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[L]o00 modciueocmi niyen3syearnms
OesKux NIKapCoKux npenapamic
HeO0OXIOHUX OJ1sL NIKYGAHHA PIOKICHO20
3ax680pI06aHH — MYOePO3HO20 CKICPO3Y

Hlanosuuii Cepriio SIpocnraBoBuuy!

MIiHICTEPCTBO OXOPOHH 340pOB'st YKpaiHW po3rjsiHy/10 Baur JenyrarcbKuu
3alMT, OroJiolleHui Ha 3acinanHi BepxoBHoi Panu Ykpainu 7 rpyans 2018 poky
010 3BepHeHHs aenyTtara CMminsHCbkol pailoHHOI pagu A. Illynexka crocoBHO

MOXJIMBOCTI JILIEH3YBaHHS JEsSIKUX JIKapChbKUX TIpernapariB HEeOOXIAHUX Ui

JIKYBaHHS PIAKICHOrO 3aXBOPIOBaHHS — TyOEpO3HOro CKIepo3y, 1 IOHa€

iH(dopMallito, 110 104AETHCS.
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BinnoBigHo 1o mnosiokeHb 3akonHy YkpaiHu «lIpo mikapcbki 3acobuy,
J1KapchKi 3aco0M J10IMyCKalOThCs J10 3aCTOCYBaHHS Ta peaiizauii B YKpaiHi micis ix
JIep>KaBHOT peecTpallii.

3rigHo 3 BiomocTsaMu JlepxaBHOro peectpy JikapchbkuX 3acobiB YkpaiHu, Ha
tepuTopli YKpainu nikapcbkuil 3aci® «/lemakun XponHocdepa» ta «Cabpun» He
3apEECTPOBAHO.

JlepaBHa peecTpatiist (rnepepeectpailis) JIKapCbKUX 3aco0iB 3A1MCHIOETbCS
BIAMOBIAHO 110 MojiokeHb 3akoHy Ykpainu «llpo nikapcbki 3acobu», [lopsnaky
JepkaBHOI peecTpaulii (mepepeectpallii) JIKapChbKUX 3ac001B, 3aTBEPIKEHOrO
nocraHoBoto KaGinery MiunictpiB Ykpaiuu Bijg 26.05.2005 Ne 376, ta Ilopsnky
NIPOBEACHHST E€KCIIePTU3M peecTpalliiHUX MaTepiajiB Ha JiKapcbhki 3aco0u, w10
MOJAIOTECS Ha JEP)KaBHY peeCTpauilo (MepepeecTpaliio), a TaKoXK eKCIepTU3U
marepiajliB PO BHECEHHS 3MiH [0 peecTpalifHUX MarepiajiB MpOTAroM il
peecTpaliifHOro MOCBII4YeHHs, 3arTBepkeHoro Hakazom MO3  VYkpaiHu BiX
26.08.2005 No 426 (nani — Hakaz MO3 Ykpainu Ne 426).

JlepaBHa peecTpauis JiKapcbkoro 3acoly 3aikcHioeTbess MO3 YkpaiHu Ha
MiZicTaBl 3asiBU Ta Pe3yJbTaTiB €KCIEepPTU3U peecTpalliifHUX MmaTepialiB Ha TaKUl
3aci0, mnpoBeneHol JlepxkaBHUM exkcriepTHUM HeHTpom MO3  VYkpainu y
BM3HAUCHOMY MOPSIAKY.

Jlnst iHimlauil npoueaypH Jiep)KaBHOI peecTpallli Ha TepuTopli YkpaiHuh [0
MO3 YkpaiHu Mae 3BepHYTHUCS 3asiBHUK (CYO’ €KT rocrnojapchbKoi AlsIbHOCTI, SIKUH
MPOBOJUTh yCl HEOOXIIHI FOPUANYHI Ta (PIHAHCOBI [IIi CTOCOBHO peecTpauii 1 Hece
BIZMOBINATBHICTh 3TIHO 3 YMHHHUM 3aKOHOJABCTBOM YKpaiHM 3a JOCTOBIPHICTH
NOJaHuX JaHUX, e(PeKTUBHICTb, O€3MeUHICTh Ta SIKICTh IMpernapary) i3 3asBOK PO
JIep)KaBHy — peecTpalilo Ta peecTpaliiHUMU — MarepiajiaMd, [Mepenik  SKHX
BU3HauUeHUH Hakazom MO3 Ykpainu Ne 426 (y penaxuii Hakazy MO3 Ykpaiuu Biz
23.07.2015 Ne 460).

OxpeMo TMOBITOMIIIEMO, IO Ha choroAHi 3akoHoMm Ykpainu «[Ipo mixapcbki
3aco0M» 3arpoBaI’KEHO CIPOILIEHY MPOLEAYpPY peecTpalil JikapcbkUX 3aco01B, sKI
3apeecTpoBaHi  KoMreTeHTHUM opraHom Cnonydenux llrariB  Amepuky,
[lBednapii, Snouil, Asctpanii, KaHanu, nikapcbkux 3acobiB, 1o 3a
LEHTPai30BaHOI0  MPOLEAYPOID  3apeecTpOBaHI  KOMIETEHTHUM  OpPraHoM
€Bponeiicbkoro Coro3y JUlsl 3aCTOCYBaHHs Ha TEPUTOPIT LUMX KpalH 4M JepkKaB —
uneHiB €Bporneiicbkoro Corozy.

BianoBimHO 10 B3siTOro YpsiioM KpaiHU Kypcy Ha TMOKpalleHHsS JOCTYMHOCTI
eheKTUBHUX, Oe3MmeyHuX Ta SIKICHMX JIIKapChKUX 3aco0iB Ta 30UIbLIEHHS
HACUYEHOCTI HUMHU PUHKY YKpalHUW i 3a0e3revueHHs HaJaHHS SKICHOI MEAUYHOI
JOTIOMOTH Y BUIIIsIAL (hapmakoTeparii 3riiHo 3 €BpONeWCbKUMU MPOTOKOJAMHU Ta
bopMyisipamu, 3apornoHoBaHa Mnpoieaypa A03B0JIs€ WIBUIKO 311HCHUTH JEPKABHY
peecTpallito JiKapcbKUX 3aco0iB, 1110 BXKe 3apeecTpOBaHl Ta BUKOPUCTOBYIOTHCSH Y
KpalHax i3 CyBOpPOIO pEryJIsiTOPHOK CHCTEMOIO, $IKi 3aCTOCOBYIOTH BHCOKI
CTaHJAPTH J0 SKOCTI Ta Oe3MeKH JiKapChbKUX 3aco0IB.



BpaxoByrouu ocTaHHI 3MiHM J0 3aKOHOAABCTBA y chepi AepKaBHOI peecTparil
nikapcebkux — 3aco0iB, MO3  VYkpaiHu  HEOIZHOpPa3oBO  3BepTanocs 10
BUPOOHHUKIB/3asiBHUKIB aKTHBHO BHUXOAUTH 3 TPOIMO3ULISIMH JI0 JAep>KaBHOI
peecTpalii JikapchbKHUX 3ac0o0iB 38 MOJIeKyJ1aMU, [0 caMe Ha CbOTrOJIHI BIACYTHI Ha
pUHKY YKpaiHu, A 3a0e3reveHHss MOXKJIMBOCTI HaJaHHs SKICHOI MeIU4YHOL
JIOTIOMOTH HACEeJIEHHIO BIJAMOBIIHO A0 €BPOTEHCHKUX MPOTOKOJIB JIIKYBaHHS.

3ayBaXkMoO, 1O Mpoueaypa Aep’KaBHOI peecTpallil JiKapCchKUX 3aco0iB HE €
npuMycoBoro 3 0oky MO3 VYkpainu, a MOXJIuBa JMIlIe 3a YMOBHU IOJAHHS
BUIle3a3HaYeHO1 3asiBu. OTKe, y pa3i HaAXOMKEHHs BIAMOBIIHOI 3asiBHU Ta MakKeTa
JIOKYMEHTIB sl peecTpallil Bulle3a3HadyeHoro npernapaty, MO3 Ykpainu OyayTh
BXKHUTI BIJIMOBIJIHI 3aXO0/JIH.

HonatkoBo indgopmyemo, mo craHom Ha 21.12.2018 BianoBigHO 10
Jlep>xaBHOro peectpy JKapchbKux 3aco0iB  YKpaiHM 3apeecTpoBaHl HACTYIIHI
JIKapChKl 3aco0M, IO MICTSATh Y CBOEMY CKJajl AII0YY PEYOBMHY — BajbIlpoar

HaTPIIO:

Ne P

. Cknag airoumx

TepmiH aii 3/no Ha3sBa/nikapceka cpopma PEUOBMH Bupo6Huk 3anaBHUK
UA/15091/01/02 06.04.2016 BAJNIBIMNPOAT 500-TEBA i1 tabneTka mictute | Mepkne M'm6X TeBa
06.04.2021 TabneTku NPONOHroBaHol |Banbnpoaty HaTpilo | (BUpoBHULTBO dapmauesTikan
aii no 500 mr no 10 333 mr, BanbnpoeBoi | Hepo3dacoBaHoro IHgacTpis JiTa.,
TabneTok y 6nictepi; no 6 ikucnotu 145 mr (Wo {NpoaykTy, A03BIN Ha I3painb
abo 10 bnicrepiB y pasom BignoBigae BuUnyck cepii; MepsnHHa
kopobui 500 mr BanbnpoaTy |Ta BTOPWMHHA ynakoBka,
i HaTpil); KOHTPONb cepii),
! HimevyunHa
UA/15081/01/01 06.04.2016 BAJNBMPOAT 300-TEBA {1 tabneTka mictutb Mepkne M'moX TeBa
06.04.2021 TabneTku NPONOHroBaHOI | Banbnpoaty HaTpilo | (BUPOBHWUTBO dapmauesTikan
Aii no 300 mrno 10 199,8 wr, HeposacoBaHoro IHpacTpis JiTa.,

Tabnetok y 6nictepi; no 6
abo 10 GnicTepiB y
Kopobui

BanbnNpoeBOI
kucnotu 87 mr (wo
pasom BignoBigae
300 mr Banbnpoary
HaTpil)

NPOAYKTY, AO3BIN Ha
Bunyck cepii; MepsuHHa
Ta BTOPUHHA ynakoBka,
KOHTPOMb cepii),
HimeuunHa

I13painb

UA/Z588/02 ' HeobmexeHui 3 [ENAKIH® EHTEPIK 300 |1 tabnetka mictute | CaHodi BiHTpon TOB "CaHodi-
:056.01.2017 ‘TabneTku, BKpUTI BanbLNpoaTy HaTpilo | IHaacTpia, PpaHuis ABeHTiC
; obonoHKot, 300 wr CAHO®I-ABEHTIC C.A., | Ykpaina",
KNLLKOBOPO34uHHI no 300 IcnaHis Ykpaina
! mr Ne 100 (10x10): no 10
! TabneTok y 6nicTepi, no
| 10 6nicTepiB y KapTOHHiiA
! kopobui
UA/B595/01/01 §He06me>KeHw7| 3 KOHBYINEKC 1 amnyna (5 mn) [.J1. dapma 'mb6X TOB "BAJIEAHT
109.08.2017 po3uuH Ans iH'ekyin, 100 | micTUTb HaTpito (BMpOBHMUTBO, SAPMACBHIOTIK
mr/mn no 5 mn B amnyni, isanenpoaty 500 Mr {nakyBaHHA, KOHTPOIb AN3", Ykpaina
i no 5 amnyn y KOHTYpHil (exBiBaNneHTHO AKOCTI; BUPOOHWK, IO
: YapyHKOBIl ynakosui BasnbnpoeBol BiANOBiIAae 3a BUNYCK
i kucnotu 433,9 mr); 1 | cepii), ABCTpia
MIT PO3YUHY MICTUTb
HaTpito BanbnpoaTty
100 mr
UA/6671/01/01 HeobmexeHnn 3 KOHBYJNEKC 300 Ml 1 Tabnetka mictute | I.J1. ®apma 'm6X TOB "BAJIEAHT
09.08.2017 PETAP[ 300 mr HaTpito (BUpOBHMUTBO, SAPMACBHIOTIK
TabneTku, BKpUTI Banbnpoary MapkyBaHHs, nakysaHHs, {AJ13", YkpaiHa
‘nniBkoBo 060NOHKOI, KOHTPOMb SKOCTI;
' NPONOHroBaHoi Aii no 300 | BUPOOHWK,
mr; no 50 TabneTok y BiANOBiAaNbHWN 3a
KOHTeNHepi 3 BUNyckK cepii), ABCTpia
nonieTuneny; no 1
KOHTeNHepy B kopobui 3
KapTOHY
UA/2169/01/02 18.09.2014 BANBMNPOKOM 500 1 TabneTka TOB "®apma Crapt", TOB "®apma
18.09.2019 XPOHO Banbnpokomy 500 Ykpaina Crapt", YkpaiHa




TabneTku, BKPUTI
NNiBKOBOI 06ONOHKOIO,
nponoHrosaHof Aii no 500
mrno 10 Tabnetok y
BnicTtepi; no 1 abo 3
Bnictepu y nayui 3

XPOHO MICTUTb
Banbnpoarty HaTpito
333 mri
BanbnNpoeBOl
kucnotu 145 mr (Wwo
signosigae 500 mr

KapToHy Banbnpoary HaTpito
Ha 1 TabneTky)
UA/2169/01/01 18.09.2014 BANBMNPOKOM 300 1 Tabnetka TOB "®apma Crapt", TOB "®apma
18.09.2019 XPOHO Banbnpokomy 300 Ykpaina Crapt", YkpaiHa
TabneTku, BKpUTI XPOHO MIiCTUTb
NNiBkOBOK 0B0MOHKOM, Banbnpoaty HaTpito
nponoxrosaHoi Aii no 300 200 mr i
‘mrno 10 Tabnetok y BanbnNpoeBOl
‘Bnictepi; no 1, 3 abo 10 kucnotu 87 mr (Wwo
Gnictepis y navui 3 sianosigae 300 mr
KapTOHY Banbnpoary HaTpito
Ha 1 TabneTky)

UA/10298/01/01 18.05.2016 OENAKIH XPOHO® 300 |1 tabnetka mictute: ;CaHodi BiHTpon TOB "CaHodi-

i 18.05.2021 Mr Banbnpoary HaTpito |lHaacTpia, PpaHuis ABeHTic
TabneTku, BKpUTI 199,8 wr, Ykpaina",
060n0HKoI0, BanbnNpoeBoi Ykpaina
nponoxrosaHoi 4ii, no 300 |kucnotn 87,0 mr (Wwo
mr Ne 100 (50x2): (no 50 ieksiBaneHTHO
TabneTok y KOHTenHepi, Banbnpoary HaTpito
3aKPUTOMY KPWLLKOK 3 300 wmr)

BONOronornnHavem; no 2
KOHTEWHEPU B KAPTOHHIN
Kopobui)

UA/9200/01/03 29.04.2014 EHKOPAT XPOHO 1 Tabnetka mictute | Can ®apmacboTukan Can

5 29.04.2019 TabneTku, BKpUTI HaTpito Banbnpoaty |lHaacTpis JIT4., IH4is ®apmacbloTukan
obonoHkot, 333 mr Ta kucnoTu IHaacTpi3
nponoHrosaHoi Aii no 500 |sanenpoesoi 145 wmr, | TNimiteq, IHais
mr no 10 Tabnetok y ‘wo signosiaae 500
cTpuni; no 1 abo no 3 | Mr HaTpito
,CTPUNK y KAPTOHHINA ‘Banbnpoary

|  kopobui |

{UA/9200/01/02 29.04.2014 |EHKOPAT XPOHO 1 Tabnetka mictute | CaH ®apmacsioTukan Can

i 29.04.2019 i TabneTku, BKPUTI HaTpito Banbnpoaty lHaacTpis JiTa., IHAis dapmacbioTukan

| | 060I0HKO0, 200 mr Ta kucnoTu IHaacTpis

g i NponoHrosaHoi Aii no 300 |Banbnpoesoi 87 mr, Nimiteq, IHgiA

! mr no 10 Tabnetok y wo signosigae 300
‘cTpuni; no 1 abo no 3 Mr HaTpito
[CTPUNU Y KapTOHHIi Banbnpoary

i ' Kopobui

{UA/9200/01/01 29.04.2014 {EHKOPAT XPOHO 1 Tabnetka mictute | CaH ®apmacbioTukan CaH

| 29.04.2019 ‘TaBneTku, BKPUTI HaTpito Banbnpoaty InaacTpis JITa., IHAIA dapmacbloTukan

060n0HKOH, 133,5 mr Ta kucnotu IHaacTpi3

{ nponoHrosaHoi aii no 200 |Banbnpoesoi 58 wmr, Nimitea, lHais

j mr no 10 Tabnetok y wo signosigae 200

! cTpwni; no 3 ctpunu y Mr HaTpio

: KapTOHHIN kopobui Banbnpoary

{ 01 110.10.2014 NENAKIH XPOHO® 500 1 Tabnetka mictute | CaHodi BiHTpon TOB "CaHxodi-

10.10.2019 mr ‘Banbnpoary HaTpito | IHaacTpia, PpaHuis ABEHTIC

! TabneTku, BKpUTI 1333 Mr, BanbnpoeBoi | Ykpaina",
060noHKoH, kncnotu 145 mr (wo Ykpaina
nponoHrosaHoi 4ii no 500 ' eksiBaneHTHO

| mr Ne 30: no 30 TabneTok |BanbnpoaTy HaTpito

! y KOHTelHepi, 3akputomy 500 mr)

‘ ! KPULLKOIO 3

% BOMOronorfuHayem, 8
§ KapTOHHii kopobui

UA/6595/02/01 gﬂeoﬁmexenmﬁ 3 KOHBYJEKC 1 mn cupony mictuTb | I.J1. ®apma M'mbX, TOB "BANEAHT
:108.11.2017 cupon, 50 mr/mn no 100 | HaTpito Banbnpoaty |ABCTpIA OAPMACBIOTIK
My hnakoHi pasom 3i 50 mr AN3", YkpaiHa

wnpuy-Ao3aTopom; no 1

i ' (hNakoHy B KapTOHHIi
| ' kopobui

UA/7536/01/01 121.07.2014 ‘KOHBYNbCO®IH® 1 Tabnetka micTute | Mepkne M'M6X (koHTponb | TEBA
:21 .07.2019 §Ta6neTKV| no 300 mr no 333 mr kanbuito SAKOCTI, BUNYCK cepin), dapmauesTikan
1
i

i
i

1100 TabneTok y thnakoi;
ino 1 chnakoHy B KAPTOHHIN
fKopoﬁui

{Banbnpoary
|avrigparty, wo
isignosigae 300 mr

‘Kanbuio Banbnpoary |

HimeyynHa

Knoke ®apma-Cepsic
M6X (BUpobHUUTBO
Hepo3adacosaHoi

IHpacTpi3 JiTa.,
I3painb




NPOAYKLUii, NepBuHHa Ta
BTOPVHHA ynakoBka,
KOHTPOb SKOCTI),
HimeuyynHa

Knoke BepnakyHrc-
Cepsic 'M6X (MepBrHHA
Ta BTOPUHHA ynakoBka),
HimeuunHa

UA/10138/01/01

05.12.2014
105.12.2019

AENAKIH® 400 wmr
niodinizaTt ANs po3vnHy
Ans iH'ekyin no 400 mr Ne
4 (no 1 cbnakoHy 3
nioinisaTom y KOMNNEKTI
3 1 amnyno po3ynHHUKa
(Boaa Ans iH'ekyin) no 4
My KaPTOHHI kopobui

N2 1, no 4 kapTOHHUX
‘kopoBku Ne 1y KapTOHHiIn
‘Kopobui Ne 2)

1 dhnakoH MicTuTh
BaNbnpoaTy HaTpito
400 mr

CAHO®I C.MN.A.

 (BUPOOHMK,
‘BignosigansHun 3a

BUNYCK cepin), ITanis
XIHOIH, 3asoa
dapmaueBTUYHUX Ta
XiMiyHux MNpoaykTis
Mpausit Ko. JlTa.
(BUPOBHUK PO3UUHHWMKA),
YropwwHa

TOB "CaHodi-
ABEHTIC
Ykpaixna",
Ykpaina

UA/6671/01/02 HeobOMeXeHWn 3 KOHBYNEKC 500 M 1 Tabnetka mictute [.J1. ®apma M'm6X TOB "BANIEAHT
09.08.2017 PETAP[ 500 mr HaTpito (BMpOBHUUTBO, DOAPMACBHKOTIK
TabneTku, BKpUTI Banbnpoary MapKyBaHHs, nakyBaHHs, |A13", YkpaiHa
nniBkoBOK 060NOHKOI, KOHTPONb SIKOCTI;
nNposoHroBaxoi aii no 500 BUPOBHWMK,
mr; no 50 TabneTok y BiAnoBiaanbHuUM 3a
KOHTElHepi 3 BUnNyck cepii), ABCTpisa
nonieTunexy; no 1
KOHTENHepy B kopobui 3
i KapToHy
UA/3988/01/02 %18.0942014 BANBMNPOKOM 500 1 Tabnetka TOB "®apma Crapt", TOB "®apma
:118.09.2019 XPOHO Banbnpokomy 500 Ykpaina Crapt", YkpaiHa
TabneTku, BKpUTI XPOHO MICTUTL
! nniBkoBOK 060M0HKOIO, Banbnpoary HaTpito
é nponoHrosaHoi Aii no 500 (333 mri
i mr in bulk: no 7 kr BaNnbNpoEBOI
TabneTtok y kucnotun 145 wmr (wo
nonieTuneHoBux naketax gignosiaae 500 mr
: BanbNpoary HaTpilo
i i ! Ha 1 Tabnetky)
[UA/3988/01/01 118.09.2014 BANIBMPOKOM 300 1 Tabnetka TOB "®apma Crapt", TOB "®apma
‘ 18.09.2019 XPOHO Banbnpokomy 300 Ykpaina Crapt", YkpaiHa
TabneTku, BKpUTI XPOHO MICTUTb
nniBkoBoto 060N0HKOD, Banbnpoary HaTpito
nponoxrosaHoi aii no 300 1200 mr i
mrin bulk: no 7 kr Banbnpoesol
TabneTok y kmcnotu 87 mr (wo
nonieTuneHoBux naketax eignosigae 300 mr
Banbnpoary HaTpito
i Ha 1 TabneTky)
UA/3817/01/01 121.05.2015 OENAKIH® 1 mn cupony mictuTe | KOHITep Jliksig TOB "CaHodpi-
121.05.2020 cupon, 57,64 mr/mn Ne 1:  iBanbnpoaTty HaTtpito | MaHydekvypiHr, ABeHTIC
; no 150 mn y conakori; no (57,64 mr DpaHuis Ykpaina",
i 1 cbnakoHy 3 403yr4NM YkpaiHa
i NPUCTPOEM 3 NPOBKOtO-
| aAanTopoM B KapTOHHil
f kopobui

3actynuuk MiHicTpa
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