MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

6 ciuns 2023 poky Ne 37

IIpo aep)kaBHY peecTpariiio (mepepeecTpariiio) JIKapCbKHX 3aco0iB (MegMUYHUX
iMyH0Oio/T0riYHMX NpenapaTiB) Ta BHeCEHHs 3MiH /I0 peecTpaljiiHUX MaTepiasiB

BiamnosigHo o ctaTTi 9 3akoHy YKpainu «IIpo mikapchbKi 3aco6m», MyHKTIB 5,
7, 10 Tlopsiaky [mep>kaBHOI peecTpariii (TiepepeecTpaliii) JliKapCbKHUX 3acobiB,
3aTBep/pKeHoro 1octaHoBor0 Kabinety MinicTpiB Ykpaiau Big 26 TpaBHs 2005 poKy
Ne 376, ab3aily ABaAnsaTb CbOMOTO IMANMYHKTY 12 myHKTy 4 Ilosio)KeHHsSI TIpo
MiHicTepcTBO OXOpPOHM 37I0pOB’ST YKpaiHH, 3aTBep/pKeHOoro rnocrtaHoBoro KabiHery
MinictpiB Ykpainu Bim 25 OGepe3ns 2015 poky Ne 267 (B pefakiiii mocTaHOBU
Kabinery MinictpiB Ykpainu Bim 24 ciuas 2020 poky Ne 90), Ha migcraBi
pe3y/IbTaTiB eKCIIePTHU3M peecTpalfifHuX MaTepiasiiB JiKapchbKUX 3aco0iB (MeAUUHUX
iMyHOOio/loTiuHMX ~ TIperapariB), 110 TIOflaHi Ha [Iep’KaBHY  peeCTpariifo
(mepepeecTpallito) Ta BHECEHHs 3MiH /0 peeCTpaljiiHUX MaTepiasiB, MpOBeJeHUX
[ep>xaBHUM MiANIPUEMCTBOM  «[lep>KaBHUM eKCIIepTHUM 1ieHTp MiHicTepcTBa
OXOPOHHU 37I0pOB’Sl YKpaiHW», BHUCHOBKIB 1110710 eheKTUBHOCTi, Oe3reuyHOCTi Ta
AKOCTI, WJOAO0 €KCIIePTHOI OLIHKM CITiBBIJHOLIEHHSI KOPUCTh/PU3MK JIIKAPCHKOrO
3aco0y, 1110 TIPOTIOHYETBHCS [0 Jep)KaBHOI peectpallii (mepepeecTpailii), 070
BHECEHHS1 3MiH [0 peeCcTpaljiiHuX MaTepiaiB Ta peKoMeHZallii Moro Ao Jep>kaBHOl
peectpaiiii (mepepeectpariii) abo BHeCeHHsI 3MiH ZI0 peeCTpalliiHX MaTepiasiB,

HAKA3Y1O:

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

2. [lepepeecTpyBaTi Ta BHECTU /10 Jlep>KaBHOT'O peECTPy JiKapChbKUX 3aco0OiB
YKpaiHd JmiKapcekKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
JIOJJaTKOM 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 JOAATKOM 3.

4. ®apmareBTHUHOMY yripaBmiHHIO (IBaH 3ajBOpHMX) 3abe3neunTu
OTIPU/TFOJHEHHSI 1[bOTO Haka3dy Ha odiliiiHOMy BeOcaiiti MiHicTepcTBa 0XOpOHU

310pOB’d YKpaiHu.

5. KOHTpO/1b 3a BUKOHAHHSIM L[bOI'0 HaKa3y TOKJ/IaCTH Ha IepLIoro 3acTyIHUKa
Minictpa Onekcanzapa Komapizy.

MinicTp BikTop JIAIIKO



ITEPEJIIK
3APEECTPOBAHUX JIIKAPCBKHNX 3ACOBIB (MEJNYHUX IMYHOBIOJ/IOTTYHUX ITPEITAPATIB), AKI BHOCATBHCS
10 TEP)KABHOI'O PEECTPY JIIKAPCHKUX 3ACOBIB YKPATHU

Aopartok 1

[0 Hakasy MiHicTepcTBa OXOpPOHU
3a0poB’a YKkpaiHu «Ipo aepxaBHy
peecTpaLito (nepepeecTpadiio)
NiKapcbKux 3aco6iB (MeanYHUX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH A0 peecTpauiiiHux
marepianis»

Big 6 ciuHAa 2023 poky Ne 37

Ne Has3ea nikapcbkozo Dopma eunycky 3aseHuUK Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymoeu Peknamy Homep
n/n 3acoQy (nikapcbka popma, 3as6HUKA 8upoOHUKa 8ionycky 8aHHA peecmpayiiinozo
ynakoeka) noceioueHHs
1. T'IJPOKCHU3UHY | xpucramiuHui ToBapucTso 3 YkpaiHa CIME[ JIABC Inpia peecTpatiisi Ha 5 POKiB - He UA/19852/01/01
T'IAPOXJIOPU] TIOPOLIOK 06Me)KeHOr0 JIIMITE], nionseae
(cy6cTaHuist) st BiJNOBiZa/IbHIC
(hapmareBTUUHOrO TIO
3aCTOCYBaHHA Y «XapKiBCbKe
TNoJlieTH/IeHOBUX (apmarieBTHYHe
rakeTax Mi/JIPUEMCTBO
"310poB’si
Hapozy"
2. 3AKHUC A30TY ra3s MeIMUHUI [Jouipne Ykpaina Meccep Apctpist I'M6X Agctpia peecTpaLisi Ha 5 DOKiB 3a He UA/19853/01/01
MEJJUYHUI CTUCHeHHH y HanoHax MiJIPUEMCTBO peyenmonm. nionseae
MECCEP o6'emom 5 i1, 10 11, 50 "Meccep 3acmocosyo
n Ykpaina" mb MiAbKu 6
ymoeax
cmayioHapy
3. IHO3H Tabsietkr 10 1000 mr TOB "IOKII YkpaiHa TOB "[KII YkpaiHa peecTpaLiisi Ha 5 POKiB 3a He UA/19823/01/01
ITPAHOBEKC o 10 tabnetok y "dapmarieBTUY "dapMalieBTHYHa [lepiofnyHicTb MOJaHHS Pery/sipHO peyenmom nionseae
1000 6icrepi, o 3 abo 4 Ha (abpuka" tabpuka" OHOBJTFOBAHOTO 3BiTYy 3 Ge3mexw, BifiMoBiHO
6sticTepy B mauri 1o IlopsiaKy 3zilicHeHHs hapMaKOHArIsiAy,
3aTBep/yKeHOro HakasoM MiHicTepcTBa
OXOPOHHU 3/10pOB’sl YKpaiHu Bifi 27 rpyAHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHnicrepcTsi tocTuii Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y pepaxuii Haka3y
MiHicTepcTBa 0XOPOHM 3[10POB'st YKpaiHH Bij,
26 BepecHs1 2016 poky Ne 996), cTaHOBUTB:
3rifiHo 3i cTpOKamy, 3a3HaueHUMH Y
T1epioJMYHOCTI NOJaHHS PeryJIsIpHUX 3BITiB 3
6e3meku.
MUIICTAH cripeld [y pOTOBOL Mini Xenckepe Benka AUCIITiEn Xenc Iupis Peectpauiist Ha 5 pokiB 6e3 peyenma nionsea UA/19835/02/02
DAPUHI'O TIOPOXKHUHY, 3 MI/MIJT Jlimirtep, Bpuranis Tpogakrc JlimiTes, TepioanyHICTE MOJAHHS PeryJIsipHO €
DOPTE (0,3%), mo 25 mn y OHOBJTFOBAHOI0 3BiTY 3 Ge3mekH, BiAMoBiJHO




Meiin ®apma [HK.,

MaTepiasiiB Ha JIiKapCbKi 3aC00H, 1[0

Ne Haszea nikapcbkozo Dopma eunycky 3asneHuK Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymoeu Peknamy Homep
n/n 3aco0y (nikapcbka ¢popma, 3as18HUKA 8UpPOGHUKA 8ionycky 8aHHSA peecmpayitiHozo
ynakoeka) noceioueHHs
¢akoHi 3 1o TlopsaKy 3zilicHeHHs1 hapMaKOHArsAy,
Hebynaiizepom; mo 1 3aTBepyKeHOro HakasoM MiHicTepcTBa
(h1akoHy y KapTOHHIH OXOPOHHU 3/10pOB’sl YKpaiHu Bifi 27 rpyAHs
Kopob1ii 2006 poky Ne 898, 3apeecTpoBaHOro B
Minicrepctsi toctuii Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y pezaxuii Haka3y
MiHicTepcTBa 0XOPOHHM 3/J0POB'Sl YKpaiHHU Bif,
26 BepecHst 2016 poxy Ne 996), cTaHOBUTB:
3rif{HO 3i CTpOKaMu, 3a3HauUeHUMH y
Nepio/IMYHOCTI MOAHHS peryJsipHUX 3BiTiB 3
Ge3neku
5. PO3JIITPEK® Karicysu TBepzi 1o ®.Xopdmann- | IIBefinapis BHPOOHULITBO CIIA/ peecTpaLiist Ha 5 POKiB i3 3000B’s13aHHAM 3a peyenmom He UA/19842/01/02
200 mr, no 90 kancyn JIst Pow JITg, Hepo3dacoBaHOro [Beiinapis 3aBepLUUTH NIPOrpaMy J0C/ipKeHb, HaJlaTh nionseae
TBepAUX y IUISALILI, TI0 JIIKapChKOro 3aco0y, TIPOMDKHI Ta OCTaTOUHi 3BiTH OO LIUX
1 nAmLi y KapToHHIN BUITPOOYBaHHS JIOC/IiIXKeHb 3TifIHO M/1aHy Ta TepMiHiB,
KOpoOLi KOHTPOJIIO SIKOCTi MPU 3a3Ha4yeHUX y IUIaHi yrpaB/IiHHS pU3UKaMH,
BUITyCKY Ta BifnoBigHO A0 NyHKTY 7 po3giny IV Ilopsaky
cTabinpHOCTI: TIpOBe/IeHHs eKCIIepTU3X peecTpaLjitH1uX
Meiin ®apma [HK., MarepiasiB Ha JIiKapcbKi 3acobu, 1110
CIIA; M0/]al0ThCs Ha Jilep>KaBHY peecTpallito
BUIPOOYBaHHS (nepepeecTpaliito), @ TAKOK €KCIepPTU3U
KOHTPOJIIO SIKOCTI: MarepiasiB PO BHeCeHHs 3MiH /10
MmikpobiosoriuHa peecTpaLiiiHuX MaTepiaiB MPOTAroM Aii
4uCTOoTa: peecTpaLiiiHOro MocBifiueHHs, 3aTBep/XKeHOTro
®.Xobdmans-JIs Porux Haka3oM MO3 Biz 26.08.2005 Ne 426 3i
JItp, HBefitiapis; 3MiHaMHU.
BUMpoOyBaHHS
KOHTPOJIIO SIKOCTi MpU ITepiofnyHicTb MOJaHHS Pery/sipHO
BUITyCKY Ta OHOBJTFOBAHOTO 3BiTYy 3 Ge3mekw, BiAMoBiqHO
crabinpHOCTI, KpiM 7o IMopsaKy 3/ilicHeHHsT papMaKOHarmszy,
Mikpobionoriunoi 3aTBep/yKeHOro HakasoM MiHicTepcTBa
UYUCTOTH, [IePBUHHE Ta OXOPOHHU 3710pOB’sl YKpaiHu Bifj 27 rpyHs
BTOPHHHe TaKyBaHHS, 2006 poky Ne 898, 3apeecTpoBaHOro B
BUITYCK Cepii: MiHnicrepcTsi tocTuLil Ykpainu 29 ciuns 2007
®.Xopdmann-JIs Pom poky 3a Ne 73/13340 (y pezakuii Haka3y
JItp, Beiinapis MinicTepcTBa OXOPOHM 3/10POB's YKpaiHH Bif|
26 BepecHs 2016 poky Ne 996), cTaHOBUTB:
3rifiHo 3i cTpOKamy, 3a3HaueHUMU Y
TepioJMUHOCTI MOJaHHs Pery/spHUX 3BiTiB 3
6e3meku.
PO3JIITPEK® KarcyJu TBepzi 1o ®.Xopdmann- | IlIBeiinapis BHPOOHHLITBO CIIA/ peecTpatrjist Ha 5 PoKiB i3 30608’ s13aHHAM 3a peyenmom He UA/19842/01/01
100 wmr, no 30 karicysn JIs Pou JIta Hepo3¢acoBaHOTO [IIBelijapist 3aBepILUUTH [porpamy JoC/ifiKeHb, HaZlaTH nionsizae
TBepAUX y IUISALILI, 110 JiKapChbKOro 3aco0y, TIPOMDKHI Ta OCTaTOYHI 3BiTH OO LIUX
1 sty y KapTOHHIMN BUIPOOYBaHHsI [IOC/Ii/IKeHb 3Ti/IHO M/1aHy Ta TepMiHiB,
KopobIi KOHTPOJIIO SIKOCTi NMPH 3a3HaueHuX y IIaHi yrpaB/IiHHS pU3UKaMH,
BUITyCKY Ta BiZMOBiiHO /10 yHKTY 7 po3giny IV Ilopsaxky
cTabinpHOCTI: TIPOBe/IeHHs] eKCTIePTU3H PeeCcTpaLiiiiHIX




Ne Haszea nikapcbkozo Dopma eunycky 3asneHuK Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymoeu Peknamy Homep
n/n 3aco0y (nikapcbka ¢popma, 3as18HUKA 8UpPOGHUKA 8ionycky 8aHHSA peecmpayitiHozo
ynakoeka) noceioueHHs
CIIA; MO/Jal0ThCs Ha JlepyKaBHY peecTpallito
BUIMPOOYBaHHS (nepepeecTpallito), @ TAKOXK €KCIIePTU3HU
KOHTPOJIIO SKOCTI: MaTepiasiB PO BHEeCEeHHs 3MiH /10
MikpobionoriyHa peecTpaLiiiHuX MaTepiaiB MPOTAroM Aii
yucToTa: peecTpaLiiiHOro MoCcBiiueHHsl, 3aTBepP)KEHOTr0
®.Xopdmann-JIs Porm Haka3oM MO3 Biz 26.08.2005 Ne 426 3i
JItp, HBefitiapisi; 3MiHaMM.
BUIMPOOYBaHHS
KOHTPOJIIO SIKOCTi Mpu [NepioanyHICTE OJAHHS PeTyJIsIPHO
BUITyCKY Ta OHOBJTIOBAHOT O 3BiTY 3 6e3reKy, BiJMOBiAHO
cTabinbHOCTI, KpiM 1o IMopsaKy 3ailicHeHHs hapMakKOHarszy,
MiKpoGiooriuHoi 3aTBepyKeHoro HakazoM MiHicTepcTBa
YUCTOTH, MIePBUHHE Ta OXOPOHH 3/10pOB’sl YKpaiHU Bifi 27 rpyAHs
BTOPUHHe TaKyBaHHS, 2006 poky Ne 898, 3apeecTpoBaHOro B
BUITYCK cepil: MiHicTepcTsi rocTuii Ykpainu 29 ciuns 2007
@.XodpmanH-JIs Poru poky 3a Ne 73/13340 (y pezakuii Haka3y
JItn, HlBeiinapis MinicTepcTBa 0XOpPOHM 37J0POB'st YKpaiHU Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTB:
3riZJHO 31 CTPOKaMH, 3a3HaUeHUMHU y
TepioANYHOCTI NOJAHHS Pery/sipHUX 3BiTiB 3
6esmeku.
CIIUPT PO3uuH /11 Tosapuctso 3 Ykpaina ToBapucTso 3 Ykpaina peecTpaLisi Ha 5 POKiB 3a peyenmom He UA/19854/01/01
ETWIOBUM 70% 30BHIIIIHBOTO 06MexeHOr0 0OMeXeHO0 [lepioanyHicTb MOJaHHS PETrY/SIPHO nionsieae
3actocyBaHHs 70 % 1o | BiAnoBijanbHIiC BifnoBifanbHicTIO OHOBJIFOBAHOT'O 3BiTYy 3 Oe3rexy, BifinoBijHO
100 mn y drakoHax TIO "YKPCIIELH®APM" 1o IMopsiaKy 34ilicHeHHs hapMaKoHarmszy,
CKJISTHUX "YKPCIIELI®A 3aTBepyKeHOro HakasoM MiHicTepcTBa
PM" OXOPOHH 3/,0POB’sl YKpaiHu Bij 27 rpyiHs
2006 poky Ne 898, 3apeecTpoBaHOro B
Minicrepctsi toctuii Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y pezakujii Haka3y
MiHicTepcTBa 0XOPOHHM 3710POB'Sl YKpaiHU Bif,
26 BepecHst 2016 poxy Ne 996), cTaHOBUTB:
3rifiHO 3i CTpOKamH, 3a3HaUeHUMHU Y
MepioAUYHOCTI NOJAHHS PeryJIsSipHUX 3BiTiB 3
6e3meku.

HauanbHuK

dapmarneBTUYHOr0 ynpasB/iHHSA

Isan 3AJIBOPHUX




Jopatok 2

[0 Haka3y MiHicTepcTBa OXOpPOHMU
3a0poB’a YKkpaiHu «po aepxaBHy
peecTpaLdito (nepepeecTpadito)
NiKapcbKux 3aco6iB (MeanYHUX
iMyHoGionoriyHux npenaparis) Ta
BHECEHHSA 3MiH A0 peecTpauiiiHux
marepianis»

Bif 6 ciung 2023 poky Ne 37

ITEPEJIIK
INEPEPEECTPOBAHUX JIIKAPCBKUX 3ACOBIB (MEJUYHNX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI

BHOCSATBHCS 10 AEPXKABHOTI'O PEECTPY JIIKAPCHEKUX 3ACOBIB YKPATHU

No Haszea nikapcbkozo Dopma eunycky 3aseHuk Kpaina Bupo6Huk Kpaina Peecmpayitita npoyedypa Ymoeu Pexknamyea Homep
n/n 3aco0y (nikapcbka opma, 3as16HUKA 8UpoOHUKa 8ionycky HHS peecmpayjiiiHozo
ynakoeka) noceioueHHs
1. BAJIEPIAHKA- HacToMKa Aist TOB "OKII YkpaiHa TOB "[OKII Ykpaina ITepepeectpatiist Ha Heo6MexxeHHH TepMiH. OHOB/IEHO Ge3 nionszae UA/16776/01/01
BIILI®A 11epopabHOIo "dapmarieB "(®apmarieBTUUHa iHdopmariito B IHCTPYKIii /151 MeAUYHOTO peyenma
3aCTOCYBaHHS 10 25 TUYHA thabprika" 3aCTOCYBaHHs JIiKapChKOro 3acoby y po3zini "TTobiuni
My dulakoHax tabpuka" peakii" BimoBifHO 0 OHOBJIeHOT iHdopMalil 3
6e3meky 3aCTOCyBaHHs Aif0U0i peYOBHHU.
INepioaUyHiCTb MOJAHHS Pery/IIPHO OHOB/IIOBAHOI'O
3BiTYy 3 Ge3meku, BiAmoBigHO 10 [TopsiKy 3xificHeHHS
(hapMaKoHarsizy, 3aTBep/pKeHOr0 HaKa3oM
MiHicTepcTBa 0XOPOHH 340pOB’s YKpainu Bif 27
rpyzHs 2006 poxky Ne 898, 3apeecTpoBaHOro B
MiHicrepcTsi roctuuii Ykpainu 29 ciuns 2007 poky 3a
Ne 73/13340 (y pezakuii Haka3y MiHicTepcTBa 0XOpOHU
3710pOB'st YKpainu Bifi 26 Bepechsi 2016 poky Ne 996),
CTaHOBUTB: 3TifIHO 3i CTPOKaMH, 3a3HaUeHUMU y
MepioMYHOCTI M0/IaHHsI PEry/IsIPHUX 3BITiB 3 Ge3mneku.
T/IFOKO3AMIHY TIOPOLIOK IMPAT Ykpaina BIOIBEPIKA Icnanis ITepepeecTpatjist Ha HeoOMeXKeHHI TepMiH - He UA/16797/01/01
T'IAPOXJIOPU], (cy6craHuis) y "OITODA C.AY. nionsizae
raKeTax MoABIMHUX PM"
TO/TieTU/IEHOBUX
ISt
¢apmalleBTUUHOTO
BUKOPUCTaHHS
KAJ/IbIII-M TabIeTKy, BKPUTL Tynin JIab IHpis Tynin J1a6 IBT. IHpis ITepepeecTpatiisi HA HeoOMeKeHUH TepMiH. OHOB/IEHO be3 nionsieae UA/16477/01/01
I/71iBKOBOIO TIpaiiBit JItA. iHdopMatiito B IHCTPYKL{T /711 MeAUUHOTO peyenma
060J10HKO!O 110 15 JlimiTen, 3aCTOCYBaHHsI JIiKapChKOro 3acoby y po3zinax
TabsieTok y GsticTepi, "B3aemoist 3 iHIIMMH JTiKapChbKUMU 3acobaMu Ta iHmi
1o 2 6sticTepu B BU/M B3aemo/ii", "OcobMBOCTI 3aCTOCYBaHHS",
KapTOHHiH KOpobwii "3acTocyBaHHs y niepiog BaritHOCTi abo rogyBaHHs
rpyzAato"” (yrouneHHs iHdopmarii), "Tlepeso3yBaHHs",
"IMobiuHi peakiii" BifMOBIHO 10 OHOBIEHOT
indopmariii 3 6e3rexku 3aCTOCYyBaHHS AiFOUNX Ta
JIOTIOMDKHHX PeUOBHH.
[epiofnyHicTb NOJAaHHS Pery/SIPHO OHOBJIOBAHOTO
3BiTy 3 Ge3neky, BifnosigHo 0 ITopsiaKy 3aiKicHeHHs
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Ne Haszea nikapcbkozo Dopma eunycky 3asneHuk Kpaina Bupob6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Pexnamysa Homep
n/n 3acoly (nikapcbka ¢popma, 3as16HUKA B8UPOGHUKA 8ionycky HHSA peecmpayitinozo
yNnakoeKka) noceioueHHs
(hapMakoHarJIs/ly, 3aTBepZPKeHOT0 HaKa3oM
MiHicTepcTBa 0XOpPOHHU 340pOB’s YKpainu Bifg 27
rpyAHs 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicrepcTsi roctunii Ykpainu 29 ciuns 2007 poky 3a
Ne 73/13340 (y pezakuii Haka3y MiHicTepcTBa OXOpOHU
3710poB'a YKpainu Bif; 26 BepecHsi 2016 poky Ne 996),
CTaHOBUTB: 3Ti/IHO 3i CTPOKaMH, 3a3HaUEHUMHU Y
NepioAMYHOCTI I0IaHHsI PETYJISIPHUX 3BiTiB 3 Oe3meku.
4. JIAKTYJIO3A cupor, 670 Mr/min, ToBapucts YkpaiHa ToBapucTBoO 3 YkpaiHa ITepepeectpariisi Ha HeoOMeyKeHHH TepMiH. OHOB/IEHO Ge3 nionsizae UA/16601/01/01
o 100 mny 03 06Me>KeHOI0 iHdopmatiito B IHCTPYKLU|T /11 MeAMUYHOTO peyenma
hnakoHax 0OMeXKeHO BiZ|IOBiJja/IbHICTIO 3aCTOCYBaHHSs JIIKapChKOTo 3aco0y y po3fiiax
MO/TiMepHHUX 3 10 «®apmarleBTHYHa "OcobymBocTi 3actocyBanss", "ITo6iuni peaxiyii”
KPHUILKOIO 3 BiAnoBifan tipma «Beprekc», BiZIMOBiJHO 10 OHOBJIeHOT iHdopMaLyii 3 Ge3meku
KOHTpOJIeM BHICTIO Ykpaina 3aCTOCYBaHHs /1it040i PeYOBUHMU.
TepuIoro BifIKputTs;; | «®apmareB (BHPOGHHULTBO 3 INepioanyHICTE MOJAHHS PeTyJIsPHO OHOBJTFOBAHOTO
o 1 dakony 3 TUYHA npoaykuii in bulk 3BiTY 3 Oe3neku, BiAnoBigHO 10 [1opsAKy 3ailicHeHHS
JI03YIOUNM tdipma BHPOOHMKA (hapMakKoHarJsifiy, 3aTBep/pPKeHOro Haka3soM
TIPUCTPOEM y «Beprekc» ®peseniyc Kabi MiHicTepcTBa OXOPOHH 3/0pOB’sl YKpaiHu Bij 27
KapTOHHiH KOpoOLi; Asgctpis 'M6X, rpyzHs 2006 poky Ne 898, 3apeecTpoBaHOro B
1o 200 mn y Agctpist) MinicTepcTsi toctuiiii Ykpainu 29 ciuns 2007 poky 3a
takoHax Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa 0XopoHH
10/1iMepHUX 3 3/10poB's YKpainu Bifi 26 BepecHst 2016 poky Ne 996),
KPHUILIKOIO 3 CTaHOBUTB: 3Ti/IHO 3i CTPOKaMH, 3a3HaUeHUMU y
KOHTpOJIEM TIepioIMYHOCTI TIOlaHHsI PeTY/ISIPHUX 3BiTiB 3 Oe3reKu.
TepLIOro BifIKPUTTS;
o 1 ¢iakony 3
MipHUM
CTaKaHUUKOM Y
KapTOHHi# KOpobiii
5. IIYCTHUPHUK- HacToMKa JJist TOB "IKII YkpaiHa TOB "OKII YkpaiHa ITepepeectpariisi Ha HeoOMeXeHUH TepMiH. OHOB/IEHO be3 nionsieae UA/16833/01/01
BIIIID®A opanbHOro "dapmarieB "PapmalieBTUUHa iHdopmatiito y po3zinax "OcobnuBocTi 3acTocyBaHHs" peyenma
3aCTOCYBAHHS, 110 TAYHA tabpuka" Ta "I1o6iuni peakujii" iHCTPYKLil A/st MeAUUHOTO
25 My ¢iakoHax (abpuka" 3aCTOCYBaHHSI JIIKapChKOro 3aco0y BiATOBiZHO 110
OHOBJIeHOI iH(dopMaLil 1110710 6e3MeKH 3aCTOCYBaHHS
Zlito4oi Ta ZOMOMDKHOI PeuOBHH.
INepioAW4HiCTh MOJAHHS Pery/IIPHO OHOB/IIOBAHOI'O
3BiTY 3 Oe3meku, BiANMoBigHO 10 [1opsAKy 3AilicHeHHS
(bapmaxoHara/ly, 3aTBepZ)KeHOT0 HaKa3oM
MiHicTepcTBa OXOPOHM 37,0pOB’st YKpaiHu Bif 27
rpyzHs 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicrepcTsi roctuuii Ykpainu 29 ciuns 2007 poky 3a
Ne 73/13340 (y pezaxuii Haka3y MiHicTepcTBa 0XOpPOHU
3/10poB'st YKpainu Bifi 26 BepecHst 2016 poky Ne 996),
CTaHOBUTB: 3Ti/IHO 3i CTPOKaMH, 3a3HaUeHUMU y
MepioMYHOCTI MOaHHs PEry/IsIPHUX 3BITiB 3 Oe3meku.
IOE®TPMAKCOH TOPOLIOK [NAT Ykpaina Luny AHTi6ioTiKC Kuraii TepepeecTpatiisi Ha HeoOMeXXKeHU# TepMiH - He UA/16855/01/01
HATPIHO (cy6craHnis) y "KuiBmean ®Papmac'torikan Ko., nionsizae
CTEPW/IBHUM KOHTelHepax pemnapat" JItn
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Ne

dapmareBTUYHOr0 ynpasB/iHHSA

Haszea nikapcbkozo Dopma eunycky 3asneHuk Kpaina Bupob6Huk Kpaina Peecmpayitina npoyedypa Ymoeu Pexnamysa Homep
n/n 3acoly (nikapcbka ¢popma, 3as16HUKA B8UPOGHUKA 8ionycky HHSA peecmpayitinozo
yNnakoeKka) noceioueHHs
aJTFOMiHI€BUX J/IST
(hapmaLeBTHUHOTO
3aCTOCYBaHHS
7. IDEO®TPUAKCOHY TIOPOLIOK MMAT Ykpaina Aypobinzo ®apma Inpis ITepepeecTpalyist Ha HeoOMe)KeHHI TepMiH - He UA/16737/01/01
HATPIEBA CLI/Tb (cy6craHnis) y "KuiBmean Jlimitep, nionsizae
CTEPWIBHA 6igoHax pemnapat"”
aJTFOMiHI€BUX /IS
(apmareBTHIHOro
3aCTOCYBaHHsI
HauyanbHUK

Isan 3AJIBOPHUX




ITEPEJIIK
JIIKAPCBKUX 3ACOBIB MEANYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), INIOJ0 AKX BYJ/IX BHECEHI
3MIHU /10 PEECTPAIIIMHNX MATEPIAJIIB, IKI BHOCATECS 10 JEP)KABHOI'O PEECTPY JIIKAPCEKUX
3ACOBIB YKPAIHU

AJopatok 3

[0 Haka3y MiHicTepcTBa OXOpPOHMU
3a0poB’a YKkpaiHu «po aepxaBHy

peecTpaLdito (nepepeecTpadito)
NiKapcbKux 3aco6iB (MeanYHUX

iMyHoGionoriyHux npenaparis) Ta
BHECEHHSA 3MiH A0 peecTpauiiiHux

marepianis»

Bif 6 ciung 2023 poky Ne 37

BHPOOHMLITBO Ta
KOHTPOJIb IKOCTI
CTepU/IbHOI CyMillli:
XAHMI ®AVH
KEMIKAJI KO., JITA.,
Kopest

cTajii, 3a BUHATKOM BUITYCKY Cepii, KOHTPOJIIO SIKOCTi Ta
BTOPHUHHOTO MaKyBaHHS /IS CTEPH/IbHUX JTiIKapChKHX 3aco6iB
(Bk/IrOUarOur BUPOOJIeHi acenTHUHUM MeTOJ0M), KpiM JIiKapChbKHX
3aco6iB 6io/0riuHOro/iMyHOJIOriYHOT0 MOX0/PKeHHs) - BBeeHHs
JI0JJaTKOBOI AiNbHUL BUPOOHUIITBA /7151 BCHOTO BUPOOHIUYOTr0O
npouecy I'JI3, a came — ginbHuni ALIC JOB®AP C.IL.A., BIA
AJIECCAH/IPO ®JIEMIHT, 2, BEPOHA (BP), 37135, Itanis;
3minu [ tny - 3MiHM 3 siKocTi. ['oTOBMI /TiKapceKuMit 3aci6. 3MiHK
y BUPOOHUIITBI. 3amMiHa abo BBe/IeHHSI 0AAaTKOBOI AiMbHULII
BHPOOHMLITBA /11 YaCTHHU ab0 BChOr0 BUPOOGHHUYOTO MPOL{eCy
TOTOBOT'O JTIKAPCHKOT0 3ac00y (IiBbHULIA /17151 BTOPUHHOTO
NaKyBaHHs) - BBezieHHsI [J0[JaTKOBOI AiMbHUL BUPOOHULITBA A5
BTOPMHHOrO NaKyBaHHs ['JI3, a came — ginbHuLi ALIC IOBDAP
C.IL.A., BIA AJIECCAH/IPO ®JIEMIHT, 2, BEPOHA (BP),
37135, Itanis; 3minu I Tuny - 3MiHu 3 siKocTi. '0TOBMIA liKapChbKUi
3aci6. 3mMiHu y BUpoOHMLTBI. 3MiHa iMIopTepa/3aMiny, 1110
CTOCYIOTBCSI BUITYCKY Cepil Ta KOHTPOJIIO SIKOCTi TOTOBOTO
JiKapcbKOro 3aco0y (3amiHa abo /jo/jaBaHHs BUPOOHMKa, 110
BiziMOBija€ 3a BBe3eHHst Ta/abo BUMYCK cepii) - Brirouaroun
KOHTPOJIL/BUIPOOYBaHHs cepii - BBeieHHs [10jaTKOBOTO
BUPOOHHKaA, 1110 BiATOBi/Ia€ 3a BBe3eHHs Ta BUIMYCK cepili,
BKJIFOYArOUYH KOHTPOJIL/BUIPOOYBaHHs cepii, a came — [JiTbHHULI
AIIC IOB®AP C.IL.A., BIA AJIECCAH/IPO ®JIEMIHT, 2,
BEPOHA (BP), 37135, Itanist 3MiHM BHeceHi B iHCTPYKLIitO /st
MeJUYHOTO 3aCTOCYBaHHSI JIIKaPChKOTO 3aCo0y y po3zis
"Micrie3Haxo/pKeHHs] BUPOOHHMKA Ta afjpeca MiCLisl TPOBa/pPKEeHHsI

Ne Hazea dopma eunycky 3asneHuK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n /iKapcbKo20 (nikapcbka ¢popma, 3a5A6HUKA 8UpOOHUKA 8ionycKy peecmpayitiHozo
3acoby yNnakoeka) noceioueHHsi
1. ABITA3M TOPOLLOK /11 PO3UMHY Micrtpan Anrnis BHUPOOHULITBO FOTOBOrO Itanis/Kopes BHECeHHs 3MiH /10 peecTpaLiiiHMX MarepiaiB: 3MiHH I THITy - 3a peyenmom UA/18808/01/01
iH'ekuifino 1 r, o 1 KeniTan JiKapcbKOro 3aco0y, 3minu 3 sikocTi. ['0TOBMI /TiKapchKuii 3aci6. 3MiHN Y BUDOOHHULITBI.
a6o 10 ¢akoHiB B MeHe)KMeHT BUITYCK Cepil: 3amiHa abo BBe/|eHHS A0JATKOBOI AiTbHULII BUPOOHHMI{TBA A/1s1
KapTOHHIN Kopoobri JlimiTen, ALIC IOB®AP C.IT.A., YacTHUHU abo BChOT0 BUPOOHHYOTO IPOL{eCy rOTOBOrO JIiKapChKOro
ITanis; 3aco0y (AiNbHULIS, Ha sIKili POBOAATHCS Oy/Ab-sKi BUDOOHUUL
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Ne Haszea dopma sunycky 3asneHuk Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka ¢opma, 3as18HUKA @UPOGHUKA 8ionycky peecmpayitiHozo
3acoby YNakoeka) noceioueHHst
Woro gistibHOCTI" 3 BiJTOBiJHUMU 3MiHAMM B TEKCTi MapKyBaHHS
YIIaKOBOK
2. AJIPUBJIACT | niodinmisar st Idaiizep IHK. CIIA Kopgen d®apma JlaTiHa ITanis BHECeHHsI 3MiH /I0 peecTpalliiHux Marepiasnis: 3minu II Tumny - 3a peyenmom UA/4762/01/02
nH po3uuHy 7151 iHpy3ii C.n.A. 3minu 1oz0 Ge3rnexr/edeKTUBHOCTI Ta hapMakoHarsigy. 3MiHU y
IIBUIKOPO 1o 50 mr; 1 diakoH 3 KOPOTKi#i XapaKTepHCTHIIi JIIKapCHKOTro 3aCo0y, TEKCTi
3UMHHUA niodinizatom y MapKyBaHHs Ta iHCTPYKL|i /11 MeJMYHOrO 3aCTOCYBaHHS y
KapTOHHiW KopoObwji 3B’43KY i3 HOBUMM [JAHUMHU 3 SIKOCTi, AOK/IIHIYHUMHU, KJIIHIYHUMU
JIAHVMH Ta JaHUMU 3 (hapMakoHarsify - 3MiHU BHECEHO [0
iHCTpYKIii /151 MeAUYHOTO 3aCTOCYBaHHs JIIKapChKOro 3acoby o
po3zinie "OcobnmBocti 3acTocyBaHHs" Ta "T1o6iuHi peakuyii".
BBeieHHst 3MiH NIpoTAroM 6-TU MiCALIB MiC/Is 3aTBepPKeHHSI.
3. A3BUME]I® TabJIeTKH, BKPUTI IMAT YkpaiHa ITAT Ykpaina BHECeHHs 3MiH /10 peecTpaLiiiHMX MarepiasiB: 3MiHH I THITy - 3a peyenmom UA/7234/02/01
TJ1iBKOBOIO "KuiBmeamnpena "KuiBmepanpenapar” 3minu 3 sikocTi. ['oToBMI TiKapchkuii 3aci6. Cuctema
060/10HKO}0, 110 500 par"

mr; 1o 3 abo 10
TabsieToK y GicTepi;
o 1 6sicTepy y maurii
3 KapTOHY

KOHTeiHep/3aKyoproBabHI 3aci6 (iHiii 3MiHN)
- OHOBJIEHHS po3giny 3.2.P.7. Cucrema
KOHTelHep/3aKyToproBa/IbHUI 3acib, a came:
- BunyueHHs1 Ha3B BUPOOHMKIB T/TiBKY MOJTiBIiHINIXTOPH/HOI;
- BuiyveHHst Ha3B BUPOOHUKIB (hOJIbIH a/MOMiHI€BOI 3 IPYKOM
JIaKOBaHOT;

- Busmyuenns crierjudikariii Ta MeTOZiB KOHTPO/IIO BTODUHHOTO
TaKkyBaHHsI (TTAUKH 151 JTiKapchKuX 3aco6iB). 3minu I Tuny - 3minu
3 sikocTi. ['0TOBMIt TiKapcekuii 3aci6. CucteMa
KOHTeiHep/3aKyoproBaibHui 3aci6. 3miHa mapameTpis
crnenugikanif Ta/abo JOMyCTUMUX MEX ITEPBUHHOI YTIaKOBKU
TOTOBOT'O JTiKApChKOro 3acoby (iHiii 3MiHH). - BHECEHHS 3MiH Y
crerdikarii 7151 Goneru amoMiHieBoi 3 JPYKOM J1aKOBaHOI, a
came JIOTIOBHEHHsI JIOMyCTUMi MexXi ToKa3HMKa «ToBILIMHa
MaTepiany». 3miHu I Tuny - 3miHu 3 sKocTi. ['0TOBUIA JiKapChKUMiA
3aci6. CructeMa KOHTelHep/3aKynoproBaibHU#t 3aci6. 3miHa
napameTpiB crierjudikariiii Ta/abo ZOMyCTUMUX MeX TIePBHHHOL
YINaKOBKM FOTOBOTO JTiIKapCHKOT0 3aco0y (BUJTyueHHs He3HAYHOr0
MOKAa3HUKa (HarpyK/Iaj, 3aCTapijioro MoKa3HUKa)) - BHECEHHS 3MiH
1o crerugikarii/MeToziB KOHTPOJIIO TSI TUTiBKH
TOJIiBiHINIX/IOPU/IHO], @ caMme BUIy4eHO «/liameTp BTYJIKW»,
«JloB>X1Ha BTY/IKW», «JliaMeTp py/0Ha» 3 MokKas3HuKa «Po3mipu»
Ta 1. «[llupuHa matepiamy». CyryTHs 3MiHa - 3MiHH 3 KOCTI.
TotoBwuii ikapceKuii 3aci6. Crctema
KOHTelHep/3aKyToproBa/IbHuUH 3acib. 3mMiHa y MeTozax
BUIPOOYBaHHS TTePBUHHOI YTIAKOBKH TOTOBOTO JTIKAPCHKOTO
3aco0y (iHIui 3MiHK y MeTo/iaX BUMPOOYBaHb (BK/IIOUAIOUH 3aMiHy
abo mozaBanHs)). 3minu I Turny - 3minu 3 sikocTi. ['oToBMI
JiKapchKuii 3aci6. CricteMa KOHTeHHep/3aKyTIOpIoBaIbHUH 3acif.
3mina mapameTpiB crielucikarii Ta/abo ZOMyCTUMHUX MeX
MepPBHHHO]I YIIAKOBKH FOTOBOTO JIIKAPCHKOT0 3aco0y (BHTy4YeHHs
HEe3HAYHOr'o M0Ka3HUKa (HamnpHK/Ia/, 3aCTapijioro nNokasHuka)) -
BHECeHHs1 3MiH /I0 crieludikallii/MeTo/1iB KOHTPOJIIO A1t (hObru
aoMiHi€eBOT 3 IPYKOM JIaKOBaHOY, a came BUy4eHo 1. «Illupuxa
Marepiany»; 3 1. «OcHOBHi po3mipu» BumyueHo «/liametp
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Ne Haszea dopma sunycky 3asneHuk Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka ¢opma, 3as18HUKA @UPOGHUKA 8ionycky peecmpayitiHozo
3acoby YNakoeka) noceioueHHst

BTYJIKW», «/OBKMHA BTYJIKW», «30BHIlLIHI} liaMeTp py/oHa».
CynyTHs 3MiHa - 3MiHH 3 sikocTi. ['0TOBHI niKapchKuid 3aci6.
CucteMa KOHTelHep/3aKyroproBaibHAMi 3aci6. 3MiHa y MeTozax
BUIPOOYBaHHS IEPBUHHOI YTIAKOBKH FOTOBOTO JTIKAPCHKOTO
3aco0y (iHIui 3MiHKM y MeTofiax BUMPOOYBaHb (BK/IIOUAIOUH 3aMiHy
abo fozaBanHs)). 3MiHu I Tury - 3MiHM 3 sKoCTi. ['oTOBHI
JikapchKuii 3aci6. CrcTeMa KOHTeHHep/3aKyopIoBaIbHUH 3acif.
3mina mapameTpiB crierucikarii Ta/abo ZOMyCTUMHUX MeX
TIepBUHHOI YTIaKOBKH F'OTOBOT'0 JIIKapChKOro 3acoby (iHmi 3MiHu)
BHeCeHHs1 3MiH /10 crieLjudiKar|ii/MeToAiB KOHTPOJIIO /IS TUTiBKH
TIO/IBiHINIXIOPU/HOT, @ caMe [ieTas1i3yl0ThCsl JOMyCTUMI Mexi
TOKa3HWKa «30BHIIIHIH BUr/Isif». CymyTHs 3MiHa- 3MiHH 3 SIKOCTI.
ToToBwuii JikapchKuii 3aci6. Crictema
KOHTeliHep/3aKynoproBabHuMi 3aci6. 3miHa y MeTogax
BUIPOOYBAHHsI [IEPBUHHOI YIIAKOBKH FOTOBOTO JIIKAPCHKOTO
3aco0y (He3HauHi 3MiHHU y 3aTBep/KeHNX MeTO/iaX BUMIPOOYBaHb).
3wminu I Tuny - 3minu 3 siKocti. ['oTOBHIA JliKapchKuii 3acib.
CucreMa KOHTeHHep/3aKyToproBanbHuit 3aci6. 3MiHa rmapameTpis
crierjrcikaniii Ta/abo JOMyCTUMUX MeX MePBUHHOI YITaKOBKH
TOTOBOIO JIIKAPCHKOTo 3aco0y (iHiii 3MiHK) BHECEHHsI 3MiH [0
crnerudikariii/MeToiB KOHTPOJIIO /7151 GOJBTH aMFOMiHi€BOT 3
JIPYKOM JIaKOBAHOI, a caMe JleTa/li3ytoThbCsl JOMyCTUMI MexXi
MOKAa3HUKA «30BHIlIHIlM BUTsa». CynyTHs 3MiHa - 3MiHU 3 SKOCTI.
T'otoBuii yiKapchKuii 3aci6. Crctema
KOHTelHep/3aKyToproBaibHUM 3aci6. 3MiHa y MeTozax
BUIPOOYBAHHS IEPBUHHOI YIIAKOBKK FOTOBOTO JIIKAPCHKOTO
3acoby (He3HauHi 3MiHHM y 3aTBepPKEHNX METO/aX BUIIPOOYBaHb).
3minu [ Tuny - 3miHu 3 sikocTi. 'oTOBMIA JiKapchbKuit 3acio.
CucreMa KOHTeliHep/3aKynoproBaibHuUi 3aci6. 3MiHa y MeTozax
BUIPOOYBAHHSI [IEPBUHHOI YIIAKOBKH FOTOBOTO JIIKAPCHKOTO
3aco0y (iHIui 3MiHM y MeToziaX BUMPOOYBaHb (BK/IIOUAIOUH 3aMiHy
abo mozaBaHHs)) - BHECEHHS 3MiH /10 crieludikarii/MeToziB
KOHTPOJIIO J/1s1 TI/1iBKY MOJIiBiHINIX/IOPHUAHOL, a caMe BUK/TFOUEHO
JleTalbHUAM OMMC MeTOAy KOHTPOUIHO MokasHuKa «MBU» (B
MeToZlaX KOHTPOJIFO [IePBUHHOIO MaKyBaHHS JJIsl TECTY
«MikpobiosoriuHa uricToTa» 3a3HaueHo TIOCH/IaHHS Ha CTaTTIO
ADY/ED, 2.6.12.). 3minu I Tuny - 3minu 3 sikocTti. 'oToBUMI
nikapcbKui 3aci6. Cuctema KOHTelHep/3aKynoproBaIbHuU 3aci6.
3miHa y MeTozax BUIIPOOYBaHHs TEPBHUHHOI YIIAKOBKK [OTOBOIO
JliKapcbKoro 3aco0y (iHIui 3MiHM y MeTo/iaX BUTIPOOYBaHb
(Bk/TFOUarOuM 3aMiHy abo Jo/iaBaHHs1)) - BHECEHHS 3MiH /10
crnerudikariii/MeToiB KOHTPOJIIO /7151 POBTH aMFOMiHi€BOT 3
JIPYKOM /1aKOBAHOI, a caMe BUK/IIOUEHO JleTa/IbHUI OIHC MeToAy
KOHTPOJIIO MoKa3HuKa «MBU» (B MeToax KOHTPOJIHO MePBUHHOTO
TIaKyBaHHs /7151 TecTy «Mikpobiosoriuna uncroTa» 3a3Ha4eHO
TOCUJIaHHS Ha cTaTTio JPY/ED, 2.6.12.). 3minu I Tuny - 3miHu 3
sikocTi. ['oToBuii slikapcekuii 3aci6. Cructema
KOHTeHHep/3aKynoproBabHuMi 3acib. 3miHa nmapameTpis
crienrdikaiii Ta/abo JOMyCTUMUX MeX MEPBUHHOI YITAaKOBKU
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CK/ISHUX (hriaKoHaxX
Zu1s1 hapMal{eBTHYHOTO
3aCTOCYBAaHHS

(MIBII) (BnacHUKa peecTpaliifHOro MocBifiueHHs) (3rifHo HaKa3y
MO3 Big 23.07.2015 Ne 460). 3minu I Tuny - 3MiHM 3 SIKOCTi.
Ceptudikat BignosigHocti/I'E-ceprudikar BignosigHocTi
€BponeticeKili hpapmakomnei/MoHorpadii. [TogaHHst HOBoro abo

Ne Haszea dopma sunycky 3asneHuk Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka ¢opma, 3as18HUKA @UPOGHUKA 8ionycky peecmpayitiHozo
3acoby YNakoeka) noceioueHHst
TOTOBOTO JTiIKAPCHKOT0 3ac00y (JOMOBHEHHS crieldikallii HOBUM
[10Ka3HMKOM 3 BiJTIOBiJHM METOZOM BUTIPOOYBaHHS) - BHECEHHS
3MiH fio crierikariii/MeToZiB KOHTPOIIIO A7 GOJIBIU
arOMiHi€BOI 3 ZIPYKOM JIaKOBaHOI, a came MOKa3HUK «KiCTb
HaHeCeHHs JPYKY i JJAKOBOTO MOKPUTTsI», IKUH B Aitouomy PIT
OL|iHIOBaBCS B paMKax MoKa3sHUKa «BignoBifHicTe TekcTy i
XYJ0’)KHBOT'O O(OPMJIEHHS OpUTiHa/I-MaKeTy», O0y/10 BUHECEHO
OKPeMHM IT0Ka3HHKOM.
4. AJUIETPA® Tab/eTKy, BKPUTI TOB "Onenna YkpaiHa CAHO®I BIHTPOII DpaHjisa BHeCeHHsI 3MiH /I0 peecTpaLliiHuX Marepiais: 3MiHu I Ty - 6e3 peyenma UA/8500/01/01
120 MI' 000/10HKOI0, 110 120 Xejckea IHOACTPIA - TYP3 3minu 3 skocti. Ceprudikat BianosigHocti/I'E-ceptudikaT
mr, Ne 10, Ne 20 Ykpaina" BiimoBigHOCTI €BponelichKiil hapmakorei/moHorpadii. IToganHs
(10x2): mo 10 HoBoro abo OHOB/IEHOTO ceprrdikara BiAmoBigHOCTI a60
TabsieToK y 6ticTepi; BUTyueHHs cepTudikara BifnosigjHocTi €EBponeichKin
o 1 abo 1o 2 tdapmaxornei: st ADI; Ans BuxifHOrO
6nicTepu B KapTOHHIMN Marepiay/peareHTy/IpOMKHOIO MIPOAYKTY, 110
KOpoOLi BUKOPHCTOBYIOThCST y BUPOOHULITBI ADI; [71s1 JONOMDKHOT
peuoBUHH (cepTUdiKaT BiMOBifHOCTI EBpoNelchKil dpapmakorei)
- OHOB/IeHM#t cepTHDIKAT Bif] y)Ke 3aTBep/PKEHOr0 BUPOOHHKA.
TlopaHHs oHOB/eHOro cepTudikaTta BiJjrioBijHOCTI €BponelchKin
tapmakoriei Noe R1-CEP 2009-297 - Rev 03 (3aTBepxeHo: R1-
CEP 2009-297 - Rev 02) anst ADI dekcodeHaAHHY TipOXIOPHIY
BiJl BXKe 3aTBeppKeHoro BupobHuka Sanofi-Aventis Deutschland
GmbH, Germany, sikuii 3mMiH Ha3By Ha EUROAPI Germany
GmbH, Germany Ta pefiakiiiliHi paBKu y ajpeci BUpoOHMUUOT
iJIBHULLL.
AJUTETPA® TabJIeTKY, BKPUTL TOB "Ornenna Ykpaina CAHO®I BIHTPOIT DpaHtis BHECEHHS 3MiH /10 peecTpaliiH1X MarepiasiB: 3MiHu [ Ty - 6e3 peyenma UA/8500/01/02
180 MI' 0060/10HKOI0, 110 180 Xesckea IHOACTPIA - TYP3 3minn 3 sikocTi. CepTudikart BignosigHocti/I'E-cepTudikar
mr, Ne 10, Ne 20 YkpaiHa" BiAnoBigHOCTI €BponelicbKiii papmakonei/mMoHorpadii. [TopaHHs
(10x2): o 10 HOBOT0 ab0 OHOB/IEHOTO ceprrikara BigmosizHoCTI abo
TabseToK y 6sticTepi; BHJTyUeHHsI cepTHdiKaTa BiJoBifHOCTI EBponeiceKin
o 1 a6o mo 2 tapmakoriei: gyt ADI; 115 BUXijHOTO
6icTepu B KapTOHHIN MaTepiay/peareHTy/IpOMKHOIO NPOAYKTY, 110
KOpoobri BHUKOPHCTOBYIOTHCS y BUPOOHULITBI ADI; 17151 10NIOMDKHOT
peuoBUHU (cepTUdikaT BiJnoBigHOCTI €BponelchKil dpapmakorel)
- OHoBJ1eHui cepTrdikar Bif| yke 3aTBepZKeHOro BUpPOOHHKA
(B.IIL.1. (a)-2 IA)
M0/JaHHSI OHOBJIEHOTO cepTUiKaTa BiJnoBijHOCTI €BponelchbKin
tapmakoriei Ne R1-CEP 2009-297 - Rev 03 (3aTBeppkeHo: R1-
CEP 2009-297 - Rev 02) anst ADI dekcodeHafHY TiZpOXIOPHIY
BiJl BXKe 3aTBeppKeHoro BupobHuka Sanofi-Aventis Deutschland
GmbH, Germany, sikuii 3mMiH Ha3By Ha EUROAPI Germany
GmbH, Germany Ta pefakLiliHi paBKH y afipeci BUpOOGHHUOI
IiJIBHULLL.
AJITIPOCTA]], | noporok E€BPOAIII YropumHa | €BPOAIII Xanrepi JIta. YropumHa BHeCeHHs 3MiH [0 peecTpalifHuX MarepiaiB: 3MiHa 3asiBHUKa JI13 - UA/18272/01/01
ni (cy6cTanLis) y Xanrepi JITz,.
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Ne

Hasea
NiKapcbKo20
3acoby

Dopma eunycky
(nikapcbka ¢opma,
YNakoeka)

3asneéHuk

Kpaina

3as6HUKa

BupobHuk

Kpaina

@UPOGHUKA

Peecmpayitina npoyedypa

Ymoegu
8ionycky

Homep
peecmpayitiHozo
noceioyeHHst

OHOBJIEHOTO cepTHiKaTa BiJNOBiAHOCTI ab0 BUTYUYeHHS
ceprudikaTa BignoBigHoCTi €Bponeiichkiii papmakorei: aas ADI;
Ji71s BUXiJHOTO Marepiasty/peareHTy/IpOMi’)KHOTO NPOAYKTY, 1110
BHUKOPHCTOBYIOThCS1 y BUPOOHULITBI ADI; 1711 JONIOMDKHOT
peuoBUHH (cepTUdiKaT BiMOBifHOCTI €BpoONenchKil dpapmakorel)
- OHoB/eHuii cepTrdikar Bifj y)ke 3aTBepZKEeHOr0 BUPOOHHKA.
TlozpaHHs OHOBJIEHOTO CepTHdiKaTa BiANOBiHOCTI €BpoMeichbKin
tapmaxornei Ne R1-CEP 2015-302-Rev 00 (3aTBepzxeno: RO-CEP
2015-302-Rev 00) gnst A®I AnmpocTaini Bifj BKe 3aTBepKeHOTo
BUpOOHMKa. SIK HAaC/TiJ0K, 3MiHa Ha3BH Ta agpecy BiaacHuka CEP
Ta BupobHuKa API

AJIB®OPT
JEKCA L.B.

PO3UMH 151 iH €KL,
50 mr/2 mi; 1o 2 M B
amyii; o 3 abo o 6
aMITyJ1 y KaceTi Ta y
KapTOHHiW Kopoobwji

HenbTa
Megiken
IIpomoyuH3 AT’

IIBefinapis

Inon Inau Jonym CaH.
Be Timpk. A

Typeuunna

BHeCeHHsI 3MiH /10 peecTpalliiiHuX MarepiaiB: 3minu 11 Ty -
3minu 3 sikocTi. ADIL Bupo6HULTBO. 3MiHa BUPOOHHKa
BUXIi/IHOTO/TIPOMDKHOIO TIPOJYKTY/peareHTy, 110
BUKOPHCTOBYIOTHCS Y BUpoGHHUOMY miporeci A®PI, abo 3miHa
BUpO6HHKa (BK/IFOUarouy, Jie HeobXiJiHO, MiClie TpOBeieHHs!
KOHTpOJItO sikocTi) ADI (3a BigcyTHOCTI cepTudikara
BiimoBigHOCTI EBpOMIeHichKill hapmakoriel y 3aTBepKeHOMY
Jloche)(BBeleHHs HOBOro BUpoOHMKa ADI 3 HaflaHHsIM MacTep-
hatina Ha ADI) BBefieHHst HOBOro BupoGHuKa ADI
JekcketornpodeHy TpoMeramory - Enaltec Labs Private Limited,
IHAis SIK HAaC/Ti/IOK BHOCUTBCS 3MiHa [10 po3ainy «Ckmag».

3a peyenmom

UA/17527/01/01

AHAJ/IBJM

CyTI03UTOPIi peKTanbHi
o 250 mr/20 mr no 5
CYIIO3UTOPIiB y
CTpMIIi; 110 2 CTPUNHU B
ravii 3 KapToHy

IIAT
"MoHdapm"

Ykpaina

ITAT "Moudapm"

Ykpaina

BHeCeHHsI 3MiH /I0 peecTpaliiiHix MaTepiasiB: 3minu I Tumy -
3Mminu mozo 6e3rnekn/eeKTUBHOCTI Ta apMaKkoHarIsiAy. 3MiHa y
KOPOTKili XapaKTepHUCTHLi JIIKapChKOro 3aco0y, TEKCTi
MapKyBaHHS Ta iHCTPYKIil A/11 MeJTUHOTO 3aCTOCYBaHHs Ha
TiZicTaBi perysisipHO OHOBJIIOBAHOTO 3BiTy 3 Ge3rneKu JliKapCcbKoro
3acoby, abo gocipkeHb 3 Ge3reKy 3aCTOCyBaHHS 1iKapChbKOTO
3acoby B mic/sipeecTpariifiHuii nepios, abo sk pe3y/ibTar OL{iHKK
3BiTY 3 ]OC/Ti/IKeHb, POBe/IeHNX BiANOBIZHO /10 M/IaHy
nefiaTpuyHux gocifmkens (PIP) (3MiHy y3rozpkeHo 3
KOMIIeTeHTHUM YIIOBHOBa)KEHUM OPraHOM)
3MiHM BHeceHO 710 IHCTpYKLI A/11 MeJMUHOr0 3aCTOCYBaHHS
JikapchbKOoro 3acoby o po3zinie "Ocobnusi 3axoau Ge3mneku”,
"[To6iuni peakujii” 1070 6e3MeKH 3aCTOCYBaHHS [JiF0UMX PEYOBHH
BignoBigHo fo pekomenzanii PRAC. BeesieHHs 3MiH npoTsirom 6-
TU MicsLiB nics 3aTBepykeHHs1. CymyTHs 3MiHa - 3MiHU 11[0/j0
6e3nexu/edeKkTUBHOCTI Ta (hapmakoHarssiny. Baecennst abo
3MiHa(¥) /10 3000B's13aHb Ta YMOB BH/jaui peecTpariiHoro
MOCBiZiueHHs, BK/Itouatouu I11aH ynpas/iHHS pU3sUKaMu
(3acTOCyBaHHS TEKCTY, SIKUI TIOTOZI)KeHUH 3 KOMIIETEHTHUM
opraHom), 3mMiHM BHeceHO fio dacTuH: I «Crierpcikaryis 3
6e3neku» , III «[1naH 3 papMakoHarsigy», V " 3axomu 3
MiHimisanii pusukis”, VII «/JopaTku», 3riiHO pekoMeH/arL{ii
PRAC. BBeieHHs 3MiH NPOTAroM 6-Tu MiCSLiB Mic/is
3aTBep/)KeHHsI.
3minu I trny - 3minu o710 6e3mnexn/edeKTHBHOCTI Ta
(hapmakoHarJsiy. 3MiHa y KOPOTKil XapaKTepUCTHLIi JiKapChbKOTr0

3a peyenmom

UA/8459/01/02
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Hasea
NiKapcbKo20
3acoby

Dopma eunycky
(nikapcbka ¢opma,
YNakoeka)

3asneéHuk

Kpaina

3as6HUKa

BupobHuk

Kpaina

@UPOGHUKA

Peecmpayitina npoyedypa

Ymoegu
8ionycky

Homep
peecmpayitiHozo
noceioyeHHst

3aco0y, TeKCTi MapKyBaHHs1 Ta iHCTPYKLi /711 Me/[MYHOr0
3aCTOCYBaHHS Ha MifiCTaBi pery/sipHO OHOBJIIOBAHOTI'O 3BITY 3
Ge3nexu nikapcbKoro 3acoby, abo focnimpkeHs 3 Ge3nexkn
3aCTOCYBaHH JTIKapChKOro 3acoby B Mic/sipeecTpaLiiHui epiof,
abo sk pe3ysibTaT OLiHKM 3BiTY 3 JOC/Ti)KEHb, IPOBEEHUX
BiZITIOBiiHO Zi0 TIaHy NeAiaTpUuHUX AocipkeHs (PIP) (3MiHy
Y3rOZ)KeHO 3 KOMIIETEHTHUM yMOBHOBa)KEHHM OPraHOM)
3MiHM BHeceHO 10 IHCTpyKLii AJ11 MeJUUHOr0 3aCTOCYBaHHS
niKapchKoro 3acoby zo po3ainis "Ocobimei 3axozu Ge3neku”,
"ITobiuni peakii" 100 Ge3meKku 3aCTOCYBaHHs [JiFOUUX PEYOBUH
BignoBigHo 10 pekomeHnzaLii PRAC. BeesieHHs 3MiH NpoTsirom 6-
TH MICSALIiB TTiC/Ist 3aTBEPKEeHHSI.

AHAJIbJIUM

CyTI03UTOPIi peKTasbHi
no 100 mr/10 mr o 5
CYTO3UTOPIiB ¥
CTpUIi; 110 2 CTPUIU B
Taylli 3 KAPTOHY

TAT
"MoHdapm"

Ykpaina

TTAT "Moudapm"

YkpaiHa

BHECEeHHs1 3MiH /|0 peecTpaLliiHuX mMatepianis: 3minu I Tuny -
3minu 11040 Ge3nekr/edeKTHBHOCTI Ta hapMakoHarssay. 3MiHa y
KOPOTKili XapaKTepHuCTHLi JIIKapCbKOro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTpyKU|l A/i1 MeJUUHOT0 3aCTOCYBaHHs Ha
Mi/ICTaBi perysisipHO OHOBJIFOBAHOTO 3BiTy 3 Ge3reKu JikapChbKoro
3acoby, abo focipkeHb 3 Ge3reKn 3aCToCyBaHHS /1iKapchbKOTo
3aco0y B mic/isipeecTpaLjiiiHuil epiof, abo siK pe3y/bTaT OLjiHKK
3BITY 3 OC/Ii/)KeHb, POBeZIeHUX BifINOBIAHO [0 T/IaHy
nefiiaTpruHUX JocutipkeHs (PIP) (3MiHy y3rozpkeHo 3
KOMIIeTeHTHUM YIIOBHOBa)KEHUM OPraHOM)
3MiHM BHeceHO 10 IHCTpyKUii AJ11 MeJUUHOT0 3aCTOCYBaHHS
niKapchbKoro 3acoby zo po3ainis "Ocobmei 3axozu Ge3neku”,
"TTo6iuni peakii" 100 Ge3reku 3aCTOCYBaHHs [JiFOUUX PEYOBUH
BianosigHo fo pexomenpaniii PRAC. BeefieHHs 3MiH IIPOTSroM 6-
T MicsILiB nic/s 3aTtBeppkeHHs. CymyTHs 3MiHa - 3MiHM L0/0
6e3nekn/e(eKTUBHOCTI Ta papMakoHarsisy. BHeceHHs abo
3mina(u) 0 3060B's13aHb Ta YMOB BH/jaui PeECTpaLiiiHOro
TIOCBi/{YeHHs, BK/Itouaroun I1yaH ynpas/iiHHS pU3rMKamy
(3acTocyBaHHs1 TEKCTY, SIKUI TIOTO/I)KeHUH 3 KOMIIeTEHTHUM
opraHoMm), 3mMiHu BHeceHO fio yacTuH: I «Crerpdixaryis 3
6e3mnexn» , I1I «I1naH 3 papmMakoHarsgy», V " 3axoau 3
MiHimizanii pusukis", VII «/Jogatku», 3rifjHo pekomMeHaLlii
PRAC. BBefieHHS 3MiH NPOTAroM 6-TW MiCALIB Mic/s
3aTBep/PKeHHSI.
3minu I Trmy - 3MiHu 11040 6e3nekn/eeKTUBHOCTI Ta
tapmaxoHarsiy. 3MiHa y KOPOTKil XapaKTepHCTHULIi 1iKapChbKOro
3aco0y, TeKCTi MapKyBaHHs Ta iHCTPYKL{I /I MeAUUHOrO
3aCTOCYBaHHs1 Ha Mi/ICTaBi pery/sipHO OHOB/IIOBAHOTO 3BiTy 3
6e3rmeku JlikapceKoro 3acoby, abo gocuimkeHs 3 6esmnexu
3aCTOCYBaHH JIIKapChKOro 3acoby B Mic/isipeecTpariiHuii epiof,
abo 5K pe3y/IbTaT OL|iHKH 3BiTY 3 JOC/Ii/PKeHb, TPOBE/IEHNX
BiJIIOBi{HO /10 M1aHy meAiaTpuuHUX gociimkens (PIP) (3miHy
Y3roZKeHO 3 KOMIIETEHTHUM YIIOBHOBa’KEHHIM OPraHOM)
3MiHM BHeCceHO 10 IHCTpyKLii /11 MeUUHOr0 3aCTOCYBaHHs
JiKapchKoro 3acoby o po3zisie "Ocobusi 3axoau Gesmneku”,
"[To6iuHi peakiii” 100 6e3MeKH 3aCTOCYBaHHSI /[iF0YMX PEYOBHH

3a peyenmom

UA/8459/01/01
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Kpaina
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Ymoegu
8ionycky

Homep
peecmpayitiHozo
noceioyeHHst

BignoBigHo 1o pekomenzanii PRAC. BeezieHHs 3MiH npoTsirom 6-
TU MICSLIIB MiCJIs 3aTBep/KeHHs.

10.

AHJIUIIATI-B

TabeTku, o 10
Tab/IeToK y cTpUIax;
o 10 Tabsietox y
crpuni; 1o 1 cTpuny y
T1arepoBOMY KOHBEPTI;
o 10 Tabsietox y
crpuri; o 2 abo no 10
CTPUMIB y Mavtii 3
KapToHy; 1o 10
TabneTok y Gutictepi;
no 1, abo no 2, abo 1o
10 6sicTepiB y mautii 3
KapTOHY

ITAT
"MoHdapm"

YxpaiHa

ITAT "MoHudapm"

YKpaina

BHeCeHHsI 3MiH /10 peecTpaLliiHuX Marepiais: 3Minu I Ty -
3MiHu 1070 6e3reKu/eeKTUBHOCTI Ta hapMakoHarIsiAy. 3MiHa y
KOPOTKi#i XapaKTepHCTHIIi JIIKapCHKOTro 3aCo0y, TEKCTi
MapKyBaHHsI Ta iHCTPYKLii A/11 MeJUUHOro 3aCTOCYBaHHS Ha
Mi/ICTaBi perysisipHO OHOBJIIOBAHOTO 3BiTy 3 Ge3reKu JlikapCcbKoro
3aco0y, abo [ocizpKkeHb 3 6e3MeKu 3aCTOCYBaHHS TiKapChKOTr0
3acoby B mic/speecTpariifituii riepios, abo sIK pe3y/ibTar OL{iHKH
3BITY 3 OC/Ii/)KeHb, IPOBeZleHUX BiNOBIAHO [0 M/IaHy
nefiaTpuuHuX gociimkens (PIP) (3MiHy y3rokeHo 3
KOMITETeHTHUM YTIOBHOB&)KEHUM OPraHOM).
3MiHM BHeCceHO 10 IHCTpyKLii /11 MeUUHOr0 3aCTOCYBaHHS
JIiKapChKOro 3acoby 70 po3aisie "OcobaMBOCTI 3aCTOCYBaHHS ",
"TTo6iuni peakuyii" 100 6e3MeKH 3aCTOCYBaHHSI [{iF0YMX PEYOBHH
BignoBigHo 1o pekomenzanii PRAC. BeesieHHs 3MiH npoTsirom 6-
TU MiCALiB Mic/s 3aTBepAkeHHs. CymyTHs 3MiHa- 3MiHHU 100
6e3nekn/edeKTUBHOCTI Ta papmMakoHarsify. BHeceHHsT abo
3MiHa(u1) 0 3000B's13aHb Ta YMOB BH/jaui peecTpariiHoro
TI0CBi/{ueHHs, BK/ItovatouM [1naH ynpaBiiHHS pU3KaMu
(3acTOCyBaHHS TEKCTY, KU MOrof)KeHUH 3 KOMIIeTeHTHUM
opraHoMm). 3asiBHMKOM Ha/laHO OHOBJ/leHuH [1naH yrpaBiiHHs
pu3rKamu sepcisi 2.0. 3MiHM BHeceHO 0 yacTuH: 11
«Cnermoikariis 3 6e3neku» , III «I1naH 3 papmakoHarmsgy», V "
3axoau 3 MiHimizauii pusukis", VII «[JogaTku», 3rifHo
pexomenzariif PRAC. Pestome I11aHy yripaB/iiHHS pU3UKaMU
Bepcis 2.0 gogaerbcst. 3Minu 1 Ty - 3MiHM 1[040
6e3neku/eeKTUBHOCTI Ta papMakKoHar/siay. 3MiHa y KOPOTKik
XapaKTePUCTHULIi JIIKapChKOTo 3aco6y, TeKCTi MapKyBaHHS Ta
IHCTPYKLi A/19 MeJMUHOr0 3aCTOCYBaHHS Ha MifiCTaBi peryaspHO
OHOBJIIOBAHOT O 3BiTY 3 6e3rexy JikapcbKoro 3acoby, abo
OCJTiKeHb 3 6e3reKky 3aCTOCYBaHHs JIIKapChKOro 3acoby B
Tic/isipeecTparLjiiHuii repiog, abo sIK pe3y/IbTaT OL{iHKH 3BiTY 3
JlOC/1i/KeHb, TPOBe/leHUX BiAINOBIIHO [0 MJlaHy MeiaTpUUHUX
nocnigkens (PIP) (3MiHy y3rofiKeHO 3 KOMITeTEHTHUM
YIOBHOBa)XeHUM OpraHoMm). 3MiHU BHeceHO 10 IHCTpyKuil 15
MeJMUYHOr0 3aCTOCYBaHHSI JTiIKapChKOro 3acoby L0 po3/iiB
"Ocob6smBocTi 3acTocyBansst", "TIo6iuHi peakiii" 111070 6e3neku
3aCTOCYBAHHS [Iif0YMX PEYOBHH BiJTIOBIJHO [J0 peKOMeH/aLlii
PRAC. BeeieHHs1 3MiH NPOTAroM 6-TH MicCAL|iB Mic/st
3aTBep/PKeHHsI

6e3 peyenma
—Nel0; 3a

peyenmom —

Ne20, Ne100

UA/6175/01/01

11.

ACIIIPO3A®

Karicysu tBepzi rno 10
mr/100 mr; o 10
Karicyn y 6sticrepi; mo
3 Gnicrepu B maurji

TIpAT
"dapMmarieBTHY
Ha ¢ipma
" JapHuLg"

Ykpaina

Apamen ®apma C.A.

[Tonbia

BHECeHHs 3MiH /10 peecTpaLiiiHMX MarepiaiB: 3MiHH I Ty -
3minu 3 sikocti. CeprudikaT BianosigHocTi/I'E-ceptrdikaT
BiimoBigHOCTI €BponelichKiil hapmakorei/moHorpadii. IToganHs
HoBoro abo oHOB/IeHOTO cepTH(iKara BigmoBizHoCTi abo
BUJTyueHHs cepTudikaTa BiJnoBijHOCTi €BponelchKin
tapmaxorei: st ADI; s BuxifHOTO
Marepiay/peareHTy/IIpOMiXKHOT'O MPOAYKTY, L0

3a peyenmom

UA/18799/01/02
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Kpaina

3as6HUKa

BupobHuk

Kpaina

@UPOGHUKA
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Ymoegu
8ionycky

Homep
peecmpayitiHozo
noceioyeHHst

12.

ACIIIPO3A®

Karcynu Teepzi no 20

TIpAT

BHUKOPHCTOBYIOThCS1 y BUPOOHULITBI ADI; 1711 1ONIOMDKHOT

peuoBUHH (cepTUdiKaT BiMOBifHOCTI EBpONenchKil dapmakorel)

- OHoB/eHui cepTrdikar Bif y)ke 3aTBepKEHOTr0 BUPOOHHKA.

TlozpaHHs OHOBJIEHOTO CepTHdiKaTa BiANOBiHOCTI €BpoMeichKin

tapmaxornei Ne R1-CEP 2015-240-Rev 00 (3aTBepzxeno: RO-CEP
2015-240-Rev 02) gt ADI posyBacTaTUHY Kasbliito Bifj BxKe

3aTBepzKeHoro BupobHuka Changzhou Pharmaceutical Factory,

China.

13.

ACIIIPO3A®

mr/100 mr; o 10
Karcyn y 6uicrepi; mo
3 bnicrepu B maurji

Karicy/i TBepzi rmo 5

"dapmareBTHY
Ha ipma
" JapHung"

TIpAT

YxpaiHa

Ykpaina

Apamen ®apma C.A.

Apamen ®apma C.A.

[Tonbia

BHeCeHHsI 3MiH /I0 peecTpaLliiHuX Marepiais: 3MiHu I Ty -
3minu 3 skocti. Ceprudikat BianosigHocti/I'E-ceptudikaT
BiimoBigHOCTI €BponelichKiil hapmakorei/moHorpadii. IToganHs
HoBoro abo OHOB/IEHOTO ceprrdikara BiAmoBigHOCTI a60
BUTyueHHs cepTudikara BifnosigjHocTi €EBponeichKin
tdapmaxornei: st ADI; Ans BuxifHOrO
MaTepiay/peareHTy/IIpOMiKHOTO MPOJYKTY, 1110
BUKOPHCTOBYIOThCST y BUPOOHULITBI ADI; [71s1 JONOMDKHOT
peuoBUHH (cepTUdiKaT BiMOBifHOCTI EBpoNelchKil dpapmakorei)
- OHOB/IeHM#t cepTHDIKAT Bif] y)Ke 3aTBep/PKEHOr0 BUPOOHHKA.
TlopaHHs oHOB/eHOro cepTudikaTta BiJjrioBijHOCTI €BponelchKin
tapmaxoriei Ne R1-CEP 2015-240-Rev 00 (3aTBepzxeHo: RO-CEP
2015-240-Rev 02) ana ADI posyBacTaTuHY Ka/bLiilO BiJj Bxke
3aTBepzykeHoro BupobHuka Changzhou Pharmaceutical Factory,
China.

3a peyenmom

UA/18799/01/03

14.

ADJIYBIH®

mr/100 mr; o 10
Karcyn y 6uticrepi; mo
3 Gnicrepu B maurji

kpeM 1 %; o 2r B

"dapMmarieBTHY
Ha ¢ipma
" JapHuLg"

TOB

Ykpaina

[Tonbia

BHECeHHs 3MiH /10 peecTpaLiiiHMX MarepiaiB: 3MiHM I Ty -
3minu 3 sikocti. CeprudikaT BianosigHocTi/I'E-ceptrdikaT
BiimoBigHOCTI €BponelichKiil hapmakornei/mMoHorpadii. ITogaHHs
HoBoro abo oHOB/IeHOTO cepTH(iKara BigmoBizHoCTi abo
BUTyueHHs cepTudikaTa BiJrnoBijHoCcTi €BponelchKin
tapmaxorei: st ADI; fnst BuxifHOTO
MarTepiay/peareHTy/IpOMiKHOIO IPOJYKTY, 1110
BUKOPHCTOBYIOThCST y BUPOOHULITBI ADI; 1711 JOTOMDKHOT
peuoBuHU (cepTrdiKaT BigmoBiAHOCTI €BpomeliceKill dpapmakorei)
- OHOB/IeHUH cepTUdIKaT Bif| yKe 3aTBepA)KEHOr0 BUPOOHHKA.
TlojaHHs oHOB/eHOro cepTUdikaTta BiJjlioBijHOCTI €BponenchKin
tapmaxorrei Ne R1-CEP 2015-240-Rev 00 (3aTBepzxeno: RO-CEP
2015-240-Rev 02) gt ADI posyBacTaTUHY Kasbliito BiJj BxKe
3aTBepzykeHoro BupobHuka Changzhou Pharmaceutical Factory,
China.

3a peyenmom

UA/18799/01/01

IMEHIIUKJ/IO
BIP

Ty6i, mo 1 Ty6i y
KapTOHHiM KopoOii

«IIEPPIT'O
YKPATHA»

BUPOOHMIITBO 3a TIOBHUM
LIUK/IOM:
MepxeHikc Benenmtokc
HB

Besnbris

BHECEeHHsI 3MiH /I0 peecTpaLiiHux Marepiasis: 3minu II Tuny -
3minu 11070 Ge3rexr/eeKTUBHOCTI Ta hapMakoHArIsiAy. 3MiHU y
KOPOTKiii XapaKTepuCTHIi JIKapCbKOro 3acoby, TeKCTi

MapKyBaHHsI Ta iHCTPYKLIi /11 MeJUYHOTO 3aCTOCYBaHHs y
3B’43KY i3 HOBUMM [JaHUMHU 3 SIKOCTi, JOKIIHIYHUMH, KJIIHIUYHUMU
JJAHVIMH Ta JAaHUMH 3 (hapMaKkoHarJIsizy - 3MiHU BHECEHO [10
IHCTPYKII /7151 MeJUYHOTO 3aCTOCYBaHHs JIiKapCchbKOro 3acoby zi0
po3zinie "Oco6aMBOCTI 3aCcTOCYBaHHs", "3aCTOCYBaHHS Y repiof
BaritHoCTi abo rogyBanus rpyaa0", "Crioci6 3acrocyBaHHs Ta

nmo3u", "Miti", "Io6iuHi peakuii'.

6e3 peyenma

UA/7440/01/01
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Ne Haszea dopma sunycky 3asneHuk Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka ¢opma, 3as18HUKA @UPOGHUKA 8ionycky peecmpayitiHozo
3acoby YNakoeka) noceioueHHst
BBejieHHs1 3MiH NpOTArom 6-TH MiCSLIiB MiC/isl 3aTBEP/KEHHSI.
15. AIN® PO3UMH OpajIbHUIA [0 Cango3 CrnoseHis Camotac ®apma 'M6X, Himeuunna BHeCeHHsI 3MiH /I0 peecTpaliiiHix MaTepiasiB: 3minu I Tumy - 6e3 peyenma UA/8272/02/01
20 mr/mim; o 100 M dapmaceroTiKan HimeuunHa (Bumyck 3wminn 3 skocti. Ceprudikar BignosigHocTi/I'E-ceptrdikar
abo mo 200 mn y 3 0.4 cepii); ®apma BiAnoBigHocTi €Bponelicbkiii papmakonei/moHorpadii. [TopaHHs
¢akoni; mo 1 Bepuirepoge I'm6X, HOBOT0 ab0 OHOBJIEHOTO cepTHikara BigmosiaHocTi abo
(hy1akoHy Y KOMIUIEKTi Himeuunna BHJTyUeHHs cepTHdiKaTa BiJroBifHOCTI €BponeiceKin
3 MipHUM KOBIIAUKOM (Bupo6uuLTBO "bulk”, tapmakorniei: gyt ADI; n1s BUXijHOTO
Ta/abo MipHUM TepBUHHE Ta BTOPHUHHE Marepiany/peareHTy/lIpOMi>XHOT0 MPOAYKTY, 1[0
aruTikaTopoM TIaKyBaHHsl, TeCTYBaHH1) BHUKOPHCTOBYIOTHCS y BUPOOHUIITBI ADI; 17151 01IOMDKHOT
(wwnpuyem) y peuoBUHU (cepTudikar BifnoBigHoCTI €BponelchKil dpapmakorel)
KapTOHHi# KOpobiii - OHOBJIeHM#t cepTudikaT Biff y>Ke 3aTBepPKEHOT0 BUPOOHHKA -
ITozaHHst OHOB/IEHOTO cepTHdikaTa BifmoBigHOCTI E€BponenchKii
tapmakoriei Ne R2-CEP 1995-028 - Rev 04 (3aTBeppkeHo: R2-
CEP 1995-028 - Rev 03) g5 gitouoi peuoBrHu Acetylcysteine Bin
B)Ke 3aTBepZkeHOro BUpobHuKa Pharmazell GmbH, Himeuunna, y
3B 513Ky 3 imMIieMeHTaLjieto HoBol MoHorpadii €sp.®d. 0967
(Epp.®. 10.3)
16. BEKJ/IO®OPT | aepo3osb jjist I'nakcoCmiTKnst Benuka I'nakco Benikom ®dpaHLis BHECEeHHs 3MiH /|0 peecTpaliiiHux mMarepianis: 3minu I Tuny - 3a peyenmom UA/1203/01/01
™ iHransuii, fo30BaHuUM, ¥iH Excriopt Bpuranis IIpopakiH 3miHnu 3 sxocTi. ADI. Kontpons A®I. 3miHa y napameTpax
EBOXAJIEP™ | 250 mkr/zo3y; 1 6amox JlimiTen, crierudikarii Ta/abo ZOMYCTUMHUX MeXK, BU3HAYEHHUX Y
3 103yHOUUM crienidikariisix Ha A®I, abo BUXiZHUI/TPOMIKHIM
knanaHoMm Ha 200 fj03 TIPOJYKT/PearexT, 1[0 BUKOPUCTOBYIOThCS Y MPOLIeCi BUPOOHHULITBA
y KOpob1ii 3 KapTOHY A®I (ButyueHHsI He3HAYHOTO ITOKA3HUKA SIKOCTi (HarpuK/Iaf,
BUJTyUeHHS 3aCTapijioro rnokasHuka)) 3sMiHa y rnapaMmerpax
crietmdikariii firouoi peuoBrHU GEKIOMETa30HY AUMPOITIOHATY, a
came BWIy4eHHs [TOKa3HMKA HACUITHA TYCTHUHA /IS
HeMiKpOHi30BaHOi dpakuiii
17. BETA30H KpeM Jist ToBapuctso 3 Ykpaina BCi cTazil BUPOOHHUIITBA, YkpaiHa BHECEeHHs1 3MiH /|0 peecTpaLliiHuX mMatepianis: 3minu I Tuny - 3a peyenmom UA/12709/01/01
30BHIIIHBOTO 00OMe>KeHOI0 KOHTPOJIb SIKOCTI, 3minu 11040 Ge3nekr/edekTrBHOCTI Ta hapmakoHarssiay (iHii
3actocyBaHHs 0,1 % BiZINOBifja/IbHIC BUIYCK cepil: 3MiHM) OHOB/IEHHSI TEKCTY MapKyBaHHS [1ePBUHHOI Ta BTOPUHHOI
mo 15rabo30ry TIO ToBapuCTRBO 3 yIaKOBOK JTiKapCbKOT0 3aco0y.
Ty6i; o 1 Ty6i y "®apmareBTHY 06MexXeHOI0
KOpOOLIi 3 KapTOHY Ha KOMIaHis BiZINOBiJja/IbHICTIO
"3nopoB'a" "dapMmalieBTHYHa
KoMmIaHisi "310poB'a"
YkpaiHa

BCi cTazil BUPOOHHUIITBA,
BUITYCK Cepii:
ToBapuctso 3

06MeXeHOH
BiZITIOBiJa/IbHICTIO
"dapMmalieBTUYHa

KoMMaHisi "3710poB'a”
Ykpaina

KOHTPOJIb SIKOCTi:

ToBapuctso 3

06MeXeHOI0
BiJIIOBiIa/TbHICTIO
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"®APMEKC I'PYII",
YkpaiHa

18.

BETA30H
IUTIOC

KpeM Ans
30BHILIHEOrO
3aCTOCyBaHHS; 10 15T
abo 30 r y Ty6i; rmo 1
Ty6i y Kopobiii 3
KapToHY

ToapucTso 3
0OMe)KeHO0
BiZjoBifabHiC
TIO
"dapmareBTHY
Ha KOMIaHis

"310poB's

YxpaiHa

Bci cTazil BUpOOHUIITBA,
KOHTPOJIb SIKOCT,
BUITYCK cepil:
ToBapucTBo 3
06MeXeHOH
BiJNIOBiZla/IbHICTIO
"®apmMarieBTUUHa
KoMMnaHisi "310poB'a”,
YkpaiHa
Bci cTazil BUpOOHUIITBA,
BUITYCK Cepii:
ToBapucTBo 3
0OMe’KeHOr0
BiZiMOBifa/IbHICTIO
"dapMmarieBTHYHa
KoMmraHisi "310poB's"
YkpaiHa
KOHTPOJIb SIKOCT:
ToBapucTso 3
06MeXeHO
BiJNIOBiZla/IbHICTIO
"®APMEKC I'PYII",
YKpaiHa

YKpaina

BHeCeHHs1 3MiH /I0 peecTpaLjiiiHiX MaTepia/iB: 3Minu I Tumy -
3Minu 1m0/0 6e3neku/edeKTUBHOCTI Ta hapmakoHar/saay (iHLi
3MiHn) OHOBJIEHHS TeKCTY MapKyBaHHsI IIePBUHHOI Ta BTOPUHHOI
YTIaKOBOK JTiIKapChKOTO 3ac00y.

3a peyenmom

UA/12948/01/01

19.

BETA30H
YJIbTPA

Ma3b o 15 r y Ty6i;
o 1 Ty6i y kopobui 3
KapToOHY

ToBapucTso 3
0OMe>KEeHOI0
BiAMOBianbHiC
TIO
"dapMmarneBTU4
Ha KOMIaHis

"310poB's

Ykpaina

BCi cTaziii BUPOOHHUIITEA,
KOHTPOJIb SIKOCTI,
BUITYCK Cepii:
ToBapucTso 3
0OMe’KeHOr0
BiZIMOBija/IbHICTIO
"®apmMalieBTUUHa
KoMmIaHisi "310pos's"”,
YkpaiHa
BCi cTaziii BUPOOHHUIITEA,
BUITYCK cepil:
ToBapuctso 3
06MeXeHO
BiJNIOBiZIa/TbHICTIO
"dapMalieBTHYHa
KoMIaHisi "310poB'a"
YkpaiHa
KOHTPOJIb SIKOCTi:
ToBapucTso 3
0OMe’KeHOr0
BiZIMOBija/IbHICTIO
"®APMEKC I'PYII",
YKpaiHa

Ykpaina

BHeCeHHsI 3MiH /I0 peecTpaliiiHix MaTepiasis: 3minu I Tumy -
3minu mogo 6e3neku/edeKTUBHOCTI Ta apMakoHarsaAy (iHmm
3MiHM) OHOBJIEHHS TeKCTY MapKyBaHHsI IIepPBUHHOI Ta BTOPUHHOI
YTIaKOBOK JTIKapCHKOTO 3aC00y.

3a peyenmom

UA/14023/01/01
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20.

BIHOKPUT®

PO34HMH J/1s1 iH'eKLIil,
16,8 mkr/mn no 0,5 M
(1000 MO) a6o o 1
M (2000 MO)
PO3YMHY /151 iH’ €KLilt
B TIOTIepeJHBO
3aIll0BHEHOMY,
rpajlyioBaHOMY
LUMPHUL, OCHAaIleHOMY
TIOpIIIHEM,

iH’ eKL[ilHOIO TO/IKO1O,
KOBITAUKOM Ta
3aXUCHHUM MPHCTPOEM
[T 3aro0iraHHs
TIOIIKO/KEeHHIO
TOJIKOIO TTiC/Is
3acTocyBaHHsi, abo 6e3
HBOTO; T10 3 LITNPHIA ¥
KOHTYPHil 6/ticTepHi
yHakoBLj; 1o 2
KOHTYPHI OsticTepHi
YNaKOBKU y KapTOHHiN
KOpOoOLi

Canyo3 'm6X

ABgcTpis

At i Ti Bionorika
I'm6X, HiMeuunHa
(BigmoBifanpHAUM 32
BHUPOOHHLTBO,
aKyBaHHs, KOHTPOJ/Ib
cepii); Cango3 I'm6X-
BII IladreHay, ABcTpis
(BiznoBizanbHui 3a
BHITyCK cepii)

Himeuunna/
ABcTpis

BHECeHHs 3MiH /10 peecTpaLiiiHMX MarepianiB: 3MiHH I THITy -
3minu 3 sikocTi. ['0TOBMI NiKapchKuii 3aci6. KoHTposs roroBoro
niKapcpKoro 3acoby. 3MiHa y MeTozjax BUTIPOOyBaHHS FOTOBOIO

JliKapcbKoro 3aco0y (iHIui 3MiHM y MeTo/iaX BUTIPOOYBaHb
(BK/TFOUAIOUM 3aMiHy abo [JOTIOBHEHHsT)) 3MiHa B aHAIITHYHOMY
MeTo/i BUNpobyBaHHS 3a MOKa3HUKOM «CyTTyTHi AOMIIIKHY.

[luMepu Ta arperatv BUCOKOMOJIEKY/sipHOI pakuii (BM®)»

(ekcmro3iliHa xpomaTorpadisi), a came 3miHa XxpomaTorpadiuHoi
KOJIOHKH Ta yMOB NPOBeZIeHHsI BUIIPOOYBaHHSI

3a peyenmom

UA/12383/01/02

21.

BIHOKPUT®

PO34MH 1151 iH'€KLil,
336 Mkr/mia o 0,5 mn
(20000 MO) abo o
0,75 mn ( 30000 MO),
abo mo 1 mn (40000
MO) po3uuHy 15t
iH’eKLil B
rornepesHL0
3aII0BHEHOMY,
rpajyiioBaHOMY
LINPHL, OCHALIIEHOMY
TIOpIIHEM,

iH’ eKL|iiHOIO rOMIKO10,
KOBIIQUKOM Ta
3aXMCHUAM TIPUCTPOEM
IJ1s1 3arobiraHHs
TIOLLKO/KeHHIO
TOJIKOHO MiC/Is
3acTocyBaHHs, abo Ge3
HbOro; 1o 1 a6o mo 3
ronepesHL0
3arI0BHEHHMX ILTIPUIA Y
KOHTYPHil 6/ticTepHii
ynakosuj; 1o 1 (1
ILIIPHL] Y KOXKHIH) abo

Canyo3 I'mo6X

Agcrpia

At [1i Ti bionorika
I'm6X, HimeuunHa
(BiznoBizanbHui 3a
BHUPOOHULITBO,
aKyBaHHs, KOHTPOJIb
cepii); Canzmo3 'M6X-
BIT IladreHay, ABcTpist
(BignoBizansHUi 3a
BUITYCK cepil)

HimeuunHa/
ABcTpis

BHeCeHHs 3MiH /10 peecTpaLliiHuX Marepiais: 3MiHu I Ty -
3minu 3 sikocTi. ['0TOBMIA TiKapchkuit 3aci6. KOHTpoJIb TOTOBOTO
JiKapchKOro 3acoby. 3MiHa y MeTozax BUNpoOyBaHHS FOTOBOIO

Jnikapcekoro 3acofy (iHiui 3MiHM y MeToziax BUNpoOyBaHb
(BK/IrOUaroun 3aMiHy abo /JONIOBHEHHsT)) 3MiHa B aHA/IiITHUHOMY
MeToZi BUNpOOyBaHHsT 3@ TIOKa3HUKOM «CyTyTHI JOMIIIIKH.

[luMepH Ta arperaTv BUCOKOMOJIEKYsIpHOI ¢pakuii (BM®)»

(ekcmo3iliHa xpomaTorpadisi), a came 3miHa XxpomaTorpadiuHoi
KOJIOHKH Ta YMOB TIPOBe/IeHHsI BUTIPOOyBaHHs

3a peyenmom

UA/12383/01/03
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o 2 (3 wrpuna y
KOXKHil) KOHTYpHi
6micTepHi yIakoBKH B
KapTOHHiM Kopobii

22,

BIHOKPUT®

PO34HMH /151 iH'€KLIiH,
84 mkr/mn o 0,8 mi
(8000 MO) a6o 1 mn
(10000 MO) po3unHy
JJ1s1 i1’ eKLjii B
rornepesHb0
3aII0BHEHOMY,
rpajyiioBaHOMY
LINPHL, OCHAILIIEHOMY
TIOpIIHEM,

iH’ eK1|iiHOIO rOMIKO10,
KOBIIAUKOM Ta
3aXMCHUM TIPUCTPOEM
IJ1s1 3arobiraHHs
TIOLLKO/KeHHIO
TOJIKOHO Mic/Is
3acTocyBaHHs, abo Ge3
HBOIO; 110 1 mmpuILy y
KOHTYPHi#i 6/ticTepHi
ymnakoBuj; rmo 1
KOHTYPHill 6/ticTepHii
YIAaKOBLi Y KAPTOHHIH
Kopobuii; o 0,4 mn
(4000 MO), abo 0,6
w1 (6000 MO), abo mo
0,8 M1 (8000 MO),
a6o 1 m (10000 MO)
PO3YMHY 151 iH’ €KLilt
B TIOTIepeJHBO
3aIll0BHEHOMY,
rpajlyioBaHOMY
LUMNPUL, OCHAaIleHOMY
TIOpIIHEM,

iH’ eK1[ilHOIO TO/KO}1O,
KOBITAUKOM Ta
3aXUCHUM MIPUCTPOEM
[Tt 3aro0iraHHs
TIOIIKO/KEHHIO
TOJIKOHO MiC/Is
3actocyBaHHsi, abo 6e3
HBOTO; 110 3 LITNPHLA ¥
KOHTYPHil 6/ticTepHii
yHakoBLji; 1o 2
KOHTYPHI OsticTepHi

Canpio3 'm6X

ABcTpis

Aii [Ti Ti Bionorika
I'm6X, HimeuurHa
(BiznoBizansHui 3a
BUPOOHUI[TBO,
MaKyBaHHS, KOHTPOJIb
cepii); Canpo3 'm6X-
BII lladTeHay, ABcTpis
(BigroBifanpHAUI 3a
BUITYCK cepil)

HimeuunHa/
Ascrpis

BHeCeHHs 3MiH [0 peecTpalliifHux MarepiaiiB: 3minu I Tumy -
3wminu 3 sikocTi. ['oTOBMIA MiKapchkHii 3acib. KoHTpomns rotoBoro
JikapcbKoro 3acoby. 3MiHa y MeToziax BUNPOOyBaHHS FOTOBOIO

JiKapChKOro 3acoby (iHiii 3MiHKU y MeTO/IaX BUTIPOOYBaHb
(BKiTIOUarOuX 3aMiHy abo /{OTIOBHEHHST)) 3MiHa B aHA/TITHUHOMY
MeTo/i BUNpoOyBaHHs 3a MOKa3HUKOM «CyIyTHi AOMILLIKH.

[viMepu Ta arperatvi BACOKOMOJIEKY/IsIpHOI pakuiii (BM®d)»

(excmo3iitHa xpomarorpadist), a came 3MiHa xpomaTtorpadiunoi
KOJIOHKH Ta YMOB TIPOBe/IeHHsI BUTIPOOyBaHHs

3a peyenmom

UA/12383/01/01
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Ne Haszea dopma sunycky 3asneHuk Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka ¢opma, 3as18HUKA @UPOGHUKA 8ionycky peecmpayitiHozo
3acoby YNakoeka) noceioueHHst
YNaKoBKU B KAPTOHHIH
KOpOoOLi
23. BIOJIIK PO3UMH [/ iH'eKLii 3 AT "BIOJIIK" YxpaiHa AT "BIOJIIK" YKpaina BHeCeHHs1 3MiH /I0 peecTpaLjiiiHiX MaTepia/iB: 3Minu I Tumy - 3a peyenmom UA/15771/01/01
TYBEPKY/JII aKTUBHICTIO 2 3min 3 sikocTi. ['oToBMIA JlikapchbKuit 3aci6. CtabinbHicTb. 3MiHa y
H IIIA-J1 TO/n03a; no 0,6 M (6 TepMiHax mpugaTHOCTi abo ymoBax 36epiraHHs FOTOBOTO
703), mo 1 mi (10 fo3), niKapceKoro 3acofy (36i/bIueHHst TepMiHy MPHUATHOCTI TOTOBOTO
o 3 mi (30 go3) B JiKapcbKoro 3aco0by) - ITic/is meprioro po3KpUTTs
ammysiax Ne 10; abo (MiATBEPAKYETHCSE IAHUMH PeaTbHOTO Yacy) 301/IbIIeHHsT TepMiHy
KOMIUIEKT: 1 amitysia MPH/IaTHOCTi TOTOBOTO JTIKAPCHKOT0 3aco0y Tic/Is MepIioro
o 0,6 mn (6 103), 3 PO3KPUTTS.
LUTPULU 3 TOIKAMU 3anporioHoBaHo: [IpenapaT B ammyi Mic/s BijKpUBaHHSA
JUIs BUTSITAHHS, 3 36epiraTy B acenTHYHHUX YMOBax He JoBIIe 2 rouH. SIKiro
TOJIKU /17151 BBe/leHHS; JiKapchKUii 3aci6 y My/IbTH/[030BOMY (h/1aKOH TTiC/Is1 MepIioro
abo komruiekT: 1 PO3KPHTTS He BUKOPUCTOBYETLCS Bifjpasy, uac Ta yMOBU
ammysia o 1 mi (10 36epiraHHs He TIOBHHHI IepeBUIIyBaTH 24 TOAWHYU NPH
[103), 5 INPULIIB 3 Temnepatypi Bif 2°C g0 8 °C. 3MiHU BHOCATBCA [0
ToJIKaMHU J1J1s1 peectpaiiiHoro noceiguenHs, MK, iHCTpyKuUii A1 MeAUYHOTO
BUTSATAHHS, 5 FOJIOK 3acTocyBaHHs. 3MiHu I Tumny - 3MiHu 3 IKOCTi. MeuuHi npucTpoi.
JJ1s1 BBeJieHHst; abo 1 3MiHa NpUCTPOIB /151 BUMipIOBaHHs /1031 ab0 BBe/|eHHs
¢nakon mo 1 mn (10 JIiKapChKOro 3acoby (fofaBanHs ab0 3aMiHa MPUCTPOIO, SIKUi He €
703), 10 mmpuiis HeBi/I'€MHOIO UaCTHHOIO TIePBUHHOI YIIaKOBKH) - [IpuCTpil, sKuit
€aMOo0JIOKYUNX Mae CE-MapKyBaHHs - [lojlaBaHHsI IPUCTPOLO, SIKUI He €
HeBi/'EMHOIO YaCTMHOIO MePBUHHOI yIIaKOBKY, a caMe /10/jaBaHHs
LINPHULB CaMOGJIOKYOUKX [Ist JIIKapChKoro 3acofy y ¢uiakoHax.
3MiHM BHOCATBCS 10 peecTpaLiiiHoro nociguenHs, MK,
iHCTPYKUii /711 MeJUYHOTO 3aCTOCYBaHHSI Ta TEKCTY MapKyBaHHs.
3wminu I tuny - 3minu 3 sikocTi. ['oTOBMI JikapceKuii 3aci6. 3miHK
y BUPOOHULITBI. 3MiHa po3mipy cepii (BK/IFOUaIOUH Jiarna3oH
pO3Mipy cepii) TOTOBOTO JIiKapChKOro 3acoby (Maciirab [ist
JIiKapcbKOro 3acoby 6i0/10rigHOro/iMyHOIOTiUHOTO TIOXO/KEHHST
301/IbILIMBCS/3MeHIINBCS 6e3 3MiHM BUPOOHHUUOTO MpoLieCy
(Hanpuksiaz ay6siroBaHHs JTiHii)) BBeeHHs /17 TOTOBOrO
JliKapceKoro 3acofy, 10 BUITyCKaeTbCs Y (1akoHax po3mipy cepii
30 51. 3minu II Tumny - 3miHu 3 siKocTi. ['0TOBUMIA NiKapchKHiA 3aci6.
CucTeMa KOHTelHep/3aKyoproBaibHUiL 3aci6. 3MiHa y epBHHHI#H
YTIaKOBL{i FOTOBOT'O JTIKApPCHKOT0 3aco0y (TUIT KoHTelHepa abo
[l0/laBaHHs1 HOBOT'O KOHTelHepa) - CTepu/ibHi JIiKapchki 3acobu Ta
JIiKapChKi 3ac06u 6i0/I0TiUHOT0/iMyHOIOTYHOTO TIOXO/KEHHS -
[IonaBaHHs (J1aKOHIB B IKOCTI HOBOT'O BH/Y TePBUHHOTO
rnakyBaHHs1. 3anporioHoBaHo: ®akoHu ckisHi o 1 mi (I kinacy
TipOMiITHUHOT CTIMKOCTI), 3aKyropeHi ryMmoBumu rnpodkamu (2-3A
RS) Ta 3akaTtaHi amominieBumu Koernaukamu (K-2-13) abo
a/TFOMiHi€EBUMU KOBMAYKaMM 3 TJIACTUKOBUMM Hakagkamu (K-2-
13I1H).
24. BIOJIIK PO34MH J/1s1 iH'eKLilt 3 AT "BIOJIIK" YkpaiHa AT "BIOJIIK" Ykpaina BHECEeHH$ 3MiH /|0 peecTpaliiiHux mMarepianis: 3minu I Tuny - - UA/15772/01/01
TYBEPKY/JII aKTUBHICTIO 2 3minu 3 sikocTi. ['oToBMIA JikapcbKuit 3aci6. CtabinpHicTb. 3MiHa y
H II13-J1 TO/n03a; in bulk: mo TepMiHax mpuaTHOCTI abo ymoBax 36epiraHHs FOTOBOTO

30 amrmys o 0,6 mi (6

JIiKapchbKOro 3aco0y (36i/bliIeHHs TEPMiHY MPHAATHOCTI TOTOBOTO
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n03), abo o 1 m (10
n03), abo mo 20 ammy
o 3 mi (30 03) y
KapTOHHiH yapyHKOBil
ymakostj; o 10 abo
10 20 KapTOHHUX
YapYHKOBHX YIaKOBOK
B YMAaKOBL|i 3 KApTOHY

JiKapcbKOoro 3aco0y) - ITic/is meprioro po3KpUTTs
(MiATBEPAXKYETHCSI AAHUMH PeATbHOTO Yacy) 301/bIueHHsT TepMiHy
MIPUJATHOCTI TOTOBOTO JIIKaPCHKOr0 3aco0y ITic/Ist ITepIoro
PO3KPHTTS.
3arnpornioHoBaHo: [IpenapaT B ammy:i mic/isi BiAKpUBaHHS
36epiraTy B acenTHYHUX YMOBax He JoBIIe 2 rouH. SIKiro
JIKapChbKUii 3acib y My/bTH030BOMY (/IaKOHi Mic/Ist TIePIIOro
PO3KDUTTS He BUKOPUCTOBYETLCS Bifjpasy, uac Ta yMOBU
36epiraHHst He TIOBHUHHI [TePeBHUIIyBaTH 24 TOAUHHU NPU
Temriepatypi Bif 2 °C o 8 °C. 3MiHM BHOCATBCS [0
peectpauiiiHoro noceigueHHs, MK, iHCTpyKuii A1 MeAUYHOTO
3acTocyBaHH4. 3MiHu I Tuny - 3MiHM 3 IKOCTi. MeuuHi npucTpoi.
3MiHa NpUCTpOIB /151 BUMipIOBaHHS /1031 ab0 BBe/IeHHS
JIiKapChKOro 3aco0y (fofaBaHHs ab0 3aMiHa MPUCTPOIO, SIKUiL He €
HeBiZI'eMHOIO YaCTHHOIO TIePBUHHOI YIIaKOBKH) - [IpHCTpiH, sKuit
Mae CE-mapKyBaHHs - [lojilaBaHHSI IPUCTPOLO, KW He €
HeBi/'eMHOIO YaCTMHOO MePBUHHOI yIIaKOBKY, a caMe /10/jaBaHHs
LINPHULiB CaMOO6JIOKYOUKX JIs JIIKapChKoro 3aco0y y ¢uiakoHax.
3MiHM BHOCATBCS 10 peecTpalliiHoro nocsiguenHs, MK,
iHCTPYKUii 711 MeJUYHOTO 3aCTOCYBaHHSI Ta TEKCTY MapKyBaHHS.
3minu [ Trny - 3minu 3 sikocti. ['0TOBHIA JlikapchKuii 3aci6. 3miHu
y BUPOOHUIITBI. 3MiHa po3mipy cepii (BK/IFOUaOUH Jliarna3oH
PO3Mipy cepii) rOTOBOTO JIiKapChKOro 3acoby (mMaciitab [ist
JIiKapcbKOro 3acoby 6i0/10riYHOro/iMyHOIOTiUHOTO TIOXO/KEHHST
301/IbIIMBCS/3MeHIINBCS 6e3 3MiHM BUPOOHHUUOTO MpoLiecy
(nanpuksiaz ay6siroBaHHs JTiHii)) BBefeHHs /s TOTOBOrO
JIiKapcbKOro 3aco0y, 110 BUIyCKAEThCs Y (hriakoHax po3mipy cepii
30 51. 3minu II Tumny - 3miHu 3 siKocTi. ['0TOBHMIA NiKapchKHiA 3aci6.
CucreMa KOHTelHep/3aKyroproBaibHUiL 3aci6. 3MiHa y repBHHHIH
YTIaKOBL{i FOTOBOT'O JTIKapCHKOT0 3aco0y (TUIT KoHTelHepa abo
[Jlo/laBaHHs HOBOT'O KOHTelHepa) - CTepubHi JTiKapchbki 3acobu Ta
JIiKapChKi 3ac06u 6i0/I0TiYHOT0/iMyHOTOTYHOTO TIOXO/KEHHS -
[IonaBanHHs (1aKOHIB B IKOCTI HOBOT'O BH/Y ITIEPBUHHOTO
rakyBaHHs1. 3anporioHoBaHo: ®akoHu ckistHi o 1 mu (I kimacy
TipOMITHUHOT CTIMKOCTI), 3aKyropeHi rymoBumu rnpobkamu (2-3A
RS) Ta 3akatani amominieBumu Koernaukamu (K-2-13) abo
aTFOMiHi€EBUMU KOBIIaUKaMH 3 TJIACTUKOBUMM Hakagkamu (K-2-
13I1H).

25.

BY®OMIKC
IBIXEM/IEP

TIOPOLLIOK JJISt
iHransigiv 160 mkr/4,5
MKr/n03a; o 60 1o3
abo 120 o3 B
iHransTopi i3
3aXMCHHAM KOBIIAUKOM
y namMiHOBaHOMY
nakerti; mo 1
JlaMiHOBaHOMY TaKeTy
B KapTOHHIH KopoO1ij;

Opion
Koprnopeiiiix

Oinnanpis

Opion Kopnopefiux

Oinnanpis

BHeCeHHs1 3MiH /I0 peecTpaLjiiiHiX MaTepia/iB: 3Minu I Tumy -
3minu 3 sikocTi. 'oToBMIA NTiKapchkuii 3aci6. KoHTposb
JIONOMDKHHX peyoBHH. 3MiHa apameTpiB crierudikariiii ta/abo
JIONYCTAMHX MEeX 151 JOTIOMIXKHOI pedoBHHH (iHImi 3MiHN) 3MiHI
JIOMYCTUMMX MeX 3a NIOKa3HUKOM «Volume particle size» y
crienmdikanii Ha gornombkHy pedoBrHy Lactose ML. 3minu I Tumy
- 3miHu 3 sIKocTi. I'oToBwMit ikapcekwmit 3aci6. KoHTpomns
[IOTIOMDKHUX peyoBHH. 3MiHa mapaMeTpiB crerudikariiii ta/abo
JIOTTYCTUMUX MEX [|J1s1 OTIOMI>KHOI peyoBUHH (iHIIi 3MiHN) 3MiHK
JIONYCTUMUX MEX 3a ITOKa3HUKOM «Volume particle size» y

3a peyenmom

UA/14855/01/01
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Ne Haszea dopma sunycky 3asneHuk Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka ¢opma, 3as18HUKA @UPOGHUKA 8ionycky peecmpayitiHozo
3acoby YNakoeka) noceioueHHst

o 60 fo3 abo 120 mo3
B iHrasnsropi i3
3aXMCHAM KOBITaUKOM
y 1laMiHOBaHOMY
nakerti; mo 1
JIaMiHOBaHOMY TTaKeTy
Ta 3aXMCHOMY
KOHTeHHepy /st
iHransropa B
KapTOHHiN Kopoobrji

crierMikariii Ha JornomMi>kHy peuoBuHy Lactose SL. 3minu I Tumy

- 3miHu 3 sikocTi. I'oToBuMit TiKapceKuit 3aci6. KoHTpoibs
JIOTIOMKHMX PeuoBHH. 3MiHa y MeToZiax BUIPOOyBaHHS

JIOTIOMDKHOI peuoBHHH (iHIII 3MiHM Y MeTOZIaX BUTIPOOYBaHHS
(BrUTFOUArOUM 3aMiHy abo fofaBaHHs)) 3MiHa METOJUKH

BH3HAUeHHsI PO3Mipy YacTOK /J0NOMDKHOI peuoBrHM Lactose ML
MeTO/I0M Jia3epHa AudpakLiis (3aTBeppkeHo: MeToarka DFE
Pharma; 3anporioHoBaHo: MeToguKa Orion method M123623).
3wminn [ Ty - 3minu 3 sKocTi. ['oTOBHIA JiKapChKHMA 3acib.
KOHTpO/Ib I0MOMIXKHUX PeuoBHH. 3MiHa Y METOJax BUMPOOyBaHHSI

[IOTIOMDKHOT peuoBHHHM (iHILI 3MiHM Y METOZIAX BUTIPOOYBaHHS
(BKUTFOYaroun 3aMiHy abo fjozjaBaHHs1)) 3MiHa METOJUKH

BH3Ha4yeHHs pO3Mipy 4acTOK AonoMikHOI peuoBuHU Lactose SL

MeTOoZIoM JiIazepHa qudpaxiiist (3aTBepxeHo: MeToguka DFE
Pharma; 3arporioHoBaHo: MeTozuKa Orion method M123624).
3minu [ Tuny - 3miHu 3 sikocTi. I'oTOBMIA JTiKapchKuit 3acio.
CucreMa KOHTelHep/3aKyToproBaibHUiL 3aci6. 3miHa
ocTava/ibHUKA MaKyBaIbHUX MaTepiasiB abo KOMITIEKTYFOUHX
(AKI1I0 3a3HAUEHO B /J0ChE) (3amiHa abo ZoJaBaHHs
M0CTavya/IbHUKA)

JofiaHo abTepHATUBHOTO MOCTavyaAbHUKa 6apBHUKa Treffert
GmbH & Co. KG, 1110 BXOAUTb [I0 CK/IaJly 3aXUCHOT0 KOBMauKa
iHransTopa.
3wminn I Tuny - 3minu 3 sikocti. Ceprudikar BignosigHocTi/I'E-
ceptudikar BiAnoBifHOCTI €BponeiceKin
tapmakorei/moHorpadii. [TogaHHs: HOBOro abo OHOBIEHOTO
ceprudikara BifnosigHocTi abo BuyueHHst cepTrdikaTa
BiAmoBifHOCTI EBponeiickkiii hapmakomnel: aas ADI; ams
BUXI/IHOTO MaTepiasy/peareHTy/IIPOMI>KHOTIO TIPOAYKTY, 1110
BHKOPHCTOBYIOTHCS y BUPOOHUITBI ADI; 17151 01IOMDKHOT
peuoBHHH (cepTHdIKaT BimoBiAHOCTI EBpomneichKil dpapmakorei)
- OHOBJIeHM# cepTudiKaT Bif y>ke 3aTBepyKEHOT0 BUPOOHHKA -
IMozaHo oHOB/EHMH ceprudikar BifnosigHocti € No. R1-CEP
1997-067-Rev 09 asis1 #itouoi pe4yoBUHHU Oy[eCOHIAY Bif
3aTBepZpKeHOro BUpobHuKa Sicor s.r.l., ITasist Ha 3amiHy
ceprudikary BignosifgHocti EP No. R1-CEP 1997-067-Rev 08, y
3B’513Ky i3 3MiHOIO afpecu BiacHuka CEP TEVA Pharmaceutical
Industries Ltd, I3painb. 3minu I Tumny - 3MiHM 3 SKOCTI.
Ceptudikat BignosigHocTi/I'E-ceprudikar BignosigHocTi
€Bponeiicekiii papmakornei/MoHorpadii. [TogaHHs HoBoro abo
OHOBJIEHOTO ceprrikaTa BifmoBiAHOCTI ab0 BUTYUYeHHSsI
ceprudikara BifimoBigHOCTI EBpoMelchKiil hapmakorei: g ADI;
JI1S1 BUXi/JHOTO MaTepiay/peareHTy/IIPOMi>)KHOTO MIPOJYKTY, 1110
BUKOPUCTOBYIOThCS y BUPOOHULITBI ADI; 7151 OMOMDKHOT
peuoBHHH (cepTHdiKaT BigoBiAHOCTI E€BpomneiiceKill dpapmakorei)
- HoBuii ceprudikar Biz HoBoro BUpobHUKa (3amiHa abo
ponosHeHHs1) ITonaHo HoBui cepTudikar BianosigHocti €P, No.
R1-CEP 2010-190-Rev 03 z151 firouoi peyoBuHU OyzieCcOHInY Bif,
HoBOro BMpobHrka Minakem Dunkerque Production, ®paHiiisi.
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3wminu [ Tuny - 3minu 3 sikocti. Ceprudikart BignosigHocTi/I'E-
cepTudikar BignoBigHOCTI EBpOMNenchKii
(hapmakornei/mMoHorpadii. ITogaHHs HOBOrO ab0 OHOBJIEHOTO
ceprudikara BifmoBizHOCTI abo BHTyuyeHHs cepTudikaTa
BiAnoBigHoCTI €Bponeiichkiit papmaxomnel: aas ADI; as
BUXIiJJHOTO MaTepiajy/peareHTy/lIPOMi>KHOTO TIPOAYKTY, 11{0
BHUKOPHCTOBYIOThCS y BUPOOHULITBI ADI; 1711 JONOMDKHOT
peuoBUHH (cepTUdiKaT BiNOBifHOCTI EBpoONenchKil dapmakorel)
- HoBwii ceprudikar Bij HoBoro Bipo6HuKa (3aMiHa abo
noroBHeHHs1) [TonaHo HoBHH cepTudikar BignosigHocTi €®, No.
RO-CEP 2015-215-Rev 00 a5 gitouoi pedoBuHH (HOPMOTEPOITY
¢ymapary purigpary Bif HoBoro Bupo6HuKa Fermion Oy,
®innsHAis. 3mind I Tuny - 3minu 3 sikocTi. CepTrdikaTt
BignoBigHocTi/TE-cepTudikar BignoBigHocTi €EBponencbKin
(hapmakornei/mMoHorpadii. ITogaHHSI HOBOrO ab0 OHOBJIEHOTO
ceprudikara BifmoBigHOCTI abo BrTyuyeHHs cepTudikaTa
BiAnoBigHoCTI €Bponeiichkiit papmaxomnel: aas ADI; s
BUXIiJJHOTO MaTepiajy/peareHTy/lIPOMi>KHOTO TIPOAYKTY, 11{0
BHUKOPHCTOBYIOThCS y BUPOOHULITBI ADI; 17151 JONOMDKHOT
peuoBUHH (cepTUdiKaT BiNOBifHOCTI EBpONenchKil dapmakorel)
- OHOB/IeHHH cepTHdIKaT Bif] y>Ke 3aTBepyKeHOT0 BUPOOHHKA -
ITozaHo oHOB/eHHUH ceprudikar BifnosigHocti €@ No. RO-CEP
2015-215-Rev 01 s pirouoi peyoBunu hopmoreposny ¢hymapary
IWTigpary Bifi 3atBeppKeHoro BUpoOHuKa Fermion Oy, ®iHnsaHzis
Ha 3aMiHy ceptHdikaty BignosigHocTti E® No. RO-CEP 2015-215-
Rev 00. 3minu I Tuny - 3minu 3 skocti. CepTudikar
BignoBigHOCTI/I'E-cepTrdikaT BifnosigHoCTi E€BpomnelchKii
(hapmaxoriei/MoHorpadii. [ToaHHs HOBOTO abo OHOBJIEHOTO
ceprudikara BignoBigHocTi abo BryueHHs cepTudikaTa
BiATIoBifHOCTI EBpomeiicekilt papmaxomnel: aass ADI; ams
BUXI/IHOTO MaTepia/y/peareHTy/IIPOMi>)KHOIO TIPOAYKTY, 1110
BUKOPHCTOBYIOThCS y BUPOOHULITBI ADI; 17151 ONOMDKHOT
peuoBHHH (cepTHdiKaT BigoBigHOCTI E€BpomneiiceKill dpapmakorei)
- OHoB/IeHUI cepTUdIKaT BiJ] y)ke 3aTBep/KeHOro BUPOOHMKa -
IMozano oHoBeHu ceprudikar Bignosignocti € No. RO-CEP
2015-215-Rev 02 py1s1 fiirovoi peyoBUHH popMoTeposty hymapary
IWrigparty Bifi 3aTBeppKeHoro BupobHuka Fermion Oy, ®iHnsHzis
Ha 3aMiHy ceptudikary BignoigHocti E® No. RO-CEP 2015-215-
Rev 01. 3minu I Tumny - 3minu 3 skocti. CepTudikar
BignosigHocTi/I'E-cepTudikaT BifnoBigHOoCTI EBpomnenchKii
tapmakorei/moHorpadii. [TogaHHs: HOBOro abo OHOBIEHOTO
ceprudikara BifnosigHocTi abo BuyueHHst cepTrdikaTa
BiAmoBifHOCTI EBponeiickkiii hapmakomnel: aas ADI; ams
BUXIIHOTO MaTepiasy/peareHTy/IIPOMIKHOIO NIPOAYKTY, 1110
BHKOPHCTOBYIOTHCS y BUPOOHUITBI ADI; 17151 01IOMDKHOT
peuoBHHH (cepTHdIKaT BimoBiAHOCTI EBpomneichKil dpapmakorei)
- OHOBJIeHM# cepTudikaT Bif y>Ke 3aTBepyKEHOT0 BUPOOHHKA -
IMozaHo oHOB/EHNMH ceprudikar BifnosigHocti € No. R1-CEP
2015-215-Rev 00 p1s1 zgirouoi peyoBruHu hopMoTepony dhymapary
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Ne

Hasea
NiKapcbKo20
3acoby

Dopma eunycky
(nikapcbka ¢opma,
YNakoeka)

3asneéHuk

Kpaina

3as6HUKa

BupobHuk

Kpaina

@UPOGHUKA

Peecmpayitina npoyedypa

Ymoegu
8ionycky

Homep
peecmpayitiHozo
noceioyeHHst

IWrigparty Bifi 3aTBeppKeHoro BupobHuka Fermion Oy, ®iHnsHzis
Ha 3aMiHy ceptudikary BignoigHocti E® No. RO-CEP 2015-215-
Rev 02. 3minu I Tuny - AaMiHicTpaTHBHI 3MiHN. BumyueHHs
BUPOOHHMYOI AiMbHUL (BK/IIOUal0UH AimbHUL At ADL,
MPOMIKHOTO TIPOAYKTY ab0 rOTOBOTO JIIKAPCHKOTro 3acoly,
[UTBHUL [7151 IPOBE/IeHHS [TaKyBaHHsI, BADOOHMKa,
Bi/INTOBiZJa/IbHOTO 3a BUITYCK Cepiid, Miclie poBeieHHsI KOHTPOJTIO
cepii) abo mocTavasbHUKA BUXIJHOrO MaTepiany, peareHTy abo
JIOTIOMDKHOI PeUOBHHH (SIKILO 3a3HaUeHO Y [J0Che) BumydenHs
BUpOOHYKa fiitouoi peuoBrHU hopmoTepony dymapary Auriapat
Sicor S.r.L, Itanis. 3minu I Tuny - 3minu 3 sikocti. I'oToBUIM
JKapchKui 3aci6. KoHTposb roToBoro yiikapcskoro 3acoby. 3miHa
rapameTpiB crietiudikariiii Ta/abo JOMyCTUMUX MeXX TOTOBOTO
JiKapceKoro 3aco0y (BrlyueHHs! He3HaUHOIO N0Ka3HMKA
(HampHK/IaZ 3acTapizioro MOKa3HUKA, TAKOTO SIK 3arax Ta CMak, abo
inenTudikalis 6apBHUKIB UM CMakOBHX J00aBOK))
BupaneHo nokasHuk «BwmicT Bogu» 3 cietmdikauii I'JI3. 3minu I
THIy - 3MiHU 3 siKocTi. ['0TOBMI JikapceKuii 3aci6. Kontponb
rOTOBOTO JliKapchKoro 3acoby (iHuri 3miHu) BuyjaneHo nmoka3sHUK
«Bwmict Boau» 3 crienmdikauii I'V13.

26.

BAJICAPTAH

TIOPOIIOK
(cy6cTanuis) y
MOJBIMHUX
T10J1ieTU/IEHOBUX
TIaKeTax st
(hapmareBTHUHOTO
3aCTOCYBaHHS

TOB "®apma
Crapt”

YxpaiHa

ITIKA JlabopaTopic
Jlimiteq,

Inpis

BHeCeHHsI 3MiH /I0 peecTpaLliiHuX Marepiais: 3MiHu I Ty -
3minu 3 sikocTi. A®I. Kontposns A®I. 3miHa y MeTozax
punpobyBanust A®I abo BUXifHOrO MaTepiamy/mpOMiXKHOTO
MIPOAYKTY/pearexTy, 1[0 BUKOPUCTOBYETHCS y TIPOLieci
BrupoOHULTBa ADI (He3HaUHi 3MiHH y 3aTBepKEHHX MeTOAX
BUIPOOYBaHHS1)

He3HauHi 3MiHM B MeToZi Bunpo6yBanHsi ADI 3a TOKa3HUKOM
«CynpoBifiHi OMILLIKK», @ caMe BK/IFOUeHO JI0aTKOBY
ingopmatiito 1010 cTabiBHOCTI pO3unHiB, eheKTUBHOCTI
KOJIOHKH Ta 3aro0DKHMX 3aX0/iB MiJ| 4ac BUIPOOyBaHHs.
BigkopurosaHo BifHocHi uacu yrpumyBaHHs (RRT), dakrop
niepepaxyHKy (RRF) Ta po3paxyHKOBi ¢opmy/u.

UA/18632/01/01

27.

BEKTHUBIKC

KOHL{eHTpar /15
po3unHy A5 iH(y3iH,
20 mr/mit; o 5 My
¢nakoHi; mo 1
(hnakoHy B KapTOHHiN
KOpoOIii

AM/KeH
€spona b.B.

Hinepnanp,
u

MapkyBaHHs1, BTOpUHHE
TMaKyBaHHS Ta BUIYCK
cepii:
Awmyxen €spona B.B.,
Higepnanau
BHpOGHHLITBO,
TepBUHHE TNaKyBaHHS:
AmkeH
Manydexuypinr
Jimiten, CIITA

Hipepnangu/
CILIA

BHECeHHs 3MiH /10 peecTpaLiiiHMX MarepiaiB: 3MiHH I THITy -
3Minu 110710 6e3meKu/eeKTUBHOCTI Ta hapMaKkoHarIsiAy. 3MiHa y
KOPOTKi#i XapaKTepHCTHIIi JIIKaPCHKOTo 3aC0o0y, TEKCTi
MapKyBaHHs Ta iHCTPYKLU|i /11 Me/JMYHOTO 3aCTOCYBaHHsI Ha
Mi/ICTaBi perysisipHO OHOBJIIOBAHOTO 3BiTy 3 Ge3reKu JikapCcbKoro
3aco0y, abo [AocCTizpKeHb 3 6e3MeKH 3aCTOCYBaHHS JTIKapChKOTO
3aco0by B mic/sipeecTpaLiiHui epiof, abo SIK pe3ysbTaT OL[iHKK
3BITY 3 JOC/Ii/)KeHb, POBeZleHUX BiZINOBIAHO [0 M/IaHy
nefiaTpUuHUX JocsIpKeHb (PIP) (3MiHy y3rompkeHo 3
KOMIIeTeHTHUM YIIOBHOBa)KEHHM OPraHOM).
3MiHM BHECEHO B IHCTPYKLilO /151 MeIMYHOT O 3aCTOCYBaHHS
JIKapChKOro 3acoby 70 po3ziny "OcobuBi 3axoqu Gesmexu”
10710 6e3reKy 3aCTOCYBaHHS /iF0Y0i PEYOBHMHH 3TiZIHO 3
pekoMenzanismu PRAC. BBesieHHsI 3MiH NPOTAroM 6-TU MicsL|iB
nic/is 3aTBeppKeHHs. 3Minu 11 Tuny - 3mMiHu o0
6e3rnekn/eeKTUBHOCTI Ta papMakoHarJsiy. 3MiHU Y KOPOTKil

3a peyenmom

UA/10806/01/01
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Ne Haszea dopma sunycky 3asneHuk Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
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3acoby YNakoeka) noceioueHHst
XapaKTepHUCTHLi TiKapCbKOTo 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKUII /11 MeJUYHOr0 3aCTOCYBaHHS y 3B’sA3KY i3 HOBUMU
JJaHUMH 3 SKOCTI, JOK/IiHIYUHUMHU, KNiHIYUHUMU JaHUMU Ta JaHUMH 3
(apmakoHarisiy. 3MiHU BHECEHO B iHCTPYKLIiO /7151 MEJUYHOTO
3aCTOCYBaHHS JiKapChKOro 3acoby 7o po3zaiiie "OcobmmBocTi
3actocyBanHs", "[To6iuHi peakuii" Ta, SIK HaC/Ti/OK, 0 TEKCTY
MapKyBaHHs YI1aKOBKH JlikapcbKoro 3aco0y. BeezieHHs 3MiH
MIPOTArOM 6-TU MICSLIIB MiC/Isl 3aTBepPKeHHs.
28. BIJIATE 1000 TOPOILLIOK Ta Okragapma Agcrpia Bupo6HUK, Agcrpis/ BHeCeHHs1 3MiH /I0 peecTpaLjiiiHiX MaTepiasiB: 3Minu I Tumy - 3a peyenmom UA/17518/01/02
MO PO3UMHHUK /1S ®dapMalieBTHKa BiJNIOBiJa/IbHUIM 3a in HimeuunHa/ 3min 3 sikocTi. ['oToBMIA JlikapchbKuii 3aci6. CtabinbHicTb. 3MiHa y
PO3YMHY /151 iH'€KLIiH, IpoxykrioHcre bulk Bupo6HwuIITBO, IIBeris TepMiHax mpugaTHOCTi abo ymoBax 36epiraHHs FOTOBOTO
100 MO/mu; c. m.6.X. TepBHUHHY YTaKOBKY, JniKapceKoro 3acoby (iHmr 3mMiHu) 3MiHM /10 TepMiHy 36epiraHHs
KaptoHHa kopobka Ne KOHTPOJIb SIKOCTI, PO3UMHHHUKA. 3aTBep/KeHo: 5 POKiB.
1: 1o 1 dakoHy 3 BK/IFOUAlOUM Bi3ya/lbHy 3anporoHoBaHo: 4 poku. TepMiH BBeJjeHHsI 3MiH - IPOTAroM 6
TIOPOLUKOM /ISt IHCIIeKLIito MOPOUIKY JJIst MICSL{iB MiC/Is 3aTBep/KeHHs.
MPUrOTyBaHHS PO3UKHY 151 iH'€KLIiH,
PO3YMHY 151 iH’ €KLitt Bi3yasbHy iHCHEKIIit0
(1000 MO). KaproHHa PO3YMHHHMKA Ta
Kopobka Ne 2: o 1 BTOPUHHe TaKyBaHHS,
taxony 3 MapKyBaHHSI, BUITYCK
PO3YMHHUKOM (BOJa cepil f/151 KiHL|eBOTrO
Juist iH’ ekt 3 0,1 % MPOAYKTY (TIOPOLLOK A/
nosticopbarom 80) o PO3uMHY /7151 iH €KLili Ta
10 mn pasom 3 po3unHHHUK): OKTadapma
KOMIUIEKTOM /7151 dapmarieBTUKA
BHYTPIIIHLOBEHHOT O IpoaykrioHcrec. m.6.X.,
BBeJleHHs], 2 Agctpist BupobHuK,
MpOCOYeHi CIMPTOM BiJTIOBi/ja/IbHUIM 32
TamIIoHU. Komriekr Bi3yasbHy iHCHEKIIit0
ISt PO3YHHHIMKA, BTOPHHHE
BHYTPIIIHLOBEHHOT'O NaKyBaHHs Ta
BBe/IeHHsI CK/Ia/la€ThCst MapKyBaHHs KiHI[eBOI'O
3: 1 mwmpuy TIPOAYKTY ( TIOPOLIKY
o/iHOpa3oBui, 1 ISl PO3UMHY IS
KOMILIEKT Jij151 iH ekl Ta
nepeHeceHHs, 1 PO3YMHHUKA):
KOMIUIEKT J/1s1 Okracdapma [eccay
indysiit. Kapronna I'm6X, HimeuunHa;
Kopobka Ne 1 Ta BHpo6HUK,
KapToHHa Kopobka Ne BiJNIOBiZa/IbHUIM 3a in
2 06’ €AHYIOTBCS MK bulk Bupo6HwuIITBO,
€006010 T/1aCTHKOBOIO TIePBHUHHY YTIaKOBKY Ta
I1/1iBKOKO KOHTDOJIb IKOCTI
PO3UMHHUKA:
Okradapma AB, IlIBerist
29. BIJIATE 500 MOPOLIOK Ta Okracdapma ABcTpis Bupo06HuK, Ascrpist/ BHECEeHHs1 3MiH /|0 peecTpaLliiHuX mMatepianiB: 3minu I Tuny - 3a peyenmom UA/17518/01/01
MO PO3UMHHUK [JIst dapMalieBTHKa BiAmoBifgabHMIL 3a in Himeyunna/ 3minu 3 sikocTi. I'oToBwit ikapcekuit 3aci6. CrabinbHicTs. 3MiHa y
PO3UMHY /s iH €KL, IIpopykTioHcre bulk BUpobHULITBO, [IBerist TepMiHax MpHATHOCTI abo yMOBax 36epiraHHs TOTOBOTO
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Ne Haszea dopma sunycky 3asneHuk Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka ¢opma, 3as18HUKA @UPOGHUKA 8ionycky peecmpayitiHozo
3acoby YNakoeka) noceioueHHst
100 MO/mu; c. m.6.X. MepBUHHY yNaKOBKY, JnikapcbKoro 3acoy (i 3MiHK) 3MiHM 10 TepMiHy 36epiraHHs
Kaprtonna kopobka Ne KOHTPOJIb IKOCTI, PO34MHHUKA. 3aTBeP/PKeHO: 5 POKIB.
1: 1o 1 dmakoHy 3 BKJIFOUAlOUM Bi3yasbHY 3arnporioHoBaHo: 4 poku. TepMiH BBeJjeHHs 3MiH - IPOTAroM 6
TOPOLIKOM /ISt IHCMeKLIit0 MOPOLIKY AJIs MICSIL|iB MiC/Is 3aTBeP/PKeHHs.
TIPUrOTYBaHHS PO3UKHY [/151 iH'€KLIiH,
PO3UMHY /151 iH’ €KI{ilf Bi3yasibHy iHCIIEKLIit0
(500 MO). KapTtoHHa PO3YMHHHMKA Ta
Kopobka Ne 2: 1o 1 BTOPMHHE I1aKyBaHHs,
¢nakony 3 MapKyBaHHI, BUITYCK
PO3UMHHUKOM (BOJa cepii Ans1 KiHIleBOro
nuis iH’ekyiit 3 0,1 % MPOAYKTY (TIOPOLLOK At
nosticopbarom 80) o PO3UHHY JIs1 iH €KL{ilf Ta
5 M1 abo 10 mn pazom PO3YMHHUK):
3 KOMIUIEKTOM /ISt OkTadapma
BHYTPIiIlIHLOBEHHOT'O dapmalleBTHKa
BBe/IeHHs1, 2 IpoaykrioHcrec. M.6.X.,
MpOCOYeHi CIMPTOM ABcTpis
TamIioHu. Komrinekr Bupo06HUK,
st BiJMIOBiZIa/TbHUM 3a
BHYTPILLIHLOBEHHOT O Bi3yasbHy iHCHeKLIit0
BBeZleHHs CK/IaJla€ThbCsl PO3UHHHMKA, BTOPHHHE
3: 1 mmpu NaKyBaHHs Ta
0JJHOpa30BUH, 1 MapKyBaHHS KiHL|eBOrO
KOMI/IEKT /151 TIPOAYKTY ( IIOPOIIKY
nepeHeceHHs], 1 JUIs1 PO3UMHY IS
KOMILIEKT Jij1s1 iH eKiit Ta
indys3iit. KaproHHa PO3UMHHHKA):
Kopobka Ne 1 Ta Okracapma [Teccay
KapToHHA KOpoOka Ne I'm6X, Himeuunna
2 06’ €AHYIOTBCS MK Bupo06HUK,
0000 IM/IaCTUKOBOIO Bi/IMOBija/IbHUIA 3a in
T/TiBKOIO bulk BupobHwuIITBO,
TIePBHUHHY YTIaKOBKY Ta
KOHTPOJIb SIKOCTi
PO3UMHHUKA:
Okradapma AB, IlIBerist
30. TEKCOPAJI® | nbojsiHUKY; O 4 TOB "[I>koHCcOH Ykpaina FOHik PapmaceroTHKan Inpis BHECEeHHs1 3MiH /|0 peecTpaLjiiHuX mMatepianiB: 3minu I Tuny - Ne 1, Ne 8, Ne UA/2173/01/01
JIOPCEIIT 31 JIbOJSTHUKU Y CTPUIIi; i JI>KOHCOH JTabopartopi3 3minu 10710 Ge3neku/eeKTHBHOCTI Ta (hapMaKoOHarIsAY. 12, Ne 16, Ne
CMAKOM 1o 2, abo 4 cTpunu y YkpaiHa" (Bigminenns dipmu "IHk. BeegenHst ab0 3MiHM /[0 y3araJbHeHHX [JAHKX [P0 CHCTEMY 24 — 6e3
ATIE/IbCUHA | KapTOHHil KOpoobrji B. Kemikans enp (apmakoHarJisiy (BBe/leHHs y3ara/JlbHeHUX [JaHUX [P0 CUCTEMY peyenma, Ne
dapmacsroTrkans JIta.") (hapmakoHarJisizy, 3MiHa yIIOBHOBa)KeHOI 0co6H, BifjoBianbHOI 100 - 3a
3a 3ziiicHeHHs hapMaKoHarIsiy; KOHTaKTHOI 0COOH 3 peyenmom

(hapmaxoHarsi/ly 3asBHUKA /711 3/jiliCHeHHsI ()apMaKOHarsiy B
YkpaiHi, SIKII[0 BOHA BifiMiHHa Bifi yIIOBHOBa)KeHO1 0co6H,
BifimoBifabHOI 3a 37ificHeHHs papMaKOHaT/sAAy (BK/IIOUA0UN
KOHTaKTHI JjaHi) Ta/abo 3MiHM y po3MilljeHHi MacTep-daiina
cricTeMu (hapMakoHarsisily) 3MiHa yIOBHOBaXKeHOI 0co6u
3asBHMKA, BifIMOBiIa/IbHOI 32 hapMaKOHar/Isi.
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Ne

Hasea
NiKapcbKo20
3acoby

Dopma eunycky
(nikapcbka ¢opma,

YNakoeka)

3asneéHuk

Kpaina

3as6HUKa

BupobHuk

Kpaina

@UPOGHUKA

Peecmpayitina npoyedypa

Ymoegu
8ionycky

Homep
peecmpayitiHozo
noceioyeHHst

[iroua pepakuisi: ApHayrosa FOnist JleonizjiBHa / Arnautova
Yuliya Leonidivna. ITporionoBana pegaxuisi: Haropua Karepuxa
IsaniBHa / Nahorna Kateryna Ivanivna. 3viHa KOHTaKTHHX /JaHUX
YIIOBHOBa)XeHOI 0CO6H, BiiMOBijanbHOT 3a hapMakoHarsisiz. 3MiHa

Miclje3Haxo/pKeHHsI MacTep-daiiia cucteMu papMaKOHArsIaYy.
3MiHa Miclg 3ificCHeHHsSI OCHOBHOI [Jis/IbHOCTI 3 hapMaKOHarsay.

31.

TEKCOPAJI®
JIOPCEIIT 3I
CMAKOM
JINMMOHA

JIbO/ISIHUKHY; 10 4
JIbOJSTHUKU Y CTPUIIi;
1o 2, abo 4 crpurm y
KapTOHHiW Kopoobwji

TOB "[I>koHCcOH
i [I)xoHCOH

Ykpaina"

Ykpaina

FOHik ®apmaceroTHKan
JlabopaTopi3
(Bigminenns dipmu "IHk.
b. Kemikans enp
dapmacsroTukans JIta.")

Tnpis

BHECEeHHs1 3MiH /|0 peecTpaLiiHuxX mMatepianis: 3minu I Tuny -
3minu 1010 Ge3neku/eeKTHBHOCTI Ta (hapMaKoOHarIsAy.
BeegenHst ab0 3MiHM /[0 y3araJbHeHHX [JAHKX [P0 CHCTEMY
(hapmakoHarsly (BBeJieHHs1 y3arajbHeHUX JaHUX IIPo CUCTeMy
(hapmakoHarsisizy, 3MiHa yIoBHOBa)KeHOI 0COOH, Bi/ITIOBianbHOT
3a 3zilicHeHHs hapMaKoHarJIsiy; KOHTaKTHOT 0COOH 3
(hapmaxoHarsi/ly 3asBHUKA /711 3/jiliCHeHHsI ()apMaKOHarsiy B
YkpaiHi, SIKII[0 BOHA BifiIMiHHa Bifi yIIOBHOBa)KeHO1 0cO6H,
BifimoBifabHOI 3a 3ificHeHHs papMaKOHar/sAAy (BKIIOUA0UX
KOHTaKTHI JjaHi) Ta/abo 3MiHM y po3MilljeHHi MacTep-daiina
cricTeMu (hapMakoHarsisiiy) 3MiHa yIOBHOBaXKeHOI 0co6u
3asIBHHKA, Bi/jOBiZanbHOI 3a (hapMaKoHarsg,.

[iroua pepakuisi: ApHayroBa FOnist JleoniziBHa / Arnautova
Yuliya Leonidivna. ITporionoBana pezaxuisi: Haropua Karepuxa
IsaniBHa / Nahorna Kateryna Ivanivna. 3MiHa KOHTaKTHHX JJaHUX
YIOBHOBa)XeHOI 0CO6H, BiAiMOBifanbHO 3a hapMakoHarsisiz. 3MiHa
Miclje3Haxo/pKeHHsI MacTep-daiiia cucteMu papMaKOHArBsIaYy.
3MiHa Miclig 3/iiiCHeHHSI OCHOBHOI [Iis/IbHOCTI 3 hapMaKOHarsay.

Ne 1, Ne 8, Ne
12, Ne 16, Ne
24 — 6e3
peyenma, Ne
100 - 3a
peyenmom

UA/2174/01/01

32.

TEKCOPAJI®
JIOPCEIT 3I
CMAKOM
MEJY TA
JINMOHA

JIbO/ISTHUKY; 10 4
JIbOJISHUKY Y CTPUIIi;
1o 2, abo 4 cTpunu y
KapTOHHiH KopoObri

TOB "[1>koHCOH
i JI>KOHCOH

Ykpaina"

Ykpaina

FOHik ®apmacbkroTHKan
JlabopaTopi3
(Bigminenns dipmu "IHk.
b. Kemikans enp
®apmackroTrkans Jita.")

Tnpis

BHECEeHHs1 3MiH /|0 peecTpaLliiHuX mMatepianiB: 3minu I Tuny -
3minu 110710 Ge3rekw/eeKTUBHOCTI Ta hapMaKOHATJISIAY.
BBezienHst ab0 3MiHM /|0 y3araJabHeHHX JJAHHX [P0 CHCTEMY
(hapmaxoHarns/ly (BBeJieHHs! y3arajbHeHUX JaHUX IIPo CUCTeMy
(hapmakoHarsisizy, 3MiHa yIIOBHOBa)KeHOI 0COOH, Bi/ITOBiabHOT
3a 37iiificHeHHs hapMaKOHarJIsiy; KOHTaKTHOI 0cobu 3
(hapmaxoHaris/ly 3asBHUKA /711 3/jiliCHeHHsI ()apMaKOHarIsiy B
YkpaiHi, SIKIIJ0 BOHa BijMiHHa Bi/| yIIOBHOBa)keHOT 0COOH,
BifiMOBifabHOI 3a 37iHicHeHHs papMaKOHar/sAy (BK/IIOUA0Ur
KOHTAaKTHI JjaHi) Ta/abo 3MiHK y po3MilljeHHi MacTep-daiina
crctemu hapMakoHarssiy) 3miHa yIIOBHOBaXKeHOI 0cobu
3asBHUKA, BiJTOBiJa/IbHOI 32 (hapMaKoHarsz.

[iroua pepakuisi: ApHayrtoBa FOnis JleonifiBHa / Arnautova
Yuliya Leonidivna. ITporioHoBaHa pegakijisi: HaropHa Katepuna
IBaaniBHa / Nahorna Kateryna Ivanivna. 3MiHa KOHTaKTHUX JJaHUX
YIOBHOBa)XeHOI 0cO6H, BiAiMOBifanbHOT 3a hapMakoHarsisiz. 3MiHa
MicIje3Haxo/pKeHHsT MacTep-daiiia cucreMu hapMaKOHArJBIAY.
3MiHa Miclg 3iiCHEHHsI OCHOBHOI [is/IbHOCTI 3 hapMaKOHarJIsay.

Ne 1, Ne 8, Ne
12, Ne 16, Ne
24 — 6e3
peyenma, Ne
100 —-3a
peyenmom

UA/10278/01/01

33.

TEKCOPAJI®
JIOPCEIT 3I
CMAKOM
YOPHOI
CMOPOHH
u

JIbO/ISTHUKY; 10 4
JIbOZITHUKH Y CTPHITi;
1o 2, abo 4 cTpunu y
KapTOHHiH KopoobLi

TOB "[1>koHCOH
i JI>KOHCOH
Ykpaina"

Ykpaina

FOHik ®apmackroTHKan
JlabopaTopi3
(Bigminenns dipmu "IHk.
b. Kemikans enp
®apmackroTrkans Jita.")

Tnpis

BHECeHHs 3MiH /10 peecTpaLiiiH1X MarepiasiB: 3MiHu [ Ty -
3minu 110710 Ge3rekw/edeKTUBHOCTI Ta (hapMaKOHATJISIAY.
BeegieHHs1 a60 3MiHH /10 y3araJbHeHUX JJaHUX PO CUCTEMY
(apmakoHarJisiy (BBe/ieHHs y3araJbHeHUX [JaHUX [P0 CUCTEMY
(hapmakoHarsIsizy, 3MiHa yIIOBHOBa)KeHOI 0COOH, Bi/ITIOBiabHOT
3a 37ilicHeHHsI )apMaKOHArJIsIy; KOHTaKTHOI 0cO0H 3

Ne 1, Ne 8, Ne
12, Ne 16, Ne
24 — 6e3
peyenma; Ne
100 - 3a

peyenmom

UA/2176/01/01
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Ne Haszea dopma sunycky 3asneHuk Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka ¢opma, 3as18HUKA @UPOGHUKA 8ionycky peecmpayitiHozo
3acoby YNakoeka) noceioueHHst
(hapMaKoHarJIsily 3asBHHKa /7151 37ifiCHeHHs hapMaKoHarJsigy B
VYkpaiHi, SIKII[0 BOHA BifiMiHHa Bifi yIIOBHOBa)KeHO1 0Cco6H,
BifimoBifabHOI 3a 37ificHeHHs papMaKOHaT/sAAY (BKITIOUA0UN
KOHTaKTHI JjaHi) Ta/abo 3MiHM y po3MilljeHHi MacTep-daiina
crcTeMu (hapMakoHArssiAy). 3MiHa YIIOBHOBaXKEHOT 0CO6H
3asBHMKA, BiINMOBiJaIbHOI 3a (hapMaKOHar/sy,.
[iroua pepakuisi: ApHayrosa FOnist JleoniziBHa / Arnautova
Yuliya Leonidivna. ITporionoBana pegaxuisi: Haropua Karepuxa
IsaaniBna / Nahorna Kateryna Ivanivna. 3MiHa KOHTaKTHHX JaHUX
YTIOBHOBa)KeHOI 0cobH, BiATOBiZia/IbHOI 32 ()apMaKOHarsiy.
3MiHa MicLie3HaxopKeHHs1 MacTep-(aiina cucteMu
(hapmaxoHarsy. 3MiHa MicIjs 34ifiCHeHHSI OCHOBHOI [is/IbHOCTI 3
(hapMaKoHarszy.
34. TEMAKCAM PO3UMH A1 iH'eK1il, TOB Ykpaina KoHtpossb, BUMycK cepii: Ykpaina/ BHeCeHHsI 3MiH /I0 peecTpaliiiHix MaTepiasis: 3minu I Tumy - 3a peyenmom UA/13418/01/01
50 mr/mn o 5 M1 B «PAPMACEJI TOB «®APMACEI/I», Himeuunna 3minu 3 sikocTi. ['0TOBMI JlikapchKuii 3aci6. 3MiHK y BUDOOGHULITBI.
ammyi, o 10 a6o 50 » YkpaiHa 3MiHa iMnopTepa/3MiHH, 11{0 CTOCYIOThCSI BUITYCKY cepil Ta
amnyn y nauii 3 BropuHHa ynakoBka, KOHTPOJIIO SIKOCTi TOTOBOTO JIiKapchKoro 3acoby (3amiHa abo
KapToHy, 1o 10 M B KOHTPOJIb: JloJlaBaHHs1 BUPOOHMKa, 1110 BifTIOBiZa€e 3a BBe3eHHs Ta/abo BUITYCK
ammyii, o 5 a6o 10 XOJIOIMAK cepii) - Bk/rouarouu KOHTPOJIL/BUNIPOOYBaHHs Cepii - JoAaBaHHs
amnyn y nauii 3 ®DeprniakyHI CTeXHIK Bupo6Huuoi Ainbhuili TOB "®APMACEJT", Ykpaina
KapTOHY I'm6X, HimeyunHa BiZITTOBiZja/IbHOT 32 KOHTPOJIb, BUITYCK Cepii. 3MiHU BHeceHi B
Bupo6HULITBO IHCTPYKLitO A/151 MEAUUHOTO 3aCTOCYBAHHSI /1iIKapCHKOTO 3aco0y y
Hepo3dacoBaHoi po3zin "Miciie3Haxo/pKkeHHsT BUDOOHHKA Ta ajjpeca MicLis
MPO/AYyKL{il, MepBUHHA Ta TIPOBa/PKEHHS MOro JisyIbHOCTI" 3 BiJTIOBiHUMU 3MiHaMU B TeKCTi
BTOPUHHA YIaKOBKa, MapKyBaHHsl y1akoBOK. BBeZieHHs 3MiH NIPOTAroM 6-TH MicsL|iB
KOHTPOJIb: Tic/s 3aTBep/PKEeHHSI.
XOJIOTTIAK
®DepriakyHr cTexXHik
I'm6X, HiMeuunHa
35. TIMMOTIA3MU], | Ttabserku o 100 wmr; TOB "CaHodi- YkpaiHa BHUPOOHHLTBO, ITepBUHHE YropumHa BHECEeHHs 3MiH /|0 peecTpaliiiHux mMarepianis: 3minu I Tuny - 3a peyenmom UA/7593/01/02
® Ne 20: o 20 TabneTok ABeHTIC Ta BTOPMHHe NaKyBaHHS, ApmiHicTpaTuBHI 3MiHU. 3MiHa HaliMeHyBaHHsI Ta/abo agpecu
y 6micrepi; o 1 Ykpaina" KOHTPOJIb SIKOCTI Ta MiCLIs TPOBa/pPKeHHs Ais/IbHOCTI BUPOOHHKA/iMITOpTepa roTOBOro

6/ticTepy y KapTOHHIN
KOpooLi

Bunyck cepii I'V13 (3a
BUKJ/TIOUEHHSIM
MikpobiosoriuHoro
TeCTYBaHHS):
Onenna Xesckea
Xanrepi Kor.,
YropiuHa
Mikpobiosioriuxe
TectyBaHHs ['V13:
XIHOIH 3aBoj
dapMarieBTUYHUX Ta
Ximiunux ITpogykTiB
IIpaiisir Ko., JITz.

( XTHOTH Ipaiiit Ko.
JItA.) -mianpuemMcTBO
FOmnecT, YropiyHa

JiKapchbKOro 3aco0y, BK/IFOUAIOUH JiIbHULYL BUITYCKY cepii abo
MicClle poBe/ieHHs] KOHTPOJIIO SIKOCTI. (Jis/IbHICTB, 3a SIKY
BifjOBi/jae BUPOGHMK/IMITOPTEP, BK/IIOUAIOUM BUITYCK cepiii) 3MiHa
HaliMeHyBaHHsI BUPOOHMKa rOTOBOrO JIiKapchbKoro 3acoby, 6e3
3MiHHU MiCList BUDOOHHULITBA. 3MiHU BHECEHi B iHCTPYKLIitO [jist
MeJUYHOTO 3aCTOCYBaHHSI JIIKaPChKOTO 3aCo0y y po3zis
«BHpoOHUK» 3 BiiMOBIJHUME 3MiHAMH y TeKCTi MapKyBaHHS
YMaKOBKH JIiKapChKOro 3acoby. TepMiH BBe/jeHHsI 3MiH - IPOTArOM
6 micauis nics 3aTBeppKkeHHs. 3MiHu I Tuny - 3MiHHM 3 9KOCTI.
TotoBwii JiKapcbKui 3acib. 3MiHM y BUpOOHHULITBI. 3MiHa
imMroprepa/3MiHy, 11J0 CTOCYIOTHCSI BUITYCKY Cepii Ta KOHTPOJ/II0
SIKOCTi TOTOBOTO JliKapceKoro 3acofy (3amiHa abo /jo/aBaHHs
[ITBHULY, Ha sIKil 3[iHCHIOETHCS KOHTPOJIB/BUIIPOOYBaHHSI cepil)
[lonaBaHHs AUTBHULI 7151 MIKPOGiOIOTiYHOTO TECTyBaHHSI
roTOBOrO Jikapcbkoro 3acoby XIHOTH 3aBos ®apmarieBTHUHMX
ta Ximiunux Ipogykris Ipaiisit Ko., JITa.( XIHOIH Ipaiisit Ko.
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Ne Haszea dopma sunycky 3asneHuk Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka ¢opma, 3as18HUKA @UPOGHUKA 8ionycky peecmpayitiHozo
3acoby ynakoeka) noceioueHHst
XTHOTH 3aBog JItp.) -nignpuemctso FOmnect To.1-5, Byganerut, 1045,
dapMalleBTUYHUX Ta YropuwmHa/CHINOIN Pharmaceutical and Chemical Works
Ximiunux IIpoaykTiB Private Co. Ltd. (CHINOIN Private Co. Ltd.) - Ujpest site, To utca
TIpaiisir Ko., JITz. 1-5.,Budapest, 1045, Hungary. TepMiH BBe/ieHHsI 3MiH - TPOTSTOM
(XIHOTH Tlpaiisir Ko., 6 micAuis nics 3aTBeppKkeHHs. 3MiHy I Tvny - 3MiHHU 3 AKOCTI.
JITA.) - MiATPUEMCTBO ToToBuiA JiKapchKuii 3aci6. 3MiHK y BUpOGHMLTBI. 3MiHa
UYaHikBesb/], YTOpLIMHA imMroprepa/3MiHH, 1[0 CTOCYIOTHCSI BUITYCKY Cepii Ta KOHTPOJIIO
SIKOCTi TOTOBOTO JIIKAPCHKOTO 3acoby (3amiHa abo JoaBaHHst
[UIBHAL, Ha sKiH 34iHCHIOETBCS KOHTPOJIB/BUITPOOYBAHHsI cepii)
[lonaBaHHs AiMBHULI /17151 MIKpPOGiOIOTiYHOTO TeCTyBaHHSI
roToporo jikapcekoro 3acoby XIHOIH 3aBog ®apmalieBTHUHNX
Ta Ximiunux Ipogykris Ipaiisit Ko., Jita. (XIHOIH ITpaiisit
Ko., JIta.) - nignpuemctBo YanikBenb, YaHikBenb, Millkosbli,
3510, Yropmuna/CHINOIN Pharmaceutical and Chemical Works
Private Co. Ltd. (CHINOIN Private Co. Ltd.) - Csanyikvolgy site,
Csanyikvolgy, Miskolc, 3510, Hungary. TepMiH BBeZIeHHS 3MiH -
MPOTAroM 6 MiCsILIiB Mic/s 3aTBepKeHHS.
36. T'IIIOTIA3N], | tabnetku o 25 mr; Ne | TOB "Canodi- Ykpaina BUPOOHHLITBO, EPBUHHE YropumHa BHeCeHHs1 3MiH /I0 peecTpaLjiiiHiX MaTepiaiB: 3Minu I Tumy - 3a peyenmom UA/7593/01/01
® 20: 1o 20 TabeTok y ABeHrTic Ta BTOPHMHHe aKyBaHHS, ApmiHicTpaTuBHI 3MiHU. 3MiHa HaliMeHyBaHHsI Ta/abo agpecu
6micTepi; mo 1 Ykpaina" KOHTPOJIb SIKOCTi Ta

6nicTepy y KapTOHHiMH
KOpoOLi

Bunyck cepii I'/I3 (3a
BUK/IFOUEHHSIM
Mikpobionoriunoro
TeCTyBaHHS):
Mikpobiosioriuxe
TectyBaHHs ['/13:
XIHOIH 3aBoj
dapmalleBTUUHUX Ta
Ximiuynux IIpoayxTiB
Ipaiisit Ko., JITA.

( XITHOTH Ipaiiit Ko.
JITA.) -mianpuemMcTBO
FOnect, Yropiuna
XTHOTH 3aBog
®dapmalieBTUUHUX Ta
Ximiunnx IIpogykris
TIpaiisir Ko., JITz.
(XIHOTH Tlpaiisir Ko.,
JITA.) - MiANPUEMCTBO
UYaHikBesbJ], YTropLI1Ha

MICI[s IPOBA/PKEHHS [isTbHOCTI BUPOOHMKA/iMITOpTEpa FOTOBOrO
JiKapChKOro 3acoby, BK/IFOUAIOUM [Ji/IbHHUL]i BUITYCKY cepii abo
MicClLle poBe/ieHHs] KOHTPOJIIO SIKOCTI. (Ais/IbHICTB, 3a SIKY
Bi/ITIOBi/Ja€ BUDOOHUK/IMITOPTED, BK/TIOUAIOUHM BUITYCK cepiii) 3miHa
HaiiMeHyBaHHs1 BUPOOHKKA rOTOBOTO J1iKapcbKoro 3acofy, 6e3
3MiHHU MicCLisi BUDOOHHULITBA. 3MiHU BHECeHi B iHCTPYKLIitO [/ist
MeJUUHOTO 3aCTOCYBaHHsI JIIKapChKOTO 3acoby y po3zisi
«BUpo6HMK» 3 BiAMOBiZAHNMY 3MiHaMU Y TEKCTi MapKyBaHHS
YMaKoOBKH JIiKapChKOro 3aco0y. TepMiH BBe/jeHHsI 3MiH - IPOTAroM
6 micauis nics 3aTBeppKkeHHs. 3MiHu I Ty - 3MiHHU 3 AKOCTI.
ToToBuii JiKapceKuid 3aci6. 3MiHK y BUPOGHULITBI. 3MiHa
imMroprepa/3MiHH, 1[0 CTOCYIOTHCSI BUITYCKY Cepii Ta KOHTPOJIIO
SIKOCTi TOTOBOTO JIIKAPCHKOT0 3acoby (3amiHa abo J0/jaBaHHst
JTBHULI, Ha sIKil 311 CHIOETBCS KOHTPO/L/BUNIPOOYBaHHS Cepii)
[onaBaHHs AUTBHULI 7151 MIKPOGiOIOTiYHOTO TeCTyBaHHSI
roToporo fikapcekoro 3aco6y XIHOIH 3aBog, ®apMalieBTHUHNX
Ta Ximiunux Ipogykris Ipaiisit Ko., Jita.( XIHOIH Ipaiisit Ko.
JItp.) -nignpuemctso FOmnect To.1-5, Byganerut, 1045,
Yropumna/CHINOIN Pharmaceutical and Chemical Works
Private Co. Ltd. (CHINOIN Private Co. Ltd.) - Ujpest site, To utca
1-5.,Budapest, 1045, Hungary. TepMiH BBeJileHHsI 3MiH - [IPOTSATOM
6 MmicAuiB nicis 3aTBeppKkeHHs. 3MiHu I Ty - 3MiHHU 3 AKOCTI.
ToToBuii JiKapceKuid 3aci6. 3MiHK y BUPOGHULITBI. 3MiHa
imMroprepa/3MiHH, 11{0 CTOCYIOTHCSI BUITYCKY Cepii Ta KOHTPOJIIO
SIKOCTi TOTOBOTO JIIKAPCHKOT0 3acoby (3amiHa abo f0/jaBaHHst
JTBHULI, Ha SIKil 311 CHIOETBCS KOHTPO/IB/BUNIPOOYBaHHS Cepii)
[onaBaHHs AUTBHULI 7151 MIKPOGiOIOTiYHOTO TeCTyBaHHSI
roToporo jikapcekoro 3acoby XIHOIH 3aBog, ®apmalieBTHUHNX
ta Ximiunux Ipoaykris Ipaiisit Ko., Jita. (XIHOIH Ipaiisit
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Ne Haszea dopma sunycky 3asneHuk Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka ¢opma, 3as18HUKA @UPOGHUKA 8ionycky peecmpayitiHozo
3acoby YNakoeka) noceioueHHst
Ko., JIta.) - nignpuemctBo YaHikBenb, YaHikBesb, Millkosbll,
3510, Yropmuna/CHINOIN Pharmaceutical and Chemical Works
Private Co. Ltd. (CHINOIN Private Co. Ltd.) - Csanyikvolgy site,
Csanyikvolgy, Miskolc, 3510, Hungary. TepMiH BBeZIeHHS 3MiH -
NpPOTSAroM 6 MiCsILIiB Mic/s 3aTBepKeHHS.
37. TJIATUPAME | po3umH A/ iH €KIiH, Micrpan Anrnis BiJTOBija/IbHMIM 32 Hinepnangu/ BHECeHHd 3MiH /10 peecTpaLiiiHMX MarepiaiB: 3MiHM I Ty - 3a peyenmom UA/16792/01/01
PY ALIETAT- 20 mr/mut; o 1 mn KeniTan BUITYCK Cepii: Icnanis/ 3minu 3 sikocTi. ['0TOBMI JliKapchKuii 3aci6. 3MiHM Y BUPOOHHULITBI.
BICTA npernapary y MeHepKMeHT CinroH BB, Higepnanau Ui/ 3MiHa iMropTepa/3MiHH, 11]0 CTOCYIOTHCSI BUITYCKY cepil Ta
riorepeiH6O Jlimitep, BiJTOBija/IbHMIM 32 Hinepnangu/ KOHTPOJTIO SIKOCTi FOTOBOT'O JTIKapCHKOTo 3aco0y (3amiHa abo
HaroBHEHOMY BUITYCK Cepii: ManbTa Jl0/laBaHHs AUTbHULI, Ha SIKiH 371iHCHIOETBCS
mrnpuui, o 1 CinToH Xicnanis, C.JL., KOHTPOJIL/BUIPOOYBaHHs cepii) - 0jaBaHHs [i/IbHULb Ha SKUX
riornepesHbO Icnanis 31iliCHIOETBCS KOHTPOJIb IKOCTi: Papmaziokc Xesckea Jita. KW
HaroBHEHOMY IUIPULLY BHUPOOHHLTBO, 20A Kopgin Inpacrpian Ilapk, ITaona, PLA3000, Manbta/
B Grictepi; mo 28, 30 TaKyBaHHsI, KOHTPOJIb Pharmadox Healthcare Ltd. KW20A Kordin Industrial Park, Paola
Ta 90 (3x30) bmicTepis SIKOCTi: PLA 3000, Malta; PoBi ®apma Ingactpian Cepgices, C.A.,
B KapTOHHi# Kopo6wi Posi ®apma InpacTpian Icnanist; Poi ®@apma Ingactpian Cepgices, C.A., Bia
Cepsgices, C.A., Icnanis KomntoreHce 140, Ankana ge Xenapec 28805 Magpiz, Icnanis/
BHUPOOHULITBO, Rovi Pharma Industrial Services, S.A., Via Complutense 140,
TNaKyBaHHSI: Alcala de Henares 28805 Madrid, Spain
CinTon Yuni JItza.,
Yunni
KonTposs sxocTi
(mixkpobiosnoriuHuit):
Eypoodinc Bakrivm B.B.,
Hinepnangu
BTODHHHe NaKyBaHHS,
KOHTPOJIb SIKOCTi:
Posi ®apma IHpacTpian
Cepgices, C.A., Icnanis
KOHTPOJIb SIKOCTi:
®dapmagiokc Xesckea
JIth., ManbTta
38. T/IIBEHKJ/TA Tab/IeTKH 110 5 Mr; 110 IIpAT Ykpaina TIpAT "Texnonor" Ykpaina BHeCeHHs 3MiH 0 peeCTpallifHux MarepiaiB: 3minu I Tumy - 3a peyenmom UA/2820/01/01
MIJ 30 TabseToK y "TexHosor" 3Minu 3 sikocTi. 'oToBHI sikapcekuit 3acib. KOHTpoJb ToTOBOTO
KOHTelHepi; ro 1 JikapcbKoro 3acoby. 3miHa mapameTpiB crieluikariii Ta/abo
KOHTeliHepy B Iaurli i3 [IOMYCTUMUX MeX FOTOBOTO J1iKapChKOro 3acoby (iHiui 3MiHK).
KapTOHY 3MiHa nepioJMUHOCTi KOHTPOJIIO 3a TTOKa3HUKOM
«Mikpobiosnoriuna uricrota» B Crietudikarii ['JI3 3 mocepiitHoro
Ha BUOipKOBHIA (TIepIily Ta KOXKHY IT’ITy HaCTYIIHY cepii, aje He
pize ofHOTO pasy B pik)
39. TJIFOKO®AX | Tabnetku Mepk CaHte ®paHLis Mepk CanTe ®DpaHLis BHECEeHHs1 3MiH /10 peecTpaLliiHuX Matepiasis: 3miHu II Tumy - 3a peyenmom UA/3994/02/01
XR TIPOJIOHIOBaHoI il 1o c.a.c. 3minn mozo Ge3nexn/edeKTUBHOCTI Ta hapMaKkoHArIsiAy. 3MiHN y
500 mr; ro 15 KOPOTKill XapaKTepHCTHLi JIIKapCbKOro 3acofy, TeKCTi

TabsieToK y 6sticTepi;
o 2 abo 1o 4
6JticTepy B KapTOHHIH

MapKyBaHHS Ta iHCTPYKL|i /11 MeJUYHOT0 3aCTOCYBaHHs y
3B 53Ky i3 HOBUMM JJ@HUMHU 3 SIKOCTi, JOK/IIHIYHUMH, K/IiHIYHUMU
JAHUMHU Ta JaHUMH 3 apMakoHarJsizy. 3MiHA BHECEHO /10
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NiKapcbKo20
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Kpaina
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Peecmpayitina npoyedypa

Ymoegu
8ionycky

Homep
peecmpayitiHozo
noceioyeHHst

KOpoOLi

IHCTPYKLI /11 MeJUYHOTO 3aCTOCYBaHHs JIikapChbKOro 3acoby 70
po3ainis "OcobsBocTi 3acTocyBanHs", "TT06iuHi peakjii”.
BBegenns 3miH npoTsarom 6-Tv MicALB Mic/Is 3aTBepKeHHS.
3minu II Tumny - 3mMiHu o0 Ge3nekn/edeKTHBHOCTI Ta
(apmakoHarsisiy. 3MiHM y KOPOTKIii XapaKTepPUCTHLIi JTiKapChKOro
3aco0y, TeKCTi MapKyBaHHS Ta iHCTPYKL{I A/1s1 MeUUHOrO
3aCTOCYBaHHs y 3B’S13KY i3 HOBUMH [JaHMH 3 SIKOCTI,
JOK/TIHIYHUMM, KIiHIYHUMU JaHUMU Ta JaHUMU 3
(hapMakoHarsizy.
3MiHU BHeCeHO /10 iHCTPYKLIii /11 MeJUUHOr0 3aCTOCYBaHHS
JiKapChKOro 3acoby 10 po3zisy "3acTocyBaHHs y mepiof
BariTHOCTi abo rofyBaHHs rpyAA0". BBeseHHs 3MiH poTsarom 6-
TH MICSILIIB MTiC/Is1 3aTBEP/KEHHS.

40.

T/IFOKODAXK
XR

TabIeTKN
TIPOJIOHTOBaHOI Aii Mo
1000 mr; o 10
TabsieToK y 6sticTepi;
o 3 abo 1o 6
6/1icTepiB y KapTOHHIH
KOpOoOIi

Mepk CaHte
c.a.c.

®paHriis

Mepk Cante, ®paniiisi;
Mepk Xenckea KI'aA,
Himeuyunna

Dpanuiis/
HimeuunHa

BHeCeHHsI 3MiH [0 peecTpauiiiHux Marepiasis: 3minu 11 Ty -
3wminn mozo 6e3nekn/edekTHBHOCTI Ta hapMaKoHArsAy. 3MiHH y
KOPOTKill XapaKTepHUCTHLIi JIIKapChKOro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKIii A/I1 MeJUUHOTO 3aCTOCYBaHHS y
3B’SI3Ky i3 HOBUMM [JAHUMHU 3 SIKOCTi, JOK/IIHIYHUMH, K/TIHIYHUMHA
JaHMMU Ta JaHUMU 3 hapMakoHarssiy. 3MiHU BHECEHO 10
iHCTPYKIIiT /711 MEJMUHOTO 3aCTOCYBaHHsI JIiKapChKOTo 3acoby /10
po3giniB "OcobymBocTi 3acTocyBanHs", "T[1o6iuHi peakuii".
BBesieHHs1 3MiH NpoTArom 6-Ty MicsALiB MiC/Is1 3aTBeP/ KEeHHSI.
3minu 11 Tumny - 3minu o0 6e3nekn/edeKTUBHOCTI Ta
tapmakoHarsiy. 3MiHM y KOPOTKiil XapaKTepUCTHIIi JTikapCbKOr0
3aco0y, TeKCTi MapKyBaHHs1 Ta iHCTPYKL{I /151 MeJUYHOr0
3aCTOCYBAHHS Y 3B’SI3Ky i3 HOBUMH JIaHUMH 3 SIKOCTI,
JOK/TiHIYHUMH, KTiHIYHUMU JAHUMU Ta JaHUMU 3
(hapMakKoHarszy.
3MiHU BHeCeHO /10 iHCTPYKLIi /11 MeJUUHOr0 3aCTOCYBaHHS
JiKapchKOro 3acoby [0 po3ziny "3acTocyBaHHs y mepiof
BariTHOCTi abo rogyBaHHs rpyjat0". BBeaeHHs 3MiH npoTsrom 6-
TU MiCALIIB Tic/Isl 3aTBep/KEeHHsT

3a peyenmom

UA/3994/02/02

41.

JIEMOHO®

TabJIeTKH, BKPUTI
I/1iBKOBOIO
060/I0HKOI0, 2 MT T10
28 Tab/eToK y
6mictepi; o 1 abo mo
3, abo no 6 GicTepis
y nauri

TOB «MIBE
YKPATHA»

Ykpaina

mibe 'm6X
ApuHaiimiTTesnb

Himeuunna

BHECeHHs 3MiH /10 peecTpaLiiiHMX MarepiaiB: 3MiHH I THITy -
3minu 3 sikocti. CeprudikaT BianosigHocTi/I'E-ceptrdikaT
BiimoBigHOCTI €BponelichKiil hapmakorei/moHorpadii. ITogaHHs
HoBoro abo oHOB/IeHOTO cepTH(iKara BigmoBizHoCTi abo
BUTyueHHs cepTudikaTa BiJrnoBijHoCcTi €BponelchKin
tapmaxorei: st ADI; fnst BuxifHOTO
MarTepiay/peareHTy/IpOMiKHOIO IPOJYKTY, 1110
BUKOPHCTOBYIOThCST y BUPOOHULITBI ADI; 1711 JOTOMDKHOT
peuoBuHU (cepTrdiKaT BigmoBiAHOCTI €BpomeliceKill dpapmakorei)
- OHOB/eHUH cepTUdIKaT Bif| yKe 3aTBepA)KeHOro BUPOOHHKA.
TlojaHHs oHOB/eHOro cepTUdikaTta BiJjlioBijHOCTI €BponenchKin
tapmaxorrei Ne R1-CEP 2016-155-Rev 00 (3aTBepzxeno: RO-CEP
2016-155-Rev 01) gyt ADI pieHorecty Bifi BxKe 3aTBepzKeHOTr0
BupobHrka NEWCHEM S.p.A.

3a peyenmom

UA/18286/01/01

42,

JAOKTOP
MOM®

cupon o 100 mny
IS 3i cKya; 1o 1

TOB " I>kOHCOH
i JI>KOHCOH

Ykpaina

FOHix ®apmacbroTHKan
JlabopaTopi3

Inpis

BHeCeHHsI 3MiH /I0 peecTpaliiiHix MaTepiasiB: 3minu I Tumy -
3Minu 1110/10 Ge3reku/eeKTUBHOCTI Ta papMaKOHAIVISAY.

6e3 peyenma

UA/2408/02/01
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Hasea
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MJIALILi B KAPTOHHIN
Kopobiii; mo 100 m
abo mo 150 My
IS 3
noslieTuseHy; no 1
TIIALIL pa3oM 3
MipHOIO CK/ISTHKOIO B
KapTOHHI# KOpoObLi

Ykpaina"

(Bigzinenns dipmu K.
b. Kemikans eHp
dapmacsroTukams JITm)

BBegieHHst ab0 3MiHM /|0 y3araJbHeHHX JJAHHUX [P0 CHCTEMY
(hapmaxoHarisly (BBeJjeHHs y3arajbHeHUX JaHUX TIPO CUCTeMY
(hapmakoHarsizy, 3MiHa yIioBHOBa)KeHOI 0co0H, BiioBifanbHOL

3a 37iilficHeHHs1 (hapMaKOHarJIsiy; KOHTaKTHOI 0cobu 3
(apmakoHarJisiy 3asiBHUKA /1S 3/iliCHeHHsI (hapMaKOHarsily B
YKpaiHi, SIKII[0 BOHA BiiMiHHa Bifi yIOBHOBa)keHOI 0cobH,
Bi/IIIOBi/jabHOI 3a 3AilicHeHHs apMakKoHarusiay (BK/IFOYarOYn

KOHTAaKTHi [jaHi) Ta/abo 3MiHK y po3MmilljeHHi MacTep-daiiia

crctemu hapMakoHarssigy) 3MiHa YIIOBHOBaXKEHOI 0cobu
3as1BHUKA, Bi/INOBiJla/IbHOI 3a (hapMaKOHar s,

[itoua pezpakuia: Apnayrosa FOnis Jleonigisna / Arnautova
Yuliya Leonidivna. ITporionoBana pezaxuisi: Haropaa KateprHa
IBaniBHa / Nahorna Kateryna Ivanivna. 3MiHa KOHTaKTHHX JIaHUX

YIOBHOBA&)XEHOT 0CO6H, BiiMOBifabHOT 3a hapmakoHarsisig. 3miHa
MicIje3Haxo/pKeHHsT MacTep-daiiia cucteMu papMaKOHArBIaYy.
3MiHa Micls 3/[iiCHEHHsI OCHOBHOI [Iis/IbHOCTI 3 hapMaKOHarsizy.

43.

JIOKTOP
MOM®

Ma3b, o 20Ty
Ganourti; mo 1 6aHourti
B KapTOHHi# Kopo6wi

TOB "[I>xoHCOH
i JI>KOHCOH
Ykpaina"

Ykpaina

"FOnik ®apmacbloTHKan
Jlaboparopis"
(Bigminenns dipmu "IHx.
b. Kemikans eHp
®dapmacerotrkans Jita.")

Inpis

BHeCeHHsI 3MiH /I0 peecTpaliiiHix MaTepiasiB: 3minu I Tumy -
3minu 1110710 Ge3nekn/edekTHBHOCTI Ta hapMaKoHarIsAy.
BBegieHHst ab0 3MiHM /0 y3araJbHeHHX JJaHHUX [P0 CUCTEMY
(hapmaxoHarszly (BBeJjeHHs y3arajbHeHUX JaHUX TIPO CUCTeMY
(hapmakoHarsizly, 3MiHa yIoBHOBa)KeHOI 0co0H, BiiOBiZanbHOL
3a 3pilicHeHHs (hapMaKOHarIsiy; KOHTaKTHOI 0cobu 3
(apmakoHarJisiy 3asiBHUKA /1S 3/iliCHeHHsI ()apMaKOHarsily B
YKpaiHi, SIKII[0 BOHA BiiMiHHa Bifi yTOBHOBa)keHOI 0co0H,
BiinoBifabHoi 3a 3ailicHeHHs1 papMaKoHar/sAy (BK/I0UaoUn
KOHTAaKTHi [jaHi) Ta/abo 3MiHK y po3milljeHHi MacTep-gaiina
cuctemu (hapMakoHarsiy) 3MiHa yIIOBHOBa)KeHOI 0CO6H
3asIBHUKA, Bi/iNoBizianpHoi 3a hapMaKoHarsg,.

[itoua pepakuia: ApHayrosa FOnist JleonigisHa / Arnautova
Yuliya Leonidivna. ITporionoBana pezaxuisi: Haropaa KareprHa
IBaniBHa / Nahorna Kateryna Ivanivna. 3MiHa KOHTaKTHUX [JaHUX
YIIOBHOBa)XeHOI 0cobH, BiAMOBifanbpHOT 3a papMakoHarssig. 3MiHa
MicIje3Haxo/pKeHHsT MacTep-daiiia cucteMu papMaKOHarJsIay.
3MiHa MicLsi 3iiiCHeHHsI OCHOBHOI [isIbHOCTI 3 (hapMaKoHarsay.

6e3 peyenma

UA/7868/01/01

JAOKTOP
MOM® 31
CMAKOM
AHAHACA

JIbO/ISTHUKY, 110 4
JIbOJSIHUKH y CTPUITi;
1o 5 CTpUMiB y
KapTOHHi# KOpobIii

TOB "/I>xoHCOH
i JI>KOHCOH
Ykpaina"

Ykpaina

FOHik ®apmacbroTHKan
JlabopaTopi3
(Bigminenns dipmu "IHx.
B. Kemikan3 enp
®dapmaceroTrkans Jita.")

Inpis

BHeCeHHsI 3MiH /I0 peecTpaliiiHix MaTepiasiB: 3minu I Tumy -
3minu mozo Ge3rexkn/edeKTUBHOCTI Ta hapMaKOHATISIAY.
BBegeHHst ab0 3MiHM /|0 y3araJbHeHHX JJaHUX [IPO CHCTEMY
(hapmaxoHariszly (BBeJjeHHs y3araJbHeHNX JAHUX TIPO CUCTeMY
(hapmakoHarJisizy, 3MiHa yIIOBHOBa)KeHOI 0cobu, BijmoBigansHOI
3a 371ilicHeHHs (hapMaKOHarJIsiy; KOHTaKTHOI 0cobu 3
(hapmaxoHarIs/ly 3assBHUKA Ai71s1 3/jiliCHeHHsI ()apMaKOHArJsiy B
YKpaiHi, SIKII[0 BOHA BiiMiHHa Bifi yIOBHOBa)KeHOI 0Cco6H,
Bi/IIIOBi/ja/IbHOI 3a 3AilicHeHHs hapMaKoHarsiAy (BK/IFOYarOun
KOHTAKTHI JiaHi) Ta/abo 3minu y po3mieHHi Mactep-daiina
crcTeMH (hapMakoHarsisizy) 3MiHa yIoBHOBa)KeHOI 0cobr
3asIBHUKA, Bi/JNOBiJa/IbHOI 32 (hapMaKOHarsy.

[iroua pepakuia: ApHayrosa FOnist JIeonigisHa / Arnautova
Yuliya Leonidivna. ITporioHoBaHa pezakiisi: HaropHa KatepuHa

6e3 peyenma

UA/2410/01/01
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IBaaniBHa / Nahorna Kateryna Ivanivna. 3MiHa KOHTaKTHUX JaHUX
YIIOBHOBA)XEHOT 0CO6H, BiiMOBifabHOT 3a hapmakoHarsisiz. 3miHa
MicIje3Haxo/pKeHHsI MacTep-daiiia cucteMu apMaKOHArJBIAYy.
3MiHa Micls 3/[iiCHEHHsI OCHOBHOI [Iis/IbHOCTI 3 hapMaKOHarsizy.

45.

JIOKTOP
MOM® 31
CMAKOM
JINMOHA

JIbOJSTHUKHY TI0 4
JIBOJSTHAKY Y CTPUITi;
1o 5 CTpUMiB y
KapTOHHi# Kopobiii

TOB "[I>xoHCOH
i JI>KOHCOH
Ykpaina"

Ykpaina

FOHik ®apmackroTHKan
JlabopaTopi3
(Bigminenns dipmu "IHx.
b. Kemikans eHp
®dapmacerotrkans Jita.")

Inpis

BHeCeHHs 3MiH [0 peecTpalliifHux MarepiaiiB: 3minu I Tumy -
3minu 110710 Ge3nekn/eekTHBHOCTI Ta hapMaKoHarIszy.
BBegieHHst ab0 3MiHM /0 y3araJbHeHHX JJaHHUX [P0 CUCTEMY
(hapmaxoHarisly (BBeJjeHHs y3arajbHeHUX JaHUX TIPO CUCTeMY
(hapmakoHarsizly, 3MiHa yIioBHOBa)KeHOI 0co0H, BiiOBiZanbHOL
3a 3p1ilicHeHHs1 (hapMaKOHarIsiy; KOHTaKTHOI 0cobu 3
(apmakoHarJisiy 3asiBHUKA /1S 3/iliCHeHHsI ()apMaKOHarsily B
YKpaiHi, SIKII[0 BOHA BiiMiHHa Bifi yTOBHOBa)KeHOI 0Cco0H,
BiinoBifabHoi 3a 3ailicHeHHs1 papMaKoHar/sAy (BK/I0Ua0Ur
KOHTAaKTHi [jaHi) Ta/abo 3MiHK y po3milijeHHi MacTep-gaiina
crctemy hapMakoHarssay). 3MiHa yroBHOBa)keHOi 0cobu
3asIBHUKA, Bi/iNoBifianeHol 3a hapMaKoHarsy,.

[itoua pepakuia: ApHayrosa FOnist JleonigisHa / Arnautova
Yuliya Leonidivna. ITporionoBana pezaxuisi: Haropaa KareprHa
IBaniBHa / Nahorna Kateryna Ivanivna. 3MiHa KOHTaKTHUX [JaHUX
YIIOBHOBa)KeHOI 0cobH, BiATOBiZanbHOI 3a (hapMaKOHArJIsi.
3miHa Micrie3sHaxo/pkeHHs MacTep-gaiina cucreMu
(apmakoHarisiy. 3MiHa MicLisl 371iliCHEHHS] OCHOBHOI [JJisi/IbHOCTI 3
(hapMakoHarsiLy.

6e3 peyenma

UA/2412/01/01

46.

JIOKTOP
MOM® 31
CMAKOM
MAJIAHHA

JIbOJISTHUKM 110 4
JILOZITHUKY Y CTPUII;
110 5 CTpUMIB y
KapTOHHIN Kopoobri

TOB "[I>koHCOH
i JI>xoHCOH
Ykpaina"

Ykpaina

FOHik ®apmacbroTHKaI
JlabopaTopi3
(Bigainenns dipmu "IHx.
B. Kemikan3 enp
®dapmacbroTukans Jita.")

THpis

BHECEeHH$ 3MiH /|0 peecTpaliiiHux mMarepianis: 3minu I Tuny -
3minu oo He3mnexr/eeKTUBHOCTI Ta hapMaKOHATSIAY.
BeegenHst ab0 3MiHM /0 y3arajbHeHHX [JAHKX [IPO CHCTEMY
(hapmakoHarsiy (BBeZieHHs! y3araJbHeHHX JJAaHHUX ITPO CHCTeMY
thapmakoHarJisizly, 3MiHa yIIOBHOBa)KeHOI 0co6H, BijIoBiJanbHoI
3a 3/iliCHeHHst (hapMaKOHArJIsIy; KOHTAKTHOI 0CO6H 3
(hapmakoHarIsily 3asBHHKa A7l 37ificHeHHs hapMaKoHarJsigy B
YKpaiHi, SIKIL[0 BOHA BiIMiHHa BiJi yIIOBHOBa)KeHOI 0co6H,
BizimoBifabHOI 3a 37ilicHeHHs (papMaKOHAT/IsAY (BK/IIOUA0UN
KOHTAKTHI JjaHi) Ta/abo 3MiHM y po3MilljeHHi MacTep-gaiina
cuctemu hapMakoHarssiy) 3MiHa yIIOBHOBaXKeHOI 0cobu
3asBHUKA, BiINOBiJa/IbHOI 3a (hapMaKOHar/siy.

[iroua pepakuis: ApHayrosa FOnis JIeonigisHa / Arnautova
Yuliya Leonidivna. I[TporioHoBaHa pefakuisi: Haropna Kareprza
IBaniBHa / Nahorna Kateryna Ivanivna. 3miHa KOHTaKTHHX IaHUX
YIIOBHOBa)XKeHOI 0co6H, BiiMOBifanbHOI 3a (hapMakoHarsisiz. 3MiHa
Miclie3Haxo/pKeHHs1 MacTep-daiina cucteMy papMaKoHarsiay.
3MiHa miclg 3ificCHeHHSI OCHOBHOI Jis/IbHOCTI 3 hapMaKOHarsizy.

6e3 peyenma

UA/2408/01/01

47.

JIOKTOP
MOM® 31
CMAKOM
TOJTYHUITI

JIbOJISTHUKH, T10 4
JIbOJSTHUKU Y CTPUIIi;
10 5 CTpHUMIB y
KapTOHHiN KopoObri

TOB " [1>xoHCOH

i JI)KxoHCOH
Ykpaina"

Ykpaina

FOHik ®apmacbroTHKaI
JlabopaTopi3
(Bigginenns dipmu "IHx.
B. Kemikan3 eHp
®dapmacbrotrkans JIta.")

Inpis

BHECEeHHs 3MiH /|0 peecTpaliiiHux marepianis: 3minu I Tuny -
3minu o0 He3mnexr/eeKTUBHOCTI Ta hapMaKOHATSIAY.
BeegenHst ab0 3MiHM /0 y3araJbHeHHX [JAHKX [IPO CHCTEMY
(hapmakoHarisiy (BBeZleHHs! y3araJbHeHHX JJaHUX [P0 CHCTEMY
(hapmakoHarsily, 3MiHa yIoBHOBa)KeHOI 0COOH, Bi/IMOBianbHOT
3a 3zilicHeHHs hapMaKOHar/Isiy; KOHTaKTHOI 0cobH 3
(hapMaKoHarJIsily 3asBHHKA /7151 3/1ifiCHeHHs ()apMaKOHarJsiny B

6e3 peyenma

UA/2411/01/01
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Ne Haszea dopma sunycky 3asneHuk Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka ¢opma, 3as18HUKA @UPOGHUKA 8ionycky peecmpayitiHozo
3acoby YNakoeka) noceioueHHst
YKpaiHi, SIKII[0 BOHa BiIMiHHa BiJi yIOBHOBa)KeHOI 0co6H,
BiZINOBiJa/IbHOI 3a 37ilicCHeHHs (hapMaKOHAr/Isy (BK/IHOYaur
KOHTAKTHI Jani) Ta/abo 3minu y po3miijeHHi mactep-gaiina
cuctemu hapMakoHarssiy) 3MiHa yIIOBHOBaXKeHOI 0cobu
3asIBHUKA, Bi/iToBifanpHoi 3a hapMakoHarsy,.
[iroua pezakuia: ApHayrosa FOnis JleonigisHa / Arnautova
Yuliya Leonidivna. IIporioHoBana pezaxuiisi: Haropna KateprHa
IBaaniBHa / Nahorna Kateryna Ivanivna. 3MiHa KOHTaKTHUX JaHUX
YIIOBHOBa)XeHOI 0cobH, BiimoBizaneHoI 3a (hapMakoHarsisig. 3MiHa
Miclie3Haxo/pkeHHs MacTep-gaiina cucteMy hapMaKoHarJsigy.
3MiHa MicLs 37ificCHeHHsSI OCHOBHOI [is/IbHOCTI 3 hapMaKOHarsizy.
48. JOIIPOKIH tabnetku o 10 mr; mo | TOB «YOPJIJ] Ykpaina YOPJIA MEVIIVH Typeuunna BHeCeHHs 3MiH /0 peecTpalliiHuX MarepianiB: TexHiuHa momuiKa 6e3 peyenma UA/17940/01/01
10 tabnetok y MEJWLINH» IJTAY CAH. BE TI/IX. (3rigHo Hakazy MO3 Biz 23.07.2015 Ne 460) BunpasiieHo
6nicrepi; o 2 abo mo Al TeXHiuHy OMUJIKY Y TeKCTi MapKyBaHHs BTOPUHHOI YIIaKOBKU
3 bnicrepu y nikapceKoro 3acoby (po3zin 11. HAUMEHYBAHHSA [
KapTOHHiN Kopobri MICHE3HAXO/)KEHHA BUPOBHUKA TA/ABO
3ASABHUKA) 1110710 3a3HaueHHs1 3asiBHUKA/BIaCHHKA
peecTpaliiiiHoro noceifueHHs: 3atBepAxkeHo: Y TOB "YOPJI/]
MEJULINH", YkpaiHa.
3anponoHoBaHo: TOB "YOPJI MEJIUIINH", YkpaiHa.
3a3HaueHe BUIpaB/IeHHs BiINOBi/ja€ MaTepianaM peecTpawjiiiHOro
JIOCBE.
49. JOILETAKCE | KOHLeHTpaT AJs Awmakca JIT]] Benuka KOHTPOJIb cepii, Himeyunna/ BHeCeHHs 3MiH 0 peecTpalliifHux MarepiaiiB: 3minu I Turmy - 3a peyenmom UA/14900/01/01
JI AMAKCA Ppo3urHY AJ1s1 iHy3iH, Bpuranis cepTudikaliisi Ta BUITyCK Pecniybnika ApmiHicTpaTHBHI 3MiHH. BrydyeHHs! BUpOOHUYOL [JiTBHALI
20 mr/mut; o 1 m, 4 cepii: Kopest (Bxmouaroun ginbHULI 715t ADI, TPOMDKHOTO MPOAYKTY abo
w1 abo 8 My AkBiza I'm6X, TOTOBOTO JiIKAPCHKOTO0 3aco0by, AUTbHHULI [/1s TPOBeZEHHS
¢nakoHi; mo 1 Himeuunna TaKyBaHHsI, BUDOOHHKa, Bi/INIOBiZJa/IbHOTO 3a BUIYCK Cepii, Micrie
(hnakoHy B KapTOHHiN BUPOOHULTBO in bulk, TIPOBe/IeHHsT KOHTPOJIIO cepii) abo mocTavaabHUKA BUXiJHOTO
KOpOoOIi MepBUHHE Ta BTOPUHHE Marepiasy, peareHTy abo OTIOMDKHOT PEUOBHMHH (SIKII[O 3a3HAYCHO
aKyBaHH$1, KOHTPOJIb y Bocke) - BunaneHHss BUpoOHUUOI Ji/IBHHMLY, 110 BiiNOBifae 3a
cepii: BTOpHHHe nakyBaHHs1 Benyc ®apma 'm6X, Himeuunna (Venus
AkBiza 'M6XB, Pharma GmbH, Germany). 3anuiiaeTscst i BUpOOHHMYI JiTbHALI,
Himeuyunna KOTpi BUKOHYIOTh TaKy camy (YHKLto, 1110 i BiyueHa (AqVida
BUPOOHULTBO in bulk, GmbH, Germany ta Samyang Holdings Corporation, Republic of
TepBUHHE Ta BTOPUHHE Korea)
NaKyBaHHsI, KOHTPOJ/Ib
cepii:
CamsHr Xonginrs
KopropelirH,
Pecriy6utika Kopest
50. EBEPOJIIMY TabseTku 1o 2,5 mr, Mictpan Anrnis TIepBUHHE, BTOPUHHE Icnanis/Uumni BHeCeHHsI 3MiH /I0 peecTpaliiiHix MaTepiasiB: 3minu I Tumy - 3a peyenmom UA/17149/01/01
C-BICTA 1o 5 TabJIeToK y Kenirtan T1aKyBaHH$1, KOHTPOJIb 3minn 3 sikocTi. CepTudikaTt BignosigHocti/I'E-cepTudikar
6icTepi; o 6 MeHe)KMeHT SIKOCTi, BUITYCK Cepil: BifnoBigHOCTI E€BponelichbKili papmakornei/MoHorpadii. 3mMiHu,
6icTepiB y KapTOHHi# JlimiTen, CinToH Xicnasig, C. JL., TOB's13aHi 3 HeOOXi/HICTIO TIPUBE/IEHHS Y BiAANOBIAHICTE 10

Kopoowi

Icnanis
BHUPOOHULITBO,
MIepBYHHE, BTOPUHHE
TIaKyBaHHsI:

MoHorpadii IOY abo EpporelicbKoi papmakorei, abo iHmoi
HallioHa/bHOI (hapmakorei fep>kaBu €C (3MiHa y crienudikanii
HedapmaxoneitHoro A®I fy1s1 npuBesieHHs y BiANOBIAHICTE 10

Bumor DY abo EBponeticbkoi hapmakorei, abo iHioi
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Ne Haszea dopma sunycky 3asneHuk Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka ¢opma, 3as18HUKA @UPOGHUKA 8ionycky peecmpayitiHozo
3acoby YNakoeka) noceioueHHst
Cinron Yuni JItga., HaljioHanbHOI papmakorei fepxxaBu €C) - ADI BHeceHHs1 3MiH /10

Yuni

cnenudikanii A®DI, a came- oHOB/IeHHs Ha3B in-house impurities
3arBepgpkeHo Impurity-A Impurity-B 3anpononoano Impurity-2
Oxo Everolimus. 3minu I Tuny - AaMiHicTpaTvBHi 3MiHU. 3MiHa
HaliMeHyBaHHs Ta/ab0 afipecy MicCLisi IPOBAKEHHS [IisIbHOCTL
BUPOOHUKa (BK/IFOYar0UH, 32 He0OXiZHOCTI, MicLie IPOBeJieHHs
KOHTPOJTIO SIKOCTi), abo BjlacHUKa MacTtep-daiina Ha A®I, abo
nocravanbHruKa API/BuxigHoOro MaTtepiany/peareHTy/mpoMi>KHOTO
MIPOJYKTY, 110 3aCTOCOBYIOThCS y BUPOOHULTBI ADI (sIKLIIO
3a3HaueHo y JJOChE Ha JIiKapChKUii 3acif) 3a BiicyTHOCTI
ceptudikaTta BinoBigHOCTI €BponelchKil Gapmakorei y
3aTBep/KEHOMY J10Che, ab0 BUPOOHMKA HOBOI /JONIOMDKHOI
PEUOBHHU (SIKILO 3a3HaY€HO Y A0Che) 3MiHa aipeck BUpPOOHMKa
A®I Biocon Limited, 6e3 3miHu miciist BUPOOHHULITBA 3aTBEPPKEHO
Special Economic Zone Plot No. 2-4, Phase IV Bommasandra-
Jigani Link Road Bommasandra Post, Bangalore 560 099 India
3anporioHoBaHo Special Economic Zone Plot No. 2-5, Phase IV
Bommasandra-Jigani Link Road Bommasandra Post, Bengaluru
560 099 India. 3minu I Tuny - AgMiHiCTpaTUBHI 3MiHH.
BusnyueHHst BUpDOOHUUOT [AiTbHUL (BK/TIOUAIOUN JiTBHUL A1t
A®I, mpomMi>KHOTO MPOAYKTY ab0 TOTOBOrO JIIKapCHKOro 3aco0y,
JUTBHULIL A7151 IPOBe/ieHHsT ITaKyBaHHsI, BUPOOHMKa,
Bi/ITOBiJJa/ILHOTO 3a BUITyCK Cepild, MiCLie IpoBeJieHHsI KOHTPOJTIO
cepii) abo rmocTavasbHUKa BUXiJHOTO MaTepiany, peareHTy abo
JIOTIOMDKHOI peuoBHMHH (SIKILO 3a3HaueHO Y [J0che) BunyuenHs
Bupo6uuuoi ginbHuLi A®I Hisun Pharmaceutical (Hangzhou) Co.,
Ltd., Kuraii. 3minn I tuny - 3minu 3 sikocti. A®I. CrabimbHIiCTS.
3MmiHa nepioly MOBTOpPHHX BHUIPoOyBaHb/mepiozly 30epiraHus abo
yMmoB 36epiranust A®I (3a BiICYTHOCTI y 3aTBEpP/)KEHOMY [JOChE
cepruikara BifnoBigHOCTI E€BpONeNcHKil hapmakorei, 110
BKJIFOYAE Iepiog TOBTOPHOr0 BUNPoOyBaHHs) (1epio/] MOBTOPHOTO
BUNpoOyBaHHs/iepios 36epirantsi) - 36isblieHHsT a00 BBe/IEHHSI
Tiepio/ly MOBTOPHOTO BUNIPOOYBaHHs/1Iepiofly 30epiraHHs Ha
OCHOBI pe3y/IbTaTiB ZOCTi/KeHb Y peaJbHOMY Yaci - 30i/IblLIeHHs
niepiofy nmoBTopHOro Bunpobysanus A®I 3 18 micsuis go 24
micsigiB. 3min I Trmny - 3minu 3 sikocti. AL BupobHHULITBO.
3minu B nporjeci BUpobHurTBa ADI (He3HauHa 3MiHa y 3aKpUTIiH
yacTuHi Mactep-daitia Ha A®I) Y npoueci BUpOOHHULITBA Biff
Synthon Argentina S.A. 6ys10 3MiHeHO po3uMHHUK. 3MiHH | THmy -
3wminn 3 sikocTi. CepTudikart BignosigHocTi/I'E-cepTudikar
BifnoBigHOCTI EBponelichbKili papmakorei/MoHorpadii. 3mMiHu,
T0B's3aHi 3 HeOOXi/HICTIO TIPUBE/IEHHS Y BiAANOBIAHICTD 10
MoHorpadii I®Y abo Epporelicbkoi papmakorei, abo iHmoi
HallioHanbHOI (hapmakonei fep>xaBu €C (3MiHa y crierudikariisx,
roB's3aHa 3i 3minamu B JI®Y, abo €sporeiickKii dhapmakorei, abo
iHLiM HaljioHanbHil ¢hapMakonei gep>xaBu €C) OHOBNeHHst
cneyudikariii, y 38’s13Ky 3 oHOBeHHsIM [IM® Ta npuBefieHHsIM [0

EP. 3minu I trmy - 3minu 3 sikocti. A®I. Bupobuuirso. 3MiHa
BHUPOOHMKA BUXiJHOTO/TIPOMI>KHOTO MPO/YKTY/peareHTy, 110
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Ne

Hasea
NiKapcbKo20
3acoby

Dopma eunycky
(nikapcbka ¢opma,
YNakoeka)

3asneéHuk

Kpaina

3as6HUKa

BupobHuk

Kpaina

@UPOGHUKA

Peecmpayitina npoyedypa

Ymoegu
8ionycky

Homep
peecmpayitiHozo
noceioyeHHst

BHUKODHUCTOBYIOTBCS y BHpoOHHUUOMY miporieci ADI, abo 3mina
BUPOOHMKA (BK/TFOUAIOUH, [ie He0OXiZIHO, MiCLie POBe/IeHHst
KoHTpomo sikocTi) ADI (3a BifcyTHOCTI ceprHdikara
BiiOBigHOCTI €BpoMnelchKii hapMakorel y 3aTBepIyKeHOMY
nocke)(iHwi 3mMinu) JJogaHo HOBOro NoCTava/IbHUKA TPOMDKHOTO
npoaykty M/1303 Yangzhou Lianao Biopharmaceutical Co., Ltd.
(Lianao).
3wminu I tuny - AgminicTpatyBHi 3MiHu. BunyueHHst BUpoOHUUOL
[inbHAL (BKIFOYarour AinbHUL 7151 ADI, mpOMiXKHOTO TIPOJYKTY
abo roToBoro NiKapcbKOro 3acoby, JiTbHULI A5 TPOBe/IeHHS
raKkyBaHHsI, BUDOOHHKA, Bi/IOBiJaIbHOTO 3a BUTTYCK Cepii, Miciie
TIpOBe/leHHsT KOHTPOJTIO cepii) abo rmocravaabHUKA BUXiJHOTO
Marepiasny, peareHTy abo JONOMDKHOI peUOBMHH (SKILO 3a3HAYEHO
y Aocbe) Buyuennst Bupobuuyoi ginbHuni A®I Synthon s.r.o.,
Czech Republic.

51.

EBEPOJIIMY
C-BICTA

TabJIETKM I10 5 M, 110
5 TabeTok y Gutictepi;
110 6 GuticTepiB y
KapTOHHiW Kopoobrji

Mictpan
KemniTan
MeHepKMeHT
Jlimitep,

AHrnis

NepBUHHE, BTOPUHHE
MaKyBaHHs1, KOHTPOJIb
SIKOCTI, BUITYCK Cepii:

CinroH Xicmanis, C. JI.,

Icnanis
BHUPOOHULITBO,
NepBUHHE, BTOPUHHE
MaKyBaHHSI:
Cinron Yuni JItza.,
Uuni

Icnanis/Yuni

BHECEeHHs1 3MiH /|0 peecTpaLjiiHuX mMatepianis: 3minu I Tuny -
3minn 3 skocti. Ceptudikat BignosigHocti/I'E-cepTudikar
BifinoBifHOCTI €Bponelicekiii hapmakomnei/MoHorpadii. 3minu,
TOB'sI3aHi 3 HeOOXiAHICTIO MPUBEAEHHS y BiAMOBiAHICTD 10
monorpadii IOY abo €pporielicbkoi hapmakoriei, abo iHIoi
HarlioHanpHOI (hapmaxorei fiepxkaBu €C (3MmiHa y crierdikarii
HedapmakoreiiHoro A®I a5 ipyuBesieHHs y BiANOBiAHICTb 10
sumor [J®Y abo EsporielickKkoi (apmakornei, abo iHIoi
HarjioHanbpHOI (hapmakorei fepxkaBu €C) - ADI BHeceHHs 3MiH /10
cneyudikanii A®DI, a came- oHOB/IeHHs Ha3B in-house impurities
3arBepgykeHo Impurity-A Impurity-B 3anponoHoBaHo Impurity-2
Oxo Everolimus. 3minu I tumy - AfmiHicTpaTHBHi 3MiHH. 3MiHa
HaliMeHyBaHHs Ta/ab0 aZipecy MiCLisi IPOBaKEHHST JisIbHOCTL
BUpOGHUKa (BK/IIOUArOUHM, 3a He0OXiHOCTI, MiCle TIPOBeIeHHS
KOHTPOJIIO SIKOCTi), a0 B/IacHNKa Mactep-¢aiina Ha ADI, abo
nocravaabHuKa ADI/BuxiiHOro MaTepiany/peareHTy/lpoOMibKHOrO
MPOJYKTY, III0 3aCTOCOBYIOTHCsI Y BUPOOHUITBI ADI (sIKII[0
3a3HaueHo y JJOChE Ha JIIKapChKUi 3acif) 3a BificyTHOCTI
ceptucikara BifnoBijHOCTI €BponelchKil papmakornei y
3aTBep/KeHOMY [10Ch€, a00 BUPOOHHKA HOBOT JOTTOMIKHOT
PEUOBHHH (SIKIL0 3a3HAYEHO Y A0ChE) 3MiHa afipeck BUPOOHMKa
A®I Biocon Limited, 6e3 3miHu MicList BUPOOHHMLITBa 3aTBEPYKEHO
Special Economic Zone Plot No. 2-4, Phase IV Bommasandra-
Jigani Link Road Bommasandra Post, Bangalore 560 099 India
3anpornioHoBaHo Special Economic Zone Plot No. 2-5, Phase IV
Bommasandra-Jigani Link Road Bommasandra Post, Bengaluru
560 099 India. 3minu I Tumy - AamiHicTpaTHBHI 3MiHH.
BusnyueHHs BUDOOHHUOI JiTbHULI (BK/TIOUAIOYN JiTBHUL OIS
A®I, npomi>KHOTO MPOAYKTY abo TOTOBOTO JIIKapCHKOro 3acoly,
JUIBHHL A7 TIPOBE/IeHHS [TaKyBaHHsI, BADOOHMKa,
Bi/INTOBiJJa/IbHOTO 3a BUITYCK Cepiid, MicLie poBeJieHHsI KOHTPOJIIO
cepii) abo mocTavasbHUKA BUXIHOTO MaTepiany, peareHTy abo
JIOTIOMI>KHOI peyOBUHHU (SIKIL[O 3a3HAY€HO Y /10Chb€) BusyueHHst

3a peyenmom

UA/17149/01/02
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BupobHMyoi Aineauni ADI Hisun Pharmaceutical (Hangzhou) Co.,
Ltd., Kuraii. 3minu I Tuny - 3minu 3 sikocti. ADIL. CTabinbHICTb.
3miHa repiozly MOBTOPHKX BUIPobyBaHb/mepioay 36epiranus abo

yMoB 36epiranns A®I (3a BiICyTHOCTI y 3aTBep/)KEHOMY [JOChE
cepTudikara BignosigHocTi €BponeichKil papmakonei, 110

BKJIFOYAE 1epiog MOBTOPHOr0 BUMPOOyBaHHs) (IIepio/ MOBTOPHOTO

BUNpPOoOyBaHHs1/epioy 36epiraHHs) - 30i/blIeHHsS a0 BBe/IeHHSI
repiofy MOBTOPHOTO BUMPOOyBaHHs/mepiony 36epiraHHs Ha

OCHOBI pe3y/IbTaTiB ZOCTiKeHb ¥ peaJbHOMY Yaci - 30i/IbIeH s
nepiozy noBTOpHOTO BUNpobyBaHHs A®I 3 18 micsuis no 24
micsigiB. 3minu I Ty - 3minu 3 sikocti. AL BupobHuLITBO.

3wminu B niporjeci BupobHurrBa A®I (He3HauHa 3MiHa Yy 3aKpHUTIH
yacTuHi Mactep-daiia Ha A®I) Y npoueci BUpOOHHLITBA Bif

Synthon Argentina S.A. 6ys0 3MiHeHO po3unHHUK. 3MiHu | THy -

3minn 3 skocti. Ceptudikar BifnosigHocti/I'E-cepTudikar
BiimoBigHOCTI €BponelickKiil hapmakomnei/MoHorpadii. 3miHH,

TOB'si3aHi 3 HeOOXiAHICTIO MPUBEAEHHS Y BiAMOBIAHICTS /10
MoHorpadii IOY abo €pporelicbkoi papmakornei, abo iHmol

HalioHanbHOI apmakoriei fep>kaBi €C (3MiHa y crierudikariisx,

roB'si3aHa 3i 3minamu B I®Y, abo E€BporeiicyKiit dpapmakoriei, abo

iHmif HarjioHaneHilN hapMakoriel gep>kaBu €C) OHOBIEHHS

crienmdikariii, y 3B’s13Ky 3 oHoBJ/IeHHAM [JM® Ta npuBe/ieHHsIM 0

EP. 3minu I tuny - 3minu 3 sikocti. A®I. Bupobuuireo. 3miHa
BHPOOHHMKA BHXiZHOTO/TIPOMDKHOTO TTPOAYKTY/PeareHTy, 1o
BHUKODHUCTOBYIOTBCS y BHpoOHHUUOMY miporieci ADI, abo 3mina
BUPOOHMKA (BK/TFOUAIOUH, [ie He0OXiZIHO, MiCLie POBe/IeHHst

KoHTpomo sikocTti) A®I (3a BifcyTHOCTI ceprudikara
BiziNOBiHOCTI €BpoMnelchKii hapMakorel y 3aTBepI>KeHOMY
nocke)(iHwi 3mMinu) JJogaHo HOBOro NoCTava/IbHUKA POMDKHOTO
npoaykty M/1303 Yangzhou Lianao Biopharmaceutical Co., Ltd.
(Lianao).
3wminu I tuny - AgminicTpatyBHi 3MiHu. BunyueHHst BUpoOHUUOL

[inbHAL (BKTFOYarour AinbHUL 1y1s1 ADI, IpOMiXKHOTO TIPOJYKTY

abo roToBoro NiKapcbKOro 3acoby, JibHULI 4715 TPOBe/IeHHS

MaKkyBaHHsi, BUPOOHHKA, Bi/IOBiaIbHOTO 3a BUTTYCK Cepiii, Miciie

TIpOBe/leHHs] KOHTPOJTIO cepii) abo rocravaabHUKA BUXiJHOTO
Marepiasny, peareHTy abo JONOMDKHOI peUOBMHH (SKILO 3a3HAYEHO
y Aocbke) Buyuennst Bupobuuyoi ginbHuni A®I Synthon s.r.o.,
Czech Republic.

52.

EBEPOJIIMY
C-BICTA

TabseTku 1o 10 mr, 1o
5 TabeTok y Gutictepi;
110 6 GuticTepiB y
KapTOHHiW KopoObwji

Mictpan
KemniTan
MeHepKMeHT
Jlimitep,

AHrnis

NepBUHHE, BTOPUHHE
MaKyBaHHs1, KOHTPOJIb
SIKOCTI, BUITYCK Cepii:
CinroH Xicmanis, C. JI.,
Icnanis
BHUPOOHULITBO,
NepBUHHE, BTOPUHHE
MaKyBaHHSI:
Cinron Yuni JItzoa.,

Icnanis/Yuni

BHECEeHHs1 3MiH /|0 peecTpaLiiiHuX mMatepianiB: 3minu I Tuny -
3minn 3 skocti. Ceptudikat BignosigHocti/I'E-cepTudikar
BifinoBifHOCTI €BpoMelicekiii hapmakomnei/MoHorpadii. 3minu,
TOB'sI3aHi 3 HeOOXiAHICTIO MPUBeAEHHS y BiAMOBIAHICTD 10
Monorpadii IOY abo €pporielicbkoi hapmakoriei, abo iHIoi
HarlioHanbHOI (hapmaxorei fiepxkaBu €C (3MmiHa y crierdikarii
HedapmakoreiiHoro A®I a5 ipyuBesieHHs y BiANOBiAHICTb 10
sumor [I®Y abo €sporielicbkoi (apmakornei, abo iHIoi
HaljioHabHOI papmakorei fepxkaBu €C) - ADI BHeceHHs 3MiH /10

3a peyenmom

UA/17149/01/03
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Ne Haszea dopma sunycky 3asneHuk Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka ¢opma, 3as18HUKA @UPOGHUKA 8ionycky peecmpayitiHozo
3acoby YNakoeka) noceioueHHst
Uuni crienmdikariii A®I, a came- 0HOBJIeHHs Ha3B in-house impurities

3arBepgykeHo Impurity-A Impurity-B 3anpononoBano Impurity-2
Oxo Everolimus. 3minu I Tuny - AgMinicTpaTrBHi 3MiHH. 3MiHa
HaliMeHyBaHHs Ta/ab0 aipecy MiCL{si IPOBaZXKEeHHS JisbHOCTL
BUpOGHUKa (BK/IIOUArOUH, 3a HeOOXiTHOCTI, MiCLie IPOBeeHHS
KOHTPOJIIO SIKOCTi), ab0 B/IacHHKa MacTtep-¢aiina Ha ADI, abo
nocravajabHUKa ADI/BUXiZiHOro MaTepiany/peareHTy/lpoOMiXHOIO
MPOJYKTY, 110 3aCTOCOBYIOTHCSI Y BUPOOHULITBI ADI (K10
3a3HaueHo y JJ0ChE Ha JIKapChKHUH 3acif) 3a BificyTHOCTI
ceptudikara BiroBigHOCTI EBpoMechKii dpapmakorei y
3aTBep/KeHOMY [10Ch€, a00 BUPOOHHKA HOBOT JOMTOMDKHOT
PEUOBHHH (SIKIL0 3a3HAYEHO Y A0Che) 3MiHa afipeck BUpOOHMKa
A®I Biocon Limited, 6e3 3MiHu MicList BUPOOHHMLITBa 3aTBEPPKEHO
Special Economic Zone Plot No. 2-4, Phase IV Bommasandra-
Jigani Link Road Bommasandra Post, Bangalore 560 099 India
3anporioHoBaHo Special Economic Zone Plot No. 2-5, Phase IV
Bommasandra-Jigani Link Road Bommasandra Post, Bengaluru
560 099 India. 3minu I Tuny - AgMiHiCTpaTHBHI 3MiHH.
BusyueHHst BUpDOOHHUOI JiTbHULI (BK/TIOUAKOYN JiTHHULYL AJ1sT
A®I, npomi>KHOTO MPOAYKTY abo rOTOBOTO JIiKapCHKOro 3acoly,
[UTBHUL [7151 TIPOBE/IeHHS [IaKyBaHHsI, BADOOHMKa,
Bi/INTOBiZJa/IbHOTO 3a BUITYCK Cepiid, Miclie poBeieHHsI KOHTPOJTIO
cepii) abo mocTavasbHUKA BUXiJHOTO MaTepiany, peareHTy abo
JIOTIOMDKHOI PeUOBHHH (SIKILO 3a3HaUeHO Y [j0Che) BrmydenHs
BupobHMYoi AineauLi ADI Hisun Pharmaceutical (Hangzhou) Co.,
Ltd., Kuraii. 3minu I Tumny - 3minu 3 sikocti. ADIL. CtabinbHICTb.
3miHa repiozly MOBTOPHKX BUIpobyBaHb/mepioay 36epiranus abo
yMoB 36epiranns A®I (3a BiICYTHOCTI y 3aTBep/)KEHOMY [JOChE
cepTudikara BinoBigHoCTi €BponeichKil papmakornei, 1o
BKJIFOYAE 1epiog MOBTOPHOr0 BUMPoOyBaHHs) (1Iepio/] MOBTOPHOTO
BUNpPOoOyBaHHs1/epioy 36epiraHHs) - 30i/bleHHs a0 BBe/IeHHSI
repiofy MOBTOPHOTO BUMPOOyBaHHs/mepiony 36epiraHHs Ha
OCHOBI pe3y/IbTaTiB ZOCTiKeHb ¥ peaJbHOMY Yaci - 30i/IbIeHHs
nepiozy noBTOpHOTO BUNpobyBaHHs A®I 3 18 micsuis no 24
micsigiB. 3minu I tumny - 3minu 3 sikocti. AL BrpobHuLITBO.
3wminn B niporjeci BupobHurrBa A®I (He3HauHa 3MiHa Yy 3aKpHUTIH
yacTuHi MacTtep-daiia Ha A®I) Y npoueci BUpOOHHLITBA Bif
Synthon Argentina S.A. 6ys0 3MiHeHO po3unHHUK. 3MiHu | THy -
3wminn 3 skocti. Ceptudikar BifnosigHocti/I'E-cepTudikar
BiimoBigHOCTI €BponelickKiil hapmakomnei/MoHorpadii. 3miHH,
TOB'si3aHi 3 HeOOXiAHICTIO MPUBEAEHHS Y BiAMOBIAHICTS /10
MoHorpadii I®Y abo Epporelicbkoi papmakornei, abo iHmol
HalioHanbHOI apmakoriei fep>kaBu €C (3MiHa y crierudikariisx,
roB'si3aHa 3i 3minamu B I®Y, abo E€BporeiickKiit dpapmakoriei, abo
iHmi# HarjioHaneHilM hapMakoriei gep>kaBu €C) OHOBIEHHS
crienmdikariii, y 3B’s13Ky 3 oHoBJ/IeHHAM [JM® Ta npHUBe/jeHHsM 0
EP. 3minu I tuny - 3minu 3 sikocti. A®I. Bupobuuireo. 3miHa

BHPOOHHMKA BHXiZHOTO/TIPOMDKHOTO TTPOAYKTY/PeareHTy, 1o

BHMKODPHUCTOBYIOThCS1 Y BUpOOHHMUYOMY Mporieci API, abo 3miHa
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Ne

Hasea
NiKapcbKo20
3acoby

Dopma eunycky
(nikapcbka ¢opma,
YNakoeka)

3asneéHuk

Kpaina

3as6HUKa

BupobHuk

Kpaina

@UPOGHUKA

Peecmpayitina npoyedypa

Ymoegu
8ionycky

Homep
peecmpayitiHozo
noceioyeHHst

BMPOOHMKa (BK/IFOYAl0UH, Jie HeoOXiZIHO, MicIie MpoBe/ieHHs
KOHTpoIto sikocTi) ADI (3a BicyTHOCTI cepTudikaTa
BifimoBigHOCTI EBpOMEHCcHKil hapmakoriel y 3aTBepKeHOMY
nocke)(iHmi 3mMinu) JJofiaHo HOBOro nocTavasibHUKa POMDKHOTO
npoaykty M/1303 Yangzhou Lianao Biopharmaceutical Co., Ltd.
(Lianao).
3wminu I Tuny - AgmiHicTpaTHBHI 3MiHH. BumyueHHs1 BUpOOHHUOT
nineHUL (BK/IOYarouu AinbHUL J1s1 ADI, mpoMi>KHOTO IPOAYKTY
abo roToBoro iKapcbKOro 3acoy, JiTbHHUL 415 IPOBe/eHHS
TMaKyBaHHsI, BUDOOHHKa, Bi/IOBiJaIbHOTO 3a BUITYCK Cepii, Micie
MPOBe/IeHHsT KOHTPOJTIO cepii) abo mocTavabHUKA BUXiJHOTO
Marepiaiy, peareHTy abo JOIIOMDKHOI PeUOBHHH (SIKILO 3a3HaYeHO
y Aocke) Bunyuennst Bupo6uuuoi gimbHuni A®I Synthon s.r.o.,
Czech Republic.

53.

EKBOPAJI®

Karcynu M'aKi 1o 50
wr, 1o 10 kancyn y
6icTepi; mo 5
6nicrepiB y Kopob1ii

TOB «TeBa
YkpaiHa»

YxpaiHa

Tesa Yex Inpacrpis
c.p.o.

UYeceka
Pecrniybnika

BHeCeHHs 3MiH /10 peecTpaLliiHUX Marepiais: 3Minu I Ty -
3Minu 11070 6e3reky/eeKTUBHOCTI Ta hapMakoHarIsiAy. 3MiHa y
KOPOTKi#i XapaKTepHCTHIIi JIIKapChKOTro 3acoby, TEKCTi
MapKyBaHHsI Ta iHCTPYKLii A/11 MeJUUHOro 3aCTOCYBaHHS Ha
Mi/ICTaBi perysisipHO OHOBJIIOBAHOTO 3BiTy 3 Ge3reKu JlikapCcbKoro
3aco0y, abo ocTizpKkeHb 3 6e3rmeKu 3aCTOCYBaHHS TiKapChKOTr0
3acoby B mic/speecTpariifituii riepios, abo sIK pe3ysibTar OL{iHKH
3BITY 3 JOC/Ii/)KeHb, IPOBeZleHUX BiATOBIAHO [0 M/1aHy
nefiaTpuuHuX fociimkens (PIP) (3MiHy y3rokeHo 3
KOMITETeHTHUM YTIOBHOBa)KEHUM OPraHOM).
3MiHM BHeCceHO 10 IHCTpyKLii A4J11 MeUUHOr0 3aCTOCYBaHHS
JIiKapChKOro 3acoby /10 po3aisiie "B3aemogis 3 iHITUMEA
JiKapCchKUMH 3acobam Ta iHmi By B3aemogii", "OcobBocTi
3acrocyBaHHs", "[To6iuni peakwii" BifmOBiZHO 10 OHOBIEHOT
indopmariii 3 6e3rexku 3aCTOCyBaHHsI fiF040i peuoBHHU. BBesjeHHs
3MiH IPOTAroM 6-TH MiCSLIiB Tic/1sl 3aTBep/KEHHSI

3a peyenmom

UA/7471/02/02

54.

EKBOPAJI®

Karcym M'siki o 100
wr, 1o 10 karcyn y
6micTepi; o 5
6icTepiB y Kopobui

TOB «TeBa
YxkpaiHa»

Ykpaina

Tesa Yex Inpactpis
c.p.o.

Yecbka
Pecriy6iika

BHECeHHs 3MiH /I0 peecTpaLliiH1X MartepianiB: 3MiHH I THITy -
3minu 1110710 Oe3reKu/eeKTUBHOCTI Ta (hapMakoHATJIsiAy. 3MiHa y
KOPOTKil XapaKTepHCTHLi JIIKapCbKOro 3acofy, TeKCTi
MapKyBaHHS Ta iHCTPYKU|I A/11 MeJUUHOTO 3aCTOCYyBaHHs Ha
TifcTaBi pery/sipHO OHOBJIFOBAHOTO 3BiTY 3 Ge3reKH /1iKapCbKoro
3acoby, abo gocipKkeHs 3 Ge3neKy 3aCTOCyBaHHS TiKapChKOTO
3aco0y B mic/sipeecTparjiiiHuii epiof, abo siK pe3y/bTaT OL[iHKK
3BiTy 3 ]0C/Ti/I)KeHb, POBe/IeHUX BiINOBIAHO /0 MIaHy
nefiaTpuyHuX gocifkens (PIP) (3MiHy y3rozpkeHo 3
KOMIIeTeHTHUM YIIOBHOBa)KEHUM OPraHOM).
3MiHU BHeCeHO 10 IHCTpyKuil /11 MeANYHOTO 3aCTOCYBaHHS
JiiKapchpKoro 3acoby o po3zinis "B3aemogis 3 iHIIUMU
niKapCchbKUMH 3acobamMu Ta iHIi BUay B3aemogii", "OcobmuBoCTi
3actocyBanHs", "[To6iuHi peakuii" Bi/jlIOBifHO 10 OHOB/IEHOI
indopmariii 3 6e3rexn 3acTocyBaHHs /lif040i peuoBUHU. BBesieHHs
3MiH NPOTSIroM 6-TH MiCSILIB Mic/isl 3aTBepAKeHHSI

3a peyenmom

UA/7471/02/03

55.

EKBOPAJI®

Karcyiu M'siki 1o 25
wr, 1o 10 Karcyn y

TOB «TeBa
YKpaiHa»

Ykpaina

Tesa Uex Inpactpi3
c.p.o.

UYecpka
Pecriy6stika

BHeCeHHs 3MiH 0 peecTpaliifHux MarepiaiB: 3minu I Tury -
3miHu oo Ge3nekn/edeKTUBHOCTI Ta hapMaKoHarusiay. 3MiHa y

3a peyenmom

UA/7471/02/01
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Ne Haszea dopma sunycky 3asneHuk Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka ¢opma, 3as18HUKA @UPOGHUKA 8ionycky peecmpayitiHozo
3acoby YNakoeka) noceioueHHst
6micTepi; o 5 KOPOTKili XapaKTepHCTHLi JIIKapCbKOro 3acoby, TeKCTi
6icTepiB y kKopobiii MapKyBaHHS Ta iHCTPYKLi{ /11 MeJUUHOro 3aCTOCYBaHHS Ha
Ti/iCTaBi perysisipHO OHOBJIIOBAHOTO 3BiTy 3 Ge3rneKu JliKapcbKoro
3acoby, abo gocipkeHb 3 Ge3neKy 3aCTOCyBaHHS TiKapChbKOTO
3aco0y B mic/sipeecTparjiiHuil epiof, abo siK pe3ysibTaT OL[iHKK
3BiTy 3 ]0C/TiZIKeHb, POBe/IeHNX BiANOBIZHO /0 M/IaHy
negiaTpuyHux fgocifkeHs (PIP) (3MiHy y3rozpkeHo 3
KOMIIeTeHTHUM YIIOBHOBa)KEHUM OPraHOM).
3MiHM BHeceHO 0 IHCTpyKuil /11 MeANYHOTO 3aCTOCYBaHHS
JiKapchKoro 3acofy 710 po3zinie "B3aemopis 3 iHIIUMEU
nmiKapCchbKUMH 3acobamiu Ta iHii Buau B3aemogii", "OcobmuBoCTi
3acrocyBaHHs", "[Tobiuni peakujii" BifmoBigHO 0 OHOBIEHOT
iHdopmMaLiil 3 Ge3meKku 3aCTOCYBaHHs [jiF0Uuoi peuoBHHH. BBejeHHsI
3MiH IPOTSIrOM 6-TH MiCSALiB Mic/Is 3aTBepKEeHHsT
56. EJIIIEA TabeTkw, 110 KPKA, p.1., CnogeHis KOHTPOJIb Ta BUITYCK Cnosenisi/ BHeCeHHs 3MiH /10 peecTpaLliiHUX Marepiais: 3Minu I Ty - 3a peyenmom UA/13686/02/01
JMCTIePryIOThCS Y Hogo mecto cepii: KPKA, x.4., HoBo I'peuist 3Minu 1mo0/0 6e3neku/edeKTUBHOCTI Ta apmMakoHar/saAy (iHLi
POTOBI# MOPOXXHUHI mecto, CroBeHis; 3MiHM) - 3MiHU BHECeHi J10 iHCTPYKLii AJ1s1 MeJUUHOrO
110 5 mr; 1o 7 BHUPOGHHLITBO, TIEPBUHHE 3aCTOCYBaHHsI JIiKapchbKoro 3acofy y poszinu "B3aemois 3
TabsieToK y 6sticTepi; Ta BTOPHMHHe aKyBaHHS, iHIIMMU JTIKapCHKUMH 3aco0aMu Ta iHILi BUAY B3aeMOZiN"
1o 4 abo mo 12 KOHTPOJIb Ta BUITyCK BifITIOBiIHO /10 OHOBJIeHOT iHdopMaliii 3 Ge3mexu fgirouoi
6ricTepiB y KapTOHHIM cepii: /xeHecdapm pevyoBUHU. BBe/ieHHs 3MiH MPOTATOM 6-TH MICSLIiB Mic/s
KOpoOLi CA, I'penis; 3aTBeppKeHHsI; 3MiHu I Tumny - 3mMiHu 1070 Ge3nekn/eeKTUBHOCTI
BUPOOHUIITBO 260 Ta papmakoHarssigy (iHi 3mMiHu) - 3MiHM BHeCeHi 10 iHCTpyKLii
BHUPOGHMIITBO i3 V151 Me/JMYHOTO 3aCTOCYBAHHsI JiIKapChKOro 3aco0y y po3zim
HaniBIpPOAYKTY, "Oco6MBOCTI 3aCTOCYBaHHS" BiJMIOBiZHO 10 OHOBJIEHOI
BUPOG/IeHOr0 indopmarii 3 6e3nexu jitouoi peuoBrHH. BBesieHHs 3MiH
IxeHedapm CA, TPOTAroM 6-TH MiCALIB Mic/s 3aTBepAKeHHs; 3MiHu I Tumy -
MepBHHHe Ta BTOPHMHHe 3Minu 1m0/0 6e3neku/edeKTUBHOCTI Ta apmMakoHar/saAy (iHLi
nakyBaHHs: KPKA, 1.7., 3MiHU) - 3MiHU BHeCeHi /|0 IHCTPYKI /1 MeJUHOro
Hogo mecTto, CrioBeHis; 3acTOCyBaHHs JlikapceKoro 3acofy y poszinu "OcobmmBocTi
KoHTpoJib cepii: KPKA, 3acTocyBaHHs", "3aCTOCYBaHHs y Mepiof BariTHOCTi abo
4.4., Hoo mecro, rogyBanHs rpyg0"”, "ITobiuHi peakuii" BifjlIoBifjHO 0 OHOB/IEHOI
CrnoBeHis indopmaryii 3 6e3nexu firouoi peuoBHHY. BBesjeHHs 3MiH
MPOTAroM 6-TU MiCSAL|iB MiC/1s1 3aTBeppKeHHs]; 3MiHu I Tuny -
3minu 1110710 6e3reku/eeKTUBHOCTI Ta (hapmakoHarsay (iHmri
3MiHM) - 3MiHM BHeCeHi [J0 iHCTPYKLi AJ1s1 MeJUUHOro
3aCTOCYBaHHs JIiKapChKOro 3acoby y po3aimm "B3aemofist 3
IHIIMMU JTIKapCHKUMU 3acobamMu Ta iHII BUIY B3a€MOJiii",
"Ocob6mBocTi 3acTOCYBaHHS" BiJTIOBiHO IO OHOBJIEHOT
iHdopMalii 3 6e3rexu Airouoi peUuOBHHH.
BBejieHHs1 3MiH NPOTSroM 6-TH MicALiB Mic/Is 3aTBEepKEeHHST
57. EJIIIIEA TabJIeTKH, 1110 KPKA, g.4., CrnoBeHis KOHTPOJIb Ta BUITyCK CnoBeHis/ BHECeHHs 3MiH /10 peecTpaLiiiHMX MarepiaiB: 3MiHH I Ty - 3a peyenmom UA/13686/02/02
JIUCTIePryIOThCS Y Hogo mecto cepii: KPKA, z.4., HoBo I'peuist 3Minu 11070 6e3neku/edeKTUBHOCTI Ta hapmMakoHarsaAy (iHii

POTOBIi1 MOPOKHUHI
o 10 mr; o 7
TabsieToK y 6sticTepi;
o 4 abo mo 12
6JticTepiB y KapTOHHIM

mecTo, C/I0BeHist;
BHUPOOHHLTBO, ITepBUHHE
Ta BTOPUHHE MAaKyBaHHS,
KOHTPOJIb Ta BUITYCK

cepii: xenedapm

3MiHM) - 3MiHU BHeCeHi /[0 IHCTPYKIii /151 MeJUHOr0
3aCTOCYBaHHs JIiKapChKOro 3acoby y po3zim "B3aemogist 3
iHIIMMU JTIKapCHKUMU 3ac00aMU Ta iHILi BUIYM B3a€MOZiN"
Bi/jIIOBi/iHO 10 OHOB/eHOI iHdopMariii 3 6esmexu Airouoi
peuoBUHHU. BBeJieHHs1 3MiH MPOTSITroM 6-TH MICSILiB ITiCIst
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Ne Haszea dopma sunycky 3asneHuk Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka ¢opma, 3as18HUKA @UPOGHUKA 8ionycky peecmpayitiHozo
3acoby YNakoeka) noceioueHHst
KOpoOLi CA, I'penis; 3aTBep/pKeHHsI; 3MiHU I Tumy - 3MiHK 11070 Ge3nekn/edeKTHBHOCTI
BUPOOHUIITBO 260 Ta (papmakoHarssigy (iHwi 3mMiHM) - 3MiHM BHeCeHi 10 iHCTpyKLii
BHPOGHMIITBO i3 V151 Me/JUYHOTO 3aCTOCYBAHHs JTiIKapChKOT0 3aco0y y po3zim
HaniBMpPOAYKTY, "Oco6MBOCTI 3aCTOCYBaHHS" BiJNIOBiZHO 10 OHOBJIEHOT
BUPOOJIEHOTO indopmariii 3 6e3nexu fitouoi peuoBrHH. BBeseHHs 3MiH
IxeHedapm CA, TIPOTAroM 6-TH MiCALIB Tic/s 3aTBepAKeHHs; 3MiHu I Tumy -
MepBHHHE Ta BTOPUHHE 3Minu 1mo/0 6e3neku/epeKTUBHOCTI Ta apmMakoHarsay (iHui
nakyBaHHsi: KPKA, 1.1., 3MiHU) - 3MiHU BHeCeHi /|0 IHCTPYKIi /11 MeJUHOro
Hoso mecto, CnioBeHis; 3aCTOCyBaHHI JTiKapchKoro 3acoby y po3zaimm "OcobmuBocTi
KoHTpoJib cepii: KPKA, 3acTocyBaHHs", "3acTOCyBaHHs y Mepiof BariTHocTi abo
4.4., Hoo mecro, rogyBanHs rpyg0"”, "ITobiuHi peakuii" BifjrioBifHO 0 OHOB/IEHOI
CrnoBeHis indopmaryii 3 6e3nexu firouoi peuoBHHY. BBesjeHHs 3MiH
MPOTATOM 6-TH MICSALiB MiC/1s1 3aTBep/pKeHHs; 3MiHu I Tuny -
3minu 1110710 6e3rnekn/edeKkTUBHOCTI Ta hapmakoHarsay (iHur
3MiHM) - 3MiHM BHeCeHi [J0 iHCTPYKL|I AJ1s1 MeJUuHOro
3aCTOCYBaHHs JIiKapChKOro 3acoby y po3zimm "B3aemofis 3
IHIIMMU JTIKaPCHKAMU 3acobaMu Ta iHI BUIY B3a€MOJii",
"Ocob6mBocTi 3acToCyBaHHS" BiJTIOBiZHO IO OHOBJIEHOI
iHdopMallii 3 6e3rexu Jirouoi peuoBHHH.
BBeieHHs1 3MiH NPOTSroM 6-TH MicsALiB MiC/Is 3aTBEPKEHHST
58. EJIIIEA TabseTkw, 110 KPKA, p.1., CnogeHis KOHTPOJIb Ta BUITYCK Cnosenisi/ BHeCeHHsI 3MiH /I0 peecTpaLliiHuX Marepiais: 3MiHu I Ty - 3a peyenmom UA/13686/02/03
JIUCTIePryIOThCS Y Hogo mecto cepii: KPKA, x.4., HoBo I'peuist 3Minu 1m0/0 6e3neku/edeKTUBHOCTI Ta hapmakoHar/saay (iHLi
POTOBI# OPOXXHUHI mecto, CroBeHis; 3MiHM) - 3MiHU BHECeHi J10 iHCTPYKLii AJ1s1 MeJUUHOTO
o 20 mr; 1o 7 BHUPOGHHLITBO, TIEPBUHHE 3aCTOCYBaHHs JIiKapChKOro 3acoby y po3zim "B3aemogist 3
TabsieToK y 6sticTepi; Ta BTOPHMHHe aKyBaHHS, IHIIMMU JTIKapCHKUMU 3aco0aMu Ta iHILi BUAY B3aeMOZiN"
o 4 abo mo 12 KOHTPOJIb Ta BUITyCK BiZITIOBiIHO /10 OHOBJIeHOT iHdopMaliii 3 Ge3mexu fgirouoi
6ricTepiB y KapTOHHIM cepii: /xeHecdapm pevyoBUHU. BBe/jeHHs 3MiH MPOTAroM 6-TH MICSLIiB Mic/s
KOpoOLi CA, I'penis; 3aTBepPKeHHsI; 3MiHu I Tumny - 3MiHu 1070 Ge3nekn/edeKTUBHOCTI
BUPOOHUIITBO 260 Ta papmakoHarssigy (iHi 3MiHM) - 3MiHM BHeCeHi 10 iHCTpyKLii
BHUPOOHMIITBO i3 V151 Me/JMYHOTO 3aCTOCYBAHHs JiKapChKOro 3aco0y y po3zim
HaniBIpPOAYKTY, "Oco6MBOCTI 3aCTOCYBaHHS" BiJMIOBiZHO 10 OHOBJIEHOI
BUPOG/IEHOr0 indopmarii 3 6e3nexu fitouoi peuoBrHH. BBesieHHs 3MiH
IxeHedapm CA, TPOTAroM 6-TH MiCALIB Mic/s 3aTBepAKeHHs; 3MiHu I Tumy -
MepBUHHe Ta BTOPHMHHe 3Minu 1070 6e3neku/edeKTUBHOCTI Ta apmMakoHar/saAy (iHLi
nakyBaHHs: KPKA, 1.7., 3MiHU) - 3MiHU BHeCeHi /|0 IHCTPYKI /15 MeJUHOr0
Hogo mecTo, CioBeHist; 3acToCyBaHH JlikapceKoro 3acofy y poszinu "OcobmmBocTi
KoHTpoJib cepii: KPKA, 3acTocyBaHHs", "3aCTOCYBaHHs y Mepiof BariTHOCTi abo
4.4., Hoo mecro, roayBanHs rpyg0"”, "ITobiuHi peakuii" BifjlIoBifHO 10 OHOBIEHOI
CrnoBeHis indopmaryii 3 6e3nexu firouoi peuoBHHY. BBesjeHHs 3MiH
MPOTAroM 6-TU MiCSALiB MiC/1s1 3aTBeppKeHHs]; 3MiHu I Tuny -
3minu 1110710 6e3rek/eeKTUBHOCTI Ta (hapmMakoHarsay (iHmri
3MiHM) - 3MiHM BHeCeHi [J0 iHCTPYKLi AJ1s1 MeJUUHOro
3aCTOCYBaHHs JIiKapChKOro 3acoby y po3aimm "B3aemofist 3
iHIIMMU JTIKapCHKUMU 3acobamMu Ta iHII BUIY B3a€MOJiii",
"Ocob6mBoCTi 3acTOCYBaHHS" BiJTIOBiHO IO OHOBJIEHOT
iHdopMalii 3 6e3rexu Airouoi peUuOBHHH.
BBejieHHs1 3MiH NPOTSroM 6-TH MicALiB MiC/Is 3aTBEpKEHHST
59. EHTEPOJI Karicy/iu o 250 mr, BIOKOJEKC ®PpaHLis FIOKOJEKC DpaHLis BHeCEHHsI 3MiH /10 peecTpalliiHiX MaTepiasiB: 3miHu I Tumy - 6e3 peyenma UA/6295/02/01
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Ne Haszea dopma sunycky 3asneHuk Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka ¢opma, 3as18HUKA @UPOGHUKA 8ionycky peecmpayitiHozo
3acoby YNakoeka) noceioueHHst
250 o 10 abo mo 20, abo 3minu 3 sikocTi. ['oToBMI iKapcekuii 3aci6. Cuctema
o 30, abo mo 50 KOHTeHHep/3aKyIoproBa/bHUM 3aci6. 3MiHa y epBUHHIN yrakoBLji
Karcys1 y TuIsiiii TOTOBOTO JTiIKAPCHKOTO 3aco0y (SIKiCHMI Ta KiMbKICHU#H CKaf) -
CK/IsHIM; o 1 nuistmi TBepgi ikapceki popmuy. BHeceHHs 3MiH /10 MaTepiaiB
CKJ/IsIHIN Yy KapTOHHI# peectpauiiiHoro gocke (p. 3.2.P.7. Cucrema
KOpob1ii; o 5 Kamncysn KOHTelHep/3aKyoproBaIbHuUi 3acif), a came BBeJEHHsI
y 6nicrepi; 1o 2 abo a/lbTepHaTUBHOI'O NIOCTavyalbHUKA MaKyBaIbHOIO MaTepiamy As
1o 4, abo 1o 6 MEepBUHHOI yrakoBku (38 pm aroMiHito yis 6/1icTepHUX Karicy.n)
6nicTepiB y KapTOHHIH
KOpoOLi; o 6 Karcys
y bricTepi; mo 5
6nicTepiB y KapTOHHIH
KOpo6Lii
60. €BPOMOHT Tab/IeTKH, BKPUTL Axxkopz, Tonbiia BHUPOOHHULITBO Inpis/ BHeCeHHs 3MiH [0 peecTpalliifHux MarepiaiB: 3minu I Tumy - 3a peyenmom UA/19125/01/01
TI/TiBKOBOXO XeJckea JiKapceKoro 3acofy, Benuka 3minu 3 sikocTi. ['0TOBMI JlikapchKuii 3aci6. 3MiHK y BUDOOGHULITBI.
000/10HKOI0, 110 10 Mr; IMToncka Cr. MepBUHHe Ta BTOPHMHHe Bpuranis/ 3MiHH y TpoLieci BUPOOHHLITBA FOTOBOT'O JTiIKapCHKOT0 3aco0y,
1o 14 TabneTok y 3.0.0. TaKyBaHHs, KOHTPOJIb YropuHa BKJ/TIOYAIOYHY [TPOMIKHUM NPOAYKT, 110 3aCTOCOBYEThCS IIPU

6micrepi; o 2
6icTepy y mauri

SKOCTI cepii:
InTac dapmaceroTikanc
Jimiten, Inpgis;
BUPOOHHULITBO
JliKapcbKOro 3aco0y,
NepBUHHE Ta BTOPUHHE
T1aKyBaHH$1, KOHTPOJIb
sIKOCTI cepii: IHTac
®dapmacbroTikaac
Jimirten, IHpis;
JI0flaTKOBA Ji/bHUL 3
MIepBUHHOTIO Ta

BTOPUHHOTI'O IaKyBaHHA:

AKKOP/[I XEJICKEA
JIIMITE][], Benika
bpuTaHisi; jofaTKOBa
[LTBHULS 3 IEDBUHHOIO
Ta BTOPUHHOI'O
TNaKyBaHHs, KOHTPOJ/Ib
sikocTi: AKKOP/I-
FOKE JIIMITE/I,
Benuika bpuranis;
KOHTPOJIb SIKOCTi:
ACTPOH PEChOPY
JIIMITE/], Benuka
Bputanisi; KoHTpO/IB
sKocti: AJIC
JIABOPATOPIC
(FOKE1) JIIMITET,
Bemuka Bpuranis;
KOHTPOJIb SIKOCTi:

BUPOOHMIITBI TOTOBOTO JIiKapchKOro 3acoby (iHmr 3MiHu) - 3miHa
yacy 30epiraHHs [jo TPbOX MiCSIL{iB /715t TAO/IETOK, BKPUTHX
060JI0HKOF0, TTPOTSTOM TIPOLIECY BUPOOHHUIITBa €BPOMOHT,

TabJIeTOK, BKPUTHX 000JI0HKOIO, 110 10 Mmr. I'JI3 3aBx/u
110CTauaTUMeThCs! BiINOBIIHO 10 3aTBEP/)KEHOT0 TepMiHy
TIPUIATHOCTI 24 MicsiLli, IKAI PO3paxOBY€EThCS 3 JATH MOYATKY
BUPOOHHLITBA 3a3HAUEHOTO MPOJYKTY
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DOAPMABAJILA JITx,
Mikpobiosioriuta
nabopaTopis,
YropiiyHa; KOHTPO/Ib
AKoCTi: Becciinr
Xanrepi Kor.,
YropuHa;
BiJTIOBija/IbHUIM 32
Bunyck cepii: AKKOP/]
XEJICKEA JIIMITE[,
Benvika bpuranis
61. €BPO®EB Tab/eTKy, BKPUTI €spo Jlaiidkep Bemika Ienedapm CA Tpewist BHeCeHHs1 3MiH /I0 peecTpaLjiiiHiX MaTepia/iB: 3Minu I Tumy - 3a peyenmom UA/18053/01/01
MJ1iBKOBOIO JITp, Bpuranis ApmiHicTpaTuBHI 3MiHK. 3MiHa HaliMeHyBaHHsI Ta/abo agpecu
000/10HKO10, 110 80 MT; 3asiBHMKA (B/IaCHMKA PeeCTpaLiiiHOro MOoCBifueHHs) 3MiHa ajjpecu
110 14 tabseTox y 3asBHMKa
6micTepi; mo 1 abo mo
2, abo 1o 4, abo 1o 6,
abo mo 7 GrticTepiB y
KapTOHHiM Kopobiii
62. E€BPODEDB Tab/IeTKH, BKPHUTL €gpo Jlaiidkep Benuka T'enedapm CA I'pewis BHeCeHHsI 3MiH /I0 peecTpaljiiiHix MaTepiasiB: 3minu I Tumy - 3a peyenmom UA/18053/01/02
T/1iBKOBOIO JItp, Bpuranis ApmiHicTpaTHBHI 3MiHH. 3MiHa HaliMeHyBaHHsI Ta/abo afpecy
000/10HKOI0, 110 120 3asBHMKA (B/IaCHUKA peecTpaLiiiHOro rnoceifueHHst) 3MiHa azipecu
mr; 1o 14 tabeTok y 3asBHUKa
6micTepi; o 1 abo mo
2, abo 1o 4, abo 1o 6,
abo o 7 GiticrepiB y
KapTOHHIiM Kopooiii
63. XEBTAHA® KOHL|eHTpaT /11 TOB "CaHodi- Ykpaina CaHodi-ABeHTic Himeyunna BHECEeHHs1 3MiH /|0 peecTpaLliiHuX mMatepianis: 3minu I Tuny - 3a peyenmom UA/11582/01/01
po3unHy A1 iHdy3i, Asgenric Hoitunang I'm6X ApminicrparuBHi 3miHu. 3MiHa HafiMeHyBaHHst Ta/abo agpecu
60 mry 1,5mnmo 1,5 Ykpaina" MiCLs IPOBa/PKeHHS JisTbHOCT] BUPOOHHMKA (BK/TIOUAIOUH, 38

MJI KOHLIEHTPATy y
(hnakoHi y KOMIIEKTi
3 PO3UMHHUKOM 110 4,5
i (etaHon 96 %-13
% (M/M), BoJa AJist
iH'ekniH) y dakoHi;
o 1 ¢nakoHy
KOHLIeHTpaTy Ta 1
(hy1aKOHYy pO3UMHHMKA
B KapTOHHi# KOpo61ii

HeobXifHOCTi, MiCLie TIPOBe/IeHHs KOHTPOJTIO SIKOCTi), abo
BJIACHMKa MacTtep-datiia Ha ADI, abo nmocravanbHUKa
AdI/BuxigHoro Marepiany/peareHTy/IpOMi>)KHOTO TIPOAYKTY, 1[0
3aCTOCOBYIOTBCS Y BUPOOHUIITBI ADI (SKILO 3a3HAUYEHO Y JOChE HA
JiKapceKuit 3acib) 3a BigcyTHOCTI cepTudikaTa BifmosigHOCTI
E€BporneiiceKil Gpapmakorei y 3aTBep)KeHOMY JOChe, a60
BUPOOHKKA HOBOI ZOMOMIXKHOI PEYOBHHH (SIKIIIO 3a3HAUEHO Y
Jocke) 3MiHa HaliMeHyBaHHS Ta a/jpecy JiMbHUII BiJTIOBija/MbHOI
3a BUPOOHMIITBO IPOMDKHOTO MPOAYKTY (eTarmu A Ta B), 1mjo
BUKOPHCTOBYETBCS /17151 BAPOOHMUIITBA [1i0U0] PEUOBUHU
kabasurakcesny areToHoBOro combeaty 3 Sanofi Chimie, Usine de
production chimique, 63480 Vertolaye, France Hra EUROAPI
France 4 La Paterie, 63480 Vertolaye, France. Micue
POBa/KeHHsI AisUTbHOCTI Ta BCi BUPOOHMYI oreparii
3anmumaroThcst 6e3 3miH. 3aTBeppkeHo: Sanofi Chimie, Usine de
production chimique, 63480 Vertolaye, France 3anporoHoBaHo:
EUROAPI France 4 La Paterie, 63480 Vertolaye, France. 3minu I
TUMY - AJMiHicTpaTHBHI 3MiHM. 3MiHa HaliMeHyBaHHs Ta/abo
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azipecy MicLisl POBa/KeHH Ais/IbHOCTI BUPOOHMKa (BK/IFOYArOUH,
3a HeoOXiTHOCTI, MiClie IPOBeJEHHSI KOHTPOJIIO SIKOCTi), abo
BJIaCHMKa MacTtep-datina Ha A®DI, abo mocTavasbHUIKa
A®I/BuxifHOro Marepiasy/peareHTy/NpOMi’)KHOIO IPOAYKTY, 1110
3aCTOCOBYIOTCsI Y BUPOOHUIITBI ADI (SKIL[O 3a3HAUYEHO Y JOChE HA
JIKapChKUi 3acib) 3a BiicyTHOCTI cepTudikara BifnosigHOCTI
€BporieiiceKill (hapmakoriel y 3aTBep)KeHOMY /10Cke, abo
BUPOOHKKA HOBOI OMOMIXKHOI PEYOBHHH (SIKILIO 3a3HAUEHO Y
Zlocbe) 3MiHa HaliMeHyBaHHsI Ta a/ipecy NocTavyaabHUKa BUXiJHOTO
Marepiany POMA, 1110 3aCTOCOBYIOTHCSI Y BUPOOHHLTBI ADI
Kaba3suTakcesy aleToHOBOro cojibBary 3 Sanofi Chimie, Usine de
production chimique, 63480 Vertolaye, France Hza EUROAPI
France 4 La Paterie, 63480 Vertolaye, France. Micue
MPOBa/PKEHHST JisUTbHOCTI Ta BCi BUPOOHMYI orepariii
3a/MILIAI0ThCS 63 3MiH. 3MiHM CTOCYIOTHCS 3aKPUTOI YaCTHHH
ASMF (EMEA/ASMF/01112). 3atBepxeno: Sanofi Chimie,
Usine de production chimique, 63480 Vertolaye, France
3anporioHoBaHo: EUROAPI France 4 La Paterie, 63480 Vertolaye,
France. 3minu I Tuny - 3minu 3 sikocti. ADI. Kontpons ADIL.
3mina y metonax Burnpobysants API abo BUXiAHOTO
MaTepiay/IpOMiKHOT0O NPOJYKTY/peareHry, 110
BHUKOPHCTOBY€EThHCS Y mpolieci BUpobHuiTBa API (He3HauHi 3MiHK
y 3aTBep/pKeHUX MeTojax BUNpoOyBaHHs) BHeceHHs He3HaUHUX
3MiH Mij yac Bajiauii MeToAy, a came - 30i/IbleHHs
3Ba)KyBaJIbHOI MPOOH i Uacy ekcTpaxiiii, 11106 36iMbIIHMTH KiTbKICTh
BOZH, 1110 BBOAUTHCS B 00/1a/{HAHHS [/Is1 Mi/|BULLIEHHST TIPOMDKHOL
TOYHOCTI aHaTITHYHOTO MEeTOAY. [IPOMOHYETHCS, 11{06 3BaXKEeHHUI
3pa3ok craHoBMB 200 mr 3amicTbk 30 Mr, a yac eKCTpakLiii CTaHOBUB
180 cexyng, 3amicTs 60 cekyHz. Kpurepiii npuifHITHOCTI BMiCTy
BO/IY 3a/IMIIAETHCS He3MiHHMM Ha piBHi < 1,0 %. 14 3MiHa He
BIUIMBAE Ha siKicTb ADI kabasuTakcesy alleTOHOBOTO COJIbBATY.
3minm I Tuny - AgmiHicTpaTyBHI 3MiHY. 3MiHa HaliMeHyBaHHS
Ta/abo ajpecy MiCList POBa/PKEHHS AisSUIbHOCTI BUPOOHMKA
(BK/IFOUarOuH, 33 HeOOXiZIHOCTI, MicIle IPOBe/IeHHs! KOHTPOJTIO
sIKOCTi), abo BacHMKa Mactep-(aitia Ha A®I, abo mocTauasbHUKA
AdI/BuxigHoro marepiany/peareHTy/IIpOMi’)KHOTO TIPOAYKTY, 1[0
3aCTOCOBYIOThCS1 Y BUPOOHUIITBI A®DI (SKILO 3a3HAUEHO Y JOChE Ha
JiKapChKuit 3acib) 3a BificyTHOCTI cepTudikara BifmoBigHOCTI
€Bporieiicekiil hapmakoriel y 3aTBepAKEHOMY [OCkE, abo
BMPOOHMKA HOBOI ZJOMOMIDKHOI PeUOBHHHU (SIKILO 3a3HaYE€HO y
[0Cbe) 3MiHa Ha3BU [iIBHUL]I BiAMOBiJa/IbHOT 32 BADOOHHUIITBO Ta
aKyBaHHs /iF0Y0i peYOBMHN Kaba3UTaKCey alleTOHOBOTO
coneBaty 3 Sanofi-Aventis R&D, 13 quai Jules Guesde, 94403
Vitry-sur-Seine, France #a Sanofi Chimie, 9 quai Jules Guesde,
94403 Vitry-sur-Seine, France. Miclie npoBaJpkeHHs [is/IbHOCTI Ta
BCi BUpOOHMYI omeparyil 3a/1iaroThcs 6e3 3MiH. 3aTBepKeHO:
Sanofi-Aventis R&D, 13 quai Jules Guesde, 94403 Vitry-sur-
Seine, France 3anponioHoBaHo: Sanofi Chimie, 9 quai Jules
Guesde, 94403 Vitry-sur-Seine, France. 3minu I Tuny - 3mMiHH 3
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sikocTi. A®I. Kontpons A®I. 3miHa y MeTofax BUIIPOOyBaHHS
A®I abo BuxigHOrO MaTepiany/mpOMiXKHOTO TIPOAYKTY/peareHTy,
1110 BUKOPHUCTOBYETHCs y Tporieci BupobrunTBa ADI (iHmi 3miHu y
MeTo/laX BUNPOOYBaHHS (BKJ/IFOYAtOUH 3aMiHy abo [OTOBHEHHST)
A®I abo BUXiAHOr0/IPOMDKHOTO NPOAYKTY) BHeceHHs 3MiH [0 p.
3.2.S.5 CranzapTHi 3pa3ku abo mpernapaTi, a came - 3aMiHa
aHaniTHuHOro poboyoro cragapty C02000-WS-03 ADI
Kaba3uTakcesy alleTOHOBOTO COJTbBATy Ha HOBHUI CTaHJAPTHHUM
3pa3zok C02000-WS-04. Y mornepefHp0ro pobovoro CTaHAapTy
3aKiHUMBCS TePMiH /iii, @ TaKOX JJOTTOBHEHHSI HOBOT'O
CTaHJAPTHOTO 3pa3ka MeTo/oM iHdpauepBOHOro criekTpy. 3minu I
THUITY - AAMiHiCTpaTHBHI 3MiHN. BuiyueHHs1 BUpOOHMYOT ALMBHUL
(Bmouaroun finbHUL 47151 ADI, TPOMDKHOTO MPOAYKTYy abo
TOTOBOI'O JTIKAPCHKOTO 3aC00Y, AiTBHULI /151 IPOBEAEHHS
T1aKyBaHHs, BUPOOHHKa, Bi/IOBiZJabHOTO 3a BUIIYCK Cepiif, Miciie
TIPOBe/leHHsT KOHTPOJTIO cepii) abo mocTavasbHUKa BUXi/JHOTO
Marepiasy, peareHTy abo JOTIOMDKHOT PEUOBHMHH (SIKIL[O 3a3HAYEHO
y focke) BumyuenHst Bupo6HMUoi AinbHUL Sanofi-aventis
recherche et developpement 13 quai Jules Guesde 94403 Vitry-sur-
Seine, France, BiJmnoBifanbpHOI 3a eTanu BUpobHuiTBa A Ta B
MIPOMDKHOTO TIPOAYKTY, I1{0 BUKOPHUCTOBYETHCS /151 BAPOOHULITBA
Z1it0u0] peuoBUHU Kaba3uTaKcesTy aljeTOHOBOIO COJIbBATY.
Bupo6HUK, 1110 3a/IMIIUBCS, BUKOHYE Ti K caMi QYHKLT, 110 i
BHJTYYeHHH.

64.

IBYITPOM
MAKC PP

TabIeTKH, BKPUTL
TIiBKOBOIO
060/10HKO10, 110 400
Mr; 1o 12 tabneTok y
6mictepi; mo 1, 2 abo 4
6nicTepu y KapTOHHIMH
KOpoOLii

TOnina6, JIIT

CIIA

TOB IOC dapmarjis

IMonbia

BHECeHHs 3MiH /10 peecTpaLiiiHMX MarepiaiB: 3MiHu I THITy -
3minu 1110710 6e3reku/eeKTUBHOCTI Ta (hapmakoHarsay (iHmri
3MiHN) - OHOBJIEHHS TEKCTy MapKyBaHHs YIIAKOBKH JTiIKapCHKOTr0
3aco0y BigmnoBigHo f0 BUMoOr Hakazy MO3 YkpaiHu Bif
23.07.2015 p. Ne460 3 He3HaUHMMU [IPaBKaMU I10 TEKCTY.
BBejieHHs1 3MiH NPOTATOM 6-TU MiCALIIB MiC/ 3aTBepKeHHs

6e3 peyenma

UA/19498/01/01

65.

IBYITIPO®EH

Tab/IeTKH, BKPHTL
T/1iBKOBOIO
060/10HKO}0, 110 200
mr 1o 10 TabieTok y
6micTepi; mo 5
6icTepiB y mauri

[Ty6siyHe
aKLioHepHe
TOBAapHCTBO
"HaykoBo-

BUPOOHUYHIHA
LIeHTP
"BopiariBcbku
¥ ximiko-
(hapmar|eBTUUH
nif 3aBof"

Ykpaina

[Ty6stiuHe akiioHepHe
TOBapucTBO "HaykoBo-
BUPOOHMYMI LIeHTP
"boprariBcbkui xiMiko-
¢hapMaLieBTHUHUN
3aBoA"

Ykpaina

BHeCeHHs 3MiH 0 peecTpalliifHux MarepiaiiB: 3minu I Turmy -
3minu mogo 6e3neku/epeKTUBHOCTI Ta apMakoHarsaAy (iHm
3MiHH)

BHeCEeHHs 3MiH /10 po3/jiny “YnakoBKa” MeTOo/[iB KOHTPOJIO SIKOCTi,
a came BUZa/IeHHs iH(opMaliil 3a3HaueHOi pOCiHCHKOI0 MOBOO Ha
ymnakoBLi. OHOBJ/IeHHsI TeKCTY MapKyBaHHsI yIIaKOBKU JIiKapCbKOrO
3aco0y y 3B'SI3Ky 3 BUTy4eHHsIM iHbopMariii pociicbk0i0 MOBOIO.
BBezieHHs 3MiH NPOTAroM 6- TH MiCSLIiB Mic/Is 3aTBepPXKEeHHS.
3minu [ Tuny - 3minu 3 sikocTi. 'oTOBMIA JTiKapChKuit 3acib.
KoHTpos1b rOTOBOTO JiKapchKOro 3acoby (iHiii 3MiHN) BBeAeHHS
TepioIMYHOCTI KOHTPOJTIO TOTOBOT'O JIiKapChKoro 3acoby 3a
nokasHukoM "Mikpobiosioriuna uncrora” y crieruikariito npu
BUITYCKY: KOHTPOJIb KOXKHOI NepIIoi Ta KOXKHOI 1ecaToi cepii
KOMIIaHii, ajie He piziliie ofHOTO pa3y B Pik.

6e3 peyenma

UA/3304/01/01

66.

IBY®EH®
IOHIOP

Karcyau M'siki o 200
wr; o 10 karnicyn y
6stictepi; mo 1 abo 2

®dapmMalleBTUUH
Wi 3aBO],
"MMOJIb®APM

IToneia

dapMalleBTUYHUI 3aBOJ,
"TIOJIb®APMA" C.A.
Bigzin MeznaHa B

[Nonbia

BHECeHHs 3MiH /10 peecTpaLliiH1X MarepiaiB: 3MiHu [ Ty -
3MiHu 1110710 OGe3reKu/epeKTUBHOCTI Ta (hapMakoHAT/IsiAy. 3MiHa y
KOPOTKill XapaKTepHUCTHL JIIKapCHKOro 3acofy, TeKCTi

6e3 peyenma

UA/12829/01/01
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6/1icTepH y KapTOHHIH A" C.A. Cepagsi MapKyBaHHS Ta iHCTPYKLIii /11 MeJUUHOr0 3aCTOCYBaHHS Ha
KOpOoOLi Mi/ICTaBi perysisipHO OHOBJIFOBAHOTO 3BiTy 3 Ge3reKu JikapChbKoro
3acoby, abo focstipkeHDb 3 Ge3reKn 3aCToCyBaHHs /1iKapChbKOTo
3aco0y B mic/sipeecTpaLifiHuii repiof;, abo 5K pe3y/bTaT OL[iHKH
3BITY 3 OC/Ii/)KeHb, IPOBeZleHUX BiINOBIAHO [0 M/1aHy
nefiaTpruHUX JocstipreHs (PIP) (3MiHy y3rofpkeHo 3
KOMIIeTeHTHUM YIIOBHOBa)KEHUM OPraHOM).
3MiHM BHECEHO B iHCTPYKLilO /151 MeANYHOT' O 3aCTOCYBaHHS
JiKapchKOro 3acoby /10 po3ziny «3acTocyBaHHs y 1epiof
BariTHOCTi abo rolyBaHHsI TPy//H0» Bi/ITIOBIZIHO 1O OHOBIEHOL
iHdopmatiii 3 6e3MeKu 3aCTOCYBaHHS Aif0U0i PEUOBUHU
JiKapchbKoro 3aco0y.
67. IBYOEH®AJI CycCIieHsisi opajibHa, ®dapmalleBTUUH ITonbia dapMalleBTUYHUI 3aBOJ, IMonbia BHECEHHs 3MiH /10 peecTpaLiiiHMX MarepiaiB: 3MiHH [ THITy - 6e3 peyenma UA/11881/01/01
S TITENA 100 mr/5 m o 100 il 3aBof, "TIOJIb®APMA" C.A. 3minu 11040 Ge3nekr/edeKTHBHOCTI Ta hapMakoHarssay. 3MiHa y
IIOJIYHUIIA abo mo 120 My «I10JIb®APM Biggin Mepana B KOPOTKiif XapaKTepHUCTHLIi JlikapcbKoro 3acofy, TeKCTi
MJIaCTUKOBOMY Ax» C.A. Cepagsi MapKyBaHHS Ta iHCTPYKLIii /11 MeJUUHOro 3aCTOCYBaHHs Ha
¢hnakoHi; o 1 Mi/ICTaBi perysisipHO OHOBJIFOBAHOTO 3BiTy 3 Ge3reKu JikapChbKoro
(rakoHy 3i mmpuIiOM- 3acoby, abo focipkeHb 3 Ge3reKn 3aCToCyBaHHS /1iKapchbKOTo
[103aTOpOM y 3acoby B mic/sipeecTpariiiinuii nepios, abo sIK pe3ysibTar OL{iHKH
KapTOHHIM naywii 3BITY 3 OC/Ii/)KeHb, POBeZIeHUX BifINOBIAHO [0 T/IaHy
nefiiaTpruHUX JocutipkeHs (PIP) (3MiHy y3rozpkeHo 3
KOMIIeTEHTHUM YIIOBHOBa)KEHUM OPraHOM).
3MiHM BHECEHO B iHCTPYKILit0 /151 MeAMYHOT O 3aCTOCYBaHHS
JiKapchKOro 3acoby /10 po3ziny «3acTocyBaHHs y 1epiof
BariTHOCTI abo roAyBaHHs 'PY//A0» BiATIOBiJHO 0 OHOBJIEHOT
ingopmariii 3 6e3meku 3aCTOCYBaHHS [[iF0UO0l PEUOBHHU
JliKapchbKoro 3aco0y.
68. IMOBAH® TabJIeTKH, BKPUTL TOB "CaHodi- Ykpaina Onesnna Xesckea ®DpaHLis BHECeHHsI 3MiH /I0 peecTpaLiiHuX Marepiasis: 3minu II Tuny - 3a peyenmom UA/5634/01/01
o6omoHKot, 110 7,5 Asgenric Inrepremnn CAC 3miHu 110710 6e3nexn/edekTHBHOCTI Ta hapMakoHar/siay. 3MiHH y
mr; Ne 14 (14x1): o Ykpaina" KOPOTKil XapaKTepHCTHLli JIIKapCbKOro 3acofy, TeKCTi
14 Tabnetox y MapKyBaHHs Ta iHCTPYKL|I /11 MeJUUHOT0 3aCTOCYBaHHs y
6mnicrepi, no 1 3B’SI3KY i3 HOBUMMU JIaHUMH 3 SIKOCTI, JOK/TiHIYHUMHU, KTiHIYHUMU
6/1icTepy B KapTOHHIH [JAHVIMHU Ta JAaHUMH 3 (papMaKoOHArsiAy - 3MiHM BHECEHO B
KOpoOLi IHCTPYKILIitO A/11 MEANYHOTO 3aCTOCYBAHHSI J1iKapCHKOT0 3acoby f10
poszisie "OcobymBocTi 3acrocyBansst” Ta "Tlo6iuni peakiyii”.
BBeieHHsI 3MiH NPOTSATroM 6-TH MiCALIIB ITiC/Is1 3aTBEP/KEHHSI.
69. IH®AHPUKC | cycnensis ais in'ekyii | I'makcoCmitKns Benuka T'nakcoCmiTKnsiiin Benbris BHECEeHHs1 3MiH /|0 peecTpaLliiHuX mMatepianis: 3minu I Tuny - 3a peyenmom UA/15120/01/01
™ CycrieHs3ist ayist iH'ekuii viH Ekcriopt Bpuranis Bionomxikans C.A. 3minu 3 sikocTi. ['0TOBMI JTiKapChKuMit 3aci6. KOHTPOJIb TOTOBOTO
KOMBIHOBA | no 1 go3i (0,5 mn1) y JlimiTen, JiKapcbKoro 3acoby. 3MiHa mapameTpiB crieruikarii Ta/abo
HA ronepesHbO OMYCTUMKX MEX FOTOBOTO JTIKAPCHKOT0 3aC00y (3BY>KEeHHsT
BAKIIMHA 3all0BHEHOMY LUTPULI JIOIyCTHMHX MeX) 3BY)KeHHsI KpUTepiiB IIPUIHATHOCTI B
AJIsA Ne 1 y KOMIUIEKTI 3 crienikantii I'JI3 a1 BU3HaYeHHs BMICTY eHZIOTOKCHHIB
IIPOPUIAKT o/Hi€ero abo gBoMa XPOMOTeHHUM KiHeTHUYHUM MeToZoM. 3aTBepkeHo: < 25 EU/ml
NKN TOJIKaMU: 3anporioHoBaHo: Less than 25,00 EU per ml PepjaxiiiiiHi npaBku
JTU®TEPII, no 1 nonepesHbO rokasHuka Ornuc komnoHeHTy DTPa-IPV. 3atBepzkeHo: MyTHa
ITPABIIA, HaroBHEHOMY IIINPULLY pigvHa, MoBiBHO ocifatroun TBOproe Ginmit ocaz. besbapeHuii
KAIIUTFOKY Y KOMIUTEKTI 3 OJHi€r0 CyrnepHaTaHT. 3allpoNoHOBaHO: MyTHa piauHa mic/is

AIIEJTIOJISIP

abo /;BOMa roJIKaMH y

cTpylyBaHHs. bimid ocaz i 6e36apBHMI CyrepHATaHT Mic/s
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Ne

Hasea
NiKapcbKo20
3acoby

Dopma eunycky
(nikapcbka ¢opma,
YNakoeka)

3asneéHuk

Kpaina

3as6HUKa

BupobHuk

Kpaina

@UPOGHUKA

Peecmpayitina npoyedypa

Ymoegu
8ionycky

Homep
peecmpayitiHozo
noceioyeHHst

HA
OUHMIIIEHA
IHAKTHUBOB
AHA PIJKA

T/IaCTUKOBOMY
KOHTelHepi; ro 1
T/TACTUKOBOMY
KOHTelHepy B
KapTOHHi# KOpoObLi

ocazpkeHHs. 3MiHM I Tuny - 3miHu 3 sikocTi. A®I. Kontposis ADI.
3mina y metonax Burnpobysants API abo BUXiAHOTO
MaTepiay/IpOMiKHOT 0 NPOJYKTY/peareHry, 110
BHUKOPHCTOBY€EThHCS Y mpolieci BUpobHuiTBa API (He3HauHi 3MiHK
y 3aTBep/pKeHHUX MeTo/ax BUNpoOyBaHHs) BumpasieHHs B onuci
TecTy A/ ifeHTHdikanii B. pertussis Ha Bordet-Gengou
TIaCTUHKAaX B MpoLieci pepMeHTaLlil TPX BUPOOHULITBL
KOMIIOHeHTY Kalutoky. 3Minu I Tuny - 3minu 3 sikocti. APL
Kontposs A®I. 3miHa y MeTogax BunpobyBanHs ADI abo
BUXI/IHOTO MaTepia/y/IIpOMi>)KHOTO MPOJYKTYy/peareHry, 110
BUKODHUCTOBYETHCS Yy Tipotieci BupobuwuiiTBa A®I (cyTTeBa 3miHa y
6ionoriuromy/iMmyHooriuHOMy/iMyHOXiMiuHOMY MeTozi
BUMNpoOyBaHHs ab0 MeTO/i, Y SKOMY BUKOPUCTOBYEThCS
6iosnoriunmit pearent Ayist 6ionoriunoro A®I, abo iioro 3amiHa)
Onrumisanis Metogy ELISA, 1110 BUKOPUCTOBYETLCS J/1s1
BH3HaueHHsI BMiCTy Ta izeHTH(iKawii PRN aHTHUreHy rmpu
BUPOGHULITBI MPOMIKHOTO TIPOAYKTY Ta Ha eTart KOHTPOJIO SIKOCTi
KiHI]eBOTO ITPOAYKTY 6e3 3MiHM KpUTepiiB IPUHHATHOCT.

70.

KAJITYM
CYJ/Ib®YPUK
YM ClJ/Ib
JOKTOPA
HTHOCCJIEPA
Ne6

TabsneTku, 1o 80
TabseToK y ¢JIakoHi;
o 1 dakony y
KapTOHHiH KopoObwji

[Hoiiue
Xomeomnari-
YHion JXY-

ApuHaiimiTTens
I'm6X & Ko.KI'

Himeuunna

[Hoitue Xomeomnati-
YHion IXY-

ApuHaiimitrens I'm6X

& Ko. KT"

Himeuunna

BHECEeHHs1 3MiH /|0 peecTpaLliiHuX matepianis: 3minu I Tuny -
3minu 10710 Ge3neku/eeKTHBHOCTI Ta (hapMaKoOHarIsAY.
BeegenHst ab0 3MiHM /|0 y3araJbHeHHX [JAHKX [P0 CHCTEMY
thapmaxoHarsly (BBeJieHHs! y3arajbHeHUX JaHUX Ipo CUCTeMy
(hapmakoHarisizy, 3MiHa yIoBHOBa)KeHOI 0COOH, Bi/ITIOBianbHOT
3a 3ziiicHeHHs hapMaKoHarIsiy; KOHTaKTHOT 0COOH 3
(hapmaxoHarsi/ly 3asBHUKA /711 3/jiliCHeHHsI ()apMaKOHarsiy B
YkpaiHi, SIKII[0 BOHA BifiMiHHa Bifi yIIOBHOBa)KeHO1 0cO6H,
BifimoBifabHOI 3a 37ificHeHHs papMaKOHaT/sAAy (BK/IIOUA0UN
KOHTaKTHI JjaHi) Ta/abo 3MiHM y po3MilljeHHi MacTep-daiina
cuctemu hapMakoHarssiy) 3MiHa KOHTAaKTHOI 0cOOH 3asiBHIKa,
BifimoBifabHOI 3a hapMakoHarsisig B YKpaiHi.

[itoua pezpakuis: Anton Voitenko. ITporioHoBaHa pezakuisi: By sk
Onexkcanzipa CepriiBHa. 3MiHa KOHTaKTHUX JJAHUX KOHTaKTHOL
ocobu 3asiBHHIKA, Bi/IoBifanbHOI 3a apMakoHaryis B YKpaiHi.

6e3 peyenma

UA/11883/01/01

71.

KAJIIYM
D®OCPOPUK
YM CIJIb
JOKTOPA
IITFOCCJIEPA
Ne5

TabneTku, o 80
Tab/1eToK y (J1aKkoHi;
o 1 ¢nakony y
KapTOHHiH Kopoobri

[Hoiiue
Xomeonari-
Yuion IXY-

ApuHaiimiTTenb
I'm6X & Ko.KI'

Himeuunna

[Hoitue Xomeomnati-
Yuion IXY-

AprHaiimitrens I'm6X

& Ko. KT"

Himeuunna

BHECEeHHs1 3MiH /|0 peecTpaLliiHuX mMatepianiB: 3minu I Tuny -
3minu 110710 Ge3rexw/eeKTUBHOCTI Ta hapMaKOHATJISIAY.
BBezienHst ab0 3MiHM /|0 y3araJabHeHHX JJAHHX [P0 CHCTEMY
(hapmaxoHarns/ly (BBeJieHHs! y3arajbHeHUX JaHUX IIPo CUCTeMy
(hapmakoHarsisizy, 3MiHa yIIOBHOBa)KeHOI 0COOH, Bi/ITOBiabHOT
3a 37iilicHeHHs hapMaKOHarJIsiy; KOHTaKTHOI 0cobu 3
(hapmaxoHaris/ly 3assBHUKA /711 37jiliCHeHHsI ()apMaKOHarIsiy B
YkpaiHi, SIKIIj0 BOHa BijMiHHa Bi/| yIIOBHOBa)keHOT 0COOH,
BifimoBifabHOI 3a 3ificHeHHs papMaKOHar/sAAy (BKIIOUA0UX
KOHTAaKTHI JjaHi) Ta/abo 3MiHK y po3MilljeHHi MacTep-daiina
cuctemu hapMakoHarsisiy) 3MiHa KOHTaKTHOI 0COOH 3asiBHIKa,
BiiNOBifabHOI 3a hapMakoHarsisig B YKpaiHi.

[iroua pezpakuis: Anton Voitenko. ITporioHoBaHa pesakiisi: By sk
Onekcanzipa CepriiBHa. 3MiHa KOHTaKTHUX JJaHUX KOHTaKTHOL
ocobu 3asiBHYKA, Bi/NIOBiJlanbHOI 3a )apMakoHarJIsi/ B YKpaiHi.

6e3 peyenma

UA/11884/01/01
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noceioyeHHst

72.

KAJIIYM
XJIOPATYM
CI/Tb
JOKTOPA
IIIFOCCJIEPA
Ne 4

TabeTky; no 80
TabseToK y (IiakoHi;
1o 1 dakoHy B
KapTOHHiH KopoObrji

[Hoitue
Xomeonari-
Yuion IXY-

ApuHaiimiTTensb
I'm6X & Ko.KI'

Himeuunna

[Hoitue Xomeomnati-
YHion IXY-
AprHatimitTesns ['mM6X
& Ko. KTI'

Himeuunna

BHECEeHHs1 3MiH /|0 peecTpaliiiHuxX mMaTepianiB: 3minu I Tuny -
3minu o0 6e3neku/eeKTHBHOCTI Ta (hapMaKoOHarIAy.
BeegenHst ab0 3MiHM [0 y3araJpHeHHX [JAHKX [IPO CHCTEMY
(hapmakoHarisizy (BBeZieHHs! y3araJbHeHHX JJaHUX [P0 CHCTEMY
(hapmakoHarsisizy, 3MiHa yIIOBHOBa)KeHOI 0COOH, Bi/ITIOBiAanbHOT
3a 3zilicHeHHs hapMaKOHar/Isiy; KOHTaKTHOT 0CO6H 3
(hapMaKoHarJIsily 3asBHUKa /7151 37ifiCHeHHs hapMaKoHarJsigy B
YkpaiHi, SIKII[0 BOHA BifiMiHHa Bifi yIIOBHOBa)KeHO1 0Cco6H,
BifimoBifabHOI 3a 37ificHeHHs papMaKOHaT/sAAY (BKIIOUA0UN
KOHTaKTHI JjaHi) Ta/abo 3MiHM y po3MilljeHHi MacTep-daiina
cuctemu hapMakoHarssiy) 3MiHa KOHTAaKTHOI 0cOOH 3asiBHUKa,
BiimoBifabHOI 3a (hapMakoHarsisig B YKpaiHi.

[Hiroua pezakuis: Anton Voitenko. IIporioHoBaHa pegaxuisi: Byasik
Onexkcanzipa CepriiBHa. 3MiHa KOHTAaKTHUX JJAHUX KOHTaKTHOL
ocobu 3asIBHUIKA, Bi/TOBifanbHOI 32 apMakoHar/s B YKpaiHi.

6e3 peyenma

UA/12586/01/01

73.

KAJIBIIIYM
®ITYOPATY
M CUIb
JOKTOPA
IIIFOCCJIEPA
Nel

TabneTky; o 80
TabsieToK y ¢JiakoHi;
o 1 dakony y
KapTOHHiW Kopoobrji

[Hoiiue
Xomeonari-
YHion JXY-

ApuHaiimiTTens
I'm6X & Ko.KI'

Himeuunna

[Hoitue Xomeonati-
YHion IXY-
ApuHaiimitrens 'm6X
& Ko. KTI'

Himeuunna

BHECEeHHs1 3MiH /|0 peecTpaLjiiHuX mMatepianis: 3minu I Tuny -
3minu 10710 Ge3neku/eeKTHBHOCTI Ta (hapMaKoOHarIsAY.
BeegenHst ab0 3MiHM /[0 y3araJbHeHHX [JAHKX [IPO CHCTEMY
thapmaxoHarsily (BBeJieHHs! y3arajbHeHUX JaHUX IpPo CUCTeMy
(hapmakoHarsisizly, 3MiHa yIoBHOBa)KeHOI 0COOH, Bi/ITOBianbHOT
3a 3ziiicHeHHs hapMaKoHarIsiy; KOHTaKTHOI 0COOH 3
(hapmaxoHarsily 3asBHUKA /711 3/iliCHeHHsI ()apMaKOHarsiy B
YkpaiHi, SIKII[0 BOHA BifiMiHHa Biji yIIOBHOBa)KeHO1 0cO6H,
BifimoBifabHOI 3a 37ificHeHHs papMaKOHar/sAAy (BKIIOUA0UN
KOHTaKTHI JjaHi) Ta/abo 3MiHM y po3MilLjeHHi MacTep-daiina
cuctemu hapMakoHarssiy) 3MiHa KOHTAaKTHOI 0cOOH 3asiBHIKa,
BifimoBizabHOI 3a hapMakoHarsisig B YKpaiHi.

[iroua pezpakuis: Anton Voitenko. ITporioHoBaHa pesakuisi: By sk
Onexkcanzipa CepriiBHa. 3MiHa KOHTaKTHUX JJAHUX KOHTaKTHOL
oco0u 3asiBHUIKA, Bi/IOBifanbHOI 3a apMakoHar/s B YKpaiHi.

6e3 peyenma

UA/12196/01/01

74.

KAJIBLIYM
DOOCPOPUK
YM CI/Ib
JOKTOPA
LIFOCCJ/IEPA
Ne 2

TabneTky; o 80
Tab/1eToK y (J1aKkoHi;
o 1 ¢akony y
KapTOHHiH Kopoobri

[Hoitue
Xomeonari-
Yuion IXY-

ApuHaiimiTTe b
I'm6X & Ko.KI'

Himeuunna

[Hoitue Xomeomnati-
Yuion IXY-
AprHaiimitrens I'm6X
& Ko. KT’

Himeuunna

BHECEeHHs1 3MiH /|0 peecTpaLliiHuX mMatepianiB: 3minu I Tuny -
3minu 110710 Ge3rekw/eeKTUBHOCTI Ta hapMaKOHATJISIAY.
BBezienHst ab0 3MiHM /|0 y3araJabHeHHX JJAHHX ITPO CHCTEMY
(hapmaxoHaris/ly (BBeJieHHs! y3arajbHeHUX JaHUX TIPO CUCTeMy
(hapmakoHarsisizy, 3MiHa yIIOBHOBa)KeHOI 0COOH, Bi/ITOBiaIbHOT
3a 37iiificHeHHs hapMaKOHarJIsiy; KOHTaKTHOI 0cobu 3
(hapmaxoHaris/ly 3asBHUKA /711 37jilicHeHHsI ()apMaKOHarIsiy B
YkpaiHi, SIKIIJ0 BOHa BijMiHHa Bi/| yIIOBHOBa)keHOI 0COOH,
BifiMOBifabHOI 3a 37ificHeHHs papMaKOHar/sAy (BKIIOUA0UX
KOHTAaKTHI JjaHi) Ta/abo 3MiHK y po3MilljeHHi MacTep-daiina
cuctemu hapMakoHarsisiy) 3MiHa KOHTaKTHOI 0COOH 3asiBHIKa,
BifiNOBifabHOI 3a hapMakoHarsisig B YKpaiHi.

[iroua pezpakuis: Anton Voitenko. ITpornioHoBaHa pesakuisi: Byask
Onekcanzipa CepriiBHa. 3MiHa KOHTaKTHUX JJaHUX KOHTaKTHOL
ocobu 3asiBHYKA, Bi/NIOBiJlanbHOI 3a )apMakoHarJIsij B YKpaiHi.

6e3 peyenma

UA/12197/01/01

75.

KAH/IIJI-B6

Tab/IeTKK BariHaabHi
o 100 mr, 1o 6
TabJIeTOK Y CTPHIIi; 110

I'nenmapk
®dapmMacblOTHKa
3 JIta.

IHpis

I'nenmapk

®dapmacsrotykans JItg.

Tnpis

BHECeHHs 3MiH /10 peecTpaLliiH1X MarepiaiB: 3MiHu [ Ty -
3minu 3 sikocTi. @I. Kontposns A®I. 3miHa y mapameTpax
crerpdikariii Ta/abo AOMyCTUMUX MEXX, BUSHAYEHUX Y

6e3 peyenma

UA/9968/01/01
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Ne Haszea dopma sunycky 3asneHuk Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka ¢opma, 3as18HUKA @UPOGHUKA 8ionycky peecmpayitiHozo
3acoby YNakoeka) noceioueHHst
1 cTpuny pasoMm 3 crieruikariisix Ha A®I, abo BUXiZAHUI/TPOMKHUIMA
aru1ikaTopoMm y MPOJYKT/PearexT, 1[0 BUKOPUCTOBYIOThCS Y MPOLIECi BUPOOHHULITBA
KapTOHHIN yIaKkoBIii A®I (nopsaBanss abo 3amiHa (3a BUHSITKOM aKTHBHOI PEUOBHHU
6iosoriyHoro abo iMyHOIOTiYHOTO MOXO/PKEHHsT) TTapamMeTpa
crierudikariii 3 BiiMOBiJHAM MeTOOM BUMPOOYBaHHST 38
pe3y/ibTaTaMu J0C/TKeHb 3 6e3nekn abo sKOCTi) - 3MiHa MeX
crienudikanii ADI 3a MOKa3HUKOM «Sieve test». 3aTBepKeHO:
100% passes through 100 mesh 3anporionoBano: 98% passes
through 100 mesh
76. KAHCHUJA3® | niodinisar ans Mepk Iapm i [IIBeiitapis 3a [NOBHUM LIUKJIOM: Dpanuist/ BHECEeHHs1 3MiH /|0 peecTpaLjiiHuX mMatepianiB: 3minu I Tuny - 3a peyenmom UA/2841/01/01
po3uuHy 715 iHdy3ii Hoym ITEA OAPEBA Mipabens, Hinepnangu ApminictpatyBHi 3MiHH. 3MiHa HaliMeHyBaHHs Ta/abo azpecu
o 50 mr, 1 ¢1akoH 3 'm6X DpaHLis MiCLis IPOBa/PKeHHS JisTbHOCT] BUPOOHHMKA (BK/TIOUAIOUH, 32
TIOPOLIKOM y BTOPHMHHA yNaKOBKa, HeoOXi/iHOCTi, MiCLie IPOBeIeHHsT KOHTPOJIIO SIKOCTi), ab0
KapTOHHIN Kopobrii J103B1/1 HA BUIYCK cepii: B/IaCHUKa Mactep-(aiina Ha ADI, abo nocravanbHMKA
Mepk [apn i loym AdI/BuxigHoro Marepiany/peareHTy/IpOMi’)KHOTO TIPOAYKTY, 1[0
B.B., Hinepnanau 3aCTOCOBYIOTBCS Y BUPOOHULITBI A®PI (SKILO 3a3HaUEHO Y JOChE Ha
JiKapChKuit 3acib) 3a BificyTHOCTI ceprudikara BifmoBigHOCTI
€pporelicekiii Gapmakornei y 3aTBep/pkeHOMY H0ChE, ab0
BMPOOHMKA HOBOI ZJOMOMDKHOI PeUOBHHHU (SIKILO 3a3HaYeHO y
nocke) 3MiHa HaliMeHyBaHHs BUpOOHMUOT AibHuLi Mepk [lapm i
Hoym Kopr., CIIIA, BiAnosifansHOi 3a BUPOOHHIITBO Ait0ouoi
pedyoBUHH. AJipeca, BUpOOHWYA JiTbHULIS Ta yCi BUPOOHHYL
onepauii 3anuiiaroTbest 6e3 3miH. TepMmiH BBeIeHHsI 3MiH
NpoTAroM 6 MicsLiB mic/s 3aTBeppKeHHs. 3MiHu I Thmy -
ApmiHicTpaTuBHI 3MiHU. 3MiHa HaliMeHyBaHHsI Ta/abo agpecu
MICI[s IPOBA/PKEHHS [is/TbHOCTI BUPOOHUKA/iMITOpTEpa rOTOBOrO
JiKapChKOro 3acoby, BK/IFOUAIOUM [{iIbHHUL]i BUITYCKY cepii abo
MicClLle poBe/ieHHs] KOHTPOJIIO SIKOCTI. (Aisl/IbHICTB, 3a sIKY
BiZITIOBija€ BUPOGHUK/iMITOPTED, He BKIFOUAIOUH BUITYCK Cepiit)
3miHa HaliMeHyBaHHst BUpo6GHUUOT AinbHuLi Mepk [lapr i [loym
Kopr., CIIIA, BiamnoBiganbHOI 3a TecTyBaHHs ctabinbHocTi V13, A
TaKO)X He3HauHi KoperyBaHHs ajipecu. TepMiH BBe/leHHs 3MiH
TIPOTAroM 6 MiCsILIiB Mic/s 3aTBep/KEeHHS..
77. KAIICHNOJ1 PO3YMH HALIKipHUH, I[MPAT Ykpaina [MTPAT "®ITO®APM" YkpaiHa BHECeHHs 3MiH /I0 peecTpaLliiHUX MarepianiB: 3MiHH [ THITy - 6e3 peyenma UA/1046/01/01
cnupTtoBuit; o 100 M "®ITODAPM" ApminicTpaTuBHi 3MiHK. 3MiHa HaiiMeHyBaHHsI Ta/abo afpecu
abo o 200 mn y 3asiBHMKa (B/1IaCHUKA peecTpaLlifHoro NocBijueHHs) 3MiHa agpecu
¢hnakoHi, ro 1 3asiBHUKA. BBesieHHs 3MiH NpoTsrom 6-Ty MicALiB mic/s
(1akoHy B mavIl; 3aTBep/PKeHHSI.
o 100 mut abo o 200
M1y ¢uiakoHi 3
MpOOKOI0-
Kparne/pHuULIelo, 110 1
(1akoHy 3 npobKoto-
KparieJIbHULeIO B
TayLi
78. KETWIEIIT® | TabneTku, BKPUTI 3AT YropiyHa 3AT ®apmalleBTUYHHUI YropiyHa BHECEeHHs1 3MiH /|0 peecTpaLliiHuX mMatepianiB: 3minu I Tuny - 3a peyenmom UA/8157/01/02
TTiBKOBOO ®dapmarieBTHUH 3aBog ET'IC 3minu 11040 6e3nekr/edekTHBHOCTI Ta hapMakoHarssiay. 3MiHa y

060/10HKO}10, 110 100

nii 3aBog EI'IC

KOPOTKill XapaKTepHUCTHL JIIKapCHKOro 3acofy, TeKCTi
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Ne Haszea dopma sunycky 3asneHuk Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka ¢opma, 3as18HUKA @UPOGHUKA 8ionycky peecmpayitiHozo
3acoby YNakoeka) noceioueHHst
wmr; o 30 abo 60 MapKyBaHHS Ta iHCTPYKLIii /11 MeJUUHOr0 3aCTOCYBaHHS Ha
TabseToK y (IiakoHi; Mi/ICTaBi perysisipHO OHOBJIFOBAHOTO 3BiTy 3 Ge3reKu JikapChbKoro
1o 1 dmakony y 3acoby, abo focstipkeHDb 3 Ge3reKn 3aCToCyBaHHs /1iKapChbKOTo
KapTOHHIM yrakoBli; 3aco0y B mic/sipeecTpaLifiHuii repiof;, abo 5K pe3y/bTaT OL[iHKH
o 10 Tabsietox y 3BITY 3 OC/Ii/)KeHb, IPOBeZleHUX BiINOBIAHO [0 M/1aHy
6micTepi; o 3 abo 6 nefiaTpruHUX JocstipreHs (PIP) (3MiHy y3rofpkeHo 3
6nicTepiB y KapTOHHIMH KOMIIeTeHTHUM YIIOBHOBa)KEHUM OPraHOM)
YHaKoBLi 3MiHu BHeceHi 10 [HCTPyKLU{T /11 MeIUYHOrO 3aCTOCYBaHHS
JikapceKoro 3acoby fo posziny "OcobnuBocTi 3acTocyBaHHs",
"TTobiuni peakwii" 100 Ge3meKu 3aCTOCYBaHHS /iF0U0l PEUOBUHH.
BBejieHHsI 3MiH NPOTSroM 6-TH MicsALiB MiC/Is 3aTBEPKEHHST
79. KETWIEIIT® | TabieTku, BKPHTI 3AT YropumHa 3AT dapmalleBTUUHUMI YropumHa BHECEeHHs 3MiH /|0 peecTpalliiiHux mMaTepianis: 3minu I Tuny - 3a peyenmom UA/8157/01/03
MJ1iBKOBOIO ®dapmalleBTUUH 3aBog ET'IC 3Minu 11070 6e3reky/eeKTUBHOCTI Ta hapMakoHarIsiAy. 3MiHa y
000/10HKO10, 110 200 uii 3aBog ET'IC KOPOTKi#i XapaKTepHCTHIIi JIIKapCHKOTro 3aCo0y, TEKCTi
mr; o 30 abo 60 MapKyBaHHs Ta iHCTPYKL|i /11 Me/JMYHOTO 3aCTOCYBaHHs Ha
TabseToK y ¢JiaKoHi; Mi/ICTaBi perysisipHO OHOBJIIOBAHOTO 3BiTy 3 Ge3reKu JlikapCcbKoro
o 1 drakony y 3aco0y, abo [octizpKkeHb 3 6e3rmeKu 3aCTOCYBaHHs TiKapChKOTro
KapTOHHIN yrnaKoBLli; 3acoby B mic/sipeecTpauiiHuii repiog, abo sK pe3ysIbTaT OLiHKH
o 10 TabsieTox y 3BITY 3 JOC/Ii/)KeHb, IPOBeZleHUX BiATOBIAHO [0 MIaHy
6mictepi; mo 3 abo 6 niefiaTpuuHuX A0CuTipKens (PIP) (3MiHy y3ropkeHo 3
6ricTepiB y KapTOHHIM KOMITeTeHTHUM YTIOBHOB&)KEHUM OPraHOM)
YHaKoBLi 3MiHU BHeceHi 10 IHCTPyKL{T /11 MeIUYHOr0 3aCTOCYBaHHS
JiKapchKOro 3acoby o po3ziny "OcobiuBocTi 3acTocyBaHHs",
"ITobiuni peakii" 100 Ge3reKy 3aCTOCYBaHHS /iF0U0l PeUOBHHH.
BBejieHHs1 3MiH NPOTIrom 6-TH MiCSILIB Mic/isl 3aTBepPAKEHHSI
80. KETWIEIIT® | Ttabnetku, BKPUTI 3AT YropumHa 3AT dapmarieBTUIHHIA YropumHa BHeCeHHsI 3MiH /I0 peecTpaliiiHix MaTepiasis: 3minu I Tumy - 3a peyenmom UA/8157/01/01
T/1iBKOBOIO ®dapmarieBTUUH 3aBog, ET'IC 3Mminu mozo 6e3rnekn/eeKTUBHOCTI Ta apMaKkoHarIsiAy. 3MiHa y
000JI0HKOIO, TI0 25 MT; uit 3aBog ET'IC KOPOTKili XapaKTepHUCTHLi JIIKapChKOro 3aco0y, TEKCTi
o 30 a6o 60 TabseTok MapKyBaHHsI Ta iHCTPYKLi A/11 MeJUUHOro 3aCTOCYBaHHS Ha
y ¢1akoHi; mo 1 TiZicTaBi perysisipHO OHOBJIIOBAHOTO 3BiTy 3 Ge3rneKu JliKapCcbKoro
(1akoHy y KapTOHHiH 3acoby, abo gocipkeHb 3 Ge3reKy 3aCTOCyBaHHS 1iKapChbKOTO
ynakosLj; 1o 10 3acoby B mic/sipeecTpariifinuii nepios, abo sk pe3y/ibTar OL{iHKK
TabseToK y 6sticTepi; 3BiTY 3 ]OC/TiZI)KeHb, POBe/leHNX BiANOBIZHO /10 I/IaHy
o 3 abo 6 GiicrepiB y nefiaTpuyHuX Jocifmkens (PIP) (3MiHy y3rozpkeHo 3
KapTOHHIN yrakoBLii KOMIIeTeHTHAM YIIOBHOBa)KEHUM OPraHOM)
3MiHM BHeceHi /10 [HCTpYKLii AJ1s1 MeMUHOro 3aCTOCYBaHHS
JiKapchKoro 3acoby 0 po3ziny "OcobauBocTi 3acTocyBaHHs",
"TMobiuni peakiii" {0710 Ge3reKu 3aCTOCYBAHHS /[iF0UO0l PEUOBHHHU.
BBe/ieHHsI 3MiH IMPOTSroM 6-TH MiCSILIiB IMiC/Isl 3aTBepPKeHHSI
81. KITIA®EH renb, 50 Mr/r mo 45 AHTUBIOTUK PymyHis AHTUBIOTUKU CA PymyHis BHECEeHHs1 3MiH /|0 peecTpaLliiHuX mMatepianiB: 3minu I Tuny - 6e3 peyenma UA/19630/01/01
resnto B Ty6i; 1o 1 Ty6i N CA 3miHu 1110710 Ge3nekn/eeKTHBHOCTI Ta hapMaKoHarIsAy.

Y KapTOHHi! nauri

BBegieHHs1 a60 3MiHH /10 y3araJbHeHHX JJaHUX PO CUCTEMY
(apmakoHarJisiy (BBe/ieHHs y3araJbHeHHUX JaHUX [P0 CUCTEMY
thapmakoHarJisizy, 3MiHa yIIOBHOBa)KeHOI 0co6H, BifIOBianbHOI

3a 3ilicCHeHHsI ()apMaKOHArJIsIy; KOHTaKTHOI 0CO0H 3
(apmakoHarJisily 3asiBHUKA JJ1s 3/1iliCHeHHsI (hapMaKOHarsiy B
YkpaiHi, SIKIIJ0 BOHa BijMiHHa Bi/| yIIOBHOBa)keHOT 0COOH,
BiZITTOBiJa/IbHOI 3a 3/(iMiCHEHHsI (hapMaKOHAr/IsAAy (BK/IHOYaun
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Ne Haszea dopma sunycky 3asneHuk Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka ¢opma, 3as18HUKA @UPOGHUKA 8ionycky peecmpayitiHozo
3acoby YNakoeka) noceioueHHst
KOHTaKTHi JjaHi) Ta/abo 3MiHM y po3MilljeHHi MacTep-daiina
cricTeMu (hapMakoHarsisify) 3MiHa yIOBHOBaXKEHOI 0Co6U
3asIBHHKA, BiiOBiZanbHOI 3a (hapMakoHarsg,.
[itoua pepaxuis: Mihaela Mosnegutu. IIporoHoBaHa peakiiis:
Dr. Marius Cozma. 3MiHa KOHTaKTHUX JJ@HUX YTIOBHOBa)KeHOI
0cobu 3asIBHYIKA, Bi/II0BifanmbHOI 32 hapMakoHarssij,. 3MiHa
KOHTAKTHOI 0co61 3asiBHUKA, Bi/JIOBi/janbHOI 3a (hapMaKoHarsiz B
YKpaiHi.
[iroua pepakuis: Kupunisa 'anuna I'eopriiBHa. [IponionoBaHa
pepakuisi: Minienko Mapisi BasieHTHHIBHa.
82. KOMBIT'AH® | kparuti o4Hi; o 5 My Annepran Ipnangis Annepran Ipnangis BHeCeHHsI 3MiH /I0 peecTpaliiiHix MaTepiasiB: 3minu I Tumy - 3a peyenmom UA/11289/01/01
¢akoHi-KkpanensHULi; | PapMachloTiKan ®dapmaceroTikans 3minn 3 skocTti. Ceptrdikar BifnosigHocti/I'E-cepTudikar
o 1 abo 3 ¢akoHuU- 3 Ipnangis Ipnanpis BiAnoBigHocTi €Bponelichkiii papmakonei/moHorpadii. [TopaHHs
Kpare/ibHUIl B HOBOT0 ab0 OHOBJIEHOTO cepTHikara BigmosiaHoCTi abo
KapTOHHI} ynakoBLii BUJTyueHHs cepTH(ikaTa BifoBigHOCTI EBpOmNeiichKiit
tapmakorniei: g1 ADI; 115 BUXijHOTO
Marepiany/peareHTy/lIpOMi>XHOT0 MPOAYKTY, 1[0
BHKOPHCTOBYIOTHCS y BUPOOHUITBI ADI; 17151 01IOMDKHOT
peuoBUHU (cepTudikar BinoBigHoCTI €BponelchKil dpapmakorel)
- HoBuii ceprudikar Bifi B)ke 3aTBep/»KEHOTO BUPOOHHKA -
IMozanHst HOBoOrO cepTHdiKaTa BimoBigHOCTI E€BpONeHChKil
apmakonei Ne RO-CEP 2015-052 - Rev 02 gnsa A®I
OPUMOHIZMHY TapTpaTy BiJi BXKe 3aTBep/KeHOro BUPOOHMKa
Piramal Enterprises Limited, IHzis.
83. KOMIPHATI/ | KoHLeHTpar AJist Tdatizep CIIIA [daiizep Benbrisi/ BHECEeHHs1 3MiH /|0 peecTpaLliiHuX mMatepianiB: 3minu I Tuny - 3a peyenmom UA/18592/01/01
COMIRNATY | aucnepcii g iH'ekuii; Eifu.Ci.ITi. MeHroheKuyprHT Himeuunna 3minu 3 sikocti. A@I. Kontpons A®I. 3miHa y MeTogax
™ 1 ¢nakon (0,45 M) Koprnopetiix benerist HB, Benbris; BunpobyBaHHst ADI abo BUXifHOrO MaTepiany/poMiXKHOTO
mictuTh 6 103 no 30 BaiioHTek NIPOAYKTY/peareHTy, 11{0 BUKOPUCTOBY€EThCS y NpoLieci
MKT; 195 drakoHiB y Menrodekuypusr 'm6X, Bupo6HuLTBa ADI (He3HauHi 3MiHU y 3aTBEP/PKEHUX METOJAX
KapTOHHIN Kopoobri Himeuyunna BUNPOOYBaHHsT) 3MiHH 10 METOAUKHU BUITPOOYBaHHS Ait0uol

peuoBrHd mMRNA metogom RT-PCR, a came 3MiHa eTal0HHOTO
MaTtepiany DP Ha BianosigHy naprito DP. 3aTBepxeHo:
BNT162b2 DP reference material is used for positive extraction
control. 3anporionoBano: BNT162b2 DP is used for positive
extraction control. 3minu II Tumy - 3miHu 3 sikocTi. ['oToBUIT
JiKapchbKui 3aci6. KOHTposb roToBOro JlikapchKoro 3acoby. 3miHa
y MeTofiax BUIIpoOyBaHHsI FOTOBOTO J1iKapChKOro 3acoby (CyTTeBa
3miHa y 6iosoriunoMy/iMyHosOriuHOMY/iMyHOXiMIYHOMY MeTozi
BUMpoOYyBaHHs ab0 MeTO/i, Y SKOMY BUKOPHUCTOBYETBCS
6iosioriunuii peareHt, abo ix 3aMina, abo 6iosoriuHOro Mpenapary
TIOPiBHSIHHSA (CTaH/APTHOIO TIpeTiapary), {0 He 3a3HaueHui y
3aTBep/PKEeHOMY ITPOTOKOIi) 3MiHM /{0 6i0MOTiYHIX MeToAiB
KOHTPOJIIO TOTOBOI'O NIPOZYKTY Yy 3B’513KY 3 HaJJaHHAM
kBastidikaniltHuX MpOTOKOJIB A5 pehepeHC CTaHAAPTIB, sKi
OyZyTh BUKOPHCTOBYBaTHCS B MaiiOy THEOMY.
3minu II Tuny - 3minu 3 sikocti. A®I. Kontposns A®I. 3miHa y
MeTo/ax BunpobysanHs ADI abo BuxifHOro
MarepiaTy/IpoMi>KHOTO MPOAYKTY/peareHTy, 1[0
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8ionycky

Homep
peecmpayitiHozo
noceioyeHHst

BHUKODHUCTOBYETHCS Yy TipoLieci BUpobHuLTBa A®I (CyTTEBa 3MiHa y
6i0/10riUHOMY/iMyHOTOTTYHOMY/IMyHOXIMIUHOMY MeTOZi
BUITPOOYBaHHS ab0 METOfi, Y SIKOMY BUKOPHCTOBY€ETHCS
6iosnoriunuii peareHt Ayt 6ionoriunoro A®I, abo iioro 3amiHa)
3minu 0 6i0I0riYHUX METOZIiB KOHTPOJIIO Aif0U0i PEYOBHUHH Y
3B’513Ky 3 Ha/laHHAM KBastiikalliiiHIX NpoTOKOIiB 715 pechepeHC
CTaH/|ApTiB, sKi OylyTh BUKOPHUCTOBYBATHUCS B MaOyTHbOMY.

84.

KOMIPHATI/
COMIRNATY

™

KOHIIeHTpAT 151
Jucniepcii Ans iH'ekuii;
1 ¢nakon (0,45 mn)
mictuth 6 103 no 30
MKT; 195 dakoHiB y
KapTOHHiW Kopoobwji

Tdatizep
Eiu.Ci.ITi.
Koprnopeiiiix

CIIA

[datizep
MeHroheKayprHT
Benwbris HB, Benbris;
baitoHTex
MenropekaypuHr 'm6X,
Himeuyunna

Benbrisi/
HimeuunHa

BHeCeHHsI 3MiH [0 peecTpauiiiHux Martepiasis: 3minu 11 Ty -
3min 3 sikocti. ADIL. BupobuurTo. 3MiHa BUPOOHMKa
BUXI/IHOTO/TIPOMDKHOIO NIPOJYKTY/peareHTy, 110
BUKOPHCTOBYIOThCS y BUpOOHMUOMY mipotieci ADI, abo 3mina
BHPOOHMKA (BK/IIOUAIOUH, Jle HeoOXi/|HO, MiCLle IIpOBe/ieHHsI
KoHTpostto sikocti) ADI (3a BificyTHOCTI cepTudikaTa
BiAmoBigHOCTI €BponelichKil GpapMakorei y 3aTBepayKeHOMY
nocee)(3mina B A®I 6ionoriuHoro moxoykeHHst abo BUXiZHOMY
MaTepiasi/peareHTi/NpOMKHOMY NPOAYKTi, 1L{0
BUKOPHCTOBYIOTBCS /17151 BAPOOHHLITBA
6iosoriyHOro/iMyHosI0riYHOrO JTiKapceKoro 3acoby) - [JofaBaHHs
Hongen Biotech Corporation, 29520 Kohoutek Way, Union City,
CA 94587, CIIIA siK anbTepHaTUBHOIO NIOCTava/IbHUKA BUXiJHUX
matepianie ATP, CTP ta N1-methylpseudo UTP, mjo
BUKOPUCTOBYIOThCSI IPY BUPOOHULITBI /1iF040I peUOBUHU

3a peyenmom

UA/18592/01/01

85.

KOPBAJIO/I®

Kancynu M'siki o 10
Karcyn y 6iicrepi; mo
1 abo mo 3 Grictepu B
Taylli 3 KAPTOHY

AT "®apmak"

Ykpaina

AT "dapmak"

Ykpaina

BHeCeHHs 3MiH 0 peecTpalliifHux MarepiaiiB: 3minu I Turmy -
3Mminu 3 sKocti. A@I. Cucrema KoHTeiHep/3aKyIoproBaIbHUM
3aci6. 3mMiHu mapameTpiB crienudikariiii Ta/abo JOMyCTUMUX MEX,
3a3HaueHux y crenudikariisx, g1 6e3mnocepeHboi yrakoBku ADI
(BHJTyUeHHsI He3HAYHOTO TTOKa3HYKa crierjudikanil (Harprkiaz,
BUJLy4eHHs 3aCTapizioro NokasHuKa)) — 3MiHH /10 peecTpatiifiHoro
nocbe I'JI3 KopBanon®, Karncyau M'siki, 1oB’s13aHi 3 BHECEHHSIM
3MiH 0 ADI Etrnosuii ebip a-6pomizoBasiepiaHOBOI KHC/IOTH, P.
3.2.S.6. CucTema KOHTeliHep/3aKyToproBaibHuUi 3acib, a came 3i
crnerudikariii Ha $G1aKoHU 3 OPAHKeBOT'O CK/Ia 3 KOHYCHOIO
TOPJIOBHHOIO i TIPUTEPTOFO TIPOOKOIO TIPOTIOHYEThCS BUTYUUTH
TIOKa3HUKHU: PO3MipH (JIaKOHA Ta po3Mipy NPoOKH, T. 51. 3a3HaUeHi
TOKa3HUKU € HEKPUTUUHKMU | He BIVIMBAIOTh Ha AKicTb ADI.
Marepian ¢1akoHiB Ta MPOOOK 3a/TUIIAETHCST HEe3MIHHAM. 3MiHH |
TUMY - 3MiHHU 3 siKocTi. ADI. Cucrema
KOHTeiHep/3aKyopIoBabHuM# 3acib. 3MiHu TapamMeTpiB
criendikanif Ta/abo JOMyCTUMUX MEXK, 3a3HAUeHHX Y
crierdikariisix, ass 6e3nocepeHboi yrakoBku ADI (10moBHEHHS
crierjuikanii HOBIM ITOKa3HUKOM Ta BifIMOBiJHUM MeTOZj0M
BUINPOOYBaHHSI) - 3MiHHU []0 peecTparjiiiHoro focke ['JI3 1oB’s3aHi 3
BHeceHHsiM 3MiH 10 A®I EtusioBuit edip ?-6pomizoBanepiaHoBoi
KUCIOTH, P. 3.2.S.6. CrcTemMa KOHTeiiHep/3aKyTopIoBabHuU# 3aci6,
a came BHeCeHHs NoKasHUKa «['ifiposliThyHa CTifKicTb» y
crietudikallito i/ BXiZJHOr0 KOHTPOJIO Ha (h1IaKOHU 3
OpAH’)KeBOT'0 CKJIA 3 KOHYCHOIO FOPJIOBHHOIO, 3TiIHO 3arajbHol
crarTi 3.2.1. CK/IsiHi KOHTeHHepH [yisi papMaLleBTUYHOTO

6e3 peyenma

UA/2554/03/01
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3acrocyBaHHs, JPY. 3minu I Tuny - 3minu 3 sxocti. APIL.

CucTeMa KOHTelHep/3aKyIoproBaibHUH 3aci6. 3MiHM napameTpis

crienidikariifi Ta/abo JOMyCTUMUX MeJK, 3a3HaUeHHUX Y
creruikariisix, s 6e3nocepeiHboi yrakoBku AP (BumyyeHHs

HEe3HAYHOrO MOKa3HUKa creludikariii (HarpuK/iaz BUTyYeHHs

3acTapizioro rnokasHuKa)) - 3MiHHU [j0 peecTparjiiHoro focke I'V13

TIOB’s13aHi 3 BHeceHHsM 3MiH f10 ADI ETunoBuii edip -

6pomizoBasnepiaHoBoi KucaoTH, p. 3.2.S.6. Cucrema
KOHTeiiHep/3aKyTopIoBaIbHUH 3acib, a caMe BHeCEeHHS MOKa3HHUKa
«[TponyckaHHs CBiT/a» 10 crienudikaLii A/s BXiJHOro KOHTPOJIIO
Ha (h/IaKOHU 3 OPAH)KEBOT'0 CKJIa 3 KOHYCHOI TOPJIOBUHOMO, 3TiIHO
3arasipHOI crarTi 3.2.1. CKIsHI KOHTeHHepH Aist
(hapMalLeBTHUHOTrO 3acTocyBaHHs, DY

86.

KPEOH®
10000

Karicy/iu TBepzi 3
racTpope3rUCTeHTHIMU
rpaHy/iamy o 150 mr;
no 20 a6o 50, a6o 100
Karcyn y ¢rakoHi; mo
1 ¢pnakony B
KapTOHHiM Kopooiii;
no 10 kancyny
6mictepi; mo 1 abo 2,
abo 3 6iticTepu B
KapTOHHi} Kopobrii

A6b6oTT
Jlaboparopi3
'm6X

HimeuunnHa

A66otT JIaboparopi3
'm6X

HimeuunHa

BHeCeHHsI 3MiH /I0 peecTpaliiiHix MaTepiasis: 3minu I Tumy -
3wminn 3 skocti. Ceprudikar BignosigHocTi/I'E-ceptrdikar
BiAnoBigHocTi €Bponelichkiii papmakonei/moHorpadii. [TopaHHs
HOBOT0 ab0 OHOBJIEHOTO cepTHikara BigmosiaHocTi abo
BHJTyUeHHs cepTHdiKaTa BiJroBifHOCTI EBponeiceKin
tapmakornei: g1 ADI; n1s BUXijHOTO
Marepiany/peareHTy/lIpOMi>XHOT0 MPOAYKTY, 1[0
BHKOPHCTOBYIOTHCS y BUPOOHUITBI ADI; 17151 0NOMDKHOT
peuoBuHH (['E-cepTudikar BignosigHocTi €EBpornelchbkii
tdapmakornei gy ADI/BuxigHoro
MaTepialy/peareHTy/pOMiXKHOTO MPOJYKTY abo AOMOMDKHOI
peuoBuHK) - HoBuii ceptudikar jj1s1 BUXijHOro
Marepiasiy/peareHTy/IpoMiKHOTO MPOAYKTY ab0 AOMOMiXKHOT
PEeuOBHHH BiJj HOBOTO ab0 BiKe 3aTBep/KeHOTr0 BUPOOHMKa -
TTopanns HoBoro I'E-cepTudikara BifnosigHocTi €EBponeichKii
apmakornei Ne R1-CEP 2015-138 - Rev 00 151 )KenaTUHy Bif BxXe
3arBepzpkeHoro Bupoburika GELITA LIAOYUAN GELATINE
CO., LTD. 3minu I tuny - 3minu 3 sikocti. Ceptudikat
BignoBigHocTi/IE-cepTudikar BignoBigHocTi €EBponencbKin
tapmakoriei/moHorpadii. ITosaHHst HOBOro abo OHOBIEHOTO
ceprudikara BifnoBigHoCTi abo BrTyueHHs cepTudikaTa
BiAnoBifHOCTI EBponeiichkiit papmaxomnel: aas ADI; s
BUXiZJHOTO MaTepiasty/peareHTy/lPOMi>KHOTO TIPOAYKTY, 11{0
BUKOPHCTOBYIOThCST y BUPOOHULITBI ADI; A71s1 JONOMDKHOT
peuoBunu ([E-cepTudikar BignoBigHocTi EBpomnenchKii
tapmaxkorei st ADI/BuXifHOrO
Marepiasy/peareHTy/IpoOMKHOrO MPOAYKTY abo AOMOMIXKHOT
peuoBuHN) - OHOBJIeHUH cepTUdIKAT BiJj BXKe 3aTBEeP/KEHOr0
BUpOoOHUKa - [TozaHHs oHOBJeHoro I'E-cepTudikara
BignoBigHocTi €ponelicbkili papmakonei R1-CEP 2000-140 -
Rev 04 (3atBepzxeno: R1-CEP 2000-140 - Rev 03)a/1s >keslaTUHy
Bif BXKe 3aTBepzpkeHOro BupobHrika PB Gelatins GmbH.

6e3 peyenma

UA/9842/01/01

87.

KPEOH®
25000

KarcyJ/y TBepai 3
racTpOpe3uCTeHTHUMH
rpanysiamu 1o 300 wmr;

A66oTT
Jlaboparopi3
'm6X

Himeuunna

A66otT JIaboparopi3
I'm6X

Himeuunna

BHECEeHHs1 3MiH /|0 peecTpaLliiHuX mMatepianiB: 3minu I Tuny -
3minn 3 skocti. Ceptudikar BifnosigHocti/I'E-ceprudikar
BiZnoBigHOCTI €BpornelickKir papmakonei/MoHorpadii. [TogaHHs

6e3 peyenma

UA/9842/01/02
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o 20 a6o 50, abo 100
Karicyn y ¢akosi; mo
1 dnakony B
KapTOHHiH Kopooii;
no 10 xancyn y
6micTepi; mo 2
6/1icTepH B KapTOHHIN
KOpOoOLi

HOBOro abo oHOB/IeHOTO cepTHdiKaTa BigmoBigHoCTI abo
BUTyueHHs cepTudikarta BiJnoBijHoCTi €BponeichKin
tapmakorei: gt ADI; fmst BUXifHOTO
Marepiay/peareHTy/lIpOMi>XHOT0 MPOAYKTY, L0
BUKOPUCTOBYIOThCS y BUPOOHULITBI ADI; 715t ONTOMDKHOT
peuoBuHH (I'E-ceprudikar BifnoBifgHoCTI €Bponeiicekin
tapmaxornei asst ADI/BuxifHOTO
Marepiasy/peareHTy/IpoOMiKHOTO MPOAYKTY ab0 AOMOMIXKHOT
peuoBHHN) - HoBuii cepTrdikaT A5 BUXifHOTO
Marepiasy/peareHTy/IpoMibKHOIO MPOAYKTY abo AOMOMiXKHOT
PEUOBHHH Bifi HOBOTO abo B)Ke 3aTBep/PKEHOTO BUPOOHHKA -
IMopanns HoBoro 'E-ceprudikara BifnosifgHoCTi EBponeiicekin
capmaxkoriei Ne R1-CEP 2015-138 - Rev 00 15 >)keslaTUHY Bifi BxKe
3atBepmkenoro Bupobrruka GELITA LIAOYUAN GELATINE
CO., LTD. 3minn I Tuny - 3minu 3 sikocti. Ceprudikar
BignoBigHocTi/I'E-cepTudikaT BifnoBigHoCTI EBponenchbKii
tapmakorei/moHorpadii. [TogaHHs HOBOro abo OHOBIEHOTO
ceprudikara BifnosigHocTi abo BumyueHHst cepTrdikaTa
BiAmoBifHOCTI EBponeiickkiii hapmakomnel: aas ADI; ass
BUXI/IHOTO MaTepiasy/peareHTy/IIPOMI>KHOTIO TIPOAYKTY, 1110
BHKOPHCTOBYIOTECS y BUPOOHUITBI ADI; 17151 0nIOMDKHOT
peuoBunu (I'E-cepTudikar BignoBigHocTi €Bponeiicekin
thapmakonei gy ADI/BuxigHoro
Marepiany/peareHTy/lpPOMDKHOTO TPOAYKTY abo AOMOMDKHOT
peuoBHHN) - OHOBJIEHNH cepTH(IKaT Bifi BXKe 3aTBep/KEHOT0
BupobHuKa - [Tomanust oHoeneHoro I'E-ceprudikara
BiAmoBifHOCTI EBpomneiicekili papmakorei R1-CEP 2000-140 -
Rev 04 (3arBeppkeHo: R1-CEP 2000-140 - Rev 03)a715 >kenaTuHy
BifI, BKe 3aTBeppkeHoro Bupobuuka PB Gelatins GmbH.

88.

KPEOH®
40000

Karicy/iv TBepi 3
racTpOpe3nUCTeHTHUMU
rpanyJamu o 400 wmr;
mo 20 abo 50, abo 100
Karicy/1 y iakoHi; 1o
1 ¢pnakony B
KapTOHHi} Kopobyi;
no 10 kancyn y
6icTepi; mo 2
6nicTepu B KapTOHHIMN
KOpoOLi

AB6otT
Jlabopatopi3
'm6X

HimeuunHa

A66otT JIabopaTtopi3
'm6X

HimeuunHa

BHeCeHHs1 3MiH /I0 peecTpaLjiiiHiX MaTepia/iB: 3Minu I Tumy -
3minu 3 skocti. Ceprudikat BianosigHocTi/I'E-ceptudikaT
BiimoBigHOCTI €BponelicKiil hapmakorei/MoHorpadii. IToganHs
HoBoro abo OHOB/IEHOTO ceprrdikara BiAmoBigHOCTI a60
BUTyueHHs cepTudikara BifnosigjHocTi €EBponeichKin
tapmakorei: st ADI; ans BuxifHOrO
MaTepiay/peareHTy/IpOMiKHOIO MPOJYKTY, 1110
BUKOPHCTOBYIOThCST y BUPOOHULITBI ADI; A71s1 JONOMDKHOT
peuoBunu ([E-cepTudikar BignoBigHocTi EBpomnenchKii
tapmaxkorei st ADI/BuXifHOrO
Marepiasy/peareHTy/IpoOMKHOrO MPOAYKTY abo AOMOMIXKHOT
peuoBuHH) - HoBuii cepTudikar Jisi BUXiJHOTO
MaTepialy/peareHTy/pOMiXKHOTO MPOJYKTY abo AOMOMDKHOI
PEUOBHHH BiJj HOBOTO ab0 BiKe 3aTBep/)KEHOr0 BUPOOHMKa -
Tlopanns HoBoro ['E-cepTudikara BinoBigHoCTi €EBponenchKin
apmaxorrei Ne R1-CEP 2015-138 - Rev 00 15 >keslaTUHY Bifi BxKe
3arBepykeHoro BupobHrka GELITA LIAOYUAN GELATINE
CO., LTD. 3minu I Tuny - 3minu 3 sikocti. Ceprudixar
BignosigHOCTI/T'E-cepTrdikaT BifnosigHoCTi EBponenchKii

6e3 peyenma

UA/9842/01/03
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Ne

Hasea
NiKapcbKo20
3acoby

Dopma eunycky
(nikapcbka ¢opma,
YNakoeka)

3asneéHuk

Kpaina

3as6HUKa

BupobHuk

Kpaina

@UPOGHUKA

Peecmpayitina npoyedypa

Ymoegu
8ionycky

Homep
peecmpayitiHozo
noceioyeHHst

(hapmaxorniei/MoHorpadii. [ToaHHs HOBOTO abo OHOBJIEHOTO
ceprucikara BignoBigHocTi abo BrTyueHHs cepTudikara
BiATIoBifHOCTI EBponeiicekilt papmaxomnel: aas ADI; ams

BUXI/IHOTO MaTepia/y/peareHTy/IIPOMi>)KHOIO TIPOAYKTY, 1110
BUKOPUCTOBYIOThCS y BUPOOHULITBI ADI; 715t ONTOMDKHOT
peuoBuHH (I'E-ceprudikar BifnoBifgHoCTI €Bponeiicekin

tapmaxornei asst ADI/BuxifHOTO

Marepiasy/peareHTy/IpoOMiKHOTO MPOAYKTY ab0 AOMOMIXKHOT

pedoBHHN) - OHOBJIeHHH cepTH]IKaT Bifi BKe 3aTBepPKEHOT0
BUpo6OHUKa - [ToaHHs oHoBeHoro ['E-ceprudikarta
BignoBigHocTi €ponelichbkild papmakonei R1-CEP 2000-140 -
Rev 04 (3arBepzmxeno: R1-CEP 2000-140 - Rev 03)as >keslaTiHY
Bifl BXXe 3aTBeppkeHoro BupobHrka PB Gelatins GmbH.

89.

JIEMIIIPOPEJI
TH CAH/IO3®

iMIaHTaT 110 5 MT, TI0
1 mmpuy 3
iMII/IaHTaTOM Yy MaKeTi;
no 1, a6o 3, abo 6
TaKeTiB B KADTOHHIMN
KOpooOLi

[@F:157 (6]
dapmaceroTiKas
3 7.0,

CrioBeHist

Bupo6HUITBO "in bulk",
TIaKyBaHHSI, BUITYCK
cepii: Eep ®apma Mena
I'm6X, HimeuurHa;
BTopuHHe NaKkyBaHHS:
EBEP ®apma lena
I'm6X, HimeuurHa;
Bunyck cepii: EEEBE
®apma I'ec.m.6.X. Hor.
KT, ABctpisi; Cango3
I'M6X — Bupobuuua
JibHULS
Awntuindexuiibi I'V13 Ta
Ximiuni oneparii
Kyngis (AIXO T'VI3
Kynyib), ABCTpist

HimeuunHa/
Asgctpis

BHeCeHHsI 3MiH /I0 peecTpaliiiHix MaTepiasis: 3minu I Tumy -
3miHu 3 sikocTi. ['0TOBMIA MiKapChKuii 3aci6. 3MiHH Y BUDOOHHULITEI.
3amiHa abo BBeieHHs [JOJaTKOBOI Ji/TbHUL{i BUPOOHULITBA AJ151
yacTUHU abo BCHOro BUPOGHUYOrO MPOLieCy TOTOBOrO JIIKapChKOro
3aco0y (iHmi 3MiHM) j0ZaBaHHSI HOBOTO MICIIsl CTeprIi3arii
TIOPO’KHBOT'O LLTPULIA, I1]0 BUKOPHUCTOBYETBCS /151 BAPOOHULITBA
rOTOBOIO JIKapChKOro 3aco0y Jleitnpopesnin CaHo3®, iMrianTaT
10 5 MT' 3 BHECEHHSM 3MiH [0 po3ziny 3.2.P.7 Cucrema
KOHTeliHep/3aKyTopoBaIbHuUi 3acio.

3a peyenmom

UA/13229/01/02

90.

JIEMIIPOPEJI
IH CAH/JIO3®

iMIaHTar 1o 3,6 mr,
no 1 wmpuny 3
imMriaHTaTom Ta
BOJIOTOTIOI/IHAYEM Y
nakeTi; o 1, a6o 3,
abo 6 makeTiB B
KapTOHHIN Kopoobri

CaHpo3
®dapmachloTiKan
3 4.0

CrioBeHist

EBEBE ®apma
Tec.m.6.X. Hor. KT,
Asgcrpis (Burmyck cepii);
EBEP ®apwma Hena
I'm6X, HiMeuunHa
(Bupo6HwmITBO "in bulk",
TIaKyBaHHS, BUITYCK
cepii, BTOpUHHe
nakyBaHHs1); CaHz03
I'm6X - BupobHuua
JiNbHULS
Anruindexniini I'VI3 Ta
XimiyHi oneparii
Kyngnbs (AIXO T'JI3
Kynzns), ABcTpist
(BUnyck cepii)

Agcrpist/
Himeuunna

BHECEeHHs 3MiH /|0 peecTpaliiiHux mMarepianis: 3minu I Tuny -
3minu 3 sikocTi. ['0TOBMIA /TiKapchKuit 3aci6. 3MiHM Y BUDOOHHULITBI.
3amiHa abo BBe/|eHHS A0JATKOBOI AiIbHULII BUPOOHHMI{TBA A5
yacTUHU abo BChOro BUPOGHIYOTO TPOLieCy TOTOBOTO JIIKapChKOro
3aco0y (iHIui 3MiHM) JOAaBaHHS HOBOTO MICLIsl CTepUTi3aLii
MIOPO’KHBOT'O LITPHL{, I1J0 BUKOPHUCTOBYETHCS /111 BAPOOHULITBA
TOTOBOTO JTIKapChKOro 3aco0y Jleiinpopesnin CaHzo3®, iMriaHTaT
no 3,6 Mr 3 BHeCeHHsIM 3MiH Jj0 po3giny 3.2.P.7 Cucrema
KOHTeHHep/3aKynoproBabHuUi 3acib.

3a peyenmom

UA/13229/01/01

91.

JIOCIIMPUH
®

Tab/IeTKH, BKPUTL
KHUIITKOBOPO3UNHHOIO
060JI0HKO}O, T10 75 M

TOB
"TJIEJPAPM
JTI"

Ykpaina

TOB "KYCYM ®APM"

YkpaiHa

BHECEeHHs1 3MiH /10 peecTpaLliiHuX Marepiasis: 3miHu II Tuny -
3minu 3 sikocti. ADI. BrpobHuriTBo. 3MiHa BUpOOHMKA
BUXi/JHOT0/TIPOMIDKHOT0 TPOAIYKTY/pearexry, 110

6e3 peyenma

UA/9202/01/01
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Ne Haszea dopma sunycky 3asneHuk Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka ¢opma, 3as18HUKA @UPOGHUKA 8ionycky peecmpayitiHozo
3acoby YNakoeka) noceioueHHst
o 10 TabseTox y BHUKODHUCTOBYIOTBCS y BHpoOHHUUOMY miporieci ADI, abo 3mina
cTpwrii, 1o 3, o 8 abo BUPOOHMKA (BK/TFOUAIOUH, [ie He0OXiZIHO, MiCLie POBe/IeHHst
no 10 cTpumiB y KoHTpomo sikocTi) ADI (3a BifcyTHOCTI ceprHdikara
KapTOHHIM yrakoBli; BiiOBigHOCTI €BpoMnelchKii hapMakorel y 3aTBepIyKeHOMY
o 30 TabsieTox y nocke)(BBeieHHsT HOBOTO BpoOHHKA ADI 3 HafaHHSIM MacTep-
crpuri, 1o 1, abo 1o 2, tatina Ha ADI) BBe/ieHHsI a/IbTEPHATHBHOTO BUPOOHNKa A DI
abo mo 3, abo o 4 (K1C/I0Ta aLeTU/ICaTiLMIOBa).
CTPUITU B KapTOHHIH
YMaKOBLi
92. MAT'HE-B6® TabIeTKH, BKPUTL TOB «Onenna Ykpaina CAHO®I BIHTPOIT Dpanuist/ BHECEHHs 3MiH /10 peecTpaLiiiHuX MarepiaiB: 3MiHH I THITy - 6e3 peyenma UA/5476/02/01
obomnoHkoto, Ne 50 Xesnckea IHOACTPIA, ®paHuis; YropuHa 3minn 3 skocti. Ceptudikat BignosigHocti/I'E-cepTudikar
(10x5): mo 10 YkpaiHa» XTHOTH 3aBog BifmoBigHOCTI E€Bporeiicekiit papmakornei/MoHorpadii. [TogaHHs
TabsieToK y 6ticTepi; ®dapmalleBTUUHUX Ta HOBOro abo oHOB/eHOro cepTHdikara BigmoBigHocTi abo
o 5 GsicTepiB y Ximiunux [TpogykTiB BU/TyueHHs cepTudikarta BiJnoBijHOCTi EBponenchKin
KapTOHHiH Kopooiii; Ipaiisit Ko. JITz. tapmakorei: gt ADI; fmst BUXifHOTO
Ne 60 (20x3): o 20 [TignpuemcTBo 2 Marepiany/peareHTy/lIpOMi>XHOT0 MPOAYKTY, 110
TabsieToK y 6sticTepi; (mignpuemMcTBO BUKOPUCTOBYIOThCS y BUPOOHULITBI ADI; 17151 OTTOMDKHOT
1o 3 GsticTepu y Bepemespxas), peuoBHHH (cepTHdiKaT BioBigHOCTI E€BpomneiiceKili papmakorei)
KapTOHHiM KopooLi; YropuyHa - OHOBreHuii cepTUdIKaT Bif y)Ke 3aTBepA)KEHOro BUPOOHUKA.
Ne 100 (20x5): ro 20 TopanHs OHOBJIEHOrO cepTHdiKaTa BiANoBifHOCTI EBponeichKii
Tabsetok y Gicrepi; tapmakoriei CEP Ne R1-CEP 2013-165-Rev 00 gt ADI
o 5 6sicTepiB y nipuIoKCHHY rifpoxiopuay (Bitaminy B6) Bij Bxxe
KapTOHHi# Kopobiii 3aTBep/pykeHoro BupobHuka Jiangxi Tianxin Pharmaceutical Co.,
Ltd, China.3aTtBepmxeno: CEP Ne RO-CEP 2013-165-Rev 01.
3anpononoBaHo: CEP Ne R1-CEP 2013-165-Rev 00
93. MAT'HE3IYM | rabnetku, no 80 [Hoitue Himeuunna [Hoitue Xomeomnari- Himeuunna BHeCeHHsI 3MiH /I0 peecTpaliiiHix MaTepiasis: 3minu I Tumy - 6e3 peyenma UA/12205/01/01
D®OCPOPUK TabJeToK y (J1aKoHi; Xomeonari- YHion JXY- 3minu mozo Ge3rexkn/edeKTUBHOCTI Ta hapMaKOHATISIAY.
YM CL/Ib 1o 1 ¢nakony y YHion IXY- ApuHaiimitrens I'm6X BeeeHHst a60 3MiHU /10 y3araJbHeHUX JAaHUX PO CUCTEMY
JOKTOPA KapTOHHIN Kopobri AprHaiimiTTens & Ko. KT' (hapmaxoHariszly (BBeJjeHHs y3araJbHeHNX JAHUX TIPO CUCTeMY
IITFOCCJIEPA I'mb6X & Ko.KI" (hapmakoHarsizly, 3MiHa yIoBHOBa)KeHOI 0co0H, BiiTOBiZamnbHOL
Ne7 3a 371ilicHeHHs (hapMaKOHarJIsiy; KOHTaKTHOI 0cobu 3
(hapmaxoHarIs/ly 3assBHUKA Ai7Is1 3/jiliCHeHHsI ()apMaKOHArJsiy B
YKpaiHi, SIKII[0 BOHA BiiMiHHa Bifi yIOBHOBa)KeHOI 0Cco6H,
BiinoBifanbHoi 3a 3ailicHeHHs1 papMaKoHar/sAy (BK/I0Ua0UX
KOHTAKTHI JiaHi) Ta/abo 3minu y po3mieHHi Mactep-daiina
cuctemy hapMakoHarsisiy) 3MiHa KOHTaKTHOI 0COOM 3asBHUKa,
Bi/NOBifanbHOI 3a (hapMakoHar/s B YKpaiHi.
[iroua pezaxuis: Anton Voitenko. IIporioHoBana pegaxisi: byask
Onexcanzipa CepriiBHa. 3MiHa KOHTaKTHUX JJAHUX KOHTaKTHOI
0co0M 3asiBHHKA, Bi/IMOBi/IanbHOI 3a hapMakKoHar/si B YKpaiHi.
94. MAJIHET® Tab/IeTKH, BKPHTI TOB «MIBE Ykpaina mibe 'M6X Himeuunna BHeCeHHs 3MiH 0 peecTpalifHuX MarepiaiB: 3minu I Tury - 3a peyenmom UA/15840/01/01
T/1iBKOBOIO YKPATHA» ApuHaiimiTTesnb 3miHu 3 sikocTi. ['oToBMIA NiKapchkwii 3aci6. KoHTpoms roroBoro

060/10HKO10, 110 0,03
wmr/2 mr; o 21
Tabseri y 6sticTepi;
no 1 a6o 1o 3, abo 1o
6 Giticepie B
KapTOHHiM Kopobii

JikapchbKoro 3aco0y. 3miHa y MeTofax BUpOOyBaHHsI TOTOBOTO
JIKapChKOro 3acoby (iHiiii 3MiHM) - He3HAaUHI BUITPAB/IEHHS B OTIUCI
aHasliTiuHOI MeTouKH I'JI3 3a MoKa3HUKOM «Bu3HaueHHst
CYTIPOBIJJHHUX [JOMIIIIOK /1if0u0i PeYOBMHU eTHHiecTpaiony»
(BEPX, metoz PV-Q-636) y BifnOBiAHOCTI f0 3aTBepKeHol
MEeTOJMKH, onvcaHoi B 11.3.2.P.5.3. Bastifaiisi aHamiTHUHUX
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Ne Haszea dopma sunycky 3asneHuk Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka ¢opma, 3as18HUKA @UPOGHUKA 8ionycky peecmpayitiHozo
3acoby YNakoeka) noceioueHHst
MeTOMK; 3MiHM I THrty - 3MiHH 3 sKocTi. ['oTOBUIA JTiKapChKU
3aci6. KoHTpo/1b rOTOBOrO JTiKapchKOro 3acoby. 3MiHa y MeTozax
BUIPOOYBaHHS TOTOBOTO JIiKapchKoro 3acoby (iHmwi 3MiHmM) -
He3HayHi BUIpaBJ/IeHHs B OIMUCI aHaniTUuHOI MeToAuKH I'JI3 3a
T0Ka3HMKOM «Bu3HaueHHs CynpoBifHUX JOMILIOK Aitouoi
PeYOBHHH XJIOPMa/IMHOHY arjeTaTy» (BEPX, Metoz PV-Q-637-01)
y BiIMOBiJHOCTI /10 3aTBep/»KeHOI MeTO/JUKHU, OMHMCAHO]I B
n.3.2.P.5.3. Banifauis aHaniTHUHUX MeTOAMK. []oAaTKoBO,
pefakuiiifi npaBku y 1m.3.2.P.5.1.Cneuudikaris
95. MEJUKCHUK PO34HMH JyIs1 iH €Ki, M.BIOTEK Benuka XEJIIT C.A. I'peuist BHECEHHs 3MiH /10 peecTpaLiiiHuX MarepiaiB: 3MiHH I THITy - 3a peyenmom UA/15703/01/01
AM 15 mr/1,5 mn, no 1,5 JIIMITE]], Bpuranis 3minu 11040 Ge3nekr/edeKTHBHOCTI Ta hapMakoHarssay. 3MiHa y
MJI B aMIyJIi; 1o 5 KOPOTKiii XapaKTepHUCTHLIi JIikapcbKoro 3acofy, TeKCTi
amImyJ1 y nauuj 3 MapKyBaHHs Ta iHCTPyKU|l A/11 MeJUUHOT0 3aCTOCyBaHHs Ha
KapTOHY Mi/ICTaBi perysisipHO OHOBJIFOBAHOTO 3BiTy 3 Ge3reKu JikapChbKoro
3acoby, abo focipkeHb 3 Ge3reKn 3aCToCyBaHHS /TiKapChbKOTo
3aco0y B mic/isipeecTpaLjiiHuii epiof, abo siK pe3y/bTaT OLjiHKK
3BITY 3 OC/Ii/[)KeHb, POBeZIeHUX BifINOBIAHO [0 T/IaHy
nefiiaTpruHUX JocstipkeHs (PIP) (3MiHy y3rozpkeHo 3
KOMIIeTEHTHUM YIIOBHOBa)KEHUM OPraHOM).
3MiHM BHeceHi /10 iIHCTPYKLUi A/11 MeMYHOI0 3aCTOCYBaHHSI
NiKapchKOro 3acoby y po3zin ""3actocyBaHHs y repiog] BariTHOCTI
abo rozlyBaHHsi Tpy /0" BiiMOBiAHO 10 OHOB/IEHOI iHdOpMaLiii 3
6e3reKku J1ifoyoi peuOBHHH.
96. MEHOBA3U PO3YMH JJ1st TTPAT YkpaiHa [MPAT "®ITODAPM" Ykpaina BHECeHHs 3MiH /10 peecTpaLiiiHMX MarepiaiB: 3MiHM I Ty - 6e3 peyenma UA/8167/01/01
H 30BHIIIHBOTO "®ITODPAPM" ApmiHicTpaTuBHI 3MiHU. 3MiHa HaliMeHyBaHHsI Ta/abo agpecu
3aCTOCYBaHHs, 3asiBHUKA (B/IaCHMKA PeeCTpaliiiHOro MocBifiueHHs) b3MiHa azpecu
CnypToBUif; 1o 40 M 3asBHMKa. BBe/leHHs1 3MiH MPOTAroM 6-Ty MicALiB mics
abo mo 100 mn y 3aTBep/KeHHsI.
(hnakoHax CK/ISIHUX;
o 40 mMn1 y ¢akoHax
MOJiMepHUX
97. METPOTI'I/T resib s siced; 1o 20r | TOB "/[)koHCOH Ykpaina «FOnix PapmMacbOTHKaI Inpis BHECEHHS 3MiH /I0 peecTpaliiiHiX MartepiasiB: 3MiHu I Ty - 6e3 peyenma UA/2871/01/01
JEHTA® y Ty6i; mo 1 Ty6i y i /I>KoHCOH Jlaboparopis» 3minu mozo He3mnekn/edeKTUBHOCTI Ta hapMaKOHATISIAY.
KapTOHHiH KopoobLi Ykpaina" (BigmineHns gipmu «x. BeeneHHst a60 3MiHU /10 y3araJbHeHUX JAaHUX PO CUCTEMY

B. Kemikan3 enp
®dapmacbloTHKa3
JITh.»)

(hapmaxoHarIsAly (BBeJjeHHs y3araJlbHeHNX JaHUX TIPO CHCTeMY
(hapMakoHarsizy, 3MiHa yIioBHOBa)KeHOI 0CO0H, Bi/ITOBiambHOL
3a 37iliCHeHHsI )apMaKOHArJIsIy; KOHTaKTHOI 0co6u 3
(hapmaxoHarIsAly 3assBHUKA Ai71s1 3/iliCHeHHsI ()apMaKOHarJsiy B
YKpaiHi, SIKII[0 BOHA BiIMiHHa BiJi yIOBHOBa)KeHOI 0Cco6H,
BiZINMOBiJJa/IbHOI 3a 3/jilicCHeHHsI (hapMaKOHAr/sy (BK/IH0Yaur
KOHTAKTHI JaHi) Ta/abo 3minu y po3miijeHHi Mactep-caiina
crcTeMH (hapMakoHarsAy). 3MiHa YIIOBHOBaXKeHOT 0COOH
3asBHMKA, Bi/INOBiJIa/IbHOI 3a hapMaKoHar/siy,.

[iroua pepakuia: ApHayrosa FOnis JleonigisHa / Arnautova
Yuliya Leonidivna. IIporionoBana pezaxuisi: Haropna KateprHa
IBaniBHa / Nahorna Kateryna Ivanivna. 3MiHa KOHTaKTHUX [JaHUX
YIIOBHOBa)keHOI 0cobH, BiAIOBiZanbHOI 3a apmMaKkoHarJIsiz.
3MiHa Miclie3HaX0/pKeHHs1 MacTep-(aiiia cucTeMu
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Ne Haszea dopma sunycky 3asneHuk Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka ¢opma, 3as18HUKA @UPOGHUKA 8ionycky peecmpayitiHozo
3acoby YNakoeka) noceioueHHst
¢hapmakoHarsy. 3MiHa MicLis 34iliCHeHHSI OCHOBHOI [Jis/TbHOCTI 3
(hapmMakoHarsiLy.
98. MIOTWJI TabsIeTku 1o 8 Mr 1o TOB YkpaiHa biodapm Cr. 3 0.0. IMoneia BHECEeHHs 3MiH /|0 peecTpalliiiHux mMatepianis: 3minu I Tuny - 3a peyenmom UA/19602/01/01
14 tabnetok y "®APMALIEB 3minu 3 sikocTi. ['0TOBMI JliKapchKuii 3aci6. 3MiHN Y BUDOOHHULITBI.
6micTepi; mo 1 TUYHA 3MmiHu y TIpolieci BUPOOHHI[TBA TOTOBOTO JiIKAPCHKOTO 3aco0y,
6nicTepy B KapTOHHII KOMITAHIA BKJ/TIOYAIOUY [TPOMIKHMM MPOAYKT, 110 3aCTOCOBYEThCSI IPU
KOpoOLi "®APMBEPI™ BUPOOHULTBI FOTOBOI'O JTIKAPCHKOT0 3aco0y (iHIwi 3MiHH)
BBe/IeHHsI TEPMiHY IPUAATHOCTI 1151 Hepo3(acoBaHOTO
JlikapceKoro 3acoby 6 micsuis. 3minu I Ty - 3MiHH 3 SIKOCTI.
Ceprudikat BianosigHocti/T'E-ceprudikaT BianosigHocTi
€Bporeiicekiil hapmakonei/MoHorpagdii. [ToganHs HOBoro abo
OHOBJIEHOTO cepTH(ikaTa BifrnoBigHOCTI a60 BUMyUeHHS
ceprucikaTa BignoBigHocTi EBponeiichkiii dpapmakorei: aas ADI;
ZI71s1 BUXi/JHOTO MaTepiany/peareHTy/IIPOMi’)KHOTO IPOJYKTY, 1110
BHKOPHCTOBYIOTHCS y BUPOOHUIITBI ADI; 17151 01IOMDKHOT
peuoBUHU (cepTudikar BifnoBigHoCTI €BponelchKil dpapmakorel)
- OHOBJIeHM#t cepTudikaT Bif y>Ke 3aTBep/PKEHOT0 BUPOOHHKA -
TI0flaHHsI OHOBJIEHOTO cepTH(iKaTa BiAMOBiHOCTI EBponeiichKi
tapmakoriei Ne R1-CEP 2015-285 - Rev 00 (3aTBeppkeHo: RO-
CEP 2015-285 - Rev 02) asis1 gitouoi peuoBunu Thiocolchicoside
hydrate Big B)xe 3aTBep/pKeHOTr0 BUpoOHKHKa INDENA S.P.A.
3minu I Tny - 3Minu 3 sikocTi. ['0TOBMIA TiKapceKuii 3aci6. 3MiHU
y BUPOGHHULTBI. 3MiHa po3mipy cepii (BK/IIOUat0un fjianasoH
po3Mipy cepii) roToBoro JiikapceKoro 3acoby (36inbmenss fo 10
Ppa3iB MOPIBHSIHO i3 3aTBepYKEHUM PO3MipOM) 30i/bLIeHHS
po3mipy cepii roToBoro Jyiikapcekoro 3acoby 3ateppkeHo: 30 Kr
3arporioHoBaH0: 150 Kr.
99. MOHOCAH® TabsieTku 1o 20 Mr 1o ITPO.MEZ.LIC Yecbka BUPOGHULITBO 33 TIOBHUM Yecbka BHECeHHs 3MiH /I0 peecTpaLliiH1X MarepianiB: 3MiHu I THITy - 3a peyenmom UA/4257/01/01
10 Tabretok y Ilpara a.c. Pecrniy6nika LIKJIOM: Pecniy6mika/ 3miHu 3 sikocTi. ['0TOBMIA NiKapcbKuii 3aci6. 3MiHK Y BUDOOHHULITBI.
6micTepi; o 3 IMMPO.ME/Z.IIC Ilpara CroBatibKa 3MiHa po3Mmipy cepil (BK/ItO4arOuH jiarnasoH po3mipy cepii)
6/1icTepU B KApPTOHHIM a.c., Uecbka Pecry6itika Pecrniybnika TOTOBOTO JTiIKapChKOro 3acoby (3meHiueHHs 10 10 pasis)
KOpoOIii BHUPOOHULITBO, TIEPBUHHE 3MeHIIIeHHsI po3Mipy cepii I'VI3
Ta BTOPHHHE NaKyBaHHS, [iroua pegaxuisi: Tabserkn o 20 mr 1 800 000 TabsieTok;
KOHTPOJIb SIKOCTI: tabsetku 1o 40 mr 900 000 TabieTok
XBM ®apma c.p.o., [TporioHoBaHa pefakiyisi: Tabetku o 20 mr 1 650 000 Tabretok 1
CnoBaupka Pecry6tika 800 000 TabseTok; TabneTku o 40 mr 825 000 Tabsetok 900 000
NepBHUHHEe Ta BTOPUHHE TabeTok
MaKyBaHHSI:
KOO®APMA c.p.o.,
Yecnka Pecry6itika
100. MOHOCAH® TabsieTku 110 40 Mr 110 TTIPO.ME/.LIC UYecpka BUPOOHMIITBO 32 TIOBHUM UYecpka BHECEHHS 3MiH /I0 peecTpaljiiHiX MartepiasiB: 3MiHu I Ty - 3a peyenmom UA/4257/01/02
10 tabseTox y TIpara a.c. Pecny6stika LMKJIOM: Pecrybmnika/ 3Minu 3 siKocTi. 'oTOBMIA /iKapchKuii 3aci6. 3MiHM y BUPOOHHUIITBI.
6micTepi; mo 3 MMPO.ME/I.LIC Ilpara CroBalbKa 3MiHa po3Mmipy cepil (BK/IOYarOuH Jjiarna3oH po3mipy cepii)
6icTepu B KapTOHHIN a.c., Yecska Pecriy6itika Pecniybmika rOTOBOT'O JIiKAPCHKOro 3acoby (3meHrueHHs 10 10 pasis)

Kopoowi

BUPOOHULITBO, TIEPBUHHE
Ta BTOPUHHe MaKyBaHHS,
KOHTPOJIb SIKOCTI:
XBM ®dapwma c.p.o.,

3MeHIIeHHs po3Mmipy cepii I'V13
[iroua pegaxiiisi: Tabaetku mo 20 mr 1 800 000 TabsieTok;
tabsetku o 40 mr 900 000 TabseTok
IporioHoBaHa pefakiis: Tabaetku mo 20 mr 1 650 000 Tabietok 1
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Ne Haszea dopma sunycky 3asneHuk Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka ¢opma, 3as18HUKA @UPOGHUKA 8ionycky peecmpayitiHozo
3acoby YNakoeka) noceioueHHst
CnoBaupka Pecriy6stika 800 000 TabneTok; TabneTku ro 40 mr 825 000 Tabretok 900 000
NepBUHHE Ta BTOPUHHE TabeTok
TMaKyBaHHS:
KOO®APMA c.p.o.,
Yecobka Pecry6utika
101. | HA3O®EPOH | xpami HasaneHi 100 AT "®apmak" YkpaiHa AT "®apmak" Ykpaina BHeCeHHsI 3MiH JI0 peecTpaLliiHuX MaTepiasis: 3minu 11 Tumy - 6e3 peyenma UA/15653/02/01
® 000 MO/mn o 5 Mny 3minu 3 sikocTi. ['0TOBMI JliKapchKuii 3aci6. 3MiHM Y BUPOOHHULITBI.
¢iakoHi 3 GpyHATHOrO 3MmiHu y TIpolieci BUPOOHHI[TBA TOTOBOTO JIKAPCHKOTO 3aco0y,
ckna abo y dakoi BKJ/TIOYAIOUHN ITPOMIKHUH MPOAYKT, 110 3aCTOCOBYETHCS TTPH
CKJISTHOMY BUPOOHULITBI TOTOBOTO JliKapchKoro 3aco0y (Jlikapcekuii 3acib €
CBIiT/I03aXHCHOMY, JiKapChKUM 3ac060M 610/10TiUHOT0/iMyHOIOTiYHOTO TIOXO/KEHHSI
3aKyIlIOPeHOMY Ta 3MiHa BUMarae npoBe/ieHHs MOPiBHANBHUX J0C/i/KeHb)
Kparne/bpHuULle0; 1o 1 BUK/IFOUEHHs] KOHTPOJIIO CTepU/Ii3ytodoro GinbTpy Ao Ta micns
¢1akoHy B mavryi 3 inprpanii. 3minu II Tuny - 3mMiHu 3 sikocTi. ['oToBHUIL TiKapCEKUHA
KapTOHY 3aci6. Onuc Ta ckmag. 3MiHa y ckaafii (ZOTOMIKHIX PeUOBHHAX)
TOTOBOTI'O JTIKAPCHKOTo 3aco0y (iHILi JOMOMi>KHI peYOBHHH) -
3miHa y siikapcekoMy 3aco6i 6iooriuHoro/iMmyHoOIOriuHOTO
TIOXO/PKeHHs1. 3aMiHa JJOTIOMIXKHOI DeUOBMHHM «BOgia A/1s1 iH’ €KLIii»
Ha JIOTIOMDKHY PeUOBHHY «BOZY OUHIIEHY» y CKJIaJli TOTOBOTO
JiKapcbKOro 3aco0y. 3MiHM BHECEHO B iHCTPYKLIitO [JIs1 MeJJMUHOTO
3aCTOCYBaHH JIiKapcbKoro 3acofy y po3zin «Cknazy» (ZornoMibKHi
PEeUYOBUHH) 3 BiJNOBIHUMM 3MiHaMU y TEKCTi MapKyBaHHs
YIIaKOBKH JTiKapchKoro 3acoby. 3minu II tuny - 3MiHH 3 SIKOCTI.
ToToBMiA MiKapChbKHiA 3aci6. 3MiHK y BUPOGHHMITBI. 3MiHa po3mipy
cepil (BK/IIOYar0uM Jiiara3oH po3mipy cepii) roToBOro JiikapcbKoro
3aco0y (3MiHa BUMarae OL{iHKH TIOPiBHSIHHOCTI (TpOBe/jeHHst
TIOPiBHSIBHUX [{OCJI/PKeHb) JIIKapChKOro 3acoby
6i0/10riYHOr0/iMYHOJIOTiUHOTO OXOPKEeHHsT ab0 3MiHa y po3mipi
cepii BUMarae npoBe/jeHHsI HOBOTO J0C/Ti/PKeHHSI
6i0eKBiBa/IEHTHOCTI) BBE/IEHHS JA0ATKOBUX PO3MipiB cepii JI3:
350 51 ta 500 51, 3aTBep/pKeHi po3mipu cepii: 24 1, 100 1 ta 200 5.
102. HAITPOO®® Tab/IeTKH, BKPHTL TOB "YOPJ1[, Ykpaina biodapma Inau CaH. Be TypeuunHa BHeCeHHs 3MiH [0 PeecTpalliliHux MarepiaiB: 3MiHa 3asiBHUKa JI3 3a peyenmom UA/12506/01/01
TJTIBKOBOIO MEJVLINH" Timk. AL, TypeuurHa (MIBII) (BnacHMKa peecTpalliifHOro MocBifiueHHs) (3rifHo Haka3sy

060/10HKO}0, 110 275
mr; 1o 10 TabieTok y
6micTepi; rmo 1 abo 2
6/1icTepU B KAPTOHHIM
KOpoOIii

YOPJI4 MEJULIVH
IJIAY CAH. BE TIIX.
AL, TypeuurHa

MO3 Biz 23.07.2015 Ne 460). BBezieHHs 3MiH MPOTAroM 6-Tu
MicALiB Mic/is 3aTBep/pKeHHsT; 3MiHu I Tuny - 3MiHM 111040
6e3neku/eeKTUBHOCTI Ta papMakoHarsiAy. BeeseHHst abo 3MiHI
[0 y3aralbHeHUX JJaHUX TIP0 CUCTeMy (hapMaKOHAr/siay (BBeZleHHsI
y3arajbHeHHX JJAHUX TIPO CUCTeMy (hapMaKOHAr/siy, 3MiHa
YIIOBHOBa)KEHOI 0CO0H, Bi/INOBiZanbHOI 3a 34iliCHeHHs
(hapMaKoHarJIsily; KOHTaKTHOI 0co6H 3 (hapMaKoHarJsiy 3asiBHUKA
JU1s1 3AificHeHHs (papMaKoHAr/sAy B YKpaiHi, SIKIII0 BOHA BiAMiHHA
Bifl yoBHOBaKeHOI 0CcO0H, BiZTIOBija/IbHOI 3a 3iliCHEeHHsI
(apMakoHarsiy (BK/IFOUalOUM KOHTaKTHi faHi) Ta/abo 3MiHU y
po3MilljeHHi MacTep-daiina cucteMu hapMaKkoOHArysiAy) - 3MiHa
YTIOBHOBa)KeHOI 0coOM 3asiBHUKA, BiATIOBiZa/IbHOT 3a
tapmakoHarsg. [itoua pegakuis: CasimeBa Jlapuca /
Savishcheva Larisa. [TponionoBana pegaxuisi: Ilyzio I'anna
Cranic/aBiBHa. 3MiHa KOHTAaKTHUX JIAHUX YIIOBHOBa)KEHOI 0cOOH,




61

Ne Haszea dopma sunycky 3asneHuk Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka ¢opma, 3as18HUKA @UPOGHUKA 8ionycky peecmpayitiHozo
3acoby YNakoeka) noceioueHHst
Bi/iMOBijabHOI 3a apMakoHarsisiz. 3MiHa MicLs 37iliCHeHHs
OCHOBHOI Jjis/IbHOCTI 3 (hapMakoHar/sgy. 3MiHa azipecu MacTep-
(hatina cucreMu (hapMaKOHAITSILY
103. HAIIPOD D TabIeTKH, BKPUTL TOB "YOPJI[, Ykpaina biodapma Inau Can. Be Typeuunna BHECEeHHsI 3MiH /I0 peecTpaLiiHUX MarepiasiB: 3MiHa 3asiBHUKa JI3 3a peyenmom UA/12506/01/02
T/1iBKOBOIO MEOWLINH" Timx. AL, TypeuurHa (MIBII) (B1acHUKA peecTpaliiiHOro MOCBifueHHsT) (3rifHO HaKasy
0060710HKO10, 110 550 YOPJIA MEJULIVIH MO3 Big 23.07.2015 Ne 460). BBezieHHs 3MiH NPOTAroM 6-Tu
mr; 1o 10 tabseTok y IJTAY CAH. BE TI/IXK. MiCSILiB MiC/1s1 3aTBepyKeHHs]; 3MiHu I Ty - 3mMiHM o0
6nicrepi; o 1 abo 2 AL, TypeuunHa 6e3nekn/e(eKTUBHOCTI Ta (papMakoHarsisy. BeesieHHs abo 3MiHK
6/1icTepH B KapTOHHIN [0 y3arajbHeHHX JaHHX TIPO CHCTeMy (apMaKOHArJsiay (BBeZieHHsI
KopoOLi y3arajbHeHUX JJaHUX TIPo cUCTeMy (apMaKOHarsiy, 3MiHa
YIIOBHOB)KEHOI 0COOHU, Bi/ITIOBIJabHOT 3a 3/iliCHeHHST
(hapmakoHarsizly; KOHTaKTHOI 0cobH 3 hapMaKoHarsily 3assBHAKA
IJ1s1 371ificHeHHs papMakoHarssiy B YKpaiHi, SIKIL0 BOHa BijMiHHa
Bifl yrIOBHOBa)keHOT 0CO6H, Bi/ITOBifa/BHOI 3a 3[iliCHEHHS!
(hapMakoHarssiy (BK/IFOUarOUM KOHTAKTHi flaHi) Ta/abo 3MiHK y
po3mileHHi Mactep-gaiina cuctemu hapMakoHarisay) - 3miHa
YIIOBHOB&)KEHOI 0COOU 3asBHUKA, BiATIOBifa/IbHOI 3a
tapmakoHarssiy,. [liroua pegakuisi: CasitrjeBa Jlapuca /
Savishcheva Larisa. ITporioHoBaHa pegakuisi: ITyzano I'aHHa
CranicaBiBHa. 3MiHa KOHTaKTHHX [JAHHUX YIIOBHOBa)KeHOI 0cobH,
BifimoBizanpHoi 3a hapMakoHarsisiy. 3MiHa MicL 37ilicHeHHS
OCHOBHOI Jjis/IbHOCTI 3 (hapMakoHar/sy. 3MiHa ajipecu MacTep-
thaiina cuctemu (hapMaKOHArsay
104. HATPIYM TabsetkH 110 80 [Hoitue Himeuunna [Hoitue Xomeonari- Himeuunna BHECEeHH$ 3MiH /|0 peecTpaliiiHux mMarepianis: 3minu I Tuny - 6e3 peyenma UA/12221/01/01
XJIOPATYM TabJeToK y (JIaKoHi, Xomeomnari- YHion XY- 3minu oo He3mnexr/eeKTUBHOCTI Ta hapMaKOHATSIAY.
CLl/Tb o 1 dnaxkony y Yuion IXY- Apunaiimitrens I'm6X BeegenHst ab0 3MiHM /0 y3arajbHeHHX [JAHKX [IPO CHCTEMY
JOKTOPA KapTOHHIN Kopoobri AprHaiimiTTenb & Ko. KT ¢hapmakoHarIsly (BBeJieHHs y3araJbHeHUX JaHHUX TIPO CHCTeMY
IIMFOCCJIEPA I'm6X & Ko.KI' (hapmakoHarsiy, 3MiHa yroBHOBa)KeHOI 0COOH, BiIMOBiZanbHOT
Ne8 3a 3/iliCHeHHst (hapMaKOHArJIsIy; KOHTAKTHOI 0CO6H 3
(hapmakoHarIsily 3asBHHKa A7l 37ificHeHHs hapMaKoHarJsigy B
YKpaiHi, SIKIL[0 BOHA BiIMiHHa BiJi yIIOBHOBa)KeHOI 0co6H,
BizimoBifabHOI 3a 37ilicHeHHs (papMaKOHAT/IsAY (BK/IIOUA0UN
KOHTAKTHI JjaHi) Ta/abo 3MiHM y po3MilljeHHi MacTep-gaiina
cuctemu (hapMakoHarssiy) 3MiHa KOHTaKTHOI 0cOOM 3asiBHUKa,
BiAimoBifabHOI 32 hapMakoHarsisig B YKpaiHi.
[iroua pezakuis: Anton Voitenko. IIporoHoBaHa pegaxisi: Byask
Onekcanzpa CepriiBHa. 3MiHa KOHTaKTHUX JJaHUX KOHTaKTHOL
ocobu 3asiBHYKA, Bi/JOBianbHOI 3a hapMakoHar/sij B YKpaiHi.
105. HATPIIO KpHUCTa/Iu TOB "BIOJIIK YkpaiHa Cypkata Kemikans Inpgis BHECEeHHs 3MiH /|0 peecTpalliiHiX MarepiasiB: 3MiHa 3assBHUKa JI3 - UA/19603/01/01
TIOCYJIb®A | (cybcraHiisi) y DOAPMA" (MIBII) (BnacHMKa peecTpaLlitHoOro nmocBiZiueHHs) (3riHo HaKa3y
T MOABIMHUX MO3 Biz 23.07.2015 Ne 460): TepmiH BBeZieHHsI 3MiH - ITPOTSTOM 6
TIOJTieTUJIEHOBUX MICSLIiB MiC/Is 3aTBEP/KEeHHS.
nakeTax Jijist
(hapmareBTHUHOTO
3aCTOCYBaHHsI
106. HENPOPYBI TabJIeTKH, BKPUTL TOB «TeBa Ykpaina Bupo6HUILITBO IIBeiinapis/ BHeCeHHs 3MiH [0 peecTpalliliHux MarepiaiB: 3minu I Tumy - 6e3 peyenma UA/1950/02/01
H™-®OPTE TI7TiBKOBOIO YxpaiHa» Hepo3dacoBaHoro Himeuunna 3minu 3 sikocTi. I'oToBHI sikapcekuit 3acib. KOHTpoJb ToTOBOTO
JIAKTAB 060JI0HKOIO;

TIPOAYKTY, KOHTPOJIb

JliKapcbKoro 3acoby. 3MiHa mapameTpiB crierudikaiiiii Ta/abo
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Ne Haszea dopma sunycky 3asneHuk Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka ¢opma, 3as18HUKA @UPOGHUKA 8ionycky peecmpayitiHozo
3acoby YNakoeka) noceioueHHst
o 10 TabseTox y SIKOCTI, Z103B11T Ha JIONYCTUMHX MEX FOTOBOTO JTIKapChKOro 3aco0y (iHmwi 3mMiHu) -
6icTepi; mo 2 BUITYCK Cepii: BBe/leHHs NepiouuHOCTi KOHTpo/to I'JI3 3a mokasHUKOM
6r1icTepH B KapTOHHIN ArnyHo @apma AT, «MikpobiosoriuHa uricToTa» (IIpH BUITYCKY): TECT Ha
KOpoOIIi; [IBeiiLjapis MiKp0o6io/IoriuHy UMCTOTYy OyZie BUKOHYBaTUCS OJJUH pa3 y
IlepBuHHA Ta BTOPMHHA KBapTasl. BBesleHHs 3MiH NPOTAroM 6-Ty MiCALB mic/s
YIIaKOBKa: 3aTBeppKeHHs. 3MiHM I ThIy - AZ{MiHiCTpaTUBHI 3MiHU.
AuunHo Papma AT, BusyueHHst BUDOOHHUOI JiTbHULI (BK/TIOUAKOYN JiTHHULYL AJ1sT
[IBeiiuapist A®I, npomi>KHOTO MPOAYKTY abo rOTOBOTO JIIKAPCHKOro 3acoly,
KoHTposb siKoCTi: [UIBHUL [7151 IPOBE/IeHHS [IaKyBaHHsI, BADOOHMKa,
HHAC Jla6op [I-p Bi/INTOBiZJa/IbHOTO 3a BUITYCK Cepiid, Miclie poBeieHHsI KOHTPOJTIO
Xoiicnep I'm6X, cepii) abo mocTavasbHUKA BUXIJHOTO MaTepiany, peareHTy abo
Himeuunna JIOTIOMDKHOI PeUOBHMHH (SIKI|O 3a3HAU€HO Y [JOChE) — BUIYUeHHsT
JoaTKoBa nabopartopis, BUPOOHUYOT AiNBHULI, Bi/ITIOBiZIaNBbHOT 32 IOBHUM LIUKJT
1110 MpUIMaEe y4yacTb B Bupo6buuiTBa ['J13, Auuro ®apma AT'/Acino Pharma AG
KOHTPOJIi SIKOCTi: (JopHaxeprarpacce 114, 4147 Em, IIBelirjapis/Dornacherstrasse
YHTep3yXyHI CIHCTUTYT 114, 4147 Aesch, Switzerland) y 3B’s13Ky 3 ii 3aKpHUTTSM O
Xernmenep 'M6X, cTpareriyHUM npuurMHaM. BupoOHuui AiNbHULY, 110 3a/IUILMINCS
Himeuunna BUKOHYIOTH Ti cami (yHKIii, {0 BUmy4yeHa. BBefjeHHs 3MiH
MPOTATrOM 6-TU MiCSLIIB IMiC/Isl 3aTBEP/KEHHSI.
107. OKCAJIIITIA | KOHLeHTpar Ajs Awmakca JIT]] Benuka KOHTPOJIb Cepii, Himeyunna/ BHeCeHHs 3MiH [0 peecTpallifHux MarepiaiiB: 3minu I Tumy - 3a peyenmom UA/14965/01/01
THNH po3unHy A1 iHQY3iit, bpuTanis ceprrdikallis Ta BUITyCK Pecriy6rika 3wminn 3 skocti. Ceprudikar BignosigHocTi/I'E-ceptrdikar
AMAKCA 5 mr/mi, ro 10 m, 20 cepii: Kopest BiAnoBigHocTi €Bponelicbkiii papmakonei/moHorpadii. [TopaHHs
it abo 40 My AxBiga I'm6X, HOBOT0 ab0 OHOBJIEHOTO cepTHikara BigmosiaHocTi abo
¢akoni; rmo 1 Himeuunna BHUJTyueHHs cepTH(ikaTa BifmosigHOCTI EBpOMeiichKiit
(hnakoHy B KapTOHHiH BUpPOOHULTBO in bulk, tapmakorniei: gyt ADI; n1s BUXijHOTO
Kopobiii; mo 10 mi1, 20 TepBUHHE Ta BTOPHUHHE Marepiany/peareHTy/lIpOMi>XHOT0 MPOAYKTY, 1[0
M abo 40 My T1aKyBaHH$1, KOHTPOJIb BHUKOPHCTOBYIOTHCS y BUPOOHUITBI ADI; 17151 01IOMDKHOT
¢nakoHi; 1o 1 cepil: peuoBUHU (cepTudikar BifnoBigHoCTI €BponelchKil dpapmakorel)
(hnakoHy B KapTOHHIN AxBiza I'M6X, - OHoB/IeHUH cepTUdiKaT Bif| y)ke 3aTBepZKeHOro BUPOOHHKA.
Kopoori Himeuunna ITogansst oHOBEeHOTO cepTUdikary BignosifHoCcTi EP Ne R1-CEP
BUpOOHULTBO in bulk, 2005-079-Rev 02 (3atBepzykeHo Ne R1-CEP 2005-079-Rev 01)
TepBUHHE Ta BTOPHUHHE muisi ADI OkcaninuiaTvH Bifi BYKe 3aTBep/PKEHOT0 BUPOOHHUKA
MaKyBaHHs, KOHTPOJIb Jiangsu Hengrui Medicine Co., Ltd, Kuraii, Ta ik Hacmifjok 3miHa
cepii: HaliMeHyBaHHs /JaHOTO BUPOOHMKA Ta YTOUHeHHs ajipecy, be3
CamsHr Xo/jiHr3 3MiH{ (DAaKTUYHOTO MiCI|e3HaX0/pKeHHs] BUPOOHHMIITBA.
Koprnopelims,
Pecry6utika Kopest
108. OJIIMEJIb eMyJIbCist st iHdy3ii; Bakcrep C.A. benbris BxifHuii KOHTPOJIB, benbris BHeCeHHs 3MiH 0 peecTpallifHux MarepianiiB: 3minu I Turmy - 3a peyenmom UA/17379/01/01

N4E

o 1000 mn y
TPUKaMepHOMY
M171aCTUKOBOMY MaKeTi
B 3aXMCHill 000/I0HLIj,
1110 MiCTUTb MOI/IMHAY
KHCHIO; TI0 6 TakeTiB y
KapTOHHiH Kopooii;
no 1500 mny
TPUKaMePHOMY
M1aCTUKOBOMY TaKeTi

KOHTPOJIb IPOMIXKHOTO
TpOAYyKTY,
BHUPOGHHLITBO,
NaKyBaHHsI, KOHTPOJ/Ib
SIKOCTI Ta BUIYCK cepii:
Bakcrep C.A.

3minu 3 sikocTi. 'oToBHIA sikapcekuit 3aci6. KOHTpoJb ToTOBOTO
JiKapcbKoro 3acoby. 3MiHa y MeTozjax BUNPOOyBaHHs FOTOBOIO
JikapcbKoro 3acoby (iHur 3MiHK y MeToziax BUNPoOyBaHb

(BKUTFOYArOUM 3aMiHy abo JOTIOBHEHHs1)) 3aMiHa METOAY IJIst
BU3HaueHHs iZleHTUdiKaLil Ta KiIbKiCHOTr0 BMICTY atleTary B
rOTOBOMY JIiKapChKOMY 3aco6i, a came: MeTo i0HOOOMiHHOT

BEPX 3 KOHAYKTOMETPHYHHM [ieTeKTYBaHHSIM OyZie 3aMiHeHO Ha

BEPX y noeananHi 3 Y ®-criekTpodoTomMeTpoM. BBesieHHs 3MiH

npotsiroM 6 MicALiB mic/s 3aTBepAkeHHs. 3Minu I Tuny - 3MiHu 3

sKOCTi. ['0TOBMI iKapchKui 3aci6. KOHTPOJIb TOTOBOTO
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Ne Haszea dopma sunycky 3asneHuk Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka ¢opma, 3as18HUKA @UPOGHUKA 8ionycky peecmpayitiHozo
3acoby YNakoeka) noceioueHHst

B 3aXMCHiii 060/10HIIi,
11J0 MiCTUTh MOT/IMHAY
KHCHIO; TI0 4 NaKkeTH y
KapTOHHiH Kopooii;
no 2000 mn y
TPUKaMepHOMY
71aCTUKOBOMY TNaKeTi
B 3aXMCHi# 000/I0HLi,
1110 MiCTUTD TTOT/IMHAY
KHCHIO; 110 4 TIaKeTH y
KapTOHHi# KOpoobLi

JiKapcbKoro 3acoby. 3MiHa y MeToziax BUTIpOOyBaHHS FOTOBOIO
JiKapChKOro 3acoby (iHiii 3MiHU y MeTO/IaX BUTIPOOYBaHb
(BKUTFOYarouM 3aMiHy abo [JOTIOBHEHH:1))

Jl0/laHHs arbTepHaTUBHOrO MeToAy, a came BEPX, nns
BU3HaueHHs ifieHTudiKalii Ta Ki/IbKiCHOr0 BMICTY IVIFOKO3U B
rOTOBOMY JliKapcbkoMy 3acobi. BBezieHHst 3MiH npoTsiroM 6
MiCsILiB Mic/1s 3aTBeppyKeHHs. 3MiHu I Tvrty - 3MiHM 3 SIKOCTI.
T'oToBuii JiKapchKuii 3aci6. KOHTPO/Ib FOTOBOTO /1iKapChKOro
3aco0y. 3MiHa y MeToiax BUNIpOOyBaHHS TOTOBOTO JIIKAPCHKOI0
3aco0y (iHIui 3MiHM y MeToZiaX BUMPOOYBaHb (BK/IIOUAIOUH 3aMiHy
abo JOTOBHEHHST)) JO/JaHHS a/IbTEDHATUBHOIO METO/ly BU3HAUeHHs
imenTudikarii Ta KifbKicHOro BMicTy (ocdaty B roroBomMy
JliKapcbKOMy 3acobi, MeTozioM Y ®-Buj. CrieKTpohoToMeTpii
(3aTBep/yKeHO: KUCIOTHE PO3LIeI/IeHHs, 3alIpOIIOHOBaHO:
(hepMeHTaTHBHE PO3IIeIIeHHs, MeToZ 2). BBejeHHs 3MiH
MpoTAroM 6 MicsLiB micss 3aTBepKeHHs. 3MiHu | Tumy - 3MiHu 3
sikocTi. I'oToBwit /ikapcekuit 3aci6. KoHtposs rotoBoro
niKapcpKoro 3acoby. 3MiHa y MeTozjax BUIpOOyBaHHS FOTOBOIO
JliKapcbKoro 3aco0y (iHIui 3MiHM y MeTo/iaX BUTIPOOYBaHb
(BKUTFOUArOUM 3aMiHy ab0 JOTIOBHEHHSsT)) 3aMiHa METOZY [Jist
BU3HAUeHHS ifeHTHdIKalii X/I0pHZiB B FOTOBOMY JIIKapCHKOMY
3aco0i, a came Metog BEPX 3aMiHeHO Ha peakliito 0Ca/PKeHHsI.
BBegenHst 3MiH npoTsrom 6 MicsiLiB mic/s 3aTBepApkeHHs. 3MiHu |
THITy - 3MiHH 3 sikocTi. Ceprudikar BignosigHocTi/I'E-ceprudikar
BifimoBiHOCTI €BponelickKili hapmakornei/MoHorpadii. [TogaHHs
HOBOro abo OHOBJIEHOTO ceprHdikara BigmosigHocTi abo
BHJIyYeHHs cepTudikaTa BiAroBifHOCTI EBponeiiceKin
tapmakornei: a1 ADI; s BUXifHOTO
Marepiany/peareHTy/lIpOMi>XHOT0 MPOAYKTY, 1[0
BHKOPHCTOBYIOTHCS y BUPOOHUITBI ADI; 17151 01IOMDKHOT
peuoBHHH (cepTHdIKaT BimoBiAHOCTI EBpomneichKil dpapmakorei)
- OHoB/IeHHH cepTUdIKaT Bif| yke 3aTBepZ)KeHOro BUPOOHHKa.
IMozaHHsT OHOBJIEHOTO cepTHdiKaTa BifnoBigHOCTI €D R1-CEP
2004-216-Rev 03 s A®DI KucoTa acrapriHoBa Bif
3aTBepzpKkeHoro BupobHuka Evonik Rexim (Nanning)
Pharmaceutical Co., Ltd., China (monepezns Bepcist R1-CEP 2004-
216-Rev 02).
3minu I Tuny - 3minu 3 sikocti. Ceprudikat BignosigHocTi/I'E-
cepTudikar BignoBigHOCTI EBpONeNCchKi
(hapmaxornei/MoHorpadii. [ToaHHs HOBOTO abo OHOBJIEHOTO
ceprucikara BignoBigHocTi abo BryueHHs cepTudikata
BiATIoBifHOCTI EBpomeiicekili papmaxomnel: aas ADI; ams
BUXI/IHOTO MaTepia/y/peareHTy/IIPOMi>KHOIO TIPOAYKTY, 1110
BUKOPUCTOBYIOThCS y BUPOOHULITBI ADI; 7151 OMOMDKHOT
peuoBHHH (cepTHdiKaT BigoBiAHOCTI E€BpomneiiceKill dpapmakorei)
- OHoB/TeHUH cepTHdIKAT Bij] yke 3aTBepZKEHOro BUPOOHHKA.
TlopaHHs oHOB/eHOro cepTUdiKaTa BiJlIOBifHOCTI €BpONenchKil
tapmakoriei R1-CEP 1999-136-Rev 07 pist ADI MeTioHiH Bif,
3aTBep/pKkeHoro BupobHuka Sekisui Medical Co., Ltd., Japan
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(nonepezHs Bepcist R1-CEP 1999-136-Rev 06). 3minu I tumny -
3minn 3 skocti. Ceptudikat BignosigHocti/I'E-cepTudikar
BiimoBigHOCTI €BporneliceKill hapmakorei/MoHorpadii. IToganHs
HOBOro abo oHOB/IeHOTO cepTH(iKaTa BigmoBigHoCTI abo
BUTyueHHs cepTudikara BiJnoBijHOCTi €BponenchKin
tapmakorei: gt ADI; fmst BUXifHOTO
Marepiay/peareHTy/lIpOMi>XHOT0 MPOAYKTY, 110
BUKOPHCTOBYIOThCS y BUPOOHULITBI ADI; 171t OTTOMDKHOT
peuoBHHH (cepTHdiKaT BigoBiAHOCTI E€BpomneiiceKill dpapmakorei)
- OHoB/IeHUH cepTHdIKaT Bij] yke 3aTBepZKEeHOro BUPOOHHKA.
TlopaHHs oHOB/eHOro cepTUdikKaTa BiJlIOBifHOCTI €BpONenchKil
apmakorei R1-CEP 2012-336-Rev 01 ans A®I onist coeBa
padiHoBaHa Bif 3aTBepzyKeHOro BUpoOHKKa Societe Industrielle
des Oleagineux, ®@paHuis (nonepenus Bepcis R1-CEP 2012-336-
Rev 00). 3minn I Tumy - 3minu 3 sikocti. CepTrdikaT
BignoBigHocTi/I'E-cepTudikaT BifnoBigHoCTI EBponenchbKii
tapmakorei/moHorpadii. [TogaHHs HOBOro abo OHOBIEHOTO
ceprudikara BifnosigHocTi abo BumyueHHst cepTrdikaTa
BiAmoBifHOCTI EBponeiickkiii hapmakomnel: aas ADI; ass
BUXI/IHOTO MaTepiasy/peareHTy/IIPOMI>KHOTIO TIPOAYKTY, 1110
BHKOPHCTOBYIOTECS y BUPOOHUITBI ADI; 17151 0nIOMDKHOT
peuoBHHH (cepTHdIKaT BimoBiAHOCTI EBpomneichKil dpapmakorei)
- OHoB/IeHHH cepTUdIKaT Bif| yke 3aTBepZ)KeHOro BUPOOHHKa.
INozpaHHs OHOBJIEHOTO cepTHdiKaTa BiANOBifHOCTI EBpOITeHCHKil
capmaxornei R1-CEP 2013-211-Rev 00 g5t A®I cepuH Bif
3aTBepkeHoro Bupoburka AJINOMOTO HEALTH AND
NUTRITION NORTH AMERICA, INC., USA (rionepezHst
penakuisi RO-CEP 2013-211-Rev 01). 3minu I Tuny - 3minu 3
sikocti. Ceprudikar BignosigHocti/I'E-ceprudikaT BianosigHocTi
€BpomneiiceKili papmakonei/MoHorpadii. [TofaHHs HoBoro abo
OHOBJIEHOTO cepTHiKaTa BiJNOBiAHOCTI ab0 BUTYUYeHHS
ceprudikaTa BignoBigHoCTi EBponeiichkiii papmakorei: aas ADI;
Ji71s BUXiJHOTO Marepiasty/peareHTy/IpOMi’)KHOTO NPOAYKTY, 1110
BHUKOPHCTOBYIOThCS y BUPOOHULITBI ADI; 1711 JONOMDKHOT
peuoBUHH (cepTUdiKaT BiMOBifHOCTI EBpONenchKil dapmakorel)
- OHoB/eHuii cepTrdikar Bifj y)ke 3aTBepZKEHOTr0 BUPOOHHKA.
TlozpaHHs OHOBJIEHOTO CepTHdiKaTa BiANOBiHOCTI €BponeichKi
apmakonei R1-CEP 2014-204-Rev 00 anst ADI TpeoHiH Bif,
3aTBeppKkeHoro Bupoburnka AJINOMOTO HEALTH AND
NUTRITION NORTH AMERICA, INC., USA (rionepesHs
penakuisi RO-CEP 2014-204-Rev 01). 3minu I Tuny - 3minu 3
sikocTi. Ceprudikar BignosifgHocTi/I'E-ceprudikar BianosigHoCT
€Bponeiicekili papmakonei/MoHorpadii. [ToganHs HoBoro abo
OHOBJIEHOTO ceprrikaTa BimoBiAHOCTI ab0 BUMTYUYeHHSsI
ceprudikarta BifimoBigHOCTI EBpomelichKiil hapmakorei: g ADI;
JI1S1 BUXi/JHOTO MaTepiay/peareHTy/IIPOMi>)KHOTO MIPOJYKTY, 1110
BUKOPUCTOBYIOThCST y BUPOOHULITBI ADI; 171t OMTOMDKHOT
pedoBHHH (cepTHdiKaT BigoBiAHOCTI E€BpomeiiceKill dhapmakorei)
- OHOB/IeHUH cepTHdIKAT BiJ] yKe 3aTBep/DKEHOr0 BUPOOHHKA.




65

Ne

Haszea

NiKapcbKo20

3acoby

Dopma eunycky
(nikapcbka ¢opma,
YNakoeka)

3asneéHuk

Kpaina

3as6HUKa

BupobHuk

Kpaina

@UPOGHUKA

Peecmpayitina npoyedypa

Ymoegu
8ionycky

Homep
peecmpayitiHozo
noceioyeHHst

TlozpaHHs OHOBJIEHOTO CepTHdiKaTa BiANOBiHOCTI €BponeichbKin
apmakonei R1-CEP 2014-204-Rev 01 anst A®DI TpeoHiH Bif
3aTBeppkeHoro BupobHrnka AJINOMOTO HEALTH AND
NUTRITION NORTH AMERICA, INC., USA (rionepesHs
penakuisi R1-CEP 2014-204-Rev 00). 3minu I Tuny - 3minu 3
sikocTi. Ceprudikar BignosifgHocTi/I'E-ceprudikar BianosigHoCTI
€Bponeiicekili papmakonei/MoHorpadii. [ToganHs HoBoro abo
OHOBJIEHOTO cepTrikaTa BimoBiAHOCTI ab0 BUTYUYEHHSsI
ceprudikarta BifimoBigHOCTI EBpomelichKiil hapmakorei: g ADI;
JI1S1 BUXi/JHOTO MaTepiay/peareHTy/IIPOMi>)KHOTO MIPOJYKTY, 1110
BUKOPHCTOBYIOThCS y BUPOOHULITBI ADI; 171t OTTOMDKHOT
pedoBHHH (cepTHdiKaT BigoBiAHOCTI E€BpomneiiceKill dpapmakorei)
- HoBuii ceprudikar Ha HecTepunbHuii ADI, sikuii 6yne
BHKOPHUCTOBYBATUCS /1 BUDOOHHUL{TBA CTEPU/ILHOTO JIIKaPCHKOT0
3aco0y, K10 BoJla BUKOPHUCTOBYETHCS HA OCTaHHIX eTarax
CHHTe3y Ta Marepias He BiIbHUM BiJ| 6akTepialbHUX
eHa0TOKcHHIB. [TofanHs HoBoro cepTudikaTa BiAnoBigHOCTL
€sponeticekiii papmakornei RO-CEP 2018-029-Rev 01 anst ADI
HATpilo alleTaT TPUTiZIpaT BiJ 3aTBep/keHOro BUpobHrKa Niacet,
The Netherland ta yrounenni Ha3Bu BupobHuKa 3 Niacet Ha Niacet
BV.

Bge/ieHHs 3MiH NpoTIrom 6 MicsILiB Tic/s 3aTBepyKEeHHS.

109.

OJIIMEJIb

N7E

eMyJIbCist Ans iHdy3ii;
o 1000 mn y
TPUKaMepHOMY
TJIaCTUKOBOMY TaKeTi
B 3aXMCHil 060/I0HI1i,
1110 MiCTUTb MOI/IMHAY
KHCHIO; TI0 6 TakeTiB y
KapTOHHi KopoOiyi;
no 1500 mny
TPUKaMepHOMY
TMIaCTUKOBOMY TaKeTi
B 3aXMCHiii 060/10HIIi,
11J0 MiCTUTB MOTIMHAY
KHCHIO; TI0 4 TIaKeTH y
KapTOHHiH KOpoOLii;mo
2000 mn y
TPUKaMepHOMY
71aCTUKOBOMY TNaKeTi
B 3aXMCHi# 060/I0HIi,
1110 MiCTUTB TTOTJIMHAY
KHCHIO; 110 4 TIaKeTH y
KapTOHHi# KOpobiii

Bakcrep C.A.

Besnbrist

BxijHUi KOHTPOJIB,
KOHTPOJIb IPOMIXKHOTO
TpOAYyKTY,
BUPOOHUI[TBO,
TaKyBaHHs, KOHTPOJIb
SIKOCTI Ta BUIYCK cepii:
Bakctep C.A.

Besnvbris

3minu I tuny - 3Minu 3 skocti. ['oToBHi JlikapceKuit 3aci6.
KoHTpoJ1b roTOBOrO /1iKapchKoro 3acofy. 3MiHa y MeTojax
BUMPOOYBaHHS FOTOBOT'O JTIKAPCHKOro 3aco0y (iHMwi 3MiHu y
MeTo/iaX BUMPOOYBaHb (BK/TIOUAOUX 3aMiHy abo JIOMOBHEHHS))
3amiHa MeToZy ZJ1sI BU3HaUeHHs ifieHTH(iKarii Ta KibKicHOrO
BMICTY alleTaTy B FOTOBOMY JIiKapCbKOMY 3aco0i, a came: METOZ
ioHo06MiHHOT BEPX 3 KOHAYKTOMETPHUYHKUM [IeTEKTYBaHHSIM Oy/zie
3amiHeHo Ha BEPX y noesiHanHi 3 Y @-criekTpod)oTOMeTpOM.
BBesieHHs1 3MiH NpoTArom 6-Ty MicsALiB MiC/Is1 3aTBeP/ KEeHHSI.
3minu [ Tuny - 3minu 3 siKocTi. ['0TOBHIA JliKapchKuii 3acib.
KoHTpoJ1b roToBOrO0 /1iKapchKoro 3acofy. 3MiHa y MeTojax
BUMPOOYBaHHS FOTOBOT'O JTIKAPCHKOro 3aco0y (iHMwi 3MiHu y
MeToziax BUTPoOyBaHb (BK/IIOUatOur 3aMiHy abo JOMOBHEHHST))
Jl0/laHHA arbTePHaTUBHOIO MeToAy, a came BEPX, nns
BU3HaueHHs iZleHTUdiKallii Ta Ki/bKiCHOro BMICTY I'IFOKO3U B
rOTOBOMY JliKkapchbKOMy 3acobi. BBesieHHst 3MiH npoTsrom 6-tu
MicsILiB Mic/is 3aTBeppKeHHs1. 3MiHu | Tvny - 3MiHM 3 SIKOCTI.
ToToBwuii JikapchbKuii 3aci6. KOHTpO/Ib TOTOBOrO JTiKapChKOro
3acoby. 3mMiHa y MeTozax BUIpOOYBaHHsI TOTOBOTO J1iKapCHKOTO
3aco0y (iHwi 3MiHM y MeToZax BUNPOOYBaHb (BK/IHOYAIOUM 3aMiHy
abo JOTMOBHEHHST)) /J0/JaHHS a/IbTEPHATUBHOIO METO/ly BU3HAuUeHHs!
igenTUGiKaLii Ta KisbKicHOro BMicTy hocdary B roToBOMY
niKapceKoMy 3acobi, MeTozioM Y ®-Buj,. crieKTpodoToMeTpii
(3aTBep/yKeHO: KUC/I0THe PO3Lell/IeHHs], 3alIpOIOHOBaHO:
(hepMeHTaTUBHE pO3LIeIUIeHHs, MeToZ, 2). BBesjeHHs 3MiH
TIPOTAroM 6-TW MiCsILIiB Mic/s 3aTBepyKeHHs.. 3Minu I Tuny -

3a peyenmom

UA/17380/01/01
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3acoby YNakoeka) noceioueHHst

3minu 3 sikocTi. ['oToBHI iKapcekuit 3aci6. KOHTpoJIb TOTOBOTO
JiKapchKOro 3acoby. 3MiHa y MeToziax BUNPOOyBaHHS FOTOBOIO
JiKapchKOro 3acoby (iHur 3MiHH y MeTo/iax BUMpoOyBaHb
(BK/TrOUarOuM 3aMiHy abo /[OMIOBHEHHsT)) 3aMiHa METOAY ISt
BU3HAUeHHs ifleHTUdiKaLlil XJI0pUZiB B TOTOBOMY JIiKapCbKOMY
3acobi, a came Metoz BEPX 3aMiHeHO Ha peakxiiito 0ca/pKeHHsI.
Bse/ieHHs 3MiH NPOTArom 6-TH MiCALIIB MiC/Is 3aTBeP/ KEeHHS.
3minu I Tuny - 3minu 3 sikocti. Ceprudikar BignosigHocTi/I'E-
cepTudikar BignoBigHOCTI EBpONENCHKil
(hapmaxoriei/MoHorpadii. [ToaHHs HOBOTO abo OHOBJIEHOTO
ceprucikara BignoBigHocTi abo BryueHHs cepTudikata
BiATIoBifHOCTI EBpomeiicekilt papmaxomnel: aass ADI; ams
BUXI/IHOTO MaTepia/y/peareHTy/IIPOMi>KHOTO MIPOAYKTY, 1110
BUKOPHCTOBYIOThCS y BUPOOHULITBI ADI; 71t OMOMDKHOT
peuoBHHH (cepTHdiKaT BigoBigHOCTI E€BpomneiiceKill dpapmakorei)
- OHoB/TeHMH cepTHdIKaT Bij] yke 3aTBepZKEHOro BUPOOHHKA.
TTopanus oHOBeHOro ceptudikara BianosigHocti €O R1-CEP
2004-216-Rev 03 ana A®I kucoTa acnapriHoBa Bif
3aTBepzkeHoro BupobHuka Evonik Rexim (Nanning)
Pharmaceutical Co., Ltd., China (nonepenus Bepcis R1-CEP 2004-
216-Rev 02).
3wminu [ Tuny - 3minu 3 sikocti. Ceprudikat BignosigHocTi/I'E-
cepTudikar BignoBigHOCTI EBpOMNenchKii
(hapmakornei/mMoHorpadii. ITogaHHsI HOBOTO ab0 OHOBJ/IEHOTO
ceprudikara BifmoBizHOCTI abo BrTyuyeHHs cepTudikaTa
BiAnoBigHoCTi €Bponeiichkiit papmaxomnel: aas ADI; as
BUXIiJJHOTO MaTepiasy/peareHTy/lIPOMi>KHOTO TIPOAYKTY, 11{0
BHUKOPHCTOBYIOThCS1 y BUPOOHULITBI ADI; 1711 1ONOMDKHOT
peuoBUHH (cepTUdiKaT BiNOBifHOCTI EBpONenchKil dapmakorel)
- OHoB/eHuii cepTrdikar Bifj y)ke 3aTBepZKEHOr0 BUPOOHHKA.
TlozpaHHs OHOBJIEHOTO CepTHdiKaTa BiANOBiHOCTI €BpoMeichKin
tapmakorei R1-CEP 1999-136-Rev 07 nns A®PI mMeTioHiH Bif
3aTBepzpKeHoro BpobHuKa Sekisui Medical Co., Ltd., Japan
(nonepezns Bepcist R1-CEP 1999-136-Rev 06). 3minu I tumny -
3minn 3 skocti. Ceptudikat BignosigHocti/I'E-cepTudikar
BiimoBigHOCTI €BponeliceKiil hapmakoriei/MoHorpadii. IToganHs
HOBOro abo oHOB/IeHOTO cepTHdiKaTa BigmoBizHOCTI abo
BUTyueHHs cepTudikarta BiJnoBijHoCTi €BponeichKin
tapmakorei: gt ADI; fmst BUXifHOTO
Marepiay/peareHTy/lIpOMi>XHOT0 MPOAYKTY, L0
BUKOPHCTOBYIOThCS y BUPOOHULITBI ADI; 71t OMOMDKHOT
peuoBHHH (cepTHdiKaT BigoBiAHOCTI E€BpomeiiceKill dhapmakorei)
- OHoB/TeHUH cepTHdIKaT Bij] y)ke 3aTBepZKEHOr0 BUPOOHHKA.
TlopaHHs OHOB/eHOrO cepTUdiKaTa BiJlIOBifHOCTI €BpONenchKil
apmakorei R1-CEP 2012-336-Rev 01 ans A®I onisi coeBa
padiHoBaHa Bif 3aTBepzyKeHOro BUpoOHKKa Societe Industrielle
des Oleagineux, ®@paHuis (nonepegus Bepcis R1-CEP 2012-336-
Rev 00). 3minn I Tumy - 3minu 3 sikocti. CepTrdikaT
BignoBigHoCTi/T'E-cepTrdikar BiJnoBigHocTi €BpornenchKii
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(hapmaxorniei/MoHorpadii. [ToaHHs HOBOTO abo OHOBJIEHOTO
ceprudikara BignoBigHocTi abo BryueHHs cepTudikaTa
BiATIoBifHOCTI EBponeiicekilt papmaxomnel: aas ADI; ams

BUXI/IHOTO MaTepia/y/peareHTy/IIPOMi>)KHOIO TIPOAYKTY, 1110

BUKOPUCTOBYIOThCS y BUPOOHULITBI ADI; 715t ONTOMDKHOT
peuoBHHH (cepTHdiKaT BigoBiAHOCTI E€BpomneiiceKill dhapmakorei)
- OHoB/TeHUH cepTHdIKaT Bij] y)ke 3aTBepZKEHOr0 BUPOOHHKA.
TTopaHHs OHOB/EeHOro cepTUdikKaTa BiJlIOBifHOCTI €BpONenchKin
tapmaxorrei R1-CEP 2013-211-Rev 00 g5t ADI cepuH Bif
3aTBepzpKeHoro BupobHrka AJINOMOTO HEALTH AND

NUTRITION NORTH AMERICA, INC., USA (nonepesst

penakuisi RO-CEP 2013-211-Rev 01). 3minu I Tuny - 3minu 3
sikocTi. CepTudikar BignoigHocTi/I'E-ceprudikat BianosigHocTi
€pornelicekiil hapmakonei/MoHorpadii. [TonanHs HOBoro abo
OHOBJIEHOTO cepTH(ikaTa BignoBigHOCTI ab0 BUMyUeHHS
ceprudikarta BifinoBigHOCTI E€BpomnelichKiil hapmakornei: ans ADI;
ZI71s1 BUXiJHOTO MaTepiany/peareHTy/IIPOMi’)KHOT'O IPOJYKTY, 1110
BHKOPHCTOBYIOTHCS y BUPOOHUITBI ADI; 17151 01IOMDKHOT
peuoBHHH (cepTUdIKaT BigmoBiAHOCTI EBpomneichKil dpapmakorei)
- OHoB/IeHUH cepTUdIKaT Bif| yke 3aTBepZ)KeHOro BUPOOHHKA.
INozpaHHs OHOBJIEHOTO cepTHdiKaTa BiANOBifHOCTI EBpOITeHCHKil
tapmaxkorei R1-CEP 2014-204-Rev 00 pyis1t A®I TpeoHiH Bif,
3aTBepkeHoro Bupoburka AJINOMOTO HEALTH AND

NUTRITION NORTH AMERICA, INC., USA (rionepezHst

penakuisi RO-CEP 2014-204-Rev 01). 3minu I Tuny - 3minu 3

sikocti. Ceprudikar BignosigHocti/I'E-ceprudikaT BianosigHocTi
€BponeiiceKili papmakonei/MoHorpadii. [TofanHs HoBoro abo
OHOBJIEHOTO cepTHiKaTa BiJNOBiAHOCTI ab0 BUTYUYeHHS
ceprudikaTa BignoBigHoCTi €Bponeiichkiii papmakorei: aas ADI;
Ji71s BUXiJHOTO Marepiasty/peareHTy/IpOMi>)KHOTO NPOAYKTY, 1110
BHUKOPHCTOBYIOThCS1 y BUPOOHULITBI ADI; 1711 JONOMDKHOT
peuoBUHH (cepTUdiKaT BiNOBifHOCTI EBpONenchKil dapmakorel)
- OHoB/eHuii cepTrdikar Bif y)ke 3aTBepZKEeHOr0 BUPOOHHKA.
TlozpaHHs OHOBJIEHOTO CepTHdiKaTa BiANOBiHOCTI €BpoMeichbKin
apmakonei R1-CEP 2014-204-Rev 01 anst ADI TpeoHiH Bif,
3aTBeppKkeHoro BupobHrnka AJINOMOTO HEALTH AND
NUTRITION NORTH AMERICA, INC., USA (rionepesHs
penakuisi R1-CEP 2014-204-Rev 00). 3minu I Tuny - 3minu 3
sikocTi. Ceprudikar BignosifgHocTi/I'E-ceprudikar BianosigHoCT
€Bponeiicekiii papmakornei/MoHorpadii. [TogaHHs HoBoro abo
OHOBJIEHOTO ceprrikaTa BifmoBiAHOCTI ab0 BUTYUYeHHSsI
ceprudikara BifimoBigHOCTI EBpoMelchKiil hapmakorei: g ADI;
JI1S1 BUXi/JHOTO MaTepiay/peareHTy/IIPOMi>)KHOTO MIPOJYKTY, 1110
BUKOPUCTOBYIOThCS y BUPOOHULITBI ADI; 7151 OMOMDKHOT
peuoBHHH (cepTHdiKaT BigoBiAHOCTI E€BpomneiiceKill dpapmakorei)
- HoBuii ceprudikar Ha HecTepunbhuii ADI, sikuii 6yne
BHKOPUCTOBYBATUCS /1 BUDOOHHUL{TBA CTEPU/ILHOTO JIIKaPCHKOT0
3aco0y, K10 Bo/la BUKOPHUCTOBYETHCS HA OCTaHHIX eTarax
CHHTE3Y Ta MaTepia He Bi/ibHUH Biji GakTepialbHUX
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Ne Haszea dopma sunycky 3asneHuk Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
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3acoby YNakoeka) noceioueHHst
eHJ0TOKCHHIB. [1oZlaHHs HOBOrO cepTUdiKaTa BiANmoBiJHOCTI
€sponelicekili papmakonei RO-CEP 2018-029-Rev 01 g ADI
HATPpilo arleTaT TPUTiApaT Bif 3aTBepzykeHOro BUpobHuKa Niacet,
The Netherland Ta yrounenHi Ha3Bu Bipo6HuKa 3 Niacet Ha Niacet
BV.
BBeieHHs 3MiH NpoTSroM 6-TU MicALB MiC/Is 3aTBepKeHHSI.
110. ITAKCJIOBI]J TabIeTKH, BKPUTL Tdatizep CIIIA [daiizep HimeuunHa/ BHECEeHHs1 3MiH /|0 peecTpaLiiHuxX mMatepianis: 3minu I Tuny - 3a peyenmom UA/19223/01/01
/ PAXLOVID® | n/iBKOBOO Eiu.Ci.ITi. MeHroheKuyprHT ITanis 3miHu 3 sikocTi. ['0TOBMIA NiKapcbKuii 3aci6. 3MiHN y BUDOOHHULITBI.
o6osoHKot0, 110 150 Kopropeiiis [Hottuneny 'm6X, 3MiHa po3Mipy cepil (BK/IIOYalOuM Jiara3oH po3mipy cepii)
M Ta TabJIeTKH, HimeuuuHa; [daiizep rOTOBOTI'O JTIKAPCHKOT0 3acoby (36isbiieHHs 1o 10 pa3iB MopiBHSIHO
BKPMUTI N/1iBKOBOIO Itanisa C.p.n., Itanisa i3 3aTBep/pKeHUM po3MipOM) /J0laBaHHSI HOBOTO po3Mipy cepii 44
o6osoHKot0, 110 100 Kg s mpemikcy puToHaBipy, /y1st BUpOOHHMI{TBa TabieTok
MT; 110 4 TabeTKH, putoHaBipy 100 mr, sIKi BAKOPUCTOBYIOTLCS B JIIKADCbKOMY
BKPMUTI I/1iBKOBOIO npogykri ITAKCJIOBIJ], / PAXLOVID® /[litoua pegakuist Posgin
060710HKO!0 110 150 Mr «3.2.P.3.3» Ritonavir Premix: The qualitative and quantitative
Ta 1o 2 TabneTKy, batch formula of production scale batch size(s) of Ritonavir premix
BKPMUTI IJTIBKOBOIO is presented below
o6osoHKot0, 1o 100 Ritonavir Premix: Input batch size: 22.500 Kg
Mmr y 6stictepi, rmo 5 (Output batch size: 22.000 Kg+1 Kg)
6/1icTepiB B KAPTOHHIM Ritonavir Premix: 15-16 batches of Ritonavir- Premix 22.000 Kg
YTIaKOBL}i Blending stage input batch size: 315.00 Kg-368.00 Kg
Blending stage output batch size: 314.00 Kg-367.00 Kg
[IponoHoBaHa pefakLyis
Po3gin «3.2.P.3.3» Ritonavir Premix: The qualitative and
quantitative batch formula of production scale batch size(s) of
Ritonavir premix is presented below
Ritonavir Premix: Input batch size: 22.500 Kg
(Output batch size: 22.000 Kg+1 Kg)
Ritonavir Premix: 15-16 batches of Ritonavir- Premix 22.000 Kg
Blending stage input batch size: 315.00 Kg-368.00 Kg
Blending stage output batch size: 314.00 Kg-367.00 Kg
Ritonavir Premix: Input batch size: 45.00 Kg (43.00 Kg-47.00 Kg)
(Output batch size: 44 Kg)
7-8 batches of Ritonavir Premix-45.00 Kg
Blending stage input batch size: 315.00 Kg 368.00 Kg
Blending stage output batch size: 314.00 Kg 367.00 Kg
111. ITAKCJIOBIJ, TabJIeTKH, BKPUTL Tdatizep CIIIA [daiizep HimeuunHa/ BHECeHHs1 3MiH /10 peecTpaLiiHUX Marepianis: 3miHu II Tuny - 3a peyenmom UA/19223/01/01
/ PAXLOVID® | niBKOBOO Eiu.Ci.ITi. MeHroheKuyprHT ITanis 3minu 3 sikocTi. I'oToBwit ikapcekuit 3aci6. CrabinbHicTs. 3MiHa y
000J10HKO10, 110 150 Koprnopeliix Doituneny I'm6X, TepMiHax MpuzaTHOCTI abo ymoBax 36epiraHHsi FOTOBOTO
M Ta TabJIeTKH, HimeuunrHa; JiKapChKOro 3aco0y (36iblieHHsI TepMiHY MPUAATHOCTi TOTOBOTO
BKPUTI I/1iBKOBOIO Iatizep Itanis C.p.u., JIKapChKOTO 3aco0y) - 36i/bIleHHsT TepMiHy MTPUIATHOCTI HA
060/10HKO10, 110 100 Itanis OCHOBi eKCTparo/iLii pe3y/ibTaTiB JOCTiZKeHb CTabi/IbHOCTI,

MT; 110 4 Tab/IeTKH,
BKPMUTI N/1iBKOBOIO
0060/10HKOIO 110 150 Mr
Ta 1o 2 Tab/IeTKu,
BKPMUTI N/1iBKOBOIO
060/10HKO}0, 110 100

TpoBeJieHrX He y BifgnosigHocTi 3 Bumoramu CT-H MO3Y 42-
3.3:2004 abo KepiBuux npunLunie EMA 11{070 JOCTi[KeHHsS
cTabiNBHOCTI /TIKapChKUX 3aC00iB - 361/IbIIeHHS TepMiHY
TIPUZIATHOCTI FOTOBOTO JIIKaPCHKOT'0 3aco0y (3aTBepZ)KeHO: TePMiH
NpuaTHOCTI 1 piK; 3alpONOHOBAHO: TePMiH NPUATHOCTI 18
MicsiiB). BHeceHO OHOBJIEHY iH(hOPMaLlit0 B KOPOTKY
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Ne Haszea dopma sunycky 3asneHuk Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka ¢opma, 3as18HUKA @UPOGHUKA 8ionycky peecmpayitiHozo
3acoby YNakoeka) noceioueHHst
Mmr y 6nicrepi, mo 5 XapaKTepHCTHUKY JlikapcbKoro 3acoby (BUK/IaZieHy MOBOHO
6nicTepiB B KapTOHHIN opuriHany Ta Ao repekiafy) y po3zin « TepMiH NpuaaTHOCTI».
YMaKOBL{i BBeieHHs1 3MiH NPOTAroM 6-TH MiCSILIB Tic/Is 3aTBep/KeHHsI
112. IIAHKPEATHW | TabneTku, BKpPUTI TOB Ykpaina TOB "TepHodapm" YkpaiHa BHECEeHHs1 3MiH /|0 peecTpaLjiiHuX mMatepianiB: 3minu I Tuny - 6e3 peyenma UA/7539/01/01
H 8000 000JI0HKO}O, "TepHodapm" 3minu 1110710 6e3reku/edeKTUBHOCTI Ta (hapmakoHarsay (iHur
KHUILIIKOBOPO34YHHHI MO 3MiHM) BBe/ieHHsI J0ZIaTKOBOT'O TEKCTY MapKyBaHHS YIIaKOBKH
0,24 r; o 10 Tabsetox JiKapChKOro 3aco0y i3 3a3HaUeHHsIM JIOTOTHUITY JUCTPHO'I0TOpa Ha
y 6rictepi; mo 1 abo 6sicTepi Ta mautfi Ne50, a Tako)X 0[JHOYaCHO BUPOOHHKA Ta
1o 5 6sticTepiB B maurii mcTpub'toTopa Ha madryi Ne50.
3 KapTOHY
113. ITAHTEHOJI Tabsietku 1o 100 wmr, TOB "MIBE YkpaiHa Mmibe 'M6X Himeuunna BHECEHH$1 3MiH /I0 peecTpaliiiHux matepianiiB: 3minu I Tuny - 6e3 peyenma UA/11523/01/01
1o 20 abo 50, a6o 100 YKPATHA" AprHalimiTTeNB 3Minu mozo 6e3rnekr/eeKTUBHOCTI Ta apMaKkoHarIsiAy. 3MiHa y
TabJIeTOK y CKIITHOMY KOPOTKili XapakTepuCTHLIi JlikapcbKoro 3acofy, TeKcTi
¢nakoni; mo 1 MapKyBaHHsI Ta iHCTPYKLii A/11 MeJUUHOro 3aCTOCYBaHHS Ha
(hy1akoHy B KapTOHHIH TiZicTaBi perysisipHO OHOBJIIOBAHOTO 3BiTy 3 Ge3reKu JliKapCcbKoro
nautii 3acoby, abo gocipkeHb 3 Ge3reKy 3aCTOCyBaHHS 1iKapChbKOT0
3acoby B mic/sipeecTpariifituii nepios, abo sk pe3y/ibTar OL{iHKK
3BiTY 3 ]OC/TiZI)KeHb, POBe/leHNX BiANOBIZHO /10 M/IaHy
nefiaTpuyHux fociifmkens (PIP) (3MiHy y3rozpkeHo 3
KOMIIETEHTHUM YIIOBHOBa)KEHUM OPraHOM)
3MiHM BHeceHO 710 IHCTpyKLl A/19 MeJMUHOr0 3aCTOCYBaHHS
JiKapChKOro 3acoby o po3ziny "d®apMakosoriuHi BIaCTUBOCTI"
(yrounenHs indopmatiii), BifmosigHo 0 oHoBeHOI iHdopMariii 3
6e3rexn 3acToCyBaHHs /1if0U0l PeUOBHHU JIeKCITaHTeHOI
BBejieHHs1 3MiH NPOTIroM 6-TH MiCSILIB Mic/isl 3aTBepAKEeHHSI
114. ITPOT'ECTEP PO3YMH 1151 iH'€KLIii TOB "®3 Ykpaina TOB "®3 YkpaiHa BHeCeHHsI 3MiH /I0 peecTpaliiiHiX MaTepiasiB: 3minu I Tumy - 3a peyenmom UA/3556/01/01
OH ostiiamii 1 % o 1 ma "BIO®APMA" "BIO®APMA" 3Mminu 3 sikocTi. ADI. Kontpone A®I. 3MiHa y napamerpax
B aMIy/i; 1o 5 aMmysn crietmdikariiii Ta/abo JOMyCTUMUX MeXK, BUSHAUEHUX Y
y 6micrepi; no 2 crierdikanisx Ha A®DI, abo BUXiJHUI/IPOMDKHUN
6nicrepu B mavii 3 TIPOZLYKT/peareHT, 11j0 BAKOPUCTOBYIOTBCS Y TpoLieci BAPOOHHLITBA
KapTOHY AT (iHwi 3MiHK)
Beegenns crierpdixariii Ha A®I (porectepoH) BiAMoOBigHO /10
BUMoOT BHpobHMKa ADPI Ta MoHorpadii EP 0429.
115. ITPOT'ECTEP PO3UMH 151 iH'eKuiit TOB "®3 Ykpaina TOB "®3 Ykpaina BHeCeHHs1 3MiH /I0 peecTpaljiiiHix MaTepiasiB: 3minu I Tumy - 3a peyenmom UA/3556/01/02
OH omifHmMi 2,5 % 1o 1 "BIO®APMA" "BIO®APMA" 3Minu 3 sKocti. ADI. Kontpons A®I. 3MiHa y napameTpax
MJI B aMIyi; 1o 5 crietdikarliii Ta/abo JOMyCTUMUX MeX, BUSHAYEHUX Y
ammysn y 6sicTepi; o crermdikartiisix Ha API, abo BUXiAHUI/TPOMDKHIIM
2 Grictepu B mauLyj 3 TIPOJYKT/pearext, I1j0 BUKOPHUCTOBYIOThCSI Y MpoIieci BUPOOHHUIITBA
KapTOHY AT (iHwi 3MiHM)
Beegenns crietdikauii Ha API (mporecTepoH) BiJNoBigHO 0
BuMor BrpobHHKa A®I ta MoHorpadii EP 0429.
116. PUT'EBIJJOH TabIeTKH, BKPUTL BAT "T'egeon YropuuHa BAT "T'egeon Pixtep" YropuyHa BHECeHHs 3MiH /l0 peecTpaLliiHuX MarepiasiB: TexHiyHa oMuIKa 3a peyenmom UA/2778/01/01
ob6omnoHKoto 1o 21 PixTtep" (3rizHo Hakasy MO3 Bif 23.07.2015 Ne 460) TexHiuHy NOMUIKY

Tabnetwi y 6nicrepi;
o 1 abo 3 Guictepu
pasoM i3 KapTOHHUM
¢byTnspom A
36epiranHs biicTepa y

BUNPAaBJIeHO B iHCTPYKLI A/11 MeJMUHOr0 3aCTOCYBaHHS
JiKapchbKOro 3acoly y po3zini "B3aemopist 3 iHILIMMHU JTliKapCbKUMU
3acobam Ta iHIli BUAY B3aeMOZii": 3aTBeppKkeHo: "Yrinpucrai
IcHye pusuk npurHivyeHHs Aii nporecrareny. He crif

Bi/[HOBJIFOBATH IIPHIOM KOMOiHOBAaHHMX KOHTPALIENTHBIB paHilile,
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Ne Haszea dopma sunycky 3asneHuk Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka ¢opma, 3as18HUKA @UPOGHUKA 8ionycky peecmpayitiHozo
3acoby YNakoeka) noceioueHHst
nayri HDX yepe3 12 roAuH Mic/isi NIPUNMHEHHs NpuiioMy yJinpuctany';
3anpornoHoBaHo: "Yainpucrtan IcHye pu3uK NpurHiueHHs Aii
riporectareHy. He criz BifjHOBMIOBaTH IIpHiioM KOMOiHOBaHMX
KOHTpaL|eNTUBIB paHillle, HDK yepe3 12 AHIB MicC/ist NPUMMHEHHS
nipuiiomy yiinpucramy".
3a3HaueHe BUITpaBJIeHHs BifINOBi/jae MaTepianaM peecTpariifiHoro
JIOCBE.
117. POKCHULIED nopoiuokK Ang posundy | AHTHWBIOTHUK PymyHis BTOPHHHE I1aKyBaHHs, PymyHis/ BHeCeHHsI 3MiH /I0 peecTpaliiiHix MaTepiasiB: 3minu I Tumy - 3a peyenmom UA/18774/01/01
Juis iH'exiit abo nCA TeCTYBaHHs, BUMYCK Kurait 3minu 1110710 Ge3nekn/eeKTHBHOCTI Ta hapMaKoHarIsAy.
ingys3iit 1,5 ;o 1 cepii: BBeeeHHst a60 3MiHH /10 y3araJbHeHUX [JAaHUX PO CUCTEMY
abo 10 drakoHiB y AHTUBIOTUKU CA, (apmakoHarJisiy (BBe/IeHHs y3araJbHeHHUX JaHUX [P0 CUCTEMY
KapTOHHI} nmaurii PymyHis thapmakoHarisily, 3MiHa yIioBHOBaKeHOI 0cobu, Bi/jmoBigansHol
BUPOOHULITBO, TIEPBUHHE 3a 371ilicHeHHs (hapMaKOHarJIsiy; KOHTaKTHOI 0cobu 3
Ta BTOPUHHE [TaKyBaHHsI: (hapmaxoHars/ly 3assBHUKA A7l 3/iliCHeHHsI ()apMaKOHArJsiy B
Cinogapm XKuron YkpaiHi, SIKIIj0 BOHa Bi/jMiHHa Bi/| yrioBHOBa)keHOi 0cobH,
(IIeHbukeH) BiZINOBiJja/IbHOI 3a 37ilicCHeHHs (hapMaKoHar/sy (BK/I04Yaun
®dapmacsrortrkan Ko., KOHTAKTHI JiaHi) Ta/abo 3miHu y po3mijeHHi MacTep-gaiina
JItp., Kuraii crctemu hapMakoHarssiy) 3MiHa YIIOBHOBaXKeHOI 0cobu
3asIBHUKA, Bi/iNoBizianpHoi 3a hapMaKoHarsg,.
[itoua pepaxuis: Mihaela Mosnegutu. ITporoHoBaHa pefaxiis:
Dr. Marius Cozma. 3MiHa KOHTaKTHHX JJAHUX YITOBHOBa)KEHOI
ocobu 3asiBHUIKA, Bi/TIOBiZanbHOI 32 apMakoHaryisig. 3mMiHa
KOHTAKTHOI 0co0U 3asiBHUKA, BiJIOBi/janbHOI 3a (hapMaKoHarJIsig B
YkpaiHi.
[Hitoua pegaxuis: Kupunisa I'anuna I'eopriiBHa. IIponoHoBaHa
pepakuis: Minienko Mapist BaeHTHHIBHa.
118. POITIBAKATH | kpucraniuuuii Excesuta I'm6X | Himeuunna Ekcemta I'm6X eng Ko. Himeuunna BHECEeHH$ 3MiH /|0 peecTpaliiiHux mMarepianis: 3minu I Tuny - - UA/17028/01/01
Yy TOPOLLIOK enz Ko. KT KT 3wminu 3 sikocTi. A@IL. CrabinbHicTb. 3MiHa mepioy MOBTOPHUX
TIAPOXJIOP (cy6craniiist) y BUMpoOyBaHb/miepioy 36epirants abo ymos 36epirants ADI (3a
nn noABiMHMX BiZICYTHOCTI y 3aTBep/pKeHOMY Joche cepTHiKaTa BiIoBiAHOCTI
T0/TieTU/IEHOBUX €BponelicbKil Gpapmakore, 1110 BK/IIoYaE Nepiof; IOBTOPHOI'O
rakeTax st BUINPOOYBaHHs) (TIepio/i TOBTOPHOTO BUIIPOGYBaHHSI/TIEPio/
(hapMaL{eBTHYHOTO 36epiraHHs) - 306isblIeHHsT a00 BBeZIeHHsI TIepiofy TOBTOPHOT'O
3aCTOCYBaHHs BUMpPOOyBaHHs1/Tiepioly 30epiraHHsl Ha OCHOBI pe3y/bTaTiB
JOCJTiKeHb y peabHOMY uaci - 301/IbIeHHs TIepio/ly TIOBTOPHOTO
BUNPOOYBaHHs 3 3 POKIB 70 4 POKiB Ha OCHOBi OHOBJIEHUX
pe3yJ/bTaTiB crabiibHOCTI. [itoua pegakiis: [lepiof
TIePeKOHTPOJII0: 3 POKU
ITponoHoBaHa pejakuis: ITepios mepeKOHTpoO: 4 POKU
119. CAJIMOTEK cupor, o 100 mn y €Bpo Jlaiidgkep Benuka ITAT "Ximdbapm3aso, Ykpaina BHECEeHHs1 3MiH /|0 peecTpaLliiHuX mMatepianiB: 3minu I Tuny - 3a peyenmom UA/5989/01/01
¢akonax; no 1 JItp, Bpuranis "YepBoHa 3ipka" ApminicrparuBHi 3miHu. 3MiHa HafiMeHyBaHHs Ta/abo agpecu
¢akoHy 3 MipHUM 3asBHMKaA (B/IaCHMKa peecTpaLjiiiHoro rnocpifiueHHs) 3MiHa azipecu
KOBIIAUKOM Y 3asiBHUKA
KapTOHHiM KopoOii
120. CAHI'EPA PO3UMH J/1s1 iH €KL, TOB "HOpis- Ykpaina TOB "HOpis-®apm” YkpaiHa BHECEeHHs1 3MiH /|0 peecTpaliiiHux mMarepianis: 3minu I Tuny - 3a peyenmom UA/14282/01/01
100 mr/mn o 5 mn Dapm” 3minu 3 sikocTi. A®DI. CrabinbHicT. 3MiHa nepiofy MOBTOPHUX

abo mo 10 ma B
amIyJii; 1o 5 amnyJs y

BurnpobyBaHb/mepioy 36epirants abo ymos 36epiranss A®I (3a
Bi/ZICYTHOCTI y 3aTBepPKEHOMY /10Che cepThdiKkaTa BifnoBigqHOCTI
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KOHTYpHil
YapyHKOBIH yIakoBLii;
110 1 KOHTypHii
YapyHKOBIH yrakoBLji
B mauri

€BporelickbKill (hapmakorel, 110 BK/IFOUaE 1epiof; TOBTOPHOTO
BUMPOOYBaHHs) (TIepio/; TOBTOPHOTO BUIIPOOYBaHHSI/TIepiof,
36epiranHst) - 36isbIeHHsT a0 BBeAEHHS 11epiofy MOBTOPHOIO
BUMpPOOyBaHHs1/mepiosly 30epiraHHsl Ha OCHOBI pe3y/bTaTiB
[IOCJTiKEeHb y peabHOMY uaci - 361/IbIIeHHst IepioAy MOBTOPHOTO
BuUrnpobyBanHst 3 24 micsinie go 60 micsiis A®I BUpoGHHULTBA
Hunan Dongting pharmaceutical Co., Ltd. 3minu I Tuny - 3miHu 3
skocTi. A®I. Kontposms A®I. 3miHa y mapameTpax crienudikariiit
Ta/abo AOMyCTUMHX MeX, BU3HAUeHHX y crenudikariisx Ha ADI,
abo BUXiZIHMI/IPOMIKHUI IPOJYKT/pearexT, 110
BUKOPUCTOBYIOThCS y Tipotieci BupoOuuiiTBa A®I (i 3miHm)
TipuBeZieHHs o MoHorpaodii EP cnermdikariii i MetoziB KoHTposro
A®I TpaHekcamoBoi KucioTH BupobHrka Hunan Dongting
pharmaceutical Co., Ltd. 3 moc/1iJoBHUM y3rof)KeHHSIM
crrenmdikariii i MeToziB BxifHOro KoHTpO/Tto A®I. 3minu I Trmy -
ApmiHicTpaTHBHI 3MiHH. BryuyeHHs: BUPOOHUYOI [JiMBHULI
(Bxmouaroun fginbHUL A71st ADI, TPOMKHOTO MPOAYKTY abo
TOTOBOT'O JTIKAPCHKOTO 3aco0y, AUTBHULI /151 IPOBeAEHHS
TMaKyBaHHsI, BUDOOHHKa, Bi/IOBiJaIbHOTO 3a BUITYCK Cepii, Miciie
MPOBe/IeHHsT KOHTPOJTIO cepii) abo mocTavabHUKA BUXiJHOTO
Marepiaiy, peareHTy abo JOITOMDKHOI PeUOBHHH (SIKILO 3a3HaYeHO
y Aocke) BunyuenHst Bupo6Huka A @I TpaHeKCaMOBOI KUCIOTH
«Biocon Limited», Inzis.

121.

CAH/IIMYH
HEOPAJI®

Karcynu M'aki mo 100
mr, 1o 10 karncyny
6icTepi; o 6
6nicTepiB y KapTOHHIH
KOpoOLi

Hogapric
®apma ATl

IIBefinapis

Bupo6HunTBO
Hepo3dacoBaHoi
TIPOAYKLIil, KOHTPOJIb
SIKOCTi:
Karanent HimeuurHa
E6epbax 'M6X,
HimeuunHa;
ITepBuHHe Ta BTOPHHHE
MaKyBaHHS, KOHTPOJ/Ib
SIKOCTI, BUITYCK Cepii:
Hogapric ®apma Llteiitn
AT, IlIBeiiljapis;
ITepBHHHEe Ta BTOPHHHE
NaKyBaHHs, BUITYCK
cepii:

Jlek ®apMacLIOTHKAIIC
I.0., BApOOHMYA
AinbHUL JleHaBa,
CroBeHis;
Bunyck cepii:
Hogapric ®apma 'mM6X,
Himeuunna

HimeuunHa;
IIBeiiuapis/
CrioBeHist

BHECEeHHs1 3MiH /]0 peecTpalliiHiX MaTepiasiB: yTOUHeHHs
HanMcaHHA A03yBaHHA B Haka3i MO3 Ykpainu Ne 2268 Bij
15.12.2022 B npoueci BHeceHHs 3MiH (3MiHU I Tumny - 3miHu 3

skocTi. A®I. BupobHuTBo. 3MiHu B riporjeci BupobHunTBa ADI
(iHwi 3miHu). OHOBeHHs! Moy /MO 3.2.S.2.2 3 MEeTO
BUIIPAB/IeHHS He3HAUHUX TUMOrpadiuHuX TOMUIIOK, sIKi 6y
BUSIB/IEH] Y peeCTpaL[iiHUX JOKYMeHTax IiC/Is epersay
(haKTHUYHOI JOKYMeHTaLlil Ha BUpOOHUUIM [i/sHL, a came
peziaryBaHHs TeKCTy y po3zim 3.3.1.1 (3miHa oguHuL ormcy
06’emy 151 hepmeHTaLiffHOro 06/1a/{HaHHs 3 METPHYHOI OZfMHHLIi
€MHOCTI (J1) Ha OMHHULIIO 7151 06’ eMy (Ky6iuHi MeTpu abo mM3) Ta
po3ziny 3.3.1.2 Mogysnto 3.2.S.2.2 (3MiHa ofuHULi BUMIDYy
rietposeiiHoro edipy 3 33% z0 67 % area Ha 33% 10 67 % V/v).
3minu I tuny - 3minu 3 skocti. A®IL. Konrpons ADI. 3mina y
rapameTpax crieriikaiiiit Ta/abo JOMyCTUMUX MeXK, BUSHAUOHUX
y crienmdikanisx Ha AP, abo BUXiAHUI/TPOMIKHIN
TIPO/LYKT/peareHT, 11j0 BAKOPUCTOBYIOTbCS Y NpoLieci BAPOOHULITBA
A®I (gonoBHeHHs crieldikallii HOBUM MOKa3HUKOM SIKOCTi Ta
BiZINOBifHNM MeTO/10M BUIIpoOyBaHHs). [loaBaHHs 10
MoHorpadii TecTyBaHHS /151 iF0U0]l PeUOBUHU LIUK/IOCTIOPUH
napameTtpy crieriucikarii Ta Mmetony «Benzene by GC Headspace»
SIK pyTHHHOTO TeCTy 3 MeTOr0 3abe3reueHHs] KOHTPO/MO GeH30/Ty B
cyOcTaHLii MKI0CTOpYHY, 1o BiAnoBigae HactanoBam ICH Q3C
(R7) i nopatky 1 10 KepiBHUX NPUHLIMIIB 11{0ZI0 PO3YMHHUKIB i
yCyBae HeoOXiHiCTb BU3HAUYeHHsI 6EH30/Ty B KO)KHOMY OKPEMOMY

3a peyenmom

UA/3165/01/04
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PpO3uMHHUKY. PefiaryBanns tecty Mogynis 3.2.S.4.1 (BunyuyeHo
KOJIOHKH KOJT! TIPOBOZIUTHCST BUIPOOYBaHHS MPU BUITYCKY cepii un
TepMiHy NPUAATHOCTI, 1j06 3abe3reunT SICHICTH 1100 OUiKyBaHb,

3rigHo 3 ICH Q6A Ta 1106 BiAnoBifaTH BHYTPILHIM CTaHJapTamM
nokyMeHTalii komnasii HoBapTic. Takoxx BuyueHO HOMep Bepcii
MeToZAy 1100 BiATIOBilaTH BHYTPIIIHIM CTaHApPTaM JOKYMeHTaLil

komraHii HoBapric), 3.2.S.4.3 (OHOB/IEHO MOCH/IaHHS Ha
aKTya/bHy Bepcito 3BiTy IIpo Basifjaiiito). Y Ha3Bi MeToZly BTpaTa B
Maci Mpy BUCYIyBaHHi, cjioBa «CyIli/IbHA MiY» BUTyYeHo,
OCKi/TbKY HeMa€e HeoOXiTHOCTI y 3rajjiii Mpo BUKOPUCTaHUM
iHCTpyMeHT. Y Ha3Bi MeToay crierivdiuHe onTUuHe 06epTaHHs

BIJIyY€HO 3rafiKy 1po yMoBH (To6TO «mpu 589 HM B MeTaHOI»,

OCKIJIbKM Lje He CTOCY€EThCSI Ha3BU Ta TNPUHLIUITY BUMIPOOYBaHHS. Y
onuci metoay Residual Solvents by Gas Chromatography
BUIIPaBJIeHO JJPYKapChKY ITIOMUIKY Y pO3Mipi (JIakoHIB y
3arosioBky «Xpomatorpadiuni ymou» 3 10 mi o 20 mi. Peruta
pOL{e/lypy MIPABU/IBLHO OIMCY€E BUKOPUCTAHHS (p/1akoHIB 06’ eMoM
20 my1. Y onmci Mmetogy Microbial Enumeration test by Plate count
method Tako)x 6yJ10 BK/TIOUEHO TIOCH/IaHHS Ha SITIOHCHKY
capmakorero Ha JOZIaTOK /10 icHytourx nocwianb Ha Ph. Eur. Ta
moHorpadii USP. OzHak 1ie He 03Hava€ OyAb-sIKUX 3MiH ¥

BUKOPUCTaHOMY METOi. Y TIPHHLIUII MeTOAYy BUTIPOOyBaHHS Ha

Ba)KKi MeTa/ii y JONIOBHeHHs [0 nocunanHs Ph. Eur. 3aransHuii
po3zin 2.2.57, BkmoueHo niocuiadHs USP [y BU3HaueHHsI OCHOBU

MeToy. OHOB/IEHO NOCH/TaHHs Ha EBPONEHCEKY (papMaKorneto 3

«7-T0 BUJAHHS» Ha «II0TOYHe BUaHHs». [10/1aHO BUCHOBOK MPO

BiATIOBifHICTE MeToZiB BUnpobyBaHs i crierpudikariiii Novartis 3
€BporneiicbKoro hapMakoreero). Pesjakilisi B HaKasi - Karncymu M'sKi

1o 10 mr. BipHa pegakuisi - Kancyau M'aKi mo 100 mr.

122.

CAH/IIMYH
HEOPAJI®

Karcynu M'aki mo 100
mr, 1o 10 karncyny
6icTepi; o 6
6nicTepiB y KapTOHHIH
KOpoOLi

Hogapric
®dapma AI'

IIBefinapis

Bupo6HunTBO
Hepo3dacoBaHoi
TIPOAYKLil, KOHTPOJIb
SIKOCTi:
Karanent Hiveuurna
E6epbax 'M6X,
HimeuunHa;
ITepBuHHe Ta BTOPHHHE
MaKyBaHHS, KOHTPOJ/Ib
SIKOCTI, BUITYCK Cepii:
Hogapric ®apma Lteiitn
AT, IlIBeiilapis;
ITepBHHHEe Ta BTOPHHHE
NaKyBaHHs, BUITYCK
cepii:

Jlek ®apMacLIOTUKAIIC
I.0., BApOOHMYA
AinbHULS JleHaBa,
CrioBeHis;

HimeuunHa;
IIBeiiuapis/
CrioBeHist

BHECEeHHs1 3MiH /I0 peecTpalliiHiX MaTepiajiB: yTOUHeHHs
no3yBaHHsA B Haka3i MO3 Ykpainu Ne 2268 Big 15.12.2022 B
nponeci BHeceHHsI 3MiH (3MiHu I Tumy - 3minu 3 sikocti. ADIL.
Bupo6HuiTBO. 3MiHM B rporjeci BUpo6HuLTBa ADI (He3HauHa
3MiHa y npoueci Bupo6nuiTBa A®I). BHeceHHs 3MiH [0 p.
3.2.5.2.2 Omric BUpO6HUYOTO MpOLiecyTa HOro KOHTPOIIO, a came-
BifloOpakeHHs /Jjiana30Hy KoedillieHTy 3aBaHTa)KeHHs
KPMCTasli30BaHOr0 CUPOro LIMK/IOCIOPUHY B cuiikareni 2 - 3,7% .
3minu I tuny - 3minu 3 skocti. A®I. Bupobuuurso. 3miHu B
riporjeci BupobHurTBa ADI (He3HauHa 3MiHa y mporieci
Bupo6HuLTBa A®PI). 3a3HaueHHs] MapKU BUKOPUCTOBYBAHOTO
PO3UMHHIKA (CBIXKOTO ab0 BiHOB/IEHOT0) Ha BiAMOBifHOMY eTarti
po6otH, To6TO CBiXKOro abo Bi/JHOB/IEHOrO PO3UMHHHMKA /151
PO3UMHeHHs, i Bi/JHOB/IEHOrO PO3UMHHUKA /i/I51 e/I0I0BaHHsI Ta
Bi/jHOB/IeHHs KOIOHKH Ha cTazii CYREA BHpo6GHMUYOTrO mporiecy.
3minu [ tvny - 3minan 3 sikocti. A®IL. BupobHuirBo. 3MiHN B
nipoujeci BupobHunTBa ADI (He3HauHa 3MiHa y mporeci
Bupo6HuLTBa A®DI). BianeHHs TUIOBKX Jjiarna3oHiB 06csriB Aj1s
dpakuiit xpomarorpadii Ha etani CYREA ta CYREA ZL

3a peyenmom

UA/3165/01/04
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Ne Haszea dopma sunycky 3asneHuk Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka ¢opma, 3as18HUKA @UPOGHUKA 8ionycky peecmpayitiHozo
3acoby YNakoeka) noceioueHHst
Bunyck cepii: BUpOGHMYOrO mporiecy. 3minu I Tumy - 3miHu 3 sikocTi. ADI.
Hogaprtic ®apma I'm6X, Kontposs A®I. 3miHa y MeTogax BunpobysanHs ADI abo
Himeuunna BUXIiJJHOTO MaTepiay/lpoMi>KHOTO NPOAYKTY/peareHTy, 110
BUKOPHCTOBYEThCs Y rporjeci BupobHurTBa ADI (iHwi 3minu y
MeTo/ax BUNPOOyBaHHs (BK/IFOYAOUH 3aMiHy abo [OMOBHEHHS)
A®I abo BUXiJHOrO/IPOMIKHOTO MPOAYKTY). BHeceHHs 3MiH 70 p.
3.2.5.2.3 KoHTpo/b MaTepiaiB, a came- OHOBJIEHHSI MeTOLY
"BTpara B Maci npu BUCyLIyBaHHi" /151 BUXilHOrO MaTepiany
CYSPAR. 3minu I tvny - 3minn 3 sikocti. A®I. Kontpons A®I.
3miHa y MeTogax BumnpoOyBanHs API abo BuxigHOTO
Marepiany/lpoMDKHOrO NPOAYKTY/peareHTy, 10
BHKOPHCTOBYETHCS y nporjeci BupoOHuirea ADI (iHui 3minu y
MeTo/laX BUNPOOYBaHHS (BK/IFOYAOUH 3aMiHy abo [OMOBHEHHST)
A®I abo BUXiZHOr0/IPOMDKHOTO NPOAYKTY). OHOB/IEHHSI METOAY
"IpenTHdiKanis, KifbKicHe BU3HaUeHHs Ta CYIYTHI ZOMIIIKK
metogoM BEPX" n1s BHecenHs 3miH o p. 3.2.5.2.3 KoHTposb
MaTepiasiB, a came- OHOBJIeHHsI MeTofy "IneHTHdikatlis, KibKicHe
BH3HAUeHHs Ta CYIyTHi foMiliku MeTofioM BEPX" ny1s1 BUXigHOro
matepiany CYSPAR). Penakuisi B Hakasi - Karcym mM'ski o 10
mr. BipHa pepakuisi - Kancyiu M'siki mo 100 mr.
123. CAHJOCTAT | nopouok js Hogapric [IBelitapis BropunHe nakyBaHHS, [IBelitapis/ BHECeHH 3MiH /10 peecTpaLiiiHMX MarepiaiB: 3MiHH I Ty - 3a peyenmom UA/1537/02/02
NH® JIAP cycneHsil aJis1 iH'ekuiit ®dapma AI' BUITyCK cepii roToBOro Hinepnanpn/ 3minu 3 sikocTi. ADIL Bupo6HULTBO. 3MiHa BUPOOHHKA
o 20 mr; 1 ¢u1akoH 3 nponykry: Hosapric AgcTpia BUXIiZIHOTO/TIPOMIXKHOTO NIPOAYKTY/peareHTy, 110
TIOPOLIKOM y BUIJIAL ®apwma IlTeiin AT, BUKOPHCTOBYIOTHCS Y BUpoGHHUOMY riporieci A®I, abo 3miHa
Mmikpocdep y IIBeiiapis; BUPOOHMKA (BK/IFOUAIOUH, [ie HeoOXiZiHO, MicLie poBe/jeHHst
KOMILTEKTi 3 BupoGHUIITBO, KOHTPOJTb KOHTpOJItO sikocTi) ADI (3a BigcyTHOCTI cepTudikara
PO3UMHHMKOM (HaTpiro SIKOCTI, TepBUHHE BifjToBifHOCTI €BpoOMeliceKiil hapmakoriei y 3aTBepKeHOMY
KapMeJ103y/HaTpito MaKyBaHHsI PO3UXHHHUKA [I0Che)(3MiHM [0 3aX0ZiB, MOB's3aHKX 3 KOHTpoeM A®I, abo
KapOOKCUMeTH/ILIEITEO Ta a/JbTepHAaTUBHUN [I0/]aBaHHs JiMbHHULY, [ie IPOBOAUTECS KOHTPOJIL/BUIIPOOYBaHHS
o3y, maHiT (E 421), BHUPOOHUK AA71s1 cepii) - [lofaBaHHsI BUPOOHMKA BiZIMOBi/jaIbHOTO 32 KOHTPOJIb
BOZY A4 iH’€KLiH, BTOPUHHOTO NaKyBaHHs SIKOCTi Cy6CTaHLIii OKTPeoTHAY aleTary:
riosokcamep 188) o 2 TOTOBOT'O MPOJYKTY: SGS International Services Laboratory (ISL) Limited Ringaskiddy
MJI y TIOTIepe/IHBO Ab66oTT Bionmompkukanc Cork, P43 FR63 Ireland
3all0BHEHOMY LLTIPULL, B.B., Higepnangu;
Ta OfIHOIO TOJIKOO Ta Bupo6HHIITBO
OJJHUM afianiTepoM B Hepo3(acoBaHOTO
KapTOHHIN Kopobri NIPOAYKTY, KOHTPOJIb
SIKOCTi, TepBUHHE
T1aKyBaHHSI MTOPOILKY:
Canpo3 'm6X, ABcTpist;
KOHTPOJIb SIKOCTi
TIOPOUIKY 3a BCiMa
rapameTpamH 3a
BUK/IFOUEHHSIM
MOJIEKY/IAPHOI Macu
nosimepy:
Canpo3 I'm6X , ABCTpist
124. CAHJOCTAT | nopouok ajisi Hosapric I1IBefinapis BropuHHe nakyBaHHS, I1IBetiapis/ BHeCEHHsI 3MiH /10 peecTpalliiHiX MaTepiasiB: 3miHu I Tumy - 3a peyenmom UA/1537/02/03
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Ne Haszea dopma sunycky 3asneHuk Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka ¢opma, 3as18HUKA @UPOGHUKA 8ionycky peecmpayitiHozo
3acoby YNakoeka) noceioueHHst
NH® JIAP cycneHsil aJis1 iH'eKuiit ®apma AT BHUITYCK Cepii rOTOBOro Hinepnanpn/ 3minu 3 sikocTi. ADIL Bupo6HuLTBO. 3MiHa BUPOOHHKa
o 30 mr; 1 ¢du1akoH 3 npoaykry: Hosapric AscTpis BUXIiZIHOTO/TIPOMIKHOIO NIPOAYKTY/peareHTy, 110
TIOPOLLKOM Y BUTJIAAI ®apwma IlTeiin AT, BHKOPHCTOBYIOTBCS y BUpobHHUOMY mporieci A®DI, abo 3mina
Mikpocoep y IIIBeiijapis; BUPOOHMKa (BK/TIOUAIOUH, Zie HeoOXi/IHO, MiCLie POBeJieHHs
KOMILTIEKTi 3 Bupo6HULITBO, KOHTPOJTb KOoHTpoIto sikocTi) ADI (3a BigcyTHOCTI cepTudikaTa
PO3UMHHMKOM (HaTpifo SIKOCTI, TepBUHHe BifimoBigHOCTI EBpOMIEHCcHKil hapmakoriel y 3aTBepyKeHOMY
KapMeJio3y/HaTpito MaKyBaHHsI PO3YMHHHUKA [I0Ch€)(3MiHH [0 3aX0ZiB, MOB'A3aHKX 3 KOHTpoeM A®I, abo
KapOOKCUMeTH/ILIEIHO Ta a/JbTepHAaTUBHUN [I0/jaBaHHs JiMbHHULY, [Ie IPOBOAUTECS KOHTPOJIL/BUIPOOYBaHHS
03y, madiT (E 421), BHPOOHUIK A1s1 cepii) - [lofaBaHHs BUPOOHYKA BiZiMOBi/ja/IbHOTO 38 KOHTPOJIb
BOJY A1 iH’ eKLIil, BTOPHHHOTO NaKyBaHHs SKOCTi cybcTaHLii OKTpeoTHAy arleTary:
nosokcamep 188) mo 2 TOTOBOT'O MPOJYKTY: SGS International Services Laboratory (ISL) Limited Ringaskiddy
MJ1 y TIOTIepeJHBO A660tT Bionomxukanc Cork, P43 FR63 Ireland
3arl0BHEHOMY LLTPULY, B.B., Hizepnangu;
Ta OHOIO FOJIKOIO Ta Bupo6HHLITBO
OJHUM afianiTepoM B Hepo3(acoBaHOTO
KapTOHHiN Kopobri MIPOAYKTY, KOHTPOJIb
SIKOCTi, IepBUHHE
T1aKyBaHHsI IIOPOILKY:
Canpo3 'mM6X, ABcTpist;
KOHTPOJIb SIKOCTi
TIOPOUIKY 3a BCiMa
rapameTpamH 3a
BUK/IFOUEHHSIM
MOJIEKY/IAPHOI Macu
nosimepy:
Canpo3 I'm6X , ABCTpist
125. CAHJOCTAT | mopouok js Hogapric [IBeiitapis BropunHe nakyBaHHS, [IBelitapis/ BHECeHHs 3MiH /10 peecTpaLliiHMX MarepiaiB: 3MiHM I Ty - 3a peyenmom UA/1537/02/01
NH® JIAP cycneHsil aJis1 iH'ekuiit ®dapma AI' BUITyCK cepii roToBoro Hinepnanpn/ 3minu 3 sikocTi. ADIL Bupo6HULTBO. 3MiHa BUPOOHHKA

o 10 mr; 1 d1akoH 3 nponykry: Hosapric AgscTpia BUXIiZIHOTO/TIPOMIXHOTO NIPOAYKTY/peareHTy, 110

TIOPOIIKOM Y BUIJISIAL
Mmikpocdep y
KOMII/IEKT] 3
PO3UMHHMKOM (HaTpiro
KapMeJ103y/HaTpito
KapOOKCUMETHJILIEJTFOIT
o3y, maHiT (E 421),
BOZY A4 iH’€KLiH,
noJiokcamep 188) mo 2
MJ1 y TIOTIepeJHBO
3all0BHEHOMY LUTPHLL,
Ta OJIHOIO FOJIKOIO Ta
OJTHUM aZiariTepoM B
KapTOHHiW KopoObwji

®apma IllTeiin AT,
IIBeiiapis;
BupoGHUIITBO, KOHTPOJTb
SIKOCTi, ITepBUHHE
TIaKyBaHHs PO3YMHHHKA
Ta a/bTepHaTUBHUN
BUPOOHHUK /1St
BTOPUHHOT'O T1aKyBaHHsI
TOTOBOTO MPOJYKTY:
A660TT Bionomkukaic
B.B., Higepnangu;
Bupo6HUIITBO
Hepo3(acoBaHOTO
MPOAYKTY, KOHTPOJIb
SIKOCTi, IepBUHHE
T1aKyBaHHSI MTOPOILKY:
Canpo3 'm6X, ABcTpist;
KOHTPOJIb SIKOCTi
TIOPOILLIKY 3a BCiMa

BHKOPHCTOBYIOTBCS y BUpoGHHUOMY mporieci A®DI, abo 3mina
BUpO6HUKa (BK/IFOUarouH, Jie HeobXiJiHO, MiClie TpOBeieHHs!
KOHTpOJItO sikocTi) ADI (3a BigcyTHOCTI cepTudikara
BiimoBigHOCTI E€BpOMIeHcHKil hapmakoriel y 3aTBepKeHOMY
[I0Che)(3MiHM [0 3aX0ZiB, MOB's3aHKX 3 KOHTpoeM A®PI, abo
[IOfIaBaHHsI JTBHHUIIL, /Ie TIPOBOJUTHCSI KOHTPOJIH/BUTIPOOYBAHHS
cepii) - [lofaBaHHsI BUPOOHMKA BiZIMOBi/ja/IbHOTO 32 KOHTPOJIb
SIKOCTi cybcTaHLii OKTpeoTHAy arleTary:

SGS International Services Laboratory (ISL) Limited Ringaskiddy
Cork, P43 FR63 Ireland
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Ne Haszea dopma sunycky 3asneHuk Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka ¢opma, 3as18HUKA @UPOGHUKA 8ionycky peecmpayitiHozo
3acoby YNakoeka) noceioueHHst
rapameTpamH 3a
BUK/IFOUEHHSIM
MOJIEKY/IAPHOI Macu
nosimepy:
Canpo3 I'm6X , ABCTpist
126. CEJA®ITOH | xpami opabHi; o 50 IMPAT YxpaiHa ITPAT "®ITODAPM" YKpaina BHeCeHHs1 3MiH /I0 peecTpaLjiiiHiX MaTepiasiB: 3Minu I Tumny - 6e3 peyenma UA/18257/01/01
® M1y duiakoHax "®ITODPAPM" ApmiHicTpaTuBHI 3MiHU. 3MiHa HaliMeHyBaHHsI Ta/abo agpecu
CK/ISIHUX Ta 3asiBHUKA (B/IaCHUKA PeECTPaLifHOro MOCBi[ueHHs) 3MiHa afjpecu
T0J1iMepHHUX, 3 3asBHMKa. 3MiHM BHeceHi B po3ziia "Miclie3Haxo/pKeHHs
npobKamu- 3asiBHMKA" B IHCTPYKLIiO /11 MeJUUHOI0 3aCTOCYBaHHs
Kparne/bHULISIMH, JiKapcbKOro 3acoby y 3B"s3Ky 3i 3MiHOIO aZjpecy 3asiBHUKA.
KpUILIKaMy BBe/ieHHs1 3MiH NPOTAroM 6-TH MiCALIB MiC/s 3aTBep/KeHHS.
Mo/1iIMepHUMH 3
KOHTPOJIEM T1epIIOro
BiZIKpUTTS; TI0 1
¢bakoHy B mauri
127. CIHMETOH TabJIeTKH, BKPUTL OPI'’AHOCHH OAE EBeprompkeH Jlaiid Inpis BHECEHHS 3MiH /I0 peecTpaliiH1X MarepiasiB: 3MiHu [ Ty - 3a peyenmom UA/10667/01/01
0060/10HKO10, 110 500 JIAM®CAEHC Caencus Jlimires 3Mminu mozo 6e3rnekr/eeKTHBHOCTI Ta apMaKkoHarIsiAy. 3MiHa y
mr, 1o 10 TabneTok y "3 (E® 3ETI) KOPOTKili XapaKTepHUCTHLi JIIKapCHKOro 3aco0y, TEKCTi
6nicrepi; o 1 abo mo MapKyBaHHsI Ta iHCTPYKLi A/11 MeJUUHOro 3aCTOCYBaHHS Ha
3, abo mo 10 Gnicrepi TiZicTaBi perysisipHO OHOBJIIOBAHOTO 3BiTy 3 Ge3rneKu JliKapcbKoro
y Hayji 3 KapToHy 3acoby, abo gocipkeHb 3 Ge3reKy 3aCTOCyBaHHS 1iKapChbKOTO
3acoby B mic/sipeecTpariifinuii nepios, abo sk pe3y/ibTar OL{iHKK
3BiTY 3 ]OC/Ti/I)KeHb, POBe/IeHNX BiANOBIZHO /10 MJIaHy
nefiaTpuyHuX Jocifmkens (PIP) (3MiHy y3rozpkeHo 3
KOMIIETEHTHUM YIIOBHOBa)KEHVM OPraHOM) - 3MiHU BHECEHO IO
IHCTpYKLi 7151 MeIMYHOTO 3aCTOCYBaHHSI JIiKapchKoro 3acofy /10
po3ziniy "3acTocyBaHHs y mepiof; BariTHOCTi abo rofyBaHHs
rpy//i0" 1mo/10 6e3rneKu 3aCTOCYBAHHS [iF0U0i PEUOBHHU
HabyMeTOH BizmoBigHo fo pekomenzaniii PRAC. BeefeHHs 3MiH
MPOTAroM 6-TU MiCSLIiB MiC/Isl 3aTBePKEHHS
128. CIHMETOH TabJIeTKH, BKPUTI OPI'’AHOCHH OAE EBeprompkeH Jlaiid Inpis BHECEHHS 3MiH /I0 peecTpaliiiHiX MartepiasiB: 3MiHu I Ty - 3a peyenmom UA/10667/01/02
000J10HKO10, 110 750 JIAMD®CAEHC Caencus Jlimires 3Minu oo 6e3rnekr/eeKTUBHOCTI Ta apMaKkoHarIsiAy. 3MiHa y
mr: 1o 10 TabeTok y N3 (E® 3ETI) KOPOTKi#i XapaKTepHUCTHLIi JIIKapChKOTo 3aco0y, TEKCTi
6micrepi; rmo 1 a6o mo MapKyBaHHsI Ta iHCTPYKLii A/1s1 MeJUUHOro 3aCTOCYBaHHS Ha
3, abo mo 10 Gnicrepi TMi/ICTaBi perysisipHO OHOBJIIOBAHOTO 3BiTy 3 Ge3rneKu JliKapCcbKoro
y mayii 3 KapTOHY 3aco0y, abo ocizpkeHb 3 6e3MeKu 3aCTOCYBaHHs JTiKapChKOTr0
3acoby B mic/sipeecTpariifiHuii nepios, abo sk pe3y/ibTar OL{iHKH
3BIiTY 3 OC/II/PKeHb, TIPOBeZIeHUX BiZINOBiHO /10 TIaHy
nefiaTpuyHuX focimkeds (PIP) (3MiHy y3rozpkeHo 3
KOMIIETEHTHUM YIIOBHOBa)KEHVM OPraHOM) - 3MiHH BHECEHO Jj0
[HCTPyYKLU{l A/ MeIUYHOTO 3aCTOCYBaHHSI JTiKapChKOTo 3aco0y 1o
po3ziniy "3actocyBaHHs y mepiof BariTHOCTI abo rogyBaHHs
rpyAa0" oo Ge3rnekr 3aCTOCyBaHHS Ait0uoi peYOBHHU
HabyMeToH BizmnoBigHo fo pekomenzaniii PRAC. BBejeHHs 3MiH
MPOTSTOM 6-TH MICSILIiB MiC/s1 3aTBePPKeHHSI
129. CMO®KABIB | emysscist gy iHdy3iit @pe3seniyc Kabi | HimeuunHa ®peseniyc Kabi Ab [IBewis BHeCeHHsI 3MiH /I0 peecTpaLjiiiHiX MaTepiasiB: 3minu 1 Tumy - 3a peyenmom UA/14345/01/01
EH o 1206 m, ro 1448 [ovunany ApMiHicTpaTHBHI 3MiHK. 3MiHa HaiMeHyBaHHsI Ta/abo agpecu
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Ne Haszea dopma sunycky 3asneHuk Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka ¢opma, 3as18HUKA @UPOGHUKA 8ionycky peecmpayitiHozo
3acoby ynakoeka) noceioueHHst
INEPU®EPUY | mi, o 1904 mn B 'm6X MiCLs IPOBa/PKEeHHS JisTbHOCT] BUPOOHUKA (BK/TIOUAKOUH, 38
HU TPUKaMepPHOMY HeobXiHOCTi, MiCLie TIPOBeZIeHHs KOHTPOJTIO SIKOCTi), a60
T/TACTUKOBOMY BJIaCHHKa MacTep-(aiisia Ha API, abo rocrauasbHUKA

KoHTeliHepi «Bbiodin»,
SIKUH Pa3oM 3
AHTHOKHCHUKOM
BMILYIOTb Y
30BHIIIHIN
TJIACTUKOBHI MIIIIOK;
o 1206 mn, o 1448
M, 1o 1904 mn B
TPUKaMepHOMY
T/IaCTUKOBOMY
KoHTeltHepi «biodin»,
SIKUH Pa3oM 3
AHTUOKHCHUKOM
BMILYIOTb Y
30BHIIIHIH
T/IaCTUKOBHH MIILIOK,
110 4 MIllIKK B KOPOOLi

A®I/BuxifHOro Marepiasy/peareHTy/NpOMi’)KHOIO IPOAYKTY, 1110
3aCTOCOBYIOTCsI Y BUPOOHUIITBI ADI (SKIL[O 3a3HAUYEHO Y JOChE HA
JIKapChKUi 3acib) 3a BiicyTHOCTI cepTudikara BifnosigHOCTI
€BporieiiceKill (hapmakoriel y 3aTBep)KeHOMY /10Cke, abo
BUPOOHKKA HOBOI OMOMIXKHOI PEYOBHHH (SIKILIO 3a3HAUEHO Y
Jocke) 3MiHa HaliMeHyBaHHSI BUPOOHMKA [i040i peyoBUHU
Harpiro auetar (y BUI/IAZI HaTpiko alieTaty TpUrigpary), 6e3 sMmiHu
Micrs BupobuuLTBa 3atBeppkeHo: Dr. Paul Lohmann GmbH
3anporioHoBano: Dr. Paul Lohmann GmbH & Co. KGaA. 3minu I
TUIY - AZMiHiCTpaTHBHI 3MiHK. 3MiHa HaiiMeHyBaHHs Ta/abo
afipecy MicCList IPOBaKeHHsI AisIbHOCTI BUDOOHHUKA (BKITFOUAIOUH,
3a HeobXi/fHOCT, MiCLie TPOBeZIeHHsT KOHTPOJIIO SIKOCTi), abo
BJIaCHUKa MacTep-(aiisa Ha API, abo nmocrauasbHUKA
A®I/BuxifHoro Marepiasny/peareHTy/IIpOMi’)KHOT'O IPOAYKTY, 1110
3aCTOCOBYIOTHCSI Y BUpOOHHULITBI A®DI (SIKILI0 3a3HAUEHO Y [JOChE Ha
JiKapChKUii 3acib) 3a BiicyTHOCTI cepTudikara BifnoBigHOCTI
€BporeiiceKi papmakoriei y 3aTBepKeHOMY [0ChE, a60
BHPOOHMKA HOBOI ZOMOMIKHOI peYOBHHH (SIKIIIO 3a3HAUEHO Y
Jlocke) 3MiHa HaliMeHyBaHHS1 BADOOHMKA /1iF040i peUOBUHN
Hartpiro riigepodocdar (y Burnsai Hatpito riaitepodocdary
rigpaty), 6e3 aminu miciist BupobHuiTBa 3atBeppkeHo: Dr. Paul
Lohmann GmbH 3amnpononosano: Dr. Paul Lohmann GmbH &
Co. KGaA. 3minu I tuny - 3minu 3 sikocti. A®I. Konrpoas ADI.
3MiHa y mapameTtpax crerjugikarii Ta/abo JOIMyCTUMUX MEX,
BH3HaueHUX y crienudikariisx Ha ADI, abo BUXiJHUI/TIPOMIKHIN
IPO/LYKT/peareHT, 11j0 BAKOPUCTOBYIOThCS Y MpoLieci BAPOOHHLITBA
A®I (BumyueHHsI He3HAUHOTO ITOKa3HUKA SIKOCTi (HarpuK/Iaz,
BWJTyU€HHsI 3aCTapi/ioro rnokKa3Huka)) 3MiHu B crieLjucikarii
BuxigHoro mpoaykry (fatty acid starting material), 30kpema
BUJTy4YeHHsI TapameTpa «TepMOCTiHKiCTb KO/IbOpY», SIKHH TTOESHYE
ZiBa Kputepil NpuiHATHOCTI « TepMOCTIHKICTh KO/IbOPY, )KOBTHM» i
«TepMOCTiHKiCTb KOJIbOPY, UepBOHU». 3MiHU I TUIY - 3MiHM 3
sikocTi. A®I. CrabinbHicTb. 3MiHa repiofy MOBTOPHUX
BUMNpoOyBaHb/miepiofy 36epiranHs abo ymoB 36epiranss ADI (3a
BiZICYTHOCTI y 3aTBep>KeHOMY A0Che cepTudikaTa BiJjlIoBiHOCTI
E€BponeiceKii Gpapmakorei, 1j0 BK/IFOYAE Nepiof] TOBTOPHOTO
BUMpoOyBaHHS) (TIepio/] TOBTOPHOTrO BUNIPOOYBaHHs/Tepiof
36epirantst) - 36i/bI1eHHst ab0 BBe/jeHHsT Tepiofly TIOBTOPHOIO
BUINPOOYBaHHs/1Iepiofly 30epiraHHs Ha OCHOBI pe3y/bTaTiB
JIOCJTPKeHb y peanbHOMY uaci - 361/IbIIeHHsI IepioZly TOBTOPHOTO
BUMPOOOBYBAHHS HA OCHOBI Pe3y/IbTATIB AOC/I/HKEHD Y PeabHOMY
yaci g firouoi peuoBHHH TaypuH, II0 BUTOTOBISIETHCS
BupobHrKoM Sekisui Medical Co., Ltd. 3 24 micsis g0 48
micsyiB. 3minu I trny - 3minu 3 sikocti. A®I. CrabinbHicTb. 3MiHa
repiofly MOBTOPHKX BUIPoGyBaHb/mepioAy 36epiranHus abo ymoB
36epiranHsi ADI (3a BiJICYTHOCTI Y 3aTBEPPKEHOMY JI0ChE
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ceptudikara BifoBiZHOCTI EBpoMNeNchKii papmakorei, 1o
BKJTIOUAE 11epio/] MOBTOPHOTO BUIIPOOYBaHHs) (TI€piof TOBTOPHOTO
BUMpobyBaHHst/niepiog 36epiranst) - 36isbIeHHs1 abo BBeAeHHS
Tiepio/ly MOBTOPHOTO BUIPoOyBaHHsi/Tiepiofy 36epiraHHs Ha
OCHOBI pe3y/bTaTiB JOC/iKeHb Y pea/lbHOMY uaci - BBefieHHs
TriepioZly MOBTOPHOTO BUIPOOYBaHHs 36 MicsLiB ITPH TeMIieparypi
Hwkue 25 0 C ans fitouoi peyoBrHU I1postiH BUPOOHUIITBA
Starlake Bioscience Co., Inc. Zhaoqing Guangdong Starlake
Biochemical Pharmaceutical Factory Ha ocHOBi pe3y/bTaTiB
JloC/Ii/KeHb y pearlbHOMY uaci. 3MiHu I Tumny - 3MiHM 3 SIKOCTI.
Ceprudikat BianosigHocti/I'E-ceprudikaT BianosigHocTi
€BpomneiiceKili papmakonei/MoHorpadii. [TofaHHs HoBoro abo
OHOBJIEHOTO cepTHiKaTa BiJNOBiAHOCTI ab0 BUTYUYeHHS
ceprucdikaTa BignoBigHoCTi EBponeiichkiii papmakorei: aas ADI;
Ji71s BUXiJHOTO Marepiasty/peareHTy/IpOMi’)KHOTO NPOAYKTY, 1110
BHUKOPHCTOBYIOThCS y BUPOOHULITBI ADI; 1711 JONOMDKHOT
peuoBUHH (cepTUdiKaT BiNOBifHOCTI E€BpoONenchKil dapmakorel)
- HoBwii ceprudikar Bij HoBoro Bipo6HuKa (3amiHa abo
JIOTIOBHEHHs1) BBe/leHHst HOBOro BUPOOHYKa /17151 AiF0U0i peYOBHHU
Iponin Starlake Bioscience Co., Inc. Zhaoqing Guangdong
Starlake Biochemical Pharmaceutical Factory, B fiKoro HassBHHit
ceptudikar BianoBigHocTi €Bponeiicekiii papmakorei Ne R1-CEP
2002-047 - Rev 02 (gornoBHeHHs1). 3minu I Ty - 3MiHHU 3 SIKOCTI.
Ceptudikat BignosigHocTi/I'E-ceprudikar BignosigHocTi
€Bponeiicekili papmakonei/MoHorpadii. [ToganHs HoBoro abo
OHOBJIEHOTO cepTrikaTa BimoBiAHOCTI ab0 BUTYUYEHHSsI
ceprudikarta BifimoBigHOCTI EBpomelichKiil hapmakorei: g ADI;
JI1S1 BUXi/JHOTO MaTepiay/peareHTy/IIPOMi>)KHOTO MIPOJYKTY, 1110
BUKOPUCTOBYIOThCS y BUPOOHULITBI ADI; 71T OTTOMDKHOT
pedoBHHH (cepTHdiKaT BigoBiAHOCTI E€BpomeiiceKill dhapmakorei)
- HoBuii ceprudikar Biz HoBoro BUpoOHUKa (3amiHa abo
[IONOBHeHHs1) BBeieHHst HOBOro BUPOOHUKA /17151 Ait0UOl PeYOBHHU
Onist coera padinoBana SOCIETE INDUSTRIELLE DES
OLEAGINEUX, B sIKOr0 HasiBHUH cepTHdiKaT BiIIOBiZHOCTI
€sponeticekiii papmakornei Ne R1-CEP 2011-115-Rev 01. 3minu I
THITy - 3MiHH 3 sikocTi. Ceprudikar BignosigHocTi/I'E-cepTudikar
BifimoBiHOCTI €BponelickKili hapmakornei/MoHorpadii. [TogaHHs
HOBOro abo OHOBJIEHOTO cepTHikara BigmosigHocTi abo
BHJTIyYeHHs cepTrdikaTa BiAroBifHOCTI EBponeiiceKin
tapmakornei: a1 ADI; s BUXifHOTO
Marepiany/peareHTy/lIpOMi>XHOT0 MPOAYKTY, 1[0
BHKOPHCTOBYIOTHCST y BUPOOHUITBI ADI; a1 0nIOMDKHOT
peuoBHHH (cepTUdIKaT BigmoBiAHOCTI EBpomneichKil dpapmakorei)
- HoBwii ceprudikar Big HoBoro BupobHuKa (3amina abo
[IOTIOBHEHHsT) BBeieHHst HOBOro BUPOOHUKA /1151 AiF0UOT PEYOBHHH
Harpito auerat (y Burssizi HaTpito atierary Tpurigpaty) MACCO
ORGANIQUES INC, B sikoro HasiBHU# cepTudikaT BignoBigHoOCTI
€Bporneiicekiit papmakorei Ne RO-CEP 2018-230-Rev 00.
3minu I Tuny - 3minu 3 sikocti. Ceptudikar BignosigHocTi/T'E-
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ceptudikar BiAnoBifHOCTI €BponeiceKin
tapmakoriei/moHorpadii. [TogaHHs HOBOro abo OHOBIEHOTO
ceprudikara BifnosigHocTi abo BumyueHHst cepTrdikaTa
BiAmoBifHOCTI EBponeiickkiii hapmakomnel: aas ADI; ams
BUXI/IHOTO MaTepiasy/peareHTy/IIPOMIKHOIO NIPOJYKTY, 1110
BHKOPHCTOBYIOTECS y BUPOOHUITBI ADI; 17151 01IOMDKHOT
peuoBHHH (cepTUdIKaT BigmoBiAHOCTI EBpomneichKil dpapmakorei)
- OHOBJIeHM# cepTudikaT Biff y>ke 3aTBepyKEHOT0 BUPOOHHKA -
ITozpaHHs OHOBJIEHOTO cepTHdiKaTa BiANOBifHOCTI EBpOIeHCHKi
¢apmakorei Noe R1-CEP 2010-380 - Rev 01 (3aTBeppkeHo: R1-
CEP 2010-380 - Rev 00) gns1 gitouoi peuoBrHu Kanito xyopug Big
B)KE 3aTBEpP/PKEHOr0 BUPOOHNKa, SIK HAC/IIZOK 3MiHa Ha3BU
BupobHUKa (3atBepykeHo: K+S Kali GmbH; 3anpornoHoBaHo:
K+S Minerals and Agriculture GmbH). 3minu I Tuny - 3minu 3
sikocTi. Ceprudikar BignosifgHocTi/I'E-ceprudikar BianoBigHoCT
€Bponeiicekili papmakornei/mMoHorpadii. [TogaHHs HoBoro abo
OHOBJIEHOTO ceprrikaTa BimoBiAHOCTI ab0 BUMTYUYeHHSsI
ceprudikara BifimoBigHOCTI EBpoMelichKiil hapmakorei: g ADI;
JI1S1 BUXi/JHOTO MaTepiay/peareHTy/IIPOMi>)KHOTO MIPOJYKTY, 1110
BUKOPUCTOBYIOThCS y BUPOOHULITBI ADI; 71T OTTOMDKHOT
peuoBHHH (cepTHdiKaT BigoBiAHOCTI E€BpomneiiceKill dhapmakorei)
- OHoB/IeHUI cepTUdIKaT BiJ] y)ke 3aTBep/KeHOro BUPOOHHKa -
TTopaHHs oHOB/eHOro cepTUdiKaTa BiJlIOBifHOCTI €BpONenchKil
tapmakoriei Ne R1-CEP 2010-380 - Rev 03 z1s1 fjiro4oi peuoBHHH
Kauiro xmopup Bif Bxke 3aTBep/pKeHoro BupobHrka K+S Minerals
and Agriculture GmbH. 3minu I Tuny - 3mMiHU 3 SIKOCTI.
Ceptudikat BignosigHocTi/I'E-ceprudikar BignosigHocTi
€Bponeiicekili papmakonei/mMoHorpadii. [TogaHHs HoBoro abo
OHOBJIEHOTO ceprrikaTa BimoBiAHOCTI ab0 BUTYUYEHHSsI
ceprudikarta BifimoBigHOCTI EBpoOMelchKiil hapmakorei: g ADI;
JI1S1 BUXi/JHOTO MaTepiay/peareHTy/IIPOMi’)KHOTO MIPOAYKTY, 1110
BUKOPHCTOBYIOThCS y BUPOOHULITBI ADI; 17151 ONOMDKHOT
peuoBHHH (cepTHdiKaT BigoBigHOCTI E€BpomneiiceKill dpapmakorei)
- OHoB/IeHUI cepTUdIKaT BiJ] y)ke 3aTBep/KeHOro BUPOOHMKa -
TlopaHHs OHOB/eHOrO cepTUdiKaTa BiJlIOBifHOCTI €BpONenchKil
tapmakoriei Ne R1-CEP 2013-157 - Rev 00 (3aTBepzpkeHo: RO-
CEP 2013-157 - Rev 00) p151 fjitouoi peuoBUHU AJIaHiH Bif Bxxe
3aTBepzpKeHoro BupobHrka Amino GmbH. 3minu I tuny - 3miHu 3
sikocTi. Ceprudikar BignosifgHocTi/I'E-ceprudikar BianosigHoCT
€Bponeiicekiii papmakornei/MoHorpadii. [TogaHHs HoBoro abo
OHOBJIEHOTO ceprrikaTa BifmoBiAHOCTI ab0 BUTYUYeHHSsI
ceprudikara BifimoBigHOCTI EBpoMelchKiil hapmakorei: g ADI;
JI1S1 BUXi/JHOTO MaTepiay/peareHTy/IIPOMi>)KHOTO MIPOJYKTY, 1110
BUKOPUCTOBYIOThCS y BUPOOHULITBI ADI; 7151 OMOMDKHOT
peuoBHHH (cepTHdiKaT BigoBiAHOCTI E€BpomneiiceKill dpapmakorei)
- OHoB/IeHUI cepTUdIKaT BiJ] y)ke 3aTBep/KeHOro BUPOOHMKa -
TlopaHHs oHOB/eHOro cepTUdiKaTa BiJlIOBifHOCTI €BpONenchKil
¢apmaxorrei Ne R1-CEP 2004-086-Rev 06 (3aTBepzxeno: R1-CEP
2004-086-Rev 05) /151 firouoi peyoBUHU AJIaHiH Bij BxXe
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3aTBepzKkeHoro BupobHuka Evonik Rexim (Nanning)
Pharmaceutical Co., Ltd. 3minu I Tuny - 3minu 3 sikocTi.
Ceptudikat BignosigHocTi/I'E-ceprudikar BignosigHocTi
€Bponeiicekili papmakonei/MoHorpadii. [TogaHHs HoBoro abo
OHOBJIEHOTO ceprrikaTa BimoBiAHOCTI ab0 BUTYUYEHHSI
ceprudikara BifimoBigHOCTI EBpoMelchKiil hapmakorei: g ADI;
JI1S1 BUXi/JHOTO MaTepiay/peareHTy/IIPOMi>)KHOTO MIPOJYKTY, 1110
BUKOPHCTOBYIOThCS y BUPOOHULITBI ADI; 171t OTTOMDKHOT
peuoBHHH (cepTHdiKaT BigoBiAHOCTI E€BpomneiiceKill dpapmakorei)
- OHoB/IeHUI cepTUdIKaT BiJ] y)ke 3aTBep/KeHOro BUPOOHMKa -
TlopaHHs oHOB/eHOro cepTUdikKaTa BiJlIOBifHOCTI €BpONenchKil
¢apmaxorrei Ne R1-CEP 1999-136-Rev 07 (3aTBepzxeHo: CEP
1999-136-Rev 06) ans giroyoi peyoBrHU MeTiOHiH Bij yxe
3aTBeppKeHoro BupobHuka Sekisui Medical Co., Ltd. 3minu I
THITy - 3MiHH 3 sikocTi. Ceprudikar BignosigHocTi/I'E-ceptudikar
BifimoBiHOCTI €BponelickKili hapmakornei/MoHorpadii. [TogaHHs
HOBOro abo OHOBJ/IEHOTO cepTHikara BigmosigHocTi abo
BHJTIyYeHHs cepTrdikaTa BiAroBifHOCTI EBponeiiceKin
tapmakornei: g ADI; s BUXifHOTO
Marepiany/peareHTy/lIpOMi>XHOT0 MPOAYKTY, 1[0
BHKOPHCTOBYIOTECS y BUPOOHUITBI ADI; 17151 0nIOMDKHOT
peuoBHHH (cepTHdIKaT BimoBiAHOCTI EBpomneichKil dpapmakorei)
- OHOBJIeHM# cepTudikaT Bif y>Ke 3aTBepyKEHOT0 BUPOOHHKA -
INozpaHHs OHOBJIEHOTO cepTHdiKaTa BiANOBifHOCTI EBpOITeHCHKil
capmaxornei Ne R1-CEP 2004-277-Rev 02 (3aTBepzxeno: R1-CEP
2004-277-Rev 01) asist girouoi peuoBuHH TpPeoHiH Bif Bxe
3aTBep/pKeHoro BUpobHrKa Amino GmbH. 3minn I Tuny - 3minu 3
sikocTi. CepTudikar BignosigHocTi/I'E-ceprudikat BianosigHocTi
€pornelicekiil hapmakonei/MoHorpadii. [TonanHs HOBoro abo
OHOBJIEHOTO cepTH(ikaTa BinoBigHOCTI ab0 BUMyUeHHS
ceprudikarta BifinoBigHOCTI EBpomnelichKiil hapmakorei: ans ADI;
ZI71s1 BUXiJHOTO MaTepiany/peareHTy/IIpPOMi’)KHOT'O IPOJYKTY, 1110
BHKOPHCTOBYIOTHCS y BUPOOHUITBI ADI; a1 101IOMDKHOT
peuoBHHH (cepTUdIKaT BigmoBiAHOCTI EBpomneichKil dpapmakorei)
- OHOBJ/IeHM# cepTudikaT Bif y>ke 3aTBepyKEHOT0 BUPOOHHKA -
IopaHHs OHOBJIEHOTO cepTHdiKaTa BiANOBifHOCTI EBpOITeHCHKil
capmaxornei Ne R1-CEP 2014-132-Rev 00 (3aTBepzxeno: RO-CEP
2014-132-Rev 00) asis1 girouoi peuoBuny PeHinanaHiz Bij Bxe
3aTBepzpKeHoro BUpobHrKa Shanghai Ajinomoto Amino Acid Co.,
Ltd. 3minu I Tuny - 3minu 3 sikocTi. CepTrdikaT
BignoBigHocTi/TE-cepTudikar BignoBigHocTi €EBponencbKin
(hapmakornei/mMoHorpadii. ITogaHHS HOBOrO ab0 OHOBJIEHOTO
ceprudikara BifmoBizHOCTI abo BrTyuyeHHs cepTudikaTa
BiAnoBigHoCTI €Bponeiichkiit papmaxomnel: aas ADI; s
BUXIiJJHOTO MaTepiasy/peareHTy/lIPOMi>KHOTO TIPOAYKTY, 11{0
BHUKOPHCTOBYIOThCS y BUPOOHULITBI ADI; 1711 JONOMDKHOT
peuoBUHH (cepTUdiKaT BiMoOBifHOCTI EBpoONenchKil dapmakorel)
- OHOB/IeHHH cepTHdIKaT Bif] y>Ke 3aTBepKeHOT0 BUPOOHHKA -
IlojiaHHs OHOBJIeHOTO cepThdikKaTa BiJJoBijHOCTI E€BporenchKii




80

Ne Haszea dopma sunycky 3asneHuk Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka ¢opma, 3as18HUKA @UPOGHUKA 8ionycky peecmpayitiHozo
3acoby YNakoeka) noceioueHHst

tapmaxorei Ne R1-CEP 2007-356-Rev 01 (3aTBepzxeno: R1-CEP
2007-356-Rev 00) asist girouoi peuoBunu Kanbiiro xmopug (y
BUIJISI KaJIbLIit0 XJIOPUAY AWTiZipaTy) Bifj BXKe 3aTBePJKEHOr0
Bupob6HrKa Merck KGaA. 3minu I tumy - 3MiHH 3 SIKOCTI.
Ceprudikat BianosigHocti/I'E-ceprudikaT BianosigHocTi
€Bponeiicekili papmakonei/mMoHorpadii. [TofanHs HoBoro abo
OHOBJIEHOTO cepTHiKaTa BiJNOBiAHOCTI ab0 BUTYUYeHHS
ceprucdikaTa BignoBigHoCTI €Bponeiichkiii dapmakorei: aas ADI;
JI71s BUXiJHOTO Marepiasty/peareHTy/IpOMi>)KHOTO NPOAYKTY, 1110
BHUKOPHCTOBYIOThCS1 y BUPOOHULITBI ADI; 1711 1ONOMDKHOT
peuoBUHH (cepTUdiKaT BiNOBifHOCTI EBpoONenchKil dapmakorel)
- OHOB/IeHHH cepTHdIKaT Bif] y>Ke 3aTBepKeHOT0 BUPOOHHKA -
TTozpaHHs OHOBJIEHOTO CepTHdiKaTa BiZINOBiHOCTI €BpoMeichbKin
tapmaxornei Ne R1-CEP 2014-063-Rev 00 (3aTBepzxeno: RO-CEP
2014-063-Rev 01) ans girouoi peuoBuHH JIisuH (y BUTTIAAL JTi3UHY
arleTaTy) Bifi Be 3aTBep/pKeHOro BUpobHuKa Ajinomoto Health
and Nutrition North America, Inc. 3minu I Tuny - 3minu 3 sIKOCTi.
Ceptudikat BignosigHocTi/I'E-ceprudikar BignosigHocTi
€Bponeiicekiii papmakornei/MoHorpadii. [ToganHs HoBoro abo
OHOBJIEHOTO ceprrikaTa BimoBiAHOCTI ab0 BUTYUYEHHSsI
ceprudikara BifimoBigHOCTI EBpoMelchKiil hapmakorei: g ADI;
JI1S1 BUXi/JHOTO MaTepiay/peareHTy/IIPOMi’)KHOTO MIPOAYKTY, 1110
BUKOPHCTOBYIOThCS y BUPOOHULITBI ADI; 17151 ONOMDKHOT
peuoBHHH (cepTHdiKaT BigoBiAHOCTI E€BpomneiiceKill dpapmakorei)
- OHoB/IeHUI cepTUdIKaT BiJ] y)ke 3aTBep/KeHOro BUPOOHMKa -
TTopaHHs OHOB/EeHOro cepTUdikKaTa BiJlIOBifHOCTI €BpONenchKin
tapmakoriei Ne R1-CEP 2006-315 - Rev 03 (3aTBepzpkeHo: R1-
CEP 2006-315 - Rev 02) pn1s1 ziitouoi peuoBrHu CepHH Bij| BxXe
3aTBepzpKeHoro BupobHrka Amino GmbH. 3minu I tuny - 3miHu 3
sikocTi. Ceprudikar BignosifgHocTi/I'E-ceprudikar BianoBigHoCTI
€Bponeiicekili papmakonei/MoHorpadii. [TogaHHs HoBoro abo
OHOBJIEHOTO ceprrikaTa BimoBiAHOCTI ab0 BUTYUYEHHSI
ceprudikara BifimoBigHOCTI EBporelichKiil hapmakorei: g ADI;
JI1S1 BUXi/JHOTO MaTepiay/peareHTy/IIPOMi>)KHOTO MIPOJYKTY, 1110
BUKOPUCTOBYIOThCS y BUPOOHULITBI ADI; 7151 OMOMDKHOT
peuoBHHH (cepTHdiKaT BigoBiAHOCTI E€BpomneiiceKill dpapmakorei)
- OHoB/IeHUI cepTUdIKaT BiJ] y)ke 3aTBep/KeHOro BUPOOHMKa -
TTopaHHs oHOB/eHOro cepTUdikKaTa BiJlIOBifHOCTI €BpONenchKil
¢apmaxorrei Ne R1-CEP 2015-167-Rev 00 (3aTBepzxeHo: RO-CEP
2015-167-Rev 01) st girouoi peuoBuHu OJiist 0/1MBKOBa
pacdinoBana Bifi BxXe 3aTBeppKkeHoro Bupobuuka SOCIETE
INDUSTRIELLE DES OLEAGINEUX. 3minu I trmy - 3minu 3
sikocTi. CepTudikar BignoigHocTi/I'E-cepTrdikat BianosigHocTi
€porelicekiil hapmakonei/MoHorpadii. [TonanHs HOBoro abo
OHOBJIEHOTO cepTH(ikaTa BirnoBigHOCTI ab0 BUMyUeHHS
ceprudikarta BifimoBigHOCTI EBpomnelichKiil papmakornei: ans ADI;
ZI71s1 BUXiJHOTO MaTepiany/peareHTy/IIPOMi’)KHOT'O IPOJYKTY, 1110
BHKOPHCTOBYIOTHCS y BUPOOHUITBI ADI; 17151 101IOMDKHOT
peyoBUHH (cepTUdiKaT BiJnoBigHOCTI EBponelchbKil dapmakorei)
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- OHoOB/IeHMI cepTUdIKaT BiJ] y)ke 3aTBep/KeHOro BUPOOHHKa -
TTopaHHs oHOB/eHOro cepTUdikKaTa BiJlIOBifHOCTI €BpONenchKil
tapmakorei Ne R1-CEP 1999-014 - Rev 04 (3aTBeppkeHo: R1-
CEP 1999-014 - Rev 03) g1s1 iitouoi peuoBUHU [30/1€ML{uH Bif Bxe
3aTBepzkeHoro BupobHrka Kyowa Hakko Bio Co., Ltd, Hofu
Plant.
3wminn [ Tuny - 3minu 3 sikocti. Ceprudikat BifgnosigHocTi/I'E-
ceptudikar BignoBigHOCTI EBpOMNenchKii
(apmakornei/mMoHorpadii. ITogaHHSI HOBOrO ab0 OHOBJIEHOTO
ceprudikara BifmoBizHOCTI abo BrTyuyeHHs cepTudikaTa
BiAnoBigHoCTI €Bponeiichkiit papmaxomnel: aas ADI; as
BUXIiJJHOTO MaTepiaty/peareHTy/lIPOMi>KHOTO TIPOAYKTY, 1[0
BHUKOPHCTOBYIOThCS1 y BUPOOHULITBI ADI; 1711 1ONIOMDKHOT
peuoBUHH (cepTUdiKaT BiNoOBifHOCTI EBpoONenchKil dapmakorel)
- OHOB/IeHHH cepTHdIKaT Bif] y>Ke 3aTBepKeHOT0 BUPOOHHKA -
TlozpaHHs OHOBJIEHOTO CepTHdiKaTa BiANOBiHOCTI €BpoMeichKin
tapmaxornei Ne R1-CEP 2004-228-Rev 03 (3aTBepzxeno: R1-CEP
2004-228-Rev 02) a5t Airouol peuoBHHH [30/1eHIMH Bif Bxke
3aTBepzyKeHoro BupobHrka Amino GmbH. 3minu I tumny - 3miHu 3
sikocti. Ceprudikar BignosigHocti/I'E-ceprudikaT BianosigHocTi
€BponeiiceKili papmakonei/MoHorpadii. [TofanHs HoBoro abo
OHOBJIEHOTO cepTHiKaTa BiJNOBiAHOCTI ab0 BUTYUYeHHS
ceprudikaTa BignoBigHoCTi EBponeiichkiii papmakorei: aas ADI;
Ji71s BUXiJHOTO Marepiasty/peareHTy/IpOMi>)KHOTO NPOAYKTY, 1110
BHUKOPHCTOBYIOThCS y BUPOOHULITBI ADI; 1711 JONOMDKHOT
peuoBUHH (cepTUdiKaT BiNOBifHOCTI EBpoONenchKil dapmakorel)
- OHOB/IeHHH cepTHdIKaT Bif] y>Ke 3aTBepyKeHOT0 BUPOOHHKA -
TlozpaHHs OHOBJIEHOTO CepTHdiKaTa BiANOBiHOCTI €BponeichKi
cdapmaxornei Ne R1-CEP 2013-179-Rev 00 (3aTBepzxeno: RO-
CEP 2013-179-Rev 00) psis1 fitouoi peuoBunu I'nityH Bif Bxke
3aTBepykeHoro BupobHrka Amino GmbH. 3minu I tumny - 3miHu 3
sikocti. Ceprudikar BignosigHocti/I'E-ceprudikaT BianosigHocTi
€BpomneiiceKili papmakonei/MoHorpadii. [TofanHs HoBoro abo
OHOBJIEHOTO cepTHiKaTa BiJNOBiAHOCTI ab0 BUTYUYeHHS
ceprudikaTa BignoBigHoCTi €Bponelichkiii papmakorei: aas ADI;
Ji71s BUXiJHOTO Marepiasty/peareHTy/IpOMi>)KHOTO NPOAYKTY, 1110
BHUKOPHCTOBYIOThCS1 y BUPOOHULITBI ADI; 1711 1ONOMDKHOT
peuoBUHH (cepTUdiKaT BiNOBifHOCTI EBpONenchKil dapmakorel)
- OHOB/IeHHH cepTHdIKaT Bif] y>Ke 3aTBepKeHOT0 BUPOOHHKA -
TlozpaHHs OHOBJIEHOTO CepTHdiKaTa BiANOBiHOCTI €BpoMeichKin
tapmaxornei Ne R1-CEP 2008-099-Rev 04 (3aTBepzxeno: R1-CEP
2008-099-Rev 03) ass girouoi peuoBunu ['inyH, Bif Bxe
3aTBepzKkeHoro BupobHuKa Evonik Rexim (Nanning)
Pharmaceutical Co., Ltd. 3minu I Tuny - 3minu 3 sikocTi.
Ceptudikat BignosigHocTi/I'E-ceprudikar BignosigHocTi
€Bponeiicekili papmakonei/MoHorpadii. [ToganHs HoBoro abo
OHOBJIEHOTO ceprrikaTa BimoBiAHOCTI ab0 BUMTyUYEHHSsI
ceprudikarta BifimoBigHOCTI EBpoOMelchKiil hapmakorei: g ADI;
JIJIs1 BUXi/IHOTO MaTepiaay/peareHTy/IPOMi’>KHOTO PO/LYKTY, 110
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BHUKOPHCTOBYIOThCS1 y BUPOOHULITBI ADI; 1711 1ONIOMDKHOT
peuoBUHH (cepTUdiKaT BiMOBifHOCTI EBpONenchKil dapmakorel)
- Hogwit cepudikar Ha HectepunbHuit ADI, sikuit 6yze
BHKOPUCTOBYBATUCS /1 BUPOOHUIL{TBA CTEPU/ILHOTO JIIKaPCHKOTO
3acofy, SKIII0 BOJia BUKOPHCTOBYETHCS Ha OCTaHHIX eTarnax
CHHTe3y Ta MaTepias He BIIbHUH Bifi OakTepiabHAX eH/J0TOKCHHIB
- [TozaHHs HOBOTO cepTH(iKaTa Bi/JIOBIHOCTI E€BpoONenchKii
tapmakoriei Ne RO-CEP 2018-029-Rev 01 p151 fjitouoi peuoBUHU
Harpiro arjerar (y BUIIsiZi HAaTpilo alleTaTy TPUTiApaTy) Bif BKe
3aTBepZKEHOro BUPOOHVIKA, SIK HACJTi/JOK TIPUBE/IeHHST Pe/IaKIil
Ha3BY BUPOOHUKA y BignoigHicts 10 CEP (3atBepmkeHo: Niacet
b.v.; 3anponionoBano: Niacet BV). 3minu I tury - 3MiHu 3 SKOCTI.
Ceptudikat BignosigHocTi/I'E-cepTudikar BignosigHocTi
€pornelicekiil hapmakonei/MoHorpadii. [TonanHs HOBoro abo
OHOBJIEHOTO cepTH(ikaTa BignoBigHOCTI ab0 BUMyUeHHS
ceprudikarta BifinoBigHOCTI E€BpomnelichKiil hapmakornei: ans ADI;
ZI71s1 BUXiJHOTO MaTepiany/peareHTy/IIPOMi’)KHOT'O IPOJYKTY, 1110
BHKOPHCTOBYIOTHCS y BUPOOHUITBI ADI; 17151 01IOMDKHOT
peuoBHHH (cepTUdIKaT BigmoBiAHOCTI EBpomneichKil dpapmakorei)
- HoBuii ceprudikar Ha Hectepubhuit ADI, sikuii 6y e
BUKOPHCTOBYBATHUCS /|jIs1 BUPOOHUIITBA CTEPUIBHOTO JIIKAPCHKOTO
3aco0y, fKIII0 BO/JIa BUKOPHCTOBYETHCS Ha OCTaHHIX eTarax
CHHTe3y Ta MaTepias He Bi/bHUI Bifi GakTepiabHUX eHJOTOKCHHIB
- [Mozanns HOBoOrO cepTH(iKaTa BifoBigHOCTI E€BponeHchKii
tapmakoriei Ne R1-CEP 2014-366 - Rev 00 st fjiro4uoi peuoBHHH
CepuH Bif HOBOro Brpo6HiKa Evonik Rexim (Nanning)
Pharmaceutical Co., Ltd. 3minu I Tuny - 3minu 3 siKocTi.
Ceptudikat BignosigHocTi/I'E-ceptudikar BignosigHocTi
€pornelicekiil hapmakonei/MoHorpadii. [TonanHs HOBoro abo
OHOBJIEHOTO cepTH(ikaTa BinoBigHOCTI ab0 BUMyUeHHS
ceprudikarta BifinoBigHOCTI EBpomnelichKiil hapmakorei: ans ADI;
ZI71s1 BUXiJHOTO MaTepiany/peareHTy/IIpPOMi’)KHOT'O IPOJYKTY, 1110
BHKOPHCTOBYIOTHCS y BUPOOHUITBI ADI; a1 101IOMDKHOT
peuoBHHH (cepTUdIKaT BigmoBiAHOCTI EBpomneichKil dpapmakorei)
- HoBuii ceprudikar Ha Hectepuibhuit ADI, sikuii 6y e
BUKOPHCTOBYBATHUCS /ijIs1 BUPOOHUIITBA CTEPUIBHOTO JIIKAPCHKOTO
3aco0y, fKIII0 BO/JIa BUKOPHCTOBYEThCS Ha OCTaHHIX eTarax
CHHTe3y Ta MaTepias He Bi/bHUI Bifi GakTepiabHUX eHJOTOKCHHIB
- [Nozanns HoBoOrO cepTH(iKaTa BifoBiAHOCTI E€BponeHchKii
tapmakorei Ne RO-CEP 2016-137-Rev 00 znsi fjito4oi peuoBHHU
BauiH Big HoBOrO Bpo6HMKa Amino GmbH. 3minu I Tuny - 3miHu
3 sikocTi. A®I. KonTtposs A®I. 3miHa y mapamerpax crerjudikarii
Ta/abo JOMYyCTUMHX MeX, BU3HauUeHHX y crierdikarisx Ha ADI,
abo BUXiZHWI/IPOMDKHUI TIPOAYKT/Pearexr, 1o
BHUKOPHCTOBYIOTHCS Y TIpotieci BUpoOHuITBa ADI (ZOrIOBHEHHS
crienydikariii HOBUM IMOKa3HUKOM SIKOCTI Ta BiJIOBiTHUM
MEeTO/IOM BUMpPOOyBaHHs1) [IomoBHeHHs crietudikariii At Ailouoi
pevoBrHH Oytist 0nMBKOBa paciHOBaHa HOBMM ITOKa3HHUKOM SIKOCTL
«bakTepiasbHi eHoTokcuHM» (?10 EU/g ) Ta BignoBigHuM
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MeTozioM BunpobyBaHHs (Ph.Eur. 2.6.14).
3minu I tuny - 3minu 3 gkocti. APIL. Kontpons A®I. 3miHa y
rapameTpax crienjuikariiii Ta/abo JOIyCTUMHX MesK, BU3HaUeHNX
y crnienmdikauisix Ha ADI, abo BUXiAHUI/TPOMIKHUN
IPO/YKT/peareHT, 11j0 BAKOPUCTOBYIOThCS Y MpoLieci BAPOOHHLITBA
A®I (nomoBHeHHS crenudikariii HOBUM ITOKa3HUKOM SIKOCTI Ta
Bi/INOBiJTHUM MeTO/ZIoM BUNPOOYBaHHsT) [loTIOBHEHHS crieludikariii
[UIs1 Aif0u0i peuoBrUHU PUG’siumii KUp, HaCUUeHui omera-3
JKUPHMMHU KMCI0TaM1 HOBUM TTOKa3HUKOM SIKOCTi «BakrepiabHi
eHjoToKCHHU» (?10 EU/g) Ta BiAnoBigHUM MeTOZ0M
BunpobysaHHs (Ph.Eur. 2.6.14). 3minu I tuny - 3MiHH 3 sKOCTI.
A®I. Kontposms A®I. 3miHa y mapameTrpax crerydikariiii ta/abo
JOMYCTUMHX MEX, BU3HaueHUX y creruodikanisx Ha ADI, abo
BUXiJHUI/TIPOMDKHUI NIPOJYKT/peareHT, 1110 BUKOPUCTOBYIOThCS Y
riporieci BupobHurTBa ADI (fomoBHeHHs crierjdikariii HOBUM
TI0Ka3HUKOM SIKOCTi Ta BiJlIOBi/JHIM MeTOZ0M BUIPOOYBaHHs)
HonoBHeHHs crienuikaiii As Aito4yoi peyoBuHu Tpuriinepuau
cepeZHbOTO JIAHLFOTa HOBHUM ITOKa3HUKOM SIKOCTi «bakrepianbHi
eH/l0TOKCMHW» (<10 EU/g) Ta BiAnoBijHUM MeTO/10M
BunpobysaHHs (Ph.Eur. 2.6.14). 3minu I tuny - 3MiHH 3 siKOCTI.
A®I. Koutposs A®I. 3miHa y mapameTrpax crerdikariii ta/abo
JOMYCTUMHX MEX, BU3HauUeHUX y creruoikarisx Ha A®DI, abo
BUXiJHUI/TIPOMDKHUI IPOJYKT/peareHT, 1110 BUKOPUCTOBYIOThCS Y
riporieci BupobHurTBa ADI (fomoBHeHHs crierjikariii HOBUM
TI0Ka3HUKOM SIKOCTi Ta BiJlIOBi/JHIM MeTOZ0M BUIPOOYBaHHs)
HonoBHeHHs crienudikauii Ans Aitouoi peyoBunu Ouist coeBa
paciHOBaHa HOBHM TMOKa3HUKOM SIKOCTi «bakTepianbHi
eH/l0TOKCHMHW» (<10 EU/g) Ta BiAnoBijHUM MeTO/10M
BunpobysanHs (Ph.Eur. 2.6.14).
3wminn I Tuny - 3minu 3 sikocti. Ceprudikar BignosigHocTi/I'E-
ceptudikar BiAnoBifHOCTI €BponeiceKin
tapmakorei/moHorpadii. [TogaHHs HOBOro abo OHOBIEHOTO
ceprudikara BifnosigHocTi abo BuyueHHst ceprrdikaTa
BiAmoBifHOCTI EBponeiickkiii hapmakomnel: aas ADI; ams
BUXIIHOTO MaTepiasy/peareHTy/IIPOMIKHOIO NIPOAYKTY, 1110
BHKOPHCTOBYIOTHCS y BUPOOHUITBI ADI; 17151 01IOMDKHOT
peuoBHHH (cepTUdIKaT BigmoBiAHOCTI EBpomneichKil dpapmakorei)
- OHOBJ/IeHM# cepTudikaT Bifi y>Ke 3aTBepyKEHOT0 BUPOOHHKA -
IopaHHs OHOBJIEHOTO cepTHdiKaTa BiANOBifHOCTI EBpOITeHCHKil
capmaxornei Ne R1-CEP 2014-227-Rev 00 (3aTBepzxeno: RO-CEP
2014-227-Rev 00) anist girouoi peuoBunu JIi3uH (y BULIsAL Ti3UHY
arleTaTy) Bifi BKe 3aTBeppKeHoro Bupo6Huka Kyowa Hakko Bio
Co., Ltd, Hofu Plant.

130.

CMO®DKABIB
EH
LIEHTPAJIBH
umn

eMyJIbCist Ans iHdy3ii;
o 986 mu, o 1477
M, 1o 1970 mn, no
2463 Mn B

TpPUKaMepPHOMY

Dpeseniyc Kabi

[Holiunang
I'moX

HimeuunnHa

®peseniyc Kabi Ab

IIBersis

BHeCeHHsI 3MiH /I0 peecTpaliiiHix MaTepiasiB: 3minu I Tumy -
ApmiHicTpaTBHI 3MiHH. 3MiHa HaliMeHyBaHHsI Ta/abo afpecy
MiCLsl IPOBa/PKeHHS Ais/IbHOCTI BUPOOHMKaA (BK/IHOUAOuH, 3a
HeobXi[HOCTi, MiClje TIPOBe/IeHHsI KOHTPOJTIO SIKOCTi), a60
BJIACHMKA MacTep-daiisa Ha A®DI, abo mocrayajbHUKA

3a peyenmom

UA/14346/01/01
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M/IaCTUKOBOMY A®I/BuxifHOro Marepiasy/peareHTy/IpOMi’)KHOIO IPOAYKTY, 1110

KoHTeltHepi «biodin»,
SIKUH Pa3oM 3
aHTHOKHCHUKOM
BMILYIOTb Y
30BHIIIHIH
M71aCTUKOBUH MIILIOK;
o 986 mn, o 1477
M, 1o 1970 mn B
TPUKaMepHOMY
71ACTUKOBOMY
KoHTelHepi «biogin»,
SIKUI pa3oM 3
AHTHOKHCHUKOM
BMIILYIOTb y
30BHILIHINI
M/IACTUKOBHH MIIIIOK;
110 4 MIIlIKU B
KopoO1yi; o 2463 M1 B
TPUKaMepHOMY
T/TACTUKOBOMY
KoHTeliHepi «Bbiodin»,
SIKUH Pa3oM 3
AHTHOKHCHUKOM
BMILYIOTb Y
30BHIIIHIN
TJIACTUKOBHI MIIIIOK;
1o 3 MillKK B KOpOoOLji

3aCTOCOBYIOTBCSI Y BUPOOHUIITBI ADI (SKILO 3a3HAUYEHO Y JOChE HA
JIKapChKUi 3acib) 3a BiicyTHOCTI cepTudikara BifnosigHOCTI
EBporelicebKiil (hapmakoriel y 3aTBep)KeHOMY /j0Cke, abo
BUPOOHKKA HOBOI OMOMIXKHOI PEYOBHHH (SIKILIO 3a3HAUEHO Y
Jocke) 3MiHa HaliMeHyBaHHS BUPOOHMKA 10401 peyoBUHU
Harpiro auetar (y BUI/IAZi HaTpito alieTaty TpUrigpary), 6e3 sMmiHu
Micrs BUpo6HuLTBa 3aTBeppkeHo: Dr. Paul Lohmann
3anporioHoBaHo: Dr. Paul Lohmann GmbH & Co. KGaA.
3minu I Tny - AgmiHicTpaTiBHI 3MiHU. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu MiClist TPOBAPKEHHSI isUTbHOCTI BUPOOHHKA
(BK/TIOUArOuM, 3a HeOOXi[HOCTI, MiCIje TIPOBEIEHHS KOHTPOJIIO
sIKOCTi), abo BracHUKa MacTtep-(aiia Ha A®PI, abo mocTauasbHUKa
A®I/BuxifHoro Marepiasny/peareHTy/IIpOMi’)KHOT'O IPOAYKTY, 1110
3aCTOCOBYIOTHCSI Y BUpOOHHULITBI A®DI (SIKILI0 3a3HAUEHO Y JOChE Ha
JiKapChKuii 3acib) 3a BiicyTHOCTI cepTudikara BifnoBigHOCTI
€BporeiiceKit papmakoriei y 3aTBepAKeHOMY [0ChE, a60
BHPOOHMKA HOBOI OMOMIKHOI peYOBHHH (SIKIIIO 3a3HAUEHO Y
Jlocke) 3MiHa HaliMeHyBaHHS1 BADOOHMKA /1iF040i peUOBUHN
Hartpiro riigepodocdar (y Burnsai Hatpito riaitepodocdary
rigpaty), 6e3 aminu miciist BupobHuiTBa 3atBeppkeHo: Dr. Paul
Lohmann GmbH 3anpononosaso: Dr. Paul Lohmann GmbH &
Co. KGaA. 3minu I tuny - 3minu 3 sikocti. A®I. Konrponas ADI.
3MiHa y mapameTtpax crerugikariii Ta/abo JOIyCTUMUX MEX,
BH3HaueHUX y crienudikariisx Ha ADI, abo BUXiJHUI/TIPOMIKHHIH
IPO/YKT/peareHT, 11j0 BAKOPUCTOBYIOThCS Y NpoLieci BAPOOHHLITBA
A®I (BumyueHHsI He3HAUHOTO ITOKa3HUKA SIKOCTi (HarpuK/Iaz,
BHJTyU€HHsI 3aCTapijioro rMoka3Huka)) 3MiHu B crieLjuikarii
BuxigHoro mpoaykry (fatty acid starting material), 30kpema
BUJTy4YeHHsI TapameTpa «TepMOCTiHKiCTb KO/IbOpY», SIKHH TTOESHYE
ZiBa Kputepil NpuiHATHOCTI « TepMOCTIHKICTh KO/IbOPY, )KOBTHM» i
«TepMOCTiHKiCTb KOJIbOPY, UepBOHU». 3MiHU [ TUMY - 3MiHM 3
sikocTi. A®I. CrabinbHicTb. 3MiHa repiofy MOBTOPHUX
BUMNpoOyBaHb/miepioy 36epiranHs abo ymoB 36epiranss ADI (3a
BiZICYTHOCTI y 3aTBep>KeHOMY Z0cChe cepTudikaTa BiJjlIoBiHOCTI
€BponeiceKii Gpapmakorei, 1j0 BK/IFOYAE Nepiof] TOBTOPHOTO
BUMNpoOyBaHHs) (TIepio/] TOBTOPHOTrO BUNPOOYBaHHs/Tepiof
36epirantst) - 36i/bIeHHst ab0 BBe/|eHHsT Tepiofly TIOBTOPHOIO
BUINPOOYBaHHs/1Iepiofly 30epiraHHs Ha OCHOBI pe3y/bTaTiB
JIOCJTPKeHb y peanbHOMY uaci - 361/IbIIeHHs IepioZly TOBTOPHOTO
BUMPOOOBYBAHHS HA OCHOBI Pe3y/IbTATIB AOC/I/HKEHD Y PeabHOMY
yaci g firouoi peuoBHHH TaypuH, II0 BUTOTOBISIETHCS
BupobHrKoM Sekisui Medical Co., Ltd. 3 24 micsis g0 48
micsyiB. 3minu I trny - 3minu 3 sikocti. A®I. CrabinbHicTb. 3MiHa
repiofly MOBTOPHKX BUIPoGyBaHb/mepioAy 36epiranus abo ymoB
36epiranHs A®I (3a BiICyTHOCTI y 3aTBep>KEHOMY J0ChE
cepTudikara BignosigHocTi €BponeichKil papmakonei, 110
BKJIFOYAE 1epio MOBTOPHOrO BUMPoOyBaHHs) (11epio/ MOBTOPHOTO
BUNPOOYBaHHsI/Tiepiof 36epiranHs) - 36i/bleHHs: a60 BBeEHHS
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Triepio/ly MOBTOPHOTO BUIpoOyBaHHsi/miepiofy 36epiraHHs Ha
OCHOBI pe3y/IbTaTiB A0C/i/)KeHb y pealbHOMY uaci BeesjeHHst
TriepioZly MOBTOPHOTO BUIPOOYBaHHs 36 MicsLiB ITPH TeMIiepatypi
Hwkue 25° C zist itouoi pedoBunu IpostiH BUpoGHUITBa Starlake
Bioscience Co., Inc. Zhaoqing Guangdong Starlake Biochemical
Pharmaceutical Factory Ha ocHOBi pe3y/bTaTiB JOCTiZKEeHb Y
peasbHOMY yYaci. 3MiHu I Ty - 3miHu 3 sikocTi. CepTudikar
BignoBigHocTi/TE-cepTudikar BignoBigHocTi €EBponencbKin
(apmakornei/mMoHorpadii. ITogaHHSI HOBOrO ab0 OHOBJIEHOTO
ceprudikara BifmoBizHOCTI abo BrTyuyeHHs cepTudikaTa
BiAnoBigHoCTI €Bponeiichkiit papmaxomnel: aas ADI; as
BUXIiJJHOTO MaTepiaty/peareHTy/lIPOMi>KHOTO TIPOAYKTY, 1[0
BHUKOPHCTOBYIOThCS1 y BUPOOHULITBI ADI; 1711 1ONIOMDKHOT
peuoBUHH (cepTUdiKaT BiNoOBifHOCTI EBpoONenchKil dapmakorel)
- Hoswii ceprudikar Bij HoBoro BipobOHuKa (3amiHa abo
JIOTIOBHEHHs1) BBeieHHst HOBOro BUPOOHYKa /17151 AiF0U0i peYOBHHU
Ouist coeBa padinosana SOCIETE INDUSTRIELLE DES
OLEAGINEUX, B sIKOro HasiBHHM cepTHdiKaT BifroBigHOCTI
€sponeiicekii papmakorei Ne R1-CEP 2011-115-Rev 01. 3minu I
THIly - 3MiHu 3 sikocTi. Ceprudikar BianosigHocti/I'E-ceprudixkat
BiimoBigHOCTI €BporneliceKill hapmakorei/MoHorpadii. IToganHs
HOBOro abo oHOB/IeHOTO cepTH(iKaTa BigmoBigHoCTI abo
BU/TyueHHs cepTudikara BiJnoBijHoOCTi €BponenchKin
tapmakorei: gt ADI; fnst BUXifHOTO
Marepiay/peareHTy/lIpOMi>XHOT0 MPOAYKTY, 110
BUKOPHCTOBYIOThCS y BUPOOHULITBI ADI; 171t OTTOMDKHOT
peuoBHHH (cepTHdiKaT BigoBiAHOCTI E€BpomneiiceKill dpapmakorei)
- HoBuii ceprudikar Biz HoBoro BUpobHUKa (3amiHa abo
[IONOBHeHHs1) BBe/ieHHst HOBOro BUPOOHUKA /17151 Ait0UOl PeYOBHHU
ITponin Starlake Bioscience Co., Inc. Zhaoging Guangdong
Starlake Biochemical Pharmaceutical Factory, B iKoro HasiBHUI
ceptudikar BifnoBigHoCTi EBporneiicekiit papmakoriei Ne R1-CEP
2002-047 - Rev 02 (zonoBHeHHs1). 3MiHM I Ty - 3MiHU 3 SKOCTI.
Ceptudikat BignosigHocTi/I'E-cepTudikar BignosigHocTi
€porelicekiil hapmakonei/MoHorpadii. [TonanHs HOBoro abo
OHOBJIEHOTO cepTH(ikaTa BirnoBigHOCTI ab0 BUMyUeHHS
ceprudikarta BifinoBigHOCTI EBpomnelichKiil papmakorei: ans ADI;
ZI71s1 BUXi/JHOTO MaTepiany/peareHTy/IIpOMi’)KHOT'O IPOJYKTY, 1110
BHKOPHCTOBYIOTHCS y BUPOOHUITBI ADI; 17151 101IOMDKHOT
peuoBHHH (cepTHdIKaT BimoBiAHOCTI EBpomneichKil dpapmakorei)
- HoBwii ceprudikar Big HoBoro BupobHuKa (3amina abo
[IOTIOBHEHHsT) BBe/ieHHst HOBOro BUPOOHUKA /1151 AiF0UOT PEYOBHHH
Harpito auerat (y Burssizi HaTpito atierary Tpurigpaty) MACCO
ORGANIQUES INC, B sikoro HasiBHU# cepTudiKaT BignoBigHoOCTI
€sponeticekili papmakornei Ne RO-CEP 2018-230-Rev 00. 3minu I
THIy - 3MiHu 3 sikocTi. CepTudikar BignosigHocTi/I'E-cepTudikat
BiinoBigHOCTI E€BponelicKill hapmakornei/moHorpadii. IToganus
HOBOTO0 ab0 OHOB/IEHOTO ceprrikara BigmoBizHOCTI a6o
BU/TyueHHs cepTrdikaTa BiJnoBigHocTi €BponeichKii
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tapmakornei: g ADI; s BUXiHOTO
Marepiany/peareHTy/lIpOMi>XHOT0 MPOAYKTY, 1[0
BHKOPHCTOBYIOTECS y BUPOOHUITBI ADI; 17151 0nIOMDKHOT
peuoBHHH (cepTHdIKaT BimoBiAHOCTI EBpomneichKil dpapmakorei)
- OHOBJIeHM# cepTudikaT Bif y>Ke 3aTBepyKEHOT0 BUPOOHHKA -
IopaHHs OHOBJIEHOTO cepTHdiKaTa BiANOBifHOCTI EBpOITeHCHKil
¢apmakorei Noe R1-CEP 2010-380 - Rev 01 (3aTBeppkeHo: R1-
CEP 2010-380 - Rev 00) gns1 gitouoi peuoBrHu Kaito xyopug Bij
B)KE 3aTBEP/PKEHOr0 BUPOOHYKa, SIK HAC/IZOK 3MiHa Ha3BU
Bupo6HUKa (3atBeppkeHo: K+S Kali GmbH; 3anporoHoBaHo:
K+S Minerals and Agriculture GmbH). 3minu I Tuny - 3minu 3
sikocTi. Ceprudikar BignosifgHocTi/I'E-ceprudikar BianoBigHoCTI
€Bponeiicekili papmakornei/mMoHorpadii. [TogaHHs HoBoro abo
OHOBJIEHOTO ceprrikaTa BifmoBiAHOCTI ab0 BUTYUYeHHSsI
ceprudikara BifimoBigHOCTI EBporelichKiil hapmakorei: g ADI;
JI1S1 BUXi/JHOTO MaTepiay/peareHTy/IIPOMi>)KHOTO MIPOJYKTY, 1110
BUKOPUCTOBYIOThCS y BUPOOHULITBI ADI; 7151 OMOMDKHOT
peuoBHHH (cepTHdiKaT BigoBigHOCTI E€BpomneiiceKill dpapmakorei)
- OHoB/IeHUH cepTUdIKaT BiJ] y)ke 3aTBep/KeHOro BUPOOHMKa -
TTopaHHs oHOB/eHOro cepTUdikKaTa BiJlIOBifHOCTI €BpONenchKil
tapmakoriei Ne R1-CEP 2010-380 - Rev 03 zis1 fjiro4oi peuoBHHH
Kauito xmopup Bif Bxke 3aTBep/pKeHoro BupobHrka K+S Minerals
and Agriculture GmbH.
3wminn I Tuny - 3minu 3 sikocti. Ceprudikar BignosigHocTi/I'E-
ceptudikar BiAnoBifHOCTI €BponeiceKin
tapmakorei/moHorpadii. [TogaHHs: HOBOro abo OHOBIEHOTO
ceprudikara BifnosigHocTi abo BuyueHHst cepTrdikaTa
BiAmoBifHOCTI EBponeiickkiii hapmakomnel: aas ADI; ams
BUXI/IHOTO MaTepiasy/peareHTy/IIPOMI>KHOTIO TIPOAYKTY, 1110
BHKOPHCTOBYIOTHCS y BUPOOHUITBI ADI; 17151 01IOMDKHOT
peuoBHHH (cepTHdIKaT BimoBiAHOCTI EBpomneichKil dpapmakorei)
- OHOBJIeHM# cepTudiKaT Bif y>ke 3aTBepyKEHOT0 BUPOOHHKA -
IozpaHHs OHOBJIEHOTO cepTHdiKaTa BiANOBifHOCTI EBpOIIeHCHKil
¢apmakorei Ne R1-CEP 2013-157 - Rev 00 (3aTBeppkeHo: RO-
CEP 2013-157 - Rev 00) g/151 gitouoi peuoBUHU AJIaHiH Bifi Bxxe
3aTBep/pKeHoro BUpobHrKa Amino GmbH. 3minn I Tuny - 3minu 3
sikocTi. CepTudikar BignosigHocTi/I'E-ceprudikat BianosigHocTi
€pornelicekiil hapmakonei/MoHorpadii. [TonanHs HOBoro abo
OHOBJIEHOTO cepTH(ikaTa BinoBigHOCTI ab0 BUMyUeHHS
ceprudikarta BifinoBigHOCTI EBpomnelichKiil hapmakorei: ans ADI;
ZI71s1 BUXiZJHOTO MaTepiany/peareHTy/IIpOMi’)KHOT'O IPOJYKTY, 1110
BHKOPHCTOBYIOTHCST y BUPOOHUITBI ADI; a1 0nIOMDKHOT
peuoBHHH (cepTUdIKaT BigmoBiAHOCTI EBpomneichKil dpapmakorei)
- OHOBJ/IeHM# cepTudikaT Bif y>Ke 3aTBepyKEHOT0 BUPOOHHKA -
IopaHHs OHOBJIEHOTO cepTHdiKaTa BiANOBifHOCTI EBpOITeHCHKil
tapmaxorei Ne R1-CEP 2004-086-Rev 06 (3aTBepzxeno: R1-CEP
2004-086-Rev 05) asist 1itouoi peyoBUHU AJaHiH Bif Bxxe
3aTBepzyKkeHoro upobuuka Evonik Rexim (Nanning)
Pharmaceutical Co., Ltd. 3minu I Trny - 3MiHH 3 SIKOCTI.
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Ceptudikat BignosigHocTi/I'E-cepTudikar BignosigHocTi
€pornelicekiil hapmakonei/MoHorpadii. [TonanHs HOBoro abo
OHOBJIEHOTO cepTH(ikaTa BigmoBigHOCT a60 BUMyUeHHS
ceprudikarta BifinoBigHOCTI EBpomnelichKiil hapmakorei: ans ADI;
ZI71s1 BUXi/JHOTO MaTepiany/peareHTy/IIPOMi’)KHOT'O IPOJYKTY, 1110
BHKOPHCTOBYIOTECS y BUPOOHUITBI ADI; 17151 01IOMDKHOT
peuoBHHH (cepTUdIKaT BigmoBiAHOCTI EBpomneichKil dpapmakorei)
- OHOBJIeHM# cepTudikaT Biff y>ke 3aTBepyKEHOT0 BUPOOHHKA -
ITozpaHHs OHOBJIEHOTO cepTHdiKaTa BiANOBifHOCTI EBpOIeHCHKi
capmaxorei Ne R1-CEP 1999-136-Rev 07 (3atBepzxeHo: CEP
1999-136-Rev 06) ans gitouoi peyoBrHU MeTiOHiH Bif yxe
3aTBeppkeHoro BupobHuka Sekisui Medical Co., Ltd. 3minu I
THIy - 3MiHu 3 sikocTi. CepTudikar BignosigHocTi/I'E-cepTudikat
BiinoBigHOCTI E€BponelicKill hapmakornei/moHorpadii. IToganus
HOBOTO0 ab0 OHOB/IEHOTO ceprrikara BigmosizHoCTI a6o
BUJTyUeHHsI cepTudikaTa BiJnoBifHOCTI EBpomeicebkin
tdapmaxornei: st ADI; Ans BuxifgHoro
MarTepiay/peareHTy/IIpOMKHOTO POJYKTY, 1110
BHUKOPHCTOBYIOThCS y BUPOOHULITBI ADI; 17151 JONOMDKHOT
peuoBUHH (cepTUdiKaT BiNOBifHOCTI EBpONenchKil dapmakorel)
- OHOB/IeHHH cepTHdIKaT Bif] y>Ke 3aTBepyKeHOT0 BUPOOHHKA -
TlozpaHHs OHOBJIEHOTO CepTHdiKaTa BiANOBiHOCTI €BpoMeichKin
tapmaxornei Ne R1-CEP 2004-277-Rev 02 (3aTBepzxeno: R1-CEP
2004-277-Rev 01) ania girouoi peuoBuHM TpeoHiH Bif Bxe
3aTBepyKeHoro BupobHrka Amino GmbH. 3minu I tumny - 3miHu 3
sikocti. Ceprudikar BignosigHocti/I'E-ceprudikaT BianosigHocTi
€BponeiiceKili papmakonei/MoHorpadii. [TofanHs HoBoro abo
OHOBJIEHOTO cepTHiKaTa BiJNOBiAHOCTI ab0 BUTYUYeHHS
ceprudikaTa BignoBigHoCTi €Bponeiichkiii papmakorei: aas ADI;
Ji71s BUXiJHOTO Marepiasty/peareHTy/IpOMi>)KHOTO NPOAYKTY, 1110
BHUKOPHCTOBYIOThCS1 y BUPOOHULITBI ADI; 1711 JONOMDKHOT
peuoBUHH (cepTUdiKaT BiNOBifHOCTI EBpONenchKil dapmakorel)
- OHOB/IeHHH cepTHdIKaT Bif] y>Ke 3aTBepKeHOT0 BUPOOHHKA -
TlozpaHHs OHOBJIEHOTO CepTHdiKaTa BiANOBiHOCTI €BpoMeichbKin
tapmaxornei Ne R1-CEP 2014-132-Rev 00 (3aTBepzxeno: RO-CEP
2014-132-Rev 00) a1 Aitouoi pewoBrHu DeHinanaHiH Bij Bxke
3aTBep/KeHoro BUpobHuKa Shanghai Ajinomoto Amino Acid Co.,
Ltd. 3minu I Tuny - 3minu 3 sikocTi. CepTrdikaT
BignoBigHOCTI/I'E-cepTrdikaT BifnosigHoCTi E€BpomnelchKii
(hapmaxornei/MoHorpadii. [ToaHHs HOBOTO abo OHOBJIEHOTO
ceprucikara BignoBigHocTi abo BryueHHs cepTudikata
BiATIoBifHOCTI EBpomeiicekili papmaxomnel: aas ADI; ams
BUXI/IHOTO MaTepia/y/peareHTy/IIPOMi>KHOIO TIPOAYKTY, 1110
BUKOPUCTOBYIOThCS y BUPOOHULITBI ADI; 7151 OMOMDKHOT
peuoBHHH (cepTHdiKaT BigoBiAHOCTI E€BpomneiiceKill dpapmakorei)
- OHoB/IeHUI cepTUdIKaT BiJ] y)ke 3aTBep/KeHOro BUPOOHMKa -
TlopaHHs oHOB/eHOro cepTUdiKaTa BiJlIOBifHOCTI €BpONenchKil
¢apmaxorrei Ne R1-CEP 2007-356-Rev 01 (3aTBepzxenHo: R1-CEP
2007-356-Rev 00) st girouoi peuoBuHu Kasbliito xmopuz (v
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BUIJIA/l KasbLiit0 XJI0pU/Y AWTiZipaTy) Bifl BXKe 3aTBep/KEHOro
Bupo6Hrka Merck KGaA. 3minu I Tumny - 3miHu 3 SIKOCTi.
Ceptudikat BignosigHocTi/I'E-ceprudikar BignosigHocTi

€Bponeiicekili papmakonei/MoHorpadii. [TogaHHs HoBoro abo

OHOBJIEHOTO ceprrikaTa BimoBiAHOCTI ab0 BUTYUYEHHSI
ceprudikara BifimoBigHOCTI EBpoMelchKiil hapmakorei: g ADI;
JI1S1 BUXi/JHOTO MaTepiay/peareHTy/IIPOMi>)KHOTO MIPOJYKTY, 1110
BUKOPHCTOBYIOThCS y BUPOOHULITBI ADI; 171t OTTOMDKHOT
peuoBHHH (cepTHdiKaT BigoBiAHOCTI E€BpomneiiceKill dpapmakorei)
- OHoB/IeHUI cepTUdIKaT BiJ] y)ke 3aTBep/KeHOro BUPOOHMKa -
TlopaHHs oHOB/eHOro cepTUdikKaTa BiJlIOBifHOCTI €BpONenchKil
¢apmaxorrei Ne R1-CEP 2014-063-Rev 00 (3aTBepzxenHo: RO-CEP
2014-063-Rev 01) st girouoi peuoBuHM JIi3uH (y BUIIsAAL Ti3UHY
arleTaTy) Bifi B)Ke 3aTBeppkeHOro BipobHuka Ajinomoto Health
and Nutrition North America, Inc. 3minu I Tumy - 3miHn 3 sKOCTI.
Ceptudikat BignosigHocTi/I'E-ceptudikar BignosigHocTi
€porelicekiil hapmakonei/MoHorpadii. [TonanHs HOBoro abo
OHOBJIEHOTO cepTH(ikaTa BignoBigHOCTI ab0 BUMyUeHHS
ceptudikarta BifinoBigHOCTI EBpomnelichKiil papmakornei: ans ADI;
ZI71s1 BUXi/JHOTO MaTepiany/peareHTy/IIpOMi’)KHOT'O IPOJYKTY, 1110
BHKOPHCTOBYIOTECS y BUPOOHUITBI ADI; 17151 0nIOMDKHOT
peuoBHHH (cepTHdIKaT BimoBiAHOCTI EBpomneichKil dpapmakorei)

- OHOBJIeHM# cepTudikaT Bif y>Ke 3aTBepyKEHOT0 BUPOOHHKA -

INozpaHHs OHOBJIEHOTO cepTHdiKaTa BiANOBifHOCTI EBpOITeHCHKil
¢apmakorei Ne R1-CEP 2006-315 - Rev 03 (3aTBeppkeHo: R1-

CEP 2006-315 - Rev 02) 151 gitouoi peuoBrHu CepuH Bif BxXe

3aTBep/pKeHoro BUpobHrKa Amino GmbH. 3minn I Tuny - 3minu 3
sikocTi. CepTudikar BignosigHocTi/I'E-ceprudikat BianosigHocTi
€pornelicekiil hapmakonei/MoHorpadii. [TonanHs HOBoro abo
OHOBJIEHOTO cepTH(ikaTa BinoBigHOCTI ab0 BUMyUeHHS
ceprudikarta BifinoBigHOCTI EBpomnelichKiil hapmakorei: ans ADI;

ZI71s1 BUXiJHOTO MaTepiany/peareHTy/IIpPOMi’)KHOT'O IPOJYKTY, 1110
BHKOPHCTOBYIOTHCS y BUPOOHUITBI ADI; a1 101IOMDKHOT

peuoBHHH (cepTUdIKaT BigmoBiAHOCTI EBpomneichKil dpapmakorei)

- OHOBJ/IeHM# cepTudikaT Bif y>ke 3aTBepyKEHOT0 BUPOOHHKA -

IopaHHs OHOBJIEHOTO cepTHdiKaTa BiANOBifHOCTI EBpOITeHCHKil
tapmaxornei Ne R1-CEP 2015-167-Rev 00 (3aTBepzxeno: RO-CEP
2015-167-Rev 01) st girouoi peuoBunHu OJtist 0JIMBKOBA
pactinoBana Bifi Bke 3aTBeppkeHoro Bupobuuka SOCIETE

INDUSTRIELLE DES OLEAGINEUX. 3minu I tumny - 3minu 3

sikocti. Ceprudikar BignosigHocti/I'E-ceprudikaT BianosigHocTi
€BpomneiiceKili papmakonei/MoHorpadii. [TofanHs HoBoro abo
OHOBJIEHOTO cepTHiKaTa BiJNOBiAHOCTI ab0 BUTYUYeHHS
ceprucdikaTa BignoBigHoCTi €Bponeiichkiii papmakorei: aas ADI;

Ji71s BUXiJHOTO Marepiasty/peareHTy/IpOMi>)KHOTO NPOAYKTY, 1110
BHUKOPHCTOBYIOThCS y BUPOOHULITBI ADI; 1711 JONOMDKHOT

peuoBUHH (cepTUdiKaT BiMoOBifHOCTI EBpoONenchKil dapmakorel)

- OHOB/IeHHH cepTHdIKaT Bif] y>Ke 3aTBepKeHOT0 BUPOOHHKA -

IlojiaHHs OHOBJIeHOTO cepThdikKaTa BiJJoBijHOCTI E€BporenchKii
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¢apmakorei Noe R1-CEP 1999-014 - Rev 04 (3aTBeppkeHo: R1-
CEP 1999-014 - Rev 03) 151 itouoi peuoBrHU [30/1€MLIUH Bif Bxe
3aTBep/pKeHoro BupobHrKa Kyowa Hakko Bio Co., Ltd, Hofu
Plant.
3minu I Tuny - 3minu 3 sikocti. Ceprudikar BignosigHocTi/I'E-
cepTudikar BignoBigHOCTI EBpONENCHKil
(hapmaxorniei/MoHorpadii. [ToaHHs HOBOTO abo OHOBJIEHOTO
ceprucikara BignoBigHocTi abo BrtyueHHs cepTudikaTa
BiAToBifHOCTI EBponeiicekilt papmaromnel: aas ADI; ams
BUXI/IHOTO MaTepia/y/peareHTy/IIPOMi>KHOIO MIPOAYKTY, 1110
BUKOPHCTOBYIOThCS y BUPOOHULITBI ADI; 171t OTTOMDKHOT
pedoBHHH (cepTHdiKaT BigoBiAHOCTI E€BpomneiiceKill dpapmakorei)
- OHoB/IeHUI cepTUdIKaT BiJ] y)ke 3aTBep/PKeHOro BUPOOHMKa -
TlopaHHs oHOB/eHOro cepTUdiKaTa BiJlIOBifHOCTI €BpONenchKil
¢apmaxorrei Ne R1-CEP 2004-228-Rev 03 (3aTBepzxeHo: R1-CEP
2004-228-Rev 02) a5t fjirouoi peuoBUHHM [30/1eMLMH BiJ| BxKe
3aTBepzpKeHoro BupobHrka Amino GmbH. 3minu I tuny - 3miHu 3
sikocTi. Ceprudikar BignosifgHocTi/I'E-ceprudikar BianoBigHoCT
€Bponeiicekiii papmakornei/MoHorpadii. [ToganHs HoBoro abo
OHOBJIEHOTO ceprrikaTa BimoBiAHOCTI ab0 BUTYUYEHHSsI
ceprudikara BifimoBigHOCTI EBpoMelchKiil hapmakorei: g ADI;
JI1S1 BUXi/JHOTO MaTepiay/peareHTy/IIPOMi’)KHOTO MIPOAYKTY, 1110
BUKOPHCTOBYIOThCS y BUPOOHULITBI ADI; 17151 ONOMDKHOT
peuoBHHH (cepTHdiKaT BigoBiAHOCTI E€BpomneiiceKill dpapmakorei)
- OHoB/IeHUI cepTUdIKaT BiJ] y)ke 3aTBep/KeHOro BUPOOHMKa -
TTopaHHs OHOB/EeHOro cepTUdikKaTa BiJlIOBifHOCTI €BpONenchKin
tapmaxorrei Ne R1-CEP 2013-179-Rev 00 (3aTBepzkeHo: RO-
CEP 2013-179-Rev 00) a5t itouoi peuoBuHu I'nityH Bif Bxke
3aTBepzpKeHoro BupobHrka Amino GmbH. 3minu I tuny - 3miHu 3
sikocTi. Ceprudikar BignosifgHocTi/I'E-ceprudikar BianoBigHoCTI
€Bponeiicekili papmakonei/MoHorpadii. [TogaHHs HoBoro abo
OHOBJIEHOTO ceprrikaTa BimoBiAHOCTI ab0 BUTYUYEHHSI
ceprudikara BifimoBigHOCTI EBporelichKiil hapmakorei: g ADI;
JI1S1 BUXi/JHOTO MaTepiay/peareHTy/IIPOMi>)KHOTO MIPOJYKTY, 1110
BUKOPUCTOBYIOThCS y BUPOOHULITBI ADI; 7151 OMOMDKHOT
peuoBHHH (cepTHdiKaT BigoBiAHOCTI E€BpomneiiceKill dpapmakorei)
- OHoB/IeHUI cepTUdIKaT BiJ] y)ke 3aTBep/KeHOro BUPOOHMKa -
TTopaHHs oHOB/eHOro cepTUdikKaTa BiJlIOBifHOCTI €BpONenchKil
¢apmaxorrei Ne R1-CEP 2008-099-Rev 04 (3atBepzxeHo: R1-CEP
2008-099-Rev 03) ass1 giroyoi peyoBuHM ['iLyH, Bij Bxe
3aTBepzpKkeHoro BupobHuka Evonik Rexim (Nanning)
Pharmaceutical Co., Ltd. 3minu I Tuny - 3minu 3 siKocTi.
Ceptudikat BignosigHocTi/I'E-cepTudikar BignosigHocTi
€porelicekiil hapmakonei/MoHorpadii. [TonanHs HOBoro abo
OHOBJIEHOTO cepTH(ikaTa BirnoBigHOCTI ab0 BUMyUeHHS
ceprudikarta BifimoBigHOCTI EBpomnelichKiil papmakornei: ans ADI;
ZI71s1 BUXiJHOTO MaTepiany/peareHTy/IIPOMi’)KHOT'O IPOJYKTY, 1110
BHKOPHCTOBYIOTHCS y BUPOOHUITBI ADI; 17151 101IOMDKHOT
peyoBUHH (cepTUdiKaT BiJnoBigHOCTI EBponelchbKil dapmakorei)
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- OHoOB/IeHMI cepTUdIKaT BiJ] y)ke 3aTBep/KeHOro BUPOOHHKa -
TTopaHHs oHOB/eHOro cepTUdikKaTa BiJlIOBifHOCTI €BpONenchKil
¢apmaxorrei Ne R1-CEP 2014-227-Rev 00 (3aTBepzxeHo: RO-CEP
2014-227-Rev 00) st irouoi peuoBuHM JIi3uH (y BUI/IsAAL Ti3UHY
artieTaTy) Bifi B)e 3aTBeppKeHoro Bupobuuka Kyowa Hakko Bio
Co., Ltd, Hofu Plant. 3minu I Ty - 3minn 3 sikocti. CepTrdikaT
BignoBigHocTi/I'E-cepTudikaT BifnoBigHOCTI EBpomnenchKii
tapmakorei/moHorpadii. [TogaHHs: HOBOro abo OHOBIEHOTO
ceprudikara BifnosigHocTi abo BuyueHHst cepTrdikaTa
BiAmoBifHOCTI EBponeiickkiii hapmakomnel: aas ADI; ams
BUXIZIHOTO MaTepiasy/peareHTy/IIPOMIKHOIO TIPOAYKTY, 1110
BHKOPHCTOBYIOTHCS y BUPOOHUITBI ADI; 17151 01IOMDKHOT
peuoBHHH (cepTUdIKaT BigmoBiAHOCTI EBpomneichKii dpapmakorei)
- HoBuii ceprudikar Ha Hectepubhuit ADI, sikuii 6y e
BUKOPHCTOBYBATHUCS /|51 BUPOOHUIITBA CTEPUIBHOTO JIIKAPCHKOTO
3aco0y, fKIII0 BO/JIa BUKOPHCTOBYETHCS Ha OCTaHHIX eTarax
CHHTe3y Ta MaTepias He Bi/bHUI Bifi GakTepiabHUX eHJOTOKCHHIB
- [Mozanns HoBoOrO cepTH(iKaTa BifoBiAHOCTI E€BponeHchKii
tapmakorei Ne RO-CEP 2018-029-Rev 01 zns1 fjito4oi peuoBHHU
Harpito auerart (y BUT/IsiZi HATPitO aLleTaTy TpUriJpary) Bij Bxxe
3aTBep/PKeHOTr0 BUPOOHMKA, SIK HAaC/TiZJ0K NPUBeIeHHs peJakLiii
Ha3BU BUpPOOHMKa y BifnosigHicTh 10 CEP (3aTBepxeno: Niacet
b.v.; 3anponionoBano: Niacet BV). 3minu I tuny - 3miHu 3 sIKOCTi.
Ceptudikat BignosigHocTi/I'E-ceprudikar BignosigHocTi
€Bponeiicekili papmakonei/MoHorpadii. [ToganHs HoBoro abo
OHOBJIEHOTO cepTrikaTa BimoBiAHOCTI ab0 BUTYUYEHHSsI
ceprudikarta BifimoBigHOCTI EBpomelichKiil hapmakorei: g ADI;
JI1S1 BUXi/JHOTO MaTepiay/peareHTy/IIPOMi>)KHOTO MIPOJYKTY, 1110
BUKOPUCTOBYIOThCS y BUPOOHULITBI ADI; 71T OTTOMDKHOT
pedoBHHH (cepTHdiKaT BigoBiAHOCTI E€BpomeiiceKill dhapmakorei)
- HoBuii ceprudikar Ha HecTepunbhuii ADI, sikuii 6yne
BHKOPUCTOBYBATUCS /11 BUDOOHHUL{TBA CTEPU/ILHOTO JIIKaPCHKOT0
3aco0y, K10 BoJla BUKOPHUCTOBYETHCS HA OCTaHHIX eTarax
CHHTe3y Ta MaTepias He BiIbHUH Bifi 6akTepiabHUX eH/J0TOKCHHIB
- [ToganHs HoBoro ceptudikarta BignoBiqHOCTI €BponenchKin
tapmakorei Ne R1-CEP 2014-366 - Rev 00 f/151 1if0u0i peuoBUHU
CepuH Bij HoBoro Brpo6HHKa Evonik Rexim (Nanning)
Pharmaceutical Co., Ltd. 3minu I Tuny - 3minu 3 sikocTi.
Ceptudikat BignosigHocTi/I'E-ceprudikar BignosigHocTi
€Bponeiicekiii papmakornei/MoHorpadii. [TogaHHs HoBoro abo
OHOBJIEHOTO ceprrikaTa BifmoBiAHOCTI ab0 BUTYUYeHHSsI
ceprudikara BifimoBigHOCTI EBpoMelchKiil hapmakorei: g ADI;
JI1S1 BUXi/JHOTO MaTepiay/peareHTy/IIPOMi>)KHOTO MIPOJYKTY, 1110
BUKOPUCTOBYIOThCS y BUPOOHULITBI ADI; 7151 OMOMDKHOT
peuoBHHH (cepTHdiKaT BigoBiAHOCTI E€BpomneiiceKill dpapmakorei)
- HoBuii ceprudikar Ha HecTepunbhuii ADI, sikuii 6yne
BHKOPUCTOBYBATUCS /1 BUDOOHHUL{TBA CTEPU/ILHOTO JIIKaPCHKOT0
3aco0y, K10 Bo/la BUKOPHUCTOBYETHCS HA OCTaHHIX eTarax
CHHTe3y Ta MaTepiaJl He BiJIbHUH Biji 6akTepiabHUX €H/I0TOKCHHIB
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- [MozanHs HOBOrO cepTU(iKaTa Bi/JIOBIHOCTI EBpONenchKii
thapmakorei Ne RO-CEP 2016-137-Rev 00 g151 fjirouoi peuoBUHU
BaniH Big HoBoro Bupo6HrKa Amino GmbH. 3minu I tuny - 3miHu
3 sikocTi. A@IL Kontpose A®I. 3miHa y mapameTpax crierjuikarin
Ta/abo AOMYyCTUMUX MEX, BU3HaUeHHX y crierjudikarisx Ha ADI,
ab0 BUXiIHMI/ITPOMIKHUI IPOAYKT/pearexT, 10
BUKOPHCTOBYIOThCS y TipoLieci BUpoOHHLTBa ADI (ZOTIOBHEHHS
cneuikariii HOBUM NOKa3HUKOM SIKOCTi Ta BiJJlIOBifHUM
MeTO7ioM BUIIPpoOyBaHHs) [loroBHeHHs crierudikariii s firouoi
peuoBrHHU Ouist 0/IMBKOBA pacdiHOBaHa HOBMM ITOKa3HUKOM SIKOCTL
«bakrepianbHi enoTokcuHn» (<10 EU/g ) Ta BiAnoBigHum
MetozioM BunpobyBaHHs (Ph.Eur. 2.6.14).
3minu I tuny - 3minu 3 sakocti. A®IL. Kontpons ADI. 3mina y
napameTpax crienikariiit Ta/abo JOMyCTUMUX MeXK, BUSHAUCHUX
y crienudikanisx Ha ADI, abo BUXiAHNUI/TPOMIKHIN
TIPO/IYKT/peareHT, 11J0 BUKOPUCTOBYIOThCS Y MpoLieci BUpOOHULITBA
A®I (nonoBHeHHs crieldikallii HOBUM MOKa3HUKOM SIKOCTi Ta
BiZiNIOBifHNM MeTOZ10M BUrpoOyBaHHs) [lormoBHeHHs crierudikarii
JU1s1 Aitouoi pedoBUHU PUO’sTumii KUp, HACHUeHHH omera-3
>KAPHHMU KMCI0TaM{ HOBUM I10Ka3HUKOM SIKOCTi «bakTepianbHi
eHgoTOKCHHM» (<10 EU/g ) Ta BiAnoBifHNM MeTO0M
Bunpo6yBaHHs (Ph.Eur. 2.6.14). 3minu I Tuny - 3MiHH 3 SIKOCTI.
A®I. Koutpons A®I. 3MiHa y napameTpax crerudikarii ta/abo
[OMYCTHMUX MeX, BU3HaueHuX y crenudikarisx Ha A®I, abo
BUXiJHUI/TIPOMDKHUI NPOJYKT/peareHT, 1110 BUKOPUCTOBYIOTbCS Y
riporieci BupobHutitBa A®I (monoBHeHHs crierudikarii HOBUM
TOKa3HHUKOM SIKOCTI Ta BiJlIOBiJHIM MeTOZ0M BUIIPOOYBaHHS)
[onoBHeHHs1 crietuikariii s fitovoi peyoBuHu Tpuriinepuau
cepeZiHbOTO JIAHL[IOra HOBUM ITOKa3HUKOM SIKOCTi «bakrepianbHi
eqgoTokcrHM» (?10 EU/g ) Ta BiAnoBifHUM MeTO/[0M
Bunpo6yBaHHs (Ph.Eur. 2.6.14). 3minu I Tuny - 3MiHH 3 SIKOCTI.

A®I. Koutpons A®I. 3MiHa y napameTpax crerudikarii ta/abo
[OMYCTHMUX MeX, BU3HaueHuX y crierudikarisx Ha A®I, abo
BUXiJHUI/TIPOMDKHUI NPOJYKT/peareHT, 1110 BUKOPUCTOBYIOTbCS Y
riporieci BupobHutitBa ADI (monoBHeHHs crierudikarii HOBUM
TOKa3HHUKOM SIKOCTI Ta BiJlIOBiJHIM MeTOZ0M BUIIPOOYBaHHS)
[ornoBHeHHs1 crienuikawii Ans1 gitouoi peyoBrHu Omist coeBa
paciHOBaHA HOBUM IMOKa3HUKOM SIKOCTi «bakTepianbHi
eHgoTOKCHHM» (<10 EU/g ) Ta BiAnoBifHNM MeTO0M
punpoOysanHs (Ph.Eur. 2.6.14).

131.

COBAYOi
KPOIIUBU
EKCTPAKT
r'YCTU

TYCTUM €KCTPaKT
(cy6cTanis) y
nakeTax MoJBilHUX
TO/TieTU/IEHOBUX A1JIs1
(hapmarieBTHYHOTO
3aCTOCYBaHHs

[My6niute
aKLioHepHe
TOBapUCTBO
"HaykoBo-

BUPOOHIIMIA
LIeHTp
"BopiariBcbku
1 ximiko-

Ykpaina

[My6niuse akijioHepHe
TOBapUCTBO "Haykoso-
BUPOOHMYMI LIeHTP
"BopiyariBcbKuii XiMiko-
¢hapManeBTHUHUH
3aBoA"

YkpaiHa

BHeCeHHs 3MiH [0 peecTpalliifHux MarepiaiB: 3minu I Tumy -
3wminn 3 skocti. Ceprudikar BignosigHocTi/I'E-ceptrdikar
BignoBigHoCTi €Bponelicbkili papmakornei/MoHorpadii. 3mMiHu,
TOB'si3aHi 3 HeOOXiIHICTIO MPUBEAEHHS Y BiAMOBIAHICTD /10
moHorpadii [JPY abo Esporeiicekoi papmakorei, abo iHmoi
HallioHanbHoI hapmakoriei fep>xaBu €C (3MiHa y crierudikauisx,
roB'si3aHa 3i 3minamu B I®Y, abo €poreiicyKiit dpapmakoriei, abo

iHmiii HarjioHa/BHIN apMmakorei fep>kaBu €C) BHeCeHHs 3MiH [I0

3a peyenmom

UA/12696/01/01
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Ne Haszea dopma sunycky 3asneHuk Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka ¢opma, 3as18HUKA @UPOGHUKA 8ionycky peecmpayitiHozo
3acoby YNakoeka) noceioueHHst
(hapmaLieBTHYH crierjrcikanil Aj1s1 KOHTPOIFO POCMHHOI cupoBrHK Cobauol
nif 3aBof" KDOITUBH TPaBH, a came T. «MikpobiosoriuHa 4ucToTa» rprUBeAeHO
y BiANOBiAHICTS 0 3aranpHOI cTarTi EP/I®Y, 5.1.8 mon0
MiKpO6ioIOriyHOl YUMCTOTH POC/IMHHUX CYOCTaHLIiH [ist
(hapmaLeBTUUHOrO 3aCTOCyBaHHs (KaTeropis A)
132. TAJIJIITOH® Tabsetku 1o 12,5 mr; 3AT YropuyHa 3AT dapmalleBTUUHUI YropiyHa BHECeHHd 3MiH /10 peecTpaLiiiHMX MarepiaiB: 3MiHM I Ty - 3a peyenmom UA/0947/01/02
o 20 a6o 30 Tabnerok | PapmareBTHYH 3aBog ET'IC 3minu 3 skocti. Ceprudikat BianosigHocti/I'E-ceptrdikaT
y ¢nakoHi; o 1 uii 3aBog ET'IC BiimoBigHOCTI €BponelichKiil hapmakxoriei/mMoHorpadii. IToganHs
(hr1akoHy B KapTOHHII HoBOro abo oHOBJIeHOro cepTHdikara BifmnoigHoCTI ab0
Kopobui; o 14 BUTyueHHs cepTudikara BifnosigjHocTi €EBponeicbKin
TabseToK y 6icrepi; tapmaxorei: st ADI; s BuxifHOrO
1o 1 abo 2 6uicrepu y MaTepiay/peareHTy/IpOMiKHOTO MPOJYKTY, 1110
KapTOHHiW Kopoobwji BUKOPHCTOBYIOThCST y BUPOOHULITBI ADI; [71s1 JONOMDKHOT
peuoBUHH (cepTUdiKaT BiNOBifHOCTI EBpONeNchKil dapmakoret)
- OHOB/IeHM#t cepTU]IKAT Bif] yrKe 3aTBep/PKEHOr0 BUPOOHHKA.
TTopaHHs oHOB/eHOro cepTudikaTta BiJjrioBijHOCTI €BponelchKin
tapmakoriei Noe R1-CEP 2003-042 - Rev 03 (3aTBepxeHo: R1-
CEP 2003-042 - Rev 02) gyt ADI KapBeju/Iony Bifi Bxe
3arBeppkeHoro BupobHrka EGIS Pharmaceuticals PLC, Hungary.
133. TAJVIITOH® TabJIeTKY 110 25 Mr; TI0 3AT YropiyHa 3AT ®apmarleBTUYHUI YropiyHa BHECEHHS 3MiH /10 peecTpaliiHiX MartepiasiB: 3MiHu [ Ty - 3a peyenmom UA/0947/01/03
20 a6o 30 TabneTok y ®dapmarieBTUUH 3aBog, ET'IC 3minn 3 sikocTi. CepTrdikart BignosigHocti/I'E-cepTudikar
¢hnakoHi; o 1 uit 3aBog ET'IC BiAnoBigHOCTI €BponelicbKiii papmakonei/MmoHorpadii. [TopaHHs
(1akoHy B KapTOHHi# HoBoro abo OHOB/IeHOro cepTHdikara BiAmnoBigHOCTI ab6o
Kopobwii; o 14 BHJTyUeHHsI cepTHdiKaTa BiJoBifHOCTI EBponeiceKin
TabsieToK y 6ticTepi; thapmakorniei: g1 ADI; 1151 BUXijHOTO
o 1 a6o 2 Gutictepu y Marepiay/peareHTy/poMiXKHOTO TIPOAYKTY, 110
KapTOHHIN Kopoobri BHUKOPHCTOBYIOTHCS y BUPOOHULITBI ADI; 17151 10NIOMDKHOT
peuoBUHU (cepTudikaT BiJnoBigHOCTI €BponelchKil dpapmakorel)
- OHoB/IeHHH cepTHdiKaT Bifj y)ke 3aTBepZKeHOro BUPOOHHKA.
TTopaHHs OHOBJIEHOTO CepTHdiKaTa BiAOBiJHOCTI €BpONeHChKin
tapmakorei Ne R1-CEP 2003-042 - Rev 03 (3aTBeppkeHo: R1-
CEP 2003-042 - Rev 02) gyt ADI xapBeju/Ioiy Bifi Bxke
3aTBeppkeHoro BupobHrka EGIS Pharmaceuticals PLC, Hungary.
134. TAJVIITOH® TabsieTKu 10 6,25 Mr; 3AT YropiyHa 3AT ®apmalleBTUYHHUI YropiyHa BHECeHHs 3MiH /10 peecTpaLiiiH1X MarepiasiB: 3MiHu [ Ty - 3a peyenmom UA/0947/01/01
o 20 a6o 30 Tabnetok | PapmaieBTHUH 3aBog ET'IC 3minn 3 sKocti. Ceptudikar BifnosigHocti/I'E-cepudikar
y ¢akoHi; mo 1 nit 3aBog ET'IC BiimoBigHOCTI €BponelicbKili hapmakornei/MoHorpadii. [TogaHHs
(hnakoHy B KapTOHHIH HOBOro abo OHOB/IEHOTO cepTHdikara BigmosigHocTi abo
Kopobii; o 7 BHJIy4eHHs ceprudikaTa BiAroBifHOCTI €Bponeiicekin
TabseToK y 6sticTepi; tapmakorei: s ADI; a5 BUXifHOTO
o 2 abo 4 Guictepu y Marepiany/peareHTy/pOMiXKHOTO TIPOAYKTY, 110
KapTOHHIN KopoObrii BHKOPHCTOBYIOTHCS y BUPOOHUITBI ADI; a1t 0nIOMDKHOT
peuoBHHU (cepTUdIKaT BigmoBigHOCTI EBponeichKil dapmakorei)
- OHoBeHuit cepTUdIKaT Bif y>Ke 3aTBepA)KEHOT0 BUPOOHUKA.
TopanHs OHOBJIEHOTO cepTHdiKaTa BiANOBigHOCTI EBpOeHCHKii
tapmakoriei Ne R1-CEP 2003-042 - Rev 03 (3aTBeppkeHo: R1-
CEP 2003-042 - Rev 02) a1 ADI kapBeaumony Bij Bxe
3aTBeppKkeHoro BupobHuka EGIS Pharmaceuticals PLC, Hungary.
135. TAYMIT KpHUCTaIH abo TOB "XainBen" YKpaiHa IIsHb13sH FOHaHB Kuraii BHECEHHsI 3MiH /10 peecTpalliiHUX MaTepiasiB: 3miHu I THUMy - - UA/15908/01/01
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Ne Haszea dopma sunycky 3asneHuk Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka ¢opma, 3as18HUKA @UPOGHUKA 8ionycky peecmpayitiHozo
3acoby ynakoeka) noceioueHHst
KpHUCTa/LiuHUA ®dapmacetoTikan Ko., 3Mminu 3 sikocTi. A@I. Cucrema KOHTeiHep/3aKyToproBaibHUN
TOPOLIOK JItn 3aci6. 3miHa y 6e3mocepeiii yrakosii A®I (sikicHi Ta/abo
(cy6cTanLis) y KisbKicHi 3MiHM cknafy). BHeceHHs 3MiH [0 p. YT1akoBKa, a came —
rnakeTax 3amiHa ro/BiHOro rnoJiieTHIEHOBOrO MakeTy ToBL{MHOKO 0,05 MM
TI0/1ieTU/IEHOBUX /11 Ha OJIUH TOTieTUIeHOBUH nakeT ToBLMHOW 0,11 MM.
(hapmareBTHUHOTO
3aCTOCYBaHHsI
136. TIKOBAK cycrieH3ist Aj1st iH'ekjii TMIOAN3EP CIIA KOHTPOJIb SIKOCTI: Icnanis/ BHeCeHHsI 3MiH /I0 peecTpaLjiiiHiX MaTepia/liB: yToOUHeHHsI 3a peyenmom UA/16695/01/01
BAKIIMHA o 2,4 mxr/0,5 mn (1 EU. CI. 1. EYPODIHC Agcrpis/ HaNMCaHHSA Ha3BH JTiKapcbKoro 3acofy B Hakasi MO3 YkpaiHu
ISt [l03a Jy1s1 JOPOC/IMX), KOPITOPEMIII BIO®APMA Besnbris Ne 2268 Big 15.12.2022 B npoueci BHeceHHsI 3MiH. Pejiakilis B
IMPODUIAKT | mo 0,5 mi cycrieHsii y H IMMPOOAKT TECTIHI Hakasi - TIKOBAK BAKLVHA [JI ITIPOPIJTAKTUKN
KN TIoTepeHLE0 CIIEVH, C.JLY, KJIIIOBOI'O EHUEDAJIITY KYJIBTYPAJIBHA
KJ/IIIIIOBOI'O | 3amoBHeHOMY IcnaHis; IHAKTIBOBAHA OYMIIIEHA COPEOBAHA TIKOBAK
EHIED®A/IIT | ogHOpa3’oBOMY KOHTPOJIb SIKOCTi: IDKYHIOP BAKIIMHA 17151 ITPOSITAKTUKY KTIIITOBOI'O
y NpyL; o 1 mnpumy Iaiizep EHHE®AJIITY KYJIBTYPAJIBHA IHAKTVIBOBAHA
KYJIbTYPAJI | BK1ageHOMYy y MeHtodeKuypyHr OUYMIIEHA COPEOBAHA KYJIBTYPAJIBHA
BbHA 6nicrep; ro 1 Gictepy Asctpist 'M6X, ABCTpis; IHAKTMIBOBAHA OYUIIIEHA COPEOBAHA.
IHAKTHUBOB Ta OKPEMOIO I'OJIKOK Y BHUPOGHMULITBO TTPOAYKTY 3anponoHoBaHa pefaknis - TikoBak BaknuHa s
AHA KapTOHHiI KopoOLi 3 y dopmi in bulk; npogdinakTHKHU KiloBoro eHyedaniry KyJabTypajabHa
OUUIITEHA MapKyBaHHSIM HaroBHeHHs ILTPULIiB, iHaKTHBOBaHa OUHILleHa cOpOoOBaHa.
COPBOBAHA | ykpaiHCbKOI MOBOIO raKyBaHHS,
Ta 3 MapKyBaHHSAM MapKyBaHHsl, KOHTPO/Ib
iHO3eMHOI0 MOBOIO 31 SKOCTI, BUITyCK Cepii:
CTHKEpOM Iaiizep
YKPaiHCbKOI0 MOBOIO MeHtoheKkuypyHT
Benvris HB, Benbris;
KOHTPOJIb SIKOCTi:
CI'C JIa6 Cimon CA,
Benbris
137. TIKOBAK cycreHsis ayis iH'ekuii [IOAM3EP CIIA KOHTPOJIb SIKOCTIi: Icnanis/ BHECEeHH$1 3MiH /I0 peecTpaljiiHiX MaTepiajiiB: yTOUHeHHs 3a peyenmom UA/16694/01/01
JOKYHIOP o 1,2 mxr/0,25 mn (1 ENY. CI. IIL €YPODIHC Ascrpist/ HanMcaHHA Ha3BH JIKapChKoOro 3acody B Haka3i MO3 Ykpainu
BAKIIMHA [no3a Jyis fjiTeld), no KOPIIOPEMIII FIO®APMA Benbris Ne 2268 Big 15.12.2022 B npoueci BHeceHHsI 3MiH. Pejakiiisi B
I 0,25 mn1 cycnensii y H MMPOJAKT TECTIHI Hakasi - TIKOBAK BAKIVHA JJI TIPOPIJIAKTUKN
IIPOPUIAKT | nonepejHbO CIIEWH, CJLY, K/IIOBOI'O EHLED®AJITY KYJIbTYPAJIBHA
KU 3aII0BHEHOMY IcnaHis; IHAKTMBOBAHA OYUIIIEHA COPEOBAHA TIKOBAK
K/IIIIIOBOI'O | opHOpasoBoMy KOHTPOJIb SIKOCTIi: IDKYHIOP BAKIUHA [J1A ITPOSITIAKTHKHM KJIIIIIOBOT'O
EHIE®AIIT | mmpuui; no 1 mmpumy Iaiizep EHHEDAJIITY KYJIbTYPAJIBHA IHAKTVIBOBAHA
y BKJIa[IleHOMY Y MeHroheKuyprHT OUMIIIEHA COPEOBAHA KYJIbTYPAJIbBHA
KYJIBTYPAJI | Gsictep; ro 1 6ictepy Agctpis 'M6X, ABCTpist; IHAKTVIBOBAHA OUYUIIIEHA COPBOBAHA.
BbHA Ta OKPeMOI0 T'0JIKO0 Y BUPOGHULITBO TIPOAYKTY 3anponoHoBaHa pejakiis - TikoBak /[xyHiop Bakiuna pis
IHAKTUBOB | kaproHHiii Kopo6iii 3 y ¢dopwmi in bulk; npodiTakTHKH KiimoBoro eHnedaniry KyJIbTypajibHa
AHA MapKyBaHHSIM HaroBHeHHs! LINPHULiB, iHaKTHBOBaHa OuMIlleHa cOpOoBaHa.
OUYUIIIEHA YKpaiHCbKOI0 MOBOIO naKkyBaHHs,
COPBOBAHA | Ta 3 MapKyBaHHSIM MapKyBaHHsl, KOHTPOJIb

iHO3eMHO0 MOBOIO 3i
CTUKEPOM
YKPaiHCBKOI MOBOXO

SIKOCTI, BUITyCK Cepii:
[daiizep
MeHroheKkuyprHT
Benwris HB, Benpris;
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Ne Haszea dopma sunycky 3asneHuk Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka ¢opma, 3as18HUKA @UPOGHUKA 8ionycky peecmpayitiHozo
3acoby YNakoeka) noceioueHHst
KOHTPOJIb SIKOCTi:
CI'C J1ab CimoH CA,
benbris
138. TOTEMA PO34KH OpaJlbHUi; 10 JIABOPATOPI ®PpaHLis InHoTepa [ly3i ®DpaHLis BHECEeHHs1 3MiH /|0 peecTpaLjiiHuX mMatepianiB: 3minu I Tuny - 6e3 peyenma UA/7854/01/01
10 ma B ammyni; o 10 A THHOTEK ApminictpatyBHi 3MiHH. 3MiHa HaliMeHyBaHHs Ta/abo azpecu
amI1yJ1 B YapyHKOBii IHTEPHACBIA MiCLis IPOBa/PKeHHS JisTbHOCT] BUPOOHHMKA (BK/TIOUAIOUH, 38
ynakosLj; 1o 2 OHAJIb HeobXifHOCTi, MicLie TIPOBeZIeHHs KOHTPOJIIO SIKOCTi), abo
YapyHKOBI YIIaKOBKH B BJIacHUKa Mactep-(aiisa Ha API, abo mocrauasbHUKA
KapTOHHiH Kopobrji AdI/BuxigHoro Marepiany/peareHTy/IpOMi>)KHOTO TIPOAYKTY, 1[0
3aCTOCOBYIOThCS1 Y BUPOOHULTBI ADI (SKILO 3a3HAUYEHO Y JOChE Ha
JiKapChKuit 3acib) 3a BificyTHOCTI ceprudikara BifnoBiAHOCTI
€pporelicekiii Gapmakornei y 3aTBep/pkeHOMY H0ChE, ab0
BMPOOHMKA HOBOI ZJOMOMDKHOI PeUOBHHHU (SIKILO 3a3HaYeHO y
Zlocke) 3MiHa Ha3BM BIaCHUKa MacTtep-(aiiia API Ta Ha3BU
BHUPOOHWUYOI AiNSHKY [y1s1 BUPOOHUIITBA Mifii ryiroKoHaty 3 Dr. Paul
Lohmann GmbH KG, Himeuurna Ha Dr. Paul Lohmann GmbH &
Co. KGaA, HimeuunHa, 6e3 3miHu Mictist BupoOHuiTBa. 3minu 11
TUMNYy - 3MiHK 3 sikocTi. A®I. (iHui 3miHKM) OHOBJIEHHS MacTep-
(aiiny Ha ADI MapraHLIto T/IFOKOHAT Bifl BXKe 3aTBep/)KeHOro
Bupo6HuKa Dr. Paul Lohmann GmbH KG, Himeuunna. Takox
JI07IaTKOBO OHOBJIIOETHCS Ha3Ba BUpoOHHKa Dr. Paul Lohmann
GmbH KG, Himeuunna Ha Dr. Paul Lohmann GmbH & Co.
KGaA, HimeuuwrHa, 6e3 3MiHu Miciisi BADOGHUIITBA
3aTBeppkeHo S25-L34-EP AP V.03 3anporoHoBaHo L340-S012-
EP-AP-V.05
139. TPUIIJIIKCA Tab/IeTKH, BKPHUTL Jie DpaHLis BiATOBijaIbHMIA 32 DpaHuig/ BHeCeHHsI 3MiH /I0 peecTpaliiiHix MaTepiasis: 3minu I Tumy - 3a peyenmom UA/13929/01/01
M® 10 MI'/2,5 | niBKOBOO JIABOPATYAP BUPOOHHUIITBO, aHaIi3, Ipnangis 3Mminu mozo 6e3rnekn/eeKTUBHOCTI Ta apMaKkoHarIsiAy. 3MiHa y
MI'/10 MI' 0060/10HKOIO, 110 10 CEPB'E raKyBaHHS Ta BUILYCK KOPOTKili XapaKTepHUCTHLi JIIKapChKOro 3aco0y, TEKCTi

wmr/2,5 mr/10 mr; o 30
TabJIeToOK y
KOHTelHepi st
TabseTok; no 1 abo o
3 KOHTeliHepH A
TabJIeTOK y KOpooiii 3
KapTOHY

cepii: JlabopaTopii
Ceps'e Ingacrpi,
DpaHulis;
BiATOBijaIbHMIA 32
BUPOOHMIITBO, aHasIi3,
MaKyBaHHs Ta BUMTYCK
cepii: Ceps'e (Ipnangis)
Inpacrpic JIta, Ipnangis

MapKyBaHHS Ta iHCTPYKIil A/1s1 MeJUHOTO 3aCTOCYBaHHs Ha
TiZicTaBi perysisipHO OHOBJIIOBAHOTO 3BiTy 3 Ge3rneKu JliKapCcbKoro
3acoby, abo gocipkeHb 3 Ge3reKy 3aCTOCyBaHHS 1iKapChbKOTO
3acoby B mic/sipeecTpariifinuii nepios, abo sk pe3y/ibTar OL{iHKK
3BiTY 3 ]OC/TiZI)KeHb, POBe/leHNX BiANOBIZHO /10 I/IaHy
nefiaTpuyHuX Jocifmkens (PIP) (3MiHy y3rozpkeHo 3
KOMIIETEHTHUM YTIIOBHOBa)KEHHM OPraHoM) 3MiHU BHECEHO [0
IHCTpYKLi 7151 MeIMYHOTO 3aCTOCYBaHHSI JIiKapchKoro 3acofy /10
po3zinie "B3aemopist 3 iHIIUMHU JTiKapCbKUMHU 3acob6amu Ta iHIi
BU/M B3aeMogiit", "OcobmBocTi 3actocyBanHs", "Tlo6iuni
peakuii" BignosigHo fo pekomenzanii PRAC EMA cTocoBHO
Zlitouoi peyoBUHM iHflanamiz. BBeseHHs 3MiH NpoTsArom 6-tu
MiCsLiB Mic/is 3aTBepKeHHs. 3MiHu I Tuny - 3MiHu 070
6e3neku/e(eKTHBHOCTI Ta hapMakKoHar/sAy. 3MiHa y KOPOTKik
XapaKTepUCTHLi iKapCbKOro 3acoby, TeKCTi MapKyBaHHs Ta
IHCTPYKUIi 719 MeUYHOrO 3aCTOCYBAaHHS Ha Mi/ICTaBi peryspHO
OHOBJTIOBaHOT O 3BiTY 3 6e3rexy JTikapcbKoro 3acoby, abo
Jloci/pKeHb 3 6e3MeKn 3aCTOCYBaHHs JIiKapcbKoro 3aco0y B
ric/isipeecTparjiiHui repiog, abo siK pe3y/bTaT OL{iHKH 3BiTY 3
JIOCJTi/DKeHb, MPOBeJIEHUX BiZITTOBiIHO [0 TIaHy MeiaTPUUHUX
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Ne

Hasea
NiKapcbKo20
3acoby

Dopma eunycky
(nikapcbka ¢opma,
YNakoeka)

3asneéHuk

Kpaina

3as6HUKa

BupobHuk

Kpaina

@UPOGHUKA

Peecmpayitina npoyedypa

Ymoegu
8ionycky

Homep
peecmpayitiHozo
noceioyeHHst

nocnigkers (PIP) (3MiHy y3rofikeHO 3 KOMITeTEHTHUM
YIIOBHOBa)XeHUM OpraHom) 3MiHU BHECEHO /0 IHCTpyKUii A/st
MeJUYHOTO 3aCTOCYBAHHS TIKAPCHKOTO 3aC00y /10 po3zimy
"ITobiuni peakuii" BigmoBigHO 10 pekomeHpaLii PRAC EMA
CTOCOBHO /Ii1040I pe4OBUHU NepUHAONPU/. BBejleHHs 3MiH
MPOTAroM 6-TH MiCALIiB Tic/s 3aTBepAKeHHs. 3Minu I Tuny -
3Minu 1mo/0 6e3mnekr/eeKTUBHOCTI Ta hapMaKkoHarsiAy. 3MiHa y
KOPOTKi#i XapaKTepHCTHLIi JIIKapCHKOTro 3aC0o0y, TEKCTi
MapKyBaHHs Ta iHCTPYKLii A/11 MeJUUHOr0 3aCTOCYBaHHS Ha
Mi/ICTaBi perysisipHO OHOBJIIOBAHOTO 3BiTy 3 Ge3rneKu JlikapCcbKoro
3aco0y, abo [ocizpKkeHb 3 6e3rmeKu 3aCTOCYBaHHs JTiIKapChKOTr0
3acoby B mic/speecTpariifituii nepios, abo sIK pe3y/ibTar OL{iHKH
3BITY 3 JOC/Ii/)KeHb, POBeZleHUX BiNOBIAHO [0 T/IaHy
nefjiaTpuyHux gociimkens (PIP) (iHwi 3minn) 3MiHM BHECeHO 10
[HCTPYKLiI A/ MeIUYHOTO 3aCTOCYBaHH JTiIKapChKOTo 3aco0y Ao
po3zinis "TIpotunokasanHs", "B3aemMogis 3 iIHIIMMU JIIKapCbKUMU
3acobamu Ta iHiI BUAM B3aemogii", "OcobamuBocCTi 3acTocyBaHHsS"
BianosigHo go pekomenzgauii PRAC EMA crocosHo PSUSA
LiM/1a3anpuiy Ta LM3ananpui/TijpoxaopoTiasuj. BeegeHHs 3MiH
MPOTAroM 6-Tu MicsLB Mic/is 3aTBep/y)keHHs. 3MiHu II Tumy -
3minu mozo Ge3rexn/edeKTUBHOCTI Ta hapMaKkoHArIsiAy. 3MiHN y
KOPOTKili XapaKTepHCTHLIi JIIKapCbKOro 3acofy, TeKCTi
MapKyBaHHS Ta iHCTPYKLi A/11 MeJUUHOTO 3aCTOCYBaHHs y
3B 53Ky i3 HOBUMM JJAHUMH 3 SIKOCTi, JOK/IIHIYHUMH, K/IiHIYHUMU
JJAHUMHU Ta JaHUMH 3 (hapMaKoHarJIsily. 3MiHA BHECEHO 10
THCTpPYKLiT AJIsT MEIUUHOTO 3aCTOCYBAHHS JTiIKapCHKOT0 3ac00y 70
po3ginis "®apmakosoriuHi BacTHBOCTI" (pefiaroBaHO TEKCT
po3ziny 6e3 3miH cyTi iHdopmaryii), "B3aemopis 3 iHIIUMEU
JIKapCHKUMU 3acobami Ta iHiri By B3aemogii", "OcobmmBocTi
3acrocyBaHHs", "[Tobiuni peaknii" BifmoBizHO fo MartepianiB
peecTpaljiiiHoro focke. BBefieHHs 3MiH MPOTAroM 6-Tu MicsLiiB
nic/s 3aTBeppKeHHs. 3Minu 11 tuny - 3mMiHu 1070
6e3rekn/eeKTUBHOCTI Ta (papMakoHArIsAY. 3MiHH Y KOPOTKIiH
XapaKTepHUCTHLi TiKapCbKOTo 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKUII /11 MeJUYHOr0 3aCTOCYBaHHS y 3B’sA3KY i3 HOBUMU
JJaHUMH 3 SIKOCTI, JOK/IiHIYUHUMH, KIiHIYUHUMU JaHUMU Ta JaHUMH 3
¢bapmakoHarssy. 3MiHA BHeCeHo /0 THCTpyKUil A/1s1 MeAUYHOr0
3aCTOCYBaHHsI JIKapChKOT0 3aco0y [0 PO3/i/iB
"ITpoTurokasanss", "B3aeMogis 3 iHIINMH JTiKapCHKUMH 3acobamu
Ta iHII BUAW B3aeMogiit", "OcobaMBoCTi 3acTocyBaHHs",
"3acTocyBaHHs y TIepiOf BariTHOCTi abo royBaHHs rPyAAL0",
"IMobiuni peak1jii" BifmoBiAHO /10 MaTepianiB peecTpariiiHOro
Jlocke. BBesieHHsI 3MiH MPOTATOM 6-TH MiCALiB Mic/s
3aTBep/PKeHHsI

140.

TPUIIJIIKCA
M® 10 MI'/2,5
MI'/10 MI'

TabeTKy, BKPHTI
T/1iBKOBOIO
060/10HKO}0, 110 10
wmr/2,5 mr/10 mr; o 30

Jig
JIABOPATYAP
CEPB'E€

Dpanjisa

BiJTOBija/IbHMIM 32
BUPOOHMLITBO, aHasli3,
MaKyBaHHsI Ta BUIYCK

cepii: JlabopaTopii

Dpanyis/
Ipnangis

BHeCeHHsI 3MiH /I0 peecTpaLliiHuX Marepiais: 3MiHu I Ty -
3MiHu 110710 6e3reKy/eeKTUBHOCTI Ta hapMakoHarIsiAy. 3MiHa y
KOPOTKi#i XapaKTepHCTHIIi JIIKapChKOTro 3acoby, TEKCTi
MapKyBaHHs Ta iHCTPYKLUIi /11 MeJMYHOTO 3aCTOCYBaHHs Ha

3a peyenmom

UA/13929/01/01
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Ne Haszea dopma sunycky 3asneHuk Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka ¢opma, 3as18HUKA @UPOGHUKA 8ionycky peecmpayitiHozo
3acoby YNakoeka) noceioueHHst
TabJIeToK y Ceps'e Ingacrpi, TMifiCTaBi pery/isipHO OHOBJIIOBAHOTO 3BiTy 3 Ge3reKu JlikapCcbKoro
KOHTelHepi aist DpaHist; 3aco0y, abo ocizpKkeHb 3 6e3meKu 3aCTOCYBaHHs JTiKapChKOTro
Tabserok; no 1 abo o BiZiTIOBija/IbHMI 32 3acoby B mic/speecTpariifituii nepios, abo sk pe3y/ibTar OL{iHKH
3 KOHTeliHepH A1 BUPOOHMLITBO, aHaIi3, 3BITY 3 JOC/Ii/)KeHb, POBeZleHUX BiATOBIAHO [0 T/IaHy
TabJIeTOK y KOpoo1ii 3 NaKyBaHHS Ta BUIYCK negiaTpuuHux gociimkens (PIP) (3MiHy y3rozpkeHo 3
KapTOHY cepii: Ceps'e (Ipsanzis) KOMITeTeHTHUM YIIOBHOBa)KEHUM OPraHOM).
Inpactpic JIth, Ipnangis 3MiHM BHeCeHO /10 IHCTpyKLii /11 MeJUUHOr0 3aCTOCYBaHHS
JiKapChKOro 3acoby o po3ziny "Ilepego3yBaHHs" BiAMOBiAHO A0
pexomeHzanii PRAC EMA mjozio 6e3rneku [jifo4oi peuoBHHH
amsofiiniH. BBefieHHs1 3MiH NPOTAroM 6-TU MicCsALiB Mic/s
3aTBep/PKEHHsI
141. TPUIIJIIKCA TabJIeTKH, BKPUTI Jie DpaHLis BiJTOBija/IbHMIM 32 DpaHuis/ BHECEeHHs 3MiH /|0 peecTpalliiiHux mMaTepianis: 3minu I Tuny - 3a peyenmom UA/13930/01/01
M® 10 MI'/2,5 | muiBKOBOIO JIABOPATYAP BUPOOHULITBO, aHaIi3, Ipnangis 3Minu 11070 6e3reky/eeKTUBHOCTI Ta hapMakoHarIsiAy. 3MiHa y
MI'/5 MI' 000/10HKOI0, 110 10 CEPB'E MaKyBaHHS Ta BUIYCK KOPOTKi#i XapaKTepHCTHIIi JIIKapCHKOTro 3aCo0y, TEKCTi

mr/2,5 mr/5 mr; o 30
TabsIeTOK y
KOHTelHepi st
Tabnetok; 1o 1 abo no
3 KOHTeliHepH A1
TabJIeTOK y KOpoo1ii 3
KapToHY

cepii: Jlaboparopii
Ceps'e Ingactpi,
®DpaHntlis;
BiJTOBija/IbHMIM 32
BUPOOHMLITBO, aHasli3,
aKyBaHHsI Ta BUITYCK
cepii: Ceps'e (Ipnangis)
Inpactpic JItg, Ipnangis

MapKyBaHHsI Ta iHCTPYKLii A/11 MeJUUHOro 3aCTOCYBaHHS Ha
Mi/ICTaBi perysisipHO OHOBJIIOBAHOTO 3BiTy 3 Ge3reKu JlikapCcbKoro
3aco0y, abo [octizpKkeHb 3 6e3rmeKu 3aCTOCYBaHHs TiKapChKOTro
3acoby B mic/speecTpariifituii riepios, abo sIK pe3ysibTar OL{iHKH
3BITY 3 JOC/Ii/)KeHb, IPOBeZleHUX BiATOBIAHO [0 MIaHy
nefiaTpuyHuX fociimkens (PIP) (3MiHy y3ropkeHo 3
KOMITeTeHTHUM YITOBHOBa)KEHUM OpPraHoM) 3MiHU BHeCEeHO /0
IHCTpYKLU{T /7151 MeIMUHOT0 3aCTOCYBaHHsI JIiKapChbKoro 3acofy fj0
po3zisie "B3aemogist 3 iHIIUMHE JTiKapCbKUMU 3aco6amu Ta iHiii
BU/IM B3aemozil", "OcobsmBocTi 3acTocyBanHs", "T106iuHi
peakuii” BianoigHo o pekomeHpaii PRAC EMA cTrocoBHO
Jitouoi peyoBUHHU iH/janamiz,. BeesieHHs 3MiH IPOTAroM 6-Tu
MicsILiB mic/is 3aTBepzKeHHs. 3MiHu I Tuny - 3MiHu 11070
6e3neku/eeKTUBHOCTI Ta papMakKoHar/siay. 3MiHa y KOPOTKik
XapaKTePUCTHULIi JIIKapChKOTo 3aco6y, TeKCTi MapKyBaHHS Ta
IHCTPYKLi A/19 MeJMUHOr0 3aCTOCYBaHHS Ha MifiCTaBi peryaspHO
OHOBJIIOBAHOT O 3BiTY 3 6e3rexy JikapcbKoro 3acoby, abo
OCJTiKeHb 3 6e3reKky 3aCTOCYBaHHs JIIKapChKOro 3acoby B
Tic/isipeecTparLjiiHuii repiog, abo sIK pe3y/IbTaT OL{iHKH 3BiTY 3
JlOC/1i/KeHb, TPOBe/leHUX BiAINOBIIHO [0 MJlaHy MeiaTpUUHUX
nocnigkens (PIP) (3MiHy y3rofiKeHO 3 KOMITeTEHTHUM
YIOBHOBa)XeHUM OpraHom) 3MiHM BHeCeHO /j0 IHCTpyKUii Ans
MeJIMUHOr0 3aCTOCYBAHHSI JTIKapChKOT0 3ac00y /10 po3ziny
"IMob6iuni peakiii" BigmoBiaHo n0 pekomeraiii PRAC EMA
CTOCOBHO /1i1040] peYOBUHU NepUHAONPU/. BBesileHHs 3MiH
MpOTAroM 6-TH MicCsILiB Mic/1s 3aTBepyKeHHsl. 3MiHu I Ty -
3minu 11040 Ge3nekr/edeKTHBHOCTI Ta hapMakoHarssay. 3MiHa y
KOPOTKiii XapaKTepHuCTHLi JIIKapCbKOro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTpyKU|i A/11 MeJUUHOr0 3aCTOCYBaHHs Ha
Mi/ICTaBi perysisipHO OHOBJIFOBAHOTO 3BiTy 3 Ge3reKu JikapChbKoro
3acoby, abo focipkeHb 3 Ge3reKn 3aCToCyBaHHS /1iKapChbKOTo
3aco0y B mic/isipeecTpaLjiiiHuil epiof, abo siK pe3y/bTaT OLjiHKK
3BITY 3 OC/Ii/)KeHb, POBeZIeHUX BifINOBIAHO [0 T/IaHy
nieffiaTpruuHuX focutipkens (PIP) (iHmmi 3MiHK) 3MiHM BHECEHO /10
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Ne

Hasea
NiKapcbKo20
3acoby

Dopma eunycky
(nikapcbka ¢opma,
YNakoeka)

3asneéHuk

Kpaina

3as6HUKa

BupobHuk

Kpaina

@UPOGHUKA

Peecmpayitina npoyedypa

Ymoegu
8ionycky

Homep
peecmpayitiHozo
noceioyeHHst

IHCTpYKL{i 7151 MeIMUHOTO 3aCTOCYBaHHsI JIiKapChKoro 3acofy /10
po3zinis "TIporunokasanus', "B3aemogis 3 iHIIKMMU JIiIKapCbKUMU
3acobamu Ta iHII BUAM B3aeMogiit", "OcobmmBocTi 3acTocyBaHHS"
BignosigHo o pekomenzanii PRAC EMA crocoBHo PSUSA
LM/1a3anpuiy Ta LUsananpuwi/TifpoxaopoTia3uy. BeegeHHs 3miH
TIPOTArOM 6-TU MiCSILIIB Mic/Is 3aTBepzykeHHs. 3MiHu 11 Tumy -
3miHu 1oz10 Ge3rexr/edeKTUBHOCTI Ta hapMaKkoHarsiAy. 3MiHU y
KOPOTKi#i XapaKTepHCTHLIi JIIKapCHKOTro 3aC0o0y, TEKCTi
MapKyBaHHs Ta iHCTPYKLii A/151 MeJUUHOro 3aCTOCYBaHHS y
3B’5I13KY i3 HOBUMM JJaHUMHU 3 SIKOCTi, JOK/IIHIYHUMH, KJIIHIYHUMU
JAHUMU Ta JaHUMU 3 hapMakoHarssify. 3MiHU BHECEHO [0
[HCTPYKLiI A/ MeIUYHOTO 3aCTOCYBaHH JTiKapChbKOro 3aco0y Ao
po3zinis "dapmakosioriyHi BracTUBOCTi" (pejaroBaHo TEKCT
pos3ziny 6e3 3min cyTi iHdopmariii), "B3aemopis 3 iHIHUMu
JIKapCHKUMH 3acobami Ta iHI BUAY B3aemogii", "OcobmmBocTi
3actocyBaHHs", "[Tobiuni peakuii" BifmoBizHO f0 MaTepianiB
peecTpaLiifHoro foche. BBefieHHsI 3MiH MPOTAroM 6-TU MicsLiB
nic/is 3aTBeppKeHHs. 3Minu 11 tuny - 3mMiHu o0
6e3neku/eeKTUBHOCTI Ta (papMakoHar/sAAy. 3MiHU Y KOPOTKii
XapaKTePUCTHULIi JIIKapChKOro 3aco6y, TeKCTi MapKyBaHHS Ta
IHCTPYKLUiI 1711 MeJMYHOr0 3aCTOCYBaHHs Y 3B’SI3Ky i3 HOBUMH
JIaHMMH 3 IKOCTI, JOK/iHIYHUMH, KIIHIYHUMHU J@HUMHU Ta JaHUMU 3
(apmakoHarisiy. 3MiHM BHeCeHO 10 THCTpyKLUii 71 MeAUYHOTO
3aCTOCyBaHHsI JIikapcbKoro 3acoby /10 po3ainis
"ITpoTunokasanHs", "B3aeMogis 3 iHIIMMH JTiKapCbKUMH 3acobamu
Ta iHii BUAW B3aemogiit", "OcobamBocTi 3acTocyBaHHs ",
"3acTocyBaHHs y niepiof BaritHOCTi abo rogyBaHHsS rpyAz0",
"IMobiuni peakwii" BifMOBiZHO 10 MaTepianiB peecTpaLiiiHOro
Jocee. BBegeHHs 3MiH IpoTArom 6-TU MicsLiB micis
3aTBep/PKeHHs

142.

TPUILIIKCA
M® 10 MI'/2,5
MI'/5 MI'

TabIeTKH, BKPUTL
TIiBKOBOIO
060/10HKO10, 110 10
mr/2,5 mr/5 mr; o 30
TabJIeTOK ¥
KOHTelHepi jyist
TabseTok; no 1 abo o
3 KOHTeliHepH /st
TabseToK y Kopob1i 3
KapTOHY

Jie
JIABOPATYAP
CEPB'E

®PpaHLis

BiZIMOBija/IbHUIM 3a
BUPOGHHUIITBO, aHaTi3,
TMaKyBaHHsI Ta BUITYCK

cepii: JlabopaTopii

Ceps'e Ingactpi,
Dpanis;

BiZIMOBija/IbHUIM 3a
BUPOGHHUIITBO, aHaTi3,
TMaKyBaHHsI Ta BUITYCK

cepii: Cepg'e (Ipnangis)
Inpactpic JItg, Ipnangis

Dpanuist/
Ipnangis

BHECEHHs 3MiH /10 peecTpaLiiiHMX MarepiaiB: 3MiHH I THITy -
3minu 11040 Ge3nekr/edeKTHBHOCTI Ta hapMakoHarssay. 3MiHa y
KOPOTKilf XapaKTepHCTHLi JIIKapCbKOro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTpyKU|i A/11 MeJUUHOr0 3aCTOCYBaHHs Ha
Mi/ICTaBi perysisipHO OHOBJIFOBAHOTO 3BiTy 3 Ge3reKu JikapChbKoro
3acoby, abo focipkeHb 3 Ge3reKn 3aCToCyBaHHS /1iKapChbKOTo
3aco0y B mic/isipeecTpaLjiiiHuil epiof, abo siK pe3y/bTaT OLjiHKK
3BITY 3 JOC/Ii/)KeHb, TPOBeZleHUX BifINOBIAHO [0 T/IaHy
nefiaTpruHUX focutipkeHs (PIP) (3MiHy y3rozpkeHo 3
KOMIIeTeHTHUM YIIOBHOBa)KEHUM OPraHOM).
3MiHM BHeceHO 10 IHCTpyKUii AJ1s1 MeJUUHOr0 3aCTOCYBaHHS
JiKapchKOoro 3acoby fjo po3ziny "Ilepeso3yBaHHs" BiATIOBifAHO KO
pekomenzanii PRAC EMA ujozo 6e3mneku [jirouoi peuoBHHH
am/IoAiniH. BeejeHHs 3MiH NpOTAroM 6-TH MicALiB nmicis
3aTBep/PKeHHs

3a peyenmom

UA/13930/01/01

143.

TPUILIIKCA
M® 5 MI'/1,25
MI'/10 MI'

TabJIeTKH, BKPUTL
T1iBKOBOIO
060JI0HKOIO, 110 5

Jie
JIABOPATYAP
CEPB'E

®paHLis

Bi/IMOBija/IbHUIM 3a
BUPOOHMLITBO, aHasIi3,
TIaKyBaHHsI Ta BUIYCK

Dpanuis/
Ipnangis

BHECEeHHs1 3MiH /|0 peecTpaLliiHuX mMatepianiB: 3minu I Tuny -
3minu 1110710 Ge3reKu/eeKTUBHOCTI Ta hapMakoHAT/IsiAy. 3MiHa y
KODOTKIil XapakTepHCTHLIi JIIKapCbKOro 3aco0y, TEKCTi

3a peyenmom

UA/13931/01/02
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Ne Haszea dopma sunycky 3asneHuk Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka ¢opma, 3as18HUKA @UPOGHUKA 8ionycky peecmpayitiHozo
3acoby YNakoeka) noceioueHHst

mr/1,25 mr/10 mr; 1o
30 TabseTok y
KOHTeMHepi st
TabneTok; mo 1 abo o
3 KOHTeliHepH A/
TabseTok y Kopobui 3
KapToHY

cepii: JlabopaTopii
Ceps'e Ingactpi,
DpaHLis;
BiJMOBiZIa/TbHUM 3a
BUPOGHHULITBO, aHaTi3,
TIaKyBaHHsI Ta BUITYCK
cepii: Cepg'e (Ipnanpis)
Inpactpic JIth, Ipnangis

MapKyBaHHs Ta iHCTPYKL|i /i1 Me/JMYHOT0 3aCTOCYyBaHHsI Ha
Mi/ICTaBi perysisipHO OHOBJIFOBAHOTO 3BiTy 3 Ge3reKu JikapChbKoro
3acoby, abo moctipKkeHs 3 Ge3neKr 3aCTOCyBaHHS TiKaPCHKOTO
3aco0y B mic/sipeecTpaLifiHuii repiof;, abo 5K pe3y/bTaT OL[iHKH
3BITY 3 OC/Ii/)KeHb, IPOBeZleHUX BiINOBIAHO [0 M/1aHy
nefiaTpruHUX JocstipreHs (PIP) (3MiHy y3rofpkeHo 3
KOMIIETEHTHUM yMOBHOBa)KEHHM OpPraHoM) 3MiHM BHECEHO /10
THCTpPYKLiT AJIsT MEIUUHOTO 3aCTOCYBAHHS JTiIKapCHKOT0 3ac00y 70
po3ziiie "B3aemogist 3 iHIIUMU JTiKapCbKUMM 3ac00aMu Ta iHILi
BU/IM B3aemozin", "OcobrBocTi 3acTocyBanHs", "T106iuHi
peakuii” BianosigHo Ao pekomenpanii PRAC EMA cTrocoBHO
Zlitouoi peyoBUHM iHfanamiz,. BeesieHHs 3MiH NPOTAroM 6-Tu
MicsILiB Mic/s 3aTBepyKeHHs. 3MiHu I Tuny - 3MiHM 1070
6e3rneku/e(eKTHBHOCTI Ta (hapMaKOHAr/IsIAy. 3MiHa Y KOPOTKii
XapaKTepHCTHII JIIKapChKOro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKLii /11 MeJUUHOr0 3aCTOCYBaHHs Ha MifiCTaBi peryJisipHO
OHOBJTFOBAHOrO 3BiTY 3 Ge3mekw Jlikapcbkoro 3acoby, abo
JIOCTTpKeHb 3 6e3reKy 3aCTOCYBaHHS JIIKapCHKOro 3acoby B
Tic/sipeecTpaliiiHuii mepios, abo sIK pe3yJsbTaT OLiHKHM 3BiTY 3
JlOC/Ii/KeHb, TPOBe/leHUX BiINOBiAHO [0 MylaHy neAiaTpUUHUX
nocnigxens (PIP) (3MiHy y3rofi’keHO 3 KOMITIETEHTHUM
YIOBHOBa)XeHUM OpraHom) 3MiHM BHeCeHO /10 IHCTpyKLii A1
MeJUUYHOTO 3aCTOCYBaHHSI JIiIKapChKOro 3acoby /10 po3ainy
"IMobiuni peakiii"” BifmoBigHO K0 pekomeHarlii PRAC EMA
CTOCOBHO /1it0u0l pe4OBUHU NepUH/0NpPUI. BBeJieHHs 3MiH
MPOTATroM 6-TH MiCALiB Mic/s 3aTBepyKeHHs. 3MiHu I Ty -
3minu mozo Ge3rnekw/edeKTHBHOCTI Ta hapMaKkoHarIsiAy. 3MiHa y
KOPOTKill XapaKTepHuCTHLi JIIKapCbKOro 3acofy, TeKCTi
MapKyBaHHS Ta iHCTPYKLI A/11 MeJUUHOTO 3aCTOCyBaHHs Ha
Ti/iCTaBi perysisipHO OHOBJIIOBAHOTO 3BiTy 3 Ge3rneKu JliKapcbKoro
3acoby, abo gocipkeHb 3 Ge3neKy 3aCTOCyBaHHS TiKapChbKOTO
3aco0y B mic/sipeecTparjiiHuil epiof, abo siK pe3ysibTaT OL[iHKK
3BiTy 3 J0C/TiZIKeHb, POBe/IeHNX BiANOBIZHO /0 M/IaHy
nesiiaTpruyHux jgocifkens (PIP) (iHii 3miHM) 3MiHM BHeceHoO /10
THCTpPYKLiT AJIsT MEIUUHOTO 3aCTOCYBAHHS JTiIKapCHKOTO0 3ac00y [0
po3zinis "TIporunokasanus", "B3aemogis 3 iHIIMMU JIiIKapCbKUMHU
3acobamu Ta iHwi BUgy B3aemozin", "OcobiMBOCTI 3acTOCyBaHHS"
BignoBigHo o pekomenganii PRAC EMA crocoBHo PSUSA
Lju/ia3anpuly Ta Ly3ananpui/riipoxnopoTiasus. BeeaeHns smin
MPOTAroM 6-TU MicsIL|iB Mic/s 3aTBeppKeHHs. 3MiHu II Tumy -
3minu 11oz0 Gesrexr/eeKTUBHOCTI Ta hapMakoHArIsiAy. 3MiHH y
KOPOTKili XapaKTepHuCTHLi JIIKapCbKOro 3acoby, TeKCTi
MapKyBaHHsI Ta iHCTPYKL|i /i1 Me/JUYHOr0 3aCTOCYBaHHsI y
3B’43KY i3 HOBUMM [JAHUMHU 3 SIKOCTi, AOKIIHIYHUMHY, KJIIHIUHUMU
JAHVMH Ta JaHUMU 3 (hapMakoHarsisiy. 3MiHU BHECEHO 10
IHCTpYKLU{T /7151 MeIMUHOTO 3aCTOCYBaHHsI JIiKapchbKoro 3acofy /10
po3zinie "®apmakosoriuHi B1acTUBOCTI" (peJaroBaHo TEKCT
po3ziny 6e3 3miH cyTi iHdopmMariii), "B3aemozis 3 iHmmmMu
JIiKapCbKUMM 3acobaMu Ta iHiui BUAM B3aeMogin", "OcobirBoCTi
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Ne Haszea dopma sunycky 3asneHuk Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka ¢opma, 3as18HUKA @UPOGHUKA 8ionycky peecmpayitiHozo
3acoby YNakoeka) noceioueHHst
3actocyBaHHs", "[Tobiuni peakujii" BifmoBizHO f0 MaTepianiB
PeecTpaLiiHOro J0CheE.
BBegenns 3miH npoTsarom 6-Tv MicALB Mic/Is 3aTBepKeHHS.
3minu II Tumny - 3mMiHu o0 Ge3nekn/edeKTHBHOCTI Ta
(apmakoHarsisiy. 3MiHM y KOPOTKIii XapaKTepPUCTHLIi JTiKapChKOro
3aco0y, TeKCTi MapKyBaHHS Ta iHCTPYKL{I A/1s1 MeUUHOrO
3aCTOCYBaHHs y 3B’S13KY i3 HOBUMH [JaHMH 3 SIKOCTI,
JOK/TIHIYHUMM, KIiHIYHUMU JaHUMU Ta JaHUMU 3
(hapmakoHarsy. 3MiHH BHeCeHO 710 IHCTpyKUil /st MeAUYHOr0
3aCTOCYBaHHs JIIKapCbKOro 3acoby 10 po3zisiB
"[poTunokasants", "B3aeMogis 3 iHIINMU JTiKapCHKUMH 3acobamu
Ta iHITi BUAW B3aeMoziit", "OcobmBocTi 3acTocyBaHHS",
"3acTocyBaHHs y TIepioZ BariTHOCTI abo roJjyBaHHs rpyAai0",
"TMobiuni peakiii" BifMOBiAHO [0 MaTepiaiB peecTparL{iiiHoro
nocke. BeeaeHHs 3MiH npoTsarom 6-Tu MicALiB micis
3aTBep/KeHHsI
144. TPUIIJIIKCA Tab/IeTKH, BKPUTL Jie DpaHLig BiAnoBifabHMI 3a DpaHuia/ BHeCeHHs 3MiH [0 peecTpalliifHux MarepiaiB: 3minu I Tumy - 3a peyenmom UA/13931/01/02
M® 5MI'/1,25 | naiBKOBOO JIABOPATYAP BUPOOHHMLITBO, aHasIi3, Ipnangis 3minu mozo Ge3rnekr/edeKTHBHOCTI Ta apMaKkoHarIsiAy. 3MiHa y
MI'/10 MI' 000JI0HKOIO, TI0 5 CEPB'E raKyBaHHS Ta BUIYCK KOPOTKili XapaKTepHUCTHLIi JIIKapChKOro 3acoby, TeKCTi
mr/1,25 mr/10 mr; o cepii: Jlaboparopii MapKyBaHHsI Ta iHCTPYKLi A/11 MeJUUHOro 3aCTOCYBaHHS Ha
30 TabneToK y Ceps'e Ingacrpi, TTiZicTaBi pery/spHO OHOBJIFOBAHOTO 3BiTy 3 He3reKu TiKapCbKoro
KOHTelHepi st DpaHulisi; 3acoby, abo ocizykeHb 3 6e3MeKy 3aCTOCYBaHHsI JTiKapChbKOro
TabsieTok; mo 1 abo mo BiZITIOBia/IbHMIA 3a 3aco0y B TiC/sipeecTparfiiiHuii epiof, abo siK pe3y/ibTaT OL[iHKK
3 KOHTeliHepH A1 BUPOOHHMLITBO, aHasIi3, 3BiTy 3 /l0C/TiZI)KeHb, MPOBe/leHNX BiAMOBIZHO /10 MJIaHy
TabJIeTOK y KOpooiii 3 raKyBaHHS Ta BUIYCK negiaTpuyHux fgocifkens (PIP) (3MiHy y3rozpkeHo 3
KapTOHY cepii: Ceps'e (Ipangis) KOMIIeTeHTHUM YIIOBHOBa)KEHUM OPraHOM).
Inpacrpic JIta, Ipnangis 3MiHM BHeceHO 10 IHCTpyKuil /11 MeAMYHOTO 3aCTOCYBaHHS
JiKapchbKOoro 3acoby o po3ziny "Ilepego3yBaHHs" BiANOBiAHO 0
pexomenzariii PRAC EMA 1jozio Ge3rexu [ifouoi peuoBHHH
amsIoAiniH. BeesjeHHs 3MiH MpoTAroM 6-TH MicsLiB nmicis
3aTBep/KEHHs
145. TPUIIJIIKCA Tab/IeTKH, BKPHTL Jie DpaHLis BiATOBijaIbHMIA 32 DpaHuig/ BHeCeHHsI 3MiH /I0 peecTpaliiiHix MaTepiasiB: 3minu I Tumy - 3a peyenmom UA/13929/01/02
M® 5MI'/1,25 | n/1iBKOBOO JIABOPATYAP BUPOOHMIITBO, aHasIi3, Ipnangis 3minu mozo 6e3rnekr/eeKTUBHOCTI Ta apMaKkoHarIsiAy. 3MiHa y
MI'/5 MI' 000JI0HKOIO, TI0 5 CEPB'E raKyBaHHS Ta BUILYCK KOPOTKili XapaKTepHUCTHLi JIIKapChKOro 3aco0y, TEKCTi

wmr/1,25 mr/5 mr; o 30
TabJIeTOK y
KOHTelHepi st
TabseTok; no 1 abo o
3 KOHTeliHepH A
TabJIeTOK y KOpooiii 3
KapTOHY

cepii: JlabopaTopii
Ceps'e Ingacrpi,
DpaHulis;
BiATOBijaIbHMIA 32
BUPOOHMIITBO, aHasIi3,
MaKyBaHHs Ta BUMTYCK
cepii: Ceps'e (Ipnangis)
Inpacrpic JIta, Ipnangis

MapKyBaHHS Ta iHCTPYKIil A/1s1 MeJUHOTO 3aCTOCYBaHHs Ha
TiZicTaBi perysisipHO OHOBJIIOBAHOTO 3BiTy 3 Ge3rneKu JliKapCcbKoro
3acoby, abo gocipkeHb 3 Ge3reKy 3aCTOCyBaHHS 1iKapChbKOTO
3acoby B mic/sipeecTpariifiHuii nepios, abo sk pe3y/ibTar OL{iHKK
3BiTY 3 ]OC/Ti/IKeHb, POBe/IeHNX BiANOBIZHO /10 M/IaHy
nefiaTpuyHux gocifmkens (PIP) (3MiHy y3rozpkeHo 3
KOMIIETEHTHUM YIIOBHOBa)KEHHM OPraHoM) 3MiHU BHECEHO [0
IHCTpYKL{i 7151 MeIMYHOTO 3aCTOCYBaHHsI JIiKapchKoro 3acoby /10
po3zxinie "B3aemopist 3 iHIIUMHU JTiKapCbKUMHU 3acob6amu Ta iHIi
BU/M B3aeMoZiit", "OcobmBocti 3actocyBanHs", "Tlo6iui
peakuii" BignosigHo go pekomenzanii PRAC EMA cTocoBHO
Zlitouoi peyoBUHM iHflanamiz. BBeseHHs 3MiH NpoTsArom 6-tu
MiCsILiB Mmic/1s 3aTBepKeHHs. 3MiHu I Tuny - 3mMiHu 1070
6e3nexn/eeKTHBHOCTI Ta papMakoHar/siAy. 3MiHa y KOPOTKIiK
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3acoby YNakoeka) noceioueHHst

XapaKTepHUCTHLi TiKapCbKOTo 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPyYKUii A/11 MeUUHOr0 3aCTOCYBaHHS Ha MifiCTaBi peryispHO
OHOBJTIOBAHOT O 3BiTY 3 6e3rexu TikapcbKoro 3acoby, abo
Jloci/pKeHb 3 6e3MeKn 3aCTOCyBaHHs JlikapcbKoro 3acofy B
mic/sipeecTpatiifinuii mepios, abo sik pe3ysibTaT OLiHKH 3BiTY 3
JlO0CIlifIXKeHb, TIPOBe/leHrX BifIOBiZHO /10 TyIaHy TNefiaTpUUHUX
nocnigkens (PIP) (3MiHy y3rofiKeHO 3 KOMITeTEHTHUM
YIIOBHOBa)XEHUM OpraHom) 3MiHU BHECEHO /0 IHCTpyKuii A/st
MeJUYHOTO 3aCTOCYBAHHS TIKAPCHKOTO 3ac00y /10 po3zimy
"IMobiuni peakwii" BigmoBigHo 10 pekomeHgaLii PRAC EMA
CTOCOBHO /i1040I pe4OBUHU NepUHAONPU/. BBeJjleHHs 3MiH
MPOTAroM 6-TW MiCALIiB Mic/s 3aTBepAKeHHs. 3Minu I Tuny -
3Minu 1mo/0 6e3mnekr/eeKTUBHOCTI Ta GapMaKkoHarsiAy. 3MiHa y
KOPOTKi#i XapaKTepHCTHLIi JIIKapCHKOTro 3aCo0y, TEKCTi
MapKyBaHHs Ta iHCTPYKLii A/11 MeJUUHOro 3aCTOCYBaHHS Ha
TMi/ICTaBi pery/isipHO OHOBJIIOBAHOTO 3BiTy 3 Ge3reKu JlikapCcbKoro
3aco0y, abo octizpKkeHb 3 6e3rmeKu 3aCTOCYBaHHs JTiKapChKOTr0
3acoby B mic/speecTpariifituii nepios, abo sk pe3y/ibTar OL{iHKH
3BITY 3 JOC/Ii/)KeHb, POBeZleHUX BiNOBIAHO [0 T/IaHy
nefjiaTpuyHux gociimkens (PIP) (iHwi 3minn) 3MiHU BHECEHO 10
[HCTPYKLiI A/ MeIUYHOTO 3aCTOCYBaHH JTiKapChKOro 3aco0y Ao
po3zinis "TIpotunokasanHs", "B3aemMogis 3 iIHIIMMU JIIKapCbKUMU
3acobamu Ta iHI BUAM B3aemogii", "OcobauBoCTi 3acTocyBaHHS"
BianosigHo go pekomeHnzgauii PRAC EMA crocosHo PSUSA
LiM/1a3anpuiy Ta LM3ananpui/TijpoxaopoTia3uj. BeegeHHs 3MiH
MPOTAroM 6-Tu MiCsALIB Mic/is 3aTBep/y)keHHs. 3MiHu 11 Tumy -
3miHu mozo Ge3rexn/edeKTUBHOCTI Ta hapMaKoHArIsiAy. 3MiHN y
KOPOTKill XapaKTepHuCTHLi JIIKapCbKOro 3acofy, TeKCTi
MapKyBaHHS Ta iHCTPYKIi A/I1 MeJUUHOTO 3aCTOCYBaHHS y
3B 53Ky i3 HOBUMM JJAHUMHU 3 SIKOCTi, JOK/IIHIYHUMH, KJIiHIYHUMU
JJAHUMHU Ta JaHUMH 3 (hapMaKoHarJsily. 3MiH BHECEHO 10
THCTpPYKLiT AJIsT MEIUUHOTO 3aCTOCYBAHHS JiIKapCHKOT0 3ac00y 0
po3ginis "®apmakororiuHi BacTHBOCTI" (pefiaroBaHO TEeKCT
po3ziny 6e3 3miH cyTi iHdopmaryii), "B3aemopis 3 iHIIUMEU
JIKapCHKUMU 3acobami Ta iHiri By B3aemogii", "OcobmmBocTi
3acrocyBaHHs", "[Tobiuni peaknii" BifmoBizHO fo MartepianiB
peecTpaljiiiHoro focke. BBefieHHs 3MiH MPOTAroM 6-Tu MicsLiB
nic/s 3aTBeppKeHHs. 3Minu 11 tuny - 3mMiHu 1070
6e3rekn/eeKTUBHOCTI Ta (papMakOHArIsAY. 3MiHH Y KOPOTKIiH
XapaKTepHUCTHLi TiKapCbKOro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKUII /11 MeJUYHOr0 3aCTOCYBaHHS y 3B’sA3KY i3 HOBUMU
JJaHUMH 3 SKOCTI, JOK/IiHIYUHUMMU, KNiHIYUHUMU JaHUMU Ta JaHUMH 3
¢bapmakoHarssy. 3MiHA BHeCeHO [0 THCTpyKLUil A/1s1 MeAUYHOr0
3aCTOCYBaHHsI JIKapChKOTo 3aco0y [0 PO3/i/iB
"ITpoTuriokasanss", "B3aeMogis 3 iHIINMH JTiKapCHKUMH 3acobamu
Ta iHUI BUAW B3aeMogiit", "OcobamBocTi 3acTocyBaHHs ",
"3acTocyBaHHs y TIepiof BariTHOCTi abo royBaHHs rPyAAL0",
"IMobiuni peak1jii" BifmoBiAHO /10 MaTepianiB peecTpariiiHOro
nocke. BBesieHHs 3MiH MPOTATOM 6-TU MiCSLIiB MiC/st
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3aTBep/)KeHHsI
146. TPUIIJIIKCA Tab/IeTKH, BKPUTL Jie DpaHLig BiAnoBifabHMI 3a DpaHwia/ BHeCeHHs 3MiH [0 peecTpallifHux MarepiaiiB: 3minu I Tumy - 3a peyenmom UA/13929/01/02
M® 5MI'/1,25 | naiBKOBOO JIABOPATYAP BUPOOHHMLITBO, aHasIi3, Ipnangis 3minu mozo 6e3rnekn/eeKTHBHOCTI Ta apMaKkoHarIsiAy. 3MiHa y
MI'/5 MI' 000JI0HKOIO, TI0 5 CEPB'E raKyBaHHS Ta BUIYCK KOPOTKili XapaKTepHUCTHLIi JIIKapChKOro 3acoby, TeKCTi
mr/1,25 mr/5 mr; o 30 cepii: JIaboparopii MapKyBaHHsI Ta iHCTPYKLii A/11 MeJUUHOro 3aCTOCYBaHHS Ha
TabreTok y Ceps'e Ingacrpi, TTiZicTaBi pery/sspHO OHOBJIFOBAHOTO 3BiTy 3 He3reKu TiKapCbKoro
KOHTeMHepi st DpaHLisi; 3aco0y, abo ocizykeHb 3 6e3MeKy 3aCTOCYBaHHsI JTiKapChbKOTro
TabsieTok; mo 1 abo mo BiZITIOBifa/IbHMIA 3a 3aco0y B TiC/sipeecTparjiiiHuii epiof, abo siK pe3y/ibTaT OL[iHKK
3 KOHTeliHepH A1 BUPOOHHMLITBO, aHasIi3, 3BiTy 3 /]0C/TiZI)KeHb, MPOBe/leHNX BiIMOBIZHO /10 MJIaHy
TabJsIeToK y KOpooiii 3 raKyBaHHS Ta BUIYCK negiaTpuyHux gociifkens (PIP) (3MiHy y3rozpkeHo 3
KapTOHY cepii: Ceps'e (Ipranzis) KOMIIETeHTHUM YIIOBHOBa)KEHUM OPraHOM).
Inpactpic JIta, Ipnangis 3MiHM BHeceHO 0 IHCTpyKuil /11 MeANYHOTO 3aCTOCYBaHHS
JiKapchbKOoro 3acoby o po3giny "Ilepego3yBaHHs" BiANOBiAHO 0
pexomenzariii PRAC EMA 1jozio Ge3rexu [ifouoi peuoBHHH
amsIoAiniH. BeesjeHHs 3MiH MpoTAroM 6-TH MicsLiB micis
3aTBep/KEHHs
147. TPOIIICETP TIOPOLLOK TOB "BIOJIIK Ykpaina IManponr Kigy Kuraii BHeCeHHs 3MiH JI0 PeecTpalliliHux MartepiaiB: 3MiHa 3asiBHUKa JI3 - UA/18931/01/01
OHY (cybcTanLis); y DAPMA" ®dapmacstorikan Ko., (MIBII) (BnacHUKa peecTpaliiiHOro MocBifiueHHs) (3rifHO HakKa3y
T1APOXJIOP T0J1ieTU/IeHOBUX JITp, MO3 Biz 23.07.2015 Ne 460). TepMiH BBe/ieHHSI 3MiH - IPOTAroM 6
na TakKeTax, ki MICSILIiB MiC/Is 3aTBeP/PKeHHS.
MOMIIat0Th y MaKeTH
3 J1aMiHOBAHOI M/1iBKU
148. DEPPYM Tabsietky; 10 80 Hotiue Himeuunna Hotiue XomeomnaTi- Himeuunna BHECEHHSI 3MiH /]0 peecTpaliiiHux matepiaiis: 3minu I Tuny - 6e3 peyenma UA/12252/01/01
®OCPOPUK TabJeToK y (J1aKkoHi; Xomeonari- YHion JXY- 3minu mozo Ge3mnekn/edeKTUBHOCTI Ta hapMaKOHATISIAY.
YM CL/Ib no 1 ¢nakoHy B Yuion IXY- ApriHaiimitTesns ['m6X BeeneHHst a60 3MiHU /10 y3araJbHeHUX JAaHUX PO CUCTEMY
JOKTOPA KapTOHHIN Kopobrii AprHaimiTTeNH & Ko. KT" (hapmaxoHarsAly (BBeJjeHHs y3araJlbHeHNX JaHUX TIPO CHCTeMY
IITFOCCJIEPA I'm6X & Ko.KI" (hapMakoHarsizy, 3MiHa yIoBHOBa)KeHOI 0CO0H, Bi/ITOBiambHOL
Ne 3 3a 37iliCHeHHsI )apMaKOHArJIsIy; KOHTaKTHOI 0co6u 3
(hapmaxoHarIsAly 3assBHUKA Ai71s1 3/iliCHeHHsI ()apMaKOHarJsiy B
YKpaiHi, SIKII[0 BOHA BiIMiHHa BiJi yIOBHOBa)KeHOI 0Cco6H,
BiZINMOBiJJa/IbHOI 3a 3/jilicCHeHHsI (hapMaKOHAr/sy (BK/IH0Yaur
KOHTAKTHI JaHi) Ta/abo 3minu y po3miijeHHi Mactep-gaiina
cuctemy hapMakoHarsisizy) 3MiHa KOHTaKTHOI 0COOM 3asiBHYKa,
BiZINMOBiJjabHOI 3a hapMakoHarsy B YkpaiHi. [liroua peakiyis:
Anton Voitenko. ITporioHoBaHa pefakuisi: Byask Onekcangpa
CepriiBHa. 3MiHa KOHTaKTHUX JJaHUX KOHTAaKTHOI 0COOM 3asiBHKa,
Bi/lNOBijaIbHOI 32 hapmakoHarsi B YKpaiHi.
149. ®JIEKCBYMI | po3uuH s iHOy3ii, Takepa AgcTpia KOHTPOJIb SIKOCTI, Asctpist/ BHeCeHHs1 3MiH /I0 peecTpaLjiiiHiX MaTepiasiB: 3minu I Tumy - 3a peyenmom UA/18128/01/01
H 200 r/m; mo 50 Mn y MaHnydexuypin BUITYCK Cepii: CIIIA AnmiHicTpaTHBHI 3MiHH. 3MiHa HaliMeHyBaHHs1 Ta/abo afpecH
0JIieTU/IEHOBOMY r ABctpis AT Takesa MaHydekuypiHr 3asiBHUKA (BIaCHUKA PeECTPALiiHOr0 MOCBi{UeHHs) 3MiHa

nakeTi; o 1 a6o mo 24
MaKeTH B KAPTOHHIH
Kopobiii; mo 100 ma y
TI0/TieTU/IEHOBOMY
nakeTi; o 1 abo mo 12
MaKeTiB B KAPTOHHIN
KOpo6IIi

Asgctpis AT, ABcTpis
CTepuU/IbHe HallOBHEeHH,
OCTaTouyHa
racrepusatiisi, IepBUHHE
Ta BTOPUHHe NaKyBaHHsI:

Bakcanra FOC IHK.,
CIIIA

HaliMeHyBaHHS Ta KOPUI'YBaHHS aZipecy 3asiBHUKA. TepmiH
BBe/IeHHs1 3MiH NMPOTAroM 6 MicsL|iB mic/s 3aTBepykeHHs. 3MiHu |
THIY - AAMiHiCTpaTHBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo
aZpecy MicClLisl TPOBAaZPKEHHSI Jis/IbHOCTI BUPOOHHUKA (BKJTFOUAIOUH,
3a HeoOXi/JHOCTi, MiClie pOBeZeHHs] KOHTPOJIIO SIKOCTi), abo
BJIacCHUKa Mactep-(aiisia Ha API, abo mocrauasbHUKA
AdI/BuxigHoro marepiany/peareHTy/IpOMi’KHOTO TIPOAYKTY, 1[0
3aCTOCOBYIOTbCS Y BUPOOHMITBI ADI (SKIIO 3a3HAUEHO Y JI0ChE Ha
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Ne

Hasea
NiKapcbKo20
3acoby

Dopma eunycky
(nikapcbka ¢opma,
YNakoeka)

3asneéHuk

Kpaina

3as6HUKa

BupobHuk

Kpaina

@UPOGHUKA

Peecmpayitina npoyedypa

Ymoegu
8ionycky

Homep
peecmpayitiHozo
noceioyeHHst

BUPOOHHULITBO
Hepo3dacoBaHoi
TIPOAYKLI,
TepmMoobpobKa:
Bakcanrta FOC IHK.,
CIIA

JiKapChKuUii 3acib) 3a BiicyTHOCTI cepTudikara BifnoBigHOCTI
€BporeiiceKi papmakorei y 3aTBepKeHOMY J0ChE, a60
BHPOOHMKA HOBOI ZOMOMIKHOI peYOBHHH (SIKIIIO 3a3HAUEHO Y
JIOCh€) 3MiHa HaliMeHyBaHHsI Ta ajjpecy BUpobHrKa ADI, He3
3MiHM MicLis BUpoOHULTBA. 3aTBepAykeHO: Baxter Manufacturing
S.P.A. Via della Chimica, 5 - 02010 S. Rufina — Cittaducale
(Rieti), Italy
3amnporioHoBaHo: Takeda Manufacturing Italia S.p.A. Via Della
Chimica 5, 02015 Santa Rufina — Cittaducale (Rieti), Italy Tepmia
BBe/IeHHs1 3MiH NMPOTAroM 6 MicsLiB mic/s 3aTBepykeHHs. 3MiHu |
THIY - AAMiHiCTpaTHBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo
aZpecy MicCLisl TPOBAaZPKEHHSI Jis/IbHOCTI BUPOOHHUKA (BKJTFOUAKOUH,
3a HeoOXi/JHOCTI, Miclie pOBeZeHHs] KOHTPOJIIO SIKOCTi), abo
BJIacCHUKa Mactep-(aiisia Ha API, abo mocrauasbHUKA
AdI/BuxigHoro marepiany/peareHTy/IpOMi’)KHOTO TIPOAYKTY, 1[0
3aCTOCOBYIOThCS1 Y BUPOOHUIITBI ADI (SKILO 3a3HAUEHO Y JOChE Ha
JiKapChKuit 3acib) 3a BificyTHOCTI ceprudikara BifmoBigHOCTI
€Bporieiicekiil hapmakoriel y 3aTBepAKEHOMY [OCkE, abo
BMPOOHMKA HOBOI ZJOMOMIDKHOI PEUOBHHHU (SIKILO 3a3HaYeHO y
[I0Ch€) 3MiHA HaliMeHyBaHHs BUpOOHKKa A®DI Ta KOpUTyBaHHs
azpecy, 6e3 3MiHK MicIist BUpOOHHI[TBA. 3aTBepykeHo: Baxter AG,
Industriestrasse 131, A-1221, Vienna, Austria 3anpornoHoBaHo:
Takeda Manufacturing Austria AG, Industriestrasse 131, 1221,
Vienna, Austria TepmiH BBeJjleHHsI 3MiH NIPOTAroM 6 MiCALiB Mmics
3aTBep/ KeHHsI.
3minm I Tuny - AgmiHicTpaTyBHI 3MiHY. 3MiHa HaliMeHyBaHHS
Ta/abo aZipecy MiCIist TPOBaPKEHHST JisTbHOCTI
BUPOOHHKa/iMITOpTepa roTOBOTO JTiKAPCHKOTO 3ac0o0y, BKITIOUArOun
[iIbHUL BUIYCKY cepii abo Miclie mpoBe/jeHHs! KOHTPOJIIO SIKOCTi.
(BisBHICTD, 3a SIKY BiATIOBi/la€ BUPOOHUK/iMITOpTEp, BKITIOYAIOUN
BUITyCK cepiii) 3MiHa HaliMeHyBaHHsI Ta KODUI'yBaHHsI a/jpecu
MICLst TIPOBA/IPKEHHS Jis/IbHOCTI BUPOOHHKA FOTOBOTO JIIKAPCHKOTO
3acoby BiAMOBifaILHOTrO 32 KOHTPOJIb SIKOCTI, BUITYCK cepii, 6e3
3MiHH MiCLisI BUDOOHHLITBA.

TepMmiH BBe/leHHs 3MiH NIPOTAroM 6 MiCSLIIB MiCJis 3aTBep/KeHHs.

150.

dOPMIJIPOH

PO3UMH /ISt
30BHILIHEOrO
3aCTOCYBaHHS,
CMUPTOBUM; 110 50 M1
y ¢hakoHax
rostiMepHux abo
CKJISTHUX

ITPAT
"OITODAPM"

YxpaiHa

IMPAT "®ITODPAPM"

YKpaina

BHeCeHHs1 3MiH /I0 peecTpaLjiiiHiX MaTepiasiB: 3Minu I Tumy -
ApmiHicTpaTuBHI 3MiHK. 3MiHa HaliMeHyBaHHsI Ta/abo agpecu
3asiBHUKA (B/IaCHUKA PeECTPaLifHOro MOCBi[ueHHs) 3MiHa afjpecu
3asiBHUKa. BBeleHHs 3MiH NpOTATroM 6-Ty MiCALIB mic/s
3aTBep/KeHHs

6e3 peyenma

UA/8184/01/01

151.

®OPMIJIPOH

PO3YMH /ISt
30BHIIIHBOTO
3aCTOCyBaHHs,
cnupToBuii o 50 My
(hnakoHu CKIsHi,
YKYIIOpeHi 1pobKamHu i

IpAT
®dapmarieBTUUH
a abprka
"Bionma"

Ykpaina

TIpAT ®apmarieBTUUHA
(habpuka "Biosma"

YkpaiHa

BHECeHHs 3MiH /I0 peecTpaLliiHUX MarepianiB: 3MiHH [ THITy -
3minu 3 sikocTi. ['oToBwi JTiKapchkuit 3aci6. Cucrema
KOHTel{Hep/3aKyIoproBaIbHUM 3acib. 3MiHa y MepBHHHIN yrakoBLji
TOTOBOT'O JTIKAPCHKOT0 3aco0y (SIKiCHMI Ta KiJIbKiCHUN CKiaz) -
M’siki Ta HecTepuIbHI pifKi mikapceki Gopmu. [lofaBaHHS HOBUX
YIHaKoBOK 110 50 M1 y diakoHax nostimepuux (PBII-55-18 3

6e3 peyenma

UA/0597/01/01




103
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KpH1IKamy; 1o 50 mi nosietreHTepedTanary),B KOMIUIEKTi 3 Kpuinkamu (K®2-1) B
y (akoHu nosmimepHi mautli abo 6e3 rmauku, 3 3 BiANMOBiAHUMY 3MiHAMH [0 P.
B KOMIUIEKTI 3 «YTIaKoBKa».
KpUILKaMH B MayLii Bse/ieHHs 3MiH NPOTArom 6-TH MiCALIIB MiC/Is 3aTBeP/ KEeHHSI.
abo 6e3 mauky; o 100 3wminu I Tuny - 3minu 3 siKocti. ['0TOBUIA JliKapChKuii 3acib.
M1y (hTaKOHH CKJISTHI, CucreMa KOHTeHHep/3aKyToproBaibHUit 3aci6. 3mina popmu abo
YKyTopeHi nnpobkamu i PO3Mipy KOHTelHepa UM 3aKyIOpIOBaIbHOT0 3aco0y (MepBUHHOI
KpHUILKaMu abo y YTIaKOBKH) (HECTEPU/IbHI JTiKapChKi 3aC001) J0jaBaHHs HOBOT
(akoHM NoTiMepHi B YTIAKOBKH, a came 1o 100 M1 y drakoHax momiMeprux (tury BBII-
KOMIUIeKTI 3 115 3 nonietuneHTepedTanaty) 3 MeXaHiuHAM PO3MHUIIOBAYEM
KPMIIKaMU B NayLii (Tuny 28/410 ), 3 BiANOBiAHUMY 3MiHAMU [0 P. «YTIAKOBKa».
abo 6e3 mauky; o 100 BBe/ieHHS 3MiH NPOTAroM 6-Ty MiCALB TMic/as
MJ1y (JIaKOHU 3aTBep/pKeHHs1.3MiHU BHeCeHi B po3/in "YrnakoBKa" (BBeJ|eHHs
nosimepHi 3 TPbOX JJOJATKOBUX YIIAKOBOK) B iHCTPYKLIiO /151 MEJUYHOTO
MeXaHIYHUM 3aCTOCYBaHHsI JIIKAPCHKOTro 3aco0y, sIK HAC/IOK - 3aTBepKEHHSI
PO3MUJIKOBaYeM TeKCTY MapKyBaHHsI /I0IaTKOBHX YMAaKOBOK JIIKapCKOro 3acofy.
152. DOPCAO Karcynu teepgi o 0,5 [-p Penpi'c Inpia [O-p Pepzi’c Inpis BHeCeHHs 3MiH [0 peecTpalliifHux MarepiaiB: 3minu I Tumy - 3a peyenmom UA/19194/01/01
M 110 7 Karcyny JlabopaTopic JTaboparopic JIty, 3minu mozo Ge3rnekr/edeKTHBHOCTI Ta apMaKkoHarIsiAy. 3MiHa y
6micTepi; o 4 JITp, (Bupo6Huuuii Bifzin - 7) KOPOTKili XapaKTepHUCTHLIi JIIKapChKOro 3acoby, TeKCTi
6/1icTepH B KAPTOHHIM MapKyBaHHS Ta iHCTPYKLi [/11 MeJUUHOr0 3aCTOCYBaHHS Ha
Kopobiii; mo 10 karicyn TTiZicTaBi pery/spHO OHOBJIFOBAHOTO 3BiTy 3 He3reKu TiKapCbKoro
y 6micTepi; mo 3 3acoby, abo ocizykeHb 3 6e3MeKy 3aCTOCYBaHHsI JTiKapChbKOro
6/1iCTepH B KAPTOHHIM 3aco0y B TiC/sipeecTparfiiiHuii epiof, abo siK pe3y/ibTaT OL[iHKK
Kopoori 3BiTy 3 /l0C/TiZI)KeHb, MPOBe/leHNX BiAMOBIZHO /10 MJIaHy
negiaTpuyHux fgocifkens (PIP) (3MiHy y3rozpkeHo 3
KOMIIeTeHTHUM YIIOBHOBa)KEHUM OPraHOM).
3MiHM BHeceHi /10 iIHCTPYKLil //11 MeINYHOT 0 3aCTOCYyBaHHS
JiKapcbKoro 3acoby y po3gimu "OcobnuBocTi 3acTocyBaHHs",
"IMobiuni peakiiii" BiAMOBiZHO 0 OHOB/IEHOI iHpOpMariii 3
Ge3rex Zifouol peuoBHHU. BBesieHHsI 3MiH IPOTATOM 6-TH MiCSL{iB
Tic/1s 3aTBep/yKEeHHSI.
153. DOYIIUC® Tabsietku 110 50 Mmr, in TOB Ykpaina KYCYM XEJITXKEP Inpis BHECEHHS 3MiH /10 peecTpaliiHiX MarepiasiB: 3MiHu [ Ty - - UA/19806/02/01
bulk: no 4 Tabnetku y «JIEOOAPM BT JITL, 3miHu 3 sikocTi. 'oToBwMit nikapcekuit 3aci6. Cructema
6mictepi; mo 140 JATO» KOHTelHep/3aKynopIoBajbHU 3aci6. 3MiHa po3Mipy yIakOBKU
6nicTepiB y KapTOHHI#H rOTOBOTr'O /1iKapCHKOTo 3aco0y (iHrui 3MiHK) - BBe/jeHHS
Kopobuii; in bulk: mo [I0ZIaTKOBOI yrakoBKH y (opmi in bulk, 3 BigmoBigaumu 3minamu
10 Tabnetok y 1o po3iny «YnakoBka» MK JI3. IlepBUHHUI NTaKyBaIbHUMA
6icrepi; o 360 MaTepias He 3MiHUBCS. Ta, sIK HaC/TiJJOK, BHECEHHS 3MiH /10 PO3Ainy
6icTepiB y KapTOHHIHN «MapkyBanHsi» MK J13
KOpobLii
154. OYIUC® tabsetku o 100 wmr, TOB Ykpaina KYCYM XEJITXKEP Ingis BHeCeHHs 3MiH 0 peecTpalifHuX MarepiaiB: 3minu I Tury - - UA/19806/02/02
in bulk: mo 4 tabnetkn | «[JIEJDPAPM BT JITL, 3miHu 3 sikocTi. ['oToBwMiIt niKapceKuit 3aci6. Crucrema
y 6nictepi; mo 100 JITO» KOHTelHep/3aKynopIoBa/bHU 3aci6. 3MiHa po3Mipy yIakOBKU
6icTepiB y KapTOHHi# rOTOBOTO /IiKAPCHKOT0 3aco0y (iHrui 3MiHK) - BBeZjeHHS
kopobui; in bulk: mo [I0ZIaTKOBOI yrakoBKH y (opmi in bulk, 3 BigmoBigHimu 3MiHamu
10 TabneTok y 710 po3ziny «YnakoBka» MK JI3. TlepBUHHUI NaKyBaIbHUIA
6micTepi; mo 320 Marepian He 3MiHUBCS. Ta, SIK HAC/iJOK, BHECEHHS 3MiH 10 PO3/iny
6JticTepiB y KapTOHHIM «MapkyBaHHsI» MKS JI3
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Ne Haszea dopma sunycky 3asneHuk Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka ¢opma, 3as18HUKA @UPOGHUKA 8ionycky peecmpayitiHozo
3acoby YNakoeka) noceioueHHst
KOpo6Lii
155. OYHNUC® TabseTku o 150 wmr, TOB Ykpaina KYCYM XEJITXKEP Inpis BHeCeHHs 3MiH [0 peecTpallifHux MarepiaiiB: 3minu I Tumy - - UA/19806/02/03
in bulk: rmo 1 a6o 1o 2 «JIEJPAPM MNBT JITA 3min 3 sikocti. ['oToBMI JikapcbKuii 3aci6. Crctema
TabsieTkH y Gutictepi; JITO» KOHTelHep/3aKynoproBajbHUM 3aci6. 3MiHa po3Mipy yIakoOBKU
o 120 6ictepiB y TOTOBOTO JTiKapChKOro 3aco0y (iHiii 3MiHK) - BBe/jeHHsT
KapTOHHiN KopoOiii; in JI0ZiaTKOBOI yrakoBKH y (opmi in bulk, 3 BigmoBiganmu 3miHamu
bulk: ro 4 Tabnetku y 1o po3piny «YnakoBka» MKSI JI3. TlepBuHHUI NaKyBaIbHUMA
6nicrepi; mo 100 Marepiasn He 3MiHUBCS. Ta, K HAC/MiZIOK, BHECEHHS 3MiH [J0 PO3/imy
6nicTepiB y KapTOHHIH «MapkyBaHHs» MK JI3
KOpoOLii
156. DOYIIUC® Tabsietku 10 200 wmr, TOB Ykpaina KYCYM XEJITXKEP Inpis BHECEHHS 3MiH /10 peecTpaliiHiX MarepiasiB: 3MiHu [ Ty - - UA/19806/02/04
in bulk: o 4 Tabnetku | «I'JIEAPAPM BT JITL, 3miHu 3 sikocTi. ['oToBwMit nikapcekuit 3aci6. Cructema
y 6mictepi; mo 100 JTO» KOHTelHep/3aKynopIoBajbHU 3acib. 3MiHa po3Mipy yIakOBKU
6ricTepiB y KapTOHHi#H rOTOBOTrO /1iKapChKOro 3aco0y (iHrui 3MiHK) - BBe/jeHHs
Kopobui; in bulk: mo [I0ZIaTKOBOI yrakoBKH y (opmi in bulk, 3 BigmoBigHumu 3minamu
10 TabneTok y 1o po3iny «YnakoBka» MK JI3. TlepBUHHUI NTaKyBaIbHUMA
6micrepi; mo 180 MaTepias He 3MiHUBCS. Ta, sIK HaC/TiJJOK, BHECEHHSI 3MiH /10 pO3Ainy
6rticTepiB y KapTOHHIM «MapkyBanHsi» MK J13
KOpobLii
157. DOYIIUC® Tabsietku 110 50 M, 110 TOB Ykpaina KYCYM XEJITXKEP Inpis BHECEHHS 3MiH /10 peecTpaliiiHiX MartepiasiB: 3MiHu [ Ty - 3a peyenmom UA/7617/01/01
4 abo mo 10 TabeTok «'TIEJPAPM BT JITL 3miHu 3 siKocTi. ['oToBMit niKapchKuit 3aci6. Cucrema
y 6rictepi; mo 1 JITO» KOHTelHep/3aKynopIoBa/bHU 3aci6. 3MiHa po3Mipy yIakOBKU
6ricTepy B KapTOHHII rOTOBOTO /IiKAPCHKOT0 3aco0y (iHrui 3MiHK) - BBeZjeHHS
YMaKoBLi [I0ZIaTKOBOI yrakoBKH y (opmi in bulk, 3 BigmoBigHumu 3miHamu
710 po3ziny «YnakoBka» MK JI3. TlepBUHHUI NaKyBaIbHUIA
MaTepian He 3MiHuBCA. Ta, SIK HaC/iJJOK, BHECEHHsI 3MiH /10 po3finy
«MapkyBaHHs» MKS JI3
158. OYIUC® Tabsetku o 100 wmr, TOB Ykpaina KYCYM XEJITXKEP Inpia BHeCeHHs 3MiH [0 peecTpalliliHux MarepiaiB: 3minu I Tumy - 3a peyenmom UA/7617/01/02
o 4 a6o mo 10 «[JIEI®APM MBT JIT[, 3minu 3 sikocTi. ['oToBwMiA nikapcbKwuii 3aci6. Crucrema
TabsieToK y 6sticTepi; JITO» KOHTelHep/3aKyIoproBaibHui 3aci6. 3MiHa po3Mipy yrmakoBKu
o 1 6icTepy B TOTOBOTO JTiKapCchKOro 3aco0y (iHiri 3MiHK) - BBe/jeHHsT
KapTOHHIN yIaKkoBIii ZI0ZiaTKOBOI yrakoBKH y (opmi in bulk, 3 BigmoBigHnmu 3miHamu
Jlo po3ziny «Ynakoska» MK JI3. TlepBuHHUI NaKyBaIbHUMA
MaTepian He 3MiHuBCA. Ta, SIK HaC/iJJ0K, BHECEeHHs 3MiH /10 PO3/iny
«MapkyBanHsi» MK J13
159. DOYIIUC® Tabsietku o 150 wmr, TOB Ykpaina KYCYM XEJITXKEP Inpis BHECEHHs 3MiH /10 peecTpaLiiiHuX MarepiaiB: 3MiHH I THITy - Ne 1 - 6e3 UA/7617/01/03
o 1 a6o 1o 2, abo mo «JIEO®APM MBT JITL, 3miHu 3 sikocTi. ['oToBHMiA niKapcbKuit 3aci6. Cucrema peyenma; Ne
4 Tabnetku y 6icrepi; JTO» KOHTeHHep/3aKyoproBaIbHU# 3aci6. 3MiHa po3Mipy yIakoBKH 2; Ne4 -3a
o 1 6icTepy B TOTOBOTO JTiKapchKOro 3aco0y (iHLIi 3MiHK) - BBeJjeHHsI peyenmom
KapTOHHIN yrakKoBLi [10JaTKOBOI yrakoBKH y ¢opmi in bulk, 3 BignosigHumu sminamu
Jio po3ziiny «YnakoBka» MK JI3. TleprHHMI TaKyBabHUI
Marepian He 3MiHUBCS. Ta, SIK HaC/i/10K, BHECEHHsI 3MiH 10 PO3Ainy
«MapkyBanHsi» MKA J13
160. OYIUC® Tabsietkr 10 200 M, TOB YkpaiHa KYCYM XEJITXKEP Inpgis BHECeHHs 3MiH /10 peecTpaLiiiHMX MarepiaiB: 3MiHH I Ty - 3a peyenmom UA/7617/01/04
o 4 abo mo 10 «'JIEfJOAPM BT JITA, 3minu 3 sikocTi. ['oToBMI iKapchkuit 3aci6. Cuctema
TabseTok y 6micrepi; JITO» KOHTelHep/3aKyoproBa/IbHUM 3acib. 3MiHa po3Mipy yIakoBKH

1o 1 6sticTepy B
KApTOHHIM yMakoBLi

TOTOBOTO JTiKapchKOro 3aco0y (iHIIi 3MiHH) - BBe/jeHHsI
J10/IaTKOBOI ynakoBKHU y dopwmi in bulk, 3 BigmoBigHumu 3mMiHamu
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Ne Haszea dopma sunycky 3asneHuk Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka ¢opma, 3as18HUKA @UPOGHUKA 8ionycky peecmpayitiHozo
3acoby YNakoeka) noceioueHHst
Jlo po3ziny «Ynakoska» MK JI3. TlepBuHHMI NaKyBaIbHUMA
MaTepian He 3MiHuBCA. Ta, SIK HaC/iJJ0K, BHECEeHHs 3MiH /10 PO3/iny
«MapkyBanHsi» MK J13
161. XEJIIIEKC® MOPOLLOK /151 TOB «Mogi Ykpaina BUPOOHULITBO 33 TIOBHUM IIBeiiuapis/ BHECEeHHs1 3MiH /|0 peecTpaLjiiHuX mMatepianiB: 3minu I Tuny - 6e3 peyenma UA/17806/01/01
AHTHUKOJIJ OpaJIbHOTO PO3YHHY 3 Xenc» LIMK/IOM: ITanis 3miHu 3 sikocTi. ['0TOBMIA NiKapcbKuii 3aci6. 3MiHN y BUPDOOHHULITBI.
HEO 1A Ma/IMHOBUM CMaKOM Annekc ®apma CA, 3amiHa abo BBe/|eHHS A0JATKOBOI Ai/TbHULII BUPOOHHUL{TBA Ji/1sT
JITEN 1o 2,5 r NopolLLKY B [IIBeiitjapis YacTUHU abo BChOTO BUPOOHUYOTO MPOL|ECY rOTOBOIO JIiKapChKOro
catle; 1o 6 catte y MepBUHHE Ta BTOPHUHHE 3acoby (AiNbHUL /151 BTOPMHHOTO NaKyBaHHs) BBeeHHs
KapTOHHIN nauii TaKyBaHHS: JIO/IaTKOBOI [Ji/TbHUL]i BTOPHHHOTO NaKyBaHHsI JTiKapChKOTo 3aco0y
Jlamn CaH ITpocniepo Jlamn CaH ITpocniepo CITA, Itanis / Lamp San Prospero SPA,
CIIA, Itanis Italy. 3minu I Tuny - 3miHu 3 sikocTi. 'oToBwMit /ikapcekuit 3aci6.
3minn y BUpoOHMLTBI. 3aMiHa abo BBe/jeHHS JOAATKOBOI AiTBHHULI
BUPOOHULITBA /151 YaCTUHU ab0 BCbOr0 BUPOOHUYOTO IPOLIECY
TOTOBOTO JiIKAPCHKOT0 3aco0y (AiIbHULS /17151 TEPBUHHOIO
TNaKyBaHHs1) BBesieHHsI 107aTKOBOI /{i/IbHULIi TePBUHHOTO
TMaKyBaHHs1 jTikapcbKoro 3aco6y Jlammn Cau Ilpocnepo CIIA, Itanis
/ Lamp San Prospero SPA, Italy.
162. OET/IO® TabJIeTKH, BKPUTI OPT"AHOCHVH OAE EBepTompkeH Jlaiid Inpgis BHECeHHs 3MiH /10 peecTpaLiiiHMX MarepiaiB: 3MiHH I Ty - 6e3 peyenma UA/16177/01/01
TJ1iBKOBOIO JIANPCAEHC Caencus JlimiTes, ApmiHicTpaTuBHi 3MiHU. 3MiHa HaliMeHyBaHHsI Ta/abo agpecu
060710HKO10, TI0 5 MT; U3 (E® 3ETI) MiCLIs IPOBa/pPKeHHs AisyIbHOCTI BUPOOHHKa (BK/IIOUArouH, 3a
o 10 TabseTox y HeoOXifHOCTI, MiCLie TIPOBeZIeHHsI KOHTPOJTIO SIKOCTi), abo
6mictepi; o 1 abo mo BJIaCHUKa MacTep-(aiia Ha API, abo mocrauaabHUKA
3 6icTepu y AdI/BuxigHoro marepiany/peareHTy/IpOMi>KHOTO TIPOAYKTY, 1110
KapTOHHIM nauwii 3aCTOCOBYIOThCS1 Y BUPOOHUITBI ADI (SKIL0 3a3HAUEHO Y JOChE Ha
niKapchKuit 3acib) 3a BificyTHOCTI cepTudikara BifnoBigHOCTI
€Bporieiicekiit hapmakoriel y 3aTBepKeHOMY [0Cke, abo
BUPOOHMKA HOBOI ZOMIOMIDKHOI PeUOBHHH (SIKILO 3a3HAaYEHO y
[IOChE) - 3MiHA HaiMeHyBaHHsI 3aTBep/PkeHoro BUpobHuka ADI
JeBOLUTUPU3UHY aurizipoxsopugy 3 Glochem Industries Limited,
India Ha Glochem Industries Private Limited, India. Bupobrrua
IIBHMLS Ta yCi BUPOOHKYI orepaltii 3a/IMIIaThCsl He3MiHHUMU
163. OET/IO® Tab/IeTKH, BKPHTI OPT’TAHOCHH OAE EBeprompken Jlaiid Ingis BHeCeHHs 3MiH 0 peecTpalifHux MarepiaiiB: 3minu I Tury - - UA/16176/01/01
T/TiBKOBOIO JIAMD®CAEHC Caencus Jlimires AnmiHicTpaTHBHI 3MiHH. 3MiHa HaliMeHyBaHHsI Ta/abo afpecy
000JI0HKOI0, T10 5 MT; N3 (E® 3ETI) MiCLIs IPOBa/PKEHHS [isTbHOCTI BUPOOHHMKA (BK/TIOUAIOUH, 38
in bulk: mo 1000 HeobXiHOCTi, MiCIje TIPOBe/IeHHsI KOHTPOJTIO SIKOCTi), abo
Tab/IeTOK y MoABIHNUX B/IaCHUKa MacTep-¢aiina Ha A®I, abo rnocravasbHMKaA
T0J1ieTU/IEeHOBUX A®I/BuxifHoro Marepiasny/peareHTy/IpOMi>)KHOTO IPOAYKTY, 1110
rakerax 3aCTOCOBYHOTHCSI Y BUpOOHHULITBI A®DI (SIKIL[0 3a3HAUEHO Y JOChE Ha
JiKapChKUi 3acib) 3a BiicyTHOCTI cepTudikara BifnmoBigHOCTI
€BporeiiceKii papmakorei y 3aTBepKeHOMY 0Che, a60
BMPOOHMKA HOBOI JOMOMDKHOI PEUOBHHH (SIKILJO 3a3HAYEHO y
JIOCh€) - 3MiHa HallMeHYBaHHS 3aTBepZPKeHOro BUpoOHHKa ADI
JeBoLUTUPU3UHY aurifpoxnopuny 3 Glochem Industries Limited,
India Ha Glochem Industries Private Limited, India. Bupobniua
MTBHULA Ta yci BUPOOHMYI orepallii 3a/IMIIaThCsl He3MiHHUMHU
164. IOUHAPU3UH | Ttabnetku 1o 75 Mr 1o IIAT Ykpaina INAT Ykpaina BHeCeHHs1 3MiH /10 peecTpaljiiiHix MaTepiasiB: 3minu I Tumy - 3a peyenmom UA/1085/01/01
DOPTE 10 tabseTox y "KuiBmeamnpena "KuiBmepmnpenapar" 3Minu 3 sgKkocti. ADI. Kontpons A®I. 3MiHa y napameTpax
6tictepi; o 2 pat” crerpdikariii Ta/abo AOMyCTUMUX MEX, BUSHAYEHUX Y
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Ne Haszea dopma sunycky 3asneHuk Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka ¢opma, 3as18HUKA @UPOGHUKA 8ionycky peecmpayitiHozo
3acoby YNakoeka) noceioueHHst
6icTepH B maurii crieruikariisix Ha A®I, abo BUXiZAHUI/TPOMKHUIMA
IPO/LYKT/peareHT, 11j0 BAKOPUCTOBYIOThCS Y MpoLieci BAPOOHHLITBA
A®I (BumyueHHsI He3HAYHOTO ITOKa3HUKA SIKOCTi (HarpUK/Iaz,
BUJIyUYeHHs 3acTapisioro rnokasHuka)) CyrnyTHs 3MiHa - 3MiHu 3
sikocTi. ADI. Kontposns A®I (iHmi 3MiHK) BUTyueHHs [10Ka3HUKA
«Bakki MeTamm» i3 crierjudikariii Ta MeTOZiB BXiHOro KOHTPOJIIO
[iroyoi peuoBHHM LIMHAapU3UH BUPoOHUIITBA ipmu Fleming
Laboratories Limited, Inzis g1s npriBeieHHs 10 oHOBiAeHOro DMF
BHpOOHHKa cybcTaHLii
165. oUITPODJIO Tab/IeTKH BKPUTI TIpAT Ykpaina IIpAT "TexHonor" YkpaiHa BHECEeHHs1 3MiH /|0 peecTpaLjiiHuX mMatepianiB: 3minu I Tuny - 3a peyenmom UA/8660/01/01
KCAIIUH 000/10HKO}0,110 250 "TexHosor" 3miHu 3 sikocTi. ['oToBHMiA niKapcbKuit 3aci6. Cuctema
mr, 110 10 TabneTok y KOHTel{Hep/3aKyToproBa/IbHHif 3aci6. 3MiHa po3Mipy yrakoBKH
6micTepi, o 1 TOTOBOTI'O JTIKapPCHKOT0 3aco0y (3MiHa KiJTbKOCTi OAWHHULIb
6icTepy y mautii 3 (Hanpuik/iaz TabeTOK, aMITyJI TOILO) B YIAKOBLIi:) - 3MiHa y
KapTOHY; 10 2 Jliara3oHi 3aTBep/KeHUX POo3MipiB yrnakoBKU. BBesieHHs 3MiH
TabsieTku y Gutictepi, MPOTArOM 6-TU MICSILIiB MiC/Is 3aTBEPAKEHHS.
o 70 GiticTepiB y
KOpoOIii 3 KapToHYy ;
o 10 TabsieTox y
6micrepi, 1090
6nicrepi y Kopobii 3
KapTOHy
166. oUITPO®JI0 TabJIeTKY BKPUTI IIpAT Ykpaina TIpAT "TexHonor" YkpaiHa BHECEHH$ 3MiH /I0 peecTpaliiiHux matepianiiB: 3minu I Tuny - 3a peyenmom UA/8660/01/02
KCAIIMH 000/10HKO10, 110 500 "TexHosor" 3wminu 3 sikocTi. 'oToBwiA /TiKapcekuit 3aci6. Cucrema
mr, 1o 10 TabneTok y KOHTelHep/3aKynopIoBajbHU 3aci6. 3MiHa po3Mipy yIakOBKU
6mnicrepi, no 1 rOTOBOTO JIiKapChKOro 3acoby (3MiHa KifbKOCTi OMHHL{b
6micTepy y maui 3 (Haripuksiaz TabIeTOK, aMITyJI TOLI0) B YIIAKOBLIi:) - 3MiHa y
KapToHY; 1o 2 Jliana3oHi 3aTBep/KeHUX po3MipiB yNakoBKH - AJis1 03yBaHHs 500
TabseTku y Gicrepi, MT': BeZIeHHsI JOJaTKOBOTO BH/Iy [TaKyBaHHsI: 110 2 TabieTku y
o 70 GiictepiB y 6icTepi, o 70 GricTepiB y KOpoOLji 3 KapTOHY 3 BiIOBiZHIMU
KOpOOLIi 3 KapTOHY ; 3MiHaMu [0 po3iny “YmakoBka”, 6e3 3MiHM IePBUHHOTO
o 10 TabsieTok y NaKyBa/IbHOTO MaTepiasy. BBesjeHHs 3MiH POTAroM 6-Tu MicsLiB
6micTepi, o 70 TiC/IS 3aTBEep/KEeHHs.
6icTepiB y KopoOui 3
KapTOHY
167. IIUTOMOKC kparuti ouHi 0,5 %, 1o AT "®apmak" YkpaiHa AT "®dapmak" YkpaiHa BHECEeHHs1 3MiH /10 peecTpaliifHux Marepiasnis: 3minu II Tumny - 3a peyenmom UA/16865/01/01
AH® 5 mn y ¢akoni; mo 1 3wminu 3 sikocTi. ['0TOBMI JTiKapchKuit 3aci6. 3MiHN y BUDOOHHULITBI.

¢akony y nauri

3minn BunpobyBaHb abo JOMyCTUMUX MeX, BCTAHOB/IEHHX Y
criendikarisx, mij yac BAPOOHULITBA TOTOBOTO JIIKAPCHKOI0
3aco0y (iHii 3MiHK) - BHECEHHSs 3MiH /10 po3ainy 3.2.P.3.4.
KoHTpo/Ib KpUTHUHUX CTafiill i MpoMiKHOI poAyKLii, a came
TIpUBe/leHHs MI0Ka3HMKa MiXKorepariiHoro KOHTPOJIIO /ISt
TIPUrOTOBAHOT'O PO3YMHY MpernapaTy 3a MyHKToM "Onuc” no
K0Js1bopoBocTi A0 ormcy I'JI3 B po3gini 3.2.P.5.1. Cienudikaris
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HauvanbHuK
dapmMaleBTUYHOr0 YNpPaB/IiHHSA Isan 3A/IBOPHUX
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