MIHICTEPCTBO OXOPOHM 3/I0POB’AI YKPAIHU

HAKA3

Kuis

19 BepecHs 2023 poky Ne 1648

IIpo Jep)kaBHY peecTpalliio (mepepeecTpailiio) JiKapCcbKuX 3aco0iB (MegMUHUX
iMmyHoOio/ioriuHKX MpenapaTiB) Ta BHeCeHHs 3MiH /10 peecTpaLiiHiUX MaTepiaiB

BianoBigHo o cratTi 9 3akoHy Ykpainu «IIpo mikapchbKi 3aco0u», MyHKTIB 5,
7, 9, 10 Tlopsinky [nep>kaBHOI peecTpalii (mepepeecTpatiii) mikapcbkux 3acobiB,
3aTBep/pKeHoro rmoctaHoBoro Kabinety MiHicTpiB Ykpainu Bij 26 TpaBHs 2005 poky
Ne 376, ab3aily ABaflsiTh CbOMOTO IMANMYHKTY 12 myHKTy 4 Ilojio)KeHHsS TIpO
MiHicTepcTBO OXOpPOHM 37I0pOB’Sl YKpaiHU, 3aTBeppkKeHOoro rnocraHoBor KabiHery
MinictpiB Ykpaiau Big 25 Gepesnsi 2015 poky Ne 267 (B pejakiiii 1oCTaHOBH
Kabinery MinicTpiB Ykpainu Big 24 ciunss 2020 poky Ne 90), Ha mimcrasi
pe3y/bTaTiB eKCIIePTU3U PeecTpalliiHiX MaTrepiaiiB TiKapCchKUX 3aco0iB (MeaUUHMX
iMyHoOionoriuHMX  TpemapartiB), 10 TOJaHi Ha Jep)XaBHy  PpeeCTparlifo
(mepepeecTpallit0) Ta BHECEeHHS 3MiH [0 peeCcTpalliiHUX MaTepiajiB, TPOBeJeHUX
Hep>kaBHUM TIiAMPUEMCTBOM «Jlep>kaBHUM eKCrepTHUW LieHTp MiHicTepcTBa
OXOPOHM 3/7I0POB’S] YKpaiHW», BUCHOBKIiB I[0/0 edheKTHBHOCTi, Oe3meuHocTi Ta
AKOCTI, IOA0 eKCIIepTHOI OLIHKU CITiBBiJHOLIIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, II[0 TIPOTIOHYETLCS [0 Jep>KaBHOI peecTpaljii (mepepeectpaiiii), II0A0
BHECEHHsI 3MiH [0 PeeCTpalliiHUX MaTepialiB Ta peKoMeH/allii Moro /10 Jep>kKaBHOi
peectpaiiii (epepeecTpaiiii) abo BHeCeHHsI 3MiH I0 peecTpalliiHUX MaTepiasiB,

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCcTH M0 [lep>KaBHOTO DPeeCTPy JiKapChbKuX 3acobiB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOiosoriuHi mperapatd) 3rigHO 3
Jomatkom 1.

2. TlepepeecTpyBaty Ta BHeCTU [0 [lep>kaBHOTO PeECTPY JiiKapchbKuX 3acobiB
YKpaiHM fiKapcbKi 3acobu (MeauuHi iMyHOOiosoriuHi TipermapaTH) 3rigHO 3
JloJaTKoM 2.
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3. Brectu 3MmiHM [0 peecTpauiHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
JMKapcbKuX 3aco0iB YKpaiHW Ha JiKapchKi 3acobw (MeguuHi imyHoOGiomoriusi
riperapaTy) 3riJJHO 3 JOAATKOM 3.

4. dapmarieBTHuHOMY yripaBmiHHIO (Tapacy JIsgCKoBCbKOMY) 3a0e3rneunTu
OTIPWIIOZHEHHSI 1IbOT0 Haka3y Ha odiuiiiHomy BebOcaiiti MiHicTepcTBa 0XOpOHU

3/10pOB’d YKpaiHu.

5. KoHTpo/1b 32 BUKOHAHHSM I[bOT'0 HaKa3y IMOKJ/IACTH Ha MepIIOro 3acTyHUKA
Minictpa Cepris [IyopoBa.

MiHicTp BikTop JISAIIIKO



Hoparox 1

/0 Haka3zy MiHicTepcTBa 0X0poHH
3p0poB’st Ykpainu «IIpo gepxaBHy
peecTpaniio (mepepeecrpariito) JiKapcbKUX
3aco0iB (MeAHMYHHUX IMyHO00i0/IOTiYHHX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpaniiHuX MaTepiatiB»

Bix 19 BepecHs 2023 poky Ne 1648

ITEPEJIIK

3APEECTPOBAHUX JITIKAPCBKHMX 3ACOBIB (MEAVNYHUNX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI
BHOCSATHCS 10 IEPXKABHOI'O PEECTPY JIIKAPCHKUMX 3ACOEBIB YKPAIHU

Ne Ha3ssa nikapcbko20 dopma sunycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
ynakosKa) nocsioYeHHs
1. ATTEHTO® NNKOC | Ttabnetku, BKpUTI MeHapiHi NMiokcembypr | BUpo6HMLTBO "in bulk”, Himeuunna peecTpauist Ha 5 pokis 3a He UA/20114/01/01
40/10/12,5 NAiBKOBOO IHTepHeLLoHan nakyBaHHs1, KOHTPO/1b MepioAnyHICTb NOAAHHS PEryNApHO | peyernmom niosnsieae
060/10HKOt0, No 40 OnepeiwoHc Ta BUMYyCK cepili: OHOBJ/IHOBAHOTO 3BITY 3 6e3neku,
mr/10 mr/12,5 mr, no INokcembypr [Jaiui CaHkio FOpoyn BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
14 TabneTok y C.A. M6X, HimeuunHa; hapmakoHarnsgy, 3aTBepaKeHoro
6nictepi; no 2 nakyBaHHs1, KOHTPO/1b Haka3zom MiHicTepcTBa OXOPOHU
6nicTepy B KAPTOHHIi Ta BUNYCK Cepiii: 300pOB’A YKpaiHu Big, 27 rpygHs
Kopoo6Li Bepnin-Xewmi Al, 2006 poky Ne 898, 3apeecTpoBaHOro
HimeuuunHa; B MiHicTepcTBi tocTuLii YkpaiHm 29
KOHTPO/b Ta BUMYCK ciuHsa 2007 poky 3a Ne 73/13340 (y
cepiii: pepakuii Hakasy MiHicTepcTBa
MeHapiHi-PoH XeiiaeH OXOPOHU 340pPO0B's YKpaiHu Big, 26
'mM6X, HimeuunHa BepecHs 2016 poky Ne 996),
CTaHOBUTbL: 3rifHO 3i CTpoKamu,
3a3HavyeHVMK y NepiogNYHOCTI
NOAAaHHA PerynsipHuX 3BiTiB 3
6e3neku.
2. ATTEHTO® NNKOC | Tabnetkun, BKpUTI MeHapiHi Mokcembypr | BUpo6HULTBO "in bulk”, HimeuunHa peecTpadist Ha 5 pokis 3a He UA/20114/01/02
20/5/12,5 NAiBKOBOIO IHTepHeLLoHas nakyBaHHs1, KOHTPO/1b MepioAnyHICTb MOAAHHS PErYNAPHO | peyernmom nidnsieae
060/10HKOt0, No 20 OnepenLwoHc Ta BUMyCK Cepili: OHOBJ/IIOBAHOTO 3BITY 3 6e3neku,
mr/5 mr/12,5 mr, no 14 INokcembypr [Jaiui CaHkio FOpoyn BiiNOBIAHO A0 MopsAKY 34iACHEHHS
TabneTtok y 6nictepi; C.A. v6X, HimeuyunHa,; hapmakoHarnsigy, 3aTtBepaKeHoro
no 2 6nictepu B nakyBaHHS, KOHTPO b Haka3oMm MiHicTepcTBa OXOPOHU
KapTOHHI Kopobuyj Ta BUMyCK cepili: 3710pOB’A YKpaiHu Bif, 27 rpyaHs
BepniH-Xewmi Arl, 2006 poky Ne 898, 3apeecTpoBaHOro
HimeuuunHa; B MiHicTepcTBi toCcTuLii YkpaiHu 29
KOHTPO/1b Ta BUMYCK ciyHsa 2007 poky 3a Ne 73/13340 (y
cepiii: peaakuii Hakaly MiHicTepcTBa
MeHapiHi-PoH XeiigeH OXOPOHY 30POB'A YKpaiHu Big, 26
M6X, HimeuunHa BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamMm,
3a3Ha4YeHNUMK y NepioanYHOCTI
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Ne Ha3sBsa snikapcbko20 ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsioyeHHs1
NOAAHHSA PerynsipHNX 3BiTiB 3
6e3neku.
3. ATTEHTO® N/NKOC | Tabnetkun, BKpUTI MeHapiHi NMokcembypr | BUpo6HMLTBO "in bulk”, Himeuunna peecTpauist Ha 5 pokis 3a He UA/20114/01/03
40/10/25 nniBKOBOIO IHTepHelLoHan nakyBaHHs, KOHTPO/Tb MepiognyHicTb NOAaHHA PerynsipHo | peyenmom nionsizae
060/10HKOI0, No 40 OnepeiLwoHc Ta BUMYCK Cepiii: OHOBJ/IKOBAHOTO 3BITY 3 6e3neku,
mr/10 mr/25 wr, no 14 INokcembypr [Jaiui CaHkio FOpoyn BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
TabneTtok y 6nictepi; C.A. v6X, HimeyunHa; thapmakoHarnagy, 3aTBepAKeHoro
no 2 6nictepu B nakyBaHHs1, KOHTPO/1b Haka3zom MiHicTepcTBa OXOPOHU
KapTOHHI Kopo6Lyi Ta BUMYCK cepiii: 340pOB’A YKpaiHu Big, 27 rpygHs
BepniH-Xewmi AT, 2006 poky Ne 898, 3apeecTpoBaHOro
HimeuuunHa; B MiHicTepcTBi toCcTuLi YkpaiHu 29
KOHTPO/Ib Ta BUMYCK ciuHs 2007 poky 3a Ne 73/13340 (y
cepiii: pefakuii Hakasy MiHicTepcTBa
MeHapiHi-PoH XeiiaeH OXOPOHY 30pPOB's YKpaiHu Big, 26
'M6X, HimeuyunHa BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3i CTPOKamu,
3a3HavyeHVMK y NepiognNyYHOCTI
NOAAHHA PerynspHMX 3BIiTiB 3
6e3neku.
4, EHOKCANAPUVH nopoLuok (cybcraHLis) MpuBaTHe YkpaiHa LoHpKiHr TiaHfoHr Kutaii peecTtpauis Ha 5 pokis - He UA/20190/01/01
HATPIO y NoABIliHNX akujioHepHe dapmacsbtoTikan Ko., nionsizae
nonieTnNeHoBux TOBapWCTBO nTp
nakertax ans "To
chapmaLeBTUYHOTO BUPOGHMLTBY
3acToCyBaHHs iHCYniHIB
"IHOAP"
5. NEBOKAPHITVH KpUCTanivyHuiA MpuBaTHe YkpaiHa Hopcect Kutaii peecTpauist Ha 5 pokiB - He UA/20191/01/01
nopotuok abo akuioHepHe dapmacbioTikan [pyn niosnsieae
KpucTanu (cybcTaHuis) TOBapuCTBO Ko., 14,
ons "Jlekxim-
hapmaueBTUYHOTO XapkiB"
3aCTOCYBaHHA Y
MiLLIKax
6. LE®A3ONIHY nopoLuUok (cybcTaHLis) My6niuHe YkpaiHa CiEcMiCi YxyHHYyO KuTaii peecTpauist Ha 5 pokis - He UA/20192/01/01
HATPIEBA CI/lb Y a/TIOMIHIEBUX akKujioHepHe dapmacbioTikan nionsizae
CTEPU/IbHA 6igoHax ans TOBapUCTBO (WwuuzawkyaH) Ko.
hapmaLeBTUUYHOTO "HaykoBo- nTg
3acTOCyBaHHs BMPOGHUUMIA
LieHTp
"BopLuariBcbk
Ui Ximiko-
hapmaueBTny
HWi1 3aBoa"

B.o. Haua1bLHUKA
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dapmalreBTUYHOr0 YNpaB/IiHHSA Onexkcangp TPITEHKO



JoaarTok 2

J0 Haka3zy MiHicTepcTBa 0X0poHHU
30poB’st YKpainu «IIpo fep)xaBHY
peecTpaniio (mepepeecTpanii) JiKapCbKUX
3aco0iB (MegUYHNX iMYHOOi0/TOriYHHUX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpaniHNX MaTepiatiB»

Bix 19 BepecHs 2023 poky Ne 1648

IIEPEJIIK

INEPEPEECTPOBAHUX JITKAPCBKHMX 3ACOBIB (MEJUUHUX IMYHOBIOJIOT'TYHUX ITPEITAPATIB), AKI
BHOCSATBHCS 10 IEPXKABHOI'O PEECTPY JIIKAPCHKHNX 3ACOEBIB YKPAIHU

Ne Hassa dopma suUrnycKy 3asasHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
3acoby yrnakoska) MocBi0O4Y€HHs1
1. AMBPOKCO/ | cupon, 15 mr/5 ma no MAT YkpaiHa MAT Ykpaina nepepeecTpaList Ha HE0OMEeXeHW TepMiH 6e3 niosnsieae UA/17014/01/01
100 mn 'y 6aHui "Ximcpapmsa "Ximchapmsasos, peyenma
noniMepHiii; no 1 BOf, "YepBoHa 3ipka" OHOB/EHO iHhopMaLito B IHCTPYKUIT Ans
6aHLi y nayui pasom 3i "UepBoHa MeAMYHOro 3acTOCyBaHHSA NikapcbKoro 3acoby B
CcTakaHOM MipHUM a6o 3ipka” po3ginax "Ocob6aMBOCTi 3aCTOCyBaHHSA",
JIOXKOIK MipHOHO; MO "3acTocyBaHHs y nepio BaritTHocTi abo
100 mn y 6aHu;j rogyBaHHs rpyaat”, "Mo6iyHi peakui”
CKMSAHIN; no 1 6aHui y BIANOBIAHO A0 iH(hopMaLii pethepeHTHOro
nauyj pasom 3i nikapcbKoro 3acoby (JlazoneaH 3i CMakom
CTakaHOM [103YH0UUM nicoBux Arig, cupon 15 mr/ 5 mn).
a60 NTOXKOK MipHOHO
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/OBAHOrO 3BITY 3 6€3neku, BigNoBigHO [0
Mopsaaky 3AilicHeHHs hapMakoHarnaay,
3aTBEPAKEHOr0 Haka3oM MiHiCTepcTBa OXOPOHM
30,0p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCcTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasly MiHicTepcTBa OXOPOHU
300pOoB'a YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBUTB: 3riAHO 3i CTPOKaMMu,
3a3HayeHUMK y NepioANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neKu.
2. AHTAPEC® Tabnetkn no 200 wmr; MNAT YkpaiHa MAT YkpaiHa nepepeecTpauis Ha He0OMeXeHW TepMiH 3a He UA/17096/01/01
no 10 tabnetok y "Kunismeanp "KuiBmegnpenapa OHOB/IEHO iH(hopmaLLito B IHCTPYKUIT Ans peyenmom nionsieae
6nicTepi; no 3 abo 9 enapat" T Me[MYHOro 3aCTOCYBaHHS y po3ginax
6nicTepiB y mauui; no "Ocob6nmBoCTi 3acTocyBaHHS", "MobiuHi peakwi
15 Tabnetok y o0 6e3neku 3acTocyBaHHA NikapCbKoro
6nictepi; no 6 3acoby.
6nicTepiB y naui
MepiognyHICTbL NOAAHHS PerynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBigHO 40
Mopsaky 34iicHeHHs hapMakoHariaay,
3aTBEPKEHOrO Hakas3oM MiHicTepcTBa OXOPOHM




"Oco6nMBOCTI 3acTocyBaHHSA", "3acTocyBaHHs y
nepiog, BariTHOCTi abo rogyBaHHsA rpygat”,
"Cnoci6 3acTocyBaHHA Ta fo3un", "Mo6GiuHI
peakui”, "HecyMicHicTb" iHCTpYKL|i Ans
MeAMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby
BiANOBIAHO [0 iHhopMaLii pedhepeHTHOro
nikapcbkoro 3acoby Minbrama®.

MepioAnYHICTL NOAAHHA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBigHO 40
Mopsaaky 34iicCHeHHs hapMakoHarnagy,
3aTBEPKEHOro Haka3om MiHiCcTepcTBa OXOPOHM
340pOoB’A YKpaiuu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi loCTULi
Ykpainun 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
340pOoB’A Ykpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULji
YKkpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa 0XOPOHHU
30,0p0B'A YkpaiHn Bif, 26 BepecHst 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3HayYeHUMM y NepioANYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3neKku.
3. BIOCENAK Kancysn BariHasibHi TOB YkpaiHa IHCTUTYT Monbwa nepepeecTpavisi Ha HeOBMEXEHUIA TEPMIH 6e3 nionsieae UA/17194/01/01
TBepai, no 10 kancyn y «YOPN[, BioTexHonorii peyenma
6nictepi; no 1 MEANLUNH» CupoBaTok Ta OHoB/eHo iHhopMaLito B IHCTpYKLi Ans
6nicTepy y KapTOHHIl BakuuH BIOME/, MEeAMYHOro 3aCTOCYBaHHS NMiKapCbKOro 3acoby y
Kopo6ui; no 10 kancyn C.A. (IBCB po3gaini "MobiyHi peaxuii" WoAo 3BITyBaHHSA Npo
y thnakoHi; no 1 BIOME/[ C.A.) no6iyHi peakuji.
h1aKoHy Y KapTOHHIi
Kopoo6Li MepioanyHICTb NOAAHHSA perynsipHo
OHOB/OBAHOIO 3BITY 3 6e3neku, BigNoBigHO [0
Mopsaky 3aiicHeHHs hapmakoHariagy,
3aTBEPAKEHOr0 Haka3oM MiHiCTepcTBa OXOPOHM
37,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCTuL,i
Ykpainu 29 ciuyHs 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3y MiHicTepcTBa OXOPOHU
300pOoB'A YKpaiHu Bifg 26 BepecHst 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKamMMu,
3a3HayeHUMK y NepioANYHOCTI NoAaHHs
perynsipHux 3BiTiB 3 6e3neKu.
4, BITALEPTUH | po3uuH ANs iH ekuii MpuBaTHe YkpaiHa MpuBaTHe Ykpaina nepepeecTpauist Ha He0OMeXeHW TepMiH 3a He UA/16965/01/01
no 2 ma B amnyni; no5 | akuioHepHe akuioHepHe peuyenmom nionsieae
amnyn y 6nictepi, no 1 | TOBapMCTBO TOBapuCTBO OHOB/IEHO iHGhopMmaLito y posginax
6nictepy B naui "Jlekxim- "JlekxiM-Xapkis" "MokasaHHA", "B3aemogis 3 iHWUMK NikapCbKMMN
Xapkis" 3aco6amu Ta iHWi BUAW B3aeMogiid",




n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

300pOoB'a YKpaiHu Big 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHUMN Y NepiognMYHOCTI NoJaHHSA
PEerynsipHux 3BiTiB 3 6e3MeKu.

FEAEPUH
MA3b

Masb no 20 r abo no
251y 6aHuj; no 1
6aHLi B mayuj

TOB "OKN
"®bapmauesT
nyHa
habpuka”

YkpaiHa

TOB "OKnN
"papmaueBTnyHa
habpuka"

YKpaiHa

nepepeecTpaLisi Ha HE0OMEXEHWI TePMiH
OHoBMEeHO iHthopmauito y po3gini "MobiyHi
peakuii" iIHCTpyKLUii AN MegnyHoro
3aCTOCYyBaHHSA NiKapcbKoro 3acoby Lwoa0
3BiTYyBaHHS Npo NobiyHi peakw;i.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBigHO 40
Mopsaky 34iicHeHHs hapMakoHariaay,
3aTBEPAXXEHOr0 Hakas3oM MiHicTepcTBa OXOPOHM
340poB’A Ykpainu Big 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCTuL,i
Ykpainu 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU
300pOoB'a YKpaiHu Big 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHUMN Y NepiognMYHOCTI NoJaHHSA
perynsipHux 3BiTiB 3 6e3MeKu.

6e3
peyenma

nionsieae

UA/11790/01/01

I'YHA -
MATPIKC

Kpanni opanbHi, no 30
MY dh/1aKkoHi-
KpanenbHuyj; no 1
(p/1aKOHY B KapTOHHii
Kopoo6Li

lN'yHa C.n.a.

ITanisa

l'yHa C.n.a.

ITanis

nepepeecTpaLisi Ha HE0OOMEXEHWI TePMIH

OHOB/IEHO iHGhopmaLito y po3ainax iHCTPYKL,i
AN MeAUYHOro 3aCTOCYBaHHS NikapCbKoro
3acoby "®apMakosioriyHi BNacTuBOCTi"
(peparyBaHHs), "MNpoTUnokasaHHs",
"Oco6nmBocTi 3acTocyBaHHA", "Mo6iYHI peakwii”
{040 6e3nekn 3acTocyBaHHS NikapCbKoro
3acoby BiANOBIAHO A0 MaTepiasis
peecTpauiiHoro Aocbe.

MepioAnYHICTL NOAAHHA PerynsipHo
OHOB/OBAHOrO 3BITY 3 6e3neku, BigNoOBIAHO f0
Mopsaky 3ajiicHeHHs hapmMakoHariaay,
3aTBepKeHOro Hakasom MiHiCTepcTBa OXOPOHU
304,0p0oB’sA YKpaiHu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCcTuL,i
Ykpainm 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
pepaxuii Haka3ly MiHicTepcTBa OXOPOHU
300pOoB'A YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHUMN y NepiogMYHOCTI NoJaHHsA
perynsipHmx 3BiTiB 3 6e3neku.

HavasibHVK YNpaBniHHA ekcnepTu3n martepianis
3 6e3nekn nikapcbkmx 3aco6iB CKOpUK EBreHis,

6e3
peuyenma

nionsieae

UA/12711/01/01




Kopo6ui; no 50 mn,
100 mn po3ynHy y
naswkax, no 1 naswui
B KapPTOHHI kopobuj

cepi:
OkTtadhapma,
PpaHuis;
BVPOGHMUK,
BiANOBiAaIbHMI 3a
nepBrHHE Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b SIKOCTI,
BUNYCK cepi:
OkTachapma
dapmaveBTVKa

3acTocyBaHHA".

MepioAnyHICTb NOAAHHSA perynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO 40
Mopsaaky 34iicHeHHs hapMakoHarnaay,
3aTBEPMAKEHOro Hakasom MiHiCTepcTBa OXOPOHM
3[,0p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCcTuLji
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakazy MiHicTepcTBa OXOPOHU
300p0oB'a YkpaiHu Bif, 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3rigHO 3i CTPOKaMM,

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
HavyaNbHVIK YNpaBAiHHA ekcrnepT3u Martepianis
npo MeAnYHe 3aCTOCYBaHHS /iKapCbKux 3acobis
Ta HOMEeHKNaTypu, K.M.H. YepHeHko BikTopis
7. MOTUNIFTAC Kancynm m ski no 120 MakHin AHrnis Brpo6HMUTBO, ®paHuia/ nepepeecTpauis Ha He0OMeXeHWn TepMiH 6e3 nionsizae UA/16873/01/01
mr; no 10 kancyn y MNpopakTc KOHTPO/b HimeuunHa peyenma
6nicTepi; no 2 abo no Nimiteq roTOBOroO OHOoB/EHO iHhopMaLito B IHCTPYKUIT Ans
4 6nictepn B NPOAYKTY, BAMYCK MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby B
KapTOHHI ynakoBLi cepi: po3ginax "Cknag'(pefaroBaHo TEKCT po3ainy
KataneHTt ®paHce 6e3 hakTnyHoI 3miHK), "PapmakoTepaneBTUYHA
BeHaiim CA, rpyna. Kog ATX" (pegaroBaHo TekCT po3giny 6e3
dpaHuis; hakTUUHOT 3MiHM Kogy ATX), "3acTtocyBaHHS y
[MepBuHHE Ta nepiog, BaritTHocTi abo rogyBaHHs rpyaat”
BTOPUHHE (peparyBaHHs TEKCTY Ta yTOUHEHHS iHdhopmalLlii),
nakyBaHHs: "Cnoci6 3acTocyBaHHA Ta A031" (pefaryBaHHs
KaraneHt TEKCTY Ta YTOUYHEHHS iHdhopmadi),
[xepmati "Mepepo3yBaHHa", "MNo6GiyHI peakuii”,
LWopHaopd M6X, "Micue3HaxompKeHHs NpefcTaBHUKA 3asiBHMKaA Ta
HimeuunHa oro agpeca micus NpoBaKEeHHS AiSIbHOCTI"
(yTouYHeHHs iHhopMawii) BignoBigHo Ao
Marepianis peecTpauiiiHoro A0oChE.
MepiognyHICTbL NOAAHHS PerynspHo
OHOB/OBAHOrO 3BITY 3 6e3neku, BigNoBIAHO [0
Mopsaky 3aiicHeHHs hapmakoHariagy,
3aTBEPAKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
30,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCcTuL,i
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3y MiHicTepcTBa OXOPOHU
300pOoB'A YKpaiHu Bif 26 BepecHst 2016 poky Ne
96).
8. MAH3ICAl pO34nH aNa iHdysili OkTathapma AscTpis BUPOGHMUK, PpaHuia/ MepepeecTpaLllis Ha HEOBMEXEHWNA TEPMIH. 3a He UA/17142/01/01
PANZYGA® no 100 mr/mn; no 10 dapmaueBT BiANOBiAA/IbHWIA 32 ABcTpisi/ OHOB/IEHO iHGhopMaLito LWoAo 6e3neku peuyenmom nionsieae
M1, 25 MN PO3UnHY Y nka BMPOOHMLTBO in- HimeyunHa 3aCTOCYBaHHSA JONOMDKHOT PEYOBUHN B
dnakoHi, no 1 MpoayKTioHC bulk, nepBuHHe IHCTPYKUIT AN MeAUYHOro 3aCTOCYBaHHS
h1aKOHY B KapTOHHii rec m.6.X. nakyBaHHs, BUNYyCK nikapcbKoro 3acoby y po3aini "OcobnmsocTi
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
MpogaykTioHcrec. 3a3HayYeHUMM y NepioANYHOCTI NOAaHHS
M.6.X., ABCTpisi; perynsipHux 3BiTiB 3 6e3neku.
BUPOBHMK,
BiANOBiAa/IbHWIA 32
BTOPWHHE
nakyBaHHS:
OkTadapma
[Leccay M'm6X,
HimeyuunHa;
Bupo6HuK,
BiANOBiAaIbHMI 3a
BMNPOGYBaHHSA
TIOMIHIIO:
OxkTathapma
MpogykuioHcrecen
nwadt Jonunang
M.6.X., HimeuunHa
9. MAPALIETAM | Tabnetku wuinydi no ToBapucTBo YkpaiHa ToBapucTBo 3 YkpaiHa MepepeecTpavis Ha HEOOMEXEHUI TEPMIH. 6e3 nionsizae UA/17144/01/01
ON1 conKbn | 500 mr no 2 TabneTkm 3 obmexeHor OHOoB/EeHO iHhopMaLito B IHCTPYKUIT Ans peyenma
y CTpuni; no 6 cTpunis 06MeXeHOo BiANOBIAA/ILHICTIO MeAMYHOro 3acTOCyBaHHSA NikapcbKoro 3acoby B
Y KOpOGL,j 3 KApPTOHY BignoBigasb "PapmaueBTnyHa po3ginax "B3aemogis 3 iHWMMKN NiKapCbKUMun
HICTIO KOMMaHis 3acob6amu Ta iHLWi BUAy B3aEMogiii",
"®bapmaueBT "3p0pos'a" "Oco6nmBocTi 3acTocyBaHHA", "Mo6iYHI peakwii”
nyHa BiANOBIAHO A0 OHOBMEHOI iHhopMaL,i 3 6e3neku
KOMMaHis Lit0Y0T PEYOBUHN.
"3popos'a” MepioAnYHICTb NOAAHHS pPerynsapHO
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBigHO 40
Mopsaky 34iicHeHHs hapMakoHariaay,
3aTBEPAXEHOr0 Hakas3oM MiHicTepcTBa OXOPOHM
340poB’A Ykpainu Big, 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU
300pOoB'a YKpaiHu Big 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHUMN y NepiognMyHOCTI NoJaHHSA
perynsipHux 3BiTiB 3 6e3neKu.
10. TPUAMUWMHO | kpucTaniyHuii ToBapucTso YkpaiHa $apmabioc CnA ITania nepepeecTpaLisi Ha HE0OMEXEHWI TePMIH - He UA/17388/01/01
NOHY NOPOLLIOK (Cy6CTaHLis) 3 (B1pOGHMLTBO nionsizae
ALIETOHIA, y nakeTax noAgiliHMx 06MEXEHO TpUaMLMHONOHY
MIKPOHI3OB | nonietnneHoBux ans BignoBiganb aueToHigy), ITanis;
AHUA hapmaLeBTUYHOro HICTIO Mikpokem C.P.J1.
3acTocyBaHHS "®apmaueBT (mikpoHizauin
nyHa TPUaMLHONOHY
KOMMaHis aueToHigy), Itanisa
"3p0pos'a”
11. YPCO/E3OK NOPOLLIOK (Cy6CTaHLis) AT YkpaiHa CunuyaHb Ceni KnTaii nepepeecTpavjis Ha He0bMeXeHW TepMiH - He UA/17451/01/01
CUXO/NEBA y nakeTax noggifiHnx "KNIBCbKW dapmacbloTukan nidnsieae
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
KUCNOTA nonieTuNeHoBmxX s n Ko., 14,
hapmMaueBTUYHOIO BITAMIHHA
3aCTOCyBaHHA " 3ABOA"
12. DEMIHATI® TabneTku, BKPUTI TOB YkpaiHa Nabopatopioc IcnaHis nepepeecTpaLisi Ha HE0OMEXEHWI TePMiH 3a He UA/16341/01/01
NNiBKOBOIO "BOPBAPT JleoH ®apma, C.A. peyenmom nidnsieae
o6osoHkoto, 0,03 mr/3 C ®APMA" OHOoB/EeHO iHhopMaLito B IHCTPYKUIT Ans
Mr o 28 (21+7) MeAMYHOro 3aCTOCYBaHHSA NMikapCbKoro 3acoby y
Tabnetok y 6nictepi, posginax: "®apmakoTepanesTuuHa rpyna. Kog,
no 1 6nictepy pasom 3 ATX" (yToOuHeHHs Ha3Bu 6e3 3miHu kogy ATX),
KasieHA4apHo "apmakonoriyHi BnactneocTi”,
LUKa/Io Ta TpUMavem "MpoTtunokasaHHsa", "Ocobnusi 3axoau 6esnekn”,
ans 6nictepy y "B3aemogis 3 iHWKMK NikapcbknMu 3acobamu Ta
KapTOHHIA Kopoo6Li iHLWi BMAW B3aemogiin",
"Oco6mBoCTi 3acTocyBaHHA", "Cnoci6
3acTocyBaHHs Ta go3n", "MobiyuHi peakwyii
BiANOBIAHO A0 iHopMaLii WoA0 MeguyHoro
3acTOCyBaHHsA pethepeHTHOro NikapCcbKoro
3acoby (APVHA, Tabnetku, BKpUTi 060/10HKOI0).
MepioAnyHICTb NOAAHHSA PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO 40
Mopsaaky 34ilicHeHHs hapMakoHarnaay,
3aTBEPMKEHOr0 Haka3om MiHiCTepcTBa OXOPOHM
340pOoB’A YkpaiHu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuLji
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakaly MiHicTepcTBa 0XOPOHHU
30,0p0B'a YkpaiHu Bif, 26 BepecHst 2016 poky Ne
996), CTaHOBUTb: 3ri4HO 3i CTPOKaMMU,
3a3HayYeHUMM y NepioANYHOCTI NoAaHHS
perynspHux 3BiTiB 3 6e3nekun
13. ®IOPA3IA NOPOLUOK /151 PO3UYUHY AHaHTa Benuka Csicc IHgis nepepeecTpavisi Ha HeOOMEXEHUIA TEPMIH 3a He UA/17125/01/02
AnsiHekyinno 2r, 1 Megikeap BpuTaHis MepeHTepanc OHOB/IEHO iH(hopmaLito B IHCTPYKUIT Ans peyenmom niosnsieae
ch/1aKoH 3 NOPOLLKOM Y nTp. N1, IHpis; MeAMYHOro 3aCTOCyBaHHA /likapCbKoro 3acoby y

Kopoo6Li

AHaHTa Mepgjkeap

Nimiteg, IHAja

po3ginax "®apmakoTepanesTuyHa rpyna. Kog
ATX " (yTO4HeHHs iHchopmaLii 6e3 3MiHN Koay
ATX)", "®apmakonoriyHi Bnactnsocti”,
"Oco6nMBOCTI 3acTocyBaHHSA", "3acTocyBaHHs y
nepiog, BariTHOCTi abo rogyBaHHsA rpygat”,
"Cnoci6 3acTocyBaHHA Ta go3sun”, "ditn"
(peparyBaHHs), "lNo6iyHi peakuii” BigNOBIAHO A0
iHhopMaUii pedhepeHTHOro nikapcbkoro 3acoby
(POPTYM, NOPOLLOK AN PO3UMHY NS IH'EKLN).

MepiognyHICTb NOAAHHS PerynspHo
OHOB/IOBAHOrO 3BITY 3 6e3neku, BigNoOBIAHO f0
Mopsaky 34jiicHeHHs hapMakoHarisay,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
3aTBEPAKEHOr0 Haka3oM MiHICTepcTBa OXOPOHM
30,0p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCTuLi
Ykpainu 29 ciuyHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakaszy MiHicTepcTBa OXOPOHU
300pOoB'a YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKamMMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neKu.
14. ®/IOPA3IA MOPOLLIOK A1 PO3UMHY AHaHTa Benwvka Csicc IHAjs nepepeecTpauis Ha He0OMeXeHW TepMiH 3a He UA/17125/01/01
onsiHekyimnolr, 1 Megikeap BpuTaHis MepeHTepanc OHOB/IEHO iH(hopmaLLito B IHCTPYKUIT Ans peyenmom niosnsieae
¢NakoH 3 MOPOLLUKOM Y nra. Nta., IHais; MEeAMYHOro 3aCTOCYBaHHS NMiKapCbKOro 3acoby y

Kopoo6Li

AHaHTa Megikeap
NimiTes, IHAisA

po3ginax "dapmakoTepaneBTuyHa rpyna. Kog
ATX " (yTOYHEHHS iHhopMaLii 6e3 3MiHM Koay
ATX)", "®apmakonoriyHi BnactneocTi”,
"Oco6NMBOCTI 3aCTOCyBaHHSA", "3acToCcyBaHHs y
nepiog BariTHoOCTi abo rofyBaHHs rpyaar”,
"Cnoci6b 3acTocyBaHHA Ta gosun”, "Aitn"
(peparyBaHHs), "lNo6ivHi peakuii” BigNoBigHO A0
iHhopMaLii pedhepeHTHOro nikapcbKoro 3acoby
(POPTYM, NOPOLLOK A5 PO3UNHY 4NN IH'EKLN).

MepiognyHICTbL NOAAHHS PerynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku, BignoBigHO 40
Mopsaky 34iicHeHHs hapMakoHariaay,
3aTBEPAXXEHOr0 Hakas3oM MiHicTepcTBa OXOPOHM
340pOoB’A Ykpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCTuL,i
Ykpainu 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU
300pOoB'a YKpaiHu Big 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHUMN y NepiognMyYHOCTI NoJaHHSA
PerynsipHuxX 3BiTiB 3 6e3MeKu.

B.o. HauanLHUKA
dapMaineBTUYHOT0 yIIPaB/JIiHHA

Onekcanap I'PIHEHKO




Joparok 3

/0 Haka3zy MiHicTepcTBa 0X0poHH
30poB’st Ykpainu «IIpo gepxaBHY
peecTpariio (mepepeecTpariiio) JTiKapcbKHX
3aco0iB (MegAHYHHUX IMyHOOi0/TOriUHHX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpaniiiHuX MaTepiatiB»

Bix 19 BepecHs 2023 poky Ne 1648

ITEPEJIIK
JIIKAPCBKHMX 3ACOBIB (MEJUUYHUX IMYHOBIOJIOT'TYHUX ITPEITAPATIB), IIO40 AKX BYJ/IN BHECEHI

3MIHHU /IO PEECTPAIIIMHNX MATEPIAJIIB, IKI BHOCSTBHCS 10 TEPJKABHOI' O PEECTPY JIIKAPCBKHNX
3ACOBIB YKPATHA

Ne Hassa dopma sunycky 3asiBHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
1. ADKOBI™ PO3YUH NS iH'EKLN, TOB "TeBa Ykpaina AT YroplmHa/ BHECEHHS 3MiH 0 peecTpauiitHux maTepiasis: 3miHu |l 3a UA/18633/01/01
225 mr/1,5 mn; no 1,5 YkpaiHa" dapmaLleBTUYHNI CLlA/ TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
MJ/1 PO3YMHY Y 3aBoy Tesa, HimeyunHa/ thapmakoHarnsgy. BHeceHHst abo 3miHa(n) fo
nonepenHL0 YropwmHa HigepnaHgmn 3060B's13aHb Ta YMOB BUAadi peecTpauiiiHoro
HamnoBHEHOMY LINpULY; (KOHTPO/b AKOCTI NOCBIAYEHHSA, BKtoYatoun MnaH ynpasiHHA pu3nkamm
no 1 a6o 3 wnpuuy B nikapcbkoro (3acTocyBaHHs 3MiH(K), siki(a) BUMaratoTb(€)
KapTOHHI Kopoo6Li 3acoby noAasIbLIOro 06rpyHTYBaHHSA HOBMMM AOAATKOBUM
(BnNpob6yBaHHsA JaHuMK, WO MatoTb HaAaBaTUCA KOMMNETEHTHUM
KNITUHHOT OpraHoMm, OCKi/IbK BUMaraeTbCs CyTTEBA OL[iHKa
aKTUBHOCTI KOMMETEHTHVM opraHoM) 3MiHU BHECEHO [0 YacTuH: Il
nikapcbKoro «Cneumddikauis 3 6e3nekv» (Mogyni CV
3acoby)); «[icnapeecTtpauilinnii focsig», CVIl «lgeHTudikoBaHi
BaiiTxay3 Ta NOTEHUiHI pr3nku»), Il «MnaH 3
AHaniTikan hapmakoHarnagy», V «3axoam 3 MiHimizauii pusmkie»,
Na6opatopis, 1/IC VI «Pe3tome nnaHy ynpasniHHA pusukamun» VI
, CLUA (koHTpO/ib «JlofaTtkn» B 3B'A3KY 3 3aTBEpKeHHAM MYP (Bepcis
AKOCTI /liKapCbKOro 4.0) B KpaiHax €C, BHacNifok npouesyp
3acoby (uinicHicTb nicnsipeecTpauiiHnx 3axopgis (PAM)
cuctemn EMEA/H/C/004833/MEA/005.3 Ta
KOHTeliHep/3akyno EMEA/H/C/004833/MEA/005.4 Ha nigcTasi 3BIiTiB
ptoBasibHWiA 3acio npoBeAeHMX KNiHIYHUX AOCNiMKEeHb Ta NiATBEPAKEHHSA
nicns BTOPMHHOMO 3aTBEPMKEHHS 3MiH B KpaiHi BUPOOHMKa/3asBHMKA.
nakyBaHHs));
BeTTep ®apma-
®epTiryHr MM6X i
Ko. KI",
Himeuunna
(BMpPOGHMLTBO
nikapcbKkoro
3acoby, nepBrHHe
nakyBaHHs,
BTOPVHHE
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n/n

Hassa
JNliKapcbKo20

Popma sBUMYCKY
(nikapcbka ¢hopma,

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

3acoby

ynakoska)

nakyBaHHS,
KOHTPO/b AKOCTI
nikapcbKkoro
3acoby); Bettep
Papma-depTiryHr
'm6X Ta Ko. KI,
HimevunHa
(KOHTPO/b SIKOCTI
nikapcbKkoro
3acoby (nmwe
cuna 3cyBy Ta
cuna KoB3aHHsA
nicns BTOPUHHOTO
nakyBaHHs));
BeTTep ®apma-
®epTiryHr F'mM6X Ta
Ko. KI",
Himeuunna
(KOHTPOSIb AKOCTI
nikapcbkoro
3acoby); BetTtep
dapma-depTiryHr
vm6X Ta Ko. KI,
Himeuunna
(KOHTpOSIb AKOCTI
nikapcbKkoro
3acoby); Mepkne
mM6X , HimewunHa
(8o3Bin Ha BUNYCK
cepii); Mepkne
Mm6X, HimewunHa
(BTOpUHHE
nakyeaHHs); Tesa
PapmacboThKan3
tOepon B.B. ,
Higepnangm
(mo3Bin Ha BMNyCK
cepii);
TpaHcdapm
NoricTik TM6X,
Himeuunna
(BTOpYHHE
nakyBaHHs)

UA/10542/01/01

AKCACTPONI®

TabneTku, BKPUTI
NAiBKOBOO
060/10HKO, N0 1 Mr
no 14 tabnetok y

AT
"I'piHaexc”

Nartsia

Pemepguka TOB

Kinp

BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edeKkTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHNn). 3MiHM BHECEHO B
IHCTPYKLi0 4151 MeANYHOTO 3aCTOCYBaHHSA NiKapCbKoro

3acoby Ao po3giny "OcobanBoCTi 3aCTOCyBaHHA"

3a
peyenmom

He
nionseae

6nicTepi; no 2
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KOHTPO/b AKOCTI
roTOBOrO NPOAYKTY
(PnekcleH®));
A/T Hoso Hopgick,
[JaHis (BMpOBHUK
Hepo3dhacoBaHoro
NPOAYKTY,
nepBuHHE
nakyBaHHS;
KOHTPO/b AKOCTI
NpoAyKTY B
nepBUHHOMY
nakyBaHHi
(kapTpuaxi
MNeHdin®) Ta
BiAnNoBigabHUIA 3a
BWMYCK cepil
roTOBOro NPOAYKTY
(dnekcleH®)));
A/T Hoso Hopgick,
[OaHis
(MapkyBaHHs Ta
BTOPVHHE
nakyBaHHs
roTOBOro NPOAYKTY
(PnekcleH®));
Hoso Hopgaick
(Kutaii)
dapmacbioTikan3
Ko., itq,.,
KnTaiicbka
HapopgHa
Pecny6nika
(BMPOGHUK
Hepo3cacosaHoro

nikapcbKoro 3acoby) 3mMiHa Kof1bOPOBOT asItoMiHIEBOT
KpULLEYKN Ha OAHOKOMIPHY &/1IOMIHIEBY KPULLIEYKY 3
Kogom (2D kogom), SKuiA HAaHOCUTBLCS Ha Hel aNns
3aMNOBHEHOTO KapTPUAXY

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
6nicTepy B KApTOHHIA BiANOBIAHO [0 OHOBMEHOT iHGhopMaLi Wwoao 6e3nekn
nauui 3acToCyBaHHSA Aito4oi pevyoBUHY 3rigHO 3
pekomeHgauieto Health Canada. TepMiH BBeAEHHS
3MiH NPOTSAroM 6 MicsiLiB Nic/asi 3aTBEPAKEHHS.
3. AKTPANIA® PO3YUH ANS1 iH'EKLLINA, A/T Hoso [JaHis A/T Hoso Hopgick, JIECTEN BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 3a UA/17171/01/01
HM 100 MO/mn; Hopgick [JaHis (BMpO6HUK Kutaricbka TUny - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6. peyenmom
®NEKCNEH® no 3 My KapTpuaxi; BiANoBigaIbHNI 3a HapogHa CucTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
no 1 kaptpuoxy y 36UpaHHs, Pecny6nika/ 6yAb-AKOT YaCTUHW MaTepiany NepBUHHOT YNakoBKM,
6arato030Biii MapKyBaHHA Ta Bpasunis/ LLIO HE KOHTaKTY€E 3 FOTOBMM NiKapCbKUM 3ac060M
OZHOPA30BIit WNpnL- BTOPVIHHE dpaHuin (Hanpuknag Konip KpMLLEYOK 3 KOHTPOSIEM MEPLLOro
pyuyui; no 1 aéo 5 nakyBaHHs BIAKPUTTSA, KOMIP KOAOBUX Kifelb Ha amnynax,
LUNPUL-PYHOK Y roTOBOrO NPOAYKTY KOHTeWHepa 4715 ronok (pisHi Buay nnactmacw) (3miHa,
KapTOHHIA KOopoo6Li (PnekcleH®); Aika He BM/IMBAE Ha KOPOTKY XapakTepucTuky
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

NPOAYKTY,
HanoBHEHHS B
NepBUHHY
ynakoBky); HoBo
Hopgaick MNpoaykao
dapmaceyTika go
Bpasinb NITga.,
Bpasunis
(BUPOGHWMK
Hepo3dacoBaHoro
NPOAYKTY,
nepBuHHE
nakyBaHHS;
KOHTPO/b AKOCTI
NpoAyKTy B
nepBUHHOMY
nakyBaHHi
(kapTpuaxi
MNeHdin®);
36MpaHHs,
MapKyBaHHs Ta
BTOPVIHHE
nakyBaHHS
roTOBOrO NPOAYKTY
(PnekcleH®);
KOHTPO/b AKOCTI
roTOBOrO NPOAYKTY
(PnekcleH®));
Hoso Hoppgick
MpoaoKCbLOH
CAC, dpaHuis
(BMPOGHUK
npoaykuii 3a
NOBHMM LMK/IOM)

ANEKEH3A®

Kancynv TBepai no
150 wmr, no 8 kancyn
TBEpAVX Y bnicTepi; no
7 6nicTepiB y
KapTOHHI nayui, no 4
nayvky y KapTOHHIl
Kopoobui

TOB «Pow
YkpaiHa»

YKpaiHa

BMNYCK cepil:
®.XothbdpmaHH-/15
Pouw /TA,
Lseiiyapis;
nepBuHHe Ta
BTOPVIHHE
nakyBaHHs1,
BMNPOBYyBaHHSA
cTabinbHOCTI,
BMNYCK cepil:
®.XothbdpmaHH-/15
Pouw /TA,
Lseiiyapis;
BMNPOBYyBaHHSA

LLiBeiiuapisi/
ITania/
HimeyuunHa

BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu |
TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu Micus NPOBaPKEHHS AiSNbHOCTI
BMPOGHMKa (BK/THOYaKOUK, 3a HEOOXIAHOCTI, Micue
NpPOBELEHHS KOHTPO/IIO SKOCTI), ab0 BlacHuka macTep-
thaiina Ha A®l, abo noctavanbHuka A®I/BnxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, O
3aCTOCOBYIOTbCA Y BUPOOHULTBI AD| (AKLLO 3a3HAYEHO
y [OCbE Ha nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudpikaTa BignoBiaHOCTI EBpONEiiChKilt
hapmakonei y 3aTBepAKEHOMY AOCLE, a60 BUPOOHMKA
HOBOT JOMOMDKHOI PEYOBMHY (AIKLLIO 3a3HAYEHO Y
[0Cbe).3MiHa Ha3BY B1pobHuKa A®I BignosigansHOI

3a KOHTPO/Ib SIKOCTi (MiKPOGIONOriYHa YNCTOTa).

3a
peyenmom

UA/16997/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

CTabiNbHOCTI
(mikpobionoriyHa
uncToTa):
®.XohbdpmaHH-/15
Pow JlTa,
LBeliuapis;
BMNPOOYBaHHSA
cTabinbHOCTI,
nepBuHHe Ta
BTOPVIHHE
nakyBaHHS:
Jenbdapm
MinaHo, C.P./1.,
ITanis;
BUNPOBYBaHHSA
KOHTPO/HO AKOCTI
(mikpobionoriyHa
yucroTa): Jlabop
NIC CE eHg Ko. KT,
HimeuyuunHa,;
BUNPOBYBaHHSA
KOHTPO/HO AKOCTI
(eTunxnopun):
EBOHiK
OnepeiwH3 M6X,
HimeuuunHa,;
BMPOGHMLTBO
Hepo3dacoBaHoi
npoaykuii,
BUNPOBYBaHHSA
KOHTPOJTIO AKOCTi:
Ekcenna rméX
eHp, Ko. KT,
HimeyunHa

Brpo6Huya adinbHuUS, agpeca Ta yci BUpooHmui
onepauii 3anwalTbCs He3MiHHUMK. [itova pefakuis:
Alcami Missouri Corporation, USA
MponoHoBaHa pepakuisi: Alcami Carolinas
Corporation, USA

ANITEP

TabneTku no 4 mr; no
10 Tabnetok y
6nictepi; no 3
6nictepun y nauui 3
KapToHYy

TOB HB®
«MIKPOXIM

»

YKpaiHa

TOB HB®
«MIKPOXIM»,
YkpaiHa
(topugnyHa
afpeca
BMPOGHMKa,;
nabéopartopis
hi3nMKO-XiMIYHOTO
aHanisy Ta
KOHTpO/I0
BMPOOHULITBA,;
BMPOGHMYA
OinbHuus (BCi
cragii

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHM y BUpO6GHMLTBI. 3amiHa abo BBeAEHHS
[0[4aTKOBOT AiNIbHULI BUPOBHULTBA [/151 YaCTUHU abo
BCbOr0 BMPOGHWNYOrO MPOLECY rOTOBOrO /iKaPCbKOro
3aco6y (AinbHMLSA, Ha K NPoBOAATLCA By Ab-SKi
BMPOGHUUI CTagji, 3a BUHATKOM BUMYCKY Cepii,
KOHTPO/I0 SIKOCTi, NEPBMHHOTO Ta BTOPUHHOIO
nakyBaHHs, /151 HECTEPW/TbHUX JTiKapCbknx 3aco6iB)
CynyTHs 3MiHa - 3MiHW 3 AKOCTi. FTOTOBWIA NiKapCbKMiA
3aci6. 3miHM y BUpobHMLTBI. 3aMiHa abo BBEAEHHS
[0[aTKOBOI [i/TbHUL BUPOGHMLTBA A1 YacTUHM abo
BCbOr0 BMPOBHMYOro NPoLEeCy roToBOro Nikapcbkoro
3ac06y (ginbHMUA AN BTOPUHHOTO NakyBaHHSA) - 3MiHK

3a
peyenmom

He
nionseae

UA/17735/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BMPOGHNYOrO 3 AKoCTi. FoTOBWIA Nikapcbkuii 3aci6. 3mMiHM y
npouecy);

BiANOBIfabHWIA 32
BMNYCK cepil, He
BK/THOHAI0UM
KOHTPO/b/BUNPOBY
BaHHSA cepii);
AT «®PAPMAK>»,
Ykpaina
(BMpPOGHMLTBO 3a
NOBHUM LMK/TOM)

BMPOGHMUTBI. 3amiHa abo BBeAeHHSA A04aTKOBOT
AiNbHUL BUPOBHULTBA 19 YacTUHW abo BCbOro
BMPOBHNYOro NpoLecy roToBOro Nikapcbkoro 3acoby
(ginbHULUA 0N NEPBUHHOIO NakyBaHHSA) — BBEAEHHSA
[04aTKOBOrO BUPOOHUKA 3a NOBHUM LknoMm AT
«®APMAK>», YkpaiHa [0 BxXe 3aTBepaKeHoro
BUpo6HMKa TOB HB® “MIKPOXIM», YkpaiHa.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK 3 AKOCTi. [oTOoBWIA
nikapcbkuid 3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
iMnopTepa/3aMiHn, L0 CTOCYIOTLCA BUNYCKY cepii Ta
KOHTPO/1I0 IKOCTi FOTOBOrO fliKapCbKoro 3acoby (3amiHa
abo gofaBaHHA BUPOGHUKA, LLO BignoBigae 3a
BBE3€EHHs Ta/abo Bunyck cepii) - Bkrovatoun
KOHTPO/b/BMNPO6YBaHHSA cepil — BBeAEHHS
[04aTKOBOro BUPO6GHKMKA Lo Bignosigae 3a BUNycK
cepii BKNOUYaoUm KOHTPOsIb Cepii fo BXe
3arBepxeHoro BupobHrka TOB HB® “MIKPOXIM»,
YKpaiHa. 3MiHW BHeceHi B po3ainu "Bupo6HUK" Ta
"Micue3HaxomkeHHs BUPO6HMKa Ta agpeca Micus
NPOBaPKEHHS OT0 AiS/IbHOCTI" B IHCTPYKLit0 AN
MeAMYHOro 3acTOCYBaHHA LWOAO A0AAaBaHHSA
BMPOGHWYOI AiNIbHUL Ta SK HACNIAOK - Y TEKCT
MapKyBaHHS YNakoBK/ Nikapcbkoro 3acoby. BeegeHHs
3MiH NPOTAroM 6-TW MICALIB NiC/1A 3aTBEPOXEHHS.
3minu | Trny - 3MiHK Wwogo 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3mMiHn) — 3amiHa iHchopmawii y
po3aini «MapkyBaHHsA» (3aTBepmxeHo: [lofaeTbes;
3anponoHoBaHo: BignosiaHO 00 3aTBEPAKEHOrO
TEKCTYy MapKyBaHHS1). 3MiHN BHECEHI y TEKCT
MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby LoAo
BUTyYEHHS iHchopmaLii, BUKNaAeHO! PoCiiCbKoo
MOBOIO, Ta 3a3HAa4YEHHSA OAVNHULIb BUMIPIOBAHHSA Y
cucTemi Sl Ha NepBUHHIl yNakoBLji NikapCbKoro
3aco6y. BBefeHHA 3MiH NPOTAroM 6-Tu micsAuiB nicns
3aTBEPMKEHHS.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHM y BUpOOHULTBI. 3MiHa po3mipy cepii
(BK/THOYAtOUM diana3oH po3Mipy cepii) roToBOro
nikapcbKoro 3acoby (36inbLeHHs ao 10 pasis
MOPIBHAHO i3 3aTBEPKEHUM PO3MIPOM) — 3MiHA
po3mipy cepili N5 060X [03yBaHb (3aTBEpPAXKEHO: AN
no3yBaHHs 4 Mr — 60000 Ta6neTok; 120000 TabneTok;
240000 TabneTok; ans fo3ysaHHA 8 mr — 30000
Tabnetok; 120000 Tabnetok; 240000 TabneTok;

3anpornoHoBaHo: A1 A03yBaHHA 4 Mr — 60000
Tabnetok; 120000 Tabnetok; 240000 TabneTok;




19

BiANoOBigaIbHNI 3a
BMNYCK cepil, He
BK/THOHAIOUM
KOHTPO/b/BMNPOBY
BaHHS cepii);
AT «®APMAK>»,
Ykpaina
(BMpOGHMLTBO 3a
NOBHUM LMK/TOM)

BMPO6GHMUTBI. 3amiHa abo BBeAeHHS A04AaTKOBOT
OiNbHULI BUPOBHMLTBA 19 YacTuHM abo BCbOro
BMPOBHNYOro NpoLecy roToBOro Nikapcbkoro 3acoby
(ginbHULA 4N NEPBUHHOIO NakyBaHHS) — BBEAEHHS
[04aTKOBOrO BUPOOHUKA 3a NOBHUM LknoMm AT
«PAPMAK», YKpaiHa [0 BXe 3aTBepaXeHoro
BUpo6HMKa TOB HB® “MIKPOXIM», YkpaiHa.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEpPMKEHHS. 3MiHM | TuMy - 3MiHK 3 AKOCTi. [oToBWIA
nikapcbkuid 3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
iMnopTepa/3aMiHn, L0 CTOCYHOTLCA BUMYCKY cepii Ta
KOHTPO/I0 SIKOCTi FOTOBOrO flikapcbKoro 3acoby (3amiHa
abo fofaBaHHA BUPOGHWMKA, LU0 Bignosigae 3a
BBE3€eHHs Ta/abo Bunyck cepii) - Bkoyatoun
KOHTPO/b/BMNPO6YBaHHSA cepil — BBEAEHHS
[04aTKOBOro BUPO6GHKMKA L0 Bignosigae 3a BUNycK
cepii BKNOUaUm KOHTPOsIb Cepii Jo BXe
3aTBepxeHoro BupobHrka TOB HB® “MIKPOXIM»,
YKpaiHa. 3MiH1 BHeceHi B po3inv "BupobHuK" Ta
"Micue3HaxomkeHHs BUPO6HMKa Ta agpeca Micus
NPOBaPKEHHS OT0 AiS/ILHOCTI" B IHCTPYKLit0 AN
MeAMYHOro 3aCTOCYBaHHS LWOAO A0AaBaHHSA
BMPOGHWYOI AiNIbHNL Ta SK HACNIAOK - Y TEKCT
MapKyBaHHS YNakoBK/ Nikapcbkoro 3acoby. BeegeHHs
3MiH NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAXKEHHS.
3minu | TUny - 3miHK Woao 6e3nekn/edekTMBHOCTI Ta
chapmakoHarnsgy (iHwi 3mMiHn) — 3amiHa iHcpopmawii y
po3aini «MapkyBaHHsA» (3aTBepmxeHo: [lofaeTbes;

3anponoHOBaHO: BignosiaHO 40 3aTBEPAKEHOrO

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
480000 TabneTtok; ans go3yBaHHsa 8 mr — 30000
Tabnetok; 120000 TabneTtok; 240000 TabneTok;
480000 TabneTtok). BBeAeHHs 3MiH NPOTAroM 6-Tu
MiCsILiB Micnsi 3aTBEPAKEHHS.
6. ANITEP TabneTtku no 8 mr; no TOB HB® Ykpaina TOB HB® YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/17735/01/02
10 TabneTtoKy «MIKPOXIM «MIKPOXIM», TUny - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6. peyenmom | nionsi2ae
6nictepi; no 3 » YkpaiHa 3MiHU y BUpO6GHMLTBI. 3amiHa abo BBeAEHHS
6nictepun y nauui 3 (topugnyHa [04aTKOBOT AiNIbHUL BUPOBHULITBA [/151 YaCTUHU abo
KapToHYy agpeca BCbOr0 BMPOGHMYOrO MPOLECY rOTOBOrO NiKapCbKOro
BMPOGHMKa,; 3aco6y (AinbHMLSA, Ha ki NPoBOAATLCA By Ab-SKi
nabéopartopis BMPOGHUUI CTagji, 3a BUHATKOM BUMYCKY Cepii,
hi3NKO-XiMIYHOTO KOHTPO/I0 AKOCTI, NEPBUHHOIO Ta BTOPUHHOIO
aHanisy Ta nakyBaHHs, /181 HECTEPW/TbHUX JTiKapCbknx 3acobiB)
KOHTPOSIO CynyTHs 3MiHa - 3MiHW 3 AKOCTi. FTOTOBWIA NiKapCbKuiA
BMPOOHULITBA,; 3aci6. 3miHM y BUpobHULTBI. 3aMiHa abo BBEAEHHS
BMPOGHMYA [04aTKOBOI Ai/TbHUL BUPOGHMLTBA A1 YacTUHM abo
OinbHuus (BCi BCbOr0 BUPOBHMYOrO NPOLECY rOTOBOTO JiKapPCbKOro
cTagii 3ac06y (AinbHMULA AN BTOPUHHOTO NakyBaHHSA) - 3MiHN
BMPOGHNYOro 3 AKocCTi. FoTOBWIA Nikapcbkuii 3aci6. 3MiHM y
npouecy);
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

TEKCTYy MapKyBaHHS1). 3MiHN BHECEHI y TEKCT
MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby LoAo
BUTyYEHHS iHchopmaLii, BUKNaAeHO! POCiiCbKoo
MOBOIO, Ta 3a3HAa4YEHHSA OAVNHULIb BUMIPIOBAHHSA Y

cucTemi Sl Ha NepBUHHIl ynakoBLji NikapCbKoro
3aco6y. BBefeHHA 3MiH NPOTAroM 6-Tu micsAuiB nicns
3aTBEPMKEHHS.
3MiHu | TUNY - 3MiHK 3 SKOCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHM y BUpoOHULTBI. 3MiHa po3mipy cepii
(BK/THOYAtOUM Adiana3oH po3Mipy cepii) roToBOro
nikapcbKoro 3acoby (36inbLeHHs ao 10 pasis
MOPIBHAHO i3 3aTBEPAKEHUM PO3MIPOM) — 3MiHA
po3mipy cepili N5 060X [03yBaHb (3aTBEpPAXKEHO: AN
no3yBaHHs 4 Mr — 60000 Tab6neTok; 120000 TabneTok;
240000 TabneTok; ans fo3ysaHHA 8 mr — 30000
Tabnetok; 120000 Tabnetok; 240000 TabneTok;
3anpornoHoBaHo: A9 A03yBaHHA 4 Mr — 60000
Tabnetok; 120000 Tabnetok; 240000 TabneToK;
480000 TabneTtok; ans go3yBaHHsa 8 mr — 30000
Tabnetok; 120000 TabneTtok; 240000 TabneTok;
480000 TabneTtok). BBeAeHHs 3MiH NPOTAroM 6-Tu
MiCALIB MIiC/A 3aTBEPIKEHHS.

ANNOPA®

TabneTku, BKPUTI
060/10HKO0, 10 100 mr
no 10 TabneTok y
6nicTepi; no 2 a6o 5
6nicTepiB y KAPTOHHIi
yMakoBLi

HOBEN
ITAY CAHAT
BE
TIOXAPET
A.LL.

TypeyunH
a

HOBEJ1 ITAY
CAHAI BE

TII>KAPET A.LL.

TypeuunHa

BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu |
TUny - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6.
KOHTposb roToBOro nikapcbkoro 3acoby. 3mMiHa y

MeToAax BUNPo6YBaHHSA rOTOBOrO /liKapCbKoro 3acoby

(He3HayHa 3MiHa y 3aTBeppKeHNX MeTodax
BMNpo6yBaHHS). Po34in «PO34MHHICTb» B MeTogax

KOHTPO/110 FOTOBOIO JliKapCbKoro 3acoby npuBeaeHo Yy
BiANOBIAHICTb A0 MaTepianis BUPOGHMKA, a came:

YTOYHEHO PO3YMHHWK AN15 NPUrOTYBaHHA 2% PO3UnHY

TIOMIHI Xopuay.

6e3
peuyenma

UA/5140/02/01

AMIAKY
PO34YMH

po3unH Ans
30BHILUHLOIO
3actocyBaHHs 10 %;
no 40 mn a6o no 100
MY doriakoHax
CKkNaHKUX; no 200 mny
dhnakoHax CKASHUX 3
KOHTPOJ1EM NEPLLIOro
BigKpUTTS; no 40 mn,
a6o no 100 mn, abo no
200 mn 'y dprnakoHax
noniMepHux 3
KOHTPO/IEM NEpLUOro
BiAKPUTTSA

MPAT
"OITOPAPM

Ykpaina

MPAT
"OITOPAPM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHn fo
y3arasibHeHVX AaHux Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHMX AaHUX NPo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! ocobw,
BiANOBiga/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa gns
3[jiicCHEHHS hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarum
KOHTaKTHi fiaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
dhaiina cuctemun chapmakoHarnsagy). 3miHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3as1BHNIKA,

BiANOBIAA/ILHOI 32 hapmakoHarnsg. 3MiHa

6e3
peyenma

UA/0407/01/01
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n/n

JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o

MicLe3HaxX0o[KEHHS MacTep-aiina cuctemm
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[jiiCHEHHSI OCHOBHOI [iA/IbHOCTI 3 chapMakoHarisay.

nocsio4YeHHs

10.

AMIHOKAMPO
HOBA
KNUCNOTA

TabneTkun no 500 mr
no 10 tabnetok y
6nictepi; no 2
6nictepu y nauui; no
20 Tabnetok y
KOHTeliHepi

MPAT
"®ITOPAPM

YKpaiHa

MPAT
"OITOPAPM"

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3amiHn o
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3aralbHEHMX AaHUX NPo cucTemy
hapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIA&/TbHOI 3a 34iiCHEHHS hapmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHuka ans
3[ificHEHHS hapmMakoHarnsgy B YkpaiHi, KO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemu chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3asBHNIKA,
BiANOBIAaIbHOI 3a thapmakoHarnsag,. 3miHa
MicLe3HaxX0[KEHHS MacTep-chaiina cuctemm
chapmakoHarnsgy Ta oro Homepa.
3MiHa MicuA 3[iICHEHHS OCHOBHOI AiSNIbHOCTI 3
dhapmakoHarnsgy.

3a
peyenmom

UA/7449/01/01

11.

AMNIO4MMNIH-
DITODPAPM

TabneTkun no 5 mr no
10 TabneTok y
6nicTepi; no 2 abo no
3 6nicTepu y nayui 3
KapToHy

MPAT
"OITOPAPM

YKpaiHa

MPAT
"OITOPAPM"

YKpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHsa abo 3miHu o
y3arasibHeHVX JaHnx Npo cuctemy papmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoi ocobu,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapMmakoHarnsay;
KOHTaKTHOI 0CO6YM 3 thapmakoHarnsagy 3asBHuka anas
3piicHeHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOBaXKEHOT 0CO6M, BifgnoBigansHOI
3a 3fjiicHeHHs hapmakoHarnagy (Bkyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemun chapmakoHarnsgy). 3miHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0CO6M 3asBHUKA,
BiANOBiAa/IbHOT 32 hapmakoHarnsag. 3MmiHa
MicLie3HaxoMKeHHs MacTep-chaiina cuctemm
hapMakoHarnsgy Ta moro Homepa. 3mMiHa micus
3f1iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3 chapMakoHarnsay.

3a
peyenmom

UA/2802/01/01

AMMNPUN® HD

Tabnetku no 5 mr/25
mr; no 10 TabneTok y
6nicTepi; no 3 abo no
6, abo no 9 6nicTepis
Y KapTOHHIli KopobLi;
no 7 TabneTtok y

6nictepi; no 2 abo no

4, abo no 8, abo no

KPKA, a.4a.,
HoBo mecTo

CnoBeHisa

KPKA, a.4., Hoso
MecTo

CnoBeHis

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHu |
TMny - 3MiHK Woao0 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3mMiHn) 3MiHWM BHECEH [0
IHCTPYKUIT NS MEANYHOrO 3aCTOCYBaHHA NiKapCbKoro
3acoby Ao po3giny "®apmakonoriyHi BnactusocTi*
o0 6e3neky 3acToCyBaHHS NikapcbKoro 3acoby
(BnyYeHHs1 NpoTupivus). BBeAeHHSA 3MiH NpPOTArom 6-
TV MiCALIB Nic/ia 3aTBEPMKEHHA. 3MiHN | Tuny - 3MiHK

3a
peyenmom

He
nionsieae

UA/4903/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
12, a6o no 14 Loao 6e3nekn/edpeKTMBHOCTI Ta chapmakoHarnsgy
6nicTepiB y KAPTOHHIi (iHWi 3miHW) 3MiHWM BHeceHi o IHCTpyKUii ons
Kopo6bui MeAUYHOro 3aCToCyBaHHA NiKapcbKoro 3acoby o
po3gainy "MobiyuHi peakwyii" WoA0 NOBIAOMIEHHS NPO
nigo3proBaHi No6iyHI peakuii. BBeAeHHs 3MiH NPOTArom
6-TV MicsLIB NicNsA 3aTBEPKEHHS
12. AMMPUN® HL Tabnetku no 2,5 KPKA, a.4., CnoBeHis KPKA, a.4., HoBo CnoseHis BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a He UA/4903/02/02
mr/12,5 mr no 10 HoBo mecTo MecTo TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom | nidssieae
Tabnetok y 6nictepi; hapmakoHarnsgy (iHwi 3MiHn) 3MiHM BHeCeHi Ao
no 3 abo no 6, abo no IHCTPYKLIT 415 MEAMYHOrO 3aCTOCYyBaHHS NiKapCbKoro
9 6nicTepiB y 3acoby a0 po3gainy "®apmakosnoriyHi BNactuBocTi"
KapTOHHI KOpoo6Lii; Mo L1040 6e3nekn 3acToCyBaHHS MikapCbKOro 3acoby
7 TabneTok y 6nictepi; (BTy4eHHs1 NpoTupivust). BBeAeHHS 3MiH NpoTarom 6-
no 2 a6o no 4, a6o no TW MicAUB Nicnsa 3aTBEpAXEHHA 3MiHU | Tuny - 3MiHK
8, abo no 12, a6o no LoAo 6e3snekn/edpeKTMBHOCTI Ta thapmakoHarnsgy
14 6nictepiB y (iHWi 3miHW) 3MiHK BHECeHi Ao IHCTpyKuii gns
KapTOHHIA KOopooLi MeAUYHOro 3acToCyBaHHA NiKapcbkoro 3acoby Ao
po3giny "MobiuHi peakyii" WoL0 NOBIAOMIEHHS NPO
nigo3proBaHi NoGivHi peakLii. BBeAeHHS 3MiH NPOTArom
6-TU MicsAUIB NicNs 3aTBEPKEHHS
13. APTEDKA®-A renb 5 %, no 50 r abo MPAT YkpaiHa MPAT YKpaiHa BHECEHHS 3MiH [0 peecTpaviiHnx maTtepiasis: 3MiHn | 6e3 UA/19470/01/01
FENb 100 rrento BTy6i, no 1 | "®ITOPAPM "®ITOPAPM" TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenma
Ty6i B nayui " thapmakoHarnagy. BeegeHHs abo 3amiHn fo
y3arasibHeHVX AaHux Npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3ara/lbHEHNX AaHUX NPo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! ocobu,
BiAMNOBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6u 3 thapMakoHarnsay 3asBHuKa gns
3[jiicHEHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarun
KOHTaKTHi fiaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
thaiina cuctemun chapmakoHarnsgy) 3mMiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3as1BHNIKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MmiHa
MicLe3HaxoKeHHs MacTep-aiina cuctemm
dhapmakoHarnsgy Ta noro Homepa.
3MiHa MicLs 34iiCHEHHSI OCHOBHOI AisifIbHOCTI 3
dhapmakoHarnsgy.
14. AYITMEHTUH™ | TabneTku, BKpUTI nakcoCmit Benuka nakco Bennkom ®paHuia/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/0987/02/01
(BD) NAiBKOBOO Knsiin BputaHis MpoakLLH, Benuka Tuny - 3MiHu 3 akocTi. CepTuddikaTt BignosigHoCTI/IE- peyenmom
060/10HKO10, 875 EkcnopT dpaHuis; BpuTaHia cepTuguikaT BiANOBIAHOCTI €BpONenchbKil
Mr/125 wmr; no 7 Nimiten CMITKNsiiH Bivem thapmakonei/moHorpadii. NogaHHs HoBOro abo
Tabnetok y 6nictepi; dapmacbloTvKauc, OHOBJ/IEHOrO cepTudikara BiAnosigHOCTi abo

no 1 6nictepy B
nakeTi; No 2 naketay
KapTOHHIi ynakoBLi

Benvika bpuTaHis

BUTyYEHHS cepTudlikaTa BignoBigHOCTI €EBPONEChKii
thapmakonei: gns A®l; ans BuxigHOro
MaTepiany/peareHTy/MpomiKHOro NPOAYKTY, Lo

BMKOPUCTOBYIOTLCS Y BUPOGHULTBI ADI; ans
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBEHWIA cepTudikat
Bifl y)Xe 3aTBEep)KEHOro BUPOOHYKa - NOAAHHSA
OHOBJ/IEHOrO cepTudikaTy BigNOBIAHOCTI EBpONENCHKIN
dPapmakonei CEP R1-CEP 2015-064-Rev 00 ans
L0401 PEYOBMHN aMOKCULMAIHY Tpurigpaty
(dbepmeHTaTVBHUIA LLNSX CUHTE3Y) Bif 3aTBEPAKEHOTO
BMpobHuKa Beecham Pharmaceuticals (Pte) Ltd,
CuHranyp y 3B’A3Ky 3i 3MiHOt0 agpecu BnacHuka CEP
(3atBepmxeHo: RO-CEP 2015-064-Rev 01 Name of
holder: GLAXOSMITHKLINE RESERCH AND
DEVELOPMENT LIMITED Building 11, Ground Floor
1-2 Iron Bridge Road United Kingdom-UB 11 1BT
Stockley Park, Uxbridge; 3anponoHosaHo: R1-CEP
2015-064-Rev 00 Name of holder:
GLAXOSMITHKLINE RESERCH AND
DEVELOPMENT LIMITED 980 Great West Road
Brentford, Middlesex United Kingdom-TW8 9GS
London).
15. AYTMEHTUH™ | nopoLuok ans nakcoCmit Benuka nakco Bennkom ®paHuia/ BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 3a UA/0987/04/01
ES opasibHOT CycneHsil, Knsiix BputaHis MpojakLuH, Benuvka Tuny - 3MiHn 3 akocTi. CeptuddikaTt BignosigHocTI/lE- peyenmom
600 mr/42,9 mr/5 mn; 1 Ekcnopt ®paHuis; BputaHis cepTudikaT BigNoBigHOCTI EBpoNechkiii
hNakoH 3 NOPOLLUKOM 3 NimiTen CMITKNsiliH Bivem hapmakonei/moHorpadii. NMoaaHHsa HoBoro abo
Q/TIOMIHIEBOID dapmacboTuKasic, OHOB/IEHOTO cepTMdikaTa BifgnoBigHOCTI abo
KPULLIEYKOHO, Lo Benuka BputaHis BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeECHKiIi
Hakpy4yeTbcs (MICTUTb thapmakonei: gnsa A®l; ans BUxigHOro
BCepeAeHi nonimepHy marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
(nonisiHiNxnopugHy BMKOPVCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
abo noniosneiHoBy) [LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
NAiBKY), 3 KOHTPOSIEM €sponelicbkin hapmakoner) - OHoBreHUiA cepTudikat
nepLLoro BiAKPUTTA Bif] y)Xe 3aTBepAKEHOro BUpo6Huka. MNMogaHHsA
abo 3 N1acTMKOBOK OHOBJIEHOrO cepTudpikaTy BignoBiAHOCTI EBpoNeickKiii
KPWLLIKOHO i3 3aXMCTOM dPapmakonei CEP R1-CEP 2015-064-Rev 00 ans
Bif BIAKPUTTA AiTbMM L0401 pevOBMHN aMOKCULUAIHY Tpurigpaty
Ta NNacTUKOBOIO (chepMeHTaTUBHUIA LUNAX CUHTE3Y) Bif, 3aTBEPAXKEHOrO
MiPHOI JTOXKOIO 3 BMpo6HuKa Beecham Pharmaceuticals (Pte) Ltd,
nosHaykamu 2,5 mn ta CuHranyp y 3B’s13Ky 3i 3MiHOl agpecu BracHuka CEP
5 MA, y KapTOHHiIl (3aTBepmxeHo: RO-CEP 2015-064-Rev 01 Name of
Kopoo6Li holder: GLAXOSMITHKLINE RESERCH AND
DEVELOPMENT LIMITED Building 11, Ground Floor
1-2 Iron Bridge Road United Kingdom-UB 11 1BT
Stockley Park, Uxbridge; 3anponoHosaHo: R1-CEP
2015-064-Rev 00 Name of holder:
GLAXOSMITHKLINE RESERCH AND
DEVELOPMENT LIMITED 980 Great West Road
Brentford, Middlesex United Kingdom-TW8 9GS
London).
16. APOUNAA CyCneHsis opasibHa, [lenbTa Lseiuapi AJIKANOIL AL MiBHIYHA BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/19664/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
®POPTE ANA 200 mr/5 mn no 100 Megiken a Ckon'e MakefoHis TexHiyHa nomwusika (3rigHo Hakasy MO3 Big, peyenma
LITEA MY dpnakoHi; no 1 MpomoyLiH3 23.07.2015 Ne 460). BunpaBneHHsi TEXHIYHOT
hNakoHy y KOMMAEKTi Al NOMM/IKW, NOB'A3aHO 3 HEBIAMOBIAHICTIO
3i Wnpuuem- (pi3HOUMTaHHS) B MeXax OJHOro JOKYMEHTa,
[03aTopoM y [OMyLEHHSA NOMUKN NPpY NepeHeceHHi LthpoBmx
KapTOHHiiA Kopo6Li 3HaYeHb KPUTEPITB NPUAHATHOCTILLOAO BU3HAYEHHS
[OOMILLIOK Ta NpoAyKTiB po3naay ibynpodeHy MeToaoM
BEPX. 3a3HaueHe BuUNpaBneHHs BifnoBigae apXiBHUX
mMartepiasiaM peecTpaLiiHoro 0chE.
17. BEPUATE® MOPOLLIOK Ta LICN Bepinr HimeuwunH | LIC/1 BepiHr TM6X HimeuunHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/17404/01/03
PO3UYMHHWK ANs 6X a TMNy - 3MiHM 3 IKOCTi. 3MiHWN 0 peecTpaviiiHoro peyenmom

PO34UMHY NS iH'EKLR
abo iHdysiii, 1000
MO; no 1 chnakoHy 3
MOPOLLKOM y
KomnnekTi 3 1
dhnakoHoM 3
PO34YMHHMKOM (BOAA
Ans iH'ekuid) no 10 mn
Ta 1 npuctpoem gns
A0faBaHHSA
PO3YMHHYKA 3
BOYyOBaHUM
inbTpom 15 Mkm
("Mix-2Vial™ 20/20") B
KapTOHHI Kopo6uj; no
1 donakoHy 3
MOPOLLKOM Y
KOMM/eKTi 3 1
dnakoHom 3
PO34MHHKKOM (BOAA
Ans iH'ekuiid) no 10 mn
Ta 1 npucTpoem ans
fofaBaHHSA
PO34MHHYKA 3
BOYyAOBaHUM
inbTpoM 15 MKM
("Mix-2Vial™ 20/20"),
Ta 1 KapTOHHOI
KOpPO6KOH0 3
KOMMNIEKTOM ANsi
BHYTPILUHbOrO
BHYTPILLHLOBEHHOTO
npenapary (1
0iHOPAa30BMIA LINPWL,
1 rofika-meTesnuk, 2
nesiHdikytoui
CepBeTKM B

NOCBiAYEHHS BHACNIAOK IHLLUX PErYNATOPHUX
npoueayp. NMM®/BA3® (macTtep-gaiin Ha
nnasmy/3arasibHuii paiin Ha BakUMHHWIA aHTUTEH).
BK/1104eHHs1 HOBOTO, OHOBJ/IEHOTO 260 3MIHEHOrO
MacTep-chaiina Ha nnasmy y peecTpadiliHe f0Cbe Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro etany ans MMo)
(BK/THOUYEHHS1 OHOB/IEHOr0/3MIHEHOrO MacTep-gaiisia Ha
nnasmy, KO 3MiHW He BN/IMBAKOTb Ha B1ACTUBOCTI
roTOBOro Nikapcbkoro 3acoby) - BkIOYeHHs
OHOB/IEHOTrO MacTep-gaina Ha nnasmy y
peecTpadiiiHe foCbe Ha Nikapcbkuii 3aci6: PMF
Certificate Ne EMEA/H/PMF/000001/04/AU/026/G.
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep

peecmpayiliHo2o

nocsio4YeHHs

iHOVBIAYaNbHNX
repMeTUYHNX
ynakoBskax Ta 1
HecTepuIbHUIA
neikonnacTtup) 3
KOHTPO/IEM NEpPLLOro
BIAKPUTTA Y KApPTOHHIi
KOpo6Li 3 KOHTpOsIEM
nepLioro BigKpUTTA

18.

BEPUATE®

MOPOLLOK Ta
PO3YMHHKK AN
PO34UMHY NS iH'EKLR
abo iHdysii, 500 MO;
no 1 cpnakony 3
MOPOLLKOM y
KomnnekTi 3 1
dhnakoHoM 3
PO34YMHHMKOM (BOAA
Ans iH'ekuiid) no 5 mn
Ta 1 npuctpoem gns
A0faBaHHSA
PO3YMHHYKA 3
BOYyOBaHUM
inbTpom 15 Mkm
("Mix-2Vial™ 20/20") B
KapTOHHI Kopo6uj; no
1 donakoHy 3
MOPOLLKOM Y
KOMM/eKTi 3 1
dnakoHom 3
PO34MHHKKOM (BOAA
Ans iH'ekuiid) no 5 mn
Ta 1 npucTpoem ans
fofaBaHHSA
PO34MHHYKA 3
BOYyAOBaHUM
inbTpoM 15 MKM
("Mix-2Vial™ 20/20"),
Ta 1 KapTOHHOI
KOpPO6KOH0 3
KOMMNIEKTOM ANsi
BHYTPILLUHbOBEHHOIO
BBE/IeHHs npenapary
(1 ogHopasoBwii
wnpuy, 1 ronka-
MeTenvk, 2
nesiHdikytoui
CepBeTKM B

LICN Bepinr
M6X

HimeyuunH
a

LIC/1 BepiHr M'm6X

HimeyuunHa

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
TMNy - 3MiHM 3 IKOCTi. 3MiHWN 0 peecTpaviiiHoro
NOCBiAYEHHS BHACNIAOK IHLLUX PErYNATOPHUX
npoueayp. NMM®/BA3® (macTtep-gaiin Ha
nnasmy/3arasibHuii paiin Ha BakUMHHWIA aHTUTEH).
BK/1104eHHs1 HOBOTO, OHOBJ/IEHOTO 260 3MIHEHOrO
MacTep-chaiina Ha nnasmy y peecTpadiliHe f0Cbe Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro etany ans MMo)
(BK/THOUYEHHS1 OHOB/IEHOr0/3MIHEHOrO MacTep-gaiisia Ha
nnasmy, KO 3MiHW He BN/IMBAKOTb Ha B1ACTUBOCTI
roTOBOro Nikapcbkoro 3acoby) - BkIOYeHHs
OHOB/IEHOTrO MacTep-gaina Ha nnasmy y
peecTpadiiiHe foCbe Ha Nikapcbkuii 3aci6: PMF
Certificate Ne EMEA/H/PMF/000001/04/AU/026/G.

3a
peyenmom

UA/17404/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep

peecmpayiliHo2o

nocsio4YeHHs

iHOVBIAYaNbHNX
repMeTUYHNX
ynakoBskax Ta 1
HecTepuIbHUIA
neikonnacTtup) 3
KOHTPO/IEM NEpPLLOro
BIAKPUTTA Y KApPTOHHIi
KOpo6Li 3 KOHTpOsIEM
nepLioro BigKpUTTA

19.

BEPUATE®

MOPOLLOK Ta
PO3YMHHKK AN
PO34UMHY NS iH'EKLR
abo iHdysiid, 250 MO;
no 1 cpnakony 3
MOPOLLKOM y
KomnnekTi 3 1
dhnakoHoM 3
PO34YMHHMKOM (BOAA
Ans iH'ekuid) no 2,5 mn
Ta 1 npuctpoem gns
A0faBaHHSA
PO3YMHHYKA 3
BOYyOBaHUM
inbTpom 15 Mkm
("Mix-2Vial™ 20/20") B
KapTOHHI Kopo6uj; no
1 donakoHy 3
MOPOLLKOM Y
KOMM/eKTi 3 1
dnakoHom 3
PO34MHHKKOM (BOAA
Ans iH'ekuiid) no 2,5 mn
Ta 1 npucTpoem ans
fofaBaHHSA
PO34MHHYKA 3
BOYyAOBaHUM
inbTpoM 15 MKM
("Mix-2Vial™ 20/20"),
Ta 1 KapTOHHOI
KOpPO6KOH0 3
KOMMNIEKTOM ANsi
BHYTPILLUHbOBEHHOIO
BBE/IeHHs npenapary
(1 ogHopasoBwii
wnpuy, 1 ronka-
MeTenvk, 2
nesiHdikytoui
CepBeTKM B

LICN Bepinr
M6X

HimeyuunH
a

LIC/1 BepiHr M'm6X

HimeyuunHa

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
TMNy - 3MiHM 3 IKOCTi. 3MiHWN 0 peecTpaviiiHoro
NOCBiAYEHHS BHACNIAOK IHLLUX PErYNATOPHUX
npoueayp. NMM®/BA3® (macTtep-gaiin Ha
nnasmy/3arasibHuii paiin Ha BakUMHHWIA aHTUTEH).
BK/1104eHHs1 HOBOTO, OHOBJ/IEHOTO 260 3MIHEHOrO
MacTep-chaiina Ha nnasmy y peecTpadiliHe f0Cbe Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro etany ans MMo)
(BK/THOUYEHHS1 OHOB/IEHOr0/3MIHEHOrO MacTep-gaiisia Ha
nnasmy, KO 3MiHW He BN/IMBAKOTb Ha B1ACTUBOCTI
roTOBOro Nikapcbkoro 3acoby) - BkIOYeHHs
OHOB/IEHOTrO MacTep-gaina Ha nnasmy y
peecTpadiiiHe foCbe Ha Nikapcbkuii 3aci6: PMF
Certificate Ne EMEA/H/PMF/000001/04/AU/026/G.

3a
peyenmom

UA/17404/01/01




27

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
iHOVBIAYaNbHNX
repMeTUYHNX
ynakoBskax Ta 1
HecTepuIbHUIA
neikonnacTtup) 3
KOHTPO/IEM NepLLOro
BIAKPUTTA Y KApPTOHHIi
KOpo6Li 3 KOHTpOsIEM
nepLioro BigKpUTTA
20. BETAOEPM® mMasb no 15 r y Ty6i; no TOB YkpaiHa dapmszaso Monbwa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/3511/02/01
1 Ty6i B KAPTOHHIA «BAYLU €nba A.T. TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS! peyenmom
Kopoo6Li XENC» Ta/abo agpecu micus NPOBaKEHHS AISNbHOCTI
BMPOGHMKa (BK/TOYaKUM, 3a HEOOXIAHOCTI, MicLe
NpoBefeHHA KOHTPOJI0 SKOCTi), abo BacHMKa mactep-
thaiina Ha A®Il, abo noctavanbHuka API/BuxigHoro
mMarepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
3aCTOCOBYIOTbCA Y BUPOOHULTBI ADI (SKLLO 3a3HaYeHO
y [OCbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudpikaTa BignoBiAHOCTIi EBpONEChKil
chapmakonei y 3aTBepKeHoMy A0cbe, abo BUPOOHMKa
HOBOI AOMNOMIKHOT PEYOBMHMN (SIKLLLO 3a3HAYEHO Y
pocbe) 3miHa HasBm caiiTy A®I BianosigasbHy 3a
MiKpOHi3aLito, 6e3 3MiHN agpecu.
Brpo6Huya ginbHuus Ta yci BUpobHuyi onepaw;i
3a/IMWATHCA HE3MIHHUMN.
[Litoua pepakuin: Siec Badawcza Lukasiewicz —
Instytut Nowych Syntez Chemicznych Zaklad Chemii
Nieorganicznej i Inzynierii Procesowej, Laboratorium
Mikronizacji, ul. Sowinskiego 11, 44 — 101 Gliwice
MponoHoBaHa pepakuis: Siec Badawcza Lukasiewicz
— Instytut Nowych Syntez Chemicznych Centrum
Badan i Rozwoju InorChem Laboratorium Mikronizacji
ul. Sowinskiego 11, 44 — 101 Gliwice
21. BIOLEPYNIH® PO34unH NS iHdy3ilA, TOB Ykpaina TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/0763/01/01
20 mr/mn, no 5 mn B "BIO®PAPMA MNA3MA" TMnNy - AGMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOGHMYOT peyenmom
amnyni, no 5 amnyn B MNA3SMA" (BpOGHMLTBO, AiNbHUUI (BKAOYatoum AinbHULUi Ana A®l, npomixHoro
6nictepi, no 1 abo 2 nepBrHHe Ta npoAykTy abo roToBOro /ikapCcbkoro 3acoby, AibHULi
6nictepu B nauuj 3 BTOPWHHE 0151 NPOBEAleHHA NakyBaHHS, BUPO6HMKa,
KapToHy nakyBaHHs, BiANOBIA&bLHOrO 3a BMMNYCK Cepiii, MicLie NpoBeAEeHHS
KOHTPO/1b SIKOCTI, KOHTPO/0 cepii) abo nocTavanbHyKa BUXIigHOTO
BWMYCK Cepiii) martepiany, peareHTy abo AONOMDKHOT peYOBUHU
(AKLLLO 3a3HAYeHO Y A0CbE) BunyueHHs BMPOGHUYOI
AinbHUUI 3a agpecoto YkpaiHa, 09100, Kuiscbka 0611.,
M. Bina Liepksa, Byn. Kuiscbka, 37, BignosigansHoi 3a
NpoBefEHHS KOHTPOJTKO SKOCTI.
22. BNOKMAKC TabneTku, BKPUTI AJNIKANOIL, Pecny6nik ANKANOIAL AL Pecny6nika BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 niosnsieae UA/17954/01/01
PANIA NNiBKOBOIO A[ Ckon'e a MiBHiYyHa Ckon'e MiBHiuHA TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyernma
060/10HKOH, M0 684 MakefoHist MakefoHis dpapmakoHarnsay. 3miHa y KOpoTKiil XxapaKTepucTuLL
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

mr; no 10 TabneTok y
6nictepi, no 1 a6o 2
6nicTEPY Y KAPTOHHIl
Kopoo6Li

NiKapCcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
AN MeAMYHOro 3acToCyBaHHA Ha NiACTaBi perynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neKkun NikapcbKoro 3acooby,
abo gocnigpxeHb 3 6e3Mekn 3acTocyBaHHS NiKapCbKoro
3acoby B nmicnspeecTpaviliHnii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/ILKEHb, MPOBEAEHNX
BiANOBIAHO [0 NMnaHy negiatpuuHnx gocnimxeHs (PIP)
(3MiHy y3rogkeHo 3 KOMMETEHTHVUM YNOBHOBaXXEHUM
opraHom)
3MiHU BHECEHO [0 IHCTPYKUIT AN MEeANYHOro
3aCTOCYBaHHSA Nikapcbkoro 3acoby A0 po3ainy
"3acTocyBaHHS y nepiog BariTHOCTi abo rofyBaHHs
rpyaat” BignosigHo Ao pekoMmeHgauii CMDh. 3miHu |
My - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3mMiHn) 3miHW BHeCeHO A0
IHCTPYKUIi 415 MEAUYHOIO 3aCTOCYBaHHS NiKapCbKoro
3acoby A0 po3ainy "MobiyuHi peakwii" cTOCOBHO
HeoOXiAHOCTI NOBIAOMAATY NPO YCi BUNAAKN
nigo3proBaHnX NOGIYHMX peakLili Ta BigCyTHOCTI
eheKTNBHOCTI JlikapcbKoro 3acoby.

23.

BMNOKMAKC
®OPTE ANSA
DITEN

CYCMeHsisi opaUibHa,
200 wmr/5 mn; no 100
M1y ¢pnakoHi; no 1
dNakoHy 3 MipHUM
LUNPULIOM Y KapTOHHii
Kopoobui

ANIKANOI,
AL, Ckon'e

Pecny6nik
a NisHiyHa
MakefoHis

AJIKANOIL AL
Ckon'e

Pecny6nika
MiBHIYHa
MakefoHis

BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTuLi
NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeAMYHOro 3acTOCyBaHHA Ha NiACTaBi perynsipHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neKkun NikapcbKoro 3acoby,
ab0 JocnifgxeHb 3 6e3MneKkn 3aCTOCYBaHHS ikapCbKoro
3acoby B nmicnspeecTpaviiiHvii nepiod, abo sk
pe3ynbTaT OLiHKM 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
BiANOBIAHO [0 NnaHy negiatpuuHnx gocnimxkers (PIP)
(3MiHY Y3rofXX€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom)
3MiHU BHECEHO [0 IHCTPYKUiT AN MEANYHOTO
3acToCyBaHHSA NikapcbKoro 3acoby A0 po3giny
"3acTocyBaHHS y nepiog BariTHOCTi abo rofyBaHHs
rpyaar” BignosigHo Ao pekomeHgauin CMDh. 3minm |
MRy - 3MiHK WoAo 6e3nekn/edheKTNBHOCTI Ta
thapmakoHarnsagy (iHwi 3miHn) 3MiHW BHECEHO A0
IHCTPYKLUIii 415 MEAUYHOr0 3aCTOCYBaHHS /ikapCbKoro
3acoby Ao po3ainy "MobiyHi peakwii" cTOCOBHO
Heo6XifHOCTI MOBIAOMAATY NPO YCi BUNaakn
nifgo3proBaHnX NOGIYHMX peakLili Ta BigCyTHOCTI
ed)eKTMBHOCTI NiKapCbKOro 3acoby.

6e3
peyenma

He
nionsieae

UA/17749/01/02

24.

BOPHA
KUCNOTA

nopowok no 30ry
KOHTeliHepi

AT
"BITAMIHA"

YKpaiHa

AT "BITAMIHN"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu |
TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu MicLs NPOBaKEHHS AiSNbHOCTI
BMPOGHMKa (BKIKOYAKOUK, 3a HEOOXIAHOCTI, Micue

NpoBefiEHHS1 KOHTPO/IIO SKOCTI), ab0 B/1acHMKa macTep-

6e3
peuyenma

UA/19352/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

thaiina Ha A®l, abo noctavanbHuka API/BnxigHoro
mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, WO
3aCTOCOBYIOTbCA Y BUPOOHULTBI AD| (AKLLO 3a3HAYEHO
y [OCbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudikaTa BifgnoBiAHOCTI EBpONEiChKilt
thapmakonei y 3aTBepAKeHOMY AOCbE, a60 BUPOGHMKA
HOBOT JOMOMDKHOT PEYOBMHY (SIKLLIO 3a3HA4YEHO Y
[ocbe) 3MiHa Ha3BW Ta afpecy BUPO6HMKa Aitoyol
peyoBuHM BopHa kncnota. BupobHuua finbHuua ta yci
BVMPOGHMWYI onepauii 3a/IMLaTbCs HE3MIHHUMMU.
3aTtBepmxkeHo: Sujata Chemicals Unit 1, Sy No. 875/2,
GIDC, Makarpura, Vadodara, 390010. IHgis
3anponoHoBaHo: Sujata Nutri-Pharma Pvt. Ltd. Unit
1:875/2, GIDC Estate, Makarpura, Vadodara, 390010.
IHAis

25.

BPELIEP

niodgpinizat gns
PO3UUHY ON151 iH'EKLLIA
nol,0wmr,nol
hnakoHy 3
niocpinizatom B
KapTOHHI KOopoo6Li

4-p Peppi'c
Na6opatopi
ctg

IHais

4-p Peppi'c
Na6opaTopic it
(BupobHuunii
Bigain - 7)

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa 4actoTu Ta/abo TepMiHiB
nofaHHs perynsipHo OHOB/IIOBAHMX 3BITIB 3 6e3neku
nikapcbknx 3acobiB. 3MiHa 4acTOTK Ta TEPMIHY
NnofaHHs perynsipHO OHOBJ/IKOBAHOTO 3BiTY 3 6e3neku
nikapcbkoro 3aco6y: [itoya pegakuis: Yactota
nofgaHHa PO3B — 1 pik; KiHueBa faTa A1 BKIYEHHS
paHnx ao PO3b — 25.04.2022 p.; Jata nogaHHA —
04.07.2023 p. NponoHoBaHa pefakuis: Yactota
nogaHHa PO36 — 3 poku; KiHueBa fata ans
BK/IIOYEHHA AaHnx o PO3b — 25.04.2023 p.; data
nofaHHsa — 24.07.2023 p. PekomeHf0BaHo 0
3aTBEPKEHHA BiAMNOBIAHO A0 NEPIOAUYHOCTI NOAAHHSA
perynsipHO OHOB/TOBAHMX 3BITiB 3 6e3neKn NikapCbkmx
3aco6iB y €Bponelicbkomy Cotosi.

3a
peyenmom

UA/15186/01/02

26.

BPELEP

niodpinizat ana
PO34UMHY NS iH ekl
no 3,5 mr a6o no 1,0
Mr no 1 donakoHy 3
nioghinizatom y
KapTOHHIA Kopoo6Li

O-p Peapi'c
JNla6opatopi
citg

IHais

f-p Pepgic
Na6opaTopic /T4
(BupobHuuunii
Big4in - 7)

IHais

BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy. 3MiHa YacToTv Ta/abo TepMiHiB
NoJAaHHA PerynsapHoO OHOBJ/IIOBAHUX 3BITIB 3 6e3nekn
nikapcbkyx 3aco6iB. 3MiHa YacTOTN Ta TEPMIHY
nofaHHA perynsapHO OHOBJ/IIOBAHOrO 3BIiTY 3 6e3neku
nikapcbkoro 3acoby: [jtova pegakuis: Yactota
nogaHHa PO3B — 1 pik; KiHueBa fata 415 BK/IHOYEHHS
paHux no PO3b — 25.04.2022 p.; JaTa nogaHHA —
04.07.2023 p. NMponoHoBaHa pepakuis: Yactota
nogaHHa PO3B — 3 poku; KiHueBa gata gns
BK/1IOYEHHSA AaHnx o PO3b — 25.04.2023 p.; data
nogaHHa — 24.07.2023 p. PekomeHA0BaHO [0
3aTBEP)KEHHS Bi4NOBIAHO 40 NEPIOANYHOCTI NOAAHHS
perynsipHO OHOB/IIOBAHVX 3BiTiB 3 6e3MneKky NikapCbKknux
3aco6iB y €BponelicbkoMy Cotosi.

3a
peyenmom

UA/15186/01/01

27.

BPUNbAHTOB

PO34YMH AN

MPAT

YKpaiHa

BignoBigasibHWI 3a

YKpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx matepiasis: 3MiHu |

6e3

UA/8012/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
WIn 3ENEHNI 30BHILUHLOTO "OITOPAPM BMPOBHMLITBO, TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenma
3acToCcyBaHHs, " nepBuHHe chapmakoHarnsgy. BeegeHHsa abo 3miHn o
cnupToBmiA 1 %, no 10 nakyBaHHs, y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
mn abo 20 mny KOHTPO/b AKOCTI (BBEAEHHSA y3arasIbHEHNX AaHUX NPo cucTemy
dhnakoHax; no 20 mny Ta BUNycK cepi: thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobu,
hnakoHax- MPAT BiNOBifa/IbHOT 3a 34iICHEHHS hapMakoHarnsgy;
KpanenbHMuAX "OITOPAPM", KOHTaKTHOI 0CO6M 3 hapmakoHarnsaay 3asiBHuKa anis
YKpaiHa,; 3iiCHEeHHs1 chapMakoHarnaay B YKpaiHi, AKLL0 BoHa
BiNOBIgaIbHWIA 32 BiAMiHHaA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
BMPOBHMLITBO, 3a 3pjiicHeHHs hapMakoHaraay (BKIYarum
nepBuHHe KOHTaKTHi flaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
nakyBaHHsa Ta thaiina cuctemu chapmakoHarnagy) 3MiHa KOHTaKTHUX
KOHTPO/Tb AKOCTI: JaHNX YyNOBHOBaXEHOI 0CO6M 3asBHMKA,
AT "ly6Hnchapm", BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MmiHa
YkpaiHa MicLe3HaxX0MKeHHs MacTep-chaiina cuctemm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3 chapMakoHarisay.
28. BPUMOHAN Kpanni O4Hi, po34vH TOB CnoBaubk TOB "YHIME/L Cnosaubka BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu | 3a UA/7532/01/01
0,2% 0,2 %, no 5 mn a6o 10 "YHIME], a PAPMA" Pecny6nika Tuny - 3MiHn 3 akocTi. CepTuddikaTt BignosigHocTI/lE- peyenmom
M1y ¢hriakoHi- PAPMA" Pecny6nik cepTudikaT BignoBigHOCTI EBponeichkiii
KpanesibHuuj; no 1 a papmakonei/moHorpadii. NMogaHHsa HoBoro abo

h1akoHy-kpanenbHuLj
B KapTOHHI kopo6Lyi

OHOBJ/IEHOrO cepTudikaTa BignoBsigHOCTi a6o
BWU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: gna Ad®l; gns suxigHoro
mMarepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BMKOPUCTOBYHOTbCS Y BUPO6HMLTBI API; Ans
[OMNOMDKHOI peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHoBeHWA cepTuduikat
Bifj y)ke 3aTBEpPAXEHOro BUPo6HMKa - MogaHHA
OHOBJ/IEHOTO cepTudikaty BignosigHocTi EP Ne RO-
CEP 2014-331-Rev 01 ana A®| bpumoHiguH TapTpat
Bif, BXe 3aTBepakeHoro BupobHuka FARMAK A.S.,
Czech Republic. 3miHu | TMny - 3MiHW 3 AKOCTI.
CepTtudpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOBIEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANoBigHOCTI EBponeiickkili hapmakonei: gns Adl;
ON15 BUXIAHOrO MaTepiasy/peareHTy/npoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOGHULTBI AdI;
0151 LONOMIXHOI pevoBuHY (cepTudikat BiANOBIAHOCTI
€sponelicbkin hapmakoner) - OHoBreHniA cepTudikat
Bifj y)ke 3aTBepAXeHOro BUpo6Hmka - MogaHHs
OHOB/IEHOTO cepTudikaty BignosigHocTi €EP Ne R1-
CEP 2014-331-Rev 00 gna A®l BpumoHignH TapTpaT
Bif BXe 3aTBepmkeHoro BupobHuka FARMAK A.S.,
Czech Republic. 3MiHu | TUny - 3MiHK 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikar




31

n/n

Hassa
JliKapcbKo20

Popma sBUMYCKY
(nikapcbka ¢hopma,

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep

peecmpayiliHo2o

nocsio4YeHHs

3acoby

ynakoska)

BiANOBIAHOCTI EBponeiickbkii hapmakonei/MmoHorpadii.
MogaHHA HoBOro abo OHOB/IEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUNYyYeHHS cepTudikara
BiANOBIAHOCTI €Bponeiickbkili hapmakonei: gna Adl;
[ONs BUXIOHOTO MaTepiany/peareHTy/npoMixxHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOGHULTBI AdI;
A5 AONOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiil hapmakonei) - HoBuii cepTudikar Big,
BXe 3aTBEep)KeHOro BUPO6HWMKa - MogaHHsA HOBOro
cepTtudpikaty BignosigHocTi E® Ne RO-CEP 2014-331-
Rev 00 (nonepepaHs pepakuis: DMF. Version 3,
29.05.2014), pns A®| BpuMoHiaWH TapTpar Bif Bxe
3aTBepmxeHoro BupobHuka FARMAK A.S., Czech
Republic. 3miHn | Trny - 3miHu 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BiANoOBIAHOCTI
abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkin hapmakonei: ana A®l; ans BuxigHoro
mMaTtepiany/peareHTy/nMpoMbKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[L0OMNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBEeHWIA cepTudikat
Bifl y)Xe 3aTBepXeHOro BUpoOHMKa - MNogaHHA
OHOBJIEHOTO cepTudikaTy BignosigHocTi €EP Ne R1-
CEP 2014-331-Rev 01 gna A®| bpumoHignH TapTpaT
Bifl BXe 3aTBepmkeHoro BupobHuka FARMAK A.S.,
Czech Republic, y 38’3Ky 3 HalaHHAIM 3BiTY 3 OLiHKK
PU3NKY NPUCYTHOCTI €/IeMEHTHUX AOMILIOK BiANOBIAHO
no kepiuuutea ICH Q3D Ta OHOBNEHHAM 3a
NMOKa3HNKOM «3a/IMLUKOBI PO3YNHHUKN.

6e3

nionsieae

UA/1688/01/01

29.

BPOMIEKCUH

Ta6neTkn no 8 Mmr no
20 TabneTok y
6nicTepax

NAT
«MoHdapm»

YKpaiHa

MAT «MoHchapm»

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu |
TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy 3asiBHVKa (BlacHWKa peecTpaviliHoro
noceigyeHHs). 3miHa agpecu 3asBHUKa (BfacHuKa
peecTpauiiHoro NoceigyeHHs). TepMiH BBEAEHHS 3MiH
npoTsArom 6 micsAuiB nicnsa 3aTBepAKeHHs. 3MiHu | Tuny
- AAMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afipecy MicLA NPOBaKEHHS Aif/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /ikapcbKoro 3acoby,
BK/IIOYAOUM [iNbHULi BUNYCKY cepii abo micue
NPOBEAEHHS KOHTPOJIO AKOCTI. (fiANIbHICTb, 3a Ky
BiANOBIAa€E BUPOGHYMK/IMNOpTEp, BKIOYAUM BUMYCK
cepiid) - 3viHa agpecu BUpo6Huka M3 MAT
"MoHdapm", YkpaiHa, 6e3 3MiHv Micus BUpO6HMLTBA.
TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEPXKEHHS. 3MiHM | TUny - 3MiHK WoA0

6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.

peuyenma
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

BeefieHHs1 ab0 3MiHM A0 y3arasibHEHNX AaHuX Npo
cuctemy dhapmakoHarnagy (BBeAeHHs y3araibHeHUX
[JaHnx npo cuctemy dhapmakoHarnsagy, smiHa
YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnsigy 3asiBHUKa 415 34iNCHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Big,
YNOBHOBaXEHOI 0C06W, BiANOBIAALHOI 3a 34iiCHEHHS
thapmakoHarnagy (BKouvatoum KOHTakKTHi AaHi) Ta/abo
3MiHM y pO3MiLLEeHHI MacTep-chaiina cucremn
hapmakoHarnsgy). 3miHa ynoBHOBaXKeHOi 0co6u
3asBHUKA, BiANOBIAaILHOI 3a thapmakoHarnsag,. firoya
pegpakuisi: Cosrupa Ceprili CepriioBuy. MNponoHoBaHa
pepakuis: MacTylweHko IHHa BikTopiBHa. 3MiHa
KOHTaKTHUX AaHMX YNOBHOBAXEHOI 0COOM 3asiBHUKA,
BiANOBIAaIbHOI 3a thapmakoHarnsg,. 3miHa
MicLie3HaxoMKeHHs MacTep-ghaiina cuctemu
hapmakoHarnsigy. 3miHa micus 34iiicCHeHHs1 OCHOBHOT
AisnbHOCTI 3 hapMakoHarnisgy. 3miHu | Tuny - 3miHn
woao 6e3sneku/edpekTMBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHK). BunyyeHHs B TEKCTI MapKyBaHHS
NepBVHHOT YNakoBKU NikapcbKkoro 3acoby y n.17 IHWE
3a3HayeHHs «IHhopmavis Woao AMcTpub'loTopax.
TepMmiH BBELlEHHS 3MiH - NpOTAroM 6 micsuis nicns
3aTBEPMKEHHS.

30.

BYNPEHOP®IH

y

rAPOXNoPUA

TabneTkun
Cy6MiHrBa/TbHI N0 2 Mr
no 10 TabneTok y
6nictepi; no 1
6nicTepy y kopobui 3
KapToHy; no 25
Tabnetok y 6nictepi;
no 4 6nictepn y
KOpOO6Lii 3 KapTOHY

ToBapucTeo
3
06MEXeHOI0
Bignosigab
HiCTIO
«Papmaues
TU4YHa
KOMMaHis
«3[0poB'aA»

YKpaiHa

ToBapucTBO 3
06MEXEHOI0
BiANOBiAa/IbHICTIO
“XapkiBcbke
thapmaueBTuyHe
niagnpMeEMCTBO
“3p00poB’s
Hapoay”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3MiHa
3aaBHuka /13 (MIBIM) (BnacHuka peecTpaviiHoro
noceigyeHHs) (3rigHo Hakaly MO3 Big 23.07.2015 Ne
460). TepMiH BBe,€HHSA 3MiH NPOTAroM 6 MicAuiB nicns
3aTBepMKEHHS. 3MiHu | Tuny - 3MiHn Woao
6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
BBeeHHs1 ab0 3MiHW A0 y3arasibHeHUX AaHuX Npo
cuctemy papmakoHarnsagy (BBefeHHs y3arasibHeHuX
JaHunx nNpo cuctemy dpapmakoHarnsgy, 3mMiHa
YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOi 0cobu 3
thapmakoHarnagy 3asBHuKa gns 34iicCHeHHA
hapMakoHarnagy B YkpaiHi, KO BOHA BigMiHHA Bif,
YNOBHOB&XEHOI 0C06W, BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy (Bko4vatoum KOHTaKTHi AaHi) Ta/abo
3MiHM y pO3MiLLEeHHI MacTep-haiina cuctemu
hapmakoHarnsgy). 3MiHa ynoBHOBaXKEHOT 0Co6U
3asBHUKA, BiANOBIAaIbHOI 3a hapmakoHarnsag. [iroya
pefakuis: 3umnubka MapvHa OnekcaHapisHa.
MponoHoBaHa pegakuis: LesuyeHko OneHa IropiBHa.
3MiHa KOHTaKTHMX AaHNX YNOBHOBaXKEHOT 0CO6U
3as1BHVKa, BifnoBiganbHOI 3a hapMakoHarnsg. 3miHa

MicLie3HaXO[KEHHS MacTep-haina cuctemm

3a
peyenmom

UA/10493/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
thapmakoHarnsgy Ta ioro Homepa.
3MiHa MicLA 3AiACHEHHSI OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnagy.
31. BYMPEHOP®IH | Ttabnetku ToBapucTBO YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHuX maTepianis: 3MiHa 3a UA/10493/01/02
Yy Cy6niHrBasIbHI N0 4 Mr 3 06MEeXeHO 3asBHuKa /13 (MIBM) (BnacHuka peecTpaviiiHoro peyenmom
rigPOXNOPUA | no 10 TabneTtok y obmexeHo BiANOBIA&NbHICTIO noceigyeHHs) (3rigHo Hakady MO3 Big 23.07.2015 Ne
6nictepi; no 1 a6o 10 Bignosigaib “XapkiBcbke 460). TepMiH BBeAEHHS 3MiH NPOTAroM 6 MicAuUiB micns
6nicTepiB y KopobL,i 3 HiCTIO hapmaueBTUyHe 3aTBEPXKEHHS. 3MiHK | TUny - 3MiHK WoA0
KapToHy «Papmaves nignpMeEMCTBO 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
TN4Ha “300poB’s BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHUX NPO
KOMnNaHis Hapogay” cuctemy hapmakoHarnagy (BBeAeHHs y3araibHeHux
«3[0poB'a» [JaHnx npo cuctemy dhapmakoHarnsgy, smiHa
YMOBHOB&XEHOI 0C06W, BiANOBIAA/LHOI 32 34iiCHEHHS
dhapmakoHarnsgy; KoHTakTHoi ocobu 3
hapmakoHarnsgy 3asBHuKa 415 34iNCHEeHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Big,
YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
thapmakoHarnagy (BKyaum KOHTakTHi AaHi) Ta/abo
3MiHM y pO3MiLLEeHHI MacTep-chaiina cuctemun
hapMakoHarnsagy). 3MmiHa ynoBHOBaXKeHOi 0cobu
3asBHVIKa, BignosiganbHOI 3a hapmakoHarnag,. diroya
pepakuis: 3umuubka MapuHa OnekcaHapisHa.
MponoHoBaHa pepakuis: LWesyeHko OneHa IropiBHa.
3MiHa KOHTaKTHUX AaHNX YNOBHOBAXEHOI 0CO6U
3asBHUKA, BiANOBIAAILHOI 3a hapmakoHarnsag,. 3miHa
MicLie3Haxo4KeHHs MacTep-ghaiina cuctemm
dhapmakoHarnagy Ta rioro Homepa.
3MiHa Micus 34iliCHEeHHS1 OCHOBHOI Aisi/TbHOCTI 3
dhapmakoHarnsgy.
32. BYMNPEHOP®IH | Tabnetku ToBapuncTBO Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasnis: 3mMiHa 3a UA/10493/01/03
Yy cybniHrBasibHi No 8 mr 3 06MexeHot 3aaBHuKa /13 (MIBI) (BnacHuka peecTpaviiiHoro peyenmom
rigpoxnopPup | no 10 tabnetoky 06MEXEHO BiANOBIA&/IbHICTIO noceigueHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
6nictepi; no 1 a6o 10 Bignosigaib “XapkiBcbke 460). TepMiH BBeAEHHSA 3MiH NPOTArOM 6 MicALUIB Micas
6nicTepiB y kopobu,j 3 HiCTIO hapmaueBTnyHe 3aTBepKeHHs. 3MiHu | Tuny - 3MiHK Woa0
KapToHy «Papmaues nigNpPUEMCTBO 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
TNYHa “300poB’s BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX NPo
KOMnaHis Hapogy” cuctemy dhapmakoHarnagy (BBeAeHHs y3araibHeHuX
«310p0oB’A» [aHux nNpo cuctemy dhapmakoHarnsgy, 3miHa

YNOBHOB&XEHOI 0C06W, BiANOBIAA/IbHOI 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
chapmakoHarnsgy 3asBHUKa AN 34iCHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA Big,
YNOBHOB&XEHOI 0C06W, BiANOBIAALHOI 3a 34iiCHEHHS
hapmakoHarnsay (Bknoyatoum KOHTakTHI AaHi) Ta/abo
3MiHM Yy PO3MILLLEHHI MacTep-thaiina cuctemm
hapmakoHarnsgy). 3miHa ynoBHOBaXKeHOi 0cobu
3asBHVIKa, BignoBiganbHOI 3a chapmakoHarnsag. Aivoya

pegakuis: 3umnubka MapvHa OnekcaHgpisHa.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
MponoHoBaHa pepakuisi: LeBueHko OneHa IropiBHa.
3MiHa KOHTaKTHMX AaHNX YNOBHOBAXEHOI 0Co6U
3asBHVIKa, BignosiganbHOT 3a hapmakoHarnsag,. 3miHa
MicLe3Hax0o[KeHHS MacTep-chaiina cuctemm
dhapmakoHarnsgy Ta oro Homepa.
3MiHa MicLs 34iACHEHHS! OCHOBHOT AisfIbHOCTi 3
dhapmakoHarnsgy.
33. BYCTPUKC™ cycneHsisi gNns iH'ekuid, | FnakcoCmit Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 3a UA/14955/01/01
KOMBIHOBAH 0,5 mn/po3y; no 1 gosi Knsinx BputaHis Bionogxikans C.A. UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6. peyenmom
A BAKUVHA y nonepefHb0 Ekcnopt 3MiHU y BUPO6HMLTBI. 3MiHU BUNpobyBaHb abo
ansa HanoBHEHOMY LUNPUL; NimiTen L0NyCTUMUX MEX, BCTAHOBJ/IEHUX Y cneumdikalisx, nig
MNPO®PINAKTUK | no 1 nonepeaHbo yac BMPOOHULTBA FOTOBOrO NiKapCbKOro 3acoby (iHLwi
n ANDTEPII, HanoBHEHOMY LUNPULY 3MiHM). JJogaBaHHS BUNPOGYBaHHSA NepeBipkn
MPABLS, Yy KOMMNAEKTi 3 ABOMa LinicHocTi 3akpuTTS KoHTeliHepa (Container Closure
KALLUJTHOKY rofikamvi B Integrity Test (CCIT)) sk TECT NPUIAHATTSA PiLLEHHSA
(ALUENONAPH nnacTvKoBOMY wopo skocTi (Quality Decision test) nig yac
ni KOHTeliHepi; no 1 MiXonepawiiHoro KOHTPO0. BHeCEHHs peaakLiliHmX
KOMMOHEHT) KOHTEliHepy y npasok Ao posginis 3.2.P.3.3, 3.2.P.3.4.
(AACOPBOBA KapTOHHIA KOpooLi
HA, 3l
SMEHLLEHUM
BMICTOM
AHTUrEHIB)
34. BA3ENIH mMasb, no 30 r y Ty6ax MPAT Ykpaina BiANOBIAa/IbHUI 3a YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasnis: 3MiHu | 6e3 UA/0845/01/01
"®ITOPAPM BMPOGHMLITBO, TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenma
" nepBuHHE thapmakoHarnagy. BeegeHHs abo 3miHn fo
nakyBaHHs, y3arasibHeHVX AaHux Npo cuctemy papmakoHarnsgy
KOHTPO/b AKOCTI (BBEAEHHSA y3araslbHEHMX AaHUX NPo cucTemy
Ta BUNycK cepi: hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! ocobw,
MPAT BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsay;
"®ITOPAPM", KOHTaKTHOI 0co6M 3 hapMakoHarnsaay 3asiBHuKa ans
YKpaiHa,; 3[jiicCHEHHS hapMakoHarnsay B YkpaiHi, KO0 BOHA
BiANOBiAaIbHUI 3a BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
BUPOGHULITBO, 3a 34iiCHEHHA thapmakoHarnsgy (BKovaum
nepBuHHE KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
nakyBaHHs Ta thaiina cuctemun chapmakoHarnsgy) 3mMiHa KOHTaKTHUX
KOHTPO/Tb AKOCTI: [aHnX YNoBHOBaXXEHOT 0CO6M 3as1BHNIKA,
AT "ly6Hn1papm", BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MmiHa
YkpaiHa MicLe3HaxoKeHHs MacTep-chaiina cuctemm
dhapmakoHarnsgy Ta oro Homepa.
3MiHa MicLs 34iiCHEHHSI OCHOBHOI AisifIbHOCTI 3
dhapmakoHarnsay.
35. BA3E/NIHOBE mMacno, no 25 mn abo MPAT Ykpaina MPAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | 6e3 UA/0408/01/01
MAC/O no 50 mn y dpnakoHax "®PITOPAPM "PITOPAPM" TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenma

thapmakoHarnisgy. BeegeHHs abo 3amiHn go
y3ara/ibHeHUX JaHux Npo cucTemy hapmakoHarnsgy
(BBEAEHHS y3ara/lbHEHUX AaHMX NPO CUCTEMY

dhapmakoHarsgy, 3MiHa YNnoBHOBaXXEHOI 0cobu,
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep

peecmpayiliHo2o

nocsio4YeHHs

BiANOBIA&UTbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsay 3asBHuka ans
3ailicHeHHA hapMakoHarnsgy B YKpaiHi, SKLL0 BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI

3a 3[jiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemu chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6U 3asBHNKA,
BiANOBIAaIbHOI 3a thapmakoHarnsag,. 3miHa
MicLe3Hax0o[KeHHS MacTep-caiina cuctemm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[jiiCHEHHSI OCHOBHOI [iA/IbHOCTI 3 chapMakoHarisay.

36.

BAJNIEPIAHA

TabneTku, BKPUTI
060/10HKOt0, MO 30 Mr;
no 10 TabneTtok y
6nictepi; no 3
6nicTepun y KapTOHHiIl
Kopo6ui; no 20
Tabnetok y 6nictepi;
no 5 6nictepis y
KapTOHHI KOopoo6Li

AT
"Codpapma”

Bonrapis

AT "Codpapma"

Bonrapis

BHECEHHS 3MiH [0 peecTpavjiiiHiX MmaTepianis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn o
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3aralbHEHNX AaHUX NPo cucTemy
hapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS hapmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHuKa ans
3[jiicHEHHs hapmakoHarnsgy B YkpaiHi, KO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MilLeHHi macTep-
thaiina cuctemun hapmakoHarnsagy). 3miHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3asiBHNIKA,
BiANOBiAaNbHOI 3a thapmakoHarnsAg,. 3miHa KOHTaKTHUX
[aHNX KOHTaKTHOT 0CO6M 3asiBHMKA, BignoBiAabHOI 3a
hapMakoHarnag B YKpaiHi.
3miHa MicLe3HaxoMmkeHHs MacTep-halina cucrtemu
thapmakoHarnagy. 3MiHa Micus 34ilACHEHHST OCHOBHOT
AiSNIbHOCTI 3 chapMakoHarniagy.

6e3
peuyenma

UA/8806/01/01

37.

BA/NEPIAHN
EKCTPAKT

TabneTkn, BKPUTI
060/10HKOI0, No 20 Mr,
no 50 Tabnetok y
hnakoHax; no 50
Tabnetok y bnictepax;
no 10 tabnetok y
6nicTepi, no 5
6nicTepiB B nayui

MPAT
"OITOPAPM

"

Ykpaina

MPAT
"OITOPAPM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHn fo
y3arasibHeHVX AaHux Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHMX AaHUX NPo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! ocobw,
BiANOBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHuKa gns
3[jiicCHEHHS hapMakoHarnsay B YkpaiHi, KO0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarum
KOHTaKTHi fiaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
dhaiina cuctemun chapmakoHarnsagy). 3miHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6M 3as1BHNIKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MmiHa
MicLie3HaXO[KEHHS MacTep-gaiina cuctemm

6e3
peyenma

UA/8139/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3 chapmakoHarisay.
38. BIAICIK renib 04Hmin 0,2 %; no TOB Ykpaina [p. Fepxapg HimeuunHa BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu | 6e3 UA/8536/01/01
10 ry Ty6i; no 1 Ty6i B «BAYLL MaHH Xem.-chapm. TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenma
KapTOHHIA KOopoo6Li XENC» Pabpuk TM6X thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3arasIbHEHNX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! ocobw,
BiANOBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa gns
3pjiicHEHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (BkIvatum
KOHTaKTHi flaHi) Ta/abo 3MiHW y PO3MILLLeHHI macTep-
thaiina cuctemun thapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6W 3as1BHNIKA,
BiAnoBiAaIbHOI 3a hapMakoHarnsga.
39. BI3KbIO PO3YUNH NS iH'EKLN, HosaprTic Lseiuapi BUWMYCK Cepiii: Benbris/ BHECEHHS 3MiH 40 peecTpaLiinHux MmaTepiasis: 3miHu |1 3a UA/18833/01/01
120 mr/mn; no 0,23 mn OBepci3 A AnkoH-KyBpbop, LLBeiuapis Tuny - 3MiHM 3 akocTi. A®l. Bupo6HMuTBO. 3MiHa peyenmom
y thnakoHi; no 1 IHBECTMEHTC Benbrig; BMPOBHUKA BMXiIAHOrO/NMPOMIXHOrO NPOAyKTYy/peareHTy,
h1aKoHy B KOMMIEKTi Al BMPOGHMLTBO LLI0 BUKOPUCTOBYHOTLCS Y BUPOBOHUYOMY npoueci AdI,
3 FO/IKOI0 roToBOro abo 3MmiHa BMPO6HWMKa (BK/THOHaouM, Ae HeobXiaHo,
iNbTPYyBaUIbHO B nikapcbkoro MicLLe NpOBeAEHHS KOHTPOsIIO siKocTi) AdI (3a
KOpOO6Li 3 KapTOHY 3acoby, BiICYTHOCTI cepTuchikaTa BiANOBIAHOCTI EBPONECHKIl
BK/THOHAI0UM chapmakonei y 3aTBeppKeHOMy A0CbE)(BBEAEHHS
KOHTPO/b AKOCTI, HOBOro BMPOGHMKa A®I, KONK He NOAAETLCS MacTep-
nepBrHHe Ta haiin Ha A®I Ta Lo BUMarae 3HauHoOi 3MiHV A0
BTOPWUHHE BiANOBIAHOIO po34iny gocbe Ha A®I). lonaBaHHA
nakyBaHHs: HOBOro BMpo6Huka A®| 6ponyumsymady (Lonza AG,
HoBapTic ®apma Visp, LWBeliuapis) y 40AaTOK A0 MOTOYHOIO
LTeiH AT, 3apeecTpoBaHoro B1upobHuka Sandoz GmbH, Kundl,
Leiiyapis; ABCTpist.
KOHTPO/Tb SIKOCTI:
Hosaprtic ®apma
Ar, LLiseliuapist
40. BIHOPE/IbBIH KOHUEHTpaT gns ToBapncTBO Ykpaina AkTaBic ITanis ITanis/ BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasiB: 3miHu | 3a He UA/14709/01/01
- BICTA PO34uHy ANs iHQY3il, 3 C.n.A., Itanis; PymyHis TMny - 3MiHK LWoao 6e3nekn/edheKTNBHOCTI Ta peuyenmom | nidsisieae
10 mr/mn, no 1 mn (10 obmexeHoro CiHpgaH ®apma dhapmakoHarnsgy. 3miHa y KOpoTKili xapakTepucTu
mr), 5 mn (50 mr) y BiANoBiAa/Ib C.P.J1., PymyHis NiKapCcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLiT
dhnakoHi; no 1 HiCTIO 0151 MeANYHOro 3aCTOCYBaHHA Ha MifcTasi perynsipHo
donakoHy B nauuj «BYCT OHOB/IOBAHOrO 3BiTY 3 6e3neKkun NikapcbKoro 3acoby,
KapTOHHI OAPMA> ab0 JocnigxeHb 3 6e3nekn 3aCTOCyBaHHS /iKapCbKOro

3acoby B nicnspeecTpauiliHnii nepios, abo sk
pesynbTaT OLiHKV 3BITY 3 AOC/ILKEHb, MPOBEAEHNX
BiAMOBIAHO A0 NnaHy negiatpuyHnx gocnimxkeHs (PIP)
(3MiHy Y3rogKeHo 3 KOMNETEHTHNM YNOBHOBAXEHUM
opraHom).
3MiHV BHECEHi A0 IHCTPyKUii Ansi MeANYHOro
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
3acToCyBaHHA NikapcbKoro 3acoby A0 po3ainy
"Mo6iyHI peakui™ Wwoa0 6e3nekn 3acTocyBaHHSA
nikapcbkoro 3aco6y. TepmiH BBEAEHHSA 3MiH MPOTATOM
6 MicAUiB nic/ia 3aTBepAKEHHSs
41. FAPOACUN | cycneHsis ans Mepk Wapn i | Lseliuapi Ansa wnpuuis: CLUA/ BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3MiHu | 3a UA/13451/01/01
GARDASIL® iH'exuili; 1 abo 10 Joym IOEA A BMPOGHMLTBO Higepnangn Tmny - 3MiHK 3 aKkocTi. A®Il. KoHTponb A®I. 3miHa y peyenmom
BAKLUVHA dhnakoHiB (no 0,5 mn 6X Hepo3dacoBaHoi / napameTpax cneuudikauii Ta/abo JOMyCTUMUX MEX,
MPOTU BIPYCY | (1 no3a)) y KapTOHHiiA roToBOI NPOAYKLi, ITanis BM3HAYeHUX y cneyudpikauisx Ha A®l, abo
NANINOMUA Kopobui; 1 abo 6 KOHTPO/Ib SIKOCTI, BUXIAHWIA/MPOMDKHWI NpoAyKT/pearexT, Wwo
noanHn nonepegHL0 nepBuHHE BVKOPWCTOBYIOTbCSA Y npoueci BupobHuutea A®| (iHwwi
(TniB 6, 11, HanoBHEHUX LLNPULIB nakyBaHHs, 3MiHK)
16, 18) (no 0,5 mn (1 gosa)) y BTOPUHHE BunyuyeHHs BUNpo6yBaHHA |4EHTUYHICTD WTamy-
KBAAPUBANE KomnekTi 3 1 ronkoto naxyBaHHs: xassiHa (Host Strain Identity test) ona Human
HTHA Y KOHTYpHIlA Mepk Wapn i Papillimavirus (HPV) Types 6, 11, 16, 18 sk 4acTuUHu

PEKOMBIHAHT
HA

KOMIpKOBIi1 ynakoBLi B
KapTOHHIA KOopoo6Li

Joym NNC, CLLA
KOHTPO/b AKOCTI,
BTOpPUHHE
nakyBaHHs, [,03Bif
Ha BUMYCK cepii:
Mepk Wapn i
Joym B.B.,
Higepnangm
[ns dnakoHis:
BMPOGHMLTBO
Hepo3dacoBaHoi
roToBOI NPOAYKLi,
KOHTPO/Ib SIKOCTI,
nepBuHHe
naxyBaHHs,
BTOPUHHE
nakyBaHHs:
MateoH ITanisa
C.n.A,, ITanis
BMPOGHMLTBO
Hepo3dacoBaHol
roTOBOI NPOAYKLUT,
KOHTPO/b AKOCTI,
nepBuHHe
naxkyBaHHs:
Bakctep
PapmacbloTikas
ContowHe J1C,
CLUA
BUPOBHULTBO
Hepo3dghacoBaHo!
roTOBOI NPOAYKLUT,
KOHTPO/1b AKOCTI,
nepBuMHHE

BMNPOGYBaHHA Npu BUNYCKY A5 pO60umX H6aHkis
kniTuH (working cell banks (WCBs)) Ta npoMixHoro
NPOAYKTY Ait0HOI peyoBUHM Ha cTagil hepmeHTaui

KNITUHHOI cycneHsii. BHeceHHs pefakuiiiHux 3MiHu Ao
peecTpauiiHux maTepianis mogynto 3 (3.2.5.2.2.2,
3.2.8.23.2,3.2.5.2.3.3,3.25.2.34,3.2.5.2.4.1,
3.2.5.2.4.5).
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
nakyBaHHS,
BTOPVIHHE
nakyBaHHs:
Mepk Wapn i
Joym INC, CLLA
KOHTPO/1b SIKOCTI,
BTOPVIHHE
nakyBaHHs, A03BiN
Ha BUMYCK Cepii:

Mepk Wapn i

Joym B.B.,

HigepnaHnam

42. FMHEKNT® TabneTku, BKPUTI OPrAHOCWU OAE EBepTomKeH IHAjsA BHECEHHS 3MiH [0 peecTpavjiiiHiX MmaTepianis: 3MiHu | 3a UA/8792/01/01

NNiBKOBOIO H Naiicp CaeHcnz TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
o6osoHKoo, no 11 + NIAN®CAEH Nimiten thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
TabneTkun, BKPUTI CU3 (E® y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
NNiBKOBOIO 3ETI) (BBEAEHHSA y3ara/lbHEHNX AaHUX MPO cucTemy

o6onoHKo, no 11+
Tabnetku no 150 wmr;
KoM6i-ynakoBka Ne 1:
no 1 Tabnetui
asnTpoMILMHY, 2
TabneTkun
cekHigasony, 1
Tabnetuyi
donykoHaszony y
6nictepi; no 1
6nicTepy B KApTOHHIi
naui; kombi-ynakoBka
Ne 5: no 1 tabnetui
asnTpoMILMHY, 2
TabneTkun
cekHigasony, 1
Tabnetuyi
donykoHaszony y
6nictepi; no 1
6nicTepy B KApTOHHIi
nauui; no 5 nayok y
nauvj; kombi-ynakoska
Ne 1: no 1 Tabnetui
asuTpoMmiunHy, 2
Tabnetku
cekHigasony, 1
Tabnetui
dnykoHaszony y
cTpuni; no 1 cTpuny B
KapTOHHII naui;
Kombi-ynakoska Ne 5:

hapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS hapmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHuKa ans
3[jiicHEHHs hapmakoHarnsgy B YkpaiHi, KO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MilLeHHi macTep-
thaiina cuctemun hapmakoHarnsagy). 3miHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0co6u 3asiBHMKA, BiANoBiAabHOI 3a
thapmakoHarnag B Ykpaii.
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no 1 mr (1 MO); 1
b1aKoH 3 MOPOLLKOM Y
KOMMNEKTI 3
PO34YMHHMKOM (BOAA
Ans iHekyinno 1 mny
wnpuui Ne 1) y
NaacTMKOBIN KOPOOL

3acoby, nepBunHHe
Ta BTOPUHHE
nakyBaHHs: A/T
Hoso Hopgick,
[JaHis;
Bupo6HuK,
BiANOBiAaIbHUI 3a
BUMYCK Cepiii
KiHLLeBOro
npoaykty: A/IT
Hoso Hopgick,
[aHis;
Bupo6HuK
nikapcbKoro
3acoby, nepBrHHe
nakyBaHHs,
niodpinisauia Ta
KOHTPONb
roToBOroO
nikapcbKkoro
3aco6y. KoHTponb
SIKOCTi rOTOBOro

mMeTofdax BunpobysaHHs A®| abo BUXigHOro
mMartepiany/npomiKHOro NPoayKTy/peareHTy, Wo
BUKOPUCTOBYETLCA Y npoLieci BUpo6bHuuTBa A®I (iHLWi
3MiHM Y MeTogax BUNpobyBaHHA (BKIOYaoun 3aMiHy
a6o gonoBHeHHs1) A®I abo BUXIQHOrO/MPOMIXHOIO
NPOAYKTY) 3MiHa BHYTPILLHLOT METOANKN
BMNPOGYBaHHSA 3a NokasHukamm «4YucrtoTta», «Bmict
InokaroHy» ansa NokaroH SRM (Second Reference
Material) Ha meToaukuy, y BignosigHocTi Ph.Eur./USP.
OHoBneHHsA cneundikauii MokaroH SRMy n.3.2.S.5.
CraHgapTHi 3pasku Ta npenaparu, y BignoBigHOCTi A0
hapmakoneiHux MeToauK i cTaHaapTiB.
3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKWii
3aci6. KOHTposib roTOBOro Nikapcbkoro 3acoby. 3miHa
y MeTogax BunpobyBaHHA roToBOro NikapcbKoro
3aco6y (iHWi 3MiHM y MeTodax BMNpo6yBaHb
(BrNtOYAOUM 3aMiHy ab0o [OMOBHEHHS)) 3MiHa
BHYTPILLUHBbOT MeToAMKMN BUNpobyBaHHA 13 3a
nokasHukamm «4ucrota», «lgeHTundikauis»,
«KinbKicHe BU3Ha4YeHHs roKaroHy», «OQHOpIAHICTL
BMiCTy» (MeToau Y2003) Ha MeToAw Y BifnoBigHOCTI

Ph.Eur./JUSP (Y9-430). 3miHu | Tuny - 3MiHM 3 SKOCTi.

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

no 1 Tabnetui
asuTpoMmiunHy, 2
TabneTku
cekHigasony, 1
Tabnetui
dnykoHaszony y
cTpuni; no 1 cTpuny B
KapTOHHI nayui; no 5
nayvoK y nayui

43. FMHEKNT® TabneTku, BKPUTI OPrAHOCWU OAE EBepTomKeH IHAjsA BHECEHHS 3MiH [0 peecTpavLjiiiHuX MaTepianis: 3MiHu | - UA/8793/01/01
NNiBKOBOIO H Naiicp CaeHcnz My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
o6osoHKoo, no 11 + NIAN®CAEH Nimiten thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
TabneTkun, BKPUTI CU3 (E® y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
NNiBKOBOIO 3ETI) (BBEAEHHSA y3ara/lbHEHNX AaHUX MPO cucTemy
o6osoHKoo, no 11 + hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
Tabnetky no 150 mr in BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
bulk: no 5000 KOHTaKTHOI 0co6u 3 hapmakoHarnsgy 3asBHuKa A/s
Tabnetok 3[iicHEHHs hapmakoHarnsgy B YkpaiHi, KO BOHA
asnTpomiumHy, 5000 BiAMiHHA Bif YNOBHOBaXeHOI 0cO6MU, BiANOBIAa/IbHOI
Tabnetok 3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
cekHigasony, 5000 KOHTaKTHi fjaHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
Tabnetok thaiina cuctemun chapmakoHarnsagy). 3miHa KOHTaKTHUX
donyKoHa3ony B NakeTi [aHNX KOHTaKTHOI 0co6u 3asiBHMKA, BiAnoBiAanbHOI 3a

thapmakoHarnag B Ykpaii.
44, FNHOKATEH® 1 | niodpinizat gns A/T Hoso [Janis Bupo6Huk [Oanis/ BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/13221/01/01
Ml TINOKIT PO34UHY OS5t iH'EKLLIA Hopgaick nikapcbkoro Benbris Uy - 3MiHK 3 AKOCTi. A®l. KoHTponb A®I. 3miHa y peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

niKapcbKoro
3aco6y. BUpobHuK
AN 36UpaHHs,
MapKyBaHHS Ta
yNaKkoBKMm,
BTOPUHHOIO
nakyBaHHs: A/T
Hoso Hopgick,
[NaHis; Bupo6Huk
PO3YMHHMKA
(cTepunbHa BOAa
ONSA iH EKLR Y
Lnpui),
KOHTPO/L/BUNPOBY
BaHHA cepili
PO3YMHHYIKA:
KaraneHT benbris
CA, Benebris

A®I. KoHTponb A®I. 3miHa y napameTpax
cneuudikauii Ta/abo AONYCTUMKUX MEX, BUSHAUYEHUX Y
cneumdikauisx Ha A®Il, abo BUXiAHUA/NPOMIXKHWIA
NpOAyKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLECi
BUpo6HMUTBa AP| (LONOBHEHHA cneuudikauii HoBUM
NOKa3HUKOM SIKOCTi Ta BiAMNOBIgHUM METOL0M
BMNPOOGYBaHHS) AONOBHEHHS creuudikayii APl HoBUM
NOKa3HUKOM SIKOCTi «3O0BHILLHIA BUrNSA», Ta
BiANOBIAHMM MeTOA0M BUNpPoByBaHHS, Y BIANOBIAHOCTI
[0 moHorpadii Ph.Eur «Glucagon». Kputepiii
NPUAHSATHOCTI — 6iNnii a6o Maiixe Ginunii NOPOLLIOK.
3MiHn | TURY - 3MiHK 3 sKocTi. APl. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
O0ONyCTUMUX MeX, BU3HAUYEHUX Y crneundikalisx Ha
A®|, ab0 BUXigHWIA/MPOMIDXHWI NpOAYKT/peareHT, LWo
BUKOPWCTOBYIOTLCA Y Npoueci BUpobHuuTea Ad|
(3BYXXEHHSA AOMYCTUMMUX MEX, BU3HAYEHUX Y
cneundikaLi) 3By)XXeHHs 0NyCTUMUX MEX B
cneundikauii A®I 3a nokasHukom «bakTepianbHi
E€HAO0TOKCUHU» 3 « <10 MO eHA0TOKCUHY Ha 1 Mr» Ha
«. 3MiHu | TUny - 3miHN 3 AkocTi. CepTucpikart
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkii hapmakonei/MoHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHA Y BiANOBIAHICTb
[0 MoHorpadii ®Y abo EBponeiicbkoi hapmakoner,
a60 iHWOI HalioHanbHOT hapmakonel agepxasun €C
(IHLWi 3MiHK) 3MiHa BHYTPILIHBLOT aHaNiITUYHOI METOANKM
A®| 3a nokasHUKamMu «[le3amifor/itoKaroH»,
«YuctoTar», «laeHTndikanis», «KibkicHe BU3HaYeHHs
rNOKaroHy» Ha Metoauky y signosigHocti Ph.Eur./USP
Ta 3MiHa BHYTPILLUHBOI aHaNITUYHOT METOAUKM
NPOMDXHWUX peqyoBMH AD| 3a NOKa3HUKOM «YucToTar»
Ha meToguky Ph.Eur./USP. 3MiHu | Tuny - 3miHn 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTPOb roTOBOro
nikapcbKoro 3acoby (iHLWi 3MiHK)
nepeknag tekcty MKA Ha ykpaiHCbKy MOBY, @ TakoX
po3gin «YnakoBka» B MK y3romkeHo i3
3aTBEPAKEHOIO IHCTPYKLIED ANS MeAnYHOro
3actocyBaHHs 13. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. KOHTpOb rOTOBOrO
nikapcbkoro 3acoby. 3MiHa napameTpiB cneuudikauiii
Ta/abo foNyCTMMUX MEX FOTOBOrO NiKapCbKoro 3acoby
(BHECEHHSA 3MiH [0 AOCLE NICNS OHOB/IEHHA 3arasibHOT
CTaTTi Ha roToBY Nikapcbky hopmy y
LdY/EBponeiicbkilt thapmakonei) 3miHa BUMOr
cneumdikauii 13 3a NoKasHUKOM
«[lesamigorntokaroH» 3 «<10%» «<11%» npoTarom

TEPMiHy NPUAATHOCTI, Y 3B’A3KY i3 3MiHOI aHaniTU4HOI
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
MEeTOAVKM Y BignoBigHOCTI go sumor Ph.Eur./USP.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii
3aci6. KOHTpOsib roTOBOro Nikapcbkoro 3acoby. 3miHa
y MeTofax BUNpobyBaHHA rOTOBOrO NiKapCbKoro
3aco0y (iHWi 3mMiHK) godaBaHHsA B cneuudikauito 13
nocwiaHHA Ha chapmakonei USP ta JP, sk
albTepHaTMBHUX, A1 NOKa3HWKIB: «BMiCT BOAW»,
«CTepunbHICTb», «bakTepianbHi eHLO0TOKCUHN»,
«OAHOPIAHICTb BMICTY».
45, FOHAN-®® MOPOLLIOK A1 PO3UMHY Apec Lseiiuapi Mepk CepoHo LLiBefiuapis/ | BHECEHHs 3MiH [0 peecTpauiliHix maTtepianis: 3miHu || 3a UA/4113/01/03
ans iH'ekuii no 75 MO TpegiHr A C.A., BiofineHHsa y ITanis My - 3MiHKU 3 AKOCTi. A®L. KoHTposib A®I. 3miHa y peyenmom
(5,5 mkr); Ne 1: 1 C.A. M. OGOHH, mMeTofax BunpobysaHHs A®| abo BUxigHOro
b/1aKoH 3 MOPOLLKOM Y LLiBefiuapis; Mepk mMarepiany/npoMiXXHOrO NPoAyKTy/peareHTy, Lo
KOMMNEKTI 3 CepoHo C.n.A,, BUKOPUCTOBYETbLCA Y NpoLeci BUpobHuLtea AdI
PO34YMHHMKOM (BOAA ITanisa (cyTTeBa 3miHa y
Ans iH'ekuii) no 1 mny 6ionoriyHOMy/iMyHONOrYHOMY/iIMyHOXIMIYHOMY MeTOZj
nonepegHL0 BMNPO6YBaHHS abo MeTofi, Y AKoMy
3aMoBHEHOMY LMWL, BMKOPWCTOBYETLCA BionoriyHnii peareHT Ans
1 ronkoto ans 6ionoriyHoro A®l, abo iioro 3amiHa) 3aMiHa
pO3UMHeHHs Ta 1 6ionoriyHoro metoay in vivo, Lo BUKOPUCTOBYETLCS
TOJIKOO [i/191 BBEA,eHHA AN BUNYCKY Ta AOCAiMKeHH cTabinbHocTi AdI,
Y KOHTYpHIlA 6ioforiyHM MeTogom in vitro. Lis 3miHa aHaniTnyHoi
YapyHKOBIli yrnakoBLi; npoueaypv Npu3BOAUTb A0 3MiH KpUTEpIiB
no 1 KOHTYpHIl NPUIAHATHOCTI AN nokasHuka «Specific activity» y
YapyHKOBIli yrnakoBLi y cneumdoikauii A®I . Okpim Toro, nepefdavaeTbes
KapTOHHI kopo6uj; No BBeAeHHs C3 coniTponiHy anba RHS 2008/01,
10: 5 donakoHiB 3 NOBTOPHO BiAKasli6POBaHOro in vitro.
NOPOLLKOM Y 3arBepmkeHo: 10'500 to 16'500 1U/mg.
KOMMNEKTI 3 3anponoHoBaHo: 10'200 to 16'900 1U/mg. 3MmiHu Il
PO34YMHHMKOM (BOAA TMny - 3MiHK 3 AKocTi. A®L. MpoekTHUiA NpocTip Ta
Ans iH'ekuii) no 1 mny nicnapeecTpauiiHiii NPOTOKO/ yNpaBAiHHA 3MiHaMK.
5 nonepeaHbO BHeceHHs 3MiH y nicnapeecTpauiiiHniA NpoToKoN
3anoBHEHUX LLNpULLaXx, ynpas/iHHA 3MiHaMun ana A®l. BeegeHHs
5 ronkamu gns nicnspeecTpauiiHoro NPOTOKOYy YNpaB/liHHA 3MiHaMK,
pPO3UMHEHHSI Ta 5 METOH0 SIKOro € NPoBefEeHHS KBaidikau,i
ronKkamu ans aNbTepHaTUBHOIO TECT-HABbopPY A1 BUSHAYEHHS
BBE/JEHHS Y KOHTYPHIii 6i0M10rivyHOI aKTMBHOCTI in vitro 404aTKOBO A0 ABOX
YapyHKOBIli yrnakoBLi; TecT-HabopiB, Ak 6ynu KBanighikoBaHi B paMkax 3amiHu
N0 2 KOHTYPHI 6ionoriyHOro MeToAy in vivo Ha 6ioNorivyHKi MeTog, in
YapyHKOBi YNakoBKU B vitro
KapTOHHI KOopoo6Lli
46. FTOHAN-®® PO34nH ANS iH'EKLi no Apec Lseiuapi BMPOGHMLTBO ITanis/ BHECEHHS 3MiH 40 peecTpaLiinHmx MmaTepiasis: 3miHu |1 3a UA/4113/02/01
300 MO (22 mkr)/0,5 TpengiHr A Hepo3dhacoBaHoro LLBeiuapis TMny - 3MiHK 3 AKkocTi. A®L. MpoekTHUIA NpocTip Ta peyenmom
m; no 0,5 mny C.A. npenapary, nicnsipeecTpaLiiHnii NPOTOKON YNpaBiHHA 3MiHaMU.
KapTpuaXi 3 NpobKoto- nepBrHHe Ta BHeceHHs 3MiH y nicnspeecTpaviiiH1ii NpoTOKON
nopLuHem Ta BTOPUHHE ynpasniHHA 3MiHamy ania APl BBefeHHs
pudneHoto nakyBaHHs1, nicnsipeecTpauiiHoro NPOTOKONY YNpas/liHHS 3MiHaMK,

KpULLIEYKOLO,

KOHTPO/Ib SKOCTI

METOI SKOro € NpoBefeHHs KBastidoikaulil
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BMILLIEHOMY Y PYUKy Ta BUMYCK Cepili: a/IbTEPHATUBHOIO TeCT-HAbopy AN51 BU3HAYEHHS
0151 BBEEHHS; no 1 Mepk CepoHo 6i0n10rivyHOI aKTUBHOCTI in Vitro 40AaTKOBO [0 [ABOX
pyuui Ta 8 ronok y C.n.A,, ITanis; TecT-Habopis, siki 6ynin kBanichikoBaHi B pamkax 3amiHun
KapTOHHI KOopoo6Li nepBuHHE 6io10riYHOr0 MeToAy in Vivo Ha 6GioNoriyHNni MeTog, in
nakyBaHHs vitro. 3miHu Il Tuny - 3MiHK 3 aKocTi. A®l. KoHTposb
(36MpaHHn A®|. 3miHa y meTogax BunpobysaHHsa APl abo
nonepegHL0 BMXifHOro Matepiany/npoMiXXHOTO NPoAyKTy/peareHTy,
3anoBHEHNX LLLO0 BUKOPUCTOBYETLCA Y NpoLeci BUpo6HULTBa ADI
KapTpuaxis 3 (cyTTeBa 3miHa y
npenaparom B 6io10riYHOMY/iMyHOOTYHOMY/IMYHOXIMIY4HOMY MeTOZj
pyuky ons BMNPOBYBaHHA abo MeTofi, Y AKoMy
BBEfEHHS): Mepk BUKOPVCTOBYETLCA Gi0NOriYHUI peareHT ans
CepoHo C.A., 6ionoriyHoro A®l, abo iioro 3amiHa) 3amiHa
Bif4iIEHHA Y M. 6ionoriyHoro metoAy in vivo, Lo BUKOPUCTOBYETLCSA
OG6OHH, [ANA BUNYCKY Ta AOCAiKeHH cTabinbHocTi AdI,
LLiBeiuapis 6i0N10rYHNM MEeTOAOM in vitro. List 3miHa aHasTiTyHol
npoueaypv NpU3BOANTL A0 3MiH KpUTEPITB
NPUIAHATHOCTI ANs NokasHuka «Specific activity» y
cneundikauii A®I . Okpim Toro, nepefdavaeTbes
BBeeHHs C3 coniTponiHy anba RHS 2008/01,
NMOBTOPHO BifKaNibpoBaHOTO in Vitro. 3aTBepKeHo:
10'500 to 16'500 1U/mg. 3anponoHoBaHo: 10'200 to
16'900 IU/mg
47. FTOHAN-®® PO34nH NS iH'EKLiA No Apec Lseiuapi BMPOGHMLTBO ITanis/ BHECEHHS 3MiH 0 peecTpavliinHmx maTepiasis: 3miHu |1 3a UA/4113/02/02
450 MO (33 mkr)/0,75 TpengiHr A Hepo3acoBaHoro LLBeiuapis TMny - 3MiHK 3 AKkocTi. A®I. MpoekTHUIA NpocTip Ta peyenmom
mn; no 0,75 mny C.A. npenapary, nicnsapeecTpauiliHiii NPOTOKON ynpaBAiHHS 3MiHaMK.
KapTpuaXi 3 NpobKoto- nepBrHHE Ta BHeceHHs 3MiH y nicnspeecTpaviiiHuii NpoTOKON
nopLuHem Ta BTOPUHHE ynpas/iiHHA 3MiHaMu ans A®l. BBeaeHHs
pudbneHoto nakyBaHHs, nicnsipeecTpauiiHoro NPOTOKONY YNpas/liHHA 3MiHaMK,
KPWLLIEYKOIO, KOHTPO/Ib SKOCTI METOI0 AKOro € NPOBefEHHS KBaTidikauil
BMILLEHOMY Y PYUKy Ta BUNYCK cepiii:

Ans BBeAeHHs; no 1
pyuui Ta 12 ronok y
KapTOHHIA KOopooLi

Mepk CepoHo
C.n.A., ITanis;
nepBuHHe
nakyBaHHS
(36MpaHHsn
nonepeaHL0
3anoBHEHNX
KapTpuaxis 3
npenapaTrom B
Py4Ky ans
BBEefEHHS): Mepk
CepoHo C.A.,
BiA4iNIEHHA Y M.
OG6OHH,
LLiBeiuapis

a/IbTEPHATUBHOIO TeCT-HAbopy ANS1 BUSHAYEHHS
6i0n10rivyHOI aKTUBHOCTI in Vitro 40AAaTKOBO [0 [ABOX
TecT-HabopiB, siki 6ysn kBasnichikoBaHi B pamkax 3amiHun
6ionorivHOro meToAy in vivo Ha 6ionoriyHnii MeTog, in
vitro. 3miHu 1l Tvny - 3MiHKn 3 AkocTi. A®l. KOHTpO/b
A®|. 3miHa y meTogax BunpobysaHHsa APl abo
BMXifHOro Matepiany/npoMiXXHOTO NPoAyKTy/peareHTy,
LLIO BUKOPUCTOBYETLCA Y npoLieci BUpo6bHuLTBa AdI
(cyTTeBa 3miHa y
6io10riYyHOMY/iMyHOOTYHOMY/iIMyHOXIMIY4HOMY MeTOogj
BMNPO6YBaHHA abo MeTofi, Y AKoMy
BMKOPWCTOBYETbLCA BionoriyHnii peareHT Ans
6ionoriyHoro A®l, abo iioro 3amiHa) 3aMiHa
6ionoriyHoro metoAay in vivo, Lo BUKOPUCTOBYETLCSA
AN BUNYCKY Ta AOCAiMKeHHI cTabinbHocTi AdI,
6i0N0riYHNM MeToAOM in vitro. List 3miHa aHasTiTMyHol
npoueaypu NpU3BoOAMTL A0 3MiH KpUTEPITB

NPUIRHATHOCTI 4151 NokasHuka «Specific activity» y
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
cneundikauii A®I . Okpim Toro, nepefdavaeTbes
BBeeHHs C3 coniTponiHy anba RHS 2008/01,
NMOBTOPHO BifKaNibpoBaHOTO in Vitro. 3aTBepKeHo:
10'500 to 16'500 IU/mg. 3anponoHoBaHo: 10'200 to
16'900 IU/mg
48. FTOHAN-®® PO34nH NS iH'EKLiA No Apec Lseiuapi BMPOGHMLTBO ITanis/ BHECEHHS 3MiH 0 peecTpavliinHmx maTepiasis: 3miHu |1 3a UA/4113/02/03
900 MO (66 mkr)/1,5 TpengiHr A Hepo3acoBaHoro LLBeiuapis TMny - 3MiHK 3 AKkocTi. A®I. MpoekTHUIA NpocTip Ta peyenmom
ma; no 1,5 mny C.A. npenapary, nicnspeecTpaLiiHnii NPOTOKON YNpaBAiHHA 3MiHaMU.
KapTpuaXi 3 NpobKoto- nepBrHHE Ta BHeceHHs 3MiH y nicnspeecTpaviiiHuii NpOTOKON
nopLuHem Ta BTOPUHHE ynpas/iiHHA 3MiHaMu ans A®l. BBeaeHHs
pudneHoto nakyBaHHs, nicnsipeecTpauiiHoro NPOTOKOY YNpaB/liHHA 3MiHaMK,
KPWLLIEYKOIO, KOHTPO/Ib SKOCTI METOI0 SKOro € NPoBefEHHS KBauTidikauil
BMILLIEHOMY Y PyUKy Ta BUMYCK Cepili: a/IbTEPHATUBHOIO TeCT-HAbopy ANS1 BUSHAYEHHS
0151 BBEEHHS; No 1 Mepk CepoHo 6i0n10rivyHOI aKTUBHOCTI in Vitro 40AAaTKOBO A0 [ABOX
pyuui Ta 20 ronok y C.n.A,, Itanis; TecT-HabopiB, siki 6ysn kBasnichikoBaHi B pamkax 3amiHun
KapTOHHIA KOopoo6Li nepBuHHE 6ionorivHOro MeToAy in vivo Ha 6ionoriyHuiA MeTog, in
nakyBaHHs vitro. 3miHu 1l Tvny - 3MiHK 3 AkocTi. A®l. KOHTpO/b
(36MpaHHsn A®|. 3miHa y meTogax BunpobysaHHsa APl abo
nonepegHL0 BMXifHOro Matepiany/npoMiXXHOTO NPoAyKTy/peareHTy,
3anoBHEHNX LLIO0 BUKOPWUCTOBYETLCA Y NpoLeci BUpo6HMLTBa ADI
KapTpuaxis 3 (cyTTeBa 3miHa y
npenaparom B 6ion10riYyHOMY/iMyHONOTYHOMY/iIMyHOXIMIY4HOMY MeTOZj
pyuky ons BMNPO6YBaHHA abo MeTofi, Y AKoMy
BBEefEHHS): Mepk BMKOPWCTOBYETbLCA BionoriyHnii peareHT Ans
CepoHo C.A., 6ionoriyHoro A®l, abo iioro 3amiHa) 3aMiHa
BiA4iNIEHHA Y M. 6ionoriyHoro metoAay in vivo, Lo BUKOPUCTOBYETLCSA
OG6OHH, AN BUNYCKY Ta AOCAiMKeHHI cTabinbHocTi AdI,
LLiBeiuapis 6i0N0riYHNM MeToAOM in vitro. List 3miHa aHasTiTMyHol
npoueaypu NpU3BoOAMTL A0 3MiH KpUTEPITB
NPUAHATHOCTI 415 NokasHuka «Specific activity» y
cneumdoikauii A®I . Okpim Toro, nepef6avaeTbes
BBeAeHHs C3 coniTponiHy anbga RHS 2008/01,
NMOBTOPHO BiAKaNibpoBaHOro in vitro. 3aTBepAXKEHO:
10'500 to 16'500 1U/mg. 3anponoHoBaHo: 10'200 to
16'900 IU/mg
49, FYHA - Kpanni opasibHi no 30 l'yHa C.n.a. ITanisa l'yna C.n.a. ITanis BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | 6e3 nionsizae UA/12711/01/01
MATPIKC MY dpriakoHi- TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenma
KpanesibHuuj; no 1 thapmakoHarnagy (iHLwi 3MiHW) - 3MiHK BHECEeHi A0
h1aKoHY B KapTOHHii IHCTPYKUiT A4NA MEAMYHOrO 3aCTOCYBaHHS NiKapCbKoro
KopooLi 3aco6y g0 po3giny "Cknag” (YTOYHEeHHS LWoAao
KiNIbKOCTI Kpanesib B 1 M NikapcbKoro 3acoby)
BiANOBIAHO [0 MaTepianiB peecTpauiiHoro focChe.
50. OEKCAHECT KOHUeHTpaT ons AT Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH [JO peecTpaLjiiiHiX maTepianis: 3MiHu | 3a UA/20014/01/01
PO34UHY ANst iHQY3il, "®apmak” TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peyenmom

100 mkr/M/; no 2 Mn B
amnyni; no 1 amnyni y
nauui 3 KapToHy; no 5

amnyn y 6aictepi; no 1

KOHTpPO/Ib FOTOBOIO /liKapCbKOro 3acoby. 3MiHa
napameTpiB cneyudikauii Ta/abo AoNyCTUMUX MEX
rOTOBOrO iKapCbKoro 3acoby (iHwi 3miHM). 3miHa Ao

cneundikauii Ha /13 3a NoKasHWKOM "MexaHiuHi
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
abo 5 6nicTtepiB y BK/TIOYEHHS. HEBUAMMI 4acTkn'", BHECEHO He3HauHi
nadui 3 KapToHy, no 4 3MiHK B "[onycTuMi Mexi" 3a NOKa3HUKOM - a came,
My dhnakoHi; no 1 3MiHEHO (pN1aKoHN Ha KOHTelHepw.
dhnakoHy y nauui 3
KapTOHyY; no 4
dnakoHun y 6nicTepi;
no 1 6nictepy y naui
3 KapToHy, no 10 mny
dnakoHi; no 1
dhnakoHy y nauui 3
KapTOHY; no 4
donakoHun y 6nicTepi;
no 1 6nictepy y nauui
3 KapTOHY
51. MKA3 TabneTkn, BKPUTI Baiep Al HimeuunH [MepBuHHE Ta HimeuunHa BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu | 3a He UA/5468/01/01
060/10HKOI0, M0 28 a BTOpPUHHE TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom | nionsizae
Tabnetok (24 nakyBaHHs1, thapmakoHarnagy. 3MiHa y KOPOTKill XxapakTepucTuLi
TabneTku CBIiT/0- KOHTPO/Ib SKOCTI, NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
poxesoro + 4 BUMYyCK cepii gns AN MeAMYHOro 3acTOCyBaHHA Ha NiACTasi perynsipHo
Tabnetkn (nnauebo) aKTMBHOI OHOBJIIOBAHOrO 3BIiTY 3 6e3neKkun NikapcbKoro 3acoby,
6inoro KonLopy) y Tabnetku; abo gocnigpkeHb 3 6e3Mnekn 3acTocyBaHHS NiKapCbKoro
6nicTepi 3 nepBuHHE Ta 3acoby B nmicnspeecTpaviiiHvii nepiod, abo sk
CaMOK/enKoto BTOPVHHE pe3ynbTaT OLiHKM 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
cTpiukoto; no 1 nakyBaHHs, BUMYCK BiANOBIAHO [0 NnaHy negiatpuuHnx gocnimxers (PIP)
6nicTepy y KapTOHHIiA cepii ans (3MiHy Y3rogXeHo 3 KOMNETEHTHNM YNOBHOBAXXEHUM
nauui "nnaye6o": opraHom)
Baiep AT, 3MiHV BHECEHI A0 IHCTPYKUiT N8 MeanyHoro
HimeuyuunHa; 3acTocyBaHHS NiKkapcbkoro 3acoby Ao po3ainis
Brvpo6HMuTBO "MpoTrnokasaHHs", "B3aeMogis 3 iHWMMUN NiKapCbKUMu
Hepo3chacoBaHo| 3acobamu Ta iHWi BUAn B3aemogiii", "Oco6amBocCTi
npoaykuii Ta 3acTocyBaHHA" LWOA0 6e3Mnekn 3acTocyBaHHSA
npoBefeHHs nikapcbkoro 3acoby BeefieHHs 3MiH NPOTArom 4-x
KOHTPO/HO AKOCTI MicALiB MicnsA 3aTBepAKEHHS. 3MiHU | TUMY - 3MiHK
Ons «nnauebo»: Loao 6e3nekn/edyeKTMBHOCTI Ta papmakoHarnsgy.
Baiiep AT, 3MiHa Y KOpOTKili XxapakTepucTuL,i NikapcbKoro 3acoby,
HimeyuunHa; TEKCTi MapKyBaHHS Ta iHCTPYKLii 415 MeguyHoro
Bci cTagii 3aCTOCYBaHHSA Ha MiACcTaBi perynspHoO OHOB/IIOBAHOIO
BUpOGHMLUTBA AN 3BiTY 3 6e3neku nikapcbKoro 3acoby, abo gocnimpKeHb
aKTMBHOI TabneTkn 3 6e3nekn 3acTocyBaHHsA MikapcbKoro 3acoby B
Ta «nnaue6o»: nicnspeecTpauiiHnii nepiog, abo sk pe3ysibTaT OLiHKM
Baiiep Balimap 3BITY 3 fOCNIfKEHb, NPOBEAEHNX BiANOBIAHO A0 NnaHy
v6X i Ko. KT, neaiatpnyHux gocnigpkeHs (PIP) (iHwi 3miHW) 3MiHK
HimeuunHa BHECEHI A0 IHCTPyKUii AN MEANYHOrO 3aCTOCYBaHHS
niKapcbKoro 3acoby A0 po3ainis "OcobnnBocCTi
3actocyBaHHs", "Mob6iyHI peakuii” LWoao 6e3nekun
3acTocyBaHHSA Nikapcbkoro 3acoby. BBegeHHs 3MiH
NPOTArom 4-X MicaLUiB Nicsia 3aTBepAKEHHS
52. AVNKNO®EHAK | cynosuTopii pekTasibHi MAT Ykpaina MAT "MoHdapm" YKpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/2027/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
HATPIO no 0,05r; no 5 "MoHdchapm" TUny - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom | nionsizae

Cyno3uTopiiB y CTpUNi;
no 2 CTpunu B nauui 3
KapToHYy

Ta/abo agpecy 3asiBHVKa (BlacHMKa peecTpaviliHoro
noceifyeHHs) 3miHa agpecn 3asBHUKa (B/laCHUKaA
peecTpauiiHoro NocBig4eHHs). TepMiH BBEAEHHS 3MiH
NpoTArom 6 MicsiLiB nicns 3aTBepmKeHHs. 3MiHu | Tuny
- AOMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afpecy MicLs NPOBaKEHHS Ais/IbHOCTI
BMpOBGHUKa/iMNopTepa roToBoro JlikapcbKoro 3acooy,
BK/IKOYA0UM AiNbHULI BUNYCKY cepii abo micue
NPOBELEHHS KOHTPOJIO AKOCTI. (ZiANbHICTb, 3a Ky
BignoBigae BMPOGHMK/iMNOpTep, BKIKOYAOUM BUMYCK
cepiin) 3miHa agpecy BUpo6Huka M3 MAT
"MoHdapm", YkpaiHa, 6e3 3MiHV Micus BUpO6HMLTBA:
TepMiH BBEEHHSA 3MiH NPOTArom 6 micsAuiB nicns
3aTBEPKEHHS.
3miHu | Tvny - 3MiHK Woao 6e3nekn/ed)ekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MmiHn fo
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3arasIbHEHMX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0ocobu,
BiNOBifa/IbHOT 3a 34iICHEHHSA hapMakoHarnsgy;
KOHTaKTHOI 0CcO6M 3 thapMakoHarnsay 3asBHUKa gns
3iiCHEeHHs1 chapMakoHarnaay B YkpaiHi, AKLL0 BoHa
BiAMiHHA Bif, YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaragy (Bkivatum
KOHTaKTHi flaHi) Ta/abo 3MiHW y PO3MILLLeHHI macTep-
(haiina cuctemu chapmakoHarnsgy) 3miHa
YMOBHOB&XEHOT 0C06Y 3asBHWKA, BiANOBifa/IbHOT 3a
hapmakoHarnag,.

[itoua pepakuisi: Coerupa Cepriit CeprilioBuy.
MponoHoBaHa pepakuisi: MacTtyleHko IHHa BikTopiBHa.
3MiHa KOHTaKTHMX AaHNX YNOBHOBAXEHOI 0Co6U
3asBHVIKa, BignosiganbHOT 3a hapmakoHarnsag,. 3miHa
MicLe3Hax0o[KEHHS MacTep-aiina cnuctemm
thapmakoHarnagy. 3MiHa MicLs 34iliCHEHHSI OCHOBHOT
AisnbHOCTI 3 hapmakoHarnsgy. 3miHu | Tuny - 3miHu
Loao 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL,i NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta IHCTPYKLii 419 MeguyHoro
3aCTOCYyBaHHA Ha MifcTaBi perynspHO OHOB/HOBAHOrO
3BiTY 3 6e3nekun nikapcbKoro 3acoby, abo AocnimpKeHb
3 6e3nekn 3acToCcyBaHHA NikapcbKoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk pe3ysibTaT OLiHKN
3BIiTY 3 fOCNILKeHb, NPOBEAEHNX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimpkeHs (PIP) (3MiHy y3ropkeHo 3
KOMMNETEHTHUM YMOBHOB&XEHUM OpraHom) 3MiHu
BHECEHi [0 IHCTPYKLiT 415 MeANYHOro 3acToCcyBaHHS
nikapcbKoro 3acoby y po3gin "3actocyBaHHs y nepiog,
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BariTHOCTi abo rogyBaHHs rpyaato” BignoBigHO Ao
OHOBNEHOT iHthopMaLii 3 6e3neky 440l peyoBUHU.
TepMmiH BBELlEHHS 3MiH - NPOTArom 6 micsuis nicns
3aTBEPMKEHHS.
53. AONYTErPABI TabneTku, BKPUTI Makneopc IHais Makneopc IHais BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/17323/01/01
P 50 MI', nniBKOBOK 060/0HKOKW | PapmacbioT PapmacboTUKanc TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
NAMIBYQVH (50 mr/300 mr/300 mr); nkanc Nimiten thapmakoHarnsgy. BeegeHHs abo 3miHv o
300 MI' TA no 30 a6o no 90, abo NimiTen y3araslbHeHUX faHux Npo cuctemy chapmakoHarnsgy
TEHO®OBIPY no 100 TabneTok y (BBEAEHHSA y3ara/IbHEHNX AaHUX MPO cucTemy
AN30MNPOKCU nnacTMKoBOMY hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
ny ®oyMAPAT KOHTeliHepi, Wwo BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapMmakoHarnsay;
300 MI" MICTWTb ABa calle 3 KOHTaKTHOI 0Co6YM 3 thapmakoHarnsagy 3asiBHuka anas
cunikarenem, no 1 3piicHeHHs hapMakoHarnsgy B YkpaiHi, K0 BOHA
KOHTEliHepy y BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBigansbHOI
KapTOHHII ynakoBsLi; 3a 34iicHeHHs hapmakoHarnsgy (Bkaoyarum
no 180 TabneTtok y KOHTaKTHi AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
naacTMKOBOMY thaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTeliHepi, Lo YNOBHOB&XXEHOI 0CO6U 3asBHMKA, BifnoBigasibHOI 3a
MICTUTb TPy calue 3 thapmakoHarnsg,.
cunikarenem, no 1 [Litova pepakuis: Dr. Sukhada Wadkar. /MponoHoBaHa
KOHTEliHepy y pegakuis: Dr. Ashish Mungantiwar. 3miHa KOHTaKTHMX
KapTOHHI ynakoBL; [JaHnXx ynoBHOBaXEHOI 0CO6M 3asBHIIKA,
no 30 a6o no 90, a6o BignoBigasibHOI 3a hapmakoHarnsg. 3mMiHa KOHTakTHOT
no 100 TabneTtok y 0cobu 3asiBHUKA, BIANOBIAA/LHOI 3a 34iiCHEHHS
nnacTvKoBOMY thapmakoHarnagys Ykpaini. [itoya pegakuis:
KOHTeliHepi, Wwo [HiTeubka /lto6oB BanepiisHa. / NponoHoBaHa
MiCTUTb ABa calle 3 pegakuis: Kyunba TeTssHa BacunisHa.
cunikarenem; no 180 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0CObM 3asBHMKA,
Tabnetok y BiANOBIAA/ILHOT 32 hapmakoHarnsaz B YkpaiHi. 3miHa
nnacTVKoBOMY HOMepa macTep- thaiina cuctemun chapmakoHarnagy.
KOHTeliHepi, Wwo
MICTUTb Tpy¥ calue 3
cuikarenem
54. AOP3AME], Kpansi O4Hi, po34nH, TOB Ykpaina yopna TypeyunHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a He UA/18433/01/01
20 mr/mn; no 5 mny «YOPN[, MEAVUWH INAY TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom | nions2ae
hnakoHi-kpanenbHuyi; | MEOVLINH» CAH. BE TIK. CrabinbHicTb. 3MiHa y TepMiHax npugaTtHocTi abo
no 1 donakoHy- ALl ymoBax 36epiraHHsi roToBOro Nikapcbkoro 3acoby

KpanesibHULi B
KapTOHHI Kopoo6Li

(36iNbLUEHHA TEPMiIHY NPUAATHOCTI TOTOBOrO
NiKapcbKoro 3acoby) - [11s TOproeoi ynakoBKu
(niaTBEPOXKYETLCA AAHUMU PEasIbHOIO Yacy)
306iNbLUEHHS TepMiHy npuaaTHocTi [N13
3arBepmKeHo: 3 poku 3anponoHoBaHo: 5 pokis
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHS.
3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKuii
3aci6. 3MiHM y BUpo6HULTBI. 3MiHa po3mipy cepii
(BKKOYAOUM Ajana3oH po3Mipy cepil) roToBoro
NiKapCcbKoro 3acoby (36isbeHHst Ao 10 pasis
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
MOPIBHSHO i3 3aTBEPAKEHUM PO3MiPOM) A0AAHHS
afbTepPHATNBHOIO PO3Mipy cepii FOTOBOro NikapCbKoro
3aco6y 212 n (40 000 dhnakoHiB) B ONOBHEHHS [0
BXe 3aTBepakeHoro 25 n (4716 donakoHiB).
55. agop3onT Kpansi O4Hi, pO34nH; EnENCi Ipysia K.T. Pomdchapm PymyHis BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/17872/01/01
nnroc no 5 mn y chnakoHi- Pomdapm KomnaHi C.P.J1. TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom nionseae
KpanesnbHuLi Ta Komnawi thapmakoHarnsgy. 3MiHa y KOpOTKiil xapakTepucTuui
KapTOHHII nayui xopoxmsa NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT

ONA MeAnYHOro 3aCTOCyBaHHSA Ha MigcTasi perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
a60 pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS /iKapCbKoro
3aco6y B nicnapeecTpaviiiHvii nepiod, abo sk
pe3ynbTaT OLiHKM 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
BIAMNOBIAHO A0 NNaHy negiatpuyuHux gocnigxeHs (PIP)
(3MiHY y3rof)keHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHom) - 3MiHV BHECEHO A0 iHCTPYKLii Ans
MeAMYHOro 3acToCyBaHHSA NikapCbKoro 3acoby Ao
po3gainy "Mo6iuHi peakwii" BigNoBigHO A0
pekomeHpauili PRAC. TepmiH BBEAEHHS 3MiH -
NpoTArom 6 MicsiLiB nicns 3aTBepmpKeHHs. 3MiHu | Tuny
- 3MiHu Wopao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOTKiil xapakTepucTuui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
[ONA MeAnYHOro 3aCTOCyBaHHSA Ha MigcTasi perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
a60 pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS /iKapCbKoro
3aco6y B micnapeecTpaviliHvii nepiod, abo sk
pe3ynbTaT OLiHKM 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
BIAMNOBIAHO A0 NnaHy negiatpuyuHux gocnigxeHs (PIP)
(3MiHY y3rof)eHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHom) -
3MiHV BHECEHO [0 IHCTPYKLIT 4151 MeAnyYHOro
3acTOCyBaHHS MikapCbKOoro 3acoby A0 po3ainy
"Mo6iuHi peakwyji" BignoBigHoO Ao pekomeHaauin PRAC.
TepMiH BBEAEHHS 3MiH - NPOTAroM 6 MicauiB nicns
3aTBepMKEHHS. 3MiHK | Tuny - 3MiHn Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. 3miHa y
KOPOTKIil XapakTepucTuLi NikapCbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKUiT A/19 MeANYHOro
3aCTOCyBaHHSA Ha MifcTaBi perynsapHO OHOB/HOBAHOrO
3BiTY 3 6e3neku nikapcbKoro 3acoby, abo AocnimpKeHb
3 6e3nekn 3acToCyBaHHS MikapcbKoro 3acoby B
nicnsapeecTpauiiHnii nepiog, abo sk pe3ysibTaT OLiHKM
3BITY 3 fOCNIfKEHb, NPOBEAEHNX BiANOBIAHO A0 NnaHy
negiatpnyHux gocnimpkers (PIP) (3MiHy y3ropkeHo 3
KOMMNETEHTHUM YMOBHOB&KEHUM OpPraHoM) - 3MiHW
BHECEHO [0 iHCTPYKLiT 415 MeANYHOro 3acToCyBaHHS
niKkapcbKkoro 3acoby o po3sainy "Mo6iyHi peakuii”
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep

peecmpayiliHo2o

nocsio4YeHHs

BiANOBIAHO A0 pekomeHAauin PRAC. TepMmiH
BBEJEHHS 3MiH - NPOTAroM 6 MicAuiB nicns
3aTBEPMKEHHS.

56.

JLOP30MT
nnoc

Kpani O4Hi, PO34nH;
no 5 mn y cpnakoHi-
KpanenbHuUui Ta
KapTOHHIM nayui

EnEnCi
Pomdapm
Komnawi
xopaxns

Ipysis

K.T. Pomchapm
Komnani C.P.J1.

PymyHis

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
[ONs MeAMYHOro 3acToCyBaHHA Ha NiACTaBi perynsipHo
OHOB/OBAHOrO 3BiTY 3 6e3NeKn NikapcbKoro 3acooby,
abo focnigkeHb 3 6e3nekn 3acToCyBaHHSA NikapCbKoro
3acoby B nicnspeecTpauiliHnii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/ILKEHb, MPOBEAEHNX
BiANOBIAHO f0 MnaHy negiatpuuHnx gocnimxeHs (PIP)
(3MiHy y3rofkeHo 3 KOMMETEHTHVUM YNOBHOBaXXEHUM
opraHom) - 3MiHV BHECEHO A0 iHCTPYKLii Ans
MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y
po3ainu: "Cnocib 3actocyBaHHs Ta f03K", "MobiuHi
peakuii" BignoBigHO A0 OHOBNEHOI iHthopMaL,i 3
6e3neku gjtoyoi pevyoBnHU. 3MiHK | TUMy - 3MiHK LWOA0
6e3nekun/edhekTVBHOCTI Ta hapMakoHarniagy (iHuwi
3MiHW) - 3MiHW BHECEHO [0 IHCTPYKUiT 4719 MeANYHOro
3aCTOCYBaHHS Nikapcbkoro 3acoby y po3ain “rMobiyHi
peakuii” WoA0 BaXNNBOCTI 3BITyBaHHSA NPo MobiYHi
peakujii.

3a
peyenmom

He
nionsieae

UA/17872/01/01

57.

EBKABAN®
cupon

cupon, 3r/15rB8 100 1
no 100 mn y donakoHi
i3 ckna; no 1 cdonakoHy
B KapPTOHHI kopobuj

ecrnapma
m6X

HimeyunH
a

Papma
BepHirepoge
6X

HimeuunHa

BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis:
TexHiuHa nomuska (3rigHo Hakasy MO3 Big 23.07.2015
Ne 460). BunpaBneHo TeXHI4YHY MOMUAKY Y MYHKTi 7.
IHLWI OCOBNUBI 3ACTEPEXXEHHSA TekcTy
MapKyBaHHS BTOPVYHHOT YNakoBKW NikapCbKoro 3acoby
LLIOAO NpoMyLLEeHOro NpuiiMeHHrKa (B). 3a3HayeHe
BMNpaB/IEHHSA BiANOBifae MaTepiasiam peecTpaviiiHoro
[10CbE.

6e3
peyenma

UA/5754/01/01

58.

EBKANIMNTA
HACTOUKA

HacToika no 25 mny
dhnakoHax

MPAT
"®ITOPAPM

YkpaiHa

MPAT
"OITOPAPM"

YKpaiHa

BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiasis: 3MiHu |
TMny - 3MiHK LWoao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
y3arasibHeHVX faHux Npo cuctemMy papmMmakoHarisgy
(BBEAEHHS y3ara/lbHEHUX AaHWX NPO cUcTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobu,
BiAMNOBiga/IbHOI 3a 34iACHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6M 3 chapmakoHarnsay 3asiBHuKa ans
3ailicHeHHa hapMakoHarnsgy B YKpaiHi, SKLL0 BoHa
BigMiHHA Big, yNTOBHOBaXXEHOT 0COOM, BifNoBigabHOI
3a 3AjiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MiLLeHHi MacTep-
thaiina cuctemmn chapmakoHarnsgy) 3miHa KOHTakTHUX
[aHnX YNOBHOBaXEHOI 0CO6W 3asiBHIIKA,
BiANOBiAaIbHOI 3a thapmakoHarnsag,. 3miHa

MicLie3Hax0MKEHHS1 MacTep-gaiiia cuctemm

6e3
peuyenma

UA/8724/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3 chapmakoHarisay.
59. EBPICAI NOPOLLIOK ANsi TOB «Pouw Ykpaina BunpobyBaHHs LLseiuapis BHECEHHS 3MiH [0 peecTpaviiiHux maTtepianis: 3miHa 3a UA/19668/01/01
OpaibHOro PO34UHY, YkpaiHa» KOHTPOJIO SIKOCTI, 3aaBHuKa /13 (MIBI) (BnacHuka peecTpaviiiHoro peyenmom
no 0,75 mr/mn; BTOPWUHHE noceigueHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
NOPOLUOK AN nakyBaHHs, BUMYCK 460): TepMiH BBEAEHHS 3MiH - MPOTAroM 6 Micauis
Op&a/IbHOTO PO3YMNHY Y cepii: nicnsa 3aTBepgpkeHHs. 3MiHv | Tvny - 3miHu Woao
CKNsHIV nnsawui; no 1 . XodhdpmaHH-/15 6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy.
NAALWLT Y KOMNIEKTi 3 Pow /1tg, BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX NPo
1 BTUCKHUM Lseliuapis; cuctemy hapmakoHarnagy (BBeAeHHs y3araibHeHx
afanTtepom ans Bnpo6HMLTBO [JaHux nNpo cucTemy dhapmakoHarnsgy, 3mMiHa
NAALWKNA, 2 opasibHUMU Hepo3cacosaHoro YNOBHOB&XEHOI 0C06W, BiANOBIAA/IbHOI 3a 34iiCHEHHS
Lnpvuamu gns NPOAYKTY, dhapmakoHarnsgy; KOHTakTHoi ocobu 3
6araTopasoBoro nepBuHHE chapmakoHarnsgy 3asBHuKa ana 34ilCHEHHS
BUKOPUCTaHHSA nakyBaHHs (cTagis thapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHA Big,
06'eMoM 6 M (KOXHUIA HanoBHEHHS YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
y NonieTneHoBoOMy NAALWOK), hapmakoHarnsagy (Bknoyatoum KOHTakTHI AaHi) Ta/abo
nakeTuky) Ta 2 BMNPOBYyBaHHSA 3MiHM y pO3MiLLEeHHI MacTep-chaiina cuctemn
opasibHMM KOHTPO/II0 SIKOCTI thapmakoHarnsgy) 3miHa ynoBHOBaXeHOi 0cobu
wnpuuamm ans (TecTyBaHHs 3as1BHVIKa, BignoBiganbHOI 3a chapmakoHarnsag. Aivoya
6aratopa3oBoro MiKpo6iosioriyHol pepakuis: Dr Birgitt Gellert. MponoHoBaHa pefakuis:
BUKOPUCTaHHSA 4YNUCTOTH): NoitveHko Onexa BonogumMupieHa. 3MiHa KOHTaKTHUX
o6'emMom 12 mn . XodhdpmaHH-/15 [aHuX yrnoBHOBaXeHOT 0cobu, BiANOBiAa1bHOI 3a
(KOXXHUA Yy Pow N, hapMakoHarnsag. 3mMiHa MicLe3Haxo4KeHHsA MacTep-
nonieTuaeHoBoMy LLiBeiiuapis thaiina Ta iioro Homepa. 3miHa Micus 34iiCHEHHS
nakeTuky), siki BMiLLEeHI OCHOBHOI AisiNbHOCTI 3 hapmakoHarnsgy.
y NoNieTnIeHoBUiA
naket; 1 nndAwka 1a 1
KOMMNNEKT BMILLEHI Y
KapTOHHY KOPOGKY 3
MapKyBaHHAM
YKPaiHCbKOI0 MOBOH
60. EKCTPATEPM Tabnetku, no 12 MPAT Ykpaina BiANOBiAaIbHUI 3a YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | 6e3 UA/3602/01/01
® Tabnetok y 6nictepax; | "®ITOGAPM BMPOGHMLITBO, TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peyenma
no 12 tabnetok y " nepBuMHHE/BTOPUH 3MiHV Y BUpO6HMUTBI. 3amiHa abo BBeAeHHS

6nicTepi; no 2
6nictepun y nauui 3
KapTOHY

He nakyBaHHs,
KOHTPO/Ib AKOCTI
Ta BUNycK cepi:

MPAT
"OITOPAPM",
YKpaiHa,;
BiANOBiAaIbHUI 3a
BMPOGHMLITBO,
nepByvHHE/BTOPUH
He nakyBaHHs Ta
KOHTPO/1b AKOCTI:
MAT "BitTamiHn",
YKpaiHa,

[0[aTKOBOI fiTbHUL BUPOGHMLTBA A1 YacTUHW abo
BCbOr0 BMPOOGHMYOro NPoLEecy roToBOro Nikapcbkoro
3acoby (AinbHMLSA, Ha Skl NPoBOAATLCSA BYAb-siKi
BMPOGHUUI CTagji, 3a BUHATKOM BUNYCKY Cepii,
KOHTPOJI0 SIKOCTi, NEPBMHHOIO Ta BTOPUHHOIO
nakyBaHHs1, 411 HECTePU/IbHUX JiKapCbKUX 3ac06iB).
CynyTHSA 3MiHa- 3MiHW 3 SKOCTi. FOTOBUIA NiKapCbKWii
3aci6. 3MiHM y BUPO6HULTBI. 3amiHa abo BBEAEHHS
[04aTKOBOT AiNIbHUL BUPOBHULITBA [/19 YaCTUHU abo
BCbOr0 BMPOGHWNYOTrO MPOLECY roTOBOro NiKapCbKoro
3aco0y (AiNbHMLA AN BTOPUHHOTO NakyBaHHs) - 3MiHN
3 AKOCTi. FoTOBWIA Nikapcbkuii 3aci6. 3MiHN y

BMPO6HMLTBI. 3amiHa abo BBeAEHHS [0AaTKOBOI
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BignoBigasibHWi 3a AiNbHULI BUPOGHMLTBA A1 YACTUHM abo BCbOro
BUPOGHMLITBO, BMPOGHMYOro NpoLecy roToBOro Nikapcbkoro 3acoby
nepByYHHE/BTOPVH (AiNbHUUA ANA NEPBMHHOIO NakyBaHHS) BBEAEHHS
He naKyBaHHs Ta [04aTKOBOT BUPOGHMYOT AinbHuui AT “/ly6Hudhapm”,
KOHTPO/1b SIKOCTI: YkpaiHa, Ha sikii BiibyBaeTbCA BUPOGHULTBO,
AT "Nly6Hndapm", NepBrHHE Ta BTOPVHHE MakyBaHHS NiKapCbKoro
YkpaiHa 3aco6y. 3miHu | Trny - 3MiHK 3 AKOCTi. FoTOBUIA
nikapcbkuid 3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
iMnopTepa/3aMiHn, L0 CTOCYIOTLCA BUMYCKY cepii Ta
KOHTPO/I0 IKOCTi FOTOBOrO fliKapCbKOro 3acoby (3amiHa
ab0 gofaBaHHA OiNbHULI, Ha AKill 34iIACHIOETLCS
KOHTpO/b/BMNpOGYBaHHSA cepil). BBegeHHA foaaTkoBoil
BMPOGHUYOI ainsHkm AT "/ly6Hndapm" 06yMOBIeHO
BUPOBHNYOI HEObXIAHICTIO. BUPOGHUK AT
"ly6Hndhapm" byae BignosigaTn 3a BUPOOHULITBO,
nepBUHHE/BTOPUHHE NaKyBaHHSA Ta KOHTPO/Ib AKOCTI.
BignosigansHuM 3a Bunyck cepii 3anuwaetbcs MNPAT
"®OITOPAPM". 3MiHu | TUNY - 3MiHK 3 SIKOCTi. TOTOBWIA
nikapcbknii 3aci6. 3MiHN Y BUPOOGHULTBI. 3MiHN Y
npoLeci BUpOGHULITBA FOTOBOrO /1iKapCbKoro 3acoby,
BK/THOHAI0UM NPOMiXHWIA NPOAYKT, L0 3aCTOCOBYETLCA
npu BUPOGHMLTBI FOTOBOTO /iKapCbKOro 3acoby
(He3HayHa 3MiHa y npoueci BUPO6HMLTBA). He3HauHI
3MiHV B NpoLeci BUPO6HMLITBA (3MiHW B ONKUCI
TEXHOJIOMYHUX CTagili BUpo6bHMUTBA).
61. EKCTPATEPM Tabnetku no 12 MPAT Ykpaina BiANoBigabHUIA 3a YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 UA/3602/01/01
® Tabnetok y bnictepax; | "®ITODAPM BMPOBGHULTBO, TMny - 3MiHKM Woao 6e3nekn/edekTUBHOCTI Ta peuyenma
no 12 rabneTok y " nepBrHHE/BTOPVH thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
6nicTepi; no 2 He nakyBaHHs, y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
6nictepu y nauui 3 KOHTPO/Ib SKOCTI (BBEAEHHSA Y3araslbHEHUX AaHWX NP0 cucTemy
KapToHYy Ta BUMYCK cepii: thapmakoHarnsgy, 3miHa ynoBHOBaXXeHOi ocobu,
MPAT BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
"OITOPAPM", KOHTaKTHOI 0Co6YM 3 thapmakoHarnsagy 3asiBHuka anas
YkpaiHa; 3piicHeHHs hapMakoHarnsgy B YkpaiHi, K0 BOHA
BiANoBigabHUIA 3a BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifNoBiganbHOI
BMPOBGHULTBO, 3a 34iicHeHHs hapmakoHarnsgy (Bkaoyarum
nepBrHHE/BTOPVH KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MilLeHHi MacTep-
He nakyBaHHs Ta thaiina cuctemu chapmakoHarnsay) 3MiHa KOHTaKTHUX
KOHTPO/Ib SIKOCTI: [JaHnXx ynoBHOBaXXEHOI 0CO6Y 3asBHYIKa,
MAT "Bitaminn", BiANOBIAabHOI 3a thapmakoHarnsg,. 3miHa
YKpaiHa MicLLe3HaX0[PKEHHST MacTep-chaiina cnuctemm
hapMakoHarnsgy Ta noro Homepa. 3mMiHa micus
3f1iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3 chapMakoHarnsay.
62. EHANANPUN- Tabnetkn, 10 mr/12,5 ToBapuncTBO Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu | 3a He UA/1350/01/01
HL-34OPOB'A mr; no 20 a6o no 30 3 06MeXeHOo TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom | niosnsieae
Tabnetok y 6nictepi; 06MexeHo BiAMNOBif&/IbHICTIO thapmakoHarnsgy. 3MiHa y KOpOTKiil xapakTepucTuui
no 1 6nictepy B Bignosigab "®apmaLeBTnyHa nNiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLT
KapPTOHHI KOpOOL HICTHO KOMNaHis 0151 MeAMYHOTO 3aCTOCYBaHHSA Ha MiAcTaBi perynsipHo
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
"®apmauesT "3p0pos'a” OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
nyHa a60 pocnifxeHb 3 6e3nekn 3aCTOCYBaHHS /iKapCbKoro
KoMMaHis 3acoby B nicnapeecTpauiliHnii nepioa, abo sk
"3p0pos'a” pe3ynbTaT OLiHKM 3BITY 3 AOC/IKEHb, MPOBEAEHUX
BIAMNOBIAHO A0 NnaHy negiatpuyuHux gocnigxeHs (PIP)
(3MiHY Y3ro)keHO 3 KOMNETEHTHMM YNOBHOBaXKEHNM
opraHom)
3MiHV BHECEHO B iHCTPYKLiI0 AN MegU4HOro
3aCTOCyBaHHSA NikapcbKoro 3acoby A0 po3ainis
"Ocob6nmBoCTi 3acTocyBaHHA" Ta "MobiuHi peakuii”
BiAMNOBIAHO 40 OHOBNEHOT iHChopMaLi LWoao 6e3neku
3acToCyBaHHSA Aitlo40i pevoBUHY 3rigHO 3
pekomeHpauieto PRAC.
TepMiH BBEEHHS 3MiH - NPOTAroM 6 MicauiB nicns
3aTBEPKEHHS.
63. ENINEH PO3YUH NS iH'EKLN, MELA Ab LLiBeuis BUPOGHUK, CLA/ BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/14931/01/01
0,3 mMr/go3y; no 2 mn BignoBiganbHuUii 3a | Higepnavgn TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS! peyenmom
pO3UnHY y BMPOGHMLTBO / Ta/abo agpecu micus NPOBaKEHHS AISNbHOCTI
nonepegHL0 Hepo3dacoBaHoi [Oanis/ BMPOGHMKa/iMnopTepa roToBoro /ikapcbkoro 3acoby,
HanoBHEHIN pyuLi; No npoaykuit HimeyunHa BK/IIOYAOUY [iNbHULi BUNYCKY cepii abo Mmicue
1 nonepegHbLO (nigroTtoBka, NPOBEAEHHS KOHTPOJIHO AKOCTI. (4iSNBbHICTb, 3a AKy
HanoBHEHIN pyyLi B acenTnyHa BiANOBIAAE BMPOGHMK/IMNOPTEpP, He BKYaloum
Ty6i; no 1 Ty6i B hinbTpauin, BUWMYCK cepiii) Bigbynack 3miHa Ha3Bu BUpob6HUKa 13,
KOpOoO6Li 3 KapTOHY HanoBHEHHA Ta AKWIA BiAMNOBIAA€E 3a BUPOBGHMLTBO Hepo3dacoBaHol
YKyrnopka): npoaykuii (BMpobHNLTBO, acenTuyHa inbTpawis,
MepigiaH Megikan HaNoOBHEHHS Ta YKynopka B CK/IsHI WwWnpuuw), 3
TekHonopxmc, «Meridian Medical Technologies, Inc., USA/ MepigiaH
NNC, CWA; Megikan TekHonomxuc, IHk., CLUA» Ha «Meridian
BUPOBHUK, Medical Technologies, LLC, USA/ MepigiaH Megikan

BiANoOBigaIbHNI 3a
TecTyBaHHA Ta
KoMnekTawito:

MepigiaH Megikan
TekHonoaxmc,

NNC, CWA,;
BMPOBHUK,

BignoBiganbHWi1 3a

MapKyBaHHs Ta
BTOPUHHY
yNaKoBKy:
MM® B.B.

(ManydpakTypiHr
MNekeKuHr
dapmaka),

Higepnangy;

KOMNaHis, Wwo

Bignosigae 3a

npoBefeHHs

TekHonogxuc, N1C, CLUA», y 38’a3ky. 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
agpecu Micusi NPoBaMKEHHS AiSiSIbHOCTI
BMpPO6HMKa/iMNnopTepa roToBOro JliKapCbKoro 3acoby,
BK/IOYAOUM AiNbHULI BUMYCKy cepii abo micue
NPOBeEHHS KOHTPOJIHO AKOCTI. (LiSNbHICTb, 3a AKY
BiANOBIAAE BUPOGHMK/IMNOPTEP, HE BKIOYa0UM
BWMYCK Cepiii) Bigbynack 3miHa Ha3Bu BUpobHuka 13,
SIKWIA BiNOBIfA€E 3a TECTYBaHHA Ta KOMMJIEKTaLjto, 3
«Meridian Medical Technologies, Inc., USA/ MepigiaH
Megikan TekHonogxuc, IHk., CLUA» Ha «Meridian
Medical Technologies, LLC, USA/ MepigiaH Megikan
TekHonogxwuc, I1C, CLUA», y 3B'A3Ky 3i 3MIHOIO
KopropaTuBHOI hopMU BAACHOCTI. 3MiHu | Tuny -
3MiHK 3 sIKOCTi. FOTOBUIA NiKapCbKuiA 3aci6. 3MiHM y
BMPOGHMLTBI. 3MiHN BUNPObyBaHb abo AONYCTUMMX
MeX, BCTAHOBJIEHVX Y creumndikayisx, nig vac
BUPOGHMLTBA FOTOBOIO NiKAPCbKOro 3acoby (iHLi
3MiHW) 3MiHa NpoLecy NepeBipku HANOBHEHMX PYHOK
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KOHTPOJIH0 SIKOCTI: npu IPC nig yac BUpO6HULTBA FOTOBOTO NiKAPCbKOro
€BpodriHC 3aco0y y 3B'A3KYy 3 NepEX0A0M Ha aBTOMAaTU30BaHWIA
Biodhapma npoLec nepesipkn HanoBHEHMX pyyoK EnifleH. 3miHu |
MpopakT TecTiHr, TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
[JaHis; 3MiHU Yy BUPOGHMLTBI. 3MiHU BUNpobyBaHbL abo
BUPOGHUK, [OMNYyCTUMMX MEX, BCTAHOB/IEHUX Y cneuudikalisx, nig
BiANoOBiga/IbHUI 3a Yyac BMPOOHULITBA FOTOBOrO NiKapCbKOro 3acoby (iHLwi
BUNYCK cepii: 3MiHW) 4OAaHO a/lbTEPHATUBHUIA METOA BU3HAYEHHS
MEJOA ®apma KMCHIO Y BOAj AN15 iH'ekLii Ta B bulk-po3unHi npu IPC
v6X eHg Ko. KT, nig yac BUPO6HULITBA FOTOBOTO NiKAPCbKOro 3acoby.
HimeuuunHa; 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii
anbTepHaTNBHUI 3aci6. 3MiHM y BUPO6HMLTBI. 3MiHW BUNPOByBaHb abo
BMPOGHUK, [OMNYCTUMMX MEX, BCTAHOBJIEHUX Y cneuuddikalisx, nig
BiANoBigabHUIA 3a 4yac BUPOGHMLTBA FOTOBOIO NiKapCbKoro 3acoby (iHwi
MapKyBaHHA Ta 3MiHM) PO3LUMPEHHS 3aTBEPXEeHNX Mex npu IPC Ha
BTOPUHHY cTagii «Filling» 6e3 icTOTHOro BN/IMBY Ha 3arasibHy
YNaKoBKY: AKICTb rOTOBOI NPOAYKLi, a caMme 3MiHa cepefiHboT
MMN® b.B. MeXi rMBUHN 3aHYPEHHS NOPLUHA (3aTBEPAKEHO:
(ManydpakTypiHr 0,135 — 0,139 gioiim; 3anponoHosaHo: 0,131 — 0,139
MekeKuHr Aoim). IHamBigyansHi 3HaueHHs (0,120 — 0,150 groiim)
dapmaka), 3anMwanTbea 6e3 3MiH. 3MiHM | TUny - 3MiHKU 3 AKOCTI.
HigepnaHgu; [oTOBWIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOrO
anbTepHaTUBHWIA nikapcbkoro 3acoby. 3MiHa napameTpiB cneuudikauiii
BUPOBHUK, Ta/abo foNyCTMMUX MEX FOTOBOrO NiKapCbKoro 3acoby
BignoBigasibHWi 3a (momnoBHeHHS cneuudikallii HOBUM NMOKa3HUKOM 3
MapKyBaHHs Ta BiNOBIAHUM METOA0M BUNPOGYBaHHS) Y
BTOPUHHY cneumdikaLisx Ha BUMYCK Ta Ha TEPMIH NPUAATHOCTI
yNaKoBKy: [10 NokasHuka «TecTyBaHHS (PYHKLiOHa/IbHOCTi»
POLW-OENTBTA [04aHO BUNPOBYBaHHA Ha CUMY BUTArYBaHHSA 3aXMUCHOT
Mv6X eHg Ko. K, Kpuwku (SPPF (safe pin pull force)) 3 kputepiamu
HimeyuunHa; npuiiHaTHocTi 1,0 — 6,5 dyHT-crna Ta BignoBigHUM
anbTepHaTUBHWIA
BUPOBHUK,

BignoBigasibHWi 3a
MapKyBaHHs Ta

dapm/lor dapma
NoricTuk Mm6X,

BTOPUHHY
yNaKoBKy:

HimeuunHa

MeTOA0M BUNPOOYBaHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuWii
3aci6. 3MiHM y BUpo6HULTBI. 3MiHa iMnopTepa/3MiHu,
LLIO0 CTOCYHOTbCA BUMYCKY Cepii Ta KOHTPOO AKOCTI
roTOBOro Nikapcbkoro 3acoby (3amiHa abo foaaBaHHSA
LiNbHULI, Ha SKil 34INCHIOETBCA
KOHTPO/b/BUNPOGYBaHHS cepii)
nopaHo ainbHuuto Alcami Carolinas Corporation y
CeHT-Jlyici, Ha AKili 34iiCHIOETbCSA
KOHTPONb/BUNPOBYBAHHSA cepii (NPOBEeAEHHSA KOHTPO/THO
AKOCTi (chapmakoneiiHi gocnigxeHHs)). 3MiHun | Tuny -
3MiHu 3 AKOCTi. FOoTOBMIA NiKapCbkuii 3aci6. 3MiHN y
BMPOOHULTBI. 3MiHa iMNopTepa/3aMiHK, L0 CTOCYHOTLCA
BUNYCKy cepii Ta KOHTPOJIH0 SIKOCTi FOTOBOro
nikapcbkoro 3acoby (3amiHa abo AofaBaHHsA AifbHUL,

Ha SIKill 3[iICHIETLCA KOHTPO/IL/BUNPOOYBaHHS cepii)

nogaHo ainbHulto Alcami Carolinas Corporation y
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BinNMIHITOHI, Ha SKili 34iCHIOETLCSA
KOHTPONb/BUNPOBYBaHHS cepii (NPOBEeAEHHSA KOHTPO/THO
AKOCTI (MiKpO6ioNoriyHi Ta gi3nyHi AOCAIMKEHHS)). 3i
3MiHOK KOpNopaTNBHOI hOPMW B/IACHOCTI.
64. ENINEH PO3YUH ANS1 iH'EKLLINA, MEJA AB LLBeuis BUPOBHUK, cuwA/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/14932/01/01
FOHIOP 0,15 mr/go3y no 2 mn BignosiganbHuii 3a | Higepnavgn TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
PO34uHYy Yy BMPOGHMLTBO / Ta/abo agpecu Micus NPOBaKEHHS AiSNbHOCTI
nonepegHL0 Hepo3dacoBaHol [Oanis/ BMpO6HMKa/iMNopTepa roToBoro JlikapcbKoro 3acooy,
HanoBHEHIN pyyL; No npoaykuii HimeuunHa BK/IKOYAK0UM AiNbHULI BUNYCKy cepii abo micue
1 nonepefHbO (nigroToBka, NPOBeLEHHS KOHTPOJIO SKOCTI. (ZiANbHICTb, 3a Ky
HanoBHEHIN pyuLi B acenTuyHa Bignosigae BUPOGHUK/IMNOPTEP, HE BKIHOYAOUN
Ty6i; no 1 Ty6i B dinbTpauis, BWMYCK Cepiii) Bigbynack 3miHa Ha3su BUpobHuka 13,
KOpOO6Lii 3 KapTOHY HanoBHEHHS Ta AKWIA BiAMNOBIgA€E 3a BUPOGHMLTBO Hepo3dacoBaHol
yKynopka): npoayKuii (BMpoOHULTBO, acenTuyHa QinbTpaLis,
MepigiaH Megikan HaNOBHEHHS Ta YKynopka B CK/IsHI wnpuuw), 3
TekHonopXuc, «Meridian Medical Technologies, Inc., USA/ MepigiaH
NNC, CWA; Megikan TekHonogxuc, IHk., CLUA» Ha «Meridian
BMPOBHUK, Medical Technologies, LLC, USA/ MepigiaH Megikan

BignoBiganbHWi1 3a
TecTyBaHHA Ta
KOMMNaekTawito:

MepigiaH Megikan
TekHonoaxuc,

NNC, CWA;
BUPOGHUK,

BiANoBigabHUIA 3a

MapKyBaHHs Ta
BTOPVHHY
yNaKoBKy:
MMo b.B.

(ManydpakTypiHr
IekegKuHr
dapmaka),

HinepnaHngy;

KOMNaHis, Wwo

Bignosigae 3a

npoBefeHHs

KOHTPO/IIO AKOCTi:

€BpodiHc
Biodhapma
MpoaakT TecTiHr,
[NaHis;
BUPOGHUK,
BiAnNoBigabHUIA 3a
BUMYCK Cepii:

MEJA dapma

'M6X eHp Ko. KT,

HimeyumHa,;

TekHonopxwc, JINC, CLUA», y 38’a3Ky.3MiHuM | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo
afipecy MicLA NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /ikapcbKoro 3acoby,
BK/IIOYAOUM [iNbHULi BUNYCKY cepii abo micue
NPOBEAEHHS KOHTPOJIO AKOCTI. (fiANIbHICTb, 3a Ky
BiANOBIAA€E BMPOGHMK/IMNOPTEpP, He BKIYaloum
BWMYCK cepiii) Bigbynack 3mMiHa Ha3Bu BUpo6HUKa 13,
AKWI BiANOBIfA€E 3a TECTYBaHHA Ta KOMMIEKTaL,jto, 3
«Meridian Medical Technologies, Inc., USA/ MepigiaH
Megikan TekHonogxuc, IHk., CLUA» Ha «Meridian
Medical Technologies, LLC, USA/ MepigiaH Megikan
TekHonomxkuc, JI/IC, CLUA», y 3B’a3Ky 3i 3MiHOO
KOpnopaTuMBHOT (hopMK BNACHOCTI. 3MiHM | Tvny -
3MiHK 3 SKOCTi. FOoTOBMIA NiKapCbKuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHU BUNpobyBaHb abo AONYCTUMMX
MeX, BCTaHOBJ/IEHUX Y creundikalisx, nig vac
BUPOBHMLTBA FOTOBOIO NiKapCbKOro 3acoby (iHLi
3MiHM) 3MiHa NpoLecy NepeBipKU HAMOBHEHMX PYHOK
npu IPC nig yac BUPO6GHULTBA rOTOBOTO J1iKAPCLKOr0
3acoby y 3B'A3Ky 3 NepexoA0M Ha aBTOMaTU30BaHui
npoLec nepeBipkn HaMoBHeHWX pyyok EniflleH. 3miHu |
TUMy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbkuMii 3aci6.
3MiHu y BUPO6HMLTBI. 3MiHU BUNpobyBaHb abo
[OMNYCTUMMX MEX, BCTAHOB/IEHUX Y cneuuddikalisx, nig
4yac BUPOOGHMLTBA FOTOBOrO NiKApCbKOro 3acoby (iHwi
3MiHW) 404AHO a/TbTEPHATUBHUI METOZA, BUSHAUYEHHS
KWUCHIO y BoAi Ans iH'ekuili Ta B bulk-po3uunHi npu IPC
nifg, yac BUPOBGHULITBA FOTOBOIO NiKapCbKOro 3acooby.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKuii
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep

n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o

3acoby yrnakoska) nocsi0O4YeHHs1
anbTepHaTUBHWIA 3aci6. 3MiHN y BUPO6HMLTBI. 3MiHW BUNpobyBaHb abo
BUPOBHUK, O0NyCTUMUX MeX, BCTAHOBJ/IEHUX Y cneumdikalisx, nig
BiANOBIfabHWIA 32 Yyac BMPOOHULITBA FOTOBOrO NiKapCbKOro 3acoby (iHLwi
MapKyBaHHS Ta 3MiHW) PO3LUMPEHHN 3aTBEpPAXeHNX mex npu IPC Ha
BTOPUHHY ctagji «Filling» 6e3 iCTOTHOro BM/IMBY Ha 3arasibHy
YNakoBKY: SKICTb FOTOBOI MPOAYKLi, a came 3MiHa cepefHboT
MM® B.B. MeXi IMMBUHN 3aHYPEHHS NOPLUHA (3aTBEPLKEHO:
(MaHychakTypiHr 0,135 — 0,139 gtoiim; 3anponoHosaHo: 0,131 — 0,139
MekemKnHr Atolim). IHamBiayanbHi 3HaveHHs (0,120 — 0,150 paroiiv)
dapmaka), 3amwarTbes 6e3 3MiH. 3MiHu | TUny - 3MiHU 3 SKOCTI.
HigepnaHgu; ['oTOBWIA Nnikapcbkuii 3aci6. KOHTPOb roTOBOrO
anbTepHaTNBHUI nikapcbKkoro 3acoby. 3miHa napameTpiB cneuudikawii
BMPOGHUK, Ta/abo [OMYyCTVMUX MEX rOTOBOrO flikapCbKoro 3acoby
BiANoBigabHUIA 3a (oonoBHeHHs cneumdikaLii HOBYM NOKa3HUKOM 3
MapKyBaHHA Ta BiANOBIAHUM METOA0M BUNPOBYBaHHSA) y
BTOPUHHY cneuudikayisix Ha BUMYCK Ta HA TEPMIH NPUAATHOCTI
yNaKkoBKy: [10 NoKasHWKa «TecTyBaHHS (PYHKLiOHa/IbHOCTi»
POW-AENBTA [04aH0 BUNPOOYBaHHA Ha CUMY BUTATYBaHHS 3aXMUCHOT
v6X eHg Ko. KT, kpuwku (SPPF (safe pin pull force)) 3 kputepiamun
HimeuuunHa; npuiiHsaTHocTi 1,0 — 6,5 dyHT-crna Ta BignoBigHUM
anbTepHaTNBHUI MEeTOA0M BUMPOOBYBaHHSA. 3MiHW | TUMY - 3MiHK 3
BMPOGHUK, AKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHN Y
BiANoBigabHUIA 3a BMPOOHULTBI. 3MiHa iMNopTepa/3aMiHN, L0 CTOCYHOThCA
MapKyBaHHA Ta BWMYCKY Cepii Ta KOHTPO/IHO SIKOCTi FOTOBOrO
BTOPUHHY nikapcbkoro 3acoby (3amiHa abo AofaBaHHA AifbHUL,
YyNaKoBKY: Ha SIKill 3[iICHIETLCA KOHTPO/IL/BUNPOGYBaHHS cepii)
dapm/lor Papma nopaHo ainbHuuto Alcami Carolinas Corporation y
Norictuk M'm6X, CeHT-Jlyici, Ha AKili 34iiCHIOETbCSA
HimeuuunHa KOHTPONb/BUNPOBYBaHHS cepii (NPOBEeAEHHSA KOHTPO/THO
AKOCTi (hapmakoneiiHi gocnigxeHHs)). 3MiHun | Tuny -
3MiHu 3 AKOCTi. FO0TOBMIA NiKapCbkuii 3aci6. 3MiHN y
BMPOOHULTBI. 3MiHa iMNopTepa/3aMiHN, L0 CTOCYHOThCA
BUNYCKY cepii Ta KOHTPOJIH0 SIKOCTi FOTOBOro
nikapcbkoro 3acoby (3amiHa abo AofaBaHHA AifbHUL,
Ha SIKill 3[iICHIETLCA KOHTPO/IL/BUNPOGYBaHHS cepii)
nopaHo ainbHuuto Alcami Carolinas Corporation y
BiNMIHITOHI, Ha SKill 34iCHIOETLCS
KOHTPONb/BUNPOBYBaHHS cepii (NPOBEeAEHHSA KOHTPO/THO
AKOCTI (MiKpOGIONOrivHi Ta i3nyHi 4OCNIAKEHHS)).
3i 3MiHOK KOpnopaTMBHOI DOPMM B/IACHOCTI.

65. EPOTOH® Tabnetku no 50 mr; no MPAT Ykpaina BiAnNoBigabHUIA 3a YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/4652/01/01
1 a6o no 2, abo no 4 "®ITOPAPM BMPOBHULITBO, UMy - 3MiHY 3 AKOCTi. FOTOBWIA Nikapcbkuin 3acib. peyenmom
Tabnetku y 6nictepi; " nepBUHHE, 3MiHU y BUpO6GHMLTBI. 3amiHa abo BBeAEHHS
no 1 6nictepy B nauuj BTOPWUHHE [04aTKOBOT AiNIbHULI BUPOBHULTBA [/151 YaCTUHU abo
3 KapToHy; no 4 nakyBaHHs1, BCbOr0 BMPOGHWNYOrO MPOLECY rOTOBOrO NiKaPCbKOro
Tabnetku y 6nictepi; KOHTpO/b Ta 3aco6y (AinbHMLSA, Ha ki NPoBOAATLCA By Ab-SKi
no 2 6nictepu B navui BMNYCK cepil: BMPOGHUUI CTagji, 3a BUHATKOM BUMYCKY Cepii,

3 KapTOHY MPAT KOHTPO/IH0 SKOCTi, NEPBUHHOIO Ta BTOPUHHOIO
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep

n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o

3acoby yrnakoska) nocsi0O4YeHHs1
"OITOPAPM", nakyBaHHs, /151 HECTEPW/TbHUX JTiKapCbknx 3acobiB)
YkpaiHa,; CynyTHs 3MiHa - 3MiHW 3 AKOCTi. FOTOBWIA NiKapCbKuiA
BiANOBIfabHWIA 32 3aci6. 3MiHM y BUPO6HULTBI. 3amiHa abo BBELEHHS
BMPOBHMLITBO, [04aTKOBOI Ai/TbHUL BUPOGHMLTBA A1 YacTUHM abo
nepBuHHeE, BCbOr0 BMPOBGHMYOro NpoLEecy roToBOro Nikapcbkoro
BTOPUHHE 3aco6y (AinbHULA AN BTOPUHHOTO NakyBaHHS)
nakyBaHHs1, CynyTHS 3MiHa - 3MiHM 3 AKOCTIi. [0TOBWIA NiKapCbKMiA
KOHTPO/1b SIKOCTI: 3aci6. 3MiHM y BUPO6HULTBI. 3aMiHa abo BBEEHHS
TOB [04aTKOBOI fibHUL BUPOBHMLTBA A5 YacTUHN abo
"AcTpadapm", BCbOr0 BMPOGHMYOTO MPOLECY roTOBOrO /iKapCbKOro
YkpaiHa,; 3aco6by (4ibHUUA 4718 NePBUHHONO NakyBaHHS)
BiANOBIfabHWIA 32 BBE/IEHHS 40AaTKOBOI BUPOOHNYOI AinbHULi AT
BMPOBHMLITBO, "Mly6Hndpapm", YkpaiHa, Ha skili BifbyBaeTbCs
nepBuHHeE, BMPOGHMLITBO, NEPBUHHE Ta BTOPMHHE NaKyBaHHSA
BTOPUHHE nikapcbkoro 3acoby. 3miHu | TUMY - 3MiHK 3 SKOCTI.
nakyBaHHs1, [oTOBWIA NMikapcbkunii 3aci6. 3MiHWM Y BUPOOHULITBI.
KOHTPO/b AKOCTI: 3MiHa iMnopTepa/3miHu, L0 CTOCYIOTLCS BUMYCKY cepil
MAT "Bitaminmn", Ta KOHTPO/O SIKOCTi FOTOBOrO NiKapCbKOro 3acoby
YkpaiHa; (3amiHa abo godaBaHHS AiNbHWLI, Ha AKil
BiANoBigabHUIA 3a 3[iICHIOETLCS KOHTPO/IL/BUNPOGYBaHHS cepii)
BMPOBHULITBO, BBE/IEHHS 40AaTKOBOI BUPOOHNYOI AinbHULi AT
nepBrHHE,BTOPVH "Mly6Hndhapm", YkpaiHa BignoBiAaibHOI 3a KOHTPO/b
He nakyBaHHS, akocTi 3. 3miHu | Tuny - 3MiHKW 3 AKoCTi. FoTOBMIA
KOHTPO/Ib SKOCTI: Nikapcbkuii 3aci6. 3MiHW Y BUPOOHWLTBI. 3MiHN Y
AT "Nly6Hndhapm", npoveci BUpO6bHULITBA FOTOBOrO NiKapCbKOro 3acoby,
YkpaiHa BK/THOHAI0UM NPOMIXHWIA NPOAYKT, L0 3aCTOCOBYETLCA
npu BUPOBHULTBI FOTOBOTO NiKapPCbKOro 3acoby
(He3HayHa 3miHa y npoueci BUpO6GHMLTBA) HE3HAYHI
3MiHV B NpoLeci BUPO6HMLTBA (3MiHM B ONuCi
TEXHOJI0M4YHOro npouecy)

66. EPOTOH® Tabnetku no 100 wmr; MPAT YkpaiHa BiANoBigaIbHNI 3a YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/4652/01/02
no 1 a6o no 2, a6o no "®ITOGAPM BMPOBGHULITBO, TUMy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbkuMii 3aci6. peyenmom
4 TabneTtkn y 6nictepi; " nepBrHHe, 3MiHn y BUPO6HMLTBI. 3amiHa abo BBeAEHHS
no 1 6nictepy B naui BTOpPUHHE [04aTKOBOI Ai/TbHUL BUPOGHMLTBA A1 YacTUHM abo
3 KapToHy; no 4 nakyBaHHs1, BCbOr0 BMPOBHMYOro NPoLEeCy roToBOro Nikapcbkoro
Tabnetkn y 6nictepi; KOHTPONb Ta 3ac06y (AinbHMLA, Ha K NPoBOAATLCA Oy Ab-SKi
no 2 6nictepu B navui BWMYCK Cepii: BMPOGHWYI CTagji, 3a BUHATKOM BUMYCKY Cepii,

3 KapTOHY MPAT KOHTPO/I0 IKOCTi, NEPBUHHOIO Ta BTOPUHHOIO
"OITOPAPM", nakyBaHHs, 419 HECTEPWU/TbHUX NiKapCbknX 3acobiB)
YkpaiHa; CynyTHS 3MiHa - 3MiHW 3 AKOCTi. F0TOBWIA NiKapCbKMiA
BiAnNoBigabHUIA 3a 3aci6. 3MiHM y BUPOGHULTBI. 3amiHa abo BBeAEHHS
BMPOBHULITBO, [04aTKOBOI fiTbHUL BUPOGHMLTBA A5 YacTUHN abo
nepBuHHe, BCbOr0 BMPOOGHMYOrO NPOLECcy roToBOro Nikapcbkoro
BTOPWUHHE 3aco06y (4ibHUUA 47151 BTOPUHHOTO NakKyBaHHS)
nakyBaHHs, CynyTHS 3MiHa - 3MiHM 3 AKOCTIi. FOTOBUIA NiKapCbKNii
KOHTPO/Ib SKOCTI: 3aci6. 3MiHM y BUPO6HULTBI. 3amiHa abo BBEEHHS
TOB [0[4aTKOBOT AiNIbHULI BUPOBHULTBA [/151 YaCTUHU abo

"AcTpachapm",

BCbOTO BUPOBGHMYOTO MPOLIECY FOTOBOrO iKApPChKOro
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep

n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o

3acoby yrnakoska) nocsi0O4YeHHs1
YkpaiHa; 3ac00y (AinbHYLA AN NEePBUHHOTO NaKyBaHHS)
BiANoBigabHUIA 3a BBEJEHHS 404aTKOBOI BUPOOHMYOT AinbHuULi AT
BMPOBHULITBO, "Ny6Hnchapm”, YkpaiHa, Ha skiii BifbyBa€eTbCs
nepBuHHE, BMPOGHMLITBO, NEPBUHHE Ta BTOPUHHE NaKyBaHHSA
BTOPWUHHE nikapcbkoro 3acoby. 3MiHu | Tuny - 3MiHK 3 SIKOCTI.
nakyBaHHs, [oTOBWIA NiKapCbKMii 3aci6. 3MiHU Y BUPOGHULITBI.
KOHTPO/b AKOCTI: 3MiHa iMnopTepa/3MiHK, L0 CTOCYTLCS BUMYCKY cepil
MAT "Bitaminun", Ta KOHTPOJIH0 SIKOCTi FOTOBOTO NiKapCbKOro 3acoby
YKpaiHa, (3amiHa abo foaaBaHHsA AiNbHUL, Ha Akl
BiANOBiga/IbHUI 3a 3[iICHIOETbCS KOHTPO/L/BUNPOBYBaHHS cepii)
BMPOGHMLITBO, BBEJEHHS 404aTKOBOI BUPOOHMYOT AinbHuULi AT
nepBuHHE,BTOPUH "Mly6Hudhapm", YkpaiHa BifnosifabHOI 3a KOHTPO/b
He nakyBaHHS, akocTi 13. 3miHu | Trny - 3MiHKW 3 AKoCTi. FoTOBWIA
KOHTPO/1b SIKOCTI: nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHU Y
AT "ly6Hngpapm", npoueci BUPOGHULITBA rOTOBOTO fiKapCbKoro 3acoby,
YkpaiHa BK/THOHAI0UM NPOMIKHWIA NPOAYKT, WO 3aCTOCOBYETLCA
npv BUPOOHULITBI FOTOBOTO J1iKAPCLKOro 3acoby
(He3HayHa 3miHa y npoueci BUpo6HULTBA) HE3HAYHI
3MiHV B NpoLeci BUpobHMLTBA (3MiHM B ONKUCi
TEXHOJ10MYHOro npouecy)

67. EPOTOH® Tabnetku no 50 mr, no MPAT Ykpaina BiANoOBigaIbHNI 3a YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu | 3a UA/4652/01/01
1 a6o no 2, abo no 4 "OITOPAPM BMPOBHMLITBO, TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
Tabnetkn y énictepi; " nepBrHHE, thapmakoHarnagy. BeegeHHs abo 3miHn fo
no 1 6nictepy B naui BTOPWHHE y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
3 KapToOHy; no 4 nakyBaHHS, (BBEAEHHSA y3arasIbHEHNX AaHUX NPo cucTemy
Tabnetkn y énictepi; KOHTPO/b Ta thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! ocobw,
no 2 6nictepu B nayLi BUMYCK Cepii: BiANOBIAAUIbHOI 3a 34iiCHEHHA hapMmakoHarnsay;

3 KapTOHY MPAT KOHTaKTHOI 0Co6M 3 hapmakoHarnsaay 3asiBHuka ans
"®ITOPAPM", 3fjiicHEHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
Ykpaina BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
BiANoBigaIbHNI 3a 3a 3AjiicHeHHs hapMakoHaraay (Bkiyatoun
BMPOBGHULITBO, KOHTaKTHi fiaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
nepBrHHe, thaiina cuctemun thapmakoHarnsgy) 3MiHa KOHTaKTHUX
BTOPVIHHE [AaHnX YNoBHOBaXXEHOT 0CO6Y 3as1BHYIKA,
nakyBaHHs, BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MiHa
KOHTPO/Ib SIKOCTI: MicLe3HaxoKeHHS MacTep-haina cuctemm
TOB thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
"AcTpachapm”, 3[iACHEHHS1 OCHOBHOT AisiNIbHOCTI 3 chapmakoHarnaay.
Ykpaina
BignoBigasnbHWi 3a
BMPOBGHULITBO,
nepBUHHE,
BTOPVIHHE
nakyBaHHs1,
KOHTPO/b AKOCTI:
MNAT "Bitaminun",
YKpaiHa
68. EPOTOH® Tabnetku no 100 mr, MPAT Ykpaina BiANoBiga/IbHUI 3a YKpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/4652/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
nolabono?2 abono | "®ITOPAPM BMPOBHMLITBO, TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
4 TabneTtkn y 6nictepi; " nepBrHHe, thapmakoHarnagy. BeegeHHs abo 3aMmiHn fo
no 1 6nictepy B naui BTOPUHHE y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
3 KapTOHy; no 4 nakyBaHHS, (BBEAEHHSA y3arasIbHEHNX AaHUX NPo cucTemy
Tabnetkn y énictepi; KOHTPO/b Ta thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobu,
no 2 6nictepu B nayLi BUMYCK Cepii: BiNOBifa/IbHOT 3a 34iICHEHHS hapMakoHarnsgy;
3 KapTOHY MNPAT KOHTaKTHOI 0CO6M 3 hapmakoHarnsaay 3asiBHuKa anis
"®ITOPAPM", 3iiCHEeHHs1 chapMakoHarnaay B YKpaiHi, AKLL0 BoHa
Ykpaina BiAMiHHaA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
BiANOBiga/IbHUI 3a 3a 3pjiicHeHHs hapMakoHaraay (BKIYarum
BMPOGHMLITBO, KOHTaKTHi flaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
nepBrHHe, thaiina cuctemu chapmakoHarnagy) 3MiHa KOHTaKTHUX
BTOPVIHHE [aHnX YNoBHOBaXXEHOT 0CO6Y 3as1BHYIKA,
nakyBaHHs, BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MmiHa
KOHTPO/Ib SKOCTI: MicLe3HaxX0MKeHHs MacTep-chaiina cuctemm
TOB thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
"AcTpachapm”, 3[iACHEHHS1 OCHOBHOT AisiNIbHOCTI 3 chapmakoHarnagy.
Ykpaina
BignoBigasibHWi 3a
BMPOGHMLITBO,
nepBUHHE,
BTOPVIHHE
nakyBaHHs,
KOHTPOb AKOCTI:
MAT "Bitaminn",
YKpaiHa
69. SINENOP® cnpei OpoOMYyKO3HWIA, AT Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHuX maTepiasis: 3MiHu | 6e3 UA/19354/01/01
nnc po3uuH 1,5 mr/mn + "®apmak” TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peyenma

5,0 mr/mn no 30 mny
dnakoHi
nonieTuneHoBomy abo
NpPO30POMY CK/ISIHOMY;
no 1 donakoHy y naui

3MiHM Y BUPOOHULTBI. 3MiHU Y MpoLeci BUpo6HMLTBA
roTOBOrO MiKapCbKOro 3acoby, BKAYAKYM MPOMDKHUN
MPOAYKT, L0 3aCTOCOBYETHCA NPU BUPOOHNLTBI
rOTOBOrO JIiKAPCbKOro 3acoby (iHLUi 3MiHW) BUYYEHHS
iHchopmauii Lwopao martepiany dnakory i3 posginy
3.2.P.3.3. Onuc BUpOGHMYOro NpoLecy Ta KOHTPOsIo
npouecy (Ha ctagii «HanoBHEHHs1 (h1akoHIB
PO34MHOM>). 3aTBepAKeHO: HanoBHEHHS hakoHIB
po3umnHoM. MpodoinbTpoBaHUiA PO34nH NOAAIOTL Ha
HanoBHIOBa/IbHY MallVHY, PO3/IMBaOTL Y hiakoHu
nonieTueHoBI Ta 3aKyrnopTb HacocaMu-
fo3aTopaMu 151 OPasIbHOro 3aCTOCyBaHHA Ta
posnuntoBavamu-agantepamu. MNig vac npowecy
KOHTPO/IOI0Tb TOYHICTb [03YBaHHSA 3rigHo HA,
30BHILLHI/ BUTIA4 Ta SKICTb 3aKynoptoBaHHS ¢1akoHiIB.
MpPoBOAATHL KOHTPO/Ib HEMAPKOBAHOrO NPOAYKTY 3rifAHO
HA,. 3anponoHoBaHo: HanoBHeHHs hnakoHiB
po3umnHoM. MpodoinbTpoBaHUiA PO34nH NOAAIOTL Ha
HanoBHIOBa/IbHY MaLlVHY, PO3NNBaOTb Y h1akoHU Ta

3aKyMnopIoTh HacocamMm-03aTopamMi /it OpasibHOro
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
3acTocyBaHHA Ta po3nuoBadamv-agantepamu. Mg
yac npouecy KOHTPO/OKTL TOYHICTb [03YBaHHSA 3rifHO
H/L, 30BHILLHII BUrNSA, Ta SKICTb 3aKynOpOBaHHS
donakoHie. MpPoBOAATL KOHTPO/Ib HEMAPKOBAHOIO
npoAaykty 3rigHo HA.
70. 30TEK®-200 TabneTku, BKPUTI OPIAHOCU OAE EBepTopxeH IHAisa BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu | 6e3 UA/11501/01/01
NAiBKOBOO H Navidp CaeHcns TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenma -
060/10HKOI0, M0 200 Mr | JITAMOCAEH Nimiten thapmakoHarnagy. BeegeHHs abo 3miHn fo Ne 10; 3a
no 10 TabneTok y Cu3 (E® y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy peyenmom -
6nictepi; no 1 a6o 10 3ET ) (BBEAEHHSA y3araslbHEHUX AaHWX NMPO cUcCTemy Ne 100
6nicTepiB y KAPTOHHIM thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! ocobu,
Kopoo6Li BiANOBIAaUIbHOI 3a 34iiCHEHHA hapmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa gns
3pjiicHEHHs chapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/TbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyaroum
KOHTaKTHi fiaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
thaiina cuctemu thapmakoHarnsgy) 3mMiHa KOHTaKTHUX
[aHNX KOHTaKTHOT 0CO6M 3asiBHMKA, BignoBiAabHOI 3a
hapmakoHarnag B YkpaiHi
71. 30TEK®-200 TabneTkun, BKPUTI OPIrAHOCU OAE EBepTopxeH IHAjisa BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasnis: 3MiHu | - UA/11502/01/01
NNiBKOBOIO H Naiicp CaeHcns TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
060/10HKOI0, M0 200 Mr | JITAMOCAEH Nimiten thapmakoHarnagy. BeegeHHs abo 3amiHn fo
in bulk: no 2500 Cu3 (E® y3arasibHeHVX AaHux Npo cuctemy papmakoHarnsgy
TabneTok y noagiliHmx 3ETI) (BBEAEHHSA y3ara/lbHEHNX AaHUX npo cuctemy
naketax 3 oonbru hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! ocobu,
nonieTMneHosol y BiANOBIAaUIbHOI 3a 34iiCHEHH:A hapmakoHarnsay;
KapTOHHiiA Kopo6Lli KOHTaKTHOI 0co6u 3 thapMakoHarnsay 3asBHuKa gns
3[jiicHEHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarun
KOHTaKTHi fiaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
thaiina cuctemun chapmakoHarnsgy) 3mMiHa KOHTaKTHUX
[aHNX KOHTaKTHOT 0CO6M 3asiBHMKA, BignoBigabHOI 3a
hapmakoHarniag B YkpaiHi
72. 30TEK®-300 TabneTkn, BKPUTI OPTAHOCU OAE EBepTogxeH IHais BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiasis: 3MiHu | 6e3 UA/11501/01/02
NNiBKOBOIO H Naiicp CaeHcnz TMny - 3MiHK LWoao 6e3nekn/edheKTNBHOCTI Ta peyenma -
060n0HKot0, N0 300 Mr | NNANGCAEH Nimiten thapmakoHarnsgy. BeegeHHs abo 3miHu Ao Ne 10; 3a
no 10 Tabnetok y CU3 (E® y3ara/ibHeHUX JaHux Npo cucTemy dapmakoHarnsgy | peyernmom -
6nictepi; no 1 a6o 10 3ETI) (BBEAEHHSA y3ara/lbHEHNX AaHUX Npo cuctemy Ne 100

6nicTepiB y KAPTOHHIN
Kopoo6ui

hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobu,
Bi4MNOBiga/IbHOI 3a 34jACHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6M 3 chapmakoHarnsay 3asiBHuKa anis
3ailicHeHHa hapMakoHarnsgy B YKpaiHi, SKLL0 BoHa
BigMiHHA Big, yNTOBHOBaXXEHOT 0COOM, BifNoBigabHOI
3a 3AjiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiH1 Y pO3MiLLeHHi MacTep-
dhaiina cuctemmn chapmakoHarisgy) 3miHa KOHTakTHUX
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
[aHNX KOHTaKTHOT 0CO6M 3asiBHMKA, BignoBiAa/ibHOI 3a
hapmMakoHarniag B YkpaiHi
73. 30TEK®-300 TabneTkn, BKPUTI OPIAHOCU OAE EBepTopxeH IHAisa BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu | - UA/11502/01/02
NAiBKOBOO H Naiidp CaeHcns TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
060/10HKO10, Mo 300 NANDCAEH Nimiten thapmakoHarnagy. BeegeHHs abo 3miHn fo
mr, in bulk: no 2500 CU3 (E® y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
TabneTok y noagiliHmx 3ET ) (BBEAEHHSA y3araslbHEHUX AaHWX NMPO cucTemy
naketax 3 oonbru thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! ocobw,
nonieTuneHosoi y BiANOBIAAUIbHOI 3a 34iiCHEHHA hapMmakoHarnsay;
KapTOHHIA KopooLi KOHTaKTHOI 0Co6M 3 hapmakoHarnsaay 3asiBHuka ans
3pjiicHEHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (BkIvatum
KOHTaKTHi flaHi) Ta/abo 3MiHW y PO3MILLLeHHI macTep-
thaiina cuctemun thapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOT 0CO6M 3asiBHMKA, BignoBiAabHOI 3a
hapmakoHarniag B YkpaiHi
74. 30TEK®-400 TabneTkun, BKPUTI OPIAHOCU OAE EBepTopxeH IHAjisa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu | 6e3 UA/11501/01/03
NNiBKOBOIO H Naiich CaeHcns TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenma -
060/10HKOI0, M0 400 Mr | JIJAMOCAEH Nimiten thapmakoHarnagy. BeegeHHs abo 3amiHn fo Ne 10; 3a
no 10 TabneTok y Cu3 (E® y3arasibHeHVX AaHux Npo cuctemy papmakoHarnsgy peyenmom -
6nictepi; no 1 a6o 10 3ETI) (BBEAEHHSA y3araslbHEHNX AaHUX npo cuctemy Ne 100
6nicTepiB y KAPTOHHIi hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobw,
Kopoo6Li BiANOBIAaUIbHOI 3a 34iiCHEHH:A hapmakoHarnsay;
KOHTaKTHOI 0co6M 3 thapMakoHarnsay 3asBHuKa gns
3[jiicCHEHHS hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHa Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarun
KOHTaKTHi fiaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
thaiina cuctemun chapmakoHarnsgy) 3mMiHa KOHTaKTHUX
[aHNX KOHTaKTHOT 0CO6M 3asiBHMKA, BignoBigabHOI 3a
hapmakoHarniag B YkpaiHi
75. 30TEK®-400 TabneTkn, BKPUTI OPTAHOCU OAE EBepTogxeH IHais BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiasis: 3MiHu | - UA/11502/01/03
NNiBKOBOIO H Naiicp CaeHcns TMny - 3MiHK LWoao 6e3nekn/edpeKTNBHOCTI Ta
060/10HKOt0, Mo 400 NIAN®CAEH Nimiten thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
mr; in bulk: no 2500 CnN3 (E® y3araJlbHeHUX AaHux Npo cuctemy dhapmakoHarnsgy
TabneTok y noagiliHmx 3ETI) (BBEAEHHSA y3ara/lbHEHNX AaHUX MPo cuctemy
naketax 3 oonbru thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobu,
nosieTuNeHoBoI y BiAMNOBiga/IbHOI 3a 34iACHEHHST chapMakoHarnsay;
KapTOHHi Kopo6Li KOHTaKTHOI 0co6u 3 thapmakoHarnsay 3asBHuka ans
3ailicHeHHa hapMakoHarnsgy B YKpaiHi, SKLL0 BoHa
BigMiHHA Big, yNTOBHOBaXXEHOT 0COOM, BifNoBigabHOI
3a 3AjiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MiLLeHHi MacTep-
thaiina cuctemmn chapmakoHarnsgy) 3miHa KOHTakTHUX
[aHNX KOHTaKTHOI 0CO6U 3asiBHMKA, BiANOBIAaIbHOI 3a
hapmakoHarnsg B YkpaiHi
76. 3YBHI KPAONI Kpanni no 10 may MPAT YKpaiHa MPAT YKpaiHa BHECEHHS 3MiH 40 peecTpauiiHnx maTtepiasis: 3MiHu | 6e3 UA/8153/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep

peecmpayiliHo2o

nocsio4YeHHs

hnakoHax

"OITOPAPM

"OITOPAPM"

TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3aMmiHn fo
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3arasIbHEHNX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobu,
BiNOBifa/IbHOT 3a 34iICHEHHS hapMakoHarnsgy;
KOHTaKTHOI 0co6M 3 thapMakoHarnsay 3asBHUKa Ans
3iiCHEeHHs1 chapMakoHarnaay B YKpaiHi, AKLL0 BoHa
BiAMiHHaA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
3a 3pjiicHeHHs hapMakoHaraay (BKIYarum
KOHTaKTHi flaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
thaiina cuctemu chapmakoHarnagy) 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3as1BHYIKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MmiHa
MicLe3HaxX0MKeHHs MacTep-chaiina cuctemm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3 chapMakoHarisay.

peyernma

77.

IBIKAPA® A

Tabnetku no 40 mr/10
Mr, no 7 TabneTok B
a/IlOMIHIEBOMY
6nicTepi, no 2 abo 4
6nicTepun y KapTOHHIl
Kopoobui

OPrAHOCU
H
NAVI®CAEH
CU3 (E®
3ET )

OAE

EBepTopxeH
Naiidp CaeHcns
Nimiten

IHais

BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHn fo
y3arasibHeHVX AaHux Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3arasIbHEHMX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa yrnoBHOBaXXeHO! 0ocobw,
Bi4NOBiga/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa ans
3pjiicHEHHs chapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/TbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyatoum
KOHTaKTHi fiaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
thaiina cuctemu thapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOT 0CO6M 3asiBHMKA, BignoBiAabHOI 3a
hapMakoHarnsag B YkpaiHi.

3a
peyernmom

UA/16928/01/02

78.

ISIKAPA® A

Tabnetkn no 80 mr/5
Mr, no 7 TabneTok B
a/loOMiHIEBOMY
6nicTepi, no 2 abo 4
6nicTepun y KapTOHHIl
KopoobLi

OPIAHOCU
H
NAV®CAEH
CU3 (E®
3ET )

OAE

EBepTopxeH
Naiicp CaeHcns
Nimiten

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHn fo
y3arasibHeHVX AaHux Npo cuctemy hapmakoHarnsgy
(BBEEHHSA y3arasibHEHUX AaHMX MPo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! ocobw,
BiANOBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHuKa gns
3[jiicCHEHHS hapMakoHarnsay B YkpaiHi, KO0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarum
KOHTaKTHi fiaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
thaiina cuctemm thapmakoHarnsgy) 3mMiHa KOHTaKTHUX
[aHNX KOHTaKTHOT 0CO6M 3asiBHMKA, BignoBigabHOI 3a
dhapMakoHarnsaa B YKpaiHi.

3a
peyerimom

UA/16928/01/03

79.

ISIKAPA® A

Tabnetkun no 80 mr/10

OPrAHOCW/

OAE

EBepTogxeH

IHais

BHECEHHS 3MiH 40 peecTpauiiHnx matepiasis: 3MiHu |

3a

UA/16928/01/04
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Mr, No 7 TabneTok B H Navid CaeHcns TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
a/loOMiHIEBOMY NANOCAEH NimiTen thapmakoHarnagy. BeegeHHs abo 3aMmiHn fo
6nicTepi, no 2 abo 4 Cu3 (E® y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
6nicTepun y KapTOHHIl 3ET ) (BBEAEHHS y3araslbHEHUX AaHWX MPO cucTemy
Kopoobui thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobu,
BiNOBifa/IbHOT 3a 34iICHEHHS hapMakoHarnsgy;
KOHTaKTHOI 0co6M 3 thapMakoHarnsay 3asBHUKa Ans
3iiCHEeHHs1 chapMakoHarnaay B YKpaiHi, AKLL0 BoHa
BiAMiHHaA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
3a 3pjiicHeHHs hapMakoHaraay (BKIYarum
KOHTaKTHi flaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
thaiina cuctemu chapmakoHarnagy) 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOT 0CO6M 3asiBHMKA, BignoBiAa/bHOI 3a
hapMakoHarnsag B YkpaiHi.
80. IBIKAPA® A Tabnetkn no 40 mr/5 OPIrAHOCK OAE EBepTopxeH IHais BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiasis: 3MiHn | 3a UA/16928/01/01
Mr, no 7 TabneTok B H Navid CaeHcns TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
a/IOMIHIEBOMY NANDCAEH Nimiten thapmakoHarnagy. BeegeHHs abo 3miHn fo
6nicTepi, no 2 abo 4 Cu3 (E® y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
6nicTepun y KapTOHHIl 3ET ) (BBEAEHHS y3araslbHEHUX AaHWX MPO cUcCTemy
Kopo6bui thapmMakoHarnagy, 3mMiHa ynoBHOBaXXeHO! ocobw,
BiANOBigas/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa gns
3pjiicHEHHs chapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyatum
KOHTaKTHi fiaHi) Ta/abo 3MiHW y PO3MiLLLeHHI MacTep-
thaiina cuctemun thapmakoHarnsgy) 3mMiHa KOHTaKTHUX
[aHNX KOHTaKTHOT 0CO6M 3asiBHMKA, BignoBiAabHOI 3a
hapMakoHarnsag B YkpaiHi.
81. IBIKAPA® H Tabnetkun no 40 OPIrAHOCK OAE EBepTopxeH IHais BHECEHHS 3MiH [0 peecTpaviiHnx maTtepiasis: 3MiHn | 3a UA/16929/01/01
Mr/12,5 mr; no 7 H Naiicp CaeHcns TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
Tabnetok B NAN®CAEH Nimiten thapmakoHarnagy. BeegeHHs abo 3amiHn fo
antoMiHieBomy Cu3 (E® y3arasibHeHVX AaHux Npo cuctemy papmakoHarnsgy
6nictepi, no 2 3ETI) (BBEAEHHSA y3ara/lbHEHNX AaHUX npo cuctemy
6nicTepn y KapTOHHiIl hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! ocobu,
Kopob6ui; no 7 BiANOBIAaUIbHOI 3a 34iiCHEHH:A hapmakoHarnsay;
TabneTok B KOHTaKTHOI 0co6u 3 thapMakoHarnsay 3asBHuKa gns
a/IlOMiHIEBOMY 3[jiicHEHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
6nictepi, no 4 BiAMiHHa Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
6nicTepun y KapTOHHIl 3a 3AjiicHeHHs hapMakoHaraay (Bkiyarun
KopoobLi KOHTaKTHi fiaHi) Ta/abo 3MiHM y PO3MilLLLeHHI macTep-
tpaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHNKA,
Bi4NoBiAaIbHOI 32 dhapMakoHarnsa B YkpaiHi.
82. IBIKAPA® H Tabnetku no 80 OPIAHOCKU OAE EBepTogxeH IHais BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiasis: 3MiHu | 3a UA/16929/01/02
Mr/12,5 mr; no 7 H Naiicp CaeHcns TMny - 3MiHK LWoao 6e3nekn/edheKTNBHOCTI Ta peyenmom
TabneTok B NIAN®CAEH Nimiten thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
TIOMIHIEBOMY CN3 (E® y3araJibHeHNX AaHux Npo cuctemy dpapmakoHarnsgy
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
6nictepi, no 2 3ET ) (BBEAEHHS y3araslbHEHUX AaHWX NMPO cucTemy
6nicTepun y KapTOHHiIl thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0ocobu,
Kopob6ui; no 7 BiNOBifa/IbHOT 3a 34iICHEHHSA hapMakoHarnsgy;
TabneTok B KOHTaKTHOI 0co6u 3 thapMakoHarnfay 3asBHUKa Ans
a/loOMiHIEBOMY 3iiCHEeHHs1 chapMakoHarnaay B YkpaiHi, AKLL0 BoHa
6nictepi, no 4 BiAMiHHA Bif, YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
6nicTepun y KapTOHHIl 3a 3AjiicHeHHs hapMakoHaragy (Bkivatum
Kopoobui KOHTaKTHi flaHi) Ta/abo 3MiHW y PO3MILLLeHHI macTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHNKA,
Bi4NoBiAaIbHOI 3a papMakoHarnsa B YkpaiHi.
83. IBIKAPA® H Tabnetku no 80 mr/25 OPIAHOCU OAE EBepTopkeH IHais BHECEHHS 3MiH [0 peecTpaLiiHnx maTtepiasis: 3MiHn | 3a UA/16929/01/03
Mr; no 7 TabneTok B H Naiid CaeHcns TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
a/IlOMIHIEBOMY NANOCAEH Nimiten thapmakoHarnagy. BeegeHHs abo 3miHn fo
6nictepi, no 2 Cu3 (E® y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
6nicTepun y KapTOHHIl 3ET ) (BBEAEHHS y3araslbHEHUX AaHWX NMPO cucTemy
Kopobui; no 7 thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0ocobu,
TabneTok B BiANOBIAaUIbHOI 3a 34iiCHEHHA hapmakoHarnsay;
antoMiHieBOMy KOHTaKTHOI 0Co6M 3 hapmakoHarnsaay 3asiBHuKa ans
6nictepi, no 4 3fjiicHEHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
6nicTepun y KapTOHHiIl BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
Kopoo6Li 3a 3AjiicHeHHs hapMakoHaraay (Bkivatum
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MILLLEeHHI macTep-
tpaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHNIKA,
Bi4NoBiAabHOI 3a hapMakoHarnsa B YkpaiHi.
84. IHAOMETALUWUH | TtabneTtku, BKpUTI AT Bonrapis Bnpo6HMUTBO Bonrapis/ BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepiasis: 3MiHu | 3a UA/2304/03/01
CODAPMA 060/10HKOH, "Codpapma” Hepo3dacoBaHoT YkpaiHa TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
KMLLKOBOPO34YMHHI N0 npoayKuii, thapmakoHarnagy. BeegeHHs abo 3amiHn fo
25 mr; no 30 TabneTok nepBuHHA y3arasibHeHVX AaHux Npo cuctemy papmakoHarnsgy
y 6nictepi; no 1 ynakoska abo (BBEAEHHSA y3araslbHEHMX AaHUX Npo cucTemy
6nicTepy B KAPTOHHIi BMPOBHULTBO 3a hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobw,
nauu,i NOBHUM LMK/TOM: BiANOBIAaUIbHOI 3a 34iiCHEHH:A hapmakoHarnsay;
AT "Cothapma”, KOHTaKTHOI 0co6M 3 chapMakoHarnsaay 3asiBHuKa ans
Bonrapis; 3[jiicCHEHHS hapMakoHarnsay B YkpaiHi, K0 BOHA
BTopuHHa BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
yrnaxkoBka, [03Bin 3a 3AjiicHeHHs hapMakoHaraay (Bkiyarun
Ha BUMYCK cepii: KOHTaKTHi fiaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
AT "BITAMIHW", dhaiina cuctemun chapmakoHarnsagy). 3miHa KOHTaKTHUX
YKpaiHa [aHnX YNOBHOBAaXEHOI 0CO6M 3asBHIIKA,
BiANOBIAa/IbHOT 3a hapmakoHarnsag,. 3MiHa KOHTaKTHUX
LaHNX KOHTaKTHOT 0CO6M 3asiBHYMKA, BignoBiAa/IbHOT 3a
hapmakoHarnag B YKpaiHi.
3MiHa MicLe3HaxoMkeHHs1 MacTep-alina cucremu
hapmakoHarnsgy. 3miHa Micusi 34iliCHEHHS OCHOBHOT
OisiNbHOCTI 3 dhapmakoHarnsgy.
85. IHAOMETALUWUH | Tabnetku, BKpUTI AT Bonrapis AT "Codcpapma" Bonrapis BHECEHHS 3MiH 10 peECTpaLiiiHnx maTepianis: 3MiHu | - UA/12654/01/01
COPAPMA 0060/10HKOHD, "Codhapma” TMny - 3MiHKM Woao 6e3nekn/edpeKTUBHOCTI Ta
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KVLLKOBOPO34MHHI N0 thapmakoHarnsgy. BeegeHHs abo 3miHv o
25 wr, in bulk Ne5280: y3araslbHeHNX AaHux npo cuctemy dapmakoHarnsgy
no 30 TabneTok y (BBEAEHHSA Y3araslbHEHUX AaHWUX NPO cucTemy
6nictepi; no 176 hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0cobu,
6nictepiB y BiANOBIAA/IbHOI 3a 34iiCHEHHA hapMmakoHarnsay;
noninponineHosil KOHTaKTHOI 0CO6YM 3 thapmakoHarnsagy 3asBHuka anas
Kopoo6Li 3piicHeHHs hapMakoHarnisgy B YkpaiHi, KO0 BOHA
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI
3a 34ilicHeHHA thapmakoHarnsay (Bkiovaoum
KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MiLLeHHi MacTep-
thaiina cuctemun hapmakoHarnsagy). 3MmiHa KOHTaKTHUX
JaHnX ynoBHOBaXXeHOI 0CO6Y 3anBHYIKa,
BiANOBIAaNbHOI 3a hapmakoHarnAg. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0CO6M 3asiBHMKA, Bi4NOBifabHOI 3a
hapmakoHarnsg B Ykpaii.
3miHa MicLe3HaxomkeHHs MacTep-aiina cucremm
thapmakoHarnagy. 3MiHa MicLs 34iliCHEHHS OCHOBHOT
AISNbHOCTI 3 hapmakoHarnsgy.

86. IHAOMETALUWH | cynosuTopii no 50 mr AT Bonrapis AT "Codpapma" Bonrapis BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHu | 3a UA/10242/01/01
CODAPMA no 6 cynosutopiis y "Codpapma” TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
cTpuni; no 1 ctpuny B thapmakoHarnsgy. BeegeHHs abo 3miHu Ao

KapTOHHIN nayui y3arasibHeHVX faHux Npo cucteMy papMakoHarisay
(BBEAEHHS y3aralbHEHNX AaHUX NPo cucTemy
hapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/TbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapmakoHarnsay 3asBHuka ans
3[ificHEHHs hapmakoHarnsgy B YkpaiHi, KO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6MU, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MilLeHHi macTep-
thaiina cuctemun chapmakoHarnsagy). 3miHa KOHTaKTHUX
[aHNX yNoBHOBaXEHOI 0CO6M 3asBHMKA,
BiANOBiAaNbHOI 3a thapmakoHarnsAg,. 3miHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0cobu 3asiBHMKA, BiAMNOBiAa/IbHOI 3a
hapMakoHarnag B YKpaiHi.
3MiHa MicLe3HaxomkeHHs MacTep-alina cucrtemm
thapmakoHarnagy. 3MiHa Micus 34ilACHEHHST OCHOBHOT
AiSNIbHOCTI 3 chapmakoHarniagy.

87. IHPAHPUKC™ CyCneHsis gNns iH'ekujn nakcoCmitT Benvka "nakcoCmiTKnsaiiH Benbris BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepiasis: 3MiHu | 3a UA/13939/01/01
InB (0,5mn); no 0,5 mny Knsiiu BpuTaHis Bionogxikan3 C.A. TUMy - 3MiHM 3 AKOCTi. [OTOBWIA NikapcbkuWii 3aci6. peyenmom
KOMBIHOBAH nonepeaHL0 EkcnopT 3MiHV Yy BUpOOHUUTBI. 3MiHM BUNpobyBaHb abo
A BAKUMHA 3anoBHeHoOMy Nimiteq [OMNYyCTUMMX MEX, BCTAHOB/IEHUX Y cneuuddikalisx, nig
ansa 0lHOPa30BOMY LUMPULL Yyac BMpO6HULITBA FOTOBOrO NiKapCbKoro 3acoby (iHLwi
MPO®DINAKTUK | y KOMNAEKTi 3 rOfIKO0; 3MiHK). [JoAaBaHHs BUNPOGYBaHHS NepeBipku
N QU TEPII, no 1 a6o 10 LiNicHOCTI 3aKpUTTA KoHTeliHepa (Container Closure
MPABLSA, nonepegHb0 Integrity Test (CCIT)) ik TECT NPUIAHATTSA PiLLEHHS
KALLTHOKA 3an0BHEHWX wofo skocti (Quality Decision test) nig vac
(AUENONAPH 0HOPa30BMX LUMPUL,iB

MiXonepawiiHOro KOHTPO0. BHeceHHs peAakuiliHuX
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
un y N1acTUKOBOMY npaeok Ao posginis 3.2.P.3.3, 3.2.P.3.4.
KOMMOHEHT) KOHTeliHepi; no 1
TA KOHTelHepy B
MNOMIOMIENITY | KapTOHHI Kopobui
88. IHOPAHPUKC™ cycneHnsis (DTPa-1PV) nakcoCmit Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 3a UA/15832/01/01
INB XIb / Ans iH'ekuin no 0,5 mn Knsiix BputaHis Bionogxikans C.A. TUny - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6. peyenmom
INFANRIX™ (1 posa) Ta niodpinizar Ekcnopt 3MiHU y BUPOGHMLTBI. 3MiHU BUNpobyBaHb abo
IPV HIB (Hib); cycneHsia NimiTen L0NyCTUMUX MEX, BCTAHOBJ/IEHUX Y cneumdikalisx, nig
KOMBIHOBAH (DTPa-IPV) ans Yyac BMPOOGHULTBA FOTOBOrO NiKapCbKOro 3acoby (iHLwi
A BAKUVHA iH'exuii mo 0,5 mn (1 3MiHM). JJogaBaHHs BUNPOGYBaHHSA NepeBipku
ansa [03a) y nonepeaHL0 LinicHocTi 3akpuTTs KoHTeliHepa (Container Closure
MPO®DINAKTUK | HanoBHeHOMY Integrity Test (CCIT)) Sk TECT NPUAHATTA PiLLEHHS
N BUDTEPII, 0[iHOPa30BOMY LUMPUL wopo skocTi (Quality Decision test) nig yac
MPABLS, Ne 1 y KomnnekTi 3 MiXonepawiiHoro KOHTPO0. BHeCEHHs peaakLiliHmX
KALLUJTHOKY [BOMa rosikamu Ta npasok Ao posginis 3.2.P.3.3, 3.2.P.3.4.
(ALUENONAPH niodgpinizat (Hib) y
ni thnakoni Ne 1, wo
KOMMOHEHT), 3MILLYIOTLCA Nepes
MNONIOMIENITY | BMKOpPUCTaHHAM; no 1
TA nornepenHL0
3AXBOPIKOBAH | HanoBHeHOMY
b, oZiHOpa3oBOMYy
36YAHNKOM LUNPULY Y KOMMEKTi 3
AKX € ABoma ronikamu Tta 1
HAEMOPHILUS | cnakoHom 3
INFLUENZAE niocpinizatom (Hib) y
TNy B BaKyyMHiil CTEpUbHIl
ynakosLi; no 1
BaKyYMHill CTEpUSbHIl
YMaKoBLi y KAPTOHHIi
Kopo6Ui
89. IXTIONOBA Ma3b 10 % no 30 ry MPAT Ykpaina MPAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu | 6e3 UA/8038/01/01
MA3b 10% Ty6ax "PITODAPM "PITOPAPM" TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyernma

chapmakoHarnsgy. BeegeHHsa abo 3miHu o
y3arasibHeHVX JaHnx Npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX NMPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoi ocobu,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapMmakoHarnsay;
KOHTaKTHOI 0C06YM 3 chapmakoHarnsagy 3asBHuka ans
3piicHeHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOBaXKEHOT 0CO6M, BifgnoBigansHOI
3a 34jicHeHHs hapmakoHarnaay (Bkyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) 3mMiHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0CO6M 3asBHUKA,
BiANOBiAa/IbHOT 32 hapmakoHarnsag. 3MmiHa
MicLie3HaxoMKeHHs MacTep-chaiina cuctemm

dhapMakoHarnsay Ta moro Homepa. 3miHa Micus
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
3iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3 chapMakoHarnsay.
90. noa pO34nH AN MPAT Ykpaina BiAnNoBigabHUIA 3a YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu | 6e3 UA/8248/01/01
30BHILUHLOTO "®ITOPAPM BMPOBHULITBO, TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenma
3aCTOCyBaHHA, " nepBuHHe chapmakoHarnsgy. BeegeHHsa abo 3miHn o
cnmpToBmiA 5 % no 10 nakyBaHHs1, y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
mn, abo no 20 mn, abo KOHTPO/Ib SKOCTI (BBEAEHHSA Y3araslbHEHUX AaHWX NMPO cucTemy
no 100 mny Ta BUNyCK cepil: hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
donakoHax MPAT BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
"OITOPAPM", KOHTaKTHOI 0Co6YM 3 thapmakoHarnsagy 3asiBHuka anas
YkpaiHa; 3piicHeHHs hapMakoHarnsgy B YkpaiHi, KO0 BOHA
BignoBigabHUiA 3a BigMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI
BMPOBGHULTBO, 3a 34iicHeHHs hapmakoHarnsgy (Bkaoyarum
nepBuHHE KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
nakyBaHHs Ta thaiina cuctemu chapmakoHarnsay) 3mMiHa KOHTaKTHUX
KOHTPO/b AKOCTI: [aHnX YNOBHOB&XEHOI 0CO6M 3asBHNKa,
nn "KINAd ", BiANOBIAaNbHOI 3a thapmakoHarnsg,. 3miHa
YKpaiHa MicLLe3HaXOPKEHHSI MacTep-chaiina cuctemm
hapMakoHarnsgy Ta moro Homepa. 3mMiHa micus
3f1iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3 chapMakoHarnsay.
91. KANEHAYNN Masb no 30 ry Ty6ax MPAT Ykpaina BiAnNoBigabHU 3a YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu | 6e3 UA/8039/01/01
MA3b "®ITOPAPM BMPOBHMLITBO, TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenma
" nepBuHHe thapmakoHarnsgy. BeegeHHs abo 3miHv o
nakyBaHHs1, y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
KOHTPO/Ib SKOCTI (BBEAEHHSA y3araslbHEHUX AaHWX MPO cucTemy
Ta BUNYycK cepi: hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOoi 0cobu,
MPAT BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
"OITOPAPM", KOHTaKTHOI 0CO6YM 3 thapmakoHarnsagy 3asBHuka anas
YKpaiHa,; 3piicHeHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAnNoBigabHU 3a BiAMiHHa Bif, yNOBHOBaXKEHOT 0CO6M, BigNoBigansLHOI
BMPOBGHULTBO, 3a 34iicHeHHs chapmakoHarnsgy (Bkavarum
nepBuHHE KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MilLeHHi MacTep-
nakyBaHHs Ta thaiina cuctemu chapmakoHarnsgy) 3mMiHa KOHTaKTHUX
KOHTPO/Ib SIKOCTI: [aHnX YNOBHOB&XEHOI 0CO6M 3asBHIIKa,
AT "ly6Hnchapm", BiANOBiAa/IbHOT 32 hapmakoHarnsag. 3miHa
YkpaiHa MiCLLe3HaXOPKEHHSI MacTep-thaiina cuctemm
hapMakoHarnsgy Ta moro Homepa. 3mMiHa micus
3f1iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3 chapMakoHarnsay.
92. KANEHAYNN HacTolika no 40 mn y MPAT Ykpaina BifNOBigabHWIA 3a YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHu | 6e3 UA/8039/02/01
HACTOWKA dhnakoHax CKASTHUX "®ITOGAPM BMPOGHULTBO, TMny - 3MiHKM Woao0 6e3nekn/edpekTUBHOCTI Ta peuyenma
ab6o nonimepHuUx " nepBuHHe chapmakoHarnsgy. BeegeHHsa abo 3miHn o
nakyBaHHs, y3arasibHeHNX AaHux Npo cuctemy hapmakoHarnsgy

KOHTPO/1b AKOCTI
Ta BUNycK cepi:

(BBEfEHHS y3ara/lbHEHUX AaHUX MPo cUcTemy
(hapmakoHarnsy, 3miHa ynoBHOBaXKeHO! 0cobu,

MPAT BiNOBifa/IbHOT 3a 34iICHEHHS dhapMmakoHarnsgy;
"®ITODAPM", KOHTaKTHOI 0CO6M 3 hapmakoHarnsgy 3asBHuKa gJis
YKpaiHa,; 3piicHeHHs hapMakoHarnsay B YKpaiHi, K0 BOHA
BifNOBigabHWIA 3a BiAMiHHA Bif, YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
BMPOGHULITBO, 3a 34iicHeHHs hapmakoHarnsgy (Bkawyarum
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

nepBuHHE
nakyBaHHs,
KOHTPO/Ib SIKOCTI:
AT "Nly6Hndhapm",
YkpaiHa

KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MiLLeHHi MacTep-
thaiina cuctemu chapmakoHarnsay) 3mMiHa KOHTaKTHUX
LaHnX YNOBHOBaXEHOT 0CO6M 3aABHUKA,
BiANOBIAaIbHOI 3a thapmakoHarnsag,. 3miHa
MiCLLe3HaX0PKEHHS MacTep-chaiina cuctemm
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3 chapMakoHarnsay.

93.

KANEHAYNN
HACTOUKA

HacTolika; no 50 mMn
a6o no 100 mn y
dhnakoHax CKISHUX

TOB
"MEONEB"

YKpaiHa

TOB "MEOJIEB"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX NMPO cucTemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0co6YM 3 thapmakoHarnsagy 3asiBHuka anas
3piicHeHHs hapMakoHarnsay B YkpaiHi, KO0 BOHA
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBigansHOI
3a 3AjiicHeHHs hapmakoHarnagy (Bkyaoun
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOI 0CO6U 3asBHMKA, BifnoBigasibHOI 3a
thapmakoHarnsag.

[Oitoua pepakuisn: 3yesa CaiTnaHa BacunisHa.
MponoHoBaHa pepakuis: 3iHoa Knasgis BikTopiBHa.
3MiHa KOHTaKTHMX AaHNX YNOBHOBaXKEHOT 0CO6U
3as1BHVIKa, BifnoBiganbHOI 3a hapMakoHarnsg. 3miHa
MicLe3HaxoKeHHS MacTep-haina cuctemm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3 dpapMakoHarisay

6e3
peuyenma

UA/17231/01/01

94.

KANETPA

po3unH Ans
nepopasbHoOro
3acTocyBaHHs; no 60
M1y dhiakoHi; no 5
(h/1aKOHIB Yy KapTOHHIl
KopoobLi

E66BI
Biodhapmacb
loTikan3
m6X

Lseiuapi
A

Bupo6HuK
BignoBiganbHWiA 3a
BUPOBHULTBO
nikapcbKkoro
3acoby, NepBUHHE
Ta BTOPUHHE
nakyBaHHs1: E66BI
IHK., CLUA,
Bupo6HMK
BiANOBIAa/IbHNI 3a
TecTyBaHHs: E66BI
IHK., CLLUA;
Bupo6HuK
BignoBiganbHWi 3a
TecTyBaHHsA Ta
BUMYCK Cepii:
E66BI [oiuneHg,
m6X i Ko. K,
HimeyunHa

cuA/
HimeyunHa

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy (iHwi 3miHn) - 3MiHW BHECEHO A0
IHCTPYKLUIii 415 MEAUYHOr0 3aCTOCYBaHHS NiKapcbKoro
3acoby Ao posginis "OcobmMBOCTi 3acTocyBaHsAa" Ta
"3acTocyBaHHS y nepiog BariTHOCTi abo rofgyBaHHs
rpyAA0” BignNoBIAHO [0 OHOBMEHOT iHchopMaLlii 3
6e3nekn 3acToCyBaHHA /liKapCbKOro 3acoby, a Takox
00 po3ainy "Mo6iyHi peakyii” Woa0 HeobXiAHOCTI
noBiAOMASATY NPO YCi BUNAAKW Mif03pHoBaHNX NOBIYHNX
peakLiiii Ta BiACyTHOCTi eheKTUBHOCTI NiKapCbKoro
3acoby.

BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS

3a
peyerimom

He
nionsiecae

UA/6998/02/01




67

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
95. KAM®OPHA po3uuH oniliHnii 10 %, MPAT YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasis: 3MiHu | 6e3 UA/0590/01/01
onida HawwkipHuii no 30 mny | "®ITOPAPM "®ITOPAPM" My - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta peuyenma
CKNSAHMX hnakoHax " thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
y3ara/ibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobw,
BiANOBIAA/TbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsay 3asBHuka ans
3ailicHeHHA hapMakoHarnsgy B YKpaiHi, SKLL0 BoHa
BiAMiHHA Bif YNOBHOBaXEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3[jicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiH1 Y pO3MilLeHHi macTep-
thaiina cuctemu chapmakoHarnsgy) 3MiHa KOHTaKTHUX
JaHNX yNOBHOBaXeHOI 0Co6M 3asaBHMKA,
BiANOBIAaIbHOI 3a thapmakoHarnsag,. 3miHa
MicLe3HaxX0oKEHHS MacTep-chaiina cuctemm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[jiiCHEHHSI OCHOBHOI [iA/IbHOCTI 3 chapMakoHarisay.
96. KAMCHon® PO3YUH HALLKIpHWIA, MPAT YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 6e3 UA/1046/01/01
cnupToBuiA, Nno 100 mn | "®ITODAPM "OITODAPM" TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peuyenma
a6o no 200 mn y " thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
chnakoHi, no 1 y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
chnakoHy B nauii; no (BBEAEHHS y3aralbHEHNX AaHUX NPo cucTemy
100 mn a6o no 200 mn hapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
y donakoHi 3 NpobKoto- BiANOBIAa/TbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KpanenbHuLeto, no 1 KOHTaKTHOI 0co6U 3 thapmakoHarnsay 3asBHuka ans
hnakoHy 3 Npo6Koto- 3[ificHEHHs hapmakoHarnsgy B YkpaiHi, KO BOHA
KpanesnbHULE B BiAMiHHA Bif YNOBHOBaXeHOI 0cO6MU, BiANOBIAa/IbHOI
nauui; no 10 mn y 3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
dhnakoHi 3 po6Koto- KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MilLeHHi macTep-
KpanesnbHuueto, no 4, thaiina cuctemu chapmakoHarnsgy) 3MiHa KOHTaKTHUX
8 ab60 12 donakoHiB B [aHnX yNnoBHOBaXEHOI 0CO6M 3asBHYKA,
navu,i BiANOBIAabHOI 3a thapmakoHarnsag,. 3miHa
MicLe3HaxX0opKEHHS MacTep-chaiina cuctemm
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3/ ACHEHHS1 OCHOBHOI AisSNIbHOCTI 3 dhapmakoHariagy.
97. KAPCUN® TabneTku, BKPUTI AT Bonrapis AT "Cothapma”, Bonrapis BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 6e3 UA/2773/01/01
060/10HKOI0, M0 22,5 "Codpapma” Bonrapis My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuyenma
mr, no 10 TabneTok y (BUpOGHMLTBO thapmakoHarniagy. BeegeHHs abo 3amiHn o
6nictepi; no 8 Hepo3dacoBaHoT y3araslbHeHNX AaHux npo cuctemy dapmakoHarnsgy
6nicTepiB y KAPTOHHIi npoayKuii, (BBEAEHHSA y3ara/lbHEHNX AaHUX NPO cucTemy
nauui nepBrHHa Ta thapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BTOPWHHA BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
ynakoska); AT KOHTaKTHOI 0Cco6u 3 hapmakoHarnsay 3asBHuKa A5
"Codpapma’, 3fjiicHeHHs hapMakoHarnsgy B YkpaiHi, KO BOHA

Bonrapis (8o3sin
Ha BUMyckK cepii

a60 BMPOGHMLTBO

BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3a 3fjiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiH1 y pO3MilLeHHi MacTep-
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
3a MNOBHUM thaiina cuctemu chapmakoHarnsgy) 3MiHa KOHTaKTHUX
LMKI0M) [aHnX YNoBHOBaXXEHOT 0CO6Y 3asBHNIKA,
BiANOBiAaNbHOI 3a thapmakoHarnsAg,. 3mMiHa KOHTaKTHUX
[aHNX KOHTaKTHOT 0CO6M 3asiBHMKA, BignoBiAa/IbHOI 3a
hapmMakoHarnag B YKpaiHi.
3MiHa MicLe3HaxomKeHHA MacTep-thalina cuctemm
thapmakoHarnagy. 3MiHa Micus 34ilACHEHHST OCHOBHOT
AiSNIbHOCTI 3 chapmakoHarniagy.
98. KAPCUN® Kancynu Teepgi no 90 AT Bonrapis AT "Codchapma”, Bonrapis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepiasis: 3MiHu | 6e3 UA/2773/01/02
®OPTE Mr; no 6 kancyn 'y "Codcpapma" Bonrapis TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta peyenma
6nictepi; no 5 (BUPOBHMLTBO thapmakoHarnagy. BeegeHHs abo 3amiHn fo
6nicTepiB y KapTOHHIi Hepo3cacoBaHo| y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
nauui NPOAYKLi, (BBEAEHHSA y3araslbHEHNX AaHUX NPo cucTemy
nepBuHHA Ta thapmakoHarnsgy, 3miHa ynoBHOBaXXeHOI 0cobu,
BTOPVHHA BiANOBIAaUIbHOI 3a 34iiCHEHHA hapmakoHarnsay;
ynakoBka); AT KOHTaKTHOI 0Co6M 3 hapmakoHarnsagy 3asiBHuKa ans
"Codpapma’, 3pjiicHEHHs chapMakoHarnsay B YkpaiHi, K0 BOHA
Bonrapis (go3sin BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
Ha BUMYycK cepii 3a 3AjiicHeHHs hapMakoHaraay (Bkiyatoum
ab0 BMPOGHULITBO KOHTaKTHi fiaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
3a MoBHUM dhaiina cuctemmn thapmakoHarnsagy). 3miHa KOHTaKTHUX
LMK/I0M) [aHnX YNoBHOBaXXEHOT 0CO6Y 3asBHNIKA,
BiANOBIAa/IbHOT 3a hapmakoHarnsas,. 3MiHa KOHTaKTHUX
LaHNX KOHTaKTHOT 0CO6M 3asiBHYMKA, BignoBiAabHOI 3a
hapmakoHarnsg, B Ykpaii.
3MiHa MicLe3HaxoMkeHHs MacTep-haiina cucremu
hapmakoHarnsgy. 3miHa Micusi 34iliCHEHHS1 OCHOBHOT
AiSNbHOCTI 3 hapmakoHarasgy.
99. KEPABOPT Kpem 5 % no 250 mr neHmapk IHais neHmapk IHais BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu | 3a UA/13581/01/01
Kpemy B cale; rno 12 PapmacbioT PapmacboTrKan3 TMny - 3MiHK Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom
abo 24 cawey vikan3s Jita,. nra.

KapTOHHI Kop6bL,i

chapmakoHarnsgy. BeegeHHsa abo 3miHu o
y3arasibHeHVX JaHnx Npo cuctemy papmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHOT ocobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0C06M 3 thapmakoHarnsagy 3asiBHuka anas
3piicHeHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOBaXKEHOT 0CO6M, BigNoBigansLHOI
3a 3fjiicHeHHs hapmakoHarnagy (Bkyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MilLeHHi MacTep-
thaiina cuctemm chapmakoHarnsgy). 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHMKA, BifgnoBigasibHOI 3a
thapmakoHarnag,.

[itova pegakuis: Y1e XodgHep / Ute Hoeffner.
MponoHoBaHa pepakuis: AHiaHewsap ApiyH CaHan /
Dr. Dnyaneshwar Sanap.
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0cobu,

BiANOBIAa/IbHOI 3a thapmakoHarnsg. 3miHa micus
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

100.

KETAHOB

3[iACHEHHS1 OCHOBHOT AisiNIbHOCTI 3 dhapmakoHarnagy.
3MmiHa MicLe3HaxoMkeHHs MacTep-haiina cucremm
hapmakoHarnagy.

101.

TabneTku, BKPUTI
060/10HKO10, NO 10 Mr;
no 10 TabneTtok y
6nictepi; no 1, 2 abo
10 6nicTepiB y
KapTOHHI ynakosLi

Tepanis AT

PymyHis

Tepanis AT

PymyHis

BHECEHHS 3MiH 0 peecTpaLjiiiHiX MmaTepianis: 3MiHu |
TUMy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbkuMii 3aci6.
KOHTpO/b rOTOBOrO MiKapcbKoro 3acoby (iHLWi 3MiHWM).
OHOB/IEHHA BXe 3aTBEPMKEHNX METOAIB KOHTPOSIO
AKOCTI JTiKapCbKOro 3acoby, a came: BUKIaLEeHHS
TEKCTY AepXaBHOK MOBOI 3riHO Cy4acHUX BUMOT.
*3MiHuM | TUNY - 3MiHW 3 AKOCTI. FOTOBWIA NiKapCbKuii
3aci6. 3MiHM y BUPO6HMLTBI. 3MiHa po3mipy cepii
(BK/IIOYAtOUM diana3oH po3Mipy cepii) roToBOro
nikapcbKoro 3acoby (36inbweHHs go 10 pasis
NOPIBHAHO i3 3aTBEpPKEHUM PO3MipoM). BBeaeHHS
[04aTKOBOrO po3Mipy cepii roTOBOrO J1ikapCbKOro
3acoby 305 250 kr. 3aTBepmxeHo: 259 000 kr (1 400
000 TabneTok, BKpUTUX 060M10HKOK); 55 500 kr (300
000 TabneTok, BKpMTUX 0B60OHKOI); 3anponoHOBaHo:
259 000 «r (1 400 000 TabneTok, BKpUTMX
060/10HKO010); 55 500 kr (300 000 TabneTok, BKPUTUX
060/10HKOH0); 305 250 kr (1 650 000 TabneTok,
BKPUTUX 0B0IOHKOHD).

3a
peyenmom

UA/2596/01/01

KETOKOHAS3O
N-®ITO®APM

Kpem 115 30BHiLUHbOro
3acTocyBaHHs 2 %, no
15rabono25ry
Ty6i, no 1 Ty6i y nayui
3 KapTOHY

MPAT
"OITOPAPM

YKpaiHa

MPAT
"OITOPAPM"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHsa abo 3miHu o
y3arasibHeHVX JaHnx Npo cuctemy papmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoi ocobu,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapMmakoHarnsay;
KOHTaKTHOI 0CO6YM 3 thapmakoHarnsagy 3asBHuka anas
3piicHeHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOBaXKEHOT 0CO6M, BifgnoBigansHOI
3a 3fjiicHeHHs hapmakoHarnagy (Bkyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) 3mMiHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0CO6M 3asBHUKA,
BiANOBiAa/IbHOT 32 hapmakoHarnsag. 3MmiHa
MicLie3HaxoMKeHHs MacTep-chaiina cuctemm
thapmakoHarnagy Ta ioro Homepa.
3MiHa Micus 34iliCHeHHS OCHOBHOI Aisi/IbHOCTI 3
hapmakoHarnagy.

6e3
peuyenma

UA/4126/01/01

102.

KUCEHb _
MEAVYHMI
TA30MOAIEHN
i

rasy ctasieBux
6anoHax ob'emom 1 n
abo 2 n, abo 3 nabo 4
n,abo 5 na6o 10 n,
abo 12 n, a6o 40 n,
abo50nTay

rasmdpikaropax

TOB "4l
ENP rA3"

YkpaiHa

TOB "AInt ENpP
FA3"

YKpaiHa

BHECEHHS 3MiH A0 peecTpauiiHnx matepiasis: 3miHu Il
Tuny - 3MiHM 3 akocTi. A®Il. Bupo6HMuTBO. 3MiHa
BMPOGHUKA BUXIAHOrO/NPOMDKHOrO NPOAYKTY/peareHTy,
LLIO BUKOPUCTOBYHOTLCA Y BUPOGHMYOMY npoueci AdI,
abo 3miHa BUpoOHWMKa (BKIHOHaKUK, ae HeobXxiaHo,
MicLie NpoBefeHHs KOHTPoto akocTi) APl (3a
BiJICYTHOCTI cepTudpikaTa BignoBigHOCTI €BpoNechbKili

3a
peyenmom

UA/16705/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KpiOreHHMX hapmakonei y 3aTBepAXeHOMY [0CbE)(BBEAEHHS
HOBOro BMpoGHUKa APl 3 HagaHHAM MacTep-chaiina Ha
A®I) - BBeleHHA foaaTkoBoro BupobHunka A®I KnceHb
MeaWYHWIA pigkvia MybnivHe akuioHepHe TOBapncTBO
«3anopi3bKnii MeTanypriiHuii KombiHat
«3anopixcTanb», 69008, 3anopisbka 061acTb, M.
3anopixxs, By/. MNiBaeHHe wWoce, 72 3aTBepAKeHO:
MpuBaTHe akujioHepHe ToBapucTBo “fliHae MNa3
YkpaiHa", Map'iHCbknii paiioH, M. KypaxoBe, NpoM30oHa
Ne70, YkpaiHa; MNybniuHe akuioHepHe TOBapncTBO
«J1bBIBCbKUIA XiMiYHUIA 3aBOA», M. JbBIB, By/.
PaxiBcbka, 16 YkpaiHa; KomaHaMTHE TOBapUCTBO
«TOB 3anopisbknit aBTOreHHNi 3aBoA | KomnaHis»,
M. 3anopixoks, Byn. IBaHoBa, 20 YkpaiHa.
3anponoHoBaHo:
MpuBaTHe akuioHepHe ToBapucTso “/liHge a3
YkpaiHa", Map'iHcbkuii paiioH, M. KypaxoBe, npom3oHa
Ne70, YkpaiHa; MNy6niuHe akLioHepHe TOBapnCTBO
«JIbBIBCbKUIA XiMiYHUIA 3aBOA», M. JIbBIB, BYI.
PaxiBcbka, 16 YkpaiHa; KomaHanMTHe TOBapUCTBO
«TOB 3anopisbkuii aBToreHHNl 3aBox» i KomnaHisi»,
M. 3anopixoksl, Byn. IBaHoBa, 20 YkpaiHa. [y6niyHe
aKLioHepHe TOBapuCTBO «3arnopi3bkuii MeTasypriliHuii
KOMGiHaT «3anopixcTanb», 69008, 3anopisbka
06nacTb, M. 3anopixxs, Byn. MNisgeHHe Lwoce, 72.
103. | KNNAPUTPOMIL, | TabneTku, BKpUTI MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 3a UA/0279/01/02
NH-0APHNLA o6osoHKoto, No 500 mr | "®apmauesT "®GapmaLeBTnyHa TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
no 7 TabneTtok y n4yHa chipma thipma "AapHuusa” hapmakoHarnsgy (iHwi 3MiHn).
KOHTYPHIli YapyHKOBIi "fapHuua" OHOBNEHHSA TEKCTY MapKyBaHHS YNakoBKW JiKapCbKOro
ynakoBsLi; no 2 3aco06y y 3B'A3KYy 3 BUTYYEeHHAM iHchopmawii
KOHTYPHi YapyHKOBI POCIiCbKOI0 MOBOIO Ta AOMNOBHEHHS iHChopMaL,i Woao
ynakoBKM B nauLli QR-KoAy Ha BTOPUHHY ynakoBKy. TepMiH BBELEHHS
3MiH NPOTArom 6 MicsLIB NiC/S 3aTBEPKEHHS.
104. | KNNAPUTPOMIL, | TabneTku, BKPUTI MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH IO peecTpaLjiiiHuX MmaTepianis: 3MiHu | 3a UA/0279/01/01
WH-0APHNLUSA 060/10HKO0, 0 250 mr | "®apmaueBT "®apmaLeBTnyHa My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
no 7 TabneTtok y nyHa thipma dipma "apHuua” hapmakoHarnsgy (iHwi 3MiHn).
KOHTYPHIli YapyHKOBIi "fapHuua" OHOBNEHHSA TEKCTY MapKyBaHHS YNakoBKW JliKapCbKOro
ynakoBLi; no 2 3acoby Y 3B'A3Ky 3 BUYYEHHAM iHhopmaLi
KOHTYPHIi YapyHKOBI POCICHKOI0 MOBOIO Ta AONOBHEHHS iHhopmauii Wwoao
ynakoBku B nauli QR-KkoAy Ha BTOPUHHY YNakoBKy. TepMiH BBELEHHS
3MiH NPOTAroM 6 MicAUiB Nicas 3aTBEPAKEHHS.
105. | K/MIBAC 10 TabneTkn, BKPUTI TOB Ykpaina TOB "dapma YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB: 3miHu | 3a UA/12971/01/01
NNiBKOBOIO "ACIHO Crapt” TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTi/IE- peyenmom
060/10HKOI0, MO 10 wmr, YKPAIHA" cepTudikaT BigNoBIgHOCTI EBPONENChKit

no 10 TabneTtok y
6nictepi, no 1 a6o 3,
abo 9 6nicTepis y
KapPTOHHIN nayuj

hapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOrO cepTudikaTa BignosigHOCTi abo
BU/yYeHHs cepTudikaTa BignoBigHOCTI EBponeichbkii
hapmakonei: gns APl; Ansi BUXigHOTo
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI APIl; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin dhapmakonei) - OHoBreHWA cepTudikat
Bif} y)Xe 3aTBEPMAXEHOr0 BUPOGHMKa. MogaHHSA
oHosrieHoro CEP R1-CEP 2015-114- Rev 02
(nonepepHs Bepcis R1-CEP 2015-114- Rev 01) ans
[iro4oi pevyoBUHY Po3yBacTaTuH KasibLiito Bif BXe
3aTBEepAKeHOro BMpo6Huka Biocon Limited, IHais
106. | KMIBAC 20 TabneTku, BKPUTI TOB YkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH [0 peecTpavLjiiiHuX MaTepianis: 3MiHu | 3a UA/12971/01/02
NNiBKOBOIO "ACIHO Crapt" TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTI/IE- peyenmom
060/10HKO0, M0 20 Mr, YKPAIHA" cepTudikar BignoBigHOCTI EBponeiicbkit
no 10 TabneTok y thapmakonei/moHorpadii. NogaHHs HoBOro abo
6nictepi, no 1 a6o 3, OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI a60
abo 9 6nicTepis y BW/TyYEHHS cepTudikaTa BignoBiAHOCTI EBpoONeNiChKii
KapTOHHIM navui thapmakonei: ana Ad®l; ons BuxigHoro
mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, Lo
BMKOPWCTOBYIOTbCA Y BUPOOHUUTBI AdDl; ans
[L0OMNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkiin hapmakonei) - OHOBEHWIA cepTudikat
Bif y)e 3aTBEep)KEHOro BUpobHuKa. MogaHHA
oHossieHoro CEP R1-CEP 2015-114- Rev 02
(nonepepaHs Bepcia R1-CEP 2015-114- Rev 01) ans
Aito40T peyvoBrHN Po3yBacTaTviH KaulbLiito Bif, BXe
3aTBEepAKeHoro BMpo6Huka Biocon Limited, IHagis
107. | KNOTPUMA3O | TabneTku BariHasbHi OPIAHOCU OAE EBepTomxeH IHais BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu | 6e3 UA/8794/02/01
n no 100 mr; no 6 H Navid CaeHcns TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenma
TabneTok y cTpuni; no NANDCAEH Nimiten thapmakoHarnsgy. BeegeHHs abo 3miHv o
1 ctpuny 3 Cn3 (E® y3araslbHeHUX faHux Npo cuctemy chapmakoHarnsgy
ansikatopom y 3ET ) (BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemy
KapTOHHI nayui abo hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOoi 0cobu,
no 6 TabneTok y BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
6nictepi; no 1 KOHTaKTHOI 0C06YM 3 chapmakoHarnsagy 3asBHuka anas
6nictepy 3 3piicHeHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
annikaTopom y BiAMiHHa Bif, yNOBHOBaXKEHOT 0CO6M, BifgnoBigansHOI
KapTOHHIN navuj 3a 34iicHeHHs hapmakoHarnsgy (Bkaovarum
KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MiLLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) 3MiHa KOHTaKTHUX
LaHNX KOHTaKTHOT 0CO6M 3asiBHMKA, BignoBiAa/IbHOT 3a
thapmakoHarnsg B YKpaiHi.
108. | KNOTPUMA3O Masb 1 %;no20ry OPTAHOCU OAE EHK'106 ETikans IHAjisA BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHu | 6e3 UA/8794/01/01
n Ty6i; no 1 Ty6i B nauuj H MpawisiT MlimiTeq TMny - 3MiHK Woao0 6e3nekn/edekTUBHOCTI Ta peyenma
3 KapTOHY NANDCAEH thapmakoHarnsgy. BeegeHHs abo 3miHu o
CU3 (E® y3arasibHeHNX AaHux Npo cuctemy hapmakoHarnsgy
3ETI) (BBEAEHHS y3ara/lbHEHNX AaHUX MPO cucTemy

chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT ocobu,
BiNOBifa/IbHOT 3a 34iICHEHHS hapMmakoHarnsgy;
KOHTaKTHOI 0cO6U 3 thapMakoHarnisay 3asBHUKa Ans
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
3piicHeHHs hapMakoHarnisgy B YkpaiHi, KO0 BOHA
BiMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI
3a 34ilicHeHHs thapmakoHarnsay (Bkvaoum
KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MiLLeHHi MacTep-
thaiina cuctemu chapmakoHarnsay) 3mMiHa KOHTaKTHUX
LaHNX KOHTaKTHOT 0CO6M 3asiBHYMKA, BifnoBiAaIbHOI 3a
dpapMakoHarnsa B YKpaiHi.
109. | KONICTUH NOPOLLOK 4191 pO34nHY | 3eHTiBa, K.C. Yecbka MoBHWIA LMK [Oanis/ BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 3a He UA/15525/01/01
3EHTIBA 08 iH'eKUin abo Pecny6nik BMpOGHULTBA: YropLmHa TMny - 3MiHKM Woao 6e3nekn/edpekTUBHOCTI Ta peyenmom nionseae
iHcpysiii no 1 000 000 a Kcennia thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui
MO, 1 a6o 10 dapmacbioTikanc NiKapcbKoro 3acoby, TeKCTI MapKyBaHHS Ta iIHCTPYKLT
h/1aKoHIB 3 MOPOLLKOM AnC, flaHis; ANA MeAnYHOro 3aCTOCyBaHHSA Ha MigcTasi perynspHo
B KapPTOHHI navui TecTyBaHHs: OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
Kcennia a60 focnifxeHb 3 6e3nekn 3aCTOCyBaHHS /iKkapCbKoro
dapmachbloTikanc 3aco6y B nicnapeecTpaviiiHvii nepiod, abo sk
N1h, Yropwuha pe3ynbTaT OLiHKM 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
BIAMNOBIAHO A0 NNaHy negiatpuyuHux gocnigxeHs (PIP)
(3MiHY y3rof)KeHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHom).
3MiHV BHECeHI [0 iHCTPYKLIi 418 MeguyHoro
3aCTOCyBaHHS NiKapCbKoro 3acoby y po3ginm
"Oco6nmBoCTi 3acTocyBaHHs", "Mo6iuHi peakwyii”
BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLii 3 6e3neku
Aito40T peyoBrHN. BBEAEHHS 3MiH NPOTArom 6-Tn
MicsiLiB nicns 3aTBepApKEHHs!
110. | KONICTUH NOPOLLOK A1 pO3UnHY | 3eHTiBa, K.C. Yecbka MoBHWIA LMK [Oanis/ BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu | 3a He UA/15525/01/02
3EHTIBA 081 iH'eKUin abo Pecny6nik BMPOGHULTBA: YropLmHa TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom nionseae
iHcpysiii no 2 000 000 a Kcennia thapmakoHarnsgy. 3MiHa y KOpOTKiil xapakTepucTuui
MO, 1 a6o 10 dapmacbioTikanc nNiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLT
h/1aKoHIB 3 MOPOLLKOM AnC, flaHis; ANA MeAMYHOro 3aCTOCyBaHHSA Ha MigcTasi perynspHo
B KAPTOHHIV naui TecTyBaHHs: OHOB/IHOBAHOTO 3BITY 3 6e3nekun NikapCcbKoro 3acoby,
Kcennia a60 pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS ikapCbKoro
dapmachbloTikanc 3acoby B nmicnspeecTpaviliHvii nepiod, abo sk
N1h, YropwuHa pe3ynbTaT OLiHKW 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
BIAMNOBIAHO A0 NnaHy negiatpuyuHunx gocnigxeHs (PIP)
(3MiHY Y3rof)keHO 3 KOMNETEHTHMM YNOBHOBAXKEHNM
opraHom).
3MiHV BHECeHI [0 IHCTPYKLIi A1 MeguyHoro
3aCTOCyBaHHS NiKapcbKoro 3acoby y po3ginm
"Oco6nmBOoCTi 3acTocyBaHHs", "Mo6iuHI peakwyii”
BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLii 3 6e3neku
Aito4oi peyoBrHN. BBeAEHHS 3MiH NpOTArom 6-Tu
MicsLIB Nicnsa 3aTBEpKEHHS
111. | KONICTUH- MOPOLLOK A1 PO3UNHY Mictpan AHrnis BMPOGHMLTBO ITanis/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHu | 3a He UA/18734/01/01
BICTA 081 iH'eKUin abo Kenitan roTOBOI /liKaPCbKOT Icnanis TMny - 3MiHK Woao0 6e3nekn/edpekTUBHOCTI Ta peyenmom | niossieae
iHransyin no 1000000 MeHepkmeH hopmu, NepBuHHaA thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLi
MO; no 10 dpnakoHis y T Nlimiteq, Ta BTOPUHHA NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT

KapPTOHHI KOpoOU;i

YrnakoBKa,

L1151 MEAMYHOrO 3aCTOCYBaHHSA Ha NiACTaBi perynsipHo
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KOHTpO/b Ta OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
BMNYCK cepil: a60 pocnifxeHb 3 6e3nekn 3aCTOCYBaHHS /iKapCbKoro
ANIb®ACITMA 3acoby B nicnapeecTpauiliHnii nepioa, abo sk
C.M.A., Itanis pe3ynbTaT OLiHKM 3BITY 3 AOC/IKEHb, MPOBEAEHUX
BUPOBHULTBO BIAMNOBIAHO A0 NnaHy negiatpuyuHux gocnigxeHs (PIP)
rOTOBOI NiKAPCLKOI (3MiHY Y3rofpkeHO 3 KOMNETEHTHUM YNOBHOBaXKEHUM
dhopmu, nepBrMHHA opraHom)
Ta BTOPUHHA 3MiHV BHECeHi [0 iHCTPYKLii 418 MeguyHoro
ynakoBKa, 3acToCyBaHHSA NiKapcbKoro 3acoby y po3gim
KOHTpO/b Ta "Oco6nmBocCTi 3acTocyBaHHs", "Mo6iuHi peakwyii"
BMNYCK cepil: BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLii 3 6e3neku
ANTAH Aito40T peyoBrHN. BBeAEHHS 3MiH NPOTArom 6-Tu
DPAPMACBIOTIKA MiCALIB MiCNA 3aTBEPAKEHHS
N3, C.A., IcnaHis
112. | KONICTUH- NMOPOLLOK 419 PO3UNHY Mictpan AHrnis BMPOGHMLTBO Icnanis BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu | 3a He UA/18734/01/02
BICTA ONs iH'eKUin abo Kenitan rOTOBOI NiKapCbKOI TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom | nionsizae
iHransyin no 2000000 MeHemKmeH hopmu, NepBuHHa thapmakoHarnagy. 3MiHa y KOPOTKill XxapakTepucTuLi
MO; no 10 dpnakoHis y T Nlimiteq, Ta BTOPUHHA NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
KapTOHHIA KOpooLi yrakoBKa, [ANA MeAMYHOro 3aCTOCyBaHHS Ha MigcTaBi perynspHo
KOHTPO/b Ta OHOBJIIOBAHOrO 3BIiTY 3 6e3neKkun NikapcbKoro 3acoby,
BUMYCK Cepii: abo gocnigpkeHb 3 6e3Mnekn 3acTocyBaHHS NiKapCbKoro
ANTAH 3acoby B nmicnspeecTpaviiiHvii nepiod, abo sk
PAPMACBIOTIKA pe3ynbTaT OLiHKM 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
N3, C.A. BiANOBIAHO [0 NnaHy negiatpuuHnx gocnimxers (PIP)
(3MiHY Y3rofXX€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom)
3MiHU BHECEHI A0 IHCTPYKLii 418 MeanyHoro
3aCcTOCyBaHHS NiKapCcbKoro 3acoby y po3ginm
"Oco61BOCTi 3acTocyBaHHS", "M06IYHI peakwi”
BiANOBIAHO [0 OHOBMEHOI iHhopMaLii 3 6e3nekn
Ailo40i peyoBrHN. BBeAEHHS 3MiH NpoTArom 6-Tu
MicALiB Nicna 3aTBepAKEHHS
113. | KOMBIrPUn Tabnetkn, no 4 OPIAHOCU OAE EBepTopkeH IHais BHECEHHS 3MiH 40 peecTpaLiiHux maTtepiasis: 3miHu | 6e3 UA/2068/01/01
OEKCA® Tabnetkn y 6nictepi 3 H Naiicp CaeHcns TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenma
¢0o/brn aNOMIHIEBOT | NAN®CAEH Nimiten thapmakoHarnagy. BeegeHHs abo 3miHn fo
nAiBKM Cu3 (E® y3arasibHeHVX AaHux Npo cuctemy hapmakoHarnsgy
NOAIBIHISIXIOPUAHOT; 3ETI) (BBEAEHHSA y3araslbHEHNX AaHUX Npo cuctemy

no 1 6nictepy y nauui
3 KapTOHy; no 20
nayvoK y rpynosiii
nauLi 3 kKapToHy; no 8
Tabnetok y 6nictepi 3
hobrv antoMIHIEBOT |
nniBKM
NONIBIHINXTOPUAHOT;
no 1 6nictepy y nauui
3 KapToHy; no 10
nayvoK y rpynosiii

hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! ocobw,
BiANOBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHuKa gns
3[jiicCHEHHS hapMakoHarnsay B YkpaiHi, KO0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarum
KOHTaKTHi fiaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
dhaiina cuctemun chapmakoHarnsagy). 3miHa KOHTaKTHUX
[aHNX KOHTaKTHOT 0CO6M 3asiBHMKA, BignoBigabHOI 3a
hapMakoHarnsag B YkpaiHi.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
nauti 3 kKapToHy; no 4
Tabnetkn y 6nictepi 3
¢o/1brv aNtOMIHIEBOT;
no 1 6nictepy y nauui
3 KapToHy; no 20
navok y rpynosiii
nauti 3 kKapToHy; no 8
Tabnetok y 6nictepi 3
oIy aNtOMIHIEBOT;
no 1 6nictepy y naui
3 KapToHy; no 10
navok y rpynosiii
nauui 3 kKapToHy; no 4
Tabnetku y 6nictepi i3
¢o/Ibrv aNtOMIHIEBOT;
no 1 6nictepy y
nanepoBOMY KOHBEpTi;
no 20 naneposux
KOHBEPTIB Y rpynoBili
nauli 3 KapToHy
114. | KOMBIrPUN Tabnetky, in bulk: no OPrAHOCWU OAE EBepTogKeH IHAisa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepiasis: 3MiHu | - UA/2069/01/01
AEKCA® 5000 TabneTok y H Naiich CaeHcns TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
naketax NANDCAEH Nimiten thapmakoHarnagy. BeegeHHs abo 3miHn fo
CU3 (E® y3arasibHeHVX AaHux Npo cuctemy papmakoHarnsgy
3ET ) (BBEAEHHSA y3araslbHEHUX AaHWX NMPO cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! ocobw,
Bi4NOBiga/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa gns
3fjiicHEHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyatoun
KOHTaKTHi fiaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
haiina cuctemu papmakoHarnsay). 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOT 0CO6M 3asiBHMKA, BignoBiAabHOI 3a
hapMakoHarnsag B YkpaiHi.
115. | KOMBIrPUN® Tabnetkn, no 8 OPIAHOCU OAE EBepTopxeH IHais BHECEHHS 3MiH 4,0 peecTpaLiiHux maTtepiasis: 3MiHu | 6e3 UA/2913/01/01
Tabnetok y 6nictepi 3 H Naiicp CaeHcns TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenma
¢0/brM aNOMIHIEBOT | NAN®CAEH Nimiten thapmakoHarnagy. BeegeHHs abo 3amiHn fo
nAiBKM Cu3 (E® y3arasibHeHVX AaHux Npo cuctemy papmakoHarnsgy
NOAIBIHINIX/IOPUAHOT 3ETI) (BBEAEHHSA y3ara/lbHEHNX AaHUX Npo cuctemy

abo no 8 TabneTok y
6nicTepi i3 ponbru
atoMiHieBoT; no 1
6nictepy y nauui 3
KapTOHyY; no 8
Tabnetok y 6nictepi 3
¢0/brM aNOMIHIEBOT |
naiBkn

thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! ocobw,

BiANOBiga/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6M 3 thapMakoHarnsay 3asBHuKa gns
3[jiicCHEHHs hapMakoHarnsay B YkpaiHi, KO0 BOHA
BiAMiHHa Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI

3a 3AjiicHeHHs hapMakoHaraay (Bkiyarun
KOHTaKTHi fiaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
haiina cuctemu papmakoHarnisay). 3MiHa KOHTaKTHUX
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

NONIBIHIIXTOPUAHOI [aHNX KOHTaKTHOT 0CO6M 3asiBHMKA, BignoBiAa/ibHOI 3a

abo no 8 TabneTok y hapMakoHarnsag B YkpaiHi.

6nictepi i3 ponbru

aslloMiHieBOT; Mo 1

6nictepy y nauuj 3

KapToHy; no 10 nayok

y FpynoBiit nauui 3

KapTOHyY; no 4

Tabnetkn y 6nictepi 3

honbrv antoMiHIEBOT;

no 1 6nictepy y

nanepoBoMy KOHBEpTI;

no 20 nanepoBux

KOHBEPTIB Y rpynosiii

nauvj 3 KapToHy; no 4

Tabnetkn y 6nictepi 3

oIy antoMiHIEBOT;

no 1 6nictepy y nauui

3 KapToHy; no 20

nayvoK y rpynosiii

nauuj 3 KapToHy

116. | KOMBIrPUN® Tabnetky, in bulk: no OPrAHOCWU OAE EBepTomXeH IHAjsA BHECEHHS 3MiH [0 peecTpavLjiiiHuX MaTepianis: 3MiHu | - UA/2914/01/01
5000 TabneTok y H Naiicp CaeHcnz TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
naketax NIAN®CAEH Nimiten thapmakoHarnsgy. BeegeHHs abo 3miHu Ao

CU3 (E® y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
3ETI) (BBEAEHHSA y3ara/lbHEHNX AaHUX MPO cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIA&/TbHOI 3a 34iiCHEHHS hapmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHuKa ans
3[jiicHEHHs hapmakoHarnsgy B YkpaiHi, KO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6MU, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MilLeHHi macTep-
thaiina cuctemun hapmakoHarnsagy). 3miHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0co6u 3asiBHMKA, BiANoBiAabHOI 3a
thapmakoHarnag B Ykpaii.

117. | KOTENNIK® TabneTku, BKPUTI TOB "Pow Ykpaina Brpo6HMUTBO LLiBefiuapis/ | BHeCEHHs 3MiH 40 peecTpauiiHux Matepianis: 3miHu 11 3a He UA/15199/01/01
NNiBKOBOIO YkpaiHa" Hepo3dracoBaHoT HimeyunHa/ My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuyenmom | nidssieae
060/10HKOI0, N0 20 Mr; npoAyKUii, ITanis/ hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuuj
no 21 tabnetui y BMNPOOYBaHHSA NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
6nictepi; no 3 KOHTPOJIHO SIKOCTI 0151 MeUYHOro 3aCTOCYBaHHS Y 3B'A3KY i3 HOBUMMU
6nicTepun y KapTOHHIl npwn BUMYCKY OaHVMK 3 SKOCTi, AOKTIHIYHUMM, KNIHIYHUMW aHUMK Ta
KopooLi (mikpobionoriyHa AaHumun 3 papmakoHarnsgy - 3miHu BHeCeHo o

yucroTa): IHCTpPYKUIiT 415 MEAMYHOrO 3aCTOCYBaHHS NiKapcbkoro
®.XothbdpmaHH-/15 3acoby fo posginis "®apmakonoriyHi BnactmsocTi”,
Pow NTa, "Cnoci6 3acTocyBaHHS Ta go3un", "Aitn", "Mo6iuHi
Leiiyapis; peakuii" Wwoao pesynbTatiB gocnigpkeHHs GO29665.
Brpo6HMLUTBO BBefeHHS 3MiH NpoTArom 6-T1 MicauiB micas




76

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Hepo3dacoBaHoi 3aTBepMKEHHS. 3MiHu Il Tuny - 3MiHu Woao
npoaykuii, 6e3nekn/edheKTUBHOCTI Ta papMakoHarnsagy. 3mMiHm y
BUNPOBYBaHHSA KOpOTKili XxapakTepucTuL,i Nikapcbkoro 3acoby, TEKCTi
KOHTPO/HO AKOCTI MapKyBaHHS Ta iIHCTPYKLUiT 415 MeANYHOro
npu ctabinbHoCTi 3acToCyBaHHSA Y 3B’A3KY i3 HOBMMMW AaHUMW 3 AKOCTI,
Ta BuUnycky (okpim OOKMIHIYHUMK, KNIHIYHUMW JaHUMK Ta AaHMu 3
Mikpo6iosioriyHol thapmakoHarnagy - 3mMiHu BHeceHo [0 IHCTpyKuji ans
4YnCToTH): MeAMYHOro 3acToCyBaHHSA MikapCbKoro 3acoby Ao
Ekcenna M'v6X po3giny "Mob6iuHi peakuii". BBeAeHHA 3MiH NPOTArom 6-
eHp Ko. KT, TV MiCALIB NiCNA 3aTBEPMKEHHS
HimeuuunHa,;
BunpobyBsaHHs
KOHTPO/HO AKOCTI
npv BUNYCKY:
®. XothbdpmaHH-/15
Pouw NTa,
LBeiiuapis;
BunpobyBaHHs
KOHTPO/HO AKOCTI
npu ctabinbHoCTi
Ta BUMYyCKy
(mikpobionoriyHa
yucToTa):
Na6op N1C CE eHp
Ko. KT, Himeyunna
lMepBuHHE Ta
BTOPVIHHE
nakyBaHHs,
BUNPOBYBaHHSA
KOHTPO/HO AKOCTI
npu cTabinbHOCTI:
Jenbdapm
MinaHo, C.P./1.,
ITanis;
Bunyck cepii:
®.XochbdpmaHH-/15
Pow NlTa,
LLiseliuapis
118. | KCAPENTO® TabneTku, BKPUTI Baitep Al HimeuunH Baiiep Al HimeuunHa BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3miHu |l 3a He UA/9201/01/02
NNiBKOBOIO a TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom | nidssieae
060/10HKOI0, N0 15 wr, hapmakoHarnsgy. 3MiHM y KOpPOTKili XapakTepucTuuj
Ne 14 (14x1); Ne 42 NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,T
(14x3): no 14 0N MeUYHOro 3aCTOCyBaHHS Y 3B’A3KY i3 HOBUMMU
Tabnetok y 6nictepi, OaHVMK 3 SKOCTi, AOKTIHIYHUMM, KNIHIYHUMW JaHUMK Ta
no 1, a6o no 3 JaHuMu 3 hapmakoHarnsgy - 3MiHu BHeCeHo [0
6nicTepy B KAPTOHHIA IHCTPYKUIT ANS MEeANYHOro 3aCTOCYBaHHS NMiKapCbKoro
nauuj 3acoby A0 po3giny "®apmakonoriyHi BnactusocTi”
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

00 pe3ynbTaTiB AociMKeHb 3 nporpamu PASS
DUS. BBefieHHA 3MiH NPOTArom 4-X micsauis nicns
3aTBepPMKEHHS. 3MiHu Il Tuny - 3MiHu Wwoao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy. 3mMiHu y
KOPOTKIil XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTi
MapKyBaHHA Ta IHCTPYKUiT A/18 MeANYHOro
3aCTOCyBaHHS Yy 3B’AA3KY i3 HOBUMMW AaHUMU 3 AKOCTI,
LOKNIHIYHUMMW, KNIHIYHUMW JaHUMU Ta JaHMKY 3
thapmakoHarnagy - 3MiHu BHeceHo [0 [HCTpykuii Ans
MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby Ao
po3ainy "Mo6iyHi peakuii” Woa0 fAofaBaHHA HOBOT
no6iyHoI peakuii "eosiHoinbHa NHeBMOHIA"
BifJNOBIAHO [0 NOCTMAPKETNHIOBOIO CMOCTEPEXEHHS.
BBefeHHA 3MiH NpoTArom 4-x micauis nicns
3aTBepPMKEHHS. 3MiHu I Tuny - 3MiHu Wwoao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy. 3mMiHm y
TepaneBTUYHMX NoKas3aHHAX (4oAaBaHHA HOBOrO
TepaneBTUYHOro NokasaHHa abo 3miHa y
3aTBEPKEHOMY NOKa3aHHi) 3MiHW BHECEHO A0
IHCTPYKLUIiT 415 MEAMYHOrO 3aCTOCYyBaHHS Nikapcbkoro
3acoby A0 po3ginis "Moka3aHHsa", a came AofaBaHHA
nokasaHHs 4n5 NikyBaHHA aiteid: "Aitn JlikyBaHHA
BEHO3HOI Tpomboembonii (BTE) i npodinakTuka
peunavsy BTE y giTeii Bikom [0 18 pokiB Ta Macot
Tina Big 30 Ao 50 kr nicna npuHaiMHi 5 gHiB
noYaTKOBOI NapeHTepasibHOI aHTUKOAarynaHTHOT
Tepanii.", Ta, AK HacNigoK, A0 po3ainis
"®apmakonoriyHi BiactubocTi", "MpoTunokasaHHsa",
"B3aemogis 3 iHWMMKM NiKapcbkumu 3acobamu Ta iHLi
BMAM B3aeMogjit”, "Ocob6/MBOCTi 3aCTOCyBaHHA",
"Cnocib 3acTtocyBaHHs Ta go3n", "Litn",
"Mepeno3yBaHHaA", "Mo6i4HI peakuii”. BBeieHHS 3MiH
NpPoOTAroM 4-x MicsLiB NicnsA 3aTBepAKEHHSA. 3MiHu I
TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. BHeceHHsi abo 3miHa(K) fo
3060B'A3aHb Ta YMOB Bugadi peecTpauiiHoro
NOCBIAYEHHS, BKItoYatoun MnaH ynpasiHHA pu3nkamm
(3acTocyBaHHsA 3MiH(K), siki(a) BUMaratoTb(€)
noJanbLIoro 06r'pyHTyBaHHA HOBMMMW A0AATKOBUM
AaHUMK, Lo MaoTb HaAaBaTUCA KOMMNETEHTHUM
OpraHoMm, OCKi/IbK/ BUMaraeTbCs CyTTEBA OLjiHKa
KOMMETEHTHUM opraHoM) 3asiBHUKOM HafaHo
OHOBJ/IEHWIA NaH ynpasiHHA pusnkamu Bepcis 13.4.
3MiHM BHeceHo Ao YyacTuH: |l «Cneuudikauis 3
6e3nekn», Il «MnaH 3 dapmakoHarnagy», IV «MnaHu
oo nicnsapeecTpauiiHnx AOCiIKeHb
eeKTMBHOCTI», V «3axoau 3 MiHimisauil pusukie», VI

«Pestome nnaHy ynpasniHHA pusukamu», VII
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
«Jlopatkm» y 3B'A3Ky 3 nogaHHAM fo EMA iHcopmaui
Lof0 pe3ynbTartiB focnimpkeHb 3 nporpamu PASS
DUS. TepMiH BBEAEHHS 3MiH NPOTArom 4-x MicsLiB He
pekomeHA0BaHo, ockinibku MYP mae 6yTn
BNPOBa/pPKEHUIA Bifgpasy nicas cxBaseHHs.
119. | KCAPENTO® TabneTku, BKPUTI Baiep Al HimeuunH Banep Al HimeuunHa BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3miHu |l 3a He UA/9201/01/03
NAiBKOBOO a TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom | nionsizae

060/10HKOI0, MO 20 Mr,
Ne 28 (14x2); Ne 100
(10x10): no 10, a6o no
14 Tabnetok y
6nictepi; no 2, abo 10
6nicTepiB y KAPTOHHIi
nauui

hapmakoHarnsgy. 3MiHu y KOpoTKili xapakTepucTui
NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
ANA MeAUYHOrO 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM
LaHUMU 3 AKOCTI, AOKNIHIYHUMMN, KNIHIYHUMW faHUMK Ta
JaHnmu 3 chapmakoHarnsgy - 3MiHu BHECEHO A0
IHCTPYKLIT 415 MEAMYHOrO 3aCTOCYyBaHHS NiKapCbKoro
3acoby a0 po3gainy "®apmakosnoriyHi BNactuBocCTi"
040 pe3ynbTaTiB AocNigpkeHb 3 nporpamu PASS
DUS. BBefeHHs 3MiH NPOTAroM 4-X Micauis nicns
3aTBEepPMKEHHSA. 3MiHu |l TUny - 3MiHK Woao0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy. 3mMiHm y
KOPOTKIil XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeANYHOro
3aCTOCYBaHHS y 3B’A3KY i3 HOBYMU JaHUMW 3 SKOCTI,
OOKNIHIYHUMMN, KNIHIYHUMW JaHUMK Ta JaHUMK 3
hapMakoHarnsgy - 3MiHu BHeCeHO A0 IHCTpyKuil ans
MeAUYHOro 3aCToCyBaHHS NiKapcbKoro 3acoby go
po3giny "MobiuHi peakuii” WoA0 AoAaBaHHSA HOBOI
no6ivHOI peakuii "eo3iHodiibHa NHEBMOHISA"
BiANOBIAHO [0 NOCTMAPKETVHIOBOrO CMOCTEPEXEHHS.
BBefeHHS 3MiH NpoTArom 4-x MicauiB micas
3aTBEePAKEHHSA. 3MiHM |l TNy - 3MiHK Woa0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy. 3mMiHm y
TepaneBTUYHMX NoKa3aHHAX (4oAaBaHHA HOBOrO
TepaneBTUYHOroO NokasaHHA abo 3MiHa y
3aTBEPAKEHOMY NOKasaHHi) 3MiHM BHECEHO A0
IHCTPYKLiT 415 MEAMYHOrO 3aCTOCYyBaHHS NiKapCcbKoro
3acoby Ao po3ginis "MNoka3aHHA", a came AofaBaHHA
nokasaHHs 4nA nikyBaHHA aitei: "Oitn JlikyBaHHA
BEeHO3HOI Tpomboembonii (BTE) i npocinaktmka
peunansy BTE y piTeii Bikom o 18 pokiB Ta Macoro
Tina Big 30 Ao 50 kr nicnsa npuHaiMHi 5 gHis
no4YaTKoBOI NapeHTepasbHOI aHTUKoAarynAHTHOT
Tepanii.", Ta, K HacNigoK, 4o po3ainis
"®apmakonoriyHi BnactusocTi”, "MpoTmnokasaHHs",
"B3aemogis 3 iHWVMU NikapcbkMMK 3acob6amu Ta iHLWi
BMAM B3aemogiin”, "Ocob/IMBOCTi 3aCTOCYBaHHA",
"Cnoci6b 3acTocyBaHHA Ta gosu", "4itn",
"MepenosyBaHHs", "M06IYHI peakuii”. BBefeHHS 3MiH
NpoTAroM 4-x micsuiB nicns 3aTBepkeHHs. 3MiHu |1
TMny - 3MiHM WoAo 6e3nekn/edeKkTnBHOCTI Ta
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

thapmakoHarnagy. BHeceHHs abo 3miHa(u) fo
3060B'A3aHb Ta YMOB BMAaYi peectpaliliHoro
NOCBIAYEHHS, BKtoYatoun MnaH ynpasiHHSA pu3nkamm
(3acTocyBaHHs 3MiH(1), Ski(a) BUMararoTb(€)
noAasibLLIoro 06rpyHTyBaHHS HOBUMU A04ATKOBUM
[aHuMK, WO MaoTb HaAaBaTUCA KOMMNETEHTHUM
OpraHoMm, OCKi/IbKV BUMaraeTbCsa CyTTEBA OLjiHKa
KOMNEeTeHTHUM opraHom) 3asBHUKOM HaAaHo
OHOBJIEHWIA NNaH yNpaB/iHHA pyU3nkamu Bepcis 13.4.
3MiHM BHeceHo A0 YacTuH: Il «Cneuudpikauis 3
6e3nekn», Il «MnaH 3 hapmakoHarnagy», IV «Mnaxu
Loao nicnspeecTpauiiHnx gocnigxeHb
ehbekTUBHOCTI», V «3axoau 3 MiHimizauji pu3ukie», VI
«Pe3tome nnaHy ynpasniHHA pusnkamm», VII
«Jlogatkm» y 38’A3Ky 3 nogaHHAM [0 EMA iHcbopmavi
00 pe3ynbTaTiB AociMKeHb 3 nporpamu PASS
DUS. TepMiH BBEEHHSA 3MiH NPOTArom 4-X MicALiB He
peKoMeHA0BaHO, ockinbku MYP mae 6yTu
BMPOBaKEHNI Bigpasy NiCnsi CXBasIEHHS.

120.

NIHE3ONMIAVNH

TabneTku, BKPUTI
NAiBKOBOO
060/10HKO0, M0 600
Mmr; no 10 TabneTok y
6nictepi; no 1
6nicTepy B nauui

MAT
"Kuismegnp
enapar”

YKpaiHa

MAT

"KuiBmegnpenapa

T

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpOTKili XapakTepucTuyj
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
[ONs MeANYHOro 3acTocyBaHHs
reHepuyYHUX/ribpuaHMX/6ionoai6HNX NiKapCbKUX
3ac06iB NicNsi BHECEHHS TiET caMoi 3MiHM Ha
pedoepeHTHUIA npenapart (3mMiHa He NoTpebye HagaHHSA
XOLHWX HOBMX [0AAaTKOBUX Aa@HWX) - SMiHN BHECEHO
[0 IHCTPYKUIT ANA MEeANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu: "MokasaHHs",
"Oco6nmBocCTi 3acTocyBaHHs", "Mo6iuHi peakwyii”
Bi4NoBIAHO A0 iHdopMaLil Loa0 MeaNYHOro
3acToCyBaHHA pehepeHTHOro NikapCbKoro 3acoby
(BMBOKC, TabneTtkn, BKpUTI NNIBKOBOK 060/TOHKOI0).
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS.

3a
peyenmom

He
nionseae

UA/14297/01/01

121.

NIHIMEHT
BA/Tb3AMIYHN
 (3A 0.B.
BULHEBCbLKWN
M)

nNiHimeHT, N0 401y
Ty6ax; no 40 ry Ty6i;
no 1 Ty6i B mauui

MPAT
"®ITOPAPM

"

YKpaiHa

BignoBiganbHWiA 3a

BMPOBHULITBO,

nepBrHHE/BTOPVH

He nakyBaHHs,
KOHTPO/b AKOCTI
Ta BUNyck cepii:
MPAT
"®ITOPAPM",
YKpaiHa,;

BignoBiganbHWiA 3a

BMPOBHULITBO,

nepBrHHE/BTOPVH

YKpaiHa

BHECEHHS 3MiH [10 peecTpavjiiiHux maTepianiB:3miHu |
TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHsI
Ta/abo agpecu 3asBHUKA (BNacHUKa peecTpauiiHoro
NocBiJYEHHST) 3MiHa agpecn 3asBHVKa. 3MiHW BHECEHI
B po34in "MicLe3HaxoM|KeHHS 3asiBHUKA" B IHCTPYKLiO
0151 MeANYHOro 3acTOCyBaHHSA NikapCbKoro 3acoby y
3B'A3KY 3 YTOYHEHHSAM afpecy 3asiBHVKa. BBefeHHA
3MiH NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAXKEHHS.

6e3
peyenma

nionsiecae

UA/0228/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
He nakyBaHHs Ta
KOHTPO/b AKOCTI:
AT "Nly6Hndapm",
YkpaiHa
122. | NO3APTAH- TabneTku, BKPUTI TOB «TeBa Ykpaina AT YropwumHa/ BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 3a UA/16398/01/01
TEBA NNiBKOBOIO Ykpaina» dapmaueBTUUHWI IcnaHis TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom
o060s10HKoM, Nno 12,5 3aBof TeBa, thapmakoHarnsgy. BHeceHHs abo 3miHa(u) fo
Mr no 10 TabneTok y YropLiyHa; 30060B'A3aHb Ta YMOB BuAadi peecTpav,iiiHoro
6nicTepi; no 3 Tesa ®apma noceigyeHHs, BkoYaouy MNMnaxH ynpasniHHA pyu3vkamu
6nicTepun y KapTOHHIl C.J1Y., IcnaHis (3acTocyBaHHSA TEKCTY, SKWIA NOTOAKEHNI 3
Kopoobui KOMMNETEHTHNM OpraHoM) — BHECEHHS 3MiH A0
mMarepianis peecTpauiinHoro Aocbe, a came
HiBetoBaHHA YMOBY B 415 OUiHKM pr3nky
HiTpO3aMmiHiB, nepeabayeHoi NoNOXeHHAM cT. 31, o
CTOCYETbCS @HTaroHICTIB PELLenTopiB aHrioTeH3nHy-Il
(capTaHiB), iKi MICTATb TETPA30/1bHY FPYMy; OHOB/IEHHS
p. 3.2.P.5.6. O6rpyHTYyBaHHSA cneuuqikaui, sike
nonsrae B 3aMiHi TEKCTY, WO BiANOBIAAE HIBEMOBAHHIO
ymoBM D, Ha TEKCT Lo BiAnoBigae HiBe/TOBaHHIO
ymosu B.
123. | NO3APTAH- TabneTkn, BKPUTI TOB «TeBa Ykpaina AT YropuymHa/ BHECEHHS 3MiH 4,0 peecTpaLiiHux maTtepiasis: 3MiHu | 3a UA/16398/01/02
TEBA NNiBKOBOIO YkpaiHa» dapmaLleBTUYHNI IcnaHis TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyernmom
060/10HKOH0, M0 25 Mr 3aBoy Tesa, thapmakoHarnsgy. BHeceHHst abo 3miHa(n) fo
no 10 TabneTok y YropLumHa; 3000B'A3aHb Ta YMOB BuAaui peecTpauiiHoro
6nictepi; no 3 TeBa Papma NOCBIAYEHHS, BKtoYatouu MnaH ynpasniHHA pusmkamun
6nicTepn y KapTOHHiIl C.J1.Y., IcnaHis (3acTocyBaHHs TEKCTY, SIKWIA NOTOaKeHN 3
Kopoo6Li KOMMETEHTHUM OpraHOM) — BHECEHHS 3MiH A0
MarepianiB peecTpaujiiiHoro Aochbe, a came
HiBeNtoBaHHA YMOBY B 415 OLHKM pr3nky
HiTpO3amiHIiB, nepeabayeHoi NOMOXeHHsAM cT. 31, Wwo
CTOCYETbCS aHTaroHICTiB peLenTopiB aHrioTeH3unHy-l|
(capTaHiB), AKi MiCTATb TETPA30/1bHY rpyny; OHOBMEHHS
p. 3.2.P.5.6. O6rpyHTyBaHHsa cneuudikauii, ke
nosnsrae B 3aMiHi TEKCTY, L0 BiANOBIAA€E HiBE/THOBAHHIO
ymoBu D, Ha TeKCT Lo Bignosigae HiBeNtoBaHHIO
yMoBU B.
124. | NO3APTAH- TabneTku, BKPUTI TOB «TeBa Ykpaina AT YropwumHa/ BHECEHHS 3MiH [JO peecTpaLjiiiHiX maTepianis: 3MiHu | 3a UA/16398/01/03
TEBA NNiBKOBOIO YkpaiHa» dapmaLleBTUYHNIA IcnaHis TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
060/10HKOH0, M0 50 Mr: 3aBog TeBa, thapmakoHarnsigy. BHeceHHs1 abo 3miHa(n) go
no 10 TabneTok y YropuuHa; 3000B'A3aHb Ta YMOB Buadi peecTpauiiHoro
6nicTepi; no 3 Tesa ®apma noceifyeHHs, BkoYaoun MNMnax ynpasniHHA pyusvkamu
6nicTepn y KapTOHHIN C.J1.Y., IcnaHis (3acTocyBaHHSA TEKCTY, SKWIA MOrOAKEHWI 3

Kopoo6Li; no 9
6nicTepiB y KAPTOHHIi
Kopoo6ui

KOMNETEHTHUM OpraHoOM) — BHECEHHS 3MiH A0
marepianis peecTpaLiiHoro focke, a came
HiBet0BaHHA YMOBY B 415 OLIHKM pr3nky
HiTpO3aMmiHiB, nepeabayeHoi NOMoXeHHsAM cT. 31, Wwo
CTOCYETbCSA @HTaroHICTIB peLienTopiB aHrioTeH3nHy-Il

(capTaHiB), ki MiCTATb TETPA30/1bHY FPyny; OHOB/IEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
p. 3.2.P.5.6. O6rpyHTyBaHHs cneuudikadii, ke
nonsira€ B 3aMiHi TEKCTY, LU0 BiANOBIAA€E HiBE/THOBAHHIO
ymoBu D, Ha TEKCT Lo BignoBigae HiBeMoBaHHIO
ymoBu B.
125. | NO3APTAH- TabneTku, BKPUTI TOB «TeBa Ykpaina AT YropwumHa/ BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 3a UA/16398/01/04
TEBA NNiBKOBOIO Ykpaina» dapmaueBTUUHWI IcnaHis TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom
o60s10HKot0, Nno 100 3aBof TeBa, thapmakoHarnsgy. BHeceHHs abo 3miHa(u) fo
mr, no 10 TabneTok y YropLiyHa; 30060B'A3aHb Ta YMOB BuAadi peecTpav,iiiHoro
6nicTepi; no 3 Tesa ®apma noceigyeHHs, BkoYaouy MNMnaxH ynpasniHHA pyu3vkamu
6nicTepun y KapTOHHIl C.J1Y., IcnaHis (3acTocyBaHHSA TEKCTY, SKWIA NOTOAKEHNI 3
Kopobui; no 9 KOMMNETEHTHNM OpraHoM) — BHECEHHS 3MiH A0
6nicTepiB y KapTOHHIi mMarepianis peecTpauiinHoro Aocbe, a came
Kopoo6Li HiBE/IOBaHHSA YMOBW B A115 OLiHKM prn3nky
HiTpO3aMmiHiB, nepeabayeHoi NoNOXeHHAM cT. 31, o
CTOCYETbCS @HTaroHICTIB PELLenTopiB aHrioTeH3nHy-Il
(capTaHiB), iKi MICTATb TETPA30/1bHY FPYMy; OHOB/IEHHS
p. 3.2.P.5.6. O6rpyHTYyBaHHSA cneuuqikaui, sike
nonsrae B 3aMiHi TEKCTY, WO BiANOBIAAE HIBEMOBAHHIO
ymoBM D, Ha TEKCT Lo BiAnoBigae HiBe/TOBaHHIO
ymosu B.
126. | ME/1IOCCO Tabnetku no 7,5 mMr no TOB HB® YkpaiHa TOB HB® YKpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHux maTtepiasis: 3MiHu | 3a He UA/18276/01/01
10 TabneTtok 'y "MIKPOXIM" «MIKPOXIM>» TUNy - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMEeHyBaHHS peyenmom | nidns2ae
6nicTtepi; no 2 (topugnyHa Ta/abo agpecy 3asiBHVKA (BlacHMKa peecTpaviliHoro
6nictepun y nauui 3 agpeca noceigyeHHs). 3miHa agpecu 3anBHVKa. BBegeHHs
KapToHy; no 20 BMPOGHMKa; 3MiH NPOTAroM 6-Tu MICALIB NicNa 3aTBEPIKEHHS

Tabnetok y 6aHLi; no
1 6aHuj y nauyi 3
KapToHYy

BiAnoBigabHU 3a
BMPOGHMLITBO Ta
KOHTPO/b/BUNPOGY
BaHHA cepii,
BK/THOHAIOUM
BMNYCK CepiT;
BiAnoBigabHU 3a
BMNYCK cepil, He
BK/THOHAI0UM
KOHTPO/bL/BUNPOBY
BaHHS cepii)

3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA NikapcbKuii
3aci6. 3MiHM y BUpOOHULTBI. 3MiHa iMnopTepa/3MiHu,
LLIO CTOCYIOTBLCA BUMYCKY Cepii Ta KOHTPOSIO AKOCTI
roTOBOro Nikapcbkoro 3acoby (3amiHa abo foaaBaHHSA
BMPOGHMKA, L0 BiANOBIAAE 3a BBE3EHHSA Ta/abo
BUNYyCK cepii) - He BkIoYaoun
KOHTPONb/BUNPOBYBaHHs cepii. logaBaHHA BUPOGHMKA
N3, BignosiganbHOro 3a BUMYCK Cepii, He BKIYaymn
KOHTpOnb/BUNpo6yBaHHSA cepii: TOB HB®
«MIKPOXIM» (3a agpecoto: YkpaiHa, 01013 m. Kuis,
Byn. ByainaycTpii, 5). BHeceHi B iHCTpyKLit0 Ans
MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y
po3ainu "Bupo6Huk", "MicLe3HaxomKeHHs BUpOOHUKa
Ta ioro agpecu micus NpoBapkKeHHs fisnbHOCTI" 3
MOX/MBICTIO APYKYBaTWN OKpeMi iHCTPYKLIi 415
Me[MYHOro 3aCTOCYBaHHA NMiKapCbKOro 3acoby s
BiANOBIAHMX BUPOOHUKIB Ta SK HACNIAOK nosiBa
yNaKoBOK JTiKapCbKOro 3acoby s AoAaTKOBUX
BUPOGHWKIB. BBEAEHHSA 3MiH NPOTATOM 6-TW MicALiB
nicns 3aTBepMkeHHs. 3MiHu | Tuny - AgMiHicTpaTuBHI
3MiHN. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
NPoBaKeHHA AiSNbHOCTI BUpobHUKa/imnopTepa
roTOBOrO JliKapCbKOro 3acoby, BKAYaoum AiNbHULI
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BMNYCKy cepii abo MicLe NpoBeAEHHS KOHTPOTHO
AKOCTI. (4ifNbHICTb, 3a AKy BiAgnoBigae
BMPOGHMK/iIMNOPTEp, BK/IOYAKOUM BUMYCK Cepill) 3MiHa
HopuAnYHOI agpecyn BupobHuka 13, 6e3 3MiHn
hakT1yHOro micus BUpobHUUTBa (IopuanyHa agpeca:
Ykpaina, 01013, m. Kunis, Byn. byaiHgycTpii, 5.).
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEPAKEHHS.
127. | ME/IOCCO Tabnetku no 15 mr no TOB HB® YKpaiHa TOB HB® YKpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHux maTtepiasis: 3MiHu | 3a He UA/18276/01/02
10 TabneTtoky "MIKPOXIM" «MIKPOXIM> TUny - AAMIHICTPaTVBHI 3MiHM. 3MiHa HaliMeHyBaHHS peyenmom | nionsizae
6nicTepi; no 2 (topugnyHa Ta/abo aapecy 3asiBHVKA (BlacHMKa peecTpaviliHoro
6nictepun y nauui 3 agpeca noceigyeHHs). 3miHa agpecu 3anBHVKa. BeegeHHs
KapToHy; o 20 BMPOGHMKa,; 3MiH NPOTAroM 6-TW MiCALB NicNs 3aTBEpKEHHS
Tabnetok y 6aHLi; no BignoBigabHUiA 3a 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii
1 6aHui y nauuji 3 BMPOGHMLITBO Ta 3aci6. 3MiHM y BUpOOHULTBI. 3MiHa iMnopTepa/3MiHu,
KapToHYy KOHTPO/b/BUNPOGY LLIO CTOCYOTbCA BUMYCKY Cepii Ta KOHTPOO AKOCTI
BaHHA cepii, roTOBOro Nikapcbkoro 3acoby (3amiHa abo foaaBaHHSA
BK/IOHA0UM BMPOGHMKa, LLIO BIAMNOBIAAE 3a BBE3EHHS Ta/abo
BUMYCK Cepii; BMMYCK cepii) - He Bktoyaroun
BiAnNoBigabHUIA 3a KOHTPONb/BUNPOBYBaHHs cepii. logasaHHA BUPOGHMKA
BMNYCK cepil, He N3, BignosiganbHOroO 3a BUMYCK Cepii, He BKIYaym
BK/THOYAOUM KOHTpOnb/BMNpo6yBaHHSA cepii: TOB HB®
KOHTPO/L/BUNPOBY «MIKPOXIM» (3a agpecoto: YkpaiHa, 01013 m. Kuis,
BaHHS cepii) Byn. BygingycTpii, 5). BHeceHi B iHCTpyKLit0 Ans
MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y
po3ainu "Bupo6HuK", "MicLe3HaxoMKeHHs BUPOOHUKa
Ta ioro agpecu micus NpoBapKeHHs fisnbHOCTI" 3
MOX/IUBICTIO APYKYBaTN OKPEMI iHCTPYKLIiT Ans
MeAMYHOro 3acToCyBaHHA MikapCbKoro 3acoby ans
BiANOBIAHNX BUPOOHUKIB Ta SK HACNIAOK nosiBa
yNaKoBOK J1iKapCbKOro 3acoby Ans AoAaTKOBUX
BUPOGHMKIB. BBEEHHSA 3MiH NPOTATOM 6-TW MicALiB
nicns 3aTBepMKeHHs. 3MiHu | Tuny - AaMiHicTpaTuBHI
3MiHN. 3MiHa HaliMeHyBaHHsA Ta/abo agpecu micus
NpoBaPKeHHA AiSbHOCTI BUpobHUKa/imnopTepa
rOTOBOrO /liKapCbKOro 3acoby, BKYaUM AiNbHUL
BMNYCKY cepii abo MicLe NpoBeAEeHHS KOHTPO/TIO
AKOCTI. (4iSNbHICTb, 3a Ky BiAgnoBigae
BMPOGHMK/IMNIOPTEp, BK/IKOYAKOYM BUMYCK Cepili) 3MiHa
IopuAnYHOI agpecy BupobHuka 13, 6e3 3MiHn
hakT1yHOro micus BUpobHUUTBa (IopuanyHa agpeca:
Ykpaina, 01013, m. Kunis, Byn. BygiHgycTpii, 5.).
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB micns
3aTBEPAKEHHS.
128. | MEHOBA3VH po3unH Ans TOB Ykpaina BMPOGHMLITBO 3a YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasnis: 3MiHu | 6e3 UA/8480/01/01
30BHiLIHBbOIO "TepHodpap NOBHWM LK/TIOM TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peyenma
3acTOCyBaHHS, Mm" (BKKOHAOUM 3MiHV Yy BUpO6HMUTBI. 3MiHa po3mipy cepii

CMMPTOBWIA;

nepBUHHe Ta

(BK/IHOYAOUM Adiana3oH po3Mipy cepii) roToBoro
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
no 40 mn y pnakoHax BTOpPUHHE nikapcbkoro 3acoby (36inbweHHs go 10 pasis
abo y chnakoHax 3 nakyBaHHs); NOPIBHAHO i3 3aTBEPKEHUM PO3MIPOM) BBEAEHHS
MeXaHiYHUMKN BignoBiganbHUii 3a [04aTKOBOro po3Mipy cepii roTOBOrO J1ikapCbKOro
posnuioBavamu, KOHTPO/b Ta 3acoby BupobHuuTBa TOB "TepHodapm”, YkpaiHa, a
no 40 Mn y donakoHi BUnNyck cepii: TOB came 1070,0 kr (ouikyBaHuii BuXig: 27635-29293
ab6o y thnakoHi 3 "TepHodhapm", thnakoHiB Mo 40 M/1) 40 BXe 3aTBEPMKEHNX PO3MIpIB
MeXaHi4YHUM YkpaiHa; cepiii: 900,0 kr (ouvikyBaHwWin Buxia: 23244-24640
posnunoBayem; no 1 BMPOBHULTBO 3a chnakoHiB no 40 mn); 750,0 Kr (ovikyBaHWii BUXIA:
hnakoHy B nav. NOBHUM LK/IOM 19372-20534 chnakoris no 40 mn); 500,0 kr
(BkNHOYAIOUN (ouikyBaHuii Buxig: 12912-13687 chnakoHiB no 40 M)
nepBuHHe Ta
BTOPVHHE
nakyBaHHs);
BiANoBigabHUIA 3a
KOHTPONb Ta
BMNyck cepii: TOB
"Mikpochapm",
YkpaiHa
129. | ME®EHAMIHO | Ta6netku no 500 mr MPAT YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 6e3 UA/17139/01/01
BA KUCNOTA no 10 tabnetok y "®ITOGAPM "OITODAPM" TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peuyenma
6nictepi; no 2 " thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
6nictepy B navy 3 y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
KapToHYy (BBEAEHHS y3aralbHEHNX AaHUX NPo cucTemy
hapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/TbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapmakoHarnsay 3asBHuka ans
3[ificHEHHs hapmakoHarnsgy B YkpaiHi, KO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6MU, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MilLeHHi macTep-
thaiina cuctemu chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3as1BHNIKA,
BiANOBIAabHOI 3a thapmakoHarnsag,. 3miHa
MicLe3HaxX0opKEHHS MacTep-chaiina cuctemm
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3/ ACHEHHS1 OCHOBHOI AisSNIbHOCTI 3 dhapmakoHariagy.
130. | MOKCMAK TabneTku, BKPUTI Makneopc IHAjA Makneogc IHAjia BHECEHHS 3MiH IO peecTpaLjiiiHuX MmaTepianis: 3MiHu | 3a UA/17579/01/01
NNiBKOBOIO dapmacbioT dapmacboTukanc My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
060/10HKOI0, No 400 Mr nkanc Nimiten thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
no 5 tabneTok y NimiTeq, y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy

6nictepi; no 1
6nicTepy y KapTOHHIl
ynakosLi; no 10
TabneTtok y 6nictepi;
no 1 a6o 10 6nictepis
Y KapTOHHI ynakosLy

(BBEAEHHS Y3ara/IbHEHUX AaHMX NPO CUCTEMY
thapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;

KOHTaKTHOI 0cO6M 3 chapmakoHarnsgy 3asiBHuKa ans
3fjiicHeHHs hapMakoHarnsgy B YkpaiHi, KO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3a 3fjiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiH1 y pO3MilLeHHi MacTep-




84

n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep

peecmpayiliHo2o

nocsio4YeHHs

thaiina cuctemm chapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA, BignoBigabHOI 3a
thapmakoHarnag,.

[itoua pepakuisi: AHxy Arapsasi. [TponoHoBaHa
pegakuis: Dr. Ashish Mungantiwar. 3MiHa KOHTaKTHUX
LaHnX YNOBHOBaXEHOT 0CO6M 3aABHUKA,
BiANOBIAa/IbHOI 3a hapMakoHarnfg. 3MiHa KOHTaKTHOI
0cobu 3asiBHUKA, BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnagys Ykpaini. [itoya pegakuis:
MHiTeypka /llo60B BanepiiBHa. MponoHoBaHa
pepakuis: Kyumba TeTsaHa BacunisHa. 3miHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0CO6M 3as1BHYKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg B YkpaiHi. 3MiHa
Homepa MacTep-ghaiina cuctemm hapmakoHarnaay.

131.

HEMPOKCOH®

PO3YUNH NS iH'EKLN,
500 mr/4 mn, no 4 mn
B amnyni; no 5 amnyn
B 6niicTepi; no 2
6nictepu B nayui

MNAT
"Tannudap
iy

Ykpaina

NAT "Tannadpapm”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
KOHTpPO/Ib rOTOBOrO /liKapCbKoro 3acoby. 3MiHa
napameTpiB cneundikauiii Ta/abo AONYCTUMUX MEX
roTOBOrO NikapcbKoro 3acoby (iHwi 3miHM) CynyTHA
3MiHa - 3MiHM 3 iKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO MikapcbKkoro 3acoby. 3miHa y
MeToAax BUNPobYyBaHHSA rOTOBOTO /liKapCbKOro 3acoby
(iHWi 3mMiHM Yy MeTofax BUNpo6yBaHb (BKIOYaUU
3amMiHy abo JOMNOBHEHHS)) 3MiHW A0 cneundikauii Ta
MeToZiB KOHTPOO J13 3a NokasHukaMu:
loeHTudpikauis, pH, CynposigHi omilku, KinbkicHe
BV3HAYEHHS - NpYBEAEHO A0 MoHorpadii
LUMTUKONIHY PO3YMH AN IH'EKLIA, AdY 2.3.
3MiHu | TUnNYy - 3MiHK 3 AKocTi. A®IL. KoHTponb AdI.
3miHa y napameTpax cneuudikauii Ta/abo
[ONyCTUMMX MEX, BU3HaUYeHuX y cneyudikauisx Ha
A®I, ab0 BUXIQHWIA/NPOMKHUIA NPOAYKT/peareHT, o
BMKOPVCTOBYIOTbCA Y npoueci BupobHuytea A®| (iHwwi
3MiHN)

CynyTHS 3MiHa - 3MiHK 3 AkocTi. APl KoHTponb AdI.
3miHa y meTogax BunpobysaHHs A®l abo BuxigHoro
Marepiany/NpoMiXXHOTO NPoAyKTy/peareHTy, Lo
BWKOPUCTOBYETbLCA Y NpoLeci BUpobHuLtea Ad|
(He3HayHi 3MiHN y 3aTBEPKEHNX MEeToAax
BMNPOGYBaHHS)
ons cybetaHuii ULUTUKOIH HATPIHO, nopoliok
(cy6eTaHuin) BupobHuuTBa Kyowa Hakko Bio Co.,
LTD», AAnoHist BHOCATLCS 3MiHU B po3ain 3.2.S.4.
KoHTponb A®I - npuBeAeHHS KpUTEPIiB NPUAHATHOCTI
nokasHuka MikpobionoriyHa umcTtoTa B cneumdikawii
A®I| no Bumor EP/A®Y, pitoye BugaHHsA. 3MiHn |l Tuny
- 3MiHN 3 AkocTi. AP, (iHLWi 3MiHM) BHECEHHS 3MiH B
CneyudikaLito i METOAW KOHTPOO BUPOGHMKOM AdI

3a
peyernmom

UA/12114/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

"Kyowa Hakko Bio Co., LTD", AnoHis 4ns HacTynHMX
nokKasHukis: Onuc, PO34nHHICTb, |aeHTudikauis, pH,
CynposiaHi gomiwkn, MeTtaHon, AMoHiIi, Xnopuaw,
Baxki meTtanu, ApceH, BinbHa dhocdopHa kncniora,

BTpaTa B maci npu BucyLlyBaHHi, bakrepianbHi
€eHA0TOKCUHW, KinbkicHe BU3HAYEHHS Y BignoBigHOCTI
[0 OHOBNeHVX Matepianis AM® BUpo6HuKa.
[lofgaTkoBO BHECEHO KOHTPO/Ib 3a NOKa3HWUKOM 3aniso.
BunyyeHo nokasHuk BennumHa nponyckaHHs. 3minu |l
TUny - 3MiHK 3 skocTi. ADI. (iHWi 3MiHN) BHECEHHS 3MiH

B Cneuudikaylito i METOAM KOHTPOSO BUPOGHMKOM AdI

«Kaiping Genuine Biochemical Pharmaceutical Co.,
Ltd.», Kutaih Ans HacTynHMX nokasHukis: Onuc,
Po3unHHicTb, laeHTHdiKalis, pH, CynpoBigHi LOMILLKK,
Xnopuaun, AMOoHito coni, Baxxki metann, ApceH,
docchaTtn, BrpaTta B Maci npy BUCYLLYBaHHI,
BakTepianbHi eHgoToKCUHK, MikpobionoriyHa unctoTa,

KinbkicHe BU3HauyeHHs. [104aTkoBO BHECEHO KOHTPOSIb
3a nokasHukom 3ani3o. MokasHrky Cneundikauii i
MeTOAM KOHTPO/0 NpuBeaeHi A0 MoHorpadii API

LIMTOKONIH HATPIKO N AdY, 2.3. OHOBNEHO
METOAMKY KOHTPOIIO A/151 NOKa3HMKa 3a/nLLKOBI
KiSIbKOCTi OpraHiYH1X PO34YUHHUKIB.

132.

HEMPOKCOH®

PO34UNH NS iH'EKLN,
1000 mr/4 mn; no 4 mn
B amnyni; no 5 amnyn
B 6nicTepi; no 2
6nictepu B nauui

MNAT
"Tannudap
iy

Ykpaina

NAT "Tannadpapm”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib.
KOHTpPO/Ib rOTOBOrO /1iKapCbKOro 3acoby. 3MiHa
napameTpiB cneundikayiii Ta/abo 4ONYCTUMUX MEX
roTOBOrO NikapcbKoro 3acoby (iHwi 3miHM) CynyTHSA
3MiHa - 3MiHM 3 iKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO MikapcbKkoro 3acoby. 3miHa y
MeTogax BUNpobyBaHHSA rOTOBOTO /liKapCbKOro 3acoby
(iHWi 3mMiHM Yy MeTofax BUNpo6yBaHb (BKIOYaUU
3aMiHy abo [JOMNOBHEHHS)) 3MiHW A0 cneundikauii Ta
MeToZiB KOHTPOO J13 3a NokasHukaMu:
loeHTudpikauis, pH, CynposigHi omilku, KinbkicHe
BV3HAYEHHS - MpYBEAEHO A0 MoHorpadii
LUMTUKONIHY PO3YMH AN IH'EKLIA, AdY 2.3.
3MiHu | TUnNYy - 3MiHK 3 AKocTi. A®IL. KoHTponb AdI.
3miHa y napameTpax cneuudikauivi Ta/abo
[ONyCTUMMX MEX, BU3HaUYeHuX y cneyudikauisx Ha
A®I, ab0 BUXIQHWIA/NPOMKHUIA NPOAYKT/peareHT, Lo
BMKOPVCTOBYIOTbCA Y npoueci BupobHuytea A®| (iHwwi
3MiHN)

CynyTHS 3MiHa - 3MiHK 3 AkocTi. APl KoHTponb AdI.
3MiHa y meTogax BunpobysaHHs A®l abo BuxigHoro
Marepiany/NpoMiXXHOTO NPoAyKTy/peareHTy, Lo
BWKOPUCTOBYETbLCA Y NpoLeci BUpobHuLtea Ad|
(He3HayHi 3MiHM y 3aTBEPKEHUX MeToAax

3a
peyermom

UA/12114/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

BMNPOGYBaHHS)
ons cybetaHuii ULUTUKOMIH HATPIHO, nopowiok
(cy6eTaHuisn) BupobHuuTea Kyowa Hakko Bio Co.,
LTD», AnoHist BHOCATLCS 3MiHU B po3ain 3.2.S.4.
KoHTponb A®I - npuBeAeHHS KpUTEPIiB NPUAHATHOCTI
nokasHuka MikpobionoriyHa umcTtoTa B cneumdikawii
A®| o Bumor EP/A®Y, pitoye BugaHHsA. 3MiHn |l Tuny
- 3MiHN 3 AkocTi. A®I. (iHLWi 3MiHW) BHECEHHS 3MiH B
CnevuudikaLito i METOAW KOHTPOO BUPOGHMKOM API
"Kyowa Hakko Bio Co., LTD", AnoHis Ans HaCcTymHMX
nokKasHukis: Onuc, PO34nHHICTb, |aeHTudikauis, pH,
CynposiaHi gomiwkn, MeTtaHon, AMoHii, Xnopuaw,
Baxki meTtanu, ApceH, BinbHa dhocdopHa kncniora,
BTpaTa B maci npu BucyLlyBaHHi, bakrepianbHi
€HA0TOKCWHW, KinbkicHe BU3HAYEHHS Y BignoBigHOCTI
[0 OHOBNEeHVX Matepianis AM® BUpobHwKa.
JlofaTtkoBO BHECEHO KOHTPO/Ib 3a NOKa3HWKOM 3aniso.
BunyyeHo nokasHuk BenmumHa nponyckaHHs. 3minu ||
TUny - 3MiHK 3 skocTi. ADI. (iHWi 3MiHN) BHECEHHS 3MiH
B Cneuudikaylito i METOAW KOHTPOSO BUPOGHMKOM AdI
«Kaiping Genuine Biochemical Pharmaceutical Co.,
Ltd.», Kutaih Ans HacTynHUX nokasHukis: Onuc,
Po3unHHicTb, laeHTHdiKauis, pH, CynpoBigHi LOMILLKK,
Xnopuaun, AMoHito coni, Baxxki metann, ApceH,
docchaTtn, BrpaTta B Maci npy BUCYLLYBaHHI,
BakTepianbHi eHgoToKCUHK, MikpobionoriyHa unctoTa,
KinbkicHe BU3HauyeHHs. [104aTKoBO BHECEHO KOHTPOSIb
3a nokasHukom 3ani3o. MokasHrky Cneundikauii i
MeTOAM KOHTPO/0 NpuBeaeHi A0 MoHorpadii API
LIMTOKONIH HATPIKO N AdY, 2.3. OHOBNEHO
METOAMKY KOHTPOIIO A/151 NOKa3HMKa 3a/nLLKOBI
KiSIbKOCTi OpraHiYH1X PO34YUHHUKIB.

133.

HEOTPU30/1®

TabneTku BariHanbHi
no 4 Tabnetkn y
cTpwni; No 2 cTpunn
pas3omM 3 ansikatopom
Y KapTOHHIli kopoobLi;
no 8 Tabnetok y
6nictepi; no 1
6nictepy pasom 3
annikaTopom y
KapTOHHI KOopoo6Li

OPrAHOCU
H
NAVI®CAEH
CU3 (E®
3ET )

OAE

EBepTopxeH
Navidp CaeHcns
Nimiten

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHn fo
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX NPo cucTemy
thapmMakoHarnagy, 3mMiHa ynoBHOBaXXeHO! ocobw,
Bi4NOBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa gns
3piicHEHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyatum
KOHTaKTHi fiaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
dhaiina cuctemmn thapmakoHarnsagy). 3miHa KOHTaKTHUX
[aHNX KOHTaKTHOT 0CO6M 3asiBHMKA, BignoBiAabHOI 3a
hapMakoHarnsag B YkpaiHi.

3a
peyermom

UA/10674/01/01

134.

HIBANIH

PO3YMH ANS iH'EKLIN,

AT

Bonrapis

AT «Codchapma»

Bonrapis

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu |

3a

UA/3335/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

2,5 mr/mn; no 1 mn B
amnyni; no 10 amnyn y
6nictepi; no 1
6nicTepy B KapTOHHIi
nauui

«Cochapma»

TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3aMmiHn fo
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3arasIbHEHNX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobu,
BiNOBifa/IbHOT 3a 34iICHEHHS hapMakoHarnsgy;
KOHTaKTHOI 0co6M 3 thapMakoHarnsay 3asBHUKa Ans
3iiCHEeHHs1 chapMakoHarnaay B YKpaiHi, AKLL0 BoHa
BiAMiHHaA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
3a 3pjiicHeHHs hapMakoHaraay (BKIYarum
KOHTaKTHi flaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
thaiina cuctemu chapmakoHarnagy) 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3as1BHYIKA,
BiANOBIAa/IbHOT 3a hapmakoHarnsag,. 3MiHa KOHTaKTHUX
LaHNX KOHTaKTHOT 0CO6M 3asiBHYMKA, BifnoBiAabHOI 3a
thapmakoHarnsg, B Ykpaii.
3MmiHa MicLe3HaxoMkeHHs MacTep-haiina cucremu
hapmakoHarnsigy. 3miHa micus 34iiicCHeHHs1 OCHOBHOT
AOiSNIbHOCTI 3 chapmakoHarsgy.

peyerimom

135.

HIBAIH

PO34UH ANs iH'EKL, 5
mr/mn; no 1 mn e
amnyni; no 10 amnyn 'y
6nictepi; no 1
6nicTepy B KAPTOHHIl
nauuj

AT
«Cochapma»

Bonrapis

AT «Cochapma»

Bonrapis

BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX NMPO cucTemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0Co6YM 3 thapmakoHarnsagy 3asBHuka anas
3piicHeHHs hapMakoHarnsgy B YkpaiHi, KO0 BOHA
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBigansHOI
3a 3AjiicHeHHs hapmakoHarnagy (Bkiyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
thaiina cuctemu chapmakoHarnsay) 3MiHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0CO6M 3asBHUKA,
BiANOBiAaNbHOI 3a hapmakoHarnAg. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0co6u 3asiBHMKA, BiANoBiAabHOI 3a
thapmakoHarnsg B Ykpaii.
3miHa MicLe3HaxomkeHHs MacTep-haiina cucremm
thapmakoHarnagy. 3MiHa Micus 34iliCHEHHS1 OCHOBHOT
AiSNbHOCTI 3 hapmakoHarnsgy.

3a
peyenmom

UA/3335/01/03

136.

HIBANIH

PO34UH NS iH'eKUiiA, 1
Mr/mn; no 1 mn B
amnyni; no 10 amnyny
6nictepi; no 1
6nicTepy B KAPTOHHIi
nauu,i

AT
«Cothapma»

Bonrapis

AT «Cothapma»

Bonrapis

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3miHn go
y3arasibHeHVX faHux Npo cucTemMy papMakoHarnsay
(BBEAEHHS Y3ara/IbHEHUX AaHMX NPO CUCTEMY
thapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0cO6Y 3 chapmakoHarnsgy 3asiBHuka ans

3fificHeHHs hapMakoHarnsay B YKpaiHi, K0 BOHA

3a
peyenmom

UA/3335/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep

peecmpayiliHo2o

nocsio4YeHHs

BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/TbHOI
3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemun chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6U 3asBHNIKA,
BiANOBiAaNbHOI 3a thapmakoHarnsAg,. 3mMiHa KOHTaKTHUX
[aHNX KOHTaKTHOT 0CO6M 3asiBHMKA, BignoBiAa/IbHOI 3a
hapmMakoHarnag B YKpaiHi.
3MiHa MicLe3HaxomKeHHA MacTep-thalina cuctemm
thapmakoHarnagy. 3MiHa Micus 34iliCHEHHS OCHOBHOT
AiSNIbHOCTI 3 chapmakoHarniagy.

137.

HOBOKC®

pO3unH ANs iHdysin
0,5 % no 100 mn a6o
150 mn y naswwi; no 1
nAAWU y nayyj

OPrAHOCU
H
NAV®CAEH
CU3 (E®
3ET )

OAE

MpusatHe
akuioHepHe
TOBapUCTBO

«IHdpy3ia»

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHn fo
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3arasIbHEHNX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0ocobu,
Bi4NOBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0cO6U 3 thapMakoHarnsay 3asBHUKa gns
3fjiicHEHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkivatum
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MILLLEeHHI macTep-
thaiina cuctemun thapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOT 0CO6M 3asiBHMKA, BignoBiAabHOI 3a
hapMakoHarnsag B YkpaiHi.

3a
peyermom

UA/16886/01/01

138.

HOBOKC®-500

TabneTkn, BKPUTI
NNiBKOBOKO
060/10HKO10, No 500
Mr; no 5 TabneTok y
6nictepi; no 1
6nicTepy B KAPTOHHIi
ynakoBLi

OPIAHOCU
H
NAVIGCAEH
CU3 (E®
3ET )

OAE

EBepTopxeH
Naiicp CaeHcns
Nimiten

IHais

BHECEHHS 3MiH 40 peecTpaLiiHux matepiasnis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn fo
y3arasibHeHVX AaHux Npo cuctemy papmakoHarnsgy
(BBEEHHSA y3arasibHEHUX JaHMX MPo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobw,
BiANOBiga/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6M 3 thapMakoHarnsay 3asBHuKa gns
3[jiicCHEHHS hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarun
KOHTaKTHi fiaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
thaiina cuctemun thapmakoHarnsgy) 3mMiHa KOHTaKTHUX
[aHNX KOHTaKTHOT 0CO6M 3asiBHMKA, BignoBigabHOI 3a
hapMakoHarnsag B YkpaiHi.

3a
peyerimom

UA/12673/01/01

139.

HOBOKC®-500

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOt0, Mo 500
mr; in bulk: mo 1000
Tabnetok y
noABiiHOMY nakeTi; no
1 nakeTy B KAPTOHHIN

OPIrAHOCU
H
NAVSCAEH
CU3 (E®
3ET 1)

OAE

EBepTogxeH
Naiicp CaeHcns
Nimiten

IHais

BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiasis: 3MiHu |
TMny - 3MiHK LWoao 6e3nekn/edpeKTNBHOCTI Ta
chapmakoHarnsgy. BeefeHHsa abo 3miHu o
y3arasibHeHVX faHux Npo cuctemMy hapmMakoHarisgy
(BBEAEHHS y3ara/lbHEHUX AaHWX NPO cUcTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobu,

BifNoBiga/IbHOI 3a 34iICHEHHST dhapMakoHarnsay;

UA/12674/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
ynakoBLi KOHTaKTHOI 0co6M 3 thapMakoHarnsay 3asBHUKa gns
3[iiCHeHHs1 chapMakoHarnaay B YkpaiHi, AKLLo BoHa
BiAMiHHA Bif, YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
3a 3pjiicHeHHs hapMakoHaragy (BkIvarum
KOHTaKTHi flaHi) Ta/abo 3MiHW y PO3MILLLeHHI macTep-
chaiina cuctemu chapmakoHarnagy) 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOT 0CO6M 3asiBHMKA, BignoBiAa/IbHOI 3a
hapMakoHarnsag B YkpaiHi.
140. | HOBOKC®-750 | Tabnetku, BKpUTI OPIAHOCU OAE EBepTopxeH IHAisa BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu | 3a UA/12673/01/02
NAiBKOBOO H Naiid CaeHcns TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta peyenmom
060/10HKOH0, M0 750 NANOCAEH Nimiten thapmakoHarnagy. BeegeHHs abo 3amiHn fo
Mr; no 5 TabneTok y CN3 (E® y3araslbHeHUX gaHux nNpo cuctemy dhapmakoHarnsgy
6nictepi; no 1 3ET ) (BBEAEHHS y3araslbHEHUX AaHWX NMPO cUcCTemy
6nicTepy B KAPTOHHIi thapmMakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0ocobw,
ynakoBLi BiANOBIAaUIbHOI 3a 34iiCHEHHA hapmakoHarnsay;
KOHTaKTHOI 0cO6U 3 thapMakoHarnsay 3asBHUKa gns
3pjiicHEHHs chapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyatoum
KOHTaKTHi fiaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
thaiina cuctemu thapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOT 0CO6M 3asiBHMKA, BignoBiAabHOI 3a
hapMakoHarnsag B YkpaiHi.
141. | HOBOKC®-750 | TabneTku, BKpUTI OPIrAHOCU OAE EBepTopxeH IHAjisa BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasnis: 3MiHu | - UA/12674/01/02
NNiBKOBOIO H Naiicp CaeHcns TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
060/10HKOH0, Mo 750 NAN®CAEH Nimiten thapmakoHarnagy. BeegeHHs abo 3miHn fo
mr; in bulk: no 1000 Cu3 (E® y3arasibHeHVX AaHux Npo cuctemy papmakoHarnsgy
TabneTtok y 3ET ) (BBEAEHHSA y3araslbHEHMX AaHUX NPo cucTemy
noAgiliHoMy nakeTi; no hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! ocobw,
1 nakeTy B KapTOHHiIl BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsay;
ynakoBLi KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHuKa gns
3[jiicCHEHHS hapMakoHarnsay B YkpaiHi, KO0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarum
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
thaiina cuctemun chapmakoHarnsgy) 3mMiHa KOHTaKTHUX
[aHNX KOHTaKTHOT 0CO6M 3asiBHMKA, BignoBigabHOI 3a
dhapMakoHarnsaa B YKpaiHi.
142. | HOPMAKC Kpansi o4Hi/ByLwHi 0,3 Inka IHgis ANKOH IHais BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiasis: 3MiHu | 3a UA/4980/01/01
% no5mny JNabopaTtopis MapeHnTepanc (1) TMny - 3MiHK LWoao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
nnacTMKoBOMY Nimiten Nimiten thapmakoHarnagy (iHwi 3MiHn)
chnakoHi-kpanenbHNL OHOB/IEHHA TEKCTY MapKyBaHHA NepBUHHOI Ta
abo cknaHomy BTOPWHHOT YNakoBKW MiKapcbKoro 3acoby.
donakoHi 3
KpanenbHuLeto; no 1
h/1aKOHY B KapTOHHii
navui
143. | HOPMOAWMNIH Tabnetkn no 5 mr no BAT YroplimHa BAT "leneoH YropumHa BHECEHHS 3MiH 40 peecTpauiiHnx maTtepiasis: 3MiHu | 3a He UA/2777/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
10 TabneTtoky "lepeoH Pixtep" TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom | nionsizae
6nictepi; no 3 PixTep" thapmakoHarnsgy. 3MiHa y KOpOTKill XxapakTepucTuLi
6nicTepy B KAPTOHHIl NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
ynakoBLi AN MeAMYHOro 3aCTOCYBaHHA Ha NifCTasi perynsipHo
OHOBJIOBAHOrO 3BiTY 3 6e3neKkun NikapcbKoro 3acoby,
ab60 JocnigxeHb 3 6e3nekn 3aCTOCyBaHHS /ikapCbKoro
3acoby B nmicnspeecTpaviliHvii nepiod, abo sk
pe3ynbTaT OLiHKM 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
BiZANOBIAHO [0 NnaHy negiatpuuHux gocnimxkers (PIP)
(iHWi 3MiHW) 3MiHN BHECEHO [0 iHCTPYKLi AN
MeAMYHOro 3acTOCYBaHHSA MikapCbKoro 3acoby y
po3gin "Mepeno3yBaHHA" BigNOBIAHO fO OHOB/EHOT
iHchopmawii 3 6e3nekun fjtoyoT pevyoBUHM.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPLKEHHSA
144. | HOPMOAMMNIH Tabnetku no 10 mMr no BAT YropuHa BAT "leneoH YropuwuHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a He UA/2777/01/02
10 Tabnetok y "l'epeoH PixTep" My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom | nidssieae
6nicTepi; no 3 PixTep" thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
6nicTepy B KApTOHHIA NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
ynakoBLi ONs MeAMYHOro 3acToCyBaHHA Ha NiACTaBi perynsipHo
OHOB/OBAHOrO 3BiTY 3 6e3NeKkun NikapcbKoro 3acooby,
abo focnigkeHb 3 6e3nekn 3acToCyBaHHSA NikapCbKoro
3acoby B nicnspeecTpauiliHnii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/ILKEHb, MPOBEAEHNX
BiANOBIAHO f0 MnaHy negiatpuuHnx gocnimxeHs (PIP)
(iHWi 3MiHW) 3MiHX BHECEHO [0 iHCTPYKUIT AN
MEeAMYHOro 3acTOCyBaHHSA NikapcbKoro 3acoby y
po3gain "Mepeno3yBaHHS" BigNoBiAHO A0 OHOBEHOT
iHhopmaLii 3 6e3nekn AitoHoi peHOBUHMN.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS
145. | HYMETA G13E emynbCia aNns iHdysiid, BakcTep Benbris BUNPOBYyBaHHSA Benbris BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | 3a UA/17633/01/01
no 300 mn (50 % C.A. KOMMOHEHTIB TMny: AOMiHICTPaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHsA peyenmom
PO34KH r1oKo3n — 80 cknagy; Ta/abo agpecu MicLs NPOBaKEHHS AiSNbHOCTI
m; 5,9 % po3ynH BMNPOGYBaHHSA BMpO6HMKa/iMnopTepa roToBOro JlikapcbKoro 3acoby,
aMiHOKMC/OoT 3 NPOMIXXHOro BK/IIOYAKOUM AiIbHULi BUNYCKY cepii abo Micue

enekTposnitamu — 160
m; 12,5 % ninigHa
eMy/ibCis — 60 M) y
TprKamepHoMy
NAacTKOBOMY MakeTi.
TpukamepHuii
nAacTyKoBuii naket
ynakoBaHWin y 3aX1CHY
nniBKoBY 060/TOHKY,
LLIO MICTUTb NOr/IMHAY
KMCHIO Ta iHauKaTop
KUCHIO; No 10 nakeTiB

nNpoAyKTy (Cymiw
aMiHOKMNCOT);
BMPOGHMLTBO
cuctemu
KOHTelHep/3akyno
proBasibHMIA 3acib;
BMPOGHMLTBO
nikapcbkoro
3acoby,
HanoBHEHHS,
NOKPUTTS
3aXMCHOI0

NpoBeAEeHHSA KOHTPOJIHO AKOCTI. (4iSANbHICTb, 3a AKY
BignoBigae BMPOGHMK/iMNopTep, BKAKOYA0UM BUMNYCK
cepili) 3miHa agpecu BUpOOHMKa BiAMNOBIAA/IbHOIO 3a

BUNYCK Cepii NPOMDKHOro NPoAyKTy (CymiLi
amiHokncnoT) AmknHomoTo OmMHixem CA, benbrisi.
3MiHn | TUNY: AAMIHICTPaTWBHI 3MiHU. BunyyeHHs
BMPOBHUYOI AinbHUL (BKNHOYaKUN AinbHUL Ans AdI,
NPOMIXXHOr0o NPOAYKTY abo roToBOro MikapcbKoro
3aco6by, AiNbHUL 415 NPOBEAEHHS NaKyBaHHS,
BMPOGHMKA, BiAMOBI4AILHOIO 3a BUMYCK Cepiii, MicLe
NpPoBeAEHHS KOHTPO/IO cepil) abo nocTavasnbHUKa

BMXiHOTO Marepiany, peareHty abo A0NoMiXHOT
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Y KapTOHHIli kopoobLi 060/10HKOI0

(overpouching);
cTepwnisauisa Ta
yNaKkoBKa;
BUNPOBYBaHHSA
nikapcbKkoro
3aco6y; BUMycK
cepii:
Bakctep C.A.

PEYOBMHM (SIKLLIO 3a3HAYEHO Y [OCLE)BUTYHEHHS
BUPOGHMKA NPOMIXXHOIro NpoAyKTy (CymiLl
amiHokmcnot) AamiCepsice3 CA, benbris AisinbHICTb
AKOrO He BK/10YaE BUMYCK cepii Ta K Hacnifok
BU/yYEHHS BUPOOHMKa MiHakem Xaii MoTeHT C.A.
Benbrisi BigNOBiAa/IbHOrO 3a BUNPOOOBYBAHHSA
MPOMiXXHOrO NPOAYKTY (CyMill aMiHOKWC/IOT), L0
BMPOBIAETHCA BUPOOGHUKOM MPOMIXKHOTO NPOAYKTY
AamiCepgice3 CA, benbris. 3MiHu | TUnNy: 3miHun 3
akocTi. CepTtudpikat BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANoBigHOCTI EBponeiickkili hapmakonei: ans Adl;
A5 BUXIAHOrO mMaTepiasy/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCH Y BUPOOHNLTBI AdI;
0151 ONOMIXHOI pevoBuHY (cepTudikat BiANoBIAHOCTI
€sponelicbkili hapmakonei) - OHOBNEHW cepTudpikaT
Bif] y)Xe 3aTBepXeHOro BUPO6HUKa- NoAaHHS
OHOBJIEHOIO cepTudikaTa BiAnoBigHOCTI €Bponeiichbkili
thapmakonei Ne R1-CEP 1999-136-Rev 07
(3atBepmxeHo: R1-CEP 1999-136-Rev 06) ans gitoyoi
pPeyoBUHM METIOHIH Bif Y)Xe 3aTBepAKeHoro
BmpobHuka SEKISUI MEDICAL CO., LTD., Japan.
3miHu | Trny: 3MmiHn 3 skocTi. CepTuddikat
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab60 BUy4YeHHs cepTudpikarta BigNoBiAHOCTI
€Bponeiicbkiii hapmakonei: ans A®I; ana BuXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTbCA Y BUPOOHMLTBI APIl; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin dhapmakonei) - OHoBeHWA cepTudikat
Bifj y)ke 3aTBEPAXEHOr0 BUPOGHMKA - NOAaHHA
OHOB/IEHOTO cepTudikaTa BiANoBigHOCTI EBpoNneiichKil
thapmakonei Ne R1-CEP 2004-216 - Rev 03 gns
[iroyoi pevoBuHY AcnapariHoBa KucnoTa Big,
3aTBepAxeHoro BupobHuka Evonik Rexim (Nanning)
Pharmaceutical Co., Ltd., Kutaii.
3MiHu | TUNy: 3MmiHK 3 AkocTi. CepTudpikat
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BianoBiAHOCTI
abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkin hapmakonei: ana A®l; ans BuxigHoro
mMaTtepiany/peareHTy/nMpoMbKHOro NPOAYKTY, WO

BMKOPWCTOBYIOTbCS Y BUPOOHUUTBI ADI; Ans
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBEHWIA cepTudikat
Bifl y)Xe 3aTBEep)KEHOro BUPOOHYKa - NOAAHHSA
OHOBJ/IEHOrO cepTudikaTa BifgnoBigHOCTI €BpoNenchbkili
thapmakonei Ne R1-CEP 2004-216 - Rev 02 ans
Aito4oi peyvoBrHM AcnapariHoBa KucnoTa Bif,
3aTBepmkeHoro BupobHuka Evonik Rexim (Nanning)
Pharmaceutical Co., Ltd., Kutaii. 3miHu | Tuny: 3miHu 3
akocTi. CepTtucpikat BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbkii hapmakonei/MmoHorpadii.
MogaHHA HoBOro abo OHOB/IEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUNYyYeHHS cepTudikara
BiANOBIAHOCTI €Bponeiickkili hapmakonei: gna Adl;
[ONs BUXIOHOTO MaTepiany/peareHTy/npoMixXHOro
NPoOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOGHMLTBI AdI;
A5 AONOMDKHOT peyoBrHK (cepTuddikaT BifgnoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBeHWIA cepTudikat
Bifl y)Xe 3aTBEP)KEHOro BUPOOHYKa - NOAAHHSA
OHOBJIEHOrO cepTudikaTa BifnoBigHOCTI €BpoNechbkili
thapmakonei Ne R1-CEP 2004-216 - Rev 01
(3aTBEpAXeHO: R1-CEP 2004-216 - Rev 00) ans
Aito4oi peyoBrHN AcnapariHoBa KucnioTa Bif,
3aTBepAxeHoro Bupo6Huka Evonik Rexim (Nanning)
Pharmaceutical Co., Ltd., Kutaii.
3miHu | Trny: 3MmiHn 3 skocTi. CepTuddikat
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab60 BUy4YeHHs cepTudpikarta BigNoBiAHOCTI
€Bponeiicbkiii hapmakonei: ans A®I; ana BuXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTbCA Y BUPOOHMLTBI APIl; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin dhapmakonei) - OHoBeHWA cepTudikat
Bifj y)ke 3aTBEPAXEHOr0 BUPOGHMKA - NOAaHHA
OHOB/IEHOTO cepTudikaTa BiANoBigHOCTI EBpoNneiichKil
thapmakonei Ne R1-CEP 2008-099-Rev 03
(3aTBepmxeHo: R1-CEP 2008-099-Rev 02) ans gitoyoi
peyoBuHW MiUyH, Bif BXe 3aTBEPAXKEHOrO BUPOOHMKA
Evonik Rexim (Nanning) Pharmaceutical Co., Ltd.
3MiHu 1l Tuny: 3miHK 3 aKocTi. API. (iHLWi 3MiHK)
nogaHHs oHosneHoro ASMF ana A®l Hatpito
rniuepodpocdpar, rigpat, BupobHuuTea Dr. Paul
Lohmann GmbH KG, HimeyunHa (3aTBepaKeHO:
version L45 -EP-AP-V09 (dated December 2016 p);
3anponoHoBaHo: version L45 e-s036-EP-AP-
V11(24.11.2020 p.), version L45 e-s036-EP-AP-V12
(8.09.2021 p.). Bigbynacb 3mMiHa Ha3BM BUPOOHMKA 3
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

Dr. Paul Lohmann GmbH KG Ha Dr. Paul Lohmann
GmbH & Co. KGaA, 6e3 3MiH/ MicLA BUPOGHMLTBA.
3Minn | TUny: 3miHn 3 akocTi. A®L. KoHTposnb A®I (iHwi
3MiHM) Y 3B’AA3Ky 3 OHOBMeHHAM ASMF version L45 e-
s036-EP-AP-V13 ana A®l HaTtpito rniyepodocadar,
rigpaTt, BupobHuLUTBa KomnaHii Dr. Paul Lohmann
GmbH & Co. KGaA, HimeuunHa Big6ynocb OHOB/IEHHS
Basligauii ANna BU3HAUYEHHNA TecTy «ETaHon»:
[onoBHeHo p. 3.2.S.4.3. Banigauis aHaniTuyHux
MeToAvK nigposginamu 4.3.2.4 Summary of validation
extension of the parameter Intermediate Precision and
Robustness Ta 4.3.2.5 Validation report and
experimental data of extension of the validation
regarding the parameters Intermediate Precision and
Robustness. 3MiHu | Tuny: 3miHn 3 akocTi. API. (iHwWi
3MiHM) oHoBieHHss ASMF ansa A®l Hatpito
rnigepodpocdar, rigpat, BupobHuLTBa Dr. Paul
Lohmann GmbH & Co. KGaA, HimeuurHa Ha version
L45 e-s036-EP-AP-V13 (02.2022p.). OHOBNEHO
NOTOYHUIA MPOTOKO/T Ta NPOTOKO/ CTabiNIbHOCTI Nicns
CXBa/IEHHS Ta 30060B'A3aHHA W40 cTabifibHOCTI B
3B'A13KY 3 BUMYCKOM HOBMX Cepiil. 3MiHM | Tuny: 3miHu 3
AKoCTi. A®I. (iHWi 3mMiHW) oHoBNEeHHA ASMF ons Adl
Hartpito rniuepodocdar, rigpat, BupobHuuTea Dr.
Paul Lohmann GmbH & Co. KGaA, HimeuunHa 3
Bepcii 13 (L45e-s036-EP-AP-V13), 3aTBepaXeHoT
02.2022p, po Bepcii 14 (L45e-s036-EP-AP-V14),
3aTBepaxeHoi 06.2022p.

146.

HYMETA G16E

emynbCis Ans iHys3iid,
no 500 mn (50 %
PO34MH r1OKO3N — 155
MA; 5,9 % po3umH
amiHOKMCNOT 3
enekTponitamm — 221
m; 12,5 % ninigHa
emynbcif — 124 mn) y
TprKamepHoMy
NAacTUKOBOMY MakeTi.
TpukamepHuii
nnacTyKoBuii naket
ynakoBaHuin y 3aX1CHY
nniBkoBY 060/TOHKY,
L0 MICTUTb NOr/IMHAY
KMCHIO Ta iHauKaTop
KVMCHIO; Mo 6 nakeTiB y
KapTOHHIA KopooLi

Bakctep
C.A.

Benbris

BUNPOBYBaHHSA
KOMMOHEHTIB
cknagy;
BUNPOBYBaHHSA
NMPOMiXHOro
npoaykTy (cymiw
aMiHOKMNCOT);
BMPOGHMLTBO
cuctemu
KOHTelHep/3akyno
proBasibHWIA 3aci6;
BMPOGHMLTBO
nikapcbKkoro
3acoby,
HanoBHEHHS,
NOKPUTTS
3aXVCHOO
0060/10HKOI0
(overpouching);
cTepwnisauisa Ta

Benbris

BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu |
TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecun Micus NPOBaPKEHHS AiSNbHOCTI
BMpO6HMKa/iMNopTepa roToBoro Jlikapcbkoro 3acooy,
BK/IKOYAK0UM AiNbHULI BUNYCKy cepii abo micue
NPOBeLEHHS KOHTPOJIIO AKOCTI. (ZiANbHICTb, 3a Ky
BignoBigae BMPOGHMK/iMNOpTep, BKIKOYAOUM BUMYCK
cepili) 3miHa agpecu BUpOOHMKa BiAMNOBIAA/IbHOIO 3a
BWMNYCK Cepii MPOMDKHOT0 NPoAyKTY (CyMmiLui
amiHokucnot) AMkMHOMOTO OMHixem CA, Benbris
3MiHu | TURY - AgMIHICTPATUBHI 3MiHW. BunyyeHHs
BMPOBHUYOI AinbHUL (BKMOYAKUN AinbHNL Ans AdI,
NPOMDXHOro NPOAYKTY abo rotToBoro nikapcbKoro
3aco6y, AiNbHULI 415 NPOBeAEHHS NaKyBaHHS,
BMPOGHMKA, BiAMOBIgaIbHOMO 3a BUMYCK Cepiil, MicLe
NpoBeAEeHHS KOHTPOJIO cepil) abo nocTavasibHUKa
BMXi4HOro martepiany, peareHTty abo A0NOMiKHOT
PEYOBVHM (SKLLO 3a3HAYEHO Y [OCLE) BUNYYEHHS
BUPOGHMKA NPOMIXHOro NpoAyKTy (CymiLl

amiHokmcnot) AamiCepsice3 CA, benbris AisinbHICTb

3a
peyenmom

UA/17605/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
yNaKkoBKa; AKOTO He BK/10YaE BUMYCK cepii Ta K Hacnifok
BUNPOBYBaHHSA BUyYEHHS BUPOOHMKa MiHakem Xaii MoteHT C.A.
nikapcbKoro Benbris BigNoOBiAa/1bHOrO 3a BUNPOOOBYBAHHSA
3acoby; BUMycK MPOMiXXHOrO NPOAYKTY (CyMill aMiHOKWC/IOT), Lo
cepii: BMPOBIAETHCA BUPOOGHUKOM MPOMIXKHOTO NPOAYKTY
Bakctep C.A. AawmiCepsice3 CA, Benbrif. 3MiHu | Tuny - 3miHu 3

akocTi. CepTtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANoBigHOCTI EBponeiickkili hapmakonei: ans Adl;
A5 BUXIAHOrO MaTepiasty/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHNLTBI AdI;
0151 ONOMIXHOI pevoBuHY (cepTudikat BiANOBIAHOCTI
€sponelicbkili hapmakonei) - OHOBNEHW cepTudpikaT
Bif} y)ke 3aTBEPAKEHOr0 BUPOGHMKA - NOAaHHSA
OHOBJIEHOIO cepTudikaTa BiAnoBigHOCTI €Bponeiichbkili
thapmakonei Ne R1-CEP 1999-136-Rev 07
(3atBepaxeHo: R1-CEP 1999-136-Rev 06) ans gitoyoi
pPeyYoBUHM METIOHIH Bif y)e 3aTBepAKeHoro
BUpo6HMKa SEKISUI MEDICAL CO., LTD., Japan.
3miHu | TUny - 3MiHn 3 akocTi. CepTudikar
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponelicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab60 BUy4YeHHs cepTudpikarta BignoBiAHOCTI
€Bponeiicbkiii hapmakonei: ans A®I; ana BuXigHOro
mMarepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI APIl; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHoOBeHWA cepTudikat
Bif} y)ke 3aTBEPMAKEHOr0 BUPOGHMKA -
noAaHHA OHOBMIEHOTO cepTudiikaTa BifnoBiAHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2004-216 -
Rev 03 ana gitoyol pevoBuHY AcnapariHoBa Kucnora
Bif 3aTBEpAKEHOro B1UpobHuka Evonik Rexim
(Nanning) Pharmaceutical Co., Ltd., Kutaii. 3miHu |
TMny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTI/IE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BifnoBigHOCTI a0
BU/yYEeHHs cepTudikaTa BignoBigHOCTI €Bponeinchkii
thapmakonei: ana Adl; gns BuxigHoro
mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBEHWIA cepTudikat
Bifl )K€ 3aTBEp)KEHOr0 BUPOOHYKA - NOAAHHSA
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

OHOBJIEHOrO cepTudikaTa BifnoBigHOCTI €BpoNechbkili
thapmakonei Ne R1-CEP 2004-216 - Rev 02 ans
Aito4oi peyvoBrHM AcnapariHoBa KucnoTa Bif,
3aTBepmkeHoro BupobHuka Evonik Rexim (Nanning)
Pharmaceutical Co., Ltd., Kutaii. 3miHu | Trny - 3miHun
3 aKocTi. CepTudpikaT BignosigHocTi/l E-cepTuddikat
BiANOBIAHOCTI EBponeiickbkii hapmakonei/MmoHorpadii.
MogaHHA HoBOro abo OHOB/IEHOTO cepTudikaTa
BIAANOBIAHOCTI ab0 BUNYyYeHHS cepTudikara
BiANOBIAHOCTI €Bponeiickkili hapmakonei: gna Adl;
[ONs BUXIQHOTO MaTepiany/peareHTy/npoMixXHOro
NPOAyKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOGHMLTBI AdI;
A5 AONOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBEHWIA cepTudikat
Bifl y)Xe 3aTBEpP)KEHOro BUPOOHYKa - NOAAHHSA
OHOBJ/IEHOrO cepTudikaTa BifgnoBigHOCTI €Bponechbkili
thapmakonei Ne R1-CEP 2004-216 - Rev 01
(3aTBEpAxeHo: R1-CEP 2004-216 - Rev 00) ans
Aito4oi peyoBrHN AcnapariHoBa KucnioTa Big,
3aTBepAxeHoro Bupo6Huka Evonik Rexim (Nanning)
Pharmaceutical Co., Ltd., Kutaii.
3miHu | TUny - 3MiHn 3 akocTi. CepTudikar
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponelicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab60 BUy4YeHHs cepTudpikarta BignoBiAHOCTI
€Bponeiicbkiii hapmakonei: ans A®I; ana BuXigHOro
mMarepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI APIl; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHoOBeHWA cepTudikat
Bifj y)ke 3aTBEPAXEHOr0 BUPOGHMKA - NOAaHHA
OHOB/IEHOTO cepTudikaTa BiAnoBigHOCTI EBponeiichkil
thapmakonei Ne R1-CEP 2008-099-Rev 03
(3aTBepmxeHo: R1-CEP 2008-099-Rev 02) ans gitoyoi
peyoBuHW MiLWH, Bif BXe 3aTBEPAXKEHOrO BUPOGHMKA
Evonik Rexim (Nanning) Pharmaceutical Co., Ltd.
3MiHu | TUny - 3MiHK 3 AkocTi. APL. KoHTposb AP (iHLwi
3MiHW) Y 3B’A3KY 3 OHOB/IEHHAM ASMF version L45 e-
s036-EP-AP-V13 gnsa A®| Hatpito rnigepodcbocdar,
rigpaT, BUpo6HMLUTBa KomnaHii Dr. Paul Lohmann
GmbH & Co. KGaA, HimeuunHa Bif6yn0ocb OHOBEHHS
Banigauii N5 BU3SHaUYeHHs TecTy «ETaHom»:
[0MoBHEHO p. 3.2.S.4.3. Banigauis aHaniTM4HNX
MeToavk nigposginamm 4.3.2.4 Summary of validation
extension of the parameter Intermediate Precision and
Robustness T1a 4.3.2.5 Validation report and
experimental data of extension of the validation
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

regarding the parameters Intermediate Precision and
Robustness. 3miHn | Tuny - 3miHK 3 aKocTi. A®I. (iHLi
3MiHn) (B.1. (x) IB)
oHoBrieHHss ASMF ana Ad®l Hatpito rnigepodhocdart,
rigpat, BupobHuutea Dr. Paul Lohmann GmbH & Co.
KGaA, HimeuyunHa Ha version L45 e-s036-EP-AP-V13
(02.2022p.). OHOBNEHO NOTOYHUIA NPOTOKON Ta
NMPOTOKO/T CTaBI/IbHOCTI MiCNS CXBa/IEHHS Ta
3060B’'A3aHHSA LLOA0 CTabifIbHOCTI B 3B'S13KY 3
BVNYCKOM HOBMX cepiil. 3MiHn | TUny - 3MiHN 3 SKOCTI.
A®I. (iHWi 3MiHK) OHOBNEHHA ASMF ana A®l HaTtpito
rnivepodpoccpar, rigpat, BupobHulTea Dr. Paul
Lohmann GmbH & Co. KGaA, HimeuuunHa 3 Bepcii 13
(L45e-s036-EP-AP-V13), 3atBepmkeHoi 02.2022p, no
Bepcii 14 (L45e-s036-EP-AP-V14), 3aTBepaKeHoi
06.2022p. 3miHu Il TURY - 3MiHK 3 skocTi. A®I. (iHwi
3MiHu) (B.1. (x) II)
nogaHHs oHosneHoro ASMF ana A®l Hatpito
rnivepodpocdpar, rigpat, BupobHuuTea Dr. Paul
Lohmann GmbH KG, HimeyunHa (3aTBepaKeHO:
version L45 -EP-AP-V09 (dated December 2016 p);
3anponoHoBaHo: version L45 e-s036-EP-AP-
V11(24.11.2020 p.), version L45 e-s036-EP-AP-V12
(8.09.2021 p.). Bigbynacb 3miHa Ha3BW BUPOOHMKA 3
Dr. Paul Lohmann GmbH KG Ha Dr. Paul Lohmann
GmbH & Co. KGaA, 6e3 3MiHu MicLl BUPOGHMLTBA.

147.

HYMETA G19E

emynbCia Ans iHdysii
no 1000 mn (50 %
PO34MH rNoKo3N — 383
MA; 5,9 % po3unH
amiHOKMCNOoT 3
enekTposnitamu — 392
m; 12,5 % ninigHa
emynbcia — 225 mn) y
TprKkamepHoMy
naacTMKOBOMY NakeTi.
TpukamepHuii
nAacTuKoBuiA naket
ynakoBaHWUiA y 3aXUCHY
NAiBKOBY 0OOJIOHKY,
L0 MICTUTb NOr/IMHAY
KWCHIO Ta iHaMKaTop
KMCHIO; M0 6 nakeTiB y
KapTOHHIl

Bakctep
C.A.

Benbris

BMNPOBYBaHHSA
KOMMOHEHTIB
cknagy;
BMNPOBYyBaHHSA
NMPOMiXXHOro
npoAaykTy (Cymiw
aMiHOKMCOT);
BMPOGHMLTBO
cuctemu
KOHTeliHep/3akyno
ptoBasbHUIA 3aCi6;
BUPOBHULTBO
nikapcbKkoro
3acoby,
HanoBHEHHS,
NOKPUTTS
3aXMCHOIO
060/10HKOI0
(overpouching);
cTepunisauis Ta
ynakoBka;
BMNPOBYyBaHHSA

Benbris

BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu |
TMNy: AOMIHICTPaTMBHI 3MiHU. 3MiHA HaliMEeHyBaHHS
Ta/abo agpecu Micusa NPoBamKeHHs AisNIbHOCTI
BMpPO6GHMKa/iMNnopTepa roToBOro JlikapCbKoro 3acoby,
BK/IOYAOUM AiNbHULI BUMYCKy cepii abo micue
NPOBeEeHHS KOHTPOJIHO AKOCTI. (4iSNbHICTb, 3a AKY
BiANOBiAae BUPOGHMK/IMNOPTEpP, BKIOYAOUM BUMYCK
cepili) 3miHa agpecu BUpObHMKa BiAMNOBIAa/IbHOIO 3a
BUNYCK Ccepil NPOMDKHOro NpoAyKTy (CymiLi
amiHokucnoT) AMKMHOMOTO OMHixem CA, Benbris
3aTtBepmkeHo: Pye ®oyHzac XKaH lMakyec 8, MOHT-
CaHT-Ti6epT, 1435, benbrisi. 3anponoHosaHo: Pye
Emine ®paHkyi 7, MoHT-CaHT-I6epT, 1435, Benbris.
3miHu | Trny: 3MmiHn 3 akocTi. CepTuddikaT
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab60o BUy4YeHHs cepTuddikara BigNoBiAHOCTI
€Bponeiicbkinn hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npomMiKHOro NMPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHMLTBI API; Ans
[OMNOMIKHOI pe4yoBuHM (cepTudikaTt BiANOBIAHOCTI

3a
peyermom

UA/17606/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

niKapcbKoro
3acoby; BUMYyCK
cepii:
Bakctep C.A.

€Bponelicbkin dhapmakonei) - OHoBeHUA cepTudikat
Bifj y)ke 3aTBEPAXEHOr0 BUPOGHMKA - NOAaHHA
OHOB/IEHOTO cepTudikaTa BiANoBigHOCTI EBponeiichkil
thapmakonei Ne R1-CEP 2008-099-Rev 03
(3aTBepmxeHo: R1-CEP 2008-099-Rev 02) ans aitoyoi
peyoBuHM MiUWH, Bif BXe 3aTBEPAXKEHOTO BUPOGHMKA
Evonik Rexim (Nanning) Pharmaceutical Co., Ltd.
3MiHu | TUNy: 3MmiHK 3 AkocTi. CepTudpikat
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BiaNoBIAHOCTI
abo BuNy4YeHHs cepTudpikarta BignoBigHOCTI
€Bponeiicbkin hapmakonei: ana A®l; ans BuxigHoro
mMaTtepiany/peareHTy/nMpoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADl; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBeHWIA cepTudikat
Bifl y)Xe 3aTBEP)KEHOro BUPOOHYKa - NOAAHHSA
OHOBJIEHOrO cepTudikaTa BifnoBigHOCTI €BpoNechbkili
thapmakonei Ne R1-CEP 2004-216 - Rev 01
(3aTBEpAXeHO: R1-CEP 2004-216 - Rev 00) ans
Aito4oi peyoBrHN AcnapariHoBa KucnioTa Bif,
3aTBepAxeHoro Bupo6Huka Evonik Rexim (Nanning)
Pharmaceutical Co., Ltd., Kutaii.
3miHu | Trny: 3MmiHn 3 skocTi. CepTuddikat
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab60 BUy4YeHHs cepTudpikarta BigNoBiAHOCTI
€Bponeiicbkiii hapmakonei: ans A®I; ana BuXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTbCA Y BUPOOHMLTBI APIl; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin dhapmakonei) - OHoBeHWA cepTudikat
Bif] y)Xe 3aTBepAXeHOro BUPOGHUKa- NoAaHHS
OHOB/IEHOTO cepTudikaTa BiANoBigHOCTI EBpoNneiichKil
thapmakonei Ne R1-CEP 2004-216 - Rev 02 gns
[iroyoi pevoBuHY AcnapariHoBa KucnoTa Big,
3aTBepAxeHoro BupobHuka Evonik Rexim (Nanning)
Pharmaceutical Co., Ltd., Kutaii. 3minu | Tny: 3miHu 3
AKocTi. CepTudikat BignosigHocTi/lE-cepTudikat
BiNOBIAHOCTI €Bponelickkili hapmakonei/MoHorpadii.
MoaaHHA HOBOro abo OHOBMIEHOroO cepTudikaTa
BiANOBIAHOCTI ab0 BUTYyYEHHS cepTudikata
BifnoBigHocCTI €Bponelickkili hapmakonei: ana Adl;
015 BUXIQHOTO MaTepiasy/peareHTy/mpoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOGHULTBI A,

A5 AONOMDKHOT peyoBUHM (cepTudikaT BifgnoBigHOCTI
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

€Bponelicbkin dhapmakonei) - OHoBeHUA cepTudikat
Bifj y)ke 3aTBEPAXEHOr0 BUPOGHMKA - NOAaHHA
OHOB/IEHOTO cepTudikaTa BiANoBigHOCTI EBponeiichkil
thapmakonei Ne R1-CEP 2004-216 - Rev 03 gns
Jiroyoi pevoBuHY AcnapariHoBa KucnoTa Big,
3aTBepAxeHoro BupobHuka Evonik Rexim (Nanning)
Pharmaceutical Co., Ltd., Kutaii. 3minu | Tuny: 3miHu 3
AKocTi. CepTudpikat BignosigHocTi/lE-cepTudikat
BiANOBIgHOCTI €Bponelickkili hapmakonei/MoHorpadii.
MoaaHHA HOBOro abo OHOBMEHOroO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BifnoBigHocCTI €Bponelickkili hapmakonei: ana Adl;
015 BUXIQHOTO MaTepiasy/peareHTy/mpoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOGHULTBI A,
A5 AONOMDKHOT peyoByHY (cepTuddikaT BifgnoBigHOCTI
€Bponelicbkin hapmakonei) - OHoBeHWA cepTudikat
Bif} y)ke 3aTBEPAXEHOr0 BUPOGHMKA - NOAaHHSA
OHOB/IEHOTO cepTudikaTa BiANoBigHOCTI EBpoNneiichKil
thapmakonei Ne R1-CEP 1999-136-Rev 07
(3aTBepmxeHo: R1-CEP 1999-136-Rev 06) ans gitoyoi
PEeYOBUHN METIOHIH Bif, y)Xe 3aTBEPAXEHOr0
Bmpo6bHuka SEKISUI MEDICAL CO., LTD., Japan.
3MiHu | TUNY: AOMIHICTPaTUBHI 3MiHW. BunyyeHHs
BMPOBHNYOI AiNbHUL (BKNOYaOUN AinbHuL ans AdI,
MPOMiXXHOro NPoAyKTy abo roToBOro JlikapCbkoro
3aco0by, AiNbHUL AN18 NpoBeAEeHHS NaKkyBaHHS,
BMPOGHWKA, BiANOBIAAILHOMO 3a BUMYCK Cepil, Micue
NpOBefEeHHS KOHTPOSIO cepii) abo nocTavanbHuKa
BUXiAHOrO MaTepiany, peareHTy abo A0NOMIKHOI
PEYOBUHM (SIKLLO 3a3HAYEHO Y [JO0CLE) BUTYYEHHS
BMPOGHMKA MPOMIXXHOIO NPoAykTy (CymiL
amiHokucnot) AamiCepsice3 CA, benbria AisiNbHICTb
KO0 He BK/II0YA€E BUMYCK cepil. Ta ik HacNifgoK
BUy4eHHs BUpoOHMKa MiHakem Xaii MoteHT C.A.
Benbris BignosigabHOro 3a BUNpo60ByBaHHSA
MPOMiXHOro NPOAYKTY (CyMmilll aMiHOKWUC/OT), LLIO
BMPOGNSETLCSA BUPOGHVKOM MPOMIKHOTO NMPOAYKTY
AamiCepsgice3 CA, benbria. 3miHu 1l Tuny: 3miHu 3
akocTi. A®I. (iHLWi 3mMiHK)
nogaHHs oHosneHoro ASMF ana A®l Hatpito
rnigepodpocdar, rigpat, BupobHuLTBa Dr. Paul
Lohmann GmbH KG, HimeuunHa (3aTBepaKeHo:
version L45 -EP-AP-V09 (dated December 2016 p);
3anpornoHoBaHo: version L45 e-s036-EP-AP-
V11(24.11.2020 p.), version L45 e-s036-EP-AP-V12
(8.09.2021 p.). Bigbynack 3miHa Ha3BW BUPOOHMKA 3
Dr. Paul Lohmann GmbH KG Ha Dr. Paul Lohmann
GmbH & Co. KGaA, 6e3 3MiHu1 MicL BUPOBHMLTBA.
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

3Mminu | TMny: 3miHn 3 akocTi. A®L. KoHTposnb ADI (iHwi
3MiHW) Y 3B'13KY 3 OHOB/1eHHAM ASMF version L45 e-
s036-EP-AP-V13 gna A®l HaTtpito rniuepodocdar,
rigpaTt, Bupo6HuuTBa KomnaHii Dr. Paul Lohmann
GmbH & Co. KGaA, HimeuunHa Bif6yn0cb OHOB/EHHS
Banigauii N5 BU3HaYeHHN TecTy «ETaHon»:
O0noBHeHO p. 3.2.5.4.3. Banigauisi aHa/TiTU4HNX
MeToauK nigposginamu 4.3.2.4 Summary of validation
extension of the parameter Intermediate Precision and
Robustness Ta 4.3.2.5 Validation report and
experimental data of extension of the validation
regarding the parameters Intermediate Precision and
Robustness.
3MiHY | TUNY: 3MiHK 3 AkocTi. AP, (iHLWi 3MiHK)
oHoBNeHHss ASMF ans A®l Hartpito raiuepodgocdar,
rigpat, Bupo6HuuTtea Dr. Paul Lohmann GmbH & Co.
KGaA, HimeuunHa Ha version L45 e-s036-EP-AP-V13
(02.2022p.). OHOBNEHO MOTOYHWI NPOTOKON Ta
MPOTOKO/ CTaBINIbHOCTI MICNA CXBaUIEHHS Ta
3060B’A3aHHSA LLOA0 CTabifIbHOCTI B 3B’A3KY 3
BUMYCKOM HOBWX CepiiA. 3MiHu | Tuny: 3MiHM 3 AKOCTI.
A®I. (iHwi 3miHW) oHoBNEeHHA ASMF ans A®| Hatpito
rnigepodpocdar, rigpat, BupobHuLTBa Dr. Paul
Lohmann GmbH & Co. KGaA, HimeuurHa Ha version
L45 e-s036-EP-AP-V14 (06.2022p).

148.

OKTArAM

PO34uH NS iHQy3ilA,
50 mr/mn; no 50 mn,
a6o no 100 mn, abo no
200 mn y naswui; no 1
NAAWLI Y KAPTOHHIi
Kopoo6Li

OKTA®APM
A
dapmaLesT
nka
MpogykTioHe
rec. m.6.X.

ABCTpiIs

OkTtadhapma
PapmavueBTuKa
MpopykTioHcrec.
M.6.X., ABCTpIs;

BMPOBHUK,
BignoBigasnbHWi 3a
BMPOBHULTBO 3a
NOBHUM LMK/IOM,
3a BUK/IIOYEHHAM
BTOPUHHOI
yMakoBKM:
OKTA®APMA AB,
LBeuis;
Bunpo6HMK,
BignoBigasnbHWi 3a
BMPOBHULTBO 3a
NOBHUM LMK/IOM,
3a BUK/IIOYEHHAM

BUpPOGHULTBA
po3unHy in-bulk,

BTOPUHHOI
yNaKkoBKM.
ANbTepHATUBHO,

ABcTpisi/
Lseuis/
HimeuunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
UMy - 3MiHY 3 AKOCTi. FOTOBWIA Nikapcbknin 3aci6.
KOHTposb roToBOro nikapcbkoro 3acoby. 3mMiHa y

MeToAax BUNPoGYBaHHSA rOTOBOTO /liKapCbKoro 3acoby
(iHwWi 3miHM y meTogax BunpobyBaHb (BKIOYaoun

3amiHy abo AonoBHeEHHs)) 3MiHa MeToay
BUNPOOYBaHHA 3a NokasHWKOM «[po30picTb» 3
Typ6iAIMETPUYHOTO Ha MEeTO[, BUSHAYEHHS
KoediLieHTa MyTHOCTI 3 BiANOBIAHUM KpUTEPIEM
NpUIAHATHOCTI. 3aTBepaKeHo: Pigkuii npenapat
Npo30puii abo He BGiNbLL ONaNECLLEHTHUI, HIXX
eTaloHHa cycneHsis Il. Eur.Ph. p. 2.2.1, meTogom
Typb6igimeTpii, BidyanbHO. 3anponoHoBaHo: Piakuii
npenapar - NPo30opuit abo He GiNbLL onasieCLEeHTHUNA,
HibX eTanoHHa cycnensis Il (6 NTU). Eur.Ph. p. 2.2.1.
TepMiH BBEAEHHS 3MiH - NPOTAroM 6 MicauiB nicns
3aTBEPIKEHHS.

3a
peyenmom

UA/13905/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

BMPOGHMLTBO
KiHLLeBOro
npoaykTy 3 in-bulk
PO34MHY,
BUPO6IEHOro Ha
OkTadhapma
PapmaueBTvKa
MpoaykTioHcrec.
M.6.X., ABCTpis:
OkTadhapma,
PpaHuis;
AnbTepHaTnBHa
BMPOBHMYA
ninsiHka ans
BTOPUHHOTO
nakyBaHHs:
OkTtadapma
[leccay Mmo6X,
HimeyunHa

149.

ONIMENb N4E

emynbCisa Ans iHys3iid;
no 1000 mny
TprKamepHoOMy
N1acTKOBOMY MakeTi
B 3aXUCHIil 060/10HLj,
L0 MICTUTb NOr/IMHAY
KMCHIO; Mo 6 nakeTiB y
KapTOHHI Kopo6Lyj; no
1500 mny
TprKkamepHoMy
naacTMKOBOMY NakeTi
B 3aXUCHil 060/10HLj,
L0 MICTUTb NOr/IMHAY
KUCHIO; MO 4 naketn 'y
KapTOHHI Kopo6Lj; no
2000 mny
TprKamepHoMy
N1acTUKOBOMY MakeTi
B 3aXMCHili 060/10HL,
L0 MICTUTb NOrANHaY
KMCHIO; MO 4 naketn y
KapTOHHIA KOopoo6Li

Bakctep
C.A.

Benbris

BxigHwii
KOHTPO/b,
KOHTpPO/1b

NPOMDXHOro
NPOAYKTY,
BMPOBHMLITBO,
nakyBaHHs,
KOHTPO/b SAKOCTI
Ta BUMyCK cepii:
Bakctep C.A.

Benbris

BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu |
TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecun Micus NPOBaKEHHS AiSNbHOCTI
BMpO6HMKa/iMNopTepa roToBoro Jlikapcbkoro 3acooy,
BK/IKOYA0UM AiNbHULI BUNYCKy cepii abo micue
NPOBeLEHHS KOHTPOJIIO AKOCTI. (ZiANbHICTb, 3a Ky
Bignosigae BUPOGHUK/IMNOPTEP, HE BKIHOYAOUN
BWMNYCK Cepiit) - 3MiHa Ha3BW BUPOOHWYOT AinbHUL
BiANOBIAA/IbHOI 32 BUPOOHULITBO MPOMIXKHOTO
npoAaykTy (Cymilw aMiHOKMCNOT). Afpeca BUPO6HUYOT
AinbHULI 3aUMwiaeTbes 6e3 3MiH. 3aTBepKeHo:
AmxnHomoTo Hopc Amepuka IHk, CLUA / Ajinomoto
North America Inc, USA. 3anponoHoBaHo:
AmKnHOMOTO Xenc eHg HioTpiwH Hope Amepuka, IHK.,
CLUA / Ajinomoto Health & Nutrition North America,
Inc., USA. 3MiHu | Tuny - AaMiHICTpaT1BHI 3MiHW.
BunyyeHHs BUPOGHWYOI AinbHuLi (BKIHOYaK0UM
AinbHuui Ana A®l, npoMixxHOro npoAykTy abo rotoBoro
niKkapcbKoro 3acoby, AiNbHULI 415 NPOBEeAEHHS
nakyBaHHs, BUPOGHWMKa, BiANOBigaIbHOTO 3a BUMYCK
cepiid, micue NpoBefeHHs KOHTPO/IIO cepil) abo
nocTavasibHVKa BUXigHOro martepiany, peareHty abo
[,0MOMIDKHOT PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCLE) -
AfMiHiCTpaTMBHA 3MiHa BUTyYEHHS BUPOGHMYOT
ninbHUUi: AamiServices SA, Belgia, BignosigansHoro
3a BUPOBGHMLTBO NPOMDKHOIO NPOAYKTY (CyMiLLl
amiHOKMCNOT). 3amwaeTbes anbTepHaTUBHUI
BMPOGHUK BiNOBiAa/IbHWI 32 BUPOBHULTBO
NPOMIKHOro NPoAyKTY (CyMill amiHoK1caoT): Ajinomoto

3a
peyenmom

UA/17379/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

Health & Nutrition North America, Inc., USA. 3MiHu |
TMNYy - AGMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOGHUYOT
AiNbHULI (BKAOYatoum AinbHULI Ana A®l, npoMixHoro
npoaykTy abo roToBOro sikapcbkoro 3acoby, AinbHULi
[ONSA NpoBefeHHsA NakyBaHHS, BUPOOHUKA,
BiZJNOBIAALHOMO 3a BMMYCK Cepild, MicLie NpoBeeHHs
KOHTPO/0 cepii) abo nocTavanbHyKa BUXIgHOTO
maTepiany, peareHTy abo AONOMIKHOT pe4yoBUHY
(SIKLLO 3a3HAYEHO Y AOCLE) -
AfMiHiCTpaTMBHA 3MiHa BUTyYEHHS BUPOGHMYOT
ginbHuui: Minakem High Potent SA, Belgium,
BiAANOBIAa/IbHOrO 3a BUNPOOYBAHHA MPOMIKHOTO
npoaykTy (Cymil amiHOKMCNOT). 3a/mwaeTbes
anbTepHaTUBHWI BUPOOHUK BigNoBifabHUIA 3a
BMNPOBYBaHHA MPOMDKHOTO NPOAYKTY (CyMmiL
amiHokucnot): bakctep C.A., Benbrisi. 3mitm | Trny -
3MiHK 3 SKOCTi. FOTOBUIA NiKapCbKuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHK, L0 CTOCYHOTLCA
BUMYCKY Cepii Ta KOHTPOJIH0 AKOCTi FOTOBOr0
nikapcbKkoro 3acoby (iHLi 3MiHK) - 3aMiHa BUPOGHMYOT
AinbHuLi BUpo6HMKa Ajinomoto Omnichem SA,
Belgium, BignosiganbHOro 3a BMMyCK NPOMKHOrO
npoAaykTy (CymiLl aMiHOKMCNOT). 3anponoHoBaHa 3miHa
He Y/HWUTb HECTIPUSTIMBOrO BN/IMBY Ha SAKICTb,
6e3neyHicTb Ta edpekTuBHICTb /13, 3aTBEpPAXKEHO:
AmknHomoTto OmHixem CA Pio ®oyHac XKaH Makyec 8,
MoHT-CaHT-Ti6epT, 1435, Benbria Ajinomoto
Omnichem SA Rue Fonds Jean Paques 8, Mont-Saint-
Guibert, 1435, Belgium. 3anponoHoBaHo:
AmxnHoMoTo OMHixem CA Pto Eminb ®paHki 7, MoH-
CeH-libep, 1435, benbris Ajinomoto Omnichem SA
Rue Emile Francqui 7, Mont-Saint-Guibert, 1435,
Belgium.

150.

ONIME/Ib N7E

emynbCia AN iHdysiii;
no 1000 mny
TprKamepHoMy
N1acTUKOBOMY MakeTi
B 3aXMCHili 060/10HL,
L0 MICTUTb NOrANHaY
KMCHIO; M0 6 nakeTiB y
KapTOHHI Kopo6uj; no
1500 mny
TprKamepHoOMy
N1acTKOBOMY MakeTi
B 3aXUCHIil 060/10HLj,
L0 MICTUTb NOr/IMHAY
KMCHIO; MO 4 naketun y
KapTOHHI kopo6uj; no

Bakctep
CA.

Benbris

BxigHuiA
KOHTPO~b,
KOHTPO/b

NMPOMiXXHOro
NPOAYKTY,
BMPOBHMLITBO,
nakyBaHHS,
KOHTPO/b AKOCTI
Ta BUNycK cepii:
Bakctep C.A.

Benbris

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHu |
TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHSI
Ta/abo agpecu micus NPoBamKeHHs AisIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /ikapcbkoro 3acoby,
BK/IIOYAOUY [iNbHULi BUNYCKY cepii abo Mmicue
NPOBEAEHHS KOHTPOJIO AKOCTI. (ZiANIbHICTb, 3a Ky
BiANOBIAAE BUPOGHMK/IMNOPTEpP, He BKYaloum
BUMYCK cepiid). 3MiHa Ha3BM BUPOOHNYOT AiNIbHULL
BiANOBIAa/IbHOI 3@ BUPOOHULITBO MPOMIKHOTO
npoaykTy (cymiw amiHokmMcnoT). Agpeca BUPO6HUYOI
OinbHUUI 3anuwwaeTbesa 6e3 3MiH. 3MiHu | Tuny -
ALMiHICTpaTUBHI 3MiHWN. BrunyyeHHs1 BUPO6HUYOT
AinbHUUI (BKAOYaoum AinbHuUi ans A®l, npomixxHoro
NpoAyKTY abo roTOBOro NiKapcbKoro 3acoby, AiNbHULL
N5 NPOBe/IEHHS NakKyBaHHS1, BUPOGHUKA,

3a
peyenmom

UA/17380/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

2000 mny
TprKkamepHoMy
naacTMKOBOMY NakeTi
B 3aXUCHIih 060/10HLj,
LLIO MICTUTb NOr/IMHAY
KVCHIO; N0 4 naketn y
KapTOHHI KOopooLi

BiANOBIAA/IbHOrO 3a BMMNYCK Cepiii, MiCLie NPOBEAEHHS
KOHTPO/H0 cepii) abo nocTavanbHrKa BUXIigHOTO
martepiany, peareHTy abo AONOMDKHOI peYOBUHU

(AKLLLO 3a3HAYeEHO Yy A0CbE). AgMiIHICTpaTUBHA 3MiHa
BUJTyYEHHS1 BUPOOHUYOT AinbHULI: AamiServices SA,
Belgia, BiAnoBigas1IbHOro 3a BUPOOGHULTBO NPOMIXHOMO
npoaykTy (Cymil amiHOKMCOT). 3a/mwaeTbes
anbTepHaTUBHWI BUPOOHUK BigNoBifabHUIA 3a
BMPOGHMLITBO MPOMIXXHOIO NPOAYKTY (CyMmiLL
amiHokmcnoT): Ajinomoto Health & Nutrition North
America, Inc., USA. 3MiHu | Tuny - AOMiHICTpaTuBHI
3MiHW. BunyyeHHs BUPOOHUYOI AinbHULI (BKIOYAOUM
AinbHuuUi Ana A®|l, npoMixxHOro npoAykTy abo rotoBoro
NiKapcbKoro 3acoby, AiNbHUL AN NPOBEAEHHS
nakyBaHHs, BUPO6HWKa, BiANOBIfaIbHOTO 3a BUMYCK
cepiiA, Mmicue NpoBefeHHs KOHTPOsIIO cepii) abo
nocTavasibHvKa BUXigHOro martepiany, peareHty abo
[OMNOMDKHOT PEYOBUHY (AIKLLIO 3a3HAYEHO Y [OCHE).
AfMiHiCTpaTMBHa 3MiHa BUTyYEHHS BUPOGHMYOT
ginbHuui: Minakem High Potent SA, Belgium,
BiANOBIAa/IbHOrO 3a BUNPOOYBaHHA MPOMIKHOTO
npoaykTy (Cymil amiHOKMCOT). 3a/miaeTbes
anbTepHaTUBHWI BUPOOHUK BigNoBifaIbHUIA 3a
BMNPOBYBaHHA MPOMDKHOTO NPOAYKTY (CyMmiL
amiHokucnoT): bakctep C.A., Benbrisi. 3mivu | Tvny -
3MiHK 3 SKOCTi. FoTOBUIA NiKapCbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHK, L0 CTOCYHOTLCA
BUMYCKY Cepii Ta KOHTPOJIH0 AKOCTi FOTOBOrO
nikapcbKoro 3acoby (iHLwi 3MiHK). 3amiHa BUPOGHMYOT
AinbHuLi BUpo6HMKa Ajinomoto Omnichem SA,
Belgium, BignosiganbHOro 3a BMMyCK NPOMKHOrO
npoAaykTy (CymiLl aMiHOKMCNOT). 3anponoHoBaHa 3miHa
He Y/HWUTb HECTIPUSTIMBOrO BN/IMBY Ha SAKICTb,
6e3neyHicTb Ta edpekTMBHICTb [/13.

151.

OJNMIME/NIb NSE

emynbCis Ans iHys3iid;
no 1000 mny
TprKamepHoMy
N1acTKOBOMY MakeTi
B 3aXMCHIili 060/10HL,
L0 MICTUTb NOr/IMHAY
KMCHIO; Mo 6 nakeTiB y
KapTOHHI kopo6Lj; no
1500 mny
TprKkamepHomy
naacTVKOBOMY NakeTi
B 3aXUCHil 060/10HLj,
L0 MICTUTb NOr/IMHAY
KVCHIO; N0 4 naketn y

Bakctep
C.A.

Benbris

BxigHwii
KOHTPO/b,
KOHTpPO/b

NPOMDXHOro
NPOAYKTY,
BMPOBHMLITBO,
naxyBaHHs,
KOHTPO/b SAKOCTI
Ta BUMyCK cepii:
Bakctep C.A.

Benbris

BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu |
TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu Micus NPOBaPKEHHS AiSNbHOCTI
BMpO6HMKa/iMNopTepa roToBoro JlikapcbKoro 3acoby,
BK/IKOYAK0UM AiNbHULI BUNYCKy cepii abo micue
NPOBeLEHHS KOHTPOJIO AKOCTI. (ZiANbHICTb, 3a Ky
Bignosigae BUPOGHUK/IMNOPTEP, HE BKIOYAOUn
BWMNYCK Cepiit) - 3MiHa Ha3BW BUPOOHWYOT AibHUL
BiANOBIAA/IbHOI 32 BUPOOHULITBO MPOMIXKHOTO
npoAaykTy (Cymilw aMiHOKMCNOT). Afpeca BUPO6HUYOT
AinbHULI 3aUMIiaeTbes 6e3 3MiH. 3aTBepaKeHo:
AmxnHomoTo Hopc Amepuka IHk, CLUA / Ajinomoto
North America Inc, USA 3anponoHoBaHo:
AmpKnHoMoTO Xenc eHa HioTpiwH Hope Amepuka, IHK.,

3a
peyenmom

UA/17381/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep

peecmpayiliHo2o

nocsio4YeHHs

KapTOHHI Kopo6Lj; Mo
2000 mny
TprKamepHoMy
N1acTUKOBOMY MakeTi
B 3axXMCHili 060/10HL,
LLIO MICTUTb NOrNHAY
KMCHIO; MO 4 naketn y
KapTOHHIA Kopoo6Li

CLUA / Ajinomoto Health & Nutrition North America,
Inc., USA; 3MiHu | Tuny - AgMiHiCTpaT1BHI 3MiHW.
BunyyeHHs BUPOGHWYOI AinbHUL (BKIHOYAK0UM
AinbHuui Ana A®Il, npoMixxHOro npoAykTy abo rotoBoro
NiKapcbKoro 3acoby, AiNbHUL AN NPOBEAEHHS
nakyBaHHs, BUPO6HWKa, BiANOBIfa/IbHOTO 3a BUMYCK
cepiiA, micue NpoBefeHHs KOHTPO/IIO cepii) abo
nocTavasibHVKa BUXigHOro marepiany, peareHty abo
L0MOMDKHOT PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCLE) -
AfMiHiCTpaTMBHA 3MiHa BUTyYEHHS BUPOGHMYOT
ninbHuUUi: AamiServices SA, Belgia, BignosigansHoro
3a BUPOBGHULTBO NPOMDKHOIO NPOAYKTY (CyMiLLl
amiHOKMCNOT). 3a/mwaeTbcs anbTepHaTUBHNI
BMPOGHUK BiNOBiAaIbHWI 38 BUPOOHNLTBO
NPOMDKHOro NPOAYKTY (CyMiLL aMiHOK1CAOT): Ajinomoto
Health & Nutrition North America, Inc., USA; 3miHu |
TMNYy - AGMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOGHUYOT
AiNbHULI (BKAOYatoum AinbHULI Ana A®l, npoMixHoro
npoaykTy abo roToBOro sikapcbkoro 3acoby, AinbHUL
[ONA NpoBefeHHsA NakyBaHHS, BUPOOHUKA,
BiZJNOBIAANLHOMO 3a BMMYCK Cepild, MicLie NpoBeeHHs
KOHTPO/0 cepii) abo nocTavanbHyKa BUXIGHOTO
maTepiany, peareHTy abo AONOMIKHOT pe4oBUHY
(AKLLLO 3a3HAYeHO Y A0CbE) - AAMIHICTpPaTVBHA 3MiHa
BW/Ty4YEHHSI BUPO6HUYOI AinbHMLi: Minakem High
Potent SA, Belgium, BignoBigansHoro 3a
BMNPOBYBaHHA MPOMDKHOTO NPOAYKTY (CyMmiL
amiHOKMCNOT). 3a/mwaeTbes anbTepHaTUBHUI
BMPOGHVK BiAMNOBIAaIbHUIA 3@ BUNPOGYBaHHS
NPOMDKHOro NPOAYKTY (CyMilL aMiHOK1CNOT): Bakctep
C.A., benbrig; 3miHn | TUny - 3MiHK 3 SKocTi. FoTOBMIA
nikapcbkuid 3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
iMnopTepa/3aMiHn, L0 CTOCYIOTLCA BUMYCKY cepii Ta
KOHTPOJII0 SIKOCTi FOTOBOTO JliKapcbKoro 3acoby (iHLwi
3MiHM) - 3amiHa BUPOOHUYOI AiNbHULj BUPOOHUKA
Ajinomoto Omnichem SA, Belgium, BignosigansHoro
3a BMNYCK MPOMIXHOTO NpoAykTy (Cymill amiHOKMCOT).
3anponoHoBaHa 3MiHa He YMHWUTb HECTPUATINBOTO
BM/IMBY Ha AKiCTb, 6e3neyYHiCTb Ta eddekTMBHICTb 13

152.

om3on

MOPOLLOK A/ PO3UUHY
ons iHdy3iii, 40 mr; no
1 a6o no 10 chnakoHis
3 MOPOLUKOM Y KOpPOOLi

OPTAHOCU
H
NANPCAEH
Cu3 (E®
3ET)

OAE

LEBA XongiHr Ei.

Ec., TypeuunHa
(BMpPOGHMLTBO

Hepo3hacoBaHoro

NPOAYKTY,
nepBuHHE
nakyBaHHs);
Codhapimekc —

IHgycTpia Kimika e

TypeuunHa/
MopTyranis

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn o
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3aralbHEHMX AaHUX NPo cucTemy
hapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIA&/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHuKa ans
3[ifiCHEHHS hapmakoHarnsagy B YKpaiHi, K0 BOHa

3a
peyenmom

UA/17079/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
dapmachbHoTika, BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/TbHOI
C.A,, Moprtyranis 3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
(BUPOGHMLTBO 3a KOHTaKTHi fjaHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
NMOBHUM LMK/IOM) thaiina cuctemm chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHNKA,
BiANOBIAa/IbHOI 3a hapmakoHarnisg B YKpaiHi.
153. | OMPIMEA Tabnetku no 0,088 mr; KPKA, a.4., CnoBeHis BignosigansHuii CnoseHis BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHu | 3a He UA/14075/01/01
no 10 tabnetok y HoBo mecTo 3a BMPOOHULTBO TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom | nidssieae
6nicTepi; no 2, abo no «in bulk», hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuuj
3, abo no 6, abo no 9, NepBUHHY Ta NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,iT
ab6o no 10 6nictepiB y BTOPUHHY 0151 MeANYHOrO 3aCTOCYBaHHSA
Kopoo6Li yMaKoBKYy, reHepuyYHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
KOHTpO/b cepiit Ta 3ac006iB nicnsi BHECEHHS TiEl caMoi 3MiHW Ha
BUWMYCK Cepiii: pedhepeHTHMIH Npenapar (3MiHa He NoTPebye HaAaHHSA
KPKA, a.4., Hoso XXOAHUX HOBWX A0AATKOBUX AAHUX). 3MIHU BHECEHO [0
mecTo, CroBeHis; IHCTPYKUIi 418 MEAUYHOrO 3aCTOCYBaHHS NiKapcbKoro
BignosigansHuii 3acoby y po3ginu: "OcobsMBOCTI 3aCTOCYBaHHS",
3a BUPOBGHNLTBO "Cnoci6 3acTocyBaHHs Ta 4o3un" Bi4NOBIAHO A0
«in bulk», iHchopMmaw,ii LLoA0 MeAMYHOrO 3aCTOCYBaHHS
NnepBuHHY Ta pedyepeHTHOro sikapcbkoro 3acoby (MIPAMEKC,
BTOPUHHY Tabnetkn). BBeAeHHS 3MiH NPOTAroM 6-TW MicsLiB
ynakosky: KPKA, nicns saTBepmkeHHs. 3MiHu | Tuny - 3MiHn Wwoao
4a.4., Hoso mecto, 6e3nekun/edhekTVBHOCTI Ta hapMakoHarniagy (iHuwi
CnoBeHis 3MiHM). 3MiH BHECEHO A0 IHCTPYKLi 415 MeanyYHOro
3aCTOCYBaHHS NiKapcbkoro 3acoby y po3ain “MobiyHi
peakuii” WoA0 BaXNNBOCTI 3BITYyBaHHSA NPo MoGiYHi
peaxuii. BBegeHHs 3MiH NpOTArom 6-Tu MicsLiB micns
3aTBEPAKEHHS.
154. | OMNPIMEA Tabnetku no 1,1 wr; KPKA, a.4., CnoseHis BignosigansHuii CnoseHis BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu | 3a He UA/14075/01/02
no 10 TabneTtok y HoBo mecTo 3a BMPOBGHULTBO TMny - 3MiHK Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom nionseae
6nictepi; no 2, abo no «in bulk», hapmakoHarnsgy. 3MiHU y KOpOTKili XapakTepucTuj
3, abo no 6, abo no 9, NepBuHHY Ta nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
ab6o no 10 6nictepis y BTOPUHHY ONs MeAnYHOro 3acTocyBaHHs
KopooLi yMaKoBKy, reHepuYHUX/ribpuaHMX/6ionoai6HNX NiKapCbKUX

KOHTpO/b cepiii Ta
BUWMYCK Cepiii:
KPKA, a.4., HoBo
mecTo, CrnoBeHis;
BignosiganbHuii
3a BUPOGHNLTBO
«in bulk»,
nepBUHHY Ta
BTOPUHHY
ynakosky: KPKA,
4.4., Hoso mecrto,
CnoseHisa

3aco6iB nic/1a BHECEHHSA TiET camoi 3MiHN Ha
pedoepeHTHUIA npenapart (3MiHa He NoTpebye HagaHHSA
YKOAHUX HOBWX A0AATKOBUX AAHUX). 3MiHU BHECEHO [0
IHCTPYKLUIii 4151 MEAMYHOrO 3aCTOCYBaHHS /liKapCbKoro
3acoby y po3ginu: "Ocob/IMBOCTI 3aCTOCYBaHHS",
"Cnocib 3acTocyBaHHs Ta 031" BiANOBIAHO A0
iHhopmaLii o0 MeanyHOro 3acTocyBaHHs
pedyepeHTHOro fikapcbkoro 3acoby (MIPAMEKC,
Tabnetkn). BBeAeHHS 3MiH NPOTAroM 6-TW MicsLiB
nicns 3aTBepaKeHHs. 3MiHu | Tuny - 3MiHK LWoao
6e3nekn/edeKkTNBHOCTI Ta thapmakoHarnsagy (iHLi
3MiHK). 3MiHWM BHECEHO A0 IHCTPYKLii ANA Megu4HOoro
3acToCyBaHHSA Nikapcbkoro 3acoby y po3ain "rMo6iuHi
peakuii” WoA0 BaXANBOCTI 3BiTYBaHHA NMPO MO6iYHi
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
peakLujii. BBe4eHHS 3MiH NpOTArom 6-Tu micsLiB nicns
3aTBEPAKEHHS.
155. | OMPIMEA Tabnetku no 0,18 wmr; KPKA, a.4., CnoseHis BignosiganbHuii CnoBeHis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepiasis: 3MiHu | 3a He UA/14075/01/05
no 10 TabneTok y Hoso mecTo 3a BUPOGHNLTBO TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom | nionsizae
6nictepi; no 2, abo no «in bulk», hapmakoHarnsgy. 3MiHu y KOpoTKili XxapakTepucTui
3, abo no 6, abo no 9, NepBUHHY Ta NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
a6o no 10 6nictepiB y BTOPUHHY [ONs MeAnYHOro 3acTocyBaHHS
Kopoobui ynakoBkY, reHepuYHUX/ribpuaHNX/6ionoAibHMX NiKapCbKUX
KOHTPO/b Cepiil Ta 3aco6iB Nic/i BHECEHHSA TiET camoi 3MiHN Ha
BUWMYCK Cepiii: pedepeHTHWIT Mpenapar (3MiHa He NoTpebye HaAaHHA
KPKA, a.4., Hoso XOOHWX HOBUX A0AATKOBUX AaHWX). 3MiHN BHECEHO [0
mecTo, CnoBeHis; IHCTPYKLUiT A/19 Me4MYHOr0 3aCTOCYBaHHS /iKapCbKoro
BignoBigansHuii 3acoby y po3ginu: "OcobamBoCTi 3acToCcyBaHHS",
3a BUPOOHULTBO "Cnoci6 3acTocyBaHHA Ta 4031" BiANOBIAHO A0
«in bulk», iHhopmauii WoA0 MeanyHOro 3acTocyBaHHs
NepBUHHY Ta pedhepeHTHOro nikapcbkoro 3acoby (MIPATMEKC,
BTOPUHHY Tabnetku). BBeAeHHs 3MiH NPOTAroM 6-Tn micsLiB
ynakoBky: KPKA, nicns 3aTBepmkKeHHs. 3MiHu | Tuny - 3MiHn Wwoao
A.n., HoBo mecTo, 6e3nekn/edheKTMBHOCTI Ta chapmakoHarnsgy (iHuwi
CnoseHisa 3MiHKM). 3MiHM BHECEHO A0 IHCTPYKLii ANna MeguyHoro
3aCTOCYBaHHS Nikapcbkoro 3acoby y po3ain "MobiyHi
peakuii" LoA0 BaXNMBOCTI 3BiTyBaHHA NPO MOGIYHI
peaxuii. BBeieHHs 3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPKEHHS.
156. | OMPIMEA Tabnetku no 0,35 mr; KPKA, a.4a., CnoseHis BignosigansbHuii CnoBeHis BHECEHHS 3MiH IO peecTpaLjiiiHuX MmaTepianis: 3MiHu | 3a He UA/14075/01/03
no 10 Tabnetok y HoBo mecTo 3a BUPOOHULTBO My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuyenmom | niossieae
6nicTepi; no 2, abo no «in bulk», hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuuj
3, abo no 6, abo no 9, NepBUHHY Ta NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
ab6o no 10 6nictepiB y BTOPUHHY 0151 MeANYHOIO 3aCTOCYBaHHSA
Kopoo6Li ynaKoBKYy, reHepuyYHUX/ribpuaHMX/6ionoaibHNX NiKapCbKUX
KOHTpPO/b cepiii Ta 3ac006iB NicNsi BHECEHHS TiEl caMoi 3MiHM Ha
BUWMYCK Cepiil: pedhepeHTHMIA Npenapar (3MiHa He NoTPebye HaAaHHSA
KPKA, a.4., Hoso XXOAHUX HOBWX A0AATKOBUX AAHUX). 3MiHU BHECEHO [0
mMecTo, CroBeHis; IHCTPYKLUIT 4719 MeAMNYHOro 3aCTOCYBaHHS /iKapCbKoro
BignosigansHuii 3acoby y po3ginu: "OcobsMBOCTI 3aCTOCYBaHHS",
3a BUPOBGHNLTBO "Cnoci6 3acTocyBaHHs Ta Ao31" BigNOBIAHO A0
«in bulk», iHhopmauii Wwoa0 MeanyHOro 3acTocyBaHHs
NepBuHHY Ta pedyepeHTHOro nikapcbkoro 3acoby (MIPAMEKC,
BTOPUHHY Tabnetkn). BBeAeHHS 3MiH NPOTAroM 6-TW MicsLiB
ynakoBky: KPKA, nicnsa 3aTBepakeHHs. 3MiHu | Tuny - 3MiHKn Woao
4a.4., Hoso mecTo, 6e3nekun/edhekTVBHOCTI Ta hapMakoHarnagy (iHwi
CnoBeHis 3MiHM). 3MiHV BHECEHO A0 iHCTPYKLi 415 MeguyHoro
3aCTOCYBaHHS Nikapcbkoro 3acoby y po3ain “rMobiyHi
peakuii” WoA0 BaXNMBOCTI 3BITyBaHHSA NPo MOGiYHi
peaxuii. BBefeHHs 3MiH NpOTArom 6-Tu MicsLiB micns
3aTBEPAKEHHS.
157. | OMNPIMEA Tabnetku no 0,7 wr; KPKA, a.4., CnoseHis BignosiganbHwii CnoseHis BHECEHHS 3MiH 10 peECTpaLiiiHnx maTepianis: 3MiHu | 3a He UA/14075/01/04
no 10 TabneTtok y HoBo mecTo 3a BUPOGHULTBO TMny - 3MiHKM Woao 6e3nekn/edpeKTUBHOCTI Ta peyenmom | nionsieae
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
6nictepi; no 2, abo no «in bulk», hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuyj
3, abo no 6, abo no 9, NnepBuHHY Ta nNiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLT
ab6o no 10 6nictepis y BTOPUHHY [ONA MenYHOro 3acTocyBaHHs
Kopoo6Li YMaKoBKy, reHepuyYHUX/ri6puaHMX/6ionoaiGHMX NiKapCbKUX
KOHTpPO/b cepili Ta 3aco6iB Nnic/1a BHECEHHSA TiET camoi 3MiHW Ha
BUMYCK cepili: pecbepeHTHUIA Npenapar (3MiHa He NoTpebye HafaHHA
KPKA, a.4., HoBo )KOAHUX HOBMX A0AATKOBMX AAHUX). 3MIHU BHECEHO [0
mecTo, CnoBeHis; IHCTPYKUIi ANA MEAUYHOrO 3aCTOCYBaHHS Nikapcbkoro
BignoBiganbHuii 3acoby y po3ginu: "OcobMBOCTI 3aCTOCYBaHHS",
3a BUPOGHNLTBO "Cnoci6 3acTocyBaHHs Ta 031" BiANOBIAHO A0
«in bulk», iHhopmaLii Wwoa0 MeanyHOro 3acTocyBaHHs
NepBUHHY Ta pedyepeHTHOro sikapcbkoro 3acoby (MIPAMEKC,
BTOPUHHY Tabnetkn). BBeAeHHS 3MiH NPOTAroM 6-TW MicsLiB
ynakosky: KPKA, nicnsa 3aTBepakeHHs. 3MiHu | Tuny - 3MiHK Woao
A.4., Hoso mecro, 6e3nekn/edekTnBHOCTI Ta thapmakoHarnsagy (iHLwi
CnoBeHis 3MiHM). 3MiH BHECEHO A0 iHCTPYKLi 415 MeauyYHOro
3aCTOCYBaHHS NikapcbKoro 3acoby y po3ain "Mo6iyHi
peakuii” WoA0 BaXNBOCTI 3BiTyBaHHA NPO MOGIYHi
peakLujii. BBe4eHHS 3MiH NpOTArom 6-Tu micsLiB nicns
3aTBEPAKEHHS.
158. | OMPIMEA® Tabnetku KPKA, a.4., CnoseHis BMPOGHMLTBO "in Cnosenis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepiasis: 3MiHu | 3a He UA/14075/02/01
NPOJIOHroBaHoI Aji No Hoso mecTo bulk", nepBuHHe HimeuunHa TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom | nionsizae
0,26 mr; no 10 Ta BTOPUHHE hapmakoHarnagy (iHwi 3MiHn). 3MiHM BHECEHO A0
TabneTtok y 6nictepi; nakyBaHHs, IHCTPYKLU|i 415 MEAMYHOr0 3aCTOCYBaHHS /ikapCbKoro
no 3 abo 9 6nictepiB y KOHTpPO/b Ta 3acoby y po3ain "MobivHi peakuii" WoA0 BaXKMBOCTI
KapTOHHIA KOopoo6Li BMNYCK cepil: 3BiTyBaHHSA Npo NobiyHi peakLii. BBeAeHHS 3MiH
KPKA, a.4., Hoso NpoTArom 6-T1 MicALIB NiCNA 3aTBEPMKEHHS. 3MiHW |
MecTo, CrnoBeHis; MRy - 3MiHK WoAo 6e3nekn/edheKTNBHOCTI Ta
nepBrHHe Ta hapmakoHarnsgy. 3MiHu y KOpoTKili XxapakTepucTui
BTOPWHHE NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
nakyBaHHS1, BUMyCK AN MeAnYHOro 3acToCyBaHHsA
cepii: TAL ®apma reHepuYHUX/ribpuaHNX/6ionoai6HMX NiKapCbKUX
'm6X, HimeuunHa; 3ac006iB NicNsi BHECEHHS TIET camoi 3MiHM Ha
KOHTpO/b cepii: pedepeHTHWIT Mpenapar (3MiHa He NoTpebye HadaHHA
TAL dapma M'M6X, XOLHWUX HOBUX A0AATKOBUX AaHWX). 3MiHN BHECEHO [0
HimeyuunHa; IHCTPYKLUIi 415 MEAMYHOr0 3aCTOCYBaHHS /ikapCbKoro
KOHTpO/b 3acoby y po3ginu: "OcobamBoCTi 3acToCyBaHHS",
Mikpo6ionoriyHol "3acTocyBaHHS y nepiog BariTHOCTi abo rofyBaHHs
yncToTm cepii (y rpyaato”, "Cnocib 3actocyBaHHs Ta 4o3n", "MNobivHi
BUMaaKy peakuji" BignoBigHo Ao iHchopmauii LWoAo MeanyHoro
KOHTpONIO cepii 3acToCyBaHHA pehepeHTHOro NikapcbKoro 3acoby
TAL dapma (Mipanekc® M/, TabneTkn NPoNoOHIoBaHoi Aji).
v6X): Nlabop BBefeHHs 3MiH NpoTArom 6-Tu MicALiB micns
N+C AT, 3aTBepAXEHHSA
Himeuunna
159. | OMPIMEA® TabneTtkn KPKA, a.4a., CnoseHis BMPOGHMLTBO "in CnoseHis/ BHECEHHS 3MiH IO peecTpaLjiiiHuX MmaTepianis: 3MiHu | 3a He UA/14075/02/02
NPONOHIoBaHoI Aji No HoBo mecTo bulk", nepsrHHe HimeyunHa TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuyenmom | nidssieae

0,52 wr; no 10

Ta BTOPUHHE

hapmakoHarnagy (iHwi 3MiHKn). 3MiHW BHECEHO 0
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Tabnetok y 6nictepi; nakyBaHHs1, IHCTPYKLUIi 4155 MEAUYHOrO 3aCTOCYBaHHS /likapcbKoro
no 3 abo 9 6nictepis y KOHTPO/b Ta 3acoby y po3gin "Mo6iyvHi peakwyji" Lo[0 BaXKIMBOCTI
KapTOHHiiA Kopo6Li BUMYCK Cepii: 3BiTyBaHHA NPo No6iyHI peakuii. BBeAeHHS 3MiH
KPKA, a.4., HoBo NpoTArom 6-Tu MicALIB NiCAA 3aTBEPMAKEHHS. 3MiHK |
MecTo, CnoBeHis; TMny - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta
nepBrHHe Ta thapmakoHarnsgy. 3MiHW y KOpOoTKili XapakTepucTuLi
BTOpPUHHE NiKapCcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
nakyBaHHS1, BUMyCK AN MeAnYHOro 3acToCcyBaHHA
cepii: TAL ®apma reHepuyYHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
mM6X, HimeuunHa, 3ac06iB Nic/1A BHECEHHSA TiEl camoi 3MiHN Ha
KOHTPO/b cepii: pedhepeHTHMIA Npenapar (3MiHa He NoTpPebye HaAaHHSA
TAL ®apma M'v6X, XO[HUX HOBWX A0AATKOBUX AAHUX). 3MIHU BHECEHO [0
HimeyuunHa; IHCTPYKLUIi 4155 MEAMYHOrO 3aCTOCYBaHHS /likapCbKoro
KOHTPO/b 3acoby y po3ginu: "OcobsMBOCTI 3aCTOCYBaHHS",
MiKpo6ionioriyHol "3acTocyBaHHA y nepiof BariTHOCTI abo rofyBaHHs
yncToTyn cepii (y rpyaao”, "Cnocib 3actocyBaHHA Ta fo3un”, "lNo6ivHi
BUNaaKy peakui” BignoBigHo Jo0 iHhopmal,i Woao MeanyHoro
KOHTPONIO cepii 3acToCyBaHHA pehepeHTHOro NikapcbKoro 3acoby
TAL dapma (Mipanekc® M/J, TabneTky NPOsIOHIOBaHOI Aj).
'm6X): Nlabop BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
N+C AT, 3aTBepKeHHA
HimeyunHa
160. | OMPIMEA® Tabnetku KPKA, a.4., CnoseHis BUPOGHMLTBO "in CnoseHis/ BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 3a He UA/14075/02/03
NPOMOHIOBaHOI Aji No HoBo mecTo bulk", nepsrHHe HimeuunHa TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom nionseae
1,05 mr; no 10 Ta BTOpVHHE thapmakoHarnagy (iHwi 3MiHKn). 3MiHU BHECEHO [0
Tabnetok y 6nictepi; nakyBaHHs, IHCTPYKLUT 419 MeAMYHOro 3aCTOCYBaHHS JiKapCbKoro
no 3 abo 9 6nictepis y KOHTPO/b Ta 3acoby y po3gain "Mo6iyHi peakuyji” Lo[0 BaXXIMBOCTI
KapTOHHIA KopooLi BWMYCK Cepii: 3BiTyBaHHS Npo No6iyHi peakuii. BBeAeHHS 3MiH
KPKA, a.4., Hoso NPOTArom 6-Tv MiCAILiB Micns 3aTBepAKEHHS. 3MiHu |
mecTo, CnoBeHis; TMny - 3MiHKM Woao 6e3nekn/edeKTUBHOCTI Ta
nepBuHHE Ta hapmakoHarnsgy. 3MiHU y KOpOTKili XapakTepucTuyj
BTOPWUHHE NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
nakyBaHHS1, BUMyCK [ONs MeANYHOro 3acTocyBaHHS
cepii: TAL ®apma reHepuyYHUX/ribpuaHMX/6ionoai6HNX NiKapCbKUX
M6X, HimeyunHa; 3ac06iB NicNsi BHECEHHS TiET caMoi 3MiHM Ha
KOHTpONb cepii: pedepeHTHWI NpenapaT (3mMiHa He NoTpebye HafaHHA
TAL ®apma N'M6X, YKOAHUX HOBMX A0AATKOBUX AAHUX). 3MiHU BHECEHO [0
HimeuuunHa; IHCTPYKLUiT AN19 MeMYHOro 3aCTOCYBaHHS JiKapCbKoro
KOHTPONb 3acoby y po3ginu: "Ocob/MBOCTI 3aCTOCYBaHHS",
Mikpo6iosoriyHol "3acTocyBaHHs y nepiof BariTHOCTi abo roflyBaHHs
yucToTm cepii (y rpyaaro”, "Cnocib 3actocyBaHHs Ta fo3n", "MobiuHi
BUNALKY peakuii" BignoBigHo Ao iHchopmauii LWoao MeanyHoro
KOHTpOst0 cepii 3acTOCyBaHHA pethepeHTHOro NikapCcbKoro 3acoby
TAL dapma (Mipanekc® MA, TabneTkn NposIoHroBaHol Aji).
v6X): Nlabop BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
N+C AT, 3aTBEepKEHHA
HimeuunHa
161. | OMPIMEA® TabneTku KPKA, a.4., CnoBeHis BMPOGHMLUTBO "in CnoseHis/ BHECEHHS 3MiH 10 peecTpaLjiiHMX MmaTepiasis: 3MiHu | 3a He UA/14075/02/04




108

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
NPOJIOHroBaHoI Aji no Hoso mecTo bulk", nepBuHHe HimeuunHa TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom | nionsizae
1,57 mr no 10 Ta BTOPUHHE hapmakoHarnagy (iHwi 3MiHn). 3MiHWM BHECEHO A0
Tabnetok y 6nictepi; nakyBaHHs, IHCTPYKLUIi 415 MeAMYHOr0 3aCTOCYBaHHS /iKapCbKoro
no 3 abo 9 6nictepi y KOHTpO/b Ta 3aco6y y po3ain "MobivHi peakuii" WoA0 BaXKMBOCTI
KapTOHHIA Kopoo6Li BMNYCK cepil: 3BiTyBaHHA Npo NobiyHi peakuii. BBeAeHHSA 3MiH
KPKA, a.4., Hoso NpoTArom 6-Tn MicALIB NiCNA 3aTBEPMKEHHS. 3MiHW |
mMecTo, CrnoBeHis; TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
nepBrHHe Ta hapmakoHarnsgy. 3MiHu y KOpoTKili XxapakTepucTui
BTOPUHHE NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
nakyBaHHS, BUMYCK AN MeAnYHOro 3acTOCyBaHHSA
cepii: TAL ®apma reHepuYHUX/riopuaHNX/6ionodibHMNX NiKapCbKUX
'm6X, HimeuunHa; 3ac06iB NicNs BHECEHHSA TIET camoi 3MiHM Ha
KOHTpO/b cepii: pedepeHTHWIT MpenapaT (3MiHa He NoTpebye HadaHHsA
TAL dapma M'M6X, XOOHWX HOBUX 00AATKOBUX AaHWX). 3MiHX BHECEHO [0
HimeyuunHa; IHCTPYKLUIT 415 MEAMYHOr0 3aCTOCYBaHHS /iKapCbKoro
KOHTpPO/b 3acoby y po3ginu: "OcobamBoCTi 3acToCyBaHHS",
Mikpo6ionoriyHol "3acTocyBaHHS y nepiog BariTHOCTi abo rofyBaHHsA
yncToTm cepii (y rpyaato”, "Cnocib 3actocyBaHHs Ta Ao3n", "MobiuHi
BUMaaKy peakuji" BignoBigHo Ao iHchopmauii LWoAo MeanyHoro
KOHTpONIO cepii 3acToCyBaHHA peepeHTHOro NikapcbKoro 3acoby
TAL ®apma (Mipanekc® M, TabneTkn NponoHroBaHoi Aji).
v6X): Nlabop BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
N+C AT, 3aTBepPAXEHHSA
Himeuunna
162. | OMPIMEA® TabneTtkn KPKA, a.4., CnoBeHis BMPOGHMLUTBO "in CnoseHis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHu | 3a He UA/14075/02/05
NPONOHIoBaHol Aji No HoBo mecTo bulk”, nepsrHHe HimeyunHa TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom | nidssieae
2,1 mr; no 10 Ta BTOPUHHE thapmakoHarnagy (iHwi 3MiHn). 3MiHN BHECEHO [0

Tabnetok y 6nictepi;
no 3 abo 9 6nictepis y
KapTOHHI KOopoo6Li

nakyBaHHS,
KOHTpONb Ta
BUMYCK Cepii:
KPKA, a.4., HoBo
mecTo, CnoBeHis;
nepBuHHE Ta
BTOPVIHHE
nakyBaHHs1, BUMyCK
cepii: TALL ®apma
M6X, HimeuunHa;
KOHTPO/b cepii:
TAL ®apma M'v6X,
HimeuyuunHa;
KOHTPONb
MiKpo6iosoriyHol
yncToTun cepii (y
BUNaAKy
KOHTPONIO cepii
TAL ®apma
'm6X): Nlabop
NI+C AT,

IHCTPYKUIi 418 MEAUYHOrO 3aCTOCYBaHHS NiKapcbKoro
3aco0by y po3gin "Mo6iyuHi peakuii" LOA0 BaXKIMBOCTI
3BiTyBaHHA NPo No6iyHi peakuii. BBeAeHHS 3MiH
NpoTArom 6-Tu MicALIB Nicns 3aTBEpMKEHHS. 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3MiHM y KOpPOTKili XapakTepucTuuj
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,T
AN MeAnYHOro 3acTocyBaHHA
reHepuyYHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
3ac06iB Nic/1A BHECEHHSA TiEl camoi 3MiHN Ha
pedhepeHTHMIA Npenapar (3MiHa He NoTpPebye HaAaHHSA
YXOJHMX HOBMX [0AATKOBUX AAHMX). 3MiHN BHECEHO [0
IHCTPYKUIi 418 MEAUYHOrO 3aCTOCYBaHHS NiKapCcbKoro
3acoby y po3ginu: "OcobsMBOCTI 3aCTOCYBaHHS",
"3acTocyBaHHS y nepiog BariTHOCTi abo roAyBaHHs
rpyaao”, "Cnocib 3actocyBaHHA Ta fo3un”, “lNo6ivHi
peaxuii” BignoBigHo fo0 iHhopmal,i Woao MeanyHoro
3acToCyBaHHA pedhepeHTHOro NikapcbKoro 3acoby
(Mipanekc® IN/J, TabneTky NPOsIOHIOBaHoI Aj).
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPLKEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
HimeyunHa
163. | OMPIMEA® Tabnetku KPKA, a.4., CnoseHis BUPOGHMLTBO "in CnoseHis/ BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 3a He UA/14075/02/06
NPOMOHIOBaHOI Aji No HoBo mecTo bulk", nepsrHHe HimeuunHa TMny - 3MiHKM Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom nionseae
2,62 wr; no 10 Ta BTOpVHHE thapmakoHarnagy (iHwi 3MiHn). 3MiHU BHECEHO [0
Tabnetok y 6nictepi; nakyBaHHs, IHCTPYKLUT 419 MeAMYHOro 3aCTOCYBaHHS JiKapCbKoro
no 3 abo 9 6nictepis y KOHTPO/b Ta 3aco6by y po3gain "Mo6iyHi peakwyji” LLo[0 BaXXIMBOCTI
KapTOHHIA KOopooLi BWMYCK Cepii: 3BiTyBaHHS Npo No6iyHi peakuii. BBeAeHHS 3MiH
KPKA, a.4., Hoso NPOTArom 6-Tv MiCAILiB Micns 3aTBepAKEHHS. 3MiHK |
mecTo, CnoBeHis; TMny - 3MiHKM Woao 6e3nekn/edpekTUBHOCTI Ta
nepBuHHE Ta hapmakoHarnsgy. 3MiHU y KOpOTKili XapakTepucTuyj
BTOPWUHHE NiKapcbKoro 3acoby, TeKCTI MapKyBaHHS Ta iIHCTPYKLT
nakyBaHHs, BUNYyCK [ONs MeANYHOro 3acTocyBaHHS
cepii: TAL ®apma reHepuyYHUX/ribpuaHMX/6ionoai6HMX NiKapCbKUX
M6X, HimeyunHa; 3ac06iB NicNs BHECEHHS TiET caMoi 3MiHW Ha
KOHTpONb cepii: pedepeHTHWI NpenapaT (3mMiHa He NoTpebye HafaHHA
TAL ®apma N'M6X, YKOAHUX HOBWX A0AATKOBUX AAHUX). 3MiHU BHECEHO [0
HimeuuunHa; IHCTPYKLUiT 419 MeAMYHOro 3aCTOCYBaHHS JiKapCbKoro
KOHTPONb 3acoby y po3ginu: "Ocob/MBOCTI 3aCTOCYBaHHS",
Mikpo6ionoriyHol "3acTocyBaHHs y nepios BariTHOCTi ab0 roflyBaHHs
yucToTm cepii (y rpyaaro”, "Cnocib 3actocyBaHHs Ta f03n", "MobiuHi
BUNALKY peakuji" BignoBigHO A0 iHhopmauii LWoao MeanyHoro
KOHTpOst0 cepii 3aCTOCyBaHHSA pethepeHTHOro NikapcbKoro 3acoby
TAL dapma (Mipanekc® MA, TabneTkM NposIoHroBaHol Aji).
v6X): Nlabop BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
N+C AT, 3aTBEepKEHHA
HimeuunHa
164. | OMNPIMEA® Tabnetku KPKA, a.4., CnoBeHis BMPOGHMLTBO "in CnoseHis/ BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepiasis: 3MiHu | 3a He UA/14075/02/07
NPONOHIoBaHoI Aji No HoBo mecTo bulk”, nepBrHHe HimeyunHa TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom | nidsisieae
3,15 mr; no 10 Ta BTOPUHHE hapmakoHarnagy (iHwi 3miHn). 3MiHM BHECEHO A0

Tabnetok y 6nictepi;
no 3 abo 9 6nictepis y
KapTOHHIA Kopoo6Li

nakyBaHHs,
KOHTPO/b Ta
BMNYCK cepil:
KPKA, a.4., Hoso
mMecTo, CrioBeHis;
nepBuHHE Ta
BTOPUHHE
nakyBaHHs, BUMYCK
cepii: TAL ®apma
'm6X, HimeuunHa;
KOHTPO/b cepii:
TAL dapma M'mM6X,
HimeyuunHa;
KOHTpPO/b
Mikpo6ionoriyHol
yncToTy cepii (y
Bunagky
KOHTPONIO cepii
TAL ®apma

IHCTPYKLUIii 415 MEAUYHOr0 3aCTOCYBaHHS NiKapcbKoro
3acoby y po3ain "MobivHi peakuii" WoA0 BaXXMBOCTI
3BiTyBaHHA Npo NobiyHi peakLii. BBeAeHHS 3MiH
NpoTArom 6-Tn MicALIB NiCNa 3aTBEPMKEHHS. 3MiHK |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KOpoTKili xapakTepucTui
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeAnYHOro 3acToCyBaHHA
reHepuyHMX/ribpuaHNX/6ionodibHMX NikapCbKnX
3ac06iB NicNs BHECEHHS TiEl caMoi 3MiHW Ha
pedhepeHTHWIT MpenapaT (3MiHa He NoTpebye HaAaHHSA
XXOJHMX HOBMX A0AATKOBUX AaHKX). 3MiHN BHECEHO [0
IHCTPYKLUIii 415 MEAUYHOr0 3aCTOCYBaHHS NiKapcbKoro
3acoby y po3ginu: "OcobamMBoCTi 3acTocyBaHHS",
"3acTocyBaHHS y nepiog BariTHOCTi abo rofyBaHHsA
rpyaato”, "Cnocib 3actocyBaHHs Ta 4o3n", “MNobivHi
peakui™ BignoBigHoO J0 iHhopmal,ii Woao MeanyHoro
3aCTOCyBaHHA pethepeHTHOro NikapcbKoro 3acoty

(Mipanekc® N/, TabneTkn NPOIOHIOBaHoI Aii).
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
v6X): Nlabop BBefeHHS 3MiH NpoTArom 6-T1 MicALiB micns
N+C AT, 3aTBepPAXEHHSA
Himeuunna
165. | OPBIKC TabneTku, BKPUTI OPrAHOCWU OAE AnoTekc IHk. KaHaga BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/14168/01/01
NNiBKOBOIO H TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
o060n10HkKot0, Nno 500 NIAN®CAEH thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
Mr, Mo 8 TabneTok y CU3 (E® y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
6nictepi; no 1 3ETI) (BBEAEHHSA y3ara/lbHEHNX AaHUX MPO cucTemy
6nicTepy B KapTOHHIi hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
Kopoo6Li BiANOBIA&/TbHOI 3a 34iiCHEHHS hapmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHuka ans
3[ificHEHHS hapmMakoHarnsgy B YkpaiHi, KO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemu chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0co6u 3asiBHMKA, BiAnoBiAabHOT 3a
thapmakoHarnag B Ykpaii.
166. | OPBIKC TabneTku, BKPUTI OPIAHOCU OAE AnoTekc IHK. KaHapa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/14168/01/02
NNiBKOBOIO H My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
o060/10HKo0, No 1000 NIAN®OCAEH thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
Mr, no 3 TabneTkn B CnN3 (E® y3araJlbHeHNX AaHux npo cuctemy dpapmakoHarnsgy
6nictepi; no 7 3ETI) (BBEAEHHSA y3ara/lbHEHNX AaHUX NPO cucTemy
6nicTepiB y KAPTOHHIi hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
KopooLi BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa ans
3fjificHeHHs hapmakoHarnsgy B YKpaiHi, KO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3a 3fjiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MilLeHHi macTep-
thaiina cuctemu chapmakoHarnsgy) 3MiHa KOHTaKTHUX
LaHNX KOHTaKTHOT 0Co6M 3asiBHMKA, BifnoBiAabHOT 3a
hapmakoHarnsg B Ykpaii.
167. | OPEB® Kancynm m siki no 100 BepiHrep HimeyuunH MepBuHHE HimeyunHa BHECEHHS 3MiH [JO peecTpaLjiiiHiX maTepianis: 3MiHu | 3a UA/16115/01/01
mr, no 10 kancyny IHrenbxaim a (6nicTepu) Ta TMny - 3MiHK 3 aKocTi. A®Il. KoHTponb A®I. 3miHa y peyenmom
6nicTepi, no 6 IHTepHeLWHN BTOPWHHE MeTogax BMnpobyBaHHs A®l abo BuxigHoro
6nicTepiB y KAPTOHHIi v6X nakyBaHHs, mMartepiany/npomiKHOro NpPoayKTy/peareHTy, Wo
ynakoBLi MapKyBaHHS, BVKOPUCTOBYETLCA Y NPOLIECi BUPOGHULTBA ADI

KOHTPO/1b SIKOCTI,
KOHTPO/1b SKOCTI
3a NOKa3HUKOM
MikpoGionoriyHa
yucToTa Ta BUNycK
cepili nikapcbkoro
3acoby: bepiHrep
IHrenbxainm
dapma 'M6X i
Ko.KI', HimeuyunHa;

(He3HauHi 3MiHN y 3aTBEPAKEHNX MeTogax
BMNPOGYBaHHS)

BUNpasneHHs noMunku B n.3.2.S.2.4.Cneumndikavis(-i)
NPOMIXXHOro MPOAYKTY eTaHcynbgoHaTy BIBF 1120
(unmilled), a came 3miHa HOpMyBaHHS A/19 napameTpy
«cyma gomiwok» 3 < 0,50% Ha <0,30%.
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Hassa

®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Bnpo6HMLTBO,

ynakoBka Ta

KOHTPOb AKOCTI

(3a BUK/TIOYEHHSIM
Mikpo6ionoriyHol
YNCTOTW) Kancyn

bulk (e
po3dhacoBaHoi
npoaykujii):

KataneHT

Himeuunna

E6epbax Mmo6X,
HimeyvunHa;
AnbTepHaTUBHI
AinbHUUI Ans
BTOPVHHOTO
nakyBaHHs Ta
MapKyBaHHS:
LLiteremaHH
JNboHepnakyHreH
yHA, NoricTiwep
Cepsic e. K.,

Himeuunna

dapm/lor apma
NopxicTik TM6X,
HimeuuunHa,;
AnbTepHaTUBHI
nab6oparopii gns
npoBefeHHA
KOHTPOJIHO0 SKOCTI
(3a BUK/TIOYEHHAM
Mikpo6ionoriyHoi

YUCTOTH):

A eHg Em
LWTABTECT
NaGop cyp

AHaNITUK yHA
Cra6initatcnpydy

Hr TM6X,

HimeyvunHa;
HysicaH MM6X,
Himeuunna
AnbTepHaTmBHa
nabéopartopis Ans
npoBefeHHsA
KOHTPO/HO AKOCTI
Mikpo6ionoriyHoi
yucrotu: Crc
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
IHCTUTYT
®peseHiyc MM6X,
HimeuuunHa; 1abop
NIC CE eHg Ko. KT,
Himeuunna
168. | OPEB® Kancynm m ski no 150 BepiHrep HimeuunH MepBuHHE HimeuunHa BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTtepiasis: 3MiHu | 3a UA/16115/01/02
mr, no 10 kancyn y IHrenbxanm a (6nicTepu) Ta Tmny - 3MiHK 3 sKocTi. A®Il. KoHTponb A®I. 3miHa y peyenmom
6nicTepi, no 6 IHTepHeLUHN BTOPWUHHE mMeTogax BunpobysaHHa APl ab6o BuxigHoro
6nicTepiB y KAPTOHHIi 6X nakyBaHHs, marepiany/npoMiKHOro NpoayKTy/peareHTy, Lo
ynakoBLi MapKyBaHHS, BUKOPWCTOBYETLCA Y NpoLeci BUpobHMuTBa ADI

KOHTPO/b AKOCTI,
KOHTPO/b SAKOCTI
3a NOKa3HUKOM
Mikpo6ionoriyHa
yucToTa Ta BUNycK
cepili nikapcbkoro
3acoby: bepiHrep
IHrenbxanm
dapma 'm6X i
Ko.KI", HimeuyunHa;
Bnpo6HMUTBO,
ynakoska Ta
KOHTPO/b AKOCTI
(3a BMK/TIOUEHHAM
Mikpo6iosnoriyHol
4yncToTU) Kancyn
bulk (e
po3chacoBaHoi
npoAayKLUiT):
KataneHt
HimeyunHa
E6epbax Mv6X,
HimeyuunHa;
AnbTepHaTUBHI
AinbHuUU ans
BTOPWHHOTO
nakyBaHHs Ta
MapKyBaHHS:
LLiteremaHH
JIboHdbepnakyHreH
yHA NoricTiwep
Cepsic e. K.,
HimeyunHa
dapm/lor dapma
NopxicTik TM6X,
HimeuunHa;
AnbTepHaTUBHI
naboparopii gns

(He3HauHi 3MiHW y 3aTBEpPKEHUX MeTofax
BMNPOGYBaHHS)

BMNpaBieHHs noMunku B n.3.2.S.2.4.Cneumndpikanis(-i)
NPOMDXHOro NPoAYyKTYy eTaHcynbgoHaty BIBF 1120
(unmilled), a came 3miHa HOpMyBaHHS A4/19 napameTpy
«cyma gomiwok» 3 < 0,50% Ha <0,30%.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
npoBefeHHA
KOHTPO/IO AKOCTI
(3a BMK/TIOUEHHAM
Mikpob6ionoriuHoi
YnCTOTH): A EeHA,
Em WUTABTECT
Nabop dyp
AHaNITUK yHA
Crabinitarcnpydy
Hr TM6X,
HimeuuunHa,;
HysicaH MM6X,
HimevunHa
AnbTepHaTnMBHa
naboparopia Ans
npoBefeHHA
KOHTPO/IO AKOCTI
Mikpob6ionoriyHoi
yucrtotu: Crc
IHCTUTYT
®peseHiyc MvbX,
HimeuyumHa; Nlabop
NC CE eHg Ko. KT,
Himeuunna
169. | ODPOP® TabneTku, BKPUTI OPrAHOCWU OAE EBepTomXeH IHAjsA BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHu | 3a UA/7732/01/01
NNiBKOBOIO H Naiicp CaeHcnz TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
o6onoHkoto, no 10 NIAN®CAEH Niviten thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
Tabnetok y 6nictepi; Cu3 (E® y3arasibHeHVX faHux Npo cuctemMy papMakoHarisgy
no 1 6nictepy B 3ETI) (BBEAEHHSA y3ara/lbHEHNX AaHUX MPO cucTemy
KapTOHHIM nayui hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapmakoHarnsay 3asBHuka ans
3[iicHEHHs hapmakoHarnsgy B YkpaiHi, KO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MiLLeHHi macTep-
thaiina cuctemun hapmakoHarnsagy). 3miHa KOHTaKTHUX
[aHNX KOHTaKTHOT 0co6u 3asiBHMKA, BiANoBiAanbHOI 3a
hapmakoHarnsg B Ykpaini
170. | OPOP® TabneTku, BKPUTI OPIAHOCU OAE EBepTogxeH IHais BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | - UA/7733/01/01
NNiBKOBOIO H Naiicp CaeHcns My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
o60noHKoto, in bulk: NIAN®OCAEH Nimiten thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
no 2500 TabneTok y CnN3 (E® y3araslbHeHNX AaHux npo cuctemy dpapmakoHarnsgy
nakeTi; no 1 nakety y 3ETI)

Kopoo6Li i3
rotpoKapToHy

(BBEAEHHS Y3ara/IbHEHUX AaHMX NPO CUCTEMY
thapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;

KOHTaKTHOI 0cO6Y 3 chapmakoHarnsgy 3asiBHuka ans
3fificHeHHs hapMakoHarnsay B YKpaiHi, K0 BOHA
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/TbHOI
3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemmn chapmakoHarnsagy). 3miHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0CO6U 3asiBHUKA, BiANOBIAaIbLHOI 3a
hapmakoHarnsg B Ykpaini
171. | NEPEKUCY po3uuH Ans MPAT YkpaiHa BiANoBigaIbHNI 3a YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 6e3 UA/8214/01/01
BOAHKO 30BHILIHbOIO "®ITOGAPM BMPOOHULITBO, TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuyenma
PO34NH 3acTocyBaHHA 3 %, no " nepBrYHHE/BTOPVH thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
25 mn, 40 mn, 100 mn, He nakyBaHHs, y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
200 mn y chnakoHax KOHTPO/b AKOCTI (BBEAEHHS y3ara/lbHEHMX AaHUX NPo cucTemy
CKNAHUX; no 40 m, Ta BMNycK cepil: hapmakoHarnsgy, 3MmiHa ynoBHOBaXXeHOi 0cobu,
100 mn, 200 mny MPAT BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
donakoHax "®PITODAPM", KOHTaKTHOI 0co6u 3 hapmakoHarnsagy 3asBHuKa a/s
nonimepHux; no 30 YkpaiHa 3[iicCHEHHST hapMakoHarnsay B YKpaiHi, SKLL0 BOHA
M, 50 Mn y donakoHax BignoBiganbHWi1 3a BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
noniMepHuXx 3 BMPOBGHULITBO, 3a 3[jiicHeHHs1 hapMakoHaraay (Bkiyarum
posnunosayem; no 30 nepBrHHE/BTOPVH KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MiLLeHHi macTep-
M, 50 Mn y donakoHax He nakyBaHHs Ta thaiina cuctemu chapmakoHarnsgy) 3MiHa KOHTaKTHUX
noniMepHmX 3 KOHTPO/b AKOCTI: [aHnX YNoBHOBaXXEHOT 0CO6Y 3asBHNIKA,
posnunaosayem; no 1 TOB "®apma BiANOBIAabHOI 3a thapmakoHarnsag,. 3miHa
dhakoHy B navui Yepkac", YkpaiHa MicLe3HaxX0o[PKEHHS MacTep-chaiina cuctemm
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3/ ACHEHHS1 OCHOBHOI AisSiNIbHOCTI 3 dhapmakoHariagy.
172. | NEPMETPUHO Masb 4% no40ry TOB "nMMn* Nartsis TOB "nMn* Nartsis BHECEHHS 3MiH IO peecTpaLjiiiHuX MmaTepianis: 3MiHu | 6e3 UA/3181/01/01
BA MA3b 4% Ty6i; no 1 Ty6i y My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuyenma

KapTOHHI KOopoo6Li

thapmakoHarnagy. BeegeHHs abo 3amiHn go
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3ara/lbHEHMX AaHUX NPo cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa ans
3fjiicHeHHs hapMakoHarnsgy B YkpaiHi, KO0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3a 3[jiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemm chapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOT 0CO6U 3a8BHMKA, BigNoBigaibHOI 3a
thapmakoHarnag,.

[Oitova pepakuia: Mc. MonuHa aHvene-Pannio / Ms.
Polina Daniele-Rallo. NponoHoBaHa pegakuis:MoniHa
Awmarto / Polina Amato.
3MiHa KOHTaKTHMX JaHuX YNOBHOBaXEHOT 0cobu,
BignoBigasibHOI 3a hapmakoHarnsg. 3mMiHa KOHTakTHOT
0co6u 3asBHMKA, BiANOBIAALHOI 3a thapmakoHarnsag, B
YkpaiHi. [itova pegakuis: Qy6iHiH Bonogumnp
MwukonaiioBuy / Dubinin Vladimir Nikolaevich.
lMponoHoBaHa pegakuis:YaneHko OnekcaHgpa
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep

peecmpayiliHo2o

nocsio4YeHHs

IropiBHa / Chalenko Oleksandra Igorivna. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu, BiAnoBiAa/IbHOT
3a hapmakoHarnsas YkpaiHi. 3MiHa micus 34ilicHeHHs
OCHOBHOI AisifIbHOCTI 3 hapmakoHarnsgy. 3miHa
MicLie3HaxXoMKeHHs MacTep-ghaiina cuctemu
hapmakoHarnagy.

173.

NEPTYCUH

cupon, no 50 r a6o no
100 r y chnakoHax; no
100 r abo no 200 ry
chnakoHax 3
KOHTPOSIEM NEpLLOro
BiAKpWTTA; No 200 ry
chnakoHax 3
KOHTPOSIEM NEpLLOro
BiAKpMTTS; no 1
d1akoHy B navi

MPAT
"®ITOPAPM

"

YKpaiHa

MPAT
"OITOPAPM"

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3amiHn o
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3ara/lbHEHMX AaHUX NPo cucTemy
hapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6M 3 thapMakoHarnsay 3asBHuka ans
3[iicHEHHS hapmakoHarnsgy B YkpaiHi, KO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3a 3[jiicHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MiLLeHHi macTep-
thaiina cuctemu chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3asBHNIKA,
BiANOBIAabHOI 3a thapmakoHarnsag,. 3miHa
MicLe3HaxX0o[PKEHHS MacTep-chaiina cuctemm
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3/ ACHEHHS1 OCHOBHOI AisSiNIbHOCTI 3 dhapmakoHariagy.

6e3
peuyenma

UA/0887/01/01

174.

NEPLIO
CTPYUYKOBOT
O HACTOWKA

HacTolika, no 50 mn y
donakoHax CKAAHUX
a60o nonimepHnx

MPAT
"®ITOPAPM

"

YKpaiHa

MPAT
"PITOPAPM"

YKpaiHa

BHECEHHS 3MiH IO peecTpaLjiiiHuX MmaTepianis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn go
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3ara/lbHEHMX AaHUX NPo cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa ans
3fjiicHeHHs hapMakoHarnsgy B YkpaiHi, KO0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3a 3[jiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemun hapmakoHarnsagy). 3miHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3asiBHNIKA,
BiANOBiAaIbHOI 3a thapmakoHarnsag,. 3miHa
MicLie3HaxoMKeHHs MacTep-ghaiina cuctemu
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3/jiACHEHHs1 OCHOBHOI AiSNIbHOCTI 3 dhapmakoHariagy.

6e3
peyenma

UA/8260/01/01

175.

NK-MEPL|

PO34uH ANs iHdy3il,
0,4 mr/mn no 500 mny
dnakoHi, no 2
h1aKOHW Y KapTOHHIl
Kopoo6Li

Mepy
PapmachbHoTi
Kanc M6x

HimeyunH
a

Bupo6HuK
roToBOro
nikapcbKkoro
3acoby: b. BpayH
Megukan, CA,
Icnanis;

Icnanis/
HimeuunHa

BHECEHHS 3MiH [JO peecTpaLjiiiHiX maTepianis: 3MiHu |
™My - 3MiHK 3 SIKOCTi. FOTOBWUIA Nnikapcbkuii 3aci6.
3MiHV Yy BUPOOHMUTBI. 3MiHM Y NpoLeci BUPOGHMLTBA
roTOBOrO /iKapCbKOro 3acoby, BKIOYaUN NPOMKHUI
NPOAYKT, LLIO 3aCTOCOBYETLCSA NPV BUPOOHULITBI
roTOBOIO JIiKAPCbKOro 3acoby (He3HayHa 3miHa y

3a
peyenmom

UA/9031/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Brpo6HuK, npoueci BUPO6HMLITBA) 3aMiHa HUHILLHBOTO aBTOKaBy
BiANoBigabHUIA 3a Ansa cTepunisauii nikapcbkoro 3acoby Ha HOBWIA.
BUMYCK Cepii: MpoBegeHo peBaniigalis npouecy crepunizauii.
Mepy, ®apma
v6X i Ko. KlaA,
HimeyuunHa;
Brpo6HuK,
BiANoBigabHUIA 3a
BTOPVHHE
nakyBaHHS:
MpecTix
MpomoyLH
Bepkaydccoepae
pyHr &
Bepb6ecepsic
M6X, HimeuunHa,;
Bnpo6HuK,
BiANOBIfabHWIA 32
BTOPVIHHE
nakyBaHHS:
X.E.1.N. Tm6X,
HimeyunHa
176. | MOBEPKOPT Kpem 0,05 %, no5r neHmapk IHais neHmapk IHais BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 3a UA/8193/01/01
abo 151 B Ty6i; no 1 dapmacbioT dapmacbloTrKans TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
Ty6i y KapTOHHiIl vkans J/ita,. nrp. thapmakoHarnsgy. BeegeHHs abo 3miHv o
ynakoBLi y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX NPO cucTemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iicCHEHH:A hapMmakoHarnsay;
KOHTaKTHOI 0co6YM 3 thapmakoHarnsagy 3asiBHuka anas
3piicHeHHs hapMakoHarnsgy B YkpaiHi, K0 BOHA
BigMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifgNoBiganbHOI
3a 3AjiicHeHHs hapmakoHarnagy (Bkiyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
thaiina cuctemm chapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOI 0CO6U 3asBHMKA, BifnoBigasibHOI 3a
hapmakoHarnsg,.
[Oitova pepakuin: YTe XodHep / Ute Hoeffner.
MponoHoBaHa pepgakuis: AHiaHewsap ApiyH CaHan /
Dr. Dnyaneshwar Sanap.
3MiHa KOHTaKTHUX AaHuX YNOBHOBaXEHOT 0cobM,
BiANOBIAa/IbHOI 3a thapmakoHarnsag. 3miHa micus
3[jACHEHHSI OCHOBHOT AiiNIbHOCTI 3 chapmakoHarnagy.
3MiHa MicLe3HaxoMkeHHs1 MacTep-aiina cucremm
hapmakoHarnsgy.
177. | NONANBI® NOpOLLOK AN TOB «PoLw Ykpaina BMPOGHMLTBO ITania/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3miHa 3a UA/19838/01/02
KOHUEeHTpaTy Ans YkpaiHa» Hepo3dracoBaHoT Lseiiuapis 3asBHuKa /13 (MIBM) (BnacHuka peectpaviiHoro peyenmom
PO34unHyY ANs iHQY3il NpoAyKUii, noceigyeHHs) (3rigHo Hakaly MO3 Big 23.07.2015 Ne
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
no 140 mr; no 140 mr y nepBuHHE 460): 3as9BHUK Ta i0r0 MicLle3HaxomKeHHs. TepMiH
dhnakoHi; no 1 nakyBaHHs, BBEJEHHS 3MiH - NPOTAroM 6 MicAuiB nicns
th/1aKoHy Y KapTOHHIl BUNPOBYBaHHSA 3aTBepMKEHHS. 3MiHK | Tuny - 3MiHn Wwoao
Kopoo6Li KOHTPOJIH0 SKOCTI 6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsgy.
(Tinbku Ha BBefeHHs1 ab0 3MiHW A0 y3arasibHeHUX AaHuX Npo
CTEPUNBHICTb Ta cuctemy dpapmakoHarnsagy (BBefeHHs y3arasibHeHuX
6akTepiasibHi [JaHnx nMpo cuctemy dhapmakoHarnsagy, smiHa
€HOO0TOKCUHN): YNOBHOBaXEHOI 0C06W, BiANOBIAALHOI 3a 34iiCHEHHS
BCM hapMakoHarnsay; KOHTakTHOI 0cobu 3
dapmacbloTikans thapmakoHarnagy 3asBHuKa Ans 34iiCHEHHSA
C.n.A., Itanis; hapMakoHarnagy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
BUNPOBYBaHHSA YNOBHOBaXeHOI 0cobK, BiANOBIfa/IbHOT 3a 34iCHEHHS
KOHTPO/IH0 AKOCTI thapmakoHarnagy (BkIouyatoum KOHTaKTHi AaHi) Ta/abo
(oKpimM aKTUBHOCTI, 3MiHM y pO3MiLLEeHHI MacTep-haiina cuctemu
CTEPWUIBHOCTI Ta hapmakoHarnagy) - 3miHa ynoBHOBaXeHoi 0cobu
GakTepiasibHNX 3a8BHWKa, BiANOBIAA/IbHOI 3a thapmakoHarnsag,.
€H0TOKCUHIB): [Litoyva pepaxkuis: Dr Birgitt Gellert. MponoHoBaHa
JNousa /114, pepakuisi: /loiiyeHko OneHa BonogumupisHa. 3miHa
Lseliuapis; KOHTaKTHUX AaHnX YyNOBHOBaXeHOi ocobu,
BUNPOBYBaHHSA BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MmiHa
KOHTPO/HO SIKOCTI MiCLLe3HaXOPKEHHSI MacTep-thaiina Ta iioro Homepa.
(Tinbkn 3MiHa Micus 34iliCHEHHS1 OCHOBHOI Aisi/TbHOCTI 3
aKTUBHICTb), thapmakoHarnsgy
BTOPVHHE
nakyBaHHS, BUMyCK
cepii:
®. XothbdpmaHH-/15
Pouw /NTa,
LLiBeiiuapis
178. | MNONAMBI® NOPOLLIOK ANsi TOB «Pouw Ykpaina BMNPOBYyBaHHSA LLseiuapis BHECEHHS 3MiH [0 peecTpaviiiHux maTtepianis: 3miHa 3a UA/19838/01/01
KOHLeHTpaTy Ans YkpaiHa» KOHTPO/H0 SIKOCTI 3aaBHuKa /13 (MIBI) (BnacHuka peecTpaviiiHoro peyenmom

PO34uHY ANs iHQy3il
no 30 mr; no 30 Mry
chnakoHi; no 1
(h1aKoHY Y KapTOHHilA
Kopoo6Li

(OKpimM aKTUBHOCTI,
CTEpPW/IbLHOCTI Ta
6akTepiasibHNX
€H0TOKCUHIB):
JNousa /114,
LlBeiiuapis;
BUPOBHULTBO
Hepo3dghacoBaHo!
npoAyKuii,
nepBuHHe
nakyBaHHs1,
BMNPOOYBaHHSA
KOHTPO/II0 AKOCTI,
BTOPVHHE
nakyBaHHS1, BUMyCK
cepii:
®.XohbdpmaHH-/15

noceigueHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne
460): 3as8BHUK Ta i0r0 MicLle3HaxomKeHHs. TepmiH
BBE/EHHS 3MiH - MPOTAroM 6 MicauiB nicns
3aTBEPKEHHS. 3MiHY | TUny - 3MiHK WoA0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsagy.
BeeieHHs1 ab0 3MiHM A0 y3araslbHEHUX AaHuX Npo
cuctemy hapmakoHarnagy (BBeAeHHs y3araibHeHux
AaHunx npo cuctemy chapmakoHarnsgy, 3amiHa
YMOBHOB&XEHOI 0C06W, BiANOBIAA/LHOI 32 34iiCHEHHS
dhapmakoHarnsgy; KoOHTakTHoi ocobu 3
hapmakoHarnsgy 3asBHvKa 415 34iNCHEeHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Big,
YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
thapmakoHarnagy (BKoyatum KOHTakTHi AaHi) Ta/abo
3MiHM y pO3MiLLeHHI MacTep-chaiina cuctemun
thapmakoHarnsgy) - 3miHa ynoBHOBaxeHoI 0cobu
3asBHMKa, BiANOBIAA/IbHOI 3a (hapmakoHarnsag.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Pow NTg, [itoua pepaxuin: Dr Birgitt Gellert. MponoHoBaHa
LLiBeiiuapis pepakuisi: JloiueHko OnexHa BonogumupiBHa. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXKEHOI ocobu,
BiANOBIAaIbHOI 3a thapmakoHarnsag,. 3miHa
MicLie3HaxoMkeHHs MacTep-ghaiina Ta iioro Homepa.
3MiHa MicLs 34iACHEHHS! OCHOBHOT AisfIbHOCTi 3
chapmakoHarnsgy
179. | NOTEHTOKC NOPOLLOK A1 PO3UNHY Mini Benuka BeHyc Pemegic IHais BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 3a He UA/6152/01/01
ons iH'exuin, 1000 Xenckepe BpuTaHis Nimiteq TMny - 3MiHKM Woao 6e3nekn/edpekTUBHOCTI Ta peyenmom nionseae
Mr/250 mr 1 conakoH 3 Nimiteq thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui
NOPOLLKOM Y NiKapcbKoro 3acoby, TeKCTI MapKyBaHHS Ta iIHCTPYKLT
KapTOHHI KOopoo6Li ANA MeAnYHOro 3aCTOCyBaHHSA Ha MigcTasi perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
a60 focnifxeHb 3 6e3nekn 3aCTOCyBaHHS /iKkapCbKoro
3aco6y B nicnapeecTpaviiiHvii nepiod, abo sk
pe3ynbTaT OLiHKM 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
BIAMNOBIAHO A0 NNaHy negiatpuyuHux gocnigxeHs (PIP)
(3MiHY y3rof)KeHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHom).
3MiHV BHECEHO [0 IHCTPYKLIT 4151 MeanyYHOro
3acTOCyBaHHS MikapCbKOro 3acoby A0 po3ainy
"Ocob6nMBOCTI 3aCTOCyBaHHS" BigNoBiAHO 40
pekomeHaauiit PRAC.
180. | MPIOPUKC™ | niodpinisat ana nakcoCmit Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [0 peecTpaviiHnx maTtepiasis: 3MiHn | 3a UA/13694/01/01
PRIORIX™ PO34UHY A5 iH'EKLIA 1 KnsiiH BpuTaHis Bionogxikans C.A. TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peyenmom
KOMBIHOBAH MOHO/1030BWi1 (1akoH EkcnopT 3MiHV Y BUpO6HUUTBI. 3MiHM BUNpobyBaHb abo
A BAKUMHA (1 po3a) 3 Nimiteq [OMNyCTUMMX MEX, BCTAHOB/IEHUX Y cneuuddikalisx, nig
ansa niodpinizatom y Yyac BMpO6GHULITBA FOTOBOrO NiKapCbKoro 3acoby (iHLwi
MPO®DINAKTUK | komnnekTi 3 3MiHn) JJoaaBaHHs BUNPOGYBaHHS NepeBipky
N KOPY, PO3UMHHKKOM (BOAA LinicHOCTI 3aKkpuTTS KoHTeliHepa (Container Closure
ENIAEMIMHOI ONs iH'eKuin) y Integrity Test (CCIT)) ik TECT NPUIAHATTSA PiLLEHHS
O NMAPOTUTY nonepeaHL0 wofo skocti (Quality Decision test) nig yac

TA KPACHYXU

HaMOBHEHOMY LUNPUL
Ta jBOMa rosikamv B
KapTOHHIi kopobLyj;
100 moHopo30BMX (1
[03a) h1aKoHIB 3
niocpinizatom y
KOMMEKTi 3
PO34MHHKKOM (BOAA
ONs iH'ekuUiii) B
amnynax Ne 100 B
oKpeMili ynakoBuj; 1
MyNbTUA030BUIA
dnakoH (2 posn) 3
niodpinizatom y
KOMM/EKTi 3
PO3YMHHMKOM (BOAA

MiKonepawiiHOro KOHTPO0. BHeceHHs peaakuiliHuiX
npasok Ao po3ainis 3.2.P.3.3, 3.2.P.3.4.
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n/n

Hassa
JliKapcbKo20
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Popma sBUMYCKY
(nikapcbka ¢hopma,
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BUPO6HUKa
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Homep
peecmpayiliHo2o
nocsio4eHHs

ONs iH'eKUid) B amnyni;
no 100 WwTyK chnakoHiB
Ta amnysn B OKpeMmx
KOpo6Kax

181.

MPIOPUKC-
TETPA™
KOMBIHOBAH
A BAKLUHA
ans
MPO®INAKTUK
1 KOPY,
EMIAEMIYHOI
O NMAPOTUTY,
KPACHYXW TA
BITPSIHOI
BICMU, XXUBA
ATEHYNOBAH
A

niochinizoBaHuii
MOPOLLIOK ANs iH'eKLiA,
no 0,5 mn (1 gosa); 1
ch/1aKoH 3 NOPOLLKOM Y
KOMMEKTi 3
PO34MHHKKOM (BOAA
Ans iH'ekyiin) no 0,5
M (1 gosa) y
nonepeaHL0
HanoBHEHOMY LINpUL
(y KomMnnekTi 3 ABOMA
ronkamu a6o 6es
roniok) abo y amnynax
y BakKyyMHili
CTEpUsIbHIli ynakoBL;
no 1 BakyyMHiii
CTepWsIbHIl ynakoBLji y
KapTOHHI kopobuj; 1
ch/1aKoH 3 NOPOLLKOM Y
KOMMEKTi 3
PO34MHHKKOM (BOAA
Ans iH'ekyiin) no 0,5
M (1 gosa) y
nonepeaHL0
HanoBHEHOMY LINpUL
y BakKyyMHili
CTEpUsIbHIli ynakoBL;
no 1 BakyyMHiii
CTepWUsIbHIl ynakoBLji y
KapTOHHI Kopo6uji 3
MapKyBaHHAM
YKparHCbKOI MOBOIO; 1
h/1aKoH 3 NOPOLLKOM Y
KOMM/IEKTi 3
PO34YMHHMKOM (BOAA
Ans iH’ekuiin) no 0,5
M (1 fo3sa) B amnyni 'y
BaKyyMHiil CTEpUbHIl
ynakosLi; no 1
BaKyYMHill CTEpUNbHIl
YMaKoBLi y KAPTOHHIi
Kopo6Ui

nakcoCmit
Knsaiin
Excnopt
NimiTen

Benvka
BputaHis

nakcoCmiTKnsiiH
Bionogxikans C.A.

Benbris

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TUny - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6.
3MiHU y BUPOGHMLTBI. 3MiHU BUNpobyBaHb abo
L0NyCTUMUX MEX, BCTAHOBJ/IEHUX Y cneumdikalisx, nig
Yyac BMPOOGHULTBA FOTOBOrO NiKapCbKOro 3acoby (iHLwi
3MiHM) JogaBaHHS BUNPOGYyBaHHSA NepeBipkn
LinicHocTi 3akpuTTs KoHTeliHepa (Container Closure
Integrity Test (CCIT)) 5K TECT NPUAHATTSA PiLLEHHSN
wopo skocTi (Quality Decision test) nig yac
MiXonepawiiHoro KOHTPO0. BHeCEHHs peaakLiliHmX
npasok Ao po3ginis 3.2.P.3.3, 3.2.P.3.4.

3a
peyenmom

UA/16549/01/01

182.

MPOTEKOH
DPACT®

TabneTtkn, BKPUTI
NAiBKOBOK 060/10HKOK

OPTAHOCU
H

OAE

EBepTopaxeH
Naiicp CaeHcus

IHais

BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu |
TMny - 3MiHM WoAo 6e3nekn/edeKkTnBHOCTI Ta

3a
peyenmom

UA/15396/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Ne 30: no 10 Tabnetok | JIAUGCAEH Nimiteq thapmakoHarnsgy. BeegeHHs abo 3miHv o
y 6nicTepi; no 3 CnN3 (E® y3araslbHeHNX AaHux npo cuctemy dapmakoHarnsgy
6nictepun y nauui 3 3ET ) (BBEAEHHSA Y3araslbHEHUX AaHWUX NPO cucTemy
KapToHy; Ne 60: no 10 hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0cobu,
Tabnetok y 6nictepi; BiANOBIAA/IbHOI 3a 34iiCHEHHA hapMmakoHarnsay;
no 6 6nicTepiB y nauui KOHTaKTHOI 0CO6YM 3 thapmakoHarnsagy 3asBHuka anas
3 kapToHy; Ne 90: no 3piicHeHHs hapMakoHarnisgy B YkpaiHi, KO0 BOHA
10 Tabnetok y BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI
6nictepi; no 3 3a 34ilicHeHHA thapmakoHarnsay (Bkiovaoum
6nictepun y nauui 3 KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MiLLeHHi MacTep-
KapToHy; Mo 3 naukn y dharina cuctemu chapmakoHarnagy). 3mMiHa KOHTaKTHUX
nauvj 3 KapToHy; no [aHnX KOHTaKTHOI 0CO6M 3asBHWMKa, BiANOBIAaIbHOI 3a
30, 60 a6o 90 thapmakoHarnag B Ykpaii.
Tabnetoky
KOHTeliHepi; no 1
KOHTeliHepy y nauui 3
KapToHY
183. | MPOTEKOH TabneTkn, BKPUTI OPIAHOCU OAE EBepTopxeH IHAisa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | - UA/15397/01/01
DACT® NIiBKOBOO H Naiidp CaeHcns TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta
060/10HKOH0; in bulk: NANDCAEH Nimiten thapmakoHarnagy. BeegeHHs abo 3miHn fo
no 1000 TabneTok y Cu3 (E® y3arasibHeHVX AaHux Npo cuctemy hapmakoHarnsgy
nakeTax; no 1 nakety 3ET ) (BBEAEHHSA y3araslbHEHUX AaHWX NMPO cucTemy
y KOpo6uj thapmakoHarnagy, 3mMiHa yrnoBHOBaXXeHO! 0ocobw,
Bi4NOBiga/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa ans
3pjiicHEHHs chapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/TbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyatoum
KOHTaKTHi fiaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
dhaiina cuctemmn thapmakoHarnsagy). 3miHa KOHTaKTHUX
[aHNX KOHTaKTHOT 0CO6M 3asiBHMKA, BignoBiAabHOI 3a
hapMakoHarnsag B YkpaiHi.
184. | NYCTUPHUKA HacToika, no 25 mny MPAT Ykpaina MPAT YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiHux maTtepiasis: 3miHu | 6e3 UA/8058/01/01
HACTOWKA dhnakoHax "®ITOPAPM "®ITOPAPM" TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenma

thapmakoHarnagy. BeegeHHs abo 3miHn fo
y3arasibHeHVX AaHux Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHMX AaHUX NPo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! ocobw,
BiANOBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHuKa gns
3[jiicCHEHHS hapMakoHarnsay B YkpaiHi, KO0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarum
KOHTaKTHi fiaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
dhaiina cuctemun chapmakoHarnsagy). 3miHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6M 3as1BHNIKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MmiHa
MicLie3HaXO[KEHHS MacTep-gaiina cuctemm
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n/n

Hassa
JliKapcbKo20
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Popma sBUMYCKY
(nikapcbka ¢hopma,
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3asaBHUK
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Homep
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nocsio4YeHHs

thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3 chapmakoHarisay.

185.

PAHOCTON®

Masb 10 %, no 20 r
abo no 40 r, abo no
100 r y Ty6i; no 1 Ty6i
B nayLj 3 KapTOHY

MPAT
"OITOPAPM

"

Ykpaina

MPAT
"OITOPAPM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepiasis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHn fo
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3arasIbHEHNX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! ocobw,
BiANOBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa gns
3pjiicHEHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (BkIvatum
KOHTaKTHi flaHi) Ta/abo 3MiHW y PO3MILLLeHHI macTep-
dhaiina cuctemmn chapmakoHarnsagy). 3miHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6W 3as1BHNIKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MiHa
MicLe3HaxoKeHHS MacTep-haina cuctemm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[jiACHEHHS1 OCHOBHOI AisiNIbHOCTI 3 chapmakoHarisay.

6e3
peyenma

UA/8650/01/01

186.

PAHOCTON®

pO34nH Ans
30BHILLHBLOrO Ta
MicL,eBoro
3actocyBaHHs 10 %,
no 50 mn a6o 100 mn
y thnakoHi, no 1
dnakoHy B nauuj

MPAT
"OITOPAPM

Ykpaina

MPAT
"OITOPAPM"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasnis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn fo
y3arasibHeHVX AaHux Npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3ara/lbHEHNX AaHUX NPo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! ocobu,
BiAMNOBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6u 3 thapMakoHarnsay 3asBHuKa gns
3[jiicHEHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarun
KOHTaKTHi fiaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
thaiina cuctemun chapmakoHarnsgy) 3mMiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3as1BHNIKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MmiHa
MicLe3HaxoKeHHs MacTep-aiina cuctemm
dhapmakoHarnsgy Ta noro Homepa.
3MiHa MicLs 34iiCHEHHSI OCHOBHOI AisifIbHOCTI 3
dhapmakoHarnsgy.

6e3
peyenma

UA/8650/02/01

187.

PEBALMO

TabneTku, BKPUTI
NAiBKOBOO
060/10HKOI0, N0 20 Mr
no 15 tabnetok y
6nicTepi; no 6
6nicTepiB Y KAPTOHHIN
KopooLi

Biatpic
CnewenTi
nnc

CLA

dapeBa Ambyas

PpaHuis

BHECEHHS 3MiH [J0 peecTpauiitHux maTepiasnis: 3miHu Il
TMny - 3MiHK LWoAo 6e3nekn/edeKkT1BHOCTI Ta
thapmakoHarnsigy. BHeceHHsi abo 3miHa(n) go
3060B'A3aHb Ta YMOB BuAadi peecTpauiiiHoro

NocCBiAYEHHS, BKtoYatoun MnaH ynpasiHHA pu3nkamm

(3acTocyBaHHs 3MiH(M), siki(a) BUMaratoTb(€)
noAasibLLIoro 06rpyHTyBaHHS HOBUMM [04ATKOBUM
JaHuMK, L0 MaoTb HaAaBaTUCA KOMMNETEHTHUM
OpraHoMm, OCKI/IbKV BUMaraeTbCs CyTTEBA OLjiHKa

3a
peyenmom

UA/6839/01/01
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JliKapcbKo20
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Popma sBUMYCKY
(nikapcbka ¢hopma,
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KpaiHa
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PeecmpayjitiHa npoyedypa
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Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

KOMMEeTEeHTHUM opraHoM) 3asiBHUKOM BiaTtpic
CnewenTti I/1IC,CLUA HafiaHO OHOB/IEHWIA NNaH
ynpas/iHHA pu3nkamu Bepcis 7.3. 3MiHU BHECEHO [0
yacTuH: |l «Cneuudikauis 3 6e3nekn», Il «MnaH 3
hapmakoHarnagy», V «3axoam 3 MiHimizauii pusnkie»,
VI «Pestome nnany ynpasniHHA pusnkamu», VI
«Jlofatkn» y 3B’A3Ky 3 OHOBJ/IEHHAM CTaTycy
pocnipkeHHss A1481324 Ta OHOB/IEHHAM CTPYKTYpU
MYyPa BignosiaHO A0 pekomeHaauili Guideline on good
pharmacovigilance practices (GVP) Module V — Risk
management systems (Rev 2). Pe3tome nnany
ynpas/iHHA pu3nkamu Bepcis 7.3 AoAaeTbes.

188.

PEMI®EHTAHI
N-BICTA

MOPOLLIOK A/1A
KOHLeHTpaty ans
PO34UMHY NS iH'EKLR
abo iHdysiiA, no 1 Mry
doNakoHi CKIsiHOMY, No
5 chnakoHis y
KapTOHHIA KOpooLi

Mictpan
Kenitan
MeHemxmeH
T NimiTen,

AHrnis

NABOPATOPIO
PENT XXO®DPE,
CA.

IcnaHis

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,T
[ONs MeAMYHOro 3acToCyBaHHA Ha NiACTaBi perynsipHo
OHOB/OBAHOrO 3BiTY 3 6e3NeKun NikapcbKoro 3acooby,
abo focnigkeHb 3 6e3nekn 3acToCyBaHHA NikapCbKoro
3acoby B nicnspeecTpauiliinii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/ILKEHb, MPOBEAEHNX
BiANOBIAHO A0 MnaHy negiatpuuHnx gocnimxeHs (PIP)
(3MiHY y3rogkeHo 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom) - 3MiHW BHECEHi [0 IHCTPYKUii Ans
MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y
po3ainu "B3aemMogis 3 iHWMMK NikapCcbkMMu 3acob6amm
Ta iHWi Buamn B3aemogiii", "OcobnnsocTi
3acTocyBaHHs", "3acTocyBaHHsA y Nepios BariTHOCTI
a6o rogysaHHA rpyaat”, "MobiyHi peakuir™ BignosigHO
[0 OHOBNEHOI iHGhopMaLii 3 6e3nekn Ailo4oT peyoBUHU.
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB micns
3aTBEPAKEHHS

3a
peyenmom

He
nionsieae

UA/19280/01/01

189.

PEMI®EHTAHI
N-BICTA

NOPOLLIOK ANs
KOHLeHTpaty An1s
PO34UHY OS5t iH'EKLLIA
abo iHdysii, no 2 mry
dhnakoHi CKIsiHOMY, Mo
5 dpnakoHiB y
KapTOHHI Kopoo6Li

MicTtpan
Kenitan
MeHexmeH
T Nlimiteq,

AHrnis

NABOPATOPIO
PEUI )XO®PE,
C.A.

IcnaHis

BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasnis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuLi
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeAnYHOro 3acToCyBaHHA Ha NiACTasi perynsipHo
OHOB/IOBAHOrO 3BIiTY 3 6e3neKkun NikapcbKoro 3acoby,
ab0 JocnigxeHb 3 6e3Mekn 3aCTOCyBaHHS NiKapCbKoro
3acoby B nmicnspeecTpaviliHnii nepiod, abo sk
pe3ynbTaT OLiHKM 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
BiANOBIAHO [0 NnaHy negiatpuuHnx gocnimxers (PIP)
(3MiHY Y3rofXX€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom) - 3MiHW BHECEHI [0 IHCTPYKLiT ANns
MEeANYHOro 3acToCyBaHHSA NiKapCbKoro 3acoby y
po3ainv "B3aemogis 3 iHLWMMK nikapcbkuMn 3acobamu
Ta iHWi Buamn B3aemogiii", "OcobnneocTi
3acTocyBaHHA", "3acTocyBaHHs Y Nepiog, BaritHoCTi

3a
peyerimom

He
niosnsicae

UA/19280/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
abo rogyBaHHs rpyaato”, "TobivHi peakuii” BignoBigHO
0,0 OHOB/EHOI iHChopMaLii 3 6e3nekn Aityoi pevyoBUHN.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPKEHHSA
190. | PEMI®EHTAHI NOpPOLUOK AN MicTtpan AHrniA NABOPATOPIO IcnaHis BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a He UA/19280/01/03
N-BICTA KOHLEeHTpaty ans Kenitan PEWI )XO®PE, TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom nionseae
PO34UHY A5 iH'EKLLA MeHemkmeH C.A. thapmakoHarnsgy. 3MiHa y KOpOTKiil xapakTepucTuui
abo iHdysiiA, o 5 Mry T NimiTeq, NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
dh1akoHi CKNsHOMY, Mo ONA MeAnYHOro 3aCTOCyBaHHSA Ha MigcTasi perynspHo
5 chnakoHiB y OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
KapTOHHIA Kopoo6Li a60 pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS /iKapCbKoro
3aco6y B nicnapeecTpaviiiHvii nepiod, abo sk
pe3ynbTaT OLiHKM 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
BIAMNOBIAHO A0 NNaHy negiatpuyuHux gocnigxeHs (PIP)
(3MiHY y3rof)keHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHom) - 3MiHW BHeCEHi [0 IHCTPYKUii Ans
MeAMYHOro 3acTOCYBaHHSA NMikapCcbKoro 3acoby y
po3ainv "B3aemogis 3 iHW1MK nikapCbkummn 3acobamu
Ta iHWi B1nav B3aemogiin”, "Oco6mBocCTi
3acTocyBaHHA", "3acTocyBaHHs Y nepiog, BaritHOCTi
ab6o rogysaHHA rpyaat”, "MobiyHi peakuii™ BignoBigHO
0,0 OHOBJIEHOI iHChopMaL,i 3 6e3nekn Ajtoyoi pevyoBUHN.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPLKEHHS
191. | PECMUKC® pO34unH opasbHUiA, 10 OPIAHOCU OAE Ali Ti Ci dapma ITanis BHECEHHS 3MiH IO peecTpaLjiiiHuX MmaTepianis: 3MiHu | 6e3 UA/12305/01/01
CMPEN mr/0,2 mn no 13 mn H C.p.n. My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuyenma
PO3unHy y hNakoHi 3 NIAN®OCAEH thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
[03YH0UMM NPUCTPOEM; CU3 (E® y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
no 1 cpnakoHy B 3ETI) (BBEAEHHSA y3ara/lbHEHNX AaHUX NMPO cUcTemy
KapTOHHI KOopoo6Li hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa ans
3fjiicHeHHs hapMakoHarnsgy B YkpaiHi, KO0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3a 3[jiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemun hapmakoHarnsagy). 3miHa KOHTaKTHUX
LaHNX KOHTaKTHOI 0co6M 3asiBHMKA, BifnoBigabHOT 3a
hapmakoHarnsg B YkpaiHi
192. | PUUMHOBA onis opanbHa, no 30 r MPAT Ykpaina BiANoBigabHUIA 3a YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 UA/9198/01/01
onAa abono 100 ry "®ITOPAPM BMPOBHULITBO, TMny - 3MiHK LWoAo 6e3nekn/edeKkT1BHOCTI Ta peyenma
cdhnakoHax " nepBuHHE thapmakoHarnisgy. BeegeHHs abo 3amiHn go
nakyBaHHs, y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy

KOHTPO/b AKOCTI
Ta BMNycK cepil:
MPAT
"®PITOPAPM",

YkpaiHa

(BBEAEHHS y3araslbHEHMX [aHUX NPo cucTemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMmakoHarnsay;

KOHTaKTHOI 0cO6Y 3 thapmakoHarnsagy 3asiBHuka ans
3[iiCHEHHS1 dpapMakoHarsay B YKpaiHi, KLU0 BOHA
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BignoBigasibHWi 3a BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/TbHOI
BUPOGHMLITBO, 3a 34ilicHeHHs chapmakoHarnsgy (Bkiovaoum
nepBuHHe KOHTaKTHi fjaHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
nakyBaHHs Ta thaiina cuctemun chapmakoHarnsgy) 3MiHa KOHTaKTHUX
KOHTPO/b AKOCTI: [aHnX YNoBHOBaXXEHOT 0CO6U 3asBHNIKA,
TOB "®apma BiANOBIAaIbHOI 3a thapmakoHarnsg,. 3miHa
Yepkac", YkpaiHa MicLe3Hax0o[KEHHS MacTep-aiina cnuctemm
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[jiiiCHEHHSI OCHOBHOI [iA/IbHOCTI 3 chapMakoHarisay.
193. | PO3NITPEK® Kancysm Teepai no TOB «Pouww YkpaiHa BMPOGHMLTBO CLUA/ BHECEHHS 3MiH 10 peecTpaviiiHuX maTepianis: 3MiHa 3a UA/19842/01/02
200 wmr, no 90 kancyn YkpaiHa» Hepo3dhacoBaHOro LLseiiuapis 3asBHuKa /13 (MIBM) (BnacHuka peecTpaviiiHoro peyenmom
TBEPAVX Y NAALWLi, N0 nikapcbKoro noceigyeHHs) (3rigHo Hakady MO3 Big 23.07.2015 Ne
1 NNAWLi y KapTOHHIN 3acoby, 460). BBeeHHS 3MiH NpOTArom 6-Tu MicAUiB micns
Kopoobui BUNPOBYBaHHSA 3aTBEpPXKEHHS. 3MiHY | TUny - 3MiHK Woa0
KOHTPO/HO AKOCTI 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
npv BUMyCKy Ta BBefeHHs1 ab0 3MiHW A0 y3arasibHEHUX AaHuX Npo
cTabinbHoCTI: cuctemy thapmakoHarnagy (BBefeHHs y3arasibHeHNxX
Melin ®apma IHK., AaHux npo cuctemy chapmakoHarnsgy, 3amiHa
CLUA; YMOBHOB&XEHOI 0C06W, BiANOBIAA/LHOI 32 34iiCHEHHS
BUNPOBYBaHHA dhapmakoHarnsgy; KoOHTakTHoi ocobu 3
KOHTPOJIO SKOCTI: dhapmakoHarnagy 3asBHvKa Ans 34iiCHeHHA
MikpobionoriyHa thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Big,
yucToTa: YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
®. XodpchpmaHH-/15 hapmakoHarnsay (BkIYatoum KOHTaKTHI AaHi) Ta/abo
Pow NTg, 3MiHM y pO3MiLLeHHI MacTep-chaiina cuctemun
Lseiiyapis; hapmakoHarnsgy).
BMNPOBYBaHHSA 3MiHa YyNnoBHOBaXEHOI 0COOU 3asiBHUKA,
KOHTPO/II0 SIKOCTI BiANOBiAaNbHOI 3a chapmakoHarnsag. [itoya pegakuis:
npu BMNYyCKy Ta Dr Birgitt Gellert. NMponoHoBaHa peaakuis: JloiiueHko
CTabiNbHOCTI, Kpim Onena BonogymupiBHa. 3MiHa KOHTaKTHUX AaHnX
Mikpo6iosoriyHol YNOBHOB&XEHOI 0c06W, BiANOBIAa/ILHOI 3a
4yucToTu, chapmakoHarnsg. 3MiHa MicLe3Haxo4KeHHs macTep-
nepBrHHE Ta dhaiina Ta iioro Homepa. 3miHa Micus 34iiCHEHHS
BTOPVIHHE OCHOBHOI AiiNIbHOCTI 3 (hapmakoHarnagy.
nakyBaHHs1, BUMyCK
cepii:
®.XohbpmaHH-/15
Pow NlTa,
LLiseiuapis
194. | PO3NITPEK® Kancynu Teepgi no TOB «Poww Ykpaina BMPOGHMLTBO CLlA/ BHECEHHS 3MiH [10 peecTpavjiiiHux maTepianis: 3MiHa 3a UA/19842/01/01
100 wmr, no 30 kancyn YkpaiHa» Hepo3dhacoBaHOro Lseiiuapis 3asBHuKa /13 (MIBM) (BnacHuka peecTpaviiHoro peyenmom
TBEPAVX Y NASALWLi, No nikapcbKkoro noceigyeHHs) (3rigHo Hakady MO3 Big 23.07.2015 Ne
1 NNAWLi y KapTOHHIN 3acoby, 460). BBeeHHs 3MiH NpoTAroM 6-Tn micAuiB nicas
KopoobLi BMNPOGYBaHHSA 3aTBEPAKEHHS. 3MiHM | Tuny - 3MiHK Woa0

KOHTPOJIH0 SIKOCTI
npu BUNYyCKy Ta
cTabiNbHOCTI:
MeliH ®apma IHK.,

6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsagy.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHUX NPO
cuctemy papmakoHarnsgy (BBeAeHHs y3arasibHeHux
[aHuX Npo cuctemy chapmakoHarnsgy, 3amiHa
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
CLUA; YMOBHOB&XEHOI 0C06W, BiANOBIAA/IbHOI 3@ 34iiCHEHHS
BUMPOBYBaHHA dhapmakoHarnsgy; KoOHTakTHoi ocobu 3
KOHTPO/IIO SKOCTI: thapmMakoHarnsgy 3asBHvKa AN 34iACHEHHS
Mikpob6ionoriyHa thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Big,
yucToTa: YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
®. XothbdpmaHH-/15 thapmakoHarnagy (BKouvatoum KOHTakKTHI AaHi) Ta/abo
Pow Nrg, 3MiHM y pO3MiLLEeHHI MacTep-chaiina cuctemn
Lseiiuapis; hapmakoHarnsgy).
BUNPOBYBaHHSA 3MiHa YNnoBHOBaXEHOT 0COOU 3asiBHUKA,
KOHTPOJIH0 SKOCTI BiANOBiAabHOI 3a chapmakoHarnsag. [itoya pegakuis:
npu BMNYyCKy Ta Dr Birgitt Gellert. NMponoHoBaHa peaakuis: JloiiueHko
CTabiNbHOCTI, Kpim OneHa BonoguymMupiBHa. 3MiHa KOHTaKTHUX faHnx
MiKpo6iosioriyHol YNOBHOB&XEHOI 0c06y, BiANOBIAA/ILHOI 3a
4ynucToTn, chapmakoHarnsag. 3MiHa mMicLe3Haxo4KeHHs macTep-
nepBuHHE Ta thaiina Ta iioro Homepa. 3MiHa MicLA 34iANCHEHHS
BTOPVIHHE OCHOBHOI AiNIbHOCTI 3 (hapmakoHarnagy.
nakyBaHHs1, BUMyCK
cepii:
®.XohbdpmaHH-/15
Pow NlTa,
LLiseliuapis
195. | PO3TOPONMLUI nnoau, no 50 r, abo no MPAT YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH [0 peecTpavLjiiiHuX MaTepianis: 3MiHu | 6e3 UA/3912/01/01
nnoaun 100, a6o no 200 ry "®ITOGAPM "®ITODAPM" TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peuyenma
nayvkax 3 BHYTPILUHIM " thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
nakeTom y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3aralbHEHMX AaHUX NPo cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIA&/TbHOI 3a 34iiCHEHHS hapmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHuKa ans
3[jiicHEHHs hapmakoHarnsgy B YkpaiHi, KO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6MU, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MilLeHHi macTep-
thaiina cuctemun hapmakoHarnsagy). 3miHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3asiBHNIKA,
BiANOBIAaIbHOI 3a thapmakoHarnsag,. 3miHa
MicLe3HaxX0[pKEHHS MacTep-chaiina cuctemm
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3/ ACHEHHS1 OCHOBHOI AisSNIbHOCTI 3 dhapmakoHariagy.
196. | PO3YBACIH TabneTku, BKPUTI OPIAHOCU OAE AnoTekc IHK. KaHapa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/13316/01/02
NNiBKOBOIO H My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuyenmom
060/10HKOI0, Mo 10 wr, NIAN®OCAEH thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
no 10 TabneTok y CnN3 (E® y3araslbHeHNX AaHux npo cuctemy dpapmakoHarnsgy
6nictepi; no 3 abo no 3ETI)

6 6nicTepiB y
KapTOHHIA Kopoo6Li

(BBEAEHHS Y3ara/IbHEHUX AaHMX NPO CUCTEMY
thapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;

KOHTaKTHOI 0cO6Y 3 chapmakoHarnsgy 3asiBHuka ans
3fificHeHHs hapMakoHarnsay B YKpaiHi, K0 BOHA




126

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/TbHOI
3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemun chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0CO6U 3asiBHUKA, BiANOBIAaIbLHOI 3a
hapmakoHarnsg B Ykpaini
197. | PO3YBACIH TabneTku, BKPUTI OPrAHOCWU OAE AnoTekc IHk. KaHaga BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/13316/01/03
NNiBKOBOIO H TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
060/10HKOI0, N0 20 Mr, NIAN®CAEH thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
no 10 TabneTok y Cu3 (E® y3arasibHeHVX faHux Npo cuctemMy papMakoHarisgy
6nictepi; no 3 3ETI) (BBEAEHHSA y3ara/lbHEHNX AaHUX MPO cucTemy
6nicTepun y KapTOHHIl hapmakoHarnsgy, 3MmiHa ynoBHOBaXXeHOi 0cobu,
Kopoo6Li BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6M 3 thapMakoHarnsay 3asBHuka ans
3[iicHEHHS hapmakoHarnsgy B YkpaiHi, KO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3a 3[jiicHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MiLLeHHi macTep-
thaiina cuctemu chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0co6u 3asiBHMKA, BiAnoBiAanbHOI 3a
hapmakoHarnsg B Ykpaini
198. | PO3YBACIH TabneTku, BKPUTI OPIAHOCU OAE AnoTekc IHK. KaHapa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/13316/01/04
NNiBKOBOIO H My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuyenmom
060/10HKOI0, N0 40 wMr, NIAN®OCAEH thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
no 10 TabneTok y CnN3 (E® y3araJlbHeHNX AaHux npo cuctemy dpapmakoHarnsgy
6nictepi; no 3 3ETI) (BBEAEHHSA y3ara/lbHEHNX AaHUX NPO cucTemy
6nicTepun y KapTOHHIl hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0cobu,
KopooLi BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa ans
3fjiicHeHHs chapmakoHarnsgy B YkpaiHi, KO0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3a 3fjiicHeHHs1 hapMakoHarnaay (BkiYarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) 3MiHa KOHTaKTHUX
LaHNX KOHTaKTHOI 0co6M 3asiBHMKA, BifnoBigabHOI 3a
dhapmakoHarnsg B YkpaiHi
199. | PO3YBACIH TabneTku, BKPUTI OPIAHOCU OAE AnoTekc IHK. KaHapa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/13316/01/01
NNiBKOBOIO H TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
060/10HKOH, MO 5 Mr, NANOCAEH thapmakoHarniagy. BeegeHHs abo 3miHn go
no 10 TabneTok y Cn3 (E® y3araslbHeHNX AaHux npo cuctemy dpapmakoHarnsgy
6nicTepi; no 3 abo no 3ET ) (BBEAEHHSA Y3araslbHEHUX AaHWX NMPO cucTemy

6 6nicTepiB y
KapTOHHIA Kopoo6Li

hapmakoHarssgy, 3mMiHa ynoBHOBaXXeHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMmakoHarnsay;
KOHTaKTHOI 0cO6Y1 3 thapmakoHarnsagy 3asiBHuka anis
3[iiCHEHHS1 (hapMakoHarnsay B YkpaiHi, SKLL0 BOHA
BiAMiHHA Bifi yNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3a 34ilicHeHHs thapmakoHarnsay (Bkivaoum
KOHTaKTHi flaHi) Ta/abo 3MiHM Yy PO3MiLLLEeHHI macTep-
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
thaiina cuctemu chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0CO6U 3asiBHUKA, BiANOBIAaIbLHOI 3a
hapmakoHarnsg B Ykpaini
200. | POKCEPA® TabneTku, BKPUTI KPKA, ao.4., CnoBeHis BMPOGHMLUTBO "in CnoBeHis BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/18324/01/01
nnoc NNiBKOBOIO HoBo mecTo bulk", nepsrHHe TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
060/10HKOIO, N0 5 Ta BTOPUHHE hapmakoHarnsagy (iHwi 3mMiHn) 3mMiHW BHECEHO B
mr/10 mr; no 10 nakyBaHHS, IHCTPYKUiO 4N MeANYHOro 3aCTOCYBaHHSA /TiKapCbKoro
Tabnetok y 6nictepi; KOHTPO/b Ta 3acoby Ao po3zinis "Ocob/MBOCTI 3aCTOCYBaHHS",
no 3 a6o no 9 BUMYCK Cepii: "Mo6iuHi peakuii" BiANOBIAHO A0 OHOBMEHOI
6nicTepiB y KAPTOHHIi KPKA, g.4., HoBo iHchopMmawii WoAo 6e3nekn 3acToCyBaHHSA LilounX
Kopoobui mMecTo, C/oBeHis peyoBUH 3rigHo 3 pekoMeHaauieto PRAC. BBefeHHs
KOHTPO/b cepii 3MiH NPOTAroM 6-TU MIiCALIB MiCNA 3aTBEPMAKEHHS.
(chiznuHi Ta XimiuHi
meToau
KOHTPO/I0):
KPKA, a.4., HoBo
mecTo, C/oBeHis
HN30X
(HaujoHanbHi
na6oparopis 3a
34paB’e, OKOME iH
XpaHo), CrioBeHis
KeMilicbki
iHCTUTYT, LleHTp
3a Banigaujicke
TEXHO/OTIE iH
aHaniTiko (LIBTA),
CnoseHis
Nab6eHa a.0.0.,
CnoBeHis
201. | POKCEPA® TabneTku, BKPUTI KPKA, a.4., CnoseHisa BMPOGHMLTBO "in CnoseHis BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/18324/01/02
nnoc NNiBKOBOIO HoBo mecTo bulk", nepsrHHe My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuyenmom

060/10HKO0, Mo 10
Mmr/10 mr; no 10
TabneTtok y 6nictepi;
no 3 abo no 9
6nicTepiB y KAPTOHHIi
KopoobLi

Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b Ta
BUMYCK Cepii:

KPKA, a.4., HoBo

mMecTo, CroBeHist
KOHTpPO/b cepii
(disnyHi Ta XiMiuHi
MeToau
KOHTPO/I0):
KPKA, a.4., HoBo
mMecTo, CroBeHist
HN30X
(HauioHanbHi
na6oparopis 3a
34paB’e, OKOME iH

hapmakoHarnsagy (iHwi 3mMiHn) 3mMiHW BHECEHO B
IHCTPYKLiO A1 MeANYHOro 3acTOCyBaHHS NiKapCbKOro
3acoby Ao po3zinis "Ocob/MBOCTI 3aCTOCYBaHHS",
"Mo6iuHi peakuii" BiANOBIAHO [0 OHOBAEHOI
iHchopmaLii WoAo 6e3nekn 3acToCcyBaHHSA LilounX
peyoBUH 3rigHO 3 pekoMeHaauieto PRAC. BBefeHHs
3MiH NPOTAroM 6-TU MIiCALLIB MiCNA 3aTBEPIAXKEHHS.
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

xpaHo), CnoBeHist
Kewmilicbki
iHCTUTYT, LleHTp
3a Banigaujicke
TEXHONOriE iH
aHaniTiko (LIBTA),
CnoBeHis
Nab6eHa Aa.0.0.,
CnoBeHis

202.

POKCEPA®
nnoc

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKO0, M0 15
mr/10 mr; no 10
Tabnetok y 6nictepi;
no 3 abo no 9
6nicTepiB y KAPTOHHIi
Kopoobui

KPKA, a.4.,
HoBo mecTo

CnoBeHis

BMPOGHMLUTBO "in
bulk”, nepsrHHe
Ta BTOPUHHE
nakyBaHHS,
KOHTPO/b Ta
BUMYCK Cepii:
KPKA, a.4., HoBo
mMecTo, C/oBeHist
KOHTPO/b cepii
(chiznuHi Ta XimiuHi
meToau
KOHTPO/II0):
KPKA, a.4., HoBo
mMecTo, C/ioBeHist
HN30X
(HaujoHanbHi
na6oparopis 3a
34paB’e, OKOME iH
XpaHo), CrioBeHis
Kewmilicbki
iHCTUTYT, LleHTp
3a Banigaujicke
TEXHONOTIE iH
aHaniTiko (LIBTA),
CnoBeHis
Nab6eHa a.0.0.,
CnoBeHis

CnoseHis

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3mMiHn) 3mMiHW BHECEHO B
IHCTPYKUiO 4N MeANYHOro 3aCTOCYBaHHSA /TiKapCbKoro
3acoby Ao po3zinis "Ocob/MBOCTI 3aCTOCYBaHHS",
"Mo6iuHi peakuii" BiANOBIAHO A0 OHOBMEHOI
iHchopMmawii WoAo 6e3nekn 3acTocyBaHHSA LilounX
peyoBUH 3rigHo 3 pekoMeHaauieto PRAC. BBefeHHs
3MiH NPOTAroM 6-TU MICALIB MiCNA 3aTBEPIKEHHS.

3a
peyenmom

UA/18324/01/03

203.

POKCEPA®
nnroc

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKO0, M0 20
Mmr/10 mr; no 10
TabneTtok y 6nictepi;
no 3 abo no 9
6nicTepiB y KAPTOHHIi
KopoobLi

KPKA, a.4.,
HoBo mecTo

CnoseHis

BMPOGHMLTBO "in
bulk", nepsrHHe
Ta BTOPUHHE
nakyBaHHS,
KOHTPO/b Ta
BUMYCK Cepii:
KPKA, a.4., HoBo
mecTo, CnoBeHis
KOHTpPO/b cepii
(di3nyHi Ta XiMiuHi
meToau
KOHTPO/I10):

CnoBeHis

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsagy (iHwi 3mMiHn) 3mMiHW BHECEHO B
IHCTPYKLiO A1 MeANYHOro 3acTOCyBaHHs NiKapCbKoro
3acoby Ao po3zinis "Ocob/MBOCTI 3aCTOCYBaHHS",
"Mo6iuHi peakuii" BiANOBIAHO [,O OHOBAEHOI
iHchopmaLii WoAo 6e3nekn 3acTocyBaHHS LiloynX
peyoBUH 3rigHO 3 pekoMeHaauieto PRAC. BBefeHHs
3MiH NPOTAroM 6-TU MIiCALLIB MiCNA 3aTBEPIAXKEHHS.

3a
peyenmom

UA/18324/01/04
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

KPKA, a.4., HoBo
mMecTo, C/ioBeHis
HN30X
(HaujoHanbHi
nab6oparopis 3a
34paB’e, OKOME iH
XxpaHo), CnoBeHist
Kemilicbki
iHCTUTYT, LleHTp
3a Banigaujicke
TEXHONOriE iH
aHaniTiko (LIBTA),
CnoBeHis
Nab6eHa fa.0.0.,
CnoBeHis

204.

POKCEPA®
nnoc

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKO!0, M0 40
mr/10 mr; no 10
Tabnetok y 6nictepi;
no 3 abo no 9
6nicTepiB y KAPTOHHIi
Kopoobui

KPKA, a.4.,
HoBo mecTo

CnoBeHis

BMPOGHMLUTBO "in
bulk", nepsrHHe
Ta BTOPUHHE
nakyBaHHS,
KOHTPO/b Ta
BUMYCK Cepii:
KPKA, a.4., HoBo
mMecTo, C/ioBeHist
KOHTPO/b cepii
(chiznuHi Ta XimiuHi
meToau
KOHTPO/I0):
KPKA, a.4., HoBo
mMecTo, C/oBeHist
HN30X
(HaujoHanbHi
na6oparopis 3a
34paB’e, OKOME iH
XpaHo), CrioBeHis
Kewmilicbki
iHCTUTYT, LleHTp
3a Banigaujicke
TEXHONOTIE iH
aHaniTiko (LIBTA),
CnoBeHis
Nab6eHa a.0.0.,
CnoBeHis

CnoseHis

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3mMiHn) 3miHW BHECEHO B
IHCTPYKUiO 4N MeANYHOro 3aCTOCYBaHHSA /TiKapCbKoro
3acoby Ao po3zinis "Ocob/MBOCTI 3aCTOCYBaHHS",
"Mo6iuHi peakuii" BiANOBIAHO A0 OHOBMEHOI
iHchopMmawii WoAo 6e3nekn 3acTocyBaHHSA LjilounX
peyoBUH 3rigHo 3 pekoMeHaauieto PRAC. BBefeHHs
3MiH NPOTAroM 6-TU MICALLIB MiCNA 3aTBEPIAXKEHHS.

3a
peyenmom

UA/18324/01/05

205.

POTAPUKC™]
ROTARIX™
BAKLMHA ANS
NPO®INAKTUK
n
POTABIPYCHO

CyCneH3isi opasibHa
(1,5 mn/po3sy); no 1
abo no 5 nonepegHLO
3anoBHEHNX OpasTbHNX
annikatopis abo Ty6 B
KapTOHHIi kopobuj,

nakcoCmit
Knsiin
Ekcnopt
Nimiteq

Benuka
BpuTaHis

nakcoCmiTKnsiiH
Bionoaxikans C.A.

Benbrig

BHECEHHS 3MiH IO peecTpaLjiiiHuX MmaTepianis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
3MiHn y BUPO6HMLTBI. 3MiHU BUNpobyBaHb abo
LONyCTUMUX MeX, BCTAHOBJ/IEHUX Y cneumdikalisx, nig
yac BUPOOGHMLTBA FOTOBOIO NiKapCbKoro 3acoby (iHwi
3MiHW). [lofaBaHHs BUNPOGYyBaHHSA Nepesipku

3a
peyenmom

UA/13060/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
T IHOEKLJI a60 B KOpo6Lyj 3i LiNiCHOCTI 3aKpUTTA KoHTeliHepa (Container Closure
CTUKEpPOM Integrity Test (CCIT)) ik TECT NPUIAHATTSA PiLLEHHS
wopo skocTi (Quality Decision test) nig yac
MiXonepaw,iiHOro KOHTPO/0. BHeceHHs peaakuiliHmX
npasok Ao po3sainis 3.2.P.3.3, 3.2.P.3.4.
206. | CANA3OMIPUH | TabneTkun, BKpUTI Mdpannzep CLWA BMPOOGHMULITBO, Lseujis BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3miHu |l 3a He UA/4201/01/01
EN-TABC 060/10HKOI0, IHK. nepBuHHE Ta TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom | nionsizae
KMLLKOBOPO34YMHHI N0 BTOPWUHHE hapmakoHarnsgy. 3MiHu y KOpoTKili xapakTepucTui
500 wmr; no 100 nakyBaHHs, NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
TabneTok y hnakoHi; KOHTPO/b AKOCTI, ANA MeAUYHOrO 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM
no 1 dpnakoHy B BMNYCK cepil: LaHUMU 3 AKOCTI, AOKNIHIYHUMMN, KNIHIYHUMW faHUMK Ta
KapTOHHI KOopoo6Li Peuidapm JaHnmu 3 chapmakoHarnsgy - 3MiHu BHECEHO A0
Ynncana Ab, IHCTPYKLUIi A1 MEAMYHOr0 3aCTOCYBaHHS JlikapCbKoro
LLIBeLisi; KOHTPONb 3acoby Ao po3ainy "OcobnmBocTi 3acTocyBaHHA"
SAKOCTI: Bi4MNOBIAHO A0 MaTepiasliB peecTpauiiHoro 4oChbe, a
Peuidapm Takox [0 po3ainy "MNobivHi peakuii" BHeceHa
Ynncana Ab, iH(hopMaList NPO HEOBXIAHICTb NOBILOMNATM NPO YCi
Lsewis; BMMNAAKMN Nif03ptoBaHMX NOBIYHMX peakLin Ta
MikpobionoriyHe BiACYTHOCTI echeKTUBHOCTI NlikapcbKoro 3acoby.
TeCTyBaHHS: BBefeHHs 3MiH NpoTAroM 6 Micauis nicas
€BpodiHc 3aTBEPLKEHHS
Biodhapma
MpopnakT TecTiHr
CsigeH AB,
LLiBeuis
207. | CANMIUMNOBOI | po3uuH ans MPAT Ykpaina MPAT YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu | 6e3 UA/8494/01/01
KNCNOTN 30BHILUHLOTO "®ITOPAPM "OITODAPM" TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenma
PO34UNH 3acToCyBaHHS, " thapmakoHarnsgy. BeegeHHs abo 3miHv o
CMPTOBUIA cnupToBuii 1 %, no 40 y3araslbHeHUX faHux Npo cuctemy chapmakoHarnsgy
M1y dhakoHax (BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoi ocobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0C06YM 3 chapmakoHarnsagy 3asBHuka anas
3piicHeHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOBaXKEHOT 0CO6M, BifgnoBigansHOI
3a 34jiicHeHHs hapmakoHarnagy (Bkyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MiLLeHHi MacTep-
thaiina cuctemmn chapmakoHarnsgy). 3miHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0CO6M 3asBHUKA,
BiANOBiAa/IbHOT 32 hapmakoHarnsag. 3miHa
MicLie3HaxoMKeHHs MacTep-ghaiina cuctemm
hapMakoHarnsgy Ta moro Homepa. 3mMiHa Micus
3f1iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3 chapMakoHarnsay.
208. | CANTIODAJIBK rpaHynu Op. ®anbk HimeuunH BignosiganbHwii HimeuyunHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHu | 3a UA/3745/01/03
racTpope3nCTeHTHI dapma a 3a BMMYCK cepiit TMny: 3MiHM 3 KOCTI. FOTOBWMIA Nikapcbkuii 3aci6. peyenmom
NPOMOHIoBaHol Aji No v6X KiHLLeBOro KoHTposb roTOBOro Nikapcbkoro 3acoby. 3MiHa
3rno 5,58 r rpaHyn y NPOAYKTY: napameTpiB crneuudikaliii Ta/abo AonyCTUMUX MexX

nakeTi «[paHy-CTuKC»;

Ap. ®anbk Papma

TOTOBOTO JIKAPCbKOr0 3aco6Y (3BY)XEHHS AOMYCTUMUX
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

no 50 nakeTiB y
KopobLi 3 KapTOHY

'M6X, HimeuunHa;
Bupo6HuK
[030BaHOl hopmu,
nepBuHHE,
BTOPVIHHE
nakyBaHHs Ta
KOHTPO/Tb AKOCTI:
JNo3aH ®apma
'm6X (HoeHbypr
carT), HimeuumnHa;
dapbin dapma
'm6X, HimeuunHa;
Brpo6HuK,
BiANoBigabHUIA 3a
nepBuHHeE,
BTOPVIHHE
nakyBaHHs Ta
KOHTPO/Ib SIKOCTI:
NosaH ®apma
Mv6X (Ewbax
caiT), HimeuumnHa,
BMPOGHUK,
BiANoBigabHUIA 3a
KOHTPO/Ib SIKOCTI:
HaykoBo-
[ocnigHni
IHCTUTYT
Xennenep Mv6X,
HimeuuunHa;
BUPOBHUK,
BignoBigasibHWi 3a
KOHTPO/b AKOCTI:
anndamves
PAPBIN
ApuHaiimiTTens
m6X, HimeyunHa

MEX) - 3BY>XKEHHS AOMYCTUMMX MeX creumdikavii 3a
NOKa3HWKOM «BMiCT 5-amMiHOCaniLnI0BOT KUC/IOTU» 3
95 - 105 % 10 95,0 - 105,0 %. 3MiHu | Tuny: 3miHn 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTpOb roToBOro
nikapcbkoro 3acoby. 3MiHa y MeToAax BUnpobyBaHHS
roTOBOrO JIiKapCbKOro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX MeToAax BUNpobyBaHHs) - 3MiHM B
MeToZi KOHTposo /13 3a nokasHUKoM «laeHTudikauis
5-amiHocaniunnoBoi KUCAOTU», a caMe 3MiHa
AianasoHy AOBXMH XBWb Bif 220-360 HM go 200-400
HM (MeTog B, Ph.Eur. 2.2.25)
3MiHuW | TMNY: 3MiHK 3 AKOCTi. TOTOBWIA NiKapCbKMii
3aci6. KOHTposib roTOBOrO Nikapcbkoro 3acoby. 3miHa
y MeTofax BUNpobyBaHHA rOTOBOrO NiKapCcbKoro
3acoby (He3HayHa 3MiHa y 3aTBEPKEHNX METOAAX
BMNPOOYBaHHS) - BUyYEHHS NapameTpy «3ani3o» B
MeTogi «|aeHTUYHICTL / BapBHUK — TUTaHy Aiokeua» Ta
BUMNpPaBNEHHSA APYKapCbKOi NOMWUIIKW Y BIANOBIAHOCTI
00 BanigosaHoi meTogukn. MeTog igeHTudikauii 6ys
MOMW/IKOBO OMUCaHWIA AN GioKCuay TUTaHy Ta oKkemay
3ani3a. 3MiHu | Trny: 3miHK 3 sKkocTi. FoToBUiA
nikapcbkuii 3aci6. KOHTpOb roTOBOrO NiKapCbKoro
3acoby. 3miHa y MeTodax BUNpo6yBaHHS roTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBepAKEHNX
MeToAax BUMPOOYBaHHS) - 3MiHW B 3aTBEPL)KEHOMY
MeTogi BunpobysaHHs 13 3a NOKa3HWKOM
«BuBiNbHeHHS gjtoyoi peyosuHu» (Ph. Eur. 2.9.3.), a
came 3aMiHa meTogy B, fKknii 3apa3 BUKOPUCTOBYETLCA
Ha BapiaHT A, 106 peanisyBaTu MOBHICTHO
aBToOMaTM30BaHe TecTyBaHHA Ta Bifbip Npo6. 3miHu |
TMny: 3MiHW 3 AKOCTIi. [OTOBWIA NiKapcbkuii 3aci6.
KOHTpO/1b roTOBOro Nikapcbkoro 3acoby. 3miHa y
MeTofax BUMPOGYyBaHHS rOTOBOIO JliKapCbKOro 3acoby
(iHwWi 3miHM y MmeTogax BUNpobyBaHb (BKIOYaoun
3amiHy abo fOMOBHEHHS)) - 3aMiHa MeToay
BMNpo6yBaHHA 13 Ans BU3HAYEHHS igeHTudikauii,
YMCTOTM Ta BMICT 5-amiHOCaniyMIoBoi KUCNOTK 3
metogy HPLC Ha meTog UPLC . 3MiHu | TUny: 3miHn 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6. KOHTpOnb roToBoro
nikapcbkoro 3acoby. 3miHa y MeToAax BUNpobyBaHHS
roTOBOrO JliKapCbKOro 3acoby (iHLWi 3MiHM y MeToAax
BMNPOGYBaHb (BK/IOYaouM 3amiHy abo AONOBHEHHS)) -
OHOB/IEHHA MeToAy X ANs BU3HAYEHHS 3a/IMLLKOBOTO
BMICTY pO34MHHMKa eTaHo/y. MeTop, ra3oBoi
xpomaTorpadii (FX) 3amiHeHO Ha aHanoriyHuii, ane
6inbLU CyyacHuWin MeTop 3 BukopuctaHHam GC
headspace. 3wminu | Tny: 3miHu 3 sKocTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO /iKapCbKoro
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
3acoby. 3miHa y MeToAax BUNpPo6yBaHHS rOTOBOrO

nikapcbKoro 3acoby (iHWi 3MiHM y MeToaax
BMNPOGYBaHb (BK/ItOYaouM 3amiHy abo AONOBHEHHS)) -
BWyYEHHS napameTpy "Cmyra nponyckaHHs"
(bandwidth) B meTogi BUNpo6yBaHHS «BuBI/IbHEHHS
[it04OT PEYOBVHW», OCKISIbKN ABMSETLCA HECYTTEBUM
[ON15 OLiHKN po3unHeHoro Adl. CnekTpasibHa
po3AinbHa 30aTHICTb HE € aKTyasibHO, OCKiNbKY 1
aHasliT BU3HAYAETLCA Ha hikCoBaHili [OBXWHI XBUAI.
3MmiHu | TMNY: 3MiHK 3 AKOCTI. [OTOBWIA NikapCbKuii
3aci6. KoHTposib roToBOro Nikapcbkoro 3acoby. 3miHa
y MeTogax BunpobyBaHHA roTOBOro /ikapCbKoro
3aco6y (iHWi 3MiHM y MeTodax BUNpPo6yBaHb
(BKKOYALOUM 3aMiHy a60 [JONOBHEHHS)) - 3MiHV B
po3paxyHKoBili hopmyni MeTogy BUNPobyBaHHSA
«BVBINIbHEHHS fjH040i PeYOBUHMY», a came
albTePHATUBHUIA PO3PaxXyHOK BUBINTbHEHHS
NikapcbKoro 3acoby Ha KUCMOTHI cTagii. 3MiHu | Tuny:
3MiHM 3 SKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTposb
roToBOro fikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo fONYCTUMUX MEX FOTOBOrO
NiKapCcbKOoro 3acoby (3BYyXXEHHS JOMYCTUMUX MeX)
3BY)XXEHHSA AOMYCTUMMX MEX cnevmdikayii 3a
nokasH1KoM «BMicT 5-amiHocaniunaoBoi KUCNoTu» 3
95 - 105 % 0 95,0 - 105,0 %. 3miHu | Tvny: 3MiHn 3
AKocTi. FO0TOBWIA Nikapcbkuii 3aci6. KOHTPOb roTOBOro
nikapcbkoro 3acoby. 3miHa y MeToax BUNpobyBaHHS
rOTOBOrO JliKapCbKOro 3acoby (He3HauyHa 3miHa y
3aTBEPMXEHNX MeTOoAaxX BUNPOGYBaHHS)
3MiHM B METOAi KOHTPO0 /13 3a NOKa3HUKOM
«laeHTudikalis 5-amiHocaniLnIoBOT KNCIOTW», & came
3MiHa giana3oHy AOBXWH XBWUSb Bif 220-360 HM 0
200-400 Hm (meTog B, Ph.Eur. 2.2.25) 3minm | Trny:
3MiHM 3 SKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTporsb
roToBOro nikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHA roTOBOrO /iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMKEHNX METOAAX
BUNPOGYBaHHS) BUNYyYEHHS napameTpy «3anizo» B
MeToAi «|AEeHTUYHICTb / BapBHUK — TUTaHY Ajiokcua» Ta
BUMPaB/IEHHS APYKaPCbKOi NOMWIIKN Y BiANOBIAHOCTI
[0 BasigoBaHoi MeToAuKU. MeTop, ineHTudikauii 6ys
NMOMW/IKOBO OMUCaHWIA AN AiOKCUay TUTaHy Ta oKkemay
3anisa. 3miHu | TMny: 3miHK 3 skocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKOro
3acoby. 3miHa y MeTogax BMnpobyBaHHS roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEpPAKEHNX
MeToAax BUNPoOyBaHHA) 3MiHW B 3aTBEPAKEHOMY

MeTogi BunpobyBaHHs /13 3a NOKa3HWKOM
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«BuBiNbHEHHS Ajtoyoi pevoBuHu» (Ph. Eur. 2.9.3.), a
came 3aMiHa meToay B, fknii 3apa3 BUKOPUCTOBYETLCA
Ha BapiaHT A, LWo6 peanisyBaTu NOBHICTIO
aBTOMaTM30BaHe TeCTyBaHHs Ta Bifbip npo6. 3miHu |
TMNy: 3MiHM 3 AKOCTIi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO NikapcbKkoro 3acoby. 3miHa y
MeToAax BUNpobYyBaHHSA rOTOBOTO JliKapCbKOro 3acoby
(iHWi 3mMiHM y MeTofax BUNpobyBaHb (BK/IOYauu
3aMiHy ab0 [OMOBHEHHS)) 3aMiHa MeToay
BMNpo6yBaHHSA /13 ans BU3Ha4YeHHs igeHTudikauii,
YUCTOTM Ta BMICT 5-amiHOCaniLMNoBoi KNCNOTU 3
metogy HPLC Ha meTtog UPLC . 3miHu | Tuny: 3miHu 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTpONb roToBOro
nikapcbkoro 3acoby. 3MiHa y MeToAax BUnpobyBaHHSA
rOTOBOrO J1iKapCbKOro 3acoby (iHLi 3MiHW y MeTogax
BMNpoOGyBaHb (BK/IHOYaO4M 3amiHy abo [OMOBHEHHS))
OHOBMEHHA MeToAy X Ansi BU3HAYEeHHS 3a/IMLLKOBOrO
BMICTY pO34/HHMKa eTaHony. MeTog ra3osoi
xpomatorpadii (MX) 3amMiHEHO Ha aHanoriYHuiA, ane
6inbLU cyyacHWin MeTog, 3 BUKOpUCTaHHAM GC
headspace.
3MmiHu | TMNY: 3MiHK 3 AKOCTI. [OTOBWIA NikapCbKuii
3aci6. KoHTposib roToBOro Nikapcbkoro 3acoby. 3miHa
y MeTogax BunpobyBaHHA roTOBOro /ikapCbKoro
3aco6y (iHWi 3MiHM y MeTodax BUNpPo6yBaHb
(BKNKOYAOUM 3aMiHy ab0 [OMNOBHEHHS)) BUNYYEHHS
napameTpy "Cmyra nponyckaHHs" (bandwidth) B
MeToZi BUNpobyBaHHA «BUBINbHEHHS Aito4oil
PEYOBMHWY, OCKI/TbKW ABNSETLCA HECYTTEBUM A/15
OLjiHKM po34mHeHoro A®l. CnekTpasibHa po3gisibHa
30aTHICTb He € aKTyaslbHO, OCKi/TbkM 1 aHaniT
BM3HAYAETLCA Ha (DIKCOBaHI OOBXUHI XBUNI. 3MiHK |
TUNy: 3MiHW 3 SIKOCTi. FTOTOBWIA Nnikapcbkuii 3acib.
KOHTposb roToBOro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNPo6YyBaHHSA rOTOBOrO /liKapCbKOro 3acoby
(iHwWi 3miHM y MmeToAax BunNpobyBaHb (BKIOYaoun
3aMiHy abo JOMOBHEHHS)) 3MiHW B PO3PaxyHKOBIl
hopmyni MeToAy BUNpobyBaHHA «BUBINIbHEHHSA Ajto40T
PEYOBMHM», @ came aslbTepPHATUBHUIA pO3paxyHoK
BMBI/IbHEHHS NiKAPCbKOro 3acoby Ha KUC/OTHIN cTagil.
3MiHu | TUNY: 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuii
3aci6. KOHTpOsib rOTOBOro Nikapcbkoro 3acoby. 3miHa
y MeTofax BUNpobyBaHHA rOTOBOTO NiKapCbKOro
3acoby (iHLWi 3MiHM y MeTodax BUNpobyBaHb
(BKIHOYAKOYM 3aMiHY ab0 [OMOBHEHHS))
3MiHV B pO3paxyHKOBIi chopmyni meTogy
BMNPO6YBaHHSA «BUBINbHEHHSA Ait0HOI PEHOBUHM».
Kopekuisi popMynin po3paxyHKy BUBISIbHEHHS
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npenapary B 6ychepHOMy pO34MHi 3 ypaxyBaHHAM
BUMBIJIbHEHHS B KUC/IOTHIlA cTagil.

209. | CANNIODPA/IBK TabneTkn, BKPUTI Ap. ®anbk HimeuunH Brpo6HuK, HimeuunHa BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu | 3a UA/3745/04/02
060/10HKOI0, dapma a BiANOBigaIbHUI 3a TUNy - AAMIHICTPaTVBHI 3MiHM. 3MiHa HaliMeHyBaHHS peyenmom
KMLLKOBOPO34YMHHI, NO 6X BUMYCK Cepiii Ta/abo agpecu Micusa NPoBamKeHHs AisNIbHOCTI
500 wmr; no 10 KiHLLeBOro BMpPO6GHMKa/iMNnopTepa roToBOro JlikapCbKoro 3acoby,
Tabnetok y 6nictepi; NpoAyKTY: BK/IOYAOUM AiNbHULI BUMYCKy cepii abo micue

no 5 a6o no 10
6nicTepis y kopobu;j 3
KapToHY

Op. ®anck dapma
'm6X, HimeuunHa;
Bupo6HuK
[030BaHol hopmu,
KOHTPO/Ib SIKOCTI:
PotTengopd
dapma 'M6X,
HimeyuunHa;
Bupo6Huk
[030BaHol hopmu,
nepBUHHE,
BTOPVIHHE
nakyBaHHs Ta
KOHTPO/b AKOCTI:
JNlo3aH ®apma
'M6X, HimeuyunHa,;
Bupo6HMKN,
BignoBigasbHi 3a
nepBuHHeE,
BTOPUHHE
nakyBaHHs Ta
KOHTPO/b AKOCTI:
PotTeHgopc
dapma M'mbX,
HimeuuunHa;
JNlo3aH ®apma
M6X, HimeuunHa;
Bupo6HMKNY,
BiANOBIAa/IbHI 3a
KOHTPO/b AKOCTI
Ta
MiKpOBioNorivHMiA
KOHTPONb
HecTepuIbHNUX
NPOAYKTIB:
CIC Inctutyt
®peseHiyc MvbX,
HimeuunHa,;
F'BA ®apma 'm6X,
HimeuuunHa;
HaykoBo-

NPOBeEHHS KOHTPOJIHO AKOCTI. (LiSNbHICTb, 3a AKY
BiANOBIAAE BUPOGHMK/IMNOPTEP, HE BK/IOYa0UM
BUWMYCK Cepiii) - 3MiHa Ha3BU Ta agpecu Micud
NPOBa/PKEHHSA AiS/IbHOCTI BUPOOHUKA BiAMNOBIA&/IbLHOIO
3a BUPOGHMLTBO 4030BaHOI hopMU, NEPBUHHE Ta
BTOPWHHE MakKyBaHHS Ta KOHTPO/Ib AKOCTi —
(3aTBEpMKEHO: Jlo3aH Papma 'M6X, HimeuunHa
(HoeHnbypr) OTTo-XaH LWTpacce 13, 15 79395
HoeHbypr, HimeuunHa; 3anponoHoBaHo: J/lo3aH ®apma
'm6X, HimeyunHa OTTO-XaH LWTpacce 13, 79395
HoeH6ypr, HimeuunHa). MprBeaeHHs Ha3Bn
BMPOGHWYOI AiNbHML BiANOBIAA/IbHOI 3@ NepBUHHE,
BTOPWHHE MakKyBaHHS Ta KOHTPOJIb AKOCTi Slo3aH
®apma N'm6X HimeuunHa (Ewbax) 40 opuriHabHNX
[OKYMEHTIB BMPOGHMKa (3anponoHoBaHo: J1o3aH
dapma 'M6X, HimeuyunHa). 3miHu | Tuny - 3MiHu 3
akocTi. CepTtucpikat BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbkil hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOBNEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUNyYeHHS cepTudikara
BiANoBIgHOCTI €Bponeiickkili hapmakonei: gna Adl;
[ON5 BUXIOHOTO MaTepiany/peareHTy/npoMixXHOro
NpoAyKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOGHMLTBI AdI;
ON151 AONOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiil hapmakonei) - HoBuii cepTudikar Big,
HOBOro BMPO6HMKA (3aMiHa ab0 AOMNOBHEHHS) -
nogaHHsa Hosoro CEP Ne RO-CEP 2016-050-Rev 02
ans A®| mecanasuHy Big HOBOro BUpo6HuKa Divi's
Laboratories Limited, India. 3miHn | TMRNY - 3MiHn 3
akocTi. CepTtudpikat BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOBIEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANoBigHOCTI EBponeiickkili hapmakonei: gns Adl;
A5 BUXIAHOrO MaTepiasy/peareHTy/npoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOGHMLTBI AdI;
0151 LONOMIXHOI pevoBuHY (cepTudikat BiANOBIAHOCTI
€sponelicbkin hapmakoner) - OHoBreHUiA cepTudikat
Bif} y)ke 3aTBepAXEHOro BUPOGHMKA - NOAaHHSA
oHoBneHoro CEP Ne R1-CEP 2016-050-Rev 00 gns
A®| mecanasuHy Bifg BUpo6HuKa Divi's Laboratories
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nocnigHui Limited, India. 3atBepmxeHo: RO-CEP 2016-050-Rev
IHCTUTYT 02. 3miHn | TNy - 3MiHKW 3 aKkocTi. CepTudikaT
Xennenep M6X, BignosigHocTi/lE-cepTudikar BignosigHoOCTI
HimeyuunHa; €Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
Brpo6HuKK, HOBOro abo OHOB/IEHOro cepTudpikata BiaNoOBIAHOCTI

BiANOBIAa/IbHI 3a
KOHTPO/Tb AKOCTI:
FBA ®apma 'm6X,
HimeuunHa,;
HHAC Na6op Op.
Xaycnep 'm6X,
HimeyuunHa;
HHAC Na6op Op.
Xaycnep 'm6X,
Himeuunna

abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkin hapmakonei: ana A®l; ans BuxigHoro
mMaTtepiany/peareHTy/nMpoMbKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkiin hapmakonei) - OHOBeHWIA cepTudikat
Bifl y)Xe 3aTBEP)KEHOro BUPOOHYKa - NOAAHHSA
oHoBneHoro CEP Ne R1-CEP 2003-203 - Rev 02 gnisa
A®| MmecanasunHy Bif BXe 3aTBEPIKEHOIO BUPOGHMKA
PharmaZell GmbH 3aTtBepgxeHo: R1-CEP 2003-203 -
Rev 01. 3miHu | Tuny - 3miHK 3 AKkocTi. [0TOBWMIA
nikapcbkuii 3aci6. KOHTPOb roTOBOTO NiKapCbKOro
3acoby. 3miHa y MeTogax BunpobyBaHHS roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEpPAKEHNX
MeToAax BUNPo6YBaHHS) - OHOB/IEHHS 3aTBEPAXKEHOrO
anbTepHatusHoro metoay ICP-OES ansa Bu3HayeHHA
Aiokcuay TUTaHy Ta okcuay 3anisa. bynm npoBegeHi
HeobXxiAHI aganTauii 4O CMCTeMM LLOAO TEXHIYHNX
napameTpiB Ta KaniopysaHHsA. 3MiHu | TUny - 3MiHK 3
AKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOOHULTBI. 3MiHa iMNopTepa/3aMiHN, L0 CTOCYHOThCA
BUNYCKy cepii Ta KOHTPOJIH0 SIKOCTi FOTOBOro
nikapcbkoro 3acoby (3amiHa abo AofaBaHHsA AifbHUL,
Ha SIKil 34jiICHIETLCA KOHTPO/IL/BUNPOBYBaHHS cepil) -
BBE/leHHS1 BUPOOHMKA BifnoBifa/IbHOTO 38 KOHTPO/b
AKOCTi Ta MiKPOBIO/IOTYHNI KOHTPO/Tb HECTEPUSTBHUX
npogyktis — CI'C IHcTUTYT ®peseHiyc MTv6X Im
Maiizenb 14, 65232 TayHycwTaiiH, HimeyunHa. 3miHu
| TNy - 3MiHK 3 AiKOCTi. FOTOBMIA Nikapcbkunii 3acib.
3MiHV Yy BUPOGHMUTBI. 3MiHa iMnopTepa/3MiHu, LWo
CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOJ/IH0 SKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo gofaBaHHS
OiNbHWLI, Ha AKili 34iiCHI0ETBCA
KOHTPO/b/BMNPOGYBaHHSA cepil) - BBEAEHHSA BUPOOHMKA
BiANOBIA&/IbHOIO 3a KOHTPO/Ib SKOCTi Ta
MiKpOG6ioNoriYHNIA KOHTPOIb HECTEPU/IBHIX NPOAYKTIB
— HaykoBo-gocniaHuii iHcTutyT Xennenep Mu6X Mapi-
Kiopi-LUTpacce 7, 79539 Nleppax, HimeyunHa. 3miHu |
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHK Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Wwo
CTOCYOTbCA BUMYCKY Cepii Ta KOHTPOO AKOCTI
roToBOro Nikapcbkoro 3acoby (3amiHa abo foaaBaHHSA
AOiNbHWLI, Ha SKi 3AiNCHI0ETLCS
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KOHTPO/b/BMNPOGYBaHHSA cepil) - BBEAEHHS BUPOOHMKa
BiNOBIAA/ILHOIO 3a KOHTPO/Ib SAKOCTI Ta
MiIKpPOBIONOriYHNIA KOHTPOb HECTEPWUIBHWX NPOAYKTIB
— 'BA dapma N'm6X EpHcT-Ab6e-LUTpacce 40, 89079
YnoeMm, HimeyunHa. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
[oTOBWIA NiKapCbKMii 3aci6. 3MiHU Y BUPOGHULITBI.
3MiHa iMnopTepa/3MiHK, L0 CTOCYTLCS BUMYCKY cepil
Ta KOHTPO/I0 AKOCTi FOTOBOTO NiKapCbKOro 3acoby
(3amiHa abo foaaBaHHsA AiNbHUL, Ha Akl
3[iICHIOETbCS KOHTPO/IL/BUNPOBYBaHHS cepi) -
BBe/leHHs1 BUPOGHMKa BifjNOBifa/IbHOTO 3a KOHTPO/Tb
akocTi — FBA ®apma M'm6X AHHa —CirmyHg LLTpacee,
7, 82061 Holipig, HimewunHa. 3miHum | Tuny - 3miHun 3
AKOCTi. A®I. KoHTponb A®I. 3miHa y napameTpax
cneumdikauii Ta/abo fONYCTUMUX MEX, BUSHAUEHUX Y
cneumdikauisix Ha Adl, abo BMXigHWUA/NPOMDKHWIA
NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y NPOLECi
BMPO6HMLTBA AD| (4ONOBHEHHS cneuudikauii HOBUM
NOKa3HUKOM SIKOCTi Ta BiANOBiAHUM METOAO0M
BMNPOOYBaHHS) - AONOBHEHHSA creumndikayii AdI
HOBVM MOKa3HWKOM SIKOCTi «[Managiii» Ta BignosigHUM
MeTOA0M BUNPOo6YyBaHHSA. MNMoKa3HNK BUNPOOYBaHHS
«[Managiii», Wo e cneyudivHNM A5t HOBOTO
BMpobHuka A®I - Divi's Laboratories Limited, India,
6yno gofaHo Ao cneumdikauii BupobHuka Ap. ®asnbk
®apma 'm6X, HimeyunHa. 3MiHu | Tuny - 3miHu 3
akocTi. A®l. BUpobHMUTBO. 3MiHa BUPOGHUKA
BVXifHOrO/MPOMDKHOro NPoAyKTy/peareHTy, Lo
BVKOPVCTOBYIOTLCA Y BUPOGHMYOMY npoueci Ad®l, abo
3MiHa BUPOOHMKa (BK/IHOYatoun, fe HeobxigHo, Micue
npoBefEeHHS KOHTPO/I0 AkocTi) AP (3a BigCyTHOCTI
cepTudikaTa BifgnoBiAHOCTI EBpONEiChKilt
hapmakonei y 3aTBepAxeHoOMy [0CbE)(BBEAEHHS
HOBOI AiNbHULI, e 3AiCHI0ETLCA MIKpPOHi3aLlist) -
BBE[EHHS HOBOro BMPOOHUKA, LU0 BiANOBiJaE 3a
MIKpOHi3aLjito Ajtoyoi pevoBuHY "MecanasuHy" (HoBwiA
BMpo6HUK Divi's Laboratories Limited, India) - Divi's
Laboratories Limited — Unit Il, India. 3miHu | Tuny -
3MiHn 3 aKkocTi. A®l. BupobHMLTBO. 3MiHa BUPO6HUKA
BVXifHOr0/MPOMDKHOro NpoAyKTy/peareHTy, Lo
BVKOPVCTOBYOTLCS Y BUPOGHMUYOMY npoueci Ad®l, abo
3MiHa BUPOOHMKa (BK/IHOYatoun, fe HeobxigHo, Micue
npoBefEeHHS KOHTPO/I0 skocTi) AP (3a BigCyTHOCTI
cepTudikaTa BifgnoBiaHOCTIi EBpONEiChKilt
hapmakonei y 3aTBepAxeHoOMy [0CbE)(BBEAEHHS
HOBOI AiNbHULI, e 3AiCHI0ETLCA MIKpPOHi3aLlist) -
BBEJEHHS HOBOI AiIbHUL, LLO BiAMNOBigaE 3a
MikpoHi3auito API (BupobHuuTea Erregierre S.p.A.,
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Italy) — Microchem S.r.l, Italy. 3miHu | TUnYy - 3MiHN 3

akocTi. A®l. Bupo6bHMUTBO. 3MiHa BUPOGHUKaA
BUWXifHOro/NPOMKHOro NPoAyKTy/pearenTy, Lo
BVKOPVICTOBYIOTBCS Y BUPO6HMYOMY npoueci Adl, abo
3MiHa BMPOGHMKa (BK/TOUakouu, e HeobXigHo, micue
npoBefieHHs KOHTPO/IIO AKocTi) AP (3a BigCyTHOCTI
cepTudpikaTa BigNoBiAHOCTI EBPONEChKIl
thapmakonei y 3aTBeppkeHOMY [0CbeE)(BBEEHHS
HOBOI AiNbHUL, fie 34IACHIOETLCS MIKPOHI3aLis) -
BBE/JEHHSI HOBOI Ai/IbHML, LLIO BiAMNOBIAaE 3a
MikpoHi3auito A®| (BupobHuuTBa Erregierre S.p.A.,
Italy) — [.LM.S. S.r.l, Italy. 3miHu | Tvny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. KOHTpOb rOTOBOrO
nikapcbkoro 3acoby. 3MiHa y MeToAax BUnpobyBaHHSA
rOTOBOrO J1iKapCbKOro 3acoby (iHLi 3MiHW y MeTogax
BMMNPOGYBaHb (BK/TKOYaOUM 3amiHy abo JOMOBHEHHS)) -
3aMiHa MeToAvKN BUNpobyBaHHA 13 ANs BUSHAYEHHS
YUCTOTYU Ta KifIbKICHOro BU3HaueHHs 3 BEPX Ha
YBEPX OHOBMeHO MeToAu KoHTponto 13 (pegakuiiini
3MiHM 3a NokasHukamMu «Onuc», «OAHOPIgHICTb
OAMHWLb [03yBaHHA», «Yac aesiHTerpaujii» ta
«laeHTUdikauis»), 30KpeMa BUTly4eHo onuc
«MNOKa3HWKIB cneundikauii» 3 METOK YHUKHEHHS
ny6ntoBaHHA iHopmaLii B 40CbE Ta YHidpikavi
peecTpauiiHnx Matepiasnis BUpo6GHVKa/3asBHMKa 415
ycix kpaiH EC. 3MiHu | Tuny - 3miHu 3 skocTi. FoToBWMiA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKOro
3acoby. 3miHa y MeToAax BUNpo6yBaHHS roTOBOrO
nikapcbKoro 3acoby (iHWi 3MiHM y MeToaax
BMNPOGYBaHb (BK/ItOYaouM 3amiHy abo AONOBHEHHS)) -
[ofaBaHHA OHNANH MeToAy A/17 TECTY PO3UYMHEHHS
MeToauka TecTy po3uMHEHHS AONOBHIOETLCA OHNAH
MeTofoM A5 eTany 6ydpepa, Ha LO4ATOK A0 BXe
3apEeecTpoBaHOro aBTOHOMHOro mMetogy. [lo odchnaiH
mMeToAy [0fa€eTbCsA AOAATKOBUIA KPOK 415 BUSHAYEHHS
MecasiasuHy Ha KUCNOTHIW cTagii. 3MiHu | Tuny - 3MiHu
3 AKOCTi. FoTOBMIA Nnikapcbkuii 3aci6. KoHTponb
roToBOro nikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOBYBaHHA rOTOBOrO MiKAPCbKOro 3acoby (iHLwi
3MiHM y MeTogax BUNpobyBaHb (BKOHAKUN 3aMiHy
a60 [ONOBHEHHS)) - 3MiHA MeTOoAY BU3HAYEHHS
3a/IMLLKOBMX PO3UYMHHUKIB (€TAHON) , a came
nepeHeceHHs MeToy BUNpPobyBaHHA B HOBY
razoxpomMaTtorpadiyHy cuctemy. 3miHu | Tuny - 3MiHu 3
AKOCTi. FOTOBMIA Nnikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYHOThCA
BUMYCKY Cepii Ta KOHTPO/IK0 AKOCTi FOTOBOr0

nikapcbkoro 3acoby (3amiHa abo AofgaBaHHA AifbHULL,
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

Ha SIKil 3MjICHI0ETbCA KOHTPO/IL/BUNPOBYBaHHS cepi) -
[ofilaBaHHA BUPOOGHUKIB BiANOBIAa/IbHUX 38 KOHTPO/1b
sakocTi — HHAC Nla6op [Ap. Xaycnep Mm6X
XalipeHbyprwTtpacce 33, 76297 LUTyTeHsee,
HimeuuunHa, HHAC la6op Ap. Xaycnep M6X
XaigeHbyprwTpacce 52, 76297 LUTyTeH3ee,
HimeuyunHa. 3MiHn | TURy - 3MiHM 3 sKocTi. CepTuddikat
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponelicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab60 BUy4YeHHs cepTudpikarta BignoBiAHOCTI
€Bponeiicbkiii hapmakonei: ans A®I; ana BuxigHoOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHoBeHWA cepTudikat
Bif} y)ke 3aTBEPAXEHOr0 BUPOGHMKA - NOAaHHSA
oHoBneHoro CEP R1-CEP 2003-188 - Rev 06 gna Ad|
MecasiasuHy Bif BXe 3aTBep)KeHOro B1Upo6HMKa
Chemi S.p.A. 3atBepaxeHo: R1-CEP 2003-188 - Rev
05. 3MiHn | TURYy - 3MiHK 3 aKkocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii. NMogaHHSA
HOBOro abo OHOB/EHOTO cepTudlikarta BifnoBigHOCTI
abo BunyyeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkilt hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYyKTY, Lo
BUKOPWCTOBYIOTLCS y BUPOOHNLTBI ADI; ans
[LOMOMDKHOT peYoBMHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakonei) - OHOBNEHW cepTudpikaT
Bif] y)Xe 3aTBePAKEHOr0 BUPOBHMKA - OHOBJIEHHS
3aTBepAXeHoro asibTepHatusHoro metogy ICP-OES
[N BU3HAYEHHS AioKCKAay TUTaHy Ta okcuay 3anisa.
Bynwn npoBepeHi HeobxigHI aganTavii 4o cuctemu
LLLOA0 TEXHIYHMX NapaMeTpiB Ta kanibpyBaHHA. 3MiHu |
TUny - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpo6GHUYOT
AinbHUUI (BKAOYaoum AinbHuUi ans A®l, npomixxHoro
nNpoAayKTy abo roToBOro NiKapcbkoro 3acoby, AiNbHULL
NS NPOBeEHHS NakKyBaHHS, BUPOOHUKA,
BiANOBIAA/IbHOrO 3a BMMNYCK Cepiii, MiCLie NpOBEAEHHS
KOHTPO/H0 cepii) abo nocTavanbHrKa BUXIigHOTO
martepiany, peareHTy abo AONOMDKHOT peYOBUHU
(AKLLLO 3a3HAYEHO Y JOCBE) - BUYHYEHHS CDYHKLT
anbTepHaTUBHOrO BTOPUHOTO NakyBaHHA A1
BMpO6HMKa [p. Panbk ®apma Mv6X, HimeuunHa
(3aTBEPMAXEHO: BiANOBIgabHMIA 38 BUMYCK Cepiit
KIHLLeBOro NpoayKTy Ta aibTepHaTUBHE BTOPUHHE
nakyBaHHs).
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
210. | CEAADITOH® Kpanni opasibHi, no 50 MPAT YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH O peecTpaLjiiiHuX MmaTepianis: 3MiHu | 6e3 UA/18257/01/01
MY hrakoHax "®ITOPAPM "®ITOPAPM" My - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta peuyenma
CKNAHUX Ta " thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
noniMepHux, 3 y3ara/ibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
npo6kamu- (BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
KpanesibHUUAMU, hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobw,
KpULKamm BiANOBIAA/TbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
noniMepHUMK 3 KOHTaKTHOI 0co6u 3 thapmakoHarnsay 3asBHuka ans
KOHTpOM1EM NepLUoro 3[jiicCHEHHS hapMakoHarnsgy B YKpaiHi, K0 BOHA
BigKpWTTS; no 1 BiAMiHHA Bif YNOBHOBaXEHOI 0CO6M, BiANOBIAA/IbHOI
dhnakoHy B nauuj 3a 3[jicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiH1 Y pO3MilLeHHi macTep-
thaiina cuctemmn hapmakoHarnsagy). 3miHa KOHTaKTHUX
JaHNX yNOBHOBaXeHOI 0Co6M 3asaBHMKA,
BiANOBIAaIbHOI 3a thapmakoHarnsag,. 3miHa
MicLe3HaxX0oKEHHS MacTep-chaiina cuctemm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[jiiCHEHHSI OCHOBHOI [iA/IbHOCTI 3 chapMakoHarisay.
211. | CEAADITOH® Kancysnu, no 6 kancyn MPAT YkpaiHa BiANoBigaIbHNI 3a YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 6e3 UA/4826/02/01
DOPTE y 6nicTtepi; no 2 a6o 4, | "®ITOPAPM BMPOBGHULITBO, TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peuyenma
abo 8 bnicTepis y " nepBrHHE/BTOPVH 3MiHn y BUPO6HMLTBI. 3amiHa abo BBeAEHHS

nauuj; no 30 kancyny
KOHTeMHepi 3 KPULLKOHO
3 KOHTPOJIEM NEPLLOro

He nakyBaHHs,
KOHTPO/b AKOCTI
Ta BUNycK cepii:

[04aTKOBOI Ai/TbHUL BUPOGHMLTBA A1 YacTUHM abo
BCbOr0 BMPOBGHMYOro NPOLECY FOTOBOIO JiKAPCLKOro
3ac06y (AinbHYLA, Ha K NPoBOAATLCA Oy Ab-SKi

BigKpMTTA, no 1 MPAT BMPOGHWYI CTaAji, 3a BUHATKOM BUMYCKY Cepii,
KOHTeliHepy B nauLli "®PITODAPM", KOHTPO/I0 SIKOCTi, NEPBUHHOIO Ta BTOPUHHOIO
YKpaiHa, nakyBaHHs, 419 HECTEPWU/TbHUX NiKapCbknX 3acobiB)

BignoBiganbHWi1 3a

BMPOBGHULITBO,

nepBrHHE/BTOPVH

He nakyBaHHA,

KOHTPO/1b AKOCTI:

CynyTHS 3MiHa - 3MiHW 3 AKOCTi. F0TOBWIA NiKapCbKMiA
3aci6. 3MiHM y BUPOGHULTBI. 3aMiHa abo BBeAEHHS
[04aTKOBOI fiTbHUL BUPOGHMLTBA A1 YacTUHN abo
BCbOr0 BMPOOGHMYOrO NPoLEecy roToBOro Nikapcbkoro
3aco6y (4ibHUUA 419 BTOPUHHOMO NakyBaHHS) - 3MiHU

MAT "BitamiHn", 3 AKOCTi. FoTOBWIA NikapCbkuii 3aci6. 3MiHN y
YkpaiHa; BMPOGHMLTBI. 3amiHa abo BBeAEHHS J0AaTKOBOI
BiANoBigabHUIA 3a OiNbHWLI BUPOGHMLTBA /151 YaCTUHM ab0 BCbOro
BMPOBGHULTBO, BMPOBHMYOro NPoLEeCy roTOBOrO JliKapCbKOro 3acoby
nepBrHHE/BTOPVH (AiNbHUUSA ANS NEPBMHHOIO NakyBaHHS) BBEAEHHS

He nakyBaHHs Ta

KOHTPO/b AKOCTI:

AT "ly6Hndhapm",
YKpaiHa

[04aTKoBOT BUPOGHUYOT AinbHuL AT "/ly6Hudapm”,
YkpaiHa, BignosiganbHoi 3a BUPOGHMLTBO,
nepBUHHE/BTOPMHHE NaKyBaHHA iKapCbKOro 3acoby.
BignosigansHumM 3a Bunyck cepii 3anuwaetbcs MNPAT
"OITOPAPM".
3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWI NikapCbKWii
3aci6. 3MiHM y BUPO6HUMLTBI. 3MiHa iMnopTepa/3miHu,
LLIO CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOJIKO SKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo gofaBaHHS
OiNbHWLI, Ha AKili 34ilicHI0ETbCA
KOHTPONb/BMNPO6YBaHHSA cepii)
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

BBE/EHHS 40AATKOBOI BUPOOHWNYOI AinsHui AT
"Nly6Hudpapm”, YkpaiHa BiAnoBifanbHOI 3a KOHTPO/b
akocTi 3.
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKWii
3aci6. KoHTposib roToBOro NikapcbKoro 3acoby (iHLi
3MiHM) 3MiHW B cneuudikauii 13: "laeHTudikauia”,
"MikpobionoriyHa uncrota”, "KinbkicHe BU3Ha4YeHHs" -
peakuiiiHi npaBky; "Po3nafaHHs" - NoCUIaHHS Ha
TecT A idy*, 2.9.1 3aMiHEHO NOCWUIaHHAM Ha BECb
po3ain AdY*, 2.9.1. 3MiHu B MeToAax KoHTposo /13:
"Mikpob6ionoriyHa unctora”, "KinbkicHe BU3HaYEHHS.
®naBoHOIAN, B NepepaxyHKy Ha rineposung” -
peakuiiHi npasky; "Po3nagaHHs" - noCuIaHHS Ha
TecT A dy*, 2.9.1 3aMiHEHO NOCWUIaHHAM Ha BECb
po3gin AdY*, 2.9.1; "KinbkicHe BU3HAa4YeHHS. OpraHiyHi
KMCNOTK, B MepepaxyHKy Ha i30BasiepiaHoBy KMCIOTY" -
BHECEHO YTOUHEHHS [0 (hOpMYIM PO3PaxyHKy Ta
pefakLiiiHi npaBku. 3MiHu | TUMY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa y
cknagi (4ONOMIKHUX peqyoBMHax) roTOBOrO JikapCbKoro
3acoby (cMakoBi f06aBKn abo 6apBHUKN) -
[JlofasaHHs, BUTyYeHHs abo 3aMiHa - BHECEHHS
yTouHeHHsA Ao MKSA /13 B cknagi 060/10HKM Kancynu
6apBHUKa: 3asi3a okcug, xoBTUili (E 172) 3aMiHeHO Ha
3as1i3a okcng, vyopHuii (E 172) — npuBedeHHs cknagy
060/10HKM Y BIAMNOBIAHICTb 3 HOPMATUBHUMU
OoKymeHTamu BUpo6HuKa Capsugel, benbrist. 3minm |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
3MiHV Yy BUPOOHMLTBI. 3MiHW Y NpoLeci BUPOGHULITBA
rOTOBOrO J1iKapCbKOro 3acoby, BK/OUaoUM NPOMIXHWIA
MPOAYKT, L0 3aCTOCOBYETHCA NPU BUPOOHNLTBI
roTOBOrO JIiKapCbKOro 3acoby (He3HayHa 3miHa y
npoueci BUPOOHULITBA) HE3HAYHI 3MiHW B NpoLeci
BMPOGHMLITBA rOTOBOTO /1iKapCbKOro 3acoby (3MiHEHO
OnunC TEXHOJOTIYHNX CTagili BUPO6HUYOro npoecy)
3MiHn |l Tuny - 3MiHK 3 akocTi. A®l. Bupo6HMUTBO.
3MiHa BUPOGHYVKa BUXiAHOTO/MPOMIXXHOrO
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYOTLCS Y
BMPOGHMYOMY npoLieci A®I, abo 3miHa BUPOGHMKaA
(BKntOvaroUn, ae HeobxigHO, MicLe NPOBeAEHHS
KOHTpO/t0 sKOCTI) AP (3a BigCYTHOCTI cepTudikaTa
BiNOBIgHOCTI E€Bponelickkill hapmakonei y
3aTBEPAKEHOMY [0ChE)(BBEAEHHS HOBOTO BUPOGHUKA
A®I 3 HagaHHAM MacTep-thaiina Ha A®l) BBeAEHHSA
[04aTKOBOro BUpo6HUka A®| BanepiaHu KopeHesuLL, 3
KOPEeHsIMK eKCTpakTy ryctoro - AT "/ly6Hudpapm",
YkpaiHa. 3MiHu Il Tuny - 3miHu 3 gKocTi. API.
Brpo6HMUTBO. 3MiHa BUPOOHUKA
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

BVXifHOrO/MPOMDKHOro NpPoAyKTy/peareHTy, Lo
BVKOPVCTOBYIOTLCS Y BUPOGHMYOMY npoueci Ad®l, abo
3MiHa BUPOOHMKa (BK/IHOYatoun, fe HeobxigHo, Micue

npoBefeHHS KOHTPO/TO skocTi) AP (3a BigCyTHOCTI
cepTudikaTa BifgnoBiAHOCTI EBpONEiChKilt
hapmakonei y 3aTBepAxeHOMy [OCbE)(BBEAEHHS
HOBOro BMpo6HMKa APl 3 HagaHHAM MacTep-chaiina Ha
A®l) BBEEHHSA 104ATKOBOro BUpO6HMKa AD|
MycTupHMKa TpaBn ekcTpakTy ryctoro — AT
"Nly6Hnchapm"”, YkpaiHa. 3miHu Il Trny - 3MiHW 3 AKOCTI.
A®l. BUpo6HMLTBO. 3MiHa BUPOGHMKA

BUWXifHOro/NPOMKHOro NPoAyKTy/pearenTy, Lo
BVKOPVICTOBYIOTBCS Y BUPO6HMYOMY npoueci Adl, abo
3MiHa BMPOGHMKa (BK/TOUakouu, e HeobXigHo, micue

NpoBefieHHs KOHTPO/IIO AKocTi) AP (3a BigCyTHOCTI
cepTudpikaTa BignNoBiAHOCTI EBPONEChKIl
thapmakonei y 3aTBeppkeHOMY 0Cbe)(BBEEHHS
HOBOro BMpo6HuKa A®| 3 HagaHHSAM MacTep-chalina Ha
A®l) BBegeHHA gopatkoBoro BupobHuka A®I Mnopgy
NAoAiB eKCTpakTy rycroro - AT "Jly6Hudapm”,
YkpaiHa.

212.

CUH®TIOPUKC
™ BAKLIMHA
ans
MPO®INAKTUK
n
MHEBMOKOKO
BOI IHOEKLJT
(MONICAXAPU
OHWIA
AHTUIEH) TA
HETUMOBAHOI
FEMO®I/TIbHOI
IHPEKLY,
KOH’HOrOBAH
A,
ALCOPEOBAH
A

cycneHsis ons
iH'ekuiii; no 1 posi (0,5
MJ1) cycneHsii gns
iH'eKUili y monepeaHbo
HanoBHEHOMY
CKNSHOMY LUNpUL Y
KOMMNEKTi 3 OAHIED
ronkoto abo 3 Asoma
roskamu Ta 6e3 ronok;
1 nonepeAHLO
HanoBHEHWI WwnpuL, 3
ronkoto abo gsoma
ronkamu, abo 6e3
ronok y
iHauBigyanbHOMY
repMeTuyHo
3anakoBaHoOMy
n1acTKoBOMy
KOHTeliHepi; no 1
naacTKoBOMy
KOHTEliHepy y
KapTOHHI Kopo6Lj; no
1 posi (0,5 mn)
cycnensii ns iH'exuin
y nonepegHL0
HanoBHEHOMY

nakcoCmit
Knsidn
Ekcnopt
NimiTen

Benuka
BpuTaHis

nakcoCmiTKnsiiH
Bionoaxikans C.A.

Benbris

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
My - 3MiHKU 3 AKOCTi. A®l. KoHTposb A®I. 3miHa y
mMeTofax BunpobysaHHs A®| abo BUXigHOro
mMarepiany/NpoMiXXHOTO NPoAyKTy/peareHTy, Lo
BYKOPUCTOBYETLCA Y npoLeci BUpo6bHuuTBa A®I (iHLWi
3MiHW) MpuBefeHHs peecTpauiiHoro f4OCbe y
BiAMNOBIAHICTb 3 BUPOOHNYOI NPaKTUKOIO L0A0
KOHTPO/0 Y NPOLEeCi BUPOOHMLTBA NMPOMDKHUX
npoaykTis koH'toratis PS6B-PD Tta PS23F-PD, a came:
BBeAEeHHS BUNpobyBaHHA Polysaccharid content by
resorcinol ik MOHITOPUHT TECT Ha cTagil KoH'torauii.

3a
peyenmom

UA/15363/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
CK/IAHOMY LINpUL; Mo
10 wnpwuis 3 10
ronkamun a6o 6es
ronoK y
iHAVBIAYaNTbHUX
repmMeT1yHO
3anakoBaHux
NAacTUKoBUX
KOHTelHepax y
KapTOHHI Kopo6Lj; Mo
1 posi (0,5 mn)
cycneHsii ans iH'exuji
Yy MOHOZ,030BOMY
CKNAHOMY (p/1aKOoHi; no
1, 10 a6o 100
(h/1aKOHIB Yy KapPTOHHIi
Kopo6ui; no 2 gosu (1
MJ1) cycneHsii ansa
iH'exuin y
MyNbTUL,030BOMY
dnakoHi; no 100
(h/1aKOHIB Yy KapPTOHHIi
Kopobui
213. | CNA3MIN-M Tabnetku; no 10 AT Bonrapis BUPOOHULTBO Bonrapis BHECEHHS 3MiH [0 peecTpaviiHnx maTtepiasis: 3MiHn | 6e3 UA/9012/01/01
Tabnetok y 6nictepi; "Codcpapma" Hepo3dacoBaHoi TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenma
no 2 6nictepu B npoaykuii, thapmakoHarnagy. BeegeHHs abo 3miHn fo
KapTOHHIM nayui nepBuHHa Ta y3arasibHeHVX AaHux Npo cuctemy hapmakoHarnsgy
BTOPVHHA (BBEAEHHSA y3araslbHEHNX AaHUX NPo cucTemy
ynakoska: AT thapmMakoHarnagy, 3mMiHa ynoBHOBaXXeHO! ocobw,
«®dapmaueBTUYHI BiANOBIAaUIbHOI 3a 34iiCHEHHA hapmakoHarnsay;
3asoan Minse», KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa gns
Bonrapisi; fo3Bin 3iiCHEeHHs1 chapMakoHarnaay B YkpaiHi, sKILO BOHaA
Ha BUMYCK Cepii: BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
AT "Codpapma”, 3a 3AjiicHeHHs hapMakoHaraay (Bkiyatum
Bonrapis KOHTaKTHi fiaHi) Ta/abo 3MiHW y PO3MiLLLeHHI MacTep-
thaiina cuctemu thapmakoHarnsgy) 3mMiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3as1BHNIKA,
BiANOBIAa/IbHOT 3a hapmakoHarnsag,. 3MiHa KOHTaKTHUX
LaHNX KOHTaKTHOT 0CO6M 3asiBHYMKA, BignoBiAaIbHOI 3a
hapmakoHarnag B YkpaiHi. 3miHa MicLe3HaxomKeHHs
MacTep-aiina cuctemu chapmakoHarnisgy. 3MiHa
MiCLS 34iACHEHHS OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy.
214. | CNUPT po3unH 70 %; no 100 TOB Ykpaina TOB "MEONNIEB" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/17310/01/01
ETUNOBWIA MY dhnakoHax "MEOJIEB" TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom
70% CKNsAHMX; no 10 ny

KaHicTpax noniMmepHnx

thapmakoHarnsigy. BeegeHHs a6o 3MiHu go
y3aras/lbHeHVX faHux Npo cucTemy hapmakoHarnsgy
(BBEAEHHS y3ara/lbHEHNX aHUX NPo CUCTEMY
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep

peecmpayiliHo2o

nocsio4YeHHs

hapmakoHarnsgy, 3MmiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHA hapMmakoHarnsay;
KOHTaKTHOI 0CO6YM 3 thapmakoHarnsagy 3asBHuka ans
3piicHeHHs hapMakoHarnisgy B YkpaiHi, KO0 BOHA
BiMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI
3a 34ilicHeHHs thapmakoHarnsay (Bkivaoum
KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MiLLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOI 0CO6U 3aABHMKA, BigNoBigasibHOI 3a
hapmakoHarnsg,.

[Oitoua pepakuin: 3yesa CsiTnaHa BacunisHa.
MponoHoBaHa pepakuis: 3iHoa Knasgis BikTopiBHa.
3MiHa KOHTaKTHMX AaHNX YNOBHOBaXKEHOT 0CO6U
3asBHVIKa, BigNoBigaibHOI 3a (hapMakoHarnsag. 3miHa
MicLe3HaxX0MKeHHs MacTep-chaiina cuctemm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3 chapMakoHarisay.

215.

cnnPT .
MYPALUNHN

po3unH ans
30BHiLLIHbOIO
3aCTOCYBaHHS,
cnmpToBuii, o 50 mn
y doiakoHax CKISHUX
abo nonimMepHux

MPAT
"OITOPAPM

Ykpaina

MPAT
"OITOPAPM"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu |
TUny - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo aapecy 3asiBHVKA (BlacHMKa peecTpaviliHoro
NocBiAYEHHSR) 3MiHA agpecH 3asBHVKa. 3MiHW BHECEHI
B po3ain "Micue3HaxomKeHHs 3asBHNKA" B iIHCTPYKLHO
AN MeAMYHOro 3acTocyBaHHA NikapCbKoro 3acoby y
3B'A3KY 3 YTOYHEHHSAM afpecy 3asiBHMKa.
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB micns
3aTBEPAKEHHS.

6e3
peyenma

nionsieae

UA/7968/01/01

216.

cnnPT .
MYPALUNHN

PO3UUH HaLLKIPHWiA
CNMpTOBMWIA; Mo 50 mn,
100 mn y chnakoHax
CKSAHNX

TOB
"MEONNEB"

Ykpaina

TOB "MEJJ/IEB"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiHux matepiasnis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn fo
y3arasibHeHVX AaHux Npo cuctemy papmakoHarnsgy
(BBEEHHSA y3arasibHEHUX JaHMX MPo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobw,
BiANOBiga/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6M 3 thapMakoHarnsay 3asBHuKa gns
3[jiicCHEHHS hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarun
KOHTaKTHi fiaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
thaiina cuctemmn chapmakoHarisgy) 3miHa
YMOBHOBaXEHOI 0C06Y 3a8BHWKA, BiANOBifabHOT 3a
hapmakoHarnag,.

[Litoua pepakuisn: 3yesa CsiTnaHa BacunisHa.
MponoHoBaHa pepakuin: 3iHoBa Knasgais BikTopiBHa.
3MiHa KOHTaKTHUX faHWUX YNOBHOBaXEHOT 0cObun
3asBHVKa, BignosiganbHOT 3a hapmakoHarnsag,. 3miHa
MicLie3HaxoMKeHHs MacTep-ghaiina cuctemu
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[jiACHEHHs1 OCHOBHOI AisSiNIbHOCTI 3 dhapmakoHariagy.

rno 50 ms —
6e3
peyenma;
rno 100 msa —
3a
peyenmom

UA/17385/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

217.

CTEPOKOPT®

Kpem 0,1 % no15ry
Ty6i; no 1 Ty6i y nauui
3 KapTOHY

MPAT
"®ITOPAPM

YkpaiHa

MPAT
"OITOPAPM"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasis: 3MiHu |
My - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn go
y3ara/ibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobw,
BiANOBIAA/TbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsay 3asBHuka ans
3ailicHeHHA hapMakoHarnsgy B YKpaiHi, SKLL0 BoHa
BiAMiHHA Bif YNOBHOBaXEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3[jicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiH1 Y pO3MilLeHHi macTep-
thaiina cuctemu chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3asBHNIKA,
BiANOBIAaIbHOI 3a thapmakoHarnsag,. 3miHa
MicLe3HaxX0oKEHHS MacTep-chaiina cuctemm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[jiiCHEHHSI OCHOBHOI [iA/IbHOCTI 3 chapMakoHarisay.

6e3
peuyenma

UA/7784/01/01

218.

Cymil ans
IHFTANAUIN

po34nH no 40 mny
dhnakoHax

MPAT
"®ITOPAPM

YKpaiHa

MPAT
"OITOPAPM"

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn go
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3aralbHEHNX AaHUX NPo cucTemy
hapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/TbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapmakoHarnsay 3asBHuka ans
3[ificHEHHs hapmakoHarnsgy B YkpaiHi, KO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6MU, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MilLeHHi macTep-
thaiina cuctemu chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3as1BHNIKA,
BiANOBIAabHOI 3a thapmakoHarnsag,. 3miHa
MicLe3HaxX0opKEHHS MacTep-chaiina cuctemm
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3/ ACHEHHS1 OCHOBHOI AisSNIbHOCTI 3 dhapmakoHariagy.

6e3
peuyenma

UA/0272/01/01

219.

TABEKC®

TabneTku, BKPUTI
060/10HKO, N0 1,5 Mr
no 20 TabneTok y
6nictepi; no 5
6nicTepiB y KAPTOHHIi
nauu,i

AT
"Codpapma”

Bonrapis

AT "Cothapma”,
Bonrapis
(BMpPOGHMLTBO
Hepo3dacoBaHoT
npoayKuii,
nepBuHHa
ynakoBka abo
BMPOBHULTBO 3a
MOBHWM LMK/IOM);

Bonrapis/
YKpaiHa

BHECEHHS 3MiH IO peecTpaLjiiiHuX MmaTepianis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3amiHn o
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0cOo6U 3 thapMakoHarnsay 3asBHUKa ans
3fjiicHeHHs hapMakoHarnsgy B YkpaiHi, KO BOHA

AT "BITAMIHA", BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
Ykpaina 3a 3fjiicHeHHs1 hapMakoHarnaay (Bkiyarum
(BTOpUHHA KOHTaKTHI AaHi) Ta/abo 3MiH1 y pO3MilLeHHi MacTep-

6e3
peyenma

UA/2537/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
ynakoBka, [,03BiN thaiina cuctemmn chapmakoHarnsagy). 3miHa KOHTaKTHUX
Ha BUNycK cepir) [aHnX YNOBHOB&XEHOT 0COOU 3asBHUKA,
BiANOBiAaNbHOI 3a thapmakoHarnsAg,. 3mMiHa KOHTaKTHUX
[aHNX KOHTaKTHOT 0CO6M 3asiBHMKA, BignoBiAa/IbHOI 3a
hapMakoHarnsag B YkpaiHi.
3MiHa MicLe3HaxomKeHHA MacTep-thalina cuctemm
thapmakoHarnagy. 3MiHa Micus 34ilACHEHHST OCHOBHOT
AiSNIbHOCTI 3 chapmakoHarniagy.
220. | TABEKC® TabneTku, BKPUTI AT Bonrapis AT "Codcpapma" Bonrapis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepiasis: 3MiHu | - UA/13201/01/01
o6ornoHkoto, no 1,5 mr; | "Cocpapma” TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta
in bulk Ne 5400: no 20 thapmakoHarnagy. BeegeHHs abo 3amiHn fo
TabneTtok y 6nicrepi; y3araslbHeHUX faHux Npo cuctemy chapmakoHarnsgy
no 270 6nicTepiB y (BBEAEHHS y3araslbHEHUX AaHWX NMPO cUcCTemy
noninponineHoBii thapmMakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0ocobw,
Kopoo6Li BiANOBIAaUIbHOI 3a 34iiCHEHHA hapmakoHarnsay;
KOHTaKTHOI 0cO6U 3 thapMakoHarnsay 3asBHUKa gns
3pjiicHEHHs chapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyatoum
KOHTaKTHi fiaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
dhaiina cuctemmn thapmakoHarnsagy). 3miHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3asBHNIKA,
BiANOBIAa/IbHOT 3a hapmakoHarnsas,. 3MiHa KOHTaKTHUX
LaHNX KOHTaKTHOT 0CO6M 3asiBHYMKA, BignoBiAabHOI 3a
thapmakoHarnag B Ykpaii.
3MiHa MicLe3HaxoMkeHHs MacTep-haiina cucremu
hapmakoHarnsgy. 3miHa Micusi 34iliCHEHHS1 OCHOBHOT
AiSNbHOCTI 3 hapmakoHarasgy.
221. | TBIHPUKC™ cycneHsisi gns iH'ekuiid, | FnakcoCmiT Benuvka nakcoCmiTKnsiAH Benbris BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu | 3a UA/13056/01/01
BAKUWHA ANA | (1 mn/go3sy); no 1 aosi Knsiix BputaHis Bionogxikans C.A. TUMy - 3MiHY 3 AKOCTi. [OTOBWIA Nikapcbkuin 3aci6. peyenmom
MPO®INAKTUK | (1 mn/posy)y Ekcnopt 3MiHU Yy BUPOGHMLTBI. 3MiHU BUNpobyBaHb abo
N TENATUTIB nonepeaHL0 Nimiten L0NyCTUMUX MEX, BCTAHOBJ/IEHVX Y cneumdikalisx, nig
A HanoBHEHOMY LUNPUL Yyac BMPOOGHULTBA FOTOBOrO NiKapCbKOoro 3acoby (iHLwi
(IHAKTUBOBA Ne 1y KomnnekTi 3 3MiHM). JJogaBaHHs BUNPOGYBaHHSA NepeBipKu
HA) 1B rO/IKO0 LinicHocTi 3akpuTTs KoHTeliHepa (Container Closure
(AACOPBOBA Integrity Test (CCIT)) sk TECT NPUIAHATTSA PiLLEHHSN
HA) wogo skocti (Quality Decision test) nig yac
MiXonepawiiHoro KOHTPOs0. BHeCEHHs peaakuiliHmX
npasok Ao po3ginis 3.2.P.3.3, 3.2.P.3.4.
222. | TEBATPACTUA PO34UH NS iH'EKLIA TOB "TeBa Ykpaina 3AT TeBa banTikc, Nutsa/ BHECEHHS 3MiH 1O peecTpaLjiiiHiX maTepianis: 3MiHu | 3a UA/15237/01/02
M abo iHdpysili no 48 MnH YkpaiHa" Nutea (KoHTpOnb I3painb TUny - 3MiHu 3 akocTi. A®l. BupobHuuTBo. 3miHa peyenmom

MO/0,8 mn; no 0,8 mn
(48 mnH MO) B
CKIAHOMY LUMPUL
O/IHOPa30BOro
BUKOPWCTaHHS 3
nepmMaHeHTHO
NPYELHAHOLO TO/IKOK0

SIKOCTi); TeBa
$apmaueBTikan
IHpacTpis N14.,

I13painb
(BMpOGHMLTBO 3a
MOBHUM LIMK/TOM)

BMPOGHMKA BMXiAHOTO/MPOMIXXHOrO NPoAyKTYy/peareHTy,
1110 BUKOPUCTOBYHOTLCS Y BUPOOHUYOMY npoueci AdI,
ab0o 3miHa BUpo6HYKa (BKIOYaKoun, ge HeobxiaHo,
MicLie MPOBeAEHHS KOHTPOSTO SIKOCTi) AdI (3a
BiICYTHOCTI cepTucpikaTa BiANOBIAHOCTI EBPONEiChKili
hapmakonel y 3aTBepKeHOMY [OCbE)(HOBa Ai/IbHALSA
0151 36epiraHHs F0N10BHOrO 6aHKy KNiTUH Ta/abo
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Ta 3aX1CHUM Po6ounx 6aHKiB KNiTH) ogaBaHHA kommnaHii BioKryo
KoBMaykoMm, 3 abo 6e3 GmbH, HimeuunHa, B AKOCTi a/ibTepHaTUBHOT
npucTpoto Ans AinbHULI, BiANOBIAaUIbHOI 3a 36epiraHHA OCHOBHOIO
6e3MneyHoro BBeAeHHS 6aHKy KMiTUH Ta pobounx 6aHkiB KNiTUH doinrpactumy
Ta 3anobiraHHsa (Zinzinger Str. 34, 66117 Saarbrucken, Germany).
nopaHeHb rosikor uu TakoX BHOCATbCA He3HAYHI pefaKLiliHi OHOBMEHHS B
NOBTOPHOrO po3ainu 3.2.S.2.1. BupobHuk(n) Ta 3.2.S.2.3.
BUKOPWUCTaHHS; no 1 KoHTponb matepianis.
LUNPUWLY Y KAPTOHHIl
Kopo6ui
223. | TEBATPACTU PO3YUH ANS iH'EKLI TOB "TeBa Ykpaina 3AT TeBa banTikc, Nutea/ BHECEHHS 3MiH 10 peecTpaLjiiiHix maTepianis: 3MiHu | 3a UA/15237/01/01
M ab0 iHdysiin no 30 MaH Ykpaina" NutBa (KoHTpO/b I3painb Tuny - 3MiHn 3 akocTi. A®l. BupobHuuTeo. 3miHa peyenmom
MO/0,5 mn; no 0,5 mn akocTi); TeBa BMPOGHMKA BUXIAHOr0/NPOMDKHOrO NPOAYKTY/peareHTy,
(30 mnH MO) B dapmaueBTikan LLIO0 BUKOPUCTOBYHOTLCS Y BUPO6HMYOMY npoueci AdI,
CKNSIHOMY LUNPUL IHgacTpi3 /T4,, abo 3MiHa BMPOOHUKa (BK/THOYatoun, e HeobxigHo,
0iHOPa30BOro I13painb MicLie NpoBeaeHHs KOHTposo skocTi) APl (3a
BUKOPUCTaHHSA 3 (BUPOBHMLTBO 3a BiICYTHOCTI cepTucpikaTa BiANOBIAHOCTI EBPONEiChKIli
nepmMaHeHTHO NOBHUM LK/IOM) hapmakonei y 3aTBepiXeHOMY [OCbE)(HOBa AiIbHNALA
NpUESHAHOI0 rO/IKOH Ans 36epiraHHs Fon10BHOro 6aHKy KNiTMH Ta/abo
Ta 3axXMCHUM Po6ouunx 6aHKiB KNITUH) ofjaBaHHA koMmnaHii BioKryo
KOBMaykoMm, 3 abo 6e3 GmbH, HimeuunHa, B SKOCTi a/ibTepHATUBHOI
npucTpoto Ans AinbHUUI, BiAMNOBIfa/IbHOT 3a 36epiraHHA OCHOBHOIO
6e3neyHoro BBeeHHs 6aHKy KNiTUH Ta pobo4mx 6aHKiB KNITUH inrpactumy
Ta 3anobiraHHs (Zinzinger Str. 34, 66117 Saarbrucken, Germany).
ropaHeHb roJIKo un Tako BHOCATLCA He3HAYHi pefakLiliHi OHOB/IEHHA B
NOBTOPHOIO po3ainu 3.2.S.2.1. BupobHuk(n) Ta 3.2.5.2.3.
BVKOPUCTAHHS; no 1 KoHTponb maTepianis.
LUNPULY Y KapTOHHIi
Kopobui
224. | TPIBECTAH TabneTkun, BKPUTI AT Bonrapis AT "Codhapma”, Bonrapis/ BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepiasis: 3MiHu | 6e3 UA/4050/01/01
o6osoHKot, no 250 mr | “"Cocpapma” Bonrapis YkpaiHa TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenma
no 10 tabnetok y (BUpOGHMLTBO thapmakoHarnagy. BeegeHHs abo 3amiHn fo
6nictepi, no 6 Hepo3cacoBaHol y3arasibHeHVX AaHux Npo cuctemy papmakoHarnsgy
6nicTepiB y KAPTOHHIi npoaykuir, (BBEAEHHSA y3ara/lbHEHNX AaHUX npo cuctemy
nauui nepBuHHA hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! ocobu,

ynakoBka abo

BMPOGHMLITBO 3a
NOBHUM LMK/IOM);
AT "BITAMIHW",

YKpaiHa
(BTOpUHHA

ynakoBka, f,03BiN

Ha BUNycK cepir)

Bi4NOBiga/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6u 3 thapMakoHarnsay 3asBHuKa gns
3[jiicHEHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHa Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI

3a 3AjiicHeHHs hapMakoHaraay (Bkiyarun
KOHTaKTHi fiaHi) Ta/abo 3MiHM y PO3MilLLLeHHI macTep-
dhaiina cuctemun chapmakoHarnsagy). 3miHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3as1BHNIKA,
BiANOBIA&/IbHOT 3a hapmakoHarnsag,. 3MiHa KOHTaKTHUX
LaHNX KOHTaKTHOT 0CO6M 3asiBHYMKA, BignoBiAa/IbHOT 3a
thapmakoHarnag B YkpaiHi. 3MiHa MicLe3HaxoKeHHsA
MacTep-alina cuctemu dhapmakoHarnisgy. 3MiHa
MiCLS 34iICHEHHA OCHOBHOI AiffIbHOCTI 3
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
dhapmakoHarnsgy.
225. | TPIBECTAH TabneTku, BKPUTI AT Bonrapis AT "Codghapma” Bonrapis BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | - UA/13251/01/01
060/10HKO, Mo 250 mr | "Codpapma” TMny - 3MiHKM Woao 6e3nekn/edeKTUBHOCTI Ta
in bulk Ne 1590: no 10 thapmakoHarnsgy. BeegeHHs abo 3miHv o
Tabnetok y 6nictepi; y3araslbHeHUX faHux Npo cuctemy chapmakoHarnsgy
no 159 6nictepiB y (BBEAEHHSA y3ara/IbHEHNX AaHUX MPO cUcTemy
noninponineHoBii hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
Kopo6ui; in bulk Ne BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
1620: no 10 TabneTok KOHTaKTHOI 0Co6YM 3 thapmakoHarnsagy 3asiBHuka anas
y 6nicTepi; no 162 3piicHeHHs hapMakoHarnsgy B YkpaiHi, KO0 BOHA
6nictepn y BigMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI
noninponisieHoB.in 3a 34iicHeHHs hapmakoHarnsgy (Bkaoyarum
Kopo6ui; in bulk Ne KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
1650: no 10 TabneTok thaiina cuctemun hapmakoHarnsgy). 3MmiHa KOHTaKTHUX
y 6nictepi; no 165 [aHnX YNOBHOB&XEHOI 0CO6M 3asBHNKa,
6nictepiB y BiANOBiAaNbHOI 3a hapmakoHarnAg. 3mMiHa KOHTaKTHUX
noninponineHoBii [aHNX KOHTaKTHOI 0co6u 3asiBHMKA, BiAnoBiAabHOT 3a
Kopoo6Li hapmakoHarnsg B YkpaiHi. 3miHa mMicLe3HaxomKeHHs
mMacTep-caiina cuctemu dpapmakoHarnisgy. 3MiHa
MicLS 34iACHEHHS OCHOBHOI AisifIbHOCTI 3
hapmakoHarnsgy.
226. | TPIO®POPTE® Kancynu, no 6 kancyn MPAT Ykpaina MPAT YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 6e3 UA/2317/02/01
y 6nictepi no 1 abo 2 "®ITODPAPM "OITODAPM" My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuyenma
6nictepu B nauuj 3 " thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
KapToHYy y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsagy
(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa ans
3fjiicHeHHs chapmakoHarnsgy B YkpaiHi, KO0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3a 3fjiicHeHHs1 hapMakoHarnaay (BkiYarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3asiBHYIKA,
BiANOBiAaIbHOI 3a thapmakoHarnsag,. 3miHa
MicLie3HaxoMKeHHs MacTep-ghaiina cuctemu
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[jiACHEHHs1 OCHOBHOI AisSiNIbHOCTI 3 dhapmakoHariagy.
227. | T-CENT® Tabnetku ons Awmaxkca T4 Benuka AICIEH MNonbda MonbLia BHECEHHS 3MiH 1O peecTpaLjiiiHiX maTepianis: 3MiHu | 6e3 UA/13494/01/01
PO3CMOKTYBaHHs no 3 BputaHis Xewys Ec.Ei. ™My - 3MiHK 3 SIKOCTi. FOTOBWUIA Nnikapcbkuii 3aci6. peyenma

Mmr no 10 TabneTok y

6nictepi; no 1 abo 2

6nicTEPY Y KApPTOHHIl
Kopoo6ui

KOHTpPO/Ib FOTOBOIO /liKapCbKOro 3acoby. 3MiHa
napameTpiB cneyudikauii Ta/abo AoNyCTUMUX MEX
roTOBOrO /iKapCbkoro 3acoby (iHLWi 3MiHK) 3MiHa Y
Cneuucpikauii /13 3a NokasHNKOM «CynyTHi SOMILLIKM»
3 BiANOBIAHUM METOAOM BUNPOGYBaHHS — Yy 3B’AI3KY 3
npusefeHHsAM npodinto gomiwok APl y BignosigHICTL
00 B1MOr moHorpadii Benzydamine hydrochloride EP.
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3acoby

ynakoska)

3asiBHUKa

BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep

peecmpayiliHo2o

nocsio4YeHHs

228.

TYPYCON®

pO34uH ANs ipurauii

TOB "tOpis-

YKpaiHa

TOB "tOpis-®apm”

YkpaiHa

BHeceHo pepgakuiiiHi 3mMiHn go crneuudikauii 113
NpoTAroM TepMiHy NPUMAATHOCTI, a caMe A04aHo
NPUMITKM LLOAO YacTOTW NPOBEAEHHS BUNPOOYBaHb

B po3aini 3.2.P.8. Po3ginu «Onuc*», «CepeaHs
mMaca*», «CynpoBigHi JOMILLKN*», «PO3YNHEHHA*»,
«KinbkicHe BU3aH4YeHHs1 6eH3ngamiHy rigpoxaopuay B
1 Tabnetui*», «MikpobionoriuHa unctoTa*#»
(*napameTpw, L0 NepeBipsATLECA Nifg Yac
OOCnimKeHHs cTabinbHOCTI; #napameTpu, Wwo
nepeBipsATLCA Ha NoYaTky i B KiHLi AOCNiLXeHb
CTabiNbHOCTI). BBEAEHHSA 3MiH NPOTAroM 6-Tn MicALiB
nicns 3atBepgkKeHHs. 3MiHn | Tuny - 3MiHN 3 SKOCTiI.
CepTudpikat BignosigHocTi/lE-cepTudpikat
BiANOBIAHOCTI €Bponelickkili hapmakonei/MoHorpadii.
MoaaHHA HOBOro abo OHOBMIEHOroO cepTudikaTa
BiANOBIAHOCTI ab0 BUYyYEHHS cepTudikata
BifnoBigHoCTI €Bponelickkili hapmakonei: ana Adl;
015 BUXIQHOrO MaTepiasty/peareHTy/mpoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOGHULTBI A,
A5 AONOMDKHOT peyoByHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkiin hapmakonei) - HoBuii cepTudikar Big,
HOBOro BMPOGHUKa (3amiHa abo [10MOBHEHHS)
noJaHHA HOBOro cepTudikarta BiANOBIAHOCTI
€poneiicbkili hapmakonei Ne RO-CEP 2020-286 -
Rev 00 ansa gitoyoi pevoBuHY Benzydamine
hydrochloride Big HoBoro Bupo6Huka CENTAUR
PHARMACEUTICALS PRIVATE LIMITED, IHgis
(3amiHa Bupo6Huka Bal Pharma Limited, IHgis).B
pe3ynbTaTi 3as8B/1eHMX 3MiH Oyfile BHECEHO 3MiHM A0
3arBepmxeHoro MKH, peectpauiiiHoi chopmn Ta
OHOBJIEHO BIANOBIAHI po3ainv Mogynio 3. BBeaeHHsS
3MiH NPOTArom 6-TW MicALiB NicNs 3aTBepAKEHHS

3riAHO 3aTBEPMKEHNX AAHNX CTabiNbHOCTI MPYBEAEHNX

no 1000 m, 3000 mn
y nakeTax nosiMepHuX

Papm”

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
TMNy - AGMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOGHMYOT
AiNbHULI (BKAOYatoum AinbHUUi ana A®l, npomixHoro
npoAykTy abo roToBOro /ikapcbKoro 3acoby, AinbHULi
[ONS NpoBefeHHsA NakyBaHHS, BUPOOHUKA,
BiANOBIA&1bHOrO 3a BMMNYCK Cepiii, MiCLie NpOBEAEHHS
KOHTPO/I0 cepii) abo nocTavanbHyKa BUXIigHOTO
martepiany, peareHTy abo AONOMDKHOT PeYOBUHU
(AKLLLO 3a3HAYEHO Y A0CbE) BUTYYEHHS BUPOGHMKa ADI
MariT - Hebei Huaxu Pharmaceutical Co. Ltd., Kutaii.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHW Y NpoLeci
BMPOGHMLITBA rOTOBOTO J1ikapCbKoro 3acoby,
BK/THOHAI0UM NPOMiXHWIA NPOAYKT, L0 3aCTOCOBYETLCA

3a
peyenmom

npuv BUPOBHMLTBI TOTOBOTO NiKapCbKOro 3acoby

He
nionsieae

UA/8783/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

(He3HayHa 3miHa y npoueci BUpo6GHMLTBA) 3MiHa
pexumy ctepunisauii (3atsepgxeHo: (110-113)°C He
MeHee 45 MUHYT) - NPUBEAEHHA A0 hapMaKkoneiHoro

pexumy ctepunisadii 121° C npotarom 15 XBunvH.
3MiHu | TUNY - 3MiHM 3 SIKOCTi. FOTOBWIA Nikapcbkuii
3aci6. Cucrtema KoHTeliHep/3akynoptoBasibHUiA 3aci6.
3MiHa po3Mipy ynakoBKU FOTOBOrO MiKapCbKOro 3acoby
(BVNYYEHHS YNaKoBKW MEBHOTO PO3Mipy) BUTyYEHHS
ynakoBok 06'emom 2000 mn ta 5000 M. BBegeHHs
3MiH NPOTAroM 6-TW MiCALB NicNs 3aTBEpPKEHHS.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. KOHTpOsib roTOBOro Nikapcbkoro 3acoby. 3miHa
y MeTofax BUNpobyBaHHA rOTOBOTO NiKapCbKOro
3aco6y (iHLWi 3MiHK y MeToax BUNpobyBaHb
(BKItOYat0UM 3amiHy abo AONOBHEHHS)) CynyTHS 3MiHa
- 3MiHK 3 SKOCTi. F0TOBUIA NiKkapcbkuii 3aci6. KoHTposb
roToBOro nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauiii Ta/abo fONYyCTUMUX MEX FOTOBOrO
niKapcbKoro 3acoby (iHLWi 3MiHX) NPYBEAEHHS ONUCY
MeTOAIB KOHTPOJI0 Ta creundikaLii /13 3a NOKa3HUKOM
"MexaHiyHi BK/ItoYeHHs" y BiANoBigHICTL o EP 2.9.20.
3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWIA NikapCbKWiA
3aci6. KoHTposib roToBOro Nikapcbkoro 3acoby. 3miHa
y MeTogax BunpobyBaHHA roTOBOro /ikapCbKoro
3aco6y (iHWi 3MiHM y MeTodax BUNpPo6yBaHb
(BKNtOYAOUM 3aMiHy ab0 [AONOBHEHHS)) CynyTHA 3MiHa
- 3MiHK 3 5IKOCTi. FOTOBWMIA Nnikapcbkuii 3aci6. KoHTposb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneumdikalii Ta/abo AONYCTUMKX MEX FOTOBOr0
nNikapcbKoro 3acoby (iHLWi 3MiHKN) 3MiHW Y MeTofax
BMNpOGYBaHHA Ta cneuudikauii /13 — 3amiHa
nokasHuka "riporeHn" Ha NokasHvK "bakTepiasibHi
€HA0TOKCUHU": TPaHUYHUIA BMICT €HOTOKCHHIB —

MeHLwwe 0.5 MO/mn. BunpobyBaHHS NpoBOAATb

BignosigHo o sumor Ph. Eur.2.6.14, MeTtopg, A. 3MiHu |
™My - 3MiHK 3 SIKOCTi. FOTOBWMIA Nnikapcbkuii 3aci6.
CuncTemMa KoHTelHep/3aKynopioBasibHUIA 3aci6. 3miHa y
NepBWHHIli yNakoBLji roTOBOrO JlikapCbKoro 3acoby
(IHLWi 3MiHW) NpUBELEHHS Ha3BU NEPBUHHOIO
nakyBaHHs go TepmiHonorii EDQM Standard Terms
Internal controlled vocabularies for pharmaceutical
dose forms and packaging, a came 3miHa Ha3Bu
"KOHTelHep" Ha "nakeT", Npy LpOMY TUM NEPBUHHOIO
nakyBaHHS 3a/TMLLAETLCA HE3MIHHUM.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbkuii
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHW Y NpoLeci
BMPOGHMLITBA FOTOBOrO JiKapCbKOro 3acoby,
BK/THOYAI0UM NPOMiXHWIA NPOAYKT, L0 3aCTOCOBYETLCA
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

npy BUPOBGHMLTBI FOTOBOTO NiKAPCLKOro 3acoby (iHLui
3MiHW)
3MiHa TepMiHy 36epiraHHs NPOMiXHOT NpoAyKuii (4ac
nepebyBaHHA PO34VHY B PeaKTopi 3 MOMEHTY
3aBaHTaXeHHs cnpoBuHY (He Ginbwe 30 rog 50 xB),
yac 36epiraHHa NPOMIKHOT NPOAYKLT Bif cTagi
hinbTpavii Ta HaNoOBHEHHA A0 cTepunizauiii (He
6inbLue 24 ropn).
3MiHn |l Tuny - 3MiHK 3 akocTi. A®l. Bupo6HMUTBO.
3MiHa BUPOGHVKa BUXiAHOTO/MPOMiXHOrO
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYOTLCS Y
BMPOGHMYOMY npoLieci A®I, abo 3miHa BUPOGHMKaA
(BKntOvaroUn, ae HeobxigHO, MicLe NPOBeAEHHS
KOHTpOst0 fikocTi) A®I (3a BigcyTHOCTI cepTudpikata
BiNOBIgHOCTI E€Bponelickkill hapmakonei y
3aTBEPAKEHOMY [0ChE)(BBEAEHHS HOBOTO BUPOGHUKA
A®I 3 HafaHHAM MacTep-thaiina Ha A®l) BBeAEHHS
anbTepHaTUBHOro BMPo6HMKa AP MaHiT Shijiazhuang
Huaxu Pharmaceutical Co., Ltd., Kutaii. 3minn Il Tuny
- 3MiHu 3 siKoCTi. FoTOBUIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHKiA 3aci6. 3MiHa Yy
NepBVHHIl yNakoBLji rOTOBOrO /liKapCbKoro 3acoby
(siKicHWIA Ta KinbKicHWI cknag) - CTepunbHi Nikapcbki
3acobu Ta nikapcbki 3acobu
6i0/10r4YHOr0/iMyHO/OrYHOrO MOXOAKEHHS - 3MiHA
marepiasny nepBUHHOrO NakyBaHHs — 3 NMBX-naket
ipmun-Brpo6HMKa Paolo Gobbi Frattini, ITanis Ha
nakeT NoninponisieHoBUiA BnacHoro BupobHuutea TOB
"HOpis-®apm", YkpaiHa, K Hacnigok 3miHu A0 p.
Ynakoska MKA J13. MapkyBaHHA Ha nNakeTy HaHOCATb
3a [J0NoMOro TepMOTPaHCEPHOrO APYKY.
JlonyckaeTbCst HAHECEHHSA eNIEMEHTIB 3aXMCTY.

229.

YPOIPEC®

Kpanni HaszanbHi, 0,1
mr/ma no 2,5 mn abo
no 5 mn y chnakoHi; no
1 chnakoHy B nauui 3
KapToHY

AT
"®apmak”

YkpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepiasis: 3MiHu |
TMny - AGMIHICTPATVBHI 3MiHW. (iHLWi 3MiHW) 3MiHV B
po3aini 3.2.S.2.1.BUpo6HuK(-1), a came 3MiHa agpecu
KOHTPaKTHOI naboparopii, Aka NpoBOAUTb KOHTPO/Ib 3a
NoKasHMKOM «BbakTepiasibHi eHAOTOKCUHW». YTOUHEHHS
chyHKLi1 Ansa BUpo6Hnka A®I BCN Peptides S.A.
3MiHn | TURY - 3MiHk 3 sKocTi. APl KoHTponb AdI.
3MiHa y MeTodax BunpobyBaHHs A®| abo BuxigHOro
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BVIKOPVCTOBYETbLCS Y NpoLieCi BUPO6HMLTBA ADI
(He3HauHi 3MiHN y 3aTBEpXEHUX MeToAax
BUNPOGYBaAHHSA) HE3HAYHI 3MiHW B 3aTBEPAXEHOMY
MeTogi BunpobyeaHHs APl 3a NOKasHNKOM
«BbakTepianbHi €HOO0TOKCUHUY, 106
nepedopmaTyBaTy ONMUC TEKCTY, Ta BUNYHNTH
nocuaaHHs Ha KOHTPaKTHY abopatopito.

3a
peyermom

UA/6944/01/01
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JliKapcbKo20
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Bupo6Huk
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PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

peecmpayiliHo2o

Homep

231.

YPOIPEC®

DECIro®

cnpeii HasasbHWiA, 0,1
mr/mn no 2,5 mn abo
no 5 mn y donakoHi; no
1 donakoHy B navi 3
KapTOHY

AT
"®apmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH O peecTpaLjiiiHuX MmaTepianis: 3MiHu |
MYy - AGMIHICTPaTUBHI 3MiHW. (IHLWi 3MiHW) 3MiHK B
po3gaini 3.2.S.2.1.BupobHuk(-u), a came 3miHa agpecu
KOHTPaKTHOI nlaboparopii, Aka NpoBOANTb KOHTPO/Ib 3a
noKasHUKOM «bakTepiasibHi @HLO0TOKCUHW». YTOUHEHHS
doyHKUili Ans BupobHuka APl BCN Peptides S.A.
3MiHn | TMRY - 3miHu 3 sKocTi. A®l. KoHTponb AdI.
3MiHa y MeToAax BunpobyBaHHss A®Il abo BUxigHOro
marepiany/npoMiKHOro NPoayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLeci BUpobHuuTBa AdI
(He3HauHi 3MiHW y 3aTBEpPKEHUX MeTofax
BUNPOBYBaHHA) HE3HAUHI 3MiHW B 3aTBEPKEHOMY
meTogi BUnpobysaHHA AP| 3a NOKa3HUKOM
«bakTepiasibHi @HA0TOKCUHU», 106
nepechopmatysaTyt ONUC TEKCTY, Ta BUNYUUTH
NOCWNAHHSA Ha KOHTPaKTHY J1aboparopito.

3a
peyenmom

nocsio4YeHHs
UA/6944/02/01

232.

DECIro®

PO3YUH ANS iH'EKLLIN,
600 mr/600 mr; no 10
My donakoHi; no 1
h1aKoHY Y KapTOHHilA
Kopoo6Li

TOB «Pow
YkpaiHa»

YKpaiHa

. XodhdpmaHH-/15
Pow Nty

LLseiiuapis

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHa
3asBHUKa (BNacHMKa peecTpaLiiHoro nocBig4yeHHs)
(3rigHo Haka3y MO3 Big 23.07.2015 Ne 460):
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBepMKEHHS. 3MiHK | Tuny - 3MiHn Woao
6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
BBeeHHs1 ab0 3MiHW A0 y3arasibHeHUX AaHuX Npo
cuctemy dpapmakoHarnsagy (BBefeHHs y3arasibHeHuX
JaHunx nNpo cuctemy dpapmakoHarnsgy, 3mMiHa
YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobu 3
thapmakoHarnagy 3asBHuKa gns 34iicCHeHHA
hapMakoHarnagy B YkpaiHi, KO BOHA BigMiHHA Bif,
YNOBHOB&XEHOI 0C06W, BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy (Bko4vatoum KOHTaKTHi AaHi) Ta/abo
3MiHM y pO3MiLLEeHHI MacTep-haiina cuctemu
hapmakoHarnsgy) 3miHa yrnoBHOBaXXeHOT 0co6U
3asBHUKA, BiANOBIAaIbHOI 3a hapmakoHarnsag. [iroya
pegnakuis: Dr Birgitt Gellert. MponoHoBaHa peakuis:
NoliyeHko OneHa BonogymupisHa. 3MiHa KOHTaKTHUX
[AaHVX YNOBHOBaXEHOI 0co6M, BiANOBIAA/IbHOI 3a
hapmakoHarnsag.
3miHa MicLe3HaxomkeHHs macTep-havina Ta roro
Homepa. 3MiHa MicLA 34iACHEHHS OCHOBHOI AisiNIbHOCTI
3 papmakoHarnsgy

3a
peyenmom

UA/19640/01/01

PO3YUNH NS iH'EKLN,
1200 mr/600 mr; no 15
M1y hnakoHi; no 1
h1aKoHy Y KapTOHHIi
KopooLi

TOB «Pou
Ykpaina»

Ykpaina

®. XothdpmaHH-/15

Pow JTg,

LLBeiuapis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3miHa
3asBHUKA (BNacHMKa peecTpaLiiiHoro NocBig4YeHHs)
(3rigHo Hakasy MO3 Big, 23.07.2015 Ne 460):
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBepXeHHs. 3MiHu | Tuny - 3MiHK Woa0
6e3nekn/edpekTMBHOCTI Ta thapmakoHarnsay.

3a
peyerimom

BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX Npo

UA/19640/01/02
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JliKapcbKo20
3acoby

Popma sBUMYCKY
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ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

cuctemy hapmakoHarnifgy (BBeAeHHs y3arasibHeHx
[JaHux nNpo cucTemy dhapmakoHarnsgy, 3mMiHa
YNOBHOBaXeHOI 0cobK, BiANOBifa/IbHOT 3a 34iCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
dhapmakoHarnsgy 3asBHUKa gnsa 34iCHEHHS
thapmakoHarnagy B YKpaiHi, K0 BOHa BigMiHHA Big,
YMOBHOB&XEHOI 0C06W, BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmMakoHarnsgy (Bknoyatoum KOHTakTHI AaHi) Ta/abo
3MiHM y pO3MiLLEHHI MacTep-chalina cuctemu
thapmakoHarnsgy) 3miHa ynoBHOBaXeHOi 0cobu
3asBHVIKa, BignoBiganbHOI 3a chapmakoHarnsag. Aivoya
pepakuis: Dr Birgitt Gellert. MponoHoBaHa pefakujs:
NoiiyeHko OneHa BonogymMupiBHa. 3MiHa KOHTaKTHUX
[aHuX yNnoBHOBaXeHOT 0cobu, BiANOBiAabHOI 3a
thapmakoHarnag.
3miHa MicLe3HaxomkeHHs macTep-haiina Ta rioro
Homepa. 3MiHa MicLA 34iACHEHHA OCHOBHOT AisiNIbHOCTI
3 hapmakoHarnsay

233.

DECIro®

PO3YUH NS iH'EKLN,
1200 mr/600 mr; no 15
My dhnakoHi; no 1
h1aKoHy Y KapTOHHIiA
Kopoobui

TOB "Pouu
YKpaiHa"

YKpaiHa

®.XohbpmaHH-/15
Pow Jitg,

LLBeiuapis

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
TMny - 3MiHK 3 AKOCTi. A®l. BUpoOGHMLTBO. 3MiHV B
npoueci BupobHuutea A®PI (iHwi 3miHM) BeegeHHA

[04aTKOBOro BOYA0BAHOMO rMGUHHOTO PiNbTpy, SKUiA
BMPOBaMXYETLCA B AKOCTi (DiNIbTPY nonepesHbLOro
3aBaHTaXeHHA nepes noyaTkoM po6oTU yCTaHOBKM

KaTioHo06MiHHOT Xxpomatorpadii (CEX). 3MiHu | Tuny -

3MiHM 3 siKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. KoHTponb

[OMOMDKHMX PEYOBMH. 3MiHa y MeToAax

BMNPOBYBaHHSA AOMNOMDKHOI peYOBMHU (HE3HAYHI 3MiHU

y 3aTBepKeHNX MeTofax BUNpobyBaHb) OHOBNEHHS

npoueaypv BUNpo6yBaHHS Ha GioHaBaHTaXKEHHS A4/1s

Hepo3dacoBaHoro dpepmeHTy 1 HUB 3BUYaiiHoi
rHUPH20, f,0NOMIXHOI peqoBUHM, LLLO
BVIKOPVCTOBYETLCS Y BUPOBGHMLTBI 13

3a
peyenmom

UA/19640/01/02

234.

DECIro®

PO34UH NS iH'EKLN,
600 mr/600 mr; no 10
My dhnakoHi; no 1
h1aKoHy Y KapTOHHIiA
KopoobLi

TOB "Pou
YkpaiHa"

YKpaiHa

. XodhdpmaHH-/15
Pow Jitg,

LLBeiuapis

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
My - 3MiHK 3 AKOCTi. A®l. BUpo6HMLTBO. 3MiHV B
npoueci BupobHuutea A®I (iHwi 3miHM) BeegeHHA

[oAaTKkoBoro B6yA0BaHOIO rMOUHHOTO INbTPY, SKUIA
BMPOBaMXKYETLCA B AKOCTi (DiNIbTPY nonepesHbLOro
3aBaHTaXeHHs nepef noyaTkoM po6oTU yCTaHOBKM

KaTioHo06MiHHOT XxpomaTorpadii (CEX). 3MiHu | Tuny -

3MiHK 3 sIKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KoHTposb

[OMOMDKHMX PEeYOBMH. 3MiHa Y MeToAax

BMNPOOYBaHHA AONOMDKHOI PEYOBMHU (HE3HAYHI 3MiHU

y 3aTBeppKeHNX MeToAax BunpobysaHb) OHOBNEHHS

npoueaypv BUNpPo6yBaHHS Ha GioHaBaHTaXKEHHS A4/1A

Hepo3dacoBaHoro dpepmeHTy 1 HUB 3BUYaiiHoi
rHUPH20, ,ONOMIXHOI pevoBUHM, LLLO
BVIKOPVCTOBYETLCS Y BUPOBGHULTBI 13

3a
peyenmom

UA/19640/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
235. | ®IACN PO34YUH ANS iH'EKLN, A/T HoBo [Janis Bunyck cepii. [Nanis/ BHECEHHS 3MiH O peecTpaLjiiiHuX MmaTepianis: 3MiHu | 3a UA/19641/01/01
®NIEKCTAY 100 O4/mn; Hopgaick B1po6HMLTBO CnonyyeHi TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
no3mny NpoayKTy, LWratn KoHTposib AONOMIKHUX peyoBrH. 3amiHa mkepena
KapTpuaKax, HarnoBHEHHSA ofilepXXaHHs AONOMKHOT peyoBMHN abo peakTusy, LLO
BKNafeHUx y KapTpuaxy Ta CTaHOBWTb pU3MK nepepadi 36yaHvikis M'E (MaTepiany,
nonepegHL0 nepesipka LLIO CTAHOBUTbL PU3NK Nepefadi 36yaHukie ME, Ha
3anoBHeHy KapTpumKy marepian POC/IMHHOTO abo CUHTETUYHOTO
6araTo030BY o6'emom 3 mn; NOXOKEHHS) - [NA AONOMIKHUX pevyoBUH abo

0[IHOPa30BY LUMPULL-
pyuKy; ogHa abo m'atb
nonepeaHbLO
3anoBHEHMUX LLINPUL-
pyuok (dnekcTau) 6e3
rOfI0K B KapPTOHHii
Kopoo6ui

KOHTPOb AKOCTI
KapTpuaXy
o6'emom 3 mn:
A/T Hoso Hopgick,
[anis;
KomMnnekTyBaHHs,
MapKyBaHHs1 Ta
BTOPUHHE
nakyBaHHs
rOTOBOrO NPOAYKTY
Yy wnpumu-py4ky
NS BBEAEHHSA
PDS290,
KOHTPO/Ib SKOCTI
KapTpuapxy
o6'emom 3 mn,
LINPUL-PYYKN ANS
BBE/IEHHS
PDS290: AIT
Hoso Hopagaick,
[aHis;
Bnpo6HMuTBO
npoayKTY,
HamnoBHEHHS
KapTpUIXy Ta
nepesipka
KapTpuapKy
o6’emom 3 mr;
KOMM/IEKTYBAHHS,
MapKyBaHHs Ta
BTOPUHHE
nakyBaHHs
roTOBOrO NPOAYKTY
y winpuu-pyuky
NS BBEAEHHSA
PDS290,
KOHTPOb AKOCTI
KapTpuaXy
o06’emoM 3 Mn,
LINPUL-PYYKU ANst

peakTuBIB, SKi BUKOPUCTOBYIOTLCS Y BUPOOHULITBI
aKTUBHOT PEYOBWHM 6Gi0NOriYHOro/iMyHO/IOMNYHOTO
NnoxXoaKeHHs, abo nikapcbkoro 3acoby
6i0/10r4HOr0/iIMyHONOrYHOrO MOXOMKEHHS. 3amiHa
peakTuBiB Amika3a Ta JlakTo3a, L0 CTaHOB/SATb PU3NK

nepegavi 36yaHukis N'E, Ha maTepian poc/IMHHOIO

NOXOMKEHHS 4151 3aCTOCYBaHHS Y BUPOOHULITBI
eH3umy AxpomobakTep Jlikyc MNpoteasa (A/MM), wo

BMKOPUCTOBYETLCA Y NpoLieci BUpo6bHuLTBa ADI.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BBE/EHHSA
PDS290: Hoso
Hopgick
dapmacbloTikan
IHpacTpis, M.,
CnonyuyeHi LLTtatu
236. | PITOBEHE® resib 415 30BHILLUHBLOTO MPAT YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHu | 6e3 UA/3922/01/01
3acTocyBaHHA, no 201 | "®ITOPAPM "®ITODAPM" TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuyenma
abo no 40 r, abo no " thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
100 r y Ty6i; no 1 Ty6i y3arasibHeHVX faHux Npo cuctemMy papMakoHarisgy
y nauuli 3 KapToHyy (BBEAEHHS y3ara/lbHEHMX AaHUX NPo cucTemy
hapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6M 3 thapMakoHarnsay 3asBHuka ans
3[iicHEHHS hapmakoHarnsgy B YkpaiHi, KO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3a 3[jiicHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MiLLeHHi macTep-
thaiina cuctemun chapmakoHarnsagy). 3miHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3asBHNIKA,
BiANOBIAabHOI 3a thapmakoHarnsag,. 3miHa
MicLe3HaxX0o[PKEHHS MacTep-chaiina cuctemm
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3/ ACHEHHS1 OCHOBHOI AisSiNIbHOCTI 3 dhapmakoHariagy.
237. | PITOCENT® PO34MH 411 POTOBOT MPAT Ykpaina MPAT YkpaiHa BHECEHHS 3MiH IO peecTpaLjiiiHuX MmaTepianis: 3MiHu | 3a UA/11306/01/01
NOpPOXHWHK no 100 mn | "®ITOPAPM "®ITODAPM" My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
y doNakoHi cknstHomy " thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
ab6o nonimepHomy; no y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
1 chnakoHy B nauui 3 (BBEAEHHS y3ara/lbHEHMX AaHUX NPo cucTemy
KapToHy; no 100 mn y thapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
dhnakoHax CKNsAHUX BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
abo nonimepHux KOHTaKTHOI 0Cco6u 3 hapmakoHarnsay 3asBHuKa a/s
3fjiicHeHHs hapMakoHarnsgy B YkpaiHi, KO0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3a 3[jiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemun hapmakoHarnsagy). 3miHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3asiBHNIKA,
BiANOBiAaIbHOI 3a thapmakoHarnsag,. 3miHa
MicLie3HaxoMKeHHs MacTep-ghaiina cuctemu
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3/jiACHEHHs1 OCHOBHOI AiSNIbHOCTI 3 dhapmakoHariagy.
238. | ®TAMIAE3 renbno20r,30r,40r | OPFTAHOCU OAE EHK'106 ETikan3 IHais BHECEHHS 3MiH [JO peecTpaLjiiiHiX maTepianis: 3MiHu | 6e3 UA/12794/01/01
FENb a6o 1001 B H MpaiisiT NimiTeq TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenma
namiHoBaHii Ty6i; no 1 | JIAMPCAEH thapmakoHarnisgy. BeegeHHs abo 3amiHn go
Ty6i B KQPTOHHIA Cn3 (E® y3araslbHeHNX AaHux npo cuctemy dpapmakoHarnsgy
Kopoo6Li 3ET ) (BBEAEHHSA Y3araslbHEHUX AaHWX NPO cucTemy

dhapmakoHarsgy, 3MiHa YNnoBHOBaXXEHOI 0cobu,
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n/n

JliKapcbKo20
3acoby

ynakoska)

(nikapcbka ¢hopma,

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o

239.

DNAMIAE3
dITOMNMOC

Masb, Mo 20ry

OPrAHOCW

OAE

EHK't06 ETikan3

BiANOBIA&UTbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsay 3asBHuka ans
3ailicHeHHA hapMakoHarnsgy B YKpaiHi, SKLL0 BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI

3a 3[jiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemmn chapmakoHarnsagy). 3miHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0CO6U 3asiBHUKA, BiANOBIAa/IbLHOI 3a
thapmakoHarnsg B Ykpaii.

nocsio4YeHHs

240.

®NEBOTOH

KOHTeliHepi; no 1
KOHTelHepy B nauuyj;
no20rabono40ry
Ty6i; no 1 Ty6i y
KapTOHHIM nayui

Kancynv TBepgi no

H
NAVISCAEH
CU3 (E®
3ET)

AT

Bonrapis

MpaiiBiT NimiTeq

AT "Codhapma”

IHais

BHECEHHS 3MiH [0 peecTpavLjiiiHuX MaTepianis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn go
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3ara/lbHEHNX AaHUX NPo cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapmakoHarnsay 3asBHuka ans
3[iicHEHHs hapmakoHarnsgy B YkpaiHi, KO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6MU, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MilLeHHi macTep-
thaiina cuctemun chapmakoHarnsagy). 3miHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0co6u 3asiBHMKA, BiAnoBiAanbHOI 3a
thapmakoHarnag B Ykpaii.

6e3
peuyenma

UA/1920/02/01

241.

®NEBOTOH

300 wmr; no 10 kancyn
y 6nicTepi, no 5
6nicTepiB y KAPTOHHIi
nauui

renb 2%, no40ry

"Codpapma”

AT

Bonrapis

AT "Codpapma”,

Bonrapis

BHECEHHS 3MiH IO peecTpaLjiiiHuX MmaTepianis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3amiHn go
y3araslbHeHVX faHux npo cuctemy papmakoHarnagy
(BBEAEHHSA Y3arasibHEHUX AaHWX NPO cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0CO6Y 3 thapmakoHarnsagy 3asiBHuka an1s
3fjiicHeHHs hapMakoHarnsgy B YkpaiHi, KO0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3a 3[jiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemun hapmakoHarnsagy). 3miHa KOHTaKTHUX

[aHyX YNOBHOB&XEHOI 0CO6U 3asBHNKa,

BiANOBiAabHOI 3a thapmakoHarnsAg,. 3MiHa KOHTaKTHUX

[aHNX KOHTaKTHOT 0CO6M 3asiBHMKA, BignoBigabHOI 3a
hapMakoHarnag B YKpaii.

3miHa MicLe3HaxomkeHHs MacTep-halina cucremu

thapmakoHarnagy. 3MiHa MicLs 34ilACHEHHS OCHOBHOT

AiSbHOCTI 3 hapmakoHarniagy.

6e3
peyenma

UA/0747/02/01

Ty6i; no 1 Ty6i B
KapTOHHI nau

"Codpapma”

Bonrapis
(BpO6HMLTBO

Hepo3diacoBaHoi

Bonrapis

BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasiB: 3miHu |
TMny - 3MiHK LWoao 6e3nekn/edheKTNBHOCTI Ta
chapmakoHarnsgy. BeefeHHsa abo 3miHu o

y3araJibHeHUX AaHUX Npo CUCTeMy ddapMakoHarsay

6e3
peyenma

UA/0747/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
NPOAYKLi, (BBEAEHHSA y3arasIbHEHMX AaHUX NPo cucTemy
nepBuHHA Ta thapmakoHarnsgy, 3miHa ynoBHOBaXXeHOI ocobu,
BTOPVHHA BiNOBifa/IbHOT 3a 34iICHEHHSA hapMakoHarnsgy;
ynaKkoBka); KOHTaKTHOI 0co6u 3 thapMakoHarnfay 3asBHUKa Ans
AT "Codhapma”, 3iiCHEeHHs1 chapMakoHarnaay B YkpaiHi, AKLL0 BoHa
Bonrapis (go3sin BiAMiHHA Bif, YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
Ha BUMyCK cepii) 3a 3AjiicHeHHs hapMakoHaragy (Bkivatum
KOHTaKTHi flaHi) Ta/abo 3MiHW y PO3MILLLeHHI macTep-
thaiina cuctemu chapmakoHarnsgy). 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3as1BHNIKA,
BiANOBIAa/IbHOT 3a hapmakoHarnsag,. 3MiHa KOHTaKTHUX
LaHNX KOHTaKTHOT 0CO6M 3asiBHYKA, BifgnoBiAabHOI 3a
thapmakoHarnsg, B Ykpaii.
3MmiHa MicLe3HaxoMkeHHs MacTep-haiina cucremm
hapmakoHarnsigy. 3miHa micus 34jiiiCHeHHs1 OCHOBHOT
AOiSIbHOCTI 3 chapmakoHarisgy.
242. | ®NYUNHAP® renb, 0,25 mr/r; no 15 TOB Ykpaina dapm3asop, MonbLia BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 3a UA/2878/01/01
ry Ty6i; no 1 Ty6i B «BAYLL Enbha A.T. UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
KapTOHHIA KOpooLi XENC»

CucTemMa KoHTelHep/3aKynopioBasibHUIA 3aci6 (iHLWi
3MiHM) OHOBJ/IEHHSA p. 3.2.P.7. Cuctema KoHTeliHep/
3aKynoproBasibHWIM 3aci6 (Specifications, Technical
Diagram of the tube, Health Safety Declaration,
Exemplary Certificates of Analysi), a came
[OMNOBHEHHA creumdikayii gna Ty6u antoMiHieBOT 3
MeMO6paHoIo Ta nosieTuneHoBo kpuLiko (HDPE)
nocunaHHAM Ha MoHorpadito EP 2.2.24 Ta gofaBaHHsA
nogpatkis ans okpemmx metogis IY-tecty (gns
napameTpiB: |aeHTUdiKaLis marepiany BHYTPILUHbLOTO
nakoBoro nokpuTTa (I4-cnekTp), laeHTudikavis
marepiany reuHToBOI Kpuwku (IY-cnekTp)). 3amiHa
OMKUCiB NPOCTUX METOAiB NOCUNIAHHAM Y cneuudikauii
Ha «Bi3yasibHWA/OpraHoNeNTUYHNUIA/METPUYHNIA
KOHTPO/Ib», OHOB/IEHHSI TEXHIYHOT CXEMU NEPBUHHOI
ynakoBku, [leknapauii 6e3neku Ans 340poB’a Ta
3paskiB aHaNNITUYHMX CepTUIKATIB; iHLLI HEICTOTHI
KopuryBaHHsl. 3MiHu | Tvny - 3MiHK 3 AKOCTI. FOTOBUIA
nikapcbknii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneundikayii Ta/abo AONYCTUMUX MEX
NepBUHHOT YNakoBKWN rOTOBOrO /1iKapCbKOro 3acoby
(BMNYYEHHSI HE3HAYHOTO NOKa3HKKa (Hanpuknag,
3aCcTapinioro NokasHvka)) OHoBMEHHA p. 3.2.P.7.
CuncTema KoHTelHep/ 3aKynoploBa/ibHWiA 3aci6, a came
BUyYEHHS MokasHuka «Tube wall thickness» i3
cneumdikaLii NepBUHHOI yNakoBKM rOTOBOrO
nikapcbKoro 3acoby . 3miHu | Tuny - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema

KOHTeliHep/3akynoptoBasibHWIA 3acib. 3miHa
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n/n

JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
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Bupo6Huk

KpaiHa
BUPO6HUKa
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Ymosu
Bionycky
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yBaHHs*

Homep

peecmpayiliHo2o

243.

DNYUNHAP®

Ma3sb, 0,25 mr/r; no 15

napameTpiB cneundikauii Ta/abo JONyCTUMUX MEX
nepBUHHOT YNaKkoBKWU rOTOBOrO /1iKapCbKoro 3acoby
(BUNYyYEHHA HE3HAYHOrO NoKasHuka (Hanpuknag
3aCcTapifioro NokasHyka)) OHOBfIeHHA p. 3.2.P.7.
CuncTema KoHTelHep/ 3aKynopioBa/ibHWiA 3acib, a came
BWy4EHHS nokasHuka Lacquer and enamel resistance
to squeezing i3 cneumdikauii NepBMHHOT YNakoBKu
N3. 3MiHn | TUNY - 3MiHK 3 SiKOCTi. FoTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
NepPBUHHOT YNakKoBKN rOTOBOrO NiKapCbKOro 3acoby
(BMNYyYEHHS1 HE3HAUHOTO NOKa3HVKa (Hanpuknag,
3acTapisioro NokasHuka)) OHoB/IeHHA p. 3.2.P.7.
CuncTema KoHTelHep/ 3aKkynoptoBasibHWiA 3aci6, a came
BW/TyYEHHSI HEe3HAYHOrO nokasHuka Tube tightness i3
cneuuagikalii nepBMHHOT ynakosku MN3. 3MiHu | Tuny -
3MiHu 3 sikocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBaibHWii 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
NepBUHHOT YNakoBKN rOTOBOrO /iKapCbKOro 3acoby
(momoBHeHHs cneuudikallii HOBUM NMOKa3HUKOM 3
Bi4NOBIAHUM METOAO0M BUNPOOYBaHHSA) OHOB/IEHHS P.
3.2.P.7. CucTema KoHTeliHep/ 3akynoptoBasibHUi
3acib, a came JOMOBHEHHS cneuudikauii 18 Tyoum
a/IlOMiHIEBOT 3 MEMOGPAHOI0 Ta NOJieTUIEHOBOKD
Kpuwkoto (HDPE) HOBMM NOKa3HWKOM 3 BifnoBiAHUM
mMeToAoMm BUNpobysaHHsa Identification of the latex (IR
spectrum) 3 o6MexeHHsIM «In accordance with the
standard sample (att. no. 2)» Ta meTof TeCTyBaHHs
«Ph. Eur. 2.2.24%». 3miHu | TNy - 3MiHN 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. Cuctema
KOHTelHep/3aKynoproBasibHWIA 3aci6. 3miHa y meToaax
BMNPOOYBaHHS NEPBUHHOI YNakoBK/ rOTOBOrO
nikapcbKoro 3acoby (iHLWi 3MiHM y MeToAax
BMNpobyBaHb (BK/OYauM 3amiHy abo gofasBaHHs))
OHOB/IeHHSA p. 3.2.P.7. Cuctema koHTelHep/
3aKynoproBasibHUIA 3acib, a came 3aMiHa XiMiYHOro
MeTOAY Ha enekTPoNiTUYHUIA AN1A BUNPOBYBaHHSA
CYUINIbHOCTi /1aKOBOro MOKPUTTS.

nocsio4YeHHs

ry Ty6i; no 1 Ty6i B
KapTOHHIA KOopooLi

TOB "bayw
Xenc"

YKpaiHa

dapm3asof
€nbtha A.T.

MonbLa

BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu |
UMy - 3MiHY 3 AKOCTi. FOTOBWIA Nikapcbkuin 3acib.
CucTema KoHTeliHep/3aKynoptoBasibHUIA 3aci6 (iHLWi
3MiHM) OHOBJ/IEHHSA p. 3.2.P.7. Cuctema KoHTeliHep/
3aKynoproBasibHUIM 3aci6 (Specifications, Technical
Diagram of the tube, Health Safety Declaration,
Exemplary Certificates of Analysis), a came

3a
peyenmom

[OMNOBHEHHA cneumdikayii Ans Ty6u antoMiHieBOT 3

UA/1720/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

MeMO6paHoIo Ta nosieTnneHoBot kpuwko (HDPE)
nocunaHHAM Ha MoHorpadito EP 2.2.24 Ta gofaBaHHsA
[ogpatkis Ans okpemmx metogis IY-tecty (gns
napameTpiB: |aeHTUdikauis marepiany BHYTPILUHbLOTO
nakosoro nokpuTTa (I4-cnekTp), laeHTndikauis
marepiany reuHToBOI Kpuku (I4-cnekTp)). 3amiHa
OMK1CiB NPOCTUX METOAIB NOCUIAHHAM Y cneuudikauil
Ha «Bi3yasibHWA/OpraHoNeNTUYHWUIA/METPUYHNIA
KOHTPO/Ib», OHOB/IEHHSI TEXHIYHOT CXEMU NEPBUHHOI
ynakoBku, [leknapauii 6e3nekn Ans 340pos’a Ta
3paskiB aHaNIITUYHMX CepTUIKATIB; iHLLI HEICTOTHI
KOpUryBaHHs.3MiHM | TUny - 3MiHM 3 SIKOCTi. FOTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneuugikauiii Ta/abo AONYyCTUMUX MEX
NepBUHHOT YNakoBKWN rOTOBOrO /1iKapCbKOro 3acoby
(BMNYYEHHSI HE3HAYHOTO NOKa3HKKa (Hanpuknag,
3acTapifnioro NokasHvka)) OHoBMeHHA p. 3.2.P.7.
CuncTema KoHTelHep/ 3aKynoploBa/ibHWiA 3aci6, a came
BUyYEHHS MokasHuka «Tube wall thickness» i3
cneumdikaLii nepBUHHOT yNakoBKW rOTOBOrO
nikapcbKoro 3acoby . 3miHu | Tuny - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneundikauii Ta/abo JONYyCTUMUX MEX
nepBUHHOT YNaKkoBKWU rOTOBOrO /iKapCbKOro 3acoby
(BUNyYEHHS HE3HAYHOrO NoKasHuka (Hanpuknag
3aCcTapifioro NokasHyka)) OHOBMIeHHA p. 3.2.P.7.
CuncTema KoHTelHep/ 3aKynopioBa/bHWiA 3acib, a came
BWy4EHHS nokasHuka Lacquer and enamel resistance
to squeezing i3 cneumdikawii NepBMHHOT yNakoBKu
N3. 3MiHn | TUNY - 3MiHK 3 SiKOCTi. FoTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneyudgikauii Ta/abo AoNyCTUMUX MEX
NMepBUHHOT YNakoBKN rOTOBOrO /iKapCbKOro 3acoby
(BMNYyYEHHSI HE3HAUHOTO NOKa3HVKa (Hanpuknag,
3acTapisioro NokasHMka)) OHoB/IeHHA p. 3.2.P.7.
CuncTema KoHTelHep/ 3aKkynoptoBasibHMiA 3aci6, a came
BW/TyYEHHSI He3HAYHOr0 nokasHuka Tube tightness i3
cneuuagikalii nepBMHHOT ynakosku MN3. 3MiHu | Tuny -
3MiHu 3 sikocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
NepBUHHOT YNakoBKN rOTOBOrO NiKapCbKOro 3acoby
(momnoBHeHHS cneuudikallii HOBUM NMOKa3HUKOM 3
Bi4NOBIAHUM METOLOM BUNPOOYBaHHSA) OHOB/IEHHS P.
3.2.P.7. CncTema KoHTeliHep/ 3akynoptoBasibHUi
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa
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KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

3acib, a came fOMOBHEHHS cneuudikauii a8 Tyom
a/ItOMiHIEBOT 3 MEMGPAHOI0 Ta NOJieTUIEHOBOKD
Kpuwkoto (HDPE) HOBUM NOKa3HWKOM 3 BifnoBiAHUM
meTogoMm BUNpobysaHHsa Identification of the latex (IR
spectrum) 3 o6MexeHHsIM «In accordance with the
standard sample (att. no. 2)» Ta MmeTof TeCTyBaHHsA
«Ph. Eur. 2.2.24%». 3miHu | TNy - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoproBasibHWiA 3aci6. 3miHa y meToaax
BMNPOOYBaHHS NEPBUHHOI YNakoBK/ rOTOBOrO
nikapcbKoro 3acoby (iHLWi 3MiHM y MeToaax
BMNpobyBaHb (BK/OYaoum 3amiHy abo gofasaHHs))
OHOB/IeHHSA p. 3.2.P.7. Cuctema koHTelHep/
3aKynoproBasibHUIA 3acib, a came 3aMiHa XiMiYHOro
MeTOAY Ha enekTPoNiTUYHUIA AN1A BUNPOBYBaHHSA
CYUINIbHOCTi /1aKOBOro MOKPUTTS.

244.

DIYUMHAP® N

Masb no 15 r y 1y6i; no
1 Ty6i B KQPTOHHIW
Kopoo6Li

TOB
«BAYLU
XENC»

YKpaiHa

dapm3asof
€nbtha A.T.

MonbLa

BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu |
UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
CucTemMa KoHTelHep/3aKynopioBasibHUIA 3aci6 (iHLWi
3MiHM) OHOBJ/IEHHSA p. 3.2.P.7. Cuctema KoHTeliHep/
3akynoptoBasibHuii 3aci6 (Technical Diagram of the
tube, Health Safety Declaration, Exemplary
Certificates of Analysi), a came 4ONOBHEHHS
cneumdikauii 4na Tyéy antomiHieBoi 3 MembpaHoto Ta
nonietTuneHoBoto kpuwwkoto (HDPE) nocunaHHaM Ha
MoOHorpadgito €®. 2.2.24 Ta foaasaHHs fogatkis Ans
okpemux IY-meTogis BunpobysaHb (415 napameTpis:
|aeHTudbikauis matepiany BHYTPILLHLOrO JTAKOBOTO
nokpuTTa (IY-cnekTp), laeHTndikavis matepiany
KpULLKK, Lo HarBuHuyeTbeA (I4-cnekTp)). 3amiHa
OMKUCiB NPOCTUX METOAiB NOCUNIAHHAM Y cneuudikauii
«Bi3yasIbHUIA/OpraHoNenTUYHNIA/METPUYHUIA KOHTPOb
(ans napameTpie «Haknagka», «TeKCT», «30BHILLHIl
AiameTp Tpybu», «[loBxunHa 6i4HOT NoBepxHi», «Konip
Haknagku», «Konip reMHTOBOI KPULLIKW»); OHOBJ/IEHHSA
TEXHIYHOI CXemy NepBUHHOT yrnakoBku, [leknapauii
6e3nekn AN 340Pp0OB’A Ta 3paskiB aHaNITUYHNX
cepTudiKartis; iHLWI HEICTOTHI KOPUTyBaHHA. 3MiHN |
UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6.
CuncTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
napameTpiB cneuudgikalii Ta/abo AoNyCTUMUX MEX
NepBVHHOT YNakoBKN rOTOBOrO /ikapCbKOro 3acoby
(BMNYyYEHHS1 HE3HAUHOTO NOKa3HKKa (Hanpuknag,
3acTapisioro NokasHuka)) OHoB/IEHHSA p. 3.2.P.7.
Cuctema KoHTelHep/ 3aKynoproBasibHUIA 3aci6, a came
BUy4EHHS MokasHuka «Tube wall thickness» i3
cneuungikalii nepBMHHOT ynakoBku MN3. 3MiHu | Tuny -
3MiHuM 3 SiKOCTi. [0TOBMIA Nikapcbkumii 3aci6. Cuctema

3a
peyenmom

UA/2879/01/01
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245,

DTIIOAHKCON

TabneTkn, BKPUTI

NyHp6ek

[JaHis

KOHTeliHep/3aKynopoBaibHWii 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
NepBUHHOT YNakoBKN rOTOBOrO /iKapCbKOro 3acoby

(BMNYyYEHHSI HE3HAUHOTO NOKa3HVKa (Hanpuknag,
3acTapisioro nNokasHuka)) OHoB/IeHHA p. 3.2.P.7.
CuncTema KoHTelHep/ 3aKkynoptoBasibHMiA 3aci6, a came
BUTy4YeHHs nokasHvka Lacquer and enamel resistance

to squeezing i3 cneundikaLii NepBMHHOT yNakoBKu
N3, 3miHn | TNy - 3MiHK 3 SIKOCTIi. TOTOBWIA
nikapcbkuii 3aci6. Cuctema

KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa

napameTpiB cneyudgikauiii Ta/abo AoNYyCTUMUX MEX
NepBUHHOT YNakoBKWN rOTOBOrO /1iKapCbKOro 3acoby
(BMNYYEHHSI HE3HAYHOTO NOKa3HKKa (Hanpuknag,
3acTapifnioro nNokasHvka)) OHoBMeHHA p. 3.2.P.7.
CuncTema KoHTelHep/ 3aKynoploBa/ibHWiA 3aci6, a came
BWU/TyYEHHS HE3HAYHOro nokasHuka Tube tightness i3
cneumdikauii nepBMHHOI ynakosku MN3. 3mitu | Tuny -
3MiHu 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneyugikauiii Ta/abo AONYyCTUMUX MEX
NepBUHHOT YNakoBKWN rOTOBOrO /1iKapCbKOro 3acoby
(oonoBHeHHs cneumdikaLii HOBYM NOKa3HUKOM 3
BiANOBIAHUM METOA0M BUNPOBYBaHHSA) OHOB/IEHHS P.
3.2.P.7. Cuctema KoHTeliHep/ 3aKynoproBasibHUIA
3acib, a came [OMNOBHEHHS cneyudikauii a4na Tyom
a/ItOMiHIEBOT 3 MEMOPAHOIO Ta NOJieTUNEHOBOIO
kpuwkoto (HDPE) HOBMM NOKa3HWKOM 3 BiANOBiAHUM
mMeToaoMm BunpobysBaHHsA Identification of the latex (IR
spectrum) 3 o6MexeHHsIM «In accordance with the
standard sample (att. no. 2)» Ta MmeTog TeCTyBaHHS
«Ph. Eur. 2.2.24». 3MiHu | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKyrnopoBanibHWi 3aci6. 3MiHa y meTodax
BMNPOBYBaHHS NEPBUHHOI YNakoBKy rOTOBOrO
nNikapcbKoro 3acoby (iHLWi 3MiHM y meTodax
BMNpo6yBaHb (BK/OYaKUM 3amiHy abo fofaBaHHs))
OHOBJ/IEHHS p. 3.2.P.7. Cuctema koHTelHep/
3aKynoproBasibHMIA 3aci6, a came 3aMiHa XiMiYHOro
MeToAy Ha eNnekTPONITUYHUIA 4718 KOHTPOO
napameTtpa «CyLifIbHICTb TAKOBOr0 NOKPUTTS».

nocsio4YeHHs

NAiBKOBOO
060/10HKO0, M0 1 Mr;
no 100 TabneTok y
naacTUKoBOMy
KOHTeliHepi; no 1
n1acTUKoOBOMY

Ekcnopt A/C

EypodpiHc
Biodhapma
MpopnakT TecTiHr

[JeHmapk A/C,
[OaHis
(BunpobyBaHHA 3a

NOKa3HUKOM

[aHis

BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib.
KOHTpPO/Ib rOTOBOrO /1iKapCbKOro 3acoby. 3MiHa
napameTpiB cneundikayii Ta/abo AONYCTUMUX MEX
rOTOBOrO /1iKapCbKOro 3acoby (3BYXXEHHS [0NyCTUMUX
MeX) BHECEHHS 3MiH A0 Cneuudikauii 13 Ha BMnyck

3a
peyermom

Ta TEPMiH NPUAATHOCTI 38 MOKA3HWUKOM «IpoayKTU

UA/10197/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KOHTEliHepy B "Mikpo6ionoriyHa po3nagy, BEPX % Big akTVBHOIO iHrpegieHTa», a came
KapTOHHIA Kopoo6Li yuctota"); X. 3BY)XXEHHS AOMYCTUMUX MEX A1 BiZLOMUX AOMILLOK Lu
Nynpbek A/C, 14-119, Lu 28-159 Ta 3arasibHOi KiNbKOCTi MPOAYKTIB
[OaHis po3nagy. Takox B cneuudikauito N3 (o8 4o3yBaHHSA
(BrpobHuuTBO no 1 Mr) BHOCUTbCSA NOKa3HWK «Po3mipu»
Hepo3chacosaHoro (iHcbopmaLiliHWiA NOKa3HUK)
NPOAYKTY,
nepBuHHe Ta
BTOPVHHE
nakyBaHHS, BUMYCK
cepiii)
246. | ®PTIOAHKCON TabneTkn, BKPUTI NyHp6ek [JaHis EypodpiHc [aHis 3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKWii 3a UA/10197/01/01
NAiBKOBOO Ekcnopt A/C Biodhapma 3aci6. KoHTposib roTOBOro Nikapcbkoro 3acoby. 3miHa peyenmom
060/10HKOH0, 10 0,5 Mmr; MpopakT TecTiHr napameTpiB cneuudgikalii Ta/abo AoNyCTUMUX MEX
no 100 TabneTtok y [JeHmapk A/C, rOTOBOrO /1iKapCbKOro 3aco0y (3BY)XXEHHS fONYCTUMMX
nnacTvKoBOMY [JaHis MeX) BHECEHHS 3MiH A0 Cneundikauii 13 Ha BumycK
KOHTeliHepi; no 1 (BunpobyBaHHsA 3a Ta TepMiH NPUAATHOCTI 3a NOKa3HWKOM «[1poayKTn
N1acTUKOBOMY NOKa3HNKOM po3nagy, BEPX % Big, akTVBHOrO iHrpegieHTa», a came
KOHTeliHepy B "Mikpo6ionoriyHa 3BY)XEHHS AONYCTUMUX MEX A5 BiZOMVX AOMILIOK Lu
KapTOHHIA Kopoo6Li ynuctota"); X. 14-119, Lu 28-159 Ta 3arafbHoi KiNlbKOCTi NPOAYKTIB
Nynpbek A/C, posnagy.
[OaHis
(BrpobHuuTBO
Hepo3cacoBaHoro
NPOAYKTY,
nepBuHHe Ta
BTOPVHHE
nakyBaHHS1, BUMyCK
cepiii)
247. | ®OPMIAPOH po3unH Ans MPAT Ykpaina MPAT YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepiasis: 3MiHu | 6e3 UA/8184/01/01
30BHiLIHBbOIO "®ITOPAPM "®ITOPAPM" TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenma
3aCTOCyBaHHS, " chapmakoHarnsgy. BeegeHHsa abo 3miHn o
cnupToBMiA No 50 mn'y y3arasibHeHVX AaHux Npo cuctemy papmakoHarnsgy
chnakoHax noniMepHunx (BBEAEHHSA y3ara/lbHEHNX AaHUX NPo cucTemy
abo CKIAHNX hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! ocobu,
Bi4NOBiga/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6u 3 thapMakoHarnsay 3asBHuKa gns
3[jiicHEHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHa Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarun
KOHTaKTHi fiaHi) Ta/abo 3MiHM y PO3MilLLLeHHI macTep-
haiina cuctemu papmakoHarnsay). 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3as1BHNIKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MmiHa
MicLe3HaxoKeHHs MacTep-chaiina cuctemm
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3/ ACHEHHS1 OCHOBHOI AisiNIbHOCTI 3 chapmakoHariaay.
248. | POCPOLUVUH rpaHynun ans dapmaueBT peuis JlabiaHa IcnaHis BHECEHHS 3MiH 40 peecTpaLiiHux maTtepiasiB: 3miHu | 3a UA/15015/01/01
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Opa/IbHOr0 PO34MHY MO
3r,2cawe 3
rpaHynamu y kopoobuii 3
KapToHYy

nyHa

KOMMaHis

"BOKATE
C.A"

dapmachbloTikanc
C.JY.

TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3aMmiHn fo
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3arasIbHEHNX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobu,
BiNOBifa/IbHOT 3a 34iICHEHHS hapMakoHarnsgy;
KOHTaKTHOI 0co6M 3 thapMakoHarnsay 3asBHUKa Ans
3iiCHEeHHs1 chapMakoHarnaay B YKpaiHi, AKLL0 BoHa
BiAMiHHaA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
3a 3pjiicHeHHs hapMakoHaraay (BKIYarum
KOHTaKTHi flaHi) Ta/abo 3MiHW y PO3MiLLLeHHI macTep-
thaiina cuctemu chapmakoHarnsgy). 3MiHa KOHTaKTHOT
0co6u 3asBHKKA, BiANOBIAA/ILHOI 3a hapmakoHarnsg B
YKpaiHi.

[itoua pepakuis: Kapa Csitnana borgaHisHa.
MponoHoBaHa pepakuis: bagbs OneHa AHaToniiBHa.
3MiHa KOHTaKTHUX JaHUX KOHTaKTHOI 0CO6M 3asiBHYIKA,
BiNOBIAa/IbHOI 3a hapmakoHarnisg B YKpaiHi.

peyerimom

249.

®PAKLIA V
(ANBBYMIH)

nacTta (cybcraHuis) y
nofABiNHMX NakeTax 3
nonieTuneny ans
chapmaueBTUYHOrO
3aCcTOCYyBaHHsI

TOB
"BIO®APMA
MAA3MA"

YKpaiHa

TOB "BIO®APMA
MNAA3SMA"
(BpPO6GHMLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/Ib AKOCTI,
BMNYCK cepil)

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
TMNy - AGMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOGHUYOT
AiNbHUUI (BKAOYaoum AinbHULUi ana A®l, npomixHoro
npoaykTy abo roToBOro /ikapcbKoro 3acoby, AiNbHULi
[ONS NpoBefeHHsA NakyBaHHS, BUPOOHUKA,
BiANOBIA&bHOIO 3a BMNYCK Cepiii, MiCLie NPOBEAEHHS
KOHTPO/I0 cepii) abo nocTavanbHyKa BUXIigHOTO
martepiany, peareHTy abo AONOMDKHOT peYOBUHU
(AKLLLO 3a3HaYeHOo Y A0CbEe) BunyyeHHs BMpOGHUYOI
AinbHuUUi 3a agpecoto Ykpaina, 09100, Kuiscbka 06:1.,
M. Bina Liepksa, Byn. Kuiscbka, 37, BignosigansHoi 3a
NpoBeAEeHHs1 KOHTPOJIHO SIKOCTI.

UA/18826/01/01

250.

DYKOPLIH

PO3YMH HaLUKIPHWA NO
25 Mn y dhnakoHax

MPAT
"®ITOPAPM

"

YKpaiHa

MPAT
"PITOPAPM"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3miHn go
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsagy
(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa ans
3fjificHeHHs hapmakoHarnsgy B YKpaiHi, KO0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3a 3fjiicHeHHs1 hapMakoHarnaay (BkiYarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
thaiina cuctemun hapmakoHarnsagy). 3miHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3asiBHNIKA,
BiANOBiAaIbHOI 3a thapmakoHarnsag,. 3miHa
MicLie3HaxoMKeHHs MacTep-ghaiina cuctemu
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[jiACHEHHs1 OCHOBHOI AisSiNIbHOCTI 3 dhapmakoHariagy.

6e3
peyenma

UA/0182/01/01
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peecmpayiliHo2o
nocsio4eHHs

251.

XABPUKC™
1440 BAKLIVHA
ans
NPODITAKTUK
W TEMATUTY A

CycCneHsist aNs iH'ekujin
1440 O[1 ELISA; no 1
M (1 gosa gns
Aopocnux) y danakoHi;
no 1 pnakoHy B
KapTOHHI Kopobuj 3
MapKyBaHHAM
YKPaiHCLKOK MOBOIO;
no 1 mn (1 gosa ans
[opocnux)) B
nonepeaHLo
HanoBHEHOMY LUNPUL
Y KOMMIEKTi 3 rO/IKOI0;
no 1 wnpuuy B
KapTOHHI Kopobuji 3
MapKyBaHHAM
YKPaiHCLKOK MOBOIO;
no 1 mn (1 gosa ans
Aopocnux) y donakoHi;
no 1 pnakoHy B
KapTOHHI Kopobuj 3
MapKyBaHHAM
iHO3EMHUMMN MOBamu
3i CTUKepom
YKpPaiHCbKOK MOBOIO;
no 1 mn (1 posa ansa
Aopocnux) B
nornepeaHLo
HanoBHEHOMY LUMNPUL
Y KOMMNJIEKTI 3 F0/IKOI;
no 1 wnpuuy B
KapTOHHI Kopobuji 3
MapKyBaHHAM
iHO3eMH1MKU MOBamu
3i CTUKEpOM
YKparHCbKO MOBOIO

nakcoCmit
Knsiin
Ekcnopt
NimiTen

Benuka
BpuTaHis

nakcoCmiTKnsiiH
Bionoaxikan3 C.A.

Benbris

BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHn y BUPO6HMLTBI. 3MiHU BUNpobyBaHb abo
[OMNYCTUMMX MEX, BCTAHOBJIEHUX Y cneuuddikalisx, nig
Yyac BMPO6GHULITBA FOTOBOrO NiKapCcbKoro 3acoby (iHLwi
3MiHW) [JoaaBaHHs BUNPOGYBaHHA Nepesipku
inicHocTi 3akpuTTa KoHTelHepa (Container Closure
Integrity Test (CCIT)) sik TECT NPUIAHATTSA PiLLIEHHS
wopo skocTi (Quality Decision test) nig yac
MiXonepaw,iiHOro KOHTPO/0. BHeceHHs peaakuiliHmX
npasok Ao po3ainis 3.2.P.3.3, 3.2.P.3.4.

3a
peyenmom

UA/16497/01/02

252.

XABPUKC™
720 BAKLIMHA
ans
NPO®ITAKTMK
W TEMATUTY A

CyCneHsist ANs iH'ekuin
720 Of ELISA; no 0,5
mn (1 gosa ans gitei)
y donakoHi; no 1
(h/1aKOHY B KapTOHHii
Kopob6Li 3
MapKyBaHHAM
YKPaiHCLKOK MOBOIO;
no 0,5 mn (1 gosa gns
AiTeit) B nonepeiHbo
HanoBHEHOMY LINpUL
Y KOMNJIEKTi 3 ro/IKoHo;

nakcoCmit
Knsidn
Ekcnopt
NimiTen

Benuka
BpuTaHis

nakcoCmiTKnsiiH
Bionoaxikans C.A.

Benbris

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu |
TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHn y BUPO6HMLTBI. 3MiHU BUNpobyBaHb abo
[OMNYCTUMMX MEX, BCTAHOBJIEHUX Y cneuuddikalisx, nig
4yac BUPOOGHMLTBA FOTOBOrO NiKApCbKOro 3acoby (iHwi
3MiHW) [JogaBaHHs BUNPOGYyBaHHA Nepesipku
LinicHocTi 3akpuTTa koHTelHepa (Container Closure
Integrity Test (CCIT)) sik TECT NPUAHATTSA PiLLIEHHS
wopo skocTi (Quality Decision test) nig yac
MiXonepaw,iiHOro KOHTPOs0. BHeceHHs peaakuiliHmX
npasok Ao po3ainis 3.2.P.3.3, 3.2.P.3.4.

3a
peyenmom

UA/16497/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
no 1 wnpuuy B
KapTOHHI Kopobui 3
MapKyBaHHAM
YKpPaiHCbKOK MOBOIO;
no 0,5 mn (1 gosa gns
aiteld) y conakoHi; no 1
h/1aKOHY B KapTOHHii
Kopobui 3
MapKyBaHHAM
iHO3eMH1MKU MOBamV
3i CTUKEpOM
YKparHCbKOI MOBOIO;
no 0,5 mn (1 go3a gns
AiTeii) B nonepefHbo
HanoBHEHOMY LUNPUL
Y KOMMIEKTi 3 rO/IKOI0;
no 1 wnpuuy B
KapTOHHI Kopobuji 3
MapKyBaHHAM
iHO3eMH1MKU MOBamu
3i CTUKepom
YKPaIHCbKOK MOBOK
253. | XJTOPrEKCUA, pO34nH AN MPAT Ykpaina BiAnNoBigabHUIA 3a YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 UA/18022/01/01
NH 30BHILLIHBLOTO "®PITODAPM BMPOBHULTBO, TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyernma
3acTocyBaHHs, 0,05 % " nepBuHHe thapmakoHarnsgy. BeegeHHs abo 3miHv o
no 100 mn a6o 200 mn nakyBaHHs, y3araslbHeHUX faHux Npo cuctemy chapmakoHarnsgy
y NOMIIMEPHNX KOHTPO/Ib SKOCTI (BBEAEHHSA Y3araslbHEHUX AaHWX NPO cucTemy
dhakoHax 3 HacaaKko Ta BUMyCK cepii: hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
[O/151 cnpsiMOBaHOro MPAT BiANOBIAA/IbHOI 3a 34iicCHEHH:A hapMmakoHarnsay;
BBE/IEHHS NiKapCbKoro "OITOPAPM", KOHTaKTHOI 0co6YM 3 thapmakoHarnsagy 3asiBHuka anas
3acoby YkpaiHa 3piicHeHHs hapMakoHarnsgy B YkpaiHi, K0 BOHA
BiAnNoBigabHUIA 3a BigMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifgNoBiganbHOI
BMPOBHULTBO, 3a 34iicHeHHs hapmakoHarnsgy (Bkaoyarum
nepBuHHE KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
nakyBaHHs Ta thaiina cuctemu chapmakoHarnsay) 3mMiHa KOHTaKTHUX
KOHTPO/Ib SIKOCTI: [aHnX YNOBHOB&XEHOI 0CO6M 3asBHNKa,
TOB "®apma BiANOBIAaNbHOI 3a thapmakoHarnsg,. 3miHa
Yepkac", YkpaiHa MicLLe3HaX0[PKEHHSI MacTep-chaiina cuctemm
BiANOBigaIbHNI 3a thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
BMPOBHMLITBO, 3[jACHEHHSI OCHOBHOT AiSNIbHOCTI 3 dhapmakoHarnagy.
nepBuHHe
nakyBaHHs Ta
KOHTPO/Tb AKOCTI:
nn "Kinadpcp",
Ykpaina
254. | XonicAn refb 41 poToBO| TOB "bayw Ykpaina dapm3aBof, MonbLia BHECEHHS 3MiH IO peecTpaLjiiiHuX MmaTepianis: 3MiHu | 6e3 UA/7298/01/01
NOPOXHWHM no 10 1 Xenc" Enbta A.T. MYy - 3MiHK 3 AKOCTi. A®Il. KoHTponb A®I. 3miHa y peuyenma

ren y Ty6i, no 1 Ty6i

MeTofdax BunpobysaHHs A®| abo BuxigHoro
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
B KQPTOHHI kopobuj mMarepiany/npoMiXKHOTO NPoAyKTy/peareHTy, Lo
BUKOPUCTOBYETLCA Y npoLeci BUpo6bHuuTBa A®I (iHLWi
3MiHM Y MeTogax BUNpobyBaHHA (BKIOYaOUM 3aMiHy
abo gonoBHeHHs)) A®| abo BUXIQHOrO/MPOMIXHOIO
npoAaykKTy). 3aMiHa MeToay BU3HAUYEHHS AOMILLOK 3
TCX Ha BEPX. 3miHa nos’si3aHa 3 oHoB/ieHHsIM ASMF
AN XoniHy caniunnarty Big Bupo6Huka ICN Polfa
Rzeszow. 3MiHu | Tuny - 3miHK 3 AkocTi. AdI.
KoHTposnb A®I. 3miHa y meTogax BunpobdysaHHs AdI
abo BuxigHOro marepiany/npomikHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIEC
BMPOGHMLTBA ADI (iHLWIi 3MiHM Yy MeTodax
BMNpPoOyBaHHA (BK/TKOYaO4M 3amiHy abo [OMNOBHEHHS)
A®| abo BUXiAHOTO/NPOMIXXHOrO NPOAYKTY).
3amiHa meTogy igeHTudikauii 3 1Y cnekTpockonii Ha
TLWX Ta peakuito 3 HiTpaToM cpibna. 3miHa NnoB’A3aHa
3 OHOB/IEHHAM ASMF ans xoniHy caniumnarty Big,
Bnpo6Huka ICN Polfa Rzeszow. 3MiHn Il Tuny - 3MiHn
3 AKocTi. A®I. (iHwWi 3miHK). 3aTBepaKeHNI BUPOOHUK
Aitoyoi pevoBuHY XoniHy caniumnart ICN Polfa
Rzeszow oHostoe ASMF Ha fjtouy peqoBuHy
canuuunat xonuHy. 3atBepmkeHo ICN Polfa Rzeszow
S.A./Choline salicylate/EDMF/RP/05/2016-11-30.
3anponoHoBaHo ICN Polfa Rzeszow S.A./ Choline
salicylate/ ASMF/RP/06/2019-06-18
255. | LUET/IO® TabneTku, BKPUTI OPIAHOCU OAE EBepTomkeH IHais BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 UA/15638/01/01
nnoc NAiBKOBOK 0O0/I0HKOID H Navich CaeHens TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenma
no 10 TabneTok y NAN®CAEH Nimiten Ta/abo agpecu Micus NPOBaPKEHHS AiSNbHOCTI
6nictepi; no 1 CnN3 (E® BMPOGHMKa (BK/THOYaKOUK, 3a HEOOXIAHOCTI, Micue
6nicTepy y KapTOHHIl 3ETI) NpOBEeAEHHS KOHTPO/IO AKOCTI), ab0 BNacHUKa mactep-
Kopo6ui; no 10 thaiina Ha A®l, abo noctavanbHuka A®I/BnxigHoro
Tabnetok y 6nictepi; mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, O
no 2 6nictepny 3aCTOCOBYIOTLCS Y BUPOOHMUTBI ADI (SKLLO 3a3Ha4YeHO
KapTOHHI Kopo6Lj; no y [OCbE Ha nikapcbkuii 3acib) 3a BiACYTHOCTI
10 Tabnetok y cepTudikaTa BignoBiaHOCTIi EBpONEiiChKilt
6nicTepi; no 3 hapmakonei y 3aTBepAxeHOMyY [OCbE, ab0 BUPOGHMKA
6nicTepun y KapTOHHIl HOBOT JOMOMDKHOI PEYOBMHY (AIKLLIO 3a3HAYEHO Y
Kopo6bui focbe) 3MiHa HalimeHyBaHHS1 BUPOGHUKa AdI
NeBOLEeTUPU3NHY gurigpoxnopugy. BupobHuya
AiNbHULA Ta yci BUpoOHUYI onepaw,ji 3anmwaloTcbs
He3MiHHUMW. [jtova pepakuis: Glochem Indastries
Limited, India MponoHoBaHa peakuis: Glochem
Industries Private Limited, India
256. | LET/IO® TabneTtkn, BKPUTI OPIAHOCU OAE EBepTomxeH IHais BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu | - UA/15639/01/01
nnoc NAiBKOBOK 0O0/I0HKOD H Navid CaeHens TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
in bulk: no 1000 NAVIGCAEH Nimiteq Ta/abo agpecu MicLs NPOBaKEHHS AiSNbHOCTI
Tabnetok y Cn3 (E® BMPOGHMKa (BKIKOYAKOUK, 3a HEOOXIAHOCTI, Micue

nonieTUNEeHOBUX

3ET )

NpoBefiEHHS1 KOHTPO/IIO SKOCTI), ab0 B/1acHMKa macTep-
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

naketTax

thaiina Ha A®l, abo noctavanbHuka API/BnxigHoro
mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, WO
3aCTOCOBYIOTbCA Y BUPOOHULTBI AD| (AKLLO 3a3HAYEHO
y [OCbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudikaTa BifgnoBiAHOCTI EBpONEiChKilt
thapmakonei y 3aTBepAKeHOMY AOCbE, a60 BUPOGHMKA
HOBOT JOMOMDKHOT PEYOBMHY (SIKLLIO 3a3HA4YEHO Y
focbe) 3MiHa HalimeHyBaHHS1 BUPOGHUKa AdI
NeBOLEeTUPU3NHY gurigpoxnopugy. BupobHuya
AiNbHULA Ta yci BUPOOHUYI onepaw,ji 3anmwaloTcbs
He3MiHHUMW. [itoya pepakuis: Glochem Indastries
Limited, India MponoHoBaHa peakuis: Glochem
Industries Private Limited, India

257.

LEE®AHENPO

Tabnetkn, no 20
TabneTtok y 6nictepi;
no 1 a6ono 3
6nicTepun y KapTOHHiIl
Kopoo6Li

Liedhak KI

HimeyunH
a

Lledhak KI

HimeyunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3miHu 11
Tuny - 3MiHn 3 akocTi. A®l. BupobHuuTeo. 3miHa
BMPOGHMKA BUXIAHOr0/NPOMDKHOrO NPOAYKTY/peareHTy,
L0 BUKOPUCTOBYHOTLCS Y BUPO6HMYOMY npoueci AdI,
ab60 3miHa BUpobHuKa (BkIOYaroun, e HeobxigHo,
MicLie NpoBeaeHHs KOHTposo skocTi) APl (3a
BiICYTHOCTI cepTucpikaTa BiANoOBIAHOCTI EBPONEiChKIli
hapmakonei y 3aTBepAxeHOMyY [0CbE)(BBEAEHHS
HOBOro BMpo6HUKa A®I, Konn He NOAAETLCA MacTep-
paiin Ha A®I Ta Lo BUMarae 3Ha4HoOi 3MiHV A0
BiAMNOBIAHOrO po3ainy focbe Ha A®l). [logaHHsS HOBOro
BMpo6HUuKa [loitue XomeonaTi-YHioH (AXY) (Deutsche
Homoopathie-Union (DHU)), HimeuyuuHa gns gitoyoi
peyoBuHM Gelsemium trit. D4 BHeceHHsi KOPEKTHOT
Ha3Bu B1po6HKKa Deutsche Homoopathie-Union
(DHU) 3amictb German Homeopathic Union (GHU),
Germany, ans gitoumx peyosuHn Avena sativa O Ta
Passiflora incarnata O, ockinbkvi npu npoLeaypi
LepXxaBHOI peecTpadii 6yno 3po6s1eHo NOMUKY B
Ha3Bi.
3MiHu |l Tuny - 3MiHn 3 akocTi. A®l. BUpo6HMUTBO.
3MiHa BUPOBHUKA BUXiZAHOTO/MPOMIKHOIO
NpoayKTy/peareHTy, WO BUKOPUCTOBYIOTbLCS Y
BMPOGHMYOMY npoueci A®I, abo 3miHa BUPOGHUKa
(BKtOYaroum, e Heo6XiAHO, Micue NPOBeAEHHS
KOHTponto sikocTi) APl (3a BigcyTHOCTI cepTuddikata
BiANOBIAHOCTI EBponelickkili hapmakonei y
3aTBEPAKEHOMY [0ChE)(BBEAEHHS HOBOTO BUPOGHUKA
A®I, Konn He nogaeTbesa MacTep-hainn Ha AdI Ta Wwo
BMMAarae 3Ha4Hoi 3MiHU [0 BignoBigHOro po3ainy
nocbe Ha Adl).

[opaHHA HOBOro BUpOGHMKa [loiue Xomeonarti-YHioH
(AXY) (Deutsche Homoopathie-Union (DHU)),
HimeuuunH ana pitoyoi pevoBuHy Ignatia trit. D4 go Bxe
3aTBepxeHoro Bupo6bHuka Cefak, KG, Germany.

6e3
peuyenma

UA/14251/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
258. | LE®PYPOKCUM | nopoLIoK AN PO3UYNHY MpvBaTHE YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/17287/01/01
ONs iH ekyin no 0,75 ; akuioHepHe akuioHepHe My - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta peyenmom
no 1 a6o 5 a6o 50 TOBapuCTBO TOBapUCTBO dhapmakoHarnsgy. 3miHa y KOpoTKili xapakTepuctuui
hakoHiB y navui; no “NekxiMm — “Nlekxim — Xapkis”, NiKapCcbKoro 3acoby, TEKCTIi MapKyBaHHS Ta iHCTPYKLiT
1 ab6o 5 dpnakoHiB y Xapkis” Ykpaina ONs MeANYHOro 3aCTOCyBaHHA Ha MigcTasi perynsipHo
6nicTepi y nayui (BMPOBHMLTBO 3 OHOB/IHOBAHOrO 3BITY 3 6e3neKu NikapCbLKoro 3acoby,
nakyBaHHs in bulk abo gocnigpxeHb 3 6e3Mekn 3acTocyBaHHS NiKapCbKoro
hipMn-BUpobHUKA 3acoby B nmicnspeecTpaviliHnii nepios, abo sk
PetoHr pe3ynbTaT OLiHKV 3BITY 3 AOC/ILKEHb, MPOBEAEHNX
dapmacbloTVKas BiANOBIAHO [0 NMnaHy negiatpuuHnx gocnimxeHs (PIP)
Ko., 74, (3MiHY Y3rof)XeHO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
KnTaiicbka opraHom)
HapogHa 3MiHM BHECEHO B IHCTPYKL,O 4159 MEANYHOrO
Pecny6nika) 3acTocyBaHHA NikapcbKoro 3acoby [0 po3ainis
TOB "NNekxim- "Oco6nuBocTi 3acTocyBaHHs", "Mo6iuHI peakwii"
O6yxiB", YkpaiHa BiANOBIAHO [0 OHOBMEHOT iHhopMaLii Wwoao 6e3nekn
(BMPO6GHMLTBO 3 3aCTOCYBaHHSA AiH040T PeYOBUHY 3rigHO 3
nakyBaHHs in bulk pekomeHgauieto PRAC.
hipMmn-BNPOGHMKa CynyTHs 3miHa - 3MiHM Wwoo 6e3nekun/edekTMBHOCTI
PetoHr Ta hapmakoHarnsgy. BHeceHHs abo 3miHa(u) o
PapmacboTUKan 3060B'A3aHb Ta YMOB Bugadi peecTpauiiHoro
Ko., N74., NOCBIAYEHHS, BKItoYatoun MnaH ynpasiHHA pu3nkamm
KnTaiicbka (3acTocyBaHHA TEKCTY, KW NOrOMKEHNA 3
HapogHa KOMMETEHTHUM opraHoM) 3asiBHUKOM HafaHo
Pecny6nika) OHOBJ/IEHWIA [naH ynpaBniHHA pu3nkamm Bepcisa 2.1
3MiHN BHECEHO [0 YaCTUH:
| «3arasibHa iHhopmaLlis»
Il «Cneunddikauis 3 6e3neku» (mogyni CVII
«laeHTudikoBaHi Ta NOTEHLiNHI pu3nkn» Ta CVIII
«Pestome npobnem 6e3nekn»)
V «3axoau 3 MiHimi3aLji pu3mkiB»,
VI «Pe3tome nnaHy ynpasniHHA pUsnkamm»
VIl «dopaTkn» (qoaaTtok 2)
Y 3B’A3KY 3 YTOYHEHHAM (POPMY/IIOBAHHS PU3UKY Ta
OHOB/IEHHAIM HGhOpMaLLT 3 6e3nekn Aito4oi pevyoBUHU
Ledypokcum, WO € PYTUHHUMM 3axX04amn 3 MiHiMi3awii
pU3MKIiB Ha nigcTasi pekomeHgauii PRAC.
259. | LE®YPOKCUM | nopoLLoK 4515 PpO34UHY MpuBaTHe Ykpaina MpusaTHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/17287/01/02
Ans iHekuinno 1,5; aKujioHepHe akujioHepHe TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
no 1 a6o 5 a6o 50 TOBapuCTBO TOBapUCTBO thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui
dhnakoHiB y naJui; no “NekxiMm — “Ilekxim — Xapkis”, NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
1 a6o 5 pnakoHiB y Xapkis” Ykpaina 0151 MEANYHOrO 3aCTOCYBaHHSA Ha MiAcTasi perynsipHo

6nicTepi y nauui

(BMpPOGHMLTBO 3
nakysaHHs in bulk
hipMmn-BUPOGHMKa

OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
a60 pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS /ikapCbKoro
3aco6y B nicnspeecTpaviliHvii nepiod, abo sk

PetoHr pe3ynbTaT OLiHKM 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
dapmacboTuKas BIAMNOBIAHO A0 NnaHy negiatpuyuHux gocnigxeHs (PIP)
Ko., NiT4., (3MiHY Y3roKeHo 3 KOMNETEHTHNM YNOBHOBAXXEHUM
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KuTaiicbka opraHom)
HapopgHa 3MiHV BHECEHO B IHCTPYKLi0 4151 MegUYHOro
Pecny6nika) 3aCTOCyBaHHA NikapcbKoro 3acoby A0 po3ainis
TOB "Nekxim- "Oco6nmBoCTi 3acTocyBaHHs", "Mo6iuHi peakwyii"
O6yxiB", YkpaiHa BiAMNOBIAHO A0 OHOBNEHOT iHChopMaLi LWoao 6e3neku
(BUPOGHMLTBO 3 3acTOCyBaHHSA Aitl040i pevoBUHY 3rigHO 3
nakyBaHHs in bulk pekomeHpauieto PRAC.
hipMn-BUpobHUKA CynyTHs 3miHa - 3MiHW Woa0 6e3nekn/edpekTUBHOCTI
PetoHr Ta thapmakoHarnsgy. BHeceHHs abo 3miHa(un) o
dapmacbloTVKas 3000B'A3aHb Ta YMOB BuAadi peecTtpauiiHoro
Ko., 74, nocBiAYEeHHS, BKtoYatoun MnaH ynpasiHHA pu3nkamm
KuTalicbka (3acTocyBaHHs TEKCTY, sIKWIA NOrogKeHui 3
HapogHa KOMNETEHTHUM opraHom) 3asBHUKOM HafaHo
Pecny6nika) OHOBJIEHWIA MnaH ynpaBniHHA pu3nkamm Bepcis 2.1
3MiHN BHECEHO [0 YacTWH:
| «3aranbHa iHhopmaLis»
Il «Cneundpikauis 3 6esnekn» (mogyni CVII
«laeHTudikoBaHi Ta NOTEHL,iHI pusnkn» Ta CVIII
«Pestome npobnem 6e3nekn»)
V «3axoau 3 MiHiMi3auii pu3nkie»,
VI «Pe3tome nnaHy ynpasniHHA pusnkamms»
VIl «Jopatkmn» (gogatok 2)
Yy 3B'A3KY 3 YTOYHEHHAM (DOPMY/IIOBaHHS PU3UKY Ta
OHOB/IEHHSIM iHDOpMALLT 3 6e3neKkn 4it40ol pevyoBUHN
Led)ypoKCUM, LLIO € PYTUHHMMM 3aX04aMu 3 MiHimizauii
puU3MKiB Ha nigctasi pekomeHaauii PRAC.
260. | LE®YPOKCUM | nopoLUOoK A1 PO3UUHY MpuBatHe Ykpaina BMPOGHMLITBO Ta Ykpaina/ BHECEHHS 3MiH [0 peecTpaLiiiHuX maTepiasis: 3MiHu | 3a UA/18824/01/01
KOMBI ONs iH'ekuin, no 0,75 1 akKujioHepHe nepBuHHE Kutaiicbka MRy - 3MiHK WoAo 6e3nekn/edheKTNBHOCTI Ta peyenmom
1 chnakoH i3 TOBapuUCTBO nakyBaHHs HapogHa thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTuLi
nopotukom Ta 1 “Nekxim — PO3YMHHVIKA; Pecny6nika NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
amnyna po3unHHUKa Xapkis” BTOPVIHHE AN MeAMYHOro 3acTOCyBaHHA Ha NiACTaBi perynsipHo
(Boga ans iH'exuii no nakyBaHHs, OHOBJ/IIOBAHOrO 3BITY 3 6e3neKkun NikapcbKoro 3acoby,
10 mn) y 6nictepi, 1 KOHTPONb Ta abo gocnigpkeHb 3 6e3Mnekn 3acTocyBaHHS NiKapCbKoro
6nictep y nauuy,i BUMYCK cepil 3acoby B nmicnspeecTpaviliHvii nepiod, abo sk
roToBOro pe3ynbTaT OLiHKM 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
nikapcbKoro BiANOBIAHO [0 NnaHy negiatpuuHnx gocnimxers (PIP)
3acoby: (3MiHY Y3rofXX€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
MpuBatHe opraHom).
akuioHepHe 3MiHV BHECEHO B IHCTPYKL,i0 4151 MEANYHOTO
TOBapUCTBO 3acTocyBaHHS NikapcbKoro 3acoby Ao po3ainis
«Jlekxim-XapkiB» , "Oco6mBOCTi 3acTocyBaHHs", "M06IYHI peakwi”
YkpaiHa; BIANOBIAHO [0 OHOBMEHOT iHhopMaLi Wwoao 6e3nekn
BTOPVIHHE 3aCTOCYBaHHS AiH04O0T PeYOBUHY 3riHO 3
nakyBaHHs, pekomeHpauieto PRAC.
KOHTPO/b Ta CynyTHS 3MiHa- 3MiHM LWoAo 6e3nekn/edeKTUBHOCTI
BUMYCK cepil Ta chapmakoHarnsgy. BHeceHHs abo 3miHa(u) oo
roToBOro

niKapcbKoro

3000B'A3aHb Ta YMOB Buaui peecTpauiiiHoro
noceigyYeHHs, BkoYaoyy MNMaaxH ynpasniHHS pyu3vkamu
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
3acoby: (3acTocyBaHHS TEKCTY, SKWIA NOTOAKEHN 3
TOB "Nekxim- KOMMETEHTHUM opraHom). 3asBHUKOM HafaHo
O6yxiB", YkpaiHa,; OHOBNEHUIA MnaH ynpasniHHA pu3nkamu Bepcisa 2.1.
BUMPOGHMLITBO Ta 3MiHM BHECEHO [J0 YaCTWH:
nepBuHHe | «3aranbHa iHhopmauis»; I «Cneyundikadisa 3
nakyBaHHs 6e3nekn» (Mogyni CVII «laeHTudhikoBaHi Ta NoTeHLiliHi
MOpOLLKY: PetoHr pusukn» Ta CVIII «Pe3tome npobnem 6e3nekun»); V
dapmacbioTuKas «3axoau 3 MiHiMi3auii pu3nkie»,VI «Pe3ome nnaxy
Ko., N14., ynpasniHHA pusmkamm»; VIl «logatku» (4ogaTok 2)
KnTaiicbka Y 3B’A3KY 3 YTOYHEHHAM (POPMY/IIOBAHHS PU3UKY Ta
HapogHa OHOB/IEHHAIM iHGhOpMaLLT 3 6e3neKkn Ait4oi pevyoBUHU
Pecny6nika LedypOKCUM, LLIO € PYTUHHUMM 3axX04amMm 3 MiHimizawii
pU3MKIiB Ha nigcTasi pekomeHgauii PRAC.
261. | UNBOPAT- Kpanni o4Hi no 10 mny MPAT Ykpaina MPAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 3a UA/0760/01/01
O®DPTAH hnakoHax "®ITOPAPM "OITODAPM" TMny - 3MiHM WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
" thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX NPO cucTemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iicCHEHH:A hapMmakoHarnsay;
KOHTaKTHOI 0co6YM 3 thapmakoHarnsagy 3asiBHuka anas
3piicHeHHs hapMakoHarnsgy B YkpaiHi, KO0 BOHA
BigMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifgNoBiganbHOI
3a 3AjiicHeHHs hapmakoHarnagy (Bkiyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
thaiina cuctemun chapmakoHarnsgy). 3MmiHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0CO6M 3asBHUKA,
BiANOBIAaNbHOI 3a thapmakoHarnsg,. 3miHa
MicLie3Haxo4KeHHs MacTep-chaiina cuctemm
hapMakoHarnsgy Ta noro Homepa. 3mMiHa micus
3f1iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3 chapMakoHarnsay.
262. | AHYMET TabneTtkn, BKPUTI Mepk Wapni | Lseiiyapi MepBuHHA Ta HigepnaHan BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/11003/01/02
NAiBKOBOO Joym IAEA A BTOPUHHA / TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
060/10HKO10, Mo 50 m6X yrnaxkoBka, [03Bin Benuka Ta/abo agpecu MicLs NPOBaKEHHS AiSNbHOCTI
Mr/850 mr; no 14 Ha BUMYCK cepii: BputaHis/ BMPOGHMKa (BKIKOYaKOUK, 3a HEOOXIAHOCTI, Micue
Tabnetok y 6nicrepi; Mepk LWapn i cuA/ NpOBeAEHHS KOHTPO/IO SKOCTi), a60 BNacHUKa mactep-
no 4 6nictepu B Joym B.B., Cinranyp/ thaiina Ha A®l, a6o noctavanbHuka API/BuxigHoOro
KapTOHHIA Kopoo6Li HigepnaHgu; IcnaHis mMaTtepiany/peareHTy/npoMbKHOro NPOAYKTY, WO
BrnpobHMuTBO 3aCTOCOBYIOTLCS Y BUPOOHMLTBI ADI (SKLLO 3a3HaUYeHO
Hepo3dacoBaHoT y [OCbE Ha nikapcbkuii 3acib) 3a BiACYTHOCTI
npoayKuii, cepTudpikaTa BignoBiaHOCTI EBpONeiiChKilt
aHaniTMyHe hapmakonei y 3aTBepAXeHOMY [0CbE, ab0 BUPOGHMKA
TECTyBaHHS npu HOBOI [OMNOMKHOT PeYOBUHM (SIKLLIO 3a3HAYEHO Y
BUMYCKY: [l0CbE).

Ecika KBiH60pO
Nimiteq, Benuka
BpuTaHis;
MareoH lMyepTo

3MiHa HaliMeHyBaHHS BUPO6HMYOI AinbHNLI Mepk
Wapn i Aoym Kopn., CLLUA/Merck Sharp & Dohme
Corp., USA Ha Mepk Wapn i Joym NI/1C, CLUA/Merck
Sharp & Dohme LLC, USA, BignoBigasibHoOi 3a
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Piko, IHk., MyepTo TecTyBaHHs CTabiNbHOCTI CUTarninTyHy, Lo
Piko, CLUA; BMPOGASETLCA Ha AinbHULI MCJ,. IHTepHewHn TM6X
MC/, IHTepHeLHn (chinis CiHranyp ) Ta KoperysaHHsi agpecu. 3minm |
vm6X (chinis TUny - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
CiHranyp), Ta/abo agpecu mMicusa NPoBamKeHHs AifNIbHOCTI
CiHranyp; BMpPO6HMKa/iMNopTepa roToBOro JliKapCbKoro 3acoby,
MepBrHHaA Ta BK/IOYAOUM AiNbHULI BUMYCKy cepii abo micue
BTOPUHHA NpoBeAeHHSA KOHTPOJIH0 AKOCTI. (LiSANbHICTb, 3a AKY
ynaxkoBKa: BiAANOBIAAa€E BUPOGHMK/IMNOPTEP, HEe BKIOYaoun
Posi ®apma BUMYCK Cepiii). 3MiHa HaliMeHyBaHHS BUPOGHMYOT
IHoacTpian ainbHuUUi Mepk Wapn i Joym Kopn., CLUA/Merck Sharp
Cepsicec, C.A., & Dohme Corp., USA Ha Mepk LWapn i oym JI/1C,
Icnanis; CLWA/Merck Sharp & Dohme LLC, USA,
TecTyBaHHSA BiANOBIAA/IbHOT 38 TECTYBaHHSA CTabiNbHOCTI
cTabinbHoCTI: NiKapcbKoro 3acoby Ta 3a3HaYeHHsAM AaHHOro
Mepk Wapn i BMPOGHMKA B peecTpauiliHix 4OKyMeHTax, a came y
Joym NNC, CLWA P ta MKA N3. 3MiHn | TNy - 3MiHK 3 AKocTi. ADL.
Brpo6HMLUTBO. 3MiHa BUPOOHUKA
BVXifHOrO/MPOMDKHOro NpPoAyKTy/peareHTy, Lo
BVKOPVCTOBYIOTLCA Y BUPOGHMYOMY npoueci Ad®l, abo
3MiHa BUPOOHMKa (BK/IHOYatoun, fe HeobxigHo, Micue
NpoBefeHHS KOHTPO/T0 sAkocTi) AP (3a BigCyTHOCTI
cepTudikaTa BifgnoBiAHOCTI EBpONEiChKilt
hapmakonei y 3aTBepykeHOMy A0CbE)(3MiHM A0
3axo0piB, NoB'A3aHUX 3 KOHTponem Adl, abo
[ofaBaHHA AinbHUL, Ae NPOBOAUTLCS
KOHTpO/b/BMNPOGYyBaHHSA cepii). JlofaaBaHHA
BMpo6HMKa MCJ, IHTepHewHn Mv6X (dinis
CiHranyp)/MSD International GmbH (Singapore
Branch) ans gito4oi pevoBrHM NiKapcbKoro 3acoby —
CUTarNinTVH B AKOCTi a/lbTEPHATUBHOIO BUPOOHNKA,
Bi4NOBiAa/IbHOrO 3a TeCTyBaHHsA CTabiNIbHOCTI
cuTarninTuHy.

263. | AHYMET TabneTku, BKPUTI Mepk Wapni | LWBseiuapi MepBrHHA Ta HigepnaHgn | BHeCEHHS 3MiH A0 peecTpauiiiHux matepiasis: 3MiHu | 3a UA/11003/01/03
NNiBKOBOIO Ooym |IAEA A BTOPVHHA / TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHSI peyenmom
o60onoHkKoto, no 50 6X ynakoBka, [,03BiN Benuka Ta/abo agpecu micus NPOBaKEHHS AISNbHOCTI
Mr/1000 mr; no 14 Ha BUMYCK cepii: BpuTaHis/ BMPOGHMKa (BK/TOYaKOUM, 3a HEOOXIAHOCTI, MicLe
Tabnetok y 6nictepi; Mepk Wapn i cuwA/ NpoBeEeHHS KOHTPO/IO AKOCTI), abo BNacHUka mactep-
no 4 6nictepu B Joym B.B., Cinranyp/ tharina Ha A®l, abo noctavasibHMka AdI/BUxigHOro
KapTOHHIA KOopoo6Li HinepnaHngy; IcnaHis marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo

Brvpo6HMuTBO 3aCTOCOBYIOTbCA Y BUPOOHULTBI ADI (SKLLO 3a3HaYeHO
Hepo3cacoBaHoi y [OCbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI
npoAyKuii, cepTudpikaTa BignoBiAHOCTI EBpONEChKil
aHaniTMyHe thapmakonei y 3aTBeppKeHOMY JOCbe, 860 BUPOOHMKA
TECTyBaHHSA Nnpu HOBOT JOMOMDKHOT PEYOBMHY (SIKLLIO 3a3HAYEHO Y
BWMYCKY: [OCbE).

Ecika KBiH60pO
NlimiTen, Benvka

3MiHa HaliMeHyBaHHS1 BUPOGHMYOI AiibHULL Mepk

LWapn i floym Kopn., CLLUA/Merck Sharp & Dohme
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BputaHis; Corp., USA Ha Mepk Wapn i foym NI/1C, CLUA/Merck
MaTeoH MNyepTto Sharp & Dohme LLC, USA, BignosiganbHoi 3a
Piko, IHk., MyepTo TecTyBaHHA CTabiNIbHOCTI cUTarninTuHy, Lo
Piko, CLUA; BMPO6ASETLCA Ha AinbHULI MCJ,. IHTepHewHn Mv6X
MCJ, IHTepHeLwHN (chinis CiHranyp ) Ta koperyBaHHsa agpecu. 3miHu |
6X (chinis T™Mny - AAMIHICTPATMBHI 3MiHU. 3MiHA HaliMeHyBaHHS
Cinranyp), Ta/abo agpecyn Micus NPOBaMKEHHS AiSNbHOCTI
CiHranyp; BMpOBGHUKa/iMNopTepa roToBoro JlikapcbKoro 3acooy,
lMepBuHHaA Ta BK/IKOYA0UM AiNbHULI BUNYCKY cepii abo micue
BTOPUHHA NPOBELEHHS KOHTPOJIO AKOCTI. (ZiANbHICTb, 3a Ky
ynakoBka: BiANOBiAAa€e BUPOGHMK/IMNOPTEP, He BK/IOYaUM
Posi ®apma BUMYCK cepili). 3MiHa HaliMeHyBaHHSi BUPOGHWYOT
IHpacTpian AinbHuui Mepk Wapn i foym Kopn., CLUA/Merck Sharp
Cepsicec, C.A., & Dohme Corp., USA Ha Mepk Wapn i Joym JI/1C,
IcnaHis; CLUA/Merck Sharp & Dohme LLC, USA,
TecTyBaHHsA BiANOBIAA/IbHOI 3@ TECTyBaHHSA CTabiNbHOCTI
cTabinbHoCTI: nNikapcbKoro 3acoby Ta 3a3Ha4YeHHsAM JaHHOro
Mepk LWapn i BMPOGHMKA B peecTpauLiliHix OKyMeHTax, a came y
Joym NNC, CLWIA P ta MKA N3. 3miHwn | TMny - 3miHn 3 AkocTi. AdI.
Brpo6HMUTBO. 3MiHa BUPOGHUKA
BUWXifHOro/NPOMKHOro NPoAyKTy/pearenTy, Lo
BVKOPVICTOBYIOTBCS Y BUPO6HMYOMY npoueci Adl, abo
3MiHa BMPOGHMKa (BK/TOUakouu, e HeobXigHo, micue
npoBefieHHs KOHTPO/IIO AKocTi) AP (3a BigCyTHOCTI
cepTudpikaTa BigNoBiAHOCTI EBPONEChKIl
thapmakonei y 3aTBepKeHOMY [0CLE)(3MiHU [0
3axofiB, NoB'A3aHMX 3 KOHTponeMm A®l, a6o
fofaBaHHA finbHUL, Ae NPOBOAUTLCS
KOHTPONb/BUNPOGYBaHHSA cepil). JoaaBaHHsS
BMPO6HUKa MCJ, IHTepHewHn MTv6X (dinis
Civranyp)/MSD International GmbH (Singapore
Branch) gns gitoyoi peyoBrHU NikapcbKoro 3acoby —
cuTarninTuH B SIKOCTi a/lbTEPHATUBHOMO BUPOOHMKA,
BiANOBIAA/IbHOIO 3a TECTYBaHHA CTa6INbHOCTI
CUTarINnTUHY.

264. | AHYMET TabneTkn, BKPUTI Mepk Wapni | LWseiuapi lMepBuHHA Ta Higepnangn BHECEHHS 3MiH 0 peecTpaLiinHux matepiasnis: 3MiHu | 3a UA/11003/01/01
NAiBKOBOO Joym IAEA A BTOPUHHA / TUny - AAMIHICTPaTVBHI 3MiHM. 3MiHa HaliMeHyBaHHS peyenmom
060/10HKO10, 1Mo 50 6X ynakoBka, [03Bin Benuvka Ta/abo agpecu Micusa NPoBamKeHHs AisNIbHOCTI
Mr/500 wmr; no 14 Ha BUMYCK cepil: BpuTanis/ BMPOGHMKa (BK/THOYAKOUM, 38 HEOOXIAHOCTI, Micue
Tabnetok y 6nictepi; Mepk Wapn i CLUA/ NpoBeLieHHS KOHTPOJTIO AKOCTI), ab0 BiacHMKa macTep-
no 4 6nictepu B [oywm B.B., Cinranyp/ (paiina Ha A®I, abo noctavanbHuka A®I/BuxigHoro
KapTOHHI KOopoo6Li Higepnangy; Icnanis marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo

B1po6HMLUTBO 3aCTOCOBYIOTbCH Y BUPOOHULTBI AD| (AKLLO 3a3HAaYEHO
Hepo3dacoBaHoT y [OCbE Ha nikapcbkuii 3acib) 3a BiACYTHOCTI
NpPoAyKUii, cepTudpikaTa BignoBiAHOCTI EBPONENCHKI
aHaniTMyHe hapmakonei y 3aTBepAXeHOMY [OCbE, ab0 BUPOGHMKa

TECTYBaHHS npu
BUNYCKY:

HOBOI ONOMDKHOT PeYOBUHM (SIKLLLO 3a3HAYEHO Y

[0CbE).
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbK0O20 (nikapcbka ghopma, 3asaB8HUKa BUPOGHUKa Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Ecika KBiH60pO

NimiTen, Benvka
BpuTaHis;
MarteoH MyepTo
Piko, IHk., MyepTo
Piko, CLUA;
MC/, IHTepHeLwHn
'M6X (cpinis
Cinranyp),
CiHranyp;
MepBuHHa Ta
BTOPUHHA
ynakoBska:
Posi ®apma
IHpacTpian
Cepsicec, C.A,,
Icnanis;
TecTyBaHHA
CTabiNIbHOCTI:
Mepk LWapn i
Joym INC, CWWA

3MiHa HaliMeHyBaHHS1 BUPOGHMYOI AinbHNLI Mepk
Wapn i Joym Kopn., CLUA/Merck Sharp & Dohme
Corp., USA Ha Mepk Wapn i Joym NI/1C, CLUA/Merck
Sharp & Dohme LLC, USA, BignoBigasbHOi 3a
TeCTyBaHHs CTabifIbHOCTI cUTarinTuHy, Wo
BMPO6NSETLCA Ha AiNbHULI MCJ,. IHTepHewHn MTM6X
(cpinist CiHranyp ) Ta KoperyBaHHsl agpecu. 3minm |
TUNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS
Ta/abo agpecu Micus NPOBaKEHHNA AISNbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /ikapcbkoro 3acoby,
BK/IIOYAOUY [iNbHULi BUNYCKY cepii abo Micue
NPOBefEeHHS KOHTPOJIO AKOCTI. (fiANbHICTb, 3a AKYy
BiANOBIAAE BMPOGHMK/IMNOPTEP, He BKIOYaloum
BUMYCK cepiii). 3MiHa HaliMeHyBaHHs1 BUPOGHWYOT
AinbHuui Mepk Wapn i floym Kopn., CLUA/Merck Sharp
& Dohme Corp., USA Ha Mepk Wapn i Joym JIIC,
CLUA/Merck Sharp & Dohme LLC, USA,
BIANOBIAA/IbHOI 3@ TECTyBaHHSA CTabiNbHOCTI
NiKapCbKoro 3acoby Ta 3a3Ha4yeHHAM JaHHOro
BMPOGHMKa B PEECTPALifiHNX AOKYMEHTaX, a came y
P ta MKA N3. 3miHun | Tvny - 3miHn 3 AkocTi. API.
Brpo6HMUTBO. 3MiHa BUPOOHUKa
BUXIAHOrO/NPOMIXHOIO NPOAYKTY/peareHTy, Lo
BVIKOPVCTOBYIOTbCA Y BUPO6HMUYOMY npotieci AdDl, abo
3MiHa BMPOGHMKa (BK/THOYaoum, e HeobXigHo, micue
npoBeAeHHA KOHTPOSo AkocTi) APl (3a BigCyTHOCTI
cepTudpikaTa BignoBiaHOCTI EBpoNeiichkilt
thapmakonei y 3aTBep)KeHOMY A0CHE)(3MiHM A0
3axofis, NOB'A3aHMX 3 KOHTponem A®l, a6o
[ofasaHHA AifbHUL, Ae NPOBOANTLCA
KOHTPO/b/BMNPOGYBaHHSA cepii). JoaaBaHHSA
BMpo6HUKa MC/ IHTepHewHn Mm6X (cinis
Cinranyp)/MSD International GmbH (Singapore
Branch) gns gito4oi pevoBrHM NikapCcbkoro 3acoby —
CUTarninTVH B SKOCTi aflbTEPHATUBHOIO BUPOBHNKA,
BiAANOBIAA/IbHOrO 3a TECTYBaHHA CTabINbHOCTI
CUTArINnTUHY.

*y pasi BHeCeHHs1 3MiH 00 iHCMpYKYii Npo MeduYyHe 3acmocyBaHHs

B.o. HauanLHUKA
dapMaineBTUYHOT0 yIIPaB/IiHHA

Onekcanap I'PIHEHKO
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