3 BHECEHHAM

iHchopmauii LWoao 3a3HaveHHs

OAVHWLb BUMIPOBAHHS Y CUCTEMI

Sl. BBeieHHs1 3MiH NpOTArom 6-Tu

MiCALIB MiCNSA 3aTBEPKEHHS

3a peyenmom

UA/17502/01/01

265.

LUMKNOCEPUH

Kancynu TBepAi no 250

MNpAT "TexHonor"

YKpaiHa

MpAT "TexHonor"

YKpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx

3a peyenmom

UA/15150/01/01
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

mr, no 10 kancyny
6nicTepi; no 3 6rictepu
y nauyli 3 kapToHy, no 60
Kancyn y KOHTenHepi; no
1 KoHTelHepy y nauui 3
KapToHYy

marepianis: 3MiHW | TURY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHS
TEKCTY MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby 3 BHECEHHSAM
iHhopmauii Wwoao 3a3HaYeHHs
OAVHVLb BUMIPIOBAHHS Y CUCTEMI
Sl. TepMiH BBeAEHHS 3MiH:
NpoTArom 6 mMicauis 3 gatu
3aTBEPIKEHHS

266.

LMUMPO®IOKCAL,
WH

TabneTku, BKpUTI
060/10HKOI0, N0 250 Mmr,
no 10 TabneTtok y
6nicTepi, no 1 6nictepy
y nauywi 3 kapToHy, no 10
TabneTtok y 6nictepi, no
90 6nicTepiB y kopobui 3
KapToHy

MpAT "TexHonor"

YKpaina

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH O peecTpaviliHnX
marepianis: 3MiHW | TUMY - 3MiHW
oo 6e3nekn/edhekTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHS

BXE 3aTBEPPKEHOr0 TEKCTY

MapKyBaHHSI NlikapCbKoro 3acooy,

a came 3a3HayeHHs1 MKHapOAHNX

no3HayeHb OANHNLL BUMIPIOBaHHSA

3 BUKOPUCTaHHSAM NiTep

NaTUHCbKOro andyasiTy; BHECEHHSA
3MiH 0 po3giny "MapkyBaHHA"
MK#A 13: 3anponoHoBaHo: 1A

roTOBOrO /liKapCbKOro 3acoby:
MapkyBaHHs.
3rifiHO 3aTBEPLPKEHOTO TEKCTY
MapKyBaHHS. OHOB/IEHHSA TEKCTY
MapKyBaHHS yrnakoBKMW iKapCbKOro
3acoby 3 BHECEHHSIM iHhopMaLii
OO0 3a3HaYeHHS OANHNLbB
BMMIiptOBaHHA y cuctemi Sl.
TepMmiH BBEAEHHS 3MiH - MPOTSArOM
6 micAuiB nicna 3aTBepAKEHHSA

3a peyenmom

UA/8660/01/01

267.

LUAPO®OKCAL,
WH

TabneTkun, BKPUTI
060/10HKOI0, Mo 500 Mmr,
no 10 TabneTok y
6nictepi, no 1 6nictepy
y nauuii 3 kKapToHy, no 10
Tabnetok y 6nictepi, no
70 6nicTepiB y kopobui 3
KapToHY

MpAT "TexHonor"

YkpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH 10 peecTpavitHnx
marepianis: 3MiHU | TUMY - 3MiHW
oo 6e3nekun/edeKTMBHOCTI Ta
hapmakoHarnagy - OHOB/IEHHS

BXE 3aTBEePKEHOro TEKCTY

MapKyBaHHS Nikapcbkoro 3acoby,

a came 3a3HauyeHHs MiKHapOoaHWX

No3Ha4YeHb OAVHWLb BUMIPIOBAHHS

3 BUKOPUCTaHHAM niTep

NaTVHCLKOTO andyasiTy; BHECEHHSA
3MiH A0 po3giny "MapkyBaHHs"
MKS#A J13: 3anponoHoBaHo: 1A

roTOBOrO NiKaPCbKOro 3acoby:
MapKyBaHHs.
3rigHO 3aTBEpPKEHOTO TEKCTY

3a peyenmom

UA/8660/01/02
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

MapKyBaHHs. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKW NikapcbKoro
3acoby 3 BHECEHHSM iHhopMaLiT
LLI0A0 3a3HaYEHHS OAMHULb
BMMIpIOBaHHSA y cuctemi Sl.
TepMiH BBEAEHHS 3MiH - NPOTArOM
6 micauiB nicns 3aTBepAKeHHs

268.

LMUMPO®IOKCAL,
WH

TabneTky BKpUTI
060/10HKOI0, M0 500 mr
in bulk: no 2000
Tabnetoky
KOHTelHepax

MpAT "TexHonor"

YKpaina

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH O peecTpaviliHnX
marepianis: 3MiHW | TUMY - 3MiHW
oo 6e3nekn/edhekTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHS

BXE 3aTBEPPKEHOr0 TEKCTY
MapKyBaHHs in bulk nikapcbkoro
3acoby, a came 3a3HaveHHs

MDKHapOAHMX NMO3HAaYeHb OAUHULIb
BUMIPIOBAHHS 3 BUKOPUCTaHHAM

niTep naTuHCcbKoro andasity;
BHECEHHS 3MiH [0 po34iny
"MapkyBaHHA" MKA N3:
3anponoHoBaHo: [1519 roToBoro
nikapcbKoro 3acoby: MapkyBaHHs.
3rifiHO 3aTBEPLPKEHOTO TEKCTY

MapKyBaHHA. MapKyBaHHS. TekcT

MapKyBaHHs [JOAAETLCS.
OHOB/IEHHS TEKCTY MapKyBaHHs
YNaKoBKM iKapCbKOro 3acoby 3

BHECEHHSAM iHthopmalii Lwoao
3a3HaYeHHs OAUHNLb
BMMIpIOBaHHsA y cuctemi Sl.
TepMiH BBELIEHHS 3MiH - NPOTArOM
6 MicAUiB nic/ia 3aTBEPAKEHHS

UA/12980/01/01

269.

LMNPO®/IOKCALL
WH

TabneTky BKpUTI
060/10HKOH0, No 250 wmr,
in bulk: no 4000
Tabnetoky
KOHTelHepax

MpAT "TexHonor"

YKpaiHa

MpAT "TexHonor"

YKpaiHa

BHECEHHS 3MiH 1O peecTpaviliHnX
marepianis: 3MiHW | TUNY - 3MiHW
oao 6e3snekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHS

BXE 3aTBEPLPKEHOr0 TEKCTY
MapkyBaHHs in bulk nikapcbkoro
3acoby, a came 3a3HavyeHHs

MDKHapOAHMX NO3HaYeHb OAUHULIb
BUMIPIOBaHHS 3 BUKOPUCTaHHAM

niTep naTuHcbKoro andasity;
BHECEHHS 3MiH 0 po34iny
"MapkyBaHHA" MKA 113:
3anponoHoBaHo: [ roToBoro
nikapcbKoro 3acoby: MapkyBaHHS.
3rifiHO 3aTBEPLPKEHOTO TEKCTY
MapKyBaHHA. MapKyBaHHs. TekcT
MapKyBaHHS 10AAETLCS.

UA/12979/01/01
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

OHOBJIEHHS TEKCTY MapKyBaHHsI
yMakoBKM NikapcbKoro 3acoby 3
BHECEHHSAM iHdhopMaLi Lwoao
3a3HaYeHHS OAUHULb
BMMIpIOBaHHSA y cuctemi Sl.
TepMiH BBEAEHHS 3MiH - NPOTArOM
6 micauiB nicns 3aTBepAKeHHS

270.

LATUKONIH
HATPIIO

Kpuctanm abo
KpUcTaniuyHWii NopoLIoK
(cybeTaHuis) y
noABiNHMX
nosieTuIeHoBUX
naketax gns
thapmaLeBTUYHOIO
3acTocyBaHHSA

ToBapucTBO 3
obmexeHo
Bi4NOBiAA/IbHICTIO
"®GapmaueBTuyHa
KomnaHis "3gopos'a”

YKpaina

Li3eHbu3i
dapmacbioTikan3
(Cyuxoy) N1a4,.

Kutait

BHECEHHS 3MiH O peecTpaviliHnX
marepianis: 3miHu | TUny -
AZMIHICTpaTVBHI 3MiHN. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
MiCLil NPOBAKEHHSA Aisi/IbHOCTI
BMPO6HMKa (BK/THOUaKOUK, 3a
HeobXxiaHOCTI, MicLe NpoBeAeHHS
KOHTPOJIO SIKOCTI), a60 BNacHuKa
MacTep-thaiina Ha A®l, abo
noctavasnibHuka Adl/BuxigHoro
MaTepiany/peareHTy/NpoMiKHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPOGHULTBI ADI (AKLLO
3a3HayeHo y AOCLE Ha NiKapCbKuMii
3acib) 3a BiACYTHOCTI cepTuduikata
BiANOBIAHOCTI EBpoONeichbkili
hapmakonei y 3aTBepmpKkeHoOMy
[ocbe, abo BMPOOHMKA HOBOI
[LOMOMDKHOT PEHOBUHM (AKLLO
3a3HavyeHo y [0CLE) - 3MiHa Ha3Bu
BMpo6HMKa A®I (LinTnkoniHy
HaTpilo) Ta Ha3BW KpaiHu, 6e3
3MiHW MicLl BUPOGHMLUTBA

UA/16728/01/01

271.

LUATUKONIH-
340POB'A

pO34nH opasibHuiA, 100
mr/mn no 30 mn, no 50
M1 abo no 100 mny
chnakoHi 3i ckia; no 1
oNakoHy 3i cTakaHoM
MIpHUM Y KOPOG6Lii 3
KapToHy; no 50 mn abo
no 100 mn y dpnakoHi
nonimepHomy; no 1
chakoHy 3i Wwnpuy-
niNeTKol [03Y0Y0H0 Y
KOpOO6Lii 3 KAPTOHY; NO
10 mn y cawe; no 20
calle y Kopooui 3
KapToHy

ToBapuncTBO 3
06MeXeHoH0
BiANOBIAA/ILHICTIO
"apmMaueBTNYHa
KoMnaHis "3gopos'a”

Ykpaina

ToBapucTso 3
obMexeHoto
BiANOBIAALHICTIO
"papmaLeBTUYHa
KoMnaHis "3gopos'a”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiliHnX
MaTtepianis: 3MiHu | Tuny -
aAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
MiCLSt MPOBAMKEHHS AiANbHOCTI
BMPOGHMKA (BK/HOYaouM, 3a
HeobXxigHOCTI, MicLe NpoBeAeHHS
KOHTPO/II0 SKOCTI), ab60 BriacHuKa
macTep-thaiina Ha A®l, abo
noctavyasnbHuka Adl/BuxigHoro
mMaTtepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPO6HULTBI ADI (AKLLO
3a3HayeHo y AOCbE Ha NiKapCbKuii
3acib) 3a BiACYTHOCTI cepTudiikata
BiANOBIAHOCTI EBpONechbkil
thapmakonei y 3aTBeppKkeHoMy
nocbe, abo BMPOOHMKA HOBOI
[OMOMIDKHOI pEHOBUHM (AKLLO

3a peyenmom

UA/16711/02/01
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
3a3HayYeHo Y JOCbE) - 3MiHA Ha3BU
Ta agpecu BUpo6Hrka AdI
(UmnTrkoniH), 6e3 3MiHM micus
BMPOGHMLITBA: 3aMpPONOHOBaHO:
Zenji Pharmaceuticals (Suzhou)
Ltd., China 122 Xuqging Road,
Xuguan Town, Suzhou, Jiangsu
Province, China
272. | UATUKONIH- PO34MH ANA iH EKLNA, ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaviiHnxX 3a peyenmom UA/16711/01/02
340POB'A 1000 mr/4 mn, no 4 mn B 06MEXEHOI0 06MEXEHO marepianis: 3MiHu | TUNy - 3mMiHa
amnyni, no 5 amnyny BiANoBiAa/IbHICTIO BiAMNOBIAA/IbHICTIO Ha3Bu Ta agpecy BUpo6HMKa AdI
6nictepax, no 1 a6o 2 "®PapmMavleBThyHa "papmaLeBTniHa (Lptukoniny), 6€3 3MiHN MicLA
6nictepn y kopobui 3 KoMnaHis "3aopos'a” KoMnaHis "3gopos'a” BMPOOGHMLTBA: 3aMPOMNOHOBAHO:
KapToHy Zenji Pharmaceuticals (Suzhou)
Ltd., China 122 Xuqging Road,
Xuguan Town, Suzhou, Jiangsu
Province, China
273. | UATUKONIH- PO34MH ANA iH EKLNA, ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux | 3a peyenmom UA/16711/01/01
340POB'A 500 mr/4 mn, no 4 mn B obmexeHo obmexeHoro marepianis: 3MiHu | TURY - 3MiHa
amnyni, no 5 amnyny BiANoBiAA/IbHICTIO BiAMNOBIAA/ILHICTIO Ha3Bu Ta agpecy BUpPoGHMKa AdI
6nictepax, no 1 a6o 2 "®apmaueBTMyHa "®apmaLeBTuyHa (Uutukoniny), 6€3 3MiHN MicuA
6nictepn y Kopobui 3 KomnaHis "3gopos'a” KoMnaHis "3gopos'a” BMPOGHMLITBA: 3aMpONoHOBaHO:
KapToHy Zenji Pharmaceuticals (Suzhou)
Ltd., China 122 Xuging Road,
Xuguan Town, Suzhou, Jiangsu
Province, China
274. | UATPAMOH Tabnetkun no 10 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaviliHnx 6e3 peyenma UA/3984/01/01
EKCTPA Tab/1eTOK Y KOHTYPHIi "®apmaueBTUYHa "®apmaneBTuyHa Marepianis: 3miHu | TUny -

YapyHKOBIli ynakoBLyj; no
1 KOHTYpHIli YapyHKOBI
ynakoBLji B maui

hipma "OapHuus”

thipma "JapHuus”

afMiHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu
MiCLii MPOBAKEHHS AiS/IbHOCTI
BMPOGHMKa (BK/IHOYaKOun, 3a
HeobXigHOCTI, MicLe NpoBeAeHHS
KOHTPO/I0 SIKOCTi), a60 BriacHuka
MacTep-paiina Ha A®l, abo
noctavasnbHuka Adl/BuxigHoro
Marepiany/peareHTy/npoMiXXHOTO
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPOGHULTBI ADI (AKLLLO
3a3Ha4YeHo y A0CbE Ha NikapCbkuii
3acib) 3a BiACYTHOCTI cepTudpikata
BiANOBIAHOCTI €BPONENChKiit
hapmakonei y 3aTBepmKeHOMY
nocbe, abo BUPOOHUKA HOBOI
[0NOMIXKHOT pEYOBMHM (SKLLLO
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

3a3HavYeHo y A0CbE) - 3MiHN
BHECEHO BiAMNOBiAHO A0
MaTepianis BUPOGHYMKa, a came:
3MiHEHO HaliMeHyBaHHs
BMPOGHMKA Ait04O0T PEHOBUHN
MapavueTtamon 6e3 3miHu
BVMPOGHWYOT fiNbHULL.
MponoHoBaHa pefakuis: Farmson
Pharmaceutical Gujarat Pvt. Ltd.
(Unit I1), India.

FeHepasIbHUIA OUPEKTOpP
AvpekTopaty chapmaLeBTUUHOro 3a6e3neyYeHHs
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0.0. Komapiga




