MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPATHA
HAKA3
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02 uepBHsa 2021 poky

IIpo aep>xaBHY peecTpariiio (mepepeecTpaniio) JiKapcbKHX 3aco0iB (MeJUYHHX
iMmyHoOio/1oriuHKX MpenapaTiB) Ta BHeCeHHs 3MiH /10 peecTpaLiiHiX MaTepiaiB

BignosiaHo go crarti 9 3akoHy Ykpainu «IIpo jyiikapchbki 3acobu», MyHKTIB 5,
7, 10 Tlopsiaky [mepskaBHOI peecTpariii (miepepeecTpaiiii) JiKapCbKHUX 3acobiB,
3aTBep/pKeHoro rmoctaHoBoro Kabinety MinicTpiB Ykpainu Bif 26 TpaBHs 2005 poKy
Ne 376, ab3aily ABaAnsaTb CbOMOTO IMANMYHKTY 12 myHKTy 4 Ilosio)KeHHsSI TIpO
MiHicTepcTBO OXOpPOHM 37I0pOB’ST YKpaiHu, 3aTBeppKeHoro rnocrtaHoBoro KabiHery
MinictpiB Ykpaiau Big 25 Gepesnst 2015 poxy Ne 267 (B pejakiiii IOCTaHOBH
Kabinery MinictpiB Ykpainu Big 24 ciuas 2020 poky Ne 90), Ha migcTaBi
pe3y/IbTaTiB eKCIIepPTHU3M peeCcTpaljifHuX MaTepiasiiB JiKapchbKUX 3aco0iB (MeAUUHUX
iMmyHOOio/loTiuHMX ~ TIperapariB), 10 TIOflaHi Ha [Iep’KaBHY  peeCcTpariito
(mepepeecTpallito) Ta BHECEHHsS 3MiH [0 peeCcTpaliiHUX MaTepiasiB, MpPOBeeHUX
[epxaBHUM MiANIPUEMCTBOM  «/lep>KaBHUM eKCIepTHUM 1ieHTp MiHicTepcTBa
OXOPOHHU 3/I0pOB’Sl YKpaiHW», BHCHOBKIB 11107I0 eheKTUBHOCTi, Oe3reyHoCTi Ta
AKOCTI, WJOA0 eKCIIepTHOI OLIHKM CITiBBIJHOLIEHHSI KOPUCTb/PU3MK JIIKAPCHKOrO
3aco0y, 1110 TIPOTIOHYETBHCS [0 Jep)KaBHOI peectpaillii (mepepeecTpailii), 070
BHECEHHS 3MiH [0 peeCTpaljiiHuX MaTepiaiB Ta peKoMeHZallii Moro A0 Jep>kaBHOl
peectpaiiii (repepeectpariii) abo BHeCeHHsI 3MiH [I0 peeCTpalliiHUX MaTepiaiB

HAKA3Y1O:

1. 3apeectpyBaTy Ta BHeCTH 0 [lep>KaBHOTO peeCTPy JiKapChbKMX 3aco0iB
YKpaiHud JiKapchKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
riepesikoM (JoAaTok 1).

2. TlepepeecTtpyBaTy Ta BHECTH 70 Jlep>KaBHOTO PeECTPY JiKapChKUX 3acobiB
YKpaiHd miKapcekKi 3acobu (MeauuHi iMyHoOiomnoriuHi mperapaTu) 3rifHO 3
riepesikoMm (JOoAaToK 2).
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3. BHecTu 3MiHM [0 peecTpaLliiHUX MaTepiasiB Ta [lep)kKaBHOTO peeCcTpy
nmikapcbKux 3acobiB YKpaiHM Ha JliKapchKi 3acobu (MeauuHi iMyHOOiosoriuHi
TriperiapaTH) 3TiJ{HO 3 MepesiikoM (JoAaTokK 3).

KoHTpOJIb 3a BUKOHAHHSM I[bOT'0 HaKa3y 3a/IuIIao 3a co00k0.

MiHnicTp BikTop JIAIIIKO



Aopatok 1

[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»

Bif 02 yepBHA 2021 poky Ne 1081

MEPENIK
3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIOJTIOMNYHUX MPENAPATIB), AKI BHOCATBLCA A0
AEP>XABHOI'O PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHA

Ne

Hassa

Popma surnycky 3assHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
1. AJEHO3WUH-5'- MOPOLLIOK (cybCcTaHLis) y TOB YkpaiHa TOB Ykpaina peecTpaduis Ha 5 pokiB - He UA/18769/01/01
TPUDPOCDHATOrI | naswkax 3 "hapmaueBTUYHa "hapmMaueBTUYHA nionsieae
CTUANHATO- nonietuneHtepedTanar KOMMaHis KOMMaHis
MATHIFO(11) y ons "®apKoC" "®apKoC"
TPUKANIEBA hapmaueBTUYHOro
CiNlb 3aCcTOCyBaHHA
OKTATIAPAT
2. BA®A30N NopoLUOK (cybeTaHuis) y ToBapucTBo 3 Ykpaina ToBapucTBO 3 Ykpaina peecTpauist Ha 5 poki - He UA/18760/01/01
nakeTax noAgiiHUX i3 [0[aTKOBOIO [0aTKOBOK niossieae
nAiBk1 NoNieTUNEHOBOT BiANOBIAA/LHICTIO BiANOBIAA/ILHICTIO
ans dapmauleBTUYHOIo "IHTEPXIM" "IHTEPXIM"
3acTOCyBaHHSA
3. BA®A30/M IC® Tabnetku no 10 mr; no ToBapucTBO 3 YkpaiHa ToBapucTBO 3 Ykpaina peecTtpauis Ha 5 pokis 6e3 nionsieae UA/18761/01/01
10 TabneTok y 6nicTepi; [0aTKOBOI [04aTKOBOK MepioAnyHICTb NOAAHHS PErynsapHO peyenma
no 4 a6o 6 6nictepis y Bif4NoBiAaIbHICTIO Bif4NoBiAaNbHICTIO OHOBJ/IHOBAHOIO 3BITYy 3 6e3neku,
naui "IHTEPXIM" "IHTEPXIM" BiANOBIAHO A0 MopsAKY 34iACHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3zom MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro
B MiHicTepcTBi toCTuLi YKpaiHu 29
ciuHg 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa
OXOPOHW 3,0POB'A YKpaiHu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamMMm,
3a3HavyeHVMK y NepiognNYHOCTI
nofaHHsA perynsipHux 3BiTiB 3
6esneku.
4, KNOTPUMA3ON KpucTaniyHWin NopoLLIoK ToBapucTBO 3 YkpaiHa AMONI IHais peecTtpaduis Ha 5 pokiB - He UA/18762/01/01
(cybeTaHuis) y 06MeXeHo OPTAHIKC nionsieae
noABINHMX BiAMOBIAA/IbHICTIO MPAMBET
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chapMaLeBTUYHOTO
3acTocyBaHHs

BMPOOHULITBA, 3a
BUHATKOM BUMYCKY
cepii:
HAHNKOY XyaKCiHr

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
noslieTUIEHOBMX "papmMaueBTNYHa NIMITEL
nakeTtax gns KomnaHis
hapMaLeBTUYHOIO "3popos'a”
3acToCyBaHHSA
5. NE®EK-ABAHT pO34MH s iHdysiii, 500 TOB "KoHapk YkpaiHa [JouipHe Ykpaina peecTpauis Ha 5 poki 3a He UA/18763/01/01
mr/100 mn; no 100 mny IHTenven" niANpMEMCTBO MepiognyHICTb NOAAHHSA PerynsipHo peyenmom nionsizae
KOHTEliHepi 3 "®apmaTpeiig” OHOB/IOBAHOrO 3BiTY 3 6e3neku,
nonisiHinxnopugy; no 1 BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
KOHTelHepy B thapmakoHarnsgy, 3aTBepAKeHoro
nonimepHiii nnisui B Haka3zom MiHicTepcTBa OXOPOHU
KapTOHHI ynakosL,i 300pOB’A YKpaiHu Big, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHOro
B MiHicTepcTBi toCcTuLi YkpaiHu 29
ciuHsa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa
OXOPOHY 30POB's YKpaiHu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i CTPOKamu,
3a3HavyeHVMK y NepiognyHOCTI
NOAAHHA PerynspHuX 3BiTiB 3
6e3neku.
6. MENOKCUKAM NopoLLOK (cybCTaHuis) y AT "dapmak” YkpaiHa CaH IHais peecTtpauis Ha 5 poki - He UA/18772/01/01
noABiiHMX dapmacboTikan nionsizae
nonieTnneHoBnx IHoacTpi3 /114,
nakeTtax gns
hapMaLeBTUYHOIO
3acToCcyBaHHsA
7. ME/TOKCUKAM MOPOLLIOK (CybCcTaHuis) y AT "KUIBCbKNIA YkpaiHa UxeussaH Ekcenb Kutaii peecTpadist Ha 5 pokis - He UA/18764/01/01
nakeTax noABiHMX BITAMIHHW dapmacbtoTikan nidnsieae
nosieTuNeHoBux Ans 3ABO" Ko., 114,
hapmaueBTUYHOro
3acToCyBaHHS
8. MOP®O/NIHIEBA | KpUCTaniyHWiA NOPOLLIOK TosapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa peecTpauist Ha 5 pokis - He UA/18765/01/01
CINlb TIA3OTHOI | (cy6cTaHuis) y 0bMexeHot obMexeHot nionsizae
Kncnotun nosieTUIeHoMy MilLIKy BiANOBIAA/IbHICTIO BiANOBIAA/ILHICTIO
Ansa dapmaleBTUYHOro "PAPMXIM" "PAPMXIM"
3acToCyBaHHSA
9. CUHTOMIUVH NopoLUOK (cybeTaHuis) y TOB "E/NIC- YkpaiHa BUNYCK cepil: Narsis/ peecTpauist Ha 5 pokis - He UA/18766/01/01
naketax YKPAIHA" TOB "ENMNIC", Kutait nionsizae
nonieTuIeHoBmx Nartsis;
noAgiviHNX gns yci ctagii
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
Kewmikan Ko., T4,
Kutaii
10. CYNb®ATIA30/1 | nopoLuok (cybecTaHuis) y ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa peecTpauist Ha 5 pokis - He UA/18767/01/01
HATPIIO MilLKax nolieTuIeHoBKX 06MeXeHoI0 06MeXeHoto nionszae
FEKCATIAPAT Ons hapmaleBTUYHOro BIANOBIAA/ILHICTIO BiANOBIAA/ILHICTIO
3acToCyBaHHsA "OAPMXIM" "OAPMXIM"
11. TOBPAMILUWVH nopoLuok (cyberaHuis) y | TOB "HOpia-®apm" YkpaiHa NIB3OH HbIO Kutaii peecTtpauis Ha 5 pokis - He UA/18768/01/01
noABiiHMX HOPT PIBEP nionsizae
nonieTuIeHoBmx ®APMACBIOTIKA
nakeTtax gns NKO., NT4
hapMaLeBTUYHOIO
3acToCcyBaHHsA

FeHepanbHU AUpeKTop
AvpekTopaTy chapmMaueBTUYHOIO 3a6e3neyYeHHsA

OnekcaHgp KOMAPIOA




NMEPEPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEAUYHNX IMYHOBIO/TOINYHNX NPEMAPATIB), AKI

NMEPENIK

Aopatok 2
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy

peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX

iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»
Bif 02 yepBHA 2021 poky Ne 1081

BHOCATLCA A0 AEPXXABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHI

6nictepi; no 1
6nictepy y
KapTOHHI navui

MeAMYHOro 3acTOCYBaHHS NikapCbKoro 3acoby y
po3ginax "lMpoTunokasaHHa", "B3aaemogis 3
HLUIMMK NikapcbKMKU 3acob6aMm abo iHLLI BUAN
B3aemMogiin”, "Ocob6MBOCTi 3aCTOCyBaHHS",
"Cnoci6 3acTtocyBaHHs Ta fo3un” 1a "MoGiyHi
peakuii" BignoBsigHo A0 iHhopmav,i
pedhepeHTHOrO Jlikapcbkoro 3acoby (MOBAJIIC,

Ne Ha3ssa Popma sunycky 3assBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Pexknam Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHsA | peecmpayiliHo20
3acoby YnakoskKa) NnoCcBi0Y€HHs1
1. AHANbIIH- Tabnetku no 500 mr, | ToBapucTBO YkpaiHa ToBapucTBO 3 Ykpaina nepepeecTpaLisi Ha HE0OBMEXEHW TePMIH 6e3 nionsieae UA/5706/01/01
340POB'A no 10 TabneTok y 3 06MexeHot peyenma
6nictepi; no 1 obMmexeHo BiANOBIAA/ILHICTIO OHoOB/EHO iHghopmaLito B IHCTPYKLi ans
6nictepy y Bignosiganb "papmMaueBTUYHA MeAUYHOro 3acToCyBaHHA NikapcbKoro 3acoby y
KapTOHHI kopo6Lyj; HiCTIO KOMMaHis po3ginax "®dapmakoTepaneBTuyHa rpyna”
no 10 TabneTok y "®apmaueBT "3popos " (yTouHeHHsA chopMysoBaHHs), "B3aemopis 3
6nictepax N4Ha iHLWIMMK NiKapcbknMy 3acobamu Ta iHLWi BUAn
KOMNaHisi B3aemMogiin", "OcobMBOCTi 3acTOCyBaHHS",
"3gopoB A" "Mepeno3yBaHHaA", "INo6i4HI peakuii” BiaNoBigHO
[0 OHOBNEHOI iHGhopMaLii 3 6e3nekn
3aCTOCYBaHHS fil040i PeYOBUHMN.
MepioAnyHICTL NOAaHHA PerynsipHo
OHOBJIHOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
Mopsaky 3ajiicHeHHs dhapMakoHarisay,
3aTBEepKEeHOro Hakasom MiHiCTepcTBa OXOPOHU
370p0B’sA YKpaiHu Bif 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCcTuLi
Ykpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3ly MiHicTepcTBa OXOPOHU
300pOoB'a YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMM,
3a3HayYeHMU y NepioanYHOCTI NOAAHHSA
perynsipHuX 3BiTiB 3 6e3neKu.
2. APOKCUKAM Tabnetku no 15 mr; Aypob6iHA0 IHais Aypob6iHao dPapma IHais nepepeecTpaLisi Ha He0OMeXeHW TepMiH 3a He UA/11516/01/02
no 10 TabneTok y Papma JITa Nimiten - FOHIT I OHoBEHO iHhopMaLlito B IHCTPYKLT Ans peyenmom | nionszae




n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayiliHo2o
nocsio4eHHs

Tabnetku no 7,5 mr abo 15 wmr).
MepiognyHICTb NOAAHHA PerynspHo
OHOB/IOBAHOrO 3BiTYy 3 6e3neku, BiANOBIAHO A0
Mopsaky 34jiicHeHHs hapMakoHarisay,
3aTBEPMAXEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
370poB’A YKpainuu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCcTuLi
YkpaiHnu 29 ciyHa 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3ly MiHicTepcTBa OXOPOHU
300pOoB's YKpaiHu Big 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKaMM,
3a3Ha4YeHUMK Y NepioguYHOCTI NoJaHHSA
perynsipHmx 3BiTiB 3 6e3neku

APOKCUKAM

Tabnetku no 7,5 mr,
no 10 TabneTtok y
6nictepi; no 1
6nictepy y
KapTOHHIM nayu,i

Aypob6iHA0
®apwma JITa

IHAis

AypobiHgo dapma

Nimiteq - FOHIT I

IHais

nepepeecTpawis Ha HeobMeXeHuli TepMiH
OHoB/EHO iH(hopMaLLito B IHCTPYKUi Ans
MeAMYHOro 3acTOCYBaHHS NikapCbKoro 3acoby y
po3ginax "lMpoTunokasaHHsa", "B3aemogis 3
HLUIMMK NikapcbKvMKU 3acob6ammn abo iHLWi BUAN
B3aemogiin”, "OcobmMBOCTi 3acTOCyBaHHS",
"Cnoci6 3acTocyBaHHA Ta fo3un" Ta "MNo6iuHi
peakuii" BignoBsigHO A0 iHchopmavi
pedhepeHTHOro nikapcbkoro 3acoby (MOBAJIIC,
Tabnetku no 7,5 mr a6o 15 wmr).
MepioanyHICTb NOAaHHSA perynsipHo
OHOBJ/IKOBAHOIO 3BIiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34iicHeHHA hapMakoHarnaay,
3aTBEPKEHOr0 Haka3om MiHICTepcTBa OXOPOHM
340pOoB’A YkpaiHu Big, 27 rpygHs 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuULji
Ykpainu 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakaly MiHicTepcTBa 0XOpPOHU
30,0p0oB's YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTB: 3riAHO 3i CTPOKaMMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku

3a
peyenmom

He
nionseae

UA/11516/01/01

APTPUOA®

PO34nH A1 iH ek,
100 mr/mn, no 2 mn
B amnynax; no 5
amnyn y noTKy; no 2
NOTKM Yy navui 3
KapToHy

3AT
"®apmnira”

JlnToBcbKa
Pecny6nika

XAYNT ®APMA
NIBPOH

®paHuina

nepepeecTpais Ha HEOBMEXeHW TEPMIH
OHOB/EeHo iHdhopMaLito 3 6e3neku
3aCTOCYBaHHS Ail040i peYOBUHY B IHCTPYKLUIT Ans
MeAUYHOro 3acToCyBaHHSA NiKapCbKoro 3acoby y
po3gainax "Oco6/MBOCTi 3aCTOCYyBaHHA" Ta
"Mo6iuHI peakuii”.

MepioanyHICTb NOAaHHSA perynsipHo
OHOBJ/IKOBAHOTO 3BIiTYy 3 6e3neku, BiANOBIAHO A0
Mopsaky 3AiicHeHHs hapmakoHarnaay,
3aTBEPKEHOr0 Haka3om MiHICTepcTBa OXOPOHM
3[10pOB’A YKpaiHu Bif 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuULji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y

3a
peyerimom

He
nionsiecae

UA/15442/01/01




n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayiliHo2o
nocsio4eHHs

pepakuii Haka3y MiHicTepcTBa 0XOpPOHU
3[10pOB'sA YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

AYPOLOAHC

PO34nH A1 iH ek,
2 mr/mn no 2 mn a6o
no 4 mn B amnyni,
no 5 amnyny
KapTOHHIA Kopoo6Li

Aypo6iHao
dapma /114

IHgis

AypobiHgo ®apma

Nimiteq - HOHIT IV

IHais

MepepeecTpauis Ha HEOOMEXEHNA TEPMIH.
OHoB/EHO iHhopMaLito B IHCTPYKLUIi Ans
MeAMYHOr0 3aCTOCYBaHHS NikapcbKoro 3acoby y
posginax: "®apmakonoriyHi BiractneocTi”,
"B3aemogisa 3 iHWKMKU nikapcbkuMu 3acobamu 1a
iHWi BMAW B3aemogijin”, "OcobmBocTi
3acTocyBaHHs", "3acTocyBaHHS y nepiog,
BariTHOCTi abo rogyBaHHs rpyaar”, "3aaTHicTb
BM/IMBATU Ha LWBMAKICTb peakLjii Npu KepyBaHHI
aBTOTPaHCMOPTOM ab0 iHWMMK MexaHismamn',
"Cnocib 3acTtocyBaHHs Ta go3u', "fitn"
(peparyBaHHs TekcTy), "lMepenosyBaHHA",
"Mo6iuHi peakuii" BigNoBigHO A0 iHchopmaui
LLOA0 MELUYHOrO 3aCTOCYBaHHS petepeHTHOro
nikapcbkoro 3acoby (SOPPAH, po3unH ans
iH'eKLin, 2 mr/imn).
MepiognyHICTb NOAAHHA PerynspHo
OHOBJIIOBAHOrO 3BiTY 3 6e3neku, BiANOBiAHO A0
Mopsaky 34iicHeHHs dhapmakoHarisay,
3aTBEPAKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
3[10poB’sA YKpaiHu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi toCcTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakazy MiHicTepcTBa OXOPOHU
300pOoB'a YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKaMMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynsipHuX 3BiTiB 3 6e3neKu.

3a
peyerimom

He
nionsieae

UA/15369/01/01

BPELIEP

niodpinizat ans
PO34UHY A5t iH KLt
no 3,5 mr, 1 donakoH
3 niocpinizatom y
KapTOHHIA KopooLi

4-p Peapi'c
Na6opaTtopi
c Nty

IHAjs

A-p Peppi'c
Na6opaTopic /T4,
(Bupo6Hnunii
Biggin - 7)

IHAjA

MepepeecTpallisi Ha HEOBMEXEHNA TEPMIH.
OHOBNEHO iHhopMmaLito B IHCTPYKLUIT Ans
MeAUYHOro 3acToCyBaHHSA NiKapCbKoro 3acoby y
posginax:

"®apmakonoriyHi BnacTneocTi”,
"MpoTmnokalaHHa", "Ocobmsi 3axoan 6e3nekn”,
"Oco6nMBOCTI 3aCTOCyBaHHSA", "34aTHICTb
BM/IMBATY Ha LUBMAKICTb peakLii Npu KepyBaHHI
aBTOTPaAHCMOPTOM ab60 iHWMMK MexaHismamn®,
"Cnocib 3acTtocyBaHHs Ta go3u', "Litn"
(iHcbopmauis 3 6e3nekn), "MobiuHi peaxuii”,
"HecymicHicTb" BignoBigHO Ao iHhopmauii woao
MeAMYHOro 3acToCyBaHHA pedhepeHTHOro
nikapcbKoro 3aco6y (BE/IKENA®, niodpinisat
[N PO3YMHY ANS iH'EKLiN)

3a
peyenmom

He
nionsieae

UA/15186/01/01




n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayiliHo2o
nocsio4eHHs

MepiognyHICTb NOAAHHA PerynspHo
OHOBJHOBAHOrO 3BiTY 3 6e3Meku, BiANOBIAHO A0
Mopsaky 34iicHeHHs hapMakoHarnaay,
3aTBEPAKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
3710p0B’sA YKpaiHu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi tocTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3zy MiHicTepcTBa OXOPOHU
370pOB'a YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTB: 3riAHO 3i CTPOKaMMU,
3a3HayYeHMU y NepioAnYHOCTI NoAaHHA
perynsipHuxX 3BiTiB 3 6e3neKu.

EAAPBIKNOP®

TabneTku, BKPUTI
NiBKOBOO
o6os0oHKoto, 40
mr/25 wr; no 14
Tabnetok y 6nictepi;
no 1 a6o no 2
6nictepu y
KapTOHHIA KOpooLi

AciHo
®apma Al

LLiBeiuapis

BMPOGHMLITBO 3a

MOBHUM LVIK/TOM:

Takepa IpnaHgis
nrg

IpnaHgis

nepepeecTpawis Ha HeobMeXeHnli TepMiH
OHOBNEHO iHhopMaLito B IHCTPYKLIT An1s
MeJMYHOro 3aCTOCYBaHHA NMiKapCbKoro 3acoby B
po3ginax "®apmakonoriyHi BnactTuBocTi"
(peparyBaHHS TEKCTY Ta YTOUYHEHHS iHdopMaLiT),
"Moka3aHHs" (peaaryBaHHsi TEKCTY),
"MpoTunokasaHHs", "B3aeMogis 3 iHLLIUMK
nikapcbknmy 3acobamu Ta iHLWi BUAN
B3aemMogiin", "OcobMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepio BaritTHocTi abo
rofyBaHHs rpyanr” (pegaryBaHHa TEKCTy Ta
YTOUHeHHS iHchopmawii), "3aaTHicTb BAnBaTu
Ha LWIBUAKICTb peakLii Npu kepyBaHHi
aBTOTPaHCNOPTOM ab60 iHWKMMK
MexaHismamun"(yTouHeHHs iHdhopmadii), "Cnocio
3aCTOCyBaHHA Ta 031" (pefaryBaHHA TEKCTY Ta
YTOUHEHHs iHchopMmauii),"MepenosysaHHA",
"Mo6iuHi peakuii" BiANOBIAHO A0 MaTepianis
peecTpauiiHoro JOCbE.
MepiognyHICTb NOAAHHA PerynsipHo
OHOB/IOBAHOIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34jicHeHHs hapMakoHarisay,
3aTBEPAKEHOrO Haka3oM MiHiCTepcTBa OXOPOHM
340pOoB’A Ykpainuu Big 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCcTuLi
YkpaiHu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pegfakuii Hakasy MiHicTepcTBa OXOPOHHU
300pOoB'a YKpaiHu Bifg 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMM,
3a3Ha4YeHUMK Y NepioguyYHOCTI NoJaHHSA
PEerynsipHmx 3BiTiB 3 6e3neku

3a
peyenmom

He
nionsieae

UA/15205/01/01

EAAPBIK/IOP®

TabneTkn, BKpUTI
NnNiBKOBOK
060/10HKO, 40
mr/12,5 wr; no 14
TabneTok y brictepi;

AciHO
dapma Al

LLIBeiiuapis

BUPOBHMLTBO 3a

MOBHVM LVK/IOM:

Takega IpnaHgis
nrta

IpnaHgais

nepepeecTpawis Ha HeobMeXeHuli TepMiH
OHoB/EHO iHhopMaLlito B IHCTPYKLUii Ans
MeAMYHOro 3acTOCyBaHHA /iKkapCbKoro 3acoby B
po3ginax "®apmakonoriyHi Bnactusocti”
(peparyBaHHs TEKCTY Ta YTOUHEHHS iHdopMauii),

3a
peyenmom

He
nionseae

UA/15204/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep

n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20

3acoby yrnakoskKa) nocsi0O4YeHHs1
no 1 a6o no 2 "MokasaHHa" (pegaryBaHHs TEKCTY),
6nictepn y "MpoTunokasaHHA", "B3aemogisa 3 iHWKMK
KapTOHHIA KopooLi nikapcbknmu 3acobamu Ta iHLWi BUAW
B3aemogiin”, "OcobMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHS y nepiog BariTHOCTi abo
rogyBaHHs rpyaar” (pefaryBaHHsa TekCTy Ta
YTOYHEHHS iHdopmaLii), "34aTHICTb BN/MBaTK
Ha LWBWAKICTb peakuil npu kepyBaHHi
aBTOTPaAHCMOPTOM a60 iHWKMMK
MexaHisMamun"(yTouHeHHs iHdhopmadii), "Cnoci6
3aCTOCyBaHHA Ta A03n" (pefaryBaHHsA TEKCTY Ta
YTOUHEHHS iHdopMmalLii),"MepeaosysaHHA",
"Mo6iuHi peakuii" BiANOBIAHO A0 MaTepianis
peecTpauiiHoro Aocbe.
MepiognyHICTb NOAaHHA perynsipHo
OHOBJ/IKOBAHOIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 3AiicHeHHA hapmakoHarnaay,
3aTBEPKEHOr0 Haka3om MiHICTepcTBa OXOPOHM
340pOoB’A YkpaiHu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULji
Ykpainu 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa 0XOpPOHU
3[0poB'A YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3Mneku
9. IMOAVH NOpPOLUOK A5 IMYHA CnoBaubka CEBA®APMA, Yecbka nepepeecTpaist Ha HeOBMEXEeHW TEPMIH 3a He UA/14479/01/01
po3unHy s iH'ekuin | ®APM, a. c. Pecny6nika a.c., Yecbka Pecny6nika/ | OHoBneHo iHdopMmaLito y po3ainax "MNokasaHHa" peyenmom | nionsizae
no 1 gosi 200x10° Pecnyb6nika; Cnosaubka BiANOBIAHO A0 MaTepianiB peecTpauiiHoro
nenkoumTis 1 IMYHA ®APM, a. Pecny6nika [0CbE LLoA0 6e3neKn 3acTocyBaHHS firoyoi
amnysa 3 NopOoLLKOM c., Cnosaubka PEeyuoBUHN.
Ta 1 amnyna (no 4 Pecny6nika MepioAnYHICTb NOAAHHSA PErysapHO
MJ1) 3 PO3YNHHUKOM (BTOPUHHE OHOB/IOBAHOIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
(Boga ans iH'exuiil) B nakyBaHHs, Mopsaky 34jicHeHHs hapMakoHarisay,
KopobLi 3 KapToHy; 5 KOHTPO/b cepil, 3aTBEpKEeHOro Haka3oM MiHicTepcTBa OXOPOHHU
amnys 3 NOPOLLKOM BWMYCK Cepi) 340pOoB’A Ykpainuu Big 27 rpygHa 2006 poky Ne
Ta 5 avnyn (no 4 898, 3apeecTpoBaHoro B MiHicTepcTBi loCcTuLi
MJ1) 3 PO3YUHHMKOM YkpaiHu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
(Boga ans iH'exuiii) B pepakuii Hakasy MiHicTepcTBa 0XOPOHU
KOpOO6Lii 3 KapTOHY 300pOoB'a YKpaiHu Bifg 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMM,
3a3Ha4YeHUMK Y NepioguyYHOCTI NoJaHHSA
perynisipHuX 3BiTiB 3 6e3neKu.

10. IHCYNIH NOpPOLLIOK Eni Ninni CLWA Eni Ninni eng CLWA nepepeecTpawis Ha HeobMeXeHuli TepMiH - He UA/15372/01/01
NIOACBLKUIA (cybcTaHuis) y eHg KomnaHi Komnai nionsizae
BIOCUHTETUYH CKNSIHMX B6aHKax ans
v chapmaLeBTUYHOro

3acTOCyBaHHs
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsi0O4YeHHs1
11. KCENOAA® TabneTku, BKpUTI ®.XodpcpmaH | LUseliuapis Brpo6HMUTBO Himeuunna/ nepepeecTpawis Ha HeobMeXeHnli TepMiH - He UA/5143/01/01
NNiBKOBOIO H-/19 Powwu Hepo3dhacoBaHoi | LUBeliyapis MepioAnYHICTb NOAAHHS PeErynspHO nionsieae
060/10HKO10, M0 150 nig npoaykuii, OHOBJIHOBAHOrO 3BiTY 3 6€3neku, BiANOBIAHO A0
mr, in bulk: no 10 nepBUHHE Mopsaky 34jiicHeHHs hapMakoHarisay,
TabneTtok y nakyBaHHS, 3aTBEPMAXEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
6nictepax BMNPOGYBaHHSA 370poB’A YKpainuu Big 27 rpyaHa 2006 poky Ne
KOHTPOJIHO SIKOCTI: 898, 3apeecTpoBaHoro B MiHicTepcTBi loCcTuLi
Ekcenna Mm6X YkpaiHnu 29 ciyHa 2007 poky 3a Ne 73/13340 (y
eHf Ko. KT, pepakuii Hakasy MiHicTepcTBa OXOPOHU
HimeuumnHa; 300pOoB's YKpaiHu Big 26 BepecHsi 2016 poky Ne
MepBUHHE 996), CTaHOBUTbL: 3rigHO 3i CTPOKaMM,
nakyBaHHs, 3a3Ha4YeHUMK Y NepioguYHOCTI NoJaHHSA
BMNPOGYBaHHSA perynspHux 3BiTiB 3 6e3neku.
KOHTPO/HO AKOCTI,
BUNYCK Cepil:
®.XodhcpmaHH-/15
Pow NTpA,
Lseliuapis;
BrnpobyBaHHs
KOHTPO/IO AKOCTI:
Pow dapma AT,
Himeyunna
12. KCENOAA® TabneTkun, BKpUTI ®.Xodpchpman |  LUseliuapis Brpo6HMUTBO Kuraii/ nepepeecTpawis Ha HeobMeXxeHuli TepMiH 3a He UA/5142/01/02
NNiBKOBOO H-/13 Pou Hepo3dacoBaHoi HimeuunHa/ MepiognyHICTb NOAAHHSA PerynsipHo peyenmom | nionsizae
060/10HKO10, M0 500 nrp, npoaykuii: LLiBeiiuapis OHOBJIHOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0

mr, no 10 TabneTtok
y 6nicTepi, no 12
6nictepiB y
KapTOHHI ynakosL,i

LLanxai Pow
dapmacbloTikan3
Nra., Kntai;
Brpo6HMUTBO
Hepo3dacoBaHoi
npoaykuii,
nepBuHHe
nakyBaHHS,
BTOPWHHE
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPOJIO AKOCTI:
Ekcenna rméexX
eHA Ko. KT,
HimeuuunHa,;
MepBuHHE Ta
BTOPWHHE
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPOJIHO AKOCTI,
BUNYCK cepil:
®.XodhpmanH-/15

Mopsaky 3ajiicHeHHs dhapmakoHarisay,
3aTBEPAKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
3710poB’sA YKpaiHu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi loCcTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakazy MiHicTepcTBa OXOPOHU
300pOoB'a YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKaMMu,
3a3HayYeHMU y NepioAnYHOCTI NOAAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsi0O4YeHHs1
Pow NTA,
LLiBeiiuapis;
BunpobyBaHHs
KOHTPOJIHO AKOCTI:
Pow dapma AT,
HimeuunHa
13. KCENOAA® TabneTtkn, BKpUTI ®.XohpmaH LLiBeiiuapis Bupo6bHuuTBO Kuraid/ nepepeecTpawis Ha HeobMeXeHuli TepMiH - He UA/5143/01/02
NNiBKOBOIO H-/18 Poww Hepo3dacoBaHOl HimeuunHa/ MepioAnYHICTb NOAAHHST PErySPHO nionseae
060/10HKO0, Mo 500 NnTp, NPOAYKUIi: LLiseiiuapis OHOBJ/IKOBAHOIO 3BIiTYy 3 6e3nekw, BiANOBIAHO A0
mr, in bulk: no 10 LLlaHxaii Pou Mopsaky 34iiicHeHHsT dhapMakoHarisay,
TabneTtoky dapmacbloTikan3 3aTBEPKEHOr0 Haka3om MiHICTepcTBa OXOPOHM
6nictepax Nra., Kntais; 340pOoB’A YkpaiHu Big 27 rpygHsa 2006 poky Ne
Bupo6bHuuTBO 898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuULji
Hepo3dgacoBaHOl Ykpainun 29 ciuHs 2007 poky 3a Ne 73/13340 (y
npoayKuii, pepakuii Haka3y MiHicTepcTBa 0XOpPOHU
nepBuHHe 3[10pOB'sA YKpaiHu Bif 26 BepecHs 2016 poky Ne
nakyBaHHs, 996), cTaHOBUTB: 3riAHO 3i CTPOKaMM,
BUNPOOYBaHHSA 3a3HaveHMK y NepiognyHOCTI NOAAHHSA
KOHTPOJHO SIKOCTI: perynsipHux 3BiTiB 3 6e3neku.
Ekcenna rmé6xX
eHA Ko. KT,
HimeuuunHa,;
MepBuHHE
nakyBaHHS,
BMNPO6YBaHHsA
KOHTPOJHO SIKOCTI,
BWNYCK Cepil:
®.XodhpmaHH-/1a
Pow NTpg,
LLiBeiiuapis;
BunpobysaHHs
KOHTPOJIHO SKOCTI:
Pow dapma AT,
HimeuyunHa
14. KCENOAA® TabneTku, BKPUTI ®.XohhmaH LLiBeiuapis Brpo6HMUTBO HimevunHa/ nepepeecTpawis Ha He0OBMeXeHWn TEPMIH. 3a He UA/5142/01/01
NNiBKOBOIO H-J19 Powwu Hepo3dghacoBaHOl LLiseiiuapis MepioAnYHICTb NOAAHHS PErynsipHO peuenmom | niossieae
060/10HKOH0, M0 150 nTta npoaykuii, OHOBJIHOBAHOrO 3BiTY 3 6€3Meku, BiANOBIAHO A0
mr, no 10 TabneTtok nepBuHHE Mopsaaky 3AiicHeHHA hapMakoHarnaay,
y 6nicTepi, no 6 nakyBaHHs, 3aTBEpKEHOro Haka3omM MiHicTepcTBa OXOPOHHU
6nictepis y BTOPVHHE 340pOoB’A YKpaiHu Big 27 rpygHa 2006 poky Ne
KapTOHHI ynakoBsLi nakyBaHHs, 898, 3apeecTpoBaHoOro B MiHicTepcTBi toCTULji
BMNPO6YBaHHsA YkpaiHu 29 ciuHa 2007 poky 3a Ne 73/13340 (y

KOHTPOJIH0 SKOCTI:
Ekcenna Mv6X
eHp Ko. KT,
HimeyumnHa;

pefakuii Hakaly MiHicTepcTBa OXOPOHU
3[,0p0B'A YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKaMM,
3a3Ha4YeHUMK Y NepiogNYHOCTI NoJaHHSA
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsi0O4YeHHs1
MepBuHHE Ta perynsapHux 3BiTiB 3 6e3neku.
BTOPWHHE
nakyBaHHS,
BMNPOGYBaHHSA
KOHTPO/HO AKOCTI,
BUNYCK Cepil:
®.XodhcpmaHH-/15
Pow NTpA,
Lseliuapis;
BunpobyBaHHs
KOHTPOJHO AKOCTI:
Pow dapma AT,
HimeyunHa
15. MAKMNEHEM MOPOLLIOK A5 Makneogc IHAjs EWCiEc Jo6dap ITanisa nepepeecTpawis Ha HeobMeXxeHuli TepMiH 3a He UA/11138/01/02
pO34nHy ANs iH'eKUid | dapmackioT C.NA. OHoB/eHO iHdhopMaLito B IHCTpyKLii Ans peyenmom | nionsizae
no 1000 mr 1 a6o 10 nKasnc Me[UYHOro 3acToCyBaHHSA NiKapcbKoro 3acoby y
h/1aKoHIB 3 Nimiteq posginax "B3aemogis 3 iHLIMMUK NiKapCbKUMun
MOPOLLKOM Y 3acobamu Ta iHWi BUamn B3aemogiii",
KapTOHHIA ynakoBLi "Oco611MBOCTI 3acTOCyBaHHA", " 3AaTHICTb
BNAMBaTU Ha LUBWAKICTb peakLii Npu kepyBaHHi
aBTOTPaHCMOPTOM ab0 iHWMMU MexaHizmamn",
"Mo6iyHI peakuii" BiANOBIAHO 4O OHOBNEHOI
iHcbopMmalii 3 6e3nekn 3aCToCyBaHHS 4ito4ol
PeyoBVHM.
MepioguyHICTb NOAAHHA PerynsipHo
OHOB/IOBAHOIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34jiicHeHHs hapMakoHarisay,
3aTBEPMAKEHOrO Haka3oM MiHicTepcTBa OXOPOHM
340pOoB’A Ykpaiuu Big 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi loCcTuLi
YkpaiHnu 29 ciyHa 2007 poky 3a Ne 73/13340 (y
pegfakuii Hakaly MiHicTepcTBa OXOPOHHU
300pOoB'a YKpaiHu Bifg 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMM,
3a3Ha4YeHUMK Y NepioguyYHOCTI NoJaHHSA
perynsipHuX 3BiTiB 3 6e3neKu.
16. ME®EHAMIHOB NOpPOLLIOK AT YkpaiHa LLlaaHkci BaokciH KuTaii nepepeecTpawis Ha HeobMeXeHuli TepMiH - He UA/15494/01/01
A KUCNNIOTA (cybeTaHuis) y "papmak” dapmactoTikas nionseae
naketax Ko., Nitg
nonieTMNeHoBux
ans
chapmaLeBTU4YHOro
3acTocyBaHHs
17. MOHTEMAK 10 TabneTkn, BKpUTI Makneoac IHgis Makneogc IHgis nepepeecTpaisi Ha He0OBMeXeHWi TEPMIH 3a He UA/15178/01/01
NNiBKOBOIO dapmacbioT dapmacbloTukanc OHOB/EHO iHhopmaLito B IHCTPYKLIT A5 peuenmom | nidssieae
060/10HKO10, Mo 10 nKkanc Nimiten MeAUYHOro 3acToCyBaHHA NiKapcbKoro 3acoby y
mr no 10 TabneTok y Jliviteg po3ginax "®apmakosoriyHi BacTMBoCTi",
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayiliHo2o

nocsio4YeHHs

6nictepi, no 3
6nictepn y
KapTOHHIlA ynakoBL,i

"MokasaHHa" (yTOUYHEHHS iHdhopmaLii),
"B3aemogisa 3 iHWKMK Nikapcbkumm 3acobamu Ta
iHWi BUAW B3aemogiii", "OcobnusocTi
3acTocyBaHHs", "3acTocyBaHHS y nepiog,
BariTHOCTi abo rofyBaHHs rpyaar”, "3aaTHicTb
BMAMBaTU Ha LUBUAKICTb peakLii Npu kepyBaHHi
aBTOTPaHCMOPTOM ab0 iHWMMKU MexaHizmamn",
"Cnoci6 3acTocyBaHHSA Ta f03u", "M06iYHi
peakuii" BignoBigHO A0 iHchopmav,i
pedhepeHTHOro nikapcbKoro 3acoby
(CHI'YNAP®, TabneTkun, BKpUTI NAIBKOBOK
060/10HKOI0, N0 10 Mmr).
MepiognyHICTb NOAAHHA PerynspHo
OHOB/HOBAHOrO 3BiTY 3 6e3neku, BiANOBiAHO A0
Mopsaky 34iicHeHHs hapMakoHarnaay,
3aTBEPAKEHOro Haka3oM MiHICTepcTBa OXOPOHM
3[10p0B’sA YKpaiHu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTsi tocTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakazy MiHicTepcTBa OXOPOHU
370pOB'a YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMMu,
3a3HayveHMK y NepiognyHOCTI NoAaHHSA
perynsipHuxX 3BiTiB 3 6e3neKu.

18.

HANBAKCOH

PO34UH A5 iH EKLi,
10 mr/mn, no 1 mn B
amnyni; no 10
amnyn y nauui 3
KapToHY

MPAT
"®ITOPAPM

YkpaiHa

MioHrMyH dapm.
Ko., Nita.

Pecny6nika
Kopes

nepepeecTpawis Ha HeobMeXeHnli TepMiH
OHOBNEHO iHhopMmaLito B IHCTPYKLUIT A1
MeAUYHOro 3acToCyBaHHS NiKapcbKoro 3acoby y
po3sginax "®apmakosioriyHi BNactTueocTi",
"MpoTmnokasaHHA", "B3aemopisa 3 iHWKMU
nikapcbkMmn 3acobamu Ta iHLWi BUAm
B3aemogiin”, "OcobMBOCTi 3acToCyBaHHS",
"3acTocyBaHHS y nepiof BariTHOCTi abo
rofyBaHHs rpyaar”, "Cnocié 3actocyBaHHs Ta
no3n", "Mo6iyHi peakuii" BignoBigHO A0
OHOB/1EHOT iHGhopMaLiil Woao 6e3nekn Aito4ol
peyvoBUHN.

MepiognyHICTb NOAAHHA PerynsipHo
OHOBJIHOBAHOrO 3BiTY 3 6e3neku, BiANOBiAHO A0
Mopsaky 3ajiicHeHHs dhapmakoHarisay,
3aTBEPAKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
3[10poB’sA YKpaiHu Bif 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi toCcTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU
300pOoB'a YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKaMMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynsipHuX 3BiTiB 3 6e3neKu.

3a
peyenmom

He
nionsieae

UA/15502/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsi0O4YeHHs1
19. HIKOMEKC PO34MH A8 iH EKLi, TOB YkpaiHa MpAT "Nlekxim- YkpaiHa MepepeecTpauis Ha HEOOMEXeHUI TEPMIH. 3a He UA/15072/01/01
50 mr/mn, no 2 mn B "®APMACE Xapkis" OHOBNEHO iHhopmaLito B IHCTPYKLIT Ans peuyenmom | nidssieae
amny/i cksHilA; no 5 o MeANYHOro 3acToCyBaHHA NiKapcbKoro 3acoby
amnyn y 6nictepi; no BiANOBIAHO A0 6e3neku Ailyoi peyoBMHY Ta
2 6nicTepu B naui 3 [LOMOMDKHUX peYOBUH Y po3ainax "lMokasaHHsA"
KapToHy; No 5 mn B (yTOuHeHHSs popMyntoBaHHs), "OcobamBoCTi
amny/i CKAsHIi; o 5 3acTocyBaHHsA", "3acTocyBaHHS y nepiog,
amnyn y 6nictepi; no BariTHOCTi abo rofyBaHHsA rpyaa” (YTOUHEHHS
1 6nicTepy B nauuj 3 iHbopmawii), "Cnoci6 3acTocyBaHHs Ta Ao3un",
KapToHY "[iTn" (yTouHeHHs iHdopmauii),
"Mepepo3yBaHHA" Ta "Mo6IYHI peakuii".
MepiognyHICTb NOAaHHA perynsipHo
OHOBJ/IOBAHOTIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 3AiicHeHHA hapmakoHarnaay,
3aTBEPKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
340pO0B’A YkpaiHu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuULji
Ykpainu 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa 0XOpPOHU
3[10pOB'sA YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
20. HOBOCTE3VH pO3unH N8 iHekuiin, | ToBapucTeo YkpaiHa ToBapucTBo 3 Ykpaina MepepeecTpauis Ha HEOOMEXEHUI TEPMIH. 3a He UA/15457/01/02
no 2,5 mr/mn no 200 3 0bMexeHot OHoB/EHO iHhopMaLito B IHCTPYKLUIi Ans peyenmom | nionsizae
MY NASLWKax 06MeXEHO BiANOBIAANILHICTIO MeANYHOro 3acToCyBaHHSA NikapcbKoro 3acoby
BignoBigans hipma BigMNOBIAHO A0 pedhepeHTHOro Nikapcbkoro
HicTIo chipma "HoBodhapm- 3acoby (MapkaiH, po3uuH ANs iH'ekuin, 2,5
BiocuHTes" Mmr/mn, 5 mr/mn) y posginax "®apmakonoriyHi
"HoBodpapm- BNacTMBOCTI", "B3aemogis 3 iHWnMun
BiocuHTes" nikapcbkMmn 3acob6amu abo iHwWi BUAN

B3aemogiit”, "Ocob6MBOCTi 3acTOCyBaHHS",
"3paTtHICTb BIAMBATY Ha LWBMAKICTb peakuii npu
KepyBaHHi aBTOTpaHCMopToM abo iHWWMK
MexaHismamu”, "Cnoci6 3acTocyBaHHs Ta go3mn",
"Mepeno3yBaHHa" Ta "MNobiuHi peakwyii”.
MepiognyHICTb NOAAHHA PerynsipHo
OHOBJIHOBAHOrO 3BiTY 3 6e3neku, BiANOBiAHO A0
Mopsaky 3ajiicHeHHs dhapmakoHarisay,
3aTBEPAKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
3[10poB’sA YKpaiHu Bif 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi toCcTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU
300pOoB'a YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKaMMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynsipHuX 3BiTiB 3 6e3neKu.
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsi0O4YeHHs1
21. HOBOCTE3VH pO34uH A8 iH ekuiin, | ToBapucTBO YkpaiHa ToBapucTBo 3 YkpaiHa MepepeecTpauis Ha HEOOMEXeHUI TEPMIH. 3a He UA/15457/01/01
no 5 mr/mMn; no 5 mn 3 06MeXeHo OHOBNEHO iHhopmaLito B IHCTPYKLIT Ans peuyenmom | nidssieae
y thnakoHax; no 5 06MEXEHO BiANOBIAA/ILHICTIO MeANYHOro 3acToCyBaHHA NiKapcbKoro 3acoby
h1aKoHIB y BignoBigasib thipma BiANOBIAHO A0 pechepeHTHOro NikapcbKoro
KOHTYPHil HicTtO hipma "HoBodhapm- 3aco6y (MapkaiH, po34uH ANs iH'ekuiin, 2,5
YapyHKOBIi BiocuHTes" mr/mn, 5 mr/mn) y posginax "®apmakonoriyHi
ynakoBLij; no 2 "HoBochapm- BnacTvBocTi", "B3aeMogis 3 iHLIMMK
KOHTYPHI YapyHKOBI BiocuHTes" nikapcbknmu 3acobamu abo iHWi Buau
ynakoBKM B naui 3 B3aemogiit”, "Ocob6MBOCTi 3acTOCyBaHHS",
KapToHy; no 10 mn "3paTtHICTb BNMBATY Ha LWBMAKICTb peakuil npu
abo 20 mn y KepyBaHHi aBTOTpaHCNopToOM abo iHWKMK
thnakoHax; no 5 MexaHiamamu”, "Cnocib 3actocyBaHHs Ta fo3mn",
h1aKoHIB y "Mepepo3yBaHHa" Ta "MobiuHi peakwyji.
KOHTYPHil MepioAnYHICTb NOAAHHS PErynspHO
YapyHKOBIi OHOB/IOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
ynakosui; no 1 Mopsaky 34jiicHeHHs hapMakoHarisay,
KOHTYpHilA 3aTBEPMAXEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
YapyHKOBI ynakoBLi 370pOoB’A YKpainuu Big 27 rpyaHa 2006 poky Ne
B Nauuj 3 KapToHy 898, 3apeecTpoBaHoro B MiHicTepcTBi loCcTuLi
YKkpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pegfakuii Haka3ly MiHicTepcTBa OXOPOHU
300pOoB's YKpaiHu Big 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKamMu,
3a3Ha4YeHUMK Y NepioguyYHOCTI NoJaHHSA
perynisipHuX 3BiTiB 3 6e3MeKu.
22. OMEHAKC® NopoLUOK ANs Abpun IHAis OEMO C.A. peuis nepepeecTpawis Ha HeobMeXeHuli TepMiH 3a He UA/15268/01/01
pO3unHy ANns iH'ekuii | ®opmynenw dapmacbioTikan OHOoB/EHO iH(hopMaLLito B IHCTPYKLUi Ans peyenmom | nionsi2ae
no 40 wmr; 1 donakoH H3 MBT. JITA. IHpacTpi MeJMYHOro 3acTOCyBaHHS NiKapCbKoro 3acoby y
3 NOPOLLUKOM B po3ginax "lMpoTunokasaHHsa", "B3laemogis 3
KapTOHHI KOpooLi iHLIMMK NiKapcbknMK 3acob6amu Ta iHWi BUAW
B3aemogiin”, "OcobMBOCTi 3acToCyBaHHS",
"Mo6iyHI peakuii" BiANOBIAHO 4O OHOBNEHOI
iHdpopmauii 3 6e3neku Ajtoyoi Ta ONOMIKXHOT
PEYOoBUH.
MepioguyHICTb NOAAHHA PerynsipHo
OHOB/IOBAHOIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34jiicHeHHs hapMakoHarisay,
3aTBEPMAKEHOrO Haka3oM MiHicTepcTBa OXOPOHM
340pOoB’A Ykpainu Big 27 rpygHs 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi loCcTuLi
YkpaiHnu 29 ciyHa 2007 poky 3a Ne 73/13340 (y
pegfakuii Hakaly MiHicTepcTBa OXOPOHHU
300pOoB'a YKpaiHu Bifg 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMu,
3a3Ha4YeHUMM Y NepiognuYHOCTI NoJaHHS
perynsipHuX 3BiTiB 3 6e3neKu.
23. MINOBAKT HEO Komb6iHoBaHWIi Habip CaH IHAis CaH IHAin nepepeecTpauis Ha HeoGMeXeHuii TepMiH 3a He UA/0130/01/01
015 NepopasibHOro PapmacboT PapmacboTrKan OHoB/IEHO iHGhopmaLito B IHCTPYKLi anis peyenmom nionsieae
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsi0O4YeHHs1
3acToCcyBaHHSA nKan InaacTpi3 Nimites MeAMYHOro 3acCTOCYBaHHS NikapCbKoro 3acoby y
(TabneTku, BKpUTI IHaacTpi3 po3ginax "lMpoTunokasaHHsA", "B3laemogis 3
060/10HKOI0, No 1000 Nimiteq HLIMMKM NikapcbKMKU 3acobamMu Ta iHLWi BUAn
Mr + TabneTku, B3aemogiin”, "OcobMBOCTi 3acTOCyBaHHS",
BKPUTiI 060/10HKOIO, "Mepeno3yBaHHaA", "Mo6i4HI peakuii” BiANOBIAHO
no 500 mr + kancynm [,0 OHOBNEHOI iHthopMmaL,ii 3 6e3neku
no 20 mr); KoMbi- 3aCTOCYBaHHS fjlouMX Ta AOMNOMIKHMX PEYOBUH.
ynakoBka: 2 MepiognyHICTb NOAAHHA PerynsipHo
TabneTkun OHOB/IOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
OopaHXeBoro Mopsaky 34jiicHeHHs hapMakoHarisay,
Konbopy + 2 3aTBEPMAXEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
TabneTku CBITNO- 370pOoB’A YKpaiuu Big 27 rpyaHa 2006 poky Ne
YKOBTOrO KOJIbOpYy + 898, 3apeecTpoBaHoro B MiHicTepcTBi loCcTuLi
2 Kancynu B cTpuni; Ykpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
no 7 cTpunis y pepakuii Hakasy MiHicTepcTBa OXOPOHU
KapTOHHI/ Kopoo6Li 300pOoB's YKpaiHu Big 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKamMM,
3a3Ha4YeHUMK Y NepioguyYHOCTI NoJaHHSA
perynisipHuX 3BiTiB 3 6e3MeKu.
24. PIBOJIEB TabneTkn, BKpUTI Pisodhapm LLiBeiiuapis Pisodhapm CA LLiBeiiuapis nepepeecTpawis Ha 5 pokis 3a He UA/14758/01/01

NNiBKOBOIO CA OHOBNEHO iHChopMmaLito B IHCTPYKLIT A5 peyenmom nionseae

o060n0HkKot0, No 250
Mmr, no 10 TabneTok
y 6nicTepi; no 3 abo
no 6 6nictepiB y
KapTOHHIA KOpooLi

MeAMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby y
po3ginax: "®apmakonoriyHi BnactnsocTi”,
"MpoTunoka3aHHs", "B3aeMogis 3 iHLLUMK

nikapcbkMn 3acobamu Ta iHLWi BUam
B3aemogiit”, "Ocob6MBOCTi 3aCTOCyBaHHS",
"3acTocyBaHHs y nepiof BaritTHOCTi abo
roflyBaHHs rpyaar”, "3gatHicTe BNvBaTu Ha
LWBWAKICTb peakuii npy KkepyBaHHi
aBTOTPaHCMOPTOM ab0 iHWMMK MexaHismamn',
"Cnocib 3acTtocyBaHHs Ta go3u', "fitn"
(iHdhopmaLia 3 6e3nekn), "MepenosyBaHHA",
"Mo6iuHi peakuii" BigNoBigHO A0 iHchopmaui
LLOA0 MEUYHOrO 3aCTOCYBaHHS petepeHTHOro
nikapcbkoro 3acoby (KEMMNPA®, Tabnetku,
BKPUTi 060/I0HKOI0).
MepiognyHICTb NOAAHHA PerynsipHo
OHOBJIHOBAHOrO 3BiTY 3 6e3neku, BiANOBiAHO A0
Mopsaky 3ajiicHeHHs dhapmakoHarisay,
3aTBEPAKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
3[10poB’sA YKpaiHu Bif 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi toCcTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU
300pOoB'a YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKaMMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynsipHuX 3BiTiB 3 6e3neKu.
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayiliHo2o
nocsio4eHHs

25.

PIBOJIEB

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKO0, M0 500
mr, no 10 TabneTok
y 6nictepi; no 3 abo
no 6 6nictepis y
KapTOHHI/ Kopoo6Li

PiBochapm
CA

LLiBefiuapis

PiBochapm CA

LLiseiiuapis

nepepeecTpauis Ha 5 pokis
OHOBNEHO iHhopmaLito B IHCTPYKLIT Ans
MeAUYHOro 3acToCyBaHHA NiKapcbKoro 3acoby y
po3ginax: "®apmakosnoriyHi BnactueocTi”,
"MpoTunokasaHHA", "B3aemogisa 3 iHWKMK
nikapcbkMmn 3acobamu Ta iHLWi BUAm
B3aemogiin”, "OcobmMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHS y nepiof BariTHOCTi abo
roflyBaHHs rpyaar”, "3gatHicTb BNaMBatu Ha
LIBMAKICTb peakLii Npu kepyBaHHi
aBTOTPaHCNopPTOM abo iHWKMMK MexaHisMamn',
"Cnoci6b 3acTocyBaHHsA Ta go3un”, "ditn"
(iHdhopmauisi 3 6e3neku), "MNepenosyBaHHA",
"Mo6iyHI peakui™ BigNoOBIgHO A0 iHhopmaLi
LLIOA0 MEANYHOr0o 3aCTOCYBaHHA peddepeHTHOro
nikapcbkoro 3acoby (KEMMNPA®, TabneTku,
BKPUTi 060/1I0HKOI0).
MepioAnyHICTb NOAaHHA PerynsipHo
OHOBJ/IOBAHOTIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 3AiicHeHHA hapmakoHarnaay,
3aTBEPKEHOr0 Haka3om MiHICTepcTBa OXOPOHM
340pOoB’A Ykpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULji
Ykpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa 0XOpPOHU
3/10poB'sA YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/14758/01/02

26.

PIBOJIEB

TabneTkn, BKpUTI
NNiBKOBOIO
060/10HKO0, No 1000
mr; no 10 TabneTok
y 6nictepi; no 3 abo
no 6 6nictepis y
KapTOHHI/ KopoobLi

Pisocdhapm
CA

LLisefuapis

Pisochapm CA

LLiseiuapis

nepepeecTpauisi Ha 5 pokis
OHoB/EHO iHhopMaLito B IHCTPYKLUIi Ans
MeAMYHOr0 3aCTOCYBaHHS NikapcbKoro 3acoby y
posginax: "®apmakonoriyHi BractneocTi”,
"MpoTunokasaHHs", "B3aeMogis 3 iHLLIUMK
nikapcbknmy 3acobamu Ta iHLWi BUAN
B3aemMogiin", "OcobMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepio BaritTHocTi abo
rofyBaHHs rpyaaro”, "3aatHicTb BNMBaT Ha
LIBMAKICTb peakLii Npu kepyBaHHi
aBTOTPaHCMOPTOM ab0 iHWMMU MexaHizmamn",
"Cnoci6b 3acTocyBaHHA Ta go3un”, "ditn"
(iHdhopmauisa 3 6e3nekw), "MepenosyBaHHs",
"Mo6iuHi peakuii” BigMoBigHO A0 iHchopmaui
00 MELAMYHOrO 3aCTOCYBaHHS peddepeHTHOro
nikapcbkoro 3acoby (KEMMPA®, Tabnetku,
BKPUTi 060/I0HKOH).
MepiognyHICTb NOAAHHA PerynsipHo
OHOBJ/IOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0

3a
peyerimom

He
nionsieae

UA/14758/01/03
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsi0O4YeHHs1
Mopsaky 34jiicHeHHs hapMakoHarisay,
3aTBEPMAXEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
370poB’A YKpaiuu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCcTuLi
YKkpainu 29 ciyHa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU
300pOoB's YKpaiHu Big 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMM,
3a3Ha4YeHUMK Y NepioguyYHOCTI NoJaHHSA
perynisipHuxX 3BiTiB 3 6e3MeKu.
27. PO3TOPONMLUI NOpPOLLOK MpAT Ykpaina xiaHrCy KuTai nepepeecTpawis Ha HeobMeXeHuli TepMiH - He UA/15670/01/01
CYXUIA (cybeTaHuis) y "dapmaLesT Dxianxia nionsizae
EKCTPAKT, noABiiHMX nyHa dipma dapmacbioTikan
OYNLLEHWIA | nosieTuIeHoBMX "fapHuus" IHpacTpi Ko., /114,
CTAHAAPTU30B | naketax gsis
AHUA hapmaLeBTUYHOro
3acTocyBaHHs
28. TPUHE®PPOH- Kpansni opasibHi no ToBapucTBO Ykpaina ToBapucTBO 3 Ykpaina nepepeecTpawis Ha HeobMeXeHuli TepMiH 6e3 niosnsieae UA/11689/01/01
340POB'A 50 mn a6o 100 mny 3 06MeXeHo OHOBNEHO iHhopMaLLito B IHCTPYKLUIT Ans peuyenma
hNnakoHi 3 NPO6KOK- | 0BMEXEHOH BiANOBIAA/IbHICTIO MeAUYHOro 3acToCyBaHHS NiKapCbKoro 3acoby y
KpanesnbHuueto; no 1 | Bignosiganb "papmMaueBTNYHa po3gaini "Ocob/mBOCTi 3acTOCyBaHHA"
donakoHy B HiCTIO KOMNaHis BiANOBIAHO 4,0 OHOB/EHOT iH(popMmaLlii 3 6e3neku
KapTOHHI KOpooL "®apmaueBT "3popos'a” Lir040T peYOBUHN.
nyHa MepiognyHICTb NOAAHHA PerynsipHo
KOMNaHis OHOBJIHOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
"3p0pos'a” Mopsaky 3ajiiicHeHHs dhapMakoHarisay,
3aTBEPAKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
370poB’sA YKpaiHu Bif 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi loCcTuLi
Ykpainu 29 ciyHa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU
300pOoB'a YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMM,
3a3HaYeHMK y NepiognyHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neKku.
29. XOHAPOITUH® PO34MH ANA iH EKLNA, MPAT YkpaiHa MpAT "Nlekxim- Ykpaina nepepeecTpauis Ha HeoGMeXeHuiA TepMiH 3a He UA/15621/01/01
IH EKLLIT 200 mr/2 ma; no 2 "®ITOGAPM Xapkis" OHoB/EHO iHGhopmauito B IHCTPYKLi anis peuyenmom | niossieae

M/ B amnysnax, no
10 amnyn B naui;
no 2 M B amnysax
no 5 amnyn s
6nictepi; no 2
6nicTepu B nayui 3
KapToHY

MeAMYHOro 3acTOCYBaHHS NikapcbKoro 3acoby y
posginax "lNpotunokasaHHsA", "Ocob6nBoCTi
3acTocyBaHHS" BifgnoBigHO 40 OHOB/IEHOT
iHcbopMmaLii 3 6e3nekn 3acTocyBaHHS Aito4oi Ta
[OMOMDKHUX PEYOBWH.
MepiognyHICTb NOAAHHA PerynspHo
OHOBJ/IHOBAHOTIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34iicHeHHs hapmakoHarnaay,
3aTBEPAKEHOr0 Haka3oM MiHICTepCcTBa OXOPOHM
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsi0O4YeHHs1

340pOoB’A YkpaiHu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULji
Ykpainu 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa 0XOpPOHU
30,0p0B's YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

FeHepanbHU AUpeKTOop

AvpekTopaTy chapMaueBTUUHOIO 3a6e3neyYeHHs

OnekcaHgp KOMAPIOA




NMEPENIK

Aopatok 3

[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy

peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX

iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx

MaTepianis»

Big 02 yepBHA 2021 pokKy Ne 1081

NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIOJTOMNYHUX MPENAPATIB), LLOAO AKX BY/I BHECEHI 3MIHU 0
PEECTPAUIMHUX MATEPIAJIB, AKI BHOCATbLCA A0 AEPXXABHOI'O PEECTPY JNIIKAPCbKNX 3ACOBIB YKPAIHU

Kancyn y énictepi;
no 5 6nictepis y
aNoMiHIEBOMY
naketi; no 1
antoMiHieBOMY
nakeTy B KQPTOHHIi

NpoBaPKEHHS AiSIbHOCTI BUpoBHUKa/imMnopTepa
roTOBOro MikapCbKoro 3acoby, BKAUaun
AinbHULI BUNYCKy cepii abo MicLe NpoBeAeHHS
KOHTPOIO SIKOCTI. (AiSNIbHICTb, 3a 5Ky BignoBigae
BMPOGHUK/IMNIOPTEp, BKIKOYAKOYM BUMYCK CEpilt).
YTo4YHeHHs1 agpecn BUpobHuka 113 Actennac

Ne Hassa Popma surnycky 3assHukK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocBi04Y€eHHs1
1. ABACTUH® KOHUeHTpaT ans ® . XochbcpmaHH- |  LLBeliuapis [bxeHeHTekK IHK., CLUA cuwA/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/16665/01/01
pO34uHy AN Na Pow Nta (BPOGHMLTBO Himeuunna/ | 3minn Il Tuny - 3miHn Wopao 6e3nekn/epekTnBHOCTI | peyenmom
iHcpysiiA, 100 mr/4 mn Hepo3acoBaHOi MPOAYKL;i, LLiBefiuapis Ta chapmakoHarnsagy. 3mMiHu y KopoTkili
no 4 mn (100 mr) nepBuHHE NakyBaHHs); PoLu XapakTepucTuLi nikapcbKoro 3acoby, TeKcTi
a6o 16 mn (400 mr) [iarnoctuke MmobX, MapKyBaHHS Ta IHCTPYKUiT AN MeANYHOro
y hnakoHi, no 1 HimeuumHa (BUPO6HULITBO 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMMW AaHVMU 3
donakoHy B Hepo3dhacoBaHOT NPoAyKLi, AKOCTI, AOKMIHIYHUMU, KTIHIYHUMU AaHUMK Ta
KapTOHHI KOpoobLyi NnepBUHHE NakyBaHHS, AaHumy 3 hapmakoHarnsgy - 3mMiHM BHECEHO 0
BTOPWHHE MaKyBaHHS, IHCTPYKUT 4719 MEANYHOro 3acTOCYBaHHSA
BMNPO6YBaHHSA KOHTPOSIO niKapcbKoro 3acoby A0 po3ainis "OcobnnBocCTi
SKOCTi Ta BUMYCK cepii); 3acTocyBaHHSA" Ta "Cnocib 3acTocyBaHHs Ta fo3un"
®.XodhcpmanH-/15 Pow fiTa, BiANOBIAHO A0 MaTepianiB peecTpauiiiHoro JoChe.
LLIBefiuapisi (BUNpobyBaHHS BBefeHHs 3MiH NpoTAroM 6 MicAwiB nicns
KOHTPO/HO AKOCTI (Kpim 3aTBepKEHHA
BMMPOGYBaHHSA
iaeHTndikau;i
6eBaunsymany));
®.XodhcpmanH-/15 Pow fiTa,
LLIseiiuapisi (BUPOGHMLTBO
Hepo3chacoBaHOi NPOAYKL;i,
nepBUHHE NaKyBaHHS,
BTOPWHHE MaKyBaHHS,
BMNPOGYBaHHA KOHTPOJIHO
SIKOCTi Ta BUNYyCK cepii)
2. AQBArPA®® Kancynm Actennac HigepnaHnaun Actennac IpnaHg Ko. Nlta Ipnangis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/9687/01/01
MPOJIOHroBaHoI fji dapma HOpon 3MiHM | TUNY - AAMIHICTPaTWBHI 3MiHW. 3MiHa peyenmom
no 0,5 mr no 10 B.B. HaliMeHyBaHHs Ta/abo agpecu micus
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Kancyn y 6nictepi;
no 5 6nictepis y
IOMIHIEBOMY
nakeTi; no 1
altoMiHieBOMY
nakeTy B KAPTOHHIl

NPOBaKEHHS AiS/IbHOCTI BUPO6HUKa/iMnopTepa
roTOBOrO JliKapCbKoro 3acoby, BKAYaum
OiNbHULI BUNYCKY cepii abo MicLe NpoBeAeHHs
KOHTPOJIO SIKOCTI. (AiS/IbHICTb, 3a Ky Bignosigae
BMPOGHMK/iIMNOPTEp, BKIOYAKOUN BUMYCK CEPIlf).
YTO4YHEeHHs1 agpecy BUpobHuka 113 Actennac

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
nauui Ipnang Ko. Nita / Astellas Ireland Co. Ltd, 6e3
3MiHM MiCLii BUPOGHMLTBA. 3MiHW BHECEHO B
IHCTPYKLO 4719 MeANYHOro 3acTOCyBaHHS LLOA0
MiCLie3HaxX0MKEeHHS1 BUPOOHMKA 3 BiANOBIAHUMY
3MiHaMK y TeKCTi MapKyBaHHsA ynakoBKu
nikapcbKoro 3acoby.BeefieHHA 3MiH NPOTAroM 6-Tu
MicsILiB Micns 3aTBepAKEHHS.
3. AOBArPA®® Kancynm AcTtennac HigepnaHnaun Actennac IpnaHg Ko. 1ta IpnaHgis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/9687/01/02
MPOJIOHroBaHoI fji dapma HOpon 3MiHM | TUNY - AAMIHICTPaTVBHI 3MiHW. 3MiHa peyenmom
no 1 mrno 10 B.B. HalilmeHyBaHHs Ta/abo agpecu Micud
Kancyn y énictepi; NpoBaPKeHHSA AiSNIbHOCTI BUpoOHUKa/imMnopTepa
no 5 6nictepis y roTOBOro MikapCbKOro 3acoby, BKIYaun
anoMiHieBOMy AinbHULI BUNYCKy cepii abo MicLe NpoBeAeHHS
nakeTi; no 1 KOHTPOJIO SIKOCTI. (AiS/IbHICTb, 3a 5Ky Bignosigae
antoMiHieBOMY BMPOGHUK/IMNOPTEP, BK/IKOYAKOYM BUMYCK CEpIlt).
nakeTy B KapTOHHii YTouHeHHs1 agpecy BUpobHuka 13 Actennac
nauui Ipnang Ko. Nitg / Astellas Ireland Co. Ltd, 6e3
3MiHV MiCL BUPOGHMLITBA. 3MiHWN BHECEHO B
IHCTPYKLiI0 415 MeANYHOrO 3aCTOCyBaHHS LLOAO
MiCLLe3HaxopKeHHS1 BUPOOHMKa 3 BiANOBIAHUMU
3MiHaMW y TEKCTI MapKyBaHHS yNakoBKn
nikapcbKoro 3acoby.BeefeHHs 3MiH MPOTAroM 6-Tu
MicALiB Mic/a 3aTBEpAKEHHS.
4, AQBArPA®® Kancynm Actennac Higepnanamn Actennac lpnaHg Ko. /itg, Ipnangis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/9687/01/03
NPOJIOHrOBaHoT Aji dapma tOpon 3MiHuW | TUNY - AgMiHICTpaTVBHI 3MiHW. 3MiHa peyenmom
no 5 mr no 10 B.B. HaliMeHyBaHHs1 Ta/abo agpecu micus
Kancyn y énictepi; NpoBaKEHHS AiS/IbHOCTI BUpOBOHMKa/imnopTepa
no 5 6nictepis y roTOBOrO /liKapCbKOro 3acoby, BKIoyaun
aIOMIHIEBOMY AOinbHULI BUNYCKY cepii abo micLe npoBefeHHs
nakeTi; no 1 KOHTPOIO SIKOCTI. (AiSNIbHICTb, 3a 5Ky BignoBigae
aNoMiHIEBOMY BMPOGHUK/IMNOPTEp, BK/TKOYAKYM BUMYCK CEpilt).
nakeTy B KapTOHHii YTOUHeHHs agpecu Bupo6Huka M3 Actennac
nauui Ipnang Ko. Nitg / Astellas Ireland Co. Ltd, 6e3
3MiHM MiCLil BAPOGHMLTBA. 3MiHW BHECEHO B
HCTPYKLi0 415 MeANYHOrO 3aCTOCyBaHHS LLOA0
MiCLie3HaxX0MKEeHHS1 BUPOOHMKA 3 BiANOBIAHUMY
3MiHaMK y TeKCTi MapKyBaHHSA ynakoBKu
nikapcbKoro 3acoby.BBefeHHst 3MiH NpOTAroM 6-Tu
MicsLIB MiCNsA 3aTBEPAKEHHS.
5. AOBAIrPA®® Kancynm AcTtennac Higepnanaun Actennac IpnaHg Ko. 1ta IpnaHgis BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/9687/01/04
NPOJIOHroBaHoI fji dapma HOpon 3MiHM | TUNY - AAMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
no 3 mr no 10 B.B. HaliMeHyBaHHS Ta/abo agpecu micus
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060/10HKO0, N0 20
mr/12,5 wmr; no 10
TabneTok y 6nictepi;
no 3 6nictepu B
KapTOHHI KopoobLi

Ta (hapmakoHarnagy. BeegeHHs abo 3MiHu Ao
y3arasibHeHUX AaHux Npo cucTemy
chapmakoHarnsgy (BBeeHHs y3arasibHeHUX faHux
npo cucTemy dhapmakoHarnsgy, amiHa
YNOBHOBaXXEHOT 0CO6MU, BignoBiganbHOI 3a
3AiicHeHHA hapMakoHarnsgy; KOHTakTHOT ocobu 3
chapmakoHarnsgy 3asBHvKa AN 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOT 0co6Mu, BignoBifanbHOI 3a
3piicHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MiLLEHHI
MacTep-caiina cuctemy papMakoHarnisay) -
3MiHa YNOBHOBaXXEHOI 0CO6U 3asBHUKA,
BiANOBIAAbHOI 3a 34iliCHEHHA thapmakoHarnaay:
[Litova pepakuin: dpaHcyasa dyma-Cinnan/
Francoise Dumas-Sillan. MNponoHoBaHa peaakLis:
Bap6apa [le bepHapgai/ Barbara De Bernardi.
3MiHa KOHTaKTHMX AaH1X YNOBHOBaXKEHOT 0CO6U
3asBHIKA, BiANOBIAA/IbHOI 32 3iiCHEHHS
hapmakoHarnsgy

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
nauui Ipnang Ko. Nita / Astellas Ireland Co. Ltd, 6e3
3MiHM MiCLii BUPOGHMLTBA. 3MiHW BHECEHO B
IHCTPYKLO 4719 MeANYHOro 3acTOCyBaHHS LLOA0
MiCLie3HaxX0MKEeHHS1 BUPOOHMKA 3 BiANOBIAHUMY
3MiHaMK y TeKCTi MapKyBaHHsA ynakoBKu
nikapcbKoro 3acoby.BeefieHHA 3MiH NPOTAroM 6-Tu
MicsILiB Micns 3aTBepAKEHHS.
6. AQEUVKNON nopotuok, 400 mr/5 KYMN®EP JinToBCbka BIOMELIKA #OCKAMA ITania BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/15300/01/01
MJ/T Ta PO3YNHHUK BIOTEX, YAB Pecny6nika IHOYCTPIA KIMIKO TexHiyHa nomunka (3rigHo Hakaly MO3 Big, peyenmom
0151 pO3UMHY AN PAPMACBIOTIKA CIA 23.07.2015 Ne 460). BunpaBneHo TEXHIYHY
iH'eKLjin; 5 donakoHiB NOMUJIKY B Ha3Bi liKAPCbKOro 3ac06y Ha TUTY/IbHIl
3 MOPOLLKOM i 5 CTOpiHLi A0 MKA Ta Ha TUTY/bHI CTOPIHLi 3MiH A0
amnyn 3 IHCTPYKUT 4719 MEANYHOro 3acTOCyBaHHSA
PO3YMHHMKOM (L- nikapcbKoro 3acoby (rpamaTnyHa NOMUKa).
ni3nH (50 % BogHWiA 3artBepmkeHo: ALELINKOJ1 3anponoHoBaHo:
po34nH), y AJELINKNON 3a3HayeHe BUNpaB/ieHHsA
nepepaxyBaHHi Ha BiiNOBigae MaTepianamMm peecTpauiiHoro fochbe,
L-ni3vH, HaTpito AIKi N0AaBa/INCA HA BHECEHHS 3MiH.
rigpokcua, sogy Ans
iH'ekuil) no 5 mny
KOHTYPHIi
YapyHKOBIl
ynakosLi; no 1
KOHTYPHIi
YapyHKOBIli ynakoBLi
y navuj
7. AKKY3NA® 20 TabneTku, BKpUTI Mdpainzep IHK. CLWA Mdpaiizep MeHoekuypuHr Himeuunna BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3a UA/3031/01/02
NnniBKOBOKO [oiliuneng rmeX 3MiHY | Tuny - 3MiHK Woao 6e3nekn/edeKTNBHOCTI peyenmom
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
8. ANEHAPOH- Tabnetkv no 70 Mictpan AHriA BMPOGHMLTBO, KOHTPO/b pevjis BHECEHHS 3MiH 0 peecTpavliiiHix maTepianis: 3a UA/18450/01/01
A3-BICTA Mmr/70 mkr (2800 Kenitan AKOCTI, NepBUHHE Ta 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
MO), no 4 TabneTku MeHeKMeHT BTOPVHHE NaKyBaHHS, HaliMeHyBaHHs1 Ta/abo agpecu 3asBHUKa
y 6nicTepi, no 1 Nimiten BiANOBIAA/IbHNI 3a BUMYCK (BnacHviKa peecTpauiiHoro noceig4eHHs) 3miHa
6nictepy B cepi: afpecu 3asaBHUKa
KapTOHHIA KOpO6L ®APMATEH IHTEPHELLHN
CA, lpedis;
nepBUHHE Ta BTOPUHHE
nakyBaHHS!, KOHTPO/1b AKOCTI,
BiANOBIAA/IbHNI 3a BUMYCK
cepi:
PAPMATEH CA, peuis
9. ANEHAPOH- Tabnetkv no 70 Mictpan AHriA BMPOGHMLTBO, KOHTPO/b pevis BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3a UA/18450/01/02
A3-BICTA Mr/140 mkr (5600 Kenitan SAKOCTi, NEePBUHHE Ta 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
MO), no 4 TabneTku MeHeKMeHT BTOPVHHE NaKyBaHHS, HalilMeHyBaHHs Ta/abo agpecu 3asBHUKa
y 6nicTepi, no 1 Nimiten BiANOBIAA/IbHNI 3a BUMYCK (BnacHviKa peecTpauiiiHoro noceig4eHHs) 3miHa
6nictepy B cepi: afpecu 3asaBHUKa
KapTOHHI Kopoobui ®APMATEH IHTEPHELLHN
CA, lpeuist;
nepBUHHE Ta BTOPUHHE
nakyBaHHSs!, KOHTPO/Ib SIKOCTI,
BiANOBIAA/IbHMI 3a BUMYCK
cepit:
®APMATEH CA, peuis
10. ANNErPA® 120 | TabneTku, BKPUTI TOB "CaHodi- Ykpaina CAHO®I BIHTPOIN PpaHuin BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 6e3 UA/8500/01/01
Mr 060/10HKO10, N0 120 ABeHTIC IHOACTPIA - TYP3 3MiHM | TURY - 3MiHK WoA0 6e3nekn/edheKTUBHOCTI peuyenma
mr; Ne 10, Ne 20 YkpaiHa" Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
(10x2): no 10 y3araJibHeHNxX AaHux npo cuctemy
Tabnetok y 6nictepi; hapMakoHarnaay (BBeAeHHs y3arasibHEHUX AaHUX
no 1 aéo no 2 npo cuctemy papmakoHarnsgy, amiHa
6nicTepy B yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
KapTOHHIl KopooLi 3[ifiCHEHHs1 hapMakoHar/say; KOHTaKTHOI 0cobu 3
hapMakoHarnagy 3asaBHUKa 415 34iNCHEHHS
hapmakoHarnsgy B YkpaiHi, KO0 BOHA BigMiHHa
Bif, yNOBHOB&XeHOT 0cO6u, BiANOBiAaIbHOI 3a
3fificHeHHs chapmakoHarnsagy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
MacTep-caiina cuctemu chapmakoHarnagy). 3miHa
YMNOBHOB&XEHOT 0CO6M 3as1BHMKA, BifnoBigaibHOT
3a thapmakoHarnag.
MponoHoBaHa pefakuis: XogakiBcbka TeTsaHa
BsiyecnasiBHa. 3MiHa KOHTaKTHUX JaHUX
YMOBHOBaXEHOT 0C06M 3as1BHMKA, BifnoBiganbHOT
3a thapmakoHarnag.
11. AMIHOCTEPWUN | po3unH 415 iHQY3ii; dpeseHiyc HimeuunHa ®peseHiyc Kabi ABCTpist ABCTpIst BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/0948/01/01
H-FENA no 500 mny Kabi M6X 3MiHY | TUNY - AOMIHICTPATUBHI 3MiHW. BunyyeHHs peyenmom
thnakoHi; no 10 [Loviunang, BMPOGHWYOI AinbHUL (BKIHOYAKOUN [iNbHAUL ANS
hNakoHiB y m6X A®I, NpomidKHOTO NPOAYKTY abo roToBOro
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1

KapTOHHI KopoobLi

nikapcbKoro 3acoby, AibHNL AN NPOBEeAEHHS
nakyBaHHs1, BUPOBHWKaA, BifNoBiganbHOro 3a
BUMYCK Cepili, MicLle NPOBELEHHSA KOHTPOSIIO cepii)
abo nocrtavasibHMKa BUXiAHOrO MaTepiasty,
peareHTy abo AONOMiIXHOT PEYOBMHY (AKLLO
3a3HauYeHo Y 0CbE) BUTYUYEHHS BUPOBHNYOT
AinbHuui Shanghai Kyowa Amino Acid Co. Ltd.
0N Aio4ol peqyoBrHU L-theHinanaHin
3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. BunyueHHs
BMPOGHWYOT AinbHNL (BKIHOYAKYN AibHAL ANS
A®I, npomiXHOro nNpoaykTy abo rotoBoro
nNikapcbKoro 3acoby, AinbHNL AN NPoBeeHHS
nakyBaHHs, BUPOGHWKa, BifMnoBigasIbHOTO 3a
BUWMYCK Cepiid, MicLle NPOBEAEHHSI KOHTPOSHO cepil)
abo noctavasibHMKa BUXIAHOrO MaTepiasny,
peareHTy abo AOMOMDKHOI PEHOBUHY (SIKLLO
3a3HayYeHo y OCbE) BUNYHEHHS BUPOGHMYOT
ainbHuui Kyowa Hakko Bio Co. Ltd., Hofu Plant
ANsa Ail4oi peyoBrHY L-nponiH
3MiHY | TUNY - AOMIHICTPATUBHI 3MiHW. BunyyeHHs
BMPOGHWYOI AinbHUL (BKIHOYAKOUN [iNbHULI ANS
A®I, npomiXHOro NpoAyKTy abo rotoBoro
nikapcbKoro 3acoby, AinbHULI 415 NPOBeAEeHHS
nakyBaHHs, BUPO6HWKa, BifNOBifa/IbHOTO 3a
BWMYCK CepiiA, MicLie NpoBeAEHHS KOHTPOSIO cepii)
ab0 nocrtavyasibHMKa BUXIAHOTO MaTepiany,
peareHTy abo AONOMDKHOI PEYOBUHY (SKLLO
3a3HayeHo y [OCbE) BUyHEHHS BUPOGHMYOT
pinbHUUi Evonik Rexim S.A.S ans gjroyoi
peyoBuHn L-TpuntochaH
3MiHn | TUnYy - 3MiHn 3 aKkocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii. MogaHHsA
HOBOro abo OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI ab0 BUTyYEHHS cepTudikaTa
BifNoBigHOCTI €Bponelickkili hapmakonei: ans
A®l; ons BUXiAHOTO
mMartepiany/peareHTy/NPoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[LO0MOMIKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBEHWIA
cepTuddikaT Bif, y)Xe 3aTBepAXEeHOro BUPOOHUKA
noAaHHs OHOBMIEHOTO cepTudikaTa BifnoBiAHOCTI
€Bponeiicbkili hapmakonei Ne RO-CEP 2014-063-
Rev 01 (3aTBeppxeHo: RO-CEP 2014-063-Rev 00)
0N Ailo40T peyvoBrHN L-Nni3vHy Big, BXe
3aTBEPAKEHOIO BUPOBHMKA, K HACNiA0K 3MiHa
Ha3BW BUPOBHYKa (3aTBepmxeHo: Ajinomoto North
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1

America Inc.; 3anponoHoBaHo: Ajinomoto Health
and Nutrition North America, Inc.), agpeca
BMPOGHULITBA 3aIMLLIAETHCA HE3MIHHOI.
BBegeHHs nepiogy NOBTOPHOro BUNPOGyBaHHA 48
Micsauis
3MiHn | TUNY - 3MiHK 3 sKocTi. CepTudikaT
BignoBigHocTi/E-cepTudikat BigNoOBiAHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOro cepTudpikata
BiANOBIAHOCTI ab0 BUyYEHH:A cepTudikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; ansa BuxigHoro
matepiany/peareHTy/npomMiKHOro MPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; Ana
[0MNOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakoner) - OHOBEHWIA
cepTudikaT Bif, y)xe 3aTBEpAXEHOro BUPO6HUKa
noAiaHHA OHOBJ/IEHOTO cepTudikaTa BifnoBiAHOCTI
€Bponeiicbkint hapmakonei Ne R1-CEP 2005-190-
Rev 03 (3atBepmkeHo: R1-CEP 2005-190-Rev 02)
015 AiloY0T peyoBMHN L-MeTIOHIHY Bif BXe
3arBepmxeHoro BupobHunka EVONIK REXIM
(NANNING) PHARMACEUTICAL CO., LTD 3miHu
| Tvny - 3miHK 3 AkocTi. CepTudikart
BignoBigHocTi/E-cepTudikat BigNoOBiAHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOro cepTudikara
BiANOBIAHOCTI ab0 BUyYEHH:A cepTudikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; ansa BuxigHoro
matepiany/peareHTy/npomMiKHOro MPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; Ana
[0MNOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakoner) - OHOBEHWIA
cepTuguikart Bif y)xe 3aTBepKeHOro BUpobHMKa-
noAiaHHA OHOBJ/IEHOTO cepTudikaTa BifnoBiAHOCTI
€poneiicbkint hapmakonei Ne R1-CEP 1999-136-
Rev 06 (3aTtBepmkeHo: R1-CEP 1999-136-Rev 05)
015 AiloY0Tl peyoBrHN L-MeTIOHIHY Bif BXe
3aTBepxeHoro BupobHunka SEKISUI MEDICAL
CO., LTD. 3MmiHu | TUny - 3MiHX 3 AKOCTi.
CeprtucpikaT BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI EBpONechbkili
thapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJ/IEHOrO cepTudikaTa BignosigHoOCTi abo
BW/TyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponeiicbkili hapmakonei: ans A®l; ons
BMXiflHOro Marepiany/peareHTy/npomikHOro
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
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3acoby ynakoska) nocsi0O4YeHHs1

NPOAYKTY, WO BUKOPVUCTOBYIOTLCS Y BUPOOHULTBI
A®I; oA nonoMiXkHOT pevyoBuHN (cepTudpikat
BifnoBigHOCTI €Bponelickkili hapmakonei) -
OHOBREeHW cepTuddikaT Bif, y)xe 3aTBEpAXEHOr0
BMPOOHUKA - NOJaHHA OHOBJIEHOro cepTudikara
BiANOBIgHOCTI €Bponelickkili hapmakonei Ne RO-
CEP 2013-211-Rev 01 (3aTBepgxeHo: RO-CEP
2013-211-Rev 00) ons aito4oi pevyoBrHN L-cepuHy
Bifl BXX€ 3aTBEPAKEHOr0 BUPOOHUKA. 3MiHM | Tuny -
3MiHn 3 sKkocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo
BWUIyYEHHS cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ans
BVXiHOrO Matepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS Y BUPOOHULTBI
A®I; ona AONOMIKHOT peqyoBuHU (cepTudikar
BiANOBIAHOCTI E€Bponeiickbkili hapmakonei) -
OHOBEHWI cepTUdikaT Bif, y)xe 3aTBEPAXEHOr0
BMPOGHMKA - MOJaHHSA OHOB/IEHOTO cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2013-211-Rev 00 (3aTBEepaxeHo: RO-CEP
2013-211-Rev 01) ana gito4oi peyoBuHU L-cepury
Bifl BXX€ 3aTBEPKEHOr0 BUPOOHUKA, SKMNiA 3MIHUB
Ha3By (3aTBepmxeHo: Ajinomoto North America
Inc.; 3anponoHoBaHo: Ajinomoto Health and
Nutrition North America, Inc.), agpeca
BMPOGHMLTBA 3a/INLLIAETLCA HE3MIHHOLO.
BeefeHHs nepiofy NOBTOPHOro BUNpobyBaHHA 48
micsauiB. 3MiHn | Tuny - 3miHu 3 sKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii. MogaHHsA
HOBOro abo OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI ab0 BUTyYEHHS cepTudikaTa
BifNoBigHOCTI €Bponelickkili hapmakonei: ans
A®l; ons BUXiAHOTO
mMartepiany/peareHTy/NPoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[LO0MOMIKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBEHWIA
cepTudikaT Bif yxe 3aTBepKeHOro BUpoOHuKa -
0115 Ailo40T peyvoBrHK L-TpuntodhaHy Big, BXe
3aTBEPAKEHOrO BUPOBHUKA, K HACNiA0K 3MiHa
Ha3BW BNPOOBHYKa (3aTBepmxeHo: Ajinomoto North
America Inc.; 3anponoHoBaHo:
Ajinomoto Health and Nutrition North America,
Inc.), agpeca BUpoOHMLTBA 3aUIMLLAETHLCA
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
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He3MiHHO. BBegeHHs nepiofy NOBTOPHOrO
BMNpo6yBaHHA 48 micaui. 3miHu | Tuny - 3MiHKW 3
akocTi. CepTucpikaT BignosigHocTi/lE-cepTudikar

BiANOBIAHOCTI EBpONechbkili
thapmakonei/moHorpadii. NMogaHHa HoBoro abo

OHOBJ/IEHOrO cepTudikaTa BignosigHOCTI abo

BW/TyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponeiicbkili hapmakonei: ans A®l; ons

BUXifHOro Marepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPVUCTOBYIOTLCS Y BUPOOHULTBI

A®I; oA nonoMiXkHOT pevyoBuHN (cepTudpikat

BifnoBigHOCTI €Bponelickkili hapmakonei) -

OHOBREeHW cepTudikaT Bif, y)xe 3aTBEpAXEHOr0

BMpPOOHUKA - NOJaHHA OHOBJIEHOro cepTudikara
BiANOBIgHOCTI €Bponelickkili hapmakonei Ne R1-

CEP 1998-106-Rev 06 (3aTBepgxeHo: R1-CEP
1998-106-Rev 05) ans gito4oi pe4yosuHN L-BaniHy
Bifl BXe 3aTBEPKEHOr0 BUPOOHUKA, SIK HACNIA0K
3MiHa Ha3BU BUPOGHYKa (3aTBepkeHo: Ajinomoto

North America Inc; 3anponoHoBaHo: Ajinomoto
Health and Nutrition North America, Inc.), agpeca
BMPOBHMLITBA 3/TNLLIAETLCA HE3MIHHOIO.

BBefeHHs nepioZly NOBTOPHOro BUNpobyBaHHA 48
MicsauiB. 3MiHn | TUNY - 3MiHK 3 sKocTi. CepTudikar

BignoBigHocTi/E-cepTudikat BigNoOBiAHOCTI

€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOro cepTudikara
BiANOBIAHOCTI ab0 BUyYEHH:A cepTudikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; ansa BuxigHoro
matepiany/peareHTy/npomMiKHOro MPOAYKTY, WO

BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; Ana

[0MNOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakoner) - OHOBEHWIA
cepTudikaT Bif ye 3aTBepAXeHOro BUPoOHUKa -
noAiaHHA OHOBJ/IEHOTO cepTudikaTa BifnoBiAHOCTI
€poneiicbkint hapmakonei Ne R1-CEP 2008-128-
Rev 02(3aTBepmxeHo: R1-CEP 2008-128-Rev 01)
AN Ail4oi pevoBrHK L-Baniny Bif BXe
3arBepaxeHoro BupobHrnka EVONIK REXIM
(NANNING) PHARMACEUTICAL CO., LTD. 3miHu
| Tvny - 3miHK 3 AkocTi. CepTudikart

BignoBigHocTi/E-cepTudikat BigNoOBiAHOCTI
€Bponelicbkin hapmakonei/MoHorpadii. NMogaHHs

HOBOro abo OHOB/IEHOro cepTudikata
BiANOBIAHOCTI ab0 BUyYEHH:A cepTudikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; nnsa BuxigHoro
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
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matepiany/peareHTy/npomMiKHOro MPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; Ana
[0MNOMDKHOT peyoBrHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkin hapmakoner) - OHOBEHWIA
cepTudikaT Bif ye 3aTBepAXeHOro BUPoOHUKa -
noAiaHHA OHOBJ/IEHOTO cepTudikaTa BifnoBiAHOCTI
€poneiicbkint hapmakonei Ne R1-CEP 1996-002-
Rev 05 (3atBepmkeHo: R1-CEP 1996-002-Rev 04)
ANA Ail40T peyoBUHY L-unCTeiRy Bif BXe
3aTBepaxeHoro BupobHuka Moehs Catalana S.L
3MiHu | TUNYy - 3MiHK 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NogaHHA
HOBOro abo OHOB/IEHOro cepTudikara
BIANOBIAHOCTI ab0 BU/TyYEHHS cepTudikaTa
BiANOBIAHOCTI EBponeiickbkili hapmakonei: gns
A®I; onsa BUXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BUKOPVCTOBYIOTbCS Y BUPOOHMLTBI ADI; ans
[0MOMDKHOT peyoBMHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hbapmakoner) - OHOBNEHWA
cepTudiikaT Bif ye 3aTBepXEHOro BUPOOHWMKA -
noJaHHA OHOB/IEHOrO cepTudpikarta BiANoBiAHOCTI
€sponeiicbkiii hapmakonei Ne R1-CEP 2004-086-
Rev 05 (R1-CEP 2004-086-Rev 04) ans gito4oi
peuyoBMHW L-anaHiHy Bif BXe 3aTBepAXeHOro
BuMpo6HMKa EVONIK REXIM (NANNING)
PHARMACEUTICAL CO., LTD
3MiHu | TUnNYy - 3MiHK 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NogaHHA
HOBOro abo OHOB/IEHOro cepTudikara
BIANOBIAHOCTI ab0 BU/TyYEHHS cepTudikaTa
BiANOBIAHOCTI EBponeiickbkili hapmakonei: gns
A®I; onsa BUXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BUKOPVCTOBYIOTbCS Y BUPOOHMLTBI ADI; ans
[0MOMDKHOT peyoBMHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWA
cepTudikaT Bif yxe 3aTBepXEHOro BUPOOHWMKA -
noJaHHA OHOB/IEHOrO cepTudpikarta BiANoBiAHOCTI
€sponeiicbkiii hapmakonei Ne R1-CEP 2007-351-
Rev 00 (3aTBeppxeHo: RO-CEP 2007-351-Rev 03)
ONs [jlo4vol peqyoBrHN L-anaHiHy Bif BXe
3aTBepaxeHoro Bupo6Hnka SHANGHAI KYOWA
AMINO ACID CO., LTD., Kutaii. 3miHu | Tuny -
3MiHuM 3 aKocTi. CepTudikat BignosigHocCTI/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
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thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BWYYEHHS cepTudikarta BifnoBigHOCTI
€Bponeiicbkit hapmakonei: ans A®l; ons
BUXiQHOrO MaTepiany/peareHTy/npomMixKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
A®I; ons 4ONOMIKHOT peqyoBuHM (cepTudikar
BiANOBIgHOCTI EBponeiickkili hapmakonei) -
OHOBNEHWIA cepTudikar Bif yXe 3aTBepaKeHoro
BMPO6GHMKA - MOJaHHSA OHOBJ/IEHOTO cepTudikara
BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 1998-107-Rev 04 (3aTBepmkeHo: R1-CEP
1998-107-Rev 03) ansa gito4oi peyoBuHM L-
riCTUAVHY Bif, BXe 3aTBEPXEHOro BUPO6HYKA,
AKUIA 3MIHMB Ha3BY (3aTBepKeHO: Ajinomoto
North America Inc.; 3anponoHoBaHo: Ajinomoto
Health and Nutrition North America, Inc.), agpeca
BMPOGHULITBA 3aIMLLIAETHCA HE3MIHHOI.
BBegeHHs nepiogy NOBTOPHOTO BUNPOGyBaHHA 48
Micauis. 3MiHu | TUny - 3MiHK 3 AKkocTi. CepTudikar
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€sponelicbkinn hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOro cepTudikara
BIANOBIAHOCTI ab0 BU/TyYEHHS cepTudikaTa
BiANOBIAHOCTI EBponeiickbkili hapmakonei: gns
A®I; onsa BUXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BUKOPVCTOBYIOTbCS Y BUPOOHMLTBI ADI; ans
[0MOMDKHOT peyoBMHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hbapmakoner) - OHOBNEHWA
cepTudikaT Bif, y)xe 3aTBEepAXEHOr0 BUPOOHUKa-
noJaHHA OHOB/IEHOrO cepTudpikarta BiANoBiAHOCTI
€sponeiicbkiii hapmakonei Ne R1-CEP 2008-099-
Rev 03 (3aTBeppxeHo: R1-CEP 2008-099-Rev 02)
0N Ai40T pevyoBrHU KUCNoTa aMiHOOLTOBa, Bif,
BXe 3arBepakeHoro BupobHuka EVONIK REXIM
(NANNING) PHARMACEUTICAL CO., LTD
3MiHu | TUnNYy - 3MiHK 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NogaHHA
HOBOro abo OHOB/IEHOro cepTudikara
BIANOBIAHOCTI ab0 BU/TyYEHHS cepTudikaTa
BiANOBIAHOCTI EBponeiickbkili hapmakonei: gns
A®I; ansa BUXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BUKOPVCTOBYIOTbCS Y BUPOOHMLTBI ADI; ans
[0MOMDKHOT peyoBMHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hbapmakonei) - OHOBNEHWA
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cepTudikaT Bif, y)xe 3aTBepIXEHOro BUPOOHUKaA
noJaHHA OHOB/IEHOro cepTudpikarta BiANoBiAHOCTI
€sponeiicbkiii hapmakonei Ne R1-CEP 2012-052-
Rev 00 (3aTBeppxeHo: RO-CEP 2012-052-Rev 01)
0N [ilo40T pevoBUHN L-neiiupHy Bif BXe
3aTBepmxeHoro BupobHuka Shanghai Ajinomoto
Amino Acid Co
3MiHu | TUnYy - 3MiHK 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponelicbkin hapmakonei/MoHorpadii. NogaHHA
HOBOro abo OHOB/IEHOro cepTudikara
BIANOBIAHOCTI ab0 BU/TyYEHHS cepTudikaTa
BiANOBIAHOCTI EBponeiickbkili hapmakonei: gns
A®I; onsa BuXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BUKOPVCTOBYIOTbCS Y BUPOOHMLTBI ADI; ans
[0MOMDKHOT peyoBMHU (cepTudikaT Bi4NOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWA
cepTudikaT Bif y)e 3aTBepXEHOro BUPOOHWMKA -
noJaHHA OHOB/IEHOro cepTudpikarta BiANoBiAHOCTI
€sponeiicbkiii hapmakonei Ne R1-CEP 2010-155-
Rev 00 (3atBepmkeHo: Ne RO-CEP 2010-155-Rev
00) onsa Aitoyoi pevoBUHU L- NisunHy Big, BXe
3aTBepxeHoro BupobHnka EVONIK REXIM
S.AS.
3MiHu | TUnYy - 3MiHK 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponelicbkin hapmakonei/MoHorpadii. NogaHHA
HOBOro abo OHOB/IEHOro cepTudikara
BIANOBIAHOCTI ab0 BU/TyYEHHS cepTudikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; onsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BUKOPVCTOBYIOTbCS Y BUPOOHMLTBI ADI; ans
[0MOMDKHOT peyoBUHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWA
cepTudikaT Bif, y)Xe 3aTBepAXEHOro BUPOOHUKa
noJaHHA OHOB/IEHOro cepTudpikarta BiANoBiAHOCTI
€sponeiicbkiii hapmakonei Ne R1-CEP 2010-155-
Rev 01 (3atBepmkeHo: Ne R1-CEP 2010-155-Rev
00) Ansa Aitoyoi pevoBUHU L- nisunHy Big, BXe
3aTBepxeHoro BupobHnka EVONIK REXIM
S.AS.
3MiHu | TUNYy - 3MiHK 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponelicbkin hapmakonei/MoHorpadii. NogaHHA
HOBOro abo OHOB/IEHOro cepTudikara
BiANOBIAHOCTI ab0 BU/YYEHHS cepTudikaTa
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BiANOBIAHOCTI EBponeiickbkili hapmakonei: gns
A®I; ansa BUXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BUKOPVCTOBYIOTbCS Y BUPOOHMLTBI ADI; ans
[0MOMDKHOT peyoBUHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - HoBuii cepTudikar
Ha HecTepunbHUii A®I, akuii byae
BMKOPWCTOBYBATMCA 4719 BUPOGHMLITBA
CTEepU/ILHOTO JTiKapCbKOro 3acoby, sKLo Boda
BMKOPVCTOBYETLCA HA OCTaHHIX eTanax CuHTe3y Ta
marepian He BiflbHWi1 Bifg, 6akTepianbHUX
€HJ0TOKCUHIB NofaHHsA HOBOro cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei Ne RO-
CEP 2013-179-Rev 00 115 Aito4oi pevoBuHu
KMcnoTa amiHooOLTOBa, Bif, HOBOTO BUPOOHMKa
AMINO GMBH, HimeuunHa
3MiHu | TUny - 3MiHK 3 AKkocTi. A®Il. CTabinbHICTb.
3MiHa nepiofly NOBTOPHMX BUNpobyBaHb/nepioay
36epiraHHa abo ymoB 36epiraHHa Ad®l (3a
BiCYTHOCTI Y 3aTBepKEHOMY [0CbE cepTudikaTa
BiZiNOBIAHOCTI €Bponelicbkiit hapmakonel, Lo
BK/IHO4AE Mepiof, MOBTOPHOrO BMMPOGYBaHHS)
(nepiof NOBTOPHOro BMNPO6YBaHHA/Nepios,
36epiraHHsn) - 36inblUeHHs abo BBeAEeHHA nepiogy
NMOBTOPHOrO BMNpo6yBaHHsA/nepiogy 36epiraHHsA Ha
OCHOBI pe3y/bTaTiB AOCNiKeHb Yy peaslbHOMYy Yaci
- BBEJEHHSA nepiofly NOBTOPHOro BUNpobyBaHHA 48
MicsaUiB 418 BUpo6Hnka Amino GmbH gitoyoi
PEYOBMHM K1CNOTa aMiHOOLTOBA Ha OCHOBI
pe3ynbTaTiB fOCNIMHKEHb Y peasibHOMY Yaci. 3MiHu
| TNy - 3MmiHK 3 skocTi. CepTudikart
BignosigHocTi/l E-cepTudikar BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii. MogaHHsA
HOBOro abo OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI ab0 BUTyYEHHS cepTudikaTa
BifNoBigHOCTI €Bponelickkili hapmakonei: ans
A®l; ons BUXiAHOTO
mMartepiany/peareHTy/NPoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[LO0MOMIKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - HouiA cepTudpikat
Ha HecTepunbHuii A®I, sakuii byae
BMKOPWCTOBYBATMCA [/ BUPOOGHMLITBA
CTepuIbHOrO Nikapcbkoro 3acoby, AKL0 Boja
BMKOPVCTOBYETLCA HA OCTaHHIX eTanax CMHTe3y Ta
marepian He BiflbHWi Bif, 6akTepiaibHUX
€HOO0TOKCUHIB - NOAaHHA HOBOrO cepTudikaTa
BiiNOBIAHOCTI €Bponelickkili dhapmakonei Ne RO-
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
CEP 2015-005-Rev 01 ans gito4oi peyoBuHM L-
MEeTIOHiHY Big, HOBOro B1Upo6Huka AMINO GMBH,
HimeuyunHa
12. AMILUNTPOH® MOPOLLIOK ANsi MpuBaTHe YkpaiHa MprBaTHE aKLioHepHe YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 6e3 UA/13911/01/01
OP&a/ILHOIO PO3YNHY akuioHepHe TOBapuCTBO 3MiHKM | TUNY - aAMIHICTpaTUBHI 3MiHW. 3MiHa peuyenma
no 23 ry cawue; no TOBapuCTBO thapmaueBTnuHa thabprka HalilMeHyBaHHs Ta/abo agpecu micus
23 ry cawe; no 10 thapmavneBTuy "Biona" NPOBaKEHHS AiS/IbHOCTI BUPOGHMKA (BK/THOHaouM,
callle B nauuj 3 Ha thabpuka 3a HeobXigHOCTI, MicLle NPOBeAEHHS KOHTPOJII0
KapToHy "Biona" AKOCTI), @60 BnacHvKa mactep-chainna Ha A®Il, abo
nocravasibHuka A®I/BMxigHOro
mMartepiany/peareHTy/npoMbKHOIo NPOAYKTY, WO
3aCTOCOBYIOTbCA Y BUPOOHULTBI ADI (AKLLO
3a3HavYeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiiCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepakeHoOMy
[ocbe, abo BUPOOHMKA HOBOT AOMOMDKHOT
PEUYOBUHY (AKLLO 3a3HAYEHO Y OCLE) - 3MiHA
Ha3Bu BUpobHMKa A (XnopbytaHony
remirigpaty), 6e3 3miHu micus BUpo6HMLTBA:
3anponoHoBaHo: Atul Bioscience Ltd, India
13. AMOKCUN-K TabneTku, BKpUTI MAT Ykpaina MAT "KuiBmegnpenapart" YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3a UA/15934/01/01
1000 NNiBKOBOO "KuiBmegnpen 3MiHuM | TUNY - 3MiHK 3 AKoCTi. CepTudikaT peyenmom
060/10HKOI0, N0 875 apar” BignosigHocTi/IE-cepTudikar BignosigHocTi

mr/125 mr no 7
TabneTok y 6nictepi;
no 2 6nictepu B
nadui 3 KapToHy

€sponelicbkin hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOrO cepTudikara
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikaTa
BiANOBIAHOCTI EBponeiichbkili hapmakonei: gns
A®I; aona BuxigHoro
martepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADl; ans
[0MOMKHOT peyoBMHM (cepTudikaT Bi4NOBIAHOCTI
€Bponelicbkiin hapmakoner) - OHOBEHWIA
cepTudiikaT Bif yxe 3aTBepXeHOro BUPOOHWMKa -
OHOB/EHHSA cepTudlikaTa BifNoBigHOCTI
€poneiicbkili hapmakonei R1-CEP 2007-226-
Rev 02 (3aTBeppxeHo: R1-CEP 2007-226-Rev 01)
onsa A®l Amoxicillin trinydrate Big, Bxe
3aTBepAXeHoro Bupo6Hnka DSM Sinochem
Pharmaceuticals India Private Limited, IHgjs, Skuii
3MiHMB Ha3By Ha Centrient Pharmaceuticals India
Limited, IHAis. 3MiHn | TUNY - 3MiHX 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBpONechbkili
hapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOrO cepTudikaTa BignoBigHOCTI abo
BW/IyYEHHSA cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkili hapmakonei: ans A®l; ons
BMXifHOro Martepiany/peareHTy/npomikHOro
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

NPOAYKTY, WO BUKOPVUCTOBYIOTLCS Y BUPOOHULTBI
A®I; oA nonoMiXkHOT pevyoBuHN (cepTudpikat
BifnoBigHOCTI €Bponelickkili hapmakonei) -
OHOBREeHW cepTuddikaT Bif, y)xe 3aTBEpAXEHOr0
BMPOGHMKA - OHOB/IEHOTO cepTudikaTa
BignoBigHocTi €Bponelickkili hapmakonei R1-CEP
2007-226-Rev 03 gnsa A®l Amoxicillin trinydrate
Bif}, BXXe 3aTBeppkeHoro BupobHuka Centrient
Pharmaceuticals India Limited, IHais, kvt 3MiHuB
Ha3By Ha Centrient Pharmaceuticals India Private
Limited, IHgis

14.

AHIENNbMEKC

TabneTkn XyBasibHi,
no 400 mr, no 3
Tabnetku B 6nictepi;
no 1 6nictepy B
nauui

TOB
"Arpochapm”

Ykpaina

TOB "Arpochapm”
YKpaiHa;
BTopuHHe nakyBaHHs:
TOB “Hatyp+”
YkpaiHa

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHiX maTtepianis:
3MiHU | TUMy - 3MiHK 3 AKOCTi. [OTOBWIA NliKapCbKuWii
3aci6. 3MiHM y BUPO6GHMLTBI. 3aMiHa abo
BBE/EHHSA 40AaTKOBOI AiNIbHULI BUPOBHULTBA ANS
4acTVHM abo BCbOro BUPOBHNYOro npoLecy
roTOBOro Nikapcbkoro 3acoby (AinbHUUSA Ans
BTOPUHHOIO NakyBaHHs). BBefeHHs gogarkosoi
BMPOGHUWYOI AiNbHML BiANOBIAA/IbHOI 32 BTOPUHHE
nakyBaHHs roTOBOrO Jlikapcbkoro 3acoby TOB
“HaTyp+”, YkpaiHa 08200, KniBcbka 0611., M.
IpneHb, Byn. LleHTpanbHa, 6ya. 113-b

3a
peyermom

UA/11795/01/01

15.

AHIINOP

cnpeii gns poToBoi
NMOPOXHWHM no 50
My prakoHi
CK1AHOMY; no 1
onakoHy pasom 3
ny/IbBEPU3ATOPOM Y
nauui

MNpusatHe
aKuioHepHe
TOBapUCTBO

hapmaveBTny
Ha habpuka
"Biona"

YkpaiHa

MpuBaTHe akLioHepHe
TOBapUCTBO
thapmaueBTMYHa chabpuka
"Biona"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHY | TUNY - aAMiHICTPaTVBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu Micua
NPOBaPKEHHS AiSIbHOCTI BUPOBHUKA (BK/THOYaUN,
3a HeobXigHOCTI, MicLie NPOBEAEHHS KOHTPOJTHO
SIKOCTi), @60 BnacHvKa macTtep-chaiina Ha A®l, abo
nocravanbHuka AdPI/BUXigHOrO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
3aCTOCOBYHThCA Y BUPO6HULTBI ADI (AKLLO
3a3HavYeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikara BifgnoBigHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaKeHoMy
nocbe, abo BUPOOHUKA HOBOI L,OMOMIXHOT
PEUYOBUHM (SIKLLLO 3a3HAYEHO Y A0CLE) - 3MiHA
Ha3Bu BUpOGHKKa AD| (XnopbyTtaHony
remirigpaty), 6e3 3MiH1 Micus BUPO6HMLTBA:
3anponoHoBaHo: Atul Bioscience Ltd, India

6e3
peuyenma

UA/18048/02/01

16.

AHIPAM

Tabnetkv no 2,5 wr,
no 10 TabneTtok y
6nictepi; no 3
6nicTepn y nauui 3
KapToHY

Aypo6iHao
Papma JITg

IHais

Aypob6iHgo ®apma Jlimites, -
FOHIT I, IHgis;
Aypob6iHgo dapma /114,
dopmyneiwH FOHIT XV,
IHais

IHais

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHu | TUNY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy (iHwi 3miHm)
BHeceHHs 3MiH [0 po3giny «MapkyBaHHs1» MKA
N3: 3atBepaxeHo: MAPKYBAHHA Y
Bi4MOBIAHOCTI i3 3aTBEPAKEHUM TEKCTOM.
3anponoHoBaHo: MAPKYBAHHA 3rigHo
3aTBEPKEHOr0 TEKCTY MapKyBaHHS. OHOB/EHHSA
TEKCTY MapKyBaHHA YNakoBKM /liKapCbKOro 3acoby

3a
peyenmom

UA/11995/01/01




35

n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

3 BHECEHHAM iHdhopmaLii WoA0 3a3HaYeHHs
OOMHUUB BUMIpIOBaHHA y cucteMi Sl. 3miHn | Tuny
- AOMIHICTpaTMBHI 3MiHU. 3MiHA HaliMeHyBaHHS
Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BUPOGHMKa/iMnopTepa roToBoro ikapcbkoro
3acoby, BKIoYaoun AibHULI BUNYCKy cepii abo
MiCLie NPOBEeAEHHS KOHTPO/TO SKOCTI. (AIS/IbHICTb,
3a SKy Bignosigae BUPO6HMK/iMnopTep,
BK/IOHAKOUM BUNYCK cepiil) 3MiHa agpecy micus
NPOBaKEHHS AiS/IbHOCTI BUPOGHMKA NiKapCbKOoro
3acoby AypobiHao ®apma Jlimiteq - FOHIT I, IHgjsA,
6e3 3MiHn MicLa BUPOBHMLTBA. 3MiHWN BHECEHI B
IHCTPYKLUiI0 4151 MeAMYHOro 3acTocyBaHHA /13 y p.
"MicLe3HaxomKeHHs1 BUpO6HYMKa Ta ioro agpeca
MiCLiA NPOBaKEHHS AifNIbHOCTI" 3 BiANOBIAHUMY
3MiHaMu B TEKCTi MapKyBaHHS yNnakoBOK. 3MiHu |
TMny - AGMiHICTpPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecy 3asBHUKa
(BNacHviKka peecTpauiiHoro NocBif4YeHHs) 3miHa
afpecy 3asBHuKa - [insHka Ne2, MaiTpisixap,
AwmeepneT, M. Xaiigapa6ag - 500038, LWtaT
TeneHraHa, IHgis

17.

AHIIPAM

Tabnetku no 5 mr,
no 10 TabneTtok y
6nicTepi; no 3
6nictepn y nauui 3
KapToHy

Aypob6iHa0
Papma /114,

IHAis

Aypob6iHgo ®apma Nlimiteps, -

KOHIT I, IHgis;
Aypo6iHgo ®apma /174,
dopmyneiwH OHIT XV,

IHais

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TURY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsagy (iHwi 3miHun)
BHeceHHs 3MiH [0 po3ainy «MapkyBaHHs1» MKA
N3: 3atBepaxeHo: MAPKYBAHHA Y
BiANOBIAHOCTI i3 3aTBEPAKEHNM TEKCTOM.
3anponoHoBaHo: MAPKYBAHHA 3rigHo
3aTBEPKEHOr0 TEKCTY MapKyBaHHSA. OHOBEHHS
TEKCTYy MapKyBaHHA yNakoBKW /likapCbKoro 3acoby
3 BHECEHHSIM iHhOpMaUiT LLoA0 3a3HAYEHHS
OAVHWLb BUMIPIOBaHHSA Y cuctemi Sl. 3mitu | Tuny
- AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu MicLa NpoBaMKeHHs AisNbHOCTI
BMPOGHMKa/iMnopTepa rotoBoro Mikapcbkoro
3acoby, BKIHOYaoun AibHULL BUNYCKy cepii abo
MicLLle NpOBeAEHHS KOHTPOSIO AKOCTI. (LiANbHICTDb,
3a AKy Bignosigae BMpo6HuK/iMnopTep,
BK/IOUAK0UM BUMYCK cepiid) 3MiHa agpecu Micud
NpoBaPKEHHSA AiS/IbHOCTI BUPOOHMKA NiKapCbKoro
3acoby AypobiHao ®apma Jlimites - FOHIT I, IHais,
6e3 3MiHN MicLA BUpOGHMLTBA. 3MiHM BHECEHI B
IHCTPYKLU,i0 AN51 MeNYHOro 3acTocyBaHHA /13 y p.
"Micue3HaxomkeHHs1 BUpO6HMKa Ta ioro agpeca
MiCLiAl MPOBaKEHHS AiS/IbHOCTI" 3 BiANOBIAHUMY
3MiHaMW B TEKCTi MapKyBaHHS ynakoBOK. 3MiHu |
TMny - AAMiHICTpaTVBHI 3MiHK. 3MiHa

3a
peyenmom

UA/11995/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

HaliMeHyBaHHs Ta/abo agpecy 3asBHUKa
(BnacHvika peecTpauiiiHoro NocBig4eHHs1) 3miHa
agpecw 3anBHVKa - linsHka Ne2, Maitpisixap,
AwmeepneT, M. Xaligapabag, - 500038, LWtat
TeneHraHa, IHais

18.

AHIIPAM

Tabnetkv no 10 wr,
no 10 Tabnetok y
6nictepi; no 3
6nictepn y nauui 3
KapTOHY

Aypo6iHao
®Papma /114

IHgis

Aypobingo ®apma Jlimites, -
HOHIT I, IHAjs;
AypobiHgo dapma /114,
®opmynewH tOHIT XV,
IHais

IHais

BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis:
3MiHn | TURY - 3MiHN Wopao 6e3nekn/ed)eKTUBHOCTI
Ta hapmakoHarnsagy (iHwi 3miHm)
BHeceHHs 3MiH f0 po3giny «MapkyBaHHA» MKA
N3: 3atBepaxeHo: MAPKYBAHHA Y
Bi4NOBIAHOCTI i3 3aTBEPIKEHUM TEKCTOM.
3anponoHosaHo: MAPKYBAHHSA 3rigHo
3aTBEPKEHOr0 TEKCTY MapKyBaHHS. OHOB/IEHHS
TEKCTy MapKyBaHHA yNakoBKW NikapCbKoro 3acoby
3 BHECEHHAM iH(hopmaLii WoA0 3a3HaYeHHs
OAVHWLb BUMIpIOBaHHS y cuctemi Sl. 3miHm | Trny
- AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLsA NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro ikapcbkoro
3aco06y, BK/IKYauun AinbHULL BUNycky cepii abo
MiCLie NPOBEAEHHS KOHTPO/IO AKOCTI. (AIS/IbHICTb,
3a AKy BiAnoBigae BMPOGHMK/iMNopTep,
BK/IHOUAKOUM BUMYCK cepiid) 3MiHa agpecu Micus
NPOBaKEHHS AiS/IbHOCTI BUPOGHMKA NiKapCbKOoro
3acoby Aypo6iHgo ®apma Jlimiteq - FOHIT I, IHgjs,
6e3 3MiH1 Micus BUpO6HMLTBA. 3MiHV BHECEHI B
IHCTPYKLil0 ANA MeAnyHOro 3actocyBaHHs /13y p.
"Micue3HaxomkeHHs1 BUpo6HMKa Ta ioro agpeca
MiCLSi NPOBaKEHHS AiSNIbHOCTI" 3 BIANOBIAHUMU
3MiHaMu B TEKCTi MapkyBaHHS ynakoBoK. 3MiHu |
TMny - AGMIHICTPaTVBHI 3MiHK. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu 3asBHUKa
(BnacHWKa peecTpauiiiHOro NocBig4YeHHs) 3mMiHa
agpecy 3aaBHKKa - JinsHka Ne2, MaitpiBixap,
AwmeepneT, M. Xaligapa6ag - 500038, WtaT
TeneHraHa, IHgis

3a
peyermom

UA/11995/01/03

19.

APBUTE/Ib H

Tabnetku, no 40
mr/12,5 mr; no 7
TabneTtok y 6nictepi;
no 4 Ta 8 6nictepis
B KOPOOLL 3 KAPTOHY;
no 14 TabneTtok y
6nicTepi, no 1,2,4 Ta
7 6nicTepis B
KOpo6L,i 3 KAPTOHY

MIKPO JIABC
NIMITEL

IHAjs

MIKPO NNABC NIMITEL,

IHAjA

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asBHUKa
(BnacHviKa peecTpauiiHoro noceigYeHHs) 3miHa
afipecy 3asBHUKa

3a
peyenmom

UA/18380/01/01

20.

APBUTE/Nb H

Tabnetku, no 80
mr/12,5 mr; no 7
TabneTok y brictepi;

MIKPO JIABC
NIMITEL

IHais

MIKPO NNABC NIIMITEL

IHais

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu 3asiBHMKa

3a
peyenmom

UA/18380/01/02
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
no 4 Ta 8 6nictepis (BnacHviKa peecTpauiiHoro noceig4eHHs) 3miHa
B KOPOOGLLi 3 KAPTOHY; afpecy 3asBHMKa
no 14 TabneTtok y
6nicTepi, no 1,2,4 Ta
7 6nicTepis B
KOpo6Li 3 KapTOHY
21. APBUTE/Ib H Tabnetku, no 80 MIKPO NIABC IHgis MIKPO NABC NIIMITEL IHais BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3a UA/18380/01/03
Mr/25 mr; no 7 NIMITEL 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
Tabnetok y 6nictepi; HalilMeHyBaHHs Ta/abo agpecu 3asBHUKa
no 4 Ta 8 6nictepis (BnacHviKa peecTpauiiiHoro noceig4eHHs) 3miHa
B KOPOOGLLi 3 KAPTOHY; afpecy 3asBHUKa
no 14 TabneTtok y
6nicTepi, no 1,2,4 Ta
7 6nicTepis B
KOpo6L,i 3 KAPTOHY
22. APKOKCIA® TabneTku, BKpUTI Mepk Wapn i LLiBeiuapis Mepk Wapn i foym B.B., HigepnaHnamn BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis: 3a UA/10704/01/01
nNiBKOBOIO Ooywm IAEA HigepnaHgu (nakyBaHHs, / IcnaHis 3MiHM | TUNY - aAMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
o6onoHkoto, no 30 6X BMMYCK cepil); dPpoccT HalilMeHyBaHHs Ta/abo agpecu micua
Mr no 7 TabneTok y I6epuka, C.A., IcnaHis NPOBaXEHHS AiS/IbHOCTI BUPOGHMKA (BK/TOHakouY,
6nictepi; no 1 a6o 4 (BUPOBHYKK Hepo3hacoBaHol 3a HeobXigHOCTI, MicLle NPOBeAEHHS KOHTPOJIIO
6nictepn y NpoAyKLil, KOHTPONb AKOCTI, SIKOCTi), ab0 B/lacHMKa MacTtep-thainna Ha A®I, abo
KapTOHHI KopoobLi nakyBaHHs) nocravanbHuka API/BMUXiAHOrO
mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
3aCTOCOBYOTbCA Y BUPOOHULTBI ADI (AKLLO
3a3HavYeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiiCYTHOCTI cepTudikaTa BignosigHOCTI
€Bponeiicbkii hapmakonei y 3aTBepakeHoMy
[ocbe, abo BUPOOHMKA HOBOT AOMOMDKHOT
PEUYOBUHM (SKLLO 3a3HAYEHO Y JOCbE). 3MiHa
agpecu BnpobHuka A®I eTopukokem6 F.1.S.-
Fabbrica Italiana Sintetici S.p.A., Italy, 6e3 3MiHu
MicLs BUPO6GHULTBA. 3anponoHoBaHo: F.1.S.-
Fabbrica Italiana Sintetici S.p.A. Via Massimo
D’Antona 13 Termoli, Campobasso 86039 Italy.
BBefeHHs 3MiH NpoTarom 3 MicALiB nicns
3aTBEPAKEHHSA
23. APKOKCIA® TabneTku, BKpUTI Mepk Wapn i LLiBeiiuapis Mepk Wapn i Joym B.B., HigepnaHnaun BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/10704/01/02
NiBKOBOIO Ooywm IAEA Higepnangy (nakysaHHs, / IcnaHis 3MiHY | TUNY - aAMIHICTPaTVBHI 3MiHW. 3MiHa peyenmom
060/10HKOH0, M0 60 m6X BUNYyCK cepii); dPpoccT HaliMeHyBaHHS Ta/abo agpecu micus

Mr no 7 TabneTok y
6nictepi; no 1 a6o 4
6nictepn y
KapTOHHIlA KopooLi

I6epuka, C.A., IcnaHis
(BUPOBHVK Hepo3dhacoBaHol
npoayKuii, KOHTPONb AKOCTI,

nakyBaHHs)

NPOBaXEHHS Ais/IbHOCTI BUPOGHMKA (BK/THOUaouK,
3a HeOOXiAHOCTI, MicLe NPOBEAEHHS KOHTPO/IHO
SIKOCTi), ab0o B/lacHMKa MacTtep-thaiina Ha A®l, abo
nocravasnbHuka AP|/BMUXiAHOrO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
3aCTOCOBYIOTbCS Y BUPOOHMUTBI ADI (SKLLO
3a3HavYeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudikara BifnoBsigHOCTI
€Bponelicbkili hapmakonei y 3aTBepapKeHomy
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

[ocbe, abo BUPOBHMKA HOBOT AOMOMDKHOT
PEYOBUHM (SKLLO 3a3HAYEHO Y 0CbE). 3MiHa
agpecu BnpobHuka A®I eTopukokem6 F.1.S.-

Fabbrica Italiana Sintetici S.p.A., ltaly, 6e3 3MiHu
Micus BUPOBGHMLTBA. 3anponoHoBaHo: F.1.S.-
Fabbrica Italiana Sintetici S.p.A. Via Massimo

D’Antona 13 Termoli, Campobasso 86039 ltaly.

BBefeHHs 3MiH NpoTaroM 3 MicAwiB nicns

3aTBEPAKEHHSA

24.

APKOKCIA®

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKOI0, N0 90
Mr no 7 TabneTok y
6nictepi; no 1 a6o 4
6nictepn y
KapTOHHIA Kopoo6Li

Mepk Wapn i

Joym IAEA
6X

LLiBeiuapis

Mepk Wapn i Joym B.B.,
HigepnaHgu (nakyBaHHs,
BWMNYCK cepil); PpoccT
I6epuka, C.A., IcnaHis
(BUPOBHVK Hepo3hacoBaHol
NPoAyKLUii, KOHTPONb AKOCTI,
nakyBaHHs1)

HigepnaHgu
/ IcnaHis

BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis:
3MiHKM | TUNY - aAMIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NPOBaKEHHS Ais/IbHOCTI BUPOGHMKA (BKTHOHaouM,
3a HeobXigHOCTI, MicLle NPOBeAEHHS KOHTPOJIO
SIKOCTi), ab0 Br1acHMKa mactep-thainna Ha A®l, abo
nocravasibHuka A®I/BMXigHOro
mMatepiany/peareHTy/npoMbKHOIo NPOAYKTY, WO
3aCTOCOBYIOTbCA Y BUPOOHULTBI ADI (AKLLO
3a3HavYeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiiCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepakeHoOMy
[ocbe, abo BUPOOHMKA HOBOT AOMOMDKHOT
PEYOBUHM (SKLLO 3a3HAYEHO Y J0CbE). 3MiHa
agpecu BnpobHuka A®| eTtopukokem6 F.1.S.-
Fabbrica Italiana Sintetici S.p.A., Italy, 6e3 3MiHu
MicLs BUPOBGHULTBA. 3anponoHoBaHo: F.1.S.-
Fabbrica Italiana Sintetici S.p.A. Via Massimo
D’Antona 13 Termoli, Campobasso 86039 ltaly.
BBefeHHs 3MiH NpoTAaroM 3 MicALiB nicns
3aTBEPAKEHHSA

3a
peyenmom

UA/10704/01/03

25.

APKOKCIA®

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKO0, Mo 120
Mr no 7 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHIA Kopoo6Li

Mepk Wapn i

Joym IAEA
6X

LLiBeiuapis

Mepk Wapn i foym B.B.,
HigepnaHgu (nakyBaHHs,
BMMYCK cepil); dPpoccT
I6epuka, C.A., IcnaHis
(BUPOBHVK Hepo3hacoBaHol
NpPoAyKUii, KOHTPONb AKOCTI,
nakyBaHHs)

HigepnaHnamn
/ IcnaHis

BHECEHHS 3MiH 10 peecTpaviiiHix MmaTepianis:
3MiHM | TUNY - aAMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micua
NPOBaXEHHS Ais/IbHOCTI BUPOGHMKa (BK/THOHakouK,
3a HeobXigHOCTI, MicLle NPOBeAEHHS KOHTPOSIIO
SIKOCTi), ab0 B/1acHMKa MacTtep-thainna Ha A®l, abo
noctadanbHuka Ad®Il/BuxigHoro
martepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
3aCTOCOBYOTbCA Y BUPOOHULTBI ADI (AKLLO
3a3HavYeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiiCYTHOCTI cepTudikaTa BignosigHOCTI
€Bponeiicbkii hapmakonei y 3aTBepakeHoMy
[ocbe, abo BUPOOHMKA HOBOT AONOMDKHOT
PEUYOBUHM (SKLLO 3a3HAYEHO Y JOCbE). 3MiHa
agpecu BnpobHuka A®I| eTopukokem6 F.1.S.-
Fabbrica Italiana Sintetici S.p.A., ltaly, 6e3 3MiHK
MicLs BUPO6GHULTBA. 3anponoHoBaHo: F.1.S.-
Fabbrica Italiana Sintetici S.p.A. Via Massimo

3a
peyenmom

UA/10704/01/04
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
D’Antona 13 Termoli, Campobasso 86039 ltaly.
BBeneHHs 3MiH NpoTaroMm 3 MicsAwiB nicns
3aTBEPAKEHHSA
26. APOKCUKAM Tabnetkv no 7,5 wr; Aypo6iHao IHAjs Aypob6ingo ®apma flimites, - IHAis BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3a UA/11516/01/01
no 10 TabneTtok y dapma /114 HOHiIT I 3MiHuM | TUNY - AAMIHICTpaTUBHI 3MiHW. 3MiHa peyenmom
6nicTepi; no 1 HalilMeHyBaHHs Ta/abo agpecu micus
6nictepy y NPOBa)KEHHS AiS/IbHOCTI BUPO6HUKa/iMnopTepa
KapTOHHI nauwi roTOBOro NikapcbKoro 3acoby, BKIYaun
AinbHULI BUNYCKY cepii abo MicLe NpoBeAeHHN
KOHTPOJI0 SIKOCTI. (ZiANbHICTb, 3a Ky BignoBigae
BMPOGHUK/IMNOPTEp, BK/IKOUAKUM BUMYCK CEpild).
3mMiHa Ha3BM Ta afpecu Micus NpoBapKeHHs
AiSNIbHOCTI BUPOOHUKA liKapCbKoro 3acoby
AypobiHao dapma Nimiteq, - FOHIT I, IHAisA, 6e3
3MiHM Micus BUpPObHULTBA. BBEAEHHS 3MIH
NPOTSArom 6-Tv MicsLiB Mic/1A 3aTBEPAKEHHS.
27. APOKCUKAM Tabnetku no 15 mr; AypobiHao IHais Aypob6iHgo ®apma Nlimitep, - IHAis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/11516/01/02
no 10 Tabnetok y Papma /T4 tOHIT I 3MiHM | TUNY - AAMIHICTPaTVBHI 3MiHW. 3MiHa peyenmom
6nicTepi; no 1 HalimeHyBaHHs Ta/abo agpecu Micua
6nictepy y NpoBaPKEHHS AiSIbHOCTI BUpoOHUKa/imMnopTepa
KapTOHHI/ nauui roTOBOro MikapCcbKoro 3acoby, BKAUaumn
AinbHULI BUNYCKy cepii abo MicLe NpoBeAeHHs
KOHTPOIO SIKOCTI. (AiSNIbHICTb, 3a 5Ky BignoBigae
BMPOGHUK/IMNIOPTEp, BK/IKOYAKOYM BUMYCK Cepilt).
3MiHa Ha3BW Ta agpecy Micusi NPOBaKEHHS
LiSiNIbHOCTI BUPOOHMKA NiKapCbKoro 3acoby
Aypob6iHgo ®apma Jlimiteg, - FOHIT lIl, IHgisa, 6e3
3MiHM Micusi BUpobHUUTBa. BBEAEHHS 3MiH
NPOTArom 6-TM MiCALIB NiC/IA 3aTBEPAKEHHS.
28. APTE/IAK® Kpansii O4Hi, po3ynH TOB «BAYLU YKpaiHa [Op. F'epxapg MaHH XeM.- HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 UA/6038/01/01
3,2 mr/mn, no 10 mn XEJIC» thapm. ®abpumk M'mM6X 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenma
y thnakoHi 3 HaliMeHyBaHHS Ta/abo afpecy micus
KpanenbHuueto; no 1 NPOBaKEHHS AiSIbHOCTI BUpOOHMKa/imMnopTepa
donakoHy 3 roTOBOrO /liKapCbKOro 3acoby, BkIo4aum
KpanenbHuLeto B AiNbHULI BUNYCKY cepii abo MicLie NpoBefeHHA
KapTOHHI KOpOoOLyi KOHTPOJH0 SIKOCTI. (AiS/IbHICTb, 3a 5Ky BignoBigae
BMPOGHMK/iIMNOpTEp, BK/OYaUM BUMYCK Cepiid)
HesHayHa 3miHa B HaliMeHyBaHHi Ta agpeci
BMPOGHMKa 13 BHOCMTLCA 3 METOI NPUBELEHHS Y
BiANOBIAHICTb A0 NiLeH3iT Ha BUPOBHNLTBO
3aaB/1eHoi /19 y KpaiHi BUpo6HUka. BBeAeHHS 3MiH
NPOTSArom 6-Tv MiCAILIB MiC/1A 3aTBEPAXKEHHS.
3MiHu | TUNY - 3MiHK Wopao 6e3nekn/edyeKTUBHOCTI
Ta hapmakoHarnagy (iHwi 3miHn) OHOBNEHHS
TEKCTY MapKyBaHHS NepBUHHOT Ta BTOPUHHOT
yNakoBKN NMikapCbKoro 3acoby. TepmiH BBEEHHS
3MiH NPOTAroM 6 MicALIB MicNsa 3aTBEPKEHHS
29. ACITAIOKC TabNeTkn, BKPUTI AypobiHao IHais Aypob6iHgo Papma Jlivites - IHais BHECEHHS 3MiH 10 peecTpauiiHux maTepianis: 3a UA/11661/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

MN/1iBKOBOIO
060/10HKO10, M0 10
Mr, N0 7 TabneTok y
6nicTepi; no 4
6nictepu B
KapTOHHIA KOpO6L

Papma /T4

HOHIT I

3MiHM | TUNY - AAMIHICTPaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micua
NpoBafKEHHA AiSNIbHOCTI BUPO6HUKa/iMnopTepa
roTOBOrO /liKapCbKOro 3acoby, BKI0Yaumn
AinbHULI BUNYycKy cepii abo MicLe NpoBeAeHHS
KOHTPOIO SIKOCTI. (AiSNIbHICTb, 3a 5Ky BignoBigae
BMPOGHUK/IMNOPTEp, BK/IKOYAKYM BUMYCK CEpIlt).
3MiHa HaliMeHyBaHHS Ta afipecu micus
NPOBaKEHHS AiS/IbHOCTI BUPO6HUKA, 6€3 3MiHK
Micus BUpo6HMUTBA. 3MiHK | TNy - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta (hapmakoHarnagy (iHwi
3MiHW). BHeceHHs 3MiH Ao po3ainy “ MapkyBaHHS"
MKA N3. 3atBepaxeHo: MAPKNPOBKA
YMNAKOBKW/ FOTOBOIO JIEKAPCTBEHHOIO
CPEACTBA. B COOTBETCTBUU C YTBEPXKAEHHBIM
06pa3LoM. 3anponoHoBaHo:
MAPKYBAHHSA. 3rigHo 3aTBEpXEHOro TeKCTy
MapKyBaHHS. OHOB/IEHHSI TEKCTY MapKyBaHHS
yMakoBKM NikapcbKoro 3acoby BignoBigHO Ao
BUMOTr Haka3y MO3 Ykpaiuu Big 23.07.2015 p.
Ne460 3 BHeceHHAM iHdhopmMaLlii Wog0 3a3HaYeHHSA
O4VHWLb BUMIpIOBaHHS y cuctemi Sl. 3minm | Trny
- AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHMKa (BNacHUKa
PEECTPALLINHOIO NOCBIAYEHHS).

peyernmom

30.

ACITANIOKC

TabneTku, BKPUTI
N1iBKOBOIO
060/10HKO0, Mo 20
Mr, o 7 TabneTok y
6nictepi; no 2
6nictepu B
KapTOHHIlA KOpooLi

Aypob6iHa0
Papma /114,

IHAis

Aypob6iHgo ®apma flimiteps, -
tOHIT I

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHM | TUNY - AAMIHICTPaTVBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu Micud
NpoBaPKeHHSA AiSNbHOCTI BUpoOHUKa/imMnopTepa
roTOBOro MikapCbKOro 3acoby, BKIYaun
AinbHULI BUNYCKy cepii abo MicLe NpoBeAeHHS
KOHTPOJIO SIKOCTI. (AiS/IbHICTb, 3a 5Ky Bignosigae
BMPOGHUK/IMNOPTEP, BK/IKOYAKOYM BUMYCK CEpIlt).
3miHa HaliMeHyBaHHS Ta agpecu micus
NPOBaPKEHHS AiS/IbHOCTI BUPOOHUKA, 63 3MiHM
Micus BUpO6HMUTBA. 3MiHK | TUny - 3MiHK Wwoao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnagy (iHwi
3MiHVM). BHECeHHA 3MiH f0 po3giny “ MapkyBaHHsA"
MK4A N3. 3atsepmxeHo: MAPKPOBKA
YMNAKOBKW/ FrOTOBOIO JIEKAPCTBEHHOIO
CPEACTBA. B cOOTBETCTBUM C YTBEPXKAEHHBLIM
06pa3uyom. 3anponoHOBaHO:
MAPKYBAHHSA. 3rigHo 3aTBEpPAKEHOr0 TEKCTY
MapKyBaHHS. OHOB/IEHHS TEKCTY MapKyBaHHS
yNakoBKK NiKapcbKoro 3acoby BiAMOBIAHO A0
BMMOr Hakaszy MO3 Ykpainu Big 23.07.2015 p.
Ne460 3 BHeceHHAM iHthopmaLii o0 3a3HaYeHHs
0AVHWLb BUMIpIOBaHHS y cuctemi Sl. 3minm | Tuny

3a
peyenmom

UA/11661/01/02
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
- AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3aaBHMKa (BNacHUKa
peecTpauiiHoro NocBigYeHHs).
31. AYIrMEHTUH™ | nopoluok ans nakcoCmiTKn Benwuka CwmiTKnsiiH Bivem Benuka BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3a UA/0987/05/01
OopasibHOT cycneHsii K EkcnopT BpuTaHis dapmacbioTukanc, Benuvka BputaHis/ 3MiHU | TUny - 3MiHK 3 AKOCTi. FOTOBWIA NliKapCbKuii peyenmom
(200 mr/28,5mrB 5 Nimiten BputaHis; ®paHuis 3aci6. Cuctema KoHTeliHep/3akynopoBasbHuWi
MJ1); MOPOLLOK ANs "nakco Bennkom 3aci6. 3MiHa y NepBYHHIli ynakoBLji roTOBOro
NpUroTyBaHHa 70 mn MpogakwH, PpaHLis nikapcbKoro 3aco6y (SKiCHWIA Ta KinbkicHUiA cknan)
cycnexsii y - M’aki Ta HecTepwnbHi pigki Nikapcobki hopmu -
chnakoHax 3 BHECEHHS 3MiH [0 MaTepianiB peecTpawiinHoro
npo3oporo ckna 3 [0Cbe, a came BBELEHHS a/lbTEPHATUBHOI
MeTaneBoo NEePBUHHOT YNaKOBKN 3 HOBOK KPULLKOHO i3
KPULLKOIO, L0 3aXVCTOM Bif BiAKPUTTA AiTbMU (3MiH y (o1aKkoHi He
3arBMHYYETHLCA (3 BiA6ynochk), 3 BiANOBIAHUMY 3MiHAMY [10 p.
KOHTPO/1EM MEepLUOro «YnakoBka» . BHECEHHA KOPEKTOPCLKMX NpaBokK A0
BiAKpUTTSA i po3ginis 3.2.P.1 Onwuc Ta cknag N3, 3.2.P.2.
nosniMepHo dapmaLeBTUYHa po3pobka, 3.2.P.3.3. Onuc
nniBKoto, LWo BMPOBHMYOro NpoLecy Ta KOHTPOsIH MpoLecy, o6
MiCTUTbCSA y3roguTu 3 iHhopMalLiieto, 3apeecTpoBaHo B
BCepefeHi) pa3om 3 YCbOMY CBITi. 3MiHV BHECEHO B IHCTPYKLiO 415
MipHUM KOBMaYKOM MeJMNYHOro 3aCTOCyBaHHS MikapcbKoro 3acoby y p.
abo gosyunm "YnakoBka". BBefeHHs 3MiH MPOTAroM 6-Tu MicsLiB
Lwnpumuom, abo 3 nicnsa 3aTBepMKEHHS; 3MiHW | TUNy - 3MiHK 3
MipHOIO JTIOXKEYKOHO, SKOCTi. [OTOBWIA Nikapcbknii 3aci6. KoHTposb
nomiLLeHili B roToBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
KapTOHHY KOPO6KY cneuudikaLini Ta/abo foNyCTUMUX MEX FOTOBOTO
a60 3 KPULLIKOHO i3 NiKapcbKoro 3acoby (BUy4eHHS HE3HAYHOro
3aXMCTOM Bif, nokasHuka (Hanpvknag 3actapisioro NokasHuka,
BIAKPUTTA AITbMU Takoro ik 3anax Ta cMak, abo igeHTudikawis
pasom 3 [03yUnM 6apBHYKIB 4N CMaKoOBUX J06ABOK)) - BHECEHHS
LnpuLom abo 3MiH Jo creumdikauiin 13, a came: BUNYyYEHHS 3
MipHOIO JTOXKOHO, KpUTEpIiB NPUAHATHOCTI B TECTi «YNakoBKa»
NOMiLLEHWNI B (Cneuucpikauisi npy BMNYCKY Ha CyXWil NOPOLLOK Ta
KapTOHHY KOpPOOKy Cneyudikauis HanpuUKiHLi CTPOKy NPMAATHOCTI Ha
CYXMi1 NOPOLLIOK) iHhopMaLLii «ToUHas ¢
COOTBETCTBYHOLLE CCHOPMMPOBAHHOW Pe3b60oi» y
3B'5I3KY 3 PEECTPALiEI0 HOBOI KPULLKY i3 3aXNCTOM
BiJ, BIAKPUTTSA AiTbMU SIK @/lbTEPHATUBHOI
NepPBUHHOT YNaKoBKM
32. APPULA ANA CyCrneHsis opasibHa 3 Jenbta LLiBeiuapis AJTIKANOI[, ALl Ckon'e Pecny6nika BHECEHHS 3MiH 10 peecTpaviiiHix MmaTepianis: 6e3 UA/17927/01/01
DITEA abprKocoBUM Megiken MiBHiYHaA 3MiHKW | TURY - 3MiHK WoA0 6e3nekn/edheKTUBHOCTI peuyenma
cmakom, 100 mr/5 MpomoyLuH3 MakenoHis Ta chapmakoHarnsagy. 3miHa y KopoTkili
m; no 100 mny Al XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTI

donakoHi, no 1
chnakoHy B
KOMMNEKTi 3i
LUMPULLOM-
[03aTopoM y

MapKyBaHHS Ta iHCTPYKL,ii 415 MeAnyHoro
3aCTOCYBaHHSA Ha MigcTasi perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3MneKn NiKapCbKoro
3acoby, abo gocnimkeHb 3 6e3neky 3acTocyBaHHSA
NiKapCbKOoro 3acoby B nicaspeecTpauiinnii nepioa,
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
KapTOHHI KopoobLi abo K pe3ynbTar OLiHKM 3BITY 3 JOCAIAKEHD,
npoBeAeHVX BiANoBiAHO A0 MaHy negiatpudHmnx
pocnigxeHs (PIP) (3MiHy y3rofxeHo 3
KOMMNETEHTHUM YNOBHOBEXKEHM OPraHoM) - 3MiHW
BHECEeHi [0 IHCTPYKLi ANna MeanyHoro
3aCTOCyBaHHA NikapcbKoro 3acoby y po3ain
"Oco611BOCTI 3acTOCyBaHHS" BigNoBiAHO f0
OHOBJIEHOT iHhopMaLii o0 6e3neku giroyoi
peyoBuHW. 3MiHK | TUNY - 3MiHK WOoA0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
3MiHa y KOpOTKili XxapakTepucTuLj NikapcbKoro
3ac06y, TeKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acTOCYBaHHA Ha NiACTasi PerynsipHo
OHOBJIHOBAHOTO 3BITY 3 6€3Mekn NikapcbKoro
3acoby, abo gocnimkeHb 3 6e3neky 3acTocyBaHHSA
nNikapcbKoro 3acoby B MicnsipeecTpaviliHvin nepios,
a60 AK pe3ynbTar OLiHKW 3BITY 3 JOCNIIKEHD,
npoBefeHnX BiANOBIAHO 40 NnaHy negiatpuyHmnx
pocnigpxeHb (PIP) (3MiHy y3rofxeHo 3
KOMNETEHTHUM YNOBHOB&XEHUM OpraHom). 3MiHu
BHECEHI [0 iHCTPYKLIT 4518 MeANYHOro
3acTocyBaHHS NiKapcbKoro 3acoby y po3ginm
"Oco6nmBOoCTi 3acTocyBaHHS", "Mo6iuHI peakwyii”
BIAMNOBIAHO 40 OHOBEHOI iHGhopMaLi Woao
6e3nekun Aityol Pe4YOoBUHN.
33. BANTALUMKNOBI | nopotuok leTepo Apar3 IHAis leTepo Apar3 Nimiteq IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: - UA/14191/01/01
P (cybeTaHuin) y Nimiteq 3MinHun Il Tuny - 3MiHKn 3 AKkocTi. A®l. BUpobHMLTBO
rAPOXNOPUA, | noggiiHmx (iHwi 3miHW) OHoBReHHss DMF: 3aTBepAKeHo:
MOHOrIAPAT nosnieTuIeHoBnxX (Bepcis AP-03, Jul-10); 3anponoHoBaHo: (Bepcis
naketax gns AP [EM]14-May-2020) Ta, K HacnifokK 3miHn B
thapmaLeBTUYHOro po3gaini «Cknag» 3anponoHoBaHoO: cybcTaHLis
3aCTOCYBaHHSA MICTUTb BaU1aLMKIOBIpY rigpoxnopuay
MoOHorigpaty He meHwwe 95,0% Ta He 6inbLue
102,0% y nepepaxyHKy Ha 6e3B0AHY PEYOBUHY.
34. BOPUKOHA3O | nopoLuok ans Mictpan AHrnis AxTasic ITania C.n.A. ITanisa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/16359/01/01
N -BICTA AC pO34uHy Ans Kenitan 3MiHu | TURY - AgMIHICTpaTUBHI 3MiHW. 3MiHa peyenmom
iHpy3iii no 200 wmr, MeHeaXMeHT HaliMeHyBaHHs Ta/abo agpecy 3asBHUKa
no 200 mry Nimiten (BnacHvika peecTpauiiiHoro noceigyeHHs) 3miHa
thnakoHi; no 1 afjpecu 3asaBHUKa
donakoHy B
KapTOHHI KopooLi
35. BOPUKOHA30O | nopollok gsis 3eHTiBa, K.C. Yecbka BTOPVHHE NaKyBaHHS, Mpeuis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/15524/01/01
N 3EHTIBA pO34uHy AN Pecny6nika KOHTPONb cepil, Bignosigae 3MiHa 3asiBHMKa (B/1acHUKa peecTpaviiiHoro peyenmom

iHdpy3iin no 200 mr 1
¢hnakoH 3 NOpoLLKOM
B KapTOHHIi navi

3a BUNycK cepil:

OAPMATEH C.A., Ipeuis;
BTOPVHHE MaKyBaHHS,

KOHTpONb cepii:

PAPMATEH IHTEPHELLHN

nocsigyeHHs) (3rigHo Hakady MO3 Big 23.07.2015
Ne 460). BBeeHHSI 3MiH MPOTAroM 6-Tu MicALiB
nicns 3aTBepkeHHs. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
BBeieHHs1 a60 3MiHW A0 y3arasibHEHNX JaHuX Npo
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
CA, lpeuist; cucTemy chapmakoHarnsgy (BBefeHHS
BMPOGHMLTBO "in bulk", y3ara/ibHeHUX AaHux npo cuctemy
nepBrHHE Ta BTOPUHHE hapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0cobu,
nakyBaHHs, KOHTPO/Ib cepii, BiANOBIAA/IbHOI 3a 34iiCHEHHS ddapmakoHarnsgy;
BinoBigae 3a BUNycK cepil: KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa
AHcbapm Ennac C.A., Ipeuis [ANA 34iiCHEHHA dhapmakoHarnsgy B YkpaiHi, AKwo
BOHa BiIMiHHA BiJ, yNIOBHOBa)KEHOI 0CO6Y,
BiANOBIAA/ILHOI 3a 34iiCHEHHA papmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI AaHi) Ta/abo 3miHn y
pO3MiLLeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy). 3MmiHa ynoBHOBaXKeHOT 0cobu
3asBHVIKa, BignoBifganbHOI 3a hapmakoHarnsg,
[itoua pepakuis: CopiHa JliaHa Mato / Sorina Liana
Paiu, MD. MNMponoHoBaHa peakuis: Jliogmmuna
®ininoa, MD / Ludmila Filipova, MD. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI 0COo6U,
BiANoBiAabHOT 3a hapmakoHarnsag. 3MiHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0co6u
YMOBHOB&XeHOT 0C06M 3as1BHMKA, BifnoBiganbHOT
3a (papmakoHarnsg, B YkpaiHi. 3miHa
MicLe3HaxomkeHHa MacTep-chaiina Ta iioro
Homepa.
3MiHa MicLA 34iACHEHHS OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnagy. 3minu | Tuny - AgMiHiCTpaTuBHI
3MiHW. 3MiHa Ha3BW fikapcbkoro 3acoby. Mitoua
pegakuis: BOPUKOHA30/1 A/IBOIEH.
MponoHoBaHa pepgakuis: BOPUKOHA3ON
3EHTIBA. BBefeHHsI 3MiH NpoTArom 6-T1 MicsAuis
nicnsa 3aTBepKEHHS.
36. BOPUKOHA30 NOpPOLUOK A/18 3eHTiBa, K.C. Yecbka BTOPUHHE MakyBaHHA, Mpeuis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/15524/01/01
N 3EHTIBA po3unHy 4ns Pecny6nika KOHTpOnb cepii, Bignosigae 3MiHn Il Tuny - 3MiHu 3 AkocTi. ADI. (iHLWi 3MiHN) peyenmom
iHcpys3iii no 200 mr 1 3a BMNyCK cepil: OHOBJIEHHS MalicTep-thaiina Ha AdI
h1aKoH 3 NOPOLLKOM ®APMATEH C.A. , lpeuis; BopvikoHasony 3 "Bepcii 01, ntotuii 2014 p." Ha
B KapTOHHIi nav,i BTOPUHHE NaKyBaHHs, "Bepcito 04, xoBTeHb 2018 p." Big BUPO6HUKaA
KOHTPO/b cepii: Pharmathen S.A., Greece 3 BignosigHUMU
PAPMATEH IHTEPHELUHN 3MiHamu, 30Kpema: - 3MiHa Ha3Bu BUPOOHWNYOT
CA, lpeuist; ninbHuui Dishman Pharmaceuticals and
BUPOGHMLTBO "in bulk", Chemicals Limitrd, India Ha Dishman Carbogen
nepBrHHE Ta BTOPUHHE Amcis Ltd., India; - BHECEHHA HE3HAYHWX 3MIH Ta
naKyBaHHs, KOHTPO/Ib cepii, pefakuifiHux npaBok Ao po3ginis: 3.2.S.1.3.
BignoBigae 3a BMNyck cepi: 3arasbHi BnactneocTi, 3.2.S.2.1. BUpo6HUK(1),
AHcbapm Ennac C.A., peuis 3.2.5.2.2. Onuc BUpo6GHMYOro npoLecy Ta 1ioro
KOHTpoNto, 3.2.S.3. Onuc xapakrtepuctuk A®l,
3.2.S.4.1. Cneuundikauis, 3.2.S.4.2. AHaniTU4HI
MeToamkn, 3.2.S.7. CTabisibHICTb.
37. BOPUKOHA30O | nopotuok ans MicTpan AHrniA BUNYCK cepil: IcnaHis/ BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/16138/01/01
N-BICTA pO34unHy Ans Kenitan CiHTOH XicnaHisi, C.J1., Monbwa/ 3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa peyenmom
iHdpysili, 200 mr no MeHeKMeHT IcnaHis; Typeyunxa/ HaliMeHyBaHHs1 Ta/abo agpecu 3asiBHMKa
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
200 wmr y chnakoHi; Nimiten BVMPOGHWLTBO, MEPBUHHE i Bonrapis (BnacHviKa peecTpauiiHoro noceig4eHHs) 3miHa
no 1 cpnakoHy y BTOPUHHE MaKyBaHHS: afpecu 3asiBHUKa
KapTOHHIA navui MaiinaH ®apmacbtoTikanc

Cn. 3 0.0., MonbLya;
BUPOGHWLTBO, NEPBUHHE i
BTOPUHHE NaKyBaHHS:
Mecpap Inay Canai A.C.,
TypeyuunHa;
BTOPUHHE NaKyBaHHS:
[xn | dapmac'toTikanc J1T4,.,

Bonrapis
38. FANONEPVNAO PO34MH A1 iH'EKLIN, BAT "lefeoH YropuwumHa BAT "lepeoH Pixtep" YropumHa BHECEHHS 3MiH [0 peecTpavuiiHiX maTtepianis: 3a UA/7271/01/01
N-PIXTEP 5 mr/mn; no 1 mn B Pixtep" 3miHu |l Tuny - 3MiHn 3 akocTi. A®l. BUpo6HMUTBO peyenmom
amnyni; no 5 amnyn (iHwi 3miHW) NnogaHo oHoBneHuii DMF (Bepcis
y NNacTUKOBIN January 2021) Ha fitouy pevoBuHy ranonepugony
hOopMi y KapTOHHii Bif 3aTBepAxeHoro BupobHuka Gedeon Richter
Kopobui Plc., YropwuHa.
39. FTEMOAKTUB- PO34MH ANS iH EKUi, M.BioTek Benuka IMMAKYN IHais BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/18116/01/01
Mb 100 mr/mn; no 5 mn Nimiten BpuTaHis NAN®CANEHCI3 TexHiyHa nomunka (3rigHo Hakaly MO3 Big, peyenmom
B amnyni; no 5 MPAMBIT NIMITE[, 23.07.2015 Ne 460). BunpaBneHHsi TEXHIYHUX
amnyn B KAPTOHHIN NOMMOK, 3rigHo Nn.4 n.2.4. po3giny VI Hakasy
Kopoobui MO3 Ykpainu Big 26.08.2005p. Ne 426 (y pegakuii
Haka3y MO3 Ykpainu Big 23.07.2015 p Ne 460) —
NOMWJ/IKM NOB'A3aHI 3 Nepek1agom abo
nepeHeceHHsM iHdhopmau,i, ki 6y gonyLueHi nig,
yac npoBefeHHs npoLeaypu peecTpadii (Hakas
Ne1285 Big 01.06.2020p.). ¥ Cneuudpikauii npu
BUMYCKY Ta NPOTATOM TEPMiHY NpuAaTHOCTI,
METOAIB KOHTPOJII0 AKOCTI, 6yna gonyLieHa
nomusKa nNpu 3asHavyeHHi oAnHWL BUMIpY KpuTepis
NPUAHATHOCTI 4719 NokasHuka «bakTepiasibHi
€HA0TOKCUMHU». 3a3HaveHe BUNpaB/ieHHs
BinoBigae marepiasiaMm peecTpauiinHoro A0ChE.
40. rNAPOKCUKAP Kancynu no 500 mr MicTpan AHrniA [esa XongiHr A.LL. TypeyunHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/18217/01/01
BAMIA-BICTA no 10 kancyny Kenitan 3MiHu | TUnYy - 3MiHKM 3 AKkocTi. CepTudiikaT peyenmom
6nictepi; no 10 MeHeKMeHT BignoBigHocTi/IE-cepTudikart BignoBigHoCTI
6nicTepiB y NimiTen €Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
KapTOHHi KOpO6L HOBOro abo OHOB/IEHOro cepTudikaTa

BiANOBIAHOCTI ab0 BU/TyYEHHS1 cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; anqa suxigHoro
mMartepiany/peareHTy/NpoMKHOIO NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPObHULTBI ADI; ans
[OMNOMDKHOT peyoBuHY (cepTudikaT BignoBigHOCTI
€Bponelicbkili hapmakonei) - HoBuii cepTudikat
Bifl HOBOro BMPOGHMKa (3aMiHa ab0 AONOBHEHHS)
noAaHHA HOBOro cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkin papmakonei Ne R1-CEP 2003-015-
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Rev 03 ans gitoyoi peyosmHu Hydroxycarbamid
Bi HoBOro BMpo6HMKa OLON S.P.A.
41. FIHINPAN KoHueHTpat ans Takega AscTpis Brpo6HMLTBO 3a NOBHUM AscTpis BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3a UA/2845/03/01
po3unHy A4ns ABcTpif F'M6X LMKIOM: 3MmiHu | TUNY - 3MiHKW 3 SKOCTI. FOTOBUIA NiKAPCbKN peyenmom
iHpy3iiA, 25 MKr/5 Mn Takena ABcTpis M'm6X, 3aci6. KoHTposib roTOBOro NikapcbKoro 3acoby
no 5 mn B amnyni; AscTpis (iHwWi 3mMiHM) OHOB/IEHHS BXE 3aTBEPAKEHNX
no 5 amnyny MpoBefeHHA TecTy MeTOZiB KOHTPOJt0 SIKOCTi NikapcbKoro 3acoby, a
KapTOHHIlA KOpooLi "CTepubHICTb": came BUKNaAEHHA TEKCTY AepXXaBHOK MOBOKO
EixEc Fm6X, AMMEL, 3riHO CyyYacHuX BMMor. BeegeHHs 3MiH MpoTArom
ABCTpist 6-TU MicALIB Nic/1a 3aTBEPAKEHHS.
42, riNOTIA3NA® Tabnetku no 25 mr; TOB "CaHodi- YkpaiHa XIHOIH 3aBog YropwumHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/7593/01/01
Ne 20: no 20 ABEHTIC dPapmaueBTUYHUX Ta 3MiHu | TMny - 3MiHK Wo[o 6e3nekn/etPeKTUBHOCTI peyenmom
TabneTok y 6nictepi; YkpaiHa" XimiyHunx MpoaykTis MNpaiisit Ta (hapmakoHarnsgy. BeegeHHs abo 3miHu oo
no 1 6nictepy y Ko. NTg. Nignpremctso 2 y3arasibHeHuX AaHux Npo cuctemy
KapTOHHI KopoobLi (nignpnemcTBO thapmakoHarnsgy (BBeAeHHs y3araslbHeHNX faHux
Bepelepbxas) npo cuctemy papmakoHarnsgy, amiHa
YNOBHOBA&XEHOI 0CO6M, BigNoBiganbHOI 3a
3[iliCHEHHS (hapMaKoHarnsay; KOHTaKTHOT 0cobu 3
chapmakoHarnsgy 3asaBHuKa 415 34iACHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOT 0cobMu, BignoBifabHOI 3a
3pificHeHHs chapmakoHarnsagy (Bkioyaryn
KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MILLLEHHI
macTep-alina cuctemu papmakoHarnisgy) 3miHa
YMOBHOBaXEHOT 0C06M 3asIBHMKA, BignoBiganbHOT
3a thapmakoHarnag.
[Litova pegakuis: KniwmnH AHTOH MukonaioBumu.
MponoHoBaHa pefakuis: XogakiBcbka TeTsaHa
BsuecnasiBHa. 3MiHa KOHTaKTHWUX AaHUX
YMNOBHOB&XeHOT 0CO6M 3as1BHMKA, BifnoBigaibHOT
3a thapmakoHarnag.
43. riNOTIA3SNA® Tabnetku no 100 mr; | TOB "CaHodi- Ykpaina XIHOIH 3aBog YropwuHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/7593/01/02
Ne 20: no 20 ABEHTIC dapmaueBTUYHMX Ta 3MiHn | TMny - 3MiHK Wo[o0 6e3nekn/edPeKTUBHOCTI peyenmom
TabneTok y 6nictepi; YkpaiHa" XimiyHux MpoaykTis MNpaiisit Ta (hapmakoHarnsgy. BeegeHHs abo 3miHu oo

no 1 6nictepy y
KapTOHHI KOpOoOLyi

Ko. N1ta. NignpvemcTso 2
(mignpremcTBo
Bepelenpbxas)

y3arasibHeHUX AaHux Npo cuctemy
thapmakoHarnsgy (BBeAEHHs y3ara/ibHeHNX JaHux
npo cucTemy chapmakoHarnsgy, amiHa
YNOBHOBaXEHOI 0C06M, BignoBigansHOI 3a
3[iliCHEHHS (papMakoHarnsay; KOHTaKTHOT 0cobu 3
hapmakoHarnsgy 3asiBHUKa s 34iliCHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHa
Bif, yNOBHOB&XXEHOT 0CO6M, BiAMNOBiAa/IbHOI 3a
3pificHeHHs chapmakoHarnsgy (Bkiyarun
KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
MacTep-thaina cuctemm papmakoHarisgy) 3miHa
YMNOBHOBaXXEHOT 0C06M 3as1BHMKA, BignoBiganbHOT
3a (papmakoHarnsg,.
[itoya pegakuis: KniwnH AHTOH MukonaioBumu.
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
MponoHoBaHa pepakuis: XogakiBcbka TeTsaHa
BauyecnasiBHa. 3MiHa KOHTaKTHWUX AaHUX
YMNOBHOBaXeHOT 0COOM 3asiBHMKA, BifnoBigaibHOT
3a thapmakoHarnag.
44, rNEHCNPEN cnpeii HazasbHUiA, neHmapk IHAis FneHmapk ®apmacbloTvkans IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/14550/01/02
[030BaHuii, PapMacboThK nra. 3MiHu | TMNy - 3MiHK 3 SKOCTi. [OTOBWMIA Nikapcbkni peyenmom
cycneHsis, 50 an3 17, 3aci6. KOHTposib roTOBOrO NiKapCbKoro 3acoby.
MKr/no3y, no 60 abo 3MiHa y meTogax BUNpobyBaHHSA roTOBOro
120 go3y niKapcbKoro 3acoby (He3HayHa 3miHa y
nonieTnaeHoBoMy 3aTBEPMAXEHNX MeToAax BUNPOOYBaHHS)
donakoHi; no 1 npvBeAeHHA onucy NpUroTyBaHHsA 6a30BOro
donakoHy 3 CTaHA4apTHOro po3unHy MomeTasoHy dypoaTy
[,03yH04MM HacoCcoM- (po3umH A) 3a nokasHUKoM "[ocnimKeHHs Manux
posnuatoBayem, Kpanesnb 3a A0MNOMOrok KackafHoro iMnakTopy
3aKpUTUM (nouatok ekcnnyartauii cnpes) y BignoBigHICTb A0
KOBMa4koM, y OpUriHaNbHYX [OKYMEHTIB BUPOOHMKA
KapTOHHI/ KOopooLi
45, rnIMENIPUA- TabneTky no 2 mr, TOB «TeBa Ykpaina TeBa dapmaLeBTikan I13pains/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/7800/01/01
TEBA no 10 Tabnetok y YKpaiHa» IHaacTpi3 /T4,., [3pains; YropumHa 3MiHa 3asBHVKa (BNacHWka peecTpawiiiHoro peyenmom
6nictepi; no 3 AT dapmaueBTUYHUIA 3aBOA, noceigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015
6nicTepu y kopobui TEBA, YropLimHa Ne 460). 3miHu | TURY - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay.
BBeeHHs1 a60 3MiHM A0 y3arasibHeHUX JaHuX Npo
cucTemy chapmakoHarnsgy (BBefeHHs
y3araslbHeHUX JaHnx npo cucTemy
thapmakoHarnagy, 3MiHa ynoBHOBaXXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A ddapmakoHarnagy;
KOHTaKTHOI 0CcO6M 3 thapMakoHarnsgy 3asBHUKa
[ANA 3iiCHEeHHs dhapMakoHarnsay B YKpaiHi, AKLLo
BOHa BijMiHHa Bif, yNOBHOBa)KEHOI 0coby,
BiANOBIAA/ILHOI 32 34iiCHEHHA dapmakoHarnsgy
(BKIKOYAIOUM KOHTaKTHI faHi) Ta/abo 3MiHn y
pO3MiLLeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy). 3miHa ynoBHOBaXeHoi 0cobu
3as1BHVIKA, BignoBigasibHOI 3a chapmakoHarnsg.
[itoua pegakuis: Orit Stern-Maman. MNponoHoBaHa
pepaxuis: buctpoBa OkcaHa BitaniiBHa. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHOI 0co6u
3asBHMKA, BiANOBIAA/IbHOI 3a hapMakoHarnsg,
46. rniMENIPUA- TabneTkv no 3 Mr no TOB «TeBa Ykpaina TeBa PapmaLeBTikan I13pains/ BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/7800/01/02
TEBA 10 TabneTok y YkpaiHa» IHaacTpi3 fT4., 13pains; YropLmHa 3MiHa 3asiBHMKa (B/1acHUKa peecTpaviiiHoro peyenmom

6nictepi; no 3
6nicTepu y kopobui

AT dapmaueBTUYHNIA 3aBOS
TEBA, YropLwuHa

noceigyeHHs) (3rigHo Hakaly MO3 Big 23.07.2015
Ne 460). 3MiHu | TUny - 3MiHM Woao
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
BBefeHHs1 abo 3MiHM [0 y3arasibHEHUX AaHNX NPO
cucTemy chapmakoHarnsgy (BBefeHHS
y3arasibHeHUX JaHnX Npo cucTemy
hapmakoHarssgy, 3MiHa YNnoBHOBaXXEHOT 0cobu,
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

BiANOBIAA/IbHOI 3a 34iiCHEHHS dapmakoHarnsgy;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHuKa
[ANA 3giiCHEHHA dhapmakoHarnsgy B YkpaiHi, AKwo
BOHa BiIMiHHA BiJ, yNIOBHOBaXKEHOI 0C0O6Y,
BiANOBIAANLHOI 3a 34iiCHEHH:A papmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI AaHi) Ta/abo 3miHn y
pO3MiLLeHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy). 3MmiHa ynoBHOBaXKeHOT 0cobu
3a8BHVIKa, BignosifganbHOI 3a hapmakoHarnsg,
[itoua pepakuis: Orit Stern-Maman. MNponoHoBaHa
pepakuis: buctpoBa OkcaHa BitaniiBHa. 3miHa
KOHTaKTHUX JaHuX YNOBHOBaXKEHOI 0cobu
3as1BHVKA, BignoBiga/ibHOI 3a dhapMakoHarnsg

47.

rnIMENIPUA-
TEBA

Tabnetku no 4 mr,
no 10 TabneTtok y
6nicTepi; no 3
6nictepu y Kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

TeBa PapmaLeBTikan
IHgacTpi3 N174., 13painb;
AT dapmaueBTUYHMI 3aBOS,
TEBA, YropwuHa

I13pains/
YropumHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHa 3as1BHMKa (B/1acHMKa peecTpaLiiHoro
nocsigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015
Ne 460). 3MiHu | TNy - 3MiHN Woa0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
BeegeHHs1 ab0 3MiHW A0 y3arasibHEeHUX JaHux Npo
cuctemy chapmakoHarnagy (BBegeHHs
y3arasibHeHVX AaHnx Npo cuctemy
hapmakoHarnsgy, 3miHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0CO6M 3 thapmakoHarnsgy 3asBHuKa
[ONsa 3ajiicHeHHs dhapMakoHarnsgy B YKpaiHi, Ko
BOHa BifjMiHHa Bif, yNOBHOBa)XeHOT 0co6H,
BiANOBIAA/IbHOT 32 34iICHEHHSA hapmakoHarnsay
(BKNOYAKOYM KOHTAKTHI JaHi) Ta/abo 3MiHW y
pO3MiLLeHHI MacTep-chaiina cuctemm
hapmakoHarnsgy). 3MmiHa ynoBHOBaXKeHOT 0CO6U
3asBHUKA, BiANOBIAA/IbHOI 3a hapMakoHarnsg,.
[itova pepgakuis: Orit Stern-Maman. MNponoHoBaHa
pegakuisi: buctpoBa OkcaHa BitaniiBHa. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI 0CO6U
3asBHYKa, BigNoBifaIbHOI 3a hapMakoHarnsg

3a
peyenmom

UA/7800/01/03

48.

FNYTAPTIH

Tabnetkn no 0,25 r
no 10 Tabnetok y
6nictepi; no 3 abo 6
6nictepiB y
KapTOHHI KopooLi

ToBapucTBO 3
06MexeHot
BiANOBiAA/bHI
CTIO
"®apmaueBTtun
YHa KOMMaHis
"3popos's”

Ykpaina

ToBapuCTBO 3 0OMEXEHO0
BifNOBiAANbHICTIO
"papmaueBT1YHa KOMNaHis
"3popos'sa"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3
ypaxyBaHHAM 3MiHW [0 [HCTPYKUii A1 MeguyHoro
3aCTOCYBaHHA (BUYyYEHHS TepaneBTUYHOro
nokasaHHsl), 3aTBepakeHoi HakazoM MO3 YkpaiHu
Big, 21.04.2021 Ne 779 (BU/ly4E€HO MoKa3aHHsI
«/lenmocnipos»), nucta AN «[epxaBHuii
ekcnepTHui ueHTp MO3 Ykpainu» Big 27.04.2021
Ne 1768/2-5, BHeCEHHS YTOYHEHHS [0 Hakasy MO3
Ykpainm Big 11.12.2019 Ne 2446 wopfo cratycy
peknamyBaHHs (6y/10 — He nignsarae; ctano -
nignsarae)

6e3
peyenma

UA/4022/02/01

49.

TNYTAPTIH

Tabnetkn no 0,75 r

ToBapucTtBo 3

YkpaiHa

ToBapUCTBO 3 0GMEXEHOHD

YKpaiHa

BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3

6e3

UA/4022/02/03
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
no 10 TabneTtok y 06MEXeHOo BiANOBIAA/IbHICTIO ypaxyBaHHSIM 3MiHU A0 IHCTpyKLUii AN MeauyHoro peyenma
6nicTepi; no 3 abo 5 BiANOBiAa/bHI "papmMaueBTUYHa KOMNaHis 3aCTOCYBaHHSA (BU/TyYEHHS TepaneBTUYHOro
6nicTepis y CTIO "3popos'a" nokasaHHs), 3aTBepxeHoi HakazoM MO3 YkpaiHu
KapTOHHI KopoobLi "®apmavneBTu Bi 21.04.2021 Ne 779 (BusTy4eHO MoKasaHHs
YHa KoMnaHis «/lenmocnipo3»), nucta AN «epxaBHuii
"3p0pos'a” eKcrnepTHWi LeHTp MO3 Ykpainn» Big 27.04.2021
Ne 1768/2-5, BHECEHHS YyTOUHEHHS A0 Hakasy MO3
Ykpainm Big 11.12.2019 Ne 2446 wopao crarycy
peknamyBaHHs (6y/10 — He nignsarae; ctano -
nignarae)
50. rPUN-XEE/Nb PO34MH A8 iH'eKUI Bionoriwe HimeuunHa Bionoriwe Xainbmittesnb HimeyunHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/4268/01/01
no 1,1 mn B amnyni; XaiinbMmiTrens Xeenb M'm6X TexHiuHa nomwuska (3rigHo Hakaly MO3 Big, peyenmom
no 5 amnyny Xeenb Mv6X 23.07.2015 Ne 460) BunpaBneHO TEXHIYHY
KOHTYPHIi NOMWIIKY Y TEKCTI MapKyBaHHS yNakoBKn
YapyHKOBIl nikapcbKoro 3acoby (n.12) woa0 HEKOPEKTHOTO
ynakosLi; no 1, abo 3a3HayYeHHs1 HoMepa peecTpaviiHoro NocBiAYeHHs
no 2, abo 20 Ona BTOpUHHOT ynakoskn Nel00. 3aTBepaKeHo:
KOHTYPHUX 12. HOMEP PEECTPALIMHOIO NMOCBIAYEHHSA
YapyHKOBUX PeecTpauiiiHe nocsigueHHs Ne UA/7275/01/01
yNaKkoBOK y KOPOOLi 3anponoHoBaHo: 12. HOMEP
3 KapTOHY PEECTPALLINHOIO NMOCBIJYEHHSA
PeecTpauiiiHe nocsigueHHs Ne UA/4268/01/01
3a3HayeHe BMNpaBEeHHN BigNoBigae maTepianam
PEECTPALLiHOIO AOCHE.
51. FYTTANTAKC®N | kpanni, 7,5 mr/mn; TOB "CaHodi- YkpaiHa IcTiTyTO fle Anxeni C.p.n. ITanis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/0832/01/01
IKOCY/Ib®AT no 15 mn a6o 30 mn ABEHTIC 3MiHu | TMny - 3MiHK Wo[o 6e3nekn/etPeKTUBHOCTI peyenma
y chnakoHi; no 1 YkpaiHa" Ta (hapmakoHarnsgy. BeegeHHs abo 3miHv oo
donakoHy y y3arasibHeHUX JaHnX Npo cucTemy
KapTOHHI KopoobLi thapmakoHarnsgy (BBeAeHHs y3araslbHeHNX faHux
npo cucTemy dhapmakoHarnsgy, amiHa
YNOBHOB&XEHOI 0C06M, BignNoBiganbHOI 3a
3[iiCHEHHS (hapMaKoHarnsay; KOHTakTHOT 0cobm 3
chapmakoHarnsgy 3asaBHUKa 415 34iACHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOT 0cobMu, BignoBifabHOI 3a
3pificHeHHs chapmakoHarnsagy (Bkioyaryn
KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MILLLEHHI
macTep-alina cuctemu papmakoHarnsgy) 3miHa
YMOBHOBaXEHOT 0C06M 3as1BHMKA, BifnoBiganbHOT
3a thapmakoHarnag,.
[Litoyva pegakuis: KniwmnH AHTOH MukonaioBumu.
MponoHoBaHa pefakuis: XogakiBcbka TeTaHa
BauecnasiBHa. 3MiHa KOHTaKTHWUX AaHUX
YMNOBHOB&XEHOT 0CO6M 3as1BHMKA, BifnoBigaibHOT
3a thapmakoHarnag.
52. AAP3ANEKC® KOHLeHTpaT Ans TOB YkpaiHa Bnpo6HMLTBO LBeliuapis/ BHECEHHSA 3MiH [0 peecTpaliiiHux maTepianis: 3a UA/18025/01/01
PO34uMHy ANns "[PKOHCOH i Hepo3g)acoBaHOro HimeyunHa/ | 3MmiHu | TMNy - 3MiHK 3 AKOCTI. [OTOBUIA NTiKAPCbKMiA peyenmom
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
iHcpysiA, 20 mr/mn; [bxoHcoH NpoAyKTy, NepBrHHA HigepnaHgn 3aci6. 3MiHM y BUPO6HULTBI. 3MiHa
no 5 mn a6o 20 mny YkpaiHa" yNaKoBKa, KOHTPO/Ib SIKOCTi: iMnopTepa/3miHu, Lo CTOCYIOTLCA BUMYCKY cepii Ta
donakoHi; no 1 Cinar AT, LUBeiiuapis; KOHTPO/I0 SIKOCTi FOTOBOrO MiKapCbKoro 3acoby
chnakoHy y BetTep ®apma-depTuryHr (3amiHa abo goAaBaHHS BUPOGHKKA, Lo
KapTOHHIA ynakoBLi 'M6X & Ko. KI', HimeuunHa; BignoBigae 3a BBe3eHHA Ta/abo BMnyck cepir) -
BTopuHHa ynakoska: Bkntoyatoun KOHTPONb/BUNPo6YyBaHHSA cepii -
Cinar Al LLiseiiuapis; [0[aBaHHsA a/lbTEPHATMBHOIO BUPOGHNKA,
Bunyck cepii: BignoBigasibHOro 3a Bunyck cepii Cinar AT,
AHcceH Balonogxuke B.B., LBeiiyapis / Cilag AG, Switzerland, 3a agpecoto:
HigepnaHvgn XoxwrTpacce 201, LWaddxayseH 8200, LUseiiuapis
abo / Hochstrasse 201, 8200 Schaffhausen,
Cinar AT, LBeiiuapis Switzerland gna N3 Jap3anekc®, KOHUEeHTpaT
ANsa po3unHy Ans iHdysiid, 20 mr/mn; no 20 mn'y
donakoHi. 3MiHW BHECEHO B iIHCTPYKLit0 oNs
MeAMYHOIO 3aCTOCYBaHHS W00 HaliMeHyBaHHSA Ta
MicL,e3HaxX0[KEHHS BUPOOHUKa (A0AaBaHHS
BUPOOHMKA) 3 BiANOBIAHUMU 3MiHAMMW Y TEKCTI
MapKyBaHHS1 yNakoBKU /likapcbKoro 3acoby.
53. AENAKIH TabneTku, BKpUTI TOB "CaHodi- YkpaiHa CaHodi BiHTpon IHgacTpia ®paHuis BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3a UA/10118/01/01
XPOHO® 500 060/10HKOI0, ABeHTIC 3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eteKTUBHOCTI peyenmom
Mmr MPOJIOHroBaHoI fji YkpaiHa" Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
no 500 mr; Ne 30: no y3araJibHeHNxX AaHux rnpo cuctemy
30 Tabnetok y chapmakoHarnsgy (BBeeHHs y3araibHeHUX faHnx
KOHTEliHepi, npo cuctemy hapmakoHarnsgy, smiHa
3aKpPUTOMY KPULLIKOHO yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
3 3AilicHeHHA hapMakoHarnsy; KOHTaKTHOT ocoou 3
BOJIOrOMNOr/IMHAYeEM, hapmakoHarnsgy 3asBHUKa 415 34iCHEHHSA
B KapTOHHIi kopo6ui thapmakoHarnagy B YkpaiHi, SKLL0 BOHa BigMiHHA
Bif, yNOBHOB&XEHOT 0co6u, BiANOBiAaIbHOI 3a
3fificHeHHs chapmakoHarnsagy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
mMacTep-aiina cuctemu dpapmakoHarnsgy) 3miHa
YNOBHOB&XeHOT 0CO6M 3as1BHMKA, BifnoBigaibHOT
3a thapmakoHarnag.
[itoua pepaxuis: KniwmH AHTOH Mukonaiosuy.
MponoHoBaHa pegakuis: Xogakiscbka TeTaHa
BauecnasiBHa. 3MiHa KOHTaKTHWUX AaHUX
YNOBHOB&XEHOT 0CO6U 3asiBHMKA, BifnoBigabHOl
3a (hapmakoHarnasg,.
54. AENAKIH® cupon, 57,64 mr/mn;, TOB "CaHodi- Ykpaina tOHiTep Niksig ®paHuin BHECEHHS 3MiH 10 peecTpaviiiHix MmaTepianis: 3a UA/3817/01/01
Ne 1: no 150 mny ABeHTIC MaHydekuypiHr 3MiHu | TUnYy - 3MiHK Wono 6e3nekn/eteKTUBHOCTI peyenmom
chnakoHi; no 1 YkpaiHa" Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o

hnakony 3
[03yH0UnM
NPUCTPOEM 3
npo6koto-
afanTopoMm B
KapTOHHI/ Kopobui

y3araJibHeHNX AaHux rnpo cuctemy
hapMakoHarnaay (BBeAeHHs y3arasibHEHUX AaHUX
npo cuctemy papmakoHarnsay, amiHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
3[ifiCHEHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapMakoHarnisgy 3asaBHUKa ANs 34iNCHEHHS
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA
Bif], yNOBHOB&XXeHOT 0co6u, BiANOBiJabHOI 3a
34ilicHeHHA thapMakoHarnsgy (BKoyaoum
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
MacTep-alina cuctemu papmakoHarnsgy) 3miHa
YMNOBHOBaXeHOT 0COOM 3asiBHMKA, BifnoBigaibHOT
3a (hapmakoHarnag,.

[itoua pepaxuis: KniwmH AHTOH Mukonaiosuy.
MponoHoBaHa pegakuis: Xogakiscbka TeTaHa
BauecnasiBHa. 3MiHa KOHTAKTHWUX AaHUX
YNOBHOB&XEHOT 0CO6U 3as1BHMKA, BifnoBigabHOl
3a thapmakoHarnsg

55.

OIAKOPAVH®
120 PETAP/,

Tabnetku
NPOIOHIOBaHoT Aji
no 120 mr; Ne30
(10x3): mo 10
Tabnetok y 6nictepi;
no 3 6nictepu y
KapTOHHIA Kopoo6Li

TOB "CaHodi-
ABeHTIC
YkpaiHa"

YkpaiHa

TOB "3eHTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis:
3MiHu | TUNYy - 3MiHK Wonao 6e3nekn/eteKTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3araslbHeHUxX JaHnx npo cuctemy
chapmakoHarnsgy (BBeeHHs y3araibHeHUX faHnx
npo cuctemy papmakoHarnsgy, amiHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
3[jifiCHEHHsT hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapMakoHarnagy 3asaBHUKa 415 34iINCHEHHS
thapmakoHarnsgy B YkpaiHi, SKLL0 BOHa BigMiHHA
Bif, yNOBHOB&XeHOT 0co6u, BiANOBiJaIbHOI 3a
3fiicHeHHs thapmakoHarnsagy (Bkaoyarun
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
mMacTep-alina cuctemu dpapmakoHarnsgy) 3miHa
YNOBHOB&XeHOT 0COOM 3as1BHMKA, BifnoBigaibHOT
3a thapmakoHarnag.

Litoua pepaxuis: KniwmH AHTOH Mukonaiosuy.
MponoHoBaHa pegakuis: Xogakiscbka TeTaHa
BauecnasiBHa. 3MiHa KOHTaKTHWUX AaHUX
YNOBHOB&XXEHOT 0CO6U 3asiBHMKA, BifnoBigabHOl
3a hapmakoHarnsg Ha npenapat

3a
peyenmom

UA/5731/01/03

56.

OIAKOPAVH®
90 PETAP/,

TabneTku, BKpUTI
060/10HKOI0,
MPOJIOHroBaHoI Aji
no 90 mr; Ne 30
(10x3): no 10
TabneTtok y 6nictepi;
no 3 6nictepu y
KapTOHHIl KopooLi

TOB "CaHodi-
ABeHTIC
YkpaiHa"

YkpaiHa

TOB "3eHTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHu | TUnYy - 3MiHK Wopao 6e3nekn/ePeKTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3ara/ibHeHMX AaHunx npo cuctemy
thapmakoHarnagy (BBefeHHs y3arasilbHeHUX faHux
npo cuctemy papmakoHarnsay, amiHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
3[ifiCHEHHs1 hapMakoHar/say; KOHTaKTHOI 0cobu 3
hapMakoHarnagy 3asaBHUKa 415 34iNCHEHHS
hapmakoHarnsgy B YkpaiHi, KO0 BOHA BigMiHHa
Bif, yNOBHOB&XXEHOT 0co6M, BiANOBiAabHOI 3a
3fificHeHHs chapmakoHarnsagy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy PO3MiLLEHHI
mMacTep-alina cuctemu dhapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0CO6M 3as1BHMKA, BifnoBigasbHOT

3a
peyenmom

UA/5731/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

3a (hapmakoHarnag.

[itoua pepaxuis: KniwmH AHTOH Mukonaiosuy.
MponoHoBaHa pegakuis: Xogakiscbka TeTaHa
BauyecnasiBHa. 3MiHa KOHTAKTHWUX AaHUX
YNOBHOB&XXEHOT 0CO6M 3as1BHVKA, BifnoBigaibHOI
3a thapmakoHarnsg

57.

DIEMOHO®

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKOI0, 2 Mr, N0
28 TabneTtok y
6nictepi; no 1 abo
no 3, abo no 6
6nicTepiB y naui

TOB «MIBE
YKPAIHA»

YkpaiHa

Mi6e MM6X ApuHaiimMiTTesnb

HimeuunHa

BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis:
3MiHa 3asiBHMKa (B/1acHUKa peecTpaviiiHoro
nocsigyeHHs) (3rigHo Hakady MO3 Big 23.07.2015
Ne 460). 3miHu | TURy - 3MiHK WoAo
6e3nekn/edeKTMBHOCTI Ta thapmakoHarniagy.
BBefeHHst ab0o 3MiHM [0 y3araslbHEHUX AaHNX NPO
cuctemy chapmakoHarnagy (BBegeHHs
y3arasbHeHUX JaHnX Npo cucTemy
hapmakoHarnagy, 3MiHa ynoBHOBaXXEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS hapmakoHarnsgy;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa
ONA 3ajicHeHHs dhapmakoHarniagy B YKpaiHi, AKLLo
BOHa BiIMiHHA BiJ, yNOBHOBa)KEHOT 0cO6Y,
BiANOBIAA/ILHOI 3a 34iiCHEHH:A (dapmakoHarnsgy
(BKNHOYAKOUM KOHTAKTHI JaHi) Ta/abo 3miHn y
po3MiLLeHHi MacTep-ghaiina cuctemm
hapmakoHarnsgy). 3MiHa ynoBHOBaXKeHOT 0cobu
3asBHVKa, BiANoBiAabHOI 3a hapmakoHarnsg,
[itoua pepakuisn: Petra Gerecke. MNponoHoBaHa
pepakuisi: Heuali Mapis MNaeniBHa. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXXEHOI 0cobu
3asBHUKA, BiANOBIAA/ILHOI 3a hapMakoHarnsg,.
3MiHa MicLs 34iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3
hapMakoHarnagy. 3miHa MicLe3Hax04KeHHS
MacTep-gaiisia Ta ioro Homepa.

3a
peyenmom

UA/18286/01/01

58.

AIEHOIECT
3EHTIBA

TabneTku, BKPUTI
N1iBKOBOIO
0060/10HKO0, MO 2 MT;
no 14 tabneTtok y
6nictepi, no 2 abo
no 6 6nictepiB y
KapTOHHI nayw,i

3eHTiBa, K.C.

Yecbka
Pecny6nika

Xaynt ®apma MioHcTep
M6X

HimeuunHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TURY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnagy. BeegeHHst abo 3miHu Ao
y3ara/ibHeHVX faHnx npo cuctemy
thapmakoHarnsgy (BBeAeHHs y3araslbHeHNX faHux
npo cucTemy hapmakoHarnsgy, amiHa
YNOBHOB&XEHOI 0CO6M, BignoBiganbHOI 3a
3[ilicCHEHHS (hapMaKoHarnsay; KOHTakTHOT 0cobu 3
chapmakoHarnsgy 3asaBHUKa 415 34iACHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOT 0cobMW, BignoBifa/IbHOT 3a
3pificHeHHs chapmakoHarnsagy (Bkioyaryn
KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-alina cuctemu papmakoHarnsgy) 3miHa
YMOBHOBaXEHOT 0C06M 3as1BHMKA, BifnoBiganbHOT
3a thapmakoHarnag. firova pegakuis:CopiHa JliaHa
Mato / Sorina Liana Paiu, MD. MponoHoBaHa

3a
peyenmom

UA/17602/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

pegakuis: logmuna dininosa, MD / Ludmila
Filipova, MD. 3MiHa KOHTaKTHUX JaHUX
YNOBHOBAXEHOI 0CO6M, BignoBiganbHOI 3a
thapmakoHarnsg. 3MiHa KOHTakTHOT 0cobu
YMNOBHOBaXXEHOT 0CO6M 3asIBHUKA, BifnoBiganbHOT
3a 3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0cobu
YMOBHOB&XEHOT 0C0bM 3as1BHMKA, BifnoBigabHOT
3a (papmakoHarnsg, B YkpaiHi. 3miHa
MicLe3HaxomkeHHa MacTep-chaiina Ta iioro
HOMepa. 3MiHa MicLs 3[iACHEHHST OCHOBHOT
AifNbHOCTI 3 hapmakoHarnagy. 3MiHu | tuny -
AfMiHICTPaTMBHI 3MiHX. 3MiHa Ha3BW NikapcbKoro
3acoby - 3arBepgxeHo: IEHOMECT ANIBOIEH
DIENOGEST ALVOGEN 3anponoHosaHo:
LIEHOMECT 3EHTIBA DIENOGEST ZENTIVA
3MiHM BHECEHI B iHCTPYKLiI0 4518 MeANYHOro
3acTocyBaaHHa /13 Wwoao Ha3BM 3asaBHUKA B
iHchopmaLito LL0A0 KOHTAKTHUX JaHuX ANA
NoBiAOM/IEHb NP0 BUNAAKN MOBIYHMX peakuiid.
BBeneHHs 3MiH NpoTAroM 6-x micauis nicns
3aTBEpPAKEHHSA. 3MiHa 3asBHMKa (BNnacHuKa
peecTpauiiiHoro noceig4eHHs) (3rigHo Hakasy MO3
Big 23.07.2015 Ne 460). BBeeHHS 3MiH NPOTAroM
6-TV1 MicALIB MiC/1SA 3aTBEPLKEHHS.

59.

[OKCEMIH

kancynu no 10 mr no
10 kancyny
6nictepi; no 3
6nicTepy B KOPOO6Li

TOB «TeBa
YKpaiHa»

YkpaiHa

TOB TeBa OnepeiiH3
MonaHg

Monbwa

BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis:
3MiHa 3asiBHMKa (B/1acHUKa peecTpaviiiHoro
nocsigyeHHs) (3rigHo Hakady MO3 Big 23.07.2015
Ne 460). 3miHu | TURy - 3MiHK WoAo
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnagy.
BBefeHHst abo 3MiHM [0 y3araslbHEHUX AaHWX NPO
cuctemy chapmakoHarnagy (BBegeHHs
y3arasibHeHUX JaHnX Npo cucTemy
hapmakoHarnagy, 3MiHa ynoBHOBaXXEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS dhapmakoHarnsgy;
KOHTaKTHOI 0co6M 3 thapMakoHarnsay 3asBHUKa
ONA 3ajicHeHHs dhapmakoHarniagy B YKpaiHi, AKLLo
BOHa BiIMiHHA BiJ, yNOBHOBaXKEHOT 0CcO6Y,
BiANOBIAA/ILHOI 3a 34iiCHEHH:A (dapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI JaHi) Ta/abo 3miHn y
pO3MiLLeHHi MacTep-ghaiina cuctemm
hapmakoHarnsgy). 3MiHa ynoBHOBaXKeHOT 0cobu
3asBHVKa, BigNoBiAaNbHOI 3a thapmakoHarnsg,
[itoua pepakuis: Orit Stern-Maman. MNponoHoBaHa
pepakuis: buctposa OkcaHa BitaniiBHa. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXEHOI 0CO6U
3as1BHVKA, BignoBigasbHOI 3a dhapMakoHarnsg

3a
peyenmom

UA/7467/01/01

60.

AOKCENIH

Kancynu no 25 mr no
10 kancyny

TOB «TeBa
YkpaiHa»

YkpaiHa

TOB Tea OnepeiilH3
Monaxg

MonbLa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHa 3as1BHVKa (B/1IACHMKA PEECTpaLiiHOro

3a
peyenmom

UA/7467/01/02
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
6nicTepi; no 3 nocsigyeHHs) (3rigHo Hakaly MO3 Big 23.07.2015
6nictepu B KOpO6L Ne 460). 3MiHu | TNy - 3MiHM Woao
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
BeefieHHs1 ab0 3MiHW [0 y3arasibHEHUX JaHux Npo
cuctemy chapmakoHarnagy (BBegeHHs
y3araslbHeHUX JaHnX Npo cucTemy
hapmakoHarnsgy, 3miHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0CO6M 3 thapmakoHarnsgy 3asaBHuKa
[ONA 34jiCHeHHs dhapMakoHarnsay B YKpaiHi, Ko
BOHa BifIMiHHa BiJ, yNIOBHOBaXKEHOT 0CO6Y,
BiZiNOBIAANbHOI 3a 34jiICHEHHS hapmakoHarnsay
(BKIHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3miHn y
pO3MiLLLeHHi MacTep-chaiina cuctemm
hapmakoHarnsgy). 3MmiHa ynoBHOBaXKeHOT 0co6u
3aABHVKa, BiANOBiAaIbHOI 3a hapmakoHarnsg,.
[itova pegakuis: Orit Stern-Maman. MNponoHoBaHa
pefakuisi: buctpoBa OkcaHa BitaniiBHa. 3miHa
KOHTaKTHWUX AaHNX YNOBHOBaXKEHOI 0CO6U
3asBHVKa, BigNoBiga/IbHOI 3a hapMakoHarnsg
61. AYPANAK® cupon, 667 mr/1 mn, AGGOTT Higepnanamn A660TT Bionogxikans b.B. HigepnaHngmn BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 UA/3255/01/01
no 200 mn, abo no Xenckea 3miHu |l Tuny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI peyenma
300 mn, abo no 500 MpopakTc B.B. Ta chapmakoHarnsgy. 3mMiHu y KopoTkili
mn, abo no 1000 mn XapaKkTepucTuLi NikapcbKoro 3acoby, TeKCTi
y h1akoHi 3 MapKyBaHHS Ta iHCTPYKUiT NS MeANYHOro
nonietuneHy; no 15 3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMYW AaHUMK 3
M1y NakeTuky; no AKOCTI, JOKNIHIYHUMU, KNIHIYHUMK JaHUMK Ta
10, a6o no 20, abo JaHvMn 3 chapmakoHarnsgy - 3MiHM BHECEHO A0
no 50 nakeTukiB y IHCTPYKLiT AN19 MeANYHOro 3aCTOCYBaHHSA
KapTOHHI Kopobui nikapcbKkoro 3acoby Ao po3sginis "Ocob6nmnBocCTi
3actocyBaHHs", "lNo6iyHI peakuii”. BBeeHHS 3MiH
NpoTArom 6 MicsiLiB nicns 3aTBepKEHHs
62. AYDPANAK® PO34MH OpasibHUIA, AGGOTT Higepnanamn A660TT Bionoagxikans b.B. HigepnaHgmn BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 UA/15943/01/01
PPYT 667 mr/mn, no 200 Xenckea 3miHu |l TUny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI peyenma

mn abo no 500 mn
PO34MHY y NAALIL 3
MipHUM
CTaKkaH4MKoM

Mpopaxtc B.B.

Ta chapmakoHarnsgy. 3mMiHu y KopoTkili
XapaKTepucTuLi NikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeAn4HOro
3aCTOCYBaHHSA Y 3B'AA3KY i3 HOBUMYW AaHUMK 3
AKOCTI, AOKNIHIYHUMM, KTIHIYHUMUN AaHMU Ta
AaHumu 3 papmakoHarnsgy - 3mMiHY BHeCeHo 0
IHCTPYKLUT ANA MeAMYHOro 3acTOCyBaHHSA
NiKapcbKoro 3acoby A0 po3sainis "OcobanBoCTi
3acTocyBaHHs", "TMo6i4HI peakuii” Ta sk Hacnigok
3MiHU 0 TEKCTY MapKyBaHHS YNaKkoBKu
nikapcbkoro 3acoby.

BBeeHHs 3MiH NpoTAroM 6 mMicauis nicas
3aTBEPAKEHHS
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

63.

ErNOHIN®

Tabnetkv no 200 wmr;
Ne 12 (12x1): no 12
Tabnetok y 6nictepi;
no 1 6nictepy B
KapTOHHilA KopooLi

TOB "CaHodi-
ABeHTIC
YkpaiHa"

YkpaiHa

JNENb®APM [PKOH

®paHuis

BHECEHHS 3MiH 0 peecTpavliiiHix maTepianis:
3MiHK | TNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHu o
y3araslbHeHUx JaHnx npo cucTemy
chapmakoHarnsgy (BBeeHHs y3araibHeHUX faHux
npo cuctemy papmakoHarnsgy, amiHa
YMOBHOB&aXeHOT 0cobw, BignoBiganbHOI 3a
3AilicHeHHA hapMakoHarnsgy; KOHTaKTHOT ocobu 3
hapmakoHarnsgy 3asiBHUKa 415 34iiCHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA
Bif, yNOBHOB&XXeHOT 0co6u, BiANOBiJabHOI 3a
34ilicHeHHA thapmakoHarnsgy (BKIoyaoum
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
MacTep-alina cuctemy papMakoHarnisay) -
3MiHa YNOBHOBaXXeHOI 0Cc0bM 3asBHUKA,
BiANOBIAabHOI 3a thapmakoHarnsag. [irova
pepakuisi: KnilwmH AHTOH MukonaiioBuy.
MponoHoBaHa pepakuis: Xogakiscbka TeTaHa
BauyecnasiBHa. 3MiHa KOHTAKTHWUX AaHUX
YNOBHOBA&XEHOT 0CO6U 3as1BHVKA, BifnoBigaibHOl
3a thapmakoHarnsg

3a
peyenmom

UA/3818/01/01

64.

ErNOHIN®

PO34MH A5 iH'EKLN,
100 mr/2 mn Ne 6: no
2 mn B amnyni; no 6
ammnys y KOHTYpPHUX
YapyHkax y
KapTOHHI Kopoobui

TOB "CaHodi-
ABeHTIC
YkpaiHa"

YkpaiHa

JNENb®APM [KOH

®paHuis

BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis:
3MiHK | TNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnx npo cuctemy
chapmakoHarnsgy (BBeeHHs y3araibHeHUX AaHux
npo cuctemy papmakoHarnsgy, amiHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
3[jifiCHEHHsT hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapMakoHarnagy 3asaBHUKa 415 34iINCHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa BigMiHHA
Bif, yNOBHOB&XeHOT 0co6u, BiANOBiJaIbHOI 3a
3fiicHeHHs thapmakoHarnsagy (Bkioyarum
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
MacTep-aiina cuctemu papMakoHarnisay) -
3MiHa YNnoBHOBaXXeHOI 0CObM 3asiBHUKA,
BiANOBIAaNbHOI 3a hapmakoHarnsag. firoya
pepakuisi: KnilwmH AHTOH MukonaiioBuy.
MponoHoBaHa pegakuis: Xogakiscbka TeTaHa
BauecnasiBHa. 3MiHa KOHTaKTHWUX AaHUX
YNOBHOB&XXEHOT 0CO6U 3asiBHMKA, BifnoBigabHOl
3a (hapMakoHarnsg

3a
peyenmom

UA/3818/03/01

65.

E3-BAH

TabneTku no 1,5 mr;
no 1 rabnetui B
6nictepi; no 1
6nictepy B
KapTOHHIl KopooLi

HAAPI B.B.

Higepnanaun

HAAPI ®APMA MPAVIBAT

NIMITEL

IHAjA

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHK | TRy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta thapmakoHarnsagy (iHwi 3miHn) - OHOBNEHHS
TEKCTYy MapKyBaHHA yNakoBKMW /likapCbKoro 3acoby
3 BHECEHHSIM iHhOpMaUT LLOA0 3a3HAYEHHS
OfVHVLb BMMIpIOBaHHS Y cuctemi Sl. BBegeHHs

3a
peyenmom

UA/13972/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3MiH NPOTAroM 6-TW MiCALIB Nic/iA 3aTBEPAKEHHS

66. EKCIIKAL Tabnetku, Lo Hosapric LLiBeiiuapis HoBaprTic ®apma LUTeitH Al LLiBeiiuapis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/6731/01/01
ancnepryoTbes no Papma Al 3MinHun Il TMny - 3MiHK Woao 6e3nekn/edPeKTUBHOCTI peyenmom
250 mr; mo 7 Ta chapmakoHarnsagy. 3mMiHu y KopoTkili
Tabnetok y 6nictepi; XapakTepucTuLi nikapcbKoro 3acoby, TeKcTi
no 4 6nictepu B MapKyBaHHS Ta IHCTPYKUiT 4N MeANYHOro
Kopobui 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMMW AaHVIMU 3

AKOCTI, AOKMIHIYHUMU, KTIHIYHUMU AaHUMK Ta
JaHvmn 3 chapmakoHarnsgy - 3MiHM BHECEHO A0
IHCTPYKUT 4719 MeANYHOro 3acTOCyBaHHSA
niKapcbKoro 3acoby A0 po3ainis "®apmMakosiorivHi
BnacTmsocTi", "Oco6/IMBOCTI 3aCTOCYBaHHA",
"Cnoci6 3acTocyBaHHS Ta gosun”, "Aitn"
(yTouHeHHs chopMynoBaHHs), "MepenosyBaHHA",
"Mo6iuHi peakuji”. BBeAeHHSA 3MiH NpOTArom 6-Tu
MicsLiB Micns 3aTBepAKEHHS.

67. EKCIIKAL Tabnetku, Lo Hosapric LLIBeiiuapis HoBapTic ®apma LUTeitH Al LLiBeiiuapis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/6731/01/02
amcnepryroTbes no Papma Al 3MiHu Il TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom
500 mr; no 7 Ta chapmakoHarnsagy. 3mMiHu y KopoTkili
Tabnetok y 6nictepi; XapakTepucTuLi NikapcbKoro 3acoby, TeKcTi
no 4 6nictepu B MapKyBaHHS Ta IHCTPYKUiT AN MeaNYHOro
KOpo6Li 3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMY AaHUMK 3

AKOCTI, AOKMIHIYHUMU, KIHIYHUMU AaHUMK Ta
JaHvMmn 3 chapmakoHarnsgy - 3MiHM BHECEHO A0
IHCTPYKUT 4719 MeAMYHOro 3aCTOCYBaHHA
nNiKapcbKoro 3acoby A0 po3ainis "®apmMakoiorivHi
BnacTmsocTi", "Oco6/IMBOCTI 3aCTOCYBaHHA",
"Cnoci6 3acTocyBaHHs Ta gosun”, "Oitn"
(yTouHeHHs chopMynoBaHHs), "MepenosysaHHA",
"Mo6iuHi peakuji”. BBeAeHHS 3MiH NpOTArom 6-Tu
MicsLB MiCNsA 3aTBEPAKEHHS.

68. ENAMNPA3A KOHLeHTpaT Ans Laiep IpnaHgis BiNOBIAabHWIA 32 BUNYCK Ipnangis BHECEHHSA 3MiH [0 peecTpaliiiHux maTepianis: 3a UA/13360/01/01
PO34urHy ANns dapmacbloTika cepii: Wawiep 3MiHM | TUNY - AGMIHICTPATUBHI 3MiHW. BunyyeHHs peyenmom
iHcpy3iiA, 2 mr/mn no n3 lpnaxgis PapmacbloTikan3 IpnaHgis BMPOGHUWYOT AinbHUL (BKIKOYAKUN AibHAL ANS
3 mMny chnakoHi; no Nimiten Nimiteq A®I, npomiXHOro NpPoayKTy abo rotoBoro
1 cbnakoHy B niKapcbKoro 3acoby, AiNbHULI A/151 NPOBEAEHHS
KapTOHHIlA KopooLi nakyBaHHs, BUPOOHMKa, BifnoBifasibHOro 3a

BUMYCK Cepili, MicLle NPOBEfEHHSA KOHTPOSIO cepii)
ab0 nocTtavyasibHMKa BUXIAHOTO MaTepiasy,
peareHTy abo AONOMDKHOI PEHOBUHY (SIKLLO

3a3HayeHo y A0CbE) BHECEHHS 3MiHM 10
martepianiB peecTpauiiHoro gocke (40 po3ainy
3.2.P.3.1. Bupo6Huk(n) Ta go po3giny 3.2.S.2.1.
Bupo6bHuK(1)) , a came - BUyYeHHS AiNbHALLI
Charles River Preclinical Services Edinburgh,
United Kingdom (Elphinstone Research Center,
Tranent Edinburgh, Scotland EH33 2NE) sk
OiNbHUUI, BigNOBIgaIbHOI 32 KOHTPOJTb AKOCTI
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n/n

Hassa
JliKapcbK0O20

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

3acoby

cepii. BHeCeHHs peaKTOpCbKOi NpaBku B agpecy
AinbHUUI, BiANOBIAANbHOI 3a BipyCHe TeCTyBaHHS
[il0Y0Tl peyoBUHU, a caMe: NOLUTOBWIA iHAEKC.

( WuXi AppTec Laboratory Services, USA 4751
League Island Boulevard Philadelphia, PA 19112)
3aTBepaKeHi BUPOOHWYI AiNbHWL, WO
3a/IMLLNINCh —BUKOHYIOTb Ti cami (oyHKLUT, Lo
BUIyYeHa.

69.

ENEYTEPOKOK
A EKCTPAKT
PIOKNIA
(CYBCTAHLIS)

€KCTpaKT piakvii
(cybeTaHuis) y
60oukax nonimepHNx
Ansa BUpoBHMLTBA
HecTepuIbHNX
nikapcbknx oopm

MNAT
"ranunucapm”

Ykpaina

AT "Tanuacpapm”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis:
3Mminu | TUny - 3MiHK 3 aKkocTi. A®l. KoHTponib AdI.
3MiHa y napameTpax cneuucpikauii Ta/abo
[ONYCTUMMX MEX, BU3HaUYeHuX y cnevudikavisx
Ha A®l, abo BUXigHWIA/MPOMIXHWIA
NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCSA Y
npoteci BupobHuuTea AP (iHWi 3MiHN)
CynyTHS 3miHa- 3MiHN 3 skocTi. A®Il. KoHTposb
A®l. 3miHa y meTogax BunpobysaHHA AdP| abo
BVXiHOro Martepiany/npoMixXHOro
npoAayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BupobHuuTBa AP (iHLWIi 3MiHK Y MeTofax
BMNpoGYyBaHHSA (BK/IHOYAOUMn 3aMiHy abo
[0MnoBHEHHs) AD| abo BMXiAHOro/NpoOMiKHOTO
NPOAYKTY) BHECEHHS 3MiH Yy peecTpaviliHie AoCbe
(nigpo3gain 3.2.S.2.3. KoHTponb matepianis)
noB'si3aHe 3 HeOOXIAHICTIO NpUBEAEHHS
cneuudikauii Ta MeToaiB KOHTpoto ETaHon (96%)
y BignoBigHicTb fo Bumor EP/A®Y, ailoye
BMAAHHA. 3MiHu | TUnY - 3MiHK 3 aKocTi. AdI.
Bupo6bHMLTBO. 3MiHa BUPOGHMKa
BWXifHOro/MPOMKHOro NPoAyKTy/peareHTy, Lo
BVKOPVCTOBYIOTbCS Y BUPOOHUYOMY npoueci AdI,
a60 3MiHa BUPOGHMKa (BKOYaoun, fe HeobXigHo,
MicLe NpoBefeHHs KOHTPOso skocTi) APl (3a
BiICYTHOCTI cepTudikarta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepaXeHoOMy
[0CbE)(IHLLI 3MiHN)

BW/TYYEHHS 3 peecTpauiiiHoro aocbe (Migpo3ain
3.2.S.2.3. KoHTposb matepianis) iHopmaLii,
LLI040 Ha3BU BUPOGHWKIB peareHTiB (3aTBEPAKEHO:
«[HI3AMYIBCbKNIA fepXXaBHUIA CNMPT3aBoa»), Y
3B'AA3KY i3 NepioguYHNMK 3MiHAMK Ha3B BUPOGHKIKIB
peareHTiB, OCKi/lbkv cneuudikaLis Ta metoam
KOHTPOJH0 SIKOCTi iAEHTWYHI 718 BCiX BUPOGHMKIB.

UA/9750/01/01

70.

ENEYTEPOKOK
Y EKCTPAKT

EKCTPaKT piZKknii no
20 mn, no 25 mn, no
30 mn abo no 50 mn
Y CKSIHUX
donakoHax; no 30 mn

MpAT
PapmaneBTny
Ha habpuka
"Biona"

YkpaiHa

MNpAT ®apmauesTnyHa

pabpuka "Biona"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TURY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsagy (iHwi 3miHu)
3MiHM BHECEHi B TEKCT MapKyBaHHS yNakoBOK
nikapcbKoro 3acoby (n.17) 1Woa0 HaHeCEeHHs!

6e3
peuyenma

UA/11560/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
abono 50 mny TOProBoi Mapkn. BBeAeHHs 3MiH MPOTAroM 6-Tu
noniMepHuX MicaLiB nicna 3aTBepmKeHHs. 3MiHu | Tuny - 3MiHK
thnakoHax, no 30 mn 3 AKocTi. FoToBUIA Nikapcbkuii 3aci6. Cuctema
abono 50 mny KOHTeliHep/3akyrnopoBaibHWi 3aci6. 3MiHa chopmm
CKsHOMY abo ab0 po3mipy KoHTeliHepa 4 3aKynoploBasIbHOro
nonimepHomy 3aco6y (NepBUHHOT ynakoBku) (HECTEPUIIbHI
chnakoHi, no 1 nikapcbki 3acobm)
donakoHy B nauuj; no - BBEieHHSA [04aTKOBMUX ynakoBoK no 20 mn, rno 25
20 mn, no 25 mn, no M/, no 30 ma Ta no 50 mn y chnakoHax 3 ckaomacu
30 M1 abo no 50 mn mapkn OC (®B-30-18; ®B-50-18), ykynopeHux
Y CKNAHUX npobkamu-kpanesbHuuamu 3 LDPE (2.2.E) Ta
thnakoHax, kpywkamu (1.4 K) y nayui Ta 6e3 navku, 3
YKYMOpPeHnX BiANOBIAHUMY 3MiHAMY A0 p. «YNakoBka». 3MiHU
npo6kamu- AKICHOTO Ta KifIbKICHOrO Cknafy nakyBasbHOro
KpanenbHuuaMu; no mMartepiany He Bigbynocb. 3MiHU BHECEHI B po3Ain
20 mn, no 25 mn, no "YnakoBka" (BBEAEHHA BOCbMY A0OAATKOBMX
30 mn abo no 50 mn YNaKoBOK) B iHCTPYKLitO 4711 MeANYHOr0
Y CKISAHMX 3aCcTOCyBaHHSA NikapcbKoro 3acoby, sk HacNifokK -
dhnakoHax, 3aTBEPKEHHSA TEKCTY MapKyBaHHA [OAaTKOBUX
YKyNOpeHux yNaKkoBOK /likapCbKoro 3acoby. BeegeHHs 3MiH
npobkamu- NPOTArom 6-T1 MIiCALIB NiCNA 3aTBEPKEHHS.
KpanesbHULAMY; Mo 3MmiHu | TUNY - 3MiHKM 3 AKOCTI. FOTOBUIA NiKAPCbKNI
1 chnakoHy B nayu,i 3aci6. KOHTpos1b roTOBOrO NiKapcbKoro 3acoby.
3MiHa y meTofax BUNPO6yBaHHS rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX METOAAX BUNPOGYBaHHS) -
BHECEHHS 3MiHV 40 MeTOAiB KOHTPOIHO AKOCTI
nikapcbKoro 3acoby n. «0O6’emM BMICTY YNakoBKu»,
a came 3MeHLUEHHS KiNIbKOCTi 3paskiB, 06’eM SKUX
BM3HAYaeTbecs, A0 1 hnakory. 3miHu | Tuny -
3MiHK 3 SKOCTi. F0TOBUIA NiKapCbkuid 3aci6.
CuncTeMa KoHTelHep/3aKynopioBasibHUiA 3acio
(IHWWIi 3MiHW) — BBEAEHHSA BTOPMHHOIO NakKyBaHHs
(nayok) ansa dacyBaHHsa y donakoHm no 20 mn Ta
no 25 M1, yKynopeHnx nNpobKoo-KpanenbHULEr.
BBefieHHs1 3MiH NpoTArom 6-T1 MicALUiB nicns
3aTBEPAKEHHSA
71. ENNOKCATUH® KOHUeHTpaT ans TOB "CaHodi- Ykpaina CaHodpi-ABeHTic [oiunaHg HimeyuunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/9385/02/01
pO34uHy AN ABeHTiC M6X 3MiHW | Tuny - 3MiHK WoAo 6e3nekn/edeKTNBHOCTI peyenmom
iHdpy3iiA, 5 mr/mn, Ykpaina" Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o

Nel: no 10 mn
KOHLEeHTpaTy, Wo
MicTaTb 50 Mr
okcaninnatuuy, y
donakoHi a6o 20 mn
KOHLeHTpaTy, Lo
MicTATb 100 mMr
okcaniniatuHy, y

y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnsgy (BBefeHHs y3araslbHeHNX faHux
npo cucTemy dhapmakoHarnsgy, amMiHa
YNOBHOB&XEHOI 0c06M, BignoBigansLHOI 3a
3[iiCHEHHS (hapMaKoHarnsay; KOHTakTHOT 0cobu 3
hapmakoHarnsgy 3asBHUKa 415 34iCHEHHS
thapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHa
Bifl YNOBHOBaXXEHOI 0cobu, BignoBifabHOI 3a
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
chnakoHi; B NiaAoHi, 3pificHeHHs chapmakoHarnsagy (Bkioyaryn
3anasiHomy KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
KpULLKOIO, B mMacTep-chaiina cuctemmn thapmakoHarnsgy) -
KapTOHHI KopoobLi 3MiHa YNOBHOB&XXEHOI 0COOU 3asiBHUKA,
BiANoBiAa/IbHOT 32 hapmakoHarnsag. [ivova
pepakuisi: KnitwmH AHTOH MukonaiioBuy.
MponoHoBaHa pepakuis: XopakiBcbka TeTaHa
BauyecnasiBHa. 3MiHa KOHTaKTHWUX AaHUX
YMNOBHOBaXeHOT 0COOM 3as1BHMKA, BifnoBigaibHOT
3a thapmakoHarnag
72. EHOOMETPUH | TabneTku BariHasbHI deppiHr 13painb BeH-LUnmoH ®nopic /1T4. I13painb BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/7764/01/01
no 100 wr; no 6, 15 dapmaLeBTika 3MiHK | TUNy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI peyenmom
abo 30 TabneTok y n3 nTh Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
KOHTeliHepi; no 1 y3arasbHeHUX JaHnX Npo cucTemy
KOHTeliHepy 3 thapmakoHarnsgy (BBefeHHs y3araslbHeHNX faHux
annikatopom ans npo cucTemy dhapmakoHarnsgy, amMiHa
BHYTpILLHbOBAriHa b YNOBHOB&XEHOI 0CO6M, BignoBigansHOI 3a
HOrO BBEJEHHA Y 3iiCHEHHS (hapMaKoHarnsay; KOHTakTHOT 0cobu 3
KapTOHHIA Kopoo6Li hapmakoHarnsgy 3asBHUKa 415 34iiCHEHHS
thapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOT 0cobMu, BignoBifasIbHOI 3a
3pificHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MILLLEHHI
macTtep-aiina cuctemy papmakoHarnsay) -
3MiHa KOHTaKTHOT 0C06M YNMOBHOBaXKEHOT 0C06YU
3asBHMKa, BIANOBIAA/ILHOT 32 hapmakoHarnsz B
YkpaiHi. [itova pegakuisa: 3adyk CsitnaHa
MwukonaiBHa. MponoHoBaHa pepakuis: Kyuma
Bonogumup OnekcaHApOBUY. 3MiHA KOHTaKTHUX
[aHVX KOHTaKTHOI 0CO6M YNOBHOBAaXEHOI 0co6M
3asBHMKa, BiANOBiAaNbHOI 3a hapMakoHarnsg B
YKpaiHi
73. EPNIC TabneTku, BKpUTI PapmaneBTny Monbwa dapmaueBTUYHNI 3aBOS, Monbua BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis: 3a UA/18415/01/01
NNiBKOBOIO HWi 3aB0Of «Monbpapma» C.A. 3MiHu | TUnYy - 3MiHKM 3 aAkocTi. CepTudikaT peyenmom
060/10HKO0 M0 2,5 ‘“MONb®APM BignosigHocTi/IE-cepTudikar BignosigHocTi
Mr no 14 TabneTok y A" C.A. €sponelicbkin hapmakonei/moHorpadii. NMogaHHs

6nicTepi, no 2
6nictepu B
KapTOHHI KopoobLi

HOBOro abo OHOB/IEHOrO cepTudikara
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikaTa
BiANOBIAHOCTI EBponeiichbkili hapmakonei: gns
A®I; ona BuxigHoro
mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADl; ans
[0MOMKHOT peyoBUHM (cepTudikaT Bi4NOBIAHOCTI
€Bponelicbkiin hapmakoner) - OHOBEHWIA
cepTudiikaT Bif yxe 3aTBepXeHOro BUPOOHWMKa -
noJaHHA OHOBJ/IEHOro cepTuddikara BiAnoBiAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2012-150-
Rev 00 (3aTBepaxeHo: RO-CEP 2012-150-Rev 00)
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
ana A®l Taganadiny Big, BXe 3aTBEPAKEHOrO
BupobHuka PHARMACEUTICAL WORKS
POLPHARMA S.A., Poland, y Hacnifok 3miH y
BMPOGHMYOMY NPOLIECI Ta MOro KOHTPOSI.
74. EPNIC TabneTku, BKPUTI dapmaneBTUy Monbwa dapmaneBTUYHNI 3aBOS, Monbua BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/18415/01/02
NNiBKOBOO HWIA 3aBOg «Monbthapma» C.A. 3MiHu | TUny - 3MiHKn 3 AKkocTi. CepTudiikaT peyenmom
060/10HKO MO 5 Mr “MONb®APM BignoBigHocTi/lE-cepTudikat BigNoBigHOCTI
no 14 tabneTtok y A’ C.A. €Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
6nictepi, no 2 HOBOro abo OHOB/IEHOro cepTudikara
6nictepu B BiANOBIAHOCTI ab0 BUyYEHHSA cepTudikaTa
KapTOHHIlA KOpooLi BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; ansa BuxigHoro
matepiany/peareHTy/npomMiKHOro NMPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI APl; Ana
[0MNOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin dhapmakonei) - OHOBEHWIA
cepTudikaT Bif ye 3aTBepAKeHOro BUPoOHUKa -
noAaHHs OHOBMIEHOTO cepTudikaTa BifnoBiAHOCTI
€Bponeiicbkit hapmakonei Ne R1-CEP 2012-150-
Rev 00 (3atBepmkeHo: RO-CEP 2012-150-Rev 00)
ana A®l Taganadiny Big, BXe 3aTBEPAKEHOIO
BMpo6Huka PHARMACEUTICAL WORKS
POLPHARMA S.A., Poland, y Hacnifok 3MiH y
BMPOGHMYOMY NPOLIECi Ta MOro KOHTPOII.
75. EPNIC TabneTku, BKpUTI dapmaneBTUY Monblwa dapmaneBTUYHNI 3aBOS, Monbwa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/18415/01/03
nNiBKOBOIO HWiA 3aB0of «[Monbthapma» C.A. 3MiHu | TUNYy - 3MiHKM 3 AkocTi. CepTudiikaT peyenmom
060n0Hkot0, No 10 “MONb®APM BignosigHocTi/lE-cepTudikat BignoBiAHOCTI
mr no 1 a6o no 2 A’ C.A. €Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
Tabnetku y 6nictepi; HOBOro abo OHOBNEHOro cepTudikata
no 1 6nictepy B BiANOBIAHOCTI ab0 BU/TyYEHHS cepTudikata
KapTOHHIlA KopoobLi BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®l; onsa BUXigHOro
matepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPWCTOBYHOTbCS Y BUPObHULTBI ADI; ans
[0MOMDKHOT peyoBuHM (cepTudikaT Bi4NOBILHOCTI
€sponelicbkin dhapmakoner) - OHOBMEHWIA
cepTudikaT Bif yXe 3aTBepXeHOro BUPOOHNMKa -
noJiaHHs OHOB/IEHOro cepTuddikarta BiANOBIAHOCTI
€poneiicbkit hapmakonei Ne R1-CEP 2012-150-
Rev 00 (3atBepmkeHo: RO-CEP 2012-150-Rev 00)
ans A®l Taganadiny Big, BXxe 3aTBEpAXEHOro
Bnpo6Huka PHARMACEUTICAL WORKS
POLPHARMA S.A., Poland, y Hacnifok 3MiH y
BMPOGHMYOMY NPOLIECi Ta MOro KOHTPOIII.
76. EPNIC TabneTkn, BKPUTI dapmaneBTUY Monbwa dapmaueBTUYHMI 3aBOS Monbwa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/18415/01/04
NNiBKOBOO HWi1 3aBOf «Monbhapma» C.A. 3MiHu | TUNYy - 3MiHK 3 akocTi. CepTudikaT peyenmom
060/10HKO0, N0 20 “MONb®APM BignosigHocTi/IE-cepTudikat BignoBigHOCTI
mr no 1 a6o no 2 A’ C.A. €Bponelicbkiii dhapmakonei/moHorpadii. MNogaHHs
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Tabnetku y 6nictepi, HOBOro abo OHOB/IEHOTO cepTudikaTa
no 1 6nictepy B BiANOBIAHOCTI ab0 BUTyYEHHS cepTudikaTta
KapTOHHIlA Kopo6Li, BifNoBigHOCTI €Bponelickkili hapmakonei: ans
no 4 TabneTtkn y A®l; ons BUXiAHOTO
6nicTepi, no 1 abo mMartepiany/peareHTy/nNPoOMbKHOIo NPOAYKTY, WO
no 2, abo no 3 BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADl; ans
6nictepu B [LOMOMIKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
KapTOHHIlA KopooLi €Bponelicbkiin hapmakoner) - OHOBEHWIA
cepTudikaT Bif yxe 3aTBepKeHOro BUPoOHWKa -
NnoAaHHs OHOBMIEHOTO cepTudikaTa BifnoBiAHOCTI
€Bponeiicbkilt hapmakonei Ne R1-CEP 2012-150-
Rev 00 (3aTBeppxeHo: RO-CEP 2012-150-Rev 00)
ana A®l Taganadiny Big, BXe 3aTBEPAKEHOrO
BupobHuka PHARMACEUTICAL WORKS
POLPHARMA S.A., Poland, y Hacnifok 3miH y
BMPOGHMYOMY NPOLIECI Ta MOro KOHTPOSI.
77. ECMNA-TUBON® | Tabnetku no 2,5 mr; ecnapma HimeuunHa Ninpodapm M16X HimeyuunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/17004/01/01
no 28 TabneTok y 6X 3MiHn | TURY - 3MiHn 3 sKocTi. CepTudikat peyenmom
6nicTepi; no 1 BignoBigHocTi/IE-cepTudikat BignoBigHOCTI
6nictepy B €Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
KapTOHHI Kopobui HOBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; ansa BuxigHoro
matepiany/peareHTy/npomMiKHOro MPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI APl; Ana
[0MNOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin dhapmakonei) - OHOBEHWIA
cepTudikaT Bif ye 3aTBepAKeHOro BUPoOHUKa -
noAaHHs OHOBMIEHOTO cepTudikaTa BifnoBiAHOCTI
€Bponeiicbkit hapmakonei Ne R1-CEP 2012-329-
Rev 00 (3atBepmxeHo: RO-CEP 2012-329-Rev 00)
ans A®l TM6oNoHy Big, BXe 3aTBEPAKEHOIO
Bpo6HMKa NEWCHEM S.p.A., 06yMOBneHo
perynsipHuM nepernisgoM 3 nepiogunyHicTio 5 pokis
78. ECCEHUIANE® | po3uvH ans iH'ekuiii, | TOB "CaHodi- YkpaiHa nakyBaHHs1, MapKyBaHHS, YkpaiHa/ BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3a UA/8626/01/01
H 250 mr/5 mn; Ne 5: ABeHTIC KOHTPO/b Ta BUMYCK Cepii: IcnaHis 3MiHu | TURY - 3MiHN Wopao 6e3nekn/edieKTUBHOCTI peyenmom
no 5 mn B amnyni; YkpaiHa" AT "Tannuchapm”, YkpaiHa Ta (hapmakoHarnagy. BeegeHHs abo 3MiHu Ao

no 5 amnyny
KOHTYPHIi
YapyHKOBIli ynakoBLyj
B KapTOHHI kopo6Lyi

BMPOGHULITBO, NaKyBaHHS,
MapKyBaHHS, KOHTPO/b Ta
BUNYCK cepil:
®AMAP XE/IC KEAP
CEPBICI3 MALPUA, C.AY.,
Icnarnis

y3arasibHeHVX AaHux Npo cuctemy
thapmakoHarnagy (BBeAEHHS y3araslbHeHNX JaHux
npo cucTemMy chapmakoHarnsgy, amMiHa
YNOBHOBaXXEHOT 0CO6MU, BignoBiganbHOI 3a
3[jiicCHEHHS1 hapMakoHarIs4y; KOHTaKTHOI 0cobu 3
(hapmakoHarnsgy 3asiBHUKa s 34iliCHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOT 0co6Mu, BignoBifanbHOI 3a
3piicHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
macTep-aiina cuctemu dpapmakoHarnsgy) 3miHa
YNOBHOBA&XEHOT 0CO6U 3as1BHVKA, BifnoBigaibHOl
3a (hapmakoHarnsg,
[itoua pepaxuis: KniwmH AHTOH Mukonaiosuy.
MponoHoBaHa pefakuis: XogakiBcbka TeTsaHa
BsiyecnasiBHa. 3MiHa KOHTAKTHUX JaHUX
YMOBHOB&XEHOT 0C0bM 3as1BHMKA, BifnoBigabHOT
3a thapmakoHarnag.
79. ECCEHUIANE® | kancynu no 300 wmr; TOB "CaHodi- YkpaiHa Eli. HattepmaHH eHg Caiii. Himeuunna/ BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 6e3 UA/8682/01/01
®OPTE H Ne 30 (10x3): no 10 ABeHTIC 'mM6X, HimeuunHa MonbLa 3MiHn | TURY - 3MiHN Wopao 6e3nekn/edyeKTUBHOCTI peyenma
Kancyn y énictepi, YkpaiHa" (BMPOGHULITBO, NEPBUHHE Ta Ta (hapmakoHarnagy. BeegeHHs abo 3MiHu A0
no 3 6nictepu y BTOPVHHE NaKyBaHHS, y3ara/ibHeHNx AaHux npo cuctemy
KapTOHHI Kopo6Li. KOHTPO/Ib Ta BUMYCK Cepiid); thapmakoHarnsgy (BBeAEHHS y3ara/lbHeHNX JaHux
Ne 100 (10x10): no CaHodpi-AseHrTic Cn. 3 0.0., npo cuctemy papmakoHarnsgy, amiHa
10 kancyny Monbla (neperHHE Ta yMNOBHOB&aXeHOT 0cobw, BigNoBigabHOI 3a
6nicTepi, no 10 BTOPUHHE NaKyBaHHS, 3[jiicHEeHHs hapMakoHarIsay; KOHTaKTHOI 0cobu 3
6nictepiB y BUMYCK Cepii) hapmakoHarnsgy 3asiBHUKa s 34iiCHEHHS
KapTOHHI Kopoobui thapmakoHarnagy B YKpaiHi, SKLL0 BOHA BigMiHHA
Bifl yNOBHOBa)XeHOT 0c06u, BignoBifanbHOI 3a
3pificHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MiLLEHHI
macTep-aiina cuctemu dpapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3asiBHMKA, BifnoBigabHOl
3a (hapmakoHaraag,
[itoua pepaxuis: KniwmH AHTOH Mukonaiosuy.
MponoHoBaHa pefakLis: XogakiBcbka TeTsaHa
BsiyecnasiBHa. 3MiHa KOHTaKTHUX JaHUX
YMNOBHOB&XeHOT 0cobM 3as1BHMKA, BifnoBiganbHOT
3a thapmakoHarnag.
80. EXIHALEI HacToiika, no 20 mn, MpAT YkpaiHa MpAT dapmaneBTUYHA YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 6e3 UA/0363/01/01
HACTOWMKA abo no 25 mn, abo PapmaneBTUY thabpuka "Biona" 3MiHn | TUNY - 3MiHK Wopao 6e3nekn/edieKTUBHOCTI peyenma
no 50 mny Ha thabpuka Ta hapmakoHarnagy (iHwi 3miHu) - 3MiHU BHECEHi
chnakoHax; no 50 mn "Biona" B N.17 TEKCTY MapKyBaHHS BCiX YNakoBOK

y chnakoHi; no 1
dhnakoHy B nauuyj; no
20 mn, abo no 25
M, abo no 50 mny
CKNSAHOMY (p/1aKOHi,
YKyrnopeHomy
npo6koto-
KpanenbHuueto; no 1
chnakoHy B nauuyj; no
20 mn, abo no 25
M, abo no 50 mny
CKNSAHUX (hriakoHax,
YKyNOpeHux
npobkamu-

nikapcbKoro 3acoby. BBefeHHs 3MiH NpoTarom 6-
TV MiICALIB NicNsa 3aTBEPLXKEHHSA. 3MiHW | Tvny -
3MiHM 3 KOCTi. F0TOBWIA NikapCbKuii 3aci6.
CuricTeMa KoHTelHep/3aKynoproBasibHUIA 3aci6.
3MiHa chopmun abo po3Mipy KOHTellHepa un
3aKynoproBasIbHOro 3acoby (NepBUHHOI yNakoBKM)
(HecTepusbHI nikapcbki 3aco6u) - BBBeAeHHS
[0aTKOBMX YNAKOBOK Jlikapcbkoro 3acoby (no 20
My doiakoHax, YKynopeHux npobkamu-
KpanenbHuusamMu; no 20 My do1akoHi,
YKynopeHoMy Npo6koto-kpanensHuLeto, no 1
dhnakoHy y nauui; no 25 mn y donakoHax,
YKynopeHux npobkamu-kpanenbHULaMu; no 25 mn
Y (hriakoHi, yKynopeHoMy npo6Koto-
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

KpaneabHnusamMmun

KpanenbHuLeto, no 1 conakory y nayui; no 50 mny
hnakoHax, yKynopeHux npobkamu-
KpanenbHuuaMu; no 50 Mn 'y chnakoHi,
YKyNopeHoMy Npo6koto-KpanensHuLeto, no 1
dhnakoHy y nauuy;), 3 BiANOBIAHUMY 3MiHAMY [0
p.YnakoBka, 6€3 3MiHW NePBMHHOIO NakyBaslbHOrO
matepiany BeegeHHs 3MiH NpoTArom 6-Tu micsiuis
nicnsa 3aTBepKeHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBUIA Nikapcbkuii
3aci6. KOHTposib rOTOBOTO NiKapCbKoro 3acoby.
3MiHa y MmeTogax BunpobyBaHHsA roTOBOrO
niKkapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHNX MeToAax BUNPOOYBaHHS) BHECEHHS
3MiH go Cneuudikauii/MeToAiB KOHTPOSIO AKOCTI
nikapcbKoro 3acoby 3a n. «06’'em BMICTY
YyNaKkoBKM», @& came 3MEHLUEHHS Ki/IbKOCTi 3pa3kis,
06’eM AKX BU3HAYAETLCA, A0 1 doiakoHy. 3MiHn |
TMNy - 3MiHW 3 AIKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
CuncTemMa KoHTeliHep/3aKynoploBasibHUIA 3aci6
(iHWi 3MiHW)

[lofgaBaHHA BTOPUHHOTO NakyBaHHA Ans
[03yBaHHA o 20 M Ta 25 M 'y diakoHi,
YKyrnopeHoMy Npo6Koto-kpanenbHULeo Ta
KPULLKOIO, 3 BIAMNOBIAHUMW 3MiHAMK [0
p.YnakoBska, 6e3 3MiH1 NepBMHHOIO NakyBa/IbHOTO
MaTtepiany. BBeeHHs 3MiH NpoTAroM 6-Tu micsauiB
nicns 3aTBepipkKeHHs.

81.

EXIHALEI
nyPMyPOBOI
HACTOWKA

HacToika
(cy6eTaHuin) B
604kax NoniMepHnNX
Ansa BUpobHMLTBa
HecTepuIbHMUX
nNikapcbknx hopm

NAT
"Tanuuchapm”

YkpaiHa

NAT "Tannucapm”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis:
3MiHW | TUnYy - 3MiHK 3 AKOCTi. A®L. KoHTponb AdI.
3miHa y napameTpax cneuudikauii Ta/abo
[ONYCTUMMX MEX, BU3HaUYeHuX y cnewmdikaisx
Ha A®Il, abo BUXiZHWUIA/MPOMIXHWIA
NPOAYKT/peareHT, Wo BUKOPUCTOBYIOTLCSA Y
npoueci BupobHuuTea A®I (iHwi 3MiHKM) CynyTHSA
3MiHa - 3MiHK 3 AKocTi. A®L. KoHTposib AdL. 3miHa
y MeTogax sunpobysaHHa APl abo BuxigHOro
matepiany/npomiKHOro NPoayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLeci BUpo6bHuLTBa ADI
(iHwWi 3miHW y MeTogax BuNpobyBaHHA (BKIOYaUM
3amiHy abo gonoBHeHHs) AD| abo
BUXIAHOTO/NPOMIXXHOrO NPOAYKTY) BHECEHHS 3MiH Y
peecTpaujiiHe gocbe (nigposgin 3.2.5.2.3.
KoHTposnb MaTepianis) nos's3aHe 3 HEOOXIAHICTIO
npuBefeHHs crneundikaLii Ta MeToaiB KOHTPOO
EtaHon (96%) y BignoBsigHicTb Ao sumor EP/Q®Y,
gitoye BuaaHHsA. 3MiHn | Tuny - 3MiHK 3 SKOCTI.
Adl. BUpo6HMLTBO. 3MiHa BUPOGHMKA
BWXifHOro/MpoMiXXHOro NpoAyKTy/peareHTy, Lo

UA/12517/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BUKOPVCTOBYIOTBCS Y BUPOOHUYOMY npoueci AdI,
a60 3miHa BUpOGHYMKa (BKIOHaKUn, ae HeobxiaHo,
MicLe NpoBefeHHs KOHTPOsIo sakocTi) APl (3a
BiACYTHOCTI cepTudikarta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepaKeHoMy
[0CbE)(IHLLI 3MiHN)
BW/TYyYEHHS 3 peecTpauiiiHoro gocbe (MNigpo3ain
3.2.5.2.3. KoHTposb matepianis) iHhopmaLii,
LLIOA0 Ha3BMW BUPOOHYVKA peareHTiB (3aTBepAXeHO:
[epxaBHe NiaNpMeEMCTBO CNMPTOBOI Ta Jlikepo-
ropinyaHoi NPOMUCAOBOCTI «YKPCNUPT»), Y 3B'A3KY
i3 NnepiognYHMMM 3MiHaMN Ha3B BUPOOHMKIB
peareHTiB, OCKi/Ibky cneuudikalis Ta meToam
KOHTPOJH0 SIKOCTI iIEHTUYHI 718 BCIX BUPOOHUKIB.
82. XXEBTAHA® KOHUeHTpaT ans TOB "CaHodi- Ykpaina CaHodi-ABeHTic [loinunaHg Himeuunna BHECEHHS 3MiH [0 peecTpavuiiHiX maTepianis: 3a UA/11582/01/01
po34nHy Ans ABeHTIC M6X 3MiHu | TURY - 3MiHK Wopao 6e3nekn/edyeKTUBHOCTI peyenmom
iHcpys3iid, 60 Mry 1,5 YkpaiHa" Ta (hapmakoHarnagy. BeegeHHs abo 3MiHU A0
mano 1,5 mn y3arasibHeHVX AaHnx Npo cuctemy
KOHLieHTpaty y chapmakoHarnsgy (BBefleHHs y3arasibHeHUX faHux
pNakoHi y KOMMEeKTi npo cuctemy papmakoHarnsgy, amiHa
3 PO3YMHHUKOM MO yMNOBHOBaXeHOT 0cobw, BiANoBigabHOI 3a
4,5 mn (eTaHon 96 3[jiicHEeHHSsT hapMakoHars4y; KOHTaKTHOI 0cobu 3
%-13 % (m/m), BOga hapmakoHarnsgy 3asiBHUKa s 34iliCHEHHS
ONs1 iH'EKUIN) y hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHa
chnakoHi; no 1 Bifl yNOBHOBa)XeHOT 0c06W, BignoBifanbHOT 3a
donakoHy 3pificHeHHs chapmakoHarnsgy (Bkioyarun
KOHUeHTpaTy Ta 1 KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MiLLEHHI
chnakoHy macTep-aiina cuctemu dpapmakoHarnsgy) 3miHa
PO34YMHHKKA B YNOBHOB&XEHOT 0CO6U 3asiBHMKA, BifnoBigabHOl
KapTOHHI Kopobui 3a thapmakoHarnsg,.
[itoua pepaxuis: KniwmH AHTOH Mukonaiosuy.
MponoHoBaHa pefakLis: XogakiBcbka TeTsaHa
BsiyecnasiBHa. 3MiHa KOHTaKTHUX JaHUX
YMOBHOB&XeHOT 0cobM 3as1BHMKA, BignoBiganbHOT
3a thapmakoHarnag.
83. 3E/1AOKC® Kancynv Teepgi no Mcpainzep IHK CLWA Mdpaiizep Ipnangis IpnaHgis/ BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3a UA/2595/01/03
80 wr; no 14 kancyn dapmacbioTikans, IpnaHgis HimeyunHa 3MiHu | TNy - Buny4yeHHsa ME-Ceptudikary peyenmom

y 6nicTepi; no 2
6nictepu B
KapTOHHI Kopo6Lyj;
no 10 kancyny
6nictepi; no 3
6nictepu B
KapTOHHIl KopooLi

(BMPOGHULITBO Ta KOHTPO/Ib

sKocTi); MNdpaiizep

MeHtochekuypuHr JoiiuneHs,

'm6X, HimeyunHa

(nakyBaHHs (nepBuHHe Ta
BTOPWHHE), MapKyBaHHS,
KOHTPO/b SIKOCTi, BUNYCK
cepii); P-dapm [hxepmaHi

'M6X, HimeuunHa

(BMPOGHULITBO, NaKyBaHHS,

MapKyBaHHS1, KOHTPO/b

BiANoBigHOCTI E€Bponeiicbkol Papmakonei R1-CEP
2004-247-Rev 00 gns 4ONOMIKHOI peyoBUHM
XenatuH; 3MiHu | Tuny - BUnyJYeHHs M-
CepTucpikaTy BignosigHocTi €Bponelicbkol
dapmakonei R1-CEP 2004-320-Rev 00 ans
[L0MOMDKHOT PEHOBUHM XeNnaTuH; 3miHu | Tuny -
nofaHHsa oHossieHoro ME-CepTudikarty
BiANOBIAHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2005-217-Rev 02 ans gonomikHOT peyoBUHU
Gelatin Big BXe 3aTBepKeHOro BupobHuka Nitta
Gelatin Inc; 3MiHM | TUNY - NOAAHHA OHOB/IEHOTO
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

AKOCTI, BUNYCK CepiT)

'E- CepTudikaTy BifgnoBigHOCTI €EBponechbkili
thapmakonei Ne R1-CEP 2000-045-Rev 04 ans
[onomikHOT pedosnHn Gelatin Big BXxe
3aTBEPMAKEHOI0 BUPOBHMKA, K HACNIA0K 3MiHa
Ha3Bu Ta agpecu BnacHuka CEP 3 PB GELATINS
Ha TESSENDERLO GROUP N.V.Division PB
Leiner Ta 3MiHa Ha3BU Ta agpecy BUPOGHNYMX
OiNbHULUB; 3MiHU | TUNY - NoAaHHA OHoBMeHoro ME-
CepTudikaTy BifnoBigHOCTI €Bponeichkilt
thapmakonei Ne R1-CEP 2000-344-Rev 03 gns
[onomikHOT peyoBunHM Gelatin Big Bxe
3aTBepaxeHoro Bmpo6Hunka NITTA GELATIN
INDIA LTD

84.

SENAOKC®

kancynu TBepai no
20 wmr; no 14 kancyn
y 6nicTepi; no 2
6nictepu B
KapTOHHI Kopo6Lyj;
no 10 kancyny
6nictepi; no 3
6nicTepu B
KapTOHHIA KopoobLi

Mdpaiizep IHK.

CWA

Mdpaiizep IpnaHgis
dapmachboTikans, IpnaHgis
(BUPOOHMLTBO Ta KOHTPO/Tb

skocTi); Mdpalizep
MeHtodhekuypuHr fJouneHs,

'mM6X, HimeuunHa

(nakyBaHHS1 (NepBUHHE Ta
BTOPUHHE), MapKyBaHHS,
KOHTPO/b SIKOCTi, BUMYCK
cepii); P-dapm xepmaHi

'm6X, HimeuunHa
(BUPOBOHMLTBO, NaKyBaHHs,

MapKyBaHHS, KOHTPO/b
AKOCTI, BUNYCK CepiT)

Ipnangis/
Himeuunna

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHW | Tuny - BunyuyeHHs ME-Ceptudikaty
BiANoBigHOCTI €Bponelicbkoi Papmakonei R1-CEP
2004-247-Rev 00 ans [oMOMKHOI peHOBUHN
XenatuH; 3MiHu | Tuny - BunyyeHHs MNe-
CepTudpikaTy BignoBigHOCTI EBponeiicbKol
®apmakonei R1-CEP 2004-320-Rev 00 gnsa
LOMOMDKHOT PEYOBUHM XeNnaTuH; 3miHu | Tuny -
nogaHHs oHosneHoro E-Ceptudikarty
BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2005-217-Rev 02 ans AONOMDKHOI pEHOBUHM
Gelatin Bif Bxe 3aTBepxeHoro BupobHuka Nitta
Gelatin Inc; 3miHu | TMNy - N0AaHHS OHOB/IEHOTO
I'E- CepTudbikaTy BignoBigHOCTI €EBpONenchbkili
thapmakonei Ne R1-CEP 2000-045-Rev 04 ons
[onomikHOT peyoBnHM Gelatin Big Bxe
3aTBEPAKEHOr0 BUPOBHYMKA, SIK HACAILOK 3MiHa
Ha3Bu Ta agpecy BnacHuka CEP 3 PB GELATINS
Ha TESSENDERLO GROUP N.V.Division PB
Leiner Ta 3MiHa Ha3Bu Ta agpecu BUPOBGHNYMX
AinbHUUB; 3MiHW | TUNY - NoAaHHsA oHoBrieHoro ME-
CeprtucpikaTy BignoBigHOCTI EBponeiichkkiii
dhapmakonei Ne R1-CEP 2000-344-Rev 03 gns
[onomixHOT pevoBrHK Gelatin Big, BXxe
3aTBepaxeHoro Bupo6Hunka NITTA GELATIN
INDIA LTD

3a
peyenmom

UA/2595/01/04

85.

3ENAOKC®

kancynu Teepgi no
40 mr; no 14 kancyn
y 6nicTepi; no 2
6nicTepy B
KapTOHHIi KopobLyj;
no 10 kancyny
6nictepi; no 3

Mdpaiizep IHkK.

CLWA

Mdpaiizep IpnaHgis
dapmacbioTikans, IpnaHgis
(BMPOGHMLITBO Ta KOHTPO/Ib

akocTi); Mdpaiizep
MeHtohekuypuHr JoiAuneHs,

6X, HimeuunHa
(nakyBaHHs (NepBMHHE Ta

Ipnangis/
HimeuunHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHu | TUny - Buny4yeHHs ME-Ceptudikary
BiAgnoBigHoCTI €Bponeiicbkol Papmakonei R1-CEP
2004-247-Rev 00 ans fonomikHOT peHOBUHN
XenaTuH; 3MiHu | Tuny - BunydeHHs M-
CepTuchikaty BignoBigHOCTI €BpONecbKOT
dapmakonei R1-CEP 2004-320-Rev 00 ans

3a
peyenmom

UA/2595/01/01
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Ymosu
Bionycky

Ne Hassa 3asasHuUK
n/n JliKapcbKo20

3acoby

Bupo6Huk PeecmpayjitiHa npoyedypa Howmep
peecmpayitiHo2o

nocsi0o4YeHHs

dopma sunycky
(nikapcbka chopma,
ynakoska)

KpaiHa
3asiBHUKa

KpaiHa
BUPOGHUKa

BTOPWHHE), MapKyBaHHs,
KOHTPO/b SKOCTI, BUNYCK
cepii); P-®apm [xepmai
mM6X, HimeuunHa
(BMPOGHULITBO, NaKyBaHHS,
MapKyBaHHS, KOHTPO/1b

[O0MOMDKHOT PEYOBVHM XeNnaTuH; 3MiHun | Tuny -
nofaHHsa oHossieHoro ME-CepTudikaty
BiNOBIgHOCTI €Bponelickkili hapmakonei Ne R1-
CEP 2005-217-Rev 02 ans AONOMDKHOI pEHOBVHN
Gelatin Big BXe 3aTBepmKeHoro supobHuka Nitta
Gelatin Inc; 3MiHu | TUNY - NOAAHHA OHOB/IEHOTO

6nictepu B
KapTOHHilA KopooLi

AKOCTI, BUNYCK Cepir)

I'E- CepTudikaTy BifnoBigHOCTI €EBponechbkili
hapmakonei Ne R1-CEP 2000-045-Rev 04 ans
[onomikHOT peyoBnHn Gelatin Big BXxe
3aTBEPAKEHOI0 BUPOBHUKA, K HACNIA0K 3MiHa
Ha3Bu Ta agpecu BnacHuka CEP 3 PB GELATINS
Ha TESSENDERLO GROUP N.V.Division PB
Leiner Ta 3MiHa Ha3BU Ta agpecy BUPOGHNYMX
OiNbHULb; 3MiHU | TUNY - NoAaHHA OHoBMEeHoro ME-
CepTudikaTy BifnoBigHOCTI EBponeichbkilt
thapmakonei Ne R1-CEP 2000-344-Rev 03 gns
[onomikHOT peyoBunHM Gelatin Big, BXxe
3aTBepaxeHoro Bmpo6Hunka NITTA GELATIN
INDIA LTD

86.

3EMIrNO

TabneTku, BKPUTI
N1iBKOBOIO
060/10HKO0, Mo 50
mr; Ne 28 (14x2) abo
Ne 56 (14x4): no 14
TabneTok y 6nictepi,
no 2 a6o no 4
6nictepu

TOB "CaHodi-
ABeHTiC
Ykpaina"

YkpaiHa

Enfxi Kem, N14.

Pecny6nika
Kopes

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TURY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnsgy (BBefeHHs y3araslbHeHNX faHux
npo cucTemy dhapmakoHarnsgy, amMiHa
YNOBHOB&XEHOI 0c06M, BignoBiganbHOI 3a
3iiCHEHHS (hapMaKoHarnsay; KOHTakTHOT 0cobu 3
hapmakoHarnsgy 3asBHUKa 415 34iCHEHHS
thapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOT 0cobMu, BignoBifasIbHOI 3a
3pificHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MILLLEHHI
macTep-alina cuctemu papmakoHarnsgy) 3miHa
YMOBHOB&XeHOT 0cobM 3as1BHMKA, BignoBiganbHOT
3a thapmakoHarnag.

[Litova pegakuis: KniwmnH AHTOH MukonaioBumu.
MponoHoBaHa pepakuis: XopakiBcbka TeTsaHa
BauecnasiBHa. 3MiHa KOHTaKTHWUX AaHUX
YMNOBHOB&XeHOT 0CO6M 3as1BHMKA, BifnoBigaibHOT
3a thapmakoHarnag

3a
peyenmom

UA/17375/01/01

87.

30KCOH® 2

TabneTkn no 2 mr
Ne10, Ne30 (10x3):
no 10 Tabnetok y
6nictepi; no 1 abo
no 3 6nictepu B
KapTOHHIA Kopoo6Li

TOB "CaHodi-
ABeHTIC
Ykpaiva"

YkpaiHa

TOB "3eHTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TURY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnagy. BeegeHHst abo 3MiHu Ao
y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnsgy (BBeAeHHs y3araslbHeHNX faHux
npo cucTemy dhapmakoHarnsgy, amiHa
YNOBHOB&XEHOI 0c06M, BiANoBigaNbHOI 3a

3a
peyenmom

UA/6300/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

3[iicCHEHHST hapMakoHarsay; KOHTaKTHOI 0cobu 3
chapmakoHarnsgy 3asBHuKa Ans 34jiACHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOT 0c06MW, BignoBifabHOI 3a
3pificHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
macTep-aiina cuctemu dpapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHVKA, BifnoBigabHOI
3a (hapmakoHarnsg,

[itoua pepaxuis: KniwmH AHTOH Mukonaiosuy.
MponoHoBaHa pefakuis: XogakiBcbka TeTsaHa
BsiyecnasiBHa. 3MiHa KOHTAKTHUX JaHUX
YMOBHOB&XeHOT 0C0bM 3as1BHMKA, BifnoBigabHOT
3a thapmakoHarnag.

88.

30KCOH® 4

Tabnetkv no 4 mr
Ne30 (10x3): no 10
Tabnetok y 6nictepi;
no 3 6nictepu B
KapTOHHIA Kopoo6Li

TOB "CaHodi-
ABeHTIC
YkpaiHa"

Ykpaina

TOB "3eHrTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpavuiiHiX maTepianis:
3MiHu | TURY - 3MiHK Wopao 6e3nekn/edyeKTUBHOCTI
Ta (hapmakoHarnagy. BeegeHHs abo 3MiHU A0
y3araslbHeHUX JaHnX Npo cucTemy
chapmakoHarnsgy (BBefleHHs y3arasibHeHUX faHux
npo cucTemy dhapmakoHarnsgy, amMiHa
YNOBHOBaXEHOI 0CO6MU, BifgnoBiganbHOI 3a
3[jiicHEeHHSsT hapMakoHars4y; KOHTaKTHOI 0cobu 3
chapmakoHarnsgy 3asBHvKa ANs 34jACHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHa
Bifl yNOBHOBa)XeHOT 0c06W, BignoBifanbHOT 3a
3pificHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MiLLEHHI
macTep-aiina cuctemu dpapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0CO6U 3asiBHMKA, BifnoBigabHOl
3a (hapmakoHarnag,

[itoua pepaxuis: KniwmH AHTOH Mukonaiosuy.
MponoHoBaHa pefakLis: XogakiBcbka TeTsaHa
BsiyecnasiBHa. 3MiHa KOHTaKTHUX JaHUX
YMOBHOB&XeHOT 0cobM 3as1BHMKA, BignoBiganbHOT
3a thapmakoHarnag.

3a
peyermom

UA/6300/01/03

89.

30/100T®

TabneTkn, BKPUTI
NnniBKOBOKO
060/10HKO10, No 50
Mr, no 14 TabneTok
y 6nicTepi; no 2
6nictepn y
KapTOHHI ynakosL,i

AngxoH HOC 1
nnc

CLWA

BUPOGHMLITBO, NEPBUHHE Ta

BTOPWHHE NaKyBaHHA,

KOHTPO/1b SAKOCTI, BMNYyCK

cepii:

Xaynt ®apma fatiHa C.p.n.,

ITanis;

BUPOGHMLITBO, NEPBUHHE Ta

BTOPWHHE NaKyBaHHA,

KOHTPO/1b SAKOCTI, BMNYyCK

cepii:

Mdpaiizep MeHohek4ypyHr
[oituneng TmM6X, HimeuunHa

ITania/
HimeuunHa

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3MiHa 3asBHVKa (BNacHWKa peecTpaviiHoro
noceigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015
Ne 460): BBefeHHsi 3MiH NPOTArom 9-T1 MicALUIB
nicns 3aTBepakeHHs. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy.
BBefeHHst abo 3MiHM [0 y3araslbHEHUX AaHNX Npo
cuctemy chapmakoHarnagy (BBegeHHs
y3arasibHeHUX JaHnX Npo cucTemy
hapmakoHarnagy, 3MiHa ynoBHOBaXXeHOT 0cobm,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0cOo6M 3 thapMakoHarnsay 3asBHuKa
[Ons 3aiicHeHHs dhapMakoHarisay B YKpaiHi, AKLo

3a
peyernmom

UA/7475/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BOHa BiIMiHHa BiJ, yNIOBHOBaXKEHOI 0C0o6Y,
BiANOBIAANLHOI 3a 34iiCHEHH:A papmakoHarnsgy
(BKNHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3miHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy) 3MiHa ynoBHOBaXKeHOI 0cobu
3a8BHUKA, BiAMNOBIAAbHOI 3a 3AiAICHEHHSA
thapmakoHarnagy: [itoua pepakuis: paHcyasa
[Oywma-CinnaH/ Francoise Dumas-Sillan.
MponoHoBaHa pepakuis: bapbapa [le BepHappai/
Barbara De Bernardi.
3MiHa KOHTaKTHMX AaHNX YNOBHOBaXEHOI 0Co6u
3a8BHUKA, BiAMOBiAaIbHOI 3a 3AiAICHEHHSA
dhapmakoHarnsgy.
90. 30/1TOHAP PO34uH A5 iHQY3il, yopna TypeyunHa Medap Inau CaH. A.LL. TypeyunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/14630/01/01
5 mr/100 mn; no 100 MEAVNLUNH 3MiHn | TURY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI peyenmom
My chrakoHi; no 1 ITAY CAH. BE Ta dpapmakoHarnsgy (iHwi 3miHn) OHOBEHHS
donakoHy B TIOK. A.LL. TEeKCTY MapKyBaHHS YNakoBKY /iKapCbKOro 3acoby
KapTOHHI Kopoobui 3 BHECEHHAM iHdhopmaLii WoA0 3a3HaYeHHs
OAMHULb BUMIpIOBaHHSA y cuctemi Sl. TepmiH
BBEJEHHS 3MiH NPOTAroM 6 micsAuiB nicns
3aTBEPKEHHS.
91. IBAHOPOHOB TabneTku, BKpUTI MicTpan AHrniA CiHTOH XicnaHisi, C.J1. IcnaHis BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/16004/01/01
A KUCNOTA- nNiBKOBOIO Kenitan 3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa peyenmom
BICTA 150 MI' 060/10HKO10, Mo 150 MeHepKMeHT HaliMeHyBaHHS Ta/abo agpecu 3asiBHMKa
Mr, no 3 TabneTkn y Nimiten (BnacHviKa peecTpauiiHoro noceig4eHHs) 3miHa
6nictepi; no 1 afpecu 3asBHUKa
6nictepy B
KapPTOHHI KOpooOLi
92. IBYNPOM Kancynu m'ski no HOHina6, Nn CLWA MateoH Cocptaxens B.B., HigepnaHnamn BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/6045/02/01
CMNPUHT KANC | 200 mr; no 6 abo no HigepnaHgun (BMpo6HUK, / Nonbwa 3MiHn | TUny - 3MiHKn 3 aKkocTi. CepTudiikaT peuyenma

10, a6o no 12
Kancyn y énictepi;
no 1 6nictepy B
KapTOHHI KopobLyj;
no 12 kancyny
6nictepi; no 2
6nicTepu B
KapTOHHIlA KOpO6L;
no 10 kancyny
6nicTepi; no 3
6nicTepu B
KapTOHHI KOpoOLyi

BiANOBiAabHMI 3a
BMPOGHWLTBO, KOHTPO/Tb Ta
BMNYCK NPOoAyKTy in bulk);
TOB KOC dapmauis,
Monbua (BUPOGHMK
BiANOBIAA/IbHWI 32
yMakoBKy, KOHTPO/b Ta
BUMYCK Cepil roTOBOro
npoayKTy)

BignosigHocTi/I E-cepTudikar BignosigHocCTi
€sponelicbkili hapmakonei/MoHorpadii. MogaHHA
HOBOro abo OHOB/IEHOr0 cepTudikata
BiANOBIAHOCTI 260 BUyYEHHS cepTudikaTa
BifNoBigHOCTI EBponelickkilt hapmakonei: ans
A®I; ons BUXigHOTO
martepiany/peareHTy/NPoMKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[L,0MOMIDKHOT peyoBuHM (cepTudikaT BignNoBIgHOCTI
€Bponelicbkiin hapmakonei) - OHOBEHWIA
cepTudikaT Bif y)xe 3aTBepKeHOro BUPOOHWKa -
OHOBMEHUI cepTudikaT BignosigHocTi €E® R1-CEP
2000-087-Rev 03 (3arBepmxeHo: R1-CEP 2000-
087-Rev 02) gnsa A®I| Ibuprofen Big Bxe
3aTBEpPAKEHOro BUpo6HMKka BASF Corporation,
CLA. ¥ Hacnigok 3MiHM Ha3Bu Ta agpecu
BnacHuka CEP Ha BASF SE, Carl-Bosch-Strasse
38, Germany-67056 Ludwigshafen, Rheinland-
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

Pfalz; kopekuii meTogy Ans 3aranbHoro gpoccopy
6€3 3MiHN KpUTEepIiB NPUIAHATHOCTI; KOpeKL;il
meTogy X 6e3 3MiHu KpuTepiiB NPUAHATHOCTI ANA
rekcaHy; HagaHHs ICH Q3D OujiHKu pU3smky.
3MiHu | TUNYy - 3MiHK 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponelicbkinn hapmakonei/MoHorpadii. NogaHHA
HOBOro abo OHOB/IEHOro cepTudikara
BIANOBIAHOCTI ab0 BUTyYEHHS cepTudikaTa
BiANOBIAHOCTI EBponeiickbkili hapmakonei: gns
A®I; onsa BuXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BUKOPVCTOBYIOTbCS Y BUPOOHMLTBI ADI; ans
[0MOMIKHOT peyoBmHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWA
cepTudikaT Bif ye 3aTBepXEeHOro BUPOOHWMKa -
OHOBJIEHUIA cepTudpikaT BignosigHocTi E® R1-CEP
1996-061-Rev 14 (3aTBepaxeHo: R1-CEP 1996-
061-Rev 13) ansa Adl Ibuprofen Big Bxe
3aTBepmxeHoro Bupo6Huka SOLARA ACTIVE
PHARMA SCIENCES LIMITED, IHgis, y Hacnigok
3MiHM MeTOoAY BUNPOGYBaHHSA LLOAO 3a/TULLKOBUX
PO3UYMHHWKIB 6E3 BNIMBY Ha KpUTEPIi NPUAHATHOCTI
- JofaBaHHA a/ibTEPHATUBHUX YMOB ra3oBol
Xpomarorpadii.

93.

IBYNMPOM
CNPUHT MAKC

Kancynu m'ski no
400 wmr; no 6 kancyn
y 6nicTepi; no 1
6nictepy B
KapTOHHI Kopo6Lyj;
no 10 kancyny
6nictepi; no 1 abo
no 2 6nictepu B
KapTOHHIA KopoobLi

tOHina6, Nn

CWA

MateoH Codptaxenc b.B.,
Higepnanau (BMpo6bHULTBO
Ta KOHTPO/Ib AKOCTI
npoaykty in bulk, KOHTpoOb
B NPOLIECi BUPOGHMLTBA,
KOHTpOnb cepii); Mpokci
Nab6opaTtopi3 b.B.,
Higepnanau (KOHTpONb
cepii); TOB HOC dapmauis,
Monbluya (NnepeBrHHE Ta
BTOPWHHE MaKyBaHHS,
KOHTPO/Ib Ta BUMYCK cepil)

HigepnaHnamn
/ NonbLa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TURY - 3MiHn 3 axkocTi. CepTudikat
BignoBigHocTi/E-cepTudikat BignoBigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOro cepTudikata
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; ansa BuxigHoro
matepiany/peareHTy/npomMiKHOro MPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI APIL; Ana
[0MNOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin dhapmakonei) - OHOBEHWIA
cepTuaikaT Bif yxe 3aTBepAXeHOro BUpobHUka
OHOB/IEHUIA cepTudpikaT BignosigHocTi E® R1-CEP
2000-087-Rev 03 (3atBepmxeHo: R1-CEP 2000-
087-Rev 02) ans A®l Ibuprofen Big Bxe
3aTBEpPAKEHOro BUpo6HMKa BASF Corporation,
CLUA. ¥ Hacnigok 3MiH1 Ha3BM Ta agpecu
BnacHuka CEP Ha BASF SE, Carl-Bosch-Strasse
38, Germany-67056 Ludwigshafen, Rheinland-
Pfalz; kopekuii meTogy Ans 3aranbHoro gpoccopy
6€3 3MiHU KpUTEePIiB NPUIAHATHOCTI; KOpeKL;il
meToay X 6e3 3MiHN KpuTepiiB NPUAHATHOCTI ANs

6e3
peuyenma

UA/13880/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

rekcaHy; HagaHHs ICH Q3D OujiHKM pUsmky.
3MiHu | TUnNYy - 3MiHK 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponelicbkin hapmakonei/MoHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudikara
BIANOBIAHOCTI ab0 BU/TyYEHHS cepTudikaTa
BiANOBIAHOCTI EBponeiickbkili hapmakonei: gns
A®I; onsa BUXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BUKOPVCTOBYIOTbCS Y BUPOOHMLTBI ADI; ans
[0MOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWA
cepTudikaT Bif yxe 3aTBepXEHOro BUPOOHWMKA -
OHOBJIEHUIA cepTudpikaT BignosigHocTi E® R1-CEP
1996-061-Rev 14 (3aTBepaxeHo: R1-CEP 1996-
061-Rev 13) ansa Adl Ibuprofen Big Bxe
3aTBepmxeHoro Bupo6Huka SOLARA ACTIVE
PHARMA SCIENCES LIMITED, IHgis, y Hacnigok
3MiHM MeTOoAy BUNPOBYBaHHSA LLOAO 3aUTULLKOBUX
PO3UYMHHWKIB 6E3 BNIMBY Ha KpUTEPIi NPUAHATHOCTI
- JofaBaHHA a/ibTEPHATUBHUX YMOB ra3oBol
xpomatorpadii.

94.

IBOKET®

pO34uH ANs iHy3iit
0,1%; no 10 mn B
amnyni; no 10
amnysn y KapTOHHii
nauuj

3eHTiBa, K.C.

Yecbka
Pecny6nika

BUPOGHMLTBO "in bulk",
nepBUHHE NaKyBaHHS:
Esep ®apma Viena Mm6X,
HimeuuuHa;
BTOPVHHE NaKyBaHHS:
Elicika ®apmacbloTmkans
M6X, HimeyunHa,;
KOHTPOb AKOCTi "in bulk",
BiANOBIAA/IbHNI 3a BUMYCK
cepit:

Elicika ®apmacbioTmkans
'm6X, HimeuunHa

HimeuunHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHa 3asiBHMKa (BNacHMKa peecTpauinHoro
nocsigyeHHs) (3rigHo Hakaly MO3 Big 23.07.2015
Ne 460) 3MiHM BHECEHO B iHCTPYKLitO ANs
MeAMYHOro 3aCTOCYBaHHS NiKapCbKOoro 3acoby
OO0 HAaiMEeHYBaHHS Ta MiCLie3HaXOMKEeHHS
3asBHVKa. BBeeHHS 3MiH NPOTArom 6- T MicALiB
nicnsa 3aTBepmkeHHs. 3MiHu | Tuny - 3miHn Wwoao
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
BBegeHHs1 a60 3MiHM A0 y3arasibHeHUX JaHux Npo
cucTemy thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnx npo cuctemy
thapmakoHarnagy, 3miHa ynoBHOBaXXeHO! ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapmakoHarnagy;
KOHTaKTHOI 0CcO6M 3 thapMakoHarnsay 3asBHUKa
[ANa 3aiiCHeHHs1 hapMakoHarnsay B YKpaiHi, sKLLo
BOHa BiJMiHHa Bif, yNOBHOBa)KEHOI 0CcOo6Y,
BiANOBIAA/IbLHOI 32 34iiCHEHHA hapmakoHarnsgy
(BK/THOYAIOYM KOHTaKTHI AaHi) Ta/abo 3MiHN y
pO3MiLLEHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) 3miHa ynoBHOBaXeHOi 0cobu
3as1BHVIKA, BignoBiganbHOI 3a chapMakoHarnsg.
[itoua pepakuin: CopiHa JliaHa Mato / Sorina Liana
Paiu, MD. NponoHoBaHa pefakuis: /liogmuna
®ininosa, MD / Ludmila Filipova, MD. 3miHa

3a
peyenmom

UA/3055/02/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

KOHTaKTHUX AaHNX YNOBHOBaXKEHOI 0COo6U,
BiANoBiAabHOT 3a hapmakoHarnsag. 3MiHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0co6u
YMOBHOB&XeHOT 0C06M 3as1BHMKA, BifnoBiganbHOT
3a (papmakoHarnsg, B YkpaiHi. 3miHa
MicLe3HaxomkeHHa MacTep-haiina Ta iioro
HOMepa. 3MiHa MicLs 3[iACHEHHS] OCHOBHOT
LiSNbHOCTI 3 hapmakoHarnsgy.

95.

INOH® KNACIK

masb; Mo 25, no 50
r,no 100 r masiy
Ty6i; no 1 1y6i y
KapTOHHI Kopoobui

Llecpa
ApuHaiimitTen
b 'M6X i Ko.KI

HimeuunHa

eton lesyHaxavitcndnere-
yHA, ®apmanpogykte Mm6X,
HimeuuunHa (BMpO6HMLTBO
Hepo3acoBaHoro
NpoAyKTY, NEPBUHHE Ta
BTOPVHHE NaKyBaHHS);
Llecpa ApuHaiimitTTens
m6X i Ko. KI', Himeuunna
(Bunyck cepii)

HimeuunHa

BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis:
3MmiHu | TUNY - 3MiHKM 3 SKOCTi. FOTOBUIA NiKAPCbKN
3aci6. 3MiHM y BUPOGHMLTBI. 3aMiHa abo
BBE/EHHSA 40AaTKOBOI AiNIbHULI BUPOBHWLTBA ANS
4acTVHM abo BCbOro BUPOBHNYOro npoLecy
rOTOBOrO NikapCbKoro 3acoby (iHLUi 3MiHK)
BHECEHHS 3MiH A0 p. 3.2.P.3.1. BUpo6HuK (-1),
30Kpema: 3amMiHa BMpPO6HUKa edipHMX onili Ta
po3uunHy xnopodiny Cesra Arzneimittel GmbH &
Co. KG, Germany Ha etol Gesundheitspflege-und
Pharmaprodukte GmbH, Germany. 3miHu | Tuny -
3MiHK 3 IKOCTi. FoTOBUIA NiKapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHW Y NpoLeci BUpobHULTBA
roTOBOrO /liKapCbKOro 3acoby, BKIoyaumn
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCS NpY
BMPOGHWLTBI FOTOBOrO NiKapCbKOro 3acoby
(He3HayHa 3miHa y npoueci BUpobHMLTBa)
BHECEHHS HE3HAYHMX 3MiH Y npoLiec BUPO6HMLTBA
roTOBOrO MiKapCbKOro 3acoby, 30Kpema: 3HMKEHHS
Temnepartypu A1 OXONOMKEHHS CyMiLLi edoipHUX
0niiA, po34nHy xnopodpinly Ta TePNEeHTUHOBOI ONil
[0 42-45° C 3amicTb 60-65° C. 3MiHu | Tuny -
3MiHK 3 SKOCTi. F0TOBMIA NikapCbkuii 3aci6. 3MiHN y
BMPOOHULTBI. 3MiHK Y poLeci BUpo6HMLTBa
roTOBOro MiKapCbKOro 3acoby, BKIYaun
MPOMDKHWI NPOAYKT, LLIO 3aCTOCOBYETLCA NpY
BMPOGHMLTBI FOTOBOrO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y npoLeci BUPOGHMLTBA)
BHECEHHS HE3HAYHWX 3MiH Y npoLiec BUPO6HMLTBA
roToBOro fikapcbkoro 3acoby, 3okpemMa:
[0ofaBaHHS TEPNEHTMHOBOI O/l OKPEMO Bif, iHLLMX
onii nicns IPC 15, 16 nig Bakyymom Ta
nepemillyBaHHs 10 OTPUMAHHHSA OAHOPIAHOT Ma3i.
(3aTBEpoKEHO: AO4AaBaHHA TEPNEHTMHOBOI O/lii Ha
noyaTky BMPOGHMYOro npoLiecy pasom 3
po3MaprHOBOIO, €BKasTINTOBOM, YebpeLieBoto
onisiMmn, 0NeIHOBOT KNCOTOK Ta nosicopbarom 20
(mig yac IPC 1).

6e3
peyenma

UA/16843/01/01

96.

IMOBAH®

TabneTku, BKPUTI
060/10HKO10, No 7,5

TOB "CaHodi-
ABEHTIC

YkpaiHa

CaHodpi BiHTpon IHgacTpia

PpaHuis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHu | TUNY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI

3a
peyenmom

UA/5634/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
mr; Ne 20 (20x1): no YkpaiHa" Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
20 Tabnetok y y3arasbHeHUX JaHuX Npo cucTemy
6nicTepi, no 1 thapmakoHarnagy (BBefeHHs y3araslbHeHNX JaHux
6nictepy B npo cuctemy chapmakoHarnsgy, smiHa
KapTOHHilA KopooLi YNOBHOB&XEHOT 0CO6M, BignoBiganbHOI 3a
3AilicHeHHA hapMakoHarnsay; KOHTaKTHOT ocoou 3
hapmakoHarnsgy 3asBHUKa 415 34iiCHEHHS
hapmakoHarnsgy B YkpaiHi, KO0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOT 0cobu, BignoBifasibHOI 3a
3[ificHeHHs chapmakoHarnsagy (Bkioyaryn
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
macTep-haiina cuctemun dhapmakoHarnsgy) 3miHa
YMOBHOB&XeHOT 0C0bM 3as1BHMKA, BifnoBigabHOT
3a thapmakoHarnag,.
Litoya pepakuisi: KnilwmH AHTOH MukonaiioBuy.
MponoHoBaHa pegakuis: XopakiBcbka TeTaHa
BauecnasiBHa. 3MiHa KOHTaKTHWUX AaHUX
YMNOBHOBaXeHOT 0COOM 3asiBHMKA, BifnoBigaibHOT
3a thapmakoHarnag.
97. IMOAVH Mopowok ans IMYHA ®APM CnoBaubka CEBA®APMA, a.c., Yecbka Yecbka BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/14479/01/01
PO3unHy A5 iH'EKUi a.c. Pecny6nika Pecny6nika; Pecny6nika/ | 3miHu | TNy - 3miHK Woao 6e3nekn/eekTUBHOCTI peyenmom
no 1 gosi 200x10"6 IMYHA ®APM, a. c., CnoBaubka Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
neikoumTis 1 CnoBaubka Pecny6nika Pecny6nika y3ara/ibHeHNxX AaHux npo cuctemy

amnysna 3 NopoLUKOM
Ta 1l amnyna (no 4
MJT) 3 PO3UYUHHVKOM
(Bofa Ans iH'ekuiii) B
KOpo6Li 3 KapToHy; 5
amnyn 3 NopoLLKOM
Ta 5 amnyn (no 4
MJ/T) 3 PO3UYUHHVKOM
(Bofa ans iH'ekuiii) B
KOpo6L,i 3 KapTOHY

(BTOPVHHE NakyBaHHS,
KOHTPO/b cepii, BUMyCcK
cepir)

thapmakoHarnsgy (BBeAeHHs y3araslbHeHNX faHux
npo cucTemy dhapmakoHarnsgy, amMiHa
YNOBHOB&XEHOI 0c06M, BignoBigansLHOI 3a
3[iiCHEHHS (hapMaKoHarnsay; KOHTakTHOT 0cobu 3
hapmakoHarnsgy 3asBHUKa 415 34iCHEHHS
thapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOT 0cobMu, BignoBifasIbHOI 3a
3pificHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MILLLEHHI
macTep-alina cuctemu papmakoHarnsgy) 3miHa
KOHTaKTHOT 0CO6U 3asiBHKKA, BignoBigasibHOI 3a
3piicHEHHs1 hapMakoHarnsay B YkpaiHi: Jiroua
pegakuisi — KOp'eB Ceprild. [TponoHoBaHa pegakuis
— T'yniii Mogmnna BikTopiBHa. 3MiHa KOHTaKTHMX
[aHUX KOHTaKTHOT 0COBM 3asBHMKA,
BiANOBIAaNbHOI 3a 34ilicHEHHA thapmakoHarnagy B
YkpaiHi 3mitu | Trny - 3miHu Wwoao
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnagy.
BBefeHHst ab0o 3MiHM [0 y3araslbHEHUX AaHNX NPO
cuctemy chapmakoHarnagy (BBegeHHs
y3arasibHeHUX JaHnX Npo cucTemy
hapmakoHarnagy, 3MiHa ynoBHOBaXXeHOT 0cobm,
BiANOBIAA/IbHOI 32 34iiCHEHHS dhapmakoHarnsgy;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa
[ONA 34jiiCHEeHHs hapMakoHarisay B YKpaiHi, AKLo
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

BOHa BiIMiHHa BiJ, yNIOBHOBaXKEHOI 0C0o6Y,
BiANOBIAANLHOI 3a 34iiCHEHH:A papmakoHarnsgy
(BKNHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3miHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy) 3MiHa Micus 34iiCHEHHS
OCHOBHOI Ajsi/IbHOCTI 3 thapmakoHarnagy. 3miHa
HOMepy Ta MicLie3HaxopKeHHs MacTep-gaiina
3MiHu | TUnYy - 3MiHK Wono 6e3nekn/eeKTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHu o
y3araslbHeHUxX JaHnx npo cuctemy
chapmakoHarnsgy (BBefeHHs y3araibHeHUX faHux
npo cuctemy papmakoHarnsgy, amiHa
YMOBHOB&aXeHOT 0cobw, BignoBiganbHOI 3a
3AiicHeHHA hapMakoHarnsagy; KOHTaKTHOT ocobu 3
hapmakoHarnsgy 3asiBHUKa 415 34iiCHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA
Bif, yNOBHOB&XEHOT 0cO6u, BiANOBiJabHOI 3a
3ailicHeHHA thapmakoHarnsgy (BKioyaoum
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
mMacTep-alina cuctemu dpapmakoHarnsgy) 3miHa
YMNOBHOBaXeHOT 0COOM 3asiBHMKA, BifnoBigaibHOT
3a 3AjiicHeHHs hapmakoHarnagy: [iroya pegakuis
— HOgjiTa Bagacc. NponoHoBaHa pefakuis — fHa
®inboBa. 3MiHa KOHTAKTHUX JaHWX YNOBHOBaXKEHOT
0co6u 3as1BHMKA, BiANOBIAA/IbHOT 32 34iNCHEHHS
dhapmakoHarnsgy.

98.

IHAOKONNIP®
0,1%

Kpansi oyHi, 1
Mmr/Ma, no 5 mny
pNakoHi-
KpanesnbHuui; no 1
chnakoHy-
KpanenbHuui y
KapTOHHI Kopoobui

TOB «BAYL
XEJIC»

Ykpaina

Nab6opaTtopis LLoseH,

PpaHLis

[Op. Fepxapg MaHH Xewm.-
hapm. Pabpuk M6X,

HimeuunHa

PpaHuis/
HimeuunHa

BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis:
3MiHn | TUny: 3miHK 3 skocTi. CepTudikart
BignosigHocTi/IE-cepTudikar BignosigHoCTi
€Bponelicbkili thapmakonei/moHorpadii. 3miHu,
noB'A3aHi 3 HEOOXIAHICTIO NPMBEAEHHS Y
BigNoBigHICTL A0 MoHorpadii 4PY a6o
€Bponeiicbkoi hapmakonei, abo iHwoi
HaujoHanbHoi chapmakonei gepxasu €C (3miHa y
crneundikalisx, nos'a3aHa 3i 3MiHamu B 1dY, abo
€Bponeicekin dhapmakonei, abo iHLwWil
HaujioHanbHili hapmakonei gepxasu €C) 3miHa y
crneuudikaLii LONOMIXHOI pe4OBUHM a30T, aKa
BMKOPVCTOBYETLCA NPV BUPO6HMLTBI /13, ane He
BXOAMUTb A0 Oro ckiagy - NpuBefAeHHs [0 BUMOT
EP, gitoye BugaHHA. BBeeHHS 3MiH NpOTArom 6-
TV MicsiLiB nicns 3aTBepikeHHsA. 3MiHu | Tuny:
3MiHn 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
hapmakonei/moHorpadii. 3mMiHW, NoB'a3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii AdY abo EBponeiicbkoi hapmakoneri,
ab0 iHWOi HauioHasibHOI dhapmakonei aepxasn E€C

3a
peyermom

UA/3260/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1

(3miHa y cneumdikauisx, nos'a3aHa 3i 3MiHaMu B
L®Y, abo €Bponeiickkili hapmakonei, abo iHLwil
HauioHasbHin chapmakonei aepxasu €C) 3MiHa y
cneumdikauii JONOMDKHOI pe4yoBMHM BOAa
ounLLeHa - NpuBeAeHHs Ao Bumor EP, gitoye
BUAAHHSA. BBEAEHHA 3MiH NPOTAroM 6-TW MicsLiB
nicns 3aTBepmkeHHs. 3MiHu | Tuny: 3MiHM 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTPOb AOMOMDKHUX
peyoBuH (iHLWi 3MiHK) 3MiHa Y cneuudikawii
[0MOMDKHOT PEYOBVHW X/TOPUCTOBOAHEBOI KNC/IOTU
po3BefeHoi ( 3aMiHa MOCMaHHA 3 KOHKPETHOro
BUaHHA €Bponeicbkoi ®apmakonei Ha fitoye
BuaaHHsa EP).

BBefeHHS 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMKEHHS. 3MiHN | TMRy: 3MiHK 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponeiichbkili
hapmakonei/MoHorpadii. 3mMiHW, NoB'a3aHi 3
HEeOoOXiAHICTIO NPpUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii AdY abo EBponeiicbkoi hapmakoneri,
abo iHWOi HaujioHas1bHOI dhapmakonei aepxasu E€C
(3miHa y crneumdpikalisx, nos'a3aHa 3i 3amMiHO
BUMOT MOHorpacii 4dPY abo iHWOoi HauioHabHOT
thapmakonei gepxasu €C Ha BUMOrn MoHorpadii
€Bponelicbkoi hapmakonei) 3miHa y cneumndikadii
Ta MeTofj KOHTPOO A8 JONOMDKHOI PEHOBUHM
apriHiH 3a nokasHukom "MikpobionoriuHa umcrora”
( 3amina Bumor ®paHLy3bkoi Papmakonei Ha
BuMoru EP, pitove BugaHHs). BBeeHHsA 3MiH
NPOTArom 6-T1 MIiCALIB NiCNA 3aTBEPKEHHS.
3MiHn | TURy: 3miHK 3 sikocTi. CepTudikart
BignosigHocTi/l E-cepTudikar BignosigHoCTi
€Bponelicbkiin hapmakonei/MoHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO NPMBEAEHHS Y
BigNoBigHICTb A0 MoHorpadii 4PY a6o
€Bponeiicbkoi thapmakonei, abo iHLWOT
HaujoHanbHoi chapmakonei gepxasu €C (3miHa y
cneumdikauisx, NoB'a3aHa 3i 3amiHOK BUMOT
MoHorpadii APY abo iHLWOI HaLioHaNIbHOT
thapmakonei gepxasu €C Ha BUMOrM MoHorpadii
€Bponelicbkoi hapmMakonei) 3miHa y cneumdikadii
[0NOMDKHOT pevoBMHN Tiomepcan (3aMiHa BUMOT
MoHorpadii PpaHuy3bkoi Dapmakonei Ha BUMOru
EP, gitoye BugaHHs). BBeeHHA 3MiH NpOTArom 6-

TV MicsiLiB nicns 3aTBepikeHHs. 3MiHu | Tuny:
3MiHn 3 sKkocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
dhapmakonei/MoHorpadii. 3miHW, NoB'a3aHi 3
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

HEeOoOXiAHICTIO NPpUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii AdY abo EBponeiicbkoi hapmakoneri,
abo iHWOi HaujioHas1bHOI dhapmakonei aepxasu E€C

(3miHa y crneumdikauii HechapmakoneliHoro Ad|
015 NpUBefleHHs Y BiANOBIAHICTb A0 BuMor Y
abo €sponelicbkoi hapmakonei, abo iHLWol
HaujioHasbHOT chapmakonei aepxasu €C) -
[JonomixHa peyoBrHa/BUXigHWI MaTepian ans
BMPO6HMLTBA AP - 3MiHa Y cneumdikauii
HedhapmMakoneiHoi 4ONOMIXXHOT pevyoBUHU
rigpokcunponin-6eTa-uyKnoaeKkCTpuHy
(NnpuBeAeHHs y BiANOBIAHICTL [0 BUMOT EP, gitoye
BMAAHHSA). BBeAEHHS 3MiH MpoTsArom 6-Tv micsLiB
nicnsa 3aTBepKEeHHS.

99.

IHCMPA®

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 25
mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepu B
KapTOHHI Kopobui

AngxoH HOC 1
nnc

CWA

Brpo6HuuTBO Npenaparty "in
bulk", Ta KOHTpO/b AKOCTI:
Mdpaiizep ®apmactoTikana

JINC, CWA,;

Bunyck cepii, nakyBaHHs,
MapKyBaHHS, KOHTPO/b
AKOCTI NPN BUMYCKY:
dapeBa Ambyas, ®paHujis

CLUA/
®paHuis

BHECEHHS 3MiH [0 peecTpavuiiHiX maTepianis:
3MiHa 3asBHMKa (BNacHWKa peecTpaviiHoro
noceifyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015
Ne 460): BBefeHHst 3MiH NpOTArom 9-Tn MicAUIB
nicnsa 3aTBepmKeHHs. 3MiHu | Tuny - 3miHK Wwoao
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnagy.
BBefeHHst abo 3MiHM [0 y3araslbHEHUX AaHNX NPO
cuctemy chapmakoHarnagy (BBegeHHs
y3arasibHeHUX JaHnX Npo cucTemy
hapmakoHarnagy, 3MiHa ynoBHOBaXXeHOT ocobm,
BiANOBIAA/IbHOI 3a 34iiCHEHHS dhapmakoHarnsgy;
KOHTaKTHOI 0co6M 3 thapMakoHarnsay 3asBHUKa
[ONA 34jicHeHHs dhapmakoHarniagy B YKpaiHi, AKLLo
BOHa BiIMiHHA BiJ, yNOBHOBaXKEHOT 0CcO6Y,
BiANOBIAA/ILHOI 3a 34iiCHEHH:A (dapmakoHarnsgy
(BKNHOYAKOUM KOHTAKTHI JaHi) Ta/abo 3miHn y
pO3MiLLeHHi MacTep-ghaiina cuctemm
thapmakoHarnsgy) 3MmiHa ynoBHOBaXKeHOi 0cobu
3a8BHWKA, BiANOBIAA/ILHOI 38 34iiCHEHHS
dhapmakoHarnsagy: 3miHa KOHTaKTHUX JaHnX
YNOBHOB&XEHOT 0CO6U 3as1BHMKA, BifnoBigaibHOl
3a 34jicHeHHs hapmakoHarnsgy

3a
peyermom

UA/3752/01/01

100.

IHCMPA®

TabneTku, BKpUTI
nNiBKOBOO
060/10HKOI0, Mo 50
Mr; no 10 Tabnetok
y 6nicTepi; no 3
6nictepu B
KapTOHHI KopoobLi

AngxoH HOC 1
nnc

CLWA

Bupo6HMuTBO Npenaparty "in
bulk", Ta KOHTPO/b AKOCTI:
Mdpaiizep PapmactoTikan3

NNC, CWA;

Bunyck cepii, nakyBaHHs,
MapKyBaHHS, KOHTPO/1b
AKOCTI NP BUMYCKY:
dapesa Ambyas, PpaHuis

CLIA/
PpaHuis

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHa 3asBHVKa (BNacHMKa peecTpaviiHoro
nocsigyeHHs) (3rigHo Hakady MO3 Big 23.07.2015
Ne 460): BBeieHHS1 3MiH NPOTAroM 9-Tn micAuiB
nicns 3aTBepakeHHs. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
BeegeHHs1 ab0 3MiHW A0 y3arasibHeHUX JaHux Npo
cucTemy thapmakoHarnsgy (ssefieHHs
y3arasibHeHVX AaHux Npo cuctemy
thapmakoHarnsgy, 3miHa ynoBHOBaXKeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iliCHEHH:A hapmakoHarnsgy;
KOHTaKTHOI 0co6M 3 (hapmakoHarnsgy 3asBHuKa

3a
peyenmom

UA/3752/01/02
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
[ONA 34jiCHeHHs dhapMakoHarnsgy B YKpaiHi, Ko
BOHa BiZIMiHHa BiJ, yNOBHOBaXKEHOI 0CO6Y,
BiZiNOBIAANbHOI 3a 34jiICHEHHS hapmakoHarnsay
(BKIHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3miHn y
pO3MiLLLeHHi MacTep-chaiina cuctemm
hapmakoHarnsgy) 3MmiHa ynoBHOBaXKEHOT 0CO6U
3asBHVIKA, BigNoBiga/IbHOI 3a 34iACHEHHST
dhapmakoHarnsagy: 3mMiHa KOHTaKTHUX JaHWnX
YMNOBHOBaXeHOT 0COOM 3as1BHMKA, BifnoBigaibHOT
3a 3iicCHeHHs chapmakoHaraagy
101. | IHCYNIH NopoLLOK AT "dapmax” Ykpaina BiokoH Baiionomxukc IHais IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: - UA/15743/01/01
FAAPIIH (AHK- | (cy6cTaHuis) B Nimiteq 3MiHu | TURY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
PEKOMBIHAHT | cknsHux 6aHkax HaliMeHyBaHHs Ta/abo agpecy 3asBHUKa
HWIA) KOpUYHEBOro (BNacHvika peecTpauiiiHoro nNocBig4eHHs1) 3miHa
KO/Ibopy ANns HalilMeHyBaHHS Ta afpecu 3asiBHUKa (BNacHUKa
thapmaLeBTUYHOro peecTpauiiHOro NOCBIfYEHHS)
3acTocyBaHHs 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NPOBaKEHHS AiS/IbHOCTI BUPOGHMKA (BK/THOHa0uM,
3a HeobXigHOCTI, MicLle NPOBeAEHHS KOHTPOJIO
SIKOCTi), ab0 Bi1acHuKa mactep-thainna Ha A®l, abo
noctavasibHuka A®1/BMxigHOro
mMartepiany/peareHTy/npoMbKHOIo NPOAYKTY, WO
3aCTOCOBYOTbCA Y BUPOOHULTBI ADI (AKLLO
3a3HavYeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiiCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepakeHoOMy
[ocbe, abo BUPOBHMKA HOBOT AONOMDKHOT
PEYOBUHM (AKLLO 3a3HAYEHO Y A0CLE) 3MiHA Ha3Bu
Ta agpecu BUpo6HMKa cybcTaHLi iHCyniHy
rnaprivy (4HK-pekombiHaHTHOro) Biocon Limited/
BiokoH JlimiTes, 6e3 3MiHM MicLs BUPOBHULITBA
102. | IHOAHPUKC™ cycneHsis gns nakcoCwmitKn Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/13939/01/01
InB iH'ekujii; no 0,5 Mny AH EkcnopT BputaHis Bionogxikans CA 3MiHW | TUnYy - 3MiHKn 3 AKoCTi. A®Il. KoHTposib AdI. peyenmom
KOMBIHOBAH nonepegHsL0 Nimiten 3MmiHa y MeTofax BunpobyBaHHsa APl abo
A BAKU/HA 3arnoBHeHOMY BUXiAHOTO MaTepiany/npoMixXHOro
ana 0fiHOpa30BOMY npoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
MPO®ITAKTUK | wnpuuiy KOMNNeKTi npoueci BupobHuuTBa AP (iHLWi 3MiHK y MeTogax
N ANDTEPII, 3 ro/ikoto; no 1 a6o BUNPOB6YBaHHS (BKOUYaoUN 3amiHy a6o
NPABLUA, 10 nonepefHbLO [0noBHEHHA) AD| abo BMXiAHOro/NpoMiKHOTO
KALLUJTFOKA 3anoBHEHNX npoaykTy) 3miHa cepii cTaHAapTy NepTakTUHY
(ALENONAPH 0[HOpa30BUX (PRN), L0 BUKOPUCTOBYETbLCS A/151 KOHTPOJIHO
7 LUMpULIB Y AKOCTi 3a NOKa3HUKaMN AHTUTEeHHa aKTUBHICTb Ta
KOMIMOHEHT) naacTUKOBOMY loeHTnuHicTs MmeTogom ELISA (PRN antigen
TA KOHTeliHepi; no 1 content; Identity) Ha eTani npoLecy oTpMMaHHs

noniomMienity

KOHTEliHepy B
KapTOHHIl KopooLi

PRN Purified Bulk nepeg aeTtokcukauieto.
3aTtBepmxkeHo: SWNO559A03/APRNBAAT787
3anponoHoBaHo: SWN0559A04/APRNBAB138




76

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
103. | IHPAHPUKC™ cycneHsis ans nakcoCmiTKn Benwuka "nakcoCmiTKnsiiH Benebris BHECEHHS 3MiH 0 peecTpavliiiHix maTepianis: 3a UA/13939/01/01
InB iH'ekujii; no 0,5 Mny AH EkcnopT BpuTaHis Bionopxikans CA 3MiHu | TUnNYy - 3MiHK 3 akocTi. CepTudikaT peyenmom
KOMBIHOBAH nonepeaHL0 Nimiten BignosigHocTi/lE-cepTudikat BignoBigHOCTI
A BAKUVHA 3anoBHEHOMY €Bponelicbkin dhapmakonei/moHorpadii. 3miHu,
ana 0 HOpPa30BOMY noB'A3aHi 3 HeOOXIAHICTIO NPUBEAEHHS Y
MPO®IIAKTUK | wnpuuiy KOMNAEKTI BigNoBigHICTL A0 MOHorpadii A4PY a6o
N QUDTEPII, 3 rofkoto; no 1 abo €Bponelicbkoi hapmakonel, abo iHwoi
NMPABLSA, 10 nonepegHbLO HauioHanbHOI hapmakonei gepxasu EC (3miHa y
KALLUTHIOKA 3anoBHEHUX crneundikayisx, nos'a3aHa 3i 3MiHamu B dY, abo
(ALEENONAPH 0HOPAa30BUX €Bponeiicbkili hapmakonei, abo iHLiN
nin wnpuyis y HaLjioHasnbHili hapmakonei gepxasu €C)
KOMMOHEHT) naacTUKOBOMY BupaneHHs i3 3aTBepmxeHoi cneyudikauii ons
TA KOHTeliHepi; mo 1 BakuuHu (Final Bulk vaccines) BunpobyBaHHs Ans
MONIOMIENITY | KoHTeliHepy B auen/IAPHOro KOMMOHEHTY «in-vivo histamine
KapTOHHilA KOpO6L sensibilization test/Residual pertussis toxin activity
(at 4 °C)», 10 NPOBOAUTLCA HA MULIAx. BHeceHH:
pejakuiiHux npasok Ao posginis 3.2.P.5.1,
3.2.P.5.2,3.2.P.5.3,3.2.P.5.6.
104. | ICEHTPECC TabneTku, BKpUTI Mepk Wapn i LLiBefiuapis Mepk Wapn i Joym B.B., HigepnaHvgu BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3a UA/9325/01/01
NNiBKOBOO Ooywm IAEA HigepnaHgun (nepBrHHe Ta | Cinranyp/ 3MiHY | TUNY - AOMIHICTPATUBHI 3MiHW. BunyyeHHs peyenmom
o60n0oHkot, no 400 6X BTOPVHHE NaKyBaHHS, IpnaHgjs BMPOGHWYOI AinbHUL (BKIHOYAKUN AinbHULI ANS

mr; no 60 TabneTok
y chnakoHi; no 1
chnakoHy B
KapTOHHIA KopoobLi

[03BiN Ha BUNYycK cepii);
MCA IHTepHewHn MmM6X
(chinist Cinranyp), Cinranyp
(BMPOGHYVK HEpO3dhacoBaHOI
NPOAYKLUIT Ta KOHTPO/b
akocTi); MCJ, IHTepHewwHn
vm6X / MC/ IpnaHgis
(Bennigaiin), IpnaHgis
(BUPOGHKK Hepo3dhacoBaHoOI
NpOAyKUii Ta KOHTPO/Tb
AKOCTI)

A®I, npomiXHOro NpPoAyKTy abo roToBoro
niKkapcbKoro 3acoby, AiNbHULI 415 NPOBEeAEHHS
nakyBaHHs, BUPOGHWKa, BiAMNOBifa/IbHOTO 3a
BWMYCK Cepiid, MicLie NpoBeAEeHHS KOHTPOSO cepii)
ab0 nocrtavasibHMKa BUXIAHOTO MaTepiasny,
peareHTy abo AONOMDKHOI PEYOBUHY (SKLLO
3a3HayeHo y A0CbE) BUTyUYEeHHS BUPOGHMKa AdI
Divi's Laboratories Limited Unit - 1, India
(Ligojigudem Village Choutuppal Mandal,
Nalgonda District, Telangana, 508252 INDIA),
SIKWIA BigNOBIfaIbHUIA 3@ CUHTE3 BUXIAHUX
marepianis TPeTbOro piBHA. 3MiHW | Tuny -
AAMIHICTpaTUBHI 3MiHWN. BuyuyeHHs1 BUPOGHUYOT
LinbHULI (BKIHOYaoUM AinbHUL Ana Adl,
NPOMIXXHOro MPOAYKTY abo roToBOro MikapCbKoro
3aco0y, AiNbHULI A8 NPOBEAEHHS NaKyBaHHS,
BMPOGHKMKA, BiANOBiAaNIbHOIO 3a BUMYCK Cepil,
MicLie NpOBEeAEHHSI KOHTPOIO cepii) abo
rocTadyasibH1Ka BUXiAHOIrO MaTepiasly, peareHty
ab0 AONOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y
[0CbE) BUTYyYeHHs1 BUpobHuka A®I Lonza, Inc.,
USA (900 River Road, Conshohocken, PA 19428
USA), sikunii BigNoBigasibHUiA 3a CUHTE3 BUXIAHNX
mMaTtepianis Apyroro pisHA. 3MiHu | Tuny -
AAMIHICTPaTUBHI 3MiHWN. BuyuyeHHs1 BUPOGHUYOT
LinbHULI (BKIHOYaoUM AinbHUL ana Adl,
NPOMIXXHOro MPOAYKTY abo roToBOro MikapCbKoro
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

3aco0y, AiNbHULI 4118 NPOBEAEHHS NaKyBaHHS,
BMPOGHMKA, BiANOBiAaNIbLHOIO 3a BUMYCK Cepil,
MicLie NpoBeAEHHSI KOHTPOIO cepii) abo
noctavasibH1Ka BUXIAHOTO MaTepiasy, peareHty
a60 [JONOMIKXHOI PEHOBMHU (SKLLO 3a3HAaYEHO Y
[0CbE) BUMYyYeHHs BupobHuka APl Fabbrica
Italiana Sintetici S.p.A., Italy (Viale Milano, 26,
36041 Alte di Montecchio Maggiore, Vicenza,
Italy), sikuii BignoBiganbHUiA 3a CUHTE3 BUXIAHNX
marepianis Apyroro piBHs.
3MiHY | TUNY - AOMIHICTPATUBHI 3MiHWU. BunyyeHHs
BMPOGHWYOI AinbHUL (BKIHOYAKOUN [iNbHAL ANS
A®I, npomiXHOro NpPoAyKTy abo roToBoro
nikapcbKoro 3acoby, AinbHULI 415 NPOBeAeHHS
nakyBaHHs, BUPO6HWKa, BifNOBifa/IbHOTO 3a
BUWMYCK Cepiid, MicLie NpoBeAEHHS KOHTPOSIO cepii)
ab0 nocrtavasibHMKa BUXIAHOTO MaTepiany,
peareHTy abo AONOMDKHOI PEYOBUHY (SKLLO
3a3HayeHo y [OCbE) BUNYyHEHHS BUPOGHMKa ADI
MSD International GmbH, Ireland (Ballydine,
Kilsheelan, Clonmel, Co. Tipperary, Ireland).
Takox 3anponoHOBaHO BUMNPaB/IEHHS 4PYKapCbKOT
NOMW/IKM B MOLUTOBOMY iHAEKCI afpecu BUPOGHMKa
A®I Divi's Laboratories Limited Unit — 2.

105.

ICEHTPECC

TabneTku, BKpUTI
NNiBKOBOO
060/10HKO0, M0 400
mr; in bulk: no 60
TabneTtok y h1akoHi;
no 120 donakoHis B
rpynoBiii ynakoBLj

Mepk Wapn i

Joym IAEA
6X

LLiBeiuapis

Mepk Wapn i Joym B.B.,
HigepnaHgun (nepBrHHe Ta
BTOPWHHE MaKyBaHHS,
[03BiN Ha BUNYycCK cepii);
MCA IHTepHewHn MmM6X
(chinist Cinranyp), Cinranyp
(BMPOGHYVK HEpPO3dhacoBaHOI
NPOAYKLIT Ta KOHTPO/b
akocTi); MCJ, IHTepHewwHn
m6X / MC/ IpnaHgis
(Bennigaiin), IpnaHgis
(BUPOGHKK Hepo3dhacoBaHol
NpOoAyKUii Ta KOHTPO/Tb
AKOCTI)

HigepnaHvgn
| Cinranyp/
IpnaHgjs

BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis:
3MiHY | TUNY - AOMIHICTPATUBHI 3MiHW. BunyyeHHs
BMPOGHWYOI AinbHUL (BKIHOYAKUN [inbHULI ANS
A®I, npomiXHOro NpPoAyKTy abo roToBoro
niKkapcbKoro 3acoby, AiNbHUL 415 NPOBeAEHHS
nakyBaHHs, BUPOOHWKa, BifMNOBifa/IbHOTO 3a
BWMYCK Cepiid, MicLie NpoBeAEeHHS KOHTPOSO cepii)
ab0 nocrtavasibHMKa BUXIAHOTO MaTepiany,
peareHTy abo AONOMDKHOI PEYOBUHY (SIKLLO
3a3HayeHo y A0CbE) BUTyUYEeHHS BUPOGHMKa AdI
Divi's Laboratories Limited Unit - 1, India
(Ligojigudem Village Choutuppal Mandal,
Nalgonda District, Telangana, 508252 INDIA),
SIKWIA BigNOBIfaIbHUIA 3@ CUHTE3 BUXIAHUX
marepianis TPeTbOro piBHA. 3MiHW | Tuny -
AAMIHICTPaTUBHI 3MiHWN. BuyyeHHs1 BUPOGHUYOT
LinbHULI (BKOYaoUn AinbHUL ans Adl,
NPOMIXXHOro MPOAYKTY abo roToBOro MikapCbKoro
3aco0y, AiNbHULI AN NPOBEAEHHS NaKyBaHHs,
BMPOGHKMKA, BiANOBiAaNIbLHOIO 3a BUMYCK Cepil,
MicLie NpoBeAEHHSI KOHTPO/IO cepii) abo
roctadyasibH1Ka BUXiAHOIrO MaTepiasly, peareHty
ab0 AONOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y
[0CbE) BUYYeHHs1 BUpobHuka APl Lonza, Inc.,

UA/14320/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

USA (900 River Road, Conshohocken, PA 19428
USA), sikunii BiaNoBigasibHUiA 3a CUHTE3 BUXiAHNX
marepianis gpyroro piBHsA. 3MiHu | TURY -
AAMIHICTPaTUBHI 3MiHWN. Bry4yeHHs1 BUPOGHUYOT
LinbHUUI (BKOYaoun AinbHUL ans Adl,
NPOMIXXHOro NPOAYKTY abo roToBOro MikapCbKoro
3aco0y, AiNbHULI AN NPOBEAEHHS NaKyBaHHS,
BMPOGHMKA, BiANOBiAaNIbHOIO 3a BUMYCK Cepil,
MicLie NpoBeAEHHSI KOHTPOIO cepii) abo
noctavasibH1Ka BUXIAHOTO MaTepiasy, peareHty
a60 [JONOMIKXHOI PEHOBMHU (SKLLO 3a3HaYeHO Y
[0CbE) BUMyYeHHs BupobHuka APl Fabbrica
Italiana Sintetici S.p.A., Italy (Viale Milano, 26,
36041 Alte di Montecchio Maggiore, Vicenza,
Italy), sikuii BignoBiganbHUiA 3a CUHTE3 BUXIAHMX
marepianis Apyroro piBHs.
3MiHY | TUNY - AOMIHICTPATUBHI 3MiHW. BunyyeHHs
BMPOGHWYOI AinbHUL (BKIHOYAKOUN [iNbHUL ANS
A®I, npomiXHOro NpoAyKTy abo rotoBoro
nikapcbKoro 3acoby, AinbHULI 415 NPOBeAEeHHS
nakyBaHHs, BUPO6HWKa, BifNOBifa/IbHOTO 3a
BWMYCK CepiiA, MicLie NpoBeAEHHS KOHTPO/IO cepii)
a60 nocrtavyasibHMKa BUXIAHOTO MaTepiany,
peareHTy abo AONOMDKHOI PEYOBUHY (SKLLO
3a3HayeHo y [OCbE) BUNYyHYEHHS BUPOGHMKa ADI
MSD International GmbH, Ireland (Ballydine,
Kilsheelan, Clonmel, Co. Tipperary, Ireland).
Takox 3anponoHOBaHO BUMNPAaB/IEHHS 4PYKapCbKOT
NOMW/IKM B MOLUTOBOMY iHAEKCI afpecy BUPOGHMKa
A®I Divi's Laboratories Limited Unit — 2.

106.

KAHZIL,

PO34MH AN
30BHILLHLOIO
3acTocyBaHHs, 10
mr/1 mn, no 20 mny
nakoHi 3
KOBMaykom 3
KOHTpONIEeM MepLuoro
BIAKPUTTA: No 1
chnakoHy B
KapTOHHIA ynakoBsL,i

rneHmapk
PapmMacboThK
ans Jita,.

IHgis

[neHmapk ®apmacboTrkan3

nra.

IHais

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis:
3MiHU | TUny - 3MiHK 3 AKOCTi. FOTOBWIA NliKapCbKuii
3aci6. Cuctema KoHTeliHep/3akynopoBasibHuWi
3aci6. 3MiHa y NepBUHHIli ynakoBLji roTOBOro
niKkapcbKoro 3acoby (iHLi 3MiHW)- BHECEHHS 3MiH
[0 MaTepianis peecTpaviiHoro gocee p. 3.2.P.7.
CurcTeMa KoHTelHep/3aKynopioBasibHUIA 3aci6, a
came [JONOBHEHHS KOBMayka NepBUHHOT yNakoBKu
KifibLLeM 47151 KOHTPOJIK0 NepLUIOro BiAKPUTTS, 6e3
3MiHV NaKyBasIbHOTro MaTepiany, 3 BiANOBIAHUMY
3MiHamK [0 p. «YnakoBka». 3MiHW BHECEHI B
IHCTPYKL,ilO ANA MeAnyHOro 3actocyBaHHs /13y p.
"Ynakoska"

6e3
peyenma

UA/9754/01/01

107.

KAHAIAEPM

Kpem no 15 r kpemy
B Ty6i; no 1 Ty6i B
KapTOHHIA ynakoBL,i

neHmapk
PapmMacboThK
ans /i1g,.

IHais

neHmapk ®apmacboTrkan3

nra.

IHAis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHM | TUNY - AAMIHICTPaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu Micua
NPOBaPKEHHS AiS/IbHOCTI BUPOBHUKA (BK/IHOUaoUN,
3a HeobXigHOCTI, MicLle NPOBeAEHHS KOHTPOJTHO

3a
peyenmom

UA/5199/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

AKOCTi), @60 BnacHvka mactep-chaiina Ha A®l, abo
nocravanbHuka API/BUXiAHOrO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
3aCTOCOBYHTbCA Y BUPO6HULTBI ADI (AKLLO
3a3HavYeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudikara BifnoBigHOCTI
€Bponeicbkiii hapmakonei y 3aTBepakeHoMy
nocbe, abo BUPOOHUKA HOBOI LOMOMIXHOT
PEYOBUHM (SIKLLLO 3a3HAYEHO Y A0CLE) - 3MiHA
Ha3BW BUPOGHMKa AP| (MeHTamiumHy cynbgaTy),
6€3 3MiHU MicLA BUPOBHMLTBA

108.

KAHECMOP®

Kpem 1 %; no 15r B
anoMiHieBili Ty6i; no
1 Ty6i B KAPTOHHiIl
Kopobui

Baiiep
KoHcblomep
Kep Al

LLisefuapis

I'M MpeH3ax MpoaykTioHe
'vm6X, HimeuunHa; KepH
dapwma C.J1., IcnaHis

Himeyunna/
IcnaHis

BHECEHHS 3MiH [0 peecTpavuiiHiX maTtepianis:
3MiHu | TUny - 3MiHK 3 akocTi. CepTudikaT
BignosigHocTi/IE-cepTudikat BignosigHoCTi
€sponelicbkin dhapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOro cepTudikaTa
BiANOBIAHOCTI ab0 BUYyUYEHHS cepTudikaTa
BiANOBIAHOCTI E€Bponeiichbkili hapmakonei: gns
A®I; ons BUXiAHOTO
mMartepiany/peareHTy/npoMbKHOIo NPOAYKTY, WO
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADl; ans
[LOMOMIKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBEHWIA
cepTuddikaT Bif, y)xe 3aTBEpAXEHOr0 BUPOOHUKA
OHoBeHHs cepTudikaty BignoBigHocTi E® ans
nito4oi pevoBuHY bidhoHa3on Big Bxe
3aTBEpPAKEHOro BUpo6HuKa: Erregierre S.P.A.,
ITanis, gk Hacnigok i3 «Cneuudikavyii»
BU/TYYaETLCS NOKA3HUK «Baxki meTann». [itoua
pegakuisi: RO-CEP 2012-241-Rev 01
MponoHoBaHa pepakuis: R1-CEP 2021-241-Rev
00

6e3
peyenma

UA/3589/01/01

109.

KAPJIOJAPOH

-3[10POB'AA

Tabnetkv no 200 wmr,
no 10 Tabnetok y
6nictepi; no 3
6nictepn y
KapTOHHIA Kopoo6Li

ToBapucTBo 3
0bMexeHot
BiANOBiAANbHI
CTIO
"®apmaueBTn
YHa KOMMaHis
"3popos'a”

Ykpaina

ToBapnCTBO 3 OOMEXEHOI0
BifNoBiAaNbHICTIO
"papmaueBT1YHa KOMNaHis
"3popos'a", YkpaiHa (BCi
cTagii BAPO6HMLTBA,
KOHTPO/b SKOCTi, BUMYCK
cepii); ToBapucTeo 3
06MeXeHoI0
BiANOBIAAILHICTIO
"®APMEKC I'PYIM", YkpaiHa
(Bci cTagii BMpobHMLTBa,
KOHTPO/b SKOCTI)

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis:
3MiHu | TUnYy - 3MiHKM 3 aAkocTi. CepTudikaT
BignosigHocTi/IE-cepTudikar BignosigHocTi
€sponelicbkin hapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOrO cepTudikara
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikaTa
BiANOBIAHOCTI EBponeiichbkili hapmakonei: gns
A®I; ona BuxigHoro
mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADl; ans
[0MOMKHOT peyoBUHM (cepTudikaT Bi4NOBIAHOCTI
€Bponelicbkiin hapmakoner) - OHOBEHWIA
cepTudiikaT Bif yxe 3aTBepXeHOro BUPOOHWMKa -
MogaHHA oHosneHoro CEP R1-CEP 2007-187
Rev.04 (nonepegHs Bepcis R1-CEP 2007-187
Rev.02) ans fitoyoi pevyoBnHN AmiodapoHy

3a
peyernmom

UA/1713/02/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

rigpoxnopuay Bif BXe 3aTBEPXEHOro BUPOOHUKa
Ta, K Hacnifok, 3MiHa Ha3Bu BUPO6HMKa API 3
ZHEJIANG SANMEN HENGKANG

PHARMACEUTICAL CO., LTD., China Ha

ZHEJIANG HENGKANG PHARMACEUTICAL
CO., LTD., China Ta Buiy4eHHs n. «Baxki

MeTanu» 3i cneundikauii Ta MeToAIB KOHTPOSIO

AKOCTI

110.

KAPZIOJAPOH
-3[10POB'Al

Tabnetkn no 200 wmr,
in bulk: no 1000 a6o
no 10000 TabneTtok
y nakeTi
nonieTusieHoBOMy y
KOHTEeliHepi
naacTMacoBomy

ToBapucTBO 3
o0bMexeHot
BiANoBiAa/bHI
CTIO
"®apmauesTn
YHa KOMNaHis
"3popos'a”

Ykpaina

ToBapuCTBO 3 OOMEXEHOI0
BiANOBiAA/IbHICTIO
"papmMaueBTUYHa KOMNaHis
"3p0pos'a"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis:
3MiHu | TURYy - 3MiHK 3 aKkocTi. CepTudikaT
BignosigHocTi/IE-cepTudikar BignosigHoCTi
€sponelicbkin hapmakonei/mMoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOro cepTudikaTa
BiANOBIAHOCTI ab0 BU/yYEHHS cepTudikaTa
BiANOBIAHOCTI E€Bponeiichbkili hapmakonei: gns
A®I; ons BUXiAHOTO
mMatepiany/peareHTy/npoMbKHOIo NPOAYKTY, WO
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[LOMOMIKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBMEHWIA
cepTudiikaT Bif yxe 3aTBepXeHOro BUPOOHWMKa -
MogaHHA oHoBneHoro CEP R1-CEP 2007-187
Rev.04 (nonepegHs Bepcis R1-CEP 2007-187
Rev.02) gns gjtoyoi pevoBnHN AmiogapoHy
rigpoxnopuay Bif BXe 3aTBEpAXeHOro BUPobHUKa
Ta, K HacnifoK, 3MiHa Ha3Bu BUPOGHMKa API 3
ZHEJIANG SANMEN HENGKANG
PHARMACEUTICAL CO., LTD., China Ha
ZHEJIANG HENGKANG PHARMACEUTICAL
CO., LTD., China Ta Buny4eHHs n. «Baxki
MeTanu» 3i cneundikauii Ta MeToAiB KOHTPOSIO
AKOCTI

UA/14829/01/01

111.

KITPYJA®

KOHLeHTparT ans
pO34nHy Ans
iHdpy3iiA, 25 mr/mn,
no 4 mn
KOHLieHTpaTy y
donakoHi; no 1
donakoHy 3
npenaparomM B
KapTOHHIl KopooLi

Mepk Wapn i

Joym IAEA
m6X

LLisefiuapis

BUPOBGHMK HepO3chacoBaHOl
NPOAYKLIT, KOHTPO/Ib AKOCTI
Ta TecTyBaHHs CTabiNbHOCTI,
NepBUHHE MakKyBaHHS:
MCA IHTepHewHn
M6X/MCL, IpnaHgis
(Kapnoy), Ipnangisi;
KOHTPO/Tb AKOCTi Ta
TeCTyBaHHs CTabiNbHOCTI:
MCA IHTepHeLwHn
M6X/MC/A IpnaHgis
(BpiHHi), IpnaHgis;
H.B. OpraHoH, Higepnangy;
KOHTPO/Tb AKOCTi Ta
TeCTyBaHHs CTabiNbHOCTI:
aKTUBHICTb ELISA,

Ipnangis/
HigepnaHamn
/

Benuka
BputaHis/
Himeuunna/
Benbris

BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis:
3MiHuW | TUNY - AgMiHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu micus
NpoBaf)KEHHS AiS/IbHOCTI BUPO6HUKa/iMnopTepa
roTOBOrO /liKapCbKOro 3acoby, BKIoyaoun
AOinbHULI BUNYCKY cepii abo micLe npoBefeHHs
KOHTPOIO SIKOCTI. (AiSNIbHICTb, 3a 5Ky BignoBigae
BMPOGHMK/IMNOPTEpP, He BK/IOYakUM BUMYCK Cepiid)
- 3MiHa Ha3Bw finbHuLi 3 «MSD Ireland (Carlow),
Ireland/MCJ, Ipnangis (Kapnoy), IpnaHgis» Ha
«MCJ, InTepHewHn M6 X/MCJ, Ipnangis (Kapnoy),
Ipnangis/MSD International GmbH T/A MSD
Ireland (Carlow), Ireland», 6e3 3miHn micus
BMPOGHMLTBA (BBEAEHHS 3MiH NPOTArOM 6-Tn
MicsILiB nicns 3aTBepKEHHS); 3MiHu Il Tuny -
3MiHK 3 SKOCTi. [oTOBMIA NiKapCbKuii 3aci6. 3MiHn y

3a
peyernmom

UA/16209/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

ineHTndikauis 3a
akTuBHIcTIO ELISA:
KosaHc Jlabopatopi3
Nimiteq (KoaHc), Benuka
BpuTaHis;
TecTyBaHHs CTabiIbHOCTI:
TeCcTyBaHHs! LiNiCHOCTI
3aKpUTTSA KOHTEHepy:
HysicaH MM6X, HimeuunHa;
BTOPUHHE MaKyBaHHA Ta
MapKyBaHHs1, 103BifN Ha
BUMNYCK Cepii:
LWepinr-Mnay Na6o H.B.,
Benbris

BMPOOHULTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYITbCA BUMYCKY Cepii Ta KOHTPONIO AKOCTI
roTOBOro Nikapcbkoro 3acoby (3amiHa abo
[0JaBaHHs AiNbHULI, Ha SKilA 34INCHIOETLCA
KOHTPO/b SKOCTI/BUNPOGYBaHHS cepii ans
6i0n10riYHOro/iMyHO/0rYHOTO JiKapCbKOro 3acoby,
Ta 6yab-AKOT AiNbHULI, Ha 5Kl 3aCTOCOBYETHLCS
6ionoriyHuii/imyHonoriyHuiA MeTog BUNpobyBaHHS)
- nofaBaHHs MC/J, IHTepHelwwHn M6 X/MCL
IpnaHgjs (Kapnoy), IpnaHgis B skocTi
anbTepHaTMBHOI AiNbHUL, BiANOBIAaNbHOI 3a
KOHTPO/b AKOCTi Ta TecTyBaHHA cTabinbHocTi [N13.
BHeceHHs 3miH o p.3.2.R.7.P.1-3.2.R.7.P.9, a
came: HefhapMakoneiiHi aHa/liTUYHI MeToauKY ANst
nem6ponizymady, BUNycK Ta AOCNIAKEHHS
cTabinbHocTi /13, 6y ycnilHo nepeBeaeHi 3
aHaniTMYHUX nabopaTopiit po3pobkmn Ta Banigauil
Ta nabopaTopiit KoHTposto sikocTi “Merck & Co” y
Bect-MoiiHT (CLUA) oo nabopatopii 3a6e3neyeHHs
aKocTi B «MCJ], IpnaHgisa (Kapnoy)». YMoBu
TECTYBaHHS 3a/INLLAITLCA HE3MIHHUMU.
BHeceHHs afMiHICTPaTUBHUX OHOB/IEHb A1A
PO3’ACHEHHS BifNoBigasIbHOCTI BUPOOHUKIB KoBaHC
Na6opaTtopis NlimiTes, (KoBaHc), Benvka BputaHis,
HysicaH TmM6X, HimeuuunHa, LLepiHr-Mnay flabo
H.B., Benebrisi, 6€3 3MiH OCHOBHUX CPYHKLLili
(BBegeHHA 3MiH NpPOTAroM 6-Tu micsuiB nicns
3aTBEPKEHHS)

112.

KACEHb
MEANYHUN
rA3onojisHu
n

ras,no2n,3n,5n,
8n,10n,12n, 40
n, 50 ny 6anoHax

ToBapucTBO 3
06MexeHo
BigNoBiAa/bHI
cTHo
"TexHoras-C"

YkpaiHa

ToBapncTBO 3 06MEXEHOID
BIANOBIAA/LHICTIO
"TexHoras-C"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHu | TUnY - 3MiHK 3 AKOCTi. FoTOBMIA NiKAPCbKNI
3aci6. CuctemMa KoHTeliHep/3aKynoptoBasibHUI
3aci6. 3MiHa po3mipy ynakoBKM roTOBOro
niKapcbKoro 3acoby (3MiHa macu/o6'emy BMICTY
KOHTeliHepa 6araTo030BOro Jlikapcbkoro 3acoby
0N HenapeHTepasibHOro 3acTocyBaHHA (a6bo
0[1HO030BOr0, YacTKOBOTO BUKOPUCTAHHS)) —
BBE/leHHS 10AaTKOBUX YNakoBOK HOBOrO PO3Mipy
no2n,3n,5n,8n,10n,12 n, 50 ny 6anoHax 3
BYrneueBoi cTani, 6e3 3miHW matepiany
NepBUHHOTO NakyBaHHA (3aTBepakeHo no 40 ny
6anoHax). 3mMiHM BHECEHI B pO34in "YnakoBka" B
IHCTPYKL,il0 ANS MeANYHOro 3aCTOCyBaHHS
NiKapCbKOro 3acoby y 38"A3Ky 3 BBEEHHAM
[0AaTKOBMX YNakoBOK, K HACNiAOK -
3aTBEPMKEHHS TEKCTY MapKyBaHHS [0AaTKOBUX
YNaKoBOK NiKapCbKoro 3acoby

3a
peyenmom

UA/18474/01/01

113.

KNAPUTPOMIL,
WH-AAPHULIA

TabneTku, BKPUTI
060/10HKO0, N0 250

MpAT
"PapmaueBTun

YkpaiHa

MpAT "dapmaLeBTnyHa
dipma "apHuug"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHM | Tuny - 3MiHK Woao 6e3nekn/edeKTNBHOCTI

3a
peyenmom

UA/0279/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Mr, N0 7 TabneTok y YyHa chipma Ta chapmakoHarnsagy. 3miHa y KopoTkili
KOHTYPHIl "OapHuus" XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI
YapyHKoBIli MapKyBaHHS Ta IHCTPYKUiT AN MeanYHOro
ynakosLi, no 2 3aCTOCyBaHHSA Ha MifcTasi perynspHo
KOHTYPHI YapyHKOBI OHOBJ/IOBAHOTO 3BITY 3 6e3MneKu NikapcbKoro
yMakoBKW B navLi 3acoby, abo gocnifxeHb 3 6e3neky 3acToCyBaHHS
nikapcbKoro 3acoby B MicisipeecTpaviliHvin nepios,
a60 AK pe3ynbTar OLiHKM 3BITY 3 JOCNILKEHD,
npoBefeHnX BiANOBIAHO 4O NnaHy negiatpuyHmnx
pocnigxeHb (PIP) (3MiHy y3rofxeHo 3
KOMNETEHTHUM YNOBHOBAXEHWM OPraHom) - 3MiHu
BHECEHi A0 IHCTPYKUiT AN MeguyHoro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3f4inis:
"MpoTunokasaHHs", "B3aemogis 3 iHWMMKN
NikapcbkMK 3acob6amu Ta iHLWi BUAM B3aeMogii”,
"Oco6nMBOCTI 3aCTOCYBaHHSA", "3acToCcyBaHHS Y
nepiog, BariTHOCTi abo rogyBaHHs rpyaat”
(YTOYHEHHs) Wwoao 6e3neky 3acTocyBaHHS fitoyoil
peyoBuHW. BBEAEHHSA 3MiH MPOTAroM 6-TW MicsILLiB
nicns 3aTBepKeHHs
114. | KNAPUTPOMIL, | TabneTkun, BKpUTI MpAT YkpaiHa MpAT "®apmaueBTuuHa YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3a UA/0279/01/02
NH-0APHNLUA 060/10HKOI0, Mo 500 "®apmaveBTu thipma "AapHuusg” 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edeKTNBHOCTI peyenmom
Mr, o 7 TabneTok y yHa chipma Ta chapmakoHarnsigy. 3miHa y KopoTkili
KOHTYPHIi "MapHuus" XapaKkTepucTuLi NikapcbKoro 3acoby, TeKCTi
YapyHKOBIl MapKyBaHHS Ta iHCTPYKUiT NS MeANYHOro
ynakoBLi, No 2 3aCTOCyBaHHSA Ha MigcTasi perynspHo
KOHTYPHI YapyHKOBI OHOB/IIOBAHOTO 3BITY 3 6€3Mekn NikapCbKoro
yMakoBKU B mayi 3acoby, abo focnigxeHb 3 6e3neky 3acToCyBaHHs
nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios,
ab0 K pesynbTar OLiHKM 3BITY 3 [OCAIAKEHD,
npoBefeHnX BiANOBIAHO A0 MiaHy neiaTpuyHmnx
pocnimpkeHs (PIP) (3MiHY y3rompkeHo 3
KOMMETEHTHVM YNOBHOB&XEHNM OPraHoMm) - 3MiHn
BHECEHi A0 IHCTpyKUil NS MeguyHoro
3aCTOCYyBaHHSA NikapcbKkoro 3acoby A0 po3Ainis:
"MpoTunokasaHHs", "B3aemogis 3 iHWMMun
nikapcbkMKM 3acobamu Ta iHLWi BUAn B3aeMogiii",
"Oco6nMBOCTI 3aCTOCyBaHHA", "3acTOCYBaHHSA Y
nepiog, BaritTHOCTi abo rogyBaHHs rpyaat”
(YTOYHeHHS1) Wwoao0 6e3neky 3acTocyBaHHS Aitoyoi
peyoBunHU. BBEAEHHS 3MiH NPOTAroM 6-T MicsLiB
nicns 3aTBepAkeHHs
115. | KIEKCAH® po34nH ANs iH'ekuii, | TOB "CaHodi- Ykpaina CAHO®I BIHTPOIN PpaHuin BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/7182/01/01
10 000 aHTK-Xa ABeHTIC IHOACTPIA 3MiHu | TUnYy - 3MiHK Wopao 6e3nekn/etPeKTUBHOCTI peyenmom
MO/1 mn Ykpaina" Ta thapmakoHarnagy. BeegeHHs abo 3MiHu A0

Ne 2: no 0,8 My
LINpu1L-A03i i3
3aXUCHOI0 CUCTEMOKD

y3araslbHeHUX JaHuX Npo cucTemy
thapmakoHarnsigy (BBefieHHs y3araibHeHUX AaHux
npo cuctemy dpapmakoHarnsay, amiHa
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

rofIKu; Mo 2 Wnpuy-
no3n 'y 6nictepi; no
1 6nicTtepy B
KapTOHHI KopoobLi

YMOBHOB&XeHOT 0cobw, BignoBiganbHOI 3a
3AiicHeHHA hapMakoHarnsagy; KOHTaKTHoOT ocobu 3
hapmakoHarnsgy 3asiBHUKa /15 34iiCHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA
Bif], yNOBHOB&XeHOT 0co6u, BiANOBiJabHOI 3a
3ailicHeHHA thapMakoHarnsgy (BKioyaoum
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
mMacTep-alina cuctemu papmakoHarnsgy) 3miHa
YMNOBHOBaXeHOT 0COOM 3as1BHMKA, BifnoBigaibHOT
3a (hapmakoHarnag,.

[itoua pepaxuis: KniwmH AHTOH Mukonaiosuy.
MponoHoBaHa pegakuis: Xogakiscbka TeTaHa
BsuecnasiBHa. 3MiHa KOHTaKTHWUX AaHUX
YNOBHOB&XEHOT 0CO6M 3as1BHMKA, BifnoBigabHOl
3a (hapmakoHarnag,.

116.

KNEKCAH®300

PO34MH A5 iH'eKLii
no 10 000 aHTK-Xa
MO/mMA Ne 1 (no 1
6araTtof030B0OMy
donakoHy no 3 mMn B
KapTOHHI KopoobLii)

TOB "CaHodi-
ABeHTIC
YkpaiHa"

YkpaiHa

PAMAP XENC KEAP
CEPBICI3 MAOPWA, C.AY.,
Icnanisn; CaHodi-ABEHTIC
[oitunang MveX, HimeuunHa

Icnanis/
HimeuunHa

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis:
3MiHK | TNy - 3MiHK Woao 6e3nekn/eddeKkTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3araslbHeHUxX JaHnx npo cuctemy
chapmakoHarnsgy (BBeeHHs y3arabHeHUX faHnx
npo cuctemy papmakoHarnsgy, amiHa
yMNOBHOBaXeHOT 0cobw, BignoBigansbHOI 3a
3[jifiCHEHHsT hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapMakoHarnagy 3asaBHUKa 415 34iINCHEHHS
thapmakoHarnsgy B YkpaiHi, SKLL0 BOHa BigMiHHA
Bif, yNOBHOB&XEHOT 0co6u, BiANOBiJabHOI 3a
3fiicHeHHs thapmakoHarnsagy (Bkioyarun
KOHTaKTHi AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
MacTep-haiina cuctemu papMmakoHarnisay) -
3MiHa YNOBHOB&XEHOI 0CO6U 3asBHNIKa,
BiANOBIAaNbHOI 3a hapmakoHarnsag. [iroya
pepakuisi: KnilwmH AHTOH MukonaiioBuy.
MponoHoBaHa pegakuis: Xogakiscbka TeTaHa
BauecnasiBHa. 3MiHa KOHTaKTHWUX AaHUX
YNOBHOB&XEHOT 0CO6U 3as1BHMKA, BifnoBigaibHOl
3a (hapMakoHarnsg

3a
peyenmom

UA/10143/01/01

117.

KNOAV®EH

PO34MH ANA iH EKLi,
25 mr/mano 3 mny
amnynax, no 5
amnys y KOHTYPHii
YapyHKoBIl
ynakosLi; 1
KOHTYpHa YapyHkoBa
ynakoBka B
KapTOHHI KopoobLi

YOPN[,
MEAVLIVH
INIAY CAH. BE
TIDK. A.LL.

TypeyunHa

Medyap Inay CaH. A.LL.

TypeyunHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHK | TRy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta thapmakoHarnsagy (iHwi 3miHn) - OHOBNEHHS
TEKCTYy MapKyBaHHA yNakoBKMW /likapCbKoro 3acoby
3 BHECEHHSIM iHhOpMaUT LLoA0 3a3HAYEHHS
OAVHWLb BUMIpOBaHHA Y cuctemi Sl. BHeceHHs
3MiH A0 po3giny “MapkyBaHHA" MKA 113"
3arBepaeHo: MapkupoBka. B cooTBeTCTBUM C
YTBEPXAEHHbIM TEKCTOM MapKMPOBKW, KOTOPbIIA
npunaraetca 3anponoHosaHo: Mapkuposka. B
COOTBETCTBUN C YTBEPKAEHHLIM TEKCTOM
MapKUpPOBKH

3a
peyenmom

UA/16930/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
TepMmiH BBELEHHS 3MiH NPOTAroM 6 micauis nicns
3aTBEPAKEHHSA
118. | KNOMIAOMPEN | TabneTku, BKPUTI TOB "CaHodi- Ykpaina CaHodi BiHTpon IHgacTpia ®paHuis BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3a UA/11825/01/01
b-CAHO®I N/1iBKOBOIO ABeHTIC 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edeKTNBHOCTI peyenmom
060/10HKOI0, M0 75 YkpaiHa" Ta (hapmakoHarnagy. BeegeHHs abo 3MiHu A0
mr; Ne 14 (14x1): no y3arasibHeHUX AaHux Npo cuctemy
14 TabneTok y chapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHux
6nictepi; no 1 npo cuctemy papmakoHarnsgy, amiHa
6nictepy B YNOBHOBaXEHOT 0CO6MU, BifgnoBiganbHOI 3a
KapTOHHI kopo6Lyj; 3[jiicHEeHHSsT hapMakoHarIs4y; KOHTaKTHOI 0cobu 3
Ne 30 (30x1), Ne 90 hapmakoHarnsgy 3asiBHUKa s 34iliCHEHHS
(30x3): no 30 thapmakoHarnagy B YKpaiHi, SKLL0 BOHA BigMiHHA
TabneTok y 6nictepi; Bifl yNOBHOBa)XeHOT 0Cc06W, BignoBifanbHOT 3a
no 1 a6o no 3 3pificHeHHs chapmakoHarnsgy (Bkioyarun
6nictepu B KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MiLLEHHI
KapTOHHIA Kopoo6Li macTep-gpaiina cuctemn hapmakoHarnsgy) -
3MiHa yNnoBHOBaXXeHOI 0cobu 3asBHUKA,
BiANOBiAabHOI 3a thapmakoHarnsag. firoya
pepakuis: KniwmH AHTOH MukonaiioBuy.
MponoHoBaHa pefakuis: XogakiBcbka TeTaHa
BsiyecnasiBHa. 3MiHa KOHTaKTHUX JaHUX
YMOBHOB&XeHOT 0cobM 3as1BHMKA, BifnoBiganbHOT
3a chapmakoHarnag
119. | KNNIO®APABIH- KOHUeHTpaT ans Mictpan AHrniA BWMYCK Cepii: Icnanis/ BHECEHHS 3MiH [0 peecTpavliiiHiX maTepianis: 3a UA/16862/01/01
BICTA pO34uHy Ans Kenitan CiHTOH XicnaHis, C. /1., Yexisa/ 3MiHu | TUNY - 3MiHKM 3 AKOCTi. FOTOBUIA NiKAPCbKNi peyenmom
iHcpysiiA, 1 mr/mn; no MeHeKMeHT IcnaHis; Ipeuis 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa abo
20 mn (20 mr) y Niviten BTOPVHHE NaKyBaHHSA: BBE/EHHSA A0AaTKOBOI AiNIbHULI BUPOBHWULTBA ANS

donakoHi; no 1
donakoHy B
KapTOHHI KopoobLi

CBYC ®apma a.c., Yexis;
BMPOBHWLTBO, NEPBUHHE,

BTOPWHHE MaKyBaHHS,
KOHTPO/Ib SIKOCTi:

xeHedapm CA, peuis

4acTVHM abo BCbOro BUPOBHNYOro npoLecy
roTOBOro Nikapcbkoro 3acoby (AinbHUUSA Ans
BTOPUHHOIO NakyBaHHs) BBEAEHHS A04aTKOBOI
LiNbHUL 4N BTOPUHHOIO nakysBaHHA 13 SVUS
Pharma a.s., Czechia / CBYC ®dapma a.c.,Yexis,
3a agpecot Smetanovo nabrezi 1238/20a, Hradec
Kralove, 500 02, Czechia/CmeToHOBO Habpesi
1238 /20a, Xpagek Kpanose, 500 02, Yexis go
BXE 3aTBepMXeHUX AifbHuUb. 3MiHu | Tuny -
AAMIHICTpaTUBHI 3MiHWN. Buy4yeHHsI BUPOGHUYOT
LinbHULI (BKIOYaoUM AinbHUL Ans Adl,
NPOMIXXHOro MPOAYKTY abo roToBOro MikapCbKoro
3aco0y, AiNbHULI AN NPOBEAEHHS NaKyBaHHS,
BMPOGHKMKA, BiANOBiAaNIbHOIO 3a BUMYCK Cepild,
MicLie NpoBeAEHHSI KOHTPOIO cepii) abo
nocTavyasibHvKa BUXiAHOTo Martepiasy, peareHty
ab0 AONOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y
[0CbE) BUTYYEHHS BUPOOHMYOI AinbHULY,
BiNoBiga/IbHOI 38 BTOPMHHE NakyBaHHA Mega-X-
Mpecc M'vbX, HimeuyunHa. 3aTBeppkeHi BUPOGHUYI
AiNbHULI, W0 3aMWINANCH — BUKOHYHOTh Ti cami
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
GOYHKLI, L0 BUyYeHa
120. | KOPAAPOH® po34uH ANs iH'ekuii, | TOB "CaHodi- Ykpaina CaHodpi BiHTpon IHaacTpia PpaHuin BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/3683/01/01
50 mr/mn, Ne 6: no 3 ABeHTiC 3MiHn | TURY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI peyenmom
M B amnysii; no 6 Ykpaina" Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
amnyn B nNosliMepHUX y3arasibHeHUX JaHnX Npo cucTemy
YapyHkax y thapmakoHarnsgy (BBeAeHHs y3araslbHeHNX faHux
KapTOHHIA KopoobLi npo cucTemy chapmakoHarnsgy, smiHa
YNOBHOB&XEHOI 0c06M, BignoBigansLHOI 3a
3[iliCHEHHS (hapMaKoHarnsay; KOHTakTHOT 0cobu 3
hapmakoHarnsgy 3asBHUKa 415 34iCHEHHS
thapmakoHarnsgy B YkpaiHi, KLU0 BOHa BigMiHHa
Bifl yNOBHOBaXXeHOT 0cobMu, BignoBifasIbHOI 3a
3pificHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MILLLEHHI
macTep-alina cuctemu papmakoHarnsgy) 3miHa
YMOBHOB&XeHOT 0cobM 3as1BHMKA, BifnoBiganbHOT
3a thapmakoHarnag.
[Litova pegakuis: KniwmnH AHTOH MukonaioBumu.
MponoHoBaHa pepakuis: XopakiBcbka TeTaHa
BauecnasiBHa. 3MiHa KOHTaKTHWUX AaHUX
YMNOBHOB&XeHOT 0CO6M 3as1BHMKA, BifnoBigaibHOT
3a thapmakoHarnag.
121. | KOPAAPOH® Tabnetku no 200 mr TOB "CaHodi- YkpaiHa XIHOIH 3aBog YropwumHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/3683/02/01
Ne 30 (10x3): no 10 ABEHTIC PapmaueBTUUHUX Ta 3MiHK | TURy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI peyenmom
TabneTok y 6nictepi; YkpaiHa" XimiyHunx MpogaykTis MNpaiisit Ta (hapmakoHarnsgy. BeegeHHs abo 3miHv oo
no 3 6nictepu B Ko. itg., NignpuemcTso 2 y3arasibHeHuX AaHux Npo cuctemy
KapTOHHI Kopo6Lyj; (nignpnemcTBO thapmakoHarnsgy (BBeAeHHs y3arasibHeHNX faHux
Ne 30 (15x2): no 15 Bepelwepxas) npo cuctemy papmakoHarnsgy, amiHa
Tabnetok y 6nictepi; YNOBHOB&XEHOI 0CO6M, BignoBiganbHOI 3a
no 2 6nictepu B 3[iliCHEHHS (hapMaKoHarnsay; KOHTakTHOT 0cobu 3
KapTOHHIlA KopoobLi hapmakoHarnsgy 3asiBHUKa A5 34iiCHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOT 0cobMW, BignoBifa/IbHOT 3a
3pificHeHHs chapmakoHarnsagy (Bkioyaryn
KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-haiina cuctemm thapmakoHarnsagy) -3miHa
YMOBHOBaXEHOT 0C06M 3as1BHMKA, BifnoBiganbHOT
3a (hapmakoHarnag. [itova pegakuis: KniwmnH
AHTOH MuiKonariosuy. MNponoHoBaHa peakLis:
Xopakiscbka TeTsHa BsavecnasiBHa. 3MiHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHOI 0CO6U
3asBHMKA, BiANOBIAA/IbHOI 3a hapMakoHarnsg,
122. | KCANKOPI Kancynu no 200 wmr; MNOAN3EP CLWA Mdpaiizep MeHohekvypyHr HimeyunHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/14081/01/01
no 10 kancyny EVY.CLII. [Loiunenn Mm6X 3MiHK | TUNY - 3MiHW BHECEHO A0 IHCTPYKLIi AnA peyenmom
6nictepi; no 1 abo KOPMOPENLU MeAMYHOro 3acToCyBaHHS NiKapCbKoro 3acoby Ao
no 6 6nictepiB y H po3gainy "OcobnnBOCTi 3aCTOCyBaHHS" BigNOBiAHO

KapTOHHi KOpO6L

[0 MaTepianiB peecTpauiiHoro gocke. BeefeHHs
3MiH NPOTAroMm 3-xX MicsLIB NiCNs1 3aTBEPKEHHS;
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3MiHW || TMny - 3MiHM BHECEHO [0 IHCTPYKLi 4N1A
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby Ao
po3sginy "®apmakonoriyHi BNacTMeocTi BignoBigHO
[0 MaTepianiB peecTpauiiHoro gocke. BeBegeHHs
3MiH NPOTAroM 3-X MicALIB NicNsA 3aTBEPKEHHS
123. | KCANKOPI Kancynu no 250 mr; NMPANIEP CWA Mdpaiizep MeHoekuypuHr Himeuunna BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3a UA/14081/01/02
no 10 kancyny EWY.CLMI. [Hoiuneng MmoX 3MiHY | TUMy - 3MiHW BHECEHO [0 IHCTPYKUIT Ans peyenmom
6nictepi; no 1 abo KOPMOPENLU MeAMYHOro 3acTocyBaHHS NiKapcbKoro 3acoby o
no 6 6nictepis y H po3ainy "Oco6aMBOCTI 3acTOCyBaHHA" BiANOBIAHO
KapTOHHIA Kopoo6Li [0 MaTepianiB peecTpauiiHoro gocke. BeegeHHs
3MiH NPOTAroM 3-X MicALIB NiCNSA 3aTBEPKEHHS;
3MiHu || TMny - 3MiHM BHECEHO A0 IHCTPYKLi 415
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby Ao
po3giny "®apmMakosnoriyHi BNacTMBOCTI BIAMNOBIAHO
[0 MaTepiasiiB peecTpauiiHoro focke. BBefeHHs
3MiH NPOTAroM 3-X MiCALB Nicns 3aTBEpMAKEeHHS
124. | KCENAN® ras MeguyHuiA TOB "IHFA3" YkpaiHa TOB "IHFA3" YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: minbKu UA/18543/01/01
CTUCHEHWIA, Y Gas1oHi 3MiHu | TMny - 3MiHKM Wo[o 6e3nekn/etPeKTUBHOCTI ons
no2n Ta hapmakoHarnsagy (iHwi amiHn) MpuBegeHHs creyianiaos
TEKCTYy MapKyBaHHA yNakoBKW NikapCbKoro 3acoby aHux
Yy BifMoBIgHICTb [0 MaTepiasiB peecTpawiiniHoro MeOUYHUX
[0CbE. BBeieHHA 3MiH NPOTAroM 6-Tu MicALiB 3aknaiis
nicnsa 3aTBepKeHHSI.
125. | NA3UKC® HEO | po3uuH gsis iH'ekyiin, | TOB "CaHodi- YKkpaina C.C."3eHTiBa C.A" PyMyHis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/13555/01/01
10 mr/mn; Ne 10: no ABeHTIC 3MiHu | TUNY - 3MiHK Wopao 6e3nekn/edieKTUBHOCTI peyenmom
2 M/ pO34uvHy B YkpaiHa" Ta (hapmakoHarnagy. BeegeHHs abo 3MiHu A0

amnyni; no 10
amnysn y KapTOHHii
KopooLi

y3ara/lbHeHUx JaHux npo cuctemy
chapmakoHarnsgy (BBeeHHs y3araibHeHUX faHux
npo cuctemy thapmakoHarnsgy, smiHa
YNOBHOBaXXEHOT 0CO6M, BignoBiganbHoI 3a
3AiicHeHHA hapMakoHarnsgy; KOHTaKTHOT ocoou 3
hapmakoHarnsgy 3asiBHUKa 15 34iiCHEHHS
hapMakoHarnsgy B YKpaiHi, KLU0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOT 0c06Mu, BignoBifanbHOI 3a
3ailicHeHHA thapmakoHarnsgy (BKioyaoum
KOHTaKTHi faHi) Ta/abo 3MiHM Y PO3MILLLEHHI
mMacTep-aiina cuctemu dpapmakoHarnsgy) 3miHa
YMNOBHOBaXeHOT 0CO6M 3as1BHMKA, BifMnoBigaibHOT
3a (hapmakoHarnag.

Litoua pepaxuis: KniwmH AHTOH Mukonaiosuy.
MponoHoBaHa pepakuis: Xogakiscbka TeTaHa
BsuyecnasiBHa. 3MiHa KOHTAKTHUX JaHUX
YMNOBHOBaXXEHOT 0C06M 3asIBHMKA, BignoBiganbHOT
3a (hapmakoHarnag.
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
126. | NA3OJ/IBAH® pO34MH Ans TOB "CaHodi- YkpaiHa IcTiTyTO Aie Anxeni C.p.n. ITanisa BHECEHHS 3MiH 0 peecTpavliiiHix maTepianis: 6e3 UA/3430/06/01
iHranaujn Ta ABeHTIC 3MiHu | TUnYy - 3MiHK Wopao 6e3nekn/eeKTUBHOCTI peuyenma
nepopasibHoro YkpaiHa" Ta (hapmakoHarnagy. BeegeHHs abo 3MiHu Ao
3acTocyBaHHs, 15 y3araslbHeHUx JaHnx npo cucTemy
Mr/2 mn, no 100 mn hapMakoHarnagy (BBeeHHs y3arasibHeHUX JaHuX
y thnakoHi 3 npo cuctemy thapmakoHarnsgy, smiHa
KpanensbHuueto; no 1 YMOBHOB&aXeHOT 0cobw, BignoBiganbHOI 3a
dnakoHy y 3AilicHeHHA hapMakoHarnsgy; KOHTaKTHOT ocobu 3
KOMMEKTI 3 MipHUM thapmakoHarnsay 3asBHVKa AN 34iACHEHHS
KOBNa4koMm B thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA
KapTOHHilA KopooLi Bif, yNOBHOB&XXeHOT 0co6u, BiANOBiJabHOI 3a
34ilicHeHHA thapmakoHarnsgy (BKIoyaoum
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
mMacTep-alina cuctemu papmakoHarnsgy) 3miHa
YMNOBHOBaXeHOT 0COOM 3as1BHMKA, BifnoBigaibHOT
3a (hapmakoHarnag.
[itoua pepaxuis: KniwmH AHTOH Mukonaiosuy.
MponoHoBaHa pepakuis: Xogakiscbka TeTaHa
BauyecnasiBHa. 3MiHa KOHTAKTHWUX AaHUX
YNOBHOBA&XEHOT 0CO6U 3as1BHVKA, BifnoBigaibHOl
3a (hapmakoHarnag,.
127. | NA30O/IBAH® pO34uH A5 iHQY3il, TOB YkpaiHa BepiHrep IHrenbxaiim Icnanis BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3a UA/3430/04/01
15 mr/2 Mmn; no 2 mn «CaHodi- EcnaHa, CA 3MiHK | TNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peyenmom
B amnynax; no 10 ABeHTiC Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
amnys y KapTOHHii YkpaiHa» y3arasibHeHUX JaHnx npo cuctemy
Kopobui hapMakoHarnsagy (BBeeHHs y3arasilbHeHUX JaHuX
npo cuctemy papmakoHarnsgy, amiHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
3[jifiCHEHHsT hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapMakoHarnagy 3asaBHUKa 415 34iINCHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa BigMiHHA
Bif, yNOBHOB&XeHOT 0co6u, BiANOBiJaIbHOI 3a
3fiicHeHHs thapmakoHarnsagy (Bkioyarum
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
MacTep-aiina cuctemu papMakoHarnisay) -
3MiHa YNOBHOB&XEHOI 0CO6U 3asBHNIKa,
BiANOBIAaNbHOI 3a hapmakoHarnsag. firoya
pepakuisi: KnilwmH AHTOH MukonaiioBuy.
MponoHoBaHa pegakuis: Xogakiscbka TeTaHa
BsavecnasisHa.
3MiHa KOHTaKTHUX faHUX YNOBHOBaXEHOT 0cobun
3asBHMKA, BiANOBIAA/IbHOI 3a (hapMakoHarnsg,
128. | NA30/IBAH® Tabnetkv no 30 mr; TOB "CaHodi- Ykpaina BepiHrep IHrenbxaiim Ennac peuis BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 6e3 UA/3430/03/01
no 10 TabneTtok y ABeHTIC 3MiHu | TUnYy - 3MiHK Wopao 6e3nekn/etPeKTUBHOCTI peuyenma
6nicTepi; no 2 abo Ykpaina" Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o

no 5 6nictepiB y
KapTOHHIl KopooLi

y3araslbHeHUX JaHuX Npo cucTemy
thapmakoHarnsigy (BBefieHHs y3araibHeHUX AaHux
npo cuctemy dpapmakoHarnsay, amiHa
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

YMOBHOB&XeHOT 0cobw, BignoBiganbHOI 3a
3AiicHeHHA hapMakoHarnsagy; KOHTaKTHoOT ocobu 3
hapmakoHarnsgy 3asiBHUKa /15 34iiCHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA
Bif], yNOBHOB&XeHOT 0co6u, BiANOBiJabHOI 3a
3ailicHeHHA thapMakoHarnsgy (BKioyaoum
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
mMacTep-alina cuctemu papmakoHarnsgy) 3miHa
YMNOBHOBaXeHOT 0COOM 3as1BHMKA, BifnoBigaibHOT
3a (hapmakoHarnag,.

[itoua pepaxuis: KniwmH AHTOH Mukonaiosuy.
MponoHoBaHa pegakuis: Xogakiscbka TeTaHa
BsuecnasiBHa. 3MiHa KOHTaKTHWUX AaHUX
YNOBHOB&XEHOT 0CO6M 3as1BHMKA, BifnoBigabHOl
3a thapmakoHarnsg

129.

NA30/IBAH® 3
NMONYHUNYHO-
BEPLUKOBM
CMAKOM

cupon, 30 mr/5 mn
no 100 a6o no 200
My chrakoHi; no 1
chnakoHy B
KOMMNEKTi 3
nNacTVKoBUM
MiPH/M KOBNA4KoM Y
KapTOHHIlA KOpooLi

TOB "CaHodi-
ABeHTIC
YkpaiHa"

YkpaiHa

[enbdhapm Pelimc, ®paHuis;
BepiHrep IHrenbxaiim

EcnaHa, CA, Icn

aHia

PpaHuis/
IcnaHis

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis:
3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eteKTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3araslbHeHUxX JaHnx npo cuctemy
chapmakoHarnsgy (BBeeHHs y3arabHeHUX faHnx
npo cuctemy papmakoHarnsgy, amiHa
yMNOBHOBaXeHOT 0cobw, BignoBigansbHOI 3a
3[jifiCHEHHsT hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapMakoHarnagy 3asaBHUKa 415 34iINCHEHHS
thapmakoHarnsgy B YkpaiHi, SKLL0 BOHa BigMiHHA
Bif, yNOBHOB&XEHOT 0co6u, BiANOBiJabHOI 3a
3fiicHeHHs thapmakoHarnsagy (Bkioyarun
KOHTaKTHi AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
mMacTep-alina cuctemu dpapmakoHarnsgy) 3miHa
YMNOBHOB&XeHOT 0CO6M 3as1BHMKA, BifnoBigaibHOT
3a thapmakoHarnag.

[itoua pepaxuis: KniwmH AHTOH Mukonaiosuy.
MponoHoBaHa pegakuis: Xogakiscbka TeTaHa
BauecnasiBHa. 3MiHa KOHTaKTHWUX AaHUX
YNOBHOB&XEHOT 0CO6U 3as1BHMKA, BifnoBigaibHOl
3a (hapmakoHarnsg,.

6e3
peyenma

UA/13771/01/01

130.

NA30/IBAH®
31 CMAKOM
nicoBux Arig,

cupon, 15 mr/5 mn
no 100 mn a6o 200
M1y CKNSIHOMY
donakoHi 3
nNacTVKoBNM
3aKynoproBasIbHUM
NPUCTPOEM i3
3ax1CTOM Bif,
BIAKPUTTA AiTbMU;
no 1 cpnakoHy B
KOMMNEKTi 3
N1acTMKOBUM

TOB "CaHodi-
ABeHTIC
YkpaiHa"

YkpaiHa

BepiHrep IHrenbxaiim
EcnaHa, CA, IcnaHis;
[enbdapm Peiimc, ®paHuis

PpaHuia/
IcnaHis

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHu | TUnYy - 3MiHK Wono 6e3nekn/etheKTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3ara/ibHeHX AaHunx npo cuctemy
thapmakoHarnagy (BBefeHHs y3araslbHeHUX faHux
npo cuctemy papmakoHarnsgy, amiHa
yMNOBHOBaXeHOT 0cobw, BigNoBiganbHOI 3a
3[ifiCHEHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapMakoHarnagy 3asaBHUKa 415 34iINCHEHHS
hapmakoHarnsgy B YkpaiHi, KO0 BOHA BigMiHHa
Bif, yNOBHOB&XEHOT 0co6u, BiANOBiAabHOI 3a
3fiicHeHHs chapmakoHarnsgy (BkaYarym

6e3
peyenma

UA/9887/01/01
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Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
MipHUM KOBMA4YKOM Y KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
KapTOHHilA KopooLi mMacTep-alina cuctemu dpapmakoHarnsgy) 3miHa
YMNOBHOBaXeHOT 0COOM 3asiBHMKA, BifnoBigaibHOT
3a thapmakorarnag.
[itoua pepaxuis: KniwmH AHTOH Mukonaiosuy.
MponoHoBaHa pegakuis: Xogakiscbka TeTaHa
BauyecnasiBHa. 3MiHa KOHTAKTHWUX AaHUX
YNOBHOB&XEHOT 0CO6U 3as1BHVKA, BifnoBigabHOI
3a (hapmakoHarnag,.
131. | IA3O/IBAH® Kancynm 3 TOB YkpaiHa BMPOGHMWLTBO, KOHTPO/b Himeuunna/ BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 6e3 UA/3430/02/01
MAKC NPOJIOHIOBaHO «CaHodi- SAAKOCTIi, NaKyBaHHS, PpaHuin 3MiHU | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenma
aieto no 75 mr; no 10 ABEHTIC MapKyBaHHS1, BUNYCK cepii: Ta thapmakoHarnagy. BeegeHHs abo 3MiHu Ao
kancyn y bnictepi; YkpaiHa» BepiHrep IHrenbxaim y3arasibHeHVX AaHUX Npo cucTemy
no 1,2 a6o 5 dapma 'm6X i Ko. KI, hapMakoHarnagy (BBeeHHs y3araslbHeHUX JaHuX
6nicTepis B HimeuumnHa; nakyBaHHs, npo cuctemy chapmakoHarnsgy, smiHa
KapTOHHIA Kopoo6Li MapKyBaHHs1, BUMyCK cepii: yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
Oensthapm Peiimc, ®paHuis 3[ificCHEHHs1 hapMakoHar/say; KOHTaKTHOI 0cobu 3
hapMakoHarnagy 3asaBHUKa 415 34iNCHEHHS
thapmakoHarnsgy B YkpaiHi, SKLL0 BOHa BigMiHHA
Bif, yNOBHOB&XEHOT 0co6u, BiANOBiAaIbHOI 3a
3fificHeHHs chapmakoHarnsagy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
MacTep-alina cuctemu papMakoHarnisay) -
3MiHa YNOBHOB&XEHOI 0CO6W 3asBHNIKa,
BiANOBIAaNbHOI 3a hapmakoHarnsag. [iroya
pepakuisi: KnilwmH AHTOH MukonaiioBuy.
MponoHoBaHa pegakuis: Xogakiscbka TeTaHa
BauecnasiBHa. 3MiHa KOHTaKTHWUX AaHUX
YNOBHOB&XEHOT 0CO6U 3asiBHMKA, BifnoBigabHOl
3a thapMakoHarnsg
132. | NA30OPUH® cnpeii HasasbHUIA, TOB "CaHodi- Ykpaina IcTiTyTO fle Anxeni C.p.n. ITanis BHECEHHS 3MiH 10 peecTpaviiiHix MmaTepianis: 6e3 UA/3590/01/01
1,18 mr/mn no 10 mn ABeHTIC 3MiHu | TUnYy - 3MiHK Wono 6e3nekn/eteKTUBHOCTI peuyenma
y CKISiHOMY YkpaiHa" Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
6a10HUKKY 3 y3araslbHeHUX JaHnx npo cucTemy
[03yH0UMM chapmakoHarnsgy (BBeeHHs y3araibHeHUX AaHnx
npUCTPoeEM; no 1 npo cuctemy chapmakoHarnsgy, smiHa
6as1oHuKKy B yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a

KapTOHHIl KopooLi

3[ifiCHEHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapMakoHarnagy 3asaBHUKa 415 34iNCHEHHS
hapmakoHarnsgy B YkpaiHi, KO0 BOHA BigMiHHa
Bif, yNOBHOB&XXEHOT 0co6M, BiANOBiAabHOI 3a
3fificHeHHs chapmakoHarnsagy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
mMacTep-alina cuctemu dpapmakoHarnsgy) 3miHa
YMNOBHOB&XEHOT 0CO6M 3as1BHMKA, BifnoBigaibHOT
3a thapmakoHarnag.

[itoua pepakuis: KnilwmH AHTOH Mukonaiosuy.
MponoHoBaHa pegakLis: Xogakiscbka TeTaHa
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o

3acoby ynakoska) nocsi0O4YeHHs1

BauyecnasiBHa. 3MiHa KOHTAKTHWUX AaHUX
YMNOBHOBaXXEHOT 0CO6M 3asIBHMKA, BifnoBiganbHOT
3a (hapmakoHarnag,.
133. | TAMIKOH® kpem 1 %, no 15ry AT "®apmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 6e3 UA/2714/02/01
Ty6i; no 1 1y6i y 3MiHu | TUNYy - 3MiHKM 3 aAkocTi. CepTudikaT peuyenma

nauuj

BignosigHocTi/lE-cepTudikar BignoBigHOCTI
€Bponelicbkin hapmakonei/MoHorpadii. NMogaHHA
HOBOro abo OHOB/MIEHOro cepTudikata
BIANOBIAHOCTI ab0 BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®l; onsa BUXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPWCTOBYIOTbCS Y BUpobHULTBI A®I; ans
[0MOMDKHOT peyoBmHM (cepTudpikaT Bi4NOBILHOCTI
€sponelicbkin dhapmakoner) - OHOBMEHWIA
cepTudikaT Bif yXe 3aTBepXeHOro BUPOOHWMKa -
noJiaHHs OHOB/IEHOro cepTuddikarta BiANoBIAHOCTI
€sponeiicbkin hapmakonei Ne R1-CEP 2007-279-
Rev 01 (3aTBeppxeHo: R1-CEP 2007-279-Rev 00)
ans pitovoi pevosrHn Terbinafine hydrochloride
Bifl BX€ 3aTBEPAXEHOro BUpobHMka Qilu
Antibiotics (Linyi) Pharmaceutical Co., Ltd., Kutaii.
3MiHu | TUNYy - 3MiHKM 3 aAkocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignoBigHOCTI
€Bponelicbkin hapmakonei/MoHorpadii. NMogaHHA
HOBOro abo OHOB/MIEHOro cepTudikata
BIANOBIAHOCTI ab0 BU/TyYEHHS cepTudikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®l; onsa BUXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPWCTOBYIOTbCS Y BUpobHULTBI A®I; ans
[0MOMDKHOT peyoBmHM (cepTudikaT Bi4NOBILHOCTI
€sponelicbkin dhapmakoner) - OHOBMEHWIA
cepTudikaT Bif y)Xe 3aTBepXeHOro BUPOOHHMKa -
noJiaHHs OHOB/IEHOrO cepTuddikarta BiANoBiAHOCTI
€sponeiicbkin hapmakonei Ne R1-CEP 2007-279-
Rev 02 ans gitouoi peyoBmHu Terbinafine
hydrochloride Big BXe 3aTBepKEHOro BUpobHMKa.
3MiHn | TURY - 3MiHn 3 aKocTi. CepTudikat
BignoBigHocTi/E-cepTudikat BigNoBiAHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOro cepTudikata
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikaTa
BiANOBIgHOCTI EBponeiickkili hapmakonei: gns
A®I; ansa BuxigHoro
matepiany/peareHTy/npomMiKHOro MPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; Ana
[0MNOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

€Bponelicbkin hapmakoner) - OHOBEHWIA
cepTudikaT Bif, yxe 3aTBEpAXEHOro BUPO6HUKa
(B.11.1. (a)-2 IA)

NnoAaHHs OHOBMIEHOTO cepTudikaTa BifnoBiAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2007-279-
Rev 03 ana gitouoi peyosnHu Terbinafine
hydrochloride Big Bxe 3aTBepxeHOro BUpo6HuKa.
3MiHu | TUnYy - 3MiHK 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponelicbkin hapmakonei/MoHorpadii. NogaHHA
HOBOro abo OHOB/IEHOro cepTudikara
BIANOBIAHOCTI ab0 BU/TyYEHHS cepTudikaTa
BiANOBIAHOCTI EBponeiickbkili hapmakonei: gns
A®I; onsa BuXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BUKOPVCTOBYIOTbCS Y BUPOOHMLTBI ADI; ans
[0MOMDKHOT peyoBMHU (cepTudikaT Bi4NOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWA
cepTudikaT Bif y)e 3aTBepXEHOro BUPOOHWMKA -
noJaHHA OHOB/IEHOro cepTudpikarta BiANoBiAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2007-279-
Rev 04 ans gitovoi peyoBmHu Terbinafine
hydrochloride Big BXe 3aTBepXeHOro BUpobHMKa.
3MiHn | TUNY - 3MiHK 3 sKocTi. CepTudikaT
BignoBigHocTi/E-cepTudikat BigNoOBiAHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOro cepTudikara
BiANOBIAHOCTI ab0 BUyYEHH:A cepTudikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; ansa BuxigHoro
matepiany/peareHTy/npomMiKHOro MPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; Ana
[0MNOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakoner) - OHOBEHWIA
cepTudikaT Bif ye 3aTBepAXeHOro BUPoOHUKa -
noAiaHHA OHOBJ/IEHOTO cepTudikaTa BifnoBiAHOCTI
€poneiicbkint hapmakonei Ne R1-CEP 2007-279-
Rev 05 ans pitoyoi pevoBuHn Terbinafine
hydrochloride Big Bxe 3aTBepaxeHoro BUpobHyika,
AKWIA 3MiHWMB Ha3By Ha SHANDONG ANHONG
PHARMACEUTICAL CO., LTD. 3MiHu | TUny -
3MiHn 3 aKkocTi. A®Il. KoHTponb A®I (iHLi 3MiHWM)
BW/TyYEHHS i3 crneumdikauii Ta MeToAiB KOHTPO/IIO
A®I| nokasHuka "PO34MHHICTL"

134.

NEBOMEKO/1b

Ma3b no 25ry
KOHTeliHepax; no 30
r,abono40ry
Ty6ax; no 30 r, abo

MpAT
dapmaueBTuy
Ha thabpuka
"Biona"

Ykpaina

MpAT ®dapmaueBTuyHa
thabpuka "Biona"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHiX maTtepianis:
3MiHu |l Tuny - 3MiHn 3 akocTi. A®l. BUpo6HMLTBO.
3MiHa BUPOBHUKA BMXiZHOr0/NMPOMIKHOIrO
nNpoayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y

6e3
peyenma

UA/0867/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
no 40 ry Ty6i, no 1 BMPOGHMYOMY npoueci A®I, abo 3miHa BUPO6HUKa
Ty6i y KApPTOHHiIl (BKIHOYaOUM, fie HEOOXIAHO, MiCLLe NPOBEAEHHS
nauui; no 20ry KOHTPOHO sIKOCTi) AdI (3a BiACYTHOCTI
Ty6ax; no 20 ry cepTudikaTa BigNOBIAHOCTI EBPONECHKIi
Ty6i, no 1 Ty6i y thapmakonei y 3aTBepyKeHOMY [0CbE)(BBELEHHS
KapTOHHI nauw,i HOBOr0 BMpo6HUKa A®I 3 HagaHHAM MacTep-
thaiina Ha A®l) 3amiHa BupobHuka High Hope Int'l
Group Jiangsu Medicines & Health Products Imp.
& Exp. Corp. Ltd., China Ha TOB "®APMXIM",
YkpaiHa (BignoBigasbHNMii 3a AO0UNLLEHHS,
CYLUiHHSA, nakyBaHHS, BUnyck cepii) Ta High Hope
Int'l Group Jiangsu Medicines & Health Products
Imp. & Exp. Corp. Ltd., China (BUroToB/1€HHHSA
TEXHIYHOro NPoayKTY).
3MiHn |l Tuny - 3MiHn 3 akocTi. A®l. Bupo6HuuTBO.
3MiHa BUpPOGHYKa BUXIiAHOTO/MPOMIXXHOIO
NpoAayKTy/peareHTy, Lo BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npoLieci A®I, abo 3miHa BUPOGHUKaA
(Bkntovaroun, ge HeobxigHO, MicLe NPOBEAEHHS
KOHTPOO SIKOCTi) ADI (3a BiACYTHOCTI
cepTudpikaTa BiAnNoBiAHOCTI EBpONEiCHKiit
chapmakonei y 3aTBepXeHOMY [0CbE)(BBEAEHHS
HOBOro BMpOGHMKa A®| 3 HafaHHAM MacTep-
dhaiina Ha A®I) BBeeHHS 104aTKOBOro
BMpOGHMKa ana A®l Metnnypauun Shijiazhuang
Wangwu Bio-Pharmaceutical Science &
Technology Co., Ltd., China
135. | IEBO®J/IOKCA | po3uuH Aons iHdysii, Mictpan AHriA IHchoPNaiich CA LLiBefiuapis BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3a UA/18360/01/01
LVH-BICTA no 5 mr/mn; no 100 Kenitan 3MiHuM | TUNY - AAMIHICTPaTVBHI 3MiHW. 3MiHa peyenmom
MJ1 B KOHTEWHepi B MeHeKMeHT HalilMeHyBaHHs Ta/abo agpecy 3asBHUKa
3aX1CHOMY MakeTi; Nimiten (BnacHviKka peecTpauiiHoro NOCBIAYEHHS) - 3MiHa
no 1 koHTeliHepy B CTOCOBHO afpecy 3asiBHMKa
3aXMCHOMY NakeTi,
no 1 KoHTeliHepy B
3aXMCHOMY MakeTi B
KapTOHHI Kopoobui
abo 24 koHTeliHepy
B 3aXVMCHOMY NaKeTi
B KapTOHHI kopobui
136. | NEMTPALA KOHUeHTpaT ans TOB "CaHodi- Ykpaina BepiHrep IHrenbxaiim HimewunHa/ BHECEHHS 3MiH 10 peecTpaviiiHix MmaTepianis: 3a UA/17376/01/01
pO34unHy Ans ABeHTIC dapma 'm6X i Ko. KI, Ipnangis/ 3MiHu | TUnYy - 3MiHK Wono 6e3nekn/eteKTUBHOCTI peyenmom
iHcpysii no 12 mr/1,2 YkpaiHa" HimeuunHa (BUpO6HULITBO Benvka Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
mn Nel:no 1,2 mny (fill-finish/nepBuHHe BpuTaHis y3araJibHeHNX AaHux rnpo cuctemy

donakoHi; no 1
chnakoHy B
KapTOHHIA Kopoo6Li

nakyBaHHS1) KOHTPO/b AKOCTI
(B npoLieci BUPO6HMLTBA,

KOHTpONb AKoCTi MN3,

BK/1o4ak4vn TectyBaHHA ANA

OLIiHKV CTEPW/IbHOCTI i

hapMakoHarnaay (BBeAeHHs y3arasibHEHUX AaHUX
npo cuctemy papmakoHarnsay, amiHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
3[ifiCHEHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapMakoHarnisgy 3asaBHUKa ANs 34iNCHEHHS
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BMICTY MiKpOOpraHi3mis), thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA
TeCT Ha CTabiNbHICTb); Bif], yNOBHOB&XXeHOT 0co6u, BiANOBiJabHOI 3a
[oxeHsalim Ipnang Nimites, 34ilicHeHHA thapMakoHarnsgy (BKoyaoum
Ipnangjs (BTOpuHHE KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
nakyBaHHs1, MapKyBaHHS, MacTep-alina cuctemu papmakoHarnsgy) 3miHa
36epiraHHa 13 Ta Bunyck YMNOBHOBaXeHOT 0COOM 3asiBHMKA, BifnoBigaibHOT
cepii); MxeHsanm Nimites, 3a hapmakoHarnsag,.
Benvka bputaHisi (BTOpUHHE [itoua pepaxuis: KniwmH AHTOH Mukonaiosuy.
nakyBaHHs, MapKyBaHHS, MponoHoBaHa pegakuis: Xogakiscbka TeTaHa
36epiraHHs 13 Ta BUNycK BsiuecnasiBHa. 3MiHa KOHTaKTHUX JaHUX
cepii); Ec Oxi Ec IHCTUTYT YNOBHOB&XEHOT 0CO6U 3as1BHMKA, BifnoBigabHOl
PpeseHiyc Mm6X, 3a hapmakoHarnag,.
HimeuunHa (TecTyBaHHs ons
OLiHKM CTEPUNBLHOCTI i
BMICTY MiKpoOpraHi3mis
(anbTepHaTMBHA
naboparopis))
137. | NETPO30/ - TabneTkn, BKPUTI Mictpan AHrnisA CingaH ®apma C.P.J. PymyHis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/14559/01/01
BICTA N/1iBKOBOIO Kenitan 3MiHM | TUNY - AAMIHICTPaTVBHI 3MiHW. 3MiHa peyenmom
o06onoHkKoto, no 2,5 MeHegKMeHT HalimeHyBaHHs Ta/abo agpecu 3asBHUKa
mr; no 10 TabneTok Nimiteq (BnacHWKa peecTpauinHOro NoCBiAYEHHS) - 3MiHA
y 6nicTepi; no 3 a6o CTOCOBHO ajpecy 3asiBHMKa
no 10 6nictepiB y
nayui 3 KapTOHY
138. | NIHBAI Kancynu Teepai no TOB "CaHgo3 Ykpaina Nek dapmaneBTUYHA PymyHis/ BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/15586/01/02
50 wr; no 10 kancyn YkpaiHa" KoMnaHia 4.4. (nepBuMHHa Ta TypeuunHa 3MiHK | TRy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peyenmom

y 6nicTepi; no 3
6nicTepy B KOpOOLi

BTOPUHHA yNakoBKa, A03Bi/
Ha BUnycK cepii);

Nek chapmav,eBTUYHA
KoMmnaHis 4.4. (nepBuHHa Ta
BTOPVHHA YNaKoBKa);
KOHTponb cepii: C.K. CaHfo3
C.P.J1., PymyHis;
BMPOGHMLITBO
Hepo3d)acoBaHO! NPOAYKLi:
CaHpo3 lnak CaHalii Be
TikapeT A.C., TypeuunHa

Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3ara/ibHeHMX AaHunx npo cuctemy
thapmakoHarnagy (BBefeHHs y3arasilbHeHUX faHux
npo cuctemy papmakoHarnsgy, amiHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
3[ifiCHEHHs1 hapMakoHar/say; KOHTaKTHOI 0cobu 3
hapMakoHarnagy 3asaBHUKa 415 34iNCHEHHS
hapmakoHarnsgy B YkpaiHi, KO0 BOHA BigMiHHa
Bif, yNOBHOB&XeHOT 0cO6u, BiANOBiAaIbHOI 3a
3fificHeHHs chapmakoHarnsagy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
MacTep-haiina cuctemu papMmakoHarnisay) -
3MiHa YNOBHOBaXXeHOI 0CObM 3asiBHUKA,
BiANoBiAa/IbHOT 32 hapmakoHarnsag. Aivova
pepakuis: CebactbsiH XopH, . mes. H. / Sebastian
Horn, M.D., Ph.D. NponoHoBaHa peAakuis:
KanawHuk flapuca OnekcaHgpisHa. 3MiHa
KOHTaKTHUX JaHnX YNoBHOBaXeHOT ocoou,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A dapmakoHarnsagy.
3MiHa Micus 34iliCHeHHSI OCHOBHOI Aisi/TbHOCTI 3
hapmakoHarnsgy. 3miHa Homepy Ta
MiCLie3HaxoMKeHHs1 MacTep-daiina cucremu




94

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
chapmakoHarnsgy
139. | NIHBAT Kancynu Teepai no TOB "CaHpo3 Ykpaina ek dapmaLeBTUYHA PymyHis/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/15586/01/03
75 wr; no 10 kancyn YkpaiHa" KoMnaHis 4.4. (nepBnHHa Ta TypeuunHa 3MiHW | Tuny - 3MiHK WoAo 6e3nekn/edeKkTNBHOCTI peyenmom
y 6nicTepi; no 3 BTOPUHHA YNakoBKa, A03Bi/ Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
6nictepy B KOpO6L Ha Bunyck cepii); y3ara/ibHeHNxX AaHux npo cuctemy
Nek hapmaueBTnyHa thapmakoHarnsgy (BBeAeHHs y3araslbHeHNX faHux
KoMnaHia 4.4. (nepBuHHa Ta npo cucTemy chapmakoHarnsgy, smiHa
BTOPVHHA YNakoBKa); YNOBHOB&XEHOI 0c06M, BignoBigansLHOI 3a
KOHTponb cepii: C.K. CaHgo3 3[iliCHEHHS (hapMaKoHarnsay; KOHTakTHOT 0cobu 3
C.P.J1., PymyHis; hapmakoHarnsgy 3asBHUKa 415 34iCHEHHS
BMPOOHULITBO thapmakoHarnsgy B YkpaiHi, KLU0 BOHa BigMiHHa
Hepo3chacoBaHOi NPOAYKL;i: Bifl yNOBHOBaXXeHOT 0cobMu, BignoBifasIbHOI 3a
CaHpos lnak CaHali Be 3pificHeHHs chapmakoHarnsgy (Bkioyarun
TikapeT A.C., TypeuumHa KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MILLLEHHI
mMacTtep-aiina cuctemu papmakoHarnsay) -
3MiHa ynoBHOBaXKEHOT 0CO6U 3aABHUKA,
BiANoBiAa/IbHOT 32 hapmakoHarnsag. Aivova
pegakuisi: CebactbsiH XopH, [. meg. H. / Sebastian
Horn, M.D., Ph.D. NponoHoBaHa peaakuis:
KanawHuk flapuca OnekcaHgpisHa. 3MiHa
KOHTaKTHUX JaHWX YNOBHOBaXXeHOI ocobw,
BiANOBIAA/IbHOI 32 34iiCHEHHS dhapmakoHarnsgy.
3MiHa MicLs 34iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnsgy. 3mMiHa Homepy Ta
MiCL,e3Hax0MKeHHs1 MacTep-gaiina cucremu
chapmakoHarnsgy
140. | NMIHBAr Kancynv Teepgi no TOB "CaHgos YkpaiHa ek ®apmaveBTUYHa PymyHis/ BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3a UA/15586/01/04
100 wmr, no 7 kancyn YkpaiHa" KoMnaHia 4.4. (NepBuHHa Ta TypeuunHa 3MiHY | Tuny - 3MiHK Woao 6e3nekn/edeKTNBHOCTI peyenmom

y 6nicTepi, no 2
6nicTepy B KOPOOL

BTOPUHHA YNaKkoBKa, f03Bi/
Ha BUMycK cepii);

Nek papmaueBTnyHa
KoMnaHia 4.4. (nepBuMHHa Ta
BTOPUHHA YNaKkoBKa);
KOHTposb cepii: C.K. CaHgo3
C.P.N., PymyHis;
BMPOGHMLITBO
Hepo3dhacoBaHOT NPOAYKL,ii:
CaHpo3 Inak CaHali Be
TikapeT A.C., TypeuunHa

Ta (hapmakoHarnagy. BeegeHHs abo 3MiHu Ao
y3arasibHeHUX AaHux Npo cucTemy
thapmakoHarnagy (BBefeHHs y3araslbHeHUX faHux
npo cuctemy thapmakoHarnsgy, amiHa
YNOBHOBaXXEHOT 0CO6MU, BignoBiganbHOI 3a
3AiicHeHHA hapMakoHarnsgy; KOHTakTHOT ocobu 3
chapmakoHarnsgy 3asBHvKa AN 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOT 0co6Mu, BignoBifanbHOI 3a
3piicHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MiLLEHHI
MacTep-caiina cuctemy papMakoHarnisay) -
3MiHa yNnoBHOBaXXeHOI 0cobu 3asBHUKA,
BiANOBiAabHOI 3a thapmakoHarnsag. firoya
pepakuisi: CebacTbsiH XopH, [. Mmea. H. / Sebastian
Horn, M.D., Ph.D. MNponoHoBaHa peakLis:
KanawHuk Napuca OnekcaHgpiBHa. 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnsgy.
3MiHa Micus 34iICHEHHS OCHOBHOI AifNIbHOCTI 3
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
thapmakoHarnsgy. 3miHa Homepy Ta
MicLie3HaxopKeHHs1 macTep-daiina cuctemm
hapmakoHarnsgy
141. | NIHBAT Kancynv TBepgi no TOB "CaHfos YkpaiHa ek ®apmavueBTUYHa PymyHis/ BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3a UA/15586/01/05
150 wmr; no 10 YkpaiHa" KoMnaHia 4.4. (nepBuMHHa Ta TypeuunHa 3MiHK | TNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peyenmom
Kancyn y énictepi; BTOPUHHA yNakoBKa, A03Bi/ Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
no 3 6nictepu B Ha BUMycK cepii); y3arasibHeHVX AaHUX Npo cUcTemy
Kopobui INex chapmaueBTUYHA hapMakoHarnsagy (BBeeHHs y3arasilbHeHUX JaHuX
KoMnaHis 4.4. (NepBuHHa Ta npo cuctemy papmakoHarnsgy, amiHa
BTOPUHHA YNaKoBKa); yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
KOHTponb cepii: C.K. CaHfo3 3[jiiCHEHHs1 hapMakoHar/say; KOHTaKTHOI 0cobu 3
C.P.J1., PymyHis; hapmakoHarnsgy 3asBHUKa 415 34iCHEHHSA
BMPOGHMLITBO thapmakoHarnagy B YkpaiHi, SKLL0 BOHa BigMiHHA
Hepo3dhacoBaHOT NPOAYKLi: Bif, yNOBHOB&XEHOT 0co6u, BiANOBiAaIbHOI 3a
CaHpos lnak Canali Be 3fiicHeHHs chapmakoHarnsagy (Bkioyarun
TikapeT A.C., TypeuunHa KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
MacTep-haiina cuctemu papMmakoHarnisay) -
3MiHa YNnoBHOBaXXeHOI 0CObM 3asiBHUKA,
BiANOBIAaNbHOI 3a hapmakoHarnsag. [iroya
pepakuis: CebactbsiH XopH, . Mes. H. / Sebastian
Horn, M.D., Ph.D. NponoHoBaHa peAakuis:
KanawHuk Nlapnca OnekcaHgpiBHa. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHOI 0CcO6MU,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapmakoHarnagy.
3MiHa Micus 34iliCHEeHHSI OCHOBHOI Aisi/TbHOCTI 3
hapmakoHarnsagy. 3miHa Homepy Ta
MiCLe3HaxX0MKEHHS MacTep-aiina cucremu
chapmakoHarnsgy
142. | NIHBAT Kancynu TBepai no TOB "CaHpo3 YkpaiHa Nex dapmaLeBTUYHA PymyHis/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/15586/01/06
200 wmr; no 10 YkpaiHa" KoMmnaHis 4.4. (nepBuHHa Ta TypeuunHa 3MiHM | Tuny - 3MiHK WoAo 6e3nekn/edeKTNBHOCTI peyenmom

kancyn y 6nictepi;
no 3 6nictepu B
Kopobui

BTOPVHHA yNakoBKa, [03Bi/
Ha Bunyck cepii);

Jlex hapmavueBTUYHA
KoMnaHia 4.4. (NepBuMHHa Ta
BTOPVHHA YNaKoBKa);
KoHTposb cepii: C.K. CaHgos
C.P.N1., PymyHis;
BMPOOHULITBO
Hepo3chacoBaHOl NPOAYKL;i:
CaHpo3 Inak CaHalii Be
TikapeT A.C., TypeuunHa

Ta thapmakoHarnagy. BeegeHHst abo 3miHu Ao
y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnsgy (BBeAeHHs y3araslbHeHNX faHux
npo cucTemy dhapmakoHarnsgy, amiHa
YNOBHOBA&XEHOI 0C06M, BigNoBiganbHOI 3a
3[iliCHEHHS (hapMaKoHarnsay; KOHTaKTHOT 0cobu 3
chapmakoHarnsgy 3asaBHUKa 415 34iACHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOT 0cobW, BignoBifabHOI 3a
3pificHeHHs chapmakoHarnsgy (Bkioyaryn
KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MILLLEHHI
mMacTep-aiina cuctemu papmakoHarnsgy) -
3MiHa ynoBHOBaXKEHOT 0CO6U 3aABHUKA,
BiANOBiAabLHOT 32 hapmakoHarnsag. Aivova
pegakuis: CebactbsiH XopH, . meg. H. / Sebastian
Horn, M.D., Ph.D. MNponoHoBaHa peakuis:
KanawHuk flapuca OnekcaHapisHa. 3miHa
KOHTaKTHUX aHWX YMOBHOBaXeEHOI ocobu,
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

BiANOBIAA/IbHOI 32 34iiCHEHHS dapmakoHarnsgy.
3MiHa MicLs 34iACHEHHS OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnsgy. 3mMiHa Homepy Ta
MiCL,e3HaxX0MKeHHSI MacTep-daiina cucremu
chapmakoHarnsgy

143.

NIHBAT

Kancynu TBepai no
225 wmr; no 7 kancyn
y 6nicTepi, no 2
6nicTepu B KOPOO6L

TOB "CaHpo03
Ykpaina"

Ykpaina

ek dapmavneBTUYHaA
KoMnaHia 4.4. (nepBuHHa Ta
BTOPVHHA YNakoBKa, [03Bif
Ha BUMycK cepii);

Nek chapmaueBTUYHA
KoMnaHia 4.4. (NepBuMHHa Ta
BTOPUHHA YNaKkoBKa);
KoHTposb cepii: C.K. CaHgos
C.P.N1., PymyHis;
BMPOGHMLITBO
Hepo3acoBaHOi MPOAYKL;i:
CaHpo3 Inak CaHali Be
TikapeTt A.C., TypeuunHa

PymyHis/
TypeyunHa

BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis:
3MiHM | Tuny - 3MiHK Woao 6e3nekn/edeKTNBHOCTI
Ta (hapmakoHarnagy. BeegeHHs abo 3MiHu A0
y3arasibHeHVX AaHnx Npo cuctemy
chapmakoHarnsgy (BBefieHHs y3arasibHeHUX faHux
npo cucTemy dhapmakoHarnsgy, 3amiHa
YNOBHOBaXXEHOT 0CO6MU, BignoBiganbHOI 3a
3[iicHEHHSsT hapMakoHarIs4y; KOHTaKTHOI 0co6u 3
chapmakoHarnsgy 3asBHuKa AN 34jiACHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOT 0c06u, BignoBifanbHOT 3a
3pificHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MiLLEHHI
MacTep-aiina cuctemy papMakoHarnisay) -
3MiHa yNnoBHOBaXXeHOI 0cobu 3asBHUKA,
BiANOBiAabHOI 3a thapmakoHarnsag. firoya
pepakuis: CebactbsiH XopH, [. mea. H. / Sebastian
Horn, M.D., Ph.D. MNponoHoBaHa pejakuis:
KanawHuk Napuca OnekcaHgpiBHa. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI 0cobMU,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy.
3MiHa MicLA 3[iACHEHHS OCHOBHOI AisNIbHOCTI 3
thapmakoHarnsgy. 3miHa Homepy Ta
MicLle3HaxopKeHHs1 macTep-daiina cuctemu
hapmakoHarnsgy

3a
peyermom

UA/15586/01/07

144.

NIHBAT

kancynu Teepgi no
300 mr; no 7 kancyn
y 6nicTepi, no 2
6nicTepy B KOpOOLi

TOB "CaHpo3
YkpaiHa"

YkpaiHa

ek dapmaueBTnyHa
KoMnaHia 4.4. (nepBuMHHa Ta
BTOPUHHA yNakoBKa, A03Bi/
Ha BUNycK cepii);

Nek cpapmauesTyHa
KoMmnaHis 4.4. (nepBuHHa Ta
BTOPUHHA YNaKoBKa);
KOHTponb cepii: C.K. CaHfo3
C.P.J1., PymyHis;
BMPOGHMLITBO
Hepo3d)acoBaHO! NPOAYKLi:
CaHpo3 lnak CaHaii Be
TikapeT A.C., TypeuunHa

PymyHis/
TypeyunHa

BHECEHHS 3MiH 10 peecTpaviiiHix MmaTepianis:
3MiHK | TRy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3ara/ibHeHMX AaHunx npo cuctemy
thapmakoHarnagy (BBefeHHs y3araslbHeHNX faHux
npo cuctemy papmakoHarnsay, amiHa
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
3[ifiCHEHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapMakoHarnagy 3asaBHUKa 415 34iNCHEHHS
hapmakoHarnsgy B YkpaiHi, KO0 BOHA BigMiHHa
Bif, yNOBHOB&XXEHOT 0co6M, BiANOBiAabHOI 3a
3fificHeHHs chapmakoHarnsagy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
MacTep-haiina cuctemu papmMmakoHarnisay) -
3MiHa YNOBHOBaXXeHOI 0CObM 3asiBHUKA,
BiANoBiAa/IbHOT 32 hapmakoHarnsag. Aivova
pepakuis: CebactbsiH XopH, . mea. H. / Sebastian
Horn, M.D., Ph.D. NponoHoBaHa peAakuis:

3a
peyenmom

UA/15586/01/08
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

KanawHuk Nlapnca OnekcaHgpiBHa. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHOI 0cobMU,
BiNOBiAabHOT 3a 34iiCHEHHSA hapmakoHarnsgy.
3MiHa Micus 34iiCHEHHA OCHOBHOI Aisi/IbHOCTI 3
hapmakoHarnsagy. 3miHa Homepy Ta
MicLle3HaxopKeHHs1 MacTep-aiina cuctemu
chapmakoHarnsgy

145.

NIHBAT

kancynu TBepgi no
25 wmr, no 10 kancyn
y 6nicTepi; no 3
6nictepu B KOpO6L

TOB "CaHpo3
YkpaiHa"

YkpaiHa

ek ®apmaueBTuyHa

KoMnaHis 4.4. (nepBnHHa Ta
BTOPVHHA YNakoBKa, [03Bi/

Ha Bunyck cepii);
Nek hapmauesTnyHa

KoMnaHia 4.4. (nepBuHHa Ta

BTOPWHHA YNaKOBKa);

KoHTposb cepii: C.K. CaHgos

C.P.J1., PymyHis;
BMPOOHULITBO

Hepo3hacoBaHOl NPOAYKL;i:

CaHpo3 lnak CaHaii Be

TikapeT A.C., TypeuumHa

PymyHis/
TypeuunHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHW | Tuny - 3MiHK WoAo 6e3nekn/edeKkTNBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnsgy (BBeAeHHs y3araslbHeHNX faHux
npo cucTemy dhapmakoHarnsgy, amiHa
YNOBHOB&XEHOI 0c06M, BignoBigansHOI 3a
3iiCHEHHS (hapMaKoHarnsay; KOHTakTHOT 0cobu 3
hapmakoHarnsgy 3asBHUKa 415 34iiCHEHHS
thapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOT 0cobMu, BignoBifasIbHOI 3a
3pificHeHHs chapmakoHarnsagy (Bkioyaryn
KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MILLLEHHI
mMacTtep-aiina cuctemy papmakoHarnsay) -
3MiHa ynoBHOBaXKEHOT 0CO6U 3aABHUKA,
BiANoBiAa/IbHOT 3a hapmakoHarnsag. Aivova
pegakuisi: CebactbsiH XopH, [. meg. H. / Sebastian
Horn, M.D., Ph.D. NponoHoBaHa peAakuis:
KanawHuk flapuca OnekcaHgpisHa. 3miHa
KOHTaKTHUX JaHuX yNMOBHOBaXeHOI ocobw,
BiANOBIAA/IbHOI 32 34iiCHEHHS dhapmakoHarnsgy.
3MiHa MicLs 34iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnsgy. 3mMiHa Homepy Ta
MicLie3HaxoMKeHHs1 MacTep-daiina cucremu
chapmakoHarnsgy

3a
peyenmom

UA/15586/01/01

146.

NIHEKC
DOPTE®

Kancynv Teepgi; no
7 kancyn y bnictepi;
no 1 a6o 2, a6o 4
6nictepn y
KapTOHHIA Kopoo6Li

CaHpos
PapmacbioTika

n3 a.n.

CnoBeHisa

ek ®apmaueBTUyHa
KomnaHisa 4.4., CnoseHis
(BUpoGHMLTBO in bulk,

nakyBaHHs; BUNycK cepii)

CnoBeHisi

BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis:
TexHiyHa nomunka (3rigHo Hakaly MO3 Big,
23.07.2015Ne 460),

BrnpaBneHo TexHi4YHy NOMUAKY B TEKCTI
MapkKyBaHHSA ynakoBku J13. BTopyHHa ynakoBka
3ATBEP)XKEHO:

12. HOMEP PEECTPALIIVHOIO MOCBIAYEHHA

3AMPOMNOHOBAHO:

12. HOMEP PEECTPALIIVHOIO MOCBIAYEHHA
P.M. Ne UA/14763/01/01 MNepBrHHA ynakoBKa
3ATBEP)KEHO:

6. IHLWE mr (mg) SloroTvn koMnaHii
3AMPOMNOHOBAHO:

6. IHLLE Nlorotun komnaxii 3azHaueHe
BMMpaB/ieHHs BiAnoBigae apxiBHM marepianam

6e3
peyenma

UA/14763/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
PEECTPALLiHOIO AOCHE.
147. | NIHKAC NacTUNKN 3i CMakoMm XepbioH MaknctaH XepbioH MakuctaH MpaliseT MakncTtaH BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/9888/01/01
MNACTUJTIKU MeAy Ta JIMMOHa; Nno MaknctaH Nimiteq 3MiHu | TMny - 3MiHK Wo[o 6e3nekn/etPeKTUBHOCTI peyenma
8 mactuioky MpaiiBeT Ta chapmakoHarnsagy (iHwi 3miHn) BHeceHHs 3MiH
6nictepi; no 2 Nimiten [0 po3ainy «MapkyBaHHA» MKA N3.
6nictepn y 3arBepmkeHo: Mapkuposka. CorfiacHO TEKCTY
KapTOHHIA KopoobLi MapKMpOoBKW. 3anpornoHoBaHo: MapKyBaHHS.
3rigHO 3aTBEpKEHOr0 TEKCTY MapKyBaHHS.
OHOB/IEHHS TEKCTY MapKyBaHHS yMakoBKM
nikapcbKoro 3acoby 3 BHECEHHSM iHchopmai
|00 3a3HAYEHHS OAVHMLL BUMIPIOBAHHSA Y
cuctemi Sl.
148. | NIHO3UA, pO34uH A5 iHQY3il, yopna TypeyunHa Medrap Inau CaH. A.LL. TypeuunHa BHECEHHS 3MiH 10 peecTpaviiiHix MmaTepianis: 3a UA/14840/01/01
2 mr/mn; no 300 mn MEANLUNH 3MiHu | TUnYy - 3MiHK Wono 6e3nekn/etheKTUBHOCTI peyenmom
y thnakoHi; no 1 INNIAY CAH. BE Ta dhapmakoHarnsagy (iHwi 3miHn) OHOBNEHHS
dhnakoHy B TIOK. A.LL. TEKCTY MapKyBaHHS yNakoBKM NikapCbKoro 3acoby
KapTOHHIlA KopooLi 3 BHECEHHSIM iHhOpMaUT LLOA0 3a3HAYEHHS
OAVHWLb BMMIPIOBaHHS Y cuctemi Sl. BBegeHHs
3MiH MPOTAroM 6-TV MicAUIB NiCM1A 3aTBEPMAKEHHS.
149. | NINPUMAP® TabneTku, BKPUTI AngxoH HOC 1 CLA Bupo6bHmuTBO in bulk, HimeuunHa/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/2377/01/04
NNiBKOBOIO nnc nepBUHHA Ta BTOPUHHA CLIA 3MiHa 3asBHVKa (BNacHWka peecTpaLiitHoro peyenmom
o6onoHkoto, no 10 yNakoBKa, KOHTPOS1b AKOCTI noceigyeHHs) (BBeAeHHs1 3MiH NpoTAroM 9 micAuis
Mr, no 10 TabneTok Ta BUNyck cepii: nicnsa 3aTBepmXeHHs); 3MiHun | Tuny - 3MiHW Wwoao
y 6nicTepi; no 3 Mdpaiizep MeHrohekuypuHr 6e3nekn/edekTMBHOCTI Ta thapmakoHariagy.
6nictepu a6o no 10 [Loiunena MrmoéxX, BBefeHHs1 ab0 3MiHM [0 y3arasibHEHUX AaHKX Npo
6nicTepis y HimeuunHa, cucTemy thapmakoHarnsgy (ssBefeHHs
KapTOHHI KOpooLi BMPO6HMUTBO in bulk, y3araJibHeHNX AaHux Npo cuctemy
KOHTPO/b SKOCTI: thapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT ocobu,
Mdcpatizep PapmactoTikan3 BiNOBiAaNbHOI 3a 34iiCHEHHA hapmakoHarnsgy;
J71C, CWWA KOHTaKTHOI 0CO6YM 3 hapmakoHarnsgy 3asiBHuKa
[AnAa 3ajiicHeHHs dhapMakoHarnsay B YKpaiHi, sKLLo
BOHa BifJMiHHa Bif, yNOBHOBaXKeHOI 0cobu,
BiANOBIAA/IbHOT 32 34iICHEHHS hapmakoHarisay
(BKNHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
po3MilLieHHi MacTep-chaiina cuctemm
thapmakoHarnisgy) - 3MiHa ynoBHOBaXXeHOI 0cobu
3asBHWKa, BiANOBIAANLHOI 32 34iiCHEHHS
hapmakoHarnagy: fivoya pefakuia: dparcyasa
[Oywma-Cinnan/ Francoise Dumas-Sillan.
MponoHoBaHa pepakuisi: bapbapa [e BepHappai/
Barbara De Bernardi. 3MiHa KOHTaKTHUX AaHuX
YMOBHOBaXXEHOT 0COOU 3asIBHMKA, BifnoBigasibHOI
3a 3flilicHeHHs chapmakoHaraagy
150. | NINPUMAP® TabneTku, BKPUTI AngxoH HOC 1 CLA BupobHmuTBo in bulk, HimeuunHa/ BHECEHHS 3MiH [J0 peecTpaviliHix maTepianis: 3a UA/2377/01/01
NNiBKOBOIO nnc nepBUHHA Ta BTOPUHHA CLIA 3MiHa 3asBHYKa (BNacHWka peecTpawiitHoro peyenmom

060/10HKOHO, No 20
mr, no 10 TabneTok
y 6nicTepi; no 3

ynakoBKa, KOHTPO/Ib SIKOCTI
Ta BUNyck cepii:
Mdpaiizep MeHrodek1yprHr

noceigyeHHs) (BBeAeHHs1 3MiH NpoTAroM 9 micsuis
nicns 3aTBepMXeHHs); 3MiHun | Tuny - 3MiHW Wwoao
6e3nekn/edeKTMBHOCTI Ta chapmakoHariagy.
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
6nictepu abo no 10 [Loiiuneng rv6X, BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX NPO
6nictepiB y HimeuuunHa; cuctemy papmakoHarnsgy (BBefeHHs
KapTOHHIlA KOpO6L BMPO6HULTBO in bulk, y3ara/isHeHNxX AaHux npo cucremy
KOHTPO/Ib SKOCTI: hapmakoHarnsgy, 3miHa yrnoBHOBaXeHOi 0cobu,
Mdpaiizep ®apmactoTikan3 BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
NNC, CWA KOHTaKTHOI 0CO6M 3 thapmakoHarnsgy 3asBHuKa
[ONA 34jiCHeHHs dhapMakoHarnsgy B YKpaiHi, Ko
BOHa BiZIMiHHa BiJ, yNTOBHOBaXKEHOI 0CO6Y,
BiZiNOBIAANbHOI 3a 34jiICHEHHS hapmakoHarnsay
(BKIHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3miHn y
pO3MiLLLeHHi MacTep-chaiina cuctemm
hapmakoHarnsgy) - 3MiHa ynoBHOBaXXeHOI 0cobu
3asBHVKA, BigNoBiga/IbHOI 3a 3M4iCHEHHST
thapmakoHarnagy: ditova pegakuis: dpaHcyasa
[Oywma-Cinnan/ Francoise Dumas-Sillan.
MponoHoBaHa pepakuis: bapbapa [e BepHappai/
Barbara De Bernardi. 3MiHa KOHTaKTHUX JaHUX
YMNOBHOBaXeHOT 0COOM 3asiBHMKA, BifnoBigaibHOT
3a 3iicCHeHHs chapmakoHaraagy
151. | NINPUMAP® TabneTku, BKPUTI AngpxoH HOC 1 CLWA Bupo6bHmuTBOo in bulk, HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/2377/01/02
NNiBKOBOO nnc nepBUHHA Ta BTOPUHHA CLA 3MiHa 3as1BHMKa (B/1acHMKa peecTpaLiiHoro peyenmom
obonoHkoto, no 40 ynakoBKa, KOHTPO/Ib SIKOCTI noceigyeHHs) (BBefeHHs 3MiH NpoTArom 9 micsuis
Mmr, no 10 TabneTok Ta BUNycK cepil: nicns 3aTBepKEHHS); 3MiHM | TUNY - 3MiHK LWLOA0
y 6nicTepi; no 3 Mdpaiizep MeHrohekuypuHr 6e3nekn/edekTMBHOCTI Ta thapmakoHariagy.
6nictepu B [Loiiuneng r'vo6X, BBefeHHs1 ab0 3MiHM [0 y3arasibHEHUX AaHKX NPo
KapTOHHIlA KOpooLi HimeuuuHa; cuctemy papmakoHarnsgy (BBefeHHs
BMPO6HMUTBO in bulk, y3arasibHeHUX AaHux Npo cuctemy
KOHTPO/Ib AKOCTI: hapmakoHarnsgy, 3miHa yrnoBHOBaXeHOi 0cobu,
Mdpaiizep ®apmactoTikan3 BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
NNC, CWA KOHTaKTHOI 0CO6M 3 thapmakoHarnsgy 3asBHuKa
[ONsa 3ajiicHeHHs dhapMakoHarnsay B YKpaiHi, SKLLo
BOHa BifjMiHHa Bif, yNIOBHOBa)XeHOT 0cO6MU,
BiANOBIAA/IbHOT 32 34iICHEHHSA hapmakoHarnsay
(BKIHOYAKOYUM KOHTAKTHI JaHi) Ta/abo 3MiHW y
pO3MiLLeHHI MacTep-chaiina cuctemm
thapmakoHarnisgy) - 3MiHa ynoBHOBaXXeHOI 0cobum
3asBHVKA, BigNoBiga/bHOI 3a 34iCHEHHSI
hapmakoHarnagy: fitova pegakuin: dpaHcyasa
[Jywma-Cinnan/ Francoise Dumas-Sillan.
MponoHoBaHa pepakuis: bapbapa [e BepHappai/
Barbara De Bernardi. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XeHOT 0CO6M 3as1BHMKA, BifnoBigaibHOT
3a 3fiicCHeHHs1 chapmakoHariagy
152. | NINPUMAP® TabneTku, BKPUTI AngxoH HOC 1 CLWA MepBuHHA Ta BTOPMHHA Himeuuunna/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/2377/01/03
NNiBKOBOIO nnc ynakoBKa, KOHTPOS1b SKOCTI CLA 3MiHa 3as1BHMKa (B/1aCHMKa peecTpaLiiHoro peyenmom
o6onoHkoto, no 80 Ta BUNYCK cepil: noceigyeHHs) (BBefeHHs1 3MiH NpoTAaroM 9 micAuis
Mmr, no 10 TabneTok Mdpaiizep MeHoekvypuHr nicns 3aTBepPKEHHS); 3MiHM | TUNY - 3MiHK LWOA0
y 6nicTepi; no 3 [Joiuneng 'v6X, 6e3nekn/edeKTMBHOCTI Ta thapmakoHarisgy.
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
6nictepu B HimeuumnHa; BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX NPO
KapTOHHilA KopooLi BUPO6GHMUTBO in bulk, cuctemy papmakoHarnsgy (BBefeHHs
KOHTPO/b AKOCTI: y3arasibHeHX AaHnx Npo cuctemy
Mdpaiizep ®apmactoTikan3 hapmakoHarnsgy, 3miHa yrnoBHOBaXeHOi 0cobu,
NNnc, CWA BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0CO6M 3 thapmakoHarnsgy 3asBHuKa
[ONA 34jiCHeHHs dhapMakoHarnsgy B YKpaiHi, Ko
BOHa BiZIMiHHa BiJ, yNTOBHOBaXKEHOI 0CO6Y,
BiZiNOBIAANbHOI 3a 34jiICHEHHS hapmakoHarnsay
(BKIHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3miHn y
pO3MiLLLeHHi MacTep-chaiina cuctemm
hapmakoHarnsgy) - 3MiHa ynoBHOBaXXeHOI 0cobu
3asBHVKA, BigNoBiga/IbHOI 3a 3M4iCHEHHST
thapmakoHarnagy: ditova pegakuis: dpaHcyasa
[Oywma-Cinnan/ Francoise Dumas-Sillan.
MponoHoBaHa pepakuis: bapbapa [e BepHappai/
Barbara De Bernardi. 3MiHa KOHTaKTHUX JaHUX
YMNOBHOBaXeHOT 0COOM 3asiBHMKA, BifnoBigaibHOT
3a 3iicCHeHHs chapmakoHaraagy
153. | NOPATAAVH Tabnetku no 0,01, MpusaTHe Ykpaina MpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/4033/01/01
no 10 TabneTok y aKuioHepHe TOBapUCTBO "/lekxim-Xapkis" 3MiHn | TURY - 3MiHn 3 aKocTi. CepTudikat peyenma —
6nicTepi; no 1 abo 2 TOBapUCTBO BignoBigHocTi/lE-cepTudikat BigNoBigHOCTI Ne 10, Ne
6nictepu B nauui 3 "Jlekxim- €Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs 20; ons
KapToHy; no 10 Xapkis" HOBOro abo OHOB/IEHOro cepTudikara cmavyioHapis
TabneTok y 6nictepi; BiANOBIAHOCTI ab0 BUyYEHHS cepTudikaTa — Ne 500, Ne
no 50 a6o 100 BiANOBIAHOCTI EBponeiickkili hapmakonei: gns 1000
6nicTepiB y naui A®I; ansa BuxigHoro
matepiany/peareHTy/npomMiKHOro MPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; Ana
[0MNOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin dhapmakonei) - OHOBEHWIA
cepTudikaT Bif ye 3aTBepAKeHOro BUPoOHUKa -
OHOBJ/IEHHS cepTudikarta BignosigHocTi € R1-
CEP 2009-009-Rev 02 (3aTBepgxeHo: R1-CEP
2009-009-Rev 01) ana A®l Loratadine Big Bxe
3aTBepmKeHoro Bmpo6Huka Vasudha Pharma
Chem Liimited, IHgjsl, y 3B’A3Ky 3 YTOYHEHHSM B
azpeci BUPOGHNYOI AifIbHULi Ta BBEAEHHSAM
[04AaTKOBOI AiflbHULI BUPOBGHMLTBA.
154. | NOPATAAVH Tabnetkn no 0,01 r, MpuBaTHe Ykpaina MpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix MmaTepianis: - UA/4058/01/01
in bulk: no 5000 akuioHepHe TOBapuCcTBO "/lekxiM-Xapkis" 3MiHu | TUnYy - 3MiHKM 3 akocTi. CepTudiikaT
Tabnetok y TOBapuCTBO BignosigHocTi/lE-cepTudikat BignoBigHOCTI
KOHTeliHepax "Jlekxim- €Bponelicbkin hapmakonei/MoHorpadii. NMogaHHs
naacTMacoBux 3 Xapkis" HOBOro abo OHOBNEHOro cepTudikata
KPULLKOIO 3 BiANOBIAHOCTI ab0 BU/TyYEHHs cepTudikata
KOTPO/IeM NepLIoro BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
pPo3KpPUTTA A®l; ons BUXigHOro

matepiany/peareHTy/npomMikKHOro NPOAYKTY, Lo
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

BUKOPVCTOBYIOTbCS Y BUPOOHMLTBI ADI; ans
[0MOMDKHOT peyoBMHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hbapmakoner) - OHOBNEHWA
cepTudiikaT Bif ye 3aTBepXEHOro BUPOOHWMKA -
OHOB/EHHSA cepTudikaTa BignosigHocTi € R1-
CEP 2009-009-Rev 02 (3aTBepgkeHo: R1-CEP
2009-009-Rev 01) gns A®I Loratadine Big, Bxe
3aTBepmxeHoro BupobHuka Vasudha Pharma
Chem Liimited, IHAjs, y 3B’A3KY 3 YTOYHEHHAM B
afpeci BUPOO6HUYOI AiNTbHNLi Ta BBEAEHHAM
[04aTKOBOI Ai/IbHULL BUPOBHULITBA.

155.

NOPATAAVH

KpucTanivyHmi
MOPOLLIOK
(cy6eTaHuin) y
noABINHNX
nonieTnIeHoBUxX
nakeTtax gns
thapmaueBTUYHOro
3aCTOCYyBaHHS

MpusatHe
akuioHepHe
TOBapUCTBO

“Nekxim —

XapkiB”

Ykpaina

Bacyaxa ®apma Xem
NimiTeq

IHais

BHECEHHS 3MiH [0 peecTpavuiiHiX maTtepianis:
3MiHu | TUny - 3MiHK 3 akocTi. CepTudikaT
BignosigHocTi/IE-cepTudikat BignosigHoCTi
€sponelicbkin dhapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOro cepTudikaTa
BiANOBIAHOCTI ab0 BUYyUYEHHS cepTudikaTa
BiANOBIAHOCTI E€Bponeiichbkili hapmakonei: gns
A®I; ons BUXiAHOTO
mMartepiany/peareHTy/npoMbKHOIo NPOAYKTY, WO
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI ADl; ans
[LOMOMIKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBEHWIA
cepTudiikaT Bif ye 3aTBepXEHOro BUPOOHWMKa -
MopaHHsA oHoBneHoro CEP Ha A®I Big
3aTBEpAKEHOro BUPOGHMKA Ta K Hac/iJokK, 3MiHa
agpecu 3aTBepAKeHol ginbHuui (i3 Unit-1, Plot No.
39/A & B, Phase-| I.D.A., Jeedimetla 500 055
Hyderabad, Telangana, India Ha Unit-1, Plot No.
37/A, 38, 39 A & B, Phase-I .D.A., Jeedimetla 500
055 Hyderabad, Telangana, India) Ta gogaBaHHAM
BUPOGHMYOT ginbHuULi (Unit-11, Plot No. 79,
Jawaharlal Nehru Pharma City, Thanam Village,
Parawada Mandal Visakhapatnam — 531019,
Andhra Pradesh, India). [itoua pegakuin: R1-CEP
2009-009-REV 01. MNponoHoBaHa pepakuis: R1-
CEP 2009-009-REV 02

UA/15666/01/01

156.

MAAJIOKC®

CyCneHs3is opasibHa;
Ne 1: no 250 mny
donakoHi; no 1
donakoHy B
KapTOHHI KopoobLi

TOB "CaHodi-
ABeHTIC
Ykpaiva"

YkpaiHa

Eii. HatTepmaHH eHp, Caiii.
'm6X, HimeyunHa; CaHodi

C.n.A, ITania

Himeuunna/
ITanis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHW | Tuny - 3MiHK WoAo 6e3nekn/edeKTNBHOCTI
Ta thapmakoHarnagy. BeegeHHst abo 3miHu Ao
y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnsgy (BBeAeHHs y3araslbHeHNX faHux
npo cucTemy dhapmakoHarnsgy, amiHa
YNOBHOB&XEHOI 0CO6M, BignNoBiganbLHOI 3a
3[iiCHEHHS (hapMaKoHarnsay; KOHTakTHOT 0cobm 3
chapmakoHarnsgy 3asaBHUKa 415 34iACHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOI 0cobu, BignoBifabHOI 3a

6e3
peuyenma

UA/9220/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3pificHeHHs chapmakoHarnsagy (Bkioyaryn
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
mMacTep-chaiina cuctemmn thapmakoHarnsgy) -
3MiHa ynoBHOBaXKEHOT 0CO6U 3aABHUKA,
BiANoBiAa/IbHOT 32 hapmakoHarnsag. [ivova
pepakuisi: KnitwmH AHTOH MukonaiioBuy.
MponoHoBaHa pepakuis: XopakiBcbka TeTaHa
BauyecnasiBHa. 3MiHa KOHTaKTHWUX AaHUX
YMNOBHOBaXeHOT 0COOM 3as1BHMKA, BifnoBigaibHOT
3a thapmakoHarnag
157. | MATHE-B6 ® TabneTku, BKPUTI TOB "CaHodi- Ykpaina CaHodpi BiHTpon IHgacTpia, PpaHuia/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/4130/01/01
AHTUCTPEC N1iBKOBOIO ABeHTiC ®paHuis; YropumHa 3MiHM | TURy - 3MiHK 3 AKOCTi. FOTOBWIA NMiKapCbknit peyenma
o060n0Hkoto; Ne 60 Ykpaina" XIHOIH 3aBos 3aci6. CuctemMa KoHTeliHep/3aKynoptoBasibHUI
(15x4): no 15 $papmaueBTUYHMX Ta 3aci6. 3MiHa po3mipy ynakoBKM roTOBOro
Tabnetok y 6nictepi; Ximiynnx MpogaykTis Mpaisit nikapcbkoro 3acoby (3mMiHa KibKOCTi OAUHULLb
no 4 6nictepu B Ko. NIta. NignpuemcTao 2 (hanpwknag TabneTok, amnyn TOLLO) B yNakoBL,:) -
KapTOHHI Kopo6Lyj; (nignpremcTBo 3MiHa y Aiana3oHi 3aTBepKeHNX PO3MipiB
Ne60 (20x3): no 20 Bepelepxas), YropLimHa ynakosku. BeegeHHs ynakosku Ne 60 (20x3): no 20
TabneTok y 6nictepi; TabneTok y 6nictepi; no 3 6icTepn B KAPTOHHIi
no 3 6nictepu B Kopobui, 6e3 3MiHM NepPBUHHOr0 NakyBaslbHOr0
KapTOHHI KOpoobLyi maTepiany, 3 Big4noBigHNMY 3MiHaMK B pO34iNi
«YnakoBKka». 3MiHN BHECEHO B IHCTPYKLit0 NS
Me[MYHOro 3aCTocyBaHHA y p. "Ynakoska" 3
BIANOBIAHUMY 3MiHAMW Y TEKCTI MapKyBaHHS
yMakoBKM NikapcbKoro 3acoby. BBegeHHs 3MiH
NPOTArom 6-Tv MicALIB NiC/IA 3aTBEPAKEHHS.
158. | MAKCITPAH® PO34MH A1 iH'EKLIN, TOB HB® Ykpaina TOB HB® "MIKPOXIM" YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3a UA/18255/02/01
100 mr/mn no 5 mn B "MIKPOXIM" TexHiyHa nomunka (3rigHo Hakaly MO3 Big, peyenmom
amnynax, no 5 23.07.2015 Ne 460). BunpaBneHHsi TEXHIYHUX
amnyn y kaceTi y NOMUOK, 3rigHo n.2.4.5 po3giny VI Hakasy MO3
nauuj 3 KapToHy abo Ykpainu Bif 26.08.2005p. Ne 426 (y pesakuii
no 5 mn B amnynax, Haka3y MO3 Ykpainu Big 23.07.2015 p Ne 460):
no 5 amnyn y kaceri, BUMNPaBAEHHS TEXHIYHUX NOMUIIOK, AOMYLLEHNX
no 2 kacetun y nayui npu NpoBeAeHHI NpoLeaypi peecTpauii, Aka
3 KapTOHY 3aTBepxeHa HakazoM MO3 YkpaiHu Big,
11.11.2020 Ne 2595 nomunku B onNvci Metoais
KOHTPO/IO: HEBIAMOBIAHICTb iHGhopMaLLT
(pi3HOUUTAHHSA) Y MeXax OHOro AOKYMEHTY B
mMeToanKax «CTepunbHICTb», «bakTepianbHi
©HA0TOKCUHU».
159. | MEFECTPOI/1- Tabnetkv no 160 mr Mictpan AHrnis dpi3nKO-XiMiYHWI KOHTPOSb YropLumHa/ BHECEHHSA 3MiH [0 peecTpaliiiHux maTepianis: 3a UA/17622/01/01
BICTA no 10 TabneTtok y Kenitan SIKOCTi: OmaH 3MiHuM | TUNY - AGMIHICTPaTVBHI 3MiHW. 3MiHa peyenmom
6nicTepi; no 3 abo MeHeKMeHT BECCIHI YropwuHa K., HaliMeHyBaHHs1 Ta/abo afpecy 3asiBHUKa
10 6nicTepiB y Nimiten YropLmHa; (BNacHvka peecTpauiiHoro NoCBigYEHHS) - 3MiHa
KapTOHHI KOpoOLyi BUMYCK Cepii, BTOPUHHE CTOCOBHO agpecu 3asiBHUKa
nakyBaHHS:

EyponieH Papma Xab /114,,
YropuwuHa,
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BUPOOHWLTBO, NEPBUHHE,
BTOPWHHE MaKyBaHHS,
KOHTPO/b AKOCTI:
OwmaH dapmacboTikas
Mpogakrtc Ko., J/1.J1.C., OmaH
160. | MEPKYPIA rpaHynu in bulk: no ToBapucTBO 3 Ykpaina MpuBaTHE aKLioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: - UA/12208/01/01
5kr,no 15 kry o0bMexeHot ToBapucTeo "bionik" 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edeKTNBHOCTI
naketax BiANoBiAa/bHI Ta hapmakoHarnsaay (iHwi 3miHu) - 3MiHU BHECeHI B
noslieTUIEeHoBMX CTIO TEKCT MapKyBaHHS1 YNakoBKM JlikapCbKOro 3acoby
"Mepkypig" 040 3a3HaYeHHS MiXKHapOAHUX MO3HA4YeHb
OfIMHULIb BUMIpIOBaHHSA
161. | MEPKYPIJ, rpaHynv no 10 r, no ToBapucTBoO 3 YkpaiHa MprBaTHE akLioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis: 6e3 UA/6098/01/01
15r,no20r,no30r 0bMexeHot TOBapucTeo "bionik" 3MiHY | Tuny - 3MiHK Woao 6e3nekn/edheKTNBHOCTI peyenma
y 6aHoukax abo BiANOBiAANbHI Ta hapmakoHarnsaay (iHwi 3miHu) - 3MiHU BHECeHI B
KOHTelHepax, no 1 CTIO TEKCT MapKyBaHHS1 YNakoBKM JliKapCbKOro 3acoby
6aHouLi abo "Mepkypig" LOA0 3a3HAaYEHHSI MiXXHAPOAHNX NO3HAYEHb
KOHTelHepy y naui OZIMHULLb BUMIPIOBaHHS
3 KApTOHY
162. | MEPOBAK NopoLUoK ANs MicTpan AHrnin BMPOGHMLTBO rOTOBOIO ITanis BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/18216/01/01
npuroTyBaHHA Kenitan niKkapcbKoro 3acoby Ta 3MiHKW | TUNY - AAMIHICTpaTVBHI 3MiHW. 3MiHa peyenmom
PO34MHY A5 iH'EKUN MeHeKMeHT BUNYCK cepil: HaliMeHyBaHHS1 Ta/abo agpecu 3asiBHMKa
no 1000 wr; 1 a6o NimiTen ALC OOB®AP C.IN.A., (BnacHvika peecTpauiiHoro NoCBifYEHHS) - 3MiHa
10 cpnakoHis 3 ITanis; CTOCOBHO ajjpecu 3asaBHUKa
MOPOLLKOM Y BUPOBHWLITBO Ta KOHTPO/Ib
KapTOHHIlA KopooLi AKOCTi CTEPU/IbHOIT CyMIlLLli:
ALIC IOB®AP C.IN.A,,
ITania
163. | MEPOBAK NnopoLIoK ans MicTpan AHrniA BUPOBHULTBO rOTOBOro ITanis BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/18216/01/02
nNpuUroTyBaHHA Kenitan nikapcbKoro 3acoby Ta 3MiHM | TUNY - AAMIHICTpaTVBHI 3MiHW. 3MiHa peyenmom
pO34nHy ANs iH'ekuii | MeHemKMeHT BWMYCK Cepii: HaliMeHyBaHHs Ta/abo agpecy 3asBHuKa
no 500 wmr; 1 a6o 10 NimiTen ALC OOB®AP C.IN.A., (BNacHvika peecTpauiiiHoro NoCBifYEHHS) - 3MiHa
hakoHiB 3 ITanis; CTOCOBHO ajjpecu 3asaBHUKaA
MOPOLLIKOM Y BUPOGHWLITBO Ta KOHTPO/Tb
KapTOHHilA KopooLi AKOCTi CTEPU/ILHOIT CYMIilLLi:
ALIC IOB®AP C.IN.A,,
ITania
164. | MEPOHEM NopoLUoK ANns MNOAN3EP CLWA AcTtpa3eHeka tOK NimiTes, Benvka BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/0186/01/01
pO3unHy A5 iH ek EWY.CLMI. Benuka BpuTaHis BpuTtaHis/ 3MiHM | TMNYy - 3MiHK WoAo 6e3nekn/edheKTUBHOCTI peyenmom
abo iHdysiii no 500 KOPMOPEWNLL (BMPOGHYK, BiAMOBIgabHWIA LLiseiiuapis/ Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
mr; no 10 conakoHis H 3a BTOPMHHY YNakoBKy, AnoHia y3arasibHeHUX JaHnX Npo cucTemy

3 NMOPOLUKOM Y
KapTOHHIA KopoobLi

BMnyck cepii); ENCIEc
[o6dap Cna, Itania
(BUpPO6HUK "in bulk™);
3amboH CsiTuepnaHg, /174,
LLiBeiiLapis (BUPOGHMK,
BiANOBiAAbHUI 3a
NEepPBUHHY YNaKoBKY,
BTOPWHHY YNakoBKYy, BUMYCK

thapmakoHarnsgy (BBeAeHHs y3araslbHeHNX faHux
npo cucTemy dhapmakoHarnsgy, amiHa
YNOBHOB&XEHOI 0C06M, BignoBiganbHOI 3a
3[iliCHEHHS (hapMaKoHarnsay; KOHTakTHOT 0cobu 3
hapmakoHarnsgy 3asBHUKa 415 34iACHEHHS
thapmakoHarnsgy B YkpaiHi, KLU0 BOHa BigMiHHa
Bifl yNOBHOBaXXeHOT 0cobMu, BignoBifasIbHOI 3a
3Ai/icCHEHHS1 chapMakoHarnsay (Bkaryarum
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
cepii); CymiTomo [eiHinnoH KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
dapwma Ko., IT4., AnoHis MacTep-halina cuctemy papMakoHarnisay) -
(BpO6HMK "in bulk") 3MiHa YNOBHOB&XEHOI 0CO6W 3asBHYIKa,
BiANOBIAA/IbHOI 3a 34iiCHEHHS dapmakoHarnsagy:
MponoHoBaHa pepakuisi: bapbapa [e BepHappai/
Barbara De Bernardi. 3MiHa KOHTaKTHUX AaHnX
YMOBHOB&XEHOT 0C0bM 3as1BHMKA, BifnoBigabHOT
3a 3[jicHeHHs hapMakoHarnsay
165. | MEPOHEM nopoLloK aNns MNOPANIEP CLWA AcTtpa3eHeka tOK fimiTes, Benvka BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/0186/01/02
pO34nHYy A5 iH KLl EMY.CLMI. Benuka BpuTaHis BpuTtaHis/ 3MiHM | TRy - 3MiHK Woao 6e3nekun/eddekTUBHOCTI peyenmom
a60 iHdy3iii no 1000 | KOPMOPENLL (BUPOGHYK, BiAMNOBIgabHWIA LLiseiiuapisi/ Ta (hapmakoHarnagy. BeegeHHs abo 3MiHu A0
mr; no 10 chnakoHis H 3a BTOPUHHY YNakoBKY, AnoHis y3arasibHeHMX AaHux Npo cuctemy
3 MOPOLLKOM y Bunyck cepii); EACIEc thapmakoHarnsgy (BBeAEHHS y3ara/lbHeHNX JaHux
KapTOHHIlA KOpooLi Lo6dap Cna, ITanis npo cuctemy papmakoHarnsgy, amiHa
(B1po6HYK "in bulk"); yMNOBHOB&aXeHOT 0cobw, BigNoBigabHOI 3a
3amboH CsiTuepnaHg /174, 3[jiicHEeHHs hapMakoHarIsay; KOHTaKTHOI 0cobu 3
LLiBeiiLapis (BUPOGHMK, hapmakoHarnsgy 3asiBHUKa s 34iiCHEHHS
BiANOBIAA/IbHWI 32 hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHa
NepBUHHY YNaKoBKY, Bifl yNOBHOBa)XeHOT 0c06u, BignoBifanbHOI 3a
BTOPWHHY YNakoBKY, BAMYCK 34ilicHeHHs thapmakoHarnsgy (BKovaoum
cepii); Cymitomo [leiHinnoH KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MiLLEHHI
dapma Ko., /T4, AnoHisa MacTep-aiina cuctemy papMakoHarnisay) -
(BUpO6HKK "in bulk™) 3MiHa YNOBHOB&XEHOT 0CO6OU 3asBHUKA,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A dhapmakoHarnagy:
MponoHoBaHa pepakuis: bapbapa [e BepHappai/
Barbara De Bernardi. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XeHOT 0COOM 3as1BHMKA, BifnoBigaibHOT
3a 3fiicCHeHHs chapmakoHaraagy
166. | MEPOMNEHEM- NnopoLUoK aNns Mictpan AHrnin Bupo6HULTBO, NepBUHHE Ta ITanis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/16112/01/01
BICTA NPUroTyBaHHA Kenitan BTOPVHHE NakKyBaHHS, 3MiHM | TUNY - AAMIHICTPaTWBHI 3MiHW. 3MiHa peyenmom
pO34nHy Ans MeHegKMeHT KOHTPO/b SIKOCTI, BUNYCK HaliMeHyBaHHs Ta/abo agpecu 3asBHUKa
iH exuili no 500 wmr, 1 Nimiten cepii: (BnacHvka peecTpauiiHoro NoCBigYEHHS) - 3MiHa
a60 10 chiiakoHiB 3 ALC LOB®AP C.IM.A., CTOCOBHO agpecu 3asiBHUKa
MOPOLLIKOM Y ITanis;
KapTOHHIlA KopooLi BUpPO6GHULTBO Ta KOHTPOb
SAKOCTi CTEPUNIBHOT CYMiLLli:
ALIC JOB®AP C.IN.A.,
ITanis
167. | MEPOMNEHEM- NMopoLIOK aNns Mictpan AHrNIsA Bupo6HMLTBO, NepPBUHHE Ta ITanis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/16112/01/02
BICTA NPUroTYBaHHSA Kenitan BTOPVHHE NakKyBaHHS, 3MiHuW | TUNY - AAMIHICTpaTVBHI 3MiHW. 3MiHa peyernmom
pO34nHy Ans MeHeKMeHT KOHTPO/b AKOCTi, BUMYCK HaliMeHyBaHHs Ta/abo agpecu 3asBHUKa
iH ek no 1000 wmr, Nimiteq cepii: (BNacH1Ka peecTpauiintHOro NoCBiAYEHHS) - 3MiHA
1 a60o 10 chnakoHiB 3 ALIC JOB®AP C.IN.A,, CTOCOBHO afpecu 3asBHUKa
MOPOLLKOM Y ITanis;

KapTOHHI KOpoOLyi

B1po6HULTBO Ta KOHTPO/Tb
SAKOCTi CTEPU/IbHOT CyMiLLi:
ALIC IOB®AP C.IN.A,,
ITania
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
168. | METOTPEKCAT | po3uuH A5 iH'eKLil, EBEBE ABcTpis MOBHWIA LMK/ BUPOGHMLTBA: AscTpisi/ BHECEHHS 3MiH 0 peecTpavliiiHix maTepianis: 3a UA/0513/02/01
"EBEBE" 10 mr/mn; no 1 mn dapmva EBEBE ®apma lec.m.6.X. HimeyunHa 3MiHu | TUnNy - 3MiHK 3 AkocTi. CepTudpikat peyenmom
(10 wmr), no 5 mn (50 Fec.m.6.X. Hdor. K, ABCTpis; BignosigHocTi/lE-cepTudikart BignosigHoCTi
Mr) y doniakoHi; no 1 Hdor. KI TecTyBaHHs: MIMNJ1 €Bponelicbkin hapmakonei/MoHorpadii. NMogaHHA
onakoHy B Mikpob6ionoriwec HOBOro abo OHOB/IEHOro cepTudikara
KapTOHHIlA KOpo6L; Mptochnabop Mm6X, ABCTpIS; BiANOBIAHOCTI ab0 BUNYyYEHHNA cepTudikara
no 0,75 mn (7,5 mr), TecTyBaHHs: Jlabop /1 + C BiANOBIAHOCTI EBponeiickbkili hapmakonei: gns
no 1 mn (10 mr), no Al', HimeyunHa A®I; onsa BUXigHOro
1,5 mn (15 mr), no 2 marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
M (20 mr) y BVKOPVCTOBYIOTbCS Y BUpObHULTBI ADl; ans
nonepegHL0 [0MOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
3anoBHEHOMY €sponelicbkili hapmakoner) - OHOBNEHWA
wnpuui; no 1 aéo no cepTudikaT Bif yxe 3aTBepXEHOro BUPOOHWMKA -
5 nonepeaHbO noJaHHA OHOB/IEHOro cepTudpikarta BiANoBiAHOCTI
3anoBHEHNX €sponeiicbkiii hapmakonei Ne R1-CEP 2001-145-
LINpuLiB y Rev 03 (3aTBeppxeHo: R1-CEP 2001-145-Rev 02)
KapTOHHIlA KopooLi 4ns pitovoi peyosrHn Methotrexate Big, Bxe
pasom 3i 3arBepmxeHoro BupobHrka FERMION OY; 3miHu |
CTEPWU/IbHOI Tuny - 3MiHn 3 AkocTi. CepTuddikat
iH'EKLLIiHOO TO/TKO BignosigHocTi/l E-cepTudikar BignosigHocCTi
Ta cepseTkamu €sponelicbkili hapmakonei/MoHorpadii. MogaHHA
HOBOro abo OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI ab0 BUTyYEHHS cepTudikaTa
BifNoBigHOCTI €Bponelickkill hapmakonei: ans
A®l; ons BUXiAHOTO
martepiany/peareHTy/NPoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADl; ans
[LOMOMIKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBEHWIA
cepTudikaT Bif yxe 3aTBepKeHOro BUPOOHWMKa -
NnoAaHHs OHOBMIEHOTO cepTudikaTa BifnoBiAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2001-145-
Rev 04 gna gitoyoi pevoBuHu Methotrexate Big
BXeE 3aTBepxeHoro BupobHuka FERMION OY;
3MiHK | TUny - 3MiHK 3 AkocTi. APl KoHTponb AdI.
3MmiHa y napameTpax cneupudikaLiin Ta/abo
[ONYCTUMMX MEX, BU3HAUYeHuX y cnewmdikaisx
Ha A®l, abo BUXigHWIA/MPOMIXHWIA
NPOAYKT/peareHT, Wo BUKOPUCTOBYIOTLCS Y
npoueci BupobHuutea APl (BuyyYeHHs
He3Ha4yHOro NokasHuka sKocCTi (Hanpukniag,
BW/TyYEHHS 3acTapifioro nokasHuka)) - BUNyYeHHs
i3 cneumdpikayii Ha A®| nokasHvka “Baxki meTanun»
- NpUBEAEHHS Y BIANOBIAHICTL A0 MOHOrpadii EP
169. | METPOHIAA30 | po3uuH Ans iHdysil [JouipHe YkpaiHa [ouipHe nignpnemctso YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiHiX maTtepianis: 3a UA/4555/01/01
n 0,5%, no 100 mny nignpveMCcTBO "®apmaTtpeiig” 3MiHW | TUMy - 3MiHK 3 AKOCTi. [OTOBWIA NlikapCbKunii peyenmom
KOHTeliHepi i3 "®apmatpeiig" 3aci6. CucTeMa KoHTeliHep/3aKynoptoBasibHUIA

nonisiHiixnopuay

3aci6 (iHwWi 3MmiHW)
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky

(nikapcbka chopma,

ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

abo 3 noninponineHy
B NNiBLi

CynyTHS 3miHa
- 3MiHM 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHM Y NpoLieci BUPOGHMLTBA
roTOBOrO /liKapCbKOro 3acoby, BKI0Yaumn
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCS NpY
BMPOGHULTBI FOTOBOTO NiKApPCLKOro 3acoby (iHLui
3MiHW) - BHECEHHS 3MiH 0 MaTepiasiB
peecTpaLiiHoro Aocbe, a came fofaBaHHA
3axucHoro 3acoby K31, sikuii He KOHTaKTye 3
nikapcbknM 3acobom, Mae hopmy KoBnavka 3
Haciukol Ta pebpamu XOPCTKOCTI ANA guikcavii Ha
rOp/I0BUHI KOHTelHepa A1 3a6e3neyeHHs
[0AaTKOBOTO 3axXMCTy MicusA repmeTu3aLii
KOHTeliHepa 3 noninponineHy Tuny BFS nig yac
36epiraHHa Ta/abo TpaHCNOPTYBaHHSA, 6e3 3MiHK
SKICHOTO Ta KiJIbKiCHOTO ckiiagy mMartepiany, Wwo
CMPUYNHAE NOCMIAOBHY 3MiHY Y Npoueci
BMPOGHULITBA rOTOBOTO J1iKapCbKOro 3acoby, a
camve, BBeJeHHs1 y TEXHOOTIUHY CXemy
BiAMOBIAHOT TEXHOMOTIYHOT onepavii, 3
BiANOBIAHMMU 3MiHaMK Y p. «YnakoBka» MKA /13

170.

METPOHIAA30
n

pO34MH ANs iHy3ii
0,5 % no 100 mny
nAsLIKax

MpusartHe
akuioHepHe
TOBapUCTBO

"Indpy3ia”

YkpaiHa

MpuBaTHe akLioHepHe
TOBapucTBO "IHy3ia"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis:
3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eteKTUBHOCTI
Ta chapmakoHarnsagy. 3mMiHu y KopoTkili
XapaKTepucTuLi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKL,iT 415 MeAnyHoro
3aCTOCYBaHHS reHepuUHMX/ribpuaHux/6ionodibHnx
niKapCcbKNx 3aco6iB Nicns BHECEHHSs Tiei camol
3MiHM Ha pethepeHTHWI npenaparT (3MiHa He
noTpebye Hafi@HHS XOLHUX HOBUX AOAATKOBMX
AaHnx) 3MiHM BHECEHO A0 po3AiniB "3a4aTHiCTb
BMNMBATY Ha LUBUAKICTb peakLii Npu kepyBaHHi
aBTOTPaAHCMOPTOM ab0 iHLWMMK MexaHi3amamun',
"Cnocib 3acTocyBaHHA Ta f031" (YTOYHEHHS Ta
[ONOBHEHHS iHdhopmalii), "AiTn" (3acTocoByBaTtu
AITAM 3 nepLumnx AHie xutTs), "MobiyHi peakuii”
BiAMNOBIAHO [0 OHOBJIEHOT iHGhopMaLi
pedepeHTHOro npenapaTty MeTpoHigason
B.BpayH, po3unH gns iHdysi, 500mr/100 mn (8
YKpaliHi He 3apeecTpoBaHuit).

3a
peyenmom

UA/11140/01/01

171.

ME®EHAMIHO
BA KUC/NNIOTA

MOPOLLOK
(cybeTaHuis) y
naketax
NonieTUIEHOBNX
onsa
chapmayeBTUYHOTO
3aCTOCyBaHHsI

AT "®apmak”

YkpaiHa

LLlaaHkci BaokciH
dapmactoTikan Ko., Nitg,

Kutaii

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHM | TUNY - AAMIHICTPaTVBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu 3asBHUKa
(BnacHvKa peecTpauiiHoro NoCBifYEHHS) - 3MiHa
HallMeHyBaHHS Ta afpecu 3asiBHUKa. BHeceHHs
3MiH o MKA N3

UA/15494/01/01

172.

MIKCTYPA

MOPOLUOK A/1si

TOB

YkpaiHa

MpAT "Bionik"

YKpaiHa

BHECEHHS 3MiH 0 peecTpauiiHMX maTepianis:

6e3

UA/16239/01/01




107

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
AUTAYA BIO opasibHOI CycneHsii, "YKpaiHcbka 3MiHW | TMNy - 3MiHK WoAo 6e3nekn/edheKTUBHOCTI peyenma
KALUIHO no 19,55ry thapmaueBTuy Ta hapmakoHarnsaay (iHwi 3mMiHW) - OHOBJIEHHS
thnakoHi; no 1 Ha KommnaHia" TEKCTY MapKyBaHHS yNakoBKM NikapCbkoro 3acoby
chnakoHy 3 3 BHECEHHAM iHdhopmaLii WoA0 3a3HaYeHHs
NOPOLLKOM Y nauti 3 OVHULIb BUMIpIOBaHHA y cucteMi Sl. BHeceHHs
KapToHy 3MiH Jo po3giny “MapkyBaHHs" MKA N13:
3anponoHoBaHo: MapkyBaHHs. 3rigHO
3aTBEPAKEHOIO TEKCTY MapKyBaHHSI.
173. | MIJIIKCON PO34MH A5 iH EKU,i, 3AT JInToBCcbKa XENN C.A. Mpeuis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/15309/01/01
15 mr/1,5 mn; no 1,5 «®apmnira» Pecny6nika 3MiHu | Tuny - 3miHn 3 sakocTi. CepTuddikat peyenmom

M/1 B amnynax; no 5
amnyn B KAPTOHHIN
nauui

BignosigHocTi/IE-cepTudikar BignosigHoCTi
€sponelicbkin hapmakonei/mMoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOro cepTudikaTa
BiANOBIAHOCTI ab0 BU/yYEHHS cepTudikaTa
BiANOBIAHOCTI E€Bponeiichbkili hapmakonei: gns
A®I; ons BUXiAHOTO
mMatepiany/peareHTy/npoMbKHOIo NPOAYKTY, WO
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[LOMOMIKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - HouiA cepTudpikart
Ha HecTepunbHuil ADI, skuii byae
BMKOPWCTOBYBaTMCA /719 BUPOGHMLTBA
CTepuIbHOrO Nikapcbkoro 3acoby, AKL0 Boja
BMKOPMCTOBYETLCA HA OCTaHHIX eTanax CUHTe3y Ta
marepian He BiflbHWi Bif, 6akTepiabHUX
€HOO0TOKCUHIB - NOAaHHSA HOBOTO cepTudikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei Ne RO-
CEP 2014-261-Rev 03 an1s fito4oi pe4oBuHN
Meloxicam Bif HoBOro Brpo6Huka SWATI
SPENTOSE PVT. LTD., Ingisa (3aTBEpAXEHO:
Cipla Ltd, Ingis; 3anponoHosaHo: Cipla Ltd, IHais,
SWATI SPENTOSE PVT. LTD., IHgis); 3MiHn |
Tuny - 3MiHn 3 akocTi. Ceptuddikat
BignoBigHocTi/lE-cepTudikat BigNoBigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOro cepTudikata
BiANOBIAHOCTI ab0 BUyYEHHSA cepTudikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; ansa BuxigHoro
matepiany/peareHTy/npomMiKHOro NMPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI APl; Ana
[0MNOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin dhapmakonei) - OHOBEHWIA
cepTudikaT Bif ye 3aTBepAKeHOro BUPoOHUKa -
noAaHHs OHOBMIEHOTO cepTudikaTa BifnoBiAHOCTI
€Bponeiicbkit hapmakonei Ne R1-CEP 2009-040-
Rev-03 (3atBepaxeHo: R1-CEP 2009-040-Rev-02)
018 gitoyoi peyosnHn Meloxicam Micronised Big
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

BXe 3aTBepmxeHoro BupobHuka CIPLA LIMITED,
IHAis; 3MiHM | TUNY - 3MiHK 3 AkocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponelicbkin hapmakonei/MoHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudikara
BIANOBIAHOCTI ab0 BU/TyYEHHS cepTudikaTa
BiANOBIAHOCTI EBponeiickbkili hapmakonei: gns
A®I; onsa BUXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BUKOPVCTOBYIOTbCS Y BUPOOHMLTBI ADI; ans
[0MOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWA
cepTudikaT Bif yxe 3aTBepXEHOro BUPOOHWMKA -
noJaHHA OHOB/IEHOro cepTudpikarta BiANoBiAHOCTI
€sponeiicbkiii hapmakonei Ne R1-CEP 2009-040-
Rev-04 gns gjtoyoi pevoBnHn Meloxicam
Micronised Big BXe 3aTBepXeHOoro BupobHuka
CIPLA LIMITED, IHgis

174.

MIPEHAKC®

kancynu Teepgi no
250 mr no 10 kancyn
y 6nicTepi, no 3 abo
10 6nicTepiB y
Kopobui

TOB "TeBa
YkpaiHa"

YkpaiHa

AT dapmaueBTUYHMI 3aBOS,

TEBA

YropwmHa

BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis:
3MiHa 3asiBHMKa (BnacHWKa peecTpaviiHoro
nocsigyeHHs) (3rigHo Hakady MO3 Big 23.07.2015
Ne460). 3MmiHu | Tuny - 3MiHN LWoAao
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnagy.
BBefeHHst abo 3MiHM [0 y3araslbHEHUX AaHWX NPO
cuctemy chapmakoHarnagy (BBegeHHs
y3arasibHeHUX JaHnX Npo cucTemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXXEeHOT 0cobum,
BiANOBIAA/IbHOI 32 34iiCHEHHS dhapmakoHarnsgy;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa
[ONA 34jiicHeHHs dhapmakoHarniagy B YKpaiHi, AKLLo
BOHa BiMiHHA BiJ, yNIOBHOBaXKEHOT 0Cc0o6Y,
BiANOBIAA/ILHOI 3a 34iiCHEHHA dapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI JaHi) Ta/abo 3miHn y
po3MiLLeHHi MacTep-ghaiina cuctemm
hapmakoHarnsgy). 3MiHa ynoBHOBaXKeHOT 0cobu
3asBHVIKa, BiANoBiAabHOI 3a thapmakoHarnsg,
[itoua pepakuis: Orit Stern-Maman. MNponoHoBaHa
pepakuis: buctposa OkcaHa BitaniiBHa. 3miHa
KOHTaKTHUX JaHnX YNOBHOBaXXEHOI 0cobu
3asiBHMKA, BignoBigasbHOI 3a dhapMakoHarnsg.

3a
peyenmom

UA/11519/01/01

175.

MYJIbTAK®

TabneTku, BKPUTI
060/10HKO0, M0 400
mr, Ne 60 (10x6): no
10 TabneTok y
6nictepi; no 6
6nicTepiB y
KapTOHHIl KopooLi

TOB "CaHodi-
ABeHTIC
Ykpaiva"

YkpaiHa

CAHO®I BIHTPOI
IHOACTPIA

PpaHuis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHW | Tuny - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnagy. BeegeHHst abo 3MiHu Ao
y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnsgy (BBeAeHHs y3araslbHeHNX faHux
npo cucTemy dhapmakoHarnsgy, amiHa
YNOBHOB&XEHOI 0CO6M, BignoBiganbHOI 3a
3fiiCHEHHS ddapMaKoHarns4y; KOHTaKTHOT 0cobu 3

3a
peyenmom

UA/10412/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

hapmakoHarnsgy 3asBHUKa 415 34iiCHEHHS
hapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOT 0cobw, BignoBifasbHOI 3a
3pificHeHHs chapmakoHarnsagy (Bkioyaryn
KOHTaKTHI fAaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
macTep-chaiina cuctemmn thapmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0CO6Y 3asABHYIKA,
BiANoBiAa/IbHOT 32 hapmakoHarnsag. [ivova
pepakuis: KnitwmH AHTOH MukonaiioBuy.
MponoHoBaHa pepakuis: XopakiBcbka TeTaHa
BauyecnasiBHa. 3MiHa KOHTaKTHWUX AaHUX
YMNOBHOBaXeHOT 0COOM 3as1BHMKA, BifnoBigaibHOT
3a thapmakoHarnag

176.

MYCKOMEQL

kancynu Teepai 4 mr
no 10 kancyny
6nicTepi, no 1 abo 2
6nictepu y
KapTOHHI Kopoobui

YOPA[,
MEAMLIVH
INAY CAH. BE
TIAK. A.LL.

TypeyunHa

YOPNL, MEAVLMH 1NAY
CAH. BE TIZK. A.LL.

TypeyuunHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TURY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta dpapmakoHarnsgy (iHwi 3miHn) OHOBEHHS
TEKCTy MapKyBaHHA yNakoBKW /likapCbKoro 3acoby
3 BHECEHHAM iHdhopmaLii WoA0 3a3HaYeHHs
OfVHULIb BUMIPIOBaHHA y cuctemi Sl. BHeceHHs
3MiH 0 po3gainy “MapkyBaHHa” MKSA /13”:
3arBepakeHo: MapkupoBka. TEKCT MapKMpoBKMY,
KOTOpbI NpunaraeTcs 3anponoHOBaHO:
MapkupoBka.

B cooTBETCTBUM C YTBEPXKAEHHBIM TEKCTOM
MapKk1poBKv TepMiH BBEAEHHS 3MiH NPOTArom 6
MicALiB Mic/a 3aTBEPAKEHHS.

3a
peyenmom

UA/16219/01/02

177.

MYCKOMEA

Kancynv Teepgi 8 mr
no 10 kancyny
6nictepi, no 1 a6o 2
6nictepn y
KapTOHHIlA KopoobLi

YOPN],
MEANLVH
INIAY CAH. BE
TIAK. A.LL.

TypeyunHa

YOPAA, MEAVLVH IAY
CAH. BE TIIK. A.LL.

TypeuunHa

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3MiHu | TURY - 3MiHN Wopao 6e3nekn/edieKTUBHOCTI
Ta (hapmakoHarnsgy (iHwi 3miHM) OHOB/IEHHS
TEKCTY MapKyBaHHS yNakoBKM NikapCbkoro 3acoby
3 BHECEHHAM iHGhopMaUiT LWoA0 3a3HAYeHHS
OAVHWLB BUMIPIOBaHHSA Y cuctemi Sl. BHeceHHs
3MiH 8o po3giny “MapkyBaHHs" MKHA N3
3arBepkeHo: MapkmpoBka. TEKCT MapKMpOBKH,
KOTOpbI NnpunaraeTcs 3anponoHOBaHO:
Mapkumposka.

B cooTBETCTBUM C YTBEPXKAEHHBLIM TEKCTOM
MapKMpoBK1 TepMiH BBEAEHHSA 3MiH NPOTAroM 6
MicsLIB MiCNsA 3aTBEPAKEHHS.

3a
peyernmom

UA/16219/01/01

178.

MYCKOMEQL

PO34MH ANA iH EKLi,
4 mMr/2 Mnno 2 mn B
amnyi; no 6 amnyn
B KOHTYPHili
YapyHKoBIl
ynakoBLi; no 1
KOHTYPHIi
YapyHKOoBIli ynakoBLi
B KQPTOHHIi1 Kopoou,i

YOPN[,
MEAMLIVH
INIAY CAH. BE
TIAK. AL

TypeyunHa

Medyap Inau CaH. A.LL.

TypeyuunHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHu | TUNY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnsgy (iHwi 3miHM) OHOB/IEHHS
TEKCTYy MapKyBaHHA yNakoBKW /ikapCbKoro 3acoby
3 BHECEHHAM iHdhopmaLii WoA0 3a3HaYeHHs
OfIMHULIb BUMIPIOBaHHSA y ucteMi Sl. BHeceHHs
3MiH 40 po3giny “MapkyBaHHa” MKA /13”:
3arBepkeHo: Mapkmposka. B cooTBeTCTBUM C
YTBEPXAEHHBIM TEKCTOM MapKUPOBKW, KOTOPbIV

3a
peyenmom

UA/14717/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

npunaraeTcs
3anponoHoBaHo: MapknpoBska. B cooTBeTcTBuM C
YTBEPXEHHbIM TEKCTOM MapKMpoBK/ TepMiH
BBE/EHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEPKEHHS.

179.

MYCKOMEA

Kpem, no 2,5 mr/r no
30 ry Ty6i, no 1 Ty6i
B KapTOHHIi Kopo6Lyi

YOPN],
MEAVLIVH
INIAY CAH. BE
TIDK. AL

TypeyunHa

3eHTiBa Carnvk YpyHnepi
CaH. Be Tigx. A.LL.,
TypeuunHa; YOPN],
MEANLMH INAY CAH. BE
TIOK. A.LL., TypeyunHa

TypeuunHa

BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis:
3MiHn | TURY - 3MiHN Wopao 6e3nekn/ed)eKTUBHOCTI
Ta (hapmakoHarnagy (iHwi 3miHM) OHOBJIEHHS
TEKCTY MapKyBaHHS yNakoBKM NikapCbkoro 3acoby
3 BHECEHHAM iHdhopMmaLii o0 3a3Ha4YeHHs
OOVHWLB BUMIPIOBaHHSA Y cuctemi Sl. BHeceHHs
3MiH 8o po3giny “MapkyBaHHs" MKA N3™:
3arBepmkeHo: MapkupoBka. B cooTBeTcTBUM C
YTBEPXKAEHHBIM TEKCTOM MapK/pPOBKM, KOTOPbIN
npunaraeTcs
3anponoHoBaHo: Mapk1poBka. B cooTBeTCTBUM C
yTBEPXAEHHLIM TEKCTOM MapK1poBKU TepMiH
BBE/EHHSA 3MiH MPOTAroM 6 Micauis nicns
3aTBEPKEHHS.

3a
peyermom

UA/16594/01/01

180.

HATPIIO
MIKOCYNb®AT

NOPOLLIOK
KpucTanivyHmi
(cy6eTaHuis) y
MiLLIKax 3
antoMiHieBoT oosbrn
ans
chapmaLeBTUYHOro
3acTocyBaHHs

rnn"MeAEO"

YkpaiHa

KPEATUB OPI'AHIKC
MPAUBIT NIMITEL,

IHAis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHu | TURY - AgMiIHICTPaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu Micua
NPOBaPKEHHS AiS/IbHOCTI BUPOBHUKA (BK/THOYaOUN,
3a HeobXigHOCTI, MicLie NPOBEAEHHS KOHTPOJTHO
SIKOCTi), ab0 BnacHvKa macTtep-chaiina Ha A®Il, abo
nocravanbHuka AP|/BUXigHOrO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
3aCTOCOBYHTbCA Y BUPO6HULTBI ADI (AKLLO
3a3HavYeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikara BifgnoBigHOCTI
€Bponelicbkiii hapmakonei y 3aTBepakKeHoMy
nocbe, abo BUPOOHUKA HOBOI L,ONOMIXHOT
PEUYOBUHM (SIKLLLO 3a3HAYEHO Y A0CbE) 3MiHA
HalilMeHyBaHHs Ta agpecu BUpo6Huka AdI
(Hatpito nikocynbdpar), 6e3 3miHM MicLs
BMPO6GHULITBA

UA/14523/01/01

181.

HEWPAKCVH®
B

pO34MH ANA iH ek
no 2 mn B amnyni,
no 5 amnyny
KOHTYPHIi
YapyHKOoBIli ynakoBLi
(niggoHi); no 1 abo
2, ab0 5 KOHTYpHMX
YapyHKOBUX
ynakoBOK (NigaoHiB)
y nauuii 3 KapToHy

AT "Kanuekc"

Natsis

XAT "T'piHgekc”, Nateis
(BMPOGHWK, AKWIA BifNoBifaE
3a KOHTPO/1b
cepii/Bunpo6yBaHHs); AT
"Kanuekc", Natsis
(BMPOGHWK, KMl BignoBigae
3a Bunyck cepir); X6M
®apwma c.p.o., CnosayyvHa
(Bci cTagji BUpOGHNYOro
npouecy, Kpim BUNYycKy cepii)

Narsis/
CnoBayunHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHn | TUNY - 3MiHK 3 sKocTi. CepTudikaT
BignoBigHocTi/IE-cepTudikart BignoBigHocTi
€Bponelicbkiin hapmakonei/MmoHorpadii. 3miHu,
noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHA Y
BigNOBigHICTL 40 MOHorpadii 4PY a6o
€Bponeiicbkoi hapmakonel, abo iHwoi
HauioHanbHOI hapmakonel gepxasu EC (3miHa y
crneundikayisix, nos'siaHa 3i 3MiHamu B dY, abo
€Bponeiicbkili hapmakonei, abo iHLwil
HauioHanbHin chapmakonei aepxasu €C) 3MiHW Y
cneumndikauii JligokaiHy rigpoxaopuay, NoB'sa3aHi 3i

3a
peyenmom

UA/16907/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1

3MiHamMu y EBpOMeiChKi hapmakonei: BUTy4YeHHs
rokasHMKa «Baxki MeTanu»; BUyUYeHHs1 BUHOCKU
3«BUKOPUCTOBYIOTLCA AaHi 3 cepTudikarty
noctavyasibH1ka abo BUPOBHMKa» Y NOKa3HUKY
«CynbaTtHa 301a». 3MiHu | Trny - 3MiHK 3 AKOCTI.
CeprtucpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBpONechbkili
thapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJ/IEHOrO cepTudikaTa BignosigHoOCTi abo
BW/TyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponeiicbkili hapmakonei: ans A®l; ons
BUXifHOro Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPVUCTOBYIOTLCS Y BUPOOHULTBI
A®I; oA nonoMiXkHOT pevyoBuHN (cepTudpikat
BifnoBigHOCTI €Bponelickkili hapmakonei) -
OHOBREeHW cepTudikaT Bif, y)xe 3aTBEpAXEHOro
BMpPOOHUKA - NOJaHHA OHOBJIEHOro cepTudikara
BiANOBIgHOCTI €Bponelickkili hapmakonei Ne R1-
CEP 2008-070-Rev 02 (3aTBepgxeHo: R1-CEP
2008-070-Rev 01) ana A®I LiaHoko6anamiHy
(BiTamiHy B12) Big, yxe 3aTBEpKEHOIO BUPOOHMKA
HEBEI YUXING BIO-ENGINEERING CO., LTD.,
KuTai, y Hacnifiok 3mMiH B ON1Ci METOAMKM
BM3HAYEHHS 3a/IMLLKOBUX PO3UYMHHUKIB. 3MiHM |
Tuny - 3MiHn 3 AkocTi. CepTuddikat
BignosigHocTi/l E-cepTudikar BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii. MogaHHsA
HOBOro abo OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI ab0 BUTyYEHHS cepTudikaTta
BifNoBigHOCTI €Bponelickkili hapmakonei: ans
A®l; ons BUXigHOTO
mMartepiany/peareHTy/nNPoOMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[LOMOMIKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBEHWIA
cepTudikaT Bif e 3aTBepKeHOro BUpoOHuMKa -
NnoAaHHs OHOBMIEHOTO cepTudikaTa BifnoBiAHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 1996-020-
Rev 07 (3aTBeppxeHo: R1-CEP 1996-020-Rev 06)
ana A®l NigokaiHy rigpoxnopuay Bif yxe
3aTBepakeHoro Bupo6Hnka MOEHS IBERICA
S.L., y Hacnifok BBefileHHs A0AaTKOBOT
BMPOGHMYOI ginbHuui MOEHS BCN, S.L. Poligono
Industrial Aquiberia, Zenc 12 Spain-08755
Castellbisbal, Barcelona; 3miHn y po3ginun
«YnakoBKka»; HafaHHs 3BiTy 3 OLHKV pU3NKIB
CTOCOBHO €/1EMEHTHMX AOMILLIOK.
3MiHu | TMNY - 3MiHK 3 sikocTi. CepTudikat
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

BignoBigHocTi/E-cepTudikat BigNoBiAHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOro cepTudikata
BiANOBIAHOCTI ab0 BUyYEHHSA cepTudikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®I; ansa BuxigHoro
matepiany/peareHTy/npomMKHOro MPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; Ans
[0MNOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakoner) - OHOBEHWIA
cepTudikaT Bif ye 3aTBepAXeHOro BUPoOHUKa -
noAiaHHA OHOB/IEHOTO cepTudikaTa BifnoBiAHOCTI
€Bponeiicbkint hapmakonei Ne R1-CEP 1996-020-
Rev 08 ana A®l NligokaiHy rigpoxnopuay Big yxe
3aTBepxeHoro BupobHnka MOEHS IBERICA
S.L., y Hacnigok 3miHu Ha3eu AdI 3 «Lidocaine
hydrochloride» Ha «Lidocaine hydrochloride
monohydrate» BiANOBIAHO A0 OHOBAEHOI
MOHorpadii €.

182.

HEKCABAP®

TabneTku, BKPUTI
NNiBKOBOO
o060n10HkKot0, No 200
Mr; o 28 TabneTok
y 6nicTepi; no 4
6nictepu y
KapTOHHI nauwi

Baiiep Al

HimeyunHa

Baiiep Al', HimeuunHa;
Baiiep Xenckep
ManydbakTypiHr C.P.J1.,
ITanis

Himeuunna/
ITanis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TURY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnagy (iHwi 3MiH1) 3MiHM BHECEHO
00 IHCTPYKUiT AN MeAMUYHOro 3acToCyBaHHS
NiKapcbKoro 3acoby A0 po3sainis "OcobanBoCTi
3acTocyBaHHsa" Ta "lNMo6iyHi peakuii” BigNoBigHO A0
pekomeHaauiii PRAC.
BBefeHHs1 3MiH NpoTArom 4-x MicauiB nicns
3aTBEPKEHHS.

3a
peyenmom

UA/7141/01/01

183.

HIKOPE/Ib®

Tabnetku no 10 mr,
no 10 TabneTtok y
6nicTepi, no 3 abo 6
6nictepis B
KapTOHHIW nayu,i

[Jekcenb
Papma
TexHonooxns
nTa.

13painb

BUNPOGYBaHHA KOHTPO/IIO
AKOCTI (MiKpoGionorivyHui
KOHTpONb): TOB IHCTUTYT
Xap4yoBoi Mikpob6iosorii Ta
CNOXWBYUX TOBApIB, I3painb
BUPOGHWLITBO, NaKyBaHHS,
BMNPOGYBaHHA KOHTPOJIIO
AKoCTi (i3nKO-XiMiYHWIA
KOHTPO/b) Ta BUIMYCK cepii:
[Oekcenb N14., I3pains

13painb

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MmiHu | TUnYy - 3miHK 3 aKocTi. A®l. Bupo6bHMLTBO.
3MiHu B npoLieci BUpo6HuLUTBa AdD| (He3HavHa
3MiHa y npoueci BupobHuLTea AdI)
BHeceHHs He3HauYHUX 3MiH y npoLiec BUpobHULTBA
A®I HikopaHaun, BupobHuka «Nivedita Chemicals
Pvt Ltd», Ta ik HacNifoOK OHOBMEHHA PO34iniB
DMF. 3ateBepmxeHo: DMF NO.: NCL/NICO/03,
Rev:00 Prepared on: 25.04.2016
3anponoHoBaHo:DMF NO.: NCL/NICO/01, Rev:02
Prepared on: 30.07.2020 3miHu | TvnYy - 3MiHu 3
AKocTi. CepTudikat BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBponeiichbkili
hapmakonei/MoHorpadii. 3mMiHW, NoB'A3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii 4dY abo €poneiicbkoi papmakoneri,
abo iHWOi HauioHas1bHOI dhapmakonei aepxasu E€C
(iHWi 3miHW) BHeceHHsA 3MiH go Cneuudikauii AdI
HiKOpaHau/, a came: BUTyYEHHS! BHYTPILLHLOIO
MeToay (anbTepHaTUBHOIO MeT0AYy) BU3HAYEHHS

3a
peyenmom

UA/17691/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
«CynpoBigHNX AOMILLOK»
184. | HIKOPE/b® Tabnetku no 20 mr, [Jekcenb 13painb BMNPO6YBaHHS KOHTPOSIO I13painb BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/17691/01/02
no 10 TabneTok y Papma AKOCTi (MiKpoGionoriYHui 3Mminu | TUny - 3miHn 3 aKocTi. A®l. BupobHuLTBO. peyenmom
6nicTepi, no 3 abo 6 TexHonoaxus KOHTpOb): TOB IHCTUTYT 3MmiHu B npoLieci BUpo6HuUTBa Ad| (He3HayHa
6nictepis B nra. Xap4yoBoi Mikpob6iosorii Ta 3MiHa y npoueci BupobHuutea Ad®I)
KapTOHHIW nayu,i CNOXW1BYUX TOBAPIB, I3painb BHeceHHs He3HaYHUX 3MiH Y npoLiec BUpobHULTBA
BMPOGHMLTBO, NaKyBaHHS, A®| HikopaHaun, BupobHuka «Nivedita Chemicals
BMNPOGYBaHHS KOHTPOSIO Pvt Ltd», Ta ik HAcNifOK OHOBMEHHA PO3AiNiB
AKocTi (hisnko-XimiuHmi DMF. 3ateBepmxeHo: DMF NO.: NCL/NICO/03,
KOHTPO/b) Ta BUMYCK Cepii: Rev:00 Prepared on: 25.04.2016
Hekcenb N114., I3pains 3anponoHoBaHo:DMF NO.: NCL/NICO/01, Rev:02
Prepared on: 30.07.2020 3miHu | Tvny - 3MiHu 3
skocTi. CepTudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiichbkili
hapmakonei/moHorpadii. 3mMiHW, NoB'a3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii AdY abo E€Bponeiicbkoi hapmakoneri,
abo iHWOi HauioHas1bHOI dhapmakonei aepxasn E€C
(iHWi 3MiHM) BHeceHHs 3MiH Ao Cneuudikauii Ad|
HiKOpaHau/, a came: BUTyYEHHS BHYTPILLHLOIO
mMeToay (anbTepHaTUBHOIO MEeTOAY) BU3HAYEHHS
«CynpoBigHNX AOMiLLOK»
185. | HITPOrPAHYN TabneTtku MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/7221/01/01
OHI MPOJIOHroBaHoI fji "TexHonor" 3MiHn | TURY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI peyenmom
no 2,9 mr, no 10 Ta papmakoHarnsagy (iHwi 3MiHA)OHOB/IEHHSA BXe
TabneTok y 3aTBEPAKEHOr0 TEKCTY MapKyBaHHSA A151 yNakoBKM
6nictepax; no 10 in bulk: no 6000 Ta6neToK y KOHTeHepax Ta no
TabneTok y 6nictepi; 3000 TabneTok y KoHTeliHepax (BHECEHHS
no 5 6nictepis y no3HayeHb OAUHULL BUMIPIOBAHHS, 3
nauuj 3 KapToHy; No BMKOPUCTaHHSAM fliTep NaTUHCbKOro andasiTty );
50 TabneTtok y BHECEeHHS 3MiH [0 po3ainy “MapkyBaHHA” MKA /13:
KOHTeliHepi; no 1
KOHTeHepy y nauui 3arBepmkeHo: Po3ain «MapkyBaHHs». BignosigHo
3 KapPTOHY [0 3aTBEPAKEHOr0 TEKCTY, L0 A0AAETHCS.
3anponoHoBaHo:
Po3gin «MapkyBaHHS». 3rigHO 3aTBEPAKEHOIO
TeKCTy MapkyBaHHA. [ns nikapcbkoro 3acoby y
chopwmi in bulk:
3rifHO 3aTBEPAKEHOrO TEKCTY MapKyBaHHS, Lo
[oaaeTbes. 3MiHN BHECEHI B TEKCT MapKyBaHHS
yNakoBKM iKapCbKOro 3acoby LLof0 3a3HaYeHHs
OAVHWLb BMMIPIOBaHHS Y cuctemi Sl. BBegeHHs
3MiH MPOTAroM 6-TV MicAUIB NiCM1A 3aTBEPMAKEHHS.
186. | HITPOrPAHYN TabneTkun MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHSA 3MiH [0 peecTpaliiiHux maTepianis: 3a UA/7221/01/02
OHr NPOIOHTOBaHOI Aji "TexHonor" 3MiHn | TUny - 3MiHK Wo[o0 6e3nekn/edPeKTUBHOCTI peyenmom

no 5,2 mr, no 10
Tabnetok y
6nictepax; no 10

Ta hapmakoHarnsaay (iHwWi 3MiHA)OHOB/IEHHSA BXe
3aTBEPAKEHOr0 TEKCTY MapKyBaHHA A/151 yNakoBKM
in bulk: no 6000 Ta61eTOK Y KOHTEHepax Ta no
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OHI

MPOJIOHroBaHoI fji
no 2,9 wmr, in bulk :
no 6000 TabneTok y
KOHTeliHepax

3aTBEPAKEHOr0 TEKCTY MapKyBaHHSA A/151 yNakoBKu
in bulk: no 6000 TabneToK y KOHTeHepax Ta no
3000 TabneTok y KoHTeliHepax (BHECEHHS
no3HaYeHb OAVHWLb BUMIPIOBAHHS, 3
BMKOPUCTaHHSAM fliTep NaTUHCbKOro andasiTty );
BHECEeHHS 3MiH [0 po3ainy “MapkyBaHHA” MKA /13:

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
TabneTok y 6nictepi; 3000 TabneTok y KoHTeliHepax (BHECEHHS
no 5 6nictepiB y no3HayeHb OAUHULL BUMIPIOBAHHS, 3
nauuj 3 KapToHy; No BMKOPUCTaHHSAM fliTep NaTUHCbKOro andasiTy );
50 TabneTtok y BHECEHHS 3MiH 40 po3ainy “MapkyBaHHs" MKA N3:
KOHTeliHepi; no 1
KOHTelHepy y nau 3arBepmkeHo: Po3ain «MapkyBaHHsA». BignosigHo
3 KapPTOHY [0 3aTBEPAKEHOrO TEKCTY, L0 A0AAETHCS.
3anponoHoBaHo:
Po3pin «MapkyBaHHs». 3rigHO 3aTBEPLKEHOIO
TEKCTy MapkyBaHHA. [15 nikapcbkoro 3acoby y
chopmi in bulk:
3rifHO 3aTBEPAKEHOrO TEKCTY MapKyBaHHS, Lo
[0[a€ETbCA. 3MiHN BHECEHI B TEKCT MapKyBaHHS
yNakoBKM iKapCbKOro 3acoby o0 3a3HaYeHHs
OAVHWLb BUMIPIOBaHHSA Y cuctemi Sl. BBegeHHA
3MiH NPOTSArom 6-TW MiICALIB NiC/1A 3aTBEPAKEHHS.
187. | HITPOrPAHYN TabneTtku MpAT Ykpaina MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: - UA/13121/01/02
OHI NPOIOHTOBaHOI Aji "TexHonor" 3MiHu | TMny - 3MiHK Woao 6e3nekn/etPeKTUBHOCTI
no 5,2 mr, in bulk : Ta chapmakoHarnsgy (iHwi 3MiHM)OHOBIEHHS BXe
no 3000 Tabnetok y 3aTBEpPAXEHOro TEKCTY MapKyBaHHA A/19 YNakoBKN
KOHTeliHepax in bulk: no 6000 TabneToK y KOHTeNHepax Ta no
3000 TabneToK y KoHTeliHepax (BHECEHHS
no3HavyeHb OAVHWLb BUMIPIOBAHHS, 3
BMKOPUCTaHHAM JliTep NaTUHCbKOro andasiTy );
BHECEHHS 3MiH 40 po3ainy “MapkyBaHHsA" MKA N13:
3arBepmkeHo: Po3ain «MapkyBaHHs». BignosigHo
[0 3aTBEPAKEHOr0 TEKCTY, L0 A0AAETHCS.
3anponoHoBaHo:
Po3pin «MapkyBaHHs». 3rigHO 3aTBEPAKEHOIO
TEKCTy MapKyBaHHA. [15 nikapcbkoro 3acoby y
chopmi in bulk:
3rifHO 3aTBEPAKEHOrO TEKCTY MapKyBaHHS, Lo
[0Aa€ETbCA. 3MiHM BHECEHI B TEKCT MapKyBaHHS
yNakoBKM iKapCbKOro 3acoby o0 3a3HaYeHHs
OAVHWLb BUMIPIOBaHHSA Y cuctemi Sl. BBegeHHs
3MiH NPOTArom 6-TW MiCALIB NiC/1A 3aTBEPAKEHHS.
188. | HITPOrPAHYN TabneTtku MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: - UA/13121/01/01
"TexHonor" 3MiHn | TURY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta papmakoHarnsagy (iHwi 3MiHA)OHOB/IEHHSA BXe

3arBepmkeHo: Po3gin «MapkyBaHHsA». BignosigHO
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n/n

Hassa
JliKapcbK0O20

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

3acoby

[0 3aTBEPKEHOr0 TEKCTY, L0 AOAAETHCS.
3anponoHoBaHo:

Po3pin «MapkyBaHHs». 3rigHO 3aTBEPLKEHOIO
TEKCTy MapkyBaHHsA. [n5 nikapcbkoro 3acoby y
chopmi in bulk:
3rigHO 3aTBEPLKEHOr0 TEKCTY MapKyBaHHS, L0
[0[a€ETbCA. 3MiHM BHECEHI B TEKCT MapKyBaHHS
yNakoBKM iKapCbKOro 3acoby o0 3a3HaYeHHs
OAVHWLb BUMIPIOBaHHSA Y cucTemi Sl. BBegeHHA
3MiH NPOTSArom 6-TW MiICALIB NiC/1A 3aTBEPAKEHHS.

189.

HIPEAWMNIH

TabneTku, BKPUTI
060n0HkKot0, Mo 10
mr; no 10 Tabnetok
y 6nicTepi; no 5
6nicTepiB y nayui 3
KapToHY

MpAT
"TexHonor"

YkpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TURY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnsagy (iHwi 3MiHM) OHOB/IEHHS BXe
3aTBEPAKEHOrO TEKCTY MapKyBaHHA A15 yNakoBKu

in bulk nikapcbkoro 3acoby, a came 3a3Ha4YeHHst
MDKHapPOAHUX NO3HAYeHb OAVHML BUMIPIOBaHHS 3

BMKOPUCTAHHAM J1iTep NaTUHCLKOro andasity;
BHECEHHS 3MiH A0 po3giny "MapkyBaHHs" MKA N13:
3aTtBeppkeHo: Po3ain «MapkyBaHHs». BignoigHo

[0 3aTBEPAKEHOr0 TEKCTY, L0 AOAAETHCS.
3anponoHoBaHo: Po3ain «MapkyBaHHs». 3rigHo
3aTBEPLKEHOr0 TEKCTY MapKyBaHHs. [Ans
nikapcbKoro 3acoby y hopmi in bulk: Tekct
MapKyBaHHS 00AA€ETbCA. OHOBMEHHS TEKCTY
MapKyBaHHSA YNakoBKW Nikapcbkoro 3acoby 3
BHECEHHSAM iHhopMaLii LWoA0 3a3HaueHHs
OAMHULb BUMIpIOBaHHSA y cuctemi Sl. TepmiH
BBEJEHHS 3MiH - NpoTArom 6 micAuis nicns
3aTBEPKEHHS.

3a
peyenmom

3a

UA/8603/01/01

UA/8603/01/02

190.

HI®PEANNIH

TabneTkn, BKPUTI
060/10HKOH0, M0 20
Mmr; no 10 TabneTtok
y 6nicTepi; no 5
6nicTepiB y navuj 3
KapToHY

MpAT
"TexHonor"

Ykpaina

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3MiHn | TUNY - 3MiHK Wopao 6e3nekn/edieKTUBHOCTI
Ta thapmakoHarnsgy (iHwi 3miHM) BHeceHHs1 3MiH
00 po3giny "MapkyBaHHs" MKSA J/13: 3aTtBepaKeHo:
Po3gin «MapkyBaHHs». BignosigHo no
3aTBEPAKEHOIO TEKCTY, WO AOAAETHCS.
3anponoHoBaHo: Po3gin «MapkyBaHHs». 3rigHo
3aTBEPKEHOr0 TEKCTY MapKyBaHHS. OHOBMEHHS
TEKCTYy MapKyBaHHA yNakoBKW NikapCbKoro 3acoby
3 BHECEHHAM iHdhopmaLii WoA0 3a3HaYeHHs
OAMHWLb BUMIPIOBaHHSA Y cuctemi Sl. TepmiH
BBEJEHHS 3MiH - NPOTAroM 6 MicALiB nicns
3aTBEPKEHHS.

peyernmom

UA/13106/01/01

191.

HIPEANNIH

TabneTku, BKpUTI
060/10HKO0, MO 10
mr; in bulk: no 15000
Tabnetok y
nnacTMacoBux

KOHTeliHepax

MpAT
"TexHonor"

YkpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHn | TUNY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy (iHwi 3MiHM) OHOBJ/IEHHS BXeE
3aTBEPXEHOr0 TEKCTY MapKyBaHHS A/151 yNakoBKM

in bulk nikapcbkoro 3acoby, a came 3a3HayeHHs

MiXXHapPOAHKX MNO3HAYEHb OAMHMLL BUMIPIOBAHHS 3
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

BMKOPWCTaHHSM JliTep NaTUHCHKOro andasiTy;
BHECEHHS 3MiH [0 po3ainy "MapkyBaHHA" MKA N13:
3arBepmkeHo: Po3ain «MapkyBaHHs». BignosigHo

[0 3aTBEPKEHOrO TEKCTY, L0 AOAAETHCS.
3anponoHoBaHo: Po3ain «MapkyBaHHs». 3rifHO
3aTBEPLKEHOr0 TEKCTY MapKyBaHHs. [ns
nikapcbKoro 3acoby y dopmi in bulk: Tekct
MapKyBaHHS A0AAETbCSA. OHOBEHHS TEKCTY
MapKyBaHHS yNakoBKUN MiKapCbKoro 3acoby 3
BHECEHHSAM iHchopmalLii LWoA0 3a3HaYeHHs
OAMHWLb BUMIPIOBaHHSA Y cuctemi Sl. TepmiH
BBE/IEHHS 3MiH - NPOTArom 6 micsuiB nicns
3aTBEPKEHHS.

192.

HOBOCEBEH®

MOPOLLIOK
niogpinisoBaHunii Ans
NPUroTyBaHHsA
pO34nHY ANs iH'eKUl
no 5 mr (250 KMO) 1
CKNSIHWIA h1akoH 3
nioginizoBaHnM
NOPOLLKOM Y
KOMMNekTi 3 1
nonepegHLo
3arnoBHEHUM
LUNPULIOM, SIKUIA
MICTUTb 5 MN
PO34MHHMKA
(rictTuguH, Boga ons
iH'EKLji1), LUTOKOM
NOPLUHSA,
nepexigHWKom ans
hnakoHa B
iHaMBIAyanbHil
ynakoBLji y
KapTOHHIlA KOpooLi

A/T HoBo
Hopgaick

[JaHis

A/T Hoso Hopgaick, AaHis
(Bupo6HukK gitoyoi
PeyoBWHM, FOTOBOTO
NPOAYKTY Ta BUPOGHMUK,
BiANOBIAA/IbHNI 3a BUMYCK
cepii roToBOro NpoaykTy);
A/T Hoso Hopgick, faHis
(AinbHMUSA BUPOOHNLTBA, HA
AKili NPOBOAUTLCSA
BMPOOHULITBO
Hepo3dacoBaHoro
npoaykTy, inbTpyBaHHS,
HanoBHEHHSA Ta nioginisauis
nopotuky); A/T Hoso
Hopgaick, Qania (dinbHuus
BMPOGHULITBA, Ha sAKili
NPOBOANTLCSA BTOPUHHE
nakyBaHHS roTOBOro
npoaykty); A/T HoBo
Hopgaick, JaHis (QinbH1us
BMPOGHULITBA, Ha AKili
NPOBOANTLCSA BTOPVHHE
nakyBaHHS! TOTOBOrO
npoaykty); A/T Hoso
Hopgaick, AaHis (QinbH1us
BMPOOHULITBA, Ha AKil
nNpoBOANTBLCA
KOHTPO/1b/BUNPOBYBaHHA
cepii roTOBOr0 NPOAYKTY);
AJ/T Hoso Hopgick, JaHis
(QinbHWULA BUPOBHULTBA, Ha
AKili NPOBOANTBLCA
KOHTPO/b/BMNPOGYBaHHS
cepii roToBOro NPOAYKTY);
BeTtTep dapma-depTiryHr

[Oanis/
HimeuunHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn |l TUny - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbkunit
3aci6. 3MiHM y BUpobHULTBI. 3amiHa abo
BBEJEHHS 404AaTKOBOI AifIbHULi BUPOOHMLUTBA AN
4yacTuHM abo BCbOro BUPOBHNYOro npotecy
rOTOBOrO JlikapCbKoro 3acoby (AinbHUUSA, Ha SKii
npoBOAATLCA ByAb-AKi BUPOOHUUI cTagil, 3a
BMHATKOM BWMYCKY Cepiii, NPOBEAEHHS KOHTPO/IHO
AKOCTi Ta BTOPUHHOTO NakyBaHHSA, A1 NiKapCbKnX
3aco06iB 6i0/10r4HOro/iMyHOI0TIYHOIO NOXOXKEHHS
a60 nikapcbknx hOpM KOMMEKCHOro (CKNagHoro)
BMPOGHMYOro npouecy) JoaasaHHs BUPOGHMKa
A/T Hoeo Hopgaick / XaregopHcseii 1, IK-2820
FeHTodpTe, AaHis/ Novo Nordisk A/S ,
Hagedornsvej 1, DK-2880 Gentofte, Denmark, 3
HaCTYNHMMMW BUPOOHUYMMU CDYHKLAMK: "OinbHUUSA
BMPOGHMLTBA, Ha SKili NPOBOAUTLCS BUPOOHULITBO
Hepo3dacoBaHOro NPoAyKTy, ibTPyBaHHS,
HanoBHEHHS Ta niodinizauis NopoLLKy".
3anponoHoBaHO BUNPaB/IEHHS 4PYKapCbKOi
MOMWJIK/ B NOLUTOBOMY KOAi AaHOro BUPOOHNKa,
Lo 6yB 3apeecTpoBaHuii i3 iHLLIMMY BUPOGHUUUMU
dyHKuUiamu (3aTBepmxeHo: 1K-2880,
3anponoHoBaHo: [1K-2820).

3a
peyenmom

UA/5178/01/04
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

'v6X yHa Ko. KT,
HimeuuunHa (ginbHuLA
BMPOGHMLITBA, Ha AKii

nNpoBOANTBLCA
KOHTPO/b/BUNPOGYBaHHA
PO34MHHMKA Y NonepeaHLO
HanoBHEHOMY LUNpULi);
BeTtTep ®apma-depTiryHr

'M6X yHa Ko. KT,
HimeuunHa (QinbHuus
BMPOGHULITBA, Ha AKili

npoBOANTbLCA
KOHTPO/b/BMNPOGYBaHHS
PO34MHHMKA Y NonepeaHbLO
HanoBHEHOMY LLNPULL);
BeTtTtep dapma-depTiryHr
m6X yHa Ko. KT,
HimeuumHa (ginbHuuA
BMPOGHULITBA, Ha AKil
nponoBANTLCA
KOHTPONb/BUNPOGYBaHHSA
PO3YMHHMKA Y NonepeaHb0
HanoBHEHOMY LUNPUL);
BetTtep dapma-depTiryHr
'v6X yHa Ko. KT,
HimeyuunHa (JinbHUUA, Ha
AKi NpoBOANTLCA
BUrOTOBJIEHHA PO3YMHHUKA Y
nonepegHbO HarNoBHEHOMY
LUNpuLi Ta Aoro nepBuHHe
nakyBaHHs)

193.

HOBOCEBEH®

MOPOLLIOK
niogpinisoBaHunii Ans
NPUroTyBaHHs
pO34nHY AN5 iH'EKUl
no 2 mr (100 KMO) 1
CKNSIHWIA h1akoH 3
nioginizoBaHnM
NOPOLLKOM Y
KOMMNekTi 3 1
nonepegHLo
3arnoBHEHUM
LUNPULIOM, SIKUIA
MICTUTb 2 M/
PO34MHHMKA
(rictTuguH, Boga ons
iH'EKLji1), LUTOKOM
NOpLUHSA,

A/T HoBo
Hopgaick

[JaHis

A/T Hoso Hopgick, faHis
(Bupo6HukK gitoyoi
PEeyoBUHM, FOTOBOTO
NPOAYKTY Ta BUPOGHMUK,
BiANOBIAA/IbHNI 3a BUMYCK
cepii roToBOro NpoaykTy);
A/T Hoso Hopgick, faHis
(AinbHMUSA BUPOOHMLTBA, HA
AKili NPOBOAUTLCSA
BMPOOHULITBO
Hepo3g)acoBaHOro
npoaykTy, inbTpyBaHHS,
HanoBHEHHSA Ta nioginisauis
nopotuky); A/T Hoso
Hopgaick, Qania (dinbHuus
BMPOGHULITBA, Ha sAKili
NpoBOANTLCSA BUPOBHNLTBO

[Oanis/
HimeuunHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHY Il TNy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbknit
3aci6. 3MiHM y BUpobHULTBI. 3amiHa abo
BBEJEHHS 404AaTKOBOI AifIbHULi BUPOOHMLUTBA AN
4yacTuHM abo BCbOro BUPOBHNYOro npotecy
rOTOBOrO JlikapCbKOro 3acoby (ZinbHUUSA, Ha SKii
npoBOAATLCA ByAb-AKi BUPOOHUUI cTagil, 3a
BMHATKOM BWMYCKY Cepiii, NPOBEAEHHS KOHTPO/IHO
AKOCTI Ta BTOPUHHOTO NakyBaHHSA, A1 NiKapCbKnX
3aco06iB 6i0/10r4HOro/iMyHOI0TIYHOIO NOXOXKEHHS
a60 nikapcbknx hopM KOMMEKCHOro (CKNagHoro)
BMPO6GHMYOro npouecy) - JlogaBaHHs BUPOGHMKa
A/T Hoeo Hopgaick / XaregopHcseii 1, IK-2820
FeHTodpTe, AaHis/ Novo Nordisk A/S ,
Hagedornsvej 1, DK-2880 Gentofte, Denmark, 3
HaCTYNHMMMW BUPOOHUYMMU CDYHKLAMK: "OinbHUUSA
BMPOGHMLTBA, Ha SKii NPOBOANTLCS BUPOOHULITBO

3a
peyenmom

UA/5178/01/05
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
nepexigHKom Ans Hepo3dacoBaHoro Hepo3dacoBaHOro NPoAyKTy, ibTPyBaHHS,
hnakoHa B NpoAyKTY, iNbTPyBaHHS, HanoBHEHHS Ta niodinizayis NopoLLKy".
iHaMBIAYaNbHI HanoBHEHHS Ta nioginizavis 3anponoHoBaHo BUNPaB/IEHHS 4PYKapCbKOT
ynakoBLi y nopoLuky); A/IT Hoso MOMWJIK/ B MOLUTOBOMY KO AaHOro BUPOOHYKa,

KapTOHHilA KopooLi

Hopgaick, AaHis (dinbH1us
BMPOGHMLITBA, Ha AKii
NPOBOANTLCA BTOPVHHE
nakyBaHHS F0TOBOro
npoaykty); A/T Hoso
Hopgaick, Qania (dinbHuus
BMPOGHULITBA, Ha AKili
NPOBOANTLCSA BTOPUHHE
nakyBaHHS roTOBOro
npoaykty); A/IT HoBo
Hopgaick, JaHis (dinbHuus
BMPOGHULITBA, Ha AKil
npoBOANTbLCA
KOHTPO/b/BUNPOBYBaHHSA
cepii roToBOro NpoaykTy);
A/T Hoso Hopgaick, faHis
(AinbHUUA BUPOBGHMLTBA, Ha
AKili MPOBOAUTBLCSA
KOHTPO/1b/BUNPOBYBaHHSA
cepii roToBOro NpoAykTy);
BeTtTtep dapma-depTiryHr
vM6X yHa Ko. KT,
HimeuunHa ([inbHuus
BMPOGHULITBA Ha AKili
npoBOANTbLCA
KOHTPO/b/BUNPOBYBaHHSA
PO3YMHHMKA Y NonepeaHbo
HanoBHEHOMY LUNPUL);
BeTtTep dapma-depTiryHr
'v6X yHa Ko. KT,
HimeuunHa (QinbHWUA
BUPOGHMLITBA Ha AKilA
NpoBOANTBLCA
KOHTPO/1b/BUNPOBYBAHHSA
PO34YMHHKKA Yy nonepeiHbo
HanoBHEHOMY LUNpULi);
BeTtTep dapma-depTiryHr
'M6X yHa Ko. KT,
HimeuunHa (QinbHuus
BMPOGHULITBA, Ha AKili
npoBOANTbLCA
KOHTPO/b/BUNPOBYBaHHSA
PO34MHHMKA Y NonepeaHbO
HanoBHEHOMY LLUNpULL);

Lo 6yB 3apeecTpoBaHuii i3 iHLLIMMY BUPOGHUUMMU
dyHKUiamu (3aTBepmxeHo: K-2880,
3anponoHoBaHo: [1K-2820)
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

BeTtTtep dapma-depTiryHr
v6X yHa Ko. KT,
HimeuumnHa (OinbHnus, Ha
AKili TPOBOAUTBLCSA
BUrOTOBJIEHHA PO3UMHHUKA Y
nonepeaHbO HaNoBHEHOMY
LINpuLi Ta 1Aoro NepBuUHHE
nakyBaHHs)

194.

HOPBACK®

Tabnetkv no 5 mr;
no 10 Tabnetok y
6nictepi; no 3 abo
no 6 6nictepis y
KapTOHHIA ynakoBsL,i

AngxoH HOC 1
nnc
KopnopeiLuH

CWA

Brpo6Huk, BignosiganbHui
3a BUPOGHMLITBO Npenapary
in bulk, nakyBaHHs,
KOHTPO/Ib SIKOCTi Ta BUMYCK
cepii:

P-®apm OxepmaHi F'M6X,
HimeuunHa,;
Brpo6HWK, BigNOBiga bHNI
3a NakyBaHHS, KOHTPO/b
AKOCTI Ta BUNYCK cepil:
Mdpaiizep MeHoekvypyHr
[Loiunena MrmoéxX,
HimeuunHa,;
Brpo6HuK, BigNOBigabHNI
3a BUPOGHMLITBO Npenapary
in bulk, KOHTPONb SIKOCTI:
Mdpaiizep ®apmactoTikan3
JNC, CWA

Himeyunna/
CWA

BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis:
3MiHa 3asBHYMKa (BNacHWKa peecTpaviiHoro
noceifyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015
Ne 460): BBefeHHst 3MiH NpoTArom 9-Tn MicAUIB
nicnsa 3aTBepmkeHHs. 3MiHu | Tuny - 3miHK Wwoao
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnagy.
BBefeHHst abo 3MiHM [0 y3araslbHEHUX AaHNX NPO
cuctemy chapmakoHarnagy (BBegeHHs
y3arasibHeHUX JaHnX Npo cucTemy
hapmakoHarnagy, 3MiHa ynoBHOBaXXeHOT 0cobm,
BiANOBIAA/IbHOI 3a 34iiCHEHHS dhapmakoHarnsgy;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa
[ONA 34jiicHeHHs dhapmakoHarniagy B YKpaiHi, AKLLo
BOHa BiMiHHA BiJ, yNOBHOBaXKEHOT 0CO6Y,
BiANOBIAA/ILHOI 3a 34iiCHEHHA dapmakoHarnsgy
(BKNHOYAKOUM KOHTAKTHI JaHi) Ta/abo 3miHn y
po3MiLLeHHi MacTep-ghaiina cuctemm
thapmakoHarnsgy) 3MiHa ynoBHOBaXKeHOI 0cobu
3a8BHWKa, BiANOBIAA/LHOI 3@ 34iiCHEHHS
thapmakoHarnagy: fitoua pefakuis: paHcyasa
[Oywma-CinnaH/ Francoise Dumas-Sillan.
MponoHoBaHa pepakuis: Bapbapa [le BepHapgai/
Barbara De Bernardi.
3MiHa KOHTaKTHUX faHUX YNOBHOBaXEHOT 0cobun
3a8BHWKA, BiANOBIAA/ILHOI 38 34iiCHEHHS
dhapmakoHarnsgy.

3a
peyermom

UA/5681/01/01

195.

HOPBACK®

Tabnetku no 10 mr;
no 10 TabneTtok y
6nicTepi; no 3 abo
no 6 6nictepis y
KapTOHHI ynakosL,i

AngxoH HOC 1
nnc
KopnopeiLuH

CLWA

Brpo6HWK, BignoBiganbHNi
3a BMPOGHMLITBO Npenapary
in bulk, nakyBaHHs,
KOHTPO/b SKOCTi Ta BUNYCK
cepii:

P-dapm Dxepmani MTM6X,
HimeuunHa,;
Brpo6HuK, BignoBiganbHui
3a NakyBaHHS, KOHTPO/b
SAKOCTi Ta BUMYCK cepii:
Mdpaiizep MeHoekuypuHr
[Loitunena rv6X,
HimeuunHa,;
Brpo6HuK, BiANOBiAabHNI

Himeuunna/
CLIA

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHa 3asiBHMKa (BNacHMKa peecTpauinHoro
noceifyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015
Ne 460): BBeeHHSI 3MiH NPOTAroM 9-Tu MicALiB
nicnsa 3aTBepmkeHHs. 3MiHu | Tuny - 3miHK Wwoao
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
BBeeHHs1 a60 3MiHM A0 y3arasibHeHUX JaHuX Npo
cucTemy thapmakoHarnsgy (BBefeHHs
y3araslbHeHUX JaHnx npo cucTemy
thapmakoHarnagy, 3MiHa ynoBHOBaXXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A dapmakoHarnagy;
KOHTaKTHOI 0CcO6M 3 thapMakoHarnsgy 3asBHUKa
[ANA 3iiCHEeHHs dhapMakoHarnsay B YKpaiHi, AKLLo
BOHa BiJMiHHA Bif YNOBHOBaXKEHOI 0cobw,

3a
peyenmom

UA/5681/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

3a BUPOGHMLITBO Npenapary
in bulk, KOHTPO/b AKOCTI:
Mdpaiizep PapmactoTikana
NNC, CWA

BiANOBIAA/IbHOI 32 34iiCHEHH:A hapmakoHarnsagy
(BK/THOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-chaiina cuctemm
thapmakoHarnsgy) 3miHa ynoBHOBaXeHOi 0cobu
3asBHWKa, BiANOBIAA/LHOI 32 34iiCHEHHS
hapmakoHarnagy: fivova pefakuis: ®pancyasa
[Oywma-Cinnan/ Francoise Dumas-Sillan.
MponoHoBaHa pepakuisi: bapbapa [e BepHappai/
Barbara De Bernardi.
3MiHa KOHTaKTHMX AaH1X YNOBHOBaXKEHOT 0CO6U
3asBHWKa, BiANOBIAALHOI 32 34iiCHEHHS
hapmakoHarnagy.

196.

HOPMASE

cupon, 10 r/15 mn
no 200 mny
donakoHi; no 1
chnakoHy pasom 3
MEH3YpKOI0 B
KapTOHHI Kopoobui

. MonTeHi i K.
nei dparenni
AnitTi Cocieta
ni Esepuuuio
C.n.A.

ITanis

B1pO6GHMLTBO 3a NOBHUM
uukniom: J1. MonteHi i K. gei
®.nni Anitti CocieTa gi
E3zepunuio C.n.A., ITanis;
Bypo6bHMLTBO iH 6ank,
nepBUHHE Ta BTOPYHHE
naKyBaHHs, KOHTPO/Ib cepii:
®peseHiyc Kabi ABcTpis
M6X, ABCTpis

ITania/
ABCTpist

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis:
3MiHU | TUny - 3MiHK 3 AKOCTi. FOTOBWIA NliKapCbKuii
3aci6. KOHTposib roTOBOrO NikapCbKoro 3acoby.
3MmiHa y meTogax BunpobyBaHHsA roTOBOroO
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPAKEHUX MeToAax BUNpPobyBaHHS) -
He3HauHi 3MiHM Ao MeToAiB kKoHTposto 113 3a
nokasHukamu «KinbkicHe BU3Ha4Y€HHS» (BHECEHO
acumeTpia nikis ? 0,6 -?2,0), wo
BUKOPVCTOBYETLCA /151 BUSHAYEHHS BMICTY
NakTyno3u ta Nnpodio AOMILLOK; 3MiHW | Tuny -
3MiHuM 3 SIKOCTi. [O0TOBWMIA Nikapcbknii 3aci6.
KoHTposib rotoBoro siikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo fonycTUMmx
MEX roTOBOrO /liKapCbKOro 3acoby (4ONOBHEHHS
cneumdikauii HOBUM NMOKa3HWKOM 3 BifMNOBiAHUM
MEeTOA0M BUNPOBYBaHHS) - NPUBEAEHHS
cneumdikauii M3 3a nokasHUkom «CynpoBigHi
[OMILLKW» BignoBigHO A0 MoHorpadiii EP
Lactulose, Liquid; 3miHun | TURNY - 3MiHKX 3 AKOCTI.
[oTOBWI Nnikapcbkumit 3aci6. KOHTPOb rOTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikaLini Ta/abo foNyCTUMUX MEX FOTOBOTO
nNikapcbKoro 3acoby (iHLWi 3MiHM) - 3MiHa
napameTpiB cneuudikauii /13 3a NnokasH1KOM
«CepepgHili 06'eM»; 3MiHM | TUMY - 3MiHM 3 AKOCTI.
[oTOBWI Nikapcbkmit 3aci6. KOHTPOb rOTOBOrO
nikapcbkoro 3acoby. 3miHa y meTogax
BUNPOBYBaHHS rOTOBOrO NiKapCbKoro 3acoby
(He3HauHa 3MiHa y 3aTBEpPAKEHUX MeTOo4ax
BMNPO6YBaHHS) - He3Ha4YHa 3MiHa 3aTBEPAKEHOrO
MeToay BunpobyBaHHs BEPX ans igeHTudikauii
Ta aHani3y Ajilyoi pevyoBMHN Ta BU3HAYEHHS
CYMYTHIX AOMILLIOK

6e3
peyenma

UA/9542/01/01

197.

OS3AJIEKC®

TabneTku, BKPUTI
N/1iBKOBOIO

TOB "KYCYM
PAPM"

YkpaiHa

TOB "KYCYM ®APM"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MmiHu | TMNYy - 3MiHKW 3 SKOCTi. FoTOBMIA NiKAPCbKN

3a
peyenmom

UA/16949/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1

060/10HKO0, No 10
Mmr Ne28 (14x2): no
14 TabneTok y
6nicTepi, no 2
6nictepu y
KapTOHHIlA ynakoBsLyj;
Ne84 (14x6): no 14
TabneTok y 6nicrepi,
no 6 6nictepis y
KapTOHHI ynakoBsL,i

3aci6. KOHTposib roTOBOTO NikapCbKoro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
[0NyCTUMUX MEX FOTOBOrO JliKapCbKOro 3acoby
(BVNYyYEHHSI HE3HAYHOTO NOKa3HVKa (Hanpuknag,
3aCTapifioro NokasHyKa, Takoro K 3anax Ta cmak,
abo igeHTudikauis 6apBHUKIB Y CMaKOBUX
[06aBoK)) BunyyeHHs 3i cneumdikauii Ta meTogis
KoHTponto M3 1. "lgeHTudpikauis. Tutany giokcua,
3aiza okcmg HYepBOHWIA". KOHTPOb 3a AaHnm
NOKa3HMKOM MPOBOAMUTLCA B METOAAX KOHTPOSIO
SAKOCTI JONOMIDKHOI peqyoBMHN NoKpUTTA/Opadry 02
F84827 poxeBuii. 3MiHu | TNy - 3MiHM 3 SKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTpOb rOTOBOrO
nikapcbkoro 3aco6y. 3MiHa napameTpis
cneumdikauii Ta/abo AOMYCTUMUX MEX FOTOBOIO
nikapcbkoro 3acoby (iHwi 3MiHn) 3miHu | Ty -
3MiHM 3 siKocTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/Ib FOTOBOrO NiKapcbKoro 3acoby. 3mMiHa y
MeToAax BUNPo6YBaHHSA rOTOBOTO /1iKapCbKOro
3acoby (iHLWi 3MiHM y MeToAax BUNpoGyBaHb
(BKtOY@KOUN 3aMiHy ab0 [ONOBHEHHS))
3MiHM y MeTofax BUNpobyBaHb «PO3UMHEHHS» Y
3B 513Ky 3 NpUBEAEHHSM Y BiAnoBigHicTb Ao USP
MOHorpaqii. 3mMiHu | Tuny - 3mMiHM 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTpOb rOTOBOrO
nikapcbkoro 3acoby. 3miHa y meTogax
BUNPOBYBaHHA rOTOBOrO NiKapCbKOro 3acoby (iHLwi
3MiHM y MeTogax BUnpobyBaHb (BK/H0HYAKUN
3aMiHy ab0 f0noBHEHHS)) 3MiHa y MeTofax
BMNPOBYBaHHA rOTOBOTO NiKapCbKOro 3acoby
«CynpoBigHi AOMILLKW» Y 3B A3KYy 3 MPUBEAEHHAM Y
BignosigHicTb 4o USP moHorpadii. 3miHu | Tuny -
3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KoHTposb roToBOro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpo6yBaHHSA rOTOBOrO /iKapCbKOro
3aco6y (iHLWi 3MiHM y MeTofdax BUNpobyBaHb
(BKTtoYatoumn 3amiHy abo AonoBHeEHHs)) CynyTHSA
3MiHa - 3MiHM 3 AIKOCTi. [OTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO MikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo JonycTUMmX
MeX rOTOBOro NiKapcbKoro 3acoby (iHLi 3MiHK) -
3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KoHTposb roToBOro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNPo6YyBaHHSA rOTOBOrO /iKapCbKOro
3aco06y (iHWi 3MiHK) - 3MiHW 3 SKOCTi. FOTOBMIA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NiKapCbKoro
3acoby. 3miHa y meTofax BUNpobyBaHHSA roTOBOro
nikapcbKoro 3acoby (iHwi 3miHW). MprBeaeHHs
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

meTogy TecTy «KifbkicHe BU3HAUYEHHs» y
BignosigHicTb o USP moHorpadii. Ans Tecty
«lpgeHTudikauia A, B posyBactatuHy» sk Hacnifok
3MiHM MeToay «KinbKicHe BU3HAYEHHS»,
3MIHIOETLCA cneuudikauis i MeToam KOHTPOSIH0.
[na Tecty «OfHOPIAHICTE» AO30BaHNX O4UHULb>
3MIHIOETLCS METOZ, OCKI/IbKV BU3HAYEHHS Ki/TbKOCTI
Ail0Y0i PeYoBMHU NPOBOANTLCA B YMOBaX TECTY
«KinbkicHe BU3HAYEHHS»
3MmiHu | TUNY - 3MiHKM 3 AKOCTI. FOTOBMIA NiKAPCbKNI
3aci6. KOHTponb roToBOro Mikapcbkoro 3acoby.
3MiHa y meTofax BMNpPo6yBaHHS rOTOBOrO
nikapcbKoro 3acoby (iHwi 3MiHM) 3MiHM y MeToAax
BUNPOOYBaHHA AN TecTy «Po3nagaHHsa» -
npuBELEHHS NOCUaHHA Y BIANOBIAHICTL A0 Aito4oi
pepaxkuii USP. 3miHu | Tvny - 3MiHu 3 SKOCTI.
[oTOBWI Nikapcbkumii 3aci6. KOHTpob rOTOBOro
NiKkapcbKoro 3acoby. 3miHa y MeToaax
BMNPOBYBaHHA rOTOBOrO NiKapCbKOro 3acoby (iHuwi
3MiHK) 3MiHM Y MeTofax BUNPoO6yBaHHA NS TeCTy
«MikpobiofioriyHa yncToTa» - NpUBELEHHS
nocunaHHsA y BiANOBIAHICTb A0 AitoYoi pefakuii
USP. 3MiHun | Tuny - 3MiHn 3 saikocTi. FoToBWiA
nikapcbkuii 3aci6. KOHTPO/b AONOMiIXHNUX PEYOBUH.
3miHa y MeToAax BUNpoGyBaHHS [OMOMDKHOI
pPeYoBUHM (HE3HAYHI 3MiHW Y 3aTBEpPKEHUX
mMeTofAax BunpobysaHb) [I0NOBHEHHA METOAM
BUNPOOYBaHHSA AOMNOMKHOT PEUOBWHW NOKPUTTA
Opadry 03 F84827 poxeBuii NOKa3HNKOM
«lpoeHTudikauis. TutaHy giokeng; 3anisi okeng
YepBOHUI» 3MiHK |l TUNY - 3MiHK 3 SKOCTI.
[oTOBWIA Nnikapcbkmii 3aci6. KOHTpob rOTOBOro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo fonycTUMNX MEX rOTOBOrO
nikapcbKoro 3aco6y (iHLWi 3MiHN)

198.

O3ANEKC®

TabneTkn, BKPUTI
N/1iBKOBOIO
060/10HKO10, M0 20
mr, Ne28 (14x2): no
14 TabneTok y
6nictepi, no 2
6nictepn y
KapTOHHIA ynakoBsL,i

TOB "KYCYM
PAPM"

YkpaiHa

TOB "KYCYM ®APM"

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis:
3MmiHu | TUNY - 3MiHKM 3 SKOCTi. FOTOBUIA NiKAPCbKN
3aci6. KOHTpO/1b rOTOBOr0 NiKapcbKoro 3acooy.
3MiHa napameTpiB cneungikaLiii Ta/abo
[OMYCTUMMX MEX roTOBOrO NiKapcbkoro 3acoby
(BMNYYEHHSI HE3HAYHOTO NOKa3HKKa (Hanpuknag,
3aCTapifioro NokasHvkKa, Takoro Sk 3anax Ta cMax,
abo igeHTudikauis 6apBHMKIB Y CMaKOBUX
[06aB0okK)) Buny4yeHHs 3i cneundikadii Ta meToais
KoHTponto N3 1. "laeHTuddikauis. TutaHy giokeuns,
3aniza okcug YepBoHMiA". KOHTpOsb 3a fJaHum
NOKa3HUKOM MPOBOAUTLCA B METOAAX KOHTPOSIO
AKOCTi JONOMIKHOI pe4yoBuHW NokpuTTa/Opadry 02

3a
peyermom

UA/16949/01/02
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
F84827 poxeBuii. 3MiHu | TUMY - 3MiHK 3 AKOCTI.

[oTOBWIA Nnikapcbkumii 3aci6. KOHTpob rOTOBOro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikaLin Ta/abo fonyCTUMNX MEX FOTOBOrO
nikapcbkoro 3acoby (iHwi 3mMiHM) 3MiHK | THny -
3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6.
KoHTposb roToBOro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpo6yBaHHSA rOTOBOrO /iKapCbKOro
3aco6y (iHLWi 3MiHM y MeTofax BUNpobyBaHb
(BKOYAKOUM 3aMiHy 260 [OMOBHEHHS))
3MiHM y MeTogax BUNpobyBaHb «PO3UMHEHHS» Y
3B A3KY 3 NpUBEAEHHAM Y BiAnoBigHICTb Ao USP
MoHorpadii. 3MiHu | TURy - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTpob rOTOBOro
NiKkapcbKoro 3acoby. 3miHa y MeToaax
BMNPOBYBaHHA rOTOBOrO NiKapCbKoro 3acoby (iHLwi
3MiHN y MeTodax BUnpobyBaHb (BKIHOUa0Uu
3amMiHy abo [0NOBHEHHS)) 3MiHa y MeTogax
BMNPOOYyBaHHSA rOTOBOTO MiKapCbKOro 3acoby
«CynpoBigHi AOMILLKW» Y 3B A3KY 3 MPUBEAEHHAM Y
BignosigHicTb o USP moHorpadii. 3miHu | Tuny -
3MiHK 3 SKOCTi. F0TOBUIA NiKapCbkuii 3aci6.
KOHTpO/b roTOBOrO MikapCbKoro 3acoby. 3miHa y
MeTofax BUNPOGYyBaHHS TOTOBOIO J1iKapCbKOro
3aco06y (iHWi 3MiHM y MeToAax BUNpPobyBaHb
(BKKOYAOUM 3aMiHy ab0 [0MNOBHEHHS)) CynyTHSA
3MiHa - 3MiHu 3 siKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KoHTposb rotoBoro siikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo fgonycTMMmx
MEX roTOBOrO /iKapCbkoro 3acoby (iHLUi 3MiHK) -
3MiHK 3 SKOCTi. F0TOBUIA NiKapCbkuid 3aci6.
KOHTpO/b roTOBOrO MikapCbKoro 3acoby. 3miHa y
MeTofax BUNPOGYyBaHHS rOTOBOIO J1iKapCbKOro
3ac00y (iHWi 3MiHN) - 3MiHK 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NiKapCbKoro
3acoby. 3miHa y meTogax BUNpobyBaHHS rOTOBOro
nikapcbKoro 3acoby (iHwi 3miHW). MprBegeHHs
MeToay TecTy «KilbkicHe BU3HAUYEHHNA» y
BignoBigHicTe 4o USP moHorpadii. Ans Tecty
«lgeHTudikauis A, B posyBactatuHy» siK Hac/ifok
3MiHM meToay «KinbKicHe BU3HAYEHHS»,
3MIHIOETLCA cneuudikaList i MeToamn KOHTPOI.
[nsa Tecty «OAHOPIAHICTb» A030BAHVX OAVNHUL>»
3MIHIOETLCA METO/, OCKi/IbKN BUSHAYEHHS Ki/TbKOCTI
Ait04OT peYOBMHN NPOBOANTLCHA B YMOBaX TECTY
«KinbKicHe BU3HAUEHHS»
3MiHu | TUNY - 3MiHK 3 AKOCTI. FOTOBUIA NiKapCbKUi

3aci6. KOHTposib roTOBOrO NiKapCbKoro 3acoby.
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

3MmiHa y meTogax BunpobyBaHHsA roTOBOroO
nikapcbKoro 3aco6y (iHwi 3MiHK) 3MiHM y MeToaax
BMNPOGYBaHHA A1 TeCTy «Po3nafaHHs» -
npuBELEHHS NOCUIaHHA Y BIAMNOBIAHICTb A0 AitoYoi
pegakuii USP. 3MiHun | Tuny - 3MiHn 3 AKOCTi.
[oTOBWIA NiKapcbkMii 3aci6. KOHTPO/b TOTOBOrO
nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOBYBaHHA rOTOBOrO NiKapCbKoro 3acoby (iHLwi
3MiHM) 3MiHM Yy MeTofdax BUNPOGYBaHHA ANs TECTY
«MikpobionoriyHa YncToTa» - NpUBEAEHHS
NnocwaaHHA y BIANOBIAHICTb A0 Ajto40T pefakui
USP. 3MiHu | Tvny - 3miHK 3 akocTi. FoToBUiA
nikapcbkuii 3aci6. KOHTPOb AONOMIKHUX PEYOBUH.
3MiHa y MeTofax BUNpo6yBaHHSA LONOMIXHOT
PEeYOBUHMN (HE3HAYHI 3MiHW Y 3aTBEPKEHNX
meTogax BunpobysaHb) [JONOBHEHHA MeToAM
BMNPOBYBaHHS AONOMIXXHOT PEYOBUHW NOKPUTTA
Opadry 03 F84827 poxeBuli NOKa3HNKOM
«laeHTudikauis. TutaHy giokeug; 3anisi okcng
4YepBOHUIA» 3MiHK Il TUNY - 3MiHU 3 SKOCTI.
[oTOBWIA NiKapcbkMii 3aci6. KOHTPOb rOTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikaLin Ta/abo foNyCTUMUX MEX FOTOBOTO
nikapcbKoro 3acoby (iHWi 3MiHW)

199.

O3ANEKC®

TabneTku, BKpUTI
N/1iBKOBOIO
00607/10HKOI0, MO 40
mr Ne28 (14x2): no
14 TabneTok y
6nictepi, no 2
6nictepu y
KapTOHHIiA ynakoBL,i

TOB "KYCYM
DAPM"

YkpaiHa

TOB "KYCYM ®APM"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis:
3MiHu | TUNYy - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. KOHTposib rOTOBOrO NikapCbKoro 3acoby.
3MiHa napameTpiB cneundikauii Ta/abo
L0MYyCTUMMX MEX roTOBOTO NiKapcbkoro 3acoby
(BUNYyYEHHA HE3HAYHOrO NokasHuka (Hanpuknag
3aCTapifioro NokasHyKa, Takoro Sk 3anax Ta cMak,
abo igeHTUdiKaLis 6apBHUKIB UM CMaKOBUX
[06aBoK)) BunyyeHHs 3i cneuymdikadii Ta meTogis
KoHTponto N3 1. "laeHTuddikauis. TutaHy giokeuns,;
3aniza okcug 4epBoHMiA". KOHTPOsb 3a flaHuM
NMOKa3HMKOM NPOBOANTLCHA B METOAAX KOHTPOSIHO
SKOCTi JONOMDKHOT peyoByHY NokpuTTs/Opadry 02
F84827 poxeBuii. 3MiHu | TUNY - 3MiHK 3 AKOCTI.
[oTOBWI Nikapcbkmit 3aci6. KOHTPOb rOTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikaLii Ta/abo foNyCTUMUX MEX FOTOBOTO
nikapcbkoro 3acoby (iHwi 3MiHn) 3miHu | Tuny -
3MiHK 3 SKOCTi. F0TOBUIA NiKapcbkuii 3aci6.
KOHTPO/Ib rOTOBOrO NiKapCbKoro 3acoby. 3mMiHa y
MeTofax BUNPOGYyBaHHS rOTOBOrO J1iKapCbKOro
3aco06y (iHWi 3MiHM y MeToAax BUMpPobyBaHb
(BKKOYaLOUM 3aMiHy ab60 [ONOBHEHHS))
3MiHM y MeTofiax BUNPobyBaHb «PO3YMHEHHS» Y

3a
peyenmom

UA/16949/01/03
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1

3B A3KY 3 NpUBEAEHHSAM Y BignoBigHiCTb Ao USP
MoHorpadii. 3mMiHu | Tuny - 3MiHM 3 AKOCTI.
[oTOBWIA NiKapcbkMii 3aci6. KOHTPOb rOTOBOrO
nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOOYBaHHA rOTOBOrO NiKapCbKoro 3acoby (iHLwi
3MiHM y MeTogax BUNpobyBaHb (BKIOHaUn
3amMiHy abo JOMOBHEHHS)) 3MiHa y MeTogax
BMNPOBYBaHHS roTOBOrO NikapcbKoro 3acoby
«CynpoBigHi AOMILLKW» Y 3B A3KY 3 MPUBEAEHHAM Y
BiAgnoBigHicTb o USP moHorpadii. 3miu | Tvny -
3MiHM 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/Ib FOTOBOrO NiKapCbKoro 3acoby. 3mMiHa y
MeToAax BUNPOBYBaHHSA rOTOBOTO /1iKapCbKOro
3aco6y (iHLWi 3MiHM y MeToAax BUNpoGyBaHb
(BKItOYatouM 3amiHy abo AoNoBHEHHSR)) CynyTHSA
3MiHa - 3MiHM 3 AKOCTi. [0TOBWIA Nikapcbknii 3aci6.
KOHTpOs1b roTOBOro Nikapcbkoro 3acoby. 3miHa
napameTpiB creuudikauili Ta/abo gonycTnMmx
MEX roTOBOrO /likapCcbkoro 3acoby (iHLWi 3MiHK) -
3MiHM 3 siKocTi. FO0TOBWMIA Nikapcbkuii 3aci6.
KOHTPO/Ib FOTOBOrO NiKapcbKoro 3acoby. 3mMiHa y
MeToAax BUNPOBYBaHHSA rOTOBOTO JiKapCbKOro
3aco06y (iHWi 3MiHK) - 3MiHK 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOrO NiKapCbKoro
3aco6y. 3MiHa y MmeTodax BUNPOGyBaHHS rOTOBOrO
nikapcbKoro 3acoby (iHLWi 3MiHK). MpuBeaeHHs
mMeToay TecTy «KifbKiCHe BU3HAYEHHS» Y
BignoBigHicTb o USP moHorpadii. Ansa Tecty
«lpgeHTudikaLis A, B posyBactatuHy» sk HacnifoK
3MiHM meToay «KinbkKicHe BU3HAYEHHS»,
3MIHIETBCA cneundikauisi i MeToAN KOHTPOI0.
[ns Tecty «OHOPIAHICTE» [O30BAHNX OAUHULL>»
3MIHIOETLCA METOS, OCKINIbKN BU3HAYEHHS KiSTbKOCTI
Ai0Y0i PeYOBMHN NPOBOANTLCA B YMOBaX TECTY
«KinbkicHe BU3HAYEHHSA»
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBUIA Nikapcbkuii
3aci6. KOHTposib rOTOBOTO NiKapCbKoro 3acoby.
3MiHa y meTogax BunpobyBaHHsA roTOBOrO
nikapcbKoro 3acoby (iHwi 3MiHN) 3MiHK y MeToAax
BUNPOOYBaHHA AN TecTy «Po3nagaHHsa» -
npuBeAeHHS NMOoCUNaHHA Y BIANOBIAHICTb A0 Aitoyol
pegakuii USP. 3miHun | Tuny - 3MiHn 3 AKOCTi.
[oTOBWIA Nikapcbkmii 3aci6. KOHTpOb rOTOBOrO
nikapcbkoro 3acoby. 3miHa y meTogax
BUNPOBYBaHHA rOTOBOrO NiKapCbKOro 3acoby (iHLwi
3MiHM) 3MiHU y MeToAax BUNPOGyBaHHA ANs TeCTy
«MikpobionoriyHa YncToTa» - NpUBEAEHHS
nocunaHHs y BiANoBIAHICTb A0 AitoYoi pefakuii
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

USP. 3MiHun | Tuny - 3miHn 3 akocTi. [oToBwMiA
nikapcbkuii 3aci6. KOHTPOb AONOMIXXHUX PEYOBUH.
3miHa y MeTofax BUNpobyBaHHS [OMNOMDKHOI
PEYOBUHMN (HE3HAYHI 3MiHW Y 3aTBEPAKEHNX
MeTogax BunpobysaHb) [JoNOBHEHHA MeToam
BMNPOBYBaHHA [ONOMDKHOI PEYOBUHW MOKPUTTA
Opadry 03 F84827 poxeBuii NOKa3HNKOM
«lgeHTundpikauisa. TutaHy giokeua, 3anisi okcug,
4YepBOHUIA» 3MiHW |l TNy - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTpob rOTOBOrO
nikapcbkoro 3aco6y. 3mMiHa napameTpis
cneumdikauii Ta/abo AOMNYCTUMUX MEX FOTOBOIO
NiKapcbKoro 3acoby (iHLi 3MiHKW)

200.

OKCANMINNATH
H-TEBA

KOHLleHTpaT Ans
PO34unHy Ans
iHcpysii, 5 mr/mn; no
4 mn (20 mr) abo no
10 mn (50 wr), abo
no 20 mn (100 wmr),
a60o no 40 mn (200
Mr) y dhniakoHi; no 1
chnakoHy B KOpooOLi

TOB «TeBa
YkpaiHa»

YkpaiHa

Papmaxemi b.B.

HigepnaHnamn

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHa 3as1BHMKa (B/1acHMKa peecTpaLiiHoro
nocsigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015
Ne 460). 3MiHu | TNy - 3MiHN Woa0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
BeegeHHs1 ab0 3MiHW A0 y3arasibHEeHUX JaHux Npo
cuctemy chapmakoHarnagy (BBegeHHs
y3arasibHeHVX AaHnx Npo cuctemy
hapmakoHarnsgy, 3miHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0CO6M 3 thapmakoHarnsgy 3asBHuKa
[ONsa 3ajiicHeHHs dhapMakoHarnsgy B YKpaiHi, Ko
BOHa BifjMiHHa Bif, yNOBHOBa)XeHOT 0co6H,
BiANOBIAA/IbHOT 32 34iICHEHHSA hapmakoHarnsay
(BKNOYAKOYM KOHTAKTHI JaHi) Ta/abo 3MiHW y
pO3MiLLeHHI MacTep-chaiina cuctemm
hapmakoHarnsgy). 3MmiHa ynoBHOBaXKeHOT 0CO6U
3asBHUKA, BiANOBIAA/IbHOI 3a hapMakoHarnsg,.
[itova pepgakuis: Orit Stern-Maman. MNponoHoBaHa
pegakuisi: buctpoBa OkcaHa BitaniiBHa. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI 0CO6U
3asBHYKa, BigNoBifaIbHOI 3a hapMakoHarnsg

3a
peyenmom

UA/8832/01/01

201.

ODNOKCALVIH

pO34nH ANA iHdysii
0,2% no 100 mn abo
200 M1y naswui; no
1 nnswui y nayui

MpusatHe
akuioHepHe
TOBapUCTBO

"Indpysia”

Ykpaina

MprBaTHE akLioHepHe
TOBapucTBO "IHQy3ia"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3MiHM | TNy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI
Ta chapmakoHarnsigy. 3miHa y KopoTkili
XapaKTepucTuLi Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKL,iT 4158 MeAnYHOro
3aCTOCyBaHHSA Ha MigcTasi perynspHo
OHOB/1OBAHOTO 3BITY 3 6e3Mnekn NikapCbKoro
3acoby, abo focnigxeHb 3 6e3neky 3acTOCyBaHHS
nikapcbKoro 3acoby B nicnspeecTpaviliHnii nepios,
ab0 K pesynbTar OLiHKM 3BITY 3 JOCAIAKEHD,
npoBeeHVX BiANoBigHO 40 MiaHy negiatpudHmnx
pocnipxeHs (PIP) (3MiHy y3roopkeHo 3
KOMMNETEHTHVM YNOBHOB&XEHNM OPraHoMm) - 3MiHu

3a
peyernmom

UA/13268/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

BHECEHO A0 IHCTPYKUIiT 4519 Mean4Horo
3acToCyBaHHSA NikapcbKoro 3acoby [0 po3ainis
"Oco6nuBocTi 3acTocyBaHHs" Ta "MobiuHi peakuii”
BiANOBIAHO A0 6e3nekn Ailyoi peyoBUHN
(pekomeHgaLji PRAC). CynyTHsA 3MiHa - 3MiHW
oo 6esnekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo 3miHa(n) oo
3060B'A3aHb Ta YMOB BuAaui peecTpayiiiHoro
nocBifyeHHs, BKYatoum MNMnax ynpasniHHA
pu3nkamm (3acToCyBaHHA TEKCTY, AKWi
NOroKEHWI 3 KOMMETEHTHUM OPraHom).
3asBHVKOM HaZiaHO OHOBJ/IEHWIA NaH ynpaBiHHA
pu3nkamm Bepcia 2.1. 3MiHN BHECEHO [0 YacTuH |
"3arasibHa iHhopmauisa. AgmiHicTpaTusHi gai, |l
«Cneuudikauis 3 6esnekm», Il «Mnan 3
thapmakoHarnagy», V «3axoau 3 MiHiMizauii
pusukiB», VI «Pe3stome nnaHy ynpasniHHS
pusnkamu», VIl «loaatku» y 38’A3Ky 3 OHOB/IEHOO
iHchopmauieto 3 6e3nekm Ailoyoi pevoBUHN 3a
pekomeHpauieto PRAC. 3MiHu | Tuny - 3MiHK WoA0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHa y KOpOTKiil XxapakTepucTuLj NikapCbkoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT ANns
MeAMYHOro 3aCTOCYBaHHSA Ha MiAcTasi peryasipHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3MeKn NiKapCbKoro
3acoby, abo gocnimxeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B nicnspeecTpaviliHnii nepios,
abo K pe3ynbTar OLiHKM 3BITY 3 JOCAIAKEHD,
npoBeAeHVX BiANoBiAHO A0 MaHy negiatpudHmnx
pocnigxeHs (PIP) (3MiHy y3rofxeHo 3
KOMNETEHTHUM YNOBHOB&XEHNM OpraHom). 3MiHu
BHECEHO A0 [HCTPYKUii Ans MeguyHoro
3acTOCyBaHHSA NikapCbKoro 3acoby A0 po3ainy
"Oco611BOCTI 3acTOCyBaHHS" BigNoBiAHO f0
6e3nekn AOMOMIXKHUX PEYOBUH Ta K HACNIAOK - y
TEKCT MapKyBaHHs1 yNakoBKW NiKapCbKoro 3acoby.

202.

MErACIC®

PO34MH A5 iH'EKLN,
135 mkr/0,5 m; no
05mnel
nonepeaHbLO
HarnoBHEHOMY
wnpuyi Ta 1
CTEPW/ILHO FO/KO0
ans iH'exuili (ronka
ONs iH'ekuin
BKNafeHa B
nnacTMacoBuii
KOHTeliHep) B

®.XodhpmaHH-
Na Pow fitga

LLiBeiuapis

BMPOGHMLITBO

Hepo3dhacoBaHO! NPoAyKLi,

nepBuUHHE Ta BTOPUHHE

nakyBaHHs1, BUNPOBYBaHHSI
KOHTPO/II0 SIKOCTI, BUNYCK

cepii:

®.XodhcpmanH-/15 Pow fiTa,

LLiBeiiuapis

BMNPOGYBaHHA KOHTPOJIHO
AKOCTI (aHaU1i3 Ha BiosoriyHy

aKTUBHICTb):

Pow fiarHoctukc MM6X,

Lseiiuapis /
HimeuunHa

BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis:
3MiHu 1l TMnYy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI
Ta chapmakoHarnsagy. 3mMiHu y KopoTkili
XapaKkTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKL,iT 415 MeAnyHoro
3aCTOCYBaHHSA Y 3B'AI3KY i3 HOBUMY AaHUMK 3
SIKOCTi, AOKMIHIYHMMM, KTiHIYHMKW AaHUMK Ta
JaHuMu 3 dhapMakoHarnsgy - 3MiHu BHeCeHo A0
IHCTPYKUiT AN MEANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao posginis "Cnocib
3acTocyBaHHA Ta go3un", "OcobnmBocCTi
3actocyBaHHg", "[iTn" (pefakTopchbki yTOUHEHHS)

3a
peyenmom

UA/14223/01/02




128

n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

KapTOHHI KopoobLi

HimeuunHa

BiANOBIAHO A0 MaTepiasliB peecTpauiliHoro 4oChbe.
BBefeHHS 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBepMKeHHs. 3MiHu Il Tuny - 3MiHu Wwoao
6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
3MiHU Y KOPOTKill XapakTepucTuLj NikapcbKoro
3ac06y, TeKCTi MapKyBaHHS Ta iHCTPYKLi Ans
MeAMYHOr0 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM
OaHUMK 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHMUN
JaHvMu Ta fjaHumy 3 hapmakoHarnsagy - 3miHu
BHECEHO A0 IHCTPYKUIiT 4519 Mean4Horo
3aCTOCYBaHHSA Nikapcbkoro 3acoby A0 po3ainy
"Mo6iuHi peakuii" BiANOBIAHO 4O MaTepianis
peecTpauiiHoro Aocke. BBeAeHHS 3MiH NpOTArom
6-T1 MicsAUIB NicNs 3aTBEPIKEHHSA

203.

MErACIC®

PO3YMH ANS iH'EKLIN,
180 mkr/0,5mn; no
0,5mnB1l
nonepeaHL0
HarnoBHEHOMY
wnpuyi Ta 1
CTEePUIIbHOLO TO/KO
Ans iH'exuiii (ronka
Ans iH'ekuini
BK/ajeHa B
nnacTMacoBwuii
KOHTEeliHep) B
KapTOHHI Kopoobui

®.XothdmaHH-
Na Pow /14,

LLisefuapis

BMPOGHMLITBO
Hepo3acoBaHOoi MPOAYKL;i,
nepBUHHE Ta BTOPUHHE
nakyBaHHs, BUNPOGYBaHHS
KOHTPO/IHO AKOCTi, BUMYCK
cepi:
®.XodhcpmanH-/15 Pow fiTa,
LLiBeiuapis
BUNPOBYBaHHA KOHTPOSIO
AKOCTI (aHau1i3 Ha b6iooriyHy
aKTUBHICTb):

Pow fiarHocTuke Mv6X,
HimeuunHa

Lseiuapis /
HimeuunHa

BHECEHHS 3MiH [0 peecTpavuiiHiX maTepianis:
3miHu |l TUny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI
Ta chapmakoHarnsgy. 3mMiHu y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeAnYHOro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMYW AaHUMK 3
AKOCTI, AOKNIHIYHUMM, KTIHIYHUMUN AaHMU Ta
JaHuMu 3 dhapmakoHarnfgy - 3MiH1 BHECEHO [0
IHCTPYKLUIT 419 MEeANYHOr0 3aCTOCYBaHHSA
niKkapcbKoro 3acoby A0 po3sainis "Cnocio
3acTocyBaHHs Ta go3n", "OcobnmneocTi
3acTocyBaHHs", "[iTn" (peAakTopCbKi YyTOUHEHHS)
BIANOBIAHO A0 MaTepiasiB peecTpauiliHoro fochbe.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPXEHHS. 3MiHM Il TUny - 3MiHK Woa0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKIill XapakTepucTuLj NikapcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUiT ANns
MeJMNYHOro 3aCTOCYBaHHS Y 3B'A3KY i3 HOBMMM
OaHUMN 3 KOCTI, AOKNIHIYHUMU, KNIHIYHMK
[aHuMun Ta gaHumu 3 hapmakoHarnagy - 3miHu
BHECEHO A0 IHCTPYKUIiT 4719 Mean4HOro
3acToCyBaHHA NikapcbKoro 3acoby A0 po3giny
"Mo6iuHI peakuil™ BigNOBIAHO A0 MaTepianis
peecTpavuiiiHoro gocbe. BBeAEHHS 3MiH MPOTATrOM
6-TU MicsILIB Nicns 3aTBEPAKEHHS

3a
peyermom

UA/14223/01/03

204.

NEPCEH®
KAPZIO

Kancynu Teepai, 200
Mr/160 wmr; no 8
Kancyn y 6nictepi;
no 2 6nictepu y
KapTOHHI KopoobLi

3eHTiBa, K.C.

Yecbka
Pecny6nika

ek ®apmaueBTuyHa
KOMMaHis 4. 4.

CnoseHisi

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHa 3asiBHMKa (BNacHMKa peecTpauiniHoro
noceigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015
Ne 460): BBeeHHSI 3MiH MPOTAroM 6-Tu MicALiB
nicnsa 3aTBepmkeHHs. 3MiHu | Tuny - 3miHK Wwoao
6e3nekn/eheKTUBHOCTI Ta hapMakoHarnsgy.
BBefeHHs1 a60 3MiHM A0 y3arasibHeHUX JaHux Npo
cuctemy chapmakoHarnsgy (BBefeHHs

6e3
peuyenma

UA/10415/01/01




129

n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

y3araslbHeHUx JaHnx npo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHNA hapmakoHarnsay;
KOHTaKTHOI 0CcO6M 3 thapMakoHarnsay 3asBHUKa
[ANs 3aiiCHeHHs dhapMakoHarnsay B YKpaiHi, AKLLo
BOHa BifJMiHHa Bif, yNOBHOBaXKEHOI 0cOo6Y,
BiANOBIAA/IbHOI 32 34iiCHEHH:A dhapmakoHarnsagy
(BK/TIOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-thaiina cucremm
thapmakoHarnsgy) 3miHa ynoBHOBaXeHOi 0cobu
3asBHVIKa, BigNoBigabHOI 3a hapmakoHarnsg.
[itoua pepakuin: CopiHa JliaHa Mato / Sorina Liana
Paiu, MD. NponoHoBaHa pefakuis: /liogmuna
®ininosa, MD / Ludmila Filipova, MD. 3miHa
KOHTaKTHUX JaHuX yNOBHOBaXeHOT ocobu,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,. 3miHa
KOHTaKTHUX JaHWNX KOHTaKTHOI 0cobu
YMNOBHOBaXeHOT 0COOM 3asiBHMKA, BifnoBigaibHOT
3a hapmakoHarnag B Ykpaini. 3miHa
MicLe3HaxomkeHHa MacTep-daiina Ta iioro
Homepa. 3MiHa MicLs 34iNCHEHHSA OCHOBHOT
LOisNIbHOCTI 3 hapmakoHarnsay.

205.

NEPCEH®
HAUT

kancynu TBepai; no
10 kancyny
6nicTepi; no 2 abo
no 4 6nictepu B
KapTOHHI Kopoobui

3eHTiBa, K.C.

Yecbka
Pecny6nika

ek ®apmaueBTnyHa
KOMMaHis 4. 4.

CnoBeHisi

BHECEHHS 3MiH [J0 peecTpaLiinHmx
marepianis:3MiHa 3asBHVKa (BnacHuka
peecTpauiiiHoro noceig4eHHs) (3rigHo Hakasy MO3
Big 23.07.2015 Ne 460): BBeeHHSI 3MiH NPOTAroM
6-TV MicALIB Nicns 3aTBepAKEHHSA. 3MiHu | TRy -
3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3miHn fo
y3arasibHeHUX JaHuX Npo cucTemy
chapmakoHarnsgy (BBefieHHs y3arasibHeHUX faHux
npo cucTemy dhapmakoHarnsgy, 3amiHa
YNOBHOBaXEHOI 0CO6MU, BifgnoBiganbHOI 3a
3[jiicHEeHHSs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
chapmakoHarnsgy 3asBHVKa ANs 34jACHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOT 0c06u, BignoBifanbHOI 3a
3pificHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MiLLEHHI
macTep-aiina cuctemu dpapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3asiBHMKA, BifnoBigabHOl
3a hapmakoHarnag,. [itoua pegakuis: CopiHa
NiaHa Mato / Sorina Liana Paiu, MD. MponoHoBaHa
pegakuis: liogmuna ®ininosa, MD / Ludmila
Filipova, MD. 3MiHa KOHTaKTHUX AaHuX
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
chapmakoHarnsg,. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOT 0CO6U YNOBHOBaXXEHOI 0CO6YU

6e3
peuyenma

UA/14451/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3a8BHMKa, BiANOBiAaNbHOI 3a hapMakoHarnsag B
YkpaiHi. 3MiHa MicLe3HaxoMKeHHs1 MacTep-ghalina
Ta iioro Homepa. 3miHa Micus 34jlicCHeHHA
OCHOBHOI Aisi/IbHOCTI 3 dhapmakoHarnsay
206. | NEPCEH® Kancynu TBepai; 3eHTiBa, K.C. Yecbka ek dapmaLeBTUYHA CnoBeHis BHECEHHS 3MiH [J0 peecTpaLiinHmx 6e3 UA/2838/02/01
POPTE no 10 kancyny Pecny6nika KOMMaHis 4. 4. marepianis:3MiHa 3asBHVKa (BnacHuka peyenma
6nicTepi; no 2 peecTpauiiiHoro noceig4eHHs) (3rigHo Hakasy MO3
6nictepu y Big 23.07.2015 Ne 460): BBeeHHSI 3MiH NPOTAroM
KapTOHHI Kopobui 3 6-TV MicALIB Nicns 3aTBepIKEHHSA. 3MiHu | TRy -
MapKyBaHHSIM 3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta
YKpPaiHCbKOI MOBOIO dhapmakoHarnsgy. BeegeHHsa abo 3miHn 1o
y3arasibHeHVX AaHnx Npo cuctemy
chapmakoHarnsgy (BBefieHHs y3arasibHeHUX faHux
npo cucTemy dhapmakoHarnsgy, amMiHa
YNOBHOBaXEHOI 0CO6MU, BifgnoBiganbHOI 3a
3[jiicHEeHHs hapMakoHarIsay; KOHTaKTHOI 0cobu 3
chapmakoHarnsgy 3asBHuKa AN 34jiACHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHa
Bifl yNOBHOBa)XeHOT 0c06u, BignoBifanbHOI 3a
3pificHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MiLLEHHI
macTep-aiina cuctemu dpapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3asiBHMKA, BifnoBigabHOl
3a hapmakoHarnag,. [itoua pegakuis: CopiHa
NiaHa Mato / Sorina Liana Paiu, MD. MponoHoBaHa
pegakuis: liogmuna ®ininosa, MD / Ludmila
Filipova, MD. 3MiHa KOHTaKTHUX AaHuX
yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
chapmakoHarnsg,. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOT 0CO6U YNOBHOBaXXEHOT 0CO6YU
3asBHMKa, BiANOBiAaNbHOI 3a hapMakoHarnsg B
YkpaiHi. 3MiHa MicLie3HaxoMKeHHs1 MacTep-halina
Ta lioro Homepa. 3miHa Micus 34iACHEeHHS
OCHOBHOI Aii/IbHOCTI 3 dhapMakoHarnsay
207. | OPENIAMN renb ans MNOAN3EP CLWA Mdpaiizep MeHoekvypuHr Benbris BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/9727/01/01
eHAoLepBiKa/IbHOro IHK. Benbris HB 3MiHU | TUMY - BHECEHHSI HE3HAYHMX 3MiH B Npouec peyenmom
BBefeHHs, 0,5 mr/3 BMPOGHMLITBA rOTOBOTO J1iKapCbKOro 3acoby,
r;no 3rreno B 30KpeMa: AoAaBaHHs inbTpa A1 3MEeHLLEHHS
04HOpPa30BOMY GiOHaBaHTaXXEHHA nepes cTepusiisalieto.
wnpuyi; no 1 3anponoHoBaHuii hibTp 3a CBOIM CKNaLoM i
wnpuuy B PO3MipoM Mop ifeHTUYHWUIA inbTpy (0,22 MKM), LLLO
6nicTepHili ynakosLj 3aTBEPMXEHUIA Ha AaHuii yac Ta
Ta 1 ctepunbHOMY BUKOPVCTOBYETLCA AN CcTepuisau;il
kareTopy B
6nicTepHili ynakosLj
B KQPTOHHIli Kopooui
208. | NPOCTUH €2 refb BariHabHWi, 1 MOANIEP CLA Mdpaiizep MeHtoekuypuHr Benebris BHECEHHSA 3MiH [0 peecTpaliiiHux maTepianis: 3a UA/10048/01/01
mr/3r,mo3re IHK. Benbris HB 3MiHM | TUMY - BHECEHHS1 HE3HAYHMX 3MiH B Npouec peyenmom
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
nonepegHL0 BMPOBHMLITBA FOTOBOIO J1iKapCbKOro 3acoby,
HarnoBHEHOMY 30KpeMa: AoAasaHHs inbTpa AN 3MeHLLEHHS
wnpuyi; no 1 GiOHaBaHTaXEHHA nepes cTepusisalieto.
LUNPULLY B KAPTOHHIl 3anponoHoBaHuii ibTP 3a CBOIM CKNaLoM i
KopooLi po3Mipom nop ifeHTUYHUIA inbTpy (0,22 MKM), LLO
3aTBEPMKEHNI Ha AaHuii yac Ta
BUKOPVCTOBYETLCA AN CTepuisau;il
209. | PABIMAK TabneTku, BKPUTI Makneopc IHAis Makneogc IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/3161/01/01
060/10HKOIO, PapmacboTUK dapmacbioTvkasic Jlimiteq, 3MiHu | TUNY - 3MiHK 3 AKOCTi. FoTOBUIA NiKAPCbKNI peyenmom
KMLLKOBOPO3YVHHI N0 anc Nlimiteq 3aci6. CucteMa KoHTeliHep/3aKynoptoBasibHUI
20 mr; no 7 3aci6. 3MiHa po3mipy ynakoBKM roToBOro
TabneTok y cTpuni; nikapcbkoro 3acoby (3MiHa KibKOCTi OAUHULLb
no 2 cTpunu B (Hanpwknag TabneTok, aMmnyn TOLLO) B yNakoBL,:) -
KapTOHHIA ynakoBLi; 3MiHa no3a fiana3oHoM 3aTBepKeHNX po3Mipis
no 15 tabnetok y yMakoBKM - BBEAEHHSA AOAATKOBOro po3Mipy
6nicTepi; no 1 abo 2 ynakoBku Ne 14 (7x2) y 6nictepax, 6e3 3MiHu
6nictepu B NepBMHHOIO NakyBasIbHOrO Matepiasy, 3
KapTOHHI/ ynakosLi; BiANOBIAHUMY 3MiHaMV B PO34iNi Ynakoska. 3MiHu
no 7 TabneTtok y BHECEHi B po34in "YnakoBka" B iHCTPYKLit0 ANns
6nictepi; no 2 MeAMYHOro 3acTOCyBaHHSA NikapcbKoro 3acoby y
6nicTepu B 3B"A3KYy 3 BBE[EHHSIM 40AATKOBOI YNakoBKU, SIK
KapTOHHIA ynakoBsL,i HacnifokK - 3aTBEPAKEHHS TEKCTY MapKyBaHHS
[04aTKOBOI YNakoBKV NiKapCbKoro 3acoby.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPKEHHS.
210. | PABIMAK TabneTku, BKPUTI Makneopc IHais Makneogc IHAis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/3161/01/02
060/10HKOI0, PapmacboTUK dapmacbioTrkasc Jliviteq, 3MiHu | TUNY - 3MiHK 3 AKOCTi. FoTOBUIA NiKAPCbKNI peyenmom
KMLLKOBOPO34YUHHI NO auc Nimiteq, 3aci6. CucteMa KoHTeliHep/3aKynoptoBasibHUI
10 mr;no 7 3aci6. 3MiHa po3mipy ynakoBKM roTOBOr0
TabneTok y cTpuni; nikapcbkoro 3acoby (3MiHa KibKOCTi OAUHULIb
no 2 cTpunu B (Hanpwknag TabneTok, aMmnyn TOLLO) B yNakoBL,:) -
KapTOHHIA ynakoBLi; 3MiHa no3a giana3oHoM 3aTBepKEeHNX po3MipiB
no 15 tabnetok y yMakoBKM - BBEAEHHSA AOAATKOBOro po3Mipy
6nicTepi; no 1 abo 2 ynakoBku Ne 14 (7x2) y 6nicTepax, 6€3 3MiHu
6nictepu B NepBMHHOIO NakyBasIbHOTO Matepiasy, 3
KapTOHHI/ ynakoBsLyi; BiANOBIAHUMY 3MiHaMV B PO34iNi Ynakoska. 3MiHu
no 7 TabneTtok y BHECEHI B p034in "YnakoBka" B iHCTPYKLj0 AN
6nictepi; no 2 MeAMYHOro 3acTOCyBaHHSA NikapcbKoro 3acoby y
6nictepu B 3B"A3KYy 3 BBEEHHSAM 40AaTKOBOI YNakoBKM, SIK
KapTOHHI ynakosLi HacnifokK - 3aTBEPAKEHHA TEKCTY MapKyBaHHA
[04aTKOBOI YNakoBKY NiKapCbKOro 3acoby.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPKEHHS.
211. | PEBANIA Kancynu, no 10 TOB «TeBa Ykpaina AT dapmaueBTUYHUIA 3aBOA, YropwuHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/8405/01/01
Kancyn y énictepi; YKpaiHa» TEBA 3MiHa 3asiBHMKa (BNacHMKa peecTpauiniHoro peuyenma

no 3 6nictepu B
KopoobLi

noceig4eHHs). 3MiHu | Tuny - 3MiHu Woao
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

BeefeHHs1 ab0 3MiHW [0 y3arasibHEHNX JaHux Npo
cuctemy chapmakoHarnagy (BBegeHHs
y3arasibHeHX AaHnx Npo cuctemy
hapmakoHarnsgy, 3miHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0CO6M 3 thapmakoHarnsgy 3asBHuKa
[ONA 34jiCHeHHs dhapMakoHarnsgy B YKpaiHi, Ko
BOHa BiZIMiHHa BiJ, yNTOBHOBaXKEHOI 0CO6Y,
BiZiNOBIAANbHOI 3a 34jiICHEHHS hapmakoHarnsay
(BKIHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3miHn y
pO3MiLLLeHHi MacTep-chaiina cuctemm
hapmakoHarnsgy) 3MmiHa ynoBHOBaXKEHOT 0CO6U
3aABHVKa, BiANOBiAabHOI 3a hapmakoHarnsg,
[Oitova pepgakuis: Orit Stern-Maman. MNponoHoBaHa
pefakuisi: buctpoBa OkcaHa BitaniiBHa. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI 0CO6U
3asBHVKa, BigNoBiganbHOI 3a hapMakoHarnsg.

212.

PEraPOH

MOPOLLIOK
[030BaHwuif; no 18,9
I NOPOLLKY Y NaKeTi;
no 20 nakeTiB y
KapTOHHIA KopoobLi

OpioH
KopnopeiLuH

PiHNAHAiA

OpioH KopnopeWiwH,

®iHNAHAIA (BUPOOHUK, L0
3[iACHIOE KOHTPO/Ib SIKOCTI i

BMMNYCK cepiii); TOB

Peuudapm MapeTc, Icnanis
(BUPOBHUK, L0 34iliCHI0E

BMPOGHWLTBO, NaKyBaHHS,
KOHTPO/Ib SKOCTi i BUMYCK

cepiid)

PiHnaHgia/
IcnaHis

BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis:
3MiHM | TUMY - 3MiHKW 3 AKOCTi. FOTOBMIA NiKapCbKUiA
3aci6. 3MiHM y BUPO6HMLTBI. 3MiHa po3mipy cepil

(BK/TIOMAtOUM fiana3oH po3Mipy cepii) roToBOro

nikapcbkoro 3acoby (36ibweHHs go 10 pasis

NOPIBHAHO i3 3aTBEPIKEHUM PO3MIPOM) - 3MiHA

po3mipy cepii nikapcbkoro 3acoby PerigpoH,
MOPOLLIOK [030BaHN a came MPOMOHYETbCA
BK/IIOUMTY MakcuMasibHUiA po3mip cepii 4000 kr.
3anponoHoBaHo: Po3mip cepii Big 500 kr go 4000
Kr. 3MiHuW | TMny - 3MiHK 3 SKoCTi. FoTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoproBasibHUiA 3aci6. 3miHa
napameTpiB cneuudikauiii Ta/abo 4onycTUMmx
MeX NepBYHHOT YNakoBKW rOTOBOTrO NiKapCbKoro
3ac06y (iHLWi 3MiHK) - BHECEHHS 3MiHN B MaTepiasn
peecTpaujiiHoro gocke p. 3.2.P.7. Cucrema

KOHTeliHep/3aKkynoptoBasibHUiA 3aci6, a came,

3MiHa MeX NnokasHvka «3arasibHa rpamatypa»

NepBUHHOIO NakyBaHHs 3 96,3 — 117,7 r/M2 Ha

100,1 - 122,5 r/mM2 B napameTpax crneumdikauii
NepBUHHOT YNakoBKM rOTOBOTO NiKapCbKOro 3acoby

(namiHaTHWIA caweT). 3miHa MeX 3aranbHol
rpamatypu nos’a3aHa 3i 3MiHOK PO3paxyHKy
BMMIpIOBaHHSA (Ha AaHWi Yac NOoKasHWK
pO3paxoBYETbCA A1 NEPBUHHOIO NaKyBaslbHOTO
marepiany (naMiHaTHWA calleT), He BK/IYaum

YOPHWUN Ha BEPXHbOMY Luapi matepiany. Hoswuii

Crnoci6 064YMCNeHHA BK/IOYaE YOpHMIA Ha
BEpPXHbOMY LLapi matepiany). MNpoueaypa
TECTYBaHHA 3a/IMLIATbLCSA HE3MIHHOK. OCHOBHWUIA

6e3
peyenma

UA/2065/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1

nakyBasIbHWIA MaTepian 3a/mwaTumeTbes
He3MiHHUM. Takox TOBLLMHA Pi3HWX LWapis
marepiany 3a/IMWAETbCA HEe 3MIHHOW. 3MiHK | TUny
- 3MiHUM 3 AKOCTIi. [0TOBWIA Nikapcbkunii 3acib.
CurcTeMa KoHTelHep/3aKynoproBasibHUiA 3aci6.
3MiHa napameTpiB cneuudikauii Ta/abo
[OMYyCTUMMX MEX NEePBUHHOT YNaKkoBK/ rOTOBOrO
nNiKapcbkoro 3acoby (40NOBHEHHSA cneuudikawii
HOBMM MOKA3HVKOM 3 BiANOBIAHUM METOA0M
BMNPOOYBaHHS) -

BHECEHHS 3MiHM B MaTepianv peecTpauiiiHoro
pocbe p. 3.2.P.7. Cucrema
KOHTeliHep/3aKyrnopoBa/ibHWiA 3acib, a came y
cneuudikaLii NepBMHHOI YNakoBKu (namiHaTHUIA
calueT) flikapcbkoro 3acoby PerigpoH, nopoLLok
[030BaHnin AofAaETbCA TecT «laeHTrdikauis»,
3aCTOCOBYHOUM MeTOZ, iHhpayepBoHOT
CMNEeKTPOCKOMIT, OCKINbKM Lie KPUTUYHWIA TecT ans
OLiHKW AKOCTi NEePBMHHOIO NakKyBaslbHOTO
mMarepiany (namiHaTHuii caweT). 3MiHu | Tuny -
3MiHU 3 AIKOCTi. FOTOBWIA NikapcbKuWii 3aci6.
CurcTeMa KoHTelHep/3aKynoproBasibHUIA 3aci6.
3MiHa napameTpiB cneuudikauii Ta/abo
[OMYyCTUMMX MEX NEePBUHHOI YNaKkoBKY rOTOBOrO
nikapcbKoro 3acoby (4ONOBHEHHS cneumndikawi
HOBWM MOKa3HUKOM 3 BifMOBIAHUM METOA0M
BUNPOBYBaHHS) - BHECEHHS 3MiHM B MaTepiasin
peecTpaujiiHoro gocke p. 3.2.P.7. Cucrema
KOHTeliHep/3aKynopoBasibHWiA 3aci6, a came y
cneumdikauii NepBMHHOT yNnakoBkM (NamiHaTHWiA
calueT) slikapcbkoro 3acoby PerigpoH, NopoLuok
[1030BaHWI [0AA€ETLCS M. «30BHiLLHIN BUTNAA,
(Appearance)». TecT Ha 30BHiLLHIl BUrNag
namiHaTy 3amiHIE TeCTW Ha YNCTOTY, LiNICHICTb,
BHYTPILLHI Wap, cepeaHili Wwap, 30BHiLLHIl Wwap Ta
konip. Mpoueaypa TeCTyBaHHS 3a/IMLLAETHCA
He3MiHHOW. 3MiHu | TUNY - 3MiHK 3 sKOCTi. [0TOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBasibHUiA 3aci6. 3MiHa
napameTpiB cneuudikauiii Ta/abo JonycTUMmX
MeX NepBVHHOT yNakoBKW rOTOBOTO NiKapCbKoro
3aco6y (BUYYEHHS] HE3HAYHOTO MOKa3HMKa
(Hanpvknag 3acTapifioro NoKasHNKa)) - BHECEHHS
3MiHV B MaTepiann peecTpawiiiHoro Aocbe p.
3.2.P.7. CncTema koHTeliHep/3aKkynoproBasibHUiA
3acib, a came BugasieHHs napameTpa «HucroTa
(Cleanliness)» 3i cneuudikayii nepBUHHOT
YNaKoBKM (naMiHaTHWIA calleT) SikapcbKoro 3acoby
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
PerigpoH, nopoLuok go3oBaHuii. BunpobyBaHHs Ha

4MCTOTYy BYNO BMK/THYEHO 3i cneuundikadii,
OCKINbKN NOKa3HWK «30BHILLHIV BUrNSa»

Bifnosigae uvm napameTpam. Mpoueaypa

TECTyBaHHS 3a/IMLLAETHCA HE3MIHHOK. 3MiHu |

CurcTeMa KoHTelHep/3aKynoproBasibHUIA 3aci6.
3MiHa napameTpiB cneuudikauii Ta/abo
[OMYyCTUMMX MEX NEePBUHHOI YNaKkoBKY rOTOBOrO
NiKapCcbKoro 3acoby (BUy4EHHS1 HE3HAYHOrO
nokKasHuka (Hanpvknag 3acTapisioro NokasHuka)) -
BHECEHHS 3MiHM B MaTepiasiv peecTpauiiHoro
pocbe p. 3.2.P.7. Cuctema
KOHTeliHep/3akKyrnopoBasbHWii 3aci6, a came
BUAaIeHHs napameTpa «LjinicHicTb (Integrity») 3i
cneuudikaLii NepBMHHOI YNakoBKy (namiHaTHWUIA
calleT) nikapcbkoro 3acoby PerigpoH, NopoLuok
[030BaHuin. BUnpobyBaHHs Ha LjinicHicTb 6yno
BVK/TIOYEHO 3i cnevuydikaLii, OCKiNIbKM MOKa3HWK
«30BHILLHIN BUrNAA» BignoBigae LM
napametpam. [poueaypa TecTyBaHHsA
3a/IMAETLCS HE3MIHHOK. 3MiHM | TUMY - 3MiHK 3
AKkocTi. FOTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBasibHUi 3aci6. 3MiHa
napameTpiB cneuudikauiii Ta/abo JonycTUMmX
MeX NepBMHHOT yNakoBKW rOTOBOTO NiKapCbKoro
3aco6y (BUYYEHHS] HE3HAYHOTO MOKa3HMKa
(Hanpvknag 3acTapifioro NoKasHNMKa)) - BHECEHHS
3MiHV B MaTepiann peecTpawiiiHoro Aocbe p.
3.2.P.7. CncTema KoHTeliHep/3aKkynoproBasibHUiA
3acib, a came BugasieHHs napameTpa «BHyTpiLlHii
wap (Inner layer)» 3i cneumdikayii nepBUHHOT
yMNaKoBKM (NaMiHaTHWiA calleT) flikapcbKoro 3acoby
PerigpoH, nopoLwok go3oBaHuii. BunpobyBaHHsA Ha
BHYTPILLHII Wwap 6yn0 BUKIKYEHO 3i cneuundikadii,
OCKINbKN NOKa3HWK «30BHILLHI BUrNSa»
Bignosigae uvm napameTpam. Mpoueaypa
TECTyBaHHS 3a/IMLLAETLCA HE3MIHHOK. 3MiHu |
MYy - 3MiHW 3 AKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
CurcTeMa KoHTelHep/3aKynoproBasibHUIA 3aci6.
3MiHa napameTpiB cneuudikauii Ta/abo
[OMYyCTUMMX MEX NEePBUHHOT YNaKkoBKY rOTOBOrO
NiKapCcbKoro 3acoby (BUy4EHHS1 HE3HAYHOrO
nokasHuka (Hanpviknag 3acTapisioro NokasHuka)) -
BHECEHHS 3MiHM B MaTepiasiv peecTpauiiHoro
pocbe p. 3.2.P.7. Cuctema

KOHTeliHep/3akKyrnopoBasibHWiA 3aci6, a came
BuAaNieHHs napameTpa «CepegHili wap (Medium

MYy - 3MiHW 3 AKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

layer)» 3i cneuwndikauii NepBUHHOT yNakoBKM
(namiHaTHWIA caweT) nikapcbkoro 3acoby
PerigpoH, NopoLuok go3oBaHuii. BunpobyBaHHs Ha
cepegHili wap 6yn0 BUKIOYEHO 3i cneyudikaii,
OCKi/IbK/ NOKa3HUK «30BHILLHIA BUrNSA»
Bignosigae UMM napameTtpam. MNpoueaypa
TeCTyBaHHS 3a/IMLLAETLCA HE3MIHHO. 3MiHN |
TUMY - 3MiHW 3 AKOCTIi. FOTOBWIA Nikapcbkuii 3aci6.
CuctemMa KoHTeliHep/3akynoptoBasibHUi 3aci6.
3MiHa napameTpiB cneundikauii Ta/abo
[OMYyCTUMMX MEX NEePBUHHOT YNakoBKy rOTOBOrO
NiKapcbKoro 3acoby (BUy4eHHsI HE3HAYHOro
nokasHuka (Hanpvkiag, 3actapifioro nokasHukay)) -
BHECEHHS 3MiHM B MaTepiann peecTpauiiiHoro
pocbe p. 3.2.P.7. Cucrema
KOHTeliHep/3akKyrnoptoBabHWii 3aci6, a came
BMAAIEHHSI NapameTpa «30BHilLHii wap (Outer
layer)» 3i cneuudikauii nepBUHHOT yNakoBKu
(namiHaTHWIA caweT) nikapcbKoro 3acoby
PerigpoH, nopoLuok Ao30BaHuii. BunpobyBaHHs Ha
30BHILLHIli Wap 6yN10 BUKIOYEHO 3i cneuudikadii,
OCKI/TbKW NOKA3HUK «30BHiLLIHI BUTNSA»
BifnoBsigae UMM napameTpam. Mpoueaypa
TEeCTyBaHHA 3a/IMLLAETLCA HE3MIHHOW. 3MiHu |
TUMY - 3MiHW 3 AKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
CurcTeMa KoHTelHep/3aKynoproBasibHUiA 3aci6.
3MiHa napameTpiB cneuudikauiii Ta/abo
[OMYCTUMMX MEX NEePBUHHOT YNakoBKy rOTOBOrO
niKkapcbKoro 3acoby (BU/ly4eHHsA HE3HAYHOro
nokasHuka (Hanpvknag 3acTapisioro NokasHuka)) -
BHECEHHS 3MiHM B MaTepiasv peecTpauiiHoro
pocke p. 3.2.P.7. Cucrema
KOHTelHep/3akynopoBasibHWiA 3aci6, a came
BUAaNeHHs napameTpa «Konip (Colour)» 3i
cneuudikaLii NepBMHHOI YNakoBKu (namiHaTHUIA
calueT) flikapcbkoro 3acoby PerigpoH, nopoLLok
[030BaHuWii. BunpobyBaHHs Ha kosip 6yno
BUK/IOYEHO 3i crieundikaLii, OCKiNIbKM NOKa3HWK
«30BHILWHI BUrNAA» Bignosigae LM
napametpawm. Mpoueaypa TeCcTyBaHHA
3a/IMLWAETLCA HE3MIHHOH.

213.

PEAI-TY-103
KNI3MA

PO34NH PeKTasTbHU,
21,4r1/9,418B 118
M/, no 133 mny
N1acTUKOBIiN
naswuyi; no 1
naswLyi y kopoobui 3
KapToHy

KaceH
Pekoppaari,
C.J.

IcnaHis

KaceHn Pekopgari, C.J/1.

IcnaHis

BHECEHHS 3MiH [0 peecTpavuiiHiX maTepianis:
3MiHM | TRy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta (hapmakoHarnagy. BeegeHHs abo 3MiHu A0
y3arasibHeHVX AaHnx Npo cuctemy
chapmakoHarnsgy (BBefieHHs y3arasibHeHUX faHux
npo cucTemy dhapmakoHarnsgy, amMiHa
YNOBHOBAXEHOI 0C06M, BifgnoBiganbHOI 3a

6e3
peyenma

UA/10995/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

3[iicCHEHHST hapMakoHarsay; KOHTaKTHOI 0cobu 3
chapmakoHarnsgy 3asBHuKa Ans 34jiACHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOT 0c06MW, BignoBifabHOI 3a
3pificHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
MacTtep-aiina cuctemy papMakoHarnisay) -
3MiHa KOHTaKTHOI 0co6Y YNOBHOB&aXKEHOI 0CO6U
3asBHVKa, BiANOBiAaNbHOI 3a thapmakoHarnsag, s
YkpaiHi. MNponoHoBaHa pefakuis: BonowmnHa
AHacTaciss AHaToniiBHa. 3MiHa KOHTaKTHUX JaHUX
KOHTaKTHOT 0CO6U YNOBHOBaXXEHOT 0CO6YU
3a8BHMKa, BiANOBiAaNbHOI 3a hapMakoHarnsg B
YKpaiHi.

214.

PENI®®
AQBAHC

Ma3b pekTasibHa,
200 mr/r; no 28,4 ry
Ty6i; no 1 1y6i y
KOMMNEKTi 3
ansikaTopom y
KapTOHHIlA KOpooLi

TOB "BANEP"

Ykpaina

damap A.B.E. ABnoH MNnaHT

pevis

BHECEHHS 3MiH [0 peecTpavuiiHiX maTepianis:
3MiHM | TUNYy - 3MiHKM 3 AkocTi. CepTudikar
BignosigHocTi/IE-cepTudikar BignosigHocCTi
€sponelicbkin dhapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOro cepTudikaTa
BiANOBIAHOCTI ab0 BUTyYEHHS cepTudikaTa
BiANOBIAHOCTI E€Bponeiichbkili hapmakonei: gns
A®I; ons BUXiAHOTO
mMartepiany/peareHTy/npoMbKHOIo NPOAYKTY, WO
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[LOMOMIKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBEHWIA
cepTuddikaT Bif yxe 3aTBEPAXEHOr0 BUPOOHUKA -
MoaaHHA oHoBrieHoro CepTudpikaTty BiANOBIAHOCTI
€poneiicbkili hapmakonei R1-CEP 2004-008-
Rev 06 (nonepeaHs Bepcia R1-CEP 2004-008-Rev
05) Bif, BXe 3aTBEpAKEHOT0 BUPOGHMKA
CHANGZHOU SUNLIGHT PHARMACEUTICAL
CO,, LTD., Kutaii ans A®| 6eH3sokaiHy

6e3
peyenma

UA/1953/01/01

215.

PUBOKCUH

PO34MH A5 iH'EKLIN,
20 mr/mn; no 5 mn
a6o 10 mn B amny/ii;
no 10 amnyny
KopobL;

no 5 mn a6o 10 mn B
amnyni; no 5 amnyn
Y KOHTYpHili
YapyHKOBIN
ynakosLi; no 2
KOHTYPHI YapyHKOBI
yMakoBKU B nauLi

NAT
"Tanuuchapm”

YkpaiHa

MAT "Trannudapm”

Ykpaina

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHM | TUNY - 3MiHK 3 SIKOCTi. FOTOBUIA NiKapCbKUiA
3aci6. 3MiHM Yy BUPO6HULTBI. 3MiHM Y npoLeci
BMPOGHMLITBA FOTOBOrO /1iKapCbKOro 3acoby,
BK/THOHAI0UM NPOMIXXHWIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULITBI FOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa Y NpoLeci
BUPOOHMLTBA) - BHECEHHSA HE3HAYHUX 3MiH A0
po3sginy 3.2.P.3. Npouec BMpo6HMLTBA
nikapcbKoro 3acoby, 30kpema: BHECEHHS
He3HaYHMX 3MiH 4,0 TEXHO/ONYHOT CXeMu, onucy
TEeXHO0riYHoro npouecy MNN3; 3amiHa Ha3Bu
inbTpa Ana "ToHKoI dinbTpauii” Ha inbTp Ans
"cTepunisyroyoi ginbTpauii"; 3miHa Ha3su cTagil
"Crepunizauist” Ha "TepMiyHa 06pobka”.

3a
peyenmom

UA/4137/02/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
216. | PIBOJNIEB TabneTku, BKpUTI Pisochapm CA LLiBefiuapis PiBochapm CA LLiBefiuapis BHECEHHS 3MiH 0 peecTpavliiiHix maTepianis: 3a UA/14758/01/01
NNiBKOBOO 3MiHu | TUnYy - 3MiHK Wopao 6e3nekn/eeKTUBHOCTI peyenmom
060/10HKOI0, No 250 Ta thapmakoHarnsagy (iHwi 3miHn) - OHOBNEHHSA
mr, no 10 TabneTok TEKCTYy MapKyBaHHA yNakoBKW /liKapCbKoro 3acoby
y 6nicTepi; no 3 abo 3 BHECEHHAM iHhopMaLii LWoA0 3a3HauYeHHs
no 6 6nictepis y OVHWLb BUMIpOBaHHA Y cuctemi Sl. BHeceHHs
KapTOHHI KopoobLi 3MiH A0 po3ainy «MapkyBaHHs» MKHA N13.
3arBepaxeHo: MapKyBaHHS
Y BigNOBIAHOCTI 3 NPONO3MNLISIMU LLOA0
BUKNAAEHHS TEKCTY MapKyBaHHS YNakoBKY LLO
fopjaetbes
3anponoHoBaHo: MapkyBaHHs
3rifHO 3aTBEPLKEHOTO TEKCTY MapKyBaHHS.
217. | PIBOJIEB TabneTku, BKPUTI Pisocpapm CA LLiBeiiuapis Pisochapm CA LLiBeiiuapis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/14758/01/02
NNiBKOBOO 3MiHu | TMny - 3MiHK Woao 6e3nekn/etPeKTUBHOCTI peyenmom
o60on0oHkot, no 500 Ta thapmakoHarnsgy (iHwi 3miHu) - OHOBMEHHS
mr, no 10 TabneTok TEKCTy MapKyBaHHA yNakoBKW /likapCbKoro 3acoby
y 6nicTepi; no 3 abo 3 BHECEHHAM iHdhopmaLii WoA0 3a3HaYeHHs
no 6 6nictepiB y O4VHWLb BMMIpOBaHHA Y cuctemi Sl. BHeceHHs
KapTOHHIlA KOpooLi 3MiH 0 po3giny «MapkyBaHHs» MKA N13.
3arBepakKeHo: MapKyBaHHsA
Y BigNOBIZHOCTI 3 NPONO3MLISIMU LLOA0
BUKNAAEHHS TEKCTY MapKyBaHHS YNakoBKY LU0
JojaeTbes
3anponoHoBaHo: MapKyBaHHS
3rigHo 3aTBEpKEHOr0 TEKCTY MapKyBaHHS.
218. | PIBOJIEB TabneTku, BKpUTI Pisochapm CA LLisefiuapis Pisochapm CA LLiBeiuapis BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3a UA/14758/01/03
NNiBKOBOO 3MiHu | TURY - 3MiHN Wopao 6e3nekn/edieKTUBHOCTI peyenmom
060/10HKO10, 0 1000 Ta hapmakoHarnsagy (iHwi 3miHu) - OHOBIEHHS
mr; no 10 TabneTok TEKCTY MapKyBaHHS1 yNakoBKM /liKapCbKOro 3acoby
y 6nicTepi; no 3 abo 3 BHECEHHAM iHGhopMaUiT LWoA0 3a3HAYeHHS
no 6 6nictepis y OAVHWLB BUMIPIOBaHHSA Y cuctemi Sl. BHeceHHs
KapTOHHI KopoobLi 3MiH A0 po3ainy «MapkyBaHHs» MKHA 3.
3arBepakeHo: MapkyBaHHS
Y BIANOBIAHOCTI 3 NPONO3MLiAMA LWOA0
BVKTAAEHHS TEKCTY MapKyBaHHS yMakoBKM LLO
fofjaeTbes
3anponoHoBaHo: MapKyBaHHA
3rigHo 3aTBEpPAKEHOI0 TEKCTY MapKyBaHHS.
219. | CAHOPUH Kpanni Ha3asibHi, "KcaHTic Kinp Tea Yex IHgacTpi3 c.p.o., Yecbka BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 6e3 UA/2455/02/01
po3unH 0,5 mr/mn no Papma Yecbka Pecnybnika; Pecny6nika/ | 3MiHW | TUNY - 3MiHK 3 AKOCTi. FOTOBMIA NikapCbkuii peyenma
10 mMn y dh1akoHi 3i Nimiteg" CaHeka ®apmacbloTikan3 CnoBaubka 3aci6. Cuctema KoHTelHep/3aKynoptoBasibHU
ckna; no 1 pnakony, AT, CnoBaupka Pecny6bnika Pecny6nika 3aci6. 3miHa nocTavasibHMKa nakyBabHUX

OCHalLleHoMy
KpanesibHuLeto Ta
KPULLKOH Y

KapTOHHi KOpO6L

mMartepianis abo KOMMIEKTYUMX (SKLLO 3a3Ha4YeHo

B [OCbE) (3amiHa abo AofaBaHHS NOCTaYasIbHMKA).
JonaBaHHsA nocTayvasibHMKa KpanesnbHULL:
3aTBepAxeHo: (Vinamet); 3anponoHOBaHoO:

(Vinamet; Plastimat; Okula). 3miHn | Tuny - 3MiHK 3
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1

AKoCTi. [0TOBWMIA Nikapcbkuii 3aci6. KoHTponb
roToOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo AOMNYCTUMUX MEX FOTOBOIO
nikapcbKoro 3acoby (4ONOBHEHHS cneumndikaw,ii

HOBWM MOKa3HUKOM 3 BifMOBIAHUM METOAO0M

BMNPOBYBaHHS) - AONOBHEHHSA cneundikaii
NiKapCcbKoro 3acoby 3a NOKasHUKOM «[OMiLLKu»

BMMOTOH0 LLOA0 CYyMMW AOMILLOK, @ TakoX
3a3Ha4YeHHs BUMOTU W00 IHLWNX IHAMBIAYaIbHUX
[OMILLOK, ika MOMW/IKOBO He Byna 3aTBeppkeHa y
MKSA TN3. 3miHm | Tuny - 3miHW 3 AKocTi. FoToBMiA
nikapcbkuii 3aci6. CtabinbHiCTb. 3MiHa y TepMiHax

npuaaTHocTi abo ymoBax 36epiraHHsl roTOBOro
nikapcbKoro 3acoby (3MiHa y 3aTBepKEHOMY
npoTokoni ctabinbHOCTI). 3MiHa Y 3aTBEpAKEHOMY

NpOTOKO/i cTabiNbHOCTI: 3MiHa NepiogNYHOCTI
KOHTpOt0 J13 3a nokasHuKoM «MikpobionoriyHa

ynctoTa» Ta «BmicT 60pHOT KMCNOTW» nif, vac
306epiraHHs; BU/Ty4YEHO NPOBEAEHHA KOHTPOSIIO M.
«lpeHTudikauis» Ta «O6’eM BMICTY KOHTelHepa»

i3 cneyudikaLii Ha TepMiH 36epiraHHs; BUTYyYEeHHS
nepioguyHoCTi (0AWH pas3 B pik) i3 cneumdikauii Ha
TEePMiH 36epiraHHs 3a NOKa3HMKOM «[JOMiLLKU».
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBUIA Nikapcbkuii
3aci6. Cuctema KoHTeliHep/3akynopoBasbHuWi
3aci6. 3mMiHa nocTavyasibHMKa NakyBabHUX
mMartepianis abo KOMMIEKTYUMX (KO 3a3Ha4YeHo
B [JOCbE) (3aMiHa abo fofaBaHHs NocTavyasibHUKa).
[JofaBaHHs nocTavyanbHUKa KpanenbHuL:
3aTBEpAXeHo: (Vinamet); 3anponoHOBaHo:
(Vinamet; Plastimat; Okula). 3miHu | Tvny - 3miHu 3
AKkocTi. FOTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWiA 3aci6 (iHWi 3MiHN) —

[LOMNOBHEHHSA KOHTpoNeM doriakoHy (in-house
specification and methods part of PNO 27734/09-
02) Ta kpanenbHuui (in-house specification and

methods part of PNO 47018/11-04) ans

BUPOOHUYOT AinbHULUI CaHeka ®apMachloTikan3
AT, Cnosaubka Pecnybnika. 3MiHu | Tuny - 3MiHn

3 AKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3aMiHa abo BBeEHHS 40AaTKOBOI
AiNbHULI BUPOBHMLTBA [/19 YacTUHW abo BCbOro

BMPOBGHNYOro NpoLLecy roTOBOro NikapCbKoro
3acoby (AinbHMLSA, Ha SiKili NPOBOAATLCA By Ab-SKi

BUPOGHWUI cTagii, 38 BUHATKOM BUMYCKY Cepild,

KOHTPOJTHO AKOCTi, NEPBUHHOIO Ta BTOPUHHOIO

nakyBaHHS, 4151 HECTEPUSIbHUX NiKaPCbKUX
3ac06iB). CynyTHs 3MiHa - 3MiHM 3 AKOCTi. [0TOBWIA
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa
ab0 BBEeZIEHHS1 [,OATKOBOT AiNIbHUL BUPOOHULTBA
AN YacTNHM abo BCbOro BUPOGHMYOro npoLiecy
rOTOBOrO JliKapCbkoro 3acoby (AinbHuUsa Ans
BTOPUHHOIO NakyBaHHs) - 3MiHU 3 iKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHM y BUPOBHMLTBI. 3amiHa
ab0 BBeZleHHS1 [,OAATKOBOT AifIbHULI BUPOOHNLTBA
NS YacTnHM abo BCbOro BUPOGHMYOro npoecy
roTOBOrO /iKapCbKoro 3acoby (AinbHuUA Ans
NepBUHHOTO NaKyBaHHS) - BBEieHHs1 A0AaTKOBOI
BUPOBOHUYOT AinbHULUI CaHeka ®apMacbkloTikan3
AT, CnoBaupbka Pecny6bnika. BBefjieHHs 3MiH
NPOTArom 6-T1 MiCALIB MiC/A 3aTBEPMKEHHS.
3MiHu | TUNY - 3MiHK 3 SKOCTi. FTOTOBUIA NiKapCbKUi
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHM Y npoueci
BMPOGHMLITBA rOTOBOTO J1iKapCbKOro 3acoby,
BK/THOHAI0UM NPOMiIXXHWIA NPOAYKT, L0
3aCTOCOBYETLCA MNPV BUPOOHULITBI FOTOBOrO
nNikapcbKoro 3acoby (He3Ha4yHa 3MiHa y npoueci
BVMPOGHMLTBA) - HE3HAYHI 3MiHUM Y NPOLIECI
BMPOGHMLTBA, 30KpeEMa yA0CKOHaIEHHSA MpoLecy
Ha 4 Ta 5 cTagii BUpo6GHMLTBA, a TakoX He3HayHa
3MiHa CTOCYETLCA PO3UYNHEHHS [ONOMDKHUX
PeyvoBUH Ta cTagji KiHLLEeBOT romMmoreHizauji i
dinbTpavii. 3miHu | TURY - 3MiHK 3 AKoCTi. [oTOBWIA
nikapcbkunii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHa
iMnopTepa/3aMiHn, L0 CTOCYIOTLCA BUNYCKY cepii Ta
KOHTPOJI0 SIKOCTi FOTOBOrO JIiKapCbKOro 3acoby
(3amiHa abo foaaBaHHSA BUPOGHKKA, L0
BiANOBifae 3a BBE3EHHA Ta/abo BUNycK cepil) -
Bkntoyaroun KOHTPOb/BMNPOGYBaHHS cepii.
[opasaHHsa BUpo6HUKa MN3 CaHeka
dapmacsioTikans AT, Cnosaubka Pecny6nika,
BiANOBIAA/ILHOrO 3a KOHTPO/Ib Ta BUNyCK cepii M3
(3aTBEpAXEHO: TeBa Yex IHgacTpi3 c.p.o., Yecbka
Pecny6nika). 3MiH/ BHECEHI B IHCTPYKLIitO ANs
MeAMYHOro 3acTocyBaHHs /13 Wwoa0 BMpobHuKa Ta
0ro mMicLe3HaxoMKeHHS Ta SK HacnifoK nossa
[0[aTKOBOro NakyBaHHS A/15 IHLIOro BUPOOHMKA.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS.

220.

CEBIKAP

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 20
mr/5 mr; no 14
TabneTok y 6nictepi;
no 2 6nictepay
KapTOHHIW nayui

3eHTIBa, K.C.

Yecbka
Pecny6nika

[aivi CaHkio FOpoyn M'm6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpavuiiHiX maTepianis:
3MiHa 3asBHMKa (BNacHWKa peecTpavuiiHoro
noceifyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015
Ne 460): 3MiHM BHECEHO B iHCTPYKLitO ANns
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby
040 HallMeHyBaHHS 3asiBHUKA (Y p. «[M06iYHi
peakuii» BHeceHo iHhopMmalLiito PO KOHTaKTHI faHi

3a
peyermom

UA/17647/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

B NOBIZOM/IEHHSAX MPO MiJ03PIOBaHI NO6IYHI
peaxuir).

BBefieHHs1 3MiH NpoTArom 6-T1 MicALUiB nicns
3aTBep/MKeHHs. 3MiHu | Tuny - 3MiHW WoAo
6e3nekn/edhekTMBHOCTI Ta thapmakoHarnagy.
BBefeHHs1 ab0o 3MiHM [0 y3araslbHEHUX AaHuX Npo
cuctemy thapmakoHarnagy (eBefeHHs
y3arasbHeHUX JaHuX Npo cucTemy
hapmakoHarnagy, 3MiHa ynoBHOBaXXeHOT ocobm,
BiANOBIAA/IbHOI 32 34iiCHEHHS hapmakoHarnsgy;
KOHTaKTHOI 0co6M 3 thapMakoHarnsay 3asBHuKa
[ANA 34iiCHEHHA dhapmakoHarnsgy B YkpaiHi, AKwo
BOHa BiIMiHHA BiZ, yNTOBHOBaXKEHOI 0C0O6Y,
BiANOBIAA/ILHOI 3a 34iiCHEHHA papmakoHarnsgy
(BKNHOYAIOUN KOHTAKTHI AaHi) Ta/abo 3miHn y
pO3MiLLeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy) 3MiHa ynoBHOBaXKeHOT 0cobu
3a8BHVIKa, BignoBifganbHOI 3a hapmakoHarnsag,
[itoua pepakuis: CopiHa JliaHa Mato / Sorina Liana
Paiu, MD. MNMponoHoBaHa peakuis: Jliogmmuna
®ininoa, MD / Ludmila Filipova, MD. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHOI 0cobWU,
BiANoBiAabHOT 3a hapmakoHarnsag. 3MiHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0co6u
YMOBHOB&XEHOT 0C0bM 3as1BHMKA, BifnoBigabHOT
3a (papmakoHarnsg, B YkpaiHi. 3miHa
MicLe3HaxomkeHHa MacTep-chaiina Ta iioro
HOMepa. 3MiHa MicLs 3[iACHEHHST OCHOBHOT
LiSNbHOCTI 3 hapmakoHarnsgy.

221.

CEBIKAP

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 40
mr/5 mr; no 14
TabneTok y 6nictepi;
no 2 6nictepay
KapTOHHIW nayu,i

3eHTIBa, K.C.

Yecbka
Pecny6nika

[aivi CaHkio FOpoyn M'm6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis:
3MiHa 3asBHYMKa (BNacHWKa peecTpaviiHoro
noceifyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015
Ne 460): 3MiHM BHECEHO B iHCTPYKLitO ANns
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby
040 HallMeHyBaHHS 3asiBHUKA (Y p. «[M06iuHi
peakuji» BHeceHo iHthopmaLiito MPo KOHTaKTHI JaHi
B NOBIJZOM/IEHHSAX MPO MiJ03pIoBaHi NO6IYHI
peaxuir).

BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBep/MKeHHs. 3MiHK | Tuny - 3MiHW WoAo
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnagy.
BBefeHHst ab0o 3MiHM [0 y3araslbHEHUX AaHNX NPO
cuctemy chapmakoHarnagy (BBegeHHs
y3arasibHeHUX JaHnX Npo cucTemy
hapmakoHarnagy, 3MiHa ynoBHOBaXXeHOT 0cobm,
BiANOBIAA/IbHOI 32 34iiCHEHHS dhapmakoHarnsgy;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa
[ONA 34jiiCHEeHHs hapMakoHarisay B YKpaiHi, AKLo

3a
peyermom

UA/17647/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

BOHa BiIMiHHa BiJ, yNIOBHOBaXKEHOI 0C0o6Y,
BiANOBIAANLHOI 3a 34iiCHEHH:A papmakoHarnsgy
(BKNHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3miHn y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy) 3MiHa ynoBHOBaXKeHOI 0cobu
3asBHVIKa, BifNoBifAaNbHOI 3a thapmakoHarnsag,
[itoua pepakuis: CopiHa JliaHa Mato / Sorina Liana
Paiu, MD. MNMponoHoBaHa peakuis: Jliogmmuna
®ininoa, MD / Ludmila Filipova, MD. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI 0CcOobMU,
BiANoBiAabHOT 3a hapmakoHarnsag. 3MiHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0co6u
YMOBHOB&XeHOT 0C0bM 3as1BHMKA, BifnoBigabHOT
3a (papmakoHarnsg, B Ykpaii. 3miHa
MicLe3HaxomkeHHa MacTep-haiina Ta iioro
HoMepa. 3MiHa MicLs 3[iACHEHHS] OCHOBHOT
LiSNbHOCTI 3 hapmakoHarnsgy.

222.

CEBIKAP

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 40
mr/10 wmr; no 14
TabneTok y 6nictepi;
no 2 6nictepay
KapTOHHIW nayu,i

3eHTIBa, K.C.

Yecbka
Pecny6nika

[aivi CaHkio FOpoyn M'm6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis:
3MiHa 3asBHYMKa (BNacHWKa peecTpavuiiHoro
noceifyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015
Ne 460): 3MiHM BHECEHO B iHCTPYKLitO ANns
MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby
040 HallMeHyBaHHS 3asiBHUKA (Y p. «[M06iuHi
peakuji» BHeceHo iHthopmaLiito NPo KOHTaKTHI JaHi
B NOBIJZOM/IEHHSAX MPO MiJ03pIoBaHi NO6IYHI
peaxuir).

BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBep/MKeHHs. 3MiHK | Tuny - 3MiHW WoAo
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnagy.
BBefeHHst abo 3MiHM [0 y3araslbHEHUX AaHWX NPO
cuctemy chapmakoHarnagy (BBegeHHs
y3arasibHeHUX JaHnX Npo cucTemy
hapmakoHarnagy, 3MiHa ynoBHOBaXXEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS dhapmakoHarnsgy;
KOHTaKTHOI 0co6M 3 thapMakoHarnsay 3asBHUKa
ONA 3ajicHeHHs dhapmakoHarniagy B YKpaiHi, AKLLo
BOHa BiIMiHHA BiJ, yNOBHOBaXKEHOT 0CcO6Y,
BiANOBIAA/ILHOI 3a 34iiCHEHH:A (dapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI JaHi) Ta/abo 3miHn y
pO3MiLLeHHi MacTep-ghaiina cuctemm
thapmakoHarnsgy) 3MmiHa ynoBHOBaXKeHOi 0cobu
3asBHVKa, BigNoBiAaNbHOI 3a thapmakoHarnsg,
[itoua pepakuis: CopiHa JliaHa Mato / Sorina Liana
Paiu, MD. MNMponoHoBaHa peakuis: Jliogmuna
®dininoa, MD / Ludmila Filipova, MD. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHOI 0CcOo6U,
BiANoBiAabHOI 3a hapmakoHarnsag. 3MiHa
KOHTaKTHUX AaHWX KOHTaKTHOi 0cobu

3a
peyermom

UA/17647/01/03
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

YMOBHOB&XeHOT 0C06M 3as1BHMKA, BifnoBiganbHOT
3a (papmakoHarnsg, B YkpaiHi. 3miHa
MicLe3HaxomkeHHa MacTep-chaiina Ta iioro
HOMepa. 3MiHa MicLs 3[iACHEHHS] OCHOBHOT
LiSNbHOCTI 3 hapmakoHarnsgy.

223.

CEBIKAP HCT

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, 20 Mr/5
mr/12,5 wmr; no 14
TabneTok y 6nictepi;
no 2 6nictepay
KapTOHHIW nayu,i

3eHTIBa, K.C.

Yecbka
Pecny6nika

[aivi CaHkio FOpoyn M'm6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis:
3MiHa 3asiBHMKa (B/1aCHUKa peecTpaviiiHoro
NoCBiAYEHHST). 3MiHW BHECEHO B IHCTPYKLiO AN
MeAMYHOro 3aCTOCYBaHHS NiKapCbKOro 3acoby
LLIOAO HallMeHyBaHHS 3asBHUKa (Y p. «[106iuHi
peaxuii» BHeceHo iHhopMaLlito MPO KOHTaKTHI AaHi
B NOBIAOMIEHHAX NPO MifO3PIOBaHi NO6IYHI
peakuii) BBeeHHS 3MiH NpOTArom 6-Tn MicsALiB
nicnsa 3aTBepKEeHHS; 3MiHK | TUNy - 3MiHK WoA0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
BeegeHHs1 ab0 3MiHW A0 y3arasibHeHUX JaHux Npo
cuctemy chapmakoHarnagy (BBegeHHs
y3arasibHeHVX AaHnx Npo cuctemy
hapmakoHarnsgy, 3miHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0CO6M 3 thapmakoHarnsgy 3asBHuKa
[ONsa 34jicHeHHs dhapMakoHarnsay B YKpaiHi, Ko
BOHa BifjMiHHa Bif, yNIOBHOBa)XeHOT 0cO6MU,
BiANOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsay
(BKIHOYAKOYUM KOHTAKTHI JaHi) Ta/abo 3MiHW y
pO3MiLLeHHI MacTep-chaiina cuctemm
thapmakoHarnisgy) - 3MiHa ynoBHOBaXXeHOI 0cobum
3asBHUKA, BiANOBIAA/ILHOI 3a hapMakoHarnsg,.
Litova pepgakuisn: CopiHa fliaHa Mato / Sorina Liana
Paiu, MD. NponoHoBaHa pefakuis: Jliogmuna
®ininoBa, MD / Ludmila Filipova, MD. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHOI 0CcO6MU,
BiANOBiAabHOI 3a thapmakoHarnsag,. 3miHa
KOHTaKTHUX JaHWNX KOHTaKTHOI 0cobu
YNOBHOB&XEHOT 0CO6U 3as1BHMKA, BifnoBigaibHOl
3a hapmakoHarnag B Ykpaini. 3miHa
MicLie3HaxX0KEHHS MacTep-chaiina Ta ioro
HoMepa. 3MiHa MicLs 3/ ACHEHHS] OCHOBHOT
AOiSNbHOCTI 3 dhapmakoHarnagy

3a
peyermom

UA/17662/01/01

224.

CEBIKAP HCT

TabneTku, BKpUTI
nNiBKOBOIO
060/10HKO0, 40 Mr/5
mr/12,5 wr; no 14
Tabnetok y 6nictepi;
no 2 6nictepay
KapTOHHI navw,i

3eHTiBa, K.C.

Yecbka
Pecny6nika

[aiui CaHkio FOpoyn M'm6X

HimeuunHa

BHECEHHS 3MiH 10 peecTpaviiiHix MmaTepianis:
3MiHa 3asiBHMKa (B/1acHUKa peecTpaviiiHoro
noceifg4YeHHs). 3MiHM BHECEHO B IHCTPYKLilO A/15
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby
LLIOA0 HaliMeHyBaHHs 3asiBHUKA (Y p. «[M06iYHi
peakuji» BHeceHo iHchopMmalLiito PO KOHTaKTHI JaHi
B NOBIZOM/IEHHSAX NPO MiJ03pIoBaHi NO6IYHi
peaxuii) BBegeHHs 3MiH NpoTAroM 6-Tu MicsuiB
nicns 3aTBepMkeHHs; 3MiHu | Tuny - 3miHu Wwoao

3a
peyenmom

UA/17662/01/02
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n/n

Hassa
JliKapcbK0O20

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

3acoby

6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
BBegeHHs1 a60 3MiHW A0 y3arasibHeHUX JaHux npo
cucTemy thapmakoHarnsgy (BBefeHHs
y3araslbHeHUx JaHnx npo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOT 0ocobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHNA hapmakoHarnsay;
KOHTaKTHOI 0CcO6M 3 thapMakoHarnsay 3asBHUKa
[ANs 3aiiCHeHHs dhapMakoHarnsay B YKpaiHi, AKLLo
BOHa BifJMiHHa Bif, yNOBHOBa)KeHOI 0co6Y,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA dapmakoHarnsgy
(BK/TIOYAIOYM KOHTaKTHI AaHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-chaiina cuctemm
thapmakoHarnsgy) - 3MiHa ynoBHOBaXXeHOi 0cobu
3asBHVIKa, BigNoBigabHOI 3a chapmakoHarnsg.
[itoua pepakuin: CopiHa JliaHa Mato / Sorina Liana
Paiu, MD. NponoHoBaHa pefakuis: /liogmuna
®ininosa, MD / Ludmila Filipova, MD. 3miHa
KOHTaKTHUX JaHuX yNOBHOBaXeHOT ocobu,
BiANOBIAa/IbHOI 3a thapmakoHarnsag,. 3miHa
KOHTaKTHUX JaHWNX KOHTaKTHOI 0cobu
YMNOBHOBaXeHOT 0COOM 3asiBHMKA, BifnoBigaibHOT
3a hapmakoHarnag B Ykpaini. 3miHa
MicLe3HaxomkeHHa macTep-daiina Ta iioro
Homepa. 3MiHa MicLs 34iNCHEHHSA OCHOBHOT
LisNbHOCTI 3 hapmakoHarnsay

225.

CEBIKAP HCT

TabneTku, BKPUTI
nAiBKOBOO
o6onoHkoto, 40 mr/5
Mmr/25 mr; no 14
TabneTtok y 6nictepi;
no 2 6nictepa y
KapTOHHI nauwi

3eHTiBa, K.C.

Yecbka
Pecny6nika

[aiui CaHkio Opoyn MM6X

HimeuunHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHa 3as1BHVKa (B/1aCHMKa peecTpaLiiHoro
nocBiAYeHHs). 3MiHM BHECEHO B IHCTPYKLiO A4N15
MeAMYHOro 3acToCyBaHHA NMikapCbKoro 3acoby
LLIOAO HaliMeHyBaHHS 3asBHuKa (y p. «M06iuHi
peakuji» BHeceHo iHchopMaLlito PO KOHTaKTHI JaHi
B NOBIZOMIEHHSX MPO Nif03PHOBaHi NO6IYHI
peakuii) BBeeHHs 3MiH NpoTArom 6-Tn MicALiB
nicns 3aTBepmkeHHs; 3MiHu | Tuny - 3MiHu Woao
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnagy.
BBefeHHst abo 3MiHM [0 y3araslbHEHUX AaHNX NPO
cuctemy chapmakoHarnagy (BBegeHHs
y3arasibHeHUX JaHnX Npo cucTemy
hapmakoHarnagy, 3MiHa ynoBHOBaXXeHOT 0cobm,
BiANOBIAA/IbHOI 3a 34iiCHEHHS dhapmakoHarnsgy;
KOHTaKTHOI 0co6M 3 thapMakoHarnsay 3asBHuKa
[ONA 3ajicHeHHs dhapmakoHarniagy B YKpaiHi, AKLLo
BOHa BiIMiHHa BiJ, yNOBHOBaXKEHOT 0c0o6Y,
BiANOBIAA/ILHOI 3a 34iiCHEHH:A (dapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI JaHi) Ta/abo 3miHn y
pO3MiLLeHHi MacTep-ghaiina cuctemm
thapmakoHarnsgy) - 3MiHa ynoBHOBaXeHOI 0cobu
3asBHVKa, BifNoBiAaIbHOI 3a hapmakoHarnsg.

3a
peyenmom

UA/17662/01/03
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

[itoua pepakuis: CopiHa JliaHa Mato / Sorina Liana
Paiu, MD. MNMponoHoBaHa peakuis: Jliogmmuna
®ininoa, MD / Ludmila Filipova, MD. 3miHa
KOHTaKTHWUX AaHnX YNOBHOBaXKEHOI 0COobU,
BiANoBiAabHOT 3a hapmakoHarnsag. 3MiHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0co6u
YMOBHOB&XEHOT 0C0bM 3as1BHMKA, BifnoBigabHOT
3a (papmakoHarnsg, B YkpaiHi. 3miHa
MicLe3HaxomkeHHa MacTep-chaiina Ta iioro
HOMepa. 3MiHa MicLs 3[iACHEHHST OCHOBHOT
LiSNbHOCTI 3 hapmakoHarnsay

226.

CEBIKAP HCT

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, 40
mr/10 mr/12,5 mr; no
14 TabneTok y
6nictepi; no 2
6nictepay
KapTOHHI navu,i

3eHTIBa, K.C.

Yecbka
Pecny6nika

[aivi CaHkio FOpoyn M'm6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpavuiiHiX maTtepianis:
3MiHa 3as1BHMKa (B/1aCHUKa peecTpaviiiHoro
NOCBIAYEHHST). 3MiHW BHECEHO B IHCTPYKLIiO AN
MEeAMYHOro 3aCTOCYBaHHS NiKapCbKOro 3acoby
LLIOAO HaliMeHyBaHHS 3asBHUKa (Y p. «[M06iuHI
peaxuii» BHeceHo iHhopMaLlito NPO KOHTaKTHI AaHi
B NOBIJAOM/IEHHSAX NPO MifO3PIOBaHi NOBIYHI
peakujii) BBeeHHS 3MiH NpOTArom 6-Tn MicsALiB
nicnsa 3aTBepKEeHHS; 3MiHK | TUNy - 3MiHK WoA0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
BeegeHHs1 ab0 3MiHW A0 y3arasibHeHUX JaHux npo
cuctemy chapmakoHarnagy (BBegeHHs
y3arasibHeHVX AaHnx Npo cuctemy
hapmakoHarnsgy, 3miHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0CO6M 3 thapmakoHarnsay 3asBHuKa
[ONsa 3ajiicHeHHs dhapMakoHarnsgy B YKpaiHi, KLLo
BOHa BifjMiHHa Bif, yNIOBHOBa)XeHOT 0cO6MU,
BiANOBIAA/IbHOT 32 34iICHEHHSA hapmakoHarnsay
(BKNOYAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLLeHHI MacTep-chaiina cuctemm
thapmakoHarnisgy) - 3MiHa ynoBHOBaXXeHOI 0cobum
3asBHUKA, BiANOBIAA/ILHOI 3a hapMakoHarnsg,.
Litova pepakuis: CopiHa fliaHa Mato / Sorina Liana
Paiu, MD. NponoHoBaHa pefakuis: Jliogmuna
®ininosa, MD / Ludmila Filipova, MD. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0CO6MU,
BiANOBiAabHOI 3a thapmakoHarnsag,. 3miHa
KOHTaKTHUX JaHWNX KOHTaKTHOI 0cobu
YNOBHOB&XXEHOT 0CO6U 3asiBHMKA, BifnoBigabHOl
3a hapmakoHarnag B Ykpaini. 3miHa
MicLie3HaxX0KEHHS MacTep-chaiina Ta inoro
HoMepa. 3MiHa MicLs 3/ ACHEHHS] OCHOBHOT
AOiSNbHOCTI 3 dhapmakoHarnagy

3a
peyermom

UA/17662/01/04

227.

CEBIKAP HCT

TabneTku, BKpUTI
nniBKOBOKO
060/10HKOH, 40

3eHTiBa, K.C.

Yecbka
Pecny6nika

[aiui CaHkio FOpoyn M'm6X

HimeuunHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
3MiHa 3asiBHMKa (B/1acHUKa peecTpaviiiHoro
noceigyYeHHs). 3MiHM BHECEHO B IHCTPYKLUil0 A5

3a
peyenmom

UA/17662/01/05
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

mr/10 mr/25 wmr; no
14 TabneTok y
6nictepi; no 2
6nictepay
KapTOHHI navwi

MeAMYHOro 3acTOCyBaHHA NiKapCbKoro 3acoby
040 HaliMeHyBaHHs 3asBHUKa (Y p. «[M06iuHi
peakuji» BHeceHo iHchopMaLiito NPo KOHTaKTHI JaHi
B NOBIZOM/IEHHSAX MPO MiZ03PIOBaHI NO6IYHI
peaxuii) BBefeHHs 3MiH NPOTAroM 6-Tu MicsAuiB
nicns 3aTBepmkeHHs; 3MiHu | Tuny - 3miHu Wwoao
6e3nekn/edhekTUBHOCTI Ta hapmMakoHarnsgy.
BBegeHHs1 a60 3MiHW A0 y3arasibHeHUX JaHux Npo
cucTemy thapmakoHarnsgy (BBefeHHs
y3araslbHeHUxX JaHnx npo cuctemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOT 0ocobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHNA hapmakoHarnsay;
KOHTaKTHOI 0CcO6M 3 thapMakoHarnsay 3asBHUKa
[ANA 3aiicCHeHHs dhapMakoHarnsay B YKpaiHi, AKLLo
BOHa BifJMiHHa Bif, yNOBHOBaXKEHOI 0cOo6Y,
BiANOBIAA/IbHOI 3@ 34iiCHEHH:A ddapmakoHarnsgy
(BK/THOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-chaiina cuctemm
thapmakoHarnsgy) - 3MiHa ynoBHOBaXXeHOT 0cobu
3asBHVIKa, BigNoBigabHOI 3a chapmakoHarnsg.
[itoua pepakuin: CopiHa JliaHa Mato / Sorina Liana
Paiu, MD. NponoHoBaHa pegakuis: /liogmuna
®ininosa, MD / Ludmila Filipova, MD. 3miHa
KOHTaKTHUX JaHuX YNOBHOBaXXEHOT ocobu,
BiANOBiAa/IbHOI 3a thapmakoHarnsag,. 3miHa
KOHTaKTHUX JaHWNX KOHTaKkTHOI 0cobu
YMNOBHOBaXeHOT 0COOM 3asiBHMKA, BifnoBigaibHOT
3a hapmakoHarnag B Ykpaini. 3miHa
MicLe3HaxomkeHHa MacTep-daiina Ta iioro
Homepa. 3MiHa MicLs 34iNCHEHHSA OCHOBHOT
LisNIbHOCTI 3 hapmakoHarnsay

228.

COHAOKC®

Tabnetkv no 0,015,
in bulk: Ne 10000
(no 10 TabneTtok y
6nictepi; no 1000
6nicTepis y kopoobLi
3 KapTOHY)

MAT
"Ximchapmsas
of, "YepsoHa

3ipKa"

YkpaiHa

MAT "Ximdbapmsasop
"YepsoHa 3ipka"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3Minn |l Tuny - 3miHn 3 akocTi. A®l. Bupo6HuuTBO.
3MiHa BUpPOGHYVKa BUXiAHOTO/MPOMIXXHOIO
NpoAYyKTy/peareHTy, Lo BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npouieci A®I, abo 3miHa BUPOGHUKa
(Bkntovaroun, ae HeobxigHO, MicLie NPOBeAEHHS
KOHTPOIO sIKOCTi) ADI (3a BiACYTHOCTI
cepTugikaTa BignoBigHOCTI €Bponeiichbkii
thapmakonei y 3aTBepAXeHOMY [0CbE)(BBEAEHHS
HOBOro BMpo6HUKa A®I 3 HagaHHAM MacTep-
thaiina Ha A®l) BBegeHHss HOBOrO BMPO6HUMKa API
(moxcmnamiHy cykumHar), (3aTBepaKeHO:
«R.L.Fine Chem, IHgia, 3anponoHoBaHo: «R.L.Fine
Chem», IHgjs, «Union Quimico Farmaceutica
S.A.», IcnaHis CynyTHs 3MiHa
- 3MiHK 3 AkocTi. APL. KoHTponb A®I. 3miHa y
napameTpax cneundikauii Ta/abo 4oNycTuMmx

UA/13739/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

MeX, BU3Ha4YeHuX y cneumdikauisx Ha Adl, abo
BUXiAHWIA/NPOMIDXHUIA NpoAyKT/peareHT, Wwo
BVIKOPVCTOBYIOTbCSA Y Npoueci BupobHuytea A®|
(monoBHeHHS cnevmdikaLii HOBUM NOKa3HUKOM
SIKOCTi Ta BigMnoBigHMM METO40M BUNPO6YBaHHS)
nocnifoBHa 3MiHa y cneumdikauii BXigHoro
KOHTPO/0

229.

COHAOKC®

Tabnetku no 0,015,
no 10 TabneTtok y
6nicTepi; no 1 a6o 3
6nictepy y nauui 3
KapToHy

MAT
"Ximchapmsas
of, "YepsoHa

3ipKa"

YkpaiHa

MAT "Ximdbapm3sasop
"YepBsoHa 3ipka"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn |l Tuny - 3mMiHn 3 akocTi. A®l. Bupo6HuuTBO.
3MiHa BUpPOGHYVKa BUXIiAHOTO/MPOMIXXHOIO
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npouieci A®I, abo 3miHa BUPOGHUKaA
(Bkntovaroun, ae HeobxigHO, MicLie NPOBeAEHHS
KOHTPOIO sIKOCTi) ADI (3a BiACYTHOCTI
cepTugikaTa BifgnoBigHOCTI €Bponeiichbkii
thapmakonei y 3aTBepXeHOMY [0CbE)(BBEAEHHS
HOBOro BMpo6HUKa A®I 3 HagaHHAM MacTep-
haiina Ha A®l) BBegeHHss HOBOrO BMPO6HUKa API
(moxcmnamiHy cykumHar), (3aTBepaKeHO:
«R.L.Fine Chem, IHgia, 3anponoHoBaHo: «R.L.Fine
Chem», IHgjs, «Union Quimico Farmaceutica
S.A.», IcnaHis CynyTHs 3MiHa
- 3MiHK 3 AkocTi. A®L. KoHTponb A®I. 3miHa y
napameTpax crneundikauii Ta/abo gonycTuMmx
MeX, BU3HaUYeHNX y cneumdikauisx Ha Ad®l, abo
BUXiAHWIA/NPOMXHUIA NpOAyKT/peareHT, Wwo
BVIKOPMCTOBYIOTbCS Y npoueci BupobHuytea Ad|
(monoBHeHHSA cnevudikaLii HOBUM NOKa3HUKOM
SAKOCTi Ta BiANOBIAHNM METOAO0M BUNPOBYBaHHS)
nocnifgoBHa 3MiHa y cneumdikauii BXigHoro
KOHTPO/0

6e3
peuyenma

UA/7257/01/01

230.

CTONTYCUH-
TEBA

Tabnetkn no 10
TabneTtok y 6nictepi;
no 2 6nictepu B
Kopobui

TOB «TeBa
Ykpaina»

YkpaiHa

BUPOGHULITBO 3a NOBHUM

LMKIOM:

TeBa Yex IHAacTpi3 c.p.o.,

Yecbka Pecny6nika;

BVMPOGHMLTBO 3@ NOBHUM

LMKIOM:
TOB Tea OnepeiilH3
MonaHg, Monbwa

Yecbka
Pecny6nika/
Monba

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHa 3asiBHMKa (BNacHMKa peecTpauiniHoro
NocBigYeHHs): 3MiHW BHECEHI Ha TUTY/IbHY
CTOPIHKY TEKCTY MapKyBaHHS1 yNakoBOK
nikapcbKoro 3acoby y 3B"s13Ky 3i 3MiHOK 3asiBHUKA
6e3 3miH 6e3nocepeHbO Y TEKCTI MapKyBaHHS.
3MiHu | TUnYy - 3MiHK Wono 6e3nekn/etheKTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHux npo cucTemy
chapmakoHarnsgy (BBeeHHs y3araibHeHUX AaHnx
npo cuctemy papmakoHarnsgy, amiHa
yMNOBHOBaXeHOT 0cobw, BigNoBiganbHOI 3a
3[ifiCHEHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapMakoHarnagy 3asaBHUKa 415 34iINCHEHHS
hapmakoHarnsgy B YkpaiHi, KO0 BOHA BigMiHHa
Bif, yNOBHOB&XEHOT 0co6u, BiANOBiAabHOI 3a
3fiicHeHHs chapmakoHarnsgy (BkaYarym

6e3
peuyenma

UA/2447/03/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
mMacTep-alina cuctemu dpapmakoHarnsgy) 3miHa
YMNOBHOBaXeHOT 0COOM 3asiBHMKA, BifnoBigaibHOT
3a thapmakoHarnag. fitoua pegakuyis: Orit Stern-
Maman. MNMponoHoBaHa pefakuis: buctposa
OkcaHa BiTaniiBHa. 3MiHa KOHTaKTHUX AaHUX
YMOBHOB&XEHOT 0C0bM 3as1BHMKA, BifnoBigabHOT
3a thapmakoHarnag.
231. | CYPBAHTA cycneHsis gns E66BI LLIseliyapis E66BI IHK. CLA BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/11404/01/01
iHTpaTpaxeasbHOro Biocdhapmachto 3MiHM | TUNY - AAMIHICTPaTVBHI 3MiHW. 3MiHa peyenmom
BBeJEHHs, 25 Mr/mn; Tikan3 Fm6XxX HaliMeHyBaHHs Ta/abo afpecy 3asiBHUKa
no 4 mn abo 8 Mny (BnacHviKa peecTpauiiHoro NoCBigYeHHS) - 3MiHa
CKNSIHOMY h1aKoHi; agpecy 3asiBHMKa
no 1 cpnakoHy B
KapTOHHI/ Kopobui
232. | TEBATPACTHU pO34UH A5 iH'EKL TOB «TeBa Ykpaina 3AT TeBa banTikc, Jiutea Nutsa/ BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis: 3a UA/15237/01/01
M a6o iHdysiii no 30 YkpaiHa» (koHTpO/b siKOCTI); TeBa HigepnaHgy | 3miHu | Tuny - 3MiHM 3 sikocTi. FOTOBWIA Nikapcbkuii peyenmom
MAH MO/0,5 mn, no dapwma B.B., HigepnaHgmn / 13painb 3aci6. KOHTPO/1b FOTOBOrO NiKapCbKoro 3acooy.
0,5 mn (30 mniH MO) (mo3Bin Ha BMNyck cepi'); 3MiHa y MeToax BMNpoGyBaHHS roTOBOrO
B CKNSAHOMY LUMPULL TeBa PapmaLeBTikan nikapcbKoro 3acoby (He3HayHa 3miHa y
0/}HOPa30BOoro IHgacTpi3 N174., 13painb 3aTBEPKEHUX MEeTOoAax BUNPoByBaHHS)
BUKOPVCTaHHS 3 (BMPOBHMLTBO 38 NOBHUM BHeceHHs 3MiH 0 MeToAiB KOHTposio /13, a came:
nepmMaHeHTHO LMKIOM) He3HayHa 3MiHa B MeTofi 415 aHani3y
NMPUELHAHOI0 rO/IKOK nponidepavii KNiTuH, WO BUKOPUCTOBYETLCS A5
Ta 3aXUCHUM BU3HAYEHHSA aKTUBHOCTi FOTOBOTO NiKapCbKOro
KOBMa4vkom, 3 abo 3acoby B 6iochapmaveBTUYHIlA nabopatopii Teva
6e3 npucTpoto 4s Kfar Saba. 3miHa nonsrae B 3miHi AOBXWHi XBWI
6e3nevyHoro 34MTYIOHOrO NPUCTPOIO A/1A MIKpONIaHWeTy
BBEJEHHA Ta (cnekTpodhoToMeTpy), AKUiA BUKOPUCTOBYETHLCS
3anobiraHHs [ANsA BUMIPIOBAHHSA KiNbKOCTi hopmasany, Lo
nopaHeHb rosiKo 4u YTBOPKETLCA B KOXHIl NyHLi naaHweTy, 3 «490
NOBTOPHOro HM» Ha «492+2 HM». 3anponoHoBaHa 3MiHa He
BMKOPUCTaHHS; no 1 BM/IMBAE Ha TOYHICTb pe3ynbTaTiB BUNPOOYBaHHS
LUNPULLY Y KApTOHHIA Ta AKicTb nikapcbkoro 3aco6y. KpiMm BkasaHoi
Kopobui 3MiHK, 40 MeTopjiB KOHTPO/IIO SKOCTI TaKoX 6yayTb
BHECEHI iHLi He3HaYHi 3MiHM BiANOBIAHO A0
oHoBneHoi COIN QDP0073588 Bepcii 9.17, a
came: NpMBeEHHs 3aTBEPKEHOIO ONMCy MeToay
B MKSA y BigNoOBIgHICTb [0 YMHHOT BepcCil
opwuriHansHoi COMN QDP0073588 BeeaeHHS 3MiH
npoTsArom 6 MicsLiB NicNs 3aTBEPAYKEHHS.
233. | TEBATPACTU PO3YMH A8 iH'eKUI TOB «TeBa YKkpaina 3AT TeBa banTikc, /lutea NuTtea/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/15237/01/02
M abo iHdysiii no 48 Ykpaina» (koHTpOsb sIKOCTI); TeBa Higepnavgy | 3miHu | Tuny - 3MiHM 3 AkocTi. FOTOBWIA Nikapcbkuii peyenmom
MAH MO/0,8 mn, no dapwma B.B., HigepnaHamn / 13painb 3aci6. KOHTPO/1b FOTOBOrO NiKapcbKoro 3acooy.

0,8 mn (48 msiH MO)
B CKNSIHOMY LUMPUL
0/IHOPa30BOro
BUKOPWCTaHHS 3

(mo3BiN Ha BMNycCK cepi);
TeBa PapmaLeBTikasn
IHgacTpi3 N14., 13paine
(BMPOGHMLITBO 3a MOBHUM

3MiHa y meTogax BunpobyBaHHsA roTOBOroO
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHNX MeToAax BUNPOBYyBaHHS)
BHeceHHs 3MiH 10 MeTOAIB KOHTpoo /13, a came:
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
nepMaHeHTHO LIK/IOM) He3HayHa 3MiHa B MeTOAji A5 aHasi3y
NPUELHAHOIO rO/IKO nponicdepauii KMiTUH, O BUKOPUCTOBYETLCA A1
Ta 3aXNCHUM BM3HAYEHHA aKTUBHOCTI FOTOBOTO NiKapCbKoro
KoBnavkom, 3 abo 3acoby B biodhapmav,eBTUYHil nabopartopii Teva
6e3 npucTpoto A4ns Kfar Saba. 3miHa nonsrae B 3MiHi AOBXWHI XBW/I
6e3neyHoro 34MTYHOHOrO NPUCTPOLO A1 MiKponaaHweTy
BBE/EHHSA Ta (cnekTpochoTOMETPY), KNI BUKOPUCTOBYETHCS
3anobiraHHsA [ONs1 BUMIPIOBaHHS Ki/IbKOCTi hopmasaHy, Lo
nopaHeHb roNKoK Yn YTBOPHETLCS B KOXHIl NyHLi naaHweTy, 3 «490
NMOBTOPHOTO HM» Ha «492+2 HM». 3anponoHoBaHa 3MiHa He
BUKOPWCTaHHS; no 1 BMN/IMBAE Ha TOYHICTb pe3ynbTaTiB BUNPOOYBaHHS
LUMPULY Y KAPTOHHIl Ta AKiCTb Nnikapcbkoro 3acoby. Kpim BKkasaHoi
Kopobui 3MiHW, A0 MeTozAiB KOHTPOJIO SKOCTi TakoX ByayTb
BHECEHI iHLWi He3HauHi 3MiHX BiANOBIAHO A0
oHoBneHoi COIM QDP0073588 Bepcii 9.17, a
came: NpvBefeHHs 3aTBEPKEHOrO ONMcy MeToay
B MK# y BignoBigHiCTb 0,0 YAHHOI Bepcil
opuriHanbHoi COM QDP0073588 BeeaeHHs 3MiH
nNpoTsArom 6 MicsiLiB NicNsi 3aTBEPAKEHHS.
234. | TUrAUMn NopoLUoK Ans Mdpaiizep Eitu. CLWA BUPOBHMLTBO NPOAYKLi in ITania BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/12347/01/01
pO34uHy AN Ci. Mi. bulk, neperHHe nakyBaHHs, 3MiHW | Tuny - 3MiHK WoAo 6e3nekn/edeKkTNBHOCTI peyenmom
iHcpysii no 50 mr; 10 KopnopeWLuH KOHTPO/Ib AKOCTI: MaTeoH Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
oNakoHiB 3 ITania C.n.A., ITanis; y3ara/ibHeHNxX AaHux npo cuctemy
MOPOLLKOM Yy navui 3 BVMPOGHMLTBO NPOAYKUIi in thapmakoHarnsgy (BBeAeHHs y3araslbHeHNX faHux
KapToHy bulk, nepBnHHe Ta BTOpVHHE npo cucTemy chapmakoHarnsgy, smiHa
nakyBaHHSs1, KOHTPO/1b SKOCTI YNOBHOB&XEHOI 0c06M, BignoBigansLHOI 3a
Ta BMNYCK cepil: 3[iiCHEHHS (hapMaKoHarnsay; KOHTakTHOT 0cobu 3
Baet flegepne C.p.J1., chapmakoHarnsgy 3asaBHUKa 415 34iACHEHHS
ITania; docnimkeHHs thapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHa
cTepunbHocTi: KOpodiHCe - Bifl yNOBHOBaXXeHOT 0cobMu, BignoBifasIbHOI 3a
Baiona6b C.p.n., Itanisa 3pificHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MILLLEHHI
mMacTtep-aiina cuctemu papmakoHarnsay) -
3MiHa YNOBHOBaXKEHOI 0CO6U 3asBHUKA,
BiANOBIAANLHOI 3a 34iiCHEHHSA (hapMakoHarnaay:
[Litoua pepakuin: dpaHcyasa dyma-Cinnan/
Francoise Dumas-Sillan. NponoHoBaHa pegakuis:
Bap6apa [le BepHapai/ Barbara De Bernardi.
3MiHa KOHTaKTHUX [AaHnX YNOBHOBAXEHOI 0Co6U
3asBHYIKA, BigNoBiga/IbHOI 3a 34iCHEHHSI
chapmakoHarnsgy
235. | TOMOrekcon PO34MH A1 iH'EKLIN, AT "®apmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis: 3a UA/7853/01/02
® 300 wr itogy/mn, no 3MiHu Il Tuny - 3MiHn 3 akocTi. A®l. BUpo6HMLTBO. peyenmom

20 mn B amnysii; no
5 amnyn y nauuj 3
KapToHy; no 20 mMn
a6o 50 mn, a6o 100
My dakoHi; no 1

3MiHa BUPOBHUKA BMXiZHOrO/MPOMIXHOIO
npoaykTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMYOMY npoueci A®I, abo 3miHa BUPOGHUKa
(BKNtOYAOUU, ae HeobxigHo, MicLe NpoBeAEeHHS
KOHTponto sikocTi) APl (3a BigcyTHOCTI
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
chnakoHy y nauuj 3 cepTudikaTa BigNoOBIAHOCTI EBPONECHKIi
KapTOHY chapmakonei y 3aTBepaKeHoOMy A0Cbe)(BBEAEHHS
HOBOro BMPO6HMKa APl 3 HagaHHAM MacTep-
(haiina Ha Adl) - BBeeHHS 4OAATKOBOro
BUpo6HUKa ADI Morekcon Zhejiang Haizhou
Pharmaceutical Co., Ltd., China 3 HagaHHAM
MaricTep-thaiiny Ha A®l. 3aTBepaKeHo:
Interpharma Praha, a.s., Czech Republic Zhejiang
Starry Pharmaceutical Co., LTD, China
3anponoHoBaHo: Interpharma Praha, a.s., Czech
Republic Zhejiang Starry Pharmaceutical Co.,
LTD, China Zhejiang Haizhou Pharmaceutical Co.,
Ltd., China
236. | TOMOrekcon PO34UH A5 iH'EKLLN, AT "dapmax” Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/7853/01/03
® 350 wmr inogy/mn, no 3Minn |l Tuny - 3miHn 3 akocTi. A®l. Bupo6HuuTBO. peyenmom
20 mn B amnyni; no 3MiHa BUpPOGHYVKa BUXIiAHOTO/MPOMIXHOIO
5 amnyn y nauuj 3 NpoAyKTy/peareHTy, Lo BUKOPUCTOBYOTLCA Y
KapToHy; no 20 mn BUpO6HMYOMY npoueci ADI, abo 3miHa BUpO6HMKa
a6o 50 mn, abo 100 (Bkntovaroun, ae HeobxigHO, MicLie NPOBeAEHHS
My priakoHi; no 1 KOHTPOIO sIKOCTi) ADI (3a BiACYTHOCTI
chnakoHy y nauuj 3 cepTtudikaTa BignNOBIAHOCTI EBPONENCHKIi
KapTOHY chapmakonei y 3aTBepkeHOMy A0CbE)(BBEAEHHS
HOBOro BMpo6HUKa A®I 3 HagaHHAM MacTep-
haiina Ha A®l) - BBeeHHSA [4OAATKOBOro
BUPOGHNKa AdI Morekcon Zhejiang Haizhou
Pharmaceutical Co., Ltd., China 3 HagaHHAM
MancTep-goaiiny Ha A®l. 3aTBepaKeHo:
Interpharma Praha, a.s., Czech Republic Zhejiang
Starry Pharmaceutical Co., LTD, China
3anponoHoBaHo: Interpharma Praha, a.s., Czech
Republic Zhejiang Starry Pharmaceutical Co.,
LTD, China Zhejiang Haizhou Pharmaceutical Co.,
Ltd., China
237. | TOMOrekcon PO34MH A5 iH'EKLIN, AT "dapmak” Ykpaina AT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/7853/01/01
® 240 wmr itogy/mn, no 3MiHu 1l Tuny - 3MiHK 3 skocTi. APl BupobHMUTBO. peyenmom

20 mn B amnysii; no
5 amnyn y nayui 3
KapToHy; no 20 mn
a6o 50 mn, abo 100
My dpriakoHi; no 1
donakoHy y nauui 3
KapToHy

3MiHa BUPOGHYVKa BUXiAHOTO/MPOMIXHOrO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y
BUpO6HMYOMY npoueci A®I, abo 3miHa BUPO6HMKA
(BkNtovaroun, ge HeobxigHoO, MicLe NPOBEAEHHS
KOHTPOO SIKOCTI) AP (3a BiACYTHOCTI
cepTudikaTa BignoBiAHOCTI EBpONeiiChKiit
thapmakonei y 3aTBepXeHOMY [0CbE)(BBEAEHHS
HOBOro BMpO6HMKa APl 3 HafaHHAM MacTep-
(paiina Ha A®l) - BBeieHHs OAATKOBOro
BUpo6HUKa A®| Morekcon Zhejiang Haizhou
Pharmaceutical Co., Ltd., China 3 HagaHHAM
MalicTep-thaiiny Ha A®I. 3aTBepaKeHO:
Interpharma Praha, a.s., Czech Republic Zhejiang
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Starry Pharmaceutical Co., LTD, China
3anponoHoBaHo: Interpharma Praha, a.s., Czech
Republic Zhejiang Starry Pharmaceutical Co.,
LTD, China Zhejiang Haizhou Pharmaceutical Co.,
Ltd., China
238. | TOPBAKAPA® TabneTku, BKpUTI TOB "CaHodi- Ykpaina [OITA Bupo6HUunii Yecbka BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3a UA/15927/01/01
KPUCTAN N/1iBKOBOIO ABeHTIC KoonepaTtuB iHBaNiaiB, Pecny6nika 3MiHu | TURY - 3MiHK 3 akocTi. CepTudikaT peyenmom
060/10HKO10, M0 10 YkpaiHa" Yecbka Pecny6nika BignosigHocTi/IE-cepTudikar BignosigHoCTi
mr; Ne 30 (15x2), Ne (BTOPUHHE NakyBaHHs); TOB €sponelicbkin hapmakonei/moHorpadii. 3miHu,
90 (15x6): no 15 "3eHTiBa", Yecbka noB'A3aHi 3 HEOOXIAHICTIO NPMBEAEHHS Y
Tabnetok y 6nictepi, Pecny6nika (Bci eTanu BigNoBigHICTL A0 MoHorpadii 4PY a6o
no 2 a6o 6 6nictepis BMPOOHULITBA, MEPBMHHE Ta €Bponeiicbkoi hapmakonei, abo iHwoi
B KapTOHHIi kopo6uyi BTOPUHHE NaKyBaHHs, HaujoHanbHoi hapmakonei gepxasu €C (3miHa y
KOHTPO/b Ta BUMYCK cepili crneundikalisx, nos'a3aHa 3i 3MiHamu B 1dY, abo
rn3) €Bponeiicbkilii hapmakonei, abo iHLwil

HaujioHanbHili hapmakonei gepxasu €C)
BUAANIEHHSI @aHaNiTUYHOT METOAMKM LWOA0
BM3HAYEHHS BaXKKUX METasiB A4/15 AONOMDKHOT
pEeYoBUHM FiNPOMEsO3K, BigMNoBiAHO A0
MoHorpadii EP. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
[oTOBMIA NiKapcbkunii 3aci6. KOHTPOb 4OMOMDKHUX
peyoBuH. 3MiHa y MeToax BUNPOOYBaHHS
[L0NOMDKHOT PpeyoBMHU (iHLLI 3MiHX Y MeToAax
BMNpoGyBaHHSA (BK/IHOYAOUM 3aMiHy abo
[0AaBaHHsA)) A0AaBaHHA a/lbTEPHATUBHOIO
mMeToAy aHasliTUYHOro BUNPOGYBaHHS, LLISAXOM
rasoBoi xpomarorpadii Ans KifnbkiCHOro
BU3HAYEHHSA JOMNOMDKHOT PEYOBUHU TiNPOMenosn B
[IOMOBHEHHSA [0 BXE iCHYHUOro MeToay, aKkuii
onucaHo y moHorpadii EP. 3MiHn | Tuny - 3miHn 3
skocTi. CepTudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiichkili
hapmakonei/moHorpadii. 3mMiHW, NoB'a3aHi 3
HeoOXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii AdY abo EBponeiicbkoi hapmakoneri,
abo iHWOi HauioHas1bHOI dhapmakonei aepxasn E€C
(3miHa y crneumdikauii HechapmakoneliHoro Ad|
015 NpUBELleHHA Y BiANOBIAHICTL A0 BUMoOr AdY
abo €BponeicbKoi hapmakonei, abo iHwoi
HaujioHanbHOT chapmakonei aepxasu €C) -
[JonomixHa peyoBrHa/BUXigHWI MaTepian ans
BMPOGHMLUTBA AD| - NprBeaeHHs cneundikauii Ta
METOZIB KOHTPOJIIO AKOCTi AOMOMIXHOT peYOBUHU
riPOKCUNPONINLLE/ION03M HU3bKO3aMILLLEHOI J0
BMMOr MoHorpacii EP (3atBepzxeHo [0 BUMOr
USP) 3miHu | Tuny - 3miHW 3 AKocTi. [0TOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHUI 3acib. 3miHa y
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
MeToAax BUNpobyBaHHA NEPBUHHOI yNakoBKM
roTOBOro NikapcbKoro 3acoby (He3HauHi 3MiHW y
3aTBEPMHKEHNX MeTofax BUNPobyBaHb) BHECEHHS
3MiH 10 OMUCY aHaTiTUYHMX Npoueayp Ans
/TIOMIHIEBOI DO/bIU, iKa BUKOPUCTOBYETLCA A/1A
nepBuHHOI ynakosku 13
239. | TOPBAKAPA® TabneTku, BKpUTI TOB "CaHodi- YkpaiHa LOITA Bupo6bHUunii Yecbka BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3a UA/15927/01/02
KPUCTAN NNiBKOBOO ABeHTIC Koonepartus iHBanigis, Pecny6nika 3MiHu | TUNYy - 3MiHK 3 akocTi. CepTudikaT peyenmom
060n0HkKot0, No 20 YkpaiHa" Yecbka Pecnybnika BignosigHocTi/lE-cepTudikat BignoBigHOCTI

mr: Ne 30 (15x2), Ne
90 (15x6): no 15

TabneTtok y 6nictepi,
no 2 a6o 6 6nictepis
B KapTOHHIi Kopo6Lyi

(BTOpUHHE NakyBaHHs); TOB
"3eHTiBa", Yecbka
Pecny6nika (Bci etanu
BUPOGHULITBA, NEPBUHHE Ta
BTOPWHHE MaKyBaHHS,
KOHTPONb Ta BUMYCK cepili
rn3)

€Bponelicbkin dhapmakonei/MmoHorpadii. 3miHu,
noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTL A0 MoHOrpadii APY abo
€Bponelicbkoi dhapmakonei, abo iHwoi
HauioHanbHOI hapmakonei gepxasu €C (3miHa y
cneuudikauisix, nos'as3aHa 3i 3miHamu B dY, abo
€Bponeiicbkili hapmakonei, abo iHLwil
HaLjioHasnbHili hapmakonei gepxasu €C)
BUATEHHS aHaNITUYHOT METOAMKN LW0A0
BU3HAYEHHS BaXKKVX MeTauiB AN AONOMIKHOT
peyoBUHM rinpomenosu, BignoBigHO A0
MoHorpadii EP. 3miHu | Tuny - 3MiHn 3 SKoCTi.
[oTOBMIA Nikapcbkuii 3aci6. KOHTPob 4OMOMKHUX
peyoBuWH. 3MiHa y MeTodax BUNPO6YBaHHS
[OMNOMDKHOT peYoBUHY (iHLWI 3MiHW y MeToaax
BMNpoGyBaHHSA (BK/THOYAOUM 3aMiHy abo
[0AaBaHHA)) A0AaBaHHA aflbTePHATUBHOIO
MeToAy aHaliTUYHOro BUNPOBOYBaHHS, LUIAXOM
rasoBoi xpomarorpadii Ans KinbkicHOro
BU3HAYEHHS AONOMDKHOT PEYOBUHU TiNpoMenosu B
[OMOBHEHHA [0 BXE iCHYI0HOro Metoay, Skuii
onucaHo y moHorpadii EP. 3MiHn | Tuny - 3MiHn 3
AKocTi. CepTudpikat BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI E€BpONeNnchbkili
hapmakonei/MoHorpadii. 3MiHW, NoB'A3aHi 3
HeOO6XiAHICTIO NPpUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii dY abo €sponeicbkoi hapmakoner,
abo iHWOi HauioHasTbHOI dhapmakonei Aepxasn EC
(3miHa y cneumdpikauii HechapmakoneliHoro A®|
A5 NPVBEAEHHA Y BiANOBIgHICTb f0 BUMOTr AdY
abo €sponelicbkoi hapmakonei, abo iHLol
HauioHanbHOI hapmakonei gepxasu €C) -
[JlonomixHa peyoBrHa/BUXigHWI MaTepian ans
BMPOGHMLUTBA ADI| - NprBeaeHHs cneuudikauii Ta
MEeTO/IB KOHTPOJIHO AKOCTi AOMOMIXHOI pe4OBUHM
ri4POKCMMPONINLENION03M HU3bKO3aMilLeHOT 40
BMMOr MoHorpacii EP (3aTBepzxeHo [0 BUMOT
USP) 3miHu | Tuny - 3miHW 3 AKoCTi. F0TOBMIA
nikapcbkuii 3aci6. Cuctema
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1

KOHTeliHep/3akynoptoBasibHWii 3aci6. 3miHa y
MeToAax BUNPo6YyBaHHA NEPBVHHOI YNakoBKW
rOTOBOrO /iKapCbKOro 3acoby (He3HauHi 3MiHN Y
3aTBEPMKEHNX METoAax BUNPOOYBaHb) BHECEHHS
3MiH 10 onucy aHaniTUYHKUX npoueayp Ans
atoMiHIEBOT DO/bIN, SIKa BUKOPUCTOBYETLCA A15
NEePBUHHOI ynakosku 13

240. | TOPBAKAPA® TabneTku, BKPUTI TOB "CaHodi- Ykpaina LOITA BUpo6HUUnii Yecbka BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/15927/01/03
KPUCTAN NNiBKOBOIO ABEHTIC KoonepaTtus iHBani4iB, Pecny6nika 3MiHu | TUny - 3MiHKn 3 AKkocTi. CepTudiikaT peyenmom

obonoHkoto, no 40 Ykpaina" Yecbka Pecnybnika BignoBigHocTi/E-cepTudikat BignoBigHOCTI
mr: Ne 30 (10x3): no (BTOpPUHHE NakyBaHHS); TOB €Bponelicbkiin hapmakonei/MoHorpadii. 3miHu,
10 TabneTok y "3eHTiBa", Yecbka NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHSA Y
6nicTepi, no 3 Pecny6nika (Bci eTanu BiANOBIAHICTL A0 MoHOrpadii APY abo
6nictepu B BMPOOHULITBA, NEPBMHHE Ta €Bponeiicbkoi hapmakonei, abo iHwoi
KapTOHHI Kopoobui BTOPVHHE NaKyBaHHS, HaujoHanbHOI thapmakonei gepxasun €C (3miHa y

KOHTPO/b Ta BUMYCK cepili cneuudikauisix, noB'a3aHa 3i 3miHamu B JdY, abo

rn3) €Bponeiicbkili hapmakonei, abo iHLwil

HaujioHasnbHIli hapmakonei gepxasu €C)
BUAA/IEHHS @aHaNITUYHOT METOAMKM LWOoA0
BU3HAYEHHS BaXKVX MeTaiB ANs AONOMiIKHOT
PeyYoBUHM FiNPOMENosK, BigMNoBigHO A0
MoHorpadii EP. 3MmiHu | Tuny - 3MiHM 3 SKOCTiI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTPOIb AOMOMKHUX
peyoBuH. 3miHa y MeTogax BUnpobyBaHHs
[OMNOMDKHOT peyoBUHY (iHLWi 3MiHW y MeToaax
BMNPO6YBaHHA (BK/IOYaOUYM 3aMiHy abo
[0faBaHHs)) f0AaBaHHSA anbTepPHATUBHOIO
MeToAy aHasliTUYHOTO BUNPOBYBAaHHS, LLISAXOM
raszoBoi xpomaTorpadii AN KisibkiCHOro
BM3HAYEHHSA AONOMDKHOI PEYOBMHY riNPOMEeNosu B
[IOMOBHEHHSA [0 BXE iCHYHUOro MeToay, Skuii
onucaHo y MoHorpadii EP. 3miHu | Tuny - 3MiHu 3
skocTi. CepTudiikat signosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpoOnechbkili
thapmakonei/MmoHorpadii. 3mMiHK, NOB'A3aHi 3
HeoOXiAHICTIO NPUBEAEHHS Y BIANOBIAHICTb A0
MoHorpadii 4®Y abo €Bponeiicbkoi hapmakoneri,
abo iHWOI HauioHasIbHOT hapmakonei gepxasn €C
(3miHa y cneuucpikauii HechapmakoneliHoro A®|
A5 NPVBEAEHHS Y BigMNoBigHICTb A0 BUMor JdY
abo €sponelicbkoi hapmakonei, abo iHLol
HaLjioHanbHOI thapmakonei aepxasu €C) -
JonomixHa peyoBrHa/BUXigHWI MaTepian ans
BUpo6HMLTBa AD| - npuBeaeHHs cneuudikauil Ta
METOZiB KOHTPOSIO AKOCTi AONOMIXHOT PEYOBUHN
ri4POKCMMPONINLLEN0I03M HU3bKO3aMilLeHol f0
BMMOT MOHorpadii EP (3atBepakeHo 40 BUMOT
USP) 3miHu | Trny - 3miHun 3 skocTi. FoToBMiA
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoproBasibHWiA 3aci6. 3miHa y
MeToAax BUNPOGYyBaHHSA NEPBUHHOT yNakoBKn
rOTOBOrO /liKapCcbkoro 3acoby (He3HauHi 3MiHU Y
3aTBEPMAKEHNX MeToAax BUNPOGyBaHb) BHECEHHS
3MiH O ONMCYy aHasTiTUYHMX Npoueayp A1s
anoMiHiEBOT DO/bIN, SIKa BUKOPUCTOBYETLCS A/15
NepPBUHHOI ynakosku 13
241. | TOP3AKC® TabeTKU, BKPUTI ANIKANOIL ALL | Pecny6nika AJIKANOIA ALl Ckon'e Pecny6ika BHECEHHS 3MiH 0 peecTpauiiiHix matepianis: 3a UA/12770/01/01
N/1iBKOBOIO Ckon'e MiBHiuHa MiBHiuHa 3MmiHu | TUNY - 3MiHKM 3 SKOCTi. FOTOBUIA NiKAPCbKN peyenmom
060/10HKO10, M0 10 MakefioHist MakefioHist 3aci6. 3MiHM y BUPOGHULTBI. 3MiHM BUNPO6YBaHb
mr; no 10 TabneTok abo AonycTMMMUX MEX, BCTAHOB/IEHNX Y
B 6nicTepi; no 3 cneuudikayisix, nig yac BUPO6GHULTBA FOTOBOrO
6nictepu B nikapcbKoro 3acoby (iHLi 3MiHW) BHECEHHS 3MiH B
KapTOHHI KOpoobLyi KOHTPO/b Mif, Yac BUPOBGHULITBA FOTOBOMO
nikapcbkoro 3acoby, 30kpema: 3mMiHa KpuTepiiB
NPUIAHATHOCTI 3a NOKa3HWUKOM «TBepAiCTb» A1
anep TabneTok Ta 4n1a TabneTok, BKPpUTUX
NNiBKOBOK 060/10HKOI0
242. | YHI®J/IOKC Kpansi O4Hi/BYLLHI, TOB "YHivep CnoBavbka TOB "YHIME[ ®APMA" CnoBavbka BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/12837/01/01
po3uuH 0,3 % no 5 Papma” Pecny6nika Pecny6nika | 3MiHu | TUny - 3MiHK 3 AKOCTI. FOTOBWI NikapCbKuMii peyenmom
mn a6o 10 mny 3aci6. KOHTponb roToBOro Nikapcbkoro 3acoby.
naacTUKOBOMY 3MiHa napameTpiB cneuudikauii Ta/abo
KOHTelHepi- LOMYCTUMMUX MEX rOTOBOTO JTiKapCbKOro 3acoby
KpanenbHuui; no 1 (iHwi 3miHn) JlogaBaHHA A0 cneumdikavii Ta
KOHTelHepy- MEeTOZIB KOHTPOJIO A/1s MoKasHuka «O6'eM, Lo
KpanesnbHuLi B BUTAraeTbCA» KpUTEpIl NpUIAHATHOCTI Big 10.0 mn
KapPTOHHI KOpooOLi 00 11.0 mn ans gonakoHiB o6’emom 10 mi.
243. | YPUMAK Kancynm Makneoac IHAis Makneogc IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/15506/01/01
NPOIOHrOBaHOI Aji dapmacboTUK dapmacbloTukasnc Jlimiteq, 3MiHKM | TUNY - AGMIHICTPaTVBHI 3MiHW. 3MiHa peyenmom
TBepAi no 0,4 wmr, no auc Nimiteq, HaliMeHyBaHHs Ta/abo agpecu Micus
10 kancyny NpoBaKEHHA AiSNIbHOCTI BUPOOHUKa/iMnopTepa
6nictepi; no 3 roTOBOro /ikapCbKoro 3acoby, BKIYaumn
6nictepu y AinbHULI BUNYyCKy cepii abo MicLe NpoBeAeHHs
KapTOHHIiA ynakoBL,i KOHTPOJIO AKOCTI. (fiANbHICTb, 3a Ky BiAnoBifae
BMPOGHMK/IMNOPTEP, BK/IOYAKYN BUMYCK Cepii) -
3MiHa agpecu BUpo6Huka 13 Makneosac
dapmacsloTukanc flimites, IHaia, 6e3 3mMiHu micus
BMPOGHMLITBA. BBEAEHHS 3MiH NPOTAroM 6-Tn
MicsLiB MiCNsA 3aTBEPAKEHHS.
244. | YPOJ/IECAH® Kpanni opasibHi no MAT Ykpaina MNAT "Tanunucapm” YkpaiHa BHECEHHSA 3MiH 10 peecTpavljiiiHux maTepianis: 6e3 UA/2727/02/01
25 My donakoHi- "ranuucapm” 3minu | TUny - 3miHm 3 aKkocTi. A®l. KoHTponb AdI. peyenma

KpanensbHuui, no 1
donakoHy-
KpanesnbHuLi B
naJui; no 25 mn y
hnakoHi-
KpanesibHuLj,

3MiHa y napameTpax cneuudpikauii Ta/abo
[ONYCTUMUX MEX, BU3HaUeHuX y cnevudikavisx
Ha A®|, abo BUXigHWIA/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCSA Y
npoteci BupobHuuTea AP (iHWi 3MiHN)
- BHECEHHSI 3MiH Yy peecTpaujiliHe A0CbE NOB'A3aHe
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3aKpUTOMY KPULLIKOHO 3 HeOOXiJHICTIO MPVBEAEHHS cneumdikalii Ta
3 KOHTpOEM MeToZiB KOHTponto ETaHon (96%) y BiANOBIAHICTb
NepLLOro PO3KPUTTS, fo sumor EP/I®Y, pitoye BuaaHHA, ska
no 1 donakoHy- BVIKOPVCTOBYETLCS NPy BUPOGHULTBI ADI
KpanenbHuui B nayui MATEPVHKW TPABW EKCTPAKT PIAKWN,
eKCTpaKT pigkuii (cybcTaHuis) CynyTHA 3MiHa -
3miHu 3 sKocTi. A®l. KoHTponb A®l. 3miHa y
mMeTofax BunpobysaHHa APl abo BUXigHOIO
marepiany/npomikKHOro NpoayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLeci BUpobHMLTBA ADI
(iHWi 3mMiHM y MeTofax BUNPoGyBaHHA (BK/ItOYa0UN
3amiHy abo gonoBHeHHs) APl abo
BVXiAHOrO/NPOMIiXXHOr0 NPOAYKTY)
245. | YPOJ/IECAH® Kpanni opasibHi No NAT Ykpaina MAT "lrannudapm” YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/2727/02/01
25 mn 'y donakoHi- "ranuucapm” 3Minn | TURYy - 3MiHn 3 aKocTi. A®l. KoHTponb AdI. peyenma
KpanesnbHuui, no 1 3miHa y napameTpax cneuudikauii Ta/abo
donakoHy- LONyCTUMUX MeX, BU3HaYeHMX Yy cneumdikauisx
KpanesnbHuLi B Ha A®|, abo BUXigHWUIA/MPOMIKHWIA
nauui; no 25 mny NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y
pNakoHi- npoueci BupobHuLTBa APl (iHLWI 3MiHK)
KpanesnbHuLj, - BHECEHHS 3MiH y peecTpauilive gocbe M3
3aKPUTOMY KPULLKOO noB'si3aHe 3 HeOOXIAHICTIO NpYBeAEeHHS
3 KOHTPONEM cneuudikauii Ta MeToaiB KOHTpoto ETaHon (96%)
NepLLOro PO3KPUTTH, y BignoBigHiCTb f0 BUMOr ED/ADY, aitoue
no 1 doiakoHy- BUAAHHSA, fKa BUKOPUCTOBYETLCA NP BUPOOHULTBI
KpanenbHuui B navui A®I XMESO LUMLIOK EKCTPAKT PIAKNIA,
eKCTpakT pigkuin (cyocTaHuis) CynyTHS 3miHa -
3miHu 3 gKkocTi. A®l. KoHTponb A®l. 3miHa y
MeTofax BunpobysaHHa APl abo BUXigHOro
marepiany/npomikHOro NPoayKTy/peareHTy, LWwo
BMKOPWCTOBYETbLCA Y NpoLieci BUpo6HuLTBa AdI
(iHWi 3mMiHM Yy MeTofax BUNPOBYBaHHSA (BK/ItOYa0UN
3amiHy abo gonoBHeHHs) APl abo
BVXiAHOro/NPOMiXXHOro NPOAYKTY)
246. | YPOJIECAH® Kpanni opasibHi in NAT YkpaiHa MAT "lrannudapm” YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: - UA/9517/01/01
bulk: no 25 mny "lranuucapm” 3MmiHn | TUnYy - 3MiHK 3 aKkocTi. A®l. KoHTponb AdI.

oNakoHi-
KpanenbHui ; no 88
oNakoHiB-
KpanesibHuULb Y
KOpo6i KapTOHHOMY;
no 25 mn y chnakoHi-
KpanenbHuuj,
3aKPUTOMY KPULLIKOO
3 KOHTpO/IEM
MepLIoro Po3KpUTTS,
no 88 donakoHiB-
KpanesnbHuLb Y

3MiHa y napameTpax cneuudikauii Ta/abo
LONyCTUMUX MEX, BU3HAYEHMX Y cneumdikalisx
Ha A®|, abo BUXigHWI/MPOMIKXHWIA
NpoAyKT/peareHT, L0 BUKOPUCTOBYIOTLCA Y
npoueci BupobHuuTBa APl (iHLWi 3MiHK)

- BHECEHHSA 3MiH y peecTpaljiiiHe AOCbe NoB'A3aHe
3 HeOOXiJHICTIO MPUBEAEHHS cneumdikavii Ta
MeToZiB KOHTponto ETaHon (96%) y BiANOBIAHICTb
o sumor EP/I®Y, pitoye BUaaHHA, sika
BVIKOPVCTOBYETLCS NPy BUPOGHULTBI ADI
MATEPVIHKN TPABW EKCTPAKT PIAKNIA,
eKCTpakKT pigkuin (cybcTaHuis) CynyTHS 3MmiHa -
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
KOpOb6i KapTOHHOMY 3miHu 3 sKocTi. A®l. KoHTponb A®I. 3miHa y
MeTofax BunpobysaHHa APl abo BUXIgHOIO
marepiany/npomikKHOro NPoayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLeCi BUpobHMLTBA ADI
(iHWi 3mMiHM y MeTofax BUNPOByBaHHA (BK/IHOYa0UN
3amiHy abo gonoBHeHHs) APl abo
BVXiAHOrO/NPOMIiXXHOr0 NPOAYKTY)
247. | YPO/IECAH® Kpanni opasibHi in NAT Ykpaina MAT "lrannudapm” YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: - UA/9517/01/01
bulk: no 25 mny "ranuucapm” 3MiHn | TURY - 3MiHn 3 aKocTi. A®l. KoHTponb AdI.
chnakoHi- 3MiHa y napameTpax cneuudikauii Ta/abo
KpanenbHuui ; no 88 L0oNyCTUMUX MeX, BU3HaYeHUX Yy cneumdikauisx
hnakoHiB- Ha A®|, abo BUXigHWIA/MPOMIKHWIA
KpanenbHuLpb y NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y
KOpoO6i KapTOHHOMY; npoueci BupobHuuTBa AP (iHLWI 3MiHK)
no 25 mMn y dhakoHi- - BHECEHHS 3MiH y peecTpauiliive gocbe M3
KpanesnbHuL, noB'si3aHe 3 HeOOXIAHICTIO NpUBEAEHHS
3aKpUTOMY KPULLKOKO cneuudikauii Ta MeToaiB KOHTponto ETaHon (96%)
3 KOHTpONiemM y BiANOBIgHICTb 40 BUMOr €E®/APY, aitoue
NepLLOro Po3KpuUTTA, BUAAHHSA, fKa BUKOPUCTOBYETLCA NP BUPOOHULTBI
no 88 chnakoHis- A®| XMESIIO WNLLOK EKCTPAKT PIAKWIA,
KpanenbHuLb y eKCTpaKT pigkuin (cybctaHuis) CynyTHsA 3MiHa -
KOpOb6i KapTOHHOMY 3miHu 3 gKkocTi. A®l. KoHTponb A®I. 3miHa y
MeTofax BunpobysaHHa APl abo BUXIgHOIO
marepiany/npomikKHOro NPoayKTy/peareHTy, Lo
BMKOPWCTOBYETbLCA Y NpoLieci BUpo6HuLTBa ADI
(iHWi 3mMiHM Yy MeTofax BUNPOBYBaHHSA (BK/ItOYa0UN
3amiHy abo gonosHeHHs) APl abo
BVXiAHOro/NPOMiXXHOro NPOAYKTY)
248. | YPOJ/IECAH® cupon no 90 mny NAT YkpaiHa MAT "lrannudapm” YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/2727/01/01
6aHuj; no 1 6aHL y "lranuucapm” 3MiHu | TURY - 3MiHK 3 AKOCTi. FoTOBUIA NiKAPCbKNI peyenma

nadui; no 90 mn a6o
no 180 mny
donakoHi; no 1
donakoHy B nauui

3aci6. CuctemMa KoHTeliHep/3aKynoptoBasibHUI
3aci6. 3MiHa nocTavyasibHMKa NakyBalbHUX
martepianis abo KOMMIEKTYUMX (KO0 3a3Ha4YeHo
B [10Cb€) (BUTyYEHHSA NocTavasibHUKa) BHeCeHHs
3MiH 40 po3giny 3.2.P.7 Cuctema
KOHTeliHep/3akKynoptoBasibHWii 3acib, a came
BWyYEHHS iHhopMaLii W00 BUPOOHUKIB
yNakoBKU: -cpakoHn cknsiHi (Map’aHiBCbKMiA
CK103aBog, YKpaiHa; Stoelzle Union s.r.o. Stoelzle
Oberglas AG, Yexist; Gerresheimer Lohr GmbH,
HimeyunHa); - koBNaykn antoMiHieBi
(“YepHiBeLbknin 3aBOS, MEANYHNX BUPOGIB”,
YKpaiHa); - 3aKyrnoproBasibHi 3ac06y (KpULLIKK
nnactmacosi) - (Kunststoffwerk Kremsmunster
GmbH, AscTpis; ®apmall, Ykpaina); - wnpuuy-
nosartop (nineTka gosytoya) - (HB® TOB
“Pechapm”, YkpaiHa; ElIm-Plastic GmbH,
HimeuunHa)
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
249. | YPONIECAH® cupon in bulk: mo 90 MAT YkpaiHa NAT "Tannucapm” YkpaiHa BHECEHHS 3MiH 0 peecTpavliiiHix maTepianis: - UA/9518/01/01
My 6aHLj; no 48 "Tanuuchapm” 3MiHu | TUNY - 3MiHK 3 AKOCTI. FOTOBUIA NiKapCbKUi
6aHoK y kopobax 3aci6. Cuctema KoHTeinHep/3akynopoBasibHWiA
KapTOHHKX; in bulk: 3aci6. 3miHa nocTavasibHMKa nakyBabHMX
no 180 mny mMartepianis abo KOMMIEKTYUMX (SKLWO 3a3Ha4YeHo
chnakoHi; no 30 B [OCbE) (BUYYEHHS NocTavasibHuKa) BHeceHHs
chnakoHiB y kopobax 3MiH go posginy 3.2.P.7 Cuctema
KapTOHHWX KOHTeliHep/3akKyrnopoBasibHWiA 3aci6, a came
BUyYEHHS iHhopmaLii WoA0 BUPOOHUKIB
yMakoBKu: -chnakoHn cknsiHi (Map’aHIBCbKMiA
CK103aBoy, YkpaiHa; Stoelzle Union s.r.o. Stoelzle
Oberglas AG, Yexisi; Gerresheimer Lohr GmbH,
HiMeuuunHa); - KOBNayky asTtoMiHieBI
(“YepHiBeLbKunii 3aBOS, MEANYHUX BUPOGIB”,
YKpaiHa); - 3aKynoproBasibHi 3aco6u (KpULLKK
nnactmacosi) - (Kunststoffwerk Kremsmunster
GmbH, AscTpisi; ®apmall, YkpaiHa); - wnpuuy-
nosartop (ninetka gosytoua) - (HB® TOB
“Pechbapm”, YkpaiHa; EIm-Plastic GmbH,
HimeyuunHa)
250. | YPOJIECAH® Kpanni opasibHi No MAT Ykpaina MNAT "Tannucapm” YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 6e3 UA/2727/02/01
25 My donakoHi- "lranuucapm” 3Mminu | TUny - 3MiHK 3 gKocTi. A®l. KoHTponb AdI. peyenma
KpanenbHuui, no 1 3MiHa y napameTpax cneuucpikauii Ta/abo
chnakoHy- [ONYCTUMMX MEX, BU3HaUYeHuX y cnevudikavisx
KpanesnbHuLi B Ha A®|, abo BUXigHWIA/MPOMIXHWIA
nauui; no 25 mny NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
chnakoHi- npoueci BupobHuuTea AP (iHWi 3MiHN)
KpanesbHuL,, — BHECEHHS 3MiH Y peecTpaLliiHe [OCbE NOB'A3aHe
3aKPUTOMY KPULLKOKO 3 HEeOOXIAHICTIO NpYBEAEHHS cnevumdikauil Ta
3 KOHTpPO/IEM meTogiB KoHTponto A®l ETaHon (96%) y
NepLIoro po3KpUTTS, BiANOBIAHICTb A0 BUMOr €E/ADY, fAitove BUAAHHS,
no 1 cpnakoHy- SIKa BUKOPUCTOBYETbLCSA NPU BUPOBGHULTBI ADI
KpanesnbHWLji B nayuj MOPKBW AVKOI MIOAIB EKCTPAKT PIAKNIA,
eKCTpaKT pigknii (cybeTaHuis) CynyTHs 3MiHa -
3MiHu 3 aKocTi. A®Il. KoHTposb A®L. 3miHa y
mMeTogdax BunpobyBaHHs AP abo BUXigHOro
matepiany/npomiKHOro NPoayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLeci BUpo6bHuLTBa ADI
(iHwWi 3miHW y MeTogax BuNpobyBaHHA (BKIOYaUM
3amiHy abo gonoBHeHHs) AD| abo
BUXIZAHOrO/NPOMIXHOr0 NPOAYKTY)
251. | YPOJIECAH® Kpanni opasibHi in MAT Ykpaina MNAT "Tannucapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis: - UA/9517/01/01
bulk: no 25 mny "Tanuuchapm” 3MiHW | TUnYy - 3MiHKn 3 AKoCTi. A®Il. KoHTposib AdI.

doNakoHi-
KpanesnbHui ; no 88
hNaKoHiB-
KpanenbHuLpb y
KOpPO6i KapTOHHOMY;

3MiHa y napameTpax cneuucpikauii Ta/abo
[ONYCTUMMX MEX, BU3HaUYeHuX y cnevudikavisx
Ha A®l, abo BUXigHWIA/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
npoteci BupobHuuTea AP (iHWi 3MiHN)
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
no 25 mn y cpnakoHi- — BHECEHHS 3MiH Y peecTpaLiiHe [OCbE NOB'A3aHe
KpanenbHuLj, 3 HEeOOXIiAHICTIO NpYBEAEHHS cnevumdikauil Ta
3aKpUTOMY KPULLIKOO MeTogiB KOHTponto A®l ETaHon (96%) y
3 KOHTpONEM BiANOBIAHICTb A0 BUMOTr €ED/ADY, Aitove BUAAHHS,
NepLLOro po3KpuTTA, Aka BUKOPUCTOBYETHCA NPU BUPOOHULTBI ADI
no 88 chnakoHis- MOPKBW JVKOI NN0AIB EKCTPAKT PIAKANA,
KpanesbHULb Y eKCTpaKT pigknin (cybeTaHuis) CynyTHs 3MiHa -
KOpO6i KapTOHHOMY 3MiHu 3 aKocTi. A®Il. KoHTponb A®L. 3miHa y
mMeTofax BunpobysaHHsa A®| abo BUXigHOro
matepiany/npomikKHOr0 NPoAyKTy/peareHTy, LWwo
BVKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa ADI
(iHwWi 3miHW y MeTogax BUNpobyBaHHA (BKIOYaun
3amiHy abo gonoBHeHHs) AD| abo
BUXIZHOrO/NPOMIXHOro NPOAYKTY)
252, | YPOHE®POH® | Tabnetku, BKpUTI AT "®apmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiHiX maTepianis: 6e3 UA/14570/01/01
N/1iBKOBOIO BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: peyenma

060/10HKO10, No 10
TabneTok B 6icTepi;
no 3 abo 6 6nictepis
y naui 3 KapToHYy

3MiHY | TUny - 3MiHK 3 AKOCTi. FOTOBWIA NliKapCbKuii
3aci6. CtabinbHICTb. 3MiHa y TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHs roTOBOro
niKapcbKoro 3acoby (36iNbLUEHHs TepMiHy
NpWAATHOCTI TOTOBOIO /iKapCbKOro 3acoby) - Ans
TOProBOi yNakoBKW (MigTBEPLKYETLCA AaHUMU
peasibHOro vacy) -
36iNbLUEHHS TEPMiIHY NPUAATHOCTI FOTOBOrO
NiKapCbKoro 3acoby Ha OCHOBI MO3UTUBHUX
pe3ynbTaTiB [JOBrOCTPOKOBKX AOCAIAKEHD
cTabiNbHOCTI Y peasibHOMY Yaci: 3aTBepXeHO:
TepMiH NpUAATHOCTI 2 POKKU. 3anponoHOBaHO:
TepMiH NpuaaTHoOCTI 3 poku.
3MiHK BHeCceHi B po3ain "TepMiH npuaatHocTi" B
IHCTPYKLi0 4151 MeANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby. BeBeeHHs1 3MiH NpoTAromM 6-
TN MIiCALB NiCNA 3aTBEPMKEHHS. 3MiHM | Tuny -
3MiHK 3 SKOCTi. F0TOBUIA NiKapcbkuii 3aci6.
KOHTpPO/Ib rOTOBOrO NiKapcbKoro 3acoby. 3mMiHa y
MeTofax BUNPOGYyBaHHS rOTOBOrO J1iKapCbKOro
3acoby (aN5 NpuBeaeHHs Y BignoBigHICcTb 3 Y
abo EBponencbKol hapMaKkoneeto Ta BUNyYeHHs
NOCW/IaHHA Ha 3acTapinnii BHYTPILLHIA MeToa
BMNPOGYBaHHS i 1Oro Homep). BunyyeHHs NOBHOroO
BUKNAAy METOAMKN 3 METOAIB KOHTPOIIO 3@
nokasHukom «MikpobionoriyHa unctota». Metop,
aHanisy Bk/toYeHo o AdY Ta €Bponeincbkol
thapmakonei. HopmyBaHHA 3a/mLieHo 6e3 3MiH.
Cneuudpikauis Ta MeToau KOHTpoOso
[OMOBHIOIOTLCA BiNOBIAHUM NOCUNAHHAM Ha
nitouy pegakuito AdPY. 3miHu | TUNY - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. KoHTponb
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneuudikaLin Ta/abo foNyCTUMUX MEX FOTOBOTO
NikapcbKoro 3acoby (iHLWi 3MiHW) - BHECEHHSA 3MiH
[0 Cneuundpikauii / MeTogiB KOHTposto skocTi N3,
a came: BUNYYeHHs MoKasHuka «Aepocusi». 3MiHun
| TMny - 3miHK 3 AkocTi. API. KoHTponb A®L. 3miHa
y napameTpax cneuudikauiin Ta/abo gonyctummx
MeX, BU3HaYeHux y cneumadikauisx Ha A®l, abo
BUXiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BUKOPVCTOBYIOTBLCSA Y Npoueci BUpobHuuTa Ad|
(iHWi 3MiHW) - BBEAEHHA NepioANYHOCTI KOHTPONO
3a NOKa3HMKOM «3asIMLLKOBI KiNbKOCTi OpraHiyHmx
PO3UYMHHWKIB» B crieumdpikaL,ii BXifLHOro KOHTpOsIt0
ADdI i3 BU3HAYEHOI NepiognyHICTIO (KOHTPOSIb
KOXHOI fecATol cepii, ane He pigLie ogHOro pasy
Ha piK).

253.

®EPBEKC AfiSA
JOPOCNNX
BE3 LYKPY

MOPOLLIOK AN1si
OP&/IbHOTO PO3UNHY
no 8 cawe 3
MOPOLLKOM Y
KapTOHHI Kopobui

YIMNCA CAC

dpaHuin

YIMNCA CAC

PpaHuin

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHV | TNy - aAMiHICTPaTVBHI 3MiHW. BunyyeHHs
BMPOGHWYOT AinbHUL (BKIHOYAKYN AiMbHUL ANS
A®I, NpomiXHOro nNpoaykTy abo rotoBoro
nNikapcbKoro 3acoby, AibHNL AN NPOBEeLEHHS
nakyBaHHs, BUPOOHWMKa, BifMoBigasIbHOTMO 3a
BUWMYCK Cepiid, MicLie NPOBEeAEHHSI KOHTPOSHO cepii)
ab0 nocTtavasibHMKa BUXIAHOTO MaTepiasny,
peareHTy abo AONOMDKHOT PEHOBUHY (SIKLLO
3a3HayeHo y JOChE) - BUTYYEHHS OAHOrO i3
BMpo6HUKiB APl Mapauetamony, Granules India
Limited, IHgis. 3anponoHoBaHo: Anqui Lu'an
Pharmaceutical Co Ltd, China SPECGX LLC, USA
Novacyl (Wuxi) Pharmaceutical Co Ltd, China

6e3
peuyenma

UA/5441/01/01

254,

DOCPHOPAN

rpaHynu ans
OpasIbHOTO PO3YMHY,
3r/naketTno 8ry
nakerti; no 1 nakeTy
Y KapTOHHIi nauui

MPOPAPMA
IHTepHeLHN
TperguHr
Nimiteq

MasibTa

NabiaHa ®apmacbloTikanc,
C.y.

IcnaHis

BHECEHHS 3MiH 10 peecTpaviiiHix MmaTepianis:
3MiHu | TUnYy - 3MiHKM 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponelicbkin hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOBNEHOrO cepTudikata
BiANOBIAHOCTI ab0 BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®l; ons BUXigHOro
matepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPWCTOBYHOTbCS Y BUpOobHUUTBI ADI; ans
[0MOMDKHOT peyoBuHM (cepTudikaT Bi4NOBILHOCTI
€sponelicbkinn hapmakoner) - HoBuii cepTudikart
Bifl HOBOrO BMPOGHMKa (3aMiHa ab0 AOMOBHEHHS)
nofaHHsA HOBOro cepTuddikarta BiANOBIAHOCTI
€Bponeiicbkin hapmakonei Ne RO-CEP 2017-166-
Rev 00 ansa gitoyoi pevoBuHY Fosfomycin
trometamol Bif HOBOro BUpo6HuKa Interquim S.A.
DE C.V., MekcuKa.

3a
peyenmom

UA/13238/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

255,

POCPO-COAA

PO34MH OpasIbHUIA;
no 45 Mn 'y h1akoHi;
no 2 chnakoHu B
KapTOHHI KopoobLi

KaceH
Pekopgaari,
C..

Icnanis

Kacen Pekopgarti, C.J1.

IcnaHis

BHECEHHS 3MiH 0 peecTpavliiiHix maTepianis:
3MiHu | TUnYy - 3MiHK Wopao 6e3nekn/eeKTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHu o
y3araslbHeHUx JaHnx npo cucTemy
chapmakoHarnsgy (BBeeHHs y3araibHeHUX faHux
npo cuctemy papmakoHarnsgy, amiHa
YMOBHOB&aXeHOT 0cobw, BignoBiganbHOI 3a
3AilicHeHHA hapMakoHarnsgy; KOHTaKTHOT ocobu 3
hapmakoHarnsgy 3asiBHUKa 415 34iiCHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA
Bif, yNOBHOB&XXeHOT 0co6u, BiANOBiJabHOI 3a
34ilicHeHHA thapmakoHarnsgy (BKIoyaoum
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
mMacTep-alina cuctemu papmakoHarnsgy) 3miHa
KOHTaKTHOT 0CO6U YNOBHOBaXXEHOT 0CO6YU
3asBHMKa, BiANOBiAaNbHOI 3a hapMakoHarnsaz B
YkpaiHi. fitoya pepakuis: lwyk Hatanka MNeTpisHa.
MponoHoBaHa pegakuis: BonowmnHa AHacTacis
AHaToniiBHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0co6u
YMNOBHOBaXeHOT 0COOM 3asiBHMKA, BifnoBigaibHOT
3a (hapmakoHarnisg B YKpaiHi.

3a
peyenmom

UA/9143/01/01

256.

DOPAITMIH®

pO34MH ANa
iH'ekujinno 2500 MO
(aHTM-Xa)/0,2 mn; no
0,2mvn B
0/IHOPa30BOMY
wnpuui; no 5
wnpuuis y énictepi;
no 2 6nictepu B
KapTOHHIA Kopoo6Li

MN®ANIEP
IHK.

CWA

Brpo6HULTBO, BTOPUHHE
nakyBaHHSs!, KOHTPO/Ib SIKOCTI,
BWMYCK Cepil, BUBYEHHS
cTabinbHocTi: Mdaiizep
MeHtodekuypuHr Benbris
HB, Benbria BupobHuutso
Ta KOHTPO/Ib AKOCTI
(Bi3yasibHWIA KOHTPO/b,
KOHTPO/b Ha CTEPUIIBbHICTb
Ta KOHTPO/b 06°eMy, L0
BUTATAETHCSA):
Betep ®apma-depTuryHr
Mv6X & Ko. KI', HimewunHa
BizyanbHui1 KOHTPOIb,
KOHTPO/b Ha CTEPUIIbHICTb:
BeTep ®apma-depTuryHr
Mv6X & Ko. KI, HimewyunHa
BizyanbHuil KOHTPOSIb:
BeTep ®apma-depTuryHr
Mv6X & Ko. KI, HimewunHa
BizyanbHui1 KOHTPOSb,
KOHTPO/Ib Ha CTEPUNbHICTb
Ta BTOPVHHE MakKyBaHHS:
Betep ®apma-depTuryHr
v6X & Ko. KI', HimeyunHa

Benbrisi/
HimeuunHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHM | TUNY - BHECEHHS 3MiHM A0 MaTepianis
peecTpadiiiHoro gocke 13 ®parMiH®, po3ynH Ans
iH'ekuin Ana posysaHHa 2500 MO (aHTK-Xa)/0,2
M Ta 5000 MO (aHTu-Xa)/0,2 mn) no 0,2 Mn B
0[IHOPa30BOMY LUMPULLi, & CAMe OHOBJIEHHS P.
3.2.P.7. Cuctema KoHTeliHep/3akynoproBasibHUIA
3acib, ke 06ymoBieHe BUganeHHAM iHgomadwii,
LLIO KOBMAYOK FO/IKMN BUrOTOB/IEHUI 3 Tymn FM 27
(6e3 natekcy), sika He KOHTaKTye 6e3nocepeiHsbo 3
®parMiH®, po3unH A5 iH'eKUili. 3anponoHOBaHO:
The needle shield is made of FM 27 rubber which
may contain latex; 3miHu Il Tuny - 3mMiHU BHECeHO
[0 IHCTPYKUiT ANnA MeANYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby Ao posginy "OcobnnBocTi
3acTocyBaHHA" BiANOBIAHO 40 MaTepianis
peecTpavuiiiHoro gocbe. BBeAEHHS 3MiH MPOTATrOM
6-TV MicALIB NiCNsA 3aTBEPLKEHHS

3a
peyenmom

UA/1581/01/02

257.

PPACMIH®

PO3YMH A5 iH'eKUI

N®ANIEP

CLA

Mdbaiizep MeHoekvypyHr

Benbris

BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis:

3a

UA/1581/01/03
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
10 000 MO (aHTm- IHK. Benbris HB 3MiHM | TUMY - BHECEHHS 3MiHM A0 MaTepianis peyenmom
Xa)/mnnolwmns peecTpadiiiHoro gocke 13 ®parMiH®, po3unH Ans
amnyni; no 10 iH'eKLjiin Ana posyeaHHa 2500 MO (aHTK-Xa)/0,2
ammny/s B KAPTOHHIN M Ta 5000 MO (aHTK-Xa)/0,2 ma) no 0,2 mn B
KOpoo6Li 0[IHOPa30BOMY LUMPULLi, & CAME OHOB/IEHHS P.
3.2.P.7. CncTema koHTeliHep/3aKkynoproBasibHUiA
3acib, ke 06ymoBieHe BUganeHHaM iHdomaw;i,
LLIO KOBMAYOK rO/IKN BUrOTOB/EHUIA 3 T'ymn FM 27
(6e3 natekcy), sika He KOHTakTye 6e3nocepeiHbo 3
®parMiH®, po3unH AN5 iH'eKUiA. 3anponoHOBAaHO:
The needle shield is made of FM 27 rubber which
may contain latex; 3miHu Il TUny - 3MiHM BHECEHO
[0 IHCTPYKUIT 415 MEAUYHOTO 3aCTOCYBaHHS
niKkapcbKoro 3acoby Ao po3giny "OcobnunsocTi
3acTocyBaHHA" BiANOBIAHO A0 MaTepianis
peecTpauiiHoro Aocke. BBeAeHHS 3MiH NPOTArom
6-Tn MicsAUiB NicNsA 3aTBEPKEHHSA
258. | ®PArMIH® PO34nH ANS iH'EKLIN MPANIEP CWA Brpo6HMLTBO, BTOPUHHE Benbria/ BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3a UA/1581/01/01
5000 MO (aHTu- IHK. naKyBaHHs!, KOHTPO/Tb SIKOCTI, HimeuunHa 3MiHM | TUMY - BHECEHHS 3MiHM A0 MaTepianis peyenmom
Xa)/0,2 mn no 0,2 BUNYCK Cepil, BUBYEHHS peecTpadiiiHoro agocke 13 ®parMiH®, po3unH Ans
M/1 B 04HOPa3oBOMY cTabinbHocTi: MNdpainzep iH'ekUin ans gosyeaHHsa 2500 MO (aHTu-Xa)/0,2
wnpuui; no 5 MeHtodekuypuHr Benbris M Ta 5000 MO (aHTK-Xa)/0,2 ma) no 0,2 mn B
wnpuuis y énictepi; HB, Benbrisi BUpo6HMLTBO 04HOPa30BOMY LUMPULL, & came OHOB/IEHHS P.
no 2 6nictepu B Ta KOHTPO/Ib AKOCTI 3.2.P.7. Cnctema KoHTelHep/3aKynoproBasibHUIA
KapTOHHIA KopoobLi (Bi3yasibHWIA KOHTPOSb, 3acib, ke 0b6ymoBieHe BUuganeHHaM iHgomaw;i,
KOHTPO/b Ha CTEPUIIbHICTb LLIO KOBMAYOK ro/IKN BUTOTOBEHWI 3 Tymmn FM 27
Ta KOHTPONb 06 €My, L0 (6e3 natekcy), sika He KOHTakTye 6e3nocepeiHbo 3
BUTATAETHCSA): ®parmMiH®, po3unH ANs iH'eKUiA. 3anponoHOBaHO:
BeTtep ®apma-PepTuryHr The needle shield is made of FM 27 rubber which
v6X & Ko. KI, HimeuyunHa may contain latex; 3miHu Il Tuny - 3mMiHM BHECEHO
BizyanbHuii KOHTPOSb, [0 iHCTPYKUiT AN1S MeANYHOro 3acTOCyBaHHS
KOHTPO/Ib Ha CTEPUSIbHICTb: niKkapcbKoro 3acoby Ao po3giny "OcobnunsocTi
Betep ®apma-®PepTuryHr 3acTocyBaHHSa" BiAMNOBIAHO A0 MaTepianis
Mv6X & Ko. KI', HimewunHa peecTpaujiiiHoro Aocke. BBeAeHHS 3MiH NpoTArom
Bi3yanibHWi1 KOHTPOSIb: 6-Tn MicsALIB NicNsA 3aTBEPKEHHS
Betep ®apma-®PepTuryHr
M6X & Ko. KI', HimeuunHa
BizyasibHWi KOHTPO b,
KOHTPO/b Ha CTEPUNbHICTb
Ta BTOPVHHE NaKyBaHHS:
BeTep ®apma-depTuryHr
v6X & Ko. KI, HimeyunHa
259. | ®TANA30N Tabnetkv no 500 mr AT Ykpaina AT "ly6Hnchapm" YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 6e3 UA/5442/01/01
no 10 TabneTtok y "Ny6Huapm" 3MiHM | TUNY - 3MiHK 3 SKOCTi. FOTOBUIA NiKapCbKUii peuyenma

6nictepax

3aci6. KoOHTposib rOTOBOro NikapcbKoro 3acoby
(iHWi 3miHn) (B.ILT. (X) IA)
BunyyeHHsi NOBHOTO BMKagy METOAMKA 3 METOAIB
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
KOHTPO/10 3a Noka3HUkoMm «MikpobionoriuHa
yuctoTa». MeTtog, aHanisy BkItoYeHo o APY,
Aitoye BMAaHHA. YTOUHEeHO hopMytoBaHHS BUMOT
3a NokasHMKom «MikpobionoriyHa yncrtoTas
BignosiaHo A0 APY 5.1.4. BKIOUYEHHS
nepiofMYHOCTI MPOBEAEHHS BUMPOGYBaHHSA 3a
nokasHukom «MikpobionoriyHa ynctoTa» B
Creundikanii MKA 13
3anponoHoBaHo: Mikpobio-noriyHa unctoTa 1
KpuTepii NpMiAHATHOCTI MiKpOGIOAOriYHOT YNCTOTK
(A®Y*, 5.1.4):
3arasibHe YNC0 aepobHMX MIKpOOpraHiaMis
(TAMC) - 103 KYOIr; 3arasibHe YACI0 APPKAKOBUX
Ta nniceHeBux rpu6is (TYMC) - 102 KYOIr; He
[onycKaeTbcs HasBHICTb EscherichiacoliB 1 1
[OoY* - pitoue BUgaHHA 1. nepLuy Ta KOXHY AecAaTy
HaCTYMNHy cepito, ase He pigLie HiX 1 cepito B pik
260. | XEBEPT® Tabnetku; no 10 XesepT HimeuunHa XeBepT ApuHainmiTTesnb HimeyunHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 UA/13239/01/01
CUHYCITIC Tabnetok y 6nictepi; | ApuHavimiTTen v6X & Ko. KI 3MiHu | TURY - 3MiHK Wopao 6e3nekn/ed)eKTUBHOCTI peyenma
4 6nictepu B b 'M6X & Ko. Ta thapmakoHarnsgy (iHwi 3miHWM) 3MiHW BHECEeHi B
KapTOHHI KOpoobLyi K TEKCT MapKyBaHHS YNakoBKM JlikapCbKOro 3acoby B
n. 1 "Ha3Ba nikapcbkoro 3acoby" LoA0 HanncaHHs
Ta PO3MiLLleHHA Ha3Bu J13 aHrMiiCbKO MOBOIO.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS
261. | UE®OBOLUMA, nopoLuoK ans My6niuHe YkpaiHa My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/9239/01/01
pO34nHy A5 iH'EKUi akuioHepHe TOBapucTBO "HaykoBo- 3MiHW | TUNY - aAMIHICTPaTVBHI 3MiHW. BunyyeHHs peyenmom
no 1rno 1 cpnakoHy TOBapuCTBO BMPOGHUYUIA LEHTP BMPOGHWYOT AinbHUL (BKIHOYAKUN AiMbHUL ANS
3 NopoLUKom; no 1 "HaykoBo- "BopLyariBcbkuiA XiMiko- A®I, NpomiXHOro nNpoaykTy abo rotoBoro
chnakoHy 3 BVPOGHWYNIA thapmaneBTMUHMI 3aBo4" nNikapcbKoro 3acoby, AiNbHNL AN NPoBeeHHS
MOPOLLKOM Y nauuii 3 LeHTp nakyBaHHS, BUPOGHUKA, BifMOBIAaIbHOMO 3a
KapToHy; no 5 "BopLuariBcbk BUWMYCK Cepiid, MicLle NPOBEeAEHHSI KOHTPOSHO cepii)
hnakoHiB 3 Ui XimiKo- abo noctavasibHMKa BUXiAHOrO MaTepiasy,
MOPOLLIKOM Y KaceTi; chapmaueBTuy peareHTy abo AONOMIXHOT PEYOBMHY (AKLLO
no 1 kaceti y naHeni HWi 3aBoa” 3a3HaYeHo Y OCbE); CYMNyTHA 3MiHa - 3MiHU 3

3 KapTOHY

AKoCTi. A®I. KoHTposb AdL. 3miHa y napameTpax
cneuudikayin Ta/abo fonycTMMmX MEX,
BM3HaYeHNX y crneyndikauisx Ha A®l, abo
BUXIAHWIA/NPOMDKHMIA NpoAyKT/pearexT, LWwo
BVIKOPMCTOBYIOTLCS Y Npoueci BupobHuutea AdI
(BUYYEHHS HE3HAYHOTO NOKa3HMKa AKOCTI
(Hanpwvknag BUYYEHHS 3aCTapisioro NokasHuka)) -
BU/yYEHHS BUPOOHMKa AD| LedonepasoHy y
BUMNAAI LedonepasoHy HaTpieBOI coni
ctepwnbHoi, Daewoong Bio. Inc, Kopes, i, sik
Hacnigok, 3miHa y cneuudikauii AdPl, a came
BUJ/TyYEHHS NOKa3HMKIB SIKOCTi «3KOP» Ta
«KpucTaniyHicTb»; 3MiHK | TMNy - NoJaHHS HOBOro
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1

CEP Ne R1-CEP 2007-202-Rev 02 gnia Adl
LechonepasoHy y BUrnsgj uedonepasoHy
HaTpiEBOI CO/i CTEPU/IBHOI B HOBOTO BUPOGHMKA
Qilu Antibiotics Pharmaceutical Co., Ltd. Kutaii go
BXe 3aTBepaKeHoro BupobHuka Znuhai United
Laboratories Co., Ltd, Kutai; 3miHu | Tuny -
BW/TyY€EHHS 3i crneumdikauii Ta MeToAiB KOHTPO/IIO
A®| uedhonepasoHy y BUrNaai LedonepasoHy
HaTPiEBOI CONi CTEPUNBLHOI NOKa3HUKA AKOCTI
«Baxki MeTanv»; 3miHu | Tuny - 3MiHu go
MeToAMKM BUNpobyBaHHA A®I LedonepasoHy y
BUrNAAi LiedhonepasoHy HaTpieBOI CONi CTePUNbHOT
3a NOKa3HUKOM «CTepubHICTb», WO 06YMOB/IEHO
BUKOPVCTaHHSAM HOBOTO iHaKTMBaTOpy AN
aHTMbioTVkiB BBLTM Penicillinase concentrate
(Vial Penicillinase 10000000 KU/mI 1 Ea); 3miHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA NlikapcbKuii 3aci6.
3MiHN Yy BUPOGHMLTBI. 3MiHK Y NpoLieci
BMPOGHMLITBA rOTOBOTO J1iKapCbKOro 3acoby,
BK/THOHAI0UM NPOMiIXHUIA NPOAYKT, L0
3aCTOCOBYETLCA MNPV BUPOOHULITBI FOTOBOrO
nikapcbKoro 3acoby (iHWi 3MiHM); CynyTHS 3MiHa -
3MiHK 3 SKOCTi. FoTOBUIA NiKapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHN BUNPObyBaHb abo
[ONYCTUMMX MEX, BCTAHOB/IEHUX Y cneuudikauisix,
nig, yac BUPOGHULITBA FOTOBOTO iKapCbKOro
3aco6y (iHLWi 3MiHK) - BCTAHOBNEHHS 061afHaHHSA
[N aBTOMATUYHOIO KOHTPOJT0 TepPMETUYHOCTI, i,
AK HACMifOK, YTOYHEHHS METOAMK KOHTPOSIO
NPOMDKHUX NPOAYKTIB 3a NOKasH1kaMn «KOHTpo b
[03yBaHHA» Ta «epMeTUYHICTb»; 3MiHW | TNy -
3MiHM 40 MeToAMKM BUNpobyBaHHs 13 3a
NOKa3HNKOM «CTEepUbHICTb», L0 06YMOB/IEHO
BMKOPVCTaHHAAM HOBOTO iHaKTMBaTOpPy AN
aHTMbioTVkis BBLTM Penicillinase concentrate
(Vial Penicillinase 10000000 KU/mI 1 Ea); 3miHu |
TUMY - 3MiHW A0 creumndikavii nepB1uHHOro
nakyBaslbHOrO mMaTepiany — npobka rymosa, a
came npuvBeLeHHs Y BigNoBIAHICTb A0 BUMoOr Y
2.0; 3MiHM | TUNY - HE3HAYHI 3MiHW Y MeToAUL
BMMNPOOYBaHHA NakyBaslbHOro Marepiany — npobka
rymoBa — 3a NokasHUKOM «Jl1eTki cynbdign», a
came YTOYHEHO NPUroTyBaHHSA eTasIOHHOTo
PO34MHY; 3MiHM | TUNY - 3 po3giny 3.2.P.7
peeCTpaLiiHOro A0CLE BUTYYEHO HAAMEHYBaHHS
nocTavasnbHVKIB NakyBasibHVX MaTepianis; 3MiHu |
TUNy - 3MiHa agpecy Micua NPoBaKeHHN
AisnbHOCTi BUpo6Huka APl LedionepasoHy y
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BUINA4i LedhonepasoHy HaTpieBoi coni
CTepw/ibHOI, 6e3 3MiHM MiCLA BUPOBHULTBA,;
3anponoHosaHo: Zhuhai United Laboratories Co.,
Ltd No. 2428, Anji Road, Sanzao Town, Jinwan
District, Zhuhai, Guangdong-519040, P.R. China
262. | UE®TA3SNANM | nopoluok ans AAP ®APMA O6'egHaHi 3eiicc Papmac’ioTikenc MBsT. IHAis BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3a UA/17514/01/01
po3unHy Ans ®3-/1/1C Apabcbki nra. 3MiHa 3asiBHMKa (B/1aCHUKa peecTpaviiiHoro peyenmom
iH exuili no 1000 mr Emipatu noceifyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015
no 1 a6o 10 Ne 460). 3MiHW BHECEHI B IHCTPYKLit0 AN1A
chnakoHiB 3 Me[MYHOro 3actocyBaHHA /13 y p. "3asaBHUK",
NOPOLLKOM Y "Micue3HaxompKeHHs 3asBHMKA" 3 BiANOBIAHUMU
KapTOHHI Kopoobui 3MiHaMu B TEKCTi MapkyBaHHS ynakoBoK. 3MiHu |
TUny - 3MiHK Woao 6e3nekn/edpeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn). BHeceHHs 3MiH f0
po3giny MKA: MAPKPOBKA. [litoua pegakuis:
MAPKVPOBKA B cooTBeTCTBUM C YTBEPXAEHHBIM
TEKCTOM MapK/MpOBKN KOTOPbIV NpunaraeTcs.
MponoHoBaHa pepakuis: MAPK/IPOBKA B
COOTBETCTBUM C YTBEPXKAEHHBIM TEKCTOM
MapKVipoBKM.
OHOB/IEHHS TEKCTY MapKyBaHHS yMakoBKM
niKapcbKoro 3acoby 3 BHECEHHSIM iHchopmai
|00 3a3HAYEHHS OAMHULL BUMIPIOBAHHSA Y
cuctemi Sl. BBeeHHst 3MiH NpoTArom 6-T MicsauiB
nicnsa 3aTBepKEHHS.
263. | UE®OTASUANM | nopoluok ans Mictpan AHrnis BMPOGHMLITBO rOTOBOIO ITanis/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/18227/01/01
-BICTA pO34nHy A5 iH'EKUi Kenitan nikapcbKoro 3acoby Ta Kopes 3MiHu | TURY - AgMIHICTpaTUBHI 3MiHW. 3MiHa peyenmom
nolr,nolr MeHeKMeHT BUNYCK cepil: HaliMeHyBaHHs Ta/abo agpecy 3asBHUKa
NOpPOLUKY Y Nimiten ALC OOB®AP C.IM.A., (BnacHvika peecTpauiiiHoro noceigyeHHs) 3miHa
CKNSAHOMY (DN1aKOoHi ITanis; afjpecu 3asaBHUKa
3aKynopeHomy BUPOBHWLITBO Ta KOHTPO/Tb
6pombyTNI0BOID AKOCTi CTEPU/ILHOIT CyMIlLLi:
rymMOBOIO NPO6KOLo, XAHMI GANH KEMIKAN
fKa obxarta KO., NTA., Kopes
aIOMIHIEBUM
koBnaykom; no 1 a6o
no 10 donakoHiB B
KapTOHHI KopooLi
264. | UE®TPUAKCO NMopoLIOK aNns MicTtpan AHrNIsA BMPOBHMLTBO rOTOBOrO ITanis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/18215/01/01
H-BICTA pO34nHY ANS iH'eKUil Kenitan nikapcbKoro 3acoby, BuUnyck 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyernmom
nolr,1a6o 10 MeHeKMeHT cepit: HaliMeHyBaHHs Ta/abo afpecy 3asiBHMKA
pNakoHiB 3 Nimiteq ALC LOB®AP C.IN.A., (BnacHvKa peecTpauiiniHOro NocBigYeHHs) 3MiHa
MOPOLLKOM B ITanis; afipecy 3asBHuKa

KapTOHHi KOpO6L

BMPOGHMWLTBO Ta KOHTPO/1b
SIKOCTi CTEPW/ILHOT CyMiLLi:
ALIC JOB®AP C.M.A.,
ITanis;
BVMPOGHMWLITBO Ta KOHTPO/1b
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
AKOCTI CTEPUIIBHOT CYMiLLli:
ALIC AOB®AP C.IN.A.,
ITanis;
BUPOBHWLITBO Ta KOHTPO/b
AKOCTi CTEPU/IbHOT CYMIilLLi:
®PE3EHIYC KABI iNMCYM
C.p.J., ITanis
265. | UMHAKANBbLE TabneTku, BKPUTI MicTpan AHrniA Bunyck cepii: Yecbka BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/16373/01/01
T-BICTA NNiBKOBOIO Kenitan CiHTOH, C.p.0., Yecbka Pecny6nika/ 3MiHM | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
obonoHkoto, no 30 MeHemKMeHT Pecny6nika; Icnanis/ HaliMeHyBaHHs Ta/abo agpecy 3asBHUKa
Mr, no 14 TabneTok Nimiten MepBUHHE Ta BTOPUHHE Bonrapis/ (BnacHvika peecTpauiiiHoro noceigyeHHs) 3miHa
y 6nicTepi; no 2 nakyBaHHs, BUNYyCK cepil: Ynni afpecu 3asaBHUKa
6nictepu y CiHTOH Xicnanis, C.J1.,
KapTOHHI nauwi IcnaHis;
Brpo6HMUTBO:
CiHTOH Yuni NTaa., Ynni;
MepByHHE Ta BTOPUHHE
nakyBaHHs:
[xn | ®apmac'ioTikanc J1T4,.,
Bonrapis
266. | UMHAKANBLE | tabneTtku, BKpUTI Mictpan AHrniA Bunyck cepii: Yecbka BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3a UA/16373/01/02
T-BICTA NNiBKOBOO Kenitan CiHTOH, C.p.0., Yecbka Pecny6nika/ 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
060/10HKO10, M0 60 MeHeKMeHT Pecnyb6nika; Icnanis/ HaliMeHyBaHHs Ta/abo afpecu 3asiBHMKa
Mr, no 14 TabneTok Nimiteq MepBrHHE Ta BTOPUHHE Bonrapis/ (BnacHvKa peecTpauiiniHOro NocBigYeHHs) 3MiHa
y 6nicTepi; no 2 nakyBaHHs1, BUMYCK cepii: Yuni agpecu 3asaBHUKa
6nictepn y CiHTOH XicnaHisi, C.J1.,
KapTOHHIW nayu,i Icnanis;
Brpo6HMUTBO:
CiHTOH Yuni 1Taa., Ynni;
MepBuHHE Ta BTOPUHHE
nakyBaHHS:
bxn | dapmac'ioTikanc T4,
Bonrapis
267. | UUWHAKANBbLE TabneTku, BKpUTI MicTpan AHrniA Bunyck cepii: Yecbka BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/16373/01/03
T-BICTA nNiBKOBOIO Kenitan CiHTOH, C.p.0., Yecbka Pecny6nika/ 3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa peyenmom
060/10HKOH0, M0 90 MeHeKMeHT Pecnyb6nika; Icnanis/ HaliMeHyBaHHS1 Ta/abo agpecu 3asiBHMKa
Mr, no 14 tabnetok NimiTen MepBUHHE Ta BTOPUHHE Bonrapis/ (BnacHvika peecTpauiiHoro noceigyeHHs) 3miHa
y 6nicTepi; no 2 nakyBaHHs, BUNYCK cepil: Yuni afpecu 3asaBHUKa
6nictepn y CiHTOH XicnaHis, C./1.,
KapTOHHI navwi IcnaHis;
Brpo6HMuTBO:
CiHTOH Yuni 1Tga., Ynni;
MepBrHHE Ta BTOPUHHE
nakyBaHHS:
bxn | dapmac'ioTikanc JTa,.,
Bonrapis
268. | UUHHAPU3NH Tabnetku no 25 mr: AT Bonrapis Brupo6bHMuTBO Bonrapis/ BHECEHHS 3MiH [J0 peecTpaviliHix maTepianis: 6e3 UA/10290/01/01
COPAPMA no 50 TabneTtok y "Codhapma” Hepo3diacoBaHOi NpoAyKLi, YkpaiHa 3MiHa 3asiBHVKa (B/1AaCHMKA pPeeECTpaLiiHoro peuyenma
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

6nicTepi; no 1
6nictepy B nauui

NepBUHHA ynakoBka a6o

BUPOGHULITBO 3a NOBHUM

LIMK/IOM:

AT "Codpapma", Bonrapisi;
BTOpMHHA ynakoBka, [03BiN

Ha BUMYCK cepii:
AT "BITAMIHW",
YKpaiHa

nocsigyeHHs) (3rigHo Hakaly MO3 Big 23.07.2015
Ne 460). 3MiHu | TUny - AAMIHICTPaTUBHI 3MiHW.
3MiHa HalimeHyBaHHA Ta/abo agpecu Micus
NPOBaKEHHSA AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /liKapCbKoro 3acoby, BkIovaum
AinbHULI BUNYCKY cepii abo MicLie NpoBeAeHHN
KOHTPOJI0 SIKOCTI. (ZiANbHICTb, 3a Ky BignoBigae
BMPOGHUK/IMNOPTEp, BK/IKOYAKUM BUMYCK CEpild).
3MiHa HanucaHHA HaliMeHyBaHHA Ta afpecy micus
NPOBaPKEHHA AiSNbHOCTI BUpobHuka 13,
BiAnoBiga/IbHOro 3a BUPOGHULITBO
Hepo3chacoBaHOT NPOAYKLi, NEPBUHHY YNakoBKY
ab60 BYPOGHNLTBO 3a NOBHVIM LMK/IOM Ta A1
ynakoBku in bulk aHrnificbkot MoBOH, 6€3 3MiHK
Micus BUpO6HMLTBA. 3MiHK | TUny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 a60 3MiHM A0 y3arasibHeHUX JaHux npo
cucTemy thapmakoHarnsgy (BBefieHHs
y3araslbHeHUx JaHnx npo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHNA hapmakoHarnsay;
KOHTaKTHOI 0CcO6M 3 thapMakoHarnsgy 3asBHUKa
[ANs 3aiiCHeHHs dhapMakoHarnsay B YKpaiHi, AKLLo
BOHa BifJMiHHa Bif, yNOBHOBaXKEHOI 0CcOo6Y,
BiANOBIAA/IbHOI 32 34iiCHEHH:A dhapmakoHarnsagy
(BK/TIOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-thaiina cuctemm
thapmakoHarnsgy). 3miHa ynoBHOBaXeHoi 0cobu
3asBHVKa, BiANoBigasIbHOI 3a hapMakoHarnsag.
[Jitoua pepakuisn: biniHceka Jinis KOp'iBHa.
MponoHoBaHa pepakuis: CeetnaHa Cnacosa /
Svetlana Spasova. 3MiHa KOHTaKTHUX JaHuX
YMNOBHOBaXeHOT 0COOM 3as1BHMKA, BifnoBigaibHOT
3a hapmakoHarnsg,. BeegeHHs KOHTakTHOI ocobu
YNOBHOB&XXEHOT 0CO6M 3as1BHMKA, BifnoBigabHOl
3a 34ilicHeHHs thapmakoHarnsay B YkpaiHi.
MponoHoBaHa pepakuis: JoporiHa KatepuHa
lOpiiBHa. BBEAEHHS KOHTAKTHUX OAHUX KOHTaKTHOT
0Cco6y YNOBHOBaXXEHOI 0CO6M 3asBHUKA,
BiANOBIAa/IbHOI 32 hapMakoHarifg B YkpaiHi.
3MiHa MicLA 34iACHEHHS OCHOBHOI AisiNIbHOCTI 3
hapmakoHarniagy. 3miHa MicLLe3HaxooKeHs
macTep-haiina cuctemn hapmakoHarnsgy Ta mnoro
Homepa.

269.

UMHHAPU3UH
CO®DPAPMA

Tabnetkn no 25 mr,
in bulk Ne 4000
(50x80): no 50
TabneTtok y bnictepi;

AT
"Cocpapma"

Bonrapis

AT "Codhapma”

Bonrapis

BHECEHHS 3MiH [0 peecTpavuiiHiX maTtepianis:
3MiHa 3asiBHMKa (B/1aCHUKa peecTpaviiHoro
noceifyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015
Ne 460). 3MiHuM | Tuny - AAMIHICTPaTMUBHI 3MiHK.

UA/12593/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

no 80 6nicTepis B
noninponineHoB.ii
kopobui; in bulk Ne
4500 (50x90): no 50
TabneTok y 6nicrepi;
no 90 6nictepis B
noninponifeHoBI
KopoobLi

3miHa HalimeHyBaHHS Ta/abo agpecu micus
NpoBaPKeHHA AisNIbHOCTI BUpoOHUKa/imMnopTepa
roTOBOro MikapCbKOro 3acoby, BKIYaUn
AinbHULI BUNYCKy cepii abo MicLe NpoBeAeHHS
KOHTPOJIO SIKOCTI. (AiSNIbHICTb, 3a Ky BiAgnosigae
BUPOGHMK/iIMNOPTEp, BKIOYAKOUN BUMYCK CEPIld).
3MiHa HanncaHHA HaliMeHyBaHHS Ta agpecu micus
NpoBapPKeHHSA Ais/IbHOCTI BUPOOHUKa M3,
BiANOBIA&/IbHOrO 3a BUPOGHMLTBO
Hepo3hacoBaHOT MPOAYKLi, TEPBUHHY YNakoBKYy
a60 BYPO6HMLTBO 3a NOBHVM LMKIOM Ta A1
ynakoBku in bulk aHrniiicbkoo MoBO, 6€3 3MiHK
Micus BUpo6HMUTBA. 3MiHK | TNy - 3MiHK Woao
6e3nekn/edhekTUBHOCTI Ta thapmakoHarnagy.
BBefeHHst abo 3MiHM [0 y3araslbHEHUX AaHuX Npo
cuctemy thapmakoHarnagy (eBefeHHs
y3arasbHeHUX JaHuX Npo cucTemy
hapmakoHarnagy, 3MiHa ynoBHOBaXXeHOT ocobm,
BiANOBIAA/IbHOI 3a 34iiCHEHHS dapmakoHarnsgy;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHuKa
[ANA 3giiCHEHHA dhapmakoHarnsgy B YkpaiHi, AKwo
BOHa BiIMiHHA BiJ, yNIOBHOBa)KEHOI 0CO6Y,
BiANOBIAANLHOI 3a 34iiCHEHH:A papmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI AaHi) Ta/abo 3miHn y
pO3MiLLeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy). 3MiHa ynoBHOBaXKeHOT 0co6u
3a8BHMKa, BiANOBIAaNbLHOI 3a thapmakoHarnsag,.
[itoua pepakuis: BiniHcbka Jlinis Op'iBHa.
MponoHoBaHa pepfakuis: CeeTnaHa Cnacosa /
Svetlana Spasova. 3MiHa KOHTaKTHUX AaHnX
YMOBHOB&XeHOT 0C0bM 3as1BHMKA, BifnoBigabHOT
3a (papmakoHarnsg,. BeegeHHs1 KOHTaKTHOT 0cobu
YMNOBHOBaXeHOT 0COOM 3as1BHMKA, BifnoBigaibHOT
3a 3AjiicHeHHs hapMakoHarnsay B YKpaiHi.
MponoHoBaHa pefakuis: foporiHa KatepuHa
lOpiiBHa. BBeAEHHA KOHTAKTHWX AAHNX KOHTaKTHOT
0CO6M YNOBHOBaXXEHOI 0COOM 3asBHUKA,
BiANoBiga/IbHOT 3a hapMakoHarnsag B YkpaiHi.
3MiHa MicLs 34iiCHEHHSA OCHOBHOT AiANIbHOCTI 3
thapmakoHarnsgy. 3MiHa MicLie3Haxo4KeHs
macTep-haiina cuctemun dpapmakoHarnsgy Ta moro
Homepa.

270.

LMNPO®IIOKC
ALUVH

pO34uH A5 iHQY3il,
200 mr/100 mn, no
100 mn B
KOHTeliHepi, no 1
KOHTEliHepy B
NONIBIHIIX10PUAHIi

AHaHTa
Mepikeap T4,

Benuka
BpuTaHis

€ponaiic Xentkeap lBT.

nra.

IHais

BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis:
3MiHKM | TUNY - 3MiHK WoA0 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepucTuLi NikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKL,iT 415 MeAnyHoro
3aCTOCYBaHHSA Ha MifcTasi perynsipHo

3a
peyenmom

UA/10746/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

nnisui B kopobu,i

OHOBJ/IHOBAHOTO 3BITY 3 6e3MeKn NiKapCbKoro
3aco6by, abo gocnimxeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B nicnspeecTpaviliHnii nepios,

abo K pe3ynbTar OLiHKM 3BITY 3 JOCAIAKEHD,
npoBeAeHVX BiANoBigHO A0 MaHy negiatpudHmnx
pocnigxeHs (PIP) (3MiHy y3rofxeHo 3
KOMMNETEHTHUM YNOBHOBEXKEHVM OPraHom) - 3MiHW
BHECEeHi [0 IHCTPYKLi ANna MeanyHoro
3aCcTOCyBaHHS NiKapCbKoro 3acoby y po3ginm
"Oco6nmBocTi 3acTocyBaHHs", "MobiuHi peakwyi"

BiAMNOBIAHO 4O OHOBMEHOI iHChopMaLi Woao

6e3nekun Aitoyoi pevoBrHN. BBeAeHHS 3MiH

npoTsarom 3-x MicsiLiB Nicnsl 3aTBEPAKEHHS.

271.

LNTOBIP® -3

Kancynu; no 12
Kancyn y énictepi;
no 1 6nictepy B
nauti 3 KapToHy; No
2 abo 4 6nictepn B
nauuj 3 KapToHy

ToBapucTBo 3
06MexeHo
BigNoBiAa/bHI
CTHO
«KOHCANTN
HFOBA
rPYMNA
«BIBHECOH»

YkpaiHa

Lintomep Oro

PiHNAHAIA

BHECEHHS 3MiH [J0 peecTpaLiinHmx
marepianis:3miHu | Tuny - AgMiHICTPaTUBHI 3MiHW.
3miHa HalimeHyBaHHS Ta/abo agpecu 3asBHUKa
(BnacHvika peecTpauiiiHoro noceigyeHHs) 3miHa
agpecy 3asBHvKa. 3MiHu | Tvny - 3miHn WwWoao
6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
BBegeHHs1 a60 3MiHM A0 y3arasibHeHUX JaHux npo
cuctemy thapmakoHarnsgy (BBefeHHs
y3araslbHeHUX JaHnx npo cuctemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOT 0ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapmakoHarnagy;
KOHTaKTHOI 0CcO6M 3 thapMakoHarnsay 3asBHUKa
[ANa 3aiiCHEeHHs dhapMakoHarnsay B YKpaiHi, sKLLo
BOHa BifJMiHHa Bif, yNOBHOBa)KEHOI 0co6Y,
BiANOBIAA/IbLHOI 32 34iiCHEHHA hapmakoHarnsgy
(BK/THOYAIOYM KOHTaKTHI AaHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy) 3miHa MicLe3HaxomKeHHsS
MacTep- paiina cuctemu hapmMakoHarasay. 3miHa
MicLA 34iICHEHHA OCHOBHOI AisifIbHOCTI 3
dhapmakoHarnsgy.

6e3
peyenma

UA/12580/01/01

272.

LNTO3AP®

niodinizat ans
PO34nHy A5 iH'EKUi
no 1000 wr; 1
onakoH 3
niogpinizatom y
KapTOHHIlA KopoobLi

MN®ANIEP
IHK.

CLWA

KopaeH ®apma flaTiHa
C.n.A.

ITanisa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHM | TUNYy - 3MiHK WoAo 6e3nekn/edheKTUBHOCTI
Ta thapmakoHarnagy. BeegeHHst abo 3miHu Ao
y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnsgy (BBeAeHHs y3araslbHeHUX faHux
npo cucTemy dhapmakoHarnsgy, amiHa
YNOBHOB&XEHOI 0C06M, BignNoBiganbHOI 3a
3[iiCHEHHS (hapMaKoHarnsay; KOHTakTHOT 0cobm 3
chapmakoHarnsgy 3asaBHUKa 415 34iACHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOT 0cobW, BignoBifaIbHOT 3a
3pificHeHHs chapmakoHarnsagy (Bkioyaryn
KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MILLLEHHI
MacTep-alina cuctemy gpapMmakoHarnisay) -

3a
peyenmom

UA/4840/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3MiHa YNOBHOBaXXEHOT 0CO6W 3asABHYIKA,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy:
nponoHoBaHa pefakuis: bap6apa e bepHapai/
Barbara De Bernardi. 3MiHa KOHTAKTHUX AaHNX
YNOBHOB&XXEHOT 0CO6M 3as1BHVKA, BifnoBigaibHOI
3a 34iliCHEHHA dhapmakoHarnsgy
273. | UUTO3AP® niodpinizat gns NeANIEP CLWA BMPOGHULITBO, MEPBUHHE ITania BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis: 3a UA/4840/01/02
pO34nHY AN5 iH'EKUl IHK. nakyBaHHs1, BTOPUHHE 3MiHKM | TUNY - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI peyenmom
no 100 mr; 1 chnakoH nakyBaHHS!, KOHTPO/Ib SIKOCTI, Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
3 niogpinizatom Ta 1 BWNYCK Cepii, BUNpobyBaHHs y3arasibHeHVX AaHUX Npo cucTemy
amnyna 3 Ha cTabiNbHICTb: hapMakoHarnsagy (BBeeHHs y3arasibHeHUX JaHuX
PO3YMHHMKOM (CNMpT KopgeHn ®apma flatiHa npo cmuctemy chapmakoHarnsgy, smiHa
6eH3nnoBuiA, Boga C.n.A., ITanis; BUpOGHMLTBO, yMNOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a
Ans iH'ekuiid) no 5 nepBMHHE NakyBaHHA Ta 3[jiicCHEHHs1 hapMakoHar/say; KOHTaKTHOI 0cobu 3
M1y KapPTOHHIN KOHTPO/IbHE BMUNPOBYBaHHSA hapmakoHarnsgy 3asBHUKa 415 34iCHEHHSA
Kopobui po3umnHHMKa: Anbdacirma thapmakoHarnsgy B YkpaiHi, SKLL0 BOHa BigMiHHA
C.n.A, Itania Bif, yNOBHOB&XeHOT 0co6u, BiANOBiAabHOI 3a
3fiicHeHHs chapmakoHarnsagy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy PO3MiLLEHHI
MacTep-haiina cuctemu papMmakoHarnisay) -
3MiHa YNOBHOB&XEHOI 0CO6U 3asBHNIKa,
BiANOBIAA/IbHOI 32 34iiCHEHHSA dhapmakoHarnsagy:
nponoHoBaHa pefakuis: bap6apa e bepHapai/
Barbara De Bernardi. 3MiHa KOHTaKTHUX AaHWX
YMOBHOB&XeHOT 0cobM 3as1BHMKA, BignoBiganbHOT
3a 3[jicHeHHsT hapMakoHarnsay
274. | UATPA®NIT MOPOLLIOK A5 KaceH Icnanis Kacen PekopgarTi, C.J1., Icnanis BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3a UA/13820/01/01
OPa/IbHOIO PO34NHY, Pekopgaari, IcnaHis (BUpPO6HUK 3MiHM | TNy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI peyenmom
no 15,08 r nopoLuky C.J. Hepo3hacoBaHoI NPoayKLii); Ta (hapmakoHarnagy. BeegeHHst abo 3MiHu A0

B MakeTi-calle; no 2
nakeTu a6o 50
nakeTiB (ynakoBka
ANnsa nikyBasIbHUX
3aknagis) y
KapTOHHIlA KopooLi

Kacen PekopgarTi, C.J1.,
IcnaHisa (nepBuHHA Ta
BTOPVHHA yNakoBKa, [03Bis
Ha BUMycK cepii);
Na6opaTtopioc Canbeart, CA,
IcnaHis (BUPOBGHMK
Hepo3chacoBaHol NPOAYKL;i)

y3arasibHeHUX AaHux Npo cucTemy
thapmakoHarnagy (BBefeHHs y3araslbHeHUX faHux
npo cuctemy thapmakoHarnsgy, amiHa
YNOBHOBaXEHOT 0CO6MU, BifgnoBiganbHOI 3a
3AiicHeHHA hapMakoHarnsgy; KOHTaKTHOT ocobu 3
chapmakoHarnsgy 3asBHvKa AN 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHa
Bifl yNOBHOBaXXeHOT 0co6Mu, BignoBifanbHOI 3a
3piicHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MiLLEHHI
MacTep-caiina cuctemy papMakoHarnisay) -
3MiHa KOHTaKTHOI 0Co6Y YNOBHOBaXKEHOI 0CO6U
3asBHVKa, BiANOBiAaNbHOI 3a thapmakoHarnsg, B
YkpaiHi. NponoHoBaHa pefakuis: BonowuvHa
AHacTacist AHaToniiBHa. 3MiHa KOHTaKTHUX SaHWX
KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT 0CO6YU
3as8BHMKA, BiANOBiAaNLHOI 3a hapMakoHarnsag B
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
YKpaiHi.
275. | YHEMMIKC TabneTku, BKPUTI Mdpaiizep IHK. CLWA P-®apm Dxepmani MTm6X HimeyuunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/9398/01/01
NNiBKOBOO 3MiHK | TUny - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI peyenmom

060n0oHkKoto, no 0,5
Mr + TabneTku,
BKPUTI NNiBKOBOIO
060/10HKO0, MO 1 Mr
abo TabneTku,
BKPUTI NNiBKOBOIO
060/10HKO0, MO 1 Mr;
no 11 ta6netok (0,5
mr) Tano 14
Tabnetok (1 mr) y
6nictepax B
KapTOHHI/ ynakosL,,
LLIO PO3KNaJaETbCs;
no 14 ta6nerok (1
Mr) y 6nicTepi; no 2
6nictepy B
KapTOHHIA ynakoBL,i,
LU0 pO3K/afaeTbecs

Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnsgy (BBeAeHHs y3araslbHeHNX faHux
npo cucTemy dhapmakoHarnsgy, amiHa
YNOBHOB&XEHOI 0c06M, BignoBigansLHOI 3a
3[iliCHEHHS (hapMaKoHarnsay; KOHTakTHOT 0cobu 3
hapmakoHarnsgy 3asBHUKa 415 34iCHEHHS
thapmakoHarnsgy B YkpaiHi, KLU0 BOHa BigMiHHa
Bifl yNOBHOBaXXeHOT 0cobMu, BignoBifasIbHOI 3a
3pificHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MILLLEHHI
mMacTtep-aiina cuctemu papmakoHarnsay) -
3MiHa ynoBHOBaXKEHOT 0CO6U 3aABHUKA,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapMakoHarnaay:
[Litoua pepakuin: dpaHcyasa dyma-Cinnan/
Francoise Dumas-Sillan. NponoHoBaHa peAakuis:
Bap6apa [le BepHapai/ Barbara De Bernardi.
3MiHa KOHTaKTHUX AaHnX YNOBHOBAXEHOI 0Co6U
3asBHIKA, BigNoBiga/bHOI 3a 34iCHEHHSI
chapmakoHarnsgy

FeHepanbHUiA gUpPeKTop

AvpekTopaty chapmaLeBTUUHOro 3a6e3neyYeHHs

OnekcaHgp KOMAPIAA
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