BHOCATBCS 10 JEPXKABHOI'O PEECTPY JIIKAPCHKHUX 3ACOBIB YKPATHH

HEPEJIIK
NEPEPEECTPOBAHUX JIIKAPCBKUX 3ACOBIB (MEAUYHUX IMYHOBIOJIOI'TYHUX MTPEITAPATIB), AKI

Honarox 2

a0 Haka3y MiHicTepcTBa 0X0poHH

3p0poB’s Ykpainu «Ilpo nep:xxaBny

peecTpauiio (mepepeecTpaiiio) JikapcbKHX
3ac00iB (MeAMYHUX iIMyHOOi0JIOrTYHMX
npenapaTiB) Ta BHeCEHHs 3MiH /10
peecTpauiiiHux MatepiajaiB»

Bix 25 kBiTHs 2025 poxy Ne 773

Ne
n/

Haszea
JliKapcbK020
3acoby

dopma eunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHUK

KpaiHa
3asisHUKa

Bupo6Huk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs

Homep

peecmpauiliHo2o

noceid4yeHHs

AKCE®®

NMOPOLLOK AN
PO34UHY ANs iH'eKuin
no 750 mr, 1 donakoH
3 MOPOLLKOM y
KapTOHHIN ynakoBLji

HOBE INAY
CAHAI BE
TII>KAPET

AL

TypeydnHa

HOBEIJ INAY
CAHAI BE
TIIKAPET A.LLL

TypeuunHa

[MepepeecTpalisi Ha HEOOMEXEHWI TEPMIH
OHoBneHo iHbopMmaLito B iIHCTPYKLii Ans
MeANYHOro 3acTOCYBaHHS Nikapcbkoro 3acoby
y posginax: "®apmakornoriyHi BnactusocTi”,
"MokasaHHs", "B3aemogis 3 iHWmMK
nikapcbkumm 3acobamu Ta iHWi BUAK
B3aemogin", "OcobnueocTi 3acTocyBaHHsA",
"3acTocyBaHHSA y nepioa BariTHOCTi abo
rogyBaHHs rpyaar”, "3aaTHicTe BNAMBaTK Ha
LUBWAKICTb peakLii Mpy KepyBaHHi
aBTOTPaAHCNOPTOM abo iHWMMK MexaHiamamn”,
"Cnoci6 3actocyBaHHs Ta go3u", "Oitn",
"MepenosyBaHHa", "ToGIYHI peakwii”
BiAMOBIAHO A0 iHcbopMmaUii LLoao MeanYHOro
3acTocyBaHHA ped)epeHTHOro NikapcbKoro
3acoby (BVHALIE®, nopoluok Ans po3unHy
Ons iH ekuin).

[MepiognyHicTb NogaHHA perynspHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku, BiANoBigHO A0
Mopsaky 3aifcHeHHs hapmakoHarnsgy,
3aTBepaKeHoro Hakazom MiHicTepcTBa
OXOPOHU 340pPOB’s YKpaiHu Bifg 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTsi tocTuuii Ykpainum 29 ciuns 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpOHM 300pOB'A YKpaiHu Big
26 BepecHs1 2016 poky Ne 996), cTaHOBUTL:
3riAHO 3i CTPOKaMU, 3a3Ha4YeHUMU y
nepioaMYHOCTI NOAAHHS PErynApHUX 3BiTiB 3
6e3neku.

3a
peuenmom

He
nidnsieae

UA/3767/02/01

OIATAMA

PO34MH ONs iH eKLN,
no 2 mn B amnyni,
no 5 amnyn B

MpuBaTtHe
akuioHepHe
TOBap1CTBO

YkpaiHa

MpuBaTHe
akuioHepHe
TOBapuCTBO "NekxiMm

YkpaiHa

MepepeecTpalisi HA HEOOMEXEHUI TEPMIH.
OHoBneHo iHbopMaLlito y posainax
"MokasaHHs", "MNpoTunokasaHHs", "B3aemogis

3a
peuernmom

He
nionsieae

UA/16822/01/01
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Ne
n/

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs1

Homep

peecmpauiliHo2o

noceid4yeHHs

6nictepi, no 1
6nictepy B nayui 3
KapToOHY

"Nekxim -
Xapkis"

- Xapkis"

3 iHLWKMMM NiKkapcbknumy 3acobamm Ta iHLWi BUam
B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rogyBaHHs rpygato”, "Cnocib 3actocyBaHHs Ta
nosn", "Mob6iuni peakuii”, "HecymicHicTb"
IHCTPYKUiT ANS MEeAWNYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby BignosigHo o iHdopmaLi
pedepeHTHOro nikapcbkoro 3acoby
Minbrama®.

[NepiognyHiCTb NogaHHA perynspHo
OHOBIIOBAHOIO 3BiTYy 3 6e3neku, BiANOBIAHO A0
Mopsagaky 3picHeHHsA hapmakoHarnaay,
3aTBepakeHoro Hakasom MiHictepcTBa
OXOPOHU 340POB’A YKpainu Big 27 rpyaHs
2006 poky Ne 898, sapeecTpoBaHoro B
MinicTtepcTsi tocTuuii Ykpainm 29 ciuna 2007
poky 3a Ne 73/13340 (y peaakuii Hakasy
MiHicTepcTBa OXOPOHU 300pOB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riAHO 3i CTPOKaMMU, 3a3HAYEHMU Y
nepiogu4HOCTI NOAAHHA PerynsapHMX 3BiTiB 3
6e3neku.

OOKCENMIH-3H

Kancynu Teepai no
25 wmr, no 10 kancyn
TBEPAMX y GnicTepi;
no 3 6nictepu y
KopobLi 3 KapToHY

ToBapucTBo 3
obmexeHot
BiAgNoBiganbHi
CTHO
"XapkiBcbke
dapmaueBTuy
He
nignpueMCcTBO
"3popos's
Hapoay"

Ykpaina

ToBapwucTtBo 3
obMexeHo
BigNoBiganbHIiCTIO
"XapkiBCbke
cdapmaLeBTUYHe
niagNpUEMCTBO
"300poB'st Hapoay'

YkpaiHa

MepepeecTpalisi HA HEOOMEXEHU TEPMIH.
OHoBneHo iHopmalito B IHCTpyKLUii ons
MeANYHOro 3acTOCyBaHHS Nikapcbkoro 3acoby
y po3ginax "®apmakonoriyHi BnacTMBocTi",
"MpoTunokasaHHs", "B3aemopis 3 iHWMMK
nikapcbknuMu 3acobamu Ta iHWi BUuaun
B3aemogin", "OcobnueocTi 3acTocyBaHHA",
"MobiuHi peakuii" BignosigHo o iHpopmauii
pedhepeHTHOro nikapcebkoro 3acoby
SINEQUAN, hard capsules 25 mg.
[MepiognyHicTb NogaHHA perynspHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku, BianoBigHO 40
Mopsaky 3aificHeHHs hapmakoHarnsgy,
3aTBepaKeHoro Hakazom MiHicTepcTBa
OXOPOHU 340pPOB’s YKpaiHu Bifg 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii Ykpainum 29 ciuHs 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa oxopoHu 300poB'a YkpaiHu Big,
26 BepecHs1 2016 poky Ne 996), cTaHOBUTL:
3riAHO 3i CTPOKaMW, 3a3Ha4YeHUMU Y
nepioaMYHOCTI NOAAHHS PErynApHUX 3BiTiB 3
6e3neku.

3a
peuernmom

He
nidnsieae

UA/16778/01/01

E3OMEP

TabneTku
racTpope3nCTEHTHI
no 40 mr, no 7
TabneTok y 6nictepi;

MEPPEPI
PAPMAYEYTI
Yl CPN

ITania

(Bunyck cepii,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs1)

ITanis

MepepeecTpaLisi Ha HEOBMEXKEHWI TEPMIH.
OHoBReHo iHhopMalLito B iIHCTPYKLiT Ans
MeANYHOro 3acTOCYBaHHS Nikapcbkoro 3acoby
y posginax: "®apmakonoriyHi BnactusocTi”,

3a
peuernmom

He
nionsieae

UA/16273/01/01




3 ITpogoBkeHHS H0JaTKa 2
Ne Haszea Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUPOb6HUKa eidnycky | yeaHHs | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs
no 2 abono4 JTAMIMN CAH "MokasaHHs", "MpoTunokasaHHs", "B3aemogis
Gnictepu y MPOCIIEPO C.IN.A,, 3 iHWKMK NikapcbkMK 3acobamu Ta iHLWi BUAK
KapTOHHiI kopooLi ITANA B3aemogin", "OcobnueocTi 3acTocyBaHHsA",
(NpuroTyBaHHs "3acTocyBaHHs y nepiod BariTHOCTi abo
npoaykTy in bulk) rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHs Ta
BAN®APMA nosun”, "MepenosysanHs", "MobiyHi peakuii”
IHTEPHELWWHAN Bi4NOBIgHO A0 iHbopmaLii LWogo MeanyHoro
C.IN.A., Itanis 3acTocyBaHHS pedepPeHTHOro fikapCbKoro
3acoby (HEKCIYM, TabneTku, BKpUTI
nniBKOBOK 06OMOHKO
no 40 mr).
MNepiognyHiCTb NogaHHA perynsipHo
OHOBJHOBAHOrO 3BiTy 3 6e3neku, BiAnoBiaAHO A0
Mopsaky 3aifcHeHHs hapmakoHarnsgy,
3aTBepakeHoro Hakasom MiHictepcTBa
OXOPOHU 340pOB’st YKpaiHu Bifg 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTtepcTsi tocTuuii Ykpainm 29 ciuua 2007
poky 3a Ne 73/13340 (y penakuii Hakasy
MiHicTepcTBa 0XopoHM 300poB'a YKpaiHn Big
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHoO 3i CTpOKamu, 3a3HavYeHUMn y
nepioaNYHOCTI NOAAHHS PErynApHUX 3BiTiB 3
6e3neku
5. 3UNTAKCEPA® Tabnetkn no 5 mr, KPKA, a.4., CnogeeHisi BUPOBHMUTBO "in CnoBeHis MepepeecTpalisi HA HEOOMEXEHUIA TEPMIH. 3a He UA/16614/01/01
no 10 Tabnetok y HoBo mecto bulk", nepBuHHe Ta OHoBMeHo iHhopMaLito y po3ainax iHCTpykuii | peuenmom | nidnsizae

6nicTepi, no 3 abo 6
GnictepiB y
KapTOHHIN kopobui

BTOPUHHE
nakyBaHHs1,
KOHTPOIb Ta BUMYCK
cepii:

KPKA, a.4., HoBo
mecTo, CrnoBeHis
BigNoBiganbHUIM 3a
nepBUHHE Ta
BTOPUHHE
nakyBaHHsi:
KPKA, a.a, Hoeo
mecTo, CrnoBeHis
BigNoBiganbHUIM 3a
KOHTpOnb cepil:
KPKA, a.a., HoBo
mecTo, CrnoBeHis
BiANoBiganbHUI 3a
KOHTpOrb cepii:
INNabena g.o.0.,
CnoseHisi

ANs MEeAMYHOro 3acToCyBaHHS: "3acTocyBaHHS
y nepiog BariTHOCTi abo rogyBaHHs rpyaato”,
"Mo6iyHi peakuii" wono 6esnekm
3acToCyBaHHS BiAnNoBigHO A0 iHdopmauii
pedbepeHTHOro nikapcbkoro 3acoby (Abilify,
TabneTkn).

[MepiognyHicTb NogaHHsA perynspHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku, BiAnoBigHo A0
Mopsaky 3aificHeHHs hapmakoHarnsgy,
3aTBepaKeHoro Hakazom MiHicTepcTBa
OXOPOHU 340pPOB’s YKpaiHu Bifg 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii Ykpainum 29 ciuHs 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpOHM 300pOB'A YKpaiHu Big
26 BepecHs1 2016 poky Ne 996), cTaHOBUTL:
3riAHO 3i CTPOKaMW, 3a3Ha4YeHUMU Y
nepioaMYHOCTI NOAAHHS PErynApHUX 3BiTiB 3
6e3neku.
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6nictepi, no 3 abo 6

BTOPUHHE

Ana Meaun4yHoro 3aCTtocyBaHHA: "3aCT00yBaHH$I

Ne Haszea Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUPOb6HUKa eidnycky | yeaHHs | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs
6. 3UNTAKCEPA® Tabnetku no 10 mr, KPKA, a.4., CnogBeHisi BUPOBHMUTBO "in CnoBeHis MepepeecTpalisi HA HEOOMEXEHU TEPMIH. 3a He UA/16614/01/02
no 10 Tabnetok y HoBo mecto bulk", nepBuHHe Ta OHoBMeHo iHopMmaLito y posainax iHCTpykuii | peuenmom | nidnsizae
6nictepi, no 3 abo 6 BTOPUHHE 0N MeQMYHOro 3aCToCyBaHHS: "3acTocyBaHHsI
GnictepiB y nakyBaHH4, y nepiog BariTHOCTi abo rogyBaHHs rpyaar”,
KapTOHHiN kopobui KOHTPOIb Ta BUMYCK "Mo6iyvHi peakuii" wWopao 6eanekun
cepii: 3acTOCyBaHHS BignoBigHO 8o iHhopmauii
KPKA, o.a., Hoso pedepeHTHOro nikapcbkoro 3acoby (Abilify,
mecTto, CrioBeHis TabneTku).
BigNOBiganbHUM 3a [NepiognyHicTb NogaHHA perynspHo
nepBuHHE Ta OHOBMIOBAHOTO 3BiTYy 3 6e3neku, BiANoBigHO A0
BTOPUHHE Mopsaaky 3aincHeHHs hapmakoHarnsgy,
nakyBaHHsi: 3aTBepakeHoro Hakasom MiHicTepcTBa
KPKA, a.a, Hoso OXOPOHU 340pOB’st YKpaiHu Big 27 rpyaHs
mecTo, CrnoBeHis 2006 poky Ne 898, 3apeecTpoBaHoro B
BigNOBiganbHUNM 3a MinicTtepcTsi tocTuuii Ykpainm 29 ciyna 2007
KOHTPOIb cepii: poky 3a Ne 73/13340 (y pepakuii Hakasy
KPKA, a.a., HoBo MiHicTepcTBa 0OXOpOHM 300pOB'A YKpaiHu Big
mecTo, CrnoBeHis 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
BigNOBiganbHUNM 3a 3rigHO 3i CTpoKamu, 3a3Ha4YeHUMM Y
KOHTpPOrb cepii: nepioaNYHOCTI NOAAHHS PErynApHUX 3BITiB 3
JlabeHa pg.o.0., 6esnekun.
CnoBeHis
7. 3UNTAKCEPA® Tabnetku no 15 mr, KPKA, a.4., CnogeeHisi BUPOBHMUTBO "in CnoBeHis MepepeecTpalisi HA HEOOMEXEHUIA TEPMIH. 3a He UA/16614/01/03
no 10 Tabnetok y Hoso mecto bulk", nepBuHHe Ta OHoBneHo iHhopMalLito y posainax iHcTpykuii | peuenmom | nidnsizae
6nictepi, no 3 abo 6 BTOPUHHE ONst MEAUYHOrO 3aCTOCyBaHHS: "3acToCyBaHHs
GnictepiB y nakyBaHHS, y nepiog BariTHOCTi abo rogyBaHHs rpyaato”,
KapTOHHiI kopobui KOHTPOrb Ta BUMYCK "MobiuHi peakuii" woano 6eaneku
cepii: 3acTOCyBaHHS BiANOBIAHO A0 iHdopMaLii
KPKA, o.4., Hoeo pedbepeHTHOro nikapcbkoro 3acoby (Abilify,
MecTo, CrioBeHisi TabneTku).
BignoBiganeHuMi 3a MepiognyHicTb NogaHHA perynspHo
nepBUHHE Ta OHOBMIOBAHOTO 3BiTYy 3 6e3neku, BiANOBIgHO A0
BTOPUHHE Mopsiaky 3dinCHeHHs1 hapmakoHarnsgy,
nakyBaHH4: 3aTBepKeHOro Hakasom MiHicTepcTBa
KPKA, a.a, Hoso OXOPOHU 340pPOB’s YKpaiHu Bifg 27 rpyaHs
MecTo, CrioBeHisi 2006 poky Ne 898, 3apeecTpoBaHoro B
BignoBiganbHWi 3a MinicTepcTsi tocTuuii Ykpainum 29 ciuns 2007
KOHTpOrb cepil: poky 3a Ne 73/13340 (y pegakuii Hakasy
KPKA, a.a., HoBo MiHicTepcTBa 0XOpOoHM 340pOB'A YKpaiHu Big
mecTo, CrnoBeHis 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
BiANoOBiganbHUI 3a 3rigHO 3i CTPOKaMW, 3a3HaYEeHUMU Y
KOHTpOnb cepil: nepioAnMYHOCTI NoAAaHHS perynspHuX 3BiTiB 3
NabeHna p.o.0., be3nekn.
CnoBeHis
8. 3UNNAKCEPA® Tabnetku no 30 mr, KPKA, a.4., CnoBeHis BUPOBHMUTBO "in CrnioBeHis MepepeecTpalisi HA HEOOMEXEHUI TEPMIH. 3a He UA/16614/01/04
no 10 Tabnetok y HoBo mecto bulk", nepsuHHe Ta OHoBneHo iHdopMaLito y po3ainax iHCTpykuii | peuenmom | nidnsizae




5 [IpomoBxeHHS J0JaTKa 2
Ne Haszea Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUPOb6HUKa eidnycky | yeaHHs | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs
GnictepiB y nakyBaHH4, y nepiog BariTHOCTi abo rogyBaHHs rpyaar”,
KapTOHHiN kopobui KOHTPOIb Ta BUMYCK "Mo6iyvHi peakuii" wWopao Geaneku
cepii: 3acTOCyBaHHS BignoBigHO 8o iHhopmauii
KPKA, o.a., Hoso pedepeHTHOro nikapcbkoro 3acoby (Abilify,
mecTto, CrioBeHis TabneTku).
BigNOBiganbHUNM 3a [NepiognyHiCTb NogaHHA perynspHo
nepBuHHE Ta OHOBMIOBAHOTO 3BiTYy 3 6e3neku, BiANoOBIgHO A0
BTOPUHHE Mopsaaky 3aincHeHHs hapmakoHarnsgy,
nakyBaHHsi: 3aTBepakeHoro HakasomM MiHicTepcTBa
KPKA, o.n, Hoso OXOPOHU 300pOB’st YKpaiHu Big 27 rpyaHs
mecTo, CrnoBeHis 2006 poky Ne 898, 3apeecTpoBaHoro B
BigNOBiganbHUIM 3a MinicTtepcTsi tocTuuii Ykpainm 29 ciyna 2007
KOHTPOIb cepii: poky 3a Ne 73/13340 (y penakuii Hakasy
KPKA, a.a., Hoso MiHicTepcTBa OXOpPOHM 300POB'S YKpaiHu Bif
mecTo, CrnoBeHis 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
BigNOBiganbHUIM 3a 3rigHO 3i CTpoKamu, 3a3Ha4YeHUMM Y
KOHTpPOrb cepii: nepioaMYHOCTI NOAAHHS PErynApHUX 3BITiB 3
JlabeHa pg.o.0., 6esnekun.
CnoBeHis
9. IHOY30NnIa® PO34MH Ans iHdY3in, MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa MepepeecTpalisi HA HEOOMEXEHUIA TEPMIH. 3a He UA/17022/01/01
2 mr/mn no 300 mny akuioHepHe aKuioHepHe OHoBeHo iHhopMalLiio y posginax peuenmom | nidnsieae
nakeri TOBapUCTBO TOBapuUCTBO "®apmakonorivHi BnactusocTi", "lNokasaHHs",
nonimMepHomy, "lHdpy3ia” "IHdpy3ia” "MpoTunokasaHHs", "B3aaemogis 3 iHwumn

nomiLeHomy y
nakert 3
MeTanisoBaHum
NOKpUTTAM

nikapcbkumm 3acobamu Ta iHWi BUAK
B3aemogin", "OcobnueocTi 3acTocyBaHHA",
"BacTocyBaHHs1 y nepio BariTHocTi abo
rogyBaHHs rpyaar”, "3aaTHicTe BNAMBaTK Ha
LUBWAKICTb peakLii Mpy KepyBaHHi
aBTOTpaHcnopToM abo iHWKMMKU MexaHiamamn",
"Cnocib 3acTocyBaHHs Ta go3un"
,"Mepepno3syBaHHa", "MNobiuHi peakuii”,
"HecyMicHicTb" iIHCTpYKUIT ANS Mean4yHoro
3aCTOCyBaHHs1 Nikapcbkoro 3acoby BignoBigHO
[0 pedepeHTHOro nikapcbKoro 3acoby
31BOKC®.

[MepiognyHicTb NogaHHA perynspHo
OHOBJTHOBAHOrO 3BiTy 3 6e3neku, BiAnoBiaHO A0
Mopsiaky 3dinCHeHHs1 hapmakoHarnsgy,
3aTBepaKeHoro Hakazom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bi 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTsi tocTuuii Ykpainum 29 ciuns 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XOpoHM 300pOB'A YKpaiHu Big
26 BepecHs1 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTPOKamu, 3a3Ha4YeHUMn y
nepioAnMYHOCTI NoAaHHS perynspHyX 3BiTiB 3
6e3neku.
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Ne
n/

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs1

Homep
peecmpauiliHo2o
noceid4yeHHs

10.

INPATPOMIYM-
IHTENI

iHranauis nig
TWUCKOM, PO34MH MO
20 mkr/po3a; no 10
M po34dmHy (200
£03) y 6anoHi; no 1
6anoHy y KapTOHHiIln
Kopobui

3AT "IHTENI
FEHEPUKC
HOPO"

Jlutea

JlabopaTtopio
Anbgo-tOHioH, C.J1.

Icnanis

MepepeecTpalisi HA HEOOMEXEHU TEPMIH.
OHoBneHo iHdopMmaLito y posginax iHCTpyKLii
ONS Me4MYHOro 3actocyBaHHs: "B3aemogis 3
iHWMMM nikapcbkumm 3acobamu Ta iHLWi BUan

B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"Mo6iuHi peakuii" BignoBigHO Ao iHpopmaLii
pedepeHTHOro nikapcbkoro 3acoby (Atrovent®

solution pressurized inhalation solution, 20

mcg/dose).

[NepiognyHiCTb NogaHHA perynsipHo
OHOBIIOBAHOIO 3BiTYy 3 6e3neku, BiANOBIAHO A0
Mopsagaky 3picHeHHsA hapmakoHarnaay,
3aTBepakeHoro Hakasom MiHictepcTBa
OXOPOHU 340POB’A YKpainu Big 27 rpyaHs
2006 poky Ne 898, sapeecTpoBaHoro B
MinicTtepcTsi tocTuuii Ykpainm 29 ciynua 2007
poky 3a Ne 73/13340 (y peaakuii Hakasy
MiHicTepcTBa OXOPOHU 300pOB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riAHO 3i CTPOKaMMU, 3a3HAYEHMU Y
nepiogu4HOCTI NOAAHHA PerynsapHMX 3BiTiB 3
6e3neku.

3a
peuenmom

He
nidnsieae

UA/16363/01/01

11.

KNAPUTPOMILIN
H AHAHTA

TabneTkn, BKpUTI
NniBkOBOIO
obornoHkoto, no 250
mr no 10 TabneTok y
6nicTepi, no 1
6nictepy B
KapTOHHIN kopobui

AHaHTa
Megikeap NnTa.

Benvka
BpuTtaHia

ApTypa
dapmackioTikans
MNeT. 1o,

IHAisA

MepepeecTpalisi HA HEOOMEXEHU TEPMIH.
OHoBMeHo iHhopMalLito B iIHCTPYKLiT ans
MeANYHOro 3acTOCyBaHHS Nikapcbkoro 3acoby
B po3ainax "®apmakoTepanesTuyHa rpyna.
Kon ATX " (yTouHeHHs1 iHdopmaLii 6e3 3amiHu
kogy ATX)", "Baaemogisi 3 iHLIMMK
nikapcbknMmn 3acobamu Ta iHWi Buan
B3aemogin", "OcobnmBocTi 3acTocyBaHHsS",
"8acTocyBaHHs1 y nepio BariTHoOcTi abo
rogyBaHHs rpyaat”, "MobiyHi peakuyii”
BiNOBIgHO 4O OHOBEHOI iHpopmaLii 3
6e3neku gitoyoi pe4oBUHM.
MepioanyHicTb NogaHHs perynsipHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku, BiANoBigHO A0
Mopsiaky 3dincCHeHHs hapmakoHarnsgy,
3aTBepakeHoro Hakasom MiHicTepcTBa
OXOPOHU 340pPOB’s YKpaiHu Bifg 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTi tocTuii Ykpainu 29 ciyna 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XOpOoHM 300pOB'A YKpaiHu Big
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riAHO 3i CTPOKaMW, 3a3Ha4YeHUMU Y
nepioAnMYHOCTI NoAaHHS perynspHyX 3BiTiB 3
Besneku.

3a
peuernmom

He
nidnsieae

UA/12435/01/01

12.

KNAPUTPOMILIN
H AHAHTA

TabneTku, BKPUTI
NNiBKOBOK

AHaHTa
Megikeap J174.

Benvka
BputaHis

ApTypa
dapmacbioTikans

IHAis

MepepeecTpalisi Ha HEOBMEXEHWI TEPMIH.
OHoBneHo iHopMaLlito B iIHCTPYKUii Ans

3a
peuernmom

He
nidnsieae

UA/12435/01/02




7 [IpomoBxeHHS J0JaTKa 2
Ne Haszea Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUPOb6HUKa eidnycky | yeaHHs | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs
ob6onoHkoto, no 500 MeT. JITg. MeONYHOro 3aCToCyBaHHS NikapcbKoro 3acoby
mr no 10 Tabnetok y B po3ainax "®apmakoTepanesTuyHa rpyna.
6nictepi, no 1 Kog ATX " (yTo4HeHHs iHdopMaLii 6e3 3amiHn
6nictepy B kogy ATX)", "B3aemogis 3 iHLWMMK
KapTOHHiI kopobui nikapcbknummn 3acobamu Ta iHWi BUau
B3aemogin", "OcobnueocTi 3acTtocyBaHHA",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rofyBaHHs rpyaat”, "MoGiyHi peakuii”
BiNoOBIOHO 4O OHOBMEHOI iHchbopmaLlii 3
6e3neku gitlo4oi peyoBUHMU.
MepioanyHicTb NogaHHs perynspHo
OHOBJHOBAHOrO 3BiTy 3 6e3neku, BianoBiaAHO A0
Mopsaaky 3picHeHHsA hapmakoHarnagy,
3aTBepAkeHoro Hakasom MiHictepcTea
OXOPOHU 340pOB’st YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, sapeecTpoBaHoro B
MinicTepcTsi tocTudii Ykpainm 29 ciuHa 2007
poky 3a Ne 73/13340 (y penakuii Hakasy
MiHicTepcTBa OXOPOHU 300pOB'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHoO 3i CTpOKamu, 3a3HavYeHUMn y
nepiogu4HOCTI NOAAHHSA PErynsapHMX 3BiTiB 3
6esneku.
13. | NIEFETWUH XN NOpOLLOK ToBapucTBo 3 YkpaiHa HoprticT Kutan MepepeecTpalisi Ha HEOOMEXEHUI TePMIH - He UA/16584/01/01
(cybeTaHuin) y obmexeHot dapmachbtoTikan nidnsieae
naketax BignoBiganbHi pyn Ko., Jl1A4.
nonieTuneHoBumx cTio "Xainsen"
ans
hapmaLeBTU4HOro
3acTOCYBaHHsI
14. | MEKC - pPO34MH Ans iH'ekuin, ToBapucTBO 3 YkpaiHa ToBapwucTBo 3 YkpaiHa MepepeecTpalisi Ha HEOOMEXEHUI TEPMIH 3a He UA/16942/01/01
300POB'A 50 mr/mn no 2 mn B obmexeHoto obmexeHo OHoBneHo iHopMaLlito B iIHCTPYKLii Ans peuyenmom | nidnszae
amnyni; no 5 amnyn BiANoBiganbHi BignoBiganbHIiCcTIO MEAMYHOro 3aCTOCYBaHHsI NikapcbKoro 3acoby
y 6nicTepi; 1 abo 2 CTIo "®PapmaLeBTUYHa y po3ginax "lNpoTunokasaHHs", "OcobnmeocTi
6nictepun y kopobui 3 | "dapmauesTn KomnaHis "3gopos's” 3actocyBaHHS", "3aTHICTb BINMBATU Ha
KapTOHy; No 2 Mn B YHa KOMNaHis LIBUAKICTb peakLii npu KkepyBaHHI
amnyni, no 10 amnyn "3popos's" aBTOTpaHcnopToM abo iHWMMKU MexaHismamun",

y bnictepi; 1
6nictep y kopobui 3
KapToHy; Mo 5 mn B
amnyni; no 5 amnyn
y 6nicTepi; 1
6nictep y kopobui 3
KapToHY

"Mepeno3yBaHHs", "MobivHI peakuii”, nogaHo
po3ain "HecymicHicTb" BignoBsigHo 4o
OHOBIeHOI iHopMaLii 3 6e3neku gitoyoi
PEYOBUHM.

[MepiognyHicTb NogaHHsA perynspHo
OHOBMOBAHOrO 3BiTYy 3 6e3neku, BiANoBigHO A0
Mopsaky 3aiicHeHHs hapmakoHarnsgy,
3aTBepaKeHoro Hakaszom MiHicTepcTBa
OXOPOHU 340pOB’s YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTsi tocTuuii Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
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IIponoBxkeHHsa nomarka 2

Ne
n/

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs1

Homep

peecmpauiliHo2o

noceid4yeHHs

MiHicTepcTBa OXOpOHM 300p0B'A YKpaiHu Big
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTpOKamu, 3a3HavyeHuMn y
nepiogu4HOCTI NOAAHHA PerynsapHUX 3BiTiB 3
6e3neku.

15.

MWPOCUBAH

PO34MH ONs iH eKLiN,
6,75 mr/0,9 mn, no
0,9 mn y donakoHi;
no 1 cpnakoHy y
KapTOHHiI kopooLi

ToBapucTBo 3
obmexeHo
BignoBiganbHi
cTio "POKET-
OAPM"

YkpaiHa

TOB "®apmiges”

JlatBia

MepepeecTpaLisi Ha HEOOMEXEHWI TEPMIH
OHoBneHo iHdopmaito B IHCTpyKLUii Ans
MEAMYHOro 3aCTOCYBaHHSI NikapCbKoro 3acoby
y po3ginax "lMokasaHHA" (YTOYHEHHS
iHdbopmalii), "MpoTunokasaHHs", "B3aemogis 3
iHLWMMK nikapcbkumy 3acobamu Ta iHLWi BUan
B3aemogin", "OcobnueocTi 3actocyBaHHA",
"Mo6iyHi peakuii" BignoeigHo Ao iHpopmauii
pecepeHTHOro nikapcbkoro 3acoby
TpakTouun, po34nH ans iHeKLin.
MNepiognyHiCTb NogaHHA perynsipHo
OHOBIIHOBAHOrO 3BiTy 3 6e3neku, BiAnoBiaHO OO
Mopsaaky 3picHeHHsA hbapmakoHarnagy,
3aTBepaKeHoro Hakasom MiHictepcTBa
OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, sapeecTpoBaHoro B
MinicTtepcTsi tocTuuii Ykpainm 29 ciynua 2007
poky 3a Ne 73/13340 (y peaakuii Hakasy
MiHicTepcTBa OXOpPOHU 300pOB'A YKpaiHM Bif
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riAHO 3i CTPOKaMMU, 3a3HAYEHMU Y
nepioAnMYHOCTI NOAAHHSA perynspHuX 3BiTiB 3
6e3neku.

3a
peuenmom

He
nidnsieae

UA/16409/01/01

16.

MUPOCUBAH

KOHLIeHTpaT Ans
pO34unHy ans
iHdysin, 37,5 mr/5
M, no S mny
dnakoHi; no 1

dnakoHy y
KapTOHHiIN kopobui

ToBapucTBO 3
oBMmexeHot
BignoBiganbHi
cTio «POKET-
DOAPM»

Ykpaina

TOB "®apwmiges”

NatBisa

MepepeecTpalisi HA HEOOMEXEHU TEPMIH.
OHoBneHo iHdopMaLito B IHCTpyKLUii ans
MEeOUYHOro 3aCTOCyBaHHS NiKapcbKoro 3acoby
y posainax "lNMokasaHHSA" (YTOYHEHHS
iHcpopmalii), "MpoTunokasaHHs", "B3aemogis 3
iHWKMMK nikapcbkuMmy 3acobamu Ta iHLWi Buam
B3aemogin", "OcobnueocTi 3acTocyBaHHA",
"MobiuHi peakuii”, "HecymicHicTb" BignosigHo
0o iHdopmaLii pedepeHTHOro NikapcbKoro
3acoby TpakTouun, KOHUEHTPaT AN PO34MHY
ans iHgysin.

[MepiognyHicTb NogaHHA perynspHo
OHOBJTHOBAHOrO 3BiTy 3 6e3neku, BianoBiaHO A0
[Mopsiaky 34incCHeHHs1 hapmakoHarnsgy,
3aTBepaKeHoro Hakazom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bi 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii Ykpainum 29 ciuns 2007
poky 3a Ne 73/13340 (y penakuii Hakasy
MiHicTepcTBa 0XOpOHM 340pOB'A YKpaiHu Big
26 BepecHs1 2016 poky Ne 996), cTaHOBUTb:

3a
peuernmom

He
nidnsieae

UA/16409/02/01
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IIponoBxkeHHsa nomarka 2

Ne
n/

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs1

Homep

peecmpauiliHo2o

noceid4yeHHs

3ri4HO 3i CTPOKaMU, 3a3HA4YEHUMU Y
nepioaNYHOCTI NOAAHHSA PErynspHUX 3BiTiB 3
6e3neku.

17.

MIANOEKC

PO34MH ANS iH eKLin,
25 mr/mn; no 2 mn B
amnyni; no 5 amnyn

Y KapTOHHIN kopobui

3AT "IHTENI
FEHEPUKC
HOPO"

Jlutea

NABOPATOPIOC
HOPMOH, C.A.

Icnanis

MepepeecTpalisi Ha HEOBMEXEHWI TEPMIH.
OHoBneHo iHbopMaLito B iIHCTPYKLiT Ans
MeAMYHOro 3aCTOCyBaHHs! NikapcbKoro 3acoby
y posginax: "®apmakonoriyHi BnactusocTi”,
"MpoTunokasaHHsa", "Baaemopais 3 iHWMMKn
nikapcbkumm 3acobamm Ta iHWi BUan
B3aemogin", "OcobnueocTi 3acTocyBaHHA",
"3acTocyBaHHs1 y nepiof BariTHocTi abo
rogyBaHHs rpyaar”, "3gaTHicTb BnMBaTH Ha
LBMAKICTb peakLii Npy kepyBaHHi
aBTOTPaAHCNOPTOM abo iHWMMK MexaHiamamn”,
"Cnoci6 3acTtocyBaHHsi Ta 4o3n", "IMoGiyHi
peakuii”, "HecymMicHicTb" BignoBigHo ao
iHopMaUii LWoao MeaMYHOro 3aCTOCYBaHHs
pedepeHTHOro nikapcbKoro 3acoby
(AEKCAITIH® IH’EKT, po3uunH gns iH’ekuin).
MepioanyHicTb NogaHHs perynspHo
OHOBJHOBAHOrO 3BiTy 3 6e3neku, BianoBiaAHO A0
Mopsaaky 3picHeHHsA hbapmakoHarnagy,
3aTBepAkeHoro Hakasom MiHictepcTea
OXOPOHM 300pOB’st YKpaiHu Bifg 27 rpyaHs
2006 poky Ne 898, sapeecTpoBaHoro B
MiHicTepcTsi tocTudii Ykpainm 29 ciyna 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XOpoHM 340pOB'A YKpaiHu Big
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHoO 3i CTpOKamu, 3a3HavYeHUMn y
nepioAnMYHOCTI NOAAHHSA perynsipHuX 3BiTiB 3
6e3neku

3a
peuenmom

He
nidnsieae

UA/16062/01/01

18.

HI®YPOKCA3NA

AINKARoIf

CycneH3ist opanbHa,
200 mr/5 mn; no 90
MmNy donakoHi, no 1
dnakoHy B
KOMMNNEKTi 3 MipHUM
CTakaH4YMKOM B
KapTOHHY KOpPOOKY

AJTKANOIQ AL
Ckon'e

Pecnybnika
MiBHiYHa
MakepoHis

AJKANOIQ AL
Ckon’e

Pecnybnika
MiBHiYHa
MakepnoHis

MepepeecTpaLisi Ha HEOBMEXEHWI TEPMIH.
OHoBneHo iHdopMaLito B IHCTpyKLUii ans
MEeOUYHOro 3aCTOCyBaHHS NiKapcbKoro 3acoby
y posginax "®apmakoTepanesTuyHa rpyna”,
"®apmakonoriyHi BnacTMBocTi" (4ONOBHEHHS
iHopmauii), "MpoTmnokasaHHs",
"8acTocyBaHHs1 y nepio BariTHoOcTi abo
rogyBaHHs! rpyaar” (yTouHeHHs iHpopmalii),
"Mo6iyHi peakuii" BiANOBIAHO 4O OHOBMNEHOT
iHcpopMmalii 3 6e3nekn 3acTocyBaHHs Aitoyol
PEYOBUHN.

MepioanyHiCTb NogaHHs perynsipHo
OHOBMOBAHOrO 3BiTYy 3 6e3neku, BiANoBigHO A0
[Mopsiaky 34iNCHeHHs1 hapmakoHarnsay,
3aTBepakeHoro Hakasom MiHicTepcTBa
OXOPOHU 340pOB’s YKpaiHu Bifg 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B

3a
peuernmom

He
nidnsieae

UA/16750/02/01
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IIponoBxkeHHsa nomarka 2

Ne
n/

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs1

Homep

peecmpauiliHo2o

noceid4yeHHs

MiHicTepcTsi tocTuuii Ykpainum 29 ciuns 2007
poky 3a Ne 73/13340 (y peaakuii Hakasy
MiHicTepcTBa OXOpOHM 300p0B'A YKpaiHu Big
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTPOKamMu, 3a3HavYeHUMn y
nepiogu4HOCTI NOAAHHSA PerynsapHuX 3BiTiB 3
Besneku.

19.

HI®YPOKCA3UA
ANKAnoin

Kancynu Teepgi no
100 mr no 10 kancyn
y BnicTepi, no 1 abo
no 2 abo no 3
Gnictepun y
KapTOHHIN navui

ANKANOIOQ AQ
Ckon'e

Pecnybnika
MiBHiYHa
MakepoHis

ANKANOIOQ AQ
Ckon’e

Pecny6nika
MiBHiYHa
MakenoHia

MepepeecTpalisi Ha HEOBMEXEHWI TEPMIH.
OHoBneHo iHopmalito B IHCTpyKLii ans
MeAMYHOro 3aCTOCyBaHHs! NikapcbKoro 3acoby
y po3ginax "®apmakotepaneBTU4Ha
rpyna"(yToYHeHHs1 iHdbopmalii),
"®apmakornorivyHi BnactuBocTi" (YTOYHEHHs!
iHcpopmalii), "3actocysaHHs y nepiog
BariTHOCTi abo rogyBaHHS rpyaato”(yToYHEHHS
iHdopMauii), "MobivHi peakuii" BignosigHo oo
OHOBMeHOT iHdopmaLii 3 6e3neku
3aCTOCYBaHHSA Aito40i PEHOBUHN.
MNepiognyHiCTb NogaHHA perynsipHo
OHOBJIHOBAHOrO 3BiTy 3 6e3neku, BiAnoBiaHO A0
Mopsaaky 3picHeHHsA hbapmakoHarnagy,
3aTBepaKeHoro Hakasom MiHictepcTBa
OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, sapeecTpoBaHoro B
MinicTtepcTsi tocTuuii Ykpainm 29 ciuua 2007
poky 3a Ne 73/13340 (y pepakuii Haka3y
MiHicTepcTBa 0XOpOoHM 300pOB'A YKpaiHu Big
26 BepecHs1 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTPOKamMu, 3a3Ha4YeHUMn y
nepioAnMYHOCTI NOAAHHS perynspHuX 3BiTiB 3
6e3neku.

3a
peuernmom

He
nidnsieae

UA/16750/01/01

20.

HI®YPOKCA3UA
AINKARoIf

Kancynu TBepai no
200 mr no 10 kancyn
y 6nicTtepi, no 1
6nictepy abo no 2
Gnictepn y
KapTOHHIN nayui

ANKANOIO AQ
Ckon'e

Pecnybnika
MiBHiYHa
MakenoHis

ANKANOIOQ A
Ckon’e

Pecnybnika
MiBHiYHa
MakenoHis

MepepeecTpalisi HA HEOOMEXEHWI TEPMIH.
OHoBneHo iHdopMaLito B IHCTpyKLUii ans
MeANYHOro 3acTOCyBaHHS Nikapcbkoro 3acoby
y po3ginax "®apmakotepaneBTU4Ha
rpyna"(yTouHeHHst iHdopmalii),
"®apmakonoriyHi BMacTMBoCTi" (YTOYHEHHSI
iHcpopmalii), "3acTocyBaHHs y nepioq
BariTHocTi abo rogyBaHHs rpyaak" (YTOYHEHHS
iHdpopmaii), "Mobivni peakuii" BignosigHO Ao
OHOBIeHOT iHdopmaLii 3 6e3neku
3aCTOCyBaHHS Jit040l PEYOBUHN.
[MepiognyHicTb NogaHHA perynspHo
OHOBJTHOBAHOrO 3BiTy 3 6e3neku, BiAnoBiaHO A0
[Mopsiaky 34incCHeHHs1 hapmakoHarnsgy,
3aTBepaKeHoro Hakazom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii Ykpainum 29 ciyHs 2007

3a
peuernmom

He
nidnsieae

UA/16750/01/02
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IIponoBxkeHHsa nomarka 2

Ne Haszea Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUPOb6HUKa eidnycky | yeaHHs | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XopoHM 300poB'a YKpaiHn Big
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTpOKamMu, 3a3HavYeHUMn y
nepioaNYHOCTI NOAAHHSA PErynspHUX 3BiTiB 3
Besneku.
21. | om3o0n MOPOLLOK ANs OPIrAHOCVH OAE BMPOBHMLTBO 3a MopTtyranis/ MepepeecTpalis Ha HeOBMEXEHNI TEPMIH. 3a He UA/17079/01/01
po34nHy ans NANGCAEHC NOBHWUM LIMKIOM: TypeuunHa OHoBneHo iHbopMaLito B iIHCTPYKLiT Ans peuenmom | nidnszae
iHdysin, 40 mr; no 1 N3 (ED 3ETI) Codhapimekc — MeONYHOro 3aCToCyBaHHS NikapcbKoro 3acoby
ab6o no 10 dnakoHiB IHgycTpia Kimika e y posginax: "B3aaemogis 3 iHWMMK fikapCbKuMun
3 MOPOLLKOM Y dapmachbloTika, 3acobamu Ta iHWi BUam B3aemogii",
Kopobui C.A., Moprtyranis "OcobnueocTi 3actocyBaHHs", "MobiYHi
BUPOBHMLTBO peakuii" BianoBigHO 4O OHOBNEHOI iHopMmaLii
Hepo3dpacoBaHoro 3 6e3neku Aityoi pevyoBMHN.
NpoAyKTy, NepBUHHE MepiognyHicTb NogaHHst perynsipHo
nakyBaHHsi: OHOBMIOBAHOTO 3BiTYy 3 6e3neku, BiANoBigHO A0
OEBA XongiHr En. [Mopsaky 3aincHeHHs1 hapmakoHarnsagy,
Ec., TypeyunHa 3aTBepaKeHoro Hakasom MiHictepcTBa
OXOPOHU 340pOB’st YKpaiHu Bifg 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTtepcTsi tocTuuii Ykpainm 29 ciuna 2007
poky 3a Ne 73/13340 (y penakuii Hakasy
MiHicTepcTBa 0XopoHM 300poB'a YKpaiHn Big
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHo 3i CTpOKamu, 3a3HavyeHUMn y
nepioaNYHOCTI NOAAHHSA PErynApHUX 3BITiB 3
6e3neku.
22. | NAHTOMPA3OIJ1- | TabneTtku TOB «TeBa YkpaiHa TeBa ®apma C.J1Y. Icnanis MepepeecTpalisi HA HEOOMEXEHU TEPMIH. 3a He UA/16874/01/01
TEBA racTpope3nCTEHTHI YkpaiHa» OHoBReHo iHhopMaLito B iIHCTPYKUiT Ans peuenmom | nidnseae

no 40 mr; no 7
TabneTtok y 6nicrepi,
no 2 abo 4 6nictepu
B Kopo6ui; no 10
TabneTok y 6nictepi,
no 3 6nictepu B
kopobui; no 14
TabneTok y 6nictepi,
no 1 abo 2 Gnictepn
B Kopobuj; no 15
TabneTok y 6nictepi,
no 2 6nictepu B
kopooui

MeANYHOro 3acTOCyBaHHS Nikapcbkoro 3acoby
B po3ainax "®apmakoTepanesTuyHa rpyna.
Kog ATX" (yTouHeHHs iHdopmaLii 6e3 3miHn
kogy ATX), "®apmakonoriyHi BnactusocTi",
"B3aemogis 3 iHWK1MK nikapcbkuMmn 3acobamm
Ta iHWi B1uam B3aemogin", "OcobnuneocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiof
BariTHocTi abo rogyBaHHs rpyaato”, "3agaTtHicTb
BMMMBATU Ha LUBUAKICTb PeaKLii Mpy KepyBaHHi
aBTOTpaHcnopToM abo iHWMMKU MexaHismamu",
"MobiuHi peakuii" BignosigHo o iHpopmauii
pecepeHTHOro nikapcbkoro 3acoby
(Pantecta®, gastro-resistant tablets 40 mg, B
YkpaiHi 3apeectpoBanuin sk KOHTPOIOK,
TabneTkn racTpope3ncTeHTHi No 40 Mr).
[MepiognyHicTb NogaHHsA perynspHo
OHOBMOBAHOrO 3BiTY 3 6e3neku, BiANoBigHO A0
Mopsaky 3aificHeHHs dhapmakoHarnsgy,
3aTBepaKeHoro Hakazom MiHicTepcTBa
OXOPOHU 340pOB’s YKpaiHu Big 27 rpyaHs
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IIponoBxkeHHsa nomarka 2

Ne Haszea Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUPOb6HUKa eidnycky | yeaHHs | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTsi tocTuuii Ykpainm 29 ciuna 2007
poky 3a Ne 73/13340 (y penakuii Hakasy
MiHicTepcTBa OXOpOHM 300p0B'A YKpaiHu Big
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTPOKamMu, 3a3HavYeHuMn y
nepiogu4HOCTI NOAAHHSA PerynsapHuX 3BiTiB 3
6e3neku.
23. | CEBENNAMEP- TabneTkn, BKpUTI MicTtpan AHrnis BUPOBHMLTBO, Icnanis/ MepepeecTpaLisi Ha HEOOMEXEHWI TEPMIH 3a He UA/16898/01/01
BICTA nniBkOBOKO Kenitan BKITHO4a04M HimeyuunHa/ OHoBReHo iHhopMalLto B iIHCTPYKLiT Ans peuenmom | nidnsieae
o6GonoHkoto, no 800 MeHemXMeHT nepBuUHHE, BTOPUHHE MNonbwa MEAMYHOro 3aCTOCYBaHHSI NikapCbKoro 3acoby
mr, no 180 TabneTtok Jlimiten nakyBaHHA Ta y posginax: "®apmMakornoriyHi BnactueocTi”,
Yy KOHTEenHepax BUMYCK Cepii: "MokasaHHsA" (YyTOUYHEHHs iHdopMalLlii),
(6aHoukax) 3 CiHToH XicnaHis, "B3aemogisi 3 iHW1MK nikapcbkummn 3acobamm
KpuLeykoto; no 1 C.N., IcnaHis Ta iHWi Buau B3aemogin”, "OcobnusocTi
KOHTENHEpPY nepBuHHE, BTOPUHHE 3acTocyBaHHs", "3acTocyBaHHS Y nepiog,
(6aHouLi) ¥ nakyBaHHs: BariTHocTi abo rogyBaHHSA rpyaan”,
KapTOHHiI kopoOLi PotteHpopd Papma "MepenosyBaHHs", "IMobGiyHi peakLii”
'M6X, Himeuunna BiANOBIgHO A0 iHhbopMaLii woao megnuyHoro
BUPOBHMLTBO 3acTocyBaHHsA pedepeHTHOro nikapcbKoro
Hepo3dgacoBaHoI 3acoby (Renvela, TabneTtku, BKpUTI NiiBKOBOO
npoayKuii: 0BOSOHKOLD).
dapmac'ioTikan MepioanyHicTb NogaHHs perynspHo
Yopkc OHOBJHOBAHOrO 3BiTy 3 6e3neku, BiAnoBiaHO A0
NOJIb®APMA C.A., Mopsiaky 3aifcHeHHs1 hapmakoHarnsgy,
Monbwa 3aTBepKeHOro Hakasom MiHicTepcTBa
OXOPOHU 340POB’s YKpaiHu Bifg 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTsi tocTudii Ykpainm 29 ciuna 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XOpoHM 340pOB'A YKpaiHu Big
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHoO 3i CTpOKamu, 3a3HavYeHUMn y
nepioAnMYHOCTI NOAAHHS perynspHuX 3BiTiB 3
6e3neku.
24. | ®JIEBABEH® Tabnetku, no 1000 KPKA, o.4., CnoBeHis BMPOGHMUTBO "in CnoBeHisi MepepeecTpalisi Ha HEOBMEXEHWI TEPMIH bes nionsizae UA/16995/01/02
1000 mr no 10 TabneTok y HoBo mecto bulk", nepsuHHe Ta OHoBneHo iHdopMaLito B IHCTpyKLUii ans peuenma

onictepi; no 3 abo 6
GnictepiB y
KapTOHHiIl kopobui

BTOPWHHE
nakyBaHHs,
KOHTpOrb cepii Ta
BUWMYCK Cepil:
KPKA, a.a., HoBo
MecTo, CrioBeHisi
KOHTpOrb cepii:
KPKA, a.a., HoBo
MecTo, CrioBeHisi

MEeOUYHOro 3aCTOCYBaHHS NiKapcbKoro 3acoby
y po3gini "Mo6ivHi peakuii" BignosigHo Ao
iHdbopMaLii Woao BaxXnMBOCTI iIHPOPMYBaHHS
npo nobBiyHi peakuii.
[MepiognyHicTb NogaHHsA perynspHo
OHOBMOBAHOrO 3BiTYy 3 6e3neku, BiANoBigHO A0
Mopsaky 3aiicHeHHs hapmakoHarnsgy,
3aTBepaKeHoro Hakaszom MiHicTepcTBa
OXOPOHU 340pOB’s YKpaiHu Bifg 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTsi tocTuuii Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
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Ne
n/

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs1

Homep
peecmpauiliHo2o
noceid4yeHHs

MiHicTepcTBa OXOpOHM 300p0B'A YKpaiHu Big
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTpOKamu, 3a3HavyeHuMn y
nepiogu4HOCTI NOAAHHS PerynsapHuX 3BiTiB 3
6e3neku

25.

®JIEBABEH®
500

TabneTkn, BKPUTI
NniBKOBOIO
obonoHkoto, no 500
mr; no 15 TabneTok
y BnicTepi; no 2 abo
4 6nictepu B
KapTOHHiI kopooLi

KPKA, a.4.,
Hoso mecto

CnogBeHisi

BUPOBHMUTBO "in
bulk", nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTpOrb cepii Ta
BWMNYCK cepil:
KPKA, a.a., HoBo
mecTo, CrnoBeHis
KOHTpOIb cepii:
KPKA, a.a., HoBo
mecTo, CrnoBeHis

CnoBeHis

MepepeecTpalisi HA HEOOMEXEHU TEPMIH.
OHoBneHo iHdopmaito B IHCTpyKLUii Ans
MeANYHOrO 3aCTOCYBaHHS NikapCbKoro 3acoby
y po3ginax "Cnoci6 3actocyBaHHsi Ta 4o3n"
(yTo4HeHHs iHdbopmaLii), "MobivHi peakuii”
BianoBigHo Ao iHcopmadii 3 6e3nekn
3aCTOCyBaHHsI NikapcbKoro 3acoby.
MNepiognyHiCTb NogaHHA perynsipHo
OHOBJIHOBAHOrO 3BiTy 3 6e3neku, BiAnoBiaHO A0
Mopsagky 3picHeHHsA hbapmakoHarnagy,
3aTBepakeHoro Hakasom MiHictepcTBa
OXOPOHU 340POB’A YKpainu Big 27 rpyaHs
2006 poky Ne 898, sapeecTpoBaHoro B
MinicTtepcTsi tocTuuii Ykpainm 29 ciyna 2007
poky 3a Ne 73/13340 (y peaakuii Hakasy
MiHicTepcTBa OXOPOHK 300pOB'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riAHO 3i CTPOKaMMU, 3a3HAYEHMU Y
nepiogu4HOCTI NOAAHHA PErynapHMX 3BiTiB 3
6e3neku.

be3
peuenma

nidnsieae

UA/16995/01/01

26.

LE®ENIM
AHAHTA

MOPOLLIOK ANst
PO34MHY AN iH'eKUin
no 1r; 1 pnakoH 3
NMOPOLLKOM B KOPOOLIi
abo 10 cpnakoHiB 3
NMOPOLLKOM B KOPOOLIi

AHaHTa
Megikeap J74.

Benuka
BpuTaHis

Csicc NepeHTepanc
NTa., IHaia
AHaHTa Megikeap
Nimiten, IHAOis

IHAis

MepepeecTpalisi HA HEOOMEXEHU TEPMIH.
OHoBneHo iHopMaLlito B iHCTPYKUii Ans
MEeOUYHOro 3aCTOCyBaHHS NiKapCbKoro 3acoby
y po3ginax "OcobnuBocTi 3acTocyBaHHsA",
"Cnocib 3acTocyBaHHs Ta go3un"
(peparyBaHhs), "Oitn" (peparyeanHs), "MobivHi
peakuii" BiANOBIAHO 4O OHOBMEHOI iIHbopMaLi
3 BGe3neku ailnyoi pevoBUHN.
[MepiognyHicTb NogaHHA perynspHo
OHOBJIHOBAHOrO 3BiTy 3 6e3neku, BiAnoBiaHO A0
Mopsiaky 3dincCHeHHs hapmakoHarnsgy,
3aTBepaKeHoro Hakazom MiHicTepcTBa
OXOPOHU 340POB’A YKpainu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTsi tocTuuii Ykpainum 29 ciuns 2007
poky 3a Ne 73/13340 (y penakuii Hakasy
MiHicTepcTBa 0XOpoHM 340pOB'A YKpaiHu Big
26 BepecHs1 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTpOKamMu, 3a3Ha4YeHUMn y
nepioAnMYHOCTI NoAaHHS perynspHyX 3BiTiB 3
6e3neku.

3a
peuernmom

He
nidnsieae

UA/16849/01/01

27.

LE®ENIM
AHAHTA

NMOPOLLOK AN
PO34MHY Ans iH'eKUin
no 2 r; 1 pnakoH 3

AHaHTa
Megikeap J14.

Benuka
BpuTaHis

Csicc NepeHTepanc
NTa., IHais
AHaHTa Megikeap

IHAis

MepepeecTpalisi HA HEOOMEXEHUI TEPMIH.
OHoBneHo iHopMaLlito B iHCTPYKUiT Ans
MEeONYHOro 3aCTOCYBaHHS NiKapCbKoro 3acoby

3a
peuernmom

He
nidnsieae

UA/16849/01/02




14
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Ne
n/

Hasea
JliKapcbK020
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eUPOb6HUKa

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Peknam
yeaHHs1

Homep

peecmpauiliHo2o

noceid4yeHHs

NOPOLLKOM B KOpOOBLyi
abo 10 pnakoHiB 3
MOPOLLKOM B KOpOOBLyi

NimiTeq, IHaia

y posginax "OcobnueocTi 3acTocyBaHHA",
"Cnocib 3acTocyBaHHs Ta 4o3un"
(peparyBaHHs), "[iTn" (pegaryBanHs), "Mo6iyHi
peakuii" BignoBigHO 4O OHOBMEHOI iHchopmaLii
3 Besneku Ajtoyoi pe4yoBUHN.
[NepiognyHiCTb NogaHHA perynspHo
OHOBJHOBAHOrO 3BiTy 3 6e3neku, BignoBiaHO A0
Mopsaaky 3aincHeHHs hapmakoHarnsgy,
3aTBepakeHoro Hakasom MiHicTepcTBa
OXOPOHM 300pOB’st YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, sapeecTpoBaHOro B
MinicTtepcTsi tocTuuii Ykpainm 29 ciyna 2007
poky 3a Ne 73/13340 (y penakuii Hakasy
MiHicTepcTBa 0XOpoHM 300poB'a YKpaiHu Big
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTpOKamu, 3a3HavyeHUMn y
nepioaMYHOCTI NOAAHHS PErynApHUX 3BITiB 3
6e3neku.

28.

LLE®OUHAK®

TabneTkn, BKpUTI
NniBKOBOIO
o6onoHkoto, no 200
mr; no 10 TabneTok
y bricTepi ; no 1
Gnictepy B
KapTOHHIN ynakoBLi

Abpun
DopMynenLLH3
MeT. JlTo.

IHgia

Hekrap
JlandpcanHcis
Nimiten-tOHiT VI

IHAis

MepepeecTpalisi Ha HEOOMEXEHUI TePMIH
OHoBneHo iHbopMmaLito B iIHCTPYKLii Ans
MeANYHOro 3acTOCyBaHHS Nikapcbkoro 3acoby
y posginax: "®apmMakornoriyHi BnactueocTi”,
"MokasaHHA" (peparyBaHHSA TEKCTY),
"B3aemogisi 3 iHW1MK nikapcbkummn 3acobamm
Ta iHWi Buaun B3aemogin", "OcobnusocTi
3acTocyBaHHA", "30aTHIiCTb BNMBaTH Ha
LIBUAKICTb peakLii npu kepyBaHHI
aBTOTpaHcnopToM abo iHWMMKU MexaHismamu",
"MepenosyBaHHa", "TobIuHI peakwii”
BiAnoBigHO A0 iHpopmalii LWoao MeanyHoro
3acTocyBaHHsA pedepeHTHOro NikapcbKoro
3acoby ( SUPRAX, Tabnetku, BKpUTi
nniBKoBOK 06OMOHKOH).
[MepiognyHicTb NogaHHA perynspHo
OHOBJIHOBAHOrO 3BiTy 3 6e3neku, BiAnoBiaHO A0
Mopsiaky 3dinCHeHHs hapmakoHarnsgy,
3aTBepaKeHoro Hakazom MiHicTepcTBa
OXOPOHU 340POB’A YKpainu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTsi tocTuuii Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y penakuii Hakasy
MiHicTepcTBa 0XOpoHM 300pOB'A YKpaiHu Big
26 BepecHs1 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTPOKamMu, 3a3Ha4YeHUMn y
nepioAnMYHOCTI NOAAHHS perynsipHyX 3BiTiB 3
6e3neku.

3a
peuenmom

He
nidnsieae

UA/16758/01/01

29.

LE®PUHAK®

TabneTkn, BKPUTI
nNiBKOBOO
o06onoHkoto, no 400

Abpun
dopmynenH3
Mer. JlTa.

IHaia

Hextap
JlandpcanHcis
NimiTen-tOHiT VI

IHAis

MepepeecTpalisi HA HEOOMEXEHWI TEPMIH
OHoBneHo iHbopMaLlito B iHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHS Nikapcbkoro 3acoby

3a
peuernmom

He
nidnsieae

UA/16758/01/02




15 [IpomoBxeHHS J0JaTKa 2
Ne Haszea Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/ JNliKapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eUPOb6HUKa eidnycky | yeaHHs | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs
mr; no 10 TabneTok y posginax: "®apmMakornoriyHi BnactueocTi”,
y GricTepi ; no 1 "MokasaHHA" (pegaryBaHHsl TEKCTY),
6nictepy B "B3aemogisi 3 iHW1MK nikapcbkummn 3acobamm
KapTOHHIN ynakoBLi Ta iHWi Buau B3aemogin”, "OcobnusocTi
3actocyBaHHs", "3aaTHICTb BINMBATU Ha
LIBUAKICTb peakwii Nnpu kepyBaHHi
aBTOTPAHCNOPTOM abo iHWMMK MexaHiamamn”,
"MepenosyBanHs", "MobiuHi peakuii”
Bi4NOBIgHO A0 iHbopMaLii LWogo MeanyHoro
3acTocyBaHHS pedepeHTHOrO fikapCbKoro
3acoby ( SUPRAX, Tabnetku, BKpuTI
NNiBKOBOK 0GONOHKOLD).
MNepiognyHiCTb NogaHHA perynsipHo
OHOBJIHOBAHOrO 3BiTy 3 6e3neku, BiAnoBiaHO A0
Mopsaaky 3picHeHHsA hapmakoHarnaay,
3aTBepaKeHoro Hakasom MiHictepcTBa
OXOPOHU 340POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, sapeecTpoBaHoro B
MinicTtepcTsi tocTuuii Ykpainm 29 ciyna 2007
poky 3a Ne 73/13340 (y peaakuii Hakasy
MiHicTepcTBa OXOpPOHU 300pOB'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riAHO 3i CTPOKaMMU, 3a3HAYEHVMU Y
nepiogu4HOCTI NOAAHHA PerynsapHMX 3BiTiB 3
6e3neku.
30. | LE®OMNMEPA3OH NMOPOLLIOK MAT YkpaiHa LUnny AHTIBIOTIKC Kutan MepepeecTpalisi HA HEOOMEXEHWI TEPMIH - He UA/17030/01/01
Y HATPIEBA (cybeTaHuis) y "KvniBmegnpen PAPMAC'HOTIKANN nionsizae
Cinb TA KOHTeWHepax apat" KO., NTa
CYNNbBAKTAMY anoMiHieBux ons
HATPIEBA Clllb BMPOGHMLUTBA
CTEPUINbHUX

nikapcbknx gopm

HavyanbHuUK

®dapmaueBTUYHOro ynpaBniHHA

Tapac NACKOBCbKUN




