MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
28.08.2020 Ne 1980
Kuis

IIpo fep>kaBHY peecTpaLito
(rlepepeecTpailito) TiKapCbKUX 3aco0iB
(MegUUHUX iIMYHOOi0OTiUHUX
TripernapariB) Ta BHECEHHS 3MiH [0
peecTpaljiiHiX MaTepiaJiiB

BiamnosigHo o ctaTtTi 9 3akoHy YKpainu «IIpo mikapchbKi 3aco6m», MyHKTIB 5,
7, 9, 10 Tlopsagky paepkaBHOI peectpailii (Tepepeectpariii) JikapcbKuX 3aco0iB,
3aTBep/pKeHoro 1octaHoBoro Kabinety MinicTpiB Ykpaiau Bif 26 TpaBHs 2005 poKy
Ne 376 «IIpo 3arBepmxeHHs IlopsigKy [epkaBHOI peecTpalii (mepepeecTpariii)
mikapcbKmx — 3acobiB i po3mipiB  300py 3a iX Jep)KaBHY  peecTpariiio
(riepepeecTpailito)», ab3alfy ABaALATL CbOMOTO MiANMYHKTY 12 myHKTY 4 IlonoxeHHs
rnpo MIiHICTePCTBO OXOpPOHM 340pPOB’S  YKpaiHW, 3aTBepKeHOro I[OCTaHOBOK)
Kabinety MinictpiB Ykpainu Bimg 25 Gepe3ns 2015 poky Ne 267 (B pegmakiii
nocraHoBu Kabinety MiHicTpiB Ykpainu Biz 24 ciuns 2020 poky Ne 90), Ha mizacTaBi
pe3y/bTaTiB eKCIIepTU3X peecTpalliiHUX MarepiaiiB JiKapCchbKUX 3aco0iB (MeauUHUX
iMyHoOionoriuHuMX  mpemapartiB), 1[0 T[OJaHi Ha JepXXaBHy peecTpallito
(mepepeecTpallito) Ta BHECEHHs 3MiH /0 peecTpalliiHUX MaTepiasiB, MpOBe/eHUX
[ep>kaBHMM TANPUEMCTBOM  «Jlep)KaBHUM eKCrepTHUKM LeHTp MiHicTepcTBa
OXOPOHHU 37I0pOB’S YKpaiHW», BHCHOBKIB 11070 eheKTUBHOCTi, Oe3reuyHoCTi Ta
AKOCTI, WJOAO0 €KCIIepTHOI OLIHKM CITiBBIJHOLIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, IO TIPOTIOHYETBHCS [0 Jep)KaBHOI peectpaillii (mepepeecTpaiiii), 070
BHECeHHS1 3MiH [0 peeCcTpaljiiHuX MaTepiajiB Ta peKoMeHZallii Moro Ao Jep>kaBHOl
peectpaiiii (mepepeecTpariii) abo BHeCeHHsI 3MiH JI0 peeCTpalliiHUX MaTepiaiB

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCcTH 70 Jlep>KaBHOTO DPeECTPY JTiKapChbKUX 3acobiB
YKpaiHM fiKapchbKi 3acobu (MeauuHi iMyHOOiosoriuHi TipermapaTH) 3rifHO 3
riepestikoM (JoAaTok 1).

2. TlepepeecTtpyBaTy Ta BHECTH 70 Jlep>KaBHOTO PeECTPY JiKapChKUX 3acobiB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOionoriuHi mperapaTv) 3rigHO 3
riepesikoM (JOoAaToK 2).
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3. Brectu 3MmiHM [0 peecTpauiHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
JMKapcbKuX 3aco0iB YKpaiHW Ha JiKapchKi 3acobw (MeguuHi imyHoOGiomoriusi
riperapaTH) 3riJIHO 3 TiepesiikoM (JoAaToK 3).

4. KOHTPOHB 3d BHKOHAHHAM 1BOT'O HdKAd3y IIOK/IdCTH Hd4 3dCTYITHHUKA

MiHicTpa OXOpOHM 3[40pOB’ YKpaiHM 3 TMWTaHb €BPOMEMCHKOI iHTerparil
IBaiienka I.A.

MinicTp Maxkcum CTEITAHOB



MEPENIK
3APEECTPOBAHNX NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIO/TOMNYHUX NMPENAPATIB), AKI BHOCATBLCA A0
AEPXXABHOI'O PEECTPY NIKAPCbKUX 3ACOBIB YKPAIHN

Jopartok 1

[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu

28.08.2020 Ne 1980

Ne Ha3ssa dopma BUMYCKY 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamysa Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky HHS1 peecmpayitiHo2o
3acoby yrnakoska) nocsi04YeHHs1
1. ANMNPOCTAAUN nopoLok (cy6cTaHuist) | XIHOIH 3aBog | YropuwmHa XIHOIH 3aBog YropwumHa peecTpauist Ha 5 pokis - He nidnsieae UA/18272/01/01
Y CKIAHMX cpnakoHax dapmaneBTuy dapmMaLeBTUYHUX Ta
onsa HUX Ta XimiuHux MpoaykTis
thapmMaueBTUYHOIO XiMivyHUX MpaiisiT Ko. T4,
3aCTOCyBaHHSA MpoaykTis
MpaiisiT Ko.
1o,
2. NEBOAOMNA NopoLLOK (CybcTaHList) TOB "®apma YkpaiHa XeiizsH Bing BiHg, KnTaii peecTpauist Ha 5 pokis - He nionsieae UA/18273/01/01
y NOABINHNX Crapt" dapmacbtoTikan Ko.,
nonieTNeHoBux n1g
naketax gns
thapmaLeBTUYHOIo
3aCTOCyBaHHSA
3. MENOKCUKAM- Tabnetkn no 7,5 wr, TOB HB® Ykpaina TOB HB® YkpaiHa PeecTpauisa Ha 5 pokis 3a He niidnsieae UA/18276/01/01
MIKPOXIM no 10 TabneTok y "MIKPOXIM" "MIKPOXIM" MepioanyHICTb NOAAHHSA PerynsipHo peyenmom
6nictepi; no 2 OHOBJIOBAHOrO 3BiTY 3 6e3neku,
6nicTepu B nauu;j 3 BiANOBIAHO A0 MOpPsAKY 34iNCHEHHS
KapToHy a6o no 20 dhapmakoHarnsgy, 3aTsepkeHoro
Tabnetok y 6aHui, no Haka3oM MiHicTepcTBa OXOPOHU 300P0B’'S
1 6aHuj y navui 3 YKpainu Big 27 rpyaHs 2006 poky Ne 898,
KapTOHY 3apeecTpoBaHoro B MiHicTepcTBi loCTULi
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHW 300POB'A YKpaiHu Bifg 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpOKamu, 3a3Ha4eHnMmn y nepioanyHoCTI
NoJaHHA perysipHUX 3BiTiB 3 6e3NeKU.
4. MENOKCUKAM- Tabnetku no 15 mr, no TOB HB® YkpaiHa TOB HB® YkpaiHa PeecTpauisa Ha 5 pokis 3a He nidnsieae UA/18276/01/02
MIKPOXIM 10 TabneTtoKy "MIKPOXIM" "MIKPOXIM" MepioAnyHICTb NOAAHHA PerynsipHo peyenmom
6nicTepi; no 2 OHOBJ/IKOBAHOTO 3BIiTYy 3 6e3nekwy,
6nictepu B nayui 3 BiANOBIAHO A0 MopsaKy 3A4iNCHEHHS
KapToHy abo no 20 thapmakoHarnagy, 3aTBepaKeHoro
TabneTok y 6aHui, no Haka3oM MiHicTepcTBa OXOPOHY 340POB’S
1 6aHuj y nayui 3 Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
KapToHYy 3apeecTpoBaHoro B MiHicTepcTBsi loCTULji
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepaxkuii Hakasy MiHicTepcTBa
OXOPOHM 300pPOB'A YKpaiHu Bif 26 BepecHsi
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nonieTuNeHoBunx
naketax gns
thapmMaueBTUYHOIO
3aCTOCYBaHHs!

Ne Hassa ®dopma BunycKy 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHMMK y NepiognIHOCTI
NnoJaHHsA peryaspHuX 3BiTiB 3 6e3NeKku.
5. ME®PEHAMIHOB MiKPOKPUCTasTiYHWIA MpAT YkpaiHa LlaaHkci BaokciH Kutai peecTpauist Ha 5 pokis - He nidnsieae UA/18274/01/01
A KUCNOTA nopoLUoK (cybcTaHLis) "papmaueBTu dapmacstoTikan Ko.,
y nakeTax noAgiiHNX YyHa chipma nrtg,
nonieTMNeHoBUX 4nsa "fapHuus”
chapmaLeBTUYHOIo
3aCTOCYBaHHS
6. PAMUUKNIOBIP NMOPOLLIOK AT YkpaiHa LLlaHxaii ®apma Kutai peecTpauist Ha 5 pokis - He nidnsieae UA/18275/01/01
KpucTaniuHuii "KNIBCbKWI Mpyn YaHnkoy KoHi
(cybeTaHuisn) y BITAMIHHWA dapmacbtoTikan Ko.,
noAgiliHNx 3ABOA" nra.

I'eHepanbHM# JupeKkTOp /lMpekToparty (hbapMaleBTUYHOr0

3a0e3reyeHHsA

0.0. Komapiga




BHOCATbLCA A0 AEP)XABHOIO PEECTPY NIIKAPCbKUX 3ACOBIB YKPAIHU

NMEPENIK
NMEPEPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEAVNYHNX IMYHOBIOJ/TOIN4YHX NPEMAPATIB), AKI

Jopatok 2

[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu
28.08.2020 Ne 1980

Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsi0YeHHs1
1. AHANbIH cynosuTopii MpuBatHe YkpaiHa MpuBaTHe YKkpaina MepepeecTpauis Ha HEOOMEXEHWUI TEPMIH. - He UA/13821/01/02
ONA JITEN pekTasibHino 0,1, akuioHepHe akuioHepHe MepioAnYHICTb NOAAHHS PEryNsapHO OHOB/IOBAHOIO niosnsieae
in bulk: Ne1000: no 5 | TOBapucTBO TOBapucTeo 3BiTy 3 6€3neKy, BignoBiaHO A0 MopsaaKy 34iNCHEHHS
cynosuTopiiB y "Jlekxim- "Jlekxim-XapkiB" hapMakoHarnsigy, 3aTBepXeHoro Hakasom
6nicTepi, no 200 Xapkis" MiHicTepcTBa OXOpPOHU 340POB’A YKpaiHu Big, 27
6nicTepiB y ALLMUKY 3 rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
rogopoKapToHy MiHicTepcTBi tocTuuii Ykpainm 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 340P0B's YKpaiHu Big 26 BepecHs 2016
poky Ne 996), CTaHOBWTb: 3riAHO 3i CTpOKamu,
3a3HayYeHMMK y NepioANYHOCTI NoAaHHA perynsapHuUX
3BITIB 3 6e3neKu.
2. AHANbIH cynosuTopii MpuBaTHe YkpaiHa MpuBaTtHe YkpaiHa MepepeecTpauis Ha HEOGMEXEHUIA TEPMIH. - He UA/13821/01/01
ONa JITEN pekTanbHi no 0,25, akuioHepHe akuioHepHe MepioAnyHICTb NOAAHHSA PErynspHO OHOB/IOBAHOIO niosnsieae
in bulk: Ne1000: no 5 | TOBapucTBO TOBapucTeo 3BiTy 3 6€3neKy, BignoBiaHO A0 MopsaKy 34iNCHEHHS
Cyno3unTopiiB y "Nlekxim- "Mlekxim-Xapkis" thapmakoHarnsgy, 3aTBep)XeHOro Hakasom
6nicTepi, no 200 Xapkis" MiHicTepcTBa OXOpPOHU 340POB’A YKpaiHu Big, 27
6nicTepiB y ALWMUKY 3 rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
roppokapToHy MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pefakuii Haka3y MiHicTepcTBa
OXOPOHU 340P0B's YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riJHO 3i CTpPOKaMu,
3a3HayYeHMMK y NepioANYHOCTI NoAaHHA perynsapHuUX
3BITIB 3 6e3neku.
3. AHANbIH cynosuTopii MpuBaTHe YkpaiHa MpuBaTtHe YkpaiHa MepepeecTpavis Ha HEOOMEXEHUI TEPMIH. 3a He UA/4014/01/01
ONa JITEN pekTanbHino 0,1, akuioHepHe akuioHepHe OHoBNeHO iHhopmaLito y po3ainax "B3aemopis 3 peuenmom niosnsieae
no 5 cynosuntopiis y TOBapUCTBO TOBapuCTBO IHLIMMK NiKapCcbknMy 3acobamu Ta iHLWi BUAn
6nicTepi, no 2 "Nlekxim- "Mlekxim-XapkiB" B3aemogii", "lMobiyHi peaxuii" iHCTPYKLUiT 1A
6nictepu B nauui 3 Xapkis" Me[UYHOro 3acToCyBaHHSA NiKapcbKoro 3acoby
KapTOHY BiZANOBIAHO [0 OHOBNEHOT iH(hopMaLii Wwoao 6esneku
3acTOCyBaHHS fjil040i PE4YOBUHM.
MepioanyHICTb NOAAaHHA PErynspHO OHOB/HOBAHOMO
3BiTYy 3 6e3neku, BignosigHO A0 MopsaaKy 34iiCHEHHSA
dhapmakoHarnsgy, 3aTBepkeHoro Hakasom
MiHicTepcTBa OXOpPOHU 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pefakuii Haka3zy MiHicTepcTBa




Kopoo6Li

nakyBaHHS Ta

KOHTPO/b SIKOCTi
CEHEKCI,
PpaHujs;

MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 340P0B's YKpaiHu Big 26 BepecHs 2016
poky Ne 996), CTaHOBWTb: 3riAHO 3i CTPOKaMW,

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs
OXOPOHU 340PO0B's YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3riAHO 3i CTpOKamu,
3a3Ha4YeHUMM Y NepiogNYHOCTI NOJaHHS PerysapHUX
3BITIB 3 6e3neku.
4. AHANbIH cynosuTopii MpusatHe YkpaiHa MpusaTHe YkpaiHa MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/4014/01/02
ANa JITEN pekTanbHi o 0,25 1 akuioHepHe akuioHepHe OHoBNEHO iHGhopmaLito y po3ginax "B3aemogis 3 peuyenmom nidnsieae
no 5 cynosnTopiis y TOBapUCTBO TOBapUCTBO iHWMMYK NikapCbkuMK 3acobamu Ta iHWi Buan
6nictepi, no 2 "Jlekxim- "Nlekxim-Xapki" B3aemogiit", "MobiyHi peakuii" iHCTPYKUiT Ans
6nicTepu B nauui 3 Xapkis" MeAUYHOro 3aCToCyBaHHA NiKapCbKoro 3acoby
KapToHY BiAMOBIAHO A0 OHOBMEHOI iHChopMaLi LLoA0 6e3neku
3aCTOCyBaHHSA fil040l PEYOBUHN.
MepioAnyHICTb NOAAaHHSA PerynsipHO OHOB/IOBAHOTO
3BiTy 3 6e3neku, BignoBiaHO A0 MopsaKy 34iicHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro Hakasom
MiHicTepcTBa 0XOpPOHW 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainm 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 30pOB'sA YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3riAHO 3i CTpOKamu,
3a3Ha4YeHUMM Y NepiogUYHOCTI NOJaHHS PeryaspHUX
3BITIB 3 6e3neku.
5. TNMAYTAH Kpanni ouHi, 0,04 AT YKpaiHa AT "dapmak” YkpaiHa MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/14725/01/01
mr/mn no 2,5 mny "Papmak” MepioAnyHICTb NOAAHHS PErYsiPHO OHOB/IIOBAHOIO peyenmom nidnsieae
thnakoHi, no 1 3BiTy 3 6e3neku, BignoBiaHO A0 MopsakKy 34iicHEHHS
hnakoHy y nauui hapmakoHarnagy, 3aTBepyKeHOro Hakasom
MiHiCTepcTBa OXOPOHW 340POB’A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 3710POB'sA YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3riHO 3i CTPOKamMu,
3a3HayYeHMMK y NepioAnNYHOCTI NOAaHHA PErynsapHUX
3BITIB 3 6e3neku.
6. ANDEPENIH nopotuok no 0,1 mr INCEH PpaHuis MopoLuok PpaHLis MepepeecTpalisi Ha HEOOMEXEHWIA TEPMIH. 3a He UA/0695/02/01
® Ta PO3YMHHUK ANA PAPMA Brpo6HMLTBO, OHOB/EHO iHGhOpMAaLito B IHCTPYKLIT 4719 MEeANYHOro peyenmom nionsizae
pO34MHY Ans TeCTyBaHHS, 3acTocyBaHHS Nikapcbkoro 3acoby y posginax
iH'ekuili, no 7 nakyBaHHs, BUMYCK "Oco6nmBoCTi 3acTocyBaHHA" Ta "MobiuHi peakuii”
dhrakoHiB 3 cepii BIANOBIAHO [0 MaTepiasiB peecTpauiliHoro fochbe.
nopoLukom T1a 7 INMCEH ®APMA MepioAnyHICTb NOAAHHSA PErynspHO OHOB/IIOBAHOIO
amnyn 31 mn BIOTEK, ®paHuis; 3BiTy 3 6€3neKy, BignoBiaHO A0 MopsaKy 34iNCHEHHS
PO34MHHYKA (PO34NH PO34YMHHMK dhapmakoHarnsgy, 3aTBepkeHoro Hakasom
Hatpito xnopugy 0,9 Bupo6bHuuTBO, MiHicTepcTBa OXOpPOHU 340POB’A YKpaiHu Big, 27
%) y KapTOHHii nepBuUHHe rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B




3anoBHEHNX
wnpuuax i3
npo3oporo
6opocunikaTHoro
CK/1a, OCHaLLieHMX
ronikamu i3
Hepxasitoyoi cTani
Ta 3axXVCHUM
NPUCTPOEM
Protecs™ pans
3anobiraHHs
TpaBMyBaHHs
ro/IKoto nicns
BVIKOPVCTaHHS; no 6
wnpuuis y
noniBiHINXNOpUAHIN
KaceTi Yy KapTOHHiN
nauuj

MapKyBaHHA Ta iHCTPYKLIT 4519 MeANYHOro
3aCTOCYBaHHSA Y 3B’A3KY i3 HOBUMY J@HUMM 3 SIKOCTI,
OOKNIHIYHUMUA, KNIHIYHUMW JaHMK Ta JaHMu 3
hapmakoHarnagy - 3MiH1 BHECEHO A0 IHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHS NikapCbKoro 3acoby [0
po3ginis "®apmakoTepaneBTUYHa rpyna”,
"®apmakonoriyHi BnactmsocTi”, "MpoTunokasaHHs",
"B3aemMogisi 3 iHWMMM NiKapCbKUMK 3acobamm Ta
iHWI BMAay B3aemogiin”, "OcobmBocTi
3acTocyBaHHSA", "3acToCyBaHHS Yy nepiog BarirTHOCTI
abo rogyBaHHA rpyaar”, "3gaTtHicTb BNaMBaTu Ha
LIBMAKICTb peakLii Npy KepyBaHHI aBTOTPaHCNOPTOM
abo iHWKYMK MexaHiamamun®, "Oitn",
"Mepeno3yBaHHs", "Mo6GiYHI peakuii™ BigNoBigHO A0
Marepianis peecTpauiiiHoro Aocke LWoA0 6e3nekun
Litoyoi Ta AONOMDKHUX PEYOBUH.
MepiognyHICTb NOAAHHA PErynsipPHO OHOB/THOBAHOMO
3BiTy 3 6e3neku, BignoBiaHO A0 MopsakKy 34iicHeHHSs
thapmakoHarnagy, 3aTBepyKeHOro Hakasom
MiHiCTEepCTBa OXOPOHU 340POB’A YKpaiHu Big 27

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs
BropuHHe 3a3HayYeHUMK y NepioANYHOCTI NOAaHHA PerynsapHUX
nakyBaHHs, BUMYCK 3BITIB 3 6e3neku.
cepii
INCEH ®APMA
BIOTEK, ®paHuis
7. ANDIKNIP TabneTku, BKpUTI AcTtennac Hinepnax BMPOGHMLITBO KaHapa/ MepepeecTpavis Ha HEOOMEXEeHUI TEPMIH. 3a He UA/14497/01/01
niBKOBOHO Papma on bulk: HigepnaHan OHoBreHa iHhopMaLis woao 6e3nekn peyenmom nionsieae
060/10HKO0, No 200 HOpon B.B. MaTeoH IHK. 3acToCcyBaHHA NiKapcbKoro 3acoby B IHCTPYKLi Ans
mr; no 10 TabneTok (TPO), Kanaga; MeAMYHOro 3acToCyBaHHS B po3ginax "MNokaszaHHA"
y 6nicTepi, no 2 abo nepBuHHE Ta (peparyBaHHs TeKCTy),"B3aemogis 3 iHWnMK
10 6nicTepiB y BTOPUHHE nikapcbk1UMK 3acobamu Ta iHWi BUAM B3aEMOSiii",
KapTOHHI nauui nakyBaHHs, BUMYCK "Mepepo3yBaHHsa", "Mob6iyHI peakuii” BIANOBIAHO A0
cepit: Marepianis peecTpauiiiHoro AOCbE.
Actennac ®apma MepioanyHICTb NOAAHHA PErynsipHO OHOB/THOBAHOMO
tOpon B.B., 3BiTy 3 6e3neku, BignoBigHO A0 MopsaKy 34iiCHEHHA
Higepnanan dhapmakoHarnsgy, 3aTBepkeHoro Hakasom
MiHicTepcTBa OXOpPOHU 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLiT Ykpainu 29 ciuHsa 2007 poky 3a
Ne 73/13340 (y pefakuii Haka3y MiHicTepcTBa
OXOPOHU 340pOB's YKpaiHu Big 26 BepecHsi 2016
poky Ne 996), cTaHOBUTL: 3rifHO 3i CTpOKamu,
3a3HayYeHMMK y NepioANYHOCTI NoAaHHA PerynsapHuX
3BITIB 3 6e3neku.
8. EMNPEKC PO3YMH ANS iH'EKLN, TOB YkpaiHa Cinar Al LLiBefiuapis MepepeecTpaLisi Ha HEOBMEXEHUIA TEPMIH 3a He UA/2386/01/01
2000 0f1/0,5 mn; no "[I>XOHCOH | 3MiHK |l TNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom nionsieae
0,5 mn (2000 OA/0,5 [DKOHCOH Ta thapmakoHarasgy. 3MiHn y KOpOTKii
M/1) y nonepesHbo Ykpaiva" XapaKTepuCTuLi NikapcbKoro 3acoby, TEKCTi




Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuHsa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTea
OXOPOHU 340POB's YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBWTbL: 3riAHO 3i CTpOKamu,
3a3Ha4YeHUMM Y NepiogNYHOCTI NOJaHHS PerysapHUX
3BITIB 3 6e3nekun
9. EMNPEKC PO3YMH NS iH'EKLN, TOB YkpaiHa Cinar Al LLiBeiiuapis MepepeecTpaLisi Ha HEOOMEXEHUNIA TEPMIH 3a He UA/2386/01/04
40000 Oi/mn; mo 1 "[IXXOHCOH i 3MiHM Il Tuny - 3miHK Woao 6e3nekn/eekTnBHOCTI peyenmom nionsizae
M (40000 O4/mn) y J>KOHCOH Ta dpapmakoHarnsgy. 3MiHU y KOpOoTKili
nonepegHL0 YkpaiHa" XapakTepucTuLi nikapcbKoro 3acoby, TekcTi
3aMoBHEHMX MapKyBaHHS Ta iHCTPYKLiT 4518 MeANYHOro
Lwnpuuax i3 3aCTOCYBaHHSA Y 3B’A3KY i3 HOBUMY J@HUMM 3 SIKOCTI,
npo3oporo OOKNIHIYHUMUA, KNIHIYHUMW JaHMK Ta JaHMK 3
6opocunikaTHOro thapmakoHarnsgy - 3MiH1 BHECEHO A0 IHCTPYKLiT Ans
cKna, OCHaLLEeHNX MeAMYHOro 3acTOCYBaHHS NikapCbKoro 3acoby [0
ronkamu i3 po3ainis "®apmakoTepaneBTUyHa rpyna”,
Hepxasitoyoi cTani "®apmakonoriyHi BnactmsocTi”, "MpoTunokasaHHs",
Ta 3aXVCHUM "B3aemogif 3 iHWVMK nikapcbkummn 3acobamm Ta
NPUCTPOEM iHWi BMAay B3aemogiin”, "OcobmBocTi
Protecs™ ans 3acTocyBaHHS", "3acTOCyBaHHS y Nepiog BarirTHOCTI
3anobiraHHs abo rogyBaHHS rpyaa0”, "34aTHiCTb BIIMBATU HA
TpaBMyBaHHs LUIBMAKICTb peakLii Npy KepyBaHHi aBTOTPaHCNOPTOM
roMIKoK nicns abo iHWK1MK MexaHismamu®, "ditn",
BUKOPUCTaHHS; No 6 "Mepepo3yBaHHs", "Mob6iyHI peakuii” BiANOBIAHO A0
wnpuuis y Marepianis peecTpaLiiiHoro A0Cbe LLoA0 6e3nekun
noniBiHiNXnopnaHini Aito4oi Ta JONOMDKHUX PEYOBYH.
KaceTi y KapTOHHiii MepiognyHICTb NOAAHHA PErynspHO OHOB/THOBAHOrO
nauuj 3BiTy 3 6e3neku, BignoBiaAHO 0 MopsaKy 34iiCHEHHS
hapmakoHarnsgy, 3aTBep)KeHOro Hakasom
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 30pOB'sA YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3riAHO 3i CTpOKamu,
3a3HayYeHUMK y NepioANYHOCTI NOAaHHA PerynsapHuX
3BITiB 3 6e3neku
10. IHCY®POP TabneTkn, BKPUTI YOPNL TypeyuunH YOPN4 TypeuunHa MepepeecTpayis Ha HEOOMEXEHNIA TEPMIH. 3a He UA/14631/01/03
NNiBKOBOIO MEAVNUNH a MEAOVUWH 1NAY OHOB/1EHO iHGhopMaLito B IHCTPYKUIT 4151 MEAUYHOTO peuyenmom niossieae
060n0HKot0, No 500 INAY CAH. CAH. BE TIXK. 3aCTOCYBaHHSA NikapcbKoro 3acoby y posginax:
mr no 15 Tabnetok y BE TIOXK. A.LL. "apMakooriyHi BnactusocTi”, "MpoTunokasaHHA",
6nicTepi; no 2 abo 4 A.LL. "B3aemogis 3 iHWKMKM NikapcbkrMmn 3acobamu 1a

abo no 6 6nictepis y
KapPTOHHI KOpooLi

iHWi BUAW B3aemogiii", "OcobnnsocTi
3acTocyBaHHS", "3acToCyBaHHS y Nepiog, BarirTHOCTI
abo rogyBaHHsA rpyaar”, "Cnocib 3actocyBaHHs Ta
fo3n", "Mob6iuHi peakuii” BiANoBIAHO A0 iHhopmaLi
00 MENYHOIO 3aCTOCYyBaHHS petiepeHTHOro




Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

nikapcbkoro 3acoby (MMHOKODAXK, TabneTku, BKpUTI
NNiBKOBOK 060/IOHKOHD).
MepioAnyHICTb NOAAaHHSA PerynsipHO OHOBJIOBAHOTO
3BiTy 3 6e3neku, BignoBiaAHO 0 MopsaKy 34iicCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa 0XOPOHW 340POB’ YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuHsa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTea
OXOPOHU 340POB's YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3rifHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogNYHOCTI NOJaHHS PerysapHUX
3BITIB 3 6e3neku.

11.

IHCY®OP

TabneTku, BKPUTI
nniBKOBOO
060/10HKOI0, No 850
mr no 15 tabneTok y
6nicTepi; no 2 abo 4
abo no 6 6nictepiB y
KapTOHHI Kopo6Lyi

YOPAN[,
MEAVLIH
INIAY CAH.
BE TIZXK.
ALLL

TypeyuuH
a

YOPA[,

MEAMLVH IN1AY

CAH. BE TIIX.
AL

TypeyunHa

MepepeecTpauis Ha HEOOMEXEHUI TEPMIH.
OHOB/EHO iHGhOpMaLito B IHCTPYKLT 4719 MeANYHOro
3aCTOCyBaHHS Nikapcbkoro 3acoby y posginax:
"®apmMakonoriyHi BnactusocTi”, "lMpoTunokasaHHA",
"B3aemogis 3 iHWVMKM nikapcbkuMmn 3acobamu 1a
iHWi BuAy B3aemogiii”, "OcobnmnBoCTi
3acTocyBaHHSA", "3acToCyBaHHS Yy nepiog BarirTHOCTI
abo rogyBaHHs rpyaar”, "Cnocib 3acTocyBaHHsS Ta
[o3n", "Mo6iuHi peakuii” BigNoBigHO A0 iHhopmawi
00 MEMYHOrO 3aCTOCyBaHHS peddepeHTHOro
nikapcbkoro 3acoby (MHOKO®PAXK, TabneTku, BKpUTi
NNiBKOBOK 0601I0HKOL).
MepioanyHICTb NOAAHHA PErynsipHO OHOB/HOBAHOMO
3BiTYy 3 6e3neku, BignoBigHO A0 MopsaaKy 34iiCHEHHS:
dhapmakoHarnsgy, 3aTBepkeHoro Hakasom
MiHicTepcTBa OXOpPOHU 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLiT Ykpainu 29 ciuHsa 2007 poky 3a
Ne 73/13340 (y pefakuii Haka3y MiHicTepcTBa
OXOPOHU 340pOB's YKpaiHu Big 26 BepecHst 2016
poky Ne 996), cTaHOBUTbL: 3rifHO 3i CTpOKamu,
3a3HayYeHMMK y NepioANYHOCTI NoAaHHA PerynsapHuX
3BITIB 3 6e3neku.

3a
peuyenmom

He
nidnsieae

UA/14631/01/01

12.

IHCY®OP

TabneTku, BKpUTI
nniBKOBOO
o060s10HkKot0, No 1000
Mr; no 10 TabneTok
y 6nictepi; no 3, no
6 abo 9 6niicTepiB y
KapTOHHI Kopo6Lyi

YOPN[,
MEAVLINH
INIAY CAH.
BE TIOX.
ALLLL

TypeyyuH
a

YOPA[,

MEAMLVH INAY

CAH. BE TIIX.
AlLL.

TypeyunHa

MepepeecTpavis Ha HEOBMEXEHUI TEPMIH.
OHOoB/EHO iHGOpMaLito B IHCTPYKLIT 4719 MeANYHOro
3acTOCyBaHHS MikapCbKoro 3acoby y po3sginax:
"®apmMakonoriyHi BnactusocTi’, "lMpoTunokasaHHA",
"B3aemogis 3 iHWKMKU NikapcbkuMmn 3acobamu 1a
iHWi BUAM B3aemogiii", "OcobnmnBocCTi
3acTocyBaHHA", "3acTOCyBaHHSA Yy nepiog BarirTHOCTi
abo rogyBaHHsa rpyaar”, "Cnocib 3actocyBaHHS Ta
no3n”, "MobiyvHi peakuii” BignoBigHo 4o iHhopmau;i
040 MEANYHOr0 3aCTOCYBaHHA peddepPEHTHOro
nikapcbkoro 3acoby (MKOKOPAXK, Tabnetku, BKpUTi
NAiBKOBOK 060/I0HKOHO).

3a
peuenmom

He
nionsieae

UA/14631/01/02
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

MepiognyHICTb NOAAHHA PErynspHO OHOB/THOBAHOrO
3BiTy 3 6e3neku, BignoBiAHO A0 MopsakKy 34iiCHEHHS
dhapmakoHarnsgy, 3aTBeppkeHoro Hakasom
MiHicTepcTBa 0XOpOHW 340POB’ YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainum 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHW 30pOB'sA YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3riAHO 3i CTpOKamu,
3a3HayYeHUMK y NepioANYHOCTI NOAaHHA PerynsapHuX
3BITiB 3 6e3neKu.

13.

KETOPON

PO3YMH ANS iH'EKLN,
30 mr/Mnnolmns
amnyni; no 10
amnyn y énictepi

f-p Peapi'c
Na6opaTtopi
clitg

IHais

[-p Pepgi'c
Na6opaTopic
Nimiteq

IHais

MepepeecTpauis Ha HEOOMEXEHWU TEPMIH.
MepioAnYHICTL NMOAaHHA PerynsipHoO OHOBJIIOBAHOTO
3BiTy 3 6e3neku, BignoBiaAHO A0 MopsaKy 34iiCHEHHS
hapmakoHarnsgy, 3aTBep)KeHOro Hakasom
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 30pOB'A YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3riAHO 3i CTpOKamu,
3a3HavyeHUMU Y NepiognUYHOCTI NoJaHHS pPerysapHuX
3BITiB 3 6e3neKu.

3a
peyerimom

He
nionsieae

UA/2566/01/01

14.

KNOBEUT®

kpem, 0,5 mr/r, no 25
ry Ty6i; no 1 Ty6i B
KapTOHHI Kopobuyj

TOB
«BAYLU
XEJIC»

YKpaiHa

dapm3aBos
Enbha A.T.

Monba

MepepeecTpauis Ha HeEOOMeXeHNA TepMiH. 3MiHK |
Tuny - 3MiHu Woao 6e3nekn/edpeKkTNBHOCTI Ta
chapmakoHarnsgy. 3MiHa y KopoTkili xapakTepucTui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLT AN19 Me4UYHOro 3aCToCyBaHHA Ha nigcTasi
perynspHoO OHOB/IOBAHOrO 3BITY 3 6e3neku
niKkapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acToCyBaHHSA Nikapcbkoro 3acoby B
nicnsapeecTpauiiiinii nepiog, abo sk pesynbTar
OL}iHKM 3BITY 3 AOC/iAKEeHb, NPOBEAEHMX BiAMNOBIAHO
00 nnany negiatpuyHux gocnimkers (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHom) 3MiHK BHECEHO A0 IHCTpyKUiT Ans
MeAMYHOro 3acTOCYBaHHS NikapcbKoro 3acoby [0
posginis: "MpoTunokasaHHa", "Ocob6a1BOCTI
3acTocyBaHHSA" BignoBigHO 4O OHOB/IEHOT
iHcbopMmaLii 3 6e3nekn 3acTocyBaHHS fito4oi Ta
[0MNOMDKHOT PEYOBUH.

MepiognyHICTb NOAAHHA PErysSiPHO OHOB/THOBAHOrO
3BiTy 3 6e3neku, BignoBiaHO A0 MopsakKy 34iicHEHHS
hapmakoHarnagy, 3aTBepyKeHOro Hakasom
MiHiCTepcTBa OXOPOHW 340POB’A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pegakuii Hakazy MiHicTepcTBa

3a
peyenmom

He
nionsieae

UA/3512/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs
OXOPOHU 340PO0B's YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3riAHO 3i CTpOKamu,
3a3Ha4YeHUMM Y NepiogNYHOCTI NOJaHHS PerysapHUX
3BITIB 3 6e3neku.
15. KNOBENT® masb, 0,5 mr/r, no 25 TOB YkpaiHa $apmsasog, Monbuwa MepepeecTpaLisi Ha HEOBMEXEHMNIA TEPMIH. 3MiHY | 3a He UA/3512/02/01
r B Ty6i; no 1 Ty6i B «BAYLU Enbcha A.T. MRy - 3MiHK WoA0 6e3nekn/edpekTBHOCTI Ta peuyenmom nidnsieae
KapTOHHI Kopo6Lyi XEJIC» thapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTuui
niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLi 415 MeANYHOro 3acTOCyBaHHS Ha niacTasi
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTOCyBaHHS NikapCcbKoro 3acoby B
nicnsapeecTpauiiiHnii nepiog, abo sk pesynbTar
OLliHKM 3BITY 3 AOCNiAKEHb, NPOBEAEHMX BiAMNOBIAHO
[0 nnany negiatpuyHnx gocnigxers (PIP) (3miHy
Y3rO[KEHO 3 KOMMETEHTHUM YNOBHOBaXKEHVM
opraHom) 3MiHN BHECEHO A0 IHCTpyKUiT Ansa
MEeAMYHOro 3aCTOCyBaHHSA NiKapCbKoro 3acoby 4o
po3ginis: "MpoTunokasaHHs", "Oco6AMBOCTI
3acTocyBaHHA" BifnoBigHO A0 OHOB/IEHOT
iHchopmawii 3 6e3nekn 3acTocyBaHHS filo4oi Ta
[O0NOMDKHOT peyoBUH
MepioanyHICTb NOAAHHA PErynsipHO OHOB/HOBAHOMO
3BiTy 3 6e3neku, BignoBiaHO A0 MopsaaKy 34iiCHeHHSA
dhapmakoHarnsgy, 3aTBepkeHoro Hakasom
MiHicTepcTBa OXOpPOHU 340pOB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLiT Ykpainu 29 ciuHsa 2007 poky 3a
Ne 73/13340 (y pefakuii Haka3y MiHicTepcTBa
OXOPOHU 340pOB's YKpaiHu Big 26 BepecHst 2016
poky Ne 996), cTaHOBUTL: 3rifHO 3i CTpOKamu,
3a3HayYeHMMK y NepioANYHOCTI NoAaHHA PerynsapHuX
3BITIB 3 6e3neku.
16. KNOHASEINA | nopoLiok ToBapucTeo YKpaiHa ToBapucTso 3 YkpaiHa MepepeecTpaLisi Ha HEOBMEXEHUIA TEPMIH - He UA/3320/01/01
M (cybeTaHuis) y 3 [04aTKOBOO nionsi2ae
naketax nogBinHMX [04aTKOBOIO BiANOBIAA/TbHICTIO
i3 nniBku Bignosigaib "IHTEPXIM"
nonieTuneHoBol AN HICTI0
hapmaLeBTNUHOTO "IHTEPXIM"
3aCTOCYyBaHHSA
17. KOHUEPTA® | TabneTku TOB YkpaiHa BupobHuuTBO cuaA/ nepepeecTpaLisi Ha HEOBMEXeHWt TePMIH 3a He UA/14199/01/01
NPOJIOHrOBaHoI Aji "[I)XOHCOH i Hepo3dacoBaHoro Benebris 3MiHM | TRy - 3miHK Woao 6e3nekn/ehekTBHOCTI Ta |  peyenmom nionsizae
no 18 mr, no 28 a6o JPKOHCOH NpoayKTy: thapmakoHarnagy. BeegeHHs abo 3miHu fo
30 TabneTtok y YkpaiHa" AN3A y3araslbHeHUX gaHux Npo cuctemy dpapmakoHarnsgy
thnakoHi; no 1 KopnopefiwH, (BBEAEHHS Y3arasIbHEHUX AaHWX MPO cUCTemMy
hnakoHy y CLA; thapmakoHarnagy, 3mMiHa yrnoBHOBaXeHO! 0cobu,
KapTOHHI navui Brpo6HMUTBO BiNOBIAaIbHOT 3a 34iiCHEHHS hapmakoHarnsgy;

Hepo3dg)acoBaHoro

KOHTaKTHOI 0CO6M 3 dpapMakoHarnsiAy 3asiBHUKa A5t
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs
NpoaykKTy, 3[jiCHEeHHSs dhapmakoHarnsgy B YKpaiHi, AKLLo BoHa
nepBuHHa Ta BiAMiHHa Bif, yNOBHOBaXEHOI 0c06M, BifgnoBiganbHOT
BTOPUHHA 3a 3fjiicHeHHs chapmakorarnagy (Bkioyaryn
yMaKoBKM: KOHTaKTHi AaHi) Ta/abo 3MiHN Y pO3MilLEeHHI MacTep-
AHcceH-Cinar (paiina cuctemu chapmakoHarnsgy) -
MaHydhekuypuHr [itova pegakuis: YnoBHOBaxeHa ocoba 3asiBHUKA,
NNC, CWA,; BignoBiganbHa 3a dpapmakoHarnag — Dr. Laurence
Bunyck cepii: Oster-Gozet. MponoHoBaHa pefakuis:
AHcceH YnoBHOBaXKeHa ocoba 3asBHWKa, BignoBigasibHa 3a
dapmaveBTrKa hapmakoHarnsg — ApHayTtosa tOnisa JleoHigiBHa.
HB, Benbris 3MiHa KOHTaKTHUX AaHuX YNOBHOBaXEHOT 0cobu,
BiANOBIAabHOI 3a thapmakoHarnsag,. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnagy; aminm Il Tuny - 3miHu Wwoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. 3miHu
Y KOPOTKili XapakTepucTuLi slikapcbkoro 3acoby,
TEeKCTi MapKyBaHHSA Ta iIHCTPYKUiT 4158 MeguyHoro
3aCTOCYBaHHS Y 3B’A3KY i3 HOBMMMW AaHUMU 3 SKOCTI,
OOKNIHIYHUMMN, KNIHIYHUMK JaHMK Ta JaHMK 3
hapmakoHarnsgy - 3MiHv BHeceHo A0 IHCTpykuii aons
MEeAMYHOro 3acToCyBaHHSA NiKapCbKoro 3acoby Ao
po3ginis "B3aemogis 3 iHLWIMMY NiKapCbKUMun
3aco6amMu Ta iHWi BUAY B3aemogiii”, "OcobnmBocCTi
3acTocyBaHHSA", "3acTOCyBaHHS Y Nepiog BarirTHOCTI
abo rogyBaHHSA rpyaar”, "Mepepo3syBaHHs", "TMo6iuHi
peakuii" BiANOBIAHO A0 MaTepianiB peecTpauiiHoro
[0CbE.
MepiognyHICTb NOAAHHA PErynspHO OHOB/THOBAHOMO
3BiTy 3 6e3neku, BignoBiaAHO A0 Mopsaky 34iiCHEHHS
hapmakoHarnagy, 3aTBep)KeHOro Hakasom
MiHicTepcTBa 0XOpOHW 340POB’ YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHW 3[0pOB'sA YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3riAHO 3i CTpOKamu,
3a3HayYeHUMK y NepioANYHOCTI NOAaHHA PerynsapHuX
3BITiB 3 6e3neku
18. KOHUEPTA® | TabneTku TOB YkpaiHa BupobHMuTBO cLa/ nepepeecTpavisi Ha HEOOMEXEHUI TePMiH 3a He UA/14199/01/02
NPOJIOHroBaHoI Al "[I>XOHCOH i Hepo3hacoBaHoOro Benbris 3MiHM | TNy - 3MiHK Woao 6e3neku/edhekTNBHOCTI Ta |  peyenmom niossieae
no 36 mr, no 28 abo [>XoHCoH NPoOAyKTY: thapmakoHarnsgy. BeegeHHs abo 3miHu go
30 Tabnetok y YkpaiHa" AN3A y3araslbHeHUX gaHux Npo cuctemy dpapmakoHarnsgy
donakoHi; no 1 KopnopeiLuH, (BBEAEHHS Yy3arasibHEHMX AaHUX NPo cucTemy
h1akoHy y CLUA; hapmMakoHarnsgy, 3mMiHa yrnoBHOBaXeHOT 0cobum,
KapTOHHI nauui Brpo6HMLUTBO BiANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsgy;
Hepo3dacoBaHOro KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHuKa Ans
NPOAYKTY, 3pjiicHeHHs hapmakoHarnagy B YkpaiHi, SKLL0 BOHa

nepBuHHA Ta

BiAMiHHa Bifl YNOBHOB&XeHOI 0c06M, BiANOBIAA/IbHOI
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs
BTOPUHHA 3a 3gjiicHeHHs chapmakoHarnsgy (Bkioyaryn
yNaKoBKK: KOHTaKTHi fjaHi) Ta/abo 3MiHU y PO3MiLLLeHHI MacTep-
AHccen-Cinar thaiina cuctemu thapmakoHarnsagy) -
MaHydhekuypuHr [itoya pepakuisi: YnoBHoBaxeHa ocoba 3asiBHUKA,
NNC, CWA,; BignosiganbHa 3a thapmakoHarnsg — Dr. Laurence
Bunyck cepii: Oster-Gozet. [MponoHoBaHa pefakuis:
AHcceH YnosHoBaxkeHa 0coba 3asBHUKa, BignoBigasibHa 3a
dapmaLeBTUka hapmakoHarnag — ApHaytosa HOnis fleoHigiBHa.
HB, Benbris 3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXXEHOI 0cobu,
BiANOBIAa/IbHOI 3a chapmakoHarnsag. 3miHa micus
3[jiACHEHHS1 OCHOBHOT Aisi/IbHOCTI 3
thapmakoHarnsgy; 3minu Il Tuny - 3miHn woao
6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsagy. 3miHu
Y KOPOTKili XapakTepucTuLi slikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta IHCTPYKLUii 4158 MeauyHOro
3aCTOCYBaHHSA Y 3B’A3KY i3 HOBUMYW JaHUMM 3 SIKOCTI,
OOKNIHIYHUMMA, KNIHIYHUMW JaHMU Ta JaHMK 3
thapmakoHarnagy - 3MiH1 BHECEHO A0 IHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHS NikapCbKoro 3acoby [0
po3ainis "B3aemMogis 3 iHLWMMK NikapCbKuMu
3acobamu Ta iHWi BUAY B3aemogiii”, "OcobamBocCTi
3acTocyBaHHs", "3acTocyBaHHs y nepiof BariTHOCTI
abo rogyBaHHsa rpyaar”, "MepenosyBaHHsa", "Mo6IYHI
peakui" BiANOBIAHO A0 MaTepianiB peecTpauiiHoro
[OCbE.
MepioanyHICTb NOAAaHHA PErynspHO OHOB/HOBAHOMO
3BiTYy 3 6e3neku, BignosigHO A0 MopsaaKy 34iiCHEHHSA
dhapmakoHarnsgy, 3aTBepkeHoro Hakasom
MiHicTepcTBa OXOpPOHU 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pefakuii Haka3y MiHicTepcTBa
OXOPOHU 340pOB'st YKpaiHu Big 26 BepecHst 2016
poky Ne 996), cTaHOBUTb: 3riJHO 3i CTpPOKaMu,
3a3HayYeHMMK y NepioANYHOCTI NoAaHHA perynsapHuX
3BITiB 3 6e3nekn
19. KOHLIEPTA® | Tabnetku TOB YkpaiHa Brpo6HMUTBO cA/ nepepeecTpaList Ha He0O6MeXeHWi TepMiH 3a He UA/14199/01/03
NPOJIOHroBaHoi Al "[I>XOHCOH | Hepo3hacoBaHOro Benbris 3MiHKM | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta |  peyenmom nionsieae
no 54 wmr, no 28 a6o JXOoHCOH NPOAYKTY: thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
30 TabneTtok y Ykpaiva" AN3A y3araslbHeHNX AaHux npo cuctemy dpapmakoHarnsgy
dhnakoHi; no 1 KopnopeiLuH, (BBEAEHHSA Y3arasibHEHNX AaHNX NPO CUCTEMY
p1aKkoHy y CLUA; hapMakoHarnsgy, 3mMiHa yrnoBHOBaXXEHOT 0cobum,
KapTOHHIN nayui Brpo6HMUTBO BiANOBIAa/IbHOI 3a 34iicCHEHHA hapmakoHarnsay;
Hepo3gacoBaHOro KOHTaKTHOI 0c06K 3 chapMakoHarnagy 3asBHuKa ans
NPOAYKTY, 3[jiCHEeHHs dhapmakoHarnagy B YKpaiHi, AKL0 BoHa
nepBuHHa Ta BiAMiHHa BiJ YNOBHOBaXeHOI 0co6M, BiANOBIAA/IbHOI
BTOPVHHA 3a 3iiicHeHHs dhapmakoHarnsgy (Bkiovaun

YNaKoBKM:

KOHTaKTHi faHi) Ta/abo 3MiHM Yy PO3MILLIEHHI MacTep-
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo2o

nocsBi04YeHHs

AHcceHn-Cinar
MaHydekuypuHr
NNC, CLWA;
Bunyck cepii:
AHcceH
PapmaLeBTnka
HB, Benbris

thaiina cuctemu chapmakoHarnsgy) -

[itova pepakuin: YnoBHoBaxeHa ocoba 3asiBHUKA,
BignosiganbHa 3a dpapmakoHarnag — Dr. Laurence
Oster-Gozet. [MponoHoBaHa pefakuis:
YnoBHOBaxKeHa ocoba 3asBHVKa, BignoBiganbHa 3a
thapmakoHarnag — ApHayTosa HOnis SleoHigiBHa.
3MiHa KOHTaKTHMX AaHnX YNOBHOBaXKEHOT 0CO6M,
BiANOBiAaIbHOT 3a hapmakoHarnsag. 3MiHa micus
3[iICHEHHST OCHOBHOT Aisi/IbHOCTI 3
hapmakoHarnsgy; 3minu Il Tuny - 3miHu woao
6e3nekn/edheKTUBHOCTI Ta dhapMakoHarnisgy. 3miHu
Y KOPOTKili XapakTepucTuLi nikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii AN MeauyYHOro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMY A@HUMK 3 SIKOCTI,
OOKTIHIYHUMK, KNIHIYHUMW aHUMKW Ta AaHVMU 3
thapmakoHarnsgy - 3MiH1 BHECEHO A0 IHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHS NikapcbKoro 3acoby [0
po3ginis "B3aemogis 3 iHLWMMYK NiKapCbKUMu
3aco6amu Ta iHWi Buan B3aemogiit, "OcobmBocTi
3acTocyBaHHSA", "3acTOCyBaHHSA Yy nepiog BarirTHOCTi
abo rogyBaHHs rpyaar”, "MepesosyBaHHs", "Mo6GiyHi
peakuii" BiANOBIAHO 4O MaTepianiB peecTpauiiHoro
[OCbE.

MepioAnyYHICTb NOAAaHHSA PerynsipHO OHOBJIOBAHOTO
3BiTy 3 6e3neku, BignoBiaHO 0 MopsaKy 34iicCHeHHS
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOPOHW 340POB’ YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuHsa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTea
OXOPOHU 340POB's YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBWTbL: 3riAHO 3i CTpOKamu,
3a3Ha4YeHUMM Y NepiogNYHOCTI NOJaHHS PerysapHUX
3BITIB 3 6e3nekun

20.

NEBAHA® IC

TabneTkv No 2 Mr no
10 TabneToKk y
6nicTepi; no 1
6nicTtepy B navui 3
KapTOHY

ToBapucTso
3
[0aTKOBOO
Bignosiganb
HicTIO
"IHTEPXIM"

YKpaiHa

ToBapucTso 3
[04aTKOBOIO
BifNoBiAA/IbHICTIO
"IHTEPXIM"

YkpaiHa

MepepeecTpauis Ha HEOOMEXEHUI TEPMIH.
OHOB/EHO iHGhOpMaLito B IHCTPYKLT 4719 MeANYHOro
3acTocyBaHHA y po3sginax: "OCHOBHI (Pi3NKO-XiMiYHi

BnacTMBoCTi" (pefakuiiiHi npasku), "OcobmBoCTi
3actocyBaHHs", "MNepeno3yBaHHs", "Mo6iuHi peakuii”
o0 6e3neku 3acTOCyBaHHS Ait040i PEeHOBUHU.
MepioAnYHICTL NOAAaHHSA PerynsipHO OHOBJIOBAHOTO
3BiTy 3 6e3neku, BignoBiaHO A0 MopsaaKy 34iiCHEHHS:
hapmakoHarnagy, 3atBep)KeHoro Hakasom
MiHicTepcTBa OXOpPOHU 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuiT Ykpainu 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pefakuii Haka3ly MiHicTepcTBa
OXOPOHU 30pOB's YKpaiHu Big 26 BepecHsi 2016

3a
peyenmom

He
nidnsieae

UA/11175/01/03
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs
poky Ne 996), cTaHOBUTbL: 3riJHO 3i CTPOKaMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHA perynsapHuX
3BITIB 3 6e3neku.
21. NEBAHA®IC | Ttabnetkmno 1l mrno | ToBapucTBO YkpaiHa ToBapucTBo 3 YkpaiHa MepepeecTpavis Ha HEOOMEXEHUI TEPMIH. 3a He UA/11175/01/02
10 TabneTok y 3 [0[aTKOBOIO OHOB/IEHO iHGhopMaLito B IHCTPYKLIT 4151 MEAUYHOTO peuenmom nionsieae
6nicTepi; no 1 [04aTKOBOO BiANOBIAALHICTIO 3acTocyBaHHs y po3sginax: "OCHOBHI (i3VKO-XiMiuHi
6nicTepy B nauui 3 Bignosigasib "IHTEPXIM" BnacTMBoCTi" (pefakuiiiHi npasku), "OcobamBoCTi
KapTOHY HICTIO 3acTocyBaHHsA", "MNepeno3yBaHHA", "Mo6iYHI peakuii”
"IHTEPXIM" LLI0A0 6e3MneKn 3acTOCyBaHHS Ajit040i PeYOBUHMU.
MepiognyHICTb NOAAHHA PErynspHO OHOB/THOBAHOrO
3BiTy 3 6e3neku, BignoBiAHO 0 MopsaKy 34iiCHEHHS
hapmakoHarnsgy, 3aTBep)KeHOro Hakasom
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 30pOB'sA YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3riAHO 3i CTpOKamu,
3a3HayYeHMMK y NepioANYHOCTI NOAaHHA perynsapHuX
3BITiB 3 6e3neKu.
22, NEBAHA® IC | Tabnetku no 0,5 mr ToBapucTeo YkpaiHa ToBapucTBo 3 Ykpaina MepepeecTpayis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/11175/01/01
no 10 TabneTtok y 3 [0[aTKOBOIO OHOB/1EHO iHGhopMaLito B IHCTPYKUIT 4151 MEAUYHOTO peuyenmom niossieae
6nicTepi; no 2 [04aTKOBOIO BiANOBIAALHICTIO 3acTocyBaHHs y po3ginax: "OCHOBHI (i3VKO-XiMiUHi
6nicTepu B nauui 3 BignoBigab "IHTEPXIM" BMaCTMBOCTI" (pefakuiiiHi npasku), "Oco6/MBOCTI
KapToHY HICTIO 3actocyBaHHs", "MNepeno3yBaHHs", "M06i4HI peakuil”
"IHTEPXIM" LLI0A0 6e3nekn 3acToCyBaHHS Ait040i PeYOBUHMN.
MepiognyHICTb NOAAHHA PErynsipPHO OHOB/THOBAHOMO
3BiTy 3 6e3neku, BignoBiaHO A0 MopsakKy 34iicHEHHS
hapmakoHarnsgy, 3aTBepykeHOro Hakasom
MiHiCTepcTBa OXOPOHU 340POB’A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 3[0POB's YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3riHO 3i CTpOKamu,
3a3HayYeHMMK y NepioAnNYHOCTI NOAaHHA PErynsapHUX
3BITIB 3 6e3neku.
23. HATPIIO pigvHa (cybcTaHuis) TOB "lOpis- YkpaiHa Mannagi ipar3 & IHAis MepepeecTpallisi Ha HEOBMEXEHNI TEPMIH - He UA/14964/01/01
NAKTATY y NonieTUIEHOBUX Papm” dapmacbloTikan3 nionsizae
PO34MH 60u4kax abo Nimiten
KaHicTpax ans
dhapmaLeBTU4YHOro
3aCTOCYyBaHHSA
24. HATPIIO NOPOLLIOK nn YkpaiHa Kpeatuns OpraHikc IHAis MepepeecTpauis Ha HEOBMEXEHU TEPMIH - He UA/14523/01/01
MIKOCYNb® KpucTanivyHmi "MEOEO" (m nrp,. nionsizae
AT (cybeTaHuin) y
MiLLKax 3

aNOMiHIEBOT honbru
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs
ans
chapmav,eBTU4HOro
3aCTOCYBaHHS
25. HEO-AHINH® | nbogsaHuky; no 12 OvBadhapma | HimeuunH Bignosigae 3a HimeyunHa MepepeecTpavis Ha HEOOMEXEHUI TEPMIH. 6e3 niossieae UA/10972/01/01
LWABIA NbOASHUKIB Y 6X a BUNYCK cepil: MepioAnyHICTb NOAAHHA PEryNsipHO OHOB/IIOBAHOIO peyenma
6nicTepi; no 2 [Jvsadchapma 3BiTYy 3 6e3neku, BignoBiaHO A0 MopsaKy 34iiCHEHHS:
6nictepu B mM6X, HimeuunHa; dhapmakoHarnsgy, 3aTBepkeHoro Hakasom
KapTOHHI Kopo6Lyi BMPOBGHULITBO MiHicTepcTBa OXOpPOHU 340pOB’A YKpaiHu Big, 27
Hepo3dacoBaHol rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
NPOAYKLUIT: MiHicTepcTBi tocTuLiT Ykpainu 29 ciuHsa 2007 poky 3a
Knoctepdpay Ne 73/13340 (y pefakuii Haka3y MiHicTepcTBa
BepniH M'M6X, OXOPOHU 340pOB's YKpaiHu Big 26 BepecHst 2016
HimeuyunHa poky Ne 996), cTaHOBUTbL: 3rifHO 3i CTpOKamu,
3a3HayYeHMMK y NepioANYHOCTI NoAaHHA PerynsapHuX
3BITIB 3 6e3neku.
26. OMENPA30/ | kancynu 20 mr, no MAT YkpaiHa MAT "®dapmak” YkpaiHa MepepeecTpavis Ha HEOBMEXEHUI TEPMIH. 3a He UA/4310/01/01
10 kancyn B "Papmak” OHoB/EHO iH(hopmaLito B IHCTPYKLiT A1 MeguyuHoro peyenmom nionsieae
6nictepi, no 1 a6o 3 3acTOoCyBaHHS MikapcbKoro 3acoby y posginax
6nicTepy B nayuj 3 "apmakonoriyHi BnactmsocTi”, "lMokasaHHsA"
KapTOHY (yTOouHeHHs1), "B3aemogis 3 iHWMMK NliKapCbKuMu
3acob6amu Ta iHWi BUAn B3aemMogiit”, "cnocio
3acToCyBaHHA Ta [031" (YTOUHEHHS),
"MepeposysaHHsa", "Mob6iyHI peakui BIANOBIAHO A0
6e3nekn 3acToCyBaHHA [il0401 PEYOBUHW.
MepiognyHICTb NOAAHHA PErynspHO OHOB/IHOBAHOMO
3BiTy 3 6€3neKy, BignoBiaHO A0 MopsaaKy 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro Hakasom
MiHicTepcTBa OXOpPOHU 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii Ykpainm 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 340P0B's YKpaiHu Big 26 BepecHs 2016
poky Ne 996), CTaHOBWTb: 3riAHO 3i CTpOKamu,
3a3HayYeHMMK y NepioANYHOCTI NoAaHHA perynsapHuUX
3BITIB 3 6e3neKu.
27. nin3o”n 10 Tabnetkv no 10 wr, Anemb6ik IHAjsA Anembik IHgis MepepeecTpavis Ha HEOOMEXEHUI TEPMIH. 3a He UA/14361/01/01
no 10 TabneTok y Papmac'toTik $apmac’toTikesnc OHOB/IEHO iHGhopMaLito B IHCTPYKUIT 415 MEAUYHOTO peuyenmom niosnsieae
6nicTepi; no 1 enc flimiteq Nimiteq 3acTOCyBaHHSA NikapcbKoro 3acoby y po3ginax

6nictepy B
KapTOHHIN nayui

"Moka3aHHs", a TakoX y po3ainy "dapmMakosoriyHi

BNacTMBOCTI", "B3aemMogis 3 iHLWMMU NiKapCbKUMU
3acobamu Ta iHLWi BUAW B3aemogiii”, "OcobnuBocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiof BariTHOCTI
ab6o rogyBaHHA rpyaa”, "3aaTHiCTb BNAMBATU Ha
LIBMAKICTb peakuii Npu kepyBaHHi aBTOTPaHCNOPTOM
abo iHWyMKn mexaHiamamu”, "Cnocib 3acTocyBaHHs

Ta posun", "MepenosysaHHsa", "MobiYHI peakuii”
BiANOBIAHO A0 iHdopMaLii Woho MegnyHoro

3aCTOCyBaHHA pehepeHTHOro Nikapcbkoro 3acoby
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

(ABILIFY®,tablets,10 mg, 5 mg, He 3apeecTpoBaHuii
B YKpaiHi).

MepioAnyHICTb NOAAaHHSA PerynsipHO OHOBJIOBAHOTO
3BiTy 3 6e3neku, BignoBiaAHO 0 MopsaKy 34iicCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa 0XOPOHW 340POB’ YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuHsa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTea
OXOPOHU 340POB's YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3rifHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogNYHOCTI NOJaHHS PerysapHUX
3BITIB 3 6e3neku.

28.

nns3o”n 15

Tabnetku no 15 wr,
no 10 TabneTok y
6nicTepi; no 1
6nictepy B
KapTOHHI nauui

Anemobik
dapmac'toTik
enc Nimitepq,

IHais

Anemobik
dapmac’oTikesnc
Nimiteq

IHAis

MepepeecTpauis Ha HEOOMEXEHUI TEPMIH.
OHOB/EHO iHGhOpMaLito B IHCTPYKLT 4719 MeANYHOro
3acTocyBaHHSA Nikapcbkoro 3acoby y posginax
"MokasaHHA", a TakoX y po3ainun "dapmakonorivHi
BnacTmsocTi", "B3aeMogis 3 iHLLMMM NiKapCbKUMMn
3acob6amu Ta iHWi B1uan B3aemogiit, "*Ocob6mBocTi
3acTocyBaHHSA", "3acToCyBaHHS Yy nepiog BarirTHOCTI
ab0o rogyBaHHA rpyaar”, "3gaTtHicTb BNaMBaTu Ha
LIBMAKICTb peakLii Npy KepyBaHHI aBTOTPaHCNOPTOM
a60 iHWKMK MexaHisamamun”, "Cnocib 3acTocyBaHHS
Ta gosun", "MepenosysaHHs", "Mo6iYHI peakuii”
BiANoBIAHO A0 iHdhopMaLiT Woa0 MegUuyHOro
3acTocyBaHHs pethepeHTHOro Nikapcbkoro 3acoby
(ABILIFY®,tablets,10 mg, 5 mg, He 3apeecTpoBaHuii
B YKpaiHi).

MepioanyHICTb NOAAHHA PErynsipHO OHOB/HOBAHOMO
3BiTYy 3 6e3neku, BignoBiaHO A0 MopsaKy 34iiCHEHHSA
dhapmakoHarnsgy, 3aTBepkeHoro Hakasom
MiHicTepcTBa OXOpPOHU 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLiT Ykpainu 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pefakuii Haka3y MiHicTepcTBa
OXOPOHU 340pOB's YKpaiHu Big 26 BepecHst 2016
poky Ne 996), cTaHOBUTL: 3rifHO 3i CTpOKamu,
3a3HayYeHMMK y NepioANYHOCTI NoJaHHA PerynsapHuX
3BITIB 3 6e3neku.

3a
peyenmom

He
nidnsieae

UA/14361/01/02

29.

nn307 30

Tabnetku no 30 wr,
no 10 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHI navui

Anembik
dapmac'toTik
enc Nimiteq,

IHais

Anembik
dapmac’toTikenc
Nimiteq

IHAis

MepepeecTpalis Ha HEOBMEXEHNA TEPMIH.
OHOB/EHO iHGOpMaLito B IHCTPYKLIT 4719 MeANYHOro
3acTOoCyBaHHS MikapcbKoro 3acoby y posginax
"MokasaHHA", a TakoX y po3ainun "dapmakosorivHi
BnacTmsocTi", "B3aeMogis 3 iHLLMMM NiKapCbKUMmn
3acob6amu Ta iHWi Buan B3aemogiit”, "OcobamBocCTi
3acTocyBaHHA", "3acToCyBaHHSA Yy nepiog BariTHOCTi
abo rogysBaHHsa rpyaa0”, "3aatHicTb BANBATA HA
LUBMAKICTb peakLii Npy KepyBaHHI aBTOTPaHCNOPTOM

3a
peyenmom

He
nionsieae

UA/14361/01/03
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

abo iHWyMKn mexaHiamamu”, "Cnocib 3acTocyBaHHs
Ta posun", "MepenosysaHHs", "Mo6iYHI peakuii”
BiANOBIAHO A0 iHdhopMaLii Woao MegnyHoro
3acToCcyBaHHA pethepeHTHOro Nikapcbkoro 3acoby
(ABILIFY®,tablets,10 mg, 5 mg, He 3apeecTpoBaHuii
B YKpaiHi).

MepiognyHICTb NOAAHHA PEryNsSpPHO OHOB/THOBAHOrO
3BiTy 3 6e3neku, BignoBiaAHO 0 Mopsaky 34iiCHEHHS
dhapmakoHarnsgy, 3aTseppkeHoro Hakasom
MiHicTepcTBa 0XOpOHW 340POB’ YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHW 30pOB'A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3riAHO 3i CTpOKamu,
3a3HayYeHUMK y NepioANYHOCTI NOAaHHA PerynsapHUX
3BITiB 3 6e3neKu.

30.

nn3ons

TabneTkv no 5 mr,
no 10 TabneTtok y
6nictepi; no 1
6nicTepy B
KapTOHHIN nayui

ANemMBIK
dapmac'toTik
enc Nimiteq,

IHais

AnembiK
$apmac’ioTikersc
Nimiteq

IHais

MepepeecTpayis Ha HEOOMEXEHUIA TEPMIH.
OHOB/IEHO iHGhopmaLito B iIHCTPYKUIT 4151 MEAUYHOTO
3aCTOCYyBaHHSA NikapcbKoro 3acoby y posginax
"MokasaHHs", a TakoX y po3ainuv "dapmakonoriyHi
BNACTMBOCTI", "B3aemMogis 3 iHLUMMU NiKapCbKUMN
3aco6amu Ta iHWi BUAY B3aemogiii®, "OcobmMBocCTi
3acTocyBaHHS", "3acToCyBaHHS y Nepiog, BarirTHOCTI
abo rogyBaHHS rpyaa0”, "34aTHiCTb BIIMBATU HA
LIBMAKICTb peakLii Npy KepyBaHHi aBTOTPaHCNOPTOM
abo iHWyMKn mexaHiamamn”, "Cnocib 3acTocyBaHHs
Ta pgosn", "MepenosyBaHHs", "Mo6iyHI peakui™
BiANOBIAHO A0 iHdhopMaLiT WoA0 MegNYHOro
3acToCyBaHHS pehepeHTHOro nikapcbkoro 3acoby
(ABILIFY®,tablets,10 mg, 5 mg, He 3apeecTpoBaHuii
B YKpaiHi).

MepioAnyHICTb MOAAaHHSA PerynsipHO OHOB/IOBAHOTO
3BiTy 3 6e3neku, BignoBigHO A0 MopsakKy 34iicHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro Hakasom
MiHicTepcTBa 0XOPOHW 340POB’ YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainm 29 ciuHsa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 30pOB'sA YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3riAHO 3i CTpOKamu,
3a3Ha4YeHUMM Y NepiogUYHOCTI NOJaHHS PeryaspHUX
3BITIB 3 6e3neKu.

3a
peyerimom

He
nionsieae

UA/14361/01/04

31.

NMCOPIATEH

masb, no 50 r y Ty6i;
no 1 1y6i B
KapTOHHI Kopo6Lyi

AnbneH
dPapma
rvmeX

HimeyunH
a

[Loiiue Xomeonari-
YHioH OXY-
ApuHalimiTTens
Mv6X & Ko. KI

HimeuunHa

MepepeecTpavis Ha HEOOMEXEHUI TEPMIH.
OHOB/IEHO iHhopMalLito B IHCTPYKLito Ais
MEANYHOIO 3aCTOCYBaHHs NikapcbKoro 3acoby y
po3aini "OcobnmnBoCTI 3acToCyBaHHA" 040 6e3neku
3aCTOCyBaHHS AONOMIXKHUX PEYOBUH.

6e3
peyenma

nionsieae

UA/3775/01/01
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sunycky

(nikapcbka gpopma,

ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

MepiognyHICTb NOAAHHA PErynspHO OHOB/THOBAHOrO
3BiTy 3 6e3neku, BignoBiAHO A0 MopsakKy 34iiCHEHHS
dhapmakoHarnsgy, 3aTBeppkeHoro Hakasom
MiHicTepcTBa 0XOpOHW 340POB’ YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainum 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHW 30pOB'sA YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3riAHO 3i CTpOKamu,
3a3HayYeHUMK y NepioANYHOCTI NOAaHHA PerynsapHuX
3BITiB 3 6e3neKu.

32.

PAMI
CAHJ03®

TabneTkn nNo 5 Mr no

10 TabneTok y
6nictepi; no 3
6nictepu B
KapTOHHI Kopo6Lyi

CaHpo3
dapmachbHoTi
kan3 g.4.

CnoBeHis

Nek C. A.,
MonbLa
(BMPOGHMLTBO 3a
MOBHVM LIK/IOM;
nakyBaHHs, BUMYCK
cepii)

Monbwa

MepepeecTpauis Ha HEOOMEXEHWU TEPMIH.
MepioAnYHICTL NMOAaHHA PerynsipHoO OHOBJIIOBAHOTO
3BiTy 3 6e3neku, BignoBiaAHO A0 MopsaKy 34iiCHEHHS
hapmakoHarnsgy, 3aTBep)KeHOro Hakasom
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 30pOB'A YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3riAHO 3i CTpOKamu,
3a3HavyeHUMU Y NepiognUYHOCTI NoJaHHS pPerysapHuX
3BITiB 3 6e3neKu.

3a
peyerimom

He
nionsieae

UA/11299/01/02

33.

PAMI
CAHAO3®

Tabnetkv no 2,5 mr
no 10 TabneTtok y
6nictepi; no 3
6nictepn B
KapTOHHI Kopo6Lyi

CaHpo3s
dapmacbHoTi
Kans g.4.

CnoBeHisi

Nexk C. A,
MonbLa
(B1pPOGHMLTBO 3a
MOBHVM LIVIK/IOM;
nakyBaHHs, BUNYCK
cepii)

Monba

MepepeecTpauis Ha HEOOMEXEHWUI TEPMIH.
MepiognyHICTb NOAAHHA PErynspHO OHOB/IHOBAHOMO
3BiTy 3 6€3neKy, BignoBiaHO A0 MopsaaKy 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro Hakasom
MiHicTepcTBa OXOpPOHU 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii Ykpainm 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 340P0B's YKpaiHu Big 26 BepecHs 2016
poky Ne 996), CTaHOBWTb: 3riAHO 3i CTpOKamu,
3a3HayYeHMMK y NepioANYHOCTI NoAaHHA perynsapHuUX
3BITIB 3 6e3neKu.

3a
peyenmom

He
nionsieae

UA/11299/01/01

34.

PAMI
CAHAO3®

Tabnetku no 10 mr
no 10 TabneTok y
6nictepi; no 3
6nictepu B
KapTOHHI Kopo6Lyi

CaHpos
dapmachbHoTi
Kans g.4.

CnoBeHisi

Nexk C. A,
MonbLa
(BMPOGHMLTBO 3a
MOBHVM LIVIK/IOM;
nakyBaHHs, BUNYyCK
cepii)

Monba

MepepeecTpauis Ha HEOGMEXEHUIA TEPMIH.
MepiognyHICTb NOAAaHHA PerynspHO OHOB/IHOBAHOMO
3BiTy 3 6€3neKu, BignoBiaHO A0 MopsaKy 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro Hakasom
MiHicTepcTBa OXOpPOHU 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pefakuii Haka3y MiHicTepcTBa
OXOPOHU 340P0B's YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riJHO 3i CTPOKaMu,
3a3HayveHMK y NepiognyYHOCTI NOAAHHS PerynsipHux
3BITIB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/11299/01/03

35.

CAHAIMYH

PO34MH OpaIbHUIA,

HoBapTic

LLiBeliyapis

Lendapm XHHiHT

PpaHujs

[MepepeecTpallis Ha HEOOMEXEHUI TEPMIH

3a

He

UA/3165/03/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs
HEOPAN® 100 mr/mn, no 50 mn dapma Al C.AC. 3MiHu |l TURy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom nionsizae
y dhnakoHi, no 1 Ta (papmakoHarnsgy. 3MiHU y KOpOTKild
hnakoHy pasom 3 XapakTepucTuLi Nikapcbkoro 3acoby, TeKcTi
[03yBa/IbHUM MapKyBaHHS Ta iHCTPYKLT 4N MeAnvHOro
KOMMN/IEKTOM Y 3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMY A@HUMK 3 SIKOCTI,
KOpOO6Li 3 KAPTOHY OOKNIHIYHUMMN, KNIHIYHUMW JaHMK Ta JaHMK 3
nakyBaJIbHOro hapmakoHarnsgy - 3MiHU BHECEHi A0 iHCTpYKLii Ans
MeAMYHOro 3acTOCYBaHHS NikapCcbKoro 3acoby [0
po3sgainis "®apmakoTepaneBTuyHa rpyna” (yTOYHEHHS
iHchopmawii 6e3 3MiHK Kogy), "PapmMakonoriyHi
BNacTMBOCTI" (pefaryBaHHs TekcTy), "MNoka3aHHA"
(peparyBaHHs TekcTy), "lMpoTmnokasaHHA",
"B3aemogis 3 iHWKMKM NikapcbkrMmn 3acobamu 1a
iHWi BMAay B3aemogiit”, "OcobmBocTi
3acTocyBaHHS", "3acTOCyBaHHS Y Nepiog BarirTHOCTI
abo rogyBaHHA rpyaat” (pegarysaHHs TekCTy Ta
YTOYHEHHS iHdhopMaLiT), "Cnocib 3acTocyBaHHA Ta
[o3n" (pegaryBaHHs TEKCTY Ta YTOYHEHHS
iHchopmawii), "MepenosyBaHHa", "Mo6iyHI peakwii™
BiANOBIAHO 0 MaTepianiB peecTpaviliHoro fochbe.
MepioAnyHICTb NOAAaHHSA PerynsipHO OHOBJIOBAHOTO
3BiTy 3 6e3neku, BignoBiaAHO 0 MopsaKy 34iicCHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro Hakasom
MiHicTepcTBa OXOPOHW 340POB’ YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuHsa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTea
OXOPOHU 340POB's YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3riAHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogNYHOCTI NOJaHHS PerysapHUX
3BITIB 3 6e3neku
36. CAHAIMYH Kancynm m'ski no 25 Hosapric | LUBeliuapis Brpo6HuuTBO Himeuunna/ MepepeecTpallisi Ha HEOBMEXEHNI TEPMIH. - He UA/10102/01/01
HEOPA/N® mr, in bulk: no 5 dapma Al Hepo3dacoBaHOl LLIseliapis MepioAnYHICTb NOAAHHS PEryNsPHO OHOB/IHOBAHOIO nidnsieae
Kancyn y énicrepi; NpoAyKLUiT, 3BiTy 3 6e3neku, BignoBigHO A0 MopsakKy 34iicHEHHS
no 10 6nicTepis y KOHTPO/b SIKOCTi: thapmakoHarnsgy, 3aTBepXeHoro Hakasom
KapTOHHI kopobuy; KatasieHt MiHicTepcTBa 0XOPOHW 340POB’ YKpaiHu Big, 27
no 60 kopo6oK y HimeuyunHa rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
KapTOHHI Kopo6Lyi E6epbax MvbX, MiHicTepcTBi tocTuLii Ykpainm 29 ciuHsa 2007 poky 3a
HimeuunHa,; Ne 73/13340 (y pegakuii Hakasy MiHicTepcTBa
MepBuHHE Ta OXOPOHW 30pOB'sA YKpaiHu Bif 26 BepecHs 2016
BTOpPUHHE poky Ne 996), cTaHOBUTbL: 3riAHO 3i CTpOKamu,
nakyBaHHs, 3a3Ha4YeHUMM Y NepiogUYHOCTI NOJaHHS PeryaspHUX
KOHTPO/b AIKOCTI, 3BITIB 3 6e3neku.
BMNYyCK cepil:
HosapTic ®apma
LTeiH AT,
LLiBeiiuapis;

Bunyck cepii:
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs
HoBapTic ®apma
'M6X, HimeuynHa
37. CAHAIMYH Kancynm m'ski no 50 Hosaptic | LLBeliyapis Brpo6HMLUTBO Himeuunna/ MepepeecTpauis Ha HEOBMEXEHUI TEPMIH. - He UA/10102/01/02
HEOPAN® mr, in bulk: no 5 Papmva Al Hepo3dhacoBaHo| LLiBefiuapis MepioAnYHICTb NOAAHHSA PErynsapHO OHOB/IIOBAHOIO niossieae
Kancyn y 6nictepi; npoAayKLUiT, 3BiTy 3 6e3neku, BignoBiAHO 0 MopsaKy 34iiCHEHHS
no 10 6nicTepiB y KOHTPO/Ib SIKOCTI: hapmakoHarnagy, 3aTBep)KeHOro Hakasom
KapTOHHI kopobuy; KataneHt MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big, 27
no 60 KOPO6OK y HimeuyunHa rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
KapTOHHI KOpoOL; E6epbax MvbX, MiHicTepcTBi tocTuuii Ykpainm 29 ciuHs 2007 poky 3a
HimeuunHa,; Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
MepBuHHe Ta OXOPOHU 30pOB'sA YkpaiHu Bif 26 BepecHs 2016
BTOPUHHE poky Ne 996), cTaHOBUTbL: 3riAHO 3i CTpOKamu,
nakyBaHHs, 3a3HayYeHUMK y NepioANYHOCTI NOAaHHA perynsapHuX
KOHTPO/Ib SIKOCTI, 3BITIB 3 6e3neku.
BWMYCK Cepil:
Hosaprtic ®apma
LTeiiH AT,
LLiBeiuapis;
Bunyck cepii:
HosapTic ®apma
'm6X, HimeyunHa
38. CAHAIMYH Kancysm m'ski no Hosapric LBeiiLapis Brpo6HMUTBO HimeuuunHa/ MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH. - He UA/10102/01/03
HEOPA/N® 100 wr, in bulk: no 5 dapma Al Hepo3dghacoBaHO! LLiBeiiuapis MepioAnyHICTb NOAAHHS PEryNspHO OHOB/IIOBAHOIO nionsieae
Kancyn y 6nictepi; npoayKuir, 3BiTYy 3 6e3neku, BignoBigHO A0 MopsaKy 34iCHEeHHS
no 10 6nictepiB y KOHTPO/Tb AKOCTI: dhapmakoHarnsgy, 3aTBepkeHoro Hakasom
KapTOHHi Kopobuyj; KatasieHt MiHicTepcTBa OXOPOHY 340POB’ YKpaiHu Big, 27
no 50 kopob6oK y HimeuunHa rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
KapTOHHI Kopo6Lyi E6epbax Mm6X, MiHicTepcTBi tocTuii Ykpainu 29 ciuna 2007 poky 3a
HimeuunHa,; Ne 73/13340 (y pefakuii Haka3ly MiHicTepcTBa
MepBuHHE Ta OXOPOHU 340pPOB'st YKpaiHu Big 26 BepecHsi 2016
BTOPUHHE poky Ne 996), cTaHOBUTbL: 3rifHO 3i CTpoOKamu,
nakyBaHHs, 3a3HavYeHUMM Y NepiognUYHOCTI NOJaHHS PerynsapHUX
KOHTPO/Ib SIKOCTI, 3BITIB 3 6e3neku.
BUNYCK cepil:
HosaprTic ®apma
LTeliH AT,
LLiBeiiuapis;
Bunyck cepil:
HosapTic ®apma
m6X, HimeyunHa
39. CAHAIMYH Kancynm m'ski no 25 Hosapric | LUBeliLapis Brpo6HMUTBO Himeuunna/ MepepeecTpalisi Ha HEOBMEXEHNI TEPMIH. 3a He UA/3165/01/02
HEOPAN® Mr, no 5 kancyny dapma Al Hepo3dacoBaHoi LLiseiiuapisi/ 3MiHu |l TUny - 3MiHK Wopo 6e3nekn/edeKTUBHOCTI peyenmom nionsizae
6nicTepi; no 10 npoayKuir, CnoBeHis Ta dpapmakoHarnsgy. 3MiHU y KOpOTKild
6nictepiB y KOHTPO/Ib SIKOCTI: XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
KapTOHHI KOpo6Lyi KaraneHt MapKyBaHHS Ta iHCTPYKLiT A58 MeANYHOro
HimeyunHa 3aCTOCYBaHHSA Y 3B’A3KY i3 HOBUMY A@HUMK 3 SIKOCTI,
E6epbax Mm6X, OOKMIHIYHUMK, KNIHIYHUMW JaHUMK Ta AaHMU 3
HimeyunHa; dpapMakoHarnsay - 3MiHM BHECEHI A0 iHCTPYKUIT Ans
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs
MepBuHHE Ta MeAMYHOro 3acTOCYBaHHS ikapCbKoro 3acoby [0
BTOpPVHHE po3ainis "dapmakoTepaneBTUYHA rpyna” (YTOUHEHHS
nakyBaHHs, iHchopmawuii 6e3 3MiHK Kogy), "PapmakonoriyHi
KOHTPO/b SKOCTI, BNacTMBOCTI" (pefaryBaHHs TeKcTy), "lMoka3aHHs"
BUNYCK cepil: (peparyBaHHs TekcTy), "lMpoTmunokasaHHA",
HosaprTic ®apma "B3aemogis 3 iHWYMKM NikapcbkuMmn 3acobamu 1a
LLiTeiH Al, iHWi BuAy B3aemogiii”, "OcobnmnBocCTi
LLiBeiiuapis; 3acTocyBaHHSA", "3acTOCyBaHHS Yy nepiog BarirTHOCTi
MepBuHHE Ta ab0 rogyBaHHA rpyaat” (pegaryBaHHsa TEKCTY Ta
BTOPUHHE YTOUYHeHHS iHdhopmawii), "Cnocibé 3acTocyBaHHsA Ta
nakyBaHHs: [031" (pefaryBaHHsi TEKCTY Ta YTOUHEHHS
Nex iHchbopmawii), "Mo6iyHi peakuii” BiANOBIAHO A0
dapmacbloTrKanic Marepianis peecTpauiiHoro AOCbE.
A.4., BUpo6HMYa MepiognyHICTb NOAAHHA PErynspHO OHOB/HOBAHOMO
AinbHUUA 3BiTY 3 6e3neku, BignosigHO A0 MopsaaKy 34iiCHEHHSA
Nenpasa, dhapmakoHarnsgy, 3aTBepkeHoro Hakasom
CnoBeHis; MiHicTepcTBa OXOpPOHU 340POB’A YKpaiHu Big, 27
Bunyck cepil: rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
HoBaprTic ®apma MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007 poky 3a
'm6X, HimeyunHa Ne 73/13340 (y pefakuii Haka3y MiHicTepcTBa
OXOPOHU 340P0B's YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riJHO 3i CTpPOKaMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHA perynapHuX
3BITIB 3 6e3neku.
40. CAHAIMYH Kancysm m'saki no 10 Hosapric LBeiiLapis Brpo6HMUTBO HimewunHa/ MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/3165/01/01
HEOPAN® mr, no 10 kancyny dapwva Al Hepo3dhacoBaHOl LLiseiiuapisi/ 3MiHu 1l TUny - 3MiHK Woao 6e3nekn/eddeKkTUBHOCTI peuenmom nionsieae
6nicTepi; no 6 NPOAYKLi, CnoBeHis Ta dpapmakoHarnsgy. 3MiH1 y KOpOTKil
6nicTepiB y KOHTPO/b AKOCTI: XapaKTepucTu1Li Nikapcbkoro 3acoby, TEKCTi
KapTOHHI Kopo6Lyi KataneHt MapKyBaHHS Ta IHCTPYKLUIT Ana MeANYHOro
HimeuunHa 3aCTOCYBaHHS Y 3B’A3KY i3 HOBMMMW AaHUMU 3 SKOCTI,
E6epbax Mm6X, OOKNIHIYHUMM, KNIHIYHUMK JaHMK Ta JaHuMK 3
HimeuunHa,; hapmakoHarnsgy - 3MiH1M BHeCEHi 40 IHCTPYKUIT Ans
MepBuHHE Ta MeJMYHOro 3aCTOCYBaHHS MikapcbKoro 3acoby fo
BTOpPVHHE po3ainis "dapmakoTepaneBTUYHA rpyna” (YTOYHEHHS
nakyBaHHs, iHdbopmauii 6e3 3miHM Koay), "®apmMakonorivHi
KOHTPOb AKOCTI, BnacTmBoCTI" (pefaryBaHHs TekcTy), "lMokasaHHs"
BUNYCK cepil: (peparyBaHHs TekcTy), "lMpoTunokasaHHaA",
HosapTic ®apma "B3aemogis 3 iHWMMK Nikapcbkumn 3acobamm Ta
LLTeiH AT, iHWi BMAW B3aemogiin", "OcobnmsocTi
LLiBeiuapis; 3acTocyBaHHA", "3acToCyBaHHS Yy nepiog BarirTHOCTi
MepBuHHE Ta abo rogyBaHHA rpyaat” (pegaryBaHHs TEKCTy Ta
BTOPUHHE YTOUHeHHS iHdopmawdii), "Cnocibé 3acTocyBaHHs Ta
nakyBaHHs: [031n" (pefaryBaHHsl TEKCTY Ta YTOYHEHHS
Nex iHdhopmawii), "Mo6iyHi peakuii” BiANOBIAHO A0
dapmacbroTvKanc mMarepianis peecTpauiiiHoro AocbeE.
4.4., BUpO6GHMYa MepiognyHICTb NOAAHHA PErynspHO OHOB/THOBAHOrO
OinbHUUA 3BiTy 3 6e3neku, BignoBiAHO 0 MopsaKy 34iiCHEHHS

JleHaasa,

chapmakoHarnisigy, 3aTBepAKeHOro Hakasom
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs
CnoBeHis; MiHicTepcTBa 0XOpOHW 340POB’ YKpaiHu Big, 27
Bunyck cepii: rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
HosaprTic ®apma MinicTepcTBi tocTuii Ykpainu 29 ciuna 2007 poky 3a
v6X, HimeyunHa Ne 73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHW 30pOB'A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTBL: 3riAHO 3i CTpOKamu,
3a3HayYeHUMK y NepioANYHOCTI NOAaHHA PerynsapHuX
3BITiB 3 6e3neKu.
41. CAHAIMYH Kancynm m'ski no 50 Hosaptic | LLBeliyapis Brpo6HMLUTBO Himeuunna/ MepepeecTpauis Ha HEOBMEXEHUI TEPMIH. 3a He UA/3165/01/03
HEOPAN® mr, no 5 kancyny Papmva Al Hepo3dhacoBaHOT LLiseiiuapisi/ 3MiHu |l TURY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom niosisieae
6nictepi; no 10 npoAayKLUiT, CnoBeHis Ta (papmakoHarnsgy. 3MiHu y KOpOoTKild
6nictepiB y KOHTPO/b SKOCTi: XapakTepucTuLi Nikapcbkoro 3acoby, TekcTi
KapTOHHI Kopo6Lyi KataneHt MapKyBaHHS Ta IHCTPYKLUIT 4519 MeAUYHOro
HimeyunHa 3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMY A@aHUMK 3 SIKOCTI,
E6epbax Mm6X, OOK/TIHIYHUMK, KNIHIYHUMW aHUMKW Ta AaHVMU 3
HimeuunHa,; hapmakoHarnsagy - 3MiHM BHECEHi 40 IHCTPYKUiT Ans
MepBuHHE Ta MeAMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby [0
BTOpPVHHE po3ginis "dapmakoTepaneBTUYHa rpyna” (YTOUHEHHS
nakyBaHHs, iHchopmawii 6e3 3MiHK Koay), "PapMakonoriyHi
KOHTPO/b SIKOCTI, BNacTMBOCTI" (pefaryBaHHs TekcTy), "MNoka3aHHA"
BWMYCK Cepil: (peparyBaHHs TekcTy), "MpoTunokasaHHs",
Hosaprtic ®apma "B3aemogis 3 iHWKMKM NikapcbkMmn 3acobamu 1a
LLTelH AT, iHWi BMAay B3aemogiin”, "OcobmBocTi
LLIseliLapis; 3acTocyBaHHS", "3acToCyBaHHS y Nepiog, BarirTHOCTI
MepBuHHE Ta abo rogyBaHHA rpyaat” (pegaryBaHHs TekCTy Ta
BTOPUHHE YTOYHEHHS iHdhopMaLiT), "Cnocib 3acTocyBaHHA Ta
nakyBaHHs: [o3n" (pegaryBaHHs TEKCTY Ta YTOUYHEHHS
Nek iHchbopmawii), "Mo6iyHI peakuii” BiANOBIAHO A0
dapmacbloTukanc Marepianis peecTpauiiHoro AoCbE.
4.4, BUpo6Huya MepioAnyHICTb NOAAaHHSA PerynsipHO OHOB/IOBAHOTO
OinbHULA 3BiTy 3 6e3neku, BignoBigHO A0 MopsakKy 34iicHEHHS
Nenpasa, dhapmakoHarnsgy, 3aTBepkeHoro Hakasom
CnoseHis; MiHicTepcTBa 0XOpPOHW 340POB’A YKpaiHu Big 27
Bunyck cepii: rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
HosapTic ®apma MiHicTepcTBi tocTuLii Ykpainm 29 ciuHs 2007 poky 3a
'm6X, HimeyunHa Ne 73/13340 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 3[0pPOB'sA YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3riAHO 3i CTpOKamu,
3a3Ha4YeHUMM Y NepiognUYHOCTI NOJaHHS PeryaspHUX
3BITIB 3 6e3neku.
42. CAHAIMYH Kancynm m'ski no Hosapric | LUBeliuapis Brpo6H1uUTBO Himeuunna/ MepepeecTpaLlisi Ha HEOBMEXEHNI TEPMIH. 3a He UA/3165/01/04
HEOPAN® 100 wmr, no 5 kancyn dapma Al Hepo3dacoBaHo| LLiBeviyapisi/ 3MiHun Il TMny - 3MiHK Woa0 6e3nekn/eddekTUBHOCTI peuenmom nidnsieae
y 6nicTepi; no 10 npoayKuir, CnoBeHis Ta dpapmakoHarnsgy. 3MiH1 y KOpOoTKild
6nictepiB y KOHTPO/b SKOCTI: XapakTepucTuLi nikapcbKoro 3acoby, TekcTi
KapPTOHHI KOpooLi KataneHT MapKyBaHHS Ta IHCTPYKUiT 415 MeANYHOr0o
HimeyunHa 3aCTOCYBaHHSA Y 3B’A3KY i3 HOBUMY i@HUMM 3 SIKOCTI,
E6epbax Mm6X, OOKIHIYHUMK, KNIHIYHUMW JaHUMKU Ta AaHMU 3
HimeyunHa,; dpapMakoHarnsay - 3MiHM BHECEHI 40 iHCTPYKUIT Ans
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6nicTepi, no 3
6nictepu B
KapPTOHHI KOpooL;j

dhapmakoHarnsgy, 3aTBepkeHoro Hakasom
MiHicTepcTBa OXOPOHY 340POB’ YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuiT Ykpainu 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 340pPOB'st YKpaiHu Big 26 BepecHsi 2016
poky Ne 996), cTaHOBMWTbL: 3rifHO 3i CTpOKamu,
3a3Ha4YeHUMM Y NepiognUYHOCTI NOJaHHS PerynsapHuX
3BITIB 3 6e3neku.

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs
MepBuHHE Ta MeAMYHOro 3acTOCYBaHHS ikapCbKoro 3acoby [0
BTOpPVHHE po3ainis "dapmakoTepaneBTUYHA rpyna” (YTOUHEHHS
nakyBaHHs, iHchopmawuii 6e3 3MiHK Kogy), "PapmakonoriyHi
KOHTPO/b SKOCTI, BNacTMBOCTI" (pefaryBaHHs TeKcTy), "lMoka3aHHs"
BUNYCK cepil: (peparyBaHHs TekcTy), "lMpoTmunokasaHHA",
HosaprTic ®apma "B3aemogis 3 iHWYMKM NikapcbkuMmn 3acobamu 1a
LLiTeiH Al, iHWi BuAy B3aemogiii”, "OcobnmnBocCTi
LLiBeiiuapis; 3acTocyBaHHSA", "3acTOCyBaHHS Yy nepiog BarirTHOCTi
MepBuHHE Ta ab0 rogyBaHHA rpyaat” (pegaryBaHHsa TEKCTY Ta
BTOPUHHE YTOUYHeHHS iHdhopmawii), "Cnocibé 3acTocyBaHHsA Ta
nakyBaHHs: [031" (pefaryBaHHsi TEKCTY Ta YTOUHEHHS
Nex iHchbopmawii), "Mo6iyHi peakuii” BiANOBIAHO A0
dapmacbloTrKanic Marepianis peecTpauiiHoro AOCbE.
A.4., BUpo6HMYa MepiognyHICTb NOAAHHA PErynspHO OHOB/HOBAHOMO
AinbHUUA 3BiTY 3 6e3neku, BignosigHO A0 MopsaaKy 34iiCHEHHSA
Nenpasa, dhapmakoHarnsgy, 3aTBepkeHoro Hakasom
CnoBeHis; MiHicTepcTBa OXOpPOHU 340POB’A YKpaiHu Big, 27
Bunyck cepil: rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
HoBaprTic ®apma MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007 poky 3a
'm6X, HimeyunHa Ne 73/13340 (y pefakuii Haka3y MiHicTepcTBa
OXOPOHU 340pOB'st YKpaiHu Big 26 BepecHst 2016
poky Ne 996), cTaHOBUTb: 3riJHO 3i CTpPOKaMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHA perynapHuX
3BITIB 3 6e3neku.
43. COMAKCOH TabneTku, BKpUTI Mini Benvka Menpo IHais MepepeecTpauis Ha HEOBMEXEHWIA TEPMIH 3a He UA/10211/02/01
060/10HKO0, No 500 Xerickepe BpuTaHis PapmMacboTUKaNC MepioAnyHICTb NOAAHHS PErynsipHO OHOB/IIOBAHOIO peyenmom nionsieae
mr no 10 TabneTtok y Nimiteq Mpisart JlimiTeq, 3BiTYy 3 6e3neku, BignoBigHO A0 MopsaaKy 34iiCHEHHS:
6nicTepi, no 3 hapmakoHarnsgy, 3aTBepxeHoro Hakasom
6nictepu B MiHicTepcTBa OXOpPOHU 340POB’A YKpaiHu Big, 27
KapTOHHI KOpoOL, rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLiT Ykpainu 29 ciuHsa 2007 poky 3a
Ne 73/13340 (y pefakuii Haka3y MiHicTepcTBa
OXOPOHU 340pOB's YKpaiHu Big 26 BepecHst 2016
poky Ne 996), cTaHOBUTbL: 3rifHO 3i CTpOKamu,
3a3HayYeHMMK y NepioANYHOCTI NoAaHHA PerynsapHuX
3BITIB 3 6e3neku.
44, COMAKCOH TabneTku, BKpUTI Mini Benvka Menpo IHAis MepepeecTpaLisi Ha HEOBMEXEHUIA TEPMIH 3a He UA/10211/02/02
060/10HKO10, N0 1000 Xerickepe BpuTaHia PapmMacboTUKaNC MepioAnyHICTb NOAAHHS PEryNspHO OHOB/IIOBAHOIO peyenmom nionsieae
mr no 10 TabneTok y Nimiteq Mpisar JlimiTeq 3BiTYy 3 6e3neku, BignoBigHO A0 MopsaKy 34iCHEeHHS
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs
45, ®EHOBAPBHI Tabnetkv no 100 mr, | ToBapucTBO YkpaiHa ToBapucTBoO 3 YkpaiHa MepepeecTpavis Ha HEOOMEXEHUI TEPMIH. 3a He UA/4052/01/03
TANIC no 10 Tabnetok y 3 [0[1aTKOBOIO OHOB/IEHO iHhopMaLito B IHCTPYKLIT 4151 MEAUYHOTO peuenmom niosnsieae
6nicTepi; no 5 [04aTKOBOO BiANOBIAA/ILHICTIO 3acTocyBaHHsA y po3sginax: "OCHOBHI (i3VKO-XiMiuHi
6nicTepiB y nayi BignoBigaib "IHTEPXIM" B/1ACTMBOCTI" (pefaKLiiiHi npasku),
HICTI0 "®apmMakoTepaneBTMYHa rpyna" (YTOUHEHHS),
"IHTEPXIM" "®apmMakonoriyHi BnactusocTi’, "lMpoTnnokasaHHs",
"B3aemogis 3 iHWKMKM NikapcbkMu 3acobamu 1a
iHWI BMAy B3aemogiit”, "OcobmBocTi
3acTocyBaHHS", "3acTOCyBaHHS y nNepiog BarirTHOCTI
abo rogyBaHHS rpyaao” (YTOUHEHHS),
"MepenosyBaHHsa", "Mo6iYHI peakuil™ Wwoao 6e3neku
Lit0Y0i pEYOBUHN.
MepiognyHICTb NOAAHHA PErynspHO OHOB/THOBAHOrO
3BiTy 3 6e3Mneku, BignoBiaAHO A0 Mopsaky 34iiCHEHHS
hapmakoHarnagy, 3aTBep)KeHOro Hakasom
MiHicTepcTBa 0XOpOHW 340POB’ YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHW 30pOB'A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3riAHO 3i CTpOKamu,
3a3HayYeHUMK y NepioANYHOCTI NOAaHHA PerynsapHuX
3BITIB 3 6e3neku.
46. ®PEHOBAPBI Tabnetku no 50 wr, ToBapucTeo YkpaiHa ToBapucTso 3 Ykpaina MepepeecTpayis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/4052/01/02
TANIC no 10 TabneTtok y 3 [04aTKOBOKO OHOB/1EHO iHGhopmaLito B iIHCTPYKUIT 415 MEAUYHOTO peyenmom nionsieae
6nictepi; no 5 [0[aTKOBOIO BiANOBIAA/LHICTIO 3acTocyBaHHSA y po3sginax: "OCHOBHI (Pi3NKO-XiMiyHi
6nicTepiB y nauui Bignosiganib "IHTEPXIM" B/1ACTMBOCTI" (pPefaKLiiiHi npasku),
HiCTIO "apmMakoTepaneBTMyHa rpyna” (YTOUHEHHS),
"IHTEPXIM" "®apmMakonoriyHi BnactusocTi”, "lMpoTunokasaHHA",

"B3aemogis 3 iHWVMKM NikapcbkuMmn 3acobamm 1a
iHWi BUAM B3aemogiii”, "OcobnmnBoCTi
3acTocyBaHHSA", "3acTOCyBaHHS Yy nepiog BarirTHOCTI
abo rogyBaHHs rpyaao" (YTOUHEHHS),
"Mepepo3yBaHHs", "MobiuHi peakuyii” Wwoao 6esnekn
Lit040i peYOBUHN.

MepioAnyHICTb NOAAaHHSA PerynsipHO OHOB/IOBAHOTO
3BiTy 3 6e3neku, BignoBigHO A0 MopsakKy 34iicHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro Hakasom
MiHicTepcTBa 0XOpPOHW 340POB’ YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainm 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 3[0pOB'sA YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3riAHO 3i CTpOKamu,
3a3Ha4YeHUMM Y NepiogUYHOCTI NOJaHHS PeryaspHUX
3BITIB 3 6e3neku.
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

47.

®PEHOBAPEI
TANIC

Tabnetkv no 5 wmr,
no 10 Tabnetok y
6nictepi; no 5

6nicTepiB y nayi

ToBapucTeo
3
[04aTKOBOO
BignoBigaib
HICTI0
"IHTEPXIM"

YKpaiHa

ToBapucTso 3
[0,aTKOBOO
BiANOBIAA/ILHICTIO
"IHTEPXIM"

Ykpaina

MepepeecTpavis Ha HEOOMEXEHUI TEPMIH.

OHOB/IEHO iHhopMaLito B IHCTPYKLIT 4151 MEAUYHOTO
3acToCyBaHHSA y po3sginax: "OCHOBHI (hi3nKO-XiMiuHi
B/1ACTMBOCTI" (pefaKLiiiHi npasku),
"®apmMakoTepaneBTMYHa rpyna" (YTOUHEHHS),
"®apmMakonoriyHi BnactusocTi’, "lMpoTnnokasaHHs",
"B3aemogis 3 iHWKMKM NikapcbkMu 3acobamu 1a
iHWi BMAW B3aemogiit”, "OcobmBocTi
3acTocyBaHHS", "3acTOCyBaHHS Y nNepiog, BarirTHOCTI
abo rogyBaHHS rpyaao” (YTOUHEHHS),
"MepenosyBaHHsa", "Mo6iYHI peakuil™ Wwoao 6e3neku
Lit0Y0i pEYOBUHN.

MepiognyHICTb NOAAHHA PErynspHO OHOB/THOBAHOrO
3BiTy 3 6e3neku, BignoBiaAHO 0 Mopsaky 34iiCHEHHS
hapmakoHarnagy, 3aTBep)KeHOro Hakasom
MiHicTepcTBa 0XOpOHW 340POB’ YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHW 30pOB'A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3riAHO 3i CTpOKamu,
3a3HayYeHUMK y NepioANYHOCTI NOAaHHA PerynsapHUX
3BITIB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/4052/01/01

DITYNBEHT
®DITOBA/NL3
AM

6anb3am, no 500 mn
y nAsiWKax

TOB
"YKpaiHcbKa
hapmavueBT

nyHa

KomnaHis"

YkpaiHa

MpAT "Bionik"

Ykpaina

MepepeecTpayis Ha HEOOMEXEHUIA TEPMIH.
MepioAnYHICTL NOAaHHA PerynsipHO OHOBJIIOBAHOTO
3BiTy 3 6e3neku, BignoBiAHO 0 MopsaKy 34iiCHEHHS
hapmakoHarnsgy, 3aTBep)KeHOro Hakasom
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHW 30pOB'sA YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3riAHO 3i CTpOKamMu,
3a3HavyeHUMY Y NepiognUYHOCTI NoJaHHS PerysapHux
3BITiB 3 6e3neKu.

3a
peyerimom

He
nionsieae

UA/10255/01/01

49.

®J/TYKOHA3O0
n

PO34MH NS iHdysiid,
200 mr/100 mn no
100 mn B
KOHTeliHepi; no 1
KOHTeliHepy B
KopoobLi

AHaHTa
Megikeap
nTa.

Benuka
BpuTaHis

€Bponaiic
Xentkeap lBT.
nra.

IHais

MepepeecTpayis Ha HEOOMEXEHUIA TEPMIH.
OHOB/IEHO iHGhopmaLito B IHCTPYKUIT 4151 MEAUYHOTO
3acTOCyBaHHA NikapCbKoro 3acoby y po3ginax
"MokasaHHs" (YTOUYHEHHS iHdhopMmauiT),
"®apmMakonoriyHi BnactusocTi”, "lMpoTunokasaHHA",
"B3aemogisa 3 iHWKMKM NikapcbkuMmn 3acobamu 1a
iHWi BUAM B3aemogiii", "OcobnmnBocCTi
3acTocyBaHHA", "3acToCyBaHHSA Yy nepiog BarirTHOCTi
abo rogyBaHHsa rpyaar”, "Cnocib 3actocyBaHHS Ta
nosun”, "Aitn" (pegaryBaHHs), "To6iyHI peakuji™
Bi4NoOBiIAHO A0 iHdhopmaLii pedbepeHTHOro

3a
peyenmom

He
nionsieae

UA/10739/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs
nikapcbkoro 3acoby (AN®HOKAH, po3unH ans
iHdpy3iia, 2 mr/mn).
MepioAnyHICTb NOAAaHHSA PerynsipHO OHOBJIOBAHOTO
3BiTy 3 6e3neku, BignoBiaAHO 0 MopsaKy 34iicCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa 0XOPOHW 340POB’ YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuHsa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTea
OXOPOHU 340POB's YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3rifHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogNYHOCTI NOJaHHS PerysapHUX
3BITIB 3 6e3neku.
50. LE®PMA TabneTku, BKPUTI CaHpo3 CnoseHis CaHpo3 'm6X- ABCTpist MepepeecTpauis Ha HEOOMEXEHUI TEPMIH. 3a He UA/14864/01/02
NNiBKOBOIO dapmacbHoTi Bupo6Hmnua OHOB/IEHO iHGhopMaLito B iIHCTPYKLIT 4151 MEAUYHOTO peyenmom nidnsieae
o6onoHkoto, no 200 Kans g.4. OinbHUUA 3acToCcyBaHHS NikapcbKoro 3acoby y po3ainax
mr; no 10 TabneTok AHTUIHGEKUVAHI "PapmakonoriyHi BnactusocTi", "MokasaHHs"
y 6nicTepi; no 1 a6o N3 1a XimiuHi (peparyBaHHs), "B3aemogis 3 iHLWMMK NiKapCbKUMu
2 6nictepu y Onepauii KyHanb 3acobamu Ta iHWi BUAY B3aemogiii”, "OcobnmBocTi
KapTOHHI Kopo6Lyi (AIXO N3 3acTocyBaHHSA", "3acToCyBaHHS Yy nepiog BarirTHOCTI
KyHAab) abo rogyBaHHs rpyaar”, "Cnocib 3acTocyBaHHsS Ta
[o3n", "Mo6iuHi peakuii” BigNoBigHO A0 iHhopmawi
pedrepeHTHOro nikapcbkoro 3acoby (Podomexef 200
mg film-coated tablets, B YkpaiHi He
3apeEcTPoBaHuiA).
MepioanyHICTb NOAAHHA PErynsipHO OHOB/HOBAHOMO
3BiTYy 3 6e3neku, BignoBigHO A0 MopsaaKy 34iiCHEHHS:
dhapmakoHarnsgy, 3aTBepkeHoro Hakasom
MiHicTepcTBa OXOpPOHU 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLiT Ykpainu 29 ciuHsa 2007 poky 3a
Ne 73/13340 (y pefakuii Haka3y MiHicTepcTBa
OXOPOHU 340pOB's YKpaiHu Big 26 BepecHst 2016
poky Ne 996), cTaHOBUTbL: 3rifHO 3i CTpOKamu,
3a3HayYeHMMK y NepioANYHOCTI NoAaHHA PerynsapHuX
3BITIB 3 6e3neku.
51. LE®PTPIAKC NOpPOLLOK AN1A My6niyHe YkpaiHa My6niyHe YkpaiHa MepepeecTpavis Ha HEOBMEXEHUI TEPMIH. 3a He UA/4174/01/01
OH-BX®3 PO34MHY ANA iH'eKUildi | akuioHepHe akujoHepHe OHoBeHo iHdhopMaL,ito B IHCTpYKLii A1 MeguyHoro peyenmom nionsizae
no 500 mr; dpiakoHm TOBapUCTBO TOBapUCTBO 3aCTOCYBaHHSA MiKapcbKoro 3acoby y po3gini
3 nopotukom; 1 "HaykoBo- "HaykoBo- "MobiuHi peakuii” BiANOBIAHO A0 Ge3neku
chnakoH 3 NOPOLLKOM | BUPOGHMYWMIA BMPOBHNYNIA 3aCTOCYBaHHSA fil040I PeYOBUHMN.
B nauuli; 1 dpnakoH 3 LeHTp LieHTp MepiognyHICTb NOAAHHA PErysSiPHO OHOB/THOBAHOrO
NOPOLLKOM Y "bopLuariscb "BopLuariBcbKuii 3BiTy 3 6e3neku, BignoBiaHO A0 MopsakKy 34iicHEHHS
KOMMANEKTi 3 Knii Ximiko- XiMiKo- thapmakoHarnsgy, 3aTBepXeHoro Hakasom
PO34MHHMKOM (BOAA thapmaueBT hapmaueBTUUHWIA MiHiCTepcTBa OXOPOHW 340POB’A YKpaiHu Big, 27
Ons iH'ekuiid) no 5 WNYHWI 3asopg" rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MJ/1 B amnyni B nauui 3asofg" MiHicTepcTBi tocTuULii Ykpainm 29 ciuHsa 2007 poky 3a

3 KapTOHHOK

Ne 73/13340 (y pegakuii Hakazy MiHicTepcTBa
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n NliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs
neperopoakoto OXOPOHU 340PO0B's YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3riAHO 3i CTpOKamu,
3a3Ha4YeHUMM Y NepiogNYHOCTI NOJaHHS PerysapHUX
3BITIB 3 6e3neku.
52. LE®TPIAKC NOpPOLLOK ANA My6niuHe YkpaiHa My6niyHe YkpaiHa MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/4174/01/02
OH-BX®3 PO3UmnHY NS iH'EKUA | akuioHepHe akujioHepHe OHOBEHO iHGhopMaL,ito B IHCTpYKLii AN MeguyHoro peyenmom nionsizae
no 1000 mr; TOBapucTBo TOBapucTBo 3acTocyBaHHS fiKapcbKoro 3acoby y po3gini
h1akoHu 3 "HaykoBo- "HaykoBo- "Mo6iyHi peaxuii” BignosigHO A0 6e3nekn
nopotLukom; 1 BMPOGHNYNIA BVPOGHWYNIA 3aCTOCYBaHHS Ajil040i PeYOBUHMN.
dhnakoH 3 NOPOLLKOM LEeHTP LleHTp MepiognyHICTb NOAAHHA PErynspHO OHOB/THOBAHOrO
B nauui; 1 donakoH 3 "BopLuariscb "BopLiariBcbKuii 3BiTy 3 6e3neku, BignoBiAHO 0 MopsaKy 34iiCHEHHS
NOPOLLUKOM Y KWiA XiMiko- XiMiKo- hapmakoHarnsgy, 3aTBepLXeHoro Hakasom
KOMMNNEKTi 3 thapmaueBT thapmavueBTUYHWI MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big, 27
PO34MHHMKOM (BOAA WNYHWI 3asopg" rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
Ans iH'ekuiii) no 5 3asopg" MiHicTepcTBi tocTuii Ykpainu 29 ciuna 2007 poky 3a

Mn a6o no 10 mn B
amnyni B nayui 3
KapTOHHOIO
neperopogKoto

Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 30pOB'sA YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3riAHO 3i CTpOKamu,
3a3HavyeHUMU Y NepiognUYHOCTI NoJaHHS pPerysapHux
3BITiB 3 6e3neKu.

I'eHepanbHui JupeKTOop /upekTopary (hapMaieBTUYHOT O
3a0e3meyeHHs

0.0. Komapiga




MEPENIK

AJopatok 3

[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu
28.08.2020 Ne 1980

NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIO/TONYHUX MPEMAPATIB), LLLOAO AKUX BY/TIN BHECEHI 3MIHU 1O
PEECTPAUINHNX MATEPIANIB, AKI BHOCATbLCA A0 AEPXXABHOIO PEECTPY NNIKAPCbKNX 3ACOBIB YKPAIHA

no 3 abo 6 TabneTok y
6nictepi, no 1
6nicTepy B kopobuj

MOBHWUM LMK/IOM );
Cantotac ®apma
Mm6X, HimewunHa
(nepBuHHa Ta
BTOPUHHA YNaKkoBka,
KOHTpO/b cepii, A03BIN
Ha Bunyck cepii);
CaHpo3 lnak CaHaii Be
Tikapet A.C.,
TypeyyunHa

MapKyBaHHS YNakoBKW /liKapCbKoro 3acoby LLoA0 3a3HauYeHHs
MiKHapOAHMX NMO3HaYeHb OAUHULIb BUMIpIOBaHHS. BHeCeHHs
3MiH J0 po3ainy “MapkyBaHHS” B 3aTBepmkeHnx MKA N13.
3anponoHoBaHo: MAPKYBAHHSA. Y BignosigHocTi o
3aTBEPIKEHOr0 TEKCTY MapkyBaHHS TepMiH BBEAEHHS 3MiH
npoTArom 6 micsuiB nicns 3aTBepaKeHHS

Ne Hassa dopma sunycky 3assHuUK KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo20
3acoby ynakoska) NnocBi04Y€eHHs1
1. ASUTEP® Kpani O4Hi, PO34uH, Na6opatyap ®paHuisa Na6opatyap HOHiTep PpaHLis BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/16891/01/01
15 mr/r no 250 mry Tea TexHiuHa nomuska (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) | peyernmom
0[HOZ1030BOMY - TEXHIYHa nomuska (3rigHo Hakaszy MO3 Big 23.07.2015 Ne
KOHTeliHepi, no 6 460) - BUNpaB/IeHHs TEXHIYHOT MOMW/KK Y crneuudikauii. Y
04HOL030BUX crneungikauii 3aTBepaKeHnx MeToAis koHTposnto (MKA) y
KOHTeliHepiB y calle, po3aini «KinbkicHe BU3HAYEHHSA. A3UTPOMILMHY aurigpar»
Ne6 (1 cawe) y NMOMW/IKOBO 3a3HaYeHO OfHOYACHe BUKOPUCTAHHSA ABOX
KapTOHHIi KOpOOLyi meTogiB — BEPX Ta TuTpimeTpii. B Toi yac sik opuriHanbHa
crneundikayis (3.2.P.5.1) nepenbavae BUKOPUCTaHHA MeTOAY
BEPX Ta MeToAy TUTPIMETPII K a/lbTEPHATUBHUX
2. A3UTPO TabneTku, BKpUTI CaHpo3 CnoBeHis C.K. CaHgos C.P./1., PymyHis BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiaslis: 3a UA/11332/01/01
CAHAO3® NNiBKOBOO dapmachboTi PymyHis HimeuuunHa 3MiHu | TUNYy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuyenmom
06010HKO0, N0 250 Mr Kans g.4. (BMPOGHMLTBO 3a TypeyunHa hapmakoHarnagy (iHwi 3MiHW) - 3MiHW BHECEHI B TEKCT
no 6 TabneTok y MOBHUM LIIK/TOM ); MapKyBaHHS YNakoBK/ NikapCbKoro 3acoby LL0A0 3a3Ha4YeHHS
6nictepi, no 1 Cantotac Papma MiXHapPOAHNX NO3HAYeHb OAVHNWLIL BUMIpOBaHHSA. BHeCeHHs
6nicTepy B kOpo6Li vM6X, HimeuunHa 3MiH J0 po3ainy “MapkyBaHHs” B 3aTBepmxeHnx MKA N13.
(nepBuHHa Ta 3anponoHoBaHo: MAPKYBAHHSA. Y BignosigHocTi go
BTOPVHHA YMakKoBKa, 3aTBEPAKEHOr0 TEKCTY MapkyBaHHSA TepMiH BBeAEHHS 3MiH
KOHTPONb cepii, A03BiN npoTArom 6 micsyis nicns 3aTBepikKeHHs
Ha BUMycCK cepii);
Canpio3 lnak CaHali Be
TikapeT A.C.,
TypeyunHa
(BUPOBHULTBO
Hepo3acoBaHol
npoaykuii)
A3NTPO TabneTku, BKPUTI CaHpo3 CnoBeHis C.K. CaHgos C.P.J1., PymyHis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/11332/01/02
CAHAO3® N1iBKOBOIO dapmacbioTi PymyHis Himeuunna 3MiHM | TMNYy - 3MiHK WoA0 6e3nekn/edhekTMBHOCTI Ta peyenmom
o060n0Hkoto, no 500 Mr Kans g.a. (BMpPOGHMLTBO 3a TypeuunHa hapmakoHarnsgy (iHwi 3MiHW) - 3MiHW BHECEHi B TEKCT
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posnuntoBayem; no 1
(pNakoHy B KAPTOHHIl
ynaxoBLi

npoAykLii, nepBrHHe
Ta BTOPUHHE
nakyBaHHs, KOHTPO/Tb
AKOCTI:
MEOA
MeHbloghekyepuHr
'M6X, HimeyunHa;
Brpo6HuK
BignoBiganbHWii 3a
BUMYCK cepii:
MEJA ®apma M'm6X
eHg Ko. KT,
HimeuuunHa;
AnbTepHaTUBHWI
BMPOGHUK
BiANoOBigaIbHMI 3a
BMPOGHMLTBO
Hepo3acoBaHo!
npoAykLii, nepBrHHe
Ta BTOPUHHE
nakyBaHHs, KOHTPO/Tb

AKOCTI Ta BUMYCK cepii:

MALAYC 'mbX,
HimeuunHa

roTOBOrO NikapCbKOro 3acoby (AibHULSA 418 BTOPUHHOTO
nakyBaHHs) - BBE,E€HHSA A0AATKOBOI BUPOBGHMNYOT AiNbHULL,
BiANOBIAA/IbHOI 32 BTOPUHHE NakyBaHHA Magayc Mm6X,
HimeuumnHa. 3MiHu | TUNy - 3MiHK 3 siKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. 3MiHM y BUpO6HULTBI. 3aMiHa abo BBeAEHHS
[0AATKOBOI AiNbHULL BUPOBHMLTBA [/151 HACTUHM ab0 BCbOro
BMPOGHMYOro NPoLLECy roTOBOrO JiKapCbKoro 3acoby
(AinbHULSA OANA NEPBUHHOIO NakyBaHHS) - BBEAEHHS
[04aTKOBOT BUPOGHMYOT AiNbHULI, BiANOBIAAIbHOI 3a
nepsuHHe nakyBaHHA Magayc M'mbX, HimeuuunHa. 3miHn | Tuny
- 3MiHu 3 sKoCTi. FOoTOBMIA NiKapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS A0AATKOBOI Ai/TbHUL
BMPOGHMLITBA AJ15 YACTUHM abo BCbOro BUPOBGHMYOTO npouecy
rOTOBOTO JIiKAPCbKOro 3acoby (A4iNbHULS, Ha SKili NPOBOAATLCS
6yApb-AKi BUPOGHWYI cTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJII0 SIKOCTi, NEPBUHHOIO Ta BTOPUHHOTO NakyBaHHSA, /15
HecTepWIbHUX MiKapCbknx 3aco6iB) - BBEAEHHA AOAATKOBOI
BMPOGHWYOI AiNTbHUL, BiANOBIAALHOI 32 BUPOOHULITBO
Hepo3chacoBaHoi npoaykuii Magayc MveX, HimeuyunHa. 3miHn |
TUMy - 3MiHM 3 AKOCTI. [OTOBWIA NikapcbKuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYHTbCA
BUMYCKY Cepii Ta KOHTPOJII0 SAKOCTi FOTOBOrO NiKapCbKoro
3acoby (3amiHa abo fogaBaHHSA BUPOOHKMKA, LLLO BignoBigae 3a
BBE3EHHS Ta/abo BMNyck cepii) - Bkaoyaroun
KOHTPONb/BUNPOGYBaHHSA cepil. BBeAeHHs [0AaTKOBOI
AiNbHULI BigNOBigaibHOT 3a KOHTPO/Ib SIKOCTi Ta BUMYCK Cepil -
Mapayc 'M6X, HimeuunHa, ik Hacnifok A0AATKOBUWIA TEKCT
MapKyBaHHS YNakoBKW i3 3a3HAYEHHAM OUHULIb BUMIPIOBAHHS
y cucTeMi Sl. 3MiHVM BHECEHI B iHCTPYKLIiO 419 MEeANYHOro
3acTocyBaHHs y pp. "Bupo6HMK" Ta "Micue3HaxomKeHHs
BMPOGHMKa Ta /ioro agpeca MicLsa NpoBaKeHHs AisnbHOCTI".
3MiHn | TURY - 3MiHK 3 aKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpOsb roToBOrO NikapCbKoro 3acoby. 3miHa y metogax
BMNPOBYBaAHHSA rOTOBOrO MiKapCbKOro 3acoby (iHLWi 3MiHU y
MeToAax BMnNpobyBaHb (BK/IOYatoumM 3amiHy abo
[ONOBHEHHSA)). [JlofdaBaHHA aHaniTuuHoro metogy (BEPX) ons
BM3HAYEHHS YACTOTWN rOTOBOrO NPOAYKTY, Lo byae
BVIKOPVCTOBYBATUCH MNPV NPOBEAEHHI KOHTPOSO SKOCTI
komnaHieto Magayc Mm6X. 3minu | Tuny - 3MiHu WoAao
6e3nekn/edhekTMBHOCTI Ta thapmakoHarnsagy (iHwi 3miHu).
3MiHM BHECEHO B IHCTPYKLil0 415 MeANYHOT0 3acTOCYBaHHSA

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
(BMpOGHMLTBO
Hepo3acoBaHo!
npoayKuii)
4, ANEProgun | cnpeii HazasbHU MEJA HimeuuunH Brpo6HuK HimeuuunHa BHECEHHS 3MiH [0 peecTpaLiiiHuX maTepiasiB: 3MiHu | Tuny - 6e3 UA/4072/02/01
® [030BaHwnii, 1 mMr/mn; dPapma a BiANoOBigaIbHMI 3a 3MiHu 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW y peyenma
no 10 mn y dpnakoHri 3 M6X eHa BMPOGHMLTBO BMPOGHMLTBI. 3amiHa abo BBeAEHHS AOAATKOBOI AibHUL,
HarBMH4YeHUM Ko. KI Hepo3dacoBaHoi BMPOGHMLTBA [/15 YaCTUHM ab0 BCbOro BUPOBGHMYOro npoLiecy
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
LLOAO BUyYEHHS pp. "3asBHUK" Ta "MicLe3HaxXomKeHHs
3asBHMKA", IK HACMIAOK — BIANOBIAHI 3MiHW y TEKCT
MapKyBaHHS! yNakoBKW /likapcbKoro 3acoby.3MiH BHECEHO B
TEKCT MapKyBaHHs YNakoBKW NikapCbKOro 3acoby.
5. ANEPIrO3AH TabneTtku, BKPUTI AT Bonrapis AT "Coghapma” Bonrapis BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3miHu | Tuny - 6e3 UA/17179/01/01
® N1iBKOBOIO "Codthapma" 3miHu Wwopao 6esnekn/edhekTMBHOCTI Ta hapmakoHarnagy (iHwi | peyenma
060n10HKo0, No 5 Mr, 3MiHK) - 3MiHV BHECEeHi B TEKCT MapKyBaHHS yrNaKkoBKu
no 10 TabneTtok y NiKapcbKoro 3acoby LWoA0 3a3Ha4YeHHA MiDKHAPOAHMX
6nicTepi; no 1 a6o 3 no3HayeHb OAMHWLb BUMIpIOBaHHSA. BBeeHHs 3MiH NpoTsarom
6nicTepy B KAPTOHHii 3-x MicsLiB NicNsA 3aTBEPL)KEHHS.
nauui
6. AN3ENIN TabneTkn, BKPUTI 3AT YropwuHa | 3AT ®apmMaueBTUYHWI YropwmHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasis: 3a UA/10701/01/01
060/10HKOI0, N0 5 Mr dapmaueBT 3asof ElC 3MiHM | TUny - 3MiHK WoA0 6e3nekn/edeKTMBHOCTI Ta peyenmom
no 14 tabnetok y NYHUIA 3aBOA, hapmakoHarnagy (iHwi 3miHu). 3anponoHosaHo: MapkupoBka.
6nictepi; no 2 abo no ErIC CornacHo yTeepxeHHOMY TEKCTY MapK1upoBK/. BBefeHHs
4 6nictepn y [04aTKOBOro TEKCTY MapKyBaHHS yNakoBKM NiKapCbKoro
KapTOHHIA KOpO6L 3aco6y i3 3a3HaYeHHAM MXKHAPOAHUX MO3HAYEHb OANHULIb
BMMIipIOBaHHS. BBeAEHHS 3MiH MPOTArom 6-Tn MicsLiB micns
3aTBEPAKEHHS
7. AN3ENIN TabneTkun, BKpUTI 3AT YropwyHa | 3AT ®dapmaueBTUYHUI YroplmHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/10701/01/02
060/10HKOI0, M0 10 Mr dapmaueBT 3aBog ErIC 3MiHM | TMny - 3MiHK WoA0 6e3nekn/edhekTMBHOCTI Ta peyenmom
no 14 tabneTtok y WNYHWIA 3aBO, thapmakoHarnsagy (iHwi 3miHun). 3anponoHoBaHo: MapkupoBska.
6nicTepi; no 2 abo no ErIC CornacHo yTBepxaeHHOMY TEeKCTY MapkupoBK/. BBefeHHs
4 6nictepn y [0[aTKOBOrO TEKCTY MapKyBaHHS YNakoBKM NiKapCbKoOro
KapTOHHIlA KopooLi 3aco0y i3 3a3Ha4YEeHHSAM MiXXHAPOAHUX MO3HAYEeHb OANHULIb
BMMIipIOBaHHS. BBeeHHs 3MiH NpoTArom 6-T1 MicAUIB nicns
3aTBEPAKEHHS
8. ANbrIMAKC CyCrneHsis opanbHa; TOB YkpaiHa TOB "TepHodapm" Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/17295/01/01
no 180 r y donakoHi "TepHodhap 3MiHW | TUNY - aAMiHICTPaTMBHI 3MiHU. 3MiHA HallMEeHyBaHHS peyenma
nonimepHomy; no 1 m" Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI BUPOOHMKA

chNaKoHy 3 NIOXKOH
MIpHOIO Yy nauui 3
KapTOHY

(BKKOYaKOUM, 3a HEOOXIAHOCTI, Micue NPOBEeAEeHHS KOHTPOSI0
SIKOCTi), @60 BfiacHvKa MacTtep-cthaiina Ha AP, abo
noctayanbHuka A®I/BuxigHoro
martepiany/peareHTy/NPoOMKHOIo NPOAYKTY, L0
3aCTOCOBYHOTbCS Y BUPOO6HMLTBI AP (SKLLO 3a3HAYEHO Y [OChE
Ha nikapcbkuii 3acib) 3a BiAgCyTHOCTI cepTudikata
BiANoBiAHOCTI EBponeiickkili hapmakonei y 3aTBepakeHoOMy
[0Cbe, ab0 BUPOOHMKA HOBOT AOMOMDKHOT PEYOBUHM (SKLLO
3a3HayeHo y AOCbE) - 3MiHa Ha3BMW 3aTBEPAKEHOIO BUPOOHMKA
HaTpito anbriHaTy, a came 3 ipmu «FMC BioPolymer AS»,
Hopgeris Ha dhipmy «Dupont Nutrition Norge AS», Hopseris,
nNpoBOAMTLCS 6€3 3MiHW MiCLA NMPOBAKEHHS AiS/IbHOCTI.
3MiHu Il TUNYy - 3MiHK 3 aKocTi. A®l. BUpo6HULTBO. 3MiHa
BMPOBGHMKA BMXIAHOrO/MPOMIKHOrO NpoAyKTy/peareHTy, LWo
BVIKOPVCTOBYIOTLCS Y BUPOOHUYOMY npoLeci Adl, abo 3miHa
BMPOOHUKa (BK/IHOYaKoUK, Ae HeobXifHO, MicLe NpoBeeHHs
KOHTpOt0 sikocTi) AP (3a BigCyTHOCTI cepTuddikata
BiNOBIAHOCTI €BpoNeichbKili hapmakonei y 3aTBepaKeHOMy
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
[0Cbe)(BBEAEHHS HOBOrO BUPO6HMKa AD| 3 HafaHHAM MacTep-
(haiina Ha A®I) - BHECEHHS ,OAATKOBOrO BUPOGHMKA aKTUBHOI
cy6cTaHuii HaTpito anbriHaty «QINGDAO HYZLIN BIOLOGY
DEVELOPMENT CO., LTD», Kutaii 3 HagaHHAM MacTep-
thaiina Ha A®I. 3anponoHoBaHo: «FMC BioPolymer AS»,
Hopgeris; «QINGDAO HYZLIN BIOLOGY DEVELOPMENT
CO., LTD», Kutaii
9. ANbMEP TabneTku, BKPUTI TOB "TeBa YkpaiHa AkTasic 1T/, ManbTa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/5816/01/01
NAiBKOBOO Ykpaina" 3MiHK | TUNy - 3MiHK Wo[o 6e3nekn/edheKTUBHOCTI Ta peyenmom
060/10HKOI0, N0 5 Mr; thapmakoHarnagy (iHLwi 3MiHW) - BHECEHHSA 3MiH [0 po3ainy
no 10 TabneTtok y “MapkyBaHHa" MKA N13: 3anponoHoBaHo: MAPKYBAHHA
6nicTepi; no 3 3rifHO 3aTBEPAKEHOro TEKCTY MapKyBaHHs. OHOBEHHSA
6nictepn y nayui TEKCTYy MapKyBaHHA yNakoBKM ikapCbKOro 3aco6y 3 BHECEHHAM
iHChopMaLii WoA0 3a3HAaYEHHS OAUHMLb BUMIPIOBAHHS Y
cuctemi Sl Ta yHichikalis BUKnafeHHsa TekcTy (Hanpuknag,
po3ginis "Cepis:", "fo:", "P.M. Ne"). BBefeHHA 3MiH NPOTArom
6-T1 MicsILIB NicNs 3aTBEPIKEHHS
10. ATbMEP TabneTkn, BKPUTI TOB "TeBa YkpaiHa AkTasic 1T/, ManbTa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais: 3a UA/5816/01/02
NNiBKOBOO YkpaiHa" 3MiHM | TUNy - 3MiHKU WoA0 6e3nekn/edekTMBHOCTI Ta peuyenmom
060/10HKO0, Mo 10 Mr; hapmakoHarnagy (iHwi 3MiHn) - BHECEHHS 3MiH [0 po3giny
no 10 TabneTtok y “MapkyBaHHa" MKA N13: 3anponoHoBaHo: MAPKYBAHHA
6nictepi; no 3 3rigHO 3aTBEPLKEHOr0 TEKCTY MapKyBaHHS. OHOB/MEHHS
6nicTepu y nayui TEKCTY MapKyBaHHS YNakoBKM iKapCbKOro 3acoby 3 BHECEHHSM
iH(hopMaLii WoA0 3a3HaYeHHS OANHMLb BUMIPOBAHHS Y
cuctemi Sl Ta yHithikauis BUKnafeHHs TeKCTy (Hanpuknag
po3ginis "Cepis:", "fo:", "P.M. Ne"). BBeAeHHSA 3MiH NpOTArom
6-T1 MicsILIB NicNsl 3aTBEPAKEHHS
11. ANb®APEKI niocpinizat ana TOB YkpaiHa MAT "Tanuudapm”, Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/15135/01/01
H® PO34MHY ANS IH EKLA "BAJNTAPTIH YkpaiHa (BUpOGHMK 3MiHU | TUNY - aAMIHICTPATMBHI 3MiHW. 3MiHa HaliMeHyBaHHA | peyernmom
no 1 maH MO; 10 PAPMA" po3unHHKKa); TOB Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI

hNakoHiB 3
niodpinisatom B
NIacTVKOoBIli kaceTi; Mo
1 kaceTi B KapTOHHiii
KopoobLi;

5 chnakoHiB 3
niocpinizatom y
KOMMNekTi 3 5
amnynamm
PO34YMHHMKA NO 2 M/
(BoAa ANs iH'EKUIN) B
NIacTVKOoBIli kaceTi; Mo
1 kaceTi B KapTOHHiii
KopobLi; 1 donakoH 3
niodpinizatom y
KomnaekTi 3 1

amny o Po34MHHMKA
no 2 mn (Boga ans

"BANTAPTIH ®APMA",
YKpaiHa (nakyBaHHs 3
dhopmm “in bulk"
hipMn-BMpoOHUKaA
TOB "HaykoBo-
BMPOGHMYA KOMMaHis
"IHTepchapmbioTek”,
YkpaiHa)

BMpO6HUKa/iMnopTepa roToBoro Jlikapcbkoro 3acooy,
BK/IOYAKOUM AiNbHULI BUNYCKY cepii abo micLe npoBefeHHs
KOHTPOJIO SIKOCTI. (AisNbHICTb, 3a 5Ky BiAnoBigae
BMPOGHMWK/IMNOPTEp, BK/IOUaUM BUMYCK Cepiid) - 3MiHa agpecu
BMpo6HMKa TOB "HaykoBo-BMpo6GHMYa KOMMaHis
"IHTepchapmbioTek", YkpaiHa, 6e3 3mMiHM Micus BUPOOHULTBA.
3anponoHoBaHo: YkpaiHa, 03143, m. Kuis, Byn. 3a6010THOrO,
150
3MiHu | TURY - aAMiIHICTPATVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLsl NPOBaKEHHS AisSIbHOCTI BUPOGHMKA
(BKKOYAKOUM, 32 HEOOXIAHOCTI, MicLe NPOBEAEHHS KOHTPO/I0
AKOCTI), ab0 BnacHvKa macTtep-chaiina Ha A®l, abo
noctavyanbHuka A®l/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
3aCTOCOBYHOTLCA Y BUPOOGHULTBI API (AKLLO 3a3HAYEHO Y 0CbE
Ha nikapcbkuii 3acib) 3a BifCyTHOCTI cepTudikata
BiZJNOBIAHOCTI €BpPONENCHKi thapmakonei y 3aTBepaeHoMy
[ocbe, a0 BUPO6GHMKA HOBOI AIOMOMIXXHOI pe4OBUHY (SIKLLO
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
iH'EKL) B KAPTOHHIIA 3a3Ha4yeHo y A0CbE) - 3MiHa agpecu BupobHuka A®l TOB
Kopobui "HaykoBo-BMpo6HUYa komMnaHis "IHTepcapmbioTek”, YkpaiHa,
6e3 3MiHN MicLA BUPO6GHMLUTBA. 3anponoHOBaHO: YkpaiHa,
03143, M. Kunis, Byn. 3ab6on0THoro, 150
12. AMBPOKCO/ | cupon, 15 mr/5 ma no MAT YkpaiHa MAT "Ximdpapm3sasoz, Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 UA/17014/01/01
100 mn y 6aHLi "Ximcpapmsa "YepsoHa 3ipka" 3MiHM | TUMy - 3MiHW 3 AKOCTIi. FOTOBUIA NiKapcbkuii 3aci6. peyenma
nonimepHiii; no 1 BOA CurcTeMa KoHTelHep/3aKynoploBasibHUIA 3aci6. 3miHa hopmu
6aHLUi y nayui pasom 3i "UepBoOHa ab0 po3Mmipy KOHTelHepa yn 3aKynoptoBaslbHOTo 3acoby
CTakaHOM MipHUM abo 3ipka” (nepBWHHOI ynakoBKu) (HeCTepw/ibHi Nikapcbki 3acobm);
JIOXKOI0 MipHOI0; Mo CynyTHSA 3MiHa
100 mn y 6aHu;i - 3MiHK 3 AkocTi. MeanyHi NpucTpoi (iHWi 3MiHK) - AoAaBaHHSA
CKNSAHIN; no 1 6aHui y HOBOIO 3aKyrnoptoBasibHOro 3acoby, 6e3 3mMiHM cknagy
naJui pasom 3i nakyBaslbHOTO MaTepiany, a caMe: KpULLKW NoiMepHoi 3
CTakaHOM A03yUnM KOHTPO/IEM NEPLLOro PO3KPUTTA Ta 3aXVUCTOM Bif AiTeid (Tuny
ab0 NOXKOI MipHOHO 1.4 CRC), 3 6inbLUMM 30BHILLHIM diaMeTpom kpuLku (35,6
(£0,3) Mm) onsa 3aTBEpMXeHOT 6aHKu cksHoi 06’emom 100 M.
AK Hacnigok, 3amiHa ctakaHy gosytouoro (C-20) Ha cTakaH
6inbLworo posmipy (CA-25), skuii HagaralTb Ha KpULLIKY, 6e3
3MiHW NaKyBa/IbHOro Matepiany
13. AMBPOKCO/ | Tabnetkn no 30 Mr no KYCYM IHais KYCYM XENTXKEP IHais BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 UA/7939/01/01
10 TabneTok y XENTXKEP NBT NTA4 3MiHK | TRy - 3MiHK Wo[o0 6e3nekn/eddeKTUBHOCTI Ta peyenma
6nicTepi; no 2 MBT NTA thapmakoHarnagy (iHLWi 3MiHW) - BHECEHHSA 3MiH 10 pOo3ainy
6nicTepy B KAPTOHHIiA “MapkyBaHHsa" MKA N13: 3anponoHosaHo: MAPKVPOBKA. B
ynaKoBL COOTBETCTBUM C YTBEPXKAEHHBIM TEKCTOM MapPKVPOBKU.
OHOB/IEHHS TEKCTY MapKyBaHHs ynakoBKW NikapCbKoro 3acoby
3 BHECEHHAM iHdhopmaLii WoA0 3a3HaYeHHA OANHULLL
BUMIPIOBaHHS y cuctemi Sl. BBeeHHS 3MiH NpoTArom 6-tm
MicsLiB NicNs 3aTBEPAKEHHS
14. AMIHOMNA3 PO34nH ANs iHdys3ili; B. BpayH HimeuunH B. BpayH Menb3yHreH Himeuunna BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/13161/01/01
MANb no 500 mn y donakoHi; Menb3yHreH a Al', HimeyunHa 3MiHuM Il TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
B.BPAYH no 10 donakoHiB y Al (BUpO6GHMLTBO, hapmakoHarnsgy. 3MiHU y KOpPOTKili XxapakTepucTuLi
10% E KapTOHHIlA KOpO6L nepBrHHa Ta NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans

BTOPUHHA YNaKoBKa,
BUnyck cepii); b.
BpayH Menb3yHreH
AT, HimeyunHa
(KOHTpOSb cepil)

MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3 HOBUMU JaHVMU 3
AKOCTI, AOKMIHIYHUMU, KNIHIYHUMW JaHUMY Ta AaHUMK 3
hapmakoHarnagy - 3MiH1 BHECEHO [0 IHCTPYKLUi AN
MeJMNYHOro 3aCTOCYBaHHA MiKapCbKOro 3acoby [0 po3Ainis
"MpoTunokasaHHs", "OcobMBOCTI 3acTocyBaHHS", "3aaTHICTb
BMAVBATY Ha LWBWAKICTb PeakLii Npu KepyBaHHi
aBTOTpaHcnopToM abo 3 iHWKYMKU MexaHiamamu”, "Cnoci6
3acTocyBaHHA Ta go3un”, "Oitn" (3aTBepAxeHo - 3aCTOCOBYIOTb
AOiTAM BiKOM Bif, 3 pOKiB., 3anponoHOBaHO - 3aCTOCOBYIOTb
[iTAM BiKOM Bif, 2 pOKiB.) BigNoBigHO A0 MaTepianis
peecTpauiiHoro.BeeeHHs 3MiH NpoTarom 3-x Micauis nicns
3atBepKeHHs. 3MiHu | Tuny - 3MiHu Wwogo
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu) -
OHOB/IEHO TEKCT MapKyBaHHA yNakoBKMW MikapCbKoro 3acoby i3
3a3HavyeHHsAM OfMHWLb BUMIpIOBaHHSA B cuctemi Sl.BeegeHHs
3MiH NpoTArom 3-x MicsLiB Nicnsl 3aTBEPKEHHS AOChE




34

Ne

Hassa

3asiBHUK

o ®dopma surnycKy KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
15. AMIOAAPOH | kpuctaniyHwmi MpAT YkpaiHa YXKesHr XeHrkaHr Kutai BHECEHHS 3MiH [0 peecTpaLliiiHMX MaTepiastis: 3MiHu | Tumny - - UA/10771/01/01
Yy nopoLuok (cyberaHuis) | "dapmauesT dapmac'iotikan Ko., AnMiHICTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
FIAPOXMIOPU | y nakeTax noABiiHNX nyHa chipma nra. MiCLis MPOBaKEHHSA AiS/IbHOCTI BUPOOHUKA (BK/IHOYatoun, 3a
A noslieTuNeHoBuX aNs "OapHuus" HeoObXiZHOCTI, MicLie NPOBEeAEHHS KOHTPOSIIO AKOCTI), abo
dhapmaL,eBTU4HOro BNlacHvKa mactep-gaiina Ha A®l, abo nocTavasibHMKa
3aCcTOCyBaHHA Adl/BuxigHoro matepiasy/peareHTy/NPOMiKHOIO NPOAyKTY, LLO
3aCTOCOBYHOTLCA Y BUPOOGHULITBI API (AKLLO 3a3HAYEHO Y A0CbE
Ha nikapcbkuii 3acib) 3a BifcyTHOCTI cepTudikata
BiANOBIAHOCTI €BpONechbKili hapmakonei y 3aTBepaKeHOMy
[0Cbe, abo BUPOOHMKA HOBOT AOMOMIKHOT PEHOBUHM (SIKLLO
3a3HayveHo y JOCbE) - 3MiHa Ha3BW BUPOGHMKa APl amiogapoHy
rigpoxnopugy, 6e3 3miHu micus BUpobHULTBa. BBEAEHHS 3MIH
NpOTArom 6-TM MicALB Nic/1A 3aTBEPAKEHHS.
16. AMILUTPOH NMopoLUoK ANs ToBapucTBO YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/14116/01/01
® BE3 LYKPY | opasibHOro po3uunHy, 3 [04aTKOBOKO 3MiHM | TUNy - 3MiHK WoA0 6e3nekn/edhekTMBHOCTI Ta peyenma
no 13 ry cauwe; no 13 [0[aTKOBOIO BiANoBiga/IbHICTIO thapmakoHarnagy (iHwWi 3MiHW) - 3MiHW BHECEHI B TEKCT
ry cawe, no 10 cawe Bignosiganb "IHTEPXIM" MapKyBaHHS YNakoBKM /iKapCbKOro 3acofy LLL0A0 3a3HAaYEHHS
y nauui 3 kKapToHy HiCTIO MiKHapOAHWX NMO3HaYeHb OAUHULIb BUMIpIOBaHHS. BHeCeHHs
"IHTEPXIM" 3MiH 0 po3giny “MapkyBaHHA” MKSA J13: 3anponoHoBaHo:
PO341T «MAPKYBAHHSA» BignosigHo A0 3aTBEpAXeHOro
TEKCTY MapKyBaHHs. BBegeHHs 3MiH npoTsarom 6-Tv micsuis
nicns 3aTBepKeHHs
17. AHAMNIPOH pO34nH Ans iHdys3il AHaHTa Benuka €sponaiich XenTkeap IHAi BHECEHHS 3MiH [0 peecTpaLjiiiHnx maTepianis: 3a UA/14971/01/01
10 mr/mn, no 100 mn Megikeap BpuTaHis MeT. N74. 3MiHK | TUNy - 3MiHK Wo[o0 6e3nekn/edeKTUBHOCTI Ta peuyenmom
npenapary B nra. hapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
KOHTeliHepi; no 1 MapKyBaHHS YNakoBKW /TIKapCbKOro 3acoby 3 BHECEHHAM
KOHTelHepy B iH(hopMaLii WoA0 3a3HaYeHHS OANHMLb BUMIPIOBAHHS Y
KapTOHHIlA KopoobLi cuctemi Sl. BBefieHHA 3MiH NpoTArom 3-x micsAuis nicns
3aTBEPKEHHS
18. ACKOPYTUH | Tabnetkm no 10 AT YkpaiHa AT "KMIBCbKIM YkpaiHa BHECEHHS 3MiH [0 peecTpaLliiiHMX maTepiasis: 3MiHu | Tuny - 6e3 UA/4875/01/01
Tabnetok y 6nictepi; "KNIBCbKU BITAMIHHUIA 3MmiHK 3 sKoCTi. FoTOBMIA Nikapcbkuii 3aci6. Cuctema peyenma
no 5 6nictepis y naui " 3ABO" KOHTelHep/3aKynopoBasbHWIA 3aci6. 3miHa po3mipy ynakoBku
BITAMIHHU roTOBOrO JliKapCbKoro 3acoby (BUTy4YeHHS ynakoBKy NMeBHOro
" 3ABOA" po3mipy) - BUy4YeHHs ynakoBku no 10 TabneTok y 6nictepax 3
BiANOBIAHUMY 3MiHaMVK y po3gini “YnakoBka”. 3MiH/ BHECEHI B
po3ain "YnakoBka" B iHCTPYKLiO 451 MEANYHOrO 3aCTOCYyBaHHS
nikapcbKoro 3acoby Yy 3B"A3Ky 3 BU/Ty4YEHHAM NEBHOrO PO3Mipy
YMakoBKU, SIK HACNIAOK - BUTYYEHHS TEKCTY MapKyBaHHS
BiANOBIAHOI ynakoBku (BBeAeHHS 3MiH MPOTAroM 6-Tu MicsLiB
nicnsa 3aTBepXeHHS); 3MiHV | Tuny - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnagy (iHwi 3mMiHu) -
BHECEHHS 3MiH A0 po3giny “MapkyBaHHsA" MKA /13 (BBegeHHs
3MiH NPOTAroM 6-TW MiICALIB Nic/A 3aTBEPAKEHHS)
19. ATOBAKC® TabneTtkn, BKPUTI TOB YkpaiHa TOB "KYCYM ®APM" Ykpaina BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/18049/01/01
N/1iBKOBOIO "KYCYM TexHiyHa noMmuska (3rigHo Hakasy MO3 Big 23.07.2015 Ne peyenmom
060/10HKO0, M0 400 PAPM"

mr, no 10 TabneTok y
6nictepi; no 1 abo no

460), BUNpaB/IeHHA TEXHIYHOT NOMWUIKN B MeToAax KOHTPOsI0
akocTti (MKA), B BUKIaAEeHHI METOAMKM BUNPOGYBaHHSA 3a
nokasHMkaMu «Po3unHeHHs» Ta «KinbKicHe BU3HAYEHHS»,
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
10 6nicTepiB y [ONyLLEeHOT Npy NepeHeceHHi iHhopmav,ii 3 maTepianis
KapTOHHIiA ynakoBL,i peecTpauiiiHoro Aocbe, Npy NPOBEAEHHI NpoLeaypu
peecTpauii /13 ( Hakaz MO3 Ykpainu Big 23.04.2020 Ne945 Pr1
UA/18049/01/01)
20. ATOPUC® TabneTtku, BKPUTI KPKA, a.4., CnoBeHis Kewminab g.0.0., CnoBeHis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/8671/01/02
NAiBKOBOO HoBso mecTo CnoBeHis (KOHTPONb 3MiHK | TUny - 3MiHK Wo[o 6e3nekn/edheKTUBHOCTI Ta peyenmom
060noHkoto, no 30 mr cepii); KPKA, a.4., thapmakoHarnagy (iHLwi 3MiHW) - BHECEHHSA 3MiH [0 po3ainy
no 10 TabneTtok y HoBo mecTo, «MapkyBaHHa» MKA J13: 3anponoHosaHo: MAPKVIPOBKA. B
6nicTepi; no 3 abo no CnoseHis COOTBETCTBUW C YTBEPXAEHHBIM TEKCTOM MapKMPOBKW.
6, abo no 9 6nictepis (BMpPOGHMLTBO "in OHOB/EHHS TEKCTY MapKyBaHHS YNakoBKU MiKapcbKoro 3acoby
B KapTOHHI Kopo6Lyi bulk", nepsnHHe Ta 3 BHECEHHSM iHhopMaLT LLOA0 3a3HAYEHHS OANHNLb
BTOPVHHE NakKyBaHs, BVMIiptOBaHHSA y cuctemi Sl. BBefeHHs 3MiH npoTArom 6-tu
KOHTPO/b cepii Ta MiCALB NiC/1A 3aTBEPIXKEHHS.
Bunyck cepii); KPKA,
A.4., HoBo mecTo,
CnoBeHisa (KOHTPONb
cepii)
21. ATOPUC® TabneTkn, BKPUTI KPKA, a.4., CnoBeHisi Kewminab g.0.0., CnoBeHis BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais: 3a UA/8671/01/03
NNiBKOBOO HoBo mecTo CnoBeHisa (KOHTPOb 3MiHM | TUNy - 3MiHKU WoA0 6e3nekn/edekTMBHOCTI Ta peuyenmom
060/10HKOt0, N0 60 Mr cepii); KPKA, g.4., hapmakoHarnagy (iHwi 3MiHn) - BHECEHHS 3MiH [0 po3giny
no 10 TabneTtok y HoBo mecTo, «MapkyBaHHs» MKA J13: 3anponoHoBaHo: MAPKVPOBKA. B
6nictepi; no 3 abo no CnoBeHis COOTBETCTBUM C YTBEPXKAEHHBIM TEKCTOM MapKVPOBKM.
6, abo no 9 6nictepis (BMPO6HMLTBO "in OHOB/EHHSA TEKCTY MapKyBaHHS YNakoBKM MiKapcbKoro 3acoby
B KQPTOHHIi1 KOpooL,i bulk", nepBnHHe Ta 3 BHECEHHSM iH(hOpMaLT LWOoA0 3a3HAYeHHS O4NHNLb
BTOPWHHE MakyBaHs, BUMIpIOBaHHS y cuctemi Sl. BBeieHHs 3MiH NnpoTarom 6-Tu
KOHTPO/b cepii Ta MicALiB NiCNs 3aTBEPAYKEHHS.
Bunyck cepii); KPKA,
A.4., HoBo mecTo,
CnoBeHisa (KOHTPONb
cepii)
22. ATOPUC® TabneTku, BKpUTI KPKA, a.4., CnoBeHis Kewminab g.0.0., CnoBeHist BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/8671/01/04
nAiBKOBOIO HoBso mecTo CnoBeHis (KOHTPONb 3MiHK | TUNy - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta peyenmom
060n10HKo0, No 80 Mr cepii); KPKA, g.4., hapmakoHarnsgy (iHwi 3MiHW) - BHECEHHS 3MiH A0 po3giny
no 10 TabneTtok y HoBo mecTo, «MapkyBaHHa» MKA J13: 3anponoHosaHo: MAPKVIPOBKA. B
6nicTepi; no 3 abo no CnoseHis COOTBETCTBUW C YTBEPXAEHHBIM TEKCTOM MapKMPOBKW.
6, abo no 9 6nictepis (BMpOGHMLTBO "in OHOB/EHHS TEKCTY MapKyBaHHS YNakoBKU /iKapCbKOoro 3acoby
B KapTOHHI Kopo6Lyi bulk", nepsrHHe Ta 3 BHECEHHSAM iHhopMaLT LLOoA0 3a3HAYEHHS OANHNLb
BTOPVHHE NakyBaHs, BMMIiptOBaHHA y cuctemi Sl. BBefeHHs 3MiH NpoTsArom 6-tu
KOHTpPO/Ib cepii Ta MiCALIB MiCNA 3aTBEPKEHHS
Bunyck cepii); KPKA,
A.4., HoBo mecTo,
CnoBeHis (KOHTPOb
cepin)
23. ATPAKCAH PO3YNH A1 iH'EKLIN, My6niyHe YkpaiHa My6niuHe akuioHepHe Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/17834/01/01
100 mr/mn, no 5 mn B akujioHepHe ToBapucTBO "HaykoBo- 3MiHM | TUMy - 3MiHW 3 AKOCTIi. FOTOBUIA NiKapcbKuii 3aci6. peyenmom
amnynax; no 5 amnyn TOBapUCTBO BUPOGHNUNIA LLEEHTP KOHTpOsb roTOBOrO Nikapcbkoro 3acoby. 3miHa y metogax
y kaceTi; no 1 kaceTi B "HaykoBo- "BopLuariBcbkuii BMNPOOYBaHHSA rOTOBOTO JTiKAPCLKOro 3acoby (He3HauHa 3MiHa
nayui BUPOGHWYMIA XiMiKo- Y 3aTBEepAKEHNX METOAAX BUMPOOYBAHHS) - HE3HAYHI 3MiHK Y
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
LeHTp hapmaLeBTUYHNI MEeTOANLji BU3HAYEHHS NokasHuka «CynpoBifHi AOMILLIKV» Ans
"Bopuariscb 3asof”, KOHTponto B MN13. Y MeToAuLi BUKNageHO NpaBusibHy Ha3By
KWIA Ximiko- Ansa gomiwkn D «4- miHoMeTun6eH30liHOT kucnoTu». Cama
thapmaueBT MeToAvKa 3anMwaeTbes 6e3 3MiH
NYHUIA
3asofa”
24. ADPUNLA Kancynu m'ski no 400 HenbTa LBeiiuapi Dxentek MpaiiBeTt IHais BHECEHHS 3MiH [0 peecTpaLjiiiHNX MaTepianiB: yTOUHEHHSA 6e3 UA/18232/01/01
MAKC Mmr, no 10 kancyn Megpiken a NimiTen cTaTycy peknamyBaHHA B Npoueci peecTpauii B Hakasi peyenma
EKCNPEC M'SKMX Yy CTpuNi, NO MpomoyLuH3 MO3 Ykpainum Ne 1789 Big 04.08.2020. Pegakuis B Hakasi: He
1,2, 3 a6o 10 cTpunis Al nignarae. BipHa pegakuia: nignsrae.
B KapTOHili kKopobui
25. AlU-®dC TabneTkn, BKPUTI TOB YkpaiHa TOB "®apma Crtapt"” Ykpaina BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasis: 6e3 UA/2071/01/01
NNiBKOBOO "ACIHO yTo4HeHHs B Hakasi MO3 Ykpainu Ne 1128 Big 13.05.2020 peyenma
060n0HkKot0, No 200 YKPAIHA" POKy LOA0 HanncaHHA Ha3su APl 3a NpoLeaypoto - 3MiHu |
mr, no 10 tabneTok y Y
6nicTepi; no 2 nogaHHsA Hosoro CEP (Ne R1-CEP 1996-002-Rev 05) ans Adl
6nicTepy B nayi AueTnnuucTeiHy Bif BXe 3aTBepAxeHoro BupobHuka "MOEHS
CATALANA S.L.", IcnaHist Ha 3amiHy DMF
26. BEPE30BI 6pyHbKK, N0 50 1y MpAT YkpaiHa MpAT "Niktpasn" Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/3468/01/01
BPYHbKU naykax 3 BHYTPILLHIM "NikTpasmn" 3MiHK | TUNy - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta peyenma
naketom; no 10 ry hapmakoHarnsgy (iHwi 3MiHn) - BHECEHHS 3MiH A0 po3giny
naketax «MapkyBaHHs» MKA J13: 3anponoHosaHo: MAPKYBAHHA. Y
BiANOBIAHOCTI 3 3aTBEPKEHNM TEKCTOM MapKyBaHHS.
PeecTpauis 40AaTKOBOr0O TEKCTY MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby i3 3a3Ha4eHHAM MiXXHApPOAHUX NO3HAYEHb
OMHWLIb BUMIPIOBAHHSI
27. BETANOA obnonickyBay gns ToBapucTBO YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiaslis: 6e3 UA/16473/02/01
nnoc ropna, KOHLeHTpar; no 3 06MeXeHO 3MiHKM | TUNY - 3MiHK 3 AKOCTi. A®l. BUpO6GHULTBO. 3MiHa peyenma
20 mn abo no 50 mn'y obmexeHo BiANOBIAA/IBHICTIO BMPOGHMKA BUXIAHOro/NPOMIKHOTO NPOAYKTY/peareHTy, LWwo
chnakoHi 3i ckna, BiAnoBigab "®apmaneBTuyHa BVIKOPVCTOBYIOTHCS Y BUPO6HUYOMY npoLeci Adl, abo 3miHa
3aKpUTOMY KPULLKOHO; HICTIO KoMnaHis "3popos'a” BMPOOHUKa (BK/THOYaKoUU, Ae HeobXifHO, MicLe NpoBeeHHs
no 1 donakoHy 3i "®apmauesT KOHTpO/t0 sikocTi) AP (3a BigCyTHOCTI cepTuddikata
CTakaHOM MipHUM y nyHa BiANoBiAHOCTI EBponelickbkili hapmakonei y 3aTBepakeHoMy
KopoOLi 3 KapTOHY KOMnNaHis [0cbe)(3anponoHoBaHUii BUPOGHMK HAIEXUTb [0 Tiei camol
"3p0pos'a” BMPOGHMYOI rpyny NiANPUEMCTB, WO 1 3aTBEPIXKEHWNA) -
nepeHeceHHHs BUPOOHUYOI AinbHULi Ansa APl AnaHToiH.
3anponoHoBaHo: Hunan Jiudian Hongyang Pharmaceutical
Co., Ltd., The People's Republic of China
28. BINOBIN® Kancynu no 40 mr, no KPKA, a.4a., CrnoBseHis KPKA, a.4a., Hoso CnoBeHis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 6e3 UA/1234/01/02
10 kancyn y 6nictepi, HoBo mecTo mMecTo, C/oBeHist 3MiHu | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenma

no 2 a6o 6 6nictepis y
KapTOHHIA KopoobLi

( BUpOGHMLTBO "in
bulk", nepeuHHe Ta
BTOPVHHE NaKyBaHHS,
KOHTPOb cepii Ta
BUMYCK cepil;
KOHTPO/Ib cepil)

thapmakoHarnsgy (iHwi 3MiHN) - OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKY/ NikapcbKoro 3acoby 3 BHECEHHSM
iHChopMaLii WoA0 3a3HAaYEHHS OAUHMLb BUMIPIOBAHHS Y
cuctemi Sl.

BHeceHHs 3MiH f0 po3ainy «MapkyBaHHs» MKA N13:
3anponoHosaHo: MAPKNPOBKA B cOOTBETCTBUN C
YTBEPXAEHHbIM TEKCTOM MapKMpOBKW. BBeeHHS 3MiH
NpoTArom 6-Tu MicsLIB NicNsa 3aTBepAKEHHSA
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
29. BINOBIN® kancynv no 120 wr, no KPKA, a.4., CnoBeHisi KPKA, a.4a., Hoso CnoBeHis BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 6e3 UA/1234/01/03
IHTEHC 120 10 kancyn y 6nicTepi; HoBo mecTo mMecTo, C/ioBeHis 3MiHu | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenma
Mmr no 2 abo 6 6nictepiB y (BMPOGHMLTBO " in thapmakoHarnagy (iHLwi 3MiHK) - BHECEHHSA 3MiH A0 po3ainy
KapTOHHIli Kopoobui bulk", nepBuHHe Ta "MapkyBaHHs" MKA N13: 3anponoHoBaHo: MAPKVPOBKA B
BTOPVHHE MakKyBaHHS, COOTBETCTBUM C YTBEPXKAEHHBIM TEKCTOM MapKVPOBKM.
KOHTPO/Ib Ta BUMYCK OHOB/EHHSA TEKCTY MapKyBaHHS YNakoBKU iKapcbKoro 3acoby
cepii); KPKA, g.4., 3 BHECEHHAM iH(hopMaLii WoA0 3a3HaYeHH OAUHULLb
HoBo mecTo, BUMIpPIOBaHHSA Y cuctemi Sl. BBeieHHS 3MiH NPOTAroMm 6-Tu
CnoBeHis (KOHTPONb MICALIB MiCNA 3aTBEPKEHHS
cepii)
30. BO3YNi® TabneTkun, BKPUTI MOANIEP CWA nakyBaHHs1, KOHTPOS1b Himeuunna BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - 3a UA/17245/01/01
N1iBKOBOIO EWY. CI. M. AKOCTI Ta BUMYCK Cepii: 3miHu Wwoao 6esnekn/echekTMBHOCTI Ta hapmakoHarnsagy (iHwi | peyenmom
o60n0Hkoto, no 100 KOPMOPEW Mdpaiizep 3MiHW).
Mr, no 14 TabneTok y LH MeHtohekuypuHr OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBKY NiKapCbKOro 3acoby
6nicTepi; 2 6nictepn y [onuneng MmoxX, 3 BHECEHHAM iHdhopmaLii WoA0 3a3HaYeHHs OANHULLb
KapTOHHIA Kopo6Li; no HimeuuunHa; BUMIpPIOBaHHSA Y cuctemi Sl. BBeieHHA 3MiH NPOTATroMm 6-Tu
120 TabneTok y BUPOGHULTBO, MiCALIB MiCNA 3aTBEPAXKEHHS.
donakoHi, 1 chnakoH y KOHTPO/Tb SIKOCTI:
KapTOHHIA Kopo6Lii; no Ekcenna N'm6X & Ko.
14 TabneTok y KI', HimeuunHa
6nictepi 3
MapKyBaHHSAM
iHO3eMHOI0 MOBOIO; 2
61icTepy y KapTOHHIN
KopooLi 3
MapKyBaHHSAM
iHO3eMHOI0 MOBOIO 3i
CTVIKepoM
YKPaIHCLKOH MOBOK
31. BO3YNIP TabneTkn, BKPUTI MNeAN3EP CWA nakyBaHHs1, KOHTPO/1b HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHnX MaTepiasiiB: 3MiHM | Tuny - 3a UA/17245/01/02
NNiBKOBOO EWY. CI. L. AKOCTI Ta BUMYCK cepii: 3MmiHu Wwoao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsagy (iHwi | peyenmom
06010HKot0, N0 500 Mr | KOPMOPEM Mdpaiizep 3MiHW).
no 14 TabneTtok y LIH MeHodekuypuHr OHOB/IEHHS TEKCTY MapKyBaHHS yakoBKW NiKapCbKOro 3acoby
6nicTepi, 2 6nictepun y Hoiunena Mmo6X, 3 BHECEHHSAM iH(hopMaLT LLoA0 3a3HAYEHHS OANHULb
KapTOHHIiA KopobLy; no HimeuuunHa; BUMIiptOBaHHA y cuctemi Sl. BBefeHHs 3MiH NpoTsArom 6-tu
30 TabneTtok y BUPOOGHMLTBO, MiCSILB MiC/1A 3aTBEPAKEHHS.

hnakoHi, 1 pnakoH y
KapTOHHIiA KopobLy; no
14 TabneTok y
6nicTepi 3
MapKyBaHHSM
iHO3eMHOI0 MOBOIO; 2
6nicTepy y KapTOHHIl
KopooLii 3
MapKyBaHHSAM
iHO3eMHO0 MOBOIO 3i
CTVKEpOM
YKPaIHCbLKOK MOBOH

KOHTPO/1b SIKOCTI:
Ekcenna N'm6X & Ko.
KI', HimeuumHa
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
32. BPOAINIM 1 MOPOLLIOK A1 PO3YMHY Tynin a6 IHAis 3eiicc IHAis BHECEHHS 3MiH [0 peecTpaLliiiHMX MaTepiastis: 3MiHu | Tumny - 3a UA/17559/01/01
r Ans iH'exuii no 1000 MpaiiBiT dapwmac toTikenc lMBT. 3MiHu 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHM y peuenmom
mr; 1 donakoH 3 Niviten nra., IHgis; BMPOGHMLTBI. 3amiHa abo BBEAEHHS AOAATKOBOI AiNTbHUL
MOPOLLKOM Y Csicc MapeHTepan3 BMPOGHMLTBA /151 HACTUHM ab0 BCbOro BUPOBGHMYOro npoLiecy
KapTOHHIlA KopooLi nta., IHais rOTOBOrO JiKapCbKOro 3acoby (AiIbHULSA, Ha SKi NPOBOAATLCS
6yAb-AKi BUPOOHMUI CTagji, 3a BUHATKOM BUMYCKY cepii,
KOHTPO/IHO SKOCTi Ta BTOPUHHOTO MakKyBaHHS 415 CTEPUIbHUX
niKkapcbkunx 3acobis (BKOYaOUM BUPOG/IEeH acenTuUHUM
METOAO0M), KpiM NiKkapCbkmx 3acob6iB
6i010ri4YHOro/iMyHO/OFYHOT0 NOXOMKEHHS). CynyTHS 3MiHa -
3MiHu 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3amiHa abo BBEAEHHS AOAATKOBOI Ai/TbHUL
BMPOGHMLTBA [/151 YaCTUHM ab0 BCbOro BUPOBGHMYOro npoLiecy
roTOBOrO NiKapCbKOro 3acoby (4i/bHULSA 418 BTOPUHHOTO
nakyBaHHs1) BBeAEHHSA AOAATKOBOI Ai/IbHUL A1 BCbOrO
BMpOGHMYoro npouecy 13 - Ceicc MNapeHTepan3 /T4., IHAjs.
3MiHu | TUNY - 3MiHK 3 sikoCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHM Yy BUPO6HMLTBI. 3MiHa iMnopTepa/3MiHK, L0 CTOCYHTLCA
BUMYCKY Cepii Ta KOHTPOJIKO AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo fofaBaHHSA BUPOGHMKA, LU0 Bignosigae 3a
BBE3€EHHS Ta/abo BMnyck cepii) - Bkarovatoun
KOHTpO/b/BMNpOGYBaHHSA cepii. BBeAeHHS f0AaTKOBOI
LOinbHUL BUPOGHMLITBA, LLIO BIAMNOBIAAE 3a BUNYCK cepil,
BK/1HOYAOUN KOHTPO/TL/BUNPOBYBaHHSA cepii - CBicc
MapeHTepans ftg., IHAis
33. BPOHXO- Kancynu Teepgi no 3,5 CaHnpos3 CnoseHis ek ®apmaLeBTU4Ha CnoseHis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 UA/14268/01/01
MYHAN® N Mmr; no 10 kancyny dapmacbtoTi KomnaHis g.4., LLiBefuapis 3MiHM | TUNYy - 3MiHK WoA0 6e3nekn/edhekTMBHOCTI Ta peyenma
6nicTepi; no 1 a6o 3 Kans g.4. CnoseHisa (nepBrHHe thapmakoHarnagy (iHLwi 3MiHW) - BHECEHHSA 3MiH [0 po3ainy
6nicTepy y KapTOHHiIl Ta BTOPUHHE “MapkyBaHHs" MKA J13: 3anponoHoBaHo: MapkyBaHHS. 3rifHO
KopoobLi nakyBaHHs!, KOHTPO/Tb 3aTBEPMAKEHOr0 TEKCTY MapKyBaHHSA. OHOB/IEHHS TEKCTY
cepii, Bunyck cepii); MapKyBaHHS! yMakoBKM NikapcbKoro 3acoby. BBeAeHHS 3MiH
OM dapma CA, NPOTArom 6-Tv MiCAILiB MiCNs 3aTBEPAKEHHS
LLiBeiuapis
(Bpo6HMLTBO in bulk,
KOHTPO/Ib cepii)
34. BYNIBAKAIH- | po3sunH gns iH'ekuiin, 5 ToBapucTBo YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasis: 3a UA/12559/01/01
3H Mmr/mn no 5 mn B 3 obMexeHo 3MiHM | TUny - 3MiHKU WoA0 6e3nekn/edeKTMBHOCTI Ta peuyenmom
amnyni; no 10 amnyn B | 06MeXeHo BiANOBIAA/IBHICTIO hapmakoHarnagy (iHwi 3amiHn) - 3amiHa posginy “rpadiyHe
KOpo6L,i 3 KapTOHyY; No BignoBigasb "XapkiBcbke 0hOpPM/IEHHS YMAKOBKN” Ha “MapKyBaHHA" B 3aTBEPIAKEHNX
5 mn B amnyni; no 5 HiCTIO thapmaueBTUYHe MK$A N13. 3anponoHoBaHo: MapkyBaHHs. BignosigHo Ao
amnyn y 6nictepi; no 2 | "XapkiBcbke nigNPUEMCTBO 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. 3MiHN BHECEHI B TEKCT
6nicTepy B kOpoo6U;i 3 hapmaueBT "3[,0poB'st Hapoay", MapKyBaHHS YNakoBKM /iKapCbKOro 3aco0y LLLOAO0 3a3HAUYEHHSI
KapToHY nyHe Ykpaina (Bci ctagii MiXXHapPOAHMX NO3HAYEHb OAMHNLb BUMIPIOBaHHS. BBeeHHS
nignpvemMcTs BMPOGHMLTBA, 3MiH NPOTAroM 6-TW MicsLiB nicns 3aTBepAKeHHS
0 "3p0poB'a KOHTPO/Tb SIKOCTI,
Hapoay" BUNyCK cepii);

ToBapucTBO 3
06MEXEHO
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
BignoBiga/bHICTIO
"PapmavueBTuyHa
KomnaHis "3g0pos'a"”,
YkpaiHa (Bci cTagii
BUPOGHMLTBA,
KOHTPO/Ib SIKOCTI)
35. BYNPEH® IC Tabnetku ToBapucTBo YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/10202/01/01
cybniHrBaUibHI NO 3 [04aTKOBOK 3MiHu | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuenmom
0,0002 r no 10 [0[aTKOBOKO BiANOBIAA/TIbHICTIO hapmakoHarnagy (iHwi 3MiHn) - BHECEHHS 3MiH 40 po3giny
Tabnetok y 6nictepi; Bignosigasb "IHTEPXIM" “MapkumpoBka” B 3aTBepmxeHnx MKA /13. 3anponoHoBaHo:
no 1 6nictepy B nauui HICTIO PO341N1 “MAPKYBAHHSA" 3rigHO 3aTBEPKEHOr0 TEKCTY
3 KapTOHY "IHTEPXIM" MapKyBaHHS. 3MiH/ BHECEHI B TEKCT MapKyBaHHS yNakoBKu/
NiKapCcbKoro 3acoby LUOAO 3a3HaYeHHS MKHaPOAHNX
no3HayeHb OAVHWLL BUMIPIOBaHHSA. BBeAEeHHS 3MiH NPOTArom
6-TV MicsLiB Nicns 3aTBEPAKEHHS
36. BYNPEH® IC Tabnetku ToBapucTBo YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/10202/01/02
cy6niHrBasibHi no 3 [04aTKOBOKO 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/ethekTMBHOCTI Ta peyenmom
0,008 rno 10 [0[aTKOBOK BigNoBiAa/IbHICTIO thapmakoHarniagy (iHwi 3MiHK) - BHECEHHS 3MiH 40 po3ainy
Tabnetok y 6nictepi; Bignosiganb "IHTEPXIM", “MapkupoBka’ B 3aTBepmxeHnx MKA /13. 3anponoHosBaHo:
no 1 6nictepy B nayi HiCTIO PO34IN1 “MAPKYBAHHSA” 3rigHo 3aTBEP)KEHOrO TEKCTY
3 KapToOHY "IHTEPXIM" MapKyBaHHS. 3MiHN BHECEHI B TEKCT MapKyBaHHS yNakoBKM
NikapCcbKoro 3acoby LU0AO 3a3Ha4YeHHS MKHaPOAHNX
no3HayeHb OAMHULL BUMIPIOBaHHSA. BBefeHHs 3MiH NpoTsarom
6-T1 MicsILIB NicNsl 3aTBEPAKEHHS
37. BYNPEH® IC Tabnetku ToBapucTBO YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/10202/01/03
cy6niHrBasbHi Mo 3 [04aTKOBOK 3MiHM | TUNYy - 3MiHK WoAo0 6e3nekn/ethekTMBHOCTI Ta peyenmom
0,002 r no 10 [04aTKOBOO BiANOBIAA/TbHICTIO hapmakoHarnsgy (iHwi 3MiHW) - BHECEHHS 3MiH 40 po3giny
Tabnetok y 6nictepi; Bignosiganb "IHTEPXIM" “MapkumpoBka” B 3aTBepmxeHnx MKHA 13. 3anponoHoBaHo:
no 1 6nictepy B naui HiCTIO PO34IN1 “MAPKYBAHHSA” 3rigHo 3aTBEPL)KEHOrO TEKCTY
3 KapToHY "IHTEPXIM" MapKyBaHHs1. 3MiH/ BHECEHI B TEKCT MapKyBaHHS yNakoBKu/
NikapcbKoro 3acoby LU0A0 3a3HaYeHHS MKHaPOAHUX
no3HayYeHb OAMHULL BUMIPIOBaHHSA. BBefeHHS 3MiH NpoTsarom
6-T1 MicsILIB NicCNsl 3aTBEPAKEHHS
38. BYNPEH® IC TabneTtku ToBapucTBO YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/10202/01/04
cy6niHrBasbHi no 3 [04aTKOBOK 3MiHM | TMNYy - 3MiHK WoA0 6e3nekn/edhekTMBHOCTI Ta peyenmom
0,0004 r no 10 [04aTKOBOO BiANOBIAA/TbHICTIO hapmakoHarnsgy (iHwi 3MiHn) - BHECEHHS 3MiH A0 po3giny
Tabnetok y 6nictepi; Bignosiganb "IHTEPXIM" “MapkumpoBka” B 3aTBepmxeHnx MKHA 13. 3anponoHoBaHo:
no 1 6nictepy B nauui HICTIO PO34IN1 “MAPKYBAHHSA" 3rigHO 3aTBEPO)KEHOTO TEKCTY
3 KapToHY "IHTEPXIM" MapKyBaHHs1. 3MiH/ BHECEHI B TEKCT MapKyBaHHS yNakoBKu
NikapcbKoro 3acoby L0A0 3a3HaYeHHST MXKHaPOAHUX
no3HayYeHb OAMHWLb BUMIPIOBaHHSA. BBeeHHs 3MiH NpoTsarom
6-T1 MicsILIB Nicnsi 3aTBEPAKEHHS
39. BArALUT TabneTkun, BKPUTI MaHaves IHAis MaHaues biotek /TA,. IHAis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/17550/01/01
N1iBKOBOK 06O/IOHKOIO BioTek 3MiHM | TUNy - 3MiHK WoA0 6e3nekn/edhekTMBHOCTI Ta peyenmom
no 450 mr no 2 Nimiten thapmakoHarnagy (iHLwi 3MiHK) - 3MiHW BHECEHI B TEKCT

Tabnetkn y 6nictepi,
no 5 6nictepis y
KapPTOHHI KOpoOLi

MapKyBaHHs ynakoBok /13, a came AofaHHs iHhopmauii woao
HOMepy niueHsii Ta agpecn BMpobHuka 13
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
40. BA3UNIN® TabneTku, BKpUTI KPKA, a.4., CnoBeHisi KPKA, a.4a., Hoso CnoBeHis BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 3a UA/3792/01/01
NAiBKOBOO HoBo mecTo mMecTo, C/ioBeHis 3MiHu | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuenmom
06010HKO0, MO 40 wMr; (BMPOGHMLTBO "in thapmakoHarnsgy (iHwi 3MiHN) - OHOB/IEHHS TEKCTY
no 7 TabneTtok y bulk", nepBuHHe Ta MapKyBaHHS! YNakoBKU JTiKapCbKoro 3acoby 3 BHECEHHAM
6nictepi; no 2 abo no BTOPWHHE NaKyBaHHS, iHchopMaUii WoA0 3a3HAaYEHHS OAUHULb BUMIPOBAHHS Y
4, abo no 12 6nictepis KOHTPO/1b Ta BUMYCK cuctemi Sl. BBegeHHst 3MiH NpoTArom 6-x micsAuis nicns
Y KapTOHHiIll kopobui cepiii; KOHTPONb 3aTBEPMKEHHS
cepiii); labeHa g.0.0.,
CnoBeHis (KOHTPONb
cepiit)
41. BA3OHIT TabneTtku petapa, TOB YkpaiHa I.J1. dapma N'vbX, ABCTpist BHeceHHs1 3MiH 10 peecTpauiliHnx matepianis: 3miHu | Tuny - 3a UA/8138/01/01
BKPWTiI 060/10HKOHD, MO "BANEAHT ABcTpisi; ['.J1. dapma 3MiHu 3 sikocTi. CepTudikat BignosigHocTi/l E-cepTudikar peyenmo
600 mr, no 10 PAPMACH vm6X, ABCTpis BiANOBiAHOCTI EBponelichbkiin hapmakonei/MoHorpadii. M
Tabnetok y 6nictepi, HOTIKAN3" (BignoBiganbHuii 3a MopaHHA HOBOro abo OHOBNEHOTO cepTudikaTa BifnoBigHOCTI

no 2 6nictepu B
KOpOOGLIi 3 KAPTOHY

BUMYCK cepii)

abo BunyyeHHs cepTtucpikata BiANOBIAHOCTI EBPONENChbkili
cthapmakonei: ana A®l; ons BUxigHoro
matepiany/peareHTy/NPOMKHOIO NPOAYKTY, L0
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; A5 AONOMIKHOT
peyoBuHM (cepTudikat BiANOBIAHOCTI EBpoNeichbkili
hapmakonei) - OHoOBIEHWIA cepTudikaT Bif yxe
3aTBEPKEHOr0 BUPOOHMKA - NOJAHHS OHOB/IEHOTO
cepTudikaTa BignoBigHOCTI EBponelicbkiin dhapmakonei Ne R1-
CEP 2000-127-Rev 03 (3aTBepaxeHo: R1-CEP 2000-127-Rev
02) ansa gitovoi peyosuHu Pentoxifylline Big Bxe
3aTBEPKEHOr0 BUPOOHMKA, K HACNIA0K 3MiHa Ha3BM
BUpo6HMKa A®I Ta 3miHa Ha3Bu BnacHuka CEP. [itoua
pepakuis. CEP Ne R1-CEP 2000-127-Rev 02, CHEMAGIS
LTD., Israel. MNponoHoBaHa pegaxuis. CEP Ne R1-CEP 2000-
127-Rev 03, BnacHuk CEP - PERIGGO API LTD., Israel,
Bupo6Huk A®I - PERIGGO API India Private Limited, India.
3MmiHu | TMny - 3MiHK 3 aKocTi. CepTudikar BignosigHocTI/TE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/mMoHorpadii. NMogaHHs HOBOro abo OHOB/IEHOTO
cepTudikaTa BiANOBIAHOCTI a60 BUNYyYeHHs cepTudikata
BiANOBIAHOCTI E€Bponeiickkili hapmakonei: s Adl; ans
BMXigHOro Matepiany/peareHTy/npOMKHOrO NPOAYKTY, L0
BVIKOPVCTOBYIOTLCA Y BUPOOHULTBI ADI; ANst [ONOMIXHOT
peyoBUHM (CepTuUdikaTt BiANoBigHOCTI EBponeichkili
hapmakonei) - OHoBneHunii cepTudikar Bif yxe
3aTBEPKEHOr0 BUPOOHMKA - NOAAHHS OHOB/IEHOIO
cepTudpikaTa BignoBigHOCTi EBponeiickbkili hapmakonei Ne R1-
CEP 2000-127-Rev 05 ans gitoyoi pevosnHn Pentoxifylline Big
BXe 3aTBepxeHoro BupobHuka STRIDES SHASUN LIMITED,
India. 3miHu | TNy - 3miHK 3 AkocTi. CepTudpikat
BignosigHocTI/IE-cepTudikar BignoBiAHOCTI EBpONeChKii
thapmakonei/moHorpadii. NMogaHHA HOBOro abo OHOBIEHOTO
cepTudikaTa BifNOBIAHOCTI abo BUNYyYeHH: cepTudpikata
BiANOBIAHOCTI €Bponeiichbkili apmakonei: ans Adl; ans
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BIionyckKy

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BMXigHOro Matepiany/peareHTy/MPOMKHOTO NPOAYKTY, L0
BUKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; 4151 LONOMIXHOT
peyoBuHM (cepTudiikaT BiANOBIAHOCTI €BpONENCHKIl
thapmakonei) - HoBuii cepTudikaT Big HOBOro BUPOGHMKA
(3amiHa abo AONOBHEHHS) - NOAAHHA HOBOrO cepTudiikara
BiANOBIAHOCTI €Bponeiickbkili hapmakonei Ne R1-CEP 2008-
012-Rev 01 gns gitoyoi pevoBuHn Pentoxifylline Big HoBoro
Bupo6HMKa SANOFI INDIA LIMITED, India. 3miHu | Tvny -
3miHn 3 skocTi. CepTudikat BignosigHocTi/l E-cepTucikat
BiANOBIAHOCTI €Bponelickkili hapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO cepTudiikaTa BiANOBIAHOCTI
abo BunyyeHHs ceptucpikata BigNoBigHOCTI €BpoONenchbkili
thapmakonei: ana A®l; ons BuXigHoOro
marepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI API; ANs [ONOMIKHOT
peyoBUHM (CepTudiikaTt BiANoBIgHOCTI EBpoONenchbkili
thapmakonei) - HoBuii cepTudikaT Big HOBOro BUPOGHMKa
(3amiHa abo [OMOBHEHHS) - MoAaHHSA HOBOro cepTudikata
BiANOBIAHOCTI €Bponeiickkili hapmakonei Ne R1-CEP 2005-
131-Rev 00 gns gitoyoi peyosuHu Pentoxifylline Big HoBoro
Bmpo6Huka HIKAL LIMITED, India. 3miHu | Tvny - 3miHu 3
akocTi. CepTudikaT BignosigHocTi/l E-cepTudiikat
BiANOBIAHOCTI €Bponeiickkili hapmakonei/MoHorpadii.
MopgaHHA HoBOro abo OHOBNEHOrO cepTudpikaTa BiANOBIAHOCTI
abo BunyyeHHs cepTudikaTta BiANoBigHOCTI EBpoONenchbkili
thapmakonei: ana AdPl; ons BUXIgHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; Anst [ONOMIXHOT
peyoBUHM (cepTuUdikaTt BiANoBigHOCTI EBponeichkili
hapmakonei) - OHoBreHuniA cepTudikar Bif yxe
3aTBEPAKEHOr0 BUPOOHMKA - NOAAHHS OHOB/IEHOIO
cepTudpikaTa BignoBigHOCTI EBponeiickbkilt hapmakonei Ne R1-
CEP 2000-127-Rev 04 ans gitoyoi pevosnHn Pentoxifylline Big
BXe 3aTBEePKEHOro BUPOBHNMKa, AK HAC/ifOK 3MiHa Ha3BK
BMpo6HMKa A®I Ta 3miHa Ha3Bu BnacHuka CEP. [itova
pepakuis. CEP Ne R1-CEP 2000-127-Rev 03, PERIGGO API
LTD., Israel. MponoHoBaHa pegakuyis. CEP Ne R1-CEP 2000-
127-Rev 04. BnacHvk CEP - STRIDES SHASUN LIMITED,
India. Bupo6Huk A®l - STRIDES CHEMICALS PRIVATE
LIMITED, India.

42.

BAJICAPTAH
CAHA03®
KOMMO3UTY
M

TabneTku, BKPUTI
NAiBKOBOO
060n0HkKot0, No 160
mr/12,5 mr no 14
TabneTtok y 6nictepi;
no 1 a6o 2 6nictepn y
KapTOHHIlA KopooLi

CaHpos
dapmacbtoTi
Kans g.4.

CnoseHis

Jlek ®apmaueBTnyHa
KomnaHis g.4.,
CnoseHis (BunycK
cepiid, TecTyBaHHs);
HosapTic ®apma
C.n.A, Itanisa
(BUPOGHMLTBO "in
bulk", nakyBaHHs);

CnoBseHis
ITanis
PyMmyHis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHW | TUny - 3MiHK 3 AkocTi. A®l. KoHTponb A®l. 3miHa y
MeToAax BUNpobyBaHHs AD| abo BuXigHOro
mMatepiany/npoMiKHOro NpoayKTy/peareHTy, Lwo
BMKOPWCTOBYETbLCS Y NpoLieci BUPO6HMLTBA AD| (BUNYyYEHHS
mMeToay BunpobyBaHHA Ana A®l/peareHTy/MpoMixXHOro
NPOAYKTY, AKLLO aflbTEPHATUBHUI METOS, BXeE 3aTBepKEeHWIA) -
BW/TYYEHHSI aIbTEPHATMBHOIO MeToAy KOHTpOosilo Ad|

3a
peyenmom

UA/15619/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1

C.K. CaHpo3s C.P.J1.,
PymyHis (Bunyck cepii,
TeCTyBaHHs)

BancapTaH 3a nokasHukom «Baxki meTanu» (Determination by
sulfide precipitation). 3anponoHoBaHo:

X-ray fluorescence. 3miHu | Tuny - 3mMiHK 3 AKocTi. API.
KoHTponb A®l. 3miHa y meTogax BunpobyBaHHs A®| abo
BUXIAHOIO MaTepiasly/npoMiXHOro NPoAyKTy/peareHTy, Lo

BVIKOPVCTOBYETLCA y npoueci BUpo6bHuuTBa A®I (iHLWi 3MiHW Y
MeToAax BUNpo6yBaHHS (BKoYarum 3aMiHy abo
[0noBHEHHS1) AD| abo BUXIAHOTO/MPOMIKHOTO NPOAYKTY) -
[OMNOBHEHHA MeToZiB BUNpobyBaHHs AdP| BancaptaH Tectom
«ldentity by HPLC (chiral chromatography)». 3minu | Tvny -
3MiHU 3 AKOCTi. A®I. KoHTponb A®I. 3MiHa y napameTpax

cneuudikavin Ta/abo onyCTUMUX MEX, BUSHAYEHNX Y

cneuudikayisx Ha A®l, abo BUXIZHUIA/MPOMIKHNI
NpoAyKT/peareHT, L0 BUKOPUCTOBYHOTLCS Y NPOLLEC
BMPOGHMLTBA AD| (3BYXKEHHSA AONYCTUMUX MEX, BUSHAUYEHNX Y
cneuudikayii) - 3mMiHn Ao cneumdikauii A®l, a came: 3ByXeHHS
[onyctummx mex aomiwku CGP 49841, y 38 3Ky 3
y[AOCKOHa/IeHHAM MeToay BunpobysaHb (BEPX) Ta BignosigHo
0o Bumor ICH Q3AR, a Takox nepeliMeHyBaHHS Ha3BM
«3arasibHi AOMILLKK, 3a BUHATKOM CGP 49309»

Ha «3arasibHi AOoMiLKv», 3anponoHoBaHo: Impurities by HPLC
Specified impurities CGP 49841 CGP 55390 Any unspecified
impurity
Total impurities Not more than 0,10% Not more than 0,2 % Not
more than 0,10 % Not more than 0,3 %. 3MiHu | TURY - 3MiHW 3
AKoCTi. A®I. KoHTponb A®I. 3miHa y napameTpax
cneuudikavin Ta/abo onyCTUMUX MEX, BUSHAYEHNX Y
cneyudikayisx Ha A®l, abo BUXIZHUIA/MPOMIKHWI
NpoAyKT/peareHT, L0 BUKOPUCTOBYHOTLCS Y NPOLLEC
BMPO6HMLTBA AD| (4ONOBHEHHA cneuudikaLii HOBUM
NoKa3HUKOM SIKOCTi Ta BiAMOBIAHMM METOA0M BUNPOOyBaHHS) -
[0NoBHEHHS cneumndikaLii A®l BancaptaH HOBMM NOKa3HNKOM
«3a/INLLKOBI PO3YMHHUKM 3@ 0NOMOroK X (rpaHWYHWiA TecT):
lekcaH, Tonyon, Kcunon (o-, m-, p-kcunion y cymi),
TPYHTYIOUMCb Ha AOCBIf, Y BUPOOHULTBI. 3MiHW | TUMY - 3MiHK 3
akocTi. A®l. KoHTponb A®L. 3miHa y MeTogax BunpobyBaHHS
A®| abo ByxigHOro Matepiany/MpoMixXHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIECI
BMPO6HMLUTBA ADI (iHLWi 3MiHM Y MeToAax BUNPOGYyBaHHA
(BKtoYatouM 3amiHy abo fonoBHeHHS) A®| abo
BUXiAHOro/NPOMIXXHOrO NPOAYKTY) - JONOBHEHHSA METOZIB
KOHTpOst0 A®| BasicapTaH HOBUM MOKA3HMKOM «3asINLLIKOBI

PO3YMHHYMKM 3a fonomoroto X (rpaHnyHWii TecT): 'ekcaH,
Tonyon, Keunon (0-, m-, p-kcunon y cymi). 3miHu | tuny -
3MiHK 3 AkocTi. ADIl. KoHTposb APl 3miHa y meTogax
BunNpobyBaHHA A®l abo BMXigHOTO MaTepiany/npomMiKHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIECI
BMPO6HMLUTBA ADI (iHLWi 3MiHM Y MeToAax BUNPOGYyBaHHA
(BK/KOYAOUM 3aMiHy abo fonoBHeHHs) APl abo
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Ne

Hassa

3asiBHUK

o ®dopma surnycKy KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
BVIXiZHOro/MPOMDKHOro NPOAYKTY) - 3MiHW 40 METOAIB
KOoHTponto A®| BancaprtaH, a came: fONOBHEHHS HOBUM
nokasHukom «ldentity by NIR»
43. BAP®APUH- Tabnetku no 3 mr; no TOB YkpaiHa TOB "dapma Crapt” Ykpaina BHeceHHSs 3MiH 0 peecTpavjiiiHuX maTepiasis: 3MiHu | Tuny - 3a UA/5747/01/02
»dC 10 TabneTok y "ACIHO 3MiHM Woao 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsagy (iHwi | peyenmom
6nicTepi; no 1, 3 abo YKPAIHA" 3MiHN) - OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBKU MiKapCbKoro
10 6nicTepiB y nauui 3 3ac06y 3 BHECEHHAM iHhopMaLii LWoA0 3a3HaYeHH OAUHULLb
KapToHy BMMIpIOBaHHA y cuctemi Sl. BBeeHHS 3MiH NpoTAroM 6-x
MicALIB MicnsA 3aTBepAXeHHsA. 3MiHu | Tuny - 3MiHn Wwoao
6e3nekn/ecdhekTUBHOCTI Ta hapmakoHarnsgy (iHwi 3miHu).
BunyueHHs iHdhopMaLii woao ynakosku in bulk 3 maTtepianis
peecTpauiiHoro Aocke (3 TUTY/IbHOI CTOPIHKK Ta po3giny
«[MakyBaHHA» MKHA /13) y 3B’A3KY 3 TUM, LLO Ail0
peecTpauiiiHoro noceigyeHHst Ha /13 BapcapuH-®C, TabneTtkm
no 2,5 mr abo no 3 mr, nakyBaHHs in bulk: no 7 kr (P Ne
UA/5738/01/01; UA/5738/01/02 Big 03.01.2012) He 6yno
NoJA0BXEHO.
44, BAP®APUH- Tabnetkn no 2,5 mr; TOB YkpaiHa TOB "dapma Crapt” Ykpaina BHeceHHs 3MiH J0 peecTpauiiHux martepianis: 3miHu | Tuny - 3a UA/5747/01/01
»C no 10 Tabnetok y "ACIHO 3MmiHu Wwoao 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsagy (iHwi | peyenmom
6nicTepi; no 1, 3 abo YKPAIHA" 3MiHW) - OHOB/IEHHSA TEKCTY MapKyBaHHS YNakoBKU MiKapCbKoro
10 6nicTepiB y nauui 3 3aco6y 3 BHECEHHSIM iHGpOpMaLiT WOoA40 3a3HAYEHHS O4NHNLb
KapToHYy BMMIpIOBaHHA y cuctemi Sl. BBeeHHS 3MiH NpoTAroM 6-x
MicALIB MicnA 3aTBepKeHHSA. 3MiHu | Tuny - 3MiHn Wwoao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy (iHwi 3miHm).
BunyueHHs iHdhopMmaLii woao ynakosku in bulk 3 maTtepianis
peecTpawiiHoro Aocbe (3 TUTYNbHOT CTOPIHKM Ta po3giny
«[MakyBaHHsA» MKHA /13) y 3B’A3KY 3 TUM, LLO fil0
peecTpadiiiHoro noceigyeHHs Ha /13 BapcapuH-®C, TabneTtkm
no 2,5 mMr a6o no 3 mr, nakysaHHs in bulk: no 7 kr (P Ne
UA/5738/01/01; UA/5738/01/02 Big 03.01.2012) He 6yno
NoAOBXEHO.
45, BUHAY3A niogpinizat gns [-p Peggpi'c IHAis [-p Pegpj'c IHAiA BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/16042/01/01
PO34NHY A5 iH EKLi Na6opaTtopi Na6opaTopic /Tg, 3MiHM | TUny - 3MiHK WoA0 6e3nekn/edhekTMBHOCTI Ta peyenmom
no 100 wmr; 1 chnakoH 3 c Ntg, (Bupo6Huunii Bigain - hapmakoHarnagy (iHwWi 3MiHK) - peecTpaLis [oAaTKOBOro
niodpinizatom y 7), TEeKCTY MapKyBaHHS1 yNnakoBK/ NMikapCbKoro 3acoby i3
KapTOHHIlA KopoobLi 3a3Ha4YeHHAM MiXHapOAHMX NMO3HaYeHb OANHULb
BUMIipOBaHHsA. TepMiH BBEEHHS 3MiH NPOTAroM 6 micAuiB
nicns 3aTBepmkeHHs
46. BISAPCUH® TabneTtku, o KPKA, a.4., CnoBeHisi KPKA, a.4a., Hoso CnoBeHis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 3a UA/13484/01/01
Q-TAB® aucnepryloTbes B HoBo mecTo mMecTo, C/ioBeHist 3MiHu | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuenmom

POTOBIV NOPOXHWHI, NO
25 mr no 1 tabnetyi y
6nictepi; no 1 a6o no
2 6nictepu B
KapTOHHIA Kopo6Li; Mo
4 TabneTku y 6nictepi;
no 1, a6o no 2, a6o no
3 6nictepu B

(BMPOGHMK,
BignoBiganbHWi 3a
BUPO6HMLUTBO "in bulk"
(nvwe gnsa [osysaHHA
25 Mr), NEPBUHHY Ta
BTOPVHHY YNaKoBKY,
KOHTPO/b Ta BUNYCK
cepii); KPKA, a.a.,

hapmakoHarnsagy (iHwi 3MiHW) - 3MiHW BHECEHI B TEKCT
MapKyBaHHS YNakoBK/ NikapCbKoro 3acoby LL0A0 3a3HauYeHHS
MDKHapOAHUX NO3HAYEHb OAVHWLb BUMIPIOBAHHS. 3amiHa
po3giny «IpadiyHe odhopMAIEHHS YNakoBKU» Ha pPo3fin
«MapkyBaHHsA» MKA /13: 3anponoHoBaHo: MAPKYBAHHA Y
Bi4NOBIAHOCTI 40 3aTBEPAKEHOr0 TEKCTY MapkyBaHHSA. TepMiH
BBEEHHSA 3MiH MPOTAroM 6 MicALiB Nicns 3aTBEPAKEHHS.
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
KapTOHHIlA KopoobLi HoBo mecTo,
CnoBeHis (BUPOBOHUK,
BiANOBIAaIbHUI 3a
BMPOBHULITBO "in
bulk"(nuwe ans
[o3yBaHHA 50 Mr Ta
100 ™mr), NepBuHHY Ta
BTOPVHHY YNakoBKy)
47. BIBAPCUH® Tabnetku, Wo KPKA, a.4., CnoBeHis KPKA, a.4., Hoso CnoseHis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/13484/01/02
Q-TAB® aucnepryloTbes B HoBo mecTO mecTo, CrioBeHis 3MiHM | TUNYy - 3MiHKU WoA0 6e3nekn/edheKTMBHOCTI Ta peyenmom
POTOBI NOPOXHWHI, NO (BUPOBHMK, hapmakoHarnagy (iHLwi 3MiHK) - 3MiHW BHECEHI B TEKCT
50 mr no 1 tabnetyiy BiANOBiAaIbHMI 3a MapKyBaHHS! yNakoBKW NikapcbKoro 3acoby LU0A0 3a3HauYeHHs
6nicTepi; no 1 abo no BMPOGHMLUTBO "in bulk” MiXXHapPOAHMX NO3HAaYeHb OAMHWLb BUMIPOBaHHS. 3amiHa
2 6nictepu B (nvwe ansa fo3yBaHHA po3giny «IpadiyHe ohopmIEHHSA YNaKOBKU» Ha PO3fin
KapTOHHI Kopoo6Lii; no 25 mr), NepBUHHY Ta «MapkyBaHHsa» MKA /13: 3anponoHosaHo: MAPKYBAHHA Y
4 TabneTkn y 6nictepi; BTOPWHHY yMNaKoBKY, BiNOBIAHOCTI 40 3aTBEPAKEHOro TEKCTY MapKyBaHHA. TepMiH
no 1, a6o no 2, a6o no KOHTPO/1b Ta BUMYCK BBEJEHHS 3MiH NPOTAroM 6 MicALIB NiCNsA 3aTBEPKEHHS.
3 6nictepu B cepii); KPKA, g.4.,
KapTOHHIlA KopoobLi HoBo mecTo,
CnoBeHis (BUPOBHUK,
BiANOBiAaIbHMI 3a
BMPOBHULITBO "in
bulk"(nuwe ans
[o3yBaHHA 50 Mr Ta
100 mr), NepBUHHY Ta
BTOPVHHY YNakoBKy)
48. BISBAPCUH® TabneTtku, o KPKA, a.4., CnoBeHisi KPKA, a.4., Hoso CnoBeHis BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasis: 3a UA/13484/01/03
Q-TAB® aucnepryloTbes B HoBo mecTo mMecTo, CrioBeHis 3MiHM | TUny - 3MiHKU WoA0 6e3nekn/edeKTMBHOCTI Ta peuyenmom
POTOBI NOPOXHWHI, NO (BMPOGHMK, hapmakoHarnagy (iHwi 3MiHW) - 3MiHW BHECEHI B TEKCT
100 mr no 1 TabneTui BignoBigasibHWi 3a MapKyBaHHS YNakoBKM /iKapCbKOro 3aco0y LLLOA0 3a3HAUYEHHSI
y 6nicTepi; no 1 abo BMPOGHMLTBO "in bulk” MiXXHapPOAHMX NO3HAYEHb OAMHULb BUMIPIOBaHHS. 3amiHa
no 2 6nictepu B (nvwe gnsa [o3yBaHHA po3sginy «IpadiyHe odhopmaEHHSA YNakoBKU» Ha po3fin
KapTOHHI kopobLi; no 25 Mr), NepBUHHY Ta «MapkyBaHHs1» MKSA /13: 3anponoHoBaHo: MAPKYBAHHA Y
4 TabneTkn y 6nictepi; BTOPWHHY YyNakoBKY, BifNOBIAHOCTI 40 3aTBEPAKEHOro TEKCTY MapkyBaHHSA. TepMiH
no 1, a6o no 2, abo no KOHTPO/1b Ta BUMYCK BBE/IEHHSA 3MiH NPOTAroM 6 MicALiB nicna 3aTBepAKEHHS.
3 6nictepu B cepii); KPKA, a.4a.,
KapTOHHIlA KopoobLi HoBo mecTo,
CnoBeHisa (BUPOOHUK,
BignoBiga/ibHWi 3a
BMPOBHULITBO "in
bulk"(nuwe gns
[fo3yBaHHA 50 mr Ta
100 mr), NepBuHHY Ta
BTOPUHHY YMakoBKY)
49, BOPMIN Tabnetkun gns Mini Benuka Menpo IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 3a UA/6434/02/01
XyBaHHSA rno 400 mr no Xenckepe BpuTaHis PapmacbloTUKanc 3MiHW | TUNY - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peuyenmom
1 a6o 3 Tabnetkn y Niviten Mpisart JlimiTeq, hapmakoHarnagy (iHwi 3MiHW) - 3MiHW BHECEHI B TEKCT

6nictepi; no 1

MapKyBaHHS YNaKOBKM /liKapCbKOro 3aco6y LL0A0 3a3HA4YEHHS!
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
6nicTepy B ynakosLi 3 MiXXHapOAHMX NMO3Ha4YeHb OAUHULIL BUMipIOBAHHS. BHeCeHHs
KapToHy 3MiH 40 po3giny "MapkyBaHHA" MKA J13: 3anponoHoBaHo:
3rigHo 3aTBEPAKEHOr0 TEKCTY MapKyBaHHS. TepMiH BBEAEHHS
3MiH NPOTArom 6 MicsLiB Mic/a 3aTBepAXEHHs
50. FEKCABIT apaxe, no 50 gpaxe y AT YkpaiHa AT "KNIBCbKUIA Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/4914/01/01
KOHTEHEepax "KNIBCbKW BITAMIHHUIA 3MiHu 3 AKOCTI. FOTOBMIA MiKapCcbKKiA 3aci6. Cuctema peuenma
(6aHoukax); no 1 kr " 3ABO4" KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa po3mipy ynakoBku
Opaxe B nakeTi BITAMIHHU roTOBOrO NiKapCbKOro 3acoby (BW/yYEHHS1 YNakoBKM NEBHOIO
nonieTnIeHoBoMy " 3ABOA" po3mipy).
noAgiiHomy BunyueHHsi ynakoBku no 50 apaxe y KoHTeiHepi (6aHouu,); no
1 KoHTeliHepy (6aHouLi) y nayui 3 Bi4NOBIAHUMM 3MiHAMM Y
po3gini “Ynakoeka”. 3MiHM BHECEHi B po34in "Ynakoska" B
IHCTPYKLUiO 4151 MeANYHOro 3aCTOCYBaHHSA /iKapCbKoro 3acoby
Yy 3B'13Ky 3 BU/TyYEHHSAM MEBHOTO PO3MipYy YNakoBKU, SK
HacnifokK - BUYYEHHS TEKCTY MapKyBaHHS BiAnoBiAHOT
YNaKkoBKM.
BBefeHHs 3MiH NPOTAroM 6-TW MICALIB NIC/1A 3aTBEPAKEHHS.
3MiHn | TURY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn). OHOBNEHHS TEKCTY
MapKyBaHHS YNakoBK/ Nikapcbkoro 3acoby 3 BHECEHHSIM
iHchopmauii LLoA0 3a3HAYEHHS OAMHULb BUMIPIOBAHHS Y
cucTtemi Sl. BHeceHHs 3MiH Jo po3giny “MapkyBaHHs” MKA N3.
BBefeHHs 3MiH NPOTAroM 6-TW MICALLIB NiC/1A 3aTBEPAKEHHS.
51. FEKCOPA/NI® | nbogsHUKK; Mo 4 TOB YkpaiHa HOHiKk ®apmacbioTuKasl IHgis BHECEHHS 3MiH 40 peecTpauiiHnX maTtepiasiiB: 3MiHn | Tuny - | Ne 1, Ne 8, UA/2174/01/01
NOPCENT 3lI NbOASHUKWL Y CTPUI; "[I>XOHCOH i NabopaTopis 3MmiHu Wwoao 6e3nekn/edpekTUBHOCTI Ta hapmakoHarnsagy (iHwi | Ne 12, Ne
CMAKOM no 2, 3 abo 4 ctpunu y JDKOHCOH (BippineHHs dipmun 3MiHU) - OHOB/IEHHS TEKCTY MapKyBaHHA YyrNakoBku fikapcbkoro |16, Ne 24 —
NMMOHA KapTOHHI KopobLi; no YkpaiHa" "Ix. B. Kemikans eHp, 3acoby 3 BHECEHHSIM iHGhopMaLiT WOoA40 3a3HAYeHHS O4NHNLb 6e3
8 NboJSAHUKIB Y dapmMacbioThKan3 BMMIpIOBaHHA y cuctemi Sl (BBefieHHsA 3MiH NpoTsArom 6 peyenma,
6nicTepi; no 2 abo 3 nra.") MicALIB MiCNA 3aTBEPLKEHHSR); 3MiHK | TUNY - AgMmiHicTpatusHi  |Ne 100 — 3a
6/1icTepun y KapTOHHii 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecy 3asiBHUKA peuenmom
Kopo6ui; no 1 (BnacHvKa peecTpauiiHoro NocBigYeHHs) - 3MiHa agpecu
NbOASHUKY Y NAIBL; 3as1BHMKA. 3MiHW BHECEHO B iHCTPYKLiO 415 MegnyHoro
no 1 NbOAAHUKY B 3aCTOCYBaHHS iKapCbKOro 3acoby LL00 MIiCLLe3HAXOLKEHHS
nnisyi; no 100 3asBHMKa (BBeAeHHA 3MiH NpoTArom 6 micauis nicns
NbOAAHUKIB Y NAIBLI Y 3aTBEPLKEHHS)
6aHLi 3
nonieTuneHTepedTan
ary
52. FENb renb, 1000 MO/r, no ToBapucTBO YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 6e3 UA/16419/01/01
FENAPUAHOB | 25t a6o 50 ry 1y6i; 3 06MeXeHo 3MiHW | TUNY - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peuyenmy
nin no 1 Ty6i y Kopo6ui 3 06MexeHo BiANOBIAA/IBHICTIO hapmakoHarnagy (iHwi 3MiHW) - 3MiHW BHECEHI B TEKCT
KapTOHY BiANoOBiga b "bapmaueBTuyHa MapKyBaHHS YNakoBK/ NikapCbKOro 3acoby LL0A0 3a3HauYeHHS
HiCTIO thipma "BepTtekc”, MiXHapOAHNX NO3HAYeHb OAVHWLL BUMIpOBaHHSA. BHeCEHHs
"papmaveBT Ykpaina 3MiH Jo po3giny “MapkyBaHHs” MKA 13": 3anponoHoBaHo:
nyHa chipma (BMpPOGHMLTBO 3 MapkyBaHHs. BignoBigHo [0 3aTBEPAKEHOrO TEKCTY
"BepTekc" npogykuii in bulk MapKyBaHHs BBefieHHA 3MiH NpoTArom 3-X micAuiB nicns

TosapucTsa 3
06MEXEHO

3aTBEPAXKEHHS
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Ne

Hassa

dopma sunycky

3asiBHUK

o KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
BignoBiga/bHICTIO
"PapmavueBTuyHa
KomnaHis "3g0pos'a"”,
YKpaiHa)
53. FENTOP- rpaHynar 3r/5r:no 5 TOB YkpaiHa TOB "®APMEKC Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 UA/17685/01/01
PAPMEKC r B nakeTi; no 30 "®APMEKC rPYMN", Ykpaina 3MiHK | TUny - 3MiHK Wo[o 6e3nekn/edheKTUBHOCTI Ta peyenma
NakeTiB y KAPTOHHIi reyn (Bunyck cepii); hapmakoHarnagy (iHwWi 3MiHK) - OHOBIEHHSA TEKCTY
KOpOO6L ToBapucTBO 3 MapKyBaHHS YNakoBK/ NiKapcbKoro 3aco6y 3 BHECEHHSM
obmexeHor iHchopmauii LLoA0 3a3HAYEHHS OAMHULb BUMIPIOBaHHS Y
BiNoBiAa/IbHICTIO cuctemi Sl. BHeCeHHs 3MiH A0 po3giny "MapkyBaHHA” B MKA
"PapmaueBTuyHa N3. 3anponoHoBaHy peakLito po3giny «MapkyBaHHs» MKHA
KomnaHis "3g0pos'a"”, N3 HapgaHo B HacTynHili pegakuii: MAPKYBAHHSA BignosigHo
Ykpaina (Bci cTagil [0 3aTBEPKEHOro TekcTy MapkyBaHHSA. TepMiH BBEAEHHSA
BUPOGHMLTBA, KPIM 3MiH NPOTAroM 6 MiCALIB MicNa 3aTBepAKEHHS
BMMNYCKy cepii)
54. FPUMNMNOCTA | kancynu TBepaj; no 10 CTALOA HimeuuunH CTALA HimeuuunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/4648/01/01
A®C Kancyn y énictepi; no ApuHanmiTT a ApuHaiimittens Al 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/ethekTMBHOCTI Ta peyenma
1 abo 2 6nictepn y enb Al hapMakoHarnaay (iHwWi 3MiHK) - OHOBMIEHHS TEKCTY
KapTOHHI KOpO6L MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby 3 BHECEHHSIM
iHchopmauii LLoA0 3a3HAYEHHS OAMHULL BUMIPIOBAHHS Y
cucTemi Sl. BHeCeHHst 3MiH A0 p. MapkyBaHHst MKA /13:
3anponoHoBaHo: MapkyBaHHSA. 3riHO 3aTBEPL)KEHOrO TEKCTY
MapKyBaHHS. BBeJeHHS 3MiH NPOTArom 6-Tu Micauis nicns
3aTBEPAKEHHS.
55. FPUMNMNOCTA | kpan/i Ha3a/bHi, CTALA HimeuuunH CTALA HimeuuunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/3090/02/02
A® PUHO po3uuH 0,05 %; no 10 ApuHaimiTT a ApuHaiimittens Al 3MiHM | TUNYy - 3MiHK WoAo0 6e3nekn/ethekTMBHOCTI Ta peyenma
0,05%, My donakoHi; no 1 enb Al thapmakoHarnsgy (iHwi 3MiHN) - OHOB/IEHHS TEKCTY
HA3ANbHI h/1aKOHY B KapTOHHii MapKyBaHHS YNakoBKM NiKapcbKoro 3acoby 3 BHECEHHAM
KPAN/I KopoobLi iHchopmauii LoA0 3a3HAYEHHS OAMHULL BUMIPIOBAHHS Y
cucTemi Sl. BHeceHHs 3miH [0 po3ainy «MapkyBaHHS» MKA
N13: 3anponoHoBaHo: 3rifHO 3aTBEPAXKEHOr0 TEKCTY
MapKyBaHHS. TepMiH BBEiEHHS 3MiH - MPOTAroM 6 MicALUiB
nicns 3aTBepKeHHS
56. FPUMMNOCTA | rpaHynu ans CTALA HimeuuunH No3zaH ®apma MvbX, HimeuuunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/17148/01/01
A® C BAIL, OpasibHOro PO3unHy Mo | ApuHanmiTT a Himeuunna 3MiHM | TMNYy - 3MiHK WoA0 6e3nekn/edhekTMBHOCTI Ta peyenma
2,02 r y cTik-nakeTuKy; enb Al (BMpOGHMLTBO hapmakoHarnsgy (iHwi 3mMiHn) - OHOB/EHHS TEKCTY
no 12 cTik-nakeTukiB y Hepo3dacoBaHoro MapKyBaHHS YNakoBK/ Nikapcbkoro 3acoby 3 BHECEHHSM
KapTOHHI Kopoobui NPOAYKTY, NepBuHHE iHchopmauii LLoA0 3a3HAYEHHS OAMHULL BUMIPIOBAHHS Y
Ta BTOPVHHE cucTemi Sl. BBeeHHS 3MiH NpoTArom 6-T MicAUiB micas
nakyBaHHSs, KOHTPO b 3aTBEPAKEHHS.
cepiin); CTAOA
ApuHaiimitTens Arl,
HimeyuunHa (Bunyck
cepii)
57. revnento Tabnetku, no 4 AHaHTa Benvka Aptypa IHais BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: Ne 4, Ne 10 UA/6965/01/01
TabneTkn y cTpuni; no Megikeap BpuTaHis dapmacbtoTikans lMeT. 3MiHu | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta - 6e3
1 cTpuny y KOHBeEpTI; nra. Nta., IHais; dnamiHro thapmakoHarnsgy (iHwi 3MiHN) - OHOB/IEHHS TEKCTY peyenma;
no 4 TabneTku y dapmacbloTUKaIc MapKyBaHHS YNakoBKW NikapCbKOro 3acoby 3 BHECEHHAM Ne 200 — 3a
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
cTpuni; no 1 ctpuny y nTg. iHchopmau,ii WoA0 3a3HaYeHHA OAVHNLb BUMIPIOBAHHS Y peyenmom
KoHBepTi; no 50 cuctemi Sl. BBefieHHs 3MiH NpoTArom 3-x micsauis nicas
KOHBEPTIB Y KapPTOHHIl 3aTBepKEHHSA
kopo6ui; no 10
Tabnetok y 6nictepi,
no 1 6nictepy y
kopobui (ans
BUPOGHMKa ApTypa
dapmacbtoTikans lMBT.
Nta)
58. OENPECAH TabneTku, BKPUTI ToBapucTBO YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/13811/01/01
NAiBKOBOO 3 06MEXEHO 3MiHK | TUNy - 3MiHK Wo[o 6e3nekn/edheKTUBHOCTI Ta peyenmom
060/10HKOI0, N0 5 Mr 06MexeHot BiNoBiAa/IbHICTIO thapmakoHarnagy (iHwi 3MiHW) - 3MiHW BHECEHI B TEKCT
no 10 TabneTtok y Bignosiganb "XapkiBcbke MapKyBaHHS YNakoBKM /iKapCbKOro 3acofy LL0A0 3a3HAYEHHS
6nicTepi; no 3 abo 6 HiCTIO hapmaLeBTUyHE MiKHapOAHWX NMO3HaYeHb OAUHULIb BUMIpIOBAHHS. BHeCeHHs
6nicTepiB y kopobui 3 "XapkiBCcbke nigNpPUEMCTBO 3MiH 40 po3giny “MapkyBaHHA” B 3aTBepmxeHnx MKA N13.
KapToHy hapmaveBT "340poB'a Hapoay", 3anponoHoBaHo: MapkyBaHHSA. BianoBigHO 40 3aTBEPAKEHOIO
N4He YkpaiHa (Bunyck TEKCTY MapKyBaHHs. BBefeHHs 3MiH MpoTsarom 6-Tv micsuis
nignpuemcTs cepii); ToBapucTBO 3 nicns 3aTBepkeHHs
0 "3p0poB'a 06MEXEHO
Hapoay" BifiNOBiga1bHICTIO
"®APMEKC I'PyMn",
YkpaiHa (yci ctagii
BMPOGHMLTBA,
KOHTPO/Ib SAKOCTI)
59. AENPECAH TabneTkun, BKpUTI ToBapucTtso YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/13811/01/02
NAiBKOBOIO 3 06MEeXeHO 3MiHK | TUNy - 3MiHK Wo[o0 6e3nekn/edeKTUBHOCTI Ta peuyenmom
060n0Hkot0, No 10 mr 06MexeHot BiANoBiga/IbHICTIO thapmakoHarnagy (iHwWi 3MiHK) - 3MiHW BHECEHI B TEKCT
no 10 TabneTok y Bignosigasb "Xapkiscbke MapKyBaHHS YNakoBKW /ikapcbKoro 3acoby LLoA0 3a3HauYeHHs
6nicTepi; no 3 abo 6 HICTIO hapmaueBTNyHE MiXXHapOAHNX MNO3HAYeHb OAMHNLb BUMIpOBaHHS. BHECEHHSs
6nicTepiB y kopobLi 3 "XapkiBCcbke nigNPUEMCTBO 3MiH 40 po3giny “MapkyBaHHA" B 3aTBEepmxeHnx MKA N13.
KapToHYy thapmauesT "3p0poB'a Hapoay", 3anponoHoBaHo: MapkyBaHHs. BignosigHo A0 3aTBepaKeHoro
nyHe YkpaiHa (Bunyck TEKCTY MapKyBaHHs. BBefjleHHsA 3MiH NPOTAroM 6-T1 MicALiB
nignpuemcTs cepii); ToBapncTBO 3 nicns 3aTBepKeHHs
0 "3p0poB'a 06MEXEHO
Hapoay" BigNoBiAa/IbHICTIO
"®APMEKC I'PY1",
YkpaiHa (yci ctagii
BUPOOHMLTBA,
KOHTPO/Ib SAKOCTI)
60. AEMNPECAH TabneTkun, BKpUTI ToBapucTBO YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/13811/01/03
N/1iBKOBOIO 3 obmexeHo 3MiHM | TUny - 3MiHK WoA0 6e3nekn/edhekTMBHOCTI Ta peyenmom
060/10HKO10, N0 20 Mr 06MEXeHOo BigNoBiga/IbHICTIO thapmakoHarnagy (iHwWi 3MiHW) - 3MiHW BHECEHI B TEKCT
no 10 TabneTok y BiAgnosigaib "XapkiBcbke MapKyBaHHS! YNakoBKW /ikapcbKoro 3acoby LoA0 3a3HauYeHHs
6nicTepi; no 3 abo 6 HiCTIO hapmaLeBTUUHE MiXXHapOAHMX MO3HaYeHb OAUHULIb BUMipIOBaHHS. BHeCeHHs
6nicTepiB y kopobLi 3 "XapkiBCcbke nigNpPUEMCTBO 3MiH 40 po3giny “MapkyBaHHA" B 3aTBEepaxeHnx MKA N13.
KapToHYy thapmauesT "3p0poB's Hapoay", 3anponoHoBaHo: MapkyBaHHS. BignosigHo A0 3aTBepAKEHOro
nyHe YkpaiHa (Burnyck TEKCTY MapKyBaHHs. BBefjeHHs 3MiH MPOTArom 6-T1 MicsLiB
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
nignprvemcTs cepii); ToBapucTBo 3 nicns 3aTBepmAKeHHs
0 "3p0poB'a 06MeXeHO
Hapoay" BifjNOBIgabHICTIO
"®APMEKC I'Py1",
YkpaiHa (yci ctagii
BMPOGHMLTBA,
KOHTPO/Ib AKOCTI)
61. OEUNCAH niodpinizat ana CaH IHais CaH ®apmacbloTvkan IHais BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/17360/01/01
PO34urHy Nns iHdysii PapmacboT IHgacTpi3 /114 3MiHK | TUNy - 3MiHK Wo[o 6e3nekn/edheKTUBHOCTI Ta peyenmom
no 50 mr 1 conakoH 3 nkan thapmakoHarnagy (iHwWi 3MiHK) - OHOBIEHHSA TEKCTY
niodpinizatom y IHoacTpi3 MapKyBaHHS YNakoBKM NiKapCbKoro 3aco6y 3 BHECEHHAM
KommnnekTi 3 1 Nimiten iHchopmauii LLoA0 3a3HaYEHHS OAMHULb BUMIPIOBAHHS Y
hnakoHoMm 3 cuctemi Sl. TepMiH BBEIEHHA 3MiH NPOTArom 6 micsAuiB nicns
PO34YMHHMKOM (Kanito 3aTBEPAKEHHS.
avrigpochocdart,
HaTpito rigpokcua,
BOAA ANs1 iH'EKLii) no
10 My KapTOHHii
Kopo6ui
62. AN®EPENIH nopoLuok no 11,25 mr INCEH ®paHuisa Mopotuok PpaHuis/ BHECEHHS 3MiH 1O peecTpaLiiiHnx maTepianis: PeecTpavjiiina 3a UA/9454/01/01
® Ta PO3YMHHKK ANs DAPMA BrnpobHMuTBO Ta ITanis hopMa Ha 3MiHW, Lo NoTPebyTb HOBOI peecTpaui (3rigHo peuenmom
cycneHsii Ans iH'ekuii nakyBaHHs: Haka3y MO3 Big 23.07.2015 Ne 460) - 3miHa cunu faii,
NPOSIOHrOBaHOro INMCEH ®APMA nikapcbKoi hopMu Ta Cnocoby 3aCTOCYBaHHS: 3MiHa abo
BMBINIbHEHHS, 1 BIOTEK, ®paHu,is; [0[aBaHHA HOBOTO LUMSAXY BBEAEHHS (3aTBEPAKEHO:
dh/1akoH 3 NOPOLLKOM Y Mavma- BHYTPILLHLOM'I30Ba iH'EKLIiSI; 3anpOnoOHOBaHO:
KOMMNEKTi 3 BUMNPOMIHIOBAHHS: BHYTPILLHLOM'A30Ba Ta NiALLKIpHA iH'EKLT)
PO3YUHHMKOM MO 2 M IMCEH ®APMA
(maHiT (E 421), BOga BIOTEK, ®paHuis MepiognyHICTb NOAAHHA PerynsipHO OHOBJIKOBAHOIO 3BITY 3
Ans iH'ekuin) B amnyni, abo 6e3neku, BiaNoOBiAHO A0 MopaaKy 34iCHEHHS
LnprLom ans CTEPIOXKEHIKC hapMakoHarnsgy, 3aTBepAXeHoro Hakasom MiHicTepcTea
0/f1HOPa3oBoOro ITANIA C.N.A., ITanis; OXOPOHW 30pO0B’A YKpaiHu Big 27 rpyaHsa 2006 poky Ne 898,
BUKOPUCTAHHA Ta BTopuHHe nakyBaHHA, 3apeecTpoBaHoro B MiHicTepcTBsi OCTULT YKpaiHu 29 ciyHsA
TpbOMa rosikamm (y KOHTPO/Ib SIKOCTi Ta 2007 poky 3a Ne 73/13340 (y pegakuii Hakasy MiHicTepcTBa
6nicTepHili ynakoBuj) y BUMNYCK NikapCbKoro OXOPOHU 370pOB'A YKpaiHu Bif 26 BepecHs 2016 poky Ne 996),
KapTOHHIA KOpO6L 3acoby: CTaHOBWTL: 3ri4HO 3i CTPOKamu, 3a3Ha4YeHUMU Yy NepioanYHOCTI
INMCEH ®APMA NoJaHHsA perynsipHuX 3BiTiB 3 6e3neku
BIOTEK, ®paHuis;
PO3UMHHKK
Bunpo6HMuTBO,
nepBUHHE NakyBaHHA
Ta KOHTPO/Ib AKOCTI:
CEHEKCI, ®paHuis;
BTopvHHe nakyBaHHSA
Ta BMUNycK cepii:
INCEH ®APMA
BIOTEK, ®paHuis
63. ANDIKNIP TabneTkun, BKPUTI Actennac HigepnaH BMPOGHMLTBO bulk: Kanaga/ BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3mMiHu | Tuny - 3a UA/14497/01/01
NAiBKOBOO dapma an MateoH IHk. (TPO), Higepnanan AZMiHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo agpecu | peyernmom
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
o60noHkoto, no 200 tOpon B.B. KaHaga; MiCLAl NPOBaXEHHS Ais/IbHOCTI BUPO6HMKa/iMnopTepa
mr; no 10 TabneTok y nepBuHHe Ta roToBOrO Nikapcbkoro 3acoby, BKYaoUy AiflbHALi BUNYCKY
6nictepi, no 2 a6o 10 BTOPVHHE NaKyBaHHS, cepii abo MicL,e NpoBeAEHHS KOHTPOJIIO AKOCTI. (LisIbHICT, 3a
6nicTepiB y KAPTOHHIl BMNYCK cepil: AKy BiANOBiAae BMPOGHMK/IMNOpTEpP, BK/OYAOUM BUMYCK Cepiid)
nauui Actennac ®apma - YTOUYHEHHs aapecu BUpobHuKa 13, BignosigansHoro 3a
lOpon B.B., nepBrHHE Ta BTOPVHHE MakyBaHHS, BUMNYCK cepii AcTennac
HigepnaHngu dapma tOpon b.B./Astellas Pharma Europe B.V., 6e3 3MiHu
MicLsi BUPOOHULTBA. 3MiHM BHECEHO B iHCTPYKLiO ANs
MeJMNYHOro 3aCTOCYBaHHS LLOAO MiCLLE3HAXOKEHHS
BMPOOHMKA 3 BiANOBIAHUMM 3MiHAMMW Y TEKCTi MapKyBaHHS
yNakKoBKM NiKapCbKoro 3acoby
64. ANDIKNIP TabneTkun, BKpUTI AcTtennac HigepnaH Actennac ®apma HigepnaHngm BHeceHHSs 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/14497/01/01
NNiBKOBOO Papma an tOpon B.B., / 3MiHM WoAo 6e3neku/etheKTUBHOCTI Ta thapmakoHarnagy (iHwi | peyenmom
060/10HKO10, N0 200 Mr HOpon B.B. Higepnanan KaHnapa 3MiHW) - BHECEHHSA 3MiH [0 po3ainy «MapkyBaHHs» MKA 13:
no 10 TabneTtok y (nepBuHHE Ta 3anponoHoBaHo: MapKyBaHHS BiANOBIAHO A0 3aTBEPAKEHOTO
6nictepi, no 2 abo 10 BTOPWHHE NakKyBaHHS, TEKCTY MapKyBaHHs1. OHOB/NIEHHS TEKCTY MapKyBaHHS yNaKkoBKu
6nicTepiB y KAPTOHHiIl BMNyck cepii); MaTeoH nikapcbKoro 3acoby 3 BHECEHHAM iHhopmalii Lwoao
nauuj IHk. (TPO), KaHaga 3a3HayeHHs oAVHMLb BUMIpOBaHHA y cuctemi Sl. BeegeHHs
(BMpo6HMUTBO bulk) 3MiH NPOTAroM 6 MicsALiB NiC/1A 3aTBEPAKEHHS.
65. AIA3ENAM- Tabnetkn no 5 mr no ToBapucTBO YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/10535/01/01
3H 10 TabneTok y 3 06MEXeHO 3MiHK | TRy - 3MiHK Wo[o0 6e3nekn/eddeKTUBHOCTI Ta peuenmom
6nicTepi, no 2 06MexeHot BiANoBiga/IbHICTIO thapmakoHarnagy (iHLWi 3MiHW) - BHECEHHSA 3MiH 10 pOo3ainy
6nicTepu y kopobLi 3 Bignosigasib "Xapkiscbke “MapkyBaHHsA" B 3aTBepakeHnx MKA J13. 3anponoHosaHo:
KapTOHY HicTIO thapmaueBTUyHe MapkyBaHHs. BignoBifHO A0 3aTBEPAKEHOrO TEKCTY
"XapkiBcbke nignpreMcTBO MapkyBaHHSA. OHOB/IEHHSA TEKCTY MapKyBaHHSA yNnakoBKu
thapmauesT "3p0pos'sa Hapoay" NikapcbKoro 3acoby 3 BHECEHHAM iHdhopmaLii Wwoao
nyHe 3a3HayYeHHs OAVHMLbB BUMIPIOBaHHA Y cucTemi Sl.
nignpuemcTs BBefeHHA 3MiH NPOTAroM 6-TW MICALB NIC/1A 3aTBEPAXKEHHS.
0 "3p0poB'a
Hapoay"
66. AIAKOPOVH Tabnetku TOB YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3MiHu Il Tuny - 3a UA/5731/01/03
® 120 NPOJIOHroBaHoI Aji No "CaHodi- Pecny6nika 3MiHM Wopo 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy. peyenmom
PETAPQ, 120 mr Ne30 (10x3): ABeHTIiC 3MiHU Y KOPOTKili XapakTepucTuL, NikapCbKoro 3acoby, TeKCTi
no 10 TabneTtok y YkpaiHa" MapKyBaHHS Ta IHCTPYKLUIT 415 MeANYHOro 3aCTOCYBaHHS Y
6nicTepi; no 3 3B'AA3KY i3 HOBUMW JaHUMW 3 AKOCTI, AOKNIHIYHUMMW, KIIHIYHUMYN
6nicTepy y KapTOHHIl JaHVMU Ta fjaHumy 3 hapMakoHarnsgy - 3MiHM BHECEHi A0
Kopobui IHCTPYKUii ANA MeAMYHOro 3aCTOCyBaHHS NiKapcbKoro 3acoby y
po3gin "MokasaHHa" Ta po3ginu: "dapmMakonorivHi
BnactmsocTi”, "MpoTunokasaHHs", "B3aemogis 3 iHWmMu
nikapcbk1UMK 3acobamu Ta iHLWi BUAW B3aEMOSiid",
"Oco6nMBOCTI 3acTocyBaHHSA", "3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHsA rpyaato", "3aaTHicTb BAMBaTH Ha
LWBMAKICTb peakuii Npy kepyBaHHi aBTOTpaHCNOPTOM abo
iHWKXMK mexaHi3mamun”, "Cnocib 3acTtocyBaHHsa Ta go3u”, "Oitn"
(peparyBaHHs iHhopmadii), "Mepepo3yBaHHSA", "TM06IYHI
peakuii"
67. AIPEHAA TabneTkun, BKpUTI AnBoreH NMokcemby NOBHUIA LMK Icnanis BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - 3a UA/13227/01/01
NAiBKOBOO IMKo C.ap.n pr BUPOGHMLUTBA: 3MiHM 3 IKOCTi. [0TOBWIA Nikapcbknii 3aci6. 3MiHK Y peuyenmom
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
060/10HKO, 3 Mr/0,02 NabopaTtopioc JleoH BMPOGHMLTBI. 3amiHa abo BBeAEHHS AOAATKOBOI Ai/TbHUL
Mr, 1o 28 TabneTok y dapma C.A., IcnaHis; BMPOBHMUTBA 415 YACTUHU abo BCbOro BUPOGHNYOro npoLiecy
6nictepi (24 Tabnetkn a/IbTepHaTVBHWI rOTOBOrO NiKAPCbKOro 3acoby (4isbHULS 418 BTOPUHHOTO
poxesoro Ta 4 BUPOGHWK, AKUI nakyBaHHS) - BBE[JEHHSA [,0ATKOBOI AibHUL AN BTOPUHHOTO
TabneTtku nnaue6o Bignosigae 3a nakysaHHs Atdis Pharma, S.L., IcnaHis
6inoro konbopy); no 1 BTOPVHHE NaKyBaHHSA: 3MiHn | TURY - 3MiHK 3 aKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
6nicTepy y navui 3 MAHAHTIAN 3MiHM y BUpO6GHMLTBI. 3amiHa abo BBeAEeHHS 40AATKOBOI
KapToHy IHTEIPA, C.JY., LiNbHUL BUPOBHMLTBA A/181 YACTUHM a60 BCbOro BUPOBHUYOIO
Icnanis; npouecy roToBOro /likapcbKoro 3acoby (AinbHuUs ons
ANbTepHaTUBHUI BTOPWHHOTO MaKyBaHHS).
BUPOGHWK, AKUi BBe/leHHSs 0AATKOBOI AiNbHUL 4151 BTOPUHHOIO NakyBaHHS
Bignosigae 3a MANANTIAL INTEGRA, S.L.U., IcnaHis; 3a3HayeHHs yHKLil
BTOPWHHE NaKyBaHHS: BXe 3aTBEepKeHOro BUpPO6HuKa.
ATAIC ®APMA, C.1.,
Icnanis
68. AOKCA303W1 | tabnetkv no 1 mr no ToBapucTBo YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/2974/01/01
H 10 TabneTok y 3 06MEXEHO 3MiHu | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuenmom
6nicTepi; no 3 obmexeHo BiANOBIAA/IbHICTIO thapmakoHarnagy (iHwi 3MiHKN) - BHECEHHS 3MiH A0 p.
6nicTepy B KOpOO6L; Bignosiganb "[ocnigHuii 3aBofg «MapKyBaHHs»
no 30 TabneTok y HICTIO "THLUIC", Ykpaina (Bci 3anponoHoBaHo: BignosigHoO [0 3aTBEPAKEHOr0 TEKCTY
6aHLji abo KoHTelHepi; "flocnigHuin cTagii BUpobHMLTBa, MapKyBaHHS. 3MiH/ BHECEHI B TEKCT MapKyBaHHS yNnakoBKu/
no 1 6aHui abo 3aBOf, KOHTPO/b AKOCTI, NikapCcbKoro 3acoby LUOAO 3a3HaYeHHS MKHaPOAHNX
KOHTeliHepy B kopo6bLi "rHUAC" BUNyCK cepii); no3HayeHb OAMHWLb BUMIPIOBaHHS. BBeAEHHS 3MiH NPOTAroM
3 KapTOHY ToBapucTBo 3 6-TV MicALiB NicNsA 3aTBEPAKEHHS
06MeXeHOI0
Bi4NoBiAa/IbHICTIO
"papmaLeBTUYHa
KoMnaHia "3gopos'a”,
Ykpaina (Bci cTagil
BMPOGHMLTBA,
KOHTPO/b AKOCTI,
BUNyCK cepii);
ToBapucTBO 3
06MeXeHOI0
Bi4NoBiAa/IbHICTIO
"®APMEKC rpyn",
Ykpaina (Bci ctagil
BUPOGHMLTBA,
KOHTPO/Ib SIKOCTI,
BUMYCK cepil)
69. AOKCA303U | Ttabnetku no 2 mr no ToBapucTeo YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/2974/01/02
H 10 TabneTok y 3 06MEeXeHO 3MiHK | TNy - 3MiHK Wo[0 6e3nekn/eddeKTUBHOCTI Ta peuyenmom
6nicTepi; no 2 06MexeHot BiANoBiga/IbHICTIO hapmakoHarnagy (iHwWi 3MiHK) - BHECEHHSA 3MiH [0 p.
6nictepy B kOpoo6L;i 3 Bignosiganb "[locnigHwii 3aBof «MapKyBaHHs»
KapTOHYy HICTIO "THLIC", Ykpaina (BCi 3anponoHoBaHo: BignosigHo [0 3aTBEPAKEHOr0 TEKCTY
"ocnigHnii cTafii BUpobHMLTBA, MapKyBaHHS. 3MiHN BHECEHI B TEKCT MapKyBaHHS ynakoBKU
3aB0/, KOHTPO/Ib AKOCTI, NiKapCbKoro 3acoby LWoA0 3a3HaYeHHA MKHAPOHUX

"rHyact

BMNyCK cepii);

no3Ha4YeHb OAMHNLL BUMipIOBaHHS. BBeeHHS! 3MiH MPOTSroM
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BIionyckKy

Howmep

peecmpayiliHo2o

nocsi04YeHHs

ToBapucTBO 3
obmexeHoto
BiANOBIAA/IBHICTIO
"PapmaueBTuyHa
KoMnaHis "3gopos'a”,
Ykpaina (Bci ctagii
BMPOGHMLTBA,
KOHTPO/Ib AIKOCTI,
BUMNYCK cepi);
ToBapucTBO 3
obmexeHoto
BiANOBIAA/IBHICTIO
"®APMEKC IPy1i",
Ykpaina (Bci cTagil
BMPOGHMLTBA,
KOHTPO/b AKOCTI,
BMNYCK cepii)

6-TV MicALiB NiCNSA 3aTBEPKEHHS

70.

AOKCA3031
H

Tabnetku no 4 Mr no
10 TabneTok y
6nictepi; no 2
6nicTepy B KOpo6Li 3
KapTOHY

ToBapucTeo
3
06MEeXEHO
Bignosigaib
HiCTIO
"focnigHnii
3aB0f,
"rTHUAC"

YkpaiHa

ToBapucTBO 3
06MeXeHOI0
Bi4NoBiAa/IbHICTIO
"[locnigHwin 3aBof
"THLUC", Ykpaina (Bci
cTafii BUpo6bHMLTBA,
KOHTPO/Ib SIKOCTI,
BUNYyCK cepii);
ToBapucTBO 3
06MEXEHO
Bi4NOBIfANbLHICTIO
"PapmaueBTuyHa
KomnaHis "3g0pos'a"”,
Ykpaina (Bci ctagii
BUPOGHMLTBA,
KOHTPO/Ib SIKOCTI,
BUNYyCK cepii);
ToBapucTBO 3
06MEXEHO
Bi4NOBIfANbLHICTIO
"®APMEKC Irpyn",
YkpaiHa (Bci cTagii
BMPOGHMLTBA,
KOHTPO/Ib AKOCTI,
BUMYCK cepii)

Ykpaina

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis:
3MiHM | TUNy - 3MiHK WoA0 6e3nekn/edhekTMBHOCTI Ta
hapmakoHarnagy (iHwWi 3MiHK) - BHECEHHS 3MiH [0 p.
«MapKyBaHHs»
3anponoHoBaHo: BianosigHO A0 3aTBEPAKEHOIO TEKCTY
MapKyBaHHS. 3MiHW BHECEHi B TEKCT MapKyBaHHS yNakoBKM
NiKapcbKoro 3acoby LLOoA0 3a3Ha4YEHHS MiXXKHAPOAHMX
no3Ha4yeHb OAVHVLL BUMIPIOBaHHA. BBeAeHHS 3MiH NpoTArom
6-T MicsLIB NicNs 3aTBEPKEHHS

3a
peyerimom

UA/2974/01/03

71.

AOKCENIH-
3H

Kancynu teepai no 25
Mr no 10 kancyn
TBEpPAMX Yy 6AicTepi; no
3 6nicTepu y Kopobui 3
KapToOHY

ToBapucTeo
3
o6mexeHo
Bignosiganb
HiCTIO
"XapkKiBCbke

Ykpaina

ToBapucTBO 3
obmexeHoto
BigNoBiAa/IbHICTIO
"XapkiBcbke
hapmaLleBTUUHe
nignNpPMeEMCTBO

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis:
3MiHM | TUNY - 3MiHK WoA0 6e3nekn/ethekTMBHOCTI Ta
thapmakoHarniagy (iHwi 3MiHW) - BHECEHHS 3MiH [0 po3ainy
“MapkyBaHHA" B 3aTBepaxeHnx MKA /13. 3anponoHoBaHo:
MapkyBaHHs. BianosigHo [0 3aTBEPAKEHOIO TEKCTY
MapKyBaHHS. OHOB/IEHHSA TEKCTY MapKyBaHHSA yNakoBKM

3a
peyenmom

UA/16778/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
thapmaueBT "3p0poB's Hapoay" nikapcbKoro 3acoby 3 BHECEHHAM iHdhopmaLi Wwoao
nyHe 3a3HayeHHs OAVHMLL BUMIPIOBaHHA Y cucTemi Sl.
nignprvemcTs BBefeHHs 3MiH NpoTArom 6-T1 MiCALIB NiCNA 3aTBEPAKEHHS.
0 "370poB'a
Hapogy"
72. AOKCUUUMKAI | kancynu no 100 mr, no | ToBapucTBO YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/1307/01/01
HY 10 kancyn y 6nictepi; 3 obmexeHo 3MiHM | TUMy - 3MiHW 3 AKOCTIi. FOTOBWIA NiKapcbKuii 3aci6. peyenmom
FIAPOXTIOPU | no 1 6nictepy y 06MeXeHo Bi4NoBiAa/IbHICTIO KOHTpO/1b roTOBOro NikapcbKoro 3acoby. 3miHa napameTpis
A KOpO6Li 3 KapTOHY Bignosigaib "papmaLeBTUYHa cneundikauii Ta/abo AONYCTUMMX MEX FOTOBOTO NiKapCbKoro
HiCTIO KoMnaHia "3gopos'a”, 3aco06y (iHWi 3MiHK) - 3MiHK Y cneumdikalii BUNpobyBaHHS 3a
"XapkiBcbke Ykpaina (Bci cTagil nokasH1koM «CynpoBifHi fOMILLKW», (3aTBEPAYKEHO: He
hapmavueBT BUPOGHMLTBA, Ginblue 2% MeTauukiiHy, 2% 6-enoKCMUUKIIHY, He Ginblue 5%
N4yHe KOHTPO/b AKOCTI); 6yAb-AKOI iHLLOT AOMILIKW; 3aNpONOHOBaHO: He Ginblue 2,0%
nignpuemcTs ToBapucTBo 3 Oomiwwkm A, He 6inblue 0,5% fgomiwku B, He 6inbLue 0,2%
0 "340poB'A obmexeHor pomiwkm C, He binbwe 1,2% pfomiwkn F, He Ginblue 0,2%
Hapoay" Bi4NoBIfANbLHICTIO 6yAb-AKOI iHLLOI AOMILIKK, He Ginblue 3,0% cymu AOMILIOK;
"®APMEKC I'Pyn", CynyTHs1 3MiHa - 3MiHW 3 sIKOCTi. FOTOBWMIA Nikapcbkuii 3aci6.
YkpaiHa (Bci cTagii KOHTpPO/Ib rOTOBOrO /liKapCbKOro 3acoby. 3MiHa y meTogax
BMPOGHMLTBA, BMNPOGYBaHHA rOTOBOr0 NiKapCbKoro 3acoby (iHLWi 3MiHK Y
KOHTPOb SKOCTI); MeTofax BunNpobyBaHb (BKIOYaK4YM 3aMiHy abo
TosapucTBo 3 [OMNOBHEHHS))-3MiHN Y MeToAax BUNPOOYBaHb 19 NoKasHuka
06MeXeHOI0 «CynpoBigHi AOMILLKN»Y 3B A3KY 3 YAOCKOHaUTIEHHAM MeToay
Bi4NoBiAa/IbHICTIO BuNpobyBaHb BEPX; 3MiHu | Tuny - 3mMiHM 3 sikocTi. FoToBUIA
"XapkiBcbke nikapcbknii 3aci6. KOHTPOb FOTOBOTO J1iKAPCbKOro 3aco0y.
hapmMaueBTNyHe 3miHa napameTpiB cneuudikaLiin Ta/abo fonycTUMNX MeX
nianpreMcTBO roTOBOrO NiKapCbKOro 3acoby (BUY4YEHHS HE3HAYHOro
"3[0poB'a Hapoay", nokasHuka (Hanpuknag, 3actapifioro nokasHuka, Takoro sik
YkpaiHa (Bunyck cepii) 3anax Ta cMak, abo igeHTudikaLis 6apBHUKIB U1 CMaKOBUX
[06aBoK));
BunyueHHs1 nokasHuka «Po3nagaHHsa» 3i cneumdikauii Ha
roTOBY MPOAYKL,i0, OCKINbKM Y cneundikauii Bxe HasBHUM
NOKa3HWK «PO3YMHEHHS». 3MiHM | TURY - 3MiHW 3 AKOCTI.
[oToBUIA Nikapcbkumii 3aci6. KOHTPO/Ib FOTOBOTO /iKapCbKOro
3aco6y. 3MiHa y MeTofax BUNPobyBaHHS rOTOBOrO
niKapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEpPKEHNX
MeToAax BUNPOOYBaHHS) - BHECEHHS 3MiH A0 METOfIB
KOHTPOJT0 AIKOCTi FOTOBOTO /1iKapCbKOro 3acoby 3a MOKa3HUKOM
“P0O34YMHEHHSA" Y 3B’A3KY 3 Y40CKOHaUIEHHAM MeToay
BMNpPo6yBaHb
73. OOKCOPYBIL, | koHueHTpaT ans EBEBE ABCTpis EBEBE ®apma ABCTpis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/1379/01/01
MNH "EBEBE" PO34nHy AN8 iHdYy3ii, Papma lec.m.6.X. Hoor. KT, Himeuunna 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/ethekTMBHOCTI Ta peyenmom
2 mr/mn; no 5 mn (10 Fec.m.6.X. ABCTpist (MOBHWIA LMK hapMakoHarnisgy. 3miHa y KOpoTKiii XapakTepucTuui
Mmr), no 25 mn (50 mr), Hdor.KI BMPOGHMLTBA);

no 50 mn (100 mr),
a6o no 100 mn (200
Mr) y doiakoHi; no 1
(h/1aKOHY B KapPTOHHiiA

Kopobu,i

3eiibepcaopc Nlabop
M6X, ABCTpis
(TecTyBaHHs); Nlabop
N1C CE & Ko. KT,
HimeuunHa

nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeJMYHOro 3aCTOCYBaHHS Ha NiAcTaBi perynspHo
OHOBJOBAHOrO 3BITY 3 6e3MNeKN NiKapcbkoro 3acoby, abo
[ocnimpKeHb 3 6e3Mnekn 3acTocyBaHHS JlikapCbKoro 3acoby B
nicnapeecTpaviiiHunii nepiog, abo ik pesynbTar OLiHKY 3BiTY 3
OocnifpkeHb, NpoBeAeHMX BigNOBIAHO A0 M1aHy negiaTpuydHnx
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
(TecTyBaHHs); MIJ1 pocnimkeHb (PIP) (iHWwi 3MiHW) - 3MiHW BHECEHi [0 IHCTPYKUIT
Mikpobionoriwec 011 MeUYHOro 3aCTOCyBaHHSA NiKapcbKoro 3acoby y po3ain
Mptodhnabop M6X, "B3aemogis 3 iHWYMK nikapcbkMMK 3acob6amu Ta iHLWi BUAn
ABCTpIsi (TECTYBaHHS) B3a€EMOZji1" BIiANOBIAHO 4O OHOBMEHOT iHGhopMaLii Wwoao
6e3neku Ajto4oi pevyoBuUHW. BBeeHHS 3MiH NPOTAroM 6-Tu
MiCALIB MicNs 3aTBEPKEHHS
74. AONOKCEH TabneTku, BKpUTI €8Bpo Benuka IHOokO Pemepic IHAjA BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/8051/01/01
NAiBKOBOK 0H60/TI0HKOI0 Naiidokep BpuTaHis Nimiteq, IHAis; MFanda YTOUYHEHHS BUPOBHWKIB B NPOLLECi BHECEHHS 3MiH BiZNOBIAHO | peyenmom
no 10 Tabnetok y nrp Na6opaTtopis /T4, [0 peecTpauiiiHoro noceigyeHHs. MNonepeaHsa pegaxuis:
6nicTepi; no 2 a6o 10 HOHIT 1 IHooko Pemegic NlimiTen, IHAis. MponoHoBaHa pefakuis:
6nicTepiB y KAPTOHHiIl IHooko Pemegic Nimites, IHAis; MFanda Nabopatopis /1T, FOHIT
Kopobu,i 1, Ingjs
3MiHu | TUNY - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs abo 3MiHM 0 y3arasibHeHNX
AaHux nNpo cuctemy chapmakoHarnsgy (BBeAeHHS
y3arasibHeHUX JaHux Npo cucTemy dapmakoHarnsgy, 3mMiHa
YNOBHOBaXEHOI 0CO6W, BiANOBIAAILHOI 32 3iiCHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobu 3 dhapmakoHarnagy
3aABHUKa 419 3AiICHeHHA hapMakoHarnagy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, yNOBHOBaXeHOI 0cobu, BiANOBIAa/IbHOT 3a
3[jicHeHHs hapmakoHarsay (BKIYatoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLeHHI MacTep-aiina cuctemu
thapmakoHarnsgy). 3miHa ynoBHOBaXKeHOI 0CO6M 3as1BHYMKA,
BIANOBIAA/IbHOI 32 34iiCHEHH:A hapmakoHarnagy:
MponoHoBaHa pepakuist — benikoBa CeiTnaHa MuxaiinisHa.
3MiHa KOHTaKTHUX AaHuX YNOBHOBaXeHOI ocobu,
BignoBiga/IbHOI 3a dhapmakoHarnsg
75. APOTABEPW | Ta6bnetkv no 40 mr, no | ToBapucTBO YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHuXx maTepianis: 6e3 UA/10344/01/01
H 10 TabneTok y 3 06MEXEHO 3MiHu | TUNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenma
6nictepi; no 1 a6o 2 06MEXEHO BigNoBiAa/IbHICTIO thapmakoHarniagy (iHwi 3MiHK) - 3MiHWU BHECEHI B TEKCT
6nictepu B KOpo6Lli 3 BiANoOBiganb "flocnifHwin 3aBof MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby LL0A0 3a3HauYeHHs
KapToHy; no 10 HiCTIO "M'HUC", YkpaiHa (BCi MDKHapOAHMX NMO3HaYeHb OAUHULIL BUMIpIOBAHHSA. BHeCEHHs
TabneTtok y 6ricrepax "focnigHnii cTafji BUpoGHNLTBA, 3MiH A0 p. «MapKyBaHHs»
3aBOf, KOHTPO/b AKOCTI, 3anponoHoBaHo: BianoBigHO A0 3aTBEPAKEHOrO TEKCTY
"rHuC! BUMNYCK cepil);

ToBapucTtso 3
obMexeHo
BiANOBIAA/IBHICTIO
"®apmaueBTMyHa
KOMnaHis "340poB'a,
Ykpaina (Bci cTagii
BUPOOHMLTBA,
KOHTPO/1b SIKOCTI,
BUMNYCK cepil);
ToBapucTtso 3
o6MexeHo
BiANOBIAA/IBHICTIO
"®APMEKC IrPyn",

MapKyBaHHS. BBeJeHHS 3MiH NPOTArom 6-Tu micauis nicns
3aTBEPAKEHHSA
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
YkpaiHa (Bci cTagii
BUPOGHMLTBA,
KOHTPO/Ib SIKOCTI,
BMNYCK cepii)
76. EFICTPO30/1 | Tabnetku, BKpUTI 3AT YropwpmHa | 3AT ®apmaueBTUYHNMiA IcnaHis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/9959/01/01
NAiBKOBOO PapmaueBT 3aBof ElIC, YropLmHa 3MiHK | TUny - 3MiHK Wo[o 6e3nekn/edheKTUBHOCTI Ta peyenmom
060n0HKOI0, N0 1 Mr NYHWIA 3aBO, YropwuHa; CiHTOH hapmakoHarnagy (iHwWi 3MiHK) - BHECEHHSA 3MiH [0 p.
no 14 tabneTtok y ErC XicnaHist, C.J1. MapkyBaHHA MKA N13:
6nicTepi, no 2 3anponoHoBaHo: MapkunpoBka. B cooTBeTCTBUM C
6nicTepy B KAPTOHHIA yTBEPXAEHHbIM TEKCTOM MapKUpPOoBKY. BBeAeHHS A0AATKOBOrO
ynakosLi; no 10 nakyBaHHS i3 HAHECEHHS! OHOB/IEHOrO TEKCTY MapKyBaHHS Ta
Tabnetok y 6aictepi; BHECEHHAM iHthopMaLii LLOAO 3a3HaYEHHS OAUHULb
no 3 abo no 9 BMMIpIOBaHHA y cuctemi Sl.
6nicTepiB y KAPTOHHiIl BBefeHHs 3MiH NPOTAroM 6-Tu MICALIB NiC/A 3aTBEPAXKEHHS
ynakoBLi
77. EFITUHIA Kancynu Teepai no 3AT YropwumHa Mab'saHiubki 3aknaan Monbwa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/15887/01/01
100 mr no 15 kancyn y dapmaveBT dapmaueBTUYHI 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/ethekTMBHOCTI Ta peyenmom
6nicTepi; no 4 abo no WNYHUIA 3aBOS, Monbgpa C.A. hapmakoHarnsgy (iHwi 3MiHK) - BBEAEHHST [04ATKOBOrO TEKCTY
8 6nicTepiB y KOpobLi Eric MapKyBaHHS1 yNakoBKU NMiKapcbKoro 3acoby i3 3a3Ha4eHHAM
MDKHapOAHMX NMO3HaYeHb OAUHULIL BUMIpIOBAHHSA. BHeCEHHs
3MiH A0 p. MapkyBaHHs MKSA /13: 3anponoHoBaHo:
MapkupoBka. B cooTBETCTBMM C yTBEPXAEHHBIM TEKCTOM
MapKMpoBKY BBeAEHHSA 3MiH NpOTArom 6-Tu Micauis nicns
3aTBEPAKEHHSA
78. EFITUHIA Kancynu Teepai no 3AT YropwuHa Mab'aHiubki 3aknaan Monbwa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/15887/01/02
400 mr no 10 kancyn y dapmaveBT dapmaueBTUYHI 3MiHM | TUNYy - 3MiHK WoAo0 6e3nekn/ethekTMBHOCTI Ta peyenmom
6nicTepi; no 3 WNYHWIA 3aBOf, Monbpa C.A. thapmakoHarnagy (iHwi 3MiHW) - BBeAEHHS J0AATKOBOro TEKCTY
6nicTepa y KapTOHHil ErC MapKyBaHHS YNakoBKM /iKapCbKOro 3acofy i3 3a3Ha4eHHsIM
KopoobLi MDKHapOAHWX NMO3HAaYeHb OAUHULIL BUMIpIOBAHHSA. BHECEHHs
3MiH g0 p. MapkyBaHHa MKS /13: 3anponoHoBaHo:
MapkupoBka. B cOOTBETCTBMM C yTBEPXAEHHBIM TEKCTOM
MapKMpoBKY BBeAEHHSA 3MiH NpOTArom 6-Tu Micauis nicns
3aTBEPAKEHHS
79. EKCTPAHIN po34uH ans Bakctep IpnaHgis Bakctep Xenckea C.A. IpnaHgis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/3426/01/01
nepuToHeasIbHOro Xernckea 3MiHK | TURY - 3MiHK 3 SIKOCTIi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
aianisy; no 2,5 n C.A. KOHTponb AONOMKHUX peyoBMH. 3MiHa Y MeTofax
pO34unHyY y BMNPOBYBaHHS AOMNOMIDXHOI peqoBUHM (IHLWI 3MiHW Y MeTofax
N1acTMKOBOMY MILLIKY, BMNPOOYBaHHA (BKIIOYAOuM 3amiHy abo AofasaHHs)) - 3MiHa
obnagHaHomy nonsrae y AoAaBaHHi albTEPHATUBHOIO METOAY BU3HAYEHHS
iH'EKLiAHUM NOPTOM i [OMILLKM a/TlOMiHIl0 y AONOMDXHIV pevyoBUHi Boga ans iH ekuii.
3'efjHyBayeM, 3miHu | TMRY - 3MiHK 3 skocTi. CepTudiikart BignosigHOCTI/ME-
BKaf,EHOMY Y cepTudikaT BignoBigHOCTI EBpoNenchkiii
npo3opuii thapmakonei/moHorpadii. NMogaHHsA HOBOro abo OHOBJIEHOTO

NNacTUKOBUIA NaKeT;
no 4 KOMNAEKTN Y
KapTOHHIA Kopo6Lii; no
2,5 N1 po3UnHy y
N1acTVKOBOMY MILLKY,

cepTtudbikaTa BiANOBIAHOCTI ab0 BUNYyYeEHHS cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns A®l; ons
BUXiQHOrO MaTepiasny/peareHTy/npoMiKHOro NPOAYyKTY, L0
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; A5 AONOMIKHOT
pevoBUHM (cepTudiikaT BiANOBIAHOCTI EBpoNeichbkil
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BIionyckKy

Howmep

peecmpayiliHo2o

nocsi04YeHHs

obnagHaHomy
iH'EKLiiHUM nopToM, 3
iHTerpoBaHnmM 3a
[10MOMOroo BOX
marictpaneit i Y-
3'eHyBa4a NOPOXHIM
NNacTVKOBUM MiLLKOM
ONS ApeHaxy,
BKAJEHNX Y
npo3opuii
nNacTVKOBUI NakeT;
no 4 KOMMN/IEKTN Yy
KapTOHHIA Kopo6Li; Mo
2,0 N1 po3UnNHYy y
N1acTMKOBOMY MILLIKY,
obnagHaHomy
iH'EKLiIHUM NOPTOM i
3'e4HyBayvem,
BK1afleHoMy y
npo3opuii
NNacTUKOBUIA NaKeT;
no 5 KOMM/IEeKTIB y
KapTOHHIA KopobL;
no 2,0 /1 po34nHy y
NNacTVKOBOMY MiLLKY,
obnagHaHoMy
iH'€KLiiHUM nopToMm, 3
iHTerpoBaHvm 3a
[10NOMOrot BOX
marictpanei i Y-
3'eiHyBa4a NOPOXHIm
NNacTVKOBUM MiLLKOM
AN APEHaxy,
BKMaJEHNX y
npo3opuii
NNacTUKOBUIA NaKeT;
no 5 KOMM/IEeKTIB y
KapTOHHI KopoobLi

thapmakonei) - HoBuii cepTudikat Bif HOBOrO BUPOGHUKaA
(3amiHa abo AONOBHEHHS) - MogaHHsA HOBOTO cepTudikaTy
BiANOBIAHOCTI €BpONeNcbkMii dhapmakonei Big HOBOro
BMpo6HUKa Ana A®I HaTpito xnopug Salinen Austria AG,
Austria (Ne R1-CEP 2004-315-Rev 02). 3aTBepaxeHuii
BMPOGHMK AD| HaTpito xnopug Esco France Sas (European
Salt Company), ®paHuis (Ne R1-CEP 2010-083-Rev 00)

80.

EMOKNOT

MOPOLUOK T&
PO3YMHHWK A4N1A
pO34uHY ONs iHy3il,
500 MO/10 mn,
onakoH Ne 1 3
nopotukom no 500 MO
y KOMMNEeKTi 3
PO34MHHMKOM (BOAA
Ans iH ekuiin) no 10 mn
y donakoHi Ne 1 Ta

KepnpioH
C.nA

ITanis

KEAPIOH C.IN.A.

ITanis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHUW | TUNY - 3MiHW 3 AKOCTi. MeAunyHi npucTpoi. 3MiHa
NpUCTPOIB [/19 BUMIPIOBaHHSA 1031 ab0 BBEEHHS NiKapCbKOro
3acoby (goAaBaHHs abo 3amiHa NPUCTPOLO, SKNIA He €
HeBi'EMHOI YaCTUHOK NEePBUHHOI YNakoBku) - MpUCTpIli, SKWiA
mae CE-mapkyBaHHs (B.IV.1. (a)-1. IB) - JoaaBaHHsA
anbTepHaTUBHOIO KOMMOHEHTY NPUCTPOIO /19 BBEAEHHS
NikapCcbKoro 3acoby — rosikn-meTenvka, wo mae CE-
MapKyBaHHs, BUpoOHULTBa komnaHii Multimedical

3a
peyerimom

UA/17394/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
Habopom ans
PO3YMHEHHS |
BBEAEHHS Y KAPTOHHIN
Kopo6u,i
81. EMOKNOT NMOpPOLLOK Ta KeapioH ITania KEAPIOH C.M.A. ITanis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/17394/01/02
PO3YMHHUK ANA C.n.A. 3MiHW | TUMY - 3MiHK 3 AKOCTi. MeaunuHi NpucTpoi. 3MiHa peyenmom
pO34nHy A5 iHdy3il, NpUCTPOIB A/19 BUMIpPOBaHHA 1031 ab0 BBEEHHS /iKapCbKOro
1000 MO/10 mn, 3aco6y (goaaBaHHs abo 3amiHa NPUCTPOLO, KNI He €
chnakoH Ne 1 3 HeBif'EMHOI0 YaCTUHOK NEePBUHHOI YNakoBku) - MpUCTpili, SKWii
nopotukom no 1000 mae CE-mapkyBaHHsA (B.IV.1. (a)-1. IB) - JogaBaHHsA
MO y komnnekTi 3 aIbTEPHATUBHOIO KOMMNOHEHTY NPUCTPOIO A/151 BBEAEHHS
PO34YMHHMKOM (BOAA nikapcbKoro 3acoby — ronku-mMeTenvka, wo mae CE-
Ans iH ekuiin) no 10 mn MapKyBaHHs, BUpo6HMLTBa KoMnaHii Multimedical
y thnakoHi Ne 1 Ta
Habopom ans
PO3YMHEHHS |
BBEJEHHA Y KApTOHHIiA
Kopobu,i
82. EHANAMPWUN | Ttabnetku, 10 mr/12,5 ToBapucTBo YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/1350/01/01
-HL- mr, no 20 a6o no 30 3 06MEXEHO 3MiHKM | TURY - 3MiHK 3 SKoCTi. CepTudikaT BiANoBIAHOCTI/NE- | peyenmom
340POB'A TabneTtok y 6nictepi; 06MEXEHO BigNoBiAa/IbHICTIO cepTugikaT BiAMNOBIAHOCTI €BPONENChKil
no 1 6nictepy B Bignosiganb "papmaLeBTU4Ha thapmakonei/MoHorpadii. NogaHHA HOBOro abo OHOB/IEHOTO
KapTOHHIlA KopooLi HiCTIO KoMnaHis "3popos'a” cepTugikaTa BignNoBiAHOCTI ab0 BUy4YeHHs cepTudiikara
"dhapmaueBT BiANOBIAHOCTI €Bponelicbkiii dhapmakonei: ans Adl; ans
N4Ha BUXiQHOro MaTepiasny/peareHTy/npoMixXKHOro NPoAyKTY, L0
KOMnaHis BVKOPUCTOBYIOTHCA Y BUPOOHULTBI ADI; A5 AONOMIKHOT
"3p0poB'sa” pevoBUHM (cepTudikaT BiANOBIAHOCTI €BpONECchbKil

hapmakonei) - OHoBeHWIA cepTudikar Bif yxe
3aTBEPKEHOro BUPOGHYKA -
nofaHHs OHOBJ/IEHOro cepTuddikarta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei ana A®l EHananpuny maneart Big,
BXe 3aTBepxeHoro BupobHuka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD., China 3 yTOYHEHHSIM
HaliMeHyBaHHS Ta agpecu BUpo6HUKa MNpuBeaeHHA METOANKN
BU3HAYEHHS 3a/IMLLKOBUX KiTbKOCTEN OpraHiyHMX PO34MHHUKIB
Ta METOAMKV BU3HAYEHHS 3aUIMLLKOBOI KifIbKOCTI kaTasisaTopa
BMpo6HuKa ZHEJIANG HUAHAI PHARMACEUTICAL CO.,
LTD., China go oHosneHoi Bepcii CEP. BupobHuua ginbHuus,
npouec BUPOBGHULITBA Ta CXema CUHTE3Y 3a/INLLIalTbCA
He3MiHHUMK. 3aTBepaxeHo: R1- CEP 2000-053-Rev 03
(Zhejiang Huahai Pharmaceutical Co., Ltd., China)
3anponoHoBaHo: R1- CEP 2000-053-Rev 05 (ZHEJIANG
HUAHAI PHARMACEUTICAL CO., LTD., China)
3MiHuW | TUNY - 3MiHK 3 SIKOCTi. TOTOBWIA NikapcbkuMii 3aci6.
CuncTema KoHTeliHep/3aKkynoproBasibHUIA 3aci6. 3MiHa
noctavasibHuKa nakyBaslbHUX MaTepiasliB abo KOMMNEKTYIUNX
(AKLW0 3a3HaYeHOo B A0ChE) (3aMiHa abo AoAaBaHHsA
noctayaibHuka) - BBeeHHs AOAATKOBUX BUPOOHWMKIB
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BIionyckKy

Howmep

peecmpayiliHo2o

nocsi04YeHHs

NepBMHHOTO NakyBaHHs (honbru anomiHiesoi) AT
“TexHosoris”, YkpaiHa Ta TOB “Antpeiin”, YkpaiHa.
Cneumdikanii Ta MeToan KOHTPOIH SIKOCTi IAEHTUYHI. AKIiCHI
ab0 KifbKiCHI 3MiHM CKnagy nakyBaslbHOTO MaTepiasy BifCyTHi.
3anponoHoBaHo: BAT «Pycan CasiHan», Pocilicbka
Pepgepadis, “TexHonoris”, YkpaiHa, TOB “Antpeiig’, YkpaiHa

83.

EHANANPUN
-H-
3[10POB'A

Tabnetku, 10 mr/25
mr, no 20 a6o no 30
TabneTtok y 6nictepi;
no 1 6nictepy B
KapTOHHIlA KopooLi

ToBapucTeo
3
06MexeHot
Bignosiganb
HICTIO
"PapmaueBT
N4Ha
KOMnNaHis
"3popos'a”

Ykpaina

ToBapucTBO 3
obmexeHoto
BiANOBIAA/TIbHICTIO
"PapmavueBTuyHa
KoMnaHis "3popos'a”

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:
3MiHu | TUNy - 3MiHK 3 sKocTi. CepTudikaT BignoBiAHOCTI/IE-
cepTugikaT BiANOBIAHOCTI €BpPONenchKiln
thapmakonei/MoHorpadii. NogaHHA HOBOro abo OHOB/IEHOTO
cepTugikaTa BignNoBIAHOCTI abo BUy4YeHHs cepTuddikara
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns A®l; ona
BUXiQHOro MaTepiany/peareHTy/npoMixXHOro NpoayKTy, L0
BUKOPUCTOBYHOTLCA Y BUPOOHULTBI ADI; 415 AONOMIKHOT
peyoBUHM (cepTudikaT BiANOBIAHOCTI €BpONeichbkil
hapmakonei) - OHoBeHWiA cepTudikar Bif yxe
3aTBEPKEHOr0 BUPOOHMKA
- NoJaHHs OHOBMIEHOrO cepTudikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei ana A®l EHananpuny maneart Big,
BXe 3aTBeppKeHoro BupobHuka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD., China 3 yTOYHEHHSIM
HaliMeHyBaHHS Ta agpecu BUpPo6HUKa MNpuBeaeHHA METOANKN
BU3HAYEHHS 3a/IMLLKOBUX KiTbKOCTEN OpraHiyHMX PO34MHHUKIB
Ta METOAUKN BU3HAYEHHS 3a/IMLLKOBOI Ki/IbKOCTI kaTanizatopa
BMpo6HuKa ZHEJIANG HUAHAI PHARMACEUTICAL CO.,
LTD., China go oHoBneHoi Bepcii CEP. 3anponoHoBaHo:
R1- CEP 2000-053-Rev 05 (ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD., China). 3MiHu | Tuny - 3mMiHu 3
siKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHMI 3aci6. 3MiHa NnocTavasibHUKa
nakyBa/lbHVX MaTepianis abo KOMMIEKTYUUX (SKLLO
3a3HayYeHo B 0CbE) (3amiHa abo AofaBaHHA nocTavasibHMKA) -
BBEJEHHS A04aTKOBVX BUPOOHUKIB NEPBMHHOIO NakKyBaHHS
(chonbru antomiHieBoi) AT “TexHornoris”, YkpaiHa Ta TOB
“AnTpeiig”, YkpaiHa. CrneuudikaLii Ta MeToAM KOHTPOSIHO
SKOCTi IAEHTUYHI. FAKICHI ab0 KisTbKiCHI 3MiHW cknagy
nakyBa/lbHOro Martepiany BiACyTHi. 3anponoHoBaHo: BAT
«Pycan CasiHan», Pocilicbka ®epaepauis, “TexHonoris”,
YkpaiHa, TOB “AnTpeig”, YkpaiHa

3a
peyenmom

UA/1351/01/01

84.

EHANAMPUN
-H-
3[0POB'S

Tabnetku, 10 mr/25
mr, in bulk: no 1000
a60 10000 TabneTok y
nakerTi
nonieTuseHoBoMy y
KOHTelHepi

ToBapucTeo
3
06MexeHot
Bignosiganb
HiCTIO
"PapmaueBT
N4Ha
KOMnaHis
"3popos's”

Ykpaina

ToBapucTBO 3
06MEXEHOI0
BigNoBiAa/IbHICTIO
"PapmaueBTuyHa
KomnaHis "3g0pos'a"

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHY | TUNy - 3MiHK 3 AKocTi. CepTudikar signosigHocTi/TE-
cepTugikaT BiAMNOBIAHOCTI €BPONENChKil
thapmakonei/MoHorpadii. NogaHHA HOBOro abo OHOB/IEHOTO
cepTtucpikaTa BiANOBIAHOCTI ab0 BUNYYEHHSA cepTudikara
BiAMOBIAHOCTI €Bponelicbkiii dhapmakonei: ans Adl; ans
BUXiQHOro MaTepiasny/peareHTy/npoMiKHOro NPoAyKTY, L0
BVKOPUCTOBYIOTHCA Y BUPOOHULTBI ADI; A5 AONOMIKHOT
peyoBUHM (cepTudikaT BiANOBIAHOCTI €BpONenchbkil

UA/14872/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BIionyckKy

Howmep
peecmpayiliHo2o
nocsio4yeHHs

hapmakonei) - OHoBeHWIA cepTudikat Bif yxe
3aTBEPKEHOr0 BUPOGHUKA
- NOJaHHs OHOBMIEHOrO cepTudpikaTa BiANOBIAHOCTI
€Bponelicbkin hapmakonei ana A®l EHananpuny maneart Big,
BXe 3aTBeppKeHoro BupobHuka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD., China 3 yTOYHEHHSIM
HaliMeHyBaHHS Ta agpecu BUpo6HuKa MNpuBefeHHA METOANKN
BU3HAYEHHS 3a/IMLLKOBUX KiTbKOCTEN OpraHiyHMX PO34MHHUKIB
Ta METOAUKV BU3HAYEHHS 3aUIMLLKOBOI KifIbKOCTI KaTasnisaTopa
BMpo6H1Ka ZHEJIANG HUAHAI PHARMACEUTICAL CO.,
LTD., China go oHoBneHoi Bepcii CEP. 3anponoHoBaHo:
R1- CEP 2000-053-Rev 05 (ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD., China). 3MiHu | TUny - 3MiHu 3
sKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHMI 3aci6. 3MiHa nocTavyasibHUKa
naKkyBa/lbHNX MaTepianis abo KOMMIEKTYUUX (SKLLO
3a3HayveHo B 10CbE) (3amiHa abo fofaBaHHA nocTavasibHMKA) -
BBE/leHHs1 0AATKOBMX BUPOOHWMKIB NEPBUHHOIO NaKyBaHHS
(dbonbru antominieBor) AT “TexHonoris”, YkpaiHa Ta TOB
“AnTpeiig”, YkpaiHa. CrneuudikaLii Ta METOAM KOHTPO/THO
SKOCTi IAEHTUYHI. FAKICHI ab0 KisIbKiCHI 3MiHW ckiagy
nakyBa/lbHOro Martepiany BiACYyTHi. 3anponoHoBaHo: BAT
«Pycan CasiHan», Pocilicbka ®epaepauis, “TexHonoris”,
YkpaiHa, TOB “AnTpeig”, YkpaiHa

85.

ENINEH
FOHIOP

PO34MH A5 iH'EKUIN,
0,15 mr/go3y; no 2 mn
po3unHy y
nonepegHL0
HamnoBHeHiIN pyuyLi; no
1 nonepefHLO
HarnoBHEHiIN pyyLi B
Ty6i; no 1 1y6i B
KOpo6L,i 3 KapTOHY

MEJA AB

LBewis

anbTepHaTUBHWIA
BMPOOBHUK,
BiANOBiAaIbHMI 3a
MapKyBaHHA Ta
BTOPVHHY YNaKOBKY:
MMN® B.B.
(MaHyhakTypiHr
MexkemxuHr dapmaka),
HigepnaHngu;
BMPOGHMK,
BiANoOBigaIbHUI 3a
BMPOGHMLTBO
Hepo3acoBaHo!
npoAaykuii (nigrotoska,
acenTuyHa
hinbTpauis,
HanoBHEHHS Ta
yKyrnopka):
MepigiaH Megikan
TekHonoaxuc, IHK.,
CLLA;
BMPOGHMK,
BiANoBigabHUI 3a
TecTyBaHHs Ta

HigepnaHau
/

cuwA/
HimeuunHa/
[JaHis

BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasiB: 3MiHu | Tuny -
3MiHu 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS AOAATKOBOI AibHUL
BMPOGHMLTBA [/15 YaCTUHM abo BCbOro BUPOBGHMYOro npoLiecy
roTOBOrO NikapCbKOro 3acoby (AibHULA ANS BTOPUHHOTO
nakyBaHHs) - BBEA,€HHS a/IbTEPHATVBHOI AibHNL
BiANoBiga/IbHOT 38 MapKyBaHHsS Ta BTOPUHHY ynakosky: MIMN®
B.B. (MaHydakTypiHr MekemxuHr Papmaka), Annensrod 13,
8465 PX Oypexacke, Higepnarnan; 3minu | Tvny - 3miHu 3
AKocTi. [0ToBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOGHMLTBI.
3amiHa abo BBeEHHS [,04AaTKOBOI AifbHULi BUPOOHULTBA ANs
4acTUHK abo BCbOro BUPOBHNYOro NpoLecy rotosoro
nikapcbKoro 3acoby (4iNbHULA AN BTOPUHHOIO NakyBaHHS) -
BBE[EHHS aNbTepHaTUBHOI AiNbHULL BiANOBIAaNbHOI 3a
MapKyBaHHS! Ta BTOPMHHY ynakosky: POLU-AENBTA M'm6X eHa
Ko. KI', HimeuunHa; 3miHm | Trny - 3miHW 3 AKocTi. FoToBMiA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa abo BBEAEHHS
[04aTKOBOT AiNbHULI BUPOGHMLTBA A1 YACTMHM abo BCbOro
BMPOGHMYOro NpoLecy roToBOro MikapCbKoro 3acoby
(BiNbHULA 4N BTOPUHHOIO NakyBaHHS) - BBEAEHHS
anbTepHaTUBHOIO BMPOGHWKA, BiANOBifabHOTO 3a
MapKyBaHHA Ta BTOPWHHY ynakoBky: ®apm/lor dapma J1oricTmk
m6X, CimeHcwTp. 1, 59199 BoHH, HimeuunHa; 3miHun | Tuny -
3MiHu 3 sKoCTi. [oTOBMIA NikapCbkuii 3aci6. 3MiHM y

3a
peyenmom

UA/14932/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1

KOMMeKTaLito:
MepigiaH Megikan
TekHonoaxuc, IHK.,

CLIA;
BMPOOBHUK,
BiANOBIAaIbHMI 3a

MapKyBaHHSA Ta

BTOPVHHY YNaKoBKY:
MMN® B.B.
(MaHybakTypiHr
MexkemxuHr dapmaka),
Higepnangu;
anbTepHaTUBHWI
BMPOOBHUK,
BiANOBIAaIbHUI 3a

MapKyBaHHSA Ta
BTOPVHHY YNaKOBKY:
POLW-AENBTA Tm6X

eHg Ko. KT,

HimeuumnHa;
a/IbTepHaTVBHWI

BMPOGHMK,
BiANOBIgabHMI 3a

MapKyBaHHS Ta
BTOPVHHY YNaKoBKY:

dapm/lor dapma

NoricTuk Mm6X,

HimeyvunHa;
KOMMNaHis, LWo
Bignosigae 3a

npoBefeHHs

KOHTPO/O SKOCTI:

€spodoiHc Papma A/C,
[aHis;
BMPOOBHUK,
BiANOBIAaIbHMI 3a
BMNYCK cepil:
MEJOA ®apma M'mbeX
eHp Ko. KT,
HimeyunHa

BMPOGHMLTBI. 3amiHa abo BBeAEHHS AOAATKOBOI Ai/TbHUL
BMPOGHMLTBA [/151 HACTMHM ab0 BCbOro BUPOGHMYOro npoLiecy
rOTOBOrO NiKAPCbKOro 3acoby (4isbHULS 418 BTOPUHHOTO
nakyBaHHS) - BBEJEHHSA a/IbTEPHATUBHOIO BUPOBHMKA,
BiZJNOBIAA1IbHOMO 33 MapKyBaHHS Ta BTOPUHHY YMakKoBKy:
dapm/lor dapma florictrk TM6X, BepkwitaTT y6ep aeH TaixeH
O6epesiHrep LUtpacce 149, 44339 [lopTMyHa, HimeuunHa;
3MiHM | TUny - 3MiHK 3 AKOCTi. FOTOBMIA NiKapCbKMii 3aci6.
3MiHM Yy BUPO6HMLTBI. 3MiHa iMnopTepa/3MiHK, L0 CTOCYHOTLCA
BUMYCKY Cepii Ta KOHTPOJIHO AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3aMiHa abo fofaBaHHsA AiNlbHUL, Ha SKil
3[iiCHIOETBLCS KOHTPOL/BUNPOBYBaHHSA cepii) - 3MiHa
a/lbTePHaTUBHOIO BUPOBHMKA, BifNOBIAa/IbHOTO 3a
Mikpo6ionorivHi gocnigpkeHHs: Mikpoxem JlabopaTtopi3
Ipnangia N14., IpnaHgis Ha €spodoiHc ®apma KeoniTi
KoHTpon, ®paHuis; 3miHu | Trny - 3miHu 3 SKocTi. FoToBMiA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYIOTLCSA BUMYCKY Cepii Ta KOHTPO/IO
AKOCTi FOTOBOr0 NiKapCbKoro 3acoby (3amiHa abo foAaBaHHSA
[iNbHULI, Ha 5Kl 3AiCHI0ETLCA KOHTPO/L/BUNPOBYBAHHS
cepii) - 3MiHa aflbTepPHATUBHOIO BUPOGHMKA, BiAMNOBIAa/IbHOrO
3a isnyHi gocnigpkeHHs: Mikpoxem Jlabopatopis IpnaHgis
Nta., IpnaHais Ha €spodchiHc ®apma KsoniTi KoHTpon,
®paHuis; 3miHW | TUny - 3MiHK 3 AkocTi. A®I. KoHTponb AdI.
3MiHa y meTofax BunpobyBaHHs AD| abo BUxigHOro
mMarepiany/npoMbKHOro NpoAayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea AdP| (He3HauHI
3MiHW Y 3aTBepKEHNX MeTofax BUNPOOYBaHHS) - BHECEHHS
He3HaYHVX NPaBoK Ta peAaKUiiiH1X 3MiH Y MeTOAMKY KOHTPOSI0
A®| eniHed)prH 3a NOKA3HMKOM «3a/TMLLKOBUX OpraHiuyHmx
PO34YMHHIMKIB» METOA0M ra3oBoi XxpomaTorpadii: - 3mMiHn
NiAroToBKY Ta iHXeKUIT po3U4nHY 4715 BU3HAYEHHS
CRiBBIAHOLLEHHS CUrHan/WyMm (cknag po3unHy cUrHan/wym
3a/IMIAETLCS HE3MIHHMM); - 4151 PO34iNy «CurHan/wym
iHXeKUii» 6yna fofaHa MOX/IMBICTb BUKOHYBATK BiflbLue HiX
OfHY iHXeKLUilo (Hanpuknag, y pasi noMnaok) (Bumoru Ao
NpUAaTHOCTI CUCTEMYU He 3MIHIOTBCS); - pefaKuiiiHi 3MiHM A0
cneundikauii A®l, a came: NocunaHHA Ha TECTYBaHHSA
3a/IMLLKOBOr0 PO3UMHHMKA 6YN10 3MiHeHO 3 «SOP-LAB-RDL-
00252-SL» Ha «['a3oBa xpomMartorpadisi» - NoKasHUKU
cneumdikauii APl «lgeHTudikadis», «lgeHtudikadia A» Ta
«30BHILWHIN BUMNAL PO34nHy» Byn0 agantoBaHo BifnoBigHO
[0 onvicy NpuBELEHO Y BiAMOBIAHICTb [0 BUMOr MOHOrpadii;
3MiHM | TUny - 3MiHK 3 AKOCTi. FOTOBMIA NikapCbKMii 3aci6.
3MiHM Y BUPO6HULTBI. 3MiHW BUNPOBYyBaHb abo J0MyCTUMUX
MeX, BCTAHOB/IEHMX Y crneumdikayisx, nig yac BMpo6HMLTBa
roTOBOrO iKapCbKOro 3acoby (iHLWi 3MiHK) - 3MiHa NPOBeeHHS
KOHTPO/I0 B NPOLIECi BUPOGHMLTBA 3@ NMOKA3HNKOM «BMicT
eniHedpuHy i cynpoBigHi Aomiwkm» (SOP-LAB-RDL-00233-
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1

SL) meTogom BEPX: - BBeAEHHS «npoueaypu npsiMoro
BBEEHHS», fiKa fae MOX/IMBICTb IHXeKLii Hepo36aBeHnx
3paskiB (3ri4HO 3 3aTBEPAKEHOI MPOLeAYpPOto, 3pa3ok
BBOAATb Yy po3BeeHHi 1:5/1:10); - BHECEHHSI HE3HAYHMX
pefakUiiH1X 3MiH; 3MiHW | TMNy - 3MiHK 3 AKOCTi. FOTOBMIA
nikapcbknit 3aci6. KOHTPOb rOTOBOrO NiKapCbKoro 3acoby.
3miHa y MeToAax BUNpoGyBaHHS roTOBOrO JlikapcbKoro 3acoby
(He3HayHa 3MiHa y 3aTBepAXXEeHNX MeToAax BUNpPobyBaHHS) -
3MiHa NPoBeAEHHS KOHTPOJI0 TOTOBOrO NiKapCbKOro 3acoby 3a
nokasHUKoM «BmicT eniHedppuHy i cynpoBigHi gomiwku» (SOP-
LAB-RDL-00233-SL) meTofom BEPX: - BBeeHHs
«npoueaypu NPSMOro BBEAEHHS», AKka AaE MOXMBICTb
imKeKuii Hepo3baBieHMX 3paskiB (3rifHO 3 3aTBEPAKEHOI0
npoueaypoto, 3pa3ok BBOAATL Y po3BefeHHi 1:5/1:10); -
BHECEHHS HE3HAYHMX pefakuiiHnX 3MiH; 3MiHu | Tuny - 3MiHu 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTpob roTOBOTO
nikapcbKoro 3acoby. 3mMiHa y MeToAax BUnpobyBaHHs
roTOBOro MiKapCbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMAXEHNX MeToAax BUNPO6YBaHHS) - 3MiHa NPOBeAEeHHS
KOHTPO/I0 FOTOBOrO /1iKapCbKOro 3acoby, a came: TeCTyBaHHS
hyHKUiOHaIbHOCTI aBToiHXekTopiB NGA (SOP-QLC-SQC-
00307-SL): - Buny4eHHs TecTtoBoi cTaHuii Tinius Olsen,
OCKiNbKW flaHa CTaHLis Gifblle He BUKOPUCTOBYETLCS Npu
NpoBefeHHI aHani3y ANs TeCTyBaHHA (DYHKLIOHA/TbHUX
aBTOiHXeKTopiB NGA, Ta HasiBHa py4Ha npoueaypa; -
BHECEHHS 3MiH [0 ONUCy PyYHOI npoLeaypu (YTOUHEeHHS
CTOCOBHO BMKOPVCTOBYBAHOro 06nagHaHHsA (Barn Mettler
Toledo PR502 6yno 3miHeHo Ha Baru Mettler Toledo
XPEB03S, Moxe 6yTu BUKOPUCTAHO iHLe BignosigHe
061a4HaHHA Ta KOPeKLisi MPOBEeAEHHSA TECTYBaHHS); 3MiHu |
TMny - AGMiHICTpaTVBHI 3MiHW. 3MiHa HalimeHyBaHHS Ta/abo
agpecu Micua NpoBaMKeHHs AisaNbHOCTI BUPO6HMKa/imnopTepa
rOTOBOrO /1iKapCbKOro 3acoby, BK/IYaoUN AiflbHULL BUNYCKY
cepii abo micLe NpoBeAEeHHS KOHTPOJIIO AKOCTI. (Ais/IbHICTb, 3a
SKY BifnoBifae BUPOGHUK/IMNOpTEP, HE BK/IOYAUM BUMYCK
cepiii) - 3MiHa Ha3BW BUPOGHYKA, BifNOBIAaNIbHOIO 3a
MiKpOGIONOrivHi AOCIMHKEHHS 3 [lepXaBHUIA IHCTUTYT
cuposartok; Statens Serum Institut Ha Ak BakunHec A/C(AJ
Vaccines A/S)

86. EPA3ABAH Kpem, 100 mr/lrno 2 r HenbTa LBeiiuapi ®nit Nlabopatopis Benuvka BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 6e3 UA/9636/01/01
abono5ryTy6i;nol Mepiken a NimiTen BpuTaHis 3MiHu | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenma
Ty6i B KAPTOHHI MpomoyLuH3 hapmakoHarnagy (iHwi 3MiHn) - BHECEHHS 3MiH 40 po3giny
Kopoobui Al «MapkyBaHHs» MKSA /13: 3anponoHoBaHo: MapkyBaHHA 3rigHo

3aTBEPAKEHOr0 TEKCTY MapKyBaHHS. OHOBJ/IEHHSI TEKCTY
MapKyBaHHS YNakoBKW /TiKapcbKoro 3acoby 3 BHECEHHAM
iH(hopMauii WoA0 3a3Ha4YeHHsA OAUHULb BUMIPOBAHHS Y
cuctemi Sl. BBefeHHS 3MiH NpoTArom 6 MicsuiB nicns
3aTBEPKEHHS
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
87. ECNA- Tabnetku Ecnapma HimeuunH BMPOBHULITBO 3a Himeuunna BHECEHHS 3MiH [0 peecTpaLliiiHMX MaTepiastis: 3MiHu | Tumny - 3a UA/17588/01/01
MPA30N® racTpopes3nCTEeHTHI No v6X a NOBHUM LK/IOM: 3MiHY Woao 6e3nekun/edhekTMBHOCTI Ta dhapmakoHarnsaay (iHwi | peyenmom
20 mr; no 14 TabneTok ApgaHc ®apma 'mbX, 3MiHW).
B 6nicTepi HimeuyuunHa; OHOB/EHHS TEKCTY MapKyBaHHS YNakoBKU MiKapCbKoro 3acoby
(anomiHieBa thonbra 3 nepBuHHE NakyBaHHS, 3 BHECEHHSM iHhopMaLT LLOA0 3a3HAYEHHS OANHULb
060ox 60kiB, abo BTOPVHHE NaKyBaHHSA: BVMIiptOBaHHA y cuctemi Sl. BHeceHHs 3MmiH fo po3giny
anomMiHieBa chosnbra 3 ecnapma dapma “MapkyBaHHS" MKA J13: 3aTBepmxeHo: MapKyBaHHS.
ofHoro 60Ky Ta nniska Cepsices 'M6X, BignosigHO A0 3aTBEPAXEHOr0 TEKCTY MapKyBaHHS.
PVC/PE/PVdC 3 HimeyunHa 3anponoHoBaHo: MapKyBaHHS. 3rigHO 3aTBEPAKEHOrO TEKCTY
iHworo), no 1 a6o no 2 MapKyBaHHsl. BBe4eHHS 3MiH NpoTArom 6-x Micauis nicns
6nicTepy B KApPTOHHii 3aTBEPKEHHS. 3MiHU | TUNYy - AAMIHICTPATUBHI 3MiHX. 3MiHa
ynakoBLi; Ha3BW nikapcbkoro 3acoby. 3miHa Ha3sw [N13: 3aTBepa)KeHo:
ECIMA-TPA30/1. 3anponoHoBaHo: ECMA-TNMPA30/I®.
BBefeHHs 3MiH NpOTAroM 6-X MicsLIB NiCNs 3aTBEPKEHHS.
88. ECNA- Tabnetku Ecnapma HimeuunH BMPOOHULITBO 3a Himeuunna BHECEHHS 3MiH 40 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/17588/01/02
MPA30N® racTpopesnCTeHTHI No M6X a NOBHUM LK/IOM: 3MmiHu Wwoao 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsagy (iHwi | peyenmom
40 mr; no 14 Tabnetok AasaHc dapma 'M6X, 3MiHK).
B GniicTepi HimeuuunHa; OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBKM JTiKApCbKOro 3acoby
(anomiHieBa thonbra 3 nepByHHE NakyBaHHS, 3 BHECEHHSAM iH(hopMaLiT LWOoA0 3a3HAYeHHS OANHULb
060x 60okiB, a60 BTOPVHHE NaKyBaHHS: BUMIPIOBaHHSA Y cuctemi Sl. BHeCeHHs 3MiH [0 po3giny
antomiHiesa thonbra 3 ecnapma dapma “MapkyBaHHa" MKA N13: 3aTBepakeHo: MapKyBaHHs.
ofAHoro 60Ky Ta nniska Cepgices 'M6X, BignosigHO A0 3aTBEPAXEHOro TEKCTY MapKyBaHHS.
PVC/PE/PVdC 3 HimeuuunHa 3anponoHoBaHo: MapkyBaHHS. 3rifHO 3aTBEPAXEHOro TEKCTY
iHworo), no 1 a6o no 2 MapKyBaHHs1. BBeieHHS 3MiH NpOTArom 6-x Micauis nicns
6nicTepy B KApPTOHHii 3aTBepKeHHS. 3MiHU | TUny - AgMIHICTPATUBHI 3MiHX. 3MiHa
ynaxoBL; Ha3BM Jlikapcbkoro 3acoby. 3miHa Ha3su M13: 3aTBepaKeHo:
ECMA-MPA3O0/1. 3anponoHosaHo: ECIMA-MPA30/I®.
BBefeHHS 3MiH NpoTAroM 6-X MicsAUIB MicNsA 3aTBEPAKEHHS.
89. ETAM3UNAT | po3unH Ans iH'eKw;ii TosapucTso YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHnx maTepianis: 3a UA/5470/01/01
12,5%; no2 mn B 3 06MEeXeHO 3MiHK | TNy - 3MiHK Wo[o0 6e3nekn/eddeKTUBHOCTI Ta peuenmom
amnyni, no 10 amnyny | o6MexeHo BigNoBiga/IbHICTIO thapmakoHarnagy (iHwi 3miHn) - 3amiHa po3giny «IpadiyHe
nauui 3 KapToHy; no 2 Bignosigasib "[locnifHnii 3aBof, othopMNEHHS yNakoBkM» Ha po3fin «MapkysaHHs» B MKA /13:
M1 B amnyni, no 10 HICTIO "THLIC", YkpaiHa 3anponoHoBaHo: MAPKYBAHHA. BignoBigHo Ao
amnyn y 6nictepi, no 1 | "AocnigHuii (KOHTPOJIb SKOCTI, 3aTBEpPKEHOro TEKCTY MapKyBaHHS
6nicTepy y nayi 3 3aBof, BUMNYCK cepil); 3MiHUN BHECEHI B TEKCT MapKyBaHHs NePBUHHOT Ta BTOPUHHOT
KapTOHyY; No 2 M/ B "rHUnNC" ToBapucTtso 3 yNaKoBKM NiKapCbKOro 3acoby LL0A0 3a3Ha4YeHH MDKHApPOAHUX
amnyni, no 5 amnyny 06MEXEHOI0 no3Ha4yeHb OAVHVLL BUMIPIOBaHHS. BBeAeHHS 3MiH NpoTArom
6nicTepi, no 2 BiANOBIAA/IBHICTIO 6-TW MicsALiB NiCNsA 3aTBEPIPKEHHS
6nictepn y nauuj 3 "hapmaleBTUYHa
KapToHYy KoMnaHia "3gopos'a”,
Ykpaina (Bci cTagii
BUPOOHMLTBA,
KOHTPO/b AKOCTI,
BUMYCK cepii)
90. E®PAMAT TabneTku, BKpUTI MAWNAH IHgis MAVNAH IHAis BHECEHHS 3MiH [0 peecTpavliiiHuX maTepiastis: 3MiHu | Tumny - 3a UA/10471/01/03
NNiBKOBOO NABOPATO NABOPATOPI3 AnMiHicTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu | peyenmom
06010HKO0, N0 200 Mr PI3 NIMITEL 3asBHUKA (B/1aCHMKa peecTpaLiiiHOro NoceigYeHHs). 3miHa
no 30 TabneTok y JIMITEQ Ha3BM Ta agpecy 3asiBHMKA (BNacHMKa peecTpaL,iitHoro
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BIionyckKy

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOHTeliHepi; no 1
KOHTElHepy B nauui 3
KapTOHY

noceigueHHs). BBegeHHs 3MiH NpoTarom 6-Tu micauis nicns
3aTBEPKEHHS. 3MiHU | TUNYy - AAMIHICTPATUBHI 3MiHX. 3MiHa
HalilMeHyBaHHA Ta/abo agpecy MiCLA NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
BKJ/IHOYAOUN AiNbHULI BUMYCKY cepii abo Micue npoBefeHHs
KOHTPO/IO SKOCTI. (AisNbHICTb, 3a 5Ky BiAnoBigae
BMPOGHMK/iIMNOpTEp, BK/OYaoUM BUMYCK cepiid). 3MiHa Ha3Bu
Ta agpecu BUpO6HYKa, 6€3 3MiHU Micus BUPOOHMLTBA.
BBefeHHs 3MiH NpoTArom 6-T1 MiCALIB NiCNA 3aTBEPAKEHHS.
3MiHu | TURY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs abo 3miHM 0 y3arasibHeHNX
AaHvx nNpo cuctemy hapmakoHarnsgy (BBefeHHS
y3arasibHeHUX JaHux Npo cucTemy dapmakoHarnsgy, 3miHa
YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 32 34iiCHEHHS
thapmakoHarnagy; KOHTakTHOi 0cobu 3 dhapmakoHarnagy
3asBHUKa A5 34iiCHEHHA ddapmakoHarnsagy B YkpaiHi, SKwo
BOHa BifIMiHHa Bif, yNOBHOBaXeHOI 0ocobu, BiANOBIAa/IbHOT 3a
3[jicHEeHHs hapmakoHarsay (BKIHYaoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLeHHI MacTep-caiina cuctemun
hapmakoHarnagy). [iova pefakuis: YnoBHoBaxeHa ocoba,
BignoBiAa/ibHa 3a 34jiCHEHHsT dhapmakoHarnsgy — Coyyek
CsiTnaHa BacunisHa. MponoHoBaHa pefakuis: YNoBHOBaXKeHa
ocoba, BiAnNoBigasibHa 3a 34iiCHEHHS hapMakoHarnsgy —
BansaHT Xiap / Balwant Heer. KoHTakTHa ocoba 3asiBHU1Ka,
BiAMoOBigasIbHa 3a 34iiCHEHHS hapMakoHarnsay B YkpaiHi —
Basunescbka HOnis BanepiiBHa. 3MiHa KOHTAKTHUX AaHWUX
YNOBHOBaXXEHOT 0COOM 3as1BHMKA, BignoBigasibHOI 3a
34iicHeHHs1 hapmakoHaraagy.

91.

E®AMAT

TabneTtku, BKPUTI
NAiBKOBOO
060/10HKO0, M0 600 Mr
no 30 TabneTok y
KOHTeliHepi; no 1
KOHTeliHepy B maui 3
KapToHY

MANAH
NIABOPATO
PI3
NIMITEL,

IHAis

MAW/IAH
NIABOPATOPI3
NIMITE/,

IHais

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
3asBHUKa (BNacHyKa peecTpauiiiHoro nocBigyeHHs). 3miHa
Ha3BM Ta afpecy 3asBHKKa (BNacHWKa peecTpaLiiiHoro
noceigueHHs). BBeAeHHs 3MiH NpoTArom 6-Tu micauis nicns
3aTBepKeHHS. 3MiHU | TUny - AgMIHICTPATUBHI 3MiHX. 3MiHa
HalilMeHyBaHHs Ta/abo aApecy MicLs NPOBAKEHHS AisSSIbHOCTI
BMpPOGHMKa/iMnopTepa roToBOro JlikapcbKoro 3acoby,
BK/I0HAKUM AiNbHULI BUNYCKy cepil abo micLe npoBeaeHHs
KOHTPOJO SIKOCTI. (AisS/IbHICTb, 3a SIKy BignoBsigae
BMPOGHMK/IMNOpTEp, BKOYa0UM BUMYCK cepiii). 3MiHa Ha3Bu
Ta agpecy BUpo6HMKa, 6e3 3MiHM MicLisi BUPO6HULITBA.
BBefeHHS 3MiH NPOTAroM 6-TW MICALIB NIC/1A 3aTBEPAKEHHS.
3MiHn | TURY - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs abo 3miHM [0 y3arasibHeHNX
[aHux nNpo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHVX AaHux Npo cuctemy papmakoHarnisay, 3miHa
YMOBHOBaXeEHOT 0co6y, BiANOBIAAILHOI 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobu 3 hapmakoHarnagy
3asBHMKA AN 34iICHEHHA ddapmakoHarnsgy B YKpaiHi, SKwo

3a
peyenmom

UA/10471/01/04
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BIionyckKy

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BOHa BiIMiHHA Bif, yNTOBHOB&XXEHOI 0CO6M, BiANOBIAA/ILHOI 3a
3[jficCHeHHs1 hapMakoHarsay (BKIHYaUM KOHTaKTHI AaHi)
Ta/ab0 3MiHM y po3MilLeHHI MacTep-haiina cuctemm
hapmakoHarnsgy). fitoya pegakuisi: YnoBHoBaxeHa ocoba,
BiANoBiganbHa 3a 34ilicHeHHs hapmakoHarnsagy — Coyuek
CsiTnaHa BacuniBHa. MponoHoBaHa pefakLisi: YNoBHOBaXKeHa
ocoba, BiAnoBigasibHa 3a 34jiicHeHHS hapMakoHarnsgy —
BansaHT Xiap / Balwant Heer. KoHTakTHa ocoba 3asBHUKa,
BiANoOBigasIbHa 3a 34iiCHEHH:A hapmakoHarnsay B YKpaiHi —
Basnnescbka KOnis BanepiiBHa. 3MiHa KOHTaKTHUX AaHKX
YNOBHOB&XXEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
3[ifiCHEHHS hapMakoHarsay.

92,

E®EPA/ITTAH

CYNo3uTOpIi peKTasIbHI
no 80 mr; no 5
CynosunTopiiB y
6nicTepi; no 2
6nicTepy B KAPTOHHIi
Kopobu,i

YMNCA CAC

PpaHuis

YMNCA CAC

®paHuin

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHu | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHM 40 y3arasibHEHUX
[AaHvX Npo cuctemy hapmakoHarnsagy (sBefeHHs
y3arasibHeHUX faHux Npo cuctemy papmakoHarnisay, 3miHa
YMOBHOBaXEHOT 0c06U, BiANOBIAaIbHOI 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobm 3 hapmakoHarnagy
3asBHUKA 419 34iiCHeHHA hapMakoHarnagy B YkpaiHi, Ko
BOHa BiIMiHHa Bif, yNTOBHOB&XXeHOI 0c06W, BiANOBIAA/IbHOI 3a
3[jficHeHHs1 hapMakoHarisay (BK/IHYakoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLleHHi MacTep-haiina cuctemu
hapmakoHarnsgy) - 3MiHa KOHTakTHOI 0CO6Y YNOBHOBaXeHOT
ocobu 3asBHUKA, BiANOBIAA/IbHOI 3a hapMakoHarnsg B
YkpaiHi. MponoHoBaHa pefakuis: Benrep Jllogmuna
AHatoniiBHa. 3MiHa KOHTAKTHUX AaHWX KOHTaKTHOI 0co6u
YMOBHOBaXEHOT 0c06M 3a1BHUKA, BiAMnoBigaIbHOI 3a
dhapmakoHarniag B YkpaiHi

6e3
peyenma

UA/5237/03/01

93.

E®EPA/TAH

Cyno3nTOpIi peKkTasbHI
no 150 mr; no 5
CynosunTopiie y
6nictepi; no 2
6nicTepy B KApPTOHHii
KopooLi

YMNCA CAC

dpaHuis

YMNCA CAC

dpaHuin

BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasis:
3MiHM | TUNy - 3MiHKU WoA0 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. BeefeHHs abo 3mMiHu [0 y3arasbHeHnX
[aHux nNpo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHux Npo cucTemy dhapmakoHarnsgy, 3miHa
YNOBHOBaXXeHOi 0c0obK, BifANOBIfa/ILHOT 3a 34iICHEHHS
dhapmakoHarnsgy; KOHTaKTHOi 0cobm 3 hapmakoHarnagy
3aABHUKa 419 3AiiCHeHHA hapMakoHarnagy B YkpaiHi, Ko
BOHa BifIMiHHa Bif, yNOBHOBa)XeHOI 0co6W, BiANOBIAaLHOI 3a
3ilicHEeHHS dpapMakoHarsisaay (BK/IHYaoUmn KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHi MacTep-haiina cuctemu
hapmakoHarnsgy) - 3MmiHa KOHTaKkTHOI 0CO6Y YNOBHOBaXEHOT
0Cco6WM 3as1BHMKA, BiANOBIAA/IbHOI 32 hapmakoHarnsg B
YkpaiHi. MponoHoBaHa pefakuis: Benrep /liogmuna
AHaToniiBHa. 3MiHa KOHTAKTHUX AaHUX KOHTaKTHOI 0co6u
YMOBHOBaXXEHOT 0COOU 3asIBHMKA, BigmnoBigasibHOI 3a
thapmakoHarnsag B YkpaiHi

6e3
peyenma

UA/5237/03/02

94.

E®DEPA/TTAH

Cyno3nTopii peKTasbHI
no 300 mr; no 5

YMNCA CAC

®paHuisa

YMNCA CAC

®paHuin

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHK | TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta

6e3

peyenma

UA/5237/03/03




Ne

Hassa

64

n/n

JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BIionyckKy

Howmep

peecmpayiliHo2o

nocsi04YeHHs

95.

E®EPA/ITTAH

Cyno3unTopiiB y
6nictepi; no 2
6nicTepy B KAPTOHHIi
Kopobui

dhapmakoHarnsgy. BeegeHHs abo 3miHu [0 y3arasibHeHNX
[JaHux Npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHVX AaHux Npo cuctemy phapMakoHarnisay, 3miHa
YMOBHOBaXEHOT 0C06U, BiANOBIAA/IbHOT 32 34iiCHEHHS
dhapmakoHarnsgy; KOHTaKkTHoi 0cobm 3 hapmakoHarnagy
3asBHMKa 415 34ICHEHHA ddapmakoHarnsagy B YKpaiHi, SKwo
BOHa BiIMiHHA Bif, yNTOBHOB&XXEHOI 0C06M, BiANOBIAA/ILHOI 32
3[jficCHeHHs1 hapMakoHarsay (BKIHUYaUM KOHTaKTHI AaHi)
Ta/ab0 3MiHM y po3MilLeHHI MacTep-haiina cuctemm
hapmakoHarnsgy) - 3MiHa KOHTakTHOI 0Co6Y YNOBHOBaXEHOT
0cobu 3asBHMKa, BiANOBIAA/IbHOT 3a hapmakoHarnsz B
YkpaiHi. [ponoHoBaHa pegakuis: BeHrep /llogmuna
AHaToniiBHa. 3MiHa KOHTAKTHMX JaHWX KOHTAKTHOT 0CO6M
YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
hapmakoHarnsg B YkpaiHi

96.

E®EPA/TAH

TabneTku Wwunyyi no
500 wr; no 4 Tabnetku
y CTpuni; no 4 ctpunu
Y KapTOHHiIli kopobui

YMNCA CAC

PpaHuis

YMNCA CAC

®paHuin

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHu | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHM 40 y3arasibHEHUX
[AaHvX Npo cuctemy hapmakoHarnsagy (sBefeHHs
y3arasibHeHUX faHux Npo cuctemy papmakoHarnisay, 3miHa
YMOBHOBaXEHOT 0c06U, BiANOBIAaIbHOI 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobm 3 hapmakoHarnagy
3asBHUKA 419 3AiiCHeHHA hapMakoHarnagy B YkpaiHi, Ko
BOHa BiIMiHHa Bif, yNTOBHOB&XXeHOI 0c06W, BiANOBIAA/IbLHOI 3a
3[jficHeHHs1 hapMakoHarisay (BK/IHYakoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLleHHi MacTep-chaiina cuctemu
thapmakoHarnsgy) - 3MmiHa KOHTaKTHOI 0CO6U YNOBHOBaXXEHOT
ocobu 3asBHUKA, BiANOBIAA/IbHOI 3a hapMakoHarnsg B
YkpaiHi. MponoHoBaHa pefakuis: Benrep Jliogmuna
AHatoniiBHa. 3MiHa KOHTAKTHUX AaHUX KOHTaKTHOI 0co6u
YMOBHOBaXEHOT 0c06M 3as1BHUKA, BiAMoBigabHOI 3a
dhapmakoHarnag B YkpaiHi

6e3
peyenma

UA/5237/01/01

PO34MH opasibHWiA 3
%; no 90 mny
thnakoHi; no 1
oNnakoHy B KOMM/IEKTi
3 MipHOH JIOXKO Y
KapTOHHIA KOpO6L

YMNCA CAC

dpaHuis

YMNCA CAC

dpaHuin

BHECEHHS 3MiH A0 peecTpauiiHux maTtepiais:
3MiHM | TUNy - 3MiHKU WoA0 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnagy. BeefeHHsa abo 3MiHM [0 y3arasibHeHnX
[aHux nNpo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHux Npo cucTemy dhapmakoHarnsgy, 3mMiHa
YNOBHOBaXXeHOi 0c0obK, BiANOBIfa/ILHOT 3a 34iICHEHHS
dhapmakoHarnsgy; KOHTaKTHoi 0cobm 3 hapmakoHarnagy
3aABHUKa 419 34iiCHeHHA hapMakoHarnagy B YkpaiHi, Ko
BOHa BifIMiHHA Bif, yNIOBHOBa)XeHOI 0co6y, BiANOBIAaILHOI 3a
3ilicHEeHHS dpapMakoHarsisaay (BK/IHYaoUmn KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHI MacTep-haiina cuctemu
hapmakoHarnsgy) - 3MmiHa KOHTaKTHOI 0CO6Y YNOBHOBaXEHOT
0Cco6M 3as1BHMKA, BiAMNOBIAA/IbHOI 32 hapmakoHarnsg B
YkpaiHi. [MponoHoBaHa pefakuis: Benrep /liogmuna
AHaToniiBHa. 3MiHa KOHTAKTHUX AaHUX KOHTaKTHOI 0co6u
YMOBHOBAXXEHOT 0COOM 3as1BHMKA, BifgnoBigasbHOI 3a

6e3
peyenma

UA/5237/02/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
dhapMakoHarsisg B YkpaiHi
97. E®EPANMTAH | Tabnetku wunyui, 330 YIMNCA CAC PpaHuis YMNCA CAC PpaHuis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/7278/01/01
3 mr/200 wr; no 10 3MiHM | TMNYy - 3MiHK WoA0 6e3nekn/edhekTMBHOCTI Ta peyenma
BITAMIHOM Tabnetok y Ty6i; no 1 thapmakoHarnagy. BeegeHHs abo 3MiHM [0 y3arasibHeHnX
C abo no 2 Ty6u B LaHux nNpo cuctemy hapmakoHarnsgy (BBeAeHHs
KapTOHHIl KopoobLi y3arasibHeHVX AaHux Npo cuctemy papMmakoHarnisay, 3miHa
YMOBHOBaXEHOT 0c06U, BiANOBIAAILHOI 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobm 3 hapmakoHarnagy
3asBHUKa ANA 34iICHEHHA ddapmakoHarnsagy B YKpaiHi, SKwo
BOHa BiIMiHHA Bif, yNTOBHOBaXEHOI 0CO6M, BiANOBIAA/LHOI 3a
3[jficHeHHs1 hapMakoHarsay (BK/IHYaUM KOHTaKTHI AaHi)
Ta/ab0 3MiHN y po3MilLEeHHI MacTep-haiina cuctemm
hapmakoHarnsgy); 3miHa KOHTaKTHOI 0CO6Y YNOBHOBAXEHOI
0cobu 3asBHMKA, BiANOBIAALHOT 32 hapmakoHarnsz B
YkpaiHi. MponoHoBaHa pegakuis: BeHrep /llogmuna
AHaToniiBHa. 3MiHa KOHTAKTHUX JaHWX KOHTAKTHOT 0Co6M
YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigaibHOI 3a
hapmakoHarnsg B YkpaiHi
98. E®/TOPAH Tabnetku no 400 wmr; KPKA, a.4., CnoBeHis KPKA, a.4., Hoso CnoBeHis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/0928/01/01
no 10 TabneTok y HoBo mecTo MecTo 3MiHM | TUNYy - 3MiHK Woa0 6e3nekn/ethekTMBHOCTI Ta peyenmom
donakoHi; no 1 thapmakoHarniagy (iHwi 3MiHK) - 3MiHWU BHECEHI B TEKCT
dhnakoHy B KapTOHHii MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby LL0A0 3a3HauYeHHs
KopooLi MDKHapOAHMX NMO3HaYeHb OAUHULIL BUMIpIOBAHHSA. BHeCEHHs
3MiH 40 po3giny "MapkyBaHHs" MKA J13: 3anponoHoBaHo:
MAPKYBAHHSA BignoBigHO A0 3aTBEP)KEHOTO TEKCTY
MapKyBaHHS.
TepMiH BBEAEHHS 3MiH: MPOTAroM 6 MicsAUiB nicns
3aTBEPAKEHHS
99. EXIHALIESI- Tabnetku no 100 mr TOB "TeBa YkpaiHa Mepkne M'M6X, Himeuunna BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 6e3 UA/3712/01/01
TEBA no 10 Tabnetok y Ykpaina" Himeuunna 3MiHM | TUny - 3MiHK WoA0 6e3nekn/edhekTMBHOCTI Ta peyenma
6nicTepi; BTOPUHHA MO (BUPOBHULTBO thapmakoHarnagy (iHLwi 3MiHW) - BHECEHHS 3MiH [0 po3ainy
2 abo 5 6nictepiB y Hepo3ghacoBaHOro “MapkyBaHHs" MKA 13: 3anponoHoBaHo: MAPKYBAHHSA.
KOpOOGL| NpOAYKTY, A03BiN Ha 3riHO 3aTBEPLKEHOTO TEKCTY MapKyBaHHS. OHOB/IEHHS
BUWMYCK Cepii; TEKCTy MapKyBaHHA yNnakoBKW MiKkapCbKoro 3acoby i3
nepBuHHa Ta 3a3Ha4YeHHAM MiKHapOAHWX NO3HaYeHb OANHULb
BTOPUHHA YNaKoBKa, BMMIpIOBaHHSA. BBeeHHS 3MiH NpoTArom 6-T1 MicAUiB micns
KOHTPO/1b AKOCTI) 3aTBEPKEHHS
100. | SUBOKC po3unH aNns iHdysil, 2 Mdpaiizep CWA ®peseHiyc Kabi Hopre Hopseris BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/1969/02/01
mr/mn; no 300 mn B IHK. AC 3miHu Wwoao 6e3nekn/echekTUBHOCTI Ta hapmakoHarnsagy (iHwi | peyenmom

cucTemi gns
BHYTPILLHbOBEHHOTO
BBEEHHS; no 1
CUCTEeMi B ynakoBL,i 3
namiHoBaHoi hosnbrn 3
MapKyBaHHSAM
YKpaiHCLKOK Ta
aHrNiicbKo MoBamu;
no 100 mn B cuctemi

3MiHU) - OHOBNEHHS TEKCTY MapKyBaHHS YMakoBKW NikapcbKoro
3ac06y 3 BHeCEHHAM iHhopmaL,ii WoAo 3a3HaYeHHA OAUHULLb
BMMIiptOBaHHSA y cuctemi S| (BBeAeHHS 3MiH NpoTArom 6-Tu
MiCALiB Nicna 3aTBepAKEHHS)
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
NS BHYTPILIHBOrO
BBe/leHHs; no 1
cucTeMi B ynakoBL,j 3
namiHoBaHoi posnbrn 3
MapKyBaHHSAM
YKpaiHCbKO Ta
aHrNifcbKko MoBaMu
a60 MOBOIO KpaiH-
uneHis €C i3
CTVIKepOM
YKPaiHCLKOH MOBOK
101. | 3ovynl TabneTkun, BKpUTI LepiHr- Weenuapi | Aenbcapm Mins CAC, ®paHuis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/14120/01/01
NNiBKOBOO Mnay A ®paHuin HigepnaHau 3MiHuY Il Tuny - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI Ta peyenmom
060n10HKO, 2,5 Mr/1,5 | CeHTpan lcT (BUPOGHULTBO thapmakoHarnagy. BHeceHHs a6o 3MiHa(M) L0 3060B'A3aHb Ta
Mr; Mo 28 TabneTok y Al Hepo3gacoBaHol YMOB BMAaui peecTpauiiiHoro noceigyeHHs, Bkavaroum Mnax
6nicTepi (24 (akTVBHiI) npoaykuii, nepBrHHa yNpas/liHHA pU3nKaMu (3aCTocyBaHHSA 3MiH(1), Aki(a)
Tabnetkn 6inoro Ta BTOPUHHA B/MMaratTb(€) NofanbLioro 06rpyHTyBaHHA HOBUMU
Konbopy Ta 4 ynakoBKa, KOHTPO/1b [04AaTKOBMM AaHVMMWU, L0 MaloTb HagaBaTUCs KOMNETEHTHUM
(nnaue6o) Tabnetku AKOCTi Ta TeCTyBaHHS opraHoMm, OCKi/IbKV BUMaraeTbCs CyTTEBA OLjiHKa
YXOBTOrO KOJ1bOpY); MO cTabinbHocTi); Mepk KOMMNETEHTHNM OpraHoMm) - OHOBMIEHO M1aH ynpaBniHHA
1 6nictepy B LWapn i foym B.B., pusukamu, Bepcisa 9.1 .3miHW BHeceHi fo YactuHm | «3aranbHa
KapTOHHIA KopoobLi HigepnaHgu (Bunyck iHchopmauis», YactuHu Il. «Cneyudikauis 3 6esnekm» (Mogyni
pa3om 3 KasieHgapem cepii); H.B. OpraHoH, Cl, Clll, CIV, CV, CVII, CVIII), Yactunu Il «MnaH 3
Hakenkoto 3 AHAMY HigepnaHngm hapmakoHarnsagy», Yactvim V. «3axoau 3 miHimizauii
TUXHA (KOHTpO/Ib AKOCTI Ta pu3mnkiB», YactuHu VI. «Pe3stome nnaHy ynpasniHHA
TecTyBaHHS pr3nKamm» y 3B’13Ky 3 OHOB/IEHHAM NPOTOKO/Y
cTabinbHOCTI) nicnsapeecTpauiiHoro 4OCNiMKeHHS Ta BigNoBiAHO A0
pekomeHgauii Guideline on good pharmacovigilance practices
(GVP) Module V — Risk management systems (Rev 2).
Pestome MNnaHy ynpasniHHA pusvkamu, Bepcia 9.1 nogaetbcs
102. | IMET® TabneTku, BKpUTI BEPNIH- HimeuunH | AgBaHc ®apma 'M6X , HimeuunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/4029/01/01
NAiBKOBOIO XEMI Al a HimeyuunHa 3MiHu | TUNy - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta peyenma

o060n10Hkot0, o 400
mr, no 10 Tabnetok y
6nictepi; no 1 a6o no
2, abo no 3 6nictepn y
KapTOHHIlA KopoobLi

(BMpOGHUK, Lo
BWKOHY€E BYPOBHNLTBO
npenaparty "in bulk",
nakyBaHHs Ta
KOHTpOnb cepil);
BEPJIIH-XEMI AT,
HimeuunHa (BUPOGHMK,
LLLO BUKOHYE
BMPOGHMLTBO
npenaparty "in bulk" Ta
KOHTPO/b CepiT;
BMPOGHUK, LLIO
BUKOHYE NakyBaHHS,
KOHTPO/b Ta BUNYCK
cepii); MeHapiHi-®oH
XengeH M'vbX,

thapmakoHarnagy (iHwi 3MiHn). 3MiHK 4o posginy
“MapkyBaHHs" B 3aTBepKeHHUX MKA /13. 3anponoHoBaHo:
MapkyBaHHs. 3rifHO i3 3aTBEPAXEHUM TEKCTOM MapKyBaHHS.
3MiHM BHECEHi B TEKCT MapKyBaHHS YNakoBKW NiKapCbKOro
3ac00y LWoA0 3a3HaYeHHA MiXXHAPOLHMX NO3HAaYeHb OANHULb
BUMipIOBaHHSA. BBefieHHs 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBePMKEHHSA
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
HimeyunHa
(BMpO6HUK, Lo
BVIKOHY€E BUPOGHULTBO
npenaparty "in bulk",
nakyBaHHs Ta
KOHTPO/Ib cepii)
103. | IMOAIYM® Tabnetku, Wo MakHin AHrniA KataneHT FOK Benuvka BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasiB: 3MiHu | Tuny - 6e3 UA/9831/02/01
EKCNPEC ancnepryloTses B Mpoaaktc CBiHAOH 3uaic BpuTtaHis/ AnMiHiCTpaTMBHI 3MiHN. 3MiHa HallMeHyBaHHs Ta/abo agpecu | peyenma
POTOBIV NOPOXHWHI, NO Nimiten Nimiten, Benuka ®paHuis 3asBHMKa (BNacHvKa peecTpaLiiHoro NocBig4YeHHs) - 3miHa
2 wr; no 6 Tabnetok y BpuTaHis; aapecy 3asiBHVKa (BnacHuKa peecTpauiliHoro gocbe) MakHin
6nictepi; no 1 BTopuHHa ynakoBka, Mpopgaktc NMimitea/McNeil Products Limited. 3miHy BHeceHo B
6nicTepy B KapTOHHIl [L,03BIiN Ha BMNYCK IHCTPYKL,i0 4151 MeAMYHOro 3acToCyBaHHS LWo40
ynaxoBLi cepii: MicLle3HaxoMKeHHS 3asiBHUKa (BBeAeHHsA 3MiH NpoTArom 6-Tu
AHCCEH-CINAT, MiCAILiB Micns 3aTBEPMKEHHS); 3MiHU | TUNy - AAMIHICTPaTUBHI
®paHuis 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
NPOBaXEHHS Ais/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
NiKapcbkoro 3acoby, BKIoYakoun AinbHULi BUNYCKy cepii abo
MicLie NpoBEeAEHHS KOHTPOIO AKOCTI. (AIANbHICTb, 3a AKy
BiANOBiAae BMPOGHMK/iMNOPTEp, BK/OYAKYM BUMYCK cepiid) -
3MiHa Ha3Bu Ta agpecu BupobHuka M3 Axccen-Cinar, 6e3
3MiHM MiCL BUPOOHMLTBA. 3MiHN BHECEHO B IHCTPYKLitO 4715
MeAMYHOro 3aCTOCYBaHHS LWOA0 HaliMeHyBaHHA Ta
MiCLLe3Hax0pKeHHS BUPOOHMKA 3 BIAMNOBIAHUMN 3MiHAMU Y
TEKCTi MapKyBaHHS YNakoBKW flikapcbkoro 3acoby (BeBegeHHs
3MiH NPOTAroM 6-TW MICALB NiCNA 3aTBEPKEHHS); 3MiHN |
TMny - 3MiHK Woa0 6e3nekn/eddekTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3MiHU) - 3MiHWU BHECEHO B IHCTPYKL,it0
4N MeMYHOTo 3aCTOCYBaHHSA LLIOAO MiCLe3HaXOMKEHHS
npeacTaBHUKa 3asBHKKa (BBeAeHHS 3MiH NpoTsArom 6-tn
MicALiB MiCNsA 3aTBEPAYKEHHS); 3MiHN | TURY - 3MiHK LWOAO
6e3nekn/edheKTUBHOCTI Ta papmakoHarnsagy (iHwi 3miHu) -
BHeceHHs 3MiH f0 po3giny “MapkyBaHHa” MKA N3.
OHOB/EHHSA TEKCTY MapKyBaHHS YNakoBKU MiKapcbKoro 3acoby
3 BHECEHHAM iHhopMaL,ii LWoA0 3a3HaYeHHA OAVHLIb
BUMIpIOBaHHs y cuctemi Sl (BBefeHHs 3MiH NpOTSArom 6-tu
MicsLiB Nicns 3aTBEPAKEHHS)
104. | IMYHOI/IOBY | po3uuH Ans iH'ekuii, TOB YkpaiHa TOB "BIO®APMA Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasiB: 3MiHu | Tuny - 3a UA/13033/01/01
niH 1500 MO (300 mkr "BIO®APMA MNIA3MA" AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu | peyernmom
AHTUPE3YC iMyHOr/106y/1iHY) no 1 MNA3MA" (BUpPOGHMLTBO, 3as1BHMKA (B/1acHMKA PEECTPaLiiHOro NOCBigYeHHs). 3MiHa
RHO(D) mn B amnyrni, no 1 a6o nepBuHHE NakyBaHHS; afpecu 3asaBHUKa. 3MiHW | TUNy - AGMIHICTPATUBHI 3MiHWN.
noanHn 3,a60 5 amnyn B BTOPVHHE NaKyBaHHs, 3MiHa HalimeHyBaHHA Ta/abo aApecu MicLsi NPOBaKEHHS

nauui

BMNYCK Cepiit)

LiSNbHOCTI BUpOOHMKa/iMnopTepa roToBOro JikapCbKoro
3aco0y, BKIHOYAKUN AiNTbHUL BUNYCKY cepii abo MicLe
NPoBefeHHS KOHTPOJIO AKOCTI. (fiANbHICTb, 3a AKy Bifgnosifae
BMPOGHMK/IMMOpPTEpP, BK/IOYAKYN BUMYCK CEpiid).
3MiHa agpecy BUPOGHMYOT [i/TbHILL TOTOBOTO J1iKapCbKOro
3acoby 6e3 3MiHW Micus BUPOOHULTBA. 3MiHu | TUNy -
AZMiHICTpaTVBHI 3MiHW. BUlyYeHHs1 BUPOGHUYOT AiNbHALL
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BIionyckKy

Howmep
peecmpayiliHo2o
nocsio4yeHHs

(Bkntovaroun ginbHuLi ans Adl, NpomMiXXKHOTO NpoaykTy abo
roTOBOro NikapcbKoro 3acoby, AiNbHULI 4718 NPOBEAEHHS
naxkyBaHHs, BUPOOHYKa, BifNOBIAaNIbHOIO 3a BUMYCK Cepiid,
MicLie NpoBeAeHHS KOHTPO/IHO cepil) abo nocTavanbHrKa
BUXIAHOIO MaTepiany, peareHTy abo AOMNOMDKHOI pevoBUHM
(AKLLLO 3a3HAYEHO Y A0CbE). BunyyeHHs BUPOOHNYOT AiNbHULL
AN NpoBeieHHA BTOPMHHOTO NakKyBaHHS Ta BUPOOHNKa,
BiANOBIAA/ILHOTO 3a BUNYCK CepiiA.

105.

IMYHOTTTIOBY
niH
AHTUPE3YC
RHO(D)
NOANHN

PO34nH A8 iH'eKLji,
1500 MO (300 mkr
iMyHOr106YyiHy) no 2
M1 B amnyni, no 1 abo
3, a6o 5 amnyn B
nauui

TOB
"BIO®PAPMA
MNA3MA"

YkpaiHa

TOB "BIO®PAPMA
MNJIA3SMA"
(BUPOGHMLTBO,
NepBUHHE MaKyBaHHS;
BTOPWHHE NakKyBaHHS,
BWMYCK Cepiid)

Ykpaina

BHECEHHS 3MiH 40 peecTpaliiiHux maTepiasis: 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
3asBHUKA (BNacHMKa peecTpauiiiHoro nocBigyeHHst). 3miHa
agpecy 3asBHuKa. 3MiHu | TUny - AgMIHICTPaTUBHI 3MiHW.
3MiHa HalimeHyBaHHS Ta/abo agpecu Micus NpoBaKeHHS
LisNbHOCTI BUpOBHMKa/iMnopTepa roToBoro /likapcbkoro
3ac00y, BKIOYAKUN AinbHNL BUNYCKY cepii abo micue
NpoBeAeHHS KOHTPOJIK0 AKOCTI. (4isANbHICTb, 3a AKY Bignosigae
BMPOGHMK/IMNOPTEpP, BK/OYakouM BUNYCK cepiid). 3MiHa aapecu
BMPOBHMYOT AiNbHULL FOTOBOrO NiKapCbKoro 3acoby 6e3 3miHn
Micus BUPO6HULTBA. Afpeca MicLs NPOBaKeHHS AisfIbHOCTI:
BTOPUHHE MakyBaHHS, BUMYCK cepiii: YkpaiHa, 09100, Kuiscbka
061., m. bina Llepksa, Byn. Kuiscbka, 37-B. 3miHu | Tuny -
AAMIHICTpaTUBHI 3MiHW. BunyyeHHs BUPOGHUYOT AinbHUL
(Bovatoum ainbHuui ans A®Il, npoMixHOro NnpoaykTy abo
roTOBOrO liKapCcbKoro 3acoby, AiNbHUL 415 NPOBEeAEHHS
nakyBaHHs!, BUPOOHWKa, BifNOBIifa/IbHOTO 3a BUMYCK CEPIld,
MicLle NpoBeAEHHS KOHTPOO cepii) abo nocTavanbHUKa
BMXi4HOro martepiany, peareHTy abo A0NOMiXHOT peYOBUHN
(AKLLLO 3a3HAYEHO Y A0CbE). BunyyeHHs BUPOOHNYOT AiNbHULL
[ONS NpoBeeHHs BTOPMHHOTO NakKyBaHHS Ta BUPOOHNKa,
BiANOBIA&/IbHOrO 3a BUNYCK Cepiil.

3a
peyenmom

UA/13033/01/02

106.

IMYHOIr nobey
NiH NfOANHN
HOPMA/IbHU
n-
BIO®PAPMA

PO34MH ON5 iH KL
10% no 1,5 mn a6o
3,0 mn B amnyni; no 10
amnyn B nayui

TOB
"BIO®APMA
MJIA3MA"

Ykpaina

TOB "BIO®PAPMA
MAIA3MA"
(BUpPOGHMLTBO,
nepBUHHE MakKyBaHHS;
BTOPUHHE NakyBaHHs,
BMNYCK Cepiit)

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasiB: 3MiHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
3as1BHMKA (B/1acCHMKA PEECTPaLiiHOro NoCBigYeHHs). 3MiHa
afpecu 3asaBHUKa. 3MiHW | TUNy - AAMIHICTPATUBHI 3MiHWN.
3MiHa HalimeHyBaHHA Ta/abo aApecn MicLsi NPOBaKEHHS
LisNbHOCTI BUpOOHMKa/iMnopTepa roToBOro /1ikapCbKoro
3aco0y, BKHOYAKUN AiNTbHUL BUNYCKY cepii abo MicLe
NPOBeeHHS KOHTPOJIIO AKOCTI. (fiANbHICTb, 3a AKy Bignosifae
BUPOGHMK/IMNOPTEP, BK/IOYAKYM BUMYCK Cepiit). 3MiHa agpecu
BMPOGHUWYOI Ai/IbHUL TOTOBOrO JlikapCbKOro 3acoby 6e3 3MiHu
MicUs BUPOGHMLTBA. 3MiHW | TUNY - AOMIHICTPaTUBHI 3MiHW.
BuiyyeHHs BUPOOHMYOI AiibHUL (BKIKOYAOUN AINbHULI AN
A®I, NPOMiXXHOr0 NPOAYKTY ab0 roToBOro Nikapcbkoro 3acoby,
AiNbHULI ANA NpoBeAEeHHSA NaKyBaHHs, BUPOOHMKa,
Bi4NoBiAa/IbHOIO 3a BUMYCK Cepiii, MicLie NpOBeAEHHS
KOHTpO/t0 cepii) abo nocTavanbHMKa BUXIAHOTO MaTepiany,
peareHTy abo [OMNOMKHOI PeYOBUHM (SIKLLLO 3a3HAYEHO Y
[0CLE). BunyyeHHs BUPOGHNYOI AifbHULI 4715 MTPOBEAEHHS

3a
peyenmom

UA/15902/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
BTOPWHHOTO NMakyBaHHS Ta BUPOOHWKa, BiAMNOBiAaIbHOrO 3a
BUNYCK Cepiii.
107. | IHAOMETAL, cynoswuTopii no 50 wmr, AT Bonrapis AT "Codpapma" Bonrapis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/10242/01/01
NH no 6 cynosuTopiis y "Codpapma” 3MmiHu Wwoao 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsagy (iHwi | peyenmom
CODAPMA cTpuni; no 1 ctpuny B 3MiHW) - 3MiHV BHECEHI B TEKCT MapKyBaHHS yNaKkoBKU
KapTOHHIW nayv,i NiKapCbKOro 3acoby o0 3a3HaYeHHS MKHapPOAHMX
no3HaYeHb OAVHVLB BUMIPIOBaHHA. BHeceHHs 3miH fo po3giny
«MapkyBaHHs1» MKA /13. 3anponoHoBaHy pefakLito po3ainy
«MapkyBaHHs» MKA 13 HagaHo B HACTYMHIn pegaku;i:
MAPKYBAHHSA 3rigHo 3aTBEpAXEHOro TEKCTY MapKyBaHHS.
BBefeHHs 3MiH NpoTAroM 3-X MicsLB NicNs 3aTBEPKEHHS.
108. | IPUHOCUHA, KOHLeHTpaT ans TOB "TeBa YkpaiHa AkTasic Itanis C.n.A.; ITanis BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasis: 3a UA/6528/01/01
AH NPUroTYBaHHSA YkpaiHa" CiHgaH ®apma CP/1 PyMyHis 3MiHM | TUny - 3MiHK WoA0 6e3nekn/edeKTMBHOCTI Ta peuyenmom
PO34nHy AN8 iHdYy3ii, hapmakoHarnagy (iHwi 3MiHn) - BHECEHHS 3MiH 0 po3giny
20 mr/mn no 2 mn, abo “MapkyBaHHa" MKA N13: 3anponoHoBaHo: MAPKYBAHHA
5 mn, abo 15 mn, abo 3rigHo 3aTBEpAXEHOr0 TEKCTY MapkyBaHHSA. OHOBJ/IEHHS
25 mn y donakoHi; no 1 TEKCTy MapKyBaHHs ynakoBKM NikapCbKoro 3acoby 3
donakoHy B nauuj BHECEHHSM iHhopMaLii LWoA0 3a3Ha4YeHHsS OAVHULb
KapTOHHIiA BMMIpIOBaHHA y cucteMi Sl Ta yHidoikauis BUKIafeHHs TekCTy
(Hanpuknag po3ginis "Cepia:", "fo:", "P.M. Ne"). BBeAeHHA
3MiH NPOTSArom 6-Tv MicsILiB Mic/1s 3aTBEPAKEHHSI
109. | ICEHTPECC Tabnetku xyBasibHi no | Mepk LWapn i | LBeliyapi Mepk Wapn i Joym HigepnaHau BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/9325/02/01
25 mr; no 60 TabneTok Ooywm IOEA A B.B., Higepnangn CLWA 3MiHM | TMNYy - 3MiHK WoA0 6e3nekn/edhekTMBHOCTI Ta peyenmom
XYBa/IbHUX Y (DN1aKOHi; M6X (nepBuHHE Ta thapmakoHarnsgy (iHwi 3miHn) - BHeceHHs 3MiH fo po3giny
no 1 cpnakoHy B BTOPMHHE NakKyBaHHA, «MapkyBaHHa» MKHA J13: 3anponoHoBaHo: MapKyBaHHS.
KapTOHHIA KOpOGL [03BiN Ha BUMYCK BignoBigHo A0 3aTBEPAXKEHOTO TEKCTY MapKyBaHHS.
cepii); MaTeoH OHOB/IEHHS TEKCTY MapKyBaHHS yMakoBKM iKapCbKoro 3acoby
dapmacbloTikans IHK., 3 BHECEHHAM iHhopMaL,ii LWoA0 3a3Ha4YeHHA OAVHMLb
CLUA (BpOGHMK BMMIiptOBaHHA y cuctemi Sl. BBefeHHs 3MiH NpoTsArom 6-tu
Hepo3dacoBaHol MiCALIB MiCNA 3aTBEPKEHHS
npoaykuin)
110. | ICEHTPECC Tabnetkv xyBasibHi no | Mepk LWWapn i | LWseliyapi Mepk Wapn i Joym Higepnangm BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/9325/02/02
100 mr no 60 Joym IAEA a B.B., HizepnaHgu CLIA 3MiHM | TUNy - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI Ta peyenmom
TabneToK XyBasIbHUX veX (nepBuHHe Ta thapmakoHarnagy (iHwi 3MiHn) - BHeCeHHs1 3MiH 40 po3ainy
y dhnakoHi; no 1 BTOPVHHE NaKyBaHHA, «MapkyBaHHs» MKA J13: 3anponoHoBaHo: MapKyBaHHS.
th/1aKoHY B KapTOHHii [,03Bi/T Ha BUMYCK BignoBigHO 40 3aTBEPAXKEHOTO TEKCTY MapKyBaHHS.
Kopobui cepii); MaTeoH OHOBJIEHHA TEKCTY MapKyBaHHS YNakoBKM /TiKapCbKOro 3acoby
dapmacbloTikans IHk., 3 BHECEHHAM iHdhopmaLii WoA0 3a3HaYeHHs OANHULLb
CLUA (B1pOGHMK BVMIipIOBaHHSA y cuctemi Sl. BBeeHHs1 3MiH NpoTArom 6-u
Hepo3acoBaHo! MicsILiB nicns 3aTBepoKEHHS
npoayKuii)
111. | NOA-HOPMIN | Ta6neTku no 100 MKkr AT YkpaiHa AT "KNIBCbKUIA Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 6e3 UA/6383/01/01
no 10 TabneTtok y "KNIBCbKU BITAMIHHUIA 3MiHu | TUny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenma
6nicTepi; no 5 " 3ABOJ" hapmakoHarnagy (iHwi 3MiHn) - BHECEHHS 3MiH 40 po3giny
6nicTepiB y nauui BITAMIHHW “MapkyBaHHs" MKA J13: 3anponoHoBaHo: MapkyBaHHS 3rigHO
" 3ABOA" 3aTBEPKEHOMY TEKCTY MapkyBaHHA. OHOB/IEHHS TEKCTY

MapKyBaHHS YNakoBKM NiKapCbKOro 3aco0y 3 BHECEHHAM
iHchopmaLlii WoAo 3a3Ha4YeHHS OANHNLL BUMIPHOBaHHSA Y
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
cucTemi Sl. BBeeHHs1 3MiH NpoTArom 6-T MicAUiB micas
3aTBEPAKEHHS
112. | NOA-HOPMIN | TabneTkn no 200 mKr AT YkpaiHa AT "KMIBCbKIM Ykpaina BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 6e3 UA/6383/01/02
no 10 Tabnetok y "KNIBCbKU BITAMIHHUIA 3MiHM | TUNYy - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI Ta peyenma
6nictepi; no 5 " 3ABO4" thapmakoHarnagy (iHLi 3MiHW) - BHECEHHSA 3MiH [0 po3ainy
6nicTepiB y nauui BITAMIHHU “MapkyBaHHa" MKA /13: 3anponoHoBaHo: MapkyBaHHs 3rigHo
" 3ABOA" 3aTBepXeHOMY TeKCTY MapkKyBaHHs. OHOB/IEHHSI TEKCTY
MapKyBaHHS YNakoBK/ NiKapcbKoro 3aco6y 3 BHECEHHSM
iHchopmauii LLoA0 3a3HAYEHHS OAMHULb BUMIPIOBaHHS Y
cuctemi Sl. BBeieHHA 3MiH NpPOTArom 6-Tu MicsiLiB nicns
3aTBEPAXKEHHS
113. | KANIKO PO34vH NS iHdysii 4 MpuBatHe YkpaiHa MpuBaTHe akujioHepHe Ykpaina BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasis: 3a UA/9407/01/01
xnoenay %; no 50 mn1 abo no akuioHepHe TOBapucTBo "IHdy3ia" 3MiHM | TUny - 3MiHK WoA0 6e3nekn/edeKTMBHOCTI Ta peuyenmom
PO34UH 4% 100 mn y nAasLKax TOBapucTBO hapmakoHarnagy (iHwi 3MiHK) - 3MiHW B TEKCTI MapKyBaHHsA
"IHdy3ia" yNaKoBKM NiKapCbKOro 3acoby L0A0 3a3HauYeHHs MDKHApPOAHUX
no3HavyeHb OAVHVLbB BUMIPOBaHHA. BHeceHHs 3miH fo po3ainy
«MapkyBaHHsa» MK#A J/13. 3anponoHosaHo: MAPKYBAHHA
BignosigHo [0 3aTBEPAXEHOr0 TEKCTY MapkKyBaHHA. TepMiH
BBEJEHHS 3MiH: NPOTAroM 6-Ty MiCALIB NiCNs 3aTBEP)KEHHS
3MiH
114. | KANbUIN -A3 | TabneTtky XyBaJibHi, Takega ABcTpist Takepa AC Hopgeris BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 6e3 UA/10610/01/01
HIKOMEZ 3 no 30 a6o no 100 ABCTpis 3MiHW | TUNY - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peyenma
M'ATHAM TabneTok y hNakoHi; 6X thapmakoHarnagy (iHLWi 3MiHK) - BHECEHHSA 3MiH [0 po3ainy
CMAKOM no 1 dpnakoHy B “MapkyBaHHs" MKA J13": 3anponoHoBaHO: TeKCT MapKyBaHHSA
KapTOHHIlA KopooLi (3rifHO 3aTBEPKEHOr0 TEKCTY MapKyBaHHS). 3MiHN BHECEHI B
TEKCT MapKyBaHHS1 YNakoBKM NikapCbKoro 3acoby oo
3a3HayYeHHs1 MDKHapOAHMX NO3HAYeHb OAVHNLb BUMIPIOBAHHS.
BBefeHHs 3MiH NPOTAroM 6-TW MICALIB NiC/1A 3aTBEPAXKEHHS.
115. | KA/bLUIO PO34NH A1 iH'EKLINA ToBapucTtso YkpaiHa TosapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/4727/01/01
FMIOKOHAT- 100 mr/mnno 5 mn B 3 obmexeHor 3MiHM | TUMy - 3MiHK 3 AKOCTIi. FOTOBUIA NiKapcbKuii 3aci6. peyenmom
3400POB'A amnyni; no 10 amnyny | obmexeHow BignoBigaIbHICTIO CurcTeMa KoHTelHep/3akynoptoBasibHUIA 3aci6. 3miHa po3mipy
(CTABINI3OB | KapTOHHI KOpO6Li; Mo Bignosiganb "papmaLeBTnyHa yMakoBKM FOTOBOrO NiKApCbKOro 3acoby (BMyYEHHS YMaKoBKM
AHUI) 5 mn B amnyni; no 5 HiCTIO KommMaHis "3g0poB's” NEeBHOro Po3Mipy) - BUTyYEHHS YMakoBKM Mo 5 M B ammynax
amnyn y 6nictepi; 2 "papmaueBT Ne 5 (5x1) y 6nicTepi B kopo6bui; no 10 mn B amnynax Ne 5 B
6nicTepy y KapTOHHIl nyHa KOpo6L|i 3 Bi4NOBIAHMMM 3MIHAMM Y PO3AiNi «YNaKkoBKa»:
kopo6ui; no 10 mn B KOMMaHis MponoHoBaHa pefakuis
amnyni; no 10 amnyn 'y "3p0poB'a” Mo 5 mn B amnyni; no 10 amnyn y KapTOHHI KOpo6Li; o 5 mn
KapTOHHI Kopoobui B amnyni; no 5 amnyn y 6nictepi; no 2 6nictepy y KApTOHHIN
KOpOoo6L;
no 10 mn B amnyni; no 10 amnyn y KapTOHHIl KOPo6Li. 3MiHN
BHECEHI B po34in "YnakoBka" B iIHCTPYKL,iO A1 MeMYHOro
3aCTOCYBaHHS /1iKapCbKOro 3acoby y 3B’A3KY 3 BUYYEHHAM
NeBHOro PO3Mipy YNakoBKU, SIK HACNIAOK - BUTYYEHHS TEKCTY
MapKyBaHHS BifnoBiAHOI ynakoBku. BBegeHHs 3MiH MpoTarom
6-T1 MicsILIB Nicnsl 3aTBEPAKEHHS
116. | KAHAIA MOPOLLIOK HALLKIpHWIA, neHmapk IHAis neHmapk IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/9754/03/01
10wmr/rno30ry PapmacboT dapmMacbioTVKan3 3MiHK | TUNy - 3MiHK Wo[o 6e3nekn/edheKTUBHOCTI Ta peyenma
o1akoHi, no 1 vkans Jita. 14, thapmakoHarnsaay (iHWi 3MiHW) - OHOBJIEHHS TEKCTY
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Ne

Hassa

o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
th/1aKoHy B KapTOHHIii MapKyBaHHS! YNakoBKU JTiKapCbKOro 3acoby 3 BHECEHHAM
Kopobui iHchopMaLii WoA0 3a3HAaYEHHSA OAUHULb BUMIPOBAHHS Y
cucTemi Sl. BBeeHHs1 3MiH NpoTArom 6-T MicauiB nicas
3aTBEPAKEHHS
117. | KAPAlIOBION Kpanni opasibHi; no 25 MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/16005/01/01
® mn a6o no 50 mn, abo dapmaueBT PapmaueBTUYHa 3miHu Wwopao 6esnekn/echekTMBHOCTI Ta hapmakoHarnsagy (iHwi | peyenma
no 80 mn, a6o no 100 N4Ha thabpuka "Biona" 3MiHW) - BHeceHHs 3MiH o po3gainy «MapkyBaHHA» MKA N13.
MmNy donakoHax 3 dhabpuika OHOB/IEHHS TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro 3acoby
npo6Koto- "Biona" 3 BHECEHHAM iHdhopmaLii WoA0 3a3HaYeHHs OANHULLb
KpanesnbHUUEer Ta BUMIpIOBaHHsA y cuctemi Sl (BBefeHHs 3MiH NpOTArom 6-1u
KPULLIKOO; MO 25 MmN MiCAILiB MicNs 3aTBEPKEHH); 3MiHM | TUNY - AQMIHICTpPaTUBHI
ab6o no 50 mn, abo no 3MiHW. 3MiHa Ha3BW NiKapCbKOro 3acoby - 3MiHa Ha3Bu
80 mn, abo no 100 mn nikapcbkoro 3acoby. 3ATBEPIXKEHO: KAPAIOBIO/
y thnakoHi 3 npo6koto- (Cardioviol) 3ANMPOMOHOBAHO: KAPAIOBION® (Cardioviol)
KpanesnbHuLero Ta BBefeHHs 3MiH NpoTArom 6-T1 MiCALIB MIiC/A 3aTBEPLKEHHS
KpuLikoto; no 1
doNakoHy y nauui
118. | KETAMIH-3H PO3YMH ONs iH'EKUIN, ToBapucTBo YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 40 peecTpaLiiHnx maTtepianiB:3miHu | Tuny - 3a UA/12951/01/01
50 mr/mn; no 2 mn B 3 o6MexeHo 3MiHM Woao 6e3neku/eheKTUBHOCTI Ta thapmakoHarnagy (iHwi | peyenmom
amnyni; no 10 amnyny | obmMexeHo BiANOBIAA/IBHICTIO 3MiHW) - BHeceHHs 3miH o po3giny «MapkysaHHsa» MKA N13.
KOpo6L,i 3 KapTOHyY; No BignoBigasb "XapkiBcbke 3anponoHoBaHo: MapkyBaHHs. BignoBigHO 40 3aTBEPAKEHOIO
2 mn B amnyni; no 5 HicTIO thapmaueBTUyHe TEKCTy MapKyBaHHS. 3MiHW BHECEHi B TEKCT MapKyBaHHSA
amnyn y énictepi; no 2 | "Xapkiscbke nignpUEMCTBO yMakoBKM MiKapCbKOro 3acoby LoA0 3a3HaYeHHS MiXKHapOAHNX
6nictepu y kopobui 3 hapmaueBT "3p0poB's Hapoay" Nno3HayYeHb OAMHMLb BUMIPIOBAHHS. BBeAEHHS 3MiH MPOTArOM
KapToHy N4He 6-Tn MicALIB NicNs 3aTBEPKEHHSA
nignpvemMcTs
0 "3p0poB'a
Hapoay"
119. | KETOKOHA3 Kpem ans MPAT YkpaiHa MPAT "®ITO®PAPM" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 6e3 UA/4126/01/01
on- 30BHILLHBOrO "®ITOPAPM 3MiHM | TUny - 3MiHK WoA0 6e3nekn/edhekTMBHOCTI Ta peyenma
DPITODAPM 3acTocyBaHHA 2 %; no " hapmakoHarnsagy (iHwi 3miHn) - 3MiHW B TEKCTI MapKyBaHHs
15rabono25ry YMakoBKM MiKapCbKOro 3acoby LoA0 3a3HAaYEeHHS MiXXHapOAHWNX
Ty6i, mo 1 Ty6i y navui no3HayYeHb OAVHWLL BUMIpIOBaHHS. BHeceHHs 3miH go po3giny
3 KapToHY «MapkyBaHHs» MKA J13. 3anponoHosaHo: MAPKYBAHHA
3rifHo 3aTBEPAXEHOr0 TEKCTY MapKyBaHHSA. TepMiH BBEAEHHS
3MiH- NPOTSArom 6 MicsiLiB Nicnsi 3aTBEpPAKEHHS
120. | KETOPON PO34UH OS5 iH'EKUN, O-p Peppi'c IHais O-p Peppi'c IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/2566/01/01
30 mr/mnno 1 mn B Na6opaTtopi Na6opaTtopic Jlimiteq, AaMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecn | peyernmom
amnyni; no 10 amnyn y c ity MiCLiAl NPOBaXEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
6nictepi rOTOBOrO JIiKAPCbKOro 3acoby, BK/IKUaOUN AiNbHUL BUMYCKY
cepii abo micLe NpoBefeHHs KOHTPOO SKOCTI. (AisNIbHICTb, 3a
AKy BiANOBiAae BMPOGHMK/IMNOpTEpP, BK/OYAOUM BUMYCK Cepiid)
- 3MiHa Ha3Bu Ta agpecu BupobHuka [-p Pepai'c Jlabopatopic
Nimiten, IHAia, 6e3 3mMiHu Micua BUpoOHMULTBA. BBEAEHHS 3MiH
NpPOTSArom 6-Tu MicALiB Nic/1A 3aTBEPAKEHHS.
121. | KNONIAOMPE | Tabnetku, BKPUTI TOB "TeBa YkpaiHa AkTasic 1T, ManbTta ManbTa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/11636/01/01
N-TEBA N1iBKOBOIO YkpaiHa" 3MiHM | TUNy - 3MiHK WoA0 6e3nekn/edhekTMBHOCTI Ta peyenmom

060/10HKOH, M0 75 Mr;

thapmakoHarnsagy (iHWi 3mMiHW) - BHECEHHS 3MiH 40 po34iny
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
no 10 Tabnetok y “MapkyBaHHs" MKA /13: 3anponoHosBaHo: MAPKYBAHHSA
6nictepi; no 3 a6o 9 3rigHO 3aTBEpAXEHOr0 TEKCTY MapkyBaHHS. OHOBJ/IEHHS
6nicTepiB y KAPTOHHIN TEKCTY MapKyBaHHS1 YNakoBKW MiKapCbKOro 3acoby 3
Kopobui; no 7 BHECEHHSM iHthopMaLii LLoA0 3a3HaYEHHS OAUHULb
Tabnetok y 6nictepi; BUMIpPIOBaHHSA y cuctemi Sl. BBeieHHS 3MiH NPOTArom 6-Tu
no 4 6nictepu B MiCALIB MiCNA 3aTBEPKEHHSA
KapPTOHHI KOpoOLi
122. | KOAENCWH Tabnetku no 10 TOB YkpaiHa TOB "®dapma Ctapt" Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/11812/01/01
Tabnetok y 6nictepi; "ACIHO 3MiHM | TUNYy - 3MiHK WoA0 6e3nekn/edhekTMBHOCTI Ta peyenmom
no 1 6nictepy B naudi YKPAIHA" thapmakoHarnagy (iHwi 3MiHu) - 3amiHa p. «padivHe
3 KapPTOHY 0hOpMNEHHS YNAKOBKM» Ha p. «MapKyBaHHs»,
3anponoHoBaHo: MapKyBaHHS. 3rigHO 3aTBEPAKEHOr0 TEKCTY
MapKyBaHHS. BunyyeHHs iHdhopmauii woao ynakosky in bulk 3
marepianiB peecTpauiiHoro fAOCkE (3 TUTY/IbHOI CTOPIHKM,
po3giny «lMakyBaHHsA» Ta «MapkyBaHHsA» MKHA J13) y 3B’A3ky 3
TUM, LLIO Ajt0 peecTpaduiiiHoro noceiguyeHHs Ha 13 KogencuH,
TabneTtku, nakyBaHHs in bulk: no 7 kr y naketax (PN NeUA
11813/01/01 Big 11.11.2011) He 6yn0 NOAOBXEHO. 3MiHY |
MMy - 3MiHK Woao 6e3nekn/eddeKTMBHOCTI Ta
hapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
MapKyBaHHS YNakoBKW /TiKapCbKOro 3acoby 3 BHECEHHAM
iH(hopMaUii WoA0 3a3HaYeHHSA OAUHULb BUMIPOBAHHS Y
cucTtemi Sl. BBefeHHs 3MiH NpoTArom 6 MicsuiB nicns
3aTBEPAKEHHS
123. | KOAETEPN Tabnetkv no 10 ToBapucTBo YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis: 3a UA/3563/01/01
Tabnetok y 6nictepi; 3 obmexeHoto 3MiHM | TUNYy - 3MiHK WoA0 6e3nekn/ethekTMBHOCTI Ta peyenmom
no 1 6nictepy y 06MEeXEHO BigNoBiAa/IbHICTIO thapmakoHarniagy (iHwi 3MiHW) - BHECEHHS 3MiH [0 po3ainy
KOpPOO6LLi 3 KapTOHY Bignosiganb "XapkiBcbke “MapkyBaHHA" B 3aTBepaxeHnx MKA /13. 3anponoHoBaHo:
HiCTIO hapmaLleBTUyHe MapkyBaHHs. BianosigHo [0 3aTBEPAKEHOr0 TEKCTY
"XapkiBcbke niaNpreMCTBO MapKyBaHHSA. OHOB/IEHHSA TEKCTY MapKyBaHHS yNakoBKu
hapmaueBT "3p0poB's Hapoay" nikapcbKoro 3acoby 3 BHECEHHSIM iHdhopMaLii Wwoao
nyHe 3a3HayYeHHs OAVHULb BUMIpOBaHHA Y cuctemi Sl. BeegeHHs
nignpuemcTs 3MiH NPOTAroM 6-TW MICALIB NiC/1A 3aTBEPAKEHHS.
0 "3p0poB'a
Hapoay"
124. | KOOETEPM H | Tabnetku, no 10 ToBapucTBO YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 3a UA/3563/01/02
Tabnetok y 6nictepi; 3 06MeXeHo 3MiHUM | TUNY - 3MiHW WoA0 6e3nekn/edpekTUBHOCTI Ta peuyenmom
no 1 6nictepy y 06MEeXEHO0 Bi4NoBiga/IbHICTIO hapmakoHarnagy (iHLWi 3MiHK) - BHECEHHSA 3MiH [0 po3ainy
KOpOO6Li 3 KApTOHY BiANoBiga b "XapkiBcbke “MapkyBaHHs" B 3aTBepipkeHnx MKA /13. 3anponoHosaHo:
HicTiO thapmaueBTUYHe MapkyBaHHs. BignoBigHO A0 3aTBEPAKEHOro TEKCTY
"XapkiBCbke nignpMeEMCTBO MapKyBaHHA. OHOB/IEHHS TEKCTY MapKyBaHHA YNakoBKu
thapmauesT "3p0poB's Hapoay" nikapcbKoro 3acoby 3 BHECEHHAM iHdhopmaLii Wwoao
nyHe 3a3HaYeHHs OAVHMLL BUMIPIOBaHHA Y cucTemi Sl. BBeageHHS
nignpvemMcTs 3MiH NPOTAroM 6-TW MicsLiB nicns 3aTBepAKeHHS
0 "340poB'A
Hapoay"
YKkpaiHa
125. | KOJINOTPO® | kpem BariHa/ibHuii 1 AnBoreH Bonrapis Bupo6HMLTBO 3a PpaHujs BHECEHHS 3MiH 40 peeCTpaliiHNX MaTepiasiB: 3MiHuM | Tuny - 3a UA/3481/02/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
IH %; no 15 ry Ty6i; no 1 dapma MOBHUM LK/IOM: AAMIHICTpaTUBHI 3MiHW. BunyyeHHs BUPOGHNYOT AinbHUL peyenmom
Ty6i B KOPO6L TpelguHr Na6opaTtopis (Bovatoum ainbHuui ans A®Il, NpoMixXHOro NpoaykTy abo
HOpon LWEMIHO, dpaHuis; roTOBOrO /liKapCbKOro 3acoby, AiNbHUL 415 NPOBEAEHHS
OTOB KoHTpornb cepii (Tinbku nakyBaHHs1, BUpOOHYKa, BiANoBiAaNbHOrO 3a BUMYCK Cepiid,
MiKpo6ionoriyHe MicLLe NPOBeAEHHS KOHTPO/IO cepil) abo noctavyanbHUKa
TecTyBaHHs): BMXifHOro martepiany, peareHTy abo A0NOMiKHOT peYOBUHN
KoHhapma ®paHc, (AKLLLO 3a3HaYeHO Y A0CbE). BunyyeHHs ofHiel 3 BUPOOGHUYNX
PpaHuin AiNbHUL BUPOGHYKKaA rOTOBOro NikapcbKoro 3acoby Tesa
dapmacbioTvkans Koepon b.B., Higepnangy (8o3sin Ha
BWMYCK cepii). 3MiHW BHeCeHi y po3ginv "BupobHuk" Ta
"Micue3HaxompkeHHs BUPO6HVKa Ta afpeca Micus
NPOBaL)KEHHS Or0 AiS/IbHOCTI" y 3B"A3KY 3 BUTYYEHHAM
O[HOr0 3 BUPOGHUKIB B iHCTPYKLIitO 4151 MEAUNYHOTO
3acToCyBaHHA Ta K HacMifoK - BIANOBIAHI 3MiHN y TeKCTi
MapKyBaHHS! yNakoBKW NikapcbKoro 3acoby
BBeAeHHs 3MiH NPOTAroM 6 MicsALiB Nic/s 3aTBePAKEHHS.
126. | KOPI'/IIKOH PO34UH A5 iH'EKLLN, ToBapucTBO YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/4857/02/01
0,6 mr/mn, no 1 mn B 3 obmexeHor 3MiHM | TUNYy - 3MiHK WoA0 6e3nekn/edhekTMBHOCTI Ta peyenmom
amnyni; no 10 amnyny | o6MexeHo BiNoBiAa/IbHICTIO thapmakoHarnagy (iHLwi 3MiHK) - 3MiHW BHECEHI B TEKCT
nauui 3 KapToHy; no 1 BiANoOBiganb "LlocnifHnin 3aBof, MapKyBaHHs yNakoBK/ NikapcbKoro 3acoby LL0A0 3a3HauYeHHs
M B amnyni; no 10 HiCTIO "THLJIC", YkpaiHa MiKHapOAHWX NMO3HaYeHb OAUHULIb BUMIpIOBAHHS. BHeCeHHs
amnyn y 6nictepi; no 1 | "AocnigHuii (KOHTPO/Ib SKOCTI, 3MiHM [0 po3ainy «MapkyBaHHA» MK#A J13. 3anponoHoBaHo:
6nictepy B navui 3 3aBof, BUNyCK cepii); BignosigHo [0 3aTBEpAXEHOro TEKCTY MapkyBaHHS BBeAeHHs
KapToHy; no 1 mn B "rHuIC ToBapucTBo 3 3MiH NPOTAroM 6-TW MICALIB NiCNA 3aTBEPMKEHHS.
amnyni; no 5 amnyny 06MeXeHOI0
6nictepi; no 2 Bi4NoBiAa/IbHICTIO
6nicTepy B nav, 3 "papmaLeBTUYHa
KapToHy KoMnaHia "3gopos'a”,
Ykpaina (Bci cTagil
BMPOGHMLTBA,
KOHTPO/b AKOCTI,
BMNYCK cepii)
127. | KOPOAPOH® | posuvH gns iH'ekuin, TOB YkpaiHa CaHocpi BiHTpon dpaHuin BHECEHHS 3MiH A0 peecTpauiiHux maTtepiais: 3a UA/3683/01/01
50 mr/mn; Ne 6: no 3 "CaHoi- IHpacTpia 3MiHM | TUNy - 3MiHKU WoA0 6e3nekn/edhekTMBHOCTI Ta peuyenmom
M/1 B amnyni; no 6 ABeHTIC hapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
amny’s B NOAIMEPHUX YkpaiHa" MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby 3 BHECEHHAM
YapyHKax y KapTOHHil iH(hopMaUii WoA0 3a3HaYeHHSA OAUHMLb BUMIPOBAHHS Y
KopooLi cucteMi Sl. BHeceHHs 3MiH Ao po3ainy "MapkysaHHA" MKA
N3. 3anponoHoBaHo: Po3gin "MapkyBaHHs". BignoBigHo 4o
3aTBEPAKEHOr0 TEKCTY MapkyBaHHS. TepMiH BBELEHHS 3MiH:
npoTArom 6 micslis nicns 3aTBepipkKeHHs
128. | KOPAUMIH TabneTtkn KPKA, a.4., CnoBeHisi KPKA, a.4a., Hoso CnoBeHis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 3a UA/1105/02/01
PETAPJ, NPOJIOHIOBaHOT Aji No Hoso mecTo mMecTo, CrioBeHis 3MiHM | TUMY BHECEHHS 3MiH 0 peeCTpaLiiiHuX MaTepianis:- | peyenmom

20 mr; no 15 TabneTok
MPOJIOHrOBaHoI Aji y
6nictepi; no 2
6nicTepy B KAPTOHHIiA
Kopo6ui

(BignoBiganbHWiA 3a
BMPOGHMLTBO "in bulk",
nepBuHHe Ta
BTOPVHHE MaKyBaHHS,
KOHTPO/Ib Ta BUMYyCK

3MiHM WoAo 6e3nekn/edeKkTUBHOCTI Ta thapmakoHarnagy (iHwi
3MiHW) - BHECEHHS 3MiH A0 po3ainy "MapkyBaHHa" MKA N13:
3anponoHoBaHo: MAPKYBAHHA BignosigHo Ao
3aTBEPKEHOrO TEKCTY MapKyBaHHS. 3MiHN BHECEHI B TEKCT
MapKyBaHHS YMakoBKW NikapCbKOro 3acoby L0A0 3a3Ha4YeHHS
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
cepiii); KPKA, a.4., MDKHapOAHUX MNO3Ha4YeHb OAVHULL BUMIpOBaHHSA. TepMiH
HoBo mecTo, BBEJEHHS 3MiH - NPOTAroM 6 MiCALIB Nicia 3aTBEPAKEHHS.
CnoseHis
(BignoBiganbHuii 3a
KOHTPO/b cepili);
KPKA, a.4., Hoso
mecTo, CroBeHis
(BignoBiganbHuii 3a
nepBuHHe Ta
BTOPWHHE MaKyBaHHS);
Mapwuchapm 4.0.0.,
CnoseHis
(BignoBiganbHuii 3a
nepBUHHE NakyBaHHA
Ta BTOPUHHE
nakyBaHHs)
129. | KOPTIHE®® Tabnetku no 0,1 wr, AT "Apaves Monbua AT "Apamepn dapma” Monbwa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/9532/01/01
no 20 TabneTok y dapma” TexHiyHa nomuska (3rigHo Hakasy MO3 Big 23.07.2015 Ne peyenmom
dhnakoHi; no 1 460). TexHi4YHy NOMWUIIKY BUNPaB/IEHO B IHCTPYKLiT AN
dhnakoHy B KapTOHHiiA MeAMYHOro 3actocyBaHHaA /13 WoAo AaTh Ta HOMepy Hakasy
Kopo6ui; no 20 3aTBepmxeHoro MO3 YkpaiHn 3aTBepaXeHo:
Tabnetok y 6nictepi; 3ATBEP)KEHO Haka3 MiHicTepcTBa OXOPOHW 34,0p0B’SA
no 1 6nictepy B YkpaiHn 30.05.14 Ne 371. PeecTpauiiiHe nocBigyeHHs No
KapTOHHIl Kopoobui UA/9532/01/01 3anponoHosaHo: 3ATBEPIDKEHO
Haka3 MiHicTepcTBa 0XOpOHW 340pOB’A YKpaiHu 26.04.19 Ne
978 PeecTpauiiiHe noceigueHHs Ne UA/9532/01/01 3a3HayeHe
BMMpaB/ieHHs BiAMnoBifae MaTepiasiamMm peecTpauiiHoro 4ocbe
130. | KCE®ANTIH NMOPOLLOK A1 PO3UNHY MPAT YkpaiHa no6an ermner BHECEHHS 3MiH [J0 peecTpaLjiiiHuXx maTepianis: 3a UA/16692/01/01
NS iH'eKwiiA, no 8 mr, "®ITOPAPM dapmaveyTikaic 3MiHM | TUNYy - 3MiHK Woa0 6e3nekn/ethekTMBHOCTI Ta peyenmom
no 5 chs1akoHiB y nauui " IHgacTpiac thapmakoHarniagy (iHwi 3MiHW) - BHECEHHS 3MiH 40 po3ainy
«MapkyBaHHsA» MKA /13: 3anponoHoBaHo: 3rifHO
3aTBEPKEHOr0 TEKCTY MapKyBaHHs. 3MiHW BHECEHI B TEKCT
MapKyBaHHS YNakoBK/ NikapCbKoro 3acoby LL0A0 3a3HauYeHHS
MDKHapOAHUX NO3HAYeHb OAVHMLL BUMIPIOBaHHSA. BBegeHHs
3MiH NPOTAroM 6-Tu MicsiLiB nicns 3aTBepAkKeHHs
131. | KYTIBENT™ masb 0,005 %; no 15 nakcoCmit Benuka "nakcoCmiTKnsiiH Monbwa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 3a UA/2677/01/01
y Ty6i; no 1 Ty6i y KnsiiH BputaHia | ®apmacbioTukans C.A. 3MiHuM | TUNY - 3MiHK 3 aKocTi. CepTudikaT BignoBigHOCTI/NE- | peyenmom
KapTOHHIiA ynakoBL,i Ekcnopt cepTudikaT BignoBigHOCTI €Bponeichbkii
Nimiten thapmakonei/MoHorpadii. 3mMiHK, NOB'A3aHi 3 HEOBXiAHICTO

npuBefeHHs y BiANOBIAHICTb A0 MoHorpadii AdY abo
€Bponeiicbkoi thapmakonei, abo iHWOoT HalioHa/IbHOI
thapmakonei gepxasu €C (3miHa y cneuudikauii
HedhapmakoneiiHoro A®| ans NnpuBefeHHs y BiANOBIAHICTL A0
BuMor dY a6o €sponelicbkoi hapmakonei, abo iHLwol
HaujioHanIbHOI thapmakonei gepxasu €C) - lonomixHa
peyoBUHa/BUXiQHUIA MaTepian Ans BUpobHuuTBa A®| - 3miHa
cneundikauii Ta aHaNiTUYHUX METOAIB A5 AONOMDKHOT
peyoBMHM COPBITAHCECKBIOIEAT 3 METOK NPUBEAEHHSA Y
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
BiANOBIAHICTb A0 YMHHOI pefakuii €Bponelicbkoi ®apmakonei
132. | NNTASNKC® PO3YMH ANS iH'EKLN, TOB YkpaiHa C.C. "3eHtiBa C.A." PymyHis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/13555/01/01
HEO 10 mr/mn; Ne 10: no 2 "CaHoi- 3MiHK | TUny - 3MiHK Wo[o 6e3nekn/edheKTUBHOCTI Ta peyenmom
MJ1 PO34MHY B amnyii; ABeHTIC thapmakoHarnagy (iHLwi 3MiHW) - BHECEHHSA 3MiH [0 po3ainy
no 10 amnyny YkpaiHa" “MAPKVPOBKA HA YTAKOBKE" B 3atBepaxeHux MKA /13, a
KapTOHHIl KopoobLi came 3aMiHa Ha po3gin “MapkyBaHHs". 3anponoHOBaHO:
MapkyBaHHs BignoBigHO 40 3aTBEPAXEHOro TEKCTY
MapKyBaHHS. 3MiHW BHECEHi B TEKCT MapKyBaHHS yNakoBKM
niKapcbKoro 3acoby LWoA0 3a3HaUYeHHAM MiXKHApOAHMX
no3Ha4yeHb OAVHVLbL BUMIPIOBaHHSA. BBeAeHHS 3MiH NpoTArom
6-T1 MicsILIB NicNs 3aTBEPIKEHHS
133. | NIAKTOBIT kancynu no 10 kancyn Mini Benvka Menpo IHgis BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasis: 6e3 UA/0160/01/01
DOPTE y 6nicTepi; no 3 Xenckepe BpuTaHis PapmacbloTUKanc 3MiHM | TUny - 3MiHK WoA0 6e3nekn/edeKTMBHOCTI Ta peyenma
6nicTepy B KAPTOHHIiA Nimiten Mpisart JlimiTeq, hapmakoHarnsagy (iHwi 3mMiHn), 3MiHU B TEKCTI MapKyBaHHS
Kopo6ui; no 7 kancyny yNaKoBKM NiKapCbKOro 3acoby L0A0 3a3HauYeHHs MDKHApPOAHUX
6nicTepi; no 2 abo no Nno3HayeHb OAUHULL BUMIPIOBaHHSA. 3aMiHa po3giny
4 6nictepu B «[pachiuHe ohopMIEHHS YNakoBKu» Ha po3gin «MapKyBaHHS»
KapTOHHIi KOpOoOLyi MKA 13 3anponoHoBaHo: MapkyBaHHS. 3rigHo
3aTBEPAKEHOIO TEKCTY MapKyBaHHS.
TepmiH BBEAlEHHS 3MiH NPOTAroM 6 micauis nicns
3aTBEPAKEHHS.
134. | NEBO®JIOKC | po3uuH ans iHgysil MpusaTHe YkpaiHa MpuBaTHe akuioHepHe Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/12726/01/01
AUMH 0,5 %; no 100 mn a6o akujioHepHe TOBapUCTBO "lHDY3is" 3MiHM | TMNYy - 3MiHK WoA0 6e3nekn/edhekTMBHOCTI Ta peyenmom
no 150 mn y naswuj; TOBapUCTBO thapmakoHarnagy (iHwi 3MiHK) - 3MiHU B TEKCTI MapKyBaHHs
no 1 naswui y nayui "IHcpy3ia" ynakoBKU NiKapCbKoro 3acoby Loao0 3a3HavyeHHs MbXHapOAHUX
Nno3HayYeHb OAUHWLL BUMIPOBaHHS. BHeCeHHs 3MiH 40 po3giny
«MapkyBaHHsa» MK#A J/13. 3anponoHosaHo: MAPKYBAHHA
BignosigHo [0 3aTBEPMAXXEHOr0 TEKCTY MapkyBaHHSA. TepMiH
BBE/IEHHS 3MiH: MPOTArOM 6-TW MicsLiB NiCNsA 3aTBEPAKEHHS
135. | IEBOLUETWUP | nopoLuok MpAT YkpaiHa TNEHMAPK NAN® IHAis BHECEHHS 3MiH [0 peecTpaviiiHMX MaTepiastis: 3MiHu | Tumny - - UA/14635/01/01
N3UHY KpucTaniyHmi "TexHonor" CAMEHCI3 NIMITE[ 3MiHuM 3 aKocTi. A®l. CTabinbHICTb. 3MiHa nepiogy NOBTOPHMX
AUrIAPOXNO | (cybeTaHuis) y BMNpo6yBaHb/nepiody 36epiraHHa abo ymoB 36epiraHHs Ad|
Pua noABiliHMX nakeTax 3 (3a BigCyTHOCTI y 3aTBEpOKEHOMY A0ChE cepTudiikata
nniBku BiANOBIAHOCTI EBponelickkili hapmakonei, Lo BKIoYaE nepiog,
nosnieTnneHoBoil Ans NOBTOPHOro BUNpo6yBaHHS) (Nepiog NOBTOPHOro
thapmaueBTUYHOro BMNpoGyBaHHs/nepios 36epiraHHs) - 36inbLUeHHS abo
3aCTOCYyBaHHSA BBe/leHHs nepioAy NOBTOPHOrO BUNPO6YBaHHs/nepiosy
36epiraHHsA Ha OCHOBI pe3ynbTaTiB AOC/IMKEHb Y PpeaslbHOMY
yaci. 36inbLweHHs nepiogy NOBTOPHOro BUNPOBYBaHHS 4 pokn
Ha OCHOBI pe3y/bTaTiB LOCNiLKEeHb Y peasibHOMYy Yaci:
3aTBEPMKEHO: TEPMIH NEPEKOHTPOSIIO — 2 POKY;
3anponoHOBaHO: MePiof NEPEKOHTPOSIK — 4 POKY.
136. | NEPTECAH Tabnetku no 0,75 mr CaH IHAis CaH ®apmacbloTvkas IHAis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/17362/01/01
no 2 Tabnetkm y dPapmacbioT IHpacTpis /174, 3MiHM | TUNy - 3MiHK WoA0 6e3nekn/edhekTMBHOCTI Ta peyenmom
6nicTepi, no 1 nkan thapmakoHarnagy (iHwi 3MiHK) - 3MiHW B TEKCTI MapKyBaHHsA
6nicTepy y KapTOHHiii IHoacTpi3 yNakoBKU NiKapCbKoro 3acoby LLoA0 3a3Ha4YeHHS MKHapOAHUX
ynakoBLi Nimiten no3HayeHb OAVHWLb BUMIPIOBaHHSA. TEPMiH BBEAEHHS 3MiH -

NpoTArom 6 micsuiB nicas 3aTBepaKeHHs
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
137. | NEPFECAH Tabnetku no 1,5 mr: CaH IHAis CaH ®apmacboTvKas IHAis BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 3a UA/17362/01/02
no 1 rabnetuiy dapmacbioT IHpacTpi3 114, 3MiHu | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuenmom
6nicTepi, no 1 nKan thapmakoHarnsgy (iHwi 3MiHK) - 3MiHW B TEKCTI MapKyBaHHS
6nicTepy y KapTOHHii IHpacTpi3 YMakKoBKM MiKapCbKOro 3acoby LoA0 3a3Ha4YeHHS MiXXHapPOAHWX
ynakoBLi Nimiten no3HayeHb OAMHULb BUMIPOBaHHSA. TepMiH BBEA,EHHS 3MiH -
npoTArom 6 micslis nicns 3aTBepAkKeHHs
138. | NIMICTUH 10 | TabneTkun, BKPUTI AHaHTa Benvka MapkcaHc ®apma IHais BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasiB: 3MiHu | Tuny - 3a UA/11037/01/01
nAiBKOBOIO Megikeap BpuTaHis nta., IHais; AOMiHICTPaTUBHI 3MiHW. BunyyeHHs1 BUPOOHUYOT AifibHUL peuenmom
06010HKOt0, N0 10 Mr nra. Aptypa (Bkntovaroun AinbHuLi ans APl NPOMiXHOTO NpoaykTy abo
no 10 TabneTtok y dapmacbtoTikans MeT. roTOBOrO /iKapCbKOro 3acoby, AiNbHUL A8 NPOBEAeHHS
6nictepi, no 3 nta., IHais nakyBaHHs1, BUPOOHYKa, BifNoBiAaNbHOIO 3a BUMYCK Cepiid,
6nicTepy B KOPOOL MicLie NpoBeAeHHS KOHTPOSIHO cepil) abo nocTayanbHMKa
BUXiZHOTO MaTepiasy, peareHTy abo JOMOMiXHOI PEeHOBWHM
(AKLL0 3a3HAYEHO Y fOCbE). BuiyyeHHs1 ogHOro 3 BUpo6GHUKIB
roTOBOrO flikapcbkoro 3acoby KonpaH Nimites, IHAiA. 3MiHN
BHECEHIi B iIHCTPYKL,t0 A5 MEAUYHOIO 3acTocyBaHHA /13 Wwoao
BMPOBHMKA Ta MiCLLe3HaxX0MKEHHS (BUNYYEHHS BUPOOHUYOT
AiNbHUL) 3 BIAMOBIAHMMW 3MiHAMW B TEKCTI MapKyBaHHS
ynakoBOK. BBefleHHs 3MiH NpoTArom 3-Tv MicALiB nmicns
3aTBEPKEHHS.
139. | MIMICTUH 20 | TabneTku, BKPUTI AHaHTa Benvka MapkcaHc ®apma IHgis BHECEHHS 3MiH 40 peecTpauiiHnX MaTepiasiiB: 3MiHW | Tuny - 3a UA/11037/01/02
NNiBKOBOO Megikeap BpuTaHis nra., IHais; AAMiHICTpaTMBHI 3MiHU. BuyuyeHHst BUPOGHMYOI AibHNL peuyenmom
060/10HKOt0, N0 20 Mr nra. Aptypa (BkNtovaroun AinbHUL Ans APl NPOMKHOro NpoayKTy abo
no 10 TabneTtok y dapmacbtoTikans lMeT. roTOBOrO /iKapCbKoro 3acoby, AiflbHWLi 4715 TPOBEAEHHS
6nicTepi, no 3 nra., IHais nakyBaHHs1, BUpOOHYKa, BiANOBiAaNbHOrO 3a BUMYCK Cepiid,
6nicTepy B KOPOOL MicLie NpoBeEeHHS KOHTPO/IHO cepil) abo nocTavyanbHUKa
BUXIAHOTO MaTepiany, peareHTy abo AOMOMIKHOI peHOBUHM
(AKWO 3a3HaYeHOo Yy AOCbE). BunyyeHHs 0AHOro 3 BUPOBGHWKIB
roTOBOroO flikapcbkoro 3acoby KonpaH Nimites, IHAiA. 3MiHN
BHeCeHi B IHCTPYKLIit0 A/19 MeAnyHoro 3actocyBaHHs /13 wopao
BMPOGHMKa Ta MiCLie3HaX0MKeHHs (BUTyYeHHSA BUPOOHNYOI
AiNbHUL) 3 BIANOBIAHMMK 3MiHAMW B TEKCTI MapKyBaHHs
ynakoBOK. BBeAeHHs 3MiH NPOTArom 3-Tu MicsLiB micns
3aTBEPAKEHHS.
140. | MEPUCTAT- TabneTku, BKPUTI CaHoBesb TypeyuuH CaHoBenb Insy CaHai TypeuunHa BHECEHHS 3MiH [JO peecTpauiitHux maTepianis: 3miHu | Tuny - 3a UA/10713/01/02
CAHOBE/b MN/1iBKOBOIO Inay CaHai a Be Tumxapet A.LL. AaMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecn | peyernmom
060/10HKO10, N0 500 Be MiCLiAl NPOBaKEHHS AiS/IbHOCTI BUPOOHMKa/iMnopTepa
Mr; no 7 TabneTok y Tupxapet rOTOBOTO JIiKapCbKOro 3acoby, BK/IKUaOUN AiNbHUL BUMYCKY
6nicTepi; no 2 A.LL. cepii abo micue NpoBeAeHHS KOHTPOJIIO SKOCTI. (Ais/IbHICTb, 3a
6nicTepy B KapTOHHii SIKy BiANOBiAae BUPOGHMK/IMNOPTEpP, BK/IOUAOUM BUMYCK Cepiid)
Kopobui 3miHa agpecu BMpobHuka CaHoBenb Insy CaHai Be Tugxapet
A.lL., TypeuumnHa, 6e3 3mMiHM Micus BUPOOHULTBA. TakoX 3MiHW
BHeCeHi B IHCTPYKLit0 4719 MeAnyHoro 3actocyBaHHsa 13y p.
"MicLe3HaxoKeHHs1 BUPOGHMKa Ta iioro agpeca Micus
NPOBaXEHHS AiS/IbHOCTI" 3 BiANOBIAHUMY 3MiHAMUW B TEKCTI
MapKyBaHHS ynakoBOK
141. | MEPUCTAT- TabneTtkn, BKPUTI CaHoBesib TypeyuunH CaHoBenb Insy CaHai TypeyunHa BHECEHHS 3MiH 40 peecTpaLiiHnx martepianis: 3MiHu | Tuny - 3a UA/10713/01/01
CAHOBE/b NAiBKOBOO Insy CaHai a Be TumkapeT A.LLL. AZMiHiCTpaTMBHI 3MiHW. 3MiHA HaliMeHyBaHHA Ta/abo agpecu | peyenmom
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
o60noHkoto, no 250 Be MiCLAl NPOBaXEHHS Ais/IbHOCTI BUPO6HMKa/iMnopTepa
Mr; Mo 7 TabneTok y Tuaxapet roToBOrO Nikapcbkoro 3acoby, BKYaoUy AiflbHALi BUNYCKY
6nictepi; no 2 A.LL. cepii abo MicL,e NpoBeAEHHS KOHTPOJIIO AKOCTI. (LisIbHICT, 3a
6nicTepy B KApPTOHHii AKy BiANOBiAae BMPOGHMK/IMNOpTEpP, BK/OYAOUM BUMYCK Cepiid)
Kopobui 3miHa agpecu BUpo6HuKa CaHosesnb Inay CaHai Be Tuaxapet
A.lL., TypeuunHa, 6e3 3mMiHM Micus BUPOOHMLTBA. TakoX 3MiHW
BHeCeHi B IHCTPYKLIit0 A/19 MeAnyHOro 3actocyBaHHs /13y p.
"MicLe3HaxomKeHHs1 BUpOGHYMKa Ta ioro agpeca miclst
NPOBaKEHHS AiS/IbHOCTI" 3 Bi4NOBIAHUMY 3MIHAMUW B TEKCTI
MapKyBaHHS yNakoBOK
142. | METOTPEKC KpucTaniyHmi Ekcenna HimeuuunH Ekcenna 'm6X eHp HimeuuunHa BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - - UA/14655/01/01
ATY MOPOLLIOK (Cy6CTaHLis) M6X eHa a Ko. KI AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
AVHATPIEBA | y noggiiiHnx Ko. KI 3asBHMKa (BNacHyKa peecTpaLiiHoro NocBig4YeHHs) - 3MiHa
Cinb nonieTuIeHoBux Ha3BW Ta afpecy 3as8BHUKA; 3MiHW | TUNY - AgMiHICTPaTUBHI
MilLKax Ans 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
hapmaueBTUYHOTO NPOBaXEHHS Ais/IbHOCTI BUPOGHMKA (BK/IHOYaouu, 3a
3acTocyBaHHsA Heo6XifHOCTI, MicLe NPOBeLEeHHS KOHTPOJIO SKOCTI), a6o
BNacHuKa mactep-goaiina Ha A®l, abo noctavasibHUKa
Adl/BnxigHoro matepiasny/peareHTy/npoMiKHOro NpoayKTy, L0
3aCTOCOBYHOTLCA Y BUPOGHULTBI API (AKLLO 3a3HAYEHO Y A0ChbE
Ha NlikapCbKWin 3acib) 3a BiACYTHOCTI cepTuchikata
BiANOBIAHOCTI EBponelickbkili hapmakonei y 3aTBepakeHoMy
nocbke, abo BUPOOHUKA HOBOI AOMOMIXHOI pEHOBUHYU (SKLLO
3a3HayYeHo y JOCbE) - 3MiHA HAa3BW Ta agpecu BUPOGHMKa, 6e3
3MiHM Micusl BUpOGHMLUTBA
143. | MIKPONAKC PO34MH peKTanbHUiA; MakHin Benvka OENTb®APM OPJIEAH PpaHLis BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3miHu | Tuny - 6e3 UA/15636/01/01
® no 5 M po3unHy MpopakTc BpuTaHis AZMiHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecn | peyenma
pekTanbHoro B Ty6i 3 Nimiten MiCLiAl NPOBaXEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
HaKOHeYHWKoM; no 4 rOTOBOrO J1iKapCbKOro 3acoby, BKIYaoumn AifIbHULL BUNYCKY
abo no 12 1y6 3 cepii abo MicLe NpoBeAEeHHS KOHTPOJTIO SKOCTI. (His/IbHICTL, 3a
HakoOHeYHVKamun B AKY BignoBigae BUPOOGHUK/IMNOPTEP, BKIKOYAKOUM BUNYCK
KapTOHHIlA KopooLi cepiid). 3MiHa HaliMeHyBaHHs1 BUPOOHMKA rOTOBOrO NiKapCbKoro
3acoby, 6e3 3MiHM Micus BUPOOHMLTBA. 3MiHM BHECEHO B
IHCTPYKLil0 415 MeAMYHOro 3acTocyBaHHS y p. "BuUpobHuK" 3
BiANOBIAHUMY 3MiHAMW Y TEKCTI MapKyBaHHS YNakoBKu
nikapcbKkoro 3acoby. BeeaeHHst 3MiH NpoTarom 6 micsAuis nicns
3aTBEPAKEHHS.
144. | MINAPOHAT Kancynu Teepgi no AT Natsis AT "T'piHaekc Natsis BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 6e3 UA/16049/01/01
® 250 wr; no 10 kancyn "IpiHaekc" 3MiHM | TUny - 3MiHK WoA0 6e3nekn/edhekTMBHOCTI Ta peyenma
y 6nicTepi; no 2 abo 4 thapmakoHarnagy (iHwi 3MiHn) - 3MiHU BHECEeHi B TEKCT
6nicTepy B nay 3 MapKyBaHHS YNakoBKW /ikapcbKoro 3acoby LLoA0 3a3HauYeHHs
KapTOHY MDKHapOAHWX NO3HAYeHb OAMHWL BUMIPIOBAHHA. TepMiH
BBEJEHHS 3MiH MPOTAroM 6 MiIcALIB Nic/a 3aTBEPAKEHHS
145. | MOHTENYKA | Tabnetku XyBasibHi N0 My6niyHe YkpaiHa BCi cTagil Benbrisi/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - - UA/16207/02/01
CT 4 wmr in bulk: no 42 000 | akuioHepHe BMPOOHULITBA 3a Icnanis 3miHu 3 sKocTi. CepTudikat BignosigHocTi/l E-cepTudikat
Tabnetok* y TOBapuCcTBO BVHSATKOM BUMYCKY BiANoBiAHOCTI €Bponelichbkiin hapmakonei/MoHorpadii.
noAgsiiHoMy "HaykoBo- cepii: MopaaHHsA HoBOro abo oHoBNEHOro cepTudiikaTa BigNOBIAHOCTI
noslieTusIeHoBoMy BUPOGHWYMIA CaHiko H.B., Benbris; ab0 BUyYeHHs1 cepTudlikaTa BignoBigHOCTi EBponechkii
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
naketi LeHTp BMPOGHMLTBO, aHasi3 thapmakonei: ana A®l; gns BuxigHoro
in bulk: no 31 500 "Bopuariscb Ta BUNYCK Cepiii: marepiany/peareHTy/NPOMKHOIO NPOAYKTY, L0
Tabnetok* y KWIA Ximiko- CiHTOH Xicnania C.J1., BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; A5 AONOMIKHOT
noAgiliHomy thapmaueBT Icnanisa peyoBuMHM (CepTudiikaTt BiANOBIAHOCTI EBpONechbkili
nosnieTneHoBoMy NYHWIA thapmakonei) - HoBuiA cepTudikat Bif, HOBOro BUPOGHUKA
nakeri 3asopg" (3amiHa abo fonoBHeHHS). CynyTHSA 3MiHa - 3MiHW 3 AKOCTI.
in bulk: no 23 500 A®I. KoHTponb A®I. 3miHa y napameTpax cneuudikauiii
Tabnetok* y Ta/abo foNyCTUMUX MEX, BUSHAYEHUX y cneundikalisx Ha
noAgsiiHoMy A®I, ab0 BMXigHWIA/NPOMKHUIA NPOAYKT/peareHT, wo
nonieTnieHoBoMy BUKOPVCTOBYIOTbCSA y Npoueci BUpobHuUTBa AD| (40NOBHEHHS
naketi crneuudikaLii HOBUM NOKA3HMKOM SIKOCTI Ta BiANOBIAHUM
in bulk: no 17 500 MeTOo40M BMNPOBYBaHHS) - BBEAEHHA HOBOrO BUPOBHMKA A4/15
Tabnetok* y aitoyoi pevoBnHN Montelukast sodium Dr. Reddy's
noagiiHomy Laboratories Limited, IHais, B sikoro HasiBHuiA CEP R1-CEP
nonieTueHoBoMy 2012-115-Rev 00 i sik HAcNigokK - 3MiHK B cneuudikauii Ta
nakeri MeTofax KOHTposo Ad| 3a MOKa3HMKOM «3aLLIKOBI KisTIbKOCTi
in bulk: no 13 000 OpraHiYHUX PO3YMHHUKIB» (LONOBHEHO BUMOMM A5 AAHOM0
Tabnetok* y BMPOGHMKA). 3MiHW | TUNy - AgMIHICTPaTMBHI 3MiHU. 3MiHa
noAgiliHomy HaliMeHyBaHHs Ta/abo agpecy MiCcLA NPOBaKEHHS AiS/IbHOCTI
nosnieTneHoBoMy BMpOBHUKa/iMnopTepa roToBOro JlikapcbKoro 3acoby,
nakeri BK/IOYAI0UM AiNbHULI BUNYCKY cepil abo micLe npoBefeHHs
in bulk: no 10 000 KOHTPOJIO SIKOCTI. (AisNbHICTb, 3a 5Ky BiAnoBigae
Tabnetok* y BMPOGHUK/IMNOPTEp, BK/OUaUM BUMYCK Cepiid) - 3MiHa agpecu
noasiiHomy Bupo6Hmka MN3 in bulk CintoH Xicnawis C.J1., Icnanis/Synthon
nonieTusieHoBoOMy Hispania S.L., Spain, 6e3 3MiH1 MicLs BUPOGHMLTBA.
naketi BBefeHHs 3MiH NPOTAroM 3-X MicALIB NiCNSA 3aTBEPKEHHS.
in bulk: no 7 500 3MiHu | TMNY - 3MiHK 3 AKOCTI. FOTOBWIA NiKapCbKUiA 3aci6.
Tabnetok* y KOoHTposb roToBoro sikapcbkoro 3acoby. 3miHa napameTpiB
noagiliHomy cneuudgikauii Ta/abo AONYCTUMMX MEX FOTOBOTO NiKapCbKoro
noslieTueHoBoMy 3aco6y (BW/TyYEHHST HE3HAYHOTO NOKasHUKa (Hanpuknag
nakeTi 3acTapifnioro nokasHuka, Takoro sk 3anax Ta cMak, abo
in bulk: no 6 000 ifeHTudikauis 6apBHMKIB UM CMAKoBUX A06ABOK)).
Tabnetok* y Creumdpikanii gns konTponto MNN13 BUnyyYaeTbca NoKasHUK
noAgiliHoMy «OAHOPIAHICTb MacK» i IK HacnigoK - 3MiHM B MeToaun
nosnieTneHoBoMy KOHTPOIO (419 fAo3yBaHHA 4 Mr). B Cneuundikauii 13
nakeri 3a/IMLIAETLCA NOKa3HUK «OAHOPIAHICTb [,030BaHUX OANHULIbY»
*gonyctume
BiAXMNEeHHs +15%
146. | MOHTENYKA | Tabnetku XyBasibHi N0 My6niyHe YkpaiHa BCi cTagil Benbrisi/ BHECEHHS 3MiH 40 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - - UA/16207/02/02

CT 5wmr akuioHepHe BMPO6GHULITBA 3a IcnaHis 3MiHu 3 gKocTi. CepTudikar BignosigHocTI/lE-cepTudikar
in bulk: no 34 000 TOBapuCTBO BVHSATKOM BUMYCKY BiANoBiAHOCTI €Bponelichbkiin hapmakonei/MoHorpadii.
Tabnetok* y "HaykoBo- cepiii: MoaaHHA HoBOro abo oHOBIEHOro cepTudikaTa BigNOBIAHOCTI
noAgiiHomy BVPOGHWYNIA Catniko H.B., bBenbris; abo BunyyeHHs cepTtudpikaTta BiANOBIAHOCTI EBpONechbkili
nosnieTneHoBomy LeHTp BUPOBHULTBO, aHani3 hapmakonei: ana Adl; ans BuxigHoro
nakeri "Bopuuariscb Ta BUNYCK Cepiii: marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
in bulk: no 25 500 KWIA Ximiko- CiHTOH XicnaHisa C.J1., BVIKOPVCTOBYIOTLCA Y BUPOOHULTBI ADI; A5 4ONOMIXHOT
Tabnetok* y hapmaveBT IcnaHis peyoBUHM (CepTudikaT BiANOBIAHOCTI EBpONechbkili
noAginHomy VNYHWIA dhapmakonei) - HoBuin cepTudikat Bif HOBOTO BUPOGHMKA
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
nonieTusieHoBoOMy 3asog" (3amiHa abo foMoBHeHHS). CynyTHSA 3MiHa - 3MiHK 3 SKOCTI.
naketi A®I. KoHTponb A®I. 3miHa y napameTpax cneuudikauiii
in bulk: no 19 000 Ta/abo foNyCTMMUX MEX, BU3HAYEHUX y cneundikalisx Ha
Tabnetok* y A®I, abo BMXigHWIA/NPOMDKHUIA NpOAYKT/peareHT, wo
noasiiHomy BUKOPVCTOBYIOTbCS y Npoueci BUpobHuUTBa A®| (40NOBHEHHS
nonieTueHoBoMy cneuudikaLii HOBUM NMOKa3HUKOM SIKOCTi Ta BiAMNOBIAHNM
nakeri MEeTOA0M BUMPOOYBaHHS) - BBEAEHHS HOBOTO BMPOGHMKA ANA
in bulk: no 14 500 nitoyoi pevoBuHN Montelukast sodium Dr. Reddy's
Tabnetok* y Laboratories Limited, IHgis, B sikoro HasiBHuii CEP R1-CEP
noAgiliHoMy 2012-115-Rev 00 i ik HAcnigoK - 3MiHK B cneyudikauii Ta
nonieTnaeHoBoMy mMeToAax KOHTPoto APl 3a NOKA3HNKOM «3a/NLLKOBI KilbKOCTI
nakeri OpraHiYHMX PO3YMHHMKIB» (LONOBHEHO BUMOMM 4151 A4AHOM0
in bulk: no 11 000 BMPOGHMKA). 3MiHW | TMNy - AOMIHICTPaTMBHI 3MiHU. 3MiHa
Tabnetok* y HaliMeHyBaHHs Ta/abo agpecy MicLs NPOBAKEHHS AiSSIbHOCTI
noABinHOMYy BMpPO6HMKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
nonieTusieHoBoOMy BK/IOYAI0UM AiNbHULI BUMYCKY cepil abo micue npoBeeHHs
naketi KOHTPOJIO SIKOCTI. (AisS/IbHICTb, 3a SIKy BiAnoBsifae
in bulk: no 8 500 BMPOGHMK/IMIOPTEP, BKIKOYAKYM BUMNYCK CEpiit) - 3MiHa agpecu
Tabnetok* y BMpo6Huka M3 in bulk CiHToH Xicnania C.J1., IcnaHis/Synthon
noagiliHomy Hispania S.L., Spain, 6e3 3MiHM MicLi1 BUPOGHULITBA.
nonieTueHoBoMy BBefeHHst 3MiH NpoTArom 3-x MICALIB NiCNSA 3aTBEPAYKEHHS.
nakeri 3MiHn | TURYy - 3MiHK 3 SKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
in bulk: no 6 500 KOHTpO/1b roTOBOro NikapcbKoro 3acoby. 3miHa napameTpis
Tabnetok* y cneumdikauin Ta/abo 4ONYCTUMUX MEX rOTOBOrO NiKapCbKOro
noAgiliHoMy 3ac00y (BWyYEHHS HE3HAYHOrO MOKa3HWKa (Hanpukiag
nonieTnaeHoBoMy 3acTapinioro NokasHWka, Takoro sk 3anax Ta cMak, abo
nakeri ineHTudbikaLis 6apBHUKIB UM CMakoBUX [06aBOK)).
in bulk: no 5 000 Creuudikauii gns koHTponto 13 BUnNy4YaeTbCsA NoKasHUK
Tabnetok* y «OfHOPIAHICTL Macu» i IK HacNifokK - 3MiHM B MeToau
noABinHOMYy KOHTPOHO (419 Ao3yBaHHA 4 Mr). B Cneuundikayii MN13
nonieTnaeHoBoMy 3a/IMWAETLCA NOKa3HNK «OAHOPIAHICTb [030BaHUX OANHULIb»
nakeri
*nonyctume
BiAXMNEeHHs +15%
147. | MOTUNITAC Kancysm m'siki no 120 MakHin AHrnis Brpo6Hu1uTBO, PpaHuia/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 6e3 UA/16873/01/01
Mmr; no 10 kancyn y MpopakTc KOHTPO/1b FOTOBOro HimeuunHa AZMiHICTpaTMBHI 3MiHX. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenma
6nicTepi; no 2 abo no Nimiten NpoAYyKTY, BUNYCK 3asBHMKa (BNacHVKa peecTpauiiiHoro nocBigYeHHs1) 3miHu

4 6nictepu B
KapTOHHI/ ynakosL,i

cepil:

KaTaneHt ®paHce

BeHalim CA, ®paHuis;
MepBuHHE Ta

BTOPUHHE NaKyBaHHS:
KataneHT xepmaHi

LWopHaopd MbX,

Himeuunna

BHOCATbLCS Y 3B’A13KY 3i 3MiHOI0 agpecu 3asBHUka MakHin
Mpopgaktc Nimites,.

BBefeHHA 3MiH NPOTATOM 6-TW MICALB NIC/1A 3aTBEPAXEHHS.
3MiHu | TUNYy - 3MiHK Wopao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) BHeceHHs 3miH o p.
MapkyBaHHA MKA N13: 3atBepgxeHo: MapkupoBka. TekcT
MapK1pOBKY NEPBUYHON 11 BTOPUYHOI YNakoBKW npuiaraeTcs.
3anponoHoBaHo: MapkyBaHHS. BignosigHo 40 3aTBepA)KeHoro
TEKCTY MapKyBaHHs
OHOB/IEHHSA TEKCTY MapKyBaHHS YNakoBKW NIKapCbKOro 3acoby
3 BHECEHHSAM iHhopmaLii WoAo 3a3HaYeHHs OANHULIb
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
BVMIipIOBaHHSA y cuctemi Sl. BBefieHHSI 3MiH NpoTArom 6-u
MicaLiB nicnsa 3aTBepmKeHHs. 3MiHK | Tuny - 3MiHW Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi 3miHun)
3MiHV BHECEHO B IHCTPYKLLtO A/19 MEANYHOIO 3aCTOCYBaHHS
nikapcbKoro 3acoby LoA0 HaliMeHyBaHHA Ta
MiCLie3HaxXOKEHHS 3asBHMKA Ta NpeACcTaBHMKa 3asBHYIKa.
BBegeHHs1 3MiH NPOTAroM 6-Tu MicALB Nic/ia 3aTBepAKEHHS
148. | HAKNTO®EH Kancynu no 75 mr, no KPKA, a.4., CnoBeHis KPKA, a.4., Hoso CnoBeHis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/3480/06/01
Ayo 10 kancyn y 6nicTepi; HoBo mecTo MecTo 3MiHK | TUNy - 3MiHK Wo[o 6e3nekn/edheKTUBHOCTI Ta peuyenmom
no 2 6nictepu y thapmakoHarnsagy (iHwi 3miHK) - 3amiHa po3giny «IpadivHe
KapTOHHIlA KopooLi 0hOpMNEHHS YNakoBKM» Ha po3ain «MapkyBaHHsA» MKA /13:
3anponoHoBaHo: MAPKNPOBKA B cOOTBETCTBUN C
YTBEPXAEHHBIM TEKCTOM MapKUpoBKu. OHOBNEHHS TEKCTY
MapKyBaHHS YNakoBK/ Nikapcbkoro 3aco6y 3 BHECEHHSM
iHchopmauii LLoA0 3a3HaYEHHS OAMHULb BUMIPIOBaHHS Y
cuctemi Sl. BBeieHHA 3MiH NpPOTArom 6-Tu MicsiLiB nicns
3aTBEPAKEHHS
149. | HATPIO MOPOLLOK nn YkpaiHa Kpeatne Opranikc (M) IHgis BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasliB: 3MiHa 3asiBHUKaA - UA/14523/01/01
MIKOCY/b®d KpucTanivyHmi "MELEO" nra. (BnacHvka peecTpadiiHoro nocBigyeHHs) (3rigHo Hakasy MO3
AT (cybeTaHuis) y Milkax Bif 23.07.2015 Ne 460)
3 a/1toMiHiEBOT chonbru
ans
hapmaLeBTU4HOro
3aCTOCYBaHHSA
150. | HEMPAKCUH | po3unH Ans iH exwiii AT Nartsis XAT "IpiHgekc", Natsia BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/16907/01/01
®B no 2 mn B amnyni; no 5 "Kasuekc" NaTtBis (BUPOBGHMK, 3MiHK | TUNy - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta peyenmom
ammnys y KOHTYpPHIiA AKWIA BigNOBIAAaE 3a hapmakoHarnsgy (iHwi 3MiHW) - BHECEHHS 3MiH 40 po3giny
YapyHKOBIli ynakoBLj KOHTpPO/b “MapkupoBka” B 3aTBepaxeHnx MKA /13. 3anponoHoBaHo:
(nigaoHi); no 1 a6o 2, cepii/sunpobyBaHHs); MapkumpoBka. B cooTBETCTBUY C YTBEPXAEHHLIM TEKCTOM
ab60 5 KOHTYpHMX AT "Kanuekc", Nlatsis MapKMPOBKW. 3MiHV BHECEHI B TEKCT MapKyBaHHS yNaKkoBK/
YapyHKOBUX YNaKkoBOK (BMPOBHWK, AKWIA NikapcbKoro 3acoby LU0A0 3a3HaYeHHS MKHaPOAHUX
(nigpoHiB) y nayui 3 BiANoBigae 3a Bunyck no3HayYeHb OAMHULL BUMIPIOBaHHSA. BBefeHHS 3MiH NpoTsarom
KapToHY cepii); XBM dapma 6-TV MicALIB MiC/1SA 3aTBEPLKEHHS.
c.p.o., CnosayunHa
(Bci cTagi
BVMPOGHNYOTrO
npouecy, Kpim BANYCKY
cepii)
151. | HEO-AHIH® | nboasHukuy; no 12 Oveacapma | HimeuuunH BiAMOBIAae 3a BMNycK Himeuunna BHECEHHS 3MiH [0 peecTpaviiiHMX MaTepiastis: 3MiHu | Tumny - 6e3 UA/10972/01/01
LLUABIA NbOASHUKIB y 6nicTepi; v6X a cepii: 3MiHuM Woao 6e3nekn/epekTMBHOCTI Ta hapmakoHarnsamy. peyenma
no 2 6nictepu B [nsacapma M'v6X, 3MiHa y KOpPOTKili XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI
KapTOHHIli Kopoobui HimeuyuunHa; MapKyBaHHS Ta iHCTPYKLIT A58 MEANYHOrO 3aCTOCYyBaHHS Ha
BUPOBHULTBO nigcTasi perynsipHO OHOBJ/IOBAHOTO 3BITY 3 6e3nekn
Hepo3gacoBaHoi nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3nekn 3acTocyBaHHS
NPOAYKLi: nikapcbKoro 3acoby B micnsipeecTpaviiiHvin nepios, abo sk

Knoctepdpay BepniH
'm6X, HimeuunHa

pesynbTaT OLiHKM 3BITY 3 AOCAIMKEHb, NPOBEAEHMX BiANoBIAHO
[0 nnaHy negiatpuyHnx gocnigxerb (PIP) (3MiHy y3rofxeHo 3
KOMNETEHTHUM YNOBHOB&XEHVNM OPraHom) - 3MiHW BHECEHO [10
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nocsi04YeHHs

won

po3ginis "MNoka3saHHsa","MpoTunokasaHHsA", "OcobmBOCTi
3acTocyBaHHA", "3acTocyBaHHs Y nepiog, BaritHoCTi abo
rogyBaHHA rpyaar”(yrouHeHHs iHcpopmauii), "Cnocié
3acTocyBaHHsA Ta A03u"(YTOUHEHHSs iHdhopmadiT), “Mo6iuyHi
peakuii" iHCTPYKLUi 418 MeAUYHOro 3acTocyBaHHs NiKapcbKoro
3aco6y BifNOBIAHO 40 OHOB/EHOI iHhopMaLii LWoao 6e3nekn
3aCTOCYBaHHSA Ail04MX Ta AONOMIKHVX PEYOBUH

152.

HIKOPETTE®
3MMOBA
M'ATA

rymMKa xxysasibHa
nikyBanibHa rno 2 mr no
15 rymMoK XyBaulbHUX Y
6nictepi; no 2
6nicTepy B KAPTOHHii
ynaxoBLi

MakHin Ab

LLBeuis

MakHin Ab

LLiBeuis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHM | TUNYy - 3MiHK WoA0 6e3nekn/edhekTMBHOCTI Ta
hapmakoHarnagy (iHwWi 3MiHW) - ANna A03YBaHHA 2 M
BHECEHHS 3MiH 40 po3ainy “MapkyBaHHA" MKA /13"
3anponoHoBaHo: MapkyBaHHS. 3rifgHO i3 3aTBEpAKEHNM
TEKCTOM MapKyBaHHS
3MiHM BHECEHO [0 MapKyBaHHS yNnakoBKM NiKapCbKoro 3acoby
(mopaBaHHsA 0AVHULL BUMIPIOBAHHS TATUHCBKUMKN fiTepamu).
BBefeHHA 3MiH NPOTATOM 6-TW MICALB NIC/1A 3aTBEPAXEHHS.
3MiHM | TMNY - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHW) - 4Nna A03YBaHHS 2 Mr . 3MiHU
BHECEHO 10 IHCTPYKL,i A1 MeANYHOT0 3acCTOCyBaHHSA
nikapcbKoro 3acoby y po3gin "Micue3HaxomKeHHs
npeacTaBHVKa 3a8BHMKA". BBeAeHHS 3MiH NpoTArom 6-Tu
MiCAILiB NicNs 3aTBEPIKEHHS.
3MiHun 1l Tuny - 3MiHK Wono 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTuui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKLiT Ans
MeZIMYHOro 3aCTOCYBaHHSA Y 3B’A3KY i3 HOBUMUW JaHUMK 3
AKOCTI, AOKNIHIYHUMU, KTIHIYHUMU JaHUMW Ta JaHUMK 3
hapmakoHarnagy - ons fo3yBaHHA 2 Mr. 3MiHW BHECEHO [0
IHCTPYKLi ANA MeAMYHOro 3aCTOCyBaHHS NiKapcbKoro 3acoby y
po3ginu "B3aemogis 3 iHLWMMKM NiKapcbknMy 3acobamm Ta iHLi
BMAY B3aemogiit”, "OcobmBOCTi 3aCTOCYBaHHSA",
"3acTocyBaHHS y nepiog BariTHOCTi abo rogyBaHHA rpyaar”,
"Cnocib 3actocyBaHHsa Ta go3n", "MNepenosyBaHHs", "MoGiyHi
peaxuir”.
BBefeHHs 3MiH NPOTAroM 6-TW MICALIB Nic/1A 3aTBEPAXKEHHS

6e3
peyenma

UA/10734/01/01

153.

HIKOPETTE®
SUMOBA
M'ATA

ryMKa XyBasibHa
nikyBanbHa no 4 Mr no
15 ryMoK XXyBaUslbHUX Y
6nictepi; no 2
6nicTepy B KAPTOHHii
ynakoBLij

MakHin Ab

LLBeuis

MakHin Ab

LLIBeuis

BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasis:
3MiHM | TUny - 3MiHKU WoA0 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHu) - 418 [03yBaHHA 4 Mr.
3MiHM BHECEHO [J0 MapKyBaHHS YNakoBKW NiKapcbKoro 3acoby
(BopaBaHHA OAMHULL BUMIPIOBAHHSA /TATUHCBLKUMUA JliTepamMm).
BBefieHHs1 3MiH NpOTArom 6-T1 MiCALB NiCNA 3aTBEPAKEHHS.
3MiHn | TUNy - 3MiHKn Wopo 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHK) - 418 A03yBaHHA 4 Mr. 3MiHW
BHECEHO 10 IHCTPYKL,i A1 MeANYHOro 3acToCyBaHHSA
nikapcbKkoro 3acoby y po3gin "Micue3HaxomKeHHs
npeacTaBHYKa 3asBHVKA". BBEEHHS 3MiH NPOTAroM 6-Tu
MicALiB nicnsA 3aTBeppkeHHs. 3MiHu |l TURy - 3MiHW Woao
6e3nekn/edeKTVBHOCTI Ta hapMakoHarisagy. 3MiHU y KOpOTKil

6e3
peyenma

UA/10734/01/02
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XapakTepucTuLi NikapCbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKLT AN MeAMYHOro 3acTOCYBaHHA y 3B'A3KY i3 HOBUMMU
OaHVIMU 3 SKOCTi, AOK/MIHIYHUMU, KNIHIYHUMY faHnMK Ta
AaHuMu 3 hapMakoHarnagy - Ana fo3yBaHHA 4 Mr. 3MiHu
BHECEHO A0 iHCTPYKLT AN MeANYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ginu "B3aemogisi 3 iHWnMun
nikapcbknuMmn 3acobamu Ta iHWi BUAW B3aEMogiii",
"Oco61BOCTI 3aCTOCyBaHHA", "3acToCyBaHHSA y nepiog,
BariTHOCTi abo rogyBaHHs rpyaato”, "Cnocib 3acTocyBaHHs Ta
no3n", "Mepeno3yBaHHs", "T06IYHI peakwii”.
BBefeHHs 3MiH NPOTAroM 6-TW MiICALIB Nic/1A 3aTBEPAXEHHS

154.

HITPECAH®

Tabnetkn no 10 mr no
10 TabneTok y
6nicTepi; no 2 a6o 3,
abo 6 6nicTepiB y
KapTOHHi KOpO6L

MPO.MEA.L,
C MNpara a.c.

Yecbka
Pecny6nika

NPO.MEZ,LC MNpara
a.c.

Yecbka
Pecny6nika

3MiHn | TURY - 3MiHK 3 aKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO NiKapCbKoro 3acoby. 3miHa y metogax
BMNPOBYBaHHA rOTOBOrO MiKapCbKOro 3acoby (iHLWi 3MiHW Y
MeTo4ax BUNpobyBaHb (BK/IOUaKUYM 3aMiHy abo JOMOBHEHHS))
- 3aMiHa meToAy KOHTposnto BEPX Ha BETCX a/151 BU3HaUYEeHHs
nokasHuka «OAHOPIAHICTb [030BaHUX OAUHULIbY», KpUTEPIT
NPUIAHATHOCTI 3a/IMLLAITLCA HE3MIHHUMU. BBeAEHHS 3MiH
NPOTAroM 6-T1 MiCALIB MiC/1A 3aTBEPMKEHHSA. 3MiHu | Tuny -
3MiHK 3 sIKOCTi. FoTOBUIA NiKapcbkuii 3aci6. KOHTposb roToBOro
nikapcbKoro 3acoby. 3MiHa y MeToax BUnpobyBaHHs
rOTOBOIO JIiKapCbKOro 3acoby (iHLi 3MiHN Y MeTofax
BMNPOGYBaHb (BKOUaUM 3aMiHy abo [ONOBHEHHS)) - 3aMiHa
MeToAy KoHTponto 3 TCX Ha BETCX ans nokasHuka
«laeHTUdiKaLis HITpeHAUNIHY>», KPUTEPIT NPUAHATHOCTI
3a1MWaTbCA HE3MIHHUMKW. BBeAEHHSA 3MiH MPOTAroM 6-Tu
MicALiB nicnsa 3aTBepMKeHHs. 3MiHU | TUny - 3MiHW 3 SKOCTI.
"OTOBWI1 NiKapCbKWii 3aci6. KOHTPOIb rOTOBOTO NiKapCbKOro
3aco6y. 3MiHa y MeTofax BUNPO6yBaHHS rOTOBOrO
nNikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEpPAKEHNX
MeToAax BUNPoBYBaHHS) - HE3HAYHI YTOYHEHHS [0 MeToay
KOHTPOJIH0 AIKOCTI NoKa3Huka «Onuc» (36i/bLUIEHO KisTbKICTb
TabneTok AN BisyasbHOro nepernagy). BeegeHHs 3miH
NPOTArom 6-Tu MicSILiB Micns 3aTBEPAKEHHS. 3MiHW | Tuny -
3MiHK 3 SKOCTi. FoTOBUIA NiKapcbkuii 3aci6. KOHTposb roToBOro
nikapcbKoro 3acoby. 3MiHa y MeToAax BUNpo6yBaHHS
roTOBOrO JlikapcbKoro 3acoby (HesHauyHa 3miHa y
3aTBEPMKEHNX METOAAX BUNPOOYBaHHS) - HE3HAYHI YTOUHEHHS
[0 MeToAy KOHTPO/IHO SIKOCTI MokasHmKa «KifbKiCHUA BMICT
HITpeHAMNiHY», a caMe peAakLuiiiHi NpaBkn po3ainy peakTvBm
Ta 3aMiHa KO/IoHKM (3aTBepmkeHo: Purospher RP-18e, 5MkM,
250x4,0 mm abo aHosoriyHa, 3anponoHoBaHo: Kinetex C-18,
5MKM, 250x4,6 Mm abo aHoNorivyHa). BBeAEeHHS 3MiH NPOTSArom
6-TN MicALIB Nic/a 3aTBEPMKEHHA. 3MiHN | Tuny - 3MiHK 3

3a
peyerimom

UA/13146/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1

AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTpOb roTOBOrO
nikapcbkoro 3acoby. 3miHa y meToAax BUnNpo6yBaHHS
roTOBOrO JlikapcbKoro 3acoby (HesHauyHa 3miHa y
3aTBEPMKEHNX METOAAX BUNPOBYBAHHSA) - HE3HAYHI YTOUHEHHS
[10 METO/ly KOHTPOJO SIKOCTi MOKa3HUKa «PO3UMHEHHSI».
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB Nicns 3aTBEPAKEHHS.
3MiHn | TURY - 3MiHK 3 aKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO NikapCbKoro 3acoby. 3miHa y metogax
BMNPOOYBaHHSA rOTOBOTO J1iKAPCLKOro 3acoby (He3HauHa 3MiHa
y 3aTBEpPMAKEHNX METOAaxX BUNPOOYBaHHS) - HE3HAYHI
YTOUHEHHS ;O METOAY KOHTPO/I0 AKOCTi MOKa3HMKa
«CynpoBigHi AOMILLKN», KpUTepii NPUAHATHOCTI 3aUIMLLATLCA
He3MiHHMMU. BBeieHHA 3MiH NpoTArom 6-Tu MicAliB nicns

3aTBEPIKEHHS.
155. | HITPECAH® Tabnetku no 20 mr no MPO.MEA.LL Yecbka MPO.ME/.LIC Mpara Yecbka 3MiHu | TUNY - 3MiHK 3 AKoCTi. FOTOBWIA NiKapCcbKMii 3aci6. 3a UA/13146/01/02
10 TabneTok y C MNpara a.c. |Pecny6nika a.c. Pecny6nika KOHTpPO/b rOTOBOrO /liKapCbKOro 3acoby. 3MiHa y meTogax peyenmom
6nictepi; no 2 a6o 3, BMNPOGYBaHHS rOTOBOrO MiKapCbKOro 3acoby (iHLWi 3MiHU y
abo 6 6nicTepiB y mMeTofax BUNpobyBaHb (BK/IOYaouM 3amiHy abo AONOBHEHHS))
KapTOHHIlA KopooLi - 3aMiHa meToay KOHTposnto BEPX Ha BETCX ans BU3HauYeHHs

nokasHuka «OfHOPIAHICTb [030BaHUX OAUHULIb», KpUTEPIT
NPUIAHATHOCTI 3a/IMLLAITLCA HE3MIHHUMWU. BBeAEHHS 3MiH
NPOTArom 6-Tu MiCALIB Nicns 3aTBepMKEHHS. 3MiHU | Tuny -
3MiHK 3 SKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KOHTposb roToBOro
nikapcbKoro 3acoby. 3mMiHa y MeToAax BUnpobyBaHHS
rOTOBOrO /liKkapCbKOro 3acoby (iHLWi 3MiHM y MeToAax
BMNPO6YBaHb (BK/IOUaluM 3aMiHy abo [ONOBHEHHS)) - 3aMiHa
MeToay KOoHTposito 3 TCX Ha BETCX ans nokasHuka
«laeHTUdiKaLis HITPeHAUNIHY>», KPUTEPIT NPUIAHATHOCTI
3aMWATbLCA HE3MIHHUMUW. BBEAEHHA 3MiH MPOTAroM 6-Tu
MicALiB nicnsa 3aTBepMKeHHs. 3MiHK | Tuny - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkumii 3aci6. KOHTPO/Ib TOTOBOFO J1iKAPCbKOro
3acoby. 3miHa y MeToAax BUNpobyBaHHS roTOBOro
nNikapcbKoro 3acoby (He3HayHa 3MiHa Y 3aTBEpPAYKEHNX
MeToAax BUNPoBYBaHHS) - HE3HAYHI YTOYHEHHS [0 MeToay
KOHTPO/IH0 SIKOCTI NOKa3Huka «Onumc» (36i/bLUEHO KiNlbKICTb
TabneTok Ans BisyanbHOro nepernsgy). BeegeHHs 3miH
NPOTArom 6-T1 MiCALIB MiCNA 3aTBEPMKEHHSA. 3MiHK | TNy -
3MiHK 3 SKOCTi. FoToBUIA NiKapcbkuii 3aci6. KOHTposb roToBoro
nikapcbKoro 3acoby. 3MiHa y MeTofax BMnpobyBaHHs
roTOBOro MiKapCbKOro 3acoby (He3HayHa 3miHa y
3aTBEPKEHNX METOAAX BUNPOGYBaAHHS) - HE3HAYHI YTOYHEHHS
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[0 MeToZly KOHTPO/O SIKOCTi NokasHuka «KinbKicHWiA BMiCT
HITpEHAMNIHY», a came pefakLiliHi NpaBky po3ainy peakTuau
Ta 3amiHa KO/1Io0HKM (3aTBepmkeHo: Purospher RP-18e, 5Mkm,
250x4,0 mm abo aHosorivHa, 3anponoHoBaHo: Kinetex C-18,

5MKM, 250x4,6 MM abo aHonorivHa). BBeAeHHS 3MiH NPOTSArom

6-TV MicAUIB Mic/1A 3aTBepMKXEHHS. 3MiHK | Tuny - 3MiHK 3

AKOCTI. [O0TOBWIA Nikapcbkuii 3aci6. KOHTPOIb rOTOBOTO
nikapcbKoro 3acoby. 3MiHa y MeToAax BUNpoGyBaHHS
roTOBOro MiKapCcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX METOAAX BUNPOOYBaHHSA) - HE3HAYHI YTOYHEHHS
[10 METO/lY KOHTPOJO SIKOCTi MOKa3HUKA «PO3UMHEHHSI».
BBefeHHs 3MiH NpoTArom 6-T1 MiCALIB MiCNS 3aTBEPAKEHHS.
3MiHu | TUNYy - 3MiHK 3 AKoCTi. FOTOBWIA NiKapcbKMii 3aci6.

KOHTpPO/Ib rOTOBOrO /liKapCbKOro 3acoby. 3MiHa y meTogax
BMNPOBYBaHHSA rOTOBOTO JIiKAPCLKOro 3acoby (He3HayHa 3MiHa

y 3aTBepKEHUX MeToAax BUNPoOyBaHHS) - HE3HAUHI
YTOUYHEHHS 4,0 METOAY KOHTPO/IIO AKOCTi NOKa3HMKa
«CynpoBigHi AOMILLKW», KpUTEPIT NPUAHATHOCTI 3aMLLA0TbCA

He3MiHHVMUW. BBeAeHHS 3MiH NpoTAroM 6-Tu MicAuiB nicns

3aTBEPAKEHHS.

156.

HITPO-MIK®

cnpeii cy6niHrBanbHWiA
[030BaHuii, 0,4
mr/go3a, no 15 mn
(300 003) y dhnakoHi;
no 1 dpnakony 3
po3nuatoBayem,
3ano6ixHUM
KOBMa4koM y nauui 3
KapTOHY

TOB HB®
"MIKPOXIM"

YkpaiHa

TOB HB®
"MIKPOXIM"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHU | TNy - 3MiHK 3 SIKOCTi. TOTOBWIA NikapcbkuMii 3aci6.
CurcTemMa KoHTelHep/3aKynoploBasibHUIA 3aci6. 3miHa hopmu
ab60 po3mipy KOHTeliHepa YM 3aKynopioBasIbHOro 3acoby
(NepBMHHOI YNakoBKu) (HeCTepubHi Nikapcbki 3acobwu) -
JofaBaHHA anbTepHaTnBHOro Hacocy (Pump Classic-Snap
50), siknii aHanoriyHKii 3a 6y[,0BOK reOMeTPUYHUMU
po3mipamy Ta MatepianaMmu KOMNAEKTYIUNX, KpiM maTtepiany
06TUCKHOTO KiflbLiS, AKWIA He KOHTaKTye 3 /13, « 3miHun | Trny -
3MmiHK 3 sKoCTi. FoTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWi 3aci6. 3MiHa ByAb-sKOl YacTUHN
maTepiasly NepBMHHOT yNaKoBKK, LLIO HE KOHTaKTY€E 3 FOTOBUM
nikapcbkM 3ac060M (Hanpuknag, Konip Kpuweyok 3
KOHTPOMEM NePLUOro BiAKPUTTA, KOMIp KOLOBUX KineLb Ha
amnynax, KoHTeliHepa 415 rosok (pi3Hi BuAW niacTMacw)
(3miHa, fiKa He BNMBaE Ha KOPOTKY XapakTepucTuky
nikapcbKoro 3acoby) - fofaBaHHs a/lbTEPHATVBHOMO BUAY
po3sytodoro Hacocy ((Pump Classic-Snap 50), 06TVCHe KinbLe
SIKOr0 BUrOTOBJIEHE i3 MONIeTUNEHY Ha BiAMIHY Bif, 06TUCKHOIO
KiNbLS 3aTBEPAKEHOrO BMAY A03YHOUOTo Hacocy, sike
BWIOTOBJIEHE i3 a/1IOMiHI0 (3MiH SKICHOTO Ta Ki/IbKiCHOTO cknagy
He BifGYNoCh, KPiM MaTepiany 06TUCKHOTO KifbLs, SKWIA He
KOHTakTye 3 [13).

3a
peyenmom

UA/2622/01/01

157.

HOBI FrENIb®

renb 2,5%,n030ry

AT

YKpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 40 peeCTpaliiHNX MaTepiasiB: 3MiHuM | Tuny -

3a

UA/15144/01/01
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Ty6i; o 1 Ty6i y navui

"®Gapmak”

AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
3asBHMKa (BNacHyKa peecTpaLliiHoro NocBig4YeHHs) - 3MiHa
Ha3Bu Ta agpecy 3asBHVKa. BBegeHHs 3MiH npoTsarom 6-Tu

MiCALIB Mic/sa 3aTBepXEHHS. 3MiHK | TNy - AgMiHICTpaTUBHI

3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo afpecu Micus
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
niKapcbKoro 3acoby, BKIKOYAKUN AiNTbHNL BUNYCKY cepii abo
MicLle NpoBeAEHHS KOHTPO/IO AKOCTI. (LiANbHICTb, 3a AKY
BiANoOBiAae BMPOGHMK/IMNOPTEpP, BK/OYAOYM BUMYCK Cepili) -
3MiHa Ha3BW Ta agpecy BUPObHUKa, 6e3 3MiHU MicLs
BUPOGHMUTBA. TakoX 3MiHN BHECEHI B IHCTPYKL,iO AN
MefMYHOro 3actocyBaHHs /13 y p. "BUpo6HuK",
"Micue3HaxomkeHHs1 BUpo6HYKa Ta ioro agpeca micus
NPOBaPKEHHSA AIS/ILHOCTI" 3 BiANOBIAHMMM 3MiHAMU B TEKCTI
MapKyBaHHS! yakoBOK.

BBefeHHs 3MiH NpoTArom 6-Tu MicALIB Nicns 3aTBEPAKEHHS.
3MiHu | TUNYy - 3MiHK Wopao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn). BHeceHHs 3MiH 40 po3giny
“MapkyBaHHS" MKS J13”. TakoX OHOBNEHHSA TEKCTY
MapKyBaHHS YNakoBK/ Nikapcbkoro 3acoby 3 BHECEHHSM
iHchopmauii LLoA0 3a3HAYEHHS OAMHULb BUMIPIOBAHHS Y
cuctemi Sl Ta iHcbopmauito " 4ns getanbHoi iHhopmavii ayB.
IHCTPYKLilO AN19 MeMYHOro 3acTocyBaHHsa", "JloroTun
(HasBHWI)". BBEAEHHS 3MiH NPOTArOM 6-TW MicALiB nicns
3aTBEPAKEHHS
3MiHu | TUNY - 3MiHK 3 siKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpPO/Ib rOTOBOrO JliKapCbKOro 3acoby. 3miHa y meTogax
BMNPOGYBaHHSA roTOBOrO Nlikapcbkoro 3acoby (ans
NpuUBELEHHS Y BiANOBIAHICTL 3 AdY abo EBponeiicbkoro
hapMakoneern Ta BUYyYEHHS MOCUIaHHSA Ha 3acTapinunii
BHYTPILLHI MeToA BUNpobyBaHHs i ioro Homep). BHeceHHs
3MiH g0 Cneyudikauii/ MeToais KOHTponto skocTi /13 3a .
«MikpobionoriyHa unctoTa», a came: HOpMaTMBHE NOCUIAHHSA
Ha EP gonoBHeHO nocuiaHHAaM Ha AdY, BUIyYeHO NOBHUIA
BUKNag NPOBEAEHHS METOAMKN.

peyerimom

158.

HOBOCEBEH
®

NOPOLLIOK
niocpinizoBaHuin aAns
NpUroTyBaHHA
PO34nHy A5 iH'EKUI
no 2 mr (100 KMO) 1
CK/ISIHWIA (hNakoH 3
niodpinisoBaHnM
MOPOLLKOM Y
KOMMNekTi 3 1
nonepegHLo
3aMNoBHEHUM
LUNPULLOM, SIKWIA
MiCTUTb 2 M1

A/T HoBo
Hopgaick

NaHis

A/T HoBo Hopgick,
[JaHist (BupobHuk
LYol pevyoBuHN,
rOTOBOrO NPOAYKTY Ta
BMPOGHMK,
BiANoBigabHMI 3a
BWMYCK Cepii roToBoro
npoaykty); A/IT Hoso
Hopgaick, daHis
(AinbHNua
BMPOGHMLTBA, Ha AKili
npoBOAUTbLCA
BMPOGHMLTBO

[JaHis
HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
TexHiyHa nomuska (3rigHo Hakasy MO3 Big 23.07.2015 Ne
460). BunpaBneHo TexHi4YHy NOMUKY Y TEKCTi MapKyBaHHS

ynaxkosku J13.
3ATBEPIKEHO: 2. KIbKICTb AIK0YOT PEHOBUHN

enTakor anbgpa (aktnusosaHwuii) Cknag: 1 hnakoH 3 NopoLLKOM:

[itoya pevoBuHa: enTakor anba (akTeoBaHuin) 2 Mr/dhnakoH
(100 MO/dpnakoH), 1 mMr/mn nicns po3YNHEHHS.
3AMPOMOHOBAHO: 2. KI/IbKICTb AIK0YOI PEYHOBUHMA

enTakor asibpa (aktmsoBaHwii) Cknag: 1 hnakoH 3 NOpOLLKOM:

[itoya pevoBuHa: enTakor anbga (akTBoBaHWin) 2 Mr/dhnakoH
(100 KMO/dhnakoH), 1 mr/mMn nicns po3vnHeHHA 3aszHaveHe
BMNpPaB/IEHHS BiANOBIAAE MaTepiasiam peecTpauiiHoro 4OChE.

3a
peyerimom

UA/5178/01/05
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
PO34YMHHMKA (TICTUAVH, Hepo3dacoBaHoro
BOAA ANs iH'EKLi), NPOAYyKTY,
LLITOKOM MOPLUHSA, hiNbTpyBaHHS,
nepexigHvkom gns HanoBHEHHA Ta
hnakoHa B niodpinizauyis

iHaVBIAYyanbHii
yMaKoBLi y KAPTOHHIi
Kopooui

nopoLuky); A/T Hoso
Hopgaick, anis
(LinbHWUA
BMPOGHWLTBA, Ha AKili
npoBOANTBLCA
BTOPWHHE NakKyBaHHS
rOTOBOrO NPOAYKTY);
A/T Hoso Hopagick,
[aHisa (4inbHuuA
BMPOGHWLTBA, Ha AKili
npoBOANTBLCA
BTOPWHHE NakKyBaHHS
rOTOBOrO NPOAYKTY);
A/T Hoso Hopagick,
[anisa (4inbHuuA
BMPOGHWLTBA, Ha AKili
npoBOANTBLCA
KOHTPONb/BUNPOGYBaH
H$1 cepii roToBOro
npoaykty); A/T Hoso
Hopgaick, daHis
(LinbHNuA
BMPOGHMLTBA, Ha AKili
npoBOAUTLCA
KOHTpO/b/BMNpOOYBaH
HS cepii roToBOro
npoaykTy); BeTTep
Papma-depTiryHr
v6X yHa Ko. KT,
HimeuuunHa (LinbHuus
BMPOGHWLTBA, Ha AKili
npoBOANTBLCA
KOHTPONb/BUNPOGYBaH
HSl PO3UMHHMKA Y
nonepeaHL0
HarnoBHEHOMY
wnpuui); Bettep
dapma-depTiryHr
'm6X yHp, Ko. KT,
Himeuumnna (QinbHnua
BMPOGHMLTBA, Ha AKili
npoBOAUTbLCA
KOHTpO/b/BMNpOOYBaH
HA PO3YMHHMKA Y
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
nonepeaHL0
HarnoBHEHOMY
wnpuui); Bettep
dapma-depTiryHr
'm6X yHp, Ko. KT,
Himeuumnna (QinbHnua
BMPOGHMLTBA, Ha AKili
npoBOAUTLCA
KOHTpO/b/BMNpobyBaH
HA PO3YMHHMKA Y
nonepeaHLo
HarnoBHEHOMY
wnpuui); Bettep
dapma-depTiryHr
v6X yHa Ko. KT,
HimeuunHa (inbHuus,
Ha fiKili NpoBOAUTLCSA
BWUIOTOB/IEHHSA
PO3YMHHMKA Y
nonepeaHLo
HaMOBHEHOMY LUNPUL
Ta oro nepBuHHE
nakyBaHHs)
159. | HOOTPO®EH | Tabnetkn no 250 mr; TOB Ykpaina TOB "®apmaueBTuyHa YkpaiHa BHECEHHS 3MiH 40 peecTpaviiHnX MaTepiasiiB: 3MiHuM | Tuny - 6e3 UA/17568/01/01
no 10 Tabnetok y "papmaueBT KomMnaHis ®apKoC" 3MmiHK 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema peyenma
6nictepi, no 2 a6o 3 NyHa KOHTelHep/3aKynoptoBasibHUIA 3aci6. 3MiHa po3Mipy ynakoBKu
6nicTepu y kopobui 3 KOMnaHis rOTOBOrO /1iKapCbKOro 3acoby (3MiHa KiIbKOCTi OANHULb
KapToHy ®apKoC" (Hanpuknag TabneTok, amnyn TOLLO) B yNakoBLi:) - 3MiHa nosa
Jiana3oHoM 3aTBepKeHUX Po3MipiB ynakoBkv. BeBefeHHs
nopatkosoi ynakosku Ne30 (10x3), 6e3 3MiHM NepBUHHOTO
nakyBa/lbHOro martepiany Ta 3 BiAnoBigHUMY 3MiHaMy 40
po34iny «YnakoBka»
160. | HOP®EMIM MOPOLUOK A1 PO3UNHY Mini Benvka BeHyc Pemegic IHgis BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasliB: 3MiHa 3asiBHUKaA 3a UA/13969/01/02
ans ivekuid, 2r/1r; 1 Xenckepe BpuTaHis NimiTen (BnacHuka peecTpauiiiHoro nocig4eHHs) (3rigHo Hakasy MO3 | peyenmom
h1akoH 3 NOPOLLKOM B Nimiten Bif 23.07.2015 Ne 460)
KapPTOHHI KOpoobLii
161. | HOP®ENIM NOPOLLOK A9 PO3UUHY Mini Benvka BeHyc Pemegic IHais BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasiB: 3MiHa 3asiBHUKa 3a UA/13969/01/01
ans iH'ekuid, 11/ 0,5T; Xenckepe BputaHis Niviten (BnacHuka peecTpaLiiHoro noceigueHHsn) (3rigHo Hakasy MO3 | peyernmom
1 p1akoH 3 MOPOLLKOM Nimiten Big 23.07.2015 Ne 460)
B KapTOHHI Kopobui
162. | HOP®EMNIM MOPOLLIOK A1 PO3UMHY Mini Benuka BeHyc Pemegic IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/13969/01/01
ONns iv'ekuin, 1 r/0,5T; Xenckepe BputaHis Nimiten 3MiHM | TUNYy - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI Ta peyenmom
1 chnakoH 3 NOPOLLKOM Nimiten thapmakoHarnsgy. BeeneHHs abo 3miHV [0 y3arasibHeHUX

B KapTOHHIi kopo6Lyi

AaHvx nNpo cuctemy hapmakoHarnsgy (BBefeHHS
y3arasibHeHUX JaHux Npo cucTemy dapmakoHarnsgy, 3mMiHa
YNOBHOBaXEHOT 0CO6U, BiANOBIAAILHOI 32 34iiCHEHHS
thapmakoHarnagy; KOHTakTHOi 0cobu 3 dhapmakoHarnagy
3as1BHMKA 1A 3[iliCHEHHs hapMakoHarisgy B YKpaiHi, Ko
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
BOHa BiIMiHHA Bif, yNTOBHOB&XXEHOI 0CO6M, BiANOBIAA/ILHOI 3a
3[jficCHeHHs1 hapMakoHarsay (BKIHYaUM KOHTaKTHI AaHi)
Ta/ab0 3MiHM y po3MilLeHHI MacTep-haiina cuctemm
hapmakoHarnsgy) - 3miHa ynoBHOBaXeHOT 0coby 3asBHMKa,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA (hapmakoHarnsgy:
MponoHoBaHa pefakuis - EpMmolmHa OneHa AMuTpiBHa.
3MiHa KOHTaKTHMX AaHnX YNOBHOBaXXEHOT 0Co6y,
BiANOBIAa/IbHOI 3a hapMakoHarnsg. 3MiHa Micus 34iliCHEHHS
OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsagy. 3miHa
MiCcLIe3HaxX0MKEHHS1 MacTep-ghaiina
163. | HOP®EMNIM MOPOLLOK A1 PO3UNHY Mini Benvka BeHyc Pemegic IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/13969/01/02
ansin'ekyin, 2r/1r; 1 Xerickepe BpuTaHis Nimiteq 3MiHK | TUNy - 3MiHK Wo[o 6e3nekn/edheKTUBHOCTI Ta peyenmom
(hN1aKoH 3 MOPOLLUKOM B Nimiten thapmakoHarnagy. BeegeHHs abo 3MiHM [0 y3arasibHeHuX
KapTOHHIlA KopooLi LaHux nNpo cuctemy hapmakoHarnsgy (BBeAeHHs
y3arasibHeHVX AaHux Npo cuctemy papmakoHarnisay, 3miHa
YMOBHOBaXEHOT 0c06U, BiANOBIAA/ILHOT 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobum 3 hapmakoHarnagy
3asBHUKa ANA 34iICHEHHA ddapmakoHarnsagy B YKpaiHi, SKwo
BOHa BiIMiHHA Bif, yNTOBHOBaXEHOI 0CO6M, BiANOBIAA/ILHOI 3a
3[jficHeHHs1 hapMakoHarsay (BKIHYaUM KOHTaKTHI AaHi)
Ta/ab0 3MiHN y po3MilLEeHHI MacTep-chaiina cuctemm
thapmakoHarnsgy) - 3MiHa ynoBHOBaXKeHOT 0CObM 3as8BHMKA,
BiANOBIAA/IbHOI 3a 34iliCHEHHA hapmakoHarnsgy:
MponoHoBaHa pefakuis - EpMmolmHa OneHa AMuTpiBHa.
3MiHa KOHTaKTHMX AaHnX YNOBHOBaXXEHOT 0Co6Y,
BiANOBIAa/IbHOI 3a hapMakoHarnsg. 3MiHa Micust 34iiCHEHHS
OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsagy. 3miHa
MicLIe3HaX0MKEHHSA MacTep-ghaiina
164. | HYPO®EH® CyCneHsis opasibHa 3 PekkiTT Benvka BMPOGHULTBO in bulk, Benuka BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3mMiHu | Tuny - 6e3 UA/7914/01/01
AN QITEN MOSTYHUYHUM CMaKoM, BeHkizep BpuTaHis nakyBaHHs (NepBuHHe BpuTanisa/ 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta chapmakoHarnsagy (iHwi | peyenma
100 mr/5 mn; no 100 Xenckep Ta BTOPUHHE), IHais 3MiHW) - BHEeCEeHHS 3MiH A0 p. MapkyBaHHs MKA 113
mn abo no 200 mn y IHTepHeLUHN KOHTPO/Ib AKOCTI, (BBeAeHHS 3MiH NPOTArom 6-TW MiCALB NicNs 3aTBEPAKEHHS);
donakoHi; no 1 Nimiteq BUMYCK cepii: 3MiHK | TUNy - AAMIHICTpaTVBHI 3MiHW. 3MiHA HaliMeHyBaHHs
hNakoHy B KOMIMJIEKTI PekkiTT BeHkizep Ta/abo agpecy MicLsi NPOBAKEHHS AiS/IbHOCTI
3i LWINpULLIOM- Xenckep (HOkeit) BMpO6HUKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
[03aTopoM y Nimiteq, Benvka BKJ/THOYAOUN AiNbHULI BUMYCKY cepii abo MicLle NpoBeaeHHs
KapTOHHIlA KopoobLi BpuTaHis; KOHTPOJIO SIKOCTI. (Ais/IbHICTb, 3a SIKy BiAnoBsigae
BMpPO6HULTBO in bulk, BMPOGHMWK/IMNOPTEp, BK/OYAOUM BUMNYCK cepild) - 3MiHa agpecu
nakyBaHHs (NepBuHHe BMpo6HUKa PekkiTT BeHkizep Xenckep (FOkeit) NimiTen, Benuka
Ta BTOPUHHE), BpuTaHis 6e3 3miHM Micus BUpo6bHULTBA. 3MiHM BHECEHO B
KOHTPO/Ib SIKOCTI: IHCTPYKLit0 4719 MeANYHOro 3aCTOCyBaHHS LW0A0
PekkiTT BeHkizep MiCLLe3HaxX04)KEHHS BUPOOHYMKa 3 BIAMOBIAHMMN 3MiHAMU Y
Xenckep IHgis TEKCTi MapKyBaHHS YNakoBK/ Nikapcbkoro 3acoby (BeegeHHs
MpaiiBeT fimiTes, 3MiH NPOTAroM 6-TW MiCALB NiCNs 3aTBEPAKEHHS)
IHais
165. | OKPEBYC® KOHUeHTpaT ans ®.XobcpmaH | Lseiiuapi BUPOBHULTBO HimeuuunHa/ BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/16278/01/01
PO34nHy ANs iHdy3iit H-/15 PoLu a Hepo3sdacoBaHol LBeliuapis 3MiHu 3 siKOCTi. FTOTOBMIA Nnikapcbkuii 3aci6. MpoekTHUIA NpocTip | peyenmom

no 300 mr/10 ms; no

14

npoAykuii, NepBrHHE

Ta nicnsipeecTpauiiiHnii NPOTOKO YNpaBAiHHA 3MiHAMM.
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
10 mn y donakoHi; no 1 nakyBaHHs, BHeceHHs 3MiH, Lo nepefbayeHi y 3aTBepA)KeHOMyY NpPOTOKOi
(h/1aKOHY Y KapTOHHIlA BUNPOGYBaHHSA ynpaBs/iHHA 3MiHaMK (BHECEHHSA 3MiHW A5
KopoobLi KOHTPOJIO SKOCTI: 6i010riYHOro/iMyHOOrYHOr0 Nikapcbkoro 3acoby) BeegeHHs
Pow [ljarHocTmkc [04aTKOBOI AiTbHULL BUPOGHMLTBA NiKapCbKoro 3acoby
M6X, okpenizymab d.XoddmaHH-/15 Pow, Bypmicser, 4303,
HimeuunHa; KaiicepayrcT, LLBeiiuapis go icHytouil AinbHuui Pow
BMPOGHMLTBO [Oiarnoctmke MmM6X Canpxochepitpacce 116, 68305
Hepo3dacoBaHoi MaHHxalim HimeuyunHa, Ta 3 METO0 NOKPALLEHHS THYYKOCTI
NpoAYyKLUii, BTOPUHHE NaHuory noctavyaHHs okpesisymaby; pefakuiivi npaBku 40
nakyBaHHs, BUMYyCK po3ginis P.2.3 Po3po6ka BnpobHuyoro npouecy, P.3.3 Onunc
cepii: BMPOGHMYOro NpoLecy Ta KOHTPOsI0 npouecy — MaHHxaim-
®.XodpcpmaHH-/15 PoLu BiAHOLIEHHA 06'eMy [0 NOLLI NOBEPXHI AN OCBITASAHOUOI
NTa, Wseiiuapis inbTpauii y BuwesasHaueHnx Tabnmuax 6yno HeKOpPeKTHO
3a3Ha4yeHo Ak ? 180 mn/cm2, e 3HaYeHHs Bignosigae
Aiana3oHy NpUHATHOCTI 415 AiloYoi pevoBuHN. [lianasoH
NPUAHATHOCTI 4115 flikapcbkoro 3acoby ctaHoBuTb 2300
Mn/cM2, K onmMcaHo B Tabnuui y po3gaini P.2.3 Po3pobka
BMPOGHNYOrO NPoLEeCy; okpenizymab. BeefeHHs 3MiH
NpPOTSArom 6-Tu MicALiB Nic/1A 3aTBEPAKEHHS.
166. | OKTAMN/NAC PO34uH ANs iHQY3il, OkTathapma ABCTpist BUPOBHUK, Llseuis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/15584/01/01
nr 45 - 70 mr/mn no 200 dapmaveBT BiANOBiAaIbHMI 3a 3MiHu 3 sKocTi. FoToBWMIA Nikapcbkuii 3aci6. CTabinbHICTb. peyenmom
My KOHTelHepi; no 1 nKa BMPOBHULITBO 3a 3MiHa y TepmiHax npuaaTHoOCTi abo ymoBax 36epiraHHs
KOHTEliHepy B NakeTi; MpoaykTioHC NOBHUM LK/IOM: roTOBOro Nikapcbkoro 3acoby (iHLi 3MiHK). 3MiHa TepMiHY
no 1 nakety B rec m.6.X. Oktachapma Ab npuaaTHOCTI NpenapaTy NicNs PO3MOPOXYBaHHS.

KapTOHHIlA KopoobLi

3arBepmkeHo: TepMiH NpuAAaTHOCTI 4 poku Npu Temneparypi <
- 18°C B 3axuLLeHOMy Big, cBiTna mici. Micns
po3mopoxyBaHHs OkTannac /1IN moxHa 36epirati Ao 24 rogvH
npu Temnepartypi Big 2 go 8°C abo fo 8 rogunH npu
Temnepartypi Big 20 go 25°C. MMicna BigKpUTTS KOHTeliHepa
npenapar NoOBMHEH GYyTW BUKOPUCTaHWIA HeraliHo.
3anponoHoBaHo: TepMmiH NprAaTHOCTI 4 poKv Npu TemnepaTypi
< - 18°C B 3axvLieHoMy Bif cBiTna micui. Micns
po3mopoxyBaHHs OkTannac /I moxHa 36epirati fo 5 gié npu
Temneparypi Big 2 fo 8°C abo Ao 8 roanH npu Temneparypi
Bia 20 fo 25°C. Micns BigkpUTTS KOHTEHEpa Npenapar
NOBWHEH BYTV BUKOPUCTaHWI HeraHo. TepMiH BBEAEHHS 3MiH:
NPOTAroM 6 MicALiB Nicna 3aTBepkKeHHs. 3MiHu | Tuny -
AOMiHICTPaTUBHI 3MiHW. BunyyeHHs1 BUPOOHWYOT AinibHUL
(Bkntovaroun AinbHuLi ans APl NPOMiXHOTO NpoaykTy abo
roTOBOrO /iKapCbKOro 3acoby, AiNbHML A8 NPOBEAeHHS
nakyBaHHs1, BUPOOHYKa, BiNoOBiAaNbHOIO 3a BUMYCK Cepiid,
MicLie NpoBeAEeHHS KOHTPOSIHO cepil) abo nocTayanbHyKa
BUXIZIHOTO MaTepiasy, peareHTy abo AOMOMiIXHOI PEeYOBWHM
(AKLW0 3a3HAaYEHO Y 0CbE). BuiyyeHHs1 BUPOOHWYOT AiNbHULL
Octapharma Pharmazeutika Produktionsges. m.b.H,
Oberlaaerstrasse 235, 1100, Vienna, Austria, BignoBigaibHOI
3a BUPOGHMLITBO 33 MOBHUM LIMK/IOM. BHECEeHHs pefakuiiHnx
npaBoK 0 PeeCTpaLiiHOro Aocbe. TepMiH BBEAEHHS 3MiH:
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
NpoTArom 6 MicsiLiB NicNsi 3aTBEPAKEHHS.
167. | OMAHY KOpeHeBMLLA | KOpeHi MpAT YkpaiHa MpAT "Miktpasn" Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/5682/01/01
KOPEHEBWLY, | no 100 r y naukax 3 "NikTpasun" 3MiHK | TUny - 3MiHK Wo[o 6e3nekn/edheKTUBHOCTI Ta peyenma
A 1 KOPEHI BHYTPILLHIM NakeTom thapmakoHarnagy (iHwWi 3MiHK) - peecTpaLis [oAaTKOBOro
no 4,0 ry cinbTp- TEeKCTY MapKyBaHHS YNakoBKV NikapCbkoro 3acoby i3
nakeTi; no 20 dpinbTp- 3a3Ha4YeHHAM MiXKHapOAHMX NMo3HaYeHb OAMHULb
nakeTtis y nayi no 4,0 BMMIpIOBaHHSA. 3aMiHa po3giny “I'padiiyHe odhopmneHHs
ry inbTp-nakeTi; no ynakoBkn” Ha po3ain “MapkyBaHHs" B MKA /13:
20 chinbTp-nakeTiB y 3anponoHoBaHo: MapKyBaHHA Y BignoBIAHOCTI 3
nayti 3 BHYTPILLHIM 3aTBEPKEHVM TEKCTOM MapKyBaHHS
nakeTom
168. | OMHIK OKAC | TabneTku, BKpUTI AcTtennac HigepnaH AcTtennac ®apma Higepnanan BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasis: 3a UA/4368/02/01
NNiBKOBOO dPapma an tOpon B.B. 3MiHM | TUny - 3MiHK WoA0 6e3nekn/edeKTMBHOCTI Ta peuyenmom
060/10HKOIO, tOpon B.B. hapmakoHarnagy (iHwi 3MiHn) - BHECEHHS 3MiH 0 po3giny
MPOJIOHTOBaHOI Aji 3 «MapkyBaHHs1» MKA /13: 3anponoHoBaHo: MapKyBaHHS
nepopasibHo0 BiNOBIAHO [0 3aTBEP)KEHOr0 TEKCTY MapKyBaHHS.
cMcTemMoro OHOB/EHHSA TEKCTY MapKyBaHHS YNakoBKW MiKapcbKoro 3acoby
KOHTPO/1bOBAHOT i3 3a3HAYEHHAM MiXKHapPOAHMX NO3HaYeHb OANHULb
abcop6buii no 0,4 wr; BMMIpIOBaHHSA. BBeEHHS 3MiH NpoTAroM 6 micAwis nicns
no 10 TabneTok y 3aTBEPAKEHHS
6nictepi, no 3
6nicTepy B KAPTOHHii
Kopoobui
169. | OMHIK® Kancynm 3 Actennac HigepnaH AcTtennac dapma Higepnangm BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 3a UA/10192/01/01
MoAandpiKkoBaHUM dapma an tOpon B.B. 3MiHW | TUNY - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peuyenmom
BMBINIbHEHHSAM, TBEPAj HOpon B.B. thapmakoHarnagy (iHLWi 3MiHK) - BHECEHHSA 3MiH [0 po3ainy
no 0,4 mr; no 10 “MapkyBaHHs” MKA 13: 3anponoHoBaHo: MapKyBaHHS.
Kancyn y 6nictepi; no MapkyBaHHS BiANOBIAHO [0 3aTBEPIKEHOr0 TEKCTY
3 6nictepuy MapKyBaHHS. OHOB/IEHHS TEKCTY MapKyBaHHS yMakoBKM
KapTOHHIlA KopoobLi nikapcbKoro 3acoby 3 BHECEHHAM iHdhopmaL,i Wwoao
3a3HayeHHs OAVHMLL BUMIPIOBaHHA Y cucTemi Sl.
BBefieHHs1 3MiH NPOTArom 6-T1 MiCALIB MiC/1A 3aTBEPLKEHHS
170. | OPAMOP® pO34MH OpasTbHUIA, 2 N. MonTeHi i ITanisa N. MonrTeHi i K. gei ITania BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis: 3a UA/16032/01/01
mr/mn, no 100 mn 'y K. pei ®.nni AniTti CocieTta 3MiHu | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuenmom
thnakoHi; no 1 ®parenni ai Esepunuio C.n.A thapmakoHarnsgy (iHwi 3MiHWN) - OHOB/IEHHS TEKCTY
h/1aKoHy 3 KPULLIKOHO AniTTi MapKyBaHHS! YNakoBKU JTiKapCbKoro 3acoby 3 BHECEHHAM
Ta MipHMM KOBMa4ykoMm CocieTa gj iHchopMaLii WoA0 3a3HAaYEHHSA OAUHULb BUMIPOBAHHS Y
Y KapTOHHIi ynakosLi Eszepuunuio cucTemi Sl. BHeceHHs 3MiH fo p. MapkyBaHHa MKA /13:
C.n.A. 3anponoHoBaHo: COrnacHo yTBepXAEHHOMY TEKCTY
MapKUpPOBKU. BBeAEHHSA 3MiH NPOTAromM 3-X MicAuiB nicns
3aTBEPKEHHS.
171. | OPYHIAN® pO34MH opasbHUiA, 10 TOB YkpaiHa AHcceH Benbris BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/2415/01/01
mr/mn no 150 mny "[IXOHCOH | $apmaueBTrka HB 3MiHu | TUny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuenmom
thnakoHi; no 1 [bxoHcoH thapmakoHarnsagy (iHwi 3MiHW) - 3MiHW BHECEHI B TEKCT
dhnakoHy 3 f,03aTOPOM YkpaiHa" MapKyBaHHS YNakoBK/ NikapCbKoro 3acoby L0 3a3Ha4YeHHs
B KAPTOHHIi KopobLi MiXXHapPOAHWX NO3HAaYeHb OANHNLb BUMIPHOBAHHS
172. | OTPUBIH cnpeli Has3anbHUiA, [CK LLiseliyapi 'CK KoHcbtomep LLIseliyapis BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasis: 6e3 UA/13560/01/01
EKCTPA [030BaHuWiA; no 10 mn KoHcblomep A Xenckep C.A. 3MiHM | TMNY - 3MiHK 3 SIKOCTIi. [OTOBWIA Nikapcbkuii 3aci6. peyenma
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
y donakoHi 3 40o3yoUnM Xenckep KoHTposb roToBOro Nikapcbkoro 3acoby. 3miHa y metoaax
npucTpoem; no 1 C.A. BUNPOGYBaHHSA rOTOBOIO NiKapCbKOro 3acoby (iHLWi 3MiHU Y
h1aKoHy B KapTOHHIi mMeTofdax BUNpobyBaHb (BK/IKOYaOUM 3amiHy abo AOMOBHEHHS))
nauuj - LOMOBHEHHS METOZiB KOHTPOJTHO NliKapCbKOro 3acoby
aNbTepHaTUBHUM BUNPOGYBAHHAM MiKPO6IONOriYHOT YACTOTH
3a gonomoror aHastisatopa ChemScan®RDI
173. | ODNIOKCALUW | po3uuH ans iHgysii, AHaHTa Benvka €Bponaiich Xentkeap IHais BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/10735/01/01
H 200 mr/100 mn no 100 Megikeap BpuTaHis MeT. N14. 3MiHu | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuenmom
M1y KOHTelHepi; no 1 nrp, thapmakoHarnsgy (iHwi 3MiHN) - OHOB/IEHHS TEKCTY
KOHTeliHepy B MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby 3 BHECEHHSM
NONIBIHIIXTOPUAHIT iHChopMaLii WoA0 3a3HAaYEHHS OAUHMLb BUMIPIOBAHHS Y
nnisLi B kopoobLi cuctemi Sl. BBefieHHs 3MiH MPOTAroM 3-X MicsLiB nicns
3aTBEPAKEHHS
174. | OPTAH®TUM | kpanni ouHi 0,5 %; no CaHTteH AT PiHNsAHAIA Hekct®apma AT, PiHNAHAiA BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/5052/01/01
onon 5 MmNy chrakoHi 3 diHNAHAIA (BUPOBHMK, 3MiHK | TUNYy - 3MiHK Wo[0 6e3nekn/eddeKTUBHOCTI Ta peuenmom
KpanenbHuueto, no 1 BiANoOBigabHMIA 3a hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTuLi
dhnakoHy B KapTOHHiiA BMPOGHULTBO in bulk, NikapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKLIT Ans
KOpOO6Li nepBuHHe Ta MeAMYHOro 3aCTOCYBaHHs Ha NiAcTasi perynspHo
BTOPWHHE NakKyBaHHS, OHOB/IIOBAHOTO 3BITY 3 6e3nekn Nikapcbkoro 3acoby, abo
KOHTPONb SKOCTI); nocnimpkeHb 3 6e3nekn 3acTocyBaHHA MikapCcbKoro 3acoby B
CaHTeH AT, ®iHnaHais nicnsipeecTpayiinnii nepiog, abo sk pesysibTaT OLiHKM 3BITY 3
(BUPOGHYMK [ocnigpkeHb, NpoBefeHnX BigNoBIAHO A0 NnnaHy neiatpuydHmnx
BiANOBigaNbHWIA 32 pocnigxeHb (PIP) (iHLWi 3MiHM) - 3MiHW BHECEHO A0 IHCTPYKLT
BMNYCK cepii) 0151 MeANYHOTO 3aCTOCYBaHHS MikapCbKOro 3acoby A0 po3giny
"Mo6iuHi peakwyii” 3rigHo pekomeHgauii PRAC ans giroyoi
pPevyoBUHM TUMOSION. BBEAEHHSA 3MiH NPOTAroM 3-X MicALiB
nicns 3aTBepKeHHs
175. | OPTAXICT OYHi Kpanni, po3unH 1 AT "Apaves Monba BUMYCK cepil: Monbwal/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/17206/01/01
Mr/MA, o 5 mny dapma" AT «Apgaveg ®apma», IHAiA 3MiHu Wwoao 6esnekn/edhekTMBHOCTI Ta hapmakoHarnagy (iHwi | peyenmom
thnakoHi, no 1 a6o 4, Monbua; 3MiHV) OHOB/IEHHS TEKCTY MapKyBaHHS YNakoBKU NTIKAPCbKOro
a60 5 hnakoHiB y BUPOGHULTBO, 3acoby 3 BHECEHHSIM iH(hopMaLiT WoA0 3a3HAYeHHS OAMHULb
KapTOHHIlA KOpO6L nakyBaHHs: BVMIiptOBaHHA y cuctemi Sl. 3miHu | Tuny - 3MiHW 3 AKOCTI.
CeHricc ®apma [oTOBWIA Nikapcbknii 3aci6. 3MiHM Y BUPOOHULTBI. 3MiHa
MpaiiseT NimiTes, iMnopTepa/3miHu, Lo CTOCYIOTLCA BUMYCKY Cepii Ta KOHTPO/I0
IHais SIKOCTi rOTOBOrO fikapcbKoro 3acoby (3amiHa abo fofaBaHHSA
BMPOGHMKA, L0 BiANOBIAaE 3a BBE3eHHS Ta/abo BMMycCK cepil) -
He BKtoYaoum KOHTPONbL/BUNPOGYBaHHSA cepil. 3MiHa
BMpO6HMKa J13 BiANOBIga/IbHOrO 3a BUNycK cepii
176. | MAKNITAKCE | KoHUeHTpaT ans Pyn Pecny6nik Pyn Pecny6nika BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 3a UA/16172/01/01
n pO34uHYy ONs iHy3il, "Benmeanpe a "BenMegnpenaparu Binopycb 3MiHu | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuenmom
6 mr/mn, no 5 mn, abo napatu Binopycb hapmakoHarnagy (iHwi 3MiHK) - 3MiHW BHECEHI B TEKCT
no 16,7 mn npenaparty MapKyBaHHS YNakoBK/ NikapCbKoro 3acoby LL0A0 3a3HauYeHHS
y thnakoHi; no 1 MiXHapPOAHMX NO3HAYeHb OANHNULb BUMIPHOBAHHS
h1aKkoHy Y KapTOHHIl
nayui
177. | NANNAQA Kpansi o4Hi, po3unH 1 YOPN4 TypeuuunH yopng MEANLUNH TypeyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/14645/01/01
MF/MJ1; PO34MH No 5 M MEAOVLUNH a ITAY CAH. BE TIDK. 3MiHM | TUNy - 3MiHK WoA0 6e3nekn/edhekTMBHOCTI Ta peyenmom
y dp1akoHi- OPTA/IbMI A.LL. hapmakoHarnsiay. BeegeHHs a60 3MiHW 10 y3arasibHEHUX
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
KpanenbHuL; No KC AaHux npo cuctemy chapmakoHarnsgy (BBefeHHs
04HOMY (DNaKOHY- INAYTIAPI y3araslbHeHUX faHux Npo cuctemy dhapmakoHarnsgy, amiHa
KpanesnbHuULi B NTA. WTI. YMOBHOBaXEHOT 0C06U, BiANOBIAAIbHOI 38 34iiCHEHHS
KapTOHHIli Kopoobui thapmakoHarnsay; KOHTakTHOI 0cobu 3 dhapmakoHarnagy
3aABHUKA 419 34iicCHeHHA hapMakoHarnagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNTOBHOB&XXeHOI 0C06W, BiANOBIAA/IbHOI 3a
3[jicHeHHs hapMakoHariaay (BK/IHYatoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y pO3MilLleHHI MacTep-haiina cuctemu
hapmakoHarnisgy) - 3MiHa ynoBHOBaXXeHOI 0CObM 3asiBHUKA,
BiANOBIAA/IbHOI 32 34iiCHEHHA hapmakoHarnagy:
MponoHoBaHa pefakuis — Casiwea Jlapuca / Savishcheva
Larisa. 3miHa KOHTaKTHVX AaHUX YNOBHOBaXKEHOT 0cobu,
BiANOBIAa/IbHOI 3a thapMakoHar/is4. 3MiHa KOHTaKTHUX JAaHnX
KOHTaKTHOT 0cO6M, BiANOBiAaNbHOI 3a thapMakoHarniag,
BBefeHHs iHchopmaii Wwoao micus 34iliCHEHHA OCHOBHOT
AISNbHOCTI 3 dhapmakoHarnagy. BeegeHHs iHdopmauii wozao
MacTep-calina cuctemu papmMakoHarnsgy (Homepa Ta
MiCLIe3HaXOKEHHS)
178. | MAHTOIMNPA3 | NOpPOLIOK 418 PO3UUHY TOB "TeBa YkpaiHa BAJ/IbAE®APM - ®paHuin BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/17080/01/01
ON-TEBA [ANs iH ekuiin no 40 wmr; YkpaiHa" BAJIb-[E-PEN , MopTyranis 3MiHu | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuenmom
nol,5, 10, 20 ®paHuis thapmakoHarnsgy (iHwi 3MiHN) - OHOB/IEHHS TEKCTY
dp1aKoHIB 3 MOPOLLKOM (BMPOGHMLTBO 3a MapKyBaHHS YNakoBKY/ NikapcbKoro 3acoby 3 BHECEHHSM
Y KapTOHHIli kopobLi NMOBHUM LMK/IOM); iHChopMaLii oA0 3a3HAaYEHHS OAUHMLb BUMIPIOBAHHS Y
Codhapimekc - cuctemi Sl.
IHaycTpia Kimika e BHeceHHs 3MiH f0 po3giny “MapkyBaHHA” MKA N13.
dapmaceyrTika, C.A. , 3anponoHoBaHo: MAPKYBAHHSA 3rigHo 3aTBEpAKEHOr0
MopTtyranis TEKCTYy MapKyBaHHS.
(BMpPOGHMLTBO 3a TepMiH BBEEHHS 3MiH - NPOTAroM 6 MicauiB nicns
MOBHUM LIIK/TOM) 3aTBEPAKEHHS
179. | NAPIET® TabneTkn TOB YkpaiHa Bupo6HMLTBO AnoHisi/ BHECEHHS 3MiH 40 peecTpauiiHnX MaTepiasiiB: 3MiHM | Tuny - 3a UA/2499/01/01
KMLLKOBOPO34YUHHI N0 "[I>XOHCOH i Hepo3ghacoBaHoro LLiBefiuapis AnMiHicTpaTuBHI 3MiHN. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu | peyenmom
20 mr; no 7 TabneTok y JDKOHCOH NPOAYKTY: 3asBHUKA (B/1ACHMKa PEECTPALHOro NOCBIAYEHHS) - 3MiHA
6nictepi; mo 1 YkpaiHa" Bywy agpecy 3asiBHMKa
6nicTepy B KapTOHHii dapmacbloTukas3
Kopobui; no 14 NtA., AnoHis;
TabneTtok y 6rictepi; [MepBuHHA Ta
no 1 a6o 2 6nictepu B BTOPVHHA YMakoBKa,
KapTOHHIA KOpO6L BUNYCK cepil:
Cinar Al, LLiBeiuapis
180. | MAPIET® Tabnetku TOB YkpaiHa Bupo6HMLTBO AnoHisi/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/2499/01/02
KMLLKOBOPO3YMHHI NO "[IXXOHCOH i Hepo3acoBaHOro LBeliuapis AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu | peyenmom
10 mr; no 7 a6o 14 [bxoHCcoH NpoAyKTY: 3asBHMKa (BNacHyKa peecTpaLiiHoro NoCBigYEHHs) - 3MiHa
Tabnetok y 6nictepi; YkpaiHa" Bywy azpecy 3asiBHMKa
no 1 6nictepy B PapmacboTukan3
KapTOHHIlA KopoobLi NTp., AnoHis;

MepBuHHa Ta
BTOPVHHA YNakKoBkKa,
BUMYCK cepii:
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
Cinar Al, LLBeiuapis
181. | MEMETPEKC | niodinizat gns TOB "TeBa YkpaiHa MNIBA XpBaTcka Xopsaris BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/16385/01/01
EA-TEBA NPUroTyBaHHA YkpaiHa" [.0.0., XopsarTis HigepnaHngm 3MiHM | TMNYy - 3MiHK WoA0 6e3nekn/edhekTMBHOCTI Ta peyenmom
pO34nHy A5 iHdys3il (BTOpUHHA ynakoBKa, hapmakoHarnsagy (iHwi 3MiHu) - fofaBaHHA po3ainy
no 100 wmr; 1 chnakoH 3 [L,03BiN Ha BMNYCK “MapkyBaHHA" 8o MKA /13, a came: 3anponoHoBaHo:
niogpinizatom y cepii); Papmaxemi MAPKYBAHHSA. 3rigHo 3aTBEPAXEHOrO TEKCTY MapKyBaHHS.
KOpoO6L B.B., Hinepnanan OHOB/IEHHS TEKCTY MapKyBaHHS yakoBKW NikapCbKoro 3acoby
(BUPOGHNLTBO 3 BHECEHHSM iHhopMaLT LLOA0 3a3HAYEHHS OANHULb
Hepo3dacoBaHo| BVMIiptOBaHHSA y cuctemi Sl. BBefeHHst 3MiH npoTsArom 6-tu
npoaykuii, nepBrHHa MicsILiB Micns 3aTBepPKEHHS
ynakoBka, KOHTPO/Tb
AKOCTI)
182. | MEMETPEKC | niodginizar gns TOB "TeBa YkpaiHa MNIBA XpBaTcka Xopsaris BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/16385/01/02
EA-TEBA NPUroTyBaHHA YkpaiHa" [.0.0., XopsarTis Hinepnangm 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/ethekTMBHOCTI Ta peyenmom
PO34urHy aNns iHdysii (BTOpUHHa ynakoBKa, thapmakoHarnsgy (iHwi 3miHKn) - gogaBaHHA po3ainy
no 500 mr; 1 chnakoH 3 [,03BiN Ha BUNYCK “MapkyBaHHA" oo MKA /13, a came: 3anponoHoBaHo:
niogpinizatom y cepii); Papmaxemi MAPKYBAHHA. 3rigHo 3aTBEpAXXEHOro TEKCTY MapKyBaHHS.
Kopobu,i B.B., HigepnaHgmn OHOB/IEHHSA TEKCTY MapKyBaHHS YNakoBKYM JTiKapCbKOro 3acoby
(BUPOGHMLTBO 3 BHECEHHSAM iH(hopMaLT LWLOoA0 3a3HAYEHHSA OANHNLb
Hepo3sacoBaHol BUMIiptOBaHHA y cuctemi Sl. BBefeHHs 3MiH NpoTsArom 6-tu
npoaykuii, nepBnHHa MiCsILiB MiCNsi 3aTBEPOYKEHHS
ynaKkoBKa, KOHTPO/Tb
AKOCTI)
183. | MEMETPEKC | niocpinisar ans TOB "TeBa YkpaiHa MNIBA XpBartcka XopBartis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 3a UA/16385/01/03
EA-TEBA NPUroTyBaHHSA YkpaiHa" [.0.0., Xopsaris HigepnaHau 3MiHW | TUNY - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peuyenmom
PO34nHy AN5 iHdYy3ii, (BTOPWHHa ynakoBka, hapmakoHarnagy (iHwi 3MiHn) - BHECEHHS 3MiH 0 po3giny
no 1000 wr; 1 donakoH [03Bi/T Ha BUMYCK “MapkyBaHHs" MKA /13: 3anponoHosBaHo: MAPKYBAHHSA
3 niogpinizatom y cepii); Papmaxemi 3rigHo 3aTBEpAXEHOro TEKCTY MapkyBaHHS. OHOBJ/IEHHS
Kopobui B.B., HigepnaHamn TEeKCTY MapKyBaHHS1 YNakoBKW MikapCbKOro 3acoby 3
(BMpPOGHMLTBO BHECEHHSM iHchopMaLii LLoA0 3a3HaYEHHS OAUHULB
Hepo3acoBaHo! BUMIpPIOBaHHSA y cuctemi Sl. BBejeHHS 3MiH NPOTAroMm 6-Tu
npoaykuii, nepBrHHa MicLiB MicNsi 3aTBEPKEHHS
ynaKkoBka, KOHTPO/Tb
SAKOCTI)
184. | MEPUHAOMNP | TabneTkun, BKPUTI TeBa I3painb AT dapmaueBTUYHNI YropmHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/14925/01/01
uni N/1iBKOBOIO dapmaneBTi 3aBog TEBA 3miHu Wwoao 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsagy (iHwi | peyenmom
IHOANAMIA 060/10HKO, 5 Mr/1,25 Kan 3MiHK).
POPTE- mr; no 30 TabneTok y IHoacTpi3 OHOB/IEHHSA TEKCTY MapKyBaHHS YNakoBKM JTiKapCbKOro 3acoby
TEBA KOHTeliHepi; no 1 nra. 3 BHECEHHSAM iHdhopMaLii WoA0 3a3HaYeHHs OAUHULLb

KOHTeliHepy B kOpobLi

BUMIPIOBaHHS y cuCTEMi S|. OHOB/IEHHS BXE 3aTBEPAKEHOIO
TEKCTY MapKyBaHHSA BTOPUHHOI Ta NepBUHHOI yrnakoBku J13
(BHECEHHSA NO3HAYeHb OAUHULL BUMIPIOBaHHS, 3
BUKOPUCTAHHAM JliTep NaTUHCLKOro andasiTy; ToLwo);
BHECEHHS 3MiH 0 po3ainy “MapkyBaHHs" MKA N3:
BBefeHHs1 3MiH NPOTArom 6-x MICALIB MiCNSA 3aTBEPAKEHHS.
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BMpPOGHUKa/iMnopTepa roToBOro JlikapcbKoro 3acoby,
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
BK/IOUAI0UM AiNbHULI BUMYCKY cepil abo micue npoBefeHHs
KOHTPOJO SIKOCTI. (AisS/IbHICTb, 3a SIKy BiAnoBsigae
BMPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK CEpili) - 3MiHa agpecu
BMpo6HUuKa M3 AT dapmaueBTuyHuii 3aBog TEBA,
YropwuHa, 6e3 3MiH1 MicLa BUPO6HMLTBA. BBEAEHHS 3MiH
NpoTAroM 6-X MiCALIB MiCAA 3aTBEPAKEHHS.
185. | NEPUTON® Tabnetku no 4 mr; no 3AT YropwymHa | 3AT ®apmaueBTUYHNMIA YropwmHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/9035/01/01
10 TabneTok y dapmaueBT 3asog ErIC 3MiHu | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuenmom
6nicTepi; no 2 WNYHWIA 3aBOf, thapmakoHarnagy (iHwi 3MiHu) - BBeAEHHS [0AATKOBOro TEKCTY
6nicTepy B KAPTOHHii Eric MapKyBaHHS! yNakoBKU MiKapcbKoro 3acoby i3 3a3Ha4YeHHAM
ynakoBLj MiXHapPOAHUX NO3HAYEHb OAMHMLL BUMIPOBAHHA. BHeceHHs
3MiH 8o p. MapkyBaHHa MKSA /13: 3anponoHoBaHo:
MapkupoBka. B cOOTBETCTBIM C YyTBEPXAEHHBIM TEKCTOM
MapK1poBKU. BBeAEHHS 3MiH NPOTArom 6-Tu MicsiLiB nicns
3aTBEPAKEHHS
186. | MNA3MON PO34UH A5 iH'EKUN, TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/5598/01/01
no 1 mn B amnyni; no "BIO®APMA MNA3MA", YkpaiHa 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/ethekTMBHOCTI Ta peyenmom
10 amnyn y navuyi 3 MNA3MA" (BUPOGHMLTBO, hapmakoHarnsgy. BeegeHHs abo 3miHM 40 y3arasibHEHUX
KapToHy; no 1 mn B nepBuHHe Ta JaHux npo cuctemy chapmakoHarnsgy (BBefeHHs
amnyni; no 5 amnyny BTOPUHHE NaKyBaHHS, y3arasibHeHUX faHux Npo cuctemy apmakoHarnisay, 3miHa
6nictepi; no 2 BUNyck cepiit); TOB YNOBHOBaXXEHOI 0CO6MU, BigNOBIfaNIbHOI 3a 34iAICHEHHS
6nicTepu y nauui 3 "BIO®APMA thapmakoHarnsay; KOHTakTHOi 0cobu 3 dhapmakoHarnsgy
KapToHYy MNA3MA", YkpaiHa 3asBHUKA 419 34iiCHeHHA hapMakoHarnagy B YkpaiHi, Ko
(BTOpUHHE NakyBaHHS, BOHa BigMiHHA Bif, yNOBHOBa)XeHOI 0cobu, BiAMNOBIAa/IbHOI 3a
BUNyck cepiit); TOB 3[jficHeHHs1 hapMakoHarsay (BK/IHYakun KOHTaKTHI AaHi)
"®3 "BIOPAPMA" Ta/abo 3MiHM y po3MilLeHHI MacTep-haiina cuctemm
thapmakoHarssgy) - 3MiHa yroBHOBaXXEHOT 0CO6M 3asBHUKA,
BiANOBIAA/ILHOI 3a 34iliCHEHHSA hapmakoHarnsgy:
MponoHoBaHa pepakuis — Lepbak MapuHa OnekciiBHa. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI 0COOM 3asBHUKa,
BiNOBiAA/IbHOI 32 3AiICHEHHA hapmakoHarnsay
187. | MOCTEPU3A | masb; no 251y Ty6i [Op. Kage HimeuunH Ap. Kage Himeuunna BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3mMiHu | Tuny - 6e3 UA/4864/01/01
H anoMiHiEBIl 3 dapmauesT a dapmayeBTUYHA 3miHu Wwoao 6esnekn/edhekTUBHOCTI Ta hapmakoHarnsagy (iHwi | peyenma
annikatopom; rno 1 nN4Ha dabpuka MNM6X 3MiHN) - 3MiHW Y TEKCTi MapKyBaHHS! ikapcbKoro 3acoby.
Ty6i B KQPTOHHIA nayw,i dabpuka OHOB/EHHSA TEKCTY MapKyBaHHS YNakoBKM JTiKapCbKOro 3acoby;
M6X 3MiHuM Il TRy - 3MiHK 3 AKOCTIi. [OTOBWIA NiKapcbkuii 3aci6.

3MiHV Yy BUPOGHMUTBI. 3MiHa iMNopTepa/3MiHK, WO CTOCYTbCA
BUNYCKY Cepii Ta KOHTPO/IHO SIKOCTi FOTOBOrO NiKapCbKoro
3acoby (3amiHa abo fofaBaHHsA AiNbHULI, Ha Kl
3[iICHIOETLCS KOHTPO/Ib SIKOCTI/BUNPOGYBaHHS cepii gns
6i0N10rYHOro/iMyHO/IONYHOr O JliKapCbKOro 3acoby, Ta 6yab-AKoi
OiNbHULI, Ha AKill 3aCTOCOBYETLCS 6IO/IOMNYHWIA/IMYHONOTIYHWIA
MeToZ BUNPoOYyBaHHS) - 3MiHa BUPOGHMKA rOTOBOrO
nikapcbKoro 3acoby, BiANOBIAa/IbLHOIO 3a KOHTPO/IL/BUMYCK
cepii. 3MiHV BHECEHO B iHCTPYKLi0 47151 MEANYHOrO
3aCTOCYBaHHS LLOAO HaliMeHYBaHHA Ta MiCLLe3HaXOKEHHS
BMPOOHUKA 3 BifNOBIAHUMMN 3MiHAMMW Y TEKCTi MapKyBaHHS
YNaKoBKW; 3MiHu |l Tuny - 3MiHK 3 sikocTi. A®I. Bupo6HULTBO.




95

Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BIionyckKy

Howmep

peecmpayiliHo2o

nocsi04YeHHs

3MiHa BUpPOGHYKa BMXIiAHOTO/MPOMIXHOIO NPOAyKTYy/peareHTy,
L0 BUKOPUCTOBYHOTLCS Y BUPO6HMYOMY npoueci A®l, abo
3MiHa BMPOGHUMKa (BKHOYatoun, ge HeobxigHo, Micue
npoBefieHHs KOHTPOs0 sikocTi) AP (3a BigCyTHOCTI
cepTudpikaTa BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEpPAKEHOMY A0CbE)(3MiHa B ADI GiosioriyHoro
NOXO[KEHHS abo BMXigHOMY Matepiani/peareHTi/npoMixXHOMY
NPOAYKTI, L0 BUKOPUCTOBYIOTHLCS A/19 BUPOGHMLTBA
6i0/10riYHOr0/iMyHOI0TYHOTO NMIKAPCHLKOro 3acoby ) - 3miHa
BMpOGHMKa AP (CTaHZapTU30BaHOI CycneHsii KynbTypu
GakTepiid), BiANOBIAA/IbLHOIO 3a KOHTPOJ/Ib/BUNYCK cepil

188.

MOCTEPU3A
H

cynosuTopii; no 5
CYNno3uTOpIiB y CTPUNI;
no 2 cTpunu B
KapTOHHIW nayv,i

Ap. Kage
dPapmaueBT
nyHa
dabpuka
rM6X

HimeyunH
a

Ap. Kage

dapmaueBTUYHa

Pabpuka NM6X

HimeyunHa

BHECEHHS 3MiH 40 peecTpaliiiHux maTepiasis: 3MiHu | Tuny -
3MmiHu Wwoao 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHM) - 3MiHW Y TEKCTi MapKyBaHHS NikapcbKoro 3acooby.
OHOB/EHHS TEKCTY MapKyBaHHS YNakoBKW JlikapCbKoro 3acoby;
3MiHM Il TRy - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
3MiHV Yy BUPOOHMUTBI. 3MiHa iMNopTepa/3aMiHK, WO CTOCYTbCA
BUNYCKY Cepii Ta KOHTPOJIHO SIKOCTi FOTOBOrO NiKapCbKoro
3acoby (3aMiHa abo fofaBaHHA AiNbHUL, Ha Kl
3[iACHIOETLCSI KOHTPOSIb SIKOCTI/BUNPOGYBaHHS cepii gnsi

6i0N10riYHOro/iMyHO/IONYHOr O JliKapCbKOro 3acoby, Ta 6yab-AKoi

OiNbHULI, Ha AKill 3aCTOCOBYETLCS 6IO/IOMYHWIA/IMYHONOTIYHWIA
MeToZ BUNpo6yBaHHS) - 3MiHa BUpobHuka M3
BiANOBIA&/IbHOTO 3a KOHTPO/Ib Ta BUMYCK Cepii. 3MiHN BHECEHO
B IHCTPYKL,i0 415 MeNYHOrO 3aCTOCYBaHHS LLOAO
HaliMeHyBaHHS Ta MiCLe3HaX0KEeHHSA BUPOBHYKa 3
BIANOBIAHUMY 3MiHAMW Y TEKCTi MapKyBaHHS YNakoBKW; 3miHu |l
Tuny - 3MiHn 3 skocTi. A®Il. Bupo6HMLTBO. 3MiHa BUPOOHMKA
BUXIAHOrO/NPOMIXHOr0 NPOAYKTY/peareHTy, Lo
BVKOPVCTOBYIOTbCA Y BUPO6HUYOMY npoLeci Adl, abo 3miHa
BUPOGHMKa (BKOYatoun, e HeobxigHO, MicLie MPoBefEeHHS
KOHTPOsH0 siKOCTi) ADI (3a BiACyTHOCTI cepTudpikara
BiANOBIAHOCTI €BpoNeNichkili hapmakonei y 3aTBepaxeHOMy
nocbe)(3miHa B A®| 6ionoriyHoro NoxomkeHHss abo BUXigHOMY
mMaTtepiani/peareHTi/MpOMKHOMY NPOAYKTI, L0
BMKOPVCTOBYIOTbCS A1 BUPOGHMLTBA
6ionoriyHoro/iMyHoON0r4YHOrO NikapcbKoro 3acoby ) - 3mMiHa
BUpo6HMKa A®I (CTaH4APTU30BaHOI CycneHsil KynbTypu
6akTepiii), BifNoBigaIbHOrO 3a KOHTPO/b Ta BUMYCK cepii

6e3
peyenma

UA/4864/02/01

189.

NMOCTEPUSA
H ®OPTE

masb; no 25 ry Ty6i
anoMiHieBil 3
ansikatopom; o 1
Ty6i B KQpTOHHIiA navwi

fp. Kage
dapmaveBT
nyHa
dabpuka
M6X

HimeuunH
a

fp. Kage

PapmaLeBTUYHa

dabpuka MM6X

HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasiB: 3MiHu | Tuny -
3MiHu Woao 6esnekn/edhekTUBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHW) - 3MiHU Y TEKCTi MapKyBaHHS JTikapCbKOro 3acoby.
OHOB/IEHHA TEKCTY MapKyBaHHS yNakoBKM flikapCbKoro 3acoby;
3MiHY Il Tuny - 3miHK 3 AkocTi. A®I. BUpobHuLTBO. 3MiHa
BMPOOHMKA BMXiAHOrO/MPOMIKHOrO MpoAyKTy/peareHTy, LWo
BUKOPWCTOBYIOTLCA Y BUPOGHMYOMY npoueci APl, abo 3miHa
BMPOOHUKa (BK/IKOYAOUM, e HeobXigHo, MicLie NpoBefeHHS
KOHTPO/IH0 siKOCTi) ADI (3a BiACYTHOCTI cepTuddikara

6e3
peyenma

UA/4864/01/02
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Ymosu

Howmep

Ne
n/n

Hassa
JNliKapcbKo20

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

BIionyckKy

peecmpayiliHo2o
nocsio4yeHHs

3acoby

BiANoBigHOCTI EBponelickbkili hapmakonei y 3aTBepakeHoMy
nocbe)(3miHa B A®| 6i010rYHOr0 NOXOKEHHSA abo BUXiAHOMY
marepiani/peareHTi/MPOMiXXHOMY NMPOAYKTI, LLIO
BMKOPVCTOBYIOTbLCS A4/18 BUPOOHMLTBA
6i0N10ri4YHOro/iMyHONOrNYHOrO JIiKAPCLKOro 3acoby) - 3MiHa
BMPOGHMKa AP (CTaHOapTU30BaHOI CyCneHsii KynbTypu
6akTepiii), Bi4NoBigaIbHOrO 3a KOHTPO/L/BUNYCK cepii; 3MiHu Il
TUny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iIMnopTepa/3MiHu, L0 CTOCYIOTbCA
BUMYCKY Cepii Ta KOHTPOJIHO AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3aMiHa abo fofaBaHHsA AiNlbHUL, Ha SKil
3[iICHIOETBLCA KOHTPO/b SIKOCTI/BUNPOBYBaHHS cepii Ans
6i010riYHOro/iMyHO/T0rYHOT0 NiKapCbKOro 3acoby, Ta 6yab-aKoi
OiNbHULI, Ha Kili 32aCTOCOBYETLCS GIO/IOMYHWIA/IMYHONOTIYHWIA
MeToZ BMNPoOyBaHHS) - 3MiHa BUPOGHMKa roTOBOrO
nikapcbkoro 3acoby, BignoBifaIbHOTO 3a KOHTPOJIb/BUMYCK
cepii. 3MiHN BHECEHO B IHCTPYKLitO 47151 MEANYHOr0
3aCTOCYBaHHSA WOA0 HaliMEeHYBaHHS Ta MiCLLe3HaXOMKEHHS
BMPOOHUKA 3 BiANOBIAHUMM 3MiHAMMW Y TEKCTi MapKyBaHHS
yNakoBKM

6e3

UA/4864/02/02

190.

MOCTEPU3A
H ®OPTE

cynosuTopii; no 5
CYNno3uTOpIiB y CTpUNi;
no 2 cTpunu B
KapTOHHIW nayv,i

Ap. Kage
dPapmaueBT
nyHa
dabpuka
M6X

HimeyunH
a

Ap. Kage
dapmMaueBTUYHa
Pabpuka NM6X

HimeyunHa

BHECEHHS 3MiH 40 peecTpaliiiHux maTepiasis: 3MiHu | Tuny -
3MmiHu Wwoao 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHU) - OHOBNEHHS TEKCTY MapKyBaHHS YMakoBKW NikapcbKoro

3ac06y 3 BHECEHHAM iHhopMmaL,ii WoAo 3a3HaYeHH OAUHULLb

BUMIpIOBaHHsA y cucteMi Sl; 3miHu 1l Tuny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. 3MiHWM Y BUPOOHULTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYOTLCSA BUMYCKY Cepii Ta KOHTPO/IO

SIKOCTi FOTOBOr0 NikapCcbKoro 3acoby (3amiHa abo fJoAaBaHHSA

OiNbHULI, Ha SKi 34JiACHIOETLCS KOHTPOb
AKOCTI/BUNPOBYBaHHA cepii 415 6i0N0riYHOro/iMyHOI0MNYHOro
nikapcbKoro 3acoby, Ta 6yAb-AKoi AiNbHULI, Ha SKil
3aCTOCOBYETLCA 6i0N0riYHUIA/IMYHOMOTiIYHUIA METOS,
BMNpOoOGYBaHHS) - 3MiHa BMPOGHMKa /13 BignoBifasibHOro 3a
KOHTPO/b Ta BUMYCK cepii. 3MiHWU BHECEHO B iHCTPYKLiO ANns
MeAMYHOro 3aCTOCYBaHHS LOA0 HaliMeHyBaHHS Ta
MiCLie3Hax0MKeHHS BUPOOHMKA 3 BiANOBIAHUMY 3MiHAMY Y
TEKCTi MapKyBaHHS yrnakoBKW; 3MiHU || Tuny - 3MiHW 3 AKOCTI.
A®I. BupobHMUTBO. 3MiHa BUPOGHMKA BUXIAHOTO/NPOMIXHOr0O
npoayKTy/peareHTy, WO BUKOPUCTOBYOTLCS Y BUPOOHUYOMY
npoueci A®l, abo 3miHa BUpo6HYKKa (BKOHaun, ae
Heob6XiAHO, Micue NPOBeAEHHSI KOHTPOIO AKOCTI) AdI (3a
BifICYTHOCTI cepTudpikaTa BignoBigHOCTI €Bponenchbkili
hapmakonei y 3aTBepykeHoMy Jocbe)(3MiHa B AD|
6i0N10rYHOro NOXoMKEHHs1 ab0 BUXIAHOMY
marepiani/peareHTi/MPOMiXHOMY NMPOAYKTI, LLIO
BMKOPVCTOBYIOTbCS A4/19 BUPOOHMLTBA
6i0n10riYHOro/iMyHOSI0TYHOTO NiKAPCLKOro 3acoby ) - 3miHa

BMpO6HMKa AP (cTaHaapTU30BaHOI CycneHsii KynbTypu

peyernma
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
6akTepiii), BifgNoBigaNbLHOro 3a KOHTPO/b Ta BUMYCK cepii
191. | NPEFABANIH | kancynu TBepAi no 75 TOB "TeBa YkpaiHa BankaHdapma Bonrapis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/16491/01/01
Mr M0 7 Kancyny YkpaiHa" OynHnua AT 3MiHM | TMNYy - 3MiHK WoA0 6e3nekn/edhekTMBHOCTI Ta peyenmom
6nicTepi; no 2 abo 8 hapmakoHarnagy (iHwWi 3MiHK) - OHOBNIEHHSA TEKCTY
6nicTepiB y KAPTOHHIl MapKyBaHHS YNakoBKM NiKapCbKoro 3aco6y 3 BHECEHHAM
Kopoobui iHchopmauii LLoA0 3a3HAYEHHS OAMHULb BUMIPIOBaHHS Y
cucTemi Sl. BHECEeHHS 3MiH [0 po3giny “MapkyBaHHA" MKA N3:
3anponoHoBaHo: MAPKYBAHHSA 3rigHo 3aTBEpAKEHOr0
TEKCTYy MapKyBaHHs. BBegeHHs 3MiH npoTsarom 6-Tv micsuis
nicns 3aTBepKeHHs.
192. | NPEFABANIH | kancynu TBepgi no TOB "TeBa YkpaiHa BankaHdapma Bonrapis BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/16491/01/02
150 mr no 7 kancyny YkpaiHa" OynHnua AT 3MiHK | TNy - 3MiHK Wo[o0 6e3nekn/eddeKTUBHOCTI Ta peuenmom
6nicTepi; no 2 abo 8 hapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
6nicTepiB y KAPTOHHIl MapKyBaHHS YNakoBKW /TIKapCbKOro 3acoby 3 BHECEHHAM
Kopobu,i iH(hopMaLii WoA0 3a3HAYEHHS OAUHMLb BUMIPIOBAHHS Y
cucTemi Sl. BHECEHHS 3MiH [0 po3ainy “MapkyBaHHA" MKA N3:
3anponoHosaHo: MAPKYBAHHSA 3rigHo 3atBepxeHoro
TEKCTY MapKyBaHHs. BBefjeHHs 3MiH NpPOTAroM 6-T1 MicsALiB
nicns 3aTBepKeHHs.
193. | NPEFABANIH | kancynu TBepgi no TOB "TeBa YkpaiHa BankaHndapma Bonrapis BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/16491/01/03
225 mr no 7 kancyny Ykpaina" Oynunus AT 3MiHM | TMny - 3MiHK WoA0 6e3nekn/edhekTMBHOCTI Ta peyenmom
6nicTepi; no 2 abo 8 hapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
6nicTepiB y KAPTOHHIM MapKyBaHHS YNakoBKW /TIKapCbKOro 3aco0y 3 BHECEHHAM
Kopobui iHhopMauii LLWoA0 3a3HaYEHHS OAMHUL BUMIPIOBAHHS Y
cucTemi Sl. BHECEeHHS 3MiH [0 po3giny “MapkyBaHHA" MKA N3:
3anponoHosaHo: MAPKYBAHHSA 3rigHo 3atBepxeHoro
TEKCTy MapKyBaHHA. BBefjeHHsA 3MiH MPOTArom 6-T1 MicALiB
nicns 3aTBepKeHHs.
194. | NPEFABANIH | kancynu TBepgi no TOB "TeBa YkpaiHa BankaHndapma Bonrapis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/16491/01/04
300 mr no 7 kancyny Ykpaina" OynHuusa AT Bonrapis 3MiHM | TUNYy - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI Ta peyenmom
6nictepi; no 2 a6o 8 hapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
6nicTepiB y KAPTOHHIN MapKyBaHHS! YNakoBKW /TiKapCbKOro 3aco0y 3 BHECEHHAM
Kopobui iHhopMauii LWoA0 3a3HaYEHHS! OAMHUL BUMIPIOBaHHS Y
cucTemi Sl. BHeCEeHHs 3MiH [0 po3ainy “MapkyBaHHA" MKA N3:
3anponoHosaHo: MAPKYBAHHSA 3rigHo 3atBepxeHoro
TEKCTy MapKyBaHHA. BBefjeHHsA 3MiH MpPOTArom 6-T1 MicsAuiB
nicns 3aTBepKeHHs.
195. | MPE3BUCTA® | TabneTku, BKpUTI TOB YkpaiHa Bupo6HMLTBO cuwA/ BHECEHHS 3MiH 40 peecTpaLiiHnx matepianis: 3MiHu | Tuny - 3a UA/6980/01/06
NNiBKOBOO "[IXOHCOH i Hepo3ghacoBaHoro ITanis AaMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu | peyernmom
060/10HKO10, N0 800 [KOHCOH NPOAYKTY: 3asiBHUKA (BNaCHMKa peeCTpaLliiHoOro nocBig4YeHHs1) 3MiHa
mr; no 30 TabneTok y Ykpaina" AHcceH OpTo JI1C, afipecu 3asBHUKa
dhnakoHi; no 1 CLA;
(h/1aKOHY B KapTOHHii MepBuHHE Ta
nauuj BTOPUHHE NaKyBaHHS,
BUMYCK cepii:
AHccen-Cinar C.n.A,,
ITanis
196. | MPE3NCTA® TabneTkn, BKPUTI TOB YkpaiHa BUpo6HMLTBO CLUA/ BHECEHHS 3MiH 10 peecTpaLiiHnx matepianis: 3MiHu | Tuny - 3a UA/6980/01/03
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
N/1iBKOBOIO "[I>XOHCOH i Hepo3dacoBaHoro ITania AaMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu | peyernmom
060/10HKO10, N0 600 [KOHCOH NPOAYKTY: 3asiBHUKA (BNaCHMKa peecTpaLliiHoOro nocBig4YeHHs1) 3mMiHa
Mr; no 60 TabneTok y Ykpaina" AHccen Opto JI1C, afipecu 3asBHUKa
thnakoHi; no 1 CLIA;
(h/1aKOHY B KapTOHHii MepBuHHE Ta
nauui BTOPVHHE MaKyBaHHS,
BMNYCK cepil:
AHccen-Cinar C.n.A,,
ITanis
197. | MPE3UCTA® | TabneTku, BKPUTI TOB YkpaiHa Brpo6HMLTBO CuwA/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/6980/01/02
nAiBKOBOO "[IXOHCOH | Hepo3ghacoBaHOro ITanis AnMiHIiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu | peyernmom
060n10HkKot0, No 400 JDKOHCOH NPOAYKTY: 3asBHUKa (BNacHVKa peecTpaLiiHoro nocBig4yeHHs) 3miHa
Mr; no 60 TabneTok y YkpaiHa" AHcceH Opto JINC, ajpecy 3asiBHMKa
thnakoHi; no 1 CLUA;
h/1akoHY B KapTOHHii MepBuHHE Ta
nauui BTOPWHHE NakKyBaHHS,
BUMYCK cepii:
AHccen-Cinar C.n.A,,
ITania
198. | MPOCTATWUN | niocpinisatr ans TOB "®3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHnx maTepianis: 3a UA/2988/01/01
EH- PO34MHY ONs iH'EKUIN, "BIO®APMA "BIODAPMA" 3MiHu |l TUNYy - 3MiHK 3 AKOCTIi. [OTOBUIA NMiKapCbKMit 3aci6. peuenmom
BIO®APMA 5 ¢pnakoHis 3 " 3MiHM Yy BUPOGHMLTBI. 3MiHa po3mipy cepii (Bk/IUatun
niogpinizatom y Aiana3oH po3Mipy cepii) roToBOro slikapcbkoro 3acoby (3mMiHa
6nictepi; no 2 BMMarae OLiHK/ NOPIBHAHHOCTI (MPOBeAEeHHS NOPIBHANIBHNX
6nicTepu y nauui 3 O0CNigKeHb) nikapcbKoro 3acoby 6io/10rivyHOro/iMyHOI0r4YHOro
KapToHy NOXOPKEHHA abo 3MiHa y po3Mipi cepii BUMarae npoBefeHHs
HOBOrO A0CAIAKEHHST BIOEKBIBA/IEHTHOCTI) - BBEAEHHSI
[104aTKOBOro po3Mipy cepii roTOBOro NikapcbKoro 3acoby.
3aTtBepmxeHo: Po3mip cepii: 96 000 dnakoHis,
3anponoHoBaHo: Po3mip cepii: 96 000 chnakoHis; 70 000
dhnakoHiB. BBeeHHS 3MiH npoTaromM 3 micAuis nicns
3aTBEPKEHHS
199. | PAMI Tabnetku no 2,5 wr, CaHnpos CnoBeHisi Jlex C.A., Monbwa Monbuwa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 3a UA/11299/01/01
CAHAO3® no 10 TabneTtok y dapmachboTi (BUPOBHMLTBO 3a 3MiHW | TUNY - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peuyenmom
6nicTepi; no 3 Kans g.4. NOBHUM LMKNIOM); Jlek thapmakoHarnagy. BeefeHHs abo 3miHu [0 y3aranbHeHuX

6nicTepy B KAPTOHHIi
Kopobui

C.A., Monbwa
(nakyBaHHs, BUNyCK
cepii)

[aHux nNpo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHux Npo cucTemy dhapmakoHarnsgy, 3miHa
YNOBHOBaXXeHOI 0c06M, BiANOBIfa/IbHOT 3a 34iCHEHHS
dhapmakoHarnsgy; KOHTaKkTHoi 0cobm 3 thapmakoHarnagy
3asBHUKa 419 34iiCHeHHA hapMakoHarnagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNTOBHOB&XXeHOI 0C06W, BiANOBIAAILHOI 3a
3[jicHeHHs hapMakoHarisay (BK/IHYatoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y pO3MilLleHHI MacTep-haiina cuctemu
thapmakoHarnagy); 3miHa ynoBHOBaXKeHOT 0cobu 3asBHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg,.
MponoHoBaHa pepakuisi: Aasig [xoH fleic, 6akanasp Hayk
David John Lewis, B.Sc (Hons), Ph.D. 3MiHa KOHTaKkTHOI 0cobu
3as1BHVKA, BigNoBiAa/IbHOI 3a 3AjCHEHHS hapMmakoHarnsay B
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BIionyckKy

Howmep

peecmpayiliHo2o

nocsi04YeHHs

YkpaiHi. MponoHoBaHa pegakuis: Opnos B'auecnas
BiktopoBuu. Viacheslav Orlov, M.D. 3MiHa KOHTaKTHUX AaHWX
YMOBHOBaXEHOT 0C06U, BiANOBIAAIbHOI 38 34iiCHEHHS
dhapmakoHarnsgy. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobm
3asBHMKA, BiANOBIAANLHOI 3a 3iiCHEHHS chapmakoHarnsgy B
YkpaiHi. 3MiHa MicuA 34iACHEHHS OCHOBHOI fisfiNIbHOCTI 3
dhapmakoHarnsgy. 3miHa Homepy Ta MiCLle3HaXOMKeHHA
MacTep-gaiina.

200.

PAMI
CAHJ03®

Tabnetkn no 5 mr, no
10 TabneTok y
6nictepi; no 3
6nicTepy B KAPTOHHii
Kopobui

CaHpos
dPapmachboTi
Kan3 a.n.

CnoBeHis

Nex C.A., Monba
(BMpPOGHMLTBO 3a
NMOBHUM LMKIOM); Jlek
C.A., Monbwa
(nakyBaHHs, BMMYyCK
cepii)

MonbLla

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHM | TUNYy - 3MiHKU WoA0 6e3nekn/edheKTMBHOCTI Ta
dhapmakoHarnsgy. BeegeHHss abo 3MiHM 0 y3arasibHeHNX
AaHvx nNpo cuctemy chapmakoHarnsgy (BBeAeHHS
y3arasibHeHUX JaHux Npo cucTemy dapmakoHarnsgy, 3mMiHa
YNOBHOBaXEHOI 0CO6W, BiANOBIAAILHOI 32 3iiCHEHHS
thapmakoHarnsgy; KOHTakTHOi 0cobu 3 dhapmakoHarnagy
3aABHUKa 419 3AiICHeHHA hapMakoHarnagy B YkpaiHi, Ko
BOHa BiiMiHHa Bif, yNOBHOBaXeHOI 0cobu, BiANOBIAa/IbHOT 3a
3[jicHeHHs hapmakoHarsay (BKIYatoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLeHHI MacTep-haiina cucrtemu
thapmakoHarnsgy); 3miHa ynoBHOBaXKeHOI 0CO6M 3asiBHYMKa,
BiANOBIAa/bHOI 3a thapmakoHarnsg,.
MponoHoBaHa pepakuis: Aasig [xoH fleic, 6akanasp Hayk
David John Lewis, B.Sc (Hons), Ph.D. 3miHa KOHTaKkTHOI 0co6u
3a8BHWKa, BiANOBIAANbHOI 3a 34iiCHEHHS hapmakoHarnagy B
YkpaiHi. MponoHoBaHa pegfakuis: Opnos B'syecnas
Biktoposuu. Viacheslav Orlov, M.D. 3MiHa KOHTaKTHUX AaHWX
YMOBHOBaXEHOT 0c06U, BiANOBIAaIbHOI 3a 34iiCHEHHS
dhapmakoHarnsgy. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobm
3asBHUKA, BiANOBIAANLHOI 3a 3iiCHEHHS chapmakoHarnagy B
YkpaiHi. 3MiHa MicuA 34iACHEHHS OCHOBHOI AisNIbHOCTI 3
hapmakoHarnagy. 3miHa Homepy Ta MiCLe3HaxX04KeHHS
MacTep-gaiina.

3a
peyerimom

UA/11299/01/02

201.

PAMI
CAHAO3®

TabneTku no 10 mr, no
10 TabneTok y
6nictepi; no 3
6/1icTepy B KApTOHHIl
KopoobLi

CaHpos
dapmachbHoTi
Kans g.4.

CnoBeHisi

Nek C.A., Nonbwa
(BMpPOGHMLTBO 3a
NMOBHUM LMKIOM); Jlek
C.A., Monbwa
(nakyBaHHs, BMMYyCK
cepii)

MonbLia

BHECEHHS 3MiH A0 peecTpauiiHux maTtepiais:
3MiHM | TUNy - 3MiHKU WoA0 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnagy. BeefeHHsa abo 3MiHM [0 y3arasibHeHnX
[aHux nNpo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHux Npo cucTemy dhapmakoHarnsgy, 3mMiHa
YNOBHOBaXXeHOi 0c0obK, BiANOBIfa/ILHOT 3a 34iICHEHHS
dhapmakoHarnsgy; KOHTaKTHoi 0cobm 3 hapmakoHarnagy
3aABHUKa 419 34iiCHeHHA hapMakoHarnagy B YkpaiHi, Ko
BOHa BifIMiHHA Bif, yNIOBHOBa)XeHOI 0co6y, BiANOBIAaILHOI 3a
3ilicHEeHHS dpapMakoHarsisaay (BK/IHYaoUmn KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHI MacTep-haiina cuctemu
hapmakoHarnsgy); 3miHa ynoBHOBaXKeHOI 0CO6M 3asBHYKa,
Bi4NOBiAa/IbHOI 32 hapmakoHarnsg.
MponoHoBaHa pepakuis: Aasig [xoH fleic, 6akanaBp Hayk
David John Lewis, B.Sc (Hons), Ph.D. 3MiHa KOHTaKkTHOI 0cobu
3as1BHVKA, BigNoBiAa/IbHOI 3a 34jCHEHHS hapMmakoHarnsay B

3a
peyenmom

UA/11299/01/03
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
YkpaiHi. MponoHoBaHa pegakuis: Opnos B'auecnas
BiktopoBuu. Viacheslav Orlov, M.D. 3MiHa KOHTaKTHUX AaHWX
YMOBHOBaXEHOT 0C06U, BiANOBIAAIbHOI 38 34iiCHEHHS
dhapmakoHarnsgy. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobm
3asBHMKA, BiANOBIAANLHOI 3a 3iiCHEHHS chapmakoHarnsgy B
YkpaiHi. 3MiHa MicuA 34iACHEHHS OCHOBHOI fisfiNIbHOCTI 3
dhapmakoHarnsgy. 3miHa Homepy Ta MiCLle3HaXOMKeHHA
MacTep-gaiina.
202. | PAHOCTON® | po3uuH ansd MPAT YkpaiHa MPAT "®ITO®PAPM" YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 6e3 UA/8650/02/01
30BHILIHLOrO Ta "®ITOPAPM 3MiHM | TUNYy - 3MiHKU WoA0 6e3nekn/edheKTMBHOCTI Ta peyenma
MicLLeBOro " thapmakoHarnagy (iHLWi 3MiHK) - 3MiHW B TEKCTI MapKyBaHHs
3actocysaHHsA 10 %; YMakoBKM MiKapCbKOro 3acoby LoA0 3a3HAaYEeHHS MiXXHapPOAHWX
no 50 mn a6o 100 mn Nno3HayeHb OAMHULb BUMIPIOBAHHSA. TepMiH BBEAEHHS 3MiH -
y thnakoHi, no 1 NPOTArom 6 MicALiB Micna 3aTBepAKEHHS
doNakoHy B nauui
203. | PEBI®® pO34MH ON4 iH'EKUI No Apec Lseiiuapi Mepk CepoHo C.n.A.; ITanis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/16340/01/01
22 MKr (6 MiH MO) / Tpeiginr A Mepk CepoHo C.A,, LBeliuapis 3MiHY Il TUny - 3MiHK WoAo 6e3nekn/edheKTUBHOCTI Ta peyenmom
05mMnno0,5mny C.A. BiA4I/TIEHHA Y M. hapMakoHarnisgy. 3MiHN y KOpOTKild XapakTepucTuuj
nonepegHLo O60HH NiKapcbKoro 3acoby, TeKCTi MapKyBaHHA Ta iHCTPYKLi Ans
3anoBHEHOMY LUMPULY; MeZIMYHOro 3aCTOCYBaHHSA Y 3B’A3KY i3 HOBUMUW JaHUMK 3
no 3 a6o 12 SIKOCTi, AOK/TIHIYHUMMU, KNIHIYHUMWU JaHUMK Ta AaHUMK 3
nonepegHb0 hapmakoHarnsgy - 3MiHM BHECEHO [0 IHCTPYKUiT Ans
3aMoBHEHMX LUNPULIB MeMNYHOro 3aCTOCYBaHHA NikapCbKoro 3acoby [0 po3finis
Y KapTOHHIl Kopobui «[MpoTrnokasaHHsa», «OCO6MNBOCTI 3aCTOCYBaHHS»,
«3acTocyBaHHs y Nepios BariTHOCTi abo rogyBaHHS rpyaAH0».
BBefieHHs1 3MiH NpOTArom 6-T1 MiCALB NiCNA 3aTBEPAKEHHS;
CYMyTHS 3MiHa - 3MiHN Woao 6e3nekn/edheKkTUBHOCTI Ta
hapmakoHarnsgy. BHeceHHsi abo 3MiHa(v) fo 3060B'A3aHb Ta
YMOB BUaui peecTpauiiiHoro nocBigyeHHs, Bkatovatoun Mnax
ynpaB/liHHA pUsMKaMm (3acTocyBaHHS 3MiH(1), ski(a)
BMMaralTb(€) NOAANbLIOTO 06I'PYHTYBaHHSA HOBUMM
[0AATKOBUM AaHUMWU, L0 Mal0Tb HaaBaTnUCs KOMNETEHTHUM
opraHoMm, OCKi/IbK/ BUMAaraeTbCs CyTTEBA OLjiHKa
KOMNETEHTHUM OpraHoM) - OHOBJ/IEHHS MnaHy ynpasniHHS
pu3nkamu (Bepcis 11.0). JeTanbHuii onuc cuctemm
ynpaeiHHA pyU3nKamun y BUIIAA] Naady Ynpas/iHHSA pu3nkaMmu
MICTWUTb PU3MK NPOMOPLHI 3axoay 3 MiHiMi3auil pu3ukiB Ta
3pjiicHeHHs hapmakoHarnagy. IHchopmadis 3 6e3neku, LWo
npeAcTas/ieHa B NPOEKTI IHCTPYKLIT 415 MefnUyHOro
3acToCcyBaHHSA Nikapcbkoro 3acoby, Bigobpaxae 3axoam 3
MiHiMi3aLii pu3wkiB, BifnoBigae iHchopMmaLii, BUKNaaeHiit y
nnani ynpasniHHA pusnkamu. BeefieHHs 3MiH NpoTAarom 6-Tm
MicsLiB NicNs 3aTBEPAKEHHS
204. | PEBI®® PO34MH ANA iH'eKUili o Apec LBeliuapi Mepk CepoHo C.n.A,, ITanisa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/16340/01/02
44 wikr (12 maH MO) / TpengiHr A ITanis; Mepk CepoHo LLiBefiuapis 3MiHuM Il Tuny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
0,5mMnno0,5mny C.A. C.A., BIigAiNEHHA Y M. hapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTuLi

nonepeaHsLo
3arnoBHEHOMY LINPULY;

O60HH, LLBeiiuapis

nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
MeAMYHOr0 3aCTOCYBaHHS Y 3B'S3KY i3 HOBUMU AaHUMU 3
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
no 3 a6o 12 SIKOCTi, AOK/MIHIYHUMMU, KNIHIYHUMW JaHUMK Ta AaHUMK 3
nonepegHsL0 hapmakoHarnsgy - 3MiHM BHeCEHO [0 IHCTPYKUIT Ans
3anoOBHEHUX LUMPULiB MeJMNYHOro 3aCTOCYBaHHSA MiKapCbKOro 3acoby [0 po3Ainis
Y KapTOHHiIll kopobui «lMpoTnnokasaHHs», «OcobMBOCTI 3aCTOCYBaHHS»,
«3acTocyBaHHSA y nepiof BariTHOCTI ab0 rofyBaHHs rpyaato».
BBefeHHs 3MiH NpoTArom 6-T1 MiCALIB NiCNA 3aTBEPAKEHHS;
CynyTHS 3MiHa - 3MiHW Woao 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnagy. BHeceHHs ab6o 3MiHa(M) [0 3060B'A3aHb Ta
YMOB BUaui peecTpauiliHoro noceig4eHHs, Bkaoyaroun Mnax
yNpaBniHHA pu3nKaMu (3acTocyBaHHS 3MiH(1), ski(a)
BMMaratTb(€) NofanbLioro 06rpyHTyBaHHS HOBUMU
[04ATKOBMM AaHVMMW, L0 MaloTb HagaBaTUCs KOMMNETEHTHUM
opraHoMm, OCKi/IbKV BUMaraeTbCs CyTTEBA OLjiHKa
KOMNETEHTHUM OpraHoM) - OHOB/IEHHS MNaHy ynpasniHHS
pusvkamu (Bepcia 11.0). eTanbHuii onuc cuctemu
ynpaeiHHA py3vkamun y BUTIAA] NaaHy YNpas/iHHSA pu3nkaMmu
MICTWUTb PU3MK NPOMOPLMHI 3axoau 3 MiHiMi3auil pu3ukiB Ta
3[jicHeHHs dhapmakoHarnagy. IHopmauia 3 6e3neku, Lo
npeAcTas/ieHa B NPOEKTi IHCTPYKLIT 415 MefnMyHOro
3acToCyBaHHS NikapcbKoro 3acoby, Bifobpaxae 3axoau 3
MiHimi3aLii pu3ukis, BiANoBiAae iHdopmaLii, BUKIageHin y
nnani ynpasniHHA pusnkamu. BeefeHHA 3MiH NpoTarom 6-Tm
MicsILiB Micns 3aTBepKEHHS
205. | PE3OJICTA® | Tabnetku, BKPUTI TOB Ykpaina BMPOBHMLTBO cuwA/ BHECEHHS 3MiH 40 peecTpaviiHnX MaTepiasiiB: 3MiHuM | Tuny - 3a UA/15459/01/01
NNiBKOBOO "[IXOHCOH i Hepo3dghacoBaHoro ITanis AaMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu | peyernmom
060/10HKO10, N0 800 [>XOHCOH NPOAYKTY: 3asBHMKA (BNacHMKa peecTpaLiiHoro NocBigYeHHs) - 3MiHa
mr/150 wmr; no 30 Ykpaina" AHcceH OpTo JI1C, afipecu 3asBHUKa
TabneTok y priakoHi; CLA;
no 1 donakoHy y nepBuHHa Ta
KapTOHHIW nayv,i BTOPVHHA ynakoBKa,
BUMYCK cepii:
AHccen-Cinar C.n.A,,
ITanis
206. | PUBOMYCTU | nopoluok ans AcTtennac HigepnaH OHkoTek ®apma HimeuunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis: 3a UA/11584/01/01
H NPUroTyBaHHA Papma an MpogaykuioH Mm6X, Benbrisa 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/ethekTMBHOCTI Ta peyenmom
KOHLeHTpaTy Ans HOpon B.B. HimeuunHa (BUpOo6HMK thapmakoHarniagy (iHwi 3MiHW) - BHECEHHS 3MiH [0 po3ainy
npuroTyBaHHsA roTOBOI NiKapCbKOT “MapkyBaHHa" MKA /13”: 3anponoHoBaHo: MapKyBaHHs.

PO34nHy ANA iHdy3iit
no 25 mr, no 55 mr
NMOPOLLKY Y (N1aKoHi;
no 1, 5, 10 a6o 20
(pNaKoHIB Y KapTOHHIA
KopoobLi

dopmu (Bei cTagii
BUPOOHMLTBA,
BTOPVHHA YNakoBKa));
CeHekci-Jlabopatop
Tuccen C.A., bBenbris
(BMPOGHKMK roToBOI
nikapcbKoi hopmu (BCi
cTafji BUpoGHMLTBA,
BTOPVHHA YNakoBKa));
Xaynt ®apma
BonbghparcxayseH

MapkyBaHHs1 BifiNOBIAHO 10 3aTBEPAXXEHOT0 TEKCTY
MapkKyBaHHS1. OHOB/IEHHS TEKCTY MapKyBaHHs NEPBUHHOI Ta
BTOPVHHOT YNaKoBKM NiKapCbKOro 3acoby i3 3a3HaYeHHsIM
MiXXHaPOAHMX NO3HAUYEeHb OAUHULIb BUMIpHOBaHHS. BBeAEHHS
3MiH NPOTArom 6-Tu MiCSILiB MiCNA 3aTBEPAKEHHSI
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
mM6X , HimeuwunHa
(BTOpVHHA yNakoBkKa,
[,03BiNT HAa BUMYCK
cepii)
207. | PUBOMYCTU | nopoluok ans Actennac HigepnaH OHkoTek ®apma HimeuuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/11584/01/02
H NPUroTyBaHHSA Papma an MpogaykuioH Mv6X, Benebrisa 3MiHM | TMNYy - 3MiHK WoA0 6e3nekn/edhekTMBHOCTI Ta peyenmom
KOHUeHTpaTy ans tOpon B.B. HimeuunHa (BMPOGHUK thapmakoHarnagy (iHLwi 3MiHW) - BHECEHHSA 3MiH [0 po3ainy
NpuUroTyBaHHsA roToOBOI NiKapCbKOi “MapkyBaHHa" MKA /13”: 3anponoHoBaHo: MapKyBaHHs.
po3unHy Ans iHdysil dopmu (BCi cTagii MapkyBaHHs BifNOBIAHO [0 3aTBEPAXXEHOr0 TEKCTY
no 100 mr, no 220 mr BMPOGHMLTBA, MapKyBaHHS. OHOB/IEHHSI TEKCTY MapKyBaHHSA NEPBUHHOT Ta
NMOPOLLKY Y (NaKoHi; BTOPVHHA YNakoBKa)); BTOPWHHOI YNakKoBKY NikapCbKoro 3acoby i3 3a3HavyeHHsAM
no 1 a6o no 5 CeHekci-/labopatop MiDKHapOAHMX MO3HAaYeHb OAUHULIb BUMIpIOBaHHS. BBeAeHHs
(h/1aKOHIB Y KapTOHHIi TucceH C.A., Benbria 3MiH NPOTArom 6-Tu MiCALIB MiCNA 3aTBEPIKEHHSA
Kopobui (BUPOBHVK rOTOBOI
nikapcbKoi hopmu (BCi
cTafii BUpobHMLTBA,
BTOPVHHA YNakoBKa));
Xaynt ®apma
BonbghparcxayseH
M6X , Himeuunna
(BTOPWHHa ynakoBka,
[03BiN Ha BUNYCK
cepii)
208. | CAHAOIMYH Kancynu m'ski no 10 HoBapric LLiseliyapi Bupo6HMLTBO HimeuuunHa/ BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiasis: 3miHu | Tuny: 3a UA/3165/01/01
HEOPAN® Mmr, rno 10 kancyny dapma Al A Hepo3acoBaHo! LLiseiiuapis/ AnMiHiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo aapecu peuyenmo
6nicTepi; no 6 NPOAYKLUii, KOHTPO/b CnoseHis MiCLiA NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa M
6n1icTepiB Y KAPTOHHIN SIKOCTI: rOTOBOTO JIiKAPCbKOro 3acoby, BK/IOYAOUN AiNlbHUL BUMYCKY

KopoobLi

KataneHT HimeyunHa
E6epbax M6X,
HimeuyuunHa;
MepBuHHE Ta
BTOPUHHE NaKyBaHHS,
KOHTPO/Ib AKOCTI,
BUMYCK cepi:
HosapTic ®apma
LTeliH AT,
LLiBeiiuapis;
[MepBuHHE Ta
BTOPUHHE NaKyBaHHS:
ek ®apmacsoTukanc
4.4., BUpobHMya
AinbHuus Nlenpasa,
CnoBeHis;
Bunyck cepii:
HosapTic ®apma
vM6X, HimeuunHa

cepii abo MicLe NpoBeAEeHHSI KOHTPOJIO SKOCTI. (AisNbHICTb, 3a
AKY BiAANOBIAae BUPOGHMK/IMNOPTEP, HE BK/IKOYAOYM BUMYCK
cepiit) - 3miHa Ha3BW BUPOBGHMKa Jlek PapmacbloTukasic 4.4.,
BMpOGHMYa AinbHUUS NleHaaBa, CnoBeHis, 6e3 3MiHW Micus
BMPOGHULTBA. BBEAEHHA 3MiH NPOTAroM 6-Tv MicsALiB nicns
3aTBepMKEHHS. 3MiHN | TUNy: AGMIHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy MicLs NPOBAKEHHS AiSSIbHOCTI
BMpO6HUKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
BKJ/THOYAOUN AiNbHULI BUMYCKY cepii abo MicLle NpoBeaeHHs
KOHTPOJIO SIKOCTI. (Ais/IbHICTb, 3a SIKy BiAnoBsigae
BUPOGHMK/iIMNOPTEP, HE BKIHOYAOUM BUMNYCK cepiit) - 3MiHa
agpecu BupobHuka KataneHTt HiveuunHa E6epbax Mv6X,
HimeuuunHa, 6€3 3MiHM Micus BUPOOHMLTBA. BBeAEHHS 3MiH
nNpoTArom 6-Tn MicALiB nicna 3aTBepkeHHs. 3MiHu | Tuny:
AZMiHICTpaTMBHI 3MiHX. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MiCLAl NPOBaXEHHS Ais/IbHOCTI BUPO6HMKa/iMnopTepa
rOTOBOrO J1iKapCbKOro 3acoby, BK/IYaoumn AifIbHULL BUNYCKY
cepii abo MicLe NpoBeAEHHS KOHTPOJTHO SKOCTI. (Lis/IbHICT, 3a
SIKy BiANOBiAa€e BUPOGHMK/IMNOPTEP, HE BK/IOYAUM BUMYCK
cepiii) - 3miHa agpecu BUpo6HKKa KaTtaneHT HimeuunHa
E6epbax M'vbX, HimevyunHa ans ynakosku in bulk, 6e3 3miHu
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6n1icTepiB Y KAPTOHHIN
KopoobLi

KartaneHT HimeuunHa
E6epbax M6X,
HimeyvunHa;
MepBuHHE Ta
BTOPUHHE NaKyBaHHS,
KOHTPO/Ib AKOCTI,
BUMYCK cepil:
HosapTic ®apma
LLTeiiH AT,
LLiBeiiuapis;
[MepBuHHE Ta
BTOPUHHE NaKyBaHHS:
ek ®apmacsroTukanc
4.4., BUpobHMya

AinbHuus NleHgasa,

cepii abo micLe NpoBeAEeHHSI KOHTPOJIIO SKOCTI. (AisNbHICTb, 3a
AKY BiAANOBIAae BUPOGHMK/IMNOPTEP, HE BKIKOYAOYM BUMYCK
cepiit) - 3miHa Ha3BW BUPOBHMKa Jlek PapmacbloTukasic 4.4.,
BMpOGHMYa AinbHUUS NleHaaBa, CnoBeHis, 6e3 3MiHW Micus
BMPOGHULTBA. BBEAEHHA 3MiH MPOTAroM 6-Tv MicsALiB nicns
3aTBEepMKEHHS. 3MiHN | TUNy: AGMIHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy MicL NPOBaKEHHS AiS/IbHOCTI
BMpO6HUKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
BKJ/THOYAOUN AiNbHMLI BUMYCKY cepii abo MicLe NpoBeaeHHs
KOHTPOJO SIKOCTI. (is/IbHICTb, 3a SIKy BiAnoBsigae
BUPOGHMK/iIMNOPTEP, HE BKIHOYAOUM BUMNYCK cepiit) - 3MiHa
agpecu BupobHuka KataneHTt HiveuunHa E6epbax Mv6X,
HiMeuuunHa, 6€3 3MiHM Micus BUPOOHMLTBA. BBeAEHHS 3MiH
nNpoTArom 6-Tn MicALiB Nicna 3aTBepikeHHs. 3MiHu | Tuny:
AZMiHICTpaTMBHI 3MiHX. 3MiHa HaliMeHyBaHHA Ta/abo agpecu

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
MicLs BUPO6HMLTBA. BBEAEHHS 3MiH MPOTArom 6-Tv MicsLiB
nicns 3aTBepKeHHs.
209. | CAHAIMYH Kancynm m'siki no 25 HosaprTic Lsenuapi Brpo6HMLTBO HimeuunHa/ BHECEHHS 3MiH 0 peecTpaviinHux maTepiasis: 3miHu | Tuny: 3a UA/3165/01/02
HEOPAN® Mr, o 5 kancyny dPapma Al A Hepo3acoBaHo! LLieiiuapisi/ AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmo
6nictepi; no 10 NpPOAYKLUIi, KOHTPO/Ib CnoBeHis MicUsi NpOBaMKEHHS AiSiNIbHOCTI BUPOBGHMKa/imnopTepa M
6nicTepiB y KAPTOHHIN SKOCTI: rOTOBOTO JIiKAPCbKOro 3acoby, BK/IKOUAOUN AiNlbHUL BUMYCKY
Kopoobui KataneHT HimeyunHa cepii abo micLe NpoBeAEeHHS KOHTPOJIIO AKOCTI. (AisNbHICTb, 3a
E6epbax M6X, SKy BifnoBifae BUPOOHUK/IMIOPTEP, HE BKIOYAKOUM BUMYCK
HimeuuunHa; cepiit) - 3miHa Ha3BW BUPOBHMKa Jlek PapmacbloTukasic 4.4.,
MepBuHHE Ta BMpOGHMYa AinbHUUSA NleHgaBa, CnoBeHis, 6e3 3MiHW Micus
BTOPVHHE NaKyBaHHS, BUPOGHMLTBA. BBEAEHHSA 3MiH NPOTSArom 6-Tv MicsLiB nicns
KOHTPO/Ib SIKOCTI, 3aTBEPMKEHHS. 3MiHW | TUny: AgMiHICTpaTUBHI 3MiHW. 3MiHa
BUMYCK cepii: HaliMeHyBaHHs Ta/abo agpecy MicL NPOBaKEHHS AiS/IbHOCTI
HosapTic ®apma BMpO6HUKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
LTeliH AT, BK/IOYAI0UM AiNbHULI BUNYCKY cepil abo micLe npoBeeHHs
LLiBeiiuapis; KOHTPOJO AKOCTI. (AisS/IbHICTb, 3a SIKy Bignosigae
MepBuHHE Ta BMPOGHUK/IMNOPTEP, HE BK/IKYaKUM BUNYCK cepill) - 3MiHa
BTOPVHHE NaKyBaHHS: aapecy BMpo6Huka KataneHT HimeuunHa E6epbax Mv6X,
Nek dapmacboTrKac HimeuuunHa, 6e3 3miHK Micusa BUPOOHMLUTBA. BBEAEHHSA 3MiH
4.4., BUpobHuya NPOTArom 6-Tv MiCAILiB Micns 3aTBepAXeHHs. 3MiHu | Tuny:
AinbHWUA NleHaasa, AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
CnoBeHis; MiCLiAl MPOBaXEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
Bunyck cepii: rOTOBOrO JIiKapCbKOro 3acoby, BK/IKUaOUN AiNbHUL BUMYCKY
HosapTic ®apma cepii abo MicLe NpoBeAEHHS KOHTPOSTHO SKOCTI. (LisIbHICT, 3a
vM6X, HimeuunHa AKy BiANOBIAa€e BMPOGHMK/IMNOPTEP, HE BK/IHOYAKUM BUMYCK
cepiii) - 3miHa agpecu BUpo6HKKa KaTtaneHT HimeuunHa
E6epb6ax MvbX, HimeuunHa gns ynakosku in bulk, 6e3 3miHn
MicLs BUPOGHUMLITBA. BBEAEHHS 3MiH MPOTArom 6-Tv MicsLIB
nicns 3aTBepKEeHHs.
210. | CAHAIMYH Kancynu m'ski no 50 HoBapric LLiseliyapi Bupo6HMLTBO HimeuuunHa/ BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiasis: 3miHu | Tuny: 3a UA/3165/01/03
HEOPAN® Mr, 1o 5 kancyny dapma Al A Hepo3acoBaHo! LLieiiuapisi/ AnMiHiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo aapecu peuyenmo
6nicTepi; no 10 NPOAYKLUii, KOHTPO/b CnoseHis MiCLiA NPOBaKEHHS Aif/IbHOCTI BUPO6HMKa/iMnopTepa M
SIKOCTI: rOTOBOTO JIiKAPCbKOro 3acoby, BK/IKOYAOUN AiNlbHUL BUMYCKY
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10 6nicTepiB y
KapTOHHIA Kopoo6Lii; no
60 Kopob6oK y
KapTOHHOMY KOpOOi

KataneHT HimeyunHa
E6epbax M6X,
HimeuyuunHa;
MepBuHHE Ta
BTOPWHHE NaKyBaHHS,
KOHTPO/Ib SIKOCTI,
BUMYCK cepil:
HosapTic ®apma
LLTeliH AT,

cepii abo micLe NpoBeAEeHHSI KOHTPOJIIO SKOCTI. (AisbHICTb, 3a
AKY BiAANOBIAa€e BUPOGHMK/IMNOPTEP, HE BK/IKOYAOYM BUMYCK
cepiit) - 3miHa agpecn B1UpobHUKa KataneHTt HimeuyunHa
E6epbax Mm6X, HimeuunHa ansa ynakosku in bulk, 6e3 3miHn
Micus BUPO6HULITBA. BBEAEHHS 3MiH MPOTAroM 6-Tv MicsLiB
nicns 3aTBepyKeHHs.

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
CnoBeHis; MiCLAl NPOBaXEHHS Ais/IbHOCTI BUPO6HMKa/iMnopTepa
Bunyck cepii: rOTOBOrO J1iKaPCbKOro 3acoby, BK/IKOUaOUN AiNbHUL BUMYCKY
HosapTic ®apma cepii abo MicL,e NpoBeAEHHS KOHTPOJIIO AKOCTI. (LisIbHICT, 3a
v6X, HimeuunHa AKy BiANOBiAae BMPOGHMK/iIMNOpTEp, He BK/IOYAKUM BUMYCK
cepiii) - 3miHa agpecu BUpo6HKKa KaTtaneHT HimeuunHa
E6epb6ax MvbX, HimeuunHa gns ynakosku in bulk, 6e3 3miHn
MicLs BUPO6HMLTBA. BBEAEHHS 3MiH MPOTArom 6-Tv MicsLIB
nicns 3aTBepKeHHs.
211. | CAHAIMYH Kancynu m'ski no 100 HosaprTic Lsenuapi Brpo6HMLTBO HimeuunHa/ BHECEHHS 3MiH 0 peecTpaviinHux maTepiasis: 3miHu | Tuny: 3a UA/3165/01/04
HEOPAN® Mr, o 5 kancyny dPapma Al A Hepo3acoBaHo! LLieiiuapisi/ AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmo
6nictepi; no 10 NpPOAYKLUIT, KOHTPO/Ib CnoBeHist MicLSi NPOBaMKEHHS AiSiNIbHOCTI BUPOBGHMKa/imnopTepa M
6nicTepiB y KAPTOHHIN SKOCTI: rOTOBOTO JIiKAPCbKOro 3acoby, BK/IOUAOUN AiNlbHUL BUMYCKY
Kopobui KataneHT HimeyunHa cepii abo micLe NpoBeAEeHHS KOHTPOJIIO SKOCTI. (Ais/bHICTb, 3a
E6epbax M6X, SKy BifnoBifae BUPOOHUK/IMNOpTEP, HE BKIOYAKOUM BUMYCK
HimeuuunHa; cepiit) - 3miHa Ha3BW BUPOBHMKa Jlek PapmacbloTukasic 4.4.,
MepBuHHE Ta BMpOGHMYa AinbHUUSA NleHgaBa, CnoBeHis, 6e3 3MiHW Micus
BTOPVHHE NaKyBaHHS, BUPOGHMLTBA. BBEAEHHSA 3MiH NPOTArom 6-Tv MicsLiB nicns
KOHTPO/Ib SIKOCTI, 3aTBEPMKEHHS. 3MiHW | Tuny: AgMiHICTpaTUBHI 3MiHW. 3MiHa
BUMYCK cepii: HaliMeHyBaHHs Ta/abo agpecy MicL NPOBaKEHHS AiS/IbHOCTI
HosapTic ®apma BMpOBHUKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
LTeliH AT, BK/IOYAIOUM AiNbHULI BUNYCKY cepil abo micLe npoBefeHHs
LLiBeiiuapis; KOHTPOJO AKOCTI. (AisS/IbHICTb, 3a SKy Bignosigae
MepBuHHE Ta BMPOGHUK/IMNOPTEP, HE BK/IKYaKUM BUNYCK cepill) - 3MiHa
BTOPVHHE NaKyBaHHS: aapecy Bupo6Huka KataneHT HimeuunHa E6epbax Mv6X,
Nek dapmacboTrKac HimeuumnHa, 6e3 3miHK Micusa BUPOOHWLUTBA. BBEAEHHSA 3MiH
4.4., BupobHuya NPOTArom 6-Tv MicAILiB Micns 3aTBepmXeHHs. 3MiHu | Tuny:
AinbHWUA NleHaasa, AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
CnoBeHis; MiCLiAl MPOBaXEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
Bunyck cepii: rOTOBOrO JIiKapPCbKOro 3acoby, BK/IKUaOUN AiNbHUL BUMYCKY
HosapTic ®apma cepii abo MicL,e NpoBeAEHHS KOHTPOSTHO AKOCTI. (Lis/IbHICTL, 3a
vM6X, HimeuunHa AIKy BiANOBIAa€e BMPOGHMK/IMNOpTEP, HE BK/IHOYAKUM BUMYCK
cepiii) - 3miHa agpecu BUpo6HKKa KaTtaneHT HimeuunHa
E6epb6ax MvbX, HimeuunHa gns ynakosku in bulk, 6e3 3miHn
MicLsl BUPOGHUMLTBA. BBEAEHHS 3MiH MPOTAroM 6-Tv MicsLIB
nicns 3aTBepKeHHs.
212. | CAHAOIMYH Kancynu m'ski no 25 HoBapric LLiseliyapi Bupo6HMLTBO HimeuuunHa/ BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiasis: 3miHu | Tuny: - UA/10102/01/01
HEOPAN® Mr, in bulk: no 5 dapma Al A Hepo3acoBaHo! LLiBefiuapis AnMiHiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
Kancyn y énictepi; no NPOAYKLUii, KOHTPO/b MiCLiA NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
SIKOCTI: rOTOBOTO JIiKAPCbKOro 3acoby, BK/IKOUAOUN AiNlbHUL BUMYCKY
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
LLiBeiiuapis;
Bunyck cepii:
HosapTic ®apma
rm6X, HimeyunHa
213. | CAHAIMYH Kancynm m'siki no 50 Hosapric LBeliuapi Brpo6HMuTBO BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3MiHu | Tuny: - UA/10102/01/02
HEOPAN® Mr, o 5 kancyn y Papma Al A Hepo3dacoBaHo| AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
6nicTepi; no 10 NPOAYKLUIT, KOHTPO/Ib MiCLiAl MPOBaXEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
6nicTepiB y KAPTOHHiIl AKOCTI: rOTOBOrO JIiKapCbKOro 3acoby, BK/IKUaOUN AiNbHUL BUMYCKY
Kopob6ui; no 60 KataneHT HimeuunHa cepii abo MicL,e NpoBefEHHS KOHTPOJTIO SKOCTI. (Lis/IbHICTb, 3a
KOPO6OK y KApTOHHOMY E6epbax Mm6X, AKy BiANOBIAa€e BMPOGHMK/IMNOPTEP, HE BK/IHOYAKUM BUMYCK
KOpoo6i HimeuuunHa; cepiii) - 3miHa agpecu BUpo6HKKa KaTtaneHT HimeuunHa
MepBuHHE Ta E6epbax Mv6X, HimeuunHa ansa ynakosku in bulk, 6e3 3miHu
BTOPVHHE NakKyBaHHS, MicLs BUPOGHUMLITBA. BBEAEHHS 3MiH MPOTArom 6-Tv MicsLIB
KOHTPO/b AKOCTI, nicns 3aTBepKeHHs.
BMNYCK cepil:
Hosaprtic ®apma
LLTeiiH AT,
LLiseiiuapis;
Bunyck cepii:
HosapTic ®apma
'm6X, HimeyunHa
214. | CAHAIMYH Kancynu m'ski no 100 Hosapric Lseiiuapi Brpo6HMLTBO BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasis: 3MiHu | Trny: - UA/10102/01/03
HEOPAN® mr, in bulk: no 5 Papma Al A Hepo3acoBaHo! AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu
Kancyn y 6nictepi; no NpOoAYKLUii, KOHTPO/Tb MiCLst NPOBaKEHHS Lisi/IbHOCTI BUPOGHMKa/imnopTepa
10 6nicTepiB y AKOCTI: roTOBOrO J1iKkapCbKOro 3acoby, BK/IYaumn AiflbHULL BUMYCKY
KapTOHHIA Kopo6Li; no KataneHT HimeyunHa cepii abo MicLle NpoBeAEHHS KOHTPOSIO AKOCTI. (HisSIbHICTb, 3a
50 KOpO6OK y E6epbax M6X, SIKy BiZnoBigae BUPOOHMK/IMIOPTEP, HE BK/IOUAKOUM BUMYCK
KapTOHHOMY KOpObi HimeuuunHa; cepiid) - 3miHa agpecu BUpobHrKka KataneHT HimeyunHa
[MepBuHHE Ta E6epbax Mv6X, HimewunHa ansa ynakosku in bulk, 6e3 3miHu
BTOPVHHE NaKyBaHHS, Micus BUPOGHULTBA. BBEAEHHS 3MiH MPOTArom 6-Tu MicALiB
KOHTPO/b AKOCTI, nicns 3aTBepKeHHs.
BUNYCK cepil:
HosapTic ®apma
LLTeiiH AT,
LBeliuapis;
Bunyck cepii:
HosapTic ®apma
vM6X, HimeuunHa
215. | CAHAIMYH pO34nH opasibHUiA, 100 HoBaprTic LLseiuapi [Jencapm XtoHiHT ®paHuis BHeceHHs 3MiH [0 peecTpaujiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/3165/03/01
HEOPAN® mr/mn no 50 mny dapma Al A C.AC. 3MiHM Woao 6e3nekn/edheKTUBHOCTI Ta (hapmakoHarnagy (iHwi | peyernmo
thnakoHi, no 1 3MiHW) - BHECEHHSA 3MiH [0 po3ainy “MapkysaHHsA" MKA /13" M

chnakoHy pasom 3
[103yBa/IbHUM
KOMMNEKTOM Y KOpPOOLyi
3 KapToHY
nakyBaJiIbHOro

3arBepaKeHo: TeKCT MapKyBaHHSA NepBUHHOI Ta BTOPUHHOT
ynaxkoBoK3anpornoHoBaHo: MapkyBaHHs. 3rigHo
3aTBEepPXEHOro TEKCTY MapKyBaHHA. OHOBEHHS TEeKCTY
MapKyBaHHS YNakoBK/ NikapCbKOro 3acoby 3 BHECEHHAM
iHchopMaUii WoA0 3a3HaYeHHSA OAUHULb BUMIPOBAHHS Y
cucTeMmi Sl. BBefieHHs1 3MiH NpOTArom 6-T MicAUiB nicns
3aTBepMKEHHs
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
216. | CEAA®ITOH Tabnetku; no 12 MPAT YkpaiHa MAT "BiTamiHn", YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 6e3 UA/4826/01/01
® Tabnetok y 6nictepi; "®ITOPAPM Ykpaina 3MiHu | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenma
no 2 a6o 4, a6o 8 " (BignoBiganbHuii 3a thapmakoHarnsgy (iHwi 3MiHN) - OHOB/IEHHS TEKCTY
6nicTepiB y navui BVMPOGHMLTBO, MapKyBaHHS! YNakoBKU JTiKapCbKoro 3acoby 3 BHECEHHAM
nepBvHHE/BTOPUHHE iHchopMaUii WoA0 3a3HAaYEHHS OAUHULb BUMIPOBAHHS Y
nakyBaHHs1, KOHTPOS1b cucTemi Sl. BHeceHHs 3MmiH f0 po3ainy «MapkyBaHHA» MKA
akocTi); NPAT N3. 3anponoHoBaHo: MAPKYBAHHS. 3rigHo 3aTBEpAXEHOr0
"®PITODAPM", TEeKCTY MapKyBaHHSA. TepMiH BBeZeHHS 3MiH - NPOTArom 6
Ykpaina MICALIB MiCNA 3aTBEPKEHHS
(BignoBiganbHuii 3a
BUPOGHULTBO,
nepBUHHE/BTOPUHHE
nakyBaHHS, KOHTPO b
SAKOCTi Ta BMNYyCK cepii)
217. | CUHIYNAP® | TabneTtku, BKpUTI Mepk Wapni | Lseiuapi Brpo6HMLTBO 3a Benvka BHECEHHS 3MiH 40 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/10208/01/03
NNiBKOBOO Ooywm IOEA A NOBHUM LK/IOM: BpuTanisa/ 3MiHM Wopo 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsgy. peyenmom
060/10HKO10, M0 10 Mmr; 6X Mepk Wapn i Joym Higepnanan 3MiHa y KOpOTKili XxapakTepucTuL,i NikapcbKoro 3acoby, TeKCTi
no 14 TabneTtok y Niviten, Benvka MapKyBaHHS Ta iHCTPYKUIT 415 MeANYHOrO 3aCTOCYBaHHSA Ha
6nicTepi; no 2 BpuTaHis; nigcTaBi perynspHo OHOB/THOBAHOIO 3BiTY 3 6e3neku
6nicTepy B KAPTOHHIi MepBuHHA Ta nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3nekn 3acTocyBaHHS
Kopoobui BTOPVHHA ynakoBKa, nikapcbKoro 3acoby B micnspeecTpaviliHvin nepiod, abo sk
KOHTPO/1b SIKOCTI, pesynbTaT OLiHKM 3BITY 3 AOCNIMKEHb, NPOBEAEHNX BiAMnoBigHO
[L,03BiN Ha BMNYCK [0 nnany negiatpmuuHux gocnigpkers (PIP) (iHWwi 3MiHK). 3MiHK
cepii: BHECEHO A0 IHCTPYKLIT 4518 MeANYHOro 3acToCyBaHHS
Mepk Wapn i Joym nikapcbKkoro 3acoby Ao po3ainy "lMNokasaHHa" BigMoBigHO A0
B.B., HigepnaHamn OHOBJ1EHOI iHGhopMaLii 3 6e3nekun Ajlo4voi pevyoBrHU. BBeaeHHs
3MiH NpoTArom 3-X MiCALIB MiC/s 3aTBEPKEHHS.
218. | CMHEKO/, cupon, 1,5 mr/mn; no rCK Lseiiuapi 'CK KoHcbtomep LLiBefiuapis BHECEHHS 3MiH [J0 peecTpaLjiiiHuXx maTepianis: 6e3 UA/5260/01/01
100 mn a6o 200 mn'y KoHcbtomep A Xenckep C.A. TexHiyHa nomuska (3rigHo Hakasy MO3 Big 23.07.2015 Ne peyenma
oNaKoHi 3 KPULLIKOKO Ta Xenckep 460). BunpaBneHo TeXHiIYHI MOMWU/IKN Yy TEKCTi MapKyBaHHS
MipHOIO CKJISIHKOIO; NO C.A. ynakosku /13.
1 chnakoHy y 3AMPOMNOHOBAHO: 3. fitoyi peyoBuHM: 1 Mn (M) po3umHy
KapTOHHIi KOpOOLyi MIiCTUTb: gjtoya peyoBuHa: bytamipaty yutpart — 1,5 mr (mg); 9.
IHLWi 0CcO6NVMBI 3aCTepeXeHHA CTOCOBHO NiKapCbKoro 3acoby
(3a HeobxigHoCTI): gopocaum — no 15 mn (ml) 4 pasu Ha foby;
MakcMMasibHa go6osa gosa: 60 ma (ml) (90 mr ( mg)). 11.
YMoBM 36epiraHHs, a 3a HeobXigHOCTi — 0CO6MBI yMOBU
36epiraHHA: 36epirati B HeAOCTYNHOMY ANS AiTel micui Ta
nosa nosiem ixHbOro 3opy npu Temnepatypi He Buwie 30 °C.
3a3HaueHe BUMpaB/IeHHSA BiANoOBigae maTepianam
peecTpauiiHoro Aocbe
219. | CIMMNOHI® PO34MH A5 iH'EKLINA TOB YkpaiHa BMPOGHMLTBO CLUA/ BHECEHHS 3MiH [0 peecTpaLliiiHuX maTepiastis: 3MiHu | Tumny - 3a UA/15841/01/01
100 mr/mn; no 0,5 mn "[I>XOHCOH i nikapcbKoro 3acooby, LLiBeiiuapis AnMiHicTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu | peyenmom
a6o 1,0 M po3unHy y [DKOHCOH nepBrHHa ynakoBsKa: 3asBHUKA (B/1ACHMKA PEECTPALHOrO NOCBIAYEHHS) - 3MiHA
nonepeaHL0 Ykpaina" Bakctep afipecu 3asBHUKa
HanoBHEHOMY LLINPULi dapmacbloTukan
i3 cknaTuny 13 ContowmHs JI/IC,
ryMOBUM CLUA;
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
HaKOHEYHVKOM Ta BTOPWHHA YMakoBKa,
rO/IKOI0, BKPUTOKO BUMYCK cepil:
KOBMaykom 3 Cinar Ar, LLiseiiuapis
NPUCTPOEM ANs
BBefeHHs UltraSafe;
no 1 wnpuuy B
KapTOHHIA Kopo6Li; Mo
0,5 mn a6o 1,0 mn
pO3unHy y
nonepegHLo
HanoBHEHOMY LUNPULi
i3 cknaTuny 13
ryMOBVM
HaKOHEYHVKOM Ta
rOIKOI0, BKPUTOIO
KOBMayKoM, y pyuLi 3
aBTOIH'eEKTOPOM; No 1
pyuLi B KAPTOHHIi
Kopo6u,i
220. | CIHOPAHON TabneTtkn 3AT YropwpmHa | 3AT ®apmaueBTUYHNMIA YropwmHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/14842/01/01
® MPOJIOHroBaHoI Aji No dapmaveBT 3aBog ElIC, pevyis 3MiHM | TUNYy - 3MiHK WoA0 6e3nekn/edhekTMBHOCTI Ta peyenmom
2 Mr no 14 tabnetoky | nyHWiA 3aBOA, YropuHa (BunyckHuii thapmakoHarnagy (iHwi 3mMiHW) - 3aMiHa po3giny
6nictepi; no 2, 4 abo 6 ErC KOHTpONb); PapmareH «["pachnyeckoe ohopMneHne ynakoskm» Ha «MapkmpoBka» B
6nicTepiB y KAPTOHHIl IHTepHewHn C.A., 3arBepxeHnx MKA J/13: 3anponoHoBaHo: MapkvpoBska. B
ynakoBLi I'peuis (MOBHWIA LMK COOTBETCTBUM C YTBEPXKAEHHBIM TEKCTOM MapPKVPOBKM.
BMPOGHMLTBA, BBefieHHs1 40AATKOBOrO TEKCTY MapKyBaHHS yrnakoBKW
BKJ/THOYAKOYN BUMYCK NiKapcbKoro 3acoby i3 3a3Ha4yeHHAM MKHapPOAHUX NO3HaYeHb
cepii); PapmaTeH OAVHVLb BUMIPIOBaHHSA. BBeEeHHA 3MiH NPOTAroM 6-Tu MicALiB
C.A., Ipeuis (noBHUiA nicns 3aTBepKEHHS
LKA BUPOGHMLTBA,
BK/THOHAI0UM BUMYCK
cepii)
221. | CIHOPAHON TabneTkn 3AT YropwuHa | 3AT dapmMaueBTUUHWIA YropwmHa BHECEHHS 3MiH A0 peecTpauiiHux maTtepiais: 3a UA/14842/01/02
® NPOJIOHIOBaHOT Aji No $apmaueBT 3aBop, ElIC, peuis 3MiHM | TUNy - 3MiHKU WoA0 6e3nekn/edhekTMBHOCTI Ta peuyenmom
3 Mrno 14 Tabnetoky | nyHuiA 3aBOA, YropumHa (BunyckHuii thapmakoHarnagy (iHwi 3miHn) - 3amMiHa po3giny
6nictepi; no 2, 4 abo 6 ErC KOHTPOb); ®apmareH «[pachnueckoe ochopmneHne ynakoBkmn» Ha «MapKMpoBka» B
6nicTepiB y KAPTOHHIl IHTepHewHn C.A., 3areepmkeHnx MKA /13: 3anponoHosaHo: Mapkuposka. B
ynakoBLij Ipeuist (NOBHWIA LKA COOTBETCTBUN C YTBEPXAEHHLIM TEKCTOM MapKMPOBKW.
BMPOGHULTBA, BBefleHHs1 404ATKOBOrO TEKCTY MapKyBaHHS yrakoBKW
BK/THOHAIOUM BUNYCK NiKapCbKoro 3acoby i3 3a3Ha4eHHsIM MiXXHapPOLHMX NO3HaYeHb
cepii); PapmareH OAMHULIb BUMIpIOBaHHSA. BBEAEHHSA 3MiH NPOTArom 6-Tu MicALiB
C.A., I'peuist (NOBHWMI nicns 3aTBEPAKEHHS
LMK BUPOOHULTBA,
BK/1HOYAKOUY BUMYCK
cepii)
222. | CIHOPAHON Tabnetku 3AT YropwumHa | 3AT ®apmaueBTUYHKiA YropwmHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/14842/01/03
® NPOJIOHroBaHoI Aji No dapmaveBT 3aBog ElIC, pevyis 3MiHM | TMNy - 3MiHK WoA0 6e3nekn/ethekTMBHOCTI Ta peyenmom

4 mr no 14 TabneTok y

MNYHUIA 3aBOA,

YropuimHa (BunyckHuii

chapmakoHaragy (iHwi 3miHW) - 3aMiHa po3giny
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
6nicTepi; no 2, 4 abo 6 ErIC KOHTpOnb); PapmateH «["pachnyeckoe ochopmeHNe ynakoBku» Ha «MapKMpoBka» B
6nicTepiB y KApTOHHIl IHTepHewHn C.A., 3areBepmxeHnx MKA /13: 3anponoHosaHo: Mapkuposka. B
ynakoBLi pevis (NOBHWI LMKN COOTBETCTBUM C YTBEPXAEHHLIM TEKCTOM MapPKNPOBKU.
BMPOOHMLTBA, BBefieHHs1 404AaTKOBOr0O TEKCTY MapKyBaHHS yrnakoBKW
BK/IHOHAI0UM BUMYCK NiKapcbKoro 3acoby i3 3a3Ha4eHHsIM MiXXHapPOHMX NO3HaYeHb
cepii); PapmareH OAMHULb BYMIpIOBaHHS. BBEAEHHS 3MiH NPOTArom 6-Tu Micauis
C.A., I'peuis (noBHUA nicns 3aTBepmAKeHHs
LMK BUPOOHULTBA,
BK/1HOYAKOUY BUMYCK
cepii)
223. | CIHOPAHON TabneTkun 3AT YropwyHa | 3AT dapmaueBTUHHUIA YropLumHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/14842/01/04
® MPOJIOHroBaHoI Aji No dapmaveBT 3aBog ElIC, pevyis 3MiHM | TUNy - 3MiHK WoA0 6e3nekn/edhekTMBHOCTI Ta peyenmom
8 Mr no 14 tabnetoky | n4HWiA 3aBOA, YropuHa (BunyckHuii thapmakoHarnagy (iHwi 3MiHW) - 3amMiHa po3giny
6nictepi; no 2, 4 abo 6 ErC KOHTpONb); PapmareH «["pachnyeckoe ohopMneHne ynakoskm» Ha «MapkmpoBka» B
6nicTepiB y KAPTOHHIl IHTepHewHn C.A., 3arBepxeHnx MKA J13: 3anponoHoBaHo: MapkvpoBska. B
ynakoBLi I'peuis (MOBHWIA LMK COOTBETCTBUM C YTBEPXKAEHHBIM TEKCTOM MapPKVPOBKM.
BMPOGHMLTBA, BBefieHHs1 40AATKOBOrO TEKCTY MapKyBaHHS ynakoBKW
BKJ/THOYAKOYN BUMYCK NiKapcbKoro 3acoby i3 3a3HauyeHHAM MKHapPOAHUX NO3HaYeHb
cepii); PapmaTeH OOMHVUb BUMIpIOBaHHA. BBeAEHHS 3MiH NPOTAroM 6-Tn micsuiB
C.A., Ipeuis (noBHUiA nicns 3aTBepKEHHS
LKA BUPOGHMLTBA,
BK/THOHAI0UM BUMYCK
cepii)
224. | CNIN3OH® TabneTkn, BKPUTI KPKA, a.4., CnoBeHisi KPKA, a.4., Hoso CnoBeHis BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais: 6e3 UA/17627/01/01
NNiBKOBOO HoBo mecTo mMecTo, C/ioBeHis 3MiHM | TUNy - 3MiHKU WoA0 6e3nekn/edhekTMBHOCTI Ta peyenma
060/10HKO0, NO 15 Mr; (BMPO6HMLTBO "in thapmakoHarnagy (iHwi 3MiHK1) - OHOB/IEHHS TEKCTY
no 10 TabneTtok y bulk", nepBnHHe Ta MapKyBaHHS1 YNakoBKM NiKapCbKOro 3aco0y 3 BHECEHHSM
6nicTepi; no 1, no 2 BTOPVHHE NakKyBaHHS, iH(hopMaUii WoA0 3a3HaYeHHSA OAUHMLb BUMIPOBAHHS Y
abo no 3 6nictepu B KOHTPO/1b Ta BUMYCK cucTeMi Sl. BBefieHHs1 3MiH NpoTArom 6-T MicALUiB nicns
KapTOHHIi KOpOoOLyi cepii); KPKA, a.4., 3aTBEPAKEHHS
HoBo mecTo,
CnoBeHisa (KOHTPONb
cepii (TiIbKN i3nYHi
Ta XiMiYHi meToau
KOHTPO/10))
225. | COCHHN 6pyHbKY, Mo 50 r abo MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 6e3 UA/2268/01/01
BPYHbKU no 100 r y naykax 3 dapmaueBT dapmaueBTUYHA 3MiHM | TUMy - 3MiHK 3 AKOCTIi. FOTOBUIA NiKapcbkuii 3aci6. peyenma
BHYTPILUHIM NakeTom NyHa (pabpuka "Biona" KOHTpPO/Ib rOTOBOrO JliKapCbKOro 3acoby. 3MiHa y meTogax
thabpuka BMNPOGYBaHHS roTOBOrO Nlikapcbkoro 3acoby (ans
"Biona" npuBELEHHS Y BiANOBIAHICTL 3 AdY abo EBponeiicbkolo

(hapMaKoneeo Ta BUTyYEeHHsI MOCUMaHHSA Ha 3acTapinuii

BHYTPILUHI MeTOA, BUNPOOYBaHHS i M0ro HOMep) - BHECEHHS

3MiH A0 Cneumdikauii/MeToAiB KOHTPOSIKO AKOCTI NiKapcbKoro
3aco6y 3a NokasHKammn «4Yuc1oBi NOKa3HUKM», .

«MikpobionoriyHa unctota», n. «KinbkiCHe BU3HAYEHHS» a

came 3aMiHa nocunaHb 3 AdY 1.0 Ha «gitouy pegakuio» JPY.
3MiHu | TUNY - 3MiHK WoAo 6e3nekn/edpekTUBHOCTI Ta
thapmakoHaragy (iHwi 3miHu) -
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1

OHOBJIEHHS TEKCTY MapKyBaHHS yMakoBKW NiKkapCbKoro 3acoby
i3 3a3HAYEHHAM MiXXHAPOAHMX NO3HAaYeHb OANHULb
BMMIipIOBaHHs. 3miHa fo po3ainy MKA /13, a came po3gain
«[I"pachiuHe ohopMIEHHS» 3aMiHEHO po3ainioM «MapKyBaHHS»
(3rigHo 3aTBEPKEHOr0 TEKCTY MapKyBaHHs). BBegeHHs 3MiH
NPOTAroM 6-T1 MiCALIB MiC/1A 3aTBEPMKEHHSA. 3MiHu | Tuny -
3MiHU 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3mMiHa y MeToAax BUnpobyBaHHS
rOTOBOrO /iKapCbKOro 3acoby (iHLi 3MiHM y MeToAax
BMNpo6yBaHb (BK/OYaKUM 3amiHy abo AOMNOBHEHHS)) -
BHeCeHHs 3MiH o Cneuudpikauii/MeToAiB KOHTPOSIHO AKOCTI
nikapcbKoro 3acoby 3a M. «4nc/10Bi NOKa3HUKU» Y YaCTUHI
BM3HAYEHHS CTyNeHs NoApiGHEHHSA POC/IMHHOI cy6CTaHL,i, a
came BW/yYeHHs nocunaHb Ha hapmakoneto (4P CPCP XI
BUJaHHA) Ta fOJAETLCA AOKaiHA METOAMKA BU3HAUYEHHS
CTyneHs noApibHeHHs YyacTok npenapary.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuMii 3aci6.
KOHTposb roToBoro nikapcbkoro 3acoby. 3miHa napameTpis
cneundikauii Ta/abo JONYCTUMMX MEX FOTOBOTO NiKapCbKoro
3aco0by (40NOBHEHHS creyndikalii HOBUM MOKa3HUKOM 3
BiANOBIAHWM MeTOA0M BUNPOOYBaHHS) - BHECEHHS 3MiH A0
Cneuudpikauii/MeTofiB KOHTPOSO AKOCTI NiKapCcbKoro 3acooy,
a came [0NOBHEHHS cneuudikaLiii HoBuM n. «laeHTudpikauis
(TLWX)» 3 BigNOBIAHMM METOAOM BUNPOGYBAHHS Y 3B'A3KY 3
npvBeaeHHAM A0 BUMor moHorpadii AdPY «CocHU 6pYHBKUN»

226. | CTOMATO®I pO34MH O151 pOTOBOT ditochapm Monbua ditocpapm KneHka C. Monbwa BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3miHu Il Tuny - 6e3 UA/8655/01/01
T NOPOXHUHW; KneHka C. A. 3MiHM Wwoao 6e3nekn/edhekTMBHOCTI Ta hapMakoHarnsay. peyenma
no 45 mn, 50 mn, 100 A. 3MiHU Y KOPOTKili XapakTepucTuL, NikapCbKoro 3acoby, TeKCTi
M1, 120 mn 'y donakoHi; MapKyBaHHS Ta IHCTPYKLUIT 415 MEeANYHOrO 3aCTOCYBaHHS Yy
no 1 dpnakoHy B 3B'AA3KY i3 HOBUMU JaHUMW 3 AKOCTI, AOKNIHIYHUMMU, KIIHIYHUMYN
KapTOHHIA KopoobLi OaHuMn Ta gaHumu 3 papmakoHarnsagy - 3miHu BHECEeHO [0

IHCTPYKUIiT ANA MEAVYHOTO 3aCTOCYBaHHS NikapcbKoro 3acoby
A0 posgainis "lMokasaHHA" (YToUHEHHs iHcbopmad,i), "3aaTHiCTb
BM/IMBATW Ha WWBMAKICTb peakLii Npu KepyBaHHI
aBTOTPaHCNOPTOM ab0 iHLWMMK MexaHiamamu" BigNOBIAHO 0
MaTepianis peecTpauiiHoro gocke. BBegeHHs 3MiH NpoTSArom
3-x MicAuiB nicns 3atBepmKeHHs. 3MiHu I Tuny - 3mMiHn Wwoao
6e3nekn/edhekTUBHOCTI Ta hapMakoHarnisgy. 3mMiHn y
TepaneBTUYHMX NOKa3aHHAX (foAaBaHHSA HOBOTO
TepaneBTUYHOTO NoKa3aHHS abo 3MiHa y 3aTBepAKEHOMY
nokasaHHi) - 3MiHW BHECEHO A0 IHCTPYKUIT 415 MEAUYHOTO
3acTOCyBaHHSA NikapcbKoro 3acoby Ao po3ainy "lMNokasaHHa"
(3arBepoKeHo: KoMmnnekcHe MicueBe /ikyBaHHS 3anasibHUX
3axBOpOBaHb CM30BOT 060NOHKM NOPOXHUHW POTA: THFIBITY,
napofoHTUTY, CTOMaTUTY, FMOCKTY. 3anponoHOBaHo:
Nikapcbkuii 3aci6 npu3HayveHnii 45 3acTocyBaHHSA ocobam
BikOM Bifi 6 POKiB sIk NpoTU3anasibHUiA, aHTUGaKTepiasIbHNIA,
Le3iHIiKYUMii Ta B'shKyumiA 3acib Npu: - 3anasieHHsIX CAM30BOI1
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
060/10HKM poTa Ta ropna; - fiHriBiTax Ta croMmarmTax (y T.4. npu
rfocuTax); - NOBEPXHEeBUX NEePioAOHTUTAX; - CXMIBHOCTI [0
KPOBOTEY 3 SICEH; - Y Cknai KOMMIEeKCHOT Tepanii npu
NapoAoHTO3i) Ta AK HACNiA0K [0 TEKCTY MapKyBaHHS.
BBefeHHs 3MiH NpoTAroM 3-X MicsLiB NicNs 3aTBEPKEHHS.
227. | CYNbBAKTO MOPOLLOK A1 PO3UUNHY Mini Benvika BeHyc Pemegic IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/6154/01/01
MAKC ONns iv'exuind, 500 Xenckepe BpuTaHis Nimiten, IHAis; Ceicc 3MiHM | TUNYy - 3MiHKU WoA0 6e3nekn/edheKTMBHOCTI Ta peyenmom
Mmr/250 wr, 1 conakoH Nimiten MepeHTepanc /114. thapmakoHarnsay (iHwi 3MiHn)- 3MiHW B TEKCTI MapKyBaHHS
(Ha 10 mn) 3 YMakoBKM MiKapCbKOro 3acoby LoA0 3a3HAYEeHHS MiXXHapPOAHWX
NMOPOLLKOM Y Nno3Ha4YeHb OAUHULL BUMIPIOBaHHSA. 3amiHa po3giny
KapTOHHIlA KopooLi «[padhiuHe 0thOpMIEHHS YNAKOBKMN» Ha PO3[iN «
MapkyBaHHs» MKA /13. 3anponoHoBaHo: MapkyBaHHs. 3rigHo
3aTBEPAKEHOIO TEKCTY MapKyBaHHS.
TepMiH BBEAEHHS 3MiH - NPOTAroM 6 MicauiB nicns
3aTBEPKEHHS.
228. | CYNIbBAKTO NMOPOLLOK A1 PO3UNHY Mini Benvka BeHnyc Pemegic IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/6154/01/02
MAKC Ans iH'ekuiii, 1000 Xenckepe BputaHis Nimiteq, IHaia; Ceicc 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/ethekTMBHOCTI Ta peyenmom
Mmr/500 wr, 1 chnakoH Nimiteq MepeHTepanc /Ta. hapmakoHarnsgy (iHwi 3MiHK)- 3MiHM B TEKCTi MapKyBaHHS
(Ha 20 mn) 3 yNakoBKM liKapCbKOro 3acoby LL0A0 3a3HaYeHHS MiXXHapPOAHMX
NMOPOLLKOM Y KOpo6Li no3HayeHb OAUHWLL BUMIPIOBaHHSA. 3aMiHa po3gainy
«['pachiuHe ochopMAEHHST yNakoBKM» Ha PO3A4iN «
MapkyBaHHs» MKA /13. 3anponoHoBaHo: MapkKyBaHHs. 3rigHo
3aTBEPKEHOr0 TEKCTY MapKyBaHHS.
TepMiH BBEAEHHS 3MiH - NPOTAroM 6 MicsLiB nicnas
3aTBEPAKEHHS.
229. | CYMETPO/I Tabnetkn no 400 3AT YropwpmHa | 3AT ®apmaueBTUYHWMIA YropwmHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/3194/02/01
M® mr/80 mr no 10 dapmanesT 3aBog ErIC 3MiHM | TUny - 3MiHK WoA0 6e3nekn/edhekTMBHOCTI Ta peyenmom
Tabnetok y 6nictepi; WNYHWIA 3aBO, hapmakoHarnagy (iHwWi 3MiHK) - BHECEHHS 3MiH [0 p.
no 2 6nictepun y ErC MapkyBaHHA MKA J13:
KapTOHHIlA KopoobLi 3anponoHoBaHo: MapkunpoBka. B cooTBeTCTBUM C
yTBEPXAEHHLIM TEKCTOM MapKnpoBKk/ BBeAeHHs A0AaTKOBOro
nakyBaHHs 3 BHECEHHAM iHchopmalii LLoA0 3a3HaYeHHSN
OANHULIb BUMIPIOBaHHSA y cuctemi Sl. BBejeHHA 3MiH MPOTArom
6-T1 MicsLIB NicNs 3aTBEPIKEHHS
230. | CYNPACTUH | tabnetkv no 25 mr no 3AT YropwuHa | 3AT dapmaueBTUyHWi YroplmHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 6e3 UA/9251/01/01
® 10 TabneTok y dapmauneBT 3aBog ElIC 3MiHM | TUNYy - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI Ta peyenmom
6nictepi; no 2 WNYHWIA 3aBO, thapmakoHarnagy (iHwi 3MiHW) - 3aMiHa po3gainy
6nicTepy B KAPTOHHIN Erc «["pachnyeckoe ochopmneHne ynakoBkm» Ha «MapkmpoBka» B
Kopobui 3aTBepmxeHnx MKA N13: 3anponoHoBaHo: Mapkuposka. B
COOTBETCTBUM C YTBEPXKAEHHBIM TEKCTOM MapKVpPOBKM.
BBefeHHs1 40oAaTKOBOro NakyBaHHS 3 BHECEHHAM iHchopmaLii
LLOA0 3a3HaYeHHS OAUHML BUMIPIOBAHHS Y cucTemi Sl.
BBefeHHs 3MiH NPOTAroM 6-TW MICALIB NiC/1A 3aTBEPAXKEHHS.
231. | CYNPACTUH PO34NH A1 iH'EKLIN, 3AT YropwuHa | 3AT ®apmaueBTuyHuiA YropmHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/0322/01/01
® 20 mr/mnno 1 mn B dapmaueBT 3aBof ElC 3MiHM | TUNy - 3MiHK WoA0 6e3nekn/edhekTMBHOCTI Ta peyenmom
amnyni; no 5 amnyn y WNYHWIA 3aBOg, thapmakoHarnagy (iHwi 3miHW) - 3amiHa po3giny
KapTOHHIl KopoobLi Erc «["pachnyeckoe ochopmneHne ynakoBkm» Ha «MapknpoBka» B

3arBepmkeHnx MKA /13: 3anponoHoBaHo: Mapkuposka. B




111

Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BIionyckKy

Howmep

peecmpayiliHo2o

nocsi04YeHHs

COOTBETCTBUN C YTBEPXKAEHHbIM TEKCTOM MapK/MpPOBKH.
BBefieHHs1 ,0aTKOBOrO NakyBaHHs 3 BHECEHHSAM iHchopMalLlil
LLIOAO 3a3HaYeHHs OAMHWLb BUMIPIOBAHHSA Yy cuctemi Sl.
BBeggeHHs1 3MiH NPOTAroM 6-Tu MicALB Nic/a 3aTBepAKEHHS

232,

TAMCYNO3U
HY
rAPOX/IOPU
a

NopoLUOK (CybCTaHLis)
y NoABiiHNX
nonieTnIeHoBuUxX
nakeTtax Ans
BMPOGHULITBA
HecTepuIbHNUX
nikapcbknx gopm

MpAT
"TexHonor"

YkpaiHa

Pa Uem ®dapma
Nimiten

IHais

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
3asBHMKa (BNacHyKa peecTpaLiiHoro NocBig4YeHHs) - 3MiHa
afpecy 3asBHUKA; 3MiHV | TUNy - 3MiHK 3 aKocTi. CepTudikaT
BignosigHocTi/IE-cepTudikar BignoBigHOCTI EBpONeNChKii
thapmakonei/MoHorpadii. NogaHHA HOBOro abo OHOB/IEHOTO
cepTugikaTa BignNoBIAHOCTI abo BUy4YeHHs cepTuddikara
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns A®l; ona
BUXiQHOro MaTepiany/peareHTy/npoMixXHOro NpoayKTy, L0
BUKOPUCTOBYHOTLCA Y BUPOOHULTBI ADI; 415 AONOMIKHOT
peyoBUHM (cepTudikaT BiANOBIAHOCTI €BpONeichbkil
hapmakonei) - OHoBeHWiA cepTudikar Bif yxe
3aTBEPKEHOr0 BUPOOHMKA - NOJAHHS OHOB/IEHOIO
cepTuduikarta BignoBigHOCTI €EBponeichkin hapmakonei Ne R1-
CEP 2012-309-Rev 00 (3aTBepaxeHo: RO-CEP 2012-309-Rev
01) ana A®| TaMcyno3unHy Tigpoxaopug Bif Bxe
3aTBEpAXeHoro BmpobHnka RA CHEM PHARMA LIMITED,
IHAiS, AK HACNiJOK NPpUBEAEHHS afpecyt BUPOBHMKA Y
BignosigHicTb Ao CEP, 3miHn y cneumdikayii Ta meTogax
KOHTPO/I0 32 NoKasHMKamy «Onme», «PO3YNHHICTb -
3a3HayeHo nocunaHHA Ha EP; «KinbkicHe BU3HaYeHHS»
npuBeAeHo A0 BUMor EP; «3anuLukoBi KifIbKOCTi opraHiuHmnx
PO34YNHHVKIB» -NpuBeaeHo Ao Bumor CEP; BunyyeHo nokasHuk
«Baxkki MeTasin» - oliHka pu3nky npeacrasneHa B CEP 3rigHo
sumor ICH Q3D guideline for elements impurities;
Cneuumdpikanito Ta METOAN KOHTPOSIO0 AOMNOBHEHO MOKA3HUMKOM
«EnemeHTHi AOMILWKN»; 3MIHEHO TepMiH NEPEeKOHTPOI0
(3aTBEpPAXKEHO: 3 POKM; 3aNPONOHOBAHO: 5 POKIB); 3MiHU | TUNY
- 3MiHM 3 AkocTi. ADI. KoHTponb A®Il. 3miHa y napameTpax
cneuudikaLin Ta/abo foNyCTUMUX MEX, BUSHAYEHUX Y
cneyudikayisx Ha A®l, abo BUXiZHWUIA/MPOMIXHWIA
npoayKT/peareHT, WO BUKOPUCTOBYOTLCA Y NMPOLECI
BUPOGHMLTBA AD| (BUTyYEHHA HE3HAYHOTO NOKa3HUKa SKOCTI
(Hanpuknag BUNYyYEHHS 3acTapifioro nokasHuka)) - BUIyYeHHs
nokasHuka «MikpobionoriyHa unctoTa» i3 cneumdikauii Ta
MEeTOo/iB KOHTpoK AdI

UA/11421/01/01

233.

TA®J/IOTAH®

Kpanni oyHi, 15
MKr/m; no 0,3 mny
THOUK-KpanenbHuLj;
no 10 Tobumk-
KpanesbHUUb Y nakeTi
i3 ponbru; no 3
nakeTy B KApPTOHHIiA
Kopobu,i

CaHTeH AT

PiHNAHAiA

Hekct®apma AT,
diHNSAHAIA (BUPOBHUK
BiANOBIgabHMIA 3a
BMPOGHULTBO in bulk,
nepBuHHe Ta
BTOPWHHE NakKyBaHHS,
KOHTPO/b AKOCTI);
CaHTeH AT, ®iHnaHais

PiHNAHAIA

BHECEHHS 3MiH [0 peecTpaLjiiiHnx maTepianis:
3MiHK | TNy - 3MiHK Wo[0 6e3nekn/eddeKTUBHOCTI Ta
thapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
MapKyBaHHS YNakoBKW /TIKapCbKOro 3acoby 3 BHECEHHAM
iH(hopMaLii WoA0 3a3HaYeHHS OANHMLb BUMIPIOBAHHS Y
cuctemi Sl. TepMmiH BBEIEHHSA 3MiH NPOTArom 6 micsAuiB nicns
3aTBEPAKEHHS

3a
peyenmom

UA/9952/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
(BMPOGHMK,
BiANOBIgabHUI 3a
BUMYCK cepii)
234. | TEBANOP- Tabnetku gns TOB "TeBa YkpaiHa BankaHtapma- Bonrapis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 6e3 UA/4271/01/01
TEBA CMOKTaHHs, no 20 YkpaiHa" Pasrpag AT, Bonrapis, 3MiHu | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenma
Tabnetok y 6nictepi; BankaHdapwva- thapmakoHarnsgy (iHwi 3MiHN) - OHOB/IEHHS TEKCTY
no 1 a6o 2 6nictepu B OynHnus AT MapKyBaHHS YNakoBKY/ NikapcbKoro 3acoby 3 BHECEHHSM
KapTOHHI nayv,i iHChopMaLii WoA0 3a3HAaYEHHS OAUHMLb BUMIPIOBAHHS Y
cucTemi Sl. BHeceHHs 3MiH fo po3giny “MapkyBaHHsA" MKA /13:
3anponoHoBaHo: MapkyBaHHs. 3riiHO 3aTBEPL)KEHOrO TEKCTY
MapKyBaHHs. BBeeHHs1 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHS
235. | TEN3IP™ CyCrneHsis opasibHa, BiiB Benvka nakcoCMmiTKNAH IHK. KaHnapa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/5154/01/01
50 mr/mn no 225 mn 'y Xenckep tOK | BputaHis 3MiHY | TURY - 3MiHK 3 AKocTi. APl BUpobHULTBO. 3MiHa peyenmom
donakoHi; no 1 Nimiteq po3mipy cepii (Bktoyatoun gianaszoHu) APl abo NpomixxHoro
dhnakoHy 3 fo3younmM NPOAYKTY, SIKNIA 3aCTOCOBYETLCA Y NpoLeci BUpOGHMLTBa ADI
winpuuem Ta (36inbLlueHHs Ao 10 pasiB NOPIBHAHO i3 3aTBEPKEHUM
aganTepom Asis PO3MIpOM) - AOA4aHHA a/lbTEPHATUBHOIO Po3Mmipy cepii 582 kr
LINpULA Yy KapPTOHHIi ansa Cragii 1 y npoueci Bupo6HuuTea A®| dhocamnpeHaBipy
KopooLi KanbLito, BUpobHuLTBa Ajinomoto Omnichem, Benbrisi, A0 BXe
3aTBEpKEHMX po3mipiB cepii 208 kr Ta 640 kr; 3miHn | Tuny -
3MiHUM 3 AKOCTi. A®Il. KoHTposib AdL. 3MiHa y napameTpax
cneumdikauii Ta/abo AONYCTUMUX MEX, BU3HAUYEHUX Y
cneundikayisx Ha A®l, abo BUXIgHNA/NPOMIKHNIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLLECI
BMPOGHULTBA AP| (BUNYYEHHA HE3HAYHOTO MOKA3HKKa AKOCTI
(Hanpuknag, BUTyYEeHHs 3acTapifioro NokasHmka)) - 3MiHu y
cneumdikauii peareHTy ConsiHa K1cnoTa, a came BUTyYEHHS 3
OnunCy TECTYBaHHA «PiAvHa, Lo AMMUTLCSA», SKke bilblue He
BUKOHYETLCSA 3 MipKyBaHb 6e3neku. 3anponoHosaHo: Clear
colourless to pale yellow. 3miHu | TUNY - 3MiHK 3 SKOCTi. API.
KoHTponb A®l. 3miHa y napameTpax cneuudikaLii Ta/abo
LONYCTUMMX MEX, BU3HAUYEHMX Y cneumdikalisx Ha A®l, abo
BVXiAHWA/NPOMIXHUIA NPOAYKT/peareHT, WO BYKOPUCTOBYOTHCS
y npoueci BupobHuuTBa A®| (BUNYYEHHS HE3HAYHOTO
nokasHuka SKOCTi (Hanpuknag BUyYeHHs 3acTapifioro
NnoKasHuka)) - 3MiHW y cnewudikadii BUXxigHoro marepiany
Oxkcuxnopug, choccpopy, a came BUYYEHHS 3 OnUCy
TEeCTyBaHHS «AVMUTb Y BOSIOTOMY NOBITPI», sike Gifiblue He
BMKOHYETbLCA 3 MipKyBaHb 6e3neku. 3anponoHoBaHo:
Colourless to almost colourless liquid
236. | TEN3IP™ TabneTku, BKpUTI BiiB Benuka nakco Bennkom C.A.,, Icnanis, BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 3a UA/5154/02/01
NNiBKOBOO Xenckep FOK | BpuTtaHis Icnanisa (oopartkoBuii Benuka 3MiHM | TUNY - 3MiHK 3 AKocTi. A®l. BUpo6HMLTBO. 3MiHa peuyenmom
06010HKot0, No 700 Niviten BVMPOGHWK ANs BpuTtaHis po3mipy cepii (Bktoyatoun gianasoHu) A®l abo npomixHoro

Mr; no 60 TabneTok y
dhnakoHi; no 1
dhnakoHy y KapTOHHil
Kopo6ui

naKyBaHHs! Ta BUMYyCKy
cepir); Mnakco
OnepeiiwHc HOK
JliviTeq , Benvka

NPOAYKTY, SIKNIA 3aCTOCOBYETLCA Y NpoLeci BUpo6GHULTBa ADI
(36inbLueHHs Ao 10 pasiB NOPIBHAHO i3 3aTBEPAKEHNM
PO3MiIpOM) - AofaHHA a/lbTEPHATUBHOIO PO3Mipy cepii 582 kr
ons Cragii 1y npoueci Bupo6HuuTBa A®| dhocamnpeHasipy




113

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
BpuTanis KanbLito, BUpobHuuTBa Ajinomoto Omnichem, Benebrisi, 4o BXxe
(BUPOBHMLTBO 3a 3aTBepXeHnX po3mipis cepii 208 kr Ta 640 kr. 3miHu | Tuny -
MOBHWUM LKOM) 3MiHM 3 akocTi. A®L. KoHTponb AdL. 3miHa y napameTpax
cneuudikauin Ta/abo fonyCTUMNX MEX, BUSHAYEHNX Y
cneyudikauisx Ha A®l, abo BUXiZHWUIA/MPOMIXHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYOTHLCA Y NPOLECI
BUMPOGHMLTBA AD| (BUTyYEHHSA HE3HAYHOIO NOKa3HUKa AKOCTI
(Hanpuknag, BUslyYeHHs 3acTapifioro nokasHuka)) - 3MiHu y
cneumnaikauii peareHTy ConsiHa KMC/10Ta, a caMe BUJTYYEHHS 3
OnMUCy TeCTyBaHHA «pPifuHa, WO AVMUTLCS», ke Binblue He
BUKOHYETbLCA 3 MipKyBaHb 6e3neku 3aTsepmxeHo: Clear
colourless to pale yellow, fuming liquid 3anponoHosaHo: Clear
colourless to pale yellow. 3MiHu | TURY - 3MiHK 3 AKOCTi. ADI.
KoHTposnb A®L. 3miHa y napameTpax creumdikauiii Ta/abo
[ONyCTUMMX MEX, BU3HaUeHuX y cneuudikalisx Ha Ad®l, abo
BVXiAHWA/NPOMDKHUIA NpOAYKT/peareHT, WO BYKOPVCTOBYOTHCSA
y npoueci Bupo6HuLTBa A®I (BUNYyYEHHA HE3HAYHOro
nokKasHuKa sIKOCTi (Hanpukiag, BUIydYeHHs 3actapifioro
nokasHuka)) - 3mMiHu y cneuudikawii BUXigHoro matepiasny
Okcuxnopug, hocchopy, a came BUNYHEHHS 3 ONUCY
TECTYBaHHS «AVMUTb Y BO/IOrOMY NOBITPI», sike BinbLue He
BMKOHYETbCS 3 MipKyBaHb 6e3nekn 3atBepgxeHo: Colourless
to almost colourless liquid, fumes in moist air 3anponoHoBaHo:
Colourless to almost colourless liquid
237. | TENMICTA Tabnetku no 20 mMr no KPKA, a.4a., CrnoBseHis KPKA Monbwa Cn. 3 Monbla BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/13210/01/01
7 Tabnetok y 6nictepi; | Hoso mecto 0.0., Monbwa CnoBeHist 3MiHu | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuenmom
no 2, 4 abo 8 (BMPOGHMLTBO "in thapmakoHarnsgy (iHwi 3MiHN) - OHOB/IEHHS TEKCTY
6nicTepiB y KApTOHHIl bulk", nepeuHHe Ta MapKyBaHHS! yNakoBKU JTiKapcbKoro 3acoby 3 BHECEHHAM
Kopob6ui; no 10 BTOPVHHE NaKyBaHHS, iHChopMaLii WoA0 3a3HAaYEHHS OAUHMLb BUMIPIOBAHHS Y
Tabnetok y 6nictepi; KOHTPO/b Ta BUMYCK cucTemi Sl. BBeeHHs 3MiH NpoTArom 6-T MicauiB nicas
no 3 abo 6 6nictepiB y cepii); KPKA, a.4., 3aTBepKEHHS
KapTOHHIlA KopooLi HoBo mecTo,
CnoseHis
(BMpPOGHMLTBO "in
bulk", nepsrHHe Ta
BTOPUHHE NaKyBaHHS,
KOHTPO/b Ta BUMYCK
cepii; KOHTPO/Ib cepil)
238. | TE/IMICTA Tabnetku no 40 mr no KPKA, a.4., CnoBeHisi KPKA Monbwa Cn. 3 Monbwa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasis: 3a UA/13210/01/02
7 TabneTtok y 6nictepi; | HoBo mecTo 0.0., Monbwa CnoBeHis 3MiHM | TUNy - 3MiHKU WoA0 6e3nekn/edekTMBHOCTI Ta peuyenmom

no 2, 4 a6o 8
6n1icTepiB Y KAPTOHHIN
kopo6ui; no 10
Tabnetok y 6nictepi;
no 3 abo 6 6riictepiB y
KapTOHHIlA KopoobLi

(BMpPOGHMLTBO "in
bulk", nepenHHe Ta
BTOPUHHE NaKyBaHHS,
KOHTPO/Ib Ta BUMYCK
cepii); KPKA, a.4a.,
HoBo mecTo,
CnoseHis
(BMPOGHMLTBO "in

thapmakoHarnagy (iHwi 3MiHK) - OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby 3 BHECEHHAM
iH(hopMauii WoA0 3a3HaYeHHSA OAUHULb BUMIPOBAHHS Y
cucTeMi Sl. BBefieHHs1 3MiH NpoTArom 6-T MicALUiB nicns
3aTBEPAKEHHSA
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Ne

Hassa

o ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
bulk", nepBuHHe Ta
BTOPVHHE MakKyBaHHS,
KOHTPO/Ib Ta BUMYCK
cepii; KOHTpOsIb cepil)
239. | TENMICTA Tabnetku no 80 mr no KPKA, a.4., CnoseHis KPKA lMonbua Cn. 3 Monbua BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/13210/01/03
7 TabneTok y 6nictepi; | HoBo mecTo 0.0., Monbla CnoseHis 3MiHM | TMNYy - 3MiHK WoA0 6e3nekn/edhekTMBHOCTI Ta peyenmom
no 2, 4 abo 8 (BMpPOGHMLTBO "in hapmakoHarnagy (iHwWi 3MiHK) - OHOBIEHHSA TEKCTY
6nicTepiB y KAPTOHHiIl bulk", nepsrHHe Ta MapKyBaHHS YNakoBKM NiKapCbKoro 3aco6y 3 BHECEHHAM
kopo6ui; no 10 BTOPVHHE NaKyBaHHS, iHchopmauii LLoA0 3a3HAYEHHS OAMHULb BUMIPIOBaHHS Y
Tabnetok y 6nictepi; KOHTPO/1b Ta BUMYCK cuctemi Sl. BBeieHHA 3MiH NpPOTArom 6-Tu MicsiLiB nicns
no 3 abo 6 6nictepis y cepii); KPKA, a.4., 3aTBEPAKEHHS
KapTOHHIl KopobLi HoBo mecTo,
CnoseHis
(BUPOGHMLTBO "in
bulk", nepenHHe Ta
BTOPWHHE NakKyBaHHS,
KOHTPO/b Ta BUNYCK
cepii; KOHTpOsb cepii)
240. | TENCAPTAH- | Ttabnetkv no 80 O-p Peppi'c IHais O-p Peppi'c IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/14775/01/01
H mr/12,5 wmr; no 7 Na6opaTtopi Na6opaTopic /iTg, 3MiHU | TUNY - 3MiHK 3 AKOCTI. FOTOBMIA Nikapcbkuii 3aci6. 3MiHW | peyenmom
TabneTtok y 6nictepi; c it y BMPOGHULTBI. 3MiHa po3mipy cepii (BK/ItoYaoum gianasoH
no 2 a6o 4 6nictepu B po3Mmipy cepii) roToBoro nikapcbkoro 3acoby (36isbLUeHHs A0
KapTOHHIA KOpO6L 10 pasiB NOPIBHAHO i3 3aTBEPKEHNUM PO3MIPOM) - BBEAEHHSA
[,04aTKOBOro po3mipy cepii. 3anponoHosaHo: 200 000
Tabnetok 650 000 Ta6NEeTOK. BBEAEHHS 3MiH NPOTAroM 6-Tu
MicALiB NiCNs 3aTBEPAYKEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTI. FOTOBWMIA NiKapPCbKWiA 3aci6.
3MiHU Yy BUPOGHULTBI. 3MiHU Y NpoLieci BUPOOHMLITBA FOTOBOMO
nNikapcbKoro 3acoby, BK/IOYaUM NPOMiIXHUIA NPOAYKT, L0
3aCTOCOBYETLCS NPV BUPOBGHULTBI FOTOBOIO NiKapCbKOro
3aco06y (iHLWi 3MiHN) BHECEHHS 3MiH A0 po3ainy 3.2.P.3.
MpoLec BUpo6HMLTBA NiKapcbKoro 3acoby, 3okpema: -
BBEEHHHA eTany qisibTpauil nicas nigrotToBkM gucnepcii
nikapcbKoro 3acoby Ha cTagii rpaHynsuii Wwapy TenmicapTaHy;
- 3MiHa po3mipy cuta 3 Ne 80 (ASTM) Ha Ne 100 (ASTM) ans
NPOCitOBaHHA 3ali3a OKCMAy Ta CifibHOr0 NPOCitoBaHHs 3astiza
OoKCKAy 3 OeAKOK0 KiNbKICTIO 1akTo3M MOHorigparT Ha cTagil
rpaHynauii Wwapy rigpoxnopTiasugy; - He3HIYHI 3MiHK Y
BMPOBHMYOMY NPOLECI. BBEAEHHS 3MiH NPOTArom 6-Tv MicsiLiB
nicns 3aTBepKeHHs.
241. | TENCAPTAH- | Ttabnetkv no 80 O-p Pegpi'c IHAis [-p Pegpj'c IHAiA BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/14775/01/01
H mr/12,5 wr; no 7 Na6opaTtopi Na6opaTopic /Tg, 3MiHM | TUny - 3MiHK WoA0 6e3nekn/edhekTMBHOCTI Ta peyenmom
Tabnetok y 6nictepi; c Ntg, thapmakoHarnagy (iHLwi 3MiHW) - BHECEHHS 3MiH [0 po3ainy

no 2 abo 4 6nictepu B
KapTOHHIlA KopoobLi

“MapkyBaHHsA" MKA J13": 3anponoHoBaHo: MapKyBaHHS.
3rifHO 3aTBEPL)KEHOr0 TEKCTY MapKyBaHHs. BeefeHHs
[04AaTKOBOTO NakyBaHHSA 3 BHECEHHAM iH(hopMaLlil Wwoa0
3a3HavYeHHs OAVHULb BUMIpOBaHHA y cuctemi Sl. BeegeHHs
3MiH NPOTArom 6-TW MICALB NiC/1A 3aTBEPAKEHHS.
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BIionyckKy

Howmep
peecmpayiliHo2o
nocsio4yeHHs

242.

TEMOANTIH®

TabneTku, BKpUTI
060/10HKO10 in bulk Ne
1590: no 10 TabneTok
y 6nicTepi; no 159
6nictepiB y
no/inponisIieHoBiMN
kopo6bui; in bulk Ne
1620: no 10 TabneTok
y 6nictepi; no 162
6nictepu y
noninponisieHoB.i
kopobui; in bulk Ne
1650: no 10 TabneTok
y 6nictepi; no 165
6nictepiB y
noninponiseHoB.i
Kopobui

AT
"BITAMIHN"

YkpaiHna

AT "Codpapma"

Bonrapis

BHECEHHS 3MiH [0 peecTpaLliiiHMX MaTepiastis: 3MiHu | Tumny -
3MiHuM Woao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsamy.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX Npo cucTemy

dhapmakoHarnsgy (BBefileHHs y3araslbHEHUX AaHnX Npo
cuctemy hapmakoHarnsgy, 3miHa ynoBHoBaxeHoi ocobu,

BIANOBIAANLHOI 3a 34iiCHEHHSA ddapmakoHarnsagy; KOHTakTHoT

ocobu 3 hapMakoHarnagy 3asBHuKa AN 34iCHEHHSA
thapMakoHarnagy B YkpaiHi, AKL0 BOHa BifgMiHHA Bif,
YMOBHOBaXEHOT 0C06U, BiANOBIAaIbHOI 38 34iiCHEHHS
thapmakoHarnagy (BK/Io4akum KOHTakTHi AaHi) Ta/abo 3MiHu y
PO3MilLEHHI MacTep-ghaiina cucteMun papmakoHarnsgy) -
3MiHa KOHTaKTHMUX AaHUX YNOBHOBaXKEHOI 0CO6M 3asiBHMKA,
BiANOBIAA/IbHOI 32 34ilicHeHH:A ddapmakoHarnsgy. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AisNbHOCTI 3 hapMakoHarnsgy. 3miHa
agpecu mactep-tharina cuctemun chapmakoHarnagy; 3minu |
TMny - AGMiHICTpaTVBHI 3MiHW. 3MiHa HalimeHyBaHHS Ta/abo
agpecu Micua NpoBaMKeHHs AisaNbHOCTI BUPO6HMKa/imnopTepa
rOTOBOrO J1iKapCbKOro 3acoby, BK/IYaUn AiflbHULL BUNYCKY
cepii abo micLe NpoBeAeHHS KOHTPOJIIO AKOCTI. (Ais/IbHICTb, 3a
SIKy BiANOBigae BUPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK Cepiid)
- 3MiHa HaliMeHyBaHHA Ta agpecu BUpPO6HVKa, 6e3 3MiHW Micus
BMPOGHMLTBA. 3MiHM BHECEHI Y po3ainv "BupobHukun” Ta
"MicuesHaxokeHHA BUPOGHNKIB Ta IXHI agpecy Micus
NPOBaKEHHS AiS/IbHOCTI" B IHCTPYKLiO A8 MEANYHOrO
3aCTOCYBaHHS Ta K HACMiAOK - BiANOBIAHI 3MiHW Y TEKCTI
MapKyBaHHS YNakoBKM JiKapCbKoro 3acoby (BeeaeHHs 3MiH

NPOTArom 6-T1 MIiCALIB MiCNSA 3aTBEPMKEHHS); 3MiHM | TNy -

AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
3asBHMKa (BNacHMKa peecTpaLiiHoro NocBig4YeHHs) - 3MiHa

HalilMeHyBaHHs Ta agpecu 3asiBHUka (BBegeHHs 3MiH
NpPOTSArom 6-Tv MicsLiB Nic/1A 3aTBepPAKEHHS)

UA/13243/01/01

243.

TEMNA/TIH®

TabneTtku, BKPUTI
0060/10HKOI0, Mo 10
Tabnetok y 6nictepi;
no 1 abo 2 6nictepu B
KapTOHHIW nayv,i

AT
"BITAMIHN"

YkpaiHa

Bupo6HMLTBO
Hepo3gacoBaHol
npoaykuii, nepBrHHa
ynakoBka abo
BMPOOHULITBO 3a
MOBHUM LK/IOM:
AT "Codhapma”,
Bonrapis;
BTopuHHa ynakoska,
[03BiNT Ha BUMYCK
cepii:

AT "BITAMIHW",
YkpaiHa

Bonrapisi/
Ykpaina

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny -
3MiHM Wwoao 6e3nekn/edhekTMBHOCTI Ta papMakoHarnsay.
BBegeHHs abo 3MiHM [0 y3arasibHeHNX AaHuX Npo cuctemy

chapmakoHarnsgy (BBeEHHS y3araslbHEHUX AaHWX Npo
cuctemy thapmakoHarfisgy, 3miHa ynoBHOBaXKeHOI 0cobu,

BiANOBIAA/IbHOI 32 34iiCHEHHA dapMakoHarnsaay; KOHTakTHOT

ocobu 3 hapMakoHarnsay 3asBHuUKa Ans 3aiicHEHHS
hapmakoHarnsgy B YKpaiHi, Ko BOHa BiAMiHHA Bif,
YMOBHOBaXEHOT 0c06U, BiANOBIAALHOI 3a 34iiCHEHHS
thapmakoHarnsgy (Bknoyarouy KOHTakTHI AaHi) Ta/abo 3MiHn y
po3MiLeHHI MacTep-haiina cuctemn hapmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHnX YNOBHOBaXXEHOT 0CO6M 3asiBHYKA,
BiANOBIAA/IbHOI 3a 34iliCHEHHA dapmakoHarnsgy. 3MiHa micus
3[ifiCHEHHS1 OCHOBHOI AifNbHOCTI 3 hapmakoHarnsgy. 3miHa
agpecun macTtep-thaiina cuctemn hapmakoHarniagy; 3minm |

TMNy - AGMiHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs1 Ta/abo

afjpecy MicLs NpoBafKEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa

6e3
peyenma

UA/3553/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
rOTOBOrO JliKapCbKOro 3acoby, BK/IOYaoumn AiflbHULL BUMYCKY
cepii abo MicLle NpoBefEeHHS KOHTPOSIO AKOCTI. (HiSNbHICTb, 3a
AKY BiANOBIAAaE BUPOGHMK/IMNOPTEP, BKOYAOUM BUMYCK CEpiid)
- 3MiHa HaliMeHyBaHHS Ta agpecy BUpoGHVKa, 6e3 3MiHM Micus
BMPOGHMUTBA. 3MiHV BHECEHI Yy po34inn "BUPO6HMKN" Ta
"Micue3HaxomkeHHs BUPOGHWKIB Ta IXHi agpecu micus
NPOBaKEHHS AiS/IbHOCTI" B iIHCTPYKLO 419 MEANYHOrO
3acTOCyBaHHA Ta K HacNifoK - BIANOBIAHI 3MiHN y TEKCTi
MapKyBaHHS yNakoBKW fikapcbKoro 3acoby (BeegeHHs 3MiH
NPOTArom 6-T1 MiCALIB MiC/A 3aTBEPAXEHHS); 3MiHM | TNy -
AnMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
3asBHMKa (BNacHVKa peecTpaLiiHoro NocBig4YeHHs) - 3MiHa
HalilMeHyBaHHs Ta agpecu 3asiBHUKa (BBegeHHs 3MiH
NPOTAroM 6-Tu MicALB Nic/1A 3aTBePAKEHHS)
244. | TEOTAPL Kancynu KPKA, a.4., CnoBeHis KPKA, a.4., Hoso CnoseHis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/4377/01/01
NPOJIOHIOBaHOT Aji No HoBo mecTo, mecTo, CrioBeHis IpnaHgis 3MiHM | TUny - 3MiHKU WoA0 6e3nekn/edhekTMBHOCTI Ta peyenmom
200 wmr; no 10 kancyn CnoseHis (BUPOGHULTBO hapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
y 6nicTepi; no 4 (nennet Ta MapKyBaHHS! YNakoBKW /TiKapCbKOro 3acoby 3 BHECEHHAM
6nicTepy B KApPTOHHii KancynioBaHHs), iH(hopMaUii WoA0 3a3HaYeHHSA OAUHULb BUMIPOBAHHS Y
Kopobui nepBrHHE Ta cuctemi Sl. BHeceHHs 3MiH o po3gainy "MapkyBaHHA" MKA
BTOPVHHE NaKyBaHHS, N3: 3anponoHosaHo: MAPKYBAHHSA. BignosigHo Ao
KOHTPO/b Ta BUMYCK 3aTBEPAKEHOr0 TEKCTY MapKyBaHHSA. TePMiH BBELEHHS 3MiH -
cepiif); Csic Kanc NpOTArom 6 MiCALiB MicNa 3aTBepPAKEHHS
'm6X , HimeuunHa
(nepBuHHe Ta
BTOPWHHE MaKyBaHHs);
Temnep IpnaHgis
nta., lpnaHgis
(BUPOGHULTBO
(nennet Ta
KancynoBaHHs) Ta
KOHTPO/b cepil)
245. | TUSEPUVH® | po3unH 415 iH'eKuii, 3AT YropwuHa | 3AT dapmMaueBTUUHWIA YropwmHa BHECEHHS 3MiH A0 peecTpauiiHux maTtepiais: 3a UA/0175/02/01
25 mr/mnno1mnB $apmaueBT 3asog ElIC 3MiHM | TUNy - 3MiHKU WoA0 6e3nekn/edhekTMBHOCTI Ta peuyenmom
amnyni; no 5 amnyny NYHUIA 3aBOA, hapmakoHarnagy (iHwi 3MiHn) - 3amiHa po3gainy
KOHTYPHIll YapyHKOBIl ErC «[pachnueckoe ochopmneHne ynakoBkmn» Ha «MapKMpoBka» B
ynakosLi; no 2 3aTBepaxeHnx MKA J13: Mapkuposka. B cooTBeTCcTBUN C
KOHTYpPHIi YapyHKOBI YTBEPXEHHbIM TEKCTOM MapKUPOBKK.
YNaKOBKWN Yy KAPTOHHiIl BBegeHHs1 404AaTKOBOrO NakyBaHHS 3 BHECEHHAM iHchopmaii
KOpOO6L LLOA0 3a3HaYeHHs OAUHMLE BUMIPIOBaHHSA Y cucTemi Sl.
BBefieHHs1 3MiH NpoTArom 6-T1 MicALB NicNs 3aTBEPAKEHHS.
246. | TI®PIM BI® | PO34MH A1 iH'EKUI No CaHodi ®paHuisa CaHodi MacTtep, ®paHuis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 3a UA/13057/01/01
TYPHIM VI 25 mkr/gosa no 0,5 mn MacTep ®paHLia (MOBHWIA LMK YropwmHa 3MiHK | TUNY - 3MiHK 3 AKOCTi. A®l. KoHTposb AdL. 3MiHa y peuyenmom
BAKUWHA (1 posa) y BMPOGHMLTBA, napameTpax crneumdikaliin Ta/abo fonycTUMUX MeX,
anda nonepeaHbL0 KOHTPO/Ib SIKOCTI, BM3HAYEHUX y cneundikauisix Ha Adl, abo
MPODINTAKT 3arnoBHEHOMY LUNpuLi 3anoBHEHHS, BWXIi4HWA/NPOMDKHUIA NPOAYKT/peareHT, Lo BUKOPUCTOBYOTHCSA
NKN 3 NPUKPINIEHOD BTOPVHHE NaKyBaHHS, y npoueci BupobHuuTBa A®| (3BY)XXEHHA AONYCTUMUX MEX,
YEPEBHOIO | ronkowo Ne 1B BMNYyCK cepii); BM3HAYEHUX Y cneumdpikauii Ha Nikapcbki 3aco6U, Ans SKUX
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
TNy KapTOHHIA Kopo6Li; Mo CAHO®I BIHTPOIMN OTPUMYETbLCS A03BINT HA BUMYCK cepii Bif odiljiiHoro
MONICAXAP 0,5wmn (1 po3a) y IHOACTPIA, ®paHuis pPerynaTopHOro opraHy) - 3By)XEHHs1 fOoNyCTUMUX MEX /15
NAHA PIOKA nonepeaHL0 (cTepunisytoua nokasHuka bakrepiasibHi eHAOTOKCUHN 415 AiH0U0I PEUYOBUHM
3arnoBHEHOMY LLNpULi inbTpauis, oumweHoro Vi nonicaxapugy Big ? 150 1U/ug go ? 46 1U/ug.
3 NPUKpPINIEHO 3aMoBHEHHS LUNPULLB, 3MiHu | TUNY - 3MiHK 3 AAKOCTi. FOTOBWIA NiKapCbKMii 3aci6.
ronkoto Ne 1 B KOHTPO/b AKOCTI KOHTposb roToBoro nikapcbkoro 3acoby. 3miHa napameTpis
cTaHgapTHO- (cTepunbHIcTb)); cneundikauii Ta/abo JONYCTUMMX MEX FOTOBOTO NiKapCbKoro
€KCMOPTHIl ynakoBLi CaHodpi MNacTep, 3ac0o0y (3BYXXEHHS AONYCTUMUX MEX, BUSHAYEHUX Y
AKa MiCTUTbCS Yy ®paHLin (BTOPUHHE cneumdikaLii Ha nikapcbki 3ac06u, AN AKX OTPUMYETBCSA
KapTOHHIli KopoobLi nakyBaHHs, BUMYyCK [003Bi/T Ha BUMYCK cepii Bif 0iLiliHOro perynsaTopHOro opraHy)
cepii); CaHodi- - 3BY)XXEHHS AONYCTUMUX MeX A/151 NoKa3Huka bakTepianbHi
ABeHTic MpaisiT Ko. €HAO0TOKCWHW 47151 TOTOBOTO JiKapCbKOro 3acoby.
nta., YropwwmHa 3aTtBeppxeHo: ? 3750 MO/go3y 3anponoHoBaHo: ? 1150
(BTOpUHHE NakyBaHHS) MO/go3y. 3MiHu | TUny - 3MiHK 3 AKOCTi. APl CTabiNbHICTb.
3MiHa nepioy NOBTOPHMX BMNpoGyBaHb/nepiody 36epiraHHs
abo ymoB 36epiraHHa A®| (3a BigCYTHOCTI y 3aTBEPAKEHOMY
[0Cbe cepTudpikaTa BignoeiaHOCTI €Bponeiickkili hapmakoner,
LLIO BK/IHOYAE Nepiof NOBTOPHOro BUNPOOYBaHHS) (HLLi 3MiHW) -
JopasaHHA crevumdikauii Ansa gil4oi peyoBrHY ounLeHoro Vi
nosicaxapuay Ha KiHelb TEpMiHy NpUAATHOCTI
247. | TI®IM BI® | PO34MH A1 iH'EKLA no CaHodi ®paHuisa CAHO®I BIHTPOMN ®paHuis BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 3a UA/13057/01/01
TYPHIM VI 25 mkr/po3a; no 0,5 MacTep IHOACTPIA, ®paHuis YropwmHa 3MiHM | TUNYy - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI Ta peyenmom
BAKUWHA mn (1 gosa) y (cTepunisytoua thapmakoHarnagy (iHLWi 3MiHK) - 3MiHW B TEKCTI MapKyBaHHs
ana nonepeaHL0 inbTpauis, YMakoBKM MiKapCbKOro 3acoby LoA0 3a3HaYEeHHS MiXXHapOAHWX
MPO®INAKT 3arnoBHeHOMY LUMpuLi 3arMoBHEHHS LWNPULLB, no3HayeHb OAMHULL BUMIPIOBaHHA. 3MiHW [0 pOo3ainy
KN 3 NPUKPINIEHO KOHTPO/b AKOCTI «MAPKYBAHHSA» MKA.
YEPEBHOI'O ronkoto Ne 1 B (cTepunbHICTb)); 3anponoHoBaHo: BignosigHo [0 3aTBEPAKEHOr0 TEKCTY
TUNDY KapTOHHIA KopobLi; no CaHodpi MNacTep, MapKyBaHHA. TepMiH BBEEHHS 3MiH - NPOTATOM 6 MicALiB
MONICAXAP 0,5wmn (1 po3a) y ®paHuia (BTOpUHHE nicns 3aTBepKEHHS
NAHA PIOKA nonepeaHLo nakyBaHHs, BUMYCK
3arnoBHeHOMY LNpuLi cepii); CaHodi
3 NPUKPINIEHO MacTep, ®paHuis
ronikoro Ne 1 B (noBHWIA LKA
CTaHfapTHO- BMPOOHMLTBA,
€KCMOPTHII ynakoBLi KOHTPO/Ib SIKOCTI,
AKa MiCTUTbCS Yy 3anoOBHEHHS,
KapTOHHI KOpO6L BTOPVHHE NakKyBaHHS,
BMnyck cepii); CaHodi-
AseHTic MpaiisiT Ko.
Nta., Nnatcopma
NoricTukm Ta
AVCTprbyLii y M.
BypanewT, YropuuHa
(BTOpPUHHE NaKyBaHHS,
BUMYCK cepii)
248. | TOBI®PNIAMIH | kpanni o4Hi, cycneHsis AT YkpaiHa AT "KNIBCbKUI Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/17663/01/01
no 5 MmNy chnakoHi "KUIBCbKW BITAMIHHNIA Ipevyis 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/ethekTMBHOCTI Ta peyenmom
noslieTusIeHoBOMY 3 " 3ABO/[", YkpaiHa thapmakoHaragy (iHwi 3MiHW) - BHECEHHS 3MiH 10 po3ainy




118

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
KpanensHuueto Ta BITAMIHHU (BMpOGHMLTBO 3 “MapkyBaHHa" MKSA /13: 3anponoHoBaHo: MapkyBaHHs 3rigHo
KOHTpONEM NepLUOro " 3ABOA" npogykuii in bulk 3aTBeEPXEHOMY TEKCTY MapKyBaHHA. OHOB/IEHHS TEKCTY
po3kpuTTH, no 1 "Pachapm C.A.", MapKyBaHHS! YNakoBKW /TiKapCbKOro 3ac00y 3 BHECEHHAM
chnakoHi y navu,i Ipeuis) iHhopMmauii LWoAo 3a3HaYEHHS OAMHUL BUMIPIOBaHHS Y
cuctemi Sl. BBeieHHs 3MiH NpOTArom 6-Tu MicsiLiB nicns
3aTBEPKEHHS
249. | TOBPOUUNM- Kpansi OYHi, Hekctchapm | Pecnybnik PA®APM CA peuis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3MiHa 3asiBHUKa 3a UA/17537/01/01
HEKCT cycneHsis; no 5 mn 6X a ABcTpist (BNacHuKa peecTpauiiHoro noceig4eHHs) (3rigHo Hakasy MO3 | peyenmom
KOMBI cycneHsii y donakoHi- Big 23.07.2015 Ne 460): 3miHu | Tuny - 3MiHK WoA[0
KpanesnbHuuj, no 1 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
dhnakoHy-kpanenbHuL 3MiHU [0 y3ara/lbHEHVX AaHnX NPo cuctemy hapMmakoHarisay
Y KapTOHHiIll kopobui (BBEAEHHSA Y3araslbHEHUX AaHWX NP0 cucTemy
chapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA (dapMakoHarnsgy; KOHTakTHOT
0Cco6u 3 hapmakoHarnsay 3asBHvKa 415 34iliCHEHHS
chapmMakoHarnagy B YkpaiHi, AKLLO BOHA BigMiHHA Bif,
YNOBHOBaXEHOI 0CO6W, BiANOBIAAILHOI 32 3iiCHEHHS
hapmakoHarnsgy (Bknoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cucteMu papmakoHarnsgy) 3miHa
KOHTaKTHUX AaHMX YNOBHOBaXeHOi 0COOM 3asBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnfg. 3miHa Micus 34iiCHeHHSA
OCHOBHOI AisNbHOCTI 3 hapmakoHarnsagy. 3miHa
MiCLLe3HaXOKEHHST MacTep-haiina. 3miHum | Tuny - 3miHn
LwoAo 6e3nekn/edeKTMBHOCTI Ta dpapmakoHarnsgy (iHLwi
3MiHW) BHECEHHSA 3MiH 4,0 po3ainy “MapkyBaHHA” MKA /13:
3aTtBepmxkeHo: [logaeTbca 3anponoHoBaHo: 3rifHO
3aTBEPIKEHOr0 TEKCTY MapKyBaHHS.
OHOB/EHHSA TEKCTY MapKyBaHHS yNakoBok J13 (3MiHa 3aABHMKa
B/1ACHMKa PEECTPALiHOrO NOCBIAYEHHS) T OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKW /TiKapCbKOro 3acoby 3 BHECEHHAM
iH(hopMaUii WoA0 3a3HaYeHHSA OAUHULb BUMIPOBAHHS Y
cucremi Sl.
250. | TOMNIPOMAK TabneTkn, BKPUTI TOB YkpaiHa TOB "®apma Crtapt"” Ykpaina BHECEHHS 3MiH A0 peecTpauiiHux maTtepiais: 3a UA/9877/01/01
C 100 NNiBKOBOO "ACIHO 3MiHM | TUNy - 3MiHKU WoA0 6e3nekn/edhekTMBHOCTI Ta peuyenmom
0600HKot0, Mo 100 YKPAIHA" thapmakoHarnagy (iHwi 3MiHK1) - OHOB/IEHHS TEKCTY
mr; no 10 TabneTok y MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby 3 BHECEHHAM
6nicTepi; no 1 a6o 3 iH(hopMaUii WoA0 3a3HaYeHHSA OAUHMLb BUMIPOBAHHS Y
6nicTepy B nayw, 3 cucTeMi Sl. BBefieHHs1 3MiH NpoTArom 6-T MicALUiB nicns
KapTOHY 3aTBEPAKEHHSA
251. | TONIPOMAK TabneTku, BKpUTI TOB YkpaiHa TOB "®apma Crapt" Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/9877/01/02
C25 NAiBKOBOK 0H60/TI0HKOI0 "ACIHO 3MiHK | TUNy - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta peuyenmom
no 25 wr; no 10 YKPAIHA" thapmakoHarnsgy (iHwi 3MiHN) - OHOB/IEHHS TEKCTY
Tabnetok y 6nictepi; MapKyBaHHS YNakoBKM NiKapcbKoro 3aco6y 3 BHECEHHAM
no 1 a6o 3 6nictepu B iHchopmauii LLoA0 3a3HAYEHHS OAMHULL BUMIPIOBAHHS Y
nauuj 3 KapToHy cucTemi Sl. BBeeHHs1 3MiH NpoTArom 6-T MicaUiB micas
3aTBEPAKEHHS
252, | TOPACEMIA- | po3uuH Ans iH'ekuiin, 5 TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/17884/01/01
PAPMEKC Mr/mMn no 4 mny "®APMEKC FPYIM", YkpaiHa 3MiHK | TMny - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta peuyenmom
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
chnakoHi, no 5 reyn" (MOBHWIA LKA hapmakoHarnsgy (iHwi 3MiHn) - BHECEHHS 3MiH A0 po3giny
(h/1aKOHIB Y KOHTYpHIlA BMpOOHULTBA Ta ”"MapkyBaHHs”" B MKA J13. 3anponoHoBaHy pefakLiio po3ainy
YapyHKOBIli ynakoBLyj, BUMNYCK cepi); «MapkyBaHHs» MKA /13 HagaHo B HACTYMHIn pegakui:
no 1 KOHTYpHIl ToBapucTBo 3 MAPKYBAHHSA BignosigHo [0 3aTBEPAXXEHOr0 TEKCTY
YapyHKOBIli ynakoBLii B 06MEXEHOI0 MapkyBaHHs. 3MiHWN BHECEHI B TEKCT MapKyBaHHS YNaKkoBKu
KapTOHHI nayui; no 4 BiAnoBigabHICTIO " NiKapCbKOro 3acoby LWoA0 3a3HaYeHHA MKHAPOAHMX
mA B amnyni, no 5 dapmMaueBTnyHa no3HavYeHb OAVHWLbL BUMIPIOBaHHA. BBeAeHHS 3MiH NpoTArom
amnyn y 6nictepi, no 1 KoMnaHia "3gopos'a”, 6-Tn MicsLIB NicNs 3aTBEPKEHHS
6nicTepy B KaPTOHHIl Ykpaina (Bci cTagii
naJui; no 4 mn B LMKy BUpOGHMLTBA
amnyni, no 5 amnyn y Kpim BUMycky cepii)
KapTOHHIV nauuj 3
neperopogkamm
253. | TPAKPIYM™ PO34MH ANA IH'EKLNA, AcneH IpnaHgis nakcoCMmiTKNsAiiH ITanisa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/4249/01/01
10 mr/mn, no 2,5 mn Papma MaHydhakTypuHr 3MiHM | TUNy - 3MiHK WoA0 6e3nekn/edhekTMBHOCTI Ta peyenmom
abo 5 mn B amnyni; no TpehgiHr C.IN.A. thapmakoHarnagy (iHLwi 3MiHW) - BHECEHHSA 3MiH [0 po3ainy
5 amnyn y KOHTYpHiii Nimiten “MapkyBaHHa" MKA /13”: 3anponoHoBaHo: MapKyBaHHs.
NAacTUKOBIN ynakoBL,i 3riAHO 3aTBEpPAKEHOr0 TEKCTY MapKyBaHHSI OHOB/IEHHS TEKCTY
B KAPTOHHIVi KOpOGL MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby 3 BHECEHHSM
iHChopMaLii WoA0 3a3HAaYEHHS OAUHMLb BUMIPIOBAHHS Y
cuctemi Sl. BBegeHHs 3miH npoTsArom 6 micauis nicns
3aTBEPAKEHHS
254. | TPEHTAN® TabneTkun, BKpUTI TOB YkpaiHa CaHodpi IHais Mimiteq IHAi BHECEHHS 3MiH [0 peecTpaLjiiiHnx maTepianis: 3a UA/9232/03/01
400 MI 0060/10HKOIO, "CaHogi- 3MiHK | TUNy - 3MiHK Wo[o0 6e3nekn/edeKTUBHOCTI Ta peuyenmom
NPOJIOHIOBaHOT Aji No ABeHTIC hapmakoHarnagy (iHLWi 3MiHW) - BHECEHHSA 3MiH 10 pOo3ainy
400 mr; Ne 20 (10x2): YkpaiHa" “MapkyBaHHsA" B 3aTBepakeHnx MKA /13. 3anponoHosaHo:
no 10 TabneTtok y MapkyBaHHs. BignoBifHO A0 3aTBEPAKEHOrO TEKCTY
6nictepi; no 2 MapkKyBaHHSA. OHOB/IEHHSA TEKCTY MapKyBaHHSA yNnakoBKu
6nicTepy B KAPTOHHIiA NikapcbKoro 3acoby 3 BHECEHHAM iHdhopmaLii Wwoao
Kopobu,i 3a3HaYeHHs OAVHULb BUMIPIOBaHHS Y cucTemi Sl.
BBefeHHS 3MiH NpoTAroM 6-T MicALiB NiC/A 3aTBEPAKEHHS
255. | TPYKCAN TabneTkun, BKpUTI Nynpabek NaHis EypocpiHc Biodhapma [JaHis BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/2208/01/01
MN/1iBKOBOIO Ekcnopt A/C MpopakT TecTiHr 3MiHM | TUny - 3MiHK WoA0 6e3nekn/edhekTMBHOCTI Ta peyenmom
060/10HKO10, N0 25 Mr [enmapk A/C, daHis thapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
no 100 TabneTtok y (BnpobyBaHHsA 3a MapKyBaHHS YNakoBKW /TiKapCbKOro 3aco0y 3 BHECEHHAM
KOHTeliHepi; no 1 NOoKa3HUKOM iHhopMauii LoA0 3a3HaYEHHS OAMHUL BUMIPIOBAHHS Y
KOHTeliHepy B kOpobLi "MikpobionoriyHa cuctemi Sl.
yucroTa"); X. lynpoex
AIC, [aHis
(BUPOBHULTBO
Hepo3acoBaHOro
NPOAYKTY, NEPBUHHE
Ta BTOPWHHE
nakyBaHHs, BUNYyCK
cepiit)
256. | TPYKCAN TabneTku, BKPUTI NyHp6ek [aHia EypodpiHc Bioghapma [JaHis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/2208/01/02
nAiBKOBOO Ekcnopt A/C MpoaakT TecTiHr 3MiHK | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom

060/10HKO0, N0 50 Mr

[enmapk A/C, faHisi

dhapMakoHarnsay (iHwi 3MiHW) - OHOBNEHHS TEKCTY
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
no 50 TabneTtok y (BMnpobyBaHHs 3a MapKyBaHHS YNakoBK/ NiKapCcbKoro 3acoby 3 BHECEHHAM
KOHTeliHepi; no 1 NOKa3HNKOM iHchopMaLii WoA0 3a3HAaYEHHSA OAUHULb BUMIPOBAHHS Y
KOHTelHepy B KOPOOLii "MikpobionoriyHa cuctemi Sl.
ynctoTa"); X. JlyHpbex
AIC, faHis
(BMpPOGHMLTBO
Hepo3acosBaHoro
NPOAYKTY, NePBUHHE
Ta BTOPUHHE
nakyBaHHS, BUMYyCK
cepiii)
257. | TYNIKCOH-T3 | nopoLUOK 4715 PO3UUHY Tynin a6 IHAis 3eiicc IHAis BHECEHHS 3MiH 40 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/17569/01/01
1125 MIr Ans iH'exuiii; no 1125 MpaiBiT dapwmac toTikenc lBT. 3MiHu 3 sKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHM y peyenmom
MF MOPOLLKY Y Nimiten nta., IHais; BUPOGHMLTBI. 3amiHa abo BBeAEHHS A0AATKOBOI AiNbHULL
donakoHi, no 1 Csicc NapeHTepan3 BMPOBGHMLTBA A/15 YacTUHU abo BCbOro BUPOGHMYOro npoLecy
h1aKoHy Y KapTOHHIl nra., IHais rOTOBOrO /1iKapCbKOro 3acoby (AibHULSA, Ha SKi NPOBOAATLCS
Kopobui 6yab-Ki BUpOOHMUI cTajji, 3a BUHATKOM BUMYCKY cepii,
KOHTPO/I0 AIKOCTi Ta BTOPUHHOIO NakyBaHHA /15 CTEPUIbHUX
nikapcbKnx 3acobiB (BKIOHAUY BUPOGIEHI aCenTUYHUM
MEeTOA0M), KPiM NikapCbkmx 3aco6is
6i0/10r4YHOr0/iIMyHOOFYHOrO MOXOAXKEHHS) - BBEAEHHS
[04aTKOBOI AiNIbHUL BUPOGHULITBA A1 BCbOTO BUPOGHUYOro
npoLecy roToBoro Mikapcbkoro 3acoby. CynyTHs 3MiHa - 3MiHU
3 AKOCTi. F0TOBMIA NiKapcbkuid 3aci6. 3MiHW y BUPOBGHULTBI.
3amiHa abo BBeAeHHSA [0AATKOBOI AifTbHNL BUPOOHULTBA A5
4yacTuHK abo BCbOro BUPOBHMYOro NpoLecy rotoBoro
nNikapcbKoro 3acoby (4iNbHULA AN BTOPUHHOTO NakyBaHHS) -
BBEJEHHA [0AaTKOBOI AiflbHUL 415 BCbOTO BUPOOGHNYOTO
npouecy N3 - Ceicc MapeHTepans JITA., IHAISA; 3MiHW | TRy -
3MiHu 3 sKoCTi. FoTOBMIA NiKapCbKuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYHOThLCA
BUMYCKY Cepii Ta KOHTPOJIIO AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo fogaBaHHSA BUPOOHKMKA, LLLO BignoBigae 3a
BBE3EHHS Ta/abo BMNyck cepii) - Bkaoyaroun
KOHTPONb/BUNPOGYBaHHS Cepil - BBEAEHHS A04ATKOBOI
AiNbHULI BUPOBHMLTBA, LLIO BifnoBigae 3a BUMycK cepii,
BK/IO4al0UM KOHTPOb/BUNPOGYBaHHS cepii - Caicc
MapeHTepans /t4., IHAiA. 3MiHX BHECEHO B IHCTPYKLUitO A1
MeJMYHOro 3aCTOCYBaHHS W00 HaliMEHYBaHHSA Ta
MiCLie3HaxX0AKeHHS1 BUPOOHMKa 3 BiANOBIAHUMY 3MiHAMY Y
TEKCTi MapKyBaHHS yNakoBKW Nikapcbkoro 3acoby
258. | YNbTPABICT | po3uuH A/1sl iH'eKuiil Ta Baliep Al HimeuumnH Baiiep Al HimeuunHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasis: 3a UA/1987/01/01
370 iHdpy3iiA, 370 mr/mn; no a 3MiHM | TUNy - 3MiHKU WoA0 6e3nekn/edhekTMBHOCTI Ta peuyenmom

50 a6o 100 mny
donakoHi; no 1
h1aKoHyY Y KapTOHHIl
naJui; no 500 mny
donakoHi; no 8

hapmakoHarnsagy (iHwi 3MiHn) - BHECEHHS 3MiH 0 po3giny
“MapkyBaHHA" B 3aTBepmkeHnx MKA /13. 3anponoHoBaHo:
3rigHO 3aTBEPAXEHOro TeKCTy MapkyBaHHs. OHOB/IEHHS
TEKCTYy MapKyBaHHs ynakoBKM NiKapCbKoro 3acoby 3
BHECEHHSIM iHhopMaLii LWoA0 3a3Ha4YeHHS 0AVHNULb
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(h/1aKOHIB Y KapTOHHIi BVMIipIOBaHHSA y cuctemi Sl. BBefieHHSI 3MiH NpoTArom 6-u
nayui MicsILiB Micns 3aTBepKEHHS
259. | YMAH MOPOLLOK A1 PO3UUNHY KepnpioH ITanis Kegpion C.n.A. ITanisa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 3a UA/13092/01/01
KOMMNJIEKC Ans iHdysiii, no 500 C.n.A. 3MiHUW | TUNY - 3MiHW 3 AKOCTi. MeAunyHi npucTpoi. 3MiHa peyenmom
500 MOJ/20 MO y cbnakoHi Nel y NPUCTPOIB A/151 BUMIPIOBaHHA 031 ab0 BBELAEHHS NiKapCbKoro
M1/ UMAN KOMMNEKTi 3 3acoby (gopgasaHHa abo 3amiHa NPUCTPOLO, KNI He €
COMPLEX PO34MHHMKOM (BOgA HeBi'EMHOI0 YaCTUHOK NEePBUHHOI YNakoBKu) - MpUCTpIli, SKWiA
500 1U/20 ML NS iH ekuiid) no 20 mn mae CE-mapkyBaHHS -
y donakoHi Nel Ta [lofaBaHHA afibTEPHATUBHOIO KOMMOHEHTY NPUCTPOIO A1
Habopom ans BBE/IeHHS NiKapCbKOoro 3acoby — rosikn-meTenwka, wo mae CE-
PO3YMHEHHS | MapKyBaHHs, BUpoOHULTBa komnaHii Multimedical
BBEAEHHS Y KAPTOHHIl
Kopo6ui
260. | YNCAPUH TabneTku Wwunydi no YNCA CAC ®paHuisa YMNCA CAC ®paHLis BHECEHHS 3MiH [0 peecTpaLjiiiHnx maTepianis: 6e3 UA/2308/01/01
YMNCA 500 MI" | 500 wr, no 4 TabneTtku 3MiHM | TMNY - 3MiHK 3 SAKOCTi. FOTOBWIA NiKapCbKUiA 3aci6. peyenma
B CTpWNi; No 4 cTpunu KOHTPO/1b AONOMDKHMX peyoBUH. 3MiHa NapameTpis
B KAPTOHHIlA KOpOGL cneumdikauii Ta/abo JONYCTUMUX MEX AN AONOMDKHOT
pevoBUHM (BUTYYEHHS 3i cneumdikayii He3Ha4YHOro NokasHUka
(Hanpuknag, 3actapiforo nokasHuka)) - BUAaseHHs
HEe3HaYHOro NokasHuka «laeHTugikaLisa ManbTOAEKCTPUHY» 3i
cneumdikauii Ha LONOMiXXHY PpeyoBUHY apoMaTn3aTop
anefibCHOBWIA. 3MiHKM | TUNy - 3MiHK 3 SiKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. KOHTPONb AOMOMIXHUX PEYOBUH. 3MiHa
napameTpiB cneundikaliii Ta/abo 4ONyCTUMUX MeX ANns
[OONOMDKHOT PevyoBUHN (BUTYHYEHHS 3i cneuudikauii
HEe3Ha4YHOro NokasHuka (Hanpuknag 3acTapisioro NokasHuKa)) -
BUAIEHHS HE3HAYHOro NokasHuka «lgeHTudikauis akauii» 3i
cneumaikaLii Ha ONOMIXHY peyoBUHY apoMaTusaTop
anesibCMHOBWi
261. | YPCO®PA/bK | kancynu no 250 mr; no [Op. danbk HimeuunH BiANOBIAa/IbHUI 3a Himeuunna BHECEHHS 3MiH [0 peecTpaLliiiHMX maTepiasis: 3MiHu | Tuny - 3a UA/3746/02/01
10 kancyn y 6nicTepi; dapma a BMNYCK Cepiit 3MiHu 3 sKocTi. CepTudikat BignosigHocTi/l'E-cepTudikar peuyenmom
no 1 6nictepy B M6X KiHL,eBOro NpoAyKTy Ta BiNOBIAHOCTI €Bponelicbkit hapmakonei/MoHorpadii.

KOpO6Lii 3 KApTOHY; MO
25 kancyn y 6nicrepi;
no 2 abo 4 6nictepu B
KOpOO6Li 3 KApTOHY

a/lbTepHaTNBHe
BTOPWHHE NaKyBaHHS:
Op. ®ansk Papma
m6X, HimeuunHa,;
BUPOBHMKM [030BAHOI
hopmu, NepBrHHE Ta
BTOPWHHE NaKyBaHHS,
KOHTPO/b AKOCTI:
NozaH ®apma MvbX,
HimeyunHa;
anndgames ®APBIN
ApuHaiimiTTenb M6X,
HimeyunHa;
Br1po6HuK,
BiNOBIgaNbHWIA 32
NepBUHHE, BTOPUHHE

MoaaHHA HOoBOro abo oHOBEHOro cepTudiikaTa BigNOBIAHOCTI
abo BuyyeHHs cepTtudpikaTa BiANOBIAHOCTI €BpONechbkili
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVKOPUCTOBYOTLCA Y BUPOOHULTBI ADI; A5t 4ONOMIXHOT
peuoBuHu (FTE-cepTudikat BignoBigHOCTI €Bponeichbkiit
thapmakonei ana Ad®l/BmxigHoro
matepiany/peareHTy/npoMiKHOro NpPoAyKTy abo [OMOMKHOI
peyoBuHYM) - BunyyeHHs ceptudikaTis (y BUNagKy HasBHOCTI
MyNbTUNIETHOrO cepTudpikata Ha matepian) - BunyYeHHs INE-
cepTudikaTa BignoBigHOCTI EBponeiicbkoi thapmakonei (R1-
CEP 2000-027-Rev 02(Rousselot), R1-CEP 2002-110-Rev
00(PB Gelatins), R1-CEP 2004-022-Rev 01(PB Leiner)) gns
[OMOMIXXHOI PEHOBUWH XenaTuH Bif BXe 3aTBepAKeHOro
BMPOGHUKa kancyn xenaTtuHosux(Capsugel). 3minu | Tuny -
3MiHuM 3 sikocTi. CepTudikat BignosigHocTi/l E-cepTudikar




122

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1

nakyBaHHs Ta
KOHTPO/Tb SIKOCTI:
NlozaH ®apma M'vbX,
HimeuunHa

BiANOBiAHOCTI EBponelichbkiin hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOBNEHOTO cepTudikaTa BifgNoBigHOCTI
abo BunyyeHHs cepTtucpikata BiANOBIAHOCTI €BPONENChKili
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/NPOMKHOIO NPOAYKTY, L0
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; A5 AONOMIKHOT
peyoBuHu (FE-cepTudikat BignosigHOCTI EBponeiichkii
hapmakonei gna APl/BuxigHoro
marepiany/peareHTy/npoMikKHOro NPoAyKTy abo [OMOMDKHOI
peuyoBuHM) - OHOBEHUIA CEPTUIKAT Bif BXe 3aTBEPAXEHOro
BMpo6HUKa. OHOoBNeHHsA E-cepTudpikata BigNoBiAHOCTI
€Bponelicbkoi hapmakonei 419 4ONOMIKHOI PeUYOBUHN —
XenatuH Big, BupobHuka Rousselot 3: R1-CEP 2001-332 -Rev
01 Ha R1-CEP 2001-332 -Rev 02 (415 BMpoOHUKA Kancyn
XenatnHoBux — Capsugel); - oHoBneHHs ME-cepTudikata
BiANOBIgHOCTI EBponelicbkol thapmakonei 4715 AONOMDKHOT
peyoBMHM — XenaTtuH Bif BupobHuka Gelita Group 3: R1-CEP
2003-172 -Rev 01 Ha R1-CEP 2003-172 -Rev 02 (ans
BMPOGHUWKa kancyn xenatnHosux — Capsugel). 3mitu | Tuny -
3MmiHu 3 sKocTi. CepTudikat BignosigHocTi/l'E-cepTudikat
BiANOBIAHOCTI EBponelichbkin hapmakonei/MoHorpadii.
MopaaHHA HoBOro abo oHOBIEHOro cepTudiikaTa BigNOBIAHOCTI
abo BuyyeHHs cepTudpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI; 4151 LONOMIKHOT
peyosuHu (FE-cepTudikat BignosigHocTi EBponelichkii
thapmakonei ana Ad®l/BmxigHoro
mMartepiany/peareHTy/NpoMibKHOIo NPoAyKTy abo AOMNOMDKHOI
peyoBuHK) - HoBMiA cepTudikat Ans BUXigHOTO
matepiany/peareHTy/npomMiKHOro NpPoAyKTy abo [OMOMKHOI
PeyoBWHM Bif, HOBOTO abo BXe 3aTBEPKEHOTO BUPOBHMKA.
MoaaHHsA HoBoro E-cepTudikarta BignoBigHOCTI €BponeincbKol
chapmakonei As19 AONOMDKHOI peyoBUHM XenatuH: - Ne R1-
CEP 2008-137-Rev 01 Big Bupo6Huka Gelita Group (Big,
HOBOro BMPOBHMKa Kancyn xenatnHosmx — Shuheung); - Ne
R1-CEP 2003-261 -Rev 00 Big Bnpo6Huka M/S India Gelatine
and Chemicals Ltd (Big HoBOro Bupo6Huka kancyn
xenaTtnHosux — Shuheung).3miHu | TURy - 3MiHK 3 AKOCTI.
CepTtudpikaT BignosigHocTi/l E-cepTudikart BiANoOBIgHOCTI
€Bponelicbkiit hapmakonei/MmoHorpadii. MogaHHsA HoBOro abo
OHOBJ/IEHOTO cepTudlikaTa BifgnoBigHOCTI ab0 BUTyYEHHS
cepTudikaTa BignoBiAHOCTI EBponeiichbkiin hapmakonei: ans
A®I; onsa BuxigHoro marepiasny/peareHTy/npoMixxHoro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ans
AonomixHoi pevosuHu (FE-cepTudikat BignosigHOCTI
€Bponelicbkiit hapmakonei gnsa Adl/BuxigHoro
marepiany/peareHTy/npoMikHOro NPoAyKTy abo [OMOMDKHOI
peyoBUHKW) - HoBMi cepTudiikaT Anst BUXigHOro
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marepiany/peareHTy/npoMikKHOro NPoAyKTy abo [OMOMKHOI
PeyoBWHM Bif, HOBOTO abo BXe 3aTBEPKEHOTO BUPOBHMKA.

MoaaHHsA HoBoro E-cepTudikarta BignoBigHOCTI €BponencbKol
thapmakonei An1s JOMOMDKHOI peyoBUHM — XenaTuH: - Ne R1-
CEP 2000-029-Rev 05 Big, Bupo6Huka Rousselot (Big
BMPOGHMKa kancyn xenatnHosux — Capsugel); - Ne R1-CEP
2000-045-Rev 03 Big BupobHuka PB Gelatins (Big BMpo6HMKa
Kancyn xxenatuHosux — Capsugel); - Ne R1-CEP 2001-424-
Rev 03 Big BnpobHuka Gelita Group (Big BUPOGHMKa Kancyn
xenatuHosux — Capsugel). 3miHu | Tuny - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. KOHTPO/Ib rOTOBOrO NikapcbKoro
3acoby. 3miHa napameTpis cneuudikauiin Ta/abo gonycTummnx
MeX rOTOBOrO /IiKapCbKOro 3acoby (3BY)KEHHS AOMYyCTUMMX
MeX) - 3BY)XXeHHS AONyCTUMUX MeX cneuudikauii roToBoro
nikapcbKkoro 3acoby 3a n. KifibKicHOro Bu3HaueHHs. 3MiHu |
Tuny - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. KoHTponb
roToBOro NikapcbKoro 3acoby. 3miHa napameTpis
cneundikauii Ta/abo AONYCTUMMX MEX FOTOBOTO NiKapCbKoro
3ac00y (BHECEHHS 3MiH Y AOCbE 4718 NPUBEAEHHS Y
BiANOBIAHICTb A0 3aranbHoi ctaTTi 2.9.40 «OAHOpPIAHICTb
[030BaHNX oguHnLb» [dY/EBponelicbkoi hapmakonei
3aMiCTb 3aTBEPXEHNX 3arasibHKX cTarteli 2.9.5
«OfHopigHICTL Macu» Ta/abo 2.9.6 «OAHOPIAHICTb A03U») -
3amMiHa nokasHuka "OfHopigHICTE Macn" Ha "OfHopIAHICTb
[030BaHVX 0AMHMLB" Y cneuudikauil roToBoro Mikapcbkoro
3acoby — NpvBeLEeHHN y BIAMNOBIAHICTb [0 3arasibHOI CTaTTi
2.9.40 "OpHopigHiCTb A030BaHNX oavHMLL" EP. 3miHu | Tuny -
3MiHu 3 SKocCTi. FoTOBMIA NikapCbkuii 3aci6. 3MiHN y
BUPOGHMLTBI. 3MiHM BUNPO6YyBaHb abo A0MYCTUMUX MEX,
BCTAHOB/IEHNX Y cneuudikauisx, nig yac BMpobHULTBa
roTOBOIO /1iKapCbKOro 3acoby (BUlyYeHHS HECYTTEBOTO
BUNPOBYBaHHSA B NPOLECi BUPOOHULTBA) - BUTYYEHHS
HecyTTEBOrO NnokasHuka B NpoLeci BUpO6GHMLTBA - "KOHTPO/b
Barv koxHi 15 x8(10 kancyn, cepeHE 3HAYEHHS)", OCKi/TbKU
[ofaHo nokasHuk "100 % KOHTposb Baru nicnas
KancynosaHHsa". 3MiHu | Tuny - 3MiHK 3 aKocTi. FoToBUI
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHM y NpoLieci
BMPOGHMLITBA FOTOBOTO JTiKAPCbKOro 3acoby, BK/IHHaUM
NPOMDXHWIA NPOAYKT, L0 3aCTOCOBYETLCS NPU BUPOOHULITBI
rOTOBOrO JliKapCbKoro 3acoby (He3HauHa 3miHa y npoueci
BUPOGHMLTBA)
He3HauHi 3MiHV Y BUPOOHULITBI FOTOBOTO J1iKapcbKOro 3acoby.
3MiHn | TURY - 3MiHK 3 SKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHM Y BUPOBHULTBI. 3MiHa po3Mmipy cepii (Bkovaroumn
AianasoH po3mipy cepii) roTOBOrO /ikapcbKoro 3acoby (iHwi
3MiHW) BUAAIEHHS PO3MIpY cepii roTOBOro flikapcbKoro 3acoby
- 1500 000 yn. 3miHun | TUny - 3MiHK 3 AKocTi. A®l. KOHTpO/b

A®l. 3miHa y napameTpax cneuudikauii Ta/abo gonyctummx
MeX, BU3HauYeHux y cneumdikauisax Ha A®l, abo
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BVXiAHWA/NPOMDKHUIA NpOAYKT/peareHT, WO BYKOPVCTOBYOTHCSA
y npoveci Bupo6HuLTBa A®I (BUNYyYEHHA HE3HAYHOro
nokKasHuKa sIKOCTi (Hanpukiag, BUIydYeHHs 3actapifioro

noKasHUKa)) - OHOBJ/IEHHS cneuumdikadii Ad|
Ypcoae3okcuxoneBy KUCMOTY Y BignosigHocTi fo EP -

BWJ/TyYEHO 3acTapifi nokasHukn «Solubility», «Heavy metals»,

«Chloride», «Clarity of solution». 3miHu | Trny - 3MiHK 3 SKOCTI.

A®I. BUpo6bHMUTBO. 3MiHa BUPOOHMKA BUXIAHOTO/MPOMIXHOrO

NpoAyKTy/peareHTy, WO BUKOPUCTOBYOTHCS Y BUPOOHUYOMY
npoueci A®l, abo 3miHa BUpo6HYKKa (BKIOYaun, ae
Heob6XiAHO, Micue NPOBeAEHHSI KOHTPOIO AKOCTI) AdI (3a
BiICYTHOCTI cepTudpikaTta BignoBsigHOCTI €Bponencobkili
thapmakonei y 3aTBepXeHOMY [10CbE)(BBEAEHHS HOBOI
OiNbHUL, fie 3AiACHI0ETbCS MIKPOHi3aLlisl) JoAaBaHHS
anbTepHaTUBHOI AiNbHULI ANna MikpoHizauii A®I
Ypcopae3okcrxonesa kucnoTa BMpo6Huka Dipharma Francis

S.r.l., ltaly. 3miHn | TMny - 3MiHK 3 gKocTi. A®l. BUPpOGHULITBO.

3MiHa BUPOGHYVKa BMXIAHOTO/MPOMIXHOIO NPoAyKTy/peareHTy,

LLI0 BUKOPUCTOBYHOTbCS y BUpo6GHUYOMy npoueci A®l, abo
3MiHa BUPOOGHMKa (BKOYatouu, fe HeobxigHo, Micue
npoBefeHHs KOHTPOH0 skocTi) AP (3a BigCyTHOCTI
cepTudpikaTa BiANOBIAHOCTI EBponelickkili hapmakonei y
3aTBEpPXEHOMY [0Cbe)(BBELEHHS HOBOI AiNbHUL, Ae
3[iCHIOETbCA MiKPOHi3aLis) (4ofaBaHHS anbTepHaTUBHON
AinbHUUI Ana MikpoHisauii A®| Ypcogesokcuxonesa kucnora
BUpo6HUMKa IMS S.r.l., ITanis.
3MiHn | TUny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTI/lIE-
cepTudpikaT BignoBigHOCTI EBpoNenchkiii
thapmakonei/moHorpadii. NogaHHsA HOBOro abo OHOBJIEHOTO
cepTtudbikaTa BiANOBIAHOCTI ab0 BUNYyYeEHHS cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns A®l; ons
BUXiQHOrO MaTepiasny/peareHTy/npoMiKHOro NPOAYyKTY, L0
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; A5 AONOMIKHOT
peyoBUHM (CepTudiikaTt BiANOBIAHOCTI EBpONechbkili
hapmakonei) - OHoBEHWIA cepTudikat Bif yxe
3aTBEPAKEHOro BUPO6HYMKa. MogaHHa HoBoro CEP (Ne R1-
CEP 2004-108-Rev 05) gns A®l Ursodeoxycholic acid Big Bxe
3aTBepxeHoro Bupo6Huka Dipharma Francis S.R.L., Italy.
3MiHn | TUny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTI/lE-
cepTudpikaT BignoBigHOCTI EBponenchkiii
thapmakonei/moHorpadii. NogaHHA HOBOro abo OHOBJIEHOTO
cepTtudbikaTa BiANOBIAHOCTI ab0 BUNYyYeEHHS cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns A®l; ons
BUXiQHOrO MaTepiasny/peareHTy/npoMiKHOro NPOAYyKTY, L0
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; A5 AONOMIKHOT
peyoBuMHM (CepTudiikaTt BiANOBIAHOCTI EBpoNechbkili
papmakonei) - OHOB/EHWIA cepTudikar Bif yxe
3aTBEPAKEHOro BUPO6HYMKa. MNogaHHa HoBoro CEP (Ne R1-
CEP 1999-047-Rev 06) ans A®Il Ursodeoxycholic acid Big Bxe
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3aTBepmxeHoro BupobHuka Prodotti Chimici E Alimentari
S.P.A., Italy. 3miHu | TUNY - 3MiHK 3 siKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. KOHTPOb ONOMIXKHMX PEYOBUH. 3aMiHa
[hxepena ofepxaHHa [OMOMIKHOI PeHOBMHM abo peakTuBy,
L0 CTaHOBUTb pU3MK Nepeadi 36yaHvikis ME (MaTepiany, wo
CTaHOBUTb PU3KK Nnepegavi 36ygHukis N'E, Ha maTepian
POC/IMHHOTO @60 CUHTETUYHOTO MOXOMKEHHS) - Ons
[OONOMDKHUX peYOBUH ab0 peakTuBiB, ki He
BMKOPMCTOBYHOTbCS Y BUPOOHULTBI aKTVBHOI PEYOBUHM
6i0N0riYHOro/iMyHONI0MNYHOT0 MOXOKEHHS, @60 likapCbKoro
3aco6y 6i010riYHOro/iMyHONOMNYHOro NOXOAKEHHS. 3amiHa
[OMNOMDKHOT PEYOBMHY CTeapaTty MarHit0 TBAPUHHOIO
MOXOPKEHHA Ha cTeapaT MarHito POC/IMHHOTO NOXOKEHHSA
(100 %) 3 MeTOI0 BUK/IHOYEHHST pU3KMKY Nepegadi 36yaHukis ME
Ta BUyYeHHs ceptudiikaTy BiANOBIAHOCTI cTeapaTy marHito
TBapVIHHOTO MOXO[KEHHS 3 MaTepianiB peecTpauiiiHoro JOCheE.
3MiHu | TUNy - 3MiHK 3 AkocTi. APL. KoHTposnb A®L. 3miHa y
napameTpax cneuucikauii Ta/abo AoNyCTUMUX MEX,
BM3HAYEHUX Y cneundikauisix Ha Adl, abo
BUXiAHWIA/NPOMIDXHWIA NPOAYKT/peareHT, Lo BUKOPUCTOBYOTHCS
y npoueci BUpo6bHuuTBa A®| (3BY)XXEHHA AONYCTUMUX MEX,
BM3HA4YeHNX y cneuudikauii) - oHoBNeHHs cneyndikauii Ad|
Ypcoaesokcmxonesy KUCAOTY Y BignosigHocTi fo EP 3a
nokasHukom «Specific optical rotation». 3miHu | Tuny - 3miHn 3
AKOCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOHMLITBI.
3amiHa abo BBeEeHHS 4,04AaTKOBOI AifIbHULi BUPOOHULTBA ANs
YyacTvHy abo BCbOro BUPOGHNYOro NpoLiecy roToBoro
niKapcbKoro 3acoby (AinbHUUA AN NePBUHHOTO NakyBaHHS)-
BBeEHHS OAATKOBOI AifIbHUL rOTOBOrO NikKapcbKoro 3acooby,
BiANOBIAA/IbHOI 3@ NepBMHHE nakyBaHHA JlozaH ®apma MM6X
(Ewbax caiit), HimeuunHa. 3miHu | Tuny - 3MiHU 3 SKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. 3MiHM Y BUPOOHULITBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYIOTLCSA BUMYCKY Cepii Ta KOHTPO/IO
AKOCTi FOTOBOr0 MiKapCcbKoro 3acoby (3amiHa abo fJoAaBaHHSA
[iNbHULI, Ha 5Kl 3iCHI0ETLCA KOHTPO/L/BUNPOBYBAHHS
cepii) - BBEAEHHA AOAATKOBOI [i/TIbHNL 3aTBEPAKEHOIO
BMPO6GHMKA rOTOBOrO MikapCbKOro 3acoby, BiAnoBigaibHOI 3a
KOHTpOb AKOCTi Jlo3aH Papma Mm6X (Ewwbax caiit),
HimeuumnHa.
3MiHn | TURYy - 3MiHK 3 SKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHM Y BUPOOHULTBI. 3amiHa abo BBeAEHHS f0AAaTKOBOI
OiNbHUL BUPOOHMLTBA 4718 YacTVHM abo BCbOro BUPOOHNYOro
npoLiecy roToBOro NikapcbKoro 3aco6y (ginbHNUA ans
BTOPWHHOTO MakKyBaHHS)

BBEJEHHS 404aTKOBOI AifIbHUL FOTOBOrO NiKapCbKoro 3acoby,
BiANOBiAaNbHOI 32 BTOPVHHE MakyBaHHSA J/lo3aH ®apma Mv6X
(Ewbax caiit), HimeuunHa. 3MiHu | Tuny - AgMiHICTpaTuBHI
3MiHW. BunyyeHHs BUpOOHNYOI AinbHULI (BKIOYAOUN AiNbHUL
Ans A®Il, npomixKHOro NpoAyKTy abo roToBOro /iKapCbKoro
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BIionyckKy

Howmep

peecmpayiliHo2o

nocsi04YeHHs

3aco06y, AiNbHULI AN NPOBEAEHHS NaKyBaHHS, BUPOOHNKa,
BiANOBIAA/IbLHOrO 3a BUNYCK CEpili, MicLie NPOBeAEHHS
KOHTPO/I0 cepii) abo noctayanbHMKa BUXIAHOTO Matepiasny,
peareHTy abo AONOMiIXHOT PEYOBMHY (SIKLLO 3a3HaYeHO y
[0CbE) BUTYYEHHS BUPOGHMKA rOTOBOIO NiKapCbKoro 3acoby -
Knoke ®apma-Cepgic TM6X, HiMeyurHa (BUPOBHUK [,030BaHOI
chopmu, NEPBUHHE Ta BTOPUHHE MakKyBaHHS, KOHTPO/1b SKOCTI).
3MiHW | TUNY - AOMIHICTPATUBHI 3MiHW. BunyyeHHs BUPOGHUYOT
AinbHUUI (BKAOYatoumn ainbHuui ana A®l, npoMixHoro
npoaykTy abo roToBOro Nikapcbkoro 3aco6y, AiNbHULI Ans
npoBefEeHHsA NakyBaHHS, BUPOOHWKa, BiANOBIfa/IbHOTO 3a
BWMYCK CepiiA, MicL,e NpoBEAEHHS KOHTPO/TIO cepii) abo
nocTavanbHviKa BUXIGHOTO MaTepiasy, peareHTy abo
[IOMOMIXHOI PEYOBMHM (SIKLLIO 3a3HAYEHO Y [OCbE) BUTYUYEHHS
BMpo6HUka A®I Erregierre S.p.A, ITania (3aTBepaxeHo:
Prodotti Chimici E Alimentari S.P.A., Italy; Dipharma Francis
S.R.L., Italy; Erregierre S.p.A, ITanisi; 3anponoHoBaHo: Prodotti
Chimici E Alimentari S.P.A., Italy; Dipharma Francis S.R.L.,

Italy). 3miHu | TUNY - 3MmiHK 3 AKkOCTi. [OTOBWMIA Nikapcbkuii 3aci6.

3MiHM Y BUPOOHULTBI. 3MiHU BUNpobyBaHb abo [onyCcTUMMNX

MeX, BCTAHOB/IEHMX Y crneumndikayisx, nig yac BMpo6HuLTBa
roTOBOrO /liKapCbKoro 3acoby (foAaBaHHS HOBOrO MeToAy
BUMPOBYBaHHA Ta fONYCTUMUX MEX) AOMOBHEHHA HOBOTO

mMeToay BMNpobyBaHHA Ta fOMYyCTUMUX MeX Y cneuudikawii

nif yac BUPOBGHMLITBA - a/IbTEPHATUBHO A0AAHO METOA
BW3HAYEHHS Barv Ta JOBXUHW BiANOBIAHO [0 BU3HAYEHOT
KiSIbKOCTi BUPOGAEHNX Kancy.

262.

DAPUHIOCE
aT 3l
CMAKOM
M'ATU

NbOAAHUKN NPEecoBaHi,
no 10 mr no 10
NbOASAHUKIB Y 6icTepi,
no 2 6nictepu y
KapTOHHIlA KopooLi

CaH
PapmacboT
nkan
IHoacTpi3
Nimiten

IHAjA

KK Tepanis AT

PyMmyHis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHu | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHN) - OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKY/ NikapcbKoro 3acoby 3 BHECEHHSM
iHChopMaLii oA0 3a3HAaYEHHS OAUHMLb BUMIPIOBAHHS Y
cuctemi Sl. TepMmiH BBeAEHHSA 3MiH NPOTArom 6 micsAuiB nicns
3aTBEPAKEHHS

6e3
peyenma

UA/17721/01/01

263.

dENoOaMN

Tabnetku 3
MoAndikoBaHUM
BUBINIbHEHHAM M0 2,5
Mmr o 10 TabneTok y
6nictepi, no 3 abo no
10 6nicTepiB y kopobui

TeBa
dapmaueBTi
Kan
IHpacTpi3
nra.

13painb

Knoke ®apma-Cepsic
v6X, HimeuunHa
(BUPOGHMLTBO
Hepo3acoBaHo!
npoaykuii); Mepknie
vM6X, HimeuunHa
(803BiN Ha BUNYCK
cepii); Mepkne M'mbX,
HimeyuunHa (nepBuHHa
Ta BTOPMHHA
yMakoBKa, KOHTPO/Tb
cepii); TeBa Yex
IHpacTpi3 c.p.o.,
Yecbka Pecny6ika

HimeuunHa,
Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
TexHiuHa nomuska (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460)
- BunpaBneHHa TEeXHIYHWUX NOMUIOK, 3rigHo nn. 4 n.2.4.
po3sgainy VI Hakasy MO3 YkpaiHu Big 26.08.2005p. Ne 426 (y
pegakuii Hakaszy MO3 Ykpainm Big 23.07.2015 p Ne 460) —
BMMNpaB/IEHHS TexHiYHOT noMunkn y MK4, sika 6yna gonyuieHa
npu nepepeectpavii MNN3 (Haka3 Ne 687 Big 21.10.2015 p.) npu
nepeHeceHHi iHgopMaLiii 3 peecTpauiiiHoro gocke (p.3.2.P.5.1
Ta p.3.2.P.5.2):

3a
peyenmom

UA/4378/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
(koHTpOsIb cepii Ta
[03BiN Ha BUNYCK
cepii)
264. | ®ENOAMN Tabnetku 3 TeBa 13painb Knoke ®apma-Cepsic | HimeyunHa, BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/4378/01/02
MoAandiKkoBaHUM dapmaLeBTi v6X, HimeyunHa Yecbka TexHiYHa nomuska (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460) | peyenmom
BMBITbHEHHAM M0 5 Mr Kan (BMPOGHMLTBO Pecny6nika - BunpaBneHHst TeXHIYHUX MOMWAOK, 3rigHo nn. 4 n.2.4.
no 10 Tabnetok y IHoacTpi3 Hepo3acoBaHo! po3ainy VI Hakasy MO3 YkpaiHu Big 26.08.2005p. Ne 426 (y
6nictepi, no 3 abo no nra. npoaykuii); Mepkne pepakuii Hakasy MO3 Ykpainu Big 23.07.2015 p Ne 460) —
10 6nicTepiB y Kopobui vm6X, HimeuunHa BUNPAaB/IEHHST TEXHIYHOT noMunkn y MKA, sika 6yna gonyLieHa
(mo3Bin Ha BUNYyCK npw nepepeectpadii 13 (Haka3 Ne 687 Big 21.10.2015 p.) npu
cepii); Mepkne 'm6X, nepeHeceHHi iHchopma,ii 3 peectpauiittoro gocke (p.3.2.P.5.1
HimeuunHa (nepBuHHa Ta p.3.2.P.5.2):
Ta BTOPMHHA
ynakoBka, KOHTPO/lb
cepii); TeBa Yex
IHgacTpi3 c.p.o.,
Yecbka Pecny6nika
(koHTpO/b cepii Ta
[03BiN Ha BUNYCK
cepii)
265. | PENOAMN TabneTtkn 3 TeBa I3painb Knoke ®apma-Cepgic | HimeuunHa, BHECEHHS 3MiH A0 peecTpauiiHux maTtepiasis: 3a UA/4378/01/03
MoAndpiKoBaHUM dapmaLeBTi vM6X, HimeuunHa Yecbka TexHiyHa nomuska (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460) | peyenmom
BMBI/TbHEHHAM Mo 10 Kan (B1pPOGHULTBO Pecny6nika - BunpasneHHst TEXHIYHWUX NOMWUAOK, 3rigHo nn. 4 n.2.4.
mr no 10 TabneTok y IHOacTpi3 Hepo3gacoBaHol po3ainy VI Hakazy MO3 YkpaiHu Big 26.08.2005p. Ne 426 (y
6nicTepi, no 3 abo no nra. npoaykuii); Mepkne pepakuii Hakasy MO3 Ykpainu Big 23.07.2015 p Ne 460) —
10 6nicTepiB y Kopobui v6X, HimeyunHa BUNPaB/IEHHS TeXHIYHOT noMunkn y MKA, sika 6yna gonyuieHa
(803BiN Ha BUMYCK npv nepepeectpadii 13 (Haka3 Ne 687 Big 21.10.2015 p.) npu
cepii); Mepkne Mv6X, nepeHeceHHi iHhopmal,ii 3 peectpauiittoro gocbe (p.3.2.P.5.1
HimeuunHa (nepsuHHa Ta p.3.2.P.5.2):
Ta BTOPMHHA
ynaKkoBKa, KOHTPO/Tb
cepii); TeBa Yex
IHgacTpi3 c.p.o.,
Yecbka Pecnybnika
(koHTpONb cepii Ta
[03BiN Ha BUNYCK
cepil)
266. | ®PEHINTE®PPU MOPOLLIOK (Cy6CTaHLis) AT YkpaiHa AT "®apmak” Ykpaina BHECEHHS 3MiH 10 peecTpavyiiiHux maTtepianis: 3MiHu | Tuny - - UA/13995/01/01
H y nakeTax noAgiliHux "dapmak" AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu

nonieTMneHoBuUx ans
BMPOGHULITBA
HecTepuIbHNX
nikapcbknx oopm

3asBHMKa (BNacHyKa peecTpaLiiHoro NocBig4YeHHs) - 3MiHa
Ha3Bu i agpecu 3anBHKa AD|. BBegeHHA 3MiH NpoTsarom 6-Tu
MiCALIB MiCNA 3aTBepKEHHS. 3MiHK | Tuny - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKA (BK/IOYaoum, 3a
HeoOXiJHOCTI, MicLie MPOBEeAEHHS KOHTPOSIIO AKOCTI), abo

B/lacHMKa MacTep-haiina Ha A®Il, abo noctavasbHUKa

Adl/BuxigHoro matepiasy/peareHTy/npoOMiKHOIO NPOAyKTY, L0

3aCTOCOBYHOTbCA Y BUPOGHULTBI API (AKLLO 3a3HAYEHO Y [J0CbE
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
Ha nikapcbkuii 3acib) 3a BiAgCyTHOCTI cepTudikata
BiANoBiAHOCTI EBponeiickkili hapmakonei y 3aTBepakeHoOMy
[0Cbe, ab0 BUPOOHMKA HOBOT AOMOMDKHOT PEYOBUHM (SKLLO
3a3HayeHo y A0CbE) - 3MiHa Ha3BM i agpecy BUpo6HrKa AdI.
3MiHu | TUnNy - 3MiHK 3 AkocTi. APL. KoHTposib A®L. 3miHa y
napameTpax cneuucikauii Ta/abo AoNyCTUMUX MEX,
BM3HAYEHUX y cneundikauisix Ha Adl, abo
BUXIiAHWIA/NPOMIDXHUIA NPOAYKT/peareHT, Lo BUKOPUCTOBYOTHCS
y npoueci Bupo6HuuTBa A®!| (iHLWi 3MiHW) - BHECEHHSA 3MiH Y
Cneuudpikauito/MeTogis BunpobysBaHHs APl 3a napameTpom
"Mikpo6ionoriyHa yncToTa", 30kpema: BuUsIyYeHHsi NOBHOIO
onucy NpPoBeAEHHA METOAVKN; [OMOBHEHHS BiAMOBIAHNUM
NoCW/IaHHAM Ha Ajitovy pegakuio Y.
267. | ®PEHOBAPBEI Tabnetku no 100 wr, ToBapucTBO YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/12251/01/01
TAN-3H no 10 TabneTtok y 3 06MEXEHO 3MiHK | TUny - 3MiHK Wo[o 6e3nekn/edheKTUBHOCTI Ta peyenmom
6nicTepi; no 5 06MexeHot BiANoBiga/IbHICTIO thapmakoHarnagy (iHwi 3miHn) - 3amiHa po3giny padivHe
6nictepiB y Kopobui Bignosiganb "XapkiBcbke 0ohopMNEHHS YNaKOBKN Ha po3ain MapkyBaHHS B
HiCTIO hapmaLeBTUyHE 3aTBepmxeHnx MKA /13. 3anponoHoBaHo: MapKyBaHHsA
"XapkiBCcbke nignNpPUEMCTBO BignosigHo [0 3aTBEPAXEHOro TEKCTY MapKyBaHHS. 3MiHU
hapmaveBT "340p0oB'a Hapoay" BHECEHi B TEKCT MapKyBaHHS YNakoBKW NikapCbKOro 3acoby
nyHe {040 3a3HAaYEHHS MDKHAPOAHUX NO3HAYEHb OAVHULb
nignpuemcTs BMMIpIOBaHHA. BBeAEeHHs 3MiH NpOTArom 6-Tn MicsLiB nicns
0 "3p0poB'a 3aTBEPAXKEHHA
Hapozy"
268. | PEHOBAPEGI Tabnetku no 50 mr, no | ToBapucTBO YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis: 3a UA/12251/01/02
TAN-3H 10 TabneTok y 3 06MEXEHO 3MiHu | TUNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
6nictepi; no 5 06MEeXEHO BigNoBiAa/IbHICTIO thapmakoHarnagy (iHwi 3miHn) - 3amiHa po3giny padivHe
6nicTepiB y KopoobLi Bignosiganb "XapkiBcbke 0o(hopMIEHHSA YNaKoBKN Ha po3ais MapKyBaHHS B
HiCTIO hapmaLleBTUyHe 3aTBepmxeHnx MKA /13. 3anponoHoBaHo: MapkKyBaHHsA
"XapkiBCbke nigNPUEMCTBO BignoBigHO 40 3aTBEpAKEHOro TEKCTY MapKyBaHHS. 3MiHW
hapmaueBT "340p0oB'a Hapoay" BHECEHi B TEKCT MapKyBaHHS yNakoBKM NiKapCbKoro 3acoby
nyHe LLIOAO0 3a3HAYEHHA MDKHAPOAHUX NO3HAYEHb OAVHULb
nignpuemcTs BMMIipIOBaHHS. BBeAEHHS 3MiH MPOTArom 6-Tn MicsLiB micns
0 "3p0poB'a 3aTBEPAXKEHHSA
Hapoay"
269. | PIANIKAN TpaBa; no 50 r a6o 60 MpAT YkpaiHa MpAT "NikTpasu” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 6e3 UA/5803/01/01
TPABA Iy nayyj 3 BHyTPILWHIM "NikTpasun" 3MiHUM | TUNY - 3MiHW WoA0 6e3nekn/edpekTUBHOCTI Ta peyenma
naketom; no 1,5ry hapmakoHarnagy (iHwi 3miHn) - 3amiHa posginy “MpadiyHe
hinbTp-nakeTi; no 20 othopMIEHHS yNakoBKM” Ha po3ain “MapkyBaHHsa" B MKA /13:
inbTp-NakeTis B 3anponoHoBaHo: MAPKYBAHHSA Y BignosigHoCTi 3
nauyi; no1,5ry 3aTBEPKEHUM TEKCTOM MapkyBaHHA. PeecTpauis
dhinbTp-nakeTi; no 20 [10[aTKOBOro TEKCTY MapKyBaHHS YNakoBKM NiKapCbKOro
inbTp-NakeTis B 3aco0y i3 3a3Ha4YEeHHSAM MiXXHAPOAHUX MO3HAYEeHb OANHULIb
nayuji 3 BHYTPILLHIM BMMIipIOBaHHS
nakeTom
270. | ®INAN TabneTku, BKPUTI CaH IHais CaH ®apmacbloTvkan IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/14350/01/01
06010HKot0, No 50 mr dapmacbioT IHpacTpi3 Nimiteq 3MiHM | TMNYy - 3MiHK WoA0 6e3nekn/edhekTMBHOCTI Ta peyenmom
no 1 rabnetuiy nKkan chapmakoHarsgy (iHwi 3MiHW) - BHECEHHS 3MiH 10 po3ainy
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
6nicTepi; no 1 IHpacTpi3 “MapkyBaHHs" B 3aTBepmkeHx MKA /13. 3anponoHoBaHo:
6nicTepy B KApTOHHiIl Nimiten 3riiHO 3aTBEPAKEHOro TEKCTY MapkyBaHHS. [NprBeeHHs
KopooLi; TEeKCTYy MapKyBaHHS 40 BUMOT YNHHOIO 3aKOHOZaBCTBa
no 4 TabneTtkm y Ykpainm
6nictepi; no 1
6nicTepy B KapTOHHIl
Kopo6u,i
271. | ®INAN TabneTku, BKPUTI CaH IHais CaH ®apmacbloTvkan IHais BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/14350/01/02
060n0HKot0, Mo 100 Mr | dapmacbioT IHgacTpi3 Nimiteq 3MiHM | TUNYy - 3MiHK WoA0 6e3nekn/edhekTMBHOCTI Ta peyenmom
no 1 Tabnetuiy nkan thapmakoHarnagy (iHLwi 3MiHW) - BHECEHHSA 3MiH [0 po3ainy
6nictepi; no 1 IHoacTpi3 “MapkyBaHHS" B 3aTBepapkeHnx MKA /13. 3anponoHoBaHo:
6nicTepy B KapTOHHiIl Nimiten 3rigHo 3aTBEPAKEHOr0 TEKCTY MapKyBaHHS. [MpuBeeHHs
KOpOoO6L TEKCTY MapKyBaHHS [0 BUMOT Y/HHOIO 3aKOHOAAaBCTBA
YKpainum
272. | PITOKAH- piguHa, no 50 mn, 100 ToBapucTBo YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH A0 peecTpauiiHux maTtepiais: 6e3 UA/9880/01/01
rHunC My cpnakoHi, no 1 3 obMexeHo 3MiHM | TUny - 3MiHKU WoA0 6e3nekn/edeKTMBHOCTI Ta peyenma
thnakoHy B KopobLi 3 obmexeHol BiAANOBIAA/IBHICTIO thapmakoHarnagy (iHwi 3MiHu) - 3MiHWM BHECEHI B TEKCT
KapTOHYy BignoBigasb "[locnigHnii 3aBog MapKyBaHHS YNakoBKM /iKapCbKOro 3aco0y LLLOAO0 3a3HAUYEHHSI
HiCTIO "THUNC", YkpaiHa MiXHapPOAHNX NO3HAaYeHb OAVHWLb BUMIpOBaHHSA. BHECEHHs
"LocnigHnii (KOHTpOAb AKOCTI, 3MiH A0 p. «MapKyBaHHA»
3aBOf, BUMYCK cepii); 3anponoHoBaHo: BianosigHO A0 3aTBEPAKEHOIO TEKCTY
"rHuIC ToBapucTBO 3 MapKyBaHHs. BBeieHHS 3MiH NPOTAroM 6-Tu MicALiB nicns
obmexeHoto 3aTBEPAKEHHS
BigNoBiAa/IbHICTIO
"PapmaueBTuyHa
KomnaHia "30pos'a",
YkpaiHa (Bci cTagii
BMPOGHMLTBA,
KOHTPO/Ib AKOCTI,
BMNYCK cepii)
273. | ®NNIAMIAE3 Ma3b no 20 ry OpraHocvH IHais EHK'106 ETikans IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/1920/02/01
dlTonnc KOHTeliHepi; no 1 Nalidp MpaiiBiT MlimiTeq, 3MiHU | TUNy - 3MiHK 3 AKOCTi. FoTOBUIA Nikapcbkuii 3aci6. Onuc | peyenma
KOHTEliHepy B nauuj; CaeHcus Ta cknag,. 3miHa y cknagi (4OMOMKHUX peyoBMHAX) roTOBOro
no20ra6ono40ry MeT. N14,. nikapcbKoro 3acoby (iHLWi AONOMiXHI peyoBUHY) - Byab-sika

Ty6i; no 1 Ty6i y
KapTOHHIW nayu,i

He3HayHa 3MiHa KifIbKICHOro cknagy AOMOMIKHUX PEYOBUH Y
rOTOBOMY /liKapCbKOMY 3ac006i - 3MiHU KifIbKiCHOro
CMiBBIAHOLLEHHI ONOMiXHUX PEeYOBUHM (BOCKY 6inoro,
napaciHy 6i10ro M'siKoro) y cknagi /13, 3aTBepKeHo: BiCK
6innii 180 mr/1 r, napadpiH 6inuii M skuin 570 mr/1r,
3anponoHoBaHo: Bick 6inunid 131,5 mr/1 r, napadiH 6inuii
M SIKWIA 618,5 Mr/1r. 3MiHu | TNy - 3MiHK 3 SKOCTi. FOTOBWIA
nikapcbknii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa po3mipy cepil
(BKNKOYaloUM giana3oH po3Mipy cepir) roToBOro Nikapcbkoro
3aco6y (36inbLieHHs Ao 10 pasiB NOPIBHAHO i3 3aTBEPLKEHUM
po3mipom)
36inbLUeHHsA po3mipy cepii, 3aTBepaxeHo: 350 kr,
3anponoHoBaHo: 1000 kg (pack size in 20 g - 50 000 tubes, 50
000 cont, pack size in 40 g - 25 000 tubes.). 3miHu | TNy -
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
3MiHM 3 AKOCTi. [0TOBWIA Nikapcbkunii 3aci6. 3MiHN Yy
BUPOGHMUTBI. 3MiHU Y MpoLeci BUPO6HMLTBA rOTOBOr0O
nikapcbKoro 3acoby, BKIOUAKYM NPOMDKHUI NPOAYKT, L0
3aCTOCOBYETHCSA NPV BUPOGHULTBI FOTOBOrO NiKapCbKOro
3acoby (He3HayHa 3MmiHa y npoueci BUpobHULTBa). He3HauHi
3MiHM B npoueci BUpobHuuTea /13 yTouHeHHs1 napameTpis
TEXHOOri4YHOro npouecy (LWBUAKICTb PO3MiLLYyBaHHS,
3a3HayYeHHs TUCKY BakKyyMHOI YCTaHOBKM)
274. | ®NNIEBOTOH Kancynu TBepgi no AT Bonrapis AT "Codhapma" Bonrapis BHECEHHS 3MiH 40 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/0747/02/01
300 mr no 10 kancyn y "Codpapma” 3MmiHu Wwoao 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsagy (iHwi | peyenma
6nictepi, no 5 3MiHK) - OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKW JTiKapCbKOro
6nicTepiB y KAPTOHHIl 3aco06y i3 3a3Ha4YeHHAM MXKHApPOAHUX NO3HAYeHb OAMHULb
nauui BMMIipIOBaHHA. BHECEHHS 3MiH A0 po3gainy «MapkyBaHH:A» MKHA
N3. 3anponoHosaHy peakLito po3giny «MapkysaHHs» MKA
N3 HapaHo B HacTynHin pegakyii: MAPKYBAHHA 3rigHo
3aTBEPAKEHOrO TEKCTY MapkyBaHHS. BBefieHHs1 3MiH NpoTArom
3-x MicsILiB NicNs 3aTBEPKEHHS.
275. | ®PNIEMOK/IAB | Tabnetku, Wo AcTtennac HigepnaH AcTtennac ®apma Higepnanan BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais: 3a UA/4458/01/01
CONMIOTAB® aucneprytotbesd, 125 dapma on tOpon B.B. 3MiHM | TUNy - 3MiHKU WoA0 6e3nekn/edekTMBHOCTI Ta peyenmom
mr/31,25 mr no 4 HOpon B.B. hapmakoHarnagy (iHLi 3MiHK) - BHECEHHSA 3MiH [0 po3ainy
Tabnetkn y 6nictepi; «MapkyBaHHs» MKSA /13 gns gosyeaHHA 125 mr/31,25 wmr; 250
no 5 6nictepiB y Mr/62,5 mr Ta 500 mMr/125 mr: 3anponoHoBaHo: MapkyBaHHS
KapTOHHIA KOpO6L BIANOBIAHO [0 3aTBEPPKEHOr0 TEKCTY MapKyBaHHA. 3amiHa
po3giny «lpadmyeckoe ochopmieHne ynakoBkun» Ha
«MapKyBaHHs» B 3aTBepaxeHnx MKA N13 ana nosysaHHA 875
Mr/125 mr: 3anponoHosaHo: MapkyBaHHSA. MapkyBaHHS
BifJNOBIAHO [0 3aTBEPLKEHOr0 TEKCTY MapKyBaHHS.
3MiHM BHECEHi B TEKCT MapKyBaHHS yNakoBKW NiKapCbKoro
3ac06y WoA0 3a3HaYEHHA MDKHAPOAHMX NO3HAYEHb OANHULb
BMMIipIOBaHHS. BBeAEHHS 3MiH MPOTArom 6-Tn MicsLiB micns
3aTBEPAKEHHS
276. | ®NIEMOK/IAB | Tabnetku, Wo Actennac HigepnaH Actennac ®apma Higepnanan BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/4458/01/02
CONIOTAB® avcneprytotbes, 250 dapma an tOpon B.B. 3MiHM | TUny - 3MiHK WoA0 6e3nekn/edhekTMBHOCTI Ta peyenmom
Mmr/62,5 mr no 4 tOpon B.B. thapmakoHarnagy (iHLwi 3MiHW) - BHECEHHS 3MiH [0 po3ainy
Tabnetku y 6nictepi; «MapkyBaHHs» MKA 13 gns gosysaHHa 125 mr/31,25 wr; 250
no 5 6nictepiB y mr/62,5 mr Ta 500 Mr/125 mr: 3anponoHoBaHo: MapKyBaHHs
KapTOHHIlA KopooLi BiNOBIAHO [0 3aTBEPKEHOro TEKCTY MapKyBaHHS. 3amiHa
po3giny «lpadmyeckoe opopmneHne ynakosku» Ha
«MapkyBaHHs» B 3aTBepixeHnx MKA 13 agna fosysaHHA 875
Mr/125 mr: 3anponoHoBaHo: MapkyBaHHS. MapKyBaHHS
BIAANOBIAHO [0 3aTBEPKEHOr0 TEKCTY MapKyBaHHS.
3MiHM BHECEHi B TEKCT MapKyBaHHS YNakoBKW NiKapCbKOro
3ac00y LWoA0 3a3HaYeHHA MiXXHAPOLHMX NO3HAaYeHb OANHULb
BMMIipIOBaHHS. BBeeHHs 3MiH NpoTArom 6-T1 MicAUIB nicns
3aTBEPAKEHHS
277. | ®NIEMOK/IAB | Tabnetku, Wo Actennac HigepnaH Actennac ®apma HigepnaHan BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/4458/01/03
COJ/IIOTAB® avcneprytotecs, 500 Papma an tOpon B.B. 3MiHM | TMNYy - 3MiHK WoA0 6e3nekn/edhekTMBHOCTI Ta peyenmom
mr/125 mr no 4 tOpon B.B. chapmakoHarsgy (iHwi 3MiHW) - BHECEHHS 3MiH 10 po3ainy
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
Tabnetkn y 6nictepi; «MapkyBaHHs» MKA N13 gns gosysaHHa 125 mr/31,25 mr; 250
no 5 6nictepis y Mr/62,5 mr Ta 500 mMr/125 mr: 3anponoHoBaHo: MapkyBaHHS
KapTOHHI Kopoobui BIANOBIAHO [0 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. 3amiHa
po3gainy «Ipadmyeckoe opopMIeHne ynakoBku» Ha
«MapKyBaHHsa» B 3aTBepaxeHnx MKA N13 ana no3ysaHHA 875
Mr/125 mr: 3anponoHoBaHo: MapkyBaHHS. MapkyBaHHS
BifJNOBIAHO [0 3aTBEPLKEHOr0 TEKCTY MapKyBaHHS.
3MiHM BHECEHi B TEKCT MapKyBaHHS yNakoBKW NiKapCbKoro
3ac00y WoA0 3a3HaYEHHA MDKHAPOAHMX NO3HAYEHb OANHULb
BMMipIOBaHHS. BBeeHHS 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHSA
278. | ®NIEMOK/IAB | Tabnetku, Wo Actennac HigepnaH AcTtennac ®apma Higepnanan BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/4458/01/04
CO/NMIOTAB® aucnepryoTbes, nNo Papma an tOpon B.B. 3MiHM | TUNYy - 3MiHKU WoA0 6e3nekn/edheKTMBHOCTI Ta peyenmom
875 mr/125 wmr, no 7 HOpon B.B. thapmakoHarnagy (iHLi 3MiHK) - BHECEHHSA 3MiH [0 po3ainy
Tabnetok y 6aictepi; «MapkyBaHHs» MKA 13 gns gosysaHHa 125 mr/31,25 wr; 250
no 2 6nictepu y Mr/62,5 mMr Ta 500 mr/125 mr: 3anponoHoBaHo: MapkyBaHHS
KapTOHHI nayw,i Bi4NOBIAHO 40 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. 3amiHa
po3giny «Ipadmyeckoe opopmneHne ynakoBku» Ha
«MapkyBaHHs» B 3aTBepixeHnx MKA 13 ansa posysaHHA 875
Mr/125 mr: 3anponoHoBaHo: MapkyBaHHSl. MapkyBaHHS
BiANOBIAHO [0 3aTBEPMAKEHOr0 TEKCTY MapKyBaHHS.
3MiHV BHeCeHi B TEKCT MapKyBaHHS YNaKkoBKW NikapCbKOro
3ac00y W00 3a3HaYeHHA MiXXHAPOLHMX NO3HAaYeHb OANHULb
BMMipIOBaHHS. BBeAeHHS 3MiH NpoTArom 6-T1 MicaUiB nicas
3aTBEPAKEHHS
279. | ®NIEMOKCWUH | Tabnetku, Wwo Actennac HigepnaH Actennac ®apma Higepnanan BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/4379/01/01
COJ/NIIOTAB® ancnepryroTbes no dapma an Opon B.B., 3MiHK | TUNy - 3MiHK Wo[o0 6e3nekn/edeKTUBHOCTI Ta peuyenmom
125 mr no 5 Tabnetok tOpon B.B. HigepnaHam (Bci thapmakoHarnagy (iHLwi 3MiHW) - BHECEHHSA 3MiH 10 po3ainy
y 6nicTepi; no 4 cTagii BUpObHMLTBA, “MapkyBaHHA" MKA J13: 3anponoHosBaHo: MapKyBaHHs
6/1icTepun y KapTOHHii nakyBaHHs1, KOHTPO/1b MapKyBaHHS BigNOBIgHO 40 3aTBEPAKEHOrO TEKCTY
KopoobLi cepii) MapKyBaHHS. 3MiHN BHECEHI B TEKCT MapKyBaHHS ynakoBKU
NiKapcbKoro 3acoby LWoA0 3a3Ha4YeHHS MiXXHAPOAHMX
No3HauYeHb OAVHWLL BUMIPIOBaHHSA. BBeeHHS 3MiH NPOTArom
6-TW MicsLiB Micnsa 3aTBepAXEHHS
280. | ®PJIEMOKCWUH | Tabnetku, Wo Actennac HigepnaH Actennac ®apma Higepnanan BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/4379/01/02
CONIOTAB® [AVcnepryoTbes no dapma an tOpon B.B., 3MiHM | TUny - 3MiHK WoA0 6e3nekn/edhekTMBHOCTI Ta peyenmom
250 mr no 5 tabneTtok tOpon B.B. HigepnaHam (Bci thapmakoHarnagy (iHLwi 3MiHW) - BHECEHHS 3MiH 10 po3ainy
y 6nicTepi; no 4 cTagjii BUpobHMLTBA, “MapkyBaHHs" MKA J13: 3anponoHoBaHo: MapKyBaHHs
6nicTepy y KapTOHHIl nakyBaHHs1, KOHTPO/Tb MapkyBaHHs BiANOBIAHO [0 3aTBEPAXEHOT0 TEKCTY
Kopobui cepii) MapKyBaHHS. 3MiHN BHECEHI B TEKCT MapKyBaHHS ynakoBKU
NiKapcbKoro 3acoby LLoA0 3a3Ha4YEeHHS MDKHAPOAHMX
No3Ha4YeHb OAVHVLL BUMIPIOBaHHA. BBeAeHHS 3MiH NpoTArom
6-T1 MicsLIB NicNs 3aTBEPIKEHHS
281. | ®PJIEMOKCWUH | Tabnetku, Wwo Actennac HigepnaH Actennac ®apma Higepnanan BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/4379/01/03
CONOTAB® [AVCnepryoTbes no dapma an HOpon B.B., 3MiHM | TUNYy - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI Ta peyenmom
500 mMr no 5 Tabnetok tOpon B.B. HigepnaHam (Bci thapmakoHarnagy (iHLWi 3MiHW) - BHECEHHSA 3MiH 10 po3ainy

y 6nictepi; no 4
61icTepy y KapTOHHIW

cTagjii BUpobHMLTBa,
nakyBaHHS, KOHTPO b

“MapkyBaHHs” MKA N13: 3anponoHoBaHo: MapKyBaHHs
MapkyBaHHS BifNOBIAHO [0 3aTBEPAXKEHOIO TEKCTY
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
Kopobui cepii) MapKyBaHHs1. 3MiH/ BHECEHI B TEKCT MapKyBaHHS yNaKkoBKu
NikapcbKoro 3acoby L0A0 3a3HaYeHHST MXKHaPOAHUX
Nno3HayYeHb OAMHWLb BUMIPIOBaHHSA. BBeeHHs 3MiH NpoTsarom
6-T1 MicsILIB Nicnsi 3aTBEPAKEHHS
282. | ®JIEMOKCWUH | Tabnetku, Wwo Actennac HigepnaH Actennac ®apma Higepnanan BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/4379/01/04
COJ/NIIOTAB® AncnepryoTbes no Papma an lOpon B.B., 3MiHM | TMNYy - 3MiHK WoA0 6e3nekn/edhekTMBHOCTI Ta peyenmom
1000 mrno 5 tOpon B.B. HigepnaHam (Bci thapmakoHarnagy (iHLwi 3MiHW) - BHECEHHSA 3MiH [0 po3ainy
Tabnetok y 6nictepi; cTafii BUpo6bHMLTBA, “MapkyBaHHS" MKA 13: 3anponoHoBaHO: MapkyBaHHS
no 4 6nictepu y nakyBaHHs, KOHTPO/b MapKyBaHHS BigNOBI4HO 40 3aTBEPAKEHOr0 TEKCTY
KapTOHHIlA KopoobLi cepii) MapKyBaHHSA. 3MiHN BHECEHI B TEKCT MapKyBaHHS ynakoBKU
NiKapcbKoro 3acoby L0A0 3a3HaYeHHsT MXHaPOAHUX
no3HayYeHb OAMHWLb BUMIPIOBaHHSA. BBeeHHs 3MiH NpoTsarom
6-TW MicsLIB NMiCNsa 3aTBEpPAKEHHS
283. | ®NIYTIKCOH NMopoLLUoK AN AT "Apaveq MonbLa Brpo6Huk in bulk, Benbrisi/ BHECEHHS 3MiH [0 peecTpavliiiHux maTtepianis: 3MiHu | Tuny - 3a UA/12304/01/02
iHranauin, Teepai dapma" KOHTPO/b Cepil: Monbwa 3MiHM 3 IKOCTi. [OTOBWMIA Nikapcbknii 3aci6. 3MiHM Y peuenmom
Kancynu, no 250 Mkr AT CMB TekHoNnoaxu, BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHu, LLLO CTOCYHOThLCA
no 10 kancyny Benbris; BUMYCKY Cepii Ta KOHTPOJIH0 AKOCTi FOTOBOrO MiKapCbKoro
6nicTepi; no 6 Bupo6HMK, Wwo 3acoby (3amiHa abo fogaBaHHA AiNbHULI, Ha SKIA
6nicTepiB y KOMNEKTI Bignosigae 3a 3[iCHIOETLCS KOHTPO/L/BUNPOGYBaHHS cepii) AoAaBaHHs
3 [HransATopom y nepBuHHe Ta [iNbHWL, Ha SKiIl 3AiACHIOETLCA KOHTPOb cepii. 3MiHK | Tuny -
KapTOHHI KopobLi; no BTOPVHHE NaKyBaHHS: 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta chapmakoHarnsgy (iHwi
10 kancyn y 6nicTepi; AT «Apgameps dapma», 3MiHM) BHECEHHS 3MiH 0 po3giny “MapkyBaHHa” MKA 13"
no 12 6nictepis y MonbLua; 3aTBepAXeHo: MapkyBaHHA. [JofaeTbCA; 3anponoHOBaHo:
KOMMN/IeKTi 3 Bnpo6HWK, Wwo MapkyBaHHS. 3rifHO i3 3aTBEPIYKEHUM TEKCTOM MapKyBaHHS.
iHranaTopom y BignoBigae 3a OHOB/IEHHS TEKCTY MapKyBaHHs ynakoBKW NikapCbKoro 3acoby
KapTOHHIA KOpO6L KOHTPO/1b Ta BUMYCK 3 BHECEHHAM iHdhopmaLii WoA0 3a3HaYeHHA OANHULLL
cepii: BMMIpIOBaHHA y cuctemi Sl.
AT «Apgameps dapma», BBefeHHA 3MiH NPOTAroM 6-TW MICALB NIC/1A 3aTBEPAXKEHHS.
MonbLa
284. | ®NYTIKCOH MOPOLLIOK A8 AT "Apawvep, Monbwa Brpo6Huk in bulk, Benbrisi/ BHECEHHS 3MiH 0 peecTpauiiiHux maTepianis: 3miHu | Tuny - 3a UA/12304/01/01
iHransuin, Teepaj dapma" KOHTPO/b Ccepil: Monbwa 3MiHu 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW y peuyenmom
Kancynu, no 125 mMkr AT CMbB TekHoNnoaxu, BMPOGHMLTBI. 3MiHa iIMnopTepa/3MiHK, LLIO CTOCYIOTLCA
no 10 kancyny Benbris; BUMYCKY Cepii Ta KOHTPOJIHO AKOCTi FOTOBOTO NiKapCbKOro
6nictepi; no 6 Bupo6HuK, Lo 3acoby (3aMiHa abo fofaBaHHA AiNbHUL, Ha Kl
6nicTepiB y KOMNAEKTI Bignosigae 3a 3AiiCHIOETLCS KOHTPO/NL/BUNPOGYBAHHS cepii) AoAaBaHHA
3 iHransiTopom y nepBUHHe Ta AiNbHULI, Ha SKI 34JiACHIOETLCS KOHTPOb cepii. 3MiHu | Tuny -
KapTOHHIiA Kopoo6Lii; no BTOPWHHE NaKyBaHHS: 3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy (iHwi
10 kancyn y 6nictepi; AT «Apgamef Papma», 3MiHW) BHECEHHSA 3MiH [0 po3giny “MapkyBaHHsA" MKA N13”
no 12 6nictepis y MonbLya; 3aTBep/AxeHo: MapkyBaHHS. [l0AaETbCS; 3anponoHOBaHO:
KOMMNeKTi 3 Bnpo6HWK, Wwo MapkyBaHHS. 3rifHo i3 3aTBepA)KEHUM TEKCTOM MapKyBaHHS.
iHranaTopom y Bignosigae 3a OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBKM /TiKapCbKOro 3acoby
KapTOHHIlA KopoobLi KOHTPO/Ib Ta BUMYCK 3 BHECEHHAM iH(hopmaLii WoA0 3a3HaYeHHs OAUHULb
cepii: BMMIpIOBaHHA y cuctemi Sl.
AT «Apgamefn Papma», BBefieHHs 3MiH NpOTArom 6-T1 MiCALIB NiCNA 3aTBEPAKEHHS.
MonbLa
285. | PIIOAOITEK pO34uH opasibHUiA 750 Na6opatopi PpaHuis IHHOTepa LLysi, PpaHuin BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/8082/02/01
mr/10 mn no 10 mny A I[HHOTEeK ®paHuis (BUPOBHUK 3MiHK | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenma

cawe; no 15 cawe B

IHTepHacbiio

BignoBiganbHWi 3a

hapmakoHarnsgy (iHwi 3MiHn) - BHECEHHS1 3MiH A0 p.
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
KapTOHHIlA KopoobLi Hanb BUNYycK cepii); FOHiTEp MapkyBaHHss MKA N13:
[Jesenonnvax bopao, 3anponoHoBaHO: «3rigHO 3aTBEPIKEHOr0 TEKCTY
®paHLin (BUPOOHUK MapKyBaHHs1». OHOB/EHHSA TEKCTY MapKyBaHHS ynaKkoBKu
BignoBiganbHWi 3a nikapcbKoro 3acoby 3 BHECEHHAM iHdhopmaL,ii Wwoao
KOHTPONb cepil 3a3HavyeHHs OAMHMLb BUMIpIOBaHHSA Y cucTemi Sl. BBefeHHsA
(mopatkoBuin)); 3MiH NPOTArom 6-TU MIiCALB NiCNA 3aTBEPMAXKEHHS
FOHiTep Niksig,
MaHydekuypiHr,
®paHLin (BUPOOHUK
BiANOBiAabHMIA 3a "in
bulk", nepsrHHe Ta
BTOPUHHE NaKyBaHHS,
KOHTPO/Ib cepii)
286. | PPOMINIA® Tabnetkn 3 KPKA, a.4., CnoBeHis KPKA, a.4., Hoso CnoBeHist BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/9540/01/01
YHO MoAandikoBaHUM HoBso mecTo MecTo 3MiHK | TUny - 3MiHK Wo[o 6e3nekn/edheKTUBHOCTI Ta peyenmom
BMBiNIbHEHHAM no 500 thapmakoHarnagy (iHLwi 3MiHW) - BHECEHHSA 3MiH [0 po3ainy
mr; no 5 TabneTok y "MapkyBaHHa" MKA 13: 3anponoHosaHo: MAPKVIPOBKA B
6nicTepi; no 1 COOTBETCTBUW C YTBEPXKAEHHBIM TEKCTOM MapKMPOBKW.
6nicTepy B KapTOHHii OHOB/IEHHS TEKCTY MapKyBaHHS yakoBKW NiKkapCbKoro 3acoby
Kopobui; no 7 3 BHECEHHSM iHhopMaLT LLOA0 3a3HAYEHHS OANHNLb
Tabnetok y 6aictepi; BVMIiptOBaHHSA y cuctemi Sl. BBefeHHs 3MiH NpoTsArom 6-tu
no 1 a6o 2 6nictepu B MicsILiB Micns 3aTBePKEHHS
KapTOHHIl KopoobLi
287. | X/IOPO®IIN | TabneTtky no 25 Mr no ToBapucTBo YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais: 6e3 UA/1556/01/01
T 40 TabneTok y 3 o6MexeHo 3MiHM | TUNy - 3MiHKU WoA0 6e3nekn/edhekTMBHOCTI Ta peyenma
KOHTelHepax obmexeHo BiAANOBIAA/IBHICTIO hapmakoHarnagy (iHwi 3MiHK) - BHECEHHS 3MiH A0 p.
nnactMmacosux; no 10 BignoBigasb "[locnigHnii 3aBog «MapKyBaHHSs»
Tabnetok y 6nictepi; HiCTIO "THUIC", Ykpaina (Bci 3anponoHoBaHo: BignosigHO [0 3aTBEPKEHOr0 TEKCTY
no 2 6nictepun y naui "LocnigHnii cTagii BUpObHMLTBA, MapKyBaHHS. 3MiH/ BHECEHI B TEKCT MapKyBaHHs yNnakoBKu
3 KapToHy; no 20 3aBof, KOHTPO/Ib AKOCTI, NiKapcbKoro 3acoby LUOAO 3a3HaYeHHsT MKHapPOAHMX
Tabnetok y 6nictepi; "rHuIC BUNyCK cepii); Nno3Ha4YeHb OAMHULb BUMIPIOBaHHSA. BBeEHHS 3MiH NPoTAromM
no 1 6nictepy y nauui ToBapucTBO 3 6-T MicsLIB NicNs 3aTBEPKEHHS
3 KapTOHY 06MEXEHO
BiANoBiga/IbHICTIO
"papmaLeBTUYHa
KoMnaHis "3gopos'a”,
Ykpaina (Bci ctagii
BMPOGHMLTBA,
KOHTPO/Ib AKOCTI,
BUMYCK cepil)
288. | XJIOPO®ININ | Tabnetkn no 12,5 mr ToBapucTBo YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 6e3 UA/1556/01/02
T no 10 Tabnetok y 3 obmexeHo 3MiHM | TUny - 3MiHK WoA0 6e3nekn/edhekTMBHOCTI Ta peyenma
6nictepi; no 2 06MEXeHOo BigNoBiga/IbHICTIO hapmakoHarnagy (iHwWi 3MiHK) - BHECEHHS 3MiH [0 p.
6nicTepu y nauuj 3 BiAgnosigaib "LocnifHnii 3aBof, «MapKyBaHHs»
KapToHy; no 20 HiCTIO "r'HUC", YkpaiHa (BCi 3anponoHoBaHo: BignoBigHO A0 3aTBEPAYKEHOIO TEKCTY
Tabnetok y 6nictepi; "OocnigHuii cTafii BUpo6HMLTBA, MapKyBaHHS. 3MiHN BHECEHI B TEKCT MapKyBaHHS ynakoBKU
no 1 6nictepy y nauui 3aB0[, KOHTPO/Ib SKOCTI, NiKapCbKOro 3acoby o0 3a3HaYeHHA MKHAPOLHUX
3 KapTOHY "rTHUC" BMNYyCK cepii); no3HayeHb OAMHMLUb BUMIPOBaHHS. BBeAEHHS 3MiH MPOTArOM
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
ToBapucTBo 3 6-TV MicALiB NiCNSA 3aTBEPKEHHS
obmexeHoto
BiANOBIAA/IBHICTIO
"PapmaueBTuyHa
KoMnaHis "3gopos'a”,
Ykpaina (Bci ctagii
BMPOGHMLTBA,
KOHTPO/b AKOCTI,
BUMYCK cepii)
289. | XYMANOIr® PO34MH A5 iH'EKUIN, Ninni ®paHc PpaHuis EEni Ninni eHg CLWA BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/4750/01/01
100 MO/mn no 3 mny Komnani, CLLUA PpaHuis 3MiHM | TUNy - 3MiHK 3 AKOCTi. FTOTOBUIA NiKapcbkuii 3aci6. peuenmom
CKNSIHOMY KapTpuaxi; (BUPOGHMLTBO 3a Cunctema KoHTelHep/3aKkynoproBasibHUIA 3aci6. 3MiHa y
no 5 kapTpuaxis y NMOBHUM LMK/IOM); NepBVHHIlA yNaKoBLji rOTOBOrO /likapCbKoro 3acoby (iHLWi 3MiHK)
KapTOHHIA nayyi; no 3 Ninni ®paHc , PpaHLis - BHECEHHS 3MiH Ao p. 3.2.P.2.4 Cuctema
M1y CKISIHOMY (BUPOGHMLTBO 3a KOHTelHep/3akynoptoBasibHWI 3acib, a came 3amiHa eMynbCeil
KapTpuaXi, MOBHUM LVIK/TOM) OVMETUKOHY, sika BUKOPUCTOBYETLCA 151 06P06KN KapTpuapka
BK/1aZleHOMY Y LUNpuL- 3 DC 365(MicTUTb eMy/bryrounii areHT «Triton-X100») Ha DC
pyuky KsikleH; no 5 366 (6€e3 eMysibryroHoro areHty «Triton-X100»); y3rogpKeHHs
LUMPULL-PYYOK Y BU3HAYEHHS eMy/bCil JUMETUKOHY B fOCLE K PEYOBVHW ANA
KapTOHHI nauyui; nol10 06pO6KN CMCTEMU 3aKPUTTSA NEPBUHHOTO KOHTelHepa
MY CKNSIHOMY
dhnakoHi; no 1
(h/1aKOHY B KapTOHHii
ynakoBLi
290. | LET/IO® TabneTkun, BKpUTI OpraHocuH IHAis EBepTomkeH Naiich IHAi BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 6e3 UA/16177/01/01
NAiBKOBOIO Naiidp CaeHcus flimiteq 3MiHK | TURYy - 3MiHK 3 AKOCTI. FOTOBWIA NlikapcbkMii 3aci6. 3MiHM | peyenma
060/10HKOI0, N0 5 Mr CaeHcuns y BUPOGHMLTBI. 3MiHa po3Mipy cepii (BkIuakoun gianasoH
no 10 TabneTok y Met. N4 po3Mmipy cepii) roToBOro NikapCbkoro 3acoby (3MeHLUEeHHS [0

6nictepi; no 1 abo no
3 6nictepu y
KapTOHHIA navui

10 pasiB) - 3MEHLLEHHS PO3Mipy Cepii roTOBOro NMikapcbkoro
3acoby 3 900 000 Tabnetok Ha 300 000 TabNeTOK; 3MiHM |
TNy - 3MiHK 3 AKOCTi. FOTOBMIA NiKapCbkuii 3aci6. 3MiHW Y

BMPOBHMUTBI. 3MiHM y MpoLeci BUPOOGHMLTBA FOTOBOrO
NiKapCcbKoro 3acoby, BKIHOHa0UM NPOMiIXXHUIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULTBI TOTOBOrO NikapCcbKoro
3aco6y (He3HayHa 3MiHa y NpoLEeci BUPOOHULTBA) - HE3HAYUHI
3MiHM Y BUPOGHMYOMY NPOLLECI FTOTOBOTO /TiKapPCbKOro 3acoby
Ha CcTafiii: NpocitoBaHHS AOMNOMKHUX pevoBuH (Sifting),
nepemiwysaHHs (Blending), nokputTa TabN1eTOK NNiBKOBOO
o6onoHkoto (Coating). 3miHu Il TMNy - 3MiHK 3 siKOCTi. ADI.
Brpo6HMLUTBO. 3MiHa BUPOOHUKA BUXiZHOTrO/NPpOMIKHOrO
NPoAyKTy/peareHTy, Lo BUKOPUCTOBYOTLCSA Y BUPOGHNYOMY
npoueci A®l, abo 3miHa BUpoGHYKKa (BKOHarun, ae
HeobXxifHO, MiCcLe NPOBEAEHHS KOHTPOIO AKocTi) A®I (3a
BiJCYTHOCTI cepTudikaTa BignoBigHOCTI €BpoNeiicbKil
hapmakonei y 3aTBeppKeHOMY [A0CLE)(iHLLi 3MiHN) -
BBE/IeHHS 404aTKOBOI BUPOOHUYOI AinbHUL ADI
NeBoUeTUpU3NHY gurigpoxnopugy - Granules India Limited,
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
Plot No. 08, Jawaharlal Nehru Pharma City, Tadi Village,
Parawada Mandal, Visakhapatnam - 531 019 Andhra Pradesh,
India.
291. | LUET/IO® TabneTtku, BKPUTI OpraHocvH IHAis EBepTomKeH Navich IHais BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 UA/16176/01/01
NAiBKOBOO Naiidp CaeHcus flimiteq 3MiHK | TURYy - 3MiHK 3 AKOCTI. FOTOBUIA Nikapcbknii 3aci6. 3MiHKM | peyenma
060/10HKOI0, N0 5 Mr in CaeHcuns y BUPOGHMLTBI. 3MiHa po3Mipy cepii (Bkuakoun gianasoH
bulk: no 1000 MeT. N14,. po3Mipy cepil) roToBOro NikapcbKoro 3acoby (3MEHLLUEHHS 40
TabneTok y noAgiliHNX 10 pasiB) - 3MEHLLEHHS PO3Mipy cepii rOTOBOr0 NiKapCbKoro
nosnieTnIeHoBUX 3acoby 3 900 000 Tabnetok Ha 300 000 TabneToK; 3MiHM |
nakeTax TUNY - 3MiHW 3 SIKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHN Y NpoLeci BUPO6HULITBA FOTOBOTO
NiKapCbKOro 3acoby, BK/IHOHa0UM NPOMiIXKHUIA NPOAYKT, L0
3aCTOCOBYETLCS NPV BUPOGHULTBI FOTOBOTO NiKapCbKOro
3ac06y (He3HayHa 3MiHa y npoLeci BUPOO6HULITBA) - HE3HAYHI
3MiHW Y BUPOGHMYOMY NPOLLECi FTOTOBOTO /TiKapPCbKOro 3acoby
Ha CTagiii: NpocitoBaHHA AOMOMiXHUX peyvoBUH (Sifting),
nepewmiwysaHHs (Blending), nokpuTTa TabneTok niiBKOBOKO
o6onoHkoto (Coating). 3miHu Il TMNy - 3MiHK 3 siKOCTi. ADI.
Bupo6bHMLTBO. 3MiHa BUPOGHMKA BUXIAHOTO/NPOMIXXHOrO
npoayKTy/peareHTy, WO BUKOPUCTOBYOTLCS Y BUPOOHUYOMY
npoueci A®l, abo 3miHa BUpo6HYKKa (BKOHaun, ae
Heob6XiAHO, Micue NPOBeAEHHSI KOHTPOIO AKOCTI) AdI (3a
BifICYTHOCTI cepTudpikaTta BignoBigHOCTI EBponenchbkili
hapmakonei y 3aTBepyKeHOMY [0CbE)(iHLLi 3MiHN) -
BBEEHHS OAATKOBOI BUPOOHMYOT AinbHULL AD]
neBoueTUpU3uHy gurigpoxnopugy - Granules India Limited,
Plot No. 08, Jawaharlal Nehru Pharma City, Tadi Village,
Parawada Mandal, Visakhapatnam - 531 019 Andhra Pradesh,
India.
292. | UMHAPU3UH | Tabnetkn no 25 mr; no | ToBapucTtso YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/5292/01/01
"o3" 50 TabneTok y 3 06MEXeHO 3MiHK | TUNYy - 3MiHK Wo[0 6e3nekn/eddeKTUBHOCTI Ta peuenmom
6nicTepi; no 50 06MexeHot BiANoBiga/IbHICTIO thapmakoHarnagy (iHwWi 3MiHK) - 3MiHW BHECEHI B TEKCT
Tabnetok y 6nictepi, Bignosigasb "[locnifHnii 3aBof, MapKyBaHHS NEPBUHHOI Ta BTOPUHHOT YNakoBKMN NiKapCbKoro
no 1 6nictepy y nauui HICTIO "THLIC", Ykpaina (BCi 3aco6y Wo40 3a3Ha4YeHHS MbKHapPOAHUX NO3HAYeHb OAVHULb
3 KapToHy; no 10 "NocnigHnii cTafii BUpobHMLTBA, BMMIPIOBaHHSA. BHECEHHS 3MiH A0 po3ainy "MapkyBaHHA" MKHA
Tabnetok y 6nictepi, 3aB0/, KOHTPO/Ib AKOCTI, N3. 3anponoHosaHo: MapkyBaHHs. BignosigHo o
no 5 6nictepis y navuj "THLUCH BMNyCK cepii); 3aTBEPAKEHOro TEKCTY MapKyBaHHsl. BBeAeHHS 3MiH NPOTSArom

3 KapTOHY

ToBapucTBO 3
obmexeHoto
BigNoBiAa/IbHICTIO
"PapmaueBTuyHa
KomnaHia "30pos'a”,
YkpaiHa (Bci cTagii
BMPOGHMLTBA,
KOHTPO/b AKOCTI,
BMNyCK cepii);

6-Tn MicAUIB NicNA 3aTBEPKEHHS.
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
ToBapucTBO 3
obmexeHoto
BiANOBIAA/IBHICTIO
"®APMEKC I'Py1",
Ykpaina (Bci ctagii
BMPOGHMLTBA,
KOHTPO/b AKOCTI,
BMNYCK cepil)
293. | WMNWWUHN nnoawu, no 100 r abo MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 6e3 UA/2271/01/01
nnoaun no 130 r y naykax 3 dapmaueBT dapmaueBTUYHaA 3MiHM | TUNy - 3MiHK 3 AKOCTi. FTOTOBUIA NiKapcbkuii 3aci6. peuyenma
BHYTPILLHIM NakeTowm; NyHa tpabpuka "Biona" KOHTpPO/1b rOTOBOrO /liKapCbKOro 3acoby. 3MiHa y meTogax
no 3 ry qinbTp- thabpuka BMNPOGYBaHHS roTOBOrO Nlikapcbkoro 3acoby (ans
nakeTi, no 20 qinbTp- "Biona" NpuBELEHHS Y BigNOBIAHICTL 3 AdY abo EBponeiicbkoo

nakeTiB y nauui

hapMakoneero Ta BUYYEHHS MOCUIAHHSA Ha 3acTapinnia
BHYTPILUHI MeToA, BUNPOGYBaHHS i MOro HOMep) - BHECEHHS
3MiH g0 Cneuudpikauii Ta MeToziB KOHTPOSIKO AKOCTI
NiKapcbKoro 3acoby 3a NokasHUKom «MikpobionoriyHa
yncToTa», «YMCIoBI NOKa3HKKM», a caMe 3amiHa nocuiaHb 3
[OdY 1.0 Ha «gitouvy pefakuito» APY. 3MiHKM | Tuny - 3MiHK
oo 6e3nekn/edeKTMBHOCTI Ta dpapmakoHarnsgy (iHLi
3MiHK) - 3MiHa Ao po3gainy MKA N3 (po3gin «padivHe
0(hOpMIEHHS» 3aMiHEHO PO34ifIoM
«MapkyBaHHs»( BignoBigHo 40 3aTBEPAYKEHOIO TEKCTY
MapKyBaHHs1)). 3MiHN BHECEHI B TEKCT MapKyBaHHS ynakoBK1
NikapCcbKoro 3acoby LWoA0 3a3HaYEHHA MKHAPOLHUX
no3HayeHb OAMHWLb BUMIpIOBaHHSA. BBeeHHs 3MiH NpoTsarom
6-Tn MicAUiB NicnsA 3aTBepKEeHHA. 3MiHW | TUNY - 3MiHK 3
AKoCTi. FOTOBWIA Nikapcbkuii 3aci6. KOHTPOIb rOTOBOrO
nikapcbKoro 3acoby. 3miHa napameTpis cneuudikauii Ta/abo
[OMYyCTUMNX MEX roTOBOTO NiKapCcbKoro 3acoby (40NOBHEHHS
cneumaikalii HOBUM NOKA3HUKOM 3 Bif4NOBIAHNM METOAOM
BMNPOGYBaHHS) - BHECEHHS 3MiH Ao Cneuudikauii/MeTogis
KOHTPOJI0 AKOCTI NiKapCbKoro 3acoby, a came BBeAEHHS N.
«lpeHTudpikauis» 3 Bi4NOBIAHM METOAOM BUNPOGYBaHHS, Y
3B'A3KY 3 NPUBELAEHHSAM A0 BMMOr MoHorpadii «LUnnwmHn
nnoguN» AdY. 3miHu | Tuny - 3mMiHW 3 AKocTi. FoToBUIA
nikapcbkunii 3aci6. KOHTPOIb FOTOBOrO NiKapCbKoro 3acooby.
3miHa napameTpis cneuudikaLin Ta/abo onycTMMNX Mex
roTOBOrO JlikapcbKoro 3acoby (4ONOBHEHHS cneuudikaLii
HOBWUM MOKAa3HMKOM 3 BiNOBiAHUM METOA0M BUMNPOOYBaHHS) -
BHECeHHs 3MiH 40 Cneuudikalii/MeToaiB KOHTPOO AKOCTI
nNikapcbKoro 3acoby - NnpuBeAeHHs nokasHuka "KinbkicHe
BM3HaYeHHs" A0 MoHorpadii «WunwmvHn nnoguN» AdY, a
came BBefeHHs n. «lpouiaHign» 3 BiANOBIAHMM METOLOM
BMNPO6YBaHHA. 3MiHN | TURY - 3MiHW 3 AKOCTIi. F0TOBMIA
nikapcbkunii 3aci6. KOHTPOIb rOTOBOrO NiKapCbKoro 3acooby.

3mMiHa y MeToAax BUNpo6yBaHHS roTOBOro JlikapcbKoro 3acoby
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1

(iHWi 3miHW y MeTogax BUNpobyBaHb (BKIO4aouy 3amMiHy abo
[OMNOBHEHHS)) - BHECEHHS 3MiH 40 MeTO/iB KOHTPOSIO AKOCTI
nikapcbkoro 3acoby 3a n. «4ncnoBsi NokasHUKN», a came
BW/TyYEHHS nocwuiaHb Ha dhapmakoneto (4P CPCP XI
BUAAHHA); 4OAA€ETLCA AOKIaHA METOANKA BU3HAYEHHS
CTyneHs noapibHeHHs YacTok npenapaty. 3MiHu | TURYy - 3MiHW
3 AKoCTi. [0TOBWIA Nikapcbknii 3aci6. KOHTPOb roTOBOro
nikapcbKoro 3aco6by. 3MiHa napameTpiB cneuudikaii Ta/abo
O0MNYCTUMUX MEX rOTOBOTO NiKApCbKOro 3acoby (3BY>XEHHS
OOMNYyCTUMUX MEX) - BHECEHHS 3MiH Ao Cneumdikauii Ta
MeToziB KOHTPOIO SKOCTi NMikapcbkoro 3acoby, a came
npuBeeHHs nokasHuka "Brparta B Maci npu BUCYLLYBaHHI" 40
BMMOr MoHorpadii «lnnwuHn nnognN» AdY. 3MiHn | Tuny -
3MiHU 3 AIKOCTi. FOTOBMIA Nikapcbkuii 3aci6. KOHTposb rotoBoro
nikapcbKoro 3acoby. 3miHa napameTpis cneuudikauii Ta/abo
[OMYCTUMMX MEX rOTOBOTO NiKapCbKOro 3acoby (3BY)XXeHHS
[ONyCTUMMX MEX) - BHECEHHSA 3MiH A0 Cneuundikauii Ta
MeTogiB KOHTPO/IO SKOCTI NliKapCbkoro 3acoby, a came
npuBeAeHHA nokasHuka " 3aranbHa 3o0na" 4o BUMor
MoHorpadii «lnnwmHy nnoguN» APY. 3MiHu | TUny - 3MiHK 3
AKOCTI. [O0TOBWI Nikapcbknii 3aci6. KOHTPOIb rOTOBOTO
nikapcbKkoro 3acoby. 3MiHa napameTpiB cneuudikauii Ta/abo
LONYyCTUMMX MEX rOTOBOr0 NiKapCbKoro 3acoby (iHLi 3MiHu) -
BHECEHHS 3MiH fo Cneumdikauii Ta MeToaiB KOHTPOO AKOCTI
nikapcbkoro 3acoby, a came NpuMBeAEHHS M. «4nciosi
NOKa3HWKN» (CTOPOHHI JOMILLKM) A0 MOHOrpadii «LLnnwmHm
nnoguN» Aoy

I'eHepanbHui JupeKTOop /JupekTopary (hapMaieBTUYHOT O

3a0e3rneyeHHsAa

0.0. Komapiga
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